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12 anpens 2010 roga N 61-®3

POCCUNCKAS ®EQEPALIA
®ELEPANbHbIA 3AKOH

OB OBPALLEHWUU NEKAPCTBEHHbIX CPEACTB

MpuHar
locygapcteeHHon [ymoin
24 mapTta 2010 roga

OpobpeH
CoseTtom Pepeparmm
31 mapTta 2010 roga

CnmMcok N3MeHSIoLLNX JOKYMEHTOB
(B pea. PepgepanbHbix 3akoHOB OT 27.07.2010 N 192-93,
oT 11.10.2010 N 271-93, 01 29.11.2010 N 313-93,
o1 06.12.2011 N 409-93, ot 25.06.2012 N 93-93,
0T 25.12.2012 N 262-93, o1 02.07.2013 N 185-93,
o1 25.11.2013 N 317-93, ot 12.03.2014 N 33-93,
07 22.10.2014 N 313-93)

Mnaga 1. OBLUME MOJNOXEHUA
Cratbsa 1. NpegmMeT perynmpoBaHusi HacTosiero PegepanbHOro 3akoHa

1. Hactoswwmn ®denepanbHbI 3aKOH perynuvpyeT OTHOLUEHWS, BO3HMKaKLMe B CBA3M C obpalieHuem -
pa3paboTkon,  OOKMUHUYECKMMU nccneaoBaHUsMM, KNMUHUYECKUMMU nccneaoBaHUsIMKM,  3KCMEPTU3ON,
rocyqapCTBEHHOW perucTpauuen, coO CcTaHgapTMsauMem W C  KOHTPOSIEM KayecTBa, MPOU3BOLCTBOM,
N3roTOBMEHNEM, XpaHeHWEeM, nepeBO3KkowW, BBO3OM B Poccunckyio Pegepauuio, BbIBO30OM U3 Poccunckon
denepaumn, peknamon, OTMYCKOM, peanusauuen, nepenadvent, NPUMEHEHUEM, YHUYTOXEHMEM FeKapCTBEHHbIX
CPeAcTB.

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

2. Hactoswun PepepanbHbli 3akOH yCTaHaBNMBAET MPUOPUTET TOCYAAPCTBEHHOIO perynMpoBaHust
6e3onacHoCTH, kKayecTBa N 3¢ppeKTUBHOCTM NEKAPCTBEHHbLIX CPEACTB NPU UX 0OpaLleHun.
(B peq. PenepanbHoro 3akoHa ot 25.06.2012 N 93-93)

Cratba 2. Chepa npmmeHeHus HacToswero ®enepansHOro 3akoHa

Hactoswun ®egepanbHbil 3aKOH NPUMEHSETCH K  OTHOLWEHWSM, BO3HMKaWum npu  obpaieHum
nekapCcTBeHHbIX CpecTB Ha Tepputopun Poccuiickon ®eagepaunn.

CraTtbsa 3. 3akoHodaTenbCcTBO 06 06palleHUn NeKkapcTBEeHHbIX CpeacTB

1. BakoHopatenbcTBO 06 OOpalleHUn nekapCTBEHHbIX CPEACTB COCTOWUT M3 Hactoswero ®epepanbHOro
3aKoHa, Apyrux deaepanbHbIX 3aKOHOB M MHbIX HOPMaTMBHbIX MPaBoBbIX akToB Poccunckon denepavnn.

2. [ewnctBue HacTtosiwero ®degepanbHOro 3akoHa pacrnpocTpaHseTcd Ha obpalleHne HapKOTUYECKUX
NEeKapCTBEHHbIX CPEACTB U MCUXOTPOMHbLIX NEKAPCTBEHHBLIX CPEACTB C y4eTOM OCODEHHOCTEW, YCTAHOBIEHHbIX
3akoHogartenbcTBoM Poccuiickon degepaumm 0 HAapKOTUYECKUX CPEACTBaX, MCUXOTPOMHbIX BeLlecTBax M 06 ux
npekypcopax.

3. Henctere HacTosLero depepanbHoOro 3aKoHa pacnpocTpaHseTcs Ha obpalyeHune
paguodapMaLeBTUYECKUX — JIEKapCTBEHHbIX  CPEACTB C  yyeToMm ocobeHHocTen, yCTaHOBMEHHbIX
3akoHogarenscTBoM Poccuickon denepaumm B obractu obecneyeHnst pagmauMoHHon 6e30nacHOCTMW.
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4. Ecnn mexayHapodHbiM poroBopom Poccunckon depepaumm yCTaHOBMNEHbI WHbIE MpaBuria, 4Yem Te,
KOTOpble NpPeaycMOTpeHbl HacToswuM degeparnbHbIM  3aKOHOM, MPUMEHSIOTCS NpaBuia  MeXxayHapo[Horo
Joroeopa.

5. B Poccuinckon defepaunn B COOTBETCTBUM C MeXayHapoaHbIMKU aoroBopamu Poccuiickon ®epepaunm m
(vnn) Ha ocHoBe MpuHUMNA B3aMMHOCTU MPU3HAKOTCA pe3ynbTaTbl KMMHUYECKUX UCCNEeaoBaHWMN NnekapCTBEHHbIX
npenapaToB A1 MeaULMHCKOro NpuMeHeHus, NpoBeAeHHbIX 3a npegenammn Tepputopum Poccuinckon degepaumn.

CraTbs 4. OCHOBHblE MOHATUSA, UCMONb3yeMble B HacTosiLeM PeaepanbHOM 3akoHe

Onsa uenen HacToqwero ®enepanbHOro 3akoHa UCMOMb3YHTCA CNeayloLWmne OCHOBHbIE MOHATUS:

1) nekapcTBeHHble CpeAcTBa - BeLlecTBa WM MX KOMOWHaLMK, BCTynawwuMe B KOHTAKT C OPraHM3mMom
YerioBeKa MIN >XMBOTHOrO, NPOHUKALNE B OpraHbl, TKaHW OpraHvM3ma YenoBeka UMK XUBOTHOIO, NMPUMEHSAEMbIe
Onst NpodUNakTUKMA, OUArHOCTUKM (32 WUCKIIOYEHMEM BELLECTB WU UX KOMOWHALMIW, HE KOHTaKTUPYHLMX C
OpraHM3MoOM YernoBeKa WM >KMBOTHOrO), JleyeHuss 3aboneBaHusi, peabunurauuu, AN COXpaHeHwus,
npegoTBpaLLEeHNs Unu npepbiBaHMs 6epeMEeHHOCTU U NMOJTyYEHHbIE U3 KPOBU, Miia3mbl KPOBU, U3 OPraHoB, TKaHeW
opraHmMama 4ernoBeka WM >KUBOTHOrO, PacTEHUW, MMHEeparioB MeTodaMu CUMHTe3a WU C MPUMEHEHUEM
Buonormdyecknx TexHonornn. K nekapcTBeHHbIM CpeacTBam OTHOCATCA dapMaueBTudeckme cybctaHuum wu
neKkapcTBEHHbIe npenaparhl;

2) apmaueBTUyeckme cybCTaHUUM - §EeKapCTBEHHble CpeacTBa B BMAEe [AEWCTBYHOLMX BELLECTB
Guonorn4yeckoro, BGMOTEXHOMOMMYECKOro, MMUHEpPanbHOro UM XUMUYECKOTro MNPOUCXOXAEeHMs, obnagatoliune
¢dapMakonormyeckon akTUBHOCTbIO, MpedHasHavYeHHble And NPOU3BOACTBA, W3rOTOBMEHUSA NEKapCTBEHHbIX
npenapaToB 1 onpefensoLme ux aPPeKTMBHOCTb;

3) BcnomoraTenbHble BellecTBa - BeLlecTBa HEOPraHWYeckoro WM OpraHWYeckoro MPOUCXOXOEHWS,
ucnonb3yemble B NpoLEcce NpoOU3BOACTBA, W3rOTOBIMEHWUS] JIEKAPCTBEHHbIX NpenapaToB Ans MNpuaaHus UM
HeobXxoaMMbIX (PU3UKO-XMMNYECKNX CBONCTB;

4) nekapCTBEHHbIE MpenapaTbl - NIeKapCTBEHHbIE CPeACTBA B BUAE NeKapCTBEHHbLIX (DOPM, NMPUMEHSIEMbIE
ONnst NpohmnakTukn, ONArHoCTUKK, NeveHuss 3aboneBaHusi, peabunutauun, onNs cCoOXpaHeHus, NpenoTBpalleHus
UnNun npepbiBaHns 6epeMeHHOoCTH;

5) nekapcTBeHHas ¢opma - COCTOSIHME JleKapCTBEHHOro npenapaTta, COOTBETCTBYyKLlee crnocobam ero
BBeJEeHMS 1 NpuMeHeHus n obecneydnBatoLee JOCTMXEHNE Heobxoanmoro nevyebHoro agdexTa;

6) nepedyeHb KM3HEHHO HeOOXOOWMBIX W BaKHEWWWX FeKapCTBEHHbIX MpenapaToB - €XerogHo
yTBepxgaembin  [NMpaButenbctBom Poccunckon ®egepaumm nepedeHb NEKapCTBEHHbIX MpenapaTtoB  Ans
MEeOMLUMHCKOrO MnpuUMeHeHusi, obecnevmBaloWwux MNpUOpUTETHbIE MNOTPEOHOCTU 34paBOOXPaHEHMs B Lensx
npodunakTnkn m nedyeHns 3aboneBaHu, B TOM u4ucne npeobnagawlimx B CTpykType 3abonesaemocTn B
Poccunckon ®epepaumm;

7) vMMyHOGMOMOrM4yeckMe nekapcTBeHHble MpenapaTtbl - feKkapcTBEHHble npenapaTbhl Buonoruyeckoro
NPOUCXOXAEHUS, npefHa3Ha4yeHHble ANng  MMMYHONMOMMYECKUX AMArHOCTUKW, MPOUNAKTUKM U NeYvYeHus
3aboneBaHuii;

8) HapkoTMyeckume neKkapcTBEHHble CpeacTBa - JNeKapCTBEHHble npenapaTtbl M (hapmaueBTMdeckne
cybcTaHummn, copepXalime HapkoTUYecKMe CpeacTBa WM BKIOYEHHble B [lepeyeHb HapKOTUYECKMX CPEACTB,
MCUXOTPOMHbIX BELLECTB U UX NPEKYPCOPOB, NOANEXaLUMX KOHTporo B Poccunckon degepaumm, B COOTBETCTBUM C
3akoHogatenbctBoM Poccunckon ®epepaunn, mexgyHapoaHbiMu gorosopamu Poccuickon depepaunn, B TOM
yucne EgnHom koHBEHUMEN O HapKoTudecknx cpeacteax 1961 roga;

9) nCUXOTpOMHbIE fleKapCTBEHHblIE CpeAcTBa - JfleKkapCTBEHHble npenapatbl UM dapMaueBTU4eckue
cybCcTaHumMKn, codepxalume MCUXOTPOMHbIE BellecTBa W BKMNIOYEHHble B [lepeyeHb HapKOTUYECKMX CPEeACTB,
NMCUXOTPOMHbIX BELLECTB U MX NMPEKYPCOPOB, Noanexalunx KoHTponto B Poccuiickon ®enepaunm, B COOTBETCTBUM C
3akoHogaTtenbcTBoM Poccuiickon ®egepauun, mexgyHapogHeiMyu gorosopamu Poccuinckon degepaunn, B TOM
uncne KoHseHumen o ncuxoTponHbix Bewecteax 1971 roga;

10) pagmodgapmaneBTUYECKME NEKAPCTBEHHbIE CPEACTBA - NeKapCTBEHHbIE CPeACTBa, KOTOpblEe coaepXaT B
roTOBOM AN UCNOMb30BaHUA OpMe OAMH PaAMOHYKNUA WM HECKONbKO PaAMOHYKNMAOB (paguoaKTUBHbBIX
N30TOMNOB);

11) opwurMHanbHoe fekapCTBEHHOE CPEACTBO - JIEKApCTBEHHOE CpeacTBO, CoAepKallee BMepBble
NomnyyYeHHyl apMaueBTMYECKYHD CYOCTaHUMIO WM HOBYKHDO KOMOMHauuo dapMaueBTUYECKUX CyOCcTaHUui,
apdekTMBHOCTE M 6e30nacHOCTb KOTOPbIX MOATBEPXAEHbI pe3dynbTaTamMn  OOKIMHUYECKUX UCCredoBaHWN
nekapCTBEHHbIX CPeACTB M KIMHUYECKUX UCCIEeN0BaHUN NIekapCTBEHHbLIX NPenapaTos.;
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12) Bocnpou3BedeHHOE fekapCTBEHHOE CpeACcTBO - JleKapCTBEHHOE CPEeACTBO, coAepkallee Takyl xe
dapMaLEeBTUYECKYD CYOCTaHUMIO MM KOMOMHAUMIO Takux e ¢apMaueBTUYEeCKMX CyOCTaHUMA B TakOM e
nekapcTBeHHON hopMe, YTO M OpUrMHanbHOE NekapCTBEHHOE CpeacTBO, M NOCTynMBLUIEe B obpalleHue nocne
nocTynneHunsi B obpalleHne OpurnHanbHOro fiekapCTBEHHOIO CPeACTBa;

13) nekapcTBeHHOe pacTUTENbHOE Cbipbe - CBEXWE WU BbICYLIEHHble pacTeHuss nNubo ux 4acTw,
ucnonb3yemble Ansi NPOM3BOACTBA NEKapPCTBEHHbIX CPEACTB OpraHM3auusMm - Npon3BoaUTENSAMU NEeKapCTBEHHbIX
CPEACTB  WUNU  U3rOTOBMIEHUS NEKApCTBEHHbIX MpenapaToB anTeyYHbIMU  OpraHu3auuamun, BeTepuHapHbIMU
anTeyHbIMKU  OpraHusaumsaMn,  UHAMBMAYaANbHbIMKM  MpeanpuUHUMaTENAMKY,  UMEKLWUMUM  MULEH3UIO  Ha
dapmMaLEeBTUYECKYIO AeATENbHOCT;

14) nekapCTBEHHbLIN pacTUTENbHbIA MpenapaT - NeKapCTBEHHbIN npenapaTt, MNPOM3BEAEHHbIN UMK
N3roTOBMEHHbIN U3 OAHOMO BUAA JIEKAPCTBEHHOrO PaACTUTENbHOIO CbIPbS UMM HECKOMbKMX BUOOB TaKOro Chipbs U
peanu3yemblii B pachacoBaHHOM Buae BO BTOPUYHOM (MOTPEOUTENBCKON) YNaKoBKE;

15) romeonatudeckoe IeKapCTBEHHOE CPEACTBO - JIEKAapCTBEHHOE CPEeACTBO, MNPOU3BEAEHHOE UMK
N3roTOBIEHHOE MO creunanbHOW TEXHOMNOMu;

16) MexgyHapogHOe HenaTeHTOBaHHOE HaMMEHOBAHWE JIeKapCTBEHHOrO cpeacTBa - HavMeHOBaHue
hapmaLrieBTUHECKON CyGCTaHLMK, pekoMeHoBaHHOe BcemMupHO opraHnsaumen 3gpaBooXpaHeHus;

17) TOproBoe HavMMeHOBaHWe feKapCTBEHHOro cpeacTBa - HavMMEHOBaHWe NeKkapCTBEHHOro cpencTsa,
NMPUCBOEHHOE ero pa3paboTynkom;

18) obwasa dapmakonenHas ctaTbs - AOKYMEHT, YTBEPXKOEHHbIN YNONHOMOYEHHbIM deaeparnbHbIM OpraHom
WCMOSTHUTENBHOM BriacTu U codepXallmi nepeveHb nokasaTtenen kayectsa u (MnvM) METOLOB KOHTPOMS KavecTBa
KOHKPETHOW TNEKapCTBEHHOW (POPMbI, JEKAPCTBEHHOIO PACTUTENBHOIO CbIPpbs, OMNUCaHUs OMOMOrnyeckux,
OMOXMMUNYECKUX, MUKPOOMONOTNYECKUX, (UINKO-XUMUYECKUX, (UINYECKMX, XUMUYECKMX W OPYrMX MeTOLOB
aHanmsa NekapcTBEHHOro cpefcTBa AN MeOMUUHCKOro NpUMEHEHUs, a Takke TpeboBaHMsA K UCMOMb3yeMbiM B
Lensix NpoBeAeHNa JaHHOMo aHanu3a peaktuBam, TUTPOBaHHbLIM pacTBOpaM, UHAMKATOpaMm;

19) papmakonenHass crtatbd - [OKYMEHT, YTBEPXAEHHbIA YMNOMHOMOYEHHbIM heaepanbHbIM OpraHoMm
WCMOMNHWTENBHOW BNacTM WM COAEpXallMi nepeyveHb nokasaTernen kavyecTBa M METOOOB KOHTPOMSA KayecTBa
nekapCTBEHHOro CpeACcTBa AN MeAULMHCKOrO NPUMEHEHNS;

20) HopmaTMBHas OOKyMEeHTauusa - LOKYMEHT, COAepXaliui nepeveHb ornpefensemMbix No pesynbrartam
COOTBETCTBYIOLLUX IKCMEPTU3 NoKa3aTernemn kayecTsa NIeKapCTBEHHOro CpeacTsa A MeAULMHCKOTO NPUMEHEHNs,
METOAOB KOHTPOS €ro KayecTBa U yCTaHOBIIEHHbIV €0 MPON3BOANTENEM;

21) HOpPMaTUBHBLIA [OOKYMEHT - [OKYMEHT, COAepalluh nepeyeHb onpedensieMbiXx MNo pesynbTartam
COOTBETCTBYIOLLUX 3KCNEpPTM3 rMokasaTernen kadectBa M (UNM) METOOOB KOHTPONSA KavecTBa JieKapCTBEHHON
dopMbl, onucaHms BUoNorM4ecknx, BUOXMMUYECKNX, MUKPOBUOMOrMYECKUx, U3MKO-XUMUYECKUX, (DU3NYECKUX,
XUMUYECKUX N OPYrMX METOAOB aHanu3a nekapCTBeHHbIX CPeaCcTB ANs BeTEPUHAPHOro NpuMeHeHus, TpeboBaHus K
nucnosnb3yembiM B Liensax NpoBefeHUs AaHHOro aHanusa peaktuBam, TUTPOBaHHbIM pacTBopaM, WMHAMKaTopam u
YCTaHOBIEHHbIV €ro NPON3BOAUTENEM;

22) Kka4yecTBO feKapCTBEHHOro cpeacTBa - COOTBETCTBME JleKapCTBEHHOro cpeactsa TpeboBaHUAM
dapmakonenHon crtaTeM nmMbBO B criyyae ee OTCYTCTBUS HOPMaTMBHOW [AOKYMEHTauuMuM MM HOPMAaTUBHOIO
OOKYMEHTa;

23) 6e30onacHOCTb NEKapCTBEHHOIO CPeACTBA - XapaKTepUCTUKa fiekapCTBEHHOIO CpeacTBa, OCHOBAHHAsA Ha
CpaBHUTENBHOM aHanmae ero 3eKTMBHOCTM U pyUCKa NPUYMHEHNS Bpeaa 340PO0BbIO;

24) 3a(pPeKTUBHOCTb MEKAPCTBEHHOIO Mpenapata - XapakTepucTuKa CTENEeHW MOSNOXUTENbHOIO BAVSHUS
NeKapCTBEHHOro MnpenapaTa Ha TevyeHue, NPOJOIHKUTENBHOCTL 3aboneBaHWss WM ero npegoTBpaLleHue,
peabunuTaumio, Ha coxpaHeHve, NpegoTBpaLLEeHNe Uy NpepbiBaHne 6epeMeHHOCTY;

25) cepust nekapcTBEHHOro cpeacTBa - KOMMYECTBO JEeKapCTBEHHOrO CpeacTBa, NPOV3BEAEHHOe B
pesynbTaTte 0gHOr0 TEXHOMOMMYECKOro LuKna ero Nnpon3BoanTenem;

26) peructpauuoHHOe YOOCTOBEpPEHWEe NEeKapCTBEHHOro npenaparta - LOKYMEHT, MOATBepXaarwmnn dakT
rocygapCTBEHHOM perncTpauum nekapCTBEHHOro npenapara;

27) perncTpaLnoHHbIN HOMeP - kogoBoe 0bo3HayveHve, NPUCBOEHHOE NEKapCTBEHHOMY mpenapaTy npu ero
rocynapCcTBeHHOW perncrpaumm;

28) obpalleHne nekapCTBEHHbIX CpeAcTB - pa3paboTka, AOKIMHWYECKME WCCrefoBaHusl, KIMHUYECKMe
uccrnefoBaHus,  3KCMepTu3a, roCy4apCTBEHHas perncrpauus, CraHgapTM3auus UM KOHTPOMb — KadecTBa,
NpOn3BOACTBO, M3rOTOBIIEHNE, XpaHeHWe, nepeBo3ka, BBO3 B Poccuiickyto Pepepaumto, BbiBO3 13 Poccuiickon
Pepepaumu, peknama, OTnyck, peanusaums, nepegaya, NPUMEHEHUE, YHUUTOXEHNE NEKAaPCTBEHHbIX CPEACTB;

(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-d3)
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29) cybbekTbl obpalleHns nekapCTBEeHHbIX CpeacTB - hmanveckue nvua, B TOM YMCre VMHOUBMAYambHbIE
npegnpvHumMaTeny, 1 lopyUaMdeckme nvua, OCYLLeCTBsSWmMe AesTenbHOCTb Npy obpalleHnn NeKapCTBEHHbIX
cpencTs;

30) paspaboTumMk nekapCTBEHHOro CpeAcTBa - OpraHu3auusi, obnaparowlas npaBaMuM Ha pesynbTaThbl
OOKIMUHNYECKUX UCCNEefOBaHUA NeKapCTBEHHOTO CPEACTBa, KIMHWYECKMX WCCReOOBaHUM  NeKapCTBEHHOrO
npenapaTa, a TaKkke Ha TEXHOMNOrMo NPOU3BOACTBA NEKAPCTBEHHOrO CPEACTBa;

31) Npou3BOACTBO NEKAPCTBEHHbIX CPEACTB - AEATENbHOCTb MO MPOU3BOACTBY NEKAPCTBEHHbLIX CPEACTB
opraHm3aumsamMm - NPOM3BOAMTENSIMU NEKAPCTBEHHbLIX CPEACTB Ha OOHOW CTafuu, HECKOMbKMX UMM BCEX CTagausx
TEXHOJOrMYECKOro NnpoLecca, a Takke No XpaHEHWIO U peanuaaumm Npon3BeAeHHbIX TeKapCTBEHHbIX CPEACTB;

32) npousBoauTENb NEKAPCTBEHHbIX CPEACTB - OpraHusauusi, OCYyLIecTBnsAwLlas npou3BOACTBO
NeKapCTBEHHbIX CPeACTB B COOTBETCTBUM C TpeboBaHUSAMM HacTosiwero ®PegepanbHOro 3akoHa;

33) dapmMaueBTMYeckads [EATENbHOCTb - AeATeNnbHOCTb, BKMOYawwas B ceba OnToByH TOProBIo
neKkapCTBEHHbIMU CpeacTBaMM, WX XpaHeHue, NepeBO3Ky W (UNK) PO3HUYHYKD TOPTrOBIHO JIEKAPCTBEHHBIMU
npenapaTtamm, X OTMNycK, XpaHeHWe, NepPeBO3KyY, M3roTOBIIEHNE NIEKAPCTBEHHBIX NPenapaTos.;

34) opraHusauMsi ONTOBOW TOPrOBMWU fleKApPCTBEHHbIMU CPEACTBAMWU - OpraHm3auus, OCYLLECTBRsOLLAN
ONTOBYIO TOProBMKO NEKAPCTBEHHLIMW CPeACTBaMU, UX XpaHEHUE, MEepPEBO3KY B COOTBETCTBMM C TpeboBaHMAMMU
HacTodawero ®PenepanbHOro 3akoHa;

35) anTeyHas opraHu3auusi - opraHu3aumsi, CTPYKTYpHOe nogpasgerneHne MepuuUHCKOW opraHusauum,
OCYLLECTBAIOLWME PO3HUYHYIO TOPrOBIIO fIEKapCTBEHHLIMU NpenapaTtamMu, XpaHeHne, NepeBo3Ky, 3roTOBMIEHUE U
OTMNYCK JleKapCTBEHHbIX NpenapaTtoB Ans MeAMLMHCKOro MpMMEHEHUst B COOTBETCTBUM C TpeboBaHMsaMM
HacTodawero ®PenepanbHOro 3akoHa;

(B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-93)

36) BeTepuHapHas anTeyHash opraHu3auus - opraHusauusi, CTPYKTypHOe noApasfernieHne BeTepuHapHON
opraHm3aumm, OCyLLEeCcTBSIOWME PO3HUYHYIO TOProBIIK0 NeKapCTBEHHbIMY NpenapaTaMu, XpaHeHne, U3roToBrneHme
N OTNYCK IEeKapCTBEHHbIX MpenapaToB ANfs BETEPUHAPHOrO MNPUMEHEHWS B COOTBETCTBUM C TpeboBaHMAMMU
HacTosiero ®egepanbHOro 3aKoHa;

37) danbcMduuMpoBaHHOE reKkapCTBEHHOE CpeacTBO - JIeKapCTBEHHOE CPEACTBO, COMPOBOXAAeMOe
NOXHOW MHGOPMAaLMEN O ero coctaBse 1 (Unn) NPon3BoANTENE;

38) HepobpokadyeCcTBEHHOE NEKapCTBEHHOE CPeACTBO - JIeKapCTBEHHOE CPeAcTBO, HE COOTBETCTBYHOLLEE
TpeboBaHMaM hapmakonernHom ctatbk Mo B crydae ee OTCYTCTBUSI TPeOOBaHUAM HOPMAaTMBHOW OOKYMEHTaL MK
UM HOPMAaTUBHOTO JOKYMEHTA;

39) KoHTpadakTHOe nekapCTBEHHOE CpeAcTBO - JIeKapCTBEHHOE CpeacTBO, Haxogsduweecs B obopoTe ¢
HapyLleHeM rpaXkaaHCKoro 3akoHO4aTernbCTBa;

40) [poKnMHMYECKOe uccnefoBaHuMe NEeKapCTBEHHOro cpeacTtBa - Guonorudeckue, mukpobuonoruyeckue,
WMMYHOIOTMYECKME,  TOKCUKOMormyeckue, cpapmakonorudeckne, U3MYECKUE, XMMUYEcKMe W Apyrue
nccrnefoBaHUsl NEeKapCTBEHHOMO CPeAcTBa NyTeM MPUMEHEHWUS] Hay4YHbIX METOAOB OLEHOK B LensX MorydeHust
JokasatenbcTB 6€30nacHOCTU, kadecTBa U 9pPEKTUBHOCTN NEKAapPCTBEHHOIO CPeACTBa;

41) KNUHUYECKOE WCCredoBaHWe NeKapCTBEHHOro npenapara - U3yvyeHue AMarHoCTUYECKUX, neyebHbIX,
NpoUNaKkTU4eCKNX, apmMakonormyecknx CBOMCTB JIEKAPCTBEHHOIO MpenapaTta B MPoOLecce ero NpUMEHEHUst y
YerioBeKa, XXMBOTHOMO, B TOM YuCNe MPOLECCOB BCACbIBaHMS, pacnpefeneHns, USMEHEHUS] N BbIBEAEHUS, MyTEM
NPMMEHEHNS Hay4HbIX METOOOB OLIEHOK B Lensx MonyyYyeHus [okasaTenbcTB 0Oe3onacHoCTW, kavecTBa M
3 PEKTUBHOCTN FEKApPCTBEHHOIO MpenapaTa, AaHHbIX O HeXenaTenbHbIX peakuusix OpraHmsMa 4YeroBeka,
XMBOTHOIO Ha MNPUWMEHEHWE IeKapCTBEHHOro npenapata M 06 3dpekTe ero B3anMMOZEWCTBUS C ApPYrvMMuU
nekapCTBEHHbIMU NpenapaTtamu 1 (Mnu) NULEBBLIMWU NPOAYKTaMu, KOopMamu;

42) MHOTOLEHTPOBOE KIMHUYECKOE WCCMeLOBaHME JlekapCTBEHHOrO npenapata Ans  MeguUMHCKOro
NPUMEHEHNS1 - KIMHUYECKOEe WCCneaoBaHWe fiekapCTBEHHOro npenapata Ans MeguUMHCKOro MpUMEHEHMs,
npoBoAMMOe pa3paboTYMKOM NeKapCTBEHHOrO npenapata B ABYX M 6onee MeOVLMHCKMX oOpraHu3aumsix no
e[ MHOMY MPOTOKOIY KIMHWYECKOrO UCCINEeAOBaHMS NIEKapCTBEHHOro npenapaTa;

43) MexayHapoOHOe MHOrOLUEHTPOBOE KIIMHUYECKOE WCCrefoBaHWe nekapCTBEHHOro npenaparta angd
MEeOMUMHCKOrO MPUMEHEHMsT - KIIMHWYECKOoe WCCredoBaHWe reKkapCTBEHHOro npenaparta Aans MeauuMHCKOro
NPYMEHEHNS, MPOBOAMMOE pa3paboTyMKOM JIEKAPCTBEHHOrO MpenapaTta B pasfu4yHbIX CTpaHax No eguHoMy
NPOTOKOMY KITMHUYECKOrO NCCreJoBaHNs NIeKapCTBEHHOO Npenapara;

44) nocTperucTpauMoHHOE KIIMHWYECKOEe WCCrefoBaHWe fekapCTBEHHOrO npenapata Ans MeguuUHCKOro
NPUMEHEHNA - KIMHUYECKOEe WCCnefoBaHWE JliekapCTBEHHOro npenapata Ans MeOUUMHCKOTO MNpUMEHEHMS,
NpOBOAMMOE MPOU3BOAUTENEM JIEKAPCTBEHHOrO npenapara, rpaXgaHckui oBopoT KOTOPOro OCyLlecTBhsieTcs
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nocrne rocyaapCTBEHHOW perncrpauun, B Lensx [OononHutenbHoro cbopa AdaHHbix O ero 6esonacHocTu u
3(PPEKTUBHOCTN, paCLUMPEHUSA MOKa3aHUN K MPUMEHEHWIO [aHHOro fleKkapCTBEHHOrO MpenapaTta, a Takke
BbISIBITIEHNSI HEXXeNaTeNbHbIX peakunii NauMeHTOB Ha ero AenCTBuE;

45) vccnepoBaHve GUO3KBUBANEHTHOCTU NEKAPCTBEHHOrO npenapaTa - BUA KIMHMYECKOro MUCCnenoBaHus
nekapcTBEHHOro npenaparta, NpoBedeHne KOTOPOro OCYyLLEeCTBAsSeTCA Ans onpeaernieHns CKopoCcTU BCacbiBaHUs U
BblBeJeHNs1 apmaueBTMyeckon cybcTaHuumn, konudectBa dapmaueBTMYecKoW cybCcTaHumn, [ocTUraroLero
CUCTEMHOrO KpPOBOTOKAa, M pe3ynbTaTbl KOTOPOro MNO3BOMSAKT cAenatb BbIBOA O OWMO3KBMBANEHTHOCTU
BOCNPOM3BEAEHHOIO fEKapCTBEHHOIO Mpenapata B OnNpedenieHHbIX JieKapCcTBeHHOW opme un  [o3MpoBke
COOTBETCTBYIOLLIEMY OPUTMHANBHOMY fIeKapCTBEHHOMY NpenaparTy;

46) uccnegoBaHve TepaneBTUYECKOW 3KBMBANEHTHOCTU MEKapCTBEHHbIX MpenapatoB - BUA KIMHUYECKOTO
nccrnegoBaHUsl  NEKApCTBEHHbIX  MpenapaToB, MNPOBEAEHWE KOTOpPOro OCYLLECTBASETCA [ANfs  BbiiBEHUS
O[MHAKOBbIX CBOWCTB JIEKapCTBEHHbIX MpenapaToB ONpeaeSieHHON NEeKapCTBEHHOM (hOpMbl, @ Takke Hanmyus
O[MHaAKOBbIX MoKasaTenew Ge3onacHOCTM U 3(MAEKTUBHOCTU FEKAPCTBEHHbLIX MPENapaTtoB, OOWUHAKOBbIX
KNMHU4Yecknx acheKkToB Npu NX NPUMEHEHUN;

47) npoOTOKON KIMMHWYECKOrO WCCNEeAoBaHMSA JEeKapCTBEHHOro Mpenapata - [OOKYMEHT, B KOTOPOM
onpegenalTca  uenu, ¢OopMbl OpraHM3auunm W MeTOAONOorns MNpPOBEAEHMS KITMHUYECKONO WCCNeOOBaHWs,
cTaTucTMyeckme Metoabl 06paboTkm pe3ynbTaToB TaKoro UccnegoBaHus n Mepbl no obecnedyeHunio 6esonacHoOCTH
PU3NYECKMX NNLL, YHaCTBYIOLLMX B KITMHUYECKOM UCCIELOBaHUN NEKapCTBEHHOrO Npenapara;

48) OGpowtopa wuccrnegoBaTens - CBOOHOE W3MNOXEHWE pPe3ynbTaToB [OKIUHUYECKOrOo WCCReAoBaHUA
NEKapCTBEHHOr0 CPEeACTBA WU KMMHMYECKOrO WUCCNeaoBaHMS NEKapCTBEHHOro npenapaTta Ans MegUuuUHCKOro
NPUMEHEHMS;

49) nHMOPMAUMOHHBIN MUCTOK MNauMeHTa - OOKYMEHT, B KOTOPOM cogepXaTcs B AOCTynHow dopme
CBefeHus1, KacarLmMecs NpoBOAMMOrO KIMHUYECKOTO UCCNEAOBAHWSA NIEKapCTBEHHOrO Npenapara, U B MMCbMEHHOMN
dopme [oOpPOBONBHOE cornacvMe nauueHTa Ha yvacTue B KIMHUYECKOM MWCCIEeLOBaHMU NIeKapCTBEHHOIO
npenapaTta nocrie O3HAKOMIIEHUsI C OCOBEHHOCTSAMU KIMMHWYECKOTO MWCCMEeAOoBaHWs, MMEHLWMMU 3HadYeHe Ons
BbIPaXXEHUS TAKOro cornacusi;

50) nobo4yHoe [encTBUE - peakums OpraHuMama, BO3HWKLLIAA B CBA3M C MPUMEHEHWEM FeKapCTBEHHOMO
npenapaTta B [03aX, PEKOMEHOYEMbIX B MHCTPYKLMM MO €ro MpPUMEHEHWUIo, Ans NpounakTuKM, ANarHOCTUKM,
nevyeHus 3aboneBaHusa nnu ona peabunutauum;

51) cepbesHas HexxenaTternbHas peakuusi - HexernaTenbHas peakums opraHn3ma, CBsi3aHHasi C MPUMEHEHUEM
nekapCTBEHHOro npenapata, npvBedwas K CMepTu, BPOXAEHHbIM aHoManusiM WM Mopokam pasBuTUsS nnbo
npeacrtaBnsiowas cobon yrposy Xu3Hu, Tpebywowasd rocnutanu3aumM unu npusBedlias K CTOWKOW yTpaTe
TPYAOCNOCOBHOCTU U (MNN) UHBANUAHOCTY;

52) HenpenBuaeHHas HexenaTernbHas peakuusa - HexenaTenbHasi peakums opraHusma (B TOM u4ucne
CBsi3aHHasi C NPUMEHEeHNeM NeKapCTBEHHOro npenapata B COOTBETCTBMM C MHCTPYKLMEN MO ero NpUMEeHeHuto),
CYLLHOCTb M TSXKECTb KOTOPOW HE COOTBETCTBYIOT MHAOPMaUMM O NeKkapCTBEHHOM Mpenaparte, coaepxallencs B
WHCTPYKLN MO ero NpUMEHEHMUIO;

53) peuenT Ha nekapCTBEHHbIA npenapaTr - MUCbMEHHOE Ha3HayeHWe neKapCTBEHHOro npenapaTta no
yCTaHOBNeHHON opme, BblJaHHOE MEAULMHCKMM U BeTepuHapHbIM paboTHMKOM, MMEIOLLMM Ha 3TO Npaso, B
Lensix OTnycka fekapCTBEHHOrO Npenapara Uin ero U3roToBMEeHUs U OTMYCKa;

54) TpeboBaHMe MeAWLMHCKOWM OpraHusauuu, BeTEPUHApPHOW opraHu3aumvM - OOKYMEHT YCTaHOBIEHHON
$OpMbI, KOTOPbINA BbIMMCAH MEAULMHCKUM UMW BETEPUHAPHBIM PabOTHUKOM, MMEIOLLMM Ha 3TO NMpPaBo, Y COOEPXKUT
B NMUCbMEHHOW (QOPME yKasaHMe anTevyHOW opraHu3auum 06 OTMyCKe JIeKapCTBEHHOro mnpenaparta unm o ero
n3roToBreHnn 1 06 oTnycke aAns obecneyeHns nevebHOro npowuecca B MeAULIMHCKOM OpraHM3auny, BETEPUHapHOW
opraHusauum.

nasa 2. NONTHOMOYUA ®EOEPAIIbHLIX OPFAHOB VICI'IOJ'IHVITEJ'IbI-jOVI .
BITACTW, OPFTAHOB UCMONMHUTENIbHOWU BNTACTU CYBBEKTOB POCCUNCKOM
SEOEPALIUM NMPU OBPALLEHWUU NEKAPCTBEHHbLIX CPEACTB

Cratba 5. NonHoMounsa ceaepanbHbIX OPraHOB UCMOJNTHUTENBHOW BriacTy Npu obpalleHn NekapCTBEHHbIX
cpencTs

K nonHomounsam cdegepanbHbiX OpraHoB UCMOMHUTENBHOW BracTn Nnpu obpalleHnn nekapCTBEHHbIX CPeacTB
OTHOCATCS:
1) npoBegeHne B Poccuiickon denepaunm eguHoOW rocyaapCTBEHHOW MONUTUKM B obnactu obecneyeHus
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NeKkapCTBEHHbIMY NpenapaTtamu rpaxaaH Ha Tepputopum Poccunckon ®epepaunm;

2) yTBEpXaeHne oblmx dgapmakonerHbix crateir, dapMakonenHblX cTaTel, M3gaHue rocygapCTBEHHOM
thapmakoneu;

3) ocyuecTBNeHne rocyaapCTBEHHOIO KOHTpONS (Haa3opa) B ccpepe obpalleHnsi neKkapCTBEHHbIX CPEACTB;
(B pea. PenepanbHoro 3akoHa ot 25.06.2012 N 93-03)

4) nuueH3upoBaHMe NPOU3BOACTBA EKAPCTBEHHbLIX CPEeACTB U dapmaLeBTUYECKON [OeATEeNbHOCTU B
COOTBETCTBUN C 3aKkoHoAaTenbcTBOM Poccuiickon ®epgepaunu;

5) opraHu3dauusa aKcnepTusbl NEKApCTBEHHbIX CPEACTB, 3TUYECKOW IKCNEPTM3bl BO3MOXHOCTU MPOBEAEHUS
KNMHUYECKOro NCCrneaoBaHUA NekapcTBEHHOro npenapara Ans MeaAuUMHCKOro NpUMeHeHNs;

6) Bbl4aya paspeLleHnii Ha NpoBeAeHNE KIMHUYECKNX UCCNeaoBaHMI NekapCTBEHHbIX NpenapaToB, BeAeHne
peecTpa Bbl4aHHbIX pa3peLleHnini Ha NPoBeaeHNE KIMHUYECKUX UCCIeQ0BaHUIN fiekapCTBEHHbIX NpenapaTos;

7) rocygapcTBeHHasi peructpaumsi NekapCTBEHHbIX MNpenapaToB, BeAeHWe rocy4apCTBEHHOro peecTpa
nekapCTBEHHbIX CPeACTB;

8) VHCcnekTMpoBaHMe NPOU3BOACTBA NEKAPCTBEHHbIX CPEACTB Ha COOTBETCTBME MpaBunam opraHusauum
NPou3BOACTBA W KOHTPOMS KayecTBa JIeKapCTBEHHbIX CPEACTB, Bblgada 3akMiyeHu’d O COOTBETCTBUM
npou3BoauTensi NeKkapcTBEHHbIX CpeacTB TpeboBaHMAM NpaBun opraHn3aLmmn NPoM3BOACTBA U KOHTPOSA Ka4YecTBa
NeKapCTBEHHbIX CPeacTs;

9) rocygapCTBEHHas perucTpauusi yCTaHOBMEHHbIX MPOU3BOAUTENSMU NEKAPCTBEHHbLIX MpenapaToB
npeaenbHbIX OTMNYCKHbIX LIEH Ha XXU3HEHHO HeoOXOoAMMbIe N BaXKHEWLINE NekapCTBEHHbIE NpenapaTbl U BeAeHune
rocy4apCTBEHHOrO peecTpa npeaesibHbIX OTMYCKHbIX LieH MNpoM3BOAUTENEN Ha NeKapCTBEHHble npenaparthbl,
BKITHOYEHHbIE B NEPEYEHb XXM3HEHHO HEOOXOANMBIX U BaXXHEMNLLUNX NEKAPCTBEHHbIX NpenapaTos;

10) ycTaHoBneHne nopsiaka BBO3a NEKapCTBEHHbIX CPeAcTB Ha Tepputopuio Poccuiickon depepauun m
BbIBO3a NlekapCTBEHHbIX CpeacTB ¢ Tepputopun Poccuiickon depepaunm;

11) cosgaHne COBETOB MO BONPOCaM, CBA3aHHbIM C 0OpalleHNeM NekapCTBEHHbLIX CPEACTB;

12) atTectaums n ceptTucukaLmsa cneymanmcTos;

13) ytpatun cuny ¢ 1 ceHTabps 2013 roga. - PegepanbHblii 3akoH oT 02.07.2013 N 185-03;

14) MOHUTOPUHT 6€30MaCHOCTU NIEKAPCTBEHHLIX NPENapaTos.;

15) yyacTtne B MeXxayHapogHOM COTPYAHUYECTBE;

16) nony4eHue No 3anpocam ynosIHOMOYEHHOro dheepanbHOro opraHa UCNOMHUTENbHOWM BNacT OT OPraHoB
NCNONHUTENBHON BriacTh cyobekToB Poccuiickon denepaumm, a Takke oT CyObeKToB 06paLLeHnst NEKAaPCTBEHHbIX
cpeacTB Ansg MeAWUMHCKOrO MPUMEHEHWs MHopMauum No BOMpoCam YCTaHOBMEHUS W MPUMEHEHUS LeH Ha
nekapcTBeHHble nNpenapaTtbl U HaabaBoOK K HUM;

17) NnpMeHeHne Mep OTBETCTBEHHOCTU 3a HapyLLeHne 3akoHogaTenbcTBa Poccuickon ®enepaumn.

Ctatbsn 6. [lonHomMoO4YMsi oOpraHOB WCNOMHUTENBHOM BRacTu cybbekta Poccunckon depepaumm npu
obpalleHnn nekapcTBEHHbIX CPeacTs

K nonHomouvam opraHoB uCnonHWTENbHOW Bnactu cybbekta Poccuiickon depepauumn npu obpalieHuun
nekapCTBEHHbIX CPeacTB OTHOCATCS:

1) paspaboTka M peanu3aumsi pernoHanbHbIX MporpamMm obecnedeHns HaceneHus neKkapCTBEHHbIMU
npenapaTtamu;

2) ycTaHOBMNeHue npefenbHbIX pasMepoB ONTOBbIX HaAbOaBOK M MNpederbHbiX Pa3MepoB PO3HUYHBIX
HagbaBoOK K (PaKTMYECKUM OTMYCKHBIM LieHaM, YCTaHOBIIEHHbIM NPOM3BOAMTENSIMU NTEKAPCTBEHHbIX NpenapaTos, Ha
nekapcTBeHHble Mpenaparbl, BKIIOYEHHbIE B NepeyeHb XU3HEHHO HEOOXOAMMbIX U BaXKHEWLUWUX FeKapCTBEHHbIX
npenapaTos;

3) ocyLlecTBNeHe pPerMoHanbHOro rocyaapCTBEHHOIO KOHTPOMSA 3a MPUMEHEHMEM LeH Ha fekapCTBeHHbIe
npenapaTbl, BKIIOYEHHbIE B MepeyeHb XMU3HEHHO HeobXoAMMbIX W BaXHEWLUMX JeKapCTBEHHbIX MNpenapaTos,
OopraHusaumMsimm OMNTOBOW TOProBMNW, anTeYHbIMU OpraHmsaumsiMi, WHAUBMAYANbHbIMW NPEeANnpPUHUMATENSMM,
NMELUMUN NULEH3NI0 Ha hapMaLeBTUYECKYIO OEATENbHOCTb.

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

Maea 3. FOCYAAPCTBEHHASA ®APMAKOIESA
Cratba 7. PaspaboTka 1 nsgaHue rocyaapCTBEHHON hapmakonen, pasmeLleHme JaHHbIX O Hel

1. MNop rocypnapctBeHHOW bapMakoneen MOHMMaeTcss cBo4 obwmx apmakonemHblx cTaTten wu
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bapmaKkonenHbIX cTaTen.

2. Paspabotka oOwWwmMx apmakonerHbix cTate U apMakonemHbix cTaTten W BKIOYEHME WX B
rocygapCTBEHHY (hapMakonero OCYLLECTBIAOTCS B NOPSAOKE, YCTAHOBIEHHOM YNOJSIHOMOYEHHbIM begepanbHbIM
OpraHoM UCMOMHUTENBHOW BracTu.

3. Paspabotka cdapmakonenHon cTtaTbW Ha OpUrMHanNbHOE feKapCTBEHHOE CPeacTBO U BKMIOYEHME ee B
rocyfapCTBeHHY0 dhapmakonelo B TedeHue cpoka AeNCTBUS 3allMTbl UCKNHOYUTENBHOMO NpaBa, yaoCTOBEPEHHOMO
naTeHTOM Ha opuUrnHarnbHOEe NekapCTBEHHOE CPeacTBO, OCYLLECTBNAOTCA C cornacus ero paspaboTtyumka.

4. TocypapcTBeHHasa hapMakonesi u3gaeTcs YnonHOMOYEHHbIM dhedeparnbHbIM OpraHOM UCMOMHUTENBHOWN
BNacTu 3a cyeT cpeacTB hefepanbHOro 6ompkeTa U NOANEXUT NepensgaHnsam He pexe Yem OAVH pa3 B NATb NeT,
B Nepuoa Mexay KOTOPbIMU U3LalTCs MNPUMOXKEHUS K FOCy4apCTBEHHOW dapmakonee, cogepxaiime obuime
dapmakonemnHble cTatby U (Unu) chapmakonevHble cTaTbW, YTBEPXKAEHHbIE MOCME U3AaHUA U Mepen3faHus
rocygapcTtBeHHOM hapmakoneu.

5. YnonHoMouyeHHbIn bedeparnbHbld  OpraH  WUCMOMHUTENbHOW  BracTM  pasMellaeT [AdaHHble O
rocygapctBeHHOM hapmakonee U MNpUIIOKEHUSIX K HEW Ha cBoeM odmumanbHoOM canTe B cetu "VIHTepHeT" B
YCTaHOBMNEHHOM MM MOpPSIAKE.

Mnaea 4. FOCYOAPCTBEHHbIV KOHTPOSb MPU OBPALLEHUU
NEKAPCTBEHHbLIX CPEACTB

CraTtbs 8. J-|I/ILl,eH3MpOBaHMe npon3BoAcTBa JieKapCTBEHHbIX CpeacTB U cbapmaueBTvlquKoﬁ neAaATenbHOCTU

1. JlvueHanpoBaHWe NpPoM3BOACTBA J1EKApPCTBEHHbIX CPeAcTB M hapMaLeBTUYECKON [esATENbHOCTU
OCYLLLECTBNAETCA B COOTBETCTBUN C 3aKOHOA4ATENLCTBOM Poccuiicko ®enepaumu.

2. ObsizaTenbHbIM YCNOBMEM MPEAOCTABMNEHMS JIMLEH3MM Ha MNPOU3BOACTBO JEKapCTBEHHbIX CPEACTB
ABMSETCA MPUSIOKEHNE K 3asiBMEHUIO COMUCKATENs NULEH3MU MEepeYHst NeKapCcTBEHHbIX ¢opM U (unu) BMOOB
(hapMaLeBTMYECKUX CYOCTaHLMIA, KOTOPbIE NPOU3BOAUTENb NIEKAPCTBEHHbIX CPeACTB HAMEePEH NPOU3BOAUTD.

3. B cnyyae HeobGXogMMOCTM pacLUMpEHMs MNPOU3BOACTBA JEKapCTBEHHbLIX CPEACTB 3a CYET HOBbIX
rnekapcTBeHHbIX (POPM U BUAOB hapMaLeBTUYECKUX CyOCTaHLMIA MPON3BOAUTENb NTEKAaPCTBEHHbIX CPEACTB AOMKEH
MONy4YnTb HOBYIO NIMLIEH3NIO HA NMPOU3BOACTBO JIEKAPCTBEHHbLIX CPEACTB.

Cratba 9. [ocyaapCTBEHHbIN KOHTPOIb (Hag3op) B cdepe obpallieHns NnekapCTBEHHbIX CpeacTB
(B pea. PepepanbHoro 3akoHa ot 25.06.2012 N 93-03)

1. FocyaapcTBEHHbIN KOHTPOIb (HaA30p) B chepe obpalleHuns nekapCTBEHHbIX CPeACTB BKMOYaeT B ceds:

1) JNUWUEH3WOHHBLIN KOHTPONMb B cdepe NpPOM3BOACTBA JIEKAPCTBEHHLIX CPeAcTB U B cdepe
dhapmaLeBTMHECKON AeATENBHOCTY;

2) hegepanbHbIN rocygapCTBEHHbIN Hag3op B cdepe obpalleHns nekapcTBeHHbIX CPeacTB.

2. JIMUEH3NOHHbIW KOHTPONb B cdhepe NpPoOM3BOACTBA JEKapCTBEHHbIX CpeacTB M B cdepe
bapmMaueBTUYECKON  OEATENbHOCTU  OCYLIECTBNSAETCA  YMOMHOMOYEHHbIMW  doefeparnbHbiM — OpraHom
WCNOSTHUTENBHON BNAcTU U OpraHamMn UCMOSTHUTENBHON BnacTu cybbekToB Poccunckon denepauum cornacHo mx
KOMMNEeTEeHUMM B NOpsiAKe, ycTaHoBNeHHOM PefeparnbHbiM 3akoHOM OT 26 aekadpsi 2008 roga N 294-93 "O 3awuTe
npae OPUONYECKMX §UL, U WHOAMBMAYANbHbIX NpeanpuvHMMaTteneri npu OCYLIECTBMEHWUM T[OCYAapCTBEHHOMO
KOHTponsa (Hagsopa) M MyHMUMNANbHOTO KOHTpOms", C y4eToM OCODEHHOCTEW OpraHusauum u npoBedeHus
NnpoBepoK, ycTaHOBNEeHHbIX PeaepanbHbIM 3akoHOM oT 4 Mas 2011 roga N 99-®3 "O nuueH3npoBaHUKM oTAEMbHbIX
BMAOB AesitenibHocTn".

3. ®epepanbHbI rOCyaapCTBEHHbIV HAA30p B cdepe obpalleHns NekapcTBEHHbIX CPEACTB OCYLLECTBNSAETCS
YNONTHOMOYEHHbIMU dhefepanbHbIMU OpraHamMn WUCMOMHMTENBHOW BracTu (ganee - opraHbl rocygapCTBEHHOrO
Haf30pa) cornacHoO Mx KoMneTeHunn B Nopsigke, yctaHoBreHHom MpaeuTtenbctBom Poccuiickon ®epepaumn.

4. depepanbHbii FOCYLapCTBEHHbIA Haa3op B cdepe obpalieHus rnekapCTBEHHbIX CPEeACTB BKITOYAET B
cebs:

1) opraHusaumto 1 npoBedeHne NPoBepOK CcobMAeHNs1 cyObekTammn obpalleHnst NeKapCTBEHHbIX CPEACTB
YCTaHOBMEHHbIX HacTosAwmM degepanbHbIM 3aKOHOM Y MPUHSATBIMU B COOTBETCTBUM C HUM UHBIMW HOPMaTWBHbBIMU
npaBoBbIMM akTamu Poccuickon Pepepaumm TpeboBaHMI K OOKITMHUYECKMM MCCNEAOBaHUAM J1eKapCTBEHHbIX
CPeAcCTB, KIMMHUYECKUM NCCMNeA0BaHUAM NekapCTBEHHbIX NPenapaToB, XpaHeH o, nepeBo3ke, BBO3Y B Poccuiickyto
depepaumio, OTMNYCKy, peanusaLmuM neKapCTBEHHbIX CPeacTB, MPUMMEHEHMIO NEKapCTBEHHbIX MpenapaTtos,
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YHUUTOXEHWIO NEeKapCTBEHHbIX CPEACTB, a Takke COOMAeHWs YNOMHOMOYEHHbIMW OpraHamMu MCMOSTHUTENbHON
BnacTu cybbektoB Poccuiickon Pepgepaumm METOAMKN YCTAHOBIEHUS NPeaeNibHbIX pasMepoB ONTOBbIX HaabaBok
W npedenbHbIX pa3MepoB pPO3HWYHbIX HaabaBOK K (PaKTUYECKUM OTMYCKHbIM  LIEHaM, YCTaHOBMEHHbIM
Npou3BOOUTENAMU NEKapCTBEHHbIX MpenapaTtoB, Ha feKkapCTBEHHble MpenapaTtbl, BKMAOYEHHble B MNepeveHb
XM3HEHHO HEOBXOAMMbIX N BaXKHENLLMX NekapCTBEHHbIX NpenapaToB (danee - obasarensHble TpebosaHus);

2) opraHuzaumlo ¥ MpoBEeAeHWe MPOBEPOK COOTBETCTBUS J1€KAapCTBEHHbIX CPeAcTB, HaxoAsWMUXcs B
obpalleHun, ycTaHOBIEHHbIM 065A3aTenNbHbIM TPeboBaHNSAM K UX Ka4ecTBY;

3) Bblgady paspeLleHnin Ha BBO3 NEeKapCTBEHHbIX CPeacTB Ha Tepputoputo Poccunckon ®enepaunu;

4) opraH13aLmio u npoBeeHne MOHUTOPUHra 6e30NacHOCTU NeKapCTBEHHbIX NPenapaTos;

5) npumeHeHne B noOpsgke, YCTaHOBMEHHOM 3akoHogaTenbCcTBom Poccumnckon ®depepaumm, Mep no
MPece4YeHnio BbISIBMIEHHbIX HapylleHun obasaTenbHbiX TpeboBaHUMM K (MNKN) YCTPaHEHWIO MOCHeacTBUMA TaKux
HapyleHun, Bblgayy npeanucaHuii ob yCTpaHEeHMU BbISIBIIEHHBIX HapylleHuh obs3aTenbHbiX TpeboBaHun u
npuBreyYeHne K OTBETCTBEHHOCTU NUL, COBEPLLMBLLUX TaKMe HapyLLIeHuUs!.

5. K oTHowWweHnsM, CBA3aHHLIM C OCYLLeCcTBreHneM deaepanbHOro rocygapcTBeHHOro Haasopa B cdepe
obpalleHns nekapCTBEHHbIX CPeAcTB, OpraHv3aumer M NpoBEAEHUEM MNPOBEPOK CybbekToB obpalleHus
NeKapCTBEHHbIX CpeacTB, NPUMEHSIOTCS nonoxeHus ®egepanbHoro 3akoHa oT 26 gekabpst 2008 roga N 294-93
"O 3awuTe nNpaB OPUAMYECKUX NUL, W MHOUBMAYanbHbIX NpeanpuHMMaTene npu  OCyWwecTBeHUn
rocy4apCTBEHHOIO KOHTPONS (Hag3opa) U MyHULMNAanbHOro KOHTpons".

6. JOmMKHOCTHbIE NLLA OpraHa rocy4apCTBEHHOro Haa3opa B Nopsiake, yCTaHOBMEHHOM 3aKOHOAATeNbCTBOM
Poccuiickon ®egepauuu, nmeroT npaso:

1) nony4aTb Ha OCHOBaHUM MOTUBMPOBAHHbLIX MWCbMEHHBIX 3anpocoB OT CyObekToB obpalleHus
nekapCTBEHHbIX CpeAcTB, OpraHoB WCMOMHWTENbHOW BrnacTn cybbekToB Poccuiickon ®depepaumy 1M opraHoB
MECTHOro camoyrnpaBfieHUs1 JOKYMEHTbI U MHOpMaLIMo Mo Bonpocam obpalleHus NekapCTBEHHbIX CPeaCTB;

2) BecnpenAaTCTBEHHO MO NPeabsBEHUN CNY>XeOHOro y4OCTOBEPEHMS M KOMUKU Mpukasa (pacnopsbkeHnst)
opraHa rocyapCTBEHHOro Haj3opa O Ha3Ha4yeHUM NMPOBEPKU MoceLlaTb UCMONb3yeMble IPUONYECKUMN NULLaMMU,
HAMBUAOYANbHBIMY NPeanpUHMMaTeNs My, SBMSIOWMMUCA cyObekTamMmn obpalleHnst NeKapCTBEHHbIX CpeacTs, npu
OCYLLLeCTBMEHUM CBOEW OeATEeNbHOCTU TEPPUTOPUM, 34aHUS, MOMELLEHUS U COOPYXKEHUSA B Lensx NpoBeAeHus
MEepPONPUATUIA NO KOHTPOIIO;

3) npoBoauTb OTOOP 0OpasUOB fekapCTBEHHbIX CPeAcTB, MpedHasHaYeHHbIX Ans  peanu3aumm u
peanu3yemblx CyObekTamy oOOpalleHus fnekapCTBEHHbIX CpeacTB, Afs MPOBEpPKUM WX KayecTBa, MpoOBeAeHUs
nccrnegoBaHUn, UCMbITAHMIA B COOTBETCTBMM C NpaBunamm otbopa obpasuoB, yCTaHOBNEHHBIMW YNONHOMOYEHHbIM
deaepasbHbIM OpraHoM UCMOMHUTESNBHON BNAcTy;

4) BblgaBaTb cybbekTaMm obpalleHnst NekapCTBEHHbIX CPeAcTB MPeanucaHns O NpekpalieHuy HapyLleHun
obszaTenbHbIX TpeboBaHW U 06 YCTpaHEHUU BbISIBNEHHbBIX HapyLLeHnn obsa3aTenbHbix TpeboBaHuii;

5) HanpaenATb B YMNOMHOMOYEHHbIE OpraHbl MaTepuanbl, CBA3aHHblE C HapyweHusaMu obA3aTenbHbIX
TpeboBaHWi, AN peLleHns BONPOCOB O BO3OYXAEHUN YrONOBHbIX AeN No NpusHakaM NpecTynneHui.

Fnaesa 5. PASPABOTKA, JOKNMHNYECKUE UCCJIEOOBAHUA
JIEKAPCTBEHHbIX CPEACTB, A TAKXE KNMHUYECKUE NCCIIEQOBAHUA
JNIEKAPCTBEHHbIX NPEMAPATOB ANA BETEPUHAPHOIO MPUMEHEHUA

Cratba 10. PaspaboTka nekapCTBEHHbIX CPeACTB

1. PaspaboTka nekapCTBEHHbIX CPeacTB BKMOYaAeT B cebs MOMCK HOBbIX (DAapMaKOMNOrM4eckn akTUBHbIX
BELLEeCTB, nocneaywllee U3ydyeHUe UX NeKkapCTBEHHbIX CBOWCTB, OOKIUHUYECKME WCcCrneaoBaHus, pa3paboTky
TEXHOMOorMm Npon3BoAcTBa hapmaLeBTMYECKNX CybCTaHuun, pa3paboTKy COCTaBOB M TEXHOMOMMN NPOU3BOACTBA
NeKapCTBEHHbIX NpenapaTos.

2. duHaHcoBOe obecneyeHne pa3paboTKM NIEKAapCTBEHHbIX CPeACTB OCYLLECTBNSAETCS 3a CYET:

1) cpencTB dheaepanbHoOro GromKeTa;

2) cpencTB pa3paboTyMKOB NEKAaPCTBEHHbBIX CPEACTB;

3) cpeacTB NpPoM3BOAMTENEN NEKAPCTBEHHBIX CPEACTB NPWU BbINOIHEHWM Hay4YHO-UCCNeaoBaTeNnbCKnx paboT
Mo AOroBopy Mexay pa3paboTymKoM NeKapCTBEHHbIX CPEACTB M NPOU3BOAMTENIEM JIEKAPCTBEHHLIX CPEACTB;

4) nHbIX He 3anpeLLeHHbIX 3aKkoHoaaTenbCcTBOM Poccuiickonn deaepaumm MCTOYHNKOB.

3. MNMpaBa pa3paboTynka nekapcTBEHHOro CpeAcTBa OXPaHAKTCA rpaXaaHCKMM 3aKOHO4ATENbCTBOM.

Ctatbsa 11. JoknnHmMyeckoe nccrnegoBaHne nekapcTBEHHOro cpeacTsa Ansd MeguLMHCKOro NpMMeHeHus
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1. JoknuHuyeckoe nccnefoBaHve NeKapCcTBEHHOro CpeacTsa Ans MeaWLMHCKOro NpMMEHeHMs NMpoBoAUTCA
nyTem MPUMEHEHUS Hay4YHbIX METOAOB OLIEHOK B LeNsX NonyyYeHus gokasaTenbCcTB 6esonacHOCTM, kavecTBa U
3h(PeKTUBHOCTM NeKkapCTBEHHOIO CpeacTBa.

2. JoknnMHnyeckoe nccnegoBaHve nekapcTBEHHOro cpeacTsa Ans MeQULMHCKOTO NPUMEHEHUS NPOBOAUTCS B
COOTBETCTBMM C MpaBunamum nabopaTopHOM MPaKTUKW, YTBEMKAEHHbIMU YMNOMHOMOYEHHbIM deaepanbHbIM
OpraHoM UCMOMHUTENBHOWN BriacTu.

3. [ns opraHusaumMu n npoBedeHus AOKNMHMYECKOrOo WCCNedoBaHMs NeKapCTBEHHOro Cpeactsa Ans
MEOUUMHCKOTO  MPUMEHEeHUs1  pas3paboTyMkM  NEeKapCTBEHHbIX  CPeAcTB  MOryT  MpuBfekatb  Hay4Ho-
nuccrnegoBsaTenbCkue opraHusaumn, obpasoBaTenbHble OpraHusauum BbiCero obpasoBaHus, wMelowue
HeobXoaMMylo MaTepuanbHO-TEXHUYECKYD 6a3y M KBanuUUMPOBAHHBIX CreLManMcToB B COOTBETCTBYHOLLEN
obnacTtu nccrnegoBaHus.

(B peq. PenepanbHoro 3akoHa ot 02.07.2013 N 185-93)

4. [oknuHuyeckoe nccnefoBaHve NeKkapCcTBEHHOro cpeacTBa Ans MeAWLMHCKOro NpUMEHeHWs NpoBoAUTCA
No YyTBEPXOEHHOMY pa3paboTyMKOM feKapCTBEHHOro cpeacTBa MfaHy C BedeHWeM NpOTOKofna  3Toro
nccnegoBaHNsa M COCTaBIiEHMEM OTYeTa, B KOTOPOM COAepXaTcs pesynbTaTbl 3TOr0 MCCNeAoBaHWsA U 3aknioyeHne
O BO3MOXHOCTU MNPOBEAEHWS KITMHWYECKOro MWCCNeaoBaHuUs NeKapCTBEHHOro npenapata Ans MeauuMHCKOro
NPUMEHEHMS.

5. NpoBegeHne nposepok cobnogeHnsa npasun nabopaTopHON NPaKTUKM U MPaBOBbIX HOPM MCMOMb30BaHWSA
XMBOTHbIX MpU NPOBEAEHMU [OOKMMHUYECKUX WCCnefoBaHWi NeKapCTBEHHbIX CPeAcTB Ans  MeaUUMHCKOro
NMPUMEHEHWs OCYLLIECTBNSAETCS YNONMHOMOYEHHbIM dheeparnbHbiM OpraHoM MCMOMHUTENbHOW BNacTy.

6. PesynbTaTbl JOKNMHNYECKOrO NCCregOBaHUS NeKapCTBEHHOrO CpeacTBa Ans MeguUMHCKOrO NPUMEHEHUs
MOryT ObITb NpeAcTaBreHbl B YNONHOMOYEHHbIV dheaeparnbHblil opraH UCMONIHUTENbHOW BNAacT B YCTAHOBIIEHHOM
nopsiike B Lensx rocyqapCcTBEHHON pernctpaumm nekapcTBeHHOro npenapara.

Ctatbs 12. [oknuHuYeckoe wuccnegoBaHue NNIeKapCTBEHHOro cpeacrtBa U KrMHU4eckoe wuccnegoBaHne
JIeKapCTBEHHOrO npenaparta anda BeTepnHapHOro npuMmeHeHunsa

1. JoknuHmnyeckoe nccnegoBaHne nekapcTBEHHOINo cpeacTea AN BETePUHAPHOro NpUMEHEeHUss MPOBOANTCSA
nNyTeM NMPUMEHEHUS Hay4YHbIX METOAOB OLEHOK B LENsX MonyyYyeHus gokasaTenbCTB 6e30macHOCTU, KadecTBa u
3(PPEKTUBHOCTUN JIEKAapCTBEHHOrO CPeAcTBa, B TOM 4YWChe onpedenieHnsi cpoka ero BbiBeOeHWs M3 OopraHv3ma
XMBOTHOTO, B LUensx obecnedyeHus 6e30macHOCTU NPOAYKUMM KXUBOTHOMO MPOUCXOXKOEHWUS MOCMe NpYMeEHEHUs
COOTBETCTBYIOLLErO NIEKapCTBEHHOTO Npenapara.

2.  [oknuHuYecKkoe unCCredoBaHWe NEeKapCTBEHHOro  CpeacTBa UM KIMHUYECKOe — uccrefoBaHue
nekapcTBEHHOro npenapata Ang BeTEPUMHAPHOro NpuMeHeHusi, nccnegoBaHue GMO3KBUMBANEHTHOCTU YKa3aHHOro
NeKkapcTBEHHOro npenaparta MNpoBOAATCA B COOTBETCTBUM C MpaBuUnamMu, YTBEPXKOAEHHbIMU YNONHOMOYEHHbIM
dhenepanbHbIM OpraHoM UCMNONHUTENBHOM BNacTu.

3. [oknuHuyeckoe uccrnegoBaHWe NEKapCTBEHHOrO CpeactBa W KNMHWYECKoe — uccrnegoBaHue
neKkapcTBEHHOro npenaparta Ansi BeTePUHAPHOro NpUMEHEHUs NPOBOAATCH MO YTBEPXAEHHOMY pa3paboTymkom
NeKapCTBEHHOIO CpefcTBa NnaHy C BedeHVWeM MPOTOKONOB 3TWMX WCCMELOBAHMM UM COCTaBMEHMEM OTYETOB, B
KOTOpbIX CoAepXaTcst pe3ynbTatbl 3TUX UCCIef0BaHUN.

4. [Ona opraHMsauMnm W MpoBefeHuUst [OKNMHWMYECKOrO WCCMedoBaHMsA JIEeKapCTBEHHOro cpeactBa U
KMMHUYECKOrO UWCCMEeAOBaHMSA JEKapCTBEHHOro npenapata Ans BETEPUHApHOro MNpPUMEHEHWs pa3paboTymk
NeKapCTBEHHOIO CpeacTBa MOXET MpuBMiekaTb OpraHuMsauun, umewlme Heobxogumylo MaTtepuanbHo-
TeXHUYeckyto 6asy 1 kBannuuMpoBaHHbLIX CMELMAnMCTOB B COOTBETCTBYHOLLEN 06nacTu uccnegoBaHms.

5. KnuHu4yeckne nccnegoBaHns nekapCTBEHHbIX NpenapaToB Ans BETEPUHAPHOIO NMPUMEHEHUS NMpoBOAATCA
B BETEPMHAPHbIX OpPraHn3aunsix U B OpraHn3aumsix, oCyLLeCTBAILWNX pa3BeeHne, BblpalluBaHme 1 CogepaHue
XXWUBOTHBIX, B LIENSIX:

1) ycTaHOBNEHNsI NEPEHOCUMOCTM NEKAPCTBEHHbIX NPenapaToB 340POBbIMU XXUBOTHLIMMU;

2) nog6opa onTuManbHbIX AO3MPOBOK NEKAPCTBEHHbIX NMPenapaToB U Kypca NeYeHns Ha KOHKPETHOW rpynne
XMBOTHbIX C orpegeneHHbIM 3aboneBaHuemM;

3) ycTaHoBneHus GesonacHoCcTM M 3EKTMBHOCTU NEKAapCTBEHHOrO MpenapaTta, npefHasHa4yeHHoro Ans
nevyeHns onpefeneHHbiX 3aboneBaHUM >XMBOTHBIX, WUNU 3(PEKTUBHOCTU NEKApCTBEHHOrO Mpenaparta Ans
nNpoduNakTnkn 3aboneBaHnn 300POBbIX XKUBOTHBIX;

4) n3y4yeHnsi BO3MOXXHOCTEN pacLUMPEHMST NMOKa3aHU K MPUMEHEHMNIO 3apErMCTPUPOBAHHOIO fIeKapCTBEHHOTO
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npenapara 1 BbiSIBIIEHUS paHee HEM3BECTHbIX MOGOYHbIX AECTBUIA.

6. KnuHuyeckoe uccregoBaHWe EKAPCTBEHHOro Mpernapata  Ans  BeTepUMHapHOro  NpUMeHeHust
OCYLLECTBSIETCH 3a CYET CPEACTB pa3paboTyMka NiekapCTBEHHOTO CpeaCcTBa.

7. OTyeTbl O pesynbTaTax AOKIMHWYECKOrO WCCIeAOBaHUs NEKAPCTBEHHOTO CPEeAcTBa U KIMHUYECKOro
nccrneaoBaHUs NeKapcTBEHHOro npenapaTa Ans BeTepuHApHOro MPUMEHEHUs COCTaBnAlTCA pa3paboTynKoM
NeKapcTBEHHOro CcpeAcTBa C Y4eTOM 3akrMiouYeHWid opraHu3auui, MPUHUMAaBLLMX YydacTMe B OpraHvMsauumM u
npoBeAeHUN 3TUX UCCIefoBaHWIA.

8. KoHTponb 3a npoBedeHVEM OOKMMHUYECKUX MCCIedoBaHUiA NEeKapCTBEHHbIX CPEACTB M KIMUHUYECKUX
nccneaoBaHWin NekapcTBEHHbIX NpenaparToB AMs BETePMHAPHOro NPUMEHEHMUS OCYLLECTBMAETCS YNONHOMOYEHHbIM
deaepanbHbIM OPraHoM UCMOMNHUTENBHOM BNaCTy.

Maga 6. OCYLUECTBNEHVNE FOCYAAPCTBEHHOW PEFTUCTPALIUU
JIEKAPCTBEHHbIX NPEMAPATOB

CraTtbsa 13. Focyp,apCTBeHHaﬂ perncTpauuna nekapCTtBeHHbIX npenapatoB

1. JlekapcTBeHHble nNpenapaTbl BBOAATCS B rpaxaaHckum obopoT Ha Tepputopumn Poccuickon denepauun,
€CN1 OHW 3aperncTpmpoBaHbl COOTBETCTBYIOLUMM YNONHOMOYEHHLIM defeparnbHbiM OpraHoOM WUCNONHUTENBHON
BNacTu.

2. [ocynapCTBEHHOW perncTpaunm noanexar:

1) opurMHanbHble NeKapCTBEHHbIE NpenapaTbl;

2) BOCMpOUn3BeAEHHbIE NIEKApPCTBEHHbIE Npenaparbl;

3) HOBble KOMOMHAaLMM 3aperncTPUPOBaHHbIX paHee NekapCTBEHHLIX NpenapaTos;

4) nekapCTBEHHble NpenapaTtbl, 3aperMcTpupoBaHHbIE paHee, HO MPOU3BEAEHHLIE B APYIUX JIEKAPCTBEHHbIX
¢dopmax, B HOBOW 40O3MPOBKE.

3. TocypapcTBeHHas perncTpaumsa NeKapCTBEHHbIX MpenapaToB Ans  MeAUUMHCKOro NpUMEeHeHust
OCYLLECTBMSIETCS NO pe3ynbTaTtaM 3KCMepTU3bl NIEKAPCTBEHHbIX CPEACTB U 3TUHECKON IKCMEPTU3bl BO3MOXHOCTU
NpoBefeHUs KIMMHMYECKOrO UCCNesoBaHMA NEKapCTBEHHOro npenapara gnsi MeauUMHCKOro NnpuMeHeHus (ganee -
aTnyeckas 3Kcneptu3a). [ocyaapCTBeHHas perucTpauus NeKapCTBEHHbIX MpenapatoB Ans BETEPUHApPHOro
NPUMEHEHUS OCYLLECTBMSETCA NO pe3ynbrataM SKCNepTusbl NEKapCTBEHHbIX CPeACTB ANs BETEepPUHapHOro
NPUMEHEHNS.

4. TocypoapCTBeHHasi pervcTpaumsi JeKapCTBEHHbIX MpenapaToB OCYLUECTBISETCS COOTBETCTBYHOLUM
YNONTHOMOYEHHbIM (hefiepanbHbIM OPraHOM UCMOSTHUTENBHOW BMNAcTy B CPOK, HE MPEBLILLAILLMIA OBYXCOT OECATU
pabounx OHeW CO OHSA MPUHATUA 3as8BIIEHWst O FOCYAapCTBEHHOW perncTtpauum NekapcTBEHHOro npenapaTta. B
yKa3aHHbIA CpOK BKIHOYaeTCs Bpemsi, Heobxogumoe ONnsi MOBTOPHOrO NPOBEAEHUst 3KCNEepPTM3bl FIeKapCTBEHHbIX
CPeacTB n (Mnn) 3TUHECKON IKCMEPTM3bl B COOTBETCTBUM CO cTaTben 25 HacTosiwero ®enepansHoro 3akoHa. Cpok
rocy4apCTBEHHOW perucTpauuy rnekapCTBEHHOIO npenapaTta MCYUCIISIETCS CO AHSA MPUHATMS COOTBETCTBYHOLLUM
YMOMMHOMOYEHHbIM dheeparnbHbIM OPraHoOM UCMOSHUTENBbHOW BNACTU 3asiBMIEHUS O FOCY4apCTBEHHOW perncrpanmm
NeKapCTBEHHOro rnpenaparta C MNPUOXeHMEM HeoOXOAMMbIX OOKYMEHTOB MO AEHb BblOAauyun PEerucTpalMOHHOro
yOOCTOBEPEHMS NEKAapCTBEHHOroO npenapara. Bpems npoBeaeHnst KMMHUYECKOrO UCCNEAOBaHUS NIEKAapCTBEHHOIO
npenapaTta, a TaKke Bpems, Heobxooumoe Ans HanpasfieHWUst YMONTHOMOYEHHbIM heaepanbHbIM  OpraHoMm
WCNOSTHUTENBHON BracTy 3anpoca O NpeacTaBlieHUNn HeOOXOAMMbIX MaTepuarnoB M MPeACTaBeHUs 3asBUTENEM
OTBETa Ha [aHHbIA 3anpoc B COOTBETCTBUM CO cTaTbaMmn 16, 19, 22 n 23 HacTosiwero PegepanbHOro 3akoHa, He
YYUTbIBAETCA NPY MCHUCNIEHUN CPOKa rocyapCTBEHHOM perncTpauunm Takoro ekapCTBEHHOro npenapara.

(B pea. PepepanbHoro 3akoHa ot 25.11.2013 N 317-03)

5. locynapcTBeHHOW perucTpaumm He noanexar:

1) nekapcTBeHHble Mpenapartbl, U3rOTOBNEHHbIE anTeYHbIMW OpraHM3auusMu, BETePUHApPHbIMU anTeyYHbIMU
opraHusaumsMn, UHAuBMAyanbHbIMU NPeAnpUHUMATENSMM, KOTOPble UMEIT NULEH3NI0 Ha dapmaleBTUYECKYHo
OEeATenbHOCTb, MO peuenTaM Ha JieKkapCTBEHHble npenapatbl U TpeboBaHUSM MELULMHCKMX OpraHusauum,
BETEPUHAPHbLIX OpraHn3auni;

2) NnekapCTBEHHOE PacTUTENBLHOE CbIpbE;

3) nekapcTBeHHble npenapaTtbl, MPUOOpPEeTEeHHble U3MYECKMMM NUUaMK 3a Npeaenamu TeppuTopum
Poccuiickon degepaumm n npegHasHayeHHble 451 IMYHOrO MCMOMb30BaHMs;

4) nekapCTBEHHbIe NMpenaparbl, NpeAHa3Ha4YeHHble 4151 9KCNopTa;

5) paguodapmaueBTUYECKME  NEKAPCTBEHHblE MNpenapaTbl, W3rOTOBMEHHbIE HENOCPEeACTBEHHO B
MEOMLMHCKMX OpraHuM3auuax B MNOpsaKke, YCTAHOBMEHHOM  YNOMHOMOYEHHbIM  dheaepanbHbiM - OpraHoMm
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NCMNONMHUTENBbHOW BNacTu.

6. He gonyckaeTcs rocyaapCTBEHHasa permctpaums:

1) pa3nuyHbIX NekapcTBEHHbIX NpPenapaToB Mo 0ANHaKOBbIM TOProBbIM HAUMEHOBAHNEM;

2) ogHOro nekapcTBEHHOro npenapaTa, BbiMyCKaemMoro Mpou3BOAUTENEM MOA Pas3nNMYHbIMUA TOProBbIMU
HaMMeHOBaHUAMU U NPeACTaBNEHHOro Ha roCygapCTBEHHYO perucTpaumio B Buae ABYX U 6onee nekapcTBeHHbIX
npenapaTos.

Cratba 14. NpuHLKUNBI 3KCNEPTU3bl NEKAPCTBEHHBIX CPEACTB N 3TUHECKOMN SKCNEPTU3bI

1. QkcnepTmnsa nekapcTBeHHbIX CPEeACTB U 3TUYECKasi 3KCnepTnu3a OCHOBLIBAKOTCS Ha MPUHLUMNAX 3aKOHHOCTH,
cobntogeHnss npaB U ceoboq 4YernoBeka W rpaxgaHuHa, NpaB HOPUOUYECKOro Nuua, He3aBUCMMOCTU 3KCMepTa,
00BEKTUBHOCTK, BCECTOPOHHOCTU M MOSHOTbLI MCCneaoBaHWiA, MPOBOOUMBIX C MCMOSNb30BaHWEM COBPEMEHHbIX
OOCTWKEHUN HayKM U TEXHUKWN, OTBETCTBEHHOCTU doefeparibHOro rocygapCTBEHHOIO BHOMKETHOIO yYpEXAEHUs Mo
NpoBeaEeHUI0 SKCNEePTUN3bl NTEKAPCTBEHHbLIX CPEACTB M SKCMEPTOB 3a NPOBEAEHMNE U KAYECTBO IKCNEepTU3bI.

2. DKkcnepTu3a NnekapCTBEHHbIX CPEACTB ANst MEAULNHCKOrO NPUMEHEHUS MPOBOANTCS NO3TarMHo:

1) Ha NepBOM aTane - aKcnepTM3a AOKYMEHTOB ANs NOMyYeHUsi paspeLleHnsi Ha NPoBeAEHWE KITMHUYECKOro
nccnepoBaHus NekapCTBEHHOrO npenapara, 3a UCKITIYEHNEM:

a) NeKapCTBEHHbIX MpenapaToB, KOTOpble paspelleHbl AN MeOMLMHCKOro MPUMEHEHWs Ha TeppuTopum
Poccuiickon ®epepaunn dbonee geaguaTtu Net U B OTHOLLEHUN KOTOPbIX HEBO3MOXHO NPOBEAEHME NCCNea0BaHUSA
ONO3KBMBANEHTHOCTH;

0) nekapCTBEHHbIX MpenapaTtoB ANA MEAUUMHCKOrO MNPUMEHEHUs, B OTHOLUEHUW KOTOPbIX MpPOBEeOEHbI
MEXAYHapOAHbIE MHOMOLIEHTPOBbBIE KIMHUYECKME MCCenoBaHus, YacTb M3 KOTOPbIX NMPOBEAEHA Ha TeppuTopun
Poccunckon ®epepaumm;

2) Ha BTOpPOM 3Tarne - 3KcnepTm3a NpeanoXeHHbIX METOA0B KOHTPOSSl Ka4yecTBa fiekapCTBEHHOMO CpeacTBa U
KadecTBa npeAcTaBreHHbIX 00pa3LoB NeKapCTBEHHOIO CPeAcTBa C MCMOMb30BaHMEM 3TUX MeTOAOoB (danee -
aKcnepTM3a KavecTBa fieKapCTBEHHOIO CpeacTBa) M 3KCMEpPTMU3a OTHOLUEHMS OXUOAEMOM MOMb3bl K BO3MOXHOMY
PUCKY MPUMEHEHMSI IEKapCTBEHHOrO Mpenaparta, OCYLLEeCTBMsiEMble MOCfe MNPOBEAEHUSI €ro  KIMHUYECKOTO
nccrneaoBaHus.

3. OkcnepTu3a nekapCTBEHHbIX CPeAcTB AN BETEPUHAPHOrO MPUMEHEHUSI MPOBOAMTCS OOHOSTAMHO U
BKIOYaeT B cebsa akcnepTuay KayecTBa JIEKApCTBEHHOIO CPeacTBa U SKCMEPTU3Y OTHOLLEHUS] OXUOAAEMOW MOSb3bl
K BO3MOXXHOMY PUCKY MPMMEHEHMS NIeKapCTBEHHOMO npenapara.

Cratba 15. ®depepanbHoe rocygapCTBEHHOe OHOMKETHOE y4vpexaeHue Mo MNPOBEAEHMIO 3SKCNepTu3sbl
NeKapCTBEHHLIX CpeacTB

OKcnepTv3a nekapcTBEHHbIX CPeACTB MpoBoauTcs  defeparnbHbiM - FOCYAapPCTBEHHbIM — BHOXKETHbIM
yupexaeHmeM COOTBETCTBYHOLLEro YNONHOMOYEHHOro deaepanbHOro opraHa  WUCNOSMHUTENBHOW — BracTH,
co3daHHbIM Ans obecneyeHns NCNONHEHNsT NONTHOMOYNIA 3TOro heaepanbHOro opraHa fno Bbigave paspeLlleHnin Ha
npoBefeHne KIMMHUYECKMX UCCrefoBaHni NeKapCTBEHHbIX NpenapaToB U (Mnun) No rocyaapCTBEHHON perncrpaumm
nekapCTBEHHbIX NpenapaToB (4anee - 3KCNepTHOE YYPEXaeHuE).

Ctatbs 16. OpraHusauns NpoBeAeHNs IKCNepTU3bl NTeKapCTBEHHbIX CPeACTB B LENSX UX rocyaapCTBEHHO
perucTpaumm

1. OkcnepTn3a neKapCTBEHHbIX CPEACTB MPOBOAUTCA KOMMUCCUEN 3KCMEPTOB 3KCMEPTHOrO Y4pexaeHus,
Ha3Ha4YeHHOW ero pykoBOOAWTENEM, Ha OCHOBaHWM 3afdaHuWs Ha MNpPOBEAEHMEe 3KCMepTU3bl JIEKAPCTBEHHOMO
CpPeAcTBa, BbIAAHHOIO YMNONHOMOYEHHBIM deaepanbHbiM OpraHoM WCMOMNHUTENbHOW Bnactu. PykoBoauTenb
9KCMEPTHOrO yypexaeHust obecneymBaeT Hagnexallee NPOBEAEHWE IKCMEepTM3bl NeKapCTBEHHbIX CpeacTB B
COOTBETCTBUM C 3aaHUEM, BblAaHHbIM YMOMHOMOYEHHbIM (heaepanbHblM OpraHoM UCMOSNHWUTENBHON BRacTu, U
opraHmM3yeT MOArOTOBKY CBOOHOIO 3aKM4YeHWs 3ToW komuccuu. B cocTtaB 3TOM KOMUCCUM MO PELLEHUIO
PYKOBOAMTENSI 3KCNEPTHOrO ydupexaeHus MoryT ObiTb BKIOYEHbI B KAYECTBE 3KCMepTOB Nuvua, He paboTatowme B
[aHHOM 3KCMEPTHOM YYpeXAeHWUU, ecnu UX creumarnbHble 3HaHUs HeoBXoAMMbl AN NPOBEOEHUs 3KCMEPTU3bl U
Takue 3KCNepTbl OTCYTCTBYIOT B JAHHOM 3KCTMIEPTHOM YUPEXOEHUN.

2. OKcnepToM MO NPOBEAEHUI0 3KCMEPTU3bl NIEKAPCTBEHHBIX CPEACTB SIBNSIETCA aTTECTOBAHHLIA pPaboTHMK
9KCMEPTHOrO  yYpEeXAeHWsl, KOTOpbll WMeeT BbICLlEee MeAuUMHCKOoe, (apmaLleBTMYeckoe, BGUonormyeckoe,

KoucyanaHTI'Imoc www.consultant.ru CrpaHvua 12 n3 56

HafeXHasa npaBoBas noaAepXXkKa


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

®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(pep. o1 22.10.2014) [okymeHT npepocTtasneH KoHcynbTaHTI0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTs” [aTta coxpaHenus: 25.01.2015
(c u3m. n gon., BCTyM....

BETEpVMHApHOE WM XMMU4eckoe obOpasoBaHME M MPOBOAWT IKCMEPTU3Y JIeKapCTBEHHbIX CPeacTB B Mnopsgke
NCMNOJSTHEHNST CBOMX AOIMKHOCTHBIX 06A3aHHOCTEN (aanee - akcnepT).

3. lNMpu npoBegeHnn IKCNepTM3bl NEKAPCTBEHHBIX CPEACTB JKCMEPT HE MOXET HaxOAWTbCS B KakoW-rnmbo
3aBMCMMOCTM OT IMua, Ha3HaudMBLLEro 3Ty 3KCMepTu3y, paspaboTymka NEeKapCTBEHHOro CpeAacTBa WM OPYrux
3aMHTEpPECOBaHHbIX B pe3ynbTaTax 3KCnepTm3bl nuu,.

4. Mpw npoBeaeHUM IKCNEPTU3bl NeKapCTBEHHbIX CPEACTB He AonyckaeTcs uctpebosathb y 3asButens nnbo
WHbIX NuL, MaTepuanel, Heobxoaumble [Ns NpoBeAeHWs aKcnepTusbl. B cnyyae HegocTaToOuyHOCTM
npeacTaBrneHHbIX KCNepTy MaTepuanoB AN Aayu 3akrYeHUss SKCNepT CTaBUT BOMPOC O NpeAcTaBfneHun emy
HeobxoOuUMbIX MaTepuarnoB nepen pPyKOBOAUTENEM 3KCMEPTHOIO YyypexaeHus, KOTopbii obpallaeTcs ¢
COOTBETCTBYIOLLMM 3arMpoOCOM B YMNOMHOMOYEHHbIN heaepanbHbIi OpraH MCMOMHUTENbHOW BRacTW, BblOABLUMNA
3agaHve Ha MNpoBeAdeHUEe JKCMepTU3bl JIEKAapCTBEHHOrO CpeacTBa. YKasaHHbI  cbefepanbHbii  OpraH
NCMONMHUTENbHOW BNacTu B TeYEHME NSATU pabounx AHEN CO OHSA NOCTYNNEHMs 3anpoca pyKOBOAMTENSI SKCNEPTHOMO
yyYpexaeHus HanpasnseT 3asBUTEMN 3anpoc O MPeACTaBieHMUM HeoOXOoAMMbIX MaTepuanoB. [aHHbIA 3anpoc
MOXeT ObITb NepedaH yNnorHOMOYEHHOMY MpeAcTaBUTENIO 3asiBUTENS NMYHO MO PacnucKy, HanpaeneH no noyte
3aKa3HbIM NMMCbMOM UNK NepeaaH B MEeKTPOHHON hopMe MO TENEKOMMYHUKALWOHHBLIM KaHanam cBasu. B cnydae
HanpaBfeHWsi AaHHOro 3anpoca Mo Nno4vTe 3aka3HbiM MUCbMOM OH CYMTAETCH MOMYYEeHHbIM MO UCTEYEHWUU LLECTU
OHen ¢ oaTbl HanpaBneHWst 3aKa3Horo Nucbma.

(vacTb 4 B peq. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)

4.1. Bagsutenb o643aH npeactaBuTb OTBET Ha 3anpoc  YNOMHOMOYEHHOro dedepansHOro opraHa
WCNONMHUTENBHON BNAcTU B CPOK, HE MpPEBbILAKLWUA OeBsSHOCTa pabounx OHEeN CO OHA ero MonyyYyeHus.
YNOMHOMOYEHHbIN  (befeparnbHbI OpraH MWCMONHUTENbHOW BacTW, BblAaBLLIMWA 3ajaHWe Ha npoBedeHue
3KCMEepPTM3bl NIEKAPCTBEHHOMO CPEACTBA, B TeYEHMEe NATM paboumnx gHen Co AHSA NOCTYNNEHUS OT 3asBUTENsa oTBETa
Ha [aHHbIA 3anpoc HanpaensieT Takol OTBET B JKCMEPTHOEe Yy4ypexaeHuwe. B cryyae HenpenctaBneHus no
NcTeYeHun OeBsiHOCTa paboyumx OHeW 3asBuUTENemM OTBETa Ha AaHHbIA 3anpoc YMONTHOMOYEHHbIN deaeparnbHbIi
opraH UCMNONHUTENbHOW BMNacTv, BbiAABLIMIA 3afaHNe Ha NpOBedEHME 3KCMEepTMU3bl NIEKapCTBEHHOrO CpeacTBa, B
Te4yeHne naATM pabouvx [HEW HanpaeBnsieT B 3KCMEPTHOE Yy4YpeXOeHue YBEeAOMMEHME O HenpeacTaBneHum
3as8BMTENEM OTBETA Ha 3anpoc YKasaHHOro opraHa. Bpemsa co [pOHsS HanpaBneHus 3anpoca 3KCMepTHOro
YUPEXOEHMS B YNONMHOMOYEHHbIM doeaeparnbHbIi OpraH UCNOMHUTENBHOW BRAcTU A0 OHSI NMOJTyYEeHUs] 3KCNEePTHbIM
yypexgeHnem OTBeTa Ha 3anpoc Unv yBedoMIIEHMS O HeMpeacTaBNeHUn OTBETa Ha 3anpoc He y4uTbiBaeTCs npu
NCYMCIIEHUN CpOKa NPOBEAEHNs AKCNepPTU3bl NIEKapCTBEHHOrO CpeacTaa.

(vacTb 4.1 BBegeHa ®enepanbHbiM 3akoHOM OT 25.11.2013 N 317-03)

5. 3OkcnepT npu npoBedeHWM MOPYYEHHOW €My PYKOBOAWUTENeM IKCMEPTHOro Y4pexneHust 3KCnepTusbl
nekapCcTBEHHOro cpeacTBa 0bsi3aH:

1) npoBecTn nonHoe nccnepoBaHue NpeacTaBneHHbIX eMy o6beKToB, MaTepuanos, AaTb 060CHOBAHHOE U
00BbEeKTMBHOE 3aknioveHMe MO MOCTaBMEHHbIM nepes HUM BOMPOCaM MMM MOTUBUPOBAHHOE 3aKMyeHue o
HEBO3MOXHOCTW NPOBEAEHMS UM SKCNEepPTU3bl NeKapCTBEHHOIO CPeacTBa, €CNU NOCTaBMeHHbIe BOMPOCHI BbIXOAAT
3a npegenbl cneyunanbHbiX 3HaHUMW 3KcnepTa, OOBLEKTbI UCCNeAoBaHUM U MaTtepuanbl HEenpUrogHbl Unu
HeJoCTaTO4HbI ANs NPOBeAEeHMS UCCNeaoBaHM U Aayn 3aknoyeHns Nnnbo CoBpeMEHHBIN YPOBEHb Pa3BUTUS HAYKU
He NO3BONSET OTBETUTb HA NMOCTaBMEHHbIE BONPOCHI;

2) He pasrnawaTb CBeAEeHUsl, KOTOpble CTanu €My W3BECTHbl B CBS3M C MNPOBEAEHMEM 3KCMepTU3bl
NeKapCTBEHHOrO CpefcTBa, a Takke CBEedEHUsl, COCTaBMsloLME rOCyAapCTBEHHYK, KOMMEPYECKYID WU WHYHO
OXPaHSIEMYHO 3aKOHOM TalHy;

3) obecneynTb COXpaHHOCTb NPEeACTaBEHHbIX 0O bEKTOB MCCNEAOBAHMIA U MaTepuarnos.

6. OKcnepT He BMNpaBe:

1) npoBOAWTL 3KCNEPTU3y IeKapCTBEHHOro cpeacTtBa no obpalleHuto HenocpeacTBEHHO K HeMy
opraHusauuni nnm omusnyecknx nuu;

2) camocToATeNbHO cobMpaTb MaTepuansl ANg NPOBEAEHUS SKCNEPTM3bl NNEKAPCTBEHHOIO CPeACTBa;

3) NpoBOAUTL 3KCNEPTM3Y NEKAPCTBEHHOIO CPEACTBA B KaYeCTBE HErocyaapCTBEHHOIO aKcnepTa.

7. B cnyyae HeobGXoAMMOCTM 3KCMEpPT BnpaBe xo4aTalcTBOBaTb Mepes PYKOBOAUTENEM SKCMEPTHOro
YUPEXOAEHMS O MPUBIIEYEHNN K MPOBEOEHUIO SKCNEPTN3bl NEKApPCTBEHHOIO CPEeACTBA APYrMX 3KCNEPTOB.

8. KaxxgbIi aKkcnepT, BXOAALUA B COCTAB KOMUCCUM 3KCMEPTOB, KOTOPOW NMOPYYEHO NpoBeaeHNE IKCNEePTU3bI
NeKapCTBEHHOIO CPeACTBa, HE3ABMCMMO M CaMOCTOSTENbHO MPOBOAUT MCCMEAOBaHMWS, OLEHUBAET pe3yrbTaThl,
Nony4YeHHbIE UM JIMYHO U ApYrMMUK 3KcnepTamu, U hopmMynmpyeT BbIBOAbI OTHOCUTENBHO NOCTABMEHHBIX BONPOCOB
B Npefenax CBOUX creLmanbHbIX 3HAHWUNA.

9. Pe3ynbTaTthbl 9KCNEPTU3bl NIEKAPCTBEHHOIO CPeAcTBa 0QOPMIIAOTCA 3aKIMOYEHNEM KOMUCCUM SKCNEPTOB.
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B 3aknouyeHnn KoOMMCCUM 3KCMEPTOB YKa3blBAOTCA MepevYeHb WCCreAoBaHUi, O00beM NPOBEAEHHbIX KaXabiM
3KCMEepPTOM MCCenoBaHWA, YCTAaHOBIEHHbIE KaXAbIM M3 HUX (paKTbl U cAenaHHble B pe3yrnbraTte uccrnegoBaHumn
BbIBOAbl. DKCNEPT, MHEHNE KOTOPOro He COoBMagaeT C pPeLleHMEM KOMUCCUM 3KCMepPTOB, BMpaBe Bblipa3uTb CBOE
MHEHWe B MUCbMEHHOW bopMe, KOTOpOe NpUobLLAETCS K 3aKITFOYEHUIO KOMUCCUM SKCMEPTOB.

10. OkcnepThl, BXoAsLLME B COCTaB KOMUCCUMX, NpeaynpexgarTcs o6 oTBETCTBEHHOCTM B COOTBETCTBUM C
3akoHopartenbctBoM Poccuiickon ®depepaumm 3a fadvy 3akniouveHus, coaepxallero HeoOOCHOBaHHble UMK
hanbcMpUUNpPoBaHHbIE BbIBOALI, O YEM OHM 4AKOT NOAMUCKY.

11. OnpepeneHve ypoBHS MpOdEeCCMOHANbHOW MNOArOTOBKM SKCNEPTOB WM aTTecTtaumsi UX Ha npasBo
NPOBEAEHUS  3KCMEPTU3bl  NEKAPCTBEHHbIX CPEACTB  OCYLUECTBIISIIOTCS  3KCMEPTHO-KBaNMMUKALNOHHBLIMK
KOMUCCUSAMM B NOPsiAKe, YCTaHOBIIEHHOM COOTBETCTBYHOLUMM  YMONHOMOYEHHbIM dedepanbHbiM - OpraHoM
WCNONMHUTENBHON BNacTu. YpoBeHb MNpodeccMoHanbHOM MOArOTOBKM 3SKCMEPTOB MOANEXUT MepecMoTpy
YKa3aHHbIMW KOMUCCUSIMU HE pexke YeM OAVH pa3s B MATb NeT.

12. MNpaBnna npoBefeHUs 3KCnepTu3bl NEKAPCTBEHHbLIX CPeACTB M bopMa 3aKIYeHNs KOMUCCUUN SKCMEPTOB
yCTaHaBMMBaKTCSA COOTBETCTBYHOLMM YNOTHOMOYEHHbBIM beiepanbHbIM OpraHoOM UCMONHUTENbHOW BNacTu.

Cratba 17. OTuyeckas akcrnepTusa

1. OTuyeckas akcnepTM3a MPOBOAMTCH B Lensx Bbldadyy 3aknyeHus 06 3Tudeckon O0BOCHOBaAHHOCTM
BO3MOXHOCTM MPOBEAEHUS KIMHUYECKOro MWCCreaoBaHUs FeKapCTBEHHOro npenapaTta And  MeguumMHCKOro
NMPMMEHEHMs1 COBETOM MO 3TUKE, CO34aHHbIM B MOpsgke, YCTaHOBMEHHOM YMONTHOMOYEHHbIM deaepanbHbIM
OpraHoM UCMOMHWUTENBHOW BriacTu.

2. Jkcneptamu coBeTa MO 3TuMKe MoOryT ObiTb npeacTaBuTenV MeOWMUMHCKUX, HayuYHbIX OpraHusauunm,
obpa3oBaTtenbHbIX OpraHusauui Bbicllero obpa3oBaHus, a Takke npeacTaBUTENN OOLLECTBEHHbIX OpraHu3auui,
PENUrMo3HbIX OpraHM3auun u CpeacTB MaccoBoW MHgopmauuu. [daHHble 3KCnepTbl He AOMMKHbl HaXoAMTbCS B
Kakon-nmbo 3aBMCMMOCTU OT pa3paboTyMKOB NEeKapCTBEHHbIX NpenapaToB WM APYrMX fuu, 3aMHTepecoBaHHbIX B
pe3ynbTaTax 3TUYEeCKOW IKCNepTU3bl.

(B pea. PegepanbHoro 3akoHa ot 02.07.2013 N 185-03)

3. Onnarta ycnyr akCcnepToB COBETa MO 3TUKE OCYLECTBMASETCA Ha OCHOBaHMU OOroBOpa, 3aKMHOYEHHOro
MeXAy YNOMHOMOYEHHbIM hefepanbHblM OpraHoM UCMOSHUTENBHOW BNAcTh, KOTOPbIM CO3[4aH COBET MO 3TUKE, U
SKCMepTOM coBeTa MO 3TWKe, 3a CYeT OHOXKETHbIX acCUrHOBaHWN, MNPeOYyCMOTPEHHbIX YMONHOMOYEHHOMY
heaepanbHOMY OpraHy WCMOMHUTENbHOW BMacTu, CO3gaBlUeMy COBET Mo 3TuKe, B deaepanbHoMm Gropxete Ha
COOTBETCTBYIOLMIA rog Ha obecneveHne ero AeATenbHOCTM, M B pasMepax, YCTaHOBMEHHbIX [paBuTenbCTBOM
Poccuiickon ®epepauun.

(vyacTtb 3 B pea. PegepanbHoro 3akoHa ot 29.11.2010 N 313-03)

4. DkcnepTbl coBeTa MO 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAaTenbCTBOM Poccuiickon
denepauymu.

5. CoctaB coBeTa No 3TuKe, noroxeHue ob 3TOM coBeTe, NOPSAOK ero AesTenbHOCTW, TpeboBaHus K
KBanudukaumm u onbiTy paboTbl NO 3KCNEPTHOW OLUEHKe Hay4HbIX, MEAUUMHCKMX W ITUYECKMX acCheKkToB
KMMHUYECKNX UCCMNEAOBaHMIM NeKapCTBEHHbIX NpenapaToB Ans MeAWUMHCKOrO NpUMEHEHUs, npegbssrsemble K
3KCMepTaM coBeTa MO 3TUKe, NMOPSAAOK OpraHM3auun 1 NPOBEAEHNs 3TUYECKON 3KCMepTu3bl, hopma 3aKmioyeHns
coBeTa No 3TMKe yCTaHaBMNMBAKOTCHA YNOSIHOMOYEHHbIM defeparnbHbiM OpraHoM MCNOMHUTENbHOW Bnactu. Yvcno
npeacTtaBuTenen MeauUMHCKMX OpraHusauuin He MOXeT MpeBbllaTb MNOMOBMHY OT OOLLero 4yvcra 9KCnepToB
coBeTa Mo 3TUkKe.

6. NHdopMauma o cocTaBe coBeTa Mo 3TUKe, NnaHax ero paboTbl U Tekylen AeATeNbHOCTU pa3MeLllaeTcs
Ha oduumnanbHOM canTe YNonHOMOYEHHOro hefepansHOro opraHa UCNOMHUTENbHOM BNacTh B ceTn "VIHTepHeT" B
YyCTaHOBMEHHOM MM NOpsiAKe.

Cratba 18. lNogaya n paccmoTpeHve 3asiBNEHMN O TOCYAapCTBEHHOW perncTpaumm reKkapCTBEHHbIX
npenapaToB 1 NpeAcTaBneHne HeoOX0aUMbIX JOKYMEHTOB

1. [Ona rocygapCTBEHHOW peructpaumyM fekapCTBEHHOro MpenapaTta  pas3paboTyvk  NIeKapCTBEHHOIo
npenapata wWnu YnNonHOMOYEHHOE UM [Jpyroe puanyeckoe nuuo (ganee - 3asBuTenb) MNpeacTaBnseT B
COOTBETCTBYIOLUMIA  YNOMHOMOYEHHbIN befiepanbHbIi  OpraH UCMOSTHUTENbHOW BracTu, OCYLEeCTBNALLMNA
rocy4apCTBEHHYIO PErMCTpaumio JNeKapCTBEHHbIX NpPenapaTtoB, 3asBfiEHWE O TOCYAapCTBEHHOW perucrpauun
NeKkapCTBEHHOro MnpenapaTta, a Takke B MOPSAKE, YCTAHOBIIEHHOM COOTBETCTBYHOLLMM  YMONTHOMOYEHHbLIM
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denepanbHbiM  OpraHoM  UCMOMHUTENBHOW BNacTv, HeobXoAuMMble OOKYMEHTbI, M3 KOTOpbIX dopmMunpyeTcs
permcTpauMoHHOe JOChbe Ha NEKapCTBEHHbIN Npenapar (aanee - perMcTpauuoHHoe Jocke).

2. B 3asBneHun o rocygapcTBEHHOW perncrTpaumnm nekapCTBEHHOro npenaparta ykasblBalTCs:

1) HaumeHoBaHVe 1 agpec 3asBuUTENs U (M) NPON3BOAUTENS NEeKapCTBEHHOIO nMpenaparta u agpec MecTa
OCYLLLECTBMNEHMSA NPON3BOACTBA NleKapCTBEHHOro Npenapara;

2) HaumMeHoBaHME NeKapCTBEHHOro npenapaTta (MexayHapoaHOoe HenaTeHTOBaHHOE WM XUMUYeckoe W
TOProBO€ HaUMEHOBaHUSA);

3) nepeyeHb BeLeCcTB, BXOOALMX B COCTaB NIeKapCTBEHHOro npenapara, C ykazaHueM KONU4ecTBa Kaxaoro
U3 HUX;

4) nekapcTBeHHasa opma, 4O3MPOBKA, CNOCOObLI BBEAEHUSA Y NPUMEHEHNSA, CPOK FOAHOCTU NEKapCTBEHHOTO
npenapaTa;

5) onucaHve dapmakonormdeckmx un dapMakoguHaMU4eCckux WM UMMYHOBMOMOrMYECKNX CBOWCTB
nekapCTBEHHOro npenapara;

6) 3afBneHHass NpoM3BOAWTENEM JIEKapCTBEHHOrO nMpenapata npejenbHasi OTNycKHas LUeHa Ha
NeKapCTBEHHbIN npenapar, BKIYEHHbIA B NMEPEYEHb XM3HEHHO HEOOXOOAUMBIX U BaXKHEWLUUX NEKapPCTBEHHbIX
npenapaToB, B Cly4ae ero rocygapCTBEHHON perucTpaunu;

7) oTcytcTBME  HEOOXOAMMOCTM  MPOBEOEHUS  KIIMHUYECKOro  UCCrefoBaHus,  UCCredoBaHus
OMOSKBMBANEHTHOCTM FEKAPCTBEHHOINO npenapaTta, pas3pelleHHoro Ans  MEeOULUHCKOrO MPUMMEHEHMS Ha
Tepputopun Poccuiickon Pepepauun bonee gpaguatM neT, € yKa3aHWMEM HOPMATMBHBIX MPAaBOBbLIX aKTOB,
NOATBEPXKAAKLNX AaHHBIN CPOK MPUMEHEHUS.

3. PeructpauunoHHoe agocbe hopMUpyeTCcsi U3 CreayoLmx JOKYMEHTOB:

1) NpOEeKTbl MakeToB MNEPBUYHOW YMAKOBKUW W BTOPUYHOW (NOTPEOUTENbCKOM) YNakoBKW NEKapCTBEHHOro
npenapaTa;

2) [OKYMEHT, MEepeBefeHHbI Ha PYCCKMM $3blK, NOATBEPXAAKLUA COOTBETCTBME NPOU3BOAUTENS
perMcTpupyemMoro NekapcTBEHHOro npenapaTta TpeboBaHWsIM MpaBun OpraHM3auum NPouM3BOACTBA WM KOHTPOS
KadecTBa NekapCTBEHHbIX CPeACTB, BblAaHHbIA KOMMETEHTHBIM OPraHOM CTpaHbl NPOU3BOAUTENS PETUCTPUPYEMOTO
nekapCTBEHHOrO npenapaTa 1 3aBePEHHbI B YCTAHOBIIEHHOM MOPSOKE;

3) NPOEeKT HOPMAaTMBHOW OOKYMEHTaLUUN UM HOPMATUBHOIO JOKYMEHTA Ha NeKapCTBEHHbIA npenapat nmbo
yKasaHne CoOoTBEeTCTBYIOLLEN dhapMakonernHom cTaTbu;

4) cxema TEXHOMOrMYecKoro mpouecca nNpov3BOACTBa JIEKAapCTBEHHOro npenaparta, ee onucaHue u (1nm)
CXeMa TEXHOOrM4ecKkoro npowecca NpovM3BoAcTBa hapmaueBTUYeCcKon cybcTaHuum, ee onmcaHue;

5) [OOKYMEHT, nepeBedeHHbIl Ha PYCCKMA A3blK, MNOATBEPXKAAKLWMN COOTBETCTBUME MPOM3BOAUTENS
hapmaueBTMHeCKON cybcTaHuMM TpeboBaHMAM NpaBuil OpraHuM3auum MpoOM3BOACTBA W KOHTPOMS KayecTBa
NeKapCTBEHHbIX CPeacTB, BblAaHHbIN KOMMETEHTHbIM OpraHoM CTpaHbl Mnpou3BoauTens dapmaLeBTUYecKon
cybcTaHuuK, 3aBepeHHbI B YCTaHOBNEHHOM MOPSAKE U COAEPXKaLLNA:

a) HauMeHoBaHue hapmaleBTUYECKON CyDBCTaHLmMK (MexayHapoaHoe HenaTeHTOBaAHHOE UMW XMMUYeckoe 1
TOProBOe HaUMeHOBaHUS);

©) HanmeHoBaHWe 1 agpec NpomnsBoanTENs hapmaLeBTMYECKON CybcTaHuuuy;

B) CPOK rogHOCTU (hapmaLleBTU4eCcKon cybcTaHumu;

6) [OOKYMEeHT, cofepXaluin cBefeHWss O MokasaTensx kadecTBa papmaueBTM4eckon cybcTaHumu,
NCMNomnb3yeMou Npy NPOM3BOACTBE NIEKAPCTBEHHBLIX NpenapaTos;

7) HOpMaTMBHasi AOKYMEHTauus Unv HOpMaTMBHbBIA OOKYMEHT Ha dapmaueBTudeckyto cybctaHumio nubo
yKasaHne COOTBETCTBYIOLLEN hapMaKonenHom cTaTbu;

8) nHpopmauus 06 ycrnoBusix XxpaHeHusl, NepeBO3KM NeKapCTBEHHOTO Npenapara v nHas nHdopmMaums;

9) oTyeT O pesynbTaTax OOKIUHWYECKOrO WMCCMNEeAOBaHUSA NEKapCTBEHHOro cpeacTBa ANd MeOULUHCKOro
NPUMEHEHNS, coaepXalui onucaHue, pesynbTaTbl W CTAaTUCTMYECKUA aHanu3 pes3ynbTaToB  [AaHHOro
OOKMMHMYECKOrO UCCIef0BaHNS;

10) oTtyeT O pesynbTatax AOKMMHMYECKOrO MCCneaoBaHWUst NEKapCTBEHHOrNO CpeacTBa U KIMHUYECKOTO
nccnenoBaHus NekapCTBEHHOro npenapara ansg BeTepuHapHOro NpUMeHeHus;

11) NpoeKkT npoTOKOMa KIMHUYECKOrO WCCNEeAOBaHUSA FEKapCTBEHHOro npenapaTta Ans MeguLUHCKOro
NPUMEHEHWS;

12) 6powtopa nccnegoBaTens;

13) NHPOPMALIMOHHBIN NUCTOK NaLMeHTa;

14) nHdopmaumsa o BbiNfaTax U KOMNeHcaumax nayneHtam (3goposBbiM JobpoBorbuam, 6onbHbIM) (aanee -
NauMeHTbl), MPUBMEYEHHBIM K MNPOBEOEHUIO KIMHUYECKUX WCCMEeAOBaHMI flekapCTBEHHOrO npenaparta Aans
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MEeOULMHCKOTO NPUMEHEHNS, UCCNefoBaHun BUO3KBNBANEHTHOCTY U (M) TepaneBTUYECKON IKBMBANIEHTHOCTY;

15) oT4eT 0 pesynbTaTtax MexayHapoOHbIX MHOTMOLEHTPOBbIX KIMMHUYECKUX UCCIEeQOBaHUN NEeKapCTBEHHOIo
npenapata And MeOWUMHCKOrO MNPUMEHEHUsl, YacTb W3 KOTOpbIX NpoBedeHa Ha TeppuTtopuu Poccuiickon
depgepaumu;

16) NpOEKT MHCTPYKLUM NO NPUMEHEHUIO NEKAPCTBEHHOrO Npenapara, coaepXallui cnegyroLwmne ceeeHus:

a) HaumeHoBaHMEe nNeKapCTBEHHOro cpeactBa (MeXAyHapoAHOE HenaTeHTOBAaHHOE WM XMMUYeckoe W
TOProBO€ HaUMEHOBaHUSA);

©) nekapcTBeHHasi popma C yKa3aHUEM HAMMEHOBAHUM M KONMYECTBEHHOIO COAEpXaHusi (aKTMBHOCTW)
dapmMaLeBTUYECKUX CYOCTaHLMN U BCMOMOraTernbHbIX BELLECTB;

B) chapmakoTepaneBTMYecKas rpynna nekapCTBEHHOro npenapara;

r) NokasaHus AN NPUMEHEHUS;

[) NpOTMBONOKa3aHusa AN NPUMEHEHUS;

€) pexum [o3vMpoBaHus, crnocob BBeAeHMs, Mpu HeoOXOAMMOCTM Bpems Mpuema JfeKkapCTBEHHOro
npenapaTa, MpPOOOIKUTENBHOCTbL JlevyeHnss (B TOM uYuUCne JNeKapCTBEHHOro npenapata Ans MeLMLMWHCKOro
NPUMEHeHWs y AeTel OO U Mocrne OgHOro roga);

(B peq. PegepanbHoro 3akoHa ot 22.10.2014 N 313-93)

X) Mepbl NPeAOCTOPOXHOCTU MPU NPUMEHEHNN;

3) CUMNTOMbI NEPEL03MPOBKM, MEPbI MO OKa3aHMI0 MOMOLLM NPU NePeao3MPOBKE;

W) ykasaHue, npu HeobxoamMmocTn, OCOBEHHOCTEN AEWCTBMS JIeKapCTBEHHOro npenapata npu nepBom
npueme Unm rnpu ero OTMeHe;

K) onucaHue, Npu HeobxoaMMoCTH, AencTBUA Bpadva (penbalwepa), cneumanmcra B obrnactu BetepmHapuu,
naumeHTa, BNagenbLa XXMBOTHOMO NPW NPOMycke npMemMa OgHOM UM HECKONbKUX 403 NeKapCTBEHHOMO npenapara;

n) BO3MOXHble NODOYHbIE AENCTBUS NPU NPUMEHEHNM NTEKAPCTBEHHOIO Npenapara;

M) B3aMOAENCTBUE C APYrMMUN NIEKAPCTBEHHBIMM Npenapatamun n (Unu) NULWEeBLIMU NPOAYKTaMK, KOPMaMu;

H) yKasaHue BO3MOXHOCTM W OCODEHHOCTEN MELMULMHCKOrO MNPUMEHEHWUsI NEKAapCTBEHHOro mnpenapaTta
6epeMEHHbIMU XEHLUMHAMMU, XEHLUHAMK B NepUoL rpygHOro BCKapMIiMBaHUS, OeTbMU, B3POCHbIMU, UMEOLLUMHN
XpOHU4eckne 3abonesaHus;

0) CBeAeHMsi O BO3MOXHOM BIIMSIHUM JIEKAPCTBEHHOrO npenapaTta ang MeAUMUUHCKOrO MNpUMEHEHUs Ha
CNocobHOCTb yNpaBnsiTb TPAHCMOPTHLIMU CPEACTBaMU, MEXaHM3MaMU;

n) CPOK FOAHOCTU U yKasaHwe Ha 3anpeT NpPUMMEHEHWs NeKapCTBEHHOro npenapara no UCTeYeHuu cpoka
rOAHOCTY;

p) YCIOBUS XpaHEHWS;

C) yKa3aHve Ha HeobX0OUMOCTb XpaHeHUs fiekapCTBEHHOMO Npenaparta B MecTax, He4OCTYMNHbIX A5 AeTen;

T) yKasaHue, npuv HeobXoAMMOCTW, chneuuanbHbIX Mep MPedOoCTOPOXHOCTM MNpU  YHUUTOXEHUN
HEeNCcrnonb30BaHHbIX NEeKapCTBEHHbIX NpenapaTos;

y) CPOKU BO3MOXHOIO UCMOMb30BaHUSA MPOAYKLIMM XXMBOTHOrO NPOUCXOXAEHUSA NOCIe BBEAEHUS XXUBOTHOMY
nekapcTBEHHOro npenapara Ans BeTepuHapHOro NpuMeHeHus;

@) HaMMmeHoBaHWe, agpec NPOV3BOAMTENS FEeKapCTBEHHOro npenapata M agpec MecTa Npou3BOACTBa
nekapCcTBEHHOro npenapara;

X) YCrnoBusl OTMNYCKa;

(nn. "x" BBegeH PepepanbHbiM 3akoHOM 0T 29.11.2010 N 313-93)

17) nepeBedeHHas Ha pPYCCKMMA A3blK U 3aBEpPEHHask B YCTAHOBIIEHHOM MOpsOKe KOnMusA [OOKYMEHTa,
NMOATBEPKAAIOLLIEr0 PperucTpaumio fNekapCTBEHHOro npenapata B Criydyae ero peructpauum BHe Mpenernos
Poccuinckon ®epepaumm;

18) AoKyMeHTbI, NpeacTaBnsemMble B COOTBETCTBUM O cTaTbamu 19 - 23 HacToswero ®egepansHOro 3akoHa.

4. Mo xenaHuno 3aaBMTENS MOryT ObiTb MpPeAcTaBneHbl OTYETbl O MPOBEAEHHbIX B CTPaHe 3asBUTENS U
OpYrux CcTpaHax pesynbTaTax KIMHUYECKUX WCCNeAOBaHUN, WUCCneaoBaHUM OMOSKBMBANEHTHOCTM U (Unn)
TepaneBTMYECKOW 3KBUBANEHTHOCTM JIEKAPCTBEHHOro npenaparta (BKMAYaa  3NuOeMUOSIOTMYEeCcKMe  Unu
3MM300TONONMYECKME NCCNEeAO0BaHUA UMMYHOBNONOIMYECKUX NEKAaPCTBEHHbIX NpenapaTos, NpeaHa3HauYeHHbIX Anst
NMMYHOOrMYEeCKon NPpOoUNaKkTUKN N NieYeHnss MHPEKLUNOHHbIX 3aboneBaHun, B TOM Yncne y AeTen), cogepxaiine
onncaHusa NPoBeAEeHHbIX UCCNeaoBaHWA NIEKapCTBEHHOrO npenaparta, Ux pesynbTaThl U CTaTUCTUYECKUIA aHamnu3
Nomny4YeHHbIX Pe3ynbTaToB.

5. K 3aaBneHuto o rocyfapCTBEHHOW perncTpauum nekapCTBEHHOMO Npenaparta npunararTcs:

1) [OOKYMEHT, MNOATBEPXKAAWMIA ynnaTty rocygapCTBEHHOW MOWMMHLI 32 MpOBeAEeHNe 3IKCnepTusbl
OOKYMEHTOB [Nl MOMyYeHWs paspelleHuin Ha npoBefeHMEe KIMHWUYECKUX WCCMNELOBAHMIM  JIEKAPCTBEHHOMO
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npenapaTta Ons MeOUUMHCKOTO MPUMEHEHUS M 3TUYECKOW IKCMepTu3bl Mpu obpalleHnn 3a rocyaapCTBEHHOW
permcTpaumen nekapcTBEHHOro npenapaTa;

2) OOKyMEHT, NMOATBEPXAAWNIA yNnaTy rocyaapCTBEHHOW MOLLUMMHbBI 3a NpOBeAEeHNe IKCNepTu3bl KayecTBa
NeKapCTBEHHOIO CpPeAcTBa M 3KCMEPTU3bl OTHOLUEHWS OXMAAEMOW MNOSMb3bl K BO3MOXHOMY PUCKY MPUMEHEHWS
NneKkapcTBEHHOro npenaparta, paspelleHHOro Ang MeOMLMHCKOro nNpuMeHeHuss Ha TeppuTtopum Poccuiickor
denepaumun 6onee gBaguaTu neT, Npy rocyaapCcTBEHHON perncTpauum nekapcTBEHHOro npenapara;

3) OOKYMEHT, NoATBEPXKOALWMA ynnaTy rocygapcTBEHHOW NOLWMNMHBI 3@ NPOBeAEHNe 3KCNepTU3bl KayecTBa
NEeKapCTBEHHOro CpPeacTBa U 3KCNEPTU3bl OTHOLUEHUSA OXMAAEMOW MNOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHUsI
NeKapcTBEHHOro npenapata Ang  MeOUUMHCKOTO  MPUMEHEHMS,, B  OTHOLUEHWW KOTOPOro MpoOBeAeHbI
MEeXAYyHapOAHbIE MHOMOLIEHTPOBbLIE KIMHUYECKME MCCeaoBaHus, YacTb M3 KOTOPbIX NPOBEAEHa Ha TeppuTopun
Poccuiickon ®egepauun, npu rocyaapCTBEHHOW permcTpaummn nekapcTBEHHOro npenaparTa;

4) DOKYMEHT, NoATBepXAaloLWwuii ynnaTy rocyaapCTBEHHON MOLUMMHbBI 3a NPOBeAEHNE IKCNepTU3bl KayecTBa
NeKapCTBEHHOIO CpPeACcTBa M 3KCMEPTU3bl OTHOLUEHWS OXMAAEMOW MNOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHWS
nekapCTBEHHOro npenapaTta Anst BETePUHApPHOro NMpMMEHEHMWS MPU ero rocygapCTBEHHOW perncTpaumn.

KoHcynbTaHTl1n0C: NnpumeyaHue.

MonoxeHusa yactn 6 ctatb 18 NPUMEHSAIOTCH K MPaBOOTHOLUEHWNSIM, BO3HUKLLMM MOCMe OHS BCTYMNMEeHus B
cvny anga Poccuiickon ®enepauun npotokona o npucoeauHeHnn Poccuiickon ®enepavinm k BcemupHoi Toproson
opraHusauum (PepepanbHbiii 3akoH oT 11.10.2010 N 271-93).

6. He ponyckaioTcs nonydeHve, pasrnallieHue, WCMNonb3oBaHWE B KOMMEPYECKUX Lensax u B uensax
rocyfapCTBEHHOW perucTpauuu nekapCTBEHHbIX MpenapaTtoB WMHgopMaumm O pesynbTatax AOKIMHUYECKUX
nccrnegoBaHMA  NEKAPCTBEHHBIX  CPeaCTB U KIMMHUYECKUX  UCCReOoBaHUM  NEKapCTBEHHbIX MNpenapartos,
npeacTaBrneHHON 3as8BUTENeM ANs rocygapCTBEHHOW perncTpaLlmm nekapcTBeHHbIX Npenapartos, 6e3 ero cornacus
B TeYeHue LeCTU neT ¢ AaThbl rocyAapCTBEHHOW perucTpaumm nekapcTBEHHOro npenapara.

HecobntogeHne 3anpeta, YCTaHOBIIEHHOrO HACTOsIWEN 4acTbio, BriedeT 3a cobo OTBETCTBEHHOCTb B
COOTBETCTBUM C 3aKkoHoZaTenbCcTBOM Poccuiickon ®epepaunu.

Ha Tepputopun Poccuiickon ®epepaummn 3anpelwiaetcss obOpalleHne NeKapCTBEHHbIX CpenacTs,
3apermcTpuUpoBaHHbIX C HapyLUEHWEM HacTOSILLEN YacTu.

(4acTb 6 BBegeHa denepanbHbiM 3akoHoM OT 11.10.2010 N 271-03)

Cratba 19. lpuHATME pelleHus O Bblgaye 3KCMEPTHOMY Y4YpexOeHUMI0 M COBETYy NO 3TWKe 3ajaHus Ha
npoBeAeHUe 3KCNepPTU3bl NEKapPCTBEHHbIX CPeacTB

1. B TeueHue natm paboumx OHEW CO AHS MPUHATUSA 3asiBNEeHWs O roCygapCTBEHHOM perncrpaumm
nekapCTBEHHOro npenapaTa ynomHOMOYEHHbIN dbeaepanbHbIi OpraH MCNONMHUTENBHOW BNAcTh NPOBOANT NPOBEPKY
MOMHOTbLI M JOCTOBEPHOCTU CBEAEHUI, COAEPKALLUMXCH B MPEeACTaBMEHHbIX 3adBMTeneM marepmanax, u npyuHumaeT
pelleHve O Bblgaye 3agaHus Ha NpoBeaeHue:

1) aKCnepTu3bl NleKapCTBEHHbIX CPEACTB B YaCTM IKCMEPTM3bl JOKYMEHTOB ANA NOMyYeHMs paspelleHns Ha
npoBedeHne KIMHUYECKOrO WUCCReaoBaHUS fekapCTBEHHOro npenapata Ans MeOUUMHCKOrO MNpYMEeHeHus B
COOTBETCTBUM C LlensMu, yKasaHHbIMU B cTaTbe 38 HacToswero ®egeparnbHOro 3akoHa, v 3TUYECKON 3KCnepTusbl B
OTHOLLEHMN NeKapCTBEHHbIX MpenapaToB, Af1 KOTOpPbIX He MNPOBOAWUMMCH KIWHWMYECKMe WCCNedoBaHUs Ha
Tepputopun Poccuiickon depepaumm, Ha OCHOBaHUU AOKYMEHTOB, YKa3aHHbIX B NyHkTax 1 - 9, 11 - 14, 17 yactn 3
n nyHkTe 1 yactn 5 ctatbn 18 HacTosiwero ®eaepansHOro 3akoHa;

2) 3KCMepTM3bl NEKapCTBEHHbIX CPEACTB B 4aCTW IKCMEepTM3bl KavecTBa JeKapCTBEHHOrO cpeacTtBa U
9KCNEepTM3bl OTHOLLEHMS OXMAAEMOW NOMb3bl K BO3MOXHOMY PUCKY MPUMMEHEHMWS NekapCTBEHHOro npenapaTta Ans
MEOMLUMHCKOTO MPUMEHEHNS B OTHOLUEHUW §eKapCTBEHHbIX MpenapaToB, paspelleHHbIX Ans MegULMHCKOro
npumMeHeHus Ha Tepputopun Poccuiickon ®Pepepaumm 6onee pgBaguatu feT, Ha OCHOBaHWM OOKYMEHTOB,
yKasaHHbIX B NyHkTax 1 - 9, 16 yactn 3 u nyHkTe 2 yactu 5 ctatbn 18 HacTosdlero PefnepanbHOro 3akoHa, a Takke
neKkapCTBEHHbIX MpenapaToB, B OTHOLLEHWUN KOTOPbIX MPOBEAEHbI MeXAyHapOoAHble MHOrOLEHTPOBbIE KITMHUYECKe
nccrnegoBaHusl, 4acTb M3 KOTOpbIX MpoBedeHa Ha Tepputopun Poccuiickon depepaumnm, Ha OCHOBaHUM
OOKYMEHTOB, YyKasdaHHbIX B nyHktax 1 - 9, 15 - 17 vactm 3 u nyHkte 3 yactm 5 cratbum 18 HacToswero
®egepanbHOro 3akoHa;

3) aKcnepTusbl NeKapCTBEHHOIO CpeacTBa B OTHOLLEHWWM NEKapCTBEHHbIX MpenapaTtoB Afs BEeTEePUHAPHOro

NPUMEHEHNST Ha OCHOBaHMM JOKYMEHTOB, yKa3aHHbIX B nyHkTax 1 - 8, 10, nognyHkTax "a" - "m", "n" - "¢" nyHkTa 16,
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nyHkTe 17 yactn 3 n nyHkTe 4 yactu 5 ctaTbn 18 HacTosiwero PegepanbHOro 3akoHa.
(B pen. ®PepepanbHoro 3akoHa ot 22.10.2014 N 313-93)

2. YNONHOMOYEHHLIN (heaepanbHbI OpraH MCMOMHUTENbHOW BRacTy yBeLOMISET B NMUCbMEHHOW dhopMe
3aABUTENS O NPUHATOM peLleHUU UK B Cryvae oTkasa C ykasaHueM NpU4MH Takoro oTkasa.

2.1. B cny4ae BbiIBNEeHUS HEOOCTOBEPHOCTU CBEAEHUMN, COAEpPXKaLLMXCA B MPeACTaBreHHbIX 3aaBuTenemM
MaTepuanax, ynosIHOMOYEHHbIN heaeparnbHbIi OpraH UCNONHUTENBHOW BNAacTW HanpaeBndeT 3asBUMTEMNO 3anpoc
00 yTOYHEeHUW ykasaHHbIX cBefeHun. [JaHHbIM 3anpoc MoXeT OblTb nepefaH ynorHOMOYEHHOMY NPeACTaBUTENO
3a8BUTENS NMUYHO MO PACNMUCKy, HaMpaBmeH Mo NoyYTe 3aka3HbIM NMUCbMOM UMW NepefaH B 3NeKTPOHHOW dopme
Nno TENeKkOMMYHUKALUMOHHbIM KaHanam cBA3W. B cnyyae HanpaBneHus OaHHOro 3anpoca Mo MNoyTe 3aka3HbIM
MMCbMOM OH CHUTaETCS NOMYYEHHbIM MO UCTEYEHUM LLECTU OHEN C AaTbl HanpaBneHns 3akasHoro NUcbma.

(4acTb 2.1 BBegeHa depepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

2.2. 3asButenb 00s3aH npeAcTaBuTb OTBET Ha 3anpoc YMOSIHOMOYEHHOro dhefepasnibHOro opraHa
WCMONMHUTENbHOW BlacTU B CPOK, He MpEBbIAWMIA AeBAHOCTa pabovMx OHEN CO OHA MOSyYeHus OAaHHOro
3anpoca. Cpok, yka3aHHbI/ B YacTu 1 HacTosILLEN cTaTbu, MPUOCTaHABMNMBAETCS CO OHA HanpaBneHusl 3asBUTENHO
3anpoca ynosIHOMOYEHHOro defepanbHOro opraHa UCMNOMHUTENbHOW BNacTy OO OHA MOfyvYeHus UM OTBeTa Ha
OaHHbIN 3anpoc.

(vacTb 2.2 BBegeHa PeaepanbHbiM 3akoHOM oT 25.11.2013 N 317-93)

3. OcHoBaHVeEM Ong OTKasa B OpraHu3auumn 3KCNepTu3, ykasaHHbIX B YacTu 1 HaCTosILEeN cTaTbn, ABNAeTCH
npeacTaBrneHne HeobXxoaMMbIX AN MPOBEOEHUA 3TUX IKCNEPTU3 OOKYMEHTOB, MEPEYUCHEHHbIX B YacTax 3 u 5
ctatb 18 HacToswero ®degepanbHOro 3akoHa, B HEMONHOM obObeme, HenpeacTaBrieHWe 3asiBUTENEM B
YCTaHOBMEHHbIA CPOK OTBeTa Ha YKasaHHbIM B 4Yactu 2.1 HacToswen cTaTbM 3anpoc YNONIHOMOYEHHOro
denepanbHOro opraHa WCMOMHUTENbHOW BNAcTW, a Takke npeacTaBleHne [OOKYMEHTOB, He COoAepXaliux
ncYepnbIBatLLEro nepeyvyHs HeobXoouUMbIX CBEAEHUN.

(B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)

Cratbs 20. 3KCF|epTI/I38 OOKYMEHTOB A5nd noNyYeHnda paspelleHnda Ha nposefeHune KrimHU4eckoro
nccneanoBaHua nekapCcTtBeHHOro npenapara ana MmeamumnHCKoOro npuMeHeHna n 3TUYECKON QKCMNepTUn3bl

1. Okcneptusa AOKYMEHTOB ANS MOMyYeHWs paspelueHVsl Ha NpoBeAeHWe KIWMHWYECKOro MccrneaoBaHus
riekapCTBEHHOro npenaparta Ans MeAULUHCKOro NPMMEHEHNs B COOTBETCTBUM C LIeNsMU1, YKasaHHbIMK B cTaTbe 38
HacToswwero ®egepanbHOro 3akoHa, STUYecKas 9KCmepTu3a, COCTaBMeHNe KOMUCCUEN SKCMepTOB M COBETOM MO
3TUKE 3aKMYEeHUA O BO3MOXHOCTU MMM HEBO3MOXHOCTW MPOBEAEHUS Takoro KIMHWUYECKOro MCCrnenoBaHus U
HanpaBneHne 9TUX 3aKkfyeHM B  YNONHOMOYEHHbIM dedeparnbHbli  OpraH  UCMOMHUTENBHOW  BRacTu
OCYLLECTBMAITCA B CPOK, He npeBblawwmnin Tpuauatn pabounx AHen co AHA MNOMyYeHWs 3KCMepPTHbIM
yypexgeHmem 3afaHus YNonHOMOYEHHOro defepanbHoro opraHa WCMONMHUTENbHOW BAAcTM C MPUIOXKEHUEM
HeobX0AMMbIX OOKYMEHTOB, yKasaHHbIX B NyHkTax 9, 11, 12 yactn 3 crtatbn 18 HacTtosiwero deaepanbHOro
3aKOHa, AOKYMEHTOB, yKa3daHHbIX B YacTu 4 ctatbn 18 HacTosiwero ®efeparnbHOro 3akoHa v NpeacTaBiieHHbIX No
XenaHuo 3asBUTENs, U COBETOM MO 3TUKE 3adaHus YNONHOMOYEHHOro deaeparnbHOro opraHa UCMONHUTENBLHON
BMacTu C NpunoxeHvem HeobxoanmbIX JOKYMEHTOB, ykadaHHbIX B nyHkTax 11 - 14 yactn 3 ctatbn 18 HacTosLero
deaepanbHOro 3akoHa.

2. [JokymeHTbI, coAepxalmecs B PerncTpauMoHHOM A0Cbe M MOCTYMMBLUME B JKCMEPTHOE yypexaeHue,
COBET NO 3TUKe [Ans OCYWEeCTBNEeHUS WX 3JKCNepTMsbl B LENsSX MOMydYeHWs paspelleHus Ha npoBedeHve
KIMMHWYECKOro UccneaoBaHns nekapcTBEHHOro npenapara Ans MeAuLMHCKOro NpuMeHeHus, noanexart Bo3BpaTy B
YNOSIHOMOYEHHbIN  befepanbHbil - OpraH  WCMOMHUTENbHOW  BRacTM  OOHOBPEMEHHO C  3aKNI0YEHUSMU
COOTBETCTBYIOLLUX IKCNEPTUS.

Cratba 21. llonydeHme paspelleHWs Ha MpPOBEAEHUE KIMHUYECKOro WCCNeAOBaHUSA feKkapCTBEHHOro
npenapaTa Anst MeAMUUHCKOro NpUMeHeHns

1. B cpok, He npeBbIwawWwmn natn paboynx gHen co AHSA NONydYeHUs 3aKroyYeHun, yka3aHHbIX B cTatbe 20
HacTosiwero ®degepanbHOro 3akoHa, YMNONHOMOYEHHbLIN befepanbHbIi - OpraH  UCMONMHUTESNbHON  BNacTu
OCYLLECTBMAET OLEHKY MOCTYNUBLUMX 3aKMioYeHun ANnsa onpeaeneHns nx CoOoTBETCTBUA 3afaHNsM Ha NpoBedeHne
COOTBETCTBYIOLLUX SKCMEPTU3 U YBEAOMMSET 3asBUTENS B MUCbMEHHOW opMme O pesyrnbTaTtax NpoBefeHHbIX
3KCNepTM3 N 0 BO3MOXHOCTU UMWY HEBO3MOXHOCTW BbiAA4yn 3asiBUTESIO paspeLlleHns Ha NpoBeaeHne KINUHUYECKOro
nccrnegoBaHuUs fiekapcTBEHHOMO Npenapara Ans MeQUUMHCKOro NPUMEHEHNS.
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2. Tpy NpUHATUM pelleHuss O BO3MOXHOCTU Bbiayu paspelleHVss Ha NpoBedeHUe KIMHUYECKOro
nccrnefoBaHUsl NEeKapCTBEHHOTO Mpenaparta Ans MeauUMHCKOrOo MpUMEHeHUs1 YNONHOMOYEHHbIV deaeparnbHblii
opraH WUCMONHWUTENbHON BNacT! NpuocTaHaBvMBaEeT NPOBeAEHNE rOCYAapCTBEHHOWN perncTpaumm nekapcTBEHHOro
npenapata OO [OHA Modauv 3asiBUTerieM B YMNONHOMOYEHHbI defepanbHbli OpraH WCMONMHWUTENbHOW BracTy
3aABMEeHUs 0 NonyYeHU paspelleHns Ha NpoBeAeHne KMMHUYECKOro UCCneqoBaHus NekapCTBEHHOro npenapara
AN MeauLMHCKOTO NPUMEHEHNS.

3. B cnyyae NpuHATMS peLleHnst 0 HeBO3MOXHOCTM BblAayu paspelleHusl Ha NpoBedeHue KMMHUYECKOro
nccneaoBaHUs NekapcTBEHHOro npenaparta Ans MeguuMHCKOro MpUMeHeHUs YNOMHOMOYEHHbIM deaepanbHbIii
opraH WCNOMHWUTENbLHOW BMACTM MNpekpalwaeT npoueaypy rocyaapCTBEHHOM perucTpaumMn nekapcTBEHHOro
npenapara.

Cratba 22. PeweHne o npoeegeHnn KrmMHNM4YeCKoro wuccrnegoBaHuAa JiekapCTBEHHOro npenaparta and
MeaNLMNHCKOIo npuMmeHeHund

1. na nonyyYyeHns paspelleHnss Ha NpoBedeHMe KIMHUYECKOro UCCredoBaHMs NIeKapCTBEHHOro npenapara
ONst  MEeOMUWHCKOTO MPUMEHEHUSA 3asdABUTENb MNpPeAcTaBnsieT B YNOMHOMOYEHHbIM dedepanbHbii  OpraH
WCNONHUTENBHON BNACTU:

1) 3asgBneHne 0 Nony4YeHUn paspeLLeHns Ha NPoBeAEHNE AAaHHOIO KIMHUYECKOrO NCCNEeA0BaHUS;

2) cBegeHnsa o6 onbiTe paboTbl MccrnegoBaTenen no COOTBETCTBYKOLMM CNeunanbHOCTSM U UX OnbiTe
paboTbl N0 NPOBEAEHUIO KIMHUYECKUX UCCNeSoBaHWM;

3) konuio pJoroBopa 00A3aTENbHOMO CTPaxXOBaHUSA >KM3HW, 340pOBbA MaUMEHTOB, YYacTBYWOLMX B
KMMHUYECKOM UCCreoBaHUM NeKkapCTBEHHOro npenapaTta and MeauuMHCKOro nNpuMeHeHus (ganee - OOroBop
065a3aTenNbHOrO0  CTPaxoBaHWsl), 3aKMOYEHHOTO B COOTBETCTBMM C  TWUMOBLIMU MpaBuriamu 00A3aTenbHOro
CTPaxOBaHWUSI >KWU3HW, 300POBbsi MNaUMEHTa, Y4YacTBYKLIErO0 B KIMHUYECKOM WCCeOoBaHUW NeKapCTBEHHOMO
npenapaTa ans MeauLMHCKOro NpMMeEHeHNs, yTBepxxaeHHbIMU MpaButenbcTBom Poccuiickon ®Pepepaumm (aanee -
TUMNOBbIE MpaBuna 00s3aTeNbHOr0 CTPaxoBaHWs), C yKa3aHWeM MNpeAenbHOW  YUCIIEHHOCTM NauMEHTOB,
y4YacTBYHOLUUX B KIIMHUYECKOM UCCIef0BaHUN NekapCTBEHHOIo nNpenapaTa Anst MeguuUHCKOro NpUMEHEHUS;

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

4) cBefeHWss O MEAWUMHCKUX OpraHuM3aumsix, B KOTOpbIX MpegnonaraeTcd npoBedeHue KIMHUYECKUX
nccrnegoBaHUM  NEKapCTBEHHOrO npenapata  ANnd  MegUUMHCKOTO  MpuUMeHeHust (MOfHoe W COKpalleHHoe
HaVMeHOBaHWsi, OpraHn3aUuoHHO-NpaBoBas opma, MECTO HaAXOXOEHMS M MECTO OCYLLECTBIEHNS OeATeNnbHOCTH,
TenedgoH, Tenedakc, agpec 3NEeKTPOHHON NOYTbl MEOULMHCKOW OpraHusauum);

(n. 4 B peq. ®enepanbHoro 3akoHa oT 29.11.2010 N 313-93)

5) npegnonaraemble CPOKM MPOBEAEHUS KIMHWYECKOrO WCCMNeAOoBaHUS IekapCTBEHHOro npenapara and
MEeAMLIMHCKOro NPUMEHEHMS.

(n. 5 BBepeH deaepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

2. B cpok, He npeBbllaloWnin NSTU pabounx AHEW CO OHSA NPUHATUS YKa3aHHOro B Yactu 1 HacTosLiewn
cTaTbW 3asBfeHUs C MNpUNoXeHnem HeobxoauMMbIX [OKYMEHTOB, YMNONHOMOYEHHbIN dheaepanbHblid  opraH
WCNONHUTENBHON BNAcTU:

1) MpoBOAMT MNPOBEPKY MOMHOTbI M [OCTOBEPHOCTUM CBEAEHWUN, COAEPXAaLUMXCA B NpPeacTaBIieHHbIX
3agBuTENEM MaTepmanax;

2) npvHUMaeT pelleHVe O Bblgavye paspelleHnss Ha MNpOBEAEHUE  KIMHWYECKOro  MCCreaoBaHus
nekapCTBEHHOro npenapaTta Anst MeguUUHCKOro NpUMeHeHus unm ob oTkase B Bbldaye yka3aHHOTO paspeLleHus;

3) yBeJOMNSET B MMCbMEHHON (DOPME 3assBUTENS O MPUHATOM PELLEHMM UMK B Clly4yae OTKas3a C ykasaHuem
MPUYUH TaKOro 0TKasa;

4) BblgaeT paspelleHue Ha npoBedeHME KITMHUYECKOro UCCNeaoBaHMs IeKapCTBEHHOro npenapara ang
MEOMLMHCKOrO MNPUMEHEHMA B MOpsgKe, YCTAHOBMEHHOM  YMOMHOMOYEHHbIM  dhedeparnbHbIM — OpraHom
WCNONHUTENBHON BNacTu.

2.1. B cny4ae BbIIBNEHMS HEOOCTOBEPHOCTUM CBEAEHWMN, COAEPXKALLMXCA B MPEACTaBIEHHbIX 3aaBUTENEM
MaTepuanax, ynorHoMoYeHHbIN befeparnbHbii OpraH UCMONHUTENBHOW BNacTu HanpaenseT 3asBuTEero 3anpoc
06 yTOYHEHWUW yKa3aHHbIX cBeAeHWN. [aHHbIN 3anpoc MOXeT ObiTb nepefaH YyNomHOMOYEHHOMY MPEACTaBUTENHO
3as8BUTENs NIMYHO MOA PacnUCKy, HanpaerieH Mo NoyTe 3aKasHbIM MUCbMOM WK NepefaH B 3NEKTPOHHON chopme
Nno TeNeKOMMYHMKALUMOHHLIM KaHanam cBsisau. B cnydae HanpaBneHust faHHOro 3anpoca Mo MnoyTe 3aka3HbiM
NMMCbMOM OH CYUTAETCS MOMYYEHHbIM MO UCTEYEHWM LLIECTU OHEW C AaTbl HANpPaBeHWs 3aKa3Horo NMcbma.

(4acTtb 2.1 BBegeHa ®enepanbHbiM 3akoHOM oT 25.11.2013 N 317-03)
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2.2. 3asiButenb 00si3aH nNpeacTtaBUTb OTBET Ha 3anpoc  YMNONIHOMOYEHHOro dhedepanbHOro opraHa
WCNONTHUTENBHOW BIlAaCcTM B CPOK, He MNpeBbIIAWMIA AeBAHOCTA pabounx OHEN CO AOHS MOSfyvYeHusi OaHHOro
3anpoca. Cpok, yka3aHHbIA B 4acTu 2 HacTOsILWEeN CTaTby, NPUOCTAHABIMBAETCSA CO AHSI HaNpaBlieHUs 3asBUTENO
3anpoca ynosIHOMOYeHHOro dyeaepanbHOro opraHa WUCMNOMHUTENBHOW BNacTy OO OHSA MOflyYeHuMs UM OTBeTa Ha
[OaHHbIN 3anpoc.

(4acTb 2.2 BBegeHa ®enepanbHbiM 3akoHOM OT 25.11.2013 N 317-03)

3. OcHoBaHusIMM AOnNs OTKasa B BblAaye paspelleHus Ha npoBedeHMEe KITMHUYECKOro MccrenoBaHus
NneKkapcTBEHHOro npenapata Ang MeguUMHCKOTO MNpPUMEHEHUs SIBNAOTCA HenpeacTaBreHune [OKYMEHTOB,
YyKa3aHHbIX B 4YacTu 1 HacTosien cTaTbW, HECOOTBETCTBME COAEepXaHWs MNpeacTaBreHHbIX [OOKYMEHTOB
TpeboBaHuaM HacTosLero degepanbHOro 3akoHa, HenpeacTaBneHne 3asiBUTeNeM B YCTAaHOBMEHHbIN CPOK OTBETA
Ha yKasaHHbIN B YacTu 2.1 HacTosILLEeN CTaTbM 3anpoc YNosIHOMOYEHHOro doefeparnibHOro opraHa UCNOSTHUTENbHOWN
BNacTun nnbo Hanuyne 3akouYeHNss KOMUCCUM 3KCMEPTOB WM 3aKIlOUYEHUsI cOBeTa Mo 3TUKE O HEBO3MOXHOCTHU
NnpoBeaeHUs KITMHUYECKOro MWCCIefoBaHUs NEeKapCTBEHHOro npenapaTta And MeAWMUMHCKOro MPUMEHEHUs Mo
pe3ynbTataM NpoBeAEeHHbIX 3KCNePTU3, NPeAYCMOTPEHHbIX cTaTbel 20 HacTosiero PegepanbHOro 3akoHa.

(B peq. PepgepanbHbix 3akoHoB OT 11.10.2010 N 271-93, o1 25.11.2013 N 317-93)

Cratba 23. OkcnepTm3a kadecTBa NEKapCTBEHHOrO CPeacTBa M 9KCNEPTM3a OTHOLUEHMST OXMAAeMOWN Nosb3bl
K BO3MOXXHOMY PUCKY MPUMEHEHMS NIEKapCTBEHHOMO nNpenaparta ans MeguuuMHCKOro NpMMeHeHus

1. OkcnepTv3a KayecTBa IEKApPCTBEHHOIO CpeacTBa U 3KCNepTM3a OTHOLUEHMS OXWOAEMOM Mofb3bl K
BO3MOXHOMY PUCKY MPUMEHEHWsI NEKapCTBEHHOro npenapaTta Ansg MeguUMHCKOro NPUMEHEHWUs, COCTaBrieHue
KOMMUCCUAMM SKCMEPTOB 3aKIMYEHMI NO pe3ynbTaTaM NPOoBEeAEHHbIX 3KCNEPTU3 U HanpaBneHne Taknx 3aKmoyeHnin
B YMOMHOMOYEHHbIN (heiepanbHbIi OpraH UCMOMHUTENBHOW BRacTyU OCYLECTBNAOTCA B CPOK, HE MpeBbILLaoLN
cTa Jecsatn paboumx [OHEW CO [OHS MOMyYeHWst SKCMEPTHbIM YYpPEXOEHMEM COOTBETCTBYIOLLErO 3ajaHus
YNOMHOMOYEHHOro pefepansHOro opraHa UCMNOMHUTENBHOM BNACTU C AOKYMEHTaMU, YKa3aHHbIMU B NyHKTax 1 - 8,
15 - 17 vactm 3 ctatbu 18 Hactosduwero PenepanbHOro 3akoHa, MU OT4eTa O NPOBEAEHHOM KMMHUYECKOM
nccnegoBaHUU NekapCcTBEHHOro npenapara Ang MeguuuHCKOro npuMeHeHus.

2. Ina npoBefeHUs yKasaHHbIX B 4YacTuW 1 HacTodAWeW cTaTbM IKCNEpTU3 3asiBUTENb MNpeacTaBnseT B
YNOSIHOMOYEHHbIN doeaeparnbHbli OpraH NCNOMHUTENBHOW BNacTu:

1) 3asiBNeHve 0 BO30OHOBMNEHUN rocygapCTBEHHOW perncTpaummn nekapCcTBEHHONO npenapaTa u npoBegeHum
yKasaHHbIX B YacTu 1 HacTosLEen CTaTbM AKCNEePTU3;

2) oT4eT O MPOBEAEHHOM KITMHWYECKOM WCCNedoBaHWM NeKapCTBEHHOro npenapata Ans MeguuuHCKOro
NpUMeEHeHUS;

3) AOKYMEHT, NoATBepXKAaloLWnA ynnaTy rocygapCTBEHHOM NOLWMMHBI 3a NPOBeAEHNe 3KCNepTU3bl KayecTBa
NeKapCcTBEHHOro CpeacTBa U 3KCNEpPTU3bl OTHOLUEHUS OXMAAEMOW MNOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS
nekapcTBEHHOro npenapara Ans MeauUmMHCKOro NPUMEHEHNs Npu ero rocy4apCcTBEHHOW perncTpaLmm.

3. B cpok, He npeBblwawoWmin nNaTKM paboumx OHEeW CO [AHS MNPUHATUSA 3asBNEHUss C LOKYMEHTaMMu,
yKa3aHHbIMW B Yactu 1 1 nyHkTax 2 u 3 yacTu 2 HacTosLlen cTaTbM, YNOMHOMOYEHHbIV beaepanbHbIi opraH
NCMOSNTHUTENBHOMW BNacTu:

1) NPOBOAMWT NPOBEPKY MOJIHOTbLI U JOCTOBEPHOCTU JaHHbIX, COAEpXaLLMXCs B NpeACcTaBNeHHOM 3asiBUTENEM
oT4yeTe O NpoBeAeHUN KIMHUYECKOro UccneoBaHns nekapCTBEHHOro npenapara Ans MeauuuHCKOro npuMeHeHus
M B JOKYMEHTax, cogepxalumxcs B perucTpaumoHHOM A0ChE;

(B peq. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)

2) NnpyHMMaeT pelleHne O BO30OHOBIEHWM FOCYOAPCTBEHHOW perucTpauuy nekapCTBEHHOrO npenaparta u
NPoOBeAEHMM YyKasaHHbIX B Yactu 1 HacTosien cTaTbM IKcnepTus unm ob oTkase B BO30OHOBMEHMU
rocyapCTBEHHON perncTpauum nekapCTBEHHOro npenapaTa Ans MeQULUHCKOrO MPUMEHEHUS U NPOBEAEHNMN TaKNX
aKCcnepTus;

3) yBegomMngaeT B NMCbMEHHON hopMe 3asaBUTENS O NPUHSATOM PeLLIeHMM UNKn B Criydae oTkasa C yKkaszaHuem
NPWYMH TaKOro oTkasa.

3.1. B cny4yae BbIsIBNEHMS HEOOCTOBEPHOCTM CBEAEHMWI, COAEPXKALLMXCHA B MPELCTaBIEHHbIX 3asaBuTENem
MaTepmanax, ynonHOMOYeHHbIN befepanbHbli OpraH UCNONHUTENBbHOW BNAcTW HanpaBnseT 3adBUTENto 3anpoc
06 YyTOYHEHWMM yka3aHHbIX cBedeHMNn. [aHHbIN 3anpoc MoXeT ObiTb NepefaH YNONHOMOYEHHOMY MPeACTaBUTENIO
3a8BUTENS MUYHO NOA PacnuCKy, HampaBreH No noyTe 3akasHbIM NMUCLMOM UMK nepefaH B 3MeKTPOHHOW dopme
no TenekoMMYHUKALMOHHbIM KaHanam cBsA3n. B crnyyae HanpaBneHus JaHHOro 3anpoca no fnoyTe 3akasHbIM
NMUCLMOM OH CYUTAETCS NOSYyYEHHbIM MO UCTEYEHUN LLIeCTU AHEN C AaTbl HanpaBfeHUsa 3aKka3Horo NMcbma.

KoucyanaHTI'Imoc www.consultant.ru Crpanvua 20 n3 56

HafeXHasa npaBoBas noaAepXXkKa


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

®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(pep. o1 22.10.2014) [okymeHT npepocTtasneH KoHcynbTaHTI0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTs” [aTta coxpaHenus: 25.01.2015
(c u3m. n gon., BCTyM....

(vactb 3.1 BBegeHa ®enepanbHbiM 3akoHOM OT 25.11.2013 N 317-03)

3.2. 3asiButenb 00si3aH npeacTtaBUTb OTBET Ha 3anpoc  YMNONIHOMOYEHHOro dhedepanbHOro opraHa
WCMONMHUTENbHOW BflaCTU B CPOK, HE MPEBbIWANWMIA AeBAHOCTa pabovmMx OHEN CO AHA MOSyYeHus OAaHHOro
3anpoca. CpokK, yka3aHHbI/ B 4acTu 3 HacTOsILLEN CTaTbW, MPUOCTaHABMNMBAETCS CO OHA HanpaBneHus 3asiBUTENHO
3anpoca ynoriHOMOYEHHOro dheaepanbHOro opraHa UCMOMHUTENbHON BNAcTy OO OHA MOMNyYeHus MM OTBeTa Ha
[OaHHbIN 3anpoc.

(vacTb 3.2 BBegeHa denepanbHbiM 3akoHOM OT 25.11.2013 N 317-03)

4. OcHoBaHMeM Ang oTka3a B BO30OHOBMEHMM rocyaapCTBEHHON perncTpauumn nekapcTBEHHOro npenapara u
NpoBedeHUN yKa3aHHbIX B 4acTM 1 HacTosen cTaTbM IKCNepTU3 SBNAETCHA npeacTaBneHne [LOKYMEHTOB,
YKa3aHHbIX B 4Yact 1 M nyHKTax 2 u 3 yacTu 2 HacTosLen cTaTbW, B HEMONMHOM obbeme, HenpeacTaBreHve
3asiBUTENEeM B YCTaAHOBMEHHbLIN CPOK OTBETa Ha YyKasaHHbld B 4Yactm 3.1 HacToswen craTtbu 3anpoc
YMOMHOMOYEHHOro degepanbHOro opraHa WCNONHUTENbHOWM BNAcTU WNW npeactaBneHne [OOKYMEHTOB, He
cofepXalmx nc4epnbiBatoLero nepeyHst HeO6X0AMMbIX CBEAEHWNA.

(B pea. PepepanbHoro 3akoHa oT 25.11.2013 N 317-93)

5. B TeueHne nsTHaguaTn paboymx OHEW CO OHS MOMyYeHWs PELUeHUs YNOSIHOMOYEHHOro dedeparnbHOro
opraHa VCMOJTHUTENbHOM BlacT! 0 BO30OHOBMNEHUN rOCY4apCTBEHHOW PerncTpaLmMmn nekapcTBEHHOMO npenapara u
NpoBefEeHUN YyKas3aHHbIX B 4YacTu 1 HaACTosWEen CcTaTbM IKCNepTU3 3asiBUTENb NpPeacTaBnsdeT B 3KCNepTHOoe
yupexaeHme [Ons npoBeAeHUsl 3KCNepTM3bl KayecTBa fIEKapCTBEHHOro cpeacTtBa obpasubl NekapCTBEHHOro
npenapaTta gns MeAUUMHCKOrO MPUMEHEHUs, NPOM3BEAEHHOr0 B COOTBETCTBUM C TpeboBaHMSMM OMbITHO-
NPOMBILLNIEHHOTO M (MNKX) NPOMBILLNEHHOIO pPEerfamMeHToB, YTBEPXOEHHbIX PYKOBOAUTENEM MNpou3BoauTENS
NEeKapCTBEHHbIX CPeACTB, a Takke B COOTBETCTBYHOLLMX criydasax obpasel dpapmMaueBTUYEeCKON cybcTaHumm, TecT-
WTaMMa MWKPOOPraHM3MOB, KyrbTypbl KNeToK, obpasubl BeLecTB, NPUMEHSIEMbIX ANSA KOHTPOMs KayecTBa
NeKkapcTBEHHOro cpeactBa NyTeM CpaBHEHUS C HUMW MUCCReayeMoro nekapcTBeHHOro cpeacTsa, B KONUYeCTBaXx,
HeobXxo4MMbIX AN BOCNPOM3BEAEeHNsI METOA0B KOHTPOMS KayecTBa.

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

6. Mpun nonydyeHun obpasLOB NeKapCTBEHHOIo npenapata 1 apmaueBTUYECKOW CyOCTaHUUKN 3KCnepTHOE
yypexaeHne BblAaeT 3asiBUTENO OOKYMEHT, MOATBEPXKAAKLIMIA NOSNyYEHUE yka3aHHbIX 0OpasuoB, U B CPOK, HE
npeBbllLIALWNA  Tpex pabounx [OHen, yBedoMnsieT B NUCbMeHHOM dopme 06 3TOM  YNOJSIHOMOYEHHbIN
deaepanbHbI OpraH UCNOSTHUTENBHOW BacTMu.

7. Cpok Oonsd npeAcraBrneHus 3asiBuTenem o0pasuoB fekapCTBEHHOro npernaparta u dapMaueBTUYeCcKon
cybCcTaHuumM N CpoK yBEAOMIEHUSA 3KCMEPTHLIM ydYpexaeHnem ob 3T0M B NMUCbMEHHOW (hopMe YMOSTHOMOYEHHOIO
deepanbHOro opraHa UCMNOMHUTENbHOW BACcTU, yKasdaHHble B YacTax 5 n 6 HacTodLlen cTaTby, HE BKIIOYAOTCA B
CPOK NpoBeAeHUs yKasaHHbIX B YacTu 1 HACTosLLEN CTaTby IKCNepTUS.

8. [IoKyMeHTbI, MOCTYNMBLLME B 3KCNEPTHOE yupexaeHue AN npoBeeHUs yka3aHHbIX B 4acTu 1 HacTosLLen
cTaTbM 3KCNepTW3, noanexart BOo3BpaTy B YMNOMHOMOYEHHbI defeparnbHblid OpraH WCNOMHUTENbHOM BRacTu
OZHOBPEMEHHO C 3aKMOYEeHUAMN NO pedynbTaTaM yKasaHHbIX 3KCNepTU3.

Ctatbs 24. DKkcnepTm3a KavyecTBa NEKAPCTBEHHOrO CpeacTBa U 3KCNepTu3a OTHOLLEHUST OXKMAAEMOW NONb3bl
K BO3MO>XXHOMY PUCKY MPUMEHEHMS NIeKapCTBEHHOrO npenapaTta Ans BeTePUHaApHOro NpUMeHeHnst

1. OkcnepTusa kavecTBa feKapCTBEHHOTO CPEeACTBa W 3KCMepTu3a OTHOLLUEHWUS OXuAaemMow Momnb3bl K
BO3MOXHOMY PUCKY MPUMEHEHMUS NEeKapCTBEHHOro npernapara Aff BeTEepUMHAPHOro MNMPUMEHEHUs, CcocTaBrieHune
KOMUCCUAMM IKCMEPTOB 3aKMioYEeHUI No pesynbTaTaM yKasaHHbIX SKCMepTU3 U HanpasreHne Takux 3akoveHnin B
YNONTHOMOYEHHbIN dheaeparnbHbIi OpraH UCMOSTHUTENbHOW BNACTU OCYLLECTBMAIOTCA B CPOK, HE MpeBbILLaloLWLmMi cTa
OecsaTn paboymx AHeWn Co OHSA NOMyYeHUs AKCMEePTHbIM yYpexaeHUeM 3agaHuns yrnorHOMOYEeHHOro deaepansHoro
OopraHa MCMOSfTHMTENbHOW BNAcTN C JOKYMEHTaMM, ykasaHHbIMK B nyHkTax 1 - 8, 10, nognyHkrax "a" - "m", "n" - "¢"
nyHkta 16 n nyHkte 17 yactn 3 ctatbm 18 HacTosiwero PeaepanbHOro 3aKoHa.

(B pea. PegepanbHoro 3akoHa ot 22.10.2014 N 313-$3)

2. B TeueHve naTHaguatn pabouvx OHEW CO OHS MOMyYeHWs peLleHUs YNONTHOMOYEHHOro dhedeparnbHOro
opraHa MCNoONHWUTENbHOW BNAcTM O MPOBEAEHUWN yKa3aHHbIX B YacTu 1 HacToswen cTaTbM 3KCNepTu3 3asdBuTerb
npeacTaBnseT B SKCNEPTHOE yYpexaeHWe ANs MNPOBEAEHUs 3KCNepTU3bl KavyecTBa JeKapCTBEHHOro cpeacTtsa
obpa3ubl nekapcTBEHHOro npenaparta Ans BeTEPUHapHOro MpUMEHEHMUs, MPOWM3BEAEHHOr0 B COOTBETCTBUM C
TpeboBaHUAMN TEXHOMOIMYECKNX PernaMmeHToB, YTBEPKOEHHbIX PYKOBOAMTENEM NPOU3BOAMTENS NEKapCTBEHHbIX
cpeacTs, a Takke obpasel hapmaLeBTUYECKON CybCcTaHUMM B KONMYecTBax, HeobXxoaMMbIX Ansi BOCNPOU3BEAEeHNSs
MEeTO[I0B KOHTPOJIA Ka4yecTBa.
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3. MNMpwn nonyyeHnn obpasLOB NEKAaPCTBEHHOrO npenapara 1 gapmaueBTMYECKON CyOCTaHUMM SKCNepTHOe
yypexgeHue BblAaeT 3asiBUTEN0 OOKYMEHT, MOATBEPXKAALMA NOMyYeHUe ykasaHHbIX oOpasuoB, U B CPOK, HE
npeBbllLIALWNA  Tpex pabounx [OHen, yBedoMnsieT B NUCbMeHHoOM dopme 06 3STOM  YNOJSIHOMOYEHHbIN
tbeaepasnbHbI OpraH UCMOMHUTENBLHON BNacTu.

4. Cpok ons npefacrtaBneHus 3asBuTenem obpasuoB NekapCTBEHHOro npenapaTta v apmaueBTUYECKON
cybCcTaHUUN 1 CPOK YBEOOMMEHUS SKCNEPTHbIM ydpexaeHnem o6 aToM B NUCbMEHHOW hopMe YyNnonNHOMOYEHHOMO
denepanbHOro opraHa UCNONHUTENBHOM BRACTUW, YKa3aHHbIe B YacTaX 2 U 3 HacTOsLEN CTaTby, HE BKINIOYAKOTCS B
CPOK NpOBeAEeHUs yKasaHHbIX B YacTu 1 HACTOSLLEN CTaTby AKCNEPTUS.

5. [IOKyMEHTbI, MOCTYNMBLLME B 3KCNEPTHOE yupexaeHue Angd npoBeAeHUs yka3aHHbIX B 4acTu 1 HacTosLLen
cTaTbM 3KCNepTM3, nognexar BOo3BpaTy B YMNOMHOMOYEHHbI defeparnbHbidi OpraH WCNOMHUTENBHOM BRacTu
O[JHOBPEMEHHO C 3aKIMHYEHNAMN MO pe3ynbTaTtaM yKasdaHHbIX SKCNepTm3.

Ctatbs 25. HOBTOpHoe npoeeageHne aKkCcnepTunsbl JIEKapCTBEeHHbIX CPeacTB U 3TUYECKON 9KCNepTU3bl

1. B cnyyasix HegocTaTtovyHOM OOOCHOBaHHOCTWM WIIM HEMOMHOTHI 3aKMOYEHMUST KOMUCCUM SKCMEPTOB WM
coBeTa MO 9TUKE, HanMMiuss B HEM MNpPOTUBOPEYMBBLIX [aHHbIX, anbcudurkaumm BbIBOAOB 3KCMEPTU3bI
nekapCTBEHHOro cpeacTsa U (Mnn) 3TUHECKON IKCNEepPTU3bl, COKPLITUSA OT YNOMHOMOYEHHOro deaepansHOro opraHa
WCNONHUTENBHON BNACTU OCHOBaHUM AN OTBOAA JKCMepTa BCNEACTBME €ro 3anHTEPEeCOBaAHHOCTU B pesyrbTaTax
COOTBeTCTByPOLIJ,eVI OKCNepTusbl, Hannyna AaHHbIX O MNPAMOM nmbo KOCBEHHOM BMeLLaTenbCTBE B npouecc
COOTBeTCTByPOLIJ,eVI 9KCNepTun3bl Nnu, He y4aCTByROLINX B ee npoBedeHUN, HO OKa3aBLUUX BIIMAHUME Ha npouecc U
pesynbTaTtbl ee nposegeHusd, yrnosIHOMO4Y€HHbIM cpe,qepaanbuvl opraHom WCMNOJSTHUTENbHON BNacTW Ha3Ha4yaeTcs
NMOBTOPHAasi 3KCNepTM3a NeKapCTBEHHOMo CpeacTBa U (Mnu) aTudeckas aKkcnepTusa.

2. TloBTopHass aKcnepTM3a NEeKapCTBEHHOrO cpeacTBa MPOBOAMTCA B CPOK,  YCT@HOBIEHHbIN
YNONTHOMOYEHHbIM (befepanbHbIM OpraHoOM UCMOSNHUTENBHOWM BIAcTU U He MPEeBbILLAOWNIA COpoKa pabounx OHEN
CO OHs1 MONYYEHUs1 IKCNEPTHBIM YYPEXOEHMEM 3aaHUs Ha NPOBeAEeHNE NOBTOPHOW 3KCMEPTU3bl NIEKAPCTBEHHOIO
cpencTBa, NOBTOPHas aTU4Yeckasl 3KCMepTM3a - B CPOK, He MpeBbIlAOWMiA NATHaguaTM pabovmx OHEW cO OHS
nory4YeHns COBETOM MO 3TMKe 3aJaHus Ha NpoBeaeHME NOBTOPHOWM 3TUHECKONM IKCNEPTU3bI.

3. ®uHaHcOBoe obecrnevyeHne BbINOMHEHWS 3afaHWs Ha MNpoBedeHWe MOBTOPHOW  3KCMEpPTU3bI
nekapCTBEHHOro cpeacTBa He OCYLLeCTBMSETCH, U CcpeacTBa, MepeyucrieHHble paHee Ha npoBedeHue TaKou
3KCMNepTn3bl, MOANeXaT Bo3BpaTy B dheaeparnbHbin OIOIKET.

CTtaTtbs 26. YckopeHHasi npoueaypa 3KCnepTuabl NIEKapCTBEHHbIX CPeaCTB

1. YckopeHHasa npoueaypa 9KCnepTusbl NeKapCTBEHHbIX CPeacTB B LEnsx rocyaapCTBEHHOW perncrpauum
NeKapCTBEHHbIX NpenapaToB MPUMEHSIETCS B OTHOLLEHMM BOCMPOM3BEAEHHbLIX NEKApCTBEHHbIX npenapaTos. [pu
npoBefeHUN Takou npoueaypbl MPeacTaBnslTCAa MHOpMaUUd, fnofnydeHHas nNpu NpoBeAEeHMU KITMHUYECKMX
nccneaoBaHUN fnekapcTBEHHbIX NpenapaToB U onybnukoBaHHasi B Cneunanu3npoBaHHbIX NevYaTHbIX U3gaHusx, a
Takke OOKYMEHTbI, cogepXalime pesynbTaTbl MCCNeAoBaHUA GMOSKBMBANEHTHOCTU M (UNM) TepaneBTUYECKON
3KBUBANEHTHOCTM NEKapCTBEHHOro npenapara Ans MegUUUHCKOrO NPUMEHEHUs Unu pesynbTaTbl MCCNesoBaHUS
OMO3KBMBANEHTHOCTM NIEKAPCTBEHHOIO NpenapaTa A1 BETEPUHAPHOro NPUMEHEHUS.

2. YckopeHHast npouedypa 9KCNepTu3bl JeKapCTBEHHbIX CPeacTB He MNPUMMEHSETCS B OTHOLUEHMU
NMMYHOOMOMOrMYeCKNX JeKapCTBEHHbIX MNpenapaToB, MNpenapaToB WMHCYNMMHA W JeKapCTBEHHbIX Mpenapartos,
BMepBLIE perucTpupyemolx B Poccuiickon ®epepaunn.

3. YckopeHHas npouedypa 9KCNepTuabl NEeKapCTBEHHbLIX CPeaCcTB  NPOBOAMTCA MO PELUEHMIO
COOTBETCTBYIOLLLENO YNOMHOMOYEHHOro befieparnbHOro opraHa UCNONMHUTENBHON BNACTU B CPOK, HE NPEBbILLAIOLLMNA
wectnaecatn paboumx gHen. Mpn aToM 3KCNepTn3a JOKYMEHTOB, COOAEPXKALLMXCA B PErMCTPaALMOHHOM A0Cke, ANns
nony4yeHusl paspelleHnss Ha MnpoBedeHUe KITMHUYECKOro WCCRedOoBaHWs JeKapCTBEHHOro npenaparta Aand
MEeOMLMHCKOro MPUMEHEHMS U 3TUYECKas SKCnepTu3a NpoBOAATCH B CPOK, HE MPEBbLILIAKLLINA NATHagUaTH paboumx
OHen, JKcnepTMsa KadecTBa JIEKAPCTBEHHOIO CPEeACTBA M 3KCMEpPTM3a OTHOLUEHUS OXMAAEMOW MofMb3bl K
BO3MOXHOMY PUCKY NPUMEHEHUSI NIEKAPCTBEHHOrO npenapara - B CPOK, HE MPEBbLILAKLWNA Copoka NATU paboumx
JHen.

4. YckopeHHas npoleaypa SKCnepTusbl NekapCTBEHHbIX CPeACcTB NPOBOAMTCA B NOpsiaKe, YCTaHOBNEHHOM
ctatbsMn 17 - 20, 23 n 24 Hactosiwero depgepasnbHOro 3akoHa, U He O3Ha4yaeT CHWXKeHust TpeboBaHUM K
6e3onacHoCTH, Ka4yecTBY M 3EKTUBHOCTM NEKAPCTBEHHbIX NpenapaTos.
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Cratbs 27. PelwleHne o rocygapCTBEHHOW permcTpauumn NekapCTBEHHOro npenapara

1. B cpok, He NpeBbILWALWMIA NATU pabounx OHEN CO AHSI NONyYEeHUsT 3aKIMIOYEHUIN KOMUCCUU SKCNEPTOB MO
pe3ynbTaTtaM 3KCNepTu3bl Ka4ecTBa JIEKAPCTBEHHOrO CpeacTBa M 3KCMEpPTM3bl OTHOLLEHUS OXMAAEMOW MOSb3bl K
BO3MOXHOMY  PWUCKY MPUMEHEHUSI NEKapCTBEHHOro npenaparta, COOTBETCTBYHOLMA  YNONHOMOYEHHbIN
deaepanbHbI oOpraH UCMONHUTENBbHON BNAcTu:

1) ocyLlecTBNAET OLEHKY TakMX 3aKniYeHUn Ans onpefeneHns nx COOTBETCTBUSA 3aaHuI0 Ha NpoBedeHne
YKa3aHHbIX 3KCNepTuns;

2) NnpuHMMaeT peLleHne O rocyagapCTBEHHOW perncrpauumn fnekapcTBEHHOro npenapara unu ob oTtkase B
rocyfapCTBEHHOW perncTpaumm nekapcTBEHHOro npenapara;

3) BHOCUT NpU MPUHATUN pPEeLLIEHUs1 O TOCYAapPCTBEHHON PerMcTpaummn nekapcTBeHHOro npenapaTa AaHHble O
3aperncTpupoBaHHOM JfIEKAapCTBEHHOM MpenapaTte, B TOM 4yucre o hapMmaueBTUYECKO cybCcTaHLmMKM, BXoOsLWEN B
COCTaB NeKapCTBEHHOrO npenapara, B rocyJapCTBEHHLIN PeecTp NeKapCTBEHHLIX CPeACTB U BblOAAeT 3asiBUTENHO
perncTtpauMoHHoe  yOoOCTOBEpPEHME  JNEKapCTBEHHOro  npenapaTta, ¢opMa  KOTOpOro  yTBepXxaaeTtcs
YMOSIHOMOYEHHbIM  cbefeparibHblM  OpraHoM  UCMOSIHUTENBHOWM  BNAcTW, COrMacoBaHHble  HOPMAaTMBHYHO
OOKYMEHTaLM0, HOPMATUBHbIA OOKYMEHT, MHCTPYKLUMIO MO MPUMMEHEHUIO JIEKApPCTBEHHOro npenaparta U MakeTbl
NepPBUYHON YNaKOBKU N BTOPUYHON (NOTPEBUTENBCKON) YNAKoOBKM C YKa3aHMEM Ha HUX HOMEepa PerncTpaLmMoOHHOro
YOOCTOBEPEHMS NNEKaPCTBEHHOTO npenapara v AaTbl ero rocygapCTBEHHOW perncTpauum unm B cryvyae npuHATUS
peleHnss o6 oTkase B rocygapCTBEHHOW peructpauumu nekapCTBEHHOro npenapaTta yBeAoMIisieT B MUCbMEHHOWN
dopme 3asaBuTENS 06 9TOM C yKazaHMEM MPUYMH Takoro oTkasa.

2. OcHoBaHMeM [ns OTka3a B rocydapCTBEHHOW peructpauuu feKkapCTBEHHOro npenapaTta sBnAeTca
peLLleHne COOTBETCTBYIOLLEro YMOMHOMOYEHHOro ¢heaepanbHOrO opraHa MCMOSHUTENbHOW BNacTM O TOM, YTO
KadecTBO U (M) 9PEKTUBHOCTL PETNCTPUPYEMOrO JIEKAPCTBEHHONO nNpenapata He MNoATBepXAeHb
NONMyYeHHbIMU OaHHBIMW WM YTO PUCK NMPUYMHEHUS Bpeda 340POBbI0 YENoBeKa WU XMBOTHOIO BCMEACTBUE
npuema nekapcTBeHHOro npenapara npeBbilaeT 3pdHekTUBHOCTb Er0 NPUMEHEHUS.

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

3. Mpu rocyoapCTBEHHON perucTpaumm NekapCcTBEHHOrO npenapara, BKIIHYEHHOTO B MepeyvYeHb XMU3HEHHO
HEeobXOOUMbIX U BaXXHEWLLMX JIEKAPCTBEHHbIX MpenapaTtoB, HE0OXoANMbIE LaHHbIE 3aHOCATCHA B roCy4apCTBEHHbIN
peecTp npenernbHbIX OTNYCKHbIX LIEH NPOM3BOAMTENEN Ha NeKapCTBEHHbIE Npenapartbl, BKIKOYEHHbIE B yKa3aHHbIN
nepeyeHb.

CTtatbs 28. PerncrpaumoHHoe yaoCTOBEPEHNE NNEKAPCTBEHHOTO Npenapara

1. PerncrtpaunoHHoe yaoocTtoBepeHMe NeKapCTBEHHOro npenapaTta C ykasaHuWeM IeKapCTBEHHbIX (hopM U
O03MPOBOK BblAaeTcsl 0ecCcpoyvyHO, 3a UCKIIYEHUEM PErUCTPaUMOHHOIO YAOCTOBEPEHUA NeKapCTBEHHOro
npenapaTa, BblJaBaeMoro CO CPOKOM [JeWCTBUS NATb NeT, Ha BhnepBble perncrpupyemble B Poccuickon
depepaumm nekapcTBeHHbIE Npenaparhbi.

2. o ncreveHun ykasaHHOro B Yyactu 1 HacTosLLen cTaTbM Cpoka BblaaeTca 6eccpoyHoe pernctpaunoHHoe
yOOCTOBEPEHME NeKapCTBEHHOMo Npenaparta npu yCnosun NoATBEPXKAEHNS €ro rocyapCTBEHHON perncrTpaumm.

Ctatbs 29. MoateepxaeHMe rocyaapCTBEHHON perMcTpaumm nekapcTBeHHOro npenapaTa

1. MNoaTeBepxaeHne rocydapCTBEHHOW peruncTpauMm fekapCTBEHHOrO Mpenaparta OCyLecTBAseTca npu
Bblgavye OecCpOYHOro perncTpauuoHHOro YOOCTOBEPEHWSI NEKapCTBEHHOro npenaparta B criyyae, yKasaHHOM B
yactu 2 ctaTbu 28 HacTosiwero degepanbHOro 3akoHa, B CPOK, HE MpeBbILLAKLWUN AeBAHOCTa pabounx gHen co
OHS  MOMy4YeHus COOTBETCTBYHOLUMM  YNOMHOMOYEHHbIM defeparnbHbiM  OpraHoM  MCMOMHUTENbHOW  BracTu
3asBNEHNsI O MOATBEPXKAEHMU TOCYSAPCTBEHHOW pervcTpauum rekapcTBEHHOro npenapara, oopMieHHoOro B
COOTBETCTBMU C YacTbio 2 ctaTtbk 18 HacToswero ®egepansHOro 3akoHa.

2. TNopTtBepXaeHne rocyaapCTBEHHOW perncTpaunm nekapCTBEHHOro npenapaTta OCYLIeCTBMAseTcs Mo
pe3ynbTaTtaM 3KCNepTU3bl OTHOLLIEHUS OXWUOAEMOW MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOMO
npenapaTa, a TakKke 9KCNepTu3bl KayecTBa JIEKAapCTBEHHOrO cpeacTBa, MNPOBOAMMOM B Criydae BHeECEHUs
N3MEHEHN B HOPMATUBHYIO JOKYMEHTALMIO UM HOPMATUBHbIA OKYMEHT.

(4acTb 2 B pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3. K 3asBneHvio o0 noaTBEpXKOEHUMU TOCYAApCTBEHHOW perncrTpauumM nekapcTBEHHOro npenapara

npunarawTca  OOKYMEHT, MoATBEepXOaloWwuin  ynnaTy rocygapCTBEHHOM MOWMWHLI 32  MNOATBEPXAEHUE
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rocygapCTBEHHOWN pernctpauuny nekapCTBEHHOro npenapara ans MeguuuHCKOro MPpUMEHEHUs Uy NeKapCTBEHHOTO
npenapaTa Ofis BETEPUHAPHOrO MPUMEHEHUS, OJOKYMEHT, COAepXallMin pesynbTaTbl MOHUTOPMHra Ge3onacHocTu
NneKkapCcTBEHHOro mnpenapaTta, MpPOBOAMMOrO 3asBuTeNneMm, Mo OpMe, YCTaHOBMEHHOW COOTBETCTBYHOLLUM
YMOJSTHOMOYEHHbIM hefeparnibHbIM OPraHOM MCMONHUTENbHOM BNACTW, a Takke OOKYMEHTbI, yKa3aHHble B MyHKTax 2
n 5 vactm 3 cratbn 18 HacTosiwero degepanbHOro 3akoHa. HopmaTtvMBHas OOKYMEHTauus MM HOPMaTUBHbIN
OOKYMEHT, MPOEKT WHCTPYKUUU MO MNPUMEHEHUIO NEKapCTBEHHOro mnpenapara, NpOoeKkTbl MakeToB MepBUYHOM
ynakoBKM U BTOPUYHON (NOTPeBbUTENbCKOM) YNakoBKM NeKapCTBEHHOrO npenapaTta npunararoTcs K 3asBreHUo o
NOATBEPXKAEHMN FOCYOapPCTBEHHOW perncTpaunmn nekapcTBEHHOro npenapata BHOBb TOMbKO B Cnydae, eCcnm B HUX
BHOCATCS U3MEHEHUS.

(B pea. PegepanbHbix 3akoHOB OT 29.11.2010 N 313-d3, o1 22.10.2014 N 313-03)

4. B TeyeHve gecaTu paboumx OHEN CO AHA NPUHATUS 3asiBMIEHUs O MOATBEPXAEHUWN rOCygapCTBEHHOM
perMctpaumMm InekapcTBEHHOro npenapata U HeobxoOuMbIX OOKYMEHTOB COOTBETCTBYKOLLUIA YMOSTHOMOYEHHbIN
deaeparnbHbI OpraH UCMOMHUTENBLHON BNacTu:

1) NpoBOOMT MNPOBEPKY MOMHOTbI M [OCTOBEPHOCTUM CBEAEHUN, COAEPXALUMXCA B MpeacTaBieHHbIX
3asABUTENEM MaTepuanax;

2) npuHMMaeT pelleHne o npoBedeHnn unm ob oTkase B NMPOBEAEHUM SKCNEPTM3bl OTHOLLEHMS OXMAaeMon
nonb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS FEeKapCTBEHHOro mnpernapaTta, a Tawkke SKCnepTusbl KavecTBa
NEeKapCTBEHHOro cpeacTea, MPOBOAMMON B Crydae BHECEHWUS] U3MEHEHWUA B HOPMATUBHYKO LOKYMEHTAUMK WUnn
HOPMAaTUBHbIN JOKYMEHT;

(n. 2 B peq. PegepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3) yBegomnsieT B NUCbMEHHON bopMe 3aaBUTENS O MPUHSATOM PELUEHUM UMK B Criydae NPUHATUSA peLleHust
00 oTKase B NpoBeAeHMN IKCMEPTU3bI C yKazaHMeM NPUYMH Takoro oTkasa.

4.1. B cnyyae BbISIBNEHUS HEOOCTOBEPHOCTM CBEAEHMWN, COOEPXKALUUXCA B NPEACTaBIIEHHbIX 3asBUTENEM
mMatepuanax, yrnofIHOMOYEHHbIN deaepanbHbIil OpraH MCMOMHUTENbHOW BRAacTU HanpaensieT 3asiBUTENIO 3anpoc
06 yTOYHEHWUW yKa3aHHbIX cBeAeHWN. [aHHbIN 3anpoc MOXeT ObiTb nepefaH ynormHOMOYEHHOMY MPEACTaBUTENHO
3asBUTENS NIMYHO NOA PacnUCKy, HanpaerieH Mo NnoyTe 3akasHbIM MUCbMOM WK NepefaH B 3NEKTPOHHON chopme
No TeNeKkOMMYHMKALUMOHHLIM KaHanam cBsisau. B cnyyae HanpaBneHust faHHOro 3anpoca Mo MoyTe 3akasHbiM
NMMCbMOM OH CYUTAETCS NOJTYYEHHBIM MO UCTEYEHMM LLECTU OHEN C AaTbl HAanpaBneHnsl 3aKa3Horo NUcbma.

(vacTb 4.1 BBegeHa depgepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

4.2. 3agsuTtenb o6s3aH npencTtaBuTb OTBET Ha 3anpoc  YMNOJIHOMOYEHHOro dedepanbHOro opraHa
WCMONMHUTENbHOW BIlaCTU B CPOK, HEe MpPEBbIAWMIA AeBAHOCTa paboymMx OHEN CO AHA MOSyYeHus OAaHHOro
3anpoca. CpokK, yka3aHHbI/ B 4acTu 4 HacTOSLLEN CTaTbW, MPUOCTAaHABMNMBAETCS CO OHA HanpaBneHus 3asiBUTENHO
3anpoca YMoSIHOMOYEHHOro dhedeparnbHOro opraHa MCMOMHWUTENBHOW BRAacTu OO AHS MOfyYeHWss UM OTBeTa Ha
OaHHBIN 3anpoc U He YYUTbIBAETCA MNPW MCYUCMIEHMM CPOKa MNOATBEPXKAEHUS FOCYOapCTBEHHOW perncrpauum
nekapcTBEHHOro npenapara.

(4acTb 4.2 BBegeHa denepanbHbiM 3akoHOM OT 25.11.2013 N 317-03)

5. OcHoBaHMeM s OTKasa B NPOBELAEHMM IKCMEPTU3bl OTHOLLUEHUS OXMAAEMOW MOMb3bl K BO3MOXHOMY
pUCKy MNPUMEHEHUS NEKapCTBEHHOro npenapaTta W (MnM) 3SKcnepTusbl KavecTBa JeKapCTBEHHOrO cpeacTea
SABNAETCA npeacTaBrneHne OOKYMEHTOB, yKa3aHHbIX B yacTax 1 m 3 HacTosllen cTaTtbu, B HEMNOSIHOM obbeme,
HenpeacTaBreHVe 3asBUTENEM B YCTAHOBIIEHHbLIN CPOK OTBETA Ha ykasaHHbIA B 4actu 4.1 HacToswen cratbu
3anpoc  YMNOfHOMOYEHHOro dedeparnbHOro oOpraHa MWCMNOJMHWTENbHOW BRacTn, a Takke OTCYTCTBME B
npeacTaBreHHbIX AOKYMEHTaxX MCYEepNbIBaOLWMX CBEAEHWIN, KOTOPbIE AOMKHbI OblTb OTPaXEHbI B HUX.

(B pea. PegepanbHbix 3akoHOB OT 29.11.2010 N 313-93, o1 25.11.2013 N 317-03)

6. OkcnepTusa OTHOLIEHUS OXWOAEMOMW MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS FEeKapCTBEHHOIO
npenapata u (MnNun) aKcnepTnsa KadecTBa NEKapCTBEHHOrO CpeacTBa B LEenaxX NOATBEPXKOAEHUS rocyaapCTBEHHON
perncTpaumm nekapcTBEHHOro npenapata MNPOBOAATCS Ha OCHOBaHMM [OKYMEHTOB, YKa3aHHbIX B 4actu 3
HacTosiLLen cTaTbW, B Mopsgke, YCTaHOBMEHHOM uvacTamu 5 - 8 cratbm 23 n cratbenm 24 HacTosWwero
depnepanbHOro 3akoHa.

(vacTb 6 B pen. PegepanbHoro 3akoHa ot 29.11.2010 N 313-03)

7. B nepuop npoBeneHMs npouenypbl NOATBEPXAEHMS FOCYAApPCTBEHHOW perncTpaumm nekapCTBEHHOro
npenapaTa ero rpaxxgaHckuii o06opoT ocyLLecTBrSeTcs Ha TeppuTopun Poccuiickon Pegepaumm.

8. OcHoBaHVeM Ana oTkasa B NOATBEPXOEHWUM FOCY4apCTBEHHOW perMcTpaumm fieKapcTBEHHOro npenapara
ABMNSIETCS PELUEHNE COOTBETCTBYIOLLErO YNOMHOMOYEHHOro hefiepanbHOro opraHa UCNoNHUTENBHOW BIiacTu O TOM,
YTO KayecTBO M (Mnn) 3PdEKTUBHOCTL JIEKAPCTBEHHOrO MpenapaTta He NoATBepXAEeHbl NONYyYEeHHbIMU OAHHBIMU
NN 4YTO PUCK MPUYMHEHUS Bpeda 340POBbI0 YEroBeKa WU XMBOTHOIO BCIEACTBME Mpuema neKapCTBEHHOro
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npenapaTta npesblaeT aPPHEKTUBHOCTb EM0 MPUMEHEHMS.
(vacTb 8 BBegeHa denepanbHbiM 3akoHOM OT 22.10.2014 N 313-03)

Crtatbs 30. BHeceHMe W3MEHEHMIt B [OKYMEHThI, CoAepXallMecs B perucTpauuoHHOM [ocbe Ha
3aperncTpUpPoBaHHbI NeKapCcTBEHHbIN npenapaT Ans MeauLUHCKOro NpuMeHeHus

1. B uenax BHECEHVWS MW3MEHEHUN B [OOKYMEHTbl, CoAepXaliMecss B permctpauuoHHOM [OoCbe Ha
3aperncTpuUpOBaHHbIN NEKAPCTBEHHbIN NpenapaTt Ans MeAUUUHCKOro NPUMEHEHUs, 3asiBUTENb NpeacTaBnsieT B
YMOMHOMOYEHHbIV dhefeparnbHblid opraH UCNOMHUTENbHOW BNAcTU 3asiBNEeHWEe O BHECEHWN Takux U3MEHEHWn no
opme, YCTaHOBMEHHOW YNONMHOMOYEHHbIM dheaepanbHbiM OPraHoM UCMNONHUTENBHOW BRAcTU, U NPUNOXEHHbIE K
HEMY M3MEHEHUS B YKa3aHHble OOKYMEHTbI, a Takke OOKYMEHTbl, MOATBepXaalrline HeobXoaNMMOCTb BHECEHUS
Takmx W3MeHeHUN. [pUHATME peLleHNs O BHECEHUN TaKMX W3MEHEHUM unM o6 OoTkaze B WX BHECEHMU
OCYLLECTBMSIETCS B CPOK, HE MNpeBbILIAWMIA AeBAHOCTA pabounMx OHEN CO OHSA MPUHATUS YNOSTHOMOYEHHbIM
denepanbHbIM OpraHoOM UCMOSNTHUTENBHOM BNAcTX 3asiBfIEHUS1 O BHECEHUU TakUX U3MEHEHU.

2. B cny4yae BHECEHUS UBMEHEHWIA B MHCTPYKLMIO MO MPUMEHEHUIO NIEKapCTBEHHOIO NpenapaTta B OTHOLIEHU
CBeAEHUN, ykasaHHbIX B nognyHkTax "' - "n", "x" nyHkta 16 yactn 3 ctatbun 18 HacTosiwero PegepanbHOro 3akoHa,
B COCTaB JIEKApCTBEHHOro mnpenapaTta [Afs MeAUUMHCKOrO MPUMEHEHUs, W3MEHeHWst MecTa MNpoM3BOACTBaA
NeKapCTBEHHOro npenapara ans MeauUMHCKOro NpUMEHEHUs, U3MEHEHNsI NoKasaTenen kKayecTsa NeKapCTBEHHOro
npenapaTta gns MeanLUMHCKOro NpUMeHeHns 1 (M) METOL0B KOHTPOIS KayecTBa JIeKapCTBEHHOMo npenapaTta 4ns
MELMLMHCKOrO MPUMEHEHUS, M3MEHEHUA Cpoka rOAHOCTM IEeKapCTBEHHOro npenapata Ans MeguLMHCKOro
NPUMEHEHNS NPOBOANTCS 3KCMEepPTM3a NEKApPCTBEHHbIX CPEACTB B YacTU SKCNEpPTU3bl KavyecTBa ieKapCTBEHHOMO
CpeAcTBa 1 (Mnn) SKCNePTU3bl OTHOLLIEHMSI OXKNMAAEMOM NOSb3bl K BO3MOXHOMY PUCKY MPUMEHEHMUS NTEKAPCTBEHHOIO
npenapaTta Anst MeOULMHCKOro npuMeHeHusi. B cnyvyae HeoOXOAMMOCTM BHECEHWUS] UHbIX M3MEHEHUIN B LaHHY0
WHCTPYKUMUIO 3KCMepTU3a JeKkapCTBEHHONO cpeacTBa ANsi BHECEHUSI TakuxX W3MEHEHUM B CBEAEHUS O
3aperncTpupoBaHHOM flekapCTBEHHOM Mpenaparte He NPOBOAMUTCS.

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

3. C 3aABneHMemM O BHECEHWM M3MEHEHMI B [OKYMEHTbI, COAEPXKALUMECH B PErMcTpauMoHHOM JOCbe Ha
3apEermcTpUpPOBaHHbIA JTIEKAPCTBEHHbIN NpenapaTr Ang MEeLULUMHCKOTO MNPUMEHEHUs, Hapsidy C OOKYMEHTamMu,
YKa3aHHbIMM B 4YacTu 1 HacTosillenh cTaTbW, NPeOcTaBnAlTCA [OOKYMEHTbl, MoaTBepXaawlme ynnaTy
rocy4apCTBEHHOW MOLUSIMHbLI 332 BHECEHNE U3MEHEHUI B MHCTPYKLUUIO MO MPUMEHEHMIO NIEKAPCTBEHHOIO npenapaTa
AN MEOQNLMHCKOrO NPUMEHEHWS, TOCY4apCTBEHHOM MOLLUMMHbLI 32 BHECEHWE U3MEHEHWIA B COCTaB JIEKapCTBEHHOIO
npenapaTta ans MeguuMHCKOro NPUMEHEHUS.

4. B TeueHue pecatun paboumx OHEW CO [HSA MOCTYMIEHUST yKa3aHHOro B 4acTu 1 HacTosiwen craTbu
3asBNeHNst 1 HeOH6XOAMMBIX JOKYMEHTOB YNONTHOMOYEHHbIN dheaepanbHbIi OpraH UCMONHUTENbHOW BRacTu:

1) npoBoAMT NPOBEpPKY MNOMHOTbI W [OCTOBEPHOCTU CBEAEHUN, coAepXalluMxcs B npeacTaBrieHHbIX
3asiBMTENEM Martepuanax;

2) NpuvHMMaeT pelleHve O NPOBEeAEeHMM YKa3aHHbIX B 4YacTW 2 HaACTOALlEeNW CTaTbW COOTBETCTBYHOLLMUX
3KCNepTu3 NekapCTBEHHOro cpeacTea unm 06 oTkase B UX NPOBEAEHUN;

3) yBegomnsieT B NUCbMEHHOW (bopMe 3asBUTENS O MPUHATOM PEeLUEHUM UMK B Criydae NPUHATUSA peLueHnst
00 oTKa3e B NpPOBEAEHMN COOTBETCTBYIOLLEN SKCNEPTU3bI C YKa3aHUEM MPUYMNH TAKoro oTkasa.

4.1. B cnyyae BbISIBNIEHUs HELOCTOBEPHOCTU CBEOEHUN, COOEpXaLLUMXCS B MpeacTaBfieHHbIX 3asiBUTENEM
MaTepuanax, ynosIHoOMoYeHHbIN beaeparnbHbIi OpraH UCMONHUTENBHON BNAcTU HanpaensdeT 3asiBUTENO 3anpoc
00 YyTOYHEHUWN yKal3aHHbIX cBedeHu. [JaHHbIA 3anpoc MoXeT OblTb NepefaH YnosfIHOMOYEHHOMY MPeACTaBUTENO
3aABUTENS NTMYHO MOA PACMnMUCKy, HanpaBfieH MO MNoYTe 3aKasHbIM MUCbMOM UMW NepefaH B 3NeKTPOHHOW dopme
Nno TENeKOMMYHUKaLUMOHHbIM KaHanam cBA3W. B cnyyae HanpaBneHus OaHHOro 3anpoca Mo MoyTe 3akas3HbIM
MMCbMOM OH CHUTaETCS NOSTYYEHHBIM MO UCTEYEHWM LLECTU OHEN C AaTbl HanpaBneHusl 3aKka3Horo NUcbma.

(vacTb 4.1 BBegeHa PeaepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

4.2. Bagsutenb o6s3aH npenctaBuTb OTBET Ha 3anpoc  YNONHOMOYEHHOro dedepansHOro opraHa
WCNONHUTENBHON BriacTM B CPOK, HE NpeBbILIALWMIA AeBAHOCTA pabovnx OHEN CO OHS MOMyvYeHus OaHHOro
3anpoca. Cpok, yka3aHHbIN B 4acTu 4 HacTosLWEeN CTaTby, NPUOCTAHABNMBAETCA CO AHSI HanNpaBlieHUs 3aaBUTENO
3anpoca YnoSIHOMOYEHHOro dyedepanbHOro opraHa MCMOMHUTENBbHOM BMAacTu OO OHSA MOSlyYeHWst UM OTBeTa Ha
OaHHbIA 3anNpoC M HE Y4YMTBIBAETCS MPU WUCHUCIIEHWM CPOKa MPUHATUSI pELUEHUMS O BHECEHWUM W3MEHEHU B
OOKYMEHTbI, cofepXXalluecs B perMcTpaunoHHOM J0Cbe Ha 3aperMcTpupoBaHHbIA NeKapCTBEHHbIV Npenapat Ans
MeOMLMHCKOro NPUMEHEHMS.

(4acTb 4.2 BBegeHa denepanbHbIiM 3akoHOM OT 25.11.2013 N 317-03)
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5. OcHoBaHMeM Ans OTKa3a B NMPOBEAEHUMN YKa3aHHbIX B YaCTW 2 HACTOsILLEN CTaTbM IKCMEpPTM3 ABMseTCH
npeacTaBrneHne [OKYMEHTOB, MEepPeyYUCrieHHbIX B 4Yactax 1 M 3 HacTodwen cratbW, B HEMNOMHOM obbeme,
HenpeacTaBneHne 3asiBUTENEM B YCTAHOBJSIEHHbIM CPOK OTBETa Ha YyKasaHHbIM B 4acTu 4.1 HacTosiwen craTbu
3anpoc  YMNOfHOMOYEHHOro dedeparnbHOro oOpraHa MWCMNOMHWTENBHOW BRacTn, a TakKke OTCYyTCTBME B
npeAcTaBneHHbIX JOKYMEHTax AOCTaTOUHbIX CBEAEHWI, MOATBEPXKAAOLWNX HEOBXOAMMOCTb BHECEHNST U3BMEHEHUN.
(B pen. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)

6. YKkazaHHble B 4acTu 2 HacCTOsILLEN CTaTbM IKCMEPTM3bl NPOBOAATCA B NOPSAKE, YCTAHOBNEHHOM CTaTbew
23 HacTtosuwero ®enepanbHOro 3akoHa.

7. B cpok, He npeBbIWaoLWnn NATU paboynx AHEN CO OHA MOMyYEeHMs 3aKMOYEHUA KOMUCCUA 3KCMEPTOB MO
pe3ynbTaTaM yKasaHHbIX B 4YacTW 2 HaCTOsWEen CTaTbM 3KCMEPTU3, YNONMHOMOYEHHbIN bedepanbHbIi OpraH
NCMNONMHUTENBbHOW BNacTu:

1) NPUHMMAET peLleHre O BHECEHUM U3MEHEHWUI B JOKYMEHTbI, COAEpXKallMecs B PeErMcTpaumoHHOM OCke
Ha 3aperncTpMpoBaHHbIN NIEKAaPCTBEHHBIN Npenapar Anst MEAWLMHCKOro NpUMEHEeHNs1, unn ob oTkase BO BHECEHUN
TaKnX U3MEHEHMN;

2) BHOCUT B rOCYOApPCTBEHHbIN PEEecTp NEKapCTBEHHbIX CPEACTB HAa OCHOBaHUWM PELUEHVS O BHECEHMU
N3MEHEHWU B OOKYMEHTbI, COAEPXaLUMecss B PErMcTpauMoHHOM [OCbE Ha 3aperncTpUpOBaHHbIN NEKapCTBEHHbIV
npenapaT 4ns MeAULUMHCKOro NpuMeHeHus, HeobxoaMMble U3MEHEHUS 1 BO3BPALLAET NX 3adBUTENHO.

8. OcHOBaHMeM NSt OTKa3a BO BHECEHUM M3MEHEHUN B AOKYMEHTbI, coaepKalumecsa B perncrpauvoHHOM
JOCbe Ha 3aperMcTpyMpoBaHHbIN  MEKApPCTBEHHBLIM nNpenapat And  MeOULMHCKOTO MPUMEHEHUs, SABNseTCH
3aKnoYeHne YNOMHOMOYEHHOrO dhedeparnbHOro opraHa WCMOMHUTENBbHON BAcTM O BO3MOXHOCTU CHWKEHUS
©e3onacHocTH, kayecTBa, 3IPPEKTUBHOCTM NEKAPCTBEHHOIO CPEACTBA B Cry4ae BHECEHUSI TAKNX U3MEHEHW.

9. [onyckaeTca rpaxgaHckmii ODOpOT NeKapCTBEHHbIX MNpenapaToB AN MEOULMHCKOrO NPUMEHEHUs,
Npou3BeAeHHbIX 00 MPUHATUS YNOMHOMOYEHHBIM heaeparnibHbiM OPraHoOM WCMOSTHUTENbHOW BMacTu peLUeHns o
BHECEHUWN MW3MEHEHUN B LOKYMEHTbI, COAepXallnecsi B PErncrpaumoHHOM [OCbe Ha Takue JliekapCTBEHHble
npenapaTbl, NN peLleHns 00 0TKa3e BO BHECEHWUM YKa3aHHbIX U3BMEHEHMN.

Crtatba 31. BHeceHMe W3MeEHeHWii B [OKYMEHTbl, codepXaluMecss B perucTpauuoHHOM [oCbe Ha
3aperncTpUpoBaHHbI NTeKapCTBEHHbIN NpenapaT Ans BeTepUHapHOro NpuMeHeHNs

1. B uensix BHeCeHMS W3MEHEHVWN B [AOKYMEHTbl, CcoAepXallMecss B PEermcrpaumMoHHOM [OCbe Ha
3aperMcTpUpoBaHHbIA NEKapCTBEHHbIVM MpenapaT ANd BeTepuHapHOro NpuMEeHeHusl, 3asBuTenb npeacraBnseT B
YNOSTHOMOYEHHbIN dhefeparbHbli OpraH UCMOMHUTENBbHON BNacTu 3asiBfieHNe O BHECEHUM TakuX U3MEHEHUn Mo
cdopmMe, YCTaHOBIEHHON YNOMHOMOYEHHbIM befeparnbHbiM OPraHOM UCMOMNHUTENBHOW BRACTU, Y MPUIOXEHHbIE K
HEMY M3MEHEHUs B YyKadaHHble OOKYMEHTbI, a TakKe OOKYMEHTbl, MOATBepXaalLlmne HeobXxoaNMOCTb BHECEHUS
Takux WusMeHeHun. [puHATME peLleHUs O BHECEHUM Takmx MU3MeHeHUn unu ob oTkaze B UX BHECEeHUU
OCYLLLECTBMSETCHA B CPOK, HE MNpeBblllaloWmi AeBAHOCTa pabounx OHEN CO AHA MPUHATUS YNONHOMOYEHHbIM
denepanbHbIM OpraHoOM UCMONHUTENBHOW BRacTy 3asBMNeHUs O BHECEHUU TaknuxX U3MEHEHNN.

2. B cnyyae BHeceHWS W3MEHEHW B [OOKYMEHTbl, COAepXaliuecs B perucrpauMoHHOM [OCbe Ha
3aperncTpuUpoBaHHbIN NEeKapCTBEHHbIN Npenapat ANS BETEepPUMHAPHOrO MNPUMEHEHWsl, B OTHOLLUEHUW CBEAEHWUMN,
yKasaHHbIX B nognyHktax "' - "e", "n", "M", "n", "y" nyHkta 16 yactm 3 ctatbu 18 HacToswero denepanbHOro
3aKOHa, a Takke B Crnyvyae M3MEHeHWs MokasaTerien KadecTBa NeKapCTBEHHOro npenapara ansi BeTepuHapHOro
NpMMEeHeHNs N (MNn) METOAOB KOHTPOIS Ka4yecTBa NeKapCTBEHHOMO npenapara Afs BeTEPUHAPHOro NPUMEHEHUS
NMPOBOANTCA 3KCMEepTU3a NeKapCTBEHHOrO CpeacTBa ANs BETEPUMHAPHOIo NpumeHeHus. B cnyyae HeobGxogumocTu
BHECEHWSI MHbIX U3MEHEHMI B AOKYMEHTbI, COAEpXalUMecs B perncrpauMoHHOM OOCbe Ha 3aperMcTpupoBaHHbIV
NeKkapcTBEHHbIN npenapaT ANs BeTEePUHAPHOro MNPUMEHEHUS, 3JKCMepTu3a IeKkapCTBEHHOro cpeacTBa [Aans
BETEPUHAPHOrO NPUMEHEHUS HE NPOBOANTCS.

(4acTb 2 B pea. PepepanbHoro 3akoHa ot 22.10.2014 N 313-93)

3. C 3aaBNeHMeM O BHECEHUN U3MEHEHUA B OOKYMEHTbI, coaepXallmecs B perucTpaumMoHHOM OO0Cbe Ha
3apEerncTpUpPOBaHHbIN NIEKapPCTBEHHbIA MNpenapaT Afs BETEPUHAPHOro NPUMEHEHUs, Hapsdy C OOKYMEHTaMMu,
YKa3aHHbIMM B 4YacTu 1 HacTosillen cTaTbW, NPEeACTaBNATCA [LOKYMEHTbl, MoATBepXaawwme ynnaTy
rocy4apCTBEHHOM MOLUMMHBbI 33 BHECEHWEe B [OKYMEHTbl, coAepXalimecss B PerucTpauMoHHOM [OCbe Ha
3aperMcTpUpoOBaHHbIA FIEKAPCTBEHHbIN MpenapaT ANd BeTEepUMHApPHOro MPUMEHEHUS, U3MEHEHUI, TpeOdyoLwmnx
NPOBEAEHUS 3KCMEPTU3bl FIEKAPCTBEHHOINO CPEACTBa AN BETEPUHAPHOIO MPUMEHEHUS!, UMW W3MEHEHWI, He
TpebytoLLMx NPOBeAEHMS IKCNEPTU3bI JIEKAPCTBEHHOIO CPeACTBA A1 BETEPMHAPHOIO NPUMEHEHMUS.

(B peq. ®enepansHoro 3akoHa ot 22.10.2014 N 313-93)
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4. B cpok, He npeBbilaLWmi gecatn paboumx gHen co AHA NOCTYMNIEHUS yKa3aHHOro B YacTu 1 HacTosiwen
cTaTbl 3asABMEHUss N HEOOXOAMMbIX [OOKYMEHTOB, YMOJSIHOMOYEHHbIN dedepanbHbii OpraH MCMNOMHUTENbHON
BNacTu:

1) nNpoBOOUT NPOBEPKY MOMHOTbI M [OCTOBEPHOCTUM CBEAEHWUNA, COAEPXALUMXCA B NPeAcTaBIieHHbIX
3asBUTENEM JOKYMEHTaX;

2) NpuUHUMaeT pelleHMe O NpPOBeAeHUN IKCNepTU3bl JeKapCTBEHHOrO cCpeacTBa Ans BETepUHapHOro
npuMeHeHusa unm ob oTkase B ee NpoOBeEAEHUN;

3) yBegomnsieT B NUCbMEHHOW (bopMe 3asBUTENS O MPUHATOM PEeLUEHUM UMK B Criydae NPUHATUSA peLleHnst
06 oTkase B NpoBeAEeHUN IKCNepPTU3bl NEKAapCTBEHHOrO CpeacTBa AN BETEPMHAPHOrO NPMMEHEHUS C yKaszaHuem
MPUYUH TaKOro oTkasa.

5. OcHoBaHveM 0N oTka3a B MPOBEOEHWUM IKCMepTu3bl NIEKAPCTBEHHONO CpeAcTBa Ans BeTepuMHapHOro
NpUMeHeHUsa ABNseTCa nNpeacTaBneHne JOKYMEHTOB, YKa3aHHbIX B YacTax 1 1 3 HacTosilwen cTaTby, B HEMOMHOM
obbemMe wunM OTCYTCTBME B MNPEACTaBMEHHbIX [AOKYMEHTax [OCTaTOYHbIX CBEAEHWUN, NOATBEpXOaroLmnx
Heob6X04MMOCTb BHECEHUS U3MEHEHWIA.

6. QkcnepTu3a NekapCcTBEHHOIO CPeACTBa AN BETEPMHAPHOTO NPUMEHEHUS B LIENSIX BHECEHWS N3MEHEHWI B
OOKYMeHTbI, coaepXallmecs B pernctpaumoHHOM A0Cbe Ha 3aperncTpmpoBaHHbIv NekapCTBEHHBIN npenapaT Ans
BETEPUHAPHOIO MPUMEHEHMUS, OCYLLECTBNAETCA B MNOpPsiAKEe, YCTAHOBMNEHHOM CTaTben 24 HacTosLWero
depnepanbHOro 3akoHa.

6.1. B cpokK, He npeBbIWaLLmMi NATU paboyumx AHEN CO AHA NONYYEHUS 3aKMYEHNsT KOMUCCUKN SKCMEPTOB MO
pesynbTataM yKas3aHHOW B 4acTW 2 HaCTOsILLeW CTaTbW 3KCMEepPTU3bl, YNOSTHOMOYEHHbLIN efepanbHbI opraH
NCNONHUTENBHON BNAcTU:

1) NpyHMMaeT pelleHne O BHECEHUN U3MEHEHWI B JOKYMEHTbI, CogepKalumecsa B permcTpaunoHHOM OOCbe
Ha 3aperMcTpuMpoBaHHbIA JIEKAPCTBEHHLIN npenapat Ans BeTEepUHApPHOro MNpUMEHeHusi, nnm ob oTkase BO
BHECEHMWMN TaKNX U3MEHEHWUI;

2) BHOCUT B rocyaapCTBEHHbIN peecTp NeKapCTBEHHbIX CPeACTB Ha OCHOBaHUW pelleHUst O BHEeCEeHWUU
NU3MEHEH B JOKYMEHTbI, coepXallnecs B permcTpauuoHHOM [0Cbe Ha 3aperncTpupoOBaHHbLIA NEKApCTBEHHbIN
npenapaT pAns BETEPUHAPHOrO MNPUMEHEHUsI, HeobOXooumble W3MEHEHMS U BO3BpallaeT 3TU  [OOKYMEHTbI
3asABuTENIO.

(vacTb 6.1 BBegeHa ®enepanbHbiM 3akoHOM OT 22.10.2014 N 313-03)

7. OcHOBaHveM Ofis OTKasa BO BHECEHWW U3MEHEHW B AOKYMEHTbI, COAepXXallMecs B permcTpaunoHHOM
JOCbe Ha 3aperMcTpupoBaHHbLIN fEeKapCcTBEHHbIM npenapaT ANnd BeTepuMHapHOro MpUMEHEeHUs, SABNAeTCH
3aKknioveHre YrNornHOMOYEHHOro efdepanbHOro opraHa WCMNOMHUTENbHOW BNacTM O BO3MOXHOCTM CHUXEHUS
Ge3onacHocTW, kavecTBa, 3P(PEKTMBHOCTM FfEeKapCTBEHHOro npenaparta Afs BeTEepPUHApPHOrO MPUMMEHEHWS B
Cny4yae BHECEHUSA UBMEHEHUIN B yKa3aHHble JOKYMEHThI.

8. [onyckaeTcs rpaxaaHCckui o0BOpOT NnekapCTBEHHbIX MNpenapaToB Ans BETEPUHAPHOrO MNPUMEHEHNS,
Npou3BeaEeHHbIX 00 MPUHATUSA YNONMHOMOYEHHbIM dheaepanbHbiM OpraHoOM WCMONHUTENBHOM BacTU pelleHust O
BHECEHUM U3MEHEHWA B [OKYMEHTbI, coepXallneca B perncrpaunoHHOM [OCbe Ha 3aperMcTpupoBaHHbIN
nekapcTBeHHbIV NnpenapaT Ans BeTEPUHAPHOro NpMMeHeHusl, unu ob oTkase BO BHECEHUUN YKa3aHHbIX U3MEHEHUNA.

Cratbsi 32. OTMeHa rocyqapCTBEHHOM perucTpauun ekapcTBEHHOMO Npenapara

PeweHne 06 OTMeHe rocydapCTBEHHOW perucTpaumu nekapcTBEHHOro mnpenaparta W UCKIHYEHUM
nekapcTBEHHOro npenapata W3 T[OCYAapCTBEHHOr0 peecTpa NeKapCTBEHHbIX CPEeACTB  MpUHMMAaeTcs
YNONMHOMOYEHHbLIM hefeparibHbIM OPraHoM UCMOSTHUTENBHOW BNacTy B Cryyae:

1) NnpeacTaBneHusi COOTBETCTBYHOLLMM YNONIHOMOYEHHbIM heaepanbHbiM OpraHoM UCMNOMHUTENBHOW BNAacTu
3aKMIOYeHMsT O pucke unu o6 yrpo3e 300pPOBbH, XM3HM YeroBeKa WU XKMBOTHOTO MpU  MPUMEHEHMM
nekapCTBEHHOro npenaparta, npeBbllalWmnX ero 3deKTMBHOCTb, MO pe3ynbTaTtaMm OCYLLECTBISIEMOrO UM
MOHUTOpPUHra 6e30nNacHOCTY NekapCTBEHHOIO NpenaparTa;

2) nogaun pa3paboT4MKOM NEKapCTBEHHOrO CPEeACTBa WM YMNOMHOMOYEHHLIM MM APYrUM HOPUANYECKUM
nMuUoM 3asBneHust 06 0OTMeHe rocy4apCTBEHHOW perncTpaunm nekapcTBEHHOro npenapara;

3) HenoaTBepXAEHWS roCyLapCTBEHHOW perncTpauun fekapCTBEHHOro npenaparta Mo UCTEYEeHUU cpoka
[AeNCTBUS PErMcTPaLMoHHOTO YAOCTOBEPEHNS, BbIAAHHOMO Ha NATL NET;

4) HenpefcTaBneHus 3asiBUTENeM WHoOpMaUMKU, KoTopas MOXeT MoBreyb 3a coboi HeobxoauMocTb
BHECEHUS] WU3MEHEHWA B [OKYMEHTbl, COAepXalluecss B PerucTpauuoHHOM [OCbe Ha 3aperucTpupoBaHHbI
nekapcTBEHHbIN NpenaparT, B TeYeHne TpuaLati pabovmnx AHel co AHA HACcTYNNeHUs 3TUX U3MEHEHNN;

KoucyanaHTI'Imoc www.consultant.ru CrpaHvua 27 n3 56

HafeXHasa npaBoBas noaAepXXkKa


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

®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(pep. o1 22.10.2014) [okymeHT npepocTtasneH KoHcynbTaHTI0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTs” [aTta coxpaHenus: 25.01.2015
(c u3m. n gon., BCTyM....

5) OCyllecTBreHUss rocyAapCTBEHHOW perucTpauuy JiekapcTBEHHOrO npenapata nod  TOProBbiM
HanMeHOBaHWEM 3aperMcTpUpoOBaHHOIO paHee Nod 3TUM TOProBbIM HAMMEHOBaHNEM FeKapCTBEHHOIO npenapaTa;

6) OCYLLUEeCTBIEHNA TOCYyAapCTBEHHOW perucTpaumuu 3asiBUTENeM OZHOMO M TOMO K€ JeKapCTBEHHOro
npenapara nog pasfyHbIMU TOProBbIMYM HaUMEHOBaHUSIMU;

7) BbIHECEHWA CYOOM peLleHMss O HapylleHuM npas npaBoobnagatens OGBLEKTOB WHTEnnekTyanbHon
cobCTBEHHOCTU NpK 06palLieHUN NekapCcTBEHHbIX CPeacTB.

Cratba 33. [ocyaapCTBEHHbIN peecTp NEKapCTBEHHbIX CPeaCTB

1. TocynapCTBEHHLIN peecTp NeKapCTBEHHbLIX CPEACTB COAEPXKUT MepeyveHb NekapCTBEHHbIX npenapaTos,
NpoLeALNX rocygapCTBEHHYIO perMcTpaumio, nepeveHb hapmaueBTUYEeCKNX CyOCTaHLMIM, BXOASLWMUX B COCTaB
nekapCTBEHHbIX NpenapaToB, U CrieayroLLyo MHOopMaLmio:

1) B OTHOLLUEHUN NEKAPCTBEHHbIX NPenapaTos:

a) HaMMEHOBaHWe INeKapCTBEHHOro npenaparta (MexayHapoAHOe HenaTeHTOBAHHOE WIIN XMMMUYECKOE U
TOProBOoe HaUMeHOBaHUS);

0) nekapcTBeHHas ¢opmMa C ykasaHMEM [OO03MPOBKW NEKAPCTBEHHOrO npenapata U ero Konuyectsa B
noTpebnTenbCKON ynakoBKe;

B) HaumMeHoBaHuWe pa3paboTymka NekapCTBEHHOro Npenapara;

r) HaMMeHoBaHWe 1 agpec NPOU3BOANTENS NEKAPCTBEHHOIO NpenapaTa;

) dapmMakoTepaneBTUYeckas rpynna fekapcTBEHHOro npenapaTa;

€) nokasaHusi 1 NPOTUBOMOKa3aHUSA K NPUMEHEHMIO NNEKapCTBEHHOIO Npenapara;

X) NnoboYHbIE ENCTBUSI NEKAPCTBEHHOrO Npenapara;

3) CPOK rOAHOCTM NlEKapCTBEHHOMO Npenapara;

N) YCrNoBUSI XpaHEHMWS NIEKAPCTBEHHOIO NpenapaTa;

K) yCroBwusi OTMyCKa NIeKapCTBEHHOrO Npenapara;

n) HoMmep dhapMakonenHon cTaTb UMK B CIly4ae ee OTCYTCTBUSI HOMEP HOPMaTMBHOW OOKyMeHTauuu nmbo
HOPMaTUBHOTO AOKYMEHTA;

M) JaTa rocy4apCTBEHHOW perMcTpaumum nekapCTBEHHOro npenaparta u ero permcTpaunoHHbI HoOMep;

2) B OTHOLLEHUM hapMaLEBTUYECKNX CYOCTaHLINI;

a) HanMeHoBaHue apmaLeBTMYeckon cybcTaHumMmn (MexayHapoaHoe HenaTeHTOBaHHOE MM XUMUYECKOe U
TOProBO€ HaMMEHOBAaHUS);

0) HanmeHoBaHWe 1 agpec NPoOM3BoOAMTENSA hapMaLEeBTUYECKOM CyOCTaHLmK;

B) CPOK rogHOCTU (hapmMaLeBTUYECKOM CyDbCTaHumu;

r) yCrnoBus XpaHeHus hapmaLeBTMYeCKon CybcTaHLmuy,;

4) Homep dhapmMaKkonenHon ctaTbM UMK B Criyyae ee OTCYTCTBUA HOMep HOpMaTMBHOW AOKyMeHTauun nnbo
HOPMaTUBHOTO AOKYMEHTA.

2. ®apmaueBTuYeckas cybcTaHuuMsl, Heucnonb3yemasi nNpu NpPOU3BOACTBE JEKAapPCTBEHHbIX MNpenapaTos,
MOXeT OblTb BKMOYEHA B TOCYAAPCTBEHHbLIA pPEEecTp JIeKAapPCTBEHHbLIX CPEACTB Ha OCHOBaHWWM 3asiBNEHUs
pa3paboTynka, NPoON3BOANTENS NEeKapCTBEHHOIO cpeacTea MO0 YNONHOMOYEHHOIO MU IOPUANYECKOTO fuua npm
YCNOBUN MNPOBEOEHNss B OTHOLWIEHUW Takonm cpapmaueBTUYECKOW CyOCTaHuuM 3KCNepTM3bl  KayecTBa
hapmaLeBTM4eCKON cybCTaHUMM B NOPSIAKE, YCTAHOBNEHHOM cTaTbe 34 HacTosiwero degepanbHOro 3akoHa.

3. Nopsigok BeAeHUs rocygapCTBEHHOIO peecTpa NekapCTBEHHbIX CPEACTB ANst MEAULMHCKOTO NPUMEHEHNS
N NMOpsifOK BeAEeHMs1 FOCydapCTBEHHOIO peecTpa JIeKapCTBEHHbIX CpPeacTB ANs BETEPUMHAPHOIO MPUMEHEHUS
YTBEPXXAAKTCA COOTBETCTBYIOLLMM YMOSTHOMOYEHHbIM hefiepanbHbiM OpraHoOM UCMOMHUTENBHON BNacTu.

CraTtba 34. OkcnepTusa kadecTBa papMaLeBTMYECKON CyBCTaHuuW, HEUCnonb3yemMon Mpu Npou3BOACTBE
nekapCTBEHHbIX NpenapaTos

1. Ans BknoyeHusa dapmaueBTUYeckon cybcTaHuum, HeMcnonb3yeMon npy NpousBoaCTBE feKkapCTBEHHbIX
npenapaToB, B rOCYAapCTBEHHbIV PEECTP NEeKapCTBEHHbIX CPEACTB, MPOBOAUTCS 3KCNepTn3a ee KavyecTBa.

2. DkcnepTv3a KayecTBa YyKaszaHHOMW B 4Yactu 1 HacToswew cratby hapmaueBTUYECKOW cybcTaHumu,
COCTaBMEHNE KOMWCCUEW IKCMEPTOB 3aKIHOYEHUA MO pes3ynbTaTaM TakoW 3KCMepTM3bl U KX HarpaBreHue B
YNONTHOMOYEHHbIV befeparbHblidi OpraH UCMOMHMTENBHOW BRAcTU OCYLLECTBIIAOTCS B CPOK, HE MpeBbILAOLLMNA
wectugecatn paboymx [HEW €O OHA MOMYyYEHUs 3KCMEPTHbIM YUPEXOEHMEM COOTBETCTBYIOLLErO 3adaHus
YNONTHOMOYEHHOro dejeparnbHOro opraHa WCMOMHUTENBHON BNacT U OOKYMEHTOB, YKa3aHHbIX B MyHKTax 4 - 7
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yacTtu 3 ctaTtbu 18 HacToswero PepepanbHOro 3akoHa.

3. [Ana npoBefeHust aKCnepTu3bl KadecTBa ykasaHHOW B 4acTh 1 HacTodAwen cTtaTbl hapMaueBTU4ECKOWN
cybcTaHuum 3asBMTENb NPEACTaBNSAET B YNONTHOMOYEHHbIN dheaepanbHbIi OpraH UCMONTHUTENbHOW BNACTU:

1) 3asBrNeHMe O BKIOYEHUM B TOCYAApPCTBEHHbLIN pEeecTp feKapCTBEHHbIX CPeAcTB  OaHHON
hapmaveBTUYeCKon cybcTaHumu;

2) OOKYMeHT, NOATBEpXAalLWUN ynnaTty rocygapCTBEHHOM MOLUMMHBI 3a BKIKOYEHUE dapMaLeBTUYECKOM
cybcTaHuun, Heucnonb3yemon npu MNpoM3BOACTBE NEKapCTBEHHbIX MpenapaTtoB, B rOCy4apCTBEHHbIA peecTp
NeKapCTBEHHbIX CPeacTs;

3) OOKYMEHThI, yKa3aHHble B NyHKTax 4 - 7 yactu 3 ctatbn 18 HacToswero depepansHOro 3akoHa.

4. B TeyeHve naTu pabounx OHEN CO OHA MPUHATUS 3asBNEHUS O BKMOYEHUW YyKa3aHHOW B 4vacty 1
HacTosiLen ctaTbM dhapmaueBTUYECKOM cybCTaHUMM B TrOCYOapCTBEHHbIA PEECTp JIeKapCTBEHHbIX CPeAcTB U
OOKYMEHTOB, NepeyncrieHHblX B YacTn 1 1 NyHKTe 2 YacTu 3 HacTosLEN cTaTby, YNONHOMOYEHHbIN dheaepanbHbiin
opraH UCNOMHUTENBHOM BNacTu:

1) NpOBOAWT NPOBEPKY MOJTHOTLI U JOCTOBEPHOCTU AAHHbIX, COAEPXaLLMXCS B NPEACTaBMNEHHbIX 3asBUTENEM
OOKYMeHTax;

(B peq. PegepanbHoro 3akoHa ot 25.11.2013 N 317-93)

2) NpyHUMaET peLLeHne O HanpaBfieHMM B 3KCMEPTHOE yupexaeHVe 3aJaHus Ha MpoBedeHue aKcnepTusbl
KadecTBa ykasaHHOW B 4acTu 1 HacToswen ctatbn papmaueBTuyeckon cybctaHumm mnm o6 oTka3e B TakoM
HanpaBneHuu;

3) yBegoMnseT B NMCbMEHHON (bopMe 3asdBUTENS O NPUHATOM PEeLleHUM UMK B Clyvae oTKasa C ykasaHueM
MPUYUH TaKOro oTKasa.

4.1. B cnyyae BbISIBNEHNS HELOCTOBEPHOCTU CBEAEHUN, COOEpXaLLMXCA B MpeAcTaBrieHHbIX 3asiBUTENEM
MaTepmanax, ynorHOMOYeHHbIN heaepanbHbIi OpraH UCNONHUTENBHOW BNAcTU HanpaendeT 3asBUMTEN0 3anpoc
06 YyTOYHEHWUW yKa3aHHbIX cBeAeHWN. [aHHbIN 3anpoc MOXEeT ObiTb nepefaH YnomHOMOYEHHOMY MPEACTaBUTENHO
3a8BUTENS MUYHO MO PACnMUCKy, HaMpaBrieH Mo NoyTe 3akasHbIM NMUCbMOM UMW NepefaH B 3NeKTPoHHOU dopme
Nno TenekoOMMYHUKaLUMOHHbLIM KaHanam cBA3W. B cnyyae HanpaBneHus AaHHOro 3anpoca Mo MnoyTe 3akasHbiM
MMCbMOM OH CHUTaETCs NONYyYEeHHbIM MO UCTEYEHUU LLECTU OHEN C AaTbl HanpaBneHns 3akasHoro NUcbma.

(vacTb 4.1 BBegeHa PegepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

4.2. 3agButenb o06s13aH npeacTaBuTb OTBET Ha 3amnpoc  YMONTHOMOYEHHOro dhefeparnbHOro opraHa
NCMONMHUTENbHOW BlaCTU B CPOK, HE MPEBbIWAKWMIA OEeBAHOCTa paboyvmMx AHEN CO OHA MOSyYeHus OAaHHOro
3anpoca. CpokK, yka3aHHbI/ B 4acTu 4 HacTOsLLEN CTaTbW, MPUOCTaHABMNMBAETCH CO OHA HanpaBneHus 3asiBUTENHO
3anpoca ynosiHOMOYeHHOro defepansHOro opraHa WUCMNOMHUTENbHOW BNacTy OO OHA MOMyvYeHus UM OTBeTa Ha
OaHHbIV 3anpoc U He YYUTbIBAETCS MPU MCHMCIIEHUN CPOKa 3KCMEePTU3bl KayecTBa papmaLeBTUYECKON cybcTaHuuw,
Hencrnonb3yemowm npu NPon3BoACTBE NeKapCTBEHHbIX NpenapaTos.

(vacTb 4.2 BBegeHa denepanbHbiM 3akoHOM OT 25.11.2013 N 317-03)

5. OcHoBaHvMeM And oTkasa B HanpaBfeHUU B IKCMEPTHOE YydpexaeHwe 3ajaHus Ha npoBefeHue
3KCMepTM3bl KayecTBa YKa3aHHOW B 4acTu 1 HacToswWweWn cTaTbu apmaLeBTUYECKOW cybCTaHuuu ABnseTcs
HenpeacTaBneHne [AOKYMEHTOB, MEPEYMCrIEHHbIX B 4YacTM 2 M NyHKTe 2 4actu 3 HacToswen craTtby,
HenpeacTaBneHne 3asiBUTENEM B YCTAHOBIEHHbIN CPOK OTBETA Ha YKal3aHHbIA B 4yacTu 4.1 HacTodAllen cTtaTbu
3anpoc ynosIHOMOYEHHOro defepansHOro opraHa UCMOMHUTENbHOW BNacTn UNu npeactaBneHne JOKYMEHTOB, He
cofepXXalmx nc4epnbiBaroLero nepeyHss Heo6X04AMMbIX CBEAEHWNA.

(B pea. PepgepanbHoro 3akoHa ot 25.11.2013 N 317-03)

6. B TeueHne nsaTHaguaTu paboymx OHEW CO OHS MOMyYEeHWUst pelLleHus YMOSTHOMOYEHHOro doeeparnbHOro
opraHa UCNONHUTENbHOW BriacTX O HanpasfeHUU B 3KCNepTHOe yypexaeHne 3agaHns Ha nposedeHne aKkcnepTusbl
KadyecTBa ykasaHHOM B YacTu 1 HacTosilen cTaTbu papmaueBTU4eckon cybcTaHumMm 3asBUTenb NpeacTaBnseT B
3KCNepTHOE YYpexXaeHne ONnd NpoBeAeHUs OaHHOW 3JKcnepTu3bl obpasubl dapmaueBTnyeckon cybcTaHumn B
Konunyectse, HeOOXO0AMMOM NSt BOCMPOM3BEOEHUS METOAOB KOHTPOMS KayecTBa. OKCMepTHOE ydpexaeHue npu
nonyyeHun obpasuoB ykasaHHOW B 4acTym 1 HacToswen cTaTtbh apmMaueBTUYECKOM cybCcTaHuuu Bblgaet
3aABUTENO OOKYMEHT, NOATBEPKAAOLMI NONy4YeHne 3TMx o6pasuyoB, U B CPOK, HE NpeBbILIaoLLmMi Tpex paboumnx
OHen, yBegomnsieT B MUCbMEHHOW ¢opme 06 3TOM YMOMHOMOYEHHbIN hedepanbHbli opraH UCMOMHUTENbHOW
BNacTu. ATW CPOKMN He BKINIOYAKOTCH B CPOK MPOBEAEHUSA AaHHOW SKCMepTU3bl.

7. [JOKyMeHTbIl, MOCTYNMBLUNE B SKCMEPTHOE yypexaeHue Ang npoBefeHUs 3KCNepTU3bl KayecTBa ykasaHHOM
B 4YacTM 1 HacTosiwewn cTtaTbM papmaueBTUYECKOW cyOcTaHuuW, noanexart BO3BpaTy B YMNOJSIHOMOYEHHbIV
denepanbHbi OpraH UCNONIHUTENBHOM BNAcTU OAHOBPEMEHHO C 3aKMOYEeHUSMU MO pesynbTataM NpoBeAeHHON
3KCMEepPTU3bI.

KoucyanaHTI'Imoc www.consultant.ru Crpanvua 29 n3 56

HafeXHasa npaBoBas noaAepXXkKa


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

®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(pep. o1 22.10.2014) [okymeHT npepocTtasneH KoHcynbTaHTI0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTs” [aTta coxpaHenus: 25.01.2015
(c u3m. n gon., BCTyM....

8. B cpok, He npeBbIlWaWmni NaTU paboymx AHEN CO OHSA MOSyYEeHMs 3aKMOYEHNS KOMUCCUN SKCMEPTOB MO
pe3ynbTaTtaM 3KCMepTM3bl KayecTBa yka3aHHOM B 4acTu 1 HacTosilWen cTtaTbl hapmaueBTMYECKOWM cybCcTaHumu,
YNOSTHOMOYEHHLIN doeaeparnbHbIi OpraH UCMNOMHUTENBHOW BNAcTU:

1) OCyLLLECTBNSET OLLEHKY TaKOro 3akmyeHuns anst onpeaeneHnst ero COOTBETCTBUSA 3a4aHuUi0 Ha NpoBedeHne
OaHHOW 3KCNepTU3bl;

2) NpUMHUMaeT pelleHne O BKIYEHUM YKa3aHHOW B 4YacTm 1 HacToswen cTaTtbu dapmaueBTUYECKON
cybCcTaHUuKM B rocygapCTBEHHBIN PEECTP NEKapCTBEHHbIX CPEACTB Unun pelleHme o6 0Tkase B TaKOM BKIHOYEHWM;

3) BHOCUT nMpuM MPUHATUM pELUEeHUs O BKIHOYEHWM YKa3aHHOW B 4Yactu 1 HacTosilen cTaTbu
hapmaueBTMYECKON CYOCTaHUMM B TOCYOAPCTBEHHbLIA PEECTP NEKapCTBEHHbIX CPeacTB MpeayCMOTPEHHYIO
nyHKTOM 2 yactu 1 ctatbu 33 HacToswero PenepanbHOro 3akoHa mHopmauuio UM yBegoMmnsaetr o6 3Tom B
NUCbMEHHOW (hopme 3asaBUTENS.

9. OcHoBaHMeM Ons oTkasa BO BKIHOYEHMM yKas3aHHOM B 4acTu 1 HacToslleln cTtaTbM dpapmaueBTUYECKON
cybCcTaHuuM B TrOCYLApCTBEHHbIA PEECTP JIeKAapCTBEHHbIX CPEACTB SBMSETCA pELIeHUEe COOTBETCTBYHOLLETO
YMOSTHOMOYEHHOro dhejepanbHOro opraHa WCMOMHWUTENBHOW BracTM O TOM, YTO KayecTBO (hapmaleBTUYECKOM
cybCcTaHuumM He NOATBEPXKAEHO MOSYYEHHBIMU AaHHBIMU.

(yactb 9 BBegeHa ®epepanbHbiM 3akoHoM OT 22.10.2014 N 313-93)

Cratbsa 35. NoBTOpHOE NpeAcTaBMneHWe NeKapCTBEHHOro npenaparta, He NPOLLEALlero rocyaapCTBeHHOW
perncTpaLmmn nekapcTBEeHHbIX Npenaparos, Ha rocyAapCTBEHHYI0 PErMcTpaLmio NekapcTBEHHbIX NpenapaTos

lMoBTOpHOE MpeacTasneHne B COOTBETCTBYIOLWNIA YNOMHOMOYEHHbIN befepanbHbli opraH UCNONHUTENBHON
BNacTu NekapCcTBEHHOro npenaparta, He npoLeLllero rocyaapCTBEHHON perncTpauumn nekapcTBeHHbIX npenapaTos
UNU NONyYMBLLEro OTKa3 B YKa3aHHOW perucrtpaumMm v BrnocrneacTBUW MOABEPrlerocss U3MEHEHUI0 B 4YacTu ero
cocTaBa, paccMaTpuBaEeTCs Kak npeacTaBfieHMe HOBOro NeKapCTBEHHOro npenapaTta Ha ero rocygapCTBEHHYHO
perncTpaumio He3aBUCUMO OT COXPaHEeHUs ero NepBMYHOIrO HaMMeHOBaHUS.

Cratbsi 36. O6xanoBaHue peleHnss o6 OTkase B Bblgaye paspelleHusl Ha MNPOBEAEHME KITUHUYECKMX
UCCNeaoBaHWin NeKkapcTBEHHOro Mpenapata unuM peweHuss o6 oOTkase B roCyQapCTBEHHOW perucTpauuu
neKkapcTBEHHOro npenapara

PelueHne cooTBETCTBYIOLLETO YMOMHOMOYEHHOrO oefieparnbHOro opraHa UCMoNTHUTENbHOM BracTu 06 oTkase
B BblJaye paspeLleHnst Ha NpoBeAeHMe KITMHUYECKMX UCCIEeLOBaHNA NEKapCTBEHHOMO Npenapara unm pelueHune ob
OoTKase B roCcyJapCTBEHHOM perucTpaumy IeKapCTBEHHOro npenapata MoXeT OblTb obXxaroBaHO B MOpsiaKe,
yCTaHOBMNEHHOM 3akoHoAaTenbcTBOM Poccuiickon deaepaumu.

CraTbsa 37. MIHopMaums, CBsI3aHHas C OCYLLECTBIIEHWEM FOCYAapPCTBEHHON PErncTpauun NekapcTBEHHbIX
npenapaToB, MHOPMAaLMSA O 3aperncCTPUPOBaHHbLIX FeKapCTBEHHbLIX NpenapaTtax W NnekapCTBEHHbIX Npenaparax,
WCKIMIOYEHHbIX N3 roCy4apCTBEHHOrO peecTpa NekapCTBEHHbLIX CPeacTB

1. COOTBETCTBYIOLLMIA YNOSIHOMOYEHHbIV (bedepanbHbIi OpraH MCMNOSIHUTENbHOM BNacTu pasmellaeT Ha
cBOEM ouumanbHOM canTe B ceTn "MIHTepHeT" MHdopMaLuio, CBA3aHHY C OCYLLECTBIIEHNEM roCy4apCTBEHHOWM
perMctpaumm neKkapCTBEHHbIX NpPenapaTtoB, B TOM 4Yucre NPOBEAEHVMEM IKCMepTu3bl NIEKAPCTBEHHBIX CPeacTs,
MHGOPMAaLIMIO O 3apEerMcCTPUPOBAHHBIX JIEKAPCTBEHHbIX NpenapaTtax W JieKapCTBEHHbIX Npenapartax, UCKMHYEHHbIX
N3 rocygapCTBEHHOro peecTpa NeKapCTBEHHbIX CPEeACTB, He Mo3dHee 4Yem Yepe3 nATb pabouymx OHEW co OHSA
nony4eHns COOTBETCTBYIOLLMM YNOMHOMOYEHHbIM doeaepanbHbiM OpraHoM UCMONHUTENBHON BNAcTy 3asBMEHUS O
rocygapCTBEHHON perncTpaunm nekapcTBeHHOro npenapara.

2. Cpoku 1 nopsagok pasMeLleHns ykasaHHOW B YacTu 1 HacTosiwen ctaTbm MHOPMaLumn yCTaHaBMBaTCs
YMOMHOMOYEHHbIM heaeparnbHbIM OpraHOM UCMOMHUTENBHON BNACTW.

Fnasa 7. KMTMHWYECKUE UCCNEAOBAHUA NEKAPCTBEHHbIX
NPENAPATOB AnNA MEOAULUUHCKOIo NPMMEHEHUA, OOTOBOP
OB UX NMPOBEAEHUN, NPABA NMALUMEHTOB, YYACTBYIOLMX
B 3TUX UCCITIEOOBAHUAX

Cratbs 38. KnuHudyeckue nccnegoBaHus nekapcTBeHHbIX NpenapaToB Ans MeAULUHCKOro NpUMeHeHus!
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1. KnnHuyeckne uccnegoBaHus NekapCTBEHHbBIX NpenapaToB AN MEAULMHCKOrO NPUMEHEHMS, B TOM 4ucre
MEeXAYyHapOAHbIE MHOTOLEHTPOBLIE, MHOTOLIEHTPOBLIE, MOCTPENMCTPALMOHHBLIE, MPOBOAATCS AN roCyAapCTBEHHON
perncTpaumm nekapcTBEHHbIX MpenapaTtoB M MHOMO MNpedHasHadeHust B OOHOW WM HECKOSbKUX MeAULMHCKUX
OopraHusaumsix B COOTBETCTBUM C MpaBuUiamMu  KIMHUYECKOW MNPaKTUKU, YTBEPKAEHHBIMU YMOSTHOMOYEHHbIM
deneparnbHbIM OpraHoOM UCMOMHUTENbHOW BracT, COOTBETCTBEHHO B CreayoLmX Lensx:

1) yctaHoBneHve 6e30MacHOCTM NeKapCTBEHHbIX MpenapaTtoB ANns 340pOBbIX A0OpoBoONnbLEB U (UNn)
NepeHoOCMMOCTU UX 340POBbIMW  A0OpOBOMbLAMM, 3@ MWCKMYEHWEM Takux WUCCNeaoBaHUN NeKapCTBEHHbIX
npenapaToB, Npon3BedeHHbIX 3a Npeaenamu Poccuinckon degepauum;

2) nogGop onTuMMarnbHbIX AO3MPOBOK NEKApCTBEHHOro npenapata U Kypca fedeHus Ans nauueHToB C
onpefeneHHoiM  3aboneBaHueM, ONTUMalnbHbIX [A03 WM CXEM  BakUuMHaAUUM  UMMYHOOMOMOrMyeckumm
neKkapcTBEHHbIMM NpenapaTammn 300pOBbLIX 4OOPOBOSLLEB;

3) ycTtaHoBneHne 6Ge3onacHOCTU JlekapCTBEHHOro npenapata U ero 3dEKTMBHOCTU ANs MNaUMEHTOB C
onpeneneHHbIM 3aboneBaHneM, npodunakTmieckon 3GPdEKTUBHOCTU MMMYHOBMONOTMYECKMX JeKapCTBEHHbIX
npenapaToB Ans 340POBbIX 4OOPOBOSbLEB;

4) n3yvyeHne BO3MOXHOCTW PaCLUMPEHMS MOKA3aHMN ANs MEAWULMHCKOrO MPUMEHEHUS U BbISIBNIEHUS paHee
HEN3BECTHbIX NOBOYHbIX AEACTBUIN 3apErMCTPUPOBAHHLIX NIEKAPCTBEHHLIX NpenapaTos.

2. B oTHOWweHMM BOCNPOM3BEOEHHbIX FEKAPCTBEHHbIX MpenapatoB ANf MEOULUHCKOrO MNPUMEHEHUs
NpoBOOATCA UcCCnenoBaHust OMO3KBMBANEHTHOCTM W (MNK) TepaneBTUYECKOW 3KBMBANEHTHOCTM B NOpPsiAKe,
YCTaHOBMEHHOM YMOMHOMOYEHHbBIM (heepanbHbIM OpraHOM UCMOMHUTENBHOW BNACTW.

3. OpraHusauumio NpoBeaeHUs KIMMHUYECKUX NCCNEAOBaHUA NEKapCTBEHHOrO npenapara aAnsg MeauuuHCKoro
NpUMeEHeHNs BrNpaBe OCYLLEeCTBNATh:

1) pa3paboTymk NekapcTBEHHOro npenapaTa unu ynosIHoOMOYeHHOEe 1M NNLLO;

2) oOpasoBaTenbHble OpraHuM3aumM  Bbicllero  oOpa3oBaHWsi, OpraHu3auun  OOMOJIHUTENBHOIO
npodeccroHanbHoro obpasoBaHus;

(n. 2 B peq. ®enepansHoro 3akoHa oT 02.07.2013 N 185-93)

3) Hay4HO-MccnegoBaTenbCkue opraHM3aunm.

4. KnuHnyeckme mccnenoBaHnst NekapcTBEHHbIX NpenapaToB ANs MeAMUMHCKOro NpUMeHeHUsl NpoBoasATCS B
nopsiake, yctaHoBIeHHOM ctatbsamm 20 - 22 HacTosiwero denepanbHOro 3akoHa, Ha OCHOBaHWUM pas3peLUeHnst Ha
npoBefeHNe KIMHMYECKOrO UCCNeaoBaHMs  JIEKapCTBEHHOrO npenaparta, Bbl4AHHOTO  YMOHOMOYEHHbIM
deneparnbHbIM OPraHoM MCMOMHUTENbHOW BlacTX, B COOTBETCTBUM C LIENSIMU, YKa3aHHbIMU B YacTu 1 HacToALwen
cTaTbu. YNOMHOMOYEHHbIN (hefepanbHbI opraH UCMONMHUTENbHOW BRlacTn BedeT peecTp Bbl4aHHbIX paspeLueHnia
Ha NpOBeAEHNE KIMHUYECKNX UCCNEOOBaHMWI NIEKAapCTBEHHLIX NPenapaToB, COAEPKALLUA yKazaHe Ha UX Lenb Unm
Lenu, B yCTAaHOBIIEHHOM 3TUM OpraHOM MopsiaKe.

5. B cnyyae ocyllecTBneHus rocyaapcTBEHHOM perncTpaumm nekapCTBEHHOro npenapara rocygapcTBeHHast
MoLUnMHa 3a NpoBedeHMEe IKCMEePTU3bl JOKYMEHTOB AN MOMyvyeHusl paspeLleHUn Ha npoBedeHue KIUMHUYECKUX
nuccneaoBaHU MEKapCTBEHHOro npenapata Ans MeAULUMHCKOrO MPUMEHEHUST U 3TUYECKOW 3JKCMepTu3bl npwu
obpalleHnn 3a rocyaapCTBEHHOW peructpauven nekapCTBEHHOro npenapata B COOTBETCTBUM C LEMbl Unu
Lensamu, ykasaHHbIMM B 4acTu 1 HacTosILLEN cTaTby, yNradnBaeTcs OOHOKPaTHO.

6. K opraHmsaumm npoBeaeHust KNMHUYECKMX UCCNefoBaHWIA NEKapCTBEHHOroO npenaparta Ans MeauumnHCcKoro
NpUMeEHeHNs1 pa3pabdOTUMKOM JIEKAapCTBEHHOro npernapaTta MOryT MpuBIEKaTbCs topuanyeckue nuua nobon
OpraHu3aumoHHO-NPaBoBOM hOpMbI NPU YCrOBUKM obecrnedeHnst COOTBETCTBUS 3TUX UCCreaoBaHUn TpeboBaHuaM
HacToswero ®PenepanbHOro 3akoHa.

7. KnuHnyeckune nccnegoBaHus NekapcTBEHHbIX MpenapaToB Ansg MeauuMHCKOro NpMMeHeH s NpoBOASATCS B
MEeOMLMHCKMX OpraHu3aumnsix, akkpeOuTOBaHHbIX YMOMHOMOYEHHbIM ¢eaepanbHbIM OpraHoOM UCMOSTHUTENBHON
BNacTu B nopsake, yctaHoBneHHoM [NpaBuTtenbctBom Poccuiickon deagepaumu.

8. [llepeyeHb MeOUMLMHCKMX OpraHmsaumi, WMERLMX MpaBO MNPOBOAMTb KIIMHUYECKME WCCreLOBaHUs
NeKapCTBEHHbIX MpenapaToB Ans MEAMLMHCKOro NMPUMEHEHUS, U peecTp BblAaHHbIX pa3peLLeHnin Ha npoBedeHne
KNUHUYECKUX NCCNEeAOBaHUIN NeKapCTBEHHbIX NMpenapaToB OnyOrnmnkoBbIBAKOTCA U pa3MeLLaloTCs YNONMHOMOYEHHbIM
deneparnbHbIM OpraHoM MCMOMHUTENbHOW BNAacTy B YCTAHOBIIEHHOM UM NOpsAKe Ha cBoeM odhuLlmnansHOM cante B
cetn "UHtepHeT".

Ctatbs 39. Mem,quapop,Hoe MHOIoLeHTpoOBO€E KIIMHUYECKOE WCcregoBaHME JeKapCTBEHHOro npenaparta
ana  MeamunHCKOro npuMeHeHuda Winm noCTperncTpaumoHHoe KIMHU4eckoe wuccrneaoBaHune JekapcTtBeHHOro
npenapara gna meamunHCKoro npuMeHeHunsa
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1. MexagyHapoOHOEe MHOTOLEHTPOBOE KIMHMYECKOE WCCrefoBaHWe IekapCTBEHHOro npenaparta  gns
MEANLUHCKOro NpUMeEHeHNsa Ha TeppuTtopum Poccunckon degepaumm unm nNocTperncTpaumoHHOE KIMHUYecKoe
nuccregoBaHMe NeKkapCTBEHHOro npenapata  Ons  MeaMUMHCKOrO MNPUMEHEHUs MPOBOAUTCH Ha OCHOBaHWUU
paspelleHnss Ha MpOBeAEeHMEe  KITMHWYECKOTNO  MCCNEeAOBaHWS  fIeKapCTBEHHOro npenaparta, Bbl4AaHHOMO
YMOMHOMOYEHHbIM befiepanbHbIM OPraHoOM UCMONHUTENBHOW BNAacTU MO pesynbTatam 3KCNepTu3bl JOKYMEHTOB,
HeobxoOuMbIX AN MOMyYeHUs paspelleHus Ha NpoBefeHUe MeXOyHapOAHOro MHOroLEeHTPOBOro KIMHUYECKOro
nccrnegoBaHUs  NEKapCTBEHHOrO  npenapata WM MOCTPErMcTPauMOHHOrO  KMMHUYECKOrOo  MCCrneaoBaHus
nekapCcTBEHHOro npenapaTta, U 3TUYECKOW IKCNepPTU3bI.

2. [Ona nonyyeHusa paspelleHns Ha npoBedeHue MeXAYHapoOHOro MHOrOLEHTPOBOro  KIMHUYECKOro
nUccnenoBaHUsa fEeKapCTBEHHOro npenapaTta Ang MEeOUUMHCKOrO MPUMEHEHUS UM NOCTPErncTpaumoHHOro
KMMHUYECKOrO UCCREefoBaHUSA NeKapCTBEHHOMO npenapara Afs MeUUMHCKOrO NMPUMEHEHUSI B YMOJTHOMOYEHHbIN
defeparnbHbI OpraH UCMONTHUTENBLHON BNAacTy 3asiBUTENb NpeacTaBnseT:

1) 3asBneHne O Bblgavye paspelleHuss Ha MpoBefeHNe MEeXOyHapoOHOro MHOTOLEHTPOBOrO KIMHUYECKOro
nccreoBaHUsl  NIEKAPCTBEHHOro npenapata  Ansg MeAWUMHCKOrO MPUMEHEHUS WU NOCTPErncTpauuoHHOro
KMMHUYECKOro UCCNeLoBaHMS NiekapCTBEHHOMO NpenapaTta Ans MeguuUmnHCKOro NpUMeEHEeHUs;

2) [OOKYMEHT, MOATBEPXAAWMIA ynnaTy rocydapCTBEHHOW MOWMMHbI 3a Bblgayy paspelleHust Ha
npoBeAeHne MexayHapoAHOro MHOTOLLEHTPOBOrO KIMMHUYECKOrO MCCregoBaHus NekapCTBEHHOro npenaparta angd
MELMLMHCKOrO MPUMEHEHMS UMW TFOCYSAPCTBEHHOMW MOLWMMHbI 3@ Bbldayy paspelleHus Ha npoBefeHue
NMOCTPErnCTPaLMOHHOIO  KITMHWYECKOro  WMCCregoBaHUs  NeKapCTBEHHOro npenapata  Ans  MegULUHCKOro
NPUMEHeHMS;

3) OoT4eT O AOKNMHMYECKMX WCCMedOBaHUSAX NEeKapCTBEHHOro cpeacTtBa M OTYET O NPOBEAEHHbIX paHee
KNUHUYECKUX UCCNEeaoBaHMSIX NIEKAPCTBEHHOroO npenapara Anst MeAULMHCKOro NpUMeHeHnst (Mpy Hanmunm);

4) nNpoeKT MpoToKoMa KIMHWMYECKOTO WCCNegoBaHUSA NEKApCTBEHHOro npenapata Ans MeAWLMHCKOro
NPUMEHEHWS;

5) 6powtopy uccnegoBarens;

6) MHOPMALIMOHHBIN NIMCTOK MauWeHTa, YYacTBYIOLLEro B KIIMHWYECKMX MCCNEOOBaHUAX NeKapCTBEHHOMO
npenapaTa aAnst MEAMUUHCKOIO NPUMEHEHUS;

7) cBegeHnst 06 omnbiTe paboTbl mMccrnegoBaTenen Mo COOTBETCTBYHLMM CMEUManibHOCTAM UM UX OMbiTe
paboTbl N0 MPOBEAEHUIO KITMHUYECKMX MCCNEeaoBaHWN;

7.1) cBegeHMs O MeAWUMHCKMX OpraHu3auusix, B KOTOPbIX MpeanonaraeTcs npoBedeHue KITMHUYECKOro
nuccregoBaHUs  NEKapCTBEHHOro npenapata  Ans MeaWUMHCKOrO MPUMEHEHUs  (MOMHOe U COKpalleHHoe
HaVMeHOBaHWsi, OpraHn3aunoHHO-NpaBoBas opma, MECTO HaAXOXOEHMS M MECTO OCYLLECTBIEHNS OAeATeNbHOCTH,
TenedoH, Tenedakc, agpec 3NeKTPOHHON NOYTbl MEOULMHCKOW OpraHusauun);

(n. 7.1 B pea. ®epepanbHoro 3akoHa ot 29.11.2010 N 313-03)

7.2) npepnonaraemble CPOKW MPOBEAEHUS KITMHWYECKOro UCCrefoBaHUs fekapCTBEHHOro npenapata ang
MEeOULMHCKOTO NPUMEHEHUS;

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

8) konuio gorosopa obs3aTenbHOro CTpaxoBaHWs, 3aKMOYEHHOr0 B COOTBETCTBMU C TUMOBLIMY MpaBuriamm
06s13aTENBHOrO CTPaxoBaHUA, C ykazaHWeM npeaenbHOW YMCNEHHOCTU NauMeHTOoB, Yy4acTBYHOLMNX B KITUHNYECKOM
nccrnegoBaHUM NekapCTBEHHOMO npenaparta Ans MeguUUHCKOro NPUMEHEHUS;

(n. 8 B pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

9) mHdopMaLMIo O COCTaBe IeKapCTBEHHOro npenapata Ans NofydeHus paspelleHns Ha NpoBeAeHue
MEeXOYyHapOA4HOrO MHOTOLEHTPOBOMO KIMMHUYECKOro MCCreAoBaHMs NeKapCTBEHHOro npenapara Ans MeguLmnHCKOro
NPUMEHEHWS;

10) OOKYMEHT, COCTaBfEHHbIN NPOM3BOAMTENEM NEKapCTBEHHOro npenapara 1M COAepXalluMin nokasarenu
(xapakTepucTUKn) NekapCcTBEHHOro nNpenapaTta, NPoM3BEAEHHOro ANs NPOBEAEHMS KIMHNYECKUX UCCNesoBaHNN.
(n. 10 B pea. PegepanbHoro 3akoHa oT 29.11.2010 N 313-$3)

3. B cpok, He npeBblwaWmMn NATK paboynmx OHEW CO OHSA MPUHATUS YKasaHHOro B nyHkTe 1 vactn 2
HacTodAWEen CcTaTbW 3asBNEHUS U HEeOOXOAWMbIX [OKYMEHTOB, YMOMHOMOYEHHbI bedepanbHbli  OpraH
NCMNOMHUTENbHOM BNacTu:

1) MpoBOOMT NPOBEPKY MOMHOTbI M [OCTOBEPHOCTUM CBEAEHWUN, COAEPXALUMXCA B NpPeacTaBIEeHHbIX
3asABUTENEM AOKYMEHTAX;

2) NpuMHUMaeT peLleHne O MNPOBEAEHVMM 3IKCMEepPTU3bl [OKYMEHTOB AN MOMyYeHWs paspelleHust Ha
NpoBeAEHNE MEXOYHapPOAHOr0 MHOFOLLEHTPOBOrO KMMHUYECKOrO MCCIeoBaHWUsl NIEKAPCTBEHHOroO npenaparta ans
MEOULMHCKOTO MPUMEHEHUS WM MOCTPErNCTPaALMNOHHOIO  KIMMHWYECKOTO  WUCCMNELOBaHUS  NEKapCTBEHHOMO
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npenapaTa Ans MeAMUUHCKOTO MPUMEHEHUSA U 3TUHECKOWN 3KCMepTu3bl NMnbo 06 oTkase B NpoBeOeHUM yKasdaHHbIX
KCMepTuns;

3) yBegomnseT B NUCbMEHHOW (hOpMe 3asdBUTENSI O MPUHSATOM PELUEHMM UMK B Crlydae NPUHATUS peLleHus
00 oTkase C ykasaHvMeM NpUYMNH Takoro oTkasa.

3.1. B cny4yae BbIIBNEeHNss HEJOCTOBEPHOCTU CBEAEHWUN, COAEpXKalLLUMXCH B MPeAcTaBreHHbIX 3asiBuTenem
mMaTepuanax, yrnoriHOMOYEeHHbIN defepanbHbIil OpraH UCMNOMHUTENBHON BriacTU HanpaBnsaeT 3asBUTENIO 3anpoc
06 yTOYHEeHUM ykasaHHbIX cBefeHun. [JaHHbIA 3anpoc MoXeT OblTb nepefaH ynorHOMOYEHHOMY NPeaCTaBUTENO
3asABUTENs NIMYHO NOA Pacnucky, HanpasmeH Mo NnoyTe 3akasHbIM MUCbMOM UMW NepeaaH B 3NeKTPOHHOW opme
No TeNekoOMMYHMKAUMOHHbIM KaHanam cBs3n. B cnyvae HanpaBneHuss aHHOro 3anpoca Mo fnoyTe 3aka3HbiM
NMUCbMOM OH CYMTAETCS MOMYYEHHbIM MO UCTEYEHUM LIECTU AHEW C AaTbl HanpaBneHWs 3aka3Horo NMcbma.

(vactb 3.1 BBegeHa ®egepanbHbiM 3akoHOM OT 25.11.2013 N 317-03)

3.2. 3asButenb 00s3aH npeacTaBuTb OTBET Ha 3anpoc YMOSIHOMOYEHHOro dhefepasnibHOro opraHa
WCMONMHUTENbHOW BrlacTU B CPOK, He MpEBbIAWMIA OEeBAHOCTa pabovMx OHEN CO AHA MOSyYeHus OAaHHOro
3anpoca. Cpok, yka3aHHbI/ B 4acTu 3 HacTOsILLEN CTaTbW, MPUOCTaHABMNMBAETCS CO OHA HanpaBneHusl 3asBUTENHO
3anpoca YnoSIHOMOYEHHOro defepanbHOro opraHa MCMOMHUTENBHOW BRAacTu OO OHS MOSyYeHWst UM OTBeTa Ha
OaHHbIN 3arnpoc U He YYUTbIBAETCS MPU UCHUCIEHUN CPOKa MPUHATUSE YNONHOMOYEHHbIM heeparnbHbiM OpraHoM
NCMOMHUTENbHOW BfacTU peLlleHnst O MPOBEAEHUWM IKCMEepPTU3bl OOKYMEHTOB Afs NOMyYeHUs paspeLleHus Ha
npoBeAeHne MexayHapoAHOro MHOFOLLEHTPOBOrO KMMHUYECKOrO MCCrenoBaHus NekapCTBEHHOro npenaparta angd
MEOMUMHCKOTO MPUMEHEHUS WMAM  MOCTPErncTPauUoOHHOIO  KIMHMYECKOTO  UCCMEeAOBaHUSA  NeKapCTBEHHOro
npenapaTa Anst MegMuUUHCKOro NPUMEHEHUS.

(vacTb 3.2 BBegeHa PepepanbHbiM 3akoHOM oT 25.11.2013 N 317-93)

4. OcHoBaHvMeM [Ons OTKasa B MPOBEAEHWM 3KCMepTu3bl LOKYMEHTOB Afs NOMyYeHUs paspelleHust Ha
NpoBeAEHNE MEXOYHAPOAHOr0 MHOFOLLEHTPOBOrO KMMHUYECKOrO MCCefoBaHWsi NIEKAapCTBEHHOro npenapara ang
MEOMLMHCKOTO MPUMEHEHUS WM MOCTPErNCTPALMOHHOIO  KIMMHMYECKOTO  UCCNELOBaHUS  NEKapCTBEHHOTO
npenapaTta Ans MeAWLMHCKOrO MPUMEHEHUS U 3TMYECKOWM 3KCNEepTu3bl SABMSETCS NpeacTaBreHne [OKYMEHTOB,
NPeoycMOTPEHHbIX YacTblo 2 HacTOsILLEN CTaTbM, B HEMONHOM oObeMe, HenpeacTaBlieHVMEe 3asiBUTENEM B
YCTaHOBMEHHbIA CPOK OTBETa Ha YyKasaHHbli B 4Yactu 3.1 HacToslen craTbM 3anpoc YrNOrHOMOYEHHOro
denepanbHOro  opraHa WCMONMHUTENbHOW Bnactm nubo OTCYTCTBME B MNPEACTaBMEHHbIX  [OKYMeHTax
ncYepnbIBaLLEro nepeyvyHs HeobxoauMbIX CBEAEHUA UM MHOPMaLMK, KOTOPbIE JOIPKHbI ObITb OTPaXKeHbl B HUX.
(B pea. PepgepanbHoro 3akoHa ot 25.11.2013 N 317-03)

5. MNpoBeaeHne aKCMepTU3bl AOKYMEHTOB 471 MOSTyYEeHUs pas3peLleHns Ha npoBedeHne MeXayHapOoaHOro
MHOFOLEHTPOBOIO KIIMHUYECKOIO UCCregoBaHUs NekapCTBEHHOIo npenapara Anst MeAWLMHCKOro NPUMEHEHUs nnm
MOCTPErNCTPALNOHHOTO  KITMHWYECKOTO  WCCRedOoBaHUs  NeKapCTBEHHOro npenapata  Ans  MeguLMHCKOro
NPUMEHEHUs W 3TUYECKOW OKCNepTM3bl W Bblgaya paspelleHuss Ha NpoBeAeHue  MexayHapOoaHOro
MHOIOLEHTPOBOro KIMHUYECKOro 1ccrnefoBaHUs NekapcTBEHHOro npenapara Ans MeauuMHCKOro NpUMeHeHns nnu
NMOCTPErNCTPaLMOHHOIO  KITMHWYECKOrO  MCCregoBaHUs  fekKapCTBEHHOro  npenapata  Ans  MeguumMHCKOro
NPUMEHEHUs OCYLLIECTBNSAIOTCA B NOpsAKe, YCTaHOBNEHHOM cTaTbsiMu 20 - 22 HacToswero PefepanbHOro 3akoHa.

6. PelwweHuns o6 oTkase B NpoBeaeHWM IKCNepTU3bl AOKYMEHTOB Afs NOyvYeHns paspeLleHuns Ha npoBeaeHune
MeXOyHapOAHOr0 MHOIOLEHTPOBOMO KIMHUYECKOro MCCNefoBaHMs NekapCcTBEHHOro npenapara 4ns MeguumnHCKoro
NPUMEHEHVST WM  MOCTPErMCTPaLMOHHOIO KITMHUYECKOr0 WCCNefoBaHUsl JeKapCTBEHHOro npenaparta  Aangd
MEeOMLMHCKOrO MPUMEHEHMUS U 3TUYECKOM 3KCMEPTU3bI U B Bbldaye paspelleHnss Ha NpoBedeHne MexXagyHapOoaHOoro
MHOFOLEHTPOBOIO KIIMHUYECKOIO UCCIefoBaHUs NEKapCTBEHHOIo npenaparta Anst MeANLMHCKOro NPUMEHEHUS Ninn
MOCTPErNCTPALNOHHOTO  KITMHWYECKOTO  WCCNedOoBaHUsl  NeKapCTBEHHOrO npenapata Ans  MeguLMHCKOro
NpUMEHeHWs MoryT ObITb 06XanoBaHbl B NOpsiAKe, yCTaHOBNEHHOM 3akoHoAaTenscTBoM Poccuiickon degepaumn.

Ctatbsa 40. lNpoBeaeHne KIMHUYECKOTO UCCMeAoBaHMS NEeKapCTBEHHOro npenaparta Ans MeauuLMHCKOro
NPUMEHEHMS

1. PykoBoauTenb MeOMUMHCKOW OpraHusauumn, Kotopasi npoBOAMT  KIMHWYECKOE UccrefoBaHue
nekapCTBEHHOro npenapata Afs MedULMHCKOro NpUMMEHEeHUs, HasHayaeT uccrefoBaTensl, OTBETCTBEHHOro 3a
npoBeeHNe TaKoro MccrneaoBaHus U MMelowero nevyebHyo cneumanbHOCTb, COOTBETCTBYIOLLYIO NMPOBOAMMOMY
KMMHUYECKOMY UCCIESOBaHUIO NIEKAPCTBEHHOMO Mpenapara, co CTaXkeM paboTbl Mo MporpammamM KIMHUYECKUX
nUccrnenoBaHUN NeKapCTBEHHbIX MNpenapaTtoB He MeHee 4YeM NATb NEeT M NO ero NPeanoXeHuo HasHadvaet
couccrnegoBaTenei U3 Yicna Bpadeit 3Tol MeauLMHCKON opraHu3aLun.

2. WccnepoBatenb ocylecTBNseT BbIGOp NaunMeHToOB, KOTOpble NO MEAWMLMHCKUM MoKasaHUsIM MoryT ObiTb
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npuBreYyeHbl K y4yacTUio B KIMHWYECKOM WCCredoBaHUM neKkapCTBEHHOro mnpenapata Ans MeauuMHCKOro
NpUMeEHeHUs.

3. Uccneposatenb n couccriegoBaTeny AOMKHbI ObiTb O3HAKOMIIEHbI C pe3ynbTaTaMmy OOKIMHUYECKOTO
nccrnegoBaHUs NeKapCTBEHHOMO CpeAcTBa, codepxalmMmncs B Opolutope mccrnegoBaTterns, NPOeKToM NMpoTokona
KNUHUYECKOrOo WCCMNeAOBaHUA NeKapCTBEHHOro npenapata And MegULUHCKOro MNpUMeHeHUus, pa3paboTaHHbIM
pa3paboTynMKOM nekapcTBEHHOro npenapaTta UM UMHbIM HOPUOUYECKUM MULIOM, MPUBEKaeMbIM K OpraHusauuu
NpoBefeHUs KMMHMYECKOro UCCNeaoBaHMs NEeKapCTBEHHOro npenapata Ans MeAUUMHCKOro MNpUMEHEHUs, W
OpYyrumMmm mMatepuanamm Takoro UccrefoBaHus.

3.1. PykoBoauTenb MeOULMHCKOW OpraHusauum B CPOK, He MpesBbillalowmn Tpex paboumx gHen co OHS
Hayana npoBeAeHUs KITMHUYECKOro UCCneoBaHWa NekapcTBEHHOIo npenaparta Ansg MeAULUHCKOrO NMpUMEHEHUs,
coobuiaeT 06 3TOM B YNOMHOMOYEHHbI heaepanbHbIi OpraH MCNOMHUTENBHOW BMNAcTK, Bbli4aBLUMIA paspeLleHne
Ha NpoBeJeHne Takoro nccrnegoBaHus, No YCTaHOBEHHOW UM chopme.

(vacTb 3.1 BBegeHa PegepanbHbiM 3akoHOM OT 29.11.2010 N 313-03)

4. OpraHu3aumy, OCYLLECTBMSIOWME  OpraHmM3auuio  MpPOBEAEHUs]  KIIMHWYECKOTO  MCCINedoBaHuWs
nekapcTBEHHOro npenapaTta Angd MeauUMHCKOro MpUMEHEHUs U yKasaHHble B YacTu 3 ctaTbu 38 HacTosuero
denepanbHOro 3akoHa, B cryyae HeOOXOAMMOCTM BHECEHUS 3MEHEHWIA B NMPOTOKON KIMHUYECKOro UCCrneaoBaHus
NEeKapCTBEHHOro npenapata [Ans MeAMUMHCKOrO MnpuUMeEHeHMst coobwaiT o6 3ToOM B YNOSIHOMOYEHHbIV
defepanbHbI OpraH UCNOMHUTENLHOW BRAacTW, BblAaBLUMK paspelleHne Ha npoBefeHue Takoro uccregoBaHus,
Nno ycTaHOBMEHHON UM doopme.

(8 pea. PepepanbHoro 3akoHa oT 11.10.2010 N 271-$3)

4.1. dopma coobLIEHNsT O BHECEHMM U3MEHEHUI B MPOTOKOS KMMHMYECKOrO MCCNeaoBaHUs NeKapCTBEHHOTO
npenapaTa 4ns MeguLMHCKOro NPMMEHEHMS OOIMKHA coaepXaTb creayoline CBeAeHNs:

1) HanmeHoBaHWe, naeHTUMUKALNOHHBIA HOMEP U JaTa NPOTOKOoNa KNMHUYECKOro UCCrea0BaHUs;

2) nata BHECEHUS N3MEHEHUI B MPOTOKON KIMHUYECKOro NCCnefoBaHus;

3) HaMMeHOBaHNEe N MECTO HaXOXAEHUS 3asBUTENS;

4) HaMMeHOBaHWe opraHM3auun, NPUBEYEHHON pa3paboTyYMKOM NeKapCTBEHHOrO Npenapara K opraHusawmm
npoBeaeHUs KMMHUYECKOro UccrefoBaHns (Mpy Hanuyuum);

5) HaMMeHOBaHMA U MeCTa HaxXOXAEHUS MEeAUUMHCKUX OpraHvM3aLuvi, B KOTOPbIX NMPOBOAMTCS KIMHUYECKOe
nccnegoBaHue;

6) AaTa Bblgayun pa3peLleHns Ha NpoBeaeHne KIMHNYECKOro MCCeaoBaHus 1 HOMEP 3TOr0 paspeLUeHus;

7) U3MEHeHMS, BHOCUMbIE B MPOTOKOS KITMHNYECKOro UccrnegoBaHus.

(vacTb 4.1 BBegeHa ®enepanbHbiM 3akoHOM oT 11.10.2010 N 271-03)

5. B cpok, He npeBblarLWwuin Tpuguatn paboumx gHen co OHsI MONyYeHUs yka3aHHOro B YacTu 4 HacCTOosILLEN
cTaTb COOBLLEHMS, YNONMHOMOYEHHbIN heaepanbHbIi OpraH WCMNOMHUTENBHOM BNAcTU paccMmaTpuBaeT 3TO
coobLlieHne B YCTAHOBNEHHOM MM nopsiake M MpYHMMAaeT peLleHue O BHECEHUN MW3MEHEHUN B MPOTOKON
KNUHUYECKOro MCCneaoBaHnst NeKapCTBEHHOro npenapara Ans MeguuUHCKOro nNpumeHeHmst unu ob oTkase BO
BHECEHUMN TaKNX U3MEHEHUIA.

6. KnuHnuyeckoe nccrnenoBaHve NekapCTBEHHOro npenapata Ans MeguuMHCKOro NpUMeHeHUst MoxXeT ObiTb
NPUOCTAHOBIIEHO MMM MpeKpaLleHo, ecnu B MnpoLecce ero nposedeHuss obHapyXeHa OnacHOCTb AN XWU3HW,
340pOBbs NaumeHToB. B crnyyae BO3HWMKHOBEHMS OMACHOCTU ONSA XW3HW, 340POBbS NauUWEeHTa, yyacTBYHOLLEro B
KNMHUYECKOM uccneaoBaHMU NeKapCTBEHHOro npenaparta Ans MeauuMHCKOro MpUMEHEHUs, uccregosaTenmu
0653aHbl NponHPOPMNPOBaTbL 00 3TOM PYKOBOAMTENSA MEAMLMHCKOW OpraHM3aunyM U opraHm3aumio, nosyymBLLYHO
paspeLleHne ynonHOMOYEeHHOro deaepanbHOro opraHa UCNONHUTENBHOM BiacTM Ha opraHvM3auuvio nNpoBeaeHus
KNUHUYECKOro UCCrnefoBaHUA NeKkapCTBEHHOro npenapata. PelleHne o0 NpUOCTaHOBEHUN KIMHUYECKOrO
nUccnenoBaHUsa NekapCTBEHHOro npenapata And MEeLULUMHCKOrO MNPUMEHEHWss NpUHMMAaloT  pyKoBOAMTEIb
MEeOULMHCKOW OpraHm3aumm v (Unu) opraHusaumsi, NonyymBlUas paspelleHne ynoriHOMOYEHHOro deaepanbHoro
opraHa MCMNOMHUTENbHOW BRacTM Ha OpraHM3auuio NpPOBEAEHUS KITMHUYECKOro WCCNeAOBaHUSA feKapCTBEHHOIo
npenapaTta Ansg MeEOULMHCKOrO MNPUMEHEHUs, peELLUeHMEe O MNpeKpalleHUn TaKkoro MWCCrnefoBaHus npuHUMaeT
YMOMHOMOYEHHbIV dhefepanbHbIi OpraH UCMOSNTHUTENBHOM BNACTU Ha OCHOBAHWM COOOLLEHUS B MUCbMEHHOM
dopme  pykoBOOUTENS  MEOUUMHCKOW  OpraHvMsauuMuM  Wnu  OpraHusauusa, nonyymBllas  paspelueHue
YMOMHOMOYEHHOro peaepanbHOro opraHa UCNONHUTENBHOW BRacTM Ha opraHM3auunio NPoBeAeHUs KIUHUYECKOro
nccnegoBaHUs nNekapcTBEHHOro npenaparta aAng MeguuuHCKOro NpUMeHeHus.

7. B cpok, He npeBblwawWMn NATM pabounMx [HEW CO [HA 3aBEPLUEHUS, MPUOCTAHOBMEHMS UIK
npekpawleHss KNMHUYECKOro UWccrnefoBaHus IekapCcTBEHHOro npenapata Ans MeAMLMHCKOro MpUMEHEHUs,
coobuieHne o6 3TOM HarnpaBnseTca oOpraHu3auusMy, ykasaHHbIMM B 4actu 3 crtatbum 38 HacToswero
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depnepanbHOro 3akoHa, B YNOITHOMOYEHHBIN doefeparnbHbii OpraH MCMOMHUTENbHOW BNACTU NO YCTAHOBIEHHOW UM
copme.

8. ®opma coobLueHns 0 3aBepLueHUM, MPUOCTAaHOBNEHUN UMW MPEKPALLEHMN KITMHUYECKOTO MCCeaoBaHuWs
nekapcTBEHHOro npenapara Ansg MeauuuHCKOro NnpuMeHeHnsa AoMkKHa coaepxaThb:

1) nHdopmaumio 0 MeaULMHCKOW opraHmsaLmMm Unu MeguuuHCKUMX opraHu3auusx, NpoBOAUBLLMX OaHHOE
nccrnegoBaHue;

2) onucaHve JaHHOoro nccneaoBaHus;

3) pOaHHble wuccnepoatens (damunus, KMMHA, OTYECTBO, MeCTo paboTbl, 3aHUMaemasi [AOMMKHOCTb,
crneumanbHOCTb, CTax paboTbl MO MporpaMMam KIUHUYECKMX WCCNeAoBaHUN NeKkapCTBEHHbIX MpenapaTtos,
nepeyeHb KNMHUYECKUX UCCNeaoBaHMN NeKapCTBEHHbIX NpenapaToB, B KOTOPbIX OH MpMHMMan yyactue (nepuogpl
yyacTusi) B Ka4ecTBe nccriegoBaTens unm conccriegoBarens);

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

4) pesynbTaT [JaHHOTO WCCrefoBaHWs (3aBeplueHne, NPUOCTAHOBMEHUE WM MpeKpalleHne [aHHOro
NCCreaoBaHUsl C yKasaHUMEM WX MPUYMH U BIUSHUS Ha OLIEHKY €ero pes3ynbTaTtoB, OOyl OLEHKY pucka wu
OXMOaeMon nonb3bl OT MPUMEHEHUS UCCreayeMoro fekapcTBEHHOro npenapaTta, a Takke npegnonaraemble
OanbHenwne 4encTems).

9. YNonHOMOYeHHbIM hegepanbHbli OpraH WUCMONHUTENbBHON BractTu onybnuvkoBbIBaeT U pa3melLaeT Ha
cBoeM odumumnansHom cante B ceTu "MIHTepHeT" coobLueHne 0 3aBepLueHn, NPUOCTaHOBAEHUN NN NpeKkpaLleHnn
KNMUHUYECKOTO MCCIeoBaHWsl NeKapCTBEHHOro mnpenapata And MeOMUUHCKOrO MNPUMEHEHUss B  CPOK, He
npeBbILAKLLNA NATKM paboyumx QHEN CO OHS ero NonyyYeHusi, B yCTaHOBNEHHOM 1M MOpPsiAKe.

10. YnonHomoueHHbIn beaepanbHbil OpraH UCMOMHUTENBHOW BRacTu OCYLLEeCTBRSeT BedeHue peecTtpa
nccrnegosaTenewn, NPOBOAALLMX UMM NMPOBOAMBLLMX KNMHUYECKUE UCCMeAoBaHMs NekapCTBEHHbIX NpenapaToB Ansg
MEeOMLIMHCKOrO0 NPUMEHEHUS, B COOTBETCTBUW C YTBEPXAEHHbIMW MM NpaBuiaMu U pasmellaeT ero Ha CBOeM
oduumnansHom cante B ceTu "VIHTepHeT" B YCTAHOBMIEHHOM WM Mopsiake. YKasaHHbI peecTp COAepXuT
NHpopMaLmio, NpegyCMOTPEHHYI0 MYHKTOM 3 YacTu 8 HacTosILen cTaTby.

11. OT4eT 0 pesynbTaTax KIMMHUYECKOrO MCCneaoBaHWUs NeKapCTBEHHOro npenapara Ans MeauuuHCKOro
NPUMEHEHUS COCTaBnAeTCs opraHu3aumen, ykasaHHon B yactu 3 ctatbk 38 HacTosdwero denepanbHOro 3akoHa,
Ha OCHOBaHMW 3aKMYEHUN MEOULMHCKMX OpraHvM3auui, NpoBOAMBLUMX 3TO MUCCredoBaHWe, U NpeacTaBnsaeTcs B
YNOSTHOMOYEHHbIN doefepanbHbli opraH UCNOMHUTENbHOW BacTu, BblAaBLUMW pa3pelleHne Ha npoBedeHne aToro
nccneaoBaHus, B CPOK, He MpeBblllaloWnii Tpex MecsueB CO [AHS ero 3aBeplueHus, NMPUOCTaHOBMEHUS WNnn
npekpaLleHus, B nopsake, ycTaHOBNEHHOM YNOMHOMOYEHHbIM defepanbHbiM OpraHoM UCMONHUTENBHOW BNacTu.

12. HapyweHue npaBun  KIUHWMYECKOW MpakTuky, danscnudukaumna pesynbTatoB  KIMUHUYECKOro
nccrnegoBaHus NekapCcTBEHHOro npenapara Ans MeguuuHCKOro NpMMEHEHUs BReKyT 3a cobon OTBETCTBEHHOCTL B
COOTBETCTBMM C 3aKoHoaaTensCcTBOM Poccunckon ®enepaumn.

13. lpu npoBegeHUN KIMHUYECKOro WCCNeAoBaHUA NeKapCTBEHHOro mnpenapata Ans MeauLUHCKOro
npMMeHeHus gonyckaeTcsa 3abop y naumeHToB Buonorndeckux marepmanos (06pasubl BMONOrMYecKknX XNaKocTewn,
TKaHeW, CEKPeTOB U NPOOYKTOB XU3HeOeATENbHOCTM YenoBeka, (OU3NONormiyeckux U naTonornyeckmx BblaeneHun,
Ma3KoB, COCKODOOB, CMbIBOB, MMWKPOOPraHM3MOB, OMOMNCUNHBIA MaTepman) Ans uxX M3YyYeHUs Ha TeppuTopun
Poccuiickon ®epepaumum n (unn) 3a npegenamu Tepputopumn Poccuinckon deaepaumm.

14. Tlopsagok BBO3a Ha Tepputoputo Poccuinckon ®defepaumm v BbiBO3a 3a Npedenbl Tepputopun
Poccuiickon  ®epepaummn  Guonormyecknx matepuanoB, MOMYYEHHbIX MNpW  NPOBEAEHWMM  KIIMHWYECKOTO
nccneaoBaHUsa nNekapcTBEHHOro npenapara Ans MeguuuHCKOro NpuMeHeHus, yctaHasnueaeTtca [paBuTenscTBOM
Poccunckon ®egepaumn.

Cratba 41. [oroBop O NpOBEAEHUWM KIMHUYECKOrO WCCedoBaHWUs FeKapCTBEHHOro mnpenapata And
MeOMULMHCKOrO NPUMEHEHNS

1. KnuHnyeckoe uccrnegosaHne nekapcTBEHHOro npenapara ans MeauuuHCKOro NpUMeHeHUst NpoBoaNUTCS B
COOTBETCTBUW C [OOrOBOPOM O MPOBEOEHUM KIMHUYECKOro WCCMEedoBaHMsl NeKapCTBEHHOro npenapata Ans
MEOULIMHCKOrO MPUMEHEHUs!, 3aKmoYaeMbiM MEXay opraHusauueit, NonyYmslUen paspelleHne YyrnonHOMOYEeHHOro
dbengepanbHOro opraHa WCMOMNHUTENbHOW BRAacTX Ha oOpraHuM3auuio NpPoBedeHUs TaKoro WccnegoBaHus, U
MeAULIMHCKON opraHu3auunen, ocyLLeCTBNALLEN NpOBeAeHNe Takoro UccreqoBaHus.

2. [doroBop 0 npoBedeHWUM KMUHUYECKOro UCCNEenoBaHUs NeKapCTBEeHHOro npenaparta Ans MeauLMHCKOro
NPUMEHEHVs! IOMMKEH coaepXKaTh:

1) yCnoBus 1 CPOKM NPOBEAEHMS aHHOIo UccreoBaHus;
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2) onpegeneHve obwen CTOMMOCTM MpOrpammbl  OaHHOMO WCCNeAoBaHWs C  yKka3aHMeM CyMMBbI,
npegHasHavaloLencs Ans BeinnaT uccrnegoBartensam, concenegoBaTensim;

3) onpegeneHve QOpMbl NPeACTaBNEHMs pe3ynbTaToB [AaHHOMO WCCMEeAOBaHUSA B YMOSTHOMOYEHHbIN
tbeaepasnbHbI OpraH UCMOMHUTENBHON BNacTu.

Cratbss 42. ®duHaHCcOBOe obecneyeHue KINMHUYECKOro WCCreaoBaHns NNIeKapCTBEHHOIo npenaparta and
MeaNLIMHCKOIo NnpuMeHeHunq

durHaHcoBoe obecnedeHne KNMHUYECKOro UCCredoBaHUs NEKapCTBEHHOro npenapara ana MeauuMHCKOro
NPUMEHEHMNSA OCYLLLECTBISETCA 3a CYET:

1) cpencTtB dheaepanbHoOro GromkeTa;

2) cpeAcTB opraHuM3auumii, NonyyYmMBLUNX paspeLleHe Ha opraHn3aumio NpoBeAeHMS AaHHOTO UCCeaoBaHus,
B COOTBETCTBUM C YCIOBMSIMM AOroBOpa O ero NpoBeaeHUu;

3) VMHBIX He 3anpeLLeHHbIX 3akoHodaTenbcTBoM Poccuickon ®efepanmm NCTOYHMKOB.

CrtaTbsl 43. NMpaBa nauMeHToB, y4acTBYIOLUMX B KIMHUYECKOM WCCrEeOoBaHMU NEeKapCTBEHHOro npenaparta
ONst MeAMLMHCKOIo NpUMeHeHust

1. YyactTue nauueHToB B KIMHMYECKOM MCCNEOOBaHMM NEKapCTBEHHOro npenapata gns MegULUHCKOro
NpUMeEHeHNs ABNSETCS 4OOPOBOSbHbLIM.

2. MMaumeHT nnn ero 3aKOHHbIN NpeAcTaBUTENb A0SPKEH ObITb MH(POPMUPOBAH B MMCbMEHHON hopMme:

1) 0 nekapcTBeHHOM npenapaTte Afsi MeOULMHCKOTO NMPUMEHEHNSA U CYLLHOCTU KITMHUYECKOro NcCrneaoBaHus
3TOro NIeKapCTBEHHOIO NpenapaTa;

2) o 06e30MacHOCTU feKkapCTBEHHOrO npenapata ANs MEeOUUUHCKOTO MNPUMEHEHUsl, €ero oXxunaaemomn
3P PEKTUBHOCTU 1 CTEMNEHN pUCKa OIS NALUEHTa;

3) o6 ycrnoBusix y4acTusi naumMeHTa B KIMHUYECKOM WCCNefOBaHUM JeKapCTBEHHOro npenapaTta Ans
MEeOULMHCKOTO NPUMEHEHUS;

4) 0 uenu nnn Lenax u NPoOSOINKUTENBbHOCTU KITMHUYECKOro UCCIefoBaHNst NIEKapCTBEHHOMO npenapara ans
MEeOULMHCKOTO NPUMEHEHUS;

5) 0 gencTBMsIX NauneHTa B criyvyae HenpeaBuaeHHbIX 3¢hEKTOB BNUSAHMSA NEKAPCTBEHHOIO npenapaTa ansg
MEeOMLMHCKOrO NPUMEHEHNSI Ha COCTOSIHNE €ro 340POBbS;

6) 06 ycrnoBusix 0683aTeNbHOro CTPaxoBaHMWs XU3HW, 300POBbSA MALUEHT];

7) O rapaHTUsiX KOHWMAEHLMANBHOCTN Yy4acTus naumeHTa B KIMHUYECKOM MCCNeAoBaHUM NeKapCTBEHHOIO
npenapaTta Ans MeguuMHCKOro NpUMeHeHUs.

3. [HobpoBonbHoe cornacve nauuMeHTa Ha yyacTMe B KIMHUYECKOM UCCNefoBaHUM NeKkapCTBEHHOro
npenapaTta And MeAULMHCKOrO NpUMEHEHUs NOoATBEpPXAaeTCs ero MOAMUChI0 UMW MOANUCLI0 ero 3aKOHHOro
npeacTaBuMTenst Ha UHPOPMALIMOHHOM MNINCTKE NauueHTa.

4. lMaumMeHT nnn ero 3aKkOHHbLIN NpeacTaBUTENb MMEEeT NPaBO OTKa3aTbCHd OT Y4acTUS B KIIMHUYECKOM
nccneaoBaHUM fEKapCTBEHHOrO npenapata Ans MeAMLMHCKOro npuMeHeHus Ha nwobown ctagum npoBefeHus
TaKoro nccregoBaHusl.

5. MNpoBegeHne KIMHUYECKOTO NCCneaoBaHNs NIeKapCTBEHHOMO npenapara AN MeauLUMHCKOro NpMMeEHeHs
C ydacTMeMm B KadecTBe NaumeHTOB OeTeln OOoMyckaeTcs TOMbKO C cornacusi B MMCbMEHHOW bopme MX poauTenen,
ycbiHOBMTENen. [leTm Moryt paccmaTpvBaTbCs B KayecTBE MOTEHUManbHbIX NMauMEHTOB TaKoro MCCnenoBaHus,
TONbKO €Crfin ero npoesefeHne Heobxoaumo AN YKpenneHus 300poBbsa AeTen unu npounakTukm MHAEKLNOHHBbIX
3aboneBaHuii B OETCKOM Bo3pacTe nubo ecnu Lenbio Takoro MCCrnefoBaHus ABMSETCA MNOMyvyeHue AaHHbIX O
Hanny4lwen JO3NPOBKE NEKAapCTBEHHOrO npenapara Ans nevexHusa geten. B aTnx crnyyasax TakoMy UCCReaoBaHUIO
OOJDKHO  MpeflecTBOBaTb  KIIMHUYECKOE WUCCredoBaHWEe JEeKapCTBEHHOro npenapata  Ans  MeguuUHCKOro
NPUMEHEHNS HA COBEPLUEHHOMNETHMX rpaXKaaHax, 3a UCKIIYEHMEM ClydaeB, eCnn Uccnenyembli NekapCTBEHHbIN
npenapat Ansa  MEeOUUMHCKOTO  MPUMMEHEHMs1  MnpedHasHadeH  MCKMYUTENbHO AN MCMOMb30BaHMS
HEeCOBEpPLUEHHOMNETHUMU rpaXKaaHaMMm.

(B pea. PegepanbHoro 3akoHa ot 22.10.2014 N 313-93)

6. 3anpeLyaeTcs NpoBefeHNE KIMMHUYECKOrO UCCNeAOoBaHWs NeKapCTBEHHOMO nNpenapaTa Ans MeguunHCKoro
NPUMEHEHMS C y4acTMeEM B Ka4YeCTBE NaLUeHTOB:

1) oeTen-cMpoT n AeTewn, ocTaBumnxcs 6e3 nonevyeHuss poautenen;

2) XeHWWH B nepuon OepemMeHHOCTW, XEHLUH B MEpWoA FPYyAHOro BCKapMIIMBaHWUSA, 3a MWCKITHOYEHUEM
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crnyyaeB, eCcnv MpPOBOAUTCS KIMMHUYECKOE WCcCriefoBaHue JeKapCTBEHHOro npenapaTa, npeaHa3HayeHHoro Ans
YKa3aHHbIX JKEHLLMH, MpW YCIOBMU HEOoBXOAMMOCTM MONydeHusi UHdopmauuym TOMbKO BO BpPEMS NpOBeOeHWUS
COOTBETCTBYHLUUX KINMHWYECKUX WCCMEAOBaHWN U MPUHATMS BCEX HEOOXOAMMbIX MEp MO WCKITYEHUI0 purCKa
HaHeceHVs Bpeda XeHLUMHe B nepuod 6epeMeHHOCTH, XEeHLUHe B Nepuog rpyaHoro BCKapMvMBaHus, niogy unm
pebeHky;

3) BOeHHOCNYXKaLUMX, 3@ UCKMNIOYEHUEM CryYaeB NpoBeaeHUS KITMHUYECKOro UCCnefoBaHuUs NekapcTBEHHOroO
npenapaTta, crneuuanbHO pa3paboTaHHOro ANnd NPUMEHEHWsT B YCNOBUAX BOEHHbIX OEWCTBUW, Ype3BblYanmHbIX
cuUTyauun, npounakTukm M rnedeHus 3aboneBaHMA U MOPaKEHWUNW, MOMYYEHHbIX B pesynbTaTte BO3AENCTBUSA
HebnaronpuaTHbIX XMMUYECKUX, BMONOrMyecknx, paamaLmoHHblx akTopoB. KnvHudeckoe uccnegoBaHue Takoro
NEeKapCcTBEHHOro npenapara MOXEeT NpPOBOAUTLCA C yvyacTUEM B KayeCTBE NALMEHTOB BOEHHOCMYXKALUMX, 3a
WCKIMIOYEHMEM BOEHHOCITYXaLUMX, MPOXOASALMX BOEHHYK Ccryx0y no npu3biBy, ¢ cobniogeHvem TpeboBaHui,
YCTaHOBMEHHbIX HacTosAwmnm degepanbHbIM 3aKOHOM B OTHOLLEHWUW FPaXXAaHCKUX JNLL;

4) COTPYAHMKOB NPaBOOXPaAHUTENbHbLIX OPraHoB;

5) nuu, oTObIBaKOLWLMX HaKka3aHMe B MeCTax NvweHusa ceoboabl, a Takke nuu, HaxoasLWwuxcsa nog CTpaxen B
CNeACTBEHHbIX N30MATOpax.

7. Donyckaetcs npoBefeHMe KNMHUYECKOrO UCCMeA0OBaHUS NekapCTBEHHOrO npenapaTta Anst MeguLnHCKOro
NPUMEHEHUS, NpeaHasHa4YeHHOro Ansa nevYeHus Ncuxmdecknx 3aboneBaHun, C y4acTMem B KayecTBe MauMeHTOB
nMy ¢ ncuxumyeckumun - 3aboneBaHMsMM, NPU3HAHHbLIX  HEOEeecnocobOHbIMM B MOpsigKe, YCTAHOBMEHHOM
3akoHogartenscTBoM Poccuiickon ®epepauun. KnuHnyeckoe mnccrnegoBaHne nekapcTBEHHOINO npenapata B 3TOM
cny4ae NPoOBOAUTCA MPU HANMYMK Cornacus B NMCbMEHHON hopMe 3aKOHHbIX MpeAcTaBuTeNen yKka3aHHbIX ML,

Cratbsn 44. O6GsizaTenbHOe CTpaxoBaHWE >XW3HW, 300POBbsi MaUMEHTa, YYaCTBYIOLIErO B KAMHUYECKOM
nccrnenoBaHUM NekapCcTBEHHOMO Npenapara Ans MeauLUUHCKOro NpUMeHeHNs

(B pea. PenepanbHoro 3akoHa ot 29.11.2010 N 313-d3)

1. OpraHuzauusi, nonyymBLIas paspelleHne Ha opraHuM3auuio NpoBedeHUs KIMHWYECKOro WccrefoBaHus
nekapCTBEHHOro npenaparta Ansg MeguuMHCKOro npuMeHeHus, obsd3aHa B KayecTBe CTpaxoBaTenis cTpaxoBaTb
PUCK MPUYMHEHWSA BPeda XW3HW, 340POBbIO MauMeHTa B pesynbTaTe NpoBeAeHWs KIMHUYECKOro uccrnenoBaHus
rfiekapCTBEHHOro npenapaTta AN MEeAMLMHCKOro MpUMEHEHWs 3a CBOW CYeT NyTeM 3akfioyeHus Jorosopa
00s13aTENBHOrO CTPaxoBaHWMS.

2. ObbekToM 06A3aTENbHOIO CTPAXOBaHWUS ABMAETCA MMYLLECTBEHHbIN WHTEpec nauueHTa, CBA3aHHbIN C
NpUYMHEHVeM Bpeda ero XW3HW WM 340POBbI0 B pe3ynbTare NpPOBEAeHWS KIUMHWYECKOro uccrnegoBaHus
nekapcTBEHHOro npenapaTta Ans MeguumHCKOro NPUMeEHeHNs.

3. CtpaxoBbiM criyyaemM Mo [0roBopy obs3aTenbHOro CTpaxoBaHWs SBMASETCA CMepTb MauueHTa unu
yXyOlWeHne ero 340poBbsi, B TOM 4ucre Briekyliee 3a coboW yCTaHOBMEHME WHBanNWAHOCTWU, NPW Hanu4uu
NPUYUHHO-CMEACTBEHHON CBA3W MEXAY HacTynfeHMem 3Toro cobbiTMa U ydacTueM nauueHTa B KIUHUYECKOM
nccrnegoBaHUM NekapCTBEHHOro npenapara.

4. TpeboBaHMA O BO3MELLEHMN Bpeaa, NPUYUHEHHOTO XM3HU UMK 300POBbI0 NaumeHTa, NpeabsaBnsaloTcs B
TeyeHne CPOKOB MCKOBOWM AABHOCTU, YCTAHOBIIEHHBIX rPpaX4aHCKMM 3aKOHO4aTeNbCTBOM.

5. Paamep cTpaxoBoW BbinnaTel No 4OroBopy o653aTenbHOro CTpaxoBaHUs COCTaBnsAeT:

1) B cnyyae cMepTM nauueHTa ABa MunnnoHa pybnen Ha Kaxaoro nauueHTa, yvacTBOBaBLUEMO B
KIMMHWYECKOM MccrefoBaHMM nekapCcTBEHHOro npenapara;

2) Npun yxyaLweHnn 300poBbsa NauneHTa:

a) nosnekwem 3a cobow ycTaHOBMEHWe UHBaANUAHOCTK | rpynnbl, OAMH MUINNNOH NATLCOT ThicAY pybrien Ha
Ka>k4oro naumeHTa, y4acTBOBaBLLErO B KIIMHUYECKOM MCCEA0BaHMN NEeKapCTBEHHOro npenapaTa;

6) noBnekweMm 3a cobow ycTaHoBneHue wHBanuaHoctu Il rpynnbl, oAuH MWANMOH pybnem Ha Kaxgoro
naumeHTa, y4aCTBOBaBLUENO B KITMHNYECKOM UCCNEAOBaHNM NIeKapCTBEHHOrO npenapara;

B) moBnekwem 3a cobomn yctaHoBneHve wuHBanugHoctu Il rpynnbl, NATECOT ThicAY pybnewn Ha Kakgoro
naumeHTa, y4aCTBOBaBLUErO B KITMHNYECKOM MCCNEAOBaHNM NIeKapCTBEHHOroO npenapara;

r) He noBrnekwem 3a cobol yCTaHOBMEHUS UHBaNMAHOCTK, He Bornee Yem TpucTa ThicaY pybnen Ha Kaxxaoro
nauuneHTa, y4acTBOBaBLUErO B KITMHUYECKOM MCCreoBaHUN NekapCTBEHHOro npenapara.

6. Pasmep cTpaxoBbix BblNfaT MOXET ObITb YyBENMYEH HA OCHOBaHWM peLLeHns cyaa.

7. Cpok poroBopa o006s3aTeNnbHOrO CTPaxoBaHWs He MOXeT ObiTb MeHee, 4YeM CpOK npoBedeHUs
KIMMHWYECKOro NccnefoBaHns NekapCTBEHHOro npenapara.
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8. YcnoBusa goroBopa 06s3aTENbHONO CTpaxoBaHMs, B TOM YMCle CTpaxoBble Tapudbl Mo obs3aTtensHOMY
CTpaxoBaHWUO, MepedeHb HeobXxooMMbIX [AOKYMEHTOB [OJ1 OCYLLECTBIIEHUS CTPaxoBOW BbIMfaThl, MOPSAOK
YCTaAHOBMEHMS  CTpaxoBaTefieM  WHOAMBMAYaANbHOrO  MOEHTUMUMKALMOHHOIO koA  NauueHTa,  Mnopsgok
WH(POPMMPOBaHNSA  CTpaxoBaTefieM CTPaxoBLiMKA O TMPUBIIEYEHHbIX K  KIMHMYECKOMY  UCCREAOBaHUIO
NneKkapcTBEHHOro npenaparta Ansg MeauuUHCKOro NpUMeHeHusa nauueHTax, NopsiAioK ynnaTbl CTPaxoBOW MpeMuMu,
nopsiioK peanusaumm onpefeneHHblx HacTosawmMm deaepanbHbIM 3aKOHOM U Apyrumu defeparnbHbIMU 3aKoHaMu
npae n 0683aHHOCTEN CTOPOH NO JOroBOpY 06513aTENbHOr0 CTpaxoBaHUSA yCTaHaBNUBAKOTCS TUNOBLIMY NMpasunamm
06s3aTENBHOrO CTPaxoBaHMS.

9. B cnyydyae npuynHeHna Bpeda XU3HU nauuneHTa, ydacTBoBaBLUEro B KIIMHUYECKOM WUccClenoBaHum
neKkapcTBEHHOro npenapara, BbirogonpuobpetarensMy nNo [OroBopy 00s3aTeNnbHOro CTPaxoBaHWUS SBNAOTCSH
rpaxgaHe, umeroLLMe NpaBo Ha BO3MELLEHNE Bpeda B Criydyae CMepTU KOpMUIbLia B COOTBETCTBUN C FPpaXX4aHCKUM
3aKoHO4ATENbCTBOM, MPU OTCYTCTBUM Takux rpaxgaH - poauTenu, cynpyr, AeTM YyMepLllero nauumeHTa,
y4yacTBOBaBLUErO0 B KIMHMYECKOM WCCIEAOBaHUM JIeKapCTBEHHOro MNpenapara, B Ccriydae CMepTu nauueHTa,
y4acTBOBAaBLUENO B KIIMHNYECKOM WCCREAOBaHUN NEKAPCTBEHHOMO npenapata U He MMEBLLEr0 CaMOCTOSTENbHOIo
aoxopna, - rpaxgaHe, Ha WXONBEHUN KOTOPbIX OH HAaXOAMMCS, B OTHOLLEHMM BO3MELLIEHUSI pacXodoB Ha norpebeHne
naumeHTa, y4acTBOBaBLUErO B KIIMHNYECKOM UCCNEeAOBaHMM NEKAPCTBEHHOrO npenapaTa, - MU0, NOHecLlee Takue
pacxogbl.

10. CtpaxoBas Bbinnarta B CYET BO3MELLEHMSA Bpena, NMPUYMHEHHOMO XWU3HU MalMeHTa, y4acTBOBaBLUErNO B
KMMHUYECKOM MWCCNeaoBaHUM NEeKapCTBEHHOro npenaparta, pacnpegensdercsa mexay Bblrogonpuobpertatensmu
nponopunoHaribHO X KONMM4eCTBY B paBHbIX 40NAX.

11. Tpwn HacTynneHuMn CTPaxoBOro crnyvas naumeHT, y4yacTBOBaBLUMWA B KIMHUYECKOM MWCCeaoBaHuM
NeKapCTBEHHOro npenapaTa, BbirogonpuobpeTaTens BMApaBe nNPeabsaABUTb HEMNOCPEACTBEHHO CTPaXOBLUMKY
TpeboBaHMe O BO3MELLEHUM NpUYMHEHHOro Bpepa. CTpaxoBas BbinnaTa OCYLECTBMAAETCA CTPaxOBLUMKOM B
TeYeHWe TpuauaTM OHEW CO AOHs NpeacTaBneHus HeobXoaMMbIX OOKYMEHTOB. [lauMeHT, y4yacTBOBaBLUMA B
KNMUHUYECKOM UCCREedOBaHUN FekapCTBEHHOro npenapara, WM Bblrogonpuobpetatens 00s13aH  COOOLWMTL
CTPaxOBLUMKY AN OCYLLECTBIEHUSI CTPax0OBOW BbINMaTbl MHAMBUOYAINbHbLIA NOEHTUMUKALMOHHBIA KOA MauueHTa,
YCTaHOBIEHHbIN CTpaxoBaTeneM B COOTBETCTBUM C TUMOBLIMW NpaBuiamn obs13aTenbHOro CTpaxoBaHus.

12. [Jo nonHoro onpefeneHna pasmepa noafnexallero BO3MELLeHUI0 Bpeda CTPaxoBLUMK MO 3asiBMEHUIO
naumMeHTa, Yy4acTBOBaBLUENO B KIMHWYECKOM WCCMEeOoBaHMM JNEKapCTBEHHOrO npenapara, Wnu  3asiBIIEHUto
BbirogonpuobpeTtaTtens BrApaBe OCYLECTBUTb 4YacTb CTPaxOBOW BbINMaTbl, COOTBETCTBYHOLLYH (aKTUYECKU
onpeneneHHom YacTu NPUYMHEHHOro Bpeaa.

13. CrtpaxoBas Bbinfata B COOTBETCTBMM C OOrOBOPOM 00s513aTENbHOrO CTpaxOoBaHWsi OCYLLECTBIISieTCSH
HEe3aBUCKMMO OT BbIMMaT, NPUYMTAIOLLNXCS NO APYrMM BUgaM CTpaxoBaHUS.

14. He ponyckaeTcs yyacTve naumeHTa B MpOBEAEHUM KITMHUYECKOro WuccrneaoBaHusi NeKapCTBEHHOro
npenapaTta npv OTCYTCTBMM AOroBopa 06s13aTeNbHOro CTpaxoBaHUS.

15. KoHTponb 3a MCNONHeHWeM opraHusaluen, NonyyMBlUElN paspelleHne Ha opraHmsauuio nposefeHus
KIUHUYECKOro UCCrefoBaHUst NeKapCTBEHHOro npenapata Ang MeAUUMHCKOrO MNpUMEHEHMUs, YCTaHOBMEHHON
HacTosLLen cTaTben 06a3aHHOCTN NO 06s3aTEeNbHOMY CTPaxOBaHUIO XM3HWU, 300POBbS NauUMEHTa, y4acTBYIOLLEro
(yyacTBOBaBLIErO) B KIMHWMYECKOM  WCCMEAOBaHUM  NEKapCTBEHHOro  npenaparta,  OCYLUeCTBRsieTcs
YMOSTHOMOYEHHbIM dhedepanbHbiM OpraHoM MCMOSHUTENBLHOW BNacTW, BblAaBLUMM paspelleHne Ha npoBedeHue
KITMHUYECKMX UCCIefoBaHN NIEKapCTBEHHLIX NpenapaToB A MeAULMHCKOTOo NPUMEHEHNS.

Mnasa 8. MPON3BOACTBO U MAPKUPOBKA NIEKAPCTBEHHbLIX CPELACTB
Crtatbsa 45. [Npon3BoACTBO NEeKapCTBEHHbIX CPEACTB

1. Tpon3BOACTBO neKapCTBEHHbIX CPEACTB [AOMKHO COOTBETCTBOBAaTb MpaBunaMm  opraHusauum
NpoM3BOACTBA M KOHTPONS KayecTBa NeKkapCTBEHHbIX CPeACTB, YTBEMKAEHHbIM YNOMHOMOYEHHbIM defeparnbHbIM
opraHom ucnonHuteneHon Brnactu. OcobeHHOCTU nepexoaa NPoM3BOACTBA OTAENbHbIX NEeKapPCTBEHHbLIX CPeaCTB K
UX TMPOM3BOACTBY B COOTBETCTBUMM C MpaBunamMm OpraHusauMm MpoM3BOACTBA W KOHTPOMsS KadecTBa
nekapcTBEHHbIX CpecTB ycTaHaBnmBatoTcs NpaButensctBom Poccuiickon ®eaepaunn.

(B pea. PegepanbHbix 3akoHOB OT 25.06.2012 N 93-93, o1 22.10.2014 N 313-93)

2. lMpon3BoAcCTBO neKapCTBEHHbIX CPeAcTB Ha Tepputopumn Poccuinickon depepaumm ocyLlecTBrAsSeTcA
Npou3BOaUTENSIMU NEKApPCTBEHHbIX CPEACTB, MMEHLWMMU JINLEH3NI0 Ha NMPOM3BOACTBO IEKAPCTBEHHbIX CPEACTB.
MogoTBEpXXOEHWE COOTBETCTBMS fMUEH3vMaTa MpaBunaM oOpraHv3auuyM Mpou3BOACTBA M KOHTPONS KavecTBa
NEKapCTBEHHbIX CPEeACTB  OCYLIECTBNAETCA B paMKax JIMLEH3UMOHHOrO KOHTpPONA B COOTBETCTBMM C
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3akoHogartenbcTBoM Poccuiickon degepaumm ¢ y4eToM 0COOEHHOCTEN, YKa3aHHbIX B YacTu 1 HacTosILWEN CTaTbMu.
(B pea. PepgepanbHoro 3akoHa ot 22.10.2014 N 313-93)

3. NMpoun3BOACTBO NEKAPCTBEHHbIX CPEACTB OCYLLECTBISETCA C cobntogeHnem TpeboBaHMiA NPOMbILLIIEHHOMO
pernameHTa, KOTOpbI YTBEPXOAETCS PYyKOBOAMTENEM MPOM3BOAUTENS JIEKApPCTBEHHbLIX CPEACTB M BKIOYaeT B
cebs nepedyeHb UCMNONb3yeMbix apmMaueBTUYECKUX CyOCTaHUMA U BCnomMoraTenbHblX BELLEeCTB C YKa3aHWeM
KOMnmMyecTBa KaXaoro u3 HuX, AaHHble 06 ncnonb3yemom obopyaoBaHUKU, ONUCaHUE TEXHONOMMYECKOro npouecca u
MEeTOJO0B KOHTPOJIA Ha BCEX 3Tanax npon3BoacTBa JieKapCTBEHHbIX CPeacCTB.

4. Tllpu npou3BOACTBE JIEKAPCTBEHHbLIX CPEACTB UCNONb3ylTCA apmaueBTuyeckue cybcTaHuum,
BKITIOYEHHbIE B FOCY4apCTBEHHbIA peecTp NnekapCTBEHHbIX CPEACTB.

5. 3anpellaeTca Nnpon3BOACTBO:

1) nekapCTBEHHbIX CPEACTB, HE BKITHOYEHHbLIX B rOCYAapCTBEHHLIN pEeecTp JeKkapCTBEHHbLIX CpPeacTB, 3a
NCKITIOYEHMEM J1IEKAPCTBEHHbLIX CPeACcTB, MPOM3BOAUMbBIX ANsi NPOBEAEHUSI KITMHUYECKMX WCCRedOBaHWA U Ons
3KCMopTa;

2) hanbCMPULNPOBaHHBIX NIEKAPCTBEHHbLIX CPEACTB;

3) nekapcTBEHHbIX CpeacTB 6e3 NMULEH3NN Ha MPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB;

4) nekapCcTBEHHbIX CPEACTB C HapyleHWEM MpaBuIT OpraHu3aumy NPOV3BOACTBA M KOHTPOMS KayecTBa
NeKapCTBEHHbIX CpeacCTB.

6. lNMpn BBOAE NEKAPCTBEHHbLIX CPEACTB B rpaKgaHCKUM OOOPOT YNOMIHOMOYEHHOE NULO MpPOoM3BOAUTENS
NeKapCTBEeHHbIX CpeaCTB OCYyLWeCTBNAeT noarsepXneHne CcOOTBETCTBUA JIeKapCTBEHHbIX CpencTB TpGGOBaHVIﬂM,
YCTAHOBMEHHbLIM MNPU WNX TOCYAAPCTBEHHOW perncTpaumn, WU rapaHTupyeT, 4YTO JleKapCTBEHHble CpeacTBa
npon3eegeHbl B COOTBETCTBMKX C NpaBunamMmm npon3BoacTBa U KOHTPOJIA KadeCTBa NeKapCTBEHHbIX CPeaCTB.

7. YNONHOMOYEHHbIM nnuoM  npousBoauTena IneKkapCTBeHHbIX CpencTtB ABNAeTca ero pa60Tan<,
aTTeCcTOBaHHbIA B YCTAHOBIIEHHOM YNMOJSIHOMOYEHHbLIM (hefepanbHbIM OpraHOM MCMOSNHUTENBHOM BNAcTu Nopsiake 1
UMeLWnn cTax paboTbl He MeHee 4eM MATb neT B 0OnacTu MNpoM3BOACTBA WM (UNM) KOHTPONSA KavecTBa
nekapCTBEHHbIX CpeacTB, Bbicllee 0Opa3oBaHMe COOTBETCTBEHHO MO OAHOW U3 crneuunanbHOCTEN U (M) OOHOMY
N3 HanpaBJieHWIA NoAroTOBKNU: Brnonorusi, BUOTEXHONMOIMMS, BETEPUHAPUS, KIMHUYECKas MeauuuHa, pagnaumMoHHas,
XMMmyeckass u buonornyeckas 3awmrta, dapmauus, dyHOaMeHTanbHas MefuuuHa, XUMUYecKkas TEXHOJOorus,
XNMUA.

(vyactb 7 B peq. PegepanbHoro 3akoHa ot 22.10.2014 N 313-93)

8. lNMpounsBoauTenn nekapcTBEHHbIX CPEACTB MOryT OCYLUECTBNATb MPOAAXy JIEKAapCTBEHHbIX CPeACTB WUin
nepeaaBaTb MX B YCTAHOBIIEHHOM 3akoHoAaTenbcTBOM Poccuiickon degepaumm nopsake:

1) opyrMm Npou3BOANTENSIM FNIEKAPCTBEHHbLIX CPEACTB 4SS MPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB;

2) opraHusauusim onTOBOW TOProBIiM NIEKapCTBEHHbIMU CPEACTBAMU;

3) anTeyHbiIM  OpraHuM3auuMsiM, BEeTEpPUHapHbIM  anTeyHbiM  OpraHu3auusaMm,  UHAMBUOYaIbHbIM
npeanpuHUMaTenaM, WMeKLWNM TUUEH3NI0 Ha (apMaueBTUYECKYlD [OesATeNbHOCTb WM FNULEH3UI0  Ha
MEeOMLIMHCKYIO AeATeNbHOCTb;

4) Hay4HO-UCccneaoBaTeNnbCKUM OpraHuM3aLmaM Ans HayYHo-uccnenoBaTensCckon paboThl;

5) MeguuUHCKUM opraHnsaumsmM U BeTepUHapPHbIM OpraHu3aLmsam;

6) opraHusauusam, oCcyLLEeCTBAIOWNM pa3BefeHne, BblpallnBaHNe U COAEPKaHNE XXUBOTHbIX.

Cratbsa 46. MapkunpoBka nekapCTBEHHbIX CpeacTB

1. JlekapcTBeHHble npenapaTbl, 3@ UCKIOYEHNEM JTEeKapCTBEHHbIX MpenapaToB, M3rOTOBMNEHHbIX anTeYHbIMU
opraHusauusaMn, BeTEepPUHApHbIMW  anTeYHbIMWU  OpraHu3auusiMn, WHAMBUAYaNbHbIMW  NpeanpuHMMaTensamu,
UMELLUMKN NULEH3NIO Ha hbapMaLeBTUYECKYI0 AeATeNbHOCTb, AOIMKHBI NOCTYNaTh B obpalleHue, ecnu:

1) Ha MX NepBWYHOW YMaKOBKE (3a WCKIMIOYEHWEM MEPBUMYHON YMAaKOBKM MEKApCTBEHHbIX PaCTUTENbHbIX
npenapaToB) XOPOLWO YuTaembiM LWWPUEPTOM Ha PYCCKOM NA3blke YKasaHbl HauMeHOBaHWEe feKapCTBEHHOro
npenapaTa (MexgyHapoaHOe HenaTeHTOBaHHOE, UMM XUMUYECKOe, MM TOProBoe HavMeHOBaHWe), HoOMep cepum,
Aarta BbiNycka (Ans MMMYHOBMOMOrMYECKUX reKkapCTBEHHbIX MpenapaToB), CPOK rOOHOCTW, [O3MpOBKa WU
KOHUeHTpauusi, 06beM, akTMBHOCTb B eAnHMLAX OENCTBUSA UMW KONMYECTBO A03;

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

2) Ha ux BTOpMYHON (MOTPeObUTENBCKON) YNAKOBKE XOPOLLO YNTAEMbIM LUPUTOM Ha PYCCKOM SA3bIKE yKa3aHbl
HauMeHOBaHWe neKapCTBEHHOro npenapaTa (MeXxayHapogHOe HenaTeHTOBaHHOE WM XUMWYECKOe U TOproBoe
HauMeHOBaHWs), HaMMEHOBaHVWe NPON3BOAMTENS JleKapCTBEHHOro npenaparta, HoMep cepuu, gata Bbinycka (4ns
MMMYHOBMONOrMYECKNX NeKapCTBEHHbIX NpenapaToB), HOMeP PerncTpauMoHHOro yaOCTOBEPEHUS, CPOK FOAHOCTH,
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cnocob NpMMeHeHus, 4O3NPOBKa MIM KOHLEHTpaums, o6bem, akTMBHOCTb B eAnHMLax AeNCTBMS NGO KONMMYECTBO
003 B yrakoBKe, nekapcTBeHHasd hopma, yCnoBus OTMNycKa, yCroBUSA XpaHeHusl, npegynpeanTenbHble Hagmnucu.
(B pea. PepgepanbHoro 3akoHa ot 11.10.2010 N 271-03)

2. ®apmaueBTnyeckme cybCcTaHLuuM OOSMKHBI MOCTyNaTh B obpalleHne, ecrnv Ha UX NepBUYHOWN YMakoBKe
XOpOLIO YMTaeMbiM LWPUAPTOM Ha PYCCKOM A3blke YyKadaHbl HauMeHoBaHuWe dapMaueBTUYeckon cybcTaHumm
(MexgyHapogHoe  HenaTeHTOBaHHOE WM XMMUYEcKoe U TOproBoe  HauMMEHOBaHWs), HavMeHOBaHue
npoussoauTens dapMaueBTUYeCcKon cybcTaHuMn, HOMEP Cepyun U Aata U3roTOBMEHUS, KONMYECTBO B YNaKOBKE U
€VHU1Lbl U3MEPEHNST KONNYECTBA, CPOK FOAHOCTU 1 YCIOBUS XPaHEHWSI.

3. JlekapcTBeHHble cpeacTBa B KayecTBE CbIBOPOTOK AOIMDKHbI MOCTynaTb B oObGpalleHwe C ykasaHuewm
XXUBOTHOTO, N3 KPOBU, NNa3Mbl KPOBM, OPraHOB U TKAHEN KOTOPOro OHU NOMy4YeHbI.

4. Ha BTOpWYHYIO (NOTPEOUTENbCKYI0) YNAKOBKY NEKapCTBEHHbLIX CPEACTB, MOJTYYEHHbIX U3 KPOBW, MNMasmbl
KpOBW, OpPraHoB 1 TKaHeWn YenioBeka, OSMKHA HaHOCUTbLCA Hagnuck: "AHTuTena Kk BUY-1, BUY-2, k Bupycy renatuta
C 1 NOBEPXHOCTHbIN aHTUreH BUpyca renatuTta B otcytcTByoT".

5. Ha nepBu4YHyl0 ynakoBKy W BTOPUYHYKO (NOTpPebUTENbCKY) YnakoBKy paguodapmMaueBTUYEeCcKnX
NeKapCTBEHHbIX CPeACTB AOMMKEH HAHOCUTBCS 3HaK PagMaLNOHHOM ONacHOCTMW.

6. Ha BTOpu4Hyto (NoTpebuTenbCckylo) ynakoBKY roMeonaTUYECKUX FEeKapCTBEHHbIX MpenapaToB AOMKHA
HaHoOCUTbCS Hagnuck: "FomeonaTuyeckmin".

7. Ha BTOopuyHyo (NOTpeOMTEnbCKy0) YMakKoOBKY IEKAapCTBEHHbIX paCTUTENbHbIX MpenapaToB AOSKHa
HaHocuTbCA Hagnuek: "MNpoayKumsa npolusia paguaunoHHbIA KOHTPOnb".

8. Ha nepBuuHyl0 ynakoBKy W BTOPUYHYK (NMOTPEOUTENbCKYKD) YMakoBKYy IeKapCTBEHHbIX NpenapaTtos,
npeaHasHadeHHbIX AN KIMHWYECKUX UCCNedoBaHWMK, OOMKHA HaHOCUTLCA Hagnucb: "Ons  KIMHUYECKMX
nccnegoBaHun®.

9. YnakoBKa NeKapCTBEHHbIX CPEACTB, NMpefHasHaYeHHbIX MCKIIOYUTENbHO ANs 3KCNopTa, MapKUpyeTcsi B
COOTBETCTBMM C TpeBOBaHMAMM CTPaHbI-UMNopTepa.

10. Ha TpaHCnopTHylO Tapy, KOTopasi He npegHasHaveHa ANna noTpedbuTenelt M B KOTOPYK MOMELLEHO
nekapcTBEHHOE CpeacTBO, AOMKHA HaHOCUTBLCA UHOPMaLIMA O HAMMEHOBaHUN, CEPUUN NIEKAPCTBEHHOIO CPeACTBa,
Oare BbiNycka, KoNM4ecTBe BTOPUYHBLIX (MOTPEBUTENBLCKMX) YNakoBOK NEKAapCTBEHHOIO CpeacTBa, npoussoauTene
NeKkapCTBEHHOro cpeacTBa C yKasaHMeM HavMEHOBaHWS Y MECTOHaXOXOEHWSI NMPOM3BOAUTENS JeKapCTBEHHOro
cpeacTea (agpec, B TOM YMcne cTpaHa 1 (Unn) MecTo NpoM3BOACTBA JIEKAPCTBEHHOMO CPeACcTBa), a Takke O Cpoke
rOOHOCTU JIEeKapCTBEHHOrO cpeactBa M 00  YCrNOBUSIX €ro  XpaHeHus W MepeBOo3KM, Heobxoaumble
npegynpeauTeribHble HAANMCU 1 MaHUMYNSTOPHbIE 3HAKW.

11. Ha nepBuYHyl0 ynakoBKYy U BTOPWUYHYIO (NOTPEOUTENbLCKYK) YNaKoOBKY IeKapCTBEHHbIX CPeAcTB s
BETEPUHAPHOIo NPUMEHEHNS A0SMKHA HAHOCUTBLCA HaaNUCh: "[na BeTepuHapHOro NpUMeHeHns".

12. Ha BTOpu4Hyto (NoTpebutenbCckyto) ynakoBKy fiekapCTBEHHOIO npenapaTta HaHOCUTCH LUTPUXOBOW KOA.

. 'maea 9. BBO3 JIEKAPCTBEHHbIX CPEAICTB
B POCCUMCKYIO ®ELEPALIMIO U BbIBO3 NEKAPCTBEHHbLIX CPEACTB
N3 POCCUNCKOUN ®EOEPALINA

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

Cratba 47. lNopsgok BBO3a flekapCTBEHHLIX CpeacTB B Poccuiickyto Peaepaumio n BbIBO3a JIeKapCTBEHHbIX
cpencTts M3 Poccuiickon ®eagepauum
(B pea. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. BBO3 nekapcTBeHHbIX cpeacts B Poccuiickyto degepaumio oCyLLeCcTBAsSETCa B NOpsaKe, YCTaHOBNEHHOM
MpaButenbctBom Poccuinickon degepaumm, B COOTBETCTBUM C TAaMOXEHHbLIM 3aKOHOOATENbCTBOM TaMOXEHHOro
coto3a B pamkax EBpA3DC (ganee - TamoxeHHbI CO03) 1 (UNu) 3akoHogatenscTBoM Poccuiickon degepaumm o
TaMOXEHHOM Jene.

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

2. Beo3umble B Poccunckyto ®Pegepauuio NekapCcTBEHHble CpeacTBa [AOMKHblI ObiTb  BKIOYEHbI B
rocyapCTBEHHbIV PEECTP NeKapCTBEHHbIX CPeCTB.

(B peq. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

3. HOonyckaetca BBO3 B Poccuickyto Penepaunio KOHKPETHOW MNapTUM 3apermcTpyMpoBaHHbIX U (Mnu)
He3aperMcTpMpoBaHHbIX  FIEKAPCTBEHHbIX  CPEACTB, MpeAHa3HaYeHHbIX Afs  MPOBEAEHUS]  KITMHUYECKMX
NUCCNeaoBaHUN  NEKapCTBEHHbIX MpenapaTtoB, MPOBEAEHMST 3KCMEPTM3bl  JNIEKAPCTBEHHbIX CPeacTB  Ans
OCYLLECTBIEHMSA TOCYAAPCTBEHHOW perucTpauumn fekapcTBEHHbIX MpenapaTtoB MMM AN OKasaHus MeauvLMHCKON
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MOMOLLM MO J>KMU3HEHHbIM MOKa3aHWAM KOHKPETHOro naumMeHTa Ha OCHOBaHWW paspelleHus, BblgaHHOro
YNOSIHOMOYEHHbLIM hefeparnbHbiM OPraHOM UCMOMHUTENbHOW BACTU MO 3adBNEHUAM UL, yKasaHHbIX B cTaTbe 48
HacTosiwero ®egepanbHOro 3akoHa. PaccMoTpeHve Takoro 3asBfeHWd W NPUHATUE peLleHns O Bblgade
paspeLleHnss Ha BBO3 KOHKPETHOWM MapTUKN 3aperucTpupoBaHHbIX U (MNN) HE3apPEerncTpMpOBaHHbBIX NEKAPCTBEHHbBIX
cpencTts, npedHasHa4YeHHbIX AN NPOBEAEHMS  KITMHMYECKMX WCCNeaoBaHWMiA NeKapCTBEHHbLIX MpenapaTos,
npoBefeHUs 3KCMepTU3bl IEeKapCTBEHHbIX CPeAcTB [Ans  OCYLIECTBNEHWst TrOCY4apCTBEHHOW permcrpauum
NEeKapCTBEHHbIX NpenapaToB Unn Afis oKa3aHUs MEAULMHCKOM MOMOLLMN MO KM3HEHHbLIM MOKa3aHMUSIM KOHKPETHOro
naumeHTa nubo o6 oTkase B Bbldaye yKa3aHHOro paspeLleHus Mpou3BOAATCHA B CPOK, HE MpeBbILaloWnA NaTu
paboumnx aHen. MNnaTa 3a Bblgavy ykazaHHOro paspeLleHns He B3nmaeTcs.

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

4. B Poccuiickyto defepauntio MOXHO BBO3UTb JIEKApPCTBEHHLIE CPEACTBA, KAYECTBO KOTOPbLIX NOATBEPXKOEHO
cepTuukaTtom nNPOM3BOAUTENSA  FIEKAPCTBEHHbIX CPeacTB, YO4OCTOBEPANOLWMM  COOTBETCTBME  BBO3UMbIX
NeKapcTBEHHbIX cpeAcTB TpeboBaHusM dapMakonenHbix ctatel NMnbo B crnydae MX OTCYTCTBMSI HOpMaTMBHOWM
OOKYMEHTaLUUN UM HOpMaTMBHOIO AOKYMEHTA.

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

5. Banpewaetca BBo3 B Poccuiickyto Peagepaumio danbCMPULMPOBaAHHbLIX JEeKapCTBEHHbLIX CPEACTB,
HeobpoKayeCTBEHHbIX NTEKAPCTBEHHbIX CPEACTB, KOHTPadaKTHbIX NEKAPCTBEHHBLIX CPEACTB.

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

6. danbcMdpuuMpoBaHHbIE NEKApCTBEHHbIE CPeaCcTBa, HeLoOpOKAYeCTBEHHbIE fEKapCTBEHHbIE CpeacTBa
noanexaT U3bATUI0 M NOCMeaylLWwemMy YHUYTOXEHNIO Unn BbiBO3Y n3 Poccunckon ®egepauun, KoHTpadakTHble
NneKapCTBEHHble CpeacTBa - U3BATUIO U NocneaylweMy YHUMTOXEHUIO. YHUYTOXEHNE unun BbIBO3 13 Poccumnckon
depepaummn anbcnrLMpoBaHHbLIX NEKAPCTBEHHBLIX CPEeACTB, HEAOOPOKAYECTBEHHbIX JIEKAPCTBEHHbIX CPeacTs,
KOHTpadaKTHbIX NeKapCTBEHHbIX CPEeACTB OCYLLECTBNAETCH 3a CYeT nuvua, OCylleCcTBMBLUEro ux BBO3. [lopsaok
YHUUTOXEHNA N3bATLIX (PanbCUULNPOBaHHbIX NEKApPCTBEHHbLIX CPEACTB, HEAOOPOKAYECTBEHHbIX NTEKAPCTBEHHbIX
CpeAacTB, KOHTpadaKkTHbIX NekapcTBEHHbIX CpeAcTB ycTaHaBnmBaeTcs NpasuTtensctBom Poccuiickon ®epepatmu.
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

7. Jlvua, ocywecTensowme BBO3 B Poccuiickyto depepaumio ¢danbCcMdULUMPOBaHHbIX NeKapCTBEHHbIX
CPeACTB, HeOoOpOKa4YeCTBEHHbIX JEKAPCTBEHHbIX CPEACTB, KOHTPAMaKTHbIX JFIEKApPCTBEHHbIX CPEeACTB, HecyT
OTBETCTBEHHOCTb B COOTBETCTBUM C TAMOXEHHbIM 3aKOHOOATENbCTBOM TaMOXEHHOro cows3a U  (Mnn)
3aKkoHogartenbcTBoM Poccuickon denepaumm 0 TaMOXEHHOM Aerne.

(B pea. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-03)

8. BbIBO3 nekapcTBeHHbIX cpeactB M3 Poccuiickon ®degepaumm ocyulecTBrsieTcss 6e3 npuMeHeHus
OrPaHUYEHUN,  YCTAHOBJIIEHHbIX TAMOXEHHbIM  3aKOHOAATENbCTBOM  TaMOXEHHOro cow3a U (1nn)
3akoHogatensctBoM Poccunckon depepauum 0 rocygapcTBEHHOM  PeErynupoBaHMM  BHELIHETOProBou
peaTtenbHocTU. BbiBO3 neKkapCTBEHHbIX MpenapaTtoB Ans MeAUUMHCKOro NPUMEHEHUS, npefHas3Ha4YeHHbIX Ans
rymMaHuTapHon nomoLum (COOenNCTBMSA) Unu NOMOLLM NpU YpesBblbanHbIX cutyauusax, n3 Poccuiickon depepauuu
OCyLLLeCTBMSIETCS B Nopsake, ycTaHoBneHHoM [NpaButensctBoM Poccunckon ®enepaumn.

(B pea. PegepanbHbix 3akoHOB OT 06.12.2011 N 409-03, o1 25.11.2013 N 317-03)

Cratea 48. HOpugnueckne nuua, KOTOPbIM paspelleH BBO3 JIEKAPCTBEHHbIX CpeacTB B Poccuinckyto
depepauymto
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

JlekapcTBeHHble cpeacTBa B Poccuickyto ®egepaunto MOryT BBO3UTh:
(8 pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) npousBoguTenu neKapCTBEHHbIX CPeacTB Ans uernen cobCTBEHHOro MnpOM3BOACTBA fleKapCTBEHHbIX
cpencTs;

2) MHOCTpaHHble pas3paboTyUMKM NEKapCTBEHHbIX CPEACTB M UHOCTPaHHbIE NMPOU3BOAUTENN NEKAapCTBEHHbIX
cpeacTB unu  Apyrve lopuaudeckue nvua Mo nopydeHuo paspaboTymka nekapcTBEHHOro cpefcTtsa  And
NPOBEAEHUS KNMHWYECKUX WCCrefoBaHUM fNeKapCTBEHHOro fpenapaTta, OCYyLWeCTBEeHMs rocyaapCTBEHHOW
perMctpaumMmM nekapCTBEHHOIO npenapaTa, BKIOYEeHWUs (hapMaleBTUYECKON CyOCTaHuuM B roCydapCTBEHHbIV
peecTp rekapCTBEHHbIX CPEACTB, KOHTPOMS KayecTBa NEeKApCTBEHHbIX CPEACTB NPW Hanvyium paspeLueHust
YNONTHOMOYEHHOro hefeparnibHOro opraHa MCMOMHUTENBHOW BNacTh Ha BBO3 KOHKPETHOW NMapTUM fekapCTBEHHbIX
cpencrTs;

3) opraH13auum onToBOW TOProBNM fieKapCTBEHHLIMU CPEACTBaMU;
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4) Hay4yHO-uCCregoBaTenbCKMe opraHm3aumv, obpasoBaTeribHble OpraHusauuu Bbicllero obpasoBaHus,
npou3BoauTeny nekapCTBEHHbIX CpeacTB Ans pa3paboTku, nccrnenoBaHui, KOHTponsa 6e3omacHOCTH, KavyecTsa,
3P PEKTUBHOCTN NEKAPCTBEHHbIX CPEACTB MPU HanMuMu paspeLleHnss YyNnoriHOMOYEHHOro deepanbHOro opraHa
NCMNONHUTENBbHOW BNacTu;

(B pea. PenepanbHoro 3akoHa ot 02.07.2013 N 185-03)

5) mMeauuMHCKME opraHu3aluun, MHble yKka3aHHble B NyHKTax 1 - 4 HacTosdllen cTaTbM OpraHu3auuun ang
OoKasaHus MeOMLMHCKOW MOMOLLM MO XMU3HEHHbIM MOKa3aHUAM KOHKPETHOro maumeHTa npu Hanuumm paspelueHus
YMOMHOMOYEHHOro oefepanbHOro opraHa UCMONMHUTENBHOW BNacTU Ha BBO3 KOHKPETHOW NapTUM NekapcTBEHHOro
npenapaTa, BblAaHHOIO B YCTaHOBNEHHOM Nopsiake B (hOpMe SMNEKTPOHHOrO JOKYMEHTa, NoANMCAHHOIO YCUNEHHOMN
KBanmMpULUpOBaHHON SNEKTPOHHOM NOANUCHIO.

(B pea. PegepanbHoro 3akoHa ot 12.03.2014 N 33-03)

Ctatbsa 49. [JokymeHTbl, NpeAcTaBnsieMble B TaMOXeHHble opraHbl Poccuiickon ®egepaunm npu BBO3E
nekapcTBeHHbIX cpeacTB B Poccuiickyto ®enepanmio
(B peq. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1. MNpn BBO3e nekapcTBeHHbIX cpedcTB B Poccuiickyio degepaunio B TaMOXEHHble opraHbl Poccunckon
degepaumn Hapagy ¢ JOKYMeHTaMmu, npeacTaBneHne KOTopbiX NPeaycMOTPEHO TaMOXEeHHbIM 3aKOHOA4aTeNbCTBOM
TamoxeHHoro cow3a U (unu) 3akoHogaTensCcTBOM Poccuiickon depepaumm O TaMOXEHHOM  dere,
npeacTaBnsaoTCA cnegyowme JOKYMEHTbI:

(8 pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) cepTudmkaT NponsBoaUTENS FEKapCTBEHHOro CpeacTBa, yAOCTOBEPSIOWMN COOTBETCTBME BBO3MMOIO
nekapcTBeHHOro cpefctea TpeboBaHuaM chapmakonenHon crtatby OO B crnydae ee OTCYTCTBUMS HOPMAaTMBHOM
OOKYMeHTaLun Nnm HoOpMaTUBHOIO JOKYMEHTA;

2) paspelleHne ynonHOMOYEHHOro deaepanbHOro opraHa UCNONTHUTENbHOW BRacTU Ha BBO3 KOHKPETHOW
napTuM fNekapcTBEHHOro cpeacTBa B Criyyasix, yCTaHOBMEHHbIX YacTbio 3 cTaTbu 47 HacToslero deaepanbHOro
3aKoHa.

2. [lokymeHTbl, yKasaHHble B NyHKTax 1 n 2 yactu 1 HacTosiwen crtatbi, NPEACcTaBNATCA B TAMOXEHHbIE
opraHbl Poccunckon ®epepauum npy npubbITUM NeKapCTBEHHbIX cpeacTB B Poccuickyto enepauuio.

(B pea. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratba 50. BB03 nekapcTBeHHbIX npenapatoB B Poccunckyto ®egepaumio Ansi IMYHONO MCMOSb30BaHUSA U
WHBIX HEKOMMEPYECKNX Lienen
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. JlekapcTBeHHbIE NpenapaTbl MOryT 6biTb BBe3eHbl B Poccuiickyio denepaunio 6e3 yyeta tpebosaHun,
NpeaycMOTPEHHbIX YacTamu 1 - 4 ctaTtbn 47, ctatbammn 48 n 49 Hactoswero denepanbHOro 3akoHa, ecrnv OHu
npegHasHayeHbl ons:

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

1) Nnu4HOro ncnonb3oBaHus prsmdecknmmn nuuamm, npubsiBLWKMKN B Poccunckyto Penepauuio;
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

2) ncnonb3oBaHWs pabOTHMKAMKU OUNNIOMAaTUYECKOro Kopryca wnu npeacTtaBUTENs MU MeXOyHapOAHbIX
opraHmsaunn, akkpeauToBaHHbIX B Poccuiickon ®epepauuu;

3) nevyeHusi MaccaxXvMpoB M YIIEHOB 3KWUMaXel TPaHCMOPTHLIX CPeACTB, Moe3gHbiXx Opurag u BoAUTEnNen
TPaHCMOPTHBLIX cpeacTs, NpnbbiBLLNX B Poccuickyto deaepauuio;

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

4) neyeHUs YYaCTHUKOB MEXOYHAPOLHbIX KYMNbTYPHbIX, CMOPTUBHBLIX MEPOMPUATUA U Y4aCTHUKOB
MEeXOYHapOAHbIX 3KCNeanLni;

5) neyeHnss KOHKPETHBIX XXMBOTHBIX B 300MapKax, a Takke XXUBOTHbIX, BBO3UMbIX B Poccuiickyto deanepaumio
ONS y4acTus B CNOPTUBHBIX M 3PENTULLHBIX MEPOMPUATUSX.

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

2. B cny4yasix, npedycMOTpeHHbIX 4acTbio 1 HacToslen cTaTbk, JonyckaeTcss BBO3 B Poccuiickyro

depnepaumio nekapCTBEHHbIX NPenapaToB, He 3aperncTpupoBaHHbIX B Poccuiickon ®egepaunn.
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)
3. JlekapcTBeHHbIE Npenaparbl, NpegHasHavYeHHble AN r'yMaHUTapHOW NOMOLLM (COAENCTBUS) UM NMOMOLLN
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npyv 4pesBblHaMHbIX CUTyauusix, BBO3ATcA B Poccuiickyto ®degepaunto B nopsigke,  YCTaHOBNEHHOM
MpaBnTENsLCTBOM Poccuinckon denepauymm. 3anpellaetcs BBO3 B Poccunckyto degepaumto
He3aperMcTpMpoBaHHbIX JIEKApPCTBEHHbLIX MpenapatoB, MpeAHasHadeHHbIX Ans  TYMaHUTapHOW  MOMOLLM
(copencTeust) UnNu NOMOLLIM MPU Ype3BbIYaNHbIX CUTYaLMsX.
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratba 51. CoTpyaHuyecTBO (beiepanbHOro opraHa UCMONHUTENBHOM BNacTK, YNOMHOMOYEHHOro B obnactum
TaMOXEHHOro Aena, u Apyrux yrnonHOMOYEHHbIX dheaepanbHbiX OPraHoOB UCMONHUTENbHOM BracTym

1. YnonHomoueHHble defepanbHble OpraHbl MCMOMHUTENbHOW BracTM MPeAoCTaBnsilOT B pacnopsikeHune
defepanbHOro opraHa WCMOMHUTENbHOW BMAacTW, YMOMHOMOYEHHOro B 00MacTM TaMOXEHHOro Aena,
rocyapCTBEHHbIV PeecTp NIEKApPCTBEHHbIX CPEACTB, a Takke WMHMOPMaLUMio O BblOaHHbIX pa3pelleHnsX Ha BBO3
KOHKPETHOW MapTuM NeKapCTBEHHbIX CPEACTB B Cry4asX, YCTAHOBIEHHbIX YacTblo 3 cTtatbu 47 HacTosALWEro
denepanbHOro 3akoHa.

2. ®epepanbHbli OpraH WCMNOMHUTENbHOW BacTu, YMNOMHOMOYEHHbIM B 0OMNacTM TaMOXEHHOro Aena,
MHPOPMUPYET YyKa3aHHble B YacTu 1 HacTosilen CcTaTbyM YNOJSIHOMOYEHHble dedepanbHble  OpraHbl
WCNONHUTENBHON BMNAacTu O BBO3e NEKAPCTBEHHbIX cpeacTB B Poccunckyto ®enepauunio n BbiIBO3e NIEKAPCTBEHHbIX
cpeactB m3 Poccuinckon ®depepaumm no dopme M B Mnopsgke, KOTopble ycTaHoBMeHbl [1paBMTENbCTBOM
Poccuickon ®egepauun.

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Maga 10. PAPMALEEBTUYECKASA OEATENLHOCTb
Crtatba 52. OcyuectsneHne gapmMaLeBTUHECKON OeATENbHOCTH

1. ®dapmaueBTudeckass  OeATENbHOCTb  OCYLLECTBMSIETCA  OpraHvM3auuMsiMM  OMTOBOW  TOProBMM
NeKkapCTBEHHbIMU CPeACTBaMK, anTeYHbIMWM OpraHu3auusMn, BETEPUHAPHBIMKW anTeYHbIMU  OpraHM3auusmMu,
WHAMBUAOYANbHBIMW  MpeanpuHUMaTensaMy, UMELWMMN  JMUEH3NI0 Ha apmMaueBTUYECKyl0 OeATerNbHOCTb,
MEOUUMHCKUMW  OpraHu3auusmMn, WMEWUMN  JNULEH3NI0 Ha apmaueBTUYECKylD [OEesTeNbHOCTb, W WX
06ocobneHHbIMM  NoAapasgeneHvamu  (ambynatopusiMy,  denbalepckumMm 1 - penbalepcKo-akyLepCKUMm
NyHKTaMu, LeHTpaMu (oTaoeneHusimmn) obuiern BpavyebHOM (CeMelrHON) MpakTUKK), pacrnofioXEeHHbIMU B CENbCKUX
HaceneHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHu3aumv, M BeTEepuHapHbIMWM OpraHM3auusamMu,
UMEILLUMUN NULLEH3UI0 Ha hapMaLEeBTUYECKYIO AeSTENbHOCTb.

(8 pea. PepepanbHoro 3akoHa ot 25.11.2013 N 317-03)

2. ®dusnyeckme nuua MoryT ocyLecTBsATb hapMaLeBTUYECKYO AeATENbHOCTb NPU HaNU4MK BICLLETO UMK
cpegHero apmaueBTMYeckoro obpasoBaHus U cepTudmkata cneumanicta, BbICLLErO WM CPeaHero
BeTepuHapHoro obpasoBaHusi U cepTudukaTa crneunanncra, a Takke BbICLLIEro MnM cpegHero MeauuMHCKOro
obpas3oBaHus, cepTudmkata crneumanicta M OOMOSNHUTENbHOro MNpogeccMoHanbHoro obpasoBaHMs B 4acTu
PO3HUYHOW TOProBMM fiekapCTBEHHLIMU NpenapatamMmu Npu ycrioBum nx pabdoTel B 000CO6EHHBIX NogpasaeneHunsix
MeOMULMHCKUX OpraHn3aL i, ykasaHHbIX B 4acTh 1 HacTosLLEN CTaTbu.

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

Cratba 53. [lpogaxa, nepegaya IeKapCTBEHHbIX CPeACTB  OpraHM3auusiMyu  OMNTOBOW  TOProBnu
neKkapcTBEHHbIMU CpeacTBaMm

OpraHusauMyM ONTOBOW TOProBMNM  NIEKAPCTBEHHLIMU  CPEACTBaMM  MOTYT  OCYLUECTBNSATb  MPOAaxy
nekapcTBeHHbIX CPEeACTB WNM nepedasaTb UX B YCTAHOBMEHHOM 3akoHodaTenbCTBOM Poccuiickoit depepaunn
nopsiake:

1) ApYrM opraHn3auusiM ONTOBOW TOProBIY NEKapCTBEHHbIMU CpeacTBaMu;

2) Npou3BOANTENSAM NEKAPCTBEHHBLIX CPEACTB ANS Lene Npou3BoACTBa NEKAPCTBEHHbLIX CPEACTB;

3) anTeyHbIM opraHM3aumnsM U BeTepUHapHbIM anTeYHbIM OpraHM3aumsiv;

4) Hay4HO-MCccnenoBaTeNbCKMM OpraHM3aumnsaM Ans Hay4yHo-uccneaoBaTenbcko paboThl;

5) nHaMBUOyanbHbIM NpeanpuHMMaTensM, UMeLWUM NULEH3NI0 Ha dhapMaLEBTUYECKYIO AEATENbHOCTb UK
TNIMLEH3UI0 HAa MEeAULIMHCKYIO OeSTENbHOCTD;

6) MeauLIMHCKUM opraHu3aLuusiM, BeTepUHapHbIM OpraHu3aumsm;

7) opraH13aumsiM, OCyLLECTBNAIOWUM pa3BedeHNE, BbipalLMBaHNE U COAEPKaHNE XUBOTHBIX.
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Crtatbsa 54. [NpaBnna onToBOW TOProBNu NEKapCTBEHHbIMU CpeacTBaMM

OnToBas TOproBnA JiekapCTBeHHbIMU CpeacTtBaMn OCYLUEeCTBIIAEeTCA MNpounsBoguTenaMn JnekapCTBEeHHbIX
cpeactB U opraHusaunamu ONTOBOW TOproesin nekapCTBeHHbIMMU cpencTtBaMn No npaBunam, yTBepXOeHHbIM
cooTBeTCcTBYHOLLMMU YNOJTHOMOYEHHbIMU (be,El,epaJ'leblMl/l OopraHamu NCMNONHUTENbHON BNacTu.

Cratba 55. [Nopsgok pO3HUYHON TOProBnY NeKkapcTBEHHbIMY NpenapaTtaMmum

1. Po3Hn4Has TOproBns nekapcTBEHHbIMU NpenapaTtamu B KONMYECTBax, HEOOXOAMMbIX AN BbINOMHEHMS
BpayebHbIX (denbAlepckMx) HasHa4YeHWn unu HasHavyeHun cneumanuctos B obnacTy  BeTepuHapuu,
OCYLLECTBMAETCA anTeYHbIMU OpraHu3auusiMi, BeTepUHapHbIMW anTe4YHbIMU OpraHuM3aumaMn, MHAUBUAYaNbHbIMM
npeanpvHUMaTensMy, WUMelWMMU  NUUeH3MI0  Ha  dapmaueBTUYecKylo  AeATenbHOCTb, MeAULMHCKUMMU
opraHuMsauvaMn, WMeLWUMY MUMUEH3NI0 Ha dapMaueBTUYEeCKylo AeAaTenbHOCTb, W KX 060COBNeHHbIMU
nogpasgeneHusmu (ambynatopusamu, denbalepckumn n  genbaLlepcKo-akyLWepCkKUMU MyHKTaMK, LeHTpamu
(oToeneHnsamm) obuier BpavyebHONM (CEMENHOW) NPaKTUKK), PAcnoOfIOXXEHHbIMU B CENbCKUX HACENeHHbIX NMyHKTax, B
KOTOpbIX OTCYTCTBYIOT anTeYHble OpraHvM3auuu, U BETEPUHAPHBLIMW OpraHW3auusMy, UMELUMU TNULEH3NI0 Ha
(hapMaLeBTUYECKYIOD AeATEeNbHOCTb. PaspelleHa po3HWYHas TOProBnsl TONbKO JIeKapCTBEHHbIMK MpenapaTamu,
3apernctpupoBaHHbiMu B Poccuiickon  ®epepauum MM U3rOTOBMEHHBIMW — anTEYHbIMU  OpraHu3auusmMu,
BETEPUHAPHBLIMW anTEYHbIMU OPraHU3auUaAMKU, MHAMBUAYANbHLIMW NPeanpUHMMATENAMU, UMEOLLUMMU TULLEH3MNIO
Ha hapmaLeBTUYECKYIO AESATENBHOCTD.

(B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-93)

2. Buabl anTeyHbIX opraHv3auui W npaBuna OTMNycKa NeKapCTBEHHbIX NpenapaTtoB Afs MeOULMHCKOro
NPUMEHEHMS anTeYHbIMWM OpPraHu3auusaMn, MHOMBUAYarNbHbIMW NpPeanpuHUMaTensamMu, UMeLWUMN NMUEH3NI0 Ha
hapmMaLeBTMHECKY0 OeATeNnbHOCTb, a Takke npasBuna OTMycka NeKkapCTBEHHbIX NpenapaToB A MeAWULMHCKOro
NPUMEHEHNS MEAULMHCKUMW OpraHn3auusiMm, UMEKLLMMMN NMLEH3NI0 Ha hapMaLeBTUYECKY0 AeATEeNbHOCTb, N NX
06ocobrneHHbIMM  nogpasgeneHnaMy  (ambynatopusmu,  enbawepckumMm 1M penballepcKo-aKkyLepckuMu
nyHKTamu, UeHTpamu (oTaeneHusmu) obuien BpavyebHOW (CeMENHOMN) MPaKTUKK), PacrnoSIOKEHHbIMA B CEMbCKUX
HaceneHHblX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHusauuv, YTBEepXAaloTCs YNONHOMOYEHHbIM
tbeaepasribHbIM OpraHoM UCMOMHUTESNTbHON BNAcTU.

(B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-93)

3. MNpaBnna oTnycka HapKOTUYECKUX CPEACTB M MCUXOTPOMHbIX BELLECTB, 3aperncTpMpOBaHHbIX B KayecTBe
fieKapCTBEHHbIX nNpenapaToB, JeKapCTBEHHbIX MpenapaToB, COAEpXalnx HapKoTU4eckMe cpeactesa U
MCUXOTPOMHbIE BELLECTBA, YTBEPXKAAKTCS YNOMHOMOYEHHbIM heaeparnbHbiM OpraHoM UCMNOMHUTENBHOWM BracTy no
cornacoBaHuio ¢ degeparnbHbIM OpraHoM MCMOMHUTENbHOW BracTW, OCYLLECTBNSAIOWMM (YHKUUM MO BbipaboTke
rocyfapCTBEHHOW MONMUTMKWU, HOPMAaTUBHO-NPaBOBOMY PErynMpOBaHMIO, KOHTPOMO M Haa3opy B cdepe obopoTa
HapKOTUYECKUX CPeACTB, NCUXOTPOMHbIX BELLECTB M UX NPEKYPCOPOB, a Takke B obrnacTu NpoOTMBOAENCTBUSI WX
He3aKkoOHHOMY 0BO0pOoTY.

4. JlekapcTBeHHble npenapaTbl ANS BETEPUHAPHOrO NPUMMEHEHWs Mnoanexart OTMYCKYy BeTepuHapHbIMU
anTeyHbIMW  OpraHun3auusMn, BeTEePUHAPHbIMW OpraHM3auuaMKn, WHAMBUAYANbHBIMW  MPeAnpUHUMATENSMM,
MMEOLLMMU NLEH3NI0 Ha dhapMaLeBTUYECKYIO AeATenbHOCTb. [1paBuna oTnycka nekapcTBeHHbIX NpenapaTos ANns
BETEPUHAPHOIO NPUMEHEHNS YTBEPXKAAIOTCSA YNONHOMOYEHHbIM dhefeparnbHbiM OpraHoM UCMOMHUTENBHOW BNacTu.

5. MNepeyeHb MeANLMHCKMX OpraHu3auui, MMeLWnX NIMLEH3NI0 Ha hapmaleBTUYECKYI0 AeATeNbHOCTb, U KX
060cobneHHbIX nogpasgeneHnii (ambynaTopuin, denbalepcknux u genbaLepcKo-akyLwepcknx NyHKTOB, LIEHTPOB
(oTaeneHwnin) obuern BpadebHOW (CemMerHON) MpPakTUKKM), PacnofnOXeHHbIX B CerbCKMX HaCeNeHHbIX MyHKTax, B
KOTOpbIX OTCYTCTBYIOT anTeYHble opraHM3auun, a Takke nepedeHb nekapcTBEHHbIX NpenapaTtoB (3a UCKIIYEHNEM
HapKOTUYECKUX NeKapCTBEHHbIX MpenapaToB U MCUXOTPOMHbLIX NEKAPCTBEHHbLIX MpenapaToB), npogaxa KOTopbIX
MOXET  OCYLUEeCTBMNATbCA  YyKa3aHHbIMM  OpraHusauusiMM u  ux  060coGneHHbIMM  nogpasgeneHusimm,
yCTaHaBMNMBalTCS OpraHamun UCMONHUTENbBHOM BNacTh cybbektoB Poccuiickon degepaunn.

(B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-93)

KoHcynbTaHTln0C: npumeyaHue.

Mo Bomnpocy, kacarlemMycd MUHMMAarbHOrO aCCOPTUMEHTA JIEKapCTBEHHbIX NpenapaToB ANsi MeAULMHCKOro
NPUMEHEHUs, HEOOXOANMBIX ANsl OKa3aHus MeAuuMHCKoOM nomowm, cMm. lNpukas MuH3agpascoupassutus PO ot
15.09.2010 N 805H.
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6. AnTeyHble oOpraHuM3auuMv, uWHAMBUOyanbHble MPeanpuHUMaTteny, WUMelLWwue  NULUEH3NI0  Ha
dapmMaLeBTUYECKYD OeATenbHOCTb, 0643aHbl obecneumBaTtb yTBepXAeHHbIM [lpaButenscTBoM Poccuiickon
depgepaumm n OPMUPYEMBIA B YCTAHOBMIEHHOM WM MNOpsSAke MUWHUMMAasbHbIA aCCOPTUMEHT FfeKapCTBEHHbIX
npenapaToB, HEOOXOAMMbIX A4S OKa3aHUA MeAULMHCKOW NMOMOLLMN.

(vacTb 6 B pean. PepgepanbHoro 3akoHa ot 25.11.2013 N 317-03)

7. AnTeuHble opraHuszaumv, UHAMBUAYanbHble  NpeanpuHUMMaTrenu, UMelLWMe  NULEH3UI0  Ha
dapmMaLeBTUYECKYID OeATeNbHOCTb, Hapsidy C NeKapCTBEHHbIMU npenapaTtaMmyv MMelT npaBo npuobpeTatb U
npogaBsaTb MeAWMUMHCKME u3genuvs, AesvHduuumpylolme cpeactsa, NpeameTbl U cpeactBa MNUYHOW TUMMEHBI,
nocyoy Ans MeauUMHCKMX uenen, npeameTsl M cpeactBa, npedHasHadeHHble Ans yxoda 3a OonbHbIMW,
HOBOPOXAEHHBIMU U AETbMU, HEe OOCTUIUMMKW BO3pacTa Tpex IeT, OYKOBYH OMTMKY U CpeacTBa yxoda 3a Hen,
MUWHeparnbHble BoAbl, NPOAYKTbI lIe4ebHOro, 4eTCKOro U ANETUYECKOro NUTaHusl, BONorMyeckn akTuBHble JOGaBKu,
napgoMepHble U KOCMETUYECKME CPEeACTBa, MeAWNLUMHCKME U CaHUTApPHO-MPOCBETUTENbHBIE MeYaTHble U3aaHus,
npegHasHa4YeHHble 518 nponaranabl 300poBoro obpasa XusHu.

(B peq. PegepanbHbix 3akoHoB OT 27.07.2010 N 192-93, o1 25.11.2013 N 317-93)

8. [edAtenbHoCTb anTeuvHbiX opraHmM3auui BoopyxeHHblx Cun Poccuiickon depepauunm, Opyrmx BOWCK,
BOWHCKMX (DOPMMPOBaHUM M OpPraHoB, B KOTOPbIX 3akoHoAaTenbcTBoMm Poccuiickon depepaunv npegycMoTpeHo
NPOXOXAEHNE BOEHHOW WU MNPaBOOXPAHUTENBHOM CNYXObl, pernameHTupyetca Hactoswum degepanbHbIM
3aKOHOM W YTBEPXOEHHbIMU COOTBETCTBYHOLWMUMM degepanbHbiMM - OpraHaMmyv  UCMOMHUTENbHOW  BriacTu
nonoxeHnsimm. KoHTponb 3a cobGniogeHMeM ykasaHHbIMU anTeYHbIMU OpPraHM3auusMmn MONIOKEHUN HACTOSILLEroO
denepanbHOro 3akoHa OCYLIECTBNAETCA COOTBETCTBYHLLMMU deaepanbHbiMM  OpraHaMmyv  UCMOSTHUTENBHON
BNacTu.

Crtatba 56. N3roToBneHue n oTrnyck nekapcTBeHHbIX NpenapaTtoB

1. N3roToBneHne nekapcTBEHHbIX MpenapaTtoB anTeYHbIMU OpraHu3auvsmMn, BETEPUHAPHBIMU anTeYHbIMU
opraHusaumsamMu, WHAMBUAYaANbHLIMW MPEANPUHUMATENAMKU, UMEKLWNMA NULEH3NIO Ha apmMaueBTUYECKYIO
OeATeNbHOCTb, OCYLLECTBIAETCS NO peLenTtaM Ha feKapCTBEHHble Npenaparbl, N0 TpeboBaHWUAM MeOULMWHCKMX
OopraHusauuni, BeETEpPUHAPHbIX OpraHmM3aumMi B COOTBETCTBUM C MNpaBUNaMm U3rOTOBIIEHUS UM OTMycKa
nekapCTBEHHbIX MpenapaToB, YTBEMKAEHHLIMU YMNOMHOMOYEHHbIM dedeparnbHbiM OpPraHoOM  WCMOSNTHUTENbHON
BMacTm.

2. Tlpy WM3roTOBMEHUN IEKApPCTBEHHbIX MpenapaTtoB anTeYHbiMM OpraHu3auuaMu, BeTepMHapHbIMU
anTeyHbIMXU  OpraHmMsauusMy,  VHOUBMAyamnbHbIMW  MpegrnpuvHUMaTensMv,  UMEWUMU  NLEH3UI0  Ha
apmaLeBTUYECKYID  OedATeNnbHOCTb,  UCMonb3yloTcs  hapmaueBTudeckne  cybcTaHuuW,  BKITHOYEHHbIE
COOTBETCTBEHHO B TOCYOApCTBEHHbIA peecTp NeKapCTBEHHbIX CPeAcTB ANs MeOMLMHCKOrO MPUMEHEHUS U
rocy4apCTBEHHbI peecTp NnekapcTBEHHbIX CPeACTB ANsi BEeTEPUHAPHOro NpUMEHEHUS B YCTaHOBIEHHOM MOpsiaKe.
He ponyckaetca W3rotoBneHwe anTtedHbiMW OpraHusaumsMn, BeTepuHapHbIMU anTedyHbIMW  OpraHu3aunsamMu,
WHOUBMAYanNbHbIMA  NPEeAnpPUHUMATENAMM, UMEKLWMMN  TULEH3UI0 Ha dapMaLeBTUYECKYlD OeATeNnbHOCTb,
nekapcTBEHHbIX NpenapaToB, 3aperncTpnpoBaHHbix B Poccuickon deaepaumn.

3. MapkupoBka nekapcTBeHHbIX NpenapaToB, M3roTOBMEHHbIX anTeYHbIMW OpraHM3aLmsaMu, BETepUHapHbIMU
anTeYHbIMX  OpraHuM3auusaMy,  UHAMBMOYANbHbIMW  MpeanpuHUMAaTensMy,  UMEKLWUMU  NULEH3UI0  Ha
hapmaLeBTUYECKYIO OeATENbHOCTb, U OOpPMIIEHME Takux MpenapaToB OOJPKHbl COOTBETCTBOBAaTb MpaBuiiam,
yKa3aHHbIM B 4acTu 1 HacToSALWEN CTaTbMm.

4. AnTeuHble opraHv3auuv, BeTepuMHapHble anTeyHble opraHvu3auun, MHAMBUAYyanbHbIE NpeanpuHUMaTenu,
UMeloLne NMLUEH3NI0 Ha hapMaLeBTUYECKYD AeATENbHOCTb, HECYT OTBETCTBEHHOCTb 3a HECOOMAEHNE NpaBun
W3roTOBIEHUA M OTMycKa IleKapCTBEHHbIX MpenapaToB B COOTBETCTBMM C 3akoHOOATENbLCTBOM Poccumnckon
depepauymm.

CraTbs 57. 3anpeLueHne npoaaxm hanbCcnPULNPOBaHHbIX nekapcTBEHHbIX cpepacTs,
Hego6poKayYeCTBEHHbIX NEKapCTBEHHbIX CPeACTB, KOHTPaaKTHbIX NIeKapCTBEHHbIX CPEACTB

I'Ipop,ama (*)aﬂbCI/I(*)VILI,VIpOBaHHbIX JNIEKapCTBEHHbIX CpPeacTB, Heﬂ,06pOKa‘-IeCTBeHHbIX JIeKapCTBEHHbIX
CcpeAacTs, KOHTpa(*)aKTHbIX JIeKapCTBEHHbIX CpeacTB 3anpeLjaeTcA.

CtaTbsa 58. XpaHeHune nekapCTBEHHbIX CPeacTB
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1. XpaHeHue IneKkapCTBEHHbIX CPEACTB OCYLUECTBMSETCS MNPOU3BOAUTENSMU JIEKAPCTBEHHbIX CpeacTs,
OpraHusaumsiMm ONMTOBOW TOProBIfW JNIEKAPCTBEHHBIMU CPeACTBAMM, anTeYHbIMU OpraHn3aunsiMm, BeTepuHapHbIMU
anTeYyHbIMKM  OpraHusauuMsMn,  UHOMBMAYaANbHbIMWM  MpeanpuHUMaTeNnsaMu,  MMEKLWUMUA  JINLEH3NIO  Ha
dapMaLEeBTUYECKYD  OEATENbHOCTb  WNU  JIMLUEH3NKO Ha  MEOUUMHCKYK  OesTeNnbHOCTb, MeaULMHCKUMU
opraHusaumsiMn, BeTepUHapHbIMU OpraHu3aunsMm U UHbIMU OpraHM3auusmu, OCyLLEeCTBRSIWNMKU obpalleHne
NeKapCTBEHHbIX CPpeacTB. XpaHeHNe NeKapCTBEHHbIX CPeaCTB Afsi BETEPUHAPHOIO NPMMEHEHNSA opraHM3aunsamm n
WHAUBMAYaNbHbIMW NpeanpUHUMaTENSMN B Criydasx, €Criv OHU UCMONb3YHTCA UCKIOYUTENBHO NpU pasBeneHun,
BblpalLMBaHUKN, COAEPXKaHUM U NEYEHUM XUBOTHbIX, MOXET OCYLLECTBMAATbCA ©e3 nonyyvyeHnsa nNUUEH3Un Ha
dapmMaLeBTUYECKYO AeATENbHOCTb.

(B pea. PepepanbHoro 3akoHa ot 22.10.2014 N 313-03)

2. lMpaBuna XxpaHeHWs1 NeKkapCTBEHHbLIX CPEACTB YTBEpXOalTCs COOTBETCTBYHLUM YMNOSTHOMOYEHHbLIM
deneparnbHbIM OpraHoM MCMOSTHUTENbHOM BIacTy.

3. XpaHeHMe HapKOTUYECKMX JeKapCTBEHHbIX CPeacTB, [MCUXOTPOMHbIX JEKAPCTBEHHbIX CPEACTB,
pagnodapmMaleBTUYECKNX NEKapCTBEHHbIX CPeaCTB OCYLLIECTBISIETC B COOTBETCTBUM C 3aKOHOA4ATEITbCTBOM
Poccunckon ®egepaumn.

CraTbs 58.1. [pegMeTHO-KONMMYECTBEHHbIN YYeT NeKapCTBEHHbIX CPEACTB AN MEANLMHCKOrO NPYMEHEHNs
(sBegeHa depepanbHbIM 3aKoHOM OT 25.12.2012 N 262-$3)

1. lepeyeHb neKkapCcTBEHHbIX CPEACTB ANS MEAWLMHCKOro MpUMEHeHus, nognexawmx npeaMmeTHo-
KONMYeCTBEHHOMY YYeTy, yTBEepXAaeTcs yNONHOMOYEHHbIM dhedeparibHbIM OpraHOM UCMONHUTENbHOW BNacTy.

2. Topsigok BKOYEHWS NEeKapCTBEHHbIX CPeAcTB ANd  MEeAMUMHCKOro MpUMEHEHWs B MepeyeHb
NeKapCTBEHHbIX CPEACTB ANS MeAMLMHCKOro NpYMeHeHus, rnoanexalumx npegmeTHO-KONMYECTBEHHOMY YYeTy,
yCTaHaBNMBaeTCs YNOMMHOMOYEHHbIM defeparnbHbiM OpraHOM MWCMOMHUTENbHOW BAAcTU MO COrfacoBaHWio C
denepanbHbIM OpPraHOM MCMNOMHUTENbHOW BNAcTU, OCYLECTBNSAWMM yHKUMM N0 BblipaboTke rocygapCTBEHHON
MONUTMKMA, HOPMAaTMBHO-NPaBOBOMY PEryrnMpoBaHuWio, KOHTPOMO M Hagsopy B cdepe obopoTa HapKOTUYECKUX
cpeacTB, MCUXOTPOMHbIX BELLECTB M UX MPEKypCcopoB, a Tawkke B obracTm NpoOTUBOAENCTBUS MX HE3aKOHHOMY
obopory.

3. lNMpeameTHO-KONNYECTBEHHbIN YYeT NeKapCTBEHHbIX CPEeACTB AN MEeAMUMHCKOro NpUMEHEeHWs BeayT
NMPOVN3BOAUTENN FEKapCTBEHHbIX CPEeACTB, OpraHM3auuM ONTOBOM TOProBMW NEKapCTBEHHbIMW CPeacTBamM,
anTeyHble OpraHu3auvu, WHAMBMAYyanbHble MpeanpuHUMaTeny, UMelromMe NUMUEH3NI0 Ha dapmaleBTUYecKyo
AEATENbHOCTb MU MULEH3NI0 Ha MEAMLMHCKYIO AeATEeNbHOCTb, 1 MeAMLMHCKME OpraHM3auun, ocyliecTBhsoLwmne
obpalleHne nekapCTBEHHbIX CpeacTB ANS MeQULMHCKOrO NPUMEHEHUS, NyTeM pernctpaumm mobbix CBA3AHHLIX C
nx obpalleHnem onepauui, Mpu KOTOPbIX M3MEHSIETCA WX KONUYEeCTBO WU (MNnn) COCTOSIHWME, B CheuunarnbHbIX
XypHanax yyeTa onepauni, CBA3aHHbIX C obpalleHneM nekapCTBEHHbIX CPeACcTB AN MEAMLUHCKOro NpuMeHeHns
(manee - cneunanbHble XypHanbl).

4. TlpaBuna perucTpaumm onepaunin, CBA3aHHbIX C oObpalleHnemM neKkapCTBEHHbIX Cpeacts  Ansd
MEeOMLMHCKOrO NPUMEHEHWS, BKIIOYEHHbIX B NepeYeHb NeKapCTBEHHbIX CPeACTB ANA MEAMLMHCKOro NpUMeEHeHus,
noanexalumx npeaMeTHO-KONMYECTBEHHOMY Yy4eTy, B CreumnanbHbIX XypHanax v npasuna BeAeHUs U XpaHeHus
cneumanbHbIX XypHanoB yTBePX4alTCA YNONHOMOYEHHbIM deAeparnbHbiM OPraHOM UCTONHUTENBHOW BNACTW.

5. KoHTponb 3a cobnoaeHvem npasun pernctpaummn onepaumin, CBa3aHHbIX ¢ obpalleHnemM nekapcTBEHHbIX
CpeacTB ANs MeAMLMHCKOro MPUMEHEHUS, BKIIOYEHHbIX B NepeyeHb feKapCTBEHHbIX CPeACTB Ans MeAMLMHCKOro
NPUMeHeHWs, noanexaiwimx npeaMEeTHO-KONMMYECTBEHHOMY Y4YeTy, B CreuuanbHblX >XypHamax, a Takke 3a
cobniogeHveM npasBun BedeHUS W XPaHEeHWs cheuunanbHbIX KypHaroB BoO3naraeTcd Ha YNnONHOMOYEHHble
degepanbHble OpraHbl UCMOMHMTENbHOW BAAcTU M OpraHbl MCMOMHWUTENbLHOM Bnactn cybbektoB Poccuickon
degepaumu, ocylecTBnaOWME NULEH3NPOBAHME NPOU3BOACTBA MEKApCTBEHHbIX CPEeACTB, hapMaLeBTUYECKON
AeAaTenbHOCTN U MeAULMHCKON AESATENbHOCTH, U OCYLLECTBSETCH B paMKax JIMLEH3NOHHOIO KOHTPOIS.

naea 11. YHUMTOXEHUE NEKAPCTBEHHbIX CPEACTB
Ctatbs 59. OcHOBaHUS U NOPSAOK YHUUTOXEHUS JIEKaPCTBEHHbIX CPEACTB
1. HepobpokayecTBEHHbIE NeKapCTBEHHbIe CPeACTBa, (hanbCuUUUPOBaHHbIE NEKapCTBEHHbIE CpeacTBa

noanexart U3bATUIO U3 rpaxaaHCKoro 060p0Ta N YHUYTOXEHUIO B nopApgke, yCTaHOBJIEHHOM rlpaBVITeJ'IbCTBOM
Poccunckon CDep,epau,MM. OcHoBaHuem pgns YHUYTOXEHUA JeKapCTBEeHHbIX CpeacCTB 4ABNAeTCA pelleHune
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Bnagernbla fekapCTBEHHbIX CpeAcTB, pelleHMe COOTBETCTBYIOLLEro YNOfHOMOYEHHOro deaepanbHoro opraHa
NCMNONMHUTENbHOW BNacT UMW peLleHne cyaa.

2. KoHTpadhakTHble JIeKkapCTBEHHble CpeAcTBa Mognexar WU3bATUI0 U3 rpaxgaHckoro obopoTta u
YHUUTOXEHMNIO MO  peweHno cyda. [lopsagok  YHUYTOXEHUS  KOHTpadakTHbIX  FIEKapCTBEHHbIX CPEeACTB
ycTaHaBnuBaetcs NpaButensctsoM Poccuinckon ®enepavmn.

3. Pacxopfpl, CBA3aHHbIE C YHUUYTOXEHNEM KOHTpadaKTHbIX NeKapCTBEHHbIX CpeacTB, HeJobpoKayeCTBEHHbIX
neKkapcTBEHHbIX CpeacTs, hanbcnunumMpoBaHHbIX NEKAapPCTBEHHbIX CPEACTB, BO3MELLAOTCA UX BNnagenbLeMm.

4. Bnageney nekapCTBEHHbIX CPEACTB AOMMKEH MPeAcTaBuUTb B YMNOMHOMOYEHHbIM defepanbHbli opraH
WCNONHUTENBHON BNAcTW OOKYMEHT WKW 3aBEPEHHY0 B YCTAHOBMEHHOM MOPSIAKE €ro Konui, NoOATBepXaatoLine
PaKT YHNUTOXEHUSA NEKapCTBEHHbIX CPeacTB.

5. CoOTBETCTBYHOLMIA YMNONMHOMOYEHHbIN deaepanbHbIii OpraH WCMOSHUTENbHOMW BRacTU, NPUHSIBLLUA
pelleHne 00 YHUUTOXEHUW NeKapCTBEHHbIX CPEACTB, OCYLLECTBISAET KOHTPOSIb 3@ UX YHUYTOXEHVEM.

6. YHUYTOXEHME NEKAPCTBEHHbIX CPEeACTB NPOU3BOAUTCS OpPraHu3auusMun, MMEHLMMU COOTBETCTBYHOLLYHO
NVLEH3NI0, Ha crneuvanbHO 000pYAOBaHHbIX MMoWaAkax, MOMMroHax W B chneumanbHo 06opyaoBaHHbIX
noMelleHuax c cobniogeHvem TpeboBaHu B 0ONacTM OXpaHbl OKPYXaloWen cpedbl B COOTBETCTBUMM C
3akoHogaTenbcTBoM Poccuinckon Pepepauum.

7. HapkoTuyeckme  nekapcTBeHHble  CpeacTBa, NMCUXOTPOMHbIE  JIEKAPCTBEHHblE  CpeacTBa,
pagnocapmaLeBTUYECKNE NEKAPCTBEHHbIE CPEACTBA YHWYTOXAKTCA B COOTBETCTBUM C 3aKOHOL4ATEIbCTBOM
Poccuickon ®egepauun.

Fnasa 12. TOCYOAPCTBEHHOE PEIY/IMPOBAHUE LEH
HA NEKAPCTBEHHbIE NMPENAPATbI AnA MEAMUUHCKOIO NPUMEHEHUA

Ctatbs 60. MocydapCTBeHHOE perynupoBaHMe LieH Ha feKapCTBeHHble npenapatbl Ans MeauMLUHCKOro
npYMeHeHust

[ocynapcTBeHHOE perynupoBaHWe LieH Ha nekapcTBeHHble npenapaTbl ANA MeOULUHCKOrO MpUMEHEeHUs
OCYLLEeCTBNAETCA NOCPEeACTBOM:

1) ytBepxaeHusa [lpaButensctBom Poccuinckon dPegepauumnm nepeyvHs XU3HEHHO HeobxoauMMbIX W
BaXXHEWLUMX NeKapCTBEHHbIX MpenapartoB [Ans MeAWUMHCKOrO NPUMEHEHWUs, KOTOpbii CHOPMMPOBaH B
YCTQHOBMEHHOM WM MOpPSAKE U B KOTOPbIA BKMAKOYAKTCA fEKapCTBEHHble Mnpenapatbl Ans MeaWLMHCKOro
npUMeHeHusl, B TOM 4ucCfle C Y4eTOM CTaHOapTOB MeOWLMHCKOW MOMOoLWM, Mo4  MexAyHapoOHbIMU
HenaTeHTOBaHHbLIMU, XUMUYECKUMU WUNKU TPYNNUPOBOYHBIMA HAMMEHOBaHUAMU, COOTBETCTBYHOLIME Creayowmnm
KpuUTepusam:

(B pea. PepepanbHoro 3akoHa ot 25.11.2013 N 317-03)

a) NMpUMEHeHMe KOHKPETHOrO flieKapCTBEHHOro npenapaTta A OUarHOCTUKM, NPOUNAKTUKK, nedeHus
3aboneBaHniA, B TOM 4Mcre npeobnagatowmx B CTpyKType 3abonesaemoctu B Poccuiickon Pepepaumy;

0) npenmyLecTBO KOHKPETHOrO IIEKApCTBEHHOrO mpenaparta No CPaBHEHWUD C OPYrUMU FIEKapCTBEHHbIMU
npenapaTtamu nNpu onpegeneHHbIX 3aboneesaHnm, CUHAPOME NN KIMMHUYECKOW CUTyauuu;

B) TepaneBTUYECKaAs SKBMBAINEHTHOCTb KOHKPETHOIO JIEKAPCTBEHHOrO npenaparta JieKapCTBEHHbIM
npenapaTtam CO CXOXUM MexaHU3MOM papMaKkoriormieckoro AencTBus;

2) yTBEPXOEHUS METOAUKM YCTAHOBMEHUS MPOU3BOAUTENSIMA NEKAPCTBEHHbIX NpenapaToB npedenbHbIX
OTMNYCKHbIX LIEeH Ha NEeKapCTBEHHbIE NpenapaTbl, BKMIOYEHHbIE B NEPEYEHb XU3HEHHO HEOOXOANMBIX U BaXKHENLLNX
nekapcTBEHHbIX Npenaparos;

3) rocynapCTBEHHOW perucTpauumn YCTaHOBMEHHbLIX MPOM3BOAUTENSAMW NeKapCTBEHHbIX MpenapaTtoB
npenenbHbIX OTMYCKHbIX LEH Ha NeKkapCTBEHHbIE MpenapaTbl, BKMOYEHHbIE B NEpeYeHb XN3HEHHO HEOOXOAUMBIX U
BaXXHEMNLUNX fleKapCTBEHHbIX NpenapaTos;

4) BegeHNs rocygapCTBEHHOro peecTpa npefenbHbIX OTMNYCKHbIX LIeH MPOU3BOAUTENEN Ha NeKapCTBEHHbIE
npenapaTbl, BKITIOYEHHbIE B NEPEYEHb XN3HEHHO HEOOXOAMMbBIX U BaXKHEWLLMX NIEKAPCTBEHHBIX NMpenapaTos;

5) yTBepXxaeHuss METOAMKU YCTaHOBNEHWUS OpraHamun WCMOJIHUTENbHOM BNacTu cyObekToB Poccumckon
denepaumn npegenbHbIX pa3mMepoB ONTOBbIX HagbaBOK M npefernbHbIX pasMepoB PO3HWYHBIX HagbaBOK K
aKkTU4eCKUM OTMYCKHbIM  LieHaM, YCTaHOBMEHHbIM MNPOW3BOAUTENAMMU FEKapCTBEHHbIX npenapaToB, Ha
nekapcTBeHHble Mpenaparbl, BKIIOYEHHbIE B NepeyeHb XU3HEHHO HEeOOXOAMMbBIX U BaXKHEWLUWUX FeKapCTBEHHbIX
npenaparos;

6) ycTaHOBNeHWs npepenbHbIX pa3MepoB OMNTOBbIX HaAbaBoK WM nNpedenbHbIX pPasMepoB  PO3HUYHBIX
HaabaBoK K hakTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM NPOU3BOAUTENSMU NEKapCTBEHHbIX NpenapaTos, Ha
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nekapcTBeHHble Mpenaparbl, BKIKOYEHHbIE B NepeyeHb XU3HEHHO HEeOOXOAMMbIX U BaXKHEWLUWUX FeKapCTBEHHbIX
npenaparos;

7) yTBEPXXAEHMSA NOPsiAKa Bbldayn NpeanvMcaHvii opraHam UCTMOSTHUTENBHOM BNacTu cyobekToB Poccuimckon
depepaumm o npuBegeHUM B COOTBETCTBME C 3akoHogaTtenbcTBOM Poccuiickon Pepepauumn pelueHun o6
YCTaHOBMEHMM NpeferibHbiX pa3mMepoB ONTOBbIX HaabaBOK M npeferibHbIX pasMepoB PO3HUYHBLIX HaabaBoOK K
PaKTUY4ECKUM  OTMYCKHbIM  LleHaM, YCTaHOBMEHHbIM MNPOU3BOAMTENAMMU FEKapCTBEHHbIX MpenapaToB, Ha
neKkapcTBEHHble npenapartbl, BKMAOYEHHbIE B NepeyYeHb XXM3HEHHO HeOBXOOUMbBIX M BaXKHEWLUMX MeKapCTBEHHbIX
npenapaToB, €Crnv OHU MPUHATBI C HapylweHueM 3akoHopgaTtenbcTBa Poccuiickon ®degepaunn, B nopsigke,
ycTaHoBneHHoM [NpaBuTtensctBom Poccuiickon ®epepamu;

8) HanpaBneHus ynorHOMOYEHHbIM hedepanbHbIM  OpraHoM  UCMOMHUTENbHOW  BRAAcTM  opraHam
ncnonHuTensHonW Bnactu cybbekToB Poccuinickon degepauny npegnucaHvii 0 NpuBeAeHWM B COOTBETCTBUE C
3akoHogatenbcTBoM Poccunckon ®defepauum NpUHATBIX C  HapylleHuem 3akoHogaTtenbcTBa Poccuiickon
denepaumn pelweHni 06 yCTaHOBMNEHUU MPefenbHbIX Pa3mMepoB OMTOBbIX HAA0aBOK U MpederibHbIX pa3mMepoB
PO3HUYHBIX HaA0aBOK K LleHaM Ha fiekapCTBEHHbIE NpenapaThl, BKIMOYEHHbIE B NEPEYEHb XXU3HEHHO HEOOXOOUMBIX
N BaXXHENLLUNX NeKapCTBEHHbIX NpenapaTos;

9) ocyulecTBneHms deaepanbHOro rocygapCTBEHHOrO Haasopa B cdepe obpalleHusi nekapCTBEHHbIX
CPEACTB U pernoHanbHOro rocygapCTBEHHONO KOHTPONSA 3a MPUMMEHEHUEM LIEH Ha NeKapCTBEHHblE npenaparthbl
COOTBETCTBEHHO  YMOMHOMOYEHHbIMU  beepanbHbIMKU  OpraHamMu  UCMOMHUTENBHOW BRAcTM U OpraHamm
ucnonHuTenbHonW Bractu cybbektoB Poccunckon degepaumm COrmacHO WX KOMMeTeHUuuMn B nopsgke,
ycTaHoBneHHoM lNpaBuTtensctBom Poccuiickon ®epepanmu;

(n. 9 B peq. PegepanbHoro 3akoHa ot 25.06.2012 N 93-93)

10) NnpMmeHeHns NpeAyCMOTPEHHbIX 3akoHogaTenbcTBOM Poccuiickon ®efepaumm mep OTBETCTBEHHOCTM 3a

HapyLleHne nopsigka LeHoobpa3oBaHWs Ha XXU3HEHHO HEOBXoAUMbIE U BaXKHEWLLWNE NEKapCTBEHHbIE Npenaparbl.

CtaTtbs 61. Focyp,apCTBeHHaﬂ permcrTpaumna yCtaHOBJIEHHbLIX MPOU3BOAUTENAMU NEKAPCTBEHHbLIX NpenapaTtoB
npenenbHblX OTMNYCKHbIX UEeH Ha >XW3HEeHHO HeobxoouMMble U BaXHeWLune NeKapCTBeHHbIEe npenapatbl U UX
npoaaxa

1. YcTaHOBNEHHblEe NPOM3BOAMTENSAMU FEeKapCTBEHHbIX NpenapaTtoB npeferbHble OTMYCKHbIE LEeHbl Ha
nekapcTBeHHble Mpenaparbl, BKIKOYEHHbIE B NepeyeHb XU3HEHHO HEeOOXOAMMbBIX U BaXKHEWLUWUX FeKapCTBEHHbIX
npenapaToB, NoAnexaT rocy4apCTBEHHON pernctpauum.

2. YcTaHoBrneHHas Npou3BOAWTENEeM JEeKapCTBEHHbIX MpenapaToB npedenbHasd OTMYCKHasd LUeHa Ha
NeKapCTBEHHbIN npenapar, BKIYEHHbIA B MepevYeHb XM3HEHHO HEOOXOOAMMBIX U BaXKHEWLIUX NEeKapCTBEHHbIX
npenapaToB, MOAMNEXWUT rocygapCTBEHHOW perucTpaumu, ecriv oHa He MpeBbllaeT pasmep LeHbl Ha OaHHbIR
NneKkapcTBEHHbIM MpenapaTt, pacCYuTaHHbIA B COOTBETCTBUM C YTBEPXKAEHHOW B Mopsiake, YCTaHOBMEHHOM
MpaButensctBom Poccunckon denepaunn, MeTOAMKOW YCTaHOBIEHUSA MPOM3BOAUTENSAMU NEKAaPCTBEHHbIX
npenapaToB npeaenbHbIX OTMYCKHbIX LEH Ha NekapCTBEHHble MnpenapaTtbl, BKIOYEHHblIe B NepeyYeHb XU3HEHHO
HeoBXOoOUMbIX W BaXHEWLIMX NeKapCTBeHHbIX npenapaTtoB. [aHHOM MeToAoMKOW npedycMaTtpuBaeTca And
NEeKapCTBEHHbIX MpenapaToB, Haxogdwmxcsa B obpauweHum Ha Tepputopun Poccuinckon Pepepauum, pacyet
CcpeaHeB3BeLLUEHHOW (hakTUYECKON LieHbl OTNYCKa, CpeaHEB3BELLUEHHOW (haKTUYECKON LieHbl BBO3a JIEKAPCTBEHHOIO
npenapaTa 3a rod, NpejwecTByOWMN gaTe NpeAcTaBneHns npeferibHON OTMYCKHOW LeHbl NPOoM3BOAUTENS Ha
NeKapCTBEHHbIN MpenapaT Ha TrOCYOapCTBEHHYIO perncTpaumilo, a [Ans JeKapCTBEHHbIX MpenapaToB, He
noctynaBwmnx B oOpalleHue Ha Tepputopum Poccuiickon ®epepauun, U ANs OPUrMHANBbHBIX JIEKAPCTBEHHbIX
npenapaToB pacyeT POCCUMCKMMM MPOU3BOAUTENSAMU FNEKAPCTBEHHbIX MNPenapaTtoB pacxogoB, CBA3AHHbLIX C
pa3paboTkon, NpoOM3BOACTBOM, peanu3auuen feKkapCTBEHHOro npenaparta, YyKasaHue  MHOCTPaHHbIMU
npov3BoaUTENAMM pasMepa MUWHMMAnbHOM OTMYCKHOM LEeHbl NMPOM3BOOUTENSA Ha NEeKapCTBEHHbIN MnpenapaT B
rocygapctee Npon3BOAMTENs U APYrMx rocyaapcTBax, rge OH 3aperucTpupoBaH, C y4eTOM pacxOAoB, CBA3AHHbLIX C
TaMOXEHHbIM OYOpPMIEHMEM (TaMOXEHHOW MOLUSUHBI U TaMOXEHHbIX COOPOB 3a TaMOxeHHOoe OdOopMIIEHME), U
TPaHCMOPTHBIX PacxogoB.

(B pea. PegepanbHoro 3akoHa ot 11.10.2010 N 271-$3)

2.1. Tpw npoBegeHun pacyeTa NpedenbHOW OTMYCKHOW LieHbl Hapsily C AaHHbIMW, NPegyCMOTPEHHbLIMU
YacTblo 2 HACTOsILEN CTaTbM, YYUTLIBAETCS:

1) B OTHOLEHWA POCCUIACKOrO MPOU3BOAUTENS - LEHa Ha aHanormyHble (No MexayHapogHoMy
HenaTeHTOBAaHHOMY HaVWMEHOBAHWIO, FeKapCTBEHHOW opMe U [O3NPOBKE) JIEKAPCTBEHHbIE MpenaparThl,
npouseeneHHble Ha Tepputopun Poccuiickon ®enepauun, nubo B criydae ux OoTCYTCTBMSA LieHa Ha aHanormyHble
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MHOCTpPaHHbIE NeKapCTBEHHbIE MpenapaTbl, HAXOAALWMNECS B rpaxgaHcKkoMm obopoTe Ha Tepputopum Poccuinckom
degepaumu;

2) B OTHOLWEHUN WHOCTPAHHOrO MPOM3BOAUTENS - LEeHa Ha aHanormyHble (Mo MeXZyHapogHOMY
HenaTeHTOBaHHOMY HaVMMEHOBaHWIO, FeKapCTBEHHOW dopMe U1 [O3MPOBKE) JleKapCTBEHHbIE Mpenaparhl,
HaxogsLwmeca B rpaxaaHckom obopoTe Ha Tepputopun Poccunckon ®enepaumn.

(4acTb 2.1 BBegeHa ®enepanbHbiM 3akoHOM oT 11.10.2010 N 271-03)

2.2. Ha ocHoBaHMM nogaHHoro Ao 1 OKTsA0psa Kaxgoro roga 3asiBNEHUS POCCUMCKOro npou3BoauTens
NeKapCTBEHHbIX MpenapaToB, BKIKYEHHbIX B NepevYeHb XU3HEHHO HEOBXOAMMBIX U BaXKHEMLUUX FEKapCTBEHHbIX
npenapaToB, 3aperucTpyMpoBaHHas npefenbHasd OTMNyCKHasi LieHa Ha NekapCTBEHHbLIN npenapat B criyyae
M3MEHEHNST LUEH Ha Cbipb€ W MaTepuarnbl, HaknagHblX pacxodoB, a TakkKe WCXOAs U3  YCTAHOBMEHHOrO
denepanbHbiM 3akOHOM O degepanbHoM OrakeTe Ha COOTBETCTBYHOLUMA (PMHAHCOBBLIM FOA4 M Ha MaHOBbIN
nepuog NporHo3npyeMoro ypoBHSA MHIAUUN MoXeT ObiTb NepeperncTpupoBaHa, HO He valle 4Yem oauH pas B
KaneHgapHOM rofy B Nopsifike, yCTaHOBMEHHOM YacTaAMM 2 1 2.1 HacTOsILLEN CTaTbM.

(4actb 2.2 BBegeHa PepepanbHbiM 3akoHOM oT 11.10.2010 N 271-03)

3. lMpopaxa nekapcTBEHHbIX MpPenapaToB, KOTOpble BKIHOYEHbI B MEpeYeHb XXM3HEHHO HEOOXOAMMbIX U
Ba)KHEWLLNX NEKapCTBEHHbIX NPenapaToB U Ha KOTOPble HE 3aperMcTpupoBaHa yCTaHOBIIEHHAs NPOM3BOAMTENSAMU
NEeKapCTBEHHbIX NpenapaToB npefenbHasi OTMYCKHasl LieHa Ha fekapCTBEHHble npenaparbl, BKIOYEHHbIE B
nepeyeHb XXM3HEHHO HEODXOAUMBIX U BaXKHEWLLNX NTEKapCTBEHHbIX NpenapaToB, He A0MyCKaeTCs.

Cratbst 62. [ocynapcTBEHHbIA peecTp NpeaenbHbIX OTMYCKHbIX LEH NPOM3BOAMTENEN Ha NekapCTBEHHble
npenapaTbl, BKIIOYEHHbIE B NEPEeYEHb XU3HEHHO HEOOXOAUMBIX U BaXKHEWLLWNX NEKapCTBEHHbIX NpenapaToB

1. 3apeructpupoBaHHble NpefernbHble OTMNYCKHbIE LieHbl Ha NEeKapCTBEHHble MpenapaTbl, BKIOYEHHbIE B
nepeyvyeHb XMU3HEHHO HEeOOXOAMMbIX W BaXHEMLUX §EeKapCTBEHHbIX MpenapaToB, NoAafiexaT BKIYEHUIO B
rocy4apCTBEHHbI PEEeCTp MNpedenbHbIX OTMNYCKHbIX LieH Mpou3BOAUTENEN Ha JekapCTBEHHble npenaparbl,
BKITHOYEHHbIE B NEPEYEHb XU3HEHHO HEOOXOAMMbIX U BaXKHENLLMX NEKAPCTBEHHbIX NpenapaTos.

2. [ocynapCTBEHHbIN peecTp NpedenbHbIX OTMYCKHbIX LieH MPOU3BOAUTENEN HA NIEKAapCTBEHHbIE Npenaparbl,
BKITHOYEHHbIE B MepeyeHb XN3HEHHO HEOOXOAMMBIX U BaXXHENLLNX NEKapCTBEHHbIX NpenapaToB, COAEPXUT B cebe
cnegyoLwyo Hgopmaumio:

1) HaMMeHoBaHVe NPOM3BOAMTENS NEKapCTBEHHOMO Npenapara;

2) HaMMeHOBaHWe NnekapCTBEHHOro npenaparta (MexayHapogHOe HenaTeHTOBaHHOE WIN XMMMUYEeCKoe U
TOProBO€ HaMMEHOBaHMS);

3) HOMep perncTpaLmMoHHOro yAOoCTOBEPEHUS NekapCTBEHHOMO Npenapara;

4) nekapcTBeHHas ¢opma C ykasaHWem [O03UPOBKM MEKapCTBEHHOro npenapata M ero konuyectesa BO
BTOPWYHOW (MOTPEebUTENBLCKON) YNnakoBKe;

5) 3apernctpupoBaHHas npefenbHas oTnyckHas LeHa B pyonsx;

6) Jarta rocygapcTBEHHOW perucrpaumu npegenbHOW OTMYCKHOM LeHbl Ha fekapCcTBeHHble npenaparbl,
BKIIOYEHHbIE B NEepeYeHb XU3HEHHO HEOBXOANMBIX N BaXKHENLLMX NEKapCTBEHHbIX NpenapaTos.

3. TlocypapcTBeHHas perucTpauus npegenbHblX OTNYCKHbIX LEH Ha JekapcTBEHHble npenaparhbl,
BKITIOYEHHbIE B MEpPEeYeHb XW3HEHHO HEOOXOAMMBbIX W BaXHEWLWWX JEKapCTBEHHbIX MpenapaTtoB, BeAeHue
rocy4apCTBEHHOrO peecTtpa npedernibHbIX OTMYCKHbIX LieH Mpou3BOAUTENEN Ha fekapCTBEHHble npenapartbl,
BKITHOYEHHbIE B MEPEYEHb XU3HEHHO HEOOXOAMMBIX U BaXKHEMLUMX FIEKAPCTBEHHbIX MpenapaToB, OCYyLLeCTBASIOTCA
B nopsiake, yctaHoBneHHoM [NpaBuTtensctBoMm Poccunckon denepaumn.

Cratba 63. YcrtaHoBneHve opraHamum WCMONMHUTENbHOM BracTu cybbektoB Poccuickon ®depepaunu
npegenbHbIX pa3mepoB OMNTOBbIX HaabaBOK M MpedeNibHbIX pasMepoB PO3HMYHLIX HagbaBoOK K dhakTU4ecKum
OTMYCKHbIM LieHaM, YCTaHOBIEHHbIM MPOU3BOAUTENSAMMN FEKapCTBEHHbIX NpenapatoB, Ha JeKapCTBEHHbIE
npenapaTbl ANs MEOULMHCKOTO NPUMEHEHNS

1. OpraHbl ucnonHUTENbHOM BnacTn cybbekTtoB Poccunckon dPepepaumm ycTaHaBNMBAKT NpenenbHble
pa3Mepbl ONTOBbIX HaAOaBOK M NpeAenbHble pa3Mepbl PO3HUYHbIX HaAbaBOK K hakTUYECKMM OTMYCKHbIM LieHaMm,
YCTaHOBMEHHLIM NPOV3BOAUTENSAMU NIEKAPCTBEHHbIX NPENapaToB, Ha NIEKApCTBEHHbIE Mpenaparbl, BKIIOYEHHbIE B
nepeyveHb XN3HEHHO HEOOXOAMMbIX U BaXKHEWLUMX NEKAPCTBEHHbIX NpenapaToB, B COOTBETCTBUM C YTBEPXKOEHHOWN
B Mopsiake, ycTaHoBreHHoM [lpaBuTtenbctBom Poccunckon depepaumv, MeTOOUKOW YCTaHOBMEHUS oOpraHamu
ucnomnHuTensHon Bnactn cybvektoB Poccuiickon ®depepaumy npeaenbHbIX pa3MepoB OMNTOBbIX HAnbaBoOK U
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npegenbHbIX pa3mMepoB  PO3HWMYHbIX HagbaBOK K (PAKTMYECKUM  OTMYCKHbIM — LieHaM, YCTaHOBIEHHbIM
Npou3BOOUTENAMU NEKapCTBEHHbIX MpenapaTtoB, Ha feKkapCcTBEHHble MpenapaTtbl, BKMAOYEHHble B MNepeveHb
XN3HEHHO HEOOXOAMMBIX U BaXKHEWLLUWNX NIEKapCTBEHHbIX NpenapaTos..

2. OpraHusauum onTOBOW TOProBnv v (Mnv) anTeyHble opraHu3auuu, UHAMBUAyanbHblEe NPeanpuHUMaTenu,
nMelwmne nUUEeH3no Ha dapmMaueBTUYECKyl0 OeATENbHOCTb, OCYLIECTBNAIT peannsaunio fekapCTBEHHbIX
npenapaToB, BKIMOYEHHbIX B NepeyeHb XU3HEHHO HEOBXOAMMbBIX U BaXKHEWLIMX NeKapCTBEHHbIX npenapaTtos, Mo
LeHaM, ypOBEeHb KOTOPbIX He MpeBbllaeT CyMMY (hakTU4eCKON OTMYCKHOW LieHbl, YyCTaHOBNEHHON Npon3BoanTenem
NeKapCcTBEHHbIX MpenapaTtoB U He NPEeBbILAOLLEN 3aperncTpMpOBaHHON NpeaenbHOM OTNYCKHON LeHbl, U pa3mep
onToBoM HagbaBku M (Unu) pasmep PO3HUYHOW HaabaBKM, He MpeBbillalolmne COOTBETCTBEHHO pasmMepa
npeaensHoOn onToBow Haabasku 1 (MnNn) pasmepa nNpeaenbHOW PO3HUYHOW Han0aBKW, YCTaHOBMNEHHBLIX B CyObekTe
Poccuinckon ®egepaumn.

3. OpraHbl ncnonHUTeNbHOM BRacTn cybbektoB Poccuiickon depgepaumm pasmelatot B cetu "MIHTepHeT"
unn onyonvKoBbIBAOT MHOPMALMIO O 3aperMcTpUpOBaHHON MpPeAernbHOM OTMYCKHOW LeHe Ha NnekapCTBEHHble
npenapaTbl, BKIHOYEHHbIE B NEpPeYeHb XU3HEHHO HEOBXOAMMBIX U BaXKHEWLUMX FeKapCTBEHHbIX npenapaToB, 00
YyCTaHOBMEHHbIX B cyObekTe Poccuiickon Pefepaumm pasmepe npegenbHon onToBon Hagbasku 1 (unn) pasmepe
npegenbHon  po3HWYHOM  HagbaBKM K YCTAHOBMEHHBIM  MPOM3BOAMTENSAMWU  JIEKApCTBEHHBIX MpenapaToB
aKTU4EeCKMM OTMYCKHbIM LEeHaM Ha neKkapCTBEHHble npenapatbl, BKMOYEHHble B NepeyYeHb XWU3HEHHO
HeOoBXO0AMMbIX 1 BaXXHENLLMX NeKapCTBEHHbIX NpenapaTtoB, 1 06 yka3aHHOW B YacTW 2 HAcTOSALEN CTaTby CyMMe.
Wudopmauus, npeaycMoTpeHHas HaCcTOosILLEN YacTblo, AOMKHa pasMeLLaTbCa Takke B anTeYHbIX OpraHM3aunsx B
OOCTYMHOW ANsi CBeeHWs BCeX 3auHTEepeCcoBaHHbIX NnL, hopmMe n 0OBHOBMAATLCS NO Mepe ee onybnuKoBaHus.

4. TlpuHATble C HapyweHueMm 3akoHogaTtenbctBa Poccuiickon ®efepaumn pelieHnss OpraHoB
ncnomnHuTenbHon Bnactn cybvekrta Poccuiickon ®egepaummn o6 yctaHOBNEHUN NpeaeribHbIX pa3mepoB OMNTOBbIX
HagbaBoOK M MpefenbHbIX PasMepoB PO3HUYHBLIX HagbaBOK K 3aperMcTpupoBaHHbIM NpedernbHbIM OTMYCKHBIM
LeHaM Ha IeKapCTBEHHble npenapaTbl, BKIOYEHHbIE B MEPEeYEHb XXM3HEHHO HEOOXOOUMBIX W BaXKHEWLINX
nekapCTBEHHbIX NpenapaToB, noanexar oTMeHe B cyaebHOM nopsake.

nasa 13. MOHUTOPUHI" BE3OMACHOCTU NEKAPCTBEHHBIX NPEMAPATOB,
HAXOOALWMXCA B OBPALLEHNN HA TEPPUTOPUN POCCUNCKOU ®EOEPALIUA

Crtatbs 64. MoHUTOpPWHI 6e30NacHOCTU NeKapCTBEHHbIX NpenapaTos

1. JlekapcTBeHHble npenapaTbl, Haxogswmeca B oOpauweHun Ha TeppuTopum Poccuiickon Pepepauuu,
noanexar MOHUTOPMHTY ©e30MacHOCTU B LENAX BbISIBIIEHUS BO3MOXHbIX HEraTMBHbIX MOCNEeACTBUA  UX
NPUMEHEHNS, NpeaynpexaeHns NaumMeHToB 1 UX 3aluTbl OT NPUMEHEHUS TaKUX NpenapaToB.

2. MoHUTOpMHr ©e30MacHOCTM  JIeKapCTBEHHbLIX MpenapaTtoB  OCYLLECTBASETCA  YNOSTHOMOYEHHbIM
denepanbHbiM OpraHoOM MCMOMHUTENbHOM BRAcTM Ha BCexX aTanax Ux obpalleHus Ha TeppuTopumn Poccuiickon
depepaumm.

3. CybGbekTbl 0bpalleHnst nekapcTBEHHbIX CpeacTB 0643aHbl coobLaTe B YCTaHOBIEHHOM YNOTHOMOYEHHbIM
deneparnbHbIM OpraHoOM UCMNONTHUTENBHOW BriacTy nopsaake ob6o Bcex criydyasax noboYHbIX AENCTBUN, HE YKa3aHHbIX
B VHCTPYKUMM NO TMPUMEHEHUIO FEKApCTBEHHOrO npenaparta, O Cepbe3HbIX HexXenaTeNbHblIX peakuunsax,
HenpeaBUAEHHbIX HeXenaTenbHbIX peakuusix nNpu NpMMeHeHUn nekapCTBEHHbIX npenapaTtoB, 00 0COBEeHHOCTSAX
B3aMMOENCTBUST NEeKapCTBEHHbIX MpenapaToB C APYrMMM JeKapCTBEHHbIMW npenapatamMu, KoTopble Obinu
BbISIBNEHbI NPU NPOBEAEHUN KMMHUYECKNX UCCNESOBAHWUIA U NPUMEHEHNN NEKAPCTBEHHbIX NpenapaTos.

4. 3a HecooOLleHNEe WM COKPbITUE CBEAEHWUN, NPEedyCMOTPEHHbIX YacTbio 3 HACTOsLWeN cTaTbu, nuua,
KOTOPbIM OHW CTanM W3BECTHbl MO pody WX NpodeccMoHanbHOW AeATeNnbHOCTU, HECYT OTBETCTBEHHOCTb B
COOTBETCTBUN C 3aKkoHoZaTenbCcTBOM Poccuiickon ®epepaunu.

5. Tlopsgok ocywecTBNeHUS MOHUTOpMHra 6e30nacHOCTVM NeKapCTBEHHbIX MpenapaToB, perncrpauuu
NoOOYHbIX AENCTBUIA, CEepPbe3HbIX HexenaTemnbHbIX peakuuin, HenpeaBUAEHHbIX HeXenaTeslbHbIX peakuuin npu
NPUMEHEHMN NEKAPCTBEHHbIX NpenapaToB, B TOM YMcne npeacraBneHnst ntHidpopmaumm o6 3ToMm, ycTaHaBnMBaeTcs
YMOMHOMOYEHHbIM heaeparnbHbIM OpraHOM UCMOMNHUTENBHON BNACTW.

Cratbsa 65. NpuoctaHoBNeHe NPUMEHEHNST NIEKAPCTBEHHOIO Npenaparta
Mpn nonyvyeHun uHbopMaumm O NOBOYHBLIX OENCTBUSAX, HE YKa3aHHbIX B WMHCTPYKUMW MO MPUMEHEHUIO

nekapcTBEHHOro npenapaTa, CepbesHblX HexenaTernbHbIX peakuusx, HenpeaBuaeHHbIX HexXenaTenbHbIX peakLusx
npy MPYMEHEeHUN INeKapcTBEHHOro npenapaTa, 06 0COGEHHOCTAX ero B3aMMOAEWCTBMS C  OPYrUMU
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nekapCTBEHHbIMU NpenapaTtamMu, KOTopble MOTyT NPEeACTaBNATb Yrpo3y XWU3HW UK 300POBbI0 MAaLMEHTOB, a Takke
CBeeHMWN, He COOTBETCTBYIOLLMX CBEAEHUSIM O NTIEKapCTBEHHOM Mpenapare, cogepXalnmcs B MHCTPYKLMKU MO ero
NPUMEHEHNIO, YMOSIHOMOYEHHbIN doefepanbHblii OpraH MCMOMHUTENbHOM BRacTU paccmaTpuBaeT BOMPOC O
BO3MOXHOCTW MPUOCTAHOBMIEHMS NMPUMEHEHUS] TAKOrO JIEKAapCTBEHHOrO npenapaTta B nopsake, YCTaHOBIIEHHOM
YMOMHOMOYEHHbIM heepanbHbIM OpraHOM UCMOMNHUTENBbHON BNACTW.

Cratba 66. MHopmaums o pesynbTatax MOHUTOPUHIra 6e30NacHOCTU NeKapCTBEHHbIX NpenapaToB

YNONHOMOYEHHbIN  eaepanbHbIl - OpraH  UCMOMHUTENBHOM  BRAacTW, OCYLWECTBASOWMNA  MOHUTOPUHT
0©e30MacHOCTU NEeKapCTBEHHbIX MNpenapaToB, Haxoadwmxca B obpaweHun Ha Tepputopumn Poccuiickon
depgepaumm, No pesynbrataMm MOHUTOPMHIa pasMeliaeT Ha CBOeM oduumanbHoM cante B cetn "MIHTepHeT"
MH(OPMALMIO O MPUHATBIX PELUEHUSIX O BHECEHUW U3MEHEHUS B MHCTPYKUMIO MO NMPUMEHEHWUIO NEKapCTBEHHOMO
npenapaTta, O MPUOCTAHOBMEHUN MPUMEHEHMS JEKAPCTBEHHOro npenaparta, 00 wu3bATUM U3  obpalleHus
nekapCTBEHHOro npenapaTta unm o BO30OHOBNEHMN MPUMEHEHUS fIekapCTBEHHOIO Npenapara.

Mnaea 14. UHOOPMALINA O NNEKAPCTBEHHbBIX NMPEMAPATAX
Cratba 67. MIHopmauus 0 nekapCTBEHHLIX Npenaparax

1. HudopMaumsa o nekapCTBeHHbIX MpenapaTax, OTnycKaeMbIX MO peuenTy Ha NnekapCTBEHHbIV npenapar,
OOMMKHa cofepXaTbCA TOMbKO B CNeuManua3npoBaHHbIX W3OaHUSX, MpefHasHavyeHHbIX Ans  MeOULUHCKMX,
dapmaLeBTUYECKUX, BeTepUHapHbIX paboTHMKOB. VIHGopMaLumsa o nekapCTBEHHbIX NpenapaTax Ans cneuManucToB
B obrnactu obpalleHus nekapCTBEHHbIX CPeACTB MOXET COAepXaTbCA B MOHOrpadusix, cnpaBOYHUKaX, HayYHbIX
cTaTbsIX, B JOKNagax Ha KOHrpeccax, KOHEepPEHLMsIX, CUMMO3MyMax, Hay4YHbIX COBETaX, a Takke B UHCTPYKLMUAX NO
NPUMEHEHMIO NEKapCTBEHHbIX NpenapaTos.

2. NIHhbopmaums 0 nekapcTBeHHbIX npenapaTax, oTnyckaembix 6e3 peuenta Ha NekapCTBEHHbIVM npenapar,
MOXeT cofepxaTbCs B Nybnukauusax n obbaBNEHUSX cpedcTB MaccoBol MHopMaun1, cneunannampoBaHHbIX U
O0LWKMX MedvaTHbIX W3OAHUSX, WHCTPYKUMAX MO MPUMEHEHMIO JIEKApPCTBEHHbIX MpenapaToB, WHbIX W34aHusaX
CcyObekToB 0OpalleHnst NekapcTBEHHbIX cpeacTB. PeknaMHble MaTepuansl O NEKapCTBEHHOM npenapare,
oTnyckaemom 6e3 peuenTa Ha NeKapCTBEHHbIV Npenapar, AOMMKHbI COOTBETCTBOBATb UHCTPYKLUN MO MPUMEHEHMIO
nekapCcTBEHHOro npenapara.

3. JonyckaeTtcst ucnonb3oBaHne NiobbIX MaTepuarnbHbiX HOCUTENEN, NO3BONSALLUX XpPaHUTb, NepegaBaTh U
ncnonb3oBaTh MHAOPMALMIO O NEKAaPCTBEHHbIX Npenapatax 6e3 ee NckaxeHus.

nasa 14.1. OrPAHUYEHUA, HANTATAEMbIE
HA OPrAHU3ALNN, OCYLLUECTBNAOWMUE OEATENBHOCTb
NO OBPALLEHUIO NEKAPCTBEHHbIX CPEACTB

(BBegeHa degepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

Cratba 67.1. OrpaHuyeHusi, Hanaraemble NpPU OCYLLECTBNEHUN [OeATenbHOCTM B cdepe obpalleHus
neKkapCTBEHHbIX CpeacTB

1. OpraHusaumu, 3aHumarwmecs pas3paboTKon, NMPOM3BOACTBOM M (MnM) peanu3aument nekapCTBEHHbIX
npenapaToB ANA MeAULMHCKOro NPUMEHeHUs, opraHusaummn, obnagawLime npasaMmm Ha UCMoNb3oBaHWe TOProBOro
HauMeHOBaHWSA NEeKapCTBEHHOro npenaparta And MeAVMUMHCKOro NPUMMEHEHWUs, OpraHu3auMu ONnTOBOW TOProBnu
nekapCTBEHHbIMU CPeACTBaMy, anTeyvHble opraHusauun (Mx NpeacTaBUTenu, UHble uandeckne n topnagnyeckme
nvua, OCyLEeCTBRSOWME CBOW AEATENbHOCTb OT MMEHW 3TUX OpraHusauuin) B OTHOLEHUUM MeAULMHCKMX
paboTHMKOB 1 pykoBoaUTENEN MeAULMHCKUX OpraHn3aunii He Brnpase:

1) Bpy4aTb Nogapku, BbiNfnaynBaTh AeHEXHble CPeAcTBa (3a UCKMIoYEeHMeM BO3HarpaxaeHun no gorosopam
npu nNpoBefeHNUN KITMHUYECKMX WCCReAOBaHUN NeKapCTBEHHbIX MpenapaToB AN MeAUUMHCKOrO NpUMEHEHUS,
BO3HarpaxgeHui, CBs3aHHbIX C OCYLLECTBNEHNEM MEeOULMHCKUM paboTHUKOM Mnegarormyeckon u (unu) Hayy4yHowm
AeATenbHOCTM), B TOM YMCne onfayvBaTth pasBfiedeHusi, OTAbIX, NPoes3a K MecTy OTAbIXa, a TaKkke npusnekaTb K
y4acTuio B pa3BriekaTesbHbIX MeEpPOonpUATUSAX, MPOBOAMMbIX 32 CHET CBOMX CPEACTB;

2) 3akno4aTh cornalleHms O HasHaYeHUun UM pekoMeHdauun nauneHTaMm nekapcTBEHHbIX NpenapaTtoB Ans
MEAMLMHCKOrO MNPUMEHEHNs (3a UCKMYeHWeM [OroBOPOB O MNPOBEAEHWUM  KIIMHUYECKUX UCCredoBaHui
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neKapCTBeHHbIX NpenapaToB Ans MeOULMHCKOrO NPUMEHEHUS);

3) npepoctaBnATb o6pasubl feKapCTBEHHbIX MpenapaToB Ans MeOULMHCKOrO MPUMEHEHUS B LEensx
BpYYEHMS1 MauMeHTaM (3a WCKIIYEHWEM Cly4aeB, CBS3aHHbIX C MPOBEAEHUEM KIMHUYECKUX WCCrienoBaHuii
neKapCTBeHHbIX NpenapaToB Ans MeOULMHCKOrO NPUMEHEHUS);

4) npepocTaBnATb HEOOCTOBEPHYK M (MNN) HEMOMHYK MHOPMaUMO O NekapCTBEHHbIX npenapaTtax Ans
MeOMLMHCKOro NPUMEHEHNS;

5) nocewaTtb ux B paboyee Bpems Ha paboymx MecTax, 3a MUCKMYEHWEM CIyyaeB, CBS3aHHbIX C
npoBegeHnemM KImHN4YeCKnx I/ICCJ'IeD,OBaHI/IVI NeKapCTBeHHbIX MnpenapaTtoB And MeauunHCKOro npuMeHeHud, C
y4yacTveM B Mnopsiike, YCTaHOBMEHHOM pYKOBOAMTENEM MEAWULMHCKOW OpraHusaumm, B COOpaHUAX MeaMLMHCKUX
pa6OTHI/IKOB N UHbIX MeponpuAaTUAx, HanpaBlieHHbIX Ha MOBbllLUEHUE WX I'IpOd.)eCCI/IOHaJ'IbHOFO YPOBHA UnNn Ha
npegocTaBneHne MHdopMaLUun, CBSI3aHHOW C OCYLLECTBIIEHUEM MOHUTOPUHra Ge30onacHOCTM NeKapCTBEHHbIX
npenapaTos;

6) NoGyxaaTb K BbIMUCbIBAHWUIO NEKAPCTBEHHbLIX NpenapaToB AN MeauLUHCKOro NpUMeHeHus Ha BnaHkax,
copepXalmnx MHOopPMaLUI0 PEKNAMHOro Xapaktepa, a Takke Ha peuenTypHbix GnaHkax, Ha KOTOpbIX 3apaHee
HaneyaTaHO HaVMeHOBaHWe NekapCTBEHHOrO NpenapaTta Ans MeauLnHCKOro NPUMeEHEeHUs.

2. OpraHusaumu, ykasaHHble B ab3aue nepBomM 4YacTu 1 HacTosilen cTaTbW, U UX NpeacTaBuUTENN B
OTHOLWeHWN hapmaleBTU4ECKnX paboTHNKOB 1M PyKOBOAUTENEN anTeYHbIX OpraHM3auni He Bnpase:

1) BpyyaTb Nogapku, BbinnavmMBaTh OEHEXHbI€ CPEeACTBa, B TOM 4YUCne onfnayvvMBaTh pasBreyeHus, oTaplx,
npoes3n K MecCcTy OoTAbiXa, U NnpuBlekaTb K y4aCTUO B pas3BliekaTellbHbIX MeponpuaTtuax, npoBoAUMbBIX 3a CHeT
CBOWX CPEACTB;

2) npepoctaBnATb 06pasubl NleKapCTBEHHbIX NpenapaTtoB Ans MeAWMUUHCKOrO MPUMEHEHUs Ans BpyYeHus
HaceneHuto;

3) 3aknoyaTth cornalleHust 0 NPeAnoXEeHUN HaceneHUto onpeaerneHHbIX NiekapcTBEHHbIX NpenapaTtoB Ans
MeOULIMHCKOTO NPUMEHEHUS;

4) npegocTaBnsATb HEOOCTOBEPHYIO U (UNKM) HEMOMHYI MHOPMAaLMI0O O feKapCTBEHHbIX Npenapatax Ans
MEAMLUMHCKOrO MNPUMEHEHUs, B TOM 4WUCNe MMEewLWMUX OOUHAKOBOe MeXayHapodHOe HenaTeHToBaHHoe
HavMeHoBaHue.

Cratbsa 67.2. TpeboBaHuA K OpraHusaumm M MPOBEOEHUI0 Hay4YHbIX MEPOMNPUATUINA, MHbIX MEPONPUSTUMN,
HanpaBfeHHbIX Ha MOBbILEHNE NPOFECCMOHANbLHOr0 YPOBHA MEANLMHCKNX PabOTHMKOB UMW Ha NpegocTaBneHue
NHGOPMaLMKM, CBA3aHHON C OCYLLECTBIIEHNEM MOHUTOPMHIa 6€30MacHOCTH NekapCTBEHHbIX NpenapaToB

1. lNpu npoBedeHNN Hay4yHbIX MEPOMPUATUA, WHbIX MEPOMPUATUIA, HanpPaBfiEHHbIX Ha MOBbILEHNE
npodeccnoHanbHOro YpoBHs MEAULIMHCKMX pabOoTHUKOB MMM Ha NpeaocTaBrieHne CBA3aHHOW C OCYLLECTBNEHNEM
MOHUTOpMHra 6e30MacHOCTU feKapCcTBEHHbIX nNpenapatoB WMHGOPMAaLMK, OpraHuM3yemblX OpraHusauusamu,
yKkasaHHbIMK B ab3aue nepBom 4actn 1 ctatbn 67.1 HacToswero ®enepansHOro 3akoHa, Ux NnpeacTaBUTeENnsaMn u
(nnn) pmHaHcKMpyeMbIx 3a CHET CPeaCTB 3TUX OpraHn3auni U Ux NnpeacraBuTenen, sanpeLlaeTca NpensTCTBOBaTb
Y4aCTMIO B yKasaHHbIX MEPONPUATUSX WHBIX OpraHu3auuin, KOTopble MPOM3BOAAT UMK peanuaytoT NekapcTBEHHbIe
npenapatbl ANs MeAUUMHCKOrO NPUMEHEHUS CO CXOXUM MexaHu3MoM dapmMaKorornyeckoro Aencteusi, nnbo
co3gaBaTb OUCKPMMMHAUMOHHBIE YCMOBUSI A7 OAHMX YYaCTHUKOB MO CPaBHEHMIO C APYIMMW Yy4yacTHMKaMmu, a
WUMEHHO:

1) NpegocTaBnATh Pa3NIMYHOE KONMYECTBO BPEMEHW ANS BbICTYMIIEHUIN YYAaCTHUKOB, pasfnnyHble No pasmMepy
3aHMMaeMON nrowaan MecTa Ans OeMOHCTpauun obpasuoB fekapCTBEHHbIX MpenapaToB ANA MeAMLUHCKOro
NMPUMEHEHMST UNN PEKITaMHbIX MaTtepuanoB O NEKapCTBEHHbIX MpenapaTtax Ans MeOULUHCKOrO MPUMEHEHMS Ha
3KCMO3MLMAX, CTEHOAaX, 3a WUCKIYEHMEM ChnydaeB, €Crn Takue YCroBUSA 3akpensieHbl B COrMalleHusX 9TuX
opraHmsauui, ux npeacrtaButenen o MUHAHCMPOBAHUN yKa3aHHbIX MEPONPUSATMI U O0BYCNOBMEHbI Pas3nNNYHbIMM
3aTpaTamMu y4acTHWKOB Ha NX OpraHM3auuio;

2) ycTaHaBnuBaTb pa3Mep B3HOCA ANl Y4aCTHUKOB MEpPONpUATUA, yKa3aHHbIX B ab3aue NepBOM HaCTOsILLEN
YyacTu, NpeBbIlaloWnMA CyMMyY 3aTpaT Ha OpraHM3aumnio ykasaHHbIX MeponpuaTUn 1 BeAyLUUN K HEOOOCHOBaHHOMY
OrpaHUYEHUIO YnNCna Ux y4acTHUKOB.

2. OpraHusauumn, ykasaHHble B ab3ale nepsoM vactu 1 ctateum 67.1 HacToswero degepansHOro 3akoHa, Ux
npeacTaBuTENN, OCYLLECTBNSOLINE OpraHnu3aumio n (unu) rHaHCcUpoBaHWe MEPONPUSTUNA, yKka3aHHbIX B YacTu 1
HacTosiLen cTtaTbk, obA3aHbl obecneymBaTtb AOCTYN K MHOpMauuMum O Jarte, MecTe U BPEMEHU NPOBEAEHUS
yKa3aHHbIX MEPONPUATUIA, NIaHax, nporpaMMax NPoBeAEeHUs YKasaHHbIX MEpPONpUATUA U TeMax, NIaHUpyeMbIX
ONsl pacCMOTPEHWsi, COCTaBe WX YYaCTHUKOB MyTEM pasMeELLeHMs] COOTBETCTBYHOLLEN MHAOPMAaLMU Ha CBOMX
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otmumanbHblx cantax B cetn "MHTepHeT" He no3gHee AOBYX MecsUeB [0 Havana npoBedeHUs yKasaHHbIX
MEepPOMNpPUATUNA.

3. WHdopmauma o npoBedeHun MeponpuUATUA, YKasaHHbIX B 4acTM 1 HacTodAWeW cTaTbW, B CPOK,
YCTAHOBMEHHbIN 4acTbld 2 HacTosiWen cTaTbW, [JOJbkHa ObiTb HanpaeneHa B dedepanbHbii  opraH
WCNONHUTENBHON BNACTU, OCYLLECTBAIOLWNA (PYHKLMM NO KOHTPOMO U HAA30py B cdepe 30paBOOXpaHeHus, aAns
nocnenywLero pasmeLleH1s ee Ha odumLmanbHOM canTe 3Toro opraHa B cetn "UHTepHeT".

aea 15. OTBETCTBEHHOCTb 3A HAPYLUEHME 3AKOHOOATENIbCTBA
POCCUUCKOWU ®ENEPALIUN NPU OBPALLEHUN NEKAPCTBEHHbLIX CPEACTB
N BOSMELLEHWE BPEOA, NTPUMUHEHHOIO 30OPOBbLIO FPAXAAH
BCNEACTBUE NPUMEHEHWUA NEKAPCTBEHHbIX NPEMAPATOB

Crtatba 68. OTBETCTBEHHOCTb 3a HapylleHue 3akoHodaTenbctBa Poccuiickon ®epepauum npu obpalleHum
NeKapcTBEHHbIX CPeacTs

HapywweHune 3akoHogaTensctBa Poccunckon denepauum npu obpalleHnn nekapCTBeHHbIX CpeacTB BneveT
3a cobou OTBETCTBEHHOCTb B COOTBETCTBUM C 3akoHoAaTensCTBOoM Poccuinckon ®enepaumn.

Cratba 69. BoamelleHne Bpeaa, npu4nHEHHOro 340pOBbH rpaxaaH BcCleacrtene npuMeHeHus
JNIeKapCTBEHHbIX NMpenapaTtoB

1. MNpomn3soguTens NekapcTBeHHOro npenapata 06513aH BO3MeCTUTb Bpea, NPUYMHEHHbIN 340POBbIO rpaXaaH
BCMeaCcTBUE NPYMEHEHNs NekapCTBEHHOro npenapara, ecrny AoKasaHo, 4To:

1) nekapcTBeHHbIV NpenapaT NPUMEHSANCSA N0 Ha3HAYEHUI0 B COOTBETCTBMU C UHCTPYKUUEN MO NMPUMEHEHMUIO
nekapCTBEHHOro npenaparta ¥ NpUYMHON Bpeda SABUNCA BBOA B rpaxaaHckuii obopoT HegobpokavyecTBEHHOro
nekapCTBEHHOro npenapara;

2) Bpea 340pOBbLI0 MPUYMHEH BCneacTBME HeJOCTOBEpPHOW MHdopMaLmu, cogepXallencs B MHCTPYKLUM No
NMPUMEHEHMWIO NNeKapCTBEHHOro npenapaTa, U3gaHHOM NPpoM3BOAMTENEM fekapCTBEHHOIO nNpenapaTa.

2. B cnyyae, ecnu Bpeg 300pOBblO rpaxaaH NPWYUMHEH BCreacTBMe MNPUMEHEHUs MeKapCTBEHHOro
npenapaTa, npuweiwero B HErogHOCTb B pe3ynbTaTe HapyleHWs NpaBuil XpPaHeHUS NeKapCTBEHHbIX CPEeAcCTB,
npaBu ONTOBOW TOProBNM fiekapCTBEHHbIMW NpenapaTamun, NpaBun OTMycka fekapcTBEHHbIX NpenapaTos, NpaBun
M3roTOBMEHNS U OTMyCKa feKapCTBEHHbIX MpenapartoB, BO3MeELLEeHWe Bpeda OCYLEeCTBNAEeTCA COOTBETCTBEHHO
opraHusauven OnTOBOW TOProBNW NeKapCTBEHHbIMW CpPeACcTBaMu, anTeyHOW opraHusauuen, UHAMBMAYaNbHbIM
npeanpvHumarteneM, MWMeLWUMM FUUEH3NI0 Ha dapMaueBTUYECKyl0 [OeATEeNbHOCTb WM MMLUEH3NI0  Ha
MEAMLUMHCKYI0 [AeATeNbHOCTb, MEeOMLUMHCKOW oOpraHusauuen, umelowen nNuUeH3nio Ha dapMaueBTUYECKyo
aesarenbHocTb (ee 060cobGneHHbIM noapasgeneHveMm (ambynatopuen, denbawepckuMm 1 enbawepcko-
aKkylwepckM MyHKTamu, LeHTpom (oTaeneHvem) obuien BpayebHOM (CEMEWHOWN) MpaKTUKW), PacroNOXeHHbIM B
CenbCKOM HaceneHHOM MyHKTe, B KOTOPOM OTCYTCTBYET anTeyHas opraHusauus), JOMyCTUBLLUMMMW MPOAAXY Wi
OTMNYCK TaKoro NekapCcTBEHHOro npenapaTa.

(B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)

3. BoamelweHve Bpeda, NPUYMHEHHOrO 340POBbLI0 [PaXAaH BCReACTBME NPVMEHEHUS neKapCTBEHHbIX
npenapaToB WM COBEPLUEHUS MPOTMBOMPAaBHbIX OEWCTBUA cyObekTamy obpalleHnsi nekapCTBEHHbIX CpeacTB,
OCYLLECTBMAETCH B COOTBETCTBUN C 3aKOHOAATeNsCcTBOM Poccuiickon depepaumnu.

naea 16. 3AKITIOYUTEJIbHbIE NMONOXEHUA

Cratba 70. O npu3HaHUM yTpPaTUBLUMMU CUIY OTAENbHbIX 3aKOHOAATESbHbIX aKTOB (MONOXEHUNA
3aKoHogaTerbHbIX akToB) Poccuiickon ®epepauum

Mpu3HaTb yTpaTUBLLUMMM CUITY:

1) depepanbHbii 3akoH OT 22 moHsa 1998 roga N 86-d3 "O nekapctBeHHbIXx cpeacTtBax”" (CobpaHue
3akoHopartenbcTBa Poccuiickon ®epepaumm, 1998, N 26, ct. 3006);

2) ®epepanbHbii 3akoH OT 2 aHBapsa 2000 roga N 5-®3 "O BHeCEHMM M3MEHEHUS U JOMOSfIHEHUMW B
depnepanbHbii 3akoH "O nekapcTBeHHbIX cpeactBax” (CobpaHue 3akoHogatenbcTBa Poccuiickon depepauunm,
2000, N 2, cT. 126);

3) ctatbio 40 depepanbHoro 3akoHa ot 10 sHBapa 2003 roga N 15-©3 "O BHecCeHWM U3MEHEHUN W
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OOMOSTHEHWI B HEKOTOPbIE 3akoHoAaTeNbHble akTbl Poccunckon Pepepauum B CBA3M ¢ NpuHATUEM PeaepanbHOro
3akoHa "O nuueH3npoBaHUM OTAeNbHbIX BUAOB AesTtenbHocTn" (CobpaHue 3akoHogaTenbcTBa Poccuiickon
depepaumu, 2003, N 2, cT. 167);

4) crtatbto 31 depepanbHoro 3akoHa ot 30 utoHa 2003 roga N 86-03 "O BHECEHMM M3MEHEHUN W
OOMONHEHMI B HEKOTOpble 3akoHopaTenbHble akTbl Poccuiickon Pepepauun, NpU3HAHUKU YTPATUMBLUUMU CUMY
OTOeNbHbIX 3akoHoAaTenbHbix aktoB Poccuiickon ®epepaumun, npeaocTaBfieHUM  OTAESNbHbIX  FapaHTUi
COTPYAHVMKAM OpPraHoB BHYTPEHHUX Aef, OpraHoB MO KOHTPOMNO 3a OBOPOTOM HApPKOTUYECKMX CpeacTB U
MCUXOTPOMHbLIX BELLECTB WU ynpasgHsemblXx eaeparnbHblX OpPraHoB HaNoroBoW MONMUUMM B CBSI3U  C
OCYLLLECTBMEHMEM Mep NO COBEPLUEHCTBOBAHUIO rocydapcTBeHHoro ynpasneHus" (CobpaHue 3akoHogaTenbCTBa
Poccuiickon ®egepauuu, 2003, N 27, cT. 2700);

5) ctatbio 101 PepepanbHoro 3akoHa ot 22 aerycta 2004 roga N 122-03 "O BHeceHWM U3MEHEHWI B
3akoHofartenbHble akTbl Poccuiickon ®degepaumm n NpusHaHnM yTpaTUBLUUMU CUMY HEKOTOPbIX 3aKOHOAATENbHbIX
akToB Poccunckon ®epepauumn B cBA3M C npuHAaTMEM PepepanbHbix 3akoHOB "O BHECEHMM WM3MEHEHUIN U
aononHeHmn B ®egepanbHbiin 3akoH "O6 obLwmx NpUHLMNAax opraHn3aumm 3akoHodaTenbHbIX (MPeACcTaBUTENbHbIX)
N UWCMOSHUTENbHbLIX OPraHOB rocyaapcTBEHHOM Bnactn cybbektoB Poccuiickon depepaummn” mn "O6 obmx
NpUHUMNax opraHuM3auum MecTHoro camoynpaenenus B Poccuiickon ®enepauun” (CobpaHue 3akoHogaTenbcTsa
Poccuiickon ®egepauuu, 2004, N 35, cT. 3607);

6) ctatbto 28 depepanbHoro 3akoHa ot 18 gekabpst 2006 roga N 231-03 "O BBeaeHuM B OEeNCTBUE YaCTU
yetBepTon [paxpgaHckoro kopekca Poccunckon ®epepaumn” (CobpaHue 3akoHogaTenscTBa Poccuiickon
depnepauyun, 2006, N 52, cT. 5497).

Ctatbsa 71. BctynneHnue B cuny HacTosiwero PegepanbHOro 3akoHa

1. Hactoswmn ®enepanbHbiin 3akoH BCTynaeT B cuny ¢ 1 ceHTsa6psa 2010 roga.

2. IlekapCTBEHHbIE CpeaCcTBa, 3aperMcTpUpoBaHHbIe 40 OHS BCTYNIEHWS B cuny HacToswero ®egepanbHoro
3aKOHa, noAnexar BKIIIOYEHNIO B rOCY0AapCTBEHHbIE PEECTPbI NEKAPCTBEHHbLIX CPEACTB C BHECEHUEM YKA3aHHbIX B
yactm 1 crtatbn 33 HacTtoswero PenepanbHOro 3akoHa cBeAeHM 00 3TUX NeKapCTBEHHbIX cpeacTBax 0Oes
NPOXOXAEHNS1 BHOBb NPOLLEeAYpPbl FOCY4apCTBEHHOW PEerMcTpaumm ekapCTBEHHbIX NPenapaToB.

3. locypapcTBeHHas perncrpauus neKkapCTBEHHbIX MpenapaTtoB, 3a WUCKIOYEHWEM JeKapCTBEHHbIX
npenapaToB AfS MEOULMHCKOrO NPUMEHEHUS, NPeACTaBNEHHbIX Ha YKa3aHHYI0 permcTpaumio 4o OHSA BCTYNNEeHns B
cuny HacToswero PegepanbHOro 3akoHa, OCyLLECTBNSAETCH B COOTBETCTBUM C HacTosAwmm PenepanbHbiM 3aKOHOM
Ha OCHOBaHUWM OOKYMEHTOB W AaHHbIX, MpeAcTaBneHHbIX A0 AHA BCTYNSeHUs B cuny Hactosiwero degepanbHoro
3aKoHa.

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

3.1. TocypapcTBeHHas peructpauus fnekapcTBEHHbIX npenapaToB Ans MeOULUHCKOrO NPUMEHEHNUs,
NnpeacTaBrneHHbIX Ha rocyaapCTBEHHYKO perncrpaumio OO0 OHA BCTYNneHus B cuny Hactosuwero deaepanbHOro
3aKoHa, W TroCcygapCTBEHHast perucrpauus nekapcTBEHHbIX nNpenapatoB Ans MeAUUMHCKOro NpUMEeHeHus,
npeAcTaBrneHHbIX Ha 3KCNepTU3y NeKapCTBEHHbIX CPEACTB A0 AHSA BCTYNNEHUs B cuny HacToswero deaepansHoro
3aKoHa B Llensax ux nocneayoLlen rocyaapCTBEHHON perncTpaumm, ocyLLecTBNATCAS HA OCHOBaHUM AOKYMEHTOB U
OaHHbIX, NPEeACTaBNEHHbIX 40 OHSA BCTYMNNEHUS B cuny HacTosiwero ®egepanbHOro 3akoHa, a Takke 3asiBNeHus o
rocy4apCTBEHHOW perncrpaumu nekapcTBeHHOro npenapara, npeacTaBneHHOro Npon3BoauTeNeM NeKapCTBEHHbIX
npenapaToB WNW YMOSTHOMOYEHHbIM WM §MLOM B COOTBETCTBMM C HacTtoswmm ®PegeparnbHbIM 3aKOHOM B
YMOSTHOMOYEHHbIV dbeepanbHbIi OpraH UCnonHUTenbHoM Bnactn go 1 mapta 2011 roga, 6e3 TpeboBaHus ynnarhbl
rocy4apCTBEHHOW MOLUMMHBI, MPegyCMOTPEHHOW 3akoHodaTenbcTBoM Poccuiickon ®Pepepaumm O Hamorax u
cbopax.

(vactb 3.1 B peq. PenepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.2. lNopTBepxaeHne rocyaapCTBEHHOW perncTpauun fnekapcTBEHHbIX MpenapaToB A MeOULUHCKOro
NPUMEHEHUS, NPeACTaBNEHHbIX NS NOATBEPKAEHUS rOCyAapCTBEHHON pernctpauumn 00 AHS BCTYMMEHUS B CUMy
HacTosawero deagepanbHOr0 3akoHa, W MOATBEPXAEHWE rOCYAAPCTBEHHOM perucTpauumn nekapCcTBEHHbIX
npenapaToB AN MEAULUMHCKOro NPUMEHEHNs, NPeACTaBNEHHbIX HA 3KCMEPTMU3Y NEKAapCTBEHHbIX CPEACTB A0 OHSA
BCTYNNeHNss B Cuny HacTosiwero ®egepanbHOro 3akoHa B UensX MOCneaylowero noaTBepXAeHna UnX
rocy4apCTBEHHOWN perucTpaumm, ocyLecTBASHOTCA Ha OCHOBaHUN JOKYMEHTOB M JAHHbIX, NPEACTaBMEHHbIX 0O OHS
BCTYMeHns1 B cuny Hactoswero ®egepanbHOro 3akoHa, a Takke 3asiBNeHUs 0 NoATBEPXKAEHUN rOCYyLapCTBEHHOM
permcTpaumm rnekapcTBEHHOrO npenapaTa, NpeacTaBNeHHOro NPon3BOANTENEM NEKAPCTBEHHbLIX NpenapaToB Unu
YNONTHOMOYEHHLIM MM JIMLOM B COOTBETCTBUM C HacTosiwmm ®PegepanbHbIM 3aKOHOM B YNOSIHOMOYEHHbIN
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denepanbHbIi opraH ucrnonHuTenbHon Bnactn go 1 maprta 2011 roga, 6e3 TpeboBaHus ynnaTtbl rocyaapCTBEHHOM
MOLUITMHbI, MPEeAYyCMOTPEHHOW 3akoHoAaTenbCcTBoM Poccunckon ®enepaumm o Hanorax n cbopax.
(vactb 3.2 B pen. PepepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.3. MNpuHATME pelleHns 0 BHECEHUN U3MEHEHU B AOKYMEHThI, COAepXallmMecs B permcTpaumoHHOM A0Che
Ha 3aperMcTpMpoBaHHbIN NEeKapCTBEHHbIM NpenapaTt And MeguuMHCKOro NPpUMEHEHUA U NpeAcTaBneHHble A0 OHA
BCTYNNeHna B cuny Hactosiwero deaepanbHOro 3akoHa, W MPUHATUME pelleHuMsl O BHECEHUW U3MEHEHUN B
OOKYMEHThI, coaepKalleecsl B permcTpaumoHHOM A0Cbe Ha 3aperncTpupoBaHHbIV NeKapCTBEHHbIN npenapaT Ans
MEeLMLMHCKOrO MPUMEHEHUS 1 NpeacTaBNeHHbIe Ha 3KCMEepPTU3Yy NeKapCTBEHHbIX CPEACTB OO0 OHSA BCTYMMEHUS B
cuny Hactosuwero ®depepanbHOro 3akoHa, OCYLECTBASAOTCA Ha OCHOBaHMM  OOKYMEHTOB W [AaHHbIX,
npeAcTaBneHHbIX A0 OHA BCTYMNNEHNUs B cuny Hactosiwero deaepansHOro 3akoHa, a Takke 3asBrneHust O BHECEHUN
M3MEHEHWNI B JOKYMEHTbI, COAEpXaLlMecss B permcTpauMoHHOM [OCbe Ha 3aperncTpupoBaHHbIN NEKapCTBEHHbIV
npenapaT Ans MeAWLUMHCKOrO MpUMEHEHUs, NpeacTaBNeHHOro NPOU3BOAUTENEM JIEKAapCTBEHHbBIX NpenapaToB unm
YMNOSTHOMOYEHHbIM MM JIMLOM B COOTBETCTBMM C Hactoswmm ®PegepanbHbIM 3aKOHOM B YNOSIHOMOYEHHbIN
denepanbHbIN opraH ucnonHuTensHon Bnactn oo 1 mapta 2011 roga, 6e3 TpeboBaHus ynnaTtbl rocyaapCTBEHHOMN
NOLUNMHbI, NTPeayCMOTPEHHON 3akoHoaaTenscTBoM Poccuiickon Pegepaumm o Hanorax n cbopax.

(yactb 3.3 B pea. PenepanbHoro 3akoHa oT 29.11.2010 N 313-93)

3.4. Bolgava paspelueHun Ha npoBeAeHME KITMHUMYECKUX UCCREeAOBaHUN NeKapCTBEHHbIX NpenapaTtoB Ans
MELMLMHCKOro NMPUMEHEHNS NO 3asaBMEHMAM, NOAAHHBIM 00 AHS BCTYNNEHUA B cuny Hactoswero denepansHoro
3aKoHa, a Takke Mo 3asBNEeHNsIM, MOAaHHbIM NOCIe AHA BCTYNNEeHUs B cuny HacToswero denepanbHOro 3akoHa Ha
OCHOBaHUM 3KCNEepTU3, MNpPOBEOEHHbIX [0 [AHS BCTYMfeHWss B cuny Hactoswero ®degepanbHOro 3akoHa,
OCYLLIECTBMSIETCS B COOTBETCTBMM C HacToswmm PepepanbHbiM 3aKOHOM Ha OCHOBaHMU OOKYMEHTOB WM AaHHbIX,
NpeACTaBreHHbIX NN NOMYYEHHbIX OO AHS BCTYMNEHUS B Cuny Hactoswero ®enepanbHOro 3akoHa, a Takke Ha
OCHOBaHUM KOMWW NpeABapUTENbHOIO AoroBopa 0653aTeNbHOrO CTPaAxXOBaHWUS KWU3HW, 300POBbsl MaLMEHTOB,
y4YacTBYHOLIUX B KNMHWYECKOM MCCNEeAOBaHWM NEeKapCTBEHHOMO npenapaTa Afis MegUMUUHCKOrO NMPUMEHEHWS, UIn
Kkonuu pJoroBopa 00SA3aTeNbHOrO CTPaxOBaHUSA KW3HW, 300POBbS MAUMEHTOB, YYacTBYHOLWMX B KIUHUYECKOM
nccrnegoBaHUM NIEKAPCTBEHHOrO npenaparta Anst MeOMLUMHCKOro MNpUMEHEeHWsi, nMMbo npeacTaBfieHHOM Konuu
Jorosopa 0653aTenbHOr0 CTpaxoBaHUs, 3aKMOYEHHOIO B COOTBETCTBMM C TMMOBLIMK MpaBunamMmu obs3aTensHoro
CTPaxoBaHUS, C yKasaHUeM npeneribHoOM YMCNEHHOCTN MaUMEHTOB, YY4aCTBYHOLUMX B KITMHUYECKOM UCCNeaoBaHUM
NeKkapCTBEHHOro npenaparta Afs MeAWUMHCKOro npumeHeHus, 6e3 TpeboBaHus ynnatbl rocygapCTBEHHOMW
MOLUIMHbI, NPeAYyCMOTPEHHOW 3akoHoAaTensCcTBoM Poccunckon ®epepaumm o Hanorax n cbopax.

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

3.5. 3aperncTpmpoBaHHble B MHOCTPaHHOW BanioTe A0 AHS BCTYMNEHWUs: B cuny HacTosiwero ®egepanbHoro
3aKOHa npefderibHble OTMYCKHble LEeHbl WHOCTPaHHbIX MPOM3BOAWTENEN Ha fekapCTBEHHble Mpenaparhbl,
BKIMIOYEHHbIE B MNEpeYeHb XMU3HEHHO HEeoOXOAMMbIX U BaXHEWLIUX IeKapCTBEHHbIX MpenapaToB, noanexaTt
nepecyetry B pybnu no kypcy LleHTpanbHoro 6aHka Poccuitickon ®epepauuu Ha paTy, YCTaHOBMEHHYIO
MpaButenbctBoMm Poccunckon denepaunn, 6e3 npeactaBneHns 3asiBNeHUs O rnepecyeTe LieHbl C BHECEHWEM
COOTBETCTBYIOLLMX U3MEHEHWUA B rocyaapCTBEHHbIN peecTp npefenbHbIX OTMYCKHbIX LieH NpousBoauTenen Ha
neKapcTBEHHble npenapartbl, BKMAOYEHHbIE B NepeyYeHb XXM3HEHHO HeOBXOOAUMbBIX U BaXKHEWLUUX NeKapCTBEHHbIX
npenapaTtos.

(vacTb 3.5 BBeaeHa dPepepanbHbiM 3akoHOM oT 11.10.2010 N 271-93)

3.6. 3apeructpupoBaHHble OO0 OHS BCTYNNeHus B cuny HacTosiwero degepanbHOro 3akoHa npederbHble
OTMNYCKHbIE LIEHbl POCCUMNCKUX MPOU3BOAUTENEN Ha FEeKapCTBEHHbIE Mpenaparbl, BKMOYEHHbIE B MepeyeHb
XN3HEHHO HEOOXOAMMbIX M BaXKHEMLLMX NEKAapCTBEHHbIX MpenapaTtoB, nognexat uHaekcaumm ¢ 1 Hosbps 2010
roga MCxodsi U3 MPOrHO3MPYEMOro YpOBHS WHNAuuKM, yctaHoBneHHoro defepanbHbiM 3aKOHOM OT 2 Aekabps
2009 roga N 308-93 "O depepanbHom 6rompkeTe Ha 2010 rog u Ha nnaHosbi nepuog 2011 n 2012 rogos" Ha
2011 rop.

(yactb 3.6 BBegeHa PepepanbHbiM 3akoHOM oT 11.10.2010 N 271-93)

3.7. Mocne 1 mapta 2011 roga He ponyckarTca NPouM3BOACTBO M BBO3 B Poccuickyto depepaumio
NEeKapCTBEHHbIX NpenapaToB B YNakoBKax C MapKMPOBKOM, koTopas Obina HaHeceHa 0O AHS BCTYMNNEHUs B CUMy
HacTodawero ®eaepansHOro 3akoHa. 1o nCTeyeHUn ykasaHHOro Cpoka AaHHbIEe NeKapCTBEHHbIE npenapaTbl MOryT
OTNycKaTbCs, peann3oBbiBaTbCA, NepefaBaTbCa U NPUMEHATBLCA OO UCTEYEHUSA NX CPpOKa FO4HOCTW.

(B peq. ®enepanbHbix 3akoHOB OT 29.11.2010 N 313-®3, o1 06.12.2011 N 409-03)

4. Co gHa BCTyNneHna B cuny Hactosiwero denepanbHoro 3akoHa u no 30 anpensa 2011 roga BKNIOYUTENBHO
OOMNycKaeTcsl MNpOBeAEHME 3KCMEePTU3bl JIEKAPCTBEHHLIX CPEACTB 3KCMEPTaMy 3KCMEPTHOrO y4ypexaeHus [o
NPOXOXOEHNS UMW  aTTecTauMnm B NOpsiAKe, YCTAHOBIIEHHOM YMOSIHOMOYEHHBIM d)edepanbHbIM  OpraHoM
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(pep. o1 22.10.2014) [okymeHT npepocTtasneH KoHcynbTaHTI0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTs” [aTta coxpaHenus: 25.01.2015
(c u3m. n gon., BCTyM....

NCMNONMHUTENBbHOW BNacTu.

5. Co pgHs BcTynneHusi B cuny Hactosuwero PepepanbHoro 3akoHa M no 31 gekabpsa 2013 roga
BKITHOYMTENBHO OCYLLECTBIISETCS NEPEXOA K NPON3BOACTBY NEKapCTBEHHbLIX CPEACTB B COOTBETCTBUM C NpaBunamu
opraHm3aumm Npou3BOACTBA M KOHTPOMS KavyecTBa NeKapCTBEHHbIX CPEACTB, yka3aHHbIMKM B yYacTn 1 ctatbn 45
HacTosdwwero deaepanesHOro 3akoHa, B nonHom obveme. Cpoku nepexona NpoM3BOACTBA NEKapCTBEHHbIX CPeacTB
K UX MPOM3BOACTBY B COOTBETCTBMU C KOHKPETHbIMU TpeBOBaHMAMU OaHHbLIX MpaBui, BKMOYasa CPOKM aTTecTauum
YMOMHOMOYEHHbIX NUL, YKasaHHbIX B 4actax 6 wn 7 cratem 45 Hactosawero ®PenepanbHOro 3akoHa,
ycTaHaBnuBatoTcs lNpaButenscteoM Poccunckon ®enepaumn.

6. JlnueHsnm Ha NpoM3BOACTBO NEKApPCTBEHHbLIX CPeACTB, BblAaHHble A0 1 aHBapa 2014 roga, OeWCTBYIOT
nocne 1 aHeapsa 2014 roga 40O UCTEYEHUS CPOKa UX AEUCTBUS NPU YCNOBMM COOTBETCTBUSA NULLEH3naTa npasunam
opraHm3aumm npousBOACTBa M KOHTPOSS KavyecTBa JIEKAPCTBEHHbIX CPEACTB, YKasaHHbIM B 4actu 1 ctaTbu 45
HacTosilero ®egepanbHOro 3akoHa.

7. ®opmupoBaHME rOCyAapCTBEHHOIO 3ajaHus Ha NpoBedEeHMEe 3KCMepTU3bl NEeKapCTBEHHbIX CPeacTB
denepanbHOMy rOCyAapCTBEHHOMY OHOIKETHOMY YYPEXOEHUIO MO MPOBEAEHUIO IKCMEPTU3bl FEeKapCTBEHHbIX
cpencTB U pmHaHcoBoe obecneyeHne BbIMOMHEHNS 3TOr0 3a4aHusl OCyLLEeCTBNASITCA B NOPSiAKe, YCTaHOBNEHHOM
depnepanbHbiM 3akoHOM OT 12 gHBaps 1996 roga N 7-®3 "O HekoMMepYecKkux opraHmsaumsx”.

(vacTb 7 BBegeHa PegepanbHbiM 3akoHOM OT 29.11.2010 N 313-$3)

MpesnaeHT
Poccuickon ®egepauuu
O.MEOBELOEB
Mocksa, Kpemnb
12 anpens 2010 roga
N 61-93
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