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12 anpensa 2010 roga N 61-®3

POCCUNCKAS ®EOEPALIUA
®EOEPANbHbIA 3AKOH
OB OBPALLUEHNN NEKAPCTBEHHbIX CPELICTB

MpuHaT
"ocypapcTBeHHoun [lymon
24 mapta 2010 roga

OpobpeH
Cosetom ®Pegepaumu
31 mapTta 2010 roga

(8 pea. PegepanbHbix 3akoHOB oT 27.07.2010 N 192-93,
o1 11.10.2010 N 271-®3, o1 29.11.2010 N 313-93,
o1 06.12.2011 N 409-93, ot 25.06.2012 N 93-93)

Faea 1. OBLWUE NMOJIOXXEHUA
Cratbs 1. MpeameT perynupoBaHusi HacTosiwero degepansHoOro 3akoHa

1. Hactoswmn ®egepanbHbll 3aKOH perynupyet OTHOLUEHUS, BO3HMKalowme B CBA3M C obpaiweHvem -
pa3paboTkon,  OOKNMHWYECKUMW  WUCCRegoBaHWsAMM,  KIMHUYECKUMW  UCCRegoBaHWsMM,  9KCMepTU3OMW,
rocyqapCTBEHHOW perucrpauuen, CcO CrTaHgapTMsauMen u  C  KOHTPONeM KadvecTBa, MpPOU3BOACTBOM,
N3roTOBMEHNEM, XpaHeHWeM, nepeBO3KoW, BBO3OM B Poccuiickyio Pepepaumio, BbiBO3OM U3 Poccumnckon
degepaumn, peknamon, OTMYCKOM, peanusauuen, nepegadyen, NPUMEHEHUEM, YHUYTOXEHUEM JeKapCTBEHHbIX
cpencTs.

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

2. Hactoawmn ®epepanbHbid 3aKOH yCcTaHaBnMBaeT NPUOPUTET FOCYOAPCTBEHHOIO pPerynMpoBaHust
Ge3onacHocTu, kavecTBa U 3hPEKTUBHOCTU fleKapCTBEHHbIX CPeACTB Npu Ux obpalleHum.

(B pea. PepepanbHoro 3akoHa ot 25.06.2012 N 93-03)

Cratba 2. Chepa npumeHeHus Hactosiwero efepanbHOro 3akoHa

Hactoawun ®egepanbHblil 3aKOH NPUMEHSAETCS K  OTHOLIEHWSM, BO3HMKalWwum npu  obpaleHum
nekapCcTBeHHbIX CpecTB Ha Tepputopun Poccuiickon ®eagepaunn.

CraTtbsa 3. 3akoHoAaTenbCTBO 06 06palleHUn NeKkapcTBEeHHbIX CpeacTs

1. BakoHopaTtenbcTBO 06 OOpalleHnn nekapCTBEHHbIX CPEACTB COCTOMT M3 HacTosiwero ®eneparnbHOro
3aKkoHa, Apyrux degepanbHbIX 3aKOHOB Y MHbIX HOPMAaTUBHbIX MPaBoOBbIX akToB Poccuickon degepaumu.

2. [ewnctBue HacTosiwero ®degepanbHOro 3akoHa pacnpocTpaHseTcss Ha obpalleHve HapKOTUYEeCKUX
NeKapCTBEHHbIX CPEACTB M MCUXOTPOMHbIX FEKAPCTBEHHbIX CPEACTB C Y4eTOM OCOOEHHOCTEN, YCTaHOBEHHbIX
3akoHogartenscTBoM Poccuiickon degepaumm 0 HapKOTUYECKUX CpeacTBax, MCUMXOTPOMHbLIX BellecTBax M o6 mx
npekypcopax.

3. Henctere HacTosLero depepanbHoOro 3aKkoHa pacnpocTpaHseTcs Ha obpaleHune
pagnocdapmaleBTUYECKMX  JIEKAPCTBEHHbIX  CPEACTB C  yyeTom ocobeHHocTeN, YCTaHOBIEHHbIX
3akoHogartenscTBoM Poccuickon denepaumm B obnacti obecneveHms paguaunoHHor 6e30nacHoCTHM.

4. Ecnn mexgyHapodHbiM goroBopom Poccunckon ®egepauny yCTaHOBMEHbI MHbIE MpaBuia, 4Yem Te,
KOTOpble NpedycMOTpeHbl Hactoswum deagepanbHbIM - 3aKOHOM, MPUMEHSIOTCA MNpaBuna  MexayHapoaHoro
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gorosopa.

5. B Poccuiickon ®enepauum B COOTBETCTBUU C MEXAYHAPOAHbIMU goroBopamu Poccuiickon ®epepauum n
(vnn) Ha ocHoBe MpuHUMNA B3aUMHOCTM NPU3HAKOTCHA pe3ynbTaThl KITMHUYECKUX UCCRELOBaHUA NeKapCTBEHHbIX
npenapaToB AN MeAULIMHCKOro NpUMEeHeHns, NpoBeAEHHbIX 3a Npeaenamu Tepputopum Poccuiickon deaepavmu.

CraTbs 4. OCHOBHbIE MOHATUSA, UCMONb3yeMble B HacTosiLeM PeaepanbHOM 3aKOHe

Ons uenewn HacToswero PegepanbHOro 3akoHa UCNOMb3YITCA CrieayoLmne OCHOBHbIE MOHATUS:

1) nekapcTBeHHble CpeAcTBa - BeLlecTBa WM WX KOMOWHaAUMK, BCTynmawLwMe B KOHTaKT C OPraHM3mMom
YyeroBeKa MIM XMBOTHOIO, NMPOHUKAOLWMNE B OpraHbl, TKaHW OpraHv3ma 4enoBeka UMK XUBOTHOIO, NPUMEHAEMble
ONns NpoUNaKTUKM, OUArHOCTUKM (32 WCKMYEHMEM BELLEeCTB WM MX KOMOMHaUWMWA, He KOHTaKTUPYIOLUMX C
OpraHM3mMoOM YernoBeKa WM KMBOTHOrO), JeyeHus 3abonesaHus, peabunutauun, AOns  COXPaHEHWUs,
npegoTBpaLLEeHNs Unu npepbiBaHMs 6epemMeHHOCTU U NONyYeHHbIe N3 KPOBW, Nria3mbl KPOBW, U3 OPraHoOB, TKaHEN
opraHmMama u4ernoBeka WM >KMBOTHOrO, pacTeHWW, MUHEepanoB MeTOAaMu CUHTEe3a Wnu C NPUMEHEHWEM
Buonormndeckux TexHonormn. K nekapCTBeHHbIM CpeacTBaM OTHOCATCA dapmaueBTudeckme cybctaHuum wm
nekapcTBeHHble npenapaTbl;

2) dapmaueBTMdeckme cybcTaHuMM - neKapCcTBEHHble cpeacTBa B BuMAe [OEWCTBYIOLUMX BeLLecTB
Buonornyeckoro, BUOTEXHONMOMMYECKOro, MWHEPAanbHOrO WU XUMWYECKOro npoucxoxaeHus, obnagatowme
chapMakonormyeckon akTMBHOCTbIO, MpefHasHavyeHHble ANs MPOW3BOACTBA, MW3rOTOBMEHUS JIEKapCTBEHHbIX
npenapaToB 1 onpegenstowme nx 3eKTUBHOCTb;

3) BcnomoraTenbHble BeLIecTBa - BeLlecTBa HEOPraHUW4eckoro MWIiM OpPraHU4eckoro MNPOUCXOXAEHUS,
ucrnonb3yemble B MpoLecce Mpou3BOACTBa, W3rOTOBIIEHWS EKapCTBEHHbIX NpenapaToB Ans nNpuaaHvus UM
HeobX0AMMbIX (PU3NKO-XMMNYECKMX CBONCTB;

4) nekapCTBEHHbIE MpenapaThl - NIEKapCTBEHHbIE CPeACTBa B BUAE NEKAPCTBEHHbIX (POPM, MPUMEHSAEMbIE
Ans npomnakTukn, ANarHocTukK, neveHns 3abonesaHus, peabuvnutaumn, OnNsS COXpaHeHWs, NpeaoTBpaLLeHns
nnu npepbiBaHns 6epemMeHHOCTY;

5) nekapcTBeHHas ¢opma - COCTOSHWE JieKapCTBEHHOro npenapaTta, COOTBETCTBYKLIee crnocobam ero
BBELEHUA N NpMMeHeHUs n obecneymnsaroLLee JOCTMKEHME Heobxoammoro nedebHoro acdekTa;

6) nepeyvyeHb >KU3HEHHO HeobXoAMMbIX W BaXHEMWWMWX JIeKapCTBEHHbIX MpenapaTtoB - eXerogHo
yTBepxaaembin [MpaButensctBom Poccuiickon ®Pepepaumm nepeyveHb NeKapCTBEHHbIX MpenapaToB  Ansd
MEOMULMHCKOTO MNpUMEHeHusi, obecneymBalonx MpPUOPUTETHbIE MOTPEOHOCTU 34pPaBOOXPAHEHUS B Lensx
NpounakTukn u nedeHuss 3aboneBaHuin, B TOM 4ucne npeobnagarowmx B CTpykType 3aborneBaemoctu B
Poccuinckon degepaumm;

7) uMmmyHobBMonormyeckne reKkapcTBEHHbIE MpenapaTbl - NeKapCTBEHHble Mpenapartbl GMonornyeckoro
NPOUCXOXOEHWs, NpedHasHayeHHble Ans  MMMYHOMNOIMYECKUX AMArHOCTMKW, NpPOUNaKkTUKU U JIeYeHus
3aboneBaHui;

8) HapkoTMYeckme neKkapCTBEHHble CpeAcTBa - fleKkapCTBeHHble npenapaTtbl U dapmMaueBTudeckue
cybcTaHuun, cogepxalime HapKoTU4eckue cpeactBa WM BKIKOYEHHble B [lepedeHb HapKOTMYECKUX CpeacTB,
MCUXOTPOMHbLIX BELLECTB U UX MPEKYPCOPOB, nNoanexalimx KoHTponio B Poccuickon ®egepaunm, B COOTBETCTBUM C
3akoHogaTtenbcTBoM Poccuiickon ®epepauun, mexgyHapogHbiMu gorosopamu Poccuiickon ®egepaummn, B TOM
uncne EanHon koHBeHUMen o HapkoTudeckux cpeacteax 1961 roga;

9) nNCUXOTPOMHbIE TEKapCTBEHHblE CpPeAcTBa - JleKapCTBEHHble npenapatbl M dapMaleBTMYeckme
cybcTaHuun, codepxallne MCUXOTPOMHbIE BeLlecTBa W BKIHOYEHHble B [lepeyeHb HapKOTUYECKUX CpPEACTB,
NMCUXOTPOMHbIX BELLECTB U UX MPEKYPCOPOB, Noanexalimx KoHTponto B Poccuiickon ®epepaumm, B COOTBETCTBUN C
3akoHogaTenbcTBoM Poccunckon ®epepauunun, mexayHapoaHeiMu goroBopamu Poccuiickon depepauuun, B TOM
yucne KoHBeHLMeN 0 NCUXoTponHbIX Bewectsax 1971 roaa;

10) pagnodapmaLeBTMYECKME NTEKAPCTBEHHBIE CPEACTBA - NIEKAPCTBEHHbIE CPEACTBA, KOTOpbIE coaepXaT B
rOTOBOM Afs MCMONb30BaHUA opmMe OOUH PaguOHYKNUA WM HECKONbKO PaguOHYKNUOOB (pagunOaKTUMBHbIX
N30TOMoB);

11) opwurMHanbHoe mekapCTBEHHOE CpPEeACTBO - JIeKapCTBEHHOE CpeacTBO, cogepkallee BrepBble
nonyyeHHyto dapMaLeBTUYECKYD CYOCTaHUMIO WM HOBYKD KOMOMHauuio dapmMaueBTUYeckux cybctaHuunm,
acdekTMBHOCTE M 6e30MacHOCTb KOTOPbIX MOATBEPXKAEHbI pe3ynbTaTamMn  LOKIMHUYECKUX WUCCRefoBaHun
NeKapCTBEHHbIX CPeACTB M KIMHUYECKUX UCCNeS0BaHUIA NeKapCTBEHHbIX NpenapaTos;

12) BOCNpPOM3BEAEHHOE FEKApCTBEHHOE CPEACTBO - JIEeKapCTBEHHOE CPEACTBO, COAEepXallee Takyr Xe
hapmaLeBTUYECKYO CYOCTaHUMI0O WM KOMOMHAUMIO TakuMx e apMaueBTUHEeCKUX CyOCTaHUMA B TaKOW Xe
nekapcTBeHHOM hopMe, YTO U OpUrMHarnbHOE flekapCTBEHHOE CpeacTBO, M MOCTynuBLUEE B oOpalleHune nocrie
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nocTynneHnsi B obpalleHne opurMHanbHOro fIeKkapcTBEHHOIo CPeACTBa;

13) nekapcTBEHHOe pacTUTENbHOE Chbipbe - CBEXME WU BbICYLUEHHbIE pacTeHuss nnbo ux 4actu,
ncnonb3yemble Ans Npou3BoOACTBa NEKapCTBEHHbIX CPEACTB OpraHu3aumnsiMu - NPOM3BOANTENSAMU NEKapCTBEHHbIX
CpeactB WMNW  U3FOTOBMEHUS NEKapCTBEHHbIX MpenapaToB anTeYHbiMUM  OpraHusauusMy, BeTepUHapPHbIMU
anTeyHbiMW  OpraHuMsauusaMu,  MHOUBMAYaNbHbIMW  MpegnpuHUMaTensMy,  UMeWUMU  fULEH3NK  Ha
hapmaLeBTUHECKYIO AeATENbHOCTD;

14) nekapCTBEHHbIN pacTUTENbHbIA NpenapaTt - feKapCTBEHHbIN npenapaTt, MNpPOM3BEAEHHbIN UNn
N3roTOBIEHHbIN M3 OQHOMO BMAA JIEKAPCTBEHHOrO PaCTUTENBHOMO CbIPbsi UM HECKOIbKMX BUOOB TAKOMO Chipbs U
peanu3yemblii B pacacoBaHHOM BUAe BO BTOPUYHOM (MOTPEOMTENBCKOW) YNaKoBKE;

15) romeonatuMdeckoe IEKapCTBEHHOE CPEACTBO - JIEKAapCTBEHHOE CPeACTBO, MNPOU3BEAEHHOE UMK
N3roTOBIEHHOE MO crneunanbHOW TEXHOMNOoMu;

16) MexagyHapogHOe HenaTeHTOBaHHOEe HaMMEHOBaHWe JeKapCTBEHHOrO cpeacTBa - HauUMeEHOBaHWe
dapmaLeBTnYeckon cybcTaHumm, pekomeHgoBaHHoe BcemnpHol opraHnsaument 3gpaBooxpaHeHuns;

17) TOproBoe HavMeHOBaHWe feKapCTBEHHONO0 CpeacTBa - HaVMEHOBaHWE NeKkapCTBEHHOro cpencTsa,
NMPUCBOEHHOE ero pa3paboTynkom;

18) obwasa dapmakonenHas ctaTbs - AOKYMEHT, YTBEPXKAEHHbIN YNONHOMOYEHHbIM deaepanbHbIM OpraHom
WCNONMHUTENBHON BNAacTU U COAEpXallMin nepeyeHb nokasarenen kadectsa M (UNnM) MeToA0B KOHTPONSA KayecTBa
KOHKPETHOM FEeKapCTBEHHOW (OOPMbI, JIEKAPCTBEHHOrO pPaCTUTENbHOrO ChipbdA, OnMucaHus 6Guonornveckux,
BUOXUMUNYECKNX, MUKPOOMONOrMYECKMX, (UINKO-XUMUYECKNX, (U3NYECKUX, XUMWUYECKMX W APYrMX METOAOB
aHanu3a nekapcTBEHHOro CpeAcTBa Ans MeOULMHCKOrO NMPUMEHEHWs, a Takke TpeboBaHMA K UCMOMb3yeMbIM B
Lensix NpoBeAeHNa aHHOMo aHanusa peakTueam, TUTPOBaAHHLIM pacTBOpaMm, MHAMKaTopawm;

19) dapmakonerHasi ctaTbsl - [OOKYMEHT, YTBEPXAEHHbIA YMNONHOMOYEHHbIM deaepanbHbIM OpraHoMm
NCMONMHUTENbHOW BNacTM M cogepXalun nepeyeHb nokasaTenen KavyecTtBa U METOOOB KOHTPOMNS KayecTBa
nekapCTBEHHOro CpeACcTBa AN MEANLMHCKOTO MPUMEHEHMS;

20) HopmaTMBHasa OOKYMEHTauusi - OOKYMEHT, COAepXalui nepeyeHb onpefenseMblx no pesynbTatam
COOTBETCTBYHOLUMX SKCNEPTM3 NokasaTernen kavyecTsa nekapCTBEHHOro cpeacTBa Ans MeauuMHCKOro NpUMeEHeHus,
METOAOB KOHTPOSS €ro KayecTBa 1 YyCTAHOBIMEHHbIN €ro NPOU3BOANTENEM;

21) HOpMAaTVBHbIN [OKYMEHT - [AOKYMEHT, CoAepXalui nepedyeHb onpedensembix MO pesynbtatam
COOTBETCTBYHOLUMX 3KCMEepTU3 nokasaTenen kavectsa M (M) METOOOB KOHTPOMS KayecTBa JleKapCTBEHHOM
dopMbl, onucaHms BUONOrMYECcKnx, BUOXMMUYECKUX, MUKPOBMOMOrMYECKNX, (PU3UKO-XMMUYECKUX, (DU3NYECKUX,
XUMUYECKMX M OPYIMX METOAOB aHanu3a nekapCTBEHHbIX CPEACTB AN BETEPMHAPHOro NpUMeHeHus, TpeboBaHms K
Mcnomnb3yembiM B LIENSX NPOBEAEHUS OAHHOMO aHanu3a peakTuBam, TUTPOBaHHbIM pacTBOpaMm, WHAMKaTopam U
YCTaHOBMEHHBIN Er0 NPOU3BOAUTENEM;

22) kayeCTBO IEeKapCTBEHHOIO CpPEeACTBa - COOTBETCTBME JEKAPCTBEHHOIO CpeAacTBa TpeboBaHUAM
cdapmakonenHon crtatbm nMbBO B criydyae ee OTCYTCTBUSE HOPMaTUBHOW OOKYMEHTauuu WM HOPMaTUBHOMO
OOKYMEHTa;

23) 6e3onacHOCTb NeKapCTBEHHOIO CpeacTBa - XapakTepUCTUKA NeKapCTBEHHOMO CpeacTBa, OCHOBaHHAsA Ha
CpaBHUTENbHOM aHanu3e ero apMEKTMBHOCTU N p1UCKa NPUYMHEHMS Bpeda 340POBbIO;

24) 3bdeKkTMBHOCTb NEKapCTBEHHOrO npenaparta - XapakTepucTuKa CTEeneHW MNONOXWUTENbHOIO BIUSAHMSA
NnekapCTBEHHOro mnpenapaTa Ha TeyeHwe, NPOAOMXKMTENbHOCTL 3aboneBaHuss wnu ero npegoTBpalleHue,
peabunutaumio, Ha coxpaHeHue, NpegoTBpaLLeHne unm npepbisaHne 6epeMeHHoOCTY;

25) cepus NEeKapCTBEHHOro CpeAcTBa - KOMMYECTBO FEKApCTBEHHOIO CpeacTBa, MNpPOM3BEAEHHOE B
pe3ynbTare O4HOro TEXHONOMMYECKOrOo LKA ero NpovM3BoaMTENEM;

26) perucTpauMoHHOe yOOCTOBEPEHWE NEKAapCTBEHHOroO npenaparta - OOKYMEHT, noarBepxgawowmi dakt
rocy4apCTBEHHOWN perMcTpawumm fiekapcTBEHHOrO npenapara;

27) perncrTpauuoHHbIi HoOMep - kogoBoe 0b03HaYeHne, NPUCBOEHHOE NIEKAPCTBEHHOMY MpenapaTy npu ero
rocy4apCTBEHHOWN permctpauuy;

28) obpalueHne neKkapCTBEHHbIX CPeAcTB - pas3paboTka, AOKNMHMYECKME WCCregoBaHus, KIMHUYECKne
nccrnegoBaHusl, 3KCMepTW3a, rocygapCTBEHHas peructpauusi, CTaHgapTvM3aumMss M KOHTPONb  KavecTsa,
Npon3BOACTBO, U3rOTOBIIEHME, XpaHeHue, nepeBo3ka, BBO3 B Poccunckyio degepaumio, BbIBO3 U3 Poccuiickon
denepaumn, peknama, OTNyck, peanusauus, nepegada, NpUMeHeHNe, YHUYTOXEeHME NeKapCTBEHHbIX CPEACTB;

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

29) cybbeKTbl O0OpalleHUs NekapCTBEHHbIX CPeACTB - (hM3nveckue nuua, B TOM YMCre MHOAUBMAOYalbHble
npegnpvHUMaTeny, U PUAMYECKUE NMLA, OCYLLECTBNSAOLWINE OEATENbHOCTL MPU OOpalleHUn nekapCTBEHHbIX
cpencrTs;

30) paspaboTumMk NekapCTBEHHOro CpeAcTBa - OpraHu3auusi, obnagarowias npaBaMuM Ha pesynbTaThbl
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OOKITUHMYECKMX UCCReOBaHUA  NEKapCTBEHHOTO CPEACTBa, KIMHUYECKUX WCCRedoBaHUi  NIEKapCTBEHHOIO
npenapaTa, a Takke Ha TEXHOMNOrMIo NPOU3BOACTBA NEeKapCTBEHHOrO CPeacTBa;

31) Npon3BOACTBO JEKapCTBEHHbIX CPeacCTB - AEATENbHOCTb MO MPOU3BOACTBY NEKAPCTBEHHbIX CPEACTB
opraHmsaumsamMmn - NPOM3BOAMTENSMU NEKapCTBEHHbIX CPEACTB Ha OOHON CTaguK, HECKOMbKUX MIN BCEX CTagusix
TEXHOMNOrMYECKoro NpoLecca, a Takke N0 XpaHEeHUIo 1 peannsauumn Npon3BefeHHbIX NEKapCTBEHHbIX CPEACTB;

32) npousBoauTENb NEKApCTBEHHbIX CPEeACTB - OpraHusauus, OcCyLlecTBnsAwLwas npou3BOACTBO
nekapCTBEHHbIX CPeACcTB B COOTBETCTBUM C TpeboBaHnsaMm HacTosiwero degepanbHOro 3akoHa;

33) dapmMaueBTUYeckas [eATENbHOCTb - [AEesTeNnbHOCTb, BKMNoYawwas B ceba OonToByl TOProsnio
NeKkapCcTBEHHbIMU CpeAcTBaMu, WX XpaHeHue, MepeBO3Ky U (UNM) PO3HMYHYI TOPFrOBIIO JIEKAPCTBEHHBIMU
npenapaTtamu, X OTMNYyCK, XpaHeHWe, NepeBO3KyY, M3roTOBIIEHNE NIEKAPCTBEHHbIX NpenapaTos.;

34) opraHusauumsi ONTOBOW TOPrOBMWM NEKApCTBEHHLIMU CPEACTBaMW - OpraHuW3auus, OCYLLECTBRsOLLas
ONTOBYID TOPrOBMK NEKAaPCTBEHHbIMW CPEACTBaMU, MX XPaHEHWe, NepeBO3Ky B COOTBETCTBUM C TpeboBaHMAMM
HacTosiero ®egepansHOro 3aKoHa;

35) antedyHas opraHu3aumMs - opraHu3aumsi, CTPYKTYpHOe nofpasfereHve MeguumHCKON opraHusaunm,
OCYLLECTBMAIOLWME PO3HMYHYIO TOPrOBMIO NEKAPCTBEHHbIMM NpenaparamMu, XpaHeHue, U3roToBrieHWe M OTMyCK
nekapCTBEHHbIX NpenapatoB ANd MeAWMUMHCKOrO NPUMEHEHWss B COOTBETCTBMU C TpeboBaHMAMM HACTOSLLEro
depnepanbHOro 3aKoHa;

36) BeTepuHapHas anTeyHas opraHusauus - opraHusauus, CTPYKTYpHOe nogpasgerneHve BeTepuHapHOn
opraHm3aumm, oCyLeCcTBMAAIOLWME PO3HMYHYKO TOProBII0 NIEKapCTBEHHBIMM NpenapaTtamMu, XpaHeHne, N3roToBrieHme
M OTNYCK JeKapCTBEHHbIX MpenapaTtoB S BETEPMHAPHOINO MNPUMEHEHUS B COOTBETCTBUM C TpeboBaHWsIMU
HacTosilero ®egepanbHOro 3aKoHa;

37) danbcMduuMpoBaHHOE feKkapCTBEHHOE CpPeaCTBO - JIEeKapCTBEHHOE CPEeACTBO, COMPOBOXAAEMOE
NOXHOWM MHGOpPMaLMen 0 ero coctaee u (UnNn) NponsBoguTene;

38) HepobpokayecTBEHHOE FEKapCTBEHHOE CPEeACTBO - JIEKapCTBEHHOE CPeAcTBO, HE COOTBETCTBYHOLLEE
TpeboBaHuAM hapmakoneriHon ctaTbl NMBO B cCnyvae ee OTCyTCTBUS TpeboBaHNSAM HOPMaTUBHOW AOKyMEHTauum
NN HOPMATMBHOIO JOKYMEHTa;

39) KoHTpadhakTHOE nekapCTBEHHOE CpeAcTBO - NeKapCTBEHHOE CcpeacTBO, Haxogsduweecs B obopoTe €
HapyLleHneM rpaXxgaHCKoro 3akoHoA4aTenbCTBa;

40) pOKNMMHMYECKOE uccrnegoBaHMe NEKapCTBEHHOro cpeactBa - buonorudeckne, mukpobuonoruyeckue,
UMMYHOMNOIrMYeckme, TOKCUKOMorMyeckme, dapmakonorndeckme, @uanyeckne, XuUMUYECKMe u  gpyrue
nccrneoBaHUsl NEKAPCTBEHHOIO CpPeacTBa MYTEM MPUMEHEHMS Hay4HbIX METOOOB OLIEHOK B LENAX MOoyvyeHus
OokasaTtenbcTB 6e3onacHocTu, kadecTBa U 3EKTUBHOCTU NEKAPCTBEHHOTO CPEACTBa;

41) KIMMHUYECKOE WCCnedoBaHWE FEeKApCTBEHHOMO MnpenapaTta - U3yvyeHwe OMarHOCTUYECKMX, fedebHbIX,
NpodMNakTUYecKmx, PapmMakoiormyeckmx CBOWCTB NEKapCTBEHHOrO npenapaTta B NPOLEecce ero NpuMMEHEHUs Y
YerioBeka, XXMBOTHOMO, B TOM 4MCIEe MPOLECCOB BCAacCbiBaHUA, pacnpeieneHunsl, U3MEHEHNS U BbIBEOEHUS, NyTeEM
NMPUMEHEHMST Hay4HbIX METOAOB OLEHOK B Lenax MNonyvyeHuss gokasatensctB Oe3onacHOCTW, KayecTBa U
3(PPEKTUBHOCTN EKapCTBEHHOrO0 npenapaTa, AaHHbIX O HexenaTenbHbIX peakuusx opraHusaMa 4eroBeka,
XMBOTHOIO Ha MNPUMEHEHWe IneKkapCcTBEHHOro npenapata u 06 addpekTe ero B3aMMOAENCTBMA C APYrMMU
nekapcTBeHHbIMU NpenapaTamu 1 (Mnu) NULLEBbIMY NPOAYKTaMK1, KOpMamu;

42) MHOrOLEHTPOBOE KIMHUYECKOE WCCMefOBaHMe TeKapCTBEHHOro npenapata And  MeauuUHCKOro
NMPUMEHEHUST - KIMHUYECKOe WCCnedoBaHWe neKapCTBEHHOro npenapaTta And MeauuMHCKOro NpUMEHEHUS,
npoBoaMMoe pa3paboTynkoM NEeKapCTBEHHOro npenapata B ABYyX W Oonee MeOMUMHCKUX OpraHusauusax no
€[JMHOMY MPOTOKOIY KIMHMYECKOrO UCCNeAOBaHWS JIEKapCTBEHHOrO nNpenapaTa;

43) mexayHapoOoHOe MHOrOLEHTPOBOE KIMHUYECKOE WCCIefoBaHUe JeKapCTBEHHOro npenaparta Ans
MEOMULMHCKOrO MPUMEHEHMST - KITMHWYECKOe MWCcCrneAoBaHWe fekapCTBEHHOIO npenaparta Ans MeauUMHCKOro
NPMMEHEHWs1, MPOBOAMMOE pPa3paboTYMKOM NEKAPCTBEHHOro Mpenapata B pPas3fU4HbIX CTpaHax Mo eavHOMY
NPOTOKOIY KIMHWYECKOTO UCCINEeA0BaHMS NEKAPCTBEHHOIO NpenapaTa;

44) nocTpeructpaumoHHOE KIMHMYECKOe WCccregoBaHWe fekapCTBEHHOro npenapata Ans MeguuUHCKOro
NMPUMEHEHNST - KIMHUYECKOE MWCCNedoBaHVWe IeKapCTBEHHOro npenapata Ans MeauuMHCKOrO NPUMEHEHUS,
NPOBOAMMOE MPOU3BOAUTENEM FEeKapCTBEHHOIO npenapara, rpaxgaHckuin obopoT KOTOPOro OCYyLIEeCTBNAETCA
nocrne rocyadapCTBEHHOW perncTpauun, B Uensx AOMONHUTENbHOro cbopa AaHHblX O ero 6e3omacHOCTU U
3PPEKTUBHOCTH, pacLUMPEHUs MOoKasaHUA K MPUMEHEHUIO AaHHOrO JleKapCTBEHHOro npenaparta, a Takke
BbISIBITEHNSI HEXXENaTeNbHbIX peakumin NauMeHToB Ha ero AenNCTBuE;

45) nccnepoBaHve OGUO3KBUBANEHTHOCTU NEKAPCTBEHHOIO npenapata - BUA KIIMHUYECKOTO UCCenoBaHUSA
NekapCTBEHHOro npenapara, NpoBeAeHMe KOTOPOro OCYLLECTBNSETCA ANsl ONpeaerieHnsl CKOPOCTU BCACbIBaHWUS U
BbiBefleHnsi hapmaueBTUYeCcKon cybcTaHuMK, KonuyecTBa apmaueBTUYECKON cybcTaHuuKn, [ocTUratoLllero
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CUCTEMHOrO KpOBOTOKA, W pe3ynbTaTbl KOTOPOro MO3BOMSAT caenatb BbiBO4 O OWMO3KBMBANEHTHOCTU
BOCNPOM3BEAEHHOrO fEeKapCTBEHHOIO rMpenapaTta B oOnpedeneHHbIX NekapcTBeHHoW dopMe U [03UPOBKe
COOTBETCTBYIOLLIEMY OPUTMHANBHOMY NIEKapCTBEHHOMY Npenapary;

46) uccnegoBaHve TepaneBTUYECKOW 3KBUBANEHTHOCTM NEKapCTBEHHbIX NpenapaTtoB - BUA KIMHUYECKOro
nUccnenoBaHUsA fEeKapCTBEHHbIX nNpenapatoB, MpOBEAEHWEe KOTOPOro OCYLLECTBNSETCA AN  BbiBNEHUS
OAMHAaKOBbIX CBOMWCTB NEKapCTBEHHbIX MpenapaTtoB OnpeAeneHHoV NeKkapCTBEHHOM (QOpMbl, a Takke Hanmuus
OAMHAaKOBbIX MNokasaTernen 6Ge3onacHOCTM U 3(EPEKTUBHOCTU NEKAapCTBEHHbIX MpenapaTtoB, OOWUHAKOBbIX
KNUHUYeCcKkux 3pdeKkToB Npu Nx NpUMeEHeHU;

47) npoTOKON KIMHWYECKOrO WCCredoBaHMs JleKapCTBEHHOro npenapata - [OOKYMEHT, B KOTOPOM
onpegensalTca  uUenu, @QopMbl opraHMsauMmM U MeToOOoNIorMsA MPOBEAEHUS  KIMHUYECKOro uccrneaoBaHus,
cTaTucTMyeckme Metoabl 06paboTKM pe3ynbTaToB TAKOro UccnegoBaHvus n Mepbl no obecnedeHunio 6esonacHocTH
hun3n4eckmx nuu, y4acTBYIOLLMX B KIIMHNYECKOM UCCneJoBaHWUM NekapCTBEHHOro npenapara;

48) 6Gpowwopa wuccnegoBaTenss - CBOAHOE W3MNOXeHWe pe3ynbTaToB [OKIUHUYECKOro WCCrneaoBaHus
NEeKapCTBEHHOro CpeacTBa WM KIMHUYECKOro WUCCNeaoBaHMs NEeKapCTBEHHOro npenaparta Ans MeauuuHCKOro
NpUMEHEHNS;

49) VMHMOPMALUNOHHBIA JNIUCTOK NauueHTa - AOKYMEHT, B KOTOPOM COAepXaTcsi B [OCTynHou cbopme
CBeOeHUs, KacaroLmecs NPOBOAMMOrO KMMHMYECKOrO UCCeL0oBaHNs NEeKapCTBEHHOrO npenapara, U B MMCbMEHHOM
dopme p[obposonbHOE cornacMe nauueHTa Ha yvacTue B KITMHWYECKOM WCCMEeAOBaHUM  fieKapCTBEHHOro
npenapaTta nocrie O3HaAKOMIIEHUsI C OCOBEHHOCTSIMU KIMMHMYECKOTO WCCMELOBaHUSA, UMEKLWMMM 3HadYeHne Ans
Bblpa)KeHUs Takoro cornacus;

50) noboyHoe OewcTBUE - peakuusi opraHvMama, BO3HWUKWIAsi B CBSA3W C MPUMEHEHWEM JleKapCTBEHHOrO
npenapaTta B [O03aX, PEKOMEHOYEMbIX B MHCTPYKUUW MO €ro NpUMeHeHwo, Ang npodunakTuku, OUarHOCTUKM,
neyeHus 3aboneBaHusa unu onsa peabunurauuu;

51) cepbe3Hasi HexxenaTternbHasa peakuns - HexernaTenbHasl peakums opraHnamMa, CBA3aHHas ¢ NPUMEHEHNEM
NeKapcTBEHHOro npenapaTta, npuBeflas K CMepTu, BPOXAEHHbIM aHOManusM WM nopokam passBuTusa nmbo
npeacrasnsowas cobon yrposy xu3Hu, Tpebyowas rocnutanu3auMnm wnu npuBedlas K CTOMKOW yTpaTe
TPYAOCNOCOBHOCTU U (UNWN) UHBANUOHOCTW;

52) HenpegBuOeHHast HexenaTternbHasi peakuusa - HexenaTtenbHas peakuus opraHu3ama (B TOM yucne
CBsi3aHHas C NPUMEHEHNEM NEeKapCTBEHHOro npenapara B COOTBETCTBUM C UHCTPYKLMEN MO €ro NPUMEHEHMI0),
CYLLHOCTb M TSXKECTb KOTOPOW HE COOTBETCTBYIOT MHPOPMAaLMU O feKapCTBEHHOM npenapare, coaepxaliencs B
WHCTPYKLUMN NO €ro NpUMEHeEHMIO;

53) peuenT Ha nekapcTBeHHbIM npenapaT - MUCbMEHHOE HasHayeHWe neKkapCTBEeHHOro npenapaTta no
yCTaHOBMNEHHOW bopme, BblJAHHOE MELMUUHCKMM WM BETEePUHApPHLIM PabOTHMKOM, UMEKLLUM Ha 3TO NMpaeo, B
Lensax oTnycka NekapCTBEHHOro npenapara unv ero 3roToBreHUs N OTNYCKa;

54) TpeboBaHMe MeAMWLMHCKOM OpraHu3auuun, BETEPUHAPHOW OpraHu3auuMu - OOKYMEHT YCTaHOBIIEHHOM
¢OopMbI, KOTOPBIN BbINMUCAH MEOULMHCKUM UNN BETEPUHAPHBIM PAabOTHUKOM, UMEKLUM Ha 3TO NpaBo, YU COAEPXMUT
B NUCbMEHHOW (QOpMEe yKa3aHue anTeyHoW opraHm3aumm ob oTnycke NekapCTBEHHOro npenapata uMnmM O ero
N3roToBreHnn 1 06 oTnycke Ans obecneyeHms nevyebHOro npouecca B MEQULMHCKON opraHn3auumn, BeTepMHapHON
opraHusauum.

Masa 2. NOJIHOMOYUA ®EQEPANbHbIX OPFAHOB UCMNONTHUTENBLHON
BNACTU, OPFTAHOB UCMONHUTENIbHOW BITACTU CYBbEKTOB POCCUUCKOU
SOEOEPALAM NPU OBPALLEHUU NEKAPCTBEHHbIX CPEACTB

Ctatbsa 5. lNonHoMouus (bep,epaanblx opraHoB MCMNONHUTENBbHOW BRacTu npu o6pau_Leva| JNIeKapCTBEHHbIX
cpencTs

K nonHomouuvsam degepanbHbIX OpraHoB MCMOMHUTENBHON BNAcTy Npu obpalleHnn nekapcTBEHHbIX CPEACTB
OTHOCHATCS:

1) npoBegeHue B Poccuickon depgepaumm eOuMHOW roCyaapCTBEHHOW MONUTUKM B obnactu obecneyeHus
nekapcTBeHHbIMU NpenapaTamu rpaxgaH Ha Tepputopun Poccuiickon ®eagepaunu;

2) yTtBepxgeHue oblwmx capmakonerHblx cTaTten, gapMakonewmHbIXx cTaTew, M3gaHue rocygapCTBEHHOM
dapmakoneu;

3) ocylecTBeHMe rocyaapCTBEHHOIO KOHTPONS (Haa3opa) B cdhepe obpalleHns nekapCTBEHHbIX CPeACTB;
(B pea. PepepanbHoro 3akoHa ot 25.06.2012 N 93-03)

4) nuueH3npoBaHWe MNPOM3BOACTBA fEKapCTBEHHbLIX CpPeacTB M apMaueBTUYECKON [esdATenbHOCTU B
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COOTBETCTBUM C 3aKoHoAaTenscTBoM Poccunckon degepaunu;

5) opraHusauusa aKCNepTu3bl NEKApCTBEHHbIX CPeACTB, STMYECKOW 3KCMEPTU3bl BO3MOXHOCTM NPOBEAEHMS
KNMHUYECKOro UCCreaoBaHNA NekapcTBEHHOro npenapara Ans MeAnUMHCKOro NpUMeHeHNs;

6) Bbl4aya paspeLleHnii Ha NpoBeAeHNe KIMMHUYECKMX UCCNeaoBaHUN NIeKapCTBEHHbIX NpenapaToB, BeAeHne
peecTpa BblgaHHbIX pa3peLleHnii Ha NpoBeAeHMEe KIMHNYECKUX CCnefoBaHWi NekapCcTBEHHbIX Npenaparos;

7) rocygapcTBeHHasi perncrpaumsi nekapcTBEHHbIX NpenapaToB, BedeHWe rocyoapCTBEHHOro peecTpa
NeKapcTBEHHbIX CPeaCTB;

8) VHCcnekTMpoBaHMe MNPOM3BOACTBA NEKAPCTBEHHbIX CPEACTB Ha COOTBETCTBME NpaBuiiam OpraHusauuu
Npou3BOACTBA W KOHTPOMS KayecTBa JflEeKapCTBEHHbIX CpPEeACTB, Bblgada 3akiioyeHu’ O COOTBETCTBUM
npou3BoauTens NieKapCcTBEHHbIX CPeACTB TpeboBaHMAM NpaBui opraHM3aumny NPon3BOACTBa U KOHTPOMS KayecTBa
NeKkapCTBEHHbIX CPEACTB;

9) rocygapCTBeHHasi peructpaumsi yCTaHOBMEHHbIX MPOU3BOAUTENSMM FEKAapCTBEHHbIX MpenapaToB
npeaenbHbIX OTNYCKHbIX LIeH Ha XU3HEHHO HeoOXOoAMMble N BaXKHeWLIne nekapcTBEHHble npenapaTbl U BeaeHune
rocyfapCTBEHHOro peecTpa npedenbHbIX OTMNYCKHbIX LEH Mpou3BOAUTENEN Ha feKkapCTBEHHble npenaparthbl,
BKITOYEHHbIE B MEPEYEHb XXM3HEHHO HEOOXOANMBIX U BaXXHENLLMX NeKapCTBEHHbIX NpenapaTtos;

10) yctaHoBneHWe nopsaka BBO3a eKapCTBEHHbIX CpeacTB Ha Tepputopuio Poccuiickon degepaunn u
BblBO3a NeKapCTBEHHbIX CpeacTB ¢ Tepputopum Poccuinckon ®egepaumu;

11) co3gaHune CoBeTOB MO BOMpPOCaM, CBA3aHHbIM C OOpaLleHNneM NeKapCTBEHHbIX CPEACTB;

12) aTTectaums n ceptudmkaumsa cneumanmncTos;

13) yTBepxaeHne obpasoBaTenbHbIX NPOrpamMmm no NoAroToBKE CNeLManucToB;

14) MOHUTOPUWHT 6€30MaCHOCTU NEeKapCTBEHHbLIX NPenapaTos;

15) yyacTne B MexayHapogHOM COTPYAHUYECTBE;

16) nony4eHne No 3anpocam YNorHOMOYEHHOro doeeparnbHOro opraHa UCNoIHUTENbHON BNAacTu OT OpraHoB
ncnonHuTensHon Bractn cybbektoB Poccuickon depepaumm, a Takke oT CyObekToB 0OpalleHNss NekapCTBEHHbIX
CPeACTB AN MeOVLMHCKOro MpUMEHEHUs MHGOPMAaLMU NO BOMPOCaM YCTAHOBMEHUS WM MPUMEHEHUA LEeH Ha
nekapcTBeHHbIe Npenapatbl U HagbaBoK K HUM;

17) npymeHeHne Mep OTBETCTBEHHOCTU 3a HapyLLeHne 3akoHogaTenbcTea Poccunckon ®egepaumn.

Cratba 6. [lonHOMOuMs oOpraHOB WCMONMHUTENbHOW Bractu cybbekta Poccuickon Pepepaumm npu
obpalleHny neKkapCTBEHHbIX CPEACTB

K nmonHomouusiM opraHoB McCnonHUTENbHOW Bnactu cybwbekta Poccunckon ®egepauumn npu obpalleHun
NeKapCTBEHHbIX CPeACcTB OTHOCSTCS:

1) paspaboTka W peanu3aumsi pernoHasnbHbIX MNporpaMm obecrnedyeHus HaceneHust nekapCTBEHHbIMU
npenapaTtamu;

2) ycTaHOBMEHWEe npefenbHbIX pasMepoB ONTOBbIX HagbaBOK W npedefibHbiX PasMepoB PO3HUYHBIX
HaabaBoK K hakTU4YECKMM OTMYCKHbIM LieHaM, YCTAHOBEHHbIM NPOU3BOAMTENAMM NTEKAPCTBEHHbIX NPENapaToB, Ha
NeKapCTBEHHbIe npenapaTbl, BKIYEHHbIE B MEPEYEHb XMU3HEHHO HEOOXOOAUMbBIX U BaXKHEWLIUX NeKapCTBEHHbIX
npenapaTos;

3) ocyLecTBneHne pernoHanbHOro rocyaapCTBEHHOIO0 KOHTPOMS 3a NPUMEHEHUEM LieH Ha NEeKapCTBEHHbIE
npenapaTtbl, BKMIOYEHHbIE B MEpPeYEeHb XXU3HEHHO HEOOXOOAUMBIX U BaXKHEMLIMX FEKapCTBEHHbLIX NpenapaTos,
opraHu3aumsiMuM OMNTOBOW TOPrOBMM, anTEYHbIMU OpraHu3auusaMu, WHAMBUAYaANbHbIMW NpearnpuHUMaTensiMu,
UMELLUMUN NULIEH3NI0 Ha hapMaLEBTUYECKYIO AeATENBHOCTb.

(B pea. PepepanbHoro 3akoHa ot 25.06.2012 N 93-03)

naea 3. FTOCYOJAPCTBEHHASA ®APMAKOINEA
Cratba 7. PaspaboTka 1 nsgaHue rocyaapCTBEHHON hapmakonen, pasmeLleHme aHHbIX O Hel

1. Tlog rocymapctBeHHOW dhapmakoneen MOHUMAaEeTCs CBo4 oOwux papmakonewHblx cTaten wu
bapmaKkonenHblx cTaTen.

2. Paspabotka obwux ¢apmakonerHbix ctaTed W dapMakonemHblXx CTaTen W BKIOYEHWE WX B
rocygapCTBeHHYI0 hapMakornel OCYLLECTBNATCA B NOpsAKe, YCTAHOBNEHHOM YNONHOMOYEHHbLIM (hefepanbHbiM
OpraHoM UCMOSMHUTENBHOW BRacTu.

3. Paspabotka chapmakoneriHon cTaTby Ha OpurMHanbHOe FfekapCTBEHHOe CPEeACTBO M BKIOYEHVEe ee B
rocygapCTBeHHYI0 dpapMakoneto B Te4eHue cpoka AENCTBUSA 3aLlUTbl UCKITIYUTENBHOMO Npasa, yaoCTOBEPEHHOIO

KoucyanaHTI'Imoc www.consultant.ru Crpanuua 7 us 49

HafeXHasa npaBoBas noaaepXXkKa


http://www.consultant.ru/
http://www.consultant.ru/
consultantplus://offline/ref=28E9BAE4E3B9FE867BDA48BFF14C1545FDF14D578CFE74588219CD7465C5F6674DA62712B7053DF6uDxBL
consultantplus://offline/ref=28E9BAE4E3B9FE867BDA41A6F64C1545F8F54E548AFA74588219CD7465C5F6674DA62712B7053DFFuDx7L
consultantplus://offline/ref=28E9BAE4E3B9FE867BDA48BFF14C1545FDF04D5580FA74588219CD7465C5F6674DA62712B7053DFFuDx5L
consultantplus://offline/ref=28E9BAE4E3B9FE867BDA48BFF14C1545FDF14B558AF874588219CD7465C5F6674DA62712B7053DFEuDx0L
consultantplus://offline/ref=28E9BAE4E3B9FE867BDA48BFF14C1545FDF04D5580FA74588219CD7465C5F6674DA62712B7053DFFuDx5L
consultantplus://offline/ref=28E9BAE4E3B9FE867BDA48BFF14C1545FDF04D5580FA74588219CD7465C5F6674DA62712B7053DFFuDx5L
consultantplus://offline/ref=28E9BAE4E3B9FE867BDA48BFF14C1545FDF14F5281F374588219CD7465C5F6674DA62712B7053EFCuDxBL
consultantplus://offline/ref=28E9BAE4E3B9FE867BDA48BFF14C1545FDF24A548CFE74588219CD7465C5F6674DA62712B7053DFEuDx3L

®epepanbHblid 3akoH oT 12.04.2010 N 61-03(pea. ot 25.06.2012)"06 [okymeHT npepoctasneH KoHcynbTaHTI0C
obpalleHnn NekapcTBEHHbIX CpeacTB” [ata coxpaHeHusi: 04.02.2013

NaTeHTOM Ha OpMIrMHarnbHOE NieKapCTBEHHOE CPeACTBO, OCYLLECTBIAIOTCA C cornacus ero paspaboTtynka.

4. locypnapcTBeHHasa hapmMakonesi usgaeTcs yrnonHOMOYEHHbIM heaepanbHbIM OpraHoM UCMONTHUTENBHOMN
BNacTu 3a cyeT cpeacTB defepanbHOro bogxera u NoaneXxuT nepensgaHnsmM He pexe 4eMm OauH pas B NATb NeT,
B Nepuvoa Mexay KOTOPbIMW M3LalTCA MNPUMOXKEHUMS K rocygapcTBeHHOW dapmakonee, coaepxaiime obuime
dapmakonerHble ctatbl U (UNKU) dapmakonemnHble CTaTbW, YTBEPXKAEHHbIE NOCNE U3LaHUA UNUM nepensgaHus
rocygapcTBeHHow hapmakonen.

5. YnonHomo4eHHbin deaepanbHblii  OpraH  WUCMOMHUTENbHOM  BNacTM  pasMellaeT AdaHHble O
rocygapctBeHHOW hapmakonee M MpPUNOXEHUSX K HeW Ha cBoeM odmumanbHom cante B cetn "HTepHeT" B
YCTaHOBMEHHOM VM NMOpPSIAKE.

Mmasa 4. FOCYQAPCTBEHHbIAN KOHTPOJb NMPU OBPALLEHUMX
NEKAPCTBEHHbIX CPEACTB

Cratb4 8. JlueHanpoBaHme Npon3BoACTBa NIEeKapCTBEHHbIX CPEeACTB U hapMaLeBTUHECKON AeATENbHOCTU

1. JlMueHanpoBaHve npOM3BOACTBA NEKAPCTBEHHbIX CPeAcTB M apmaueBTUYeCcKOW OeATerbHOCTU
OCYLLECTBMAETCH B COOTBETCTBUM C 3aKoHOAaTenscTBOM Poccuiickon degepaumm.

2. ObsasaTtenbHblM YCroOBMEM MPEenoCTaBfeHNs NUUEH3NWW Ha MNPOM3BOACTBO JIEKapCTBEHHbIX CPeacTB
ABMAETCA MPUNIOXKEHWe K 3asBMEHWI0O COoMCKaTensd NMULUEH3WM MNepeyHsl neKkapCcTBeHHbIX Gopm u (unu) BMAOB
dapmaLeBTUYECKMX CYOCTaHUMIA, KOTOPbIE MPON3BOAUTESb NTIEKAPCTBEHHbIX CPEACTB HAMEPEH NPOU3BOANTb.

3. B cnyyae Heob6xogMMOCTM pacluMpeHus MNpPOU3BOACTBA JIEKApCTBEHHbIX CPEACTB 3a CYET HOBbIX
rniekapcTBeHHbIX (hOpM 1 BUAOB hapMaueBTUYecknx cybcTaHumin Npon3BoanTESb NEKapCTBEHHbIX CPEACTB AOIKEH
MONy41Tb HOBYIO JIMLIEH3WIO Ha MPON3BOACTBO NIeKapCTBEHHbLIX CPeaCTB.

CraTbsa 9. [ocygapcTBeHHbIN KOHTPOMb (Haa3op) B cdhepe obpalleHns nekapCTBEHHbIX CPeacTs
(B pea. PenepanbHoro 3akoHa ot 25.06.2012 N 93-d3)

1. FocygapcTBeHHbIN KOHTPONb (Haa3op) B chepe obpalleHns nekapCcTBeHHbIX CPEACTB BKIoYaeT B cebs:

1) TNWUEH3NOHHBLIM KOHTPONb B cdbepe NpPOM3BOACTBA JEKApCTBEHHbIX CPeacTB W B cdepe
dhapMaLeBTUHECKON AeATENBHOCTY;

2) dbefeparnbHbIN rocyaapcTBEHHbIV HAA30p B chepe oOpalleHnss NnekapCTBEHHbIX CPEACTB.

2. JIMUEH3NOHHBLIA KOHTpONb B cdepe MPoOM3BOACTBA JEKAPCTBEHHbIX cpeactB UM B cdepe
dapmMaLeBTUYEeCKOn  OeATENbHOCTU  OCYLLECTBMSeTCA  YNOMHOMOYEHHbIMU  defeparnbHbiM - OpraHoMm
NCMONHUTENbHOW BNacT U opraHamMy UCMOSNHWUTENBbHON BriacTu cybbekToB Poccuiicko ®egepaummn cornacHo ux
KoMneTeHuun B nopsake, ycraHoBneHHoMm degepanbHbIM 3akoHOM OT 26 aekabps 2008 roga N 294-93 "O 3awmTe
npaB lOPUANYECKMX NUL WM WMHAMBUAYamNbHbIX MpegnpuvHUMatenen npu  OCyLeCTBNEHUN roCygapCTBEHHOro
KOHTponsa (Hagsopa) M MyHUUMNAnbHOrO KOHTpons", ¢ y4yeToM OcCOBeHHOCTeW opraHusauum u npoBedeHus
NPOBEPOK, yCTaHOBMNEHHbIX PeaepanbHbiM 3akoHOM oT 4 mas 2011 roga N 99-d3 "O nuueH3anpoBaHUmn oTAENbHbIX
BMAOB AesiTenibHoCTU".

3. ®egepanbHbIV rOCyAapCTBEHHbIM HaA30p B cdpepe obpalleHns nekapCTBeHHbIX CpedcTB OCyLLecTBNSeTcH
YNONHOMOYEHHbLIMW (pefiepanbHbIMU OpraHaMyn UCMOSNTHUTENbHOW BnacTu (Jarnee - opraHbl rocygapCTBEHHOro
Haa3opa) cornacHo Mx KoMneTeHUMn B Nopsifike, ycTaHoBneHHoM NpasuTtenscTBoMm Poccuiickon denepaumu.

4. ®epgepanbHbIl rOCyAapCTBEHHbIN HaA30p B cdepe obOpalleHns rnekapCTBEHHbIX CPeACTB BKIIOYaeT B
cebs:

1) opraHu3auuio n NpoBedeHne NpPoBepok cobnogeHns cybbekTamm obpalleHnst nekapCTBEHHbIX CPeAcTB
YCTaHOBMEHHbIX HacTosAWwMM PefepanbHbIM 3aKOHOM U MPUHATLIMU B COOTBETCTBUM C HUM MHLIMU HOPMaTUBHbLIMU
npaBoBbiMKM akTamu Poccunckon Pegepaumm TpeboBaHMN K AOKIMHUYECKMM MCCNEAOBaHUAM NEKapCTBEHHbIX
CpeacTB, KIMMHUYECKMM MCCeaoBaHMAM NEKapCTBEHHbIX NPenapaToB, XpaHeHuto, nepeBo3ke, BBO3y B Poccuiickyto
denepaumio, OTMYCKy, peanu3aumym INeKapCTBEHHbIX CPeacTB, MPUMEHEHUI0 JeKapCTBEHHbIX MNpenapaTos,
YHUUTOXEHWIO NEeKapCTBEHHbIX CPEACTB, a Takke COOMAeHWs YNONTHOMOYEHHbIMU OpraHamu UCMOMHUTENbHON
BnacTtn cyobekToB Poccuickon degepaunm MeTOAMKM YCTaHOBMEHNUS NpederbHbIX pa3MepoB ONTOBbIX HaabaBok
W npedernbHbIX pPa3MepoB PO3HUYHbIX HaA0aBOK K pakTUYEeCKUM OTMYCKHbIM LeHaM, YCTaHOBIEHHbIM
npousBoauTENsMM NEKapCTBEHHbLIX MpenapaToB, Ha fekapCTBEHHbIe Mnpenaparbl, BKIIOYEHHbIE B MNepeyvYeHb
XKM3HEHHO HeoBX0AMMBIX U BaXKHEMLLUX lekapCTBEHHbIX NpenapaToB (ganee - obsi3atencHble TpeboBaHMs);

2) opraHusaumlo U MpoOBEAEHWEe MPOBEPOK COOTBETCTBUSA J€KapCTBEHHbLIX CPeACTB, HaxoOsAWMXcs B
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obpalleHnn, yCTaHOBMEHHbIM 0653aTenbHbIM TPeBoBaHMAM K NX KaYecTBY;

3) Bblgady paspeLleHnin Ha BBO3 NeKapCTBEHHbLIX CPeACTB Ha Tepputoputo Poccuinckon deaepauny;

4) opraH13aLmio n npoBeAeHne MOHUTOpUHra 6e30NacHOCTU NeKapCTBEHHbIX NpenapaTos;

5) npumeHeHue B nopsake, YCTAHOBMEHHOM 3akoHogaTenbcTBOM Poccwuiickon ®egepauun, mep Mo
NMPecevYeHnto BbISBIEHHbIX HapyleHuin obssaTenbHbix TpeboBaHUN U (MMM) YCTPaAHEHWIO MOCNEeACTBUA Takux
HapyLlleHnn, Bblgayy npeanucaHun o6 YCTpaHeHUMM BbISIBMIEHHbIX HapylleHu oba3aTenbHbiX TpeboBaHun wu
npuBneYeHne K OTBETCTBEHHOCTY ML, COBEPLLMBLUNX TaKUe HapyLLUEHNS.

5. K oTHOwWeHNAM, CBA3aHHbIM C OCYLLEeCTBMEeHWeM (beaepanbHOro rocyaapCTBEHHOro Hagsopa B cdepe
obpalleHns neKkapCTBeHHbIX CpeacTB, OpraHu3auver W npoBedeHWeM nNpOBEepoK CyObekToB obpalueHus
NEeKapCTBEHHbIX CPeacTB, NPUMEHSIOTCS nonoxenns degepanbHoro 3akoHa oT 26 aekabps 2008 roga N 294-93
"O 3awuTe npaB OPUAMYECKMX UL M MHOMBMAYamnbHbIX NPeAnpuvHUMAaTenen npu  OCyLEeCTBEHUU
roCcyAapCTBEHHOIo KOHTPONS (Haasopa) M MyHULMNanbHOro KOHTpons".

6. JOmMKHOCTHbIE NLL@ opraHa rocy4apCTBEHHOIO Haa3opa B NOpsSAKe, YCTAHOBMEHHOM 3aKOoHOOATENbCTBOM
Poccuiickon ®epepauuu, umeroT npaso:

1) nony4aTb Ha OCHOBaHUM MOTUBMPOBAHHbLIX MWCbMEHHBIX 3anpocoB OT CybbekTtoB obpalleHus
nekapCTBEHHbIX CPeAcTB, OpraHoB WCMOMHUTENbHOW Bnactn cybvektoB Poccuickon Pegepaumm n OpraHoB
MECTHOro camoyrnpasneHus 4OKYMeHTbl U MHOpMaLUmIo No Bonpocam obpalleHns nekapCTBeHHbIX CPeacTB;

2) BecnpensaTCTBEHHO MO NPeabsABAEHUN CNyKeObHOro yAOoCTOBEPEHMS M KOMUWU mnpukasa (pacnopsbkeHnst)
opraHa rocygapCTBEHHOro Hag3opa O Ha3HadeHWW NPOBEpPKM MoceluaTb MCMOoMb3yeMble IPUANYECKMMU NULaMM,
NHAMBMAYaNbHbIMW NpeanpuHMMaTensamu, SBnsSoWMMUcCa cyobekTammn obpalleHns nekapcTBeHHbIX cpeacTs, npu
OCYLLECTBMEHNN CBOEN AeATEeNbHOCTU TeppuTopuM, 34aHWUs, NMOMELLUEHWA U COOPYXEHWS B LensxX npoBedeHus
MEpPONPUATUIA NO KOHTPOSHO;

3) npoBoauTb OT6Op o06pasuoB NeKkapCTBEHHbIX CPeACTB, NpeAHasHayeHHbIX Ans peanu3aumn K
peanusyembix cybbekTamu obpalleHus neKkapCcTBEHHbIX CPeAacTB, ANS MPOBEpPKM WX KayecTBa, MpoBedeHUs
nccrnegoBaHUn, NUCMbITAHMI B COOTBETCTBMU C NMpaBunaMm otbopa obpasuoB, YCTaHOBAEHHBLIMU YNONTHOMOYEHHbIM
denepanbHbIM OpraHoM UCMONTHUTENBHOMW BRacTy;

4) BblgaBaTb cybbekTam obpalleHus nekapcTBEHHbIX CPeACTB npeanncaHvs O npekpawieHun HapyLleHun
obsa3aTenbHbIx TpeboBaHM M 06 yCTpaHeHUM BbiSIBNEHHbIX HapyLLeHN obA3aTenbHbIX TpeboBaHui;

5) HanpaenATb B YMNOMHOMOYEHHbIE OpraHbl MaTepuanbl, CBA3aHHbIE C HapylweHusaMu obA3aTenbHbIX
TpeboBaHWi, AN peLleHns BONPOCOB O BO3OYXAEHUN YrONOBHbLIX A€M MO Npu3Hakam NpecTynieHnn.

Fnaea 5. PABPABOTKA, JOKNMHNYECKUE UCCIIEOOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KITMHUWYECKUE UCCIIEAOBAHUA
NEKAPCTBEHHbIX NPENAPATOB OJ1A BETEPUHAPHOIO NMPUMEHEHUA

CraTbsa 10. PagpaboTka nekapCcTBEHHbIX CPeACTB

1. Pa3paboTka nekapCTBEHHbIX CPeaCcTB BKMYaeT B Cebsi MOMCK HOBbIX (PapMakoniorMvyeckm akTUBHbIX
BELLECTB, MOCreaywLllee M3y4yeHne KX JeKapCTBEHHbIX CBOWCTB, OOKIIMHUYECKME WCCnedoBaHus, pas3paboTky
TEXHOMOrMN NPOM3BOACTBA papMaueBTU4eckux cybcTaHuun, paspaboTky COCTaBOB U TEXHOMOMMIN NpOM3BOACTBA
NeKapCTBEHHbIX NpenapaTos.

2. duHaHcoBoe obecrneveHne pa3paboTKM NeKapCTBEHHbIX CPEACTB OCYLLECTBSIETCA 3a CYET:

1) cpeacTtB chegepansHoro GroaxeTa;

2) cpencTtB pa3paboTyMKOB NIEeKapCTBEHHbLIX CPEACTB;

3) cpencTB NpousBoauTenen NekapCTBEHHbIX CPEACTB MpU BbIMOSIHEHMU HAY4YHO-UCCNeqoBaTENbCKUX paboT
no LOroBopy Mexay paspaboTynMKkoM NeKapCTBEHHbBIX CPEACTB Y NPOM3BOAUTENEM JIEKAPCTBEHHBLIX CPEACTB;

4) NHbIX He 3anpeLLeHHbIX 3akoHogaTenbCcTBOM Poccunckon degepaunm MCTOUHUKOB.

3. MNpaBa pa3paboTynka NekapcTBEHHOrO CPEACTBa OXPaHAKTCS rpaX4aHCKMM 3aKOHOAATENbCTBOM.

CraTbs 11. [JOKNMHMYECKOe UCCNedOBaHME NeKapCTBEHHOMO cpeAcTBa A4S MeANLMHCKOrO NPUMEHEHS

1. [JloknuHUYeckoe nccrnenoBaHne NekapcTBEHHOro CpeacTsa Ans MeauLMHCKOro NMpuMeHeHrs NpoBoauTCS
nyTeM MpUMEHEHUs1 Hay4YHbIX METOAOB OLIEHOK B LIeNsX MoNydeHus [okasaTenbcTB 6e3onacHoCTU, KayecTea U
3 (PEeKTUBHOCTU NEeKapCTBEHHOro CpeacTRa.

2. [loknuHnyeckoe nccrnenosaHne NekapcTBEHHOro CPEeacTBa AN MeAULIMHCKOro NPUMEHeHUs NpoBoOaAUTCA B
COOTBETCTBUM C MpaBunamy NaGopaTopHOW NPaKTUKWU, YTBEPXAEHHbIMK YMONTHOMOYEHHbIM dbeaeparnbHbIM
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OpraHoOM MCMOMHUTENbHON BMACTW.

3. [ns opraHusaumMnm M nNpoBeAEeHUs AOKIMMHUYECKOTO WCCReAOBaHUS JeKapCTBEHHOro CpeacTBa Ans
MeaNLMHCKOrO NpUMEHeHNs pa3paboTynkm nekapCTBEHHbIX cpeacTs MoryT npuenekatb
Hay4YHO-uccrnegoBaTenbCkue opraHusaumn, obpasoBaTefbHble yuypexaeHus Bbicero npodeccMoHanbHOro
obpasoBaHus, nMerLmne Heobxoanmylo MaTepuanbHO-TEXHUYECKY0 6a3y 1 kKBanMUUMPOBaAHHbLIX CNELMannucToB
B COOTBETCTBYIOLLEN 0BnacTn nccrnegoBaHus.

4. [JoknvHU4eckoe nccnegoBaHve nekapcTBEHHOro cpeacTea Ansg MeAMUMHCKOro MPUMEHEHUS NPOBOAMTCH
no YyTBEPXAEHHOMY pa3paboT4yMKOM feKapCTBEHHOro CpeAacTBa MnaHy C BeAeHMeM MpoToKona 3Toro
nccnegoBaHnsa M COCTaBneHMEM OTYeTa, B KOTOPOM CoAepXaTcs pe3ynbTaTbl 9TOro UCCneaoBaHus 1 3aknoveHve
O BO3MOXHOCTW MPOBEAEHWUS KIIMHUYECKOTO WCCreAoBaHWsA NEeKapCTBEHHOro npenaparta Ans MeAuLMHCKOro
NPUMEHEHMS.

5. MNMposegeHune npoBepok cobnoaeHnsa npasmn nabopaTopHON NPaKTUKM U NPaBOBbIX HOPM MCMOMb30BaHUS
XMBOTHbIX MpW MNPOBEAEHUN OOKIUHUYECKUX WCCNEedOBaHWN NEKapCTBEHHbIX CPeacTB Ansd MeaMUUHCKOro
NPUMEHEHMUS OCYLLLECTBNSAETCS YNONHOMOYEHHbIM ddedeparibHbIM OpraHOM UCMOSTHUTENbHOW BNAacTy.

6. PesynbTaTbl JOKNMHUYECKOrO NCCneaoBaHNs NekapCTBEHHOro CpeacTsa Ans MeAULMHCKOro NpUMeHeHns
MOryT ObITb NpeAcTaBneHbl B YNONTHOMOYEHHbIV pedepanbHbii OpraH UCNONHUTENBHON BNACTU B YCTAHOBIEHHOM
nopsigke B Lensx rocygapCTBEHHON perncTpaumm nekapcTBeHHOro npenapara.

Cratbsa 12. [oknnHnyeckoe wuccnegosaHue NIeKapCTBEHHOIo cpeacrtBa U KIMHUYECKOoe wuccnegoBaHue
NeKapCTBEHHOIO npenapara ana seTtepunHapHOro npumMmeHeHmna

1. JoknuHmnyeckoe nccnegoBaHve fiekapCTBEHHOMO cpeacTBa AN BETEPMHAPHOIO NPUMEHEHNsI MPOBOAMUTCS
nyTeM NPUMEHEHUS HayYHbIX METOAOB OLIEHOK B LEeNAX MoryyYeHusl JokasaTenbCTB 6e3onacHoCcTv, KavecTBa U
3(PPEKTUBHOCTN NEKAPCTBEHHOIO CPEACTBA, B TOM 4YMCME OnpeferieHnsl Cpoka ero BbiBEAEHMS U3 opraHusma
XWBOTHOrO, B Lenax obecnedeHns 6e30MacHOCTU MPOAYKLMM XMBOTHOMO MPOUCXOXAEHWUSA NOcrne NpUMEHEeHUs
COOTBETCTBYIOLLEroO fieKapCTBEHHOro npenapara.

2.  [oknuHu4eckoe unccrefoBaHWe  NEKapCTBEHHOrO  cpeactBa W KNMHWYECKOe — uccnegoBaHune
NeKapCcTBEHHOro npenapaTta Ang BETEPUMHAPHOrO NPUMEHEHUs, nccnegoBaHne GMO3KBMBANEHTHOCTM YKa3aHHOro
NEeKapCTBEHHOro npenaparta NpPOBOAATCS B COOTBETCTBUM C MpaBunamMu, YTBEPXKOEHHBbIMW YNONHOMOYEHHbIM
deneparnbHbIM OpraHoM UCMONTHUTENBHOW BNacTu.

3. [HoknuHuuyeckoe wuccrnefoBaHWE  fIeKapCTBEHHONO CPeAcTBa WM KIIMHMYECKOe — UccriegoBaHue
NeKkapCcTBEHHOro npenapaTa Ansi BETEPUHApPHOro NpPUMMEHEHNS NPOBOAATCS MO YTBEPXKAEHHOMY pa3paboTynkom
NeKapCTBEHHOIO CPeACTBa MiiaHy C BeAeHWEM MPOTOKOMOB 3TWMX WCCNEAOBaHMW WM COCTaBfIEHMEM OTYETOB, B
KOTOpbIX cofepXaTtcs pe3ynbTaTbl 3TUX NCCNef0BaHNUN.

4. [Ona opraHMsauunm WM MpoBefeHUs OOKIMMHUYECKOrO WCCRefoBaHUSA FeKkapCTBEHHOrO cpeactsa U
KNUHUYECKOTO WCCREeAOBaHUSA JIeKapCTBEHHOrO Mnpenaparta Ans BETEPUMHAPHOro npuMeHeHusa paspaboTymk
NEeKapCTBEHHOro cpeacTtea MOXET npvBnekaTb opraHusaumm, nmeroLne HeobxoaMMyto
MaTepuanbHO-TEXHUYECKYD ©0a3y ”  KBanUMUUMPOBAHHBIX CMeUMannucTtoB B COOTBETCTBYHOLWENn obnactu
nccnenoBaHus.

5. KnuHu4yeckne uccnegoBaHus NeKapCTBEHHbIX MpenapaToB A1 BETEPUHAPHOro NpUMEHEHNsT NPOBOAATCSA
B BETEPUHAPHBIX OpraHM3aLmax 1 B opraHn3aLmsx, OCyLLEeCTBNALWMX pa3BedeHme, BblpallMBaHne n cogepxaHme
XMBOTHbIX, B LEeNsx:

1) ycTaHOBNEHMS NEPEHOCMMOCTU NIEKAPCTBEHHBIX NPENnapaToB 300POBbIMU XXMBOTHBIMU;

2) nogbopa onTMMarbHbIX JO3MPOBOK JIEKAapCTBEHHbBIX NMpenapaToB 1 Kypca NIeYeHUs1 Ha KOHKPETHOW rpynne
XMBOTHbIX C onpegeneHHbIM 3aboneBaHnemM;

3) yctaHoBneHus Ge3onacHOCTM M 3(pdPEKTUBHOCTU JIEKAPCTBEHHOrO npenapaTa, npegHasHavyeHHoro Arns
neyeHus1 OnpedeneHHblX 3aboneBaHUM >XMBOTHBIX, UK 3(dEKTUBHOCTN JIEKApCTBEHHOrO MpenapaTta Ans
npodunakTnkM 3aboneBaHnin 340POBbIX XXUBOTHbIX;

4) n3y4yeHunss BO3MOXHOCTEN pacCLLUMPEHUS NMOKa3aHUN K NPUMEHEHNIO 3apEerMcTPMPOBAHHOIO NIEKAPCTBEHHOIO
npenapaTta v BbISIBIEHWS paHee HEM3BECTHbIX MOBOYHbLIX AENCTBUMNA.

6. KnuHudeckoe uccnegoBaHMe NEKapCTBEHHOro npernapata AN BETEPUHAPHOro  MpUMEHEHUs]
OCyLLEeCTBMSETCH 3a CHET cpecTB pa3paboTymka ekapCcTBEHHOro cpeacTaa.

7. OTyeTbl O pesynbTaTax OOKITMHUYECKOrO WCCNEAOBaHUS NEKAPCTBEHHOrO CpeacTBa U KIMHUYECKOTO
nccrneoBaHUsl NEKapCTBEHHOrO npenapaTta Ans BeTEPUMHAPHOIO MPUMEHEHWUS COCTaBMATCS pa3paboTynkom
NeKapCTBEHHOrO cpeacTBa C YYETOM 3ak/OYEeHWA OpraHvM3auui, MPUHMMAaBLLMX YvacTMe B OpraHusauun u
NPOBEAEHUN ITUX UCCNEAOBAHUNA.
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8. KoHTponb 3a npoBeaeHWeM AOKIUHUYECKMX WUCCNEAOBAHWUIA NEeKapCTBEHHbIX CPeACTB U KIUHUYECKMX
nccrnegoBaHWU NekapCTBEHHbIX NpenapaToB As BETEPUHAPHOIO NPUMEHEHUS! OCYLLECTBASIETCS YNONHOMOYEHHBLIM
deneparnbHbIM OpraHoOM UCMONHUTENBHOM BRacTu.

Masa 6. OCYLWECTBNEHUE TOCYOAPCTBEHHOW PETUCTPALIUA
JIEKAPCTBEHHbIX MPEMNAPATOB

Cratbs 13. locyaapcTBeHHasi percTpauns ekapcTBeHHbIX NpenapaToB

1. JlekapcTBeHHbIE NpenapaTbl BBOAATCA B rpaxagaHckuin obopoT Ha TeppuTtopun Poccuiickon deaepaumm,
€CM OHW 3aperncTpMpoBaHbl COOTBETCTBYIOLMM YMNOMHOMOYEHHBIM doedeparibHbIM OpraHoM MCMOSTHUTENbHON
BMacTm.

2. [ocynapCTBEHHOWM perncTpaumm nognexar:

1) opurnHanbeHble NekapcTBEHHbIE Npenaparsl;

2) BoCcnpoun3BeaeHHble NekapCTBEHHbIE NpenapaThbl;

3) HoBble kKOMBUHaLMKN 3apernCTPMPOBaHHbLIX PaHee NeKapCTBEHHbIX NpenapaTos;

4) nekapCTBeHHbIe nNpenaparbl, 3aperMcTppoBaHHbIE paHee, HO NPou3BedeHHbIe B APYrMX NeKapCTBEHHbIX
dopmax, B HOBOM AO3MPOBKE.

3. TlocypapcTBeHHas perucTpauusi nekapCTBEHHbIX MpenapatoB Ans  MEeOULMHCKOTO  NPUMEHEHUsI
OCYLLECTBMNAETCA MO pe3ynbTaTtamM 3KCMEepPTU3bl JIEKAPCTBEHHbBIX CPEACTB M STUYECKOW IKCMEPTU3bl BO3MOXHOCTH
NPOBEAEHUS KIIMHWYECKOTO UCCNefoBaHMs NeKapCTBEHHOMO npenapara ansg MeguuuHCKoro NpuMeHeHns (ganee -
aTnyeckass akcneptu3a). [ocygapcTBEHHast perucTpauvsi NekapCTBEHHbIX MpenapaTtoB Afsi BETEepPUMHAapHOro
NPUMEHEHMST OCYLLECTBNSAETCA MO pe3ynbTaTaM 3KCMepTU3bl NEKApCTBEHHbIX CPeacTB Afsi BeTepuHapHOro
NPUMEHEHMS.

4. TocygoapCTBeHHas perucTpaumsi JeKapCTBEHHbIX MpenapaTtoB OCYLECTBNSAETCS COOTBETCTBYHOLIUM
YNONTHOMOYEHHbIM (beaepanbHbIM OpraHOM UCMOSNHUTENBHON BNAcTW B CPOK, HE MPEBbLIWAoWMNn ABYXCOT AECATH
pabounx OHer CO AHA MPUHATMSA 3asiBNEeHUs O roCyAapCTBEHHOW permcrpaumm rnekapCcTBeHHOro npenapata. B
yKa3aHHbIA CpOK BKIIOYaeTCsd Bpems, Heobxoaumoe Ans NOBTOPHOro NpoBeAEeHMS 3KCMEPTU3bl NeKapCTBEHHbIX
CPEACTB U (Mnn) 3TUYECKON IKCMEPTU3bl B COOTBETCTBMU CO cTaThben 25 HacToswero ®enepanbHoro 3akoHa. Cpok
rocy4apCTBEHHOW perncTpaumm fekapCTBEHHOro npenapata MCYUCNSAETCA CO OHA MPUHATUS COOTBETCTBYHOLLUM
YNOJSTHOMOYEHHbIM dheeparnbHbIM OPraHOM UCMOMHUTENBHOW BrAcTU 3asiBNIEHUS O rOCY4apCTBEHHOM perncrpauum
NeKapCTBEHHOro npenapata C MPUNoOXeHMEM HeobOXOOUMBbIX OOKYMEHTOB MO AeHb Bblgayu PerMcTpaumoHHOro
YAOCTOBEPEHUSI NEKAPCTBEHHOIO npenaparta. Bpemsa npoBeAeHUs KNMMHUYECKOrO UCCeaoBaHNUs fiekapCTBEHHOMO
npenapaTa He y4YuUTbIBAaeTCHa NpY UCYUCIIEHMM CPOKA Ero rocyfapCTBEHHOW perncTpaumu.

5. locynapcTBeHHOW perucTpaumm He nognexar:

1) nekapcTBeHHble Npenapartbl, U3rOTOBMEHHbIE anTEeYHbIMU OpraHM3auMsaMu, BETEPUHAPHBIMU anTeYHbIMU
opraHusaumsiMn, UHAnBMAYyanbHbIMU NPEeANnPUHUMATENAMU, KOTOPbIE MMEIKT JNIUMLEH3NI0 Ha dapmMaLeBTUYECKYIO
AesaTenbHOCTb, MO peuenTaMm Ha fekapCTBeHHble npenapatbl U TpeboBaHMAM MEAULMHCKMX OpraHv3auum,
BETepMHapHbIX OpraHn3aLun;

2) nekapCTBEHHOE PacTUTENbHOE CbIpbE;

3) nekapcTBeHHble npenapatbl, NpUOBPETEHHble (U3MYECKUMXM fMuamMu 3a npegenaMmu Tepputopun
Poccuiickon ®egepauum 1 npegHasHayeHHbIE A8 JIMYHOMO UCNOSb30BaHUS;

4) nekapCTBEHHbIE MpenapaTkl, NpegHa3Ha4YeHHbIe NS 3KCMOopTa;

5) paguodapmMaueBTUHECKME eKapCTBEHHble npenapaTbl, W3rOTOBMEHHblIE HEMNOCPEACTBEHHO B
MEOUUMHCKUX —OpraHu3aumsax B MNopsigke, YCTAHOBNEHHOM  YMOJSIHOMOYEHHbIM  dedepanbHbiM  OpraHoMm
NCMNONMHUTENbHOW BNacTu.

6. He ponyckaeTcs rocyaapcTBeHHasi permctpauusi:

1) pa3nuyHbIX NeKapCTBEHHbIX NpenapaToB No4 OAMHAaKOBbIM TOPrOBbIM HAMMEHOBAHMWEM;

2) ogHOro nekapcTBEHHOro mnpenapaTa, BbIMYyCKAaeMOro nNpou3BoAuUTENeM MoA PasfvyHbIMU TOProBbIMU
HavMEHOBaHWSIMW U MPEeACTaBMEHHOro Ha rocyaapCTBEHHYIO permcTpauuio B Buae AByxX u 6onee nekapcTBEeHHbIX
npenapaTos.

Ctatbs 14. an/IHLI,l/II'IbI JKCNepTu3bl NekapcTBeHHbIX CPeacTB U 3TUYECKON 9KCMNepTun3bl

1. 3KCﬂepTI/I38 JNTeKapCTBEHHbIX CpeacCTB U 3TUYECKad 3KCnepTmn3da OCHOBbIBAOTCA HaA NpuHUMNax 3aKkOHHOCTH,
cobnoaeHus npase " cBoboa yenoseka u rpaxgaHmHa, npas puagnyeckoro nuua, He3aBMCMMOCTWU IKCnepTa,
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0O0BEKTUBHOCTW, BCECTOPOHHOCTU K MOSIHOTBHI UCCMeAoBaHUN, NPOBOAUMbBIX C WUCMONb30BAHWEM COBPEMEHHbIX
OOCTWXKEHUA HayKn U TEXHUKN, OTBETCTBEHHOCTM dheepanbHOro rocyaapCTBEHHOro BHOMKETHOro ydupexaeHus no
NPOBEOEHUIO IKCNEPTU3bI NIEKAPCTBEHHbLIX CPEACTB 1 3KCMNEPTOB 3a NPOBEAEHNE U KAYECTBO IKCNEPTU3bI.

2. DKCnepTm3a neKkapCTBEHHbIX CPeacTB And MeANLNHCKOro NPUMEHEHNA NPOBOANTCS NO3TAMHO;

1) Ha nepBOM aTane - 3KCNepTM3a JOKYMEHTOB AMsi NONYYEHUS paspeLleHus Ha NpoBeaeHne KIMHUYECKOro
nccrnenoBaHus IEKapCTBEHHOMO npenapara, 3a UCKMIYEeHNEM:

a) nekapCTBEHHbIX MpenapaToB, KOTOpble paspelleHbl AN MEeOULUHCKOrO MPUMEHEHUS Ha TeppuTopuun
Poccuiickon ®epepaunn 6onee asaguatt NeT U B OTHOLUEHUM KOTOPbIX HEBO3MOXHO NPOBEAEHME UCCIeaoBaHUs
OMO3KBMBANEHTHOCTY;

0) nekapCTBEHHbIX MpenapaTtoB AN MeOULMHCKOrO MNPUMEHEHUSI, B OTHOLUEHWM KOTOPbIX MNPOBEAEHbI
MEXAYHapOAHblE MHOFOLIEHTPOBbLIE KITMHUYECKME UCCNenoBaHusl, YacTb U3 KOTOPbIX MpoBedeHa Ha Tepputopum
Poccuinckon degepaumu;

2) Ha BTOPOM 3Tane - 3KCnepTM3a NpearioKeHHbIX METOA40B KOHTPOIS KayecTBa NekapCTBEHHOro CpeacTaa 1
KayecTBa npeacTaBreHHbIX obpasLoB nekapCTBEHHOro cpeacTtBa C UCNOMb3OBaHMEM 3TMX MeToAoB (Janee -
3KCMepTM3a KavyecTBa NEKAapCTBEHHOrO CPeACcTBa) U 3KCMEPTM3a OTHOLLUEHUSI OXUOAEMOW MOMb3bl K BO3MOXHOMY
PUCKY MPUMEHEHUS IeKapCTBEHHOro npenapara, OCYLIeCTBNsSeMble MOocne MNPOBEAEHUS €ro  KIMHUYECKOro
nccnegoBaHus.

3. OkcnepTnsa nekapCTBEHHbIX CPEACTB [ONsi BETEPMHAPHOrO MNPUMEHEHUs NPOBOAUTCH OLHO3TaNHO WU
BKIoYaeT B cebsl akcrnepTuay KayecTBa JIeKapCTBEHHOIO CpeacTBa M SKCNepTu3y OTHOLUEHUSI 0XUOAeMON Monb3bl
K BO3MOXXHOMY PUCKY MPUMEHEHUS NIEKapCTBEHHOTO Npenapara.

Cratbas 15. depepanbHoe rocygapcTBeHHoe OlOMKETHOE YyypexaeHue MO MPOBEeAEHU0 3KCMNepTU3bl
NeKapCTBEHHbIX CpeacTB

OkcnepTu3a neKapCTBEHHbIX CPEeACTB MNpoBoAUTCS  dpedeparnbHbiM - rOCYAapCTBEHHbIM — BHOMKEeTHbIM
yypexaeHnem COOTBETCTBYIOLLEro YrNOfHOMOYEHHOro dedepancHoOro  opraHa WCMNOMHMTENbHOW  BriacTw,
CO34aHHbIM Ansa obecnevyeHns UCNoNIHeHMS NOSTHOMOYMI 3TOro heeparnbHOro opraHa no Bblgave paspeLueHni Ha
npoBeAeHne KNMHUYECKNX UCCNEeAoBaHWI NekapCTBEHHbIX NpenapaTos 1 (Mnn) No rocyaapCcTBEHHOW perncTpaumm
nekapCTBEHHbIX NpenapaToB (ganee - 3KCNepTHOe YYPEexaeHue).

Cratbs 16. OpraHusauusi NpoBeAeHNs IKCNepTU3bl NTEKAPCTBEHHBLIX CPEACTB B LieNISAX WX roCyaapCTBEHHO
perucTpaumm

1. OkcnepTn3a NeKapCTBEHHbIX CPeAcTB MPOBOAUTCA KOMUCCUEN 3KCMEPTOB IKCMEPTHOMO Y4YpexaeHus,
Ha3HaA4YeHHON €ero pyKOBOAMUTESIEM, Ha OCHOBaHWM 3adaHuWs Ha MNpPOBedeHWe IKCMepTM3bl eKapCTBEHHOro
CpeacTea, BblQAHHOIMO YMOMHOMOYEHHbIM beaepanbHbiM OpraHoM MCMOMHUTENbHOM BrRacTu. PykoBoauTenb
3KCNEpPTHOro ydpexaeHuss obecrneunBaeT Hagnexallee npoBedeHUe 3KCMEepTU3bl JeKapCTBEHHbIX CPeAcTB B
COOTBETCTBUM C 3adaHueM, BblOaHHbIM YNOMHOMOYEHHbLIM doedeparnbHbiM OpraHOM WUCMOMHUTENLHOW BRACTK, U
opraHu3yeT TMoArOTOBKY CBOAHOIO 3aKMioYeHUsl 3TO KoMMcCMM. B cocTaB 3Toii KOMUCCUM MO peLueHuto
PYKOBOZMTENS SKCMEPTHOTO YYPEXAEHUS MOTYT ObiTb BKMHOYEHbI B Ka4yecTBe 9KCNepToB nuua, He paGoTaiowye B
[aHHOM 3KCMEePTHOM YUPEXAEHUWN, ecnun UX creumanbHble 3HaHUs HeoBXOAUMbI AN NPOBEAEeHUA 3KCNepTu3bl U1
TaKue 3KCMepTbl OTCYTCTBYIOT B JAHHOM 3KCMEPTHOM YUYpeXKaeHuu.

2. 3KcrnepToM Mo NpoBedeHUI0 3KCMEepTU3bl NeKapCTBEHHbIX CPeACTB SIBMNSETCA aTTeCTOBaHHbI paboTHMK
9KCMEPTHOrO YYpEeXOeHusl, KOTOopblil KMMeeT Bbicllee MeAuUMHCKoe, (hapMaueBTUYeckoe, 6uorornyeckoe,
BETEPMHAPHOE WM XMMMU4Yeckoe obpasoBaHME W MPOBOAUT IKCMEepPTU3Y feKapCTBEHHbIX CPEeAcTB B Mnopsiake
UCMOSTHEHNSA CBOMX JOMKHOCTHBIX 0Bsi3aHHOCTEN (Qanee - aKkcnepT).

3. Mpu npoBegeHUN 3KCNEpPTU3bl NEKAPCTBEHHBLIX CPEACTB 3KCMEpPT HEe MOXET HaxoOWUTbCH B KakoW-NnGo
3aBMCUMOCTU OT NWUA, HasHa4MBLLIEro 3Ty IKCMepTuay, paspaboTyvka NekapCTBEHHOro CpeacTBa UM ApYyrux
3aMHTepecoBaHHbIX B pesyrbTatax aKCnepTuabl nuu.

4. MNpwv NpoBeaeHNM IKCNepTUsbl NEKapCTBEHHbIX CPeACTB He JonyckaeTcs ucTpeGoBaTh y 3asBuTens nmbo
WHBIX NWL  MaTepuanbl, HeobxoAuMMble [AnsS MpOBeAeHUs JKcrepTusbl. B cryyae HepocTaTo4yHOCTM
npeacTaBfieHHbIX SKCMepTy MaTepuanoB AN [Jauu  3akMioyeHus SKCMepT BrpaBe MocTaBUTb BOMPOC O
NpegocTaBneHun eMy HeobGXxoOuMMbIX MaTepuanoB Nepen pPyKoBOAUTENEM 3KCMEePTHOrO YYpeXOeHWUs, KOTOpbIn
obpalaeTcs ¢ NpocbGoli 06 3TOM B YNONIHOMOYEHHbIN heieparnbHblil OpraH UCMNOMHUTENBHOW BNacTy, BblAaBLUMiA
3aflaHne Ha NpoBedeHne 3KCNepTU3bl NeKapcTBEHHOIO CpeacTBa.

5. OkcnepT nNpu NpoBedeHUM MOPYYEHHOW eMy PYKOBOAMTENEM SKCMEPTHOro YYpexOaeHUst SKCrnepTusbl
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nekapCcTBEHHOro cpeAcTBa 0bs3aH:

1) npoBecTn NonHoe nccnegoBaHue nNpeacTaBneHHbIX eMy 0O0beKToB, MaTtepuanos, AaTb 060CHOBaHHOE U
0OBEKTMBHOE 3akKntovyeHne Mo MOCTaBMEHHbIM nepes HUM BOMPOCaM UMW MOTMBUPOBAHHOE 3akfiveHue o
HEBO3MOXHOCTM NPOBEAEHMS UM SKCNEPTU3bl NEKapCTBEHHOrO CpeacTBa, €Crny NocTaBneHHble BONPOChI BbIXOOAT
3a npegenbl cneyunanbHbiX 3HAHUM 3kcnepTa, OOBbEKTbl WCCNEeAOBaHUM W MaTepuanbl HENpPUrogHbl WK
HeJoCTaTOUHbI AN NPOBEeAEHUSA NCCNeA0BaHUN U Ja4vn 3aKIoYeHns MO0 COBPEMEHHbIN YPOBEHb Pa3BUTUSA HayKu
He NO3BONSET OTBETUTb HA NOCTAaBMEHHbIE BONPOCHI;

2) He pasrnawaTb CBefeHusl, KOTopble CTanM €My MW3BECTHbl B CBSI3W C MPOBEAEHUEM 3IKCNEPTM3bI
NeKapCTBEHHOrO CpefcTBa, a Takke CBEAEHUS, COCTaBNALWME FOCYAApPCTBEHHYHO, KOMMEPYECKYID WM MHYIO
OXPaHSIEMYHO 3aKOHOM TalHy;

3) obecneunTb COXpaHHOCTb NPEeACTaBNEHHbIX OObEKTOB CCNEA0BaHMIN 1 MaTepuarnos.

6. JkcnepT He BMNpaBe:

1) npoBoOAMTbL SKCNEpPTU3y NEeKapCTBEHHOro cpeactBa Mo  ObpalleHuo HemnocpeacTBEHHO K Hemy
opraHmsaunn nnm ousnYecKknx nuu;

2) camocToATeNbHO cobmpaTtb MaTepuarnbl AN NPOBEAEHNST SKCNEPTU3bl NEKAPCTBEHHOIO CPEACTBa;

3) NpoBOANTL SKCMEPTU3Y NEKAPCTBEHHOIO CPEACTBA B KAYECTBE HEroCYAapCTBEHHOMO 3KCMnepTa.

7. B cnyyae HeobxogMmoCTW 3KcnepT BrnpaBe Xo4aTanuCcTBOBaTb Mepen PYKOBOAUTENEM 3SKCMEPTHOro
YUpPEXOEHNSA O MPMBIIEYEHMM K MPOBEOEHUNIO SKCNEPTU3bI NTEKAPCTBEHHOMO CpeacTBa APYrux SKCNEPTOB.

8. KaxxgbIi aKcnepT, BXOASLWNA B COCTaB KOMUCCUUN SKCNEPTOB, KOTOPOKW NOPYYEHO NPOBEAEHNE IKCNEPTU3bI
NeKapCTBEHHOrO CPeACTBa, HE3aBMCMMO U CaMOCTOSITENbHO MPOBOAWUT MCCIEAOBaHMWS, OLEHUBAET pe3yrnbTaThl,
Nony4YeHHbIE UM JIMYHO M APYrMMMK 3KCnepTamMu, U OPMyNUpyeT BbIBOAbI OTHOCMTENBHO NOCTaBMNEHHbIX BONPOCOB
B NpeAenax CBOMX creLmanbHbIX 3HaHWUN.

9. Pe3ynbTaTthl 9KCNEPTU3bl NTEKAPCTBEHHOIO CPeAcTBa OPOPMIISAITCSA 3aKIFOYEHNEM KOMUCCUM IKCMEPTOB.
B 3aknoyeHMM KOMMUCCMM 3KCMEPTOB YKa3biBAOTCA MepeyveHb uccrnefoBaHuii, obbem MpPOBELAEHHBIX KaXObIM
3KCMEepPTOM MCCNeaoBaHWM, YCTaHOBIMEHHbIE KaxXAbIM U3 HUX (hakTbl U cAenaHHble B pe3ynbrate uccreaoBaHun
BbIBOAbl. DKCNEPT, MHEHNE KOTOPOro He COBMagaeT C peLleHMEM KOMUCCUM 3KCMEPTOB, BNpaBe Bbipa3uTb CBOE
MHEeHMe B NMMCbMEHHOW (hopMe, KOTOPOe NpMobLLaeTes K 3aKMioYeHNI0 KOMUCCHM SKCNePTOB.

10. OkcnepThl, BXoAdALWME B COCTaB KOMUCCUM, npeaynpexnarTcs 00 OTBETCTBEHHOCTU B COOTBETCTBUM C
3akoHogartensctBoM Poccuiickon ®Pepepauum 3a gadvy 3akniouveHus, cogepxallero HeoOOCHOBaHHbIE UMK
danbcudnLMpOBaHHbIE BbIBOALI, O YEM OHU AAOT NOAMUCKY.

11. OnpepgeneHne ypoBHSA MpodeccnoHanbHOM MOArOTOBKM 3KCMEPTOB W aTTectaums MX Ha npaBo
NPOBEAEHUS  3KCMEPTU3bl  NIEKAPCTBEHHbIX  CPEACTB  OCYLLECTBMSKTCA  3KCMEPTHO-KBaNM@UKALNOHHBLIMU
KOMUCCUAMM B MNOPsSiAKE, YCTAaHOBMEHHOM COOTBETCTBYHOLUMM YMOJSIHOMOYEHHbLIM beaepanbHbiM  OpraHom
NCMNONMHUTENbHOW BNacTu. YpoBeHb NPOdECCMOHanbHOW MOAFOTOBKM 3KCMEPTOB  MOONIEXUT MNEpPecMoTpy
yKa3aHHbIMWY KOMUCCUSMW HE pPeXe YeM OAMH pa3 B NATb NeT.

12. MNMpaBuna npoBeAeHNs SKCNEPTU3bI NNEKAPCTBEHHbBIX CPEACTB M (hopMa 3aKIYEHUST KOMUCCUM SKCNEPTOB
yCTaHaBMMBaKTCA COOTBETCTBYHOLLUM YNOMHOMOYEHHbIM befeparnbHbIM OPraHoM UCMOMHUTENBHOW BRACTMU.

CraTbsa 17. OTnyeckas akcnepTmaa

1. OTudeckas akcnepTM3a NPOBOAMTCHA B LensxX Bblgayu 3akmodeHus o6 aTuyeckor 06OCHOBAHHOCTU
BO3MOXHOCTW MNPOBEAEHMST KIMHUYECKOrO WCCNeAoBaHUS fekapCTBEHHOro mnpenapata Aans MeauuUHCKOro
NPMMEHEHMST COBETOM MO 3TUKE, CO34aHHbIM B MOpsOKe, YCTAHOBMEHHOM YMONTHOMOYEHHbIM heaepanbHbIM
OpraHoM UCMOJTHUTENbLHOW BNacTu.

2. DkcneptaMu coBeTa MO 3TMKE MOryT OblTb npeacTaBUTENM MEAMLMHCKMX, HayYHbIX OpraHv3auui,
obpa3zoBaTenbHbIX YYpeXAeHWA BbiCLUEro npod)eccuoHanbHOro obpa3oBaHuWs, a Takke nNpeacTaBUTENM
00LLEeCTBEHHbIX OpraHu3aunn, penurMo3HbiX opraHmM3auuin U cpeacTB MaccoBon MHdopmauun. [JaHHble aKCnepThbl
He OOJKHbI HAXOAUTbCS B KaKON-Nnbo 3aBUCMMOCTM OT pa3paboTUMKOB NIEKAPCTBEHHBIX MpenapaToB U ApYrux nu,
3aMHTEPECOBaHHbIX B pe3yNnibTatax 3TUYECKON IKCNepTU3bI.

3. Onnarta ycnyr SKCMepTOB COBETa MO 3TUKE OCYLLECTBISIETCA Ha OCHOBAHWWM [OroBOpa, 3aKITHYEHHOro
MEXAY YNONTHOMOYEHHbIM heaeparbHbIM OpraHOM UCMONHUTENBHOW BNAcTW, KOTOPbIM CO34aH COBET MO 3TUKE, U
3KCMEepTOM coBeTa MO 3TUKe, 3a CcYeT OHKETHbIX aCCUrHOBAHWNW, NPenyCMOTPEHHbIX YMOSIHOMOYEHHOMY
denepanbHOMy OpraHy WCMONHUTENbHOM BNacTW, CO3gaBLUEMY COBET MO 3TWKe, B chefepanbHom Ologkete Ha
COOTBETCTBYHOLIUIA o4 Ha obecrnedyeHne ero OesiTenbHOCTU, U B pa3Mepax, YCTaHOBMEHHbIX [MpaBUTENbCTBOM
Poccunckon degepaumn.

(vyacTtb 3 B pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-03)
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4. DkcnepTbl coBeTa MO 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuinckon
degepaummn.

5. CocTtaB coBeTa no 39TuKe, NornoxeHue 0O 3TOM cOBeTe, MOPSOOK ero AesTenbHOCTWU, TpeboBaHus K
KBanudpukaumm n onbiTy paboTbl MO 3KCNEPTHOW OUEHKe HayYHblX, MEOULUHCKMX M 3TUYECKUX acnekToB
KNUHUYECKUX UCCREeSOBaHUA NeKapCTBEHHbIX NpenapaTtoB AMs MeOUUMHCKOro MpUMEHEeHUs, npeabsBnsemble K
3KcnepTaMm coBeTa MO 3TUKE, NOPSAOK OpraHM3auun 1 NpoBeAEeHUs STUHECKOM 3KCNepTU3bl, hopMa 3aKkMoyeHust
coBeTa Mo 3TUKe YyCTaHaBNMBAKOTCS YNOMHOMOYEHHbIM beaeparnbHbIM OpraHoOM UCNOMHUTENBHOM Bnactu. Yucno
npeacraBuMTenen MeauUMHCKMX OpraHvM3aumii He MOXKeT MpeBbiaTb MOMOBMHY OT OOLero ymucna 3aKcrnepToB
coBeTa Mo 3TUKe.

6. Mludopmauusa o coctaBe coBeTa Mo 3TUKE, NfaHax ero paboTbl 1 TeKyLen AeaTenbHOCTU pa3MeLLaeTcs
Ha odhmumanbHOM carTe YNOofHOMOYEHHOro hedepanbHOro opraHa MCNONHUTENbHOM BnacTn B cetn "MHTepHeT" B
YCTaHOBMEHHOM VM NMOpPSIAKE.

Cratba 18. logaya wn paccmoTpeHue 3asiBNeHMM O TrOoCyAapCTBEHHOW perncTpaumm nekapCTBEHHbIX
npenapaToB W NpeacTaBneHne HeobxoanMbIX 4OKYMEHTOB

1. [Ona rocyoapCTBEHHOW perncrpaumm nekapCTBEHHOro npenapata paspaboTynk NekapCTBEHHOro
npenapata WAM YNONHOMOYEHHOE MM Apyroe lpuaudeckoe nuuo (Janee - 3asBuTenb) npeacTaenser B
COOTBETCTBYIOLIMM  YNOSTHOMOYEHHbIA  hbeaepanbHbI - OpraH  WUCNOSTHUTENbHOM  BNAcTW, OCYLLECTBAKOLWMIA
rocy4apCTBEHHYIO PerMcTpauuio JNeKapCTBEHHbIX MNpPenapaTtoB, 3asiBIEHWE O TOCYAapCTBEHHOW pervcTpauum
NeKkapCcTBEHHOro mnpenapaTta, a Takke B MOpPsSAKe, YCTAHOBMIEHHOM COOTBETCTBYHOLLMM  YMONTHOMOYEHHbIM
denepanbHbIM - OpraHoOM WCMOMHUTENbHOW BRacTu, Heobxoaumble [OOKYMEHTbI, M3 KOTOpbIX hopmupyeTtcs
perMcTpaumMoHHOE [OChe Ha NEKapCTBEHHBIN NpenapaT (qanee - perMcTpauuoHHoe Jocke).

2. B 3aaBneHun o rocygapcTBEHHOW perncTpaunmn nekapCTBEHHOrO Npenapara ykasbiBatoTcs:

1) HaumeHoBaHWe 1 agpec 3asBuTens 1 (M) NPOU3BOAUTENS NEKapCTBEHHOMO npenaparta u agpec mecTa
OCYLLEeCTBMNEHNS NPOM3BOACTBA NIeKapCTBEHHOrO Npenapara;

2) HaMMeHOBaHWe NeKkapCTBEHHOro npenaparta (MexgyHapoAHOe HenaTeHTOBaHHOE WM XMMWYECKoe W
TOProBO€ HaUMEHOBaHUSA);

3) nepeyeHb BeLLECTB, BXOASALLMX B COCTaB NIEKapCTBEHHOro npenapaTta, C yKasaHueM KOnmyecTBa Kaxaoro
N3 HUX;

4) nekapcTBeHHas doopma, 4O3UPOBKa, CNoCcOOblI BBEAEHMS Y NMPUMEHEHWS, CPOK FOAHOCTU fleKapCTBEHHOTO
npenapaTa;

5) onucaHve dapmakonormyeckux u apMakoguHaMM4YeCckux WM UMMYHOBMOMOrMYECKNX CBOWCTB
nekapCcTBEHHOro npenapara;

6) 3afBneHHass NpoM3BOAMTENEM JIEKapCTBEHHOrO npenapata npedenbHasi OTMyCKHas LeHa Ha
nekapCTBEHHbIN npenapar, BKIHOYEHHbIN B NepeyeHb XMU3HEHHO HeoOXOOAMMBIX U BaXKHEWLUMX feKapCTBEHHbIX
npenapaTos, B Clly4ae ero rocygapCTBeHHON peructpaunu;

7) OTCcyTCTBME  HeOOXOAMMOCTU  MNpPOBEeAEeHMst  KNMHWMYECKOrOo  UCCRefoBaHus,  UccnegoBaHus
OMO3KBUBANEHTHOCTU NEKapCTBEHHOro npenapaTta, paspewweHHoro Ans  MeAWUMHCKOro MpUMEHEHMs Ha
Tepputopun Poccuiickon ®egepauun Gonee pAsaguaTtv NneT, C ykasaHMEM HOPMAaTUBHbIX MNPaBOBbIX aKTOB,
NOATBEPKAAILLMX AaHHbIA CPOK MPUMEHEHWS.

3. PervcTtpaumoHHoe focbe dhopmmnpyeTcs 13 cneayowmx JOKYMEHTOB:

1) NpPOEeKTbl MaKeTOB MEPBUYHOW YMNAKOBKUW W BTOPWUYHOM (NOTPEOUTENbCKON) YMaKOBKW flekapCTBEHHOMO
npenaparTa;

2) [OKYMEHT, MepeBefeHHbIl Ha PYCCKUA A3blK, MNOATBEPXAAMLWMNA COOTBETCTBUE MNPOM3BOAMTENS
perucTpupyemMoro nekapcTBEHHOro npenapata TpeboBaHWsAM nNpaBui OpraHW3auum NPouM3BOACTBA U KOHTPONS
KadecTBa NekapCTBEHHbIX CPeACTB, BblAaHHbLIN KOMMNETEHTHBIM OpraHOM CTpaHbl NPOU3BOAUTENS PETMCTPUPYEMOTO
nekapCTBEHHOro npenapaTta 1 3aBepeHHbIV B yCTAHOBNIEHHOM MOPSKE;

3) NPOeKT HOPMAaTUBHOW AOKYMEHTauMn UM HOpPMaTMBHOIO AOKYMEHTa Ha NeKapCTBEHHbIV npenapat nubo
yKasaHne COOTBETCTBYIOLLEN (hapMaKonenHon cTaTbu;

4) cxema TEXHOMOrMYecKkoro npouecca Npov3BOACTBa NIEKAPCTBEHHOro mnpenapara, ee onucaHve u (Mnm)
CXeMa TEeXHOMOrM4yecKkoro npoLecca NpoM3BoAcTBa hapmaueBTUYecKon CybcTaHuun, ee OnucaHue;

5) [OKYMEHT, nepeBefeHHbI Ha PYCCKUA NA3blK, MNOATBEPXAAMOLWNA COOTBETCTBUME MNPOM3BOAMTENS
apmaneBTMHECKON CcyOCcTaHUmMM TpeboBaHMAM NpaBun OpraHM3auun Mpou3BOACTBA W KOHTPOMNS KadecTBa
NeKapCTBEHHbIX CPeAcTB, BblOAHHbLIA KOMMETEHTHLIM OpPraHoOM CTpaHbl Npov3BOAMTENSA dapmaLeBTUYECKON
cybcTaHuun, 3aBEPEHHbIN B YCTAHOBIIEHHOM MOPSIAKE Y COAEPXKALLMNNA:
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a) HanMeHoBaHue apmMaLeBTMyYeckon cybcTaHummn (MexgyHapogHOe HeEMaTEHTOBAHHOE UIU XMMUYECKOE U
TOProBO€ HaUMEeHOBaHMS);

©) HanmeHoBaHWe 1 agpec npomsBoauTens hapMmaLeBTU4ECKon cybcTaHuuu;

B) CPOK rogHOCTM (hapmaLeBTU4eckon cybctaHuum;

6) [OOKYMEHT, cogepXalui CBeAeHUst O nokasaTensax kKadecTBa papmaueBTMyeckon cybcTaHuuu,
NCNonb3yemon Npy NPOU3BOACTBE NEKapCTBEHHbIX NpenapaTos;

7) HOopMaTMBHaA OOKyMEHTauus unu HOpMaTUBHbLIN AOKYMEHT Ha ¢hapMaueBTU4eckyto cybctaHumio nnbo
yKasaHne COOTBETCTBYIOLLEN hapMaKonNenHon cTaTby;

8) nHpopmauus 06 ycrnoBusix XxpaHeHusl, MePEBO3KM NIEKapCTBEHHOIO Npenapara 1 nHasa MHopmMauus;

9) oTyeT O pesynbTaTax AOKIMHWYECKOTO MCCMEedoBaHWS feKapCTBEHHOro CpeAcTBa Ans MegULMHCKOro
NPMMEHEHWs1, codepXaluin onucaHue, pes3ynbTaTtbl W CTAaTUCTUYECKMW aHanu3 pesynbTaToB  AaHHOro
OOKITMHUYECKOIO NcCneoBaHuns;

10) oTtyeT O pesynbTatax AOKMAMHUYECKOro MUCCNeaoBaHUS IeKapCTBEHHOro CpeactBa WM KAMHMYECKOro
nccneaoBaHUs NekapCTBEHHOro npenapara Aans BeTepMHapHOro NpUMeHeHuss;

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

12) 6powutopa uccnegosarens;

13) MHPOPMAaLMOHHBLIV MUCTOK NaLMEHTa;

14) nHdopmauumsa o BbinaTax U KOMNeHcaumsax nauneHtam (3gopoBbiM JobpoBonbuam, 6onbHbIM) (ganee -
NauMeHTbl), MPUBMEYEHHBIM K MNPOBEAEHWIO KIMHUYECKUX WCCNEeLOBaHUM NeKapCTBEHHOrO npenaparta Ans
MEeOMULMHCKOrO NPUMEHEHWS], UCCrefoBaHUM OMO3KBMBANEHTHOCTM U (M) TepaneBTUYECKOWN 3KBUBAIIEHTHOCTY;

15) oTyeT 0 pesynbTaTax MexayHapoOHbIX MHOTOLEHTPOBbLIX KMMHUYECKUX UCCRef0BaHUA NekapCTBEHHOIO
npenapata ANd MeOWLUMHCKOrO MNPUMEHEHWs, 4acTb W3 KOTOPbIX MNpoBedeHa Ha Tepputopumn Poccuickon
depgepaumu;

16) NPOEKT MHCTPYKLUM MO NPUMEHEHMIO NEKAPCTBEHHOIO Npenapara, cogepXallui cnegyrolmne cBeaeHns:

a) HaumeHoBaHMEe nEeKapCTBEHHOro cpeactea (MexayHapooHOe HenaTeHTOBaHHOE WU XMMWUYeckoe U
TOProBO€ HaUMEHOBaHMSA);

0) nekapcTBeHHasi popma C yKa3aHUEM HAMMEHOBAHUM M KONMYECTBEHHOrO COAEPKaHUSA (aKTUBHOCTW)
dapmaLeBTUYEeCKUX CybCTaHUUn 1 BCNOMOraTernbHbIX BELLECTB;

B) hapmakoTepaneBTMyecKas rpynna nekapCTBeHHOro npenapara;

r) NokasaHus Anst NPUMEHEHUs;

4) NPOTUBOMNOKa3aHUs ANnst NPUMEHEHNS;

€) pexum [o3vMpoBaHus, crnocob BBedeHUs, Mpu HeobXOoOUMOCTU Bpems Mpuema JekapCTBEHHOrO
npenapaTa, NPOAOIKUTENBHOCTL fle4YeHus (B TOM YMcne y AeTern 40 U Nocne OgHOro roga);

) Mepbl NPeLOCTOPOXHOCTU MPU MPUMEHEHUN;

3) CUMNTOMbI NEPEe03MPOBKM, MEPLI MO OKa3aHM NOMOLLU NPy Nepeso3npPOBKE;

W) ykasaHue, npu HeobxoaMmocTu, OCOBEHHOCTEN AEWCTBUS NEKapCTBEHHOro npenaparta npuv nepBoMm
npueme Unm rnpu ero OTMeHe;

K) onucaHue, npu HeobxoaMmocCTu, AeNcTBMIN Bpada (denbalwlepa), cneynanvucta B 06ractun BeTepmHapumum,
naumeHTa, BNagernbLia X1MBOTHOMO MpuW NPOoMnycKke NpMemMa O4HOW UIM HECKOMbKNX 403 NEKapCTBEHHOrO Npenapara;

n) BO3MOXHble NOBGOYHbLIE ENCTBUA MPU NPUMEHEHNN NEKAPCTBEHHOrO Npenapara;

M) B3aMOAENCTBME C APYTUMU NEKAPCTBEHHLIMU NpenapaTamm 1 (Mnu) NULLEBbIMWU NPOAYKTaMM1, KOpMamu;

H) yKasaHue BO3MOXHOCTM U OCODEHHOCTEW MELMLUHCKOrO MNPUMEHEHWUsI NEKApCTBEHHOro npenapara
GepeMEHHBIMY XEHLUMHAaMU, XEHLWUHAMX B Nepuog rpygHoOro BCKapMiiMBaHus, AeTbMW, B3POCIbIMU, MMEHLLMMM
XpOHU4yeckne 3abonesaHus;

0) CBEOEHUS O BO3MOXHOM BIUSHMU FNEKAPCTBEHHOrO Mnpenaparta Ans MeAWUMHCKOrO MPUMEHEHUS Ha
CNocoBHOCTb YNpaBnsTb TPAHCMOPTHLIMU CPEACTBAMU, MEXAaHU3MAMU;

n) CPOK rOAHOCTM W yKasaHWe Ha 3anpeT NpUMEHEHUsI NEKApPCTBEHHOro npenapara Mo UCTEYEeHUU cpoka
rogHocCTy;

p) YCIOBUSA XpaHEHWS;

C) yka3aHune Ha HeobXxo4MMOCTb XpaHEHUS NEKAPCTBEHHOIO nNpenaparta B MecTax, HeAOCTYMNHbIX AN AeTen;

T) yKasaHue, nNpuM HEeoOXOAMMOCTW, CheuuanbHblX Mep MPegOCTOPOXHOCTM  MPU  YHUUTOXEHUU
Hencnonb30BaHHbIX NEKAPCTBEHHbIX NpenapaTos;

Y) CPOKU BO3MOXXHOIO UCMONb30BaHUSA NPOAYKLMM XUBOTHOIO MPOUCXOXAEHMS MOCNE BBEAEHMWS XUBOTHOMY
nekapCTBEHHOro npenapaTta Ansi BETEPUHAPHOro NPUMEHEHNS;

@) HaMMeHoBaHWe, agpec NPOV3BOAMTENS JEeKapCTBEHHOrO npenapaTa W agpec MecTa MNpoM3BOACTBA
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rnieKkapCTBEHHOro npenapara;
X) YCNoOBUS OTMNYCKa;
(nn. "x" BBegeH PenepanbHbiM 3akoHOM OT 29.11.2010 N 313-93)

17) nepeBedeHHas Ha pPYCCKMN A3blK W 3aBEpPEHHas B YCTAHOBNEHHOM MNoOpsAKe KOnus AOKYMEHTa,
NOATBEMKAAIOLEro perncTpaumio fnekapCTBEHHOro npenapaTa B Cnyvae ero perucrpaumm BHE npeaenos
Poccunckon degepaumu;

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

4. Tlo xenaHuto 3aaBUTENA MOryT ObiTb NpeAcTaBneHbl OT4eTbl O MPOBEAEHHbIX B CTpaHe 3asdABuUTens u
ApYyrux CcTpaHax pesynbTatax KIWMHUYECKUX WCCNedoBaHWi, WCCnefoBaHWn OUMOIKBMBANEHTHOCTM W (Mnu)
TepaneBTMYECKON SKBMBANEHTHOCTM feKapCTBEHHOro npenapaTta (BKMoYas 3NMAEMUONOrMveckne  Wmm
3MU300TONOrMYECcKNe nccrnegoBaHns MMMYHOBMONOrMYECKMX NIeKapCTBEHHbIX NpenapaToB, NpeAHasHayYeHHbIX Ans
MMMYHOMNOrMYeCKON NPOUNAKTUKN U NeYeHns NHEKUMOHHbIX 3aboneBaHnin, B TOM Yucne y Aeten), cogepxaiime
onncaHusa NPoBedeHHbIX UCcneaoBaHui NekapcTBEHHOro npenaparta, ux pesynbTaTbl U CTaTUCTUYECKMI aHanu3
NOMy4YeHHbIX Pe3ynbTaToB.

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

1) AOKYMEHT, MOATBEPXAAoWmMA ynnaty rocygapCTBEHHOM MOWMMHbI 3a NPOBEAEHME 3KCMepTu3bl
OOKYMEHTOB [Afis MOMy4YeHWUs paspelieHni Ha npoBedeHMe KIMHUYECKUX WCCregoBaHui  fekapCTBEHHOro
npenapaTta Ons MeauuUMHCKOrO NMPUMEHEHUS W 3TUYECKOM 3KCNepTu3bl Mpu obpalleHun 3a rocyaapCTBEHHOW
perncTpauven nekapcTBEHHOro npenapara;

2) pOKYMEHT, noATBePXKAALWMI ynnaTy rocyqapCTBEHHON NOLWWMHBI 33 NpoBedeHne 3KCNepTu3bl KavecTsa
rieKapCTBEHHOr0 CpeAcTBa M 3KCNEPTU3bl OTHOLLEHMS OXMAAEMOMN MNOfb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
rfieKkapCTBEHHOro npenapara, paspelleHHOro ANs MeOUUMHCKOrO NpUMMEeHeHus Ha Tepputopum Poccuinckon
®epepaumn bonee agsaauaTh net, Npn rocygapCTBEHHON perncTpaumm nekapcTBEHHOro npenapara;

3) OOKYMEHT, noATBEPXAaoLWMA ynnaTy rocyqapCTBEHHOW MOLINUHBLI 3@ NPOBEAeHMe 3KCNepTUsbl kKayectsa
NeKkapCTBEHHOINO CPeAcTBa W 3KCMEPTU3bl OTHOLUEHUSI OXMOAEMOW Mofb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
NekapCTBEHHOro npenapata Ans  MeOWUMHCKOrO  MPUMEHEHWs,, B  OTHOLUEHUW KOTOPOro  NpoBedEHbI
MeXOyHapOAHblE MHOFOLEHTPOBbIE KIMHUYECKNE MCCMEedoBaHUs, YacTb M3 KOTOPbIX NpOBedeHa Ha TeppuTopum
Poccuiickon ®egepauuu, npy rocygapCTBEHHOW perncTpaumum nekapcTBEHHOro npenapara;

4) pOKyMEHT, NnoATBepXaaLWwnii ynnaTy rocyaapCTBEHHOW NOLUMMHbBI 3a NPOBEAEeHMEe 9KCNepTusbl kayecTsa
NeKapCTBEHHOro CpPeAcTBa M 3KCMEPTU3bl OTHOLUEHUS OXMAAEMOW Mofb3bl K BO3MOXHOMY PUCKY MPUMEHEHMUS
rniekapCTBEHHOro npenapara Ans BeTepuHapHOro NpMMEHEHNs Npu ero rocy4apCTBEHHOWN perncTpauuu.

MonoxeHus 4actn 6 ctaTbn 18 NPUMEHSIIOTCA K MPABOOTHOLUEHUSAM, BO3HUKLLMM MOCIE AHS BCTYNfeHus B
cvny anga Poccuiickon ®egepaunn npoTokona o npucoeanHeHun Poccuiickon ®enepaunn k BcemmnpHoi Toproson
opraHusauun (®epepanbHblii 3akoH oT 11.10.2010 N 271-d3).

6. He ponyckaioTcs nonyvyeHve, pasrnalleHue, UCMNofb3oBaHME B KOMMEpYecKMX Uuensx m B uensax
rocygapCTBEHHOW perucTpauun nekapcTBeHHbIX npenapaTtoB WMHdopMauuMM O pesynbTaTax OOKIUHUYECKUX
nuccnefoBaHUN feKapCTBEHHbIX CPeACTB W KNWMHWYECKUX  UCCrnefoBaHWA  NeKapCTBEHHbIX  MnpenapaTos,
npeacTaBreHHOW 3asBUTENEM Afsi rOCYy4apCTBEHHOM perMcTpaumnm nekapcTBEHHbIX NpenapaTtos, 6e3 ero cornacus
B T€YEeHMe LeCTU NeT ¢ AaTbl FoCY4apCTBEHHOW pPerMcTpaLmMm nekapcTBEHHOro npenaparTa.

HecobntogeHne 3anpeTta, YCTaHOBMEHHOrO HacCTOSLLEN 4acTbio, BNe4vyeT 3a cobOOM OTBETCTBEHHOCTb B
COOTBETCTBMU C 3akoHoAaTenscTBOM Poccuiickon ®eagepaunn.

Ha Tepputopun Poccuiickon ®epepauumn 3anpewaetcsa obpalleHve NekapCTBEHHbIX  CpPeacTs,
3apEerncTpUpPOBaHHbIX C HAPYLUEHMEM HaCTOsILLEN YacTu.

(4acTtb 6 BBegeHa denepanbHbiM 3akoHoM oT 11.10.2010 N 271-93)

Ctatbs 19. an/IHFITI/Ie peweHna o Bblgade IKCNEepTHOMY Yy4ypexnaeHU U COBEeTY NO 3TUKe 3adaHnA Ha
npoBegeHmne 3KCnepTn3bl NIeEKapCTBEHHbIX CpeacTB

1. B TeueHue nsaTM paboumx OHEW CO OHA MPUHATUS 3asBNEHWS O rOCY4apCTBEHHOW perncrpaumun
NeKkapCTBEHHOro npenapata ynosIHOMOYeHHbIN doefeparibHblii OpraH UCMOMHUTESNTbHOW BlaCcTy NPOBOAUT NPOBEPKY
NOSIHOTbI U AOCTOBEPHOCTM CBEAEHUN, COOepXaLLMXCa B NPeACTaBNeHHbIX 3asaBuTenem marepmanax, U npuHumaeT
pelleHWe O Bblaave 3aaHus Ha npoBefeHue:

1) akcnepTusbl NEKApPCTBEHHbLIX CPEACTB B YACTU IKCNEPTU3bl JOKYMEHTOB AJS1A MONy4YeHUs paspeLleHns Ha
npoBefeHne KIMHUYECKOro UCCredoBaHUs NeKapCTBEHHOro npenapata Ans MeauuMHCKOro MpUMeEHeHus B
COOTBETCTBMM C LIENsIMU, yKasdaHHbIMU B cTaTbe 38 HacTosiwero PefepanbHOro 3akoHa, 1 3TUYECKON 3KCNepTusbl B
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03(pea. ot 25.06.2012)"06 [okymeHT npepoctasneH KoHcynbTaHTI0C
obpalleHnn NekapcTBEHHbIX CpeacTB” [ata coxpaHeHusi: 04.02.2013

OTHOLUEHMN JIEKapCTBEHHbIX MpenapaTtoB, A KOTOPbIX He MpPOBOAWMAWCH KIWHUYECKUE WCCNefoBaHWst Ha
Tepputopun Poccuiickon deaneparimm, Ha OCHOBaHUN OOKYMEHTOB, YKa3aHHbIX B nyHkTax 1 - 9, 11 - 14, 17 yactn 3
n nyHkTe 1 yactn 5 ctatbn 18 HacToswero ®eaepansHOro 3akoHa;

2) aKcnepTusbl MEKapCTBEHHbIX CPEeACTB B 4YaCcTM 3KCMEepTM3bl KayecTBa JeKapCTBEHHOrO cpeactsa U
9KCMEePTM3bl OTHOLLUEHMS OXUOAEMOW MOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS NeKkapCTBEHHOro npenapaTa ans
MELMLMHCKOrO MPUMMEHEHUS B OTHOLLUEHUW NEeKapCTBEHHbIX MpenapatoB, paspelleHHbIX Ans MeOULMHCKOro
npumeHeHus Ha TeppuTopum Poccunckon ®depepauum 6onee aBaguatM neT, Ha OCHOBaHUW [OOKYMEHTOB,
yKasaHHbIX B nyHkTax 1 - 9, 16 yactn 3 u nyHkTe 2 YacTtu 5 ctatbn 18 HacTodwero ®efgepanbHOro 3akoHa, a Takke
neKapCTBEHHbIX NpenapaToB, B OTHOLLEHMN KOTOPbIX MPOBEAEHbl MeXAyHapoaHble MHOTOLEHTPOBbIE KITMHUYECKME
nccrnegoBaHuMsi, 4acTb M3 KOTOpPbIX MpoBedeHa Ha Tepputopum Poccuickon Pepepaumm, Ha OCHOBaHWM
OOKYMEHTOB, YyKasaHHbIX B MNyHktax 1 - 9, 15 - 17 vactm 3 u nyHkTte 3 4vactu 5 ctatbh 18 HacToswero
denepanbHOro 3akoHa;

3) aKkcnepTu3bl NeKapCTBEHHOIO0 CPeAcTBa B OTHOLLUEHMU NEKapCTBEHHbIX NpenapaToB Afs BETEPUHAPHOro
NPUMEHEHMS HAa OCHOBaHUM OOKYMEHTOB, YKa3daHHbIX B nyHkTax 1 - 8, 10, nognyHktax "a" - "g", "x" - "m", "n" - "@"
nyHkTa 16, nyHkte 17 yactu 3 1 nyHkTe 4 yactn 5 ctatbn 18 HacToswero PegepanbLHOro 3akoHa.

2. YNOMHOMOYEHHbIN deaepanbHbii OpraH UCMOMHUTENbHOW BracTu yBeAOMMSET B MUCbMEHHON hopme
3aaBUTENS O NPUHSITOM PELUEHNM UMK B Cryvae OTKasa C ykazaHMeM NpU4MH Takoro oTkasa.

3. OcHoBaHMEM Ansi 0TKa3a B OpraHmM3aumy 3KCNepTu3, ykasaHHbIX B 4acTh 1 HACTosLLEN CTaTbu, ABMNSETCS
npeacTaBrneHne HeobxoaAMMbIX ANs MPOBEAEHUS 3TUX 3KCNEPTM3 AOKYMEHTOB, MEPEYMCIIEHHBbIX B YacTax 3 u 5
ctateu 18 HacToswero PenepanbHOro 3akoHa, B HEMONHOM OObEME WM LOOKYMEHTOB, He coAepallmx
ncYepnbIBaKLLEro nepevHs HeobXxoaUMbIX CBEAEHUN.

Cratba 20. SKcnemesa AOOKYMEHTOB [OJ1d nMNoJlydeHnAaA paspeleHna Ha nposeaeHne KrimHun4eckoro
nccnenoBaHua nekapCcTtBeHHOro npenapara gna meamumnHCKoOro npyumMmeHeHna n 3TUYECKON JKCNepTu3bl

1. OKkcneptv3a OOKYMEHTOB ANSA MOMy4YeHUs paspelleHns Ha MNpoBeAeHUe KIMHUYECKOro MccriefoBaHust
NeKapcTBEHHOro npenapara gns MeauumMHCKOro NpUMEHEeHNsa B COOTBETCTBUM C LENAMU, YKa3aHHbIMU B cTaTbe 38
HacTodawero ®enepanbHOro 3akoHa, 3TUYecKas 3KCnepTusa, COCTaBliEHNE KOMUCCUEN 3KCMEPTOB U COBETOM MO
3TUKE 3aKMOYEHMN O BO3MOXHOCTU WM HEBO3MOXHOCTM MPOBEAEHUS TaKOro KIMHUYECKOro UCCnenoBaHust U
HanpaBfeHne STUX 3akiioYeHWrn B YMNOMHOMOYEHHbIN  bedepanbHbil  OpraH  WUCMOMHUTENbHOW  BMAAacTy
OCYLLECTBMSAIOTC B CPOK, He MpeBblllalowmin Tpuguatn paboumx OHEem CO OHSA MOSyYeHUs SKCMEPTHLbIM
yupexaeHueM 3afaHusa YrnofHOMOYeHHoro defeparnbHOro opraHa MCMOMHUTENbHOW BriacTu C NPUNOXeHWeM
HeobOX0AMMbIX OOKYMEHTOB, YyKasaHHbIX B nyHkTtax 9, 11, 12 yactm 3 crtatbm 18 Hactosiwero degepanbHoOro
3aKkoHa, JOKYMEHTOB, yKa3aHHbIX B YacTun 4 ctaTbh 18 HacTosdwero ®efepanbHOro 3akoHa U npeactaBneHHbIX Nno
XenaHunio 3aaBuTens, U COBETOM MO 3TUKe 3a[aHus YNOSIHOMOYEHHOro dpefepansHOro opraHa UCMOfHUTENbHOMW
BMacTu C NpunoxeHmem HeobxoanMbIX JOKYMEHTOB, YKka3daHHbIX B nyHkTax 11 - 14 yactn 3 ctatbn 18 HacTosLwero
depnepanbHOro 3akoHa.

2. [okyMeHTbl, cogepXallmMecss B PerucTpaLMoHHOM [OCbe M MOCTYNUBLUME B 3KCMEPTHOE Y4YpexaeHue,
COBET MO 3TWKE [Nsl OCYLUECTBMEHMS UX SKCMEPTU3bl B LENAX MNOMyyYeHUs paspelleHrsl Ha npoBefeHue
KNMMHUYECKOrO MCCNeAoBaHUS NieKapCTBEHHOMO nNpenapaTa Anst MEQULMHCKOrO MPMMEHEHUs, noanexaT Bo3BpaTy B
YNONHOMOYEHHbIN  dpefepanbHbii  OpraH  UCMOJSTHATENbHOW  BracTU  OAHOBPEMEHHO C  3aKIOYEHUAMU
COOTBETCTBYIOLLMX IKCNEPTUS.

Ctatbs 21. I'IonyquMe pa3pelieHna Ha npoBegeHne KIMMHNYeCKoro wuccregoBaHnda JeKkapCTBeHHOro
npenapara gna meanunHCKoro npmMeHeHunaA

1. B cpok, He npeBbIWaloWmMn NATK paboynx OHEN CO AHA NMONyYeHUs 3aKMoYeHUn, yka3aHHbIX B cTatbe 20
HacTodawero @egepanbHOrO 3aKkoHA, YMONIHOMOYEHHbI  dhedeparnbHbIii  OpraH  WUCMOSIHUTENBHOM  BracTu
OCYLLIECTBMSIET OLIEHKY MOCTYMNMBLUMX 3aKIMIOYEHUN ONS OnpefeneHns Ux COOTBETCTBUS 3aaHUSAM Ha NpoBefeHue
COOTBETCTBYIOLLMX 3KCMEPTU3 U YBEOOMMSIET 3asiBUTENS B MUCbMEHHOW (hopMe O pesynbTatax MpoBeAeHHbIX
3KCMEPTM3 U O BO3MOXHOCTU UMM HEBO3MOXXHOCTM BblgauM 3asiBUTENIO pa3peLleHns Ha NpoBeaeHNe KITMHNYECKOro
nccnenoBaHus NekapCTBEHHOO npenapara aAnsg MeguUUHCKOro NPUMEHEHUS.

2. Tpn NpUHATUM pelleHus O BO3MOXHOCTW Bblgaun paspelleHnss Ha nNpoBedeHMe KITMHUYECKOro
nccrneoBaHUsl NeKapCTBEHHOrO npenapaTta Anst MeguuUMHCKOro MPUMEHEHUS YNOMHOMOYEHHBIN dheaeparnbHbii
opraH UCMNOMHUTENBbHOW BNAcTy NpMOCTaHaBNMBAET NPOBeAEHME FOCYAAaPCTBEHHON perncTpauumn nekapCTBEHHOTO
npenapata 0O OHA MNOAaudy 3asiBUTENIEM B YMNOSHOMOYEHHBLIN diedepanbHbIi opraH MCMOSIHUTENbHOW BNacTu
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03(pea. ot 25.06.2012)"06 [okymeHT npepoctasneH KoHcynbTaHTI0C
obpalleHnn NekapcTBEHHbIX CpeacTB” [ata coxpaHeHusi: 04.02.2013

3asIBMIeHNs1 O MOMYyYEeHUM paspeLLeHnss Ha NpoBeAeHNe KIMHUYECKOro UCCIeaoBaHNs NeKkapcTBEHHOro npenapaTa
AN MeAMLUHCKOIO NMPUMEHEHUS.

3. B cnyyae npuHATUS pelueHuss 0 HEBO3MOXHOCTU Bbldayu paspeLleHnsl Ha NpoBeAeHue KIMHUYECKOro
nccnegoBaHnsa nekapcTBEHHOro npenapaTta Ans MeOuUMHCKOrO MPUMEHEHMS YNONHOMOYEHHbIN deaeparbHblii
opraH MCMOMHWUTENbHOW BMacTM NpekpawaeT npoueaypy rocy4apCTBEHHON perMcTpaumyM fekapCTBEHHOMO
npenapara.

Cratba 22. PeweHne o npoBeaeHnn KIMHN4YEeCKOro wuccrneagoBaHuna JieKkapCTBEHHOro npenaparta And
MeaNLNHCKOIo NnpuMeHeHuns

1. [Anga nony4veHus paspelleHnsa Ha NpoBeAeHne KIMHUYECKOrO UCCIeLOBaHNs NIEKapCTBEHHOrO npenapara
ONs MeOuLMHCKOrO MNPUMEHEHMs1 3asBUTENb NpPeACcTaBnsieT B YMNONIHOMOYEHHbIM hbeaepanbHbIi  OpraH
NCNONHUTENBHOW BNacTu:

1) 3asBrNeHne O NoNy4YeHUn paspeLleHmnst Ha NPoBeAEHNE AAaHHOTO KIMHUYECKOrO NCCNEeSOBaHNS;

2) cBepeHnsa o6 onbiTe paboTbl MccrnegoBaTenem Mo COOTBETCTBYHOLIMM CREUManbHOCTAM M MX OMbiTe
paboTkbl N0 NPOBEAEHUIO KIMHUYECKUX UCCNeaoBaHuNg;

3) konuio pgoroBopa 06A3aTENbHONO CTPaxXOBaHUSA >KU3HW, 340POBbA NAUMEHTOB, Y4acTBYOLMUX B
KMMHUYECKOM WCCreoBaHUM fiekapCTBEHHOrO npenapaTta AN MeAULMHCKOro MpUMEHeHus (nanee - LOroBop
005A3aTenbHOro0  CTpaxoBaHWsl), 3aKMYEHHOrO0 B COOTBETCTBMM C  TUMOBLIMM MpaBunamu obsizaTenbHoOro
CTPaxoOBaHUS XW3HW, 340pPOBbsl MaLMEHTa, Yy4acTBYKOLIEro B KIMHUYECKOM WCCNEeAOBaHUN JeKapCTBEHHOMO
npenapaTa 4ns MeauLMHCKOro NpMMeEHeHUs, yTBepxaeHHbIMu MNMpaButenscTBom Poccunckon ®epepaumm (oanee -
TUMNOBbIE MpaBuna o00s3aTenbHOro CTpaxoBaHMs), C YyKasaHWeM MpefernibHOM YUCNEHHOCTU MNaLMEeHTOB,
Y4YacTBYHOLIUX B KIMHUYECKOM UCCIed0BaHMKN NleKapCTBEHHOMO Npenaparta ans MeguuuHCKOro NpuMeHeHus;

(n. 3 B peq. PegepanbHoro 3akoHa ot 29.11.2010 N 313-03)

4) cBefeHWss O MEAWLMHCKMX OpraHu3aumsix, B KOTOpbIX Mpearonaraetcsi npoBeAeHUe KIMHUYECKMX
nUccrnenoBaHU  NEeKapCTBEHHOro npenapata  Ans MeauUMHCKOrO MPUMEHEeHUs (MoNnHoe U COKpalleHHoe
HavMeHOBaHWsi, OpraHn3aunoHHo-NpaBoBasi opma, MECTO HAXOXAEHMSI U MECTO OCYLLECTBIEHUS OeATENbHOCTY,
TenedoH, Tenecdakc, agpec ANEKTPOHHOW NOYTbl MEAULIMHCKOW OpraHn3aumm);

(n. 4 B peq. PegepanpHoro 3akoHa ot 29.11.2010 N 313-d3)

5) npegnonaraemble CPOKM MPOBeAEeHWst KIMHWYECKOro WCCrefoBaHWsl NeKkapCTBEHHOro npenaparta Ans
MeOMLMHCKOro NPUMEHEHMS.

(n. 5 BBegeH deaepanbHbiM 3akoHOM OT 11.10.2010 N 271-03)

2. B cpok, He npeBblWaWmMi AT paboumx AHEN CO OHA MPUHSTUSA YKa3aHHOrO B 4acTu 1 HacTosILEN
cTaTbl 3asiBNEHMS C NPUIIOXKEHNMEM HeOOXOOMMbIX [OKYMEHTOB, YMONMHOMOYEHHbIN defdepanbHbli  opraH
NCMOMHNTENBHOWN BNAcTU:

1) npoBOAMT NPOBEPKY MOMHOTbI M [OCTOBEPHOCTM CBEAEHWUN, copepXaliuxcsi B MNpefcTaBrieHHbIX
3asBUTENEM MaTepuanax;

2) npvHUMaeT pelleHne O Bblgave paspelleHuss Ha NpoBefeHWe  KMMHWMYECKOTo  UccrnefoBaHus
nekapCcTBEeHHOro npenapaTta Anst MeguUmMHCKOro NpuMeHeHust unm ob otkase B BblAade yKa3aHHOro paspeLUeHus;

3) yBegoMnsieT B MMCbMEHHOWN (hopMe 3asiBUTENS O NMPUHSATOM PELLEHUMU UMK B Criydae oTkasa C ykasaHueMm
MPUYMH TaKOro 0TKas3a;

4) BblJaeT paspelleHne Ha npoBedeHMe KIMHUYECKOrO UCCRefoBaHUSA NeKapCTBEHHOrO npenaparta ans
MEOULUMHCKOrO MPUMEHEHUS B  MOPSAKE, YCTAHOBIIEHHOM  YMNOMHOMOYEHHBIM  dhefdepanbHbiM — OpraHom
NCMOMHNTENBHOWM BNAacTu.

3. OcHoBaHMsIMM anNs OTkasa B Bblgade paspelleHus Ha NpoBedeHMe KIMHUYECKOro MccneaoBaHus
NeKkapCTBEHHOro MnpenapaTta AN MEeOUUMHCKOTO MNPUMEHEHUs] SBMAKTCA HenpencTaBfieHne [OOKYMEHTOB,
yKa3aHHbIX B YacTu 1 HacTosllen CcTaTbWM, HECOOTBETCTBUE COAEPXKaHUSA MpeacTaBfeHHbIX [OOKYMEHTOB
TpeboBaHuaM HacTosuwero ®PenepanbHOro 3akoHa MO0 HanMUuMe 3aKMYEHUsT KOMUCCUMM  SKCMEPTOB UK
3aKNIOYEHMS COBeTa MO 3TUKE O HEBO3MOXHOCTW MPOBEAEHUS KIMHUYECKOrO WUCCIeAoBaHUs NeKapCTBEHHOMO
npenapaTta Ansi MeOWUUMHCKOrO MPUMEHEHUs1 Mo pesynbTaTam MpPOBeAEeHHbIX 3KCMepTU3, MnpeayCMOTPEHHbIX
ctatbern 20 HacTosiwero degepanbHOro 3akoHa.

(vactb 3 B peq. PegepanbHoro 3akoHa ot 11.10.2010 N 271-93)

Ctatbs 23. 3KCI'IepTVI3a Ka4vecCTBa JieKapCTBEeHHOro cpeacrtea U 3KkCcnepTtmn3a OTHOLLEeHUA oXngaemomn nosnb3abl
K BOSMOXHOMY PUCKY NMpUMeHeHNA nekapCTBeHHOro npenapara Anda MegumunHCKoro npuMmeHeHuna
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03(pea. ot 25.06.2012)"06 [okymeHT npepoctasneH KoHcynbTaHTI0C
obpalleHnn NekapcTBEHHbIX CpeacTB” [ata coxpaHeHusi: 04.02.2013

1. OkcnepTu3a kayecTBa I€KapCTBEHHOrO CpeacTBa M 3KCMepTM3a OTHOLIEHUSA OXMOAEMOW Mnofb3bl K
BO3MOXHOMY PWUCKY MPUMEHEHMS IeKapCTBEHHOro npenapata AN MeauUMHCKOrO MPUMEHEHUs, COCTaBreHue
KOMMUCCHAMM SKCMEPTOB 3aKMOYEHU MO pesyrnbTaTtamM NPOBEAEHHbIX 3KCMEPTU3 U HanNpaBieHNe TakuxX 3aKknoyYeHnn
B YMOMHOMOYEHHbIN (beepanbHbli OpraH UCNONTHUTENBHOM BNACTU OCYLLECTBASIOTCA B CPOK, HE MpeBbillaloLnii
cTa pJecatn paboymx OHeW CcO [OdHS MOMyYeHUst IKCMEpPTHbIM YYpEexAeHMeM COOTBETCTBYIOLLEro 3adaHus
YNONTHOMOYEHHOIO heaepansHOro opraHa UCMONHUTENBbHOW BracTu C AOKYMEHTaMW, yKasaHHbIMKU B NyHKTax 1 - 8,
15 - 17 vactm 3 cratbnm 18 Hactodwero PepepanbHOro 3akoHa, M OT4YeTa O NPOBEAEHHOM KITMHUYECKOM
nccnegoBaHUKM NekapcTBEHHOro npenapara ansg MeguuuHCKoro npuMeHeHus.

2. Ina npoBedeHWs yKasaHHbIX B 4YacTum 1 HacTosWen cTaTbW SKCnepTus 3asdBuTenb npeacraBnser B
YNOSIHOMOYEHHbIN dheaepanbHbli OpraH NCNOMHUTENBHOW BNacTu:

1) 3asiBNeHne 0 BO30OHOBMNEHUN roCygapCTBEHHOM perncTpauumn iekapcTBEHHOrO nNpenapaTta v NpoBeAeHUn
yKasaHHbIX B YacTh 1 HaCTOSLLEN cTaTbW 3KCNEPTU3;

2) OT4eT O MPOBEAEHHOM KIMHUYECKOM WCCNeaoBaHWM NEeKapCTBEHHOro npenapata Ans MeguuMHCKOro
NpUMeHeHs;

3) ODOKYMEHT, MOATBEPXKAAIOLWMI yNnaTy rocygapCTBEHHON MOLWMMHLI 32 NMPOBEAEHNE SKCNepTM3bl KayecTBa
NeKkapCTBEHHOrO0 CPeAcTBa U IKCMEPTU3bl OTHOLUEHMS OXMOAEMOW MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHMWS
nekapCTBEHHOro npenapaTta Ans MeguUmMHCKOro NPUMEHEHUS NPW ero rocyaapCTBEHHON perncTpaumu.

3. B cpok, He npeBbllaWMN NATU pabounx AHEN CO OHS MPUHATUSA 3asdBeHUs C OOKYyMEeHTamu,
yKaszaHHbIMW B YacTh 1 M NyHKTax 2 M 3 4YacTu 2 HacTosIWEN CTaTbW, YNONHOMOYEHHLIN heaeparnbHbli opraH
WCNONHUTENBHOW BNacTu:

1) NpoBOAMT MNPOBEPKY MOMHOTbI [AaHHbIX, COAEPXAaLUMXCA B NpPeAcTaBieHHOM 3asiBUTENEM OT4YeTe O
npoBefeHUN KNMHUYECKOro UCCeoBaHNA nekapcTBeHHOro npenapara Ans MeauUnHCKOro NpUMeHeHus;

2) NnpyHMMaeT pelleHne o BO30OHOBMEHMM TOCYAApPCTBEHHOW perMcTpauMm NekapcTBEHHOro npenapata u
NPOBEAEHUN YKa3aHHbIX B 4YacTy 1 HacToslen cTaTbM IKCMepTM3 unmM 06 oTkase B BO30OHOBMNEHUM
rocy4apCTBEHHOWN perncTpaunm nekapCTBEHHOro npenapaTa ANns MeauuMHCKOro NpUMMEHEHNs U NpoBeAEHUN Takux
3KCNepTms;

3) yBegomMnsieT B NUCbMEHHOW hopMe 3asiBUTENSA O MPUHATOM PELLUEHUN Unn B Cnyvae oTkasa C yka3aHuem
MPUYMH TAKOro OTKa3a.

4. OcHoBaHMeM Ang OoTka3a B BO30OHOBMNEHMM rocyaapCTBEHHON perncTpauum nekapCTBEHHOro npenapara u
NPOBEAEHUN YKasaHHbIX B 4YacTu 1 HacTosen CcTaTbM IKCMEpPTU3 SABNAETCs MpeacTaBreHne [OKYMEHTOB,
yKa3aHHbIX B 4actu 1 m nyHkTax 2 M 3 4acTu 2 HacTosLEW CTaTbW, B HEMNOfIHOM obbeme unu oTyeTa o
NpoBeeHHOM KMMHMYECKOM UCCneoBaHUM NeKkapCTBEHHOro npenapata Ans MegUUUHCKOrO MPUMEHEHUs, He
cofep)KaLlero McyepnbiBatoLLEero nepeyHsi HEOOXOAMMbIX CBEAEHUN.

5. B TeueHne nsaTHaguaTn paboymx OHEW CO OHSA MONyYEHUS PEeLUEeHUs YNONHOMOYEHHOro eaepanbHoro
opraHa MCMOoSIHUTENbHON BNacTh 0 BO30OHOBIEHNM FOCYAapCTBEHHOW perMcTpaumnm NekapcTBEHHOro npenapara u
NpOBEeAEeHUN yKa3aHHbIX B 4YacTM 1 HacTosIlen cTaTbW 3KCMepTU3 3asBUTeNb MNpeacTaBnser B 3KCNepTHoe
yypexgeHue Ans npoBeAeHUs 3JKCNepTM3bl KayecTBa ekapCTBEHHOro cpeactBa obpasubl fekapCTBEHHOro
npenapata Ans  MEeOULMHCKOTO  MPYMEHEHWs, MNpOou3BeOeHHOro B COOTBETCTBUM C  TpebosaHuaMM
ONbITHO-NPOMBILLFIEHHOTO U (MK) MPOMBILLIIEHHOIO PerfnaMeHToB, YTBEPXKOEHHbIX PyKOBOAUTENEM NPOU3BOANTENS
nekapCcTBEHHbIX CPeAcTB, a Takke B COOTBETCTBYWOLLMX crydasx obpasel dapmaueBTM4eckon cybcTtaHumum,
TecT-lTaMMa MUKPOOPraHM3MOB, KyNnbTypbl KNeTok, obpasubl BewecTB, NPMMEHAEMbIX A58 KOHTPOMs KayecTsa
NneKkapcTBEHHOro cpeactBa NyTeM CpPaBHEHUS C HUMW MUCCNeayeMoro rnekapcTBEHHOro cpeacTtsa, B KonmyecTtsax,
HeobXxo4MMbIX 4N BOCNPOM3BEeAEeHNSt METOAOB KOHTPONS KadecTBa.

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

6. Mpun nonydeHun obpasLOB fekapCTBEHHOro npenapata u dapmaueBTUYECKON CYDCTaHUMM 3KCNepTHOe
yypexaeHue BblAAeT 3asiBUTEN0 OOKYMEHT, MOATBEPXKAAMLIMIA NONyYEHUE yKa3aHHbIX 0OpasuoB, U B CPOK, He
npeBbllWaWMA  Tpex paboymx [Hew, yBeOooOMNSAeT B MNUCbMEHHOW dopMe 006 3TOM  YNOMHOMOYEHHbIN
tbeaepanbHbIA OpraH UCNOMHUTENBHOW BNACTMU.

7. Cpok Ons npeactaBneHus 3assButeneM obpasuoB NeKapCTBEHHOro npenapaTta u dapmaueBTUYecKon
cybcTaHuumM 1 CpoK YBEAOMIEHUSI IKCMEPTHBLIM y4pexaeHneM 06 3TOM B MUCbMEHHOW hopme YyNOrIHOMOYEHHOTO
defepanbHOro opraHa UCMONHUTENbBHON BNACTW, YKa3aHHbIe B 4acTax 5 1 6 HACTOALEN CTaTby, HE BKIOYAKOTCS B
CPOK NpoBeAeHNs yKasaHHbIX B YacTu 1 HaCTosALLen CTaTbu 3KCNepPTHS3.

8. [IoKyMeHTbI, MOCTYNMBLUME B 3KCNEPTHOE yupexaeHne Ang npoBefeHUs yKkasaHHbIX B 4acTu 1 HacTosiLen
cTaTbM 3KCNEepTM3, noarnexar BOo3BpaTy B YMNOMHOMOYEHHbIM dedeparbHbld OpraH WMCNONHUTENbHOW BRacTu
OZIHOBPEMEHHO C 3aKMiYeHNSMN No pesdynbTaTaM yKasaHHbIX 3KCNepTU3.
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CraTtbsi 24. QkcnepTu3a kayecTBa JIekapCTBEHHOrO CpeacTBa U SKCMepTM3a OTHOLLIEHNUS OXMAAEMON NOMb3bl
K BO3MOXXHOMY PUCKY NMPUMEHEHUS NEKapCTBEHHOMO Npenaparta Ansi BETEPUHAPHOIo NpUMeHeHMs

1. OkcnepTm3a kavecTBa FEeKapCTBEHHOrO CpeacTBa M 3KCMEepTU3a OTHOLIEHMS OXMAAEeMOW Monb3bl K
BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro npenaparta Ansd BeTEepUHapHOro MpUMMEHeHUsl, CocTaBleHue
KOMMUCCHAMM IKCMEPTOB 3aKMOYEHUIN NO pe3ynbTaTaM yKasaHHbIX 3KCMepTU3 1 HanpasrieHne Taknx 3akmnoyeHn B
YMOMHOMOYEHHbIN dpeaepanbHbIi OpraH UCMONMHUTENBHON BNACTU OCYLLECTBASAIOTCA B CPOK, HE MPEeBbILLAOLLNA cTa
OecsTn paboymx OHEW CO OHSI MOMyYeHWst 9KCMEPTHBIM YYpeXaeHNeM 3adaHus YNoNTHOMOYEHHOro doeeparnbHOro
opraHa UCMOMHUTENBHOW BRIAaCTU C JOKYMEHTaMu, ykasaHHbIMK B NyHKTax 1 - 8, 10, nognyHkTtax "a" - "g", "x" - "m",
"n" - "g" nyHkTa 16 n nyHkTe 17 yactn 3 ctaTbk 18 HacTodwero ®efepanbHOro 3akoHa.

2. B TeuyeHve nsTHaguaTn paboymx OHEW CO OHS MONyYEHMS PELUEeHUs YNONHOMOYEHHOro deaepanbHoro
opraHa MCNoOJSIHWUTENbHON BNAcTu O MPOBEAEHUM yKa3aHHbIX B YacTy 1 HacTosien cTaTbM 3KCNepTM3 3asBUTENb
npeacTaBnseT B 9KCNEPTHOE YYpexaeHwe Ans NpOBEAEeHWUs 9KCNepTu3bl KayecTBa NEeKkapCTBEHHOro cpeactsa
obpasubl NeKkapCTBEHHOro npenapaTta Afs BETEPUHApPHOro MPUMEHEHUs, MPOU3BEOEHHOro B COOTBETCTBMM C
TpeboBaHMAMMN TEXHOMOMMYECKNX PErMaMeHTOB, YTBEPKAEHHbIX PyKOBOAUTENEM MPOU3BOANTENS NEKapCTBEHHbIX
CPeAcTB, a Takke obpasel hapmaLeBTU4ECKON CybCTaHLMN B KONnyecTsax, HE06X0AMMbIX 45151 BOCNPOU3BEAEHUS
METOAOB KOHTPOSISA KavyecTBa.

3. MNpwn nony4vyeHnn obpasLoB NeKapCTBEHHOro npenaparta n gapmaueBTUYeCcKOn CybcTaHuMM aKCnepTHoe
yypexaeHue BbiAaeT 3asiBUTEN0 OOKYMEHT, MOATBEPXKAAOLWMIA NOMyYeHNe ykadaHHbIX 00pasuoB, U B CPOK, He
npeBbllWaWmi  Tpex pabounmx [Hew, yBeOooMNsAeT B MNUCbMEHHOW dopMe 06 3STOM  YNOMHOMOYEHHBIN
deaepanbHbIi OpraH NCNOSTHUTENBHOW BacTMU.

4. Cpok gns npefcTtaBrieHnst 3asiBuTenem o0pasuoB fekapCTBEHHOro npenaparta u dapMaueBTUYECKOn
cybCcTaHUuM 1 CpoK YBEOOMIEHUS] IKCMEPTHBLIM y4pexaeHneM o6 3TOM B MUCbMEHHOW hopmMe YNONHOMOYEHHOTO
dheaepanbHOro opraHa UCMOSTHUTENBHOW BNACTK, YKa3aHHbIE B 4acTAX 2 U 3 HACTOSILLEN CTaTby, HE BKIOYAKTCS B
CPOK NpoBeAeHMs yKa3aHHbIX B YacTu 1 HACTosALen CTaTbu 9KCNepTHs.

5. JoKyMeHTbI, MOCTYNUBLUME B IKCMEPTHOE yUYpexaeHne AN NpoBeAeHNs ykasaHHbIX B YacTu 1 HacToswen
cTaTbu 9KCMEpPTWU3, noanexar BO3BpaTy B YMNOMHOMOYEHHbIN eaeparnbHblil OpraH WCMONMHUTENbHOW BNactu
O[HOBPEMEHHO C 3aKIMYEHUAMN NO pe3yrnbTaTam yKasaHHbIX 9KCNepTus.

CraTbs 25. [NoBTOpHOE NpoBeAeHme 3KCNepTM3bl MEKapCTBEHHbIX CPEACTB N 3TUYECKON 3KCNepTusbl

1. B cnyyasx HegocTtaTO4HOM OBOCHOBAHHOCTWM MMM HEMOMHOTHI 3aKMYeHWst KOMUCCUM 9KCMepToB wUnu
coBeTa MO OTUKE, HanMuns B HeM MPOTUBOPEUUBLIX [AaHHbIX, danbcudukaumm BbIBOOOB SKCNEpTU3bl
neKkapcTBEHHOro CpeacTBa U (Mnn) 3TUHECKON IKCNEPTU3bI, COKPBLITUSA OT YNOSHOMOYEHHOro befiepanbHoro opraHa
NCMNOSTHUTENBHOW BNacTM OCHOBaHWI ANA OTBOAA 3KCnepTa BCreACTBUE ero 3anHTepecoBaHHOCTU B pesyrbTartax
COOTBETCTBYIOLLEN IKCMEPTU3bl, HanmuMuna AaHHblX O NpPAMOM NGO KOCBEHHOM BMeLLaTeNnbCTBE B NpoLecc
COOTBETCTBYIOLLEN 3KCNEPTU3bI KL, HE YyYacTBYOLMX B ee NpoBedeHMN, HO OKas3aBLUMX BIIMSIHWE Ha npoLecc u
pe3ynbTaTthl ee NpoBefeHus, YNONMHOMOYeHHbIM dyefeparnbHbiM OpraHoOM UCMOMHUTENbHOW BNacTu Has3HavyaeTtcs
NMOBTOPHAs 3KCnepTM3a fiekapCTBEHHOro CPeAacTBa U (Unn) aTudeckas akcnepTmaa.

2. TloBTOopHas 9aKcnepTM3a FeKapCTBEHHOrO cpeacTBa MPOBOAUTCA B CPOK, YCTaAHOBMEHHbIN
YNONTHOMOYEHHbIM (befeparnbHbIM OPraHOM UCMOMHUTENBbHOW BNACTV M He NpeBbIWatoLWwmnin copoka pabounx gHewn
CO OHS NOMyYeHUs1 SKCNEPTHLIM YYPEXAEHNEM 3afaHNs Ha NpPoBeAeHNe NOBTOPHOW 3KCMepTU3bl NeKapCTBEHHOMO
cpeacTBa, NMOBTOPHasA 3aTMYeckas 3KCMepTu3a - B CPOK, He MpeBblalowmnn naTHaguaTn pabounx OHen co AOHSA
norfy4YeHUs COBETOM MO 3TUKE 3aJaHusa Ha NpoBefeHWe NOBTOPHOW 3TUHECKON IKCNEPTUSbI.

3. ®uHaHcoBOe obecrneyeHne BbINOMHEHUA 3af4aHWMA  Ha MpoBedeHMe MOBTOPHOW  3KCMepTu3bl
neKkapcTBEHHOro cpeacTBa He OCYLECTBMSETCH, U CpeicTBa, MNepeyncrieHHble paHee Ha MnpoBedeHMe Takon
3KCMepTW3bl, MOANEeXaT BO3BpaTy B dhefepanbHbIv BlogxeT.

Crtatba 26. YckopeHHas npouenypa aKCcrnepTusbl NeKapCTBEHHbIX CPEACTB

1. YckopeHHasi npoueaypa 3KCnepTM3bl NeKapCTBEHHbIX CPeACTB B LIENSX rocy4apCTBEHHOW pervcTpauum
NeKapCTBEHHbIX MPenapaToB NPUMEHSIETCS] B OTHOLLEHMM BOCMPOM3BEAEHHbIX NleKapCTBEHHbIX npenapaTos. pu
npoBeAeHUN TakoW npoueaypbl MPeACTaBnATCA WHGOPMauWs, NonyvyeHHas Npu NpoBeAEeHUU KIMHUYECKMX
nccnefoBaHWn NeKkapcTBEHHbLIX MpernapaToB U onybnukoBaHHas B CNeLuanu3npoBaHHbIX NevaTHbIX U34aHusIX, a
Takke [OOKYMEHTbI, cofepXaliue pesynbTaTbl UCCMefoBaHWUs GUO3KBUBANEHTHOCTM U (MNM) TepaneBTUYECKOM
9KBUBANEHTHOCTU NeKapCTBEHHOro npenaparta Ans MeguLMHCKOrO MPUMEHEHUS Unu pe3ynbTaTbl UCCrneaoBaHus
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BG1O3KBUBANEHTHOCTUN NIEKAPCTBEHHOIO NpenapaTa Ansg BETEPUHapHOro NPYMEHEHNS.

2. YcKkopeHHas npouegypa 9KCNepTusbl MeKapCTBEHHbIX CPEACTB He MNPUMEHSeTCS B OTHOLUEHWUU
NMMYHOBMONOrMYECKNX NeKapCTBEHHbIX MpenapaToB, NpenapaTtoB WHCYNMHa W feKapCTBEHHbIX NpenapaTtos,
BrepBble pernctpupyembix B Poccuiickon ®egepaumu.

3. YckopeHHas npoueaypa  SKCNepTu3bl  NEKapCTBEHHbIX CPEACTB  MNPOBOAUTCSA MO PEeLUeHUto
COOTBETCTBYHOLLEr0 YNONHOMOYEHHOrO dheeparnbHOro opraHa MCNONHUTENBHON BNACTW B CPOK, HE NPEBbILLAoLLNIA
wectugecatn pabounx gHen. MNMpu 3TOM aKCnepTn3a AOKYMEHTOB, COAEpXaLUMXCa B PErMcTpaumMoHHOM Aocke, AnS
MonMy4YeHuUs1 paspelleHus Ha MpoBedeHNE KITMHUYECKOr0 WCCNefOBaHUSA JIeKapCTBEHHOro npenaparta Ans
MEeOMLMHCKOrO NPUMEHEHNST U 3TUYEeCcKasi IKCnepTm3a NPOBOAATCH B CPOK, HE NPEBbIIALWUN NATHagUaT1 pabo4vmx
OHEN, 9KCnepTu3a KavecTBa JlIekapCTBEHHOIO CPeAcTBa W 3KCMepTu3a OTHOLWIEHMS OXWAAeMOW nofb3bl K
BO3MOXHOMY PUCKY NMPMMEHEHWS NIEKapCTBEHHOrO npenapara - B CPOK, He MPEBbILALWMIA CopoKa NATU pabo4mx
JHEen.

4. YckopeHHas npouegypa SKCnepTu3bl NeKapCTBEHHbIX CPeACcTB NMPOBOAUTCA B MOPSAKE, YCTaHOBMEHHOM
ctatbsaMn 17 - 20, 23 n 24 Hactosiwero depepanbHOro 3akoHa, U He O3Ha4daeT CHWXeHust TpeboBaHun K
6e3onacHOCTH, Ka4ecTBY M IMPEKTUBHOCTM NeKapCTBEHHbIX NpenapaTos.

Cratba 27. PewweHne o0 rocygapCTBEHHON perncTpaumnmn nekapcTBeHHOro npenapara

1. B cpok, He npeBbIWaowWmi NATU paboynx OHEN CO OHS NOMyYeHUs 3aKmioYeHUn KOMUCCUM KCMEPTOB MO
pesynbTaTamM 3KCMEepTM3bl Ka4ecTBa JIEKAPCTBEHHOrO CPeACcTBa WM 9KCMEPTU3bl OTHOLUEHUS OXMAaeMOW Nosb3bl K
BO3MOXHOMY  PUCKY MNPUWMEHEHWs  JleKapCTBEHHOrO npenapara, COOTBETCTBYWOLIMA  YNOHOMOYEHHbIN
deaepanbHbIi opraH UCNOSTHUTENBHOW BNACTU:

1) ocylecTBNsieT OLEHKY TaKMX 3aKMYeHUn Ans onpedeneHns UX COOTBETCTBUS 3a4aHuI0 Ha NpoBedeHue
yKa3aHHbIX 3KCNepTus;

2) NpUHMMaeT pelleHne O rocydapCTBEHHOW perncrpauuu nekapcTBEeHHOro npenaparta unm ob oTkase B
rocy4apCTBEHHOWN pernctpaumm nekapcTBEHHOro npenapara;

3) BHOCUT NpW NPUHATUM PELLEHUS O FOCYLapCTBEHHOW perncTpauum nekapcTBEHHOro npenapara gaHHble O
3aperncTpupoBaHHOM NEeKapCTBEHHOM Mpenapare, B TOM Yucne o papmMaLeBTUYEeCKoN CybCcTaHLMn, BXOASLWEN B
COCTaB fekapCTBEHHOro npenapaTa, B rocyAapCTBEHHbIA PEECTP fNeKkapCTBEHHbIX CPEACTB U BblAaeT 3asiBUTENO
perncTpaumMoHHOe  YAOCTOBEpEeHWe  fekapCTBEHHOro  npenapata, ¢opma  KOTOpOro  yTBepXKgaeTcs
YNONTHOMOYEHHbIM  befepanbHbIM ~ OPraHoOM  WCMOMHUTENbHOW  BNacTW,  COMNMacoBaHHblE  HOPMATUBHYIO
OOKYMEHTaLMI0, HOPMAaTMBHBIA OOKYMEHT, UHCTPYKLUIO MO MPUMMEHEHMWIO NIEKapCTBEHHOMO MpenapaTta U MakeTbl
NepPBUYHON YNaKOBKN U BTOPUYHOM (MOTPEOUTENBCKOM) YNAaKOBKN C YKa3aHMEM Ha HUX HOMepa PerncTpaLMoHHOro
YAOCTOBEPEHUST NIEKapCTBEHHOIO Npenaparta v AaTbl ero rocyaAapCTBEHHOW perncTpauum nunm B cnyvyae npuHATUS
pelleHns 00 OTKa3e B rocygapCTBEHHOW pervctpaumy fekapCcTBEHHOro npenaparta yBeAOMMseT B NMUCbMEHHON
dopme 3asaBuTENS 06 3TOM C yKazaHMeM NPUYMH TaKoro oTkasa.

2. OcHoBaHMeM [ OTka3a B rOCyAapCTBEHHOW peructpauumn fekapCTBEHHOro npenapata SABnseTcs
pelleHne COOTBETCTBYIOLLEr0 YMNONTHOMOYEHHOro hbeaepanbHOro opraHa WUCMOMHUMTENbHOW Bractu O TOM, YTO
KayectBO UK (unu) 3P EPEKTUBHOCTL PErMCTPUPYEMOro NEKApPCTBEHHOrO npernapata He MOATBEpPXXOEHbI
NOMNy4YeHHbIMWU LaHHBIMU UM YTO PUCK NPUYMHEHUS Bpeda 340POBbH YEeNoBEKa WIM XMBOTHOMO BCREACTBME
npuema nekapcTBEHHOro npenapara npeBbIlWaeT 3PHEKTUBHOCTb €r0 NPUMEHEHNS.

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

3. lMpu rocyoapCTBEHHON perncTpaummn NekapcTBEHHOro npenapaTa, BKMHOYEHHOTO B MepeyvYeHb XWU3HEHHO
HeOoOXO4MMbIX U BaXXKHEMNLLMX NEKAPCTBEHHBIX NMpenapaToB, HE0OX0AUMbIE AaHHble 3aHOCATCS B rOCYAapCTBEHHbIN
peecTp npefernbHbiX OTMYCKHbIX LeH NPOM3BOAMTENEN Ha NEeKapCTBEHHbIE Mpenaparbl, BKIMOYEHHbIE B YKa3aHHbIN
nepeYveHsb.

Cratba 28. PeructpauMoHHOe yOoCTOBEPEHME NTEKAapPCTBEHHOIO NpenapaTa

1. PerncrpaunoHHoe ygocToBepeHue fnekapCTBEeHHOro rnpenapata C ykasaHueM NeKapCTBeHHbIX hopMm U
AO3NPOBOK BblAaeTca 6GeccpoyHO, 3a UCKMOYEHUEM PEerMcTpaumoHHOrO  YAOCTOBEPEHUS MeKapCTBEHHOro
npenapaTa, BblJaBaemMoro CO CPOKOM [AEWCTBMA NATb IeT, Ha BrepBble peructpupyemble B Poccuinckon
denepaumn nekapcTBeHHbIE NpenaparTbl.

2. Mo ncTeyeHUn ykasaHHOro B YacTu 1 HacTosLeln cTaTbl Cpoka BblgaeTca 6eccpoyHoe perncTpaumoHHoe
YAOCTOBEPEHWNE NeKapCTBEHHOrO Npenapara npu ycrnosuv NoaTBepXaeHus ero rocygapcTBeHHON perncrpauum.
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Cratbs 29. MoateepxaeHWe rocyaapCcTBEHHON PerMcTpaLmm ekapcTBEHHOTO Npenapara

1. lMoaTteepxaeHne rocynapcTBEHHOM pervcTpauvyM NeKapCTBEHHOro npenapaTta OCYyLWeCTBAseTcs npu
Bblgaye ©6eCccpoyvyHOro perucTpaumMoHHOro YAOCTOBEPEHUS MEKapCTBEHHOro npenaparta B cry4vae, yka3aHHOM B
yactm 2 ctatbh 28 Hactosdwero denepanbHOro 3akoHa, B CPOK, He MpeBbillaloWmii AeBaHoOCTa paboymx gHen co
OHS  MOmNyyYeHUs COOTBETCTBYHOLUMM YNONHOMOYEHHbIM defepanbHbiM  OpraHOM  UCMOMHUTENBHOW BNacTu
3asBNeHNs O NOATBEPXKAEHMM rOCYAapCTBEHHOM perucTpauumn nekapcTBEHHOro npenapara, 0OpPMIEHHOMO B
COOTBETCTBMM C YacTbto 2 ctatbk 18 HacTosiwero ®egepanbHOro 3akoHa.

2. TopTBepXOeHne rocydapCTBEHHOW perncTpaumm IeKkapCTBEHHOro mnpenapaTta OCyLecTBRseTcs Mo
pe3ynbTataM 3KCMepTMU3bl OTHOLLEHUS OXWOAEMOWN MONb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS] NEKapCTBEHHOro
npenapaTta, a TaKKe 9SKCNEepTM3bl KayecTBa JIEKAPCTBEHHOro cpeacTBa, MPOBOAUMON B Criyd4ae BHECEHWUsI
N3MEHEHNI B HOPMATUBHYIO JOKYMEHTALMIO UM HOPMATUBHbIA AOKYMEHT.

(vacTb 2 B peq. ®epepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3. K 3agBneHui0 O NOATBEPXOEHUW T[OCYOapCTBEHHOW peructpauum nekapcTBEHHOro npenaparta
npunaralwTcss AOKYMEHT, MNOATBEPXAAloWMiA  ynnaty rocygapCTBEHHOW MOWWHBI 3@  nogTBepXaeHue
rocy4apCTBEHHOW perncTpaumm nekapcTBEHHOro npenapaTa Ans MeAnUMHCKOro NPUMEHEHNST UMK NEKapCTBEHHOIO
npenapata Ansi BETEPUHAPHOro NMPUMEHEHUS, OOKYMEHT, COAepXallmn pesynbTaTbl MOHUTOPUHIa 6e3onacHocTn
NEeKapCTBEHHOro npenaparta, MPOBOAUMOro 3asdBuTernemM, no ¢opmMe, YCTAHOBMEHHOM COOTBETCTBYHOLLMM
YMOSIHOMOYEHHbIM  dpeeparnbHblM  OpraHOM  MCMOMHUTENbHOW BRacTn. HopmatmBHas gokyMeHTauuss unm
HOPMAaTUBHbIN OOKYMEHT, MPOEKT WMHCTPYKUMW MO NMPUMEHEHWUI0 FIEKAapCTBEHHOro npenapaTta, NPOEKTbl MaKeToB
NEpPBUYHON YMaKOBKM M BTOPUYHOW (NOTPEOUTENbCKON) YMaKOBKM NEKapCTBEHHOrO Mpenaparta npuiaralTcsa K
3asiBNEHNI0 O MNOATBEPXOEHUN FOCyQapCTBEHHOW permctpauumn IekapCTBEHHOrO npenapata BHOBb TONbKO B
cny4vae, ecnv B HUX BHOCATCS N3MEHEHUS.

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

4. B TeyeHve gecatn paboumx OHEN CO AHSA NMPUHATUS 3asiBrEHWs O MOATBEMKAEHWM rOCyAapCTBEHHON
perncTpaumm nekapcTBEHHOro npenapata M HeobxoouMMbIX OOKYMEHTOB COOTBETCTBYHOLUMA YNOMHOMOYEHHbIV
deneparnbHbI OpraH NCMONMHUTENBHOW BNACTH:

1) npoBoguT NpPOBEPKY MNOMHOTBI WU [OCTOBEPHOCTU CBEAEHWN, COAEpXalUMXCs B NpeacTaBleHHbIX
3aaBUTENEM MaTepuanax;

2) npuHMMaeT pelleHne O nposedeHun unu ob oTkase B NPOBEAEHUU IKCMEPTU3bl OTHOLLEHUS OXUOAaeMoun
nonb3bl K BO3MOXHOMY pPWUCKY MNPUMEHEHUs IeKapCTBEHHOro Mpenapara, a Takke 3KCNepTu3bl KadecTBa
NeKkapCcTBEHHOro cpefcTBa, MPOBOAUMMON B Criydae BHECEHWS M3MEHEHUN B HOPMAaTUBHYIO AOKYMEHTaLMIO MIK
HOPMaTUBHbIV JOKYMEHT;

(n. 2 B peq. ®enepansHoro 3akoHa oT 29.11.2010 N 313-$3)

3) yBegoMnsAeT B NUCbMEHHOW POPMe 3asiBUTENS O MPUHATOM PELUEHUN UMW B Cy4vae MPUHSTUSA peLLeHs
00 oTKa3e B NpoBeAEHUUN IKCNEePTU3bl C YKazaHUeM NPUYMH Takoro oTkasa.

5. OcHoBaHMeM [Onis OTKasa B MPOBEAEHUN IKCMEPTM3bl OTHOLLUEHUSA OXUOAEMOW MOMb3bl K BO3MOXHOMY
PUCKY MPUMEHEHUS IEKapCTBEHHOro npenapata W (Unu) 3KCNepTM3bl KayecTBa JIEKApPCTBEHHOrO CpeacTBa
SBNSAETCHA NpefcTaBreHne OOKYMEHTOB, YKka3aHHbIX B YacTsax 1 n 3 HacTodAwen ctaTby, B HEMOMHOM 00bemMe mnum
OTCYTCTBME B NPEeACTaBMEHHbIX AOKYMEHTAaX NCHEPMNbIBAOLLNX CBEAEHUN, KOTOPbIE AOMKHbI OblTb OTPAXKEHbI B HUX.
(vacTb 5 B peq. PegepanbHoro 3akoHa ot 29.11.2010 N 313-03)

6. OkcnepTusa OTHOLIEHUS OXWOAEMOW MONb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSA FEKapCTBEHHOMO
npenapaTa u (Mnun) aKcnepTn3a KavecTBa NEKapCTBEHHOrO CPEeACTBa B LIENAX NOATBEPXOEHMSA rocynapCTBEHHON
peructpaumMm IekapcTBEHHOrO npenapaTta MpPOBOAATCA Ha OCHOBaHMM [OOKYMEHTOB, YyKa3aHHbIX B 4Yactn 3
HacTodlen cTaTbW, B Mopsake, YCTaHOBMEHHOM 4actamm 5 - 8 cratbum 23 u cTatber 24 HaCTOALWEro
depnepanbHOro 3akoHa.

(4acTb 6 B pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

7. B nepvon npoBegeHus npoueaypbl NOATBEPXOEHUS FOCYyAApPCTBEHHOW peructpauumn NekapCTBEHHOro

npenapaTta ero rpaxxgaHckumn obopoT oCyLLeCTBSETCS Ha TeppuTopun Poccuiickon ®epepauun.

Cratba 30. BHeceHue wusmeHeHWA B [OKYMEHTbI, cogepXawmecs B pPerncrpauuoHHOM [OCbe Ha
3aperncTpupoBaHHbI NekapcTBEHHbIN npenapaT 4519 MeAULMHCKOro NpyMeHeHus

1. B uenax BHeCEeHUA W3MEHEHWA B LOOKYMEeHTbI, coepXawuneca B pernctpaunmoHHOM [OOCbe Ha
3apeFMCTpI/IpOBaHHbII7I ﬂeKapCTBeHHbIIZ npenapar ana mMeaunuuHCKOro npmMeHeHuda, 3adaBuUTerb npeacrtaBidAeT B
yFIOJ'IHOMO‘-IeHHbIﬁ (bep,epaanblPl opraH MCNONHUTENBbHOW BacTu 3asdBfieHNe O BHECEHWUM TakuMX U3MEHEHUN Mo
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03(pea. ot 25.06.2012)"06 [okymeHT npepoctasneH KoHcynbTaHTI0C
obpalleHnn NekapcTBEHHbIX CpeacTB” [ata coxpaHeHusi: 04.02.2013

dopmMe, yCTaHOBIIEHHON YNOSIHOMOYEHHBLIM dhefeparnbHbIM OPraHoM UCMOMHUTENBHOW BNAcTW, U NPUMOXEHHbIe K
HEeMy U3MEHEHUs1 B yKasaHHble AOKYMEHTbl, a Takke AOKYMEHTbI, noaTBepKaatwme HeobxoaumocTb BHECEHUS
TakMx W3MeHeHWn. [puHATUE peleHns O BHECEeHWM TaKuX W3MEHeHWn unm 06 OTKase B WX BHECEHUM
OCYLLECTBMNSAETCA B CPOK, HE MNPEBbIWALWNA AeBAHOCTa pabounx OHeW CO AHA MPUHATUS YNONHOMOYEHHbBIM
deneparnbHbIM OpraHOM MCMONHUTENBbHOW BNACTU 3asiBNEHNS O BHECEHUUN TakMX N3MEHEHWI.

2. B cnyyae BHeCEHUSA U3MEHEHUIN B MHCTPYKLMIO MO NPUMEHEHUIO NeKapCTBEHHOIO nNpenapaTa B OTHOLUEHUN
CcBedeHWN, yKasaHHbIX B noagnyHkTax "r" - "n", "x" nyHkTa 16 yactn 3 ctaTbm 18 HacTosiwero ®egepansHOro 3akoHa,
B COCTaB JlekapCTBEHHOro mnpenapaTta ANnd MeOULUMHCKOro MNpUMEHEeHUs, W3MEHeHWs MecTa Mpou3BoACcTBa
nekapcTBEeHHOro npenapata Ans MeauUMHCKOro NPUMEHEHUS, USMEHEHNSA nokKasaTtenen kayecTsa fiekapCTBEHHOro
npenapaTa Ans MeauuUHCKOro NMpuMeHeHus 1 (M) MeTO40B KOHTPOMSA KayecTBa fiekapCTBEHHOro npenapara ans
MEOMLMHCKOrO MPUMEHEHNS, W3MEHEHWs CpoKa rOoAHOCTM JeKapCTBEHHOro npenaparta Ansg MeauuMHCKOro
NPUMEHEHUA MPOBOAMTCA 3JKCMepTU3a NeKapCTBEHHbIX CPEACTB B YacTU SKCMEpPTU3bl KayecTBa JlekapCTBEHHOro
cpeacTsa U (Mrn) 3KCNepTM3bl OTHOLLEHMS OXMAAEMON MOSb3bl K BOSMOXHOMY PUCKY MPUMEHEHMNS NeKapCTBEHHOMO
npenapaTta Ans MeAUMUUHCKOro npumeHeHus. B cnyvyae Heob6xoouMOCTW BHECEHUSI MHbIX U3MEHEHWW B OaHHYH0
WMHCTPYKUMIO 9KCMepTM3a MeKapCTBEHHOTO CpPeacTBa [Afs BHECEHWS Takux W3MEHEeHWW B CBedeHus O
3aperncTpupoBaHHOM NieKapCTBEHHOM MpenapaTe He NPOBOAUTCS.

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

3. C 3asBneHneM O BHECEHUM M3MEHEHUN B AOKYMEHTbl, CoaepXalmecs B perncTpaumoHHOM AOCbe Ha
3aperMcTpupoBaHHbIA NeKkapcTBEHHbIN npenapaTt Ans MeAUMUMHCKOro NPUMEHEHWUs, Hapsay C AOKyMeHTamu,
yKa3aHHbIMM B 4acTu 1 HacTosen cTaTbW, MpeacTaBnalTcsa [OOKYMEHTHI, MoATBepxXaarowme ynnarty
rocy4apCTBEHHOWN NOLUIUHBLI 38 BHECEHWE U3MEHEHMIN B MHCTPYKLMIO NO NPUMEHEHWIO NekapCTBEHHOro npenapara
AN MEOULMHCKOrO NPUMEHEHUS, rocyfapCTBEHHOM MOLUMWHLI 3@ BHECEHNE U3MEHEHWN B COCTaB NIEKapCTBEHHOMO
npenapata Ans MegMuUnHCKOro NPUMEHEHNS.

4. B TedveHvne pecatn paboumx OHEN CO AHA MOCTYNNEHMsA ykasaHHOro B 4actu 1 HacTosiwen ctatbu
3asBMeHNs N HEOBXOANMBIX JOKYMEHTOB YNOMHOMOYEHHbIN dheaepanbHblvi OpraH UCMONHUTENBHOW BNacTu:

1) npoBOAMT NPOBEPKY MOMHOTbI M [OCTOBEPHOCTM CBEAEHWUW, COAEepXaluxcsa B MNpPeAcTaBrEeHHbIX
3asgBuTENEM Matepmnanax;

2) npuHMMaeT pelleHue O NpPOoBEeAEHMU YKa3aHHbIX B 4YacTU 2 HacToslen CTaTbM COOTBETCTBYHOLUMX
3KCNepTM3 NekapcTBEHHOro cpeacTsa unm ob oTkase B UX NpoOBEAEHUN;

3) yBegoMmnsieT B NUCbMEHHOW hOopMe 3asiBUTENS O NPUHATOM PELUEHUN UMK B CryYyae MPUHATUS peLLeHns
00 oTKa3e B NpOBeAEeHNM COOTBETCTBYIOLLEN SKCNEPTU3bl C yKasaHMeM MPUYUH TaKkoro oTkasa.

5. OcHoBaHWeM A51a OTka3a B NPOBEAEHUWN YKa3aHHbIX B YaCTW 2 HACTOSLLEN CTaTbM 3KCNepTU3 ABMseTcH
npeacTaBreHne OOKYMEHTOB, MepeyncrieHHbIX B 4YacTax 1 um 3 HacToswen ctaTbu, B HENoriHoM obbeme unu
OTCYTCTBME B MpeAcTaBMeHHbIX [OOKYMEHTax [JOCTaTOYHbIX CBeAeHUNW, noATBepXAalwwmx HeobXxoaMmocTb
BHECEHUS U3MEHEHUI.

6. Yka3aHHble B 4acTu 2 HacCTOsILLEeN CTaTbu 9KCNepPTU3bl NMPOBOAATCA B NOpsiAke, yCTAHOBIEHHOM CTaTben
23 HacTodwero ®enepanbHOro 3akoHa.

7. B cpok, He npesblWaoWwuin NATM paboynx AHEN CO AHSA NONYyYEHUS 3aKMYEHUN KOMUCCUI 3KCMEePTOB MO
pesynbTataM ykasaHHbIX B 4acTW 2 HacTosWen CcTaTbWM SKCMepTU3, YMNONHOMOYEHHbIN deaeparnbHbIi opraH
NCMNOMHUTENbHOW BNACTK:

1) NpUHMMaET pelleHne O BHECEHUM U3MEHEHWUI B AOKYMEHTbI, COAepXallnmecs B perncTpaumoHHOM JoChbe
Ha 3aperncTpupoBaHHbIV NeKapCTBEHHbIN Npenapar Ans MeAMLMHCKOro NpuMeHeHus, unm ob oTkase BO BHECEHUN
TaKUX U3MEHEHUN;

2) BHOCUT B roCyOapCTBEHHbIN PEeecTp MeKapCTBEHHbIX CPEeACTB Ha OCHOBAHWM pPEeLUEHUs O BHECEeHWUU
N3MEHEHW B JOKYMEHTbI, coAepXallumMecs B permcTpalMoHHOM [OCbe Ha 3aperncTpupoBaHHbIA NEeKapCTBEHHBIN
npenapart Ans MeaULMHCKOro NpUMeEHeHWs, HeobxoanMble U3MEHEHMWS 1 BO3BpaLLAeT NX 3asBUTESHO.

8. OcHoBaHVeM Ana OTKasa BO BHECEHUM U3MEHEHWW B [JOKYMEHTbI, CoAepXalimecs B perncrpalMoHHOM
OOCbe Ha 3aperMcTpupoBaHHbIA MEeKapCTBEHHbIM Mpenapat Ans  MeAVMLMHCKOrO MpUMMEHEHMUsl, SIBnseTcs
3aKnyeHe YNonHOMOYEHHOro defeparnbHOro opraHa WCMOMHUTENbHOW BRacT O BO3MOXHOCTU  CHVDKEHWUS
6Ge3onacHocTy, KayecTBa, 9hPEKTMBHOCTM NIEKAPCTBEHHOIO CPEACTBA B Cllyvyae BHECEHWS TakUX N3MEHEHUN.

9. [onyckaeTcs rpaxgaHCKniA 00OpOT NEeKapCTBEHHbIX MpenapaTtoB Ans MEAWMUMHCKOrO NPUMEHEHMS,
Npou3BedeHHbIX 00 MPUHSATUSA YMOSTHOMOYEHHbIM (befdepanbHbIM OpraHoM MCMOSTHUTENbHOW BAAacTu peLleHus O
BHECEHUM W3MEHEHUA B [OKYMEHTbI, COAepXaliMecs B PEerucTpaumoHHOM [OCbe Ha Takue IeKapCTBEHHble
npenaparbl, Unu peLleHnst o6 oTkaze BO BHECEHUW YKa3aHHbIX M3MEHEHWIA.

Crtatbs 31. BHeceHMe W3MEHEHWIA B [OOKYMEHTbI, cofdepkallMecss B perncTpauvoHHOM [OCbe Ha
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03(pea. ot 25.06.2012)"06 [okymeHT npepoctasneH KoHcynbTaHTI0C
obpalleHnn NekapcTBEHHbIX CpeacTB” [ata coxpaHeHusi: 04.02.2013

3apEerMcCTpUPOBaHHbI NTEeKapCTBEHHbIV Npenapar A1l BeTePMHapHOTo NPUMEHEHMS!

1. B uenax BHeECEHVUS MW3MEHEHWN B [OOKYMEHTbl, coaepxaliMecss B pernctpaumoHHOM [OoCbe Ha
3aperncTpUpOBaHHbIN NEKApPCTBEHHbIN npenapaT Ansi BETEPMHAPHOro MPUMEHEHUs1, 3asBUTENb NpeacTaBnsieT B
YMOMHOMOYEHHbIN defepanbHbIi OpraH UCMOMHUTENbHOW BiacTu 3asdBfEeHME O BHECEHMU TakKMX U3MEHEHMIN Mo
dopme, YCTaHOBMEHHOW YNOMHOMOYEHHbIM defepanbHbiM OpraHoOM UCMNONHUTENBHOW BRacTu, U NPUNOXEHHbIE K
HEMY M3MEHEHUs B yKasdaHHble OOKYMEHTbI, a Takke OOKYMEHTbl, NoATBepXaatLlimne HeobXxoanMoCTb BHECEHUS
Takmx W3MeHeHUN. [pUHATME peLleHns O BHECEHUW TaKMX M3MeHeHun unm o6 oTKase B WX BHECEHUM
OCYLLIECTBMSIETCST B CPOK, HE NPEBLIWAWMIA AeBAHOCTa paboumMx OHEeW CO AHS MPUHATUSE YNOSTHOMOYEHHbIM
deneparnbHbIM OpraHoOM UCMONHUTENbHOW BAcTh 3asiBIEHNSI O BHECEHUN TaKUX U3MEHEHUN.

2. B cnyyae BHECEHMS] M3MEHEHWA B WHCTPYKUMIO MO MPUMEHEHWUI0 IeKapCTBEHHOro npenapaTta ans
BETEPUHAPHOIO MPUMEHEHMS B OTHOLUEHWM CBeAEHWA 00 W3MEHEHMSIX [O3UPOBKW, CPOKOB BO3MOXHOMO
NCNONb30BaHUSA MPOAYKLUUN XUBOTHOMO MPOUCXOXAEHUS MOCNe NPUMEHEHWs NeKapCTBEHHOro npenapaTta Ans
BETEPUHAPHOIO MNPUMEHEHUS TMPOBOAUTCSH SKCMEpTM3a JIeKAapCTBEHHOrO CcpeacTtea  ANs  BeTepUHAPHOro
npuMmeHeHns. B cnyyae Heo6xoOMMOCTM BHECEHUS WHbIX W3MEHEHWA B AaHHY0 WMHCTPYKLMIO 3KCnepTu3a
NEeKapCTBEHHOro cpeacTBa AN BETEPUHAPHOIO NPUMEHEHUS HE MPOBOAUTCS.

3. C 3agBneHMeM O BHECEHMM U3MEHEHUN B LOKYMEHTbI, COAEepXaljuecs B perncTpaumoHHOM [OCbe Ha
3aperncTpupoBaHHbIN NEKApPCTBEHHbINM MNpenapaT ANs BETEPUHAPHOro MNPUMEHEHMUS, Hapsgy C OOKYMEHTaMMu,
yKasaHHbIMW B 4YacTu 1 HacTosillen cTaTbW, MNPEACTaBnSAlTCS [OOKYMEHTbl, noaTBepXxarwme ynnaty
rocyaapCTBEHHOW MOLLMMHbLI 338 BHECEHMNE N3MEHEHWI B MHCTPYKLIMIO MO NPUMEHEHUIO NIeKapCTBEHHOro npenapara
ONsi BETEPUHAPHOI0o NPUMEHEHNS.

4. B cpok, He npeBbIlaLWMA gecatn pabounx gHeWM co AHS MNOCTYMSIEHUS YKa3aHHOro B YacTu 1 HacTosien
cTaTby 3asiBfieHUs1 N HeoOXOAMMbIX [AOKYMEHTOB, YMOSIHOMOYEHHbI deaepanbHblii OpraH WCMNOSIHUTENbHOWN
BNacTu:

1) npoBogMT NpPOBEpPKYy MNOMHOTBI WU [OCTOBEPHOCTU CBEAEHMWIN, COAEPXallMXCA B NpeacTaBreHHbIX
3aaBUTENEM JOKYMEHTAX;

2) NpUMHUMMaEeT pelleHMe O NpPOBEOEHUN IKCMEpPTU3bl JIEKApPCTBEHHOrO CcCpeactsa ANs BETEPUHAPHOro
npuMeHeHusa unm ob oTkase B ee NPOBEAEHUM;

3) yBegomnsieT B NUCbMEHHOW hopMe 3asiBUTENS O NPUHATOM PELLUEHUN UMK B CryYae NPUHATUS peLueHns
00 oTkase B NMpoBeAEHUN IKCNEPTU3bl NEKAPCTBEHHOIO CPEACTBa AN BETEPUHAPHOrO MPUMEHEHUS C YKasaHueMm
MPUYKUH TaKoro oTKasa.

5. OcHoBaHveM Ons oTkasa B MPOBEOEHUN 3KCMePTM3bl JIEKAPCTBEHHOrO CpPeAcTBa ANsl BETEPUHAPHOro
NPUMEHeHWs SBNSETCA NpeAcTaBneHne JOKYMEHTOB, yka3aHHbIX B YacTax 1 u 3 HacTosen cTtatby, B HEMOMHOM
obbemMe wunNM OTCYTCTBME B MPEACTABMEHHbIX [OOKYMEHTax [OCTaTOYHbIX CBEAEHWUW, MOATBEPXOAoLmnX
Heob6Xo0aUMOCTb BHECEHUS U3MEHEHUIA.

6. DKkcnepTm3a NekapCTBEHHOMO CpeacTBa 4115 BETEPMHAPHOrO NMPUMEHEHUS B LIENSIX BHECEHMSI U3MEHEHUI B
OOKYMEHTbI, coaepXallmecss B permcTpaumoHHOM A0Cbe Ha 3aperncTpupoBaHHbIA NEeKapCTBEHHLIN NpenapaT Ans
BETEPUHAPHOIO MPUMEHEHUS, OCYLLECTBNAETCA B MNOPsiAKE, YCTAHOBMEHHOM CcTaTben 24 HacToAWero
depnepanbHOro 3akoHa.

7. OcHoBaHMEM AndA OTKas3a BO BHECEHUU U3MEHEHWIA B OOKYMEHTbl, COAEpXaliuecs B pernctpauyuoHHOM
JOCbe Ha 3aperMcTpupoBaHHbIN NEKApPCTBEHHbLIM Mpenapat Ans BeTEePUHApHOro MPUMEHEHUs, SBNAETCA
3aKMYeHe YMNONHOMOYEHHOro dedeparnbHOro opraHa WCMONHUTENbHOW BNAcTM O BO3MOXHOCTU CHWXKEHUSA
Ge3onacHoCTn, KavecTBa, 3PEKTUBHOCTM IEKapCTBEHHOrO npenapata Ans BeTepMHapHOro NPUMEHEHUs B
crny4yae BHECEHMS N3MEHEHWI B YKa3aHHbIE JOKYMEHThI.

8. [onyckaeTcs rpaxgaHCKMiA 00OpOT NeKapCTBEHHbIX MpenapaToB Ans BETEPUHAPHOrO NPUMEHEHWS,
NPOu3BeAEeHHbIX 0O MPUHSATUSA YMONTHOMOYEHHbIM (befepanbHbiM OPraHoOM WCMOSHWUTENBHOW BacTU PeLIeHns o
BHECEHUM W3MEHEHW/ B [OKYMEHTbI, COAepXalliMecs B PerncrpauMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIV
NeKapCTBEHHbIV NpenapaT Ansi BETEPUHAPHOIO NPUMEHEHMS, unn 06 OTkase BO BHECEHUUN YKa3aHHbIX U3MEHEHUI.

Cratba 32. OTMeHa rocygapCTBEHHOW permcTpauumn nekapCTBEHHOro npenapara

PelleHne 06 OTMEHe roCydapCTBEHHOW perucTpaumMm nekapcTBEHHOro npenaparta M UCKMHYeHUM
neKkapcTBEHHOro npenapata W3 T[OCYAapCTBEHHOrO peecTpa  JIeKapCTBEHHbIX CPEeACTB  MpUHUMMaeTcs
YNONMHOMOYEHHBLIM heaeparnbHbIM OpraHoM UCMONTHUTENbBHOW BMACTK B Cryyae:

1) NpeAcTaBneHnst COOTBETCTBYHOLLUM YNOSIHOMOYEHHbIM ddefeparibHbIM OpraHoM MCMONHUTENbHON BMacTy
3aKMOYeHUss O pucke unNM o6 yrpo3e 300POBbIO, JKM3HWM YerioBeka WM KMBOTHOMO MpU  NPUMEHEHUU
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NeKkapCTBEHHOro mnpenapaTa, MpeBbIWalwmx ero 3gpEeKTMBHOCTb, MO pe3ynbTaTtam OCYLIECTBISEMOrO UM
MOHUTOpUHra 6e3o0nacHOCTU NekapCTBEHHOro Npenapara;

2) nogayn paspaboTyMKOM NEeKapCTBEHHOro CpeacTBa UMM YNOMHOMOYEHHbIM UM APYrMM HOPUANYECKAM
nuuom 3asaBneHns o6 oTMeHe rocygapcTBEHHOW permcTpauumn nekapCTBEHHOro npenapara;

3) HenoAaTBEepPXAEeHUsA rocydapCTBEHHOW perncTpaumm nekapCTBEHHOro npenapata no UCTEeYEeHMM Cpoka
OEenCcTBUS PermcTpaunoHHOro yaoCToBEPEHUS, BbIJAHHOMO Ha NAThb NeT;

4) HenpefcTaBneHus 3asiBUTENeM uHdopmMauumn, KoTopasi MOXeET MnoBneyb 3a cobon HeobXxoaMMocTb
BHECEHNS W3MEHEHWA B [OKYMEHTbI, COAepXalimecs B pPEermcrpauuoHHOM [OCbe Ha 3aperncTpyvpoBaHHbIN
nekapCTBEHHbIN Npenapart, B TedeHne TpuauaT pabovmx AHEW Co AHSA HaCTYNIEeHNs 3TUX U3MEHEHNI;

5) ocyllecTBNEHUS rocygapCTBEHHOM perncrpauum JeKkapCcTBEHHOro npenapata nog TOproBbiM
HavMeHOBaHWEM 3aperMcTpUpOBaHHOIO paHee Nog 3TUM TOProBbIM HaUMEHOBaHWEM NEKapCTBEHHOTO Npenapara;

6) ocyLlecTBNeHNA rOCyAapCTBEHHOW perncrpauumn 3asiBUTeNemM OZHOMO0 W TOro e FeKapCTBEHHOro
npenapaTa nog pasnuyHbIMU TOProBbIMW HAUMEHOBaHUSIMU;

7) BblHECEHMSI CyOOM peLUeHUs O HapylleHun npaB npaBoobnagatens OObeKTOB WHTENNeKTyanbHON
COBCTBEHHOCTU Npy 0BpaLLeHUn NeKapCTBEHHbIX CPEACTB.

CraTbsa 33. [ocygapCTBEHHbIN peecTp NeKkapCTBEHHbIX CPeacTB

1. TocyoapCTBEHHbIN peecTp NEeKapCTBEHHbIX CPEACTB COAEPXKMUT MepedveHb NeKkapCTBEHHbIX NpenapaTos,
NpOoLeALNX rocygapCTBEHHYIO perMcTpauuio, nepedyeHb apmaleBTUYEcKMX CyOCTaHUMMiA, BXOOSALWMX B COCTaB
nekapCTBEHHbIX NMpenapaToB, U CrieayloLLyo MHopMaLuuio:

1) B OTHOLUEHUW NEKAPCTBEHHbIX NpenapaTos.:

a) HaMMEeHOBaHWe NeKapCTBEHHOro npenaparta (MexayHapoAHOe HeMaTEeHTOBAHHOE WM XUMWYECKOe WU
TOProBoe HaUMEHOBaHMS);

0) nekapcTBeHHaa ¢opmMa C yka3aHMEM [O3UPOBKU NEKAapCTBEHHOrO mnpenapara M ero konuvyectsa B
noTpPebnTEenNbCKON YyNakoBKe;

B) HaumMeHoBaHue pa3paboTymka NnekapCTBEHHOro Npenapara;

r) HaMMeHoOBaHWe 1 agpec NPoOU3BOANTENS NEKAPCTBEHHOrO Npenapara;

4) dhapmakoTepaneBsTMyecKkas rpynna fekapCTBeHHOro npenapara;

€) NoKasaHusi 1 NPOTUBOMOKa3aHUA K NPUMEHEHUIO NEKaPCTBEHHOrO npenapara;

) NoboYHbIE AENCTBUSA NIEKAPCTBEHHOIO NpenapaTa;

3) CpOK FO4HOCTU fleKapCTBEHHOrO NpenapaTa;

N) YCrNoOBUSI XpaHEHMWS NeKapCTBEHHOIO Npenapara;

K) yCroBusi OTMyCKa JIEKapCTBEHHOIO Npenapara;

n) HoMmep hapMakonenHon cTaTby UMK B ClNydae ee OTCYTCTBUS HOMEP HOPMaTUBHOW JOKyMeHTauun nubo
HOPMAaTUBHOIO JOKYMEHTA;

M) JaTa rocy4apCTBEHHOW permcTpaummn nekapCTBEHHOro npenaparta 1 ero permcTpaunoHHbI HoMep;

2) B OTHOLLEHUW hapMaLeBTUYECKUX CyBCcTaHLuiA:

a) HaMMeHoBaHue hapmaleBTUYECKON CyOCTaHUMN (MeXayHapoaHOe HeNnaTeHTOBaHHOE UMM XMMUYECKoe U
TOProBO€ HaUMEHOBaHMS);

©0) HanmeHoBaHWe 1 agpec npomsBoauTens hapmaueBTU4eCckon cybcTaHuuu;

B) CPOK ro4HOCTM hapMaLeBTUYECKOW cybcTaHumuy;

r) ycnoBusi XxpaHeHus bapmaueBTUYECKON cybcTaHuuu;

4) HOMep hapMakonemHon cTaTby UMK B CNyvae ee OTCYTCTBUS HOMEP HOPMaTMBHOW AOKYMeHTauum nmbo
HOPMaTUBHOTO AOKYMEHTA.

2. ®apmaueBTuYdeckas cybcTaHuusl, Heucrnonb3yemasi Mpu MpPOM3BOACTBE JIEKAPCTBEHHLIX MpenapaTos,
MOXeT OblTb BKMOYEHA B TOCYOApCTBEHHbIA PEEecTp JEKApPCTBEHHbIX CPEACTB HA OCHOBAHMW 3asABIEHUS
pa3paboTynka, Npon3BOOUTENS NEKAPCTBEHHOrO cpeacTBa NMMBo yNnorHOMOYEHHOTO MU HOPUOMYECKOro nuua npu
YCIOBUW MpPOBEAEHNsT B  OTHOLIEHUM Takon apmaueBTMYECKOM CyOCTaHUMM  SKCrepTusbl  kavecTBa
dapmaLeBTUYECKON CyOCTaHUMM B NOPsiAKE, YCTaHOBIIEHHOM cTaTben 34 HacTosiwero degepanbHOro 3akoHa.

3. MNMopsagok BegeHus rocyaapCTBEHHOIO peecTpa NeKapCTBEHHbIX CPeACTB A4S MEAULMNHCKOrO NpUMEHEHUs
N NopsgoK BeAEeHMs1 TOCYAapCTBEHHOrO peecTpa JIeKapCTBEHHbIX CPEeaCTB AN BETEPUHAPHOro MpUMEHEHUsI
YTBEPXAAKTCSA COOTBETCTBYIOLLMM YNOSIHOMOYEHHbIM befepanbHbIM OPraHOM UCMOMHUTENBHOW BNacTw.

CraTtba 34. OkcnepTusa kadecTBa hapMaLeBTMYECKON CyGCTaHUUW, HEUCNONb3yeMoW Mpu Npou3BOACTBE
nekapCTBEHHbIX NpenapaTos
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1. Onsa BkntoyeHus capmaueBTUYecKon cybcTaHummn, HEMCNONb3yeMon Npu NPON3BOACTBE NEKAapPCTBEHHbIX
npenapaToB, B roCyAapCTBEHHbIN PeecTp NekapCTBEHHbIX CPEACTB, NPOBOAUTCH IKCNepTM3a ee KavecTsa.

2. 3kcnepTmM3a KadecTBa ykaszaHHOM B 4acTu 1 HacTosiwen ctatbu dapmaueBTMYecKor cybcTtaHumu,
COCTaBfeHNe KOMWCCUEN SKCMEPTOB 3aKkMiOYEeHWW MNo pesynbTataM TakoW IKCNepTu3bl M MX HanpasfeHne B
YMOMHOMOYEHHbIN defepanbHbii OpraH UCMOMHUTENBHOW BRacTU OCYLLECTBASOTCSA B CPOK, HE MPEBbILLAOLLNNA
wectngecatn paboumx OHEW CO AOHA MOMYyYEeHWs SKCNEPTHbIM YYpexOeHWeM COOTBETCTBYIOLWEro 3afaHus
YNONHOMOYEeHHoro defepanbHOro opraHa MCMOMHUTENBLHOW BRacTM U JOKYMEHTOB, YKa3aHHbIX B MyHKTax 4 - 7
yacTtu 3 ctaTbu 18 HacToswero PefeparnbLHOro 3akoHa.

3. [Ana npoBefeHust 3KCNepTuabl KadecTBa YKa3aHHOMW B 4acTh 1 HacTodAwen cTaTbi hapMaueBTUHECKOMN
cybcTaHuum 3asBuTeNb NPEACTaBNSET B YNONHOMOYEHHbIN dheaepanbHbIf OpraH UCMONTHUTENbHOW BNacTu:

1) 3asBneHMe O BKIKYEHUN B TOCYAApPCTBEHHbLI pPEecTp feKapCTBEHHbIX CPeACTB  OaHHOW
dapmavreBTnYeckon cybctaHumm;

2) DOKYMeHT, noArBepXaalowWwnini ynnaty rocygapCTBEHHON MOLUMMHBI 32 BKMIOYEeHWe hapmaueBTnyeckomn
cybcTtaHuumn, Heucnomnb3yemon Mnpu MNPOM3BOACTBE MEKapCTBEHHbIX MpenapaTtoB, B rOCy4apCTBEHHbLIN peecTp
NeKapCTBEHHbIX CPeACTB;

3) AOKYMEHThI, YKa3aHHble B NyHKTax 4 - 7 yactu 3 ctaTbu 18 HacToswero PegepanbHOro 3akoHa.

4. B TeyeHne naTM paboumx OHEN CO OHA NPUHATUS 3asBIEHWs O BKIOYEHWMW YyKasaHHOW B 4actu 1
HacTosilen ctaTbM hapmaueBTUYECKON cybCTaHUMM B rocygapCTBEHHbIN PEeecTp NEKapCTBEHHBIX CPEACTB U
OOKYMEHTOB, NepeyvncrieHHbIX B 4acTn 1 1 NyHKTe 2 YacTu 3 HacCTOSLLEN cTaTbu, YNOMHOMOYEHHbIN dhefepanbHblii
opraH UCNONHUTENBHOW BNAacTu:

1) NpoBOAMT NPOBEPKY MOJTHOThI AAHHbIX, COAEPXALLUMXCHA B NPeACTaBMNEHHbIX 3asBUTENEM LOKYMEHTAX;

2) NPUHUMAET peLLeHne O HanpaBliEHMM B 3KCNEPTHOE y4peXAeHue 3afaHns Ha NpoBedeHue IKCnepTusbl
KadecTBa ykas3aHHOW B 4acTu 1 HacTosiwen ctatbn dapmaueBTUYeckon cybcTaHuum unm ob oTkase B TakoM
HanpaBreHuu;

3) yBegomMnsieT B NUCbMEHHOW popMe 3asiBUTENSA O MPUHATOM PELLUEHUN UNn B Cnyvae oTkasa C yka3aHuem
MPUYUH TaKOro oTkasa.

5. OcHoBaHMeM pAns OTKasa B HafnpaBfeHWM B 3KCMEPTHOE YYpeXxAeHWe 3agaHus Ha npoBedeHue
3KCMEepTM3bl KayeCTBa YKa3aHHOW B 4acTm 1 HacTosAwew cTtaTtbl hapmaueBTMYecKOM cybCcTaHuumn sBnsieTcs
HenpeacTaBneHne JOKYMEHTOB, MEPEYNCIIEHHbIX B YacTU 2 U NMyHKTE 2 YacTu 3 HacTOsALEeN CTaTbM.

6. B TeueHne nsaTHaguatn paboymx OHEW CO OHS MOMYYEHUS PELUEHMS YMONTHOMOYEHHOro doeaeparnbHOro
opraHa UCNONHUTENbBHOW BfiacTU O HanpaBfeHUM B SKCMEPTHOE yypexaeHne 3afaHns Ha NpoBedeHMe IKCNepTU3bl
KadecTBa yKa3aHHOM B 4acTu 1 HacTosilen cTaTbu hapMaueBTUYECKOW CyOCTaHUMK 3asiBUTENb NpeacTaBnsieT B
3KCNEepTHOE YYpeXaeHWe ONA NPOBEAEHUs OaHHOW 3JKcnepTusbl obpasubl dpapmaueBTMYeckon cybcTtaHuun B
KOnmM4ecTBe, HEOOXOAMMOM [ BOCMPOM3BEAEHNST METOAOB KOHTPONA KayecTBa. DKCMEPTHOE y4pexaeHune npu
nonyyeHun obpasuoB ykasaHHOW B 4acTy 1 HacTosilen cTaTbn apmaueBTUYecKon cybcTaHuum BbloaeT
3asABUTEN0 JOKYMEHT, MOATBEPXKAAIOLWMIA nonydeHne aTmx obpasLoBs, U B CPOK, HE MPEBbILLAOWMIA Tpex pabounx
OHeNn, yBedomnsieT B NUCbMeHHOW ¢opme 06 3TOM YMOMHOMOYEHHbIN hbeaepanbHbid OpraH MCMONHUTENBLHON
BNacTu. OTK CPOKUN HE BKIKOYAKOTCS B CPOK NMPOBEAEHNS AAaHHOW IKCMEePTU3bl.

7. [JOKyMEHTbI, NOCTYMMBLUME B 3KCNEPTHOE YYpEXAEHMNE AN NPOBEAEHUS IKCNEPTM3bl KAYEeCTBa yKazaHHOMN
B 4YacTM 1 HacToswewn cTtaTbu (papmaueBTUYECKOW CybCTaHuuW, noanexaTr BO3BpaTy B YNOMHOMOYEHHbIN
henepanbHbI opraH UCNONHUTENBbHOW BracTV OOHOBPEMEHHO C 3aKMYEHUsSMU NOo pesyrnbTaTam npoBefeHHOW
3KCNEepPTU3bI.

8. B cpok, He npeBbIWaWMN NATU paboynx OHEN CO OHA MOMYyYEHUs 3aKMOYEHNS KOMUCCUMM 3KCMEPTOB MO
pesynbTaTtamM 3KCMepTU3bl KadecTBa yka3aHHOW B 4acTu 1 HacTosiwen ctaTbM chapmaueBTUHECKOW cybcTaHuuw,
YNOMHOMOYEHHbIN dbefeparnbHbli opraH UCMOMNHUTENbHOW BNacTu:

1) ocyLlecTBRsSIEeT OLLEHKY Takoro 3akniodeHus Ans onpegeneHns ero COOTBETCTBMA 3aaHno Ha NpoBedeHue
JaHHOM 3KCNepTU3bI;

2) npyHMMaeT pelleHWe O BKIIIOYEeHWM YyKaszaHHOW B 4acTu 1 HacTosiwen cTtatby apmaueBTUYECKon
cybcTaHuum B rocygapCTBEHHbIN peecTp nekapCTBEHHbIX CPeACcTB unu pewleHne o6 0TKase B TAaKOM BKITHOYEHUN;

3) BHOCUT nMpu MPUHATUM pPELIeHUss O BKIKOYEHMM YKasaHHOM B 4Yactu 1 HacTosilen cTaTtbu
apmaLeBTMHECKON CybCTaHUMM B TrOCYOapCTBEHHbLIN PEEeCcTp JeKapCTBEHHbIX CPeACcTB MNPeAyCMOTPEHHYHO
nyHkToM 2 yactm 1 crtaten 33 HacTtoswero PepepanbHOro 3akoHa MHopmauuo M yBegomnsetr ob aTom B
NMCbMEHHOW hopme 3aaBuTens.

Cratbsa 35. MNMoBTOpHOE NpeacTaBneHWe reKapCTBEHHOro npenapara, He MpoLlelero rocyaapcTBeHHOM
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perncrpaunn nekapCTBeHHbIX NnpenapaTtoB, Ha rocyaapCTBEHHYH pernctpauuio nnekapCTtBeHHbIX npenapaTtoB

[MoBTOpHOE NpeacTaBneHne B COOTBETCTBYIOLLMIA YNONHOMOYEHHbIN dhefeparnbHbii OpraH UCNONHUTENBHOWN
BNacTu NekapCTBEHHOro npenapara, He nNpoLleLllero rocygapcTBEHHOW perncTpauumn nekapCTBeHHbIX npenapaToB
UNU NONyYMBLUErOo OTKa3 B YKa3aHHOW peructpauuuM 1 BNOCNeACTBMM MOABEPrLUIErocsl M3MEHEHU0 B 4acTu ero
COCTaBa, paccMaTpuBaeTCs Kak MpeAcTaBfieHMe HOBOrO NEKapCTBEHHOro npenaparta Ha ero rocygapCTBEHHYH
perncTpaumio He3aBUCUMO OT COXPaHEHUS ero NeEPBMYHOrO HaMMEHOBAaHKS.

Cratbsa 36. OGxanoBaHue peweHuna 00 oTkase B Bblgaude pa3peweHna Ha npoBegeHune KIMMHUN4YeCKunx
nccrnegoBaHum JNIEKapCTBEHHOIoO npenapara win peweHna 006 oTkaze B FOCyﬂapCTBEHHOVI pernctpaunmn
JNeKapCTBEHHOrO npenaparta

PelueHne cooTBETCTBYIOLLEIO YNOMHOMOYEHHOro doefepanbHOro opraHa UCNONHUTENBHON BnacTu 06 oTkase
B BblJaye paspeLleHns Ha NpoBeaeHne KNMHUYEeCKUX UccrenoBaHui nekapCTBEHHOro npenapara unm peLueHune ob
oTKase B rocyaapCTBEHHOM perMcTpauuu NekapCTBEHHOro npenapaTta MoXeT ObiTb o6XanoBaHO B Mopsigke,
yCTaHOBMNEHHOM 3akoHoaaTenbcTBom Poccuiickon ®epepauuun.

Cratbsa 37. VMIHdopmaums, cBA3aHHas C OCYLLEeCTBMEHWEM rOCyAapCTBEHHOW perncrpauun nekapcTBEHHbIX
npenapaToB, MHOPMaUnNs O 3aperMcTpupoBaHHbIX NeKapCTBEHHbIX MpenapaTax U NekapCcTBEHHbIX npenaparax,
NCKIIOYEHHbIX N3 roCy4apCTBEHHOMO peecTpa fekapCTBEHHbIX CPEACTB

1. COOTBETCTBYHOLWMIA YNOHOMOYEHHbIA defepanbHbli OpraH MCMONMHUTENBbHOM BnacTu pasmellaeT Ha
cBOEM oduumanbHOM canTte B ceTu "MIHTepHeT" MHopMaumnio, CBA3AHHYO C OCYLLECTBIIEHUEM FOCYOapCTBEHHOM
perMctpaumm InekapCcTBEHHbIX NpenapaToB, B TOM 4YMCME MNPOBEAEHMEM IKCMEPTU3bl NEKAPCTBEHHbLIX CPencTs,
NMHOPMALIMIO O 3aperMcTpMpPOBaHHbIX NEKapCTBEHHbIX NpenapaTtax U NekapCTBEHHbIX npenapaTax, UCKIHYEeHHbIX
N3 rocygapCTBEHHOrO peecTpa fekapCTBEHHbIX CPEACTB, He Mno3gHee 4YeMm 4vepes nsaTb pabounmx AHeW cOo AHA
nony4eHns COOTBETCTBYIOLLUM YNONTHOMOYEHHBIM dheaepanbHbIM OPraHOM MCMOMHUTENbHOW BNacTu 3asiBNIEHUSA O
rocygapCTBEHHOWN pernctpaunm nekapcTBEHHOro npenapara.

2. Cpoku 1 nopsgok pasMeLLeHns ykasaHHOM B YacTu 1 HacTosiwen ctaTbM MHOPMaLun ycTaHaBnmBatoTcs
YMOMHOMOYEHHbIM (heaepanbHbIM OPraHOM UCMOMNHUTENBHON BNACTW.

Mnaea 7. KNMMHWYECKUE UCCNEOOBAHUA NEKAPCTBEHHbIX
NPENAPATOB AnA MEOULUMHCKOIo NPUMEHEHUA, 0OTOBOP
Ob UX NMPOBEAEHUN, NMPABA NALUUEHTOB, YHACTBYIOLWUX
B 3TUX UCCIIEAOBAHUAX

Cratbsi 38. KnuHuyeckme nccnegoBaHus nekapcTBEHHbIX NpenapaToB Ans MeAULMHCKOrO NPUMEHEHUs!

1. KnuHnyeckne nccnegoBaHus nekapCTBEHHbIX NpenapaToB Ans MEAULUMHCKOrO MPUMEHEHUS, B TOM Yncne
MeXAyHapoaHble MHOIOLEHTPOBbLIE, MHOIMOLIEHTPOBLIE, MOCTPErMCTPALMOHHBLIE, MPOBOASATCH ANA rocyAapCTBEHHON
perncTpaumy rnekapcTBeHHbIX MpenapaTtoB M WHOrO MnpefHasHavyeHusi B OOHOW UMW HECKOSbKUX MeAMLIMHCKUX
opraHm3aumsax B COOTBETCTBUW C MpaBuiaMu KIUHUYECKOW MNPaKTUKW, YTBEPKAEHHLIMU  YMONTHOMOYEHHbIM
denepanbHbIM OpraHoM UCMONHUTENBLHOW BNAacTW, COOTBETCTBEHHO B CNEAYOLUX Lensx:

1) ycTtaHoBneHume 6e30MacHOCTM NEKapCTBEHHbIX MNpenapaTtoB Ans 3400pPOBbiX [0OpoBoOfbUEB M (Mnn)
NepeHoCMOCTU WX 340pPOBbIMM A0OPOBOMbLAMM, 33 WCKIIOYEHMEM Takux WCCrefoBaHWUN JeKapCTBEHHbIX
npenapaToB, Npou3BeAeHHbIX 3a npeaenamu Poccuinckon ®enepaumu;

2) nogbop onTUManbHbIX OO3MPOBOK FEKApPCTBEHHOro npenapata W Kypca feveHus Ans naumeHToB C
onpegeneHHblM  3aboneBaHueMm, ONTMManbHbIX [O03 UM CXeM  BaKuvMHauMM  ummyHobuonormyeckumu
nekapCcTBeHHbIMU NpenapaTamu 340poBbIX JOOPOBONbLEB;

3) yctaHoBneHne 6e30nacHOCTVM NeKapCTBEHHOro npenapata U ero adPMEeKTVBHOCTU Afs NauueHToB C
onpegeneHHblM 3aboneBaHneM, MNpodUNakTU4eckon 3PAPEKTUBHOCTU UMMYHOOUOMOrMYECKUX NeKapCTBEHHbIX
npenapaToB A5 300POBbIX AO0OPOBOMLLEB;

4) n3yvyeHne BO3MOXHOCTU pacLUMPEHUs NokasaHUn Ans MEeAULMHCKOro NPUMEHEHUS N BbISBMEHUS paHee
Hen3BeCTHbIX NOOOYHbIX AENCTBUIA 3apeErMCTPMPOBaHHbIX JIEKAPCTBEHHbIX NMPenapaTos.

2. B OTHOWEHUN BOCMPOU3BEAEHHbIX JEKAPCTBEHHbLIX NpenapatoB Afs MEeAULMHCKOro NPUMEHEHUs!
NpoBOASTCA MCCrneaoBaHMs OMO3KBMBANEHTHOCTM W (UNW) TepaneBTUYECKOW SKBMBANEHTHOCTU B nopsiake,
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YCTaHOBMEHHOM YMOSTHOMOYEHHbIM dheepanbHbIM OpraHoM UCMOSTHUTENBHON BRacTu.

3. OpraHusaumio NpoBeAEHNS KITMHUYECKMX UCCNEeOOBaHUA NeKapCcTBEHHOro npenaparta Ans MeauuUmnHCKOro
nNpUMeHeHWs BrpaBe OCyLLeCTBNATh:

1) paspaboTumnk nekapcTBEHHOro npenapara unm ynorHOMOYEHHOE UM MNULLO;

2) obpasoBaTtenbHble y4pexaeHus BbiCLLEro NpodeccnoHanbHoro obpasoBaHusa u (Mnu) obpasoBaTenbHble
yupexaeHusa JoNoNHUTENbHOro npodeccnoHanbHoro obpasoBaHus;

3) Hay4HO-UccnegoBaTeNbCKUE OpraHn3aumnu.

4. KnuHu4yeckune nccnegoBaHnst NeKapCcTBEHHbIX NpenapaToB Anst MEAMLMHCKOro NpMMEHEHNS NPOBOASATCS B
nopsigke, yctaHoBreHHOM ctatbsamm 20 - 22 HacTosiwero degepanbHOro 3akoHa, Ha OCHOBaHUM paspeLleHns Ha
NpoOBEAEHNE  KIMHWMYECKOTO WCCRegoBaHWsi  JIEKAapCTBEHHOro npenaparta, BblAaHHOTO  YMOSTHOMOYEHHbIM
denepanbHbIM OpraHoM UCMNONMHUTENbHOW BMAacTu, B COOTBETCTBUM C LENAMN, YKa3aHHbIMM B YacTu 1 HacTosLen
cTaTbU. YNONMHOMOYEHHBIN dhefeparnbHbii OpraH UCMOMHUTENBHOW BNacTu BeeT PeecTp BblAaHHbIX paspeLueHui
Ha NpoBeAeHMNe KNMMHNYECKNX NCCNea0BaHUN NekapCTBEHHbIX NpenapaToB, coaepXallni ykasaHne Ha uUx Lenb unm
uenu, B yCTaHOBMEHHOM 3TUM OpraHOM Nnopsiake.

5. B cny4yae ocyuecTBneHus rocyaapCTBEHHON perucTpaLmm nekapCTBEHHOro npenapaTta rocygapCTBeHHas
noLunMHa 3a NpoBeAEeHMEe 3KCMEPTU3bl JOKYMEHTOB ANA MOMy4YeHUs1 paspeLLeHUin Ha npoBefeHUe KIMHUYECKUX
NccneaoBaHU NEeKapCTBEHHOro npenapata Ans MeAWUMHCKOrO MPUMEHEHUS U 3TUYECKOW IKCrepTusbl npu
obpalleHnn 3a rocyaapCTBEHHOW peructpauven nekapCTBEHHOro npenapata B COOTBETCTBUM C LEMbl Unu
LensiMy, ykazaHHbIMU B YacTu 1 HACTOsILLEN cTaTbK, yNnaynBaeTca O4HOKPaTHO.

6. K opraHvsaunv npoBefeHnst KITMHUYECKMX MCCNESOBaHWIA NekapCTBEHHOMO npenapaTa Ans MeguumnHCKoro
NpMMEHeHMs1 pa3paboTyMKOM FeKapCTBEHHOro npenapaTa MOryT MPUBREKaTbCHA lopuauvdeckue nvua nwobon
OpraHM3aunoHHO-NpaBoBon hopmbl NpKU yCroBuM obecrneyeHnst COOTBETCTBUS 3TUX MCCredoBaHMn TpeboBaHUAM
HacTosilero ®egepanbHOro 3akoHa.

7. KnuHnyeckne nccnegoBaHus NekapcTBEHHbIX NpenapaToB S MEAMLUHCKOrO NPMMEHEHMS NPOBOASITCS B
MEOMLMHCKUX OpraHu3aumsx, akkpeauTOBaHHbIX YMONTHOMOYEHHbIM doefepanbHbiM OpPraHoOM MCMONTHUTENbHOMN
BNacTu B nopsake, yctaHoBneHHom [NpasuTtensctBom Poccuiickon ®epepauuum.

8. lepeyeHb MeAUMUMHCKMX OpraHuM3auui, WUMEKLWMX npaBo MpPOBOAUTL KIAMHUYECKME UCCNeaoBaHus
NeKapCTBEHHbIX NpenapaToB A5 MEeAWLMHCKOrO MPUMEHEHUS, N PeeCTp BblAaHHbIX paspeLleHnin Ha NpoBeaeHme
KNUHUYECKUX UCCIefOBaHNN NEKapCTBEHHbIX NpenapaToB onyGrMKOBLIBAOTCA U pa3mMeLlatoTCcs YNorTHOMOYEHHbIM
deneparnbHbiM OpPraHoOM UCMOTHMTENBHOW BNacTy B YCTAHOBNEHHOM MM MOPSiAKE HA CBOEM odhuUmanbHOM canTe B
cetn "HTepHeT".

Ctatbs 39. Me)K,D,YHGDOD,HOG MHOroueHTpoBOE KIMMHU4YeCKoe WuccrnegoBaHue JnekapCTBEHHOro npenaparta
ana MeaMunHCKOro npuMeHeHusa Wunm noctperncTtpaunoHHoe KIIMHMYeCKoe WwccregoBaHue JieKapCTBEHHOIo
npenapara gna meanunHCKoro npmMeHeHunaA

1. MexayHapogHOe MHOrOLIEHTPOBOE KIIMHUYECKOE UCCReAoBaHUe IeKapCTBEHHOro npenapata Ans
MEAMLMHCKOrO NpUMEHeHNs Ha TeppuTtopumn Poccuiickon ®egepaumm unm nNOCTPErMCTPaLMOHHOE KIMHUYECKOe
nccnefoBaHWe NEKapCTBEHHOro npenapata Ans  MEeQUUMHCKOro MNPUMEHEHUst MNPOBOAUTCS Ha OCHOBaHUK
paspelleHns Ha MpoBedEeHUE  KIMHMYECKOrO UCCreAoBaHUs  NIeKapCTBEHHOro npenapara, BblAaHHOro
YNOSTHOMOYEHHbIM beeparnbHbIM OpraHoM UCMONMHUTENBHON BNacTu Mo pesynbTaTaM 3KCMepTu3bl JAOKYMEHTOB,
HeobXoAMMbIX AMS NOMyYeHUs paspeLleHuss Ha NpoBedeHUe MeXAyHapoAHOr0 MHOIOLLEHTPOBOMO KIMHUYECKOro
nccnegoBaHWs  NeKapCTBEHHOrO npenapata WM NOCTPEMMCTPALMOHHOIO  KMMHWYECKOrO  MCCRnenoBaHust
niekapCTBEHHOro npenapara, U 3TUYECKOWN SKCNePTU3LI.

2. [Ons nony4yeHusi paspeLleHnsl Ha MPOBEdEHUE MeXAyHapoAHOrO MHOFOLEHTPOBOIO  KIMHUYECKOro
NCCnegoBaHWA JEKapCTBEHHOro npenapaTta  Ans MeauUMHCKOTO NPUMEHEHUsI WM MOCTPErMcTpaunoHHOro
KMMHMYECKOrO MUCCreaoBaHns NekapcTBEHHOrO nMpenapaTa Afs MeQUUMHCKOrO NMPUMEHEHUST B YNONTHOMOYEHHbI
hbeaepanbHbIi OpraH UCMOMHUTENBHOW BNacTu 3asiBUTENb NpeAcTaBnseT:

1) 3asiBNeHNe O Bblgaye paspelleHuss Ha NPOBEAEHME MEXOYHAPOAHOro MHOMOLEHTPOBOIO KIIMHUYECKOro
NCCNefoBaHNWA JEKAPCTBEHHOrO mnpenapaTta Anst MeOUUMHCKOTO MNPUMEHEHUs UMW MOCTPEerncTpauyoHHOro
KIMMHUYECKOro NCCefoBaHNS NekapCcTBEHHOrO npenapara Anst MEAULUHCKOrO MPUMEHEHWS;

2) [OKYMEHT, NOATBEPXAAKLWMA YynnaTy rocyAapCTBEHHOW MOWMUHLI 3a Bblgayy paspelleHust Ha
npoBeAeHne MeXAyHapoaHOro MHOMOLEHTPOBOIO KIMMHUYECKOrO MCCreaoBaHUs NekapCTBEHHOro npenaparta ans
MEAMUMHCKOrO NPUMEHEHUS WNKU  FOCYAapCTBEHHOW MOWNWHLI 3a Bblgady paspelleHusl Ha npoBedeHve
MOCTPErncTpaumMoHHOrO  KIMMHWYECKOrO  WUCCNefoBaHWA  flekapCTBEHHOro npenapata Ans  MeguUMHCKOro
NMPUMEHEHMS;
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3) OTYeT O OOKMUHWUYECKMX MCCredOoBaHUSX NEKapCTBEHHOro cpeacTBa M OTYeT O MPOBEAEHHbIX paHee
KMMHUYECKNX NCCneaoBaHnsX NekapCTBEHHOrO npenapara Ans MeANUMHCKOro NPUMEHEHNS (Npy Hanu4mn);

4) nNpoeKkT MpOoTOKOoNa KIMHUYECKOrO WCCNeaoBaHWs fMeKapCTBEHHOro npenapaTta Ans MeauLMHCKOro
NPUMEHEHWS;

5) 6poLutopy uccnegosartens;

6) MHMOPMALMOHHBIN NUCTOK MauueHTa, y4acTBYHOLLEro B KIMMHUYECKUX MCCNEAOBaHUAX NEeKapCTBEHHOro
npenapaTa Anst MegMunHCKOro NPUMEHEHUS;

7) ceegeHns 06 onbiTe paboTbl mMccrnegoBaTene NoO COOTBETCTBYIOLUMM CNeuManbHOCTAM W MX OnbiTe
paboTbl N0 NPOBEAEHMIO KITMHUYECKUX MCCNeaoBaHui;

7.1) cBegeHUs O MeAMUMHCKMX OpraHusaumsx, B KOTOpbIX Mpednonaraetcs npoBedeHue KIMHUYECKOro
NCCNefoBaHNWa NEeKapCTBEHHOro mnpenapata  Ansa  MeaWUMHCKOTO NpuMMeHeHus (MonHoe W COoKpalleHHoe
HauMeHOBaHWS, OpraHM3aLMOHHO-NpaBoBas opma, MECTO HAXOXAEHNS N MECTO OCYLLECTBNEHNS OeATenbHOCTH,
TenedoH, Tenedakc, agpec ANEKTPOHHOW NOYTbl MEAULIMHCKOW OpraHn3aumm);

(n. 7.1 B pea. ®egepansHoro 3akoHa oT 29.11.2010 N 313-93)

7.2) npegnonaraemble CPOKN MPOBEAEHUS KIIMHWYECKOrO MCCrefoBaHWs NeKapCTBEHHOro npenaparta Ans
MEeONLMHCKOTO NPUMEHEHNS;

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

8) konuio goroBopa o06A3aTenbHOr0 CTpaxoBaHWsl, 3aKNOYEHHOTO0 B COOTBETCTBUM C TUMOBBLIMU NpaBunamm
0653aTenbHOro CTpaxoBaHus, C yKazaHWeM npeaeribHoW YMCMEHHOCTU NauMeHTOoB, Y4acTBYIOWMUX B KIMMHUYECKOM
nccnegoBaHyM NekapcTBEHHOro npenapara a5 MeauLUMHCKOro NPUMEHEHNS;

(n. 8 B peq. PepgepanbHoro 3akoHa ot 29.11.2010 N 313-d3)

9) mHdopMaumilo O cocTaBe JeKapCTBEHHOro npenapaTta Ans MNonyyYeHWs paspelleHus Ha npoBedeHue
MEXAYHapOOHOro MHOIOLIEHTPOBOIO KIMHUYECKOro UCCreaoBaHNUs fiekapCTBEHHOro npenapaTa Ans MeauuuMHCKOro
NPUMEHEeHS;

10) OOKYMEHT, COCTaBfEHHbIN MPOM3BOAUTENEM NEKApPCTBEHHOro npenaparta u cogepXawun nokasaTtenmu
(xapakTepucTunki) nekapCTBEHHOro Npenaparta, NPOM3BEAEHHOro AN NPOBEAEHNS KNMHNYECKUX NCCregoBaHni.

(n. 10 B pea. enepanbHoro 3akoHa ot 29.11.2010 N 313-$3)

3. B cpok, He npeBblwaowmn naTn paboynx AHerW CO AHS MPUHATMSA yKa3aHHOro B nyHkTe 1 vactn 2
HacTosiLLen CcTaTbM 3asBneHuss W HeobXxoAMMbIX [OKYMEHTOB, YNOMHOMOYEHHbIV deaepanbHbii  opraH
NCMNOMHUTENbHOW BNACTK:

1) npoBOAUT MpPOBEPKY MOMHOTbI WM [OCTOBEPHOCTU CBEAEHWN, COAepXaluuMxcsi B NpeAcTaBreHHbIX
3asBMTENIEM JOKYMEHTaX;

2) npvHUMaeT pelleHWe O MNpPOBEAEHUU IKCMepTM3bl AOKYMEHTOB Af1 MNOMyYeHUs paspelleHus Ha
npoBedeHne MeXAyHapo4HOro MHOTOLEHTPOBOrO KMMHWYECKOro MCcCrefoBaHUs NeKkapCcTBEHHOro npenapara ang
MEAMLMHCKOrO MPUMEHEHNS WNN  MOCTPErMcTpaumMoHHONO  KIMHWUYECKOr0  UCCNEeAOBaHUs  feKapCTBEHHOro
npenapaTa Ans MeAMUUHCKOrO MPUMEHEHUS U 3TUYECKOW IKCnepTM3bl NMbo 06 oTkase B NpoBedeHUM YKasaHHbIX
3KCnepTms;

3) yBegomnseT B NUCbMEHHOW hOpMe 3asBUTENS O MPUHATOM pELUEHUM UMK B Criydae NPUHATUS peLleHuns
00 oTkase C yka3aHveM MpUYMH Takoro oTkasa.

4. OcHoBaHveM Ons OTkasa B MPOBEAEHWM IKCMepTU3bl AOKYMEHTOB AfiS MOMyYeHWs paspelleHust Ha
npoBeAeHne MexayHapoAHOro MHOTOLIEHTPOBOIO KIMHUYECKOro UCCneaoBaHus rekapCTBEHHOro npenapata ans
MEAMLMHCKOrO MPUMEHEHWS WNW  MOCTPErmcTPaumMoHHONO  KIMHWUYECKOr0  UCCNEeAOBaHWs  feKapCTBEHHOro
npenapaTta gns MeAVMUMHCKOro NPUMMEHEHWS U 3TUYECKON 3KCMepTu3bl SBNSETCS NpeacTaBreHne OOKYMEHTOB,
NpeayCMOTPEHHbIX YacTblo 2 HacToslen cTaTbW, B HENonmHoMm obbeme nmbo OTCyTCTBME B NPeACTaBIieHHbIX
AOKYMEeHTax ucyepnbiBaloLero nepeyHs HeobxoauMMblX CBeAeHWW unu uMHopmauun, KoTopble AOIMKHbI OblTb
OTpaXKeHbl B HUX.

5. MNpoBeaeHve aKkcnepTU3bl JOKYMEHTOB Afs MONyYeHWs paspelleHus Ha npoBedeHne MexayHapOoLHOro
MHOFOLEHTPOBOIO KITMHUYECKOro UCCreqoBaHUs NekapcTBEHHOro npenaparta Ans MeAMLMHCKOro NPUMEHEHNs Unm
MOCTPErNCTPaLMOHHOTO  KITMHWYECKOTO  WUCCNEedOoBaHWs  JIeKapCTBEHHOrO npenapata and  MeauuMHCKOro
MPUMEHEHMS U 3TMYECKOW JKCNepTu3bl W Bblgaya paspelleHus Ha MpoBeAeHne  MeXAyHapoaHOro
MHOFOLEHTPOBOIO KIIMHUYECKOro NCCreqoBaHUs NekapcTBEHHOro npenapara Ans MeAVMLMHCKOro NPYMEHEHNS UInm
MOCTPErNCTPaLMOHHOTO  KITMHWYECKOTO  WUCCNEeAOBaHWs  JIeKapCTBEHHOrO npenapara gnd  MeauuMHCKOro
NPUMEHEHWS OCYLLECTBNAIOTCS B NOpsAAKe, YyCTaHOBNEeHHOM cTaTbsamu 20 - 22 HacTosiwero ®egepanbHOro 3akoHa.

6. PeweHuns o6 oTkase B npoBeAeHUN IKCNEPTU3bl JOKYMEHTOB AS1A NOMNyYeHns paspeLleHns Ha NpoBeaeHne
MeXAyHapOoOHOro MHOIOLEHTPOBOro KIMHUYECKOrO UCCeA0BaHUs iekapCTBEHHOroO npenapara AN MeguuMHCKOro
NPUMEHEHMS UNN  MOCTPErMCTPaLMOHHOIO  KIMMHUYECKOrO WCCMeAoBaHWA nekapCTBEHHOro mnpenapaTta Ang
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MEeLMLMHCKOrO NPUMEHEHNS N 3TUYECKON 3KCMEPTM3bl U B BblJaye paspeLleHuss Ha NpoBeAeHNe MeXayHapOAHOro
MHOIOLIEHTPOBOIO KITMHMYECKOro NccnenoBaHns NekapcTBEHHOro npenapara ansg MeauumMHCKOro NpUMEHeEHNs Unm
NOCTPErMCTPALMOHHOIO  KIMMHUYECKOrO  MCCNedoBaHUA NEKapCTBEHHOro npenapata Ans  MeauMUMHCKOro
npuMeHeHns MoryT ObiTb 06anoBaHbl B Nopsaake, YCTaHOBMEHHOM 3akoHoAaTenbcTBOM Poccuiickon denepavmm.

Ctatbs 40. lMpoBeaeHne KIMHMYECKOrO WCCeAoBaHUS JIEKapCTBEHHOro npenapaTta Ans MeauUMHCKOro
NPUMEHEHNSI

1. PykoBogutenb MeOVMUMHCKOW oOpraHusauum, KoTopas MpoBOAMT  KMWHUYECKOEe uccnegoBaHue
nekapcTBEeHHOro npenapara Ans MeauMUMHCKOro NpUMEHEHUs, HasHayaeT uccrefoBaTternsi, OTBETCTBEHHOro 3a
NpoBeAEHNE Takoro MCCNeaoBaHus U umetowero neyebHyo cneumanbHOCTb, COOTBETCTBYIOLLYIO NMPOBOSUMOMY
KMMHUYECKOMY MCCNeAOoBaHMI0 NIEKApPCTBEHHOIO npenapara, Co CTaXem paboTbl MO MporpaMMaM KIMHUYECKUX
NUccneaoBaHUN neKapCTBEHHbIX MpenapaTtoB He MeHee 4YeM NATb NeT U No ero npeanoXxeHwo HasHavaet
couccregoBaTenein U3 Ynucna Bpavyen aTon MeauLMHCKON opraHn3aLmm.

2. Nceneposartenb ocywlecTBnsAeT BbIGOp MauMeHTOB, KOTOPbIE MO MEAULUMHCKMM MOKa3aHUAM MOryT ObiTb
npuBreYyeHbl K Yy4acTUO B KIMHUYECKOM WCCNedOBaHUM NEKapCTBEHHOro npenapata Ans MeguuMHCKOro
NpUMEHEHNS.

3. WccneposaTtenb n couccnegoBaTteny OOMKHbI ObiTb O3HAKOMMEHbI C pe3ynbTaTamu LOKIMHUYECKOrO
nccrneoBaHusl NEKapCTBEHHONO CPeAcTBa, CoAaepXalummuca B Bpolutope nccriegoBaTensi, NPOeKToM NpoTokona
KMMHUYECKOrO UCCNefoBaHUs NeKapCTBEHHOrO npenapata Afs MeOMUMHCKOro MNpUMEHEHUs, paspaboTaHHbIM
pa3paboTynKkoM fekapCTBEHHOrO npenaparta WM UHbIM OPUAMYECKUM NULIOM, MPUBIIEKAEMBIM K OpraHu3aumm
npoBefeHUsa KIMHUYECKOro WuccrneaoBaHUs nekapCcTBEHHOro npenaparta Ans MeauUMHCKOrO MpUMEHEHUs, U
Apyrumun mMatepuanamm Takoro uccneoBaHus.

3.1. PykoBogutenb MeAMLMHCKOW OpraHu3auum B CPOK, He MpEBbIAKLWNA Tpex pabounx gHen co AHS
Hayana npoBeAeHUs KITMHUYECKOro UCCNeaoBaHms NekapCTBEHHOro npenapaTa Ans MeauuMHCKOro npuMeHeHus,
coobuiaeT 06 3TOM B YNOMHOMOYEHHbIN heaepanbHbli OpraH UCMOMHUTENBHOW BriacTu, Bbl4aBLUMA paspeLleHne
Ha npoBegeHWe Takoro MCCneaoBaHus, No YyCTaHOBNEHHON UM bopme.

(vacTb 3.1 BBegeHa deaepanbHbiM 3akoHOM OT 29.11.2010 N 313-93)

4. OpraHvsauuu, OCYLIEeCTBASOWME  OpraHM3aumio  MpPOBEAEHUS  KIMMHMYECKOrO  UCCreAoBaHUs
NeKapcTBEHHOro npenapaTta Ansg MeAMUMHCKOro NMPUMEHEHUSA M yKasaHHble B 4actu 3 ctatby 38 HacTosiwero
depnepanbHOro 3akoHa, B criydae HeOOXOAMMOCTN BHECEHUS N3MEHEHWI B MPOTOKOJT KITMHUYECKOIO MCCrefoBaHuUst
NeKapCTBEHHOro npenapata AN MeOMUMWHCKOro MpuMeHeHus coobuwalT 06 3ToM B YNOMHOMOYEHHBIN
henepanbHbI OpraH UCMOMHUTENbHOW BNacTW, BblAABLUWA paspelleHne Ha NpoBefeHue Takoro uccrnegoBaHus,
no yCTaHOBMEHHON UM dhopme.

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

4.1. dopma cooObLLEHNST O BHECEHUM U3MEHEHWI B MPOTOKON KMMHMYECKOrO UCCNeoBaHUs NIeKapCTBEHHOMO
npenapaTta 4na MeguLMHCKOro NPMMEHEHUS JOIDKHA COAEpXaTb CriefyoLlme CBeaeHUs:

1) HaMmeHoBaHWe, NOEeHTUMMKALNOHHBIN HOMEP U AaTa NPOTOKOMNAa KMMHMYECKOro UCCefoBaHus;

2) nata BHECEHUS N3MEHEHUI B MPOTOKON KIIMHUYECKOro UCCeaoBaHus;

3) HaMMEHOBaHNE N MECTO HaXOXAEHUS 3asiBUTENS;

4) HaumeHoBaHMe opraHu3aumn, NPMBIEYEHHON pa3paboTUMKOM NEeKapCTBEHHOIO Npenapara k opraHnsaumm
npoBeaeHUs KMMHUYECKOro uccneoBaHus (npu Hanmdmm);

5) HaumeHoBaHMA U MecTa HaxOXAeHUs MeAULMHCKUX OpraHmsauuii, B KOTOPbIX NPOBOAUTCH KNUHUYECKOE
nuccnegoBaHue;

6) oaTa Bblgayu paspelleHns Ha npoBedeHNe KIMHUYECKOro uccnegoBaHs U Homep 3Toro paspeLleHus;

7) U3MEHEHUS, BHOCUMbIE B NMPOTOKON KIMHUYECKOro NCCNeaoBaHNS.

(4acTb 4.1 BBegeHa degepanbHbiM 3akoHOM OT 11.10.2010 N 271-03)

5. B cpok, He MpeBblalLWmi Tpuauatn paboumnx gHen co AHSA NOSTyYeHUs yKa3aHHOro B YacTu 4 HacTosLLEen
cTaTby COOOLLEHMS, YNONTHOMOYEHHbIN heaepanbHbIi OpraH WCMNOMHUTENBHOM BNacTU paccMaTtpuBaeT 3TO
cooOLeHNne B YCTAHOBMIEHHOM MM MOpsigke W MPUHMMAeT peLlleHUne O BHECEHUN W3MEHEHU B MNPOTOKON
KNMMHUYECKOTO MCCNeaoBaHWs NEKAapCTBEHHOro npenaparta ans MeOULMHCKOro NMpuUMeHeHust unn ob oTkase BO
BHECEHMWM TaKNX N3MEHEHW.

6. KnuHunyeckoe nccnegoBaHve NekapCTBEHHOMO npenapaTa AN MeguUMHCKOTO MPUMEHEHUSA MOXET ObITb
NMPUOCTaHOBIIEHO WM MpeKpaLLeHo, ecrnv B MNpoLecce ero npoBedeHusi obHapyxeHa OnacHOCTb ANA KWU3HMW,
340pOBbs NaumeHToB. B criyyae BO3HMKHOBEHUSA OMACHOCTW ANS XWU3HW, 300POBbSA MaLMeHTa, ydacTByOLLEero B
KNMHUYECKOM UCCneaoBaHUM fekapCTBEHHOro npenapaTta Ans MeauUMHCKOro MpUMEHEHUs, uccriegoBaTenm
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00653aHbl NponHPOPMNPOBaTbL 00 3TOM PYKOBOAMTENS MEAMLMHCKOM OpraHu3aumm n opraHusauuio, nonyyuBLUyiO
paspeLleHne YNnonHOMOYEHHOro dedepanbHOro opraHa UCMOMHMTENBHOW BNacTy Ha OpraHu3auunto npoBefeHus
KMMHUYECKOr0 UCCNefoBaHUsA rekapcTBEHHOro npenapata. PeweHne O NpUOCTAHOBNEHUM  KIMHUYECKOTO
nuccnegoBaHUs nekapCTBEHHOro npenapata Ang  MeOMLUMHCKOrO MNPUMEHEHWUs MPUHUMAOT  PYKOBOAUTENb
MEOMLIMHCKON opraHm3auuu n (Unu) opraHusauud, nonyymslUas paspelleHne ynornHOMOYEHHOro deaeparnsHOro
opraHa WCMONMHUTENbHOW BMAAacTW Ha OpraHusauuio NPOoBeAEHUsT KITMHUYECKOro MUCCNeaoBaHWs fekapCTBEHHOMO
npenapata And MeAWLMHCKOrO MNPUMEHEHNWs, peELLleHne O npeKpaleHnn Takoro uccnegoBaHus npuHUMMaeT
YMOJSTHOMOYEHHbIV heeparnbHbIi OpraH WCMONHUTENbHOW BRAacTU Ha OCHOBAHMU COOOLIEHWST B MMCbMEHHON
cdopmMe  pyKkoBOAMTENS  MEOUUMHCKOW  opraHusauuMmM  WNu  opraHusaums, nonyymBlias  paspelueHue
YMONMHOMOYEHHOro heepanbHOro opraHa UCMNOMHUTENBbHOW BNACTU Ha OpraHusaumilo nNposBefeHUs KIMHUYECKOoro
nccnegoBaHUsa NekapcTBeHHOro npenapara aAnsg MeauumnHCKOro NPpUMeHeHuns.

7. B cpok, He npeBblwawWwun nNsatn pabounx AOHENM CO [AHS 3aBepLUeHUs, MNPUOCTAHOBIIEHMS WUIN
npekpaLlleHnst KNMHUYECKOrO MWCCneaoBaHWsA NeKapCTBEHHOro npenapaTta Ans MEeOULUHCKOrO NpUMEHEHNs,
coobuieHne o6 3TOM HanpaBnseTCs opraHu3auusiMu, ykasaHHbiMM B 4Yactu 3 cTtatbM 38 HacTosLlero
PegepanbHOro 3akoHa, B YNONTHOMOYEHHbIN begepanbHbiil OpraH MCNONMHUTENBHON BNACTM NO YCTAHOBIIEHHON UM
dopme.

8. dopma coobLieHns 0 3aBepLueHUM, NPUOCTAHOBEHNN UMW NPEeKpaLLeHnn KINMHUYECKOro 1ccrenoBaHns
NeKapCcTBEHHOro npenapara Anst MeAULMHCKOro NPUMEHEHNs1 A0MMKHa coaepxaThb:

1) MHopMauulo 0 MEeOMUUHCKOM OpraHv3aumM unu MeguuMHCKUX OpraHvM3auusix, NpoBOAMBLUUX AaHHOE
nccnegoBaHue;

2) onncaHve JaHHOro UccneaoBaHuns;

3) p[aHHble wccnepoBaTenst (pamunus, WUMSA, OTYECTBO, MecTo paboTbl, 3aHMMaemasi [AOMMKHOCTb,
cneumanbHOCTb, CTaX paboTbl NO MporpaMMamM KIMHUYECKUX WCCNefoBaHWA fekapCTBEHHbIX MNpenaparos,
nepeyveHb KNMHUYECKUX UCCNEeOOBaHWIA NIEKAPCTBEHHbIX NpenapaToB, B KOTOPbIX OH NpMHMMAan yvactue (nepuogbl
yyacTus) B Ka4ecTBe nccnegosaTtens unu conccnegosatens);

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

4) pesynbTaT [aHHOTO WCCregoBaHWs (3aBeplueHue, NPUOCTaHOBMEHWE WX MpeKpalleHne OaHHOro
UCCNeaoBaHUsa C yKasaHMEM MX MPUYMH U BNUSIHUS Ha OLIEHKY €ero pes3ynbTaToB, OOLLyl0 OUEHKYy pucka u
OXngaemow nomnb3bl OT NPUMEHEHWS MCCregyemMoro NekapcTBEHHOro npenaparta, a Takke npeanonaraemble
AanbHenwne 4encTems).

9. YNOnHOMOYEHHbI deaepanbHbIl opraH UCMONHUTENBHOW BRacTM OnyonMKOBbIBaeT U pasmMellaeT Ha
cBoeM odmumanbHom canTte B ceTu "VIHTepHeT" cooblueHne O 3aBepLUEHUN, NPUOCTAHOBIIEHUN U NPeKpaLLEHUN
KNWUHUYECKOro MccnefoBaHWs IekapCTBEHHOro npenapata Ansg MeOUMUMHCKOro MpPUMEHEHUMS B CPOK, He
npeBbIWaoWniA NATU paboynx AHEN CO OHSA ero Noy4YeHus, B yCTaHOBNIEHHOM UM NOpsiaKe.

10. YnonHomoueHHbIN deaepanbHbIii opraH UCNOMHUTENBHOW BNacTu OCYLLECTBNASET BedeHWe peecTpa
uccnegoBaTenen, NPoOBOAALWLMX NN NPOBOAMBLUNX KIMHUYECKNE UCCIeLoBaHMs NEKApPCTBEHHbIX NpenapaToB A
MELMLMHCKOrO NPUMEHEHUS, B COOTBETCTBUM C YTBEPXOEHHbIMW UM MpaBuiamMu 1M pasmellaeT ero Ha CBOEM
oduumnanbsHom cante B ceTun "VIHTepHeT" B YCTaHOBNEHHOM UM MOpsaKe. YKasaHHbIN peecTp COAepPXUT
NMHpopMaumio, NpegyCMOTPEHHYIO NMYHKTOM 3 YacTu 8 HacTosLEen cTaTby.

11. OTyeT O pesynbTaTax KIMHWUYECKOTO UCCReOOBaHUSA NeKapCTBEHHOro npenapata Ans MeauuUHCKOro
NMPUMMEHEHWs1 COCTaBnAETCHa OpraHm3aumen, ykasaHHon B bYactn 3 ctatbn 38 HacToswero PegepanbHOro 3akoHa,
Ha OCHOBaHWUM 3aKIOYEHUA MeOULMHCKUX OpraHusauuin, NpoBOAMBLUMX 3TO UCCredoBaHWe, U nNpeacTaBnsaeTcsa B
YMOMHOMOYEHHbIN dheaepanbHbI opraH UCNONHUTENbHOW BNAcTH, BbiAABLUUIA paspelleHrne Ha npoBedeHne 3Toro
nuccnegoBaHus, B CPOK, He MpeBblllalolWmi Tpex MecsueB CO [HA ero 3aBeplueHUd, NPUOCTaHOBIIEHUS WUIK
npekpalleHus, B nopsake, ycTaHOBNEHHOM YNONMHOMOYEHHbIM heaeparnbHbIM OpraHoM UCMONMHUTENBHON BNACcTu.

12. HapyweHue npaBun  KNUMHUYECKOW MpakTuKM, danbcudukauna pesynbTaTtoB  KIMHUYECKOro
nccrneoBaHUsl NEKApPCTBEHHOIO nNpenapara Anst MeAULMHCKOrO MPpUMEHEHNs BIeKyT 3a coboW OTBETCTBEHHOCTL B
COOTBETCTBMM C 3aKoHoAaTenscTBoM Poccuickon degepaumm.

13. lpyv npoBedeHUWM KIMHUYECKOrO WCCneaoBaHWs fekapCTBEHHOrO npenapata Ans MeAWMLUHCKOro
NpUMeHeHns aornyckaeTcst 3abop y nauneHToB Guonornyecknx marepuanos (obpasubl GMONOrMYecKmX XugKocTen,
TKaHen, CEeKpeTOB U NPOAYKTOB XU3HEOEATENbHOCTU YernoBeka, U3N0oNOrMyecknx 1 NaTonorm4eckux BbiaeneHumn,
Ma3KoB, COCKOOOB, CMbIBOB, MMWKPOOPraHM3MoB, OWOMCUMHBLIA MaTepuan) ANs UX U3y4YeHUs Ha Tepputopuu
Poccuiickon ®epepauuu u (unu) 3a npegenamu Tepputopumn Poccuiickon depepavmu.

14. TlMopsgok BBO3a Ha Tepputopuio Poccunckon ®efepauuu M BbiBO3a 3a npedenbl TeppuTopun
Poccuiickon  ®epepauum  Buonormyecknx — martepuarnoB, MOMYYEHHbIX NpU  NPOBEOEHWMM  KIIMHWYECKOTO
nccneaoBaHUs nekapcTBEHHOro npenapaTa Ang MeauumHCKOro npuMeHeHusl, yctaHaenuaaeTcs NpaBuTenscTBoM
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Poccuinckon ®egepaumu.

Cratba 41. [oroBop O npoBeAEeHWMM KIMHUYECKOrO WCCMNeAOoBaHUSA nekapCTBEHHOro npenaparta Ans
MeLMLMHCKOro NPUMEHEHUS

1. KnuHnyeckoe uccnegoBaHue nekapcTBEHHOMO npenapaTa Ans MeAMLUHCKOro NPUMEHEHNsI MPOBOAMTCS B
COOTBETCTBMW C [OrOBOPOM O MPOBEAEHUN KIIMHWYECKOTO WCCMEeLOBaHUS NeKapCTBEHHOrO npenapaTta Ans
MEeLMLMHCKOrO NPUMEHEHWS, 3aKI04YaeMbiM MEXAY opraHnsaumein, NosyymBLLEN pa3pelleHne YrnoTHOMOYEHHOMO
denepanbHOro opraHa WCMNONMHUTENBHOM BMAcTWM Ha OpraHu3auulo NPOBEAEHWUS TaKOro WCCReAOBaHUs, WU
MeLMLMHCKON opraHM3aumen, OCyLLEeCTBIISIOLWEN NPOBEAEHNE TAaKoro NCCIeA0BaHNS.

2. [loroBop 0 NpoBeAeHMM KITMHUYECKOro MCCrefoBaHWsl NEeKapCTBEHHOro mpenapata Ans MeauuMHCKOro
NPUMEHEHNS OOMMKEH coaepXaThb:

1) yCrnoBu1s U CPOKU NPOBEAEHNSI LAHHOIO UCCeoBaHus;

2) onpegeneHue obuwen CTOMMOCTM MNpPOrpaMmbl  AAHHOrO WUCCNeAoBaHUs C  yKasaHMeM CyMMbl,
npegHasHavatolencs Ans BbinnaT uccrnegoBaTensM, ComccriefoBaTensim;

3) onpeneneHne ¢opmbl MNpeacTaBrneHns pes3ynbTaToB [AaHHOMO WCCNedoBaHWst B YNMOSIHOMOYEHHbIN
deneparnbHbI OpraH NCNOMHUTENBHON BNACTu.

Cratba 42. ®dunHaHcoBoe obecnevyeHne KIMHUYEeCKOro WcCcreaoBaHus JNIeKapCTBEHHOIo npenaparta Aand
MeaNLNHCKOIo npuMeHeHuns

®uHaHcoBoe obecneyeHne KIMHWMYECKOro UCCNedoBaHWA NEeKapCTBEHHOro npenapaTta Ans MeauuMHCKOro
NPUMEHEHMNS OCYLLECTBNAETCS 3a CYeT:

1) cpeacTB pegepanbHoro GrookeTa;

2) cpefcTB opraHuMsauuin, NOMy4MBLUMX pa3peLleHne Ha OpraHM3aumio NPoOBEAEHNS OAHHOMO UCCrneaoBaHus,
B COOTBETCTBMM C YCIOBUSIMW JOroBOpa O €ro NpoBeaeHnm;

3) MHbIX He 3anpeLleHHbIX 3akoHoaaTenscTBoM Poccuiickon ®egepaumm NCTOYHUKOB.

CraTbsa 43. lNpaBa nauMeHTOB, y4acTBYKOLMX B KIMHUYECKOM WMCCregoBaHUM nekapCcTBEHHOro npenapara
AN MEAMLUHCKOro NpuMeHeHns

1. YyacTme nauMeHTOB B KIMHUYECKOM WCCrefoBaHUWM JIEKApCTBEHHOro npenaparta Ans MeguuuHCKOro
NpMMeHeHWs siBNAeTcs JOOPOBOSbHBIM.

2. MauneHT nnu ero 3aKOHHbIN NpeacTaBUTENb AOMKEH ObITb MHPOPMMPOBaAH B MUCbMEHHOW dhopMe:

1) 0 NnekapCcTBEHHOM MpenapaTte AN MeOULUHCKOrO NPUMEHEHUS U CYLLHOCTU KMMHUYECKOrO UCCneaoBaHns
3TOro NIekapCTBEHHOrO NpenapaTa;

2) o ©0e3onacHOCTU neKapCTBEHHOro npenapata pAns MEeOWLUMHCKOrO MPUMEHEHUS, €ero OXugaemomn
3hPEKTUBHOCTUN U CTENEHU pyUcKa AN NauneHTa;

3) 06 ycnoBusaAX y4acTusi naumeHTa B KIMHWYECKOM WCCRedOBaHWW NEKapCTBEHHOro npenapaTta Ans
MEeLMLMHCKOro NPUMEHEHMS;

4) 0 uenu nnu uenax 1 NPoACPKUTENBHOCTU KNMHUYECKOrO UCCrneaoBaHus NekapcTBEHHOro npenapara ans
MEeOULMHCKOTO NPUMEHEHNS;

5) o gencTBusAX NaumeHTa B criyqae HenpeaBUAEHHbIX 3hEKTOB BNUSAHNS NIEKAPCTBEHHOIO NpenapaTa Ans
MEeOMULMHCKOrO NPUMEHEHNSI HA COCTOSIHNE €ro 340POBbS;

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

7) O rapaHTUaX KOHPMOEHUMANbHOCTM y4acTus NauMeHTa B KITMHUYECKOM UCCefoBaHUM NEeKapCTBEHHOMO
npenapaTa Anst MegUMUUHCKOro NPUMEHEHMUS.

3. [obpoBonbHoe cornacvMe nauuMeHTa Ha yyacTMe B KIIMHUYECKOM WCCNeaoBaHUM JeKapCTBEHHOIO
npenapaTta ang MeAUUMHCKOrO MNPUMEHEHUsSI MOATBEPXKAAETCSA €ro MOAMUCHLI0 MU MOAMUCHLI0 €ro 3aKOHHOrO
npeAacTaBvTENS HA MHPOPMALIMOHHOM NUCTKE NauueHTa.

4. MMauneHT M ero 3aKOHHbIN NpeacTaBUTENb MMEET MPaBO OTKa3aTbCA OT Yy4acTUsi B KIMHUYECKOM
NccneaoBaHUM JIEKAPCTBEHHOro npenapata Ansi MeguUMHCKOrO MPUMEHeHus Ha nobon cTagum npoBefeHus
TaKoro nccriegoBaHusl.

5. MNMpoBefeHne KNMHUYECKOTO UCCNEeOOBaHNSA NIEKAPCTBEHHOrO npenapaTta aAnsg MeguMuUUHCKOro NMpUMeHeHus
C ydacTMeM B KayecTBe NauMeHTOB AETEN O0MYCKAeTCs TOMbKO C cormnacus B MMCbMEHHON hopMe X poauTenen,
ycbiHOBUTENEW. [1eTu MOoryT paccmatpuBaTbCA B KayeCcTBe MOTEHUMarbHbIX MaLMeHTOB TaKOro WUCCrnefoBaHus,
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TONbKO €Crnin ero nposegeHne Heobxoanmo AN YKPENneHUs: 300poBba AeTer nnn NnpodunakTuku MHEKLUNOHHbIX
3aboneBaHni B OeTCKOM Bo3pacTe nubo ecnu uenblo Takoro MUccneaoBaHus SBNSETCS MONydeHue AaHHbIX O
Hauny4dlen Jo3MPOBKe NeKapCTBEHHOro npenapaTa ans nevyeHns geten. B atux cnyyasx Takomy vccrnegoBaHuio
OOMKHO npeawecTBoBaTb KNMHWYECKOE UCCMNedOoBaHME feKapCTBEHHOro npenapata  Ans  MeAaMUUHCKOro
NPUMEHEHNS HA COBEPLUEHHOMNETHUX rpaXaaHax.

6. 3anpelyaeTtca npoBeaeHVe KIMHUYECKOro UCCeA0oBaHUs NekapCTBEHHOro npenapara Ans MeauumMHCKOro
NPUMEHEHMUS C y4acTMeM B KayecTBe NaLMeHTOB:

1) peTen-cnpoT 1 geTen, ocTaBINXcst 6e3 NoneyeHnss poguTenen;

2) XeHWuH B nepuon OepemMeHHOCTW, XEHLWWUH B MEepuod FPyAHOro BCKapMIIMBaHWUS, 3a MWCKITHOYEHUEM
crnyyaeB, ecnv MpPOBOAWTCSA KIMHWYECKOE MCCNedoBaHWe NEeKapCTBEHHOro npenapara, npegHasHavyeHHoro Ans
YKa3aHHbIX >KEHLUUH, MpX YCNOBUM HEOOXOAMMOCTM MONy4YeHUs WMHGOPMAaLMM TONbKO BO BpeMs MNpOBeAEHUS
COOTBETCTBYHOLUNX KINMHUYECKUX WUCCMEQOBaHWN U MPUHATUS BCEX HEOOXOAUMbIX MEep MO MCKIHYEHUIO pucka
HaHeceHVs Bpeda XeHLMHe B nepuod 6epeMeHHOCTU, XeHLWMHE B Nepuo rpyaHoro BCKapMnnuBaHus, nrnoay mnu
pebeHky;

3) BOEHHOCTYXaLUWX, 3a UCKMIOYEeHMeM Cry4YyaeB NMPOBEAEHNS KITMHUYECKOro MCCNeaoBaHUs NekapcTBEHHOro
npenapaTta, crneuuanbHO pa3paboTaHHOro And MNPUMEHEHUsT B YCMNOBUAX BOEHHbIX OEWCTBUMW, Ype3BblYanHbIX
cuTyauun, NpodUNakTMkU WU NneyveHus 3aboneBaHU U NOPAXKEHWUWN, MOMyYEHHbIX B pes3ynbTare BO3AeNCTBUS
HebnaronpuaTHbIX XMMUYECKMX, BMONMOrMYECcKMX, pagmaumnoHHbliXx GakTopoB. KnuHudeckoe uccnegoBaHue Takoro
NeKkapCTBEHHOro npenapata MOXeT MPOBOAMTBCS C y4acTMEM B KayecTBe MaUMEHTOB BOEHHOCIYXaluux, 3a
WCKMIOYEHMEM BOEHHOCITYXaLLMX, MPOXOAALMX BOEHHYK Crnyx0y no npusbiBy, c¢ cobniogeHunem TpeboBaHui,
YyCTaHOBMEHHbIX HacToswmm degepanbHbiM 3aKOHOM B OTHOLLEHWUW MPaXKAaHCKUX JNLL;

4) COTPYAHMKOB NPaBOOXPAHUTESNbHbLIX OPraHoB;

5) nuu, oTObIBalOLWMX Haka3aHUe B MecTax NILEHNst cBOOOAbI, a TakkKe 1L, HaXOOALWMXCS NOL4 CTPaxXen B
CNefCTBEHHbIX N30MATOpaXx.

7. JonyckaeTcs npoBedeHne KIMHNYECKOro UccrnegoBaHus nekapCTBEHHOro npenapata Ans MeguumnHCKOro
NPMMEHeHWsl, NpegHa3Ha4YeHHOro Ans NeYeHus Ncuxmyeckmnx sabonesaHui, C ydacTMEM B KayeCcTBe NauMEHTOB
iy ¢ neuxuyeckuMmy  3aboneBaHuAMK, NPU3HAHHLIX HE4eecrnocobHbiMM B Mopsgke, YCTAHOBIIEHHOM
3akoHogartenbcTBoM Poccuiickon ®epepaummn. KnnHuyeckoe uccrnegoBaHne nekapCTBEHHOTO rnpenapaTta B 3TOM
cny4ae NpPoBOAUTCH NMPU HaANU4YMK Cornacusa B NMCbMEHHOM (bopMe 3aKOHHbIX NpeaAcTaBUTENEN yKa3aHHbIX MuL.

Cratba 44. Ob6s3aTtenbHoe CTpaxoBaHue XW3HW, 300poBbA NauneHTa, ydacTBywwlero B KIIMHNYECKOM
nccneaoBaHMM nNekapcTtBeHHOro npenapara gna MmeanumnHCKoro npuMeHeHunaA

(B pea. ®enepanbHoro 3akoHa ot 29.11.2010 N 313-93)

1. OpraHusauus, nony4mslUas paspelleHne Ha OpraHuM3aumio NPOBEeAEHUS KIMHWUYECKOro UCCnefoBaHus
nekapCcTBEHHOro npenaparta Ans MeauuMHCKOro npumeHeHus, obsidaHa B KayecTBe CTpaxoBaTens cTpaxoBaTb
PUCK NMPUYUHEHUS Bpeda >KM3HW, 300pOBbl0 MauMeHTa B pesynbTaTe MPOBEAEeHUS KIMHWYECKOro MCCneaoBaHus
nekapCcTBEHHOro npenapata Ans MeguUMHCKOrO MPUMMEHEHMS 3a CBOW CYeT NyTeM 3akryeHus [Jorosopa
065a3aTenbHOro CTpaxoBaHus.

2. O6bekToM 06s13aTenbHOr0 CTPaxoBaHUS SBMNSETCA UMYLLECTBEHHbIW MHTepec nauueHTa, CBA3aHHbIN C
NPUYMHEHVEM Bpeda €ero >XM3HW WNU 3[40pPOBbI0 B pesyrnbTare MNpPOBEAEHUS KIUHUYECKOTO UCCneaoBaHus
nekapcTBEHHOro npenaparta Ansa MeguumHCKOro NPUMeEHeHNs.

3. CTpaxoBbiM cryyaeM No AOroBopy 06s3aTeflbHOro CTpaxoBaHUS SBMAETCA CMepTb MauuveHTa wunu
yXydleHne ero 340poBbs, B TOM 4uCre Brekyllee 3a cobOW yCTaHOBReHWe WHBaNWAHOCTW, NPU HamuM4uu
MPUYNHHO-CIEACTBEHHOW CBA3W MeXAy HacTynneHuem 3Toro cobbiTMS M yyacTMeM nauMeHTa B KIMHWYEeCKOM
nccrnegoBaHUM NeKapcTBEHHOMoO npenapara.

4. TpeboBaHMsA O BO3MELLEHMN Bpeda, NPUYUHEHHOTO XMU3HU UNKN 340pOBbI0 NauuMeHTa, NpeabsBNAlTCA B
TeYeHne CPOKOB UCKOBOW AaBHOCTU, YCTAHOBMEHHbIX FPaXKgaHCKMM 3aKOHOO4ATENbCTBOM.

5. Paamep cTpaxoBon BhinaThl MO 4OrOBOPY 0653aTENbHOMO CTPaxoBaHUSA COCTaBNAET:

1) B cnydae cMepTM naumMeHTa ABa MWINMOHA pybnem Ha Kaxaoro nauuMeHTa, yyYacTBOBaBLUErO B
KMMHUYECKOM MccrnefoBaHny NekapCTBEHHOTO Npenapara;

2) npw yxyaLeHun 300poBbs NauneHTa:

a) noenekwem 3a cobon ycraHOBNEHNe UHBANMAHOCTU | rpynmnbl, OAMH MWUISIMOH NATLCOT ThicAY pybnen Ha
KaXk4oro naumeHTa, y4acTBOBaBLLEIO B KIIMHWYECKOM UCCef0oBaHUN NeKkapCTBEHHOMo npenapara;

6) noenekwem 3a cobon ycTaHOBNeHWe WHBanWAHocTu Il rpynnbl, oAMH MWNMAMOH pybBnen Ha Kaxgoro
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naumneHTa, y4acTBOBaBLUErO B KIIMHWYECKOM UCCNEea0BaHUM fiekapCTBEHHOro npenapaTa;

B) moBnekwemM 3a cobon yctaHoBneHwve wnHBanugHoctu Il rpynnbl, NATLCOT ThiCAY pybnen Ha Kaxaoro
naumeHTa, y4acTBOBaBLUENO B KITMHNYECKOM MCCMNEeAOoBaHMN NEKapCTBEHHOro npenapaTa;

r) He noBnekwem 3a cobon yCcTaHOBMNEHUA UHBANUOHOCTW, He Bornee Yem TpucTa ThiCAY pyGren Ha Kaxaoro
naumeHTa, y4acTBOBaBLUErO B KITMHNYECKOM MCCNEeAOoBaHMN NEKapCTBEHHOro npenapaTa.

6. Paamep cTpaxoBbIx BbIMAaT MOXET ObITb YBENMYEH HA OCHOBaHUN peLLeHns cyaa.

7. Cpok poroBopa 00A3aTenbHOrO0 CTPaxoBaHUA He MOXeT ObiTb MeHee, 4eM CpoK npoBedeHus
KIMMHWYECKOro nccrneaoBaHns nekapcTBEHHOro npenapara.

8. Ycnosusa gorosopa o6s3aTenbHOro CTpaxoBaHMs, B TOM YuCne CTpaxoBble Tapudbl No obAsaTensHOMY
CTPaxoBaHWIO, nepeyvyeHb HEeOoOXOAMMbIX [OOKYMEHTOB Al OCYLEeCTBIeHUss CTPaxoBOW BbIMMaTbl, MNOPSAOK
YCTaHOBMEHNS  CTpaxoBaTeneM  WHOAMBWAOYanbHOTO  MAEHTU(UKAUMOHHOMO  Koga  MmauumeHTa,  nopsigok
MHOPMUPOBAHMA  CTpaxoBaTenem CTpaxoBLiMKA O TMNPUBMIEYEHHbIX K  KIMHUYECKOMY  WCCefOBaHMIo
nekapCcTBEHHOro npenapata Ans MeQUUMHCKOro NPUMEHEHUs naumeHTax, NOpsSAoK ynnaTtbl CTPaxoBOW MpemMum,
nopsaoK peanu3aumm onpeaeneHHbIx HacToswmm defeparnbHbiM 3aKOHOM U ApyrMMy dedepanbHbIMU 3aKoHamu
npae 1 0693aHHOCTEN CTOPOH NO AOroBOpY 0683aTENbHOr0 CTPaxoBaHWS YyCTaHaBAMBAKOTCA TUMOBBLIMY NpaBunamm
06sa3aTenNbHOro CTpaxoBaHus.

9. B cnyyae npuvunHeHUs Bpeda XWU3HW nNauuMeHTa, y4acTBOBaBLUErO B KINMHWMYECKOM WCCnenoBaHuu
nekapCTBEHHOro npenapara, Bbirogonpuobperatensmu no [oroBopy ob6sa3aTenbHOro CTpPaxoBaHWs SBMSATCA
rpaxgaHe, MeloLLMe NpaBo Ha BO3MELLEHNE Bpeaa B Criydae CMepTU KOPMUMbLa B COOTBETCTBUM C FPpaXkAaHCKMM
3aKOHOAATEeNbCTBOM, MNpPWM OTCYTCTBMM TakUxX rpaxgaH - poauTenu, Cynpyr, AeTu Yymepllero mnaumeHTa,
y4acTBOBABLUErO B KIWMHWYECKOM MWCCredoBaHUWM feKapCTBEHHOro npenaparta, B Cryyae CMepTuM nauueHTa,
y4aCTBOBABLUErO B KIIMHUYECKOM UCCNEeAOBaHWM NeKkapCcTBEHHOro npenapaTta U He UMEBLLEr0 CaMOCTOATENbHOrO
40xo4a, - rpaxaaHe, Ha WXANBEHUN KOTOPbIX OH HAaXOAWMCS, B OTHOLLEHUN BO3MELLIeHNS pacxogoB Ha norpebeHne
naumneHTa, y4acTBOBaBLUErO B KMMHNYECKOM UCCNEeAO0BaHUM NlekapCTBEHHOro npenapara, - nMuo, NoHecllee Takue
pacxofpl.

10. CTtpaxoBas BbinnaTa B CYET BO3MELLEHUS Bpeda, NPUYMHEHHOrO XW3HW nauueHTa, y4acTBOBaBLUErO B
KMMHUYECKOM MWCCNeaoBaHUM NeKkapCTBEHHOro npenapara, pacnpejensiercd Mexay Bblirogonpuobperarensmu
NPONOPLIMOHANbHO UX KONMYECTBY B PaBHbIX AOMSAX.

11. Tpwn HacTynneHun CTPaxoBOro cry4vyas nNauMeHT, Y4acTBOBABLUMW B KIWHWYECKOM WCCregoBaHum
nekapCcTBEHHOro npenapara, BblrogonpuobpeTaten BApaBe MpPeabsBUTb HEMOCPEACTBEHHO CTPaxOBLUMKY
TpeboBaHWe O BO3MeLleHUW NpuYMHEeHHoro Bpepa. CTpaxoBas BblnNfaTa OCYLLECTBASETCA CTPaxOoBLLMKOM B
TeyeHne TpuauaTM OHEN CO OHA MpeAacTaBneHus HeobxoauMMbIX AOKyMeHTOB. [lauueHT, yyacTBOBaBLWNA B
KMMHWYECKOM MCCneaoBaHMM NeKapCTBEHHOro npenapata, wnu  BblirogonpuobpetaTtens o06s3aH CcooOWMTb
CTPaxOoBLUMKY AN OCYLLEeCTBEHUS CTPaxOoBOW BbiNMAaTbl MHAMBUAYambHbIA MAEHTU(MKALUMOHHBIA KO nauueHTa,
YCTaHOBIEHHbI CTpaxoBaTernieM B COOTBETCTBMU C TUMOBLIMU NpaBunnamMu oba3aTenbHOro CTpaxoBaHus.

12. [lo nonHoro onpegeneHns pasmepa NOAMEXallero BO3MELLEHWIO Bpeda CTPaxOBLUMK MO 3asBMEHUI0
naumeHTa, y4yacTBOBaBLUEro B KIMHWYECKOM WCCregoBaHUWM JieKapCTBEHHOro mnpenapaTa, Wnu 3asiBneHuto
Bblrogonpuobpetarens BrnpaBe OCYLWECTBUTb 4YacTb CTPaxOBOW BbinNnaTtbl, COOTBETCTBYIOLLYID aKTU4ecku
onpeaeneHHon YacTu NPUYNHEHHOro Bpeaa.

13. CtpaxoBas BbinnaTa B COOTBETCTBUM C OOrOBOPOM 00A3aTenbHOrO0 CTpaxoBaHWs OCyLecTBhseTcH
He3aBMCMMO OT BbIMMaT, MPUYUTAIOWMXCS N0 APYrMM BUAaM CTpaxoBaHUs.

14. He ponyckaeTcs y4yacTve nauueHTa B NPOBEAEHWM KIMHWMYECKOro WCCNedoBaHUsi feKapCTBEHHOro
npenapaTa npu oTCyTCTBMM 4OroBopa 06513aTenbHOro CTpaxoBaHus.

15. KoHTpornb 3a UCMONHEHMEeM opraHusauuen, MonyyvBLUEN paspelleHue Ha opraHv3auuio npoBedeHUs
KIMMHWYECKOro UCCNeaoBaHWs JekapCTBEHHOro npenapata Afs MeAMUMHCKOro MPUMEHEHWs, YCTaHOBIEHHOMW
HacTosiLLen cTaTbeln 06A3aHHOCT Mo 0bs3aTENbHOMY CTPAXOBaHMIO XU3HW, 340POBbA NauUMeHTa, y4yacTBYHOLLEro
(yyacTBOBaBLUErO) B KIMHWYECKOM  WUCCNEdOBaHUM  NIekapCTBEHHOro  MpenapaTta,  OCylecTBnseTcs
YMNOSTHOMOYEHHbIM dhedeparibHbIM OpraHOM WCMOMHWUTENbHOW BRacTu, Bbl4ABLUMM pas3pelleHne Ha npoBedeHune
KMMHUYECKNX NCCneaoBaHni NeKkapCTBEHHbIX MpenapaToB AN MeAULMHCKOro MPUMEHEHMS.

Maea 8. MIPON3BOAOCTBO U MAPKUPOBKA NNEKAPCTBEHHbIX CPEOCTB
CtaTtbs 45. [Mpon3BOACTBO NEKAPCTBEHHbLIX CPEACTB

1. npOI/I3BOD,CTBO NNIeKapCTBEHHbIX CpeacTtB AOJDKHO COOTBETCTBOBATb  MpaBuiiaMm  opraHm3auunmn
npon3BoACTBa U KOHTPONA Ka4vecCTBa JIeKapCTBEHHbIX CpeacTB, yTBEePXAEHHbIM YNOJTHOMOYEHHbIM cbe,u,epaanblM
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OpraHoM UCMOSHWUTENBHOW BriacTu.
(8 pea. PegepanbHoro 3akoHa ot 25.06.2012 N 93-03)

2. Tpoun3BOACTBO MeKapCTBEHHbIX Cpeacts Ha Tepputopum Poccunckon ®depepauumn ocyllecTerseTcs
Npou3BoaUTENSMM NEKapCTBEHHbIX CPEACTB, MMELLUMMN NULEH3UIO Ha NPOU3BOACTBO NEKapCTBEHHbIX CPeacTB.

3. [pon3BOACTBO NeKapCTBEHHbIX CPEACTB OCYLLECTBNSETCA ¢ cobniogeHnem TpeboBaHn MPOMbILLIIEHHOTO
pernamMeHTa, KOTOpbI YTBEPXOAETCs PYKOBOAMTENEM NPOU3BOAMTENS NEKapCTBEHHbIX CPEACTB M BKMOYaeT B
cebsi nepedyeHb UCMNOMNb3yeMbix apmaueBTUYECKMX CYDOCTaHUMN M BCMOMOraTerbHbIX BELWeCTB C yKazaHueMm
KONMM4YeCTBa KaXKOoro u3 HUX, AaHHble 00 ncnonb3yeMoM 000pyaoBaHUK, ONMMCaHNe TEXHOSOMMYECKOro npouecca 1
METOAOB KOHTPOJIS Ha BCEX dTanax NPOM3BOACTBA JIeKapCTBEHHbIX CPeACTB.

4. Tlpy npom3BOACTBE JI€KAPCTBEHHbIX CPEACTB MCNOMb3ylTca apmaueBTnyeckne cybcrtaHuum,
BKJTHOYEHHbIE B rOCY4aPCTBEHHBIN PEECTP JIEKAapPCTBEHHbBIX CPEeACTB.

5. 3anpeLlaeTca npon3BoaCcTBO:

1) nekapcTBeHHbIX CPEACTB, HE BKIHYEHHbIX B rOCY4apPCTBEHHbLIN PeecTp NeKapCTBEHHbIX CPeAcTB, 3a
WCKINIOYEHMEM NEeKapPCTBEHHbIX CPEACTB, NPOU3BOAMMBIX ANS NPOBEOEHUSA KMMHUYECKUX UCCneaoBaHun u Ans
3KCMopTa;

2) chanbCcMdrLUMPOBaHHbIX NTEKapCTBEHHbIX CPEACTB;

3) nekapcTBeHHbIX CpeacTB 6e3 NMMuEeH3Mn Ha NPOM3BOACTBO NIeKapCTBEHHbIX CPEACTB;

4) nekapCTBEHHbIX CPEeACTB C HapylleHWeM MpaBuil OpraHmM3aumm NpovM3BOACTBA WM KOHTPONS KayecTsa
nekapCTBEHHbIX CPeacTB.

6. MNpn BBOOE NEKAPCTBEHHbLIX CPEACTB B rpaXAaHCKMM 06OpPOT YMONHOMOYEHHOE NULO MpPOM3BOAMTENS
NeKapCTBEHHbIX CPEACTB OCYLLECTBNSAET MOATBEPXKOEHNE COOTBETCTBUS fIEKAPCTBEHHbLIX CPEACTB TpeboBaHMSM,
YCTaHOBMEHHBIM MNPU WX TOCYLAPCTBEHHOW perucTpauun, W rapaHTUpyeT, 4YTO JleKkapCTBEHHble CpeacTBa
npou3eBeneHbl B COOTBETCTBMM C NpaBuiiamu Npon3BoACTBa U KOHTPOMSA KayecTBa fiekapCTBEHHbIX CPeACTB.

7. YNONMHOMOYEHHbIM NMLOM NPOV3BOAUTENS NEKAPCTBEHHBIX CPEACTB ABMSETCA ero paboTHMK, UMELLMIA
BbiClLee dapMaLeBTM4eckoe, XxXummyeckoe unm OBuonormdeckoe obpasoBaHne nubo npu npousBoAcTBeE
nekapCTBEHHbIX CPeACTB ANA BETEPUHAPHOro NpMMEHeHUs1 BeTepMHapHoe obpasoBaHue, cTax paboTbl He MeHee
Yyem NATb NeT B obracTtv NPOM3BOACTBA M KOHTPONSA KadeCTBa IeKApCTBEHHbIX CPEACTB U aTTeCTOBaHHbIA B
nopsiake, yCTaHOBNEHHOM YNOSTHOMOYEHHbIM dheaepanbHbiM OPraHoOM UCMOSNTHUTENBHOW BNacTu.

8. MpousBoauTenn nekapcTBeHHbIX CPeACTB MOryT OCYLLECTBMSATb MPOAAXy NEeKapCTBEHHbIX CPeAcTB Mmm
nepegasaTb UX B yCTAHOBMNEHHOM 3akoHoAaTenscTBoM Poccuiickon Pegepaumm nopsgke:

1) OpyrMM NPoM3BOANTENSAM NIEKAPCTBEHHbIX CPeACTB ANs NPOM3BOACTBA NEKapCTBEHHbIX CPEACTB;

2) opraHu3aunsiM onTOBOW TOProBNW NIEKAPCTBEHHLIMU CPEACTBaMU;

3) anTeyHbiIM  oOpraHu3auusaM, BETEPUMHapPHbIM  anTeYHbIM  OpraHu3auusM,  WHAMBUAYalbHbIM
npegnpvHUMaTensM, MWMERLWMM JUMUEH3MI0 Ha apmaueBTUYECcKylo OeATENbHOCTb WM NIULEH3U0  Ha
MEeOULMHCKYI0 0eATENbHOCTb;

4) Hay4HO-MccnegoBaTeNbCKUM OpraHn3auusaM ans HayvyHo-uccnegosaTenbckon paboThbl;

5) MEOUUMHCKUM OpraHmn3aumamM U BETEPMHAPHBIM OpraHM3auusu;

6) opraHm3aunsM, OCyLLECTBISIOWMM pa3BedeHune, BolpaluBaHne n cogepXaHme XnBoTHbIX.

CraTbsa 46. MapkupoBKa nekapcTBeHHbIX CPEACTB

1. JlekapcTBeHHble MpenapaTbl, 3@ UCKIOYEHNEM NEKapCTBEHHbIX NPenapaToB, U3rOTOBMEHHbIX anTeYHbIMU
opraHusauusMu, BeTepUHapHbIMW anTeYHbIMU OpraHM3auusaMK, WHAMBUMAYaNbHBIMU  MPeAnpUHUMAaTENSMMU,
VMEIOLLMMW NMMLEH3NIO Ha dhapMaLeBTUYECKYH0 OeATeNnbHOCTb, AOMKHbI MOCTyNaTh B obpalleHne, ecnu:

1) Ha uX MNepBMYHOW YynakoBKe (3a MWCKMOYEHWEM NEPBUYHON YMAKOBKM FEKAPCTBEHHbIX PacTUTEeNbHbIX
npenapaToB) XOPOLWO YMTaeMbIM LWPUEHOTOM Ha PYCCKOM A3blke YKas3aHbl HavMeHOBaHWe feKapCTBEHHOro
npenapaTa (MexayHapoAaHoe HenaTeHTOBaHHOe, UMW XMMUYecKoe, UM TOProBoe HauMeHOBaHWe), HOMep Cepun,
AaTta BbiMycka (AN WMMMYHOOMOMOrMYECKNX fekapCTBEHHbIX MpenapaToB), CPOK rOAHOCTM, OO3MPOBKa WIu
KOHUEeHTpauusi, 06beM, akTMBHOCTb B eANHMLAX OENCTBUSA UM KONMMYECTBO A03;

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

2) Ha nx BTOPMYHON (MOTPEOMTENBCKOW) YNakoBKE XOPOLLO YMTaeMblM LIPUETOM Ha PYCCKOM A3blKe YKa3aHbl
HavMeHOBaHWe IeKapCTBEHHOro npenapaTa (MexgyHapogHOe HenaTeHTOBaHHOE UMM XMMUYECKoe U TOproBoe
HauMeHOBaHWs), HaMMeHOBaHVe NPOM3BOAMTENS NeKapCTBEHHOro npenapara, HoMep cepwuu, AaTta Bbinycka (4ns
MMMYHOBMOMOrMYECKNX NeKapCTBEHHbIX NpenapaToB), HOMepP PerMcTpaLnoHHOrO YAOCTOBEPEHNUS, CPOK FOAHOCTM,
cnocob npumeHeHus, JO3MPOBKA UMW KOHLEHTpaums, 06beM, aKTUBHOCTb B eAuHMLAX AeACTBUSA MO0 KONM4ecTBo
403 B YNaKkoBke, fiekapcTBeHHas dhopma, yCnoBus OTMNycKa, YCOBKA XpaHeHusi, npeaynpeauTenbHble Haanmcu.
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(B pea. PegepanbHoro 3akoHa ot 11.10.2010 N 271-03)

2. ®apmaueBTUYeCKMe CybCTaHUMM JOMKHbI NOCTynaTh B obpalleHue, ecnu Ha uxX MepBUYHON YNakoBKe
XOpOLUO YMTaeMbiM LIPUEPTOM Ha PYCCKOM 4A3blKE yKa3aHbl HavMeHOBaHwe apmaueBTMyeckon cybcTaHuum
(mexgyHapogHoe  HenaTEHTOBaHHOE WMNWM  XMMUYECKoe U TOpProBOE€  HauMMEHOBaHWs), HavMeHOBaHue
npoussoauTens gapmMaueBTM4eckon cybcTaHummn, Homep cepuun 1 gaTta U3roToBMEHUS, KONNMYECTBO B YNaKOBKE U
€AMHMLbI U3MEPEHNST KONNYeCTBa, CPOK FOAHOCTU N YCIIOBUS XPaHEHNUS.

3. JlekapcTBeHHble cpeacTBa B KayecTBE CbIBOPOTOK AOIMPKHbI MocTynaTb B obpaleHve C ykasaHuem
XXMBOTHOTO, U3 KPOBU, NMa3Mbl KDOBW, OPraHOB M TKaHEW KOTOPOrO OHW MOJSTyYeEHbI.

4. Ha BTOpWYHYO (NOTPEeOUTENbCKYI) YNakoBKy NEeKapCTBEHHbIX CPeACTB, MOMYYEHHbIX U3 KPOBMW, Mra3mbl
KpOBW, OPraHoB 1 TKaHEeWn YernioBeka, OOMMKHa HaHOCUTbLCA Hagnuek: "AHTuTena Kk BUY-1, BUY-2, k Bupycy renatuta
C 1 NOBEPXHOCTHBIN aHTUreH BMUpyca renatuTa B oTcytcTBytoT".

5. Ha nepBu4YHyl0 ynNakoBKy W BTOPMYHYKO (NOTPeOWUTENbCKY) YnakoBKy paguodapmaueBTUYeCcKmX
neKkapCTBEHHbIX CPeACTB AOMMKEH HAHOCUTLCS 3HaK paanaLMOHHOW ONaCHOCTMW.

6. Ha BTOpu4yHyto (NnoTpebutenbckylo) ynakoBKy roMeonaTuyeckux NeKkapCTBEHHbIX NpenapaToB [OSbKHA
HaHOCUTbCA Haanuce: "'omeonaTnyeckuin”.

7. Ha BTOpu4YHyl (noTpebuTenbckylo) YNakoBKY I€KapCTBEHHbIX PaCTUTENbHbIX MpenapaToB AOIDKHA
HaHoCUTbCA Haanuces: "MpoayKkumns npowna pagmaumnoHHbIA KOHTPOMb".

8. Ha nepBuyHyl0 ynakoBKy W BTOpPUYHYKO (MOTPeBUTENbCKY0) YMakoBKY NeKapCTBEHHbIX MpenapaTos,
npegHasHa4yeHHbIX ANS  KINMHUYECKUX WCCNefoBaHWW, [OJPKHA HaHOCWUTbCA Hagnuck: "Ons  KNMHUYECKUX
nccrnegoBaHun”.

9. YnakoBKa NeKapCTBEHHbIX CPEACTB, NpeAHa3HaYeHHbIX UCKIIOYUTENBHO AMA 3KCnopTa, MapKupyeTtcs B
COOTBETCTBMU C TpebOOBaHUSAMN CTpaHbI-umMnopTepa.

10. Ha TpaHCnopTHylO Tapy, KOTopasi He MpegHasHadyeHa AN notpebuteneit M B KOTOPYH MOMELLEHO
nekapcTBEHHOE CpeaCcTBO, AOIMKHA HaHOCUTBLCA MHOPMAaLMA O HAMMEHOBAHUW, CEPUN NEKAPCTBEHHOIO CPeacTBa,
AaTte BbiNycka, KonMyecTse BTOPUYHBIX (MOTPebuTenbCkux) ynakoBOK NeKapCTBEHHOrO CpeacTBa, npov3soanTene
NnekapCTBEHHOro cpeAcTBa C yKasaHWEM HauMEHOBaHWS M MEeCTOHAaXOXAEHMS NpOoM3BOAUTENS JeKapCTBEHHOro
cpeacTea (agpec, B TOM Ynicne cTpaHa u (Mnv) Mecto NnpoM3BOACTBA NIEKAPCTBEHHOIO CpeacTBa), a Takke O CPoke
rOAHOCTU NeEeKapCTBEHHOro cpeactBa M 06  ycrnoBMAX €ro  XpaHeHus W nepeBo3ku, Heobxogumble
npegynpeauTenbHble HAagNMcy 1 MaHUMYNATOPHbIE 3HaKW.

11. Ha nepBuYHyl0 ynakoBKy M BTOPUYHYK (NOTPEOUTENbCKYD) yMakoBKYy NEeKapCTBEHHbIX CPeAcTB AN
BETEPMHAPHOIO MPUMEHEHMS AOMKHA HAHOCMTBLCA HaaNuch: "0na BeTepMHapHOro NpumMeHeHns".

12. Ha BTOpUYHYO (NOTpebUTEenbCKyo) YNakoBKY NIEKapCTBEHHOO Npenapara HaHOCUTCS LUTPUXOBOW KOA.

Mnaea 9. BBO3 JIEKAPCTBEHHbIX CPECTB
B POCCUUCKYIO ®EAEPALIMIO U BbIBO3 JIEKAPCTBEHHbIX CPEACTB
U3 POCCUNCKOWU ®EOQEPALIUN
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

CraTbs 47. Nopsaok BBO3a fnekapCTBeHHbIX cpeacTB B Poccunckyio Pefepaumio 1 BblBO3a NekapCTBEHHbIX
cpeacTs 13 Poccuinckon ®egepauun
(B pea. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1. BBO3 nekapcTBeHHbIX cpeacTB B Poccunckyto efepaumnio ocyLecTBnsgeTcs B nopsiake, yCTaHOBNEHHOM
MpaButenbctBoM Poccuiickon depepauumn, B COOTBETCTBUN C TaMOXEHHbIM 3aKOHOAATENbCTBOM TaMOXXEeHHOro
coto3a B pamkax EBpA33C (ganee - TamoxeHHbI coto3) U (Mnu) 3akoHogatenbcTBoMm Poccuiickon ®egepauum o
TaMOXXEeHHOM aerne.

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

2. Beosumble B Poccunckyto ®degepaumio nekapcTBEHHble CpeacTBa [OIMKHbl OblTb  BKMKOYEHbl B
rocy4apCTBEHHbI PeecTp NeKapCTBEHHbIX CPEACTB.

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

3. [OonyckaeTca BBO3 B Poccunckyto Pegepaumio KOHKPETHOW MNapTUM 3apermcTpyMpoBaHHbIX U (Mnn)
He3aperMcTpMpoBaHHbIX  JIEKAPCTBEHHbLIX CPEACTB, MpefHa3HaYeHHbIX [Ons  NPOBEAEHUS  KIMHUYECKMX
nccrnegoBaHMA  NEKapCTBEHHbIX MpenapaTtoB, MNPOBEAEHMs 3KCNepTu3bl JIEKAPCTBEHHbLIX CPeacTB  Ans
OCYLLLEeCTBMEHUS rOCYAapCTBEHHON perucTpauumn nekapcTBEHHbIX NpenapatoB Unu AN OKa3aHWa MeOULMHCKON
NMOMOLLM MO >KMU3HEHHbIM TOKa3aHUSIM KOHKPETHOro nauMeHTa Ha OCHOBaHUM paspelleHuns, BblOaHHOro
YMOMHOMOYEHHbIM dheepanbHbIM OpraHoOM UCMOMHUTENbLHOM BNACTW NO 3asiBMIEHUSAM UL, yKasaHHbIX B cTaTbe 48
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03(pea. ot 25.06.2012)"06 [okymeHT npepoctasneH KoHcynbTaHTI0C
obpalleHnn NekapcTBEHHbIX CpeacTB” [ata coxpaHeHusi: 04.02.2013

HacTosilwero ®deaepanbHOro 3akoHa. PaccMOTpeHWe Takoro 3asiBfeHus W MPUHATME pelleHuWs O Bblgade
paspelleHnss Ha BBO3 KOHKPETHOW NapTuUK 3aperncTpupoBaHHbIX U (UNN) He3aperMcTPUPOBaHHbLIX NEKapPCTBEHHbIX
cpeacTB, MpefHasHaYeHHbIX ANA NPoBedEeHUs KIUHWYECKMX WCCregoBaHUA NeKkapCTBEHHbIX Mpenaparos,
NPOBEAEHUS 3KCMEPTU3bl JeKapCTBEHHbIX CPEACTB ANS  OCYLECTBMEHWs [OCyAapCTBEHHOW peructpauuu
nekapCTBEHHbIX NpenapaToB UNn Ans okasaHus MeOUUMHCKOW NOMOLLM MO XU3HEHHBIM NMOKa3aHMAM KOHKPETHOrO
naumeHta nubo o6 oTkade B Bblgaye yKasaHHOro paspelleHusi MPou3BoadATCS B CPOK, HE MPEeBblaloWnA NSt
pabounx aHen. MNnaTa 3a Bbligayvy ykazaHHOro paspeLleHns He B3nmaeTcsl.

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

4. B Poccuinckyio ®egepaumio MOXHO BBO3UTb fleKapCTBEHHbIE CPeaCTBa, Ka4eCTBO KOTOPbIX NOATBEPXKAEHO
ceptTumkaTtoM MNPOM3BOAMTENSA FEKapCTBEHHbIX CPeACTB, YAOCTOBEPSAIOWWUM COOTBETCTBME  BBO3UMbIX
rniekapcTBeHHbIX cpefcTB TpeboBaHusaM dapMakonemnHblix ctaten nubo B crnyyae WX OTCYTCTBUSI HOPMaTWBHON
AOKYMEeHTaLMn Unu HOpMaTUBHOIO AOKYMEHTA.

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

5. Banpewaetca BBo3 B Poccunckyio depepaumio danbCUPULNMPOBAHHBIX NEKapCTBEHHbIX CPeacTB,
HeaobpoKayYeCTBEHHbIX NNEKAPCTBEHHbIX CPeacTB, KOHTPAdaKTHbIX NeKapCTBEHHbLIX CPeacTB.

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

6. PanbcmduUMpOBaHHbIE NEKapCTBEHHble CpeacTBa, HeJobpokavyeCTBEHHbIE NeKapCTBEHHbIE cpeacTsa
noanexaT U3bATUI0 U MOCMEeAYLEMY YHUYTOXEHUIO unu BbiBOo3y M3 Poccuiickon depepaumun, KOHTpadakTHble
rnieKkapCTBeHHble CPeACTBa - U3bATUIO U NOCHEaylLWeMY YHUUTOXEHUIO. YHUUTOXEHNE UK BbIBO3 M3 Poccuiickom
®epepaumn hanbCcOULMPOBAHHbBIX NEKAPCTBEHHbIX CPEeACTB, HeAoOpOKa4yeCTBEHHbIX NeKapCTBEHHbIX CPEeaCTB,
KOHTpadaKTHbIX NleKapCTBEHHbIX CPEeACTB OCYLLEeCTBMSETCA 3a CYeT fmua, OCyLecTBMBLUEro ux BBO3. [lopsgok
YHUUTOXEHMS M3bATbIX hanbCnOULMPOBAHHbBIX NIEKAPCTBEHHbIX CPeACTB, HeAoOpPOKaYeCTBEHHbIX NIeKapCTBEHHbIX
CpeacTB, KOHTpadaKkTHbIX NIeKapCTBEHHbIX CPeACTB ycTaHaBnunaaeTcs [NpasutensctBom Poccuiickon Pegepaumm.
(B peq. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

7. Jlnua, ocyuwectensowme BBo3 B Poccunckyto ®egepaunio hanbCUdULMPOBaHHBIX MEKapCTBEHHbIX
cpeacTB, HeOobpPOKa4YeCTBEHHbIX JIEKapCTBEHHbIX CPEACTB, KOHTpadakTHbIX NeKapCTBEHHbIX CpPeacTB, HeCyT
OTBETCTBEHHOCTb B COOTBETCTBMM C TaMOXEHHbIM 3aKOHOAATEeNnbCTBOM TaMOXEHHOro cot3a u  (nnwm)
3akoHogaTtenbcTBoM Poccunckon ®egepauum o TaMoOXEHHOM gene.

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

8. BbiBO3 nekapcTBeHHbIX cpeactB u3 Poccunckon ®Pepepaumy ocyuwectndetcs 6e3 npuMmeHeHus
OFPaHWYEHU,  YCTAHOBMEHHbIX  TaMOXEHHbIM  3aKOHOAaTeNnbCTBOM  TaMOXeHHOro cotsa U1 (unn)
3akoHopartenbctBoM  Poccuiickon  depepaumm O rocydapCTBEHHOM  pPerynvMpoBaHMM  BHELLUHETOProBoWw
AeATenbHOCTW. BbiBO3 NnekapCcTBEHHbIX NpenapaTtoB, NpegHasHayYeHHbIX ANA 'yMaHUTapHoOW nomoLy (CoaencTBuS)
WM MOMOLUM MNpM Ypes3BblYalHbIX cuTyaumsix, m3 Poccunckon ®depepauny OCYLLECTBRSETCA Ha OCHOBaHWUU
pelweHus lMpaBuTtenbcTBa Poccuiickon ®egepaummn unmn peLueHns opraHoB rocydapCTBEHHOW BNacT CybbeKToB
Poccuinckon ®egepauyun 06 okasaHWM NOMOLLM MHOCTPAHHOMY rocygapcTBy.

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

Cratba 48. HOpugnueckne nuua, KOTOPbIM paspelleH BBO3 JeKapCTBEHHbIX cpeactB B Poccuinckyro
depepauymio
(B pea. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

JlekapcTtBeHHble cpeacTBa B Poccunckyto degepaumio MOryT BBO3UTb:
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) NpousBOOUTENM NEKAPCTBEHHbIX CPEACTB AnA uernen cobCTBEHHOro MNpPOM3BOACTBA JEeKapCTBEHHbIX
CPEACTB;

2) MHOCTpaHHble pa3paboTYMKM NEKAPCTBEHHBIX CPEACTB M UHOCTPaHHbIE NMPOM3BOAMTENN NEKAPCTBEHHbIX
CPEACTB WNM Opyrve opugudeckMe nuvua no MopyyeHuto paspaboTuvka NEeKapCTBEHHOro CpeacTBa  Anst
NPOBEOEHUS KIMMHMYECKUX WCCMNEeAOBaHUN NEKapCTBEHHOrO npenapara, OCYLEeCTBIEHUS TOCygapCTBEHHOM
perncTpaumm NneKkapCTBEHHOro mnpernapaTa, BKYEeHUs dapmaueBTMYECKo CcyOcTaHUuMM B TFOCYLapCTBEHHbIN
peecTp IeKapCTBEHHbIX CPEACTB, KOHTPONS KayecTBa JIE€KApPCTBEHHbIX CPEACTB MpUM HanuuMm paspeLleHuns
YMOMHOMOYEHHOro defeparnbHOro opraHa UCMOSTHUTENBHOW BNACTU Ha BBO3 KOHKPETHOW MapTUKM NEKAPCTBEHHbIX
CPeAcTB.;

3) opraH13auum onToBOW TOProBNM NeKapCTBEHHLIMWU CPEACTBAMU;

4) Hay4HO-UccnegoBaTenbCcKme opraHusauum, obpasoBaterbHble yyYpexaeHust BbICLLIETO
npodeccunoHanbHoro obpasoBaHusl, NPOM3BOAUTENN NEKAPCTBEHHbLIX CPEACTB AN pa3paboTku, uMccnenoBaHun,
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03(pea. ot 25.06.2012)"06 [okymeHT npepoctasneH KoHcynbTaHTI0C
obpalleHnn NekapcTBEHHbIX CpeacTB” [ata coxpaHeHusi: 04.02.2013

KOHTpons ©e3onacHoCTH, KadecTBa, 3(EKTUBHOCTM NEKapCTBEHHbIX CPEACTB MNPW HanMunM paspeLueHus
YMOMHOMOYEHHOro oefepansHOro opraHa UCNOMHUTENbHOW BNAaCTW;

5) mMeauuUMHCKME OpraHM3auuun, MHble yKal3aHHble B MyHKTax 1 - 4 HacTodlen cTaTbM OpraHudauuun ang
OoKas3aHusi MEOULMHCKOW MOMOLLM MO XXMU3HEHHbIM MOKa3aHWAM KOHKPETHOro nauueHTa npu HanuuMm paspeLueHus
YNOMHOMOYEHHOro defepansHOro opraHa UCNONMHUTENBHOW BNAcTU Ha BBO3 KOHKPETHOW NapTuy NeKkapCTBEHHOro
npenapaTa, BblAaHHOMO B YCTaAHOBMEHHOM Mopsake B OpPME 3NEKTPOHHOro [OKYMeHTa, NoAnucaHHOro
3ANEKTPOHHON LNPOBON NOANUCHIO.

Cratba 49. [oKkymeHTbl, nNpeacTaBnsieMble B TaMOXeHHble opraHbl Poccuiickon denepaumm npu BBO3E
nekapcTBeHHbIX cpeacTB B Poccuiickytio Penepauuio
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1. MNpun BBO3e nekapcTBeHHbIX cpeacTB B Poccuiickyto denepauunio B TamMoXeHHble opraHbl Poccuiickon
denepaumn Hapagy ¢ AOKYMEHTaMu, nNpeacTaBreHne KOTOpbIX NPeayCMOTPEHO TaMOXEHHbIM 3aKOHOOATENbCTBOM
TamoxeHHoro cow3a wu (unu) 3akoHogaTenbCTBoM Poccuiickon depepaumm O  TaMOXEHHOM  dere,
npeacTaBnsaoTCAa cnegyowme JOKYMEHTb:

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

1) cepTudumkaT NponsBOAUTENS JEKapCTBEHHOrO CpPeacTBa, YAOCTOBEPSIOWMN COOTBETCTBME BBO3MMOIO
nekapcTBEHHOro cpefctea TpeboBaHuAM hapmakonerHon ctaTby NMMBO B criydyae ee OTCYTCTBUSI HOPMaTUBHOWN
OOKYMEHTaLMM U HOPMaTUBHOTO JOKYMEHTA;

2) paspelleHre ynosiHOMOYEHHOro defepanbHOro opraHa WCMOMHUTENBHOW BRAcTU Ha BBO3 KOHKPETHOW
napTUM NekapcTBEHHOIo CpeacTBa B Cryyasx, YCTAHOBMEHHbIX YacTbio 3 cTaTtbk 47 Hactosiwero ®eneparnbHOro
3aKoHa.

2. lokymMeHTbl, ykasaHHble B NyHKTax 1 n 2 yactu 1 HacToswen cratbi, NPeaCcTaBNATCA B TAMOXEHHbIe
opraHbl Poccuiickon ®egepauum npy npnbbiTrn nekapCTBEHHbIX cpeacTs B Poccuiickyto ®eaepauumio.

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

Cratba 50. BBo3 nekapcTBeHHbIX npenapatoB B Poccuinckyto degepaumio Ans NMYHOrO MCNONb30BaHUsS U
WHbIX HEKOMMEPYECKNX Lernen
(B pea. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1. JlekapcTBeHHble MpenapaTbl MOryT ObiTb BBe3eHbl B Poccuiickyio Pepepaumio 6e3 yyeta TpeboBaHun,
npeaycMOTpeHHbIX Yactamu 1 - 4 ctaTten 47, ctatbamun 48 u 49 HacTosduwero defepansHOro 3akoHa, ecrnv OHu
npeaHasHayeHbl Ans:

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

1) NNYHOro Ucnonb3oBaHWsa U3ndeckummn nuuamu, NpubsiswKMK B Poccuiickyto ®enepaumio;
(8 pen. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

2) ncnonb3oBaHWs paboTHMKaAMKU OMNIIOMaTUYECKOro Koprnyca unvM npeactaBUTENaMU MEeXOYHapOAHbIX
OopraHusauuin, akkpeanToBaHHbIX B Poccuickon deaepaumy;

3) neveHus NMaccaxXupoB M YNIEHOB 3KMMaXKen TPaHCMOPTHbIX CPEACTB, Noe3faHbix Gpurag n BoguTenen
TPaHCMOPTHBIX CpeacTs, NpubbiBLINX B Poccunckyto degepauunio;

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

4) neyeHUA YYaCTHUKOB MeXOYHapOAHbIX KYMbTYPHbIX, CMOPTMBHLIX MEPONPUATUA U YYaCTHUKOB
MeXAyHapOaHbIX 3KCneauuni;

5) neyeHNsa KOHKPETHbIX XXMBOTHbIX B 300Mapkax, a Takke XUBOTHbIX, BBO3UMbIX B Poccuiickyto ®epepaumio
ONSA y4acTus B CNOPTUBHBIX U 3PENULLHBIX MEPONPUATUSIX.

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

2. B cny4vasix, npedycMOTpeHHbIX 4acTbio 1 HacTosilen cTaTbk, JonyckaeTcs BBO3 B Poccuinckyro
denepaumio NekapcTBEHHbIX NpPenapaToB, He 3aperncTpmpoBaHHbix B Poccuiickon ®eagepauun.
(B pen. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-03)

3. JlekapcTBeHHbIE Npenaparbl, NpegHasHavYeHHble AN ryMaHUTapHoOW NomoLLn (COAeNCTBMS) UK MOMOLLU
npuM 4pesBbl4alHbIX CUTyauusix, BBO3ATCA B Poccuiickyto ®degepaumio B nopsgke, YCTaHOBIIEHHOM
MpaBnTENLCTBOM Poccuinckon denepauymm. 3anpeluaeTcs BBO3 B Poccuiickyto depepaumio
He3aperucTpuMpoBaHHbIX NeKapCTBEHHbIX NpenapaTtoB, MpefdHa3HaYeHHbIX Ans  FyMaHUTapHoOM  MOMOLLUM
(copoencTans) N NOMOLLM MPU Ype3BbIYANHbBIX CUTYaLMSX.

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03(pea. ot 25.06.2012)"06 [okymeHT npepoctasneH KoHcynbTaHTI0C
obpalleHnn NekapcTBEHHbIX CpeacTB” [ata coxpaHeHusi: 04.02.2013

Cratba 51. CoTpyaHumyecTBO hefeparnbHOro opraHa MCNONHUTENBHON BNACTU, YNONHOMOYEHHOro B obnacTu
TaMOXEHHOro Aena, u Apyrux ynonHOMOYEHHbIX befepanbHbIX OpraHOB UCMONMHUTENBHON BNAcTH

1. ¥YnonHomoudeHHble deaeparnbHble opraHbl MCMOMHUTENbHON BnacTu NPeaoCTaBNsOT B pacrnopshkeHue
denepanbHOro opraHa MWCMOMHUTENbHOW BriacTW, YNOMHOMOYEHHOro B 00MmacTm TamOXeHHOro gena,
rocyfapCTBEHHbIA peecTp MNeKapCTBEHHbIX CPEACTB, a Takke MH(OpMaLuo O BblAaHHbIX pa3pelleHnsx Ha BBO3
KOHKPETHOW MapTuMM JEeKapCTBEHHbIX CPEACTB B Cry4yasX, YCTAHOBMEHHbLIX 4acTbid 3 cTaTbh 47 HaACTOSLEro
depnepanbHOro 3akoHa.

2. depeparnbHbIi OpraH MWCMOMHUTENbHOW BMacTW, YMOMHOMOYEHHbIM B 06racTM TaMOXEHHOro pnena,
WHpopMMPYET yKasaHHble B 4YactTm 1 HacToswewn cTaTbM YNONTHOMOYEHHble dpedeparibHble  OpraHbl
NCNONHUTENBHON BMNacTh O BBO3€e JIeKapCTBEHHLIX CPpeAcTB B Poccuickyto Pefepauuio n BbIBO3e JIEKAPCTBEHHbIX
cpeactB mn3 Poccuiickon depepaumm no ¢dopMe M B Nopsiake, KOTopble YCTaHoBMeHbl [1paBUTENbCTBOM
Poccuiickon ®epepauuu.

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

Maea 10. PAPMALUEBTUYECKAA OEATEJNIbHOCTb
Cratba 52. OcywecTtBneHnne bapMmaleBTUYECKON AeATENBHOCTU

1. ®dapmaueBTnyeckass  [OeATENbHOCTb  OCYLECTBNAETCA  OpraHusauusMum  ONTOBOW  TOProBnu
rnieKkapCTBEHHbIMWM CPeACTBaMW, anTeYHbIMW OpraHvM3auusMy, BeTepMHApPHbIMKM anTeYHbIMUM  OpraHu3auusMu,
NHAVBMAOYaANbHBIMW  NPEANPUHUMATENSAMU, MMEWUMN  MUUEH3NI0 Ha dapMaueBTUYECKY0 AesTeNbHOCTb,
MEAMUMHCKUMY  OpraHvM3auusMy, UMELWMMM NUUEH3MI0 Ha dapMaueBTUYECKyld OesATenbHOCTb, UM UX
obocobneHHbIMM  nogpasgeneHnamn  (ambynatopuamu,  denbawepckumMm 1 henbawepCKo-akyLwepCKumMm
nyHKTaMu, ueHTpamu (oTaeneHusmu) obwen BpavyebHon (CeMenHON) NPakTMKK), PaCrOfOXEeHHbIMU B CENbCKUX
NMoOCeneHnsix, B KOTOPbIX OTCYTCTBYIOT anTeuyHble OpraHv3auuv, U BeTepuMHapHbIMW OpraHu3aumsmMu, UMerLumm
NVLEH3NI0 Ha (bapmaLeBTUYECKYI0 AeATENbHOCTb.

2. ®dusnyeckme nuua MoryT ocylecTBnaTb hapMauUeBTUYECKYIO AeATENbHOCTb NPU HaNMyum BbICLLEro Mnu
cpegHero apmaueBTuyeckoro obpasoBaHud u  cepTudmkaTa cneumanucta, BbICLUErO WM CPeaHero
BeTepuHapHoro obpa3oBaHus U cepTudmkata crneumanucta, a Takke BbICLUETO WW CpedHero MeauLMHCKOro
obpa3oBaHud, cepTudmkata cneumanicta W OONOSHUTENbHOTO NpodeccnoHanbHOro obpasoBaHWs B YacTu
PO3HWYHOW TOProBMM fieKapCTBEHHbIMU Npenapartamu Npu ycnosun nx paboTtsl B 060co6neHHbIx nogpasaeneHusax
MEAMLMHCKNX OpraHn3aunii, ykasaHHbIX B YacTu 1 HacTosALen cTaTbm.

(4acTb 2 B pea. PepepanbHoro 3akoHa ot 27.07.2010 N 192-03)

Cratba 53. [lpogjaxa, nepegaya nekapCTBEHHbIX CPEACTB  OpraHu3auusMu  OnTOBOW  TOProBM
neKkapcTBEHHbIMW CpeacTBamMm

OpraHu3aumMm ONTOBOW TOProBfM  fEKAapCTBEHHbIMW CPEACTBaMM  MOMYT  OCYLUECTBNATb  NPOAAxy
neKapcTBEHHbIX CPEACTB MMM nepefaBaTb WX B YCTAaHOBIEHHOM 3akoHoAaTenbCcTBOM Poccuiickon Pepepaumm
nopsiake:

1) opyrum opraHn3aumsiM ONTOBOW TOProBMM NEKAPCTBEHHLIMY CPeaCcTBaMu;

2) Nnpon3BoAMTENSIM NEKAPCTBEHHbLIX CPEACTB A1 Lienel NPOM3BOACTBA NEKapCTBEHHbIX CPECTB;

3) anTey4HbIM opraHM3aumsam 1 BETEPUHaAPHBLIM anTe4HbIM OpraHM3auusm;

4) Hay4Ho-uUccneaoBaTENBCKAM OpraHU3aUusmM Ans Hay4yHO-UCCreaoBaTenbCKon paboTh;

5) nHamBuayanbHbIM NpeanpUHUMATENSM, UMEIOLLUM NIMLEH3NI0 Ha hbapMaLeBTUYECKYO AESTENbHOCTL U
TNIMLEH3UI0 HAa MEOULIMHCKYHO OESTENbHOCT;

6) MeONLIMHCKUM OpraHu3auusiM, BeTEPUHAPHbLIM OpraHn3aumsmv;

7) opraHu3auusiM, OCYLLECTBISOLLMM pa3BefeHWe, BblpaliuBaHme U CoAepKaHNe XUBOTHBIX.

CraTbs 54. [NpaBuna onToBOW TOProBNN NekapCTBEHHbIMU CpeacTBaMu
OnToBasi TOproBnsi fieKapCTBEHHbIMU CPEACTBaMU OCYLLECTBNAETCA NPOU3BOAUTENAMWU NEeKapCTBEHHbIX

cpeancte un opraHun3aunammn onToBOM TOproenun rnekKkapCTBeHHbIMKU cpenctBaMn No npasuinam, yTBepXAEeHHbIM
cooTBeTCTBYHOLLUMMU YNONTHOMOYEHHbIMU (*)eﬂ,epaﬂbelMM opraHamvu NCMNONHUTENBbHON BNacTu.
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03(pea. ot 25.06.2012)"06 [okymeHT npepoctasneH KoHcynbTaHTI0C
obpalleHnn NekapcTBEHHbIX CpeacTB” [ata coxpaHeHusi: 04.02.2013

Cratba 55. [Nopsgok pO3HUYHON TOProBnv NeKkapcTBEHHbIMY NpenapaTtaMmu

1. Po3HM4Hasa TOProens nekapCTBEHHLIMW NpenapartaMmu B KONMYecTBax, HEOBXOAMMBLIX ANSA BbINONHEHUS
BpayebHbIX (penbalepcknx) HasHa4YeHWn UnM  HasHadeHu cneuywanuctoB B obnactu  BeTepuHapuu,
OCYLLECTBMNAETCHA anTeYHbIMU OpraHvM3aunsiMy, BETEPUHAPHBIMU anTeYHbIMU OpraHu3aunsaMm, MHOMBMAYanbHbIMU
npeanpyHUMaTensMy, UMMELWMMU  MUUEH3NI0  Ha  (apMaueBTUYECKYD  OeATenbHOCTb,  MeAMLUHCKMMM
opraHu3aumsamMu, UMEeLWMMM §NUMUEH3No Ha dapMaueBTUYEeCKyl0 OeATeNnbHOCTb, U UuX 060Cco6NeHHbIMU
nogpasgenexHusamn (ambynatopusimu, enbawepckumMm n - denbawepcko-akylepckMMyM MyHKTaMu, LeHTpaMu
(oToeneHnsimn) obuiern BpayvebHol (CeMenHom) NpakTUKN), PpacrnonoXeHHbIMU B CENMbCKUX MOCENEHUSIX, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHusauuMu, W1 BeTEepWHapHbIMKM OpraHM3auusMKi, WUMEKLWUMU  JIMLEH3NIO Ha
hapmaLeBTUYECKYIO AesTeNnbHOCTb. PaspelueHa po3HUYHasd TOProBnsi TOMbKO fEKAPCTBEHHbIMW Mpenaparamu,
3apermctpupoBaHHbiMn B Poccuiickon ®degepaumm  vnv U3roTOBIIEHHLIMU  ANTEYHbIMW  OpraHu3aLmsamu,
BETEPMHAPHLIMU anTeYHbIMW OpPraHu3auMsaMu, MHAMBUAYaNbHBIMU NPEeAnpUHUMAaTENSIMN, UMEIOLMMU FTIMLEHSMNIO
Ha hapMaLeBTUYECKY0 AEeATENbHOCTb.

2. Bupgpl anTeuHbix opraHuWsauuin u npaBuna OTNycka JleKapCTBEHHbIX MpenapaToB Ans MeAULMHCKOro
NPMMEHEHWS anTeYHbIMW OpraHM3auusMu, UHAMBUAYaNbHbIMWM NPeanpuHUMaTensdaMn, UMELWNMN NNLEH3NI0 Ha
hapmaLeBTUYECKYIO OeATeNbHOCTb, a Takke MpaBuna OTNycka feKapCTBEHHbIX NpenapaTtoB A MEeAMLUHCKOro
NPUMEHEHN MEQMLUHCKMMMW OpraHM3aunsiMy, MMELWMMU NULIEH3NI0 Ha (bapMaLleBTUYECKYI0 OEeATENBbHOCTb, N UX
obocobneHHbIMM  NogpasgeneHusamn  (ambynatopuamu,  enbawepckumm 1 PenbAaepcKo-akyLepCKUMm
nyHKTamMu, LeHTpamu (oTaeneHusmu) obuien BpavyebHOW (CeMENHOM) NPaKTUKM), PacnoslIoKEHHbIMU B CEITbCKMX
MOCENEHUSIX, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHu3auuun, YTBEPK4AKTCS YNOMHOMOYEHHbIM deaepanbHbIM
OpraHoM UCMOSHWUTENBHOW BriacTu.

3. MNMpaBnna oTnycka HAapKOTUYECKMX CPEACTB M NCUMXOTPOMHbLIX BELLECTB, 3apermcTpMpoBaHHbIX B Ka4ecTBe
nekapCTBEHHbIX MNpenapaToB, MNeKapCTBEHHbIX MpenapaToB, CcoAepXalux HapkoTuyeckue cpeactsa M
NMCUXOTPOMHbIE BELLECTBA, YyTBEPXKOATCA YNONHOMOYEHHbIM hefeparnbHbiM OpraHoM UCMOSNTHUTENbBHON BNacTh No
cornacoBsaHuio ¢ pegepanbHbIM OpPraHoOM MCMOSTHUTENbBHOM BRacT, OCYLLECTBASIOWMM PyHKUMM No BbipaboTke
rocy4apCTBEHHON MOSIMTUKN, HOPMAaTMBHO-NPABOBOMY PerynmpoBaHuIO, KOHTPOMO M Haa3opy B cdepe obopoTta
HapKOTMYECKUX CPEACTB, MCUXOTPOMHbIX BELLECTB M UX MPEKypcopoB, a Takke B 06racTum npoTMBOAEWCTBUS UX
He3aKkoOHHOMY 0060pOoTY.

4. JlekapcTBeHHble MpenapaTtbl ANS BETEPUHAPHOrO MPUMEHEHUS MOAMEXaT OTMYCKYy BeTepUHapHbIMU
anTeyHbIMXU  OpraHu3auusMi, BETEPUHAPHBIMW  OpraHuM3aumMsiMi, WHAMBUAYANbHLIMW  NPeANnpUHUMATENAMU,
UMEILLUMU NULLEH3UNI0 HA hapMaLeBTUYECKYH OeATENbHOCTb. [1paBuna oTnycka nekapcTBEHHbIX NpenapaToB Ans
BETEPMHAPHOIO MPUMEHEHUS YTBEPXKAAKTCSA YNOMHOMOYEHHbIM dheaeparnibHbIM OpraHoOM UCMOSTHUTENbHOM BNacTy.

5. lNepeveHb MeQULMHCKUX OpraHM3aunii, UMELLNX NMLEH3NIO Ha dhapMaLEeBTUYECKYO OeATENbHOCTb, U UX
obocobneHHbIX nogpasgeneHuin (ambynatopui, denbalepcknx n genbalepcko-akyLWepcKnx NyHKTOB, LIEHTPOB
(oTaeneHwnin) obuwen BpavyebHOW (CeMeNHOW) MPaKTUKM), PaCMONOXEHHbIX B CENbCKUX MOCENeHunsX, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHu3aumu, a Takke nepeyeHb IeKapCTBEHHbIX MpenapaTtoB (3a MWCKIIYeHnem
HapKOTMYECKUX JeKapCTBEHHbIX MpenapaTtoB M MCUXOTPOMHbIX NEKAPCTBEHHbIX NpenapaTtoB), Npogaka KOTOpbIX
MOXET  OCYyLeCTBMAATbCA  YKasaHHbIMM  OpraHusaumsaMm n  uMx  060coBneHHbIMW  nogpasaeneHnsMu,
yCTaHaBMMBalTCA OpraHamm UCMONHUTENbHON BNacTn cydbekToB Poccunckon ®egepavmun.

6. AnTeyHble oOpraHu3auuMv, WHZMBUAOYaNbHblE NPEeAnpUHMMATENW, WMeEKLIMEe  FUMUEH3VNI0  Ha
hapMaLeBTMYECKYIO OeATeNbHOCTb, 0053aHbl obecneynBaTb YCTAaHOBIEHHBINA YNOMHOMOYEHHBIM deaepanbHbIM
OpraHoM MCMOMHUTENBHON BMAcTU MUHUMAarbHbIA aCCOPTUMEHT NEKapCTBEHHbIX NpenapaToB, HEOOXOAMMbIX OIS
OoKasaHunsi MegULMHCKON MOMOLLN.

7. AnTeuyHble opraHusauuu, WHOMBMAYyalnbHble  MNpeanpuHMMaTeny, UMMEeLWMe  JULEH3U0  Ha
hapMaLeBTMYECKYIO OeATENbHOCTb, Hapsdy C flekapCTBEHHbIMU MpenapaTtamu UMEKT npaBo npuvobpeTtaTtb U
npogaeBaTb U3genvs MeauMUMHCKOro Ha3HayeHus, Ae3vHduumpylowmne cpeacTsa, npeameTbl U CPeacTBa JIMYHON
rMrmeHbl, Nocyay Ans MeauUMHCKMX Lenen, npegmMeTbl U CpeAacTBa, NpegHasHavyeHHble Ang yxoaa 3a 60nbHbIMM,
HOBOPOXAEHHbIMM U AeTbMW, HEe AOCTUILIMMMK BO3pacTa Tpex feT, OYKOBYH OMTUKY M CPeAcTBa yxoda 3a Hew,
MUWHeparnbHble BoAbl, NPOAYKTbI Ne4ebHOro, AeTCKOro 1 ANeTUYECKOro NuTaHus, GMonornyeckn akTmeHble O6aBKu,
napgoMepHble 1 KOCMETUYECKME CPeACTBa, MEAVLMHCKMNE U CaHUTapHO-MPOCBETUTENbHbIE MeYaTHble U3daHus,
npegHasHa4YeHHble 4N nponaraHabl 300poBoro obpasa XusHu.

(B pea. PegepanbHoro 3akoHa ot 27.07.2010 N 192-03)

8. [HedatenbHoCTb anTeuHbiX opraHu3auun BoopyxeHHbix Cun Poccuiickon ®epepauun, OpYrux BOWCK,

BOMHCKMX (DOPMMPOBaHU M OpraHoB, B KOTOPbIX 3akoHoAaTenbCcTBoM Poccuiickon Pepepaumm npegycMoTpeHo
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03(pea. ot 25.06.2012)"06 [okymeHT npepoctasneH KoHcynbTaHTI0C
obpalleHnn NekapcTBEHHbIX CpeacTB” [ata coxpaHeHusi: 04.02.2013

MPOXOXAEHNEe BOEHHOW WMM NPaBOOXPAHUTENLHOW ChyxObl, pernameHTMpyeTcs Hactoswmum degepanbHbiM
3aKOHOM U YTBEPXOEHHbIMW COOTBETCTBYOLWMUMU  dedeparnbHbiMU  OpraHaMu  UCMOSNHUTENbHOW  BriacTu
nonoxeHnsiMmm. KOHTponb 3a COOMOAEHUEM YKa3aHHbIMWM anTeyHbIMU OpraHuM3auusiMyM MOSIOXEHWIA HACTOSLLErO
denepanbHOro 3akoHa OCYLLECTBMSIETCA COOTBETCTBYOLWUMU dedepanbHbIMU  OpraHamm  UCTONHUTENBHOM
BMnacTm.

Crtatba 56. N3roToBneHne n oTnyck nekapcTBeHHbIX NpenapaToB

1. N3roToBneHne nekapCTBEHHbIX NPenapaToB anTe4YHbIMU OpraHn3aumMsiMM, BETEPUHAPHLIMK anTeYHbIMU
opraHusaumsiMn, WHAUBMAYaANbHbIMK NpeanpuHUMaTENs Mn, WUMELNMN JIMUEH3NI0 Ha dapMaueBTUYECKYHO
OEeATeNbHOCTb, OCYLIECTBNSETCSA MO peuenTam Ha JfiekapCTBEHHble MnpenapaTbl, N0 TpeboBaHUSIM MeOULMHCKUX
OpraHusaumi, BeTEpPUHAPHbIX OpraHM3auuMih B COOTBETCTBUM C MpaBuriaMyM  WU3rOTOBIIEHUS U OTNycka
NeKapCTBEHHbIX MpenapaToB, YTBEPXOEHHbIMU YNONMHOMOYEHHbIM dhedepanbHbiM  OpraHoM  UCMONMHUTENBHON
BMacTW.

2. TlpyM WU3roTOBMEHUN fEKAPCTBEHHbIX MNpenapaTtoB anTeYyHbIMXM OpraHM3auusmMu, BeTEpUHAPHbIMMU
anTeYyHbIMKM  OpraHusaumsiMn,  WHAMBMAYaANbHbIMKM  NpeanpuHUMatensMn,  UMEeLWMMKU  JIMUEH3UID  Ha
dapmMaLeBTUYECKYID  OEeATeNbHOCTb, NCnonb3yTcs hapmaveBTNYECKUE cybcTaHuuu, BKMHOYEHHbIE
COOTBETCTBEHHO B [OCYLApPCTBEHHbLIA PEECcTp IeKapCTBEHHbIX CPEeACTB AN MEAULMHCKOro MNPUMEHEHMST U
rocy4apCTBEHHbIA PEEeCTp fleKapCTBEHHbLIX CPEeACTB AN BETEePUHAPHOIO NMPUMEHEHUS! B YCTAHOBIIEHHOM MOPSAKe.
He ponyckaetca W3rotoBneHwe anTevHbiMW OpraHu3aumMsiMn, BeTEepPUHAPHbLIMKM anTevyHbIMU OpraHn3aunsiMu,
MHOMBMAYaANbHbIMW  MPEeAnpUHUMATENSAMM, UMEKLWMMA  NULUEH3UI0 Ha dapMaLeBTUYECKYD OesATENIbHOCTb,
NeKapCcTBEHHbIX NpenapaToB, 3aperncTpnpoBaHHbiX B Poccuiickon degepaumn.

3. MapkupoBKa fiekapCTBEHHbIX NPenapaToB, U3rOTOBIEHHbIX anTeYHbIMK OpraHM3aunsmMmn, BeTepnHapHbIMU
anTeyHbIMK  opraHuM3auuMsamMu,  MHAMBUAOYalbHbIMW  NPeanpuHMMAaTtensMn,  UMELWUMKU  JIMLEH3UID  Ha
dapMaLeBTUYECKYID AEATENbHOCTb, MU OQOPMITIEHME TaKMX MpenapaTtoB LOMKHbI COOTBETCTBOBATb NpaBunam,
YKa3aHHbIM B YacTu 1 HacToALLEen CTaTbu.

4. AnTeyHble opraHu3auuu, BeTepMHapHbIE anTeYHble OpraHv3auuu, MHAMBUAyasnbHble NpeanpuHUMaTenn,
UMeLLME NUUEH3NIO Ha (hapMaLeBTUYECKYI0 OeATENbHOCTb, HECYT OTBETCTBEHHOCTb 3a HecobnigeHne npasurn
W3rOoTOBIIEHNA W OTMyCKa JleKapCTBEHHbIX MpenapaTtoB B COOTBETCTBUMM C 3akoHoaatenbcTBoM Poccuiickon
depepauymm.

Ctatbs 57. 3anpeLlleHune npoaaxm danbcnpuLMpoBaHHbIX NeKapCTBEHHbIX cpencTs,
He06pOoKa4YeCTBEHHbIX NIEKAPCTBEHHBLIX CPEeACTB, KOHTPAMaKTHbIX NEKAPCTBEHHbLIX CPeaCTB

Mpopaxa anbcuMUMPOBaHHBLIX EKAPCTBEHHbLIX CPeAcTB, HeAobpOKaYeCTBEHHbIX NEKapCTBEHHbIX
CPeAcCTB, KOHTPadaKTHbIX NTEKAPCTBEHHbIX CPEACTB 3anpeLlaeTcs.

CraTbsa 58. XpaHeHue nekapCTBeHHbIX CPeAcTB

1. XpaHeHue nekapCTBEHHbIX CPEACTB OCYLLECTBNSAETCHA MNpOM3BOAUTENSMU JeKapCTBEHHbIX CpPeAcTs,
opraHusaumammn onToBOWN TOProBsin nekapCcTtBeHHbIMU cpencTtBamMu, anTey4YHbiMU OpraHuU3aumnamMmmn, seTepruHapHbIMU
anTeyHbIMXU  OpraHuM3auusMn,  MHOVBMAYanbHbIMW  NpeanpuHUMaTensiMvM,  UMEKLWUMU  JINLEH3UI0  Ha
hapMaLeBTMYECKYI0 OEeATENbHOCTb WM NULUEH3UIO  Ha  MEOUUMHCKYH  OeATenbHOCTb,  MEAULMHCKUMU
opraHu3aumsamMu, BeTEepMHAPHbIMU OPraHM3auusMn M UHBIMUA OpraHu3auMsMKn, OCYLLECTBNSALWMMKU obpalleHne
neKapcTBEHHbIX CpeacTs.

2. TpaBuna XxpaHeHUsI NEeKapCTBEHHbIX CPEACTB YTBEPXKAANTCA COOTBETCTBYHOLUM YMOMHOMOYEHHBLIM
denepanbHbIM OpraHoM UCMONTHUTENBHOW BNacTu.

3. XpaHeHme HaPKOTUYECKUX JNEeKapCTBEHHbIX CpeacTB, MNCUXOTPOMHbIX JeKapCTBEHHbIX CpeacTs,
pap,moq)apmauesmqecmx NNeKapCTBEHHbIX CpeACTB OCYyLleCTBdeTCA B COOTBETCTBUM C 3akKOHOOATEsIbCTBOM
Poccuiickon ®epepauun.

naea 11. YHWYTOXEHUE JIEKAPCTBEHHbLIX CPEACTB
Cratbs 59. OcHoBaHUs 1 MOPSAOK YHUHTOXEHUS NTeKapCTBEHHbIX CPECTB

1. HepoGpokayecTBeHHbIE feKapCTBeHHble CpeacTBa, hanbCudULMPOBaHHbIe NeKapCcTBEHHble cpeacTsa
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03(pea. ot 25.06.2012)"06 [okymeHT npepoctasneH KoHcynbTaHTI0C
obpalleHnn NekapcTBEHHbIX CpeacTB” [ata coxpaHeHusi: 04.02.2013

nognexaT U3bATUIO N3 FpaKOaHCKOro obopoTa M YHUUTOXEHWIO B Mopsigke, yCcTaHOBNEHHOM [1paBuTensCTBOM
Poccuiickon ®epepauun. OcHOBaHMEM [ONS  YHUUTOXEHUS NEKapCTBEHHbIX CPeacTB SBMSETCA pelleHune
BnajenbLa NeKapCTBEHHbIX CPeacTB, pelleHMe COOTBETCTBYHOLLEro YNOMHOMOYEHHOro ¢heaepanbHOro opraHa
WCNONHUTENBHON BNACTU UNK peLLeHne cyaa.

2. KoHTpadhakTHble rnekapCTBEHHble CpeacTBa noanexar U3bATMI0O U3 rpaxgaHckoro obopoTta wu
YHUYTOXEHNIO MO peweHno cyga. [lopaaok  YHUUTOXEHUSA  KOHTpadhakTHbIX  NeKapCTBEHHbIX CPeacTB
ycTaHaBnuBaeTcs [NMpaButensctsom Poccunckon ®enepaumn.

3. Pacxogpl, CBA3aHHbIE C YHUUTOXEHUEM KOHTpadaKTHbIX NiekapCTBEHHbIX CpeacTB, HeJobpoKkavyeCTBEHHbIX
nekapCTBEHHbIX CpeacTB, hanbCUULMPOBaHHBIX JIEKaPCTBEHHbIX CPEACTB, BO3MELLATCA NX BriagenbLeMm.

4. Brnageney nekapCTBEHHbIX CPeACTB AOJDKEH NpeacTaBuTb B YMONTHOMOYEHHbLIN dhefepanbHbIfl opraH
NCMNONMHUTENbHOW BNAacTu AOKYMEHT UMK 3aBEPEHHYIO B YCTAHOBIIEHHOM MOPSiAKE €ro Konvi, nogreepxaatoLime
(aKT YHUUTOXEHMS NeKapCTBEHHbIX CPeACTB.

5. CoOTBETCTBYIOLLMIN YMNOMHOMOYEHHbIV eaepanbHbIii OpraH WUCMNOMHUTENBHOW BracTu, MNPUHSABLLUNA
peLLeHne 06 YHUUTOXEHUUN NEKAPCTBEHHbIX CPEACTB, OCYLLECTBASIET KOHTPOb 3a UX YHUUTOXEHUEM.

6. YHNUYTOXEHNE NEeKapCTBEHHbIX CPeACTB MPOU3BOAUTCH OpraHU3aumsMn, MMEKLLMMN COOTBETCTBYHOLLYIO
NUUEH3MIO, Ha cneumanbHo o060pyaOBaHHbLIX MfowWagkax, MOMMroHax M B crneumanbHO 060pyaoBaHHbIX
nomelleHmax ¢ cobniogeHnem TpeboBaHuM B obnactu oOxpaHbl OKpyXalllen cpenbl B COOTBETCTBUM C
3akoHogaTtenbcTBoM Poccuinckon ®egepaumn.

7. HapkoTuyeckme  nekapcTBEHHble  CPeAcCTBa, MCUXOTPOMHbIE  JEeKAapCTBEHHblE  CpPeacTBa,
pagrnodapMaLeBTUYECKUE JIEKAPCTBEHHbIE CPEACTBA YHWYTOXAKTCA B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccuinckon degepaumn.

naea 12. TOCYAAPCTBEHHOE PEIYJIMPOBAHMUE LIEH
HA NEKAPCTBEHHbBIE NMPEMNAPATbI ANA MEAULUMHCKOIO NPUMEHEHUA

Cratba 60. [ocygapCTBeHHOE perynupoBaHve LeH Ha feKkapCTBEeHHble npenapaTbl AN MeauUMHCKOro
NpUMeHeHus

['ocypapcTBeHHOEe perynupoBaHvMe LEeH Ha NekapCTBeHHble npenapaTtbl Ans MeAMUMHCKOrO NpUMEHEHWUS
OCYLLLECTBMSETCH NoCpeaCcTBOM:

1) yTBEpPXOEHUA MNEPEYHS] KU3HEHHO HEOOXOOUMbBIX W BaXKHEWLIUX JeKapCTBEHHbIX Mpenaparos,
BKITOYEHHbIX B TaKOW nepeyveHb nof MexayHapoAHbIMU HENaTEHTOBaHHLIMU NN XUMUYECKUMU HAUMEHOBaHUSAMU
N COOTBETCTBYIOLLUX CNEaYOLWUM KPUTEPUAM:

a) nNpuMeHeHWe KOHKPETHOro rnekapcTBEeHHOro npenapata Ans AWarHoCTUKKW, NPOMUNaKTUKK, neveHus
3aboneBaHniA, B TOM 4YMcrie npeobnagatolimx B CTpyKType 3aboneBaemocTtu B Poccuickon ®enepauuu;

0) NpeumyLLecTBO KOHKPETHOrO fekapCTBEHHOro mnpenapaTta Mo CpaBHEHWIO C APYrMMU JieKapCTBEHHbIMU
npenapaTamu Npu onpegeneHHblx 3abonesaHny, CUHOPOME UMK KNMHUYECKOW CUTyaLuu;

B) TepaneBTMYecKas 9IKBMBANEHTHOCTb KOHKPETHOro eKapCTBEHHOro npenapata NeKkapCTBEHHbIM
npenapaTtam cO CXOXUM MeXaHU3MOM hapMaKonorM4eckoro 4eNCTens,;

2) yTBEpXOeHus MEeTOAMKM YCTaHOBIEHWUS MPOM3BOAMTENSMU feKapCTBEHHbIX NpenapatoB npegenbHbIX
OTMYCKHbIX LIEH Ha NeKapCTBEHHbIE NpenapaTbl, BKOYEHHbIE B NepeYvYeHb XN3HEHHO HEOBXOOUMbIX N BaXKHEWLLIMX
nekapcTBeHHbIX NpenapaTos;

3) rocynoapCTBEHHOW peructpauuu YCTaHOBMEHHbLIX MPOUM3BOAUTENAMU FfEeKapCTBEHHbIX MpenapaToB
npenenbHbIX OTMYCKHbIX LIEH HA NEeKapCTBEHHbIE Npenaparbl, BKITOYEHHbIE B NEpeYeHb XXU3HEHHO HEOOXOOUMBIX U
Ba)XKHEMNLUNX NleKapCTBEHHbIX NpenapaTos.;

4) BeJeHVs1 rocygapCTBEHHOro peectpa npefenbHbIX OTMYCKHbIX LeH NPou3BoAuTeNnen Ha fnekapcTBEHHbIe
npenapaTbl, BKIMOYEHHbIE B MEPEYEHb XU3HEHHO HEOOXOANMBIX U BaXKHEWLLUX NIEKAPCTBEHHLIX NPEnapaTos.;

5) yTBEpXOEHMS METOAMKM YCTaHOBMNEHWUS OpraHamu WCMNONHUTENbHOM BrnacTu cybGbekTtoB Poccuiickon
depepaumn npegenbHbIX pa3mMepoB OMNTOBbIX HagbaBOK W NpeAdenbHbIX pasMepoB PO3HWMYHBLIX HagbaBoOK K
haKkTU4eCKUM OTMYCKHbIM  LieHaM, YCTaHOBIIEHHbIM MNPOW3BOAMTENAMM TEKapCTBEHHbIX MpenapaTtoB, Ha
nekapcTBeHHble MpenapaTbl, BKIIOYEHHbIE B NMepPeYeHb XMU3HEHHO HEeobXOOUMbIX M BaXKHEMLLMX NeKapCTBEHHbIX
npenaparos;

6) yCcTaHOBNEHUs MpedenbHbIX pasMepoB OMNTOBbIX HagbaBOK W MNpedenibHbIX Pas3MepPoB PO3HUYHBLIX
HagbaBoK K (PaKTUYECKUM OTMYCKHBIM LIEHAM, YCTAHOBJIEHHBLIM MPOU3BOAUTENAMM NIEKAPCTBEHHBIX NPenapaToBs, Ha
nekapcTBeHHble Mpenaparbl, BKIIOYEHHbIE B NepeyeHb XU3HEHHO HEOOXOAMMbIX U BaXKHEMWLUMX NeKapCTBEHHbIX
npenaparos;
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03(pea. ot 25.06.2012)"06 [okymeHT npepoctasneH KoHcynbTaHTI0C
obpalleHnn NekapcTBEHHbIX CpeacTB” [ata coxpaHeHusi: 04.02.2013

7) yTBEPXAEHUS NopsaKka Bblgady npeanucaHuini opraHaM MCMONHUTENbHOW BriacTu cybbekToB Poccuinckom
depepaumn o npuBeaeHUM B COOTBETCTBME C 3akoHodatenbcTBom Poccuiickon depepaumm pelieHun o6
YCTaHOBNEHMN NpeaenibHbiX pasMepoB ONTOBbIX HaAbaBoOK M MpeAenbHbIX PasMepoB PO3HUYHBIX HaabaBoK K
aKTUY4ECKUM  OTMYCKHbIM  LieHaM, YCTaHOBMEHHbIM MNPOU3BOAMTENSAMM FEKapCTBEHHbIX MpenapaTtoB, Ha
NneKkapcTBEHHble npenapaThbl, BKNIOYEHHbIE B NEpeYvYeHb XXU3HEHHO HEOOXOAUMbIX U BaXKHEMLUUX NeKapCTBEHHbIX
npenapaTtoB, €Cnv OHW MpPUHATBI C HapylweHMeM 3akoHopaTtenbcTBa Poccuiickon ®epepauun, B nopsiake,
ycTaHoBneHHoM [NpaButensctBom Poccuiickon Penepavmu;

8) HanpaBneHuss YNorIHOMOYEHHbIM bedeparnbHbIM  OpraHOM  UCMOJNTHUTENBbHOW  BMacTM  opraHam
NCNONHUTENBHON BRacTn cydobektoB Poccunckon degepaumm npegnucaHnuini 0 NpuBeAeHMUM B COOTBETCTBUE C
3akoHogatenbctBoM Poccunckon degepaumm NpUHATBIX C  HapylleHMeMm 3akoHogaTtenbcTBa Poccuiickomn
depepaumn peweHnii 06 ycTaHOBNEHUN NpedenbHbIX pa3MepoB OMTOBbIX HA40aBOK M MpeAernbHbIX pasMepoB
PO3HMYHbIX HAAbaBOK K LieHaM Ha NleKapCTBEHHbIE Npenaparbl, BKIIOYEHHbIE B NepeYeHb XU3HEHHO HEOBX0aNMbIX
N BaXXHEMNLUNX NEKAPCTBEHHbIX NpenapaTos;

9) ocyliecTBrneHus denepanbHOro rocygapcTBEHHOro Haasopa B cdepe obpalleHus nekapCTBEHHbIX
CPEACTB U PEernoHanbHOro rocyaapCTBEHHOIO KOHTPOMsS 3a NPUMEHEHWEM LieH Ha NeKapCTBEHHble mnpenapaTbl
COOTBETCTBEHHO  YMOMHOMOYEHHbIMX  ddefeparnbHbIMU  OpraHamMm  UCMOMHUTENbHOW BRacTu U opraHamm
ncrnonHuTenbHoW Bractu cybbektoB Poccuickon dPegepaumm COrmacHO MX KOMMNETeHUMM B nopsgke,
ycTaHoBneHHoM [NpaButensctBom Poccuiickon Pepepaumu;

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

10) NnpMmMeHeHns NpeQyCMOTPEHHbIX 3akoHogaTenscTBOM Poccuiickon ®enepaumm mep oTBETCTBEHHOCTM 3a

HapyLLeHWe nopsiaka LeHoobpa3oBaHUS Ha XXM3HEHHO HEOOXOOUMbIE N BaXKHEWLUME NIEKAapCTBEHHLIE NpenapaTbl.

CtaTbsa 61. l'ocyaapCTBEHHAs pErMCTPaLMs YCTaHOBIEHHbBIX MPON3BOAUTENSIMU NEKAPCTBEHHbIX NpenapaToB
npenernbHbIX OTMYCKHbIX LEH Ha XU3HEHHO HeobXoOWMblE W BaXHEeWLUMe rekapCTBEHHble npenapatbl U KX
npogaxa

1. YcTaHOBNeHHble NPOV3BOAUTENSAMW fEeKapCTBEHHbIX NpenapaTtoB npefernbHble OTMYCKHble LeHbl Ha
nekapcTBeHHble npenaparbl, BKNIOYEHHbIE B NepeyeHb XU3HEHHO HEeOOXOAMMbBIX M BaKHEMWLUX NeKapCTBEHHbIX
npenapaToB, NoAanexaT rocyaapCTBEHHON perncTpaumm.

2. YcTaHOBrneHHas npou3BOAMTENEM fleKkapCTBEHHbIX MpenapaToB MnpedenbHas OTNYCKHas LUeHa Ha
rnieKkapCTBEHHbI MpenapaT, BKIOYEHHbIN B MepeyeHb XU3HEHHO HeobXOAMMbIX U BaKHEWWWX feKkapCTBEHHbIX
npenapaToB, MOANEXUT rocyAapCTBEHHOW perucTpaumun, ecnm OHa He NpeBblaeT pasMep LUeHbl Ha [AaHHbIN
nekapcTBEHHbIN npenapaT, paccYUTaHHbIA B COOTBETCTBUM C YTBEPXKAEHHOW B MNOPsAKe, YCTAHOBNEHHOM
MpaBuTensctBom Poccuiickon ®Pegepaumn, MeTOAMKOW YCTaHOBIEHWS MNPOW3BOAMTENSMU  NEeKapCTBEHHbLIX
npenapaToB NpeaernbHbIX OTMYCKHbIX LeH Ha NeKapCTBEHHble Mnpenaparthbl, BKIMOYEHHbIE B NepeyeHb XU3HEHHO
HeoOXOAMMbIX W BaXHEMWMWX feKapCTBEHHbIX npenapatoB. [laHHOW MeTOAMKOM npeaycmaTpuBaeTcs Ang
nekapcTBEHHbIX MpenapaToB, Haxogswmxcs B obpalleHun Ha Tepputopum Poccunckon ®degepaunn, pacyet
cpeAHeB3BeLleHHOW (pakTU4ecKkomn LieHbl OTNnycka, cpeHeB3BeLlleHHON hakTUYEeCKon LieHbl BBO3a JIeKapCTBEHHOMO
npenapaTa 3a rop, NpeAlecTBYOWNA AaTe npeactaBneHns npeaensHONn OTMYCKHOW LieHbl NPOW3BOAMTENS Ha
neKkapcTBeHHbI npenapaT Ha roCyfapCTBEHHYIO peructpauuio, a [Ans JNekapCcTBeHHbIX npenapaTtos, He
noctynaswmx B obpallieHne Ha TeppuTtopum Poccuiickon depepauumn, U AN OPUrMHaNbHbBIX FEKapCTBEHHbIX
npenapaToB pacyeT POCCUWCKUMU NPOU3BOAUTENSAMW JIEKapCTBEHHbLIX MpenapaToB pacxXodoB, CBSA3a@HHbLIX C
pa3paboTkol, MpPOM3BOACTBOM, peanu3aumert JekapCTBEHHOro npenapata, Yyka3aHuMe WHOCTPaHHbIMU
npoussoauTeNsMn pasmepa MUHUMANbHOW OTMYCKHOW LEeHbl NPOU3BOAUTENS Ha NeKapCTBEHHbIW npenapaTt B
rocyfgapcTse Npou3BoaMTENs U APYrux rocyaapcTeax, rae OH 3aperucTpupoBaH, C y4eTOM pacxofoB, CBA3aHHbLIX C
TaMOXEHHbIM 0(POPMIEeHNEM (TaMOXXEHHOW MOLLSIMHBI U TaMOXEHHbIX COOpPOB 3a TamMOXeHHoe OdopMIieHME), U
TPaHCMOPTHBLIX PacXo4oB.

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

2.1. lNpn npoBedeHun pacyeTa npeaernbHOW OTMYCKHOM LeHbl Hapagy € AaHHbIMU, NpegycMOTpeHHbIMU
YacTbio 2 HacTosALEeN CTaTbK, YYUTbIBAETCA:

1) B OTHOWEHWA POCCUMIACKOrO MPOU3BOAUTENSA - LEHa Ha aHanoruyHble (no mexgyHapogHomy
HenaTeHTOBaHHOMY HaVWMEHOBaHWIO, FeKapCTBEeHHOM opMe 1 [O3MPOBKE) NeKapCTBEHHble MpenaparTsl,
npousBedeHHble Ha TeppuTopun Poccuiickon ®egepaumm, nnbo B cnyyae Mx OTCYTCTBUSA LeHa Ha aHanornyHble
MHOCTPaHHbIe NeKkapCTBeHHble nmpenapaThbl, Haxoaswmecs B rpaxaaHckoM obopoTe Ha Tepputopum Poccuiickoi
degepaumu;

2) B OTHOLWEHUN WHOCTPaAHHOro MPOM3BOAUTENS - LEeHa Ha aHanormdHble (Mo MexayHapoOHOMy
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03(pea. ot 25.06.2012)"06 [okymeHT npepoctasneH KoHcynbTaHTI0C
obpalleHnn NekapcTBEHHbIX CpeacTB” [ata coxpaHeHusi: 04.02.2013

HenaTeHTOBaHHOMY HaVMMEHOBaHWIO, FNeKapCTBEHHOW opMe W [O3NPOBKE) IeKapCTBEHHble npenaparTsl,
HaxogsLwmeca B rpaxaaHckom obopoTte Ha Tepputopum Poccuickon depepaumn.
(vacTb 2.1 BBegeHa degepanbHbiM 3akoHOM OT 11.10.2010 N 271-03)

2.2. Ha ocHoBaHuMuM nogaHHoro Ao 1 OKTsAOpsi Kaxaoro roga 3asdBfneHus POCCUMCKOro npowusBoauTens
NeKapCcTBEHHbIX NpenapaToB, BKMHOYEHHbIX B MepevYeHb XU3HEHHO HeOBXOAUMbBIX U BaXKHEMLUMX NeKapCTBEHHbIX
npenapaToB, 3aperucTpMpoBaHHas npefenbHasd OTMNyCKHasi LieHa Ha neKkapCTBEHHbIA npenapaT B cnydae
M3MEHEHNS LUEH Ha Cblpb€ W MaTepuanbl, HaknagHbIX pPacxOA4oB, a Takke ucxogs W3 YCTaHOBIEHHOro
denepanbHbiM 3aKkOHOM O diegepanbHOM OroakeTe Ha COOTBETCTBYHOLUMA (PMHAHCOBLIA FO4 M Ha NITAHOBbLIN
nepuog NporHo3npyeMoro ypoBHSI MHMMALUM MOXET OblTb MepeperncTpyupoBaHa, HO He 4alle Yem OAMH pa3 B
KaneHgapHOM rofy B Nopsifike, yCTaHOBMEHHOM YacTaMu 2 1 2.1 HacTosILEeN CTaTbMy.

(4acTb 2.2 BBegeHa degeparnbHbiM 3akoHOM OT 11.10.2010 N 271-93)

3. lMpopaxa nekapCTBEHHbIX NpenapaToB, KOTOPbIE BKIOYEHbI B MepevYeHb XU3HEHHO HEOOXOAMMbIX U
Ba)XKHEMLUNX NeKapCTBEHHbIX NpenapaToB M Ha KOTOPble He 3aperncTpupoBaHa yCTaHOBMEHHas NPou3BOANTENSIMU
NeKapcTBEHHbIX MnpenapaToB npedenbHas OTNYCKHas LieHa Ha NeKapCTBEHHble npenapaThl, BKMAOYEHHbIe B
nepeyYeHb XXM3HEHHO HEODXOANMBIX U BaXXHEMNLUNX NEKAPCTBEHHbIX NpenapaToB, He JONyCKaeTcs.

CraTtba 62. [ocygapCTBEHHbIN peecTp NpederibHbIX OTMYCKHbIX LeH NPOV3BOAUTENEN Ha JeKapCTBEHHbIE
npenapaTbl, BKIOYEHHbIE B NEpeYeHb XN3HEHHO HEOBXOAMMbIX U BaXKHEWLLIMX NeKapCTBEHHbIX npenapaToB

1. 3apeructpupoBaHHble NpeferibHble OTMYCKHble LeHbl Ha JeKapCTBEHHbIE Mpenapatbl, BKIMOYEHHbIE B
nepeyvyeHb XWU3HEHHO HEeOOXOAMMbBIX W BaXKHEWLIUX JIEKapCTBEHHbIX MpenapaToB, MOAMEXaT BKIHYEHUO B
rocydapCTBEHHbIA peecTp npedenbHbIX OTMAYCKHbIX LEeH Mpou3BOAUTENEn Ha NneKapCTBEHHble npenapaTbl,
BKITHOYEHHbIE B NEPEYEHb XU3HEHHO HEOOXOOUMBIX Y Ba)KHENLLMX NTEKAapCTBEHHbIX MpenaparTos.

2. ['ocynapcTBeHHbIN peecTp npeferbHbIX OTAYCKHbIX LeH NponsBoauTenen Ha nekapcTBeHHbIe npenaparhl,
BKIIOYEHHbIE B MepeyeHb XU3HEHHO HEOOXOAUMBIX U BaXKHEWLUNX NeKkapCTBEHHbIX NpenapaToB, COAepXuT B cebe
crneaywoLyo MHoOpMaumio:

1) HaMMeHoBaHWe NPoM3BOAUTENSA NEKAPCTBEHHOrO Npenapara;

2) HaMMeHOBaHWe NekapCTBEHHOro npenaparta (MexgyHapoAHOe HenaTeHTOBaHHOE WM XMMWYECKoe W
TOProBO€ HaUMEHOBaHMS);

3) HomMep perncTpaunoHHOro YAOCTOBEPEHNS NTIeKapCTBEHHOrO Npenapara;

4) nekapcTBeHHasi popmMa C ykazaHMEM [O3MPOBKM FEKApCTBEHHOrO Mpenapata U ero Konuyectsa BO
BTOPWYHOM (MOTPEOUTENBCKON) YNaKOBKE;

5) sapeructpupoBaHHasa npegenbHasi OTNyCcKHasa LieHa B pyonsix;

6) oaTta rocygapcTBEeHHOM peructpauuu npefenbHOW OTMYCKHOW LEeHbl Ha nekapcTBEHHble npenaparthl,
BKITHOYEHHbIE B NEPEYEHb XU3HEHHO HEOOXOANMbIX U BaXKHEMNLLMX NEKAPCTBEHHbIX NMpenapaTos.

3. locynapcTBeHHast perucTpaumss npegenbHbIX OTMYCKHbIX LIEH Ha JekapcTBEHHble npenaparbl,
BKIMOYEHHbIE B MEpeYeHb XU3HEHHO HEOOXOAMMBbIX M BaXXHEWLIMX IeKapCTBEHHbIX MpenapaTtoB, BeaeHue
rocy4apCTBEHHOIO peecTpa npedenbHbiX OTMNYCKHbIX LEeH MpoM3BoAMTENnen Ha nekapCTBeHHble npenaparbl,
BKITOYEHHbIE B NEPEYEHb XU3HEHHO HEODXOAUMBIX N BaXKHENLLMX FIEKAPCTBEHHbIX NPenapaToB, OCYLLECTBMASATCS
B nopsigke, yctaHoBneHHoM [NpaButensctBom Poccuiickon depepaumm.

Cratba 63. YcTaHOBNeHuMe opraHamu MWCNOSNHUTENBHOW Bnactn cybbekToB Poccuiickon ®enepaumn
npeaenbHbIX pasMepoB OMTOBbIX HaAA0aBOK M NpederibHbiX pa3MepoB PO3HUYHbIX HagbaBoK K aKTUYECKUM
OTMYCKHbIM LieHaM, YCTAHOBIIEHHbIM MPOU3BOAUTENSAMU JIEKAPCTBEHHBIX MpPenapaToB, Ha JleKapCTBEHHbIE
npenapaTtbl ANsg MeAULNHCKOrO NpUMeHeHNUs!

1. OpraHbl ncnonHuTenbHOW Briactu cybbektoB Poccuiickon depepauny ycTaHaBNUBAKT MNpeAeribHble
pa3mepbl ONTOBbIX HaAbaBOK M NpeferibHble pasMepbl PO3HUYHbIX HAA0aBOK K DAKTUYECKUM OTMYCKHbIM LIEHAM,
YCTaAHOBIEHHbIM MPOU3BOAUTENSAMU NEKAPCTBEHHbBIX MPenapaToB, Ha JIeKapCTBEHHbIE NpernapaTbl, BKIIOYEHHbIE B
nepeyeHb XU3HEHHO HEOOXOOMMbIX U BaXKHENLLMX NEKAPCTBEHHbBIX NpPenapaToB, B COOTBETCTBUMN C YTBEPXKAEHHOWN
B Mopsake, yctaHoBreHHoM [lpaButenbctBom Poccuickon Pepepaumv, METOAUKOW YCTaHOBMEHUSA OpraHamu
NCNONHUTENBHON BnactTu cyobekToB Poccuickon depepaumm npenernbHbiX pasMepoB OMNTOBbIX HagbaBOK M
npegenbHbIX pa3mMepoB  PO3HMYHLIX HagbaBOK K (DAKTMYECKUM  OTMYCKHbIM  LIEHAM, YCTaHOBMEHHbLIM
NPON3BOAUTENSIMU NIEKAPCTBEHHbLIX MNpenapaTtoB, Ha JleKapCTBEHHbLIE npenapaTbl, BKAOYEHHbIE B MNepeveHb
KN3HEHHO HEOOXOAMMbIX U BaXKHEWLLMX FIEKAapPCTBEHHbIX NpenapaTos.

2. OpraHusaunm onToOBOW TOProBNu U (MNN) anTeyHble opraHu3auun, NHANBUAYanNbHbLIE NpeanpuHUMaTeniu,

KoucyanaHTI'Imoc www.consultant.ru CtpaHuua 44 un3 49

HafeXHasa npaBoBas noaaepXXkKa


http://www.consultant.ru/
http://www.consultant.ru/
consultantplus://offline/ref=28E9BAE4E3B9FE867BDA48BFF14C1545FDF24B518EFE74588219CD7465C5F6674DA62712B7053DFAuDx4L
consultantplus://offline/ref=28E9BAE4E3B9FE867BDA48BFF14C1545FDF04D5580FA74588219CD7465C5F6674DA62712B7053DFFuDx5L
consultantplus://offline/ref=28E9BAE4E3B9FE867BDA48BFF14C1545F5F14D508CF029528A40C17662CAA9704AEF2B13B7053DuFxDL
consultantplus://offline/ref=28E9BAE4E3B9FE867BDA48BFF14C1545FDF24B518EFE74588219CD7465C5F6674DA62712B7053DF9uDx2L
consultantplus://offline/ref=28E9BAE4E3B9FE867BDA48BFF14C1545FDF04D5580FA74588219CD7465C5F6674DA62712B7053DFFuDx5L
consultantplus://offline/ref=28E9BAE4E3B9FE867BDA48BFF14C1545FDF04D5580FA74588219CD7465C5F6674DA62712B7053DFFuDx5L
consultantplus://offline/ref=28E9BAE4E3B9FE867BDA48BFF14C1545FDF04D5580FA74588219CD7465C5F6674DA62712B7053DFFuDx5L
consultantplus://offline/ref=28E9BAE4E3B9FE867BDA48BFF14C1545FDF04D5580FA74588219CD7465C5F6674DA62712B7053DFFuDx5L
consultantplus://offline/ref=28E9BAE4E3B9FE867BDA48BFF14C1545FDF04D5580FA74588219CD7465C5F6674DA62712B7053DFFuDx5L
consultantplus://offline/ref=28E9BAE4E3B9FE867BDA48BFF14C1545FDF04D5580FA74588219CD7465C5F6674DA62712B7053DFFuDx5L
consultantplus://offline/ref=28E9BAE4E3B9FE867BDA48BFF14C1545FDF14B558AF974588219CD7465C5F6674DA62712B7053DF7uDx0L
consultantplus://offline/ref=28E9BAE4E3B9FE867BDA48BFF14C1545F5F74F5E8AF029528A40C17662CAA9704AEF2B13B7053CuFxFL

®epepanbHblid 3akoH oT 12.04.2010 N 61-03(pea. ot 25.06.2012)"06 [okymeHT npepoctasneH KoHcynbTaHTI0C
obpalleHnn NekapcTBEHHbIX CpeacTB” [ata coxpaHeHusi: 04.02.2013

UMelLWwne nUUEH3N0 Ha dapmaueBTUYECKYD OEeSATeNbHOCTb, OCYLECTBASIT peanu3aumnio  NeKapCTBEHHbIX
npenapaToB, BKMIOYEHHbIX B NepeyeHb XXM3HEHHO HEOBXOAMMbBIX U BaXKHEWLUMX feKapCTBEHHbIX npenapaTtos, Mo
LeHaM, YpOBEHb KOTOPbIX HE MpeBbIlaeT CyMMY (DakTUYECKON OTNYCKHOW LieHbl, YCTaHOBMEHHOW NPOM3BOANTENEM
NeKapcTBEHHbIX NpenapaToB M He NPEBbIWAOLWEN 3aperncTpMpoBaHHON NpeaeribHOM OTNYCKHOW LieHbl, U pasmep
ontoBoM HapbaBku M (Unu) pasmep PO3HWYHOW HaabaBkM, He MpeBbIAOLINME COOTBETCTBEHHO pa3smepa
npeaensHon onToBow Haabasku u (MnNn) pasmepa NpeaensHON PO3HUYHOM HaabaBKK, YCTAHOBIEHHbIX B CyObekTe
Poccuiickon ®epepauuu.

3. OpraHbl ncnonHuTenbHOM Bractn cybbektoB Poccuiickon ®epepauun pasmellarotr B cetn "UIHTepHeT"
unu onybnuKoBbIBaOT MHPOPMALMIO O 3aperMcTpMpoBaHHOW MpeaesibHOM OTMYCKHOW LieHe Ha NeKapCTBEHHbIE
npenapaTbl, BKIHOYEHHbIE B NEpeYeHb XM3HEHHO HEOBXOAMMBIX U BaXKHEWLIMX NeKapCTBEHHbIX MpenapaToB, 06
YyCTaHOBMEHHbIX B cybbekTe Poccuiickon Pegepaumm pasmepe npegenbHo onToBow Hagbaeku u (Mnuv) pasmepe
npegenbHon poO3HWYHOM HaabaBKM K YCTAHOBIMEHHBIM  MPOM3BOAMTENSIMUA  NIEKAPCTBEHHbIX MpenapaToB
aKTU4EeCKMM OTMYCKHbIM LEeHaM Ha neKapCTBEHHble npenapatbl, BKMAYEHHble B MNepeyYeHb KWU3HEHHO
HeOBXOAMMbIX Y BaXHENLLNX NeKapCTBEHHbIX NpenapaTtos, U 06 ykaszaHHOW B YacTu 2 HACTOsILLEN CTaTby CyMMe.
MHdopmauus, npeaycMoTpeHHas HacTosLWen YacTblo, AOMMKHA pa3meLLaTbCs Takke B anTeyHblX opraHnsaumsx B
OOCTYMHOW Ansi CBeAeHMs BCEX 3anHTEepeCcoBaHHbIX NuL, hopme 1 06HOBRATLCA MO Mepe ee onybnnkoBaHus.

4. TlpuHAaTble C HapyweHueMm 3akoHogaTtenbctBa Poccuickon ®Pegepauum  pelleHns OpraHoB
ncnonHuTenbHon Brnactu cybbekta Poccuiickon ®egepaunn o6 ycTaHOBREHUM NpedenbHbIX PasMepoB OMTOBbIX
HagbaBOK M MpefenbHbIX Pa3MepoB PO3HMYHbLIX HAA0aBOK K 3aperMcTpupoBaHHbIM MNPeAeribHbIM  OTMYCKHbIM
LeHaM Ha JIleKapCTBEHHble MpenapaTbl, BKIIOYEHHbIE B MEPeYeHb XXWU3HEHHO HEOOXOOUMBIX W BaXKHEWLIUX
nekapCTBEHHbIX NpenapaToB, NnoanexaTt oTMeHe B cyaebHoM nopsake.

Masa 13. MOHUTOPUHI" BE3ONACHOCTW NNEKAPCTBEHHbIX MPEMNAPATOB,
HAXOOALMXCA B OBPALLEHNN HA TEPPUTOPUUN POCCUUCKOU ®EOEPALIMN

CraTbs 64. MoHMTOPMHI 6E30NaCHOCTM NEKapCTBEHHbIX NpenapaTos

1. JlekapcTBeHHble npenapaTbl, Haxogswmecsa B obpaweHun Ha Tepputopum Poccunckon dPepepaumm,
noanexar MOHUTOPUHIY ©e30MacHOCTU B LENAX BbISIBIEHNA BO3MOXHbIX HEraTuMBHbIX MOCNEACTBUA  UX
NpPUMEHEHWS, NpeaynpexaeHnst NaunMeHToB 1 UX 3aLnUTbl OT NMPUMEHEHNS TaKMX NpenapaTos.

2. MoHUTOpMHr ©e30MacHOCTM JIEeKApPCTBEHHbIX NpenapaTtoB  OCYLECTBMASETCA  YNOSTHOMOYEHHbIM
denepanbHbIM OpraHoOM WCMOMHUTENBHOW BNAcTM Ha BCEX 3Tanax ux obpalleHus Ha Tepputopum Poccuickom
depgepaumm.

3. CybbekTbl obpalleHuns nekapCcTBeHHbIX cpeacTB 0683aHbl coobLlaTb B yCTaHOBNEHHOM YNOMHOMOYEHHbBIM
deaepanbHbIM OpraHoOM UCMONHUTENBHOWM BNacTy nopsigke o6o Bcex cnyvasx NoboYHbIX AEACTBUNA, HE YKa3aHHbIX
B MHCTPYKUMM MO MPUMMEHEHMIO IEKapCTBEHHOro npenapaTta, O Cepbe3HbIX HeXenaTerbHbIX peakuusX,
HenpeaBUOEHHbIX HexXenaTenbHbIX peakumsax nNpu NPUMMEHEHUU NeKapCTBEHHbIX NMpenapaTtoB, 06 0COBEHHOCTAX
B3aMMOJENCTBMSA FEeKapCTBEHHbIX NpenapaTtoB C APYrMMU IeKapCTBEHHbIMU MNpenapatamMu, KoTopble Oblnv
BbISIBNEHbI NPU NPOBEAEHUN KIMHUYECKNX UCCNEAO0BaHUN U MPUMEHEHMM NTEKAPCTBEHHbIX NPEnapaToB.

4. 3a HecooOLleHNe MNU COKPbITUE CBEAEHWW, NPEOYCMOTPEHHbIX YacTbito 3 HACTOsILLEW cTaTbk, nuua,
KOTOPbIM OHM CTanM W3BECTHbl MO pody WX NpodecCuoHanbHON OeATEeNbHOCTU, HEeCyT OTBETCTBEHHOCTb B
COOTBETCTBUM C 3aKoHogaTenbCcTBOM Poccuiickon ®enepaumn.

5. Tlopsigok ocywecTBNeHUS MOHMTOpMHra 6e30MacHOCTM NeKapCTBEHHbIX MNpenapaToB, perncrpauuu
NoBGOYHbIX AEWCTBUI, CEpPbe3HbIX HexenaTenbHbIX peakuui, HenpeaBUOEHHbIX HeXxenaTenbHbIX peakuui npu
NPUMEHEHWN NEKapCTBEHHbIX NpenapaToB, B TOM Yucrne NpeacTtaBneHms uHgopmaumm o6 aToM, ycTaHaBnMBaeTCs
YNONTHOMOYEHHbIM (hefiepanbHbIM OpraHoM UCMOSTHUTENBHOW BNacTU.

Cratb4a 65. NpuoctaHoBNeHe NPUMEHEHNST NTEKAPCTBEHHOIO NpenapaTa

Mpy nonyvyeHMM MHGOpPMauUMM O MOOOYHbIX AEUCTBUSIX, HE YKa3aHHbIX B WHCTPYKUMU MO NPUMEHEHUIO
rieKkapCTBEHHOro Npenapara, Cepbe3HblX HEXeNaTeNbHbIX peakuusix, HeNPeaABUAEHHbIX HEXenaTenbHbIX peakuusix
npu NPUYMEHEHUW NEKApCTBEHHOrO npenapata, 06 O0cobeHHOCTAX €ero B3auMOAEWCTBUST C  ApyruMmu
nekapcTBEHHbIMU NpenapaTamu, KOTopble MOTyT NPeACTaBNATb Yrpo3y XMU3HW UMK 300POBLI0 NALMEHTOB, a Takke
CBeeHUI, He COOTBETCTBYIOLLMX CBEAEHUSIM O NEKAPCTBEHHOM NpenapaTe, CoaepPXKaLlMMCs B MHCTPYKLMM NO ero
NPYUMEHEHMI0, YMONIHOMOYEHHbIN heaeparnbHbId OpraH WCMOMHUTENbLHOW BracTM paccMaTpuBaeT BOMPOC O
BO3MOXXHOCTU MPUOCTaHOBIEHWS MPUMEHEHUsI TaKoro NeKapCTBEHHOro npenaparta B Mopsiake, YCTaHOBMEHHOM
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03(pea. ot 25.06.2012)"06 [okymeHT npepoctasneH KoHcynbTaHTI0C
obpalleHnn NekapcTBEHHbIX CpeacTB” [ata coxpaHeHusi: 04.02.2013

YNOSTHOMOYEHHbIM heepanbHbIM OPraHOM UCTMONTHUTENBHOW BacTu.
Cratba 66. MHpopmauums o pesynbTatax MOHUTOpUHIra 6e30MacHOCTUN NekapCTBEHHbIX NpenapaToB

YNonHOMOYEHHbIN  beaepanbHbIni - opraH  UCMONHUTENBHOW  BNAcTW, OCYLLECTBASIOWNA  MOHUTOPUHT
0©e30MacHOCTU feKapCTBEHHbIX MNpenapaToB, HaxoAsWMXCs B obOpalwleHun Ha Tepputopun Poccuinckon
depepaumun, no pesynbTatam MOHUTOPUHra pasMellaeT Ha CBOEM oduumaneHoM cante B cetn "MHTepHeT"
MH(OPMALMIO O NMPUHATBIX PELUEHNSX O BHECEHWM U3MEHEHWS B MHCTPYKLMIO MO MPUMEHEHMWIO NIEKAPCTBEHHOIO
npenapaTta, O MNPUOCTaHOBMEHUN MPUMEHEHUS TEKapCTBEHHOro npenapaTta, 00 u3bATUM M3 obpalleHus
nekapCTBEHHOro npenaparta unm o BO30OHOBMNEHUN MPUMEHEHUS NEKapCTBEHHOIO NpenapaTa.

naea 14. UH®POPMALUA O NEKAPCTBEHHbIX MPEMAPATAX
Cratba 67. HopmaLmnsa 0 nekapCTBEHHbIX Npenapartax

1. MhdpopmMaumnsa o nekapCTBeHHbIX npenapaTax, OTMyCKaeMblX MO peuenTy Ha feKapCTBEHHbIW npenapar,
OOMKHa CcoAepxXaTbCA TOMbKO B CrNeuManu3vpoBaHHbIX W3AaHUSAX, MpegHasHavyeHHbIX AN MeAULUHCKMX,
hapmaLeBTUYHECKMX, BETepPUHapHbIX paboTHMKOB. NHopmMauus 0 nekapcTBEHHbIX NpenapaTax aAns cneunanicTos
B obnactu obpalleHns nekapcTBeHHbIX CPeACTB MOXET CoAaepxaTbCA B MOHOrpadusix, CnpaBoOYHMKaX, Hay4YHbIX
cTaTbaX, B AOKNaAax Ha KOHrpeccax, KoHhepeHUUsX, CMMNOo3nymax, Hay4HblX COBEeTax, a Takke B MHCTPYKLMAX NO
NMPUMEHEHMIO fleKapCTBEHHbIX NpenapaTos.

2. NHdopmauns o nekapcTBeHHbIX NpenapaTax, oTnyckaemblx 6e3 peuenTa Ha nekapcTBEHHbIV nNpenapar,
MOXeT coaepxaTtbca B Nybnukaumax u obbsaBNeHMAX CPeAcTB MaccoBOW MHAOpMaUMK, Cneunanu3vpoBaHHbIX U
o6LWMX MevaTHbIX W3OaHMAX, WHCTPYKUMSX MO MPUMEHEHMIO NeKapCTBEHHbIX NpenapatoB, WHbIX W34aHWsAX
cybbekTtoB obpaleHus nekapcTBeHHbIX cpeAcTB. PeknamHble matepuansl O nekapCTBEHHOM MpenaparTe,
oTnyckaemom 6e3 peuenTta Ha nekapCTBEHHbIV npenapar, AOMKHbl COOTBETCTBOBATb MHCTPYKLUN MO MPUMEHEHUIO
nekapCTBEHHOro npenapara.

3. [donyckaeTca ncnonb3oBaHme NobbiX MaTepuanbHbIX HOCMTENEN, NO3BONSAIOWMX XpaHUTb, NepefaBaTh U
ncnonb3oBaTb MHAPOPMALIMIO O NeKkapCTBEHHbIX NpenapaTtax 6e3 ee nckaxeHus.

aea 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATEJIbCTBA
POCCUUCKOW ®EOEPALIUM NMPU OBPALLEHUU NNIEKAPCTBEHHbIX CPEACTB
1 BOSMELWEHWUE BPEOA, MPUYUHEHHOIO 300OPOBbLIO NrPAXOAH
BCINEACTBME NPUMEHEHUA NEKAPCTBEHHbIX MPENAPATOB

CraTbsa 68. OTBETCTBEHHOCTb 3a HapylleHue 3akoHodaTtenbcTBa Poccunckon ®egepaumun npu obpaiieHum
nekapCTBEHHbIX CpeacTB

HapyweHwne 3akoHogatenbctBa Poccuickon ®egepaumm npu obpalleHun nekapcTBEHHbIX CpeacTB BneveT
3a cobori OTBETCTBEHHOCTb B COOTBETCTBMU C 3akoHo4aTensCcTBOM Poccuiickon degepaumu.

Ctatbs 69. BosmelieHue Bpega, npuinHeHHoro 340pOBbKO rpaxgaH BcCleactene npuMeHeHusa
JNeKapCTBEHHbIX NMpenapaToB

1. MNpowusBoanTenb NekapcTBEHHOrO Npenaparta 06s3aH BO3MECTUTb Bpef, NPUYNHEHHBI 300POBbLI0 rpaXkaaH
BCNeACTBME NPUMEHEHUS NeKapCTBEHHOIO Npenaparta, ecnu JokasaHo, YTo:

1) NekapcTBEHHbIN NpenapaTt NPUMEHSNCSA N0 Ha3Ha4YeHWI0 B COOTBETCTBUU C UHCTPYKUMEN NO NPUMEHEHMIO
NeKapCTBEHHOro npenaparta U NpuYMHON Bpeda sIBUNCS BBOA B rpaxkdaHckuii ob6opoT HepgobpokayecTBEHHOTo
riekapCTBEHHOro npenapaTa;

2) Bpen 340pOBbIO MPUYMHEH BCIEACTBUE HEeOOCTOBEPHOW MHGOPMaLUM, coaepKallencst B UHCTPYKLMK Mo
MPYMEHEHI0 NEKapCTBEHHOTO NpenapaTa, U3haHHOW NPoM3BOAMTENEM NEKAPCTBEHHOTO Npenapara.

2. B cny4yae, ecnu Bpe. 300pOBbI0 TpaXkdaH MNPUYMHEH BCreACTBME MPUMEHEHUsS! JIeKapCTBEHHOMO
npenapara, NpuULIeLero B HErOAHOCTb B pe3ynbTaTe HapyLeHUsl NpaBun XpaHeHWsl NeKapCTBEHHbLIX CPEAcCTs,
npaBwr ONTOBOW TOProBIM NekapCTBEHHLIMM NpenapaTamu, NpaBur OTNycka NekapCTBEHHbIX NPenapaTos, NpaBun
M3rOTOBMEHUSI U OTMNycka INeKapCTBEHHbLIX MpenapaToB, BO3MELLEHVMEe Bpefda OCYLLIECTBMSETCA COOTBETCTBEHHO
opraHusauuer OnTOBOW TOProBMM NEKapCTBEHHLIMWM CPeACTBaMW, anTeyHOW opraHusauven, WHOAMBUAYarbHbIM
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npegnpvHumMaTeneM, MMELWUMN JNLEH3NK0 Ha dapmaueBTUYECKyl0 [OEesTeNbHOCTb WM MMUEH3MI0  Ha
MEOMLMHCKYI0 [OesATeNbHOCTb, MEOULMHCKOW OpraHu3auuen, uMmelowen InuueH3nio Ha apmaueBTU4eckyto
OeaTenbHOCTb (ee 060c0obneHHbIM nogpasgeneHnem (ambynatopuen, denbawepckumM n
denbalepcko-akylwepckuM NyHKTamu, LeHTpoM (oTAaeneHnem) obwen BpayvyebHOM (CEMENHOW) NpaKTUKM),
pacnonoXeHHbIM B CEMNbCKOM MOCEeNeHuu, B KOTOPOM OTCYTCTBYET anteyHasd opraHusauusd), SOonyCTUBLUMMMU
NpoAaxy Unu oTnyck Takoro fiekapCTBEHHOro npenapara.

3. BosmelleHne Bpega, MNPUYMHEHHOrO 340POBLI FpaxaaH BCNeACTBUE NPUMEHEHUS IeKapCTBEHHbIX
npenapaToB WM COBEPLUEHMS MPOTUBOMPABHLIX AEWCTBUA cybbekTamu obpalleHust NnekapCTBEHHbIX CpeacTs,
OCYLLECTBMNAETCHA B COOTBETCTBUM C 3aKoHOAaTenbcTBOM Poccuiickon degepaumm.

Mnaea 16. SAKINNIOYUTENbHbIE NONOXXEHUA

Cratba 70. O npu3HaHUM yTpaTUBLUMMK CUIY OTAENbHbIX 3aKOHOAATENbHbLIX aKTOB  (MONOXEHWN
3akoHofaTternbHbIX aktoB) Poccuickon ®egepauun

Mpu3sHaTb yTpaTMBLLMMUN CUNY:

1) ®epepanbHbii 3akoH OT 22 umoHsa 1998 roga N 86-®3 "O nekapctBeHHbIXx cpeactBax" (CobpaHue
3akoHogartenbctBa Poccuiickon ®egepauun, 1998, N 26, ct. 3006);

2) ®depepanbHbii 3akoH oT 2 gHBaps 2000 roga N 5-©3 "O BHeCeHUM W3MEHEHWUsI U OOMOSIHEHWI B
®epepanbHbin 3akoH "O nekapcTBeHHbIX cpeacTBax” (CobpaHue 3akoHogaTenbcTBa Poccuiickon depepaunn,
2000, N 2, cT. 126);

3) cratbio 40 PepepanbHoro 3akoHa oT 10 sHBaps 2003 roga N 15-®3 "O BHeceHWM WU3MEHEHUI WU
OOMOJSIHEHMI B HEKOTOpPbIE 3akoHodaTeNbHble akTbl Poccuickon ®depgepaunm B CBSA3U € NpuHSATMEM PefepanbHOro
3akoHa "O nuueH3npoBaHMKM OTAENbHbIX BUMAOB pAesAtenbHocTn" (CobpaHue 3akoHogaTenbcTBa Poccuiickown
depepauyuum, 2003, N 2, cT. 167);

4) crtateto 31 ®epepanbHoro 3akoHa oT 30 wmoHa 2003 roga N 86-d3 "O BHeceHUM U3MEHEHUA U
OOMONHEHMN B HeEKOTOpble 3akoHodaTerbHble akTbl Poccuickon depepaumuv, NPuUsHaHWM yTpaTUBLLUMMU CUMy
OTOEeNbHbIX 3akoHogaTenbHbiX aktoB Poccuiickon ®egepaunmn, npegocTaBneHUM OTAEMbHbIX  rapaHTun
COTpPYAHVMKAM OpPraHoB BHYTPEHHWX [en, OpraHoB MO KOHTPOMto 3a O6OpOTOM HapKOTUYECKUX CpeacTs W
NMCUXOTPOMHbLIX BELEeCTB W ynpa3gHsemMbliX eaepanbHbiX OpraHoB  HaroroBow nonuuum B CBA3SU  C
OCYLLECTBMEHNEM Mep MO COBEPLUEHCTBOBAHWIO rocygapcTBeHHoro ynpasneHus" (CobpaHune 3akoHoaaTenbCcTBa
Poccuiickon ®epepaumu, 2003, N 27, ct. 2700);

5) ctatbio 101 depepanbHoro 3akoHa ot 22 asrycta 2004 roga N 122-®3 "O BHeceHUMM U3MEHEHUN B
3aKkoHofartenbHble akTbl Poccuiickon ®egepaumm v NpusHaHUM yTpaTUBLUMMWU CUNY HEKOTOPbIX 3aKOHOA4ATENbHbIX
aktoB Poccuiickon depepauum B CBA3M C NpuHATMEM PepepanbHblX 3akoHOB "O BHECEHUM W3MEHEHUN W
aononHexHnn B ®egepanbHbi 3akoH "O6 obLWmMx NpyHLMNax opraHn3auumn 3akoHogaTenbHbIX (NPeacTaBUTENbHbIX)
N MCMOSTHMTENbHBIX OPraHOB rocyaapCTBEHHOM Bractn cybbektoB Poccunckon ®epepaumm” n "O6 o6wmx
npMHUMNax opraHuM3aunm mMecTHOro camoynpasneHus B Poccunckon ®epepaumn” (CobpaHue 3akoHogaTenbcTsa
Poccuiickon ®depepaumm, 2004, N 35, ct. 3607);

6) ctatbio 28 denepanbHoro 3akoHa ot 18 gekabps 2006 roga N 231-03 "O BBegeHMM B AeNCTBME YacTu
yetBepTon [paxpgaHckoro kopgekca Poccunckon depepaumn” (CobpaHue 3akoHopatenbcTtBa Poccuiickon
®epnepauun, 2006, N 52, cT. 5497).

Cratba 71. BctynneHue B cuny Hactoswero ®efeparnbHOro 3akoHa

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

2. IlekapCTBEHHbIE CPeACTBa, 3aperMcTPUpPOBaHHbIE 40 OHSI BCTYNNEHMSA B cuny Hactoswero degepanbHoro
3aKoHa, NoasiexaT BKITHOYEHMIO B rOCYAapCTBEHHbIE PEECTPbI NIEKAPCTBEHHbLIX CPEACTB C BHECEHVMEM YKAa3aHHbIX B
yactu 1 ctatbm 33 Hactoswero degepanbHOro 3akoHa CBeAeHUn 00 3TMX NeKapCTBEHHbIX cpeacTBax 6es
NPOX0OXAEHNS1 BHOBb NpOLleAypbl FOCY4apCTBEHHOW perncTpauumn NekapCTBEHHbIX NpenapaTos.

3. TocymapcTBeHHasd perucrtpauusi JekapCTBEHHbIX MNpenapaToB, 3a WCKMIOYEHUEM JeKapCTBEHHbIX
npenapaToB AN MeOULMHCKOrO MPMMEHEHUS, NPEeACTABEHHbIX HA YKa3aHHYK PErMcTpaumio 40 AHS BCTYNNEHUS B
cuny HacTosiwero ®efepanbHOro 3akoHa, OCYLLECTBIISIETCS B COOTBETCTBUM C HacTosawmm degepanbHbiM 3aKOHOM
Ha OCHOBaHUWM OOKYMEHTOB W AaHHbIX, NpeACTaBneHHbIX OO0 OHSA BCTYMNNEeHMs B cuny Hactosilero ®egepanbHoro
3aKoHa.

(B pea. PegepanbHoro 3akoHa ot 11.10.2010 N 271-03)
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03(pea. ot 25.06.2012)"06 [okymeHT npepoctasneH KoHcynbTaHTI0C
obpalleHnn NekapcTBEHHbIX CpeacTB” [ata coxpaHeHusi: 04.02.2013

3.1. TocypapcTBeHHas peructpauus mnekapcTBEHHbIX npenapaToB Ans MeOULUHCKOrO NpUMeHeHWus,
NpeacTaBneHHbIX Ha rocygapCTBEHHYKD perucTpauvio 4o OHS BCTYNNeHus B cuny Hactoswero PepepanbHOro
3aKOHa, W rocyfapCTBEHHAs perucTpaums JeKkapCTBEHHbIX npenapaTtoB ANS MEAULUHCKOro MpUMEHeHUs,
NpeacTaBreHHbIX Ha 3KCNepTU3Y NeKkapCTBEHHbIX CPeacTB A0 OHS BCTYNNEHUs B cuny HacToswero ®egepanbHOro
3aKOHa B Lensx Mx nocregyroLlen rocyagapcTBEHHOW perncTpaLnim, OCyLLECTBNATCS HA OCHOBAHWUM AOKYMEHTOB U
OaHHbIX, NPEeACTaBNeHHbIX A0 OHS BCTYNMEHUS B cuiy Hactoswero degepansHOro 3akoHa, a Takke 3asiBneHus o
rocy4apCTBEHHOWN perncrpaumn nekapCTBeHHOro npenapara, npeacTaBneHHOro Npon3BoanTenemM NekapcTBEHHbIX
npenapaToB WM YMOMHOMOYEHHbIM UMM fULOM B COOTBETCTBUM C Hactosawum PeneparnbHbIM 3aKOHOM B
YMOSHOMOYEHHbI dbefeparnbHbIi OpraH ucrnonHuTensHom Bnactn oo 1 mapta 2011 roga, 6e3 TpeboBaHus ynnathbl
rocygapCTBEHHOW MOLWWNWHBLI, NPedyCMOTPEeHHOW 3akoHodaTenbcTBoM Poccuiickon ®epepauum o Hamorax wu
cbopax.

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

3.2. lNogTBepxaeHne rocynapCTBEHHOW perncTpauuu fekapcTBEHHbIX npenapaToB Ans MeaULMHCKOro
NpUMeEHeHWs, NpeacTaBNeHHbIX NS NOATBEPKAEHUS roCyAapCTBEHHON perncTpauum oo OHS BCTYNNEHUSA B Cuny
HacTosiwero ®edepanbHOro 3akoHa, W MOATBEPXAEHWE TrOoCyAapCTBEHHOW perucTpaumym nekapcTBEeHHbIX
npenapaToB ANs MEeAMLUMHCKOro NpUMEHEHUs, NPeACTaBMNEHHbIX HA 3KCNEPTU3Y NEKapCTBEHHbIX CPeaCcTB A0 AHS
BCTYNNeHNss B cuny HacToswero ®degepanbHOro 3akoHa B LUensX MOocrneaylowero MnoATBEPXKAEHUS UX
rocy4apCTBEHHOWN pernctpaumm, ocyLecTBASIOTCA HA OCHOBaHUM AOKYMEHTOB U AaHHbIX, NPeACcTaBneHHbIX 40 AHA
BCTYNNeHnsa B cuny Hactoswero defepanbHOro 3akoHa, a Takke 3asBrieHus 0 NOATBepPXAEeHUU rocyaapCcTBEHHOM
perncTpaumm nekapcTBeHHOro npenapaTta, NnpeacTaBNeHHOro Npou3BoanTeNeM nekapCTBEHHbIX npenapatoB uUnu
YMNOMHOMOYEHHbIM MM §ULOM B COOTBETCTBUMM C HacTtoswum PepepanbHbIM 3aKOHOM B YNOFHOMOYEHHbIN
degepanbHbI opraH ucnonHUTenbHoM Bract Ao 1 mapta 2011 roga, 6e3 TpeboBaHus ynnaTbl rocy4apCTBEHHOM
NOLUNMHbI, NTPeayCMOTPEHHON 3akoHoAaTenscTBOM Poccuiickon defepaumm o Hanorax u cbopax.

(vacTb 3.2 B pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-$3)

3.3. MNMpuHATME pelueHns 0 BHECEHUM U3MEHEHWI B OKYMEHTbI, COAepXalinmecs B permcTpaumoHHOM JOCbe
Ha 3aperMcTpuMpoBaHHbIN NEKapCTBEHHbIM Npenapart Ansg MeauUMHCKOro NpUMEHeHnss U NpeacTaBneHHble OO OHSA
BCTYNMeHNss B cuny Hactosiwero degepanbHOro 3akoHa, U MPUHATUE pPELUEHUS O BHECEHUW W3MEHEHUN B
OOKYMEHTbI, cogepXalleecs B perucTpaumMoHHOM JOCbe Ha 3aperncTpupoBaHHbIN NeKapCTBEHHbINM nNpenapart ans
MELMLMHCKOrO MPUMEHEHUS U NPeACTaBNEHHbIE Ha 3KCMEepTM3Yy NeKapCTBEHHbIX CPEeACTB OO0 OHSA BCTYMMEHWS B
cuny Hactoswero ®egepanbHOro 3akOHa, OCYLIECTBASOTCA HAa OCHOBaHWM  OOKYMEHTOB W AaHHbIX,
npeacTaBneHHbIX A0 AHSA BCTYNMNEHUs B cuny HacToswero PefepanbHOro 3akoHa, a Takke 3asiBNneHnss 0 BHeCEeHUU
NU3MEeHeHUn B OOKYMEHTbI, codepXallimecs B permcTpaunmoHHOM OOCbe Ha 3aperucTpupoBaHHbIN NekapCTBEHHbIN
npenapaTt Ansg MeauUMHCKOro NpMMeHeHUs, npeacTaBneHHOro NpoM3BoauTeneM NnekapcTBeHHbIX NpenapaTos Unu
YMNOMHOMOYEHHbIM MM FULOM B COOTBETCTBMM C HacTodwmMm PepepanbHbiM 3aKOHOM B YNONTHOMOYEHHbIN
deaepanbHbI opraH ncnonHuTensHow Bractn oo 1 mapta 2011 roga, 6e3 TpeboBaHust ynnaTbl rocyaAapCTBEHHON
noLnNuHbI, NPegycMOTPEHHON 3akoHoAaTenscTBOM Poccuiickon depgepaumm o Hanorax u cbopax.

(vactb 3.3 B pen. PepepanbHoro 3akoHa ot 29.11.2010 N 313-d3)

3.4. Boigaya paspelueHnin Ha npoBefeHue KMMHUYECKUX MCCNedoBaHWi NekapCTBEHHbIX nNpenapaToB Ans
MEeLMLMHCKOro NPUMEHEHMS NO 3asiBMIEHUAM, NOAAHHbIM 0 OHA BCTYMNNEHUst B cuny Hactosdwero degepanbHoro
3aKOHa, a Takke Mo 3asABMeHNsM, NoAaHHbIM Nocrne OHSA BCTYNMNeHns B cuny Hactoswero degepanbHOro 3akoHa Ha
OCHOBaHUWM 3KCMEpPTWU3, NPOBEAEHHbIX [0 [AHA BCTynneHus B cuny Hactosdwero ®degepanbHOro 3akoHa,
OCYLLLEeCTBMSETCH B COOTBETCTBMM C HacTtosawum PefepanbHbiM 3aKOHOM Ha OCHOBaHUWM JOKYMEHTOB U [aHHbIX,
npeacTaBneHHbIX UKW NONyYeHHbIX A0 OHA BCTYNNEHUs B cuny HacTtosiwero ®efepanbHOro 3akoHa, a Takke Ha
OCHOBaHUM KOMWM NpeABapUTENBHOIO AOoroBopa 06s3aTenbHOro CTPaxOBaHWA >KU3HM, 300pOBbS MaLMEHTOB,
Yy4acTBYHOLIUX B KMMHUYECKOM UCCrefoBaHWM NekapCTBEHHOro npenapaTta Ansg MeuLMHCKOro NpUMeHeHus, nunu
Konuu pgoroBopa 006A3aTENbHOrO CTPAxXOBaHUA XM3HW, 300POBbS MAaLMEHTOB, Y4aCTBYHOLLMX B KIMHUYECKOM
nccrnegoBaHUM NEKApCTBEHHOIO npenapaTta Ans MeOUUMHCKOTO MpUMeHeHusl, nNnbo npeacTaBrneHHOW Komuu
gorosopa o653aTenbHOr0 CTpaxoBaHWUs, 3aKMOYEHHOTO B COOTBETCTBMU C TUMOBLIMW MpaBuiaMm oba3aTensHoro
CTpaxoBaHWs, C ykasaHueM npegenbHOW YMCIIEHHOCTM NauMeHTOB, YYaCTBYHOLMX B KITMHUYECKOM MCCnegoBaHnm
NeKkapCcTBEHHOro npenapata Ans MeAuUMHCKOro npumeHeHus, 6e3 TpeboBaHus ynnaTtbl rocygapCTBEHHOM
NOLWNMHbI, TPeayCMOTPEHHON 3akoHoAaTenbcTBOM Poccuiickon degepaumm o Hanorax u cbopax.

(vactb 3.4 B pen. PepepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.5. 3apernuctpupoBaHHble B UHOCTPAHHOW BantoTe 40 AHA BCTYMNNEeHWs B cuny Hactosiwero ®enepansHoro
3aKkoHa npeaenbHble OTMNYCKHbIE LieHbl MHOCTPaHHbIX NPomM3BoAMTENen Ha fekapcTBeHHble npenaparthl,
BKIIIOYEHHbIE B MEepeYeHb XM3HEHHO HEeobXOOMMbIX W BaXKHEMLIMX NEeKapCTBEHHBLIX MpenapaToB, nognexar
nepecyety B pybnu no kypcy LleHTpanbHoro 6aHka Poccuiickon ®Pepepaumm Ha [aTy, YCTaHOBMEHHYHO
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03(pea. ot 25.06.2012)"06 [okymeHT npepoctasneH KoHcynbTaHTI0C
obpalleHnn NekapcTBEHHbIX CpeacTB” [ata coxpaHeHusi: 04.02.2013

MpasuTtenbctBom Poccuiickon Pepepaummn, 6e3 npefctaBneHust 3asiBIEHUss O MepecyeTe LeHbl C BHECEHWEM
COOTBETCTBYHOLUMX W3MEHEHWA B rOCYyAapCTBEHHbIV peecTp npefernbHbiX OTNYCKHbIX LEeH npoussBoauTenen Ha
nekapcTBeHHble npenaparbl, BKIIOYEHHbIE B NepeyeHb XU3HEHHO HEeOBOXOAMMbBIX W BaKHEMNLUUX NeKapCTBEHHbIX
npenapaTos.

(vacTb 3.5 BBegeHa degepanbHbiM 3akoHOM OT 11.10.2010 N 271-03)

3.6. 3apernctpupoBaHHble OO OHS BCTYNMeHus B cuny Hactoswero degepanbHOro 3akoHa npegernbHble
OTMNYCKHbIE LEHbl POCCUMNCKUX MPOU3BOAUTENEN Ha IeKapCTBEHHble npenapaThl, BKMOYEHHbIE B MepeYveHb
XW3HEHHO HEOOXOOMMbIX W BaXKHEWMLLMX FIEeKapCTBEHHbIX MpenapaTtoB, nognexart uHaekcauun ¢ 1 Hosiopsa 2010
roga Mcxods u3 MPOrHO3MPYyeMoro ypoBHS MHGNAUMW, ycTaHoBrneHHoro depepanbHbiM 3aKOHOM OT 2 gekabps
2009 roga N 308-93 "O depepanbHom GrompkeTe Ha 2010 rog v Ha nnaHoBbid nepuog 2011 1 2012 rogos” Ha
2011 roga.

(vacTb 3.6 BBegeHa deaepanbHbiM 3akoHOM OT 11.10.2010 N 271-03)

3.7. MNMocne 1 mapta 2011 roga He ponyckalTcs NPoOM3BOACTBO M BBO3 B Poccunckyto depepaumio
nekapCTBEHHbIX NpenapaTtoB B YNakoBKax C MapKUMPOBKOW, KOTopas Oblna HaHeceHa OO0 AHA BCTYMMEHUs B CUMy
HacTosilero PenepanbHOro 3akoHa. 1o MCTeYEeHUN yka3aHHOrO CPoKa AaHHble NeKapCcTBEHHble npenapaTtbl MoryT
OTMNyCKaTbCs, peanu3oBbliBaTbCH, NepefaBaTbCa U NPUMEHATLCSH 40 UCTEYEHUS X CPOKa rogHOCTM.

(B pea. PegepanbHbix 3akoHoB 0T 29.11.2010 N 313-®3, o1 06.12.2011 N 409-$3)

4. Co gHsa BCTynneHns B cuny Hactosiwero ®egepansHoro 3akoHa u no 30 anpens 2011 roga BKNIOYMTENBHO
OOMyCKaeTCcsl MNpOBeAEeHMEe 3KCMEPTU3bl JIEKAPCTBEHHbBIX CPEeACTB 3KCMNepTaMu IKCMEPTHOrO YYpexXaeHus OO0
NPOXOXOEHNs UMW aTTecTauMnm B MOpsigKe, YCTAHOBIIEHHOM YMOSIHOMOYEHHBIM d)edeparnbHbIM  OpraHoM
NCMNONHUTENbHONW BNacTu.

5. Co pHs BcTynneHus B cuny HacTtoswero ®PepepanbHoro 3akoHa u no 31 pgekabpsa 2013 ropga
BKITHOYMTENBHO OCYLLIECTBISAETCS NEPEXOL K NPOM3BOACTBY NEKAPCTBEHHbIX CPEACTB B COOTBETCTBMM C MpaBuiamMm
opraHm3aumm Npou3BOACTBA M KOHTPOMA KavyecTBa JIEKapCTBEHHbIX CPeACTB, ykasdaHHbIMM B Yactn 1 ctatbu 45
HacTosiwero PenepanbHOro 3akoHa, B norHom obbeme. Cpoku nepexoda Npon3BOACTBa NEKAPCTBEHHbLIX CPEACTB
K MX NMPOM3BOACTBY B COOTBETCTBUM C KOHKPETHbIMU TpeBoBaHNSAMMW OaHHbLIX NpaBwi, BKIOYAas CPOKU aTTecTaumm
YMNONMHOMOYEHHbIX NWL, YKasdaHHbIX B Yactax 6 u 7 cratem 45 Hactoswero PegepanbHOro 3akoHa,
ycTaHaBnumBawTcs lNpaButenscteom Poccunckon ®enepaumn.

6. JInueHsnm Ha Npom3BOACTBO NEKapCTBEHHbIX CPeacTB, BbligaHHble Ao 1 AHuBaps 2014 roga, AencTByoT
nocne 1 aHBaps 2014 roga 4O UCTEYEHUS CpoKa UX AENCTBMSA NPW YCNOBUM COOTBETCTBUS NuLeH3naTa npasunam
opraHm3aumm nNpov3BOACTBA W KOHTPOMsl KavyecTBa JflekapCTBEHHbIX CPeAcTB, yKa3aHHbIM B yactu 1 cratbu 45
HacTosilero ®egepanbHOro 3akoHa.

7. dopmupoBaHMe TOCYAapCTBEHHOrO 3afaHus Ha MNpOBedEeHMEe 3JKCMEPTU3bl JEKAapCTBEHHbIX CPeacTB
denepanbHOMy rocygapCTBEHHOMY OWOIKETHOMY YYpEXOEHUIO MO MPOBEAEHUIO 3KCMEepTU3bl JEeKapCTBEHHbIX
cpencTB U (bmHaHcoBoe obecneyeHmne BbINONIHEHMS 3TOr0 3a[aHNsi OCYLLECTBISATCA B NOpPsSAKe, YCTAHOBIIEHHOM
®epnepanbHbiM 3akoHOM OT 12 gHBapsa 1996 roga N 7-®3 "O HekoMMepyeckMx opraHm3aumsax”.

(vacTb 7 BBegeHa PegepanbHbiv 3akoHOM OT 29.11.2010 N 313-$3)

Mpe3ngeHT
Poccuiickon ®eaepaunn
O.MEOBELOEB
MockBa, Kpemnb
12 anpensa 2010 roga
N 61-03
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