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POCCUNCKAS ®EOEPALIUA
®EAEPANbHbLIA 3AKOH
OB OBPALLUEHNU NEKAPCTBEHHbIX CPEACTB

MpuHat
MocygnapcTtBeHHoM [lymoin
24 mapTta 2010 roga

OpobpeH
CoeeToM Pepnepaumm
31 mapTta 2010 roga

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

Mnasa 1. OBLUME NMOJTIOXEHUA
Cratbs 1. Npeamet perynuposaHus HacTosiwero defepanbHOro 3akoHa

1. Hactoawumn ®denepanbHbll 3aKOH perynupyet OTHOLUIEHMS, BO3HMKalLwue B CBA3W C obpalleHuem -
pa3paboTkon,  OOKNMHWYECKUMU  WUCCReOOBaHWsIMK,  KIMHWYECKUMU  UCCReOOBaHWsIMU,  JKCNEepTU3OW,
rocyqapCTBEHHOW perucrtpaumen, C€O CTaHdapTMsauuMenm u € KOHTpPOSNieM KayecTBa, MpOU3BOLCTBOM,
N3roTOBMEHNEM, XpaHEeHWeM, MnepeBO3KoW, BBO3OM B Poccuiickylo ®depepaumio, BbiBO3OM 1n3 Poccuinckomn
denepaumnn, peknamon, OTMYCKOM, peanu3auuen, nepegadyen, NPUMEHEHUEM, YHUUTOXEHMEM FeKapCTBEHHbIX
cpeacTs.

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

2. Hactosawun ®epeparnbHbli 3akOH yCTaHaBNMBaeT MPUOPUTET rOCYAapCTBEHHOTO perynvpoBaHus
6e3onacHoCcTH, KayecTBa U aPEKTMBHOCTU NEKAPCTBEHHbLIX CPEACTB MPU NX obpalleHun.
(B pea. PegepanbHoro 3akoHa ot 25.06.2012 N 93-03)

Cratbsa 2. Chepa npumeHeHns HacTosdwero ®enepanbHOro 3akoHa

Hactoawun ®efepanbHbIl 3aKOH MNPUMEHSETCS K  OTHOLIEHMAM, BO3HMKaWum npu  obpaleHnm
neKkapCTBEHHbIX CpeacTB Ha Tepputopun Poccuiickon ®epepaunn.

CtaTtbs 3. 3akoHoagaTenbcTBO 06 0OpaLleHnn NekapCTBEHHbIX CPeacTB

1. 3akoHogaTenbCcTBO 06 oObGpalleHMM NeKapCTBEHHbLIX CPEeACTB COCTOUT M3 HacTosiero PegepanbHOro
3aKoHa, Apyrux dpegepanbHbIX 3aKOHOB 1 MHBIX HOPMATMBHbIX NPaBoBbIX akToB Poccunckon degepaumn.

2. [enctene Hactosiwero ®denepanbHOro 3akoHa pacrnpocTpaHsieTcs Ha obpalleHne HapKOTUYECKMX
NEeKapCTBEHHbIX CPeACTB M MCUXOTPOMHBLIX NEKapCTBEHHbIX CPeACTB C Yy4eTOM OCODEHHOCTEN, YCTaHOBMEHHbIX
3akoHofaTtenbcTBoM Poccunckon defepaumm 0 HapKOTUYECKMX CPEACTBax, MCUXOTPOMHbIX BeLlecTBax U 06 ux
npekypcopax.

3. Henctene HacTosLero depepanbHoro 3aKkoHa pacnpocTpaHsieTcs Ha obpalleHne
paguodapmaueBTUYECKMX  FIEKapPCTBEHHbIX cpencrts C yyeTom ocobeHHocTEN, YCTaHOBIEHHbIX
3akoHogaTtenbcTBoM Poccuickon degepaunm B obnactu obecnedeHnst pagmauMoHHon 6e3onacHoCTy.

4. Ecnn mexayHapodHblM goroBopoM Poccunckon depepaumm ycTaHOBMEHbI WHble MpaBuna, yem Te,
KOTOpble NpedycMOTpeHbl HacTosawuMm deaepanbHbIM - 3aKOHOM, MPUMEHSAIOTCS nNpaBuna  MeXxayHapoaHoro
porosopa.

5. B Poccuiickon ®egepauun B COOTBETCTBMM C MEXAYHApOAHbIMU goroBopamun Poccuiickon ®epepauum n
(vnn) Ha ocHoBE MpUHUMNA B3aMMHOCTU MPU3HAKOTCSA pe3ynbTaTbl KMMHUYECKUX UCCNEOOBaHWI NeKapCTBEHHbIX
npenapaToB AN MEAULMHCKOrO NPUMEHEHUs, MPoBEAEHHbIX 3a npegenamu Tepputopun Poccunckon ®epepauun.



consultantplus://offline/ref=AB1E98498F1B2B52A2E5A0B38509DA58F977617B52B3FF5C9DE64B476F284AAF39265633AF5639AEqFKDN
consultantplus://offline/ref=AB1E98498F1B2B52A2E5A0B38509DA58F975677D5CB3FF5C9DE64B476F284AAF39265633AF5639AFqFKCN
consultantplus://offline/ref=AB1E98498F1B2B52A2E5A0B38509DA58F97760795EB4FF5C9DE64B476F284AAF39265633AF5638AAqFK4N
consultantplus://offline/ref=AB1E98498F1B2B52A2E5A0B38509DA58F97760735EBFFF5C9DE64B476F284AAF39265633AF5631AEqFKDN
consultantplus://offline/ref=AB1E98498F1B2B52A2E5A0B38509DA58F976637E53BEFF5C9DE64B476F284AAF39265633AF563AACqFK0N
consultantplus://offline/ref=AB1E98498F1B2B52A2E5A0B38509DA58F97760735EBFFF5C9DE64B476F284AAF39265633AF5631AEqFKCN
consultantplus://offline/ref=AB1E98498F1B2B52A2E5A0B38509DA58F976637E53BEFF5C9DE64B476F284AAF39265633AF563AACqFK3N
consultantplus://offline/ref=AB1E98498F1B2B52A2E5A0B38509DA58F977647C5CB5FF5C9DE64B476F284AAF39265633AF5639ACqFKCN
consultantplus://offline/ref=AB1E98498F1B2B52A2E5A0B38509DA58F974657F52B2FF5C9DE64B476Fq2K8N

Crtatbs 4. OCHOBHbIE MOHATUSA, NCMNONb3yeMble B HacTosaweM deaeparnbHOM 3akoHe

Onsa uenen HacToAwero ®efepanbHOro 3akoHa UCMOMb3YHTCA CneayloLmne OCHOBHbIE MOHATUS:

1) nekapcTBeHHble cpeacTBa - BellecTBa MM MX KOMOWMHaUMW, BCTynawlwue B KOHTAKT C OpraHM3mMom
YenoBeKa UMM XMBOTHOMO, NMPOHMKAKLWME B OpraHbl, TKaHW OpraHu3mMa 4YenoBeka MMu XMBOTHOMO, NMPUMEHSIEMbIE
ana nNpoduUnakTMkM, AMArHOCTMKM (3a WUCKIMHYEHMEM BELLeCTB WNU UX KOMOUHAUWA, He KOHTaKTUMPYKLLMX C
OpraHu3mMoM 4erioBeka WM KMBOTHOrO), neyveHus 3aboneBaHusa, peabunurauyuu, OnNs  COXpaHeHwus,
npeaoTBpaLLeHUst Unn nNpepbiBaHNss 6EepeMEHHOCTU U NOMyYeHHbIE N3 KPOBU, Nra3Mbl KPOBU, U3 OPraHoB, TKAHEWN
opraHusma 4enoBeka WU >KMBOTHOrO, PACTEHUW, MUHEepanoB MeTo4amMuM CUHTEe3a WUnM C NpUMEHEHueM
Guonorvdecknx TexHonormni. K nekapcTBEHHbIM CpeAcTBaM OTHOCATCA dapMaueBTMdeckme cybctaHuum wu
nekapcTBeHHble npenapaThbl;

2) dapmaueBTMdeckme cybcTaHuMM - JieKapCTBEHHble cpeacTBa B Buae [OENCTBYHOLIUX BeELLeCTB
Guonornyeckoro, OMOTEXHONMOMMYECKOro, MWHEPANbHOTO WM  XMMUYECKOrO MNPOMCXOXAEHUs, obnagatowme
¢hapMaKkonormnyeckon akTUBHOCTbIO, MpedHasHadYeHHble And NPOW3BOACTBA, W3rOTOBNEHUSA NeKapCTBEHHbIX
npenapaToB 1 onpegensowme ux aPPeKTMBHOCTb;

3) BcnomoraTtesnbHble BeLleCTBaA - BeLlleCTBa HEOPraHWYeCKOro WM OpraHMYecKoro MpOMCXOXOEHUS,
ucnonb3yemble B MpoLecce MNpOM3BOACTBA, W3rOTOBMEHUS NEKAPCTBEHHbIX MNpPenapaTtoB Ana NpuaaHus um
HeobxooMMbIX PUINKO-XMMNYECKUX CBOMNCTB;

4) nekapCTBEHHbIE MpernapaTbl - NIEKAPCTBEHHbIE CPeACTBa B BMAE NEKapCTBEHHbLIX )OPM, NMPUMEHSIEMbIE
ans npodmnakTukn, OUarHOCTUKK, neveHus 3aboneBaHusi, peabunutauuu, Ons COXpaHeHus, npegoTBpalleHns
UnNu npepbiBaHns 6epeMeHHOoCTH;

5) nekapcTBeHHasi chopma - COCTOSIHUE JIEKapCTBEHHOrO MpenapaTa, COOTBETCTBYHLlee crnocobam ero
BBEAEHMS N NPUMEHEHUS U obecnednBatoLLee JOCTUXEHNE HEOBXoaMMOro nevebHoro agdekTa;

6) nepeyveHb >KU3HEHHO HEOOXOAMMBIX W BaXKHEWLIMX JIEKAPCTBEHHbIX MpenapaTtoB - EXerogHo
yTBepxaaembln [MpaButenbctBoMm Poccunckon ®defepaumm nepedeHb NeKapCTBEHHbIX MpenapaTtoB  Ans
MEeOULMHCKOrO MNpUMeEHeHusi, obecnevnBalowmnx MNpPUOPUTETHbIE MNOTPEOHOCTU 34pPaBOOXPAHEHMS B Lensx
npodunakTukM n nedyeHns 3aboneBaHui, B TOM u4ucre npeobnajawowmx B CTPykType 3aboneBaemocTn B
Poccuiickon ®epepauuy;

7) ummyHobBuonormyeckue nekapCcTBEHHble Mpenapartbl - feKapCTBEHHble npenapartbl GMOoNornyeckoro
NPOUCXOXAEHUS, MpefHa3Ha4yeHHble AN MMMYHOSOMMYECKUX AWarHOCTUKKM, MpPOUMaKTUKM U NeveHus
3aboneBaHui;

8) HapkoTMdeckme neKkapCTBEHHble CpeAcTBa - fekapCTBEHHble mnpenapaTtbl U dapMaueBTUdeckue
cybcTaHuun, coaepXkallmMe HapkoTUYecKMe cpeactsa M BKIOYEHHble B [lepeyeHb HapKOTUYECKUX CPencTs,
NMCUXOTPOMHbIX BELLECTB U UX NMPEKYPCOPOB, Noanexalunx KoHTponto B Poccuiickon ®enepaunm, B COOTBETCTBUM C
3akoHoaaTenbcTBoM Poccunckon ®epepaumun, mexayHapoaHbiMu goroBopamu Poccuiickon denepauum, B TOM
yucne EgnHon koHBEHUMEN O HapKoTu4ecknx cpeacteax 1961 rona;

9) nCUXOTPOMHblE TNeEKapCTBEHHble CpeacTBa - NeKapCTBeHHble npenapatbl U hapmaueBTUdeckme
cybcTaHuun, coaepxalime NCUXOTPOMHblE BellecTBa W BKMOYEHHble B [lepeyeHb HapKOTUYECKMX CPencTs,
NCUXOTPOMHBLIX BELECTB U UX NPEKYPCOPOB, Nnoanexalinx KoHTpono B Poccuinickon degepaunn, B COOTBETCTBUM C
3akoHogaTenbctBoM Poccunckon depepaunn, mexgyHapoaHbiMu gorosopamu Poccuickon depepaunn, B TOM
yncne KoHBeHUmMen o0 NcuxoTponHbix Bewectsax 1971 roaa;

10) pagnodapmaLeBTMHECKME NTEKapCTBEHHbIE CPEACTBA - NEKapCTBEHHbIE CPEACTBA, KOTOpble coaepXaT B
rOTOBOM AMfs MCMONb30BaHMA opMe OOMH PagvOHYKNNG WU HECKONMbKO PagWOHYKNMAOB (paguoakTUBHbIX
N30TOMNOB);

11) opwurMHanbHoe nekapCTBEHHOE CPEeACTBO - JleKapCTBEHHOE CpeacTBO, cogepallee BrepBsble
nony4yeHHyto dapMaLeBTUYECKYD CYOCTaHUMIO WM HOBYH KOMOMHauuio dapmaueBTUYeCcKux cybcTaHuui,
ahbbekTMBHOCTL M 6E30MacHOCTb KOTOPbIX MOATBEPXAEHbI pesynbTataMv  LOKIMHUYECKMX UCCnenoBaHumn
NEeKapCTBEHHbIX CPEACTB U KMMHUYECKUX UCCNEeA0BaHMI NeKapCTBEHHbIX NPenapaTos.;

12) BOCnpou3BeOeHHOE IeKapCTBEHHOE CPEACTBO - JIEKAPCTBEHHOE CPeacTBO, COoAepKallee TaKyr Xe
hapmaLeBTUYECKYD CYyOCTaHUUI0 MM KOMOMHAUMIO TakuMxX Xe apMaueBTUHECKUX CYOCTaHUMA B TakKoW e
nekapcTBeHHON dopMe, YTO U OpUrMHanbHOE fiekapCTBEHHOE CpeacTBO, M MOCTynMBLUEe B obpalleHue nocrne
NnocTynneHus B obpalleHne OpuUrmHanbHOro NIeKapCTBEHHOIO CPeACcTBa;

13) nekapcTBEHHOe pacTUTENbHOE Cbipbe - CBEXWE WU BbICYLIEHHblIE pacTeHus nNnbo Mx 4acTw,
ucnornb3yemble AN NPOn3BOACTBA NEKAapCTBEHHbIX CPEACTB OpraHn3aumsMu - NPON3BOAUTENSMU NeKapCTBEHHbIX
CPpeAcTB UMM U3rOTOBIIEHUSA FNEeKapCTBEHHbLIX MpenapaToB anTeYHbIMU  OpraHu3auusamun, BeTepUHapHbIMU
anTeYyHbIMW  OpraHusaunsiMn,  UHAMBMAYANbHbIMWM  MpeanpuHUMaTENaMK,  UMEKLWUMM  JIULEH3NK  Ha
dapMaLEeBTUYECKYHO AEATENbHOCTb;

14) nekapCTBEHHbIN pacTUTENbHbLIM MpenapaT - JEeKapCTBEHHbIN npenapart, MNPOVU3BEAEHHbIN UMK
W3rOTOBJIEHHBIN N3 OOHOrO BMAA JNIEKAPCTBEHHOrO PaCTUTENBbHOMO CbIpbS UM HECKOJbKUX BUOOB TAKOrO ChIpbs U
peanu3yembii B pacacoBaHHOM Buae BO BTOPUYHOW (NOTPEOUTENBCKON) yNaKoBKe;
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15) romeonatuMyeckoe JieKapCTBEHHOE CPeACTBO - JIEeKapCTBEHHOE CPeACTBO, MNPOU3BEAEHHOE UMK
N3roTOBIIEHHOE MO crneunanbHOW TEXHOMNOMK;

16) MexagyHapodHOe HenaTeHTOBaHHOE HaVMMEHOBaHWE IeKapCTBEHHOro cpeacTBa - HaMMeHOBaHue
dapmaLeBTUYECKON cybCcTaHLun, pekoMeHaoBaHHOe BcemMupHom opraHusaumnein 3apaBooxXpaHeHns;

17) ToproBoe HauMMeHOBaHWe IneKapCTBEHHOro CpeacTBa - HauMeHOBaHWE NEeKapCTBEHHOro cpenacTtsa,
NPUCBOEHHOE ero paspaboTUMKOM;

18) obwasa dapmakonenHasa cTaTbs - JOKYMEHT, YTBEPXKAEHHbIN YNONMHOMOYEHHbIM dheaepanbHbiM OpraHoM
WCNONHUTENBHON BNacTU M COAEpXaLlMi nepeyveHb nokasaTtenen kayectsa M (Mnv) METOLOB KOHTPOMS KavecTsa
KOHKPETHOW NeKapCTBEHHOW (pOpMbl, NEKapCTBEHHOrO PacTUTENbHOIO ChipbdA, OMNUCaHMs OMONOrMYeckux,
BUOXUMUNYECKNX, MUKPOOMONOIMYECKMX, (PUIUKO-XUMUYECKNX, (U3NYECKUX, XUMUYECKUX W APYrMX MeETOLOB
aHanmMsa NekapCcTBEHHOro cpeacTBa ANA MeAMUUHCKOro NMpUMEHEHUs, a Takke TpeboBaHMsS K UCMOMb3yeMbiM B
Lensix NpoBeAeHNs JaHHOro aHanu3a peakTuBaM, TUTPOBaHHbIM pacTBOpaM, UHAMKATOpawMm;

19) dapmakonenHass crtatbs - OOKYMEHT, YTBEPXAEHHbIA YMNONIHOMOYEHHbIM heaeparnbHbiM OpraHoMm
MCMOSNMHUTENBbHOW BNacT M cogepXalui nepeyeHb MnokasaTenen KayecTBa W METOLOB KOHTPONS KavecTBa
nekapCcTBEHHOro CpeAcTBa AN MeANLMHCKOrO NPUMEHEHNS;

20) HopmaTMBHas OOKYMEHTauusl - OOKYMEHT, COAepXaljui nepeyeHb onpefensemblx no pesynbtatam
COOTBETCTBYIOLLMX IKCNEPTM3 NoKasaTenen KayecTsa NeKkapCTBEHHOro CpeacTea Ans MeOULMHCKOrO NPUMEHEHNS,
METOL0B KOHTPONSA €ro kKa4ecTBa U YCTaHOBIEHHbIN €ro Npon3BoguTenem;

21) HOpMaTUBHbLIN [OOKYMEHT - [OOKYMEHT, coAepXaliuMh nepedeHb onpefensemMbix MNo pesynbrartam
COOTBETCTBYIOLLIMX 3SKCMEPTU3 MOKasaTenen kavyectBa M (UNM) METOOOB KOHTPONS KayecTBa eKapCTBEHHON
opMbI, ONUCaHNA BUONOrMYECKMX, BUOXUMUYECKNX, MUKPOBMONMOrM4ecknx, U3NKO-XUMUYECKUX, PUINYECKUX,
XUMWUYECKNX U OPYrMX METOAOB aHanM3a NekapCTBEHHbIX CPeACTB ANsl BETEPUHAPHOrO NPUMEHEHUs], TpeboBaHUS K
MCnomnb3yembiM B LeNsiX NPOBEAEHMS OaHHOIO aHanuM3a peakTMBaM, TUTPOBaHHbIM pacTBOpaM, UHAMKATOpam U
YCTaHOBIEHHbI €r0 NPOU3BOAUTENEM;

22) ka4yeCcTBO IEKapCTBEHHOIO CpPeACTBa - COOTBETCTBME JEKAPCTBEHHOIO CpeAcTBa TpeboBaHUSAM
(hapmakonenHo cTtatbM NMOO B Crydyae €e OTCYTCTBUS HOPMaTMBHOW [OOKYMEHTaUMuM WM HOPMAaTMBHOIO
OOKYMEHTA;

23) 6e3onacHOCTb NeKapCTBEHHOIO CPeACTBA - XapakTepPUCTUKA NIEKApPCTBEHHOIO CpPeacTBa, OCHOBAHHAsA Ha
CpaBHUTENbHOM aHanm3e ero 3eKTMBHOCTM U pyUCKa NPUYMHEHNS Bpeda 340PO0BbIO;

24) 3b(heKTUBHOCTb JFIEKAPCTBEHHOrO Mnpenapara - XapakTepUCTUKa CTEMEHU MOSIOXKUTENbHOIO BIIMSIHUSA
neKkapCTBEHHOro mnpenapata Ha TevyeHue, NPOAOIKUTENbHOCTL 3aboneBaHWss WM ero npegoTBpalleHue,
peabunuTaumio, Ha CoxpaHeHve, NpegoTBpaLLeHNe Unu npepbiBaHne 6epemMeHHOCTY;

25) cepusi nekapCTBEHHOro CpeacTBa - KOMMYECTBO [EKapCTBEHHOr0 CpeacTBa, Npou3BefeHHOe B
pesynbTaTte OAHOro TEXHONOMMYECKOro Lukna ero npou3BoanTenem;

26) peructpauuoHHoOe YyOOCTOBEpEeHWe NeKkapCTBEHHOro npenaparta - AOKYMEHT, MOATBepXaalLwmnin dakT
rocyapCTBEHHOWN perncTpaunm nekapcTBeHHOro npenapara;

27) perncTpaumoHHbIN HoMep - kogoBoe 0603Ha4YeHne, NPUCBOEHHOE NeKapCTBEHHOMY npenaparty npu ero
rocyaapCTBEHHOWN perncTpaunu;

28) obpallueHne nekapCTBEHHbIX CpeacTB - pa3paboTka, AOKIMHWYECKME WCCrefoBaHusl, KIMHUYECKMe
uccrnegoBaHus,  3KCMepTu3a, roCydapCTBEHHas perncrpauus, CraHgapTM3auus W KOHTPOMb — KadecTBa,
NpOn3BOACTBO, M3rOTOBIIEHNE, XpaHeHWe, nepeBo3ka, BBO3 B Poccuiickyto Pepepaumto, BbiBO3 13 Poccuiickon
dPepepaumu, peknama, OTnyck, peanusaums, nepegada, NPUMEHEHUE, YHUUTOXEHNE NTEKaPCTBEHHbIX CPEACTB;

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

29) cybbekTbl 0bpalleHnss NekapCTBEHHbIX CPeacTB - u3nyeckMe nvua, B TOM YUCNe MHOMBUAOYanbHbIEe
npeanpuHMMaTrenu, U puavyeckne nuiua, OCylecTBNAwLWmMe OeATeNbHOCTb Npyu obpalleHUn NeKapCTBEHHbIX
CpencTs;

30) paspaboTuMk nekapCTBEHHOrO CpeAcTBa - OpraHusaumsi, obnagawowas npaBamu Ha pesynbTaTtbl
OOKMMHUYECKNX WCCMNEAOBAHUA NEKapCTBEHHOrO CpeacTBa, KIMHUYECKMX WCCMNEeAOBaHUN  NEKapCTBEHHOro
npenapaTta, a TaKkke Ha TEXHOMNOMMI0 NMPOM3BOACTBA NIEKAPCTBEHHOIO CPEACTBA;

31) Npou3BOACTBO JIEKAPCTBEHHBIX CPEACTB - AEATENbHOCTb MO MPOU3BOACTBY NEKAPCTBEHHbLIX CPEACTB
opraHusauusamMmn - NpPoU3BOAUTENSIMU NEKAPCTBEHHbLIX CPEACTB Ha OOHOMW CTAfMWU, HECKOIbKUX UMM BCEX CTagusax
TEXHOJOrMYECKOro MPoLLecca, a TakKe Mo XpPaHEHWIO U peanu3aunm Npom3BeAeHHbIX NEKapCTBEHHbIX CPEACTB;

32) npousBoguTENb FEKAPCTBEHHbLIX CPEACTB - OpraHuMsauusl, OCYLLEeCTBAsIoWas MNpOM3BOACTBO
nekapCTBEHHbIX CPeACTB B COOTBETCTBUM C TpeboBaHNsiMM HacTosiero ®egeparnbHOro 3akoHa;

33) dpapmaueBTUYeCKass [EATENbHOCTb - AeATeNnbHOCTb, BKMtovawwas B cebsa OonToByt TOProemio
NEKapCTBEHHbIMM CpeacTBaMu, WX XpPaHeHWe, MepPeBO3KY U (MNnN) PO3HUYHYKD TOPFOBIKO JIEKAPCTBEHHbBIMU
npenapaTamu, X OTNYCK, XpaHeHne, NepeBO3Ky, N3rOTOBMNEHNE NTEKAPCTBEHHLIX NPenapaTos;

34) opraHusaumMsi ONTOBOW TOProBfAW JEKAPCTBEHHbIMW CPEeACTBaMW - OpraHu3auumsi, OCyLLeCTBISHoLast
ONTOBYIO TOPrOBIIIO NIEKAPCTBEHHBIMW CPEACTBAMU, MX XpaHEHME, NepeBO3Ky B COOTBETCTBUM C TpeboBaHMsMMU
HacTosiwero ®egepanbHOro 3akoHa;
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35) anteyHas opraHuM3auusi - opraHu3auusi, CTPYKTypHOe nogpasgerneHne MeOMUUHCKOW opraHusauuu,
OCYLLECTBMAOLWME PO3HUYHYIO TOPrOBIIO JIEKAapCTBEHHbIMW MpenapataMu, XpaHeHuWe, W3roTOBMEHME U OTMYCK
NeKapCTBEHHbIX NpenapatoB ANA MeOWMUMHCKOrO NMPUMEHEHUST B COOTBETCTBMM C TpeboBaHWsSIMM HaCTOSILLEro
®efepanbHOro 3akoHa;

36) BeTepuHapHas anTeyHas oOpraHusauus - opraHu3auus, CTPYKTypHOoe noapasfereHuwe BeTepuHapHOM
opraHusauum, ocyLecTBSAIOLWNE PO3HUYHYIO TOProBo NeKapCTBEHHbIMU NpenapaTtamMu, XxpaHeHue, U3rotToBrneHme
M OTNYCK NeKapCTBEHHbIX MpenapaTtoB AfS BETEPUHAPHOro MPUMEHEHUS B COOTBETCTBMM C TpeboBaHuAMMU
HacTosiero ®egepansHOro 3akoHa;

37) danbcnmumMpoBaHHOE neKapCcTBEHHOE CPeacTBO - feKapCTBEHHOE CpeAcTBO, COMPOBOXAAaeMoe
NOXHOW MHGOPMaLMen O ero coctase u (UNn) NPon3BoaMTENE;

38) HepobGpokayecTBEHHOE NEKApCTBEHHOE CPEACTBO - JIEKApCTBEHHOE CPeACTBO, HE COOTBETCTBYHOLLEE
TpeboBaHuAM hapmakonenHon ctaTeM NMMOO B criydae ee OTCYTCTBUSA TpeboBaHMAM HOPMATMBHON AOKYMEHTaLMK
WNN HOPMAaTMBHOIO JOKYMEHTa;

39) KoHTpadaKTHOEe NeKapCTBEHHOE CpeACcTBO - JIEKApCTBEHHOE CpeacTBO, Haxogsueecs B obopoTe c
HapyLleHMeM rpaXK4aHCKOro 3akoHO4aTeNbCTBa;

40) [OKMMHMYECKOE uccnefoBaHME NEeKapCTBEHHOro cpeacTtBa - Guonorudeckue, mukpobuonornyeckue,
MMMYHOMOIMYeckme,  TOKCUKOMormdeckne, dapmakonorundyeckme, duaNYeckme, XMMUYeckue u  gpyrue
nccneaoBaHMsa NEeKapCTBEHHOrO CpPencTBa MyTeM MPUMEHEHUS HayYHbIX METOAOB OLIEHOK B LEnNsX MofyveHus
AokasaTenbcTB 6e30nacHOCTM, KadecTBa 1 3(PHEKTUBHOCTY NEKapCTBEHHOIO CPEACTBa;

41) KNUHUYECKOE WCCredOBaHWE FeKapCTBEHHOro npenapara - U3yvyeHue AMarHOCTUYECKUX, neyebHbIX,
npogunakTnieckmx, apMakonormyeckmx CBOWCTB NIEKAapCTBEHHOrO npenapara B Mpouecce ero NpUMMEHEHUs Y
YerioBeka, XXMBOTHOrO, B TOM YuCNe MPOLECCOB BCAcCbiBaHMS, pacnpeneneHns, U3MEHEHUS N BbIBEAEHUS], MyTEM
NPUMEHEHMST Hay4HbIX METOAOB OLEHOK B Lensx MoflydeHuss [[okasatenbcTB 6esonacHocTu, KadecTBa U
3(PPEKTUBHOCTN NEKAPCTBEHHOrO npenapaTa, [AaHHbIX O HeXenaTesnbHbIX peakuusix OopraHuama 4YernoBeka,
XMBOTHOIO Ha MNPUWMEHEHWE IeKapCTBEHHOrO mnpenapata M 06 3dpekTe ero B3aMMOZEWCTBUS C ApPYrMMU
nekapCcTBEHHbIMU NpenapaTtamu 1 (Unu) NULEBLIMWU NPOAYKTaMu, KOpMamu;

42) MHOTOLEHTPOBOE KIMHMYECKOE WCCMEedOBaHMe feKkapCTBEHHOro npenapata And  MeauuUHCKOro
NMPUMEHEHUSA - KITMHUYECKOE WCCReAOBaHWEe JieKapCTBEHHOroO npenapata Ans MeAUUMHCKOro MpUMEHEHUs,
npoBoAMMOEe pa3paboTynMkoM IeKapCTBEHHOro npenapata B AByX W 6onee MeOVUMHCKMX OpraHu3auusx no
€[MHOMY MPOTOKOITY KIIMHWYECKOrO UCCNeA0BaHWs NIEKapCTBEHHOro npenapara;

43) MexgyHapoOgHOe MHOrOLEHTPOBOE KIMHMYECKOE WCCreoBaHMe ekapCTBEHHOro npenaparta Ans
MEOMUMHCKOrO MPUMEHEHMS - KIIMHWYECKOe MWCCrnedoBaHve fekapCTBEHHOro npenapata Ansg MeguumMHCKOro
NpUMeEHeHUs, NpoBoAMMOe pa3paboTuMKoM neKapCTBEHHOro npenapaTta B pPasfuyHbiX CTpaHax Mo eauvHOMY
NPOTOKONY KITMHUYECKOro UCCNeoBaHWs NiekapCTBEHHOMo Npenapara;

44) nocTperucTpaumoHHoe KIUHWYEeCKoe uccrnefoBaHWe NeKapCTBEHHOro npenapaTta Ans MeauuuHCKOro
NMPUMEHEHUS - KIMHUYECKOE WCCRedoBaHWe nekapCTBEHHOro npenapata Ans MeAMLMHCKOro MNpUMEHEHMs,
npoBoAMMOE MNpoM3BOAUTENEM NEeKapCTBEHHOro npenapara, rpaxaaHckui obopoT KOTOpPOro OcCyllecTBnseTcd
nocne rocygapcTBEHHOW perncrpaumm, B Lensx AONONHUTENbHOro cbopa AaHHbIX O ero 6e3onacHocTM wu
3(PHEKTUBHOCTN, pPaCLUMPEHUSA MOKa3aHU K MPUMEHEHMIO [aHHOro feKkapCTBEHHOrO MpenapaTta, a Takke
BbISBIIEHNS HEXXEeNaTeNbHbIX peakumii NauMeHTOB Ha ero AeNCTBIUE;

45) nccnepoBaHve GUO3KBUBANEHTHOCTU NEKAPCTBEHHOrO npenapaTa - BUA KIIMHWYECKOrO MCCneaoBaHus
nekapCTBEHHOro npenapara, NpoBeAeHne KOTOPOro OCYLLECTBASETCA ANst onpeferieHnsl CKOPOCTU BCaCbIBaHNUS U
BblBeAEHUS papmaueBTUYECKOW CyOCTaHUMW, KomudecTBa papMaueBTUYECKOW CyOCTaHUMM, OOCTUraloLero
CUCTEMHOrO KPOBOTOKA, M pes3ynbTaTbl KOTOPOro MO3BONAT cAenatb BbIBO4 O OMO3KBMBANEHTHOCTM
BOCMNPOU3BEOEHHOrO NEeKapCTBEHHOrO Mpenapata B OMpedeneHHbIX feKkapcTBeHHOW ¢opme u  [JO3UpPOBKe
COOTBETCTBYIOLLLEMY OPUTMHANBHOMY NEKapCTBEHHOMY npenapary;

46) nccnegoBaHMe TepaneBTUYECKOW 3KBMBANEHTHOCTU NEKApPCTBEHHbLIX MpenapaTtoB - BUA KIMHUYECKOTO
nccneaoBaHMs  NEKapCTBEHHbIX MpenapaTtoB, MNpPOBeAEeHUEe KOTOPOro OCYLUECTBASIETCA [ANfs  BbISIBIEHUS
O[MHAKOBbIX CBOWCTB JIEKAPCTBEHHbIX MpenapaTtoB OnNpedesieHHONW NeKapCTBEHHOMW (POPMbl, a TaKkKe Hanuius
OOMHaKOBbLIX MoKasaTenen 6Ge3zonacHOCTM W 3(EEKTUBHOCTU FEKAPCTBEHHbIX MPENApaToB, OOUHAKOBbIX
KNUHMYECKNX 3P EKTOB NPU UX MPUMEHEHWM;

47) npoOTOKONM KIMMHWYECKOrO WCCMNeAoBaHMs JeKapCTBEHHOro mnpenapata - [AOKYMEHT, B KOTOPOM
onpegensaTca  uenu, @OpMbl OpraHuM3auum W MeTOAONOrUsl MNPOBEAEHMS KITMHWYECKOTNO WCCNEeOOBaHWS,
cTaTUCTUYeckMe Metoabl 06paboTku pe3ynbTaToB Takoro UccrefoBaHnst U Mepbl No obecneyeHnto 6e3onacHocTm
PU3NYECKMX UL, YHaCTBYHOLLMX B KIMMHUYECKOM UCCIEeAO0BaHNM NeKapCTBEHHOTO Npenapara;

48) Opowiopa wuccrnegoBaTens - CBOOHOE W3MNOXEHUEe pe3ynbTaToB AOKIMHUYECKOro MCCneaoBaHus
neKkapCTBEHHOro CpeacTBa WM KNMHUMYECKOrO WCCMEeAOBaHMS FeKapCTBEHHOro npenapaTta Ans MeauuMHCKOro
NPUMEHEHNS;

49) VHMOPMAUUNOHHBIA JIMCTOK NauueHTa - OOKYMEHT, B KOTOPOM COAepXaTcs B AOCTYynHOW chopme
CBeeHMs, KacatoLumecsl MPOBOANUMOro KITMHUYECKOro UCCreaoBaHUs NIeKapCTBEHHOMO npenapaTta, ¥ B MMCbMEHHON
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dopme [obpoBONbHOE cormacuMe nauueHTa Ha yvacTve B KNMHUYECKOM WCCIEeAoBaHWM  feKapCTBEHHOrO
npenapaTta nocrne O3HAKOMIMEHWs C OCOBEHHOCTAMMU KIMHWYECKOro MCCMneAoBaHus, UMELWMMN 3HaYeHue Ans
BbIPaXXEHUS TaKoro cornacus;

50) noboyHoe AewicTBUE - peakums OpraHuM3ma, BO3HMKLLIAS B CBSAA3M C MPUMEHEHWEeM NeKapCTBEHHOro
npenapaTta B [03aX, PEKOMeHOYeMbIX B WHCTPYKLUUKM MO €ro NpuUMEHEeHWto, Ans npodunakTukn, AMarHOCTUKM,
neyeHus 3aboneBaHusa Unu Ana peadbunuraumu;

51) cepbesHas HexenaTternbHas peakuus - HexenaTenoHas peakums opraHn3Ma, CBsi3aHHas ¢ NPUMEHEHNEM
nekapCTBEHHOro npenapara, npueedwas K CMepTu, BPOXAEHHbIM aHoManusM Wnyv nopokam pasBuTusa nubo
npeactaesnswowaa cobon yrposy KusHu, Tpebywollaa rocnutanusaumm wnuv npuBedllasl K CTOMKOW yTpaTe
TPYAOCNOCOBHOCTU U (MNK) NHBANUAHOCTY;

52) HenpedBuaeHHas HexenaTenbHas peakums - HexenaTenbHas peakuus opraHusma (B TOM uucne
CBSI3aHHAas C NpYMEeHeHMeM NeKkapCTBEHHOro npenapaTta B COOTBETCTBUMM C WHCTPYKUMEW MO €ro MpUMeHeHMio),
CYLLHOCTb M TSXKECTb KOTOPOW HEe COOTBETCTBYIOT MHAOPMaLMM O NeKapCTBEHHOM Mpenaparte, coaepxallencs B
WHCTPYKLUW MO €ro NPUMEHEHNIO;

53) peuenT Ha nekapcTBEHHbI npenapaT - MNUCbMEHHOe Ha3HaveHwe feKapCcTBEeHHOro npenapaTta no
yCTaHOBMEHHOW hpopme, BblAaHHOE MEAVLMHCKMM UNN BETepMHapHbIM paboTHMKOM, UMEKLWMM Ha 3TO Mpaso, B
Lensix OTnycka nekapCTBEHHOro Npenaparta Unu ero U3roToBNeHUs 1 OTNYCKa;

54) TpeboBaHMe MeAVLMHCKOW OpraHusauuu, BeTEepUHApHOW OpraHv3aumm - AOKYMEHT YCTaHOBNEHHON
OpMbl, KOTOPbLIV BbIMMCAH MEAULUHCKUM UMW BETEePMHAPHbLIM PabOTHUKOM, UMEIOLLMM Ha 3TO NpaBo, U COO4epPXUT
B NUCbMEHHOW (hOpMe yKa3aHue anTevyHOW opraHusauum 06 OTMyCcke feKapCTBEHHOro npenaparta unm o ero
n3roToBneHnn n 06 oTnycke aAns obecneyeHns ne4ebHoOro npouecca B MeAULIMHCKOW OpraHM3auny, BeTepuHapHom
opraHmsauuu.

naBa 2. NOJTHOMOYUA ®EOQEPANbHbLIX OPFAHOB UCMNOJNTHUTENBHOW
BIIACTU, OPTAHOB UCMONHUTENBLHON BIACTU CYBBEKTOB POCCUNCKOMN
®EOEPALUU NPU OBPALLEHUU NEKAPCTBEHHbIX CPE[ICTB

Cratba 5. NonHomouuns deneparnbHbIX OPraHoB UCMOSHWUTENBHOW BRAacTu npu obpalleHnn nekapcTBEHHbIX
cpeacTs

K nonHomoumsam cbegepanbHbIX OpraHoB UCMOSTHUTENBHON BNacTy Npu obpalleHnmn ekapCcTBEHHbIX CPeACTB
OTHOCATCSA:

1) npoBegeHne B Poccuiickon defepauunm eguHON rocyaapCTBEHHOW NONUTUKM B obnactn obecneveHus
nekapcTBEHHbIMY NpenapaTtamu rpaxaaH Ha Tepputopum Poccunckon ®epepauum;

2) ytBepxaeHne oblwmnx dapmakonerHbix ctater, dapmMakonenHbIX CTaTew, U3gaHue rocygapCTBEHHOM
dapmakoneu;

3) ocyLlecTBNeHWe rocygapcTBEHHOro KOHTpons (Haasopa) B ccpepe obpalleHnsi nekapCTBEHHbIX CPEACTB;
(B pea. PegepanbHoro 3akoHa ot 25.06.2012 N 93-03)

4) nuUeH3npoBaHME MNPOM3BOACTBA JlEKAPCTBEHHbLIX CpeacTB M dapMaueBTUYECKON [OesTeNbHOCTU B
COOTBETCTBUM C 3aKoHoAaTenscTBoM Poccunckon degepaunu;

5) opraHm3aums aKcnepTusbl JIEKAPCTBEHHbBIX CPEACTB, 3TUYECKON 3KCMEPTU3bl BO3MOXHOCTU MPOBEAEHMS
KNMMHUYECKOro NCCreoBaHUA NekapcTBEHHOro npenapara Ans MeauUnHCKOro NpUMeHeHus;

6) Bbldaya pa3peLleHnii Ha NPOBEAEHUE KITMHUYECKUX NCCeaoBaHN NeKkapCTBEHHbIX NpenapaToB, BeAeHne
peecTpa BblAaHHbIX paspeLleHnii Ha NPoBeAeHME KITMHNYECKUX MCCNeaoBaHNIA NeKapCTBEHHbIX NpenapaTos;

7) rocygapcTBeHHasi perncrpauusa fnekapcTBEHHbIX MpenapatoB, BeAeHMEe rocyAapCTBEHHOro peecTtpa
NeKapCTBEHHbIX CPeacTs;

8) mHcnekTupoBaHMe NPOM3BOACTBA NEKApCTBEHHbIX CPEACTB Ha COOTBETCTBME MpaBuiam opraHusaumu
NMpoM3BOACTBA M KOHTPONS KadeCTBa JIeKApCTBEHHbIX CPeAcTB, Bbidaya 3aKMYEHWA O COOTBETCTBUM
NpoM3BOAUTENS NEKAPCTBEHHbIX CPEACTB TPebOoBaHMSIM NpaBuIl OpraHn3aumm NpoM3BOACTBA U KOHTPOIS KavyecTBa
nekapcTBEHHbIX CpecTs;

9) rocygapCcTBeHHasi peructpauusi YCTaHOBMEHHbIX MPOU3BOAUTENSAMW FNEeKapCTBEHHbIX MpenapaToB
npegenbHbIX OTMYCKHbIX LEH Ha XXM3HEHHO HEOOXOAMMbIE U BaXXHEWLLWE NEeKapCTBEHHbIE npenapaTtbl U BedeHue
rocyfapCTBEHHOro peecTpa npedenbHbIX OTMYCKHbIX LeH MNpouM3BOAUTENEN Ha NeKkapCTBEHHble npenaparhl,
BKJIHOYEHHbIE B NEPEYEHb XU3HEHHO HEOOXOANMbIX U BaXKHEMNLLMX NEKAPCTBEHHbIX NpenapaTos;

10) ycTaHoBneHve nopsiika BBO3a NeKapCTBEHHbIX CPpeAcTB Ha Tepputopuio Poccuiickon ®epepauun m
BbIBO3a JIEKAPCTBEHHLIX CPeACTB C TeppuTopumn Poccuiickon Peaepaumy;

11) cosgaHmne CoBETOB MO BOMpPOCaM, CBA3aHHbIM C OOpaLleHneM NeKapCTBEHHbIX CPEACTB;

12) aTTectaums n ceptudmkaumsa cneumanucTos;

13) ytBEpXaeHne obpasoBaTenbHbIX NPOrpaMm No NOAroTOBKE CreumanmcToB;

14) MOHUTOPUMHI 6E30MAaCHOCTU NEKAPCTBEHHbBIX NPEnapaTos;
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15) yyacTtne B MeXxgyHapogHOM COTPYAHUYECTBE;

16) nony4eHue no 3anpocam ynosIHOMOYEHHOro dheepanbHOro opraHa UCNOSHUTENBbHOWM BNAacT OT OpraHoB
NCNONHUTENBHON BriacTn cyobekToB Poccuiickon denepaunm, a Takke oT CyObeKTOB 06palleHnst NEKapCTBEHHbIX
CpeacTB Ans MeAUUMHCKOro npumeHeHus mHdopmauMuM no Bornpocam YCTaHOBMAEHMS U MPUMEHEHUSA LeH Ha
nekapcTBeHHble Npenapatbl U HaabaBoK K HUM;

17) npymeHeHe Mep OTBETCTBEHHOCTU 3a HapyLLeHue 3akoHogaTenscTBa Poccuickon ®enepaumn.

Cratba 6. [lMonHomouMs opraHoB wWcNonNHWUTENbHOM BRacTn cybbekta Poccuiickon depepauumn npu
obpalleHnn nekapcTBEHHbIX CPeacTB

K nonHomoumMsamM opraHoB WCMOMNHUTENbHOW BnacTu cyobekta Poccuiickon Pepepauumn npu obpalieHun
NeKapCTBEHHbIX CPeACcTB OTHOCATCS:

1) paspaboTka M peanu3aumsi pernoHasnbHbIX MNporpamMm obecrnedyeHns HaceneHus neKkapCTBEHHLIMU
npenapaTtamu;

2) ycTaHOBNeHue npefenbHbIX pa3MepoB ONTOBbIX HaAOaBOK M NpederbHbiX Pa3MepoB PO3HUYHBIX
HaabaBoOK K hakTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM NPOU3BOAUTENSMU NIEKAPCTBEHHbIX NpenapaTos, Ha
NeKapCcTBEHHbIe Npenapartbl, BKMYEHHbIE B NMEPEeYEHb XXM3HEHHO HEOOXOOUMbBIX M BaXKHEWLLMX NeKapCTBEHHbIX
npenapaTos;

3) ocyllecTBneHne pernoHanbHOro rocyaapCTBEHHONO KOHTPOMNS 3@ MPMMEHEHUEM LIEH Ha NEeKapCTBEHHbIe
npenapaTtbl, BKMIOYEHHbIE B MEpPeYeHb XWM3HEHHO HEOOXOOAUMBIX U BaXKHEMLUMX FEKApPCTBEHHbIX NpenapaTos,
OopraHusaumMsimm OMNTOBOW TOProBMnW, anTeYHbIMU OpraHMsaumnsiMi, WHOUBMAYaANbHbIMW MNPEeANnPUHMMATENSAMM,
UMELLUMUN NULLEH3UI0 HA hapMaLEeBTUYECKYIO OESATENBHOCTD.

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

Maea 3. FTOCYQAPCTBEHHAA ®APMAKOMNEA
Cratba 7. Pa3paboTka 1 nsgaHue rocyaapCTBEHHON hapmakonen, pasmeLleHme JaHHbIX O Hel

1. MNop rocypnapctBeHHOW bapMakoneen MOHMMAaeTCss CBOA oOwuMx hapmakonemHblx cTaTten wu
bapmaKkonenHbIX cTaTen.

2. Paspabotka oOwWwmMx GapmakonerHbix cTaTe K apMakonemHbix CcTaTten W BKIIOYEHME WX B
rocygapCTBeHHY (hapMakonerd OCYLLECTBIATCS B NOPSAAKE, YCTAHOBIEHHOM YNOJSIHOMOYEHHbIM hegepanbHbIM
OpraHoM UCNOSTHUTENBHOMW BNacTu.

3. PaspaboTka dhapmakonenHon cTaTbW Ha OpUrMHanNbHOE MeKapCTBEHHOE CPeaCcTBO U BKMIOYEHME ee B
rocyfapCTBeHHY0 dhapmakonelo B TedeHue cpoka AeNCTBUS 3allnTbl UCKNHOYUTENBHOMO NpaBa, ya0CTOBEPEHHOMO
naTeHToOM Ha opuUrnHanbHOe NekapCTBEHHOEe CPeacTBO, OCYLLECTBNAOTCA C cornacusi ero paspaboTyumka.

4. locypapcTBeHHasa hapMakonesi u3gaeTcs YnonHOMOYEHHbIM deaepanbHbiM OpraHOM UCMOMHUTENBHOWN
BNacTu 3a cyeT cpeacTB heaepanbHOro 6ompkeTa U NOANEXUT NepensgaHnsam He pexe Yem OAVH pa3 B NATb NeT,
B Mepuod Mexay KOTOpbIMU M3OaloTCsl MPUIIOXKEHMS K rocygapcTBEHHOW chbapmakonee, cogepxalime obuue
hapmakonemnHble cTatby U (unu) cpapmakonevHble cTaTbW, YTBEPXKAEHHbIE MOCME U3AaHUA UINU Mepen3faHuns
rocygapcTtBeHHOM hapmakonen.

5. YnonHomouyeHHbIn cbedeparnbHbld  OpraH  WUCMOMHWUTENbHOW  BracTM  pasMellaeT [AdaHHble O
rocygapctBeHHOM bapmakonee U MNpUSIOKEHUSIX K HEW Ha cBoeM odmumanbHOM canTe B cetu "VIHTepHeT" B
YCTaHOBMEHHOM MM MopsiaKe.

Maea 4. FTOCYAAPCTBEHHbIWA KOHTPOJIIb MPU OGPALLEHUX
NEKAPCTBEHHbIX CPEACTB

Cratbsa 8. JluueHsnpoBaHue NponsBoACcTBa NleKapCTBEHHbIX CPEACTB U hapMaLeBTUYECKON OEeATENbHOCTU

1. JlvueHanpoBaHWe NpPoOM3BOACTBA J1eKapCTBEHHbIX CPeacTB M hapMaleBTUYECKON AesTeNbHOCTU
OCYLLIECTBNAETCA B COOTBETCTBUM C 3akoHOAATeNbCTBOM Poccuiickoi ®enepaumu.

2. OGsizaTenbHbIM YCNOBMEM MPEAOCTABNEHMS NULEH3MM Ha MNPOU3BOACTBO J1€KapCTBEHHbIX CPEACTB
ABMSIETCA MPUNOXEHWE K 3asiBEHUIO COMUCKATEns NULEH3MU MepeYHst NeKkapcTBeHHbIX dopM U (unu) BMOoOB
(hapMaLEeBTUYECKUX CYOCTaHLMIA, KOTOPblE NPOU3BOAUTENL NIEKAPCTBEHHbIX CPeACTB HAMEPEH NPOU3BOAUTD.

3. B cnyyae HeobGXoOMMOCTM pacLUMpEHMs MNPOU3BOACTBA JEKapCTBEHHbIX CPEACTB 3a CYET HOBbIX
nekapcTBeHHbIX (POPM U BUAOB hapMaLeBTUYECKUX CyOCTaHLMIA MPON3BOAUTENb NTEKAPCTBEHHbIX CPEACTB AOMMKEH
MONy4YnTb HOBYIO NTMLIEH3NIO Ha NPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB.

Cratba 9. [ocyaapCTBEHHLIN KOHTPOIb (Hag3op) B cdepe obpallieHuns NekapCTBEHHbIX CPpeacTB



consultantplus://offline/ref=AB1E98498F1B2B52A2E5A0B38509DA58F977617952B7FF5C9DE64B476F284AAF39265633AF5639AFqFK3N
consultantplus://offline/ref=AB1E98498F1B2B52A2E5A0B38509DA58F977617952B7FF5C9DE64B476F284AAF39265633AF5639AFqFK3N
consultantplus://offline/ref=AB1E98498F1B2B52A2E5A0B38509DA58F976637E53BEFF5C9DE64B476F284AAF39265633AF563AACqFKDN
consultantplus://offline/ref=AB1E98498F1B2B52A2E5A0B38509DA58F97566785EB3FF5C9DE64B476F284AAF39265633AF5639AEqFK5N
consultantplus://offline/ref=AB1E98498F1B2B52A2E5A0B38509DA58F97660785CB4FF5C9DE64B476F284AAF39265633AF5639AFqFKCN
consultantplus://offline/ref=AB1E98498F1B2B52A2E5A0B38509DA58F97667795FB7FF5C9DE64B476F284AAF39265633AF5639AEqFK2N
consultantplus://offline/ref=AB1E98498F1B2B52A2E5A0B38509DA58F976617B5EB3FF5C9DE64B476F284AAF39265633AF5639A6qFKDN

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

1. FocyaapCTBEHHbIN KOHTPONb (Haa30p) B cdepe obpalleHus nekapcTBeHHbIX CPeacTB BKMYaeT B cebs:

1) NWMUEH3MOHHBLIN KOHTpPONb B cdepe NpoM3BOACTBA IEeKApCTBEHHbIX CpeactB M B cdepe
hapmaLeBTUYECKON AEATENBHOCTH;

2) tbepepanbHbIV rOCY0apCTBEHHBIN HAA30p B chepe obpalleHns nekapcTBEHHbIX CPEACTB.

2. JIMUEH3MOHHbIN KOHTpONb B ccepe NpoM3BOACTBA JEKAPCTBEHHbIX CPeacTB U B cdepe
hapmaLeBTUYECKON  AEeATEeNbHOCTUM  OCYLIECTBNSAETCA  YNOMHOMOYEHHbIMW  doefepanbHbiM — OpraHom
NCMNONMHUTENBbHOW BRacT! U opraHamMu UCMONHUTENBHOW BriacTu cybbekToB Poccunckon Pegepaumm cornacHo mx
KOMMeTeHuuM B Nopsiake, ycraHoBneHHom PefepanbHbiM 3akoHOM OT 26 aekabpst 2008 roga N 294-93 "O 3awuTe
npaB OPUANYECKMX IUL, M WHAOMBWMAYanbHbIX NpeanpuHMMaTeneit Mnpu  OCYLLECTBEHWM TOCYAAPCTBEHHOMO
KOHTponsa (Hagsopa) M MyHMUMNANbHOTO KOHTPOMsA", C y4eToM OCODEHHOCTEW OpraHusauum u npoBedeHus
NpoBepOK, yCTaHOBNEHHbIX PeaeparnbHbiM 3akoHOM oT 4 mas 2011 roga N 99-d3 "O nuueH3npoBaHUKM oTAENbHbIX
BMAOB AesiTenibHoCcTU".

3. ®egepanbHbIv rOCyaapCTBEHHbIV HAA30p B cdepe obpalleHns NnekapcTBEHHbIX CPeACTB OCYLLECTBNSAETCS
YMOMHOMOYEHHbIMKN dheaepanbHbiMM OpraHaMy UCMOSIHUTENBHOW BracTu (danee - opraHbl roCygapCTBEHHOro
Ha3opa) cornacHo Mx KoMneTeHunn B nopsake, yctaHoBrneHHom MpaeuTtensctBom Poccuiickon ®epepaumn.

4. ®epepanbHbli rOCyAapCTBEHHbIM Haa30p B cdepe obpalleHust nekapCTBEHHbIX CPEACTB BKMOYaeT B
cebs:

1) opraHusaumio 1 npoBeaeHNe NpoBepok cobnogeHns cybbekTamu obpalleHNss nekapCTBeHHbIX CPeacTB
YCTaHOBMEHHbIX HacToswmM PefepanbHbiM 3aKOHOM U MPUHSITLIMW B COOTBETCTBUM C HUM UHBIMW HOPMAaTWBHBLIMU
npaBoBbIMM akTamu Poccuiickon Pepepaumm TpeboBaHWMI K OOKITMHUYECKMM MCCIEAOBaHUAM JeKapCTBEHHbIX
CpencTB, KIMMHUYECKMM UCCINEAOBaHMAM JIEKapCTBEHHbIX NMpenapaToB, XpaHEHUIO, NEPEBO3Ke, BBO3Y B POCCUMINCKYIO
denepaumio, OTNYCKy, peanu3auun JeKapCTBEHHbIX CPEeACTB, MNPUMEHEHWIO JleKapCTBEHHbIX MpenapaTos,
YHUUTOXEHWIO NEKapCTBEHHbIX CPEACTB, a Takke COOMAEHUS YNONMHOMOYEHHBbIMWM OpraHamMu MCMOJNTHUTENbHON
BnacTu cybbektoB Poccuiickon ®Pepgepaumm METOOMKN YCTAHOBMNEHUS NPeaeNibHbIX pa3MepoB ONTOBbIX HaabaBok
N npefenbHbiX pPa3MepoB pPO3HMYHLIX HaAA0aBOK K  (PAKTUYECKUM OTMYCKHbIM  LieHaM, YCTaHOBIIEHHbIM
npou3BoauTensiMM NEeKapcTBEHHbIX MpenapaToB, Ha NeKapCTBEHHble MpenapaTtbl, BKIOYEHHble B MNepeyeHb
XWN3HEHHO HEOOXOAMMbIX U BaXKHEWLLMX FNIEKAPCTBEHHBIX NMpenapaToB (aanee - obssarenbHble TpeboBaHNUS);

2) opraHuM3aumlo ¥ MpPOBEAEHMEe MPOBEPOK COOTBETCTBMSA JI€KAPCTBEHHbIX CPEeACTB, HaxoOsAWMXCs B
obpalleHnn, ycTaHOBMEHHbIM 006s3aTenbHbIM TPEOOBAHMAM K UX KQYECTBY;

3) Bblgady paspeLleHnin Ha BBO3 NeKapCTBEHHbIX CPeacTB Ha Tepputoputo Poccunckon ®eaepaunu;

4) opraH13aLmio u npoBeeHne MOHUTOPUHra 6e30NacHOCTU NeKapCTBEHHbIX NPenapaTos;

5) npumeHeHne B nopsiake, YCTAHOBMEHHOM 3akoHodaTenbCcTBOM Poccuiickon ®epepauuun, mep no
NpeceyYeHnio BbISBMEHHbIX HapylleHuin obasaTenbHbiX TpeboBaHWW U (UNK) YCTPaHEHUIO MOCNeACTBUA TaKux
HapyLlleHuln, Bblgayy npeanucaHMn o6 yCTpaHeHWMU BbISBMEHHbIX HapylleHu obsizaTenbHbiX TpeboBaHu ©
npuBneYeHne K OTBETCTBEHHOCTU NUL, COBEPLLMBLLMX TaKMe HapyLLUEeHMs!.

5. K oTHOWeHMsAM, CBsI3aHHbIM C OCYLLEeCTBNeHMEeM dedeparnbHOro rocygapCTBEHHOro Haasopa B cdepe
obpalleHnsi nekapCTBEHHbIX CPeAcTB, OpraHv3aumerd UM NpoBEeAEeHUEM MNPOBEpoK CybbekToB obpalleHus
NeKapCTBEHHbIX CpeacTB, NPUMEHSIOTCS nonoxeHus ®egepanbHoOro 3akoHa oT 26 gekabps 2008 roga N 294-93
"O 3awuTe nNpaB OPUAMYECKUX JUL, W VMHOVBMAYyamnbHbIX NpeanpuHMMaTene npu  OCyLECTBIEHUU
rocy4apCTBEHHOIO KOHTPOIs (Hag3opa) U MyHULMMIAnbHOro KOHTpons".

6. [lomKHOCTHbIE NuLLa opraHa rocyaapCTBEHHOro Ha3opa B NOpsiAike, YCTAHOBMEHHOM 3aKoHOA4ATENbCTBOM
Poccuitckon ®egepauun, nMetoT npaso:

1) nony4aTb Ha OCHOBaHUM MOTUBMPOBAHHBLIX MMCbMEHHBIX 3anpocoB OT CyObekToB ob6palleHus
NEeKapCTBEHHbIX CPeacTB, OpraHOB WCMNOSNHUTENbHOM Bnactu cybvekToB Poccuickon degepaumm M OpraHos
MECTHOro CaMoyrnpaBfeHns AOKYMEHTbI U MHCpOPMAaLIMIO MO Bonpocam obpalleHns NnekapCTBEHHbIX CPEACTB;

2) BecnpenaTCTBEHHO MO NPeabsABAEHUN CNyXebHOro yaoCTOBEPEHWUs M KOMuU npukasa (pacrnopsxeHus)
opraHa rocygapcTBEHHOrO Hag3opa O Ha3Ha4YeHuMM NPOBEPKU MocellaTb UCMONb3yeMble PUANYECKAMU NULaMM,
WHAMBUAOYaANbHBIMY NPeanpuHMMaTens My, SABMASIOWMMUCA cyObekTamMmn obpalleHnst NEKAapCTBEHHbIX CPpeacTB, npu
OCYLLECTBMEHUN CBOEN OEATENbHOCTU TEPPUTOPUM, 34AHUS, MOMELLEHUA U COOPYXEHUS B LENAX NpoBeneHus
MEepONPUSATUI MO KOHTPOSIO;

3) npoBoauTb OTOOP 0Opa3sUOB fEeKkapCTBEHHbLIX CPeACTB, MNpefHa3HaYeHHbIX Ans  peanusaumm Wt
peanu3yemblx cyObekTamy OOpalleHUs fekapCTBEHHbIX CpeacTB, ANs NMPOBEPKUM WX KayecTBa, MpoBeAeHUst
NccneaoBaHUN, UCMbITAHUA B COOTBETCTBMM C MpaBunamm otoopa obpasLoB, YCTAHOBMEHHBIMU YMTONMHOMOYEHHbBIM
denepanbHbIM OpraHoM MCMOSTHUTENBbHOW BracTy;

4) BblgaBaTb cyobekTam obpalleHus NekapCTBEHHbIX CPEACTB NpearnucaHus O NpekpaweHnn HapyLlieHun
ob6sA3aTenbHbIX TpeboBaHM 1 06 yCTpaHEeHUW BbISIBNEHHbIX HapyLLIeHun 06s3aTenbHbIX TpeboBaHui;

5) HanpaenaTb B YMNONTHOMOYEHHbIE OpraHbl MaTepuanbl, CBSI3@aHHble C HapyLWeHUsMU 00s3aTenbHbIX
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TpeboBaHWI, ANs peLleHMsl BOMPOCOB O BO30YXAEHWUM YrofioBHbLIX Aer Mo NpuU3Hakam NpecTynneHui.

Fnaea 5. PABPABOTKA, AOKNUHNYECKUE UCCNEOOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXXE KITMHWYECKUE NCCIEQOBAHUA
NEKAPCTBEHHDbIX NPEMAPATOB AN1A BETEPUHAPHOIO NPUMEHEHUA

Cratba 10. PaspaboTka nekapCTBEHHbIX CPeACTB

1. PagpaboTka nekapcTBEHHbIX CPEACTB BKMOYaeT B cebA MOUCK HOBbIX (DApMakonornyeckm akTUBHbLIX
BeLLecTB, Nocreaylollee M3ydyeHne UX JNeKapCTBEHHbIX CBOWCTB, OOKMMHMYECKME uccredoBaHus, paspaboTky
TEXHOMNOrMn NponsBoAcTBa hapMaLeBTUYECKNX CybCTaHuMi, paspaboTKy COCTaBOB M TEXHOMOMMIN NPON3BOACTBA
nekapcTBEHHbIX NpenapaTos.

2. duHaHcoBoe obecneveHne pa3paboTky NekapCTBEHHbIX CPEACTB OCYLLECTBMNAETCS 3a CYeT:

1) cpeacTtB chegepanbHoro GroaoxeTa;

2) cpeacTs pa3paboTyMKOB eKapCTBEHHbIX CPeaCTB;

3) cpencTB NpousBoauTenen NekapcTBEHHbIX CPEACTB MPU BbIMNOMHEHWW Hay4YHO-UccrnegoBaTenbCkux paboT
Mo AOroBOpYy Mexay paspaboTynMKoM feKapCTBEHHbIX CPEACTB U MPON3BOANTENEM NEKapCTBEHHbIX CPEACTB;

4) VHbIX He 3anpeLleHHbIX 3akoHogaTenbcTBoM Poccunckon Pegepaum NCTOYHMKOB.

3. MNpaBa pa3paboTymnka ekapcTBEHHOrO CPeacTBa OXPaAHSAKTCS rPaXKAaHCKMM 3aKOHOOATENbCTBOM.

Cratbsa 11. [JoknnHmnyeckoe nccrnenoBaHne nekapCTBEHHOTO CpeacTea Anst MeaUUUHCKOro NPUMeEHeHUs

1. [loknuHMYeckoe uccrnenoBaHve NekapCTBEHHOro cpeacTsa Ans MeaULMHCKOro NpUMEHEHUs! MPOBOAMTCS
nyTeM MpPUMEHeHUs1 Hay4HbIX METOAOB OLIEHOK B LIeNsX MONyYeHUst AokasaTenbCcTB Ges3onacHoCTH, kadecTBa U
3 HEKTUBHOCTU NEKAPCTBEHHOIO CPeACTBa.

2. [oknnH1YecKkoe nccrneaoBaHne NekapcTBEHHOro cpeacTsa Ans MeauUMHCKOro NpMMEHEHUs MPOBOAUTCS B
COOTBETCTBUWM C MpasBunamy nabopaTtopHOM MNPaKTUKKU, YTBEPXAEHHbIMU YMNOMHOMOYEHHbIM deaeparnbHbIM
OpraHoM MCMOMHUTENbHON BNacTu.

3. [na opraHusauMu W MpoBeAeHUs OOKIMHUYECKOr0 WCCIiefoBaHUA JeKapCTBEHHOTrO cpenacTBa Ans
MeANLIMHCKOro npUMeHeHust paspaboTunku NeKapCTBEHHbIX CpeacTB MoryT npuenekaTb
Hay4HO-MCCriefoBaTeNlbCkMe opraHusaumn, obpasoBaTenibHble YYPEXAeHUs BbICLIEro NpodeccroHanbHOro
obpasoBaHusi, UMeloLLMe HeobXoaMylo MaTepuarnbHO-TEXHUYECKY0 6a3y 1 KBanMULMPOBaHHbLIX CNeuManicToB
B COOTBETCTBYIOLLEN 06nacTu uccreqoBaHus.

4. [loknuHu4yeckoe nccrnenoBaHne NekapCTBEHHOro cpeacTsa Ans MeauLMHCKOro NPUMEHEHUs MPOBOAMUTCSA
no yTBEPXKAEHHOMY pa3paboTyMKOM IEeKapCTBEHHOrO CpeAcTBa MNnaHy C BeAeHWeM MpoToKona 3Toro
nccrneaoBaHUs U COCTaBleHNEM OTYeTa, B KOTOPOM CoAepXaTcsa peaynbTaTbl 3TOro UCCredoBaHnsa U 3aKnoYeHne
O BO3MOXHOCTW MPOBEAEHMS KIMHUYECKOro WCCnedoBaHUs NeKkapCTBEHHOro npenaparta Ans MeauLMHCKOro
NPUMEHEHMS.

5. MNpoBeneHve NpoBepok coboaeHns npaBun nabopaTopHO NPakTUKKM U NPaBOBbIX HOPM UCMOJSIb30BaHMS
KMBOTHBIX MNPV MPOBEAEHUM [OOKIMHUYECKUX WCCIEeAoBaHUiA JIEKapCTBEHHbIX CPEACTB AN MeAMLMHCKOro
MPYMEHEHWs1 OCYLLECTBIISIETCS YNONHOMOYEHHbIM heeparnbHbIM OpraHOM UCMONHUTENBHOW BriacTul.

6. Pe3ynbTaTbl JOKIMHNYECKOTO UCCNEAOBaHWS NIeKapCTBEHHOrO CPeACcTBa ANt MeQULMHCKOTO NpUMeHeHus!
MOryT ObITb NpPeAcTaBrieHbl B YNOSIHOMOYEHHbIN dhefeparnbHblili opraH UCMOSTHUTENBHOM BMAacTU B YCTaHOBMEHHOM
nopsake B LEenax rocyqapCTBEHHON perncTpauuy nekapcTBeHHOro npenapara.

Cratba 12. [JoknuMHu4Yeckoe uccnegoBaHWe reKkapCTBEHHOMNO CPeacTBa M KIMHWYECKOoEe uccrnefoBaHue
nekapCTBEHHOro npenapaTta Ans BeTepuHapHOro NpMMeHeHus

1. [oknNMHMYeckoe NccrnenoBaHe NekapcTBEHHOro CpeacTsa Ans BETEPUMHAPHOrO NpUMeHeHUs NPoBOANTCSA
nyTeM MpUMEHEHUs1 Hay4HbIX METOAOB OLIEHOK B LIeNsiX MONyYyeHUsi JokasaTenbcTB Ges3onacHoCT, kayecTBa U
3 HEKTMBHOCTA NeKapCTBEHHOrO CPeAcTBa, B TOM 4YMClle OnpedeNieHUst cpoka ero BbiBedeHusl U3 opraHusma
XMBOTHOIO, B Lensix oGecrneyeHnss 6e30macHOCTM NPOAYKLUUM KMBOTHOFO MPOUCXOXAEHUS Mocre MNpUMeEHeEHUs
COOTBETCTBYHOLLErO NleKapCTBEHHOro npenapara.

2. [oknuHnyeckoe WccrefoBaHWe JIEKapCTBEHHOTO CPeAcTBa W KIMHMYECKoe  WccredoBaHue
nekapcTBEHHOro npenaparta afis BeTepUHAPHOro MpYMeHeHusl, uccrnegoBaHue GMO3KBMBANEHTHOCTU YKa3aHHOIo
neKkapcTBEHHOro npenapata NpPoBOOATCA B COOTBETCTBMM C MpaBunamu, YTBEPXOEHHLIMW YNOMHOMOYEHHbLIM
denepanbHbIM OpraHoM UCMOMHUTENBHOM BNACTy.

3. [oknuHuyeckoe uccriedoBaHMEe  NeKapCTBEHHOTO CpedAcTBa M KMMHMYeckoe — MccrefdoBaHue
neKkapcTBEHHOro npenapaTa O BETePUHaPHOro MPUMEHEHMWs MPOBOAATCA MO YTBEPXOEHHOMY paspaboTyMKoM
NeKapcTBEHHOTO CpeAcTBa MiiaHy C BedeHWeM MPOTOKONOB 3TWX MCCredoBaHUiA M COCTaBIieHWEM OTYeTOB, B
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KOTOPbIX coaepXaTcsi pe3ysibTaTbl 3TUX UCCIELOBAHWA.

4. Ons opraHMsauMnm u npoBefdeHusi AOKMMHUYECKOrO WCCrenoBaHUs JeKapCTBEHHOrO CpeacTBa U
KIMMHUYECKOTO UCCIeAOoBaHUs JeKapCTBEHHOro npenapata [Ans BeTepUHapHOTO MpUMEHeHus pa3paboTymk
nekapcTBeHHOro cpencTtea MOXeT npuvBnekaTb opraHu3saumu, nmetoLme HeoGXxoauMyto
maTepuanbHO-TEXHUYECKYI0 6a3y W  KBanMMUUMPOBAHHLIX CMEeLuuanucToB B COOTBETCTBYHOLLEN 06nacTu
“ccnenoBaHus.

5. KnuHunyeckne nccreqosaHus nekapcTBEHHbIX Npenapartos Ans BeTepuHapHOro NprMeHeHUsl NpoBoaATCA
B BETEpPUHAPHbIX OpraHn3aumsx U B OpraHn3aLmsax, OCyLEecTBNALIMX pasBedeHe, BolpallBaHe U cogepxaHue
XXMBOTHbIX, B LIeNsX:

1) ycTaHOBIEHWs1 NEPEHOCMMOCTU FIeKapCTBEHHbIX NMpenapaToB 340POBbIMU XUBOTHLIMU;

2) nogGopa onTMMarnbHbIX 403MPOBOK JIEKAPCTBEHHbIX MPENapaToB U Kypca JieYeHns Ha KOHKPEeTHOM rpynne
JKMBOTHBIX C onpefeneHHbIM 3a6oneBaHneM;

3) ycTaHoBneHusi 6e3onacHOCTM U 3hPEeKTBHOCTM NEKapCTBEHHOrO Mnpenaparta, NpeaHasHayeHHoro Arnst
neyeHuss onpeneneHHbiXx 3a00neBaHUA XUBOTHBLIX, WM 3EKTUBHOCTM NeKapCTBEHHOro mnpenaparta Ans
NpodunakTMkM 3aboneBaHunii 300POBbIX XUBOTHBIX;

4) n3y4yeHns BO3MOXKHOCTEN pacLUMPEHUNs NMoKasaHuin K NPUMEHEHUIO 3apErMcTPUPOBAHHOIO NeKapCTBEHHOro
npenapara 1 BbIABNEHNA paHee HEM3BECTHbIX NOBGOYHbLIX AEVCTBUA.

6. KnuHuueckoe uccnegoBaHMe fEKApCTBEHHOro npenapata [AnA  BETEPUMHaAPHOrO  NpUMEHeHus
OCYLLEeCTBNAETCA 3a CYET CPeAcTB paspaboTymka NekapcTBeHHOro cpeacTaa.

7. OTyeTbl O pesynbTatax [OOKMMHWYECKOrO WCCreaoBaHUs NEeKapCTBEHHOTO CPeacTBa W KMUHUYECKOro
NCCreaoBaHnsl NeKkapcTBEHHOro npenaparta Ans BeTepuHapHOro MpPUMMEHEHUs COCTaBNAlTCA pa3paGoTYMKOM
NeKapcTBEHHOro CpefcTBa C Y4eTOM 3akK/o4YeHWid opraHu3auuii, MPUHYMAaBLLMX YydyacTMe B OpraHvM3auumM u
NpoBeAeHUN 3TUX UCCIIeA0BaHWIA.

8. KoHTponb 3a npoBedeHVEM OOKMMHUYECKUX MCCIeQOBaHUA NEKapCTBEHHbIX CPEACTB M KIUHUYECKUX
nccnenoBaHWin NekapCcTBEHHbIX NpenapaToB ANs BETePMHAPHOro NPUMEHEHUSI OCYLLECTBAETCS YNONIHOMOYEHHbIM
dhenepanbHbIM OpraHoM UCMONHUTENBHOW BACTU.

Masa 6. OCYLWECTBNEHUE FOCYOAAPCTBEHHOW PETMCTPALMA
JIEKAPCTBEHHbIX NMPEMAPATOB

Cratba 13. [ocynapcTBeHHas perncrpaumsi nekapCcTBEHHbLIX NpenapaTos

1. JlekapcTBeHHble npenapaTbl BBOAATCS B rpaxaaHckum obopoT Ha Tepputopumn Poccuinckon denepauun,
€CN1 OHW 3aperncTpmpoBaHbl COOTBETCTBYIOLUMM YMNONHOMOYEHHbIM defeparnbHbiM OpraHoOM WCMONHUTENBHON
BNacTu.

2. [ocynapCTBEHHOW perncTpaumnm noanexar:

1) opurnHanbHble NekapcTBeHHbIe NpenapaTbl;

2) BOCNpoun3BeAeHHbIE NeKapCTBEHHbIE Npenaparhbl;

3) HOBble KOMOMHALIMM 3apErMCTPUPOBaHHbBIX PaHee feKapCTBEHHbIX NpenapaTos;

4) nekapCTBEHHbIE Npenaparbl, 3aperMcTpUpoBaHHbIE paHee, HO NPOM3BEAEHHbIE B APYIMX NeKapCTBEHHbIX
dopmMax, B HOBOW JO3MPOBKE.

3. TlocypapcTBeHHas perucTpauusi NEeKapCTBEHHbIX NpenapatoB AN MeOWMUUHCKOro MpUMEHeHMs
OCYLLECTBNAETCHA MO pe3ynbTaTaM 3KCMEPTU3bl NIEKAPCTBEHHbIX CPEACTB U 3TUYECKOW 3KCNEPTU3bl BO3MOXHOCTM
npoBeaeHUs KMMHMYECKOrO UCCNesoBaHMsA NeKapCTBEHHOro npenapara ans MeauUMHCKOro npuMeHeHus (ganee -
aTnyeckas a3Kcneptu3a). [ocyaapCTBeHHas peructpauus NeKkapCTBEHHbIX MpenapatoB Ans BETEPUHApHOro
NPUMEHEHMA OCYLLECTBMSETCA MO pes3ynbTataM SKCNepTusbl NEKapCTBEHHbIX CPeACTB AMfs BETEepPUHapHOro
NPUMEHEHNS.

4. TocypapcTBeHHas peructpauusi IeKapCTBEHHbIX MNpenapaTtoB OCYLLECTBISETCS COOTBETCTBYOLLMM
YMOMHOMOYEHHbIM heaeparnbHbIM OpPraHoOM UCTMONMHUTENBHON BNACTU B CPOK, HE MpEeBbillaoWMA ABYXCOT OECATU
pabounx OHeW CO OHSA MPUHATUA 3as8BIIEHWs O rOCYAapCTBEHHOW perncTpauum NekapcTBEHHOro npenapaTta. B
yKa3aHHbIA CpOK BKITHOYaeTCs Bpemsi, Heobxogumoe ONnsi MOBTOPHOrO MPOBEAEHUst 3KCNEepTM3bl FIEKapCTBEHHbIX
CPeacTB n (Mnn) 3TUYECKON IKCNEPTU3bl B COOTBETCTBUM CO cTaTben 25 HacTosiwero ®efepansHoro 3akoHa. Cpok
rocy4apCTBEHHOW pervcTpaumy fnekapCTBEHHOrO npenapaTta MCYUCIISETCS CO AHSA MPUHATMS COOTBETCTBYHOLLMM
YNONTHOMOYEHHbIM heeparnbHbIM OPraHoOM UCTMOMNHUTENBHON BNAcTW 3a8BIEHNst O TOCY4apCTBEHHOW perncTpanmm
NeKapCTBEHHOro npenapaTta C MPUINOXeEHMEM HeoOXOOUMbIX OOKYMEHTOB MO AEHb Bbl4AYM PErncTpaLuoHHOro
YOOCTOBEPEHMS NEKAapPCTBEHHOroO npenapara. Bpems npoBeaeHnst KNMMHUYECKOrO UCCNEAOBaHUS NIEKAaPCTBEHHOrO
npenapaTa He y4YMTbIBaeTCsl NPU UCHUCIIEHUN CPOKa €ro rocyAapCTBEHHON perncTpaumm.

5. [ocygapCcTBEHHOW perucTpaunmn He nognexar:

1) nekapcTBeHHbIE Mpenaparbl, N3rOTOBMIEHHbIE anTEeYHbIMM OpraHM3auMsiM1M, BETEPUHAPHBIMU anTeYHbIMU
opraHusaumsiMm, UHOuBMAYyanbHbIMU NPEANPUHMMATENSAMM, KOTOPbIE UMEIT JTMLEH3N0 Ha dapmaueBTUYECKYH




OesiITENbHOCTb, MO peuenTam Ha JieKapCTBeHHble npenapatbl U TpeboBaHMSM MeOWMUMHCKUX OpraHv3auu,
BETEPUHaPHbIX OpraHUsaLuii;

2) NneKkapCTBEHHOE PaCTUTENbHOE CbIPbE;

3) nekapcTBeHHble npenapaTtbl, NPUOBpeTeHHble MU3NYECKUMU NMUaMK 3a npedenaMmu TeppuTopun
Poccuiickoin degepaunm n npegHasHayeHHbIe Ans NMYHOro UCMosb30BaHuUs;

4) nekapcTBeHHbIe Npenaparhbl, NpeAHasHauYeHHble AN 3KCnopTa;

5) paguodbapmaueBTUYeckMe nekapcTBeHHble npenapaTtbl, W3roTOBMEHHble HEMOCPeACTBEHHO B
MEOULIMHCKUX OpraHu3auusix B MOpsAKe, YCTaHOBMEHHOM  YMOMHOMOYEHHbIM hedepanbHbiM — OpraHoM
UCNOMHUTENBHOW BRaCTU.

6. He gonyckaeTcsi rocygapcTBeHHas perucTpauus:

1) pasnMyYHbIX NIEKAPCTBEHHbIX NpenapaToB Noj OAMHAKOBbIM TOPrOBbIM HAMMEHOBaHWEM;

2) opfHOro reKkapCTBEHHOro rnpenapaTta, BbIMyCKaeMoro Mpou3BOAUTENIEM MOA PasfiMYHbIMKA TOPTroBbIMU
HanMeHOBaHWSIMU 1 MPEeACTaBNeHHOro Ha roCcyAapCTBEHHYIO perncTpaunio B Buae ABYX M Gonee nekapCTBEHHbIX
npenapaTos.

Cratbs 14. MNprHUUNBLI 9KCNEepTU3bl NTIEKapCTBEHHbLIX CPEACTB Y 3TUYECKON IKCNepTUsbl

1. OKcnepTm3a NnekapCcTBEHHbLIX CPEACTB M 3TUYECKAs SKCNepTn3a OCHOBLIBAKOTCS HA NPUHLMMNAX 3aKOHHOCTH,
cobntogeHnss npaB u cesobo 4YernoBeka W rpaxgaHuHa, npaB OPUOUYECKOro Nuua, He3aBUCMMOCTU 3KCMepTa,
OOBEKTUBHOCTN, BCECTOPOHHOCTU M MOMHOTbI MCCNeaoBaHWA, MPOBOOUMBIX C MCMOMb30BaHMEM COBPEMEHHbIX
OOCTWXKEHUA HayKN U TEXHUKN, OTBETCTBEHHOCTU dpefeparibHOro rocygapCTBEHHOIO BHOMPKETHOMO yYpeXaeHus no
NpoBeaeHUI0 SKCNEePTN3bl NEKAPCTBEHHbLIX CPEACTB M 9KCNEPTOB 3a NPOBEAEHME U KAYECTBO SKCNEepPTU3bI.

2. JkcnepTu3a NnekapCcTBEHHbIX CPEeACTB ANst MEAULNMHCKOrO NPUMEHEHUSI NPOBOANTCS NO3TarHo:

1) Ha NepBOM 3Tane - aKcnepTM3a AOKYMEHTOB ANsl NOMyYeHUsi paspeLleHnst Ha NPOBeAEHME KITMHUYECKOro
nccneaoBaHUs NekapCTBEHHOro npenapara, 3a UCKITIYEHNEM:

a) nekapCTBEHHbIX MpenapaToB, KOTOpble paspelleHbl AN MeAWUMHCKOrO NPUMEHEHUS Ha TeppuTopuu
Poccuiickon ®epepaunn donee geaguaTtu NeT U B OTHOLLEHUN KOTOPbIX HEBO3MOXHO NPOBEAEHME NCCea0BaHUSA
ONO3KBMBANEHTHOCTU;

0) nekapCTBEHHbLIX MpenapaTtoB AN MEAUMUMHCKOrO NPUMEHEHUs, B OTHOLUEHUW KOTOPbIX MpPOBeOEeHbI
MEXAYHApPOAHbIE MHOIOLIEHTPOBbBIE KITMHUYECKME MCCIeaoBaHWs, YacTb M3 KOTOPbIX NMPOBEAEHA Ha TeppuTopun
Poccuiickon ®epepauuy;

2) Ha BTOpPOM 3Tarne - 3KCnepTM3a NpeasioKeHHbIX METOL0B KOHTPOSS Ka4eCcTBa fIekapCTBEHHOIO cpeacTea u
KayecTBa NpeAcTaBneHHbIX obpasLoB NeKkapCTBEHHOrO CpeacTBa C MCMOMb30BaHMEM 3TUX MeTodoB (danee -
3KCMepTM3a KayecTBa NeKapCTBEHHOro CpeacTBa) M 3KCNepTn3a OTHOLUEHUS OXUOAEeMOWN MOMb3bl K BO3MOXHOMY
pUCKYy MNPUMEHEHUS neKapCTBEHHOro npenapara, OCyLleCTBNAeMble ocne MpoBeAeHNss ero  KNMHUYeCKoro
nccnenoBaHus.

3. OKcnepTv3a neKkapCTBEHHbIX CPeacTB ANA BETEPUHAPHOro MPUMEHEHUS MPOBOAUTCA OOHO3TAMHO W
BKIMoYaeT B cebsa akcnepTu3y KayecTsa NeKkapCTBEHHOrO CpeacTBa M SKCMEPTU3Y OTHOLLEHUS OXUAAEeMOMW MoMb3bl
K BO3MOXXHOMY PUCKY MPMMEHEHMS NIeKapCTBEHHOrO npenapara.

Crtatbsa 15. depepanbHoe rocyaapcTBeHHOe OlOQKETHOE yypexaeHWe Mo MPOBEAEHUIO 3KCMepTUsbl
NleKapCTBEHHbIX CPeacTB

OkcnepTu3a neKkapcTBEHHbIX CPeacTB  nposoautcs  dedepanbHbiM — FOCYAAPCTBEHHbIM  BH04KEeTHbIM
yypexgeHnem COOTBETCTBYIOLLEro YNONMHOMOYEHHOro dedepanbHOro opraHa  MCMONHWUTENbHOM  BNacTw,
co3gaHHbIM Ans obecnevyeHns NCNONTHEHMS MOMTHOMOYMI 3TOro hegeparnbHOro opraHa rno Bblgaye paspeLleHrin Ha
npoBeAeHne KNMHMYECKUX NCcneaoBaHni NekapCcTBEHHbIX NpenapaTos U (Mnn) No rocy4apCTBEHHON perncrpauumn
nekapCTBEHHbIX NpenapaToB (fanee - 3KCNepTHOe YYpeXxaeHue).

Ctatbs 16. OpraHusauus NpoBeAeHNs IKCNepTU3bl NTeKapCTBEHHbIX CPeACTB B LeNsX UX rocyaapCTBEeHHOW
perucTpaumm

1. OkcnepTn3a NeKapCTBEHHbIX CPEACTB MPOBOAUTCA KOMMUCCUEW 3KCMEPTOB 3KCMEPTHOTO YYpexaeHus,
HasHa4YeHHOW ero pykoBOAWTENEM, HA OCHOBaHWM 3afaHuWs Ha MNpPOBeAeHMEe 3KCMEepTU3bl JIEKAPCTBEHHOMO
CpeacTBa, BblAAHHOIMO YMNONHOMOYEHHbLIM dheaepanbHbiM OpraHoM WCMOMHUTENbHOW Bnactu. PykoBoauTenb
3KCMEepTHOro yypexaeHus obecneymBaeT Hagnexallee MNpoBedeHMEe IKCMepTu3bl NEKapCTBEHHbLIX CpeacTs B
COOTBETCTBMU C 3aJaHMeM, BblOaHHbIM YNONMHOMOYEHHbIM deaeparnbHbiM OpraHOM MCMOMHUTENbHOW BRacTh, U
opraHm3yeT TOAroTOBKY CBOAHOIO 3aKMlYeHMsi 3ToM Komuccun. B cocTaB 3TOM KOMUCCUM MO  PELUEHUIO
PYKOBOAUTENS 3KCMEPTHOro yypexxaeHnst MoryT BbiTb BKMOYEHbI B Ka4ecTBe 3KCMepToB nvua, He paboTawolwme B
OaHHOM 3KCMEepPTHOM Y4YpeXaeHuu, ecrnv Ux cneumanbHble 3HaHWUsS HeobxoduMbl AN NPOBEAEHUS 3KCMEepPTU3bl U




TaKue aKCnepTbl OTCYTCTBYHOT B JAHHOM 3KCNEPTHOM YYpPEXOEeHNN.

2. OKcnepToMm MO MPOBEAEHUIO IKCMEPTU3bl NEKAPCTBEHHbIX CPEACTB SIBNSAETCA aTTECTOBaHHbIN PaboTHMK
9KCMEpPTHOTO YYPEXAEHUS, KOTOPbIA MMeeT BbiCllee MeauuuHcKkoe, dapmaueBTnyeckoe, 6uonornyeckoe,
BETEpMHapHOe WU XuMU4eckoe obpasoBaHMe M MPOBOAUT IKCMEPTU3Y JeKapCTBEHHbIX CPeacTB B nopsake
NCMNOSTHEHNS CBOUX AOMKHOCTHbLIX 0653aHHOCTEN (Janee - 3Kenepr).

3. lNMpu npoBegeHUn 3KCNepTU3bl NEKAPCTBEHHBLIX CPEACTB IKCNEPT HE MOXET HaxOAMTbCS B Kakon-rmbo
3aBMCMMOCTM OT NMua, Ha3HaYMBLLEro 3Ty JKCMepTu3y, paspaboTymka NekapCTBEHHOro CpeacTtBa WUnuM APYrux
3aMHTEpPeCOBaHHbIX B pe3dynbTaTax aKkenepTusbl nu,.

4. Mpw npoBeaeHUM 3KCNEPTU3bl NEKApPCTBEHHbIX CPEACTB He AonyckaeTcs uctpebosathb y 3asButens nnbo
WHbIX §MU MaTepuanbl, HeobOXxooumble [Ansi NpoBedeHuMs 3JKcnepTusbl. B cnyyae HegocTaTOYHOCTU
NpeacTaBfeHHbIX 3KCMepTy MaTepuanoB [Afi9 [ayvM  3akiioyeHusl 3KCnepT BrpaBe MOCTaBWTb BOMPOC O
npegocTaBneHnn eMy HeobxoaWMbiX MaTepuarnoB nepes pPyKkoBOOUTENEM 3KCMEPTHOIO Y4YpeXOeHUsl, KOTOpbIv
obpalaetcs ¢ npocbbon 06 3TOM B YNOMHOMOYEHHBIN doeaeparbHbIf OpraH UCMONHUTENbHON BNacTy, BbiAABLUWNA
3agaHvie Ha NpoBefEeHNE IKCNEePTM3bl NTEKapCTBEHHOTO CpeacTBa.

5. 3OkcnepT npu npoBedeHWM MOPYYEHHOW €My PYKOBOAWUTENEM 3KCMEPTHOro Y4pexaeHust 3KCMepTusbl
nekapCcTBEHHOro cpeacTaa obs3aH:

1) NpoBecTV NonHoe uccnegoBaHne nNpeacTaBneHHbIX eMy 0ObeKkToB, MaTtepuanos, atb 060CHOBaHHOE U
OOBbEKTMBHOE 3aknioYyeHWe MO MNOCTaBfeHHbIM nepea HMM BOMPOCaM WM MOTMBUPOBAHHOE 3aKrloYeHue o
HEBO3MOXHOCTW NPOBEAEHNS UM 3KCMEPTU3bl NeKapCTBEHHOIO CPeACTBa, €Cnu NoCTaBeHHbIe BONPOChI BbIXOAAT
3a npefgenbl crneuuwanbHbIX 3HaAHWWA 3KcnepTa, OObBEKTbl WCCrnegoBaHW M MaTepuanbl HENPUroAHbl UMK
He4oCTaTOYHbl ANS NPOBeAEHMS NCCneoBaHUiA U fadun 3aknoyeHns Nnbo COBPeMEHHbI YPOBEHb Pa3BUTUSA HayKu
He NO3BOJISAET OTBETUTbL HA NOCTaBIIEHHbIE BOMPOCH!;

2) He pasrnawaTb CBEAEHUsl, KOTOpble CTann €My W3BECTHbl B CBSI3M C MNPOBEAEHVMEM 3KCMEPTU3bI
NeKapCTBEHHOIO CPeAcTBa, a Takke CBEAEHUsl, COCTaBMsOLME FOCYAapPCTBEHHYK, KOMMEPYECKYID WU MHYHO
OXPaHSIEMYHO 3aKOHOM TalHy;

3) o6ecne4ynTb COXpaHHOCTb NPeACTaBNEHHbIX 0O bEKTOB MCCNEAOBAHWIA U MaTeEpUarnos.

6. JkcnepT He Brpase:

1) npoBOAMTb 3KCNEPTU3Y JIEeKAapCTBEHHOr0 cpeacTBa MO OOpalleHWto HEemnoCpPeACcTBEHHO K  Hemy
opraHmsauun unu ousnyecknx nuu;

2) camocToATENbBHO cCObMpaTb MaTepuanel A4S TPOBEAEHUS SKCNepTU3bl NeKapCTBEHHOIO CPeACTBa;

3) npoBOAUTL 3KCMEpPTU3y NEKapCTBEHHOro cpeAcTBa B Ka4eCTBE HEroCy4apCTBEHHOMO 3KcnepTa.

7. B cnyyae HeoGXOAMMOCTM 3KCMepT BrpaBe Xo4aTalncTBOBaTb Mepend PyKoBOOUTENEM 3KCMEPTHOro
yyYpexaeHus o NpMBreYeHNnN K NPOBEAEHUIO IKCMEPTU3bI NEKapCTBEHHOIO CpeacTBa APYrnx 3KCNepToB.

8. KaxxabIi akcnepT, BXOASALWUIA B COCTaB KOMUCCUM 3KCMEPTOB, KOTOPOW NMOPYYEHO NpoBedeHne 3KCNepTussbI
NeKkapCcTBEHHOro CpeacTBa, He3aBUCMMO M CaMOCTOSITENbHO MPOBOAUT WCCMEAOBaHUS, OLEHUBaeT pesyrbTaThl,
Norfy4YeHHbIE UM FIMYHO U APYrMMU 3KcnepTaMmu, U (hopmynmpyeT BbIBOAbI OTHOCUTENBLHO NOCTABMEHHBLIX BONPOCOB
B Npejenax CBOMX cneumanbHbIX 3HaHWUN.

9. PesynbTaTtbl 9KCNEpPTU3bl NTEKapCTBEHHOIO CpeacTBa OMOPMINAITCA 3aKITOYEHNEM KOMUCCUM SKCNEPTOB.
B 3aknoyeHMM KOMMCCMM IKCMEPTOB YKa3biBAlOTCH MepevYeHb WUCCrefoBaHUi, OObeM MNPOBEAEHHbIX KaXAbiM
9KCMEepTOM UCCREeOBaHUN, YCTaHOBMEHHbIE KaXObIM M3 HUX (bakTbl U CAenaHHble B pe3ynbTaTe UccnegoBaHWn
BbIBOAbI. JKCNEepT, MHEHME KOTOPOro He COBMafaeT C peLleHNEM KOMUCCUM IKCTEepPTOB, BNpaBe Bbipa3nTb CBOE
MHEHME B MUCbMEHHOW (hOpMe, KOTOPOE NPUOBLLAETCS K 3aKMIOYEHNI0 KOMUCCUM SKCMEPTOB.

10. OkcnepThl, BXoAdALWME B COCTaB KOMUCCUM, NpeaynpexagarTcsd o6 oTBETCTBEHHOCTM B COOTBETCTBUM C
3akoHopartensctBoM Poccuiickon ®depepauum 3a fadvy 3akniveHus, cogepxallero HeoOOCHOBaHHble UMK
hanbcndurumpoBaHHble BbIBOALI, O YEM OHU at0T NOAMMUCKY.

11. OnpepeneHne ypoBHA MpodeccnoHanbHOM MNOArOTOBKM 3KCMEPTOB W aTTecTaumss MX Ha npaso
NpoOBEAEHUs  9KCMepTU3bl  NEeKapCTBEHHbIX CPeaCcTB  OCYLLECTBMSATCHA  3KCMEePTHO-KBANMMPUKALNOHHBLIMU
KOMUCCUAMM B NOPsiAKe, YCTAHOBMEHHOM COOTBETCTBYHOLUMM  YMONTHOMOYEHHbIM deaepanbHbiM - OpraHoM
MCMNOMHUTENbHOW BNacTu. YpoBeHb NPoMecCMOHanbHOW MNOArOTOBKM  3KCMEPTOB  MOAMEXUT NepecMmoTpy
yKa3aHHbIMWY KOMUCCUSAMW HE pPeXe YeM OAMH pa3 B NATb NeT.

12. lNpaBuna NnpoBeAeHUs IKCNEPTU3bI NTEKAPCTBEHHBIX CPEACTB M POpMa 3aKIOYEHNST KOMUCCUN IKCNIEPTOB
yCTaHaBMNMBaKTCS COOTBETCTBYHLLUMM YNOMHOMOYEHHBIM dheaeparibHbIM OPraHoOM UCMOSNTHUTENbHOM BNACTMU.

Ctatbs 17. 3Tnyeckas akcnepTusa

1. OTuyeckas akcnepTM3a MPOBOAMTCH B UeENsX Bbldadyy 3aknyeHus 06 3Tu4eckon OBOCHOBAHHOCTM
BO3MOXHOCTM MPOBEAEHNS KIMHUYECKOro MWCCreaoBaHMs FeKapCTBEHHOro npenapaTta And  MeguLMHCKOro
NMPMMEHEHMS1 COBETOM MO 3TUKE, CO34aHHbIM B MOpsAke, YCTaHOBMEHHOM YMOSTHOMOYEHHbIM deaepanbHbIM
OpraHoM UCMOMHUTENBHON BracTu.

2. Dkcneptamu coBeTa MO 3TMKe MOryT ObiTb MpeactaBuTeENV MEOWMUMHCKUX, Hay4YHbIX OpraHusauun,
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obpasoBaTenbHbIX YYpeXAeHWA BbiCLero npodeccuoHanbLHOro obpasoBaHWs, a Takke MpeacTaBuTenm
0OLLEeCTBEHHbIX OpraHu3auun, pennrmo3HbiX opraHn3aumin U CpeacTB MaccoBow MHdopMaumn. [JaHHble 3KCnepThl
He JOIMKHbI HAaXOOUTBCS B KAKON-NMO0 3aBUCUMOCTM OT pa3paboTUMKOB NeKkapCTBEHHbIX NpenapaToB 1 OPYIUX Nn,
3aMHTEpPECOBaHHbIX B pe3ynbTatax 3TMYECKON aKCnepTUsbl.

3. Onnarta ycnyr SKCMepToB cOBeTa MO 3TMKE OCYLLUECTBMASIETCA Ha OCHOBaHUW AOroBopa, 3aKmioYeHHOro
MeXAYy YNONHOMOYEHHbIM dheepanbHbIM OpraHOM UCMONMHUTENBHOW BNACTU, KOTOPbIM CO34aH COBET MO 3TUKe, U
3KCMEepTOM coBeTa NO 3TUKe, 3a CcYeT OHMKETHbIX aCCUrHOBaHUNW, MPeAYyCMOTPEHHbIX YNONHOMOYEHHOMY
denepanbHOMy OpraHy MCMONMHUTENbHOW BracTu, Co3daBLUEeMY COBET NO 3Tuke, B dbedepanbHOM OroaxeTe Ha
COOTBETCTBYIOLMIA rog Ha obecneveHne ero OeATenbHOCTU, U B pa3Mepax, YCTaHOBIEHHbIX [1paBuTenbCTBOM
Poccuinckon ®egepaumn.

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

4. DkcnepTbl coBeTa MO 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBMU C 3aKOHoAaTenbCcTBOM Poccuickon
depepaumm.

5. CocTtaB coBeTa Mo 3aTuke, nornoxeHve ob 3TOM coBeTe, NMOPSAOK €ro OesiTeNibHOCTU, TpeboBaHWs K
KBanudukaumMm n onbITy paboTbl MO 3KCMEPTHOM OLEHKE Hay4HbIX, MEAULUMHCKMX W 3TUYECKMX acheKkToB
KNMUHUYECKUX UCCIEAOBAHUA NEeKapCTBEHHbIX MpenapaTtoB And MeAWMLMHCKOro NMPUMEHEHUs, npeabsBrsemble K
3KCnepTaMm coBeTa MO 3TUKE, NMOPSAOK OpraHu3auum 1n NpoBeAEHUs] 3TUYECKON 3KCNEepTM3bl, dopMa 3aKITHYEHUS
coBeTa Mo 3TUKEe YyCTaHaBNMBAKTCS YNOMHOMOYEHHbIM heaepanbHbiM OPraHoOM UCMONHUTENbHOW Briactu. Yncno
npeacTaBuTENEn MEOULMHCKUX OpraHuM3auuin He MOXET MpeBbilaTh MOMOBUMHY OT OOLIEro 4mcna 3KCnepToB
coBeTa Mo 3TuKe.

6. MIHcbopMaumst 0 cocTaBe coBeTa NO 3TUKE, MraHax ero paboTbl U TEKyLIEeNn AeATENbHOCTU pasMeLlaeTcs
Ha oduLMansHOM canTe YNnorHOMOYEHHOro deepanbHOro opraHa UCMNOMNHUTENbHOW BnacTu B cetn "MIHTepHeT" B
YCTaHOBMEHHOM MM MOpPSsIAKe.

Cratba 18. logaya n paccMmoTpeHue 3asiBNeHWW O roCyapCTBEHHOW peructpauum nekapcTBEHHbIX
npenapaToB 1 NpeacTaBneHne HeobXoaUMbIX JOKYMEHTOB

1. [Ona rocygapCTBEHHOM peructpaumy fekapCTBEHHOro mnpenapata pas3paboTyvk  NekapCTBEHHOro
npenapata WAM YMNOMHOMOYEHHOE MM Apyroe lpuauMdeckoe nuuo (Janee - 3asBuTerNb) npeacTaBnseT B
COOTBETCTBYHOLMI  YNOSTHOMOYEHHbIM  hefepanbHbld - OpraH  UCMOMHUTESNbHOW  BRacTh, OCYLLECTBASAOLLNIA
rocyfapCTBEHHYIO PerncTpaumio fnekapcTBeHHbIX MpenapaTosB, 3asiBlieHWe O rocygapCTBEHHOW perncrpauuu
neKkapcTBEHHOro nmnpenapaTta, a Takke B nNopsdke, YCTaHOBMNEHHOM COOTBETCTBYKOLWMM YNOSTHOMOYEHHbLIM
defeparnbHblM - OpraHoOM  UCMOMHUTENBHOW BNAcTW, HeOoBXoAMMble [OKYMEHTbI, M3 KOTOpbIX dopmMupyeTcs
permcTpaumMoHHOE AOCbe Ha NeKapCTBEHHbIN Npenapar (aanee - perMctTpaunoHHoe Jocke).

2. B 3asBneHun o rocyaapcTBEHHOW perncTpaunm nekapCTBeHHOro npenaparta ykasblBalTcs:

1) HaumeHoBaHWe 1 agpec 3asBuUTeENs U (MNM) NPOU3BOAUTENSN NEKapCTBEHHOrO npenaparta u agpec MecTa
OCYLLEeCTBMNEHUS NPOM3BOACTBA NleKapCTBEHHOro npenapaTa;

2) HaMMeHoBaHWe nekapCTBEHHOro npenaparta (MexayHapoaHOe HenaTeHTOBaHHOE WM XMMUYECKOEe U
TOProBOoe HaUMEHOBaHMS);

3) nepedyeHb BeLLECTB, BXOASALLNX B COCTaB NeKapCTBEHHOMO npenapara, C yka3aHMeM KONMYECTBA KaxKAoro
N3 HUX;

4) nekapcTBeHHas dopma, A403UPOBKa, CNocoObl BBEAEHWS Y NPUMEHEHWs, CPOK FOAHOCTU NIEKAPCTBEHHOIO
npenapara;

5) onucaHne dapmakonormdecknx u apmMakoguHaAMUYECKMX WM MMMYHOBUONMOrMYECKMX CBOWCTB
nekapCTBEHHOro npenapara;

6) 3asBneHHas npov3BOAMTENEM JeKapCTBEHHOro npenapata npegenbHas OTNYyCKHas UeHa Ha
nekapCTBEHHbIN npenapar, BKIYEHHbIN B NEpPeYeHb XM3HEHHO HeoBXOOAMMbIX U BaXKHEWLUX NeKapCTBEHHbIX
npenapaTos, B Clly4ae ero rocygapCTBEHHON pernctpauum;

7) OTCyTCTBME  HEeOobXOAMMOCTM  MPOBEAEHWS  KIMHWYECKOro  MUCCNedoBaHus,  MCCrneaoBaHus
OMO3KBUBANEHTHOCTU JIEKApPCTBEHHOrO Mpenaparta, paspelieHHoro Ans  MeauUMHCKOrO MNPUMEHEHUs Ha
Tepputopun Poccuiickon ®enepaummn Gonee pnBaguaTu neT, C yka3aHMEM HOPMAaTMBHbLIX MPAaBOBbLIX AaKTOB,
NOATBEPXKAALWUX AaHHbIN CPOK NPUMEHEHUS.

3. PeructpauunoHHoe focbe hopMUpyeTcs U3 crieyoLmx JOKYMEHTOB:

1) NPOEeKTbl MaKeTOB MNEPBUYHOWN YMAKOBKM U BTOPWUYHOW (NOTPEBUTENbCKOM) YNakoBKW NEKAPCTBEHHOIrO
npenapara;

2) [OOKYMEHT, NepeBeAEHHbI Ha PYCCKMA A3blK, MNOATBEPXAAKLWUNA COOTBETCTBUE MPOM3BOAUTENS
perncTpupyemMoro nekapcTBeHHOro npenapata TpeboBaHWsM npaBun OpraHvM3auum NPou3BOACTBA M KOHTPOINS
KayecTBa NeKapCTBEHHbIX CPEACTB, BblAAHHbIA KOMNETEHTHBIM OPraHoOM CTpaHbl NPOM3BOAUTENS PErMCTPUPYEMOTO
nekapCTBEHHOro npenapaTta v 3aBepPeHHbIV B YCTAHOBIIEHHOM MOpPsAKe;

3) NpPoeKT HOpMaTVMBHOW AOKYMEHTaLMn UM HOPMaTMBHOIO JOKYMEHTa Ha NeKapCTBEHHbIVM npenapat nmbo
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yKasaHne COOTBETCTBYIOLLEN dhapMaKonenHon cTaTbu;

4) cxema TeXHOMOrM4YecKkoro mpouecca Npov3BOACTBa JIEKApCTBEHHOrO npenapara, ee onucaHue u (1nm)
CXeMa TEXHOSOrM4ecKoro npoLecca NpovM3BoAcTBa hapmaueBTUYecKor cybcTaHuum, ee onmcaHue;

5) [OOKYMEHT, nepeBedeHHbI Ha PpYCCKUA A3blK, MNOATBEPXAAKOLWMN COOTBETCTBUE MpoM3BOAUTENS
¢apmaLeBTnyeckon cybctaHuum TpeboBaHUAM npaBun OpraHu3auuu npomM3BOACTBA W KOHTPOMsS KavecTBa
NeKapCTBEHHbIX CPeacTB, BblAaHHbIN KOMMETEHTHbIM OpraHoM CTpaHbl Mnpou3BoauTens dapmaLeBTUYecKon
cybcTaHuuK, 3aBepeHHbI B YCTaHOBIEHHOM MOPSIAKE U COOEPXKALLNNA:

a) HavMeHoBaHue apMaLeBTUYecKon cybcTaHumMn (MexayHapoaHoe HeNaTeHTOBAHHOE UM XMMUYECKOE U
TOProBO€ HaUMEHOBaHUS);

0) HaumeHoBaHVe 1 agpec NpPoM3BoAMTENS hapmaLeBTUYECKON CybcTaHumw;

B) CPOK ro4HOCTM hapMaLeBTU4EeCKon cybcTaHumu;

6) [OOKYMEeHT, cofepXaluin cBedeHWss O MokasaTensx kKadecTBa papmaueBTu4eckon cybcTaHumum,
MCMNorb3yeMon Npy NPOM3BOACTBE NIEKAPCTBEHHBIX NPenapaTos;

7) HOpMaTMBHasi OOKYMEHTauus UM HOPMAaTMBHBIA OOKYMEHT Ha dapMaueBTudeckyto cybctaHumio nubo
yKasaHne COOTBETCTBYIOLLEN hapMaKONenHon cTaTbu;

8) nHpopmauus 06 ycrnoBmusix xpaHeHusl, NepeBO3KM NieKapCTBEHHOTO npenapara v nHas nHopmMaums;

9) oTyeT 0O pesynbTaTax OOKIUHUYECKOrNO WMCCNEAOBaHUS NEKAapCTBEHHOrO cpeacTBa And MeOULMUHCKOro
NPUMEHEHMUS, CcodepXallni OonucaHue, pesynbTatbl W CTaTUCTUYECKUA aHanu3 pes3ynbTaToB  [aHHOro
OOKMMHMYECKOrO UCCIeL0BaHNS;

10) oTyeT O pesynbTatax AOKMMHWMYECKOrO MWCCNeaoBaHWUst NEKapCTBEHHOrNO CpeacTBa U KIMHUYECKOTO
nccneaoBaHus NekapCTBEHHOro npenapara Aans BeTepuHapHoro NpUMeEHeHUs;

11) NpoeKT NpPOTOKOMa KIMHUYECKOro WCCNEeAOBaHNs NEKAapCTBEHHOro npenapata Ans MeAMUMHCKOro
NPUMEHEHMS;

12) Opowtopa nccnegosaTens;

13) NHPOPMAaLIMOHHBIN NUCTOK NaLMeHTa;

14) nHdopmauma o BbinfaTax U KOMNeHcaumsax nayneHtam (3goposbiM JobpoBonbLam, 6onbHbIM) (danee -
naumeHTbl), MNPUBMEYEHHBIM K MPOBEOEHUI0 KITMHUYECKUX WCCIEeLOBaHUA JeKapCTBEHHOro npenapaTta ans
MEeOMLMHCKOro NPMMEHEHMS, UCCreaoBaHUN BUOSKBUBANEHTHOCTU U (MNK) TEPANEBTUYECKON SKBUBAIIEHTHOCTY;

15) oT4eT 0 pesynbTaTtax MeXAyHapoAHbIX MHOIMOLEHTPOBbIX KIMMHUYECKUX UCCRefOBaHUN NekapCTBEHHOro
npenapata And MeOWUMHCKOrO MNPUMEHEHUsl, YacTb W3 KOTOpbIX NpoBedeHa Ha TeppuTtopuu Poccuiickon
depepaumuy;

16) NPOEKT MHCTPYKLMM NO MPUMEHEHUIO NEKAapCTBEHHOIO Npenaparta, CoAepXallMn crieqyrlime CBeaeHns:

a) HaumeHoBaHME neKapCTBEHHOro cpeactsa (MeXayHapoaHOe HenaTeHTOBaHHOE WM XMMU4eckoe W
TOProBO€ HaUMeHOBaHMS);

0) nekapcTBeHHas ¢opma C yKasaHMEM HAMMEHOBaHUN U KOMWYECTBEHHOrO coAepXaHusi (aKTUBHOCTW)
dapmaLeBTUYEeCKUX CybCTaHUMN U BCMOMOraTenbHbIX BELLECTB;

B) chapmakoTepaneBTMYecKas rpyrnna nekapCTBeHHOro npenapara;

r) nokasaHus ons npUMeHeHus;

) NpOTUBONOKa3aHWs AN NPUMEHEHUS;

€) pexum [o3vMpoBaHus, crnocob BBedeHMs, Mpu HeOoOXOAMMOCTU Bpems Mpuema fekapCTBEHHOro
npenapaTa, NPOAOIHKUTENBHOCTb fledeHns (B TOM Yucre y AeTen 40 1 nocne O4HOro roga);

X) Mepbl NPegOCTOPOXKHOCTU NMPU MPUMEHEHMN;

3) CUMNTOMbI NEPELO3UPOBKM, MEPbI MO OKa3aHU0 NOMOLLM NPy NEPEAO3NPOBKE;

W) ykasaHue, npu HeobxoouMMoCcTWU, OCOBEHHOCTEN AEWCTBUSA NEeKapCTBEHHOro npenapata npu MnepBoMm
npuemMe Unm rnpu ero OTMeHe;

K) onucaHue, npu HeobxoammocTu, AencTemin Bpada (denbawepa), cneynanncrta B obnactu BeTeprHapum,
nauueHTa, BragernbLa XXUBOTHOrO Npu Nponycke npuema ogHom Uinmn HECKONbKNX 003 NEeKapCTBEHHOTO npenapara;

n) BO3MOXHble NOBOYHbIE ENCTBUSA NMPU NPUMEHEHNM NEKAPCTBEHHOIO Npenapara;

M) B3aMMOAENCTBME C APYrMMUN NEKaPCTBEHHBIMU NpenapaTtamu u (Mnv) NULEeBbIMU NPOAYKTaMn, KOpMaMu;

H) yKasaHue BO3MOXHOCTM W OCODEHHOCTEW MEOULUHCKOrO MNPUMEHEHWUsI NEKAapCTBEHHOro mnpenaparta
GepeMEHHbBIMU XEHLLMHAMU, XEHLUHAMKU B Nepuog rpygHoro BCKapMivMBaHus, OeTbMU, B3POCIbIMU, UMELLUMHN
XpOHU4Yeckue 3aboneBaHus;

0) CBEAEHUA O BO3MOXHOM BIUSHMW NEKAPCTBEHHOro npenaparta Ans MeauuMHCKOro MpUMEHEHMS Ha
CMOCOBHOCTL YyNpaBNsATb TPAHCNOPTHLIMK CpeACTBaMM, MEXaHU3MaMMU;

M) CPOK FOAHOCTU U yKasaHWe Ha 3anpeT NPUMMEHEHWs NIeKapCTBEHHOro npenaparta Nno UCTeYeHuu cpoka
rogHoCTH;

p) YCIOBUSA XpaHEHWS;

C) yka3aHune Ha Heob6X04MMOCTb XpaHEHUS NEKaPCTBEHHOrO npenapara B MecTax, HeAOCTYMNHbIX AN AeTeW;

T) yKasaHue, nNpuM HEeoOXOAMMOCTW, CheuuanbHblX Mep MPefOCTOPOXHOCTM MNPU  YHUUTOXEHUN
HEeWUCMNONb30BaHHbIX NIEKAPCTBEHHbIX MPenapaTos;
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y) CPOKM BO3MOXHOFO MCMOMb30BaHWS MPOOYKLMW XXUBOTHOMO NMPOUCXOXAEHUS NOCIe BBEAEHUSA XXUBOTHOMY
nekapCTBEHHOro npenapaTta Ansi BETePUHapHOro NPYMEHEHNS;

@) HavMMeHoBaHwWe, agpec NpPOV3BOAMTENSA JEKapCTBEHHOro npenapata M agpec MecTa Npou3BOACTBa
nekapcTBEHHOro npenapara;

X) YCroBus OTNYCKa;

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

17) nepeBefeHHass Ha pPYCCKMA A3blK U 3aBEpPeHHasd B YCTaHOBMEHHOM MOpsiAKke KOnus OOKyMEeHTa,
NoATBEPXKAAOLEro perncTpauuio NekapCcTBEHHOro npenapata B Criyyae €ro peructpauuum BHe npenenos
Poccunckon ®egepaumnm;

18) AOKYMEHThI, NpeacTaBnsieMble B COOTBETCTBUM cO cTaTbamu 19 - 23 HacToswero ®egepansHOro 3akoHa.

4. To xenaHuto 3agBuTens Moryt OblTb NpeAcTaBrieHbl OTYETHI O MPOBEAEHHBIX B CTPaHe 3asBUTENS U
OPYrMX CTpaHax pesynbTatax KIMHUYEeCKUX WCCreoBaHun, uccrneaoBaHuin OUO3KBUBANEHTHOCTU W (Unn)
TepaneBTMYECKOW  3KBMBANIEHTHOCTW  FEKApCTBEHHOrO npenaparta (BKMwYasi  anuaeMnonorMvyeckne  Umnm
3MM300TONOINMYECKME UCCNeaoBaHNs MMMYHODOMOMOTMYECKMX NIEKAPCTBEHHBIX NpenapaToB, NpeaHa3Ha4YeHHbIX ans
UMMYHOJIOrMYeCcKon NPpoUNakTUKN 1 NIeYeHUsT MHAPEKLNOHHbIX 3ab0oneBaHun, B TOM YUCNe Yy AeTel), cogepxaline
ONUCaHUsA NPOBEAEHHBIX MCCNeoBaHWI NEKapCTBEHHOMO npenapara, Ux pesynbTatbl U CTaTUCTUYECKUA aHanu3
MOMny4YeHHbIX Pe3ynbTaToB.

5. K 3aaBneHn0 0 rocyaapCTBEHHON perncTpaunm nekapcTBEHHOro npenapara npunaratTcs:

1) [DOKYMEHT, MOATBEPXOAWLWNA ynnaty rocygapCTBEHHOW MOWMWHBI 3a NpPOBEOEHUE 3KCMepTu3bl
OOKYMEHTOB ONd MOMnydeHns paspelleHMn Ha MpoBeAEHME KIMHUYECKUX WCCNeaoBaHWUA  NEKapCTBEHHOrO
npenapaTta Ansi MeOUUUHCKOrO MPUMEHEHUS U 3TUYECKOW 3KCMepTM3bl Npu obpalleHun 3a rocyaapCTBEHHON
pervcTpaumen nekapcTBEHHOro npenapaTa;

2) OOKYMEHT, NOATBEPXKAAOWMNIA yNnaTy rocyAapCTBEHHON NOLUMMHbBI 3a NPOBEAEHNE IKCNepTU3bl KadecTBa
NeKkapCTBEHHOIO CPeACcTBa M 3KCMEPTU3bl OTHOLUEHWS OXMAAEMOW MOSNb3bl K BO3MOXHOMY PUCKY MPUMEHEHMUS
neKkapCTBEHHOro npenapaTa, pas3pelleHHOro Ans MeAWLMHCKOro MNpUMMEHEHWs Ha Tepputopun Poccuiickon
denepaummn bonee gBaauaTtn NeT, Npy rocyaapCTBEHHOW perncrTpauum riekapCTBEHHOIO Npenapara;

3) OOKYMEHT, NoATBEPXKAAIOLWMNIA YNnaTy rocygapCTBEHHOW NOLWMHBI 3a MPOBEAEHNE 3KCMEPTU3bl KayecTBa
NEKapCTBEHHOrO CPeACTBa U 3KCMEPTU3bl OTHOLUEHUS OXMAAEMOW MOSb3bl K BO3MOXHOMY PUCKY MPUMEHEHWS
nekapCcTBEHHOro npenapata Ans  MeOMUMHCKOrO  MNPMMEHEHWs,, B  OTHOLIEHUM KOTOpPOro nNpoBedeHbl
MeXOyHapOAHble MHOFOLEHTPOBbIE KIMHUYECKMEe MCCMedoBaHus, YacTb U3 KOTOPbIX NpoBedeHa Ha Tepputopun
Poccuiickon depepaumm, Nnpy rocygapCTBEHHOW permcTpauumn nekapCTBEHHOMo npenapara;

4) JOKyMEHT, NoATBepXAalLWwni ynnaTy rocyaapCTBEHHOWN MOLLMVHBI 3a NpoBeAeHne JKCnepTu3bl KayecTBa
NeKapCcTBEHHOro CpeacTBa U 3KCNEPTU3bl OTHOLUEHUS OXMAAEMOW MOMNb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS
nekapcTBEHHOro npenapara Ans BeTepuHapHOro NnpMMeHeHUs Npu ero rocyaapCcTBEHHON pernctpaumm.

[MonoxeHns yactn 6 ctaTbn 18 NPUMEHAIOTCH K NPaABOOTHOLLEHUSIM, BO3HUKLLIMM MOCIe OHSA BCTYMNNEHUs B
cuny onsa Poccuiickon ®egepaumm npoTokona o npucoeanHeHmum Poccunckon ®egepauunmn k BcemupHon Toprosom
opraHusaumm (PepepanbHbiii 3akoH oT 11.10.2010 N 271-93).

6. He ponyckawTcs nomnyyeHve, pasrnaweHve, WCMONb30BaHME B KOMMEPYECKMX LUensx M B uenax
rocygapCTBEHHON perncTpaumn fekapCTBEHHbIX MpenapaTtoB MHGOpMauuu O pesynbTatax AOKIMHUYECKNX
NCCreoBaHUM  NEKApCTBEHHbIX CPeacTB M KIMHWYECKUX UCCMEeAOBaHUNM  JNIEKApCTBEHHbIX NpenapaTtos,
npeacTaBneHHON 3asBUTENeM ANns rocygapCTBEHHOW pernctpaLmm nekapcTBeHHbIX npenapartos, 6e3 ero cornacus
B TeYeHue LeCTU neT ¢ AaThbl rocy4apCTBEHHOW perucTpaumm nekapcTBEHHOro npenapara.

HecobntogoeHne 3anpeTta, YCTaHOBIIEHHOrO HacCToOsiLen 4acTblo, BriedetT 3a cobon OTBETCTBEHHOCTb B
COOTBETCTBMM C 3aKoHoaaTensCcTBOM Poccunckon ®egepaumn.

Ha Tepputopun Poccunckonn depepaumm 3anpewjaetca obpalleHne NeKapcTBEHHbLIX  CPeacTB,
3aperncTpupoBaHHbIX C HapyLLEHWEM HacTOsALLEeN YacTu.

(vyacTtb 6 BBegeHa ®egepanbHbiM 3akoHoM oT 11.10.2010 N 271-93)

Cratba 19. an/IHFITI/Ie peweHna O Bbloadye 3KCNEepTHOMY Yy4pexaeHUo M COBETY MO 3TUKEe 3adaHuA Ha
npoBegeHne 3KCnepTn3bl NieEKapCTBEHHbIX CPeacTB

1. B TeyeHue natm paboumx OHEW CO AHS MPUHATUSA 3asiBNEeHWs O roCy4apCTBEHHOW perncrpaumm
NeKapCTBEHHOro npenapara ynofiHOMOYEHHbIV beepanbHbI OpraH UCMOMHUTENbHOW BracT NPOBOAUT NPOBEPKY
MOMHOThLI U JOCTOBEPHOCTU CBEAEHWI, COAEPXKALLMXCS B NPeACTaBEHHbIX 3asiBUTENeM Mmarepuanax, 1 npuHumaeT
peLLeHne o Bblgade 3agaHust Ha NpoBeaeHUe:

1) akcnepTusbl NEKApPCTBEHHbLIX CPEACTB B YACTU IKCNEPTU3bl AOKYMEHTOB AN NOMYYEHUsST pa3peLleHns Ha
npoBefeHne KIMHUYECKOr0 WUCCNeaoBaHMs IeKapCTBEHHOro npenapaTta Ans MEeOULUHCKOrO MNPUMEHEHMS B
COOTBETCTBMU C LENSIMU, YKazaHHbIMU B cTaTbe 38 HacToswero ®egepanbHOro 3akoHa, U 3TUYECKOM IKCNepTu3bl B
OTHOLLEHMM JIEKAPCTBEHHbLIX MpenapaTtoB, AN KOTOpbIX He MPOBOAUNUCL KIMMHWYECKME MWCCneaoBaHust Ha
Tepputopun Poccuiickon depepaumm, Ha OCHOBaHMU AOKYMEHTOB, YKa3aHHbIX B NyHkTax 1 - 9, 11 - 14, 17 yactn 3
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n nyHkTe 1 yactn 5 ctatbn 18 HacTosiwero ®enepanbHOro 3aKoHa;

2) 3KCMepTM3bl NEKApCTBEHHbIX CPEACTB B 4aCTW 3KCMEpPTM3bl KavyecTBa JEKapCTBEHHOrO CpeacTBa U
9KCNEepTM3bl OTHOLLEHMS OXMAAEMOW NMOMb3bl K BO3MOXHOMY PUCKY MPMMEHEHMWS NeKapCTBEHHOro npenapaTa Ans
MEAMLIMHCKOrO MPUMEHEHUS B OTHOLLUEHMU NEeKapCTBEHHbIX MpenapaToB, paspelUeHHbIX Ans MeaMLMHCKOro
npumeHeHus Ha Tepputopum Poccuiickon ®epepauun 6onee pABaguaty neT, Ha OCHOBaHWM [OKYMEHTOB,
yKasaHHbIX B NyHkTax 1 - 9, 16 yactn 3 u nyHkTe 2 yactu 5 ctatbn 18 HacTodwero PenepanbHOro 3akoHa, a Takke
NeKapcTBEHHbIX NpenapaToB, B OTHOLUEHWUW KOTOPbIX NPOBEAEHbI MEXAYHAPOAHbIE MHOMOLLEHTPOBBLIE KIMHUYECK/E
nuccnenoBaHus, 4acTb U3 KOTOpPbIX MpoBedeHa Ha Tepputopum Poccuickon depepauumn, Ha OCHOBaHUU
OOKYMEHTOB, yKasdaHHbIX B nyHktax 1 - 9, 15 - 17 vactm 3 n nyHkte 3 yvactm 5 cratbm 18 HacToswero
denepanbHOro 3akoHa;

3) aKcnepTusbl IEKapCTBEHHOIO CpeacTBa B OTHOLLEHWM NIEKAPCTBEHHBLIX MpenapaTtoB Afsi BETePMHAPHOro
NPUMEHEHNSI HA OCHOBaHUM OOKYMEHTOB, yKasaHHbIX B nyHkTax 1 - 8, 10, nognyHktax "a" - "g", "x" - "m", "n" - "¢"
nyHkTa 16, nyHkTe 17 yactn 3 n nyHkTe 4 yactn 5 ctatbn 18 HacToswero ®egepanbHOro 3akoHa.

2. YNONHOMOYEHHLIN heaepanbHbI OpraH MCNONMHUTENbHON BRacTu yBeoOMIMSieT B NMUCbMEHHOW dhopMe
3a9BUTENS O MPUHSATOM PELLEHMM UMK B Crly4ae 0TKa3a C yKadaHWeM NpUYMH Takoro oTkasa.

3. OcHoBaHVeM Onga OTKasa B OpraHu3auum 3KCNepTu3, yKkasaHHbIX B YacTu 1 HaCTOosILLeN cTaTbn, ABNAETCA
npeacTaBneHMe HeobxoauMbIX AN MPOBEOEHUS 3TUX IKCNEePTU3 OOKYMEHTOB, NMEPEYUCHEHHbIX B YacTax 3 u 5
ctratb 18 Hactosiwero ®PenepanbHOro 3akoHa, B HEMOMHOM OObeEME WM OOKYMEHTOB, HE COAepXaliux
ncyepnbIBaloLWEro NnepeyHs He0BXo0aANMbIX CBEOEHUIA.

Cratba 20. 3kcnepTusa [OKYMEHTOB AN MOMyYeHUs paspelleHnss Ha npoBedeHune  KIMHUYECKOro
nuccneaoBaHUst NekapCTBEHHOro npenaparta Ang MeauuUMHCKOro NPUMEHEHNS 1 3TUHECKON 9KCNepTusbl

1. OkcnepTv3a OOKYMEHTOB AN MOMyYeHUs1 paspelleHus Ha npoBedeHue KIUMHWYECKOro uccrneaoBaHus
nekapcTBEHHOro npenaparta ans MeauumHCKOro NpMMeHeHUs B COOTBETCTBMU C LiensiMU1, yKa3aHHbIMK B cTaTbe 38
HacTodwero ®eaepanbHOro 3akoHa, aTUYecKasi aKcnepTusa, COCTaBrieHne KOMUCCUEN IKCNepTOB M COBETOM MO
3TMKE 3aKMYeHWN O BO3MOXHOCTM WM HEBO3MOXHOCTW MPOBEAEHWUS TaKOro KIIMHWYECKOrOo WCCRegoBaHus u
HanpaBneHne 9TUX 3akrfyeHMrW B YNONMHOMOYEHHbLIN  dedeparnbHbli  OpraH  UCMNOMHUTENBHOW  BNacTu
OCYLLECTBMAKTCA B CPOK, He MpeBblwalwwuin Tpuauatn pabounx AHeW cO AHA MOMyYeHWs 3KCMEePTHbIM
yypexaeHuemM 3afaHus YnornHOMOoYeHHoro defeparnbHOro opraHa WCMOMHUTENbHOW BriacTM C NPUIOXEHUEM
HeobXoOUMbIX AOKYMEHTOB, yKa3aHHbIX B MyHkTax 9, 11, 12 vyactu 3 ctatbm 18 Hactosiwero deaepanbHOro
3aKOHa, OOKYMEHTOB, yka3aHHbIX B YacTu 4 ctatbn 18 HacTosiwero ®egepanbHOro 3akoHa M NpeAcTaBreHHbIX Mo
XenaHuo 3asBUTENs, U COBETOM MO 3TUKE 3adaHus YNONHOMOYEHHOro defeparnbHOro opraHa MUCMNONHUTENBLHON
BMNacTu C NpUoXeHneM HeobxoanmbIX JOKYMEHTOB, yKka3aHHbIX B nyHkTax 11 - 14 yactn 3 ctatbn 18 HacTosLero
degepanbHOro 3akoHa.

2. [lokymeHTbl, cogepxalwmecs B perncTpaumoHHOM [OCbe W MOCTYMNUBLUME B 3KCMEPTHOE y4ypexaeHue,
COBET MO 3TUKe ANs OCYLIECTBMEHUS WX 3KCNepTusbl B LEnAX MOnyyYeHus paspelleHus Ha npoBedeHue
KNMHNYECKOTO UCcCcneaoBaHns NeKkapCTBEHHOMo npenapaTa Ang MeguumnHCKOro NpUMeHeHus, NoAnexaT Bo3BpaTy B
YNOMHOMOYEHHbIN  dpefepanbHbii - OopraH  UCMOMHUTENbHOW  BRAacT  OAHOBPEMEHHO C  3aKMioYeHUAMU
COOTBETCTBYIOLLNX SKCNEPTU3.

Cratbsa 21. I'Ionyqume paspeweHna Ha npoBegeHne KIMMHUYEeCKOro wmccriegoBaHuAa JieKapCTBEeHHOIo
npenaparta gna MmeamumHCKOro npuMmeHeHua

1. B cpok, He npeBbIWwaowWwmn naTn paboynx gHEN Co AHSA NONydYeHUs 3akroyYeHUn, yka3aHHbIX B cTatbe 20
HacToswero ®PegepanbHOro 3akoHa, YMNOMHOMOYEHHbIN  dedepanbHbii  OpraH  WCMOMHUTENbHOW  BriacTu
OCYLLECTBASET OLEHKY MOCTYNUBLUMX 3aKMOYeHUn AN onpeaeneHns nx CoOoTBETCTBMSA 3a4aHNsM Ha npoBedeHne
COOTBETCTBYIOLLUX IKCMEPTU3 M yBeAOMMsieT 3asBMTENs B NMUCbMEHHOW ¢opme O pesynbTaTtax NpoBeAEeHHbIX
3KCNepTM3 1 O BO3MOXXHOCTU UMM HEBO3MOXHOCTW Bbi4auyn 3asiBUTENIO paspeLlleHns Ha NpoBegeHne KIMHUYECKOro
nccrnefoBaHus NnekapcTBEHHOMo npernapara Ans MeauumHCKoOro NPUMEHeHNs.

2. Tlpn MPUHATMM peleHnss O BO3MOXHOCTU Bbl4auu paspelleHnss Ha MpoBeAeHne KINHUYECKOro
nuccrnefoBaHUsA NeKapCcTBEHHOro npenaparta Ans MeauMUUMHCKOro MpUMEHEHUs YNONHOMOYEHHbIN deaeparnbHbIn
opraH UCMNOMHUTENBLHOW BNAacTy NpUoOCTaHaBNuBaeT NpoBedeHe rocyaapCTBEHHON perncTpaummn nekapcTBeHHOro
npenapaTta A0 AHA Nodayn 3asBuTernemM B YNONHOMOYEHHbIV (befepanbHbil OpraH WCMOMHUTENbHOW BracTu
3asBreHNs O MONyYEeHUN paspeLleHnss Ha NpoBeAeHNe KNMHUYECKOro UccneaoBaHna NekapcTBEHHOro npenapara
ANst MeAMLUHCKOIo MPUMEHEHMS.

3. B cnyyae nmpuHATMA pelleHus O HEBO3MOXHOCTWU BblOayu paspelleHus Ha npoBedeHue KIMHUYECKOro
uccnegoBaHMa NekapCcTBEHHOro rnpenapata Ansg MeauuMHCKOro NpUMEHEHWUs YNOSTHOMOYEHHBbIN dheaepanbHbIn
OpraH MCMONHWTENbHOW BMNAacTWM npekpawaeT npoueaypy rocygapCTBEHHON perucTpaumym fekapCTBEHHOro
npenapara.




Cratbsl 22. PelleHne O NpoBEdEeHWMU KIMHWMYECKOrO MWCCIIeJoBaHUsi NeKapCTBEHHOro rnpenapata Ans
MEAULIMHCKOIO NPUMEHEHUS

1. Ona nonyyeHus paspelleHns Ha npoBedeHne KNMHUYECKOro MccnefoBaHus NekapcTBEHHOro npenapara
AN MEeAMUUHCKOrO MpUMEHEHUs 3asdBuTenb MNpeactaBnseT B YNOMHOMOYEHHbIM  dedepanbHbii  opraH
NCMNOMHUTENbHOW BNacTu:

1) 3asBneHne 0 Nony4YeHun paspeLleHns Ha NpoBeaeHne JAHHOTO KITMHUYECKOro NccrneoBaHns;

2) cBegeHns o6 onbiTe paboTbl MccrnegoBaTernen no COOTBETCTBYHOLWMM CreunanbHOCTAM M UX OnbiTe
paboTbl N0 NPOBEAEHNIO KITMHUYECKNX CCNeaoBaHni;

3) konuio pgoroBopa 0653aTeNbHOr0 CTPaxOBaHUSA KW3HW, 340POBbSA MaLMEHTOB, Y4YacTBYWLIMX B
KMMHWYECKOM MCCrneaoBaHMM feKkapCTBEHHOro npenapata Ans MeAuUMHCKOro NpuvMeHeHus (aanee - [OroBop
065A3aTenbHOro  CTpaxoBaHUS), 3aKMOYEHHOro B COOTBETCTBMM C  TWMNOBbIMM MNpaBunamu obsasaTenbHoro
CTPaxoBaHWA >W3HW, 340POBbs MauMeHTa, Y4acTBYHOLWEro B KIWMHWYECKOM WCCredoBaHUM feKapCTBEHHOro
npenapaTa Ans MeauuMHCKOro NpMMEHeHus, yTBepxaeHHbIMM MpaButenscTBoM Poccuiickon ®egepaumnm (ganee -
TUMNOBbIE MpaBuna 00A3aTeNnbHOrO0 CTPaxoBaHWs), C  yKka3aHWeM npefdenbHOW  YUCIIEHHOCTM NauMeHTOoB,
YyYacTBYHOLUMX B KIIMHUYECKOM UCCIeA0BaHUN NekapCTBEHHOro npenapaTa Ans MegMuUHCKOro NpUMEHeHUS;

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

4) cBefeHWss O MEAVUMHCKUX OpraHu3aumsix, B KOTOpbIX MpeanonaraeTcd npoBedeHue KIMHUYECKUX
nccrnegoBaHU  NEeKapcTBEHHOro npenapata  ANnd  MeguUMHCKOTO  MpUMEeHeHus (MOonHoe W coKpalleHHoe
HavMeHOBaHWsi, OpraHn3aUnoHHO-NpaBoBas Popma, MECTO HAXOXOEHMSA M MECTO OCYLLECTBIEHNS AeaTenbHOCTH,
TenedoH, Tenedakc, agpec INEeKTPOHHON NOYTbl MEOULUMHCKOW opraHu3auum);

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

5) npegnonaraemble CPOKM MpOBEAEHUS] KIMHUYECKOro MCCrenoBaHUs MekapCTBEHHOro npenaparta ans
MEANLMHCKOro NMpUMEHEHMUS.

(n. 5 BBegeH PepepanbHbiM 3akoHOM OT 11.10.2010 N 271-93)

2. B cpok, He npeBblWwalWwun NaTn paboymx OHEN CO AHSA MPUHATMS YKasaHHOro B 4actu 1 HacTosLien
cTaTbu 3asiBNEHUS C MNPUINOXKEHUWEM HeOOXOAMMbIX [AOKYMEHTOB, YMNOMHOMOYEHHbIM dyedeparnbHbIi  opraH
NCMONHUTENLHON BNacTu:

1) npoBOAUT MpPOBEPKY MOMHOTHI W [OCTOBEPHOCTU CBEAEHWW, COAepXaluMxcs B MpeacTaBneHHbIX
3asBuTENEM MaTepuanax;

2) npuHUMaeT pelleHMe O BblJaye paspelieHVs Ha MpoBedeHue  KIMHWYECKOro MccrnenoBaHus
nekapCcTBEHHOro npenapara Ans MeauUMHCKOro NpUMeHeHns unn ob oTkase B BblAave YKa3aHHOro paspeLleHus;

3) yBegoMnseT B MUCbMEHHOW (hOpMe 3asBUTENSA O MPUHATOM PELLEHUU UMK B Criydae oTkasa C ykasaHuem
NPUYMH TAKOro 0TKa3a;

4) BbldaeT paspelleHne Ha nposefeHVe KIMHWMYECKOro MCCNedoBaHus fekapCTBEHHOro npenaparta Ans
MEOUUMHCKOTO MNPUMEHEHWs B Mopsiake, YCTAHOBMEHHOM  YNOMHOMOYEHHbIM  dedeparnbHbiM - OpraHoM
NCMNOMHUTENbHOW BNacTu.

3. OcHoBaHMsMM Ans OTKa3a B Bbldaye paspelleHuss Ha npoBedeHMe KIMHWYECKOro MccrneaoBaHus
neKkapcTBEHHOro nmnpenapata And  MeOUUMHCKOTO MNPUMEHEHWs SBMSIOTCS  HernpeacTaBneHne  [AOKYMEHTOB,
yKasaHHbIX B 4acTu 1 HacToswewn cTaTbW, HECOOTBETCTBME COAEpXaHWs npeacTaBreHHbIX [OKYMEHTOB
TpeboBaHuAM HacToswero ®egepanbHOro 3akoHa MO0 HamMuMe 3akMioYeHUs KOMWUCCUMM  IKCMEPTOB WM
3aKIMIOYEHMSA coBeTa MO 3TMKE O HEBO3MOXHOCTW NPOBEAEHWS KIMHWYECKOro MWCCreAoBaHUs fekapCTBEHHOro
npenapata AN MeOWUMHCKOrO MNPUMEHEHUs MO pesynbTataM MpPOBEAEHHbIX 3JKCNepTu3, npedycMOTPEHHbIX
ctaTben 20 HacToswero ®efepanbHOro 3akoHa.

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

Cratba 23. OKkcnepTM3a kadecTBa NEKapCTBEHHOrO CPeACTBa M 3KCNEPTM3a OTHOLLEHUST OXXMOAeMON Nonb3bl
K BO3MOXXHOMY PUCKY MPUMEHEHMS NIeKapCTBEHHOMO npenapaTa 4ns MeguLMHCKOro NpUMEHeEHs

1. Okcneptmsa KavyecTBa JleKapCTBEHHONO CpeacTBa W 3SKCMEpTU3a OTHOLUEHUS OXMAAEMOMW MOofb3bl K
BO3MOXHOMY PUCKY MPUMEHEHWNs NeKapCTBEHHOro npenapaTta Ang MeauUMHCKOro NpUMEHEHUs, COCTaBrieHue
KOMWUCCUAMMU SKCMEPTOB 3aKIMOYEHUI N0 pesynbTaTaM NpoBefeHHbIX 3KCNepTU3 U HanpaBneHue Taknx 3akmnoyeHnin
B YMNONMHOMOYEHHbIN (hefepanbHbIi OpraH UCMOMHUTENbHOW BNacTu OCYLLECTBNAOTCA B CPOK, HE NPEeBbILLAOLLMNA
cTa pJecsatn paboumx [HEeW CO [OHS MOMyYeHWs 3SKCTMEPTHbIM YYPEXOEHUMEM COOTBETCTBYIOLLEIO 3agaHus
YMONMHOMOYEHHOro defepansHOro opraHa UCMNONHUTENBHOW BNACcTU C JOKYMEHTaMu, yka3aHHbIMW B NyHKTax 1 - 8,
15 - 17 vactm 3 ctatbnm 18 HactodAwero PepepanbHOro 3akoHa, M OT4YETa O MPOBEAEHHOM KIMHUYECKOM
nuccrnegoBaHMn nNekapcTBEHHOro npenapaTa Ang MeanLUHCKOro NpUMeEHeEHNS.

2. Ina npoBefeHMs yKasaHHbIX B 4acTu 1 HacToslen cTaTbW IKCNepTU3 3asBuTenb npeactaBndeT B
YNOSTHOMOYEHHbIN dheaeparnbHbIi OpraH UCNOMHUTENBHOW BNAcTU:
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1) 3asBneHne o BO30OHOBIIEHUMN rOCYAAPCTBEHHOM PErncTpaLmm NekapCTBEHHOrO npenapaTa U NpoBeaeHun
YKa3aHHbIX B YacTh 1 HAaCTOALLEN CTaTbM 3KCNEPTU3;

2) oT4yeT O MPOBEAEHHOM KIMHMYECKOM WCCreaoBaHUMU JeKapCTBEHHOro npenapaTta nnsi MeauuUMHCKOro
NPUMEHEHNS;

3) DOKYMEHT, NoATBEPXAALWMA ynnaTy rocygapcTBEHHOM NOLWNMHBI 3a NPpOBeAeHNe 3KCNepTU3bl KayecTBa
NeKapCTBEHHOro CpeAcTBa U 3KCNEpPTU3bl OTHOLUEHUSA OXMAAEMOW MNOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHUsI
neKkapcTBEHHOro npenapara ansg MeauuuHCKOro NpUMEHEHUs Npu ero rocy4apCTBEHHOW pernctpaumm.

3. B cpok, He npeBblwawowmnin natTn pabounmx OHEen CO OHS MNPUHATUS 3asiBNEHUs C LOOKYMEHTaMWu,
yKasaHHbIMW B YactM 1 n nyHkTax 2 1 3 yacTu 2 HacTosLen cTaTbu, YNOMHOMOYEHHbIN heaepanbHbIi opraH
NCMNOSTHUTENbHOW BNAacTu:

1) npoBOAWNT MpPOBEPKY MOMHOTHI AaHHbIX, COoAepXallMxcs B MNpeAcTaBlieHHOM 3asiBUTENEM OT4eTe O
NPoBEeOEHUMN KITMHUYECKOrO NCCnefoBaHUs NIEKAapCTBEHHOIO npenapara ans MeguLmMHCKOro NpUMEHEHS;

2) NpMHUMaET pelleHne O BO30OHOBMEHUN FOCYyQapCTBEHHOW peructpauumn nekapCTBEHHOro npenapata u
NpoBedeHUN YyKasaHHbIX B 4YacTu 1 HacTosllleh cTaTbM 3Kcneptna unm ob oTkase B BO30OHOBIEHUM
rocygapCTBEHHOW perncTpaunm nekapCTBEHHOro npenapata aAngd MeauuMHCKOro NpuMeHeHUs 1 NpoBeAEeHUN Takmx
3KCNepTun3;

3) yBegoMnseT B NMMCbMEHHON bopMe 3asdBUTENS O NPUHATOM pPEeLleHUM UMK B Criydae oTKasa C ykasaHueM
MPUYUH TaKOro oTKasa.

4. OcHoBaHMeM Ang oTka3a B BO30OHOBMNEHMM rocy4apCTBEHHON perncTpauumn nekapcTBEHHOro npenaparta u
NpOBEeOEHUN YyKa3aHHbIX B 4acTM 1 HacTosWwen cTaTbM IKCNEepTU3 SBNSAETCHA nNpeacTaBneHne LOKYMEHTOB,
yKka3aHHbIX B 4actm 1 m nyHkTax 2 M 3 4acTu 2 HacTosilen cTaTbu, B HEnomnHoMm obbeme unm oT4yeTa O
NPOBEOEHHOM KITMHMYECKOM MWCCreaoBaHUM NEeKapCTBEHHOro npenapata And MeguUMHCKOrO MPUMEHEHUs, He
coaepXallero ncdepnbiBaloLEero nepeyHss Heo6XoaANMbIX CBEOEHUIA.

5. B TeueHne nsTHaguatn paboyvmx OHEW CO OHSI MOMyYeHWUst pelleHus YMONTHOMOYEHHOro doeeparnbHOro
opraHa MUCMONHUTENbHOM BrlacT! 0 BO30OHOBMNEHUN rOCY4AapCTBEHHOW PErMcTpaLmMmn nekapcTBEHHOrO nNpenapara u
npoBefeHUN YykKasaHHbIX B 4acTu 1 HacTosLlen cTaTbM IKCNepTU3 3asiBUTenb NpeacTaBnsdeT B 3KCNepTHoe
yupexaeHme [Ons npoBeAeHusl 3KCMepTM3bl KayecTBa JIEKAPCTBEHHOrO cpeacTtBa obpasubl feKapCTBEHHOro
npenapata pgnss  MeAWUMHCKOrO MNPUMEHEHWsI, TMPOU3BEAEHHOTO B COOTBETCTBMM C  TpeboBaHUsSMMU
ONMbITHO-MPOMBILLITEHHOTO U (M) NPOMBILLIIEHHOIO PEernamMeHToB, YTBEPKAEHHbIX PYKOBOAUTENEM NPOU3BOAUTENS
NEeKapCTBEHHbIX CPeacTB, a Takke B COOTBETCTBYHLMX crydasix obpasen, ¢hapmMaueBTUYECKON CyOcTaHuuu,
TeCT-lWTaMMa MUKPOOPraHU3MOB, KyNnbTypbl KNETOK, o0pa3subl BELECTB, MPUMEHSEMbIX Afsl KOHTPOSs KadecTBa
NeKkapCTBEHHOro cpeAcTBa NyTeM CPaBHEHWA C HUMW UCCReayeMoro fiekapCTBEHHOro cpeAcTBa, B KonuyecTtsax,
Heo6XxoauMbIX Onsi BOCNPOU3BEAEHUA METOAOB KOHTPOMA KayecTBa.

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

6. MNMpn nonyyeHun obpasLioB NekapCTBEHHOro npenapara u gapmaLeBTUYeCcKon CybCTaHLmMM aKCcnepTHoe
yupexzaeHue BblAaeT 3asBUTENO JOKYMEHT, MOATBEPXAALINA NonyvyeHue ykasaHHbIXx obpasLoB, U B CPOK, He
npesblllaloWnin - Tpex pabounx AHen, yBeaomnsieT B NUCbMeHHOM dopme 06 3TOM  YNONHOMOYEHHbIN
deaepanbHbIi opraH UCNONTHUTENBHOW BracTu.

7. Cpok ons npeActaBreHus 3asiButenem obpasuoB INeKapCTBEHHOrO npenapata U dapmaueBTUYECKOM
cybCcTaHUUM N CPOK YBEOOMIIEHUST SKCNEPTHLIM ydpexaeHnem o6 3ToM B NMUCbMEHHOW hopMe YyNoSTHOMOYEHHOTO
deepanbHOro opraHa UCMNONMHUTENBbHOW BAcTU, yKasaHHble B YacTax 5 n 6 HacTodLlen cTaTby, HE BKIIOYAOTCA B
CPOK NpoBeAeHNs yKasaHHbIX B YacTU 1 HAcTOALLEN CTaTbW SKCNEPTUS.

8. [1IokyMeHTbI, NOCTYNMBLLME B SKCMEPTHOE yupexaeHue Ans NpoBeAeHns ykasaHHbIX B YacTu 1 HacTosLlen
cTaTbM 3KCNepTM3, nognexar BOo3BpaTy B YMNOMHOMOYEHHbI defepanbHbii OpraH WCNOMHUTENBHOM BRacTu
OAHOBPEMEHHO C 3aKMOYEHUAMN NO pedynbTaTam yKasaHHbIX 3KCNepTU3.

Cratba 24. DKkcnepTm3a kadecTBa NEKapCTBEHHONO CpeacTBa M 9KCNepPTM3a OTHOLUEHWST OXXMAAeMON Nosnb3bl
K BO3MOXXHOMY PUCKY MPUMEHEHMS NIEKapCTBEHHOMO Npenaparta afs BEeTePUHAPHOro NpUMeHeHnst

1. OkcnepTm3a KavecTBa IeKapCTBEHHOrO CpeAcTBa M OKCMepTu3a OTHOLWIEHMSI OXWUAAEeMOW Monb3bl K
BO3MOXHOMY PUCKY MPUMEHEHMS NeKapCTBEHHOro npernaparta Afs BeTEPUHAPHOTO NMPUMEHEHUs, CoCcTaBrieHne
KOMUCCUSIMM 3KCMEePTOB 3aKMioYeHUn No pesynbTaTaM yKasaHHbIX 3KCNepTU3 U HanpasrieHne TakuxX 3akoveHnii B
YNONHOMOYEHHbIN dheaeparnbHbIl OpraH UCMOSTHUTENBbHOW BNACTU OCYLLECTBMASIOTCA B CPOK, HE MpeBbILLaloLWLmi cTa
Aecaty paboumnx AHew co AHA MOMyYeHUs IKCMEPTHbIM ydpexaeHneM 3agaHus YNnorHOMOYEHHOro deaepanbHOro
opraHa UCNoSIHUTENbHOW BNacTu C AOKYMEHTaMu, ykasaHHbiMU B nyHkTax 1 - 8, 10, nognyHktax "a" - "a", "x" - "m",
"n" - "¢p" nyHkTa 16 u nyHkTe 17 yactu 3 ctatbn 18 HacTosiwero PegepanbHOro 3akoHa.

2. B TeyeHne naTHaguaty paboumx OHEW CO AHS MOJTYYEHUs] pPeLleHUst YNONHOMOYEHHOro defeparnbHOro
opraHa MCMONHWUTENbHOW BNAacTM O MPOBEAEHUWN YKa3aHHbIX B YacTu 1 HacToswen cTaTbM IKCNepTu3 3asdBuTerb
npeacTaBnseT B 3KCMEpPTHOE ydpexaeHwe Ans MNpOBeAeHUs 3KCMepTu3bl KayecTBa JieKapCTBEHHOro cpencTtsa
o6pasubl NeKkapCTBEHHOIO MnpenapaTta Ans BETEPUHAPHOrO MPUMEHEHMs, NPOM3BEOEHHOro B COOTBETCTBUM C
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TpeboBaHNSAMN TEXHOSOMMYECKUX PErNMaMeHTOB, YTBEPXKOEHHbBIX PYKOBOAUTENEM NMPOU3BOAUTENSA NEKAapPCTBEHHbIX
CPEeAcCTB, a Takke obpasel, hapmaLeBTUYECKON CYOCTaHLMM B KONTMYECTBAX, HEOOXOaUMbIX ANsl BOCMPOU3BEAEHMS
METOOO0B KOHTPOJIS KayecTsa.

3. Mpwn nonyyeHun obpasLioB NekapCTBEHHOro npenapara u gapmaleBTUYecKon CybCcTaHumMmM aKcnepTHoe
yypexaeHue BblaaeT 3asBUTENO AOKYMEHT, MOATBEPXAALINA NOoMnyvyeHue ykasaHHbIX obpasLoB, U B CPOK, He
npesbllLalOWnn - Tpex pabounx OHen, yBeaomnseT B NUCbMeHHOM dopme 06 3TOM  YNONHOMOYEHHbIN
deaepanbHbI OpraH UCMONHUTENbHON BNacTu.

4. Cpok onsa npeacTtaBneHust 3asButenem obpasuoB NEeKapCcTBEHHOro npenapara v dapMaueBTU4ECKON
cybCcTaHUUM 1 CPOK YBEOOMIEHUS SKCNEPTHBIM ydpexaeHnem o6 3ToOM B NUCbMEHHOW hopMe YyNnonHOMOYEHHOMO
denepanbHOro opraHa UCNONHUTENBHOWM BACTU, YKa3aHHble B YacTaX 2 U 3 HACTOsILEN CTaTby, HE BKIIOYAKOTCS B
CPOK NPOBeAeHUs yKasaHHbIX B YacTh 1 HACTOSILLEN CTaTbW 3KCNEPTUS.

5. [10OKyMeHTbI, MOCTYMMBLLME B 3KCMEPTHOE yYpexaeHne ans npoBefAeHus ykasaHHbIX B 4acTu 1 HacTosLLEen
cTaTbM 3KCMEepTM3, noanexar Bo3BpaTy B YMNOMHOMOYEHHbI dedeparnbHbii OpraH WCMOMHUTENBHOW BRacTu
OAHOBPEMEHHO C 3aKMOYEHUSMN MO pesynbTaTam yKasaHHbIX SKCNepTU3.

Cratbs 25. MoBTOpHOE NPOBEAEHNE IKCMEPTU3bI NIEKAPCTBEHHBIX CPEACTB U 3TUYECKON IKCMEepPTU3bl

1. B cnyyasx HegocTaToyHOM OBOCHOBAHHOCTM MMM HEMOMHOThl 3aKMIOYEHUS KOMWUCCUM SKCMEPTOB UMK
coBeTa MO 9TMKE, HanNUunMa B HeM MPOTUBOPEYMBLIX [AaHHbIX, anbcudukauum BbIBOOOB 3KCNepTU3bl
NEeKapCTBEHHOro cpeacTea u (Mnu) 3TUYECKOM 3KCNEPTU3bI, COKPLITUS OT YNOSTHOMOYEHHOro dheepansHoro opraHa
NCMOMHNTENBHOW BNacTM OCHOBaHW AN1s OTBOAA 3KcnepTa BCreACTBUE ero 3aMHTepecoBaHHOCTU B pesyrnbTaTax
COOTBETCTBYHLLUEN 3KCMEPTU3bI, HanWYUsi AaHHbIX O MpPSMOM NMOO KOCBEHHOM BMeLLATeENbCTBE B MNpPoOLLEcC
COOTBETCTBYIOLLEN IKCNEPTU3bl ML, HE y4acTBYIOLINX B ee NPOoBeAeHUU, HO OKa3aBLUUX BMMSIHWE Ha npouecc u
pe3ynbTaTtbl €e NpoBefeHusl, YNONHOMOYEHHbIM beaieparibHbIM OpraHoM WUCMONHUTENBbHOW BRacTW HasHavaeTcs
NMOBTOPHAas 3KCNepTM3a NekapCTBEHHOMo cpeacTBa U (Mnu) aTudeckas akcrnepTusa.

2. [lloBTopHass 9aKcnepTu3a NeKkapcTBEHHOro cpeacTBa NPOBOAUTCA B CPOK, YCTaAHOBIEHHbLIN
YMOMHOMOYEHHbIM befiepanbHbIM OpraHOM MCMOSHUTENBHOW BRacT U HE NMPEBLILWAKLWMA copoka pabounx gHen
CO OHA MONYyYEeHUS KCMNEPTHLIM yYpexaeHneM 3agaHnsa Ha NpoBedeHne NOBTOPHOW 3KCMepTU3bl 1EKapCTBEHHOMO
cpencTtBa, NOBTOPHAas 3TUYecKas 3KCMepTu3a - B CPOK, He MpeBbllaroWmi naTHaguaTn pabovmx OHEW CO AHSA
nony4yeHus COBETOM MO 3TUKE 3afaHUs Ha NpoBeAeHNe NMOBTOPHOW 3TUYECKON 3KCNepTUsbI.

3. ®uHaHcOBoe obecrnevyeHne BbINOMHEHWS 3afaHWs Ha MNpoBedeHWe MOBTOPHOW  3KCMEepTU3bl
NneKkapcTBEHHOro cpeAcTBa He OCYLeCTBNAeTCHA, U CpeacTBa, NepeyucrieHHble paHee Ha MpoBefeHWe Takou
3KCMNepTU3bl, NOANexart Bo3BpaTy B cheaepanbHbIn BIOoKeT.

CraTbsa 26. yCKOpeHHaﬂ npouenypa aKkcnepTu3bl NekapCTBEHHbIX CpencTs

1. YckopeHHas npoueaypa aKkcnepTusbl NeKapCTBEHHbIX CPeacTB B LEensx rocygapCTBEHHOW perncrpaumu
nekapCTBEHHbIX MpenapaTtoB NPUMEHSETCH B OTHOLLUEHUWM BOCMPOU3BEAEHHbIX NeKapCTBEHHbIX npenapartos. [pu
NpoBeAeHUN Takow npouenypbl NPeAcTaBnAlTCa WHGOpMauUus, NonyvyeHHas nNpu MPOBEeAEeHUUN KITMHUYECKUX
NCCnefoBaHW NekapCTBEHHbIX MpenapaToB U OonybnmKoBaHHas B CMeumManu3vMpoBaHHbIX NeYvaTHbIX M3aHusx, a
TawkKe OOKYMEHTbl, cogepxaliue pesynbTaTbl MccregoBaHMs OMO3IKBMBANEHTHOCTM W (MnM) TepaneBTUYECKOM
3KBMBANEHTHOCTW JleKapCTBEHHOro npenapaTa Ans MeAULMHCKOro NMPUMEHEHU UNu pesynsTaThl UccneaoBaHns
BG1O3KBMBANEHTHOCTUN NIeKapCTBEHHOrO Npenapara Ans BeTepuHapHOro NpUMEHeHus.

2. YcKkopeHHas npouedypa 3KCnepTusbl feKkapCTBEHHbIX CPeACcTB He MPUMEHSieTCA B OTHOLUEHMU
NMMYHOBMOMOrMYECKNX NeKapCTBEHHbIX MpenapaToB, NpenapaTtoB WHCYNWHA W feKapCTBEHHbIX npenapartos,
BnepBble perncrTpupyemolx B Poccumnckon ®egepaumn.

3. YckopeHHass npouedgypa  9KCMEPTU3bl  JNIEKapCTBEHHbIX CPEeACcTB  MPOBOAMTCA MO pPELUEHMIO
COOTBETCTBYIOLLErO YNOSTHOMOYEHHOrO (hefepanbHOro opraHa UCNOMHUTENbHOW BRacT B CPOK, HE MPEBbILLAOLLIMNA
wectugecatn pabounx gHen. MNMpu aToM aKcnepTn3a AOKYMEHTOB, COAepXKaluxcs B PErMcTpaLmoHHOM AOCbe, Ans
norny4yeHus paspelleHuss Ha MpoBefeHNe KIMHUYECKOro UWCCrnedoBaHusa JeKapCTBEHHOro npenapata  ans
MEAMLMHCKOro NMPUMEHEHMNS U 3TUYECKas IKCnepTM3a NPOBOAATCS B CPOK, He MpeBbIllatoLLmi NaTHaguaTi pabounx
OHEN, 9KcnepTu3a KavecTBa JEeKapCTBEHHOro cpeacTBa M SKCNepTM3a OTHOLUEHWS OXWOAeMOW Monb3bl K
BO3MOXXHOMY PUCKY NPUMEHEHNs NeKapCTBEHHOro npenaparta - B CPOK, He NpeBbllLaloWwuii copoka NATu paboumx
JHen.

4. YckopeHHas npoueaypa aKCcnepTuabl fleKapCTBEHHbIX CPeAcTB NPOBOAUTCH B NOpsAKe, YCTaHOBNEHHOM
ctatbsamn 17 - 20, 23 n 24 Hactosiwero depeparnbHOro 3akoHa, U He O3HA4yaeT CHWXKeHust TpeboBaHuM K
6e3onacHoCcTH, KayecTBy U APPEKTUBHOCTY NEKapCTBEHHbIX NpenapaTos.

CTtaTtbs 27. PelueHne o rocygapCTBEHHOW permcTpaLmMm fiekapCcTBEHHOro npenapaTta




1. B cpok, He npeBbILWALWMIA NATU pabounx OHEN CO AHSI NONYyYEHUsT 3aKIMIOYEHUN KOMUCCUU SKCNEPTOB MO
pesynbTaTaM 3KCMEepTM3bl KadecTBa JIEKapCTBEHHOrO CPEACTBA M IKCMEepPTU3bl OTHOLLEHMS OXWOAaeMOn Nosb3bl K
BO3MOXHOMY  PUCKYy TMNPUMEHEHWs NEKapCTBEHHOro npenaparta, COOTBETCTBYIOLUA  YMOJIHOMOYEHHbIV
hbenepanbHbIN opraH UCMOMHUTENbHOW BNACTu:

1) ocyLlecTBNAET OLEHKY TakuX 3aKNiYeHUn Ans onpefeneHns nx COoTBETCTBUSA 3aaHuI0 Ha npoBeaeHune
YKa3aHHbIX 9KCNepTus;

2) NnpuHMMaeT peLleHne O rocyaapCTBEHHOW perncrpauumn fnekapcTBEHHOro npenapara unu ob oTtkase B
rocyaapCTBEHHOW perncrpaumm nekapcTBEHHOro npenapara;

3) BHOCUT NpU NPUHATUN PEeLLIEeHUs O roOCYAapCTBEHHON perMcTpaLmm nekapCcTBeHHOro npenapaTa AaHHble O
3aperMcTpupoBaHHOM FIEKapCTBEHHOM MpenapaTe, B TOM 4Mcnie O hapMaueBTMYECKON CybCTaHLUMK, BXOASLEN B
COCTaB flekapCTBEHHOro npenapaTa, B roCyAapCTBEHHbIV PEECTp NEKAPCTBEHHbIX CPEACTB U BblAaeT 3asBUTENIO
perucTpauMoHHOE  yOOCTOBEPEHWE  EeKapCTBEHHOro  npenapaTta, ¢Qopma  KOTOpOro  yTBepXxaaetcd
YMNONTHOMOYEHHbIM  befepanbHbiM ~ OPraHoM — UCMOMHMTENbHOW  BNacTW,  COMNMAcoBaHHbIE  HOPMAaTWBHYHO
OOKYMEHTaLMI0, HOPMATMBHBIA OOKYMEHT, UHCTPYKLMIO MO MPUMEHEHUIO NIEKApCTBEHHOro npenapata U MakeThbl
NEpPBUYHON YNaKOBKU M BTOPUYHOW (MOTPEOUTENBCKON) YNaKoBKU C yKa3aHMEM Ha HUX HOMepa perncrpauuoHHOro
YOOCTOBEPEHMS NEKaPCTBEHHOTO npenapara v gaTbl ero rocygapCTBEHHOM perncTpauum unm B cryvyae npuUHATUS
peleHns o6 oTkase B roCygapCTBEHHOW perucrpauum nekapCTBEHHOro npenapaTta yBeAoMIisieT B NMUCbMEHHOWN
dopme 3asaBuTENS 06 9TOM C yKazaHMEM MPUYMH Takoro oTkasa.

2. OcHoBaHMeM [ns OTka3a B roOCyAdapCTBEHHOW peructpauum nekapCTBEHHOro npenapaTta sBnAeTca
peLleHne COOTBETCTBYIOLLEro YMOMHOMOYEHHOro heaepanbHOro opraHa MCMOSHUTENbHOW BNAacTM O TOM, YTO
KayectBO M (Unn) 3PEKTUBHOCTL PErMCTPMPYEMOrO JEKApCTBEHHOrO npenapata He MnoATBEPXAEHbI
NONMyYeHHbIMU OaHHBIMW WM YTO PUCK NMPUYMHEHUSI Bpeda 340POBbI0 YENoBEKa WIU XXMBOTHOrO BCMEACTBUE
npvema NekapCcTBEHHOro nNpenapaTa NpeBbIlaeT 3PPEKTUBHOCTL €0 NPUMEHEHMUSI.

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

3. lMpu rocyoapCTBEHHON perucTpaumm NekapcTBEHHOrO npenapara, BKIHOYEHHOIO B MepeYvYeHb >XM3HEHHO
HeOobX04MMbIX U BaXXHEWLLNX NEKAapCTBEHHbLIX NpenapaToB, He0OXoAUMbIE AaHHblEe 3aHOCATCS B roCyAapCTBEHHbIV
peecTp npenernbHbIX OTMYCKHbIX LIEH NPOU3BOAMTENEN Ha NIeKapCTBEHHbIE Npenapartbl, BKITHOYEHHbIE B YKa3aHHbIN
nepeyeHb.

Cratba 28. PeructpaLuMoHHOe yOOCTOBEPEHME NIEKAPCTBEHHOIO Npenapara

1. PerncrpaumoHHoe ygooCTOBEPEHME JIEKAPCTBEHHOrO npernapaTta C yka3aHWeM J1eKapCTBEHHbIX hopM U
J03MPOBOK BblAaeTcss 0ecCpoyvyHO, 3a UCKIHYEHUEM PErncTpaumMoOHHOrO YAOCTOBEPEHUS NeKapCTBEHHOro
npenapaTa, BblJaBaeMoro CO CPOKOM [JeWCTBUS NATb MeT, Ha BhnepBble perncrpmpyemble B Poccuickon
depepaumm nekapcTBeHHbIE Npenaparhbi.

2. o ncreveHun ykaszaHHOro B Yyactu 1 HacTosLLen cTaTbM Cpoka BblaaeTca 6eccpoyHoe pernctpauuoHHoe
yOOCTOBEPEHME NeKapCTBEHHOro Npenaparta npu yCnosum NoATBEPXKAEHNS ero rocy1apCTBEHHON perncrTpaumm.

Cratbs 29. MoaTteepxaeHMe rocyaapCTBEHHON perMcTpaummn nekapcTBeHHOro npenapaTa

1. MNoaTeBepxaeHve rocydapCTBEHHOW perucTpauMy fekapCTBEHHOro npenaparta OCyLecTBAseTcd npu
Bblgavye OecCpOYHOro perncrpauuoHHOro YOOCTOBEPEHWSI NEKapCTBEHHOro npenaparta B criyyae, yKasaHHOM B
yactu 2 ctatbu 28 HacTosiwero ®efepanbHOro 3akoHa, B CPOK, HE MpeBbIWALWNA AeBAHOCTa paboymx OHEN co
OHS  MOMyYeHUs COOTBETCTBYIOLLUMM YNOMHOMOYEHHbIM defeparnbHblM  OpraHoM  UCMOMHUTENbHON BMAacTy
3asBreHns O NoATBepXOEeHWU rocyQapCTBEHHOW permcrpauumn nekapcTBEHHOro npenaparta, oOpPMAEHHOro B
COOTBETCTBMM C YacTbio 2 ctaTtbk 18 HacToswero ®egepansHOro 3akoHa.

2. lMoaTteepxaeHne rocygapCTBEHHOW perucTpaumy rfekapCTBEHHOro npenapaTta  OCyLWeCTBNAeTcs no
pesynbTaTtamM 3KCNepTM3bl OTHOLLEHUS OXWAAEMOW MOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHWUs NeKapCTBEHHOro
npenapaTta, a Takke 9KCNnepTu3bl KayecTBa IeKapCTBEHHOro cpeacTsa, MNPOBOAMMOM B Criydae BHeECeHus
N3MEHEHWI B HOPMATUBHYH JOKYMEHTALMIO UM HOPMATUBHbBIA LOKYMEHT.

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

3. K 3asBneHvio o noATBEpXKOEHUMU TOCYAApCTBEHHOW perncrTpauum nekapcTBEHHOrO npenapara
npunaralTca  OOKYMEHT, MOATBEpXOaloWwuin  ynnaTy rocygapCTBEHHOM MOWMWHLI 32  MOATBEPXAEHUe
rocy4apCTBEHHOWN permcTpaumny nekapCTBEHHOrO npenapara Anst MeguuuHCKOro NpUMeHeHUs! Uy NekapcTBEHHOTO
npenapaTa 4fs BETEPUHAPHOrO MPUMEHEHUS, OJOKYMEHT, COAEpXallMin pe3ynbTaTbl MOHUTOPMHIa Ge3onacHoCcTu
NnekapCTBEHHOro mnpenapaTta, MPOBOAMMOIO 3asBuTenem, Mo OpMe, YCTaHOBMEHHOW COOTBETCTBYHOLLUM
YMOSITHOMOYEHHbIM ~ dbefepanbHbIM  OpraHoOM  WCMONHUTENbHOW Bnactu. HopmatvMBHas [OKyMeHTauus unm
HOPMaTUBHbIA JOKYMEHT, MPOEKT MHCTPYKUMU MO NPUMEHEHWUI0 NEKapCTBEHHOro npenapaTta, NPOeKTbl MakeToB
NMEepPBUYHON YMaKOBKM M BTOPUYHOW (NOTPebUTENbCKOM) yMakoBKWM MekapCTBEHHOrO MpenapaTa npunaralTcsa K
3asBMEHNI0 O MOATBEPXKAEHUN TOCYOapCTBEHHOW perncTpauum fekapCTBEHHOro npenapata BHOBb TOMNbKO B
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cny4vae, ecnv B HUX BHOCATCS U3MEHEHMS.
(vacTtb 3 B pen. PepgepanbHoro 3akoHa ot 29.11.2010 N 313-03)

4. B TeyeHve pecatn paboumx OHEW CO OHSA MPUHATUS 3asiBfiEHWs O NOATBEPXKOEHUM TOCYAapCTBEHHOWN
perncTpaumm nekapcTBEHHOro npenapata U HeobXOAMMbIX AOKYMEHTOB COOTBETCTBYIOLLMI YNONHOMOYEHHbIN
deaepanbHbI OpraH UCMONHUTENbHON BNacTu:

1) npoBoaMT NPOBEpPKY MNOMHOTbI W [OCTOBEPHOCTU CBeAEHWUN, coAepXalluMxcs B NpeacTaBrieHHbIX
3asiBMTENEM Martepuanax;

2) NpMHMMaEeT peLleHre O npoBeaeHun unm 06 oTkase B NPOBEAEHMM SKCMEPTU3bl OTHOLUEHUS OXUOAEMOW
nonb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS feKapCTBEHHOro mnpenapaTta, a Takke 3SKCnepTusbl KavecTBa
NEeKapCTBEHHOro cpeacTBa, MPOBOAMMON B Cllydae BHECEHWUSI U3MEHEHWUA B HOPMAaTUBHYK LOKYMEHTaUMIO WUin
HOPMAaTUBHbIN JOKYMEHT;

(n. 2 B peq. ®enepanbHoro 3akoHa oT 29.11.2010 N 313-93)

3) yBegomnisieT B NUCbMEHHOW hopMe 3asBUTENSI O MPUHSTOM PEeLUEHUM UMK B Criydae NPUHATUS peLleHnst
00 oTKa3e B NpOBeAEeHMN IKCMEePTU3bl C yKazaHMeM NPUYMH Takoro oTkasa.

5. OcHoBaHMeM [Onisi OTKasa B NPOBEAEHMM 3KCMEPTMU3bl OTHOLLUEHMSI OXMAAEMOW MOSb3bl K BO3MOXHOMY
pUCKY MNPUMEHEHUSI NEKApPCTBEHHOro npenapata U (MnM) SKCcnepTusbl KavecTBa JleKapCTBEHHOrO cpeacTea
SBNAETCHA NpeacTaBreHne JOKYMEHTOB, YKa3aHHbIX B 4acTsx 1 M 3 HacToswen ctaTb, B HEMOMHOM 00bemMe unm
OTCYTCTBME B NPeACTaBMEHHbIX AOKYMEHTaX NCYEPNbIBAKOLLUX CBEAEHUN, KOTOPbIE AOJMKHbI ObiTb OTPaXEHbI B HUX.
(vacTb 5 B peq. PegepanbHoro 3akoHa ot 29.11.2010 N 313-03)

6. OkcrnepTu3a OTHOLWIEHUS OXUOAEMOMW MNOSfb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NEKapCTBEHHOro
npenapata u (Mnun) aKcnepTnsa kadecTBa NIEKApCTBEHHOrO CpeacTBa B LENaAX MNOATBEPXKOAEHUS rocyaapCTBEHHON
perMctpaumMmM JIeKapCTBEHHOrO npenapaTta MPOBOAATCA Ha OCHOBaHMM [OOKYMEHTOB, YKa3aHHbIX B 4actu 3
HacTodlen cTaTbW, B MOpsgKe, YCTAaHOBMEHHOM 4actamu 5 - 8 cratbu 23 u cTaTberd 24 HacCTOSLEro
depnepanbHOro 3akoHa.

(vacTb 6 B pea. PegepanbHoro 3akoHa ot 29.11.2010 N 313-93)

7. B nepuog npoBefeHusi npouenypbl MOATBEPXKOEHWUS TOCYOAPCTBEHHOW perncrpauumn rnekapcTBEHHOro

npenapaTta ero rpaxxgaHckuin obopoT ocyllecTBnaeTcs Ha Tepputopum Poccuinckon degepaumn.

Cratba 30. BHeceHMe W3MEHEHUN B [OOKYMEHTbl, cogepXxalimecd B pPerncTtpaumoHHOM [OCbe Ha
3aperncTpuUpoBaHHbIV NEKAPCTBEHHbIN Npenapat ANsi MEAULMHCKOro NPUMEHEHNsI

1. B uenax BHeCeHUA W3MEHEHWA B [OOKYMEHTbl, cogepXxawmecsa B pPerucTpauuMoHHOM [OCbe Ha
3aperncTpuUpOBaHHbIN NEKAPCTBEHHbLIN NpenapaTt Ans MeaUUMHCKOro NPUMEHEHUs, 3asBUTENb NpeacTaBnseT B
YMOMHOMOYEHHbIW deaeparbHbli opraH UCMOMHUTENbHOW BNacTu 3asiBNieHWe O BHECEHUU TakuMxX U3MEHEHW Mo
opme, yCTaHOBNEHHOW YNONMHOMOYEHHbIM hefepanbHbiM OpraHoOM UCMONHUTENBHOW BRAacTu, U NPUIOXEHHbIE K
HEMY M3MEHEHUs B YyKa3daHHble OOKYMEHTbI, a TakkKe OOKYMEHTbl, MOATBepXaalLlmne HeobXxoanMoCTb BHECEHUSA
Taknx W3MeHeHun. [puHATME pelleHus O BHECEHUN TakuMX M3MEHeHun wunu o6 oTkase B WX BHECEHUU
OCYLLECTBMSIETCSA B CPOK, HE NpeBbILIAOLWMA AeBAHOCTa pabounx OHEN CO AHA MNPUHATUS YNONHOMOYEHHbIM
deaepasribHbIM OpraHoM UCMONHUTENBHON BNAcTK 3asiBIEHNSA O BHECEHUUN TaKUX N3MEHEHUN.

2. B cnyvyae BHECEHUSA MBMEHEHWNI B MHCTPYKLINIO NO NPUMEHEHMIO NIEKAPCTBEHHOIO NpenapaTta B OTHOLLIEHNUN
CcBeAeHW, ykasaHHbIX B nognyHkTax "' - "n", "x" nyHkta 16 yactn 3 ctatbun 18 HacToswero PegepanbHOro 3akoHa,
B COCTaB II€KapCTBEHHOro npenapaTta AnNd MeOULMHCKOro MNpUMEHEHUs, U3MEHEHUsT MecTa NnpPou3BOACTBA
nekapCcTBEHHOro npenapara gnsi MeamLnUHCKOro NpMMeHeHusl, U3SMeHeHUs nokasaTernen KayecTBa fiekapCTBEHHOIoO
npenapaTta Ans MeauLUMHCKOro NPUMEHeHns 1 (UnnM) MeTOO0B KOHTPOIS KayecTBa NlekapCTBEHHOro npenapara ans
MEOMLMHCKOrO MNPUMEHEHUs, M3MEHEHUA Ccpoka rOAHOCTM NeKapCTBEHHOro npenapata Ans MeguLMHCKOro
NPUMEHEHNS NPOBOANTCS 3KCMEepTM3a NEeKapCTBEHHbIX CPEACTB B YacTU SKCMEpPTU3bl KayecTBa JeKapCTBEHHOMO
CpPeAcTBa 1 (Mnn) SKCNePTU3bl OTHOLLIEHMS OXUAAEMOM NOSb3bl K BO3MOXHOMY PUCKY MPUMEHEHMUS NTEKApPCTBEHHOMO
npenapata ans MeOWUMHCKOro npumeHeHusi. B cnydae HeoOXoOUMOCTM BHECEHUSA WMHbIX U3MEHEHUIN B OaHHYHO
WHCTPYKLMIO SKCMEpPTU3a FNeKapCTBEHHONO CpeactBa [Ansi BHECEHMSI TakuX W3MEHEHMA B CBeAEHWUst O
3aperncTpupoBaHHOM fieKapCTBEHHOM MpenapaTte He NPoBOANTCS.

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

3. C 3aaBneHMeM O BHeECEHUU U3MEHEHU B OOKYMEHTbl, coepXallneca B perucTpauMoHHOM O0Cbe Ha
3aperncTpupoBaHHbIA NeKapCTBEHHbIN npenapaT And MeOULMHCKOro NPUMEHeHWs, Hapsay € [OKyMeHTamu,
yKasaHHbiMW B 4YactTu 1 HacTosillenh cTaTbW, MNPeacTaBnaAlTCA [OKYMEHTbl, noaTBepxaatolme ynnaTy
rocyfapCTBEHHOW NOLUMNHBLI 328 BHECEHWE U3MEHEHWI B UHCTPYKLUUIO NO MPUMEHEHMIO NEeKapCTBEHHOro npenapaTta
AN MeONLMHCKOrO NMPUMEHEHMS, rOCY4apCTBEHHOM MOLLUMMHbI 32 BHECEHME U3MEHEHWIA B COCTaB JIEKAPCTBEHHOIO
npenaparta ans MeguuMHCKOrO MPUMEHEHUS.

4. B TeueHue pecatum paboumx OHEW CO OHSA MOCTYMIIEHUS YKa3aHHOro B 4actu 1 HacTosiwen craTbu
3asBMNeHNst 1 HeO6XOAMMBIX JOKYMEHTOB YNMOJTHOMOYEHHbIN heaepanbHbIil OpraH UCMOSTHUTENbHOW BracTu:

1) npoBOOMT NpPOBEPKY MNOMHOTBI W [OCTOBEPHOCTU CBEAEHUA, COAepXallMxcs B NpeacTaBlIEHHbIX
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3aaBuUTENneM maTtepmanax;

2) npyHMMaeT peLleHne O NPOBEedEHMM YKasaHHbIX B YacTM 2 HaACcToslen CTaTbM COOTBETCTBYHOLLMX
3KCNepTM3 NNeKapCTBEHHOrO cpeAcTBa unu ob oTkase B UX NPOBEAEHMUY;

3) yBegomnsieT B NUCbMEHHOW (bopMe 3asBUTENS O NPUHATOM pPeLIeHUU UMK B Criydae NpUHATUSA peLleHnst
06 oTkase B NpoBeeHMN COOTBETCTBYIOLLEN SKCNEPTU3bI C YKa3aHUEM MPUYMH TaKoro oTkasa.

5. OcHoBaHveM s OTkasa B NPOBEAEHUMN YKa3aHHbIX B YacTU 2 HACTOsILLEN CTaTbW IKCNepTU3 sBNSeTCs
npeacTaBrneHMe OOKYMEHTOB, NepeyvucrnieHHblX B Yactax 1 M 3 HacToswen crtatbl, B HEMOMHOM obGbeme mnu
OTCYTCTBME B nNpeAcTaBNeHHbIX [OKYMEHTaxX [JOCTaTOuHbIX CBeAEeHWW, noaTBepXxaawlmx HeobxoommocTb
BHECEHUS U3MEHEHUIA.

6. YKasaHHble B YacTu 2 HacTosILLeN CTaTbM 3KCMEPTU3bl NPOBOAATCA B MOpsSAKe, YCTaHOBNEHHOM cTaTben
23 HacToswwero ®efepanbHOro 3akoHa.

7. B cpok, He npeBbIlaWUiA NATU paboymx AHEN CO OHS MOSyYeHMs 3aKMOHMEHNA KOMUCCUA 3KCMEPTOB MO
pe3ynbTaTaM ykasaHHbIX B 4YacTW 2 HacTosWen cTaTbM 3SKCMEpPTU3, YNONMHOMOYEHHbIN deaepanbHbli opraH
NCNONHUTENBHOW BNacTu:

1) NPUHMMAET peLleHne O BHECEHUM U3MEHEHWUI B JOKYMEHTbI, COAEpXKallMecs B PerMcTpaumoHHOM Aocke
Ha 3aperucTpMpOBaHHbIN NIEKAPCTBEHHBIN Npenapar A4ns MeAMLUMHCKOro NPpUMEHeHns, nnn ob otkasze BO BHECEHMU
TaKuUX U3SMEHEHUN;

2) BHOCUT B rOCYyOapCTBEHHbIN PEECTp JIeKapCTBEHHbIX CPEeACTB Ha OCHOBAHUWM peLIeHUst O BHECEHUMU
N3MEHEHNI B OOKYMEHTbI, coAepXKallnecs B PErmcTpauuoHHOM [A0Cbe Ha 3aperncTpupOBaHHbIA NIEKAPCTBEHHbIN
npenapaT 4ns MeAULUMHCKOro NpUMeHeHns, HeobxoaMMble U3MEHEHUS 1 BO3BPALLAET UX 3adBUTENHO.

8. OcHOBaHMeM NSt OTka3a BO BHECEHUM M3MEHEHUN B OOKYMEHTbI, cogepKalmecsa B perncrpaumoHHOM
JoCbe Ha 3aperMcTpyMpoBaHHbI NEeKapCTBEHHbIM npenapat And MeOULMHCKOrO MPUMEHEHUs, SBNdeTcd
3aKknioyeHe YnornHOMOYEHHOro eaepanbHOro opraHa WCNONHUTENbHOW BRacTM O BO3MOXHOCTUM CHWXKEHUS
6e3onacHocTH, kKavyecTBa, 3PEKTUBHOCTM NIEKAPCTBEHHOIO CPpeacTBa B CIlly4ae BHECEHUSI TAKUX U3MEHEHUN.

9. [HonyckaeTcsl rpaxgaHckuii oDOpOT JEKApPCTBEHHbIX NpenapaToB ANs MEeAWULUMHCKOrO MNPUMEHEHMS,
Npou3BeaeHHbIX 00 MPUHATUSA YNONMHOMOYEHHbIM hefepanbHbIM OpraHoM WUCMOMHUTENBHOM BNACTU peLleHus o
BHECEHUM W3MEHEHUN B [JOKYMEHTbl, CoAepXallMecsa B PEermcTpauuoHHOM [OCbe Ha Takume IeKapCTBEHHbIE
npenapaTbl, Un peleHnst 06 oTkasze BO BHECEHUM YKa3aHHbIX U3MEHEHWI.

Cratba 31. BHeceHMe W3MeHeHM B [OOKYMEHTbl, cogepXalimecsd B pPerncTtpauumoHHOM [OCbe Ha
3aperncTpupoOBaHHbIV NEKAaPCTBEHHbIN Npenapart Afsi BETEPMHAPHOIO NPUMEHEHMS

1. B uenax BHeECEHWs UW3MEHEHUN B [OOKYMEHTbl, coepXaliMecss B permcTpauuoHHOM [JOoCbe Ha
3aperncTpuUpOBaHHbIN NEKAapCTBEHHLINM NpenapaT Afd BETEPUMHAPHOrO MPUMEHEHUs!, 3asBUTENb NPeacTaBnsieT B
YMOMHOMOYEHHbIV dheaeparnbHblid opraH UCMOMHUTENbHOW BNAacTU 3asiBNEeHWe O BHECEHWN TakuxX U3MEHEHWn no
opme, YCTaHOBMEHHOW YNONMHOMOYEHHbIM hefepanbHbiM OpraHoOM UCMONHUTENbHOW BRacTu, U NPUIOXEHHbIE K
HEMY M3MEHEHUS B YKadaHHble OOKYMEHTbI, a TakKe OOKYMEHTbl, MOATBepXaallmne HeobXxoanMoCTb BHECEHUSA
TakMx W3MeHeHun. [puHATME pelleHus O BHECEHWN TakMX M3MEHeHun wunu o6 OoTkase B WX BHECEHUU
OCYLLIECTBMSIETCS B CPOK, HE MNpeBbILIAOWMIA AeBAHOCTA paboumx OHEN CO OHA MPUHATUS YNOJSTHOMOYEHHbIM
denepanbHbIM OpraHoOM UCMOSNTHUTENbHOW BNACTX 3asiBfIEHNUSI O BHECEHUU TaKUX U3MEHEHUN.

2. B cnyyae BHECEHUS] M3MEHEHWM B WMHCTPYKUMIO MO MPUMMEHEHMUIO NeKapCTBEHHOro npenaparta Ans
BETEPUHAPHOIO MPUMEHEHUS B OTHOLWUEHWM CBeOEHUA 00 W3MEHEHMAX [O03UPOBKM, CPOKOB BO3MOXHOMO
NCNONb30BaHUSA MPOAYKUUN >XMBOTHOFO MPOMCXOXOEHUSA Mocrie NpUMEHEHUs NekapCTBEHHOro npenapara ans
BETEPUHAPHOIO MNPUMEHEHNS MPOBOAUTCA 9SKCMepTu3a NeKapCTBEHHOro CcpeacTBa [Ansi  BeTepuMHapHOro
npumeHeHns. B cnyyae Heo6XoOMMOCTU BHECEHMSI WHbIX W3MEHEHWM B [OaHHYI WHCTPYKUMIO 3KCnepTu3a
NEeKapCTBEHHOro cpeacTBa A1 BETEPUHAPHOIO NPUMEHEHNST HE NPOBOAMUTCS.

3. C 3aaBnNeHMeM O BHECEHUN U3MEHEHUA B OOKYMEHTbI, coaepXallnecs B perucTpaumMoHHOM O0Cbe Ha
3apEerncTpUpOBaHHbIN NEKapPCTBEHHbIA MNpenapaT Afs BETEPUHAPHOro NPUMEHEHWs, Hapsdy C LOOKYMEHTaMMu,
YKa3aHHbIMMW B 4Yactu 1 HacTosillen cTaTbW, NPeACTaBNATCA [OOKYMEHTbl, MoATBepXaawwme ynnaTy
rocy4apCTBEHHON NOLUSMHbI 338 BHECEHWE N3MEHEHWI B MHCTPYKLMIO MO MPUMEHEHUIO NIEKapCTBEHHOrO NpenapaTta
AN BETEPUHAPHOIro NPUMEHEHNS.

4. B cpok, He npeBbllakLWLni Aecatn pabounx AHen co AHSA NOCTYMMEHUs] yKa3aHHOro B YacTu 1 HacTosLeN
cTaTbl 3asABMEHUsT N HEOOXOAMMbIX [OOKYMEHTOB, YMOJSIHOMOYEHHbIN defepanbHbii OpraH MCMNONHUTENBHON
BNacTu:

1) NpoBOOMT NPOBEPKY MOMHOTbI M [OCTOBEPHOCTUM CBEAEHWUN, COAEPXALUMXCA B NPeACcTaBIEHHbIX
3aABUTENEM JOKYMEHTAX;

2) NpUHUMMaET pelleHMe O NPOBEOEHUN IKCMEepPTU3bl JTEKAPCTBEHHOIO CpeacTBa AN BETEPUHAPHOro
npuMeHeHns unm ob oTkase B ee NPOBEAEHUN;

3) yBegomnisieT B NUCbMEHHOW hopMe 3asBUTENS O MPUHSATOM PELUEHUM UMK B Criydae NPUHATUS peLleHust
00 oTkase B MPOBEOEHUN IKCMEPTU3bl NIEKAPCTBEHHOIO CPEACTBa AJI BETEPMHAPHOrO MPUMEHEHUS C yKasaHUeMm




MPWYMH TaKoro OTKasa.

5. OcHoBaHveM Onsi oTkasa B MPOBEAEeHUM SKCMepTU3bl NEKapCTBEHHOro CpPeACTBa Afs BeTepUMHapHOro
NpUMEHeHUs sSiBNSIeTCA NpeacTaBneHne JOKYMEHTOB, YKa3aHHbIX B YacTsax 1 1 3 HacTosileln ctaTtbi, B HEMOMHOM
obbeMe wunNM OTCYTCTBME B MNPEACTaBMEHHbIX [AOKYMEHTax [OCTaTOYHbIX CBEAEHUR, noATBepXOaloLmnx
HeobXxoaUMOCTb BHECEHUSI UBMEHEHWIA.

6. OkcnepTur3a NekapCTBEHHOrO cpeacTBa Ansl BETEPUHAPHOrO NPMMEHEHUS B LIENSX BHECEHUSI UBMEHEHN B
OOKYMEHTbI, cofepXalluecs B permMcTpaunoHHOM [0Cbe Ha 3aperMcTpupoBaHHbI ekapCTBEHHbIM Npenapat Ans
BETEPUHAPHOrO MPUMEHEHMUS, OCYLLECTBNAETCA B MNOpPsiAKe, YCTAHOBMNEHHOM cTaTben 24 HacTosLwero
depepanbHOro 3akoHa.

7. OcHoBaHMeM AOfisi O0TKasa BO BHECEHUM U3MEHEHWU B AOKYMEHTbI, CoAepXKalluecsl B permcTpaumoHHOM
0OCbe Ha 3aperucTpupoBaHHbI NEeKapCTBEHHbI npenapat Ofis BeTepPUHapHOro MNPUMEHEHUS, SBMSETCS
3aKrnoYeHre YNornHoMoYeHHoro denepanbHOro opraHa WUCMOMHUTENbHOW BRAcTu O BO3MOXHOCTU CHDKEHUS
GesonacHocTW, kayecTBa, 3P(EKTUBHOCTM FEKApCTBEHHOro npenaparta Ansi BEeTEPUHAPHOro MPMMEHEHUs B
cnyyae BHECEHUSI UBMEHEHUIA B YKa3aHHble JOKYMEHTHI.

8. [onyckaeTcs rpaxgaHckuii 06GOpOT reKapCTBEHHbLIX NpenapatoB AN BeTEPUMHAPHOIO MpUMEHEHUS,
npon3eegeHHbIX OO0 NPUHATUA YNOJTHOMOYEHHbIM cbep,epaanblM opraHomMm MCMNONHUTENbHON Briactu peweHuna o
BHECEHUN W3MEHEHUN B OOKYMEHTbI, copgepxalimeca B pernctpaunMoHHOM [OoCbe Ha 3apeFVICTpI/IpOBaHHbII7I
neKkapCcTBEHHbIN NpenapaT Anst BeTEPUHAPHOIo NpMMeEHEHMs!, unn o6 oTkase BO BHECEHUUN YKa3aHHbIX MU3MEHEHUNA.

Ctatbsa 32. OTMeHa rocygapCTBEHHOW perMcTpaumm nekapcTBEHHOro npenapaTta

PelleHne 06 OTMeHe roCydapCTBEHHOW perucTpaumMu nekapcTBEeHHOro npenaparta W UCKIHYEHNUM
neKkapcTBEHHOro npenapaTa W3 [OCYAapCTBEHHOrO peecTpa JIeKapCTBEHHbIX CPEACTB  MpUHMMAaEeTCs
YMNOMHOMOY€EHHBLIM heaeparbHbIM OPraHoM UCMONHUTENBHOWM BNacTy B criyyae:

1) NpeAcTaBrneHnst COOTBETCTBYHOLLUM YNONIHOMOYEHHbIM dhefiepanbHbIM OpraHoM UCMONHUTENBHOM BRacTy
3aKMioYeHMss O pucke unM o6 yrpose 300POBbI0, KU3HWM 4YeroBeka MMM KUBOTHOTO MNpPU  MPUMEHEHUU
neKkapcTBEHHOro npenapaTa, npesbilaloWnX ero 3@EKTUBHOCTb, MO pesynbTaTtaM OCYLLECTBMSEMOro UM
MOHUTOpUHra 6Ge30nNacHOCTM NekapCTBEHHOro npenapara;

2) nojayn pa3paboTYMKOM NEKAPCTBEHHOIO CpPeACTBa WM YMONHOMOYEHHbIM UM APYTYM OPULUNYECKUM
NMLOM 3asiBIieHMs1 06 OTMeHe rocyaapCTBEHHOM perncTpaLmmn NekapcTBEHHOTO npenapara;

3) HemoaTBepXAEHWS TOCYAapCTBEHHOW pernctpauuu JieKapCTBEHHOro npenaparta Mo MCTeYeHUMM cpoka
[AeNCTBUSI PErMCTPaLMOHHOMO YAOCTOBEPEHNS, BbIAAHHOMO Ha MSATb NET;

4) HenpefcTaBneHus 3asiBUTENeM WHopMaUMK, KoTopass MOXeT MoBreyb 3a coGoii HeobXoauMOoCTb
BHECEHUS] W3MEHEHW B [OOKYMEHTbl, COAepXalluecs B PerucTpauvoHHOM [OCbe Ha 3aperMcTpUpoBaHHbI
nekapcTBEHHbIN NpenaparT, B TeYeHne Tpuauati paboyumnx AHel co OHA HACTYMNNeHUs 3TUX U3MEeHeHWN;

5) ocyllecTBneHnss rocyOapCTBEHHOW peructpauuy NekapcTBEeHHOro npenapata nod  TOProBbIM
HauMeHOBaHWeM 3aperMcTpUPOBaHHOIO paHee Noa 3TUM TOProBbIM HaMMeHOBaHMeM NleKapCTBEHHOro npenapara;

6) OCYLLECTBNEHNA roCydapCTBEHHOW perucTpauuMn 3asBuTeneM OAHOM0 M TOro Xe NeKapCTBEHHOro
npenapara nod pasnnyHbIMU TOProBbIMI HaUMEHOBaHUSIMK;

7) BbIHECEHWSI CYAOM pELUEeHMsI O HapyleHuM npae npaBoobragatens OGBHEeKTOB WHTENNeKTyasbHOM
co6CTBEHHOCTU Npy 06GpalLeHUN NeKapCTBEHHbIX CPeaCTB.

Ctatbs 33. [ocygapCTBEHHLIN PEECTP NEKAPCTBEHHbIX CPEACTB

1. FocyoapCTBEHHbIN peecTp NeKkapCTBEHHbIX CPeACTB COAEPXKMUT MepeyveHb NekapCTBEHHbIX npenapaTos,
npoLleawmnx rocygapCTBEHHYIO pernctpauuto, nepeveHb hapmaueBTudecknx cybctaHuuin, BXOASWMX B COCTaB
nekapCTBEHHbIX NpenapaToB, U CrieayroLLyo MHOpMaLmMio:

1) B OTHOLLIEHUN NeKkapCTBEHHbIX NpenapaTos:

a) HaMMeHOBaHWe NekapCTBEHHOro npenaparta (MexgyHapoaHoe HenaTeHTOBaHHOE WM XMMUYECKoe U
TOproBo€ HauMeHoBaHus);

6) nekapcTBeHHas dopma C yKkasaHWeMm [O3VMPOBKW NEeKapCTBEHHOro npenapata W ero KonuyecTtBa B
noTpebuTenbCKoM ynakoBKe;

B) HanMeHoBaHWe pa3paboTymKa fekapCcTBEHHOro npenapaTa;

r) HaumeHoBaHWe 1 agpec NPOU3BOAUTENS NNEKAPCTBEHHOrO Npenapara;

A) hapmakoTepaneBTMyeckas rpynna fiekapCTBEeHHOro npenapara;

€) NokasaHus 1 NPOTMBOMOKa3aHNs K NPUMEHEHNIO NeKapCTBEHHOMO Npenapara;

X) NoboYHbIE AENCTBUSI NEKAPCTBEHHOIO Npenapara;

3) CPOK FOAHOCTU NeKapCTBEHHOro nNpenapaTa;

1) yCNOBUSI XpaHEeHMs NekapCTBEHHOIO npenapara;

K) yCroBusi OTNyCKa NeKapCTBEHHOrO nNpenapara;
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n) Homep dhapmMaKoMeNHON cTaTbM UIM B Criy4ae ee OTCYTCTBUSA HOMEP HOPMAaTMBHOW OOKYMeHTauum nnbo
HOPMaTUBHOTO AOKYMEHTA;

M) AaTa rocygapCTBEHHOWN pernctpaumm nekapcTBEHHOrO npenaparta u ero perMcTpaumoHHbIA HOMEP;

2) B OTHOLLEHUMN hapMaLEeBTUYECKNX CYBCTaHLINIA:

a) HaMMeHoBaHue hapmaleBTUYECKOW CyDBCTaHLMK (MexayHapoaHoe HenaTeHTOBaAHHOE UMW XMMUYeckoe 1
TOProBOe HaUMeHOBaHUS);

©) HanmeHoBaHWe 1 agpec NpomnssBoauTEeNs hapmaLleBTMYECKON CcybcTaHumy;

B) CPOK rogHOCTU (hapmMaLleBTU4EeCKOM cybcTaHumu;

r) yCrnoBus XpaHeHus hapmaueBTMYecKon cybeTaHumuy;

) Homep hapMakonenHon cTaTbl UMM B CriyYae ee OTCYTCTBUS HOMEpP HOPMaTMBHOW LOKyMeHTauuu nnbo
HOPMaTUBHOIO AOKYMEHTA.

2. ®apmaueBTudeckas cybcTaHuus, Heucnonb3yemasi Mpu MpPOU3BOACTBE JIEKAapCTBEHHbIX MNpenapaTtos,
MOXeT OblTb BKMOYEHA B TOCYAApCTBEHHbIA PEEecTp JIEKApCTBEHHbIX CPEACTB Ha OCHOBaHWW 3asiBNEHUs
paspaboTunka, NPon3BOANTENSA NEKAPCTBEHHOIO cpeacTBa NiMbo yNoSTHOMOYEHHOMO MU KOPUMANYECKOTO fMua npm
YCNOBUN MNPOBEOEHNs B OTHOLWIEHUM TakoW cpapmaueBTUYECKOW CyOCTaHUuM  3KCNepTM3bl  KayecTBa
dapmaLeBTNnYEeCKon cybcTaHLmMn B NOpsSaKe, YCTaHOBNEHHOM cTaTben 34 HacTosiwero degepanbHOro 3akoHa.

3. MNMopsagok BegeHUs rocynapcTBEHHOIO peecTpa NeKapCTBEHHbLIX CPEACTB AN MeOMULMHCKOrO NPUMEHEeHUs
N NopsgoK BeAEeHMs1 TOCYAapCTBEHHOrO peecTpa IeKapCTBEHHbIX CPEeACTB Afs BETEPUMHAPHOTO MPUMEHEHUS
YTBEPXOAKTCS COOTBETCTBYIOLLMM YNONTHOMOYEHHbIM ddeeparnibHbiM OPraHoOM UCMOTHUTENBHOW BRacTy.

CraTtba 34. 3kcnepTusa kadecTBa papMaLeBTMYECKON CybCTaHuuW, HEeUCnonb3yemMown Mpu Npou3BOACTBE
nekapcTBeHHbIX NpenapaToB

1. Ans BKNtoYeHua dapMaLeBTUYECKON CyOCTaHUUM, HEUCNONb3YEMOW NPW MPOU3BOACTBE FIEKAPCTBEHHbIX
npenapaToB, B rOCyAapCTBEHHbIV PeecTp NeKkapcTBEHHbIX CPeACTB, MPOBOAUTCS SKCNepTn3a ee KavyecTBa.

2. JkcnepTv3a KayecTBa yKasaHHOMW B 4YacTM 1 HacToswew cratby hapmaueBTUYECKOW cybcTaHumu,
COCTaBIIEHME KOMWUCCMEN JKCMEPTOB 3aKMOYEHWA MO pes3ynbTaTaM TaKOW SKCMEepPTU3bl M UX HarnpasBlieHne B
YNOSIHOMOYEHHbIN hbedeparbHbI OpraH UCMOSTHUTENBHOW BNAcTU OCYLLECTBIISAKOTCA B CPOK, HE MpeBbIaoLWmnm
wectugecatn paboumx OHEW CO [OHA TMOMYyYEeHUs IKCMEPTHbIM YYPEeXAeHWeM COOTBETCTBYIOLLEro 3adaHus
YMONMHOMOYEHHOro defepansHOro opraHa UCMOMHUTENbHOW BracTV U AOKYMEHTOB, YKasaHHbIX B MyHKTax 4 - 7
yacTtu 3 ctaTtbu 18 HacToswero PegepanbHOro 3akoHa.

3. [Ana npoBefeHust aKCnepTu3bl KadecTBa yKkaszaHHOW B 4acTu 1 HacTodwen cTaTbu dhapMaueBTU4ECKOWN
cybcTaHuuK 3asiBUTENb NpeacTaBnsieT B YNONHOMOYEHHbIW doeaeparnbHbiid opraH UCNOMHUTENbHOW BNacTu:

1) 3asBneHve O BKIOYEHMM B [OCYAAPCTBEHHbIA peEeCcTp NeKapCTBEHHbIX CpeacTB  [aHHON
dapmaLeBTnYeckon cybcTaHumu;

2) OOKYMeHT, NOATBEpXAalLWUNn ynnaty rocyfapCTBEHHOM MOLUMUHLI 3a BKIKOYEHUE apmMaLeBTUYECKOM
cybcTaHuuKn, Heucnonb3yemon npu MNpouM3BOACTBE NEKapCTBEHHbIX MpenapaTtoB, B rOCy4apCTBEHHbIA peecTp
neKapcTBEHHbIX CPeacTs;

3) OOKYMEHTbI, yKa3aHHble B NMyHKTax 4 - 7 yactu 3 ctatby 18 HacTosiwero degepanbHOro 3akoHa.

4. B TedeHue nNsATU paboumx OHEW CO OHA MPUHATUSA 3asBMEHUS O BKITHOYEHUW YKa3aHHOM B 4vactu 1
HacTosiLen ctaTbM papmaueBTUYECKOM CybCTaHUMM B rOCYLapCTBEHHbIA PEEecTp JIeKapCTBEHHbIX CPeAcTB U
OOKYMEHTOB, NepeydncrieHHbIX B YacTn 1 U NyHKTe 2 yacTu 3 HacTosALWen cTaTby, YNONHOMOYEHHbIW beaepanbHbli
opraH UCMONHUTENbLHOW BNacTu:

1) npoBOAMT NPOBEPKY NOMHOThI AaHHbIX, COAEPXKALLUXCHA B NpeAcTaBfeHHbIX 3asBUTENEM AOKYMEHTAaX;

2) NpyHUMAaET peLLeHne O HanpaBfeHUM B 3KCMEPTHOE yupexaeHue 3adaHus Ha NnpoBedeHue aKcnepTusbl
KayecTBa yka3aHHOW B 4yacTu 1 HacTosiwen crtatbu papmaueBTU4ecKkon cybcTaHuum mnm o6 OTKase B TaKkoM
HanpaBneHuu;

3) yBegoMnseT B NMCbMEHHON (hopMe 3asdBUTENS O NPUHATOM pPEeLleHUM UMK B Cryvae oTKasa C ykasaHueM
MPUYUH TaKOro oTKasa.

5. OcHoBaHvMeM [And oOTkasa B HanpasfeHUU B SKCMEPTHOEe ydpexaeHwe 3ajaHus Ha npoBefeHue
3KCNepTM3bl KayecTBa YyKasaHHOMW B 4acTu 1 HacTodwen ctaTbM hapMaueBTMYecKoW cybcTaHuuu siBnsAeTcs
HenpeacTaBneHne JOKYMEHTOB, MEPEYNCIIEHHbIX B YacTU 2 1 NyHKTe 2 4acTu 3 HacTosILLEeN CTaTbMy.

6. B TeueHne nsaTHaguaTn paboymx OHEW CO OHS MOMyYeHUs PELUEHUs YNOJSIHOMOYEHHOro dedeparnbHOro
opraHa UCNOMHUTENBLHOW BriacTX O HanpaBfeHUW B 3KCNepTHOe yypexaeHne 3afaHns Ha npoBefeHne aKkcnepTusbl
KadecTBa yKasaHHOM B YacTu 1 HacTosiLen cTaTbu hapMaueBTU4EeCKon cybcTaHUMM 3asiBUTENb NPeACTaBnseT B
JKCNepTHOE YyYpexXaeHne ONnd MNpoBeAeHUs OaHHOW 3JKcnepTm3bl obpasubl dapmaueBTMyeckon cybcTaHumn B
KonunyecTee, HeOOXOOMMOM [ONsi BOCMPOM3BEAEHUS METOAOB KOHTPONS KayecTBa. OKCMEpPTHOE ydpexaeHue npu
nony4eHMn ob6pas3uyoB yKasaHHOM B 4YacTu 1 HacTosiwen crtaTbM papmaueBTUYECKOM cyOcTaHuuM Bblgaet
3aABUTENO OOKYMEHT, NOATBEPKAANOLMIA NOMy4YeHne 3Tux o6pasuyoB, U B CPOK, HE NpeBbIaoLWmMi Tpex paboumnx
OHeNn, yBedomnsieT B MUCbMEHHOW ¢opme 06 3TOM YMOMHOMOYEHHbIN hedepanbHbii opraH WCMONHUTENbHON
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BMacTu. ATU CPOKM He BKIOYAKTCA B CPOK NPOBEAEHNSI JaHHOW 3KCNepTuU3bl.

7. JOKyMEHTbI, NOCTYNMBLUME B IKCMIEPTHOE yYpexaeHne Ans npoBeAeHUs aKCNepTusbl kayecTBa ykasaHHON
B YacTu 1 HacTosiwen craTbM papMaueBTUYECKOW cyOCcTaHUuuMM, nognexaTr BO3BpaTy B YMNOJIHOMOYEHHbIN
deneparnbHbii opraH UCMNONHUTENBHOM BNAacT OAHOBPEMEHHO C 3aKMOYEeHUAMU MO pesynbTataMm NpoBeAeHHON
3KCNEepPTU3bI.

8. B cpok, He npeBblwaoWwmnn NaTn paboumx AHEN CO AHSA NOMyYEHUS 3aKMOYEeHNS KOMUCCUM SKCNEPTOB MO
pe3ynbTaTtaM 3KCNepTM3bl KayecTBa yka3aHHOW B 4acTu 1 HacToswen ctatbu hapmaleBTMYECKOM cybcTaHumu,
YMOMHOMOYEHHbIV dheaeparnbHbii OpraH UCMONHUTENBHON BNACcTH:

1) ocyLlecTBRsIEeT OLLEHKY Takoro 3akniyeHus Ons onpeaeneHns ero COOTBETCTBMSA 3a4aHno Ha NpoBeaeHne
OaHHOW 3KCMepTu3bI;

2) NpUHUMAET peLleHMe O BKMYEHMM YyKasaHHOW B 4YacTu 1 HacTosWwen cTaTbu apmMaueBTUYEeCKOMn
cybcTaHuuM B rocygapCTBEHHBIN peecTp NEKAapCTBEHHbBIX CPEeACTB UMW peLleHne 06 oTkase B TakOM BKITIOYEHUM;

3) BHOCUT nNpW MPUHATMM pPELIEHUss O BKITIOYEHUM YyKa3aHHOW B YacTu 1 HacToswewn cTaTbu
dapmaneBTMyeckon cybcTaHUMM B TrOCYAapCTBEHHbLIN PEECTpP JIEKapCTBEHHbIX CPEACTB NPedyCMOTPEHHYHO
nyHkToM 2 4actu 1 ctatbn 33 HacToswero PepepanbHOro 3akoHa MHdopMauulo M yBedoMnseT o0 3Tom B
NMMCbMEHHON hopMme 3aaBUTENNS.

Cratbsa 35. NoBTOpHOE NpeacTaBMneHWe NeKapCTBEHHOro npenaparta, He NPOLLEALlero rocyaapCTBeHHOW
perncTpaummn nekapcTBeHHbIX Npenaparos, Ha roCyAapCTBEHHYI0 PErMCcTPaLMIO NeKapCTBEHHbIX NpenapaTos

lMoBTOpHOE MpeacTaBneHne B COOTBETCTBYIOLWNA YNOMHOMOYEHHbIN beaepanbHbl opraH UCNOSIHUTENBHON
BNacTu NekapCTBEHHOro npenapara, He NpoLueLlero rocyaapcTBeHHOW perncTpaLumm nekapcTBeHHbIX NpenapaTos
UNU NONyYMBLLEro OTKa3 B YKa3aHHOW perucrtpauvMmM v BrnocneacTBUM NOABEPrLIerocss U3MEHEHUI0 B 4YacTu ero
coCTaBa, paccMaTpuBaEeTCs Kak npeacTaBfieHne HOBOro NeKkapCTBEHHOro npernapaTta Ha ero rocygapcTBEHHYHO
perncTpaumio He3aBUCUMO OT COXPaHEeHUs ero NepBMYHOIrO HaMMEHOBaHUS.

Cratba 36. ObGxamnoBaHue pelweHus o6 oTkase B Bblgaye paspelleHns Ha npoBedeHMe KITUMHUYECKMX
nccnedoBaHWn  NIeKapCTBEHHOrO rpenapata Wnu pelleHnss o6 oTka3e B roCydapCTBEHHOW perncrpauum
nekapcTBEHHOro npenapata

PelueHne coOTBETCTBYIOLLETO YNOMHOMOYEHHOro oefeparnbHOro opraHa UCNONTHUTENbHOM BriacTh 00 oTkase
B BblJaye pa3peLleHnst Ha NpoBeAeHne KITMHUYECKMX NCCIEeLOBaHNM NEKapCTBEHHOMO Npenapara unm pelueHune ob
OoTKase B rocyapCTBEHHOM peructpauuu rnekapCTBEHHOro npenapata MoxeT OblTb ob6xanoBaHO B Nopsake,
yCTaHOBMNEHHOM 3aKoHoAaTenbcTBOM Poccuiickon deaepavmu.

Cratbs 37. MH(*)OpMaLI,I/IFl, CBdA3aHHad C ocyuiecTBlieHnemM rocyp,apCTBeHHoﬁ perncrTpauun nekapCTtBeHHbIX
npenaparos, I/IHd)OpMaLI,MFl O 3aperncTpmupoBaHHbIX NMEKApPCTBEHHbIX Mpenapatax U NekapCTBEHHbIX MNnpenapartax,
MCKITIYEHHbIX N3 rocyaapCTBEHHOro peecTtpa JieKkapCTBeHHbIX CpeacTB

1. COOTBETCTBYIOLMIA YNOSIHOMOYEHHbIW (hedepanbHbIi OpraH MCMNOSIHUTENbHOM BNacTu pasmellaeT Ha
cBOEeM ouumanbHOM canTte B ceTu "MIHTepHeT" MHdopMaLnio, CBA3aHHY C OCYLLECTBIIEHNEM rocy4apCTBEHHOM
perucTpaumMm IneKkapCTBEHHbIX NpenapaTtoB, B TOM 4WCie NPOBEAEHMEM 3KCMEepTU3bl JIEKAPCTBEHHBIX CPeacTs,
NMHGOPMALIMIO O 3apPerMcCTPUPOBaHHBIX JIEKAPCTBEHHbIX NpenapaTtax U NieKapCTBEHHbIX NpenapaTtax, UCKMHYEHHbIX
N3 rocygapCTBEHHOrO peecTpa fekapCTBEHHbIX CPeACTB, He NnosgHee 4Yem 4yepes NATb paboymx OHEn Co AHS
nony4eHns COOTBETCTBYIOLLMM YNONTHOMOYEHHBIM dheaepanbHbiM OpraHoOM UCMOMHUTENBHOW BRacTy 3asaBreHus O
rocy4apCTBEHHON perncTpaunm nekapcTBeHHOro npenapara.

2. Cpoku 1 nopsagok pasMelleHns ykasaHHOW B YacTu 1 HacTosiwen ctaTbM MHOPMaLun ycTaHaBmMBaoTCs
YMOMHOMOYEHHbIM heaepanbHbIM OpraHOM UCMOMHUTENBHON BNACTW.

Mnaea 7. KNMMHUWYECKUE UCCNEOQOBAHUA NEKAPCTBEHHbIX
NPENAPATOB AnA MEOAULUMHCKOIO NPMMEHEHUA, 0OTOBOP
Ob UX NMPOBEAOEHUW, NMPABA NALUUEHTOB, YYACTBYIOLLNX
B 3TUX UCCNEAOBAHUAX

Cratbsa 38. KnuHnyeckne nccnegoBaHus JIeKapCTBEHHbIX NMpenapaTtoB And MeauumnHCKOro npuMmeHeHna

1. KnuHunyeckue nccnenoBaHMA NekapCTBeHHbIX npenapatoB And MeanunHCKOro npuMmeHeHud, B ToM 4ucne
MexXxayHapodHble MHOMoUeHTpPOBble, MHOIOLEHTPOBbIE, NOCTPErncTpauoHHbIe, NPpOBOOATCA AnA FOCyﬂ,apCTBeHHOVI
permcrTpaunmn nekapcrtBeHHbIX npenapatoB U MHOrNo npegHasHayYeHua B OOHOWN UMM HECKOSbKUX MeaNLMHCKNX
opraHu3aumax B COOTBETCTBMM C npaBuiamMmu KITMHU4YEeCKoMn NPakKTuKkn, YyTeBepXaeHHbIMU YNOJIHOMOYEHHbLIM
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deneparnbHbIM OPraHOM UCMOMHUTENBHOW BNacTh, COOTBETCTBEHHO B CMEAYIOLNX LensiX:

1) ycTaHoBneHuMe 6e30MacHOCTM IeKapCTBEHHbIX MpenapaTtoB AS19 340POBbIX A0OpPOBOMbULEB U (UNK)
NepeHoCMOCTM KX 300poBbiMM  JOOpPOBOMbLAMM, 33 MWCKITHOYEHMEM TaKMX WCCreOOBaHWA JeKapCTBEHHbIX
npenapaToB, Npou3BeAeHHbIX 3a npegenamun Poccuiickon depepaunu;

2) nonGop onTuMMarnbHbIX AO3MPOBOK NEKapCTBEHHOro npenapata U Kypca fedeHus Ans nauueHToB C
onpefeneHHoiM  3aboneBaHueM, ONTUManbHbIX [A03 WM CXEM  BakUuMHaAUUM  UMMYHOOMOMNOrMyeckumm
nekapcTBEHHbIMW NpenapaTamun 340poBbIX 40OPOBONLLEB;

3) ycTtaHoBneHue 6Ge30nacHOCTU NekapCTBEHHOro npenapata M ero adEKTMBHOCTU ANS NaUMEHTOB C
onpefeneHHoiM 3aboneBaHneM, npodunakTmyeckon 3PHEKTUBHOCTU MMMYHOBMONMOrMYECKMUX FeKapCTBEHHbIX
npenapaToB A1 340POBbIX JOOPOBOSBLEB;

4) n3y4yeHne BO3MOXHOCTW PaCLUMPEHMS MOKAa3aHMN ANs MEAWULMHCKOrO MPUMEHEHUS U BbISIBNEHUSA paHee
HEM3BECTHbIX MOOOYHbBIX AEACTBUI 3aperMcTPUpPOBaHHbIX NIEKAPCTBEHHbIX NPenapaTos.

2. B OTHOWEHUN BOCMPOU3BEAEHHbIX TEKAPCTBEHHbLIX MpenapaTtoB Ans MeOUUMHCKOrO MpUMEHEHMs
NPOBOAATCA WCCneoBaHUs OWMO3KBMBANEHTHOCTM M (MNW) TepaneBTUYECKOW 9SKBMBAINEHTHOCTU B MOpPSIAKe,
YCTaHOBMEHHOM YNOMHOMOYEHHbIM dhedeparnbHbIM OPraHOM UCMOSNTHUTENbLHOW BNACTY.

3. OpraHusaumo NpoBEAEHNSA KITMHUYECKUX NCCMEAOBaHUA NeKapCTBEHHOrO npenapara aAnsg MeauuuHCKoro
NpUMeEHeHNs BrpaBe OCyLLEeCTBNATh:

1) pa3paboTumk NekapcTBEHHOro npenapaTa unu ynosiHoMOYeHHOEe M NnLLO;

2) obpasoBaTtenbHble yuYpexaeHus BbiCLLIEro npodeccnoHaneHoro obpasoBanuns u (Mnu) obpasoBartenbHble
yypexageHus JoNONHUTENbHOro npodeccnoHansHoro 06pasoBaHms;

3) Hay4yHOo-MUccrnegoBaTeNbCKNE OpraHn3aunn.

4. KnuHu4yeckune nccnefoBaHnsi NekapCTBEHHbIX NPenapaToB AN MeANULMHCKOro NPYMEHEHNst NPOBOAATCS B
nopsiake, yctaHoBneHHOM ctatbsamm 20 - 22 HacTosiwero ®egepanbHOro 3akoHa, Ha OCHOBaHUM paspeLleHnst Ha
NPOBEAEHUE  KIMMHWMYECKOTO WUCCREOOoBaHUsl  JIEKApPCTBEHHOro npenaparta, BblAAaHHOMO  YNOIHOMOYEHHbLIM
deneparnbHbIM OpraHoM UCMOMHUTENBHOW BNAacTW, B COOTBETCTBUM C LiENsiMK, yKa3aHHbIMKU B 4acTu 1 HacTosALEN
cTaTbU. YNONMHOMOYEHHbIV dhedepanbHbIi OpraH UCMONHUTENBHON BracTu BeOEeT PeecTp BblAaHHbIX paspeLleHui
Ha npoBeJeHne KNMHUYECKNX UCCIeA0BaHUIN NekapCTBEHHbIX NpenapaToB, COAeKalLMN yKasdaHne Ha UX Lenb unm
uenu, B yCTaHOBNIEHHOM 3TUM OpraHoM Mopsake.

5. B cnyyae ocyLLeCcTBNEHUS rocyaAapCTBEHHOW perucTpaunm nekapcTBEHHOro npenapara rocygapCcTBeHHas
nownnHa 3a NpoBeAeHUe 3KCMepTU3bl JOKYMEHTOB AMNs MOMyYeHUs paspelleHun Ha MpoBeAeHWe KITMHUYECKMX
NccregoBaHUM NIEKapCTBEHHOro npenaparta Ans MeOMUUHCKOTO MPUMMEHEHMST U 3TUYEeCKOW 3KCMepTusbl Npu
obpalleHnn 3a rocygapCTBEHHOW pervctpaumelnt NekapCcTBEHHOro npenapata B COOTBETCTBMM C UMb WK
uensamu, ykasaHHbIMU B 4acTu 1 HacTosILLen cTaTby, ynrnadnBaeTcs OOHOKPaTHO.

6. K opraHusaumu npoBeaeHust KNMHUYECKUX UCCNefoBaHWI NeKapcTBEHHOro npenaparta Ans MeauLmnHCcKoro
npuMeHeHus pa3paboTuMKOM NeKapCTBEHHOro npernapaTta MOryT MpuBnekatbcs topuanyeckue nuua nobown
OpraHu3aLmnoHHO-NPaBoBOM (OpMbI NPK YCNoBUK obecrnedeHns COOTBETCTBUSA 3TUX MCcneaoBaHUn TpeboBaHuAM
HacTosiero ®eaepansHOro 3akoHa.

7. KnuHnyeckue uccneoBaHus nekapcTBEHHbIX NpenapaToB Ang MeguLMHCKOro NpYMEHEHUS NPOBOASATCH B
MEOMUMHCKUX OpraHm3aumsax, akKpeOMTOBaHHbLIX YMOMHOMOYEHHbIM defepanbHbiM OpraHoOM WUCMOMHUTENBbHOW
BnacTu B nopsiake, yctaHoBreHHoM [MpaButenbctBomM Poccuiickon egepauumn.

8. TllepeyeHb MeOWMUMHCKMX OpraHusauui, UMEeKLMX MpaBO MNPOBOAUTL KIIMHWYECKME MWCCredoBaHuMs
neKapCTBEHHbIX NMpenapaToB 4S9 MEAULMHCKOrO NPMMEHEHUS, Y PEECTP BblAAHHbLIX paspeLleHnii Ha npoBeaeHne
KMMHUYECKUX UCCNEeL0BaHMN NEeKapCTBEHHbIX NpenapaToB OnyGIMKOBLIBAOTCS U pa3MeLLanTcs YNoNHOMOYEHHbBIM
deneparnbHbiM OpraHoM MUCMOMHUTENbHOM BracTy B YCTAHOBIEHHOM UM Nopsiake Ha cBoeM odhuLlmnansHOM cante B
cetn "NHTepHeT".

Ctatba 39. MexayHapoaHOe MHOroLEeHTPOBOE KIIMHUYECKOE UccrnefoBaHMe IeKapCTBEHHOro npenapara
ona MeguumHCKOro rnpuMeHeHuna unnm noctperncrtpauymMoHHOe KIMMHUYeCKoe WuccregoBaHue IeKapCTBEeHHOro
npenaparta gna MmeanumHCKoro npumeHeHna

1. MexayHapoOHOe MHOIOLEHTPOBOE KIIMHWYECKOe UCclieoBaHne reKkapCTBEHHOro npenapata Aans
MeAULIMHCKOrOo MpuMeHeHust Ha Tepputopumn Poccuiickoit ®egepaummn Unm nocTperucTpauroHHoe KrMHUYeckoe
nccnefoBaHWe feKapCTBEHHOro npenapata [Ons MeOUUMHCKOTO TMPUMEHEHWUS MNPOBOAWTCS Ha OCHOBaHWUM
paspelleHnsl Ha npoBedeHVe KIMHUYECKOTO WCCNedoBaHUs NeKapCTBEHHOro Mpenapara, BblAaHHOIo
YMNONMHOMOYEHHbIM (hbeieparnbHbiM OpraHoOM MCMOSHUTENBHOM BMAcTM MO pe3ynbTaTam 3KCNepTusbl JOKYMEHTOB,
HEeoBXoaUMbIX ONA MOMydYeHUs paspelleHuss Ha MPoBedeHUe MeXOyHapOoO4HOro MHOMOLEHTPOBOro KIMHUYECKOro
UCCNefoBaHNsl  NeKapCTBEHHOro npenapaTta WAM  MOCTPErMcTpaumMoHHOTO  KMUMHUYECKOro  UCCReaoBaHus
neKkapcTBEHHOro npenapara, U 9TUYEeCKON SKCNepTUsLI.

2. Ona nonyyeHus paspelleHuss Ha MpoBeAeHMEe MEeXAyHapOAHOro MHOMOLEHTPOBOrO  KMUHUYECKOro
NCCrneaoBaHMs MeKapCTBEHHOro npenapata Ans  MeOWLUUHCKOTO MPUMEHEHUS WM MOCTPErMcTpaLMoHHOro
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KMMHUYECKOr0 UCCNefoBaHUsA NeKkapCTBEHHOMO npenapara Afs MeAUUMHCKOrO NMPUMEHEHUSt B YMOJTHOMOYEHHbIN
tbeaeparnbHbI OpraH UCMOMNHUTESNbHON BNacTW 3asBUTENb NPeaCcTaBnseT:

1) 3asBneHne O Bblgave paspelleHUss Ha MpoBefeHNe MeXOyHapoAHOro MHOTOLEHTPOBOMO KITMHUYECKOrO
nuccneaoBaHUsa feKkapcTBEHHOro npenapata Ang MeOUUMHCKOrO MPUMEHEHUS UMM MNOCTPErncTpaumoHHOro
KNMHUYECKOro NCCrneaoBaHUA NekapcTBEHHOro npenapara Ans MeauUMHCKOro NpUMeHeHNs;

2) [OKYMEHT, MOATBepXOawlnin ynnaty rocyaapCTBEHHOM MOWNWHBI 3a Bbldayy paspelleHns Ha
npoBefeHne MexayHapooHOro MHOrOLLEHTPOBOrO KMMHUYECKOrO MCCneaoBaHWUst NekapCTBEHHOro npenapara Ans
MELMLMHCKOrO MPUMEHEHMS WM TFOCYNApPCTBEHHOMW MOLWUMMHBLI 3@ BblAayy paspelleHuss Ha npoBefeHue
NOCTPErnCTPaLUMOHHOIO  KIMHWYECKOrO0  UCCNeaoBaHWUs  NEKapCTBEHHOro npenapata And  MeguuMHCKOro
NPUMEHEHWS;

3) OoT4eT O OOKNMHMYECKMX WCCMEeLOBaHUSAX NEKapCTBEHHOro CpeAcTBa M OTYET O NPOBEAEHHbLIX paHee
KMMHUYECKUX NCCIeJoBaHUSAX NekapCTBEHHOMO nNpenapaTta Anst MeAULUMHCKOro MPUMEHEHUs (Mpy Hanuyunm);

4) nNpoeKT MpoTOoKoMa KIMHWUYECKOTO WCCNeoBaHUS IEKapCTBEHHOro npenapara Ans MeAWLMHCKOro
NPUMEHEHWS;

5) Opowtopy uccrnegoBarens;

6) MHOPMALMOHHBIN NNCTOK MauMEHTa, YY4acTBYHOLLEro B KITMHUYECKUX UCCNEOOBaHMAX NEKapCTBEHHOro
npenapaTta a4ns MeguuMHCKOro NpMMeEHEHUs;

7) cBegeHna o6 onbiTe paboTbl MccrnegoBaTernen no COOTBETCTBYIOLMM CNeunanbHOCTSM U UX OnbiTe
paboTbl N0 NPOBEAEHUIO KIMHUYECKUX UCCNEeSoBaHWM;

7.1) cBegeHUs O MEOULUHCKMX OpraHu3auusax, B KOTOpbIX npegnonaraetca npoBeAeHMEe KIMHUYECKOro
NUccnenoBaHUsa JEeKapCTBEHHOro npenapaTta Ans MeAWMUMHCKOro MNpuMMeHeHus (MOMMHOE U COKpalleHHoe
HavMeHOBaHWsi, OpraHN3aLnoOHHO-NPaBoBas opMa, MECTO HAXOXOEHMSA M MECTO OCYLLECTBIEHNSA OeATENBHOCTY,
TenedoH, Tenedakc, agpec ANEeKTPOHHON NOYTbl MEOULNHCKOW opraHu3auunm);

(n. 7.1 B pen. ®enepansHoro 3akoHa ot 29.11.2010 N 313-93)

7.2) npeanonaraeMble CPOKU MPOBEAEHMS KIMMHUYECKOrO UCCNELOBaHMS NEKAPCTBEHHOro npenapara ans
MEeAMULMHCKOTO NPUMEHEHUS;

(n. 7.2 BBegeH dPepgepanbHbimM 3akoHoM oT 11.10.2010 N 271-$3)

8) konuio goroeBopa 065A3aTenbHOr0 CTPaxoBaHWs, 3aKKOYEHHONO B COOTBETCTBMM C TUMOBBLIMWU NpaBuniaMm
065A3aTenbHOro CTpaxoBaHusd, C ykasaHveM npeaenbHON YMCIEHHOCTU NauneHTOoB, YYaCcTBYIOWNX B KITMHUYECKOM
nccrnegoBaHUM NeKkapCTBEHHOMO Npenapara Ans MeguumnHCKOro NPUMEHEHUS;

(n. 8 B peq. ®enepanbHoro 3akoHa oT 29.11.2010 N 313-93)

9) mHdopMaumMio O cocTaBe IeKapCTBEHHOro npenapata Afs NofydeHus paspelleHns Ha npoBedeHue
MEeXAYHapOAHOro MHOrOLLEHTPOBOrO KIMHUYECKOro UCcrefoBaHns NekapcTBEHHOrO npenapara aAngd MeauLMHCKOro
NpUMEHeHUS;

10) OOKYMEHT, COCTaBMeHHbIN NPOU3BOAMTENEM NEeKapCTBEHHOro MnpenapaTta 1M coepXxallui nokasatenu
(XxapakTepucTukn) nekapcTBEHHOro NpenapaTa, NpoM3BeAeHHOro Ang nNpoBeAeHNst KINMHUYECKUX UCCIEeLOBaHNUN.
(n. 10 B pea. ®enepanbHoro 3akoHa oT 29.11.2010 N 313-93)

3. B cpok, He npeBblwaowWmi NaTM paboumx AHEen CO AHA NPUHATUS yKaszaHHOro B nyHkTe 1 yactu 2
HacTosiLLen CcTaTbM 3asBreHns W HeobXxoAWMbIX [OOKYMEHTOB, YMOJSIHOMOYEHHbIN doedeparnbHbI - opraH
WCMNOMHUTENBHOW BNacTu:

1) npoBOAUT NPOBEPKY MOMHOTbI M [OCTOBEPHOCTM CBEAEHWUNA, COAEPXKAalUMXCHA B NPeACTaBIEHHbIX
3agBUTENEM OOKYMEHTAX;

2) NpUMHUMaeT peleHne O MNPOBEAEHMM ISKCMEepTM3bl [OKYMEHTOB AN MOMyyYeHWs paspelleHust Ha
npoBefeHne MexayHapooHOro MHOrOLEHTPOBOrO KMMHUYECKOro MCCNeaoBaHUsA NeKapCTBEHHOro npenapara ans
MEOMLMHCKOTO MPUMEHEHMS WU MOCTPErMCTPaLMOHHOIO  KIMMHUYECKOr0  UCCNeaoBaHMA  NeKapCTBEHHOrO
npenapata Ans MeguuMHCKOro NPMMEHEHMST U 3TUYECKOM 3KkenepTuabl Nnbo o6 oTka3e B NPOBEAEHMM YKa3aHHbIX
3KCnepTus;

3) yBegomnsieT B NUCbMEHHOW hopMe 3aaBUTENS O MPUHATOM PELUEHMM UMK B Criydae NPUHATUSA peLleHust
00 oTKase ¢ ykazaHMeM NMpUYMH Takoro oTkasa.

4. OcHoBaHMeM [Ons OTKasa B MPOBEOEHWM 3KCMepTU3bl LOKYMEHTOB 7S MOMyYEeHUsl pas3peLleHnst Ha
NpoBeAeHNE MeXOyHapOAHOr0 MHOFOLIEHTPOBOIO KMMHUYECKOrO MCCefoBaHWsi NEKAPCTBEHHOro npenaparta ans
MEOMLMHCKOTO MPUMEHEHUS WM MOCTPErNCTPALNOHHOIO  KIMHMYECKOTO UCCNEeLOBaHUSA  NEeKapCTBEHHOMO
npenapaTta Ans MeOWLMHCKOrO NMPUMEHEHUS U 3TMYECKOW 3KCNepTu3bl ABMSETCS NpeacTaBreHne OOKYMEHTOB,
NpPeayCcMOTPEHHbIX YacTblo 2 HacTosAWEen cTaTbW, B HEMONHOM oObeme nMbo OTCYTCTBME B NpPeACTaBfIEHHbIX
OOKYMEHTax McYepnbIBaloLero nepevHsl HeoOXOAMMBIX CBeOEHWI UM UHOopMaunUK, KOTOpble AOMKHbI ObiTb
OTpaXKeHbl B HUX.

5. MNMpoBepeHne akcnepTU3bl AOKYMEHTOB Afsl MOJNTyYEHUS pas3pelleHnst Ha NPOBeLEeHME MEXAyHapOOHOro
MHOTOLIEHTPOBOIO KITMHNUYECKOrO UCCNeaoBaHMs NEKAapCTBEHHOrO nNpenapaTta gnsi MeEOULWHCKOTO NPUMEHEHNST UNn
NMOCTPErNCTPaLUMOHHOIO  KITMHUYECKOTO  UCCNEeAOoBaHMA  NEKapCTBEHHOro npenapata  Aangd  MeguuMHCKOro
NMPUMEHEHMUST W  STUYECKOM 3KCMEepTM3bl M Bblgaya paspelleHusl Ha NpoBefeHue  MexXayHapo[HOoro
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MHOFOLIEHTPOBOIO KIMHUYECKOIO UCCreAoBaHMs fIeKapCTBEHHOro npenapara Afisi MEAUUMHCKOTO NMPUMEHEHUS UIK
MOCTPErMCTPALMOHHOIO  KIMMHUYECKOTO  WUCCMeA0oBaHWUs  JIEKapCTBEHHOTO Mpenapata [Ans  MeAWUUUHCKOro
NPYMEHEHMs1 OCYLLECTBISAIOTCS B MOpsiake, YCTAHOBIIEHHOM cTaTbsamu 20 - 22 HacTosAwero defepanbHOro 3akoHa.
6. PelleHns 06 oTkase B NpoBeaeHUM 3KCNepTM3bl JOKYMEHTOB AN NOoMyYeHusl paspelleHns Ha NpoBeaeHne
MeXayHapoaHOro MHOTOLEHTPOBOrO KMMHUYECKOro UCCreaoBaHus NekapCcTBEHHOro npenapara Ans MeauLuHCKOro
NMPUMEHEHMS UMM  MOCTPErncTPaLMOHHOrO  KMUMHUMYECKOro UCcreoBaHus NekapcTBEHHOro npenaparta Ans
MEOULIMHCKOrO NMpUMEHEHUs N 9TUYECKOWN IKCNepTM3bl U B Bbloaye paspeLleHnst Ha NpoBeaeHe MexXayHapoaHOro
MHOFOLIEHTPOBOIO KIMMHUYECKOIO UCCreaoBaHus NekapCTBEHHOro npenapara ans MeaULUHCKOro NPpUMEHEHNs Unu
NOCTPErMCTPaLMOHHOIO  KIMHUYECKOTO  WUCCMEeAOBaHWA NEeKapCTBEHHOro npenapata Aana  MeauuUHCKOro
npYMeHeHnst MoryT ObiTb 06asioBaHbl B NOpsiAKe, yCTaHOBEHHOM 3akoHoaaTenbcTBoM Poccuiickoin denepauum.

Cratbsa 40. npOBe/J,eHI/Ie KIMMHN4YEeCKOro uccnenoBaHnAa JnekapCTBeHHOro npenapara agnd mMeaunuuHCKOro
npuMeHeHunaA

1. PykoBogutenb MeOMUMHCKOM OpraHu3auun, KoTopass MNpPOBOAMT  KIMHWYECKOEe UCCriefoBaHue
NeKapCTBEHHOro npenapara gnsi MeAuUMHCKOro MpUMEHEHUs, HasHayaeT nccrnegoBaTens, OTBETCTBEHHOIMO 3a
npoBefeHne TaKoro UCCReAoBaHUsa M UMeloLWero nedyebHyto crneumanbHOCTb, COOTBETCTBYHOLLYHO MPOBOAUMOMY
KNUHUYECKOMY UCCNEeaoBaHMIO NEKapCTBEHHOrO npenapara, co CTaxeM paboTbl MO MporpaMMamM KIMHUYECKUX
UCCneaoBaHUN NeKapCTBEHHbIX MpenapaTtoB HE MeHee 4YeM MATb NIeT U Mo ero NpeasioKeHuto HasHadvaeT
covccriefosartenein U3 Yynucra spavyen 9Ton MeaULUMHCKON opraHnsaumu.

2. Ncecneposatenb ocyllecTBnsAeT BbIOOP MauUMEHTOB, KOTOpblE NO MEAULMHCKMM MOKasaHUAM MOryT ObiTb
NpuBNeYeHbl K y4yacTU0 B KIWMHWYECKOM MWCCMEeAoBaHMM JIEKApCTBEHHOrO npenapata Aans MeLUUUHCKOro
NPUMEHEHMS.

3. UccnepoBatenb n couccriegoBaTeny AOMKHbl ObiTb O3HAKOMIIEHbI C pe3ynbTaTamMy OOKIUHUYECKOTO
nccneaoBaHUsa NekapcTBEHHOrO CpeAcTBa, coaepalummucs B bpolutope uccriegoBaTensi, NPOekToM NpoToKona
KNUHUYECKOTO WCCMeAoBaHUS NeKapCTBEHHOro npenapata Ans MeguuUHCKOrOo MpUMMEHEHUs1, pa3paboTaHHbIM
pa3paboTYMKOM NEKAapCTBEHHOro npernapaTta WM MHbIM HPUOUYECKMM TULIOM, MPUBIIEKAEMbBIM K OpraHuM3auuun
NpOBEOEHUs KIMHMYECKOrO WCCNeaoBaHMsS JEeKapCTBEHHOro mnpenapata Afs MeAWUMHCKOro MNPUMEHEHUs, Wt
OPYrumMun MatepuanamMmm Takoro UccriefjoBaHusl.

3.1. PykoBoauTenb MEeOULMHCKOM OpraHusaumm B CPOK, He MpeBbllallWmin Tpex paboymx OHEeW co OHS
Hayana nNpoBeAeHUsT KITMHUYECKOro UCCNeaoBaHMs NekapCTBEHHOIO npenaparta Anst MeQULUHCKOrO MPUMEHEHUS,
coobuwaeT 06 3TOM B YNOSTHOMOYEHHLIN dhefepanbHbI OpraH UCMOMHUTENBHOW BMAacTW, BblAABLUUIA paspeLLeHne
Ha NpoBeJeHne Takoro nccrneaoBaHus, No YCTaHOBMEHHON UM chopMe.

(vyacTb 3.1 BBegeHa denepanbHbiM 3akoHOM OT 29.11.2010 N 313-93)

4. OpraHuszauuu, OCYLIeCTBASKOWMNE OpraHM3aumio  MpoBeAEeHUs  KIMHUYECKOrOo  UCCrneaoBaHus
nekapcTBEHHOro npenapaTta Ang MeAWUMHCKOro MpUMEHEHUs U yKasaHHble B YacTu 3 ctaTbu 38 HacTosLlero
depnepanbHOro 3akoHa, B criydae He0OXo0ANMOCTU BHECEHUSA U3MEHEHUIA B MPOTOKON KIMHUYECKOro UccnefoBaHus
NneKkapcTBEHHOro npenapata [Ans MeAWUMHCKOro npuMeHeHust coobwaiT o6 3ToM B YNOMHOMOYEHHbIV
denepanbHbii opraH UCMONMHUTENBHON BIacTW, BblAaBLUMIA pa3pelleHne Ha NpoOBEeAEHME Takoro MCCreaoBaHus,
Nno ycTaHOBMNEHHON UM chopme.

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

4.1. dopma coobLUEeHNsT O BHECEHMM U3MEHEHUIA B MPOTOKOS KIMHMYECKOrO UCCneaoBaHus NeKapCTBEHHOMO
npenapaTta 4ns MeguLMHCKOro NPMMEHEHMS OOIMKHA CoaepXXaTh creayoLlimne CBeaeHus:

1) HanmeHoBaHue, NaeHTUMUKALNOHHBIA HOMEP U AaTa NPOTOKONa KNMHUYECKOro UCCReA0BaHUS;

2) nata BHECEHUSA N3MEHEHUI B MPOTOKON KIMHUYECKOro NCCNeaoBaHus;

3) HaMMeHOBaHNE N MECTO HaXOXAEHUA 3asiBUTENS;

4) HaumeHoBaHMe opraHusauunm, NPpMBIEYEHHON pa3paboTUMKOM NeKapCTBEHHOrO Npenapara K opraHnsaumm
NpoBeaeHUS KMMHUYECKOrO UccrnenoBaHns (Mpy Hanmyuum);

5) HaumMeHOBaHMA U MecTa HaxXOXAEHUS MEeAULMHCKUX OpraHvM3aLui, B KOTOPbIX MPOBOAMTCS KMMHUYECKOe
nccnenoBaHue;

6) gaTa BblAayn pa3peLleHns Ha NpoBeaeHNE KIMHUYECKOTO MCCIeAoBaHWsa 1 HOMEP 3TOr0 paspeLLeHNs;

7) U3MEHEeHMS!, BHOCUMbIE B MPOTOKOS KITMHUYECKOTo UCCrnegoBaHus.

(4acTb 4.1 BBegeHa denepanbHbiM 3akoHoM oT 11.10.2010 N 271-03)

5. B cpok, He npeBbllaloWwmnin TpuaLaTn padbounx gHen co aHsS NONyYeHUs yKasaHHOro B YacTu 4 HacTosiLwen
cTaTbl COOOLLEHUS, YNONMHOMOYEHHBIN beaeparnbHbii OpraH WCMONHUTENbHOW BMacTM paccMaTpuBaeT 3TO
CcoOOLEeHNne B YCTAHOBMIEHHOM MM MOpsigKe M MPMHMMAET peLleHUE O BHECEHUN MW3MEHEHUN B MPOTOKON
KNMMHUYECKOTO MCCeaoBaHNsl NEKApCTBEHHOrO npenapara gfs MeguLMHCKOrO NpuMeHeHusa unm ob oTkase BO
BHECEHWMN TaKUX N3MEHEHUIA.

6. KnuHnyeckoe vccnenoBaHne NeKapCTBEHHOro npenapata Anst MeOULMHCKOTO NPUMEHEHUST MOXET ObiTb
NMPUOCTAHOBIIEHO WIM MpEeKpaLLeHo, ecnv B MpoLecce ero npoBedeHust obHapyXeHa OMacHOCTb ANS >KU3HW,



consultantplus://offline/ref=AB1E98498F1B2B52A2E5A0B38509DA58F97760795EB4FF5C9DE64B476F284AAF39265633AF5638A7qFK4N
consultantplus://offline/ref=AB1E98498F1B2B52A2E5A0B38509DA58F975677D5CB3FF5C9DE64B476F284AAF39265633AF5639ABqFK5N
consultantplus://offline/ref=AB1E98498F1B2B52A2E5A0B38509DA58F975677D5CB3FF5C9DE64B476F284AAF39265633AF5639ABqFK4N
consultantplus://offline/ref=AB1E98498F1B2B52A2E5A0B38509DA58F975677A58B4FF5C9DE64B476F284AAF39265633AF5639AFqFKCN

3[0pOBbs NaumeHToB. B crnyyae BO3HMKHOBEHMS OMACHOCTW ONSA XW3HW, 340POBbS NauWeHTa, yyacTBYHOLEro B
KNMHUYECKOM UCcneaoBaHMU NeKapCTBEHHOro npenaparta Ans MeauuMHCKOro MpUMEHEHUs, uccriefosaTenm
00653aHbl NponHPOPMNPOBaTbL 00 3TOM PYKOBOAMTENSA MEAMLMHCKOW OpraHM3aunv U opraHn3auuio, nosyymBLLIYHO
paspeLleHne YNnonHOMOYEHHOro dhedeparibHOro opraHa MCNOMHUTENBHOW BrlacTU Ha opraHusauuio NpoBeaeHUs
KNUHUYECKOrOo WCCMNeAoBaHUA NeKkapCTBEHHOro npenaparta. PelleHne o0 NpUOCTaHOBMEHUN  KIMHUYECKOTO
nuccnenoBaHUs nekapcTBEHHOro npenapata Angd  MeOMLMHCKOro MNpUMEHEeHUss NpUHMMAaloT  pykoBoAMTESNb
MEeOMLMHCKON opraHu3auumn u (Mnu) opraHum3auusl, Nony4vMBLLAs paspeLleHne ynonHOMOYEHHOro heaepanbHOro
opraHa MCMNOMHUTENbHOW BRacTM Ha OpraHu3auuio NPOBEAEHUS KITMHUYECKOro WMCCrNedoBaHUSA feKkapCTBEHHOro
npenapata Ang MeOULMHCKOrO NPUMEHEHUs, peLUeHMe O npeKpalleHUn Takoro uccrnefoBaHus npuHUMaeT
YMOJSTHOMOYEHHbIV hedepanbHbIi OpraH WCMOMHUTENBbHOW BMAAacTM Ha OCHOBaHWM COOOLLEHWS B MMCbMEHHON
opme  pykoBoauTENA  MEOMUMHCKOW  opraHuMsauuMm  Wnu  opraHusaums, nonyumeBllas  paspelueHue
YMONMHOMOYEHHOro pefepanbHOro opraHa UCNONHUTENBHOW BRacTM Ha opraHM3auuio NPoBeAEeHUs KIUHUYECKOro
nccnegoBaHUsa nNekapcTBEHHOro npenapara aAng MeguuuHCKOro NpUMeHeHns.

7. B cpok, He npeBblWawWMN NATM paboumMx [OHEW CO [HSA 3aBEpLUEHUS, MPUOCTAHOBMEHMS UIK
npekpawleHss KNMHUYeCKoro uccrefoBaHUs IekapCcTBEHHOro npenapata Ans MeauLMHCKOro MpUMEHEHUs,
coobueHne 06 3TOM HanpaBnAeTCa opraHuM3auusiMu, yKasaHHbIMM B 4Yactu 3 cTtatbM 38 HacTodAwero
®enepanbHOro 3akoHa, B yNONTHOMOYEHHbIN dheaepanbHbii OpraH UCMOMHUTENbHOW BriacTN NO YyCTAHOBIEHHOW UM
dopme.

8. ®opma coobLeHnsa 0 3aBepLUEHUMN, MPUOCTAHOBMEHUM UNN NPEKPaLLEeHUN KITMHUYECKOro UCCregoBaHns
NeKapCTBEHHOro npenapara ansg MeauUUHCKOro NpMMEHEeHUs A0/PKHA COAepPXaTb:

1) nHpopmMaumio 0 MEAULMHCKOW opraHm3aumm Ui MegUUUHCKUMX OpraHu3auusx, NpOBOAUBLUMX OAHHOE
nccnenoBaHue;

2) onucaHue JaHHOoro nccnefoBaHus;

3) p[aHHble wuccnepoBaTens (damunus, UMS, OTYECTBO, MecTO paboTbl, 3aHMMaemas [OOJIKHOCTb,
cneumanbHOCTb, CTax paboTbl MO MNporpaMmam KIMHUYECKUX WCCMEeLOBaHUIM JeKapCTBEHHbLIX MpenapaTos,
nepeyeHb KNMHUYECKUX UccneaoBaHMn NekapCTBEHHbIX NpenapaToB, B KOTOPbIX OH MpUMHMMan yyactue (nepuogsl
yyacTusi) B Ka4ecTBe nccriegoBaTens unm conceregoBarens);

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

4) pesynbTaT [aHHOTO WCCrefoBaHWs (3aBeplueHve, NPUOCTaHOBMEHWE WM MpeKpalleHne [aHHOro
nccregoBaHUss C yKasaHMEM WX MPUYMMH U BIUSHMS Ha OLEHKY ero pesynbTartoB, OOLLyl OLEHKY pucka wu
oXuaaemon nonb3bl OT MPUMEHEHUS MCCrneayemMoro rfnekapcTBEHHOro npernapaTta, a Takke npegnonaraemble
AanbHenwne OencTems).

9. YNonHOMOYeHHbI deaepanbHbii opraH UCMONHUTENBHOM BNacTu onybnukoBbIBaeT U pasmMellaeT Ha
cBoeM odmumanbHoMm cante B ceTn "IHTepHeT" cooblieHre o 3aBepLleHnn, MPUOCTAHOBIIEHUN UMK NMpeKpaLLeHun
KNUHUYECKOrO UCCrefoBaHWs NekapCTBEHHOro mnpenapata And MeOMUUHCKOrO MNpPUMEHEHUss B CPOK, He
npeBbILLALWNA NATU paboyumx AHeN CO AHS ero nonyyeHus, B yCTaHOBNEHHOM MM NOpPsiaKe.

10. YnonHomoueHHbIN deaepanbHbIi opraH WCMONHUTENbHOW BNacTU OCYLLECTBMASET BeAeHWe peecTpa
nccnegosaTernen, NPoBOASALLNX NN MPOBOAUBLLNX KIMHUYECKME MCCNEeAOoBaHUSA NekapCTBEHHbIX NpenapaToB And
MEeOMLMHCKOrO NPUMEHEHUS, B COOTBETCTBUW C YTBEPXAEHHbIMW UM NpaBuinamMu U pasmellaeT ero Ha CBOeM
omumansHom cante B ceTn "MHTepHeT" B YCTAHOBMEHHOM WM nopsiake. YKasaHHbli peecTp COoAepXuT
MHopMaLUnto, NPegyCMOTPEHHYHO MYHKTOM 3 YacTu 8 HacTosLLEN CTaTbu.

11. OT4yeT O pesynbTaTax KMMHWYECKOTO UCCREOOBaHUSA JNEKapCTBEHHOro npenapaTta Ans MeAWLMHCKOro
NPUMEHEHUA COCTaBnseTCs opraHusaumen, ykasaHHon B yactu 3 ctatbk 38 HacToswero deaeparnbHOro 3akoHa,
Ha OCHOBaHWM 3aKIMYEHUA MELMLMHCKUX OpraHm3auuin, NpoBOAMBLLUX 3TO UCCMeAoBaHUe, U npeacraBnseTcsa B
YNOSTHOMOYEHHbIN dhedeparnbHbIi OpraH UCMOMHUTENBHOW BNAacTW, BbiAaBLUMIA paspeLleHne Ha npoBedeHne 3Toro
NUccnenoBaHusl, B CPOK, HE MpeBblLAlWMA TpeEX MECSALUEB CO AOHS €ro 3aBepLlUeHMus, MPUOCTAHOBMEHUS WK
npekpaLleHunsi, B Mopsiake, yCTaHOBNEHHOM YMNONTHOMOYEHHbIM dhefepanbHbiM OpraHoM UCMONTHUTENBHON BNacTuU.

12. HapyweHne npaBun KAMHUYECKOW MpakTukn, danscudukauns pesynbTaToB  KITMHUYECKOro
nccnenoBaHUsa NeKkapcTBEHHOrO npenaparta gnst MeguLUMHCKOro NPUMEHEHUsa BNeKyT 3a cobon OTBETCTBEHHOCTL B
COOTBETCTBUM C 3aKoHoAaTenscTBoM Poccunckon degepaunn.

13. lpu npoBegeHUn KIMHUYECKOro WCCNedoBaHUA neKkapCTBEHHOro npenapata Ans MeguuuHCKOro
NpMMeHeHus gonyckaeTcsa 3abop y NaumMeHToB Guonormdeckux Matepmanos (06pasubl OMONOrMYecKMX XNOKOCTEN,
TKaHeW, CEKPeToB U NPOAYKTOB XU3HeOeATEeNbHOCTU YenoBeka, (OU3NONormyeckmx U naToriorMyeckmx BblaeneHum,
Ma3KoB, COCKOOOB, CMbIBOB, MWKPOOPraHM3mMoB, OWOMCUIAHBIA MaTepuan) Ans WX W3yYeHus Ha Tepputopun
Poccuiickon ®epepauum n (unn) 3a npegenamu Tepputopumn Poccuinickon deaepaumu.

14. Tlopsgok BBo3a Ha TeppuTtoputo Poccuiickon ®degepaumy v BbiBO3a 3a npedenbl TeppuTopum
Poccuinckon  ®epepauun  Guonormyecknx matepuanos, MOMYYEHHbIX NpU  NPOBEOEHWMM  KIIMHWUYECKOrO
nccrnegoBaHuUs NeKkapCTBEHHOrO npenapaTa Ans MeauUMHCKOro NpuMeHeHuns, yctaHaBnmBaeTcs [paBuTenscTBomM
Poccuiickon ®epepauun.
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Ctatbss 41. [oroBop O NpOBeAEHUM KIMHWUYECKOrO WCCRedoBaHWs NeKkapCTBEHHOro npenapaTa Ans
MEAULIMHCKOIO NPUMEHEHUS

1. KnuHn4yeckoe nccnegoBaHme nekapcTBEHHOro npenapaTta anst MeauUUHCKOro NpUMeEHeHNss NPoBOAMTCA B
COOTBETCTBUN C [OOrOBOPOM O MPOBEAEHUM KITMHMYECKOro MWCCreaoBaHUA NnekapcTBEHHOro npenaparta ansd
MEeLMLIMHCKOro NPUMEHEHNs, 3aKroYaeMbiM MEXay opraHusaumen, nonyvmBLLEn paspeLleHne YyrnonHOMOYEHHOro
degepanbHOro opraHa WCMNONMHUTENbHOW BMAcTW Ha OpraHu3auuilo NPoOBeAeHMs Takoro WCCnegoBaHus, U
MeOMLMHCKON opraHM3aLmen, OCyLLEeCTBISIOWEN NPpOBeAEHNE Takoro UCCNeaoBaHUS.

2. [loroBop O MpoBeAEHUU KIMHUYECKOrO UCCIeAoBaHNA NIEKAapCTBEHHOro npenapata ans MeguuMHCKOro
NPUMEHEHNs OOMKEH coaepXaThb:

1) ycnoBusi n Cpokun NpoBeaeHNs AaHHOIo UCCneoBaHus;

2) onpegeneHne ob6Lie CTOMMOCTM Mporpammbl OAHHOrO MCCNegoBaHWsi C  yKka3aHWMEM  CYMMbl,
npeAHasHavaloLwencs Ans BbinnaTt uccnegoBartensm, couccriegoBaTensam;

3) onpegeneHve OpMbl NPEeACTaBNEHMS Pe3ynbTaToB [AHHOMO WCCMEefOBaHUA B YMOSTHOMOYEHHbIN
deaepanbHbIi OpraH NCNOSTHUTENBHOW BracTL.

Cratba 42. ®duHaHCOBOe obecneyeHue KIMHUYECKOro MCCredoBaHWs NEeKapCTBEHHOro npenapaTta Ang
MeOMULMHCKOrO NPUMEHEHNs

duHaHcoBoe obecneveHne KIMHUYECKOro MCCRedOoBaHUSA NeKapCTBEHHOro npenapaTta Ans MegULUHCKOro
NPUMEHEHNS OCYLLIECTBISAETCS 3a CYET:

1) cpeacTtB chefepanbHoro GrooxeTa;

2) cpeCcTB OpraHu3aLuin, NoNy4MBLUNX pa3peLleHe Ha OpraHn3auunio NpoBeAEHMS 4aHHOIO UCCNeaoBaHus,
B COOTBETCTBMM C YCINOBUSIMW JOrOBOPA O €ro NpOBEAEHNN;

3) MHBIX He 3anpeLLeHHbIX 3akoHoaaTensLcTBOM Poccuiickon ®efepaumm UCTOYHUKOB.

Cratba 43. lNpaBa nauneHToB, Yy4acCTBYHOLINX B KITMHUYECKOM WCCIEAOBaHUM NEKAapPCTBEHHOro npenapara
Ons MeguLmMHCKOro NnpuMeHeHus

1. YyacTme nauMeHTOB B KIMHUYECKOM WCCNefOBaHUM JeKapCTBEHHOro npenaparta Ans MeavuMHCKOro
NpMMeHeHus iBnAeTcs JOO6POBOSbHbIM.

2. lMaumeHT Unm ero 3aKOHHbIN NPeACcTaBUTENb A0JPKEH ObITb MH(POPMUPOBAH B MMCbMEHHON hopMme:

1) 0 nekapcTBeHHOM npenapaTte ANns MeOULMHCKOro NPUMEHEHNS U CYLLHOCTU KIMHUYECKOro nccneaoBaHus
3TOro NekapcTBEHHOro nNpenapara;

2) o ©Ge3onacHOCTU neKapCTBEHHOro npenapata AN MeAUUMHCKOro MpUMEHEHUs, ero OXxuaaemom
3(pPeKTUBHOCTM 1 CTENEHN pUCKa ANS NAUUEHTa;

3) 06 ycnoBuaAX y4acTus naumeHTa B KINUHUYECKOM WCCNeAOBaHUW fEeKapCTBEHHOro npenapaTta ang
MeONLMHCKOro NpUMeHeHUs;

4) 0 uenu unu Lenax n NpoAoIPKUTENBbHOCTM KITMHUYECKOTro MCCeaoBaHns NekapCTBEHHOrO npenapara Ans
MEeOULMHCKOTO NPUMEHEHUS;

5) 0 gencTBusAX NauueHTa B cryvyae HenpeaBuaeHHbIX 3heKTOB BNUSAHUA NIEKapCTBEHHOrO nNpenapaTa Ans
MEeOMULMHCKOrO NPUMEHEHNSI HAa COCTOSIHNE €ro 340POBbS;

6) 06 ycrnoBusix 0683aTeNbHOIO CTPaxXoOBaHUSA XXMU3HW, 300POBbs NALMEHT;

7) O rapaHTunax KOH(*)I/ILI,eHLlI/IaJ'IbHOCTI/I ydactua nauneHTa B KIMMHUYECKOM UccrneaoBaHUnM nekapCTtBeHHOro
npenapara gna MmeanumHCKoOro npuMmeHeHu4.

3. [HobpoBonbHOe cornacve nauuMeHTa Ha yyacTMe B KIMHUMYECKOM WCCNefoBaHWMM NEKapCTBEHHOro
npenaparta Anda MeaununHCKOro npuMeHeHua noarBepXxaaetcda ero noanmcbro unu nognmcbid ero 3akoHHOro
npencrasutTend Ha I/IH(*)OpMaLI,I/IOHHOM NIUCTKe NauneHTa.

4. |_|aLLI/IeHT W ero 3aKOHHbIN npeancrtaeutTesnib UMeeT npaBo OTKa3aTbCA OT y4acCcTuda B KITMHUYECKOM
nccrnegoBaHUM NEKapCTBEHHOrO npenapata Ans MeguUMHCKOrO MpUMMEHeHMs Ha nbon cTtagum npoBedeHust
TaKoro nccregoBaHusl.

5. MNMpoBegeHne KIMHUYECKOTO NCCnefoBaHNs NIEKapCTBEHHOMO npenapara AN MeauLUMHCKOro NpMMEHEHNS
C ydacTMeMm B KadecTBe NauneHTOB OEeTEN AOoMycKaeTcs TOMbKO C cornacusi B MMCbMEHHON bopme X poauTenen,
ycbiHOBMTENEW. [leTM MoryT paccmaTpvBaTbCs B Ka4yecTBe MOTEHLUMaNbHbIX NaUMEHTOB TaKOro WUCCNenoBaHus,
TONbKO €Crin ero npoBefeHne HeobxoauMo ANA YKpenreHus 300poBbsa AeTen Unu npounakTukm MHAEKLNOHHBbIX
3aboneBaHn B OETCKOM Bo3pacTe nnbo ecnu LEenbi Takoro MCCrefoBaHusi SIBMSIETCS MOSlydeHMe OaHHbIX O
Haunydlwen JO3NPOBKE NeKapCTBEHHOro npenapara Ana nevdeHvsa geten. B aTux crnyyasax TakoMy MCCriefoBaHUIo
OOJDKHO  MpeflecTBOBaTb  KIIMHUYECKOE WUCCredoBaHME JIEKapCTBEHHOrO npenapata  Ans  MegULUHCKOro
NpMeHeHNAa Ha CoBepPLUEHHONETHUX rpaxxgaHax.

6. 3anpelyaeTcsa NpoBeAeHNE KIMHUYECKOrO UCCea0BaHUS NeKapCTBEHHOro npenapara ans MeauumuHCKoro




NPUMEHEHMUS C y4acTMeEM B Ka4ecTBe MaLUUEHTOB:

1) peTen-cnpoT 1 geTen, ocTaBLUMXCS ©e3 NnoneYeHns poanTenen;

2) XEHWWH B nepuos OepemMeHHOCTU, XEHLMH B MNEepPUOL FPYAHOrOo BCKApMITMBAHWSA, 3@ WCKIHOYEHMEM
Crny4yaeB, ecnv MNpOBOAUTCS KIMMHUYECKOE WCCrefoBaHWe IeKapCTBEHHOro npenapaTa, npeaHasHayYeHHoro ans
YKa3aHHbIX >KEHLUMH, MpW YCNOBMU HEOoBXOoAMMOCTM MOonydeHusi MHopmaunm TONMbKO BO BPEMSi NpoBeaeHUs
COOTBETCTBYHLUNX KIMMHWYECKUX WCCIEAOBaHMN U MPUHATUS BCEX HEOOXOAMMLIX MEpP MO WCKIYEHUIO puUcKa
HaHeceHus Bpeda XeHLUMHe B nepuvod 6epeMeHHOCTH, XEeHLLUHE B Nepuog rpyAHOro BCKapMivMBaHus, nnogy unm
pebeHky;

3) BOEHHOCMYXaLuX, 3a UCKIIOYEHNEM CIydaeB NPOBEAEHUST KIMHUYECKOrO NCCneoBaHNs NekapCTBEHHOMO
npenapaTta, creuuanbHO pa3paboTaHHOro AN NPUMEHEHWsT B YCINOBUSX BOEHHbIX OEWCTBUNA, Ype3BblYanHbIX
cuTyauumi, npodmnakTuknm 1 rnedeHus 3aboneBaHWMA U MOPaXKEHWUN, MOMYYEHHbIX B pe3ynbTaTte BO3AENCTBUS
HebnaronpuaTHbIX XMMUYECKMX, BMONOrM4YecKknx, pagmaLmoHHbiX dakTopoB. KnuHuyeckoe nccrnegoBaHUe Takoro
NEeKapCTBEHHOro npenapata MOXeT MNPOBOAUTLCA C y4acTUEM B KayecTBE MaUMEHTOB BOEHHOCHYXalUMX, 3a
WCKIIOYEHMEM BOEHHOCHYXXALLMX, MPOXOASLMNX BOEHHYK cnyxby no npusbiBy, ¢ cobniogeHnem TpeboBaHUN,
YCTaHOBIEHHbIX HacTosAWMM PeaepanbHbiM 3aKOHOM B OTHOLLEHUW FpaXa4aHCKMX N,

4) COTPYAHMKOB NPaBOOXPaHUTENbHbLIX OPraHoB;

5) nuu, oTObIBaKOLWMX Haka3aHMe B MeCTax nuleHus ceobodbl, a Takke NnnL, HaxXoasLWMUXcs nog CTpaxen B
CNefCTBEHHbIX N30nsTopax.

7. DonyckaeTcs npoBegeHne KNMHUYEeCKOro MCCrenoBaHUs NekapCTBEHHOro npenapaTa Anst MeguunuHCKoro
NPUMEeHeHUs1, NpedHasHa4YeHHOro Ans fevYeHus ncuxuvecknx 3aboneBaHwuil, ¢ y4acTuem B KayecTBe MaLMeHTOB
iy ¢ ncuxuYeckumn  3aborneBaHuUsIMK, MPU3HaHHLIX  HedeecnocobHbIMM B Mopsigke, YCTAHOBIEHHOM
3akoHogartenbcTBoM Poccuiickon ®epepauun. KnnHnyeckoe mnccriefoBaHWe NekapcTBEHHOINo npenapata B 3TOM
crnyyae NpoBOAMUTCA NPWU HanM4Mm cornacus B MMCbMeHHON hopMe 3aKOHHbIX NPeACTaBUTENEN YKa3aHHbIX JNLL.

Cratbsa 44. Ob6s3aTtenbHoe CTpaxoBaHUE XXU3HWU, 300pOBbA NauMeHTa, ydacTBylLlero B KIIMHUYECKOM
nccneanoBaHMM nekapcTtBeHHOro npenapara anda megmumHCKoOro npumMmeHeHus

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

1. Opranusauus, nonyymBlUas paspelleHne Ha OopraHu3auuio NpoBeOEeHUs KIMHWYECKOro WCCrefoBaHus
rfiekapCTBEHHOro npenapaTa Afns MeAULMHCKOro npumeHeHus, obssaHa B kavecTBe CTpaxoBaTens CTpaxoBaTb
PUCK MPUYMHEHWS BPeda XW3HW, 340POBbI0 MauMeHTa B pesynbTaTe NpoBeAeHMs KIMHUYECKOro MccrnefoBaHus
nekapcTBEHHOro npenapata And MeguuMHCKOro MNPUYMEHEHWs 3a CBOM CYET MyTem 3aknioveHwus Jorosopa
065a3aTenNbHOro CTpaxoBaHUsS.

2. O6bekToM 06s3aTenbHOr0 CTpaxoBaHUS SBNSAETCA UMYLLECTBEHHbLIN MHTEpeC nauueHTa, CBA3aHHbIA C
NPpUYMHEHVEM Bpeda €ero XW3HW Wnu 300pOBbl0 B pesynbTaTte MNpoBeAeHUs KIIMHUYECKOro uccrefoBaHus
nekapCcTBEHHOro npenapata Ans MeguumHCKOro NPUMEHeHUs.

3. CTtpaxoBbiM criydaem Mo [OroBopy o6s3aTenbHOro CTpaxoBaHWS SBMASETCA CMepTb MauueHTa unu
yXydleHne ero 340poBbs, B TOM 4YMCne Briekyliee 3a COOOW YyCTaHOBMEHWE WHBanUAHOCTW, MPU Hanuynu
MPUYNHHO-CIEACTBEHHOW CBA3W MEXAY HacTynneHmem 3Toro cobbiTMS M yyacTMem nauueHTa B KIIMHWYECKOM
nccnegoBaHMM NeKapCcTBEHHOro npenapara.

4. TpeboBaHus 0 BO3MELLEHUN Bpeaa, MPUYMHEHHOTO XM3HM UNW 340POBbI0 NauueHTa, NPeabaBMAOTCA B
TeyeHne CPOKOB MCKOBOWM JABHOCTU, YCTAHOBIEHHBIX rPpaX4aHCKMM 3aKOHO4aTeNbCTBOM.

5. Paamep cTpaxoBon BeinnaThl N0 4OroBopy 0693aTtenbHOro CTpaxoBaHus COCTaBnseT:

1) B cnydyae cMepTV naumMeHTa ABa MUMMAMOHA pybren Ha KaxQaoro naumeHTa, y4acTBOBaBLUEro B
KMMHUYECKOM MccrnegoBaHnn NekapCTBEHHOMO Npenapara;

2) npu yxygLleHun 340poBbs NaumneHTa:

a) nosnekwem 3a cobow yCTaHOBNEHNe UHBaANUAHOCTK | rpynnbl, OAMH MUINNOH NSATLCOT ThiCcAY pybrien Ha
Ka»kQoro naymeHTa, y4acTBOBaBLLErO B KIIMHUYECKOM MCCEA0BaHMMN NEKapCTBEHHOro npenapaTa;

6) nosnekwem 3a cobon ycTaHoBneHue uHBanuAHocTw |l rpynnbl, oOMH MUNNWOH PyGren Ha Kaxgoro
nauuneHTa, y4acTBOBaBLUErO B KITMHUYECKOM MCCreoBaHUN NekapCTBEHHOro npenapara;

B) MOBNeKWeM 3a cobol ycTaHoBneHue uHBanugHoctu Il rpynnbl, NATBCOT ThicAY pybnem Ha Kaxgoro
nauuneHTa, y4acTBOBaBLUErO B KITMHUYECKOM MUCCre4oBaHUMN NekapCTBEHHOro npenapara;

r) He noBnekwem 3a cobol yCTaHOBMEHWS UHBaNMAHOCTK, He Bornee Yem TpucTa ThicaY pybnen Ha Kaxxaoro
nauuneHTa, y4acTBOBaBLUErO B KITMHUYECKOM MUCCreoBaHMN NekapCTBEHHOro npenapara.

6. Pasmep cTpaxoBbIx BbIMAaT MOXET ObITb YBENMYEH HA OCHOBAHUW peLleHns cyaa.

7. Cpok poroBopa ob6si3aTenbHOro CTpaxoBaHWs He MOXeT ObiTb MeHee, 4Yem CpOK MNpoBedeHus
KMMHUYECKOro UCCNefoBaHMS nekapCTBEHHOro npenapara.

8. YcrnoBusa goroBopa ob6a3aTenbHOr0 CTpaxoBaHMs, B TOM YMCMe CTpaxoBble Tapudbl no obssatenbHOMY
CTpaxoBaHWO, MNepevYeHb HeobXoAMMbIX [OOKYMEHTOB [AfS OCYLIECTBEHUS CTPaxOoBOW BbINMaTthl, MOPSAOK
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YCTAHOBMIEHNST ~ CTpaxoBaTerieM  MHAMBUAYaNbHOTO  MOEHTU(PUKAUMOHHOIO  KOga  nauueHTa,  Mnopsidok
MHCPOPMUPOBAHUST  CTpaxoBaTefieM CTpPaxoBLWMKA O TMPUBIIEYEHHbIX K  KIMHWYECKOMY  MCCIeLoBaHUIo
riekapCcTBEHHOro npenapaTa A/ MeQULMHCKOIrO MPUMEHEHWUS NauueHTax, NopsigoK yhnaThl CTPaxoBOW Npemuu,
MOPSIAOK peanusauun onpegeneHHblx HacToswmum deaepanbHblM 3aKOHOM U ApyriuMn dhefepanbHbIMU 3akoHamu
npaB 1 06s3aHHOCTEN CTOPOH MO AOroBopY 06513aTeNbHOro CTpaxoBaHUsl yCTaHaBNMBAOTCSA TUNOBLIMU NpaBuiamu
0053aTenbHOro CTpaxoBaHus.

9. B cny4ae npuuYMHEHWs Bpeda >XU3HU MNauMeHTa, y4yacTBOBaBLUErO B KIMHWYECKOM UCCrenoBaHum
rieKkapCTBEHHOro npenapaTa, BbirogonpuobpeTaTensmy Mo [oroBopy 00S3aTeNbHOr0 CTpaxoBaHUS SIBMSAOTCSH
rpaxgaHe, MMelLLMe NpaBo Ha BO3MELLEHME Bpeada B Criydae CMepTu KOpMUrbLia B COOTBETCTBUU C rpaXKgaHCKUM
3aKOHOAATeNbCTBOM, TMpPU OTCYTCTBMU TaKUX T[paxgaH - poAUTenu, Cynpyr, AeTM YMepLlero nauueHTa,
y4acTBOBaBLUEro B KIMHUMYECKOM MWCCIeQOBaHUM JeKapCTBEHHOrO Mnpenapata, B Criyyae CMepTV NauueHTa,
y4acTBOBaBLUErO B KIIMHUYECKOM UCCNeA0oBaHWM fieKapCTBEHHOro npernapaTta U He MMEBLLEr0 CaMOCTOSITENbHOIO
fAoxofa, - rpaxgaHe, Ha WKOMBEHUUN KOTOPbIX OH HAaXoOWNCsl, B OTHOLLEHNM BO3MELLEHUSI pacXodoB Ha norpebeHuve
nauueHTa, y4acTBOBABLUErO B KIIMHUYECKOM MCCIiefoBaHUM NekapCcTBEHHOro npenapara, - f1uo, NOHecLLee Takue
pacxofpbl.

10. CtpaxoBasi BbinfaTa B CYET BO3MELLEHUA Bpeaa, NMPUYMHEHHONO XXMU3HM NauueHTa, y4acTBOBaBLUErO B
KMMHUYECKOM WCCIEeAOBaHUM NeKapCTBEHHOrO npenapaTa, pacnpegenseTcs Mexay BbirogonpuobpeTtaTensmu
MPOMNOPUMOHANbHO UX KONMYECTBY B paBHbIX JOMNSIX.

11. MMpu HacTynneHun CTPaxoBOro crnydvas nauueHT, y4acTBOBaBLUWIA B KIIMHUYECKOM WCCrenoBaHuu
riekapcTBeHHOro npenapaTa, BbirogonpuobpetaTenb BhpaBe MNPEeAbsSBUTbL HEMNOCPEACTBEHHO CTPAaXOBLLMKY
TpeGoBaHWe O BO3MELLEHMU NpuUYMHEHHoOro Bpeda. CTpaxoBas BbiNnaTa OCYLLECTBMSETCA CTPaxOBLLMKOM B
TeyeHve TpuauatM OHel co OHSA NpeacTaBrieHus HeobxoauMbiX AOKYMeHTOB. [lauueHT, y4acTBOBaBLUMIA B
KMMHWUYECKOM MCClleoBaHUM JeKapCTBEHHOrO nMpenaparta, WNu BbirogonpuobpeTtatenls 0653aH  CooBWUTL
CTPaxoBLUMKY ONS1 OCYLLECTBINEHNUS CTPaxoBOW BbINMaThl MHAMBUAYANbHbLIA UAEHTUMUKALUMOHHBIA Kog NauueHTa,
YCTaHOBIEHHbI CTpaxoBaTeneM B COOTBETCTBMU C TUMOBbLIMY NpaBuiiamu 06s3aTenbHOro CTpaxoBaHus.

12. [lo nonHoro onpegeneHvs pasMepa noasiexallero BO3MELLEHUIO Bpeda CTPaxOBLUMK MO 3asiBIEHUo
nauueHTa, y4yacTBOBaBLUErO B KIIMHMYECKOM WCCRedoBaHUM IEKapCTBEHHOro npenaparta, WnuM  3asiBreHuto
BblrogonpuobpeTaTens BhpaBe OCYLECTBUMTb 4YacTb CTPaxOBOW BbiMMaThbl, COOTBETCTBYHOLLYH (PaKTUYECKU
onpeaesieHHo YacTi NPUYMHEHHOTO Bpeaa.

13. CTpaxoBasi Bbinfiata B COOTBETCTBMM C [OrOBOPOM 00Si3aTeNbHOrO CTPaxoBaHWs OCYLLEeCTBMSeTCs
He3aBMCUMO OT BbIMaT, NMPUYUTAIOLLMXCS MO APYTMM BUOAM CTPaxOBaHus.

14. He ponyckaeTcs y4acTuMe nauveHTa B MPOBEAEHWU KIMHWYECKOrO WCCNedoBaHWs J1eKapCTBEHHOro
npenapaTa npu oTCYTCTBUM OroBopa 0653aTeNlbHOro CTpaxoBaHus.

15. KoHTpornb 3a UCMONHEHWEM OpraHu3auuen, nonyyMBLUEN paspelleHMe Ha opraHusauuio NpoBeaeHust
KMMHUYECKOrO UCCNeaoBaHUsi NeKapCTBEHHOro rnpenaparta Afs MeAMUMHCKOro MNPUMEHEHWs!, YCTaHOBIEHHO
HacTosiLLe cTaTbel 06s3aHHOCTU Mo 06s3aTeNbHOMY CTPaXxOBaHUIO XXM3HM, 340POBbS NauMeHTa, y4acTBYIOLLEro
(y4yacTBOBaBLUErO) B KIMHWYECKOM  UCCRedoBaHUWM  JIEKApCTBEHHOro  npenaparta,  OCYLIEeCTBRsieTcs
YNOJTHOMOYEHHbIM (hefeparnbHbIM OpraHoM WCMOSIHUTENbHOW BriacTW, BblOABLUMM paspeLleHne Ha npoBedeHue
KIMMHUYECKUX UCCIIeA0BaHUIA NEKapCTBEHHbIX NpenapaToB AN MEAMLVHCKOTO NPYMEHEeHMS.

Maea 8. MIPOU3BOACTBO U MAPKUPOBKA INNEKAPCTBEHHbLIX CPELOCTB
CTtaTtbs 45. [Npon3BOACTBO fIEKAPCTBEHHLIX CPEACTB

1. [Mpou3BoAcTBO NeEKapCTBEHHbIX CPeacTB  AOIDKHO  COOTBETCTBOBATb  MpaBunaM  opraHusauuu
Npon3BOACTBa M KOHTPOMS KayecTBa NEeKapCTBEHHbIX CPeacTB, YTBEMKAEHHbIM YNONMHOMOYEHHbIM dheaepanbHbIM
OpraHoM UCMOMHWUTENBHOWN BriacTu.

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

2. lpou3BoacTBO MekapCTBEHHbIX cpeacTB Ha TeppuTtopuu Poccuickon depepaumm ocyuiecTBnseTcs
Npou3BoANTENSIMU NEKapCTBEHHbIX CPEACTB, UMEIOLLMMM NULIEH3NIO Ha MPOU3BOACTBO JIEKapCTBEHHbIX CPEACTB.

3. Mpon3BoACTBO fekapCTBEHHbIX CPEACTB OCYLLECTBNSETCS ¢ cobnogeHvem TpeboBaHMn NPOMbILLIEHHOMO
perrnamMeHTa, KOTOpbI YTBEPXAAEeTCH PyKOBOAUTENEM MNPOU3BOAUTENSA JEeKapCTBEHHbIX CPeACTB W BKIIIOYaEeT B
cebA nepedveHb McCnonb3yeMblix hapmaueBTUYeCKMX CyOCTaHLMIn M BCNOMOraTenbHblX BELLECTB C yKaszaHuWem
KONNYeCTBa KaXaoro n3 HUX, AaHHble 06 ncnonb3yeMom o6opygoBaHMm, onucaHme TEXHONOMMYecKoro npouecca u
MEeTOLO0B KOHTPOJIA Ha BCEX dTanax Npou3BOACTBA NIEKapCTBEHHbIX CPEACTB.

4. TlpM npou3BOACTBE JIEKAPCTBEHHbIX CPEACTB UCNONb3ylTCA dapmaueBTuyeckue cybctaHuum,
BKITIOYEHHbIE B rOCY4apCTBEHHbIN peecTp NeKapCTBEHHbIX CPeACTB.

5. 3anpelaeTcsa Nnpon3BOACTBO:

1) nekapcTBEHHbIX CPEACTB, HE BKIOYEHHbIX B FOCY4apCTBEHHbIA PEecTp MeKapCTBEHHbIX CpeacTs, 3a
NCKMIOYEHMEM NEeKapCTBEHHbIX CPeAcTB, NPOM3BOAMMbBIX AFNS MPOBEAEHUS KIUMHWYECKMX WCCNeaoBaHunM U Ansg
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9KCMopTa;

2) hanbcmpuruMpoBaHHbIX NIEKAapPCTBEHHbLIX CPEACTB;

3) nekapCTBEHHbIX cpeAcTB 6e3 NMLUEeH3N Ha MPOU3BOLCTBO JIEKAPCTBEHHbIX CPEACTB;

4) nekapCTBEHHbIX CPeACTB C HapylLleHMeM npaBui opraHuM3auuu NPomM3BOACTBA M KOHTPOMS KayecTBa
nekapcTBEHHbIX CpeacTB.

6. lNpu BBOAE NEKapCTBEHHbIX CPEACTB B rpaXaaHCKUM OBOpPOT YNOMHOMOYEHHOE NUUO MNpoM3BOAUTENS
NeKkapCTBEeHHbIX CpeaCTB OCyLWeCTBNAeT noarsepXaneHne COOTBETCTBUA JNeKapCTBEHHbIX CpencTs TpGGOBaHVIFlM,
YCTaQHOBMEHHbIM MNPU WUX TOCYAAPCTBEHHOW perncTpaumm, WU rapaHTupyeT, 4YTO feKapCTBEHHble CpeacTBa
npounsseaeHbl B COOTBETCTBUM C NpaBuiiamMmy npon3BoacTBa U KOHTPOIIA Ka4eCcTBa JIeEKapCTBEHHbIX CpeaCcTB.

7. YNOMHOMOYEHHbIM NULIOM MPOU3BOAUTENS NEKAPCTBEHHbIX CPEeACTB ABMSETCH ero paboTHUK, UMELWUN
BbiCclLee apMaLeBTMYECKOe, XUMMUYECKOe unuM Ouonornyeckoe obpasoBaHue nubo npu  NpoOM3BOACTBE
neKapCTBEHHbIX CPEACTB AN BETEPUHAPHOIO NPUMEHEHNS BeTepMHapHoe obpa3oBaHue, cTax paboTbl He MeHee
YyeM nNATb NeT B 06nacTy NMPoM3BOACTBA WM KOHTPONS KayecTBa NIEKApPCTBEHHbIX CPeACTB U aTTeCTOBaHHbLIN B
nopsiake, yCTaHOBIIEHHOM YMOJSIHOMOYEHHbIM bejepanbHbIM OPraHOM UCMOMHUTENBHOW BriacTu.

8. MNpownsBoanTenn nekapCcTBEHHbIX CPEACTB MOTYT OCYLLECTBMAATb NPOAaXY NeKapCTBEHHbIX CPEeACTB UIK
nepegasaTb MX B YCTAHOBIIEHHOM 3aKoHOoAaTenbcTBOM Poccuiickon degepawmm nopsake:

1) ApyrMM Npon3BOANTENSAM NeKapCTBEHHbIX CPeacTB Ans NPOM3BOACTBA NeKapCTBEHHbIX CPEACTB;

2) opraHm3aumsiM onTOBOW TOProBNM fekapCTBEHHLIMU CPEACTBaMU;

3) anTe4yHbiM opraHusaumam, BEeTepnHapHbIM anTe4vyHblM opraHusauuam, nHamemayanbHbIM
npegnpuHnMmartenamMm, uMewwnMm JnuueH3n Ha cpapmau,eBTquCKyro aedaTtenbHoOCTb wnn  NMUUeH3no  Ha
MeONUNHCKYI O0eATeNbHOCTb;

4) Hay4HO-MccneoBaTENbCKUM OpraHn3auusamM Ans HayvyHo-uccnegoBaTenbckon paboThi;

5) MeanuUMHCKMM opraHM3aunsiMm U BETepMHapHbLIM OpraHu3aumsm;

6) opraHM3aunsM, OCyLLECTBIAIOWMM pa3BeeHne, BbipaliuBaHUe 1 COAEPXKaHNE XUBOTHBIX.

CraTba 46. MapknpoBka fiekapCTBEHHbIX CpeacTB

1. JlekapcTBeHHblE npenaparbl, 3a UCKMIOYEHMEM NIEKapPCTBEHHbIX NPenapaToB, M3rOTOBMEHHbBIX anTe4YHbIMU
opraHusaumsiMn, BeTepuHapHbIMKM  anTeYHbIMU  OpraHu3auusamun, UWHOuBMAYyarnbHbIMU  NpeanpuHUMaTenaMu,
NMEIOLUMU NNLIEH3NIO Ha hapMaLeBTUYECKYI0 AeATeNbHOCTb, JOJPKHBI NOCTYNaTh B obpalleHue, ecnu:

1) Ha WX NEepBWYHOW YMaKOBKE (3a WCKIIOYEHWEM MEPBUMYHON YMAaKOBKM NEKApCTBEHHbIX PacCTUTENbHbIX
npenapaToB) XOPOLWIO YMTaeMbiM LWWPUEPTOM Ha PYCCKOM $A3blke YyKa3aHbl HauMEHOBaHWE JeKapCTBEHHOrO
npenapaTa (MexayHapoaHoe HenaTeHTOBaHHOE, UMM XUMUYECKOe, UM TOProBOe HaMMEHOBaHWE), HOMepP cepuu,
Jarta BbiNycka (Ans MMMYHOBMOMOrMYECcKNX neKkapCTBEHHbLIX MpenapaToB), CPOK rOOAHOCTU, [O03MpOBKa WU
KOHUeHTpauus, o6beM, akTMBHOCTb B eAnHMLAX OENCTBUS UMK KONMYECTBO A03;

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

2) Ha nx BTOPMYHON (MOTPEeObUTENBCKON) YNaKOBKE XOPOLLO YATAEMbIM LPUPPTOM Ha PYCCKOM A3bIKE yKasaHbl
HavMeHOBaHWe NneKapCTBEHHOro npenapaTta (MexayHapoAHOEe HenaTeHTOBaHHOE WIU XMMWYECKOEe U TOProBoe
HavMeHOBaHWs1), HaUMeHOBaHWe NPOM3BOAMTENS NEeKapCTBEHHOIO npenapaTa, HoMep cepwu, JaTa Bbinycka (ans
NMMYHOBMOMOrMYECKNX NeKapCTBEHHbIX NpenapaToB), HOMEP PEernmcTpaLMoHHOIO yAOCTOBEPEHUS], CPOK FOOHOCTMH,
crnocob NpyMeHeHus, 4O3UPOBKa MW KOHLIEHTpaLums, 06beM, aKTUBHOCTb B eANHMLAX AENCTBUSA MO0 KONMMYECTBO
003 B ynakoBke, nekapcTBeHHas popMa, ycrioBus OTnNycka, yCnoBuUs XpaHeHus, npeaynpeanTenbHble Haanmcu.

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

2. ®apmaueBTUYeCKMe CyOCTaHLUMM OOMKHbI NOCTynaTh B OOpalleHne, ecnu Ha MX NEepPBUYHOM YNaKoBKe
XOpOLWIO YMTaeMbIM LIPUEPTOM Ha PYCCKOM A3blKE YyKasaHbl HaMMeHOBaHWe dapmaueBTMYecKOn CybcTaHumm
(MexgyHapogHOe  HenaTeHTOBaHHOE WM XMMUYECKoe U TOpProBOE€  HauMMEHOBaHWs), HavMeHOBaHue
npoussoguTens gapmMaueBTM4eckon cybcTaHumMmn, HOMEpP cepyuu U gata U3roTOBMEHUs, KONMMYECTBO B YNaKoOBKE U
€AMHNLbI N3MEPEHNsT KONMYecTBa, CPOK FOAHOCTU U YCITOBUS XPaHEHNS.

3. JlekapcTBeHHble cpeacTBa B KayecTBe CbIBOPOTOK AOIDKHbI MOCTynaTb B ObOpalleHwe C ykasaHuem
XWBOTHOrO, N3 KPOBU, Nra3Mbl KPOBU, OPraHOB U TKAHEN KOTOPOro OHWU NOMyYeHbI.

4. Ha BTOpW4HYO (NOTPeOUTENbCKYI) YNakoBKY fekapCTBEHHbLIX CPEACTB, MOJTYYEHHbIX U3 KPOBW, NasMbl
KpOBW, OpPraHoB U TKaHel Yenoseka, A0MkKHa HaHOCUTbCA Haanuck: "AHTuTtena k BUY-1, BUY-2, k Bupycy renatuta
C 1 NOBepXHOCTHbIN aHTUreH BUpyca renatuta B otcytcTByoT".

5. Ha nepBu4YHyl0 ynakoBKy W BTOPUYHYKO (NOTpPebUTEnbCKy) YynakoBKy paguodapmaleBTUHeCcKmX
neKkapcTBEHHbIX CPeACTB JOMKEH HAHOCUTBLCS 3HaK paanaLMoHHON ONacHOCTH.

6. Ha BTOpuYHylo (NOTpebuTenbCKylo) YNakoBKY roMeonaTU4YeCKMX feKkapCTBEHHbIX MpenapaToB AOIKHa
HaHOCUTbCA Hagnuck: "fomeonaTudeckmin®.

7. Ha BTOpuuyHylo (MOTPeOUTENbCKYID) YMaKOBKY MeKapCTBEHHbIX pacTUTErNbHbIX NpenapatoB AOKHA
HaHocUTbCA Hagnueek: "MNpoayKuma npoluria paguaunoHHbIA KOHTPOmb".

8. Ha nepBuYHyl0 ymakoBKy M BTOPUYHYIO (MOTPEOUTENbCKYKD) YMakoBKYy J€KapCTBEHHbIX NpenapaTtos,
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npeaHasHadeHHbIX AN KIMHUYECKUX UCCNedoBaHWMKW, OOMKHA HaHOCUTLCA Hagnucb: "Onsi  KIMHUYECKMX
ncenegoBaHun”.

9. YnakoBKa NeKapCTBEHHbIX CPeACTB, NMpeAHa3HaYeHHbIX UCKITUUTENbHO OM1S SKCMopTa, MapKupyeTcs B
COOTBETCTBUN C TPeOOBaHMSMW CTpaHbI-UMNopTepa.

10. Ha TpaHcnopTHylo Tapy, KOoTopas He npefHasHadeHa Ons notpebutenerr n B KOTOPYH MNOMELLEHO
nekapcTBEHHOE CPeacTBO, AOMKHA HAHOCUTLCA MHpOPMaLMS O HAMMEHOBaHMW, CEPUM NEKAPCTBEHHOrO CPeacTBa,
JaTte Bbinycka, KOnMyectTse BTOPUYHBIX (NOTPebnTenbCkuxX) yNnakoBOK NEKapCTBEHHOrO CpeacTsa, npou3soautene
NeKapcTBEHHOro cpeactBa C yKa3aHMEM HaUMEHOBaHUS M MECTOHaXOXAEHMS MPOU3BOAUTENST NEKapCTBEHHOro
cpeactea (agpec, B TOM 4ucne cTpaHa 1 (unu) MecTto NpoM3BOACTBA NIEeKapCTBEHHOMO CPeACcTBa), a Takke O Cpoke
rogHOCTU NeKapCTBEHHOro cpeAactBa UM 06  YCNoBMsIX €ro  XpaHeHWss W MNepeBO3KM, Heobxoaumble
npeaynpeanTenbHble HAAMUCU N MaHUMYNATOPHbIE 3HAKMU.

11. Ha nepBM4YHYl0 YNakoBKY W BTOPUYHYHO (MOTPEOMTENbLCKYHO) YMaKOBKY JeKapCTBEHHbIX CPeACTB Ans
BETEPUHAPHOIro NPUMEHEHUS AOMKHA HAHOCUTLCA HaanNuck: "[Ans BeTepuHapHOro NpuMeHeHus".

12. Ha BTOpUYHYt0 (NOTpebuTenbCKyl0) yNakoBKy NeKapCTBEHHOMO Npenaparta HaHOCUTCS LUTPUXOBOW Kog,.

Mnaea 9. BBO3 JIEKAPCTBEHHbLIX CPEOCTB
B POCCUNCKYIO ®EQEPALIUIO N BbIBO3 NIEKAPCTBEHHbIX CPEACTB
U3 POCCUNCKOWN ®ELQEPALIMUA
(B peq. PenepanbHoro 3akoHa ot 06.12.2011 N 409-03)

CraTbs 47. Nopsaok BBO3a nekapCcTBeHHbIX cpedcTB B Poccuickyto degepaumio 1 BbiBO3a NeKapCTBEHHbIX
cpencTtB 13 Poccuinckon eapepauunm
(B peq. ®enepansHoro 3akoHa ot 06.12.2011 N 409-93)

1. BBO3 nekapcTBeHHbIX cpeacTB B Poccuiickyto denepaumio ocyLLecTBAsSeTCs B Nopsake, YyCTaHOBNEHHOM
MpaButensctBoMm Poccunckon depepauun, B COOTBETCTBUN C TAMOXEHHbIM 3aKOHOOATENbCTBOM TaMOXEHHOro
coto3a B pamkax EBpA3DC (pganee - TamoxeHHbI cOto3) 1 (unu) 3akoHogatenscTBoM Poccuiickon degepaumm o
TaMOXEHHOM Jene.

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

2. BBosumble B Poccuiickyto Pegepauuio NEeKapCTBEHHble CpeacTBa LOMKHbI ObiTb BKMOYEHbI B
rocyaapCTBEHHbIV PeecTp feKkapCTBEHHbIX CPEACTB.

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

3. Honyckaetca BB0O3 B Poccuiickyio depepaumio KOHKPETHOM NapTUM 3aperucTpupoBaHHbIX WU (Mnn)
He3aperMcTpMpoBaHHbIX  MEKapCTBEHHbIX CPeACTB, MNpedHasHadeHHbIX AN NpPoBeAEHUs  KIMHUYECKUX
nUccneaoBaHU  NEKapCTBEHHbIX MpenapaTtoB, MPOBEAEHMST  3KCNEpPTU3bl  NEKapCTBEHHbIX CPeacTs  Ans
OCYLLLECTBMNEHUS rOCYAapCTBEHHOW perucTpauuun nekapcTBEHHbIX NpenapaTtoB UNvM ANd okasaHus MeauLUHCKON
MOMOLUM MO JKU3HEHHbIM OKa3aHUAM KOHKPETHOro nauMeHTa Ha OCHOBaHMM paspelleHusi, BblAaHHOro
YMOMHOMOYEHHbIM dheepanbHbIM OPraHoM UCMOMHUTENBbHOW BNACTU NO 3as8BMEHUAM NnL, YKa3aHHbIX B cTaTbe 48
HacToswero ®degepanbHOro 3akoHa. PaccmoTpeHue Takoro 3asBfeHus U MpUHATUE pelleHus O Bblgaye
paspeLleHnsi Ha BBO3 KOHKPETHOW NMapTUKU 3aperncTpuMpoBaHHbIX U (MNN) HE3apEerncTPUPOBAHHBIX JIEKAapCTBEHHbIX
CpeAcTB, npedHas3HayeHHbIX AN NPoBeAeHUs KIMHUYECKMX WCCNedoBaHUM NeKapCTBEHHbIX npenapartos,
npoBefeHUa 3SKCMepTu3bl IeKapCTBEHHbIX CPeAcTB [Ans  OCYLECTBNEHWs roCcydapCTBEHHOW perncrpauum
neKkapcTBEHHbIX MpenapaTtoB Unu Ans okasaHus MeAUMUMHCKON NMOMOLLW MO XMU3HEHHbIM NoKa3aHUsM KOHKPETHOro
naumeHTa nMbo o6 oTkase B Bbldaye yKa3aHHOro paspeLleHus Mpou3BOAATCHA B CPOK, HE MpeBbILAWNA NATH
paboumnx aHen. lNnaTa 3a Bblgavy ykazaHHOro paspeLleHns He B3nmaeTcs.

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

4. B Poccumckyto ®efepaLmio MOXXHO BBO3UTb feKapCTBEHHbIE CPEACTBA, Ka4eCTBO KOTOPbLIX NOATBEPXOEHO
cepTudmnKaToM MNPOU3BOAUTENST  JIEKAPCTBEHHBIX CPEACTB, YOOCTOBEPSOWMM  COOTBETCTBME  BBO3UMbIX
NeKapCTBEHHbIX cpeacTB TpeboBaHuAM bapmMakonenHbix ctaten nNnbo B crnydyae KX OTCYTCTBMS HOPMaTMBHOW
OOKYMeHTauun nnm HoOpMaTUBHOIO JOKYMEHTA.

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

5. Banpewaetca BBo3 B Poccuiickyto ®depepaunio ¢anbCUdULUMPOBaHHLIX eKapCTBEHHbIX CPeacTB,
He06pOoKa4YeCTBEHHbIX NIEKAPCTBEHHBLIX CPEeACTB, KOHTpadaKTHbIX JIEKAPCTBEHHbLIX CPEACTB.

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

6. PanbcMdpuUUNPOBaHHbIE NEKAPCTBEHHbIE CPEACTBA, HeLOOPOKAYeCTBEHHbIE JlEKAPCTBEHHbIE CPeACTBa
nognexaT U3bSATUI0 M NOCMeaylLWweMy YHUUTOXEHNIO UK BbiBO3Y n3 Poccunckon ®egepauun, koHTpadakTHbIe
NeKapCTBEHHbIe CpeAcTBa - U3BATUIO U NOCneayloWeMy YHUMTOXEHMUIO. YHUYTOXEHNE unu BbIBO3 13 Poccunckon
depepauymun panbcnrLMpPoOBaHHbLIX NEKAPCTBEHHBLIX CPEeACTB, HEAOOPOKA4YEeCTBEHHbIX JIEKAPCTBEHHbIX CPeacTB,
KOHTpaaKTHbIX JIEKapCTBEHHbLIX CPEACTB OCYLLECTBNAETCS 3a CYET IMua, OCYLLEeCTBMBLUEro Mx BBO3. [Mopsgok
YHUUTOXEHNS U3bATLIX hanbCuLMPOBaHHbIX NIEKAPCTBEHHBIX CPEACTB, HeJ0OPOKAYECTBEHHBIX JIEKAPCTBEHHbIX
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CPeAcCTB, KOHTpadaKTHLIX NIEKAPCTBEHHbLIX CPeACTB ycTaHaBnmBaeTcs NpasuTtensctBom Poccuiickon ®epepaumn.
(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-3)

7. Jlnua, ocyuwecTensawowmne BBo3 B Poccuinckyto Pepepaunto hanbCUPULMPOBAHHBIX JleKapCTBEHHbIX
CcpeacTB, HeaobpoKayeCTBEHHbIX NEKApPCTBEHHbIX CPEACTB, KOHTpPaakTHbIX MEeKapCTBEHHbIX CPeaCcTB, HecyT
OTBETCTBEHHOCTb B COOTBETCTBUM C TaMOXEHHbIM 3aKOHOOATENbCTBOM TaMOXEHHOro coksa U (Mnu)
3akoHoaaTenscTBoM Poccuickon denepaumm 0 TaMOXEHHOM Aene.

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

8. BbIBO3 nekapcTBeHHbIX cpeactB u3 Poccuiickon ®depepaumm ocyulectensietcs 6e3 npumeHeHus
OrpaHUYEeHUN,  YCTAHOBIEHHbIX TaMOXEHHbIM  3aKOHOAATENbCTBOM  TaMOXEHHOro cow3a u  (1nu)
3akoHogartenbcTBoM  Poccunckon  Pepepaumm 0 rocydapCTBEHHOM — PErynMpoBaHMU  BHELIHETOProBON
aeaTensHocTW. BbIBO3 nekapCTBEHHbIX NpenapaToB, NpeaHa3HavYeHHbIX ANs r'yMaHUTapHOW NoMoLLM (CogencTBusl)
UNM MOMOLIM MpU 4Ype3BblYalHbIX cuUTyauusx, u3 Poccunckon ®epepaumm OCyLLECTBRSETCS Ha OCHOBaHWUU
peweHus NpaButenbctBa Poccuiickon Pepepaumm nnm pelleHns opraHoB rocygapCTBEHHOM BRacTu CyObeKkToB
Poccuiickon ®enepauun 06 okaszaHUM NOMOLLM UHOCTPAHHOMY rOCy4apCTBy.

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

Cratba 48. HOpugnueckne nuua, KOTOPbIM paspelleH BBO3 NEKapCTBEHHbIX cpeacts B Poccuinckyto
depepauymio
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

JlexapcTBeHHble cpeacTtea B Poccuiickyio degepaumio MOryT BBO3UTb:
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) npou3BoAMTENN NeKapCTBEHHbIX CpPeacTB ANs uenenl CoOCTBEHHOro MpouM3BOACTBA JleKapCTBEHHbIX
CpeacTs;

2) nHocTpaHHble pas3paboTyMKM NeKapcTBEHHbIX CPEACTB U MHOCTPaHHble MPOW3BOAMTENMN NEeKapCTBEHHbIX
CPeACcTB uNW Jpyrve lopyavdeckMe nuua no MopyyveHuio paspaboTumka nekapCTBEHHOro cpeacTBa Ans
NPOBEAEHUS KNMHWYECKUX WCCregOBaHUM FeKapCTBEHHOrO npenapaTta, OCYLWEeCTBNEeHMS ToCy4apCTBEHHOW
permctpaumMm nekapCTBEHHOIO npenapaTa, BKIOYeHWs (apmaueBTUYecKOn cybcTaHuum B roCydapCTBEHHbIV
peecTp rneKapCTBEHHbIX CPEeACTB, KOHTPOMS KayecTBa NEeKapCTBEHHbIX CPEeACTB MpU Hanuyuu paspelueHuns
YyNOfIHOMOYEHHOro hegepansHOro opraHa UCNOSIHUTENbHOW BNAcT Ha BBO3 KOHKPETHOW NapTuW NeKkapCTBEHHbIX

CPeacTB.;
3) opraHusauuy onTOBOM TOProBIM JIEKAPCTBEHHLIMU CPeACTBaMU;
4) Hay4YHoO-MccneaoBaTenbeckme opraHusaumm, obpasoBaTesibHble yupexaeHust BbICLLEro

npodgeccnoHansHoro obpasoBaHus, NPoOM3BOAUTENU NEKapCTBEHHbIX CPeACTB Ans pa3paboTku, uccrenoBaHui,
KOHTpons 6e30nacHOCTM, KayecTBa, 3(PEKTUBHOCTU fEKapCTBEHHbIX CPEeACTB MpU Hanuuuu paspeLleHus
yNONHOMOYEHHOro oefieparnbHOro opraHa UCNONHUTENBHON BNacTy;

5) mMeauMuMHCKME OpraHu3aluun, MHble yKa3aHHble B NyHKTax 1 - 4 HacTosdllen cTaTbM opraHu3auuun ang
OoKasaHus MEeOULMHCKON MOMOLLM MO XMU3HEHHbIM MOKa3aHUAM KOHKPETHOro maumeHTa npu Hanuumm paspeLueHus
YMNOJSTHOMOYEHHOro doejeparnbHOro opraHa UCMOMHUTENbHOW BNAcTW Ha BBO3 KOHKPETHOW NapTWUM NIEKAPCTBEHHOIO
npenapaTa, BblJAHHOTO B YCTAHOBMEHHOM Mopsgke B (OPME 3MNEKTPOHHOTO [AOKYMEHTa, MOANMMCAaHHOIo
3MEKTPOHHOM LUMPOBOM NOAMNNUCHIO.

Cratba 49. [okymeHTbl, npeacTaBnsieMble B TaMOXeHHble opraHbl Poccuiickon ®egepauny npu BBO3E
nekapcTBeHHbIX cpeacTts B Poccunckyto denepaumio
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1. MNpw BBO3e nekapcTBeHHbIX cpedcTB B Poccuiickyio degepaunio B TaMOXEHHble opraHbl Poccumnckon
degepaumun Hapagy C JOKYMeHTamu, NpeacTaBneHne KOTopbiX NPeaycMOTPEHO TaMOXEeHHbIM 3aKOHOA4aTENbCTBOM
TamoxeHHoro cow3a U (unu) 3akoHogaTenbCTBOM Poccuiickon ®depgepaumm O TaMOXEHHOM  Aere,
npeacTaBnsaloTCcsa cneayowme JOKYMEHTHI:

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

1) cepTudumkaT nponsBoaUTENs JEKapCTBEHHOrO CPeAcTBa, YOOCTOBEPSAILMNA COOTBETCTBME BBO3WMOIO
nekapcTBeHHoro cpeacrtsa TpeboBaHussM cpapmakoneriHo cTatbu NMbO B Criyyae ee OTCYTCTBUS HOpMaTMBHOW
OOKYMeHTaumMm unnm HopMaTUBHOIO JOKYMEHTa;

2) paspelueHve ynonHOMOYEHHOro deneparnbHOro opraHa UCMOSHUTENBHOW BNacTU Ha BBO3 KOHKPETHOM
napTum NekapcTBEHHOro cpeacTBa B Cryyasx, YCTAHOBMEHHbIX YacTblo 3 ctaTtbu 47 Hactosiwero ®egepansHOro
3aKoHa.

2. [lokymeHTbl, yKasaHHble B NyHKTax 1 n 2 yactu 1 HacTosiwen crtatbi, NPeacTaBNATCA B TAMOXEHHbIE
opraHbl Poccuiickon ®egepauun npu npubbiTum nekapcTBeHHbIX cpeacTs B Poccuiickyo degepaumio.

(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-903)
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Cratba 50. BB03 nekapcTBeHHbIX npenapatoB B Poccunckyto ®egepaunto Ansi IMYHONO MCMOSb30BaHUSA U
WHbIX HEKOMMEPYECKNX Lienen
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. JlekapcTBeHHbIE NpenapaTbl MOryT 6biTb BBe3eHbl B Poccuiickyio ®enepaunio 6e3 yyeta tpebosaHun,
nNpeaycMOTPEHHbIX YacTamu 1 - 4 ctaTten 47, ctatbamun 48 n 49 Hactoswero deaepanbHOro 3akoHa, ecrnv OHu
npegHasHayeHbl ons:

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

1) NU4HOro ncnonb3oBaHUs prsmdecknMmn nuuamm, NpubsiBLWMMKN B Poccunckyto Penepauuio;
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

2) ncnonb3oBaHWs pabOTHMKAMKU OUNNIOMaTUYECKOro Kopryca Wnu npeacTtaBUTENsSMN MeXOyHapOAHbIX
opraHmMsaunn, akkpeauToBaHHbIX B Poccuiickon ®epepaunu;

3) NedeHus naccaxuMpoB WU YIIEHOB 3KMMaXeWw TPaHCMOPTHbIX CpeacTB, noe3gHbix Gpurag v BoguTenen
TpaHCNOPTHbIX cpeacTs, NpubbIBLLMX B Poccuiickyto egepaunto;

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

4) neyeHUs YYaCTHUKOB MEXOYHAPOLHbIX KYMNbTYPHbIX, CMOPTUBHbLIX MEPOMPUATUA U Y4aCTHUKOB
MEXOYHapPOAHbIX 3KCNeaAnLni;

5) neyeHnss KOHKPETHBIX XXMBOTHbLIX B 300MapKax, a Takke XUBOTHbIX, BBO3UMbIX B Poccuiickyto denepanmio
ONS y4acTus B CNOPTUBHBIX M 3PENTULLHBIX MEPOMPUATUSX.

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

2. B cny4yasix, npedyCcMOTpeHHbIX 4acTbio 1 HacTosillen cTaTbk, JonyckaeTcs BBO3 B Poccuiickyto
depnepaumio nekapCcTBEHHbIX NPeNapaToB, He 3aperncTpupoBaHHbIX B Poccuickon ®egepaunn.
(B peq. ®enepansHoro 3akoHa ot 06.12.2011 N 409-03)

3. JlekapcTBeHHbIE Npenaparbl, NpegHas3HavYeHHble AN 'YMaHUTapHOW NOMOLLM (COAENCTBUS) UM NMOMOLLN
npyM 4pesBblHalHbIX CUTyauusix, BBO3ATCS B Poccuiickyto ®egepaunio B MNopsigke,  YCTAHOBIIEHHOM
MNpaBnTENLCTBOM Poccuinckon depepauymum. 3anpellaetcs BBO3 B Poccunckyto depepauymio
He3aperMcTpMpoBaHHbIX JFIEKAPCTBEHHbLIX MpenapatoB, MpeAHasHaYeHHbIX AN TYMaHUTApHOW  MOMOLLM
(copencTBmst) N NOMOLLIM MPU Ype3BblYaNHbIX CUTYaLMsX.

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

Cratba 51. CoTpyaHMyecTBO hefieparnbHOro opraHa UCMONTHUTENbHOM BNACTK, YNOMTHOMOYEHHOro B o6ractu
TaMOXEHHOro Aerna, u Apyrux yrnonHOMOYEHHbIX dhefepanbHbIX OpraHoB UCMOMHUTENbHOM BracTu

1. YnonHomoueHHble deaepanbHble OpraHbl UCMOMHUTENbHOW BracTM MPedoCTaBnsloT B pacnopsikeHue
degepanbHOro opraHa WCMOMHWUTENbHOW  BriacTW, YNOMHOMOYEHHOro B 06racT  TaMOXEHHOro fAena,
rocyfapCTBEHHbI peecTp fNeKkapCTBEHHbIX CPEACTB, a Takke MHOPMAaLUIO O BblAaHHbLIX paspeLleHnsXx Ha BBO3
KOHKPETHOW MapTuUM NEeKapCTBEHHbIX CPEeACTB B Cry4vasiX, YCTaHOBMEHHbIX 4acTblo 3 cTaTbh 47 HacTosLero
denepanbHOro 3akoHa.

2. ®epepanbHbli OpraH WCMOMHUTENbHOW BracTu, YMOMHOMOYEHHbI B 0OMacTM TaMOXEHHOro Aena,
MHPOPMUPYET YyKa3aHHble B YacTu 1 HacTosilen cTaTbM YNOJNIHOMOYEHHble dedepanbHble OpraHbl
MCMONMHUTENBbHOW BNAacTu O BBO3e NEKapCTBEHHbIX CpeAcTB B Poccuiickyto ®egepaunio n BbIBO3€ JIEKAPCTBEHHbIX
cpeactes m3 Poccuiickon depgepaumm no dopme M B NOpsigke, KOTOpble YCTaHOBMEHbl [1paBUTENbCTBOM
Poccuiickon ®epepauuu.

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

Mnasa 10. PAPMALEEBTUYECKAA OEATENIbHOCTDb
CraTbsa 52. OcyuwecTtBneHune apmaueBTUYeCcKon AeATENbHOCTH

1. ®dapmaueBTMyeckass  [OeATENbHOCTb  OCYLLECTBMSETCA  opraHuM3auuMsMM  ONTOBOWM  TOProBmu
nekapCcTBEHHbIMM CPeACcTBamMW, anTeYHbIMU OpraHu3auusMn, BeTEepUHapHbIMW anTeYHbIMW OpraHU3auusaMu,
NHAMBMAYanbHbIMW  MPEAnpPYHUMATENSMMY, WMMEWUMN  MULEH3NK0 Ha dapMaueBTUYECKYl0 AeATerNbHOCTb,
MEAMUMHCKUMW  OpraHuM3auusamMn, MUMEeLWUMU JUMLEH3NI0 Ha (apMaueBTUYeCKylo OedATeNbHOCTb, M UX
o6ocobrneHHbIMM  NogpasgeneHnaMy  (ambynatopusamu,  denbawepckumMm 1M penballepcKo-aKkyLepckuMu
nyHKTamu, UeHTpamu (oTaeneHusimu) obuien BpavyebHOW (CEeMENHOMN) MPaKTUKK), PacroSIOKEHHBIMU B CEMbCKNUX
MOCeneHunsix, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHu3auun, U BeTepUHapHbIMM OpPraHu3auvsmMu, UMeLUMn
NVLEH3NI0 Ha hapMaLeBTUYECKYI0 AeATENbHOCTb.

2. ®dusnyeckme nuua MoryT OCyLecTBAATbL papMaueBTUYECKY0 AeATENbHOCTb NPY HaNU4YMKn BbICLLEro Unn
cpegHero dapmaueBTMdeckoro obpasoBaHWs U cepTudpmkata chneumanucTa, BbICWIETO WU CPedHero
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BETEpPUHAPHOro obpasoBaHus U cepTudmkata crneuuanucta, a Takke BbICLIErOo WM CpeaHero MeauuUHCKOro
obpasoBaHus, ceptudmkaTa crneuuanucta U AOMOSIHUTENbHOrO NpPodeccMoHanbHOro obpa3oBaHMs B 4acTu
PO3HMYHOW TOProBIM NIEKAPCTBEHHBLIMU NpenapaTamMu Npu ycrioBum ux paboTtbl B 000COONEHHBLIX NoapasaeneHunsx
MEeAMLIMHCKMX OpraHn3aLnin, ykadaHHbIX B YacTu 1 HAcTosLLEN CTaTbu.

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

Cratba 53. [lpogaxa, nepefada neKapCTBEHHbIX CPeACTB OpraHu3auusiMu  OMNTOBOW  TOProBnuv
NeKkapCTBEHHLIMU CpeacTBaMm

OpraHusaumy ONTOBOW TOPrOBMM  NEKAPCTBEHHbIMW CPedcTBaMWM  MOFYT  OCYLLECTBMNATb  Npogdaxy
NeKapcTBeHHbIX CPEACTB MMM nepefdaBaTb MX B YCTAHOBNEHHOM 3akoHogaTernbcTBOM Poccuiickont depepaunu
nopsigke:

1) ApyrMM opraHm3aunsiM OnTOBOW TOProBNN NIEKAPCTBEHHLIMU CPEACTBaMU;

2) Npon3BOANTENSAM NIEKAPCTBEHHBLIX CPEACTB ANS Lenei Npou3BoACTBa NEKAPCTBEHHbLIX CPEACTE;

3) anTeyHbIM opraHM3aumnsM U BETEPUHAPHBLIM anTeYHbIM OpraHM3aumsiv;

4) Hay4HO-MCcCcneaoBaTENbCKMM OpraHM3aumnsaM Ans HayyHo-uccneaoBaTenbcko paboThi;

5) nHoMBuayanbHbIM NpeanpuHMMaTensmM, UMeLWUM NULEH3NI0 Ha dhapMaLEBTUYECKYO AEATENbHOCTb UMK
TNULEH3NI0 HAa MEeQULIMHCKYIO OeSTENbHOCTb;

6) MeauLMHCKUM opraH13aLusiM, BeTepUHapPHbIM OpraHn3auusm;

7) opraHu3saumsiM, OCYLLECTBNAIOWUM pa3BedeHNe, BbipallMBaHNe U CoaepKaHNe XXUBOTHBbIX.

CtaTtbs 54. [MpaBnna onToBOW TOProBn NekapcTBEHHbLIMU CpeacTBaMU

OntoBas TOProBnA nexKkapcTtBeHHbIMU CcpeancTtBaMn OCYLUECTBIAETCA MNpoun3BOoOUTENAMU NEKapCTBEHHbIX
cpeancTtB un opraHunsaunamu OMNTOBOWN TOproeJin nekKkapCTBeHHbIMKU cpenctBaMn Mno rnpasuiam, yTBepXOeHHbIM
cooTBeTCcTBYHOLLMMU YNOJTHOMOYEHHbIMUA d’)eﬂ,epaﬂbelMM OopraHamu NCMONHUTENbHON BNacTu.

CraTbs 55. [Nopsagok po3HMYHON TOProBW fIeKapCTBEHHbIMY NpenapaTamMm

1. Po3HM4Hasa TOProBnis fiekapCTBEHHbIMU MpenapataMmy B KONMYECTBax, HEOOXOAMMbIX OS1S BbIMNOSTHEHMWS
BpayebHbIX (henbalepcknx) HasHAYeHUMn WM Has3Ha4YeHWn cneuManucToB B obrnactu  BeTepuHapuu,
OCYLLECTBMNAETCH anTeYHbIMU OpraHn3auusiMy, BETEPUHAPHBIMWU anTeYHbIMU OpraHM3auusiMy, MHOUBUAYaNbHbIMM
npegnpuHUMaTensMy, UMEWMMU  NULEH3NI0  Ha  dapMaueBTUYECKylD  OeSATEeNbHOCTb,  MEAULMHCKUMMN
opraHmsaumsamMu, UMEeLWMMU FMUUEH3NI0 Ha dapMaueBTUYeCKylo AeaTenbHoCTb, M X 060Co6reHHbIMU
nogpasgenexHmammn (ambynatopusmu, denbawepckuMmm 1 denbalepcko-akywepckMMmM MyHKTaMu, LeHTpamu
(oToeneHuamu) oben BpadebHOM (CEMENHOW) NPakTUKK), pacnonOXeHHbIMU B CEMbCKUX MOCENEHUSIX, B KOTOPbIX
OTCYTCTBYIOT anTeyHble oOpraHu3aumMu, W BeTEepUHapHbIMKM  OpraHM3aumsaMu, UMeWMMM MULEH3UI0  Ha
dhapmaLeBTMYeCKyl0 AesaTenbHOCTb. PaspelueHa po3HMYHAs TOProBrisi TONbKO fEeKapCTBEHHbIMW MpenapaTtamu,
3apermctpupoBaHHbiMn B Poccuiickon ®epepaumn  unu - U3rOoTOBMEHHBIMM - @anTeYHbIMU  OpraHM3aunsiMu,
BETEPVHAPHLIMU anTEeYHbIMW OpraHM3aunsMu, UHANBUAYaNbHLIMW MPeanpUHUMATENSIMU, UMEKLUMU NINLLEH3UIO
Ha papMaLeBTUYECKYO OeATENbHOCTb.

2. Buagpl anTeuHbiXx OpraHu3auuin u npaBuna OTMYCKa NeKapCTBEHHbIX MpenapatoB AN MeOULUHCKOro
NMPUMEHEHMST anTeYHbIMW OpraHn3aunsaMn, UHAMBUAYaNbHbIMWA MPEANPUHUMATENSAMU, UMEKOLUMUN JIMLEH3NIO Ha
hapmaLeBTMYEeCKY0 AesaTeNnbHOCTb, a Takke npasuia OTrnycka NeKapCTBEHHbIX NpenapaTtoB A8 MEeAULMHCKOro
NPUMEHEeHUs MeAMLUHCKMMU OpraHu3aunsaMu, UMeoLLMMN NIMLEH3NI0 HAa hapMaLeBTUYECKYI0 AeaTenbHOCTb, U KX
obocobneHHbIMM  nogpasgeneHvamun  (ambynatopusiMu,  denbalepckumMmn 1 penbalepcKo-akyLepCKumMm
nyHKTamu, ueHTpamu (oTaeneHusmu) obuien BpavyebHOW (CEeMENHON) MPaKTUKK), PacrnoNIOKEHHBIMA B CEMbCKUX
NoCeneHunsix, B KOTOPbIX OTCYTCTBYIOT anTeyHble opraHu3auumn, yTBEPXAarTCa YNonHOMOYEHHbIM (heaepanbHbiM
OpraHoM UCMOMHUTENBHOW BracTu.

3. MNMpaBnna oTnycka HAapKOTUYECKMX CPELCTB W MCUXOTPOMHbIX BELLECTB, 3aperncTpMpoBaHHbIX B KadecTBe
NeKapCTBEHHbIX MNPEenapaToB, [EeKapCTBEHHbIX MpenapaToB, COAEpXallMx HapKOTUYecKMe cpeacrea MU
MCUXOTPOMHbIE BELLECTBA, YTBEPXKAATCA YNONTHOMOYEHHbLIM hefiepanbHbIM OpPraHoM UCMOMHUTENBHOW BRAcTu No
cornacoBaHuto ¢ cegepanbHbIM OpPraHoM WUCMOSNTHUTENBHOW BRAacTU, OCYLLECTBASIOWNMM YHKLMKU MO BbipaboTke
rocygapCTBEHHON MOMUTUKM, HOPMATUBHO-NPaBOBOMY PErynMpoBaHuio, KOHTPOMK U Hag3opy B cdepe obopoTa
HapKOTMYECKMX CPeacTB, MCUXOTPOMHbLIX BELLECTB U MX MPEKYPCOPOB, a Takke B obnactM npoTUBOLAENCTBUSA KX
He3aKoOHHOMY 060pOoTY.

4. JlekapcTBeHHble MpenapaTtbl ANs BETEepPUHApPHOrO MPUMEHEeHUs noanexaT OTMYCKy BeTepuHapHbIMM
anTeYHbIMX  OpraHM3auusMy, BETEPUHAPHbIMKM  OpraHM3auusMu, WHAMBUAYalNbHbIMW  MpegnpuHUMaTensamu,
UMELUMU NULLEH3NI0 Ha hapMaLeBTMYECKYI0 AeATeNnbHOCTb. [1paBuna oTnycka nekapcTBEHHbIX NpenapaTos Ang
BETEPMHAPHOIO NMPUMEHEHNS YyTBEPXKOaTCS YNONHOMOYEHHbBIM dhedeparibHbIM OPraHOM UCMONTHUTENbHOW BNacTy.
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5. lNepeyvyeHb MeANLNMHCKUX OpraHM3aunin, UMeLWKnX NMUEH3N0 Ha dhapMaLeBTUYECKYIO AeATeNbHOCTb, N KX
000cobneHHbIX nogpasgeneHuii (ambynatopuin, enbawepckux U enbalepcKo-aKyLepCKnX MyHKTOB, LEHTPOB
(oToeneHnin) obwiert BpayebHOM (CEMEWHON) NPaKTUMKKW), PAaCMOSIOKEHHbIX B CENbCKUX MOCENEHUsIX, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHuM3auuu, a Takke MepedeHb feKapCTBEHHbIX MpenapaToB (3a WCKMYeHUEM
HapKOTUYECKUX NEKapCTBEHHbIX MpenapaToB U MCUXOTPOMHbIX NEKapCTBEHHbLIX MpenapaToB), NpoAaxa KOoTopbiX
MOXET  OCYLLUEeCTBMAATLCA  yKasaHHbIMM  OpraHusauuamMum u  uMx  06ocobreHHbIMK  noapasgeneHnsamu,
yCTaHaBnMBaKTCA opraHaMmn UCNOMNHUTENbHON BNacTn cydbekToB Poccuiickon deaepaumu.

6. AnTeuHble opraHuszauuv, WHAMBUAYyanbHble  NpeanpvHMMaTteny, UMellMe  NUUEH3NK  Ha
dapmMaLeBTUYECKYID AesaATenbHOCTb, 00a3aHbl 0becneynBaTb YCTaHOBIIEHHbIA YMOMHOMOYEHHbIM heaepanbHbIM
OpraHoM MCMOJSTHWUTENBHOW BNAacTM MUHUMAarbHbIA aCCOPTUMEHT NEKapCTBEHHbIX NpenapaToB, HEOOXOAMMbIX AN
OoKasaHuWst MeQULUHCKON MOMOLLN.

7. AnTeyHble oOpraHu3auuMv, UHAMBUOyanbHble  MPeanpuHUMAaTteny, WUMeKLWue  NULEH3NI0  Ha
dhapmaLeBTUHECKYIO AeATENbHOCTb, HapA4y C JeKapCTBEHHbIMM NpenapaTtaMmyM MMeT npaBo npuobpeTtatb U
npogasaTb U3genus MeAWLUMHCKOro HasHayeHusl, Ae3nHduumpyowmne cpeactea, npegMeTsl U cpeacTBa JIMYHOW
rMrMeHsl, nocyay Ons MeauUMHCKUX Lenen, npegMeThl U cpecTBa, NpegHasHadeHHble Ansa yxoaa 3a 60MnbHbIMY,
HOBOPOXAEHHBIMU U AETbMU, HE OOCTUIUMMKU BO3pacTa Tpex IeT, OYKOBYIH OMTMKY U CpeacTBa yxoAda 3a Hen,
MUHepanbHble BOAbl, MPOAYKTbI NIe4ebHOro, AeTCKOro U AMETUYECKOro NuTaHns, Guonornyeckn aktmeHble aobasku,
napgoMepHble 1 KOCMETUYECKNE CPEeACTBa, MEOULMHCKAE U CaHUTAPHO-NPOCBETUTENbHBIE NeYaTHble M34aHus,
npeaHasHadeHHble Ana nponaraHabl 300poBoro obpasa XuUsHu.

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

8. [eaTenbHOCTb anTeyHbix opraHusauun BoopyxeHHbix Cun Poccuiickon ®epepauuun, Apyrux BOWCK,
BOMHCKMX (DOPMMPOBaHUI M OpPraHoB, B KOTOPbIX 3akoHoAaTenbcTBoMm Poccuiickon depepaunm npegycMoTpeHo
NPOXOXOEHNE BOEHHOW WU MPaABOOXPAHUTENBHON CNyxObl, pernameHTUpyeTcs Hactoswmm PepepanbHbIM
3aKOHOM U YTBEPXOEHHbIMU COOTBETCTBYOLWMMM deaepanbHbiMM  OpraHaMyM  UCMOMHUTESNBbHOW  BMacTy
nonoxeHnsiMm. KoHTponb 3a coOMogeHNeM yKaszaHHbIMM anTeYHbIMUM OpraHmn3auusiMy NONOXEHUA HacTOSLLEro
denepanbHOro 3akoHa OCYLLECTBISAETCS COOTBETCTBYWOLWMMM deaeparnbHbiMM - OpraHamu  UCMOSTHUTENBHON
BNacTu.

Crtatba 56. N3roToBneHne n oTnycK fiekapCTBEHHbIX NMpenapaToB

1. N3roToBneHne nekapcTBEHHbIX MpenapaTtoB anTeYHbIMU OpraHu3auvsmMu, BeTEPUHAPHBIMU anTeYHbIMU
opraHmsauvsamMu, WHAMBUAYaNbHbIMW MPEANPUHUMATENAMU, VMEKLWUMN NMLEH3NI0 Ha apmaueBTUYECKyto
OeaTenbHOCTb, OCYLLECTBNSAETCA MO peLentaM Ha fekapcTBEHHble npenapatbl, No TpeboBaHUAM MeAULMHCKUX
opraHusauui, BeTEepUHapHbIX OpraHmMsauuMi B COOTBETCTBUM C NpaBuMnaMm U3rOTOBMEHUS U OTNycka
NeKapCcTBEHHbIX MpenapaToB, YTBEPXOAEHHbIMU YNONMHOMOYEHHbIM defeparnbHbiM  OpraHoOM  UCMONHUTENbLHOM
BNacTu.

2. TlpyM WU3roTOBNEHUU neEKapCTBEHHbIX nNpenapaTtoB anTedHbiMUM OpraHu3auus My, BeTepUHapHbIMU
anTeYyHbIMM  OpraHusaumsamn,  UHAUBMAYyanNbHbIMWM  MpeanpUHUMATENAMKM,  MMEKLWUMUA  MULEH3UIO  Ha
apmaLeBTUYECKYID  OeATeNnbHOCTb,  UCMonb3yloTcs  hapmaueBTUYeckne  cybcTaHuuW,  BKITHOYEHHbIE
COOTBETCTBEHHO B TOCYAApPCTBEHHbI PEECTp IeKapCTBEHHbIX CPEACTB AOS1 MEAWLUMHCKOrO MNPUMEHEHNUS W
rocyapCTBEHHbIV PEECTP NIEKAPCTBEHHbBIX CPEACTB AN BETEPUHAPHOrO MPUMEHEHUS B YCTAaHOBMEHHOM MOpsiaKe.
He ponyckaeTcsa W3roToBrieHWe anTeYHbIMU OpraHu3aumsiMuM, BETEPMHApPHbIMW anTeYHbIMU OpraHM3auusmMu,
WHAMBUAOYANbHBIMW  MpeanpuHUMaTensaMu, UMELWMMN  JIMUEH3NI0 Ha apMaueBTUYECKY0 OeATEeNbHOCTb,
neKkapcTBEHHbIX NpenapaToB, 3aperncTpmpoBaHHbix B Poccuickon degepaumn.

3. MapkupoBka nekapcTBeHHbIX NpenapaToB, M3roTOBMEHHbIX anTeYHbIMU OpraHM3aumsaMu, BETepUHapHbIMU
anTeYyHbIMM  OpraHusaumMsaMn,  UHAUBMAYyaNbHbIMKM  MpeanpUHUMATENAMKM,  MMEKLWUMUA  MULEH3NI0  Ha
dapMaLEeBTUYECKYIOD AeATENbHOCTb, U OPOPMMEHME TaKMX MnpenapaToB AOIMKHbI COOTBETCTBOBAaTb MpaBuriam,
YKa3aHHbIM B YacTu 1 HacToALEen CTaTbu.

4. AnTeyHble opraHu3auuu, BeTepUHapHbIE anTeyHble opraHun3auuv, UHAVBMAYanNbHbIE NpeanpuHUMaTenu,
UMeloLne NULIEH3NI0 Ha hapMaLeBTUYECKYD AeATENbHOCTb, HECYT OTBETCTBEHHOCTb 3a HECOOMOAEHNE NpaBun
M3roTOBMEHNST M OTNyCKa JeKapCTBEHHbIX MNpenapaTtoB B COOTBETCTBMU C 3aKOHOAATENbCTBOM Poccuickom
deagepaumm.

Cratbs 57. 3anpelleHne npogaxm danbcnduULMpoOBaHHbIX NneKapCTBEHHbIX CcpencTs,
He06poKa4YeCTBEHHbIX NIEKAPCTBEHHBLIX CPEACTB, KOHTPA(aKTHbIX JIEKAPCTBEHHbLIX CPEACTB

Mpogaxka anbCUPULMPOBaHHLIX JeKapCTBEHHbIX CpeacTs, HeAobpoKayecTBEHHbIX JeKapCTBEHHbIX
cpencTB, KOHTpadakTHbIX NNEeKapCTBEHHbLIX CPeACcTB 3anpeLlaeTcs.

Cratbsa 58. XpaHeHune nekapcTBEHHbIX CPEACTB
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1. XpaHeHue IneKkapCTBEHHbIX CPEACTB OCYLUECTBSETCS MNPOU3BOAUTENSMU JIEKAPCTBEHHbIX CpeacTs,
OpraHusaumsiMm ONMTOBOW TOProBIfW JIEKAPCTBEHHBLIMU CPeACTBaAMM, anTe4YHbIMU OpraHn3aunsiMm, BeTepuHapHbIMU
anTeYyHbIMKM  OpraHusaumsamn,  UHAUBMAYyaNbHbIMKA  MpeAnpUHUMATENAMKM,  UMMEKLWUMUA  MULEH3UI0  Ha
dapmMaLeBTUYECKYD OeATEeNbHOCTb UMW  NUUEH3UK0  Ha  MEeOUUMHCKYI OeATeNnbHOCTb, MeaULMHCKUMU
opraHusaumsiMn, BeTEepUHAPHbIMU OpraHu3aunsMm 1 UHbIMU OpraHM3auusMun, OCyLLEeCTBRSWNMKU obpalleHne
NeKapCTBEHHbIX CPeacTB.

2. lpaBuna xpaHeHUs NeKapCTBEHHbIX CPeacTB YTBEPXAATCA COOTBETCTBYHOLUMM YNOMHOMOYEHHbIM
deaeparnbHbIM OpraHoM UCMONHUTENBHON BNACTU.

3. XpaHeHMe HapKOTUYECKMX JeKapCTBEHHbIX CPeAcTB, [MCUXOTPOMHbIX JIEKAPCTBEHHbIX CPEACTB,
pagnodapmMaLeBTUYECKNX NEKapCTBEHHbIX CPeaCTB OCYLECTBISIETC B COOTBETCTBUM C 3aKOHOO4ATEIIbCTBOM
Poccuinckon ®egepaumn.

Mnasa 11. YHUYTOXEHUE NEKAPCTBEHHbIX CPEOCTB
CraTbsa 59. OCHOBaHUA 1 NOPAOOK YHUUTOXEHWS NeKapCTBEHHbIX CPEACTB

1. HepobpokayecTBeHHblE NEKapCTBEHHbIE CPeAcTBa, dhanbCuMLMpoBaHHbIE NEKAPCTBEHHbIE CpeacTBa
noanexar M3bATUIO U3 TPaKOAHCKOro 0b6opoTa M YHUUTOXEHMIO B MOPsSiAKe, YCTAHOBMNEHHOM [lpaBuMTEnbLCTBOM
Poccuiickon ®epepauun. OCHOBaHMEM [ONS1  YHUUTOXEHMST JIEKAPCTBEHHbIX CPEACTB SABMSETCA peLleHue
BnagenbLa NeKapCTBEHHbIX CPeACTB, pelleHMe COOTBETCTBYHOLLErO YMNOSIHOMOYEHHOro dieaepanbHOro opraHa
WCNONHUTENBHOW BNACTU UMK peLleHne cyaa.

2. KoHTpadakTHble neKkapCTBEHHble CpeAcTBa noanexar WU3bATUI0 U3 rpaxaaHckoro obopoTta u
YHUUYTOXEHNIO MO peweHno cyda. [lopaaok  YHUUTOXEHUS  KOHTpadhakTHbIX NeKapCTBEHHbIX CPeacTB
ycTaHaBnuBaetcs NpaButensctsoM Poccuinckon deaepaumn.

3. Pacxopgpl, CBA3aHHbIE C YHUUYTOXEHNEM KOHTPadaKTHbIX JIEKApPCTBEHHbLIX CPEACTB, HEL4OOPOKAYECTBEHHbIX
NeKapCTBEHHbIX CpeacTs, hanbcndunuMpoBaHHbIX IEKAPCTBEHHbLIX CPEACTB, BO3MELLAOTCS UX BNagesnbLeM.

4. Brnapgeney, nekapCTBEHHbIX CPeACTB OOIMKEH npeacTtaBuTb B YNONMHOMOYEHHLIM dpedeparnbHbii opraH
NCMOMHUTENBHON BRAacTU OOKYMEHT UMW 3aBEPEHHYI0 B YCTaHOBMEHHOM MOpSAKe ero Konuio, noaTeepparolime
haKkT YHUUTOXEHNSA NEeKapCTBEHHbIX CPEACTB.

5. CoOTBETCTBYHOLMIA YMNOIHOMOYEHHbIN heaepanbHbIi OpraH WCMOSTHUTENbHOW BMacTW, NPUHSIBLLWIA
pelueHne 06 YHUUTOXEHUMN NTEKAPCTBEHHbIX CPEACTB, OCYLLIECTBMSET KOHTPOSIb 32 UX YHUUTOXEHUEM.

6. YHNUYTOXEHNe nekapCTBEHHbIX CPeacTB MPOM3BOAUTCS OpraHM3auusmMu, UMELMMU COOTBETCTBYIOLLYIO
NUUEH3NIO, Ha cneumansHO o060pyaoBaHHBLIX MMoWaAkax, MonuMroHax M B cneunansHO 060pyaOBaHHbIX
nomelleHuax c cobniogeHvem TpeboBaHuM B obnactu oOxpaHbl OKpyXalllen cpefbl B COOTBETCTBUM C
3akoHogaTtenbcTBoM Poccuinckon degepauun.

7. HapkoTnuyeckne NeKapcTBEHHble cpencrtaa, NCUXOTPOMHbIE NeKapCTBEHHbIEe cpencrtBea,
pagnodapmaLeBTUYECKE NEeKapCTBEHHbIE CPeACTBa YHWUTOXAKTCA B COOTBETCTBUM C 3aKOHOL4ATENbCTBOM
Poccuinckon ®egepaumn.

Mnaea 12. FOCYOAPCTBEHHOE PEIYJIMPOBAHUE LIEH
HA NEKAPCTBEHHbIE MPEMNAPATbI ANA MEOULUMHCKOIO NPMMEHEHUA

Ctatba 60. [ocygapcCTBEHHOE perynupoBaHMe LIEH Ha NekapcTBEHHble npenapartbl ANs MeAWLMHCKOro
NpUMeHeHus

Focy,qapCTBeHHoe perynupoBaHune uUeH Ha nekKapCTBeHHble npenapatbl Ana MeauumHCKOro npuMeHeHusa
oCyLLecTBMngeTcs NocpecTBOM:

1) yTBEPXKOEHUST MNEPEYHST >KUBHEHHO HeobXOOMMbIX W BaXHEWWMX FeKapCTBEHHbIX Npenapartos,
BKIIOYEHHBIX B TAKOW NepeyeHb Nof MexayHapoAHbIMU HENATEHTOBAHHLIMU UM XUMUYECKMMWU HAUMEHOBaHUAMMN
N COOTBETCTBYIOLLMX CNEeAYOLWUM KPUTEPUAM:

a) MpUMeHeHMe KOHKPETHOro reKapCTBEHHOro npenapaTta Ans AWarHoCTUKM, NPOMUNAKTUKK, nevYeHus
3aboneBaHui, B TOM 4ucrne npeobnagatolimx B CTPyKType 3abonesaemocTtu B Poccuickon denepaunm;

6) NpeMMyLLecTBO KOHKPETHOrO feKapCTBEHHOro npenaparta rno CpaBHEHMIO C OPYrMMU JleKapCTBEHHbIMU
npenapaTamu npu onpeaerneHHblx 3aboneBaHuun, CUHOPOME UMW KMUHUYECKOW CUTyaLuu;

B) TepaneBTUYECKAs IKBMBAIIEHTHOCTb KOHKPETHOIO JIEKAPCTBEHHOrO npenaparta JieKapCTBEHHbIM
npenapaTtam cO CXOXUM MeXaHu3MOM papMaKkororm4eckoro 4encTBus;

2) yTBEpXOEeHUS METOAMKW YCTaHOBMEHWS MPOM3BOAMTENSIMU MEKapCTBEHHbIX NpenapaToB npeaenbHbIX
OTNYCKHbIX LUEeH Ha JleKapCTBEeHHbIe npenapaTbl, BKIO4YEeHHbIEe B nNepevyeHb XXU3HEHHO HeO6XO.lJ.I/IMblx N BaXKHENLUMX
nekapcTBeHHbIX Npenaparos;
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3) rocynapCTBEHHOW perucTpauum YCTAHOBSIEHHbIX MPOM3BOAUTENSMW FEKApCTBEHHbLIX MpenapaTtoB
npeAenbHbIX OTMYCKHbIX LIEH HAa NEKapCTBEHHbIE Npenaparbl, BKIIFOYEHHbIE B NEPEeYeHb XN3HEHHO HEOOXOANMBIX U
BaXKHEMLUNX FleKapCTBEHHbIX NpenapaTos;

4) BeoeHNs rocyfapCTBEHHOro peecTpa npefenbHbiX OTMNYCKHbIX LIeH MPOU3BOAUTENEN Ha NeKapCTBEHHbIE
npenapaTbl, BKNIOYEHHbIE B NepeYveHb XN3HEHHO HEOBXOAMMBIX U BaXKHEWLLMX NEeKapCTBEHHbIX NpenapaTos;

5) yTBEpXAEHUS METOAMKU YCTaHOBMNEHWS OpraHamu WCMNOMHUTENbHOM BnactTu cybbekToB Poccuimckon
denepaumun npepenbHbiX pasMepoB ONTOBbIX HaabaBoK M NpedernbHbIX pPasMepoB PO3HUYHBLIX HaabaBoOK K
(PaKTUYECKMM  OTMYCKHbIM LEeHaM, YCTaHOBIEHHbIM MPOU3BOAUTENSAMU FNEKApPCTBEHHbIX MpenapaTtoB, Ha
nekapcTBeHHbIe npenapaThbl, BKIKOYEHHbIE B NepeYeHb XUSHEHHO HEOOXOAMMBIX U BaXHEMWLUMX NeKapCTBEHHbIX
npenapaTos;

6) ycTaHOBMNEHUS MpedenbHbIX PasMepoB OMNTOBbIX Hagb0aBOK W MpederibHbIX pPa3MepoB PO3HUYHBIX
HaabaBoOK K (PaKTMYECKMM OTMYCKHBIM LieHaM, YCTaHOBIIEHHbLIM NPOM3BOAMTENSMY NEKAPCTBEHHbIX NpenapaToB, Ha
neKapCTBEHHbIE Npenaparbl, BKIOYEHHbIE B NepeYeHb XM3HEHHO HEOOXOOUMBIX W BaKHEMLLMX NEKapCTBEHHbIX
npenaparos;

7) yTBEPXAEHUSI Nopsgka Bblgayv NpeanucaHvii opraHam MCNONHUTENbHOW BnacTu cyobekTtoB Poccuickom
degepaumm o0 npvBedeHMM B COOTBETCTBME C 3akoHodaTenbcTBoM Poccunckon ®Pepgepauun pelueHun o6
YCTaAHOBMEHMM NpeferibHbIX pasmMepoB ONTOBbIX HaabaBOK M nNpefenbHbiX pasMepoB PO3HUYHBLIX HagbaBoOK K
(PaKTUYECKMM  OTMYCKHbIM LE€HaM, YCTaHOBIEHHbIM MPOU3BOAUTENSAMU FEKAPCTBEHHbLIX MpenapaTtoB, Ha
rNleKapCTBEHHbIE NpenapaThbl, BKIHOYEHHbIE B MEPEYEHb XUIHEHHO HEOOXOAMMBIX U BaXXHEWLUUX NeKapCTBEHHbIX
npenapaToB, €CfnM OHU MpPUHATBHI C HapylweHMeM 3akoHogaTtenbcTBa Poccuiickon ®degepaunn, B nopsake,
ycTaHoBneHHoM lNpasuTtensctBom Poccuiickon ®epepaumu;

8) HanpaBneHus YnNorHOMOYEHHbIM bedepanbHbIM — OpraHOM  UCMOMHUTENbHOW  BMAacTM  opraHam
ucnonHuTensHon Bnactu cybbekToB Poccuiickon depepaumy npegnucaHuii 0 NpuBefeHWM B COOTBETCTBUE C
3akoHogatenbctBoM Poccunckon ®efepauum MNpUHATBIX C  HapylleHuem 3akoHofaTtenbctBa Poccuiickon
depnepaummn peleHnii 06 yCTaHOBMNEHUU MPELENbHbIX Pa3MepoB OMTOBbLIX HA40ABOK U MpeferibHbIX pa3MepoB
PO3HUYHbIX HAaA0aBOK K LLleHaM Ha fiekapCTBEHHbIE NpenapaTbl, BKIMOYEHHbIE B NEPEYEHb XN3HEHHO HEOBXOONMBIX
N BaXKHENLUNX NIEKAPCTBEHHbIX NPEnapaTos.;

9) ocylwiecTBrneHus genepanbHOro rocygapCTBEHHOrO Haasopa B cdepe obpalleHusi NekapCTBEHHbIX
CPeACTB U permoHanbHOro rocygapCTBEHHOrO KOHTPONSA 3a MPUMMEHEHWEM LEeH Ha fnekapCTBEHHble npenaparhbl
COOTBETCTBEHHO YMONMHOMOYEHHbIMU  befeparnbHbIMXU  OpraHamMu  UCMOMHUTENbHOW BracTM W opraHamu
NCNONHUTENBHOM BnacTn cybbektoB Poccuickon dPepepaumm CcornacHo WX KOMMETEeHUuM B Mopsigke,
ycTaHoBneHHoM lNpaBuTtenscTtBom Poccuiickon Pepepaumu;

(n. 9 B pea. ®epepanbHoro 3akoHa oT 25.06.2012 N 93-93)

10) npumeHeHNss NpeayCMOTPEHHbIX 3akoHOAaTenbCcTBOM Poccunckon depepaumm mep oTBETCTBEHHOCTU 3a

HapyLLeHue nopsiaka LeHoobpas3oBaHUS Ha XXU3HEHHO HEOBXOaUMbIE U BaXHeWLINe NekapcTBeHHbIe npenaparbl.

CtaTtbs 61. Focyp,apCTBeHHaﬂ perncrTpaumna yCtaHOBIIEHHbLIX MPON3BOOAUTENAMU NEKAPCTBEHHbLIX NMpenapaToB
npegenbHblX OTNYCKHbIX LEeH Ha >XW3HEeHHO HeobXxoOQMMble U BakHeWLWwune NeKkapCcTBeHHble npenapatbl U KUX
npoaaxa

1. YcTaHOBMeHHble NpOU3BOAUTENAMU NEKapCTBEHHbLIX MpenapaToB MpeAeribHble OTMYCKHbIe LeHbl Ha
neKkapcTBeHHble MpenapaThbl, BKIOYEHHbIE B MepevYeHb XU3HEHHO HeOoOXOAMMbBIX M BaXKHEMLLMX NeKapCTBEHHbIX
npenapaTos, noanexaT rocygapCTBEHHON perncrpaumm.

2. YcTaHoBreHHas npou3BoAWTENeM NeKapCTBEHHbIX MpenapaToB npedenbHasd OTMYCKHad LeHa Ha
NeKapCTBEHHbIV npenapar, BKIHOYEHHbIN B MepeyvYeHb >XU3HEHHO HeobXOAMMbIX M BadKHEWLWMX fekapCTBEHHbIX
npenapaToB, MOAMEXWUT rocygapCTBEHHON peructpauuv, ecrim OHa He MpeBbllaeT pasmep LeHbl Ha OaHHbIN
neKapCTBEHHbIV MpenapaT, pacCYMTaHHbI B COOTBETCTBUW C YTBEPXKAEHHOW B MNOpsAKe, YCTAHOBNEHHOM
MpasutensctBom Poccuiickon ®Pepepaumn, METOAMKOW YCTAHOBIMEHWS MPOM3BOAMTENSMU  JeKapCTBEHHbIX
npenapaToB npegenbHbIX OTMYCKHbIX LEH Ha NnekapCTBEeHHble npenapatbl, BKIOYEHHbIE B MEepeYvYeHb >XU3HEHHO
HeobXOAMMbBIX W BaXKHEWWIWX FeKapCTBEHHbIX npenapaToB. [JaHHOM MeTOAMKOM npedycMmaTpuBaeTca Ans
neKapCcTBEHHbIX MpenapaToB, Haxogawmxcs B obpalleHun Ha Tepputopum Poccuiickon ®epepauun, pacyeT
CpeaHeB3BeLLEeHHOWN (haKTUYeCcKon LeHbl OTNycKa, cpedHeB3BeLLUEeHHON (hakTM4eCKON LieHbl BBO3a fIeKapCTBEHHOIO
npenapaTta 3a rog, npeAwecTBYOWNA AaTe NPeacTaBreHus npeaenbHON OTMYCKHOW LieHbl Npou3BOAUTENs Ha
NeKapCcTBEHHbIN npenapaT Ha rOCYAapCTBEHHYIO perucrtpauvio, a AN neKkapcTBeHHbIX npenapaToB, He
noctynaBslmx B obpalleHve Ha Tepputopum Poccuiickon ®egepauum, U ONS OpPUrMHanbHbIX NeKapCTBEHHbIX
npenapaToB pacyeT POCCUWCKMMMW MNPOU3BOAUTENAMU FEKAPCTBEHHbIX NpenapartoB pacxodoB, CBA3aAHHbIX C
pa3paboTkol, MPOM3BOACTBOM, peanu3aumert NeKkapCTBEHHOro npenapata, Yyka3aHue  WHOCTPaHHbIMU
npoussoguTensiMM pasmepa MUWHUMANbHOW OTMYCKHOW LIeHbl MPOW3BOAWUTENS Ha NEKapCTBEHHbIN npenapaT B
rocygapcree Npou3BOAMTENs U APYrMX rocyaapcTBax, rge OH 3aperMcTpupoBaH, C y4eTOM PacXOAo0B, CBA3AHHLIX C
TaMOXEHHbIM OPOpPMIIEHMEM (TaMOXXEHHOW MOLUIUHBI U TaMOXEHHbIX COOPOB 3a TaMOXXeHHOoe OdOpMIIEHME), U
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TpaHCNOPTHBLIX PacxogoB.
(B pea. PepgepanbHoro 3akoHa ot 11.10.2010 N 271-03)

2.1. MNpu nposegeHnn pacyeTa npenenbHOM OTMYCKHOM LeHbl Hapsay C OaHHbIMU, NpeayCcMOTPEHHbIMU
YacTblo 2 HACTOsILLEN CTaTbW, YYNTbIBAETCH:

1) B OTHOLWEHMM pPOCCUNCKOTO MNPOU3BOAMTENS - LleHa Ha aHanornyHole (MO MeXayHapooHOMY
HenaTeHTOBaHHOMY HaWMMEHOBaHWIO, TeKapCcTBEHHOW opMe U [O03MPOBKE) neKkapCTBEHHble npenapaTbl,
npousBeneHHble Ha TeppuTtopun Poccuiickon denepaunm, Nubo B cnyvae Mx OTCYTCTBUS LieHa Ha aHanoruyHble
WHOCTpaHHbIE NEeKapCTBEHHble npenapaThl, HaxoasLwuecs B rpaxaaHckom obopoTe Ha TeppuTopumn Poccunckomn
depgepaumnu;

2) B OTHOLWEHUN WHOCTPaAHHOrO MPOM3BOAUTENS - LEHa Ha aHanormyHble (Mo MeXZyHapogHOMY
HenaTeHTOBAaHHOMY HaVMMEHOBaHWIO, FEeKapCTBEHHOW opMe U1 [O3UPOBKE) JIEeKapCTBEHHbIE Mpenaparbl,
HaxoasLmecs B rpaxgaHckom obopoTe Ha TeppuTopumn Poccuiickon ®enepauun.

(vacTb 2.1 BBegeHa ®egepanbHbiM 3akoHoM oT 11.10.2010 N 271-03)

2.2. Ha ocHoBaHmuM nopgaHHoOro Ao 1 okTsbps Kaxaoro roga 3asiBNEHUA POCCUMIUCKOro MpOu3BOAUTENS
NeKapCTBEHHbIX MpenapaToB, BKIMIOYEHHbIX B NEpPeYeHb XU3HEHHO HEOOXOAMMbBIX W BaXXHEMLUUX NEKapCTBEHHbIX
npenapaToB, 3aperucTpMpoBaHHas npefenbHas OTMNyCKHasi LieHa Ha JekapCTBEHHbLIN npenapat B criyyae
M3MEHEHNST LUEH Ha Cbipb€ W MaTepuarnbl, HaknagHblX pacxodoB, a Takke WCXOAs U3  YCTAHOBMEHHOrO
denepanbHbiM 3akoHOM O diegepanbHOM OrogkeTe Ha COOTBETCTBYHOLUMA (PMHAHCOBBLIM FO4 M Ha NIaHOBbIN
nepuoa NPOrHO3MPYEMOro YPOBHSA MHAMALMM MOXET ObITb NepeperucTpupoBaHa, HO He 4yalle Yem OauH pa3 B
KaneHgapHOM rogy B nopsigke, yCTaHOBNEHHOM YacTsaMu 2 1 2.1 HacToALeN cTaTbu.

(vacTb 2.2 BBegeHa PepepanbHbiM 3akoHoM oT 11.10.2010 N 271-$3)

3. lMpopaxa nekapCTBEHHbIX NpPenapaToB, KOTOpble BKIOYEHbI B MepevYeHb XXM3HEHHO HEeOOXOAMMbIX U
BaXXHEMNLUNX NeKapCTBEHHbIX NpenapaToB U Ha KOTOpPble He 3aperncTpupoBaHa yCcTaHOBMEHHas Npou3BoanTeNsMm
nekapcTBeHHbIX npenapaToB npefenbHas OTNYCKHas LleHa Ha nekapCTBEHHble npenapatbl, BKMOYEHHbIE B
nepeYveHb XXU3HEHHO HEOBXOAUMBIX U BaXXHENLLNX NIEKapCTBEHHbLIX NPENapaToB, HEe JOMyCcKaeTcs.

Ctatbs 62. 'ocygapCTBEHHbIM peecTp npeneribHbiX OTMYCKHbIX LiEeH MPOM3BOAUTENEN Ha NEKapCTBEHHbIE
npenaparTbl, BKIIIOYEHHbIE B NEPEYEHD KN3HEHHO HEOOXOOUMbIX U BaXKHEWLLMX NTEKAPCTBEHHLIX NpenapaTos

1. 3apeructpupoBaHHble MNpeferibHble OTMYCKHblEe LEeHbl Ha JeKapCTBEHHbIe MpenapaThbl, BKIOYEHHblE B
nepeyvYeHb >XM3HEHHO HeOOXOAMMbBIX W BaXKHEWWWUX FeKapCTBEHHbIX MpenapaToB, MnoAafexaT BKAYEHMIO B
rocydapCTBEHHbI peecTp npedeNibHbIX OTMYCKHbIX LEeH Mpou3BoAWTENEeN Ha fekapCTBEeHHble npenaparbl,
BKITIOYEHHbIE B NepeYeHb XM3HEHHO HEOBXOANMBIX N BaXXHENLLNX NeKapCTBEHHbIX NpenapaTos.

2. ocynapCTBEHHbIN peecTp npeaernbHbIX OTNYCKHbIX LeH NPOU3BOAMUTENEN Ha NekapCTBEHHbIe npenaparhbl,
BKITIOYEHHbIE B NepeYeHb XU3HEHHO HEOOXOANMbIX N BaXKHEWLLMX NeKapCTBEHHbIX NpenapaToB, COAEPXUT B cebe
cnenyloLwyo MHopmauuio:

1) HanmeHoBaHWe Npom3BoaUTENSA NEKapCTBEHHOro nNpenapara;

2) HaumeHOBaHME NeKapCTBEHHOro npenapaTta (MexayHapogHoe HenaTeHTOBaHHOE WM XMMWUYecKoe W
TOProBOoe HaUMEHOBaHWS);

3) HOMep perncTpaLmMoHHOro yAOCTOBEPEHUS NEKapCTBEHHOMO Npenapara;

4) nekapcTBeHHass popmMa C ykasaHMEM [O3MPOBKM EKapCTBEHHOrO MpenapaTa M ero Konmuyectsa BO
BTOPUYHOWM (NOTPEOUTENBCKON) YNaKOBKE;

5) sapeructpupoBaHHasa npegenbHasi OTNyCKHasA LieHa B pyonsx;

6) nata rocygapcTBEeHHOM peructpauvMuM npefenbHOW OTMYCKHOW LieHbl Ha NeKkapCTBEHHble npenaparhl,
BKIMIOYEHHbIE B NepeYeHb XXU3HEHHO HEODXOAUMBIX U BaXKHENLLNX NeKapCTBEHHbIX NpenapaTos.

3. locypapcTBeHHass perucrpaums npegenbHbIX OTMYCKHbIX LEH Ha JfeKapCTBeHHble npenapaTbl,
BKMIOYEHHbIE B MepeYeHb XWM3HEHHO HEOOXOAMMBbIX W BaXXHEWMLWMX FeKapCTBEHHbIX MpenapaToB, BedeHue
rocyapCTBEHHOIO peecTpa npefesnbHbIX OTMYCKHbIX LieH NPOM3BOAMTENEN Ha nekapCTBEHHble Mpenaparhbl,
BKIMIOYEHHbIE B NepeYeHb XU3HEHHO HEOOXOAMMBIX U BaXXHENLLUX NIEKAPCTBEHHbIX NpenapaToB, OCYLLECTBASTCS
B nopsgke, yctaHosneHHoM lNpasutensctBom Poccuiickon degepaumu.

Cratba 63. YcTaHOBneHwe opraHamMmuM WCMOMHUTENbHOW BRactu cybbektoB Poccunckon ®epepauun
npedenbHbIX pa3mMepoB OMNTOBbIX HaabaBoOK M MpeAenbHbIX pPasMepoB PO3HMYHBLIX HaAA0aBOK K (PaKTUYECKUM
OTMYCKHbIM LileHaM, YCTAHOBIIEHHbIM MPOU3BOAUTENSAMU FEKAPCTBEHHbIX MNpenapartoB, Ha JIEKAPCTBEHHbIE
npenapaTbl 4Ns MeguLMHCKOro NpUMMEHEHUs

1. OpraHbl UCnNoONMHUTENBHOM BRacTn cybbekTtoB Poccuickon Pepepaumn ycTaHaBNMBAKOT MpefernbHble
pa3mepbl ONTOBbIX HAA0aBOK M NpederibHble pa3Mepbl PO3HUYHBIX HaA6aBOK K haKTUYECKMM OTMYCKHbIM LieHaM,
YCTaHOBIIEHHbIM MPOM3BOAUTENSAMU NIEKAPCTBEHHbBIX MPenapaToB, HA NIEKAPCTBEHHbIE NpenapaTbl, BKIKOYEHHbIE B
nepeyeHb XU3HEHHO HEOOXOOMMbIX U BaXKHENLLMX FIEKAPCTBEHHbLIX NpenapaToB, B COOTBETCTBUN C YTBEPXKAEHHON



consultantplus://offline/ref=8DFFA3B39D3FD067D753EA21157D77A01B8222E645D9830DAA8B0E3DD6D17F90DC1813B5EBDF951Br9KBN
consultantplus://offline/ref=8DFFA3B39D3FD067D753EA21157D77A01B8222E645D9830DAA8B0E3DD6D17F90DC1813B5EBDF951Br9KAN
consultantplus://offline/ref=8DFFA3B39D3FD067D753EA21157D77A01B8024E24BDD830DAA8B0E3DD6D17F90DC1813B5EBDF951Er9KBN
consultantplus://offline/ref=8DFFA3B39D3FD067D753EA21157D77A0138124E747D7DE07A2D2023FD1DE2087DB511FB4EBDF95r1KCN
consultantplus://offline/ref=8DFFA3B39D3FD067D753EA21157D77A01B8222E645D9830DAA8B0E3DD6D17F90DC1813B5EBDF9518r9KCN
consultantplus://offline/ref=8DFFA3B39D3FD067D753EA21157D77A01B8024E24BDD830DAA8B0E3DD6D17F90DC1813B5EBDF951Er9KBN
consultantplus://offline/ref=8DFFA3B39D3FD067D753EA21157D77A01B8024E24BDD830DAA8B0E3DD6D17F90DC1813B5EBDF951Er9KBN
consultantplus://offline/ref=8DFFA3B39D3FD067D753EA21157D77A01B8024E24BDD830DAA8B0E3DD6D17F90DC1813B5EBDF951Er9KBN
consultantplus://offline/ref=8DFFA3B39D3FD067D753EA21157D77A01B8024E24BDD830DAA8B0E3DD6D17F90DC1813B5EBDF951Er9KBN
consultantplus://offline/ref=8DFFA3B39D3FD067D753EA21157D77A01B8024E24BDD830DAA8B0E3DD6D17F90DC1813B5EBDF951Er9KBN
consultantplus://offline/ref=8DFFA3B39D3FD067D753EA21157D77A01B8024E24BDD830DAA8B0E3DD6D17F90DC1813B5EBDF951Er9KBN

B nopsiake, yctaHoBrneHHoM [paButenbctBoM Poccuiickonn denepaunm, METOLMKOW YCTAHOBIIEHUS OpraHammu
NCnonHUTENbHoM Bnactn cybbekToB Poccunckon depepaunm npedernbHbIX pa3mMepoB ONTOBbIX HagbaBoK W
npegenbHbIX pPa3mMepoB  PO3HMYHbIX HagbaBOK K (DAKTMYECKUM  OTMYCKHbIM — LeHaM, YCTaHOBIEHHbIM
npoussoauTeNnsMMU NeKapcTBEHHbIX MpenapaToB, Ha NekapcTBEHHble npenapaTtbl, BKIMOYEHHble B NepeyeHb
XWU3HEHHO HEOBXOAMMBIX U BaXKHEWLLMX NEeKapCTBEHHbIX NpenapaTos.

2. OpraHusauum onTOBOW TOProBNU U (MNKN) anTeyHble opraHM3auuun, UHANBMAYyarnbHble NpeanpuHUMaTeny,
nMelLwmne nUUEH3NI0 Ha dapmMaueBTUYECKyl0 OeATENbHOCTb, OCYLIECTBNAT peannsaunio fekapCTBEHHbIX
npenapaToB, BKIMIOYEHHbIX B NepeyeHb XXU3HEHHO HEODXOAMMBIX U BaXKHEWLUUX NeKapCTBEHHbIX npenapaTos, no
LueHaM, ypoBeHb KOTOPbIX He MpeBbilaeT CyMMY hakTUHeCKON OTMYCKHOW LieHbl, YyCTaHOBNEHHON Npon3BoanTenem
neKkapcTBEHHbIX MpenapaTtoB W He NpeBbILAoLLEN 3aperncTpupoBaHHON NpeaerbHOW OTNYCKHOW LUeHbl, U pasmep
onToBOV HagbaBkM W (MM) pas3Mep PO3HMYHOW HaabaBKW, He MpeBblllallne COOTBETCTBEHHO pasmMepa
npegenbHon onNToBoW HagbaBku M (MNK) pasmepa NpeaenbHON PO3HNYHOW HagbaBKW, YCTaHOBMEHHbIX B CyObekTe
Poccuinckon ®egepaumn.

3. OpraHbl ncnonHUTenbHOM BRacTn cybbektoB Poccuiickon Pepgepaumm pasmellatot B cetu "MIHTepHeT"
nunu onyonvKoBbIBAOT MHOPMaLMIO O 3aperMcTpUpPOBaHHON MNpeAenbHON OTMYCKHOW LeHe Ha NnekapCTBEHHble
npenapaTbl, BKIIOYEHHbIE B NepevYeHb XM3HEHHO HeobXoAMMbIX U BadKHEWLIMX feKkapCTBEHHbIX npenapaTos, 06
yCTaHOBMEHHbIX B cybbekTe Poccuiickon defepaumm pasmepe npegensHon onToBon Hagbasku 1 (unu) pasmepe
npegenbHon pPO3HWYHOM HagbaBKM K YCTAHOBMEHHbIM  NPOM3BOAMTENSAMW  JIEKapCTBEHHbIX MpenapaTtos
PaKTU4EeCKUM OTMYCKHbIM LEeHaM Ha feKkapCTBEeHHble npenapatbl, BKMOYEHHble B MNepeyeHb XWU3HEHHO
HeobXO0AMMbIX N BaXXHENLLMX NIeKapCTBEHHbIX NpenapaTtoB, U 06 yka3aHHOW B YacTW 2 HAcCTOSALLEN CTaTby CyMMe.
MHdopmMaums, npeaycMoTpeHHas HaCcTOsILLEN YacTblo, AOMKHa pasMeLLaTbCa Takke B anTeYHbIX OpraHM3aunsx B
OOCTYMHOW ANsi CBEAEHMS BCEX 3aUHTEPECOBAHHbIX NUL, hopMe U OOHOBMATLCS NO Mepe ee OnybNMKOBaHMS.

4. TlpuHATble C HapylweHuem 3akoHogaTenbctBa Poccuitickon degepaumm  pelleHust OpraHos
ncnonHuTensHon Brnactn cybvekrta Poccuiickon ®enepaumm o6 ycTaHOBNEHUN NPeLENbHbIX Pa3MepoB OMNTOBbIX
HagbaBoOK M MpefernbHbIX PasMepoB PO3HUYHBLIX HagbaBOK K 3aperncTpupoBaHHbIM MpeaernbHbIM OTMYCKHbIM
LeHaM Ha IeKapCTBEHHble MpenapaTtbl, BK/IOYEHHbIE B MEpPeYeHb XMU3HEHHO HEeoBXOOAMMbIX W BaXKHEMWLUMX
nekapCTBEHHbIX NpenapaToB, noanexar oTMeHe B cyaebHoM nopsgke.

Maea 13. MOHUTOPUHI" BE3OMNMACHOCTM NNEKAPCTBEHHbIX NPEMAPATOB,
HAXOOALKMXCA B OBPALLEHNUN HA TEPPUTOPUU POCCUUCKOU GEOEPALINA

Crtatbs 64. MOHUTOPWHI ©€30MacHOCTU NIEKapCTBEHHbIX NPenapaToB

1. JlekapcTBeHHble npenapaTbl, Haxogswmeca B obpaleHun Ha TeppuTopum Poccuinckon depepauuu,
noanexar MOHUTOPUHIY ©e30nMacHOCTU B LEnsX BbISIBIEHUA BO3MOXHbIX HEraTMBHbIX MOCNEACTBUA  UX
NpUMeEHeHUs, NpeaynpexaeHns naLmMeHToB U UX 3aluTbl OT NPUMEHEHUS Takux npenapaTos.

2.  MoHutopyHr ©e30nacHOCTM NEeKapCTBEHHbLIX MpenapaTtoB  OCYLLECTBASETCA  YNOMHOMOYEHHbIM
benepanbHbIM OpraHOM WCMONHUTENBHOM BlacTM Ha BCeX 3Tanax uMx obpalleHus Ha TeppuTopum Poccuickon
denepaumm.

3. CybbekTbl obpalleHns nekapcTBEHHbIX CpeacTB 00si3aHbl coobLaTe B YCTAHOBIEHHOM YMOSTHOMOYEHHbIM
dhegepanbHbIM OpraHoM UCNOMHUTENBHOM BNacTu nopsigke o6o Bcex cnyvasax NoboYHbIX AEACTBUNA, HE YKa3aHHbIX
B WHCTPYKUMU MO MPUMEHEHMIO TEKApCTBEHHOIO MpenapaTta, O Cepbe3HbIX HeXenaTenbHbIX peakuusix,
HenpeaBMOEHHbIX HeXenaTenbHbIX peakuusix Npu NPUMEHEHMU NEeKapCTBEHHbIX MpenapatoB, 06 0CcoOeHHOCTSIX
B3aMMOAEWNCTBUSA FEeKapCTBEHHbIX nNpenapaTtoB € APYrMMU NEeKapCTBEHHbIMW npenapatamu, KoTopble Obinu
BbISIBNEHbI NPU NPOBEAEHUN KIMNMHUYECKUX MCCNeSoBaHWIA U NPUMEHEHUN NEKaPCTBEHHbIX NpenapaTos.

4. 3a HecoOOLleHMe WM COKPbITUE CBEeAEHUN, NPedyCMOTPEHHbIX 4YacTbio 3 HACcTOsWen cTaTtbu, nuua,
KOTOpPbIM OHM CTanM W3BECTHbl NO pogy WX NpoeCcCUoHanbHOW AeATEeNbHOCTU, HECYT OTBETCTBEHHOCTb B
COOTBETCTBMM C 3akoHoAdaTenscTBoM Poccuiickon ®egepaunn.

5. Topsigok OcCylWecTBNEHNs MOHUTOPMHra ©e30nMacHOCTM JeKapCTBEHHbIX MpenapaTtoB, perucrpaumm
NoOOYHbIX OENCTBUINA, CEPbE3HbIX HEXemnaTenbHbIX peakuui, HenpeaBUMOEHHbLIX HeXenaTemnbHbIX peakuuin npwu
NPUMEHEHWMN NTEKAapCTBEHHbIX NpenapaToB, B TOM YMCe NpeacTaBneHns nHpopmauum od aTom, ycTaHaBnNnBaeTcs
YNONTHOMOYEHHbIM hefiepanbHbIM OpraHoM UCMOSTHUTENBLHOW BNacTU.

Cratbs 65. MprocTaHoBNeHVEe NPUMEHEHUNS NIeKapCTBEHHOro Npenapara

Mpy nonyvyeHun uHOpMauuM O MOBOOYHbIX OEWCTBUSX, HE YKa3aHHbIX B WMHCTPYKUUM MO MPUMEHEHWUIO
NeKapCTBEHHOro npenapara, CepbesHbIX HeXenaTenbHbIX peakumsix, HenpeaBNAEHHbIX HeXenaTenbHbIX peakumusax
npu nNPUYMEHEHUW JNEeKapCTBEHHOro npenapata, 06 OCOGEHHOCTAX €ero B3auUMOAEWCTBUSI C  ApYruMmu
neKkapCcTBEHHbIMU NpenapaTtamMu, KOTopble MOTYT NPEACTaBMATb YrpO3y XM3HW UMW 300POBbI0 MALMEHTOB, a TaKkke
CBEeLleHWI, HE COOTBETCTBYHIOLLMX CBEAEHUSIM O JIEKAPCTBEHHOM NpenapaTte, COAepXKalUMMCa B MHCTPYKLMU MO ero
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NPUMEHEHNIO, YMOSHOMOYEHHbIN doefepanbHblii OpraH MCMOMHUTENbHOM BRacTW paccmaTpuBaeT BOMPOC O
BO3MOXHOCTM MPMOCTAHOBMIEHMS NMPUMEHEHUS] TAKOrO JIEKAapCTBEHHOrO npenapaTta B Nopsiake, YCTaHOBIIEHHOM
YNOJSTHOMOYEHHbIM hefepanbHbIM OpraHoM UCMOSTHUTENBbHON BNacTu.

Cratba 66. IHopmaLms o pesynbTatax MOHUTOPUHIra 6e30NacHOCTU NeKapCTBEHHbIX NpenapaToB

YNONHOMOYEHHbIN  peaepanbHbIl - OpraH  UCMOMHUTENBHOM  BRacTW, OCYLWECTBASOWMNA  MOHUTOPUHT
0e30MacHOCTU NeKapCTBEHHbIX MpenapaToB, Haxoadwmxca B obpaweHun Ha Tepputopumn Poccuiickon
denepaumun, no pesynbTatam MOHUTOPUHra pasmellaeT Ha cBoeM oduumanbsHOM camTte B cetu "VIHTepHeT"
MH(OPMALIMIO O MPUHATBIX PELUEHUSIX O BHECEHUW U3MEHEHUS B MHCTPYKUMIO MO NMPUMEHEHUIO NEKapCTBEHHOMO
npenapaTta, O MNPUOCTaHOBMEHUN MPUMEHEHMS EKAPCTBEHHOro npenaparta, 00 u3bATUM U3  obpalleHus
nekapCTBEHHOro npenapaTta unm o BO30OHOBMNEHMN MPUMEHEHUS fIekapCTBEHHOIO Npenapara.

nasa 14. UHOOPMALUA O NEKAPCTBEHHbIX MPEMAPATAX
CraTbs 67. VIHdopmaumsa 0 nekapCTBEHHbIX npenapaTax

1. ViHcbopmMaums 0 nekapcTBEHHbIX Mpenapartax, OTnyckaeMblX MO peuenTy Ha NeKkapCTBEHHbIV npenapar,
JOIKHA cofepXkaTbCsl TOMbKO B CMEUManv3vpoBaHHbIX W3[aHUsIX, MpPeAHAasHaYeHHbIX Ans MeaWULUHCKKMX,
(hapmaLeBTUYECKUX, BETEPUHAPHBIX paboTHUKOB. MHopMaLmst 0 NiekapCTBEHHbIX NpenapaTtax Afs cneumanicTos
B obnacTu obpalleHusi NekapcTBEHHbIX CPEACTB MOXET COAepXKaTbCs B MOHOrpadusix, ClpaBOYHMKAX, HayYHbIX
cTaTbsX, B OKNaAax Ha KoHrpeccax, KoHepeHUMaX, CUMMNO3nyMax, Hay4HbIX COBETaX, a Takke B MHCTPYKUMSX Mo
NPUMEHEHWI0 NeKapCTBEHHbIX NpenapaTos.

2. MHdopmMaumsa o nekapcTBEHHbIX NpenapaTax, oTnyckaemblx 6e3 pelenTta Ha NekapcTBeHHbIN npenapar,
MOXeT cofepXaTbCsl B NyGnvKauusax 1 o6bsABNeHUAX cpeacTB MacCoBOW MHGOPMaLMK, creumanmaupoBaHHbIX U1
o6WMX MeyaTHbIX WU3OaHUAX, WMHCTPYKUMAX MO MPUMEHEHWUIO NEeKapCTBEHHbIX MpenapatoB, WHbIX W3OaHWAX
CyObekToB oOpallleHus JieKkapCTBEHHbIX cpeacTB. PeknamHble MaTtepuanbl O JieKapCTBEHHOM rMpenapare,
oTnyckaeMom 6e3 peLienTa Ha NeKapCTBEHHbI NpenapaT, AOMMKHbI COOTBETCTBOBaTb UHCTPYKLIMU MO NMPUMEHEHWIO
riekapcTBEHHOro npenapaTa.

3. JonyckaeTcs Ucnonb3oBaHue NobbiX MaTepuasbHbIX HOCUTENel, NO3BOSIOWMX XpaHWUTb, NepedaBaTtb U
MCNonb30BaTh UHGOPMALIMIO O NIeKapCTBEHHbIX NpenapaTtax 6e3 ee UCKaXKeHusl.

Mnasa 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATEJIbCTBA
POCCUNCKOWN ®EOEPALMW NPU OBPALLEHUU NEKAPCTBEHHbIX CPEACTB
N BO3MELEHUWE BPEOA, MPUYUHEHHOIO 30POBbIO IPAXOAH
BCNEAOCTBUE NPUMEHEHWUA NEKAPCTBEHHbIX NMPEMAPATOB

Crtatba 68. OTBETCTBEHHOCTb 3a HapyLleHue 3akoHogaTenbctBa Poccuiickon ®epepaumm npu obpalleHmm
nekapCTBEHHbIX CpeacTB

HapyweHue 3akoHopaTtenbcTBa Poccuiickont defepauum npu obpalleHnn NekapcTBEHHbIX CPEACTB BreveT
3a coboil OTBETCTBEHHOCTL B COOTBETCTBUM C 3akoHoAaTenbCTBOM Poccuiickoin egepaumu.

Cratba 69. BosmelweHne Bpena, MPUUYMHEHHOrO 300POBbLI0  FpaxdaH BCMEACTBME MPUMEHEHUS
neKapCTBEHHbIX NpenapaTos

1. NpownssoguTenb NekapCTBEHHOro nNpenaparta 00s13aH BO3MECTUTb Bpes, MPUYUHEHHBIN 300POBLIO rpaXaaH
BCreAcTBUE NPUMEHEHNSA NekapcTBEHHOro npenaparTa, ecnv AokasaHo, YTo:

1) NekapcTBEHHLIN NpenapaTt NPUMEHANCS Mo Ha3HA4YeHUO B COOTBETCTBUM C MHCTPYKLMEN MO NPUMEHEHWMIO
NeKapCcTBEHHOro npenapaTta M NpUYMHON Bpeda SIBUMICA BBOA B rpaxdaHCKui obopoT HegobpokavyeCcTBEHHOro
nekapcTBEHHOro npenapara;

2) Bpen 340pOBbIO MPUYMHEH BCREACTBME HELOCTOBEPHOW MHdopMaL MK, coaepXallencs B MHCTPYKLUU No
NPUMEHEHMIO NEeKapCTBEHHOro NpenapaTa, M3gaHHOW NPoON3BOAUTENEM NIEKAPCTBEHHONO Npenapara.

2. B cnyyae, ecnu Bpe 300POBbIO rpaxaaH MpPUYWHEH BCNeACTBME MNPUMEHEHUS NEeKapCTBEHHOro
npenapaTta, npuweawero B HEroAHOCTb B pes3yrnbTaTe HapylleHUs NpaBuil XpaHeHUs NneKkapCTBEHHbIX CpeacTs,
npasun ONTOBOW TOProBIM NeKapCTBEHHLIMW NpenapaTamu, Npasun OTAYyCKa NekapCTBEHHbIX NpenapaTtos, npaBun
M3roTOBMEHUS U OTMNyCKa NeKapCTBEHHbIX NpenapaToB, BO3MELleHMe Bpeda OCYLLeCTBNAeTCS COOTBETCTBEHHO
opraHusaumen OnTOBOM TOProBMAW fEKapCTBEHHbIMU CpeacTBaMu, anTeyHOW opraHusauuen, MHOuMBuAyasbHbIM
npegnpuHuMmarteneM, MWMewWuUMN FUUEH3NI0 Ha (apMaueBTUYEeCKyld OeATeNbHOCTb WM NIMLEH3NI0  Ha
MEANUUHCKYI0 OeATenbHOCTb, MEeAMUMHCKOW OopraHusaumen, UMmelowen nuueHsnio Ha dapmaueBTUYeCKyHo
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OEeATenbHOCTb (ee 060Cc0o0NEeHHbIM nogpasgeneHnem (ambynatopuen, denbaLepckum n
denbalepcKko-akyLUepPCKUM  MYHKTaMK, LEHTPOM (oTgeneHuem) obuiern BpavyebHOM (CEMENHOW) nNpaKTuKM),
pPacnosioXeHHbIM B CENbCKOM MOCEeNeHun, B KOTOPOM OTCYTCTBYET anTeyHas opraHu3auus), OONyCTUBLUMMMU
npogaKy Unmn oTNyck Takoro fieKapCTBEHHOTO Npenapara.

3. Bo3melleHne Bpega, MNPUYMHEHHOrO 300POBbK FpaXkaaH BCMEACTBUE MPUMEHEHMUST NeKapCTBEHHbIX
npenapaToB WM COBEPLUEHMS MPOTUBOMPABHbLIX OEWCTBUA CyObekTamMu obpalleHust NeKapCTBEHHLIX CpeacTs,
OCYLLIECTBMSIETCS B COOTBETCTBMM C 3aKoHoAaTenscTBoM Poccuickon ®egepaumn.

Mnaea 16. SAKINIOYUTENbHbIE NONOXEHUA

Cratba 70. O npu3HaHUM YTpPaTUBLUMMW CUIY OTAENbHbIX 3aKOHOAATESbHbIX aKTOB (MONOXEHWUN
3aKoHogaTerbHbIX akToB) Poccuiickon ®egepauun

MpusHaTb yTpaTUBLLUMMN CUNY:

1) ®epepanbHbin 3akoH oT 22 uioHa 1998 roga N 86-O3 "O nekapctBeHHbIXx cpeacTtBax” (CobpaHue
3akoHogarenbcTBa Poccuiickon ®Pepepaumm, 1998, N 26, ct. 3006);

2) ®epepanbHbii 3akoH OT 2 gaHBapsa 2000 roga N 5-®3 "O BHeECEHMM M3MEHEHMS U OOMOSIHEHWMW B
depnepanbHbii 3akoH "O nekapcTBeHHbIX cpefctBax” (CobpaHue 3akoHogatenscTBa Poccuiickon depepauun,
2000, N 2, cT. 126);

3) ctatbio 40 depepanbHoro 3akoHa ot 10 sHBapa 2003 roga N 15-03 "O BHeCeHWM WU3MEHEHUI W
OOMOSMHEHWI B HEKOTOPbIE 3akoHoAaTeNbHble akTbl Poccunckon depepauumn B CBA3M € NpuHATUEM PenepanbHOro
3akoHa "O nuueH3npoBaHMU OTAeNbHbIX BMAOB AeaTenbHocTn" (CobpaHue 3akoHopaTensctBa Poccuickon
®epnepauuu, 2003, N 2, cT. 167);

4) crtatblo 31 depepanbHoro 3akoHa oT 30 utoHa 2003 roga N 86-®3 "O BHeCeHUM U3MEHEHUn W
OOMOSIHEHMI B HEKOTOpble 3akoHopaTenbHble akTbl Poccuickon depepauun, NpuU3HaHUM YTPaTUMBLUUMWU CUIY
OoTOenbHbIX 3akoHoaaTesnbHbIX akToB Poccuiickon ®depepaunn, npenocTaBrieHUM OTAENbHbIX rapaHTUn
COTPYOHWKaM OpraHoB BHYTPEHHUX [Jefl, OpraHoOB MO KOHTPOSKO 3a O0OPOTOM HApPKOTUYECKUX CPeacTB U
MCUXOTPOMHbLIX BELEeCTB W ynpa3gHsaeMblX eaepanbHbiX OpraHoB  HarioroBoW MNOMMUMM B CBA3U  C
OCYLLIECTBIIEHMEM MepP MO COBEPLUEHCTBOBAHWUIO rOCyAapCTBEHHOro ynpaeneHus" (CobpaHue 3akoHogaTenbCcTBa
Poccuiickon ®egepauuu, 2003, N 27, cT. 2700);

5) ctatbio 101 PepepanbHoro 3akoHa ot 22 aerycta 2004 roga N 122-03 "O BHeCEHWM U3MEHEHWI B
3akoHoaaTerbHble akTbl Poccuiickon ®epepaumm v Npu3HaHUM yTPaTUBLLMMU CUIY HEKOTOPbLIX 3aKOHOAATENbHbIX
aktoB Poccuiickon depepauum B cBA3N C npuHATMEM DenepanbHbiX 3akoHOB "O BHECEHUW W3MEHEHUN W
aononHeHun B depepaneHbin 3akoH "O6 obLmnx NpUHUUNax opraHnsaumm 3akoHogaTenbHbIX (NpeacTaBUTenbHbIX)
N UCMOSHUTENbHbLIX OpPraHOB rocyaapcTBeHHOM BnacTn cybwvektoB Poccuiickon ®depepaumn" mn "O6 ob6Lumx
npyHLMNax opraHM3auum MecTHoOro camoynpasneHusa B Poccuiickon ®epepauun” (CobpaHue 3akoHoaaTenbCcTBa
Poccuiickon ®epepauuu, 2004, N 35, ct. 3607);

6) ctatblo 28 depepansHoro 3akoHa ot 18 gekabpsi 2006 roga N 231-93 "O BBeaeHuM B OeNCTBUE YacTu
yetBepTon [paxgaHckoro kopgekca Poccuickon Pepepaumn” (CobpaHue 3akoHogatenbcTBa Poccwuiickon
depepaumm, 2006, N 52, cT. 5497).

Ctatbs 71. BctynneHnue B cuny HacTosiwero PegeparnbHOro 3akoHa

1. HacTosawwmin ®epepanebHbIi 3akoH BCTynaeT B cuny ¢ 1 ceHTabps 2010 roaa.

2. JlekapcTBEHHbIE CPEACTBA, 3aperncTpupoBaHHble 0O AHS BCTYNMEHUs B cuny Hactoswero ®enepansHoro
3aKoHa, NoasiexaT BKITHYEHUIO B rOCY4apCTBEHHbIE PEECTPbI NIEKAPCTBEHHbBIX CPEACTB C BHECEHNEM YKa3aHHbIX B
yactn 1 ctatbm 33 Hactoswero depepanbHOro 3akoHa cBefeHUn 00 3TUX NeKapCTBEHHbIX cpeacTBax 6e3
NPOXOXAEHNs1 BHOBb NpOLLeaypbl FOCY4apCTBEHHOW perncTpaumm nekapCTBEHHbIX NpenapaToB.

3. TlocymapcTBeHHasa perucTpauusi neKkapCTBEHHbIX MNpenapaToB, 3a WCKMOYEHUEM FNeKapCTBEHHbIX
npenapaToB A1 MEOULMHCKOrO NPUMEHEHUS], NPEACTaBNEHHbIX Ha YKa3aHHYI0 perMcTpaumio o OHSA BCTYNNEeHUs B
cuny HacToswero PefepanbHOro 3akoHa, OCYLLECTBMASIETCA B COOTBETCTBUU C HAacToAWMM PefepanbHbiM 3aKOHOM
Ha OCHOBaHUWM OOKYMEHTOB W AaHHbIX, MpeACcTaBfeHHbIX A0 OHA BCTYNSeHUA B cuny Hactosiwero ®egepanbHoro
3aKoHa.

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

3.1. TocypapcTBeHHasi peructpaums nekapCTBEHHbIX MNpenapatoB AN MeOULMHCKOTO MpPUMEHEHMS,
NPeACTaBMEHHbIX Ha rOCYAapCTBEHHYK PErncTpaumio 0O OHA BCTYNNEHUS B cuny Hactoswero deaeparnbHOro
3aKOHa, W TOCYOQapCTBEHHAs perucrpauus JekapCTBEHHbIX NpenapatoB A MEAWUMHCKOrO MNPUMEHEHNs,
NPeACTaBreHHbIX Ha 3KCNEpPTU3Y NEKAPCTBEHHbBIX CPEACTB A0 AHSA BCTYNNEHUS B cuny HacTosiwero degepanbHoro
3aKOHa B LIeNsX Ux nocrenyoLllen rocyaapCTBEHHON perncTpaunm, OCyLLEeCTBNSAIOTCA HA OCHOBaHMM AOKYMEHTOB U
OaHHbIX, NPeACTaBNEHHbIX OO OHSA BCTYMEHUS B cuiy HacTosiwero denepanbHOro 3akoHa, a Takke 3asBreHus 0O
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rocyfapCTBEHHOW perncrpaumm nekapcTBeHHOro npenapara, npeAcTaBneHHoro NpomM3BoanTenem nekapCTBEHHbIX
npenapaToB UMM YMOMHOMOYEHHBIM MM NULOM B COOTBETCTBUW C HacTosAwum PepeparnbHbIM 3aKOHOM B
YMOSTHOMOYEHHbIV befiepanbHbI OpraH UcnonHuTenbHom Bnactn oo 1 mapta 2011 roga, 6e3 TpeboBaHus ynnarhbl
rocyfapCTBEHHOW MOLWNWHbI, NPeayCcMOTPEeHHON 3akoHoaaTtenbcTBoM Poccuiickon ®epepauum o Hamorax u
cbopax.

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

3.2. lNopTBepxaeHne rocyaapCTBEHHON perucTpauun fnekapcTBEHHbIX MpenapaToB Ans MeOULUHCKOro
NpUMeEHeHUs, NPeaCTaBNEHHbIX ANS NOATBEPKAEHUS roCy4apCTBEHHON peructpauun 40 AHS BCTYNNEHUs B CUny
HacTosawero ®depgepanbHOro 3akoHa, W MOATBEPXAEHWE rOCyAapCTBEHHOW perucTpauum nekapCTBEHHbIX
npenapaToB ANa MeAUUMHCKOro NpUMeHeHus, NpeAcTaBrneHHbIX Ha 3KCNepTU3y NeKapCTBEHHbIX CPeAcTB A0 OHA
BCTYNNeHna B cuny Hactoswero ®egepanbHOro 3akoHa B LUensax nocnegylolwero noaTBEPXKOEHUS UX
rocyaapCTBEHHOW perncrTpaunm, ocyLeCcTBNAKTCA Ha OCHOBaHUN JOKYMEHTOB U JaHHbIX, NpeAcTaBneHHbIX 40 OHA
BCTYNNeHnsa B cuny Hactoswero defeparnbHOro 3akoHa, a Takke 3asBreHus 0 NoATBEPXKAEHUU rocyaapCTBEHHON
perncTpaumm nekapCcTBEHHOro npenapaTa, NpeacTaBfneHHOro NpouM3BoauTeENeM fekapcTBEHHbIX npenapaToB Unm
YMNOMHOMOYEHHbIM MM FULOM B COOTBETCTBMM C HacToswuMm degepanbHbIM 3aKOHOM B YNOSHOMOYEHHbIN
degepanbHbIV opraH ucnonHuTenesHow Brnactu go 1 mapta 2011 roga, 6e3 TpeboBaHus ynnaTbl roCyaapCTBEHHON
noLnNuHbI, NPeaycCMOTPEHHOWN 3akoHogaTenscTBOM Poccuiickon defepaumm o Hanorax n céopax.

(vactb 3.2 B pea. PegepanbHoro 3akoHa oT 29.11.2010 N 313-$3)

3.3. lNMpuHATNE peLleHns 0 BHECEHUM U3MEHEHUI B OOKYMEHTbI, COAEPXallMecs B permcTpauuoHHOM A0Cbe
Ha 3aperMcTpMpoBaHHbIN NEKAPCTBEHHbIM Npenapart Ans MeguuMHCKOro NPUMEHEHUS U NpeacTaBfeHHble OO OHSA
BCTYNNeHna B cuny Hactosiwero degepanbHOro 3akoHa, W MNPUHSATME peLleHMs O BHECEHUW W3MEHEHUI B
OOKYMEHTbI, coaepXalleecs B permcTpaumoHHOM A0Cbe Ha 3aperncTpupoBaHHbIA NekapcTBeHHbIM npenapat ans
MEeAMLIMHCKOro MPUMEHEHUS 1 NpeacTaBNeHHble Ha 3KCNepTU3y NeKapCTBEHHbIX CPEeACTB A0 OHSA BCTYMMEHUs B
cuny Hactosiwero ®defepanbHOro 3akoHa, OCYLECTBASAIOTCA Ha OCHOBaHUMM [JOKYMEHTOB W [AaHHbIX,
npeacTaBneHHbIX A0 OHA BCTYNNEHUs B cuny Hactosilwero ®eaepansHOro 3akoHa, a Takke 3asBrneHust O BHECEHUN
U3MEHEHN B JOKYMEHTbI, coAepXallnecs B permcTpauuoHHOM [A0Cbe Ha 3aperncTpupoBaHHbIA NEKapCTBEHHbLIN
npenapaT ana MeanUMHCKOro NPMMEHEHMS, NPeACTaBNEHHOIO NPON3BOAUTENEM NTEKAPCTBEHHbLIX NpenapaToB unm
YMNOTHOMOYEHHBIM MM JINLOM B COOTBETCTBMM C HacTosAwmMm PeaeparnbHbIM 3aKOHOM B YMOSTHOMOYEHHbIN
denepanbHbIN opraH ucnonHuTensHon Bnactn oo 1 mapta 2011 roga, 6e3 TpeboBaHusa ynnatbl rocyaapCTBEHHOM
MOLUIMHbI, NPeAYyCMOTPEHHOM 3akoHoaaTeNnbCcTBOM Poccuickon ®epepauum o Hanorax n cbopax.

(vactb 3.3 B peq. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.4. Bolgaya paspelueHnin Ha NpoBefeHne KITMHUYECKUX UCCNedoBaHuU NeKapCTBEHHbIX npenapaTtoB Ans
MEeLMLMHCKOro NPUMEHEHUsI NO 3asBrEeHUAM, NOAAHHBIM OO0 OHSA BCTYNNEeHWs B cuny Hactosiwero deaepanbHOro
3aKoHa, a Takke No 3asBNeHnsM, NoOAaHHbLIM Nocrne AHS BCTYNNeHus B cuny HacToswero defepanbHOro 3akoHa Ha
OCHOBaHUWM 9KCNepTu3, MpOBeAEeHHbIX [0 [AHS BCTYNfeHus B cuny Hactoswero ®deaepanbHOro 3akoHa,
OCYLLLECTBMSIETCH B COOTBETCTBMM C HacTosawmMm PeneparnbHbiM 3aKOHOM Ha OCHOBaHUU OOKYMEHTOB M [AaHHbIX,
npeacTaBneHHbIX N NONyYeHHbIX A0 AHSA BCTYNNeHus B cuny Hactoswero ®efepansHOro 3akoHa, a Takke Ha
OCHOBaHUM KOMWUM nNpeaBapuTEnbHOrO [0roBopa 006s3aTenbHOro CTPaxOBaHWSA XKWU3HW, 340POBbs MaLMEHTOB,
Yy4acTBYIOLMNX B KMNHUYECKOM UCCedOoBaHUN NeKkapCTBEHHOro npenapara Ang MeauuMHCKOro NpUMEHEHUs, unu
Konun pJorosopa 00SA3aTeNbHOrO CTPaxXOBaHUS XKW3HM, 300POBbS MAUMEHTOB, YYacTBYHOLIMX B KITMHUYECKOM
nuccrnegoBaHUM NEKapCTBEHHOro npenaparta Ans MeOMLUMHCKOro MNpUMEHEeHWsi, nMMbo npeacTaBfieHHOW Konuu
gorosopa 06583aTenbHOr0 CTpPaxoBaHUS, 3aKMOYEHHONO B COOTBETCTBMM C TUMOBbLIMW MpaBuiaMm oba3aTensHoro
CTpaxoBaHUs, C ykasaHueM npeneribHOW YUCNEeHHOCTN NauMeHTOB, YY4acTBYHOLUMX B KITMHUYECKOM UccnegoBaHum
NeKkapcTBEHHOro npenapaTta Ang MeAULUMHCKOro npuMeHeHus, ©e3 TpeboBaHuA ynnaTtbl rOCy4apCTBEHHOM
NOLWNMHBI, NPeaycCMOTPEHHON 3akoHoaaTenscTBOM Poccuiickon defepaumm o Hanorax n céopax.

(vactb 3.4 B pea. PegepanbHoro 3akoHa ot 29.11.2010 N 313-$3)

3.5. 3aperncTpupoBaHHbie B MHOCTPaHHOW BamnTe OO AHSA BCTYNNEHUs B cuny Hactosiwero denepanbHoro
3aKoHa npejenbHble OTNYCKHbIE€ LieHbl WMHOCTPaHHbIX MPOU3BOAUTENEN Ha NeKapCTBEHHble npenapaThl,
BKIMIOYEHHbIE B MNEPEYEeHb XMU3HEHHO HEOOXOAMMBIX U BaXKHEWLIUX JeKapCTBEHHbIX MpenapaToB, noanexat
nepecdety B pybnm no Kypcy LleHTpanbHoro GaHka Poccuiickon ®epepauum Ha [aty, YCTaHOBMEHHYHO
MpaeuTtenbctBom Poccuiickon depepaunn, 6e3 npeacTtaBneHus 3asiBNEHUS O NepecyeTe LEeHbl C BHECEHUEM
COOTBETCTBYIOLLNX U3MEHEHWA B rocygapCTBEHHbIN peecTp npefdenbHbIX OTNYCKHbIX LieH npousBoguTenen Ha
neKapCTBEHHble Npenaparbl, BKIOYEHHbIE B NEpPeYeHb XMU3HEHHO HEODOXOOUMbBIX U BaXKHEMLLMX NEKaPCTBEHHbIX
npenapaTos.

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

3.6. 3apeructpmpoBaHHble OO OHS1 BCTYMNneHuWst B cuny Hactoswero depepanbHOro 3akoHa npegerbHbie
OTMNYCKHbl€ LIEHbl POCCUMWACKMX NPOM3BOAUTENEN Ha JEKapCTBEHHbIE NpenapaTbl, BKIYEHHbIE B MepeYeHb
XN3HEHHO HEOOXOOUMbIX M BaXKHEWLUUX NEeKapCTBEHHbLIX NpenapaTtoB, noanexar mHaekcaumm ¢ 1 Hosbpsa 2010
roga Ucxoast N3 MpPOrHO3NpyemMoro YpoBHS MHAMSLMK, yCTaHOBMEeHHoro depepanbHbIM 3aKOHOM OT 2 Aekabps
2009 roga N 308-93 "O depnepanvHom GropkeTe Ha 2010 rog v Ha nnaHoBbi nepuog 2011 1 2012 rogos" Ha
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2011 roga.
(vacTb 3.6 BBegeHa PenepanbHbiM 3akoHOM oT 11.10.2010 N 271-03)

3.7. Mocne 1 mapta 2011 roga He AonyckakTcd NpoM3BOACTBO M BBO3 B Poccuiickyto degepaumio
nekapCcTBEHHbIX NpenapaToB B YNakoBKax C MapKUPOBKOW, koTopas Gbina HaHeceHa OO0 OHS BCTYMNNEHUS B CUNy
HacTosilero PefepanbHOro 3akoHa. o UCTeYEeHUN yka3aHHOrO Cpoka AaHHble NeKapCTBEHHbIE npenapaTbl MOryT
OTNycKaTbCs, peann3oBblBaTbCH, NepeaaBaTbCs U NPUMEHATLCA OO UCTEYEHUS UX CPpOoKa FOAHOCTW.

(B pea. PepepanbHbix 3akoHOB OT 29.11.2010 N 313-93, o1 06.12.2011 N 409-03)

4. Co gHsa BCTynneHns B cuny Hactoswero ®egepansHoro 3akoHa n no 30 anpens 2011 roga BKAOYUTENBHO
AonyckaeTcsl npoBedeHMe 3KCMepTu3bl NEeKapCTBEHHbIX CPEACTB 3KCMepTaMy 3SKCNEPTHOro yypexgeHus [o
NPOXoXAeHns uMW aTtTectaumMm B Mopsake, YCTAHOBMNEHHOM  YMNOMHOMOYEHHbLIM defepanbHbIM  OpraHoMm
NCNONHUTENbHON BNacTu.

5. Co pHs BcTynneHusi B cuny Hactosuwero PepepanbHoro 3akoHa M no 31 gekabps 2013 roga
BKITHOUUTENBHO OCYLLECTBNAETCH Nepexos K NpouM3BOACTBY NeKkapCTBEHHbIX CpeaCcTB B COOTBETCTBUM C NpaBunamm
opraHusauny Npou3BOACTBaA M KOHTPOSS KayecTBa NeKapCTBEHHbIX CPeACTB, YKka3aHHbIMW B 4actu 1 ctaTtbu 45
HacTosilero PenepanbHOro 3akoHa, B NonHoM obbeme. Cpokun nepexona NpPOM3BOACTBA JIEKAaPCTBEHHbIX CPeACTB
K UX NPOM3BOACTBY B COOTBETCTBUMN C KOHKPETHbIMU TpeboBaHUSAMU AaHHbLIX NpaBwi, BKOYas CPOKM aTtTectauum
YNONHOMOYEHHbIX UL, YKa3aHHbIX B YacTax 6 u 7 cratbm 45 Hactodwero PegepanbHOro 3akoHa,
ycTaHaBnuBatoTcs MNpasutenscteoM Poccunckon ®enepaumn.

6. JInueHsmm Ha Npou3BOACTBO NEKapCTBEHHbIX CPeacTs, BbligaHHble Ao 1 aHBaps 2014 roga, AencTByioT
nocne 1 aHBaps 2014 roga 40 NCTEYEHUS Cpoka UX AeNCTBUS NPW YCNOBUW COOTBETCTBUSA NULUEH3naTa npasunam
opraHm3aumm nNpov3BOACTBA M KOHTPONS KavyecTBa NEKapCTBEHHbIX CPEeACTB, yKasaHHbiM B 4actu 1 ctaTtbum 45
HacTosdwero ®eaepansHOro 3akoHa.

7. dopmupoBaHue rocygapCTBEHHOrO 3ajaHud Ha MpoBedeHWe 3KCMepTU3bl feKapCTBEHHbIX CPeacTB
denepanbHOMYy TOCyAapCTBEHHOMY OHOKETHOMY YYPEXOEHUIO MO MPOBELAEHUIO 3KCNEpPTU3bl NEKAPCTBEHHbIX
cpefncTB M hMHaHcoBOe obecneyeHne BINOMHEHWUST 3TOMO 3aaHus OCYLLECTBNSATCA B NOpsiAKe, YCTAaHOBIIEHHOM
denepanbHbIM 3akoHOM OT 12 aHBapa 1996 roga N 7-d3 "O HekoMMep4YeCcKux opraHmsaumnsax”.

(vacTb 7 BBegeHa PegepanbHbiM 3akoHOM OT 29.11.2010 N 313-93)

Mpe3ngeHT
Poccuiickon ®egepaumm
O0.MEOBEOEB
Mocksa, Kpemrnb
12 anpens 2010 roga
N 61-03
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