HaaeMHana NpaBoBas NoAJePHKKa

{-)a =
A

K

denepanbHbiK 3akoH oT 12.04.2010 N 61-03
(pea. ot 12.03.2014)
"O6 obpalleHnn nekapcTBeHHbIX cpeacTs”

[okyMeHT npepoctasneH KoHcynbTaHTINIOC
www.consultant.ru

[ata coxpaHeHnus: 11.06.2014


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

®epepanbHblid 3akoH oT 12.04.2010 N 61-03
(pes. ot 12.03.2014)
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 11.06.2014

12 anpens 2010 roga N 61-93

POCCUUCKASI ®EOEPALIMA
®EAEPAINbHbIA 3AKOH

OB OBPALLEHUU NEKAPCTBEHHbIX CPEACTB

MpuHaT
"ocypapcTBeHHoun [lymon
24 mapTta 2010 roga

OpobpeH
Cosetom ®Pegepaumu
31 mapTta 2010 roga

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

o1 25.12.2012 N 262-®3, ot 02.07.2013 N 185-93,
o1 25.11.2013 N 317-®3, ot 12.03.2014 N 33-93)

nasa 1. OBLUME NOJIOXEHUSA
Cratbs 1. MpeameT perynupoBaHusi HacTosiero degepansHoOro 3akoHa

1. Hactoawun ®PegepanbHbll 3aKOH perynvpyet OTHOLLEHMWS, BO3HMKalLWuMe B CBSA3W C obpalueHnem -
pa3paboTkon,  OOKNMHWYECKUMW  WUCCRegoBaHWsAMM,  KIMHUYECKUMW  UCCRegoBaHWsMM,  9KCMepTU3OW,
rocyqapCTBEHHOW perucrpauuen, CcO CTaHgapTM3auMen W C  KOHTpPONeM KavecTBa, MpOU3BOACTBOM,
N3roTOBMEHNEM, XpaHeHWeM, nepeBO3KoW, BBO3OM B Poccuiickyio Pepepaumio, BbiBO3OM U3 Poccumnckon
degepaumn, peknamon, OTMYCKOM, peanu3auuen, nepegadyen, NPUMEHEHUEM, YHUYTOXEHUEM JieKapCTBEHHbIX
cpeacTs.

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

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

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

Ctatbs 2. Cdepa npumeHeHus HacToswero denepanbHOro 3akoHa

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

CraTbsa 3. 3akoHogaTenbCcTBO 06 06paLleHnmn ekapCcTBEHHbIX CPEACTB

1. BakoHopaTenbCcTBO 06 OOpalleHMM NeKkapCTBEHHBIX CPEACTB COCTOUT M3 Hactosiwero dPepeparnbHOro
3aKkoHa, Apyrux deaepanbHbIX 3aKOHOB M MHbIX HOPMAaTUMBHBIX MPaBoBbIX akToB Poccuickon degepaumu.

2. [ewnctBue HacTosiwero ®degepanbHOro 3akoHa pacnpocTpaHsieTcs Ha obpalleHne HapKOTUYECKUX
NeKapCTBEHHbLIX CPEACTB M MCUXOTPOMHbIX FEKAPCTBEHHbIX CPEACTB C Y4eTOM OCOOEHHOCTEN, YCTaHOBEHHbIX
3akoHofartenbcTBoM Poccuickon ®enepauum 0 HApKOTUYECKMX CpeacTBax, NMCUMXOTPOMHBIX BewecTBax U 06 ux
npekypcopax.

3. Henctere HacTosLero depepanbHoro 3aKkoHa pacnpocTpaHsieTcs Ha obpalleHne
pagnocdapmaleBTUYECKMX  JIEKAPCTBEHHbIX  CPEACTB C  yyeToMm ocobeHHocTeN, YCTaHOBIEHHbIX
3akoHogartenscTBoM Poccuickon deanepaumm B obnactu obecneveHms pagunaunoHHon 6e3onacHocTu.

4. Ecnn mexayHapogHeiM goroBopoM Poccunckon depepaumm yCTaHOBMEHbI WMHbIE MpaBuia, Yem Te,
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KOTOpble NpeaycMOTpeHbl Hactoswum degepanbHbIM - 3aKOHOM, MPUMEHSAIOTCA MpaBuna  MexayHapogHoro
aorosopa.

5. B Poccuiickon ®enepauunm B COOTBETCTBUM C MEXAYHapOAHbIMM aoroBopamu Poccuinckon depepaumm m
(vnn) Ha ocHoBe MpuHUMNA B3aMMHOCTM NPU3HAKOTCA pe3ynbTaTbl KMMHUYECKUX WUCCNEeAOBaHUN NeKapCTBEHHbIX
npenapaToB AN MeAULMHCKOro NpUMEeHeHns, NpoBeAEHHbIX 3a Npeaenamu Tepputopum Poccuiickon deagepavmu.

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

[nsa uenen HacToswero degepanbHOro 3akoHa UCMOMb3YyTCA Cneayowmne OCHOBHbIE NOHATUSA:

1) nekapcTBEHHble cpeacTBa - BellecTBa WM UX KOMOWHAUWMW, BCTynawwue B KOHTAKT C OpraHM3mMoMm
YyeroBeka WM XXMBOTHOIO, MPOHMKAIOLWME B OpraHbl, TKaHW OpraHn3amMa YerioBeka Wfn XMBOTHOMO, NpUMeHseMble
Ong NpoUNakTUKK, OMArHOCTUKM (3a WMCKIIOYEHMEM BeLeCTB MM MX KOMOWMHALMWA, He KOHTaKTUPYKLWMX C
OpraHuM3MoM 4erioBeka WM  JKMBOTHOrO), reyeHua 3aboneBaHusi, peabunutauum, AN  COXpaHeHus,
npeaoTBpaLLeHns Unu npepbiBaHnst 6epeMeHHOCTU 1 NOMyYeHHbIE N3 KPOBU, Nra3Mbl KPOBU, U3 OPraHoB, TKaHeW
OopraHusma 4erioBeka WU >KUBOTHOIO, PacCTEHWUW, MUHEpanoB MeTodaMu CuHTe3a WU C NPUMEHEHWEM
Buonormdeckux TexHonormn. K nekapCTBeHHbIM CpeacTBaM OTHOCATCH (papmaueBTuyeckne cybctaHumm u
neKkapcTBEHHbIEe npenaparbl;

2) dapmaueBTndeckme cybcTaHUMM - §eKapCTBEHHble CpeacTBa B BMAE [OEWCTBYIOLWIMX BeLLECTB
OGuonormyeckoro, GMOTEXHOMOMMYECKOrO, MMWHEPANbHOrO WM  XUMWYECKOTO MPOUCXOXAEHUS, obnagaroLne
dhapMaKkonormyeckon akTUBHOCTbIO, MpedHas3HavyeHHble ANs MNPOM3BOACTBA, W3rOTOBMEHUS JEKAPCTBEHHbIX
npenapaToB ¥ onpegenstowme nx apekTMBHOCTb;

3) BcnomoraTenbHble BeLIecTBa - BeLlecTBa HEOPraHWYeckoro WM OpPraHU4eckoro MNPOUCXOXAEHUS,
ucnonb3yemble B Mpouecce nNpou3BOACTBA, M3rOTOBMEHWUS FEKaApCTBEHHbIX MpenapaTtoB AfsS MpuvaaHus uUm
HeobXxo0aMMbIX PUINKO-XMMNYECKUX CBONCTB;

4) nekapCTBEHHbIE MpernapaTbl - NIEKAPCTBEHHbIE CPeaCcTBa B BMAE NEKApCTBEHHbIX POpM, NpUMEHAeMble
Ons nNpodmnakTuki, OuarHoCTukK, nedvyeHusa 3aboneBaHus, peabunurauuun, AN COXpaHeHWs, NpeaoTBpalleHus
UnNu npepbiBaHUs 6epeMeHHoCTY;

5) nekapcTBeHHasi cbopMa - COCTOsIHME FeKapCTBEHHOro npenapara, COOTBETCTByWLlee crnocobam ero
BBEAEHUS N NpMMeHeHUs n obecneymnBaroLlee JOCTMKEHME Heobxoammoro nedebHoro adhdekTa;

6) nepeyeHb JKM3HEHHO HEobXOOAMMBIX W BaXKHEWLUMX JIeKapCTBEHHbIX MpenapaTtoB - eXerogHo
yTBepxaaembln [MpaButensctBom Poccunckon ®defepaumn nepeveHb NeKkapcTBEHHbIX MpenapatoB  Ans
MEeOMLMHCKOIrO MPUMEHEHMUs, obecneyvmBalolnX MNPUOPUTETHbIE MNOTPEOHOCTN 3OpaBOOXpPaHEHUA B  LENsX
nNpounakTukn n nedeHuss 3aboneBaHuin, B TOM 4ucne npeobnagarowmx B CTpykType 3aborneBaemoctu B
Poccuinckon ®egepaumm;

7) VMMMYyHOOUWONOrM4yeckMe InekapCTBEHHblE NpenapaTtbl - feKapCTBEHHble npenapaTbel BMonorMyeckoro
NPOVCXOXOEHUS, nNpefHa3Ha4YeHHble AN  WUMMYHOSIOMMYECKMX OMArHOCTUKW, NPOMUNAKTUKM U NeYeHust
3aboneBaHui;

8) HapkoTMyeckme nekapCcTBEHHble CpeacTBa - JIeKapCTBEHHble npenapaTtbl M hapmaueBTUdecKkne
cybcTaHuun, copepxalime HapkoTUYeckue cpeacTBa U BKIKOYEHHble B [lepeyeHb HapKOTMYECKMX CPEACTB,
NMCUXOTPOMHbIX BELLECTB U MX NPEKYPCOPOB, Noanexalumx KoHTponto B Poccuiickon degepaumm, B COOTBETCTBUN C
3akoHogatenbctBoM Poccunckon ®epepauumu, mexagyHapoaHbiMu goroBopamu Poccuiickon ®efepauun, B TOM
yucne EgnHon koHBEHUMEN O HapKoTUYecknx cpeacteax 1961 roga;

9) nCUXOTPOMHbIE TNeKapCTBEHHble CpeAcTBa - JleKapCTBEHHble npenapatbl U dapmaueBTuyeckne
cybcTaHuun, coepxallne MCUXOTPOMHbIE BeLlecTBa W BKIHOYEHHble B [lepedeHb HapKOTMYECKUX CPEACTB,
NMCUXOTPOMHbIX BELLECTB U UX MPEKYPCOPOB, noanexawmx KoHTponto B Poccuiickon degepaumum, B COOTBETCTBUN C
3akoHogaTtenbcTBoM Poccuiickon ®epepauun, mexgyHapogHbiMu gorosopamu Poccuickon ®egepaummn, B TOM
yucne KoHBeHUMen o0 NcuxoTponHbix Bewwectsax 1971 roaa;

10) pagnodgapmaueBTUYECKME NEKAPCTBEHHbIE CPEACTBA - NEKapCTBEHHbIE CPEACTBA, KOTOpbIE COAepXaT B
roTOBOM AN UCNONb30BaHUA opMe OAVH PaguvOHYKNUA WM HECKOSNbKO PafMOHYKNMAOB (pagmoakTUBHBIX
N30TOMoB);

11) opurMHanbHOE nEeKapCTBEHHOE CPeACTBO - JIEKAPCTBEHHOE CPEACTBO, COAepaliee BrepBble
NnonyyYeHHy apMaueBTMYECKY0 CYOCTaHUMIO UMM HOBYHD KOMOMHauuo dapMaueBTUYECKUX CyOGCTaHUWNA,
abdekTUBHOCTL M 6e30nacHOCTb KOTOPbIX MOATBEPXKAEHbI pe3ynbTaTamMu  OOKIMHUYECKUX UCCReLoBaHUn
NeKapCTBEHHbIX CPEACTB U KINMHNYECKNX UCCNEeAOBaHNIN NIEKAPCTBEHHLIX NPenapaToB.;

12) BocnpowusBeneHHOe nekapCTBEHHOE CPEACTBO - NeKapCTBEHHOe CPeacTBO, COoAepxallee Takyl Xe
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dapMaLeBTUYECKY0 CYOCTaHUMIO UNM KOMOUHALMIO Takux Xe dapmaleBTUYeckux CybCcTaHUun B Takom Xe
nekapcTBeHHON dopMe, YTO M OpUrMHanNbHOE fekapCTBEHHOE CpPeacTBO, U MOoCTynuBllee B obpalleHve nocne
NocTynneHns B obpalleHne OpurMHanbHOro NekapCTBEHHOMO CPEeACTBa;

13) nekapcTBeHHOe pacTUTENbHOE Chbipbe - CBEXME WNU BbICYLIEHHbIe pacTeHus nnbo ux 4actu,
ncnonb3yemble Ans Npou3BOACTBA NEKapCTBEHHbLIX CPEACTB OpraHn3aunsaMy - NPOM3BOANTENSAMU NEKapCTBEHHbIX
CpeacTB MMM U3FOTOBMEHUS] JIEKAPCTBEHHbIX MpenapaTtoB anTeYHbIMU  OpraHuM3auunsiMu, BeTepUHapHbIMU
anTeYHbIMX  OpraHuM3auusMu,  UHAMBUAYanbHbIMW  MPEeanpUHUMATENSMKU,  UMEKWMMW  FIMUEH3NK  Ha
hapmaLeBTUHECKYIO AeATENbHOCTb;

14) nekapCTBEHHLIN pacTUTENbHbIA NpenapaTt - JIeKAapCTBEHHLIM Mpenapart, MNPOM3BEAEHHbIA UK
N3roTOBMEHHbIN U3 OJHOMO BUAA JIEKAPCTBEHHOIO PacTUTENbHOMO CbIPbsl UM HECKOSTbKMX BUOOB TaKOrO CbIpbsi U
peanuayemblii B pacacoBaHHOM BUAe BO BTOPUYHOM (MOTPEOMTENBCKOW) YNaKoBKe;

15) romeonatuyeckoe IneKapCcTBEHHOE CPEeACTBO - JIEeKapCTBEHHOE CPeAcTBO, MNPOU3BEAEHHOE UIn
N3roTOBIEHHOE MO crneunanbHOW TEXHOMNOrnuy;

16) mexayHapogHOe HenaTeHTOBaHHOE HauMeHOBaHMe IeKapCTBEHHOro cpeactsa - HavMeHOBaHWe
hapmaLeBTMHECKON CyGCTaHUMW, pekoMeHAoBaHHOe BcemMupHON opraHnsaumnen 3gpaBooOXpaHeHus;

17) TOproBoe HavMMeHOBaHWe feKapCTBEHHOINO0 CPeacTBa - HavMMEHOBaHWe neKkapCTBEHHOro cpeacTsa,
NMPUCBOEHHOE ero pa3paboTynkom;

18) obwasa dapmakonenHasa ctaTbs - 4OKYMEHT, YTBEPXKOEHHbIW YNONHOMOYEHHBIM hefiepanbHbIM OpraHoMm
NCMNONMHUTENBbHOW BNacTU U COAEpXKallMi nepeyveHb nokasaTernen Kkadecrtsa M (UnNn) MeTodoB KOHTPOMs KayecTBa
KOHKPETHOW JeKapCTBEHHOW (QOPMbl, JEKAPCTBEHHOINO pPacTUTENbHOrO Cbipbs, OMNMWCaHUA BMONOrnYecKmx,
BUOXUMUNYECKNX, MUKPOOMONOrMYEcKMX, (UINKO-XUMUYECKUX, (PUNYECKMX, XUMWYECKUX W APYrMX MeTOAOoB
aHanu3a nekapcTBEHHOro CpeAcTBa Afs MeOULMHCKOTO NMPUMEHEHWs, a Takke TpeboBaHUS K MCMONb3yeMbIiM B
Lensix NpoBeAeHNs aHHOMo aHanusa peakTueam, TUTPOBaHHLIM pacTBOpaMm, MHAMKaTopam;

19) dhapmakonenHass cTaTbd - [OOKYMEHT, YTBEPXOEHHbIW YMNONHOMOYEHHbIM denepanbHbiM OpraHom
NCMOMHUTENbHOW BNacTM M cogepXawmn nepeyeHb MokasaTenen KadectBa M MeTOOOB KOHTPONS KadvecTBa
nekapCTBEHHOro CpeAcTBa AN MeAULMHCKOro NPUMEHEHMS;

20) HopmaTMBHasa OOKYMeHTauusi - OOKYMEHT, COAepXalui nepeyeHb onpegensemblx No pesynbtaTam
COOTBETCTBYIOLLUMX SKCNEPTM3 NnokasaTernen kayecTsa nekapCTBEHHOrO cpeacTBa Ans MeAULMHCKOro NPUMEHEHNS,
METOAO0B KOHTPOJIS €ro Ka4ecTBa M YCTAaHOBIEHHbIV €ro NPOU3BOANTENEM;

21) HOpMaTMBHBIN LOKYMEHT - [OOKYMEHT, coAepXalui nepeyeHb OnpedensembiXx Mo pesynbraram
COOTBETCTBYHLUMX IKCMEPTU3 MokasaTenen kadectBa M (MM) METOAOB KOHTPOMS KayecTBa JleKapCTBEHHOM
dopMbl, onucaHuss Bronornyecknx, BUOXMMUYECKUX, MUKPOOMOMOTMYECKUX, (DUINKO-XUMUYECKNX, (PU3UYECKHUX,
XUMUYECKMX M OPYITMX METOAOB aHanu3a nekapCcTBEHHbIX CPpeacTB ANs BETEPUHAPHOIO NpMMEHEHUs, TpeboBaHNs K
ncnomnb3yembiM B LeNsX NPOBEAEHUS LAHHOMO aHanu3a peakTuBam, TUTPOBaHHbIM pacTBoOpaMm, MHOUKaTopaM U
YCTaHOBMEHHbIN €r0 NPOU3BOAUTENEM;

22) KayecTBO Il€KaApCTBEHHOIO CpPEeACTBA - COOTBETCTBME JIEKAPCTBEHHOIO CpeAcTBa TpeboBaHWSM
apmakonenHon cTaTbu NMBO B Cry4yae ee OTCYTCTBUS HOPMAaTMBHOW AOKYMEHTauuuM WM HOPMaTMBHOMO
OOKYMEHTa;

23) 6e3onacHOCTb NeKapCTBEHHOIO CPpeAcTBa - XapakTepPUCTUKA NeKapCTBEHHOIO CpeacTBa, OCHOBAHHAsA Ha
CpaBHUTENbHOM aHanuse ero apEKTUBHOCTN N pyUCKa NPUYMHEHMS Bpeda 340POBbLIO;

24) 3pdeKTUBHOCTbL NEKAaPCTBEHHOrO MNpenaparta - XapakTepUCTMKa CTEMNEeHW MONOXUTENBHOIO BIIUSAHMS
NeKapCTBEHHOro mnpenapaTa Ha TevyeHwe, NPOAOMKUTENBHOCTL 3aboneBaHuss WU ero npeaoTBpalleHune,
peabunutaumio, Ha coXxpaHeHune, NpeaoTBpaLLeHne Unm NpepbiBaHne 6epeMeHHOCTY;

25) cepusi nekapcTBEHHOrO cpeacTBa - KOMWYECTBO JIEKAPCTBEHHONO CpPEACTBa, MNPOM3BEAEHHOE B
pe3ynbTare O4HOro TEXHONTOMMYECKOrO LKA ero NpovM3BoaUTENEM;

26) pernctpaumoHHOe YOOCTOBEPEHME NEKApPCTBEHHOro npenaparta - LOKYMEHT, MOATBEpPXOAroLmn dakTt
rocy4apCTBEHHOWN pernctpaumm iekapcTBEHHOro npenapara;

27) perncTpauuoHHbI HOMEpP - kogoBoe 0b0o3Ha4YeHne, NPUCBOEHHOE NEKapCTBEHHOMY mpenapaTy npu ero
rocyfapcTBEeHHOW permctpaumu,

28) obpalueHne nekapCTBEHHbIX CPeAcTB - pas3paboTka, AOKNMHMYECKME WCCrefoBaHusi, KIMHUYECKMe
nccrnegoBaHusl, JKCMepTv3a, rocygapCTBEHHas pervctpauusi, CTaHgapTvM3aumss M KOHTPONb  KavecTsa,
Npou3BOACTBO, M3rOTOBIIEHME, XpaHeHWe, nepeBo3ka, BBO3 B Poccuinckyio ®egepaunto, BbiBo3 U3 Poccuiickon
depnepaumu, peknama, oTnyck, peanusauusi, nepegaya, NPUMeHeHNe, YHUYTOXEHWNE NEKAPCTBEHHbLIX CPEACTB;

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)
29) cybbeKTbl 0OpalleHus fnekapCTBEHHbIX CPeAcTB - (hM3nveckue nuua, B TOM YMCNE MHOAMBMAOYaIbHbIE
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npegnpvHUMaTeny, U pUAMYECKUE NMLA, OCYLLECTBNSOWNE AEATENbHOCTL MpU ObOpalleHun nekapCTBEHHbIX
cpencTs;

30) paspaboTuMk nekapCTBEHHOro CpeacTBa - oOpraHu3auus, obnapawowas npaBamMu Ha pesynbTaTbl
OOKIMUHUYECKMX UCCReaoBaHUA  NEeKapCTBEHHOrO CPEACTBA, KIMHUYECKUX WCCNEAOBaHWIA  flekapCTBEHHOMO
npenapaTa, a Takke Ha TEXHONOrMI0 MPON3BOACTBA NEKAPCTBEHHOMO CPeACTBa;

31) Npon3BOACTBO JEKAapCTBEHHbIX CPEACTB - AEATENbHOCTb MO MPOU3BOACTBY JflEKAPCTBEHHbLIX CPEACTB
opraHm3aumsmMm - NpoM3BOAMTENSIMU NIEKapCTBEHHbIX CPeACTB Ha OOHOW CTaguW, HECKONBbKUX UINM BCEX CTagusix
TEXHOMNOrM4YeCcKoro npoLecca, a Takke No XpaHEeHUIo N peannsaLumn Npon3BefeHHbIX NIEKAPCTBEHHbIX CPEACTB;

32) npousBoaMTENb FNEKAPCTBEHHbIX CPEACTB - OpraHuMsauus, OCyLecTBAsioWas npou3BOACTBO
nekapCTBEHHbIX CPeACTB B COOTBETCTBUM € TpeboBaHnsaMM HacTosiero ®egepanbHOro 3aKoHa;

33) dapmMaueBTUYeckas [eATENbHOCTb - [AEesTeNnbHOCTb, BKMoYawwas B ceba OonToByl TOProsmio
NeKapCTBEHHLIMU CpeacTBaMM, WX XpaHeHWe, MNepeBO3KY W (UNK) PO3HMYHYKD TOPrOBMIO JIEKAPCTBEHHLIMM
npenapaTtamm, Ux OTMNycK, XpaHeHWe, NePeBO3KY, M3rOTOBIIEHME NIEKAPCTBEHHLIX NPenapaTos.;

34) opraHusaumsi ONTOBOW TOProBMAW NEKapCTBEHHbIMW CPEACTBaMU - OpraHumsauusi, OCyLLeCTBrsoLLas
ONTOBYIO TOPrOBMO NEKAaPCTBEHHLIMU CpeAcTBaMu, UX XpaHeHWe, NepeBO3Ky B COOTBETCTBMM C TpeboBaHMsMU
HacTodawero ®enepanbHOro 3aKoHa;

35) anTeyHas opraHu3auusi - OpraHu3auusi, CTPYKTYpHOe nogpasgeneHve MeguuvHCKOM opraHvsauuu,
OCYLLECTBMAOLLME PO3HUYHYIO TOPrOBIIO NEKAPCTBEHHBIMW NpenapaTtamu, XxpaHeHne, NepeBo3Ky, N3roTOBMIEHUE U
OTMNYCK FeKapCTBEHHbIX MpenapaTtoB Ans MEeOULWHCKOTO MPUMEHEHMS B COOTBETCTBMM C TpeboBaHMAMHU
HacTosilero ®egepanbHOro 3aKoHa;

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

36) BeTepuvHapHas anTeyHas opraHusauusi - opraHusauusi, CTPYKTypHOe noapasferieHne BeTepuHapHOW
opraHm3aumm, oCyLLeCcTBNAAIOWME PO3HMUYHYO TOProBIIO NIEKapCTBEHHBIMU NMpenapaTtamMu, XpaHeHue, 3roToBneHne
M OTNYCK NEeKapCTBEHHbIX MpenapaToB [Afis1 BETEPUHAPHOINO MPUMMEHEHUS1 B COOTBETCTBUM C TpeboBaHUsIMU
HacTodwero ®enepanbHOro 3akoHa;

37) danbcndrumMpoBaHHOE neKapCTBEHHOE CPEACTBO - JleKapCTBEHHOE CPeACTBO, COMPOBOXAaemMoe
NOXHOW MHGOpMaLMen o ero coctaese 1 (Mnu) NPon3BoauTENE;

38) HepobpokayecTBEHHOE NEKapCTBEHHOE CPEACTBO - FIEKAPCTBEHHOE CPEeACTBO, HE COOTBETCTBYHOLLEE
TpeboBaHuAM hapmakoneHon ctaTen NMOO B cnyvae ee OTCYTCTBUSI TPeDOOBaHUSIM HOPMaTUBHOW JOKyMEHTaLun
U1 HOPMAaTMBHOIO JOKYMEHTA;

39) KoHTpadbakTHOEe NekapCTBEHHOE CpeACTBO - JIEKAapCTBEHHOE CpeacTBO, HaxoAsuieecs B obopoTe C
HapyLleHMeM rPaXK4aHCKOro 3aKkOHO4aTeNbCTBa;

40) [OKNMMHUYECKoe WccrefoBaHUE IEeKapCTBEHHOrO CpPeAcTBa - OvonornyeckMe, MUKpoOMorornyeckue,
UMMYHOJIOrMYeckMe,  TOKCUKONOrMdeckme, dapmakonorndeckme, @uanyeckne, XUMUYECKME U Opyrue
nccrnenoBaHUsl NEKapCTBEHHONo CpeacTBa MyTeEM MPUMEHEHMST HayYHbIX METOOOB OLIEHOK B LIENsiX MosnyvYeHus
OokasaTenbcTB 6e30nacHoOCTH, kadecTBa M 3OEKTUBHOCTY EeKapCTBEHHOTO CPEACTBa;

41) KIMHUYECKoe WccrnefoBaHWe FeKkapCTBEHHOrO npenapaTta - U3yvyeHWe OMarHoCTUYECKMX, reyebHbX,
npodmnakTU4eckmx, apmMakonorMyeckmx CBOWCTB NeKapCTBEHHOrO npenapaTta B Mpouecce ero npuMeHeHus y
YerioBeka, >XMBOTHOMO, B TOM 4YMCle MPOLECCOB BCacCbiBaHUS, pacnpeneneHusi, U3BMeHeHnst U BbiBeAEHUSs!, NyTeM
NMPUMEHEHMS1 Hay4HbIX METOLOB OLEHOK B Lensix MNonyvyeHuss gokasatenbCTB 6e3onacHOCTW, KayecTBa U
3(PPEKTUBHOCTN FNEKAPCTBEHHOIO npenapaTa, AaHHbIX O HeXenaTerbHbIX peakuusix OpraHmaMa 4YeroBeka,
XMBOTHOIO Ha MNPUMEHEHWE IeKapCTBEHHOro npenapata u 06 addekTe ero B3aMMOAEWCTBMA C APYrMMU
nekapcTBEHHbIMU NpenapaTamu 1 (Mnu) NULLEBBLIMY NPOAYKTaMM1, KOpMaMu;

42) MHOTrOLEHTPOBOE KIMHUYECKOE WCCNELOBaHME [EeKapCTBEHHOrO Mpenapata Ans  MeOMUUHCKOro
NPUMEHEHUST - KIIMHUYECKOE WCCNedOBaHWE NEeKapCTBEHHOrO npenapaTta Ans MeauuUMHCKOrO NPUMEHEHUS,
npoBoaMMoe pa3paboTyMkoM IekapCTBEHHOro npenapata B AByX W 6Gonee MeaMUMHCKMX OpraHusauusix no
e[JMHOMY MPOTOKOIY KIMMHMYECKOTO UCCIeAOBaHNs NeKapCTBEHHOIO Npenapara;

43) MexayHapooHOe MHOroLEHTPOBOE KIMHMYECKOE WCCrefoBaHWe rekapCTBEHHOro npenaparta Ans
MEeOULMHCKOrO MPUMEHEHMST - KIMHWYECKOe WCCredoBaHWe FekapCTBEHHOro npenapata Ans MeaUUMHCKOro
NPMMEHeHWs1, NPoBOAUMOE pa3paboTYMKOM FleKapCTBEHHOro Mpenapata B pPasfiM4YHblX CTpaHax Mo eavHoMmy
NPOTOKONY KNMHWYECKOrO UCCINEeAOBaHMS NEKapCTBEHHOIO NpenapaTa;

44) nocTperucTpaunoHHOE KIMMHMYECKOe WCCrefoBaHWe fekapCTBEHHOrO npenapata Anst MeguuUHCKOro
NPUMEHEHUST - KIMHUYECKOE WCCNedOBaHWE JeKapCTBEHHOTO MpenapaTa Ans MegUuUMHCKOrO MPUMEHEHUS,
NPOBOAMMOE MPOU3BOAUTENEM JIEKAPCTBEHHOIO Mnpenapara, rpaxaaHckuin obopoT KOTOPOro OCYLLIECTBMSAETCA
nocrne rocyaapCTBEHHOW perucrtpauun, B Lensix AOMONHUTENbHOro cbopa [aHHblX O ero 6e3onacHocTn U
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3(pPeKTUBHOCTM, pacCLUMPEHUa MNOKa3aHMM K MPUMEHEHUIO [OAHHOro NEeKapCTBEHHOro npenapaTta, a Takke
BbISIBNEHNST HEXENnaTeNbHbIX peakuuin NauMeHToB Ha ero 4eNCcTBue;

45) vnccnepoBaHve HGUO3KBUBANEHTHOCTU NEKapCTBEHHOro npenapata - BUA KIMHWYECKOro MccneaoBaHus
nekapCcTBEHHOro npenapara, NpoBeAeHne KOTOPOro OCYLLECTBNSAETCA AN ONpeaerieHnss CKOPOCTU BCacbiBaHUS U
BblBeeHNs1 apmaueBTMyYeckon cybcTaHuumn, KonuyectBa papmaueBTU4eckon cybcTtaHumm, [OCTUraroLLero
CUCTEMHOrO KpOBOTOKA, W pe3ynbTaTbl KOTOPOro MO3BONSAT caenatb BbiBO4 O OWMO3KBMBANEHTHOCTU
BOCMPOM3BEAEHHOrO feKapCTBEHHOro Mnpenaparta B OMpedereHHbIX feKkapcTBEHHOW ¢opMe U [03UPOBKe
COOTBETCTBYIOLLEMY OPUrMHANbHOMY fleKapCTBEHHOMY npenapary;

46) nccnepoBaHve TepaneBTUYECKOW 3KBUBANEHTHOCTW fleKapCTBEHHbIX MpPenapaToB - BWUA KIMHUYECKOro
nccnegoBaHUA  NeKkapcTBEHHbIX NpenapaToB, MpPOBEJEHWe KOTOPOro OCYLLECTBRSeTCs [ANA  BblsBIEHUA
O[MHAaKOBbIX CBOMWCTB NEKapCTBEHHbIX MpenapaTtoB onpedeneHHoW nekapCcTBEHHOM OpMbl, a Takke Hannuus
OAMHAaKOBbIX MNokasaTenen 6e3onacHOCTM U 3(EPEKTUBHOCTU NEKAapCTBEHHbIX MpenapaTtoB, OOWUHAKOBbIX
KNHMYecknx apeKToB Npu X NPUMEHEHWY;

47) npoTOKOM KMMHWYECKOrOo WCCMEedoBaHMs feKkapCTBEHHOro npenapata - [OOKYMEHT, B KOTOPOM
onpegensaTca  uenu, OpPMbl  OpraHuM3aumm u MeTOAONOMMA MPOBEAEHUS  KIMHUYECKOTO UCCreaoBaHus,
cTaTucTMyeckme metoabl 06paboTkM pe3ynbTaToB TaKOro MCCNeaoBaHMs U Mepbl No obecnedyeHnio 6esonacHoCTH
PU3NYECKMX NNL, YHaCTBYIOLLMX B KITMHNYECKOM MCCNEAOBaHWUM NEKapCTBEHHOrO npenapara;

48) Opowtopa wuccrnegoBaTens - CBOOHOE W3NOXEHUEe pe3ynbTaToB [AOKITMHUYECKOTrO MCCeaoBaHus
NeKapcTBEHHOro cpeacTtBa WM KIMHUYECKOro WCCnefoBaHUsA NeKapCTBEHHOro npenaparta Ans MeguuuHCKOro
NpUMeHeHs;

49) MHEOPMALMOHHBIN NUCTOK MNauMeHTa - [OOKYMEHT, B KOTOPOM coepXaTcs B AOCTynHow dopme
cBefeHus, KacarLmecs NPOBOAMMOrO KMMHUYECKOro UCCefoBaHNs NekapcTBEHHOro npenapara, U B MMCbMEHHOM
dopme pobpoBonbHOE cornacue naumMeHTa Ha ydacTue B KIMHWMYECKOM WCCReOOBaHUW NeKapCTBEHHOMO
npenapaTta nocre O3HAKOMIEHUss C OCOBEHHOCTSMU KIMHMYECKOTO WCCMEeAOBaHUSA, UMEKLWMMM 3HadYeHne Ans
BbIPaXXEHUS TaKoro cornacus;

50) noboyHoe AewnicTBME - peakums OpraHMama, BO3HMKLLIAS B CBSA3UM C MPUMEHEHVMEM feKapCTBEHHOro
npenapaTta B [03aX, PEKOMEHOYEMbIX B MHCTPYKUUW MO €ro NpUMEHEeHuto, Ans npodunakTuku, OUarHOCTUKM,
neyeHus 3abonesaHusa nnu ansa peabnnutaumu;

51) cepbe3Hasi HexxenaTternbHas peakuns - HeXxenaTenbHasa peakums opraHn3ma, CBsidaaHHasi C NPUMEHEHNEM
nekapCTBEHHOro npenapaTa, npuBedllasl K CMepTh, BPOXAEHHbIM aHOManuMaM WM nopokam pasBuTus nmbo
npeacrtaeBnsiowas cobol yrpo3y xu3Hu, Tpelywuwas rocnutanusauMu wnyv npyBedwlas K CTOWMKOW yTparte
TPY4OCNOCOOHOCTU U (UNN) UHBANUOHOCTW;

52) HenpenBuaeHHas HexenaTenbHasd peakuus - HexenaTternbHas peakuusa opraHuama (B TOM uyucne
CBsi3aHHas C NPUMEeHeHVeM NeKapCTBEHHOro npenapata B COOTBETCTBUM C UHCTPYKLMEN MO ero NpUMEHEHUIO),
CYLLHOCTb M TSXKECTb KOTOPOW HEe COOTBETCTBYIOT MHPOPMAaLMKU O NeKapCTBEHHOM npenapare, cogepXxaliencs B
WHCTPYKLMUKN NO €ro NPUMEHEHMWIO;

53) peuenT Ha nNekapCcTBEHHbIN MpenapaT - MUCbMEHHOE Ha3HayeHue NeKapCTBEHHOro npenapata no
yCTaHOBMEHHON opme, BblJAHHOE MELMULMHCKUM WU BETEPMHAPHBIM PAabOTHUKOM, MMEKLUM Ha 3TO Mpaso, B
Lensix OTnycka fekapCTBEHHOro npenaparta Unn ero U3roToBNEeHUs 1 OTMYCKa;

54) TpeboBaHuMe MeAWLMHCKOW OpraHu3auun, BETEPUHapHOW OpraHu3aumm - AOKYMEHT YCTaHOBIEHHON
hopMbI, KOTOPbIN BbINUCAH MEOULMHCKUM UM BETEPUHAPHBIM PaboOTHUKOM, UMEIOLLMM Ha 3TO NPaBo, U COAEPXKUT
B NMUCbMEHHOW (QOPME yKa3aHMe anTeyHoW opraHu3auum o6 OTMycke IeKapCTBEHHOro npenapaTta WM O ero
N3roToBreHnn 1 06 oTnycke Ans obecneyeHms nevyebHoOro npolecca B MEOULMHCKON OpraHn3auumn, BeTepMHapHON
opraHusauuu.

nasa 2. NOJIHOMOYUA ®EQEPANbHBIX OPFAHOB I/ICI'IOHHVITEHI:I:iOVI 5
BNACTH, OPFAHOB UCMONMHUTENIbHOU BITACTU CYBBEKTOB POCCUNCKOU
®EOEPALIMM NPU OBPALLEHUN NEKAPCTBEHHbIX CPEACTB

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

K nonHomounsim cheaepanbHbIX OpraHoB UCMOMHUTENBHON BNacTu npu obpalleHnmn nekapcTBEHHbIX CPeacTB
OTHOCATCS:

1) npoBeaeHue B Poccuiickon depepaunm eguHOW rocyaapCTBEHHOW MONMUTUKM B obnactu obecneyeHus
nekapcTBeHHbIMW NpenapaTtamu rpaxaaH Ha Tepputopumn Poccuiickon degepaumy;
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2) ytBepxaeHne obwmnx dapmakonerHbix crtater, dapMakonenHbIX CTaTen, u3gaHue rocyaapCTBEHHOM
dapmakoneu;

3) ocyLuecTBneHne rocygapcTBEHHOro KOHTpOns (Haa3opa) B ccpepe obpalleHnst nekapCTBEHHbIX CPEACTB;
(8 pea. PegepanbHoro 3akoHa ot 25.06.2012 N 93-03)

4) nuueH3upoBaHMe NPOU3BOACTBA NEKAPCTBEHHbLIX CPeACTB U dapmMaLeBTUYECKON [OeATENbHOCTU B
COOTBETCTBUM C 3aKoHogaTenbCcTBOM Poccuiickon ®enepaumm;

5) opraHmsaums aKcnepTusbl NIEKAPCTBEHHbBIX CPeACTB, 3TUYECKOW 3KCMEPTU3bl BO3MOXHOCTU MPOBEAEHUS
KMMHUYECKOro UCCrnefoBaHusA NekapCTBEHHOMO npenapara Ans MeaNLUHCKOrO NPUMEHEHUS;

6) Bbldaya paspeLleHnin Ha NpoBeAeHNE KITMHUYECKMX UCCNeAoBaHWI NIeKapCTBEHHbIX NpenapaToB, BegeHve
peecTpa Bbl4aHHbIX pa3peLLeHnin Ha NPoBeaeHNE KITMHUYECKUX UCCIIe00BaHU NekapCTBEHHbIX NpenapaTos;

7) rocygapCTBeHHasi perucTpauusi nekapCTBEHHbIX MpenapaToB, BeAeHWe rocygapCTBEHHOro peecTpa
NeKapcTBEHHbIX CPeaCTB;

8) unHCcnekTupoBaHMe NPOWM3BOACTBA IEKAPCTBEHHbLIX CPEACTB Ha COOTBETCTBME MNpaBuMnaMm opraHu3auum
NpoM3BOACTBA M KOHTPONS KadeCTBa NEeKapCTBEHHbIX CPeAcTB, Bbldaya 3akNiovyeHuMrM O COOTBETCTBUM
NpoM3BOAUTENS NEKAPCTBEHHbIX CPEACTB TPeboBaHMAM NpaBun opraHn3aLmMm NPOU3BOACTBA M KOHTPOMS KadecTBa
NeKapCTBEHHbIX CPeACTB;

9) rocygoapCTBEHHasi peructpauus YCTaHOBIEHHbIX MPOU3BOAMTENSIMA JIEKAPCTBEHHbIX MpenapaToB
npegenbHbIX OTMYCKHbIX LEH Ha XXM3HEHHO HEODXOAMMbIE U BaXXHEWLLME NeKapCTBEHHbIE NpenapaTtbl U BeAeHue
rocy4apCTBEHHOIO peecTpa npedesnibHblX OTMYCKHbIX LIEeH MPOWM3BOAWUTENEN Ha NeKapCTBEHHble npenapaThl,
BKJTHOYEHHbIE B NEPeYEHb XU3HEHHO HEOOXOOUMBIX Y Ba)KHENLLMX NTEKAapCTBEHHbIX MPEenaparos;

10) ycTaHOBneHWe nopsgka BBO3a JIEKapCTBEHHbIX CPEACTB Ha Tepputoputo Poccunckon depepauun u
BblBO3a NleKapCTBEHHbIX CpeacTB ¢ Tepputopun Poccuiickon ®Pepepaumu;

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

12) atTectaums n ceptTudmkaLmsa cneynanucTos;

13) ytpatun cuny ¢ 1 ceHTabps 2013 roga. - PegepanbHbin 3akoH ot 02.07.2013 N 185-93;

14) MOHUTOPUHI 6€30NacCHOCTUN NEKapCTBEHHbIX NpenapaTos;

15) yyacTtvne B MexgyHapogHOM COTPYAHNYECTBE;

16) nony4eHue no 3anpocam ynosIHOMOYEHHOro dheaepansHOro opraHa UCMOMHUTENbHOW BNacT OT OpraHoB
ncnonHuTensHon Brnactn cybbektoB Poccuickon defepaunm, a Takke oT CyObekToB obpalleHns NekapcTBEHHbIX
cpencTB Ans MeAWLMHCKOrO MpPUMEHEHMS WHopmaumyM No BOMPOCaM YCTAHOBIEHUS U MPUMEHEHMS LEeH Ha
nekapcTBeHHble NpenapaTtbl U HaAbaBOK K HUM;

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

Cratba 6. [MonHOMOYMsI OpraHoOB WCMOMHUTENbHOW Bractu cybbekta Poccuiickon Pepepaumm npu
obpalleHnn nekapcTBEHHbIX CPeacTs

K nonHomouusM opraHoB wucnonHuTenbHoW Bnactu cybwbekta Poccunckon ®Pegepauuun npu obpalleHun
neKapCTBEHHbIX CPeACTB OTHOCSTCS:

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

2) ycTaHOBneHWe npedenbHbIX pa3MepoB OMNTOBbIX HaA0aBOK WM nNpeAenbHbiX pPasMepoB PO3HUYHBLIX
HaabaBoK K DaKTUYECKUM OTMYCKHbIM LieHaM, YCTaHOBIIEHHbIM MPOU3BOANTENAMY NEeKapCTBEHHbIX NpenapaToBs, Ha
rniekapcTBeHHble npenapartbl, BKOYEHHblE B MepeyYeHb XU3HEHHO HeOoOXOAMMbIX W BaXKHEMNLLMX NeKapCTBEHHbIX
npenapaTos;

3) ocyluecTBMneHne perMoHanbHOro rocyaapCTBEHHOrO KOHTPONSA 3a MPUMEHEHVEM LieH Ha fneKapCTBEHHble
npenapatbl, BKMOYEHHbIE B MEPEYeHb XM3HEHHO HEOOXOOMMBbIX W BaXKHEWLUMX NEeKapCTBEHHbLIX MNpenaparos,
OopraHM3auMsMm OMNTOBOW TOPrOBMNW, anTEYHbIMU OpraHM3auusiMu, WHAMBMAOYaANbHbIMU NpeanpuHUMaTensMu,
VUMEIOLLMMU NMLEH3UIO HA (hapMaLLEBTUYECKYIO AESATENBHOCTD.

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

asa 3. FOCYAAPCTBEHHAA ®APMAKOIEA
CraTbs 7. Pa3paboTka 1 usgaHume rocygapcTBeHHON hapmakoneu, pasMmeLleHme aHHbIX O Her

1. Tllog rocymapctBeHHOW hapmakoneen MOHUMAEeTCs CBo4 oOwux papmakonewHblx cTaten wu
bapmaKkonenHbIxX cTaTen.
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2. Paspabotka o6wmnx dapmakonenHblx cTaten Wn dapmakonemHblx cTaTel W BKIIKOYEHME UX B
rocyfapCTBEHHYHO hapMaKomner OCYLLEeCTBAAITCA B NOpsiake, YCTaHOBNEHHOM YNOMHOMOYEHHbIM hefepanbHbIM
OpraHoM UCMOSTHUTENBHOM BNacTu.

3. PaspaboTtka chapmakonenHon cTaTbW Ha OPUrMHANbHOE NeKapCTBEHHOE CPEenCTBO W BKMOYEHME ee B
rocy4apCTBEHHYIO dhapMakonelo B Te4YeHMe cpoka AeNCTBUSA 3allMTbl UCKNIOYMTENBHOrO npasa, YaA0CTOBEPEHHOrO
naTeHTOM Ha OpUrnHasribHoe NekapCTBEHHOE CPeacTBO, OCYLLECTBNSAOTCA C COrnacus ero paspadoTyumka.

4. TocypapcTBeHHasa dhapMakonesi u3gaetcs YrnofIHOMOYEHHbIM heaepanbHbIM OpraHoM UCMOSTHUTENBHOM
BNacTu 3a cyeT cpeAcTB dheaepanbHOro bogkerTa u NoanexuT nepensgaHnsMm He pexke YeM OAauH pas B MATb NeT,
B Mepuvogd Mexay KOTOPbIMW M3OalTCs MPUMOXKEHMS K FrocydapCTBEHHOW dapmakonee, cogepxaiime oblime
dapmakonerHble ctatbl U (MNKn) dapmakornenHble CTaTbW, YTBEPXKAEHHbIE MOCME U3OaHUSA UMM NepensgaHus
rocygapcTtBeHHOM hapmakonen.

5. YnonHomMouyeHHbIn bedepanbHbii  OpraH  WUCNOMHUTENbHOW  BRacTM  pasMellaeT AdaHHble O
rocygapcTtBeHHoW dapmakonee v NPUNOXEHUsIX K HeW Ha cBoeM odmumanbHOM cante B cetn "WIHTepHeT" B
YCTaHOBMEHHOM MM MOpsiaKe.

Maga 4. TOCYOQAPCTBEHHbIA KOHTPOIb NPU OBPALLEHUMX
NEKAPCTBEHHbIX CPEACTB

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

1. JlvueHanpoBaHve nNpoM3BOACTBA fEKapCTBEHHbIX CpeacTB M dapMaueBTUYeCcKoW OesaTenbHOCTU
OCYLLECTBMAETCH B COOTBETCTBUM C 3aKoHoAaTenscTBOM Poccuinckon deagepaumn.

2. ObssaTtenbHblM YCrOBMEM MPeOoCTaBfeHNs NUUEH3UW Ha MNPOM3BOACTBO JIEKapCTBEHHbIX CPeacTB
ABMNSETCA MPUIMOXEHNE K 3asBMEHUI0 CoMCKaTens NUUEH3UW MNepeyHs nekapCTBeHHbIX hopM u (Mnv) BMAOB
dhapmaLeBTUHECKMX CyOCTaHLUN, KOTOPbIE NPOM3BOANTENb NTEKAapCTBEHHbIX CPEACTB HaMepeH NPon3BoOANTb.

3. B cnydyae HeoBGxoAMMOCTU paclUMpEHUs MPOWM3BOACTBA Il€KapCTBEHHbIX CPEACTB 3a CYET HOBbIX
rniekapcTBeHHbIX (hOpM 1 BUAOB hapMaLeBTUYeCKnx cybcTaHumin Npon3BOAUTESNb NTEKAPCTBEHHbIX CPEACTB AOIKEH
MONy41Tb HOBYIO JIMLIEH3WIO Ha MPON3BOACTBO NleKapCTBEHHbLIX CPeaCTB.

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

1. F'ocygapCTBEeHHbIN KOHTPONb (Haa3op) B cpepe obpalleHns nekapcTBeHHbIX CPEACTB BKIoYaeT B cebs:

1) TNWUEH3NOHHBLIW KOHTPONb B cdhepe NpPOM3BOACTBA JEKAapCTBEHHbIX CPeAcTB M B cdepe
dapmMaLeBTUYECKON OEeATENBHOCTMY;

2) hegepanbHbIN rocyaapCTBEHHbIV Hag30p B cdepe obpalleHns nekapcTBeHHbIX CpeacTB.

2. JIMUEH3NOHHbI KOHTpONb B cdepe NpPou3BOACTBA MNeKapCTBEHHbIX cpeactB UM B cdepe
hapmaueBTUYECKON — OEeATEeNbHOCTU  OCYLWECTBNAETCH  YNONHOMOYEHHbIMM  defepanbHbiM - OpraHoMm
NCMNONMHUTENBHOW BNacT! U opraHamMmun UCMOMHUTENbHOW BnacTu cyobekToB Poccunckon ®Pegepaumm cornacHo mx
KOMneTeHUun B nopsiake, yctaHoBneHHoM ®eaepanbHbiM 3akoHOM OT 26 aekabpsa 2008 roga N 294-03 "O 3awmTe
npas OpUANYECKUX NUL, WU WHAMBUMAYaANbHLIX MpeAnpuHUMaTenen npu OCYLLEeCTBIEHUU [OCy4apCTBEHHOro
KOHTponsa (Hag3opa) M MyHMUMNANbHOrO KOHTpons", C y4eTOM OCOOEHHOCTEN opraHu3aumv W MpoBeOeHUst
NpoBepoK, ycTaHOBMNeHHbIX PeepanbHbiM 3akoHOM oT 4 mad 2011 roga N 99-3 "O nuueH3anpoBaHUKU oTaeNbHbIX
BMAOB AesiTenbHoCTU".

3. depepanbHbI rocygapCTBEHHbIN HaA30p B cchepe obpalleHns nekapCTBEHHbIX CPeACTB OCYLLECTBNAETCA
YMOMHOMOYEHHbIMWN dhefepanbHbIMMA OpraHaMuM UCMNOMNHUTENBbHOW Bnactu (ganee - opraHbl rOCygapCTBEHHOro
Ha30pa) CcornacHoO Mx KoMneTeHuMn B Nopsiake, yctaHoBreHHoM MpaeuTtenbctBom Poccuiickon ®epepauuun.

4. depepanbHbIl rOCYOapPCTBEHHBIM Haa3op B cdepe obpalieHnsa nekapCTBEHHbLIX CPeacTB BKIHOYAET B
cebs:

1) opraHusaumio 1 nNpoBefeHNe NPoOBEPOK cobntogeHns cydobekTamu obpalleHnsi NekapCTBEHHbIX CPeacTB
YCTaHOBMEHHbIX HacToAWwnM deaepanbHbIM 3aKOHOM U NPUHATLIMU B COOTBETCTBUM C HAM UHBIMU HOPMaTUBHbLIMU
npaBoBbIMM akTamu Poccuiickon Pepepaumm TpeboBaHUMI K OOKIMHMYECKUM WUCCNENOBaHUSAM feKapCTBEHHbIX
CPeACTB, KIMMHUYECKUM NCCNeAOBaHNSAM NeKapCTBEHHbIX NpenapaToB, XpaHeHUIo, NnepeBo3ke, BBO3y B Poccuiickyto
denepaumio, OTMNYCKY, peanu3aluu neKapCTBEHHbIX CpeacTB, MPUMEHEHUIO NeKapCTBEHHbIX MpenapaTos,
YHUUYTOXEHMNIO NIEKAPCTBEHHbLIX CPeACTB, a Takke CObONoaeHUA YNONTHOMOYEHHBIMW OpraHaMu WUCMNOJSTHUTENBHON
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BnacTtu cybbektoB Poccuiickon ®epepaumm MeToaukm yCTaHOBMNEHUS NpeAenbHbIX pa3mepoB ONTOBbIX HAA0aBoOK
W npefenbHbiX pPasMepoB pPO3HUYHLIX HaAbaBOK K (aKTUYECKUM OTMYCKHbIM  LieHaM, YCTaHOBIEHHbIM
npoussoauTensMM NeKapCTBEHHbIX MpenapaToB, Ha fekapCTBEHHble npenapatbl, BKAYEHHblE B MNepeyveHb
XWU3HEHHO HEOBXOOMMbIX U BaXXHEWLLMX NEKapCTBEHHbIX NpenapaTtos (aanee - oba3atensHble TpeboBaHus);

2) opraHusaumlo U MpoOBEAEHWe MPOBEPOK COOTBETCTBUS NEKAPCTBEHHbIX CPeAcTB, HaxoOswWwuxcs B
obpalleHnn, ycTaHOBIEHHbIM 006A3aTeNbHBIM TpeBOBaHNAM K NX KA4YECTBY;

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

4) opraHu3auuio 1 NpoBedeHne MOHUTOPUHra 6e30NacHOCTM NIeKapCTBEHHbIX NPENapaTos;

5) npumeHeHvMe B noOpsigke, YCTaHOBMEHHOM 3akoHopaTenbcTBoM Poccuickon ®egepaumun, mep no
MpeceYeHnio BbISIBMIEHHbIX HapyleHun obsizaTenbHbIXx TpebOoBaHUM U (MNM) YCTPaHEHUIO MOCNEACTBUN Takux
HapyleHun, Bbligayy npeanucaHni 06 YCTpaHEeHMM BbISBMEHHbIX HapylleHWh obsi3aTenbHbIX TpeboBaHun u
npuBreYeHne K 0OTBETCTBEHHOCTU NUL, COBEPLUMBLLMX Takne HapyLleHUs.

5. K oTHOWeHMAM, CBSI3aHHbIM C OCyLLeCTBeHMeM dedepanbHOro rocyaapCTBEHHOrO Haasopa B cdepe
obpalleHnss nekapCTBEHHbIX CpPeacTB, OpraHusaumeri u NpoBeAeHWeM MpOBEepoK CcybbekToB obpalleHus
nekapCTBEHHbIX CPeacTB, NPUMEHSATCS nonoxeHns PegepanbHOro 3akoHa ot 26 gekabps 2008 roga N 294-93
"O sawuTe nNpaB OPUMAMYECKUX NUL U MHOMBMOYaAnbHbIX MpegnpuHuMaTener npu  OCYLLECTBIEHUU
rocy4apCTBEHHOIO KOHTPONS (Hag3opa) 1 MyHULMNanbHOro KOHTpons".

6. [OMmKHOCTHbIE NLLIA OpraHa rocy4apCcTBEHHOTO HafA30pa B MOPSAKe, YCTAHOBIEHHOM 3aKOHOOATENbCTBOM
Poccunckon ®egepaumm, UMEOT Npaso:

1) nony4aTb Ha OCHOBaHUM MOTUBMPOBAHHBLIX MUCbMEHHbLIX 3anpocoB OT CyObekToB obpalleHus
NneKapCTBEHHbIX CPeACcTB, OpraHoB WCMOMHMTENbHOW Bnactn cybbektoB Poccuiickon depepaumMm u opraHoB
MECTHOro camoynpaBfieHns JOKYMEHTbI U MHOPMaLIMIO MO Bonpocam obpalleHuns NnekapCTBEHHbIX CPeACTB;

2) BecnpenAaTCTBEHHO MO NPeAbsBEHUN CNy>XeBHOro y4oCTOBEPEHMS U KOMUWM Mpukasa (pacnopsbkeHus )
opraHa rocygapcTBEHHOro Hag3opa O Ha3HayYeHMU NPOoBEpPKU nocelatb MCNofb3yeMble IOPUANYECKUMU NULamu,
WHAUBMAYaANbHLIMU NPeANpPUHMMATENSaMU, ABNAWMMNCA CyObekTaMn obpalleHns NekapCTBEHHbIX CPeACcTB, Mnpu
OCYLLECTBMEHUN CBOEN AEeATENbHOCTU TeppuTopuu, 34aHWs, NMOMELLEHUS U COOPYXEHMS B Lensx nposBeneHus
MEpPONPUSTUIA MO KOHTPOSIO;

3) npoBoaute oT6Op 0O6pasLOB NEKapCTBEHHbIX CPeacTB, NpeAHasHadeHHbIX Ans  peanu3auum wu
peanu3yemblx cyObekTamy oOpalleHUs NekapCTBEHHbIX CpeacTB, ANS MNPOBEPKM WX KadecTBa, MpOBeAeHWUs
nccrnegoBaHUn, UCMbITAHUIA B COOTBETCTBMM C NpaBunamm otbopa obpasuoB, yCTaHOBMEHHBIMY YNOMHOMOYEHHbBIM
deaepanbHbIM OpraHoM UCMOSNTHUTENBHOW BNAacCTK;

4) BblgaBaTb cybbekTaM obpalleHus NnekapCcTBEHHbIX CPeACTB NpeanucaHvs O NpekpalleHun HapyLleHun
0b6sA3aTenbHbIX TpeboBaHM M 06 yCTpaHEeHUW BbISIBIEHHBIX HapyLLUEHU 00a3aTenbHbIX TpeboBaHUN;

5) HanpaBnATb B YMNOMHOMOYEHHbIE OpraHbl MaTepuasnbl, CBA3aHHbIE C HapyleHusAMU 00A3aTenbHbIX
TpeboBaHWi, AN peLleHns BONpOCOB O BO3OYXAEHUN YroNOBHbIX AeN MO Npu3Hakam nNpecTynieHnn.

Fnaea 5. PA3BPABOTKA, DOKITUHNYECKUE UCCNEAOBAHUA
JIEKAPCTBEHHbIX CPEACTB, A TAKXE KNMHNYECKUE UCCITIEQOBAHUA
NEKAPCTBEHHbIX NPENAPATOB A1 BETEPUMHAPHOIO NPUMEHEHUA

CraTbsa 10. PagpaboTka nekapCcTBEHHbIX CPeACTB

1. Pa3paboTka nekapCTBEHHbIX CPeacTB BKMYaeT B cebsi MOMCK HOBbIX (PapMakonormvyeckm akTUBHbIX
BELLECTB, Nocriegyrollee M3y4yeHue WX JIeKapCTBEHHbIX CBOWCTB, AOKIMMHMYECKUE WUCCRefoBaHusA, pa3paboTky
TEXHOMOrMIN NPOU3BOACTBA hapMaueBTUYECKUX cybcTaHuun, pa3paboTKy COCTAaBOB M TEXHOMOMMIA NPOM3BOACTBA
NeKapCTBEHHbIX NpenapaTos.

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

1) cpeacTB hepgepanbHoOro drookeTa;

2) cpencTB pa3pabOoTUNKOB NEKAPCTBEHHbBIX CPEACTB;

3) cpeacTB NpPoOMN3BOAMTENEN NEKAPCTBEHHBIX CPEACTB NPU BbIMNOSIHEHMM HAay4YHO-MUCCNeaoBaTeNnbCKux paboT
Mo OOroBopy Mexay pa3paboTUnMKOM NEKapCTBEHHbBIX CPEACTB 1 MPOM3BOANTENEM JTIEKAPCTBEHHbIX CPEACTB;

4) nHbIX He 3anpeLLeHHbIX 3akoHoA4aTenbcTBOM Poccuiickon Pepgepanmm NCTOUYHMKOB.

3. MNpaBa pa3paboTynka NekapCTBEHHOrO CPeACTBa OXPAHAKTCA rpaX4aHCKNMM 3aKOHOL4ATENbCTBOM.

Ctatbs 11. JoknuHMyeckoe nccrnegosaHmne NNeKapCTBeHHOro cpeacrtea anda meamumHCKoOro npumMmeHeHunsa
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1. JoknuHuyeckoe nccnefoBaHne nekapcTBEHHOro cpeacTsa Ansd MeauLMHCKOro NpUMEHEHMS NPOBOAUTCS
nyTemM NPUMEHEHUs Hay4YHbIX METOLOB OLEHOK B LEenax MonyyYyeHus fokasaTtenbcTB 6e30nacHOCTU, kayecTtBa UM
3 PEKTUBHOCTIN NEKAPCTBEHHOIO CPeaCcTBa.

2. [loknuHn4eckoe nccnegoBaHve nekapcTBEHHOro CpeacTBa ANs MeAULMHCKOro NPUMEHEHNs1 NPOBOANTCH B
COOTBETCTBMM C nMpasunamu nabopaToOpHOW MNPaKTUKK, YTBEPXKOEHHbIMU YMNOMHOMOYEHHbIM eaepanbHbIM
OpraHoM UCMOJTHUTENbLHOWM BNacTu.

3. [ona opraHuMsauuMnm n NpoBeAEHUs OOKIMHUYECKOro WCCreAOBaHUSA JIeKapCTBEHHOro cpeacTtBa AaJis
MeLMLMHCKOro NpPUMeHeHNS pa3paboTunkm NeKapCTBEHHbIX cpeacTs MoryT npuenekaTb
Hay4HO-UCcreaoBaTenbCKne opraHusaumm, obpasoBaTeslbHble OpraHu3aumM BbiCLIEro obpas3oBaHusl, MMeloLlne
HeobxoouMy0 MaTepuarnbHO-TEXHUYECKYD 0a3y M KBanudUUMPOBAHHbLIX CMeuuanMcToB B COOTBETCTBYHOLLEWN
obnactn nccrnegoBaHus.

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

4. [loknuHn4yecKkoe nccnefoBaHne nekapcTBEHHOro cpeacTsa AN MeauLMHCKOro NpUMMEHEHUs NPOBOAUTCS
no yTBEepXOEeHHOMY pa3paboTyMKOM FEeKapCTBEHHOr0 cpeacTBa MfaHy C BedeHWeM MpoTokona 3Toro
nccneaoBaHUs U COCTaBNEHNEM OTYETA, B KOTOPOM COAEPXKATCA pe3ynbTaTbl 3TOM0 MCCNegOBaHUSA U 3akmtoveHue
O BO3MOXHOCTW NPOBEAEHMS KIMHUYECKOrO WCCrNeaoBaHUS NeKapCTBEHHOro npenapata Ans MeguuMHCKOro
NpUMEHEHNS.

5. MNMpoBeaeHne nNpoBepok cobnoaeHnst NpaBun nabopaTtopHON NPaKTUKU U NPaBOBbLIX HOPM MCMOMb30BaHMUS
XMBOTHbIX MNPU NPOBEOEHUN [OOKIMHUYECKMX WCCREedOBaHUA NEKapCTBEHHbIX CpeacTB Ans MeOULUHCKOro
NPUMEHEHMUS OCYLLLECTBIISIETCA YNONIHOMOYEHHbIM dbeaeparnbHbIM OpraHoM UCMONMHUTENBHON BNACTM.

6. Pe3ynbTaTtbl AOKNMHMYECKOrO UCCIeaoBaHMs NIEKapCTBEHHOrO cpeacTBa Ans MeaNLMHCKOro NpMMEHEHMS
MoryT 6bITb NpeacTaBreHbl B YNOIHOMOYEHHbI dhedepanbHbli opraH UCMOMHUTENbHOW BNacTu B YCTAHOBIIEHHOM
nopsiake B LieNsiX rocy4apCTBEHHOW perMcTpaumm nekapcTBEHHOro npenapara.

Cratba 12. [oknuHMyeckoe uccrnegoBaHMe JeKapCTBEHHOrO CpPeAcTBa W KIMHUYECKOe uccnegoBaHue
nekapCcTBEHHOro npenapaTta Ans BeTepuHapHOro NpMMeHeHus

1. JJOKNMHMYeCKOe nccrnenoBaHve NekapcTBEHHOrO CPeACcTBa A1t BETEPUHAPHOIO NPUMEHEHNSI NPOBOANTCS
nyTeM MPUMEHEHMSI Hay4YHbIX METOJOB OLIEHOK B LEeNsx MofyyeHus JokasaTenbcTB 6e3onacHocTw, kavecTBa u
3(hEKTUBHOCTN NEKapCTBEHHOr0 CPeAcTBa, B TOM YUCle OMpefernieHusi cpoka ero BbiBeAeHWsl U3 opraHusma
XMBOTHOIO, B Lensix obecneyeHns 6e30MacHOCTVM NPOAYKLUM XKMBOTHOTO MPOUCXOXAEHWS Mocne MpuMeHeHust
COOTBETCTBYIOLLErO NEKapCTBEHHOIO Npenapara.

2. [oknuHMYeckoe WCCredoBaHWE  NIEKapCTBEHHOrO CPeAcTBa WM KMMHMYECKoe — UccrefoBaHue
neKkapcTBEHHOro npenaparta Afisi BEeTepUHApPHOro MPUMEHEHUs, uccnegoBaHue GUMO3KBUBANEHTHOCTU yKkadaHHOIo
nekapCTBEHHOro npenapaTta MNpoBOAATCS B COOTBETCTBUM C NpaBuniamu, YTBEPXKAEHHLIMU YNOMHOMOYEHHbIM
hbeaepanbHbIM OpraHOM UCMOMHUTENBHOW BNACTW.

3. [JOoKnMHMYecKkoe WCCNedoBaHWE NEKapCTBEHHOTNO CPeAcTBa W KIMHUYECKOe — UccrefoBaHue
nekapcTBEHHOro npenapara Ansi BEeTEPUHapHOro NPUMEHEHNsI NPOBOASATCA MO YTBEPXKAEHHOMY pa3paboTyMKOM
neKapCTBEHHOrO CpPeAcTBa MraHy C BeAEHUMEM NPOTOKOMOB 3TUX WUCCNEefOBaHWA M COCTaBMEHWEM OTYETOB, B
KOTOpPbIX COOEPXATCs pe3ynbTaThl 3TUX UCCNEAO0BaHWIA.

4. Ons opraHusauMm u nNpoBeAEHWsI [OKIMHWYECKOTO WCCRefoBaHWs NeKapCTBEHHOrO cpeacTBa W
KIMMHUYECKOTO UCCINeOBaHUA NeKapCTBEHHOro npenapata Ans BEeTepUHApHOro NpUMEHEeHUs paspaboTymk
neKkapcTBEHHOro cpeacTea MOXeT npuBnekaTb opraHusauumu, nmMetoLime Heobxoanmyto
mMaTepuanbHo-TexHuYeckytlo 6asy © KBanuMUUUPOBAHHBLIX CMeuuanucToB B COOTBETCTBYHLEN obnactu
nccneaoBaHusl.

5. KnuHnyeckne nccnenoBaHns nekapcTBEHHbIX NpenapaTtoB ANsi BETEPUHAPHOIO NPUMEHEHMUS NPOBOAATCS
B BETEPMHAPHbIX OpraHn3aumsix 1 B opraHm3aumsx, OCyLLECTBSIOWMX pa3BeAeHne, BblpallBaHue 1 coaepxaHune
JKMBOTHBIX, B LIeNSiX:

1) yCTaHOBMNEHUSI NEPEHOCUMOCTU NIEKapCTBEHHbIX NPenapaToB 300POBbIMU XXUBOTHbIMMY;

2) nogbopa onTUMarbHbIX O3MPOBOK NEKAPCTBEHHbIX MPenapaToB U Kypca fieYeHNst Ha KOHKPETHOW rpynne
XMBOTHbIX C onpeaeneHHbIM 3aboneBaHnem;

3) yctaHoBneHusi 6e3onacHOCTM U 3PPEKTUBHOCTM NEKAPCTBEHHOrO Mpenaparta, npeaHasHayeHHoro Ans
neveHust onpefeneHHbIx 3aboneBaHUA XUBOTHLIX, WNMU 3PPEeKTUBHOCTM FEKAPCTBEHHOrO npenapaTta Ans
npochmnakTkm 3aboneBaHuii 310POBbIX XUBOTHBIX;

4) N3y4eHns BO3MOXHOCTEW paclUMpeHnNs NoKa3aHWU K NPUMEHEHWNIO 3aperMcTPUPOBAHHOMO NEKAPCTBEHHOIO
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npenaparta n BbISIBIEHNSA paHee HEN3BECTHbIX MOOOYHLIX AENCTBUM.

6. KnuHuMyeckoe wnccrnegoBaHMe NEKAapCTBEHHOro npenapata [Afna  BETEPUHAPHOrO  NPUMEHEHUS
OCYLLECTBMSIETCS 3a CYET CPeacTB pa3paboTymka nekapCTBEHHOro cpeacTaa.

7. OtyeTbl O pesynbTaTax OOKMMHMYECKOTO UCCNefoBaHUS MNEKapCTBEHHOro cpeactsa U KIMHUYECKOro
nccrnegoBaHnst NIEKApCTBEHHOro npenapata Ansi BETEPUHAPHOro MNPUMMEHEHUS COCTaBMATCS pa3paboTyMKom
NEKapCTBEHHOr0 CpeacTtBa C Yy4eTOM 3aK/YEHWUA OpraHvM3auun, MPUHUMAaBLLMX YyyacTue B OpraHusauum u
NnpoBeaeHUN 3TUX UCCnegoBaHUN.

8. KoHTponb 3a npoBeaeHMEM [OOKIMMHUYECKMX WCCIELOBaHUA NEKAPCTBEHHbIX CPEACTB U KIMHUYECKUX
nccneaoBaHUM NeKapCTBEHHbIX NPenapaToB AN BETEPUHAPHOIO NPUMEHEHUS OCYLLLECTBSETCS YNONHOMOYEHHbIM
denepanbHbIM OpraHoM UCMOSNTHUTENBHOM BRacTu.

aga 6. OCYLWECTBNEHVE FOCYAAPCTBEHHOW PEFMCTPALINK
JNIEKAPCTBEHHbIX NPENAPATOB

Cratba 13. [ocyaapcTBeHHas perucrpaums nekapcTBEHHbIX NpenapaTos

1. JlekapcTBeHHblE NpenapaTtbl BBOASATCS B rpa)xgaHckunm obopoT Ha Tepputopumn Poccuickon degepaunn,
€Cnn OHU 3aperncTpmpoBaHbl COOTBETCTBYIOLIMM YNONHOMOYEHHbLIM deaepanbHbiM OpraHoOM WCNONHUTENbHOW
BNacTu.

2. ['ocynapCTBEHHOW permcTpauun nognexar:

1) opurnHarnbHble NekapCTBEHHbIE NpenaparTbl;

2) BoCcnpoun3BeAeHHble NekapCcTBEHHbIE nNpenapaThbl;

3) HoBble KOMBUHaLMKN 3aperncTpMPOBaHHbLIX PaHee NeKapCTBEHHbIX NPenapaTos;

4) nekapCTBEHHbIE NpenapaThbl, 3aperMcTpUpoBaHHbIE paHee, HO NPOU3BEAEHHbIE B OPYIMX NEKapCTBEHHbIX
dopmax, B HOBOM AO3MPOBKE.

3. TocypapcTBeHHass perncTpaumsi nekapCcTBEHHbIX MpenapaTtoB And  MeOULMHCKOrO  MPUMEHEHMS
OCYLLLECTBNSAETCH MO pe3ynbTaTtaM 3KCnepTusbl NeKapCTBEHHbIX CPEACTB U 3TUYECKOW 3KCNEepTM3bl BO3MOXHOCTU
NPOBEAEHUS KIMHUYECKOrO UCCNefoBaHMs NeKapCTBEHHOMO npenapara ans MeguMuUHCKOro npMMeHeHus (ganee -
aTvyeckas akcneptu3a). [ocymapcTBeHHasi perucTpaumsi fekapCTBEHHbIX MNpenapaTtoB Ans BeTepuMHapHOro
NPUMEHEHUS OCYLLECTBRSETCA NO pe3ynbTataM 3KCNepTUsbl NeKapCTBEHHbIX CPeAcTB ANs BeTepuHapHOro
NpUMeEHeHUs.

4. TocypapcTBeHHas peructpauus nekapcTBEHHbIX MpenapaTtoB OCYLECTBASEeTCS COOTBETCTBYOLMM
YMOMHOMOYEHHbIM hbeaeparnbHbIM OpPraHOM UCMONHUTENBHON BNACTU B CPOK, HE MPEBbILIANOLWMIA ABYXCOT OECATU
paboumx OHEn CO OHSA NPUHATUS 3asBMEHWs O roOCygapCTBEHHOM perucTpauuu NekapCcTBEHHOro npenapata. B
YKa3aHHbIA CPOK BKIOYAETCHA BpeMsi, Heobxoammoe Ansi MOBTOPHOrO NPOBEAEHUS 3KCMEPTM3bl JIEKAPCTBEHHbIX
CPEACTB U (MnnN) 3TUYECKON IKCMEPTU3bl B COOTBETCTBMU CO cTaThen 25 HacToswero ®enepanbHoro 3akoHa. Cpok
rocy4apCTBEHHOW perncrpaumm nekapcTBEHHOro npenapara UCYUCNAETCS CO OHS MPUHSTUS COOTBETCTBYHOLLMM
YMOMHOMOYEHHbIM dheepanbHbiM OPraHoOM UCMOMHUTENBHOW BNACcTU 3asdBMNEHMS O rocy4apCTBEHHON permcrpauum
NeKapCTBEHHOro npenapata C NPUIoXeHWeM HeobXoOUMbIX AOKYMEHTOB MO [eHb Bblgayu PerncrpauuoHHOro
yOOCTOBEPEHUS NeKkapCTBEHHOro npenapara. Bpemsa npoBedeHMst KIMHUYECKOro UCCrefoBaHUs NekapCTBEHHOro
npenapaTa, a Tawkke Bpemsl, Heobxoaumoe ANA HanpaBfeHWst YNONIHOMOYEHHbIM defepanbHbiM OpraHoM
NCMNONMHUTENBbHOW BracTu 3anpoca O npeAcTaBreHny HeoOXOAMMbIX MaTepuanoB U NpeAacTaBeHus 3asBUTENeM
OTBETA Ha AaHHbI/ 3anpoc B COOTBETCTBUM CO cTaTbsaMmm 16, 19, 22 1 23 HacTodwero deaepanbHOro 3akoHa, He
y4uTbIBAETCA NPY NCHUCNEHNN CPOKa rocyAapCTBEHHON perncTpaumm Takoro nekapcTBeHHOro npenapara.

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

5. [ocynapcTBeHHOW perucTpaumm He nognexar:

1) nekapcTBeHHblE NpenapaTtbl, U3rOTOBMEHHbIE anTEeYHbIMU OpraHM3auMsaMK, BETEPUHAPHBIMU anTeYHbIMU
OopraHusaumsiMn, UHOUBMAYyanbHbIMU NPEANPUHUMATENSAMU, KOTOPbIE MMEIKT JIMLEH3NI0 Ha dapMaLeBTUYECKYIO
OEeATenbHOCTb, MO peLenTaM Ha JeKapCTBEHHble npenapatbl U TpebOoBaHUAM MEOULMHCKUX OpraHu3aLluin,
BeTepUHapHbIX opraHu3auni;

2) nekapCTBEHHOE pacTUTENbHOE CbIpbe;

3) nekapcTBeHHble npenapaTbl, NPUOOPETEHHbIE (U3NYECKUMX §NMLAMU 3a NpeaenamMmu TeppuTopun
Poccuiickon ®efepauumn u npegHasHayeHHble A51s NMYHOMO UCMOMNb30BaHuUs;

4) nekapCTBeHHbIe Npenaparbl, NpegHa3HayYeHHble AN KCNopTa;

5) paguvodapmaueBTUYECKME NEeKapCTBEHHble npenapaTbl, W3rOTOBMEHHbIE HEMNOCPeACTBEHHO B
MEOMLMHCKUX OpraHuM3auusx B MOPsiAKe, YCTAHOBMEHHOM  YMOJTHOMOYEHHbIM heaepanbHbIM — OpraHom
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NCNONMHUTENBHOW BNacTu.

6. He ponyckaeTtcs rocygapctBeHHas perncrpaums:

1) pas3nuyHbIX NeKapCTBEHHLIX NPenapaToB Noj OAMHAKOBLIM TOProBbIM HAMMEHOBaHMWEM,;

2) opHOro nekapcTBEHHOro npenapaTa, BbIMyCKAaeEMOro NPOM3BOAUTENEM MOA PasfvyHbIMU TOProBbIMU
HavMEHOBaHWUSIMM U NPeACTaBMNEHHOrO Ha roCY4apCTBEHHYIO permcTpaumio B BUAE ABYX U Obonee NnekapCTBEHHbIX
npenapaTos.

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

1. OKcnepTm3a nekapCTBEHHbIX CPEACTB M 3TUYecKas 3KCNepTM3a OCHOBLIBAKOTCSA Ha NPUHLMNAX 3aKOHHOCTH,
cobnogeHns npaB u ceBoboa YenoBeka U rpaxaaHuHa, NpaB PUANYECKOro fuua, He3aBMCMMOCTU 3KCMepTa,
O0OBbEKTMBHOCTN, BCECTOPOHHOCTM W MOSHOTbI WUCCNEeAoBaHWA, NPOBOAMMBLIX C WCMNOMb30BaHNEM COBPEMEHHbIX
OOCTWXKEHUA HayKn U TEXHUKN, OTBETCTBEHHOCTM dheepanbHOro rocygapCTBEHHONO BHOMKETHOMO yYpeXaeHus no
NPOBEOEHUIO IKCNEPTU3bI NTIEKAPCTBEHHbLIX CPEACTB U 3KCMEPTOB 3a NPOBEAEHNE U KAYECTBO SKCNEPTU3bI.

2. DkcnepTusa NnekapCTBEHHbIX CPeaCcTB AN MEANLMHCKOro NpUMEHEHNs NPOBOAUTCS NOJTAMNHO:

1) Ha nepBOM 3Tane - 3KCnepTM3a JOKYMEHTOB AMsl NOMyYeHUs1 pa3peLleHnsa Ha NpoBefeHne KNMHUYECKOro
nccneaoBaHusa NekapCTBEHHOroO npenapara, 3a UCKITYEHNEM:

a) nekapCTBEHHbIX MpenapaToB, KOTOPble paspelleHbl Ans MEOWMLMHCKOrO MPUMEHEHMSI Ha TeppuTopun
Poccuiickonn ®egepaunn 6onee asaguatt NeT U B OTHOLUEHUN KOTOPbIX HEBO3MOXHO NPOBEAEHME NCCNeA0BaHUS
OMO3KBMBANEHTHOCTY;

©) nekapcTBeHHbIX NpenapaTtoB AN MEOULMHCKOTO MPUMEHEHUS, B OTHOLUEHMU KOTOPbIX MpOBEAEHbI
MeXAyHapOoaHble MHOFOLIEHTPOBbLIE KITMHUYECKME UCCEeaoBaHMsl, YacTb U3 KOTOPbIX MpoOBeAeHa Ha Tepputopum
Poccunckon ®egepaumm;

2) Ha BTOPOM 3Tane - 3KCNepTm3a NpeaioKeHHbIX METOA0B KOHTPOIS KayecTBa fekapCTBEHHOro CpeacTea 1
KayecTBa MpeacTaBreHHbIX 06pasLoB NeKapCTBEHHOIO CpeacTBa C UCMONb30BaHWMEM 3TMX METOAOB (panee -
3KCMepTM3a KavyecTBa NEKAapCTBEHHOrO CPeaCcTBa) U 3KCNepTM3a OTHOLUEHUS OXUOAEMOWN Mosib3bl K BO3MOXHOMY
PUCKY MPUMEHEHUS IeKapCTBEHHOro npenapara, OCYLIeCTBNSeMble MOoCcne MNPOBEAEHUS €ro  KIMHUYECKOro
nccnegoBaHus.

3. OkcnepTusa nekapCTBEHHbIX CPeACTB ANS BETEPUMHAPHOIO MPUMEHEHUSI MPOBOAUTCS OAHO3TAMHO U
BKItoYaeT B cebs akcnepTuay KadvecTBa NleKapCTBEHHOIO CpeAcTBa M 3KCNEPTU3Y OTHOLLEHMST OXXMOAaeMon Nosb3bl
K BO3MOXXHOMY PUCKY NPUMEHEHUS NEKAPCTBEHHOTO Npenapara.

Cratbs 15. d)e/:lepaanoe rocygapCrtBeHHoOe OroaxeTHoe yypexageHme no nposefeHuno 3KCNnepTu3bl
NeKapCTBEHHbIX CpeacTBs

OKkcnepTusa NeKapCTBEHHbIX CPeACcTB  MpoBoavTCs  ddefepanbHbiM - rOCyAapCTBEHHbIM  BrogKeTHbIM
yyYpexaeHMeM COOTBETCTBYIOLLErO  YMOSIHOMOYEHHOro dheepanbHOro opraHa WCMOMHWUTENbHOW  BRacTy,
CO34aHHbIM Ansi obecneyeHns UCNONMHEeHNUs NOMHOMOYUIA 3TOro hefeparibHOr0 opraHa Mo Bblgaye paspelueHuii Ha
NpoBeAEeHUE KIIMHUYECKMX UCCNEL0BaHUIA NeKapCTBEHHbIX NpenapaToB v (UnK) No rocyAapCTBEHHOW perncTpaumu
nekapCTBEHHbIX NpenapaToB (anee - 3KkCnepTHoe yyYpexaeHue).

Cratbs 16. OpraHusauus NpoBeAeHNs IKCNepTU3bl NTeKApCTBEHHbIX CPeACTB B LeNsX UX rocyaapCTBEeHHOM
perucTpaumm

1. OKkcnepTusa NeKapCTBEHHbIX CPeAcTB NPOBOAMTCS KOMUCCUEN 3SKCMEPTOB 3KCMEPTHOMO YYpeEXaeHus,
HasHa4YeHHOM ero pyKOBOAMTENEM, Ha OCHOBaHMM 3aJaHuMsi Ha MpoBefeHWe 3KCMepTU3bl JekapCTBEHHOro
cpencTtBa, BbIOAHHOIMO YMNOMHOMOYEHHbIM deadepanbHbiM OpraHoM MCNONHUTENbHOM BracTu. PykoeBoautenb
3KCMEepTHOro yypexaeHus obecneymBaeT Hagnexallee MNpoBedeHUEe IKCNepTU3bl feKapCTBEHHbIX CpeacTB B
COOTBETCTBMU C 3adaHMeM, BblOaHHbIM YMONHOMOYEHHbIM dheaeparnbHblM OpPraHOM WUCMOSHUTENbHOW BRacTu, U
opraHu3yeT TOAroTOBKY CBOAHOIO 3aKMlYeHus 3To komuccum. B cocTaB 3ToOM KOMUCCUM MO PELUEHUIO
PYKOBOAUTENS 3KCMEPTHOro y4pexaeHusi MoryT ObiTb BKHOYEHbI B Ka4eCcTBe 3KCMEepPTOB Nnuua, He paboTarowue B
OaHHOM 3KCMEPTHOM YYPEXAEHUWN, ecrnv UX cheumanbHble 3HaHUS HeobXxoauMmbl Ans NPOBEAEHUs SKCNepTu3bl U
Takne aKCrnepTbl OTCYTCTBYIOT B JAHHOM 3KCMIEPTHOM YUPEXAEHUM.

2. OKcnepToM Mo MpPOBEOEHMI0 3KCMEepPTM3bl NEKAPCTBEHHbLIX CPEACTB SIBMAETCS aTTeCTOBaHHbIA paboTHUK
9KCMEPTHOTO YUYpeXaeHus, KOTOpbli MMeeT Bbicllee MeaumuMHckoe, hapmaleBTuyeckoe, 6Guonoruyeckoe,
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BeTEPUHAPHOE UINM XMMUYeckoe obpa3oBaHWe M MNPOBOAMT IKCNEpPTU3y NeKapCTBEHHbIX CPeACTB B Mopsiake
NCMNOMHEHNs CBOMX AOMKHOCTHbIX 0653aHHOCTEN (danee - aKcnepT).

3. MNpu npoBegeHMM 3KCNEPTU3bl NEKAPCTBEHHbLIX CPEACTB 3KCNEPT HEe MOXET HaxOAWUTbCA B KaKoM-nnbo
3aBMCUMOCTM OT NUuA, HasHauMBLUEro 3Ty 3KCnepTusy, paspaboTymka nekapCTBEHHOro cpeactsa Wnu Apyrux
3aMHTEpPECOBaHHbIX B pe3ynbTaTax 3KCnepTu3bl nuu,.

4. Npwn npoBeaeHNM 3KCNepTU3bl NIEKAPCTBEHHbBIX CPeACTB He JonyckaeTcs uctpebosaTth y 3asBuTens nubo
WHbIX §ML MaTepuanbl, Heobxogumble ANs nNpoBedeHMs 3dkcneptu3bl. B cnyyae HegocTtaTOYHOCTU
npeacTaBneHHbIX 3KCnepTy MaTepuanoB ANS Aayn 3aKknioYeHUs SKCnepT CTaBUT BOMPOC O MpPeAcTaBreHun emy
HeoOXOoQMMbIX MaTepuanoB neped pPykoBOAUTENEM 3KCMEPTHOrO y4vpexaeHus, KoTopblin obpalwaeTtcs
COOTBETCTBYIOLLMM 3arpoCcoOM B YMNOMHOMOYEHHbIN (hedepanbHbIi OpraH MCMOMHUTENbHOW BracTu, BblOaBLUWK
3afjlaHue Ha npoBefdeHWe JKCNepTU3bl eKapCTBEHHOro cpeAacTBa. YkKasaHnHbll  defeparnbHbld - opraH
WCNONHUTENBHON BNACTU B TeYEHMe NAaTn paboymx AHEN CO AHS NOCTYNNEHMs 3anpoca PyKoBOAUTENS 9KCNEPTHOro
yUYpexaeHus HanpasnseT 3agBuTENto 3anpoc O npeacTaBneHuM Heobxoaumblx MaTtepuanoB. [daHHbIM 3anpoc
MOXeT ObITb NepefaH ynonHOMOYEHHOMY MPeACTaBUTENIO 3asiBUTENSA MMYHO MO PacnuUCKy, HampaBmeH no novte
3aKasHblM NMUCbMOM UIW NepeaaH B ANEKTPOHHON hopmMe No TeNeKOMMYHUKaUMOHHbIM KaHanam cedasu. B cnydae
HanpaBfeHns OAaHHOro 3anpoca Mo rnoyTe 3akasHbiM MUCbMOM OH CHMTAETCS MOSTyYEHHbIM MO UCTEYEHUU LLIECTU
OHen ¢ faTbl HanpaBfeHns 3akasHoro nNucbma.

(vacTb 4 B peq. ®epgepanbHoro 3akoHa ot 25.11.2013 N 317-93)

4.1. 3asgButenb o006s13aH npeacTaBMTb OTBET Ha 3anpoc YMONTHOMOYEHHOro dhefeparnbHOro opraHa
WCMONMHUTENBbHOW BNAcTM B CPOK, He MpeBbllalWMiA OeBsHOCTa pabounx OHENW CO JOHA ero nonyyYeHus.
YNonHoMo4YeHHbIN  (befepanbHbli  OpraH  UCMNOMHUTENbLHOW BracTW, BblAaBlWIWMWA 3ajaHWe Ha nposefeHue
3KCNepTM3bl NEKapCTBEHHOIO CPeACTBa, B TeYeHMEe NATU pabounx OHeEW Co OAHS NOCTYNSIeHns OT 3aABUTenNsi OTBETA
Ha [daHHbIA 3anpoc HarnpaBnsdeT Takoln OTBET B 3KCNepTHoe ydpexaeHwe. B cnyyae HenpeacrtaBneHust no
ncTeyeHun geBsdHOCTa paboymx OHeW 3asBuTenem OTBETa Ha AaHHbIM 3anpoc YNOMHOMOYEHHbIM heaeparnbHbIn
OpraH MCMNOMHUTENbHOW BacTv, BblAABLUMIA 3adaHWe Ha NMpoBeAeHME 3KCMEePTU3bl NIEKapCTBEHHOIO CpeacTBa, B
TedeHne nATM pabounx [OHEW HanpaBfsieT B 3JKCMEPTHOE YydpexaeHue yBeoOMIIEHME O HenpeacTaBneHuu
3asBUTENEM OTBETA Ha 3anpoc YKa3aHHOro opraHa. Bpemss co OHA HanpaBneHusi 3anpoca 3KCnepTHOro
YUYpEeXaeHusa B YNOMHOMOYEHHbIW dheaepanbHbI opraH UCMOMHUTENBHOW BRAcTU A0 AHSA MOMYYEHUsT SKCMEPTHBIM
yyupexaeHmemM oTBEeTa Ha 3anpoc Unu yBeJoMIEeHMs O HenpeacTaBNeHWM OTBETa Ha 3anpoc He yYUTbiBAeTCH npu
NCYNCNEHNN CPOKa NPOBEAEHNS SKCNEePTU3bl NEeKapCTBEHHOro cpeacTaa.

(4acTb 4.1 BBegeHa degepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

5. OkcnepT npu npoBedeHMM MOPYYEHHOW eMy PYKOBOAUTENEM 3KCMEPTHOrO Y4YpexaeHusi 3KCnepTusbl
nekapCcTBEHHOro cpeAcTBa 0bs3aH:

1) NpoBecTM NOMHOE McCneaoBaHWe NpeacTaBieHHbIX eMy OObLEKTOB, MaTtepuanos, Aatb 060CHOBaAHHOE U
OOBEKTMBHOE 3aKMoveHMe Mo MOCTaBMEHHbIM MNepes HUM BOMPOCaM UMW MOTMBUPOBAHHOE 3aKf4eHue O
HEBO3MOXHOCTU NPOBEAEHUS UM SKCNEPTU3bl NTIEKAPCTBEHHOIO CPEeACTBA, €CNWN NOCTaBIEHHbIE BOMPOCHI BbIXOAAT
3a npegenbl cneuuwanbHbIX 3HAHUI 3KCMepTa, OOBbEKTbl UCCNeAOBaHUM W MaTtepuanbl HEnpUrogHbl Unu
HeJoCTaTO4HbI AN NPOBEAEHUSA UCCNEA0BaHUN U Ja4n 3aKITHYEHUS MO0 COBPEMEHHbIV YPOBEHb Pa3BUTUSA HayKu
He NO3BONSET OTBETUTb HA NOCTABIEHHbIE BONPOCHI;

2) He pasrnawartb CBeAEeHWsl, KOTOpble CTanM €My M3BECTHbl B CBA3W C NPOBEOEHMEM 3IKCNepTusbl
NneKkapcTBEHHOro cpefacTtsa, a TakkKe CBedeHWs, COCTaBnslowmne rocyaapCTBEHHYH, KOMMEPYECKYID UMW WHYHO
OXpaHseMyto 3aKOHOM TalHy;

3) obecneynTb COXpaHHOCTb NPEeACTaBEHHbIX OO BLEKTOB MCCNEAOBAHMI 1 MaTepuarnos.

6. OKkcnepT He Bnpase:

1) MpoBOAMTbL 3KCMEPTU3Y JIEKAPCTBEHHOro cpeacTBa Mo oOpalleHWilo HEenocpeacTBEHHO K HEMY
opraHmsaumnn unm UsnYeckmx nuu;

2) caMocToATEeNbHO coObMpaTtb MaTepuarnbl AN NPOBEAEHNST SKCNEPTU3bl NIEKAPCTBEHHOIO CPEACTBA;

3) NpoBOAUTL 3KCNEPTM3Y NIEKAPCTBEHHOIO CPEACTBA B KAYeCTBE HErocyaapCTBEHHOIO aKcnepTa.

7. B cnyyae HeobxoguMMoOCTM 3KCnepT BMpaBe XOo4aTaWCTBOBaATb Nepen PYKOBOAUTENEM 3KCMEPTHOro
YUPEXOEHUS O MPMBIIEYEHMM K MPOBEOEHUNIO SKCNEPTU3bI NTEKAPCTBEHHOIO CpeacTBa APYrux SKCMEPTOB.

8. Kaxgpbln aKkcnepT, BXOAALLMIA B COCTaB KOMUCCUM IKCMEPTOB, KOTOPOW NMOPYYEHO NpoBeAeHe 3KCNepTusbl
NneKkapcTBEHHOro cpeacTBa, He3aBUCUMO M CaMOCTOSATENbHO MPOBOAMT UCCNEOOBaHUS, OUEHWBaeT pesynbTathl,
nony4yeHHble UM NUYHO N OPYrMMU 3KcnepTamm, u opMynmnpyeT BbIBOAbl OTHOCUTENBHO MOCTaBMEHHbIX BOMNPOCOB
B Npefenax CBOMX crneumanbHbIX 3HaHUN.

9. PesynbTaTbl 3KCNEPTU3bl NEKAPCTBEHHOMO CcpeacTBa OPOPMIIAOTCA 3aKMOYEeHNEM KOMUCCUM IKCMEepPTOB.
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B 3aknoyeHnn KOMMCCUM IKCMEPTOB YKa3blBAKOTCS NepeveHb MccnenoBaHuii, OObeM MPOBEOEHHbIX KaKAbliM
3KCMNEepPTOM MCCNeaoBaHWM, YCTaHOBMEHHbIE KaxAbiM U3 HUX (hbakTbl U cOenaHHble B pe3ynbTate MccrneaoBaHUn
BbIBOAbl. OKCNEPT, MHEHWE KOTOPOro He coBnagaeT C pelleHMEM KOMUCCUWU 3KCMEPTOB, BrpaBe Bblpas3nTb CBOE
MHEHWe B NUCbMEHHOW hbopMe, KOTOpoe NpuobLLaeTCs K 3aKMioYEeHNI0 KOMUCCUMN SKCNEPTOB.

10. OkcnepThbl, BXOASALME B COCTaB KOMUCCUK, npeaynpexaatTcs o6 OTBETCTBEHHOCTU B COOTBETCTBUM C
3akoHogartenbcTBoM Poccuiickon ®egepaumn 3a gady 3aknudeHus, cogepawero HeobOoCHOBaHHblE UMK
hanbcMduLMpPOBaHHbIE BbIBOAbI, O YEM OHUW OAl0T NOAMMUCKY.

11. OnpepgeneHne ypoBHA MpOgEeCcCUOHaNbHOM MNOArOTOBKM 3KCMEPTOB W aTTectaumsi MX Ha npaso
NMPOBEAEHUS  3KCMEPTU3bl  NIEKAPCTBEHHbIX CPEeACTB  OCYLLECTBMASKTCA  9KCMEePTHO-KBaNMUKALUNOHHBLIMU
KOMUCCUAMM B MNOPsiAKEe, YCTaHOBMEHHOM COOTBETCTBYHOLUMM YMONTHOMOYEHHbIM heaepanbHbiM  OpraHoMm
UCMNONMHUTENbHOW BNacTu. YpoBeHb MNpodeccMoHanbHOW MNOATOTOBKM  3KCMEPTOB  MOAMEXUT NepecMmoTpy
YKa3aHHbIMW KOMUCCUSIMU HE peXe YeM OAMH pa3 B NATb NeT.

12. NpaBnna npoBefeHUs aKCnepTu3bl NeEKapCTBEHHbIX CPeacTB M dopMa 3aKIHYEHMUST KOMUCCUN SKCNepPTOB
yCTaHaBMNMBalTCA COOTBETCTBYIOLLUM YNOMHOMOYEHHbIM heaeparnbHbIM OpraHOM UCMOMNHUTENBHOW BNACTW.

CraTbsa 17. OTnyeckas akcnepTmaa

1. OTuyeckas akcnepTM3a NPOBOAUTCHA B LENAX BblgayM 3akmioveHuss ob aTuyeckor 0BOCHOBAHHOCTU
BO3MOXHOCTU NPOBEAEHNS KIMHUYECKOro WCCredoBaHUA IeKapCTBEHHOro npenapata Ans  MeguuMHCKOro
NPUMEHEHUS1 COBETOM MO 3TUKe, CO34aHHbIM B MNOPSAKe, YCTAaHOBMEHHOM YMONHOMOYEHHbIM defeparnbHbiM
OpraHoM UCMOSTHUTENBHOM BNacTu.

2. DkcnepTtamMu coBeTa MO 3TMKE MOryT OblTb npeacTaBUTENV MEAMLMHCKMX, HayYHbIX OpraHv3auum,
obpaszoBaTernbHbIX OpraHvM3aunii Bbicliero obpasoBaHud, a Takke npeacTaBUTeny OOLECTBEHHbLIX OpraHvM3auni,
PENUIMO3HbLIX OpraHM3auun 1 cpeacTB MaccoBon MHdopmauuu. [daHHble 3KCnepTbl HE AOIMKHbI HAXOO4MTbCHA B
Kakon-nnbo 3aBUCMMOCTU OT pPa3paboTUMKOB NEKApPCTBEHHbIX MpenapaTtoB M APYrMX N, 3auHTEPECOBaHHbIX B
pesynbTatax 3TMYECKON IKCNepTU3bI.

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

3. Onnata ycnyr aKkcnepToB COBETa MO 3TUKE OCYLLECTBISIETCA HA OCHOBAHWW [OroBOpa, 3aKIYEHHOro
MeXay YNONMHOMOYEHHbIM dheaeparnbHbIM OpraHoOM UCMOMHUTENBHOW BNAacTW, KOTOPbIM CO3aH COBET MO 3TUKE, U
3KCMepToM coBeTa MO 3TUKe, 3a cyeT OMKETHbIX aCcCUrHOBaHWW, MNPefyCMOTPEHHbLIX YMONTHOMOYEHHOMY
denepanbHOMy OpraHy MCMONHUTENbHOW BMacTW, co3daBLUeMy COBET MO 3TuKe, B hegepanbHom GrogxeTte Ha
COOTBETCTBYHOLIMIA o Ha obecrneveHne ero OesiTenbHOCTU, U B pasmepax, YCTaHOBMNEHHbIX [paBUTenbLCTBOM
Poccuinckon ®egepaumn.

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

4. DkcnepThbl coBeTa MO 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKkoHOAaTenbCTBOM Poccuiickon
depepauymm.

5. CocTtaB coBeTa MNo 3TUKe, MOMoOXeHMe 00 3TOM COBeTe, MOpsOOK ero AesaTernbHOCTWU, TpeboBaHus K
KBanudpukaumm n onbiTy paboTbl MO 3KCMEPTHOM OLEHKE Hay4yHbIX, MEOULMHCKUX U ITUYECKMX acCrnekToB
KNUHUYECKUX UCCIIEOOBaHUA NeKapCTBEHHbIX NMpenapaTtoB AN MeLULMHCKOro NPUMEHEHWs, NpeabsBnaemMble K
3KCnepTaM coBeTa MO 3TUKe, NMOPSIAOK OpraHu3auum u NpPoBeAEHUsT 3TUYECKON 3KCNEPTU3bl, hopma 3aKNHYEHUS
coBeTa Mo 3TUKe yCTaHaBMNMBAIOTCA YNOMHOMOYEHHbIM heaeparnbHbIM OpraHoM UCNOMHUTENBHOM Bnactu. Yucno
npeacTaBuTeNen MeauUMHCKUX OpraHu3auuMi He MOXET NpeBbiaTb MOMIOBUHY OT obLiero 4vcrna 3KcnepToB
coBeTa Mo 3TukKe.

6. MlHdopMauusa o coctaBe coBeTa MO 3TUKE, NfiaHax ero paboTbl U TeKyLen AesaTenbHOCTN pa3MeLlaeTcs
Ha oduumManbHOM canTe YNonHOMOYEHHOro dheepanbHOro opraHa UCnonHUTenbHOM Bnactn B cetu "MHTepHet" B
YCTaAHOBMEHHOM MM MOpPsiaKe.

Cratba 18. lMogaya M paccMOTpeHMe 3asiBNEeHUN O TrOCYAapCTBEHHOW perncrpauumn nekapcTBEHHbIX
npenapaToB 1 NpeacTaBneHne HeobxoauMbIX JOKYMEHTOB

1. Ona rocymapCTBEHHOW perncTpaumm neKapCTBEHHOro mnpernapaTta pas3pabdoTyMk  NEKapCTBEHHOro
npenapata WnNu YnNonHOMOYEHHOE WM [Apyroe lpuanyeckoe nuuo (danee - 3asBUTENb) MNpeAacTaBnseT B
COOTBETCTBYIOLLMIA  YNOMHOMOYEHHbIM defeparnbHbli  OpraH MWCMOMHUTENbHOW BRacTu, OCYLLECTBASAOLLMNA
rocyJapCTBEHHYIO pervcTpaumio INeKapCcTBEHHbIX MNpPenapaToB, 3asiBNieHMe O roCygapCTBEHHOW perncrpaumm
NeKapCTBEHHOro npenapaTta, a Takke B MOPSAKe, YCTAHOBIEHHOM COOTBETCTBYHOLLMM  YMONTHOMOYEHHbLIM
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denepanbHbiM  OpraHOM WCMOMNHUTENBHOW BNAcTW, HeobxoaWMmble OOKYMEHTbl, W3 KOTOPbIX (hopMUpyeTcs
perncTpaumoHHoe JOCbe Ha NekapcTBEHHbINM NpenaparT (4anee - peructTpaumoHHoe 4ocke).

2. B 3a9BneHnmM 0 rocyaapCTBEHHOWN perncTpaumm nekapcTBEHHOrO nNpenapaTa ykasblBatoTC:

1) HanmeHoBaHWe 1 agpec 3asBuTensa u (MNn) NPOU3BOAUTENS NEKAPCTBEHHOrO npenapara u agpec mMecra
OCYLLLECTBMNEHMS NPON3BOACTBA NEKapCTBEHHOrO npenapara;

2) HavMeHOBaHWe NeKapCTBEHHOro npenaparta (MeXayHapo4HOe HenaTeHTOBaHHOE WM XUMWYECKoe W
TOProBoe HauMeHOBaHMS);

3) nepedyeHb BeLeCTB, BXOASALLNX B COCTaB NeKapCTBEHHOMO npenaparta, C yka3aHUMeM KONMM4yecTBa KaKaoro
N3 HUX;

4) nekapcTBeHHas dopma, 4O3UPOBKa, CNOCcOOblI BBEAEHMS U NMPUMEHEHWS, CPOK FOAHOCTU fleKapCTBEHHOMO
npenapara;

5) onucaHne dapmakonormdecknx u apmMakognHaMUYECKUX WNM  UMMYHOBUONMOrMYECKUX CBOWCTB
nekapcTBEHHOro npenapara;

6) 3asdBneHHas nNpPoOWM3BOAMTENEM IEeKapCTBEHHOro npenapaTta npefenbHass OTNYCKHas LeHa Ha
NEeKapCTBEHHbIA npenapaT, BKMYEHHbIN B MepevYeHb XU3HEHHO HEOOXOOUMbIX UM BaXKHEWLUUX JeKapCTBEHHbIX
npenapaTos, B Cry4yae ero rocygapCTBEHHOWN perncrpaumy;

7) oOTcyTCcTBME  HEOobXooMMOCTM  MPOBEAEHMSI  KIMMHUMYECKOrO  MCCnefoBaHusi,  UccrnegoBaHus
OMO3KBMBANEHTHOCTU JIEKAPCTBEHHOro MpenapaTta, pas3peleHHoro Ansg  MeAWLMHCKOTO MPUMEHEHUS Ha
Tepputopun Poccuiickon ®epepauun Gonee Asaguatv NeT, C yKa3aHWEM HOPMAaTMBHBIX MPaBOBbIX aKTOB,
NnoATBEPXKAAKLWUX AaHHbIN CPOK NPUMEHEHNS.

3. PeructpauunoHHoe aocbe hopMupyeTcs U3 creayolmx JOKYMEHTOB:

1) NPOEeKTbl MaKeTOB MEPBUYHOW YMNAKOBKUW W BTOPWUYHOM (NOTPEOUTENbCKON) YMaKOBKM fleKapCTBEHHOrO
npenapara;

2) [OKYMEHT, MepeBedeHHbIl Ha PYCCKUM A3blK, MNOATBEPXAAMLWMA COOTBETCTBME MNpPOM3BOAMTENS
pPErncTpupyemMoro nekapcTBeHHOro npenaparta TpeboBaHMAM npaBui OpraHusauum npou3BOACTBA M KOHTPOMS
KayecTBa NeKapCTBEHHbIX CPeACTB, BblAAHHbIV KOMMNETEHTHLIM OPraHOM CTPaHbl MPOU3BOAUTENS PErUCTPUPYEMOrO
NeKapCTBEHHOro npenapara 1 3aBepeHHbIN B YCTAHOBMEHHOM NMOPSAAKE;

3) NpoeKkT HOpPMaTMBHOW AOKYMEHTaUUW UM HOPMAaTUBHOIO AOKYMEHTa Ha NnekapCTBeHHbIN npenapat nnbo
yKasaHne COOTBETCTBYIOLLEN (hapMaKonNenHon cTaTbMm;

4) cxema TEXHOMOrMYecKoro npoLecca Npou3BOACTBa NIEKAapCTBEHHOrO npernaparta, ee onucaHue u (1nm)
CXeMa TEXHOIOrM4eckoro npoLecca Npov3BoACcTBa hapmaLleBTUYECKOM CyOCcTaHUun, ee OnMcaHue;

5) [OOKYMEHT, nepeBefeHHbIn Ha PYCCKUMA A3blK, MNOATBEPXOALWNn COOTBETCTBME NPOU3BOAMUTENS
dapmaneBTM4eckon cybcTaHuMM TpeboBaHMSAM MpaBwui OpraHvM3auuyM NPOM3BOACTBA W KOHTPONS KavecTBa
NneKapcTBeHHbIX CpeacTB, BblAaHHbIA KOMMETEHTHbIM OpraHoM CTpaHbl npou3BoauTens dapMaLeBTU4EeCKon
cybcTaHuun, 3aBepeHHbI B YCTAHOBNEHHOM MOPSAAKE N CoAepXKaLLniA:

a) HaMMeHoBaHue apmaleBTUYECKON CyDCTaHUMN (MexXayHapoaHOe HeNnaTeHTOBAHHOE UMM XUMMUYECKOE U
TOProBO€ HaUMEHOBaHMS);

©0) HanmeHoBaHWe 1 agpec npomsBoauTens hapmaueBTU4eCckon cybcTaHuuu;

B) CPOK rogHOCTH thapmaLeBTu4eckomn cybctaHuum;

6) [OOKYMEHT, cogepXaluih CBeAEeHMs O MokasaTensax kKadecTBa papmaueBTMYecKkon cybcTaHuuum,
NCnonb3yemoin Npu NPOn3BOACTBE NEeKapCTBEHHbIX NpenapaTos;

7) HOpMaTMBHas OOKYMEHTAUUS WM HOPMAaTMBHBLIN JOKYMEHT Ha chapmaueBTUYECKylo cybcTaHumioo nmbo
yKasaHue COOTBETCTBYIOLLEN hapMakonenHom cTaTby;

8) Hpopmauus 06 ycrnoBusix XxpaHeHu s, MePEBO3KM NIEKapCTBEHHOIO Npenapara 1 nHasa MHopMauus;

9) oTyeT O pesynbTaTax OOKMUHWYECKOrO WCCRedoBaHUSA fekapCcTBEHHOro cpeacTtBa AN MeAUUMHCKOro
NPUMEHEHNS, CcoAepXalui onucaHue, pesynbTaTbl W CTAaTUCTUYECKUA aHanu3d pes3ynbTaToB  [aHHOro
OOKIMMHMYECKOro MCCrneoBaHus;

10) otyeT O pesynbTatax AOKIMHUYECKOro WCCNeaoBaHWS JIeKapCTBEHHOIO0 CpeacTBa WM KMMHUMYECKOro
nccnenoBaHus NekapCTBEHHOro npenapara Ansi BeTePUHApHOro NPUMEHEHNS;

11) NpoeKkT npoTOKOMa KIMHUYECKOTrO WCCREeAOBaHUSA JEeKapCTBEHHOro npernapaTta Aansg MeauLUHCKOro
NPUMEHEHNS;

12) 6poLtopa nccnegosaTtens;

13) MHPOPMALIMOHHBIN NNCTOK NaLNEHTa;

14) nHdopmaumsa o BbiNfaTax U KOMNeHcaumsax nauueHtTam (3gopoBbiM JobpoBonbuam, 6onbHbIM) (ganee -
naumeHTbl), NPUBMAEYEHHbIM K MPOBEAEHUI0 KIMHUYECKMX UCCNeaoBaHWUM IekapCTBEHHOro npenapata Ans
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MEeAMLIMHCKOro NPUMEHEHMS, UCCneaoBaHUN BUOSKBMBANEHTHOCTH 1 (UNN) TepaneBTUYECKON IKBUBANEHTHOCTY;

15) oTyeT O pesynbTaTax MexayHapoAHbIX MHOFOLEHTPOBbLIX KIMHUYECKUX UCCReLOBaHUA NeKapCTBEHHOro
npenapata Ans MeguuMHCKOrO MNPUMEHEHUS, 4acTb U3 KOTOPbIX MNpoBedeHa Ha TeppuTtopunm Poccunckon
degepaumu;

16) NpOEKT MHCTPYKLUN MO NPUMEHEHMIO NEKAPCTBEHHOrO Npenapara, cogepXallui cnegyoLlimne cBeaeHus:

a) HauMeHoBaHMEe JEeKapCTBEHHOro cpeactea (MexayHapogHoe HenaTeHTOBAaHHOE WINM XMMWYeckoe U
TOProBO€ HaMMEHOBaHMS);

0) nekapcTBeHHasi popma C yKa3aHUEM HAMMEHOBAHUM M KONIMYECTBEHHOrO COAEPKaHUS (aKTUBHOCTW)
dapmMaLEeBTUYECKUX CyOCTaHUUIM 1 BCOMOraTerbHbIX BELLECTB;

B) dhapmakoTepaneBTMYecKas rpynna NekapCTBEHHOro npenapara;

r) nokasaHus s NPUMeHeHNs;

[) NPOTUBOMNOKa3aHUsA AN NpUMeEHEHs;

€) pexum [o3vpoBaHus, crnoco® BBeAeHWsl, Npu HeobXoAMMOCTU BpeMs MpueMa NeKapCTBEHHOro
npenapaTta, NPOAOCIKNTENBHOCTb NeYeHus (B TOM YMcne y aeTen 4o 1 nocne ogHoro roga);

X) Mepbl NPeAOCTOPOXHOCTU NMPU NPUMEHEHNM;

3) CUMNTOMbI NEPEeL03MPOBKM, MEPLI MO OKa3aHMo NOMOLLU NpY Nepeso3npPOBKE;

W) ykasaHue, npu HeobxoamMmocTun, OCOBEHHOCTElN AEWCTBUSA NEeKapCTBEHHOro npenaparta npuv MnepBoMm
npuemMe nnun nNpu ero OTMeHe;

K) onmcaHue, npyn HeobxoaMmocTu, 4eNCTBMI Bpada (denbalwepa), cneuynanvicta B 06ractu BeTepyMHapumum,
nauuveHTa, BragenbLla XMBOTHOIO Npu NpPonycke npnemMa OgHoOM MM HECKOSbKNX 403 FfIeKapCTBEHHOrO npenapara;

n) BO3MOXHble NOOOYHbIE AENCTBUSA NPU NPUMEHEHMM NIEKAPCTBEHHOrO Npenapara;

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

H) yKasaHue BO3MOXHOCTM W OCOBEHHOCTEW MELMLUHCKOrO MNPUMEHEHWUsI NEKapCTBEHHOro npenapara
GepeMEHHbIMU KEHLLMHAMWN, XEHLLUMHAMX B Nepuog rpyaHoro BCKapMvMBaHUs, AeTbMU, B3POCHbIMU, NMEOLLMMUN
XpOHMYeckne 3aboneBaHus;

0) CBedeHMs O BO3MOXHOM BIMSIHUM NEKApPCTBEHHOro npenapaTta Ansg MeOWMUMHCKOro MpUMEHEHUs Ha
CMOCOBHOCTb YyNpaBnsiTb TPAHCMOPTHBIMU CpeacTBaMM, MEXaHU3MaMu;

n) CPOK FOAHOCTM W yKasaHuWe Ha 3anpeT NpUMEHEHUsI NEKapCTBEHHOro npenapara Mo UCTEYEeHUW cpoka
rogHOCTU;

p) YCINOBUS XpaHEHWS;

C) yKa3aHve Ha HeobXoQUMOCTb XpaHEHUS! NEeKapPCTBEHHONO Npenaparta B MecTax, HeOCTYMHbIX ANs AeTew;

T) ykasaHue, npu HeOoOXOOMMOCTW, cneumanbHbiX Mep MNPedoCTOPOXHOCTU MNPU  YHUHTOXEHUU
HEeNCnosib30BaHHbIX NIEKapPCTBEHHbIX NpenapaTos;

Y) CPOKM BO3MOXXHOIO MCMONb30BaHUS NPOAYKLMMN XUBOTHOMO NMPOUCXOXAEHUSA MOCNe BBEAEHUS XXUBOTHOMY
NeKapCTBEHHOro npenapara Ans BeTepMHapHOro NpUMeEHeEHS;

&) HaumeHoBaHve, agpec NPOU3BOAMTENS NEKAapCTBEHHOro npenapata M agpec MecTa NPOu3BOACTBA
NeKapCcTBEHHOro npenapara;

X) yCrnoBusi OTMNyCKa;

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

17) nepeBefeHHast Ha PYCCKMMA $A3blK U 3aBEpPeHHast B YCTAHOBMNEHHOM MOPSiAKE KOMUA [AOKYMEHTa,
noaTBepXKaaloLero perncTpaumio fekapCcTBEHHOro npenapata B Cnyyae ero perucrpaumm BHe npeaenos
Poccuinckon denepaumm;

18) DokyMeHTbl, NpeacTaBnsiemMble B COOTBETCTBUM CO cTaTbsaMu 19 - 23 HacTosiwero degepanbHOro 3akoHa.

4. To xenaHuio 3aaBUTENst MOTyT ObiTb NPeAcTaBrieHbl OTYETHl O MPOBEAEHHbIX B CTPaHe 3asBUTENSA U
OPYrMX CTpaHax pesynbTaTax KIMHUYECKUX WCCnefoBaHWiA, uccnedoBaHun 6GuoskBMBaNEHTHOCTU U (Mnn)
TepaneBTMYECKOW 3KBMBANEHTHOCTM JIEKAPCTBEHHOrO npenaparta (BkMYas  3nMAEMUONorMdeckne  unm
3MNM300TONTOTMYECKMNE NCCNEA0BAaHUA UMMYHOBMONOrMYECKNX NEKAaPCTBEHHBIX NpenapaToB, NpeAHa3HayYeHHbIX 411
NMMYHOJIOrMYECKON NPOUNaKTUKN U NeveHns MHPEKLUMOHHbIX 3a6oneBaHnii, B TOM YMcne y geten), cogepxaiime
ONUCaHus NMPOBEAEHHBLIX UCCNEOBaHMI NEKApPCTBEHHOMO npenapara, UX pesynbTaTbl U CTaTUCTUYECKUA aHanma
NMony4YeHHbIX Pe3yrnbTaToB.

5. K 3aaBneHu1Io o rocyaapCTBEHHOW perncTpaumm nekapcTBeHHOro npenapaTa npunararTes:

1) DOKyMEeHT, MOoATBepXJawlwWniA ynnaty rocygapCTBEHHOW MOLWUMMHBLI 3@ NpoBedeHWe 3KCNepTu3bl
OOKYMEHTOB AN MofydeHus paspelleHUn Ha npoBefdeHMe KIMHUYECKUX WUCCneaoBaHUn nekapCTBEHHOro
npenapaTta gns MeauUMHCKOrO NMPUMEHEHUS U 3TUYECKOM 3KcnepTu3bl Npu obpalleHun 3a rocygapCTBEHHON
peructpaumen nekapcTBeHHOro npenapara;
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2) JOKYMEHT, NOATBEPXAAOWMI ynnaTy rocygapCTBEHHOW MOLWNUHBI 38 NPOBEAEHNE IKCNepPTU3bl KavyecTBa
NEKapCTBEHHOro CPeAcTBa U 3KCNEPTM3bl OTHOLUEHUS OXMAAEMOMW MONb3bl K BO3MOXHOMY PUCKY MPUMEHEHMS
NeKapCcTBEHHOro npenapara, paspelleHHOro Ans MeguuMHCKOro NpUMEHeHus Ha Tepputopum Poccunckon
depepaumnun 6onee gBaguaTK NeT, Npu rocyaapCTBEHHON perncTpaumm nekapcTBEHHOro npenapara;

3) BOKYMEHT, noATBepXAatoLmMiA ynnaTy rocyaapCTBEHHOM MOLUMMHbI 32 NPOBEAEHME 3KCnepTusbl KavyecTsa
NEKapCTBEHHOrO CPeACcTBa U 3KCMEPTU3bl OTHOLUEHUS] OXMAAEMOW MOSMb3bl K BO3MOXHOMY PUCKY MPUMEHEHMS
NEeKapCTBEHHOro npenapata Ang  MeOULUHCKOTO MPUMMEHEHMS,, B  OTHOLWIEHWM KOTOPOro MpoBedEHbI
MEXAYHapOAHblE MHOFOLIEHTPOBbLIE KITMHUYECKME UCCNenoBaHusl, YacTb U3 KOTOPbIX MpoBedeHa Ha Tepputopum
Poccuiickon degepauum, Npy rocygapCTBEHHOM permcTpauumn nekapcTBEHHOro npenapara;

4) pOKyMEHT, MOATBEPXKAALINA yNnaTy rocy4apCTBEHHOW NOLWSIMHBLI 3a MPOBEAEHNE 3KCMEPTU3bl kayecTBa
NEKapCTBEHHOrO CPeACTBa U 3KCMEPTM3bl OTHOLUEHUS] OXMAAEMOW MONb3bl K BO3MOXHOMY PUCKY MPUMEHEHMS
neKkapcTBEHHOro npenapara Ans BeTepMHapHOro NPUMEHEHMWS NpY ero rocyaAapCTBEHHON perncTpaumm.

KoHcynbTaHTlIntoc: npumevaHune.

MonoxeHusa Yactn 6 ctatbu 18 NPUMEHSIIOTCA K NPABOOTHOLLUEHUSM, BO3HUKLLMM NOCIe OHSA BCTYNNEHWS B
cuny ansa Poccuickon ®depepaumm npoTtokona o npucoeamHeHnm Poccuiickon ®egepauun Kk BcemmpHom Toproson
opraHmsaumm (PegepanbHbivi 3akoH oT 11.10.2010 N 271-93).

6. He ponyckaiTcs nonyvyeHve, pasrnalleHue, WCMofb3oBaHME B KOMMEPYECKMX Uensax M B uensax
rocy4apCTBEHHOW perucTpauumn nekapcTBEHHbIX npenapatoB MHGOpMauMM O pesynbTatax AOKIMHUYECKMX
NUCCNeaoBaHUN NEeKapCTBEHHbIX CPEeACTB W KIWMHWYECKUMX MWCCrefoBaHWA  NEKapCTBEHHbIX MpenapaTos,
npeacTaBrieHHON 3asiBMTENeM ANs rocygapCTBEHHOW permcTpauumn nekapCTBeHHbIX NpenapaToBs, 6e3 ero cornacus
B TEYEHMe WeCTU NeT ¢ AaTbl FoCy4apCTBEHHON perncTpaumm nekapcTBEHHOro npenapara.

HecobntogeHne 3anpeTa, YCTaHOBMEHHOrO HAacCTOSILEN 4acTbio, BNe4vyeT 3a cobol OTBETCTBEHHOCTb B
COOTBETCTBUM C 3aKoHogaTenbCcTBOM Poccuiickon ®enepaumn.

Ha Tepputopun Poccuiickon ®Pepepauumn 3anpewjaetcsas obpalleHve JekapCTBEHHbIX  CpeacTs,
3apermcTpuUpoBaHHbIX C HapyLUEHUEM HaCTOSILLEN YacCTu.

(vacTb 6 BBegeHa PegepanbHbiv 3akoHoM oT 11.10.2010 N 271-$3)

Cratba 19. lNpuHATUE peleHns O Bbigaye IKCNEPTHOMY YYPEXKAEHUO M COBETY MO 3TUKE 3adaHus Ha
NpoBeAeHNe IKCNEePTU3bl NeKapCTBEHHbIX CPeacTs

1. B TeueHme nsaATM paboumx OHeW CO OHA MPUHATUS 3asBNeHMs O TOCyAapCTBEHHOW perncrpauun
nekapcTBEHHOro rnpenapaTa yrnosIHOMOYEHHbIN befeparnbHblil opraH UCMOMHUTENBHOW BNacTy NPOBOAMUT MPOBEPKY
MOSTHOTbLI U JOCTOBEPHOCTU CBEAEHWN, COAEPXKALLMXCS B MPeAcTaBreHHbIX 3asBuTenemM Matepuanax, U npyuHumaet
pelleHne o Bblgaye 3afjaHuns Ha NpoBeAeHue:

1) aKkcnepTusbl NekapCTBEHHbIX CPeACTB B HYacTU IKCNEepPTU3bl JOKYMEHTOB ANA NOMyYeHUs paspelleHnst Ha
NpoBeAEeHNE KIMHNYECKOro WCCrefoBaHUs FeKkapCTBEHHOro npenapata Ans MeOULMHCKOTO MPUMEHEHUs B
COOTBETCTBMU C LensamMu, ykasaHHbiMu B cTaTtbe 38 HacToswero ®efepansHOro 3akoHa, U 9TMYECKOW aKCNepTu3bl B
OTHOLUEHMN NeKapCTBEHHbIX MpenapaToB, AfA KOTOPbIX HEe MPOBOAWMAWCH KIWHUYECKUME WCCnefoBaHWs Ha
TeppuTtopumn Poccuiickon ®egepauun, Ha OCHOBaHMN OOKYMEHTOB, yKka3aHHbIX B nyHkTax 1 - 9, 11 - 14, 17 vyactun 3
n nyHkTe 1 Yactn 5 ctatbn 18 HacTosiwero ®eaepansHOro 3akoHa;

2) 3KCnepTM3bl NEeKapCTBEHHbIX CPeACcTB B 4acTW IKCMEpTM3bl KavecTBa feKkapCTBEHHOIO CpeAacTsa U
3KCNepTM3bl OTHOLLEHNS OXMOAEMOW MoMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro npenapara ang
MEOMUMHCKOrO MPUMEHEHUS B OTHOLLUEHWW IeKapCTBEHHbIX NpenapartoB, paspelleHHbIX A8 MeAULMHCKOro
npumeHeHuss Ha Teppwutopumn Poccuiickon ®epepaumn Gonee aABaguaTv NneT, Ha OCHOBAHUMW [OKYMEHTOB,
yKasaHHbIX B NyHkTax 1 - 9, 16 yactn 3 u nyHkTe 2 yactn 5 ctatbn 18 HacTodwero PenepansLHOro 3akoHa, a Takke
nekapcTBeHHbIX NpenapaTos, B OTHOLLEHMW KOTOPbLIX MPOBeAeHbl MeXaAyHapoaHble MHOTOLEHTPOBbLIE KITMHUYECKNe
nccrnegoBaHusl, 4acTb M3 KOTOpbLIX MpoBedeHa Ha Tepputopum Poccuiickon Pepepaumm, Ha OCHOBaHWUU
OOKYMEHTOB, yKasaHHbIX B nyHktax 1 - 9, 15 - 17 yactm 3 u nyHkte 3 yactm 5 cratbm 18 HacToswero
depnepanbHOro 3aKoHa;

3) aKcnepTusbl NeKkapCTBEHHOIO CpeacTBa B OTHOLLEHUWM NEKapCTBEHHbIX MpenapaToB ANns BeTepuMHapHOro
NPUMEHEHNS Ha OCHOBaHUM OOKYMEHTOB, yKa3aHHbIX B nyHkTax 1 - 8, 10, nognyHktax "a" - "g", "x" - "m", "n" - ""
nyHkTa 16, nyHkte 17 yactn 3 n nyHkTe 4 yactn 5 ctatemn 18 HacToswero PegepanbHOro 3aKoHa.

2. YNonHomMo4YeHHbIn dhefepanbHbli OpraH UCMOMHUTENbHOW BNacTn yBefoMMsSeT B MUCbMEHHOW dopme
3as8BUTENS O MPUHSATOM PELLEHUM UNWN B CriyYae OTKasa C yKasaHWeM NpUYnH Takoro oTkasa.

2.1. B cny4vae BbISIBIIEHNs HEJOCTOBEPHOCTN CBEAEHWUW, COAepXallmxcs B MpeacTaBrieHHbIX 3asBUTENneM
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MaTepuanax, ynorHOMOYEeHHbIN heaepanbHbIi OpraH UCMOMNHUTENBbHON BNAacTW HanpasnsieT 3asBUTENO 3anpoc
06 yTOYHEeHUM ykasaHHbIX cBefeHuh. [JaHHbIA 3anpoc MoxeT ObiTb nepedaH ynorHOMOYEHHOMY MPEeACTaBUTENO
3a8BUTENS NMUYHO MOA PacnuCKy, HanpaBfieH Mo NoYTe 3aka3HbIM MUCbMOM UMK NepedaH B ANEeKTPOHHON dhopme
Nno TENeKOMMYHWKaLMOHHbIM KaHanam cBs3u. B cnyyae HanpaBneHuss 4aHHOro 3anpoca Mo noyte 3akasHbIM
NMMCbMOM OH CHUTaETCS NOSYYEHHBIM MO UCTEYEHUN LLECTU OHEN C AaTbl HanpaBneHnsa 3aKka3Horo NUcbma.

(vacTb 2.1 BBegeHa degeparnbHbiM 3akoHOM OT 25.11.2013 N 317-03)

2.2. 3asButenb 00s3aH npeacTaBuTb OTBET Ha 3anpoc YMNOMIHOMOYEHHOro doedeparnbHOro opraHa
WCMONMHUTENbHOW BRacT B CPOK, HE MNpEeBblIAKWMA OeBAHOCTa paboymx AHEM CO OHS MOSydeHus OaHHOro
3anpoca. CpokK, yka3aHHbI B 4acTu 1 HacTosILLEN cTaTbu, MPUOCTAHABNMBAETCS CO OHA HanNpaBneHUs 3asiBUTENHO
3anpoca YnofIHOMOYEHHOro dedepanbHOro opraHa WCMOJSIHUTENbHOW BAAacTu OO AHSA MOMyYeHWs UM OTBeTa Ha
OaHHbIN 3anpoc.

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

3. OcHoBaHVeM ang OTKasa B OpraHu3auum 3KCNepTu3, yKaszaHHbIX B YacTu 1 HacTosALeN cTaTbn, ABNAETCA
npeacTaBsneHMe HeobxooMMbIX ANSA NPOBEAEHUsI 3TUX IKCMEPTU3 LOKYMEHTOB, MEPEYUCNEHHbIX B YacTax 3 u 5
ctatb 18 HacToswero ®degepanbHOro 3akoHa, B HeNonHoM obbeme, HenpeacTaBneHue 3asdBUTENEM B
YCTaHOBMEHHbIN CPOK OTBeTa Ha YyKasaHHbll B 4YacTu 2.1 HacToslen cTaTbuM 3anpoc YNONHOMOYEHHOro
denepanbHOro opraHa MWCNOMHUTENbHOW BMacTU, a Takke npeacTaBneHne [OKYMEHTOB, He COopepXaliux
ncYepnbIBaLLEro nepevHs HeobXxoaUMbIX CBEAEHWN.

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

Cratba 20. SKcnemesa AOOKYMEHTOB [OJ1d nMNOoJlydeHnAaA paspeleHna Ha nposeaeHne KrmHun4eckoro
nccnenoBaHua nNekapcTtBeHHOro npenaparta ana meamumHCKoro npumMmeHeHna n 3TUYECKOW 9KCMNEepPTU3bl

1. OKkcneptv3a OOKYMEHTOB ANSA MOMyYeHUs paspelleHns Ha MNpoBedeHUe KIMHMYECKOro MccriefoBaHust
NekapcTBEHHOro npenapara gns MeauUMHCKOro NpUMEHEHNA B COOTBETCTBUM C LieNAMU, YKa3aHHbIMU B cTaTbe 38
HacTodawero ®enepanbHOro 3akoHa, 3TUYECKas 3KCMepTM3a, COCTaBMEHNE KOMUCCUEN IKCMEPTOB M COBETOM MO
3TUKE 3aKMOYEHUN O BO3MOXHOCTU UMM HEBO3MOXHOCTM MPOBEAEHMSI TAKOro KIIMHWYECKOro WMCCrnenoBaHust 1
HanpaBfeHne STUX 3akiioYeHWrn B YMNOMHOMOYEHHbIN  bedepanbHbll  OpraH  WUCMOMHUTENbHOW  BMAAacTy
OCYLLECTBMSAOTCS B CPOK, He npeBblllalowmin Tpuauatn paboymx OHEeMm €O [OHSA MNOSNTyYeHUs SKCMepPTHLIM
yuypexneHmeMm 3agaHus YnofHOMOYEHHoro defepanbHOro opraHa WCNOSHUTENbHOM BRacTU C NPUIOXEHNEM
HeoOXOAMMbIX OOKYMEHTOB, YKasaHHbIX B nyHkTtax 9, 11, 12 yactm 3 crtatbu 18 Hactoswero ®denepanbHoro
3aKoHa, JOKYMEHTOB, yKa3aHHbIX B YacTun 4 ctaTbh 18 HacTodwero ®efepanbHOro 3akoHa U npeactaBneHHbIX no
XenaHumio 3aaBuTens, U COBETOM MO 3TUKe 3a[aHus YNorHOMOYEHHOro hefepanbHOro opraHa UCMOMHUTENbHOW
BMacTuK C NpUIoXeHMemM HeobxoanMbIX JOKYMEHTOB, YKka3aHHbIX B nyHkTax 11 - 14 yactn 3 ctatbn 18 HacTosLLEro
depnepanbHOro 3akoHa.

2. [JokyMeHTbI, cogepXalimMecss B PErmcTpauMoHHOM [OCbe M MOCTYNUBLUME B 3KCMEPTHOE YyupexaeHue,
COBET MO 3TWKE [Nsl OCYLLUECTBMEHMS WX SKCMEPTU3bl B LENAX MNOMyyYeHUs paspelleHrsl Ha npoBefeHue
KNMMHUYECKOrO MCCNeAoBaHUSA NeKapCTBEHHOMO npenapaTa Ans MeAULUHCKOrO NpMMEHEHUs, NOoArexaTt Bo3BpaTy B
YNONIHOMOYEHHbIN  dpedepanbHbld  OpraH  UCMOSIHUTENbHOM  BRAacTU  OOHOBPEMEHHO C  3aKITHOYMEHUAMU
COOTBETCTBYIOLLMX 3KCNEPTUS.

Ctatbs 21. I'IonyquMe pa3pelieHna Ha npoBegeHne KIMMHNYeCKoro wuccrnengoBaHnda JeKkapCTtBeHHOro
npenapara gna meanunHCKoro npuMeHeHunsa

1. B cpok, He npeBbIWaLWmMn NATY paboyunx AHEN CO OHA NONYYEHUs] 3AKIMOYEHUN, YKa3aHHbIX B cTaTtbe 20
HacTosiwero ®dedepanbHOrO 3akoHa, YMNONHOMOYEHHbLIV befepanbHbll  OpraH  UCMOMHWUTENbHOW  BRacTu
OCYLLIECTBMSIET OLEHKY MOCTYMMBLUMX 3aKMOYEHUIN AN OnpeneneHns ux CoOOTBETCTBUS 3aJaHusIM Ha NpoBeneHne
COOTBETCTBYIOLLMX 3KCMEPTU3 U YBEOOMMSIET 3asABMTENS B MUCbMEHHOW hopMe O pesyrnbTaTtax MpoBeOeHHbIX
3KCMEPTM3 U O BO3MOXXHOCTM UM HEBO3MOXXHOCTM Bbi4auM 3asiBUTENIO pa3peLleHnss Ha NPOBEeAEHMNE KITMHUYECKOro
nccnenoBaHus NeKapCTBEHHOO npenapara ansg MeguuUHCKOro NpUMEHEeHNs.

2. Tpn NpvHATUM pelleHus O BO3MOXHOCTW BblgaduM paspelleHnss Ha MNpPOBEeAEeHME  KITMHUYECKOro
nccneaoBaHUsa nekapcTBEHHOro npenaparta Ans MeAWLUMHCKOro MpUMEHEHUsT YNONMHOMOYEHHbIN deaepanbHbIn
opraH UCMNOMHUTENbHOW BNacT NpuocTaHaBnMBaeT npoBeAeHne rocyaapCTBEHHON perucTpaumm rnekapcTBeHHOro
npenapaTta 0O OHSA nojayu 3asiBUTENneM B YMNOMHOMOYEHHbI bedepanbHbli opraH WCMONHUTENbHOW BracTuy
3as1BNEHNs1 0 NONyyYeHUn paspelleHns Ha NpoBefeHne KNMHUYECKOro NCCrneaoBaHUsa nekapcTBeHHOro npenapara
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AN MeAMLUHCKOIO NMPUMEHEHUS.

3. B cnyyae npuHATUS pelueHuss 0 HEBO3MOXHOCTU Bbldauyn paspeLleHnsl Ha NpoBeAeHue KIMHUYECKOro
nccnegoBaHnsa fiekapcTBEHHOrO MpenapaTta Ans MeaWMUMHCKOro MPUMEHEHUS! YNOMHOMOYEHHBIN dheaepanbHbIi
opraH MCMONHWUTENbHOW BMacTM nNpekpawaeT npoueaypy rocy4apCTBEHHON perMcTpaumm fekapCTBEHHOMO
npenapara.

Cratba 22. PeweHne o npoBeaeHnn KIMHUYECKOro uccneagoBaHuAa JieKkapCTBEHHOIo npenaparta and
MeaNLNHCKOIo NnpuMeHeHuns

1. na nonyyeHns paspelleHns Ha NpoBeAeHMe KIMMHUYECKOro UCCNefoBaHus NekapcTBEHHOro npenapaTa
ONs  MeOMUWHCKOTO MPUMEHEHUSA 3adBuUTENb MNpeacTaBnseT B YNOMHOMOYEHHbIM dedeparnbHbli  OpraH
NCMNOMHUTENbHOW BNacTu:

1) 3agBneHue o Nony4yeHMn paspeLleHns Ha NpoBeaeHne AaHHOIo KINMHNYECKOro NCCNeaoBaHUS;

2) cBegeHns o6 onbiTe paboTbl MccrnegoBaTenen MO COOTBETCTBYHOLIMM CreuManbHOCTAM U UX OnbiTe
paboTbl N0 NPOBEAEHUIO KIMHUYECKUX UCCNeaoBaHUNg;

3) konuio pgoroBopa 06sA3aTENbHOTO CTPAxXOBaHWS KW3HKW, 340POBbS MAUMEHTOB, Y4YacTBYHOLMUX B
KNMHUYECKOM MCCneoBaHMM NEKapCTBEHHOro npenapata And MeguuMHCKOro npuMeHeHus (goanee - O0roBop
00A3aTenbHOro0  CTPaxoBaHWsl), 3aKMOYEHHOTO B COOTBETCTBMM C  TWUMOBLIMU MpaBuriamu 00A3aTenbHOro
CTPaxoBaHWsI >KWU3HW, 300POBbS MNaUMEHTa, Y4YacTBYHOLWEro B KIMHWYECKOM MWCCNEedOBaHUN JflekapCTBEHHOMO
npenapaTa 4ns MeauLMHCKOro NpMMeHeHus, yTeepxaeHHbIMu MNMpasutensctBom Poccuiickon ®enepauun (ganee -
TUMNOBbIE MpaBuna o00s3aTenbHOrO CTpaxoBaHMs), C YyKa3aHWeM MpefernibHOM YUCNEHHOCTU MaLMEeHTOB,
Yy4YacTBYHOLUMX B KNMHUYECKOM UCCIeJ0BaHUM NekapCTBEHHOIO nNpenapaTa Anst MegMuUHCKOro NpUMEHEHUS;

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

4) cBefeHWss O MEAULMHCKMX OpraHu3aumsix, B KOTOpbIX Mpearonaraetcsi npoBeAeHUe KIMHUYECKMX
UCCneaoBaHUN fEKapCTBEHHOro npenapaTta Ans MEeAWUMHCKOrO MNpuMeHeHusa (MONHOe UM COKpalleHHoe
HaMMEHOBaHUS, OpraHn3aUMoOHHO-NpaBoBas hopma, MeCTO HaXOXAEHUS U MECTO OCYLLECTBIEHNSA OEeATENbHOCTH,
TenedoH, Tenecdakc, agpec ANEKTPOHHOW NOYTbl MEAULIMHCKOW OpraHn3aumm);

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

5) npepnonaraemble CpPOKW MPOBEAEHUst KIIMHWYECKOro WCCNefoBaHWsi NEeKapCTBEHHOrO npenapata ansg
MEOULMHCKOTO NPUMEHEHWS.

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

2. B cpok, He npeBblWawWni AT paboumx AHEN CO OHA MPUHSATUSA YKa3aHHOrO B 4acTu 1 HacTosILEeN
cTaTbl 3asiBNEHMA C NPUIOXKEHUMEM HeOOXOOMMbIX [OKYMEHTOB, YMONMHOMOYEHHbIN dedepanbHbii  opraH
NCMNONHUTENbHOW BNAacTu:

1) npoBogMT NPOBEPKY MNOMHOTBI WU [OCTOBEPHOCTU CBEAEHWMN, COAEPXallMXCA B NpeacTaBneHHbIX
3aaBuUTENEM MaTepuanax;

2) MpuMHUMaEeT pelleHne O Bbldaye paspelleHns Ha MnpoBeAeHUe KIMHUYECKOrO  MCcCnegoBaHus
NeKapCTBEHHOro npenapara Anst MEQULMHCKOro NpUMeHeHnst unm ob oTkase B BblAaye yKazaHHOro paspeLleHns;

3) yBegoMnseT B NMCbMEHHON hopMe 3asBUTENSA O NPUHATOM pPEeLLIEHUM UNn B Crlydae oTKasa C ykaszaHuem
MPUYUH TaKOro 0TKas3a;

4) BblJaeT paspelleHre Ha NpoBedeHMEe KIMHUYECKOro WUCCRefoBaHUsA NeKapCTBEHHOro npenaparta ans
MEOMULMHCKOrO MPUMEHEHMS B  MOpsiake, YCTAHOBEHHOM  YMOMHOMOYEHHbIM  begepanbHbiM — OpraHom
NCMNONMHUTENbHOW BNacTu.

2.1. B cny4yae BbISIBNEHNs1 HEQOCTOBEPHOCTU CBELAEHWUW, COAEpPXalLMXCsi B MpeacTaBfeHHbIX 3asiBUTENEM
mMatepuanax, ynosTHOMOYEHHbIN defeparnbHbIi OpraH UCMOMHUTENBHOW BNAcTU HanpaeBnsieT 3asiBUTENO 3anpoc
00 yTOYHEeHUM ykasaHHbIX cBedeHu. [laHHbIA 3anpoc MoxeT OblTb nepefdaH ynoriHOMOYEHHOMY MPEeACTaBUTENO
3aABUTENS NTMYHO MO PacnMCKy, HaMpaBlieH Mo MOoYTe 3aKa3HbIM MUCbMOM UIM NepedaH B 3NEKTPOHHON dhopme
Nno TENEeKOMMYHWKaLMOHHbIM KaHanam CBsi3W. B cnyyae HanpaBneHust 4aHHOro 3arnpoca Mo noyTe 3akasHbIM
NMMCbMOM OH CYUTAETCS NMOJTYYEHHBIM MO UCTEYEHMM LLECTU OHEN C AaTbl HAaNpaBneHNs: 3aKka3Horo nNucbma.

(vacTb 2.1 BBegeHa degepanbHbiM 3akoHOM OT 25.11.2013 N 317-03)

2.2. 3asiButenp 00s13aH npeactaBUTb OTBET Ha 3anpoc  YNOSIHOMOYEHHOro dhedepanbHOro opraHa
NCMNONMHUTENbHOW BnacTM B CPOK, HE NPEBbILLAOWMIA OeBAHOCTA paboymx AHEN cCo OHS MOoSydeHus OaHHOro
3anpoca. CpokK, ykasaHHbI B 4acTu 2 HACTOsILLEN CTaTbW, MPUOCTAHABINMBAETCS CO OHA HanNpaBneHUs 3asBUTENHO
3anpoca YnofIHOMOYEHHOro dedepanbHOro opraHa MCMOSIHUTENBHOM BRacTu OO OHA MOMyYeHWs UM oTBeTa Ha
OaHHbIN 3anpoc.
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(vacTb 2.2 BBegeHa degepanbHbiM 3akoHOM OT 25.11.2013 N 317-03)

3. OcHoBaHusIMM Ansi OTKasa B Bblgave paspelleHns Ha MpoBeAeHWe KIMHWMYECKOrO UccrefoBaHUs
NeKapCTBEHHOro MnpenapaTta Ans MEeOUUMHCKOrO MPUMEHEHMST SIBNSOTCA HenpeacTaBneHne [OKYMEHTOB,
yKa3aHHbIX B 4YacTuM 1 HaCTOsLeN CcTaTbWM, HECOOTBETCTBUE COAEPXKaAHUS NpeACTaBreHHbIX [OOKYMEHTOB
TpeboBaHuaM HacTosiwero defepansHOro 3akoHa, HenpeacTaBneHne 3asBUTENEM B YCTAHOBIEHHLIN CPOK OTBETA
Ha yKasaHHbIN B YacTu 2.1 HacToslWen cTaTbyn 3anpoc YNosIHOMOYEHHOTO dhefiepanibHOro opraHa UCMOSTHNTENBHON
Bnactu nnbo Hannyne 3akmyYeHUs KOMUCCUM IKCMEPTOB MMM 3aKIOYEHUS CoBeTa MO 3TUKE O HEBO3MOXHOCTU
NPOBEAEHUS KIMMHUYECKOrO MWCCredoBaHMs JeKapCTBEHHOro npenapata Aanst MeauLMHCKOrO MNPUMEHEHWsT Mo
pesynbTaTtamM NPOBEAEHHbIX 3KCMEPTU3, NPeayCMOTPEHHbIX cTaTben 20 HacToswero PegepanbHOro 3akoHa.

(B pea. PepepanbHbix 3akoHoB 0T 11.10.2010 N 271-d3, o1 25.11.2013 N 317-03)

Ctatbs 23. DKkcnepTm3a KavyecTBa JIEKapCTBEHHOIO CpeacTBa M SKCNEPTN3a OTHOLLEHUST OXMOAEMOW Nonb3bl
K BO3MOXXHOMY PUCKY MPUMEHEHUS NEeKapCTBEHHOro npenapaTta Ans MeguuMHCKOro NpuMeHeHus

1. OkcnepTm3a kavecTBa IEeKapCTBEHHOrO cCpeacTBa M 9KCMepTM3a OTHOLIEHUSA OXUOAeMOW nofb3bl K
BO3MOXHOMY PWUCKY MPUMEHEHMS IeKapCTBEHHOro npenapata Ansg MeauUMHCKOrO NPUMEHEHUsl, COCTaBneHue
KOMMWCCHAMM SKCMEPTOB 3aKMYEHUN MO pe3ynbTataM NPOBeAEHHbIX 9KCMEPTU3 U HaMpaBneHne Takmx 3aKnoyYeHnn
B YMNOMHOMOYEHHbIN (befeparnbHbli OpraH UCNONHUTENBHOW BNAacTU OCYLLIECTBASIOTCA B CPOK, HE MpeBblllaoLni
cTa pJecsatn paboymx [OHEW CO [OHS MOMyYeHUs 3KCMEPTHbIM YYPEXOEHWEM COOTBETCTBYHOLLErO 3adaHus
YMOMHOMOYEHHOro pefepansHOro opraHa UCNONMHUTENBHOW BracTu C AOKYMEHTaMW, yKa3aHHbIMU B NyHKTax 1 - 8,
15 - 17 vactn 3 cratbm 18 Hactodwero ®depepanbHOro 3akoHa, M OT4yeTa O MNPOBEOEHHOM KIMHUYECKOM
nccnegoBaHUKM NekapcTBEHHOro npenapara ang MeguuuHCKOro npuMeHeHus.

2. Ina npoBedeHUs yKasaHHbIX B 4YacTum 1 HacTosLWen cTaTbW 3SKCNepTu3 3adBuTenb npeacraBnsgeT B
YNONTHOMOYEHHbIV heaepanbHbI OpraH UCMONTHUTENbHON BNacTu:

1) 3asBneHne 0 BO30OHOBMNEHUN roCygapCTBEHHON perncTpauun nekapcTBEHHOro npenaparta n npoBegeHun
YKa3aHHbIX B YacTu 1 HaCTOALLEN CTaTbM IKCNEPTUS;

2) oT4eT O MPOBEAEHHOM KIMHWYECKOM WCCNeAoBaHWM NeKapCTBEHHOro npenapata Ans MeguumMHCKOro
NPUMEHEHWS;

3) OOKYMEHT, NOATBEPXKAAIOLWMIA yNnaTy rocy4apCTBEHHOW MOLWSNHBI 32 NPOBEAEHNE IKCMEPTU3bl KayecTBa
NeKapCcTBEHHOro CpeacTBa U 3KCNEPTU3bl OTHOLUEHUS OXWMAAEeMOW MONb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
nekapcTBEHHOro npenapara ans MeauumMHCKOro NpUMeHeHns Npu ero rocygapcTBEHHON perncTpaumu.

3. B cpok, He npeBbllwawWmiA NaTU paboynx OHEW CO OHA MNPUHATUA 3asBMEHUsT C OOKYMEHTaMmu,
yKasaHHbIMW B YactM 1 1 nyHKTax 2 1 3 yacTu 2 HacTosLlen ctaTbu, YNONMHOMOYEHHbIN hefepanbHbli opraH
WCNONHUTENBHON BNacTu:

1) NpoBOAWT NPOBEPKY NOMHOTLI 1 JOCTOBEPHOCTU AaHHbIX, COAepXXalunxcs B NpeAcTaBleHHOM 3asBMTenem
oT4eTe O NPoBeAEHUN KIMHUYECKOro NccnegoBaHns nekapcTBeHHOro npenaparta ansg MeguumHCKoro npuMeHeHus
1 B JOKYMEHTaXx, cogepXalimnxcs B permcTpaunoHHOM oCbke;

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

2) npyHMMaeT pelleHne O BO30OHOBNEHMM roCygapCTBEHHON permctpaumm nekapcTBEHHOro npenaparta u
NpoBeAeHUN YyKasaHHbIX B 4YacTy 1 HacTosien cTaTbM 3IKCNepTu3 unm 06 OTKase B BO30OHOBNEHWM
rocyfapCTBEeHHOW perucTpaumnm nekapcTBeHHOro npenapara ans MeauuMHCKOro NpUMeHeHnst U NpoBeAeHUN Taknx
3KCNepTuns;

3) yBegoMngaeT B NUCbMeHHON hopMe 3asiBUTENS O NPUHATOM PELLEHUN UMK B Criyyae oTkasa C yKasaHueMm
NMPUYUH TaKoro oTkasa.

3.1. B cny4ae BbISIBMieHUS HEeJOCTOBEPHOCTUM CBEAEHUN, COAepXaliuxcsd B npeacTaBneHHbIX 3asBUTenem
MaTepuanax, ynorHoMoYeHHbIN befeparnbHbii opraH UCMONMHUTENBbHOW BMNacTW HanpasnseT 3asBUTENto 3anpoc
00 yTOYHEHWUW yKasaHHbIX cBedeHWN. [JaHHbIN 3anpoc MOXeT ObiTb nepedaH ynomHOMOYEHHOMY MpPeacTaBUTENIO
3as8BuUTENs NIMYHO MOA PacnMUCKy, HanpaBfieH No MoYTe 3aka3HbiM MUCbMOM WY NepefaH B 3NEeKTPOHHON dopme
Mo TENEeKOMMYHMKAUMOHHbIM KaHanam cBs3n. B cnyyae HanpaBneHuss gaHHOro 3anpoca Nno no4vTe 3akasHbIM
MMCbMOM OH CYMTAETCS MOMYYEHHbIM MO UCTEYEHWM LIECTM OHEN C AaTbl HAanpaBeHWs 3aKa3Horo NUCbMa.

(vacTb 3.1 BBegeHa depepanbHbiM 3akoHOM 0T 25.11.2013 N 317-93)

3.2. 3asButenb 00s3aH npeacTaBUTb OTBET Ha 3anpoc YMNOSIHOMOYEHHOrO doedeparnbHOro opraHa
NCMNONMHUTENBHOW BnacTM B CPOK, HE NpeBblIAlWUA AeBAHOCTA paboynx OHEW Co OHA MOMNyYeHUs AaHHOro
3anpoca. Cpok, ykasaHHbIN B 4acTu 3 HacTosiLen cTaTbi, NPUOCTaHaABNMBAETCA CO AHSA HanpaBneHusi 3asiBUTENIO
3anpoca ynoriHOMOYeHHOro defepansHOro opraHa MCMOMHUTENbHOW BRacTM A0 OHS NOSyYeHus UM OoTBeTa Ha
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[OaHHbIN 3anpoc.
(vacTb 3.2 BBegeHa degepanbHbIM 3akOHOM OT 25.11.2013 N 317-03)

4. OcHoBaHMeM Ang oTka3a B BO306HOBMNEHMM rocyAapCTBEHHON perncTpaumnm nekapCTBEHHOro npenapara u
NpoBedeHUN yKa3aHHbIX B 4acTy 1 HacToswen cTaTbM IKCNepTU3 SABMNSETCS npeacTaBrneHve [OKYMEHTOB,
YKa3aHHbIX B 4Yactm 1 1 nyHKTax 2 U 3 4YacTu 2 HacTosien ctaTbW, B HenonHoM obbeme, HenpeacTaBneHue
3as¥BUTENIEM B YCTAHOBMIEHHbI CPOK OTBETA Ha YyKa3aHHbIM B 4actu 3.1 HacTosiwen cTaTbyM 3anpoc
YMOSTHOMOYEHHOIO heepanbHOro opraHa MWCMOMHWUTENBHOW BRacTM WNW nNpeacTaBneHMe AOKYMEHTOB, He
cofepXalux ncHepnblBaloLLEero nepeyHs HeobxoauMbIX CBEAEHNN.

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

5. B TeueHne nsaTHaguatn paboymx OHEW CO OHS MOMyYEeHUS PEeLlEeHUs YNONHOMOYEHHOro deaepanbHOro
opraHa MCMOJIHUTENbHON BNacTh 0 BO30OHOBIEHNM FOCYAapCTBEHHOW perMcTpaumnm NekapcTBEHHOro npenapara u
npoBefeHUN YyKasaHHbIX B 4YacTu 1 HacTodllen cTaTbM IKCNEepTU3 3asiBUTENb NpeacTaBnsaeT B 3JKCMEpPTHOe
yupexaeHue Ans npoBefeHUsa 3KCNepTM3bl KayecTBa NeKapCTBEHHOro cpeactBa obpasubl NeKapCTBEHHOrO
npenapata Anss  MeOWUMHCKOrO  MNPUMEHEHUsl, NPOU3BEAEHHONO B  COOTBETCTBUM C  TpeboBaHuAMMU
ONbITHO-NMPOMBILLIIEHHOTO W (MMK) NPOMBILLMEHHOIO PernamMmeHToB, YTBEPKAEHHbIX PYKOBOAUTENEM NPOU3BOLAUTENS
NEeKapCTBEHHbIX CPeAcTB, a Takke B COOTBETCTBYHLUMX cryvasx obpasey apmaueBTUYECKOW CybcTaHLumu,
TeCT-lWTaMMa MUKPOOPraHU3MOB, KyNbTypbl KNETOK, obpasubl BELWeCTB, NPUMEHSEMbIX A5 KOHTPONSA KadecTBa
NeKapCTBEHHOro cpeAcTBa NMyTEM CPaBHEHWsI C HUMW UCCIeayeMoro fiekapCTBEHHOIO CpPeacTBa, B KONMMYecTBax,
HeobXxo4MMbIX N8 BOCNPOM3BEeAEeHNSt METOAOB KOHTPONS KadecTBa.

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

6. Mpun nonydyeHun obpasLoB NekapCTBEHHOro npenapata u dapmaueBTUYECKON CYOCTaHLMM IKCNepTHOoe
yypexaeHue BbiAaeT 3asiBUTEN0 OOKYMEHT, MOATBEPXKAAOLWMIA NOMyYeHNe ykadaHHbIX 00pasuoB, U B CPOK, He
npeBbllWaWmi  Tpex paboumx [Hew, yBeOooMNsAeT B MNUCbMEHHOW dopMe 006 3TOM  YNOMHOMOYEHHbIN
deneparnbHbI OpraH NCNOMHUTENBHON BNACTH.

7. Cpok Oonga npenctaBneHusa 3asBuTeneMm o0pasuoB MNEeKapCTBEHHOro npernapaTta v dapmaueBTUYECKON
cybCcTaHuumM 1 CpoK YBEAOMIEHUS IKCNEPTHLIM yypexaeHneMm 06 3TOM B MUCbMEHHOW hopme YNnONHOMOYEHHOro
denepanbHOro opraHa UCNONHUTENBHOM BRACTUW, YKa3aHHbIe B YacTaX 5 M 6 HacTosILWEeNn cTaTby, HE BKINIOYAKOTCS B
CPOK NpOBeAEHUS yKasaHHbIX B YacTu 1 HACTOsLLEN CTaTbW AKCNEPTHUS.

8. [JoKyMeHTbI, MOCTYNUBLUNE B 3KCMEPTHOE YUpEXAEHUE ANA NPOBEAEHUS yKa3aHHbIX B YacTu 1 HacTosLwen
cTaTbu 3KCMEpPTU3, noanexar BO3BpaTy B YNOMHOMOYEHHbIN dedepanbHbli OpraH WCMOMHUTENbHOW BracTu
O[HOBPEMEHHO C 3aKIMYEHUAMN NO pe3yrbTaTam yKasaHHbIX IKCNepTus.

CtaTbs 24. 3KCI'IepTVI3a Ka4decCTBa J1leKapCTBEHHOro cpeacrtea U 3KkCnepTtmn3a OTHOLLEeHUA OXngaemomn nosnb3abl
K BO3SMOXHOMY PUCKY NMpUMEeHEeHNA NekapCTBEHHOro npenapara and BeTepnHapHOro npuMmeHeHnd

1. 3Okcneptv3a KayecTBa JIEKAPCTBEHHOrO CpeacTBa WM 9KCMEPTM3a OTHOLLEHUS OXuAaemMon nonb3bl K
BO3MOXXHOMY PWUCKY MPUMEHEHMSI NEKAPCTBEHHOro npenaparta Afsi BEeTEPUMHAPHOrO MPUMEHEHUs, COoCTaBreHue
KOMWUCCUAMM SKCNEPTOB 3aKMOYEHU NO pedynbTaTaMm yKa3aHHbIX SKCNEPTU3 U HanpaBfieHNe TaknX 3aKIYeHU B
YMONMHOMOYEeHHbIN doefeparbHbl OpraH UCMONMHUTENBHON BNAcTN OCYLLECTBNAIOTCA B CPOK, HE MPpeBbILLAaoLWni cTa
aecatn paboumx OHEn Co OHSI NONMyYEeHUsT SKCMEPTHBIM yupexaeHneM 3a4aHus ynosfiIHOMOYEHHOro dpeaepanbHoro
opraHa UCNoONHUTENbLHOM BracTu ¢ AOKYMEeHTaMu, ykasaHHbIMU B NyHkTax 1 - 8, 10, nognyHktax "a" - "a", "x" - "m",
"n" - "¢" nyHkTa 16 1 nyHkTe 17 yactn 3 ctaTbk 18 HacTodwwero ®enepanbHOro 3akoHa.

2. B TeuyeHne nsaTHaguaTn paboymx OHEW CO OHSA MOMyYEHUS PEeLUeHUs YNONHOMOYEHHOro eaepanbHoro
opraHa WCMoSfHUTENbLHOW BNacTh O NPOBEAEHUM YKa3aHHbIX B YacTu 1 HacTodLlen cTaTbu 3KCNepTu3 3asBUTENb
npeacTaBnsgeT B 3KCNepTHOE yypexaeHwe Ans npoBefeHUsa 3KCNepTU3bl KayecTBa fekapCcTBEHHOro cpeacTsBa
obpasubl NekapCTBEHHOro npenapata Afs BETEPUHAPHOro MPUMMEHEHMS, MPOM3BEAEHHONO B COOTBETCTBUM C
TpeboBaHNSAMN TEXHONOIMMYECKUX PErNaMeHTOB, YTBEPXOEHHbIX PYKOBOAUTENEM NMPOU3BOAUTENS NEKAPCTBEHHbIX
CPEeAcCTB, a Takke obpasel hapmaLeBTUYECKON CyOCTaHLMN B KONMYecTBax, HE0OOXOAMMBIX OS5 BOCNPOM3BEAEHUS
METOOO0B KOHTPOJISA KayecTsa.

3. Mpwn nonyyeHnn obpasLoB NEKAapCTBEHHOrO npenapaTta n dapmMaleBTUYECKON CyOCTaHUMM SKCMepTHOe
yupexaeHue BblAaeT 3asBUTENO AOKYMEHT, NMOATBEPXAALWMIA MOSyYeHne ykasaHHbIX 00pasuoB, U B CPOK, He
npeBbilWaWMA  Tpex paboumx [Hewn, yBeOooOMNSeT B MNUCbMEHHOW opMe 006 3TOM  YNOHOMOYEHHbIN
deaepanbHbI opraH NCNOMHUTENBHOW BNACTMW.

4. Cpok gns npefcTaBrieHnst 3asiBUTenemM o0pasuoB NEKAapCTBEHHOro npenapata U gapmaleBTUHECKON
cybCcTaHuuM 1 CpoK YBEAOMITEHUS] SKCMEPTHBLIM yYpexaeHneM 06 3TOM B MUCbMEHHOW hopMe YNONTHOMOYEHHOTO
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denepanbHOro opraHa UCNONMHUTENBHON BACTU, YKa3aHHbIE B YacTAX 2 U 3 HACTOsILEN CTaTby, HE BKINIOYAOTCS B
CPOK NpOBeAeHUs yKasaHHbIX B YacTu 1 HACTOsILLEN CTaTbW AKCNEPTUS.

5. [IOKyMeHTbI, MOCTYNMBLUME B 3KCNEPTHOE yUpexXaeHue Ansd npoBeAeHns yka3aHHbIX B 4acTu 1 HacTosLen
cTaTbM 3KCNEpTM3, noarnexar BO3BpaTy B YMNOMHOMOYEHHbLIN deaepanbHbIii opraH MCNOMHUTENbHOW BRacTu
OZHOBPEMEHHO C 3aKMYEHNsMN MO pesdynbTaTam yKasaHHbIX 3KCNepTU3.

Cratbs 25. HOBTODHOG npoeeaeHne aKCnepTu3bl NIEKAPCTBEHHbIX CPenCTB U 3TUYECKOM 9KCNEepPTU3bl

1. B cnyyasax HegocTtaToO4HOM OBOCHOBAHHOCTW MMM HEMOMHOTHI 3aKMYEeHWs KOMWCCUM IKCMEepTOB WUnu
coBeTa MO 23TWKe, Hanmuuuss B HEM MPOTMBOPEYMBBIX [AaHHbIX, danbcudukaumm BbIBOAOB 3KCMEPTU3bl
rieKapCTBEHHOr0 CPEACTBA M (MNN) STUYECKOW SKCNEPTU3bl, COKPbITUS OT YNONMHOMOYEHHOTO ddeaeparnbHOro opraHa
NCMNOMHUTENbHOW BNAacTM OCHOBaHWM ANA OTBOAA 3KCnepTa BCMEeACTBME ero 3anHTepecoBaHHOCTU B pesyrnbTaTtax
COOTBETCTBYIOLLEN 3KCMEePTU3bl, HanuMuus AaHHblX O NpAMOM NuBO KOCBEHHOM BMeELLATENbCTBE B MNPOLECC
COOTBETCTBYIOLLEN 3KCMEPTU3bI NUL, HE Y4acTBYIOLLMX B €€ NPOoBedeHMM, HO OKa3aBLUMX BMMSIHWE Ha NpoLecc u
pesynbTaTbl €e NpoBefeHWs, YNONTHOMOYEHHbIM dheaeparnbHblM OpraHoOM UCMOMHUTENBbHOW BNAacTW Ha3HavaeTcs
MOBTOPHAs 3KCNnepTM3a fiekapCTBEHHOro CpeacTBa U (Mnn) sTndeckas akcnepTusa.

2. T[loBTOpHas aKcnepTM3a FEeKapCTBEHHOrO cpeacTBa MPOBOAMTCA B CPOK, YCTAHOBIIEHHbIN
YyNOfIHOMOYEHHbIM hegepanbHblM OpraHoM MCMNOSIHUTENbHOW BNACTU U He MpeBblllaloLLMin cCopoka pabounx aHewn
CO OHSA NOSMyYeHUs 3KCMePTHbIM y4pexaeHneM 3afjaHus Ha NpoBeAeHVe NOBTOPHOW 3KCMepTU3bl NekapcTBEHHOro
cpeacTBa, MOBTOPHas aTMYeckas 3KCMepTu3a - B CPOK, He MpeBbllalowmnn naTHaguaTn pabounx aAHen co AHS
Mony4eHns COBETOM MO 3TVKe 3aAaHuUsi Ha NpoBeAeHMe MOBTOPHOW STUYECKOW SKCNEePTU3bI.

3. ®uHaHcoBOoe obecrneyeHne BbINOMHEHUS 3adaHUs  Ha MpoBedeHue MOBTOPHOM  3KCMepTu3bl
rfiekapCTBEHHOrO cpeacTBa He OCYLUeCTBMSETCS, U CPeAcTBa, NepeyvucrieHHble paHee Ha MnpoBedeHue TaKom
3KCnepTM3bl, Nognexar Bo3Bpaty B dheaeparnbHbin 6rogxer.

CraTbs 26. YckopeHHas npouenypa 3KCnepTusbl NekapCTBEeHHbIX CPeacTs

1. YckopeHHas npoueaypa aKcnepTusbl NEKapCTBEHHbIX CPeACTB B LENSX rocygapCTBEHHON perncrpaumm
neKapcTBEHHbIX MpenapaTtoB NPUMEHAETCH B OTHOLLEHUW BOCMPOU3BEAEHHbLIX fleKapCTBEHHbIX npenapartos. [pu
NpoBeAeHUN TakoW npouedypbl NPeAcTaBnAlnTca WHMOPMaUMs, MNonyvyeHHas npu NPoBefeHUU KIMHUYECKUX
nccnegoBaHWi NekapCcTBEHHbIX MpenapaToB U OonybGrukoBaHHasa B CreuMann3MpoBaHHbIX NeyaTHbIX U3gaHusx, a
Tawkke OOKYMEHTbl, codepxaline pesynbTaTbl UCCneaoBaHUs GUO3KBMBANEHTHOCTM U (UNW) TepaneBTUYECKOW
3KBMBANEHTHOCTW NeKapCTBEHHOro npenapaTa Ans MeAULMHCKOro NPUMEHEHUs Unn pesynbTaTbl UccrneoBaHns
OG1O3KBMBANEHTHOCTUN NIeKapCTBEHHOrO nNpenapara Ans BeTepuHapHOro NpMMEeHeHus.

2. YcKkopeHHas npouedypa 9KCMepTusbl feKapCTBEHHbIX CPEACTB He MNPUMEHSeTCS B OTHOLUEHWUU
UMMYHOBMONOrMYECKNX NeKapCTBEHHbIX MpenapaToB, NpenapatoB WHCYNMHaA WM NeKapCTBEHHbIX MpenapaTos,
BnepBble perncrTpmpyemblx B Poccunckon ®egepaumu.

3. YckopeHHas npouegypa  9KCNepTu3bl  NEKApPCTBEHHbIX CPEACTB  MPOBOAUTCSA MO PEeLUeHUto
COOTBETCTBYIOLLEro YNOSTHOMOYEHHOro dheepansHOro opraHa UCMONHUTENbHOW BNacTU B CPOK, HE MpeBbillaoLLnii
wectugecatn pabounx gHen. Mpu aToM aKcnepTn3a AOKYMEHTOB, COAepXKaluxcs B permcTpaumoHHOM OOCbe, AN
nonyyYyeHuUs paspelleHuss Ha MpoBefeHNe KITMHUYECKOro WCCrnefoBaHUsA JNekapCTBEHHOro npenapara Ans
MEAMLMHCKOro NMPUMEHEHMNS U 3TUYecKast IKCnepTM3a NPOBOAATCA B CPOK, HE MPEBbILIAOLWLMI NATHagUaTn pabounx
OHEN, 9KcnepTu3a KavecTBa [EeKapCTBEHHOro CpefacTBa W 3KCMepTusa OTHOLWEHUS OXuOaeMon Mnonb3bl K
BO3MOXXHOMY PUCKY NMPUMEHEHWS NekapCTBEHHOro npenapara - B CPOK, He NpeBblLLaloLWwmiA copoka NsaTn paboumx
JHen.

4. YcKkopeHHas npoueaypa SKCrnepTusbl NeKapCTBEHHbIX CPEeACTB NPOBOAMTCA B NOPSAKe, YCTaHOBNEHHOM
ctatbsaMn 17 - 20, 23 n 24 Hactoswero depeparnbHOro 3akoHa, U He O3HA4yaeT CHWXeHUs TpeboBaHuA K
6Ge3onacHoCTH, Ka4yecTBY M 3 PEKTUBHOCTM NIEKapCTBEHHbIX MPenapaTos.

Cratba 27. PelleHne o0 rocygapCTBEHHOM perncTpauumn nekapCcTBEHHOro npenapara

1. B cpok, He npeBbIWaoWmi NATU paboumx OHEW CO OHS NONyYeHUst 3aKYEHUA KOMUCCUM SKCNEPTOB NO
pesynbTaTtamM 3KCMepTM3bl Ka4ecTBa JIEKAPCTBEHHOrO CPeACcTBa WM 3KCMEPTU3bl OTHOLUEHUS OXMAAeMOW Nosb3bl K
BO3MOXHOMY  PUCKY NPUMEHEHWUs  FIeKapCTBEHHOrO  npenaparta, COOTBETCTBYIOLMA  YNOJIHOMOYEHHbIV
deaepanbHbI opraH NCNOMHUTENBHOW BNACTU:
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1) ocywecTBNseT OLEHKY TakuX 3akniovYeHU Ans onpejeneHns nx CoOoTBETCTBUSA 3a4aHMI0 Ha NpoBeaAeHne
yKa3aHHbIX 3KCNepTus;

2) NnpyHMMaeT peLleHne O rocyaapCTBEHHOW perncTpauumn nekapcTBEHHOro npenaparta unu o6 oTkase B
rocy4apCTBEHHOWN perncTpaumm nekapcTBEHHOro npenapara;

3) BHOCUT Npw NPUHATUM PELUEHUS O roCyAapCTBEHHOW perncTpaumm nekapcTBeHHOro npenapara AaHHble O
3aperMcTpupoBaHHOM JIeKapCTBEHHOM MpenapaTe, B TOM yucre o hbapmaueBTU4eCcKon cybcTaHLmmn, BXOASLWEN B
COCTaB flekapCTBEHHOrO npenapaTa, B rocydapCTBEHHbIA PEECTp NeKapCTBEHHbLIX CPEeACTB U BbIAAET 3asBUTENIO
perucTpauMoHHOEe  yAOCTOBEpPEHWe  fekapCTBEHHOrO  Mpenapata, ¢opma  KOTOpOro  yTBepXgaeTcs
YMNOSITHOMOYEHHbIM  befepanbHbiIM ~ OPraHoM  WCMOSMHUTENbHOW  BMAACTW,  COMMacoBaHHble  HOPMaTUBHYHO
OOKYMEHTaLMI0, HOPMATMBHbIA OOKYMEHT, WHCTPYKLUIO MO MPUMEHEHUIO NEKAPCTBEHHOrO npenaparta U MakeThbl
NEPBUYHON YNaKOBKN U BTOPUYHOM (MOTPEOUTENBCKOW) YNaKoBKN C YKa3aHMEM Ha HUX HOMepa PerncTpaLmMoHHOro
YAOCTOBEPEHNs NeKapCTBEHHOro npenapara v Aatbl ero rocygapCTBEHHON perncTpaumn unm B criydae npuHATUS
peweHns ob oTka3e B rocygapCTBEHHON perMcTpaumy nekapcTBEHHOro npenapara yBeaoMnsieT B NMUCbMEHHON
dopme 3aaBuTENs 06 3TOM C yKazaHMEM NPUYUH Takoro oTkasa.

2. OcHoBaHMeM p[ns OTka3a B roCydapCTBEHHOW perncrpauum nekapcTBEHHOro npenaparta sBnseTcs
pelleHne COOTBETCTBYIOLLEr0 YNOMHOMOYEHHOro deaepanbHOro opraHa WCMOMHUTENbHOW BnacTM O TOM, YTO
KayectBO U (MnM) 3SPPEKTUBHOCTL PErMCTPUPYEMOrO MEeKapCTBEHHOIO Mpenapata  He MOATBEPXKAEHbI
NOMyYeHHbIMA OaHHBIMW UMM YTO PUCK NMPUYMHEHUS Bpeda 340POBbI0 YerioBEKA WM XKMBOTHOMO BCreacTBuE
npvema nekapCcTBEHHOro npenapaTa npeBbiaeT 3pPEKTUBHOCTb €0 NPUMEHEHMUS.

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

3. lNMpu rocyoapCTBEHHOM perncTpaummn NekapcTBEHHOro npenaparTa, BKIHOYEHHOro B NepevYeHb XKU3HEHHO
HeOoOXOAMMbIX U BaXXHEMNLLMX NEKAapPCTBEHHbIX NpenapaToB, HeobxoanMble AaHHbIE 3aHOCATCS B rOCYAapCTBEHHbIN
peecTp npefernbHbiX OTMYCKHbIX LeH NPOM3BOAMTENEN Ha NEeKapCTBEHHbIE MpenapaTbl, BKIOYEHHbIE B YKa3aHHbIN
nepeyveHsb.

Cratba 28. PeructpaumoHHOe yooCTOBEPEHME NEKAapPCTBEHHOIO NpenapaTa

1. PeructpaumoHHoe yAoCTOBEpEeHWe JieKapCTBEHHOro npenaparta C ykazaHuem NeKkapCTBEeHHbIX hopM K
[03MpPOBOK BblaaeTcss 6eccpoyHO, 33 WCKMIOYEHWEM PETMMCTPALMOHHOIO  YAOCTOBEPEHWS TEKApCTBEHHOIO
npenaparta, BblJABaeMOro CO CpPOKOM [JeWCTBWS NATb IeT, Ha BMepBble peructpupyemsle B Poccuiickoii
defepaunu nekapcTBEHHbIE Npenaparbl.

2. Mo MUCTeYeHNUM ykasaHHOTO B YacTy 1 HacTosILLEl CTaTby Cpoka BbiAaeTcs 6eCCpOYHOE perncTpaLMoHHoe
yOOCTOBEPEHUE NeKapCTBEHHOIO NpenapaTa Npy yCrnoBUM NOATBEPXKAEHNS €r0 roCyAapCTBEHHON perncTpawuu.

Cratba 29. NogTBepXaeHMe rocygapCTBEHHOM perncTpaumnmn nekapcTBEHHOro npenapara

1. lMoaTeepXxaeHne rocygapCTBEHHOM perucTpaumyM NeKapCTBEHHOro npenapaTta OCYLECTBAseTCss npu
Bblgaye ©eCccpoyvHOro perucTpaLMoHHOrO yAOCTOBEPEHUS MEKAapCTBEHHOro npenapata B Criyyae, ykasaHHOM B
yactu 2 ctaTbu 28 HacTosiwero degepanbHOro 3akoHa, B CPOK, HE MpeBbILLAKLWNA AeBAHOCTA paboyumx OHEN co
OHA  NOoSlyYeHUss COOTBETCTBYIOLLUMM  YMONHOMOYEHHbIM hbedeparibHbIM  OpraHoM  MCMOMHUTENTbHOW BRacTu
3asBNeHnss 0 MOATBEPXOAEHUU rocyaapCTBEHHOW peructpauumn nekapcTBEeHHOro npenaparta, O0OPMIIEHHOMO B
COOTBETCTBMM C YacTbto 2 cTaTtbk 18 HacToswero ®eaepansHOro 3akoHa.

2. lNogTtBepxaeHWe rocydapCTBEHHOW perncTpaumm nekapCcTBEHHOro npenapaTta OcyLllecTBhAseTcs no
pe3ynbTataM 3KCNepTU3bl OTHOLLEHUSA OXMOAEeMOW MNONb3bl K BO3MOXHOMY PUCKY NMPUMEHEHWS nekapCcTBEHHOro
npenapaTta, a TakKe 9KCMepTM3bl KayecTBa NeKapCTBEHHOro cpeactsa, NPOBOAMMOM B Cryvae BHeceHud
NM3MEHEHW B HOPMATUBHYO JOKYMEHTaLMIO UM HOPMATUBHbLIN JOKYMEHT.

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

3. K 3agBneHnto O NOATBEPXKAEHUM roCyfapCTBEHHOW perncrpaumm nekapcTBEHHOro npenaparta
npunaralTca  OOKYMEHT, MOATBepXJawwWwun ynnaTy rocygapcTBEHHOM MOLWSMHBI  3a  NOATBEpXAeHue
rocygapcTBEHHOW pernctpaumm nekapcTBeHHOro npenapaTa aAns MeauuuHCKOro NpYMeHeHns unm nekapcTBeHHOro
npenapaTa Afsi BETEPUHAPHOrO NMPUMEHEHMUS, OOKYMEHT, CoAepXallmi pe3ynbTaTbl MOHUTOPUHra 6e3onacHoCTH
nekapcTBEHHOro npenaparta, MPOBOAUMOro 3asdBuTernemM, Mo ¢QopMe, YCTaHOBMEHHOM COOTBETCTBYHOLLNM
YMOMHOMOYEHHbIM  deepanbHbIM  OpraHoOM  UCMOMHUTENbHOW BnacTu. HopmatvBHaa [okyMeHTauusa unu
HOPMAaTUBHbLIN OOKYMEHT, MPOEKT WHCTPYKUMW MO MPUMEHEHWUI0 NeKapCTBEHHOro npenapaTta, NPOeKTbl MaKeToB
NeEpPBUYHON YNMaKOBKM M BTOPUYHOW (NOTPEOUTENbCKON) YMaKOBKM NEKapCTBEHHOrO Mpenaparta npunaralTcsa K
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3a8BNEHNI0 O NOATBEPXAEHUW TFOCYyOAapPCTBEHHOW perucTpauun nekapCTBEHHOro npenapata BHOBb TOSBKO B
cny4vae, ecnm B HUX BHOCATCS U3MEHEHMS.
(vacTb 3 B pea. PegepanbHoro 3akoHa ot 29.11.2010 N 313-03)

4. B TeyeHvne pecatn paboumx OHEW CO AHS MPUHATUA 3asdBneHus O MOATBEPXKAEHUU FOCyAapCTBEHHOM
perncTpaumm nekapcTBEHHOro npenapata M HeobXxoAMMbIX AOKYMEHTOB COOTBETCTBYIOLLMIA YNONTHOMOYEHHbIN
tbeaepanbHbI OpraH NCNOMHUTENBHOW BNACTU:

1) nNpoBOAMT NPOBEPKY MOMHOTbI WM [OCTOBEPHOCTM CBEAEHWUW, COAEpXaluxcs B MNpPeACcTaBfEHHbIX
3asgBuTENEM Matepuanax;

2) NpuHMMaeT peLleHne o npoBefeHun unu ob oTkase B NPOBEAEHMMN IKCMEPTU3bl OTHOLLEHMS OX1AaeMOon
nonb3bl K BO3MOXHOMY PWCKY MPUMMEHEHUS NeKapCTBEHHOrO MpenapaTta, a Takke 3KCnepTu3bl KayecTBa
NeKkapCTBEHHOro cpeacTBa, MPOBOAUMOWN B Criydae BHECEHWSI M3MEHEHUN B HOPMAaTUBHYK OOKYMEHTAUMIO WIu
HOPMAaTUBHbIN JOKYMEHT;

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

3) yBegomnsieT B NUCbMEHHOW hopMe 3asdBUTENS O MPUHATOM PELLUEHUN UNKU B Cnydae NPUHATUS peLleHus
006 oTKase B NpoBeeHUN IKCNEepPTU3bl C yKkazaHUeM NPUYMH Takoro oTkasa.

4.1. B cnyyae BbISIBIEHNS HEOOCTOBEPHOCTU CBEAEHUW, COAEPXKALUMXCS B NpeacTaBreHHbIX 3asiBUTENEM
mMaTepuanax, ynosIHOMOYEHHbIN defeparnbHbIi OpraH UCNOMHUTENBHOW BNACTW HanpasBnseT 3asBUMTENO 3anpoc
00 yTOYHEHWUW yKa3aHHbIX cBeAeHWN. [JaHHbIN 3anpoc MOXeT ObiTb NepedaH yNnoNMHOMOYEHHOMY MPeACcTaBUTENIO
3asBUTENS NIMYHO MOA PaCMUCKy, HanpasfieH MO NoYTe 3akasHbIM MMCbMOM WV NMepefaH B 3NeKTPOHHON chopme
No TENEeKOMMYHMKALUMOHHbIM KaHanam cBsi3n. B cnyyae HanpaBneHuss aHHOro 3anpoca Mo Mno4vTe 3akasHbIM
NMMCbMOM OH CYUTAETCS MOMYYEHHbIM MO UCTEYEHUM LLIECTM OHEN C AaTbl HAaNpaBleHWs 3aKa3HOro NUCbMA.

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

4.2. 3asgBuTtens o06s13aH npeacTaBMTb OTBET Ha 3anpoc YMOSTHOMOYEHHOro dhefepasnibHOro opraHa
WCNONMHUTENBHON BrlacTM B CPOK, HE MNpEeBbILAOWMIA AeBAHOCTa pabounMx OHEen CO AHS MONyYeHUs LAaHHOro
3anpoca. Cpok, yka3aHHbIN B 4acTu 4 HacTOsILEen CTaTby, NPUOCTAHABNMBAETCSA CO AHS HanpaBneHust 3asiBUTENIO
3anpoca ynosIHOMOYEeHHOro dhefepansHOro opraHa MCMOMHUTENbHOW BRacTM A0 OHS MOSyYeHUs MM OTBeTa Ha
OaHHBIN 3anNpPoC U HE YYUTbIBAETCHA MPU UCYUCIIEHMU CPOKa MNOATBEPXAEHUSA roCcyaapCTBEHHOW permcrpauumm
neKkapcTBEHHOro npenapara.

(vacTb 4.2 BBegeHa PepepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

5. OcHoBaHMeM fOnisl OTKa3a B MPOBEAEHUWN IKCMEPTU3bl OTHOLUEHMS OXMOAEMOW MOSMb3bl K BO3MOXHOMY
PUCKY MNPUMEHEHWUs1 NEeKapCTBEHHOro npenapata M (MnM) 3KCNepTM3bl KayecTBa JIeKapCTBEHHOro cpeacTea
ABMNSiIETCA NpPeAcTaBfieHNne OOKYMEHTOB, yKa3aHHbIX B 4acTax 1 M 3 HacTosiwen cTaTbW, B HEMONHOM O6beMe,
HenpeacTaBneHne 3asiBUTENEM B YCTAHOBIIEHHbIN CPOK OTBETa Ha yKasaHHbIA B 4acTu 4.1 HacToslen cratbu
3anpoc  YMNOMHOMOYEHHOro d)edepanbHOro opraHa WUCMOMHWUTENbHOW BRacTW, a Takke OTCYTCTBME B
NpeAcTaBneHHbIX JOKYMEHTaX MCYEPNbIBAIOLLNX CBEAEHUN, KOTOPbIE AOMKHbI OblTb OTPaXeHbl B HUX.

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

6. OkcnepTu3a OTHOLWUEHUS OXWOAEMOW MOfMb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS NEKapCTBEHHOro
npenapata u (MnNu) aKCNepTM3a kayecTBa fIEKAPCTBEHHOrO CpeacTBa B LIENAX NOATBEPXKAEHUSI rOCYySapCTBEHHOM
perncTpaumm fekapcTBEHHOro npenapaTa MNpoBOOATCA Ha OCHOBAHUM [OOKYMEHTOB, YKa3aHHbIX B 4actu 3
HacTosWwen cTaTbWn, B Mopsake, YCTAHOBMNEHHOM Yactamu S - 8 cratbnm 23 u cratben 24 HacTosALWEro
denepanbHOro 3akoHa.

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

7. B nepvog npoBefeHus npouenypbl NOATBEPXKOEHMS TOCYAapPCTBEHHOW perucrpauun NekapcTBEHHOro

npenapaTa ero rpaxxgaHckuii 06opoT ocyLecTBNAeTCA Ha TeppuTopun Poccuickon degepaumm.

Cratba 30. BHeceHue wu3MeHeHWA B [OKYMEHTbI, cogepxalwmecss B pPerncTpaulmoHHOM [OCbe Ha
3aperncTpupoBaHHbIV NEKapCTBEHHbIV Npenapart A58 MeAUUMHCKOrO NPYMEHEHS

1. B uenax BHeCeHWA WU3MEHEHWA B [OKYMEHTbl, coepXawuecd B PeructpaumoHHOM [JoCbe Ha
3aperMcTpuUpoBaHHbIN NeKapCTBEHHbBIM npenapaT Ans MeguMUMHCKOro MpUMEHeHUs, 3asiBuTernb NpeactaBnseT B
YNOSTHOMOYEHHbIN dhefepanbHbii OpraH UCNOSTHUTENBHOW BracTu 3asiBfieHMe O BHECEHUW TakuX U3MEHEHUH Mo
¢opme, YCTaHOBIMEHHOW YNONMHOMOYEHHbLIM hefepanbHbiM OpraHoOM UCMONHUTENBHOW BRacTu, U NPUNOXEHHbIE K
HEMY M3MEHEHUS1 B yKasaHHble JOKYMEHTbI, @ Takke AOKYMEHTbI, MoATBEpXaalowme HeobXoauMoCTb BHECEHUS
TakMx W3MeHeHW. [puHATME peleHnss O BHECEHWM TaKMX WU3MEHEeHW wnu 0O oTKaze B WX BHECEHUU
OCYLLECTBMNAETCA B CPOK, HE MpEBbIWAKLWNA OeBAHOCTA pabounx OHEW CO AHA MPUHATMSA YNONMHOMOYEHHbLIM
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deneparnbHbIM OpraHOM UCMONHUTENBHOW BNACTW 3asiBNEHNS O BHECEHUUN TakUX N3MEHEHUI.

2. B cnyyae BHeCEHUSA U3MEHEHUIN B MHCTPYKLMIO MO NPUMEHEHWNIO NEKapCTBEHHOIO NpenapaTa B OTHOLUEHUN
cBedeHUN, yKasaHHbIX B moagnyHkTax "r" - "n", "x" nyHkTa 16 yactun 3 ctaTbm 18 HacTosiwero ®egepansHOro 3akoHa,
B COCTaB fleKkapCTBEHHOro npenapaTta Ans MEAMLMHCKOro MpPUMEHEHUs, WU3MEHeHUs MecTa MpounsBoACTBa
nekapCcTBEHHOro npenapaTa And MeauUMHCKOro NPUMEHEHNs, UAMEHEHUS nokasaTenen kayecTBa fieKapCTBEHHOro
npenapaTa Ans MeauMuUHCKOro NpMMeHeHus 1 (MnnM) MeTOA0B KOHTPOMS KavyecTBa fiekapcTBEHHOro npenapara ans
MEOMLMHCKOrO MPUMEHEHNS, W3MEHEHWs CpoKa rOoAHOCTUM JleKapCTBEHHOro npenaparta Ansg MeauuMHCKOro
NPUMEHEHUA MPOBOAUTCA 3JKCMepTU3a NeKapCTBEHHbLIX CPEACTB B YACTWU 3KCMepTU3bl KavyecTBa fleKapCTBEHHOro
cpeacTea u (MNu) aKCNEPTU3bl OTHOLLEHWS OXXMOAEMOW NOMb3bl K BO3MOXXHOMY PUCKY MPUMEHEHNS NeKapCTBEHHOTO
npenapaTta Ans MeAMUMHCKOro npuMeHeHus. B cnyyae HeoGXoAMMOCTW BHECEHMS MHbIX U3MEHEHWA B AaHHYH0
WMHCTPYKUMIO 3KCMepTu3a reKkapCTBEHHOro cpeacTBa A BHECEHUS TakMx W3MEHeHW B cCBeJeHus o
3aperncTpnupoBaHHOM NekapCTBEHHOM npenapaTte He NPOBOAMTCS.

(8 pea. PegepanbHbix 3akoHoB OT 11.10.2010 N 271-d3, o1 29.11.2010 N 313-03)

3. C 3asBneHnem O BHECEHWUM U3MEHEHUIN B OOKYMEHTbI, COAepXalluMecs B PerucTpaumMoHHOM AOCbe Ha
3aperncTpupoOBaHHbIV fNeKapCTBEHHbIN npenapaTt Ans MeOUUMHCKOrO MPUMEHEHMs, Hapsgy € OOKYMeHTamu,
yKa3aHHbIMM B 4acTu 1 HacTosiwen CcTaTbW, MpPeacTaBnsaioTCA OOKYMEHTbl, MNOATBEpXAawowme ynnaTy
rocy4apCTBEHHOWN NOLUSINHbBI 38 BHECEHWE U3MEHEHMIN B MHCTPYKLMIO NO NPUMEHEHWIO NeKkapCTBEHHOro npenapara
AN MEOULMHCKOrO NPUMEHEHUS, rocy4apCTBEHHOM MOLUMWHLI 3@ BHECEHWE U3MEHEHWI B COCTaB fIeKapCTBEHHOMO
npenapata Ans MegMuUnHCKOro NpUMEHeHUs.

4. B TedyeHvne pecatn paboumx OHEN CO AHA MOCTYNNEHMs ykasaHHOro B 4actu 1 HacTosiwen ctatbu
3asBMNeHNs N HeobxoaNMbIX JOKYMEHTOB YNOMHOMOYEHHbIV dhefeparnbHbli OpraH UCMOMHUTENbHOW BNacTu:

1) npoBOAUT NpPOBEPKY MOMHOTbI WM [OCTOBEPHOCTU CBEAEHWI, COAEepXalimMxcs B NpeAcTaBeHHbIX
3asaBuTENEM MaTepuanax;

2) npuHMMaeT pelleHne O NPOBEeAEHMU YKa3aHHbIX B YacTU 2 HacTosWeW CTaTbM COOTBETCTBYHOLLMUX
3KCNepTM3 NekapCcTBEHHOro cpeacTsa unm ob oTkase B UX NpoBEAEHUN;

3) yBegoMnsieT B NMCbMEHHOW OpMe 3asiBUTENS O NPUHATOM PELUEHUN UMK B Cryvae MPUHATUS peLLeHns
00 oTkase B NpoBeAeHUN COOTBETCTBYIOLLEN AKCNEPTU3bI C YKazaHNEM NPUYMH Takoro oTkasa.

4.1. B cnyyae BbIiBNEHUS HEOOCTOBEPHOCTU CBEAEHWUN, COAEepXalUMXCH B MPeACTaBrEHHbIX 3asBuTenem
mMaTepuanax, yrnorlHOMOYeHHbINn defeparnbHbli OpraH UCNOMHUTENBHOW BNACTU HanpasnseT 3asBUTENO 3anpoc
00 YTOYHEeHWM yKasaHHbIX cBedeHui. [JaHHbI 3anpoc MoXeT ObiTb nepedaH ynosHOMOYEHHOMY MpeacTaBUTenNto
3asABUTENs JIMYHO NOJ PacnucKy, HamnpaeneH No noyTe 3akasHbIM NMUCLMOM UMW NepefaH B 3NEKTPOHHOW dopme
Nno TenekoMMYHMKaUMOHHbIM KaHanam cBs3n. B cnyvae HanpasneHwss faHHOro 3anpoca no novte 3akasHbiM
NMUCbMOM OH CYMTaETCH MOSTYYEHHbIM MO UCTEYEHWU LLECTU AHEN C AaTbl HanpaBleHus 3aKa3Horo NUCcbLMa.

(4acTb 4.1 BBegeHa degepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

4.2. Bagsutenb o6sA3aH npenctaBuTb OTBET Ha 3anpoc  YNOMIHOMOYEHHOro dedepansHOro opraHa
MCMOMHUTENbHOW BnacTy B CPOK, He NpeBbllaloWwuin AeBsHOCTa pabovmx AHEeW CO OHSA MOoNyyYeHus OaHHOro
3anpoca. CpokK, yka3aHHbI B 4acTu 4 HACTOsILLEN CTaTbu, MPUOCTAHaABNMBAETCS CO AHA HanpaBneHUs 3asBUTENIO
3anpoca YnofHOMOYEHHOro degepanbHOro opraHa UCMOMHWUTENbHOW BMacTu O AHS MOMyYeHWss UM OTBeTa Ha
OaHHbIA 3anNpoC M He Y4YMTbIBAETCA MPU MCYUCINIEHUMM CpOKa MPUHATUS PELUEHUS O BHECEHUU W3MEHEHUA B
OOKYMEHTbI, cogepXalmecs B perucTpaumMoHHOM JOCbe Ha 3aperMcTpupoBaHHbINA NeKapCTBEHHbINM npenapart Ans
MeONLMHCKOTO NPUMEHEHNS.

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

5. OcHoBaHWeM A51a OTka3a B NPOBEAEHUWN YKa3aHHbIX B YaCTW 2 HACTOALLEN CTaTbM 3KCNepTU3 ABMseTcs
npeacTaBrneHne AOKYMEHTOB, NepeyvucrieHHblx B 4actax 1 M 3 HacToswen crtatbu, B HEMNorHoM obbeme,
HenpeacTasneHve 3asBUTENEM B YCTAHOBIIEHHbIN CPOK OTBETa Ha YyKasaHHbIM B 4acTu 4.1 HacToswen craTbu
3anpoc  YMNOMHOMOYEHHOro dedepanbHOro opraHa MCNOMHWTENbHOW BRactu, a Takke OTCYyTCTBME B
npeacTaBrneHHbIX AOKYMEHTax AOCTaTOYHbIX CBEAEHWI, MOATBEMKAAIOLWMX HEOOXOANMOCTb BHECEHNS U3MEHEHWI.
(B peq. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)

6. YKasaHHble B 4yacTu 2 HacTosLLeN cTaTbM 3KCMEPTU3bl MPOBOAATCA B MOpPSAKe, YCTAHOBNEHHOM CTaTbewn
23 HacToswero ®enepanbHOro 3akoHa.

7. B cpok, He npeBblWaLWun NATM paboynx AHEeN CO AHSA NMONYYEHUS 3aKMHYEHUIN KOMUCCUI 3KCMEePTOB MO
pesynbTaTtaM YyKasaHHbIX B YacTW 2 HacTosien CcTaTbW OKCNepTU3, YMONHOMOYEHHbIN dedeparnbHbIii opraH
NCMNOSTHUTENbHOW BNAacTu:

1) NpUHMMaET pelleHne 0 BHECEHUN U3MEHEHWU B JOKYMEHTbI, COAepXallnmecs B perncTpaumoHHOM Jocbe
Ha 3aperncTpMpoBaHHbIV NeKapCTBEHHbIN Npenapar Ans MeAMUMHCKOro NpuMeHeHus, unm ob oTkase BO BHECEHUN
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TaKNX N3MEHEHUI;

2) BHOCUT B roCyaapCTBEHHbIN PEeecTp NeKapCTBEHHbIX CPEeACTB Ha OCHOBAHWW peLUeHUs O BHECEHMU
NU3MEHEHN B OOKYMEHTbI, coAepXallmMecss B permctpaumoHHOM 0OCbe Ha 3aperMcTpuMpoOBaHHbLIN NEKapCTBEHHbIN
npenapar anst MeguMumMHCKOro NnpuMeHeHusi, Heobxoanmble NU3MEHEHNS N BO3BPALLAET MX 3asBUTENIO.

8. OcHoBaHMeM Anis1 OTka3a BO BHECEHUM U3MEHEHWN B JOKYMEHTbI, coaepXalimecss B permctpalMoHHOM
OOCbe Ha 3aperMcTpyMpoBaHHbIN JIEKAPCTBEHHbIM npenapaT Ansi MeOULUMHCKOro MpUMEHEHUsl, SBnsieTcs
3aKknoYeHe YNoOHOMOYEHHOro heaepanbHOro opraHa WCMNOSIHUTENbHOW BNAacTU O BO3MOXHOCTU CHUXKEHWUSI
6e3onacHoOCTH, kadecTBa, 3¢pHEKTUBHOCTM NIEKAPCTBEHHOIO CPeacTBa B Cllydae BHECEHUS TAKMX U3MEHEHUN.

9. [onyckaeTcs rpaxgaHCKniA 00OpOT NeKapCTBEHHbIX MpenapaTtoB Ans MeAWMUMHCKOrO MNPUMEHEHMS,
NPOV3BEOEHHBIX 0 MPUHATUSA YMNOMHOMOYEHHbIM heaeparnbHbIM OpraHOM WCMOSTHUTENbHOW BIACTU PEeLUeHUs O
BHECEHVUM M3MEHEHUN B [OOKYMEHTbl, codepXaliMecss B PerncTtpaumMoHHOM [OCbe Ha Takue JeKapCTBEHHble
npenapaTbl, UK peLleHnsi 06 0TKase BO BHECEHUMN YKa3aHHbIX U3MEHEHUN.

Cratba 31. BHeceHuMe W3MeHEHUN B [OOKYMEHTbl, cogepXaluMeca B pPerncTtpauumoHHOM [OCbe Ha
3aperncTpupoBaHHbIV NEKapCTBEHHBIN NpenapaT A5 BETEPUHAPHOro NpUMEHeHUs

1. B uensx BHeCeHMS W3MEHEHWN B [AOKYMEHTbl, CoAepXalnecs B PEerncrpauuMoHHOM [OCbe Ha
3aperncTpupoBaHHbIA NeKapcTBEHHbLINM NpenapaT AN BeTepuHapHOro NpuUMEeHeHus, 3asBuTenb npeacTaBsnseT B
YNONHOMOYEHHbIN ddefeparnbHblii opraH UCMOMHUTENBHOW BriacTu 3asiBfieHNE O BHECEHUM TakuX U3MEHEHWH Mo
dopMe, yCTaHOBIEHHON YNONIHOMOYEHHBIM dhefeparbHbIM OpPraHoM WCMOMHUTENBHOW BNACTW, U NPUMOXEHHbIE K
HeMy M3MEHeHWUsi B yKa3aHHble OOKYMEHTbl, a TakKe AOKYMEHTbl, NoATBepxXaallime HeobxoauMoCTb BHECEHMUS
TakMX Wu3MeHeHuW. [IpuHATME pelleHuss O BHECEeHUW TaKMX MW3MeHeHMn wunm o6 oTkase B WX BHeceHun
OCYLLECTBMAETCA B CPOK, He MpeBblllallmin geBAHOCTa paboumx AHenW CO AHA MPUHATMS YNONHOMOYEHHbIM
deneparnbHbIM OPraHOM UCMONMHUTENBbHOW BNACTW 3asBIeHNs O BHECEHUN TakUX U3MEHEHUN.

2. B cnyyae BHeCeHUS W3MEHEHMN B WHCTPYKUMIO MO MPUMEHEHWIO NEeKapCTBEHHOro npenapaTta Ansg
BETEPMHAPHOIO MPUMEHEHUS B OTHOLUEHUW CcBedeHun 06 U3MEHEeHUsIX [O3MPOBKW, CPOKOB BO3MOXHOIO
NCNONb30BaHUSA MNPOAYKUUN >XUBOTHOTO MPOUCXOXAEHUS MOCNe NPUMEHEHWs NekapCTBEHHOro npenapaTta Ans
BETEPUHAPHOrO MNPUMEHEHNsT MNPOBOAUTCH SKCMepTu3a fekapcTBEHHOro CpeacTBa  [Ans  BeTepuHapHOro
npuMmeHeHus. B cnyvyae HeoOXOAUMOCTM BHECEHWS WHbIX M3MEHEHWN B [OaHHYI0 MHCTPYKUMIO 9KCrepTu3a
nekapcTBEHHOro CpeacTsa AN BETEPUHAPHOIro NPYMEHEHNS HE NPOBOANTCS.

3. C 3asBneHnem o BHECEHWU U3MEHEHUN B [OKYMEHTbI, COAepXalluMecs B PerucTpaumMoHHOM JoCbe Ha
3aperncTpupoBaHHbIM NeKapCTBEHHbLIM MpenapaT Ans BETEPUHaPHOro MPUMEHEHWUs, Hapagy C OOKYMEHTamw,
yKa3aHHbIMM B 4acTu 1 HacToslwen cTaTbW, MpeacTaBnsaioTCA [[OKYMEHTbI, MOATBEPXAawowme ynnaTy
rocy4apCTBEHHOW NOLUIUHBLI 38 BHECEHWE U3MEHEHMIN B MHCTPYKLMIO MO NPUMEHEHWIO NIeKapCTBEHHOro npenapara
ONsl BETEPUHAPHOro NPUMEHEHNs.

4. B cpok, He NpeBblUaoLWmi AecaTn pabounx gHew co OHS NOCTYNEeHWs yKa3aHHOro B YyacTu 1 HacTosLen
cTaTbl 3asABfeHUs U HeOoOXOAMMbIX AOKYMEHTOB, YNOMHOMOYEHHbIW beaepanbHbin OpraH WUCMOMHUTENbHOW
BnacTu:

1) nNpoBOAMT NPOBEPKY MOMHOTbI WM [OCTOBEPHOCTM CBEAEHWUW, COAEepXaluxcsa B MNpPeAcTaBreHHbIX
3aaBUTENEM JOKYMEHTax;

2) npvHMMaeT pellueHWe O MPOBEAEHUWN 3SKCNepTU3bl JIeKapCTBEHHOro cpeacTsa ANs BeTEepUHApPHOro
npuMeHeHus unn ob oTkase B ee NpoOBeAEHWM;

3) yBegoMnseT B NMUCbMEHHOW (hOPME 3asiBUTENSA O NPUHATOM PELLEHUN UMK B ClyYae MPUHATUS peLLeHns
006 oTKase B NMPOBeAEHMUN IKCNEePTU3bl NIeKapCTBEHHOro CpeacTBa Ans BETEPUHapHOro NPUMMEHEHNUs C yKasaHuem
NMPUYUH TaKoro oTkasa.

5. OcHoBaHveM Ond OTkasa B MpoBeAeHWM 3KCMepTu3bl NeKkapCTBEHHOro CpeacTBa Ans BeTepuMHapHOro
NpUMeHeHUsa ABNseTCa npeacTaBneHue AOKYMEHTOB, YKa3aHHbIX B YacTax 1 1 3 HacTosiwen ctaTtbi, B HEMOMHOM
obbemMe wunu OTCYTCTBME B MpPEACTaBMEHHbIX [AOKYMEHTax [OCTaTOYHbIX CBEAEHWW, MNOATBEPXAAoLNX
HeobX0AMMOCTb BHECEHUNS N3MEHEHWI.

6. JkcnepTun3a NekapCTBEHHOIO CPeACTBa AN BETEPUHAPHOTO NPUMEHEHUS B LieNsiX BHECEHUS N3MEHEHWI B
OOKYMEHTbI, coaepXalumecs B perncTpaumoHHOM J0Cbe Ha 3aperncTpupoBaHHbIA NeKkapCTBEHHbLIN npenapaT Ans
BETEPUMHAPHOIrO MNPUMEHEHWs, OCYLLECTBMAETCH B MOPSAKE, YCTaHOBMEHHOM cTaTbell 24 HacTosLero
deneparnbHOro 3akoHa.

7. OcHOBaHMeM ONS OTka3a BO BHECEHUM U3MEHEHMI B OOKYMEHTbI, cogepXalwmecss B pernctTpaumoHHOM
0OCbe Ha 3aperucTpupoBaHHbIA NEKapCTBEHHBLIN npenapat A BETEPUHapHOro MpUMEHEHUs, SBnsAeTCs
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3aKroYeHe YNorHOMOYEHHOro deaepanbHOro opraHa WCMOMHUTENbHOW BNAacTM O BO3MOXHOCTU CHUXKEHUS
BGe3onacHoOCTU, KavecTBa, 3PEKTUBHOCTM IEeKapCTBEHHOro npenapata Ans BeTEepUHApPHOro NPUMEHEHUs B
Crny4Yae BHECEHMUSI UBMEHEHWI B YKa3aHHbIE JOKYMEHThI.

8. [onyckaeTcs rpaxgaHckMii 0BOpOT NeKapCTBEHHbIX MpenapaToB Afsi BETEPUHAPHOrO NPUMEHEHWS,
Npou3BeaeHHbIX 00 MPUHSTUS YNONHOMOYEHHbIM befeparnbHbiM OpPraHOM WCMOSHUTENBHOW BRacTU pPeLleHns o
BHECEHUN W3MEHEHWA B [OKYMEHTbl, COAEepXaliMecs B PerncTpaumoHHOM [OCbe Ha 3aperncTpupoBaHHbIi
rieKkapCTBEHHbIV Npenapart af1si BETEPMHAPHOIo NPUMEHeHUs!, U o6 0Tkaze BO BHECEHUN YKa3aHHbIX U3MEHEHWN.

Ctatbs 32. OTMeHa rocyapCTBEHHOW perncTpaunm fiekapcTBEHHOro Npenapara

PeweHve o006 oOTMEHe rocygapCTBEHHOW perncrpauum fekapCTBEHHOro mnpenapata M UCKMYEHUN
NeKapCcTBEHHOro npenapata W3 rocyaAapCTBEHHONO peecTpa JeKapCTBEHHbIX  CPeacTB  MpUHUMaeTcs
YNOMHOMOYEHHbIM heaepanbHbIM OpraHOM UCMOMHUTENbHOW BNACTU B Cry4ae:

1) NnpeacTaBneHns COOTBETCTBYIOLUM YNONTHOMOYEHHBIM dheaeparibHbIM OpraHoM UCNOMHUTENBHOM BNacTu
3aKknioYeHns o0 pucke unm o6 yrpo3e 300pPOBbIO, XXM3HM YenoBeKa WIM XXMBOTHOMO MNPU  MPUMEHEHUU
NEeKapCTBEHHOro npenapara, npeBblalWmx ero 3@EKTUBHOCTb, NO pesynbTataMm OCYLLEeCTBSEMOro UM
MOHUTOpPWHra 6e30NacHOCTM NeKapCTBEHHOrO nNpenapara;

2) nogayn pas3paboTyMKOM FEeKapCTBEHHOIO CPeAcTBa MIU YNOMHOMOYEHHBIM UM OPYrMM HOPUANYECKUM
nMuoM 3asBrneHns o6 oTMeHe rocyaapCTBEHHOW perncTpaLmmn NekapcTBEHHOro npenapaTa;

3) HenoaTBepPXKAEHUSA FOCYyAapCTBEHHOW perucTpaumm neKapCcTBEHHOrO npenapata Mo UCTEYEHUM Cpoka
OEeWNCTBUSI PEMMCTPALMOHHOTO Y1OCTOBEPEHWS!, BbIAAHHOMO Ha NSATb NET;

4) HenpefcTaBreHust 3asBUTENneM WHGOPMaUMKW, KoTopasi MOXET MoBnevb 3a cobor HeobxoamMocCTb
BHECEHNS W3MEHEHWA B [OKYMEHTbI, COAEepXaliMecs B pPerncrpauumoHHOM [OCbe Ha 3aperncTpyvpoBaHHbIN
NeKapCTBEHHbIM Npenapar, B TeYeHne TpuauaTti pabounx gHen co OHA HAaCTYNNEHNst 3TUX NU3MEHEHWI;

5) ocyLlecTBNeHMs rocydapCTBEHHOM perucTpaumMmM NeKapCTBEHHOro npenapata Mo4 TOProBbIM
HaMMeHOBaHUEM 3aperncTpMpoOBaHHONO paHee nog 3TUM TOProBbIM HAUMEHOBAHMEM NEKAaPCTBEHHOMO Npenapara;

6) ocylwecTBneHNs rocygapCTBEHHOW peructpauum 3asiBUTENeM OAHOr0 U TOro >Xe IeKapCTBEHHOro
npenapaTa NoA pasnuyHbIMU TOProBbIMN HaMMEHOBAHUSAMU;

7) BbIHECEHUS CyOOM pELUEHUss O HapyleHun npaB npaBoobnagatens OObeKTOB WHTENNeKTyanbHON
CcOBCTBEHHOCTM NpU O0OpaLLeHUN NekapCTBEHHbIX CPEACTB.

Cratba 33. [ocyaapCTBEHHbIN peecTp NnekapcTBeHHbIX CPeacTs

1. TocynapCTBEHHbIN peecTp NEKAPCTBEHHbIX CPEeACTB COAEPXKMUT MepeyeHb NeKapCTBEHHbIX MpenapaTtos,
npowleawmnx rocygapCTBEHHYIO perncTpauuto, nepevyeHb apmMaueBTU4EeCKMX CyOCTaHuUun, BXOOALUMX B COCTaB
NeKapCTBEHHbIX NpenapaToB, U CreaylLLyo MHpopMaLumio:

1) B OTHOLLEHUN NeKapCTBEHHbIX NpenapaTos.:

a) HauMeHOoBaHME NEeKapCTBEHHOro npenapaTta (MexayHapoAHOe HEeMaTEeHTOBaHHOE MMM XMMUYECKOE U
TOProBO€ HaUMEHOBaHMSA);

0) nekapcTBeHHasa ¢opMa C ykasaHMEM [O3UPOBKM JIEKAPCTBEHHOrO Mpenaparta M ero Konuyectsa B
NoTPeOUTENBCKON YNaKoBKE;

B) HaMMeHOBaHWe pa3paboTymKa NeKkapCTBEHHOIO Npenapara;

r) HAaMMeHOBaHUe 1 afgpec NPOU3BOAUTENS NIEKAaPCTBEHHOIO NpenapaTa;

4) hapmakoTepaneBTMYeCKas rpynna fiekapcTBEHHOrO Npenapara;

€) NokasaHusa 1 NPOTMBOMOKa3aHNs K NPUMEHEHUNIO NIEKAPCTBEHHOIO Npenapara;

) NoboYHbIe AeNCTBUSA NEKapCTBEHHOro npenapaTa;

3) CPOK rO4HOCTM NIEKapCTBEHHOIO NpenapaTa;

1) YCIOBUS XpaHEHUS NIEKAPCTBEHHOTO Npenapara;

K) YyCNnoBusi OTMNycKa JIeKapCTBEHHOTO Npenapara;

n) Homep dhapmaKkonenHoOn cTaTbl UIKM B CIlyYae ee OTCYTCTBUSE HOMEP HOPMAaTUBHOW AOKYMEHTaLMu nmbo
HOPMAaTUBHOIO JOKYMEHTA;

M) AaTa rocyJapCTBEHHOWN perncTpalmm nekapcTBEHHOrO NpenapaTa 1 ero permcTpaLMoHHbIR HOMED;

2) B OTHOLUEHNW (hapMaLeBTUYECKUX CYOCTaHLWIA:

a) HanMeHoBaHue apmaLeBTUYecKkon cybcTaHLmMmn (MexayHapogHOe HEMAaTEHTOBAHHOE UIN XMMUYECKOE U
TOProBOoe HaUMeHOBaHMS);
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©) HanmeHoBaHWe 1 agpec npomsBoauTens hapMmaueBTU4ECKon cybcTaHuuu;

B) CPOK rogHOCTU (hapmaLieBTU4eckon cybctaHuuu;

r) yCrnoBusl XxpaHeHus papmaveBTMyecKkon cybcTaHuuu;

) Homep dhapmMaKonenHon ctaTbl UMK B CriyYae ee OTCYTCTBUS HOMEpP HOPMaTUBHOW AOKYMeHTauuu nubo
HOPMAaTMBHOIO JOKYMEHTA.

2. ®apmaueBTudeckas cybcTaHuus, Heucrnonb3yemasi Mpu MpPOM3BOACTBE JIEKAapCTBEHHbIX MNpenapaTtos,
MOXeT OblTb BKMOYEHA B TOCYOapCTBEHHbIA PEecTp IEeKapCTBEHHbIX CPEACTB Ha OCHOBAHWMW 3asABIIEHUS
paspaboTunka, NPoM3BOANTENSA NEKAPCTBEHHOTO cpeacTBa Mo YNONMHOMOYEHHOIO UMW OPUANYECKOTO nnua npu
YyCNOBUN NpPOBeOEHNs B OTHOLWEHUW Takoh apMaueBTUHEeCKOW CybCcTaHuum 3KCnepTu3bl  KayecTBa
hapmaLieBTUHECKON CYOCTaHLMM B MOPSAKE, yCTaHOBNEHHOM cTaTben 34 HacToswero ®PegepanbHOro 3akoHa.

3. Nopsigok BeAeHUs rocygapCTBEHHOro peecTpa fieKapCTBEHHbIX CPEACTB ANnsl MeAULMHCKOTO NPUMEHEHMS
U NopsgoK BeOeHUs1 TOCYAapCTBEHHOrO peecTpa NeKapCTBEHHbIX CPeacTB ANsl BETEPUHAPHOro npuMeHeHust
YTBEPXKOAKTCA COOTBETCTBYIOLLMM YNONHOMOYEHHbIM dheepanbHbiM OPraHoOM UCNONHUTENBHON BNACTM.

CraTtba 34. JkcnepTusa kadecTBa papMaLeBTUHECKON CyBCTaHUMW, HEUCMNONb3yemon Npu NpoussBoacTBe
nekapCTBEHHbIX NpenapaTos

1. Onsa BKNYeHNs dapmaueBTM4eCcKon cyGcTaHuuM, HENCNONb3yeMOon Npu NPON3BOACTBE NeKapCTBEHHbIX
npenapaToB, B roCyAapCTBEHHbLIN PEecTp NekapCTBEHHbLIX CPEACTB, MPOBOAMTCA IKCMepTN3a ee KavyecTsa.

2. 3OKcnepTmM3a kadecTBa ykasaHHOM B 4acTu 1 HacTosiwen ctaTbM apmaueBTUYECKOW cybcTaHumu,
COCTaBleHNEe KOMWCCMEN SKCMEPTOB 3aKMOYEeHWW MNo pesyrnbTaTtaM TakoW 3KCMepTU3bl U WX HarnpasreHue B
YNONHOMOYEHHbIN beaeparnbHblii OpraH UCMOMHUTENBHOW BIiacTU OCYLLECTBNSAIOTCA B CPOK, HE MpeBbiaoLwuni
wecTtmaecatn pabounx AHeW CO OHA MONyYeHWs 3KCMepTHbIM yyYpexaeHMeM COOTBETCTBYIOLLEro 3adaHus
YNONTHOMOYEHHOro dheeparnsHOro opraHa UCMOMHUTENBHOW BRacT U OOKYMEHTOB, YKasaHHbIX B MyHKTax 4 - 7
yactu 3 ctatbn 18 HacToswero PegepansHOro 3akoHa.

3. [Ins npoBegeHMs aKCMepTM3bl KadecTBa yKasaHHOM B 4YacTu 1 HacToswen ctaTbu phapmaueBTU4eCcKon
cybcTaHuum 3aaBuTenb NPeAcTaBnseT B YNONHOMOYEHHbIV dhedeparnbHbIv OpraH MCNOMHUTENBHOWN BRacTu:

1) 3asBneHne O BKIOYEHUN B T[OCYAAPCTBEHHbLIN peecTp NeKapCTBEHHbIX CPeacTB  OaHHON
dhapmaneBTUHECKOWN CyOCTaHUMK;

2) poKyMeHT, noaTBepXAaloWwui ynnaTy rocyaapCTBEHHOW MOLWUNWMHbI 33 BKOYeHWe (hapMaueBTU4eCcKON
cybGCcTaHuuM, Heucnornb3yemon Mpu NPOM3BOACTBE JleKApCTBEHHbIX MpenapaToB, B roCy4apCTBEHHbLIA peecTp
nekapcTBEHHbIX CPeaCTB;

3) OOKYMeHTbI, yka3aHHble B NyHKTax 4 - 7 yactu 3 ctatbh 18 HacToswero ®eaepanbHOro 3akoHa.

4. B TeyeHue naATM paboumx OHEN CO OHA MPUHATUA 3asBMNEeHWs O BKIOYEHWM YyKasaHHOW B yactu 1
HacTosilen ctaTbM hapmaueBTUYeCcKON CcybCcTaHUuMM B rocygapCTBEHHbIN peecTp NEeKapCTBEHHbIX CPeAcTB U
OOKYMEHTOB, NnepeyvncrieHHbIX B YacTn 1 U NyHKTe 2 yacTu 3 HacTosALWEen cTaTby, YNONMHOMOYEHHbIN dbeaeparbHbIv
OpraH UCMOMHUTENBHOW BracTu:

1) NpoBOAWT NPOBEPKY NOMHOTLI 1 JOCTOBEPHOCTN AaHHbIX, COAEePXaLLMXCa B NpeAcTaBneHHbIX 3asBuTenem
OOKYMEHTaXx;

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

2) NpUHUMaET pelleHne O HanpasneHUU B SKCNEpTHOE yupexaeHue 3afaHua Ha NpoBedeHue dKCnepTusbl
KayecTBa yKkasaHHOW B 4acTu 1 HacTosdwen ctaTbu apmaueBTMYecKkon cybcTaHuum unu ob oTkase B TakoMm
HanpasreHuu;

3) yBeOMNSET B MUCbMEHHON POPME 3asiBUTENSA O MPUHATOM PELLEHUUN UMK B Crlydae oTkasa C ykasaHueM
NMPUYUH TaKoro oTkasa.

4.1. B cnyyae BbISiBNEHUS HEOOCTOBEPHOCTU CBEAEHWUN, COAEepXXalUMXCH B MPeACTaBreHHbIX 3asBuTenem
MaTepunanax, ynonHoMoOYeHHbIN befepanbHbli OpraH UCMOMHUTENbHOW BMacTW HanpasnseT 3asBUTENto 3anpoc
00 yTOYHEeHWUW ykasaHHbIX cBedeHun. [aHHbIn 3anpoc MoxeT ObiTb nepedaH ynorTHOMOYEHHOMY MPEACTaBUTENHO
3asBUTENs NIMYHO MOA PaCnUCKy, HampaBfieH Mo MoyTe 3aKa3HbIM MUCbLMOM WY NepedaH B ANEKTPOHHOW dopme
Mo TENEeKOMMYHMKAUMOHHbIM KaHanam cBs3u. B cnyyae HanpaBneHwss gaHHOro 3anpoca Nno Mno4vTe 3akasHbIM
NMUCbMOM OH CYMTAETCS MOMyYEHHbIM MO UCTEYEHNM LIECTU OHEN C AaTbl HanpaBeHWs 3aKa3Horo NUCbMa.

(4yacTb 4.1 BBegeHa degepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

4.2. 3asButenb o006s3aH npeacTaBUTb OTBET Ha 3anpoc YMNOSIHOMOYEHHOro deaepanbHOro opraHa
MCMONHUTENbHOW BRacTM B CPOK, He MpeBbllUaloWwunii AeBsaHOCTa paboumx OHEN CO AHSA MONyYeHWUs AaHHOro
3anpoca. CpokK, ykasaHHbIA B 4acTu 4 HacTOsILLEN CTaTbu, MPUOCTaHaABNMBAETCS CO AHA HanpaBreHUs 3asaBUTENIO
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3anpoca ynoriHOMOYEHHOro defepansHOro opraHa MCMNOMHUTENbHOW BNacTu OO OHSA MOMyvYeHuMs UM OTBeTa Ha
OaHHbIN 3anpoc N HE Y4MTbIBAETCSA NPU NCHUCNEHNM CPOKa AKCMEPTU3bl KayecTBa hapmaLeBTUYECKON CyOCcTaHLmu,
Hencnonb3yemowm npu NPon3BoACTBE NeKapCTBEHHbIX NpenapaTos.

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

5. OcHoBaHvMeM [And oOTkasa B HanMpaBfeHUM B IKCNEPTHOE yupexaeHue 3afaHus Ha npoBedeHune
3KCMepTM3bl KayecTBa YKasaHHOM B 4YacTM 1 HacTosiwen cratbu dapMaueBTMYeckon cybcTaHummn siBnsetcs
HenpeacTaBneHne [OOKYMEHTOB, MEPEYUCIIEHHbIX B 4YacTu 2 U NyHKTe 2 yvacTm 3 HacTodAwen cratby,
HenpeacTaBneHne 3asBUTENEM B YCTAHOBIIEHHbIN CPOK OTBETa Ha yKasaHHbI B 4acTu 4.1 HacToswen cratbu
3anpoc ynosIHOMOYEHHOrO doeeparbHOro opraHa UCNOMHUTENBHOW BRacTu Wnv NpeAacTaBieHne OOKYMEHTOB, He
cofepXalux ncHepnblBaloLLEero nepeyHs HeobxoauMbIX CBEAEHNN.

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

6. B TeueHne naTHaguatn pabounmx OHEW CO OHSA MOMNyYeHUs peLLeHUs YNONMHOMOYEHHOro deaepansHoro
opraHa UCNONHUTENBHOW BfiacTU O HanpaBfeHWM B SKCNEPTHOE ydpexaeHne 3agaHnst Ha NPoBeAEHNE IKCNEPTM3bI
KayecTBa ykaszaHHOM B 4YacTu 1 HacTosllen ctaTtbu hapmaleBTUYECKON CcyDCcTaHUMM 3aaBuTenb npeactaBnseTr B
3KCNepTHOE YYpexaeHne ONd NpoBeAeHUs AaHHOW akcnepTusbl obpasubl papmaueBTMyeckon cybctaHuun B
KonnyecTtse, HEOOXOAMMOM [fis1 BOCMPOM3BEAEHNST METOAOB KOHTPOMS KayecTBa. OKCMepTHOE ydpexaeHue npu
nonyyeHun obpasuoB yKkasaHHOW B 4acTy 1 HacTosilwen cTaTtbn apmaueBTUdYeckon cybcTaHumMm BblgaeT
3as8BUTENO JOKYMEHT, MOATBEPXKAAIOLMIA NonydeHne aTux obpasLoB, U B CPOK, He NMpeBbIALWNA Tpex paboumnx
OHen, yBedOMNSAeT B MUCbMeHHON dopme 06 3TOM YNONTHOMOYEHHLIN dhedeparnbHbIi OpraH UCMONTHUTENBHON
BMNacTu. OTU CPOKU HE BKITHOYAKTCA B CPOK NPOBEAEHNS JAaHHOW 3KCNEePTU3bI.

7. JOKyMEHTbI, MOCTYNUBLUME B 3KCMEPTHOE yyYpexaeHne Ans NPOBEAEHNUsST IKCMEPTU3bl KAYecTBa yka3aHHOW
B 4YacTM 1 HacTosiwen cTtaTbu papmaueBTUYECKOW cybcTaHuuMW, noanexaT Bo3BpaTy B YMNOHOMOYEHHbIN
deepanbHbIi OpraH UCMOSNTHUTENBHOW BRiacTU OOHOBPEMEHHO C 3aKMYEHUAMW MO pe3ynbTaTam NpoBefeHHON
3KCMEepPTMU3bI.

8. B cpok, He npeBbIwaloWwmn naTn pabounx AHEn co AHA MOMyYeHUs 3aKMioYeHUss KOMUCCUMN 9KCMEPTOB MO
pe3ynbTaTtaM 3KCNepTM3bl KadecTBa yka3aHHOMW B 4acTu 1 HacTosAwWwen ctaTtbn hapmaueBTMYECKON CcybcTaHumu,
YNONTHOMOYEHHbIV heaepanbHbI OpraH UCMONTHUTENbHON BNacTu:

1) ocyLecTBRSIET OLLEHKY TaKOro 3aknioyeHns Ans onpegeneHns ero COOTBETCTBMA 3a4aHno Ha NpoBeaeHne
OaHHOW 3KCNepTun3bl;

2) nNpvHMMaeT pelleHWe O BKIIIOYEHWM YyKasaHHOW B 4acTu 1 HacTosilen cratby dapMaueBTUYECKon
cybcTaHUuM B rocy4apCTBEHHbIN PeecTp NekapCTBEHHbIX CPeACTB U pelleHne o6 0TKase B TAaKOM BKITHOYEHUN;

3) BHOCUT nMpuM MPUHATUM peLleHNss O BKMIOYEHUM YKaszaHHOM B 4Yactu 1 HacTosilen cTaTbu
dhapmaLeBTMYECKON CyOCTaHUMM B TOCYAApPCTBEHHbIA PEECTP JIEKAPCTBEHHbIX CPeACTB MNpeayCMOTPEHHYH
nyHkToM 2 yactm 1 ctaten 33 HacToswero PepepanbHOro 3akoHa MHdoOpMauuio U yBegomnsieT o6 3Tom B
NMCbMeHHON hopme 3asBUTEnNS.

Cratbsa 35. MNoBTOpPHOE NpeacTaBneHWe feKapCTBEHHOro npenaparta, He MpOoLleAlWero rocyaapCTBEHHOM
perucTpaummn nekapcTBEHHbIX MPenapaToB, Ha roCY4apCTBEHHYIO PErcTpaLnto NekapCTBEHHbIX NpenapaToB

[MoBTOpHOE NpefcTaBneHne B COOTBETCTBYOLUIA YNONMHOMOYEHHbIW doefeparbHblid opraH UCMOMHUTENbHON
BMacTun NekapcTBEHHOro npenapara, He npolleLero rocyfapCcTBEHHON perncTpaunm nekapcTBeHHbIX npenapaTos
WUNN MONyYMBLLErO OTKa3 B YKa3aHHOW perncrpaumm n BrOCMNEACTBUM MOABEPrLIErocs U3MEHeHWo B 4acTu ero
cocTaBa, paccMaTpuBaeTCs Kak MnpeAcTaBlieHne HOBOrO feKapCTBEHHOro npenaparta Ha ero rocyfapCTBEHHYI0
permcTpaumio He3aBNCUMO OT COXPaHEHWUS ero NepBMYHOrO HauMeHOBaHKUS.

Cratba 36. ObGxanoBaHue pelieHns o6 oOTka3e B Bblgavye paspelleHus Ha NpoBedeHVEe KITMHUYECKMX
nccnedoBaHWn  NeKapCTBEHHOro Mpenapata unuM  pelwleHuss 06 OTkase B TOCYAApPCTBEHHOW pervcrpaumu
nekapcTBEHHOro npenapata

PelueHne cOOTBETCTBYIOLLEIO YNOTHOMOYEHHOIr0 oefepanbHOro opraHa UCNOSTIHUTENBHON BnacTn 06 oTkase
B BblJaye pa3peLleHmns Ha NpoBefeHne KIMHUYECKUX UCCeoBaHWi NEKapCTBEHHOIO nNpenapara unm pelieHme ob
OTKa3e B roCygapCTBEHHOW perncrpauuu nekapcTBEHHOro npenapata MoOXeT ObiTb 06kanoBaHO B MOpPsiAKe,
yCTaHOBMEHHOM 3akoHoaaTenbcTBoM Poccuiickon ®epepauuu.

Ctatbs 37. MH(*)OpMaLI,I/IH, CBA3aHHaA C ocyliecTtBlieHneM Focyﬂ,apCTBeHHOVI perncrtpauun nekapCTtBeHHbIX
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npenapaToB, MHOPMaLMS O 3apeErMCTPUPOBaAHHbIX NEKAPCTBEHHbIX NpenapaTax W fekapCTBEHHbIX npenaparax,
WCKIMOYEHHbIX N3 rOCY4apCTBEHHOIO peecTpa fiekapCTBEHHbLIX CPEACTB

1. CoOTBETCTBYIOLLMI YNOMHOMOYEHHbIA (bedepanbHbIi OpraH MCMNOMHUTENbHOW BNacTu pasmellaeT Ha
cBoeM oduLmansHOM canTte B cetn "VIHTepHeT" nHdopmMaumio, CBA3aHHY0 C OCYLLECTBNEHNEM FOCYLapCTBEHHOM
permctpauMm nekapcTBEHHbIX NpenapartoB, B TOM 4YMCMe MNPOBEAEHVMEM IKCMepTusbl NIEKAPCTBEHHBIX CpPeacTs,
MHGOPMALIMIO O 3aperMcTpMpOBaHHbIX JIEKAPCTBEHHBIX NpenapaTtax U NeKapCTBEHHbIX NpenapaTtax, UCKIMIOYEHHbIX
N3 rocygapCTBEHHOIO peecTpa fekapCTBEHHbIX CPEACTB, He Mo3gHee 4YeM 4vepes3 NsATb pabounx gHEW co AOHSA
Mony4YeHns1 COOTBETCTBYIOLLMM YMOMHOMOYEHHbIM dheaepanbHbiM OpraHoOM UCMOMHUTENBHOW BNAacTy 3asiBeHns o
rocy4apCTBEHHOWN pernctpaumm fiekapCcTBEHHOro npenapara.

2. Cpoku 1 nopsgoK pasMeLLeHns yKasaHHOW B YacTu 1 HacTosLen ctaTbM MHOPMaL MM yCTaHaBMBAKOTCA
YMOMHOMOYEHHbIM heaepanbHbIM OPraHOM UCMOMNHUTENBHON BNACTW.

nasa 7. KMTMHWYECKUE UCCNEOOBAHUA NEKAPCTBEHHbIX
NPEMNAPATOB AnA MEAULUMHCKOIro NPUMEHEHUA, LOrOBOP
OB UX NPOBEOEHUU, NMPABA NAUMEHTOB, YYACTBYIOLLUX
B 3TUX NCCNIEAOBAHUAX

Cratba 38. KnuHnyeckue nccrneaoBaHus JIeKapCTBEHHbIX nNpenapaTtoB Anld MeanumMHCKOro npuMmeHeHund

1. KnuHnyeckne nccnegoBaHvs nekapCTBEHHbIX NpenapaToB Ans MEAUUMHCKOrO MPUMEHEHUS, B TOM Yncne
MexXOyHapOAHblE€ MHOMOLEHTPOBbIE, MHOMOLIEHTPOBbLIE, MOCTPErNCTPaLMOHHbIE, NPOBOAATCS ANS rocyaapCTBEHHOMW
permcTpaumm neKkapcTBEHHbIX MpenapaTtoB M MHOMO nNpegHasHayeHus B OOHOW MIU HECKONbKUX MeOULMHCKUX
opraHuM3auusix B COOTBETCTBUM C MpaBuiamMy KIUHWYECKON MNPaKTUKW, YTBEPXKAEHHbIMW YNONHOMOYEHHbIM
deaepanbHbIM OpPraHOM UCMONHUTENBHOW BMAacTh, COOTBETCTBEHHO B CrieAyoLMX Lensx:

1) ycTtaHoBneHume 6e30MacHOCTM NEeKapCTBEHHbIX NpenapaTtoB Afs 300poBbiXx AobposonbueB M (Mnu)
NMepeHoOCMOCTU WX 340POBbIMM A0OPOBOMbLAMM, 33 WCKIIOYEHMEM Takux WCCrefoBaHWN JeKapCTBEHHbIX
npenapaTos, MPoM3BeAeHHbIX 3a npegenamu Poccuiickon ®egepauuu;

2) nogbop onTUManbHbIX OO3MPOBOK FEKApCTBEHHOro npenapata M Kypca feveHus Ans naumeHToB C
onpefeneHHbIM  3aboneBaHueM, ONTMManbHbIX 403 W CXeM  BakuMHauMm  MMMYHOGMOMOrMYyecKumm
nekapcTBeHHbIMU NpenapaTamMy 340poBbIX 40OPOBONbLEB;

3) yctaHoBneHue Ge30MacHOCTU NeKapCTBEHHOro npenapata M ero 3dEKTMBHOCTU ONs MaLMEHTOB C
onpegerneHHblM 3aboneBaHveM, MNpodunakTuyeckon 3PAPEKTUBHOCTY MMMYHOBMONMOrMYECKNX JeKapCTBEHHbIX
npenapaToB A58 340pOBbIX JOOPOBObLEB;

4) n3yvyeHne BO3MOXHOCTU PacCLUMPEHMs NMOKa3aHMM Ans MeAWLMHCKOro NPUMEHEHUS N BbISBMEHUS paHee
Hen3BEeCTHbIX MOBOYHbIX AEACTBUI 3aperMcTPUpPOBaHHbIX NeKapCTBEHHbIX NpenapaTos.

2. B OTHOWeEHMN BOCNPOU3BEAEHHbIX J1eKapCTBEHHbIX MpenapaToB ANA MEAWMLMHCKOro MNpUMEHeHus
NpPoOBOASATCA MccregoBaHus OMO3KBMBANEHTHOCTU W (MNU) TepaneBTUYECKOW IKBMBANEHTHOCTM B Mopsigke,
YCTaHOBMEHHOM YMOSTHOMOYEHHbIM doedeparnbHbIM OPraHoM UCNOMHUTENbHOW BNacTu.

3. OpraHusauuio NpoBeaeHUs KNMHUYECKMX UCCNedoBaHni NekapcTBEHHOrO npenaparta Ansg MeauuMHCKOro
NPUMeEHEeHWs BNpaBe OCYyLLEeCTBNATD:

1) pa3paboTymK nekapcTBEHHOro npenapaTa UM ynosiHOMOYEHHOE UM MnLO;

2) obpasoBaTenbHble OpraHuM3aumMmM  BbiClLero  obpasoBaHus, OpraHusauum  OOMNOfHWUTENbHOro
npodeccnoHansHoOro obpasoBaHus;

(n. 2 B peq. PegepanbHoro 3akoHa ot 02.07.2013 N 185-d3)

3) Hay4HO-UccrnegoBaTeNbCKUE OpraHn3aumm.

4. KnuHu4yeckune ncecnegoBaHns NekapCTBEHHbIX NpenapaToB Ans MeAWLMHCKOro NpMMEHEHNs NpoBOASATCS B
nopsiake, yctaHoBneHHoM cTatbamn 20 - 22 HacTosiwero ®egepanbHOro 3akoHa, Ha OCHOBaHWW paspeLleHus Ha
npoBedeHne KIMHWUYECKOro WCCIedOBaHWs JeKapCTBEHHOro npenapaTta, Bbl4aHHOMO  YMONHOMOYEHHbIM
heaepanbHbIM OpraHoM UCNOMHUTENbHOW BiacTW, B COOTBETCTBUU C LENAMMW, yKa3aHHbIMW B YacTu 1 HacTosLwen
cTaTbW. YNOMHOMOYEHHbIN dheepanbHbIi OpraH UCMONMHUTENBbHOW BracTM BeAeT peecTp BblAaHHbIX paspeLueHni
Ha nNpoBeJeHNe KNMHUYECKMX UCCNEA0BaHNIA NeKapCTBEHHbIX NpenapaToB, CoAepXKallui ykasaHue Ha UX Lenb unu
Lenu, B yCTAHOBIIEHHOM 3TMM OpraHoM MopsifKe.

5. B cnyyae ocyLLecTBNEeHWs rocygapCTBEHHOW perncTpaumm nekapCTBeHHOro npenapara rocygapcTBeHHas
nownuHa 3a NpOBEAEHME 3KCMEepTU3bl AOKYMEHTOB AN MOMyYeHWUs paspelleHni Ha npoBedeHMe KIMHUYECKNX
nccrnegoBaHUM NEKapCTBEHHOro npenaparta Ans MeOUUMHCKOTO MPUMEHEHUS W STUYECKOW 3KCMepTM3bl Mpu
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obpalleHnn 3a rocyaapCTBEHHOW perucTpalven nekapCTBEHHOro npenapata B COOTBETCTBUM C LeMbl Unu
Lensamu, ykasaHHbIMM B 4acTu 1 HacTosILWEN CTaTby, yNradnBaeTcs OQHOKPaTHO.

6. K opraHmsauunmn npoBeaeHnst KNMMHUYECKNX MCCNenoBaHW NeKkapcTBEHHOro npenapara ansa MeanuuHCKoro
npuMeHeHMs paspaboTyMKOM NeKkapCTBEHHOro npenaparta MOryT NpuUBNEKaTbCsa topuavdeckne nuua nwobon
OpraHu3aLmnoHHO-NPaBoBOM (bOpMbl NpY YCnoBUK obecneveHns COOTBETCTBMS 3TUX UccrneaoBaHumn TpeboBaHuAM
HacToswero ®PenepanbHOro 3akoHa.

7. KnnHnyeckne nccnegoBaHusl NekapCTBEHHbIX NpenapaToB 4S9 MEANLMHCKOro NPUMEHEHUS NPOBOAATCS B
MEOMLMHCKUX OpraHn3aumsix, akkpeauTOBaHHbIX YMONTHOMOYEHHbIM deaepanbHbiM OpPraHoOM MWCMOSTHUTENbHOM
BnacTu B nopsake, yctaHoBreHHoM [MpasutenbctBomM Poccuiickon ®egepaunu.

8. [llepevyeHb MeAUMUMHCKMX OpraHu3auui, WUMeKLMX npaBo MPOBOAUTb KIMHUYECKME UCCedoBaHus
NEeKapCTBEHHbIX NpenapaToB 4S8 MEeAWLMHCKOrO NMPUMEHEHUS!, N PEECTp BblAaHHbIX pa3peLleHnin Ha NpoBeaeHne
KNMHUYECKUX UCCNEeSOBaHNA NeKapCTBEHHbIX NpenapaToB onyGnvMKOBbLIBAOTCA U pa3MeLLaloTcs YnoTHOMOYEHHbIM
deneparnbHbIM OpPraHoOM UCMOMHUTENBHOW BNacTu B YCTAHOBNEHHOM MM NOPSiAKE Ha CBOEM oduumanbHOM canTe B
cetn "UHTepHeT".

Cratba 39. MexgyHapogHOe MHOrOUEHTPOBOE KMMHMYECKOe WCCreAoBaHWe NekapCTBEHHOro npenapara
ona MeguumHCKOro npuMeHeHuna unm nocTperncTtpaumoHHoe KIMHUYeCKoe uccriegoBaHne JekapCTBeHHOro
npenapaTa aAnst Me4MUUHCKOro NpUMEHEHUS

1. MexayHapoaHOe MHOrOLEeHTPOBOE KITMHUYECKOE WCCeaoBaHMe JekapCTBEHHONo npenapaTta  Aans
MeOMLMHCKOro NpUMeHeHns Ha Tepputopun Poccuiickon ®egepaunm MM NoCcTPerucTpalmMoHHOEe KITMHUYecKoe
nccrnegoBaHWe neKkapCTBEHHOro npenapata Ansg MeOMUMHCKOrO MNPUMEHEHUs MPOBOANTCA Ha OCHOBaHWUM
paspelleHnss Ha npoBedeHne KIMHMYECKOro MCCrefoBaHWUsl  JIeKapCTBEHHOro npenapaTa, Bbl4aHHOro
YMOMHOMOYEHHbIM befeparnbHbiM OpraHoOM UCMOSMIHUTENBHOW BNAcTW MO pe3ynbTaTtaM 3KCNEepPTU3bl AOKYMEHTOB,
HeobXoOUMbIX ANS MONyYeHUsa paspelleHusl Ha NpoBeAeHne MeXOyHapOL4HOr0 MHOMOLLEHTPOBOMO KMMHMYECKOrO
UCcnenoBaHUsa  NeKapCTBEHHOrO Mpenapata WM - NOCTPErncTpPaumMoOHHOrO  KIIMHUYECKOro  UccrnegoBaHus
NeKapCTBEHHOro npenapara, U 3TUYECKOWN 3KCNepPTU3bI.

2. Ona nonyyeHusa paspelleHuss Ha MpOoBeAEHNEe MeXAyHapOOHOr0 MHOFOLEHTPOBOrO KIMHUYECKOro
NccrneaoBaHUs JekapCTBEHHOro mnpenapata Anst MeOUUWMHCKOTO MNPUMEHEHUS UMM NOCTPErncTpaLmMoHHOro
KNMMHUYECKOTO UCCIefOoBaHNs NeKapCTBEHHOIO npenapaTta Ans MeguUMHCKOro MPMMEHEHUSI B YMOMHOMOYEHHbIN
degepanbHbI opraH UCMONHUTENbHOW BNacTu 3asiBUTENb NpeacTaBnseT:

1) 3asBnNeHne O Bblga4ve paspelleHunss Ha NPoBedeHNE MEeXOYHAPOAHOro MHOTrOLEHTPOBOrO KITMHUYECKOrO
NUccneaoBaHUs JekapCTBEHHOro npenapata Ans MeOuUMHCKOTO MNPUMEHEHUs WNu  MOoCTPerucTpauyMoHHOro
KNMUHUYECKOTO UCCIeA0BaHNS NIeKapCTBEHHOrO Npenapara Ans MeAULUMHCKOro NPUMeEHeEHNS;

2) [OKYMEHT, MOATBEPXOAWLWMA YynnaTy rocydapCTBEHHOW MOWMWHBI 3a Bbldayy paspelleHnss Ha
npoBefeHne MeXxayHapogHOro MHOrOLEHTPOBOrO KMMHMYECKOrO UCCNeaoBaHus fekapCTBEHHOro npenapata Aans
MELMLMHCKOIrO MPUMEHEHUS WM ToCcyAapCTBEHHOW MOLWMMHBI 3a Bblgady paspelleHnss Ha npoBedeHue
NMOCTPErNCTPALMOHHOIO  KIMHUYECKOTO  UCCMeAoBaHWUS  NEKapCTBEHHOro npenapata Ana  MeguuMHCKOro
NpUMEHEHNS;

3) OTYeT O AOKMMHMYECKUX UCCNEeAOBaHUSAX NEKapCTBEHHOro CpeacTBa M OTYET O MPOBEAEHHbIX paHee
KMMHUYECKNX NCCNEeOBaHNSIX NeKapCTBEHHOrO Npenapara Ans MeaUUMHCKOro NPUMEHEHNS (NPY HAanu4mn);

4) nNpoeKkT MpoTOoKoMa KIMHUYECKOTO WCCNEeaoBaHUs JlekapCTBEHHOrO npenaparta Ans MegUUUHCKOro
NPUMeEHeHNS;

5) 6powtopy uccrniegoBaTens;

6) MHOPMALMOHHBIN NIUCTOK MauueHTa, Y4acTBYHOLLEro B KIMMHUYECKUX WCCIEAOBAHMUSX NEKapCTBEHHOMO
npenapaTta ans MeguuMHCKOro NPpUMEHEHUS;

7) cBegeHnst 06 onbiTe paboTbl MccriegoBaTerner Mo COOTBETCTBYHOLIMM CMELManbHOCTAM U UX OMbiTe
paboTbl N0 NPOBEAEHUI0 KIMHUYECKUX UCCNEea0BaHUN;

7.1) cBegeHnss 0 MeOMLMHCKUX OpraHm3auusix, B KOTOPbIX MpeanonaraeTcss NpoBeAeHue KITMHUYECKOro
NUCCneaoBaHUsa JIeKapCTBEHHOro npenapata Ang  MeAUMUMHCKOro MpuMMeHeHusi (MONMMHOE U COKpalleHHoe
HaMMEHOBaHUS, OpraHn3aUMOHHO-NpaBoBasi opma, MECTO HaXOXAEHUS U MECTO OCYLLECTBIEHUS OEATENbHOCTMH,
TenedoH, Tenedakc, agpec 3NeKTPOHHON NOYTbl MEAULIMHCKOW OpraHn3aumm);

(n. 7.1 B pea. ®enepansHoro 3akoHa o1 29.11.2010 N 313-93)

7.2) npegnonaraemble CPOKU MPOBEAEHUS KITMHUYECKOTO WUCCIefOBaHUsl NeKapCTBEHHOrO npenaparta Ans

MeOMLMHCKOro NPUMEHEHMS,
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(n. 7.2 BBegeH depepanbHbiM 3akoHOM OT 11.10.2010 N 271-03)

8) konuo gorosopa 0b6s3aTenbHOro CTPaxoBaHWs, 3aKMOYEHHOr0 B COOTBETCTBMM C TUMOBLIMY NpaBuriamu
065a3aTenNbHOro CTpaxoBaHUs, C ykasaHMeM NpeferibHON YMCMEHHOCTU NauMeHTOB, Y4acTBYOWMX B KITMHUYECKOM
nccnegoBaHUM NeKapCTBEHHOMO nNpenapara Ans MeauUUHCKOro NPUMEHEeHNs;

(n. 8 B peq. ®enepansHoro 3akoHa ot 29.11.2010 N 313-93)

9) uHdopMauMio O cocTaBe NeKapCTBEHHOro npenapata Ans MONyvyeHus paspelueHus Ha npoBeaeHue
MEXAYHapOOHOro MHOIOLIEHTPOBOIO KIMHWYECKOro UCCreaoBaHUs fiekapCTBEHHOro npenapaTa Ans MeauuuMHCKOro
NPUMEHeHs;

10) AOKYMEHT, COCTaBMEHHbIN NMPOM3BOAMTENEM NEKapCTBEHHOro nmpenaparta v CoAepXaluvin nokasatenu
(xapakTepucTukn) nekapcTBEHHOro nNpenapara, NPoM3BeAeHHOro Ans NpoBeAeHUs KNMMHNYECKUX NCCNeAoBaHNN.

(n. 10 B pea. ®enepanbHoro 3akoHa o1 29.11.2010 N 313-93)

3. B cpok, He npeBblWwaoWmMn ST paboymx OHEeW CO OHS MPUHATUS yKasaHHOro B NyHkTe 1 yactm 2
HacTodAWen cTaTbM 3asBNEHUss M HeobXOAMMbIX [OOKYMEHTOB, YMNOMHOMOYEHHbIM deaepanbHbIn  opraH
NCMNOMHUTENbHOW BNACTu:

1) npoBOAMT NPOBEPKY MOMHOTbI M [OCTOBEPHOCTM CBEAEHWUW, COAEPXKALUMXCH B NPeacTaBneHHbIX
3asgBuTENEM JOKYMEHTaXx;

2) nNpuvHUMaeT pelleHne O MNPOBEedEHMM 3SKCNepTU3bl OOKYMEHTOB ANA MNOMyyYyeHus paspelleHns Ha
npoBedeHne MeXAyHapo4HOro MHOrOLEHTPOBOMO KMMHWYECKOro MCCrefoBaHUs NeKapCTBEHHOro npenapara ans
MEAMLMHCKOrO MNPUMEHEHNS WUNN  MOCTPErncTpaLmMoOHHOIO  KITMHWYECKOrO  UCCNEeAOBaHUs  NeKapCTBEHHOro
npenapaTta Ans MeAULUMHCKOro NPUMEHEHUst U 3TUYECKON IKCnepTusbl NMbo 06 oTkase B MpoBeAEeHUW YKasaHHbIX
3KCNepTns;

3) yBegomnseT B MUCbMEHHOW hopme 3asBUTENS O NPUHATOM PELUEHMU UMW B Cyyae NPUHATUS peLLueHns
00 oTKa3e C ykasaHueM MPUYNH TaKoro oTkasa.

3.1. B cnyyae BbIsiIBNEeHWs HEAOCTOBEPHOCTW CBEOEHWI, COO4epXaluxcs B NPeAcTaBEeHHbIX 3asBuTenem
mMaTepuanax, ynosIHOMOYEHHbIN defeparnbHbIi OpraH UCNOMHUTENBHOW BNACTW HanpaBnseT 3asBUMTENO 3anpoc
00 yTOYHEeHWW yka3aHHbIX cBedeHun. [JaHHbIN 3anpoc MOXeT ObiTb nepegaH ynorHOMOYEHHOMY MPeACcTaBUTENIO
3asBuUTENs NIMYHO MOA PaCnUCKy, HamnpasMeH No noyTe 3akasHbiM NMUCbLMOM WY NepedaH B 3NEKTPOHHOW dopme
No TENEeKOMMYHMKAUMOHHbIM KaHanam cBs3n. B cnydae HanpaBneHwss gaHHOro 3anpoca no novTe 3akasHbiM
MMCbMOM OH CYMTAETCH NOSyYEHHbIM MO UCTEYEHUW LIeCTN AHEN C AaTbl HanpaBreHns 3aka3Horo NMCbma.

(vacTb 3.1 BBegeHa PepepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

3.2. 3agButenb o00s3aH npeacTaBUTb OTBET Ha 3anpoc YMNOSHOMOYEHHOro deaepanbHOro opraHa
MCMONHWUTENbHON BnacTM B CPOK, He MNpeBbIWAOWMA AeBsHOCTa pabounx AHen CO AHA NOMyyYeHus AaHHOro
3anpoca. Cpok, ykasaHHbIN B YacTu 3 HacTosLen cTaTby, NPUOCTaHaBNMBAETCA CO OHSA HaMpaBrieHWs 3asiBUTENH0
3anpoca YrnofHOMOYEHHOro deaepanbHOro opraHa MCNOMHUTENbHOW BNacTv A0 AHA MONy4vyeHus MM oTBeTa Ha
AaHHbIN 3anpoc U He YYUTbIBAeTCHA NPU UCYUCTIEHNM CPOKa NPUHATUSA YNOMHOMOYEHHbIM ddedeparibHbIM OpraHoMm
NCMOMHUTENbHOW BNacTM pelleHus O MPOBEeAEHUM 3KCMepTU3bl OOKYMEHTOB AN MOMyYeHWs paspelleHus Ha
npoBeAeHne MexagyHapoAHOro MHOTOLLEHTPOBOrO KIMHWYECKOro MCcneaoBaHus rnekapCTBEHHOro npenapara Ans
MEOMUMHCKOTO MPUMEHEHUST UMM MOCTPErMCTPaLMOHHOIO  KIMMHUYECKOrO  WUCCrefoBaHus  NeKapCTBEHHOro
npenapaTa Anst MeguMuUUHCKOro NPUMEHEHUS.

(vacTb 3.2 BBegeHa depepanbHbIM 3akoHOM OT 25.11.2013 N 317-93)

4. OcHoBaHMeM Ons OTKa3a B NPOBEAEHMU IKCMepTU3bl AOKYMEHTOB AN MOMyYeHUs paspellueHns Ha
npoBedeHne MeXAyHapoO4HOro MHOTOLEHTPOBOrO KMMHWYECKOro MCcCrefoBaHUs NeKkapCcTBEHHOro npenapara ang
MEAMLMHCKOrO MNPUMEHEHNS WNW  MOCTPErncTpaLmMoHHOIO  KITMHWYECKOro  MCCrnedoBaHWsA  NeKapCTBEHHOro
npenapaTta gns MeAVMUMHCKOro NPUMMEHEHWS U 3TUYECKON 3KCMepTusbl SBNSETCS NpeAcTaBrieHne OOKYMEHTOB,
NpPeayCMOTPEHHbIX YacTbilo 2 HAacTOsWen cTaTbW, B HEMONHOM oObeme, HenpeacTaBrieHue 3asiBUTenemM B
YCTaAHOBIEHHbIN CPOK OTBETa Ha YyKasaHHbIn B 4actu 3.1 HacToswen cTaTtbW 3anpoc YrNorTHOMOYEHHOro
defepanbHOro opraHa WCMONMHUTENbHOM Bnactm nunbo OTCyTCTBME B  MNPeACTaBMEHHbIX  AOKYMEHTax
ncYepnbIBaoLLEro nepeyvyHs HeobxooumbIX CBEAEHUIA UK MHAOPMAaLIMK, KOTOpblE AOMKHbI OblTb OTPaXKEHb! B HUX.
(B peq. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)

5. lNMpoBeaeHne akcnepTM3bl AOKYMEHTOB AN1A NMOMyYeHUs paspelleHus Ha npoBedeHue MexXayHapoaHOro
MHOFOLEHTPOBOIO KIIMHUYECKOrO 1CCregoBaHUs NekapCTBEHHOro npenapara Ans MeAMUUHCKOrO NPUMEHEHNS Unu
MOCTPErncTPauUMOHHOIO  KIMHWYECKOr0  MCCreaoBaHus  NeKapCTBEHHOro npenapata  Ans  MeauuUHCKOro
NPUMEHEHMA W 3TMYECKOM 3KCMepTM3bl W  Bbldaya paspelleHuss Ha MpoBedeHne  MexayHapoaHOro
MHOrOLIEHTPOBOrO KIMHWUYECKOro NCCefoBaHNs NekapCTBEHHOrO npenapaTa AN MeauUMHCKOro NMpUMeEHEHUs 1nm
MOCTPErncTPaLUMOHHOIO  KIMHWYECKOro  MCCMeaoBaHWs  NeKapCTBEHHOro npenapata Ans  MeauuUHCKOro
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NPUMEHEHMS OCYLLIECTBNSOTCA B NopsaKe, yCTaHOBMNEHHOM cTaTbsiMu 20 - 22 HacTosiwero PenepanbHOro 3akoHa.
6. PelueHuns o6 oTkase B NpoBeaeHMM 3KCNEPTU3bl JOKYMEHTOB AN NONyYeHNUs paspeLlleHnst Ha NpoBeaeHne
MeXAYHapPOA4HOr0 MHOMOLLEHTPOBOMO KIMMHUYECKOro MCCrefoBaHUS NEKApPCTBEHHOIO nNpenapaTa Ans MeauUMHCKOro
NPUMEHEHUSI UINM  NOCTPErncTPauUMOHHOIO KIMHUYECKOro WCCRedoBaHUs NeKkapCTBEHHOro npenaparta Ans
MEeAMULMHCKOrO MPUMEHEHMST U 3TUHMECKON SKCMEPTM3bl U B Bblgave paspeLleHns Ha NpoBeaeHne MexayHapoaHOoro
MHOFOLIEHTPOBOIO KIIMHUYECKOro UCCrenoBaHUs NekapcTBEHHOro npenaparta Ans MeAMLMHCKOro NpUMeEHEHNs Unm
MOCTPErNCTPaALMOHHOIO  KITMHUYECKOTO  WUCCNEAOBaHWs JIeKapCTBEHHOrO npenapata ans  MeauLUMHCKOro
NpMMEeHeHMs1 MoryT ObITb 06arnoBaHbl B Nopsiake, YCTaHOBNEHHOM 3akoHoAaTenscTBoM Poccuiickon degepaunn.

Cratbsa 40. I'IpOBe,qume KIMMMHNYECKOIro wuccriegoBaHnA JekapCTBEeHHOro npenapara gnda MeguumHCKOro
NnpUMEeHeHuA

1. PykoBoautenb MeOVLMHCKOM oOpraHu3auum, KoTopasi MpOBOAMT  KIMHMYECKOE uMccrenoBaHue
NneKkapcTBEHHOro npenapara Ansi MeAuMUMHCKOro MpUMEHEHMUs, HasHayaeT uccrefoBaTens, OTBETCTBEHHOro 3a
npoBefeHne TaKoro MUCCredoBaHWs U UMetlowero nevebHyo cneynanbHOCTb, COOTBETCTBYIOLLYIO NMPOBOANMOMY
KNMHUYECKOMY UCCNEeOOBaHUIO NEKApCTBEHHOrO npenapara, co cTaxem paboTbl MO nporpamMmam KAMHUYECKUX
NCCNeaoBaHUN NeKapCTBEHHbIX MpenapaTtoB He MeHee 4YeM MATb NeT U No ero NpeanoXeHuo HasHayaet
couccregosartenein U3 Ynucna spavyen aTon MeaMLUMHCKON opraHnsaLumu.

2. ViccnepoBaTenb OCyLLECTBNSIET BbIOOP NaUMEHTOB, KOTOPbIE MO MEOMUUHCKMM MOKa3aHWsiM MOryT ObliTb
npuBreYeHbl K Yy4acTuio B KIIMHUYECKOM WCCredoBaHUW NeKapCTBEHHOro npenapata Ansg MeauuUHCKOro
NpUMeEHeHUs.

3. Uccneposatens n couccriegoBaTeny AOMKHbI OblTb O3HAKOMIIEHbI C pe3ynbTataMy AOKIMHUYECKOTO
nccrnegoBaHUsl NEKapCTBEHHOMO CPeACTBa, COAepXaluMMuCcs B Opolutope vccrnenoBaTtens, NPOeKToM NMpoTokona
KNMHUYECKOTO WCCRedOoBaHUA FfEKapCTBEHHOro npenaparta Ans MeOWUMHCKOro nNpuMeHeHus, paspaboTaHHbIM
pa3paboTynMKOM NeKapCTBEHHOro Mmpenapata UM MHbIM IOPUANYECKUM JTMLOM, NPUBMEKAeMbIM K OpraHusaumu
NpoBefEeHUs KIMHUYECKOrO WUCCNeaoBaHMs NEeKapCTBEHHOro npenapata Ans MeAUUMHCKOro MNPUMEHEHUs, U
Opyrumm mMmatepuanamm Takoro uccnegoBaHus.

3.1. PykoBogutenb MeOMUUWHCKON OpraHv3auuyM B CPOK, He MpeBbllalowmi Tpex pabounx AHen co AHA
Hayana npoBeAeHUs KITMHUYECKOro UccneaoBaHus fekapCTBEHHOro npenapaTta aAng MeguuuHCKOro NpuMeHeHus,
coobLiaeT 00 3TOM B YNOMHOMOYEHHBIN hefepanbHbli OpraH UCMOMNHUTENBHOW BNacTW, BblAaBLUUA pa3peLleHne
Ha NpoBeJeHne Takoro nccrnefoBaHns, No YCTaHOBEHHOW UM hopMme.

(4yacTb 3.1 BBegeHa depgepanbHbIM 3akoHOM OT 29.11.2010 N 313-03)

4. OpraHuszauuu, OCYyLeCTBASOWMe opraHusaumio  MpoBeAEeHUs  KIMHUYECKOro  UccrefoBaHus
nekapcTBeHHOro npenapaTta Ang MeaWUMHCKOro NpUMEHEHUA M yKasaHHble B 4Yactu 3 ctatbu 38 HacToswero
depnepanbHOro 3akoHa, B criydae Heo6X0ANMMOCTU BHECEHNS] UBMEHEHMWI B NPOTOKON KMMHUYECKOrO NCCreaoBaHUA
NEeKapCTBEHHOro npenapata pAnsa  MeOWUMHCKOro npuMMeHeHus coobwawT 06 3TOM B YNOSTHOMOYEHHLIN
beeparnbHbIi OpraH UCMOMNHUTENLHOW BRacTu, BblAaBLUMK paspelleHne Ha npoBefeHue Takoro uccrenoBaHus,
Nno yCTaHOBMNEHHOW UM cbopme.

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

4.1. dopma coobLLEHNST O BHECEHUM U3MEHEHUI B MPOTOKOS KITMHUYECKOro UCCNeaoBaHUs NeKapCcTBEHHOro
npenapaTta Ans MeguuMHCKOro NpMMeHeHUs JoMMKHa coaepxaTb crneayouime cBegeHns:

1) HanmeHoBaHWe, aeHTUMUKALNOHHBI HOMEP U AaTa NPOTOKOMNa KNMHMYECKOro UccnefoBaHus;

2) pata BHECEHUS N3MEHEHUI B MPOTOKON KIMHUYECKOro UCCreAoBaHUS;

3) HaMMeHOBaHWe N MeCTO HaxXOXAEeHUS 3asaBUTENS;

4) HaMMeHOBaHWe opraHM3auuy, NPUBMIEYEHHON pa3paboT4MKOM NIEKapCTBEHHOrO Npenaparta K opraHnsawmm
NpoBeaeHUs KIMMHMYECKOrO UccnenoBaHus (Mpy Hanmumm);

5) HaumMeHOBaHMA U MecTa HaxXOXAEHUS MEeAULMHCKUX OpraHvM3auuii, B KOTOPbIX NMPOBOAMUTCS KITMHUYECKOe
nccnenoBaHue;

6) oaTa Bblgaym paspeLLeHmns Ha NpoBeAEHNE KITMHUYECKOTO MCCNeSoBaHMS U HOMEP 3TOro paspeLleHus;

7) N3MEHEHMUS, BHOCMMbIE B NMPOTOKOS KITMHUYECKOrO NCCNEeA0BaHUS.

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

5. B cpok, He npeBbllaloWuin TpUaLaTn pabounx gHew Co HS NONMYYEHUS yKa3aHHOMO B YacTu 4 HacTOsLLEN
cTaTbl COOOLLEHMS, YMOMHOMOYEHHLIN deaepanbHbIil OpraH MCMNOSMIHUTENBHOW BriacTU paccMaTtpuBaeT 3To
coobLLeHNe B YCTAHOBMEHHOM WM MOPSiAKE M MPUHMMAaET pelleHWe O BHECEHMU W3MEHEHMI B MPOTOKON
KMMHUYECKOrO MCCNeaoBaHWsi NEeKapCTBEHHOro npenaparta Ans MegUUMHCKOTO MpUMMEHeHMst unum o6 oTkase BO
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BHECEHWW TaKNX U3MEHEHUN.

6. KnuHnyeckoe nccnegosaHve nekapCTBEHHOMO npenapata Ans MeguuMHCKOro nNpuMeHeHus MoXeT ObiTb
NMPUOCTAHOBNEHO WM MNpekpaLwleHo, ecnu B Npouecce ero nposedeHus obHapyeHa OnacHOCTb AN KWU3HMW,
3[0pOBbs NauMeHToB. B crnyyae BO3HWMKHOBEHMSI OMACHOCTW ANS XW3HW, 340POBbA NauuMeHTa, y4yacTBYIOLLEro B
KMMHUYECKOM MWCCMNEeAoBaHMM eKapCTBEHHOrO npenaparta Ans MeguumMHCKOro MNpUMEHEHUs, uccregoBaTenu
00653aHbl NponHPOPMNPOBaTbL 00 3TOM PYKOBOAMTENS MEAMLMHCKOM OpraHu3aumm n opraHusauuio, nonyyYuBLLyiO
paspelleHne ynonHoMoYeHHoro defeparnbHOro opraHa MCNOMHUTENbHOW BNacTU Ha OopraHnsaumio npoBeaeHust
KNMUHUYECKOrO UCCredoBaHUA neKkapCcTBEHHOro npenapata. PelweHne O nNpUOCTaAHOBREHUU KITMHUYECKOrO
nccnegoBaHUa fekapcTBEHHOro npenapata Ang  MeAuUMHCKOrO MNpUMEHEHUs MPUHUMAaKT  pyKoBOAUTENb
MEeOMULMHCKOW OopraHm3aumm n (unm) opraHmsauus, nonyvvBlUas paspeLleHne ynorTHOMOYEHHOro defepanbHOro
opraHa MWCMNOMHUTENbHOW BracTW Ha OpraHu3auuio MpoBeAeHUs KIMHUYECKOro UCCrefoBaHWUs fekapCTBEHHOMO
npenapata Ans MEAULMHCKOrO MPUMEHEHUs, pelleHve O MnpekpaweHunM Takoro uccnegoBaHus MpUHUMaeT
YMOMHOMOYEHHbIW dhefepanbHbIl OpraH WUCNOMHUTENBHOM BMACTUM Ha OCHOBAHWM COOOLLEHUA B MUCbMEHHON
dopme  pykoBOAUTENA  MEOMUMHCKOW  OpraHusauum  Wnu  opraHusauus, nonyyuBlI@s  paspelleHue
YNONTHOMOYEHHOro (hefepanbHOro opraHa MCMOMHUTENbHON BNACTM Ha OpraHM3aumio NpPoBeaeHNs KIMHUYECKOro
nccrnegoBaHuns ekapcTBEHHOTO npenapara A8 MeaUUMHCKOro NpUMEHeHs.

7. B cpok, He npeBbllaWUN MATM paboumx OHEW CO [HA 3aBepLUeHUs, NPUOCTaAHOBMEHMS UMK
npekpawleHss KNMHUYECKOro uccneoBaHus NekapCTBEHHOro npenapata Ans MeOuUUHCKOro npuMeHeHus,
coobuieHne o0 3TOM HampaBnseTcs opraHvM3aumMsiMM, ykasaHHbIMM B 4actu 3 crtatbu 38 HacTosLero
defeparnbHOro 3akoHa, B YNosIHOMOYEHHbIN dhefepanbHbIi OpraH UCNONHUTENBHOW BRacTy MO YCTAaHOBMEHHOW UM
dopme.

8. ®opma cooblieHnss 0 3aBepLUEHWM, NPUOCTAHOBIEHNN UMW MPEKpaLLEeHUN KIMHUYECKOrO 1CCrefoBaHns
nekapcTBEHHOro npenapara ansg MeauumHCKOro NpUMeHeHns AoMmkKHa cogepxaTb:

1) mHpopmMaumMo 0 MEAMUUHCKON OpraHvM3aumMm nnv MeguumMHCKUX OpraHv3aumnsix, NpOBOAMBLUMX AaHHOE
nccrnegoBaHue;

2) onvcaHne JaHHOro nccneaoBaHus;

3) paHHble wuccneposatensa (damunus, uMs, OTYECTBO, MeCTO paboTbl, 3aHMMaemas [OOMMKHOCTb,
cneumanbHOCTb, CTax paboTbl NO MpPOrpaMMaM  KIMHUYECKMX WCCRefoBaHWW fekapCTBEHHbIX Mnpenaparos,
nepeyveHb KNMHUYECKNX UCCNESOBAHWI NEKAPCTBEHHbIX NpenapaToB, B KOTOPbIX OH NpMHUMMAan ydactue (nepuogsbl
yyacTusi) B Ka4ecTBe nccnegoBaTenst unu conccnenoBaTens);

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

4) pesynbTaT [aHHOIO MWCCrefoBaHWs (3aBeplLueHne, NPUOCTaAHOBREHME UMW MpeKpalleHne [aHHOro
NccrefoBaHUsl C yKasaHMeM MX MPUYMH U BIUSIHUS Ha OLEHKY €ero pesynbTaToB, OOLLyH OLEHKY pucka u
OXuaaeMon nonb3bl OT MPUMEHEHUS WUCCredyeMoro nekapCcTBEHHOro npenapaTta, a Takke npeanornaraemble
AanbHenwne 4encTsems).

9. YNonHOMOYeHHbI hefepanbHbii OpraH MCMONMHUTENbHOW BriacTn onybnukoBbiBaeT M pasMellaeT Ha
cBoeM odumumnansHom cante B cetn "MHTepHeT" coobLueHne o 3aBepLueHnm, NPUOCTaHOBIEHUN UK NpeKpaLLeHun
KMMHUYECKOrO WCCnefoBaHWs NEeKapCTBEHHOro npenapata And MeAUUUHCKOTO MNPUMEHEHWS B CPOK, He
npeBblatoWmi N9TM paboymx AHEN co AHS ero Nony4YeHus, B yCTaHOBNIEHHOM UM NopsaKe.

10. YnonHomoueHHbIn beaepanbHbll OpraH UCNOMHUTENBHOW BracTu OCYLIEeCTBNSAeT BedeHue peecTpa
nuccnegosaTernen, NPoBOAALWMX UM NPOBOAMBLUNX KNUHUYECKNE UCCNeoBaHWUs NekapCTBEHHbIX NpenapaToB Ans
MeOMLIMHCKOrO0 NPUMEHEHUs, B COOTBETCTBUM C YTBEPXKAEHHbIMW UM MpaBuraMmyv U pasMellaeT ero Ha CBOeMm
oduumnansHoMm cante B ceTu "VIHTepHeT" B YCTaHOBNEHHOM UM nopsake. YKasaHHbIA peecTp CcoOepXuT
WHpopMaumio, NpegyCMOTPEHHYI0 NMYHKTOM 3 YacTu 8 HacTosLen cTaTby.

11. OT4eT 0 pesynbTaTax KIMHUYECKOrO UCCNEeOoBaHUA NeKapCTBEHHOro npenapara ans MeguuuHCKOro
NMPUMEHEHWs1 COCTaBMAETCH OopraHm3aumen, ykasaHHon B 4Yactn 3 ctatbn 38 HacToswero egepanbHOro 3akoHa,
Ha OCHOBaHMW 3aKMYEHUN MEOULMHCKUX OpraHM3auui, NPOBOAUBLUMX 3TO UCCNedoBaHWe, U NpeacTaBnsdeTcs B
YMONMHOMOYEHHbIN defepanbHbIn opraH UCNONHUTENBHOW BRacTy, BblAaBLUNA pa3peLleHne Ha NpoBeaeHne 3Toro
nccrnegoBaHusi, B CPOK, HE MPEBLILAIOWMA Tpex MecsueB CO OHA €ero 3aBepLleHusl, MPUOCTaAHOBIEHWS UIU
npekpaLleHuns, B Nopsigke, yCTaHOBIIEHHOM YMOSTHOMOYEHHbIM hefepanbHbIM OpraHOM UCTMIONHUTENBHOW BiacTu.

12. HapyweHve npaBun  KIMHWYECKOW MpakTUKM, danscudukaumsa pesynstatoB  KIMMHUYECKOro
nccrneoBaHust NEKAPCTBEHHOIO npenapara Anst MEAULMHCKOrO NMpUMEHEHUS BMEKYT 3@ COOON OTBETCTBEHHOCTL B
COOTBETCTBMM C 3aKoHoAaTensCcTBOM Poccunckon degepaumu.

13. lpu npoBegeHUM KIMHUYECKOro WCCrnedoBaHUA nekapCTBEHHOro rnpenapata Ans MeguuuHCKOro
NpMMeHeHus gonyckaeTcsa 3abop y naumMeHToB Guonormyeckux Matepmarnos (obpasLbl GUONOrMYecknX XUOKOCTEN,
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TKaHeW, CEKPeTOB N NPOOYKTOB XWU3HeOeATENbHOCTM YenoBeka, (hU3nonormyeckux n NaTonormyeckux BblgeneHun,
Ma3KoB, COCKODOOB, CMbIBOB, MUKPOOPraHU3mMoB, OGUOMCUMHBIA MaTepuan) Afs WX U3yYeHUs Ha Tepputopuu
Poccuiickon ®epepauum u (unu) 3a npegenamu tepputopun Poccuiickon ®epepavmu.

14. Mopsgok BBO3a Ha TeppuToputo Poccuiickon ®Penepaumm u BbiBO3a 3a npedenbl Tepputopum
Poccuiickon ®depepaumm  GUOMNOrMYEcKMX MaTepuanoB, MOMNYYEHHbIX MpUM  MPOBEAEHUU  KIMHUYECKOrO
nccrnegoBaHust IEKAapCTBEHHOIO npenapaTta Ans MeAWLMHCKOro NpUMEHEHUs], ycTaHasnuBaeTcd [paBnTenscTBom
Poccunckon ®egepaumn.

Cratbsa 41. ,D,OFOBOp O npoBeaeHun KIMHUYEeCKOro wuccriegoBaHnAa JeKapCTBeHHOro npenapara and
MeaNLNHCKOIo NnpuMeHeHuns

1. KnuHn4yeckoe nccnegoBaHue nekapcTBEHHOro npenapara ans MeaMumMHCKOro npMMeHeHus NnpoBOAnTCS B
COOTBETCTBUN C [OrOBOPOM O MPOBEAEHUM KITMHMYECKOrO WCCReaoBaHWs neKapCTBEHHOro npenapata Aans
MEeLMLIMHCKOrOo NPUMEHEHNS, 3aKNO4YaeMbiM MEXAY opraHusaumen, NonyymBLLEN pa3pelleHme YnonHOMOYEHHOro
denepanbHOro opraHa WCNOMHUTENBHOM BRACTU Ha OpraHu3aumMilo NPOBEAEHMS Takoro WCCrefoBaHus, U
MEeLMLMHCKON opraHM3aLmen, OCyLLEeCTBISIOWEN NPOBEAEHNE TaKoro NCCIEeA0BaHNS.

2. [loroBop 0 nNpoBeAeHMM KIMHUYECKOro MUCCrefoBaHWs NEKapCTBEHHOro npenaparta Ans MeauuMHCKOro
NPUMEHEHNS OOMKEH coaepXaThb:

1) yCrnoBu1s 1 Cpoku NpoBeAeHNs1 LAHHOIO NCCIe0BaHUS;

2) onpegeneHve obwen CTOMMOCTM MporpamMmmbl [AHHOMO MWCCMEAOBaHUMSA C  YKasaHWEM CYMMbl,
npeAHasHavaroLwencs ans BobinmaTt uccnegoBartesnsm, couccrieqoBaTensam;

3) onpegeneHve oOpMbl NPEACTaBMEHUSA pe3ynbTaTOB [AaHHOIO WCCRefoBaHWst B YMOJSIHOMOYEHHbIV
deaepanbHbIi OpraH UCNOSTHUTENBHOW BacTy.

Cratba 42. ®duHaHcOBOe obecneyeHne KIMHUYECKOrO WCCReAoBaHUsA fekapCTBEHHOro npenaparta Ans
MEeOMLMHCKOrO NPUMEHEHNS

duHaHcoBoe obecneyveHme KIMHUYECKOro MCCrefoBaHWsl NEKapCTBEHHOrO npenapara ans MeauumMHCKOro
NPUMEHEHMNS OCYLLLECTBIISIETCS 3a CYET:

1) cpeacTB pegepansHoro SrookeTa;

2) cpefCcTB OpraHM3auuin, Nofny4yMBLUNX pas3peLleHne Ha OpraHM3aumio NpoBEAEHNS AHHOMO UCCrefoBaHus,
B COOTBETCTBMM C YCINOBUSIMW JOroBOpa O €ro NpoBeaeHnm;

3) MHBIX He 3anpeLLeHHbIX 3akoHogaTenbcTBOM Poccunckon ®efepaunm MCTOUHUKOB.

Cratbst 43. MNpaBa NauMeHTOB, y4aCTBYIOLUMX B KIIMHUYECKOM WCCIELOBaHWM NekapCTBEHHOro npenapata
ANs MeAMLUHCKOTO NPUMEHEHUS

1. YyacTme naumMeHTOB B KIMHUYECKOM WCCregoBaHUWM NeKapCTBEHHOro npenaparta Ans MeguumuHCKOro
NpMMeHeHus SBnAeTcs 4OO6POBOSbHbBIM.

2. MauuneHT unu ero 3akoHHbIN NpeacTaBuTenb AOMKeH BbITb NHPOPMMPOBAH B MUCbMEHHOW (hOpME:

1) o nekapcTBeHHOM MpenapaTte AN MegULMHCKOro NPUMEHEHUS N CYLLHOCTU KMMHUYECKOro UccneaoBaHns
3TOro NekapcTBEHHOro npenapaTa;

2) o 6GesonacHOCTW JfeKapCTBEHHOro npenapata Ans MeOWUMHCKOTO MPUMEHEHMUS, €ro oXuaaemoun
3P HEKTUBHOCTU U CTEMNEHU PUCKa ANSA NaLMNEHTa;

3) 06 ycnoBusX y4acTus naumeHTa B KIMHUMYECKOM MWCCredoBaHUM FekapCTBEHHOro npenapara ang
MeAMLMHCKOro NpUMEHEHNS;

4) 0 uenu unu uensax U NpogoMKUTENbBHOCTM KITMHUYECKOrO UCCIef0BaHUS NeKkapCTBEHHOro npenaparta ang
MeAMLMHCKOro NPUMEHEHMS;

5) 0 gencTBusAX naumeHTa B criyyae HenpeaBuaeHHbIX 3PEKTOB BNNSHNS NEKapCTBEHHOro npenapara Ans
MeAMLIMHCKOro MPUMEHEHUS Ha COCTOSAHWE ero 300POBbS;

6) 06 ycrnoBusix 0683aTenbHOro CTPaxoBaHUS XU3HW, 340POBbs NAUMNEHTA;

7) O rapaHTUaX KOHMUAEHUMANbHOCTM ydyacTus nauueHTa B KIMHUYECKOM UCCrefoBaHuW NekapcTBEHHOro
npenapata Ans MeAMUUHCKOro NPUMEHeEHMS.

3. [HobpoBonbHoe corrmacue nauvMeHTa Ha yvacTMe B KIMHWMYECKOM MWCCredoBaHUM ekapCTBEHHOro
npenapaTta Ans MeOULMHCKOro MPUMEHEHUs MNOATBEepXAaeTcs ero noAarnucbio UM noAanucbio ero 3akoHHOro
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npeacraBuTens Ha MHHOPMALIMOHHOM NUCTKE NaumneHTa.

4. TlaumMeHT unu ero 3akOoHHbLIN MpPeAcTaBuUTENb MMEET NPaBo OTKa3aTbCA OT Y4acTUA B KIIMHUYECKOM
nccrnegoBaHUM NEKapCcTBEHHOro npenaparta Ans MeauuMHCKOro npuMmeHeHus Ha nobon ctagun nposefeHus
Takoro nccrnegoBaHus.

5. lNpoBeaeHne KNNHUYECKOro nccnegoBaHns NekapcTBEHHOrO npenapaTta Ans MeanUMHCKOro NpuMeEHeHUs
C y4acTMeMm B KayecTBe NaumeHTOB AeTeln O0onyckaeTcs TOMbKO C cormnacusa B MMCbMeHHON hopMe nx poauTenen,
ycbiHOBuTENEW. [leTn Moryt paccmatpuBaTbhbCs B KayecTBe MOTeHUMarnbHbIX MaluMeHTOB Takoro UCCrefoBaHus,
TONBKO €Cnn ero NpoBedeHne HeobXxoANUMO AN YKpenneHns 300poBbs AeTer Un NpodunakTUKN MHEKLMOHHBIX
3aboneBaHun B AETCKOM BO3pacTe NnbO ecnn Lenblo Takoro MccrnefoBaHus SBMASETCS NOoflyyeHue AaHHbIX O
Haumny4dlen JO3MPOBKe NleKapCTBEHHOro npenapara ansg neveHuns geten. B aTux cnyyasax TakoMmy vccrnenosaHuio
OOMKHO npefwecTsoBaTb KMMHWYECKOE UCCMefoBaHWe FieKapCTBEHHOro npenapata Ans  MeAMUUHCKOro
NPUMEHEHWS Ha COBEPLLUEHHONETHUX rpaxaaHax.

6. 3anpelyaeTcs NpoBeAeHNE KITMHNYECKOro UCCeaoBaHus fekapCcTBEHHOro npenapata Ans MeguumnHCKoro
NPUMEHEHWS C y4acTMeM B Ka4yecTBE NauneHTOB:

1) peTen-cnpoT 1 geTen, octaBunxcs 6e3 noneyeHnss poguTenen;

2) xeHWuH B nepvon O6epemMeHHOCTW, XEHWWH B Mepuod rPyaHOro BCKApMIIMBAaHWSA, 3a WUCKIOYEHWEeM
crnyyaeB, ecnv MpPOBOAUTCSH KIUMHWYECKOe WCCnedoBaHWe NeKkapCTBEHHOro npenaparta, npegHasHa4YeHHoro Aans
YKa3aHHbIX >XEHLLMH, MpW YCNoBUM HEOOXOOUMOCTM MomnydYeHns MHOopMauuM TONMbKO BO BpeMs MpoBedeHUs
COOTBETCTBYIOLLMX KIUHUYECKUX WCCIEAOBaHWN U MPUHATMSA BCEX HEOOXOAMMbIX Mep MO WCKITHYEHMIO pucka
HaHeceHus Bpeda XeHWuHe B nepuog 6epeMeHHOCTH, XeHLW He B Nepuo rpyaHoro BCKapMvMBaHus, nnogy unm
pebeHky;

3) BOEHHOCMYXaLLMX, 3a UCKINIOYEHNEM CyvaeB NPOBEAEHWS KITMHUYECKOro UCCre0BaHUs NekapCTBEHHOro
npenapaTa, crneumanbHO pa3paboTaHHOro Ans NPUMMEHEHWs B YCMOBUSAX BOEHHbIX AENCTBUW, Ype3BblYanHbIX
cuTyauun, NpodUNakTMKU U neyveHuss 3aboneBaHU M MOPaKeHUW, NONYYEHHbIX B pes3ynbTaTte BO3OEeNCTBUS
HebnaronpuATHbLIX XMMUYECKMX, Bronormyecknx, pagnaumoHHbix aktopoB. KnnHuyeckoe mccnegoBaHne Takoro
nekapCTBEHHOro npenapara MOXeT MPOBOAMTLCS C yvacTMEM B KayecTBe MauUMEHTOB BOEHHOCHYXaluux, 3a
NCKMIOYEHMEM BOEHHOCITYXalUMX, MPOXOASALMX BOEHHYK crniyx0y no npusbiBy, C¢ cobniwogeHunem TpebosaHum,
YyCTaHOBMEHHbIX HacToswmm degepanbHbIM 3aKOHOM B OTHOLLEHUMN TPaXAaHCKUX N,

4) COTPYAHMKOB NPaBOOXPaHUTENbHbBIX OPraHoB;

5) nuu, oTObIBaOWMX HaKa3aHWe B MecTax NueHns cBobodbl, a Takke nuL, HaXOAAWMNXCH NOA CTpaXen B
CNEeACTBEHHbIX N3onaTopax.

7. [onyckaeTcs NpoBefdeHne KIMHUYECKOro 1UccrefoBaHuns fiekapCcTBEHHOro npenapara ans MeauumMHCKOro
NpUMeHeHWs, nNpegHa3Ha4YeHHoro AN fevyeHus ncuxuyeckux saboneBaHuii, C y4acTMeM B KayecTBe MauuneHToB
My ¢ ncuxuyeckuMu  3aboneBaHWAMW, MNPU3HaHHbIX HedeecrnocoOHbIMM B Nopsigke, YCTaHOBMEHHOM
3akoHogaTtenbcTBoM Poccuiickon ®epepaummn. KnnHuyeckoe uccrnegoBaHue nekapCTBEHHOrO rnpenapaTta B 3TOM
cryyae NpoBOAUTCH MPWU HanMyum cornacus B MMCbMEHHON hopme 3aKOHHbIX NpeacTaBuTeNnen yka3aHHbIX nuL.

Cratbsn 44. ObGsasatenbHOe CTpaxoBaHWE >XW3HW, 300pPOBbs MaLMeHTa, Y4acTBYHOLLEro B KIMHWYECKOM
nccrneoBaHUM NekapCTBEHHOMO Npenaparta Ans MeauuMHCKOro NPUMeEHeHNs

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

1. OpraHuzauus, NonyymBlLas pa3pelleHne Ha opraHusauuio MPOBEAEHUSI KIMHUYECKOro WUccrneaoBaHus!
neKkapcTBEHHOro npenaparta afs MeAMUMHCKOrO NMpUMEHEHMs, obsizaHa B kayecTBe CTpaxoBaTens CTpaxoBaTb
PUCK MPUYMHEHWUSI BPeda >XW3HW, 3[0POBbI0 NauMeHTa B pe3ynbTaTe NpoBeAeHUs KIMHUYECKOro UCCrnedoBaHus
NekapCTBeHHOro npenapata And MeauUuUHCKOro npuMeHeHusa 3a CBON cueT nyTemM 3akn4eHuna [oroesopa
0065A3aTenbHOro CTpaxoBaHus.

2. O6bekToM 06s13aTeNbHOr0 CTPaxoBaHWUS ABMSIETCA MMYLLECTBEHHbIV MHTEpEeC nauMeHTa, CBA3aHHbIA C
npunynHeHnemMm Bpega ero Xu3Hu wunn 300pOoBbiO B pe3ynbTaTe npoBedeHUA KIUHU4YeCcKoro wuccrnenoBaHuA
NNeKapCTBEeHHOro npenapata Aanda MeamuuHCKoro npuMeHeHuna.

3. CTpaxoBbiM cry4yaeM MO [OroBopy 00si3aTeNnbHOro CTpPaxoBaHWUsi SIBMSETCA CMePTb MauuMeHTa unu
yXyOlweHue ero 340poBbsi, B TOM 4uUCne Briekyllee 3a coboW YCTaHOBNEHWE WHBANMOHOCTW, NPU HanMuuu
NPUYUHHO-CNEACTBEHHON CBSI3N MeXAy HacTynneHWeM 3TOro COObITUS M y4acTWeM NauueHTa B KIMHUYECKOM
nccnefoBaHMM NekapCcTBEHHOro npenapara.

4. TpeboBaHua O BO3MELLEHUW Bpeaa, NPUYMHEHHOTO XU3HWU UMW 300POBLI0 MaUMEHTA, NPEAbLSBRASOTCS B
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TeYeHne CPOKOB UCKOBOW AaBHOCTU, YCTAHOBMNEHHbIX MPaXXAaHCKMM 3aKOHO4ATENbCTBOM.

5. Paamep cTpaxoBoW BbinnaTbl N0 4OroBOpPY 0653aTeNbHOr0 CTpaxoBaHUsA COCTaBNAeT:

1) B cnydyae cmepT¥ nauvMeHTa [Ba MUMANMOHA pybren Ha Kaxaoro naumeHTa, yyYacTBOBaBLUEro B
KMMHUYECKOM MccneaoBaHny iekapCTBEHHOrO npenapara;

2) npu yxyaLleHun 300poBbs NauneHTa:

a) nosnekwem 3a cobon ycraHOBNEeHNe UHBANMAHOCTU | rpynmnbl, OAVH MWUMMMOH NATLCOT ThiCAY pybnen Ha
Ka»kaoro naumeHTa, y4acTBOBaBLLErO B KIIMHUYECKOM UCCIeA0BaHUN NekapCcTBEHHOro npenapara;

6) nosnekwem 3a cobon ycTaHoBneHue uHBanWAHocTu Il rpynnbl, oAMH MWAAMOH pybnen Ha Kaxgoro
naumeHTa, y4acTBOBaBLUErO B KITMHUYECKOM MCCrefoBaHMN NekapCTBEHHOro npenapaTa;

B) noBsrekwem 3a cobon yctaHoBrneHwe wnHBanugHocTu |l rpynnbl, AATLCOT ThiCAY pybnew Ha Kaxgoro
naumeHTa, y4acTBOBaBLUErO B KITMHUYECKOM UCCIeNoBaHMN NekapCTBEHHOro npenapaTa;

r) He noBnekwem 3a cobomn yCcTaHOBMNEHUA UHBaANNOHOCTW, He Bornee Yem TpucTa ThiCAY pyGren Ha Kaxaoro
naumeHTa, y4aCcTBOBaBLUENO B KITMHNYECKOM UCCMEeaoBaHUN NekapCTBEHHOro npenaparTa.

6. Paamep cTpaxoBbix BbINAaT MOXET ObITb YBENMYEH HA OCHOBaHUN peLLeHns cyaa.

7. Cpok poroBopa 00a3aTenNbHOMO CTPaxoOBaHUA He MOXeT ObiTb MeHee, 4eM CpOoK npoBedeHus
KMMHUYECKOro UccrnefoBaHus nekapCcTBEHHOro npenapara.

8. Ycnosusa gorosopa obs3aTenbHOro CTpaxoBaHus, B TOM 4YuCre CTpaxoBble Tapudbl MO 06A3aTensHOMY
CTPaxoBaHWIO, nepeyvyeHb HeobXOAUMbIX [AOKYMEHTOB [ANs OCYLIECTBIIEHNs CTPaxoBOW BbiMnaTtbl, MNOPSAOK
YCTaHOBMNEHUS  CTpaxoBaTeneM  WHOAMBUAYANbHOTO  WOEHTUMUKALMOHHOIO  Koda  nauueHTa,  Mopsiaok
MHOPMUPOBAHMA  CTpaxoBaTerieM CTpaxoBLUMKa O MNPUBIEYEHHbIX K  KIWHWYECKOMY  UCCredoBaHUIo
nekapcTBEeHHOro npenapata Ansg MeguumMHCKOro NPUMEHEHUs nauueHTax, NopsAoK ynnaTbl CTPaxoBOW MpemMuu,
nopsaoK peanusaumm onpefeneHHbIXx HacToswmmM ®efepanbHbiM 3aKOHOM U Apyrmn degeparnbHbiMU 3aKoOHaMu
npaB n 06A3aHHOCTEN CTOPOH NO AOroBopy 0653aTeNbHOro CTpaxoBaHUs yCTaHaBNMBaOTCA TUMOBbLIMU NpaBuiamu
06sa3aTenNbHOro CTpaxoBaHus.

9. B cnyyae npuvunHeHUs Bpeda XW3HU nNaumeHTa, y4acTBOBaBLUErO B KIMHWYECKOM WCCreaoBaHuK
nekapCcTBEHHOro npenapara, Bbirogonpuobperarensamu no AoroBopy o6sa3aTenbHOro CTpaxoBaHWA SBMSAOTCA
rpaxkgaHe, MeroLwne NpaBo Ha BO3MELLEHME Bpeda B Criydyae CMepTy KOpMUIbLa B COOTBETCTBUMN C rpaXgaHCKUM
3aKOHOOATeNbCTBOM, NPW OTCYTCTBUMM TakMX rpaxgaH - poavTenu, Ccynpyr, AeTW YyMepLluero nauueHTa,
y4acTBOBAaBLUErO B KIMHWYECKOM WCCneaoBaHUW NEeKkapCTBEHHOro npenaparta, B CrydYae CMepTu nauueHTa,
y4acTBOBAaBLLEro B KIMHUYECKOM UCCMNEeNOoBaHUN NEKapCTBEHHOro npenaparta u He MMeBLUEro CaMOCTOATENbHOIO
Aoxoaa, - rpaxaaHe, Ha WXAUBEHWUM KOTOPbIX OH HAaXOAWMCS, B OTHOLLEHMN BO3MELLIeHNS pacxoAoB Ha norpebeHne
naumeHTa, y4acTBOBaBLLEro B KNMHUYECKOM UCCMEeAoBaHUM NeKapCTBEHHOMO npenapara, - nuuo, NoHecLllee Takne
pacxofpl.

10. CTtpaxoBas BbIMsaTa B CHET BO3MELLEHWUs Bpeaa, NPUYUNHEHHOIO XM3HW MauneHTa, y4acTBOBaBLUEro B
KMMHUYECKOM MCCNeaoBaHUM NeKkapCTBEHHOro npenapara, pacnpejensercd Mexay Bblirogonpuobperarensmu
NPOMNOPLMOHANbHO UX KONMYECTBY B paBHbIX AOMSX.

11. Tpwn HacTynneHun CTPaxoBOro cry4yas nNauMeHT, Y4acTBOBABLUMW B KIWHWYECKOM WCCregoBaHum
nekapCcTBEHHOro npenaparta, BblrogonpuobpeTatens BApaBe MpeabsBUTb HEMOCPEACTBEHHO CTPaxOBLUMKY
TpeboBaHMe O BO3MeLLeHUW npuyYnHEeHHoro Bpeda. CTpaxoBasd BbinnaTa OCYLECTBASAETCA CTPaxOBLUUMKOM B
TeYyeHne TpuauaTu OHEW CO AHA NpeAacTaBneHus HeobXoauMMbIX AOKyMeHTOB. [lauueHT, yyacTBOBaBWWA B
KMMHWYECKOM MCCneaoBaHMM NeKapCTBEHHOro npenapata, wnu  BblirogonpuobpetaTens 06s3aH CcooOWMTb
CTPaxoBLUMKY AN OCYLLECTBIEHUS CTPaxoBOM BbIMmnaThl MHAMBUAYANbHLIA MOAEHTUMOUKALUMOHHBIN KO NauueHTa,
YCTaHOBIEHHbI CTpaxoBaTernieM B COOTBETCTBMU C TUMOBLIMW NpaBunamMu obs3aTenbHOro CTPaxoBaHus.

12. [lo nonHoro onpegerneHns pasmepa MOAMexallero BO3MELLEHMIO Bpeada CTPaxoBLUMK MO 3asBMEHUIO
naumeHTa, y4acTBOBaBLUEro B KIWMHWYECKOM WCCreoBaHUM IeKapCTBEHHOro mnpenapaTa, Wnu  3asiBNeHuto
Bbirogonpuobpetarens BrnpaBe OCYLWECTBUTb 4YaCTb CTPaxOBOW BbiNnaTtbl, COOTBETCTBYIOLLYI akTU4eckm
onpeaeneHHon YacTu NPUYNHEHHOTOo Bpeaa.

13. CtpaxoBas BbinnaTa B COOTBETCTBUM C OOrOBOPOM 00S3aTenbHOMO0 CTpaxoBaHWs OCYLLeCTBMseTCH
He3aBMCMMO OT BbIMMaT, MPUYUTAIOWMXCS N0 APYIMM BUAaM CTpaxoBaHUs.

14. He ponyckaeTtcs yyacTve naumeHTa B NpoOBeAEHUM KITMHWYECKOro WCCredoBaHUsA neKkapCTBEHHOro
npenapaTa npu OTCYTCTBUM AOroBopa 06a3aTenbHOro CTpaxoBaHus.

15. KoHTpoOmnb 3a WCMNOMHEHWEM opraHusauuven, nonyyYuBlIEr paspelleHre Ha opraHusauuio NposefeHus
KMMHUYECKOro UCcneaoBaHUs fekapCTBEHHOro mnpenapaTta Ans MeguumHCKOro MNpUMEHEHUs, YCTaHOBIIEHHON
HacTosiLLen cTaTbeln 06A3aHHOCTN NO 0b6s3aTENbHOMY CTPAXOBaHMIO XU3HW, 340POBbA NauUMeHTa, y4yacTBYHOLLEro
(yyacTBOBaBLUErO) B KIMHWYECKOM  UCCMNEedOBaHWM  NeKapCTBEHHOro  npenapaTta,  OcyllecTBnseTcs
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YNOJNTHOMOY€E€HHbIM cbep,epaanuM opraHom NCMOMHNTENBHOW BNacTu, BblOaBLUUM pa3peLueHne Ha npoBegeHune
KNMUHUYECKUX NCCreaoBaHUN NeKapCTBEHHbIX nNpenapaTtoB ANld MeauLMHCKOro npuMeHeHun4.

Mnaea 8. MIPOU3BOACTBO U MAPKUPOBKA NIEKAPCTBEHHbIX CPEACTB
Crtatba 45. [Npon3BoaCTBO NEKapCTBEHHbIX CPEeACTB

1. [Mpou3BoacTBO NEKapCTBEHHbIX CPeacTB  AOIDKHO  COOTBETCTBOBATb MpaBuiiaM  opraHusauuu
NpOu3BOACTBA M KOHTPOMS KayecTBa NeKkapCTBEHHbIX CPeacTB, YTBEPXKAEHHBIM YNONHOMOYEHHbIM dheaepanbHbIM
OpraHoM UCMOMHUTENBHOW BriacTw.

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

2. Mpon3BoACTBO NeKapCTBEHHbIX CPeacTB Ha Tepputopum Poccuiickon depgepaumm ocyllecTBnseTcs
Npou3BOaUTENSIMU NTIEKAPCTBEHHbBIX CPEACTB, MMEKLUMU NNLIEH3NIO0 HA MPOU3BOACTBO JIEKapCTBEHHbBIX CPEACTB.

3. Npon3BOACTBO NEKapCTBEHHbBIX CPEACTB OcyLlecTBNsaeTcsa ¢ cobnogeHnem TpeboBaHMin NPOMBbILLIEHHOTO
perrnamMeHTa, KOTOpbIA YTBEPXOAETCS PYKOBOAMTENEM MNPOU3BOAMTENS NEKAPCTBEHHbLIX CPEACTB M BKMOYaeT B
cebsa nepeveHb UCMOMb3yeMbix hapMaueBTUYECKMX CYOCTaHLMA U BCMOMOraTerbHbIX BELIECTB C yKa3aHWeM
KONMMYeCTBa KaXKaoro n3 HUX, AaHHble 06 ncnonb3yeMom 06opyaoBaHnm, onucaHne TeXHONOrMYeCckoro npouecca u
MEeTOAO0B KOHTPOSIS Ha BCEX 3Tanax NPOM3BOACTBA NIeKapCTBEHHbIX CPeaCTB.

4. Tlpy npousBoACTBE F€KapCTBEHHbIX CPEACTB MCNonb3yloTcd papmauesBTnyeckne cybcrtaHuunm,
BKIIOYEHHbIE B rOCYAaPCTBEHHbIN PEeCTp NeKkapCTBEHHbIX CPeaCcTB.

5. 3anpellaeTca Npon3BoaCTBO:

1) nekapcTBeHHbIX CPEACTB, HE BKIHYEHHbIX B rOCY4APCTBEHHbIN PeecTp feKapCTBEHHbIX CPeAcTB, 3a
WCKIMIOYEHMEM NEKapCTBEHHbIX CPeAcTB, NMPOM3BOAMMBIX AN1S MPOBEAEHUS] KITMHUYECKMX WCCNeLOoBaHUM WM ANs
3KCMopTa;

2) hanbCMPULNPOBaHHBIX NEKAPCTBEHHbLIX CPEACTB;

3) NnekapCTBEHHbIX CPeACTB 6e3 NMLEH3NM Ha MPON3BOACTBO JIEKAPCTBEHHbBIX CPEACTB;

4) nekapcTBEHHbIX CPEACTB C HapyleHWeM MpaBuil OpraHv3aumvM NpOM3BOACTBA W KOHTPOMS KayecTBa
nekapCTBEHHbIX CPeACTB.

6. lNpn BBOAE NEKAPCTBEHHbLIX CPEACTB B rpakgaHCKMi 0BOPOT YNOMHOMOYEHHOE MULO NPOU3BOAMTENS
NneKapCTBEHHbIX CPEACTB OCYLLECTBNSAET MOATBEPKOEHNE COOTBETCTBUSA NEKapCTBEHHbLIX CPeAcTB TpeboBaHusM,
YCTaHOBMEHHbIM NPW WX T[OCYAApPCTBEHHOW perucTpauuM, W rapaHTupyeT, 4YTO fekapCTBeHHble CpeacTBa
npousseneHbl B COOTBETCTBUM C NpaBunamm Npon3BoACTBa U KOHTPOISA KavyecTBa NeKapCTBEHHbIX CPeACTB.

7. YNONMHOMOYEHHbIM NMLOM NPOU3BOANTENS NEKapCTBEHHbIX CPEACTB SABNSETCA ero paboTHWK, MMEKLLMI
BbiclLee apMaLeBTMYECKOE, XUMMYEcKoe unm OGuonorvdeckoe obpas3oBaHne nmubo npu MNpousBoAcTBE
NeKapCTBEHHbIX CPEACTB AN BETEPUHAPHOrO NPMMEHEHWS BETEPMHApPHOE 0bOpa3oBaHue, CTax paboTbl HE MeHee
4YyeM nNATb NeT B 06nacTU MPOM3BOACTBA WM KOHTPOMS KayecTBa JeKapCTBEHHbLIX CPeACTB U aTTeCTOBaHHLIA B
nopsiake, yCTaHOBIIEHHOM YMOJSIHOMOYEHHbIM doefeparnbHbIM OPraHOM UCTOMHUTENBHOW BNacTy.

8. MNponsBoanTENU NeKkapCTBEHHbLIX CPEACTB MOryT OCYLLECTBMATH MPOOAXY NEKAPCTBEHHbLIX CPEACTB MMM
nepegaBaTb UX B yCTAHOBINEHHOM 3aKkoHoAaTenbCcTBOM Poccuiickon defepaunm nopsgke:

1) ApyrMM NpPon3BOANTENAM NEeKapCTBEHHbIX CPeaCcTB Ans NPOM3BOACTBA NeKapCTBEHHbIX CPEACTB;

2) opraHm3aunsM onTOBOW TOProBNW NeKkapCTBEHHbIMU CPeACTBaMK;

3) anTeyHbIM  OpraHuW3auuMsiM,  BETEPMHAPHbIM  anTeYHbIM  OpraHM3aumsiM,  UHAUBMAYaANbHbIM
npegnpvHumMaTensM, MWMELWMM FMUMUEH3UI0 Ha (apmaueBTUYECKyl0 OeATenbHOCTb WM NULUEH3UK  Ha
MEeOULMHCKYI0 OeATENbHOCTb;

4) Hay4HO-MccnegoBaTENbCKUM OpraHn3auusamM ans HayvyHo-uccnegoBaTensckon paboThbi;

5) MeaMLMHCKMM OpraHvM3aumsiM U BeTepMHapHbIM OpraHu3aLmsam;

6) opraHm3aunsM, OCyLLECTBIAIOWMM pa3BedeHne, BbipalluBaHNE U coaepKaHne XNBOTHbIX.

CtaTbs 46. MapknpoBKka NekapCTBEHHbIX CPEACTB

1. JlekapcTBEHHbIE MpenapaThbl, 38 UCKMIOYEHNEM NeKapCTBEHHLIX NpernapaToB, U3rOTOBIIEHHbIX anTeYHbIMU
opraHusauusiMvM, BeTEpPUHAPHbIMKM  anTeYHbIMKM  OpraHM3auusMK, WHOAVBUAYaANbHBIMU  NpeanpuHUMaTensmMu,
VUMEIOLLMMU NMLEH3UIO HA (hapMaLIEBTUYECKYIO AESTENBHOCTb, OOMKHbI MOCTYNaTh B 0b6palleHue, ecrnu:

1) Ha WX MEepPBUYHOW YNaKoBKE (32 WCKIOYEHVWEM MEPBUYHOMN YMAKOBKM JIEKAPCTBEHHbIX PACTUTESbHbIX
npenapaToB) XOPOLO 4YMTaeMbiM LIPUDTOM Ha PYCCKOM Si3blke YyKasaHbl HauMeHOBaHVe JeKapCTBEHHOro
npenapaTa (MexayHapoaoHoe HenaTeHTOBaHHOE, UMM XMMUYECKOe, U TOProBOE HaMMEHOBaHWUE), HOMEpP cepuu,
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AaTta BbiNycka (AN WMMMYHOBMOMOrMYECKNX neKapCTBEHHbIX MpenapaToB), CPOK rOAHOCTM, O03MpOBKa WK
KOHUeHTpauus, o6beM, akTMBHOCTb B eAnHMLAX OENCTBUSA UMK KONMYECTBO A03;
(8 pea. PegepanbHoro 3akoHa ot 11.10.2010 N 271-03)

2) Ha ux BTOpPUYHON (NOTPEeBUTENbCKOM) YNAKOBKE XOPOLLO YNTAEMbIM LUPUATOM Ha PYCCKOM A3blKe yKa3aHbl
HaMMeHOBaHWe neKapCcTBEHHOro npenapaTa (MexgyHapooHOe HenaTeHTOBaHHOE WM XMMUYECKoe U TOproBoe
HauMeHOBaHWs), HaMMeHOBaHVWe NPOW3BOAUTENS fEeKapCTBEHHOro npenapara, HoMep cepwuu, AaTa Bbinycka (4ns
MMMYHOBMONOrMYECKNX NeKapCTBEHHbIX NpenapaToB), HOMeP PErMcTpaLnoHHOro yAOCTOBEPEHWS, CPOK FOAHOCTMH,
cnocob npMmeHeHns, JO3MPOBKa UMW KOHLEHTpaLms, 06beM, akTMBHOCTb B eAnHULAax AeNCTBUS NMbo KONM4ecTBo
03 B yraKkoBke, riekapcTBeHHas oopma, YCnoBus OTrnycKa, YCroBust XxpaHeHus, npeaynpeavTenbHbie Haanvcu.

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

2. ®apmaueBTuyeckme cybCcTaHUMM AOMMKHbI MOCTynaTh B obpalleHne, ecnn Ha UX MepBUYHON YnakoBKe
XOpOLUO YMTaeMbliM LWPUEPTOM Ha PYCCKOM £A3blke YyKaszaHbl HavMeHOBaHue dapmaueBTMYecKon cybecTaHumm
(MexgyHapogHOe  HenaTeHTOBaHHOE WM XMMUYEeCKoe UM TOpProBoe  HauMeHOBaHWsl), HavMeHOBaHue
npoussoauTens gapmMaueBTM4eckon cybcTaHummn, Homep cepuun 1 gaTta U3roToBMEHUS, KONNMYECTBO B YNaKOBKE U
€AMHWLbI U3MEPEHNst KONMYecTBa, CPOK MOAHOCTM U YCITOBUS XPaHEHNS.

3. JlekapcTBeHHble cpefcTBa B KayeCTBe CbIBOPOTOK OOMMKHbI MOCTynatb B obpalleHve C yka3aHuem
XXMBOTHOIO, U3 KPOBU, NNasMbl KDOBW, OPFraHOB M TKaHEW KOTOPOrO OHW MOJSTyYeHbI.

4. Ha BTOpWYHYIO (NOTpebuTenbCcKylo) ynakoBKy reKapCTBEHHbIX CPeACTB, MOSMYyYEeHHbIX M3 KPOBMW, Nnasmbl
KpOBW, OPraHoB 1 TKaHeWn YenoBeka, AoMKHa HaHOCUTbCA Hagnuck: "AHTuTena k BUY-1, BUY-2, k Bupycy renatuta
C 1 NOBEpPXHOCTHbIV aHTUreH BUpyca renatuta B otcytcTBytoT".

5. Ha nepBuyHyl0 ynakoBKy W BTOPUYHYIO (NOTPEeOUTENbCKYI0) YNakoBKy pagnodapmaueBTUHeCcKmX
neKapcTBEHHbIX CPeACTB AOIMKEH HAHOCUTLCA 3HaK paanaunoHHOW ONacHOCTH.

6. Ha BTOpmuHylo (NoTpebuTenbCKylo) ynakoBKYy romMeonaTU4ecKux feKapCTBEHHbIX npenapaTtoB AOSKHa
HaHOCUTbCA Haanuce: ""omeonatmnyeckun'.

7. Ha BTOpuM4YHylo (NnOTpebuTenbCckyld) YNakoBKY J€KapCTBEHHbIX pPacCTUTENbHbIX MpenapaToB AOMkHa
HaHoCUTbCA Haanucs: "MpoayKkumns npowna pagmaunoHHbIA KOHTPOMb".

8. Ha nepBuyHyl0 ynakoBKy W BTOPUYHYKO (MOTPeBUTENbCKY0) YMakoBKY NeKapCTBEHHbIX MpenapaTos,
npegHasHaYeHHbIX ANS  KINWMHUYEeCKUX WCCRefoBaHuW, [AOMMKHa HaHoCUTbCA Hagnuck: "[Ona  KNUHWYEeCKMX
nccrnegosaHun”.

9. YnakoBka NnekapCTBEHHbIX CPEACTB, NpeAHasHaYeHHbIX UCKIMIOYUTENBHO AMA JKCnopTa, MapKupyeTcs B
COOTBETCTBUM C TpeboBaHNAMN CTPaHbI-UMMNopTepa.

10. Ha TpaHcnopTHylo Tapy, KOTopas He npegHasHayeHa AN notpebutenen M B KOTOPYK MOMeELLEeHO
nekapcTBeHHoe cpeCcTBO, AOIMKHA HAHOCUTLCA MHAOPMaLMA O HAaUMEHOBAaHWUMW, CEPUN NEKapCTBEHHOIO CPEeACTBa,
AaTe BblMycka, KONM4YecTBe BTOPUYHbIX (MOTPebUTENbCKNX) YyNakoBOK flekapCTBEHHOrO CpeacTBa, NpoussoauTene
NneKkapCTBEHHOro cpeacTBa C ykasaHWEM HavMEHOBaHWS U MeCTOHaxoXAeHUs MpOM3BOAMTENS NeKkapCTBEHHOro
cpeacTea (agpec, B TOM Ynicne cTpaHa 1 (Mnv) Mecto NpoM3BOACTBA NIEKApPCTBEHHOro CpeacTBa), a Takke O CPoke
rOAHOCTU NEeKapCTBEHHOro cpeactBa M 06  ycrnoBMsX €ro  XpaHeHus U NepeBOo3ku, Heobxoaumble
npegynpeauTenbHble HAANUCU U MaHUMYNSATOPHbIE 3HAKW.

11. Ha nepBuYHyl0 ynakoBKy M BTOPUYHYK (NOTPEOUTENbCKYKD) YMakoBKYy NEKapCTBEHHbIX CPeAcTB AN
BETEPUHAPHOro NPUMEHEeHNs A0MKHa HaHOCUTLCA Haanuek: "ns BeTepnHapHOro NnpuMeHeHus".

12. Ha BTOpUYHYIO (NOTPebUTENbCKYI0) YNAaKoBKY NTEKapCTBEHHOTO Npenaparta HaHOCUTCS LUTPUXOBOW KOA.

. 'naea 9. BBO3 JIEKAPCTBEHHbIX CPE[ICTB
B POCCUMCKYIO ®EAEPALIMIO U BbIBO3 JIEKAPCTBEHHBIX CPEACTB
N3 POCCUNCKOU DEOEPALINA

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

CraTbs 47. MNopsiaok BBO3a NekapCTBEHHbIX CpeAcTB B Poccuickyto Pefepaumio 1 BelBO3a NEKapCTBEHHbLIX
cpeacTB 13 Poccuiickon depepaumm
(B pen. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. BBO3 nekapcTBeHHbIX cpeacTB B Poccunckyto Pepgepaumio ocyLecTBniseTcs B nopsake, yCTaHOBIEHHOM
MpaButenbcteoMm Poccunckon depepauum, B COOTBETCTBUM C TAMOXEHHBIM 3aKOHOAATENbCTBOM TaMOXEHHOro
coto3a B pamkax EBpA33C (ganee - TamoxeHHbI coto3) 1 (unu) 3akoHogatenbcTBoM Poccuiickon Pepgepaumm o
TaMOXXEeHHOM faerne.

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)
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2. BBosumble B Poccuiickyto Pepepauunio nekapcTBeHHble CpeacTBa [OOSMKHbl ObiTb  BKMOYEHbl B
rocy4apCTBEHHbI peecTp NneKkapCTBEHHbIX CPEACTB.

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

3. Honyckaetca BB0O3 B Poccuiickyio ®depepauunio KOHKPETHOM NapTuM 3apermcTpupoBaHHbIX U (Mnn)
He3aperMcTpMpoBaHHbIX  MEKApPCTBEHHbIX CPeACTB, NpedHa3HayeHHbIX Afs  NPOBEAEHUs  KITMHUYECKMX
NCCregoBaHUM  NEKapCTBEHHbIX  MpenapaToB, MPOBEAEHMS  9KCNEepTM3bl  JIEKAPCTBEHHbIX CPEeACTB AN
OCYLLECTBMEHUS FOCYAapPCTBEHHOW pEerncTpaumm feKapCTBEHHbIX MpenapaToB UMM AN OKa3aHUs MeOMUMHCKOW
MOMOLUM MO >KM3HEHHbIM TOKa3aHUSM KOHKPETHOrO MauueHTa Ha OCHOBaHWM paspelleHus, BblOaHHOro
YNOJSTHOMOYEHHbIM dhefeparnibHbIM OPraHOM UCMOMHUTENBHON BNAcTW No 3asBNEHUAM NUL, yYKasaHHbIX B cTaTbe 48
HacTosiwero ®PefepanbHOro 3akoHa. PaccmoTpeHWe Takoro 3asdBfieHWst UM MPUHATUE peLleHMs O Bblaadve
paspeLleHnsi Ha BBO3 KOHKPETHOW NapTUM 3aperMcTpupoBaHHbIX U (MNN) HE3apPErMCTPUPOBAHHbBIX NIEKAPCTBEHHbIX
CpeacTB, npedHasHadYeHHbIX ANs MNPOBEAEHMS KIMHUYECKUX WCCRedOBaHUA NeKapCTBEHHbIX MpenapaTtos,
npoBefeHUs 3JKCMepTU3bl NEeKapCTBEHHbIX CPEeACTB  ANs  OCYLUEeCTBMEHMSI TOCyAapCTBEHHOM perucrpaumu
NeKapcTBEHHbIX NpenapaTtoB UNu Ans okasaHus MeguLMHCKON MOMOLLM MO XKU3HEHHbIM MOKa3aHUAM KOHKPETHOro
naumeHTa nMbo o6 oTKase B Bblgaye yKaszaHHOro paspeLleHus Mpou3BOAATCH B CPOK, HE MpeBbilatolwmi Natu
paboumx gHen. MNnaTa 3a Bbigayvy ykazaHHOMo paspeLleHnst He B3MMaeTCs.

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

4. B Poccuiickyto ®Pefiepaumio MOXHO BBO3UTh JIEKapCTBEHHbIE CPEACTBA, KAYECTBO KOTOPbIX NOATBEPXKOEHO
cepTnduKaToM MPOU3BOAUTENSA  NIEKAPCTBEHHbIX CPeAcTB, YOOCTOBEPSAOLMUM  COOTBETCTBME  BBO3WMbIX
neKapCTBEHHbIX CpeAcTB TpeboBaHMAM dhapMakonerHbIX cTater nubo B crnydae MX OTCYTCTBMS HOPMaTMBHOM
OOKYMEHTaLMM UNn HOpMaTUBHOIO JOKYMEHTA.

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

5. Banpewaetca BBo3 B Poccunckyio Pepepaumio panbCcUpULMPOBaHHBIX NEKAapCTBEHHbIX CpeacTs,
Heo6poKayeCTBEHHbIX NTEKAPCTBEHHbIX CPEACTB, KOHTPadhaKTHbIX NTEKApCTBEHHbIX CPEACTB.

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

6. PanbcmduUMpoBaHHbIE NEKapCTBEHHbIE CpeacTBa, HeJobpokavyeCTBEHHbIE NeKapCTBEHHbIE CpeacTsa
noanexaT U3bATUI0 U MOCMEeAYLEMY YHUYTOXEHNIO unu BbiBO3y M3 Poccuiickon depepaumun, KOHTpadakTHble
nekapCTBeHHblE CPEACTBA - U3BbATUIO U MOCMEAYLWEMY YHUHTOXEHMIO. YHUYTOXEHME UNK BbIBO3 N3 Poccumnckon
depepaumn danbcnULNPOBaHHbBIX fNEKapCTBEHHbIX CPeAcTB, HeAOOpPOKa4YeCTBEHHbIX NIEKAPCTBEHHbLIX CPeacTB,
KOHTpad)aKTHbIX NEeKapCTBEHHbIX CPEACTB OCYLUECTBMSETCS 3a CYET Nuua, OCyLEecTBMBLUErO MX BBO3. lMopsgok
YHUUTOXEHNSA N3BATLIX PanbCULMPOBaHHbBIX NEKAaPCTBEHHBLIX CPEACTB, HEAOOPOKAYECTBEHHbIX NTEKAPCTBEHHbIX
cpencTB, KOHTpadaKTHbIX NEKapCTBEHHbLIX CpeacTB ycTaHaBnmBaeTcs NpasuTtensctBom Poccuiickon degepaumn.
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

7. INuua, ocyuwectenswowne Beo3 B Poccuiickyio Pefepauuto danbCudULMPOBaHHbIX NeKapCTBEHHbIX
CpPeAcTB, HeaoOpOKAYEeCTBEHHbIX FEKAPCTBEHHbLIX CPEACTB, KOHTpadakTHbIX IEKApCTBEHHbIX CPEeACTB, HEecyT
OTBETCTBEHHOCTb B COOTBETCTBUM C TaAMOXEHHbIM 3aKOHOAATENbCTBOM TaMOXEHHOro cow3a u  (unu)
3akoHogaTtenbcTBoM Poccunckon ®egepaumm o TaMOXXEHHOM Aerne.

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

8. BbiBO3 nekapcTBeHHbIX cpeactB u3 Poccunckon ®Pepepaumy ocyuwlectBndetca 6e3 npuMeHeHus
OrPaHUYEHUN,  YCTAHOBIIEHHbIX  TAMOXEHHbIM  3aKOHOL4ATENbCTBOM  TaMOXEHHOro cowsa u  (Mnu)
3akoHogartenbcTtBoM  Poccuiickon  ®Pepepaumm 0 rocygapCTBEHHOM  PEryNMpPOBaHUM  BHELLUHETOProBOW
aeaTenbHocTW. BbIBO3 nekapCTBEHHbIX MNMpenapaTtoB AN MEeOWUMHCKOrO NPUMEHEHUs, NMpeAHasHavyeHHbIX Ans
ryMaHuTapHon nomoLum (CooencTBus) mnu noMoLmn npu YpesBbldanHbIX cUTyaumsx, u3 Poccuiickon d®egepavimm
ocyLlecTBnseTca B nopsigke, yctaHoBneHHoM lMpasutenscTBom Poccuiickon ®enepauun.

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

Cratba 48. HOpugnuyeckme nuua, KOTOPbIM paspelleH BBO3 JIEKApPCTBEHHbIX CpeacTB B Poccuinckyro
depepauymio
(B pen. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

JlexapcTBeHHble cpeacTtea B Poccuiickyo Pegepaumio MoryT BBO3UTh:
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) npou3BoAMTENWN NEeKapCTBEHHbIX CPEACTB Ans uenen COOCTBEHHOro NPOM3BOACTBA JlEKAPCTBEHHbIX
CpeacTs;

2) nHocTpaHHble pa3paboTyMKM NeKapCcTBEHHbIX CPEACTB U UHOCTPaHHble MPOW3BOAMTENMN NEKapCTBEHHbIX
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cpeacTB unu Apyrve lopugudeckme nuua no nopyyveHuo paspaboTymka nekapCTBEHHOro Cpeactsa Ans
NpoBeAeHUs KMMHUYECKUX WCCNEeAOBaHUM NEeKapCTBEHHOro npenapara, OCYLeCTBAEeHUS roCcyaapCTBEHHOM
perncTpaumMm nekapCTBEHHOro npenapaTa, BKMYeHUa dapmaleBTMyeckor cybctaHuMM B rocy4apCTBEHHbIN
peecTp neKkapCTBEHHbIX CPEACTB, KOHTPONS KadeCTBa IeKApCTBEHHbIX CPeACTB MpU Hanuuuu paspeLleHus
YMOMHOMOYEHHOro efiepanbHOro opraHa UCNONHUTENBHOM BiaCcTU Ha BBO3 KOHKPETHOW MapTuUuU NeKapCTBEHHbIX
cpencTs;

3) opraH13auuy onTOBOW TOProBNM feKapCTBEHHbIMWU CPEACTBaMY;

4) Hay4yHO-uccrnegoBaTenbCKMe oOpraHu3auuu, obpasoBaTefibHble OpraHuMsauunM Bbicwero obpasoBaHus,
npou3BoauTeNny NeKapCTBEHHbIX CPeAcTB Ans pa3paboTku, nccnenoBaHui, KOHTponst 6e3onacHoCTH, kavyecTsa,
3(PPEKTUBHOCTN NEKAPCTBEHHbIX CPEACTB MPU HanMU4Mn paspeLleHust YNoMHOMOYEHHOro deadepanbHOro opraHa
NCMNONMHUTENbHOW BNacTu;

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

5) mMeauuUMHCKME OpraHu3auuun, MHble yKasdaHHble B MyHKTax 1 - 4 HacTosllen cTaTbM OpraHudauuun ang
OoKa3aHusi MEOULMHCKOW MOMOLLM MO XXMU3HEHHbIM MOKa3aHWAM KOHKPETHOro nauueHTa npu HanuuMm paspeLueHus
YMOMHOMOYEHHOro doefepanbHOro opraHa UCNONTHUTENBHOM BNACTU Ha BBO3 KOHKPETHOW MapTUM NEKapCTBEHHOTO
npenapaTa, BblAaHHOIO B YCTAHOBNEHHOM Mnopsiake B hOpMe 3MEKTPOHHOrO AOKYMEHTAa, MOAMMCAHHOIO YCUMNEHHOM
KBannMuUUUpOBaHHON 3NIEKTPOHHON NOANUCHIO.

(B peq. PepgepanbHoro 3akoHa ot 12.03.2014 N 33-03)

Cratbsa 49. [okymeHTbl, npeacTaBnsieMble B TaMOXeHHble opraHbl Poccuiickon degepaunn npu BBO3E
nekapcTBeHHbIX cpeacTB B Poccuiickyto Penepauuio
(B peq. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1. MNpn BBO3e nekapcTBeHHbIX cpeacTs B Poccuiickyio Pegepaumio B TaMoOXeHHble opraHbl Poccuiickon
degepaumun Hapagy ¢ JOKYMeHTamu, npeacTaBneHne KOTopbiX NPeaycMOTPEeHO TaMOXEeHHbIM 3aKOHO4aTeNbCTBOM
TamoxeHHoro cow3a U (unu) 3akoHogaTenbCcTBoM Poccuiickon depepaumm 0O TaMOXEHHOM  ferne,
npeacTaBnsaoTCAa cnegyowme JOKYMEHTbI:

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

1) cepTndmkaT NpousBoAUTENS NEKApCTBEHHOro CpeacTBa, yAOCTOBEPSIOWUA COOTBETCTBME BBO3MMOMO
nekapcTBeHHOro cpeacrtea TpeboBaHuamM dapmakonenHon ctaTbn nMBO B Criydae ee OTCYTCTBMS HOPMaTUBHOM
AOKYMeHTauMm Unnm HopmMaTUBHOIO JOKYMEHTA;

2) paspelueHve ynonHoMoyeHHoro drefeparnbHOro opraHa UCMOMHUTENBHOW BrlacT Ha BBO3 KOHKPETHOW
napTuy nekapcTBeHHOro cpeAcTBa B Cryyasix, YCTAHOBMNEHHbIX YacTbio 3 cTaTtbu 47 HacTosiwero ®eneparbHOro
3akoHa.

2. [lokyMeHTbI, yKa3aHHble B NyHKTax 1 n 2 yactu 1 HacTosiwen cTaTbi, NPeacTaBnslOTCA B TaMOXEHHbIe
opraHbl Poccuiickon ®egepauum npy npnbbiTyn nekapCcTBEHHbIX cpeacTs B Poccuiickyto ®egepauuio.

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

Cratba 50. BB03 nekapCTBeHHbIX npenapatoB B Poccuinckyto degepaumio Ans fNMYHOrO MCNONb30BaHUsS U
WHbIX HEKOMMEPYECKNX Lienen
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. JNlekapcTBeHHble MpenapaTbl MOryT ObiTb BBe3eHbl B Poccuickyto Pepepaumio 6e3 yyeta TpeboBaHun,
npeaycMOTpeHHbIX Yactamu 1 - 4 ctaTten 47, ctatbamun 48 u 49 HacTosduwero degepanbHOro 3akoHa, ecrivi OHu
npeaHasHayeHbl ons:

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

1) NNYHOro UcNonb3oBaHWsa uandeckumn nuuamu, npudsiBLWKMK B Poccuickyto Penepaumio;
(B peq. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

2) ncnonb3oBaHWs pPaboTHUKAMKU OUNIIOMATUYECKOro Kopryca unu npeactaBUTENsIMU MeXOYHapOLHbIX
OopraHusauuin, akkpeanToBaHHbIX B Poccuickon degepaumy;

3) neveHus NMaccaxXupoB M YIIEHOB 3KUMaXEeW TPaHCMOPTHbLIX CPEACTB, Noe3gHbiXx Opurag v BoguTenen
TPaHCMOPTHLIX CpeacTB, NpudbLIBLINX B Poccuickyto Penepaumio;

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

4) neyeHUA YYaCTHUKOB MeXOYHaApPOAHbIX KYMbTYPHbIX, CMOPTUBHbLIX MEPONPUATUA U  Yy4aCTHUKOB

MeXAYyHapOaHbIX 3KCneanLni;
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5) neyeHns KOHKPETHbIX XXMBOTHbIX B 300MapKax, a Takke XUBOTHbIX, BBO3UMbIX B Poccuiickyio ®epepaumio
ONS y4acTust B CNOPTUBHBIX U 3PENULLHBIX MEPONPUATUSIX.

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

2. B cny4yasix, npeoyCcMOTpeHHbIX 4acTblo 1 HacTosilen cTaTbk, JonyckaeTcsas BBO3 B Poccuiickyto
depnepaumio nekapCTBEHHbIX NpenapaToB, He 3aperncTpmpoBaHHbix B Poccunckon ®enepavinn.
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

3. JlekapcTBeHHbIe Npenaparbl, NpeHa3HaYeHHble Ans ryMaHUTapHOW nomoLy (CoOAencTBMS) U MOMOLLIM
nMpyM 4pesBblalHbIX CUTyauusix, BBO3sATCA B Poccuiickyto ®degepaumio B MOpsSgke, YCTAHOBIEHHOM
MpaBnTENLCTBOM Poccuinckon depepaummu. 3anpellaetcs BBO3 B Poccunckyto degepaumio
He3aperMcTpUpoOBaHHbIX  fIeKapCTBEHHbIX MpenapaToB, MpedHasHayeHHbIX AN FYMaHUTapHOW  MOMOLLM
(cooencTBms) MMM NOMOLLM MPU Ype3BblYaNHbIX CUTYaLUsIX.

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

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

1. YnonHomouyeHHble hbeaepanbHbie opraHbl WCMONMHUTENbHOW BNAcTM NpPegocTaBrsioT B pacrnopsikeHue
denepanbHOro opraHa WCMOMHWTENbHOW BRAAcTW, YMOMHOMOYEHHOTO B 06nacTM TaMOXEHHOro Jena,
roCy4apCTBEHHbIN PeecTp NeKapCTBEHHbIX CPeACTB, a Takke MHGOPMaUMIO O BblAaHHbIX pa3pelleHusiX Ha BBO3
KOHKPETHOM NapTuM neKapCTBEHHbIX CPEeACTB B CryyasX, YCTAHOBMEHHbIX 4acTblo 3 cTaTbu 47 HacTosALero
®eaepanbHOro 3akoHa.

2. ®epepanbHbIi OpraH WCMOMHWTENBbHOW BMAACTW, YMOMHOMOYEHHbIM B 0OMnacT TaMOXEHHOro pnena,
MHOpMUPYeT YyKasaHHble B 4YacTu 1 HacToswen cTaTbM YMNONMHOMOYEHHble dedeparibHble  OpraHbl
NCMOMHUTENbHOW BMacTu O BBO3e NleKapCTBEHHbIX cpeacTB B Poccunckyto Pefepaumio 1 BblBO3€ NeKapCTBEHHbIX
cpeactB 3 Poccuinckon ®Pepepaumm no dgopmMe 1M B Nopsgke, KOTOpble ycTaHoBMeHbl [1paBUTENbCTBOM
Poccuickon ®egepauun.

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

aga 10. PAPMALEEBTUYECKASA OEATENbHOCTb
CraTbsa 52. OcyuiectBneHne hapmaueBTU4eCcKon AeATENbHOCTH

1. ®dapmaueBTnyeckad  OeATENbHOCTb  OCYWECTBMASETCA  opraHu3auuMsMu  ONTOBOW  TOProBmnu
rnieKkapCTBEHHbIMWM CPeACTBaMW, anTeYHbIMW OpraHuM3auusMyi, BeTepMHApPHbIMKM anTeYHbIMU  OpraHu3auusMu,
MHAMBMAOYaNbHbBIMW  NPEeANPUHUMATENSMU, MMELWUMN  FIMLUEH3NI0 Ha  (apMaueBTUYeCKyld AeATeNlbHOCTb,
MEAMUMHCKUMW  OpraHvM3auvsamy, UMELWVMM  NUUEH3NI0 Ha dapmaueBTUYecKylo OesaTenbHOCTb, W WX
060cobrneHHbIMM  nogpasgeneHusaMu  (ambynatopuamu,  denbawepckuMm 1 enbaepcKo-aKyLepCckuMum
nyHKTaMu, LeHTpamu (oTAeneHnsimu) obuen BpavyebHON (CEMEWHON) NPaKTUKK), PACMOSIOKEHHBIMU B CENbCKUX
HaceneHHbIX MYHKTax, B KOTOPbIX OTCYTCTBYIT anTeyHble OopraHu3auvu, U BeTepUMHApHbIMU OpraHu3aumsmu,
UMELUMUN NNLEH3NI0 Ha hapMaLeBTUYECKYI0 AeATEeNbHOCTb.

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

2. ®dusnyeckme nuua MoryT ocyLlecTBnAaTb papMaLeBTUYECKY0 AeATEeNbHOCTb NPU HanU4Mmn BbICLLEro UNn
cpegHero apmaueBTuyeckoro obpasoBaHud u  cepTudmkaTa cneumanucta, BbICLUErO WM CPeaHero
BeTepuHapHOro obpasoBaHus U cepTudurkaTa cneumanucta, a Takke BbICLUEro WNM CpegHero MeAvLUHCKOro
obpa3oBaHud, cepTudmkata cneumanicta u [OMOMHUTENbHOTO NPOdECCUOHANBLHOrO 06pasoBaHMA B YacTu
PO3HWYHOW TOProBMM fieKapCTBEHHbIMU Npenapartamu Npu ycnosun nx paboTtsl B 060co6neHHbIX nogpasaeneHusax
MEAMLMHCKNX OpraHn3aunii, ykasaHHbIX B YacTu 1 HacTosLen cTaTbm.

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

Cratba 53. [pogaxa, nepegaya neKkapCTBEHHbIX CPEACTB OpraHv3auusaMi  OMNTOBOW  TOProBNM
neKkapcTBEHHbIMU CpeacTBaMm

OpraHusaumMmM OMNTOBOW TOProBfM NEeKapCTBEHHbIMW CPEeACTBaMM  MOFYT  OCYLECTBMAATb  MNpOoAaxy
neKapCTBEHHbIX CPEACTB MMM NepefaBaTb WX B YCTAaHOBIEHHOM 3akoHoAdaTenbCcTBOM Poccuiickon Pepepaumm
nopsigke:

1) ApyrMM opraHM3aumsiM OfTOBOW TOProBny NekapCcTBEHHbIMU CPeACcTBaMU;
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2) Nnpon3BoAUTENSAM NEKapCTBEHHbIX CPEACTB AN Lernen NponsBoACcTBa NeKapCTBEHHbIX CPeacTB;

3) anTey4HbIM OpraHu3aumnsam 1 BeTepuHapHbIM anTeYHbIM OpraHu3aLmsaM;

4) Hay4HO-UCcneaoBaTeNbCKUM OpraHM3aLmsaM Ans HayYHO-UccrnegoBaTensCkom paboThl;

5) uHguBmnayanbHbIM NpeanpuHMMaTensiM, UMELLUM NULIEH3MI0 Ha (bapMaLeBTUYECKY0 OeATENbHOCTb UNn
NULEH3NIO HA MEANLIMHCKYIO AeSATENbHOCTb;

6) MeaMLMHCKMM OpraHvM3aunsiM, BeTepnHapHbIM OpraHn3aumsam;

7) opraHusaumsimM, OCYLLECTBNALWNM pa3BedeHne, BblpallBaHe U COAepPXKaHNe XUBOTHBIX.

Crtatba 54. [NpaBnna onToBOW TOProBnn NieKapCTBEHHBIMU CpeacTBaMU

OnToBas TOProBsnA JiekapCTtBeHHbIMU CpeactBamMm OCYLWEeCTBIIAETCA Nnpoun3BoaAnTENAMU JNEeKapCTBEHHbIX
cpeancte U opraHun3aunamm onToBOM TOproenn nekKkapCTBeHHbIMKU cpenctBaMn nNo npasunam, yTBepXOeHHbIM
cooTBeTCcTBYHOLLUMMUN YNONTHOMOYEHHbIMUA (be,El,epaJ'IbelMl/l opraHamu WCMNONHUTENbHOW BNACTW.

CraTbsa 55. [Nopsagok poO3HMYHON TOProByv NieKapCTBEHHbIMM Npenaparamm

1. Po3HM4yHasa TOpProens fnekapCTBEHHbIMWU npenapaTtaMmu B KONMYecTBaX, HEOBXOAMMbLIX ANSA BbINOMHEHUS
BpayebHbIX (penbAluepckMx) HasHa4YeHWW WNM  HasHavyeHun crneuuanucToB B obnactu  BeTepuHapuw,
OCYLLECTBMAETCA anTeYHbIMW OpraHn3aunsamMu, BeTeprHapHbIMWU anTeYHbIMU OpraHu3auusMmn, UHAMBMAYanbHbIMN
npeanpuHUMaTtensMy, WUMelLWMMU  NULeH3nIo  Ha  dapmaueBTUYecKylo  OesTenbHOCTb,  MeAULMHCKUMU
opraHuMsauvsaMn, VMeLWNUMY MUUEH3NI0 Ha dapMaueBTUYECKyl0 AeATenbHOCTb, M MX 060Cco6neHHbIMM
nogpasgeneHnamu (ambynatopuamn, enbawepckumm n denbalepcKko-akyLepCkKUMN MyHKTaMK, LeHTpamu
(oToenennammn) obuen BpayebHon (CeMenHO) NPaKTUKK), PAaCcMONOXKEHHBIMWN B CEMbCKMX HACENEHHbIX NMyHKTax, B
KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHvM3auuv, U BETEepUHapPHbIMU OpraHv3aunsMy, UMEKLMMA FIMLEH3NIO Ha
hapmaueBTUYECKYI0 AesTenbHOCTb. PaspelueHa po3HMYHas TOProBrisi TONbKO NEeKapCTBEHHbIMW MpenapaTtamu,
3apermctpupoBaHHbiMn B Poccuiickon ®Pegepauum  Mnu M3roTOBIIEHHLIMU  anTeYHbIMKM  OpraHM3aunsMu,
BETEPMHAPHLIMU anTeYHbIMW OpPraHu3auMsaMu, UHAMBUAYANbHBIMU NPeAnpUHUMaTeNaMn, UMEIOLWMMU FIMLEHS3NIO
Ha hapMaLeBTUYECKYI0 AEeATENbHOCTb.

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

2. Buabl anTeyHbIX opraHvM3auui v npasuna OTMycka fleKapCTBEHHbIX NpenapaTtoB Afs MeOULUMHCKOro
NPUMEHEHMS anTeYHbIMW OpraHvM3auvsaMy, MHAMBMAYanNbHbIMU NpeanpuHMMaTensaMy, UMEKLWMMN NNLEH3NI0 Ha
dapmaLeBTUYECKYIO AeATEeNbHOCTb, a Takke MpaBwufia OTMNycKka NeKapCTBEHHbIX MpenapaToB Ans MeOULUMHCKOro
NPUMEHEHNS MEAULMHCKUMW OpraHn3aunsMm, UMEKLLMMMN FIMLEH3NI0 Ha hapMaLeBTUYECKYI0 AeATeNbHOCTb, U UX
060cobrneHHbIMM  nogpasgeneHusaMu  (ambynatopuamu,  denbawepckuMm 1 enbaepcKo-akyLepCcKuMm
nyHKTamMu, ueHTpamu (oTaeneHusmu) obwen BpavyebHoON (CemMenHON) NPakTMKK), PacrOfOXeHHbIMU B CENbCKUX
HaceneHHbIX MYyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHuM3aumv, YTBEPXKAAKTCH YNONMHOMOYEHHbIM
deneparnbHbIM OPraHOM UCMOMHUTENBbHOW BNacTu.

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

3. MNMpaBuna oTnycka HapKOTUYECKMX CPEACTB M NCMXOTPOMNHbIX BELLEeCTB, 3aperMcTpupoBaHHbIX B KayecTse
nekapCTBEHHbIX MNpenapaToB, MeKapCTBEHHbIX MpenapaToB, CcoAepXalux HapkoTuyeckue cpeactsa MU
MCUXOTPOMHbIE BELLECTBA, YTBEPXKAATCSA YNOMHOMOYEHHbIM hefepanbHblM OpraHoM MCMOMHUTENBHOW BNAacTu Mno
corfnacoBaHuio ¢ dpegeparnbHbIM OPraHoOM MCMONHUTENbHOM BNacTh, OCYLECTBNSAIWMM (YHKUMM MO BbipaboTke
rocynapCTBEHHOW MOMUTUKWA, HOPMAaTUBHO-NPaBOBOMY PerynupoBaHuio, KOHTPOMK U Haasopy B cdepe obopoTa
HapKOTUYECKNX CPeAcTB, NMCUXOTPOMHbLIX BELECTB M WX MPEKYpCopoB, a Takke B 06nactu NpoTUBOOENCTBUSA UX
He3aKkoHHOMY 0BOpOTY.

4. JlekapcTBeHHble npenapaTtbl AN BETEPUHAPHOro MNPUMMEHEHWUs nognexart OTNycky BeTepuHapHbIMU
anTeyHbIMXU  OpraHM3aunsaMn, BETEPUHAPHBIMW  OpraHvM3auusMu, WHAMBUAYaNbHbIMW  NPeanpUHUMaTENsaMu,
UMEILUMU NNLLEH3UI0 HAa hapMaLeBTUYECKYH OeATeNnbHOCTb. [1paBuna oTnycka nekapCcTBeHHbIX NpenapaToB And
BETEPMHAPHOIO NMPUMEHEHNS YyTBEPXKAAKTCS YNOMHOMOYEHHbIM dheaeparnibHbIM OpraHOM UCMOSNHUTENBLHON BNacTy.

5. MNepeyvyeHb MeANLNHCKUX OpraHM3aumii, UMeLWMX SIMLEH3NI0 Ha (hapMaLeBTUYECKY0 AeATeNbHOCTb, U UX
obocobneHHbIx nogpasgeneHvin (ambynatopun, denbawepcknx n enbawepcKko-akyLepcKnx NyHKTOB, LIEHTPOB
(oToeneHwnin) obuielnt BpavyebHOW (CEMEWHOW) MPaKTMKK), PACMONOXKEHHbLIX B CENMbCKUX HACENEHHbIX MYyHKTax, B
KOTOpbIX OTCYTCTBYIOT anTeyHble OpraH1M3auun, a Takke nepedeHb NekapCTBEHHbIX NpenapaToB (3a UCKIoYeHneM
HapKOTUYECKNX NeKapCTBEHHbIX NpenapaTtoB M MCUXOTPOMHbLIX NeKapCTBEHHbIX MpenapaToB), Mpodaxa KOTOPbIX
MOXeT  OCYLLeCTBMATbCA  YyKasaHHbIMM  OpraHusaumsmu 1M ux  060coGneHHbIMM  nogpasgeneHusaMu,
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yCTaHaBnMBalTCsa opraHaMu UCMOMHUTENbHOW Brnacth cybbekTtoB Poccuinckon ®epepauun.
(B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)

KoHcynbTaHTlIntoc: npumevanune.

Mo Bonpocy, kacaroLemMycsd MUHUManbHOrO acCOPTUMEHTAa NEKapCTBEHHbIX NpenapaToB ANs MeAULUHCKOro
NPUMEHEHNs, HEOOXOAMMbIX ANS OKa3aHWsa MeaMUMHCKON nomMoLum, 1 TpeboBaHuin K opraHm3aunmn paboTbl No ero
dopmuposanuto, cm. Mpukasel MuHsgpascoupassutnsa PO ot 15.09.2010 N 805H, ot 15.06.2010 N 447.

6. AnTeuHble opraHuszauuMv, WHAMBMAyanbHble NpeanpuvHMMaTteny, UMelLwMe  NULEH3UIO  Ha
dapmMaLeBTUYECKYID OeATenbHOCTb, 06s3aHbl obecneunBaTtb yTBepXAEHHbINM [lpaButenbcTBOM Poccuiickon
depepaummn 1 opMUMpyeEMbI B YCTAHOBIIEHHOM WM MOPSAKE MWHMManbHbI aCCOPTMMEHT J1EeKapCTBEHHbIX
npenapaToB, HEOOXOAMMbIX AJ1S OKa3aHUsA MeAWLMHCKOW NMOMOLLMN.

(4acTb 6 B pen. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)

7. AnTeuyHble oOpraHusauuu, WHAOMBMAYyalbHble  MNpeanpuHUMaTeny, UMEeKLWMe  JIULEH3U0  Ha
hapmaLeBTUHECKYIO AeATENbHOCTb, Hapsgy C JIeKapCTBEHHbIMW Mpenaparamu UMelT npaBo npuobpeTaTb U
npogaBsaTb MeAWLMHCKME u3genus, AesvHuuupylowmve cpeacrsa, npegMeTbl M CpeacTBa NMYHOW TUIMMEHBI,
nocygy Ans MeOVMUMHCKMX Uuenen, npegmetel U Cpeactsa, npedHasHadeHHble Ans yxoga 3a 6onbHbIMK,
HOBOPOXAEHHBIMU 1 AETbMU, HE OOCTUMLMMW BO3pacTa Tpex NeT, OYKOBYK OMTUKY M CpPeAcTBa yxoda 3a Henm,
MUHepanbHble BOAbI, MPOAYKTbI Ie4ebHOro, 4ETCKOro U AMEeTUYECKOro NMTaHus, GMONOrMYecKkn akTuBHbIE OOABKM,
napgoMepHbIe 1 KOCMETMYECKNE CPEACTBa, MEAMLMHCKME U CaHUTapHO-NPOCBETUTENbHbIE NeYaTHble M34aHus,
npeaHasHadeHHble ANa nponaraHabl 300poBoro obpasa XusHu.

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

8. [eAtenbHocTb anTeuyHbiX opraHu3aumn BoopyxeHHbix Cun Poccuiickon ®egepaunn, OPYrnx BOWCK,
BOMHCKMX (DOPMMPOBaHUA M OpPraHoB, B KOTOPbIX 3akoHogaTenbcTBOM Poccuiickon depepaunv npegycMoTpeHo
NPOXOXOEHNE BOEHHOW WM NpaBOOXpPaHMTENBHOW CNyxbbl, pernameHTMpyeTca HacTodwum ®PenepanbHbIM
3aKOHOM U YTBEPXOEHHbIMW COOTBETCTBYOLWUMKU dedeparnbHbiIMU - OpraHaMu  UCMOSTHUTENbHOW  BriacTu
nonoxeHnsamMu. KoHTponb 3a cobmnogeHneM yKasaHHbIMU anTeYHbIMU OpraHu3auusiMyM MOSIOXKEHWUIA HACTOSALWEro
defepanbHOro 3akoHa OCYLIECTBMSIETCS COOTBETCTBYHOLWUMK heaepanbHbIMU  OpraHamMmu  UCMOMNHUTENbHOWM
BNacTu.

CraTbs 56. M3roToBneHne 1 oTnyck NieKapCTBEHHbIX NpenapaTos

1. WN3rotoBneHue NNeKapCTBEeHHbIX npenapaTtoB anTeYHbiIMW OopraHn3auuamMunu, BeTepuHapHbIMU anTe4YHbIMU
opraHusauusiMi, WHAMBMAYANbHBIMU MPEANPUHUMATENAMU, UMEKLWMMM NULEH3MI0 Ha dapMaueBTUYECKYHO
OESITENbHOCTb, OCYLLECTBMSIETCA MO peLenTam Ha NekapCTBEHHble npenapatbl, No TpeboBaHUSM MeOULMHCKUX
opraHusauuii, BeTEpPUHAPHbIX OpraHu3auuii B COOTBETCTBMM C MpaBuiiaMyM  U3rOTOBMIEHUST U OTMycka
nekapCcTBEHHbIX NpenapartoB, YTBEPXAEHHbIMW YMONHOMOYEHHbIM iefeparnibHbiM OpraHoOM UCMONHUTESNbHOM
BMnacTu.

2. Tlpy wm3roToBnNEeHWN nEKapCTBEHHbIX MpenapaToB anTeyHbiMM OpraHM3auusiMu, BeTepUHApPHbIMM
anTevYHbIMn opraHu3aumamu, nHamemnayanbHbIMU npeagnpuHMMaTenamu, nvernLmnmn NNUEH3n Ha
cbaplvlau,eBqueCKyro 0eATennbHOCTb, MCNOoJb3YTCA cpapmaueBqueCKme Cy6CTaHLI,I/II/I, BKJTKOMEHHbIe
COOTBETCTBEHHO B FOCy,D,apCTBeHHbIVI peecTp nekapCTBeHHbIX cpeAcTB AnAa MeOUUUHCKOro MnpuMeHeHuna wu
FOCy,EI,apCTBeHHbIVI peecTp NnekKapCTBeHHbIX CpeancTB And BeTepnHapHOro npuMmeHeHmna B yCTaHOBJIEHHOM MOpAOKe.
He [onyckaeTca Wu3rotoelieHne antedyHbiMU opraHm3aunamMun, BeTepuHapHbIMU  anTeYHbiIMU  OpraHn3aunamu,
NUHAMBMAYANbHBIMU - MPEANPUHUMATENSIMY, UMELWUMMU  NIMUEH3NID Ha  (apMaueBTUYECKYHD OEATENbHOCTb,
nekapcTBeHHbIX NpenapaToB, 3aperMcTpupoBaHHbix B Poccuiickoin ®eaepauun.

3. MapkupoBka NnekapcTBEeHHbIX npenapaToB, U3roTOBMNEHHbIX anTeYHbIMU OpraHM3aumMsaIMu, BETepUHapHbIMU
anTeYHbIMKU  OpraHMsauusaMKn,  UHAMBMAOYANbHBIMU  NpeanpuHMMaTEnsMK,  UMEWUMW  FIMUEH3UK0  Ha
(hapMaLeBTUYECKYID AESTENbHOCTb, U OPOPMIIEHME TakUX MpenapaToB AOMKHbI COOTBETCTBOBATL MNpaBuriam,
yKa3aHHbIM B YacTh 1 HacTosILWe cTaTby.

4. AnTeyHble opraHusauunn, BeTepuHapHble anTedHble opraHusauunn, nHameuayarnbHblie npeanpuHnMmaTernu,
UMetoLwmne NULEH3NIO Ha apMaLeBTUYECKYIO AeATEeNbHOCTb, HECYT OTBETCTBEHHOCTb 3a HecobnogeHne npasun
N3roTOBMEHMS WM OTNyCKa JleKapCTBEHHbLIX NpenapaTtoB B COOTBETCTBUM C 3aKoHOOATenbCTBOM Poccuinckon
depepauymm.

Cratbs 57. 3anpelleHne npodaxu dhanbcnnLMpoBaHHbIX NeKkapcTBEHHbIX CpeAcTs,
HeOo6pOoKaYeCTBEHHbIX NTEKAPCTBEHHBIX CPEACTB, KOHTPadaKTHbIX NTeKapCTBEHHbIX CPeACTB
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Mpogaxa anbCUUUMPOBAHHbBIX MEKapCTBEHHbIX CPeAcTB, HeAobpOoKauyeCTBEHHbIX feKapCTBEHHbIX
CPeAcTB, KOHTpadaKTHbIX NEeKapCTBEHHbLIX CPEACTB 3anpeLlaeTcs.

Crtatba 58. XpaHeHue nekapCTBEHHbIX CpeacTB

1. XpaHeHne neKkapCTBEHHbIX CPEACTB OCYLUECTBMSETCS NPOU3BOAUTENAMU JEKAapCTBEHHbIX CPEACTB,
opraHu3auusiMM ONTOBOW TOProBMM NEKapCTBEHHLIMU CpeACTBaMM, anTeYHbIMWU OpraHn3aumsiMu, BETEPUHaAPHBIMU
anTe4yHbIMW  OpraHuM3auusiMi,  VMHAMBUAOYaNbHBIMW  MPEANPUHUMATENSAMYM,  UMEKLMMU  NULEH3NI0  Ha
hapmaueBTMUYECKYI0  [AESITEMBbHOCTb  WNWM  NIULEH3UI  Ha  MEOMLMHCKYI0  OesTeNbHOCTb,  MeAMLMHCKUMU
opraHusauusiMM, BeTEpPUHAPHBIMW OpPraHn3auMsMuM M WHbIMW OpraHu3auMsiMu, OCYLLECTBRSWUMM obpalleHne
NeKapCTBEHHbIX CpeacTB.

2. I'Ipanma XpaHeHna JneKapCTBEHHbIX CpeacTB YTBepXAakTCA COOTBEeTCTBYHOLMM YMNOJTHOMOYEHHbIM
deaepanbHbIM OpraHoM UCMOMHUTENBHOW BNacTy.

3. XpaHeHme HaPKOTUYECKUX JNEeKapCTBEHHbIX CpeacTB, MNCUXOTPOMHbIX JEeKapCTBEHHbIX CpeacTs,
pap,mocbapmaueamqecmx NNeKapCTBEeHHbIX CpefAcCTB OcCylleCTBnAeTCA B COOTBETCTBUM C 3aKOHOOATEs1IbCTBOM
Poccuickon ®egepauun.

CraTbsl 58.1. MpeaMeTHO-KONMYECTBEHHbIN YYEeT NeKapCTBEHHbIX CPEACTB A1 MeAULMHCKOrO NPUMEHEHNS
(BBegeHa ®epepanbHbiM 3akoHOM 0T 25.12.2012 N 262-$3)

1. lMepeyeHb  nekapcTBEHHbIX  cpeacTB AN MeOMVLMHCKOr0O  NpUMEHeHus, nognexatumx
NpeAMETHO-KONMMYECTBEHHOMY YYeTy, YTBEPXKAAETCS YNONMHOMOYEHHbIM doeaeparnbHbiM OpraHOM UCMOSNTHUTENBHOMN
BNacTu.

2. Tlopagok BKNHOYEHMSI NEKapCTBEHHbIX CPeacTB Ans MeAUUMHCKOrO MPUMEHEHUS B MepeyeHb
NeKapCTBEHHbLIX CPpeaCcTB Af1 MeOULMHCKOro MpUMEHEHUs, noanexawmx npegMeTHO-KONMUYECTBEHHOMY Y4YeTy,
yCTaHaBnMBaeTCca YNONTHOMOYEHHbIM bedepanbHbIM OpPraHOM UCMOSIHUTENBHOM BriacTM MO COrnacoBaHUKO C
deaepanbHbIM OpraHoM WMCMOMHUTENBHOW BNAacTW, OCYLLECTBASIOWMM (OYHKUMM NO BblpaboTke rocygapCTBEHHOMN
NONMUTUKM, HOPMAaTMBHO-MPABOBOMY PErynMpoBaHUio, KOHTPOSIO U Haasopy B cdepe obopoTa HapKOTUYECKMX
cpencTB, MCUXOTPOMHbIX BELLECTB M UX NPEKYPCOPOB, a Takke B obnactv MpoTUBOAEWCTBUS MX HE3AKOHHOMY
oboporTy.

3. lNMpeameTHO-KONNYECTBEHHbIM Yy4eT nekapCTBEHHbIX CPeACcTB ANs MeOULMHCKOrOo NpUMeHeHWsa BenyT
npov3BoaUTENN feKapCTBEHHbIX CPeACTB, OpraHu3auum ONTOBOWM TOProBMM NEKapCTBEHHbIMU CpeacTBaMu,
anTeyHble opraHusauuu, MHAuBWMAyanbHble MpeanpuHUMaTeny, UMelolne nuuUeH3n Ha dapMaueBTUYECKYHo
0eATenbHOCTb UMK NUUEH3UI0 Ha MeOULMHCKYIO OeATenbHOCTb, U MeJUUMHCKMEe opraHu3aumu, ocyLecTBngaoLme
obpalleHne nekapcTBEHHbIX CPeacTB AN MEAULUMHCKOro NPUMEHEHWs, NyTEM permctpauumn nobbiX CBA3aHHbIX C
ux obpalleHnem onepauui, Npyu KOTOPbIX U3MEHSIETCA WX KOMMYECTBO M (MnM) COCTOAHME, B cneuunarnbHbIX
XypHanax yvyeTta onepauun, cBsa3aHHbIX ¢ obpalleHmeM NekapCTBEHHbIX CPEACTB A1 MEOULNHCKOrO NPpYMEHEHMS
(oanee - cnewumanbHbIe XXypHarbl).

4. TpaBuna perucTpauumn onepauun, CBs3aHHbIX C OOpalleHUMeM neKapCTBEHHbIX CpPeacTB AN
MeAMLIMHCKOro NMPUMEHEHUS, BKIMIOYEHHbIX B NepeyeHb feKkapCTBEHHbIX CPeacTB AN MeQULUHCKOTO NpUMeHeHus,
noanexawmx npeaMeTHO-KONMYeCTBEHHOMY Y4YeTy, B crneumanbHbIX XypHanax v npasuna BefeHUs U XpaHeHusi
creumanbHbIX XXypHanoB yTBEPXAATCH YNONHOMOYEHHbIM befiepanbHbIM OpraHOM UCMOMHUTENBHOW BMacCTU.

5. KoHTponb 3a cobnogeHnem npasun perncrpauumn onepauui, CBs3aHHbIX ¢ 06palleHNeM NeKapCTBEHHbIX
cpeacTts ANd MeAULMHCKOro NPUMEHEHUS, BKIOYEHHbLIX B NepeyYeHb NekapcTBEeHHbIX CpeacTB Ans MeauLUHCKOro
NPUMEHEHNs, nognexawux npeaMmeTHO-KONMUYeCTBEHHOMY Y4YeTy, B cheumanbHbiX XypHanax, a Takke 3a
cobnogeHveM npaBun BedEeHUS W XpaHeHWs creuunanbHbiX >KypHaroB BO3MaraeTtcd Ha YMNONHOMOYEHHbIe
deneparnbHbie OpraHbl MCMOMHUTENbHOW BNAacTU M OpraHbl UCMOSHUTENbHOW BrnacTu cybbektoB Poccuickon
denepaumn, ocyleCcTBAAOLWME MNULEH3NPOBaHNE MPOM3BOACTBA JEKAapCTBEHHbIX CpPeacTB, (hapmaueBTU4ecKon
0eATenbHOCTU 1 MeAUUNHCKON OesATeNbHOCTU, U OCYLLECTBIISETCA B paMKax fNLEH3NOHHOIO KOHTPOSS.

Mnasa 11. YHUYTOXEHUE NEKAPCTBEHHbIX CPEAICTB

CraTtbsi 59. OcHOBaHUS U NOPSIAOK YHUUTOXEHMUS NEKapCTBEHHbIX CPEACTB
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1. HepobpokayecTBeHHble NeKkapCTBEHHble CpeacTBa, dhanbCcucuumMpoBaHHbIE NEKapCTBEHHbIE CpeacTBa
noanexar M3bATUIO U3 rpaKOaHCKOro obopoTa M YHUUTOXEHUIO B nopsake, ycTaHoBneHHoM [lpaBuTenbcTBOM
Poccuiickon ®epepauun. OcHoBaHMEM ANA  YHUUTOXEHUSA FEKapCTBEHHbIX CPeACTB SABNAETCA pelleHue
BnajenbLa NeKapCTBEHHbIX CPeacTB, pelleHMe COOTBETCTBYHOLLEro YNOMHOMOYEHHOro ¢eaepanbHOro opraHa
WCNONHUTENBHON BNACTU UNK peLLeHne cyaa.

2. KoHTpadpakTHble nekapCTBEHHble cpeacTBa noanexaTr Wu3bATUI0 M3  rpaxgaHckoro obopoTta u
YHUUTOXEHWNIO MO peweHnto cyda. [lopsagok  YHUUTOXEHMS KOHTpadakTHbIX  JIEKapCTBEHHbIX CPEACTB
ycTaHasnmBaeTce NpaButensctBoM Poccuiickon ®epepaunn.

3. Pacxogpl, CBA3aHHbIE C YHUUTOXEHNEM KOHTpadhaKTHbIX NIeKapCTBEHHbIX CPeACTB, HEA4OOPOKA4YECTBEHHbIX
nekapCTBEHHbIX CpecTB, hanbCUdULMPOBaHHBIX JIEKAPCTBEHHbIX CPEACTB, BO3MELLAITCH X BnagenbLem.

4. Brnageney nekapCTBEHHbIX CPeACTB AOJPKEH NpeAcTaBUTb B YMONTHOMOYEHHbLIN dhefepanbHbIl opraH
WCNONHUTENBHON BRAacTV OOKYMEHT UMW 3aBEPEHHYI0 B YCTAHOBMEHHOM MOPSAKE ero Konvi, noareepxaatoiue
PaKT YHNUTOXEHUSA NeKapCTBEHHbIX CPeACTB.

5. CoOTBETCTBYIOLLMIN YNOMHOMOYEHHbIV eaepanbHbIii opraH WUCMNOMHUTENBHOW BRacTu, MNPUHSABLLUNA
peLueHne 06 YHUUTOXEHUUN NTEKAPCTBEHHbIX CPEACTB, OCYLLECTBISAET KOHTPOSIb 3@ UX YHUUYTOXEHMEM.

6. YHNUYTOXEHNE NEeKapCTBEHHbIX CPeACTB MPOU3BOAUTCH OpPraHU3aumsMn, MMEKLLMMN COOTBETCTBYHOLLYIO
NUUEH3NIO, Ha cneumanbHo o060pyaOBaHHbLIX MoWagkax, MOMUroHax u B crneumanbHO 060pyaoBaHHbIX
nomelleHuax ¢ cobniogeHvem TpeboBaHWi B 00OMacTM OXpaHbl OKpyXarwlwen cpegbl B COOTBETCTBUMU C
3akoHogaTtenbcTBoM Poccuinckon ®eagepaunn.

7. HapkoTuyeckme  nekapcTBEHHble  CPeAcCTBa, MCUXOTPOMHbIE  JIEKAapCTBEHHbIE  CPEACTBa,
pagvnodapMaLeBTUYECKUE JIEKAPCTBEHHbIE CPEACTBA YHWYTOXAKTCA B COOTBETCTBUM C 3aKOHOOATENbCTBOM
Poccuinckon ®egepaumn.

Fnasa 12. FTOCYOAPCTBEHHOE PEIrYJIMPOBAHME LIEH
HA NNEKAPCTBEHHbBIE NMPEMNAPATbI ANA MEAUUUWHCKOIro NPUMEHEHUA

Cratba 60. Focyp,apCTBeHHoe perynmposaHune LUeH Ha JieKapCTBEeHHble Mnpenapatbl anda MegunumuHCKOro
NnpuMeHeHunsA

ocynapcTBEHHOE perynupoBaHWE LiEH Ha NekapcTBEHHble npernapaTbl ANg MeOULUHCKOro NMpUMEHEeHUs
OCYLLIECTBSIETCS NOCPEaCTBOM:

1) yrtBepxgeHus [MpaButenbctBom Poccuiickon Pepepaumm MNEpeyHst XU3HEHHO HeoOXoOUMbIX W
BaXXHEMLUMX FeKApCTBEHHbIX NpenapaTtoB Ans MEAUUMHCKOTO MNPUMEHEHUS, KOTOPbI CHHOPMMPOBAH B
YCTAHOBMEHHOM WM TMOPSAKE U B KOTOPbIA BKIIKYAKOTCA JeKapCTBEHHble npenapaTtbl AN MeLULMHCKOro
NpUMEHEeHNs1, B TOM 4uCfle C Y4eTOM CTaHZApTOB MEOULMWHCKOW MOMOLKM, Nog —MeXAyHapOAHbIMM
HenaTeHTOBaHHbIMU, XUMWYECKUMU WU TPYNNUPOBOYHBIMA HaMMEHOBaHUSAMM, COOTBETCTBYHOLLME CrEeaYHLLMM
KpUTEepusm:

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

a) NMpUMEHeHMEe KOHKPETHOrO feKapCTBEHHOIO npenapaTta And OMarHocTukW, NpoUNakTUKKW, JevyeHust
3aboneBaHnii, B TOM YMcre NnpeobnagatroLmx B CTpykType 3aboneBaemocTtu B Poccuiickon Pegepaumy;

0) NpeumyLleCcTBO KOHKPETHOrO fiekapCTBEHHOMO npenapaTta Mo CPaBHEHWIO C APYrMMU JEeKapCTBEHHBIMU
npenapaTamu Npu onpeaeneHHbiX 3aboneBaHnn, CUHOPOME UMK KIMHWUYECKOW CUTYaLMu;

B) TeparneBTMYECKasl 9SKBMBANIEHTHOCTb KOHKPETHOro JliekapCTBEHHOro npenapaTta JieKapCTBEHHbIM
npenapaTtam CO CXOXUM MeXaHU3MOM hapMaKoiorM4eckoro 4eNCTBUS;

2) yTBEpPXOEHUS METOOUKM YCTAHOBMEHUS MPOU3BOAUTENSIMU JIEKAPCTBEHHbIX NpenapaToB MNpeaenbHbIX
OTMNYCKHbIX LIEH Ha NEKapCTBEHHbIE npenapaTbl, BKMOYEHHbIE B NEPEYEHb XU3HEHHO HEOOXOAMMBIX N BaXKHEMLLNX
NeKapCTBEHHbIX NpenapaTos;

3) rocynoapCTBEHHOM perucTpauun  YCTAHOBIMEHHbIX MPOM3BOAUTENSIMU NEKApCTBEHHbLIX MpenapaTtoB
npeAenbHbIX OTMNYCKHbIX LIEH HA NIEKAapCTBEHHbIE NpenapaTthbl, BKMOYEHHbIE B NepeYeHb XXU3HEHHO HEODXOAUMBIX U
Ba)XHENLUNX NleKapCTBEHHbIX NpenapaTos;

4) BefeHUs1 TocyAapCTBEHHOIO peecTpa npeaesbHbIX OTMYCKHbIX LLEeH NPOM3BOAUTENEN Ha NeKapCTBEHHbIe
npenapaTbl, BKIIOYEHHbIE B NEpeYeHb XKN3HEHHO HEOOXOOUMbIX M BaXKHEMLLUX NEKapCTBEHHbIX NPenapaToB;

5) yTBEpXOEHUS METOAWMKM YCTaAHOBIIEHMS OpraHaMu WCMOSHUTENBHOW Bnactn cybobekToB Poccuiickon
depepaummn npepenbHbIX pa3MepoB OMNTOBbIX HagbaBok W npederibHbIX pa3MepoB PO3HUYHLIX HaabaBoOK K
aKTUYECKUM  OTMYCKHbIM  LieHaM, YCTaHOBIEHHbIM MPOWU3BOAUTENSAMU JIEKAPCTBEHHbLIX MpenapaToB, Ha
NeKapCTBEHHbIE npenapaTbl, BKIYEHHbIE B MEPEYEHb XUIHEHHO HEOOXOOUMbBIX M BaXKHEWLIUX NeKapCTBEHHbIX
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npenaparos;

6) ycTaHOBNEeHWs npegenbHbIX pPa3MepoB OMNTOBbIX HaAb0aBOK WM MNpedenbHbIX pPasMepoB PO3HUYHbIX
HaabaBoK K pakTU4ECKMM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM NPON3BOAUTENAMU NEKApCTBEHHbIX NPenapaToBs, Ha
neKkapcTBEHHble npenapaTbl, BKMAOYEHHbIE B NepeyYeHb XM3HEHHO HEOBXOAMMbLIX U BaXXHEWLIUX NeKapCTBEHHbIX
npenaparos;

7) yTBEPXAEHWS NopsgKa Bblgavv npeanucaHvuin opraHam MCMOSTHUTENbHON BrnacTu cyobekToB Poccuiickon
depepaumn o npuBegeHWM B COOTBETCTBME C 3akoHopaTenbcTBOM Poccuiickon ®epepaumm pelueHuMn o6
YyCTaHOBMEHUN MpefenbHbIX pa3MepoB OMTOBbIX HAA0aBOK M NpeferbHbiX Pa3MepoB PO3HUYHbIX HagbaBOK K
aKTU4ECKMM  OTMYCKHbIM  LieHaM, YCTaHOBMEHHbIM MPOWM3BOAUTENSAMWU FEKapCTBEHHbIX MpenapaToB, Ha
nekapcTBeHHble Mpenaparbl, BKIIOYEHHbIE B NepeYeHb XM3HEHHO HEOOXOOUMBIX U BaXKHEWLUMX FeKapCTBEHHbIX
npenapaToB, eCnv OHW MPUHATbI C HapyleHueM 3akoHogaTenbctBa Poccunckon ®depepauun, B nopsake,
ycTaHoBneHHoM [NpaBuTtensctBom Poccuiickon Penepavmu;

8) HanpaBneHus ynonHOMOYEHHbIM bedeparnbHbIM  OpraHOM  UCMOSMHUTENBHOW  BRacTM  OpraHam
MCNONHUTENBHON BRacTn cybbekTtoB Poccunckon degepaumm npegnucaHuin 0 NnpuBeaeHMM B COOTBETCTBUE C
3akoHogartenbcTBoM Poccunckon ®egepaumm NpuHATLIX C  HapylweHMem 3akoHogaTtensctBa Poccuiickon
degepaumn pelleHnn 06 yCTaHOBMEHUWN MpeferibHbIX Pa3MepoB ONTOBbIX HaAGaBOK M MpederbHbIX pa3meposB
PO3HMYHbIX HAAbaBOK K LleHaM Ha NekapCTBEHHbIE Npenaparbl, BKNIOYEHHbIE B NepeYeHb XU3HEHHO HEOBXOOMMbIX
N BaXXHEWNLLMX NeKapCTBEHHbIX NpenapaTos;

9) ocyuwlecTBneHus deaepanbHOro rocyaapCTBEHHONO Haasopa B cdpepe obpalleHust NeKapCTBEHHbIX
CpeacTB M pervoHanbHOro rocyAapCTBEHHOTO KOHTPOMS 3a MPMMEHEHWEM LieH Ha fekapCTBeHHble npenapaTbl
COOTBETCTBEHHO  YMOMHOMOYEHHbIMU  doeeparnbHbiMU  OpraHamu  UCMOMNHUTENBHOW BMacTM W opraHamu
nucnonHuTensHoW Briactu cybbektoB Poccuiickon @Pepepaumm CormacHo MX KOMMNETEHUUW B Mopsiake,
ycTaHoBneHHoMm lNpaButensctesomM Poccuinckon Pegepauuu;

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

10) NnpMmMeHeHns NpeayCMOTPEHHbIX 3akoHogaTenbcTBoM Poccuiickon ®egepauun mep OTBETCTBEHHOCTU 3a

HapyLleHne nopsiaka LeHoobpa3oBaHUSA Ha XXM3HEHHO HEOOXOAUMbIE U BaXXHENLINE NEKapCTBEHHbIE NpenapaTbl.

CraTbs 61. [ocygapcTBeHHas permctpauns yCTaHOBIEHHbIX NPOM3BOAUTENSAMY NEKapPCTBEHHbIX NpenapaToB
npegenbHbIX OTMYCKHbIX LEH Ha XM3HEHHO HeobXoauMMble W BaxHellue fekapCcTBeHHble npenapaTtbl U KX
npogaxa

1. YcTaHoBNEeHHbIE NPOU3BOAUTENSAMWU NEKapCTBEHHbIX NpenapaTtoB npeferbHble OTMYCKHbIE LeHbl Ha
rniekapcTBeHHble npenaparthbl, BKOYEHHblE B MepeyYeHb XU3HEHHO HeOoOXOOMMbIX W BaXKHEMNLLMX NeKapCTBEHHbIX
npenapaToB, NoAnexaT rocyaapCTBEHHON perncTpaumm.

2. YcTaHoBrneHHas npou3BoAMTENeM INeKapCTBEHHbIX MpenapaToB npedenbHas OTMYCKHAs UeHa Ha
neKapCTBEHHbIN npenapar, BKIHOYEHHbIN B MepeyvYeHb >XU3HEHHO HeOOXOAMMbIX U BaXHEWLUMX feKapCTBEHHbIX
npenapaToB, MOAMEXMWT roCy4apCTBEHHOW perucTpauuu, ecnm OHa He npeBblaeT pasMep LUeHbl Ha AaHHbIN
nekapCTBEHHbIN MpenapaT, pacCyYMTaHHbI B COOTBETCTBUM C YTBEPXKAEHHOW B nopsake, YCTaHOBIEHHOM
MpasutensctBom Poccuiickon ®egepaumm, METOAMKOW YCTAHOBMEHWS MPOU3BOAUTENAMM NEKAPCTBEHHbIX
npenapaToB MNpeAenbHbIX OTMYCKHbIX LEH Ha feKapCTBEHHble npenapatbl, BKNIOYEHHbIE B NepeyYeHb XU3HEHHO
HeoOXOAMMbBIX W BaXKHEWLWMX JleKapCTBEHHbIX MpenapaToB. [aHHOW MeTOAMKOW npegycMmaTpvBaeTcs Ans
rnieKkapCTBEHHbIX MpenapaToB, Haxodswmxca B obpalleHnn Ha Tepputopum Poccuinckon ®epepauun, pacyet
cpeaHeB3BeLLUEHHOW (PaKTUYECKON LieHbl OTNycKa, CpeHeB3BeLLIEeHHON DaKTUYECKON LieHbl BBO3a fNIEKapCTBEHHOIO
npenapaTa 3a rof, nNpeiwecTBYOWWA gaTte npeacTaBrneHns npefenbHoM OTNYCKHOW LieHbl Mpou3BoauTEns Ha
nekapcTBEHHbLIN npenapaTt Ha roCyfapCTBEHHYO peructpaumio, a Ansd NekapcTBeHHbIX MpenapaTosB, He
noctynaswnx B obpallieHne Ha TeppuTtopum Poccuiickon depepaunn, U AN OPUrMHAnNbHbBIX FEKapCTBEHHbIX
npenapaToB pacyeT POCCUWCKUMU MNPOU3BOAUTENAMW JIEKapCTBEHHbIX MpenapaTtoB pacxXodoB, CBA3a@HHbIX C
paspaboTkon, NPOM3BOACTBOM, peanu3auvMen JeKapCTBEHHOro npenapara, YyKasaHue UWHOCTPaHHbIMM
npou3soguTensMuM pasmepa MUHUMANbHOW OTMYCKHOW LEHbl NPOM3BOAWTENSA Ha NeKapCTBEHHbIV npenapaTt B
rocygapctese nNpon3BoamMTenst U Apyrux rocyaapcTeax, rae OH 3aperncTpupoBaH, C y4eTOM pacxodoB, CBA3aHHbIX C
TaMOXEHHbIM OChOpPMIIEHNEM (TaMOXEHHOW MOLUSNHBI N TaMOXEHHbIX COOpPOB 3a TamMOXeHHoe OMOpPMIIEHME), 1
TPaHCMOPTHBLIX PacxonoB.

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

2.1. MNpw nposBegeHun pacyeta NpeaeribHOM OTMYCKHOW LeHbl Hapsgy C OaHHbIMW, NpeayCcMOTPEHHbIMU

YacTbio 2 HAcCTosLWEN CTaTbU, YYNTLIBAETCS:
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1) B OTHOWEHMM pPOCCUNCKOTO MNPOU3BOAMTENS - LieHa Ha aHanornyHole (MO MeXayHapooHOMY
HenaTeHTOBaHHOMY HaMMEHOBaHWI0, FNeKkapcTBEeHHOMW opMe © [O3UPOBKE) NeKapCTBEHHble npenaparhbl,
npovsBeneHHble Ha TeppuTtopun Poccuiickon depepaumm, nnbo B crnyvae Mx OTCYTCTBUSA LieHa Ha aHanoruyHble
WHOCTpaHHbIE NEeKapCTBEHHbIe npenapaTtbl, HaXo4sLMneca B rpaxgaHckom obopoTte Ha Tepputopum Poccuiickon
degepaumnu;

2) B OTHOLWEHUN WHOCTPAHHOIO MPOM3BOAWTENSA - LeHa Ha aHanormdHble (Mo MeXayHapogHOMY
HenaTeHTOBaHHOMY HaVMMEHOBaHWIO, FeKapCTBEHHONW OpMe U1 [OO3UPOBKE) NEKapCTBEHHbIE Mpenaparbl,
HaxoasLmecs B rpaxgaHckom obopoTe Ha Tepputopumn Poccuiickon ®eaepaumn.

(vacTb 2.1 BBegeHa degeparnbHbiM 3akoHOM OT 11.10.2010 N 271-93)

2.2. Ha ocHoBaHMM nopgaHHOro Ao 1 OKTAOpSA KaxAoro roga 3asiBrEeHWsi POCCUWCKOTO MNpOV3BOAMTENS
NneKapCTBEHHbIX MpenapaToB, BKMIOYEHHbIX B MEPeYeHb XM3HEHHO HEOOXOOUMBIX U BaXKHEWLUMX FeKapCTBEHHbIX
npenapaToB, 3aperucTpMpoBaHHas npefernbHas OTMYCKHas LeHa Ha NneKapCTBEHHbIN npenapat B criyyae
M3MEHEHNS LUEH Ha Cblpb€ W MaTepuanbl, HaknagHbIX pPacxOA4oB, a Takke ucxogs W3 YCTaHOBIIEHHOro
denepanbHbiM 3akoHOM O defepanbHOM OloakeTe Ha COOTBETCTBYHOLMA (PMHAHCOBBLIA FO4 M Ha MNNAHOBLIN
nepvoa NPOrHO3MPyeMOoro ypoBHSA MHAMALMU MOXET ObITb NMepeperucTpMpoBaHa, HO He Yalle Yyem OOuH pas B
KaneHaapHOM rogy B nopsigke, yCTaHOBMEHHOM YacTamMu 2 1 2.1 HacTosLWwen cTaTby.

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

3. lMpopaxa nekapCTBEHHbIX NpenapaToB, KOTOpble BKIOYEHbI B MEPEYEHb >XU3HEHHO HeobxoanMbIX W
Ba)KHEWLUNX NTEKapCTBEHHbIX NPENapaToB 1 Ha KOTOPble He 3aperucTpypoBaHa yCTaHOBIEHHAs! MPON3BOANTENAMM
nekapCTBEHHbIX NpenapaTtoB MpefenbHas OTMYCKHAas LeHa Ha neKkapCTBEHHble MpenapaThbl, BKMOYEHHblE B
nepeYveHb XU3HEHHO HEOBXOANMBIX N BaXKHENLLNX NIEKAPCTBEHHBIX NpenapaToB, He AOMYyCKaeTCsl.

Cratbsl 62. ['ocyQapCTBEHHbIA peecTp NpeaernbHbIX OTMYCKHbIX LieH Npou3BoAuTenei Ha NekapCTBEHHbIe
npenapartbl, BKMIOYEHHbIE B NepeyeHb KU3HEHHO HEOBXOOMMbIX U BaXKHENLLIMX NEeKapCTBEHHbIX NpenapaTos

1. 3apernctpupoBaHHble MNpedernbHble OTMYCKHble LeHbl Ha INeKapCTBEHHble npenapaTtbl, BKMIOYEHHbIE B
nepeyvyeHb >XMU3HEHHO HEeOOXOAMMBIX W BaKHEWWWMX JeKapCTBEHHbIX MpenapaToB, MOAMEXaT BKIHOYEHUO B
rocyfapCTBEHHbI peecTp npedenibHbIX OTMYCKHbIX LEeH MNPOM3BOAWUTENEN Ha neKkapCTBeHHble npenapaThbl,
BKITHOYEHHbIE B NEPEYEHb XU3HEHHO HEOOXOOUMBIX Y Ba)KHENLLMX NTEKAapCTBEHHbIX MpenaparToB.

2. [ocynapCcTBeHHbIN peecTp npeferbHbIX OTNYCKHbIX LeH NPOu3BOAMTENEN Ha NekapcTBeHHble npenapaTbl,
BKJTHOYEHHbIE B MEPeYeHb XN3HEHHO HEODXOOUMBIX U BaXKHEWLUMX NEKAPCTBEHHbIX MpenapaToB, COAEPXUT B cebe
cneayroLLyto UHopmaumio:

1) HanmeHoBaHWe NponsBoaUTENS NeKapCTBEHHOro npenapara;

2) HauMeHOBaHWe NeKapCTBEHHOro npenapaTta (MeXxayHapoAHOe HenaTeHTOBaHHOE WNU XUMUYeckoe W
TOProBO€ HaUMEHOBaHMS);

3) HOMep perncTpaLmMoHHOro yAoCTOBEPEHUS NekapCTBEHHOrO NpenapaTa;

4) nekapctBeHHas ¢opma C ykasaHuem [O3UPOBKM NeKapCTBEHHOro npenapaTa M ero konuyectsa BO
BTOPWYHOM (MOTPEeObUTENBCKOWN) YNaKoBKe;

5) 3apeructpmpoBaHHas npegenbHas oTnyckHas LieHa B pybnsx;

6) Ogata rocyaapCTBEHHOW peructpauvu npegenbHOW OTMYCKHOM LeHbl Ha fekapCTBeHHble npenapaThl,
BKITHOYEHHbIE B NEpPeYEHb XU3HEHHO HEOOXOOUMBIX Y BaKHENLLIMX NTEKAPCTBEHHbIX MpPenaparToB.

3. TlocypapcTBeHHass perucTpaums npefenbHbIX OTMYCKHbIX LEeH Ha nekapcTBeHHble npenapaTbl,
BKIIIOYEHHbIE B MEPEeYEeHb XMU3HEHHO HEeOOXOAMMbIX W BaXKHEWMLIMX JeKkapCTBEHHbIX NpenapaTtoB, BedeHue
rocydapCTBEHHOro peecTpa npedenbHbIX OTNYCKHbIX LUeH Mpou3BOAUTENEN Ha fekapcTBeHHble npenaparthl,
BKITIOYEHHbIE B MepeyeHb XU3HEHHO HEOOXOAMMBIX U BaXHEMLLMX NTEKapCTBEHHbIX NPEnapaToB, OCYLLECTBAIOTCS
B nopsigke, yctaHoBneHHoM [NpaButensctBom Poccuiickon depepaumm.

Cratba 63. YcTaHOBneHuMe opraHamu MWCNOMHWUTENBHOM Bnactn cybbekToB Poccuiickon ®egepaumn
npegenbHbIX pa3vepoB OMNTOBbIX HaAbaBOK M MpedefibHbIX pasMepoB PO3HUYHbIX HaAbaBoOK K hakTMyeckum
OTMYCKHbIM LieHaM, YCTaHOBIIEHHbIM MPOU3BOAUTENSAMU FEKAapCTBEHHbIX MpenapatoB, Ha JeKapCTBEHHbIe
npenapaTbl A4NS MEQULMHCKOrO NPUMEHEHNs

1. OpraHbl McNonHUTENbHOW Briactu cybbektoB Poccuickon depepaumm ycTaHaBnMBalT NpeaenbHble
pasMepbl ONTOBbIX HAaA0aBOK M NpeAenbHble pa3Mepbl PO3HUYHbIX HaA0aBOK K (haKTMYECKMM OTMYCKHbIM LieHaMm,
YCTaHOBMEHHLIM NPOV3BOAUTENSMU JIEKAPCTBEHHbBIX NPENAPaTOB, Ha fleKapCTBEHHbIE Npenaparbl, BKIOYEHHbIE B
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nepeYveHb XU3HEHHO HEOBXOOUMBIX N BaXKHEWLLUMX FIEKapCTBEHHbIX NpenapaToB, B COOTBETCTBUM C YTBEPXKAEHHOMW
B nopsiake, yctaHoBneHHoMm [lpaButensctBom Poccuiickon ®depepaumv, MeTOOMKOW YCTaHOBMEHWS opraHamu
UcnonHUTeNsHOn Bnactu cybwbekToB Poccuickon ®depepaumy npefenbHbiX pasMepoB OMNTOBbIX HaO0aBOK M
npegenbHbIX pasMepoB  PO3HMYHLIX HaabaBOK K (DAKTUYECKMM  OTMYCKHbIM  LieHaM, YCTaHOBMEHHbIM
npousBoauTeNsMM NeKapCTBEHHbIX MpenapaToB, Ha fekapCTBEHHble npenapatbl, BKAYEHHbIE B MNepeyveHb
XN3HEHHO HEOOXOAMMBIX U BaXKHENLLWX FleKapCTBEHHbIX NpenapaTos.

2. OpraHusauum onTOBOW TOProBnv M (MnM) anTeyHble opraHu3auuun, NHAMBMAYasbHble NpeanpyHuMaTeny,
UMelLWwne nUUEH3N0 Ha dapmaueBTUYECKYD OEeSATeNbHOCTb, OCYLECTBASIT peanu3aumio  NeKkapCTBEHHbIX
npenapaToB, BKMOYEHHbIX B NEpPeYeHb XU3HEHHO HEOOXOAMMbIX U BaXKHEMWLUMX JIeKapCTBEHHbIX MpenapaTos, Mo
LeHaM, YpOBEHb KOTOPbIX HE MPEBbILLAET CYMMY (DaKTUYECKON OTMYCKHOW LieHbl, YCTaHOBMEHHOW NPOM3BOANTENEM
nekapCTBEHHbIX MpenapaToB 1 He MPEBbILIAILWLEN 3aperncTpupoBaHHON NpeaesibHoM OTMYCKHOWM LIEHbI, U pa3mep
onToBoM HagbaBku M (Unu) pasmep PO3HUYHOW HaabaBkM, HE MpeBblllarolme COOTBETCTBEHHO pasmMepa
npeaensHon onToBon Haabasku u (MnNn) pasmepa NpeaensHON PO3HUYHOM HaabaBKK, YCTAHOBIEHHbIX B CyObekTe
Poccuiickon ®epepauun.

3. OpraHbl ucnonHuTensHon BnacTn cybwektoB Poccuiickon depepaumm pasmewaot B cetn "UHTepHeTt"
nnn onybnmkoBbIBaOT MHAOPMALMIO O 3aperMcTPUpOBaHHON MpPeaeribHON OTMYCKHOW LeHe Ha JeKapCTBEHHbIe
npenapaTbl, BKIIOYEHHbIE B MepeYvYeHb XU3HEHHO HEeOOXOAMMbIX U BaXHEMNLIMX NeKapCTBEHHbIX npenapatos, 06
YyCTaHOBMEHHbIX B cyobekTe Poccuiickon Penepaummn pasmepe npegensHov onToBow Haabaeku n (unun) pasmepe
npegenbHon  po3HWYHOM HaabaBKM K YCTAHOBIMEHHBIM  MPOM3BOAMTENSIMUA  JIEKAPCTBEHHBIX MpenapaToB
hakTMyecknMm OTMYCKHbIM LIeHaM Ha JieKapCTBEHHble npenapaTbl, BKIHOYEHHbIE B MNEPEYEHb >KU3HEHHO
HeoOXOAMMbIX Y BaXXHENLLNX NEKAapPCTBEHHbIX NpenapaTtoB, U 00 yKazaHHOW B YacTW 2 HACTOSILLEN CTaTby CyMME.
WHdopMaLms, npeaycMOTpeHHas HacTOSILLEN YacTblo, AOMMKHA pa3meLLaTbCsl Takke B anTeYHbIX OpraHnsaumsx B
OOCTYMHOW ANsi CBEAEHMS BCEX 3aUHTEPECOBaHHbIX NUL, hopme 1 0GHOBMATBECS NO Mepe ee OnyGrIMKOBaHMS.

4. TlpuHAaTble C HapyweHweMm 3akoHogaTtenoctBa Poccuinckon ®degepauum pelleHWss OpraHoB
ncnonHuTenbHon Bractu cybbekta Poccuiickon ®egepaunn o6 ycTaHOBREHUM NpedenbHbIX PasMepoB OMTOBbIX
HagbaBOK M MpedernbHbIX pa3mMepoB PO3HUYHBLIX HaAbaBOK K 3aperncTpupoBaHHbIM NpedernbHbIM OTMYCKHbIM
LeHaM Ha nekapcTBEHHble mnpenapaTtbl, BKMIOYEHHble B MNepeyeHb >XM3HEHHO HeobXoAMMbIX W BaXKHEMLMX
nekapCcTBEHHbIX NpenapaToB, noanexar oTMeHe B cyaebHom nopsgke.

naea 13. MOHUTOPUHI" BE3OMACHOCTMU NEKAPCTBEHHbIX MPEMAPATOB,
HAXOAALMXCA B OBPALLEHUUA HA TEPPUTOPUXA POCCUUCKOU ®EOEPALINA

CraTbs 64. MoHMTOPMHT 6E30NacCHOCTM NeKapCTBEHHbIX NpenapaTos

1. JlekapcTBeHHble npenapaTbl, Haxogswmeca B obpalweHun Ha TeppuTtopum Poccuiickon ®egepauun,
nognexaT MOHUTOPUHIY ©6e30macHOCTM B LEnsX BbISBNEHUS BO3MOXHbIX HeratuBHbIX MOCNEeACTBUA  MX
NPUMEHeHWs, NpeaynpexaeHns NauneHToB U NX 3aLnTbl OT NPUMEHEHNS Takux npenapaTos.

2. MoHuTOpuHr Be3onacHOCTM MeKapCTBEHHbIX MpenapaToB  OCYLECTBNAETCS  YNOMHOMOYEHHbIM
denepanbHbIM OpraHoOM WCMOMHUTENBHOM BNacTyM Ha BCexX 3Tanax uMx obpalueHuns Ha TeppuTopun Poccuiickon
depgepaumm.

3. CyObekTbl 06paLleHusi nekapCTBEHHbIX CpeacTB 0653aHbl coobLaTtb B yCTAHOBNEHHOM YMOMHOMOYEHHbBIM
denepanbHbIM OpraHoOM UCMOSHMTENbBHOW BriacTy nopsigke 060 Bcex cnyyasx noboyHbIX AeNCTBUN, HE YKa3aHHbIX
B WHCTPYKUMWM MO MPUMEHEHUIO NEKapCTBEHHOro npenapata, O Cepbe3HbIX HeXenaTenbHbiX peakuusx,
HenpeaBUOEHHbIX HexXernaTenbHbIX peakumsax npu NMpUMEHEHUU feKapCTBeHHbIX npenapaTtoB, 06 0COBEeHHOCTSX
B3aMMOAEWCTBUSA FeKapCTBEHHbIX NpenapaTtoB C APYrMMU NeKapCTBEHHbIMWM npenapatamun, KoTopble Obinu
BbISIBIIEHbI NMPU NPOBEAEHMMN KIMHUYECKNX NCCReaoBaHni U NPUMEHEHUN NeKapCTBEHHbIX NpenapaToB.

4. 3a HecoOOLleHMe UMM COKPbITUE CBEAEHWN, NPeAyCMOTPEHHbIX 4YacTblo 3 HacTosLWen ctaTtbu, nuua,
KOTOPbIM OHW CTanu M3BECTHbl MO pody WUX NpodEeCCUOHarNbHON AEATENbHOCTM, HEeCyT OTBETCTBEHHOCTb B
COOTBETCTBMM C 3aKkoHoAaTenscTBoM Poccunckon ®egepaumn.

5. TMopsagok ocywecTBNEHUS MOHUTOPMHra Ge30nacHOCTM JeKapCTBEHHbIX MpenapaToB, perncrpaumm
NOGOYHBLIX AEWCTBUI, CEepPbe3HblX HeXeraTernbHbIX peakuui, HenpeaBUAEHHbIX HeXernaTenbHbiX peakuui npu
NPUMEHEHWW NeKapCTBEHHbIX NpenapaToB, B TOM Yucne npeacraBneHunst tHgopmMauum ob aTom, ycTaHaBnMBaeTcs
YNOSIHOMOYEHHbIM (hegepanbHbiM OpraHoOM UCMONMHUTENBHON BNacTy.

Cratbs 65. MprocTaHoBMNeHWE NPUMEHEHNS NeKapCTBEHHOro npenapaTa
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Mpn nonyvyeHum wnHdopmMaumm O NOBOYHBLIX AENCTBUSIX, HE YKa3aHHbIX B MHCTPYKUUW MO MPUMEHEHUIO
NeKapcTBEHHOro npenapara, Cepbe3HbIX HexenaTernbHbIX peakumsax, HenpeasnaeHHbIX HexenaTenbHbIX peakunsax
npu MNpUMEHEHUM IneKapcTBEHHOro npenapata, 06 OCOBEHHOCTAX ero B3auMOOEWCTBUS C  ApYrvMu
nekapcTBEHHbIMW nNpenapaTtamMu, KOTOpble MOTYT NPeACTaBNATb Yrpo3y XU3HWM UNU 340POBbI0 NALMEHTOB, a Takke
CBEOEHUN, He COOTBETCTBYIOLLUX CBEAEHNSIM O NeKapCTBEHHOM fpenapare, CoaepXalMMcs B MHCTPYKLMK NO ero
NMPUMEHEHMWIO, YMOMHOMOYEHHbIN hefepanbHbli OpraH WUCMOMHMTENBHOW BrRiacTy paccMaTtpuBaeT BOMPOC O
BO3MOXHOCTM MPUOCTAHOBMIEHMS NMPUMEHEHWNS] TaKoro JNIEKAapCTBEHHOro npenapata B Mopsigke, YyCTaHOBIIEHHOM
YNOSTHOMOYEHHbIM beepanbHbIM OPraHOM UCTMOSNHUTENBHOW BIIacTu.

Cratbs 66. MHbopmaLumsi o pesynbTaTax MOHUTOPUHIa 6€30MacHOCTM IeKapCTBEHHbIX NpenapaToB

YNOnHOMOYEHHbIN  peaepanbHbin - OpraH  WUCMOMHUTENBHON  BNacTW, OCYLLUECTBASKOWUA  MOHUTOPUHT
0©e30MacHOCTU MeKapCTBEHHbIX MNpenapaToB, HaxoAsWMXCs B obOpalwleHun Ha Tepputopun Poccuinckon
depepaumun, no pesynbTatam MOHUTOPWUHra pasmellaeT Ha CBOeM oduumanbHoM cante B cetn "UHTepHet"
MHOPMaLNIO O NPUHSATBIX PELIEHMSX O BHECEHUU M3MEHEHUS B UHCTPYKLUUIO MO NPUMEHEHWUIO NEKapCTBEHHOro
npenapaTta, O MNPWOCTAHOBMEHUN TMNPUMEHEHUS TNEKapCTBEHHOro npenapata, 06 wu3bATUM U3  obpalleHus
NeKapCcTBEHHOro npenapara unm o BO30OHOBNEHUN NPUMEHEHUS NEKaPCTBEHHOTO npenapara.

Mnasa 14. UHOOPMALINA O NEKAPCTBEHHbIX NMPEMAPATAX
CraTbs 67. MiHdopmaumsa o nekapCTBEHHbIX NpenapaTax

1. NHdopMauma 0 nekapcTBeHHbIX npenapartax, OTnyckaeMblX MO peuenTy Ha feKapCTBEHHbIN npenapar,
OOIDKHa cogepXaTbCs TOMbKO B CNeuManvM3avpoBaHHbIX W3AaHWAX, NpedHasHayeHHbIX ANA  MeAUUMHCKMX,
dapmaLeBTUYECKMX, BeTEpUHapPHbIX paboTHMKOB. VHopMaLma o0 nekapCTBEHHbIX Npenapartax Ansa cneuManncTos
B obnactu obpalleHns nekapcTBEHHbIX CPeACTB MOXET CoAaepxaTbCA B MOHOrpadusix, CnpaBoOYHMKaX, Hay4YHbIX
cTaTbaX, B AOKNadax Ha KOHrpeccax, KoHdepeHLUsiX, CUMNOo3nymax, Hay4HblX COBETaXx, a Takke B MHCTPYKUMAX MO
NMPUMEHEHMWIO NEKapCTBEHHbIX NpenapaToB.

2. ndbopmaumsa o nekapCTBeHHbIX npenaparax, oTnyckaembix 6e3 peuenTta Ha nekapCTBEHHbIV npenapar,
MOXeT cogepxaTbCa B nybnukaumsx n obbaBneHUsx cpeacts MaccoBon MHopMaumm, cneunanm3mpoBaHHbIX U1
OBLWKMX MevaTHbIX W3OAHWUSX, WHCTPYKUMAX MO MPUMEHEHUI0 feKapCTBEHHbIX MNpenapaTtoB, MWHbIX W34aHWUsIX
cybbekTtoB o0bpalleHus nekapcTBeHHbIX cpeAcTB. PeknamHble maTtepuansl O nekapCTBEHHOM MpenaparTe,
oTnyckaemom 6e3 peuenTa Ha nekapCTBEHHbIN npenapar, AOMKHbl COOTBETCTBOBATb MHCTPYKLUM MO MPUMEHEHUIO
rniekapcTBEHHOro npenapara.

3. JonyckaeTcsa ucnonb3oBaHune Nobbix MaTepuanbHbIX HOCUTENEN, NO3BONALWMX XpaHUTb, NepeaasaTtb U
Mcnonb3oBaTb MHPOPMAaLMIO O fleKapCTBEHHbIX Npenapatax 6e3 ee NCKaXeHuUs.

Mnaea 14.1. OTPAHUYEHUA, HANAITAEMbIE
HA OPrAHU3ALNN, OCYLLECTBNAIOWMUE OEATENBHOCTb
MO OBPALLEHUIO IEKAPCTBEHHbIX CPEACTB

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

Cratba 67.1. OrpaHunyeHusi, Hanmaraemble MpU OCYLECTBNEHMM AesTenbHoCcTn B cdhepe obpalleHns
nekapCTBEHHbIX CpeacTB

1. OpraHusauun, 3aHumalLwmecs paspaboTkon, Npous3BoACTBOM U (MNKU) peanusaumen nekapcTBEHHbIX
npenapaToB ANA MeQULMHCKOro NpUMeHeHus, opraHm3aumu, obnagatowime npasamm Ha UCMONb30BaHWE TOProBOro
HauMeHOBaHWS NEeKapCTBEHHOro npenapara Ans MeAMUMHCKOro NMpUMEHEeHWs, opraHv3auun OMTOBOW TOProBmu
neKkapcTBEHHbIMU cpeacTBaMu, anTeyHble opraHusauum (Mx npeacTaBUTENW, MHble U3NYECKMe U topuandecKkme
nMua, OCYLUEeCTBASAIOWMNE CBOK [AeATENbHOCTb OT UMEHW 3TMX OpraHv3auui) B OTHOLIEHUN MeOULMHCKMX
paboTHUKOB U pyKoBOAMTENEN MEANLMHCKNX OpraHn3auuii He Bnpase:

1) Bpy4aTb Nodapku, BbinNnayMBaTth AeHEXHblEe CPeACTBa (3a UCKII0YEHMEM BO3HarpaXaeHuin no Jorosopam
npu NPoBeAEHVM KITMHUYECKUX WCCreoBaHWA NEeKapCTBEHHbIX MpenapaToB Ans MeAWLUMHCKOrO NPUMEHEHWS,
BO3HarpaxgeHum, CBA3aHHbIX C OCYLLIECTBIEHMEM MEOUUMHCKUM pabOoTHWMKOM Mmegarornyeckon n (Mnv) HayydHom
AeAaTenbHOCTM), B TOM YMChe onfayvBaTb pasBrievyeHns, oTablX, Npoe3n K MecTy OTAbixa, a Takke npuBnekatb K
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y4acTuio B pasBrnekaTernbHbIX MEPONPUATUSAX, MPOBOAMMbIX 3a CHET CBOUX CPEACTB;

2) 3akno4aTh CornalleHns 0 HasHa4YeHUM Unu pekomeHgaumMm nauneHTam nekapcTBeHHbIX npenapaToB Ans
MEOMUMHCKOrO MPUMEHEHMs (3@ WCKIMIYEHNMEM [OroBOPOB O MPOBEAEHUWN KIMHUYECKUX UCCreaoBaHWn
nekapCTBEHHbIX NpenapaToB ANs MeQULMHCKOrO NPUMEHEHNS);

3) npepoctaBnATb obpasubl NeKapCTBEHHbIX MpenapaToB ANS MEeOUUMHCKOTO MNPUMEHEHUS B  LEnsx
BPYYEHMA MauMeHTam (3a WCKMIOYEHMEeM CryyaeB, CBSI3aHHbIX C MPOBEOEHMEM KIMHUYECKMX WUCCneaoBaHWUn
rieKkapCTBEHHbIX NpenapaToB Ans MeAULMHCKOro MpUMEHeHUs);

4) npegocTaBNsATb HEOOCTOBEPHYIO M (MNW) HEMOMHYy MHOpMaLuio 0 NekapCTBEHHbIX npenapartax Ans
MEANLMHCKOro NPUMEHEHUS;

5) nmocewartb ux B pabovee Bpemss Ha pabouMx MecTax, 3a WCKMIOYEHMEM CrydyaeB, CBSA3aHHbIX C
npoBedeHNeM KIVHUYECKUX WCCNedOBaHWA NeKapCTBEHHbIX MpenapaToB AN MeAMLUMHCKOTO MNPUMEHEHWs, C
yyacTmeMm B nopsigke, yCTaHOBMEHHOM PYKOBOAMTENEM MeAULMHCKOW opraHusaumun, B cObpaHUsAX MeanLMHCKMX
PabOTHUKOB M WHBIX MEPOMPUATUSAX, HamnpaBfiEHHbIX Ha MNOBbIWEHWE WX MPOPECCUOHANBHOIO YPOBHA WK Ha
npegocTaBneHne MHgopmMauun, CBA3aHHOMW C OCYLLECTBIIEHUEM MOHWUTOPUHra 6e30nNacHOCTM NeKkapCTBEHHbIX
npenapaTos;

6) NobyxaaTb K BbINMUCBIBAHWIO NEKAPCTBEHHbLIX NpenapaToB AN MeAWUMHCKOro NpuMeHeHus Ha BnaHkax,
copepXawmux MHgopmMaumio peknamMHoro xapakrepa, a Takke Ha peuenTypHbix 6naHkax, Ha KOTOpbIX 3apaHee
HaneyaTaHO HauMeHOBaHWe NIekapCTBEHHOro npenapara 415 MeaNLMHCKOrO MPUMEHEHWS.

2. OpraHumsaumu, ykasaHHble B absaue nepBom 4actu 1 HacToswen cTaTbW, U WX NpeacTaBuTenn B
OTHOLLEHMN hapMaLeBTUYeCKUX paboTHNKOB 1 PYKOBOAMTENEN anTeYvHblX OpraHM3aLmin He Bnpase:

1) Bpy4aTb Nogapku, BbiNfayMBaTb AEHEXHble CpeacTBa, B TOM YWCMe OnfadvMBaTb pasBrieyeHuns, oTapiX,
npoesn K MecTy oTAblXa, W NpuBMeKaTb K y4acTWio B pasBriekaTeslbHbIX MeponpuAaTUAX, NPOBOAMMBLIX 3a CHeT
CBOMWX CPEACTB;

2) npepoctaBnAaTb 06pasubl NEeKapCTBEHHbIX NpenapaToB ANs MEeAMUMHCKOrO NMPUMEHEHUS AN BPpyYeHUsi
HaceneHuo;

3) 3akniovaTb cornawleHus O NPeanoXeHWW HaceneHuIo onpeaeneHHbIX NeKapCcTBEHHbIX npenapatoB Ans
MEeONLMHCKOTO NPUMEHEHNS;

4) nNpenocTaBnATb HEOOCTOBEPHYO M (MNW) HEMONHYI MHMOPMAaUMIO O NeKapCTBEHHbIX MpenapaTtax Ans
MEAMUMHCKOrO NPUMMEHEHUsi, B TOM 4MCMe MMEeKLWnX OAMHAKOBOE MeXAyHapoaHOe HenaTeHToBaHHoe
HaumeHoBaHue.

CraTtba 67.2. TpeboBaHMa K OpraHu3auMM U MPOBELAEHUIO HAYYHbIX MEPOMPUATUIA, MHbIX MEPONPUATUN,
HanpaBfeHHbIX Ha MOBbILLIEHNE NPOJECCUOHANBHOIO YPOBHS MEAMUUHCKMX pabOTHUKOB MW Ha NpefocTaBneHne
MHGOPMaLIMK, CBSA3AHHOWN C OCYLLLECTBIIEHNEM MOHUTOPUHra 6€30MacHOCTM NeKapCTBEHHbIX NpenapaToB

1. lpu npoBeAeHWM HaAy4YHbIX MEPOMPUATUN, WHBIX MEPOMNPUSATUIN, HaMNpPaBfEHHbIX Ha MNOBbILEHNE
nNpodeccnoHanbHOro ypoBHA MEOMULMHCKMX PAabOTHUKOB UMW Ha MpeoCcTaBrieHNne CBA3AHHOW C OCYLLECTBIIEHNEM
MOHUTOpMHra 6e30MacHOCTM MNeKapCTBEHHbIX MNpenapaToB MHAOPMaLUKN, OpraHU3yeMblX OpraHM3aumsiMu,
yka3aHHbIMW B ab3aue nepsom vactu 1 ctatbmn 67.1 HacTosiwero degepanbHOro 3akoHa, UX NpeacTaBuTeNsaMn 1
(nnn) prHaHCKMpyeMbIx 3a CHET CPeACTB 3TUX OpraHM3auui u nx NnpeacTaBuTenen, 3anpeLlaeTcs NpensaTCcTBOBATbL
Yy4acTuIO B yKasaHHbIX MepPONpUATUSX MHbIX OpraHu3auunii, KOTopble NPOU3BOAAT UMW peanuayloT nekapCTBEHHbIe
npenapatbl AN MeAWUMHCKOrO MPUMEHEHUSI CO CXOXMM MexaHM3MOM chapMakonormieckoro AencTBusi, Nmbo
co3fgaBaTb OUCKPUMMUHALMOHHbIE YCNOBUS ANs OOHUX YYACTHUKOB MO CPaBHEHWO C APYrMMW ydacTHUKamu, a
MMEHHO:

1) npegocTaBnNATb pasnMYHOE KONMMYECTBO BPEMEHU ANS BbICTYMNMNEHUA Y4aCTHUKOB, pasnunyHble No pasmepy
3aHMMaeMoun nnowiaam Mecta ans AemMOoHCTpauun obpasLoB NEKapCTBEHHbIX MpenapaTtoB Afs MEeLMLMHCKOro
NPUMEHEHNS UMW PEKNaMHbIX MaTepuarioB O JeKapCTBEHHbIX Npenapartax Ans MeAMUMHCKOrO NMPUMEHEHUs Ha
3KCMO3MLMAX, CTEeHOAX, 3a WCKIIOYEHMEM CryvyaeB, €CIiM TakuMe YCINOBMS 3aKpernsieHbl B COrMMalleHusX 3TUX
opraHusaumni, nx npeacraBuTenern 0 UHAHCUPOBAHUUN YKa3aHHbLIX MEpPONPUATUA N OBYCMNOBMEHbI Pa3NNYHbIMU
3aTpaTamMu Y4acTHWKOB Ha NX OpraHM3auuio;

2) ycTaHaBnvBaTtb pa3Mep B3HOCA 151 y4aCTHUKOB MEPOMNPUATUIA, yKasdaHHbIX B ab3aue nepBoM HacTOsLLEN
YacTu, NpeBbILWALWMIA CYMMY 3aTpaT Ha OpraHM3aumio yKasaHHbIX MEPONPUATUA U BELYLLUIA K HEOOOCHOBaHHOMY
OrpaHUYEHUIo Yrcna nx y4acTHUKOB.

2. OpraHusalmm, ykasaHHble B ab3aue nepsom yactu 1 ctateu 67.1 HacTosilero ®efepansHOro 3akoHa, ux
npeacTaBuTeNM, OCYLLLECTBSIOLME OpraHM3auunio u (Mnu) prHaHcMpoBaHne MeponpuUATUA, ykasaHHbIX B Yactu 1
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HacTodwen ctatbn, 0bs3aHbl obecneymBaTb OOCTYN K WHopmaumm O aate, MecTe U BpeMeHU NpoBeAeHUs
YKa3aHHbIX MeponpusaTURN, nNnaHax, nporpaMmmax NpoBeAeHUs! YKa3aHHbIX MeponpuaTUA N Temax, nnaHnmpyembixX
ONsi pacCMOTPeHWsi, COCTaBEe WX YYaCTHWKOB MyTEM pasMeLLEeHUs COOTBETCTBYHOLLEN WHMOPMaUMM Ha CBOWUX
odmumanbHbIX cantax B cetu "WHTepHeT" He nosgHee OBYX MecsUeB OO0 Hadvana MpoBEeAeHUs YKasaHHbIX
MEeponpUsTUN.

3. WHdopmauma o npoBedeHun MeponpUSaTUNA, YKasaHHbIX B 4acTh 1 HacToslen cTaTbM, B CPOK,
YCT@HOBMEHHbIA 4YacTbid 2 HacTodAWen cTatbW, [omkHa ObiTb HanpaBneHa B degepanbHbll  OpraH
NCMNONMHUTENBbHOW BNacTW, OCYLLECTBASIOLWMIA PYHKLUUN MO KOHTPOMK U Haa3opy B cdepe 34paBOOXpaHEHUs, Ans
nocnegyloLiero pasmeLleHmns ee Ha oomumanbHOM canTe 3Toro opraHa B cetn "MHTepHeT".

naea 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATEJIbCTBA
POCCUNCKOW ®EOEPALIUU NPU OBPALLEHUU NEKAPCTBEHHBLIX CPEACTB
1 BO3MELLEHME BPEOA, NPUYMHEHHOIO 3OPOBbLIO NrPAXXOAH
BCNEAOCTBUE NPUMEHEHUA NEKAPCTBEHHbIX NMPEMAPATOB

Cratbsa 68. OTBETCTBEHHOCTb 3a HapylleHne 3akoHogaTenbcTBa Poccunckon ®enepauun npyu obpaiieHum
nekapCTBEHHbIX CpeacTB

HapyweHnue 3akoHogatenbctea Poccuickon degepauum npu obpalleHun nekapcTBEHHbIX CPeacTB BrieyeT
3a cobori OTBETCTBEHHOCTb B COOTBETCTBMU C 3akOHO4aTensCcTBOM Poccuiickon degepaumm.

Cratba 69. BoamelleHne Bpeda, MNPUYMHEHHOrO 340POBbI0 rpaxgaH BCNEeACTBUE MNPUYMEHEHWS
nekapcTBEHHbIX NpenapaToB

1. MNpown3BoguTens nekapcTBeHHOro npenapata 0653aH BO3MECTUTb BpeA, NPUYMHEHHBIN 300POBbI0 rpaXkaaH
BCNeACTBUE NPUMEHEHNS NTEKapCTBEHHOTO Npenapara, ecrnv Joka3aHo, 4To:

1) NnekapCTBEHHbIN NpenapaTt NPUMEHSANCA N0 HAa3HAYeHWI0 B COOTBETCTBUMN C MHCTPYKUMEN NO NPUMEHEHUIO
rfiekapCTBEHHOro npenapaTta M MPUYMHON Bpeda SABWUICS BBOA B rpaxaaHCkui obopoT HeaobpokayecTBEHHOro
nekapcTBEHHOro rnpenapara;

2) Bpen 340pPOBbI0 MPUYMHEH BCEACTBME HEOOCTOBEPHON MHApOpMaLMK, coaepXallencs B MHCTPYKUMU MO
NMPMMEHEHMIO NNEKapCTBEHHOro npenapaTa, U3gaHHoN NponM3BOAMTENEM fiekapCTBEHHOrO nNpenapaTa.

2. B cnyyae, ecnu Bpeg 300pOBblO rpaxgaH NPWYUHEH BCNeacTBME MNPUMEHEHUS FeKapCTBEHHOro
npenapaTa, npuweawero B HErogHoCTb B pesyrbTaTte HapyleHWUs NpaBui XpaHEHUs NeKapCTBEHHbIX CpeacTs,
npasun ONTOBOW TOProBfM NeKapCTBEHHbIMY NpenapaTamMu, NpaBuin oTnycka NekapcTBEHHbIX NpenapaTos, NpaBus
M3roTOBMEHNss N OTMyCKa JeKapCTBEHHbIX MpenapaTtoB, BO3MeELLeHMe Bpeda OCYLLIEeCTBNSETCA COOTBETCTBEHHO
opraHmsauven OnTOBOW TOProBNM NEKapCTBEHHbIMW CpeacTBaMuv, anTeyHOM opraHusauven, UHAMBWAYanbHbIM
npeanpuHumMaTeneM, WMeKLWUMY NIMLEH3NI0 Ha dapMaueBTUYeCcKylo OEeATeNbHOCTb UMM NULEH3UI0  Ha
MEOMUMHCKYIO OesATeNbHOCTb, MEeAMUMHCKOW opraHusauven, UMelolWen JMUeH3nio Ha dapMaueBTUYECKYIo
AeaTensHoCcTb (ee 060c0o6neHHbIM noapasgeneHmem (ambynaTtopuen, denbaLIepcKnum n
dhenbalwepcKo-akyLlepCKMM MyHKTaMu, LEeHTpoOM (oTaeneHvem) obuleri BpadebHOM (CeMenHOn) NpakTuKK),
pacronoXeHHbIM B CENMbCKOM HaCeneHHOM MNyHKTe, B KOTOPOM OTCYTCTBYeT anTeyHas opraHusauus),
AONYCTMBLUMMW MPOoJaxy Unu OTNycK Takoro NekapcTBeHHOro npenaparTa.

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

3. BoawmelleHne Bpeda, MNPUYMHEHHOro 300POBbI rpaxgaH BCMEACTBME MPUMEHEHUS IeKapCTBEHHbIX
npenapaToB UMM COBEPLUEHUS MPOTUBOMPAaBHLIX AEWCTBUA CybbekTamu obpalleHus nekapcTBEHHbIX CpeacTs,
OCYLLEeCTBMNAETCHA B COOTBETCTBUM C 3aKoHOAaTenscTBOM Poccuiickon degepaumm.

MnaBa 16. 3AKITIOYUTEJIbHbIE MONOXEHUA

Cratba 70. O npu3HaHuM yTpaTUBWWMW CUMY OTAENbHbIX 3aKOHOOATEMbHbIX akToB  (MONOXEHWN
3akoHofaTtenbHbIX akToB) Poccuickon ®egepauun

Mpu3HaTb yTpaTUBLLMMM CUITY:

1) ®epepanbHbin 3akoH oT 22 uioHsa 1998 roga N 86-®3 "O nekapctBeHHbIx cpeacTtBax” (CobpaHue
3akoHogaTtenbcTBa Poccuiickon ®epepauun, 1998, N 26, ct. 3006);

2) ®epepanbHbii 3akoH oT 2 gaHBapsa 2000 roga N 5-©3 "O BHeCceHUM W3MEHEHUS U OOMOMHEHWUW B
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depepanbHbii 3akoH "O nekapcTBeHHbIX cpeactBax” (CobpaHune 3akoHogaTenbcTBa Poccunckon depepauun,
2000, N 2, cT. 126);

3) cratbio 40 depepanbHoro 3akoHa oT 10 sHBaps 2003 ropa N 15-©3 "O BHeceHWM WM3MEHEHUN W
OOMNOSTHEHMI B HEKOTOPbIE 3aKoHOAaTeNbHble akTbl Poccuickon degepaumm B CBA3U ¢ npuHsaTem denepanbHoro
3akoHa "O nuueHsnpoBaHuUM oOTAeNbHbIX BUMAOB AeatenbHocTn" (CobpaHme 3akoHogaTenbcTBa Poccuiickon
depepauyun, 2003, N 2, cT. 167);

4) crtatbto 31 depepanbHoro 3akoHa oT 30 wuwoHA 2003 roga N 86-O3 "O BHECEHMM M3MEHEHUN W
OOMOSIHEHMI B HEKOTOpble 3akoHopaTenbHble akTbl Poccunckon depepaunv, NpU3HaHUKM YTPaTUBLLMMWU CUNY
OTOEeNbHbIX 3akoHodaTenbHbIX akTtoB Poccuiickon ®egepauun, npegocTaBneHNM OTAENbHbIX  rapaHTui
COTPyOHVKaM OpraHoB BHYTPEHHMX [erl, OpraHoB MO KOHTPOSO 3a OOOpOTOM HApPKOTMYECKMX CpeactB U
MCUXOTPOMHbLIX BELEeCTB W ynpasgHsemblx egepanbHbiX OpraHoB HaroroBonW nonvuMm B CBA3U  C
OCYLLLECTBMEHMEM Mep NO COBEPLUEHCTBOBAHWUIO rocygapcTBeHHoro ynpaesneHus" (CobpaHune 3akoHoaaTenbcTBa
Poccuiickon ®epepaumm, 2003, N 27, ct. 2700);

5) cratbio 101 depepanbHoro 3akoHa ot 22 asrycta 2004 roga N 122-®3 "O BHeCeHWM U3MEHEHWI B
3akoHogartenbHble akTbl Poccuiickon ®epepauumn n npusHaHMM yTpaTUBLUUMM CUITY HEKOTOPBIX 3aKOHOAATENbHbIX
aktoB Poccuiickon ®epgepauum B cBA3M C npuHATMEM PegepanbHbiX 3akOHOB "O BHECEHWM M3MEHEHUn Wt
aononHexnnn B ®egepanbHbin 3akoH "O6 oBWwmux NnpyHLMNax opraHn3auun 3akoHogaTenbHbIX (NpeacTaBUTENbHBIX)
N UWCMOSTHUTENbHBLIX OPraHOB rocydapCTBEeHHOW Bractu cybobektoB Poccuiickon Pepepaummn” n "O6 oOwmx
NpMHUMNax opraHM3auum MecTHOro camoynpasneHnusi B Poccuickon ®epepaunn” (CobpaHue 3akoHogaTenbcTea
Poccuickon ®epepauun, 2004, N 35, cT. 3607);

6) ctatbio 28 depepanbHoro 3akoHa oT 18 gekabpsa 2006 roga N 231-9®3 "O BBeaeHun B OeNcTBME YacTu
yeTBepTon [paxpgaHckoro kogekca Poccuiickon ®epepaumn” (CobpaHue 3akoHogaTenbcTBa Poccuiickon
depnepaumu, 2006, N 52, ct. 5497).

Cratba 71. BctynneHue B cuny Hactodawero ®deneparnbHOro 3akoHa

1. Hactosawmn ®egepanbHbin 3akoH BCTynaeT B cuny ¢ 1 ceHTabpsa 2010 roga.

2. JlekapcTBeHHblE CpeacTBa, 3aperMcTpupoBaHHbie 40 AHS BCTYNNeHus B cuny HacToswero ®egepansHoro
3aKoHa, noanexaT BKIHOYEHUI0 B roCyapCTBEHHbIE PeecTpbl NeKapCTBEHHbIX CPEACTB C BHECEHUEM YKa3aHHbIX B
yactm 1 crtaten 33 Hactoswero PenepanbHOro 3akoHa cBeAeHM 00 3TUX NeKapCTBEHHbIX cpeacTBax 0e3
NPOXOXAeHNs BHOBb MNpoLeaypbl rocygapCTBEHHOW peructpauumn nekapCTBeHHbIX NpenapaTos.

3. TlocymapcTBeHHasa perucTpauusi nekapCTBEHHbIX nNpenapaToB, 3a WCKMHOYEHUEM FeKapCTBEHHbIX
npenapaToB ANg MEAULUHCKOrO NpUMEHeHUs, NpeACcTaBeHHbIX Ha yKasdaHHYo permctpauuio 4o AHS BCTYNNEeHUs B
cuny HacTosduwero ®efepanbHOro 3akoHa, OCYyLLIECTBASETCS B COOTBETCTBUM C HacTosAWwmMM defepanbHbIM 3aKOHOM
Ha OCHOBaHWWM OOKYMEHTOB W AaHHbIX, NPeACTaBneHHbIX A0 OHS BCTyMNMneHus B cuny Hactoswero denepanbHoOro
3aKoHa.

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

3.1. locypapcTBeHHas peructpaums nekapCTBEHHbIX npenapaToB AN MeAUUMHCKOrO MNpUMEHEHUS,
NpeacTaBreHHbIX Ha rocygapCTBEHHYKD perMcTpauqio 4o OHS BCTYNneHus B cuny Hactoswero PepepanbHOro
3aKOHa, W rocygapCTBEHHas perucTpaums eKapCTBEHHbIX MpenapaToB Ans MeOMUMHCKOrO MNPUMEHEHWs,
npeAcTaBneHHbIX Ha 3KCNepTU3y NeKkapCcTBeHHbIX CPeACcTB A0 OHA BCTYNNEHUs B cuny Hactoswero ®eaepansHoro
3aKoHa B Llensax ux nocneayollen rocygapcTBeHHOW perucTpaumm, oCyLeCcTBNAIOTCA Ha OCHOBaHUU JOKYMEHTOB Y
OaHHbIX, NpeAcTaBNeHHbIX A0 OHA BCTYNMEHUsa B cuny Hactoswero deaepanbHOro 3akoHa, a Takke 3asiBreHus o
rocyfapCcTBEHHOW permcrpauumn nekapcTBeHHOro npenapara, NpeacTaBneHHoro Npou3BoanTenem nekapcTBeHHbIX
npenapaToB UMM YMOfIHOMOYEHHbLIM MM MWLUOM B COOTBETCTBUM C Hactoswmm PefepanbHbIM 3aKOHOM B
YMOMHOMOYEHHbIV befiepanbHbIi OpraH McnonHuTenbHom Bnactn Ao 1 mapta 2011 roga, 6e3 TpeboBaHMsa ynnathbl
rocy4apCTBEHHOW MOLMMHBLI, NPeAyCMOTPEHHOW 3akoHogaTtenbcTBoM Poccuiickon ®degepaumm o Hanorax u
cbopax.

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

3.2. lNoaTBepxaeHne rocynapCTBEHHOW perncTpauumn nekapcTBEHHbIX npenapaTtoB Ans MeauLMHCKOro
NpUMEHeHWsl, NpeacTaBNeHHbIX ANs NOATBEPXAEHMS rocydapCTBEHHOW permctpaumvM g0 AHSA BCTYNIEHWs B cuny
HacTodwero deaepanbHOro 3akoHa, W noATBepXAeHWe rocyAapCTBEHHOW peructpauun nekapcTBeHHbIX
npenapaToB ANs MeAULUMHCKOro NpUMeHeHus, NpeaCcTaBeHHbIX Ha 3KCNepTU3y NekapcTBEHHbIX CPeacTB A0 AHS
BCTYNNeHns B cuny Hactoswero ®deaepanbHOro 3akoHa B Lenax nocrneaylowero noaTBEPXAEHUS KX
rocyfapCTBEHHOW perncrTpaumm, OCyLLeCTBNATCA Ha OCHOBaHUN JOKYMEHTOB U JaHHbIX, NPpeACTaBAEeHHbIX A0 OHS
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BCTYNNeHuns B cuny Hactoswero denepanbHOro 3akoHa, a Takke 3asBreHus 0 NOATBEePXAEHUN rocyaapCTBEHHOM
perncTpaumm nekapCcTBeHHOro npenapaTa, NpeAcTaBNeHHOro Npou3BoanTeneM nekapCcTBEHHbIX NpenapaToB unu
YMNOMHOMOYEHHbIM MM MULIOM B COOTBETCTBMM C HacTodawmMm PepepanbHbiM 3aKOHOM B YNOSTHOMOYEHHbIN
denepanbHbI OpraH ucnonHuTenbHon Bnactn oo 1 mapta 2011 roga, 6e3 TpeboBaHusa ynnatbl rocyaapCTBEHHON
MOLUMMHBI, NPeayCMOTPEHHOW 3akoHoaaTenscTBoM Poccuinckon depepauumn o Hanorax n cbopax.

(vactb 3.2 B peq. PepnepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.3. lNpuHATNE peLleHnUs O BHECEHUU U3MEHEHUI B AOKYMEHTLI, coepxalunecs B permctpaunoHHoM Aocke
Ha 3aperMcTpupoBaHHbLIN NeKapCTBEHHbIW npenapaTt Ansg MeauUUHCKOro NpUMeHeHNs 1 NpeacTaBneHHble A0 OHA
BCTYNNEeHNs B cuny Hactosiwero defeparnbHOro 3aKoHa, W MPUHATUE pELLUeHUS O BHECEHUU WU3MEHEeHWn B
OOKYMeHTbI, coaepxalleecs B pernctpaumoHHOM A0Cbe Ha 3aperncTpupoBaHHbI NeKkapCTBEHHbLIN npenapaT Ans
MEeAMLMHCKOro MPUMEHEHUSA U NpeacTaBNEeHHbIE Ha 3KCNepTU3y NeKapCTBEHHbIX CPeAcTB A0 AHSA BCTYNNEHUs B
cuny Hactoswero ®denepanbHOro  3akoHa, OCYLWIECTBASAOTCA Ha OCHOBaAHWW  [OOKYMEHTOB W AaHHbIX,
npeacTaBneHHbIX A0 AHSA BCTYNMEHUs B cuny HacTosdwero deaepanbHOro 3akoHa, a Takke 3asiBNeHnst 0 BHECEHUU
NU3MEHEHNI B JOKYMEHTbI, coAepXKallmnecss B permcTpaunmoHHOM OOCbe Ha 3aperucTpyMpoBaHHbIN NEKapCTBEHHbIV
npenapaTt Ansg MeAMUMHCKOro NpMMEHEHUs, NpeacTaBNeHHOro NPpoM3BoOAUTENEM NEKAPCTBEHHbIX NpenapaToB Unu
YMNOMHOMOYEHHbIM MM TULOM B COOTBETCTBMM C HacTosawum PepepanbHbiM 3aKOHOM B YNOSTHOMOYEHHbIN
denepanbHbIn opraH ucnonHuTensHown Bnactu go 1 mapta 2011 roga, 6e3 TpeboBaHusa ynnaTbl roCyaapCcTBEHHOW
NOLUNMHbI, NPeayCMOTPEHHOW 3akoHoaaTenscTBOM Poccuiickon Penepaumm o Hanorax n coopax.

(vacTb 3.3 B pea. PepepanbHoro 3akoHa oT 29.11.2010 N 313-$3)

3.4. Bbolgaya paspelueHuin Ha npoBedeHUe KIMHUYECKMX MUCCneaoBaHWUA fnekapCTBEHHbIX nNpenapaTtoB AN
MeOMLIMHCKOro NPUMEHEHMUS NO 3asBMEHUAM, NOAAHHbIM 0 OHA BCTYNNEHWUs B cuny HacToswero depeparnbHOro
3aKoHa, a Takke Mo 3asBNeHnsM, NoAaHHbIM Nocne AHA BCTYNNeHUs B cuny HacToswero defepanbHOro 3akoHa Ha
OCHOBaHUW 3KCNepTu3, MpoBedeHHbIX [0 [AHA BCTYMMeHus B cuny HacTtosiwero ®deaepanbHOro 3akoHa,
OCYLLECTBMSIETCS B COOTBETCTBMM C HacTtoswum PenepanbHbiM 3aKOHOM Ha OCHOBAHUWM AOKYMEHTOB U LaHHbIX,
NpeAcTaBneHHbIX UK MOMNYyYEeHHbIX A0 OHA BCTYMNEHMs B cuny Hactoswero ®eaepanbHOro 3akoHa, a Takke Ha
OCHOBaHUM KOMUU npeaBapuUTENbHOro AoroBopa 06s3aTenbHOro CTpaxoBaHWS XM3HW, 300POBbS MALMEHTOB,
YYaCTBYHOLUUX B KMMHMYECKOM MCCIefoBaHMM NEKapCTBEHHOMO npenapaTta Ansg MeguLMHCKOro NPUMEHEHUs, unm
Konum pgoroBopa 065A3aTenbHOro CTPaxoBaHWUsSl XXW3HW, 300pPOBbS MAUMEHTOB, YYaCTBYIOLUMX B KIUHUYECKOM
nccrnegoBaHUM NEKapCTBEHHOIO npenapaTta Ans MeOUUMHCKOTO MpUMeHeHusl, nNnbo npeacTaBneHHOW Komuu
aorosopa o06s3aTenbHOr0 CTpaxoBaHWUs!, 3aKMOYEHHOTO B COOTBETCTBMU C TUMOBLIMW MpaBunamMm obs3aTensHoro
CTpaxoBaHWs, C ykasaHueM npeferibHoM YMCNEHHOCTU MauMeHTOB, YYaCTBYOLWMX B KNMHUYECKOM UCCrefoBaHun
NeKkapCTBEHHOro npenaparta Ans MeAWUMHCKOro npumeHeHus, 6e3 TpeboBaHWsi ynnaTtbl rocygapCTBEHHOM
NOLUNMHbI, NPegyCMOTPEHHON 3akoHoAaTenscTBOM Poccuiickon defepaumm o Hanorax u cbopax.

(4acTb 3.4 B pen. ®enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.5. 3apernctpupoBaHHble B MHOCTPAHHOW BanoTe A0 AHSA BCTYMNNEHUs B cuny Hactosiwero ®enepanbHoro
3aKkoHa npeaenbHble OTMNYCKHbIE LiEeHbl MHOCTPAHHbIX MNPOU3BOAUTENEN Ha JeKapCTBEHHble npenaparThbl,
BKIMOYEHHbIE B MNEPEYEHb >XM3HEHHO HEOOXOAMMBIX W BaXHEWLWIUX JEeKapCTBEHHbIX MpenapaTtoB, noanexar
nepecyety B pybnm no kypcy LleHTpanbHoro 6aHka Poccuiickon ®egepaumm Ha JaTty, YCTaHOBMEHHYHO
MpaButenbcteom Poccuickon depepaumn, 6e3 npencraBneHust 3asiBeHUMs O NepecyeTe LeHbl C BHECEHWEM
COOTBETCTBYIOLLMX WU3MEHEHWUA B rOCYyAapCTBEHHbIA PEECTP MpederibHbIX OTMYCKHbIX LEH MpovM3BOAUTENEN Ha
nekapcTBeHHble Mpenaparbl, BKIIOYEHHbIE B NepeYeHb XXM3HEHHO HEOOXOOUMBIX U BaXXKHEMLLMX JEKapCTBEHHbIX
npenapaTos.

(4yacTb 3.5 BBegeHa degepanbHbIM 3akoHOM OT 11.10.2010 N 271-03)

3.6. BapeructpupoBaHHble A0 OHSA BCTYNNeHWs B cuny Hactosuwero defepanbHOro 3akoHa npefenbHble
OTNYCKHblEe LieHbl POCCUMCKMX MpOM3BOAUTENEN Ha fekapcTBEHHble npenapaThl, BKIOYEHHble B NepeyveHb
XW3HEHHO HEOOXOAMMbBIX W BaXKHEMLLMX NeKapCTBEHHbIX MpenapaTtos, nognexart mHaekcauumn ¢ 1 Hos6psa 2010
roga UCXoAst U3 MPOrHO3MPYEMOro YPOBHS MHANAUUKM, yCcTaHoBNEHHoro degepanbHbiM 3aKOHOM OT 2 Aekabps
2009 roga N 308-93 "O depepanbHom GrompxkeTe Ha 2010 rog v Ha nnaHoBbin nepuog 2011 n 2012 rogos" Ha
2011 rog.

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

3.7. MNMocne 1 mapta 2011 roga He [onyckarTcs NPOM3BOACTBO U BBO3 B Poccunckyto depepaumto
NeKapCTBEHHbIX NPenapaToB B YNakoBKax C MapKUPOBKOM, KoTopas Oblna HaHeceHa 4O AHSI BCTYMNJEHWUS B CUIyY
HacTosdLwero ®efepansHOro 3akoHa. 1o ncTteyeHUn ykaszaHHOro cpoka AaHHble NeKkapCcTBeHHble npenapaTbl MoryT
OTNycKaTbCH, peanu3oBbIBaTbCH, NepeaBaTbCs U NPUMEHSITLCA OO UCTEYEHMS UX CpOKa rOAHOCTW.

(B pea. PepepanbHbix 3akoHOB OT 29.11.2010 N 313-d3, o1 06.12.2011 N 409-03)
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4. Co gHA BCTynneHns B cuny Hactoswero ®egepansHoro 3akoHa 1 no 30 anpens 2011 roga BKNIOYMTENBHO
AonyckaeTcsi npoBedeHMe 9KCMepTU3bl NEKapCTBEHHbIX CPeacTB 3JKCnepTtaMu 3IKCMEPTHOro ydypexaeHus Ao
NPOXOXAeHNs uMKM aTTectauMm B MOpsiake, YCTAHOBMEHHOM  YMNOMHOMOYEHHbIM heaepanbHbIM - OpraHoM
WCNONHUTENBHON BNAcTu.

5. Co pgHa BCTynneHus B cuny HacToswero ®epgepanbHoro 3akoHa M no 31 pgekabps 2013 roga
BKITHOYMTENBHO OCYLLIECTBISAETCA Nepexos K NPOM3BOACTBY NIEKAPCTBEHHbIX CPEACTB B COOTBETCTBUM C NpaBuinaMm
opraHm3aumm Npou3BOACTBA M KOHTPOSS KavyecTBa JIeKapCTBEHHbIX CPeACTB, ykaszaHHbIMM B Yactn 1 ctatbn 45
HacTosilero PenepanbHOro 3akoHa, B NofHoM obbeme. Cpoku nepexofa NPOM3BOACTBA JIEKapCTBEHHbIX CPeACTB
K MX NMPOM3BOACTBY B COOTBETCTBUMN C KOHKPETHLIMU TpebOoBaHNAMM OaHHbLIX MPaBWI, BKITHOYas CPOKU aTTecTaumm
YMONTHOMOYEHHbIX UL, YKa3aHHbIX B YacTax 6 u 7 cratem 45 Hactoswero PenepanbHOro 3akoHa,
ycTaHasnumeatotca NpaButensctBomM Poccuinckon ®epgepaumu.

6. JlnueHsnm Ha Npom3BOACTBO NEKApCTBEHHbIX CPeacTB, BblaaHHble 00 1 sHBaps 2014 roga, OencTBYHOT
nocne 1 aueapsa 2014 roga 4O UCTEYEHUS CpoKa UX AEUCTBUS NMpU YyCNOBUKM COOTBETCTBUS NULEH3narTa npasunam
opraHusaumy Npov3BOACTBA U KOHTPOMS KayecTBa NEKapCTBEHHbIX CPEACTB, yKasaHHbIM B 4dactu 1 ctaTteun 45
HacTosilero ®egepanbHOro 3akoHa.

7. dopmmupoBaHMe rocydapCTBEHHOrO 3adaHus Ha MpOBeAEeHUEe SKCNepTu3bl JIEeKapCTBEHHbIX CPEeAcTB
denepanbHOMY rocyaapCTBEHHOMY OHOIKETHOMY YYPEXOEHMI0 MO NPOBEOEHMIO JKCMepTu3bl NeKapCTBEHHbIX
cpencTB U bmHaHcoBoe obecneyeHme BbIMONIHEHMS 3TOr0 3afaHuUsi OCYLLECTBIISIOTCSA B MOPSAKE, YCTAHOBINEHHOM
depepanbHbIM 3akoHOM OT 12 sHBaps 1996 roga N 7-93 "O HekoMMepYecKkux opraHmsaumsx”.

(vacTb 7 BBegeHa PegepanbHbiv 3akoHoM oT 29.11.2010 N 313-93)

Mpe3ngeHT
Poccuickon denepaumm
O.MEOBEOEB
Mocksa, Kpemrnb
12 anpens 2010 roga
N 61-03
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