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fnasa 1. OBLUKME NMONOKEHNA
Cratba 1. MpeameTt perynmpoBaHua Hactoswero ®eaepasibHOro 3aKOHa
1. HacTtoAwmi depepanbHblii 3aKOH peryMpyeT OTHOLIEHUSA, BO3HMKalOWMe B CBA3M C obpalleHuem -
pa3paboTKOM, AOKAUHUYECKUMU MWCCNELOBAHUAMM, KAMHUYECKUMM UCCAeO0BaHUAMMU, IKCNEPTU3OMN,
rocyapCTBEHHOM pernctpaumen, co CTaHgapTU3aumen U C KOHTPOJIEM KayecTBa, MPOU3BOACTBOM,
M3roTOBJAEHWEM, XPaHeHWem, MepeBo3KoW, BBO3OM B Poccuiickyio ®degepaumto, BbIBO3OM U3
Poccuiickoir  Pepepaumn, peksamoid, OTMAYCKOM, peanusauuein, nepegavyen, MNPUMEHEHUEM,

YHUUTOXEHNEM NEKaPCTBEHHbIX CPECTB.

2. Hactoawmit depepanbHblit 3aKOH yCTaHaBAMBaEeT MNPUOPMUTET rOCYAAPCTBEHHOTO PeryanpoBaHuA
6e30nacHOCTH, KayecTBa M 3GGEKTUBHOCTU NEKAPCTBEHHbLIX CPEACTB NPU UX 06PaLLLEHNN.

Cratba 2. Cdepa npnmeHeHUn HacToAwero PeaepanbHOro 3akoHa

Hactoawmit depepanbHblii 3aKOH NPUMEHAETCA K OTHOLIEHMAM, BO3HMKAOLWMM Npu 0bpalLeHUm
NeKapcTBEHHbIX CPeacTB Ha TeppuTopumn Poccuiickon ®eaepaumn.

CraTba 3. 3aKoHOAaTENbCTBO 06 06paLLEeHMM 1eKapPCTBEHHbIX CPeacTB

1. 3aKoHOAaTeNbCTBO 06 0bpaLLeHUN NeKapCTBEHHbIX CPEACTB COCTOMT U3 HacToswero ®eaepanbHOro
3aKOHa, Apyrux denepanbHbIX 3aKOHOB M MHbIX HOPMATMBHbIX NPaBOBbLIX aKTOB Poccuitckoi degepavuuu.

1.1. 3aKoHopaTenbCTBO 06 0OpaLLEHMM NIEKAPCTBEHHbIX CPEACTB B OTHOLUEHUWU HOPUANYECKUX NIUL, U
WHAMBUAYANbHbIX  NpeanpuHUMMaTeneid,  OCYLEeCTBAAIWMX  OeATENbHOCTb  Ha  TeppuTopun
MEeXAyHapoaHOro MeAMLUMHCKOro Knactepa, NPUMEHAEeTcA C y4eTOM OCOBeHHOCTel, YCTaHOBJ/IEHHbIX
depnepanbHbiM 3aKoOHOM "O MeKAyHapoAHOM MeAMLMHCKOM Knactepe U BHECEHUU U3MEHEHWUN B
oTAeNbHble 3aKoHoZaTe IbHble aKkTbl Poccuinckoit ®egepaumn’.

2. [eiictene HacTosAwero ®enepasbHOro 3aKOHa PAcMpOCTPaHAETCA Ha obpalleHne HapPKOTUYECKUX
NEeKapCcTBEHHbIX CPeACTB M MCUMXOTPOMHbIX /IEKAPCTBEHHbIX CPeacTB C yyeTom ocobeHHOoCTel,
YCTaHOB/IEHHbIX 3aKoHoAaTenbctBom Poccuiickoit  ®degepaumm 0  HApPKOTMUECKUX  CpeacTBax,
NCMXOTPOMHbIX BELLECTBAX M 06 UX NpeKypcopax.



3. [Jeitctene  Hactosuwero dPegepanbHOro  3akoHa  pacnpocTpaHseTrca  Ha  obpatlleHue
paanodapmaLeBTUUECKMX JIEKAPCTBEHHbIX CPeAcTB C  y4eToM ocobeHHOCTel, YCTaHOBAEHHbIX
3aKoHoaaTeibcTBoM Poccuiickoit Peaepaunm B 061acTn obecneveHma pagmaumMoHHon 6e3onacHoCTy.

4. Ecnn MmexKayHapoaHbiM AoroBopom Poccuiickon ®eaepalmm yCcTaHOB/EHbI MHble NPaBuaa, Yem Te,
KOTopble  MpeaycMoTpeHbl  Hactoswmm  degepasbHbIM  3aKOHOM,  MPUMEHAIOTCA  MpaBua
MeXKAyHapoaHOoro 4orosopa.

4.1. PelleHMs MeXKrocyaapCTBEHHbIX OPraHoB, NPUHATbIE Ha OCHOBAHWM NOJIOXKEHUI MEKAYHAPOAHbIX
aorosopos Poccuiickoit depepaumm B UX UCTOIKOBAHWK, NpoTUBopeYaliem KoHcTUTyuumn Poccuiickoi
denepaumn, He nogaexkat UcnosHeHuo B Poccuitickot depepaumm. Takoe NPoTMBOPEUNE MOXKET BbITb
YCTaHOB/IEHO B NOPAAKe, onpegeneHHoM deaepanbHbiM KOHCTUTYLUMOHHbBIM 3aKOHOM.

5. B Poccuiickoit depepaumm B COOTBETCTBUM C MEXAYHAPOAHbIMWM foroBopamu Poccuiickoit
depepauumn n (MNM) Ha OCHOBE MPMHLMNA B3AMMHOCTM NPU3HAOTCA pPe3yabTaTbl KAWHUYECKUX
UCCNef0BaHNN JIEKAPCTBEHHbIX MpenapaToB ANA MeOMLMHCKOrO NPUMEHEHMUA, NPOBeAEHHbIX 3a
npeaenamu tTepputopun Poccuiickoinn Pepgepaumu.

Cratba 4. OCHOBHbIe NOHATUA, UCMONb3yeMmble B HacToAlem PegepaibHOM 3aKOHe
Ona ueneit HacToalero ®eaepasnbHOro 3aKOHa MCMOJb3YIOTCA CAeaytolMe OCHOBHbIE NOHATUA:

1) nekapcTBeHHble CPeaCcTBa - BEWECTBA UM UX KOMBUHALMK, BCTYNaloWME B KOHTAKT C OpPraHM3mMom
YyenoBeKa WM KMBOTHOTO, MPOHMKAOWME B OpraHbl, TKaHW OpPraHM3Ma 4YesNoBeKa WM KUBOTHOTO,
npMMeHsiemble 41A NPOPUNAKTUKN, AMarHOCTUKM (33 UCKIOYEHMEM BELLECTB UAWU MX KOMBUHALUN, He
KOHTaKTUPYIOLWMX C OPraHM3MOM YesIOBEKA WM KMBOTHOIO), nedeHua 3abosieBaHun, peabuavrayuuy,
ONA COXpaHeHWA, NpeaoTBPaLLEHUS UM NPepbiBaHUA 6epeMeHHOCTM U NOyYeHHbIe U3 KPOBM, Naa3mbl
KPOBM, M3 OPraHOB, TKAHElM OpraHM3ma 4YesioBeKa WU KMBOTHOIO, PacTeHWA, MUHEPaNoB MEeTo4amMM
CUHTE3a WAN C NPUMEHEHMEM BUONOTMYECKUX TEXHOMOMMIA. K nekapcTBeHHbIM CpeacTBamM OTHOCATCS
dbapmaueBTUYecKue cybCcTaHUMM U NeKapCcTBEHHble Npenaparhbl;

2) dapmaueBTMYECKas CybCTaHUMA - NeKapCTBEHHOE CPeACTBO B BMAE OAHOTMO WAM HECKOJbKMUX
obnapatolmx GpapmaKkoaOrMyeckoin akTMBHOCTbIO AEeNCTBYIOLWMX BELLECTB BHE 3aBUCMMOCTU OT NPUPOAbI
NPOMCXOXKAEHMA, KOTOpoe npegHasHayeHo [ANs NPOWM3BOACTBA, W3rOTOBJAEHMS  /IEKAPCTBEHHbIX
npenapaTtoBs 1 onpeaensaer ux adpPpeKTMBHOCTD;

3) BCNomoraTte/ibHble BelleCTBa - Bel,eCTBa HEOPraHM4YeCKoro Uam OpraHMYeCKOoro npouncxoxaeHwus,
ncnonb3lyemble B npouecce nponssoactea, U3roToBNEHNA NNEKAPCTBEHHbIX NPenapaTtoB ANA NpuaaHuAa
nm HEO6XOAMMbIX ¢M3MKO-XMMMHECKMX CBOICTB;

4) nekapcTBeHHble NpenapaThbl - IEKAPCTBEHHbIE CPeACTBa B BUAE IEKAPCTBEHHbIX GOPM, MPUMEHAEMbIE
ana  npodUNaKTUKKM, [OUArHOCTMKK, JleyeHua 3aboneBaHuA, peabunutaumm, ANA  COXpPaHeHus,
npeAoTBPaLLEHMA NN NPEPbIBaHUA BepeMeHHOCTH;

5) NEeKapCTBEHHAA d)opma - COCTOAHME NEKapPCTBEHHOIO npenaparta, COOTBETCTBYHOLLEE cnocobam ero
BBeAEHNA N NMPUMEHEHUNA U o6ecneqMBalou.|,ee AO0CTUXEHUEe HEO6XOAI/IMOI'O neyebHoro 3¢¢EKTa,'

5.1) no3upoBKa - cogeprkaHMe OLHOIO WM HECKOIbKMX AENCTBYHOLLMX BELECTB B KOJMYECTBEHHOM
BbIPa)KEHUM HaA eauHMUY O03bl, UAN eguHULy o0B6bema, MAM eauMHMLY MacCbl B COOTBETCTBMM C
NnekapcteBeHHOM ¢GoOpmMoOi AMBO ANA  HEKOTOPbIX BWMAOB J/IEKAPCTBEHHbIX (GOPM  KOAMYECTBO
BbICBOBOXKAAEMOrO 13 IeKapCTBEHHOM GpOpPMbI AEeNCTBYHOLLErO BELWECTBA 33 €4MHULY BPEMEHH;



6) nepeyeHb KM3HEHHO HEOOXOAMMbIX M BaKHEWLMX NEeKapPCTBEHHbIX NMPEnapaToB - YyTBEPKAAeMbli
MpaBuTenbctBom Poccuiickon depepaumm nepeyvyeHb NEKapCTBEHHbIX NMpenapaToB A8 MegMULMHCKOro
npumeHeHusn, obecneuymBalOWMX MNPUOPUTETHbIE NOTPEOHOCTM  34pPAaBOOXPAHEHMA B Lenax
NPOGUNAKTUKMN U NeveHnsa 3abonesaHnit, B Tom Ymcne npeobnagarowmx B CTPYKType 3aboseBaemoctu B
Poccuiickoin Pepgepaunu;

6.1) opdaHHble NeKapCTBEHHble MNpenapaTbl - JIeKApCTBEHHble NpenapaTtbl, npegHa3HayYeHHble
WCKIOYUTENIbHO AN AMArHOCTUKM WM MaTOreHETUYECKOro nedyeHusa (nedyeHus, HanpaB/ieHHOro Ha
MexXaHW3M pa3BuTHA 3aboneBaHmaA) peaknx (opdaHHbIX) 3aboneBaHuiA;

6.2) buonornyeckue NNEKAPCTBEHHbIE NPenapaTbl - N1EKAPCTBEHHbIE NPENapaThl, ,D,GVICTBVIOU.Lee BeuwecTso
KOTOpbIX npon3seaeHo Uan BblaesneHo U3 610/10rMYECKOro UCTOYHUKA U ana onpeaeneHunA CBOWCTB U
Ka4yecTtBa KOTOPbIX HeO6XO,CI,VIMa KOM6VIHaLI,MFI 6MONOrMYECKUX U (I)M3VIKO-XMMM‘-I€CKMX meTtonos. K
6uoornyeckum NEKapPCTBEHHbIM Npenapatam OTHOCATCA MMMyHO6MOﬂOI'VI‘-IeCKMe NEeKapCTBEHHbIE
npenapartbl, 1EKAPCTBEHHbIE NMPenapaTbl, NONy4EHHbIE U3 KPOBU, NMNJ1a3Mbl KPOBU HE/T0OBEKA N XKNBOTHbIX
(3a NUCKHOYEHNEM LI,EJ'IbHOVI KpOBVI), 6uoTexHoornyeckue NNEKAPCTBEHHDbIE npenaparsbl,
reHoTepaneBTUYECKMUE NEKAPCTBEHHbDbIE NMPENapaThl;

7) MUMMYHOBMONOIMYECKME  /NIEKAPCTBEHHble  MpenapaTthl -  JIeKApCTBEHHble  Npenaparthbl,
npegHasHayeHHble AN GOPMUPOBAHUS AaKTUMBHOMO MM MACCMBHOIO MMMYHUTETA NGO AMArHOCTUKM
HaMYMA  MMMYHUTETA WAM  AMArHOCTUKU  cneuuduyeckoro  npuobpeTeHHOro  M3MEHEeHUs
WMMYHO/IOTMYECKOrO  OTBETAa Ha  anjeprusmpylome Bewectsa. K mmmyHobumonornyeckum
NIEKAPCTBEHHbIM  MpenapaTtam  OTHOCATCA  BaKUMHbI, aHATOKCMHbI,  TOKCWUHbI,  CbIBOPOTKM,
UMMYHOTI00Y/IMHBI U anneprexsl;

7.1) buMoTexHONOrMYECKMEe JieKapCTBEHHble NpenapaTtbl - JIeKapCcTBeHHble NpenapaTtbl, NPOU3BOACTBO
KOTOPbIX OCYLLLECTBAAETCA C UCNOJIb30BaHNMEM BUOTEXHOIOTMYECKUX NPOLLECCOB MU METOA0B (B TOM umncie
OHK-peKOMOMHAHTHON TEXHOJIOTUU, TEXHOMOTUU KOHTPOJIMPYEMOM IKCMPECCUN TEHOB, KOAMPYIOLLMX
6MONOrMYEeCcKM aKTUBHble OesIKM B MPOKAPMOTax M 3yKAapuOTax, BK/IOYAA WU3MEHEHHbIe K/EeTKU
MIIEKOMUTaoLWNX), TMBPUAOMHOrO MeToZa U MeToZla MOHOK/I0HA/IbHbIX aHTUTEN;

7.2) reHoTepaneBTMYECKME  JIEKAPCTBEHHble  npenapatbl -  /IeKApCTBEHHble  MpenapaTsbl,
dapmaueBTUyecKan cybCTaHUMA KOTOPbIX ABAAETCA PEKOMOWHAHTHOW HYKJAEMHOBOW KUCAOTOM MAK
BKAOYAeT B Ccebs pPEeKOMOWMHAHTHYID HYKNEMHOBYIO KMC/IOTY, MO3BONAIOWYIO OCYLLECTBAATb
perynMpoBaHue, penapaumio, 3ameHy, A06aBeHne UK yaaneHne reHeTMYecKon NocneaoBaTe/IbHOCTH;

8) HapKOTMYeCKMe fIeKapCTBEHHble CPeACTBa - JIEKAPCTBEHHble Mpenapatbl M dapmaleBTUYECcKMe
CybCTaHUMK, cofepiKalllMe HAPKOTUYECKMe cpeacTBa WM BK/KOYEHHble B [lepeyeHb HAPKOTUYECKUX
CpPeacTB, MNCUXOTPOMHbIX BELWLECTB M WX MPEKYPCOPOB, NOANEMAWMX KOHTpoato B Poccuinickoin
Pepepaunn, B COOTBETCTBMM C 3aKOHOZATeNnbCTBOM Poccuiickon ®Pepepaummn, mexayHapoAHbIMU
porosopamn Poccuitckoir Pegepaunn, B Tom Yncie EGMHON KOHBEHUMEN O HAPKOTMYECKUX CPeacTBax
1961 roaga;

9) NcUXOTpPOMHbIE JIeKapCTBEHHbIE CPEeACTBA - JIeKapCTBEHHble npenapatbl U dapmaueBTUYecKue
cybCTaHUMK, copepKalime MNCUXOTPOMHbIE BELLeCTBA W BK/AOYEHHble B [lepeyeHb HapPKOTUYECKMX
CPeacTB, MCUXOTPOMHbIX BELLECTB M WX MPEKYPCOPOB, NOAMEXKalWMX KOHTponto B Poccuitckoit
depepaunn, B COOTBETCTBMM C 3aKOHOZATeNbCTBOM Poccuiickon ®Pepepaumn, mexgyHapoaHbIMU
porosopamun Poccuiickon Pegepaumn, B Tom ymcne KoHBEHUMEN O MCUMXOTPOMHbIX BewectBax 1971
roga;

10) paavodapmaueBTUHECKME JfleKapcTBEHHbIE CPeACTBa - JIEKAPCTBEHHble CPeacTBa, KoOTopble
COAEep)KaT B roTOBOM A8 UCMOAb30BaHUA GoOpMe OAMH PAANOHYKAUA UM HECKOIbKO PagUOHYKAMAOB
(pagMoaKTUBHbIX N30TONOB);



10.1) opurMHanbHbIA NeKapCTBEHHbIM Mpenapar - fIeKapCcTBEHHbIN npenapaTt ¢ HOBbIM AENCTBYHOLMM
BEeLLEeCTBOM, KOTOPbIA MepBbiM 3apernctpuposBaH B Poccuiicko Pepepauum uan B MHOCTPaHHbIX
rocyfapcreax Ha OCHOBAHMM Pe3yNbTaTOB AOKANHUYECKUX UCCAeA0BaHMIA NEKapPCTBEHHbIX CPeacTs U
KMHUYECKMX WUCCNeaoBaHUI  NeKapCTBEHHbIX MNpenapaTos, MNOATBEPXKAAOWMX €ro Kayecrso,
3pPeKTUBHOCTb U He30NaCHOCTb;

11) pedepeHTHbI NeKapCTBEHHbIN NpenaparT - JIeKapCTBEHHbIV NpenapaTt, KOTopbii Ucnoab3yeTtca g
OLLeHKM OMO3KBMBAJIEHTHOCTM UM TepaneBTUYECKON 3KBUBANEHTHOCTWU, KayecTBa, 3GPeKTUBHOCTU U
6e30nacHOCTN BOCNPOU3BEAEHHOro IeKapCTBEHHOro npenapaTta Ui bmoaHanorosoro (6uonoaobHoro)
JleKapcTBeHHOro npenapata (buoaHanora). B KayectBe pedepeHTHOro 1eKapcTBEHHOro npenapaTa 4
MeANUMHCKOTO MPUMEHEHUA MCNO/b3YETCA OPUrMHANbHBIA NEKAapPCTBEHHbIA npenapaT avbo, ecnun
OPUTMHANbHBIN IEKAPCTBEHHbIM MPenapaT He 3aperncTpupoBaH MAM He Haxoautca B obopoTte B
Poccuiickolt Pepepaumnn n He HaxoguUTCA B 060pOTE B MHOCTPAHHbIX FOCYAApPCTBAX, BOCNPOU3BEAEHHDIN
JNIeKapCTBEHHbIM npenapat uWAM  6uoaHasnoroBbih  (6MONOAOOHbLIN)  NEeKapCTBEHHbIM  npenapaT
(broaHanor), KoTopbl NepBbIM 3aperncTpMpPoBaH M3 YyMcia HaxogdAwmxca B obopote B Poccuitckoit
depepaunn, 6UO3KBUBANEHTHOCTb MAKN TEPANEBTUYECKANA SKBUBANEHTHOCTb, KauyecTBO, 3PPEKTUBHOCTb U
6€30MacHOCTb KOTOPOro OLEHMBANNCL MO OTHOLLIEHUIO K OPUTMHANIbHOMY JIEKapCTBEHHOMY Npenaparty, a
TaKKe KayecTBO, 3¢O¢PeKTMBHOCTb M 6e30nacHOCTb KOTOPOro MOATBEPMKAAOTCA  pesy/bTaTamu
$bapmaKkoHaz30pa M NPOBEPOK COOTBETCTBUA JIEKAPCTBEHHbIX CPEACTB, HAXOAALUMXCA B FParKAaHCKOM
060poTe, ycTaHOBNEHHbIM TpeboBaHMAM K UX KavecTBy. B KavecTBe pedepeHTHOro /IeKapCcTBEHHOIO
npenapata Ans BETEPUHAPHOIO MNPUMEHEHUA WUCMO/b3yeTcA JIEKAapCTBEHHbIM npenapat  gnas
BETEPUHAPHOIO MPUMEHEHUA, 3aPErncTpupoBaHHbIM B Poccuiickor Pepepaumm Ha OCHOBAHWUMU
pe3ynbTaTOB AOKJAMHUYECKMX MUCCNen0BaHUM NIEKAapPCTBEHHbIX CPEACTB M KAMHUYECKUX UCCAeLOoBaHUM
JIeKapCTBEHHbIX NPENapaTos, NOATBEPKAAIOLLNX €ro KayecTso, 3pPeKTUBHOCTL M 6e30NacHOCTL;

12) Bocnpou3BefieHHbI NEKAPCTBEHHbIN NpenapaT - JIeKapCTBEHHbIN npenapat Ana mMeaULMHCKOro
NPMMEHEHUS, KOTOPbIA MMEET 3SKBUBANEHTHbIN pedepeHTHOMY JIEKapCTBEHHOMY npenapary
KQuyeCTBEHHbIA COCTaB M KOJIMYECTBEHHbIA COCTaB AEWCTBYIOWMX BELLECTB B 3KBUBAJIEHTHOM
NlekapcTBeHHoM dopme, MO0 NeKapCTBEHHbIM NpenapaTt A4/17 BETePUHAPHOrO NMPUMEHEHUA, KOTOPbIN
MMeeT TaKme e, 4YTo U pedepeHTHbIN JIEKAPCTBEHHbLIN MNpenapaT, KayecTBeHHbIA COoCTaB WU
KOJINYECTBEHHbIA  COCTaB [AEWMCTBYIOWMX BELWECTB B TaKOM e  /leKapcTBeHHOM  ¢dopme,
OMO3KBMBANIEHTHOCTb  WAM  TepaneBTUYECKas  3KBMBAJIEHTHOCTb  KOTOPbIX  COOTBETCTBYIOLLEMY
pedepeHTHOMY IeKapCcTBEHHOMY NpenapaTty NoATBep:KAeHa COOTBETCTBYHOLWNMWN UCCeJ0BaHNAMM;

12.1) TepaneBTMYECKana 3KBMBANEHTHOCTb /IEKAPCTBEHHbLIX MPENapaToB - AOCTUNKEHWE KAMHUYECKM
COMOCTaBMMbIX TepaneBTUYECKOro 3pdeKTa U noKasatenei appeKTMBHOCTM M 6esonacHoCcTM npu
NPMMEHEHUM /IEKAPCTBEHHbIX NPENapaToB ANA MeAUUMHCKOrO MPUMEHEHUS, WMEIOWMUX OJHO
MeXKAyHapoAHOoe HenaTeHTOBaHHOe (MM XMMMYECKOe, WMAW TPYNNMPOBOYHOE) HaMMEHOBaHWe, B
3KBMBA/IEHTHbIX [A03MPOBKAX MO OAHUM U TEM KE MOKa3aHWAM K NPUMEHEHUIO M NPU OAMHAKOBOM
cnocobe BBEAEHUA Y OAHOW M TOW e rpynnbl 60NbHBbIX;

12.2) 6uoaHanoroBbiit (6MONOAO6HLIN) leKapCTBEHHbIM npenapaT (6uoaHanor) - 6GUONOrMYECKUIA
JIEKapCTBEHHbIM NpenapaTt, CXOXMM MO napameTpam KayectBa, 3¢QPEKTUBHOCTM M 6He30MmacHoCTM C
pedepeHTHbIM OUONOTMYECKMM IEKAPCTBEHHLIM MPENapPaTOM B TaKOM e JIeKapCTBEHHOM dopme U
UMELWMA NAEHTUYHbIN cnocob BBeAEHUS;

12.3) B3aumoO3aMeHseMblli NEKapCTBEHHbIM NpenapaT - JIeKAPCTBEHHbIM MpenapaT ¢ AO0Ka3aHHOW
TEepPaneBTUYECKOM 3SKBMBAJIEHTHOCTbIO WAW  OWOSKBMBANEHTHOCTbIO B OTHOWEHUW pedepeHTHOro
NIeKapCTBEHHOTO MNpenapaTta, UMeIoLWMiA 3KBMBAIEHTHbIE MY KAUYeCTBEHHbIN COCTaB M KONMYECTBEHHbIN
COCTaB AeMNCTBYHOLMX BELLecTB, COCTaB BCMOMOraTe/lbHbIX BELLECTB, NEKAPCTBEHHYIO GOpMy M cnocob
BBEeAEHUS;

12.4) 6103KBMBAIEHTHOCTb NEeKapPCTBEHHbLIX MpPenapaToB - OOCTUXEHUE COMOCTaBUMBbIX noKasartene
CKOpPOCTH BCacCbiBaHWMA, CTeneHn NOCTynaeHnA K MecCty AEﬁCTBMﬂ N CKOPOCTHU BbiBEAEHUA OOAHOIO0 UMK



HECKONbKNX 0bnadatolmx GapmaKkoiorMyeckon akTUBHOCTbIO AEUCTBYHOLLMX BELLECTB NPU NPUMEHEHUN
NIeKapCTBEHHbIX MNPenapaTtoB 418 MEAULMHCKOTO MPUMEHEHMA, MMEIOLWMX OAHO MeXAyHapoaHoe
HenaTeHToBaHHOe (MAM XMMWUYECKOe, WAM TPYNNUPOBOYHOE) HAMMEHOBAaHWE, B 3KBMBANEHTHbIX
[031POBKaxX U NpM 0AMHAKOBOM crniocobe BBeAeHUS;

13) neKapcTBEHHOE pPacTUTENbHOE CbiPpbe - CBEXWE WM BbICYLUEHHbIE pacTeHUs AMBO MX 4acTu,
ncnosb3yemblie ANA MPOU3BOACTBA /JIEKAPCTBEHHbIX CPEACTB OPraHU3auMsamMu - MNPOU3BOAUTENSMU
JIeKapCTBEHHbIX CPeACTB UAU U3rOTOBAEHUA NEKAPCTBEHHbIX NPenapaTtoB anTe4yHbIMU OpraHM3auusamu,
BETEpPMHAPHbIMWN anTeUYHbIMM OPraHU3aUUaMU, UHANBUAYANbHBIMU NPEeANPUHUMATENAMN, NMEIOLLMMU
NINLUEH3UIO Ha papMaLEeBTUYECKYIO AeATeNIbHOCTb;

14) nekapcTBEHHbIM pPaCTUTENbHbLIM NpenapaT - JIeKAPCTBEHHbIM nNpenapaT, NPoOW3BeAEeHHbIn Uan
M3roTOB/IEHHbIV M3 O4HOTO BUAA IEKAPCTBEHHOTO PACTUTE/IbHOTO CbiPbA UM HECKOJIbKUX BUAOB TaKOTo
Cblpbs M peanusyemsbiii B pacpacoBaHHOM BMAE BO BTOPMYHOM (NOTPeOUTENbCKOM) YNAKOBKE;

15) romeonaTMyeckuii IeKapCcTBEHHbIW NpenapaT - JIeKaPCTBEHHbIM NpenapaT, NpPousBeAeHHbIn Uan
M3roTOBNEHHbLIM U3  (AapMaLEeBTUYECKOM CcybCTaHUMM WMAM  dapMaLEeBTUYECKMX cybcTaHumi B
COOTBETCTBUM C TpeboBaHUAMM 06LWMX hapMaKONenHbIX CTaTelt K roOMeonaTMYeCcKUM NEKAPCTBEHHbIM
npenapatam WAM B COOTBETCTBUM C TpeboBaHMAMM QapmaKonen CTpaHbl NPOU3BOAMTENA TaKOro
NleKapcTBEHHOTO NpenaparTa;

16) mexAayHapoaHoe HemnaTeHTOBaHHOE HaMMeHOBaHMe JIeKapCTBEHHOro CpeacTBa - HaMMeHOoBaHWe
OeNCcTBYIOLWEro BewectBa QapmaleBTUYECKon  cybcTaHuMKW, peKomMeHAOoBaHHOe  BcemupHoM
opraHuMsaumnen 34paBoOXpPaHEHUS;

17) ToproBoe HavMeHOBaHWE JIEKaPCTBEHHOrO CPeACTBa - HaMMEHOBAHWE JIEKapPCTBEHHOIMO CPeacTBa,
NPMCBOEHHOE ero pa3paboTuMKoM, AeprKaTeNiemM UAN BNaZeNbLeM PerucTpaLumMoHHOro yaoCToBepeHms
NeKapCTBEHHOTO npenapara;

17.1) rpynnupoBoYHOE HAaMMEHOBaAHME NEeKapPCTBEHHOro Mnpenaparta - HAMMEeHOBaHWE JIeKapCTBEHHOIO
npenaparta, He MMEeWEro MeXAyHapoAHOro HenaTeHTOBAaHHOTO HAaMMEHOBAHWA, UAM KOMOWMHaLMK
JIeKAPCTBEHHbIX MpenapaToB, MCNOAb3yeMoe B UENAX O0beAVHEHWA WX B rpynny noh eamHbIM
HaMMeHOBaHMEM UCXO4A U3 OLMHAKOBOIO COCTaBa AENCTBYHOLLNX BELLECTB;

18) obwaa dapmaKkoneirHasa CTaTbsl - AOKYMEHT, YTBEPNKAEHHbIA YNONHOMOYEHHbIM deaepanbHbiM
OpraHOM WCMONIHUTENbHOW BAACTU M COAEPMKALMIM NepeyeHb NoKasaTeneil Kadectsa v (MaM) metoaos
KOHTPONA KayecTBa KOHKPETHOM fieKapCTBeHHOW (OpMbl, N€KAapCTBEHHOTO PaCcTUTENbHOMO CbipbA,
onuncaHua BMONOrMYECKNX, BUOXMMMUYECKMX, MUKPOBMONOTMYECKNX, GUINKO-XMMUYECKMX, PUSUYECKNX,
XMMUYECKMX W OPYrMX MeTOAOB aHa/iM3a J/IeKapCTBEHHOro CpeacTBa, a TakKe TpeboBaHMA K
MCMNONb3yeMbIM B LENAX NPOBeAEeHMA AaHHOTO aHanM3a peakTuBam, TUTPOBAHHbLIM PACTBOPaM,
MHAMKaTOpam;

19) dapmakoneliHan cTaTbsl - AOKYMEHT, YTBEPKAEHHbIA YNOJHOMOYEHHbIM deaepasbHbIM OpraHom
WCMONHUTENbHOM BNACTU U COAEprKalMii nepeyeHb MOKasaTesel KayecTBa M METOAOB KOHTPOAA
KayecTBa SIeKapCTBEHHOrO CPeACTBa;

19.1) CTaHAapPTHbIE o6pa3u,b| - BewecrtBa, nocpencrBom CpaBHEHUA C KOTOPbIMU OCYLLECTBIAETCA
KOHTPOJIb Ka4deCTBa MUCCeayemMblX JeKapCTBEHHbIX Cpeacts C NOMOLWbHO ¢M3MKO-XI/IMI/I‘-I€CKVIX n
61010rMYeCcKnX MeTOo40B B UeNAX noATBEPKAOEHNA COOTBETCTBUNA /IEKAPCTBEHHbIX CPEACTB TPE6OBaHI/IHM
HOpMaTMBHOﬁ AOKYMEHTaUNN, YCTaHOB/IEHHbIM MPN OCyLLLeCTBNEHUN I'OCV,CI,apCTBeHHOﬁ perncrpayun, n
KOTOpbleé NPUMEHAKOTCA ANA KaﬂM6|CJOBKM CTaHAApPTHbIX o6pa3u,03 npon3soauTena NeKapCTBEHHbIX
cpeAacTts, UCNosb3yemMbIX ANA KOHTPOANAA KayeCTBa U UHbIX Ll,El'IEﬁ npu O6paLLI,eHMM NNEKaPCTBEHHDbIX
cpeAacTs,



19.2) dapmaKonelHbliA CTaHAAPTHbIA o06pasel, - CTaHAapTHbIA o0b6pasel, nNPOU3BEAEHHbI B
COOTBETCTBMM C papMaKonenHom cTaTben;

20) HopMaTMBHasA AOKYMEHTaLUMA - OKYMEHT, COAepKalluuii nepeyeHb onpeaenaembix No pesyibratam
COOTBETCTBYIOLLMX 3KCNEPTU3 NOKasaTeslel KayecrBa JIeKapCTBEHHOro Cpeactsa A/ MeAMLUMHCKOro
NPUMEHEHNA, METOA0B KOHTPOJIA €ro KauyecTsa U YCTaHOB/IEHHbIN €ro NPou3BoAuTeNEM;

21) HOpPMaTUBHbI AOKYMEHT - [IOKYMEHT, COAEpPrKallMiA nepedyeHb onpeaensaembix Mo pesysbTaTam
COOTBETCTBYIOLUMX 3SKCMEPTU3 MOKasaTenei KayectBa W (MAM) MeTOAOB KOHTPOAA KadyecTsa
NIeKapCTBEHHOM POpMbI, ONMcaHUA BUONOTMYECKMX, BUOXMMUYECKNX, MUKPODOMOIOTMYECcKnX, GU3NKO-
XUMUYECKUNX, PUBNYECKUX, XMMWUYECKMX U APYrMX MEeTOLOB aHa/un3a JIeKapCTBEHHbIX CpeacTB Ans
BETEPMHAPHOIr0 NPUMEHEHUA, TpeboBaHMA K MUCMOMb3YEMbIM B LLENSAX NPOBEAEHUS AAHHOro aHanusa
peakTuBam, TUTPOBAHHbLIM PacTBOPam, MHAMKATOPaAM U YCTaHOB/IEHHbIV €ro Npou3BoAnUTENEM;

21.1) obwuii TEeXHUYECKMA LOOKYMEHT - KOMMNAEKT [OOKYMEHTOB WM MaTepuasnoB, COCTOALUMM U3
HECKONbKUX  pa3fenoB -  AOKYMEHTauMu  aAMUMHUCTPATMBHOrO  XapaKTepa, XMMUYECKOMW,
dbapmaueBTUYECKOM U BMoNOTMYECKON [AOKYyMeHTauuu, ¢apmMaKonormyeckod, TOKCMKONOTMYECKon
OOKYMEHTaLUMM, KANHUYECKOW AOKYMEHTauun U npeactaBasemblii OAHOBPEMEHHO C 3asB/ieHMEM O
rocyapCTBeHHON pernctpauMmM NeKapcTBEHHOro npenapata Ana MeAUUMHCKOTO NPUMEHEHUA B
dopmaTe, yCTaHOBAEHHOM YNOJHOMOYEHHbIM heaepanbHbIM OPraHOM UCMONHUTENbHOM BNaCTK;

22) KayecTBO JIeKApCTBEHHOrO CPEeACTBA - COOTBETCTBME JIEKAPCTBEHHOIO CpeAacTBa TpeboBaHWMAM
dapmakonenHom ctatbn NGO B C/1y4ae ee OTCYTCTBMA HOPMATUBHOM AOKYMEHTALUM MU HOPMATUBHOTO
OOKYMEHTa;

23) 6e30MacHOCTb NEKAPCTBEHHOTO CPEACTBA - XapaKTEPUCTMKA /IeKapCTBEHHOMo CPeACTBa, OCHOBaHHas
Ha CpaBHUTE/IbHOM aHasn3e ero 3GGEeKTUBHOCTU U PUCKA NMPUUMHEHUA BPeaa 340P0BbIO;

24) 3bPeKTUBHOCTb NEeKaPCTBEHHOTO NpenapaTta - XapakTePUCTUKA CTENEHU NONOMKUTENbHOrO BAUAHUA
NeKapCTBEHHOTO MNpenapaTa Ha TeYeHUe, NMPOAO/IKMTEIbHOCTb 3a60NeBaHMUA UM ero NpeaoTBpalleHme,
peabuantaumio, Ha coxpaHeHue, NpeaoTBpaLleHMe UK NpepbiBaHne 6epemMeHHOCTH;

25) cepma NneKkapCtBeHHOro cpeacrtBa - KOJ/IMYECTBO J1IEKAPCTBEHHOro cpeacrtsa, npousseaeHHoOE B
pe3ynbTaTe OAHOINo TEXHO/NIONMYECKOro UMKIa ero Nnpon3sognTenem;

26) perucTpauMoHHOe yAOCTOBEPEHWE /IeKAapCTBEHHOro npenapata - A0KYMEHT, MOATBEPNKAALWMIA
baKT rocy4apcTBEHHOM perMcTpaLmm ekapcTBEHHOro NpenapaTa;

26.1) peprkaTenb UKW BRagenel, PerncTpaumMoHHOrO yAOCTOBEPEHUA NEKApCTBEHHOrO npenapaTta -
pa3spaboTuMK NIeKapCTBEHHOro CPeAcTBa, MPOM3BOAUTENb NIEKAPCTBEHHbIX CPEACTB WAM  MHOoe
lopuamnyeckoe nnuo, obnagalollee NPaBom BAALEHUSA PErUcCTPaLMOHHLIM YAOCTOBEPEHMEM, KOTOPbIE
HecyT OTBETCTBEHHOCTb 3a KauecTso, 3pHeKTUBHOCTL M 6€30MacHOCTb IeKapCTBEHHOTO NpenapaTa;

27) perucTpaumoHHbIii Homep - KogoBoe 0603HayeHne, NPUCBOEHHOE IeKapCTBEHHOMY npenapaTy npwu
€ro rocyapcTBEHHOM permcTpaumm;

28) obpalleHne NeKkapcTBEHHbIX CPeACTB - pa3paboTKa, AOKIMHUYECKME UCCNeA0BaHUA, KIMHUYECKME
nccnefoBaHWA, 3KCMepTU3a, roCyAapCTBEHHAA PerncTpaumsa, CTaHZapTM3auMA M KOHTPO/b KayecTBa,
NPOM3BOACTBO, W3rOTOB/IEHME, XPaHeHWe, nepeBo3Ka, BBO3 B Poccuiickyto degepaunto, BbIBO3 U3
Poccuiickolt depepaumun, peknama, OTMYCK, peanusauus, nepegaya, NPUMEHEHWE, YHUUTOXKEHMe
NeKapCcTBEHHbIX CPeaCTs;



29) cybbeKTbl 06palLeHna NeKapCTBEHHbIX CPeacTs - pUaMyeckune anua, B TOM YMCae MHAMBUAYANbHbIE
npeanpuHUMaTeny, W lopuanydeckme Auua, OCyWecTBAAlWMe AOeATeAbHOCTb npu  obpalueHun
NeKapCTBEHHbIX CPeaCTs;

30) pa3paboTuMKk NeKapCTBEHHOro CpeacTsa - opraHu3auma, obnagarowas npaBamu Ha pesy/bTaTbl
JOK/IMHUYECKUX  MCCNeAOBaHUN  IeKapCTBEHHOrO0  CPeACTBa,  KAMHUYECKMX  UCCNefo0BaHMi
NleKapcTBEHHOro npenapaTa 1 (Mn) Ha TEXHOIOIMIO MPOU3BO/CTBA IEKAapPCTBEHHOMO CPeACTBa;

31) npon3BOACTBO /IEKAPCTBEHHbIX CPEACTB - AEATENLHOCTb NO NPOU3BO/ACTBY N€KAPCTBEHHbIX CPeACcTB
OpraHU3aLUmMaMU - MPOU3BOAUTENAMMN IEKAPCTBEHHbIX CPEACTB Ha OAHOM CTaAuM, HECKOJIbKMX UAN BCeEX
CTagmMAaxXx TeXHONOTMYECKOro npouecca, a TaKXe Mo XpaHeHUo W peannsauuu npousBedeHHbIX
NIeKapCTBEHHbIX CPeacTs;

31.1) nNpou3BOACTBEHHAs NAOWaAAKA - TEPPUTOPUANbHO 060COH6/EHHbIN KOMMAEKC Mpou3BoAUTENA
NeKapCcTBEHHbIX CPeAcTB, MpeAHasHayYeHHbIM A9 BbINOJIHEHWA BCEro npouecca NpPoU3BOACTBa
NleKapCcTBEHHbIX CPeACTB UK ero onpeaeneHHon cTaanm;

32) npounssoauTesib NEKApPCTBEHHbLIX CpeacTtB - OpraHuM3aunAa, ocyuectsaAowaa nponssoacreso
NeKapCTBEHHbLIX CpeacTB B COOTBETCTBUN C Tp66OBaHMﬂMM HacToAlero CDep,epaanoro 3aKOHa;

33) dapmaueBTUUECKan OeATeNbHOCTb - AEeATeNbHOCTb, BK/OYaloWas B cebs OMNTOBYHO TOProBAIO
NIeKapCcTBEHHbIMM  CPeACTBaMM, MX XpaHeHMe, MepeBOo3Ky M (MAM) PO3HUYHYIO TOProB/to
JIeKapCTBEHHbIMM NpenapaTtamu, B TOM 4YMCAe AUCTaHLUMOHHbIM Crnocobom, MX OTMYCK, XpaHeHue,
nepeBOo3Ky, M3roTOB/IEHUE IEKAaPCTBEHHbIX NPenapaTos;

34) opraHu3aumMa ONTOBOM TOProB/IM IEKAPCTBEHHbIMM CPeACTBaMM - OPraHM3aums, OCYLLECTBAAIOLLANA
ONTOBYID TOPrOBAO JIEKAPCTBEHHbIMM CPEACTBAMMU, WX XpPaHEHMe, MNepeBO3Ky B COOTBETCTBUMU C
TpeboBaHMAMM HacToALllero PeaepasibHOro 3aKOHa;

35) anTe4yHaa opraHM3auUms - opraHM3aums, CTPYKTYpHOe noapasaefieHne MeanLMHCKON opraHm3aumuy,
OCYLLECTBNIAIOWME  PO3HUYHYIO TOPrOB/KO  JIEKAPCTBEHHbLIMM  MpenapaTamu, B TOM  4ucne
OUCTaHUMOHHbIM CNOCOBOM, XpaHeHWe, MepPeBO3KY, W3rOTOB/IEHME M OTNYCK JIEKAPCTBEHHbIX
npenapatoB Ana MEAMUMHCKOTO MPUMEHEHUA B COOTBETCTBUM C TpeboBaHMAMM HACTOALLEro
depnepanbHOro 3aKoHa;

36) BeTepnHapHan anTeyHan opraHM3aLmMa - OpraHM3aLms, CTPYKTypHOe noapasaesieHne BeTepMHapHon
OpraHM3aLmm, OCYLWECTBAAIOLLME PO3HUYHYIO TOPrOB/O NEKAPCTBEHHLIMKW NpenapaTamu, B TOM Yncne
ANCTaHUMOHHbIM CNOCOBOM, XpaHeHWe, WU3roTOB/JEHME M OTMYCK JIEKApPCTBEHHbIX MNpenapaToB Ann
BETEPUHAPHOrO NPMMEHEHMA B COOTBETCTBMM C TPpeboBaHMAMM HacToAwero PeaepanbHOro 3aKoHa;

37) danbcuduumMpoBaHHOE /IEKAPCTBEHHOE CPEACTBO - /IeKapCTBEHHOE CPEeAcTBO, COMpPOBOMKAaemoe
NIOXKHOM MHdOpPMaLMel 0 ero coctaBe U (MK) Npon3BoOAUTENE;

38) HeLOO6POKAYECTBEHHOE IEKAPCTBEHHOE CPEACTBO - IEKAPCTBEHHOE CPEACTBO, HE COOTBETCTBYOLLEE
TpeboBaHMAM dapmakonenHoi ctaTbM AMbBO B c/ly4yae ee OTCYTCTBMA TpeboBaHMAM HOPMATUBHOM
AOKYMEHTaUMKN UAN HOPMATUBHOIO AOKYMEHTa;

39) KoHTpadaKTHOE /IeKapCTBEHHOE CPEACTBO - JIeKapCTBEHHOE CPEeACTBO, HaxoAslweecs B obopoTe C
HapyLlweHMeM rparkaaHCKOro 3aKOHOAaTeIbCTBa;

40) AOKNIMHNYeCKoe nccneaoBsaHme nekapCrBeHHOro cpeacrtsea - 6M0norwqecr<me, MMKpO6MO}10I'VI‘-IeCKMe,
MMMYHO/I0Tn4eCcKmne, TOKCUKOoornyeckue, d)apN\aKonoquecme, d)msmqecr(me, XMMmun4yeckmne un gpyrue
nccnengoBaHMA NeKapCTtBeHHOro cpeacrtBa nytem npMMeHeHuA Hay4YHbIX MEeToA0B OLEHOK B Uenax
nony4vyeHnA AOKa3aTeNbCTB 6e3OI'IaCHOCTM, KayecTtBa U Bd)dDEKTMBHOCTM NeKapCTBEHHOrIo CpeAacTBea,



41) KAMHWYECKoe nccneaoBaHMe IeKapCTBEHHOrO npenapara - U3ydeHne AMarHoCTUYECKUX, ievebHbIX,
npodunakTMyeckmx, ¢GapmMaKkoNOrM4ecKnx CBOWCTB J/IEKapCTBEHHOro mnpenapata B npolecce ero
NPUMEHEHUA Yy 4Ye/IOBEKAa, KMBOTHOrO, B TOM YMCAe TMPOLLECCOB BCACbiBaHWUSA, pacnpenenieHus,
n3meHeHnAa W BbiBeAeHUA, nyTem nNpumeHeHMA Hay4dHbIX MEeTOo40B OUueHOK B Uuenax nonayvyeHuA
[0KaszaTe/ibcTB 6e3omacHOCTM, KavyecTBa U 3GGDEKTUBHOCTM NEKAPCTBEHHOrO npenapaTa, AaHHbIX O
HeXenaTeNbHbIX peakKunAax opraHnama 4YenoBekKa, XUBOTHOIoO Ha nNpumMeHeHune NeKapCTBeHHOro
npenapata u o6 addeKkTe ero B3aMMOAENCTBUA C APYIMMMU NI€KAapPCTBEHHbIMU Npenapatamu U (uam)
NULEBBLIMWN NPOAYKTAMU, KOPMaMU;

42) MHOIOUEHTPOBOE K/INHUYECKOE WUCCneaoBaHME NEeKapPCTBEHHOrNo npenaparta gnaa megunumHCKoro
npumeHeHnAa - KJAUWHKWYeCKoe wuccneaoBaHmne NeKapCTBEHHOrNo npenaparta Aana mMeaumuynHCKoro
npumeHeHunAa, nposogunmoe pa3pa60T‘-IVIKOM NNEKAPCTBEHHOIO nNpenapaTta B ABYX U bonee MeONUNHCKUNX
OpraHn3saumMAax no eaMHOMy NPOTOKOY KTIMHUYECKOIO UCCnengoBaHUA IEKAPCTBEHHOIO Npenapara,

43) MeXayHapoaHoe MHOroueHTpoBoe KAMHUYEeCKoe nccneaoBaHmne NeKapCTBEHHONO npenapara AnAa
MeONUUNHCKOIoO nNpumMmeHeHnAa - K/AWMHUYEeCKoe UnuccneanoBaHmne NeKapCTBEHHOrNo npenapata  A4nAa
MeanuUnHCKOro npmnmeHeHuna, nposoammoe pa3pa60TLIMKOM NEKapCTBEHHOro npenaparta B pa3/INYHbIX
CTpaHax No eguHOMY NMPOTOKONY KIMHNYECKOTo nccneanoBaHnA 1eKapCTBEHHOIO npenapara;

44)  nNOCTPernucTpauMoHHOE  K/AMHMYECKOoe  UCC/iefoBaHMe — JIeKapCTBEHHOro  npenapata  gas
MEAMLMHCKOTO MPUMEHEHMA - K/JAMHUYECKOEe UCCAefOBaHWE JIEKAPCTBEHHOrO npenapata Ana
MEAVLMHCKOTO  MPUMEHEHUs, MNPOBOAMMOE  NPOM3BOAMTENEM  NEKAPCTBEHHOro  MpenapaTa,
rpa*kK4aHCKMM 0B6OPOT KOTOPOro OCYLLECTBAAETCA MOC/Ae FOCyAapCTBEHHOM perucTpaumm, B Lenax
[0MOo/IHUTEeIbHOrO cbopa AaHHbIX 0 ero 6e3onacHOCTU U 3PPEKTUBHOCTU, PACLUMPEHUS MOKA3aHUN K
NPUMEHEHWIO OAHHOTO SIEKAPCTBEHHOIO MPenapaTa, a TaKMKe BbIABAEHUSA HeXenaTeslbHbIX peaKkuni
naLMeHTOB Ha ero AencTeue;

45) wnccnegoBaHve 6MO3KBMBANIEHTHOCTM  NIEKapCTBEHHOrO npenapata - BWA  KJAMHUYECKOro
nccneaoBaHUA IEKapCTBEHHOrO npenapara, NpoBeAeHNe KOTOPOro OCYLLECTBAAETCA AN OnpeaeeHus
CKOPOCTM BCacbiBaHWA M BbIBEAEHUA OAHOIO WM HECKONbKMX 061adalowmx ¢GpapmaKkonornyeckom
AaKTUBHOCTbIO [IEMCTBYIOLMX BELLECTB, KO/NMYECTBA /IEKapCTBEHHOro mnpenaparta, [AOCTUraloLLero
CUCTEMHOrO KPOBOTOKa, M Pe3y/bTaTbl KOTOPOro NO3BOJIAIOT CAeNaTh BbiBOA, O BMOIKBUBANEHTHOCTU
BOCMPOU3BEAEHHOrO JIEKapCTBEHHOro npenapata B ONpeAeseHHbIX JieKapcTBeHHoW dopme U
[03MPOBKE, COOTBETCTBYIOLMX POPME U J03UPOBKE pedepeHTHOro NEKapCTBEHHOTO Npenapara;

46) wccnegoBaHME  TepaneBTUYECKOM  3KBMBANIEHTHOCTM  JIEKAPCTBEHHbIX MNpenapatoB -  BuUA,
K/IMHWUYECKOro Uccne0BaHNA NeKapcTBEHHbIX NPenapaTos, NPoBeAeHNe KOTOPOro ocylLecTBaseTca Ans
BbIAB/IEHUA OAMHAKOBbIX CBOWCTB JIEKAPCTBEHHbIX NPenapaToB onpeaeieHHOW IeKapCcTBeHHOW Gopmbl,
a TaKXKe HaAuuMAa OAMHAKOBbIX MOKaslaTesneit 6esonacHocTM U 3GGEKTUBHOCTU JIeKAPCTBEHHBbIX
npenapaToB, 0ANHAKOBbIX KAMHUYECKUX 3GDEKTOB NPU UX MPUMEHEHUU;

47) NpOTOKO/ KAMHWYECKOTO WCCNeA0BaHWA NEeKapCTBEHHOrO npenapaTta - OOKYMEHT, B KOTOPOM
onpeaenaoTca uenu, Gopmbl OpraHM3aLnm N MeToA0/10MMA NPOBEAEHNA KAMHUYECKOro MCCNea0BaHus,
cTaTUcTMYeckne metodpl 06paboTKM pesyabTaToB TaKOro MCCAEAO0BaHMA U Mepbl No obecneyeHunto
6e30nacHOCTM PUIMYECKMX JIML, YYaCTBYIOWMX B K/JAMHUYECKOM WCCIef0BaHUU JIEKAPCTBEHHOTO
npenapara;

48) 6p0Lmopa ncenegoBartena - CBOAHOE MU3NI0XKEHME pe3ys1ibTaTOB AOKJAMHUYECKOro uccnengoBaHuA
NNeKapCTBEHHOrIo cpeacrtea W KJAMHUYECKOro MUccnegoBaHMA NeKapCTBEHHOrNo npenaparta  AnAa
MeaNLUMHCKOIo NnpuMeHeHnA,;

49) NHPOPMALMOHHBIA IMCTOK MaUMEHTa - AOKYMEHT, B KOTOPOM COAEpXKaTca B AOCTynHon dopme
CBeAEeHMs, KacallimMeca NpoBOAMMOro KAMHUYECKOro MCCAeA0BaHMA IeKapcTBEHHOro npenaparta, U B



NUCbMEHHOM (bopN\e ILI,O6}Z)OBO!'IbHO(=_' cornacume nauneHTa Ha ydyactne B KIMHUYECKOM unccneaoBaHun
NNIeKapCTBEHHOIo npenaparta nocsie O3HakKoOMIeHUA C 0COOEHHOCTAMM KAMHUYECKOTO ncecnenosaHuA,
nmMmernwmmmn sHa4yeHne anAa BblipaXeHMA Takoro cornacuA,;

50) noboyHoe AeincTBUE - peakuusa opraHM3ma, BO3HUKLIAA B CBA3U C NPUMEHEHUEM NeKapCTBEHHOro
npenapata B [A03aX, PEKOMEHAYEMbIX B WHCTPYKUMM MO €ro nNpUMeHeHWto, Ana npodUNaKTUKMY,
AWNarHOCTUKMK, neveHuns 3abonesaHma nan ana peabunurtaumm;

50.1) HexenaTenbHaA peakuma - HenpeaHamepeHHaa HebnaronpuATHaA peakuma opraHM3ama, Kotopas
MOXeT BbITb CBA3aHa C NPUMEHEHNEM SIeKapCTBEHHOro npenapara;

51) cepbe3Has HexenaTeNbHas peaKkuMs - HeXKesjaTe/lbHaa peakuma OopraHuMama, CBA3aHHaA C
NPMMEHEHWEM NEKAPCTBEHHOro NpenapaTa, NpUBEAWas K CMepTH, BPOXAEHHbIM aHOMAMUAM WM
NnopoKam passBuTUs Anbo npeacTaBaalowWwas cobol yrposy »KusHu, Tpebylowas rocnuTanmsauun uam
npuBeALLan K CTOMKOM yTpaTe TPyA0CNOCOOHOCTU U (MIN) MHBAaAWAHOCTY;

52) HenpeauaeHHana HexKenaTeibHaA peakuma - HexenateNbHan peakuuns opraHnM3ma, KoTopasa cBA3aHa
C NPUMEHeHMeM /IeKapCTBEHHOro Npenapara B A03aX, PeKOMeHAyeMbiX B NPOTOKO/E ero KANHUYECKOro
uccnenoBaHua, bpolltope nccneaosaTtens, UAM C NPUMEHEHUEM NeKapcTBEHHOro npenaparta B A03ax,
peKomeHAyemMbIX B WMHCTPYKUMU MO ero npumMeHeHuo AnA NpodUNaKTUKM, AMArHOCTUKU, NedeHun
3260/1€BaHNA AN MEAULMHCKON peabnanTaumnm naumeHTa, U CyLHOCTb, TSXKECTb UM UCXOZ, KOTOPOM He
cooTBeTcTByeT MHbOpPMaLMM O JIeKapCTBEHHOM MpenapaTe, COAep’Kalleica B NpPOTOKOAEe ero
K/IMHUYECKOTO UcCedoBaHMA, bpowope uccnegoBatena WM B MHCTPYKLMM MO NMPUMEHEHMUIO
JIeKapCTBEHHOrO Npenapara;

52.1) dapmakoHaz3op - BUA AEATE/NbHOCTU MO MOHUTOPUHTY 3G EKTUBHOCTM U 6e30MacHOCTU
NIeKapCTBEHHbIX MNPEenapaToB, HaMpaB/eHHbIA Ha BbIABMIEHWE, OUEHKY W NpejoTBpalleHue
HerKenaTebHbIX NOCNeACTBUIA NPUMEHEHMA NEKAPCTBEHHbIX NPENapaTos;

52.2) nnaH ynpaB/ieHMA PUCKaMKU - MoApobHOe onucaHue MeponpuAaTuii no dapmaKkoHaa3opy,
HanpaB/ieHHbIX Ha BbIABNEHWE, OLEHKY M NpeaoTBpalleHne UAM MUHUMU3ALMIO PUCKOB, CBA3AHHbIX C
NleKapCcTBEHHbIMM NpenapaTamm, BKAOYaA OLEeHKY 3GPEKTUBHOCTU AaHHbIX MePOnpUATUIA;

53) peuenT Ha NEKApPCTBEHHbIA Npenapat - MeAMUMHCKUMIA [OOKYMEHT YCTaHOBAEHHOW ¢opMbl,
CoAep!KalMii HasHaYeHMe NeKapcTBEHHOro npenapaTta 4aa MeAMUMHCKOTO MPUMEHEHUS, BblAaHHbIN
MeAMLMHCKMM PaboOTHMKOM B LENAX OTNyCKa NeKapCTBEHHOro npenapaTta MAW ero M3roToB/eHuUA U
OTnycka Ha ByMa’KHOM HOCUTe/Ie UM C COFNAcuA NaLMEHTa UK ero 3aKOHHOro NpeacTaBuTens B popme
3/1EKTPOHHOIO [OKYMEHTA, NOAMNWCAHHOTO C WCMNO/Ab30BaHWEM YCUAEHHOW KBanuduLMpPOBaHHOWN
3/1EKTPOHHOW MNOoANUCUM  MEeAULMHCKOro paboTHMKa, /MBO AOKYMEHT YCTaHOBAEHHOW (OpMbl,
coAep!Kalinii HasHaYeHWe NIeKapCTBEHHOro npenapaTta A48 BETEPUHAPHOrO NPUMEHEHMUA, BblAAHHbIN
cneumanuctom B 06/1aCTM BeTEPUHAPUM B LENAX OTNYCKA NeKapCTBEHHOro npenapata WMAW ero
M3roTOB/IEHMA N OTMYCKA Ha BymaXKHOM HoCUTeNe;

54) TpeboBaHMe MeANLMHCKON OpraHM3aLmm, BETEPUHAPHOW OpraHn3auumn - OKYMEHT YCTaHOBIEHHOM
$OopMbI, KOTOPbIA BbINMCAH MEAULIMHCKMM PabOTHUKOM MM CleLManmcTom B 061acTM BeTeprMHapuuy,
MMELMMM Ha 3TO MNPaBO, U COAEPKUT B MUCbMEHHON GOpPMe yKaszaHWe anTeyHOMN opraHu3auuu Uau
BETEPMHApPHON anTeyHOM opraHuM3auum o6 OTnNycke /NEeKAapCTBEHHOro npenapata WaM O €ero
usrotosaeHun n ob otnycke ana obecneyeHua nevyebHoro npouecca B MeAULMHCKON OpraHM3aLmy,
BETEPWMHaApPHOM opraHun3auuu;

55) KOMMN/IeKCHaA OLLeHKa 1eKapCTBEHHOrO NpenapaTa - OLeHKa 3aperncTpUpoBaHHOIO IEKapCTBEHHOIO
npenapara, BKAto4Yaowan B ceba aHann3 MHGOPMaLMM O CPAaBHUTENBHOMN KAMHUYECKOM 3PEKTUBHOCTU
1 6e30MNacHOCTU IeKapCTBEHHOMO Mpenapara, OUEeHKY 3KOHOMMUYECKMX MOCNeACTBMIA ero NPUMEHEHWA,
n3yyeHne AONONHUTENbHbIX MOCAEACTBMIA NPUMEHEHMA NIEKaPCTBEHHOro npenapaTa B LUensx NpuHATUA



peleHnii 0 BO3MOXHOCTM BK/IOYEHUA /IeKapCTBEHHOro npenapata B MepeyYeHb KU3HEHHO
HEOBXOAMMbIX M BaKHEWLIMUX NEeKapCTBEHHbIX NpenapaToB, HOPMaTUBHbIE MPaBOBble aKTbl U WHblE
JOKYMEHTbI, onpeaensamollmMe NopAAOK OKasaHWA MeAMLUMHCKOW NOMOLIM, UAM UCKIIOHYEHUA ero u3
yKa3aHHbIX NepeyHs, akToB N JIOKYMEHTOB;

56) cMcTema MOHUTOPUHIA ABUNKEHUA NEKAPCTBEHHbIX NPenapaToB ANA MeAULMHCKOro NPUMeEHeHUA -
denepanbHaa rocygapcrBeHHas MHGOPMALMOHHAA CUCTEMA MOHUTOPUHIA ABUMKEHUA JIEKAPCTBEHHbIX
npenapatoB Aa8 MeAULUMHCKOIO MPUMEHEHMA OT MPOU3BOAUTENA [0 KOHeYHoro notpebutens c
NCMNO/Ib30BaHNEM B OTHOLUEHWM NIEKAPCTBEHHbIX NPenapaTos Aaa MeAULMHCKOro NPpUMEHEHNs cpeacTs
naeHTUPUKaunu.

nasa 2. MO/IHOMOYMA GELAEPANbHBIX OPFAHOB MCMONHUTE/IbHOW
BNACTU, OPTAHOB MCMONIHUTE/IbHOW B/TIACTW CYEBEKTOB POCCUNCKOW
OEAEPALIMM NPU OBPALLEHWMW NEKAPCTBEHHbBIX CPEACTB

Cratba 5. TllonHomouuma d¢egepanbHblX OPraHOB MCMNOMHUTENbHOM BNacTM Npu  obpalieHun
NleKapCTBEHHbIX CpeacTs

K nonHomounam denepanbHbiX OpraHOB WMCMNONHUTENIbHOW BAACTU MpU 06paLLeHUM eKapCTBEHHbIX
CpPeAcCTB OTHOCATCA:

1) npoBeaeHue B Poccuiickoi deaepaumnm eaMHOM rocyAapCcTBEHHOM NOAUTUKM B 061acTu obecneyeHuns
JNIeKapCcTBEHHbIMM Npenapatamum rpaxkaaH B Poccuiickoit Peaepaunu;

2) yTBepxaeHue oblimx dapmaKkonelHbix ctatei, papmaKkonenHbix cTaTei, usgaHne rocyaapcTBeHHOM
dapmakoneun, cosgaHue n segeHune peectpa GapmakonenHbIX CTaHAaPTHbIX 06pa3LoB;

3) ocyuiecteieHve deaepanbHOro rocyaapcTBEHHOrO KOHTpona (Hagsopa) B cohepe obpalleHums
NeKapCTBEHHbIX CPeACTB;

4) NUUEH3MPOBaHME MPOU3BOACTBA JIEKAPCTBEHHbIX CPeAcTB, B TOM u4ucie denepasnbHbiii
rocyapcTBEHHbIN NNLEH3NOHHbIN KOHTPO/Ib AEeATeNbHOCTU MO NPOU3BOACTBY /IEKAPCTBEHHbIX CPeACTB,
nepuogmMyeckoe NoATBEPKAEHNE COOTBETCTBUA JINLLEH3MATA, MMEIOLLEro IMLEH3NI0 Ha NPOM3BOACTBO
JIEKapCTBEHHbIX CPeacTs, U dapmaLeBTUYECKON AeATeNbHOCTM B COOTBETCTBUM C 3aKOHOAATENLCTBOM
Poccuiickoin Pepepaunu;

5) opraHusaumMa SKCMepTU3bl JIEKAPCTBEHHbIX CPeACTB, 3TMYECKOW 3KCNepTU3bl BO3MOMKHOCTU
NpoBeAeHNA  KAMHMYECKOrO MUCCNeAoBaHMA  NIEKapCTBEHHOrO npenapata  Ana  MeAMUMHCKOro
NPUMEHEHUA, 3KCNepTU3bl AOKYMEHTOB, MPEeACTaBAEHHbIX A4 OfpeAesieHUs  BO3MOXHOCTU
paccMmaTpuBaTh JIEKaPCTBEHHbIN MnpenapaTt Ans MeAULMHCKOrO MPUMEHEHMS NPW rocyaapCTBeHHOM
pernctpauun B Kayectse opdaHHOro NeKapCTBEHHOrO Npenapara;

5.1) opraHu3auma NpoBeseHUs KOMMIEKCHOMN OLEeHKWM NieKapCTBEHHOro npenapaTta B Uenax NpuHATUA
peweHnin O BO3MOMHOCTU BKJILOYEHUA JIEKAPCTBEHHOrO Mpenapata B MNepevyeHb KU3HEHHO
HeobXoAUMbIX M BaKHEWLWMX NEKAPCTBEHHbIX MPenapaTtos, HOPMAaTUBHbIE MPAaBOBble aKTbl U WHblE
OOKYMEHTbI, onpejensiowme MopAaAoK OKasaHWA MeAUUMHCKOW MOMOLUM WUAN WCK/KOYEHUA ero w3
YKa3aHHbIX NepeyHs, akTOB U JOKYMEHTOB;

6) Bblaaya paspeleHnit Ha npoBeAeHME KAMHUYECKMX MCCNeAO0BaHWI NeKapCTBEHHbIX MpenapaTos,
BeAEHMe peecTpa BblAaHHbIX pa3pelleHunit Ha NpoBeaeHNe KAMHUYECKMX UCCAef0BaHMIN TeKapCTBEHHbIX
npenaparos;



7) rocypapcTBeHHas perMcTpaumsa NeKapcTBEHHbIX NpenapaTos, BeAeHMe rocyAapCTBEHHOro peecTtpa
NeKapCTBEHHbIX CPeaCTs;

8) opraHusaums u (MnM) npoBeAeHUE WHCMEKTUPOBaHMUA Cyb6beKTOB 06pallleHns NeKapCTBEHHbIX
CpPeACTB Ha COOTBETCTBME NMpaBuaam Hagnexalwen nabopaTtopHON MPaKTUKK, NpaBuiaM HaasexKallen
K/IMHWUYECKOM MPaKTUKM, NpaBuMaam HagnexKaleh npakTUKM XpaHeHMA W MepeBO3KM NeKapCTBEHHbIX
npenapaTtos, NpaBuIamM Hag/exKallen AMcTpMbbIOTOPCKOM NPaKTUKK, NPaBK/iaM HaalexKallen anTe4yHom
NPaKTUKW;

8.1) opraHmsauma u (Man) nNpoBeaeHME WMHCNEKTMPOBAHUA CYOBHEKTOB 06palleHUs NeKapCTBEHHbIX
CpefcTB Ha COOTBeTCTBME TpeboBaHMAM MpaBUA Hag/exkalleld NPoM3BOACTBEHHOW NPaKTUKKU, Bblgaya
3aK/MOYEHUIA O COOTBETCTBMM MNPOU3BOAMTENA NEKAapPCTBEHHbIX CcpeAcTB TpeboBaHUAM MNpaBUA
HaZnesKallei NpoM3BOACTBEHHOW NPaKTUKUK;

8.2) yCTaHOB/1IEHME nMNopAAKa BedeHunAa W BeadeHme TrocyaapCTBeEHHOrNo peectpa 3aK/OYEHUA O
COOTBETCTBMN  NpOU3BOOUTENA  JIEKAPCTBEHHbLIX CPeacTB TpeGOBaHMﬂM npasun Ha,D,I'IE)KaLLI,EVI
I'IpOM3BO,£I,CTBeHHOl7I NMPaKTUKU;

9) rocypapcTBeHHas pernctpauusa npegefibHbiX OTMYCKHbIX LieH Npou3sBoguTeneil Ha JeKapCcTBEHHble
npenapatbl, BK/AIOYEHHble B MepeyYeHb MKU3HEHHO HeOobXOAMMbBIX W BaXKHEWLIUX /NeKapCTBEHHbIX
npenapaTos, U BeAeHWe rocyAapcTBEHHOrO peectpa npeae/ibHbiX OTMYCKHbIX LieH npoussoauteneit Ha
JIeKapCTBEHHbIE MpenapaTbl, BK/AOYEHHbIE B MNEpevYeHb MU3HEHHO HEeOoBXOAMMbBIX W BarKHEMNLIMX
NleKapCcTBEHHbIX NpenapaTos;

9.1) cornacoBaHWe MPOEKTOB pPelleHUI A OpPraHOB WCMONHUTENbHOW BNacTU cybbeKkToB Poccuitckol
depepaunn 06 ycTaHOBAEHUM U (MKN) U3MEHEHUU MpedenbHbIX Pa3mMepoB ONTOBbIX HaAbaBOK U
npeaenbHbIX Pa3MepoB PO3HUYHbLIX HaABaBOK K (paKTUYECKMM OTMYCKHbIM LleHaM, YCTaHOB/IEHHbIM
NPOu3BOAUTENAMU JIEKAPCTBEHHbIX MpPenapaToB, Ha JIEKApPCTBEHHble MpenapaTbl, BK/AOYEHHblE B
nepeyeHb }KNU3HEHHO HEOBXOAMMBIX U BarKHEWNLLNX JIEKAPCTBEHHbIX MPENapaTos.;

10) BblAa4a, ycTaHOBAEHWE NOPALKA BblAauM PaspeLlleHmsa Ha BBO3 KOHKPETHOM NAapTUKN 1EKAPCTBEHHOTO
cpeactBa B Poccuinckyto ®egepaumio;

10.1) Bblgaya, ycTaHOBNEHWE MOpPAAKA BblAauM U GOPMbl LOKYMEHTA, KOTOPbIA NOATBEPMKAAET, YTO
NpPou3BOACTBO JIEKAPCTBEHHOrO npenapata AfAa MeAWMUMHCKOrO MNPUMEHEHWA OCYLLEeCTBJAEHO B
COOTBETCTBUMM C TpeboBaHMAMM NpPaBUA HaZNEKaWen Npon3BOACTBEHHOM MPAKTUKM WAM  YTO
JIeKAPCTBEHHbIN NpenapaTt 418 BEeTEPUHAPHOro NPUMEHeHUa [onyuweH K obpalleHuto B Poccuickon
depepaumn, U NOSNENKUT NPEACTaBAEHUIO NO TPeboBaHWMIO YNOJHOMOYEHHOIO OpraHa CTpaHbl, B
KOTOPYHO BBO3UTCA IEKAPCTBEHHbIN Npenapart;

10.2) Bblgaya, yCTaHOB/AEHME NOpAAKa BblgauM U GOPMbl AOKYMEHTA, COAEP’KALLEero CBeAEeHMsA O
CTagMAX TEXHONOTMMYEeCKOro MpoLecca MPOM3BOACTBA JIEKAPCTBEHHOTO CpeacTBa AN MeOULMHCKOro
NPUMEHEHMA, OCYLLLECTBAAEMbIX Ha TeppuTopuM EBPasnincKkoro sSKOHOMUYECKOTO COHO33;

11) co3pgaHme coBeTOB NO BONPOCAM, CBA3aHHbIM C 0bpalLeHeM IeKapCTBEHHbIX CPeACTB;

12) atrectauma u ceptudmKaLma cneLmanmnctos;

13) ytpatun cuny ¢ 1 ceHTabps 2013 roga. - PepepanbHblit 3akoH o1 02.07.2013 N 185-93;

14) ocywecTeneHme papmakoHaa30pa;

15) yyacTme B MeKAyHapoA4HOM COTPYAHMYECTBE;



16) nonyyeHre Mo 3anpocam YNoOJHOMOYEHHOTO denepasbHOro opraHa WCMOJIHUTENbHOM BAACTU OT
OpraHOB WCNOJIHUTENbHOM BAacTU cybbekToB Poccuiickont Pepepaumm, a TakxKe oT cybbekToB
06palleHMA NeKAPCTBEHHbIX CPEACTB ANA MEeAMUMHCKOro npumeHeHusa uHdopmaumm no Bonpocam
YCTAHOBNEHUA M NPUMEHEHMA LLEH HA IEKAPCTBEHHbIE NpenapaTbl U HaAbaBOK K HUM;

17) npumeHeHUe mep OTBETCTBEHHOCTM 3a HapyllieHMe 3aKoHoaaTebcTBa Poccuiickoit Gepepaumu;

18) yTBEpPKAEHUE NPABUA Haa/exKallel NabopaToOpPHOM NPaAKTUKKU, NPAaBUA HagexKalen KIMHUYECKOM
NPaKTUKKU, NPaBUA HagNeXKallen NPOM3BOACTBEHHON MPAKTUKKM, MPaBMA HagAexalwein npaKTUKK
XPaHEHUA W NepeBO3KU JNIEKAPCTBEHHbIX MPENapaToB, MPaBWA HagJeXKaleh AUCTPUObIOTOPCKOM
NPaKTUKK, NPaBUA HAA/EXKallel anTe4YHO NPaAKTUKN, NPaBWU HaANeXallen NPakTMKN GapmakoHaa3opa
NIeKapPCTBEHHbIX NPenapaToB ANA MeANUNHCKOrO NPUMEHEHUS;

19) ycTtaHoBNEeHMe nopagKka GOPMUPOBAHNA PErNCTPALLMOHHONO AOChbEe Ha JIeKapCTBEHHbIN NpenapaT u
TpeboBaHMI K LOKYMEHTaM B €ro COCTaBE;

20) yTBEpXKAEHME NMPABMA PALMOHANBLHOIO BbIGOPa HaMMEHOBAHWI IEKAPCTBEHHbIX MNpenapaToB Aan
MEeAMLMUHCKOro NPUMEHEHUS;

21) ytBEpKAEHME NepeyYHa HAMMEHOBAHWUIM NEKAPCTBEHHbIX GOPM;
22) ytpaTtna cuay ¢ 1 mapTa 2020 roga. - PesepanbHblii 3aKoH oT 27.12.2019 N 475-03;

23) yTBepxaeHWe TpeboBaHWM K WHCTPYKUMU MO MEAULMHCKOMY NPUMEHEHUIO NIeKapCTBEHHbIX
NpenapaToB U K MHCTPYKLUMM MO BETEPUHAPHOMY NPUMEHEHWUIO JIEKAaPCTBEHHbIX NPEenapaTos;

24) npuHATME peLlleHUn, ABAAIOWUXCA OCHOBAHUAMM ONA BKAOYEHUA LOMEHHbIX UMeH U (uan)
yKasaTtesien cTpaHuu, caliToB B MHPOPMALMOHHO-TE/IEKOMMYHMKALUMOHHOM ceTn "UHTepHeT", a Takxe
CeTeBbIX aApecoB B eAMHYI0 aBTOMaTU3UPOBAHHYO MHPOPMALMOHHYIO cucteMy "EAMHBLIN peecTp
OOMEHHbIX WMMEH, yKasaTeseW CTPaHWL, CanToB B WMHGOPMALMOHHO-TENEKOMMYHUKALMOHHOM CeTU
"MHTepHeT" U ceTeBbiX afpeCcoB, MNO3BONAWMX MAEHTUOUUMPOBATL CcaliTbl B UHOOPMALMOHHO-
TeNIeKOMMYHUKAUMOHHOM ceTn "UHTepHeT", coaepawme nHbopmaumio, pacnpocTpaHeHUe KOTOpoun B
Poccuitickoli depepaumm 3anpeuieHo”, B OTHOLWEHUUM WMHbOPMAUMKM, coAepXKallein npeanoxeHue o
PO3HUYHON TOProBae NEKapCTBEHHbIMW NpenapaTtamu, B TOM 4YWUC/E AUCTAHUMOHHbLIM Ccrnocobom,
PO3HWYHAsA TOProB/As KOTOPbIMW OFpaHMYeHa WAM 3anpelleHa B COOTBETCTBMM C HACTOSLWMUM
depnepanbHbiM 3aKOHOM, U (MKM) MHDOPMAUMK, cOAEpPrKalleld NpeanoXKeHne O PO3HMYHOKN Toprosne
JIeKapCTBEHHbIMM MpenapaTamn, B TOM 4YuUC/e AUCTaHUMOHHbIM CnocoboMm, MUAMKU, HE MMEKLMMHU
JIMLUEH3NUN M paspelleHUss Ha OCYLEeCTBNIEHWE TaKOW AeATeNbHOCTWU, €C/NM MOJIyYeHUEe JSINUEH3UU U
pa3spelleHua npeayCcMOTPEHO 3aKOHOAaTeIbCTBOM 06 06palleHMM NeKapCTBEHHbIX CPeACTB;

25) BblAaya paspelleHuid Ha BBOA, B TPaKAaHCKUM 06OpPOT UMMYHOBMONOTMYECKUX SIEKAapPCTBEHHbIX
npenaparos.

CraTbs 5.1. MNepenaya ocywwecTBaeHNa NOJAHOMOYNI peaepanbHbiX OPraHOB UCMOJIHUTENIbHOM BIACTU
npyv obpallleHUn NeKapCTBEHHbIX CPEACTB OpraHaM MCMNONHUTENbHON BnacTM cybbekToB Poccuiickoit
depepaunu

MonHomouunsa deaepanbHbiX OpPraHOB WCMONAHUTENbHOW BNacTM Npu 0bpaleHUn NeKapcTBEHHbIX
cpeacTs, npeaycMOTPeHHble HacToAwMm degepanbHbiM  3aKOHOM, MOFYT nepefaBaTbCad  ANA
OCYLLECTBNEHNA  OpraHam  WUCMONHUTENbHON  BnactM  cybbektoB  Poccuiickonr  Pepepauuu
noctaHoBneHuamm lMpasuTtenscrTsa Poccuiickolt Peaepaunn B nopaake, yctaHoBieHHOM PeaepasibHbiM
3aKOHOM OT 6 OKTAbpAa 1999 roga N 184-®3 "O6 0bWUX NPUHLUMNAX OpraHM3aLMM 3aKOHOAATENbHbIX
(NnpeacTaBuTENbHbBIX) M UCNONAHUTENIbHBIX OPraHOB roOCyAapCTBEHHOM BaacTn cybbekTos Poccuiickoi
depepaunn’.



Cratba 6. [MoNHOMOYMA OpPraHOB MCMOAHUTENbHOM BnactM cybbekTa Poccuitckon degepauum npu
06paLLeHMM NeKapCTBEHHbIX CPeacTB

K nonHOMOouYMAM OpraHoB MCNOAHUTENbHOW BAacTK cybbekTa Poccuitickoit ®epepaumm npu obpalueHnn
JIeKapCTBEHHbIX CPEACTB OTHOCATCA:

1) paspaboTka M peanusaumsa pervoHasbHbIX Nporpamm obecrneyeHnsa HaceneHusa eKapCTBEHHbIMM
npenapatamu;

2) yCTaHOBANAEHNE nNpeaesibHbIX Pa3mMepoB ONTOBbIX Ha,ﬂ,6aBOK N npegenbHbiIX pasmepoB PO3HUYHDbIX
Ha,ﬂ,6aBOK K (I)aKTVI‘-IeCKMM OTNYCKHbIM U€eHaM, YCTaHOBJIEHHbIM NPOU3BOAUTENAMU NEKAPCTBEHHDbIX
npenapatoB, Ha N1EKAPCTBEHHbLIE MpenapaTbl, BKAKOYEHHbIE B NepeyvyeHb XWU3HEHHO HEO6XO,£I,MMbIX n
BaXKHEMLIMX NeKapCTBEHHbIX NPEnapaTos,;

3) ocyulectBneHWe pernoHanbHOro roCyAapCTBEHHOrO KOHTPO/A 3a MpUMMEHeHMemM LUeH Ha
NleKapcTBeHHble npenapaTbl, BKAOYEHHble B MNepevyeHb MU3HEHHO HeOobXOAMMbBIX W  BaXKHEMLUX
NIeKapCTBEHHbIX NpenapaToB, OpraHU3auMAMM OMTOBOM TOProB/AW JIEKAPCTBEHHbIMW CPeACcTBaMM,
anTeyHbIMW OPraHU3aUMAMU, UHAMBUAYANbHBIMA NPeAnPUHUMATENAMMN, UMEIOLLMMM NULEH3UI0 Ha
dbapmaLeBTUYECKYIO AeATeNbHOCTb, MEAULUMHCKUMWU OpraHuM3aumamn, UMEWUMN NULEH3UIO Ha
dbapmaueBTUYECKYIO AeATeNbHOCTb, M WX 060cobneHHbIMU noapasaeneHuammn (ambynatopusamm,
denbawepckumm 1 GenbaliepcKko-akyLepCKUMM  MYyHKTaMK, LeHTpamu (oTaeneHusmu) obluen
BpayebHOol (cemeliHOM) MpaKTUKK), PACNONOXKEHHbIMMU B CENbCKUX HACENEeHHbIX MYHKTax, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHM3auuu;

4) npuHATME pelieHns o6 MCNoNb30BaHUN Ha TeppuTopumM cybbekTa Poccuiickon deaepauumn Hapsaay C
peLenTamu Ha NIeKapCTBEHHble npenapaTtbl, 0GOPMIEHHbIMM Ha Byma)KHOM HOCUTesNe, pPeLenToB Ha
JleKapCcTBeHHbIe NpenapaTbl, CpOPMMUPOBaHHbIX B pOPME 3NEKTPOHHbIX OKYMEHTOB.

nasa 3. TOCYOJAPCTBEHHAA ®APMAKOIEA
CraTtba 7. Pa3paboTKa 1 M3gaHue rocyapcTBeHHon dapmakonen, pasmeLleHme AaHHbIX O Hel

1. Mop rocyaapcTBeHHOW dapmaKkoneelr noHMMmaeTca cBoa, ob6wmx dapmaKonelHbix cTaTtern wu
dapmaKonenHbIx cTaTen.

2. Pa3paboTKa 0bumx papmakonenHbix cTaTelt U papmaKkonenHbIx cTaTen, B TOM Yncsie papmakonemnHbIx
cTaten Ha dapmaKkoneiHble CTaHAAPTHbIE 06pPa3Lbl, U BKAOYEHWUE UX B FTOCYAAPCTBEHHYIO dapmaKoneto
OCYLLECTBAAIOTCA B MNOPAAKE, YCTAHOBNEHHOM  YNOJHOMOYEHHbIM  deaepasnbHbIM  OpraHoOMm
NCNOJIHUTENbHOM BNACTK.

3. Pa3paboTka ¢papmaKkonemnHoi cTaTtbM Ha pePepeHTHbIN NEeKAPCTBEHHbIM NpenapaT M BKAOYEHUE ee B
rocyfapCTBeHHyt0 QapmaKonel B TeYeHWe CPOKa AEeWCTBUA 3alMTbl UCKIOYMTENIbHOrO MNpaBa,
YAOCTOBEPEHHOTO MAaTEHTOM Ha pedepeHTHbI IEKapCTBEHHbIV NpenapaT, OCYLEeCcTBAATCA C cornacus
ero paspabotumKa.

4. TocypapctBeHHaa  dapmakonea  M343eTcA  YNOJHOMOYEHHbIM  ¢deaepanbHbIM  OpPraHoOM
WCNONHUTENbHOM BAACcTU 3a CYeT cpeacTs deaepanbHOro broaxKeta U NOANEXKMT NepensfaHuam He
pexke 4YeM OAMH pa3 B NATb JIET, B NEPUOL MEXKAY KOTOPbIMU U3AAIOTCA MPUNOMKEHUA K TOCYAaPCTBEHHOM
dapmaKonee, cogepxkaume obume dapmakoneiHble ctatbM UM (MAK) dapmaKkonelHble CTaTby,
YTBEPXKAEHHbIE NOC/E U34AHUA UK NEePEU3aHMA roCyaapCcTBEHHOW dapmaKkoneu.



5. YnonHomoueHHbI deaepanbHbii  OpraH WCNOJNHUTENbHOM BANAcTU  pasMellaeT JaHHble O
rocyAapcTBeHHOM dapmaKonee M MNPUNOKEHMAX K Hern Ha cBoem oduumanbHOM caiiTe B CeTu
"MHTepHeT" B yCTaHOB/AIEHHOM MM MOpAAKe.

lnasa 4. TMUEH3NPOBAHWE NMPOM3BOACTBA NEKAPCTBEHHbIX CPEACTB
N ®APMALLEBTUYECKOW AEATENBHOCTU, FOCYAAPCTBEHHbI KOHTPO/1b
(HAA30P) B COEPE OBPALLEHNA NEKAPCTBEHHbIX CPEACTB

Cratba 8. JIMueH3MpoBaHWe MPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB M dapmMaleBTUYECKOn
AeATeNbHOCTH

1. nMLI,eH3MpOBaHVIe npon3soacTBa J1IEKAPCTBEHHbLIX CpeAacTts U (I)apMaLl,eBTMHeCKOﬁ AeATENIbHOCTU
OCyLllecTBNAETCA B COOTBETCTBUM C 3aKOHOOATENBCTBOM Poccuitckol dJe,qepau,MM.

2. Obs3aTtenbHbIM ycnosmnem npeaocraBaeHna NnMUeH3nn Ha nNpousBoacCcTBO NIEKAPCTBEHHbBIX CPeacTs
ABNAETCA NPUNOXKEHUE K 3aABNEHUNIO COUCKATENA JTUUEH3UN NepedyHA NEKAPCTBEHHbIX (I)OpM n (MI'IM)
B1NAOB d)apMaLI,EBTMHECKVIX Cy6CT8HLI,VIVI, KOTOpble NponsBoaAUTENb JIEKAPCTBEHHbIX CpeacTB HamepeH
npon3soauTb.

3. B cnyyae HeobxoAMMOCTM paclMPEHMs MPOM3BOACTBA JIEKAPCTBEHHbIX CPEeACTB 3a CYeT HOBbIX
NIEKApPCTBEHHbIX ¢OpM M BMAOB GapMaLLEeBTUYECKUX CYOCTAHUMA MNPOM3BOAUTE/b JIEKAPCTBEHHbIX
CPeAcTB AO/KEH NoAaTb B JIMLEH3UPYIOWMIA OpraH 3asBjeHWe O BHECEHUMM U3MEHEHWUI B peecTp
JIMLLEH3MI Ha NPOM3BOACTBO IEKAPCTBEHHbIX CPEACTB.

4. /lueHsus Ha NPOU3BOACTBO JIEKAPCTBEHHbIX cpeacTB (papmaueBTUYECKOol cybCTaHUMKM chnupTa
3TUNOBOro (3TaHoNa) BbIZAETCA MPWU YCO0BUMU HaAMUYMA Yy OpraHMsaumm Ha npase COBCTBEHHOCTY,
XO3ANCTBEHHOTO BEAEHUS UM ONEPATUBHOIO YNPaB/ieHMA OCHOBHOIO TEXHONOMMYEeCKOro 060opya0BaHUsA
ONA MPou3BOACTBA 3TUJIOBOrO CNUPTA, 3aPErnmcTtpupoBaHHOrO B COOTBETCTBMM CO cTatben 14.1
depnepanbHOro 3akoHa ot 22 Hosbpa 1995 roga N 171-d3 "O rocyaapCTBEHHOM peryanpoBaHUm
npou3BoAcTBa M 060pOTa 3TUAOBOrO CNMPTa, aJAKOTONbHOW U CNMPTOCOAEPMKALLENA MPOAYKUMU U 06
orpaHu4YeHmmn noTpebneHus (pacnuUTns) ankoronbHOM NpoayKkumm".

Cratba  8.1.  OcobeHHOCTM  /ULEH3MPOBaHMA  MPOM3BOACTBA  /IEKAPCTBEHHbIX  CPEACTB
(dapmaueBTMUeCcKOM cybcTaHLMKM cNMpPTaA STUAOBOTO (3TaHOa)

1. OelicTBME NMLLEH3UM HA NPOM3BOACTBO JIEKAPCTBEHHbIX CpeacTB (dapmaLueBTUHECKOM cybCcTaHumm
CNMPTa 3TUN0BOrO (3TaHO/1A) NPMOCTAaHABAMBAETCA B YaCTM NpaBa Ha NPOM3BOLACTBO dapMaL,eBTUUECKOM
cybCTaHLMM CNUpPTa 3TUAOBOTO (3TAHONA) NIMLEH3UPYIOWMM OPraHOM B C/Iy4asnx, onpeaeneHHbIX cTaTbel
20 ®depepanbHoro 3akoHa ot 4 maa 2011 roga N 99-®3 "O AWMUEH3NPOBAHUM OTAE/bHbIX BUAOB
OeATeNbHOCTU", a TaKKe Ha CPOK NPUOCTaHOBAEHUA AEWCTBUA NNLEH3MM Ha NPOU3BOACTBO 3TU/IOBOTO
cnupTa A8 NpousBoACTBa GpapMaleBTUYECKOW CybCcTaHUMKU CnupTa 3TMAOBOrO (3TaHo/a), BblAaHHOM B
cooTBeTCTBUM ¢ PepepanbHbiM 3aKOHOM OT 22 Hosbpa 1995 roga N 171-d3 "O rocysapcTBeHHOM
perynMpoBaHnn npousBoacTBa M 060poTa 3TUIOBOrO CNMPTA, aNKOTOJIbHOW M CNMpPTOCOAepsKallei
NpoAayKumMu 1 06 orpaHuYeHnn noTpebneHna (pacnuTuA) ankoroibHoM NpoayKumm".

2. OeictBMe AULEH3MM Ha MPOM3BOACTBO JIEKAPCTBEHHbIX CPeacTB (dbapmaueBTUYeckon cybcTaHumm
CnMpTa 3TUNOBOTO (3TaHO/A) B YacTV NpaBa Ha NMPOM3BOACTBO GpapMaLLeBTUYECKOW CybCTaHuMM cnmpTa
3TUNIOBOrO (3TaHONA) NpeKpaLLaAeTCca NMLEH3UPYIOWMM OPraHOM B C/lydasx, onpeaeneHHbIx cTatben 20
depepanbHoro 3akoHa oT 4 mas 2011 roga N 99-d3 "O AUUEH3NPOBAHUM OTAE/bHbIX BUAOB
aeAatenbHocTM", a TaKXe C [aTbl MNPEKPAWEHUs WAM aHHYAMPOBAHWMA AEUCTBUA JIMLLEH3UM Ha
Npon3BOACTBO 3TMA0BOIO CNMpPTa 4/19 NPOM3BOACTBA PpapMaL,eBTUHECKOM CyOCTaHLMM CNMPTA STUNOBOIO
(sTaHONA), BblAAHHOW B coOTBETCTBUM C PeaepanbHbIM 3aKOHOM OT 22 Hosibpa 1995 roga N 171-d3 "O



rocyAapCTBEHHOM pPEeryanpoBaHUM MNpoM3BOACTBA M 060pPOTa 3TMAOBOrO CNMPTA, afKOrO/bHOM U
cnupTocodepyKallen npoaykuum U 06 orpaHuyeHun notpebneHns (pacnutuA) anKorosibHoOM

npoAayKkuum'".
CtaTba 9. foCcyapCTBEHHbIVM KOHTPOAb (Haa30p) B chepe obpalieHns NeKapCTBEHHbIX CPeacTB

1. FlocyaapcTBEHHbIN KOHTPOAb (Haa30p) B chepe obpalleHnn NeKapcTBEHHbIX CPEACTB OCYLLECTBAAETCA
nocpeactsom ¢deaepanbHoro rocyaapcTBEHHOrO  KOHTpons (Hag3opa) B coepe obpalieHus
NeKapcTBeHHbIX cpeacTs U ¢peaepasbHOro rocyAapcTBEHHOrO ANLEH3NOHHOIO KOHTPOIA AEATE/IbHOCTU
Mo MPOMW3BOACTBY JIEKAPCTBEHHbIX CPEACTB, OCYWECTBAfeMblXx  deaepanbHbIMM  OpraHamu
NCNONHUTENbHOM BAACTH, yNoJHOMOYeHHbIMK MpaBuTenbcTBom Poccuinickont Peaepaumn.

2. MNpeameTom denepanbHOro rocyaapcTBEHHONO KOHTpona (Hagsopa) B cdepe obpawieHus
NleKapCTBEHHbIX CPeacTB ABNAIOTCA:

1) cobntogeHmne obasatenbHbIx TpeboBaHMt B chepe 0bpalleHns NeKapCTBEHHbIX CPEACTB, B TOM YUC/E:
a) TpeboBaHMI K AOOKAMHUYECKMM WUCCNEeA0BaHUAM  JIEKAPCTBEHHbIX CPEACTB, KAWMHUYECKUM
NUCCNelOBaHUAM JIEKAapCTBEHHbIX MNpenapaTtoB, W3roTOB/MEHUIO, XPaHEHUIO, NepeBO3Ke, BBO3Y B
Poccuitickyto depepaumio, OTNYCKY, peanusauuu, nepegade, nNpoJake JNeKapCTBEHHbIX CPEACTB,
NPUMEHEHUIO NIEKAPCTBEHHbIX MPEenapaToB, YHUYTOMKEHWUIO NEKAaPCTBEHHbIX CPeAcTB, YCTaHOBJIEHUIO
NPOu3BOAUTENAMM JIEKAPCTBEHHbIX MPENapaToB LLEeH Ha JIeKapCTBEHHble MpenapaTbl, BKAOYEHHble B
nepeyeHb KM3HEHHO HEOBXOAMMbIX U BarKHEMNLLUX IEKAaPCTBEHHbIX NPenapaTos;

6) TpeboBaHUIN K COOTBETCTBUIO SIEKAPCTBEHHbIX CPeACTB, HaXoAALMXCA B 06palleHMM, NoKasaTensm
KayectBa, 3¢PEKTMBHOCTM U 6E30MacHOCTU, YCTAaHOBNAEHHbIM B COOTBETCTBUM C  HACTOALIMM
depepanbHbIM 3aKOHOM;

B) TpeboBaHM K cobnoaeHUIo cybbekTaMn 06pallleHUA NeKapCTBEHHbIX CPeACTB, YKa3aHHbIX B Yactu 1
cTaTbM 67.1 HactosAwero ®egepasbHOro 3aKOHA, OrpaHUYEHUM, Hanaraemblx cTatbamu 67.1 n 67.2
HacToswero PeaepanbHOro 3aKoHa;

2) cobnogeHe NNMUEH3NOHHbIX TPEOGOBAHWUI K OCYLLLECTBAEHWNIO papMaLLEBTUUYECKON AeATENbHOCTMY;

3) cobniopeHne TpeboBaHWI K NpenocCTaB/ieHUI0 cybbeKkTamn obpalleHUs NeKapCcTBEHHbIX CPeacTs
MHOOPMALUUM O NEeKapPCTBEHHbIX CpeAcTBax M (MM) NeKapcTBEHHbIX NpenapaTtax, NpeaycMOTPeHHOM

ctatbaAMM 9.1, 52.1 n 64 HacToAwero PeaepaibHOro 3aKoHa.

3. MNpwn ocywecTeieHnn deaepanbHOro rocyaapcTBeHHOro KOHTpons (Haasopa) B cdepe obpalueHus
NeKapCcTBEHHbIX CPeACcTB MPOBOAATCA CNeayoWwmne BUAbI KOHTPO/IbHbIX (HAA30PHbIX) MEPONPUATUN:

1) BOKyMeHTapHas NPoBEPKa;

2) Bble3gHan NpoBepKa;

3) BbIGOPOYHDIA KOHTPO/Ib KAYeCTBa;
4) KOHTPO/IbHAA 3aKYMKa;

5) MHCNEKLMOHHBIN BU3UT;

6) HabniogeHne 3a cobnogeHnem o6s3aTeNbHbIX TpeboBaHMI  (MOHMTOPUHT 6e3onacHocTu)
(dapmakoHaazop).



4. OpraHusaumsa U ocyllecTBieHue ¢denepanbHOro rocyaapcTBeHHOro KoHTpoasa (Hagsopa) B chepe
obpallueHMa nekapcTBEHHbIX cpeacTs peryanpytotca PegepanbHbim 3akoHom oT 31 mntona 2020 roga N
248-®3 "O rocynapcTBEHHOM KOHTpone (Haasope) M MYHUUMNANbHOM KOHTpose B Poccuickoit
depepaunn’.

5. BHennaHoBbIM BbIGOPOYHbIN KOHTPOb KayecTBa NPOBOAMTCA B TOM YMCE HAa OCHOBAaHMM NPOrpaMmbl
NpPOBEPOK.

6. MNaHOBbIM BbIGOPOYHbLIN KOHTPOIb Ka4yecTBa He NPOBOAMTCA.

7. No pesynbTaTam BbIOOPOYHOrO KOHTPOAA KauyecTBa Hapsay C peweHusmM, npeaycmoTpPeHHbIMU
depepanbHbim 3akoHOM oT 31 mnionsa 2020 roga N 248-$3 "O rocyaapCcTBEHHOM KOHTpone (Haa3ope) u
MyHUUMNaNbHOM KOHTpone B Poccuiickon deaepauumn”, deaepanbHbiMM OpraHamm MUCMONHUTENBHOM
B/1ACTU, YMOJIHOMOYEHHbIMM Ha OCYLLECTBNEHME BbIOOPOYHOrO KOHTPO/A KayecTBa, MPUHUMAOTCA
cneayrolpe peleHma:

1) o ,D,aﬂbHEVILUEM rpaxXgaHCKom o6op0Te cepun, NapTm COOTBETCTBYHOLWETO IEKAPCTBEHHOTO CpencTBa
B Cay4dae noAatrBepXXAeHuA Nno pe3ysibTaTaM npoBeadeHHbIX MCNbITAaHUN COOTBETCTBUA Ka4yecTBa
NNEKapPCTBEHHOrIO CpeacTtBa YCTaHOB/IEHHbIM Tp66OBaHMﬂM;

2) 06 M3bATUM M3 rpaxaaHcKoro obopoTa cepmm, NapTMm COOTBETCTBYIOLLErO JIeKapCTBEHHOIO CPeACTBa
B C/lyyae BbIABNEHMA MO pe3ynbTaTam MPOBEAEHHbIX WCMbITAaHUA HECOOTBETCTBMA KayecTsa
NeKapCTBEHHOTO CPeACTBa YCTaHOB/IEHHbIM TpeboBaHUAM;

3) o nepeBoAe /NEKApPCTBEHHOrO CPEACTBA Ha MNOCEPUMHbIN BbIBOPOUHbLIA KOHTPO/Ab KadyecTsa
JIeKapCTBEHHbIX CPEACTB B C/y4yae MOBTOPHOrO BbiABAEHWUA HECOOTBETCTBMA KauyecTBa JIEKAapPCTBEHHOrO
cpeAacTBa yCTaHOBAEHHbIM TpeboBaHUAM M (Mpn HeobxoAMMOCTM) O NpoBepKe cybbekTa obpalieHus
JIeKapCTBEHHbIX cpeacTs. Pacxoapl, cBA3aHHbIE C NPOBEAEHWEM NOCEPUIAHOTO BbIBOPOYHOTrO KOHTPOA,
ONJIaYMBalOTCA MNPOU3BOAUTENEM JIEKAPCTBEHHOIO cpeacTBa /Mbo aepxatenem WaM BAagesblem
PEervcTpaunoHHOro yA0CTOBEPEHUSA IeKapCTBEHHOTO Npenapara.

8. ®depnepanbHblii roCyAapCTBEHHbIN JIMUEH3UOHHbIA KOHTPO/Ib AEeATENbHOCTU MO MNPOU3BOACTBY
JIEKapCTBEHHbIX CPEACTB OCYLLECTBNAETCA B COOTBETCTBMM C 3aKOHOAATeNbCTBOM Poccuiickoi
depepaunn.

Cratba 9.1. NMporpamma npoBepokK

1. B uenax opraHusaumMm BbIBOPOYHOrO KOHTPO/IA KayecTBa JIEKAPCTBEHHbIX cpeacTs dopmupyeTca
nporpamma npoBepOK.

2. Ona uenein peanusaummu nporpaMmmbl MPOBEPOK MNPOWU3BOAMTENIM JIEKAPCTBEHHbIX CPEACTB W
OpraHuM3aLMM, OCYLLEeCTBAAIOWME BBO3 JIEKAPCTBEHHbIX cpeact8 B Poccuiickyio  depepauuio,
NPeAoCTaBNAT B OTHOLIEHUM JIEKAPCTBEHHbIX CPEACTB A1 MEAMUMHCKOTO NPUMEHEHUA B
YNOJIHOMOYEHHbIN denepanbHbli OpraH WMCMOJIHUTENBHOM BAACTWU, OCYLLECTBAAIOWMI GYHKLMKU MO
KOHTPOJIIO WM Haz3opy B cdepe 34paBOOXPAHEHWA, B OTHOLEHUW JNIEKAPCTBEHHbLIX CPEACTB A/
BETEPUHAPHOrO MPUMEHEHUA B YNOJHOMOYEHHbIN deaepanbHbii OpraH WCMOJIHUTENbHOM BAacTH,
OCYLLECTBAAOWMIA GYHKLMM MO KOHTPOJIIO U HaZ30py B chepe 0bpaLLeHns NeKapcTBEHHbIX CPeacTs As
BETEPUHAPHOrO NPUMEHEHUSA, CBEAEHUNA O Cepwusax, NapPTUAX JIEKAPCTBEHHbIX CPeACTB, NMOCTYNAOWMX B
rpaskaaHckui 0b6opoT B Poccuiickot depepaumum, B NopsaKe, coctaBe U obbeme, YCTaHOBNEHHbIX
yKasaHHbIMKU deaepanbHbiMU  OpraHaMyM  MUCMOIHUTENIbHOM BAACTU B OTHOLWEHWW JIeKapCTBEHHbIX
CPeAcCTB ANA MeAMLMHCKOrO NPUMEHEHUA U B OTHOLIEHUN NEKAPCTBEHHbIX CPEACTB ANA BETEPUHAPHOrIO
NPMMEHEHMA COOTBETCTBEHHO.



3. MMporpamma npoBepok dopmMuUpyeTcA Ha KaneHaapHbli rog B cpok go 30 Aekabpa roaa,
npeaLecTByoLWEro rogy nposeaeHUs BbI6OPOYHOro KOHTPOASA.

4. B cnyyae HacTynieHua cobbITUi, yKa3aHHbIX B noAanyHKkTax "6" u "B" nyHKTa 2 yactu 6 HacTosLLeln
cTaTbu, desepasbHbIM OPraHOM UCMOJIHUTE/IbHOW BAACTU, OCYLLECTBAAOWMM GYHKLUUM NO KOHTPO/IO U
Hag3opy B cdepe 34paBoOXpaHeHuda, deaepanbHbIM  OPraHOM  UCMOJIHUTE/IbBHOW  BAACTH,
ocywecTsaaoWwMmM GYHKLUM MO KOHTPOIO M Haa3opy B chepe obpalleHma neKapcTBEeHHbIX CPeacTB Ans
BETEPUHAPHOIO MNPUMEHEHMUA, MNpU HeobXoAMMOCTM BHOCATCA COOTBETCTBYIOLWIME WM3MEHEHMA B
nNporpammy npoBEPOK.

5. B nporpammy npoBepPOK MOTyT BK/IOYATLCA MEPOMPUATUA C YY4ETOM HapyleHWM, BbIABAEHHbIX B
PaMKax KOHTPOJIbHbIX (HaA30PHbIX) MEPONPUATUIA 33 NPeabIAYLLIMIA KaneH4apHbIV roa,

6. Mporpamma NpPOBEPOK COAEPHKNT:

1) nepeyeHb NEKAPCTBEHHbIX CPeacTB, oTO6op 06pasuoB KOTOpbIX BYAET OCYLLeCTBAATLCA B PamKax
BbIBOPOYHOro KOHTPOIA, GOPMUPYEMBII C YH4ETOM PE3y/IbTaTOB roCyAapCTBEHHOIO KOHTPOAA (Haa3opa)
B chepe 06palleHUa NeKapCTBEHHbIX CPeAcTB 33 KaNeHAApHbIM rog, nNpeALwecTBYOWMiA roay
npoBeAeHnA BbIBOPOYHOTO KOHTPOAS;

2) yKasaHuMe Ha cobblTMe, HACTyMJ/eHNe KOTOpPOro SABMSETCA OCHOBAaHWEM A/  OCYLLEeCTBEHUSA
BbIOOPOYHOrO KOHTPOASA:

a) noJsiyyeHMe CBeAEHMI, MNPeAcTaBAfEeMblX B COCTaBe WM obbeme, YCTAaHOBMEHHbIX deaepanbHbiM
OPraHOM WCMOJIHUTENIbHOW BNACTM, OCYLLECTBAAIOWMM GYHKLMM NO KOHTPOAIO M Haasopy B coepe
34 paBoOXpaHeHnn, deaepasbHbIM OPraHOM UCMOAHUTENIbHOM BACTW, OCYLLECTBAAIOWMM GYHKLMN MO
KOHTPOI10 1 Hag3opy B chepe obpalleHns NeKapCcTBEHHbIX CPeaCTB AN BETePUHAPHOTO MPUMEHEHUS, O
cepunax, MNapTUAX JIEKApPCTBEHHbIX CPEACTB, MOCTyNnawLWuMX B rpaxAaaHCKuii obopot B Poccuiickoi
depepaumn, YyKasaHHbIX B MNyHKTe 1 HacToAwen 4YacTyM, OpraHU3auusaMM, OCYLLECTBAAOLLMMMU
NPOu3BOACTBO JIEKAPCTBEHHbIX CpeacTB B Poccuiickoi deaepaumm M BBO3 JIEKAPCTBEHHbIX CPEACTB B
Poccuiickyto degepaumto;

6) nonyyeHve nocTynawolwein B MoOpsaaKe, YCTaHOBAEHHOM cTaTbel 64 Hactoswero depepanbHoro
3aKoHa, MHOOPMALMM O NOBOYHbIX AENCTBUAX, HEXKeNaTebHbIX PeaKUMUAX, CePbE3HbIX HeKenaTenbHbIX
peakumaAx, HenpeaBUAEHHbIX HEXKeNaTebHbIX PeakuMAX Npu NPUMEHEeHNN NeKapCTBEHHbIX NPenapaTos,
06 MHAMBUAYANbHON HENepeHOCHMMOCTW, OTCYTCTBUM 3DDEKTUBHOCTU /IeKAapCTBEHHbIX MpenapaTtos, a
TaKXe 06 MHbIX PpaKTax U 0bCTOATeNbCTBAX, NPEACTABAAIOWMX YIPO3Y KU3HU UAN 340POBbIO YeNoBeKa
NMB0O KMBOTHOTO NPW MPUMEHEHUM NEKAPCTBEHHbLIX MPEnapaToB M BbIABAEHHbIX Ha BCex 3Tanax
obpalleHMA NeKapCTBEHHbIX NpenapaTos B Poccuiickoi deaepaumm v gpyrux rocyaapcreax;

B) nosnydyeHune B cooTBeTcTBMM C PegepanbHbiMm 3akoHom oT 31 uiona 2020 roga N 248-903 "O
rocyapCcTBEHHOM KOHTpoJie (Haa3ope) M MyHUUMNANAbHOM KoHTposie B Poccuiickolt ®eaepaunn”
CBELAEHUA O MPUYMHEHMM Bpeda MAN 06 yrpose NPUYMHEHUA BPEeAA KU3HW, 340POBbI0 FPaXkgaH Uau
HUNBOTHDbIX.

Cratba 9.2. FocyaapcTBEHHbIV KOHTPOb (HaZA30p) 3a peanusaumein opraHaMmym UCMONHUTEIbHOW BAAcTU
cybbektoB Poccuiickon degepaumm nonHomoumin B chepe obpalleHns NeKapCTBEHHbIX CPeacTB As
MeAMLMHCKOro NpUMeHeHu s

1. TocypapcCTBeHHbIM KOHTpoAb (Hag3op) 3a peanusaumeint opraHamm MCMOAHUTENbHOW BAacTU
cybbekToB Poccuitickoit degepaunm nonHomouuii B chepe obpalleHUA NeKapCTBEHHbIX CPeacTB ANA
MeAMLMHCKOrO MNPUMEHEHUs OCYLLECTBAAETCA YMNOAHOMOYEHHbIM [lpaBuTenbcTBOM  Poccuiickoit
denepaunn opraHom UCNONHUTENbHOW BAACTU.



2. MpegmeTom rocynapCTBEHHOrO KOHTpoAs (Hags3opa) 3a peanusaumeir opraHamm UCNOJIHUTENbHOM
BfacTn cybbekToB Poccuiickoit Peaepaumm nosHOMOUYNM B chepe 0bpalleHna eKapCTBEHHbIX CPeacTs
AN MeAMUMHCKOTO  MPUMMEHEHMA  ABAseTcA  cobnogeHue  YynoJIHOMOYEHHbIMW  OpraHamu
WCMOJIHUTE/IbHOW BAAaCcTU cybbeKkToB Poccuitckon depepaunm MeTOAUKU YCTAaHOBAEHWA MpefefibHbIX
pasmepoB ONTOBbIX HaAbaBOK W MNpeaefbHbIX Pa3sMeEPOB PO3HUYHbIX HAAOaBOK K (aKTUYECKUM
OTMYCKHbIM  LleHaM, YCTaHOB/JIEHHbIM  NPOM3BOAMTENAMWU  JIEKAPCTBEHHbIX  NpenapaTtosB, Ha
JIeKapCTBEHHbIE NpenapaTtbl, BKAOYEHHble B NepeyeHb XU3HEHHO HEOOXOAMMbBIX M BarKHEMLUX
JIeKapCTBEHHbIX NPenapaTos.

3. Mpun ocywecTBAeHUN TOCYAAPCTBEHHOTO KOHTpoAas (Hazg3opa) 3a peanusaumert opraHamu
WCNONIHUTENbHON BnacTn cybbektoB Poccuitickoli depepaumm nonHomoumn B chepe obpalleHun
NEeKapCcTBEHHbIX CPeACTB  ANA  MeAWMUMHCKOTO MPUMEHEHUs NPOBOAATCA  clegylowme  Buabl
MepPONpPUATUIA:

1) LOKYMEHTapHble NPOBEPKMY;
2) Bble3aHble MPOBEPKMU.

4. OpraHu3auma U OCyLLEeCTBNEHNE rOCYAaPCTBEHHOIO KOHTPOAA (HaA30pa) 3a peanunsaumen opraHamm
WCNONIHUTENbHON BNacTn cybbektoB Poccuitickolt depepaumm nonHomoumin B chepe obpalleHun
JIEKapCTBEHHbIX CPEACTB ANA MEAULIMHCKOIO NPUMEHeHUA peryanpytotca deaepasbHbIM 3aKOHOM OT 6
oKTabpa 1999 roga N 184-®3 "O6 o06wux NpPUMHUMNAX OpraHM3auMM 3aKOHOAATENbHbIX
(npeacTaBUTENbHBIX) U UCNONAHUTENbHbLIX OPraHOB rOCYAApPCTBEHHOMW BAacTM cybbekToB Poccuifickoi
Pepepaunn’.

5. MonoxeHne o rocyaapcTBEHHOM KOHTpOJie (Hag3ope) 3a peanusauumeit opraHamu UCMNOJIHUTENbHOM
B/1lacTn cybbekToB Poccuiickoit Peagepaumm nosiHomounin B chepe obpalleHnsa neKapCTBEHHbIX CpeacTs
ANA MeANLMHCKOro NpUMeHeHua yTeepaaertca MNpasutenbctBom Poccuinckonnt depepaumm.

Ctatba 9.3. PernoHafbHbI FOCYAApPCTBEHHbIN KOHTPO/b (HaA30p) 3a NpPUMEHeHWem LeH Ha
JIeKapCTBEHHbIE MNpenapaTtbl, BK/AOYEHHble B NepeyeHb XKU3HEHHO HeobXOAMMbIX W BarKHEMLWUX
NIeKapCTBEHHbIX NpenapaToB

1. PervoHanbHbIi rocyaapcTBEHHbIA KOHTpPOAb (HaA30p) 3a NpUMMEHEHMemM LEeH Ha JIeKapCTBEHHbIEe
npenapaTbl, BK/IOYEHHbIE B MNEPeYeHb XU3HEHHO HEeOobXOAUMBIX W BaKHEWMLIMX JIeKapCTBEHHbIX
npenapaToB, OCYLLECTB/IAETCA OPraHOM WCMONHUTENbLHOW BAacTM cybbekTa Poccuiickon deaepauuu,
YNONHOMOYEHHbIM BbICLLUMM UCNONHUTENbHbIM OPraHOM rocyaapcTBEHHOM BNacT cybbekTa Poccuiickom
depepaunn.

2. MNpeaMeToM pPernmoHanbHOro0 rocyAapCTBEHHOrO KOHTpoAnA (Haa3opa) 3a NpMMEHeHUMemM LeH Ha
JIeKapCTBEHHblEe MpenapaTbl, BK/AOYEHHblIE B MEpPeYeHb MKU3HEHHO HeobXOAMMbBIX W BaXKHEWLUX
JIeKapCTBEHHbIX  MpenapaToB, ABAseTca  cobniogeHue  opraHMsauMsaMm  ONTOBOW  TOProBAU
JIeKapCTBEHHbIMU cpeacTBamu, anTeYyHbIMK OopraHu3auuamu, WMHAMBUAYANbHBIMU
nNpeAnpUHUMATENIMUN, UMEIOLMMU IMLLEH3UIO HA PapMaLeBTUUECKYIO AeATe/IbHOCTb, MeAULMHCKUMU
OpraHM3auMaAMK, UMEIOLNMU NNLEH3MIO HA dapMaLLeBTUYECKYIO AeATeNbHOCTb, U UX 060C06NEHHbIMU
nogpasgeneHusamu (ambynatopmamn, odenbaluepckumm U denballepCcKo-aKkyLWepCKUMU  NMYHKTamMM,
ueHTpamu (otaeneHvamu) obuieli BpayebHoW (cemeltHOM) NPaKTUKK), PACNONOKEHHbIMU B CENbCKUX
HacefieHHbIX MyHKTaX, B KOTOPbIX OTCYTCTBYIHOT anTeyHble OpraHuM3auuu, npu  peannsauuu
NIeKapCTBEHHbIX MpenapaToB TPeboBaHWM K MNPUMEHEHUIO LEeH, YPOBEHb KOTOPbIX He [AOJXKeH
npesblllaTh CyMmMy GaKTUYECKON OTMYCKHOW LEeHbl, YCTaHOBAEHHOM MPOM3BOAUTENIEM SIeKapCTBEHHbIX
npenapaTtoB, M KOTOPble He MPEeBbIWAT 3aPerucTpMpoBaHHbIX MNPeaesibHbIX OTMAYCKHbIX LeH, U
pa3mMepoB OMTOBbIX HaAbaBOK W (MAM) pasmepoB PO3HUYHbLIX HAABaBOK, He MpeBblllatoLnX
COOTBETCTBEHHO Pa3MepoB npeaebHbIX ONTOBbIX HaABaBOK U (MAN) pazMepoB Npeae/bHbIX PO3HUYHbIX
HanbaBOoK, yCTaHOB/EHHbIX B cybbeKkTe Poccuitickoit deaepaumm.



3. OpraHusaumMs M OCYLLECTB/IEHME pPEernmoHasibHOro rocyaapcTBEHHOrO KOHTponA (Haasopa) 3a
NPMMEHEHNEM LEH Ha JIEKapCTBEHHbIE NpenapaTbl, BKAYEHHbIE B NepeyvyeHb XKM3HEHHO HEOBX0ANMBbIX
N BaXKHEMLWMX NeKapCTBEHHbIX NpenapaTos, peryanpytotca PegepanbHbim 3akoHom oT 31 uionsa 2020
roga N 248-®3 "O rocyaapcTBeHHOM KOHTpose (Haasope) n MyHULMNaNAbHOM KOHTpoJe B Poccuinckoii
depepaunn’.

4. MonoxeHne O pPermoHasbHOM FOCyAapPCTBEHHOM KOHTpoae (Hag3ope) 3a NpUMEHeHMem UeH Ha
JIeKapCTBEHHblE MpenapaTbl, BK/OYEHHble B MepeyeHb MKU3HEHHO HeobXOAMMbBIX W BarKHEMLIUX
JIeKapCTBEHHbIX MPENApaToB, YTBEPXKAAETCA BbICLUMM WCMOJHUTENbHBIM OPraHOM FOCyAapCTBEHHOW
B/1acTU cybbekTa Poccuiickon deaepauymu.

Cratba 9.4. ®enepanbHblil roCyAapCTBEHHbINA TNLEH3MOHHbIA KOHTPO/b AeATENBHOCTM MO NPOU3BOACTBY
NleKapCTBEHHbIX CpeacTs

1. depepanbHbIi rOCYAaPCTBEHHbIA NNUEH3UOHHBIA KOHTPO/Ib OeATEeNbHOCTUM MO  MNPOW3BOACTBY
NeKapcTBEHHbIX CPeAcTB ocyulectBaseTca ¢deaepanbHbIMM - OpraHaMuM  UCMOJIHUTENIbHOM  BAACTy,
yNoAHOMOYEHHbIMK MpaBuTenbcTBom Poccuiickoit Peaepauun.

2. ®depepanbHbll rOCYOAPCTBEHHbIA NIMUEH3UOHHDBIN KOHTPO/Ab AeATE/NIbHOCTM MO NPOU3BOACTBY
JIeKapCTBEHHbIX CPEACTB OCYLLECTBASETCA B COOTBETCTBMM C PepepanbHbiMm 3akoHOM OT 4 mana 2011 roga
N 99-®3 "O nnueH3npoBaHUMN OTAENbHbIX BUAOB AesaTenbHocTU" n PegepanbHbim 3aKkoHOM OT 31 utons
2020 ropa N 248-®3 "O rocyaapCTBEHHOM KOHTpoJsie (Hagsope) U MyHUUMNANAbHOM KOHTpOJie B
Poccuiickoir ®epepaumn”. B pamkax deaepanbHOro rocygapCTBEHHOIO JIMLEH3MOHHOIO KOHTPO/SA
OeATeNbHOCTU MO NPOW3BOACTBY JIEKAPCTBEHHbIX CPeACTB MAaHOBble KOHTPO/bHble (Hag3opHble)
MEepOonpUATUA He MPOBOAATCSA, NMPU 3TOM NMPOBOAUTCA Nepuogmyeckoe NoATBEP)KAEHME COOTBETCTBUSA
NINUEH3MATOB JINLLEH3UOHHbIM TpeboBaHUAM B cooTBeTcTBUM ¢ PeaepasbHbiM 3akoHOM OT 4 mas 2011
roga N 99-®3 "O nnueH3npoBaHUM OTAENbHbIX BUAOB AeAaTesibHocTh" .

lnasa 5. PASPABOTKA, AOKTMHUYECKUE MCCNEAOBAHUA

NEKAPCTBEHHbIX CPEACTB, A TAKXKE KIMMHUYECKUE NCCNEOOBAHWMA

NEKAPCTBEHHbIX NPEMNAPATOB A1 BETEPUHAPHOIO NPUMEHEHUA

CraTbs 10. Pa3paboTka NeKapCTBEHHbIX CPeacTB

1. Pa3paboTKa NeKapCTBEHHbIX CPeACTB BKAOYAET B cebA MOUCK HOBbIX GAapPMAKOIOrMYECKM aKTUBHbIX
BELLeCTB, nocnegylollee W3ydYeHWe WX NEKAPCTBEHHbIX CBOWMCTB, AOKAMHUYECKME WCCeL0BaHMA,
pa3paboTKy TEXHOMOrMA NPOU3BOACTBA dapMaLEeBTUYECKMX cybCcTaHLMMA, pa3paboTKy cOCTaBoB U
TEXHONOTUI NPOM3BOACTBA SIEKAPCTBEHHbIX MpenapaTos.

2. ®uHaHcoBoe obecneveHne pa3paboTKU NeKAPCTBEHHbIX CPEACTB OCYLLECTBAAETCA 33 CYET:

1) cpencTs denepanbHoro boaKeTa;

2) cpeacTB pa3paboTUMKOB IEKAPCTBEHHbIX CPEACTB;

3) cpeacTB npousBoAWTENElN NEKAPCTBEHHbLIX CPEACTB NPWU BbIMOJHEHUN HayYHO-UCCNEA0BATE/bCKUX
paboT Mo [40roBopy MeXay pPaspaboTyMKOM JIeKApCTBEHHbIX CPEACTB WM NPOU3BOAMUTENEM

NNEKapPCTBEHHbIX CPeAacTs;

4) UHbIX He 3anpeLleHHbIX 3aKoHOoAaTeNbCTBOM Poccuitckoin Peaepalim NCTOHHUKOB.



3. MNpaBa pa3paboTunKa NeKapCcTBEHHOMO CPeACTBa OXPaHAIOTCA rPaXKAaHCKMM 3aKOHOAATEeIbCTBOM.
Cratba 11. [JoKAMHMYECKOe UcCeaoBaHMeE IeKapCTBEHHOro CPeacTBa AN MeANLMHCKOTO NPUMEHeHNn

1. [oKAuHMYecKkoe wuccnepoBaHMe JEKapCTBEHHOro cpeactsa AaAd MeaAUUMHCKOro NpUMeEHEeHMA
nposoauTCA nytem npummMmeHeHunA Hay4HbIX MeTOoA0B OUEHOK B UenAx nosyvyeHuMA [AO0Ka3aTeNbCTB
6e3onacHOCTH, KayecTBa U 3PpPEeKTUBHOCTU IEKAPCTBEHHOIO CpeaCcTBa.

2. [OoKAWHMYecKoe uccefoBaHWE J/IeKapCTBEHHOrO cCpeacTBa AN MeAUUMHCKOTO MPUMEHEHUs
NPOBOANTCA B COOTBETCTBUM C MpaBUAaMKU Hadsexallen nabopaTopHON MPaAKTUKKU, YTBEPMKAEHHbIMMU
YNOJHOMOYEHHbIM deaepanbHbIM OPraHOM UCMONHUTEIbHOW BNACTU.

3. Ona opraHusaunn mn nposeaeHnA OOKIMHUYECKOro nccnegoBaHUA NeKapCTBEHHOro cpeacrtsa AnA
MeONLNHCKOIoO npuMeHeHUA pa3pa60T‘-IMKM NEKapPCTBEHHbLIX CPeaAcCTB MOTYT MNpPUBAEKATb HAYYHO-
nccnegoBartesibCkMe opraHmM3auum, 06pa3OBaTEIIbeIe OopraHnsauunun BbiClWLEro O6pa3OBaHMF|, nmewuwme
HeO6XO,D,MMyI-O MaTepnanbHO-TEXHNUYECKYHO 6a3y n KBaIIVI(I)MLI,VIpOBaHHbIX cneymnanncrtos B
COOTBETCTBYIOLLI,el\/‘I obnactu ncecnengoBaHuA.

4. [OKNMHWYECKoe UCCNefoBaHUE JIEKapCTBEHHOro CPeAcTBa A1 MEeAULMHCKOrO NpUMeHeHus
NPOBOAUTCA MO YTBEP)KAEHHOMY pa3paboTYMKOM JIEKAPCTBEHHOro CPeACTBa M/aHy C BedeHWem
NMPOTOKONA 3TOr0 MCC/eA0BaHUA M COCTaB/ieHMEM OTYeTa, B KOTOPOM COZEPMKaTCA pe3y/bTaTbl 3TOr0
NCCNef0BaHNA UM 3aKNIOYEHME O BO3MOMHOCTM MPOBEAEHMA  K/JAMHMYECKOrO  WCCNedoBaHus
NleKapCcTBEHHOro npenapaTa ANa MeANLMHCKOro NPUMEHEHMA.

5. NpoBeaeHne NpoBepoK cobnAeHUA NpaBu/ Haga/exKalen nabopaTopHOM MPaAKTUKU M NPaBOBbIX
HOPM WCNO/1b30BaHNA XUBOTHbLIX NpU nposBegeHUN AOKANHUYECKUX MCCﬂe,ﬂ,OBaHMVI NNeKapCTBEHHDbIX
CpeacTs ANA MeAULNHCKOrO NPUMEHEHUA OCYLLECTBAAETCA YNOAHOMOYEHHbIM deaepasibHbiM OpraHom
WCMOJIHUTE/IbHOM BNaCTM.

6. Pe3ynbTaThl [AOKAMHMYECKOTO WCCAeA0BaHWUA JfIEKApCTBEHHOro CpPeacTBa AN MEeAMUMHCKOro
NPMMEHEHMUA MOryT 6bITb NPeACTaB/eHbl B YNOJHOMOYEHHbIM denepanbHblii opraH UCMOAHUTENbHOWN
BJ1aCTWN B YCTAHOBJEHHOM NOPAAKE B LeNAX rocyAapCTBEHHOM perncTpaumm 1eKapcTBeHHoro npenapara.

Cratba 12. JOoKNMHMYecKoe nccnegoBaHWe NeKapCTBEHHOrNO cpeacTBa M KAMHUMYECKoe uccaeoBaHue
NNeKapCTBEHHOrO nNpenaparta A11A BETEPUHAPHOIo NpuMeHeHUnA

1. JOKAMHMYeCcKoe uccnefoBaHMe NeKapCTBEHHOrO cpeactsa ANA BeTepPUMHAPHOro MNpuUMeHeHusA
nposoauTCA nNytem nMNpuMMeHeHUA Hay4HbIX METOA0B OUEHOK B UenAxX nosyvyeHuA [A0Ka3aTeNnbCTB
6e3OI'IaCHOCTM, KayecTtBa n 3¢¢EKTMBHOCTM NNEKapCTBEHHOrIO CpeacrTtBa, B TOM 4ncne onpeneneHna Cpoka
€ro sbiBegeHUNA U3 OpraHnM3ama XMBOTHOIO, B LLeNAX obecneyeHus 6e3onacHoOCTH npoAayKunn XXMBOTHOrro
NpPoUnUCXoxaeHna nocnae npuMmeHeHMA COOTBETCTBYHOLWEro J1eKapCTBEHHOro npenapara.

2. [loKAMHMYecKoe UCCNef0BaHWE JIeKapCTBEHHOrO CPeacTBa WM KAMHMYECKoe uUcciegoBaHue
NIleKapCTBEHHOrO npenaparta AAs BETEPUMHAPHOro MPUMEHeHWs, uccnefoBaHue GMO3KBMBANEHTHOCTM
YKa3aHHOro JIeKapcTBEHHOro npenapaTta NpoBOAATCA B COOTBETCTBMM C MPABWUAAMU, YTBEPKAEHHbIMU
YNOJHOMOYEHHbIM $peaepanbHbIM OPraHOM UCMOJTHUTENIbHOM BAACTH.

3. [oKnuMHMYyecKoe wuccnenosBaHue NEKapCTBEHHOINo cpeacrtea W KAMHUYECKOE WUccneaoBaHue
NNEKAPCTBEHHOIoO npenapata A4OaA BETEPUHAPHOINO MNPUMEHEHUA NpPpoBOAATCA NO YTBEPXKAOAEHHOMY
pa3pa6OT‘-WIKOM NEeKapCTBEHHOIo CcpeAactsa naaHy C BeAeHUMEM MPOTOKO/10B 3TUX MCCﬂeAOBaHMﬁ n
COCTaB/iIeHMEM OTHETOB, B KOTOPbIX COAEPHKATCA pe3y/IbTaTbl 3TUX MCCﬂeAOBaHMﬁ.

4, [na opraHusauum v NpoBefeHuAa AOKAMHUYECKOro WUCCNefOBaHMA NIeKapCTBEHHOro cpeacrsa wm
KIMHNYECKOTro MnccnegoBaHnA NeKapCTBEHHONoO npenapata  ANAa BeTepUHAPHOro npuMMeHeEHUA



paapa60TLw1K NNeKapCTBEHHOINo cpeacrtsa MOXET NPUBAEKATb OpraHMsauunn, nmerouimne Heo6xo,u,v1my|o
mMaTepunanbHO-TEXHUYECKYIO 6a3y n KBa}'IVId)VILI,VIpOBaHHbIX cneunanncTtos B COOTBGTCTBYIOUJ,EVI obnactu
nccnenoBaHuA.

5. KnuvHuMyeckMe wuccnegoBaHWA JIEKAapCTBEHHbIX MPenapaTtoB A/ BETEPMHAPHOrO NPUMEHEHUn
NPoBOAATCA B BETEPMHAPHbIX OPraHM3auMsaX W B OPraHM3auMmsaX, OCYLLECTBAAIOWMX pa3BegeHue,
BbIpalLMBaHMeE U COAEPKAHUE }KUBOTHbIX, B LLENSAX:

1) ycTaHOBAEHMA NEPEHOCUMOCTU NEKAPCTBEHHbIX NPENAPaTOB 340P0BbIMMU }KUBOTHbIMMU;

2) nogbopa oNTUMANbHbIX A03MPOBOK JIEKAPCTBEHHbIX NMPENapaToB M Kypca NeYeHUs Ha KOHKPETHOM
rpynne *KMBOTHBbIX C onpeaeneHHbIM 3aboneBaHnem;

3) YCTaHOB/NEHUA 6e3sonacHoOCTU U 3¢¢eI-(TMBHOCTM NEeKapCTBEHHOrO npenaparta, npegHasHa4eHHOoro anAa
nevyeHumna onpegeneHHbIX 3abosieBaHui HKUBOTHbIX, NN 3¢¢6KTMBHOCTM NNEKAPCTBEHHOTIO nNpenaparta 4nAa
I'IpOd)MIIaKTMI-(M 3aboneBaHui 340pP0BbIX XXKNBOTHbIX;

4) wv3yyeHWA BO3MOXKHOCTEW paCWMPEHUs TMOKa3aHUM K MNPUMEHEHWIO 3apPerncTPUpPOBaHHOIO
NleKapcTBEHHOTO NpenapaTa 1 BbifBIeHNA paHee HEN3BECTHbIX MOBOYHbIX AeNCTBUNA.

6. KauMHuueckoe wuccnefoBaHWe NEKapCTBEHHOrO nMpenapaTta A48 BETEPUHAPHOTO MPUMEHEHUs
OCYLLECTBNAETCA 3@ CYET CPeACcTB pa3paboTumKa /IeKapCcTBEHHOro CpeacTBa.

7. OTyeTbl O pesy/abTaTax AOK/JAMHUYECKOro UCCAeA0BaHWUA IeKapCTBEHHOrO CPeACTBa M KAUHUYECKOro
MCCNeaoBaHWA  NEKapCTBEHHOrO npenapata A BETEPMHAPHOrO MNPUMEHEHMS  COCTaBAAOTCA
pa3paboTUMKOM N1EKAPCTBEHHOMO CPEACTBA C YYETOM 3aK/A0UEHMIN OpraHM3aLmnii, NPUHUMABLLIKX y4acTme
B OpraHu3aLmm u NpoBeeHnn 3TUX UCCeJ0BaHNNA.

8. KoHTpoAb 3a npoBeaeHNeM AOKAMHUYECKUX UCCef0BaHMI NEKAPCTBEHHbIX CPEACTB U KAMHUYECKMX
NCCNea0BaHWUIA  IeKApCTBEHHbIX MpPenapaTtoB A48 BETEPUHAPHOTO MPUMEHEHMA OCYyLLecTBAAETCA
YNOAHOMOYEHHbIM peaepanbHbIM OPraHOM UCMOHUTEIbHOM BAACTM.

nasa 6. OCYLWECTBJ/IEHNE I'OCy,EI,APCTBEHHOVI PETUCTPALINN

JNEKAPCTBEHHbIX MPEMAPATOB

Cratba 13. TocyfapcTBeHHan perncTpauma NekapcTBeHHbIX NpenapaTos

1. B Poccuiickon deaepaummn gonycKaloTca NPOM3BOACTBO, U3rOTOBAEHUE, XPaHEHWE, MepeBO3Ka, BBO3 B
Poccuiickyto ®epepaumio, BbIBO3 U3 Poccuiickol degepaumnun, peknama, oTnyck, peannsaums, nepegava,
NPUMEHEHME,  YHUUTOMKEHWME  JIeKAapCTBEHHbIX MpenapatosB, €CAW  OHWM  3apPernucTpuMpoBaHbl
COOTBETCTBYIOLMM YNONHOMOUYEHHbIM defepanbHbiM OPraHoM UCNOHUTE/IbHOM BAACTU.

2. FfocyaapCTBEHHOM PErncTpaLLmMmn nogaear:

1) Bce nekapcTBeHHble npenapaTbl, BrepBble MNoANe)KalMe BBoAy B obpalleHuMe B Poccuitckoi
depepauny;

2) NneKapcTBEeHHble MpenapaTtbl, 33apPerncTpUMpoBaHHble paHee, HO MNPOM3BEAEHHble B APYrUx
NeKkapcTBeHHbIX Gopmax B COOTBETCTBMM C NepeyHem HauMeHOBaHWI feKapcTBeHHbIX GOpM, B HOBOM

AO03UNPOBKE NP AO0Ka3aTe/IbCTBe ee KNMHUYECKOM 3HAYMMOCTU U Qd)d)eKTVIBHOCTM;

3) HOBble KOMBUHALUMK 3aPErMCTPUPOBAHHbIX PaHEEe IeKapCTBEHHbIX NPenapaTos.



3. TocynapcTBeHHas pernctpauma eKapcTBeHHbIX MpPenapaTtoB OCYLLeCTBAAETCA MO pesyabTaTam
3KCMepTM3bl NIEKAPCTBEHHbIX CPEeACTB, a roCyAapCTBEHHAA peructpaumsa opdaHHbIX NEKapCTBEHHbIX
npenapaTtoB OCYLWECTBAAETCA MO pe3ynbTaTaM 3KCNepTu3bl [AOKYMEHTOB, MNPeACTaBAeHHbIX ANA
onpeaeneHna BO3MOMKHOCTM  PacCMaTPUBaTb JIEKAPCTBEHHbIM npenapaT A48  MeAMUMHCKOro
NPMMEHEHMUA MPU  OCYLECTBAEHWM [OCYAAPCTBEHHOM peructpaumm B KayectBe opdaHHOro
NleKapcTBEHHOTO npenapaTa, U No pe3yabTaTaM SKCMepTU3bl NEKAPCTBEHHbIX CPEACTB.

4. TocygapCTBEHHaa pPerucTpauma NeKapCTBEHHOro npenapata OCYLLECTBAAETCA COOTBETCTBYIOLIMM
yNnonHOMoYeHHbIM deaepasibHbiM OpraHOM MCMOJIHUTENIbHON BAACTU B CPOK, He MpeBbIAtoWmMn CTa
lwectTnaecatTm paboumx AHel co AHA MPUHATUA COOTBETCTBYIOWLErO 3asAB/IEHUS O rOCYAAapPCTBEHHOM
perncTpaunmn NIeKapcTBeHHOro npenaparta. B yKasaHHbIM CPOK BK/IOYaeTcs Bpems, Heobxogmmoe ana
NMOBTOPHOIO MPOBEAEHUSA IKCNEepTM3bl JIEKAPCTBEHHONO CPeACcTBa B COOTBETCTBMM CO CTaTben 25
HacTosiwero deaepanbHOro 3akoHa. CpoK rocyaapcTBEHHON pPerncTpauum NeKapcTBEHHOro npenapaTta
WUCUYNCNAETCA CO [AHA TMPUHATMA COOTBETCTBYHOLMM YMNOJAHOMOYEHHbIM deaepasibHbiM OpPraHom
WCNO/IHUTENbHON  BNACTU  COOTBETCTBYHOLLErO  3asB/fIEHMA O TOCYAAPCTBEHHOW  perncrpauunm
JIEKapCTBEHHOIO npenapata C MPUIOKEHUEM HEObXOAMMbIX OOKYMEHTOB MO AeHb Bblgauu
PerncTpauMoHHOro YyAOCTOBEPEHUs /JIEKAapCTBEHHOro npenapaTta. Bpems, HeobxoamMmoe ana
HanpaBAeHMA YMNONHOMOYEHHbIM deaepasbHbiM OPraHOM WMCNONHUTENbHOM BAACTU 3anpoca o
npeacTaBNeHUM HeobX0ANMMBIX MaTeEPUANOB 1 NPeacTaBAEeHUs 3aaBUTE/IeM OTBETa Ha AaHHbIM 3anpoc B
COOTBETCTBMM cO cTaTbsamu 16, 19 mn 23 Hactoawero PeaepaNbHOroO 3aKOHA, He Y4YUTbIBAETCA Npu
WMCYNCNEHMM CPOKA rOCYAapPCTBEHHOMN PerncTpaLmmn 1eKkapcTBEHHOro npenapara.

5. focyaapcTBEHHOM perucTpauum He noasiexkat:

1) nekapctBeHHble nMpenapaTtbl, M3rOTOB/IEHHbIE aNTEYHbIMW OPraHM3auMAMU, BETEPUHAPHbIMK
anTe4YHbIMWU OpPraHU3aLUAMM, UHANBUAYANbHBIMW NPEANPUHUMATENAMMN, KOTOPbIE UMEIOT NNLEH3UIO Ha
dbapmaueBTUYECKYIO AeATeNbHOCTb, MO pPeuenTaM Ha JeKapCTBEHHble npenapaTtbl M TpeboBaHUAM
MeAMLMHCKUX OpraHM3aL i, BeTepuHapHbIX OpraHM3aLunia;

2) nekapcTBeHHble npenapaTbl, NpuobpeTeHHble GU3UYECKMMM AMLamMK 3a npedenamu Poccuiickoi
depepaunn 1 npeaHasHauyeHHble 414 MMYHOTOo UCMONb30BaHNSA;

3) neKapcTBeHHble nMpenapatbl, BBO3MMble B Poccuiickyio Peaepaumnto Ana oKasaHUA MeaMLMHCKOWM
MOMOLLM NO KU3HEHHbIM NOKAa3aHUAM KOHKPETHOrO NauMeHTa Ha OCHOBaHWW paspelleHus, BblAaHHOMo
YNOAHOMOYEHHbIM heaepanbHbIM OPraHOM UCNOHUTENIbHOM BAACTH;

4) nekapcTBeHHble cpeacTBa, BBO3MMble B Poccuiickyio Peaepaumio Ha OCHOBaHWMM BblAaHHOIO
YyNOAHOMOYEHHbIM pegepanbHbIM OPraHOM UCNOIHUTEIbHOM BNACTM paspelleHmsa U NpeaHasHauyeHHble
ONA NPOBEAEHUA KAMHWYECKMX WCCNeA0BaHMI NEKapCTBEHHbLIX MNpenapaTtoB M (MAM) nposeaeHun
3KCMEePTM3bl  NIEKAPCTBEHHbIX CPEACTB AR  OCYWEeCTBAeHWA TOCYAapPCTBEHHOW  perucrpaumu
NeKapCTBEHHbIX NPenaparos;

5) dapmaueBTMUeCKMe cybCTaHUNWY;

6) paguodapmaueBTUYECKME NEeKApCTBEHHbIE MpenapaTbl, W3roTOBAEHHble HEenocpeacTBeHHO B
MeAMUMHCKUX OpraHM3aumax B NopsagKe, YCTaHOBAEHHOM YNONHOMOYEHHbIM deaepanbHbiM OpraHoM
NCNONHUTENbHOM BNACTK;

7) nekapcTBeHHble npenapaThbl, NPOM3BOAMMbIE A1 SKCNOpPTA.

6. He gonyckaeTca rocyaapcTBeHHaa permcrpauus:

1) NNEKapPCTBEHHbIX MPenapaTtoB, OT/IMYAOWKNXCA APYr OT ApYyra Ka4eCTBEHHbIM COCTaBOM AEﬁCTBYIOU.LMX
BellecTs, no4 OAMHAKOBbIM TOProBbiIM HAMMEHOBAHUEM,



2) oAHOro nekapcTBeHHOro npenapaTa, NPeACTaBAEHHOro Ha roCyAapCTBEHHYHO perncTpaumio B
OTHOLIEHMM OAHOro U TOTO e gAepykaTena MAW Bnafesnbla PerncTpaumMoHHOro yAoCTOBEpPEHUA
NleKapcTBEeHHOro npenapaTta B Buae ABYX M 6o/iee NeKapCTBEHHbIX NpPenapaTtoB Noj, Pas/iMyHbIMU
TOProBbIMM HAMMEHOBAHUAMM.

7. Mo 3anpocy (B 3neKTpoHHON ¢opme MAM Ha bymaxkHOM HocuTene) cybbekta obpalleHus
NeKapCTBEHHDbIX cpencrts COOTBETCTBYHOLLNM YNO/IHOMOYEHHbIM cbep,epaanblM opraHoOm
WUCNOSIHUTENbHON  BAACTW, OCYLLECTBAAIOWMM TFOCYSAPCTBEHHYIO  PErMCTPaLMi0  NEeKAPCTBEHHbIX
npenapatoB, B YCTaHOB/IEHHOM MM TMOPAAKE OCYLIECTBAAETCA Hay4yHOe KOHCY/NbTUPOBaHWE Mo
BOMpPOCaM, CBA3aHHbIM C NPOBEAEHUEM AOKJANHUYECKUX UCCNeA0BaHUNA, KNIMHUYECKUX UCCed0BaHWUM
JIEKApCTBEHHbIX NpPenapaTtoB, 3KCMepTM3bl KayecTBa /IEKAPCTBEHHbIX CpeacTB, 3PPEeKTUBHOCTU U
6e30MacHOCTN, C OCYLLeCTBNEHMEeM [OCyAapCTBEHHOM perncTpauym NeKkapcTBEeHHbIX MpenapaTos.
KoHcynbTUpOBaHME OCYLLECTBASIETCA C MpuBAeYeHnem deaepasibHbIX rocyAapCTBEHHbIX OloaKeTHbIX
yupexxaeHui, noasesoMCTBEHHbIX AaHHOMY deaepanbHOMY OpraHy WMCNONHUTENbHOM BNacTM U He
YYaCTBYIOWMX B OpraHM3auMmM NPOBeAEHUs SKCMEepTU3bl KayecTBa JEKAPCTBEHHbIX CPeACTB B LEensAx
OCYLLECTB/NIEHUSA WX TOCYAAPCTBEHHOW perucTpaumm B COOTBETCTBMM CO CTaTben 16 HacroAwero
depnepanbHOro 3akoHa, B BUAe OTBETa B NMCbMeHHOoM dopme ynoaHoMmoYeHHoro ¢deaepanbHOro opraHa
WCNONIHUTENbHON BNAcTU Ha 3anpoc. Pasmep B3MMaemol C 3aABUTENA nnaTbl onpenensercs B
COOTBETCTBUMM C 3aKoHogaTenbCcTBOM Poccuiickont ®depepaumm 06 opraHMsaumMm npeaocTaBieHUs
roCyAapCTBEHHbIX W MyHUUMMANbHbIX  ycayr. WHpopmauma 06  OCYLLEeCTB/IEHUM  Hay4yHOro
KOHCY/NIbTUPOBAHUA, B TOM YuCae CTaTbM, 0630pbl, CpaBoYHble MaTepuanbl U MHas MHbOpMauusa 0b
OCYLLECTB/IEHNUN  HAy4yHOro  KOHCY/IbTUPOBaHUA,  pasMelaetcs Ha  oduuManbHOM  caliTe
YNO/IHOMOY€EHHOro defiepasbHOro opraHa UCNOIHUTENbHOW BAACTN B ceTu "UHTepHeT" ¢ cobatogeHnem
OrpaHUYeHMUI, YCTaHOBAEHHbIX 3aKOHOAATE/IbCTBOM O MEPCOHa/bHbIX AaHHbIX, KOMMepPYEcKon u (1anm)
rocyapCcTBeHHOM TalHe.

8. TocypapcTBeHHaa perucTpauma  NIeKApCTBEHHbIX MPenapaToB, KoTopble nNpegHasHayeHbl AnA
NPUMEHEHNA B YCNOBUAX BOEHHbIX [AENCTBMIA, Ype3BblyalHbIX CUTyauui, npeaynpexaeHus
ypesBblYaHbIX CUTyaUMin, NPOPUIAKTUKN N nedyeHns 3aboseBaHUin, NPeacTaBAAoWMX ONacHOCTb AJiA
OKpY)KatoLWwmx, 3a60aeBaHUIN N NOPaAKEHUIN, NONYYEHHDbIX B pe3y/bTaTe BO34eNCTBMA HEGNAronpuATHbBIX
XMMMUYECKUX, BUONOTMYECKMX, PaaMaLMOHHbIX (GAKTOPOB, M KoTopble pa3paboTaHbl B TOM 4yucae Mo
3afaHuto depepasnbHbIX OPraHOB WCMOJIHUTENbHOM BNACTWU, YNOJIHOMOYEHHbIX B 061acT 060OpPOHbI
CTpaHbl M 6e30MacHOCTU roCcyAapPCTBa, A TAKMKE NEKAPCTBEHHbIX CPEACTB B Cayvae UX aedeKkTypbl Uamn
pUCKa BO3HWKHOBEHWUs pAedeKTypbl B CBA3W C BBEAEHWEM B OTHOLWEHUM Poccuitickon Pepepauun
OrPaHMYUUTESNIbHBIX MepP 3KOHOMMYECKOTO XapaKTepa OCYLLEeCTBASETCA B MOpAAKe, YCTAHOB/IEHHOM
Mpasutenbctsom Poccuiickon ®egepaymn.

Cratba 14. NMpUHLMNbI 3KCNePTU3bl NEKAPCTBEHHbIX CPEACTB

1. DKcnepTM3a NIeKapPCTBEHHbIX CPeACTB OCHOBbLIBAETCA Ha MPUHLMMNAX 3aKOHHOCTU, CObNtOAEHUA NPaB U
cB0bOA YeNoBeKa U rpaxaaHuHa, NpaBs IPUANYECKOro 1LA, HE3aBUCUMOCTM SKCMepTa, 06beKTUBHOCTH,
BCECTOPOHHOCTM W MOJIHOTbI UCCNEAO0BaHWA, NPOBOAUMBIX C MWCMNO/Jb30BaHMEM COBPEMEHHbIX
OOCTUMKEHUIA HAyKM U TEXHUKU, OTBETCTBEHHOCTU ¢efepasibHOro rocyAapCcTBEHHOro 6HAXKeTHOro
YUYPEXKAEHUSA MO NPOBEAEHUIO IKCMEPTU3bl NEKAPCTBEHHbIX CPEACTB M 3KCMEPTOB 3a MpoBeAeHue U
KauyecTBO 3KCMepTMU3bl.

2. aKCI'IepTVISB NEKaPCTBEHHbIX NMpenapaTtoB AN1A MEANULUNHCKOIO NpUMeHEeHNA BK/TIOYAET B cebs:
1) IKCNepTn3y QAOOKYMEHTOB, nNpeAactaB/ZeHHbIX AnAa onpegeneHnAa BO3MOXXHOCTU paCCMaTpuBaTb

ﬂeKapCTBeHHblﬁ npenapatr ana mMmeanumuHCKOro npmmeHeHuAa npu OocCylecTtBeHUN FOCY,EI,apCTBEHHOI‘;I
perncTtpaunmn B Ka4ecrtsee Opd)aHHOI'O NeKapCTBEHHOro npenaparta,



2) IKCNepTn3y npeanoxeHHbIX MeToaoB KOHTPO/A KadecCTBa JiIeKapCTBeHHOro cpeAaciBa M KadecTBa
npeacrtaBaeHHbIX O6pa3LI,OB NeKapCTBeHHOro cpeacrtsa C MUCMNOJZ1Ib30OBaHMEM 3TUX MeTOo40B (p,anee -
9KCNEPTU3a Ka4ecCTBa /IeKapCTBEHHOTO Cpe,CI,CTBa),'

3) aKCNepTM3y OTHOLLIEHUA OXKMAAEMOM MOJIb3bl K BO3MOMKHOMY PUCKY NMPUMEHEHUA JIeKaPCTBEHHOIO
npenapara;

4) 3KcnepTusy perncTpaLyoHHOrO A0Cbe Ha J/IeKapCTBEHHbIA npenapat B Lenax onpeaeneHus
B3aMMO3aMEHAEMOCTU IEKapPCTBEHHbIX NPenapaTos A4 MeAULMHCKOro NPUMeEHeHMUA.

3. 3KCI'IepTVI3a NNEKAPCTBEHHbLIX MpPENnapaTtoB A4/14 BETEPUHAPHOIo MNPMMEHEHUA BK/KOYAET B cebs
9KCNEepTn3y KayecTtBa /NEKAPCTBEHHOINo Cpeacrea M 3KCNEPTU3Y OTHOWEHUA ommp,aemoﬁ nonb3bl K
BO3MOXHOMY PUCKY NPUMEHEHNA IEKAPCTBEHHOIO Npenaparta.

Cratba 15. ®epepanbHoe rocyfapCTBEHHOE OHOAMKETHOE YYpeKAeHMe Mo MNPOBeAEHUIO 3KCMepTusbl
NleKapCTBEHHbIX CpeacTs

JKCnepTM3a /IeKapCTBEHHbIX CPeACTB MNPOBOAUTCA ¢enepanbHbiM rocyAapCcTBEHHbIM  BIOAMKETHbIM
YUYpEKAEHMEM COOTBETCTBYHOLLENO YNOJHOMOYEHHOTO $eaepanbHOro opraHa UCNONHUTENbHOM BAACTH,
CO3ZaHHbIM Ana obecneyeHMss UCMOJAHEHUA MOJHOMOYMI 3TOro ¢eaepanbHOro opraHa Mo Bblgaye
paspeleHnii Ha NPOBeAEeHUE KIMHMYECKMX WUCCeAO0BaHMIA JIeKapCTBEHHbIX npenapaToB W (Mau) no
rocyZapCTBEHHOW PErmcTpaummn 1eKapcTBEHHbIX MPENAPATOB (Aasiee - IKCNEepPTHOE yUpeRaAeHue).

CraTtba 16. OpraHusauma npoBegeHNA SKCNepTU3bl IEKAPCTBEHHbIX CPEeACTB

1. DKCnepTn3a NeKapCTBEHHbIX CPeACTB MPOBOAMTCA KOMUCCUEN 3KCNEPTOB KCMEPTHOTO yYpexaeHus,
Ha3HaYeHHOM ero pyKoBoAuTesleM, Ha OCHOBaHWM 3afdaHuWA Ha NpPoOBeAEeHMEe 3KCMepTUsbl
NIeKapCTBEHHOIO CPEeACTBa, BblAAHHOMO YMOJHOMOYEHHbIM deaepanbHbIM OPraHOM WMCMNOIHUTEIbHOM
BAACTU. PyKOBOAMUTE b IKCMEPTHOTO yUpexaeHna obecneymBaeT Haanexallee nposeaeHne sKkcnepTusbl
NIeKapCcTBEHHbIX CPeACTB B COOTBETCTBMM C 33aAaHMEM, BblAaHHbIM YMOAHOMOYEHHbIM deaepanbHbiM
OpraHoOM UCMNOJIHUTENbHOM BAACTU, U OpraHM3yeT NOAroTOBKY CBOAHOrO 3aK/0YeHMA 3TOM Komuccun. B
COCTaB 3TON KOMWCCUM MO pPeLleHN0 PYKOBOAUTENA IKCMEPTHOMO yUpeXKAeHUA MOTYT 6biTb BKAOYEHbI B
KayecTse 3KCNepToB nLa, He paboTalolime B AaHHOM 3KCMEePTHOM YUpeXAeHUN, eCn UX cneumasbHble
3HaHMA HeobXoAMMbl ANA NPOBEAEHMA 3KCNEepPTU3bl M TaKMe 3SKCMepTbl OTCYTCTBYIOT B [AaHHOM
3KCMNEPTHOM yupesKaeHUN.

2. 3KCI’IepTOM Nno nNpoBeaeHno0 SKCNEPTU3bl 1IEKAPCTBEHHbLIX CPeACcTB ABNAETCA aTTeCTOBAHHbIN pa6OTHVIK
9KCNEPTHOro ydypexaeHua, KOTOprVI nmeet BbiCLLee MmeagnunHCKoe, d)apMaLI,eBTMLIECKOG,
6MOJ'IOI'MLIECKOE, BeTePUHaApHOE Nan Xmnmmn4yeckoe o6pa303aHme M NPOBOAUT IKCNEPTU3Y NNEKAPCTBEHHDbIX
cpeAacTts B nopAaaKe NCNosIHEHNA CBOUX AO0TKHOCTHbIX obasaHHOCTEN (p,anee - 3KCI'IepT).

3. Mpy NPOBEAEHUN IKCNEPTU3bI NIEKAPCTBEHHbIX CPEACTB IKCNEPT HE MOXKET HAaXOAMTLCA B KaKON-n1nbo
3aBMCMMOCTM OT /1ML, HAa3HAYMBLUEro 3Ty 3KCMepTu3y, pa3paboTumKa NeKapCTBEHHOrO CPeacTBa MAu
APYTUX 3aMHTEPECOBAHHbIX B Pe3y/IbTaTax IKCMepTU3bl NLL,.

4. MNpu npoBeAeHNN 3KCMepTU3bl NEKAPCTBEHHbIX CPEACTB He AOonycKaeTca ucTpeboBaTtb y 3asBUTeNs
NMBO MHbIX ML, MaTepuansl, HeobxoaMMble oA NPOBEAEHUA 3KCNepTM3bl. B ciyyae HELOCTAaTOYHOCTU
NpeacTaBNeHHbIX 3KCMepTy MaTepuanoB [ANA 4ayM  33K/JOYEeHWA 3SKCMepT CTaBuUT BOMPOC O
npeacTaBNeHnM eMy HeobXxoAuMbIX MATepuasioB nepes PyKOBOAMUTENEM 3KCNepPTHOro yuperKaeHws,
KOTOpbI 06pallaeTca C COOTBETCTBYIOWMM 3aMpoCOM B YMNOJAHOMOYEHHbIA denepanbHbli opraH
NCMNONHUTENbHOW BNACTK, BblAABLWIWIA 3a4aHME HA NPOBeAEHME SKCMEPTM3bl IEKAPCTBEHHOIO CPeacTBa.
YKasaHHbI deaepanbHblii opraH MCNOAHUTENbHOM BAAcTM B TedeHue NATU paboumx AHEN co AHA
NOCTYN/JEHUA 3anpoca PYKOBOAWUTENS 3SKCMEPTHOrO Yy4YpexAeHWA HanpaeaseT 3anaBUTeNO 3anpoc O
npeacTaBAeHUM HeobXoANMbIX MaTepManos. [daHHbI 3aNpoC MOKeT HbITb NepeaaH YNnoAHOMOYEHHOMY



npeacTaBuUTeNl0 3aABUTENA /IMYHO NOA PacnuUCKy, HanpasseH MO Mo4yTe 3aKasHbIM MUCbMOM WU
nepeAaH B 3/1€KTPOHHOM GopmMe No TeNeKOMMYHUKALMOHHbBIM KaHanam CBA3W. B ciydyae HanpasaeHus
[AAaHHOro 3anpoca Mo noyTe 3aKasHbIM MMCbMOM OH CYUTAETCA NOJYYEHHbIM MO UCTEYEHMM LIECTU AHEN C
[AaTbl HanpaBAEHMA 3aKa3HOro NUCbMa.

4.1. 3anasutenb 06A3aH NpeacTaBMTb OTBET HA 3anpoc YnoJIHOMO4YeHHoro d¢eaepanbHOro opraHa
WCMOJIHUTE/IbHOM BNAacTU B CPOK, HE MPeBbIWaOWMn AeBAHOCTA Paboymnx AHEN co AHA ero noJiyyeHus.
YnonHomoueHHbI deaepanbHbli OpraH UCMNOJIHUTENIbHOM B/1IaCTW, BblAaBLUWI 3a4aHNe Ha NpoBeaeHue
3KCNEepTU3bl JIEKAPCTBEHHOIO CPEACTBa, B TeyeHWe nATM paboumx AgHelM co AHA NOoCTynaeHua oT
3aABMTENA OTBETa Ha AaHHbIM 3anpoc Hanpas/AeT TakoM OTBET B IKCMEpPTHOe y4yperkaeHue. B ciyyae
HenpeacTaBAeHUs MO UCTEYEHUWU AEeBAHOCTA pabouymx AgHel 3asBUTENeM OTBETA Ha AaHHbIM 3anpoc
YNOJNHOMOYEHHbIN deaepasibHbI OpraH UCMOMHUTENBHOM BNACTW, BblAABLIMI 3aaHMe Ha NpoBedeHue
3KCMNepTU3bl /IEKAPCTBEHHOIO CPeACcTBa, B TeYyeHMe NATM pabouymx AHEeN HanpasidAeT B 3KCnepTHoe
yupexgeHue yBeAoOM/IEHME O HenpeacTaBAeHUM 3asBUTENEM OTBETA Ha 3anpocC YKasaHHOro opraHa.
Bpema co AHA HanpaB/ieHMA 3anpoca 3KCMNEPTHOrO y4YpeXKAeHUs B YNOJIHOMOYEHHbIN deaepanbHblit
OpraH UCMNONIHUTENbHOW BAACTU A0 AHA NOAYYEHUSA SKCNEPTHbIM yUYperKaAeHMeM OTBETa Ha 3anpoc Mau
YBEAOMNEHUA O HenpeacTaBAeHUM OTBETAa Ha 3arnpoc He YYUTbIBAaeTCs MNPW WCYMUCIEHUM CPOKa
NpoBeAEeHMA SKCNEPTU3bI IEKAPCTBEHHOIO CPeaCTBa.

4.2. Echn B cOoCTaBe PErnmcTpaumMoHHOro A0Cbe Ha JIeKAapCTBEHHbIM MNpenapaT Ana MeAULMHCKOro
NPUMEHEHUNS COAEPKUTCA NpeaycMoTpeHHas cTaTbel 18, uactbio 1.1 cratbu 30 u crtatben 34
HacToswero ®eaepasbHOr0 33aKOHA KOMWA peLIeHMA YNOJHOMOYEeHHOro ¢enepanbHOro opraHa
WCNOJIHUTENbHON BNACTU O NPOBEAEHMM MHCMEKTUPOBAHMA MPOU3BOAUTENA NIEKAPCTBEHHbIX CPEACTB,
3KcnepTy 0 0OpPMNEHUsA pPe3ynbTaToB IKCMEPTU3bl JIEKAPCTBEHHOINO CPeacTBa NpenocTaBaseTcs B
nopsake M Ha ycCnoBMAX, KOTOpble MNpesycMOTpeHbl yYactamu 4 u 4.3 HacToswen cTaTbu, KOnuA
3aK/I0YEHMA O COOTBETCTBMW NPOM3BOAMTENA NIEKAPCTBEHHbIX CpeacTs TpeboBaHWAM  MpaBuA
Hag/eXKallelr NPou3BOACTBEHHOW MPAKTUKKU, BblAAHHOFO YNOJHOMOYEHHbIM denepasibHbiM OpPraHom
NCNOJIHUTENbHOMN BNACTW.

4.3. 3aaBuTenb 0653aH NPeAcTaBUTb B YNOJHOMOYEHHbIN desepasibHblit OpraH UCMOIHUTEIbHOM B/1acTH
KOMWIO 3aKNOYEeHUss O COOTBETCTBUMU NPOU3BOAMTENA JIEKaPCTBEHHbIX CpeacTB TpeboBaHWAM MpaBun
Hagne)Kalllei NPou3BOACTBEHHOM MPAKTUKM B CPOK, He MpPeBbIaloWnii cTa BOCbMUAECATU paboumx
OHel co AHA MOAy4YeHMs 3anpoca O ee npeaocTaBAeHUU. YNOAHOMOUYEHHbIM deaepanbHbIi opraH
NCNONHUTENbHOM BNACTH, BblAABLINIM 3a4aHMe Ha NpoBeAdeHUe 3KCNepTU3bl IeKapCcTBEHHOro CpeAacTBa, B
TeyeHue NATU pabounx AHen co AHA NOCTYNAeHUA OT 3aABUTENA KOMWUW 3aKNOYEeHUs O COOTBETCTBUM
Npou3BOAUTENA NEKAPCTBEHHbIX CPeacTB TpeboBaHMAM MpaBua Had/fexalleld npou3BOACTBEHHOM
NPaKkTUKK, HanpasfaAeT ee B IKCNEPTHOe yuypexaeHuwe. B caydae HenpeAacTaBieHMA 3asBUTENEM B
YKa3aHHbI CPOK KOMWU 3aKAOYEeHWA O COOTBETCTBUM MPOU3BOAUTENA NEKAaPCTBEHHbIX CPeacTs
TpeboBaHMAM MpaBuA Hagd/exalleld NPoU3BOACTBEHHON MPAKTUKM YNOMHOMOYEHHbIM deaepanbHbIi
opraH MCNOIHATENbHOW BNAcTW, BblAaBWWIA 3aAaHMe Ha MNPoBeAeHME 3KCMepTM3bl /IeKapCTBEHHOMO
cpefcTBa, B TeyeHMe NATU paboumx gHel HanpaBAseT B JKCNepTHOE yuyperKaeHue yBeAOoM/IeHME O
HenpeacTaBNAeHUM 3aABUTENEM KOMUWU 3aK/HOYEHUS O COOTBETCTBMM MPOM3BOAUTENSA NIEKAPCTBEHHbIX
cpeacts  TpeboBaHMAM MpaBMA  HagnexKalwen npousBOACTBEHHOW MNPaKTUKU. Bpema co pgHA
HanpaB/fieHMs 3aMpoCa JKCMNEpPTHOro YYpeXAeHWs B YMNOJIHOMOYEHHbIM deaepanbHblii  opraH
MCNONHUTENbHOM BNACTU OO0 AOHA nonyvYeHUA 3SKCNepPTHbIM y4ypexXaeHnem KOnMnun 3aKiryeHuAa o
COOTBETCTBMM MNPOU3BOAUTENA  JIEKAPCTBEHHbIX CPeacTB TpeboBaHMAM NpPaBuMA  Haa/exallel
NPOW3BOACTBEHHON MNPAKTUKM WAU YBEAOMNEHWA O ee HenpeacTaB/lieHUUM He Y4YuTbiBaeTcA Mpu
NCYUCNIEHUM CPOKa NPOBeAEHNN SKCNEePTMU3bl IEKAapPCTBEHHOrO CPeaCcTBa.

5. DKCMepT Npu NpPoBeAeHUN NOPYYEHHON emy PYKOBOAUTENEM IKCMEPTHOO yUpeXRAeHMUA SKCNepTusbl
NleKapcTBEHHOrO CPeAcTBa 06A3aH:

1) npoBeCT NONIHOE nccnenoBaHmMe NpPeacTtaBieHHbIX emy O6'b€KTOB, maTepunanos, Aatb obocHoBaHHOE
M O0ObEKTMBHOE 3aKJYeHME MO MOCTaB/IEHHbIM nepeg HuMmM BOMpoCam WUAN MOTUBUPOBAHHOE



3aK/l0YEHME O HEBO3MOMHOCTM MPOBEAEHUA MM 3KCMEPTU3bl NEeKAapCTBEHHOrNO CpeacTBa, ec/u
MocTaB/ieHHble BOMPOCHI BLIXOAAT 33 NPeAebl CrneumanbHbIX 3HaHUN 3KcnepTa, 06beKTbl Nccaea0BaHui
M MmaTepuasnbl HenpuUroaHbl AW HEeAOCTaTOUYHbl A4 NPOBEeAEHUA UCCAeAO0BaHUA U AauM 3aKAHYeHUA
160 coBpemeHHbIN ypoBeHb Pa3BUTMA HAYKN He MO3BOSAET OTBETUTb Ha MOCTaBEHHbIE BOMPOCHI;

2) He pasrnawaTtb CBeZleHMA, KOTopble CTa/M eMy W3BECTHbl B CBA3W C MPOBEeAEHMEM 3SKCMepTusbl
JIeKapCTBEHHOIO CPe/ICTBa, a TaKXe CBeAeHUs, COCTaBAAoLLIME FOCYAaPCTBEHHYIO, KOMMEPYECKYO Uan
WHYI0 OXPaHAEMYIO 3aKOHOM TallHy;

3) obecneunTb COXPAHHOCTb NPeAcTaBAeHHbIX OObEKTOB UCCeL0BAHUI U MaTEPUANIOB.
6. dKcnepT He BNpase:

1) nNpoBOAMTb 3KCNEpTU3y JIEKAPCTBEHHOro CpeacTBa MO 0OpalleHMI0 HEeMoCPeACTBEHHO K Hemy
OpraHun3aumii unm Gusnyecknx L,

2) CaMOCTOATE/IbHO CO6VIpaTb mMmaTepuanbl gnAa nposeaeHnA SKCNepPTU3bl NEKAPCTBEHHOTO CPeEACTBA;
3) NPOBOAUTbL 3KCNEPTU3Y /IEKAPCTBEHHOIO CPpeacTBa B Ka4yeCTBe HErocyaapCrBeHHOIo aKCNepTa.

7. B cnyyae HeobxoAMMOCTM 3KCNEPT BrpaBe XO4aTaiCTBOBaTb Nepes pPyKOBOAUTENEM 3IKCMEPTHOro
YUPEKAEHMA O NPUBJIEYEHUN K NPOBEAEHUIO IKCMNEPTM3bI IEKaPCTBEHHOIO CPeACTBa APYruX SKCNepToB.

8. Kaxablih 3KcnepT, BXOAALLMIA B COCTaB KOMMCCUM 3KCMEPTOB, KOTOPOW MOPy4yeHOo npoBeaeHue
3KCMepTM3bl NIEKAPCTBEHHOMO CPeAcTBa, HE3aBUCMMO M CaMOCTOATENIbHO MNPOBOAUT MCCAEAO0BaHUSA,
OLEHMBAET Pe3ynbTaTbl, MOJIYyYEHHbIE MM JIMYHO U APYTMMU 3IKCNepTamu, U GOpmMyanpyeT BbiBOApbI
OTHOCWTE/IbHO NMOCTaB/IEHHbIX BOMPOCOB B NpeAenax CBOMX CrneumanbHbIX 3HaHUNA.

9. PesynbTaTbl 3KCNEPTM3bl JIEKAPCTBEHHOrO CpeacTBa OQGOPMAAIOTCA 3aKNOYEHMEM KOMMUCCUM
3KCMepToB. B 3aK/I0YEHUM KOMMCCUM 3SKCMEPTOB YKa3blBAOTCA NepedyeHb WUCCAeaoBaHWiA, 06bem
NPoBeAEHHbIX KaKAbIM 3KCNEPTOM WCCNeAO0BaHWUA, YCTaHOBAEHHbIE Ka)AblM M3 HUX GaKTbl K
cAoenaHHble B pesynbTaTe MUCCAeAoBaHWI BbiBOAbl. JKCMEpT, MHEHME KOTOpPOro He coBnagaer C
pelieHMeM KOMWUCCMM 3KCMepTOB, BMpaBe BbIPa3uTb CBOE MHeEHMEe B NUCbMEHHOM ¢opme, KoTopoe
Npu1obLLAaeTcs K 3aK10HEHNI0O KOMUCCUIN 3KCNEPTOB.

10. 3KCI'IeprI, BxoaAauwmne B COCtTaB KOMMUCCUN, NpeaynpexxaaroTca 06 OTBETCTBEHHOCTU B COOTBETCTBUM C
3aKOHO4ATe/NIbCTBOM Poccuiickoi dJep,epau,MM 3a Aady 3aK/14YeHunAa, coaeprKallero HeoboCHOBaHHble
nnn d)a!'IbCVId)MU,VIpOBaHHbIe BbliBOAbl, O HEM OHU AAOT NOANMUCKY.

11. OnpepeneHve ypoBHA NpodeccMoHaNbHOM NOATOTOBKM 3KCNEPTOB M aTTecTauma MX Ha npaBo
npoBeLeHNa 3KCNepTU3bl JIeKAPCTBEHHbIX CPEACTB OCYLLECTBAAOTCA 3KCNEePTHO-KBAANGUKALMOHHbIMM
KOMUCCUAMM B TMNOPAAKE, YCTAaHOBNEHHOM COOTBETCTBYIOLLMM YMNOJHOMOYEHHbIM deaepanbHbIM
OPraHOM WCMOAHWUTENIbHON BNACTU. YpOBeHb NPOdeccMOoHabHON MOAFOTOBKM 3KCMEPTOB MOANENKUT
NepecmMoTpy YKa3aHHbIMU KOMUCCUAMM HE peXKe Yem OAMH pas B NATb fieT.

12. NpaBuna NpoBeaeHUA 3KCNepPTM3bl 1IEKAPCTBEHHbIX CPEeACTB U 0COBEHHOCTUN 3KCMepTM3bl OTAE/bHbIX
BMAO0B /IEKAPCTBEHHbIX NMpenapaToB (pedepeHTHbIX JIeKAaPCTBEHHbIX MPEenapaTos, BOCMPOU3BEAEHHbIX
NIeKapCTBEHHbIX  MpenapaToB, OMONOrMYECKUX JIEKAPCTBEHHbIX MpenapatosB, OWOaHaNoroBbIx
(bMonodobHbIX) NEeKapCTBEHHbIX MNpenapaTtoB (6MoaHanoros), rOMeONaTUYECKUX JIEKAPCTBEHHbIX
npenapaToB, SIEKaPCTBEHHbIX PACTUTE/IbHbLIX NpPenapaTos, KOMBMHALMIA NeKapCTBEHHbIX NpenapaTos),
$OpPMbl 3aK/OYEHNA KOMMUCCUM 3IKCMEPTOB YCTaHAB/AMBAIOTCA COOTBETCTBYHOLMM YMNOAHOMOUYEHHbIM
denepanbHbIM OPraHOM UCMOHUTE/IbHOM BAACTH.



Cratba 17. MNogaya M paccCMOTpPeHWe 3aABAEHUA O TOCYAapCTBEHHOW PerMcTpauun NeKkapcTBEHHOro
npenapara 418 BeTepuHapHOro NpUMeHeHun

1. OnAa rocyfapcTBEHHOW perncrTpaumu ekapCTBEHHOro npenapaTa 418 BETEPUHAPHOro NPUMEHEHMUSA
pa3paboTumMK TaKOro IEKAPCTBEHHOIO NpenapaTa UAM YNOJHOMOYEHHOE UM APYroe opuanNYeckoe Anuo
(manee B HacToAlLlel cTaTbe - 3asBUTENb) MPEACTaBAAET B YMNOJHOMOYEHHbIA deaepanbHbli opraH
WCNOSIHUTENbHON  BNACTW, OCYLLECTBAAKOWMIA  FOCYAAPCTBEHHYIO  PErncTpaumio  NeKapCTBEHHbIX
npenapaToB A/1A BETEPUHAPHOTO MPUMEHEHMUA, B SNEKTPOHHOM dOopme MaM Ha ByMarKHOM HocuTene
3aAB/fieHME O TOCYAAPCTBEHHOM perncTpauumM NeKapCTBEHHOro npenapata ANA BeTepPUHAPHOro
NPUMeHeHMA, a TaKXe B NOpPALKe, YCTAaHOBAIEHHOM COOTBETCTBYHOLWMM  YNOJHOMOYEHHbIM
denepanbHbIM OPraHOM UCMONHUTENBHOM BAACTU, B 3/IEKTPOHHOM dopme nam Ha bymaxkHOM HocuTene
Heobxoanmble AOKYMEHTbI, U3 KOTOPbIX GOPMUPYETCA PErucTPALMOHHOE A0Cbe HA NIEKAPCTBEHHDbIN
npenapar 4na BeTepPMHAPHOro NPUMEHEHUA.

2. B 3aABNEHUN O TrOCYZAPCTBEHHOM PEerncTpaumy JeKapCTBEHHOro npenaparta A/d BeTepuMHapPHOro
NPMMEHEHWA YKa3blBatOTCA:

1) HaumeHOBaHKWe U aapec 3aABuUTeNA, pa3paboTymKa U NPON3BOAUTENA EeKAPCTBEHHOTO Npenaparta ANs
BETEPUHAPHOrO MNPUMEHEHMA W agpec MecTa OCYyLEeCcTBAeHUA MPOM3BOACTBA /1I€KAPCTBEHHOTO
npenaparta ANA BeTePUHAPHOro NPUMeHeHua (B c/lyyae HanuumMa HECKONbKUX YYaCTHMKOB npoLlecca
npou3BoAcTBa HEOHXOAMMO YKa3aTb KaxKa0ro U3 HuX);

2) HaMmeHOBaHWe /IeKapCTBEHHOro npenapaTta A4/ BEeTepuMHapHOro NpUMEHeHus (MexayHapoaHoe
HenaTeHTOBaHHOE, UM FPYNMMPOBOYHOE, UM XMMUYECKOE U TOProBoe HauMeHOoBaHKA);

3) nepeyeHb AOEWCTBYIOWMX W BCMOMOraTeNbHbIX BELLECTB, BXOAALIMX B COCTaB /1€KapPCTBEHHOrO
npenapara 418 BeTepnHapHOro NPUMEHEHMA, C YKa3aHMEeM KOIMYECTBA KaXKA40ro U3 HUX;

4) neKkapctBeHHasa ¢opma, [A03MPOBKa, CNocobbl BBEAEHUA U MNPUMEHEHUA, CPOK FOAHOCTM
JIeKapCcTBEHHOro NpenapaTa 4158 BeTePUHAPHOro NPUMeEHeHNS;

5) dapmaKkoTepaneBTUYECKan rpynna;

6) HEO6XOAMMOCTb MPUMEHEHMA YCKOPEHHOW NPOLLEAYPbl SKCNEPTU3bl IEKAPCTBEHHbIX CPEACTB B LLenax
rocyAapCTBEHHOW PerncTpaummn 1eKapcTBeHHoro npenapara;

7) KOMUU AOKYMEHTOB, NOATBEPKAAIOLMX YNNATY roCcyAapCTBEHHOM NOLW/MHbI:

a) 3a npoBeAeHME IKCMEPTU3bl KayecTBa JIEKAPCTBEHHOTO CpeacTBa M IKCMEpPTU3bl OTHOLLEHMS
OXXMOAEMON MOMIb3bl K BO3MOXKHOMY PUCKY NPUMEHEHUA JIeKApCTBEHHOro npenapaTta A4S
BETEPMHAPHOro NPUMEHEHMA NPU €ro rocySapCTBEHHOW perncTpauum;

6) 3a Bbl4aYy PErMCTPALMOHHOIO YA0CTOBEPEHUSA IEKAPCTBEHHOMO NpenapaTa;

8) Hanuume cornacus, NPeayCMOTPEHHOIO YacTbio 7 HACTOALLEN CTaTbM, €CIM C MOMEHTa perncrpaLmu
pedepeHTHOro JIeKapCTBEHHOro npenapaTta A4/1d BETEPUHAPHOrO NPUMEHEHUA MPOLW/IO MeHee Yem
LecTb fieT.

3. PerucTpauMoHHOe [0Cbe B LeAX 3KCNepTusbl /IEKApPCTBEHHOTO MpenapaTta A/sa BeTepUMHAPHOro
NpMMeHeHUA GOPMUPYETCA U3 CNeayoWmNX AOKYMEHTOB U CBEAEHWNA:

1) cBegeHnA O aate npenoctaBneHnA U pernctpaumMoHHoOm Homepe /NUMUEH3NKM Ha NpounssoacTtBo
NNeKapCTBEHHbIX CpeAacTs, I'IpeLI,OCTaBJ'IeHHOﬁ npon3soauUTeNto pPErncTpupyemoro nekapCrBeHHOro
npenapaTta anAa BeTepnHapHOro npumeHeHuAa, ana pOCCMl\;ICKMX npomssop,meneﬁ;



2) cBefeHMA O AaTe NpeaoCTaB/ieHUMA U PEerucTpauMOHHOM HOMEpe /ULEH3UM Ha MPOU3BOACTBO
JIeKapCTBEHHbIX CPeACTB, NpPeaoCTaBAeHHOM npousBoauTento dapmaueBTMyeckon cybcTaHumm,
BXOASALLEN B COCTaB PErUCTPUPYEMOro SIeKapCTBEHHOrO npenapaTta A/l BEeTePMHAPHOro NpPMMEHEHMUS,
ANA POCCUNCKNX MPOU3BOAUTENEN;

2.1) Konus AOKYMEHTa, Bbll@aHHOrO YNOJAHOMOYEHHbIM OPraHOM CTPaHbl NPOM3BOAMTENA ANA KaXKAOoM
NpPOM3BOACTBEHHOM NAOLWAAKU PEruMcTpMpyemoro JeKapCTBEHHOro npenapata Asa BeTepUMHapHOro
NPMMEHEHNS W MNOATBEPKAAIOLWLErO COOTBETCTBME MNPOM3BOAMUTENA JIEKAPCTBEHHOrO npenapaTa
TpeboBaHMAM MPaBUN HagneXxalleid NPons3BOACTBEHHON MPAKTUKU, U ero nepeBos Ha PYCCKMI A3bIK,
3aBepeHHble B YCTAaHOBMEHHOM NOPSAKE, a TaKKe KOMus 3aK/Il0YEeHUs O COOTBETCTBUM MPON3BOAUTENS
JIEKapCTBEHHbIX CPeACTB TpeboBaHMAM NPaBM/ HagerKallelh NPomM3BOACTBEHHOM NPAKTUKK, BblAAHHOMO
YNOJHOMOYEHHbIM dpeaepanbHbIM OPraHOM MCMONHUTE/IbHOM BNACTU A5 KaXKAoW Npou3BOACTBEHHOM
NAOWAaAKN PEerucTpupyemoro seKkapCTBEHHOro npenapaTta ANs BETEPUHAPHOro NpUMeHeHus, nbo
KOMMA peLlleHns o NpoBeaeHNUM MHCMEKTUPOBAHMA NPOU3BOAUTENS IEKAPCTBEHHbIX CPEACTB, NPUHATOrO
YNOJHOMOYEHHbIM dpeaepanbHbIM OPraHOM MCMOHUTENIbHOM BNACTU A5 KaXKAoW Npou3BOACTBEHHOM
NAOWaAKN PEerucTpupyemMoro J1IeKapcTBEHHOro npenapata A/ BETEPUMHAPHOro NPUMEHEeHMUs.
YKasaHHble AOKYMEHTbl MPeACcTaB/AOTCA B C/yvyae, eCcauM NPOUM3BOACTBO JIEKAPCTBEHHOrO npenapara
ocyuiecTBasieTca 3a npegenamu Poccuiickon deaepaunu;

2.2) KoMus  [OKYMEHTa, BblAAaHHOIO  YMNOJIHOMOYEHHbIM OPraHOM  CTpaHbl  MPOU3BOAMTENS
dapmauesTnyecKkomn cybcTaHumm n NoATBEPKAAIOLLETO COOTBETCTBME npoussoauTensa
dapmaueBTMyeckon cybcTaHUMKM, BXOAALWEN B COCTaB PErUCTPUPYEMOrO JIEKapCTBEHHOro npenapara
ONA BETEPUHAPHOIO NPUMEHEHMA, TpeboBaHMAM NpaBua HagexKalleld NPon3BoACTBEHHON NPaKTUKN, U
€ro nepesoj, Ha PYCCKUI A3bIK, 3aBepPeHHbIe B YCTaHOBAEHHOM MOPAAKe, B C/lydYae, ecn NpousBoacTBO
dapmaueBTMUHECcKOM cybcTaHLMKM OCyLEecTBAsSETCA 3a npeaenamu Poccuiickoit Peagepaunu;

3) NPoOeKT HOPMaTMBHOIO AOKYMEHTA Ha JIeKapCTBEHHbIN NpenapaT 4/19 BEeTePUHAPHOTO NPUMEHEHMUS;

4) [OKYMEHT, coAepralumii cneayouyo uHGopmauuio o dapmaLeBTUYECKON cybcTaHuun wnam
dbapmaueBTUYECKUX CYBCTaHLUMAX, BXOAALLMX B COCTaB /IeKapCTBEHHOro npenaparta AN BeTepuHapHOro
NpUMeHeHuA:

a) HauMmeHoBaHve <¢dapMaueBTUYECKON CcybCcTaHUMKW, ee CTpyKTypa, obwwue cBolctBa (npwm
rocyAapCTBEHHOW  perncrpaumMm  MMMYHOBMONOTMUYECKMX  /IEKApPCTBEHHbIX  NpenapatoB  Aad
BETEPMHAPHOrO MPUMEHEHUA NPEeACTaBAAIOTCA CBeAEHMA O LITaMMe, BKAOYasa ero HaMMeHoBaHue,
MHPOPMaLMIO O MPOUCXOMKAEHUMN, ETO CBOMCTBAX, XapPaKTEPUCTMKAX U MeCTe AeNOHUPOBAHUSA);

6) HauMeHOBaHWe U aapec NPOU3BOAMUTENS;

B) TEXHO/IOTMA NMPOU3BOACTBA C ONMUCAHMEM CTaAMI NPOU3BOACTBA U METOA0B KOHTPOAA Ha BCEX CTAAMUAX
NpoOV3BOACTBa;

r) wHpopmauma o npumecax (He npeacTaBAseTcd NPU  FOCYAAPCTBEHHOW  perncrpauuu
MMMYHOBMONOTMYECKUX IEKAPCTBEHHbIX NPenapaToB 41 BETEPUHAPHOro NPUMeHeHUsn);

4) cneundurauma Ha dapmaueBTUYECcKyto cybcTaHUuMO (He NpeacTaBAseTca npu rocyAapcTBEHHOM
perncTpauumn UMmyHobMONOTrMYECKUX IEKAPCTBEHHbIX NPENapaToB 415 BETEPUHAPHOTO NPUMEHEHUS);

€) onucaHne MeToAMK KOHTPOIA KauecTsa;
) pe3synbTatbl aHanusa cepuii  dapmaleBTMYecKol cybcTaHuMM (He npeAacTaBAAloTcA  npu

rocyAapCTBEHHOW  perncrpaumMm  MMMYHOBMONOTMYECKMX  /IeKAapCTBEHHbIX  NpenapaToB AN
BETEPUHAPHOrO NPUMEHEHMA);



3) nepeyeHb CTaHAAPTHbIX 06Pa3LOB WMAM BELLECTB, MUCMO/Ab3YEeMbIX NPW OCYLLECTBAIEHUN KOHTPOAA
KauyecTBa;

N) onMcaHne XapaKTepPUCTMK U CBOMCTB YNaKOBOYHbIX MaTepPUanoB M YKYNOPOUHbIX CPeACTB;

K) [aHHble O CTabuabHOCTM (He NpeAacTaBAAlTCA MPUM  TOCYOAPCTBEHHOM  perMcTpauun
MMMYHOBMONOTMYECKUX NIEKAPCTBEHHbIX NMPenapaToB 419 BETEPMHAPHOIO NPUMEHeEHUs);

1) CPOK rOAHOCTH, YC/I0BUA XPaHEHUS;

5) oT4yeT 0 pesynbTaTax AOKAMHUYECKOrO UCCAea0BaHMA NeKapCTBEHHOro cpeacTsa AN BeTepMHapHOro
NPUMEHeHUA, BKAOYAIOWMIA onMcaHMe MeToAo0B onpefeneHna OCTaTOUYHbIX KONMYECTB AelCTBYHOLLEro
BellecTBa (geWcTBylOWMX BellecTB), AocTUrawowero (4OCTUraloWmMx) CUCTEMHOTO KPOBOTOKAa, B
NPOAYKLMM }KNMBOTHOFO NPOUCXOXKAEHNA NOCNe NPUMEHEHUA TaKOro 1IEeKapCTBEHHOIO CPeACTBa, a TaKkKe

OOKyMeHTanbHoe noATeepXaeHune (Bannaauma) ykasaHHbIX MeTo40B;

6) OTYET O pe3ynbTaTaX KIMHUYECKOIo nccneaoBaHmMA N1eKapCTBEHHONO npenaparta 414 BETEPUHAPHOIO
NMPUMEHEHUNA Y KaXXA0ro Bnaa KNBOTHbIX, YKa3aHHbIX B UHCTPYKUWKU NO BETEPUHAPHOMY NPUMEHEHMUIO;

7) NPOEKT MHCTPYKUMM MO BETEPUHAPHOMY MPUMEHEHMIO /IEKaPCTBEHHOrO Npenaparta, CoAep:Kallein
cneaytolime ceeaeHus:

a) HaMMeHOBaHMe J/IeKapCTBEHHOro npenapaTta AN BEeTePUMHAPHOro NPUMeHeHus (mexayHapogHoe
HenaTeHTOBaHHOE, UM FPYNMMPOBOYHOE, UM XMMUYECKOE U TOProBoe HauMeHOoBaHKA);

6) nexkapctseHHas ¢opma C yKasaHMeM HauMeHOBaHWIA U KONMYECTBEHHOro COCTaBa AeNCTBYHOLLMX
BELLECTB U Ka4eCTBEHHOro COCTaBa BCMOMOTaTe/IbHbIX BELLECTB;

B) onMcaHMe BHELIHero B1aa 1eKapCcTBEHHOrO npenapara A1 BeTepuHapHOro npuMeHeHus;

r) dpapmakoTepaneBTUYECKan rpynna JIeKapcTBEHHOro npenaparta AN BeTEPMHAPHOIO NPUMEHEHUA UAK
yKasaHue "romeonaTUYecKkuii NnekapcTBeHHbIN npenapaTt";

4) dapmakoguHaMMKa U GpapMaKOKMHETMKA (33 MCKAtouyeHnem GapMaKOKMHETUKM romeonaTUyeckmnx
NeKapCcTBEHHbIX MNPenapaToB W  PacTUTE/bHbIX /IEKAPCTBEHHbIX NPEnapaToB) WMAM  ONUCaHUE
MMMYHOBMONOrMYECKUX CBOMCTB IEKaPCTBEHHOrO NpenapaTa;

€) NoKa3aHMA ANA NPUMEHEHUSR;

) NPOTMBONOKAa3aHMA 414 NPUMEHEHNS;

3) Mepbl NPEAOCTOPOIKHOCTU NPU MPUMEHEHNN;

M) yKasaHWe BO3MOXKHOCTU U OCOBEHHOCTElN NMpUMeHeHUa y BepeMeHHbIX KUBOTHbIX, Y KMBOTHbIX B
nepuos nakTaLuum, y NOTOMCTBA XUBOTHbIX;

K) pexmm L003npoBaHUA, cnocob BBeAEHUA U NPUMEHEHUA, NpU HEOGXOAI/IMOCTM Bpema npunema
NNEKAPCTBEHHOrIO nNpenaparta AaAa BETEPUHAPHOIo NpMMmeHeHunA, Npo40/TKUTENbHOCTb /Ie4YEHUA;

}1) BO3MOXHble Mob6oYHble AeVICTBMH, HeXenatenbHble peaKunn npum npumeHeHMnM neKapCTtBeHHOro
npenapaTta AnAa BeTeEPUNHAPHOIro NpuMMeHeEHUA;

M) CMMNTOMbI Nepeao3npoBKKU, Mepbl MO OKa3aHWIO NOMOLUKM NpU Nepeao3npoBKe;



H) B3anMoAEeNCTBME C APYIMMMN NEKAPCTBEHHbIMM NpenapaTtamu 1 (Man) Kopmamu;
0) popMbl BbiNyCKa 1EKaPCTBEHHOrO Npenapara 414 BeTepuHapHOro NpUMeHeHus;

n) yKasaHue (nNpM HeobxogMmocTn) OCOBeHHOCTeN n[eNcTBMA JIeKapCTBEHHOro npenapata  anas
BETEPMHAPHOIO NPUMEHEHMA NP NEPBOM NPUEME UK MPU EFO OTMEHE;

p) onucaHue (npu HeobxoauMOCTM) AEUCTBUIM chneumanncta B obnactM BeTepuHapuu, BRagenbla
YKMBOTHOTO MpM MPOMyCcKe npuema OAHOW WM HECKONbKUX A03 fIeKapCTBEHHOro npenapaTta Ans

BETEPUHAPHOIo NPUMEHEHUA;

C) CPOK rogHOCTU U yYKa3daHMWeE Ha 3anpeT NnpuMeHeEHNA NEeKapPCTBEHHOIO Npenaparta AnAa BETEPUHAPHOIO
npumeHeHnAa No NCTe4eHnn CpoKa rogHoCTH;

T) yCNoBUA XpaHeHwus;

y) YKa3aHWe Ha HEO6XOAMMOCTb XpaHeHMA NeKapCTBEHHOro npenapata 44 BETEPUHAPHOro
npuMmeHeHnA B MeCTax, HeE4O0CTYNHbIX ANA AETEﬁ;

$) yKasaHue (npuM HeobXoAMMOCTM) cneumanbHbiX Mep MPeAOCTOPONKHOCTM MNPU  YHUUTOXKEHUMU
HEeMcno/Ib30BaHHbIX 1IEKAPCTBEHHbIX NPENapaToB A5 BETEPUHAPHOTO NPUMEHEHNS;

X) CPOKM BO3MOKHOIO MCMO/b30BaHMA MNPOAYKUMM KUBOTHOTO MPOMUCXOMAEHUA MNOCNe BBeAeHUA
YKMBOTHOMY JIEKapCTBEHHOrO npenapara Ana BETePUHAPHOTO NPUMEHEHUS;

L) yCNOBUS OTMYCKa;

4) HAMMEHOBaHMA 1 aapeca NPOU3BOACTBEHHBIX MOLWAA0K NPOU3BOAUTENA IeKapCTBEHHOIO Npenapara
[O/19 BETEPUHAPHOrO NPUMEHEHUS;

LU) HanmeHoBaHMe, aapec opraH13auun, YI'IOI'IHOMO‘-IeHHOﬁ aepxarenem WA BAagenbuem
PETMCTPAaULMOHHOIO YyAO0CTOBEPEHNA NE€KAPCTBEHHOINO nMnpenapata Ha NPUHATUE ﬂpeTEHBMVI oT

nortpeburens;

8) NpoeKTbl MaKeToB MepPBUYHON YMAKOBKW M BTOPMYHOM YNaAKOBKW JIeKapcTBEHHOro npenaparta AN
BETEPUHAPHOrO NPUMEHEHUSA;

9) cneaylowme cBeAeHNA 0 1eKapCTBEHHOM npenapare 414 BeTePUHAPHOro NPUMEHEHUS:
a) onucaHue 1 COCTaB IEKAaPCTBEHHOTO NpenapaTa 4/19 BEeTEPUHAPHOI0 NPUMEHEHUS;
6) onucaHue dapmaLeBTUYECKOW pa3paboTkuy;

B) onuncaHue npouecca NpomsBoACTBa U ero KOHTPOAA, noAnMCaHHOEe B nopAaaKke, yCTaHOB/IEHHOM B
COOTBETCTBMMU C YacTbio 1 HaCTO‘r'ILLI,eﬁ CTaTby;

I') onncaHme KOHTPO/IA KPUTUYECKUX CTBAMI?I nponssoanctea wm ﬂpOMe)‘KYTO‘-IHOﬁ NPOoAYKLUN,
noanncaHHoe B nNopAaake, yCtTaHOB/IEHHOM B COOTBETCTBMU C YAaCTbHO 1 HaCTO’r'ILLI,EI)‘I CTaTby;

,El,) HanmeHoBaHNA W ajpeca pa3pa60TqMKa, Aepxatena wWanm  BAagenbua  pernctpaumMoHHOro
yOOCTOBEPEHNA  N1EKAPCTBEHHOINO0 npenaparta, MNPOM3BOACTBEHHbLIX NAOWAAOK NponusBoaAnUTENA
NNEKapPCTBEHHOrO nNpenapata ANAAa BETEPUHAPHOIo NpUMMeHeHMA C yKa3aHnem CTa,EI,VIl‘;1 TeXHONO0rnm4yeckoro



npouecca, OCYLWECTBAAEMbIX Ha MPOM3BOACTBEHHbIX MAOWAAKaX NPOM3BOAMTENA NEKAPCTBEHHOrO
npenapara 418 BeTepnHapHOro NPUMeHeHns;

e) papmaueBTMYECKan COBMECTUMOCTb;

) MUKPOBUONOTNYECKME XapaKTEPUCTUKM;

3) maTepuanbHbIii banaHc A8 NPOU3BOACTBA CEPUN FOTOBOrO NPOAYKTa;

N) onMcaHne XapaKTePUCTMK U CBOMCTB YNaKOBOYHbIX MaTepPUanoB M YKYNOPOUHbIX CPeACTB;
K) AOKYMEHTaIbHOE NOATBEPKAEHME (BaNMAaLMA) NPOLLECCOB U (MIN) UX OLLEHKa;

ﬂ) TPE6OBaHMﬂ K Ka4deCcTtBy BCnomMoOratesibHbiX BewecTB (CepTMd)MKaT, CFIELI,VI(I)MI-(aLI,Mﬂ Ha
BCnomorartesibHble BeWECTBa N UX O60CHOBaHVIe),'

M) dHaINTU4eCKne METOAUNKN, ncnoab3yemble npu ocyuwecrtBieHnn KOHTpOAA Ka4yecCTBa
BCNOMOraTe/ibHbIX BELWECTB;

H) AOKYMeEHTaNIbHOE noAaTBepXaeHune (Banmp,au,Mﬂ) AHANINTUYHECKNX METOAMK, WUCNOJib3yembiX npun
OCyLlwecCTB/IEHNN KOHTPOIA KayeCTBa BCMNOMOraTe/ibHbIX BELLECTB;

0) wHbopmauma 06 MCNONb30BaHWM BCMOMOTaTe/IbHbIX BELLECTB Ye/S0BEYECKOr0 UM KMBOTHOMO
MPOMCXOXAEHUSA;

n) ytpatun cuny. - deaepanbHbiii 3akoH oT 02.08.2019 N 297-P3;

p) TpeboBaHMA K KayecTBYy SIeKapCTBEHHOro npenapara 418 BeTepMHapHOro npumeHeHusa (ceptudukar,
cneumdurKaLma Ha IeKapCTBEHHbIM Npenapar n ux obocHoBaHKe);

C) dHaNINTUYECKNE METOANUKN, NCNOIb3yeMble NMPU OCYLLECTBNIEHUN KOHTPO/1A Ka4eCTBa /IEKAPCTBEHHOIO
npenapaTta anAa BeTEPUHAPHOIo NpUMeEHEHUA;

T) AOKYMeHTaNIbHOE noATBep»XAaeHune (Ba!'IMAaLl,MFI) adHaINTUYECKMNX METOAUK, UCNONb3yeMblX Npu
OCyLLECTBNIEHNN KOHTPO/IA Ka4eCTBa /IEKAPCTBEHHOIO NpenapaTta A4N1A BETEPUHAPHOIo NpUMEHEHUA;

y) LOKYMEHT, NOATBEPMKAAIOWMIA KAuecTBO JIEKApCTBEHHOro Mpenaparta Tpex NPOMbIWAEHHbIX Cepuit
(npoTokon aHanusa wau cepTMdMKaAT aHanM3a), o4HA Cepua KOTOPOro AO/KHA CoBnNagaTtb C cepueit
06pasLa NeKkapCcTBEHHOro Npenapara, NoAaHHOIO Ha PerncTpaLmio;

) xapaKTepucTuKa npumecei;

X) nepeyeHb CTaHZAPTHbIX 06pPasLOB, MCMOAb3YEMbIX MPU OCYLLECTBNIEHUM KOHTPOAA KayecTsa
NleKapcTBEeHHOro npenapaTa A1 BETEPUHAPHOro NPUMEHEHNS;

Ll,) AaHHble O cTabunbHOCTU NEKAPCTBEHHOIO nNpenapata 4,14 BETEPUHAPHOIO NPpUMeEHEHUA,

10) Konua AOKYMeHTa, coaepKalero MHGopMaLmio 0 HaMUYUKU UK 06 OTCYTCTBUM GAKTOB PerncTpaLLmm
NleKapcTBEHHOTO NpenapaTa A5 BeTepUHapHOro NpuMeHeHus 3a npegenamm Poccuiickont Pepepauuu;

11) cornacve B nNUCbMeHHOW ¢opme, NPesyCMOTPEHHOE YacTblo 7 HACTOALWLEeM CTaTbM, B C/ayyae
pernctpaunmn BoCNpoM3BeaeHHOro IeKapcTBEHHOrO NpenapaTa;



12) KonMA [OOKYMEHTa Ha PYCCKOM A3blKe, 3aBepeHHOro B YCTaHOBNEHHOM MOpPAAKe U
NOATBEPXKAAlOWEro NPaBOMOYHOCTb 3anABNEHMA O FOCYAapCTBEHHOW PerucTpauumn NeKkapcTBeHHOro
npenapara 418 BeTepnHapHOro NpUMmeHeHnn (40BePeHHOCTb);

13) cBeageHUs 0 rocygapCTBEHHOM perncTpauymm reHHO-MHKeHEepPHO-MOAMULMPOBAHHbIX OPraHN3MOB,
npefHasHayeHHbIX A4/ BbINMyCKa B OKpyKalowyto cpedy (Npu rocyaapcTBEHHOM perncrpauumm
JIeKapCTBEHHbIX NPenapaToB A/A BETEPUHAPHOTO MPUMEHEHMUA, NONYYEHHbIX C MPUMEHEHMEM F€HHO-
NHXXEeHepPHO-MOoANDULMPOBAHHBIX OPraHU3MOB WU COA4EPKALLMX TAKUE OPraHU3MbI).

4. Tpu npoBeAeHMU YCKOPEHHOW npoueaypbl 3KCMEePTU3bl J/IeKapCTBEHHOro npenapaTta  Ana
BETEPUHAPHOrO NPUMEHEHMA B LLEAAX ero rocyapcTBEHHOM PerncTpauymn BMecTo oTyeTa paspaboTumka
0 pesynbTaTax A[OK/JAMHMYECKOrO WCCNef0oBaHWA NEeKapCTBEHHOTO CPeAcTBa AN BeTEePUMHAPHOro
NPMMEHEHUA MOXKeT ObiTb npeacTaBieH 0630p Hay4yHbiXx PaboT o pesynbTaTax AOKAMHWYECKOrO
nccnenoBaHua pedepeHTHOro eKapCTBEHHOMO Npenaparta A/18 BeTEPUHAPHOro NPUMEHEHUs, a BMeCTO
oTyeTa O pesy/bTaTax KAMHWYECKOro MCCAefoBaHUA NIEKapCTBEHHOro npenaparta A4/1A BeTepuMHapHOro
NPMMEHEHMUA OT4YeT O pesyabTaTax WCCNefoBaHWMiA  BUMO3KBMBANIEHTHOCTM  BOCNPOM3BEAEHHOMO
NleKapcTBEHHOTO NpenapaTa ANs BeTEPUHAPHOro NPUMEHeHMS.

5. Ha aKcnepTtusy pasnnyHbIX NeKapcTBeHHbIX GOpM OAHOMO U TOTO e IeKapCTBEHHOro npenapaTa ANA
BETEPUHAPHOIO MPUMEHEHUS 3aABUTENb NPeACTaBAAeT OTAe/lbHble 3aABMEeHUs U perncTpalmoHHble
O0Cbe Ha KaXKayto nekapcTBeHHyto popmy. Mpu ycnoBUK ogHOBPEMEHHOM NoAaun Ha SKCNepTU3y O4HOM
NIeKapCcTBEHHOMW GOpPMbl  C  Pas/IMYHLIMU  O03UMPOBKOM, KOHUEHTpaumen, obbemMom 3asBUTEsb
NpeAcTaBAsfeT OAHO 3afABNEHME M PEruCTPauMOHHOE A0CbE C MPWUIOKEHWEM MaKeTOB MepBUYHOM
YNaKoBKM W BTOPUYHOM YMNakKoBKW. Ha MaKeTax nNepBMYHOM YMNaKOBKM W BTOPUYHOM YMNAKOBKM
YKa3blBalOTCA BCE MPOU3BOANMbBIE A03MPOBKU, KOHLLEHTPAUUKN, 06bEMbI U KOIMYECTBO 403 B YNaKOBKe
JIeKapCTBEHHOro NpenapaTa 4158 BeTePUHAPHOro NPUMeEHeHNs.

6. B cnyyae HenpeacTaB/lieHUA C 3asBAEHWEM O rOCYAapCTBEHHOW PEerucTpauumn NeKkapcTBeHHOro
npenaparta AN BETEPMHAPHOTO NPUMEHEHNA AOKYMEHTOB, NOATBEPKAAIOWMX YNAaTy rocyaapCTBeHHOM
MOLW/MHbI M YKa3aHHbIX B NyHKTE 7 4acTu 2 HACTOALLEN CTaTbM, CBEAEHUN O JINLLEH3UAX, YKa3aHHbIX B
nyHKkTax 1 M 2 yactu 3 HacToAweW CcTaTbW, a TaK¥Ke BblAaBaemblx (NpeaocTaBAsemblix)
YyNO/IHOMOYEHHbIMU  dpesepanbHbIMM OpraHaMyv UCNOAHUTENbHOW BAAacTM [AOKYMEHTOB (cBedeHui),
yKasaHHbIX B NyHKTe 2.1 uactm 3 HacToAwel cTaTbW, YMNOAHOMOYEHHbIM deaepanbHblii opraH
WUCNONHWUTENbHOM  BNAcTM  3anpaliMBaeT  yKasaHHble  [AOKyMeHTbl (cBedeHua) B nopagke
MeXBeJ0MCTBEHHOro MHGOPMaLMOHHOro B3aMMOAenCcTBunA.

7. He ponyckaeTcd WCNONb30BaHME B KOMMEPYECKMX Uenax MWHbopmauuMum o pesyabTaTax
AOK/IMHUYECKMX UCCNeA0BaHNIA NEeKAPCTBEHHbIX CPeACTB U KAMHUYECKUX UCCNeA0BaHUIA NeKapCTBEHHbIX
npenapaTtoB A/ BETEPUHAPHOro NPUMEHEHWs, NpeacTaBAeHHON 3asBUTENEM O/1A rOCyAapCTBEHHOM
pernucTpauum neKkapcTBeHHbIX npenapatosB, 6e3 ero cornacMa B TeyeHMe LWeECTM NeT C  Aathbl
rocyfapcTBEHHOM perucTpaumm pedepeHTHOro ekapcTBeHHOro npenapaTa B Poccuinckoit ®epepaumn.

8. [epkatenb WAM BRajesel, PervcTpaLMOHHONO YZOCTOBEPEHWUA JIEKAPCTBEHHOro npenapaTta Agjs
BETEPMHAPHOro NPUMEHEHMA NPEACTABAAET B YNOJHOMOYEHHbIN PesepasnbHbIi OpraH MCNONHUTENIbHOM
B/JIaCTW OTYET MO pesy/ibTaTaM GpapMaKoHaA30pa OAMH pa3 B LECTb MeCALLEB B TEYEHME ABYX JIET NoC/e
rocyfapCTBEHHOW perncTpaumMy JieKapcTBeHHOro npenapata B Poccuiickoit ®depepaunn, 3atem
€)KEeroZHo B TeYeHue NocieayoLWwmx Tpex JeT U B Aa/ibHeleM OAMH pas B TPU roAa.

Cratbs 18. MNogaya M paccMOTpeHWe 3asB/IEHUS O TOCYZLAPCTBEHHOW PerucTpauun JeKapcTBEHHOro
npenaparta 418 MeAULMHCKOro NpUMeEHEHUA

1. OnAa rocyaapcTBeHHON perucTpaumu IeKapcTBEHHOro npenapaTta Ans MeguUMHCKOro NpUMeHeHUs
IOpPUANYECKOE NNLO, AeiCTBYlOlee B COBCTBEHHbIX MHTEpPEcax MAW YNOAHOMOYEHHOe MpeacTaBAATb
MHTEepecbl APYroro pUAMYECcKoro iMua 1 3aaBAsIOLLEE IEKAPCTBEHHbIM NpenapaT Ha rocy4apCcTBeHHYo



peructpaumio (ganee B HacTosWEN cTaTbe - 3asBUTENb), NpeacTaBAsdeT B YNOJHOMOYEHHbIN
denepanbHbIi OpraH WMCMOJAHUTENIbHON BNACTU, OCYLLECTBAAIOWMIA TOCYAaPCTBEHHYIO PErncTpaumio
JIeKAaPCTBEHHbIX NPENapaToB AN MEeAUUMHCKOTO NPUMEHEHWSA, B 3/IEKTPOHHOM dopme 1 Ha BymarkHom
HoCUTenNe 3aABAEeHUE O roCYAaPCTBEHHON PerncTpaumm NeKapcTBEHHOMO NpenapaTa 4aa MegULLMHCKOTo
NPUMEHEHMA, a TaKXe B MOpPAAKe, YCTAHOBNEHHOM YMNOAHOMOYEHHbIM ¢eaepanbHbIM OpPraHOM
NCNOSIHUTENbHOM BNACTU, B 3NEKTPOHHOM dopme U Ha ByMarKHOM HocuTeNe HEObXoANMble [OKYMEHTbI,
N3 KOTOPbIX POPMUPYETCA PErUCTPALLMOHHOE [0CbE Ha NIEKAPCTBEHHbIN NpenapaTt Ana MeguLMHCKOro
NpUMeHeHMs.

2. B 3asBNeHWM O rOCYAapCTBEHHOM PEerMcTpaumm fekapcTBeHHOro npenapaTta Ana MeaMUMHCKOro
NPMMEHEHWA YKa3blBatOTCA:

1) HaumeHoBaHMWe, afipec 3aaBUTENA U NPON3BOAUTENA IeKAaPCTBEHHOro npenapaTta AN MmeguLMHCKOro
npumeHeHuna, cBeeHns o6 MX perncTpauuu B KauyecTBe HanoronsatefbliMKa B CTpaHe perucrpauunn
(ANA poccUCKMX HOPUAMYECKUX UL - MAEHTUOMKALUMOHHbBIA HoMep HanoronnaTenbwmka (MHH), ans
WMHOCTPaHHbIX HOPUAMYECKUX MWL, - CTPaHa PerucTpaummn, HaMmeHoBaHME PEerncTpUpyoWero opraHa,
perucTpaumnoHHbIi HOMep, Koa, HanoronnatenbliyKka B CTpaHe perncrpauuu (MHKopnopauuun) uam ero
aHanor) 1 aapec mecTa OCyLLEeCTB/AeHMs NPOU3BOACTBA JIeKapCTBEHHOro npenapara (B caydae Haanuus
HECKONIbKUX Y4YaCTHUKOB MNpoluecca ero npou3soAcTBa HeobXoAMMO YKasaTb KaxKAoro y4yacTHMKa B
COOTBETCTBUW C OCYLLECTBAAEMOM CTaamei Npom3BoACTBa);

2) HaMmeHOBaHME JIeKapCTBEHHOro npenapaTta Ans MeAULMHCKOro MpUMeHeHusa (MexkayHapoaHoe
HenaTeHTOBaHHOE, UN FPYNMNUPOBOYHOE, AN XMMUYECKOE U TOProBoe HauMeHOBaHUSA);

3) nepeyeHb AENCTBYIOWMX WM BCMOMOraTe/ibHbIX BELLECTB, BXOAALWMX B COCTaB JIeKapCTBEHHOIO
npenapara gns MeaULMHCKOrO MPUMEHEHMSA, C YKa3aHUEM KOIMYECTBA KarKAoro U3 HuX;

4) neKkapctBeHHasa ¢opma, [A03MPOBKa, CNocobbl BBEAEHUA U MNPUMEHEHUA, CPOK FOAHOCTM
JleKapCTBEHHOro npenapaTa 41a MeguuUMHCKOro NpMMeHeHuns;

5) ¢dapmakoTepaneBTMYECKas rpynna, Kog aHaTOMO-TePaneBTUYECKO-XMMUYECKOW KaaccupuKaLumu,
peKoMeHO0BaHHOM BcemMMpHOW oOpraHusaumeit 34paBOOXPAHEHUA, 3anBAsEMble MOKasaHuA Ans
NPMMEHEHMA IEKaPCTBEHHOrO NpenapaTta 414 MegULUMHCKOro NPpUMEeHeHUs;

6) OTCyTCTBMUE HeO6XOAMMOCTM npeanocrtaB/ieHNA OT4ETa O pPe3y/sibTaTaX KAMHUYECKOro nccnenoBaHusA,
ncecnegoBaHuAa 6103KBMBANEHTHOCTU NNEKApPCTBEHHOrO npenaparta, pa3speweHHoro gna meamunHCKoro
npumeHeHunAa B Poccuiickoi ¢'ep,epau,MM 6bonee ABaauatn neT, C YKkasaHnem HOPMATUBHbLIX MPaBOBbIX
dKTOB, noATBepPXKAaoWnX I,CI,«’:!HHbIl:/'I CPOK NPUMEHEHNA;

7) HeobxoanMMOoCTb 0GOPMAEHUA pa3peLIeHNa Ha BBO3 B Poccuitickyto deaepaLumio KOHKPeTHOW napTum
3aperncTpupoBaHHbIX U (MAK) HE3APErUCTPUPOBAHHBIX NEKAPCTBEHHbIX CPEACTB, NPeAHa3HaYeHHbIX ans
npoBeLeHNUsA 3KCNepTU3bl IEKAPCTBEHHbIX CPEACTB B LeNsAX rocyAapcTBEHHOM permcTpaumm;

8) HeobXxoAMMOCTb NPOBEAEHWMA 3KCMEPTM3bl AOKYMEHTOB, MNPEACTaBAEHHbIX ANS onpeseneHus
BO3MOHOCTM pPacCMaTpuBaTb JIEKAPCTBEHHbIM npenapaTt Aaa MEeAULMHCKOTO MPUMEHEHMA MNpu

ocywiecrBnieHnmn I'OCV,CI,BpCTBEHHOI?I perncrpaunm B Kadecrtee Opd)aHHOI'O NEKapPCTBEHHOrIO Npenapara,;

9) HeObX0AMMOCTb NPUMEHEHWA YCKOPEHHOM NpoLeaypbl 3KCNEPTU3bl NEKAPCTBEHHbIX CPEACTB B LLeNIAX
rocyZ,apCTBEHHOW PerncTpaLmnmn 1eKapcTBeHHOro Npenapara;

10) KONWM AOKYMEHTOB, NOATBEPKAAIOLWMX YNAATY rOCYAaPCTBEHHON NOLW/IMHbI:



a) 3a npoBedeHMEe 3KCMepTU3bl AOKYMEHTOB, MNPEeACTaB/EHHbIX ANA OnpeaeseHUs BO3MOMKHOCTU
paccMmaTpuBaTh JIeKApCTBEHHbIM npenapaT A48 MeAMUMHCKOro MNPUMEHEHUA MpPU  OCYLLeCTBAeHUN
rocyAapCTBeHHOM perncTpaunn B Kayectse opdpaHHOro NekapcTBEHHOMO Npenapara;

6) 3a npoBeAeHME 3KCMepTM3bl KayecTBa JIEKAPCTBEHHOINO CPeACTBAa M 3KCNepTU3bl OTHOLLIEHUS
0XMA3aeMOWN MO/b3bl K BO3MOXXHOMY PUCKY NMPUMEHEHUA IEKAapPCTBEHHOrO npenapara, paspelleHHoro
AN MeJULMHCKOTo npumeHeHunsa B Poccuiickot ®epepaumm 6onee aABaauatv feT, Npu ocyLecTBAeHUN
rocyaapcTBeHHOWN PerucTpaLmm NekapcTBeHHOro npenapara;

B) 3a MpoOBeAEeHME 3KCMepTM3bl KauyecTBa J/IeKapCTBEHHOrO CPEeACTBA WM 3KCMEepPTM3bl OTHOLLEHUN
0XMOAeMON MOoMb3bl K BO3MOMXHOMY PUCKY MNPUMEHEHUsA JileKapCTBeHHOro npenapaTta ANA
MeANLNHCKOTO NPUMEHEHUA MPU ero rocyAapcTBeHHON pernctTpaumm;

I') 3a nposegeHWe 3SKCNepTu3dbl KayecCTBa J/1IEKAPCTBEHHOIO CpeacrtBa WU 3KCNEPTU3bl OTHOWEHUA
OH(MABEMOﬁ nonb3bl K BO3MOXHOMY PUCKY NPUMEHEHUA NEKAPCTBEHHOINoO npenapata 44
MeanUNHCKOTo npumeHeHunA, B OTHOWEHUKM KOTOPOro nposeaeHbl mexayHapoaHble MHOIoOUeHTpPOBbIE
KIMHN4YeCKne wunccnenoBaHnA, 4Yactb M3 KOTOPbIX NpoBedeHA B Poccuitckoi dJe,u,epau,MM, npu
ocywiecrtBneHnmn FOCVﬂ,apCTBEHHOﬁ perncTtpaumnmn nekapCrBeHHOro npenapara;

11) HanuuMe cornacus NPOM3BOAUTENA JIeKapCTBEHHOro npenapaTta, MPOM3BOACTBO KOTOPOro
ocyuwiectenserca 3a npegenamm Poccuiickoit ®depepaumn, Ha MpoBeAeHME WHCMEKTUPOBaHMA
NpPoOM3BOAMUTENA HA COOTBETCTBME TPebOoBaHNAM NPaBUA Haa exallein NPon3BoACTBEHHON NPaKTUKK;

12) Hannume cornacua, NpeayCMOTPEHHOTO YacTbio 18 HacToAlel cTaTby;

13) yKasaHue BMAa NEKapCTBEHHOro npenapaTa, NPeACTaB/lIeHHOro Ha perucrpaunio (pedepeHTHbIN
JIEKAPCTBEHHbIN  MnpenapaTt, BOCNPOMU3BEAEHHbIA JIEKAPCTBEHHbIM  npenapaT, buosornyeckui
NleKapcTBeHHbIA npenapaT, buoaHanorosbiii (6MONOAOBHbLIN) NeKapcTBeHHbIM npenapaT (6uMoaHanor),
roMmeonaTM4yecKkunii IeKapcTBeHHbIM Npenapar, IeKapCTBEHHbIN pacTUTENbHbINA Npenapar).

3. PerncrtpaunoHHoe pocbe Ha HEKapCTBEHHbIVI npenapat Aana MeguumnHCKoro npumeHeHuAa
npenocTaBaAETCA B d)opme O6UJ,€FO TEXHNUYECKOIo AOKYMEHTAa.

4. Pasgen AOKYMeHTaumMn aAMMHUCTPATUBHOIO XapaKTepa BKAOYaAeT B cebs:

1) 3asBneHMe O rocyAapCTBEHHON PErucTpauumn NeKapCTBEHHOro npenapata Ans MeaMUMHCKOro
NPUMEHEHWA B 3/IEKTPOHHOM PpopMe M Ha BymarkKHOM HocUTeNe;

2) KOMWIO AOKYMEHTa Ha PYCCKOM A3blKe, 3aBEPEHHOr0 B YCTaHOB/NIEHHOM MOPAAKE M NOATBEPXKAAI0LWEro
NPaBOMOYHOCTb 3aABUTENA MNOAaBaTb 3aABNEeHME O rOCYAapCTBEHHOM PerMcTpaumm NeKapcTBEHHOro
npenapara gns MeauLUMHCKOro NpUMEeHeHUs (40BEPEHHOCTD);

3) cBegeHMsa O AaTte NPeAoOCTaB/EHUMA W PErucTpauyMoHHOM HOMEPEe JIMLEH3UW Ha MPOU3BOACTBO
NeKapcTBEHHbIX CPeACTB WM CcBeAeHWUA O AaTe npefoCTaBAeHMs W PermcTpauyoHHOM Homepe
3aKNIOYEHUA O COOTBETCTBMM MPOM3BOAMTENA IEKAPCTBEHHbIX CpeacTB8 TpeboBaHMAM npaBun
HaZnesKallei npou3BOACTBEHHOW MNPaKTUKK, BblAAHHBLIX (MpPefocTaBNAeHHbIX) YNOAHOMOYEHHbIM
depepanbHbiM OPraHOM WCMONHUTENbHOM BNACTU B OTHOLIEHUW MNPOU3BOACTBEHHOM NJOLWAAKU
PerucTpMpyeMoro neKapcTBEHHOro mnpenapaTta, B C/y4ae, e€CAUM MNPOU3BOACTBO /1IEKAPCTBEHHOTO
npenapara ocywecTsaseTcs B Poccuiickoit depepaumy;

4) Konuto I'Ipep,OCTaB}'IEHHOﬁ YNO/THOMOYEHHbIM OpPraHOM CTpaHbl npoussoauTena NNUEH3UN Ha
npon3BoACTBO J1IEKAPCTBEHHOIO nMNpenapata U ee nepesos Ha pyCCKMl\;I A3blK, 3aBepeHHble B
YCTAaHOB/IEHHOM NMopAAKe, a TakXKe KONUKo 3aK/1lD4eHNA O COOTBETCTBUU NMPOU3BOANTENA NEKAPCTBEHHDbIX
cpeAacts Tpe6OBaHMFIM npasun Ha,a,nemam,eﬁ I'IpOM3BOACTBEHHOﬁ NPaKTUKK, BblAaHHOIo



YNONHOMOYEHHbIM peaepanbHbIM OPraHOM UCNOAHUTENLHOW B/1aCTM B OTHOLLIEHMU NPOU3BOACTBEHHOM
NAOLWAAKN PErUCTPUPYEMOrO /IeKapCTBEHHOrO Mpenaparta, WAW KOMUIO pelleHuA YNOoJAHOMOYEHHOro
desepanbHOro opraHa MCMNONHUTENIbHOM BNAcTU O MNPOBEAEHUMM WHCNEKTUPOBAHUA NPOU3BOAUTENS
JNIEKAPCTBEHHbIX CPEACTB, B C/ly4Yae, eciu NPon3BOACTBO JIEKAPCTBEHHOIO NpenapaTta oCcyLWecTBAAeTCs 3a
npeaenamu Poccuiickoin Peagepaumnu;

5) NpoeKT MHCTPYKUMU MO MEAULMHCKOMY MPUMEHEHWUIO NIEKAapPCTBEHHOrO npenapaTta, CoAeprKallen
cneayrowpe cBeAeHus:

a) HaumeHoBaHMWE NIeKapCTBEHHOro npenapaTta (MmesKAyHapoaHOe  HenmaTeHTOBaHHOe, WK
rpynnMpoBOYHOE, NN XMMUYECKOEe N TOProBoe HauMeHOoBaHuA);

6) nekapctBeHHas ¢opma C yKasaHMEM HAMMEHOBAHWM U KONMYECTBEHHOIO COCTaBa AEMCTBYHOLLMX
BELLECTB M KaYeCTBEHHOIO COCTaBa BCMNOMOrATE/IbHbIX BELLECTB (NPU HEOBXOAMMOCTM KOIMYECTBEHHOTIO
COCTaBa BCMOMOTaTe/IbHbIX BELLECTB);

B) ONUCaHMe BHELWHEro BUAA JIEKapCTBEHHOMO NpenapaTta 414 MeAULNHCKOTO NPUMEHEHUS;

r) dUsmMKo-xMuMmnyeckmne ceomncTaa (419 pagrmodapmaLeBTUHECKUX JIEKAPCTBEHHbIX MPEnapaTos);

) bapmaKoTepaneBTUYECKan rpynna, Kog eKapCcTBEHHOIO npenapaTa g8 MeguUMHCKOro NpUMeHeHus
No  aHaTOMO-TEPANeBTUYECKO-XMMMYECKOW  KnaccuduKaumn,  PeKoOMeHAOBAHHOM  BceMupHo

OopraHM3aumnen 34paBoOOXPaHEHMA, UKW YKa3aHUeE "'ToMeonaTUYeCKNiA 1IeKapCTBEHHbIV Npenapart";

e) papmakoamMHamuKa U PapMaKkoOKMHETUKA (3a UcKAoueHMeM GapMaKOKMHETUKU romeonaTUyecKkmx
JIeKapCTBEHHbIX NPenapaToB U PaCTUTE/NbHBIX 1IEKAPCTBEHHbIX NPEnapaTos);

) NoOKasaHuA ANA NPUMEHEHUS;

3) NPOTMBOMNOKAa3aHUA /1A NPUMEHEHUS;

1) Mmepbl NPeAO0CTOPOKHOCTM NPU NPUMEHEHWMY;

K) YKasaHMe BO3MOMHOCTM M OCOBEHHOCTEM MPUMEHEHMS JIeKapCTBEHHOro npenapaTta Ans
MEAMLMHCKOrO MPUMEHEHUA 6epeMeHHbIMU  KEHLMHAMW, JKEeHWMHaMW B Nepuos rpyaHoro
BCKapMAUBAHMWA, OETbMM, B3POC/bIMU, UMEIOLMMU XPOHMYECKMe 3aboneBaHus;

N) peXxum A03MPOBaHMUA, CNocobbl BBEAEHMA W NPUMEHEHWA, NPU HEoBXOAMMOCTM Bpems npuema
NleKapcTBEHHOro npenapaTta An1a MegUUMHCKOro NPUMMEHEHUA, NPOAO/IKUTENBHOCTL SIeYeHUs, B TOM

yucne y ageten Ao M nociae oAHOro roaa;

M) BO3MOMKHble He)enaTesibHble pPeakuun npu MNPUMEHEHUU JfIeKapCTBEHHOro npenapaTta  Ans
MeAMLMHCKOro NPUMEHEHUS;

H) CUMNTOMBI NEPeLO3NPOBKM, MEPbI MO OKAa3aHMI0 MOMOLLM NPU NEPeLO3NPOBKE;
0) B3aMMOZAEeNCTBUE C APYTMMUN IEKAPCTBEHHBIMU NpenapaTamum v (Maun) NULLEBLIMU NPOLYKTAMMU;
n) GOpMbI BbIMYCKa IEKAPCTBEHHOIO NpenapaTa;

p) yKkasaHue (npu HeobxoaMMOCTM) OCOBEeHHOCTeN [AeNCTBMA JIeKapCTBEHHOro npenapata  Ans
MeAMLMHCKOro MPUMEHEHUA NPU NePBOM NPUEME UAW NPU ero OTMEHE;



c) onucaHue (npu HeobxoammocTu) AencTBuit Bpada (dbenbawepa) n (M) naumeHTa Npu Nponycke
nprMema 04HOM UM HECKO/IbKUX 403 SIeKapCTBEHHOro npenapaTa AN MeauUMHCKOro NpUMeHeHus;

T) BO3MOKHOE B/IUAHWE SIEKAPCTBEHHOrO MNpenaparta gas MeauLMHCKOro NpuMeHeHMs Ha CrnocobHOCTb
yNpaBAsaTb TPAHCNOPTHLIMWU CPeaCcTBAMM, MEXaHU3MaMU;

Y) CPOK rogHOCTM U yKasaHMe Ha 3anpeT NPMMeHeHMA NeKapCTBEHHOro npenapaTa 418 MeauuUMHCKOro
NPUMEHEHMA MO UCTEYEHUMN CPOKA MOLAHOCTY;

) ycnosusa xpaHeHus;

X) YKa3aHue Ha H606X0,£I,VIMOCTb XPaHEeHWMA NeKapCTBEHHOTO Npenaparta Ana megnumnHCKoro npumeHeHuAa
B MeCTaX, HeAOCTYNHbIX OANA AETeﬁ,‘

LI,) YKa3aHue (an H606XO,£I,VIMOCTM) cneunanbHbIX Mep npeaoCTOPOXKHOCTU NMPU  YHUUTOXKEHUU
HENCNO/Ib30BAHHbIX /IEKAPCTBEHHbIX NpPenapaTtosB 414 MeAULMUHCKOTO NPUMEHEHNUA;

4) ycnoBuA OTNycKa;

W) HaMMeHOBaHMA W ajdpeca MNPOU3BOACTBEHHbLIX MAOWAA0K NPOM3BOAUTENA JIeKAPCTBEHHOrO
npenapara;

ll) HauMmeHOBaHWe, aApec opraHuM3auMu, YMNOJHOMOYEHHOW JepiKaTenem WAM  Bnafesiblem
PerncTpaunoHHOro YAOCTOBEPEHUA SIeKapCTBEHHOro npenaparta Ana MeAUUMHCKOro MpuMMeHeHMs Ha
NMPUHATUE NPeTeH3n oT notTpeburtens;

6) MHCTPYKUMIO NO MEAMUMHCKOMY MPUMEHEHUIO WM KPaTKYI0 XapaKTePUCTUKY JIeKapCTBEHHOro
npenapara, yTBEpPKAEHHbIE B CTPaHE NPOU3BOAUTENSA;

7) NPOEKTbl MaKeToB MEepPBMYHOM YMaKOBKM M BTOPUYHOM YNaKOBKM JIEKapCTBEHHOro npenaparta ans
MeANLNHCKOro NPUMEHEHUSA;

8) NPOEeKT HOPMaTMBHOM AOKYMEHTALMM UAN HOPMATUBHOIO AOKYMEHTA Ha JIEKapCTBEHHbIM npenapat
ANA MegUUMHCKOro NpumMeHeHus Mbo yKasaHue COOTBETCTBYHOWEN papMaKonenHol cTaTby;

9) AOKYMEHT, cogepiKalmili MHOOPMALMIO O Hannumm uam o6 oTcyTCTBUM (aKTOB perucrpauumn
NleKapcTBEHHOTO NpenapaTa A8 MeanUMHCKOro NpUMeHeHna 3a npegenamm Poccuitickoit depepaumy;

10) KonuW [OKYMEHTOB, 3aBEPEHHbIX B YCTAHOBJEHHOM MOPAAKE WM MNOATBEPKAAOWMX GaKT
perncTpauum NeKkapcTBEHHOro npenapaTa B WMHOCTPaHHbIX rOCYAapcTBax B KayecTBe opdaHHOro
NeKapCTBEHHOrO Npenapara;

11) nnaH ynpaBaeHMA PUCKaMKU 419 BUONOTMYECKUX IEKAPCTBEHHbIX NPenapaTtoB ANs MeguLMHCKOro
NpUMeHeHus;

12) poKymeHT o0 cucteme GapMaKoHaZ30pa JAepsKaTens WAW  BAajeNbla  PerncTpaumoHHOro
YAO0CTOBEPEHUS IeKapCTBEHHOTO NpenapaTa;

13) AOKYMEHT, NOATBEPKAAIOWMIN KAYecTBO JIEKAaPCTBEHHOMO MpenapaTta Tpex MPOMbILWIEHHbIX Cepuii
(npoTokon aHanusa naM cepTMdMKaT aHanM3a), 04Ha Cepusa KOTOPOro AO/KHA COBMagaTth C cepuei
obpasua /NeKkapcTBEHHOro npenapaTa A48 MeAMUMHCKOrO MNPUMMEHEHUA, NPeACTaB/leHHOro Ha
rocyAapCTBEHHYIO PErncTpaumio.



5. Pasgen xumuyeckol, dapmaleBTUYECKON U OUONOrMYEecKOM [AOKYMEHTauuu BKAOYaeT B cebs
OOKYMEHTbI, cogeprKawme uHbopmaumnio o ¢apmaLeBTUYeCKon cybcTaHUMM U IeKapCTBEHHOM
npenapate Aaa MeAMLUMHCKOrO NPMMEHEHUA, NpoLecce ero NpousBOACTBA M METOAAX KOHTPOAA
KauyecTBa, B TOM Ynche:

1) Konuio JOKYMEHTa, COAEPKALLEro caeaytowyto MHbopMaLumio o dapmaLeBTUYECKOW CybCcTaHUUn um
dapmaLeBTMUECKUX CyBCTaHUMAX, BXOAAWMX B COCTaB JIEKAPCTBEHHOTO MpernapaTa, 3a MCKAYEHUEM
nHbopmauum o dapmaueBTUYECKMX CYOCTAaHUMAX, BKAKOYEHHbIX B FOCYAAPCTBEHHbIN  peecTp
JIeKapCTBEHHbIX CPeACTB B COOTBETCTBMM CO cTaTbel 34 HacToAwero PefepanbHOro 3aKOHa:

a) HaumeHoBaHMe dpapmaLEeBTUYECKON cybCTaHUMM, ee CTPYKTypa, obLime CBOMCTBa;

6) HaumeHoBaHMe U aapec NPOM3BOAUTENS;

B) TEXHONOIMMA NPpons3BoacTtBa C ONNCaHMEM CTa,ﬂ,MVI npon3soacTtBa U METOA0B KOHTPO1A HA BCeEX CTaANAX
npon3soAacTBa;

r) onucaHue pa3paboTKm npouecca NPON3BOACTBA;

A) onncaHne KOHTPONA KPUTUYECKMX CTaauiA NPON3BOACTBA U NPOMENKYTOYHOM NPOAYKLMY;
e) AOKyMeHTaNnbHOEe NoATeepKaeHue (Banuaauma) npoLeccos u (UAK) UX OLEHKa;

) CBOMCTBA U CTPYKTYypa AeNCTBYIOLLMX BELLECTB;

3) XapaKTepucTMKa npumecei;

n) cneuymdmrKaums Ha papmaleBTUYECKYHO CybCTaHLMIO U ee 060CHOBAHWE;

K) aHa/uTUYecKMe  METOAMKW,  WUCMOJib3yemMble MPU  OCYLLECTB/IEHUM  KOHTPOIA  KayecTsa
dapmaLeBTMUYECKON cybCcTaHUNU;

J'I) AOKYMeHTaZlbHOE noAaTBepXaeHune (Ba}'IMAaLI,MFI) dHA/INTUYECKNX METOAUK, WUCNOJIb3yemMbiX npun
OCyLWeCTB/IEHNN KOHTPONA Ka4YeCTBa (bapMaLl,E'BTMLIECKOﬁ Cy6CTaHLI,MM;

M) pe3ynbTaTbl aHaAM3a cepuin GapmaLeBTUYECKOM cybCcTaHLuuy;

H) nepevyeHb CTaHAAPTHbIX o6pa3u,03 MWan BELWECTB, MUCNOJZIb3yeMbiX MpPU OCyLLEeCTBNEHUN KOHTPOA
Ka4ecCTBa;

0) onMcaHue xapaKTePUCTUK M CBOMCTB YNAKOBOYHbIX MaTEPUANIOB U YKYMOPOUHbIX CPeaCTB;

n) AaHHble 0 cTabunbHOCTU hapMaLLEBTUYECKON CybCTaHUMWY;

p) CPOK rogHoCTH;

1.1) B oTHOWweHUN dapmaLeBTUYECKUX cybCTaHLMM, BXOAAWMX B COCTAB IeKapCTBEHHOro npenapara u
BK/IIOYEHHbIX B TFOCYAapCTBEHHbIN pPeecTp /IeKapCTBEHHbIX CPeACTB B COOTBETCTBMM CO CTaTbel 34
HacToAwero ®eaepanbHOro 3aKoHa, - KONWUA AOKYMEHTa, COAePKallero caeayoLwyo MHopmaumio:

a) HaMmeHoBaHWe dapMaLLeBTUYECKON CybCTaHUMK, ee CTPYKTYpa, obLuime CBOMCTBA;

6) HauMeHOBaHWe N aapec NPOU3BOAMUTENS;



B) pe3ynbTaTbl aHaAU3a cepuin papmaLeBTMYecKomn cybcTaHumnu;
r) cpoK rogHoCTH;

2) DOKYMEHT, codeprKallnii cneaylolme cBeAeHUA O JieKapCTBEHHOM npenaparte Ana MeauLMHCKOro
npUMeHeHuA:

a) onucaHue 1 CocTaB NeKapCTBEHHOMO npenapaTa 419 MeANLUHCKOTO NPUMEHEHNS;

6) onucaHue papmaueBTUUYECKO pa3paboTkn (0bocHOBaHMe BbibOpa COCTaBa, MEPBUYHOM YMaKOBKU U
WHOrO0);

B) TEXHONOINMA NPpon3BoacTtBa C ONNCaHNEM CTa,ﬂ,MVI npon3soAacTBa U METOA0B KOHTPOIA Ha BCEX CTaAUAX
npon3soAacTBa;

r) onucaHne KOHTPOASA KPUTUYECKMX CTaAMiA NpoLecca NPOoM3BOACTBA U NPOMENKYTOUYHOMN NPOAYKLNN;

[l) HaUMeHOBaHMEe M afApec MecTa OCYLEeCTB/NeHUA MNPOW3BO/ACTBA JIEKAPCTBEHHOro npenaparta Ans
MEAMLMHCKOrO NpUMeHeHna (B caydae Ha/MumMAa HECKO/IbKUX YYaCTHMKOB npouecca MNpou3BOACTBa
HeoBXOAMMO YKa3aTb KaxKAoro U3 Hux);

e) bapmaleBTMYecKkan COBMECTMMOCTb;

) MMKPOBUNONOTMUYECKME XapaKTEPUCTUKN;

3) MatepuanbHbIii 6anaHc 414 NPOM3BOACTBA CEPUM FOTOBOMO NPOAYKTa;

1) onMcaHue XxapaKTepUCTMK N CBOMCTB YNaKOBOYHbIX MaTePUaNoB U YKYNOPOUHbIX CPeacCTB;

K) IOKYMeHTaIbHOE NOATBEPKAEHME (BanaaLma) NPoLLeccoB NPOM3BOACTBA U (MK) UX OLLEHKa;

n) TpeboBaHMA K KauyecTBy BCMOMOraTeNlbHbIX BellecTB (cepTuduKat, cneumduKauma Ha
BCMOMOraTebHble BelecTsa 1 ux obocHoBaHMe);

M) aHaINTU4eCKne MEeToAnKN, ncnonb3lyemble npu ocyuwecrtsieHnmn KOHTpONA Ka4yecTBa
BCNOMOraTe/ibHbIX BELWECTB;

H) AOKYMEHTaNbHOE noAaTBepXaeHune (Ba!'IMAaLI,MFI) AHAINTUYECKNX METOAMK, WUCNOJib3yembiX npun
OCyLLEeCTB/IEHNN KOHTPO/IA Ka4eCTBa BCMOMOTIaTe/IbHbIX BELWECTB,

O) VIH¢OpMaLI,MF| 06 MCnonb30BaHUM BCMOMOraTesIbHbIX BeuleCts 4enoBeyeCKkoro u XMUBOTHOTO
NPOUCXOXKAEHUA,

I'I) MH¢OpMaLI,VIFI 06 Mcnonb30BaHMM HOBbIX BCIOMOraTe/IbHbIX BellecTs;

p) TpeboBaHMA K KayecTBy NE€KAapCTBEHHOIO Npenapata Ans MeaUuUMHCKOTro NpUmeHeHus (cepTudukar,
cneunduKauma Ha NEKAPCTBEHHbIM NpenapaT U ux o06ocHoBaHuWe);

C) dHaNINTUYECKNE METOANUKN, UCNONIb3yeMble MNMPU OCYyLLECTBNIEHUN KOHTPO/1A Ka4yeCTBa /IEKAPCTBEHHOIO
npenaparta ana meanumnHCKoro npunmeHeHua,

T) AOKYMeHTa/ZIbHOE noATBepXXaeHune (Banmp,au,m) dHA/MNTUYECKNX METOAUNK, UNCNOSIb3yeMbIX MNMpwU
OCyLWLEeCTB/IEHNN KOHTPO/IA Ka4e€CTBa /IEKAapPCTBEHHOIO Npenapata 414 MeaAnUNHCKOIro NnpuMeHeHUA;



y) pe3ynbTaTbl aHaNN30B CEPUIA JIEKAPCTBEHHOTO Npenaparta 418 MeAUUMHCKOro NPUMeHeHUs;
) XxapaKkTepucTnKa npumeceit;

X) nepeyeHb CTaHAAPTHbIX 06pPa3’LOB, WMCMOMb3YEMbIX MPU OCYLLECTBAEHUN KOHTPOAA KayecTsa
JIeKapCTBEHHOro npenapara A8 MeAuLUMHCKOro NPUMEHEHUS;

L) AaHHble 0 CTabMNbHOCTM SIeKaPCTBEHHOrO Npenapara A48 MegUUMHCKOro NPUMEHeH!s.

6. Pasgen ¢apmaKonorMyeckon, TOKCMKOOTMYECKOM AOKYyMEeHTaumu BKAoYaeT B cebs oTyeTbl O
pesynbTaTtax [AOKAMHUYECKMX WCCNeAOBAHWI  /IEKAapCTBEHHOTO CpeactBa  ANs  MeAULMHCKOro
NPUMEHEHUA, B TOM YNC/E:

1) oT4eT 0 papmaKkoAMHAMUUYECKUX NCCNef0BaHNAX;
2) otyeT 0 hapMaKOKMHETUYECKUX UCCNeA0BaHUAX;
3) oTYeT O TOKCMKOIOTUYECKUX UCCNel0BaHUSX.

7. Pa3gen KAMHMYECKOM [OOKyMeHTauuu BKAOYaeT B ceba oTyeTbl O pesynbTaTax KAMHUYECKUX
nccneoBaHNM NeKapcTBEHHOTO npenapaTa 4/18 MeAULUHCKOTo NPUMEHEHUS, B TOM YUC/e:

1) otyetbl 06 wuccnesoBaHUAX HOBUOAOCTYNHOCTM W BUO3KBUBANEHTHOCTU, WCCNEA0BaHUAX,
YCTaHAB/INBAIOLWMX KOPPENALMIO Pe3Y/IbTaTOB, NOJIYHYEHHbIX B YCNOBMAX in vitro u in vivo;

2) oTyeTbl 0 GapPMaKOKUHETUYECKUX UCCNeA0BaHUSAX;

3) oTueTbl 0 papMaKOANHAMUYECKUX UCCAEA0BaHUSAX;

4) O0T4YETbI O KIMHUYECKUX UccneaoBaHUAX 3pdeKTUBHOCTU 1 6e30nacHoCTy;
5) oTueT 0 nocTperncTpaLnoHHOM onbiTe MPUMEHeHUA (MpU Haanumum).

8. TpeboBaHMA K 06beMy MHPOPMaLMK, NPeaoCTaBAAEMON B COCTaBe PErmcTpaunoHHOro Aocbe, AnA
OTAEeNbHbIX BWAOB NEKAPCTBEHHbIX MPenapaToB ANA MeAMUMHCKOrO MPUMEHEHUs YCTaHaB/AMBaloTCA
YNOAHOMOYEHHbIM peaepanbHbIM OPraHOM UCMOIHUTEIbHOM BAACTM.

9. B OTHOWEHUN NEeKapCTBEHHbIX MPEenapaTos, Pa3s’peLlleHHbIX ANS MeUUMHCKOro MNPUMEHeHUs B
Poccuiickolt depepauun 6onee ABafLaTU NET U B OTHOLIEHWM KOTOPbIX HEBO3MOMKHO NpPoOBeAeHue
nuccnefoBaHWii  MX  BUMOIKBMBANEHTHOCTM (33 MCKAOYEHMEM  BMONOrMYECKUX  /IeKapCTBEHHbIX
npenapaToB), LOMYCKAeTCA BK/OYEHME B COCTaB pasgena GapmMaKkosormyeckoi, TOKCUKOIOMMYEeCKoM
OOKYMEHTaUUW U pasgena KAMHUYECKOW AOKYMEHTauuu BMEeCTO oTyeTa pa3paboTyvMKa o pesyibTaTax
COBCTBEHHbIX AOKAMHUYECKUX MCCNEL0BAaHUIN NIeKapPCTBEHHbIX CPEACTB M KAMHUYECKMX UCCAef0BaHUiA
NeKapCTBEHHbIX NPenapaToB Ans MeAUUMHCKOro NpuMmMmeHeHna ob63opa HayyHbIX paboT o pesyabTaTax
OOK/IMHUYECKUX WUCCNEAO0BaHUA NEKAapPCTBEHHbIX CPEACTB M KAMHWYECKMX WCCAefoBaHMI  AaHHbIX
NleKapCTBEHHbIX MPenapaTos, B TOM YMC/e BK/IOYAA ONbIT MX NOCTPErncTpaLMoHHOIO NpUMeEHEHWs.

10. Mpu rocyZapCTBEHHOW pPerncTpaunm BOCMPOU3BELEHHbIX JIEKAPCTBEHHbIX MpernapaTtoB ANs
MeAMLMHCKOrO MNPUMMEHEHMA [OMNyCKaeTcAs BK/OYEHWE B COCTAaB pasgena  ($apMaKo/IorMyeckon,
TOKCUKONOrMYECKOW AOKYMEHTauMM W pasgena  KAMHWMYECKOW AOKYMEHTauuMuM BMecTO OT4yeTa
paspaboTunKka O pesynbTaTax COBCTBEHHbIX AOKAMHUYECKMX MCCNeOO0BaHMI NEKapCTBEHHbLIX CPEACTB
0630pa Hay4HbIXx paboT 0 pe3ynbTaTax AOKJAMHUYECKMX UCCefoBaHUI pedepeHTHOro NeKapCcTBEHHOMO
npenapaTta W NpeAcTaBieHne BMECTO KAMHUYECKUX UcCaeaoBaHuiA B NOAHOM ob6beme, YCTaHOBAEHHOM
pasAenom KAMHWYECKOW AOKYMEeHTauuu, oTyeTa O pesynbTaTax UccaefoBaHWii BUO3KBUBANEHTHOCTM



BOCMPOU3BEAEHHOrO /IeKapCTBEHHOrO MnpenapaTta AaAa MeAWUMHCKOro npumeHeHua. He Tpebyetcs
npeactasfneHWe oOT4eTa O pe3ynbTaTax WCCAefoBaHMIA BGMO3KBMBANIEHTHOCTM BOCNPOM3BEAEHHOTO
NleKapcTBEHHOro  npenapata  ANA  MeAMUMHCKOTO  MPUMEHEHMs,  ecan  PerncTpupyroTca
BOCMPOU3BEAEHHbIE /IeKapCTBEHHbIE NpenapaTbl 418 MeAULMHCKOrO MPUMEHEHUA, KOTOpbIE:

1) npegHasHayeHbl AN MapeHTepasibHOro (MOAKOXHOrO, BHYTPUMbIWEYHOrO, BHYTPMBEHHOTO,
BHYTPWUIIA3HOrO,  BHYTPUMONOCTHOIO,  BHYTPUCYCTAaBHOrO, BHYTPMKOPOHApPHOro) BBEAEHUS U
npeacTasnaoT coboi BogHble PacTBOpPbI;

2) npeacTaBAAOT cobol pacTBOpPbI 418 NepopasbHOro NPUMEHeHUS;
3) npounsBeaeHbl B popme NOPOLLIKOB UAU NMODUNN3ATOB AN1A NPUrOTOBIEHMA PAacTBOPOB;
4) ABNAKOTCA rasamu;

5) ABNAKOTCA YWHbIMUA WU TNa3HbIMU NEKAPCTBEHHbIMU Npenapatamu, npousseaeHHbiMnN B d)OpME
BOAHbIX PaCTBOPOB,

6) npeaHasHa4yeHbl 4Nn1A MECTHOToO NPUMEHEHNA N NPUTOTOBJ/IEHDbI B d)opme BOAHbIX PaCTBOPOB,

7) npeacTaBnAlOT cobOl BOAHble PacTBOPbI ANA MUCMO/b30BaHUA B GOpPME UHranfAumii ¢ NOMOLLbIO
Hebynansepa Uan B Ka4ecTBe Ha3asbHbIX CPEeeB, NPUMEHSEMbIX C MOMOLLbIO CXOAHbIX YCTPOMCTB.

11. Ons cnyyaes, yKasaHHbIX B NyHKTax 1 - 3, 5 - 7 yactn 10 HacToAWelN CTaTbM, BOCNPOU3BELEHHbIN
JNIEKAPCTBEHHbIN npenapat Aas MeAMUMHCKOrO MNPUMEHEHMA [OJ/DKEH COAEep)KaTb TaKkue e
BCMOMOraTe/ibHble BELLeCTBA B TAaKUX XKe KOMMYECTBaX, Kak U pedepeHTHbIN NeKapcTBEHHbIN npenapar.
Ecnn  coctaBbl BCMOMOraTesibHbIX BELWLECTB  Pas3/IMYAlOTCA, 3aABUTENb  AOJIKEeH NpeacTaBUTb
[OKasaTeNbCTBa TOr0, YTO UCMOJ/b3yeMble B AAHHbIX KOHLEHTPaALMAX BCMOMOraTe/ibHble BELLECTBA He
BAMAIOT Ha 6e3onacHoCcTb U (Man) 3ddeKTUBHOCTL NEeKapCTBEHHOro npenaparta Aas MeauLMHCKOro
npumeHeHusa. B cnyyae, ecnm 3aABUTE/Ib HE MOXKET MPeacTaBUTb TakKMe AoKasaTenbcTBa U (Man) He
MMeEeT AO0CTyNa K COOTBETCTBYIOLWMM AaHHbIM, OH AO0/KEH MPOBECTM COOTBETCTBYHOLIME UCC/eA0BaHNS
AN A0Kas3aTeNbCTBa OTCYTCTBUA BAMAHUA PasHbIX BCMOMOraTesibHbIX BELLECTB MAM BCMOMOraTeNbHbIX
YCTPOMCTB Ha 6e3onacHocTb U (Mnn) abHeKTUBHOCTL NIEKAPCTBEHHOro npenapaTta Ana MeauLMHCKOro
NPUMEHEHNA B COOTBETCTBUM C aKTaMM, COCTaBAAOWMMM NpaBo EBpa3miickoro skKOHOMMYECKOro cotosa.

12. Mpu rocyaapcTBEHHOW perncTpaummM KombuHauuii paHee 3aperMcTPUpPOBaHHbLIX NEKAPCTBEHHbIX
npenapaTtoB Ana MeAMUMHCKOrO MPUMEHEHMA [OMNYyCKaeTcA BK/OYEHWE B COCTaB  pasgena
$apMaKoIorMyeckol, TOKCMKONOMMYECKOW [OOKYMEHTauMM W pasgena KAMHUYECKOW LO0KYMEeHTauuu
BMECTO OT4yeTa pa3paboTinmKka O pesynbTaTax COBCTBEHHbIX AOK/JAMHUYECKUX WUCCAef0BaHMUMA
NeKapcTBEHHbIX CPeAcTB 0630pa Hay4yHbIX pPaboT O pesynbTaTax AOKAMHUYECKMX WCCen0BaHMUM
pedepeHTHbIX IEKAPCTBEHHbIX MNPENapaToB, BXOAAWMX B COCTaB KOMOWHAUWMWM  JIEKAPCTBEHHBbIX
npenapaTos, U 06 OTCYTCTBMU UX B3aMMOLENCTBUA B OAHON IeKapcTBEHHOMN popme.

13. Ha aKcnepTuay pas/ivuHbIX N€KapCTBEHHbIX GOPM OLHOTO M TOTO Ke JIeKapCTBEHHOro Npenapara 48
MeAMLMHCKOrO MPUMEHEHUA 3anaBMTE/b MPEeACTaBAAeT OTAEe/bHble 3afABNEHUA W PerncTpaumoHHbIe
[0Cbe Ha KaXkayto NekapcTBeHHyto dopmy. Mpu ycaoBUKM OAHOBPEMEHHOM NOLAYM Ha SKCNEPTM3Y OL4HOM
NeKapcTBEHHOM GOpMbl  C  Pas/IMYHBIMM  LO3MPOBKOM, KOHLEHTpauuen, obbemom 3asaBuTENb
npeacTaBnseT O4HO 3asB/eHWE U PEerncTpauMoHHOE AOCbe C MPWUIOKEHMEM MaKeTOB YMaKOBOK Ha
KaXkayt L03MPOBKY, KaXKAYH0 KOHLLEHTPALUMIO, KaXKAbIi 06beM U KaXKL0e KOIMYECTBO 403 B YNAKOBKeE.

14. TMpu rocydapCTBEHHOW perncTpaumMmM opdaHHOro /IeKapCTBEHHOro npenapata 3aABUTENb
npeacrasnser  uMHbopmauumio, Heobxogumylo AnA  GOPMMPOBAHMA  pas3gena  KAMHWUYECKOWN
AOKymeHTauun, B ob6beme, YCTaHOBNEHHOM  YMNOAHOMOYEHHbIM  deaepanbHbiIM  OpPraHom
NCMNONHWUTENbHOW BAACTU.



15. MNpn pernctpaumm 6M0N0rMUECKOro NeKapCcTBEHHOro npenapara, No/yYyeHHOro U3 KPOBM, MAa3mbl
KPOBW YeN0BEKa, B COCTAaBE PErmcTPaLMOHHOIO A0Cbe Ha IeKAapPCTBEHHbIN npenapar 4na MeanUMHCKOro
NPUMEHEHUA A0/KHbI BbITb NPeACcTaBAeHbl A0NOAHUTENbHO:

1) B pasgene AOKYMeHTaUMU agMUHUCTPATUBHOIO XapaKTepa AOKYMEHT, coaepalumii uHdopmaumio o
cybbeKTax obpalleHUs AOHOPCKON KPOoBU U (MNM) ee KOMMOHEHTOB, O TOM, rae 6blna ocyllecTsieHa
AoHaums (KpoBuM M (MAM) nnasmbl KPoOBM), a TakKe AaHHble 06 MHPEKUMOHHbIX 3abosieBaHuUAX,
nepegaroLmxca napeHTepasbHbIM nyTem, HPopmauua o cybbeKkTax obpalleHna AOHOPCKON KPOBU U
(nnn) ee KOMNOHEHTOB, B OTHOLLIEHWMM KOTOPbIX OCYLLLECTBAAETCA KOHTPO/Ib AOHOPCKOW KPOoBU U (1K) ee
KOMMOHEHTOB;

2) B pasaene XuMmn4yeckoi, papmaueBTUYecKor n BUoNornyeckon AoKyMeHTauuu:

a) Kputepunm mn cnocobbl o0TOOpPa, TPAHCMOPTUPOBAHMA U XPaAHEHWS OOHOPCKOW KpoBWU U (Mnn) ee
KOMMOHEHTOB;

6) pesynbTaTbl UCCNeAOBaHWA OTOBPaHHbLIX AOHOPCKOM KPOBM U (MAM) mnasmbl KPOBM WM MyNOB Ha
Haninune Bo3ByauTenen wHPeKunn, BKAOYaA WHGOPMaUMIO 06 KCMONb30BaHHbIX METOAMKax
nccneaoBaHUA M B CAyvyae WCCNeAO0BaHUA MyA0B NAa3mbl KPOBW pPe3y/ibTaTbl [JOKYMEHTa/NbHOIO
noaTeepaeHus (Baanaaumm) UCNoib30BaHHbIX METOAMK;

B) TEXHMYECKME XapPaKTEPUCTMKM YNaKOBKU AnA OTOOpa AOHOPCKON KPOBM U (MAKM) Maasmbl KPOBW,
BK/tOYaA MHPOPMaLMIO 06 MCMOb30BaHHbIX PAacTBOPax aHTUKOAry/IAHTOB.

16. KAanHMyeckme nccnenoBaHMAa NeKApPCTBEHHONO npenapaTa gaAa MeanuunMHCKOro NPMMEHeHMa B Lenax
ero rocyfapCcTBeHHON perncrpaumm nposoaatca B Poccuinckoit depepaumnm B nopagKe, yCTaHOBAEHHOM
ctatbsamn 38 - 44 HactoAwero ®PepepanbHoro 3akoHa. OTYET O MPOBEAEHHbIX WCCNEeA0BaAHUAX
BK/IIOYAETCA B COCTaB pa3fena KAMHWUYECKOM AOKYMEHTaLuMM PerncTpaumoHHOro 40Cbe  Ha
JIEKAPCTBEHHbIN Mpenapat Aas8 MeAULUMHCKOro NpuMeHeHusA. OnA NeKapcTBEHHbIX NpenapaTtoB Aa/s
MEeAUNUMHCKOrO MNPUMEHEHUA, B OTHOLWIEHMM KOTOPbIX B pe3ysibTaTe 3KCNepTM3bl AOKYMEHTOB,
NpeAcTaB/NeHHbIX ANA onpeaeneHMa BO3MOXHOCTM pacCMaTpMBaATb JIEKAPCTBEHHbIM npenapat Aans
MeaMUMHCKOro NpuUMeHeHMA B KadyecTBe opdaHHOro SIeKapCTBEHHOro npenapaTa, Takas BO3MOXKHOCTb
npM3HaHa M B OTHOLWIEHMW KOTOPbIX MNpPOBeAEeHbl KAMHUYECKME WCC/ef0BaHMA, BbINOJIHEHHbIE 3a
npegenammn Poccuiickon depepaumm B COOTBETCTBMM C NpaBUNamMM Hagsexauen nabopaTopHoi
NPAKTUKN M NpaBuaaMM HaAfexKalen KAMHUYECKOM MPaKTUKKU, OOMYCKAEeTCA BK/IKOYEHME B COCTaB
pasgena KAMHMYECKOW AOKYMEHTAUMWM BMECTO OTYeTa O pe3ynbTaTaxX KAMHUYECKUX UCCNeaoBaHWiM
NIeKapCTBEHHOrO npenapata Ana MeAUUMHCKOTO MPUMMEHEHUA, MpoBeAeHHbIX B Poccuiickoi
depepaunmn, otyetTa O pesynbTaTax KAMHUMYECKMX WCCNeAOBaHMM, BbIMNOJHEHHbIX 3a Mpegenamu
Poccuiickoin Pepepaumnn.

17. B cnyyae HenpeactaB/ieHMA C 3asAB/IEHWEM O FOCYAAPCTBEHHOM PerncTpaummn NeKapCTBEHHOrO
npenapaTta 418 MeaUUMHCKOro NPUMEHEHMA AOKYMEHTOB, NOATBEPKAAIOLWMX YNAATY rOCYyAapCTBEHHOM
MOW/MHbI W YKasaHHbIXx B MyHKTe 10 4Yact 2 HacToAwWwel CcTaTbM, a TaKKe BblAaBaeMblx
(npepoctaBnfemMblx)  YNOAHOMOYEHHbIMU  defepasbHbIMM  OpraHamMu  UCMOJIHUTENIbHOW  BAACTU
AOKYMEHTOB (CBefeHMIA), yKasaHHbIX B MyHKTax 3 M 4 yactu 4 HacTosLWel CTaTbM, YNOJHOMOYEHHbIN
depepanbHbIi OpraH WCMONHWUTENbLHOW BAAcTU 3anpalivMBaeT yKasaHHble AOKYMeHTbl (cBeaeHus) B
nopagKe MeKBefoMCTBEHHOTO MHGOPMALMOHHOIO B3aUMOAENCTBUA.

18. He pgonyckaeTca WCMO/b30BaHME B KOMMEPYECKMX Lensx MHbopmauuMm o pesynbTaTax
AOK/IMHUYECKMX UCCNeA0BaHNIA NEKAPCTBEHHbIX CPeACTB U KAMHUYECKUX UCCNeA0BaHUIM 1eKapCTBEHHbIX
npenapaTtoB 414 MeAMLMHCKOro MPUMMEHEHMWs, NPeacTaBAeHHON 3asBUTeNnem ANA rocyAapCTBEHHOM
peructpauum nekapcTBeHHOro npenapaTta, 6e3 ero cornacMs B TedeHWMe LWeCTM JfieT C  AaThbl
rocyAapCcTBeHHOM pernctpaunmn pedpepeHTHOro IeKapcTBeHHOro npenapara B Poccuiickoii ®eaepaunn.



19. [OepxkaTenb wWAu BRagenel, PerucTpalMoHHOro yA0CTOBEPEHMA JIEKAPCTBEHHOro npenaparta Ha
OMOTEXHONOMMYECKMIA  MAN  OpdaHHbIM  NEeKApPCTBEHHbIM npenapat o00A3aH  NpeaocTaBAATb  Ha
BO3Me34HOM OcHoBe 06pa3sLbl pedepeHTHOro 1eKapCTBEHHOro npenapaTa 3aaBUTeNAM 418 NPoBeAeHUs
KNAMHUYECKUX uUccnegoBaHui. CtommocTb o06pasua  pedepeHTHOro NeKapCTBEHHOrO Mpenapara,
BK/IIOYEHHOIO B NepeyeHb KM3HEHHO HEOBXOAMMbIX M BaXKHEWMLWMX NIEKAapCTBEHHbIX MPenapaTos, He
OO/MKHA MNPeBbIWaTb 33aPErncTPUPOBaAHHYIO NpefesibHYt0  OTMYCKHYK UeHy Ha pedepeHTHbIN
JIeKapCTBEHHbIM NpenapaTt UK LeHyY Ha IeKapCTBEHHbIV NpenapaT B CTPaHe Npou3BoguTens.

20. 3asBneHMe O rocyAapcTBEHHOM perncTpaumm BoCnponsseaeHHOro 1eKapcTBeHHOro npenapara 4aa
MEAMLMHCKOrO MNPUMEHEHUA MOKeT OblTb NoAaHO B YMNOJHOMOYEHHbIN ¢denepasnbHblii  opraH
WCMONHUTENbHOW  BAACTW, OCYLLECTBAAIOWMI  FOCYAAPCTBEHHYIO  PErucTpauuio  IeKapCTBEHHbIX
npenapaTtoB, MO WCTEYEHWWU 4YeTbipex JNeT C AaTbl FOCYAapPCTBEHHOM perucTpauuu pedepeHTHOro
NeKapcTBeHHOTro npenapaTa B Poccuiickolt depepaumm.

21. 3asBneHME O rocygapcTBEHHOW perncrtpauum buoaHanorosoro (6nonogo6bHOro) nekapcTBeHHOro
npenapata (6woaHanora) MoxKeT ObITb NOAAHO B YMNONHOMOYEHHbIM denepanbHbli  OpraH
WCMONHUTENbHOW  BAACTW, OCYLLECTBAAIOWMI  FOCYAAPCTBEHHYIO  PErucTpaumio  IeKapCcTBEHHbIX
npenapaTtoB, NO WCTeYEHUW Tpex AeT C AaTbl TFOCYAAPCTBEHHOW perucrpaumm pedepeHTHOro
NeKkapcTBeHHOTro npenapaTa B Poccuiickolt depepaumm.

22. [epxaTtenb wAn BRageney, pPerncrtpaumMoHHOro yAOCTOBEPEHMA NEeKAPCTBEHHOro npenapaTa
npeacTaBsifgeT B YNOJAHOMOYEHHbIM defepasibHblii OpraH UCMNOJIHUTE/IbHOM BAACTU, OCYLLECTBAAIOLWMNA
dYHKUMKM NO KOHTPOJIIO M Haa3opy B cdepe 34paBoOXpaHEHMA, OTYET Mo pesynbTaTam dpapmakoHaa3opa
OAMH pas3 B LIECTb MeCALEB B TeYEHUE ABYX JIeT Noc/ie rocysapCTBEHHON pPerncTpaLlmm eKapcTBeHHOro
npenapata B Poccuiickoin ®eagepaumm, exKerogHo B Te4eHME NOC/eayoWmX TPpeX NeT U B Aa/ibHelwem
OJMH pa3s B NATb J1eT.

Cratba 19. lNpuHATME peweHUA O Bblgaye ISKCNEePTHOMY YUYPEXKAEHUIO 334aHMA HA NpoBedeHue
SKCMNepTM3bl IeKapCTBEHHOro cpeacTBa

1. B TeyeHue gecATM paboumx AHeWh CO AHA MPUHATUA 3aAB/IEHUA O roCyAapPCTBEHHON perncrpaumm
NeKapcTBEHHOrO  npenapaTa  COOTBETCTBYHOWMIA  YNOAHOMOYEHHbIM  deaepanbHblii  opraH
NCMNONHUTENBHOW BAACTU NPOBOAUT NPOBEPKY NOJHOTbI, 4OCTOBEPHOCTM U NPaBUABHOCTM 0DOPMAEHUSA
npeacTaBNeHHbIX AOKYMEHTOB PErmcTpaumMoHHOIO A0Cbe Ha JIeKapCTBEHHbIM npenapaT M NpUHUMaeT
pelleHKe O BblAaye 3a4aHNA Ha NpPoBeAEHME:

1) JKCNepTn3bl AOKYMEHTOB, nNpencrtaBaeHHbIX ANnAa onpeageneHna BO3MOXHOCTU pPaCCMaTpuBaTb
/'IeKapCTBEHHbIﬁ npenapatr gna MeanumuHCKOro npmMmMeHeHuAa npu ocCylecTtBieHUU FOCVAapCTBeHHOVI
perncTtpaunm B Ka4ecrtee Opd)aHHOFO NEeKapCTBEHHOro npenaparta,

2) 3KCMepTM3bl IEKAPCTBEHHOIO CPEACTBA B YaCTWM IKCMEPTM3bl KauyecTBa JIEKApPCTBEHHOTO CPeacTsa U
3KCMEepPTU3bl OTHOLIEHMA OXMAAEMOW MNO/b3bl K BO3MOMHOMY PWUCKY MPUMEHEHWUS JIEKAPCTBEHHOrO
npenapaTta 414 MegUUMHCKOro NpUMeHeHs;

3) 9KCNEePTU3bl NEKApPCTBEHHOIO CPeacTBa B YAaCTU 3KCNEPTU3bl Ka4eCTBa JIEKAPCTBEHHOIO Cpeacrtea u
9KCNEepPTU3bl OTHOLUEHUA omm,u,aemoﬁ NnoNb3bl K BO3MOXHOMY PUCKRY NMPUMEHEHUA N1EeKAPCTBEHHOIO
npenapata 4gaa MeaumunHCKOro npumeHeHumAa B NnopAagKe YCKODEHHOVI npoueaypbl 3KCNEPTU3bI
NNEKAPCTBEHHbIX CpeacTs B COOTBETCTBUM CO cTaTbein 26 HacToALWero CDep,epaanoro 3adKOHa,

4) 9KCNEPTU3bl N1eKapCTBEHHOINo Cpeacrtea B  OTHOWEHUWM  NeKapCTBEHHOro npenapata AnAa
BEeTeEPUHAPHOro NpuMeHeHUA.



2. YnonHomoueHHbI deaepanbHblii OpraH UCNOJIHUTE/IbHOM BNACTU YBEAOMAET B 3/IEKTPOHHOM dopme
AN Ha ByMaxKHOM HOCUTesle 3aABUTENS U SKCNEPTHOE yUYpeXaeHWe O NPUHATOM pelleHun O Bblaaye
3aaHuIi Ha npoBegeHWe 3KCNepTU3, NPeaycMOTPEeHHbIX 4YacTbio 1 HacTosAlwel cTaTbM, M B Ciy4yae
HeobX04MMOCTM O BblAaye paspeLleHna Ha BBO3 B Poccuitckyto depepaumnto KOHKPETHOM NapTum, cepum
3aperncTpuUpoBaHHbIX U (MAKN) HE3apPerncTPUPOBAHHBIX JIEKAPCTBEHHbIX CpeacTB MAnM o6 OTKase B
npoBeseHUN NPesyCMOTPEHHbIX IKCNEPTM3 C YKazaHUEM NPUYMH TaKOro OTKa3a.

3. B cnyyae BbIABAEHMA OTCYTCTBMA WM HEOOCTOBEPHOCTM WHOOPMAUMKM, copepKalenca B
NpeaCcTaBNEHHbIX 33aABUTENEM AOKYMEHTaX, YNOJHOMOYEHHbIM denepasbHbli OpraH UMCNONHUTENBHOM
BNACTM HamnpaBiseT 3aABUTE/N0 3anpoc 06 YTOYHEeHWW 3TOW WHPopmaumn (ganee - 3anpoc
YNO/JIHOMOYEHHOIO defepasbHOr0 OpraHa UCMOJIHUTENLHOM BNACTM), KOTOPbIA MOMKET OblTb NnepesaH
YNO/JIHOMOYEHHOMY NPEACTAaBUTENIO 3aABUTENA SIMYHO MOA, PACNUCKY, HANpaB/ieH MO NOYTe 3aKa3HbIM
NMMCbMOM MU NepesaH B 31EKTPOHHON GopMe MO TeENEKOMMYHUKALMOHHBIM KaHanam cBA3un. B ciyyae
HanpaB/ieHMA 3anpoca YNOJHOMOYEHHOrO defepasibHOro opraHa WMCMOJAHUTENIbHOW BAACTM MO nouyte
3aKa3HbIM MUCbMOM OH CYMTAETCA MOAYYEHHbIM MO WCTEYEHUW LWIECTU AHEN C AaTbl HanpaB/ieHMWsA
3aKa3Horo nucbma.

4. 3asaBuTenp 06s3aH NpeAcTaBUTbL OTBET Ha 3anpoc YMNoAHOMOYEeHHOro d¢eaepanbHOro opraHa
NCNONHUTENbHOM BNACTM B CPOK, HE NpeBbilaloWmii AeBAHOCTa pabounx AHel co AHA ero NoayyeHus.
CpoK, yKa3aHHbIN B YacTu 1 HacToALWEeN CTaTbM, NPUOCTaHABAMBAETCA CO AHA HanpaB/ieHUA 3aABUTENIO
3anpoca yno/sHOMOYeHHOro denepanbHOro opraHa WMCNOJIHUTE/NbHOW BAACTM A0 AHA MOAYYEeHUA UM
COOTBETCTBYIOLLErO OTBETA.

5. OcHOBaHMeM Ans 0TKasa B OpraHM3aumMm SKCNepTms, NpeayCcMOTPEHHbIX YacTbio 1 HacToALLEN CTaTbH,
ABNAETCA NpeAcTaB/ieHne HeobXxoANMbIX AN NPOBEAEHNA NPeayCMOTPEHHbIX SKCNEepTU3 AOKYMEHTOB B
Heno/sHoM obbeme WAW HenpeacTaB/eHMe 3asBUTENIEM B YCTaHOB/IEHHbIN CPOK OTBETa Ha 3anpoc
yrnoaAHOMOYeHHOro ¢deaepasbHOro oOpraHa WCMNOMHWUTENbHOW BAACTM, a TaKXe npeacTaBieHne
[OKYMEHTOB, HE COAEPKaLMX UCHEPbIBAIOLLErO NepeyHn HeobXoAMMbIX CBEAEHWA.

6. Mpn OTKase B OpraHM3aLMM SKCNepTU3bl, NPEAYCMOTPEHHON MYHKTOM 4 YacTu 1 HacToAwen CTaTby,
OOKYMEHTbI, BXO4ALLME B COCTaB PErnmcTpauMOHHOrO [AO0Cbe Ha JIeKapCTBEHHbIM npenapat Ans
BETEPMHAPHOrO NPUMEHEHMA, MOTYT BbiTb BO3BPALLEHbI 3aABUTE/NO0 HAa OCHOBAHUM €ro NMUCbMEHHOTO
3anpoca, HanpasBJAEHHOro B YNOJHOMOYEHHbIM dpeaepanbHblit OpraH UCNOAHUTENBHOW BAACTU B TeYeHue
TPMAUaTM pabounx gHEN co AHA NPUHATUA YNOAHOMOYEHHbIM degepasibHbiM OPraHOM UCNONHUTENbHOM
BJ1ACTU pelleHna 06 oTKase B OpraHM3aLumn Takol aKCNepTUsbl. YNOAHOMOUYEHHbI dpesepanbHblit opraH
MCMNONHUTENBLHOW BAAcTW BO3BPALLAET 3aABMTENIO YKa3aHHble AOKYMEHTbl B TEYEHME AeCATU paboumx
[AHEN co AHA NOlYYeHNA COOTBETCTBYHOLLEro 3anpoca 3anaBUTeNs.

Cratba 20. DKcnepTn3a AOKYMEHTOB, NPEACTaB/AEHHbIX 414 ONpeaeseHNa BOSMOMXKHOCTU paccMaTpmuBaThb
NeKapcTBEHHbIM NpenapaT Ana MeaMUMHCKOTO NPUMEHEHMA MPU OCYLLECTBJAEHUU FOCYAapCcTBEHHOM
perucrTpaumu B Kadectee oppaHHOro IeKapcTBEHHOro npenapara

1. SkcnepTM3a [OOKYMEHTOB, NpeacTaBieHHbIX Ana onpejeneHnsa BO3MOXHOCTM paccmaTpuBaTb
JNIeKapCTBEHHbIM NpenapaTt A48 MeAMUMHCKOrO NPUMMEHEHMA MPU OCYLLECTBJAEHUN TOCYAaPCTBEHHOM
pernctpaunmn B Kayectse oppaHHOro SIeKapCTBEHHOMO NpPenapaTta, CoOCTaB/leHMe KOMMUCCUMEN 3KCnepToB
3aK/HOYEHMA O BO3MOXKHOCTM MAM HEBO3MOMKHOCTM pPacCMaTpuBaTb JIEKAPCTBEHHbLIM npenapat gas
MEAULMHCKOrO MNPUMEHEHMA NpU  OCYLLECTB/IEHUM T[OCYAAPCTBEHHOM perncrpayuMmM B KayecTse
opdaHHOro SIeKapCTBEHHOro MpenapaTta WM HanpaB/ieHMe AAHHOTO 3aK/OYeHUs B YMNOJIHOMOYEHHbIN
denepanbHbIit OpraH MCNONHUTE/IbHOM BIAaCTM OCYLLECTB/AKOTCA B CPOK, HE NPEeBbIWALWNN TpUaLaTh
pabounmx AHeN CO AHA NONYYEHUA IKCNEPTHbIM  YYperKAeHMEM 334aHMA  YNOJHOMOYEHHOro
desepanbHOro opraHa UCNOIHUTENbHOM BNACTU U B 3/1eKTPOHHOM dopme UK Ha ByMaxKHbIX HOCUTenax
HEeobXoAMMbIX AOKYMEHTOB, YyKasaHHbIX B NyHKTax 1, 2, 5, 6, 10 yacth 4 n B 4Yactu 7 ctatbu 18
HacToAwero PeaepanbHOro 3aKoOHa.



2. [OoKymeHTbl, codepKalimeca B PErmcTpaUuMoHHOM [JOCbe Ha JIeKapCTBEHHbIM nNpenapat WU
NOCTYNMBLLME Ha BYMaXKHbIX HOCUTENAX B SKCMEPTHOE yupeXKaeHue AN OCYLLEeCTB/eHMA UX SKCNepTM3bl
ANs  onpeaefnieHMA BO3MOXHOCTM paccmaTpuBaTb JIeKapCTBEHHbIM npenapaT Ana MeauLMHCKOro
npMMeHeHWss B KadectBe O0Op¢daHHOIO JIEKApCTBEHHOrO npenapaTta, MnoAJje)kaT BO3BpaTy B
YNO/NIHOMOYEHHbIN deaepanbHbli OpraH MCNOJAHUTENbHON BAACTU OAHOBPEMEHHO C 3aK/OYEHUSMU
COOTBETCTBYIOLLMX SKCMNEPTU3.

CraTtbs 21. PelwleHne 0 BO3MOXKHOCTM pPacCMaTpUBaTb NEKAPCTBEHHbIMA NpenapaTt Npu OCyLLeCTBAEHUM
roCyZapCcTBEHHOW PErMcTpaumm B Kayectse opdaHHOro eKapCTBEHHOMO NpenapaTa

1. B cpoK, He npeBbIWaloWmin NATN pabounx AHeN co AHA NONYYEHUA 3aKOUYEeHNUA, YKa3aHHOTo B YacTu 1
ctatb 20 Hactoswero PenepanbHOro  3aKoHa, YMNO/JHOMOYEHHbIM  depepanbHbli  opraH
MCMONHUTENBHOW BNACTU OCYLLECTB/AAET OLLEHKY MNOJIYYEHHOrO 3aK/OYeHWs AN onpeaesneHus ero
COOTBETCTBMA 3aJaHWIO Ha NPOBeAEeHWEe COOTBETCTBYHOLEN IKCMepTU3bl U yBeLOMAAET 3aABUTENA B
3/1eKTPOHHON QOopMe MAM Ha ByMa)KHOM HocCuTeNe O pesy/bTaTax NpPOBEAEHHOW 3KCNepTusbl C
NPUNONKEHNEM KOMUM IKCNEPTHOTO 3aKA0UYEHUS (C COXpaHEHNEM KOHOUAEHLMANBbHOCTU MHGOPMALLMM O
COCTaBe 3KCMEPTHOM KOMMCCMM) M O BO3MOMKHOCTM WAM  HEBO3MOMKHOCTM  paccMaTpuBaThb
NeKapcTBEHHbIM NpenapaTt Ana MeaMUMHCKOTO NPUMEHEHMA MPU OCYLLECTBJEHUU FOCYOapCTBEHHOM
pernctpauunm B Kayectse opdaHHOro NEKapCTBEHHOrO Npenapara.

2. Mpy BbIHECEHUM KOMMUCCUEN IKCMEPTOB 3aKAOYEHUA O BO3SMOXKHOCTU pacCMaTpUBaTb 1€KAaPCTBEHHbIN
npenapat Ana MeAuLUMHCKOTO MPUMEHEHUA NpPU OCYLLECTBIEHUN rOCYAapPCTBEHHOW perncrpauuun B
KayecTBe OpdaHHOro JIEKAPCTBEHHOro Mpenapata  YMNO/JHOMOYEHHbIN  defepasibHbii  opraH
WCMOJIHUTE/IbHOM B/1IAaCTU B CPOK, HE MpPEeBbIWAWUIA NATU paboymx gHEN CO AHA NOJYyYEeHUs OAAHHOro
3aK/l0YEHMA, NPUHUMaET peleHMe O Bbldaye 3aJaHUA Ha MpoBeAeHMe 3KCMepTU3bl KadyecTsa
JIeKapCTBEHHOIO CPeACTBa WM 3JKCMEepTU3bl OTHOLIEHWUS OMMAAEMOMW MOJib3bl K BO3MOMKHOMY PUCKY
NPUMEHEHUA NIeKapCTBEHHOrO npenapata AA8 MeAWLMHCKOrO NMPUMEHEHUs B MOpsfKe YCKOPEHHOM
npoueaypbl 3KCNepPTM3bl JIEKAPCTBEHHOIO CPeACcTBA B COOTBETCTBUM CO CTaTbelt 26 HacToAwero
depnepanbHOro 3akoHa.

3. B cayyae NpUHATUA pelleHMs O HEeBO3MOMKHOCTM pPacCMaTpMBaTb JIEKAPCTBEHHbLIM NpenapaTt 4ad
MEAMLUMHCKOrO MPUMEHEHMA MNPWU  TOCYAApPCTBEHHOW  perMctpauuMum B KayecTBe opdaHHOro
NeKapCcTBEHHOTO npenapata YNoAHOMOYEHHbIM deaepanbHblii  OpraH MCNOAHUTENbHOM BAACTM
npekpalaeT npoueaypy rocyAapCTBEHHOM pPerucTpauum JeKapCTBEHHOro npenapaTa. 3asBuTeNb
BnpaBe 06paTUTLCA B PErUCTPUPYIOLLMIA OpraH C 3asfB/leHMEM O TOCYAaPCTBEHHOW perncrpauum
YKa3aHHOro JeKapCTBEHHOro npenapaTta B COOTBETCTBMM cO cTaTbeit 18 HacTtoAwero dPeaepanbHoro
3aKoHa.

Cratba 22. Ytpatuaa cuny c 1 utona 2015 roga. - PegepanbHbiii 3aKkoH 0T 22.12.2014 N 429-93.

CtaTbs 23. DKCMepTU3a KayecTBa JIEKapPCTBEHHOIO CPEeACTBA M 3KCNEpPTM3a OTHOLUEHMA OXKWUOAEMOM
NoNb3bl K BO3MOMHOMY PUCKY MNPUMEHEHUA JNIEKAPCTBEHHOrO nMpenapata And  MegUUUMHCKOro
npnmeHeHuA

1. 3KCI'IepTM3a KayecCTBa /1IeKapCTBEHHOIoO CpeacTtBa U 3KCNepPTU3a OTHOLLEeHUA O)KVIABEMO% No/sib3bl K
BO3MOXHOMY PUCKY MNMPUMEHEHUA JN1EKapPCTBEHHOIoO npenapata Ana MeguumnmHCKOro npumeHeHusA,
COCTaB/1eHME KOMUCCMAMU 3SKCNEPTOB 3aK0YEHNA MO pe3ynbtatamMm npoBedEHHbIX 3KCNEPTU3 WU
Hanpas/ieHUeE 3TUX 3aK/0YeHUn B yl'IOI'lHOMO‘-IeHHbIl‘;I d)ep,epaanbl|7| opraH WUCNONHUTENIbHON BAacTh
OCyLWLecTBNIAKOTCA B CPOK, HE I'IpeBbILIJaI-OLLI,I/Iﬁ CTa OecAaTu pa60l-w|x ,CI,HEIL/'I CO OHA NONy4YeHUA 3KCNEPTHbIM
yypexageHnem CooTBeETCTBYHOLWEro 3a4aHNA YNOJIHOMOYEHHOIo d)ep,epaanoro OpraHa NUCNOJIHUTENbHOM
BN1aCctn 1 HEO6XOLI,MMbIX AOKYMEHTOB B 3I'IeKTp0HHOVI d)opme NN Ha 6yMa)KHbIX HOCUTenax.

2. B TeyeHne pesAHOCTA LI,HEI‘;1 CO AHA nonyvyeHunAa peweHna ynoaHOMOYeHHOro dJep,epaanoro OpraHa
WCMNOJIHUTENIbHOM BNAacTU O npoBeAeHNN 3KCNepTmU3, NpesyCMoTPeHHbIX YacTbio 1 HaCTOFILLI,eﬁ CTaTby,



3anBUTE/Ib MNPEACTaBASET B IJKCMEPTHOE y4ypexaeHue AN NPOBefeHUA 3SKCNepTU3bl KayecTsa
JIeKapCTBEHHOrO CpeacTBa obpaslbl /IeKapPCTBEHHOrO npenapata Ana MeAULMHCKOTO NpUMEHeHuUs,
Nnpou3BeleHHOro B COOTBETCTBUW C TPEBOBAHUAMM OMbITHO-MPOMbILLIEHHOTO U (MK) NPOMbILLNEHHOTO
pernameHToB, YTBEPXKAEHHbIX PYKOBOAUTENEM MNPOM3BOAUTENA SIEKAPCTBEHHbIX CPeAcTB, a TaKXe B
COOTBETCTBYIOLLMX C/ly4asnx 0bpasupl papmaLeBTUHECKON cybCTaHUMM, TECT-LUTaAMMa MUKPOOPTraHU3MOB,
KY/NIbTYpPbl KNEeTOK, 06pa3Lbl BELLECTB, MPUMEHAEMbIX A/17 KOHTPO/IS KayecTBa JIeKapCTBEHHOIo Cpe/cTBa
nyTem CpaBHEHUA C HUMWN UCC/IeyeMOT0 JIEKAapCTBEHHOIO CPeCcTBa, B KOIMYECTBAX, HE0bXoAMMbIX A8
BOCMPOM3BEAEHMA METOA0B KOHTPO/IA KayecTsa.

3. MNpu nonyyeHun o06pasLOB NEKApPCTBEHHOro npenapata M ¢apmaLeBTUYECKON CcybCTaHUUK
3KCMEPTHOE yuypeXKaeHue BblAaeT 3aaBUTENI0 AOKYMEHT, NMOATBEPXHAALWMM NONyYeHUE YKa3aHHbIX
06pasuoB, U B CPOK, HE NPeBbILWatoWMi Tpex paboumnx gHel, yBeAOMASET B 31EKTPOHHON popMe UK Ha
6ymarKHOM HocuTesie 06 3TOM YNO/IHOMOYEHHbIM deaepasbHbIA OpraH UCNOIHUTENBHOM BACTU.

4. YKasaHHble B YacTax 2 M 3 HacToAleNn cTaTbyM CPOK AN NpeacTaBAeHMs 3asBuTesem 06pasuos
NleKapcTBEHHOro npenapata M ¢apmaueBTUYECKOoM CybCTaHUMM W CPOK YBEAOMJIEHWUA 3KCMEepPTHbIM
yypexgeHmem o6 3Tom Ha 6ymMarKHOM HocuTene YMNoJAHOMOYEHHOro GeAepanbHoro opraHa
MCMNONHUTENBHOW BNACTM HE BK/IKOYAKOTCA B CPOK NPOBEAEHMA IKCNEPTU3, NPEeayCMOTPEHHbIX YacTbio 1
HacToALLen CcTaTbM.

5. JIOKyMeHTbl, NOCTYMMBILUME B 3SKCMEPTHOE Y4Ypex[eHwe ANA NPOBeAeHUA  3SKCMepTus,
NpeaycMOTPEeHHbIX YacTblo 1 HacToAwel cTaTbM, MOANENKaT BO3BPATy B  YMNOJIHOMOYEHHbIM
denepanbHbli OpraH MUCMOAHUTENbHOW BNAACTM OAHOBPEMEHHO C 3aK/AKYEHUAMMW, MOJAYYEHHBIMU MO
pe3ynbTaTam COOTBETCTBYIOLMX SKCNEPTU3.

Ctatba 24. IKcrnepTu3a KayecTBa JIEKAPCTBEHHOrO CPEACTBa M 3KCMEepTU3a OTHOLUEHUA OXKuAaemol
NoNb3bl K BO3MOXHOMY PUCKY MNPUMEHEHWA NEKApPCTBEHHOrO npenapaTta A4/A BeTepUHAPHOro
npumeHeHunA

1. DKcnepTnsa KavecTBa JIEKAPCTBEHHOIO CPEACTBa M 3KCMepTM3a OTHOLUEHUA OXKMUAAEMOMN NOb3bl K
BO3MOXHOMY PUCKY NPUMEHEHUA JIeKapCTBEHHOro npenapata AaAa BeTePUMHApPHOro MpUMEeHeHus,
COCTaBNEHME KOMUCCUAMM 3SKCNEPTOB 3aK/AOYEHMI NO  pesynbTaTam YKasaHHbIX 3JKCNepTus u
HanpaBAeHWE TaKUX 3aKNIOYEHUI B YNONHOMOYEHHbIN deaepanbHblit opraH MCNONHUTENbHOW BAACTM
OCYLLLECTBAAIOTCA B CPOK, HE NPEBbILLAIOLMIA CTa AeCATU paboumnx AHeN co AHA NONYHEHMA SKCNEPTHbIM
yUYpeXOeHMeM 3afaHuA  YNoAHOMOYEHHOro deaepanbHOro opraHa MCNONHWMTENbHOW BAAcTU €
[JOKYMEHTaMM, YKasaHHbIMM B yacTu 3 cTaTbk 17 HacToAwero PeaepanbHOro 3akoHa.

2. B TeyeHue TpnauaTM paboumnx gHel Co AHA MOAYYEHMA PELUeHUA YNoJHOMOUYEHHOro penepanbHOro
opraHa WMCNoJ/IHUTENbHOW BAACTM O NPOBEAEHWWM YKa3aHHbIX B 4acTM 1 HacTOALWEN CTaTbM IKCMEpPTU3
3aABUTENb NPEACTaBAAET B JKCMEPTHOE YuyperKaeHWe [ANA MNPOoBeAEHMA 3KCMepTM3bl KayecTBa
JIEKapCTBEHHOTO CpeacTBa 0bpasupbl JIEKAPCTBEHHOrO npenapaTta A/a BETEPUHAPHOro MPUMEHEHMS,
NPOM3BEAEHHOTO B COOTBETCTBUM C TPeOOBAHUAMM TEXHONOTMUYECKUX PErSIaMEHTOB, YTBEPHKAEHHbIX
pyKoBOAMUTENEM MPOU3BOAMUTENA IEKAPCTBEHHbIX CPEACTB, A TaKKe B COOTBETCTBYIOLMX CAYy4YaAX TecT-
WTaMMbl MMUKPOOPraHM3MOB, Ky/IbTYpbl K/ETOK, 06pa3ubl papmaLeBTMYecKon cybcTaHumm, obpasLbl
BELLECTB, MPUMEHAEMble [/ KOHTPO/A KAuyecTBa JIEKApCTBEHHOINO CPeACTBA, B  KOJMYECTBAX,
HeobXxoANMbIX A1 BOCNPOU3BELEHNA METOLOB KOHTPO/IA KauyecTsa.

3. MNpu nonyyeHun o06pa3LLOB NEKapCTBEHHOTO npenapaTa W ¢apmaLeBTUYecKo cybcTaHLmm
SKCMNepTHOe yypexkAeHWe BblAaeT 3afBUTEN0 AOKYMEHT, MOATBEPKAAMOWMIA MONYyYEeHUE YKasaHHbIX
06pa3LoB, M B CPOK, HE MPEBbILAOWMNI TPeX pabounx AHeN, yBeAOMASET B NUCbMeHHOW dopme 06
3TOM YNOJIHOMOYEHHbIN PpeaepanbHbii OpraH UCMOAHUTENBHOW BNACTU.

4. Cpok Ans npeacraBneHvs 3assuTesieM 06pasLLIOB IeKapCTBEHHOro npenaparta u dapmaueBTUYecKon
Ccy6CTaHUMM W CPOK YBEAOMJIEHMA 3KCMEPTHbIM ydypexaeHuem o6 3TOM B MNMUCbMeHHON dopme



ynoaHomoYeHHoro ¢enepanbHOro OpraHa WCNOJIHUTENbHOW BAAcTWM, YKasaHHble B vactax 2 M 3
HacToAlEeN CTaTbW, He BKAOYAIOTCA B CPOK NPOBEAEHMA YKasaHHbIX B YacTM 1 HacTosuieil cTaTbu
3KCMepTus.

5. [JOKyMeHTbl, MOCTYNMMUBLUME B IKCMEPTHOE y4YpexkKAeHue AOas NPOoBeAeHMA YKasaHHbIX B 4yactn 1
HacToAWEN CTaTbW 3KCNepTU3, noasiexkaT BO3BPaTy B YMNOJIHOMOYEHHbIN deaepasnbHbiA oOpraH
WCMOJIHUTE/IbHOM BAACTU OAHOBPEMEHHO C 3aKI0YEHMAMM NO Pe3ybTaTaM YKas3aHHbIX 3KCNepTus.

Cratba 25. [loBTOpHOE NpOBeAeHUEe 3KCNEePTU3bl IEKAPCTBEHHbIX CPEeACTB

1. B Cy4anx HeAOCTaTO‘-IHOI\/‘I 060CHOBAHHOCTU WM HEMOJIHOTbI 3aKAOUYEHUA KOMMUCCUM 9KCNEpPTOB,
Han4ynmAa B HEM MNPOTUBOPEYUUBBLIX AaAHHbIX, d)aﬂbCMd)Vll-(aLl,VlM BbIBOAOB 3KCNEPTU3bl NEKAPCTBEHHOTO
cpeactea, COKpbITUA OT YNOJTHOMOYEHHOIO d)e,u,epaanoro OpraHa NCNOJIHUTENBHOW BIAaCTM OCHOBAHWM
ana oTBoAa 3KCnepTa BCAeacTtBue €ero 3anmHTepeCoBaHHOCTM B pe3y/ibTaTax COOTBeTCTBYI-OLLI,el\;I
9KCNEepPTU3bl, HaAM4nMAa OaHHbIX O MNpPAMOM nmMbo KOCBEHHOM BMeLWIATeNbCTBE B npouecc
COOTBETCTBYIOLLI,el\/‘I 9KCNepTn3bl nny, HE y4yacCTByrOwUX B €€ npoBedgeHUnN, HO OKa3aBWKUX BIUAHUNE Ha
npouecc n pe3ynbrtatbl ee nposeaeHUA, yno1HOMOYEHHbIM d)e,u,epaanblM opraHom NCNONHUTEIbHOM
B/1aCTU Ha3HA4YaeTCA NOBTOPHAA 3KCNePTN3a /IEKAPCTBEHHOIO CpeacTBa U (M!'IM) 3TN4YeCKaA 3KCnepTunsa.

2. TNoBTOpHas 3KchnepTM3a JIeKApCTBEHHONO CpeacTBa NPOBOAMTCA C YYETOM pes3y/nbTaToB paHee
NpoBeAEHHOM 3KCNepTU3bl B CPOK, YCTAHOBAEHHBIN YMNOJHOMOYEHHbIM deaepanbHbIM OpPraHOM
NCNOJIHUTENbHOM BNACTU U HE NPEBbLILWAOWMA TPMALATU paboumnx AHEN CO AHA NONYYEHMA SKCNEPTHbLIM
yyperKaeHMem 3aZaHnA Ha NpoBeaeHne NOBTOPHOM 3KCNEePTM3bl IEKAPCTBEHHOTO CPEACTBA.

3. ®uHaHcoBOe obecnedyeHne BLINOJIHEHUA 3aJaHWUA Ha MpPOBEAeHWe MOBTOPHOMN 3KCMepTu3bl
NeKapCTBEHHOTO CPeACTBa HE OCYLLLECTBAAETCA.

CraTtba 26. YCKOpeHHasa npoueaypa 3KCNepTmU3bl 1EKAPCTBEHHbIX CPEeACTB

1. YcKopeHHasa npoueaypa 3KCNepTW3bl JIeKAPCTBEHHbIX CPeACcTB B LenAX rocyAapcTBeHHOM
perncTpaumm sieKapCcTBeHHbIX MPenapaToB MPUMEHAETCA B OTHOWEHUW OpdaHHbIX NEKAPCTBEHHbIX
npenapaTos, NEPBbIX TPEX JIeKapCTBEHHbIX NMPenapaTos, perncTpupyembix B8 Poccuiickoi degepaunn B
KayecTBe BOCMPOM3BEAEHHbIX JIeKapCTBEHHbIX NpenapaToB, O4YepeAHOCTb KOTOPbIX onpeaensercs B
COOTBETCTBMM C HOMEPOM U [aToW BXOAAWMX 3anABJAEHWA O rOCYAapCTBEHHOM perncrpauuu
NIeKapCTBEHHbIX MPEenapaToB B pamMkax OAHOM0 MeXAyHapoAHOro HenaTeHTOBaHHOrNO0 HaMMeHOBaHMA
NIeKapCTBEHHOrO npenapata WMAM rpPynnMPOBOYHOrO HaMMEHOBAHMA NIEKapCTBEHHOro npenapara, M
NeKapCTBEHHbIX npenapaTos, npeaHasHa4eHHbIX NCKNOUYNUTENIbHO ans npuMeHeHns
HecoBepLIeHHONETHUMM rpaXKaaHamMu.

2. YcKOpeHHas npoueaypa 3KCNepTM3bl NEKApCTBEHHbIX CPEeACTB B LENAX TroCyAapCTBEHHOWM
perucTpauumn NeKapCTBEHHbIX NPENapaToB He MPUMEHAETCA B OTHOLLIEHUMU:

1) 6uoaHanorosbix (6MoNoao6HbIX) NeKapCTBEHHbIX NpenapaTos (bnoaHanoros);

2) pedepeHTHbIX JIEKAPCTBEHHbIX MPEnapaToB (3a WcKAoYeHMeM OpdaHHbIX  JIEKAPCTBEHHbIX
npenapaTtos);

3) BOCNPOM3BEAEHHbIX IEKAPCTBEHHbIX NPernapaToB (3a UCKAOUYEHUEM NEPBbIX TPEX PErCTPUPYEMbIX B
Poccuiickolt ®egepaumm B Ka4ecTBe BOCMPOU3BEAEHHbIX NEKAPCTBEHHbIX NPEnapaToB U JIEKAPCTBEHHBbIX
npenapaTtoB, MpeAHasHAYeHHbIX WCKAKOUYUTENbHO A4 NPUMEHEHMA  HecoBepLlleHHONETHUMU
rpaxkgaHamm);

4) HOBbIX KOMBMHAUMIA 3apPEerncTPUPOBaHHbIX PaHee EKAPCTBEHHbIX NPenapaTos;



5) NneKapCTBeHHbIX MpenapaTtos, 3aperucTPMpPOBaHHbLIX pPaHee, HO MPOM3BEAEHHbIX B  APYrMX
NeKkapcTBeHHbIX popmax B COOTBETCTBMM C NepeYHEM HaMMEHOBAHUIM NeKapCTBEHHbIX GOPM 1 B HOBOM
[03MpPOBKe.

3. VYcKkopeHHasa npoueaypa 3KCMEpPTU3bl NEKapCTBEHHbIX CPeACcTB MPOBOAUTCA MO PeELIeHUo
COOTBETCTBYIOLLErO YNo/HOMOYEHHOro dpeaepanbHOro opraHa UCNOHUTENIbHON BAACTU Ha OCHOBAaHUMU
3aAB/I€HUA 3aABMTENA B CPOK, HE MPEBbIAOWNA BOCbMUAECATU pabounx aHein. MNpn 3Tom 3KcnepTnsa
JOKYMEHTOB, COZEP}KALLMUXCA B PErMcTpaLMoOHHOM A0Cbe Ha JIeKapCTBEHHbIM npenapart, NPoBoAMTCA B
CPOK, He Mpesblllalowmin aecatn paboumx AHEN, 3KCNepTu3a KavyecrBa JIEKapCTBEHHOro CpeacTsa M
3KCMnepTu3a OTHOLIEHUA OMKWUAAEMOW MOJb3bl K BO3MOMKHOMY PUCKY MPUMEHEHMA JIeKapCTBEHHOTO
npenapara NPoBoAATCA B CPOK, He MPeBbIWaoWMA WecTuaecaTn pabounx aHen.

3.1. B oTHoweHMU OpdaHHbIX NIEKAPCTBEHHbIX NpenapaToB MOryT 6biTb NpeacTaBAeHbl Pe3y/abTaTbl
AOK/IMHUYECKUX UCCNeL0BaHNI NEeKAaPCTBEHHbIX CPeACTB U KAMHUYECKUX UCCeA0BaHUM IeKapCTBEHHbIX
npenapaToB AN MegUUMHCKOro NPMMEHEHWS, BbINONHEHHbIX 3a Npegenammn Poccuiickoin degepaunu B
COOTBETCTBUM C MNpaBUIaMM Hag/exawei nabopaTopHOM NPaKTUKM W NpaBuMAaMy  Hagjexkallein
KAMHWUYECKOW NPaKTUKM.

4. YcKopeHHada npoueaypa 3KCNepTu3bl JIEKAPCTBEHHbIX CPeacTB MNpoBOAMTCA B NOpPAAKe,
yCTaHOBNEHHOM cTaTbaMn 17 - 20, 23 u 24 HacToswero PepepanbHOro 3aKoHa, M He O3HAYaeT
CHUXKeHUA TpeboBaHUI K 6€30MacHOCTU, KayecTBy M 3GPEKTUBHOCTM JIEKAPCTBEHHbIX NPENapaTos.

CraTtba 27. PeleHune 0 rocy4apCTBEHHOM PerncTpaLmmn 1eKapcTBEHHOro npenapara

1. B cpoOK, He npeBbiWaoWNi AeCATU paboumnmx AHEN Co AHA MOJIyYEHUS 3aKJKYUYEHUI KOMUCCUM
3KCMepTOB MO pe3y/ibTaTaM 3KCNepPTM3bl KaYecTBa JIEKAPCTBEHHOIO CPeACTBa M SKCNEPTU3bl OTHOLLEHUSA
OXMAAEeMON NONb3bl K  BO3MOMHOMY  PWUCKY MNPUMEHEHWsA  JIEKAapCTBEHHOrO  Mpenapara,
COOTBETCTBYIOLLMIM YNOJIHOMOYEHHbIN peaepanbHbiAi OpraH UCMOJIHUTE/IbHOM BAACTU:

1) pasmellaetr Ha cBoem oduUMaNbHOM caiiTe B ceTu "MHTepHeT" cOOTBETCTBYIOLME 3aKAlUYeHUn
KOMWUCCUM 3KCNEepTOB M OCYLLECTBAAET WX OLEHKYy ANnA onpedeneHus COOTBETCTBMA 3adaHMI0 Ha
nposeAeHMe 3TUX IKCNepTus;

2) NpYHMMaET peLleHMe O roCyapcTBEHHOM PerncTpaLmmn AeKapcTBeHHOro npenaparta uam ob otkase B
rocyAapCTBEHHOM PerncTpaunmn 1ekapcTBeHHoro npenapara;

3) BHOCUT NpPW MNPUHATUN PELUEHUA O TOCYAAPCTBEHHOW pPEerncTpauum AeKapcTBEHHOro npenapaTa
[JaHHble O 3aperucTpMpoBaHHOM JlIeKapcTBEHHOM Mpenapate, B TOM 4ucie o ¢dapmaueBTUYECKOM
cybcTaHuMM, BXO4AlLEM B COCTaB /NEKApCTBEHHOrO npenapaTa, B [OCYAAPCTBEHHbIN peecTp
NeKapcTBEHHbIX CPeACTB M BblAaeT 3anABMTEN0 PErncTpaumMoHHOEe YA0CTOBEPEHME NEKAPCTBEHHOro
npenapaTta, ¢opma KOTOPOro YTBEP)KLAETCA  YMNOJHOMOYEHHbIM  deaepanbHbiM  OpraHoOM
MCMONIHUTENbHOW B/1IaCTU, COFNAcoBaHHble HOPMATMBHYIO AOKYMEHTALMIO, HOPMATUBHbIN AOKYMEHT,
MHCTPYKLMIO MO MPMMEHEHMIO IEKaPCTBEHHOro NpenapaTta U MakeTbl NEPBUYHOM YNaKOBKMW 1 BTOPUYHOM
(noTpebuTenbcKoi) ynakoBKM C YKasaHMEM Ha HUX HOMEepa PerucTpaLyoHHOMO YAO0CTOBEpPEeHUs
NleKapcTBEHHOro npenapaTta M AaTbl €ro rocyAapCTBEHHOM perncTpaummM WamM B Caydae NPUHATUSA
peweHna o6 OTKase B rOCYAAPCTBEHHON PErucTpauumn JeKapCTBEHHOro npenapaTa yBegoMAseT B
NUCbMEHHON ¢opme 3aaBUTENs 06 3TOM C YKasaHWeM TMPUMYMH TaKoro OTKasa. 3a Bblgauy
PerncTpaunoHHOro y40CTOBEPEHMA JIEKAPCTBEHHOIO NpenapaTta B3MMaeTcs rocy4apcTBeHHan NowinHa
B COOTBETCTBMM C 3aKOHOZATENLCTBOM Poccuiickol depepaLmm o Hanorax u cbopax.

2. OcHoBaHMem pna OTKasa B rOCYAapCTBEHHOW PperuMcTpauumn fieKapcTBEHHOro npenapaTta Agna
MEAMLMHCKOrO  MPUMEHEHMS  ABNAETCA  3aKNOYeHMe  COOTBETCTBYHOLErO  YNOAHOMOYEHHOro
denepanbHOro opraHa WMCNOAHWUTENbHOW BAACTM O TOM, 4YTO KayectBo U (Man) 3 eKTUBHOCTb
pPerncTpupyemoro JeKapCTBeHHOro npenaparta A1 MeAMLMHCKOrO MPUMEHEHUSA He MOATBEepPXKAeHbI



NONYYEHHbIMM AaHHbIMM UKW YTO PUCK MPUYMHEHUA Bpeda 340POBbi0 YeN0BEeKa BCAeACTBME Mpuema
NleKapcTBeHHOro npenapata ANs MeAMUMHCKOTO NpUMeHeHua npesbiwaeT 3GGEKTUBHOCTb ero
NPUMEHEHNA.

3. TMoBTOpHOE npeacTaBieHME B COOTBETCTBYHOLWMA  YNOJHOMOYEHHbINM deaepanbHbii  opraH
WCMOJIHUTE/IbHOW BAAaCTU /IEKApPCTBEHHOro npenapaTta, B OTHOLWIEHMW KOTOPOro nojlydeH OTKas B
rocyAapCTBEHHOM perucTpauum 1 KOTopblid BNOCAeACTBMU NOABEPICA M3MEHEHUIO B YaCTU ero CocTaBa,
paccMmaTpuBaeTCs Kak NpeacTtaBAeHMe HOBOFO JIEKapCTBEHHOrO Npenapata Ha ero rocygapcTBEHHYHO
perncTpaumnto He3aBUCUMO OT COXPaHEHUS ero NepBUYHOrO0 HAaMMEHOBaHMA.

4, I'IpM npegocraBieHnn 3aaBuTenem B COCtaBe PerncTpallMoOHHOro 40Cbe Ha HEKapCTBEHHbIVI npenapar
ana  BeTepUuHapHOro npumeHeHunAa Konnmnm peweHnAa  YynosIHOMOYEHHOro d)e,u,epaanoro OpraHa
WCNONIHUTENIbHON BAAacTU O nposeaeHNMn MHCNEKTUPOBAHNA NPOU3BOAUTENA NEKAPCTBEHHbLIX CPeacTs
CPOK MNpUHATUA peweHna o FOCV,D,apCTBeHHOVI perncrtpaunn  nNekapCrtBeHHOro npenapata 4aAa
BETEPUHAPHOIo NpuMeHeHNA NPUOCTaHAB/IMBAETCA CO AHA NOZ1Iy4eHUA 3aKmoqum7|, YKa3aHHbIX B 4aCTun
1 HaCTOHU.LEVI CTaTbM, OO0 OHA NPUHATUA YNOJTHOMOYEHHbIM cbe,u,epaanblN\ opraHom WUCNONHUTEIbHOM
B/N1aCTU peweHnAa O Bblaade Uam 06 oTKase B Bblga4ye 3aKIH4YeHUA O COOTBETCTBUMN NpoOu3BoOAUTENA
NNEKapPCTBEHHbIX CPeacTs Tpe6OBaHMﬂM npasun Hap,nemau.l,eﬁ I'IpOVI3BOLI,CTBeHHOI7I NPaKTUKN, HO He
6onee yem Ha cTO BOCEMbAECAT pa6o*mx AHEVI.

5. OcHoBaHMem pAna OTKasa B rOCYAAPCTBEHHOM pPEerucTpauMmM JfIeKapCTBEHHOro npenapata gAas
BETEPMHAPHOIO MNPUMEHEHUA ABAAETCA 3aK/AOYEeHWEe YNoJHOMOYEeHHoro ¢enepasbHOro opraHa
WCNOJIHUTENbHOM BNAcTM O TOM, 4YTO KayectBoO U (Man) 3PPEKTUBHOCTb PErncTpupyemoro
JIEKAPCTBEHHOrO npenapata A/d BETEPUHAPHOIO MPUMEHEHMA He MOATBEPXKAEHbl MOJYYEeHHbIMMU
OAHHBIMM UM YTO PUCK NPUYMHEHMA Bpesa 340POBbIO XXMBOTHOMO BCAEACTBME NPUEMA SIEKAaPCTBEHHOTO
npenapata A/a BETEPUMHAPHOro MNpUMeHeHus npesbilaeT 3GPEeKTUBHOCTb €ro MPUMEHEHUs, OTKa3
YNoJHOMOYEHHOTo deaepasbHOr0 oOpraHa WCNOAHUTENbHOM BNACTM B  Bblgaye 3aKAOYeHUs o
COOTBETCTBUM MPOU3BOAUTENA  JIEKAPCTBEHHbIX CpeacTB TpeboBaHMAM MpPaBWUA  HagJ/erKallel
NPOM3BOACTBEHHOM MPAKTUKM  O1s  KaxAoh NPOU3BOACTBEHHOW MJIOWAAKM  PErNCTPUPYEMOTrO
JNIeKapCTBEHHOIO Mpenapata A48 BETEPUHAPHOro MPUMEHEHMA B CAyvyae, €cin NPOM3BOACTBO
JIeKapCTBEHHOrO npenapata ANns BETEPUMHAPHOro MPUMEHEHMA OCYLLECTBASETCA 3a npegenammu
Poccuitckolt ®egepaumm, UM OTCYTCTBUE TAKOTO 3aKOYEHUA.

CratbAa 27.1. B3anmo3ameHAeMOCTb NNEKAPCTBEHHDbIX NpenapaTtos AnAa MmeanumnHCKoOro npumeHeHuna

1. B3amo3ameHAEeMOCTb SIeKapCTBEHHbIX NPenapaToB 41 MeAMLMHCKOro NPMMEHeHMA onpeaenseTca
YNOAHOMOYEHHbIM  deaepanbHbiM  OPraHOM  MCMONHUTENbHOM  BAACTM,  OCYLLECTBAAIOLWMM
rocyAapCTBEHHYIO PErncTpaumio NeKapcTBEHHbIX NpPenapaToB A1 MEeAMUMHCKOTO MPUMEHEHMA, B
paMKax OZHOT0 MEXAYHAapPOOHOro HenaTeHTOBAHHOIO (MAW XMMWUYECKOrO, WAW FPYynnMPOBOYHOrO)
HaUMEHOBaHMA Ha OCHOBE 3aK/IOYEHMS KOMUCCUWM IKCMEPTOB 3IKCMEPTHOrO YUYPEKAEHUA O
B3aMMO3aMeEHAEMOCTIN /IeKapCTBEHHOMO npenaparta A8 MeAULMHCKOro nNpMmMeHeHusa 1Mbo o TOM, YTo
NIeKapCcTBEHHbI npenapat Ans MeAWUMHCKOTO MPUMEHEHMSA He ABAAETCA B3aMMO3aMEHAEMbIM.
MopAadoK onpeaeneHna B3aMMO3aMEHAEMOCTM JIEKapCTBEHHbIX MpenapatoB A4 MeAWMLMHCKOro
npumeHeHua ©  GOPMa  3aKNHOYEHMA  KOMWUCCMM  3KCNEPTOB  3SKCMEPTHOMO  YYpesKAeHua o
B3aMMO3aMEHAEMOCTIN /IEKaPCTBEHHbIX MPEnapaTos A1 MeAMLMHCKOro NpuMeHeHnsa anbo o Tom, YTo
NeKapCTBEHHbIM Npenapat ANs MeAWUMHCKOTO NPUMEHEHUA He ABAAETCS B3aMMO3aMEeHSEMbIM,
ycTaHaBAuBatoTca MpasutenbcTBom Poccuiickoi deaepaunn.

2. Komuccus 3KCMEpTOB IKCMEPTHOrO YYPEKAEHUS JAaeT 3aK/loYeHMe O B3aMMO3aMEHSeMOCTU
NleKapcTBEHHOrO npenapata A4 MeAMUMHCKOro npumeHeHua nAnbo O TOM, UYTO 1eKapCTBEHHbIN
npenapat A4aAa MeAMLMHCKOrO MPUMEHEHMA He ABAAETCA B3aMMO3aMeHsieMblM, Ha OCHOBaHWUMU
cnenyrolmx KpuTepmnes (XxapakTepuUCTUK):



1) akBMBaNEHTHOCTb (A8 BMoaHanorosbix (6LUONOA06HbLIX) IeKapCTBEHHbIX NpenapaTos (buoaHanoros) -
COMOCTaBMMOCTb) KauyeCTBEHHbIX M KOJMYECTBEHHbIX XapaKTepuCTUK dapmMaueBTUYeCKUX CybCcTaHumit
MW COMOCTaBMMOCTb AHTUFEHHOro COCTaBa BaKUWMH. Mcnonb3oBaHMe pPasAMYHbIX conei, 3¢upos,
KOMMIEKCOB, M30MEPOB, KPUCTANIMYECKUX GOpM W APYrMX MPOM3BOAHbLIX OAHOTO W TOrO e
OEVCTBYIOLLEro BeLLeCTBa He fABAAETCA NPenATcTBMEM AN OnpefefieHus B3aMMO3aMeHSAeMOoCTU
JIeKapCTBEHHbIX MpenapaToB, eciu Npu  MNPOBEAEHMM  UCCef0BaHUA  OBUO3KBMBANEHTHOCTU
JIeKapCTBEHHOrO Npenapata WAuM UCCefoBaHUA TepaneBTUYECKOW 3KBUBAJIEHTHOCTM JIEKAPCTBEHHOTIO
npenapata [O0Ka3aHO OTCYTCTBME KAMHWYECKU 3HAYMMbIX pPasnmMumii GapMaKOKUHETUKM U (1an)
3pPeKTMBHOCTN M 6Ee30NaCHOCTM JIEKAaPCTBEHHOMO NpenapaTa 418 MeAULMHCKOTO NPUMEHeHuUs;

2) 3KBWMBANEHTHOCTb JIeKapCTBEHHON ¢Gopmbl. o4 3KBMBANEHTHbIMM JleKapCTBEHHbIMUM GOPMamMM
NMOHMMAIOTCA pasHble JIeKAapCTBEHHble GOpMbl, MMetlowme oaMHaKoBble cnocob BBegeHMA U crnocob
NpMMeHeHWsa, obnagatrowme COMOCTaBUMbIMU  GAPMAKOKMHETUYECKMMM  XapaKTePUCTUKaMU U
dbapmakonormyeckum  geictenem U obecrneumBalolMe  TaKKe  AOCTUXKeHMe  Heobxoaumoro
KAnHM4Yeckoro addekTa. Pasnnums nekapcteBeHHbIX POpM He ABAAIOTCA NPenAaTcTBMEM A1 onpeaeneHus
B3aMMO3aMEHAEMOCTU  JIEKAPCTBEHHbIX MPEenapaTtoB, €eciuM Mpu  MPOBEAEHMM  WUCCNe[0BaHMSA
6MNO3KBMBANEHTHOCTM  NIEKAPCTBEHHOrO  Mpenapata WM WUCCAedoBaHMA  TepaneBTUYEeCKOoM
3KBMBAJIEHTHOCTW /IeKAaPCTBEHHOTO NpenapaTta A0Ka3aHO OTCYTCTBUE KAMHMUYECKM 3HAUYMMBbIX Pasanynit
bapMaKoKMHETUKN U (Mnn) 3ddeKTMBHOCTM M 6e30nacHOCTM NEeKapCTBEHHOro npenapaTta  gnA
MEeAMLMUHCKOro NPUMEHEHUS;

3) 3KBMBANEHTHOCTb WM COMOCTaBMMOCTb COCTaBa BCMOMOraTe/IbHbIX BELECcTB JIeKapCTBEHHOIo
npenapata Aaa MeAMUMHCKOTO MpUMeEHeHMA. PasamumAa  cocTaBa BCMOMOraTeslbHbIX  BELLECTB
JIeKapCTBEHHOIO Mpenapata He ABAAKTCA MPENATCTBMEM AN OnpefeseHna B3aMMO3aMEHAEMOCTU
NIeKapCTBEHHbIX MpPenapaTtoB, ecAM NpuM  MNPOBEAEHUM  UCCNefoBaHMA  OUO3KBMBANEHTHOCTU
JIeKapCTBEHHOMO MpenapaTta WAW UCCNefOBaHUA TepaneBTUYECKON 3KBMBANEHTHOCTU JIEKAapPCTBEHHOTO
npenapata [A0Ka3aHO OTCYTCTBME KAMHWYECKU 3HAYMMbIX pPasiMumii GapMaKOKUHETUKM U (1Man)
3pPeKTMBHOCTM M H6E30MACHOCTM JIEKAPCTBEHHONO MNpenapaTta 4aa MeauuMHCKOro npumeHeHusa. Mpu
Ha/IMYUM KNIUHUYECKM 3HAUYMMbIX Pa3nmunii GapmakoKUHETUKN U (nan) adbdeKTuBHOCTM 1 6e3onacHoCTU
JIeKapCTBEHHOrO npenapata a8 MeAMUMHCKOrO NPUMEHEHUA B3aMMO3aMeHAEMOCTb OnpeaenseTca C
YKa3aHMeM Ha UCK/I0YEHME OTAE/NbHbIX rPYnn NauMeHToB;

4) NOEHTUYHOCTb cnocoba BBeaAeHNA n cnocoba NPUMEHEHNA;

5) COOTBETCTBME nNponssBoaAnUTENA NEKAPCTBEHHOINO CpencTea Tpe6OBaHMF|M npasun Hap,nemam,eﬁ
HpOVISBOACTBEHHOVI NPaKTUKNU.

3. Onpep,eneHme B3aMMO3aMeHAEMOCTNU BOCNPOU3BEAEHHDbLIX JIEKAPCTBEHHbLIX NpenapaTtoB ANA
MeaNUNHCKOro npumeHeHuA, yKasaHHbIX B 4acCTu 10 cratbm 18 HacroAwero CDe,a,epaanoro 3adKOHa,
ocyuwiecrsnAaeTca 6es HeO6XOAMMOCTM AOKa3aTe/ibCTBa UX 61O03KBMBANIEHTHOCTM.

4. OcobeHHOCTM onpefeneHna B3anmMO3aMeHAEMOCTU BMOIOrMYECKMX NEKAPCTBEHHbIX NPenapaTos,
KOMBOWMHMPOBAHHbIX JIEKAPCTBEHHbIX MpenapaToB (coAepskalMx KOmMbBWHauuo AOByx U bonee
OEVCTBYIOLMX  BELLeCTB), JIEKAapPCTBEHHbIX MpenapaToB A/1A  NapeHTepasbHOro  MUTaHUa w
He[03MPOBaHHbLIX JIEKAPCTBEHHbIX MpenapaToB ycTaHaeauBatoTca [pasutensctBom Poccuinckoit
depepaumnu.

5. OI'Ipe,D,EI'IEHME B3aMMO3aMeHAEMOCTU He OocCywecTBiAeTcA B OTHOWEHUU NEKAPCTBEHHbIX
PaCTUTENBbHbIX NPENAapPaToB, rOMeoNnaTN4YEeCKNX 1IEKAPCTBEHHbIX NPEenapaTos.

6. CDOpMMpOBaHVIe nepevyHA B3aMMO3aMeHAEMbIX JIeKapPCTBEHHbLIX Mpenapatos AnA MeaAUUUHCKOro
npUMeHeHNA OCYLLECTBNAETCA SKCNEPTHbIM y4ypexxageHnem nocpeacrsom O6'bep,MHEHMF| NEeKapCTBEHHbIX
npenapatoB B OTAE€/ibHble Tpynnbl, B KaH(LI,OVI N3 KOTOPbLIX JNIEKAPCTBEHHbIE NpenapaTtbl ABAAKOTCA
B3aMMO3amMeHAEeMbIMU.



7. B cnyyae BKAOMEHMA B MHCTPYKLMIO MO MEAULMHCKOMY NPUMEHEHWIO IeKapCTBEHHOTO NpenapaTta Ha
OCHOBAHWUW pPEe3y/IbTaTOB COOTBETCTBYIOLMX MCCEA0BaHUI MOKasaHMI gas MNPUMEHEHUsn, KoTopble
OT/IMYAIOTCA OT MOKAa3aHWM ANa NPUMEHEHMA APYrUX NEeKapCTBEHHbIX MNpenapaToB W3  rpynnbl
B3aMMO3aMeEHSAEMbIX JIEKAPCTBEHHbIX MpenapaToB, B MNepeyHe B3aMMO3aMEHSEMbIX JIeKapCTBEHHbIX
npenapaTos A58 MegMLUMHCKOro NPMMEHEHMS A0MKHa ObITb YKa3aHa COOTBETCTBYOLWAA MHPopmaLmA.

8. lepevyeHb B3aMMO3aMeHAEMbIX /EKAPCTBEHHbIX MPenapaTtoB AAA MeAMUMHCKOro npumeHeHus
pasmeLllaeTca yrnoaHomouYeHHbIM deaepanbHbiM OpraHoOM UCMOHWUTENbHOW BAACTU, OCYLLECTBAAOLLUM
roCyAapCTBEHHYIO PEermcTpaumio IeKapcTBEHHbIX MPenapaTtoB ANA MeAMUMHCKOTO MNPUMEHEHUsA, Ha
cBoem ooduumanbHom canTe B cetm "MHTepHeT". WMHbopmauma B nepeyHe B3aMMO3aMEHAEMbIX
NeKapcTBEHHbIX NPenapaToB 411 MegUUMHCKOro NpUMeHeHns 0BHOBNSAETCA YKasaHHbIM deaepasnbHbiM
OpPraHOM MCNOJIHUTENIbHOW BAACTM C YYETOM HOBbIX 3aPernMcTPMpPOBaHHbIX JIEKAPCTBEHHbIX NPenapaTos
ANA  MeAMUMHCKOrO TMNPUMEHEHWA W BHECEHHbIX WM3MEHEHUI B [OKYMEHTbl, COAeprKalimecs B
PErncTpaumMoHHbIX LOCbe Ha 3aperncTpUMpoBaHHbIe JIEKAPCTBEHHblE NpenapaTbl Aaa MeAMUMHCKOro
NPUMEHEHWA.

9. MopagoK MCNoNb30BaHUA MHPOPMaLMM O B3aMMO3AMEHSAEMbIX JIEKAPCTBEHHbIX MpenapaTax Ans
MEAMLMHCKOrO MPUMEHEHMA M MOPAAOK [ayM PasbACHEHM NO BOMPOCaM B3aMMO3aMEHSAEMOCTU
NeKapcTBEHHbIX MPenapaToB A1A MeOMUMHCKOro MPUMEHEHMsA YyCTaHaBaAuMBatoTcs [1paBUTENbCTBOM
Poccuitckoin Pepepaumn.

CraTbAa 28. PerncrpaumoHHoe yo0CTOBEPEHME IEKAPCTBEHHOIO nNpenapaTta

1. PerucrpaupmoHHoOe yA0CTOBEPEHME NEKaPCTBEHHOrO NpenapaTa C yKa3aHWem JIeKapCTBEHHbIX GopM U
[O3MPOBOK  BblgaeTcA  6eCCPOYHO, 3a  WCK/IOYEHWEM  PErucTpauMoOHHOro  YAO0CTOBEPEHMSA
NeKapCTBEHHOrO npenapaTta, BblJaBaeMOro CO CPOKOM [JeNcTBuA MATb  NIeT, Ha Bhepsble
perucTpupyemblie B Poccuniickoit ®egepaumn nekapcTBeHHble npenaparbi.

2. Mo wucTeyeHMM yKasaHHOrO B 4acTM 1 HacToAwel cTaTbM CPOKa Bblaaetca 6GeccpoyHoe
perucTpaunoHHoe ya0CTOBEpPEHWE NeKapCTBEHHOro npenaparta Npu YCA0BUW MOATBEPNKAEHUA ero
rocyAapcTBeHHOMN perncrTpaumm.

3.B CNy4yae BHeCeHMA B COOTBETCTBMU CO CTaTbAMU 30 n 31 Hactosawero CDep,epaanoro 3aKOHa
M3MEHEHUN B cogepawmeca B permctpauMoHHOM AoCbeé Ha 3aperMCTpMpOBaHHbIl71 J'IEKapCTBEHHbII‘;I
npenapat AOKYMEHTbI, 3aTparnBaloWnx ceegeHna, oTpaxKeHHble B pernctpaumMoHHOM yaoCTtoBepeHUN
NNEeKapPCTBEHHOrIO npenaparta, yﬂOﬂHOMOHeHHbIVI d)ep,epaanblﬁ opraH WUCNOJIHUTENbHOM BNACTU BblAaeT
HOBOE pPerncTpaunMoHHoOe yaoCTtoBepeHe NeKapCTBEHHOIO Npenaparta, cogepxaulee BHeCeHHble B HElO
N3MeHEHNA.

4. B cnyyae yTpaTbl UM NOBPEXKAEHMSA PErUCTPALMOHHOIO YA0CTOBEPEHUSA IEKapCTBEHHOMO Npenapara
No 3anB/JIEHWNIO B NMUCbMEHHON GopmMe AeprKaTens MW BNagenbla PerncTpaLumoHHOro y40CTOBEepeHuS
NIleKapCTBEHHOrO npenaparta WaM YNOAHOMOYEHHOTO MMW APYroro PUAMYECKOro /Mua O Bblgaye
Aybnavkata  perucTpauMoHHOTO  YAOCTOBEPEHMA JIeKApCTBEHHOrO npenapaTta  YNoAHOMOYEHHbIM
denepanbHbIi opraH UCNOAHUTEIHOM BAACTM B CPOK, HE NPEBbLILAIOWMI AecATU pabounx gHel co aHA
NOCTYN/AEeHUs 3aABNeHUA, BblgaeT Ay6/MKaT PEerucTpaLMoHHOrO YAOCTOBEPEHUS JIEKAPCTBEHHOMO
npenapaTta. 3a Bblgayy Ayb6/MKaTa PerncrpalMoHHOrO yAOCTOBEPEHMS JIeKapCTBEHHOro npenapaTa
B3MMAETCA roCyAapcTBEHHAA NOLW/IMHA B COOTBETCTBMM C 3aKOHOZATENbCTBOM Poccuiickol depepaumm
0 Hanorax u cbopax.

Cratba 29. MNoaTBepKAeHME rocyAapcTBEHHOM perncTpaLmm IeKapcTBEHHOro npenapaTa

1. MoAaTeepXaeHMe rocyaapCTBEHHON PerMcTpauumn NekapcTBEHHOMO Npenaparta OCyLLecTBAseTcA npu
BblAaye 6eccpoyHOro pPerucTpaLMoHHOro YAOCTOBEPEHUA JfIeKapCTBEHHOro mnpenapata B Ccaydae,



yKasaHHOM B 4actu 2 ctatbu 28 HactosAwero denepasbHOro 3aKOHa, B CPOK, He MNpeBbllatoLLmii
wectnaecaTM paboynx AHen co AHA MOAYYEHMA COOTBETCTBYIOLLMM YNOJAHOMOUYEHHbIM deaepanbHbIM
OpraHoM MCMOMIHUTENbHOW BNACTU 3afAB/EHUA O MNOATBEPXAEHUM rOCYyAapCTBEHHOW perncrpaumuu
JIeKapcTBEHHOro npenaparta. He ocylwlecTBaseTca NoATBEP’)KAEeHMEe rocyaapCTBEHHOW perucTpauuun B
OTHOLLIEHWM IeKapCTBEHHOrO npenaparTa, He HaxoamsLleroca B obpatleHun B Poccuiickont Peaepaumnn B
TeyeHne Tpex u 6osiee NeT, a TaKkKe B OTHOLIEHUW JIeKapCTBEHHOro CpPeAacTsa, MPOM3BeAeHHOro C
HapyllieHnem TpeboBaHuMA, yCTaHOBAEHHOrOo YacTbto 3.7 ctaTbk 71 HacTosalero PeaepanbHOro 3akoHa.

2. 3aABNeHME O NOATBEPXKAEHMM TOCYAAPCTBEHHON PErncTpaummn eKapcTBEHHOro npenapaTta Anaa
MEANLMHCKOTO MPUMEHEHUA MPEeLCTaBAAETCA B COOTBETCTBYHOLLMIA YNOJHOMOYEHHbIN deaepanvHbIi
opraH UCNONHUTENIbHOWM BNACTU HE paHee YeM 3a CTO BOCEMbAECAT AHEN A0 UCTEYEHUs CPOKA AeNCTBUA
PEerucTPaLMOHHOrO YAO0CTOBEPEHUA IEKAPCTBEHHOIO NpenapaTta 418 MegULMHCKOro NPUMEHEHMA.

2.1. 3anABneHMe O NOATBEPKAEHMM FOCYHAPCTBEHHOM PErMcTpauuMu IeKapCcTBEHHOrO npenaparta Aans
BETEPUHAPHOrO NPUMEHEHWUA MNPeACTaBAAETCA B COOTBETCTBYHOLWMI YNOJHOMOYEHHbIN deaepanbHbIi
OpraH UCNOJIHUTE/IbHOM BNACTM He pPaHee Yem 3a CTO BOCEMbAECAT AHEW [0 UCTeYEHUS CPOKa AeNCTBUSA
PerncTpaunoHHOro ya0CTOBEPEHMS IeKapCTBEHHOMO NpenapaTta 4/ BeTePUHAPHOro NPUMEHEHUA U He
nosaHee OKOHYaHWA CPOKa ero AencTBuUA.

3. MoAaTtsepXAeHne rocyaapCTBEHHOW PEerucTpauumn eKapCcTBEHHOro npenapaTta OCYLECTBAAETCA Mo
pesy/nbTaTamM 3KCNepTU3bl OTHOLIEHUA OXMUAAEMOMN MONb3bl K BO3MOMKHOMY PUCKY MPUMEHEHUA
NeKapCTBEHHOTO NnpenapaTta Ha OCHOBaHMM Pe3yNbTaTOB MOHUTOPUHIA 3G HEKTUBHOCTU 1 6e30MacHOCTM
NIeKapCTBEHHOrO npenapaTa, MPOBOAMMOIO JepsKaTesieM WaM BAafde/bLuemM PerncrpaLmoHHOro
YOOCTOBEPEHUNA NIeKapCTBEHHOro npenapaTta 60 YNOAHOMOYEHHbIM UMM HOPUAMYECKUM JIMLIOM, a
TaKKe COOTBETCTBYIOIWIMM YMNOJHOMOYEHHbIM defepanbHbiM OpraHoOM WCMNONHUTENIbHOM BAactTu B
COOTBETCTBUM C TPeBOBaHUAMM CTaTbM 64 HacToALLero ®eaepasibHOTO 3aKOHa.

4. K 3a8BNE€HUNIO O MOATBEPXAEHMM OCYAapPCTBEHHOW PErMcTpaumMm JeKapcTBEHHOro npenaparta Aas
MEANLMHCKOTO NPUMEHEHNA NMPUNaratoTCs:

1) [OKYMEHTbl, coAepskalme pesynbTaTbl MOHUTOPUHra 3ddeKTMBHOCTM U HesonacHocTU
NleKapcTBEHHOrO npenapata Ana MeAUMUMHCKOro MNPUMEHEHWsA, MPOBEAEHHOrO Aep)KaTenem Wau
BNaAeNbLEeM PErucTPauMoOHHOrO YAOCTOBEPEHUA JIEKAPCTBEHHOro npenapata 4aa MeaMUMHCKOro
npMMeHeHUA NGO YNOAHOMOYEHHBLIM UM  OPUANYECKUM MUOM, Mo Gopme, YTBEPNKAEHHOM
YNOAHOMOYEHHbIM dheaepanbHbIM OPraHOM UCNOJTHUTEIbHOM BAACTy;

2) cBegeHuA O AaTe NPeaoCTaBNAEHMA U PErucTPauMOHHOM HOMepe JIMLEH3MW Ha MPOM3BOACTBO
NeKapcTBEHHbIX CPeACTB MW CBegeHWUA O AaTe NpenoCTaBAEHMA UM PErmcTpauyoHHOM Homepe
3aKNIOYEHMUA O COOTBETCTBMM MPOMU3BOAMUTENSA JIEKAPCTBEHHbLIX CPeacTB TpeboBaHMAM MpaBuA
Hag/nexallen NpPoOn3BOACTBEHHOW MPAKTUKW, NPEeAOCTaBAEHHbIX YNOJHOMOYEHHbIM deaepanbHbIM
OPraHOM MUCMOJIHUTE/IbHOM BNACTM B OTHOLIEHUW TMPOM3BOACTBEHHOM M/OWAAKM JIeKapCTBEHHOTO
npenapata 444  MeAUUMHCKOrO  NPUMEHEeHWA, rocyAapCTBeHHaa  perncrpauma  KOTOporo
NOATBEPKOAETCA B C/ly4ae, €C/M NPOM3BOACTBO JIEKAPCTBEHHOIO Mpenapata ANf MeAWLMHCKOro
npumMmeHeHuna ocyuiecTeaseTca B Poccuiickon ®Pepepaunu;

3) KonuAa I'lpe,El,OCTaBI'IEHHOﬁ YNO/IHOMOYEHHbIM OpraHom CTpaHbl npousBoAUTENA JNTULEH3UUN Ha
npon3soacTBO IEKAPCTBEHHOIO Npenaparta 414 MeanumnHCKOro npumeHeHnA U ee nepesos Ha DYCCKMﬁ
A3blK, 3aBepeHHble B YCTAHOBJAEHHOM nMNOPAAKE, a TaKXKe KonuAa 3aKa4yYeHunAa O COoOoTBETCTBUU
nponssogunTena NEKapCTBEHHbLIX CpeacTs TpeﬁDBaHMHM npasun Hap,nemau.l,eﬁ ﬂp0M3BO,CI,CTBEHHOf;1
NPaKTUKKU, BblAAHHOINO0 YMNO/IHOMOYEHHbIM d)ep,epaanbuv\ opraHom WUCNONHUTENbHOM BAAcTM B
OTHOLWEHNN I'IpOVI3BO,E|,CTB€HHOVI naowaaknM  NeKapCTtBeHHOro npenapata  Ana  MeauunHCKoro
npumeHeHunAa, rocyaapcreeHHaA pPerncTtpaumna KOToporo noAarBepXAaaetcda, WAnM KonuvAa pelleHunA
YNO/THOMOYEHHOTO cbe,a,epaanoro OpraHa NCNO/IHUTENbHOM BAacTn o nposeaeHNnN UMHCNEKTUPOBAHUA



NpPoun3BOAUTENA IeKaPCTBEHHbIX CPEACTB B C/1ly4ae, ec/iv NPou3BOACTBO IeKapCTBEHHOro npenapaTa Ana
MeANLIMHCKOTO NPUMEHEHMA OCyLLLeCTBAAETCA 3a npeaenammn Poccuninickon Peaepaumu.

4.1. B OTHOWEHMM BUONOTMYECKMX JIEKAPCTBEHHbIX MPENapaToB AA MeOUUMHCKOTO MPUMEHEHMUS
3anBUTEIb OOMNOJIHUTENIbHO NPEeACTaBAAET pe3y/ibTaTbl MeponpuATUN, MNpPeayCMOTPEHHbIX M1aHOM
yNpaBAeHUA PUCKAMU, YTBEPKAEHHbIM YNOJAHOMOYEHHbIM deaepasbHbIM OpPraHOM WMCMOAHUTEIbHOM
BNAaCTU MpPU  OCYLLECTB/IEHUM TOCYAAPCTBEHHOW perncrtpaumMmM JIeKapCcTBEHHOro npenapaTta  Anas
MeANUMHCKOTro NpUMeHeHus.

4.2. K 3aABNEHUIO O NOATBEPKAEHUN rOCYAaPCTBEHHOW PErncTpaLMmn NekapCcTBEHHOro npenaparta Ans
BETEPUHAPHOIO NPUMEHEHUA MPUAAraloTca AOKYMEHTbI, codepalpe pesyabTaTbl MOHWUTOPUHTa
addeKTMBHOCTM M 6e30MacHOCTM NeKapCTBEHHOro npenapata Ana BeTepUHaApPHOro NpUMEeHeHus,
NPoBOAMMOrO AepaTenem WAN Bnagenblem PerucTpaumoHHOro YAO0CTOBEPEeHUsA NeKapCTBEHHOrO
npenapaTta ANA BETEepPUHAPHOro NpUMeHeHUA NMBOo YNOSHOMOYEHHBIM UM HOPUAUYECKUM NULOM, NO
dopme, yTBEpPKAEHHOW YMNONHOMOYEHHbIM deaepanbHbiM OPraHOM UCMNONHUTENbHOW BAacTu, W
OOKYMEHTbI, yKasaHHble B NyHKTax 1, 2 - 2.2, noanyHkTax "a", "6", "K", "n" nyHkTa 4 yactu 3 ctatbn 17
HacTosAwero PeaepanbHOro 3akoHa. B oTHoWEHUM UMMYHOBMONOTMYECKUX TIeKapCTBEHHbIX NpenapaTos
ONA BEeTepPUHAPHOro NPpUMeHeHNA He NPeACTaBAAIOTCA CBeAeHUs, YKa3aHHble B noanyHKTe "K" nyHkTa 4
yactu 3 ctatbk 17 HacTosalwero ®eaepanbHOro 3akoHa. B OTHOLWEHUN NeKapcTBEHHbIX NpenapaTos ANs
BETEPUHAPHOrO MPUMEHEHUA, MONYYEHHbIX C NPUMEHEHUEM TFEeHHO-UHXEHEePHO-MOANDULMPOBAHHbIX
OpPraHU3MOB WAU CcOoAep’KaliuxX TaKkue OpraHM3mbl, JOMONHUTENbLHO NpPeAcTaBAAOTCA CBeAeHUs,
YKa3aHHble B NyYHKTe 13 yactu 3 ctaTtbm 17 HacToAwero PeaepanbHOro 3akoHa.

4.3. 3asBuTe b BNpaBe NpeacTaBuUTb C 3asiBJIEHUMEM O MOATBEPIKAEHUWN FOCYAaPCTBEHHOM perucrpauum
JIeKapCTBEHHOIO NpenapaTa Konuio AOKYMEHTA, NOATBEPKAAIOLLENO YNIATY rOCYAapPCTBEHHON NOLWINHDI
33 NOATBEPKAEHME FOCYAAPCTBEHHOM PErNCTPALLMMN IEKAPCTBEHHONO NPenapaTa, a TakKe BblgaBaemble
(npepoctaBnsaemble) yNOAHOMOYEHHbIMKU  deaepanbHbIMU  OpraHaMn  UCMOJIHATENIbHOW  BAacCTu
OOKYMEHTbI (CBegeHun), yKasaHHble B MyHKTax 2 M 3 yactu 4 HacTtoswel ctaTbu. B caydae wmx
HenpeAcTaB/ieHUA YNONHOMOYEHHbIM defepasibHblii OpraH MCNOAHUTENIbHOM BAAacTU 3anpalnsBaer
yKasaHHble  OOKYMEHTbl (CBegeHus) B MOpALKE  MEKBEAOMCTBEHHONO  MHOOPMALMOHHOIO
B3aMmoencTBumA.

5. B TeyeHue pgecatun pa60lmx ,G,HEVI CO AHA NPUHATUA 3aABNIEHNA O NoATBEPXKAEHUN rocyp,apCTBeHHoﬁ
PErncTpaunn nekapCTtBeHHOro npenapata M AOKYMEHTOB, coAepialux pe3ynbtatbl MOHUTOPUHTA
3¢¢EKTVIBHOCTM n 6esonacHocTH NEeKapCTBEHHOro npenaparta, MNpoBOAMMOro AepxXatenem wuan
Bnagenbuem perncTtpaunoHHOro ygoctoBepeHnMA NeKapCTBEHHOrIoO npenapara nmbo YNO/THOMOYEHHbIM
MU IOPUONYECKUM NTNLOM, yFIOI]HOMO‘-IEHHbIVI cbep,epaanblﬁ opraH WMCNOJIHUTENbHOM BNACTM:

1) npoBoaAUT MNPOBEPKY MOJIHOTbI CBEAE‘HMVI, coaepxawmnxca B MNpPpeacrtaBNEHHbIX 3aABUTENEM
AOKYMEHTAX;

2) NpUHUMaeT pelleHne O NpPoBeAeHUW WAM 06 OTKase B MNPOBEAEHMM ISKCNEepPTU3bl OTHOLLIEHWS
0XKMAAEMOW MOJIb3bl K BOSMOXHOMY PUCKY MPUMEHEHMUA JIEKAPCTBEHHOrO MpernapaTta Ha OCHOBaHWUM
pe3y/ibTaToB MOHUTOPUHTa 3P PEKTUBHOCTM M 6€30MaCHOCTM NEeKAPCTBEHHOTO NpenapaTa, NPOBOANMOrO
AepyKaTenem Wau BAageNbLem PerncTpaumoHHOIO yA0CTOBEPEHUA NEKAPCTBEHHOMO npenapata Anbo
YNO/HOMOYEHHbIM UMUK HOPUONYECKUM JIMLOM, a TaKke ¢eaepanbHbiM OpPraHoOM WCNOJIHUTE/IbHOM
B/J1aCTW B COOTBETCTBUM C TpeboBaHUAMM cTaTbu 64 HacTosAwero PeaepanbHOro 3aKoHa;

3) yBegoMASET B 3/IEKTPOHHOM GOpME UM MUCbMEHHOW PopmMe 3asBUTENS U IKCNEPTHOE yupexRaeHue
O MPUHATOM peleHun AMbo B Cayvyae MPUHATUA peweHus o6 OTKase B MPOBEAEHMM 3KCMepTU3bl
YKa3blBaeT NPUUYMHbI TAKOTO OTKasa.

6. B cnyyae BbiABAEHUA HEAOCTOBEPHOCTU U (MAM) HEAOCTAaTOMHOCTM MHOOPMALMK, CoaepKalleiica B
npeacTaBNeHHbIX 3aaBUTENIeM AOKYMEHTaX, YNOAHOMOYEHHbIM deaepanbHblii opraH UCMOAHUTENbHOM



BJACTU HanpasnseT 3aABUTENl0 3anpoCc 06 YTOYHEHWW yKasaHHOW MHbopmaumu. 3anpoc
ynoaAHOMOYeHHOro  ¢deaepanbHOrOo  OpraHa WCNOMHMTENbHOW BAacTM  MOXKeT 6biTb  nepegaH
YNOAHOMOYEHHOMY NPEACTaBUTENIO 3aABUTENA JIMYHO MOA PAcrlMCKy, HanpaBaeH Mo NoyTe 3akasHbiM
NMUCbMOM MK NepeaaH B 3N1EKTPOHHON GopMe Mo TeNEKOMMYHMKALUMOHHbIM KaHanam cBsA3un. B cayvae
Hanpas/sieHMA 3anpoca yno/sHOMOYeHHOro ¢eaepanbHOro opraHa MCMOAHUTENbHOM BAACTU MO noyte
3aKasHbIM MUCbMOM OH CUYMTAETCA MOJIYYEHHbIM MO WMCTEYEHWWU LWecTU AHeN C AaTbl HamnpasieHus
3aKa3HOro NUCbMa.

7. 3assuteno 06A3aH npeacTaBUTb OTBET HA 3anpoc YNOJHOMOYEHHOro ¢enepanbHOro opraHa
WCMOJIHUTE/IbHOM BNAcTU B CPOK, He MpeBbllWatowmin AeBaHOCcTa paboumx AHel co AHA ero Noay4yeHus.
CpOK, yKasaHHbIM B 4acTU 5 HacToALlel CcTaTby, NPUOCTAHAB/AMBAETCA CO AHA HanpaBAeHUS 3anaBUTENIO
3anpoca ynoJIHOMOYEeHHOro denepasbHOro opraHa WMCNOAHUTENbHOW BAACTU A0 AHA MOJIYYEHUS UM
COOTBETCTBYIOLLErO OTBETA M HE YYUTLIBAETCA MPU MCUMCIEHNN CPOKA NOATBEPKAEHUSA rOCYAaPCTBEHHOM
perncTpaunmn nekapcTBeHHOro npenapara.

8. OcHOBaHMeM 419 0TKa3a B NPOBEAEHUMN IKCNEPTM3bl OTHOLWEHWUA OXKMAAEMOM MONb3bl K BO3MOXKHOMY
PUCKY MPUMEHEHMUS NEeKapCTBEHHOTO NpenapaTta ABAdeTcA NpeacTaBleHMe AOKYMEHTOB, COAEPMKaLMX
pe3ynbTaTbl MOHWUTOPUHIa 3¢pPEKTUBHOCTM M 6e30NacHOCTM NIeKapCTBEHHOro npenaparta, U (uau) B
OTHOLIEHMM BMONOrMYECKUX NIEKAPCTBEHHbIX MPENapPaToOB Pe3y/bTaTOB OCYLLECTBJAEHUSA MEPONPUATUI B
COOTBETCTBMM C MNJAHOM YMPaB/AEHUA PUCKaMM, YTBEPKAEHHbIM YMNOAHOMOYEHHbIM denepanbHbim
OPraHOM  UCMOJIHUTENBHOM  BAACTM  MPWU  OCYLLECTBJAEHMM  TOCYAAPCTBEHHOM  perucrpauuu
JIEKapCcTBEHHOTO MpernapaTa, B HEMoJIHOM 06beme, OTCyTCTBUE MHbOPMaL MK, NOATBEPKAAtOWEN GaKT
yrinaTbl  rOCYAapCTBEHHOM  MOWJ/MHbI 33  MOATBEPXKAEHME  TOCYAAPCTBEHHOW  perucrpauuu
JIEKapCTBEHHOTO NpenapaTa, AMbo HenpeacTaB/eHWe 3asiBUTE/IEM B YCTAHOBJIEHHbIA CPOK OTBETA Ha
YKa3aHHbI B 4YacTM 6 HacToAlen CTaTbM 3anpoc YMnoJHOMOYEeHHOro denepanbHOro opraHa
NCMNOJIHUTENbHOM BNACTH, A TaKXKe OTCYTCTBME B YKa3aHHbIX AOKYMEHTaX MHPOPMALIMK, KOTOPas AO0/KHA
6bITb B HUX OTPaKeHa.

9. JKcrnepTM3a OTHOLLEHUA OXMAAEMOM MO/b3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NIeKapCTBEHHOrO
npenapata B LUEeAAX MOATBEPKAEHUSA TOCYAAapPCTBEHHOM PErMcTpaLMM JIEKApPCTBEHHOTO npenapaTta
NPOBOAMTCA KOMMUCCMEN 3KCMEPTOB 3KCMEPTHOrO YYPENKAEHWA B CPOK, He MNPEBbIWAWMIA COpOKa
pabouunx gHen.

10. B cnyyae HeoCTaTOMHOCTU NPeACTaBAEHHbIX SKCMEePTy MaTePMaNoB ANA Aa4UM 3aKAOUYEHUA SKCNepT
obpallaeTca K PYKOBOAMTENIO 3KCMEPTHOro y4ypexaeHua O NpenocTaBAEHUMM emy HeobXxoauMbIX
MaTepranos. PykoBoguTeNb 3KCNEPTHOrO yuyperkaeHua obpallaeTca C COOTBETCTBYIOLLIMM 3amnpoCcom B
YNOAHOMOYEHHbIW denepanbHblii OpraH UCNOHUTENbHOM BAACTH, BblAABLUMIA 3ag4aHMe Ha NpoBeaeHUe
3KCMEPTM3bl OTHOLWIEHUS OXMUAAEMOW MO/b3bl K BO3MOMHOMY PWUCKY MPUMEHEHUA /IEKAPCTBEHHOrO
npenapaTta Ha OCHOBAaHMM [OKYMEHTA, COAEPIKALLEro pPesynbTaTbl MOHWUTOPMHIa 3GPEKTUBHOCTU WU
6e30MacHOCTM IeKapcTBEHHOTO NpenapaTa. B TeueHne nATK paboumnx AHeNn co AHA NOCTYNAeHUs 3anpoca
PYKOBOAMTENA 3KCMEPTHOIO Y4YpeXKAeHWA YyKasaHHbIA ¢denepanbHbll OpraH MCNOJIHUTENbHOM BNACTU
Hanpas/seT 3aABMTE/IIO 3aMpoC O NPeacTaBNeHUM HeOOXOAMMBbIX MATEPUAoB, KOTOPbIN MOXKET 6bITb
nepesaH yrnoJHOMOYEHHOMY MpeAcTaBUTE/NtO 3afBUTENS JIMYHO MO PACMMCKY, Hamnpas/eH Mo mnoyte
3aKa3HbIM MUCbMOM WM NepeaaH B 3/1IEKTPOHHON Gpopme Mo TeIeKOMMYHUKALUMOHHbBIM KaHalam CBA3M.
B cnyyae HanpaB/eHMA 3anpoca YyNoJIHOMOYEeHHOro ¢esepasbHOro opraHa UCNOIHUTENIbHOM BAACTU Mo
MoyTe 3aKasHbIM NMMCbMOM OH CYMTAETCA MOJIyYEHHbIM MO UCTEYEHWUW LWEeCTU gHEW C AaTbl HANpPaBNeHUs
3aKa3HOro NUCbMa.

11. 3asButenb 06s3aH NpPeACTaBUTb OTBET HA 3aMpoc YNOJIHOMOYEHHOro ¢enepanbHOro opraHa
MCMNONHUTENBHOW BAAcTU B CPOK, HE MPEBbIWAOWMIA WecTUaecaTM paboumx AHen Co AHA MNOAyYeHUs
YyKa3aHHOro 3anpoca. YNo/HOMOYeHHbI denepanbHblii OpraH MCNOAHUTENbHOM BAACTW, BblAaBLUMMA
3aflaHMe Ha MNpoBeAEeHME 3KCNepTM3bl OTHOLIEHMA OXWAAEMOM MNOMb3bl K BO3MOMKHOMY PUCKY
NPMMEHEHMUA NEeKapCTBEHHOrO npenapaTa Ha OCHOBAaHMM [AOKYMEHTA, COAEprKallero pesynbTaThbl
MOHUTOPUHra 3GPeKTUBHOCTM M 6e30NacHOCTM NEeKaPCTBEHHOMO npenapara, B TedyeHue NATU paboumx



AHel co AHA NOCTyn/ieHMA OT 3asBUTENsA OTBETa Ha 3anpoc YNO/JIHOMOYEHHOro ¢peaepanbHOro opraHa
WUCNONIHUTENbHOW BNAcTU  HanpaBaseT 3TOT OTBET B 3KCMepTHoe yuypexaeHue. B  cnyuyae
HenpeaCcTaBAEHUA NO UCTEUEHUM LLeCTUAECATM pabounx AHel 3aaBMTeIeM OTBETa Ha YKa3aHHbI 3anpoc
YNO/NIHOMOYEHHbIN desiepanbHblit OpraH MCNONHUTENIbHOW BNACTU, BblAABLIMIM 3aaHNe Ha NpoBeAeHue
3KCNEepTU3bl OTHOLIEHUS OXUAAEMOW MNONb3bl K BO3MOXMHOMY PUCKY MNPUMEHEHMUA NEeKapCTBEHHOTo
npenapata Ha OCHOBaHUW [AOKYMEHTa, COAEprKalLero pesy/sibTaTbl MOHUTOPUHra 3¢$PEKTUBHOCTU U
6e30MacHOCTU JIEKAPCTBEHHOTO MpenapaTa, B TedyeHue NAaTu paboumx gHel HanpasaseT B dKCNepTHoe
yyperkaeHue yBeAOM/IEHME O HenpeacTaB/ieHUW 3aaBUTE/IEM OTBETA Ha 3anpocC YKasaHHOro opraHa.
Bpemsa co AHA HanpaBaeHMA 3amnpoca 3KCMEPTHOro y4yperkaeHua B YNOJHOMOYEHHbIN ¢eaepanbHbli
OpraH UCMNOJIHUTENIbHOW BAACTU A0 AHA MOJYYEHUA IKCNEPTHbIM yYperKAeHMeM OTBETA Ha 3anpoc Mau
YBEAOMNEHUA O HenpeacTaBNeHUM OTBETAa Ha 3anpoc He Y4YUTbIBAETCA MNPU WMCYUCAEHUM CPOKaA
NPoOBEeAEHMA 3SKCMEPTU3bl OTHOLIEHWUA OMWUOAEMOM MOJb3bl K BO3MOMKHOMY PUCKY MNPUMEHEHUA
JIEKapCTBEHHOIO Mpenapata Ha OCHOBAaHMWM [AOKYMEHTa, COAeprKallero pesy/bTaTbl MOHWTOPUHIA
3 PeKTMBHOCTM M 6E30MaCHOCTM NeKAapPCTBEHHOro NpenaparTa.

12. B cpoK, He npeBblWalOWMUIN AeCcaTU pPabounx AHeN co AHA MOSYYEeHMS 3aK/OYEHMS KOMMUCCUU
3KCMEPTOB MO pe3y/ibTaTam IKCMepTU3bl OTHOWEHUA OXKUAAEMOW MO/b3bl K BO3MOMKHOMY PUCKY
NPMMEHEHWA NIEKAaPCTBEHHOrO Mpenaparta, COOTBETCTBYIOWMIA YNOAHOMOUYEHHbIN denepanbHblii opraH
NCMNONHWUTENbHOW BNACTU:

1) ocyuwecTBAeT OUEHKY 3TOro 3aK/loYyeHUs A1s onpedesieHus ero COOTBETCTBMA 33a4aHMI0 Ha
nposeAeHMe YKazaHHOM 3KCNepTusbl;

2) NPUHMMAET pelleHne 0 NOATBEPKAEHNN roCcyaapCTBEHHOW PErucTpaLmmn ekapcTBeHHOro npenapara
nnm 06 OTKase B NOATBEPMKAEHUM rOCYAapCTBEHHOMN perncTpaLmmn 1eKapcTBEHHOro npenapara;

3) BHOCUT NpU NPUHATUN PeLLIEHNA O NOATBEPXAEHUN roCyAapCTBEHHOW perncTpaLmm NekapcTBeHHOro
npenapaTa CBeAeHWA B TrOCYAAPCTBEHHbIM PEEecTp NEeKapCTBEHHbIX CPEeACTB WM BblAaeT 3afaBUTEO
BeccpoyHoe perncTpaLmoHHOE YA0CTOBEPEHME IEKaPCTBEHHOIO Npenapara.

13. OcHoBaHMem pAana OTKasa B noarsepxgeHmn I'OCYLI,apCTBEHHOﬁ perncrpaumm neKkapcrBeHHoOro
npenapata ABNAETCA 3aK/lo4YeHuMe COOTBETCTBYHOWEro YMNOJIHOMOYEHHOTO cbep,epaanoro OpraHa
WUCNOJIHUTENIbHOM BNIACTU O TOM, YTO PUCK NpUYnNHEHUA Bpeaa 340POBbHO YesnoBeEKa UIN XHMUBOTHOTO
Bcneacrtsne npnema NeKapCrBeHHOro npenapara npesbillaeT 3¢¢EKTMBHOCTb ero npnmeHeHuA.

14. B nepvos npoBedeHUs npoueaypbl MOATBEPXKAEHMA  rOCYAAPCTBEHHOM  perucrpauun
NeKapcTBeHHOro npenapaTa ero obpauieHune B Poccuiickon Pesepaumn He NpUOCTaHaBANBAETCA.

15. [onyckaeTcA obpalieHne NeKapCTBEHHbIX MpenapaTtoB A0 WCTEYEHMS CPOKa rO4HOCTH,
NPOM3BEAEHHbIX B TeYyeHWe CTa BOCbMUAECATM KaNeHAAPHbIX AHEeN nocne Aatbl  NPUHATMA
YNOJIHOMOYEHHbIM defepanbHbIM OpPraHOM WCMOJIHUTENbHOM BNACTM peleHua O MNoATBEPXKAEHUN
rocygapcTBEHHOW PErncTpaunmn, B COOTBETCTBUM C MHPOPMaLMeEN, cofeprkalleics B AOKYMEHTax
PEerucTpaLnoHHOro A0Cbe Ha NEeKAaPCTBEHHbIV Npenapar 40 AaTbl MPUHATUA TAKOTO PeLleHus.

Ctatbss 30. BHeceHMe W3MEHEHMA B [OOKYMEHTbl, CoAepyKalmeca B PerncTpauMoHHOM [OCbe Ha
3aperncTpUpoBaHHbIi IEKAPCTBEHHbIN NpenapaT 418 MeAULMHCKOro NPUMeHeHUA

1. B uenax BHeceHUA U3MEHEHUI B AOKYMEHTbI, coaepxauwmeca B perncTtpaubmMoHHOM AO0CbE Ha
3aperMCTpMpOBaHHbII7I J'IEKapCTBeHHbII‘;I npenapar gnad MeaumuunHCKoOro npumeHeHuA, aep artesib Uaun
Bnagenel, perMctpauMoHHOro ygocrtoBepeHmMAa NekKapCrtBeHHOro npenaparta Manm ynoaHOMo4YeHHOeE UM
Apyroe ropnan4yeckoe amuo (,a,anee B HaCTOFlLLI,eﬁ CTaTtbe - 3aF|BMTe}1b) npeacTtaBiAeT B YI'IO}'IHOMO‘-IGHHbIﬁ
d)ep,epaanblﬁ opraH WUCNONHUTENbHOM BNAaCcTU 3anaBfIEHNE O BHECEHMU TAKMX U3MEHEHWUIN No d)opme,
yCTaHOB}'IeHHOﬁ YNO/THOMOYEHHbIM d)ep,epaanblm OopraHom NCNO/IHUTENbHOM BNACTH, U npunaraemblie K



HeMy MamMmeHeHMA B YKa3daHHble AOKYMEHTbI, a TaKXe AOKYMEeHTbl, noAarsepXxgatowune HeO6XO,CI,MMOCTb
BHECEHUA TaKUX U3MEHEHUIA.

1.1. Mpn HeobXoAMMOCTU BHECEHWUS B AOKYMEHTbI, coAeprKalimecs B PEerucTpaLMoHHOM [0Cbe Ha
3aperucTpUpPOBaAHHbIA  IEKAPCTBEHHbIN Mpenapat Aas MeAULUMHCKONO MPUMEHEHUA, U3MEHEHUN,
YKa3aHHbIX B MYHKTE 3 4acTM 2 HacTOAWEeN CTaTbW M TPebyloLWmMX NpoBeaeHMa IKCNepTU3bl KayecTsa
NNeKapCTBEHHbIX CpeAacTB, 3aABUTE/Ib AONO/THUTENbHO NPeacCTaBAAET B yI'IOl'IHOMOHEHHbIVI d)ep,epaanbli/'l
OpraH WCMOJIHUTENIbHON BAAaCTU CBeAeHMA O JaTe NpenocTaBleHMA U PEerncTpauMoHHOM Homepe
JIMUEH3MN Ha NPOM3BOACTBO JIEKAPCTBEHHbIX CPeACTB WAM CBeAeHMA O AaTe npefocTaB/ieHua U
PEerncTpauMoHHOM HOMepe 3aKNYEeHUA O COOTBETCTBMW MNPOU3BOAUTENA JNIEKAPCTBEHHbLIX CPeacTs
TpeboBaHMAM MNpaBM/ Hag/erkalleld NpoM3BOACTBEHHOM NPAKTUKKU, BblAAHHbLIX (NpeaocTaBAEHHbIX)
YNONHOMOYEHHbIM desepanbHbIM OPraHOM WCNOJHUTENbHOW BNACTU B OTHOLIEHUW WU3MEHEHHOWN U
(vnn) pononHeHHoOM NPOU3BOACTBEHHOM NNOWAAKU NIEKAPCTBEHHOrO nNpenapaTta, B C/yyYae, ecau
Npou3BOACTBO JIEKAPCTBEHHOTO NpenapaTa ocywectenseTca B Poccuiickon ®egepaumn, nnbo ceeageHums
0 JaTe npenocTaB/ieHMA U PernmcTpaumoHHOM HOMEPE BblAAHHOW YNOJHOMOYEHHbIM OPraHOM CTPaHbl
npousBoAUTENs JIMLLEH3MU Ha NPOM3BOACTBO /JIEKAPCTBEHHOMO MpenapaTta U ee NepeBog Ha PYCCKUM
A3blK, 3aBEepeHHble B YCTaHOBAEHHOM MOpAAKe, a TaKXKe CBeAeHMA O [fate npenocTtaBieHuAa u
pPerncTpauMoOHHOM HOMepe 3aK/IYEeHMA O COOTBETCTBUM MNPOU3BOAMTENA NEKAPCTBEHHbLIX CpeacTs
TpeboBaHMAM NpPaBUA HaA/NeKalleld MNPOU3BOACTBEHHOW NPAKTUKW, BblAAHHOTO YMNOJIHOMOYEHHbLIM
denepanbHbiIM OpraHOM WCMOJHUTENBHOW BNACTU B OTHOLIEHWUM M3MEHEHHOW U (MM) AONONHEHHOMU
NpPOM3BOACTBEHHOM MAOLWAAKN NEKAPCTBEHHOro npenapaTa, Win cBedeHua O AaTe npenocTaBAeHua U
PEerucTpauMoHHOM HOMEpPEe peLlleHUs YMNOJHOMOYEHHOro d¢eaepasbHOro opraHa WCMNOJIHUTE/IbHOM
BNACTU O NPOBEAEHMM WMHCMNEKTMPOBAHUA MNPOU3BOAUTENA NIEKAPCTBEHHbIX CPeacTB B C/ayyae, ecau
NpPOM3BOACTBO /IEKAPCTBEHHOIO NpenapaTta OCYLEecTBAAeTcA 3a npeaenammn Poccuiickoit Peaepaunu.

1.2. Mpn HEoOBXOANMOCTN BHECEHUS B AOKYMEHTbI, COAEp’KallMeca B PErncrpalMoHHOM A0Cbe Ha
3apPerucTpUPOBaHHbIA  IEKAPCTBEHHbIN Mpenapat Aas MeAULMHCKOTO MPUMEHEHUA, WU3MEHEHUN,
YKa3aHHbIX B MyHKTE 4 4yacTu 2 HacTOALLEN CTaTbU M TPebyloLWmMX NpoBeaeHUa 3KCNepTU3bl KayecTsa
JNIeKapCTBEHHbIX CPEACTB, 3a8BUTENb AONONHUTENbHO NPEACTaBAAET B YNOJHOMOYEHHbIN deaepanbHbIn
OpraH WCMNONHUTENbHOW BAACTU CBeAEHUA O AaTe NpeaoCTaBfeHMA U PErncTpauMoOHHOM Homepe
JIMLEH3MN HA NPOU3BOACTBO NEKAPCTBEHHbLIX CPeacCTB MAW CBeAeHMA O pgaTe NpenocTaBieHuAa W
pPerncTpauMoOHHOM HOMepe 3aK/YEeHMA O COOTBETCTBUM NPOU3BOAUTENA NIEKAPCTBEHHbLIX CPeacTB
TpeboBaHMAM NpaBM/ Haa/eXKalleld NpoM3BOACTBEHHOM NPAKTUKKU, BblAAHHbIX (NpeaocTaBAEHHbIX)
YNONHOMOYEHHbIM peaepanbHbiM OPraHOM UCNOHUTENBHON BNACTU B OTHOLWEHUN NPOU3BOACTBEHHOM
NNOLWAAKN NEKApPCTBEHHOro npenapaTa, B Cjlyyae, eciM MNPOM3BOACTBO JIEKAPCTBEHHOro npenapara
ocyuwecrtensetrca B Poccuitickolt  depepaumn, nmubo cBeaeHWs O gate NpefoCTaBleHUs MU
perncTpaumoHHOM HOMepe BblAaHHOMW YNONHOMOYEHHbIM OPraHOM CTPaHbl NPOM3BOAUTENA NULEH3UMU
Ha NPOM3BOACTBO /IEKAPCTBEHHOrO MNpenapata M ee NepeBos Ha PYCCKMIMA A3blK, 3aBEpeHHble B
YCTAaHOBNEHHOM MOPAAKE, A TaKXe CBeAeHuA O aaTe NPeaocCTaB/ieHUA M PEerucTpaumoHHOM Homepe
3aK/IIOYEHMA O COOTBETCTBUM MNPOM3BOAMTENA NIEKAPCTBEHHbIX CpeacTB TpeboBaHMAM npaBun
Hag/eXKallelr NPou3BOACTBEHHOW MPAKTUKKU, BblAAHHOMO YNOJHOMOYEHHbIM denepasnbHbIM OpraHoOM
NCNOJIHUTENIbHOMN BNACTU B OTHOLLEHWM NPOM3BOACTBEHHON NAOLWAAKM IEKAPCTBEHHOTO Npenaparta, uam
cBefeHMA O pJaTe nNpefoCTaBfeHUMA U PerncTtpaumMoHHOM HOMepe pelleHWA YNOAHOMOYEHHOro
denepanbHOro opraHa MCNONHUTENbHOM BNAacTM O NPOBEAEHMM WHCNEKTUPOBAHWA NPoOW3BOAUTENSA
JNleKapCTBEHHOro cpeacTsa B CAy4yae, ecam NpomM3BOACTBO JIeKAapCTBEHHOro npenapara ocyLl,ecTBaAeTcA
3a npegenamu Poccuitckoit epepaumn.

1.3. an/IH’r'ITVIe peweHnAa o BHECEHUMN NM3MeHeHUn nnn o6 oTkase BO BHECEHUN U3SMEHEHUI B AOKYMEHTHI,
cogepxawmeca B permctpaubMoHHOM AO0Cbe Ha 3aperMCTpMpOBaHHbIVI I'IEKapCTBEHHbe/‘I npenapar gnAa
MeaunUunMHCKOro npumeHeHunAa, B Cay4dae HeO6XO,EI,MMOCTM nposeaeHMA 3SKCNepTu3bl KayecCTBa
NNEKAPCTBEHHbLIX CPeacTs “ (MHM) 9KCNEepPTU3bl OTHOLWIEHNA omm,u,aemoiz’l NoNb3bl K BO3MOXHOMY PUCKY
npuMeHeHNA NeKapCTBEHHOINO npenapata Ana megunumMHCKOro npuMmeHeHnAa oCyLleCTBNAETCA B CPOK, He
I'IpEBbILLIaIOLLI,Mﬁ AeBAHOCTa pa6oqu ,EI,HEVI, a B OCTa/IbHbIX C/ly4aAaX B CPOK, He I'IpEBbILuaIOLLI,MVI TPMAUaTHN



pabounx AHen co AHA NPUHATMA YNOJHOMOYEHHbIM desepasibHbiM OpraHoM UCMOAHWUTENbHOW BAACTU
3aAB/IEHNA O BHECEHMUM TaKMUX U3MEHEHWIA.

1.4. YnonHOMOYEHHbIN deaepanbHbii OpraH WCNONAHUTENIbHON BIACTU C  Y4YEeTOM pe3y/ibTaToB
dapmaKoHag30pa MU NPOBEPOK COOTBETCTBMA SIEKAPCTBEHHbIX CPeACTB, HaXOAALIMXCA B Fpa*kAaHCKOM
obopoTe, yCTaHOBNEHHbIM TPeboBaHMAM K KX KayecTBy B TeyeHuMe AecATM paboumx aHen co AHA
NOCTYN/eHMA COOTBEeTCTBYloWEeN WMHPoOpmauuM pasmellaer Ha cBoem odulManbHOM caliTe B CeTu
"MHTepHeT" cBegeHMA 0 HEe0bXoAMMOCTM BHECEHMA B UHCTPYKLUMUIO MO MEAULMHCKOMY MPUMEHEHUIO
JIEKAPCTBEHHOrO npenapaTta M3MEHEHWM B OTHOLIEHWM CBEAEHWUI O MOKa3aHWAX A1A NPUMEHEHUSA U
NPOTUBOMNOKa3aHMAX A/1A NPUMEHEHUA IEKAPCTBEHHOIO Npenapara, BbiABAEHHbIX MOOOYHbIX AEUCTBUSX,
He)KenaTeNbHbIX peakumsx Npu NPUMEHeHUW NeKapCTBEHHOro npenapata M yBegomnseT o6 3Tom B
3/1IeKTPOHHOM dopme MAM NUCbMeHHON dopme (Ha BymaskKHOM HocuTene) gepkartena UavM Bnagenbua
PerncTpaunMoHHOro yA0CTOBEPEHMA NEKAapCTBEHHOro npenapaTta (MAM YyNnONHOMOYEHHOE MM Apyroe
IOpMANYECKOe /IMLO), a TaKKe JeprKateneh WAM BNagesbLeB PerncTpaumoHHbIX YA0CTOBEepPEeHUi
JIEKapCTBEHHbIX MNpenapaToB (MAM YNOJHOMOYEHHbIX WMMW APYTUX HOPUAUYECKUX NUL), KoTopble
ABNAOTCA B3aMMO3aMEHAEMbIMMU.

1.5. [ep:kaTenb WA Bnagenel, perncTtpauyoHHOro yAOCTOBEPEHUSA NeKapCTBEHHOro npenapaTa, a
TaKXKe AeprkaTenu UAM BRafenblbl PEerucTpauMoHHbIX YAOCTOBEPEHUI JIEKAPCTBEHHbIX MPenapaTos
(MM ynonHomoueHHble UMW Apyrue opuanMyeckne Nnua), KoTopble ABAAKTCA B3aMMO3aMEHSEMbIMMU,
06A3aHbI NpeAcTaBUTb B YNOJIHOMOYEHHbIV deaepasibHbli OpraH UCNOJTHUTEIbHOM BAACTU 3aABJIEHUA O
BHECEHUM  U3MEHEHWA B  [OKYMEHTbl, COoAepXKalmecs B  PErucTpaumMoOHHbIX  OOCbe  Ha
3aperncTpUpoBaHHbIE SIeKaPCTBEHHbIe MNpenapaTtbl A8 MeAUUMHCKOTo MNPUMEHeHWs, B OTHOLWEeHUU
CBELEHWN, YKA3aHHbIX B MHCTPYKLUN NO MeAULMHCKOMY NMPUMEHEHMUIO SIEKAapCTBEHHbIX NPEenapaTos, B
TeYeHne copoKa paboumx AHEW CO AHA PasMEeLLeHUA YNoJIHOMOYEHHbIM deaepasibHbiM OpPraHom
NCNOSIHUTENbHOM BNAcTU MHGOPMALMKM, YKa3aHHOM B YacTu 1.4 HacToAwel cTaTbu. JJaHHoe TpeboBaHMe
He pacnpoCTPaHAeTCA Ha CAy4am BHECEHMA B MHCTPYKUMIO MO  MeAMLMHCKOMY NPUMEHEHUI0
JIEKAPCTBEHHOrO npenapata WM3MEHEHWM B OTHOLWEHWMM HOBbIX MOKa3aHUW A48 NPUMEHEHUs
JIeKapCTBEHHOIO NpenapaTta Ha OCHOBaHMM Pe3y/bTaTOB COOTBETCTBYIOLMX UCCNEA0BAHNNA.

2. 3KCI'IepTVI3a NEKAPCTBEHHbIX CPeaCTB B YaCTU 3KCNEPTU3bl KA4ECTBA /1IEKAPCTBEHHOIO CpeacTtea U (M/'IM)
9KCNEPTU3bl OTHOLWLUEHUA ommp,aelv\oﬁ NoNb3bl K BO3MOXHOMY PUCKY NpUMEHEHUA NeKapCTBEHHOro
npenaparta gna megnumHCKoro npyumeHeHnA npoBoanTCA B Ca1iyd4ae BHeECeEHUA M3MEHEHUI B AOKYMEHTbI,
cogepxawpmeca B perncTtpaumMoHHOM p[ocCbe Ha SapeFMCTpMpOBaHHbIﬁ ﬂeKapCTBeHHblﬁ npenapat, B
OTHOLWeEHWNW:

1) cBeAEHMIA, YKa3aHHbIX B UHCTPYKLMMU MO MEANLMHCKOMY NPUMEHEHUIO IEKAPCTBEHHOIO Npenapara:
a) neKapcTBeHHas ¢opma C yKasaHMEM HAMMEHOBAHMI WM KOJMYECTBEHHOro COCTaBa AeWCTBYHOLMX
BELLECTB M KaYeCTBEHHOMO COCTaBa BCMOMOraTe/IbHbIX BELWECTB (NpU HEOHX0AMMOCTM KOANYECTBEHHOTO

COCTaBa BCNOMOTraTe/ibHbIX Be LLI,ECTB);

6) dapmakoamMHammKka M papMaKOKMHETMKa (33 UCKAoYeHUEM (apMaKOKUMHETUKM roMeonaTUyecKmx
JIeKapCTBEHHbIX MPEnapaToB U PaCTUTE/IbHbIX JIEKAPCTBEHHbIX NPenapaTos);

B) NOKa3aHWA AN NPUMEHEHUS;

r) NPOTMBOMNOKa3aHUA A/ NPUMEHEHWS;

[) Mepbl NPeAoCTOPOXKHOCTM NPU NPUMEHEHUY;

€) YKasaHWe BO3MOMHOCTM WM 0COBeHHOCTeM MNPUMEHEHWA NeKapCTBEHHOro npenapata AnA

MeaununHCKOro npumeHeHuA 6epeMeHHbIMVI XKeHWnHamy, XKeHwmnmHamn B nepumoa rpyagHoro
BCKapmansaHuA, JeTbMU, B3POC/1bIMU, UMEOLWLMMU XPOHNYECKNE 3a6oneBava;



X) pemMm [o3vMpoBaHMA, cnocobbl BBEAEHMA U MPUMEHEHMA, NPU HEeoBbXoAMMOCTU Bpems npuema
NleKapcTBeHHOro npenapara, NPoAO/IKUTENbHOCTb JIeYeHNA, B TOM Yucae Yy AeTel 40 M nocae 04HOro
roga;

3) BO3MOXHble NOB6OUYHble AEWCTBUA M HexenaTesibHble peakuuu npu NPUMEHEHUU JIeKapCTBEHHOTO
npenaparta;

1) CMMMNTOMbI MepPeso3NPOBKN, MePbl NO OKa3aHMIO MOMOLLM NPU NePeao3MpPOoBKE;
K) B3aumoZencTBue C APYrMmMKn NeKapCTBEHHbIMK NpenapaTamm U (MAn) NULLEBLIMUW NPOAYKTAMMU;
N) Gopmbl BbINycKa IEKaPCTBEHHOTO NpenapaTa;

M) yKasaHue (npu HeobxoaumocTu) ocobeHHOCTEN AEeNCTBUS NeKApCTBEHHOrO npenaparta npu NepBom
npveme UAn Npu ero OTMEHE;

H) cBeageHnAa 0 BOSMOXHOM BZIMAHUWN NEKAPCTBEHHOIO npenaparta Anad MmeanumnHCKOro npumeHeHnAa Ha
CNOCoBHOCTb YnpaBaATb TPAHCNOPTHbIMK CPpeACTBAMU, MEXaHU3MaAMU;

0) CPOK rOAHOCTU U YKa3aHWe Ha 3anpeT NpUMeHeHMs NeKapCcTBEHHOMO npenapaTa no UCTeYeHMmn CPpoKa
rogHoCTy;

n) ycnoBuA XpaHeHus;

p) ychosusa oTnyckKa;

2) coctaBa IeKapCTBEHHOro npenapara 414 MeAMLMHCKOro NpuMeHeHus;

3) usmeHeHMA mecTa NPOM3BOACTBA JIEKapPCTBEHHOrO npenapara Aas8 MeguUMHCKOro NpUMeHeHus;

4) M3MEHEeHMA NoKasaTesiel KavecTBa NeKapCTBEHHOro npenaparta 4aa MmeamumnHCKOro npumeHeHumAa
(M/'IVI) METOA0B KOHTPO/1A Ka4eCTBa /IEKAPCTBEHHOIO NpenapaTta Ana MeEAULUNHCKOINo NpnMmeHeHUA,

5) M3MEHEHWNA CPOKa rOgHOCTUN IEKapPCTBEHHOIO NpenapaTta 414 MeaunumHCKOro npuMeHeHUA,;

6) cBeaeHU O HeOBXOAMMOCTM BHECEHMS MHbIX WU3MEHEHWA B MHCTPYKUMIO MO MeAMLMHCKOMY
NPUMEHEHUIO JIEKAPCTBEHHOIO Mpenapata, a TaKXe B WHble [OKYMEHTbl, coepKawmecs B
PEerucTPaLMoOHHOM [0Cbe HA 3aperncTpMpPOBaHHbIN NEKAPCTBEHHbIM nNpenapat. Mpu 3Tom peleHne o
NpoBeAEHUM 3IKCNEPTMU3bl KAYecTBa JIEKAPCTBEHHbIX CPeACTB M (MAKM) 3KCMepTM3bl OTHOLIEHMA
O0XMOAEeMOW MoJb3bl K BO3MOMHOMY PUCKY NPUMEHEHUA JIeKApCTBEHHOrO npenapaTta Ans
MEANLMHCKOTO MNPUMEHEHUS MNPUHUMAETCA B COOTBETCTBUU C YTBEPXKAEHHOM YMNOJHOMOYEHHbIM
denepanbHbIM  OpPraHOM WCMNONHUTENIbHOM BAACTM  KAaccMdMKauMeld W3MEHEHW, BHOCUMbIX B
OOKYMEHTbI, COoAeprKalimMeca B PErncTpaLMoOHHOM [0Cbe Ha 3aperncTpMpOBaHHbIN NEKAPCTBEHHbIV
npenapar.

3. 3aasutensb Brnpase npeacraButb no COBCTBEHHO nHnuymnatmnee Bmecrte C 3aABsieHMeEmM O BHeECEHUU
M3MEHEHUN B AOKYMEHTbI, coaepxawmeca B pPernctpauymMoHHOM AOocCbe Ha 3aperMCTpMpOBaHHbll7l
ﬂeKapCTBEHHbIﬁ npenapar gna MmegunumHCKOro npumMmeHeHunAa, Konnmm OOKYMEHTOB, NoArBepXAatownx
ynnaty FOCVAapCTBeHHOVI NOW/IMHbI 3a BHECEHUE B AOKYMEHTbI, coaepKawuneca B perMCTtpaLMoHHOM
AOCbe Ha 3aperMCTpMpOBaHHbll71 ﬂEKapCTBeHHbIVI npenapat Aana meaununmHCKOro npumeHeHwus,
N3MEHEHUN, Tpe6yPOUJ,MX nposeaeHMA 3SKCNEPTU3bl NEKAPCTBEHHbLIX CPeacTtB B 4YaCTWU 3KCNEPTU3bI
Ka4yecCcTBa J1IEKAPCTBEHHOIO Cpeaciea M (M}'IVI) 9KCNepTn3bl OTHOWEHUA O)KVI,CI,E]EMOVI nonb3bl K
BO3MOXXHOMY PUCKY MNPUMeHeHWA NeKapCTBEHHOro npenapata Ana MeauunuHCKOro npumeHeHuA,



rocyfapcTBEHHOM NOLWJ/IMHBI 32 BHECEHME B AOKYMEHTbI, COAEpPKaLLMeca B permcTpauMoHHOM A0Cbe Ha
3aperncTPUpPOBaHHbIA NEKAPCTBEHHbIM Npenapat AAA MeAULMHCKOTro MPUMEHEHWA, U3MEHEHWUN, He
Tpebylowmnx nNpoBeAeHMA  IKCNEPTM3bl  JIEKAPCTBEHHOTO CPEeACTBA, a TaKXe  BblAaBaemble
(npepoctaBnsaemble) YyNOAHOMOYEHHbIMKU  peaepanbHbIMM  OpraHaMn  UCMOJIHATENIbHOW  BAACTU
JOKYMeHTbl (cBeAeHus), yKasaHHble B 4actax 1.1 u 1.2 HactosAwei crtatbn. B cayyae wux
HenpeacTaBAEHUA YNOJHOMOYEHHbIN denepanbHbli OpraH MCNOAHWUTENbHOM BAAacTM 3anpalinBaeT
yKasaHHble  OOKYMEHTbl (CBegeHus) B MOpALKE  MEKBEAOMCTBEHHONO  MHOOPMALMOHHOIO
B3aMmoaencTeums.

4. B TeyeHne gecAtTM pabouumx AHel co AHA NOCTYNJeHMA YKa3aHHOro B Yyactu 1 HacToAwen cTaTbu
3aAB/IEHMA U HEobXOAMMbIX AOKYMEHTOB YMOJIHOMOYEHHbIN deaepanbHbiii OpraH UCNOAHUTENbHOM
BN1ACTU:

1) npoBoAuUT NPOBEPKY MNOJIHOTblI U OO0CTOBEPHOCTU CBe,D,eHMVI, cogepawmnxca B npeacrtaBa€HHbIX
3aABuTenem matepuanax;

2) NPUHUMAET peweHne O npoBedeHNn yKasaHHbIX B 4acCTu 2 HaCTOﬂLLI,eﬁ CTaTbM COOTBETCTBYHOLWMNX
9KCNEPTU3 NeKapCTBEHHOTO CpeacTea Nan 06 oTKase B ux nposeaeHUN,

3) yBeAOMAIAET B 3/1EKTPOHHOW MW MUCbMEHHOW GOpMe 3asBUTENA O NPUHATOM PELLEHUM UAN B CyYae
NPUHATUA peleHuMAa 06 OTKase B NMPOBeAEHUM COOTBETCTBYHOLLEM IKCMepTU3bl C yKasaHWEM MPUYUH
TaKoro oTKasa.

4.1. B cnyyae BbiABAEHUA HEAOCTOBEPHOCTU CBEAEHUM, COAEPMKALLMXCA B NPeACTaB/IEHHbIX 3asBUTE/IEM
maTepuanax, ynoJHOMOYEHHbIN ¢eaepanbHbll OpraH UCNOJHUTENBHOW BNACTM HaMNpPaB/AET 3aABUTENIO
3anpoc 06 yTOYHEHUMN YKa3aHHbIX cBedeHWI. [aHHbIN 3aNpoc MOXKeT ObiTb nepesaH yrnoJIHOMOYEHHOMY
NnpeAcTaBUTENIO 3asBUTENA JIMYHO MOA, PachMCKy, HanpaB/ieH MO MoyTe 3aKasHbiM MUCbMOM WU
nepegaH B 3/1€KTPOHHOW dopMe Mo TeIeKOMMYHMKALMOHHbIM KaHalam cBs3u. B ciyyae HanpasneHus
[JAaHHOro 3anpoca no noyTe 3aKasHbIM NMUCbMOM OH CYUTAETCA NOJYYEHHbIM NO UCTEYEHWUU LLIECTU AHEN C
OaTbl HanpaB/IeHUs 3aKa3HOTo NUCbMa.

4.2. 3assutenb 06nA3aH npeacrtaBuTb OTBET Ha 3anpoC YNOJIHOMOYEHHOro d)e,u,epaanoro OopraHa
WCNONIHUTENbHOW BNACcTU B CpOK, He I'IpeBbIUJaIOU.I,Mﬁ AeBAHOCTA pa60Lu4x ,D,Heﬁ CO OHA noany4vyeHuA
AaHHOTo 3anpoca. CpOK, yKa3aHHbIl71 B 4Yactm 4 HaCTOFILLI,eﬁ CTaTbU, MNPUOCTaHaBINBAETCA CO AHA
Hanpas/eHNA 3aABUTENIO 3aMnpoca YyNnoJIHOMOYEHHOIo d)ep,epaanoro OpraHa WUCNONIHUTENbHOM BNACTU
A0 AHA Nosly4eHMA UM OTBETA Ha AaHHbII‘;I 3anpocC U He y4YnUTbiBaeTCA Npu NCHNCNEHNN CPOKa NPUHATUA
peweHna O BHECEHUU M3MEHEHUN B AOKYMEHTbI, coaepxauwmeca B perncTtpauMoHHOM A0Cbe Ha
3apeI'MCTpMpOBaHHbII‘;I }'IEKapCTBeHHbIﬁ npenapart agna mMeanunHCKoro npnmeHeHuA.

5. OcHoBaHMEM /1 0TKa3a B NPOBEAEHNN YKa3aHHbIX B YaCTW 2 HACTOALLEN CTaTbW 3KCNEPTU3 ABAAETCA
npeacTaB/ieHe JOKYMEHTOB, NEPEYNCIEHHDBIX B YacTAX 1 U 3 HacTosLeNn cTaTbu, B HEMNOIHOM o6beme,
HenpeACcTaB/ieHWe 3asBUTENIEM B YCTAHOBJIEHHbIM CPOK OTBETA HA YKasaHHbIM B yacTu 4.1 HacToAwel
CTaTbW 3aMpPOC YNOJHOMOYEHHOTO dpefiepasibHOro OpraHa UCMOJIHUTENBHOW B1IACTH, @ TaK¥Ke OTCYTCTBUE
B NPELCTaB/IEHHbIX JOKYMEHTaxX AOCTATOUHbIX CBeAEHUN, NOATBEPKAAOLWNX HEOOX0AMMOCTb BHECEHUSA
N3MEHEHWI, MU OTCYTCTBUE MHOPMaLMK, NOATBEPKAAOWEN GaKT yNaaTbl rocy4apCTBEHHbIX MOLJIMH,
YKa3aHHbIX B 4acTW 3 HACTOALLEN CTATbMU.

6. YKa3aHHble B 4acCTU 2 HACTOALLEN CTaTbM SKCNEPTU3bl MPOBOAATCA B NOPAAKE, YCTaHOBAEHHOM CTaTbel
23 HacToAwero PenepanbHOro 3aKoHa.

7. B CpoK, He npeBbllalOWMi AecaTn pabounx AHEW CO AHSA MONYYEHWUs 3aKAOYEHUIA KOMUCCUIA
3KCMepToB MO pe3yabTaTam YKa3aHHbIX B YAacTU 2 HACTOALLEM CTaTbW 3KCNEpPTU3, YNOJHOMOYEHHbIN
denepanbHbIi OpraH UCMONHUTENIbHOM BNACTU:



1) NpUHMMaET pelleHne O BHECEHUN U3MEHEHWN B AOKYMEHTbI, COAeprKalumeca B perncTpaumoHHOM
[OCbe Ha 3aperncTpMpoBaHHbIM SeKapPCTBEHHbIM npenapaT Ana MeAULUMHCKOro NpUMMeHeHus, nam ob
OTKase BO BHECEHMM TaKUX U3MEHEHWI;

2) BHOCUT B rOCYZapCTBEHHbI pPeecTp NeKapCTBEHHbIX CPEACTB Ha OCHOBAHWW pelleHUs O BHECEHUU
M3MEHEHUA B LOKYMEHTbl, COAEp)KaluMecs B pPerncTpauMoHHOM [0Cbe Ha 3apernmcTpupoBaHHbIN
JIeKapCTBEHHbIN NpenapaT Ans MeauLMHCKOro NPpUMEHEHUs, HeobXoaMMble U3MEHEHUA U BO3BpalLaeT
NX 33ABUTENIO;

3) BblAaeT 3aABUTE/II0 HOBOE PErucTPaLMOHHOE YAO0CTOBEPEHME SIEKAaPCTBEHHOIO npenapara B caydae
N3MEHEHNA CBEAEHUIN, COAEPKALLUXCA B HEM.

8. OcHoBaHMemM [AnA OTKasa BO BHeECEHWUMu U3MEHEHUN B AOKYMEHTbI, coaepauwuneca B
pPerncTpaubMoHHOM A0Cbe Ha 3aperMCTpMpOBaHHblﬁ HEKapCTBEHHbIﬁ npenapatr ana meamumnmHCKoro
npumeHeHunAa, ABnAeTCA 3aKak4yeHne YynoJIHOMOYEHHOTO d)ep,epaanoro OopraHa NCNONHUTENbHOMN
B/1aCTU O BO3MOXHOCTU CHUXEHUA 6€30ﬂaCHOCTM, Ka4yecTBa, 3¢¢EKTMBHOCTVI NNEKAPCTBEHHOIO CpeacrtBa
B C/ly4ae BHeCEHUA TaKUX N3MEHEHUN.

9. [Jonyckaerca obpalleHne NeKapCTBEHHbIX MPenapaTtos ANa MeAULMHCKOrO MPUMEHEHMA A0
NCTEYEeHNA CPOKa roOAHOCTUN, NPON3BEAEHHbIX B TEYEHME CTa BOCbMUAECATU AHEN Nocae AaTbl NPUHATUA
YMOJIHOMOYEHHbIM pesepanbHbIM OPraHOM MCMOJIHUTEIbHOM BIaCTU PeLleHMA O BHECEHUN U3MEHEHUI
B [OOKYMEHTbl, COAEep)allMecA B PerucTpaLuMoHHOM [0Cbe, B COOTBETCTBUM C MHbOopmaumen,
coepKalleiica B AOKYMEHTaxX PerncTpauMoHHOrO A0Cbe Ha JIeKapcTBeHHbIM npenapat A0 AaThbl
MPUHATUA TaKOTo peLleHns.

10. MpaBuTenbcteo Poccuiickoit Pepepaummn BnpaBe yCTaHOBUTb OCOOEHHOCTM BHECEHUA U3MEHEHUM B
OOKYMEHTbI, CoAepsKalimMeca B PEerncTpauMoHHOM A0Cbe Ha 3aperncTPUPOBaHHbIN NE€KapPCTBEHHbI
npenapat Anada MeAMUMHCKOrO MPUMEHEHUA, B caydyae aedeKTypbl WAM PUCKA BO3HWUKHOBEHMA
AedeKTypbl IeKapCTBEHHbIX NPenapaTos B CBA3M C BBeAeHMEM B OTHOLWeHMM Poccuiickolt Pegepaunn
OrPaHUYUTEIbHBbIX MEpP SKOHOMMUYECKOTO XapaKTepa.

Cratba 31. BHeceHMe M3MEHEHMIH B AOKYMEHTbl, COAEpP’Kalimecs B PErucTPaLMoOHHOM AO0Cbe Ha
3aperncTpUpoBaHHbIl IeKapCTBEHHbIW NpenapaT A1A BETepUHAPHOIo NPUMEHeHNA

1. B uenax BHeceHUA WU3MEHEHMI B AOKYMEHTbl, coAeprKalimeca B pPerncrtpauMoHHOM [A0Cbe Ha
3aperncTpupoBaHHbIi NeKapCTBEHHbIN NpenapaT AnAa BeTepMHAPHOro MPUMMEHEHUs, AepXaTenb uau
BNafenel, perncTpaluMoHHOro yA0CTOBEPEHMA NeKapcTBEHHOro npenapaTta WauM YyNnoJaHOMOYEHHOoe MM
Apyroe opuamyeckoe MU (aanee B HacToALLEN CTaTbe - 3aABUTE/b) NPeACcTaBAAEeT B YNOAHOMOYEHHbIN
denepanbHbIi OpraH UCMOAHUTENbHOM BAACTM 3asAB/IeHUE O BHECEHUU TaKUX U3MeHeHWn no dopme,
YCTaHOB/IEHHOW YNOAHOMOYEHHbIM deaepasibHbIM OpraHoM UCMONHUTENbHOM BAACTH, U NpUaaraemblie K
HEeMy M3MEHEHUs B yKa3aHHble JOKYMEHTbI, a TaKKe AOKYMEHTbI, MOATBepKAatolmne HeobxoaMmMocTb
BHECEHMA TaKMX U3MeHeHWI. MNpn HeobX04MMOCTN BHECEHUS U3MEHEHWIA B JIOKYMEHTbI, cogeprKalimecs
B PErncTpaLMOHHOM O0Cbe Ha 3aperucTpMpoBaHHbI NEKAPCTBEHHbIN MpenapaT A/ BeTepUHapHOro
NPUMEHEeHUA, B C/AyYasX W3MeHeHuAa U (MAn) [OMNONHEHUSA NPOU3BOACTBEHHOM MAOLWALKM
JIeKapCTBEHHOIO CPEACTBA, a TaKXKe M3MEHEHMA MoKa3aTesiell KauecTBa IEKapCTBEHHOIO Npenapara 4as
BETEPUHAPHOrO NPUMEHEHUA U (MM) MeTOZOB KOHTPOAA KayecTBa JIeKapCTBEHHOro npenapata g
BETEPUHAPHOTO NPUMEHEHUs 3aaBUTENb  AOMNOJHUTENbHO MNpeacTaBAdeT B YNOJHOMOYEHHbIN
denepanbHbIit opraH UCNONHUTENbHOW BNACTU Caeaytowme JOKYMEHTbI (CBeaeHunA):

1) cBegeHnA O paate npenoctaBneHnA U pernctpaumMoHHom Homepe /UMUEH3UKM Ha NpounssoacTtBo
NNEeKapCTBEHHbLIX CpeAacTs, I'Ipe,CI,OCTaBHEHHOﬁ nponssoauTeNnto NeKapCTBeEHHOro npenapata A4AnAa
BeTepunHaApPHOro npumeHeHuA, anA pOCCVIVICKMX I'IpOM3BO,CI,MTEJ'IEV1,‘



2) cBefeHMA O AaTe NpeaoCTaB/ieHUMA U PEerucTpauMoOHHOM HOMeEpe /ULEH3UM Ha MPOU3BOACTBO
JIeKapCTBEHHbIX CPEeACTB, NPeAoCTaBNeHHON npousBoaAuTento dapmaueBTUYecKolr cybcTaHumuy,
BXOASALLEA B COCTaB JIEKAPCTBEHHOrO npenapaTta AN BETePUHAPHOro NPUMEHEHMUA, AN POCCUMCKUX
npoussoauTenemn;

3) Konusa AOKYMEHTa, BblAAHHOTO YMNONHOMOYEHHbIM OPraHOM CTPaHbl MPOM3BOAMTENA ANA KaKAoM
NpPOM3BOACTBEHHON MJIOWAAKM NEeKapCTBEHHOro npenapaTa A/a BEeTEPUHAPHOro MNPUMEHEHUA U
NoATBEP}KAAOLLEro COOTBETCTBME NMPOU3BOAMTENA JIEKAPCTBEHHOIO npenaparta TpeboBaHMAM MNpaBu/
Hagnexalle npov3BOACTBEHHOM MPAKTUKWU, WU €ero nepeBof, Ha PYCCKUIA A3bIK, 3aBEpeHHble B
YCTaHOBNEHHOM MOPAAKE, a TaKXKe KOMMA 3aK/1I04YEHNSE O COOTBETCTBUM MPOU3BOAUTENA NEKAPCTBEHHbIX
cpeacte  TpeboBaHMAM  MNpaBUA  Hag/exKaleh  NpPOM3BOACTBEHHOM  MPAKTUKWU,  BblAaHHOro
YNOJHOMOYEHHbIM deaepanbHbIM OPraHOM MCMOHUTENIbHOM BNACTU A5 KaXKAoW Npou3BOACTBEHHOM
NAoWaaKN NeKapCTBEHHOrO npenapata Ans BETEPUHAPHOrO MPUMEHEeHUs, NMbo Konua pelleHus o
nposeaeHUn WMHCNEKTUPOBAHMA npounsBoanTens JIeKapCTBEHHbIX cpeacTs, NPUHATOTO
YNOJHOMOYEHHbIM dpeaepanbHbIM OPraHOM MCMOHUTENIbHOM BNACTU A5 KaXKAoW Npou3BOACTBEHHOM
NAOWaAKN NeKapCTBEHHOrO npenapata A/ BETEPMHAPHOro NPUMEHEeHUs. YKasaHHble OO0KYMEHTbI
npeacTaBAsAlOTCA B C/lydae, €CM NPOM3BOACTBO JIEKAPCTBEHHOro npenapaTta A1s BeTepUHApPHOro
NPUMEHEHUA OCYLLLECTBAAETCA 3a Npegenammn Poccuiickon deaepauymu;

4) Konua  [OOKYMeHTa, BblAaHHOrO  YMOJHOMOYEHHbIM  OpraHomM  CTpaHbl  MpoM3BOAUTENSA
dapmaueBTnyeckomn cybcTaHumm n NoATBEPKAAIOLLETO COOTBETCTBUE npoussoauTens
dapmaueBTMHECKOMN cybCTaHUUM, BXOASLLEN B COCTaB JIEKAPCTBEHHOrO Npenaparta AJia BeTepuHapHOro
npuMeHeHus, TpeboBaHMAM NPaBUA HaaNeKallleld NPOU3BOACTBEHHOM MPaKTUKM, U ero nepesos Ha
PYCCKMA  A3bIK, 3aBepeHHble B YCTaHOBJAEHHOM MoOpAgKe, B CAyYae, €CAn NPOM3BOACTBO
dapmaueBTMUHECKOM cybCcTaHLMKM OCyLEecTBAsSETCA 3a npeaenamu Poccuiickoit Pegepaunu.

1.1. B cnayyae u3meHeHWs W (MAK) AOMNONHEHMA NPOM3BOACTBEHHON MMOLWAMAKM J/IEKapCTBEHHOrO
CpeAcTBa [AOKYMEHTbI, YKa3aHHble B 4YacTM 1 HacToslel cTaTbM, NPeACTaBAAOTCA 3asaBUTeNem B
OTHOLLUEHUM U3MEHAEMOW U (MAM) AONONAHAEMOW NPOU3BOACTBEHHOM NAOWAAKU NEKAPCTBEHHOro
cpeacTBa. PelweHne 0 BHECEHUU U3MEHEHUI B AOKYMEHTbI, COAEPKALLMECA B PETUCTPALMOHHOM A0Cbe
Ha 3aperncTpUpoBaHHbIN eKapCcTBEHHbI NpenapaTt AnA BeTepMHaPHOro NpUMeHeHus, uamn ob oTkase B
MX BHECEHMM MPUHMMAETCA B C/lyYae HeobxoAMMOCTM NpPOBeAEHUA 3KCNepPTU3bl NEKapPCTBEHHOro
CpeficTBa B CPOK, He NpeBbillalolWmii AeBAHOCTA pabounx AHel, a B OCTasfibHbIX CAyYyasX B CPOK, He
npesbllLaoWmMid TPUALATU pabounx AHen co AHA NPUHATUA YNOAHOMOYEHHbIM deaepasibHbiM OpraHom
WCNONHWUTENbHOM BAACTM 3aAB/IEHUA O BHECEHUN TaKMX U3MEHEHMIA.

1.2. B cnyy4ae peopraHusauum JepxkaTena WAWM BAafenbla pPerncTpaumMoHHOro yAoCTOBEpPEeHUA
NeKapcTBEHHOIO Mpenapata ANA BETEePUHAPHOro NpuUMeHeHua, pa3paboTyuMka MaM npousBoamUTENs
NeKapcTBEHHOrO NpenapaTa ANA BETEPUHAPHOIO NPUMEHEHWA B 3aABNIEHUU O BHECEHUU U3MEHEHUI B
OOKYMEHTbI, CoAep)Kalimeca B PEerucTpaLuMoHHOM [0Cbe Ha 3aperucTpMpOBaHHbIN JIEKAPCTBEHHDIN
npenapat A9 BETEPUMHAPHOrO MPUMEHEHUA, YKasblBalOTCA AaHHble OOKYMeHTa, MOoATBEpPXKAAtoLero
BHECEHME COOTBETCTBYIOLLMX U3MEHEHWU B EQUHbIN rOCyAapCTBEHHbIN PeecTp opuanyeckmx au, (ans
OpraHun3aLMii, 3aperncTpMpoBaHHbIX Ha TeppuTopun Poccuiickon Penepaumn), M MHOTO OOKYMEHTA,
NoATBEPKAAIOLWEr0 PEOPraHM3aLMIO LPUANYECKOrO MLa (419 OpraHu3aLmii, He 3aperucTPUPOBaHHbIX
Ha Tepputopuu Pocculickoit depepaumn). 3asBreHMe O BHECEHWUM W3MEHEHWUA B [OKYMEHTbI,
coepKalimecs B PerucTpalMoHHOM A0Cbe Ha 3aperMcTPMpPOBaHHBIN IeKapcTBEHHbIW npenapaTt Anada
BETEPUHAPHOrO MNPUMEHEeHWA, W npunaraemble K Hemy [OKYMEHTbl MpeACTaBAAlOTCA B
YNOHOMOYEHHbIA defepanbHbli OpraH WCNOJMIHUTENBHOM BAacTU He No3fHee Yem yepes TpuAUaTb
pabounx gHew co AHA BHECEHWA COOTBETCTBYIOLMX M3MeHeHW B EAMHBIN rocyaapcTBEHHbIA peecTp
IOPUANYECKUX NUL, (ANA OpraHM3aumin, 3aperncTpupoBaHHbIX Ha Tepputopumn Poccuiickolt ®epepaumnm)
WAM CO Q[OHA NPUHATUMA COOTBETCTBYIOLLErO JOKYMEHTA, NOATBEPKAAIOLWEro pPeopraHusaumio
lopuandeckoro nuua (onA opraHusauMii, He 3aperucTpupoBaHHbIX Ha TeppuTopuu Poccuitckoi
depnepaumn). B cnyyae peopraHusaumm aepaTena uam Bnajenbla perucTpaLMoHHOro yA0CTOBEPEHUA
NeKapcTBEHHOIO NpenapaTta A/ BETEPUHAPHOTO NPUMEHEHUA 3aAB/eHWE O BHECEHUU U3MEHEHUI B



AOKYMeEHTbI, coaepXalineca B pernctpauynoHHoOom pAocCcbe Ha 3apEFVICTpVIpOBaHHbII‘;I ﬂEKapCTBEHHbIﬁ
npenapat Ana BETepUMHApPHOro npummeHeHunAa, nogaetca Hpuandeckmm nnuom, KOoTopomy B Xoae
peopraHnsaunm nepeaaHo Npaso BaageHNA TaKUM PErNCTpaunoOHHbIM yO0CTOBEPEHUEM.

2. B cnyyae BHeceHMA M3MEHEHWIM B AOKYMEHTbl, CoAep’Kalmeca B PernctpauMoHHOM AOCbe Ha
3aperucTpUpPOBaHHbIA JIEKAPCTBEHHbIN Npenapat A/as BeTEePUMHAPHOro MPUMEHEHMUA, B OTHOLLIEHUU
CBeAeHUN, yKasaHHbIX B noanyHktax "e", "x", "k", "a", "H", "c", "X" nyHKTa 7 yactm 3 cratbu 17
HacToswero PenepanbHOro 3aKkoHa, U3MeEHeHUs U (UAK) AONONHEHUA NPOWU3BOACTBEHHOW NAOLLLAAKK
NIEKAPCTBEHHOIO CpeAcTBa, a TaKXe B C/lydae M3MEHEHWs MoKasaTenei KavyecTBa JIeKapCTBEHHOro
npenapata Ans BETEPUHAPHOrO NPUMEHEHUs U (UM) MEeTOZ0B KOHTPOAA KayecTBa /JIeKapCTBEHHOro
npenaparta 4ns BETEPUHAPHOro NPUMEHEHUA MPOBOAUTCS IKCNEpPTM3a NEeKAPCTBEHHOro cpeactsa AN
BETEPMHAPHOro NpuMMeHeHus. B ciyyae HeobXOAMMOCTM BHECEHUA MHbIX U3MEHEHWA B AOKYMEHTHI,
cofeprKalwmecs B PermcTpalMoHHOM [0Cbe Ha 3apPerncTpUpOBaHHbIM IEKAPCTBEHHbIM NpenapaT ans
BETEPMHAPHOIo NPUMEHEHMSA, IKCNEepPTM3a NeKAPCTBEHHOro CpeacTBa A1 BETEPUHAPHOIO NPUMEHEHMA
He NPOoBOAUTCS.

3. 3anaBuTeNnb BNpaBe NpPeacTtaBuUTb NO COOBCTBEHHOW MHWULMATMBE BMECTE C 3asiB/IeHMEM O BHECEHWUU
M3MEHEHMN B [OKYMEHTbl, COAepXKallMeca B PErucTpauMoOHHOM [OCbe Ha 3aPerncTpUpPOBAHHbIN
NIeKapPCTBEHHbIN NpenapaTt anA BEeTEPUHAPHOrO MPUMEHEHMUA, KOMUU AOKYMEHTOB, NOATBEPKAAOLLNX
ynnaTty rocygapcTBeHHOM MOLW/MHbBI 3@ BHECEHME B AOKYMEHTbI, COAEpPHKALLMECA B PErUCTPALMOHHOM
[OCbe HAa 3apPerncTpupoBaHHbIA  NEKAPCTBEHHbIM nNpenapaT AAA BETEPUHAPHOIO0 MNPUMEHEHMUS,
NU3MEeHeHUn, Tpebylowmx NpoBeAeHUA 3KCNepTM3bl JIEKAPCTBEHHOIO CPeACcTBa, WAW U3MEHEHUN, He
Tpebylowmnx NpoBeAeHNA IKCNEPTU3bl NEKAPCTBEHHOIO CpeacTBa. B cnyyae HEOO6XOAMMOCTU USMEHEHMA
CBELEHWUN, COAEPKALMXCA B PErucTpauMoOHHOM YAOCTOBEPEHUM JIEKAPCTBEHHOrO npenapaTta gAas
BETEPUHAPHOTO MPUMEHEHMA, C 3aABNEHMEM, YKa3aHHbIM B 4acTu 1 HactosAwel cTaTbM, 3aABUTE/Db
BrpaBe NpeacTaBUTb MO COOCTBEHHOW WMHULMATMBE KOMUIO AOKYMEHTA, NOATBEPKAAOLWEro ynaaTy
rocyAapcTBEHHOM MOLW/IMHbI 33 BblAauy PErMCTPaLLMOHHONO YA40CTOBEPEHMA IEKAaPCTBEHHOTO NpenapaTa.
3aABuTENb BNpaBe NPeAcTaBUTb MO COBCTBEHHOM WMHMLMATUBE CBEAEHMA O NULLEH3MAX, YKa3aHHble B
nyHKTax 1 1 2 yactn 1 HacToALWEN CTaTbM, @ TaKKe BblAaBaeMble YNOJHOMOYEHHbIMU deaepasibHbIMU
opraHamMu UCMOJIHUTENIbHOW BAACTU AOKYMEHTbI, YKa3aHHble B NMyHKTe 3 yactu 1 HacToswel crtatbn. B
C/lydyae HenpeacTaBNeHUs YKa3aHHbIX OKYMEHTOB (CBeAEHUN) YNONHOMOYEHHbIN deaepanbHblit opraH
WUCNONIHUTENbHON  BNACTWU  3anpallMBaeT  YKas3aHHble  [IOKYMeHTbl  (cBeAeHuWs) B nopsaxe
MeXBeA0MCTBEHHOTO MHGOPMALLMOHHOTO B3aMMOAENCTBUA.

4. B cpoK, He MNpeBblllaloWMIi AeCATU pabounx AHel CO AHA MNOCTYN/AEeHMA yKasaHHoro B 4Yactm 1
HacToALEeN CTaTbM 3anABJAEHUA U HEOBXOAMMbIX AOKYMEHTOB, YNOAHOMOYEHHbIM desepanbHblit opraH
NCMNONHWUTENbHOW BNACTU:

1) npoBoOAUT NPOBEPKY MNO/IHOTbI U OOCTOBEPHOCTU CBep,eHMﬁ, cogepawmnxca B npeacrtaBieHHbIX
3aABuTenem AOKYMEHTAX;

2) NpUHMMaeT pelleHWe O NPOBEAEHUM IKCMEepPTM3bl SIeKapPCTBEHHOro CpeacTBa A/a BETepMHAPHOro
npuMmeHeHusa uam o6 oTKase B ee NPOBEAEHUY;

3) yBegomniseT B NUCbMEHHOV ¢opme 3asiBUTENS O MPUHATOM PELUEHUW WAU B C/yvae MNPUHATUA
peweHna ob OTKase B MpPOBeAEHUM ISKCMEePTU3bl JIEKAPCTBEHHOro CpeacTBa A4 BETEPUHAPHOro
NPMMEHEHMA C YKa3aHWeM MPUYMH TaKOro OTKasa.

4.1. B cnyyae BbiABAEHUA HEAOCTOBEPHOCTU U (MAKM) HEAOCTaTOYHOCTM CBEAEHWM, coaepawmxca B
npeacTaBAeHHbIX 3aABUTeNEeM AOKYMEHTaX, YNOJHOMOYEHHbIW deaepasnbHblii opraH UCMONHUTENbHOM
BNACTM HanpasBAseT 3aABMTE/NI0 3anpoc 06 YTOYHEHMM YKa3aHHbIX CBeAeHWit. 3anpoc MosKeT 6biTb
nepegaH ynoaHOMOYEHHOMY MPeACTaBUTENO 3aaBUTENA MO PACMMCKY, HanpaBs/ieH No noyTe 3akasHbIM
MMCbMOM MU NepeaaH B 31EKTPOHHOW dopmMe Mo TeNEeKOMMYHUKaLMOHHbIM KaHanam cBasun. B cayyae



Hanpas/aeHnA 3anpoca 06 YTOYHEHUN YKa3aHHbIX CBep,EHVIﬁ No noYyte 3aKa3HbIM MMCbMOM OH CHUTAETCA
nosly4eHHbIM MO UCTEeYEHUN LWeCTU LI,HEVI C AaTbl HanpaBaeHNA 3aKa3HOro NMcbma.

4.2. 3anasutenb 06A3aH nNpeacTaBUTb OTBET HA 3anpoc YnoJIHOMO4YeHHoro d¢edepanbHOro opraHa
WCMOJIHUTE/IbHOM BNAcTU B CPOK, He MpeBbillalowmin aessHocTa paboynx AHel co AHA noayvyeHus
AaHHoro 3anpoca. CpoKkK, yKkasaHHble B 4YactM 1.1 HacToAwen cTaTbM, NPUOCTAHABAMBAIOTCA CO AHA
Hanpas/eHMA 3as8BUTENI0 3anpoca YrNoJIHOMOYEHHOro dedepasibHOro opraHa UCNOJIHUTENbHOM BAACTU
[0 AHS NOJIyMeHMA OTBeTa Ha AaHHbIM 3anpoCc U He YYUTbIBAIOTCA MPU UCYUCIEHUU CPOKa MPUHATUSA
peleHns O BHECEHUU WM3MEHEHU B [AOKYMEHTbI, COAeprKalimecs B PerucTpaumoHHOM AoCbe Ha
3aperucTpPUpPOBaHHbIA NeKapPCTBEHHbIM Npenapar A4/19 BeTEPUHAPHOIo NPUMEHEHMUA.

5. OcHOoBaHMem gnAa oTKasa B nposeaeHNUnN 3KCNeEPTU3bl IEKAPCTBEHHOTO CpeacTBa A4 BETEPUHAPHOIO
nNpUMeHeHNA ABNAETCA npeactaBieHne JOKYMEHTOB, YKAa3aHHbIX B 4acTAX 1n3 HaCTOﬂLLI,EI\;I CTaTbh, B
HernosHOM obbeme UK OTCYyTCTBME B MNPEeACTAaB/IEHHbLIX AOOKYMEHTaX AOCTAaTO4YHbIX CBEAEHM“,
noateepXgatowmnx HeO6XO,CI,VIMOCTb BHECEHUA M3MEHEHMﬁ, nmbo HenpeacraBieHne 3aABUTENIEM B
yCTaHOBIIEHHbIVI CPOK OTBETa Ha YKa3aHHbIl\;1 B yactn 4.1 HaCTOﬂU.LEﬁ CTaTbu 3anpocC ynosIHOMOYEHHOIo
d)e,u,epaanoro OpraHa NCNONHUTENbHOM BNACTU.

6. DKcCnepTMsa /NIEKAapCTBEHHOrO CPeAcTBa ANA BETEPUHAPHOrO MNPUMEHEHMA B LENAX BHeCeHUs
M3MEHEHMN B [OKYMEHTbI, COAEepralinmeca B pPErncTpauMoOHHOM [0Cbe€ HA 3aperucTpupoBaHHbIN
NIeKapCTBEHHbIA  MNpenapat AAA BETEPUHAPHOrO MNPUMEHEHUA, OCYLLECTBAAETCA B  NOPAAKE,
YCTaHOBNEHHOM CcTaTbel 24 HacToswero PegepanbHOro 3akoHa.

6.1. B cpoK, He npeBbiWwaloWmii AecaTn pabounx AHEN co AHA MOAYYEHMA 3aKNOYEHUA KOMMUCCUM
3KCMepToB MO pe3y/nbTaTaM YKa3aHHOM B YacTW 2 HACTOAWEN CTaTbW 3KCMepTU3bl, YNOJHOMOYEHHbIN
denepanbHbIi OpraH UCMOJIHUTE/IbHOM BNACTU:

1) NpUHUMaEET pelleHne O BHECEHUN U3MEHEHWUI B AOKYMEHTbI, COAep KallMecs B PerncTpaLuoHHOM
[0Cbe Ha 3apPerncTpPUpPOBaHHbIN IEKAPCTBEHHbIMA NpenapaT 414 BeTepMHApPHOro nNpuMeHeHusa, unm ob
OTKa3e BO BHECEHWUWN TaKUX USMEHEHNI;

2) BHOCUT B I'OCV,CI,apCTBEHHbIﬁ peecTp neKapCrtBeHHbIX CpeacCTB Ha OCHOBaHUK pelleHnAa O BHeCEHUU
M3MEHEHUN B AOKYMEHTbI, coaepxauwmeca B pPerncTtpaumMoHHOm [JocCbe Ha 3aperMCTpMpOBaHHbll7l
/'IeKapCTBEHHbIﬁ npenapart anAa BeTepnHapHOro npuMeHeHwuA, HeO6XO,Cl,VIMbIe N3MeHEHUA N BO3BpPaALLAET
3TN OOKYMEHTbI 3aABUTENIO;

3) BblJdE€T 3aABUTENKO HOBOE pPErncTtpaunoHHoe yaoctoBepeHUE NEeKapCTBEHHOrNo npenapata AnA
BeTepunHaApPHOro npumeHeHMA B cnydae HEO6XOAMMOCTM N3MEHEHUA CBeAeHMVI, coaepXalWmnxca B Hem, C
COXpaHeHnem HOMepa paHee BblIAAHHOIO pPErncTtpaunMoHHOro yaoctoBepeHUA NeKapCTBEHHOrO
npenaparta anAa BeTeEPUHAPHOIo NpuMeHeEHUA.

6.2. B cnydae BHECEHWA M3MEHEHWI B AOKYMEHTbl, COAEp)KalliMecAa B PernmcTpaumoHHOM AOoCbe Ha
3aperncTpupoBaHHbI  IEKAPCTBEHHbIN nNpenapaT A4/1A BETEPUMHAPHOIO MPUMEHEHUS, B 4acT,
Kacalolemnca u3MeHeHua W (MaM) AONOSHEHWUA MNPOU3BOACTBEHHOW MJIOLWAAKM NI€KAPCTBEHHOMO
npenapara, npv NPeACcTasBfeHNN 3aaBUTENIEM B COOTBETCTBUM C MYHKTOM 3 yacTu 1 HacToswen ctaTbm
KOMWUW peLleHus YNOJHOMOYEHHOro denepanbHOro opraHa UCMOIHUTE/IbHOW BAAcTU O NpoBeAeHWUU
MHCMNEKTUPOBAHUA NPOU3BOAMTENA NIEKAPCTBEHHbIX CPEACTB CPOK, YKasaHHbIM B YacTu 6.1 HacTosAwel
CTaTbW, MPUOCTAHABINBAGTCA CO AHA MOJYYEHMA 3aKIOUYEHUA KOMUCCUM SKCNEPTOB A0 AHA NPUHATUA
YNO/HOMOYEHHbIM defepanbHbIM OPraHOM UCMOJHUTENILHOM BIACTU PELUEHMA O BblAaye Uan 06 oTKkase
B Bbl4aye 3aKNOYEHUA O COOTBETCTBUM NPOM3BOAUTENA NIEKAPCTBEHHDbIX CPeacTB TpeboBaHUAM NpaBu
Hag/iexallein NPon3BOACTBEHHOW NPaKTMKM, HO He bosiee Yem Ha CTO BocembaecAT paboumx aHeN.

7. OcHoBaHMem p4ns OTKasa BO BHECEeHUMU M3MEHEHUA B AOKYMEHTbI, coaepXauwuneca B
pPerncTtpauMoHHOM AocCbe Ha 3apeFMCTpMpOBaHHbII‘;1 ﬂeKapCTBEHHbIﬁ npenapatr Ana BeTEPUHAPHOro



NPUMEHeHUA, B CayYanx, He TPebyloWwmx NPoBeaeHNA SKCNEePTU3bl IEKAPCTBEHHOIO CPEACTBa, ABAAETCA
npeacraBneHne JOKYMEHTOB, yKasaHHbIX B 4acTax 1 u 3 HacToALllei cTaTby, B HENosHOM obbeme Man
OTCyTCTBME B MPeAcTaBAeHHbIX AOKYMEHTax CBeAeHUN, KOTopble A0/KHbI 6biTb B HUX OTpaXKeHbl, 1Mbo
HenpeacTaB/eHMe 3aABUTENIEM B YCTaHOB/NEHHbI CPOK OTBETa Ha YKa3aHHbIA B Yactu 4.1 HacToslen
CTaTbM 3aMnpoc ynosHOMo4YeHHOro ¢peaepasibHOro opraHa UCMOJIHUTEIbHOM BAACTU.

7.1. OcHoBaHMeM A/a OTKasa BO BHECEHWM MW3MEHEHWM B [AOKYMEHTbI, coAeprKalimecs B
pPerucTpaumMoHHOM A0Cbe Ha 3apPerncTpMpPoBaHHbLIA JIEKAPCTBEHHbIM nNpenapaT Ana BeTepUHApPHOro
NPMMEHEHUS, B C/y4Yasx, TPeOYOWMNX NPOBEAEHUA IKCNEepPTM3bl JIEKAPCTBEHHOIO CPeAcCTBa, ABASETCA
3aK/Ilo4eHME YMNOAHOMOYEHHOro ¢eaepanbHOro opraHa MCNOAHUTENbHOW BAACTM O BO3MOMKHOCTU
CHUEeHMsA 6e30MacHOCTM, KauyecTBa, 3PpPEKTUBHOCTHM IEKAPCTBEHHOIO NpenapaTta BCAeACcTBUE BHECEHUSA
M3MEHEHMA B  YKasaHHble [OKYMEHTbl, OTKa3 YMNO/HOMOYEHHOrO deaepanbHOro opraHa
WCNO/IHUTENbHON BNACTU B BblAaye 3aK/KYEHMA O COOTBETCTBUM MPOU3BOAUTENS NIEKAPCTBEHHbIX
cpencTs TpeboBaHUAM NPaBUN HaeXKalen NPon3BOACTBEHHOM NPAKTUKN B C/ly4ae U3MEHEHMUA U (Uan)
OONONHEHUs MPOM3BOACTBEHHOM MN/IOWAAKN JIEKAPCTBEHHOrO MpenapaTta, €CcAuM Npou3BOACTBO
NIeKapCTBEHHOro npenapata Ana BeTepUMHAPHOro MNPUMEHEeHMA OCYLLeCTBAAeTCA 3a npegenamu
Poccuitckoit depepaumn, Uam oTCyTCTBUE STOTO 3aKNOYEHUS.

8. [lonyckaetca obpalleHne eKapCTBEHHbIX MNpPenapaTtoB A1 BeTepUHapHOro nNpPUMEHeHusa [0
NCcTeYEeHUA CPOKa rogHOCTH, NPON3BEAEHHbIX B TeYeHUe CTa BOCbMUAECATU AHeW nocae AaTbl NPUHATUA
YNONHOMOYEHHbIM dpefiepanbHbIM OPraHOM UCMOHUTE/IbHOM BNACTU PELLEHNS O BHECEHUN U3MEHEHUN
B LOKYMEHTbI, COAEPKALLMECS B PETUCTPALLMOHHOM A0Chbe Ha JIEKapCTBEHHbIM Npenapart, B COOTBETCTBUM
c uHpopmaumen, cogepKaleinca B JOKYMEHTAX PEMMCTPALIMOHHOIO A0Cbe Ha IeKapCTBEHHbIN NpenapaT
00 AaTbl NPUHATUA TAKOTO peLleHuns.

Cratba 32. OTMeHa rocyiapCTBEHHOM PermcTpaumum eKapCTBEHHOTO npenapara

PelweHne o6 OTMeHe rocyAapcTBEHHON PerncTpaumm NeKapcTBEHHOrO npenapata M WCKAOHYEHUM
NIeKapCcTBEHHOro npenapaTta M3 rocyAapCTBEHHOrO peecTpa /1eKapCTBEHHbIX CPEACTB MPUHMMAETCA
YMOAHOMOYEHHbIM deaepanbHbIM OPraHOM UCMONHUTENbHOM BAACTU B Caydae:

1) npeacrtaBneHnAa COOTBETCTBYHOWMM YNOJIHOMOYEHHbIM d)e,u,epaanblm OopraHom NCNONHUTENbHOM
B/N1aCTU 3aK/Il0O4EHMA O pPUCKe Un 0b yrpo3se 340pO0BblO, XU3HWU YesloBEKa WUAN HKMBOTHOIO nNpu
npUMeHeHNN NeKapCTBEHHOINo npenapata, MpesBbllWaloWnx ero ad)d)EKTMBHOCTb, no pe3ynbrtatam
ocywecrtsnaemoro UM MOHUTOPUHTa 6e3sonacHocTH NEeKapCTBEHHOrO nNpenaparta,

2) nogaun AeprKatenem WAM BAageNbLemM PernmcTpaumoHHOTO YAOCTOBEPEHWUA JIeKapCTBEHHOTO
npenapata MWAM YMNOJAHOMOYEHHbLIM WM AOPYrMM OPUAMYECKMM /IMLOM 3asB/ieHna 06 oTmeHe
rocyAapCTBEHHOM PerncTpaunmn nekapcTBeHHOro Npenapara;

3) HenoATBePKAEHMA roCYAapCTBEHHOW PerucTpaLMmn JeKapcTBeHHOro npenapara no UcTeYeHnn CPoKa
AeNCTBUA PErMCTPaLMOHHOIO YA0CTOBEPEHNA, BbIAGHHOTO Ha NATb NIET;

4) HenpeAacTaBAeHUA 3anaBUTENEeM WMHOOPMaLUKM, KOTOPas MOMKET Mnosaedb 3a coboli HeobxoaAMMOCTb
BHECEHWUA U3MEHEHWI B  [OKYMEHTbl, CcoAepiKalimMecA B  PerucTpauuMoHHOM  [0Cbe  Ha
3aperucTpupoBaHHbI  IEKAPCTBEHHbIM MpenapaTt, B TeyeHWe TpuAuaTM paboumx JHel co AHA
HacTynieHnsa 3TUX U3MEHEHWI;

5) ocyuwecTtBneHus TroCcyAapCTBEHHOM PerucTpauumn /JIeKapCTBEHHOro npenapaTta nof TOProsbim
HaUMeHOBaHWEM 3apPEerncTPMpPOBAHHOMO paHee Moj 3TUM TOProBbIM HaUMMEHOBAHMEM IeKAaPCTBEHHOMO
npenapara, OT/IMYaoLW,Eeroca Ka4ecTBeHHbIM COCTaBOM AENCTBYIOLLMX BELLECTB;

6) OCyLLecTBAEHMA rocyAapCTBEHHON perncTpaumMmM O4HOTO M TOrO Ke JIeKapCTBEHHOro npenapaTa B
OTHOLIEHMM OAHOro U TOTO Ke gepkaTenda MAW Bnafenbla PerncTpaumMoHHOro yAoCTOBEpPEHMA



NNIeKapCTBEHHOrNo npenapata B Buae ABYX U bonee NNEeKapCTBEHHbLIX NpenapatoB No4 pas/INvYHbIMU
TOProsbiMM HaMMeHOBaHUAMMU,

7) BblHECEHMS CYLOM PELIeHMs O HapyweHWMW npas npaBoobnagaTtens 06beKTOB MHTENNEKTYaNbHOM
CO6CTBEHHOCTM NP 06PALLEHNM NEKAPCTBEHHbIX CPEACTB;

8) oTCyTCTBMA NIeKapCTBEHHOro npenaparta B obpauleHnn B Poccuiickonn deaepaummn B TeyeHme Tpex U
bonee ner;

9) HeBbINO/NHEHUA AeprKaTeNeM UAN BNagesbLemM PerucTpaunmoHHOro yA0CTOBEPEHMA NEKAPCTBEHHOTO
npenapata AM60 yNoSHOMOYEHHbIM UMUK APYTUM IOPUAMYECKMM IMLLOM MEPONPUATUIA No obecneyeHnto
6e30MacHOCTM  /IEKAPCTBEHHbIX MPENapaToB, YCTAHOBNAEHHbIX YMNOJHOMOYEHHbIM ¢eaepasbHbIM
OpPraHOM UCMOJHUTENLHOW BAACTM B COOTBETCTBMM C YacTamm 3 M 4 cTaTbM 64 HacToAwero
desepanbHOro 3aKOHa, B paMKax oCyLLecTBeHna GpapMaKkoHaa3opa;

10) oTKasa geprKaTena Uav BRagenbla PerncTpaumoHHOro yA0CTOBEPEHMSA IeKapCTBEHHOMO Npenaparta
M60 YyNoNHOMOYEHHOTO UMM APYroro IpUAMYECKOro AnLa OT BHECEHUA U3MEHEHWUI B MHCTPYKLUMIO MO
NPMMEHEHUIO 1EKAPCTBEHHOMO MpenapaTta, KacaloWmMXca HOBbIX NOATBEP!KAEHHbIX AAHHbIX O TOM, YTO
PUCK NPUYMHEHUA Bpeaa 340POBbI0 YEN0BEKA WM KMBOTHOTO BC/AeACTBME NPMEMA JIEKAPCTBEHHOMO
npenapara npesbiwaeT 3PpPEeKTUBHOCTb €ro NPUMEHEHMS.

Cratba 33. [oCcygapCTBEHHbIN peecTp IeKapCTBEHHbIX CPeacTB

1. FocyaapCTBEHHbIN peecTp eKapCTBEHHbIX CPEACTB COAEPHKUT NepeyeHb eKaPCTBEHHbIX NPenapaTos,
npolweawnx rocygapCTBEHHY0 perncTpaumio, nepevyeHb GpapmaueBTUYeCcKUX cybcTaHuni, BXOASAWMX B
COCTaB JIEKAaPCTBEHHbIX NPenapaTos, U CAeAyroLwyo MHGOopMaUMIo:

1) B OTHOLUEHMWN NEKAPCTBEHHbIX MPEnapaTos:

a) HauMmeHOBaHME JIeKapCTBEHHOro npenapata (MeKAyHapoAHOEe  HemnaTeHTOBaHHOe,  WAU
rPYNNMpPOBOYHOE, AN XMMUYECKOE U TOProBOe HaMMEHOBaHUA);

6) nekapcTBeHHas ¢opma C yKasaHMeMm O03MPOBKM /IeKapCTBEHHOrO npenapaTta U ero Koauyecrsa B
NoTPebUTENbCKON YNAKOBKE;

B) HaMMeHOBaHWe AepiKaTens WAW BAageNbla PEerMcTpauMoHHOro yAO0CTOBEPEHUA NeKAapPCTBEHHOMO
npenapaTta v CBeAEHUA O PerncTpaumm Aep:Katens uam Bnagenbla perncTpaumoHHOro ya0CTOBEPEHUS
NleKapcTBEHHOTO nNpenapaTa 414 MeANUMHCKOTO NPUMEHEHUA B KAYecTBe HaNoronnaTe blWwuKa B CTpaHe
pernctpauum (418 POCCUMCKUX IOPUAUYECKUX UL, - MAEHTUPUKALMOHHBIN HOMEP HanoronaaTenblimMKa
(MHH), ANA MHOCTPaHHbIX LPULNYECKUX NNL, - CTPAHA PerMcTpaLmm, HaMMeHOBaHME PErUCTPUPYIOLLLETO
opraHa, pPerucTpaumMoHHbIii HoMep, Kog, HasoronaaTesbliMKka B CTpaHe perncrpaumm (MHKoprnopaumm)
WAWU ero aHanor);

r) HaMMeHoBaHWE M afApec NPou3BOAMTENA /SIEKAapCTBEHHOro nmpenaparta M CBeAEeHMA O Perncrpauumm
NpoM3BOAMTENA /IEKAPCTBEHHOrO Mpenapata Aaa MeAMUMHCKOro MNpPUMEHEeHUA B  KayecTse
HajsoroniatenbluMka B  CTpaHe  peructpaumm  (o1a  POCCUMCKUX  IOPUAMYECKUX  ny, -
NOEHTUOUKALMOHHBLI HOomep Hasoronnatenblwimka (MHH), 4nA MHOCTPaHHBLIX HOPUANYECKUX UL, -
CTpaHa pPerncTpauum, HaMMeHOBAHME PErvCTPUPYIOLLEro OpraHa, PerncTpauMoHHbIM HOMep, Ko
Ha/sloroniaTenblUMKa B CTPaHe perncTpaumm (MHKopnopawmm) uam ero aHanor);

4) dapmaKkoTepanesTuyeckaa rpynna, Kog, /SIeKapcTBEHHOro npenapaTta Mo aHaTOMO-TepaneBTUYecKo-
XMMMYECKON KnaccudurKaLumm, peKoMmeHA0BaHHOW BceMUpHOM opraHnsaumeit 34paBooxpaHeHus;

E) NMOKa3aHMA N NPOTUBOMOKA3aHNA K NPUMEHEHNIO IEKAPCTBEHHOTIO Npenaparta,



) NnobouHble AeiCcTBUA NeKapCTBEHHOrO Npenapara;
3) CPOK roiHOCTU IeKapPCTBEHHOrO Npenapara;

1) yCNOBUA XpaHEHWA NEeKapCTBEHHOro nNpenapara;
K) YCNOBMA OTMNYyCKa /IeKapCTBEHHOro npenapara;

N1) Homep dapmakonerHol cTaTbl UAK B C/ly4ae ee OTCYTCTBUA HOMEP HOPMATMBHOM AOKYMEHTauuu
NMbo HOPMATUBHOIO JOKYMEHTa;

M) gaTa rocyZapCTBEHHOW perncTpaumm feKapcTBEHHOro npenaparta U ero PerncTpaumoHHbI HoOMep,
JaTa 3aMeHbl pPerucTpauMoHHOrO YAOCTOBEPEHMS JIeKapCTBEHHOro npenapaTa Ha 6eccpoyHoe
perncTpaunoHHoe YAO0CTOBEpPeHWe JIeKapCTBEHHOrO npenapaTa, gaTa Nogayy  3anaBleHUs O
NOATBEPKAEHUM  TOCYAAPCTBEHHOW pPerncTpaumMyM NeKapCcTBEHHOro npenapaTa, [4aTta  OTMEHbI
rocyAapCTBEHHOM PerncTpaumnmn 1eKapcTBeHHOro npenapara;

H) KauyeCTBEHHbIAN COCTAB M KOJIMYECTBEHHbIN COCTaB AEVICTBYEOU.LMX Beuwects n KauyeCTBEHHbIA COCTaB
BCNOMOraTte/sibHbIX BEWECTB JIEKAPCTBEHHOIO Npenaparta;

0) nHpopmauma 060 Bcex paspelleHHbIX BUAaxX BTOPUYHOM (MOTpebuTenbcKomn) ynakosBKu;
n) pata NPUHATMA pelleHUA O BO3MOMKHOCTM paccMaTpuBaTb JIEKAapPCTBEHHbIM npenapaT npu
rocy4apCTBEHHOM  perncTpauMum B KayecTBe OpQaHHOro JIeKapCTBEHHOro npenaparta  (gna

JIeKapCTBEHHbIX NPenapaTos 419 MeANLNHCKOTO NPUMEHeHNs);

p) HanAMuMe NeKapCTBEHHOro npenapata B MepevyHe MU3HEHHO HeobXOAUMbIX W BasKHENLWMX
NleKapCcTBEHHbIX NpenapaTtos (410 NeKapCTBEHHbIX MPEnapaTos 418 MeAULMHCKOro NpUMeHeHNs);

C) HannuMe B NEKAapCTBEHHOM npenapaTe HapPKOTUYECKMX CPeacTB, MCUXOTPOMHbIX BELWLECTB U UX
NpPeKypcopos, noanexawmx KoHTponto B  Poccuiickont ®Pepepaumm, B  COOTBETCTBUM  C
3aKoHoZaTenbcTBOM  Poccuitickon  degepaumun, MeXAyHapogHbiMM  gorosopamu  Poccuiickoi
depepaunu, B Tom uncne EaAMHON KOHBEHUMEN O HAPKOTUYECKNX cpeacTBax 1961 roga n KoHBeHuuel o
NCMXOTPONHbIX BewecTBax 1971 roaa;

T) MHGOPMALMA O TOM, ABAAETCA 1M AaHHbIA IeKapCTBEHHbIN NpenapaTt pedepeHTHbIM SIeKapCTBEHHbIM
npenapaTom;

y) cBedeHMA O nofadye 3aABNEHMA O BHECEHWM W3MEHEHMI B [AOKYMEHTbl, coaeprKalineca B
perncTpaumoHHOM LOCbe HA IeKapCTBEHHbIM Npenapar;

o) ytpatun cuny ¢ 1 mapta 2020 roga. - PesepanbHblii 3aKoH oT 27.12.2019 N 475-03;
X) CPOK BBeAEHUA IeKapCTBEHHOIO Npenapara B rpaxk4aHCcKuii 060porT;
2) B OTHOLWEHUN hapMaLLEBTUYECKUX CyBCTaHLMIA:

a) HauMmeHoBaHWe dapmaueBTMYecKo cybcTaHUuMM (MmeskayHapoAgHoe HenaTeHTOBaHHOe, WM
rPynnMpoBOYHOE, NN XMMUYECKOE N TOProBoe HanMeHOBaHuA);

6) HauMeHoOBaHKe 1 aapec Npom3BoAUTENA hapMaLLeBTUYECKON CybCTaHUNM;

B) CPOK roaHocTH dapmaLeBTUYECKO cybCcTaHumu;



r) ycnosua xpaHeHus dbapmaLeBTUYECKOM cybcTaHumu;

4) Homep dapmaKonemHoW cTaTbW UAM B ClydYae ee OTCYTCTBMA HOMEpP HOPMATMBHOW AOKYMEHTaLun
b0 HOPMATUBHOTO AOKYMEHTA;

e) Hanmune dapmaleBTMYECKON CcybCcTaHUMM B MepedyHe HapPKOTUYECKUX CPeAcTB, MNCUXOTPOMHbIX
BELLECTB U MX MPEKYPCOPOB, Noajerkalumx KOHTposto B Poccuiickon Pegepaumun, B COOTBETCTBUU C
3aKoHOoZaTeNbCcTBOM  Poccuiickon  degepaumu,  MexAyHapoAHbIMM  AOoroBopamu  Poccuitckom
depepaunu, B Tom uncne EaMHoON KoHBEHUMEN O HapKoTUYeCcKnx cpeacteax 1961 roga u KoHBeHuuel o
NCMXOTPONHbIX BewecTBax 1971 roaa.

2. dapmaueBTnyecKaa cybCcTaHUMA, NPOM3BEAEHHas AN peanusauuun, MOXKeT ObiTb BK/OYEHA B
rocyAapCTBEHHbI pPeecTp /IeKapCTBEHHbIX CPEeACTB Ha OCHOBAHMM 3asBfieHWMA pa3paboTunKka man
NpoV3BOAUTENSA JIEKAPCTBEHHOrO cpeactBa MB0 YNONHOMOYEHHOTO VMW OPUAMYECKOTo nua npu
YC/OBUM NPOBEAEHUA B OTHOWEHUW TaKoW ¢apmaleBTMYECKOW cybCTaHUMM 3KcnepTM3bl KayecTBa
dbapmaueBTUYECKOM CcybCTaHLMM B MOpPAAKe, YCTaHOBJAEHHOM cTaTbei 34 HactosAwero dPeaepanbHoro
3aKOHa. B oOTHOWweHWW dQapmaLeBTUYECKMX CcybCTaHUMI, NPOM3BEAEHHbIX ANA peannsaumu, B
rocyAapCTBEHHOM PEECTPE IeKAaPCTBEHHbIX CPeACTB COAEPHKUTCA caeaytolan MHGopmaLmsa:

1) HaumeHoBaHve apmaLeBTMYECcKo cybcTaHuMM (MeKAyHapoAHOe HenaTeHTOBaHHoe, WK
rPYNMnMpPOBOYHOE, NN XMMUYECKOE 1 TOProBoe HanMeHOBaHMA);

2) HaMmeHoOBaHMe, agpec npousBoauTens GpapmaleBTUYECKOM CybCTaHLMM, a TaKKe B OTHOLUEHWUU
IeKapCTBEHHbIX CPEACTB AN MEAULMHCKOrO MPUMEHEHMA CBeAEHUA O perncrtpauum npoussoauTens
dapmalleBTMUECKON CybCTaHLUMM B KadyecTBe HajoronnatenbliMka B CcTpaHe peructpauum (ans
POCCUICKUX OPUAMYECKUX NUL, - WAEHTUPUKALMOHHbLIA HOmep Hanoronnatenslumka (MHH), ans
WHOCTPaHHbIX IOPUANYECKUX MWL, - CTPaHa perncrTpauumu, HaMmeHOBaHME PEerucTPUpYIoLLEro opraHa,
PEerncTpaLnoHHbIi HOMep, KOA Haforonnate/bliyKa B CTpaHe perucrpaumm (MHKopnopauuu) uamn ero
aHanor);

3) cpoK rogHoCcTV papmMaLLeBTUYECKON CybCTaHLNW;
4) ycnosus xpaHeHna GapmaL,eBTUYECKOM cybCcTaHLmuuy;

5) Homep dpapmaKkoneirHoli cTaTb AMBO B C/lyyae ee OTCYTCTBUA HOMEpP HOPMATUBHOW AOKYMEHTauun
WY HOPMATUBHOTO LLOKYMEHTA;

6) Hannume dapmaLeBTUYECKOW cybCTaHLMM B NepeyHe HaAPKOTUYECKMX CPEeACTB, MCUMXOTPOMHbIX
BELLeCTB M UX NPEKypcopoB, noanexalmx KoHTponto B Poccuiickon Pepepaumn, B COOTBETCTBUU C
3aKoHomaTenbctBOM  Poccuitickolt  depepaumu,  MeKAyHApPoOAHbIMM  AoroBopamu  PoccuiicKkomn
depepaunn, B Tom yncie EgMHON KOHBEHLMEN O HApKOTUYECKMX cpeacTBax 1961 roaa n KoHseHumel o
NCcMXOTPONHbIX BewwecTBax 1971 roaa;

7) pata BKAoYeHUs ¢dapmaLeBTUYECKON cybCcTaHUMM B TFOCYAapCTBEHHbIM PeecTp JeKapCTBEHHbIX
CPeACTB, AaTa BHECEHUA U3MEHEHUI B AOKYMEHTbI GapMaLLeBTUYECKON CybCTaHUMM, AaTa UCKIOYEeHUs
dbapmaueBTUYECKOM CybCTaHLMM U3 TOCYAapCTBEHHOTO PEecTpa eKapPCTBEHHbIX CPEACTB.

3. nopﬂ,ﬂ,OK BeAeHUA ToCyaapCTBEHHOINo peecrtpa /1eKapCTBEHHbLIX Cpeacts Oaa MeguumnHCKOro
npumeHeHnAa W nNopAaoK BeAdeHUA ToCyaapCTBEHHONO peectpa J1eEKApCTBEHHbLIX CpeAacts  AnA
BETEPUHAPHOIo npumMmeHeHuUA YTBEPXKAAKTCA COOTBETCTBYHOWMM YMNOJTHOMOYEHHbIM cbep,epaanblM
OopraHom MCMNOIHUTENIbHOWM BNaCTH.



Cratba 34. BKAlOYeHWe B rOCYAapCTBEHHbIN pPeecTp /IeKapCTBEHHbIX CPeAcTB M WUCKAYeHue U3
rocyAapCTBEHHOro peecTpa /IeKapcTBEHHbIX CPeAcTB GpapmaLeBTUYecKon cybCcTaHuMM, Npon3BeaeHHoM
ANA peanusaumu

1. [Ana BKAouveHuMsa ¢dapmaueBTMYEcKoM cybcTaHUMKM, NPOU3BEAEHHOM Ans  peanvsaumm, B
roCyAapCTBEHHbIN peecTp eKAaPCTBEHHbIX CPeACTB, MPOBOAMTCA IKCNEPTM3a ee KayecTBa.

2. JKcnepTM3a KayecTBa YKa3aHHOM B 4Yactm 1 HacToswel cTaToM (papmaleBTUYECKON cybCcTaHumK,
COCTaB/IEHNE KOMMUCCHEN IKCNEPTOB 3aKNOMEHNI NO Pe3yNbTaTam 3TOM 3KCNEPTU3bl U UX HAMNpPaB/eHMe
B YMNOJHOMOYEHHbIN enepanbHbli OpraH WCNOJAHUTENbHOW BAACTM OCYLLECTBAAKOTCA B CPOK, He
NMPEeBbIWAOWNA  WecTUAecATM pabounmx AHel Co AHA MNOJIYYEeHUS SKCMEPTHbIM  YUYperKAEHUEM
COOTBETCTBYIOLLErO 33a4aHWs YNOAHOMOYEHHOro denepanbHOro opraHa WCMONHUTENBHOM BAACTU U
cneayowmx 4OKYMEHTOB (CBeAEHNN):

1) cBegseHus o AaTe NpenoCTaBNAEHMA M PErucTpauMoHHOM HOMepe AULEH3UM Ha MPOM3BOACTBO
NIeKapCTBEHHbIX CPeACTB WAW CBefleHMs O JaTe npefocTaBAeHUA W PerucTpaumoHHOM Homepe
3aK/M0YEHMA O COOTBETCTBUM MNPOU3BOAUTENA JIEKAapPCTBEHHbIX CcpeacTB TpeboBaHUAM NpaBuA
Hagne)Kalllei npou3BOACTBEHHOW MNPaKTUKKW, BblAAHHbLIX (MpeaocTaBAeHHbIX) YNOAHOMOYEHHbIM
denepanbHbiM OpPraHOM MCMNOAHUTENbHOW BNAcTW, B CAyvyae, eCcAn NPOU3BOACTBO /IeKapCTBEHHOro
cpefacTBa ocyllecTenseTca B Poccuitickoit degepaumy;

2) KonuA JOKYMEHTa, BblAAaHHOIO YNOJHOMOYEHHbIM OPraHOM CTPaHbl MPOM3BOAUTENA IEKAPCTBEHHOIO
CpeAcTBa U NOATBEPKAAIOLLEro pa3pelleHne NPoM3BOACTBA IEKAPCTBEHHOMO CPeACTBa, U ero NepeBos,
Ha PYCCKWUI A3bIK, 3aBePEHHbIe B YCTAHOB/IEHHOM MOPAAKE, @ TAK}Ke KOMWUA 3aK/I04YEHUA O COOTBETCTBUM
Npou3BOAUTENA NIEKAPCTBEHHbIX CpeacTB TpeboBaHMAM MpaBua Haajaexaleh npoun3BOACTBEHHOM
NPaKTUKKN, BbIAAHHOIO YMNOJHOMOYEHHbIM desepanbHbIM OpPraHOM MUCNOAHWUTENbHOW BAactn, Anbo
KONWA pelleHns ynosHOMOYeHHOro desepanbHOro opraHa MCNOJHUTENbHOW BNACTUM O MpPOBeAEeHUU
WMHCNEKTUPOBAHUA NPOM3BOANTENA NIEKAPCTBEHHOIO CPeACTBa. YKa3aHHble AOKYMEHTbI NpeAcTaBAAoTCA
B C/ly4ae, ecan NPoOu3BOACTBO JIEKAPCTBEHHOIO CPeACTBA OCYLLECTBAAETCA 3a npenenammu Poccuiickoi
depepauuny;

3) [OKYMEHT, coaeprKalnii cnepytolme ceeaeHmsa o papmMaueBTUYECKOM cybCcTaHUMK:

a) HauMeHoBaHWe dpapmaLeBTUYHECKOM cybCTaHL MM, ee CTPYKTypa, obLiue CBOMCTBa;

6) HauMeHOBaHWe N aapec NPOU3BOAMUTENS;

B) TEXHONI0TNA NPOU3BOACTBA C ONNCaHNEM CTaAMﬁ npon3BoAacTBa N METOA0B KOHTPO/1A Ha BCEX CTaAUAX
npon3soAacTBa;

r) onucaHue pa3paboTKm npouecca NPOU3BoOACTBa;

[) onncaHne KOHTPOAS KPUTUYECKMX CTaauMiA NpoLLecca NPOU3BOACTBA M NPOMENKYTOYHOM NPoAyKUUY;
e) 4OKyMeHTanbHoe NnoATBepXaeHne (Banngauma) npoLeccos 1 (Mn) UX OLEHKa;

) CBOICTBaA U CTPYKTYypa AEWCTBYIOLLMX BELLECTB;

3) XapaKTepucTUKa Npumecei;

n) cneundmrKauma Ha papmaLeBTUUECKYIo cybcTaHUMIO U ee 060CHOBaHWUE;

K) aHaNWTUYEeCKMe  MEeTOAMKW, WCMNOoNb3yemMble MPW  OCYLLEeCTBAEHWW  KOHTPONA  KayecTBa
dbapmaLeBTMUYECKON cybCcTaHLMu;



N) OOKYMeHTanbHOe noATBep:KAeHWe (Bannaaumsa) aHaNUTUYECKMX MEeTOAMK, WUCMO/b3yemMblX Mpu
OCYLLECTBNEHMM KOHTPOANA KayecTBa GpapmaLeBTUYeCcKom cybcTaHLmy;

M) pe3ynbTaTbl aHann3a cepuii bapmaleBTUYECKOM CybCcTaHLMu;

H) nepeyeHb CTaHAAPTHbIX 06Pa3s’LOB WMAM BELLECTB, UCMOJIb3YEMbIX MPU OCYLLECTB/IEHUU KOHTPONSA
KayecTBa;

0) ONMCaHUe XapaKTEPUCTUK U CBOMCTB YNaKOBOUYHbIX MaTEPNaNO0B M YKYNOPOUHbIX CPeACTB;
n) AaHHble 0 cTabuabHOCTM hapMaLeBTUYECKOW CybCTaHLMW;
p) CPOK rogHoCTH;

4) [OKYMEHT, cogepiKaliMii CBEAEHUS O PEerucTpauuu Npov3BOAMTENs NIEKAPCTBEHHbIX CpeacTB Ann
MEeAMLMHCKOro NMPMMEHEHMUS B KauyecTBe Ha/JoroniateNblivka B CTpaHe perucrTpauumn (a1a poccumicKux
IOPUANYECKUX UL, - UAEHTUPUKAUMOHHBIA HOMep Hasoronnatenswmka (MHH), ana wvHoOCTpaHHbIX
IOPUANYECKUX UL, - CTPAHA pPerncTpaumm, HauMeHoBaHWE PErMCTPUPYIOLLETO OpraHa, PErMcTPaLMOHHbIN
HOMEp, KO HasoronaaTeNbliMKa B CTpaHe pernctpaunm (MHKopnopawumm) UAn ero aHanor).

3. s npoBeAeHUs 3KCMepTM3bl KaYecTBa YKa3aHHOM B YacTh 1 HacToAwen cTaTbM GpapmMal,eBTUYECKOM
cybcTaHUMKM 3asaBUTENb NpPeACcTaB/AeT B YMNOJHOMOYEHHbIN deaepasibHbli OpraH WCMNOJIHUTE/NIbHOM
BNACTU:

1) 3asABneHWe O BK/YEHUMM B TOCYAAPCTBEHHbIA PEECTP JIeKAPCTBEHHbIX CPEeACTB  AaHHOM
dapmaueBTMUECcKoM cybcTaHuMu;

2) Konus [OKYMeHTa, MNOATBEPMKAAOLWEro ynaaTy rocyAapCTBEHHOM MOW/IMHbI 33 BK/OYEHWE B
rocyapCTBEHHbIN PeecTp JIEKAPCTBEHHbIX cpeacTB papmaLeBTUYECKON cybCcTaHUMKU, NpPoM3BeaeHHOM
Ana  peanusauuu, nMbo no CcoBCTBEHHOM WHUUMATMBE YKasaHHbIA AOKYyMeHT. B caydae ero
HenpeAacTaBAeHMA 3asBUTEIeM YMNOJIHOMOYEHHbIM deaepanbHbli OpraH MUCNOAHUTENbHOW BAACTK
nposepAeT ¢aKT ynnaTbl roCyAapCcTBEHHOW NOLUANHbBI 3aABUTENEM C UCMOJIb30BaHKeM Hdopmaumn ob
ynnaTte rocyAapcTBeHHOM NOLWAUHbI, coaepKalleica B FocyaapcTBeHHOM MHPOPMALLMOHHON cnucteme o
rocyapcTBEHHbIX M MYHULUMNANAbHbIX NAaTeXax, Ha OCHOBaHMM MNpeAcTaBAEeHHOW 3aABMTENeM KOMuu
OOKYMeHTa, NoATBEP K AaoLLEero ynnaTy rocyaapcTseHHOM NOLWANHDI;

3) AOKYMEHTbI, YKa3aHHbIe B YaCTW 2 HACTOALLEN CTaTby;

4) 3asBneHWe O Bblgaye paspelleHMs Ha BBO3 B Poccuiickyio depepaumio KOHKPETHOM napTuu
He3aperncTpUPOBAHHOIO JIeKapPCTBEHHOrO CpeacTBa, NpeAHa3HaYeHHOoro AN NPOBEeAEeHUA YKasaHHOM
3KCMepTU3bI.

3.1. B cnyyae HenpeacTaBAeHMS C 3asABNeHMEM O BKAOYEHWM B [OCYAApPCTBEHHbIN peecTtp
NleKapCcTBEHHbIX CpeacTs ¢apmMaLeBTUYECKON CcybCTaHUMM AOKYMEHTOB, MOATBEPXAalolmX ynaaty
rocyfapCTBEHHOM MOLU/IMHBI U YKa3aHHbIX B MyHKTe 2 YacTh 3 HACTOALWEN CTaTbM, a TaKKe BblAaBaeMbIX
(npepoctaBnsiemMblx)  YNOAHOMOYEHHbIMU  denepasbHbIMM - OpraHamMu  UCMOSIHUTENIbHOW  BAacTU
[OKYMEHTOB (CBeAeHMIA), yKasaHHbIX B NMyHKTAaX 1 M 2 4acTM 2 HacToAWwel CTaTbM, YNOJIHOMOYEHHbIN
depepanbHbIi OpraH UCMONHWUTENbHOW BAACTU 3aMpalluvMBaeT yKasaHHble AOKYMeHTbl (CcBeAeHus) B
nopsaKke MexXBegoMCTBEHHOro MHGOPMALMOHHOMO B3auMo4encTeus.

4. B TeyeHune pecAatM paboumx AHEW CO AHA NPUHATUA 3aABJAEHMA O BKAOYEHWM YKasaHHOM B Yactu 1
HacToAlWen cTaTbM ¢apmMaLeBTUYECKON CcybCTaHUMM B TOCYAAPCTBEHHbLIA pPeEecTp /NeKapCTBEHHbIX



CPeACTB U OOKYMEHTOB, MEPEYMCAEHHbIX B 4acTM 1 M NyHKTe 2 4yacTu 3 HaACTOALLeM CTaTbM,
YNONHOMOMYEHHbIN deaepanbHblii OpraH UCNOIHUTE/IbHOM BAaCTU:

1) npoBoAMT NPOBEPKY MOJIHOTBI M AOCTOBEPHOCTM LAHHbIX, COAEPMAWMXCA B MpPeAcTaBiaeHHbIX
3aABUTENIEM SOKYMEHTAX;

2) npuMHMMaeT pelleHWe O HanpaBNeHUW B IKCNEPTHOE yuypexaeHue 3aJaHuA Ha nposBeaeHue
3KCNEepTMU3bl KayecTBa yKa3aHHOM B YacTu 1 HacToAwen cTaTbn dapmaleBTUYECKON cybcTaHuMn nnm ob
OTKa3e B TaKOM Hanpas/eHUu;

3) yBeAOMAIAET B 3/1EKTPOHHOW MW MUCbMEHHOW GopMe 3asiBUTENA O NPUHATOM PELLUEHUM UAN B CyYae
OTKa3a C yKasaHMeM MPUYMH TaKOro OTKa3a.

4.1. B cnyyae BbIABNEHMSA HEA0CTOBEPHOCTU CBEAEHMUM, COAEPMKALUMXCA B NPEACTAaBNEHHbIX 3aABUTEIEM
mMaTepuranax, ynoJHOMOYEHHbIN deaepanbHblii OpraH UCNOMHUTENbHOM BAACTU HanpaBaseT 3aaBUTENt0
3anpoc 06 YyTOYHEHUM YKa3aHHbIX CBeAeHWI. [LaHHbIV 3anpoc MOXKeT bbITb NepesaH YyNnoJAHOMOYEHHOMY
npeacTaBuUTeNtO0 3aSBUTENA JIMYHO NOZ, PACcnUCKy, Hanpas/ieH Mo Mo4yTe 3aKasHbIM MUCbMOM WU
nepesaH B 3/1eKTPOHHOM dopme No TeNEKOMMYHUKALMOHHBIM KaHanam CBA3W. B cnydyae HanpasBaeHus
[AAHHOro 3anpoca Mo noyTe 3aKasHbIM MMCbMOM OH CYUTAETCA NOJYYEHHbBIM MO UCTEYEHMM WECTU AHEN C
[AaTbl HaNpaBAEHMSA 3aKa3HOro NUCbMa.

4.2. 3asButenb o6nA3aH NpeacTaBUTb OTBET Ha 3anpoc YMNOJHOMOYEHHOro d¢eaepanbHOro opraHa
WCMNOJIHUTENbHOM BNACTM B CPOK, He NpeBblWaloWMiA AeBAHOCTa pabounx AHel co AHA MoayyYeHun
AaHHoro 3anpoca. Cpok, yKasaHHbIi B 4YacTu 4 HacTosAWweW CTaTbM, NMPUOCTAaHAB/IMBAETCS CO AHA
HanpaB/ieHMs 3anABUTENI0 3anpoca YNnoJHOMOYeHHoro deaepanbHOro opraHa UCNOSHUTENIbHOW BAACTU
A0 AHA nNonyvYeHUA UM OTBETa Ha ,EI,aHHbIl‘/JI 3aMpPocC U He y4nUTbiBaeTCA NpuU NCHNCNEHUN CPOKa IKCNepPTU3bl
KayecTBa ¢apmMaLeBTUYECKON CcybCTaHUMKU, HEUCnonb3yemon npu MPOU3BOACTBE J/1IeKAPCTBEHHbIX
npenaparos.

5. OcHOBaHMEM ANA OTKasa B HAMpaB/ieHMM B 3KCNEPTHOE y4YperKAeHWe 33[aHus Ha npoBeseHue
3KCMepTU3bl KayecTBa YyKasaHHOMW B 4actM 1 Hactoswen cTaTbM dapmaueBTUYEcKol cybcTaHumm
ABNAETCA HenpeacTaBAeHWEe [OOKYMEHTOB, YKasaHHbIX B 4YacTM 2 HACTOALWEW CcTaTbW, OTCYTCTBUE
nHbopmauumn, noaTBep:kpatower GakT  ynnatbl rocyAapCTBEHHOM MNOWAMHBbI 33  BKJKOYEHUe
dapmaLeBTMUYECKON CybCTaHUMKU, NPOU3BEAEHHOW AN peanusaumu, B TOCYAapCTBEHHbIA peecTp
JIeKapCTBEHHbIX CPeACTB, HenpeacTaBleHNe 3aaBUTE/IEM B YCTAaHOB/IEHHbIM CPOK OTBETA Ha YKa3aHHbIN B
yacTn 4.1 HacToALLEl CTaTbW 3aNpOC YNOAHOMOYEHHOro deaepasibHOro opraHa UCMOIHUTENbHOM B1acTH
WAU NpeAcTaB/eHNe [OKYMEHTOB, He coJep)Kaliux WcuYepnbiBalowWwero nepedyHAa HeobxoaMMmbix
cBefeHun.

6. B TeueHne NATHaALATK paboumx AHEN CO AHA NONYYEHUA PELLEHNA YNOAHOMOYEHHOTO dpesepanbHOro
opraHa MCNOMHUTENIbHOW B/IAaCTU O HaMnpPaBAEHUWN B IKCMEPTHOE yypeXkaeHne 3afaHusa Ha nposBegeHune
3KCMepTU3bl KayecTBa YKasaHHOMW B 4actM 1 HactosAwen ctaTbM dapmaueBTUYecKol cybcTaHumm
3anABUTeb NPEACTaBAAET B IKCMEPTHOE yuypexaeHue gns NpoBeAeHMA AaHHOW 3KCnepTusbl 0b6pasLbl
dapmaLeBTMYECKON CcybCTaHUMM B KO/JM4YecTBe, HeobXxogMmom A8 BOCNPOM3BEAEHWUA METOA0B
KOHTPOAS KayecTBa. JKCMEPTHOE yuypexaeHue npu noaydyeHun obpasuoB yKasaHHOM B 4Yactu 1
HacToALen CTaTbM dpapMaLLeBTUYECKON CyOCTaHLMMN BbIAAET 3aABUTENO AOKYMEHT, NOATBEPKAAOLLMIA
nosyyeHue 3TMX 06pasuUOB, M B CPOK, He NpeBblWAOWMI Tpex pabounx pgHel, yBesoOMANsET B
3NIEKTPOHHOM  WMAM  NUCbMEHHON ¢dopme 06 3TOM  YNOAHOMOYEHHbIN denepanbHbI  opraH
MCMONHUTENBLHOW BNACTU. DTN CPOKM HE BK/IOYAIOTCA B CPOK NPOBEAEHWA AAaHHOW 3KCMepTUsbl.

7. OOKYMeHTbl, NOCTYNMBLUME B 3KCMEPTHOE YYpesKAeHWe ANA NpPoBeAeHUA ISKCMepTU3bl KadyecTBa
yKa3saHHOW B 4acTM 1 HacTosuiei cTtatbk dapmaueBTUHECKON cybCcTaHuMK, noanexkat Bo3BpaTy B
YNOAHOMOYEHHbIN desepanbHblit OpraH UCNONHUTENbHOM BAACTU OAHOBPEMEHHO C 3aK/OYEHUAMU MO
pesynbTaTam NpPoBeAeHHOW 3KCNepTUsbI.



8. B CpOK, He npeBbiliatoWwnii NATM paboumx AHEn co AHA NONYYEHUS 3aKNOUYEHNS KOMUCCUU SKCNEepPToB
Nno pesynbTaTaM 3KCMepTU3bl KayecTBa yKa3aHHOW B 4acTu 1 HacToslien ctaTbM dapmaleBTUUYECKOM
cybcTaHUMM, yNnoNHOMOYEHHbI deaepasibHbIi OpraH UCNOJIHUTE/IbHOM BAACTU:

1) ocyllecTBAsSieT OLEHKY TaKOro 3aK/lYeHua ANA onpeaeneHua ero COOTBETCTBUS 3aAaHWUI0 Ha
nposeaeHMe AaHHOM 3KCNepTuU3bl;

2) NpMHUMaET pelleHne O BK/IUYEHUM YKa3aHHOM B YacTM 1 HacTosllein ctaTbn dpapmaL,eBTUUYECKO
cybCcTaHUMM B roCyAapCTBEHHbIA PeecTp JIeKapCTBEHHbIX CPeACTB WAM pelleHMe 06 OTKase B TaKom
BK/IIOYEHUMU;

3) BHOCUT NpPU NPUHATUM pPELIEHUA O BK/OYEHUM YKa3aHHOM B yYacT 1 HacToslen cTaTbu
dbapmaueBTUYECKOM  cybCTaHUMM B FOCYLAPCTBEHHbIM  PEecTp  NIeKapCTBEHHbIX  CPeacTB
NpeaycMOTPEeHHYI0 YacTbto 2 cTatbM 33 Hactoawero PenepanbHOro 3akoHa WHOOPMaUMIO U
yBeAoMAET 06 3TOM B 3/1€KTPOHHOMN MAW NUCbMEHHOM dopme 3aaBuTeNs.

9. OcHOBaHMEM A1 OTKa3a BO BKJ/IIOYEHUWN YKa3aHHOW B YacTh 1 HacTosLLel cTaTbM dapmMaL,eBTUYECKOM
cybCTaHUMM B TOCYAAPCTBEHHbLIA  PEEecTP /IeKAapCTBEHHbIX CPeacTB  ABAAETCA  3aK/loyeHue
COOTBETCTBYIOWErO YMNOJHOMOYEHHOTO deaepasnbHOro opraHa WMCNONHUTENbHOW BAAacTM O TOM, 4YTO
KayecTBO papmMaL,eBTUYECKOM CyBCTaHLMM He NOATBEPHKAEHO NOMYYEHHBIMU AaHHbIMU.

10. He ponyckaeTcs BK/OYEHME B TOCYZAAPCTBEHHbIN PEEecTp /IeKAPCTBEHHbIX CPeAcTB OAHOM
dapmaueBTMHECKON CybCcTaHUMN, NPOM3BEAEHHOM AN pPeanm3alnn U BbiIMYCKAEMOW OAHUM U TEM XKe
npoussoauTesiem, B BUAe AByxX 1 6oJiee peecTpoBbIX 3anmce.

11. BHeceHWe M3MEHEHWUIM B AOKYMEHTbl Ha (apmaleBTUYECKYIO CyOCTaHUMIO, NMPOU3BEAEHHYIO ANs
peanns3aumm 1 BKAKOYEHHYIO B FOCYZAapPCTBEHHbIA PEecTp NIeKAPCTBEHHbIX CPEACTB, OCYLLECTBASETCA B
nopagke, ycrtaHosneHHom ctaTbaMn 30 m 31 HactodAwero @PedepasbHOro 3aKOHa, C ynJjiaToM
rocyapCTBEHHOM MOLW/IMHbI, NPeayCMOTPEHHON 3akoHodaTenbcTBOoM Poccuiickor dPegepauum o
Hanorax u cbopax.

12. [onycKkaeTcs obpalueHne dapmaLeBTUYECKUX CyOCTaHUMIN, NPOU3BEAEHHbIX ANA peanusauuu, B
TeYeHWe CTa BOCbMMAECATU AHEN A0 M Nocae NPUHATUA YNOJHOMOYEHHbIM deaepanbHbiM OpraHoOM
WCMNONHUTENBHOW BAACTU pPeleHMs O BHECEHUW W3MEHEHWI B AOKYMEHTbl Ha ¢apmaleBTUYECKYIo
cybCTaHUMIO, NPOM3BEAEHHYIO AONA pPeanusaumMm M BKAOYEHHYID B TOCYAAPCTBEHHbIA peecTp
NeKapcTBEHHbIX CPeacTs.

13. PeweHne 06 WCKNIOYEHUU W3  TOCYAAPCTBEHHOTO pPEecTpa /NeKapCTBEHHbIX CPeACTB
dbapmaueBTUYECKOM cybCcTaHUMKM, NPOM3BEAEHHON ANA peannsaumn, NPUHMMAETCA YNOJHOMOYEHHbIM
denepanbHbIM OpraHOM UCMONHUTENbHOW BAACTU B CIy4Yae:

1) npeacTaBneHUA COOTBETCTBYHOLWMM YMNOJAHOMOYEHHbIM ¢deaepanbHbiM OPraHOM WCMNOAHUTENbHOM
BJIACTM 3aKNHOYEHUA O PUCKE UAKM 06 yrpose JKM3HU WAW 340POBbI0 YesnoBeKa ANBO KMBOTHOMO Mpw
MCNONb30BaHMM NEKAPCTBEHHOTO CPELCTBa;

2) nogaum pa3paboTYMKOM NEKAPCTBEHHOTO CPEACTBA MW NPOU3BOAMUTENIEM IEKAPCTBEHHOTO CPEACTBA
NMB0  YNONHOMOYEHHBIM UMW APYTMM  IOPUANYECKMM JIMLOM 3asB/IeHUsA 06 WCKNOYeHUU W3
rocyZapCTBEHHOro peecTpa JIeKapCTBEHHbIX CPeAcTB papMaLLeBTUYECKON CybCTaHLMK, NPOM3BEAEHHOW
ANA peanvsauuu;

3) oTcyTcTBMA dapMaLeBTUYECKON cybCTaHuMKM, NPOM3BEAEHHON AnA peannsaumu, B obpalleHun B
Poccuiickolt depepaumm B TeueHne Tpex 1 6onee ner.
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Cratba 36. O6xanoBaHue peleHns 06 OTKase B BbiAaye paspelleHns Ha NpoBeAeHUe KAUHUYECKOro
nccneaoBaHUA NIEKAapCTBEHHOro npenaparta, peweHus o6 oTKase B rocy4apCTBEHHOW perncrpaumm
NIeKapCTBEHHOrO npenapaTta, 3akNlOYeHWA KOMMUCCUMM 3KCMEPTOB 3JKCMEPTHOTO YYPEXKAEeHUA WM
3aKNtOYEHMA COBETa NO 3TUKE

PeweHne cooTBeTCTBYIOWEro yno/sHOMOYEeHHOro ¢eaepasbHOro opraHa MCNOJHUTENIbHON Bnactu ob
OTKase B Bblgaye paspelleHMa Ha npoBeAeHWe KAMHUYECKOro WCCNeoBaHUA /1IeKapCTBEHHOIO
npenapaTta, peleHne yKasaHHOro ¢enepanbHOro opraHa WCNOMHUTENbHOM BAacTM 06 OTKase B
rocygapcTBEHHOM pPerucTpauMmM NeKapCTBEHHOro npenapaTta, 3aK/loYeHWe KOMMCCUMM  3KCNepToB
3KCMEPTHOMO yYpeXkAeHUA WKW 3aK/IoYeHMe COBEeTa Mo 3TMKE MOMKeT 6biTb 06)KanoBaHO B Mopaake,
YCTQHOB/IEHHOM 3aKoHoAaTenbcTBOM Poccuiickon depepaumn. 3akntodeHWe KOMMUCCUMM 3KCNepToB
3KCMEPTHOMO YYPEKAEHUS O B3aMMO3aMEHAEMOCTU NEKAPCTBEHHbIX NpenapatoB ANA MeAUUMHCKOro
npumMmeHeHns nMbo O TOM, YTO JIeKapPCTBEHHbIN NpenapaT 418 MeaULMHCKOro NPUMEHEHUs He ABAAeTCA
B3aMMO3aMeHAEeMbIM, MOXKeT ObiTb 06)KaNoBaHO AeprkaTenem WAM BAafesIbLEM PErvcTpalMoHHOro
YOOCTOBEPEHUS  NIEKApPCTBEHHOrO  Mpenapata B YMNOJIHOMOYEHHbIM  denepanbHbli  opraH
WUCNONIHUTENbHON  B/IaCTM,  KOTOPbIM  MPUB/JEKAaeT K  PacCMOTPEHUIO  YKa3aHHOW  anobbl
noaBeAOMCTBEHHbIE €My HayyHble oOpraHu3auumM U obpasoBaTe/sibHble OpraHU3auMn BbiCLIEro
obpasoBaHKUA, OCyWeEecTBAAKOWME AeATeNbHOCTb B cdepe o06palleHns JIeKapCTBEHHbIX CPeacTs.
3aK/toYeHNEe KOMUCCUU IKCMEPTOB IKCNEPTHOrO y4ypexaeHua, odopmaeHHoe No MToram nepecmoTpa
06)KaNI0BAHHOIO 3aK/AOYEHUA 3KCNepTa, MOXeT OblTb OCMOpPeHO AeprKaTesem WAM BNAAENbLEM
PEerncTpaLnMoHHOro yA0CTOBEPEHMA IEKAPCTBEHHOTO NpenapaTta AMbo YyNoAHOMOYEHHbIM UMW JINLOM B
nopsake, yCTaHOBNEHHOM 3aKOHOAATeNbCTBOM Poccuiickon ®eaepaumun. Mpu o6KanoBaHMM pelleHun
YNOJHOMOYEHHOIO deaepasbHOr0 OpraHa WCNOAHUTENbHOW BAACTWU, 3aKAOYEHMA 3KchepTa Wam
KOMMCCUM 3IKCNEPTOB 3SKCMEPTHOTO YYPEKAEHWUA, 3aKNOMEHUS COBETa MO 3TUKe AepKaTenb wau
BNageneL, perMcTpaLMoHHOro yA0CTOBEPEHMA IEKAaPCTBEHHOMO NpenapaTta Mbo ynosHOMOYEHHOE UMK
MU0  BNpaBe nNpeacTaBUTb Pe3yabTaTbl 3KCNEPTU3bl NEKAPCTBEHHOro npenapaTta, MNPOTOKO/bI
MOMIYYEHHbIX aKKPeAWTOBAaHHbIMU  UCMbITaTeNbHbIMKM  nNabopaTtopuammn  (LeHTpamu) pesynbTaTos
nccneaoBaHUM, UCMbITAHWUA.

Cratba 37. WHdpopmaums, cBA3aHHAA C  OCYLWECTBJEHMEM [OCYAApPCTBEHHOM  perucrpaumn
NeKapcTBEHHbIX MNpenapaTtoB, MHGOPMaUMA O 3aPErmcTPUPOBAHHbLIX JIEKAPCTBEHHbIX MpenapaTtax M
NleKapCTBEHHbIX NpenapaTtax, MCKAUYEHHbIX M3 FOCYAapCTBEHHOrO peecTpa IeKapcTBEHHbIX CpeacTs

1. CooTBETCTBYIOWMI YNONHOMOUYEHHbIN dpesepanbHbll OpraH UCNOHUTENbHOM BAACTU PasMeLLaeT Ha
cBoem oduuManbHOM caiTe B ceT "UHTepHeT" MHOOPMALMIO, CBA3AHHYID C OCYLLECTBAEHUEM
rocyAapCTBEHHOW perncTpaumm NekapcTBEHHbIX MPenapaTtos, B TOM YMC/ie NPOBeAeHWEM 3KCNepTU3bl
NleKapCcTBEHHbIX CPeACTB (BK/toYan pesynbTaTbl ee NpoBeAeHUa), MHPOPMaLMIO O 3aPEerncTPMPOBaHHbIX
NleKapCcTBEHHbIX MNpenapaTtax W JeKapCTBEHHbIX MpenapaTax, WMCKAKYEHHbIX W3 rocyAapCTBEHHOMO
peecTpa /JIeKapCTBEHHbIX CPEeACTB, He Mno3gHee yem 4epes NATb pPabounmx AHel Co AHA MOoay4YeHMUs
YMNO/HOMOYEHHbIM deaepanbHbiM OPraHOM UCMOMHUTENbHOM BAACTU COOTBETCTBYIOLLEN MHGOPMALIUN.

2. CpOKM ¥ nopsgoK pasmelleHUs YyKasaHHOM B 4YacTm 1 HactoAwen ctaTbM WHOOPMaLUK
YCTaHaB/MBAOTCA YNOJHOMOYEHHbIM desepanbHbIM OPraHOM UCNOAHUTENBbHOM BAacTu. MHpopmaums,
yKa3aHHaA B 4YacTu 1 HacToslel CTaTbM, ABAAETCA OTKPbITOM M 06LeaoCcTynHOM M npepocTaBaseTca
3aMHTEpPeCcoBaHHbIM INLAM B COOTBETCTBMM C 3aKOHOAaTeNbCTBOM Poccuiickon Pepepauuu.

Mnasa 7. KNMIMHUYECKUE UCCNEOOBAHUA NEKAPCTBEHHbIX

MPENAPATOB A4/194 MEANUMHCKOIO NPUMEHEHUA, 4OTOBOP

OBb X TTPOBEAEHNW, MPABA NALUMEHTOB, YHACTBYOLL WX



B 3TUX NCCNEAOBAHUNAX
CraTba 38. KanHUueckune nccnegosaHUA eKapCcTBEHHbIX NpenapaTos A1 MeANLUHCKOro NPUMeEHeHNA

1. KAnHnyeckne nccnefioBaHUA NeKapCTBEHHbIX NPenapaTtoB A1A MeAULMHCKOro NPUMEHEHUs, B TOM
ynucne MmexayHapoAHble MHOFOLEHTPOBbIE, MHOIOLEHTPOBbIE, NMOCTPErncTpaLmMoHHblie, NPOBOAATCA B
OAHOM WAN HECKONbKUX MEeANLMHCKUX OpraHmsaumax B COOTBETCTBMWU C MpaBUIaMM Hagnexallen
KAMHUUYECKOIN NPAKTUKK, YTBEPKAEHHBIMW YNIONHOMOYEHHbIM deaepasibHbIM OPraHoOM UCMONHUTE/TbHOM
B/1aCTWU, COOTBETCTBEHHO B C/IeAYOLLMX Lenax:

1) yctaHoBNeHMe 6e30NacHOCTM NEeKapCTBEHHbIX MpenapaToB AN 340pOoBbIX A06poBonbUEB U (M)
NepeHoCMMOCTM WX  340POBbIMM  A0BPOBONBLAMM, 33 WCKAOYEHMEM TaKUX  MCCedoBaHUiA
NleKapCcTBEHHbIX NpenapaTos, NPou3BeAeHHbIX 3a Npegenamn Poccuiickont Peaepaunu;

2) no,u,60p ONTUMA/IbHbIX A03UPOBOK JIEKAPCTBEHHOIO Npenaparta U KypcCa sevyeHnAa anAa naumnmeHTos C
onpegeneHHbIm 386OIIEBaHMEM, ONTUMaZibHbIX A03 U CXeM BaKUWHauuun MMMyHO6MOﬂOFMHECKMMM
NEeKapCTBEHHbIMUM NpenapaTamm 340P0BbIX ,D,O6pOBOl]bLl,eB;

3) ycTaHoBneHMe 6e30nacHOCTM /IeKapcTBEHHOrO npenapaTa U ero agpQpeKTUBHOCTM A/A NaUMEHTOB C
onpeaeneHHbim  3aboneBaHnem, nNpoounakTMyeckolr  3PpPEeKTUBHOCTM  MMMYHOBMONOTUYECKUX
NeKapCTBEHHbIX NPenapaToB 414 340P0BbIX 40O6POBO/bLEB;

4) n3yyeHMe BO3MOXHOCTM PaCIUMPEHUA NOKa3aHWN A8 MEeAULMHCKOrO NMPUMEHEHUSA U BblABNEHMSA
paHee Hen3BeCTHbIX NOBOYHbIX AENCTBUIA 3aPErMCTPUPOBAHHbIX IEKAPCTBEHHbIX NPEenapaTos.

2. B OTHOWEHMM BOCMPOU3BEAEHHbIX SIEKAPCTBEHHbIX NpPEenapaToB AN MeOULMHCKOro NMpUMeHeHus
NpoBOAATCA MUCC/ef0BaHUA OMOIKBUBANEHTHOCTU U (MNIM) TepaneBTUYECKON ISKBUBAIEHTHOCTM B
nopagKe, yCTaHoB/€HHOM YNONHOMOYEHHbIM dpeaepasibHbiM OPraHOM UCNONHUTENIbHOW B1acTU.

3. OpraHusauMio nNpoBeAeHUA KAWHUYECKMX WCCNefOBaHMI  JIeKapCTBeHHOro npenapata  A/s
MeAMLMHCKOro MPUMEHEHUSA BNPaBe OCYLWEeCTBAATb:

1) pa3paboTumnK NekapcTBEHHOro NpenapaTa UAN YNoJHOMOYEHHOE UM INLO;

2) obpasoBaTenbHble OpraHM3auMu Bbicllero 06pa3oBaHMA, OpPraHU3auUMM  AOMOHUTENIbHOIO
npodeccrmoHanbHoro o6pasoBaHus;

3) Hay4YHO-NccnenoBaTe/ibCKMe opraHn3sauunn.

4. KAvHWYecKMe wccnefoBaHWMA /IEKAPCTBEHHOro npenapata A48 MegMUMHCKOTro NpuMeHeHus
NPOBOAATCA Ha OCHOBAHUW Pa3peLleHus Ha NPoBeLeHMEe KIMHUYECKOTO NCCNeL0BaHNA IEKAPCTBEHHOTO
npenapata, BblZAHHOTO YMOJHOMOYEHHbIM deaepanbHbIM  OPraHOM  WCMOJIHUTENIbHOW  BAAacTW.
YNosHOMOYEHHbIV desepanbHblt opraH UCNOAHUTENbHOW BAACTU BEAET PEECTpP BblAAHHbIX paspeLleHnit
Ha NpoBeAeHNE KMHUYECKUX UCCNEA0BaHWUI NEKAPCTBEHHOTO NPenapaTta, COAEePKALLMIA YKa3aHMe Ha UX
LeNb UK LW, B YCTAHOBIEHHOM 3TUM OPraHOM MOpPALKE.

5. Ytpatun cuny ¢ 1 utona 2015 roga. - PeaepanbHblit 3aKoH 0T 22.12.2014 N 429-93.

6. K opraHuMsaumMmM npoBeAeHus KAWHUYECKUX UCCNeAOBaHUM JNIeKapCTBEHHOTO MnpenapaTta Aans
MeAMLMHCKOrO MpUMeHeHUs pa3paboTyMKom NeKapCTBEHHOro mnpenapata MOryT NpUB/EKaTbeA
lopuanyeckme auua  Noboi  opraHM3auMOHHO-NPaBoBOM  Gopmbl  NpU  ycioBuM obecnedyeHus
COOTBETCTBMA 3TUX UCCNe0BaHMiA TpeboBaHMAM HacToAwero PeaepanbHOro 3akoHa.



7. KAvHW4Yeckue wuccnenoBaHMA IEKAPCTBEHHbIX MpenapaToB AN MeAMUMHCKOrO NpUMeHeHus
NnpoBOAATCA B MEAMLMHCKUX OpraHM3aumsax, akKpeaMTOBaHHbIX YMNOJHOMOYEHHbIM deaepanbHbIM
OpraHoM WCMONHUTENLHOW BAAcTM B NOpsAKe, YCTaHOBAeHHOM [lpaBuTenbcTBOM PoccuiicKoii
depepaunn.

8. MNepeyeHb MeAMULMHCKMX OpPraHM3aLnin, UMeoLWwmMxX NPaBo NPOBOAUTL KAMHWYECKME UCCAefO0BaHUA
JNIeKapCTBEHHbIX NpenapaTtoB A8 MeAULMHCKOrO NMPUMEHEHMUA, N PeecTp BblAaHHbIX pa3pelleHunit Ha
npoBeseHME KAMHUYECKUX WUCCNen0BaHUA  NIeKapCTBEHHbIX MpenapaToB  onyb6/MKOBbIBAOTCA MU
pa3mMeLLaloTCA YNOJHOMOYEHHbIM defepasbHbIM OPraHOM UCMNOIHUTENIbHOM BAACTU B YCTAaHOBAIEHHOM
UM NopAgKe Ha cBoeM opULMaNbHOM caiTe B ceTh "UHTepHeT".

Cratba 39. PeweHune o nposeaeHNUN KIMHUYECKOro mccneanoBaHmA NeEKapCTBEHHOrNO npenaparta AnAa
MeanunHCKOro npumeHeHunAa

1. KnuHuyeckoe wuccneposaHue NNEKApPCTBEHHOrNo npenaparta Ana MeguunHCKoro npumeHeHuA
nposoanTCA Ha OCHOBaHWUK pa3pelleHnAa Ha nposeaeHne KAIMHNYeCKoro nccnegosaHnAa N1eKkapCcrtBeHHOro
npenaparta, BblAAHHOINO YNO/IHOMOYEHHbIM cbe,u,epaanblM OopraHom WCNONIHUTENbHON BAACTU MO
pe3ynibTaTaM 3KCNEPTU3bl AOKYMEHTOB, HEO6XOAMMbIX anAa nonyvyeHwmAa paspeweHna Ha nposepgeHwue
KTMHNYECKOro nccnegoBaHnAa NeKapCTtBEHHOIO npenapata u 3TUYECKOM 3KCNepTn3bI.

2. [OnAa nonyyeHus paspelleHnsa Ha NpoBedeHWe KAMHMYECKOTO WCCNefoBaHWUA JIeKapCTBEHHOIo
npenapata And MeAMUMHCKOrO MPUMEHEHMA 3aaBUTeNb NpPeAacTaBAfeT B YNONHOMOYEHHbIN
denepanbHbIi OpraH UCMOJIHUTE/IbHOM BNACTU:

1) 3asB/eHMe O BblZaye paspelleHus Ha NPoBeAeHWE KIMHUYECKOTOo UCCNEAO0BaHUA /IEKAPCTBEHHOIO
npenapaTta 414 MegUUMHCKOro NpUMeHeHUs;

2) KOnNUW [OKYMEHTOB, MOATBEPXAAOWMX YnaaTy rocyAapCTBEHHOM MOWAMHbLI 33 MpoBedeHue
3TUYECKOW 3KCMepTU3bl, 3KCMepTM3bl AOKYMEHTOB Ha JIEKapCTBEHHbIM npenapat A4 MNosyvyeHus
paspelleHrsi Ha nNpoBeAeHWe KAMHUYECKOro WCCNeA0BaHWA JIeKapCTBEHHOro npenaparta Ans
MEAMLMHCKOrO NMPUMEHEHMUA, 3@ BblAauy paspelleHnsa Ha NpoBeAeHue KAWHUYECKOro UCCeaoBaHuA
NleKapCcTBEHHOTrO npenapara 41 MeAULMHCKOro NPUMEHEHNA, 3a NPOBeAeHNe SKCNePTU3bl JOKYMEHTOB
Ha NeKapCcTBEHHbIA npenapat A4A MOAyYeHUA paspelleHva Ha MpoBeAeHUEe MeKAyHapoaHOro
MHOTOLLEHTPOBOIO K/IMHUYECKOro WCCeA0BaHMA JIEKapCTBEHHOrO npenapaTta 418 MeAMUMHCKOro
NPMMEHEHUA, 3a BblAaYy paspelieHna Ha MPOBeAEHME MEXKAYHapo4HOro MHOIOLEHTPOBOrO
KAMHWYECKOrO WCCNeA0BaHMA JfIeKapCTBEHHOro npenapaTta A8 MeAMUMHCKOTO MPUMEHEHMA, 3a
npoBeAeHNe 3TUYECKON 3KCNEepTM3bl, 3KCNepTU3bl JOKYMEHTOB Ha JIEKapCTBEHHbIM npenapat Ana
NoNyyeHUa paspelleHrMa Ha npoBefeHue MOCTPErMCTPaLMOHHOIMO K/AMHUYECKOTO UcciefoBaHMA
NleKapCcTBEHHOro Npenaparta A/19 MeAULMHCKOro NPUMEHEHUA, 3a BblAady paspelleHna Ha nposeaeHne
MOCTPErnCTPaLMOHHOrO KAMHUYECKOTO MCCNEA0BaHUA JIeKapCTBEHHOro npenaparta 418 MeAnUMHCKOro
NPUMEHEHUS;

3) nNPOTOKON K/AMHWUYECKOrO WCCNeAO0BaHMA JIeKapCTBEHHOro npenapaTta  Aad  MeaMUMHCKOro
NPUMEHEHUS;

4) 6poLtopy nccneposaTens;
5) IHPOPMALMOHHBIN TUCTOK NaUMeHTa;

6) cBegeHunA 06 onbiTe pa60TbI MCCﬂeAOBaTeﬂeVI No COOTBETCTBYHOWMM cneunanbHOCTAM U UX ONbiTe
pa6OTbI no npoBegeHNo KANHNYECKNX MCCﬂe,ﬂ,OBaHVIﬁ;

7) cBegeHnAa o megnumnHCKUX opraHmsaumAax, B KOTOPbIX Npeanosiaraetca nposegeHne KanHMYeCKoro
nccnenoBaHMA NeKapCTBEHHONO nNpenapaTta Ana MmeamumnHCKOro npnmeHeHuA (I'IO}'IHOE N COKpalleHHoe



HaMMeHOBaHWA, OpraHM3aLMOHHO-NPaBoBasd GopmMa, MECTO HaxXOXAEHMA U MEeCTO OCYLLEeCTBAeHUN
neaTtenbHocTu, TenedoH, Tenedakc, aapec SNEKTPOHHON MOUTbI KaXKa0M MeAULMHCKOM opraHnsaumm);

8) cBegeHUs o npegnosaraemMbiXx CPOKax NMpoBefeHWUA KAMHUYECKOro UCC/ef0BaHUA NIeKapCTBEHHOrO
npenapara 41 MeAULMHCKOTO MPUMEHEHUS;

9) Konuio porosopa 06A3aTeNIbHOTO CTPaxoBaHWA, 3aK/JOYEHHOro B COOTBETCTBMM C TUMOBbIMU
npasunamm 06A3aTeNIbHOr0 CTPaxoBaHWA, C YyKasaHMeM npeaesibHON YUCNEHHOCTU MaLWeHTOB,
YYacCTBYIOWMX B KAMHUYECKOM WCC/Ie0BaHMM JfIeKapCTBEHHOrO mnpenapata 408 MeauLMHCKOro
NpUMeHeHus;

10) MHq)OpMaLI,MIO O COCTaBe NNIEKAPCTBEHHOTIO NpenapaTta Ana MeamunHCKOro npumeHeHuA,;

11) [OKYMEHT, cOCTaBAEHHbI NpPoOM3BOAUTENEeM NEeKapCTBEHHOro npenapaTa AnAa MeAULMHCKOro
NPUMEHEHNA U COoAep)KallMii NoKasaTenn (XapaKTepUCTUKKM), a TaKkKe CBedeHWAs O /NleKapCTBEHHOM
npenapate AnNA MeAMUMHCKOrO MNPUMEHEHUs, Npou3BeAeHHOM A4 NpPoBeAeHUA KAMHUYECKUX
nccneaoBaHum;

12) cBefeHMa o gaTte NpeAoCTaBAEHMA M PErMCTPaLMOHHOM HOMEPE JINLLEH3UW Ha MNpPOU3BOACTBO
NIeKapCTBEHHbIX CPEeACTB B C/lyyae, ec/iM NPOM3BOACTBO JIEKapCTBEHHOro npenapaTta OCyLIeCTBAAETCA B
Poccuiickoit depepaumu, MAM CBEAEHMA O AaTe NPeAoCTaB/leHMA M PerncTpaumoHHOM Homepe
3aKNIOYEHUA O COOTBETCTBMM MPOM3BOAMTENA JIEKapCTBEHHOrO rnpenapata TpebosaHMAM nNpasu
Hag/iexallle Npon3BOACTBEHHON MPAKTUKKM, NPeAOCTaB/EHHOro YNoAHOMOYEHHbIM OPraHOM CTpaHbl
NpoM3BOAMUTENA SIEKAPCTBEHHOrO npenapara.

2.1. B cnyyae HenpeAacCTaBAeHMA C 3aABIEHMEM O Bblgaye paspelleHua Ha npoBeaeHne KAMHUYECKOro
nccnenoBaHNA NeKapCcTBEHHOrO npenaparta Ans MeAUUMHCKOro NPUMEHEHNA OOKYMEHTOB (CcBeaeHuin),
NoATBEPKAAIOWMX YNAATY rOCyAapCTBEHHOM MOLWAMHBI U YKA3aHHbIX B MyHKTe 2 4acTU 2 HacToALEeWn
CTaTbM, a TaKXe BblgaBaemblx (NpeaocTaBAsemblX) YNOJHOMOYEHHbIMU deaepasbHbIMU OpraHamu
NCMNOJIHUTENbHOM BNACTU SOKYMEHTOB (CBEAEHWUI), YKa3aHHbIX B NyHKTe 12 YyacTh 2 HacToALWEN CTaTbMy,
YNONHOMOYEHHbIN deaepanbHbll OpraH UCNONHUTENIbHOM B/1IAaCTW 3anpallMBAET YKa3aHHbIe AOKYMEHTbI
(cBeaeHMn) B nopaaKe MeXBeAOMCTBEHHOro MHGOPMALIMOHHOIO B3aMMOAENCTBUS.

3. B cpoK, He npeBblllalOWMIA NATU Pabounx AHEN Co AHA NPUHATUA YKasaHHOTO B NyHKTe 1 vyactu 2
HacToALEeN CTaTbM 3aABAEHUA U HEOBXOAMMbIX AOKYMEHTOB, YNOJAHOMOYEHHbI deaepanbHbli opraH
NCMNONHWUTENbHOW BNACTU:

1) npoBOAUT NPOBEPKY MNOJIHOTbI U OOCTOBEPHOCTU CBep,eHMﬁ, cogepawmnxca B npeacrtaBieHHbIX
3aABuTenem AOKYMEHTAX;

2) NpUHUMaeT pelleHWe O NPOBEAEHWUU SKCNEepTU3bl AOKYMEHTOB AJ/151 MOJIyYEHMA paspelleHnn Ha
npoBeAeHMe  KAMHUYECKOrO WCCAefOBaHMA  JIEKAapCTBEHHOrO npenapata  Aaa  MeAMLMHCKOro
NPUMEHEHMA N 3TUYECKOW 3KCNepTU3bl AN 06 OTKase B NPOBEAEHMM YKa3aHHbIX IKCNEepPTU3;

3) yBegoMAAET B SINEKTPOHHON popme MAM Ha BYyMarKHOM HocuTene 3afBUTENA O NMPUHATOM peLIeHUM
n1bo B cyyae NPUHATUA pelleHnn 06 OTKase TaKKe C yKasaHMeM NPUYMH TaKoro 0TKasa;

4) noAroTaB/IMBAET U HAMPABAAET B SKCNEPTHOE y4ypexgeHne n CoBeT No 3TUKe 3agaHne Ha nposeaeHune
COOTBETCTBYHOLLUNX IKCNEPTUS.

4. B cny4yae BbIABNEHWA HEMOAHOTbI M (MAKM) HEAOCTOBEPHOCTM WHPOpMauLuUK, copeprKalleinca B
npeacTaBNeHHbIX 3aaBUTENIeM AOKYMEHTaX, YNOAHOMOYEHHbIM deaepanbHblii opraH UCMOAHUTENbHOM
BJ1ACTW HanpaBeadeT 3aABUTENIO 3aNpocC 06 yTOYHEeHMM yKasaHHON nHGopMaumn. JaHHbIA 3aNpoc MOKET
6bITb NepeaaH YNoAHOMOYEHHOMY MPEeACTaBMTENO 3aABUTENA NIMYHO MOA PachuMCKy, HanpasieH no



noyTe 3aKasHbIM MUCbMOM UM NepeaaH B 3/IEKTPOHHOM Gopme No TeNIeKOMMYHMKALMOHHbIM KaHanam
cBA3n. B cnyyae HanpaBneHMA AaHHOrO 3anpoca MO No4yTe 3aKasHbiM MUCbMOM OH CUYMTaeTCs
NoJIy4eHHbIM MO UCTEYEHUW LLIECTU AHEel C AaTbl HanpaBJeHUs 3aKa3HOro NUcbma. 3asaBuTenb 06A3aH
npeacTaBuTb OTBET Ha 3anpoc ynosIHOMoOYeHHoro ¢efepasibHOro opraHa WCNOJIHUTENbHOM BAAcTU B
CPOK, He NpeBbIWaoWMn AeBAHOCTa paboynx AHen co aHA ero nonyyeHua. Cpok, yKasaHHbIM B Yacth 3
HACcTOALLEN CTaTbW, NPUOCTAHAB/MBAETCA CO AHA Hanpas/eHUA 3aaBUTE/IO 3anpoca YNnoJIHOMOYEHHOIo
denepanbHOro opraHa UCNOAHUTENBHOW BAACTU A0 AHA NOJIYYEHMA MM COOTBETCTBYHIOLLEro OTBETA U He
YYUTbIBAETCA MPU  WUCYUCIEHUM CPOKA MNPUHATUA  YNOJHOMOYEHHbIM deaepanbHbiIM  OpPraHoOm
WCMOJIHUTE/IbHOM B/IAaCTU  pPELIeHUs O MPOBEAEHUM IKCMEepTU3bl [AOKYMEHTOB A/s MNOJy4YeHUs
paspelleHMa Ha npoBeAeHMEe KAMHUYECKOrOo WCCNedoBaHMA /IeKApPCTBEHHOrO npenapaTta  Ans
MeAULMHCKOTO NPUMEHEHMUA.

5. OcHoBaHWeM ANA OTKasa B NPoBeAeHWN 3KCNEepTU3bl JOKYMEHTOB ANA NOAYYeHUs paspelleHna Ha
nposeAeHMe KAMHUYECKOrO WCCNeoBaHMA JIeKapCTBEHHOro npenapata  Ans  MeAuUMHCKOro
NPUMEHEHUA W 3TUYECKOW 3SKCNepTU3bl ABASETCA NpPeAcTaBfieHue [AOKYMEHTOB, NpeayCMOTPEeHHbIX
YacTblo 2 HacTosAllel CTaTbW, B HEMONHOM obbeme, HenpeacTaB/leHWe 3aaBUTeNeM B YCTaHOB/EHHbI
CPOK OTBeTa Ha YKasaHHblA B YacTW 4 HacToAllel CTaTbM 3anpoc YNoJAHOMOYEHHOro ¢eaepanbHOro
opraHa UCNONHUTENbHOM BAAacTM NMBO OTCYTCTBME B MpeAcTaB/leHHbIX AOKYMEHTaxX McUYepnblBatoLLero
nepeyHs HeobxoaMmol UHbopMauun uan nHGopmaLmm, KoTopaa Ao/KHA BbiTb OTPa)keHa B HUX, a
TaKKe OTCcyTCTBMEe MHbOopMauuKn, noAaTBep)kAatollelt ¢akT ynaaTbl rocyaapcTBEHHOW MOLWAMHbI 33
npoBeAeHMe 3TUYECKON 3KCMEePTM3bl, 3KCNEpPTU3bl AOKYMEHTOB Ha J/IeKapCTBEHHbIM npenapaTt ans
MoAyYeHUA paspeLleHns Ha NpoBedeHMe KIMHUYECKOro UcCaeA0BaHMA NeKapCTBEHHOro npenapaTa A4s
MeAMLMHCKOrO MPUMEHEHMA, 33 BblAady paspelleHns Ha NpPoBeAeHWe KAMHWYECKOro UCCAeAoBaHuA
NleKapcTBEHHOrO npenapara 414 MeAULMHCKOro NPUMEHEHWA, 3a NPOoBeAeHMEe SKCNEPTM3bl JOKYMEHTOB
Ha NeKapCTBEHHbIW Mpenapat AAA MoAyY4eHUA paspelleHua Ha MpoBeAeHMEe MeXKAyHapoaHOro
MHOTOLEHTPOBOIO K/AIMHUYECKOro WCCAeA0BaHWUA NEKapCTBEHHOrO npenapata A1 MeAMUMHCKOro
NPMMEHEHWA, 33 BblAavyy pa3pellieHna Ha MpPoBeAeHME MEeXAYHapoAHOr0 MHOIOLEHTPOBOrO
KJAMHMYECKOro WCCeAoBaHMA /IeKapcTBEHHOro npenapaTta Ans MeAUUMHCKOTO MpPUMEHEHUA, 3a
npoBeAeHMe 3TUYECKON 3SKCMEepTM3bl, 3KCNEpPTU3bl AOKYMEHTOB Ha JIeKapCTBEHHbIM npenapaTt ans
MoNyYeHUA paspelleHrss Ha npoBefeHue MOCTPErucTPaLMoOHHOMO K/AMHWYECKOro UcciefoBaHuMs
NleKapcTBeHHOro npenapaTa AnA MeAULUMHCKOro NpMMeEHeHUs, 3a Bblgady paspelleHna Ha nposeaeHme
NOCTPErUCTPaLMOHHOrO KAMHMYECKOTO UCCNea0BaHNA IeKapCTBEHHOro npenapaTta Ans meauLuMHCKOro
npUMeHeHua.

6. NpoBeaeHne sKcNepTM3bl AOKYMEHTOB A/1A NOMYYEeHUA paspelleHna Ha NposBefeHne KANMHUYECKoro
nccnefoBaHUA SIeKapCTBEHHOMO Npenapata 418 MeAULUHCKOrO NPUMEHEHMUA U 3TUYECKON 3KCNepTUsbl,
COCTaB/IEHWE KOMWMCCMEN 3IKCNEPTOB W COBETOM MO STUKE 3aK/OYEHUM O BO3MOMKHOCTU UK
HEBO3MOXHOCTM NPOBEAEHUA TAKOTO KNAMHUYECKOTOo UCCAe0BaHUA N HaNpaB/ieHUE STUX 3aK/I0YEHUI B
YNOJHOMOYEHHbIN  peaepancHblA OpraH WCNOAHUTENBHOW BAACTU  OCYLLECTBAAKOTCA B CPOK, He
NpeBbILAOWMIA TPUALATU paboumx AHel €O AHA NOJIYyYEeHUS SKCMEPTHbIM yYpekAeHUEM 3afaHus
YNO/IHOMOYEHHOrO deepanbHOr0 OpraHa WMCMNOHUTE/IbHON BAACTU C NPUIOXKEHWEM [OKYMEHTOB,
YKasaHHbIX B nyHKTax 3, 4, 10 u 11 yactm 2 HacToAwWwen CTaTbW, M COBETOM MO 3TUKEe 3aAaHuA
YNO/IHOMOYEHHOIO deaepanbHOr0 OpraHa WCMOHUTE/IbHON BAACTU C NPUIOXKEHUEM [OKYMEHTOB,
YKa3aHHbIX B NyHKTax 3 - 6, 8 1 9 4acTh 2 HacToALLEN CTaTby.

7. B cpoK, He npeBbilWaloLWmii NATU paboymx gHen co AHA NOAYYEHUN 3aKNOYEHMIA, YKa3aHHbIX B 4acTh 6
HacTosLWEeN CTaTby, YNOJHOMOYEHHbIN desepanbHbli OpraH UCNONHUTEIbHOW BAAaCTu:

1) OCyLWeCTB/IAET OUEHKY MOCTYNUBLLNX 3aKNt0YeHUM ana onpegeneHna nx cCooTBeTCcrBvA 3a4aHNUAM Ha
nposeaeHMe COOTBETCTBYHOLWMNX SKCNEPTUS;

2) NpUMHUMMaeT pelleHWe O Bblgaye paspeleHus Ha npoBedeHUEe KAMHWYECKOro MUCCneaoBaHuA
NleKapcTBEHHOro npenapaTta An1a MegUUMHCKOro NMPUMMEHEHUA MAM 06 OTKase B Bblgaye yKasaHHOro
paspelleHms;



3) BbladeT pa3pelleHne Ha nposeageHne KIMHNYECKOro nccnegosaHmnA NeKapCTtBeHHOro npenaparta anAa
MeanLUMHCKOIro npumeHeHna nnan pelieHue 06 oTKase B BblAa4e YKa3aHHOIo pa3peweHnAa C ykasdaHnem
NPUYNH OTKa3a.

8. OcHoBaHMeM A/ OTKasa B Bblgaye paspelleHua Ha MNpoBeAeHME K/AMHUYECKOro MCCiefoBaHusA
JIeKapCTBEHHOrO Mnpenaparta A48 MEeAULUMHCKOrO MNPUMEHEHUA ABNAETCA HaauumMe 3aKkJoyeHus
KOMWCCMM SKCMEPTOB UM 3aKNHOUEHUA COBETa NO 3TUKE O HEBO3MOMHOCTU NPOBEAEHNA KIMHUYECKOTO
uccnefoBaHWA IEKAPCTBEHHOrO npenapata A8 MeAMUMHCKOro MpUMEHeHMA No  pesy/bratam
NpoBeAeHHbIX 3KCNEPTU3, NPeayCMOTPEHHbIX YacTbio 6 HAacToALLLEN cTaTbu.

9. PeweHne o6 oTKasze B nposeaeHNMN 3KCNEPTU3bl OOKYMEHTOB A4 NONYyYEHUA pa3peleHnA Ha
nposeaeHne  KJAMHUYECKOro uUccnenoBaHMA  NEKApPCTBEHHOro npenaparta  4a4 MeguunHCKoro
NPpUMeEHEHNA U 3TUYECKOoM 3KCNepTn3bl U B Bblga4e pas3peleHnA Ha nposegeHune KAMHUYeCKoro
nccnengoBaHMA 1EKAapPCTBEHHONO nNpenaparta Ana MmegunumMHCKOro npuMeHeHNA MOXKET 6bITb 063KanoBaHO
B nopAgke, yCTaHOBZIEHHOM 3aKOHOAaTE/IbCTBOM Poccuinckol dJe,u,epau,MM.

Cratba 39.1. OTnyeckas akcnepTmnsa

1. DTMuyecKan 3KcnepTM3a NPOBOAMUTCA COBETOM MO 3TUKE, CO34aHHbIM B MOPAAKE, YCTaHOBNEHHOM
YNOJIHOMOYEHHbIM deaepasnbHbIM OPraHOM UCNONHUTENIbHOW BNACTU, B LENAX BblAaun 3aK/I04eHus 06
3TUYECKOWM 06OCHOBAHHOCTM BO3MOXKHOCTU NMPOBEAEHNN KAMHUYECKOTO UCCIe0BaHMA IEKAapPCTBEHHOTO
npenapara 41 MeAULMHCKOrO MPMMEHEHMS.

2. JKcnepTamuM COBETa MO 3TUKE MOryT ObiTb NpPeAcTaBUTENN MEAMUMHCKMX OpraHM3auui, HayYHbIX
opraHmMsauuii, ob6pas3oBaTe/ibHbIX OPraHM3auuii Bbicwero o6pa3oBaHUA, a TaKXKe MNpeacTaBUTeNn
06LLEeCTBEHHbIX OpraHu3aLuii, PesIMrMo3HbIX OpraHM3aLmMii U cpeacTB MaccoBo MHopMaummn. JaHHble
3KCMepTbl He AO/IKHbI HaxoAMUTbCS B KaKOW-MBO 3aBUMCMMOCTM OT pPa3paboTUMKOB JIeKapCTBEHHbIX
npenapaToB W APYruX JINL, 3aMHTEPECOBAHHbIX B pe3ybTaTax STUYECKOM 3KCNEePTU3bI.

3. Onnata ycnyr 3KCnepToB COBETA NO 3TMKE OCYLLECTB/AETCA Ha OCHOBaHWKM LOroBopa, 3aKAHUYEHHOro
MeXKay YNoJHOMOYEHHbIM PpesepanbHbIM OPraHOM UCMOTHUTENIbHOM BAACTU, KOTOPbIM CO34aH COBET Mo
3TUKE, M 3KCMepTOM COBeTa NO 3TMKe, 33 CYEeT OHOMKETHbIX aCCUrHOBAHMM, MNPEeAyCMOTPEHHbIX
ynoAHOMOYEHHOMY deaepanbHOMY OpraHy UCMONHUTENIbHOW BAACTU, KOTOPbIM CO34aH COBET MO 3TUKE,
B pepepanbHom 6logsKeTe Ha COOTBETCTBYIOWMI rog Ha obecneyeHne ero AeaTeIbHOCTM, B pasmepax,
yCTaHOB/IeHHbIX MpaBuTenbcTBoM Poccuiickoin ®eaepaumn.

4. DKCnepTbl COBETA MO 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATeIbCTBOM Poccuninckol
depepaunn.

5. CocTaB coBeTa MO 3TUKe, MoJIoXeHne 06 3TOM coBeTe, MOPAAOK ero AeATeNbHOCTH, TpeboBaHuA K
KBaNMOUKALMM M ONbITY PaboTbl MO SKCMEPTHOWN OLLEHKE Hay4HbIX, MEAULIMHCKUX N STUYECKMX acrneKToB
KAVHUYECKMX UCCNeAOBaHWA  NEeKapCTBEHHbIX MPenapaTtoB A1A MEAULUMHCKOTO  MPUMEHEHWA,
npeabaBAsemMble K 3KCrnepram cOoBeTa MO 3TUKe, MOPAAOK OpraHM3aumMmM M npoBeAeHUA 3TUYECKOW
3KCnepTM3bl, GOpMa 3aKNOHEHUA COBETA MO STUKE YCTaHaB/MBAKOTCA YNOJHOMOYEHHbIM deaepanbHbim
OpPraHOM WCMONHWUTENIbHOW BAAcTU. YMCNo npeacTaButeneil MeauUMHCKMX OpraHuMsauuin He MoKeT
NpeBbIWaTb MOA0BUHY OT O6LLLEro YMcaa IKCNEPTOB COBETA MO 3TUKE.

6. MHPopmaLMs 0 cocTaBe COBETA MO ITUKE, NAaHax ero paboTbl U TEKyLLEN AeATeNIbHOCTU pa3meLlaeTcs
Ha oduUMaNbHOM CaiiTe YNoJHOMOYEHHOro deaepanbHOro OpraHa MCMOIHUTE/NbHOW BAacTU B CETU
"MHTepHeT" B yCTAHOBAEHHOM MM MOPAAKe.

CraTtba 40. NpoBeaeHne KAMHMYECKOro NCCNef0BaHMA IeKAapCTBEHHOro nNpenaparta gna MmeguumnMHCKOro
npumeHeHunA



1. PykoBoauTeNb MeAULIMHCKOW oOpraHM3aumu, KoTopasa MpOBOAUT KAWHWYECKOoe ucciaedoBaHue
NIeKapCTBEHHOrO npenapata A48 MeAMLMHCKOrO MNPUMMEHEHMs, Ha3HayaeT uccieaoBaTens,
OTBETCTBEHHOrO 3a MpPOBeAeHWe TaKoro WUCCAefoBaHUA W MMEIoWero JsieyebHyo cneumnanbHoOCTb,
COOTBETCTBYIOLLYIO MPOBOAMMOMY KAUHUYECKOMY MWCCNeA0BaHMIO JIEKAapCTBEHHOro npenaparta, Cco
CTaXXem pa6OTbI no nporpammam KJANHUN4YeCKunx MCCﬂeAOBaHMVI NeKapCTBeHHbIX NpenapaTtoB HeE meHee
yem TpM roga W MO ero npeasoXKEeHWI Ha3HavaeT couccsefoBaTesiel U3 4Yuc/ia Bpadenl 3Tomn
MeANLMHCKOM OpraHmn3aLuu.

2. UccnepoBaTenb ocylecTBadeT BblboOp MauMeHTOB, KOTOPbie NO MEAULMHCKMM MOKa3aHUAM MOryT
ObITb MPUB/AEYEHbI K YY4aCTUIO B KAMHWYECKOM WCCAeAO0BaHUM JIeKapCTBEHHOro npenaparta Aaas
MeAULMHCKOTO NPUMEHEHMUA.

3. WcchepoBatenb n conccnenoBaTeny O0/KHbI 6bITb 03HAaKOMEHbI C pe3ynbtatamn AOKINHUYECKOTIO
nccnengoBaHMA NEKapCTBEHHOIoO Cpeactea, codepawmmuca B 6pouuope ncecnengosBartenad, NpPoexkTom
NMPOTOKO/1a KTIMHUYECKOIO nccieaoBaHnA NeKapCTBEHHOIO npenaparta 414 megunumHCKOro npuMmeHeHusa,
pa3pa6OTaHHbIM pa3pa60T‘-IMKOM NEKapPCTBEHHOrNo npenaparta WAn WHbIM HOPUONYECKUM JIMLUOM,
npuBaEKaeMbIM K OpraHM3aunmn nposegeHnA KIMHN4YeCKOro nccneaoBaHmA NeKapCTBEHHONO npenaparta
ana megnumnHCKOro NnpuMeHeHuAa, n 4pyruMmm matepmnasiamm Takoro nccnegosaHumA.

3.1. PykoBoauTENb MEAMLMHCKOM OpraHmn3aumm B CPOK, He NpeBbIWatowmii Tpex pabounx AHel co AHS
Hayasa NpoBeAeHUA KAMHWYECKOro MCCNeAoBaHUA NEeKapCTBEHHOro npenapaTta Anf MeguuMHCKOro
npMMeHeHus, coobliaeT 06 3Tom B YNOJIHOMOYEHHbIM deaepanbHblit OpraH UCNOJIHATENbHOM BAACTH,
Bbl4aBLUNI pa3peLleHne Ha NpoBeaeHMe TaKoro nccaenoBaHma, No yCTaHOBAEHHOW UM dopme.

4. OpraHvsaumu, OCYLLECTBAAIOWME OpraHU3auuio NpoBeAeHUa  KJAMHUYECKOro  MCCnefoBaHuUsA
JleKapCTBEHHOro npenapata gna MeauUMHCKOro MNpUMEHeHUA U YKas3aHHble B 4YacTu 3 ctatbum 38
HacToAwero deaepanbHOro 3akoHa, B CAy4yae HEOHXOOMMOCTU BHECEHMA W3MEHEHWU B MPOTOKO
K/IMHNYECKOTO MCCNea0BaHNA IeKapCTBEHHOIO NpenapaTa 419 MeAUUMHCKOTo NpuMeHeHna coobLyatoT
06 3TOM B YNOJIHOMOYEHHbIV deaepanbHblit OpraH UCNOJIHUTENbHOM BNACTU, BblAABLLUMIN pa3pelleHune
Ha NpoBeAeHME TaKOro UCCNeA0BaHUSA, NO YCTAHOBAEHHON UM dopme.

4.1. d)opN\a COO6LU,eHVIFI O BHECEeHUU W3MEHEHUN B NPOTOKO/N K/AUHUYECKOro wuccnenoBaHuA
NNeKapCTBEHHOrNo npenapara Ana MeauunHCKoro npumeHeHumAa AOOoJIXKHaA CcoAepXXaTb cnegywouwme
cBegeHunA:

1) HanmeHoBaHUe, VI,CI,eHTVId)VIKaLI,VIOHHbIﬁ HOMEpP U AaTa NPOTOKO/1a KIMHNYECKOIro nccnengoBaHuA,

2) AaTa BHECEHUA N3MEHEHMUN B NPOTOKO/1 KIMHNYECKOro nccnenoBsaHua;

3) HaMMeHOBaHWE M MECTO HaxX0oXKAeHUA 3aABUTENS;

4) HaMmeHOBaHME oOpraHuM3auuu, npuBAeYEHHON pPa3paboTUMKOM /NeKapCTBEHHOroO npenapaTta K
OpraHM3aumm NpoBeaeHNA KIMHUYECKOTo nccneaoBaHua (Npy Haamumm);

5) HanmeHOoBaHNA WU MeCTa HaXxoxXgeHna mMeanunHCKUX Opl'aHI/I3aLI,I/Il‘/JI, B KOTOpPbLIX MNpoBOAUTCA
KIMHN4YEeCKoe nccnenoBsaHume;

6) [fgaTa BblgauM paspelleHus Ha MNpoBeAeHMEe KAMHWMYECKOro MWCCiedoBaHUs M HOMep 3TOro
paspelleHms;

7) n3meHeHunAa, BHOCMMble B MPOTOKO/T KAIMHNYECKOIo UccnegoBaHuA.



5. B CpOK, He npeBbllalowmii TpuALaTM pabounx OHEW Co AHA NOJy4YeHWUs YKasaHHOro B 4yactn 4
HacToAlWeNn cTaTbM CcOoObLWEeHUs, YyNONHOMOYEHHbIN deaepanbHbli OpraH WMCNOAHUTENbHOM BAACTU
paccmaTpuBaeT 3TO COObLEHNE B YCTAHOBJEHHOM MM MOPAAKE M NPUHUMAET pelleHWe O BHeCeHWUM
M3MEHEHMI B MPOTOKOJ1 KAMHUYECKOTO UCCNeA0BaHMA IeKapCTBEHHOMO NpenapaTa a8 MeguLMHCKOTo
npumeHeHma mam 06 OTKase BO BHECEHMWU TaKUX M3MeHeHui. Mpu paccmoTpeHnn coobuieHus o
HEOOXOAMMOCTU BHECEHUA W3MEHEHWI B MPOTOKOA KAMHWYECKOro WCCAeLOBAHWA JIEKapCTBEHHOMO
npenapata Ana MeAMUMHCKOTO MNPUMEHEHUA B LENAX OUEHKM ODOOCHOBAHHOCTM npepnaraembix
M3MEHEHUI U onpefeneHna CTENEHU PUCKA ANA NaLMEHTOB, NPUHUMAIOLNX YYacTUEe B KIMHUYECKUX
NCCNefoBaHUAX, YMNOJHOMOYEHHbIM denepasbHbIM OPraHOM  WCMOJHWUTENbHOM BAACTU  MOFYT
NPWB/IEKATbCA SKCNEPTbI COBETA MO 3TUKE.

6. KnMHUYeckoe uccnenoBaHWe NeKapcTBEHHOro npenapata Ans MeAUUMHCKOro NPUMEHEHUA MOKeT
6bITb MPMOCTAHOBAEHO WM MPEKpalleHo, ecin B Npolecce ero nposeaeHMA obHapyXeHa onacHoOCTb
ONA XU3HKW, 300pOBbA MNaUMeHTOB. B cnyyae BO3HMKHOBEHUA OMACHOCTU AONA XU3HW, 300POBbA
nauMeHTa, YYyacTBYIOWEr0 B K/AMHWYECKOM WCCNedoBaHWKM  NleKapCTBEHHOro npenapaTta Ana
MeANLUNHCKOTO NpUMeHeHMA, uccnegosatenn obasaHbl npouvHbopMUpoBaTb 06 3TOM pyKoBoauTens
MeANUMHCKON OpraHMsauuuM U opraHM3auMio, MNOJYYMBLUYIO paspelieHre  YnoJIHOMOYEHHOro
denepanbHOro opraHa WCNOAHUTENbHOW BAAacTM Ha OpPraHM3aumio MPOBeAeHUs  KAUHUYECKOro
uccnenoBaHWA  NIeKapCcTBEHHOro  npenapaTa. PeweHne 0  NPUOCTaHOBAEHUU  KAMHUYECKOTO
nccnenoBaHWA  NIeKapCTBEHHOro  npenapata A48  MeAMUMHCKOro  NPUMEHEHUA  MPUHUMAoT
pyKoBOAWUTENb MEAMUMHCKOW OpraHusauuum W (MAn) opraHusauus, MONAy4YMBLIAA paspelleHue
YNOJIHOMOYEHHOTO QeaepanbHOro opraHa WMCMO/IHUTENbHOM BAACTM Ha OPraHM3auMio npoBeseHun
KAMHUYECKOTO UCCNe0BaHMA IeKapCTBEHHOMO NpenapaTa Ans MeAULMHCKOTO NPUMEHEHMUA, PeLleHne O
NPeKpaeHNM TaKoro WUCCAeLOBaHUA  MPUHUMAET  YNOJHOMOYEHHbIM  deaepanbHbld  OpraH
WCMOJIHUTE/IbHOM B/IaCTU HA OCHOBaHMM coobuweHMAa B MNUCbMeHHOM ¢opme pyKoBoaMTENs
MEAULMHCKOM OpraHusaumMm WAM  OpraHu3aums, noayumBllas paspelleHne YNoJHOMOYEHHOro
depepanbHOro opraHa WCMNOJHUTENbHOW BAAacTM Ha OPraHM3aumio MPOBEAEHUSA  KAUHUYECKOro
nccnefoBaHUA NeKapCTBEHHOro nNpenapaTa Aas MeAULMHCKOro NPUMeEHEH s,

7. B cpoK, He npeBblwaloWwuii NATM pabounx AHEN cO AHA 3aBepLUeHUA, MPUOCTAHOBAEHUA UM
NPEeKPaWEHNA  KAMHUYECKOTO UCCNef0BaHUA  NIEKAPCTBEHHOINO nNpenapata  gas  MeavuMHCKOro
npumeHeHun, coobleHre 06 3TOM HaNpPaBASETCs OPraHM3aUMAMM, YKA3aHHbIMKM B YacTu 3 cTaTbu 38
HacTosAwero PeaepanbHOro 3aKoHa, B YNOJIHOMOYEHHbIM defepasnbHbli OpraH MCNOHUTENbHOW BAACTK
Nno yCTaHOB/IEHHOMN UM popme.

8. (Dopma COO6LLI,eHMFI O 3aBepuweHunn, npuoCTtaHOBAEHUUN WUAN NpPeKpaWweHUn KAUHWNYeCKoro
nccnengoBaHMA NeKapPCTBEHHONO Npenaparta 4na meanumMHCKOro npuMmeHeHnAa oNXKHa coaepKaTtb:

1) uHPopmaumio O MEeAULMHCKON opraHusauMmM WA MeAMLMHCKUX OpraHM3aumax, NpPoBOAMBLLUX
AaHHOe uccnefoBaHue;

2) onucaHne AaHHOro NUcCea0BaHUsA;

3) paHHble uccnepoBatens (bamuanma, MMA, OTYECTBO, MeCTo pPaboTbl, 3aHMMaemas AONKHOCTb,
CNeuManbHocTb, cTaxk paboTbl MO NPOrpammam  KAMHUYECKUX UCCAeA0BaHWUIA  NeKapCTBEHHbIX
npenapaTtoB, NepeyeHb KAMHUYECKMX WCCAeLOBaHWIA NIeKapCTBEHHbIX MpPenapaToB, B KOTOPbLIX OH
NPUMHMMaN yyacTve (Nepuoabl y4acTuaA) B KaUecTBe UCCIeA0BaTeNA MW couccieaoBaTens);

4) pesynbTaT AaHHOrMO MccnedoBaHMA (3aBeplueHMe, NPUOCTAHOB/IEHUE UMW MpeKpalleHMe AaHHOro
nccneaoBaHNA C yKazaHMEM UX NPUUMH U BAUAHUA HA OLLEHKY ero pesybTaTos, 06LLyI0 OLEHKY pUCKa K
OXMAaemMon MoNb3bl OT MPUMEHEHMA WUCCAeyeMOro /IeKapCTBEHHOro mnpenapaTta, a TaKe
npeanonaraemble AajbHellne aAencremsa).



8.1. Mpwu BbIABAEHMM desepasibHbIM OPraHOM UCMOJIHUTENBHOM BAACTU, OCYLLECTBAAOLWMM GYHKLUN NO
KOHTPOMIO M Hag3opy B chepe 34paBOOXPAHEHUS, HaAPYLUEHUM NpaBuMA HagAerKalwen KAMHUYECKOM
NPaKTUKU NpU NPOBEAEHUN KIMHUYECKOTO MUCCeA0BaHUA IEKAPCTBEHHOrO MpenapaTa, BAWUAIOLWMX Ha
NOJSIHOTY M (MNM) AOCTOBEPHOCTb AAHHOTO KAMHUYECKOro MCC/efA0BaHUA, YKasaHHbIM ¢eaepanbHbIi
OpraH UCNOJHUTENbHOWM BAACTM NPUOCTAHABIMBAET NPOBEAEHMNE AAHHOIO KANHUYECKOrO NUCCNea0BaHNA
N BbIHOCUMT MEAMUMHCKOM OpraHM3auumn, B KOTOPOM NPOBOAMTCA AaHHOE KAMHUYECKOE MCCnenoBaHue,
npegnucaHne o6 yCTPaHEHWM BbIABAEHHbIX HapyweHuin. [pu  HeycTpaHeHUU MeLULUMHCKOM
OpraHusaumen BbIABNEHHbIX HaPYLWEHUA B YCTAHOBAEHHbIN B MPEANMCAHUMM CPOK YKa3aHHbIN
depepanbHbIit OpraH UCNOJHUTENbHON BAACTM MPUHUMAET pelleHMe O MpeKpalleHMM npoBefeHus
KNMHUYECKOTO WCCNeA0BaHMA J/IeKapCTBEHHOIO MpenapaTa W HanpasnseT B ¢defepanbHblit opraH
WCMONHUTENbHOM BNACTW, OCYLLECTBAAOWMIA GYHKLMM MO BbIPpabOTKE U peanmsaumnmn rocyaapcTBeHHoOM
NOSIMTUKM W HOPMATMBHO-MPABOBOMY PEryanMpoBaHWt0 B chepe 34paBOOXPAHEHMUA, 3aKNOYEHME O
BbIABIEHUWN NPU NPOBEAEHUN JAHHOTO KNMHUYECKOTO UCCNEA0BAHMNA HAPYLWEHMIA NPaBUA HaA/exKallei
KIMHUYECKOWN MPAKTUKK A8 NPUHATUA pelleHna 06 OTMeHe paspelleHma Ha OpraHusaLuio NposeaeHnn
OAHHOTO KAMHWYECKOro UCCAefoBaHMA € AaTbl MPUHATUA PELUEHMA O MPUOCTAHOBAEHUU NPOBEAEHMUA
KIMHUYECKOTO UCCef0BaHNA IEKAPCTBEHHOrO Npenapara.

9. YNoNHOMOYEHHbIW pesepanbHblit OpraH MCMONHUTENbHON BAACTU ONYyHMKOBbIBAET M pasMelLaeT Ha
csoem oduuManbHOM cavite B ceTn "UHTepHeT" cooblueHMe O 3aBepllieHUM, NPUOCTAHOBAEHUMU UK
NPEeKPaWEHNN  KAMHUYECKOTO WUCCNeAOBaHMA /IEKAPCTBEHHOrO npenapata Aas  MeaMUMHCKOro
NPUMEHEHMA B CPOK, He MPEBbIWAOWMIA NATU Paboymx gHeN co AHA ero nojy4yeHus, B YCTAaHOBAEHHOM
UM nopAgKe.

10. YnonHomoueHHbI peaepanbHbliA OpraH UCNOJIHUTENbHOM BAACTU OCYLLECTBAAET BeAeHue peectpa
nuccnegosartesieid, MNPOBOAALLMX MAWM MNPOBOAMBLUMX KAMHUYECKME WCCNeA0BaHUA /IeKapCTBEHHbIX
npenapatos AAA MeAUUMHCKOro MPUMEHEHUA, B COOTBETCTBUM C YTBEPXKAEHHbIMWU MM MNpasuaamu m
pasmellaeT ero Ha cesoem oduuManbHOM cainTe B ceTn "MHTepHeT" B YCTAaHOBAEHHOM MM MoOpsAAKe.
YKa3aHHbIN peectp coaepKUT MHGoOpMaLnio, NPeayCcCMOTPEHHYIO MYHKTOM 3 4acTu 8 HacToALEN CTaTbM.

11. OTyeT 0 pe3y/abTaTax KJAMHUYECKOro UCCeA0BaHMA NeKapCTBEHHOro npenapaTa 418 MeauuuHCKOro
NPMMEHEHMA COCTaBAAETCA OpraHM3auUMent, yKasaHHoW B YacTu 3 cTaTbu 38 HacToswero degepanbHoOro
3aKOHa, Ha OCHOBAHMM 3aK/JOYEHUIN MEANUMHCKMX OpraHM3aumii, NPOBOAMBLLMX 3TO MUCCNeA0BaHUE, U
npeacTaBAsfeTca B YNOAHOMOYEHHbI deaepanbHbli OpraH WCNOAHUTENbHOM BAAcTW, BblAABLIMIA
paspelleHMe Ha NPoBeAEeHMEe 3TOr0 UCCeA0BaHMA, B CPOK, HE MPEBbILLAIOLWNI TPEX MECALEB CO AHA ero
3aBepLlleHUs, NPUOCTAHOB/EHNA MAN NPEKPALLEHUA, B NOPAAKE, YCTAHOBAEHHOM YMNOAHOMOYEHHbIM
denepanbHbIM OPraHOM UCMOJTHUTE/IbHOM BAACTH.

12. HapyweHue npaBuA HagfexKawel KAMHUYECKON MpakTUKKM, danbcudukauma pesynbtaTos
KAMHWMYECKOro UCCAe0BaHMNA IeKapcTBEHHOMO npenapaTta 418 MeAnUMHCKOTO NPUMEHEHUS BAEKYT 3a
coboli OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATeNbCTBOM Poccuiickoit Peaepaumm.

13. Mpu npoBegeHUN KAMHUYECKOTO UCCNefoBaHWUA JIEKAapPCTBEHHOro npenapaTta Ana MeguLMHCKOro
NPUMeHeHna OoMNycKaeTca 3abop y NauneHToB BUONOrMYecKMx maTepuanos (06pasubl GUONOrMYECKUX
UAKOCTEN, TKaHEel, CEKPeTOB WM MNPOAYKTOB KU3HEAEeATe/IbHOCTU 4esloBeKa, (U3MONOrMYecKux u
NaTO/NIOTMYECKUX BblAE/NIEHUI, Ma3KOB, COCKOBOB, CMbIBOB, MUKPOOPraHM3mMoB, 6MONCUIMHLIA MaTepuan)
ONA NX usydeHusn B Poccuinickon depepauunn n (nnm) 3a npegenamm Poccuninickon epepaumu.

14. MopagoKk BBo3a B Poccuitckyto Pepepaunto n BbiBO3a 3a npegenbl Poccuitckoint Pepepaumm
6MOIOrMYECKMX  MATEPUanoB, MNOJIYYEHHbIX MNpPU  NPOBEAEHUN  KIMHWYECKOro  ucciefoBaHuA
NIeKapCTBEHHOrO npenapata A48 MeAMUMHCKOro NPUMMEHEHMA, YycTaHasauBaeTcs [1paBUTENbCTBOM
Poccuiickoin Peagepaunn.

Cratba 41. JorosBop o nNpoBeAeHMU KAMHUYECKOro UCCNef0BaHMA NeKAapCTBEHHOro npenapata ana
MeanunHCKOro npumeHeHunAa



1. KAnHWuyeckoe wuccnegoBaHWe JIeKapCTBEHHOro npenapata And  MeAULMHCKOTO  NpUMeHeHMs
NpPoBOAMTCA B COOTBETCTBUN C AOrOBOPOM O NPOBEAEHUMN KANHUYECKOro NCCNeA0BaHNA NeKapCTBEHHOMO
npenapata Ans MeAMLMHCKOrO MPUMEHEHUSA, 3aK/I0UYaeMbiM MeXKAYy OpraHusaunen, noayymslueit
pa3pelleHMe ynoaHOMOYEHHOro deaepanbHOro opraHa WCMNOJMIHUTENbHOW BAacTM Ha OpPraHU3auuio
npoBefleHMA TaKoro McCCAeAoBaHUA, U MeAULMHCKOW opraHusalmen, ocylecTBAALLEed NpoBeaeHue
TaKoro uccieoBaHus.

2. [loroBop 0 nNpoOBeAEHUU KAMHUYECKOTO MWCCNeaoBaHMA NIeKapCTBEHHOro npenapata  Ans
MeAULIMHCKOro MPUMEHEHUA [OMKEH COAepKaTb:

1) ycnosua n CPokn nposegeHnAa AaHHOIo nccneanoBaHuA;

2) onpeaeneHue O6LI.I,EI7I CTOMMOCTM nporpaMmmbl OaHHOIo MccnegoBaHMA C yKa3aHMem CymMmmbl,
npep,HasHaqarou.l,eﬁCH AnAa BblnNaaT UccnenoBaTtenam, ConccneaoBateniam,

3) onpepeneHne ¢dopmbl NpeaCcTaBAEHUA PE3YbTaTOB AAHHOIO MCCAeAOBaHMA B YNOJAHOMOYEHHbIN
denepanbHbIii OpraH UCNONHUTEIbHOM BNACTH.

CraTtba 42. dMHaHCOBOe obecneyeHne KAMHUYECKOTO nccnenoBaHMA NeKapCTtBeHHONo npenaparta 4nAa
MmeaunumnHCKOro npnumeHeHuna

duHaHcoBOe obecrneyeHne  KAMHMYECKOTO  MCCe[0BaHUA  JIeKapCTBEHHOro npenapata A/
MeJMLMHCKOro MPUMEHEHMNA OCYLLLECTBAARTCA 33 CHET:

1) cpeacTts deaepanbHoOro broaxeTa;

2) cpeAcTB oOpraHuMsauuiA, MOAYUYMBLLUMX paspelieHne Ha OpraHM3auuilo npoBedeHuA AaHHOro
nccneaoBaHUA, B COOTBETCTBMM C YCIOBMSAMM A0roBOPa O ero NposeaeHnu;

3) UHbIX He 3anpeLLeHHbIX 3aKoHoAaTenbcTBOM Poccuiickon Peaepaunm UCTOUHUKOB.

Cratba 43. MNpaBa NayMeHTOB, y4aCTBYHOLWMX B KIMHMYECKOM UCCNe0BaHUM NeKapCTBEHHOrO npenaparta
ana megnumnHCKoro npumeHeHunAa

1. YyacTve nauneHToB B KAMHMYECKOM MUCCe[0BaHNK NEeKapCTBEHHOro npenaparta gna MmeamumnHCKoro
npumMmeHeHunAa ABnAeTCA LI,O6pOBO/'IbeIM.

2. MaumneHT UK ero 3aKOHHbIM NpeaCcTaBUTeNb A0MKEH bbiTb MHGOPMUPOBAH B NUCbMEHHOM popme:

1) o nekapcTBeHHOM npenapaTe A1 MEAMUMHCKOTO MNPUMEHEHUA U CYLHOCTU K/IMHUYECKOTrO
nccae0BaHMA 3TOTO IEKAPCTBEHHOTO Npenapara;

2) o 6e30MacHOCTU NEKAPCTBEHHOrO Mpenapata Al MeAWLMHCKOTO MPUMEHEHWA, ero OXuaaemon
3pPEKTUBHOCTM M CTENEHWN PUCKA 4N1A NALUNEHTA;

3) 06 YCNoBUAX y4aCTuA NaulMeHTa B KJIMHUYECKOM UCCNeaOoBaHUU NIEKAPCTBEHHOrO npenaparta 4naA
MeONLLIMHCKOTO NPUMEHEHNA;

4) O uenn nan uenax n npoaoKNUTeIbHOCTU KIMHNYECKOro nccaenoBaHnA NekapCTtBeEHHONoO npenaparta
ana meanunHCKoro npuMmeHeHuA,

5) 0 AeMncTBMAX NaumMeHTa B C/yyae HenpeaBuaeHHbIX 3GDEKTOB BAMAHMUA NEeKapCTBEHHOrO npenapaTa
ANA MeAUUMHCKOro NPpUMeHeHUs Ha COCTOAHME ero 340p0BbSA;



6) 06 ycnoeuax 0653aTeIbHOrO CTPAXOBaHMSA KU3HU, 340P0BbA NALUEHT];

7) 0 rapaHTUAX KOHOUAEHLUMANbHOCTM y4yacTUA NaumeHTa B KAMHUYECKOM  UCCeoBaHUU
JIeKapCcTBEHHOrO npenapaTta A8 MeANLUHCKOro NPpUMEHEHUS.

3. [obpoBonbHOE cornacve MaumMeHTa Ha ydyacTue B KJAMHUYECKOM WCCefoBaHMM /IEKAapCTBEHHOrO
npenapata 414 MeAWUMHCKOro NPUMEHEHWA MNOATBEPKAAeTCA ero MOAMUCbI0 WMAW MOAMMUCHLIO ero
3aKOHHOTO NpeacTaBMTena Ha MHPOPMaLMOHHOM SINCTKE NaLUeHTa.

4. MauyMeHT naun ero 3aKOHHbIMN npeacrtaBuTe/lib MMEET MNpPaBO OTKAa3aTbCA OT y4aCTuA B KINMHUYECKOM
nccnegoBaHMM NeEKapCTBEHHOrNO npenaparta Aana MeauunuHCKOro npumeHeHuAa Ha noboi CTaanun
nposeaeHMA Takoro nccnenoBaHuA.

5. lpoBedeHWe KAMHUYECKOrO WCCNe0BaHUA /leKapCTBEHHOro npenapata A4a MeAUUMHCKOro
NPUMEHEHMA C y4acTMeM B KauyecTBe NauMeHToB AeTei AonycKaeTca TONbKO C Corlacua B MUCbMEHHOM
dopme ux poguTenei, ycbiHoBuTenen. et MOryT paccmaTpuBaTbCA B KayecTBe MNOTeHUMaNAbHbIX
NnauMeHTOB TaKoOro MCCAefloBaHMA, TO/NbKO €CNM ero nposefdeHMe Heobxoaumo ANsA yKpenaeHua
340p0BbA AeTeirt UAn NPodUNaKTUKN UHPEKUMOHHbIX 3abonesaHuii B AeTCKOM Bo3pacTe nnMbo ecnu
LeNbio TaKoro uUccnegoBaHuUA ABAAETCA NOJyYeHWe AaHHbIX O Hauaydllen A03UPOBKE NeKapCTBEHHOro
npenapata Ans fedeHusa AeTeld. B 3TUX C/lyyasax TaKOMY WMCCAEAOBaHWMIO [O/IKHO MpealecTsoBaTtb
KAVHMYECKOe UCCNeAoBaHWe /NeKapCTBEHHOrO mnpenapata Aas MeAUUMHCKOTO MPUMEHEHUs Ha
COBEPLUEHHONETHUX TPa)kaaHax, 3a WCKAOYEHWEeM C/y4YaeB, eCau WUCCAedyeMblil IeKapCTBEHHbIN
npenapat Ana MeAULMHCKOrO MNPUMEHEHUA npeaHasHaYeH WCKAOYMTENbHO A48 WMCNO/b30BaHMsA
HecoBepLLIEHHONETHUMM rpaxaaHamu.

6. 3anpellaeTtcA npoBeAeHME KAMHUYECKOrO WCCNefoBaHWUA NeKapCTBEHHOro npenapaTta  Asd
MeAMLIMHCKOrO NPUMEHEHMA C y4aCTUEM B KaYecTBe NauMeHTOoB:

1) peteit-cnpoT n AeTeit, ocTaBlLMXcA 6e3 noneyeHMa poauTeneil;

2) *KeHWWMH B nepunos 6epemeHHOCTH, KEHLLMH B NepMoa, rpyAHOro BCKapM/IMBaHWA, 32 UCKAOYEHUEM
ClyyaeB, €CAM  MPOBOAMTCA  KAMHMYECKOE  WCcCAegoBaHMe  /IeKapCTBEHHOToO  Mpenapara,
npegHasHaYeHHOro A/1A YKa3aHHbIX KEeHLWMWH, NPU YyCA0BMM HEOBXOAMMOCTU NoaydyeHna nHdopmaumnm
TO/IbKO BO Bpems MNPOBEeAEHUA COOTBETCTBYHOLMX KAMHUYECKUX MCCNEAOBAHUA M MPUHATMA BCex
HeobXoAMMbIX MEP MO MCK/AIOYEHUIO PUCKA HAaHeCeHWA Bpeaa MeHluMHe B nepuod HepemeHHOCTH,
EHLMHEe B Nepuoa, rpyAHOro BCKapMANBAHUSA, NAo4Y AN pebeHky;

3) BOEHHOCAYXalWMX, 32 WCKJAYEHUEM CAy4yaeB MPOBeAEHUA KAMHUYECKOro uccneaoBaHuA
JIeKapCTBEHHOrO npenaparta, cneumanbHo pa3paboTaHHOro A1A NMPUMEHEHUS B YC/IOBUAX BOEHHbIX
OENCTBUIM, 4YpesBbldalHbIX CUTyauuid, NPOPUNAKTUKM U JledyeHUs 3aboneBaHUi WM NOpaKeHun,
NoOJIydYeHHbIX B  pe3y/ibTaTe BO3AEWCTBMA  HEBNAronpuATHbIX  XMMUYECKMX, BUONOTMYECKUX,
paAnaumnoHHbIX ¢GakTopoB. KAMHMYECKoe uccnegoBaHME TaKOro JIEKAPCTBEHHOTO npenapaTa MOXKeT
NpPoBOANTBCA C y4acTMEM B  KayecTBe MAaLMEHTOB  BOEHHOCAYMKALMX, 33  WUCK/AIOYEHMEM
BOEHHOCNYKALLMX, MNPOXOAALLMX BOEHHYI CAyXOy no npusbiBy, ¢ cobaogeHmem TpeboBaHWUM,
YCTAHOB/IEHHbIX HacToAWwMM PeaepanbHbiM 3aKOHOM B OTHOLLEHWUW FPaXKAAHCKMX NL,

4) COTPYZLHMKOB NPAaBOOXPAaHUTE/IbHbIX OPraHoB;

5) nanu, oT6bIBaOLLMX HaKa3aHWe B MecTax ueHMA cBOBOAbI, a TaK}Ke /ML, HaXOAALLMXCA MO, CTpaXKel
B C/1eACTBEHHbIX U30/1ATOPAX.

7. [JdonyckaeTcA npoBeAeHME KAWMHUMYECKOro MUCCNefoBaHUA NeKapCTBEHHOro npenapata  AgAaA
MeanUMHCKOIro npumMmeHeHuna, npeaHasHa4yeHHOro gna ne4eHna NCUXMYeCcKnx 3a6OHEBaHMﬁ, C y4aCctnem



B KayecTBe MaUMEHTOB /ML, C MNCUXMYECKUMM 3a601eBaHUAMWN, NPU3HAHHLIX HeaeecrnoCobHbIMU B
nopaaKe, yCTaHOB/IEHHOM 3aKoHOA4aTeNbCTBOM Poccuiickon depepaumm. KnmHuyeckoe nccnegosaHue
JIeKapCTBEHHOrO npenaparta B 3TOM C/y4ae NpoBOAUTCA NPW HaIUYMK COrNacus B NMUCbMeHHON popme
3aKOHHbIX NpeAcTaBUTENEN YKa3aHHbIX 1L,

Ctatba 44. Ob6s3aTesibHOE CTPAxXxOBaHME KWU3HMU, 340POBbA MaLMEHTA, YYaCTBYIOLWLErO B KAMHUYECKOM
nccneaoBaHUM NeKapcTBEHHOIO npenapaTa 41a MeguumMHCKOro npumeHeHmsa

1. OpraHu3aums, NoAyYMBLIaA paspelleHne Ha OpraHn3aLmMIo NPoBeAeHUA KIMHUYECKOro nccneaoBaHma
JIeKapCTBEHHOro npenaparta And MeAMUMHCKOro npumeHeHusa, obs3aHa B KauyecTBe cTpaxoBaTtesns
CTpaxoBaTb PUCK MPUUMHEHMA Bpeda XWU3HW, 300POBbI0 NalMeHTa B pe3ynbTaTe NpoBeaeHUn
KAMHUYECKOrO MUCCAeaoBaHMA NIeKapCTBEHHOro npenapaTta AN MeAUUMHCKOro NpUMEeHeHUA 3a CBOM
cYeT NyTem 3aKa4eHna aorosopa 064a3aTeNIbHOro CTPaxoBaHUS.

2. O6beKkTom 06s3aTeNIbHOro CTpaxXxoBaHUA ABAAETCA MMyU.LeCTBeHHbIVI MHTEepecC NauneHTa, CBA3aHHbIN C
npuynHeEHnem Bpeaa €ero XusHm wuanm 340pOBbHO B pe3ysibTaTte nposeaeHnAa KANMHUYEeCKOoro
nccnengoBaHMA NeKapPCTBEHHONO nNpenaparta Ana meanumMHCKOro npuMeHeHuA.

3. CTanOBbIM Cclydaem no Aaorosopy o0bA3aTeNnbHOro CTpaxoBaHMA ABNAETCA CMEPTb NaUMeHTa UIN
yXyglweHue ero 340poBbA, B TOM HMCNE BIEKYLLEE 3a coboli YCTaHOB/NEHUNE MHBAaNNOHOCTH, NPUN HaAN4Ynun
I'IpVNVIHHO-C!'IGLI,CTBGHHOVI CcBA3N MmeXAay HactynaeHmem 3Toro cobbiTna U ydyactmem nauueHTa B
KIMHN4YECKOM nccnegosaHMn NeKapCTBeHHOro npenaparta.

4. TpeboBaHUA 0 BO3MeELLEHUW Bpeaa, MPUUMHEHHOTO XN3HM UK 340PO0BbLI0 NaLUMEHTa, NPeabABAAIOTCA
B TEYEHME CPOKOB MCKOBOM AABHOCTU, YCTAHOB/IEHHbIX FPaXKAaHCKMM 3aKOHOA4aTeNbCTBOM.

5. Pasmep cTpaxoBoi BbINiaTbl No A0roBopy 06A3aTe/IbHOr0O CTPaxoBaHWUA COCTaBAAET:

1) B cnyyae cmepTVM nauMeHTa ABa MWAAMOHA pybnei Ha KakAoro maumeHTa, yyacTBOBaBLUErO B
KJAMHMYECKOM MCCeA0BaHUMN NEKapCTBEHHOrO Npenapara;

2) Npu yXyALWeHnn 340p0BbA NaLMeHTa:

a) noBneKwem 3a coboii yCTaHOBAEHNE MHBAAUAHOCTU | rpynnbl, 0 AMH MUAANOH NATLCOT ThicAY pybaeit
Ha Ka)K4Ooro NauMeHTa, y4acTBOBABLUErO B KIMHUYECKOM UCCIe0BaHMM 1EKAPCTBEHHOTO Npenapara;

6) nosnekwem 3a coboit ycTaHoBAEHNE UHBAaANAHOCTM |l rpynnbl, 0 ANH MUAAMOH pybaeit Ha Kaxaoro
naumneHTa, y4acTBOBABLLErO B KNMHNUYECKOM UCCNeA0BaHNM IeKaPCTBEHHOro Npenapara;

B) noBaeKwem 3a coboi ycTaHoBNeHWe MHBaAngHocTu Il rpynnbl, NATLCOT ThicAY pybnel Ha KaxKaoro
nauMeHTa, y4acTBOBABLLErO B KAMHUYECKOM UCCeA0BaHNM IeKapCTBEHHOMO NpenapaTa;

r) He nosneKkwem 3a CobON YCTAaHOB/NEHUS WMHBANUAHOCTM, He Hosiee Yyem TpuUCTa TbicAY pybnen Ha
KaXkOoro nauMeHTa, y4acTBOBABLUErO B K/JAMHMYECKOM WCCAeL0BAaHWM JIEKAPCTBEHHOrO NpenapaTta,
MCXO4A W3 HOPMATWMBOB, OTPAXKAMOLWLMX XapaKTep W CTeneHb MOBPEXAEHUS 340POBbA, a TaKkKe
$AKTUYECKM MNOHECEHHbIX MNALMEeHTOM PacXOL4OB, BbI3BaHHbIX MOBPEXKAEHMEM 340pPOBbsA, Ha
MeAMLMHCKYIO MOMOLLb, TPUoBpeTeHe NeKapCTBEHHbIX MPenapaTos.

6. YTpatnun cuay ¢ 1 utona 2015 roga. - PesepanbHblit 3aKoH 0T 22.12.2014 N 429-93.

7. CpOK A0orosopa o0b6A3aTeNnbHOro CTpaxoBaHMA He MOXET 6bITb meHee, 4Yem CpPOK nposeaeHunA
KTMHNYECKOro nccnegoBaHnAa NeKapCTtBeHHOro npenaparta.



8. Ycnosua gorosopa 06s3aTeNIbHOro CTPaxoBaHUA, B TOM YMCAe CTpaxoBble Tapudbl No obssaTesbHOMY
CTPaxoBaHMUIO, NepeyeHb HeoBXOAMMbIX [AOKYMEHTOB A/A OCYLWECTB/IEHNA CTPaxoBOW BbINAaThl,
NOpPsAAOK YCTAHOBAEHMA CTPaxoBaTe/ieM MHAMBMAYaNbHOMO WUAEHTUMOUKAUMOHHOIO Koda NauMeHTa,
nopsAoK MHOOPMUPOBAHUA CTpaxoBaTe/lieM CTPaxXOBLMKA O MNPMBAEYEHHbIX K KAMHUYECKOMY
NccnenoBaHMI0 JIEKAPCTBEHHOrO MpenapaTta Ans MegULMHCKOrO MNMPUMEHEHWA nauMeHTax, nopsaok
ynaTbl CTPAX0BOM NPeMun, NOpPAA0K peannsaumnmn onpeaeneHHbIX Hactoawmm PegepanbHbiM 3aKOHOM
n apyrmmm depepanbHbIMU 3aKOHaMKM MpaB M 0b6A3aHHOCTEN CTOPOH MO AO0roBOopy 06s3aTenbHOro
CTPaxoBaHMA, a TaKKe HOPMATUBbI, OTpPaKaloWMe XapaKTep W CTeneHb MNOBPEXKAEHWUA 340PO0BbS,
YCTaHaB/MBAOTCA TUMOBbLIMU NpaBMAaMKn 06A3aTeNIbHOrO CTPAaXOBaHUS.

9. B cnydyae npudynHeHuAa Bpeaa XU3HU NauneHTa, yd4acTtBOBaBLIEro B K/IMHUMYECKOM UMcCCneaoBaHUn
NEeKapCTBEHHOrIo npenaparta, BbII'O,CI,OI'IpMO6p6TaTEJ'IﬂMM no gorosopy o0bna3aTenbHOro CTpaxoBaHUA
ABNAKOTCA rpaxgaHe, MmerulnMe npaso Ha BO3meuleHMe Bpeaa B CaydYae CMepTn KOopmuibla B
COOTBETCTBUN C rpaKAaHCKMUM 3aKOHOAATENNbCTBOM, NMPU OTCYTCTBUUN TAKUX Tpa*KdaH - poanTeNN, Cynpyr,
AeTn ymepuwero nauueHTa, YydacrtBoBaBWwero B K/AMHUWYECKOM UCCNengoBaHUM  N1€KAPCTBEHHOIO
npenapata, B C/Ay4ae CMEPTU nNauuneHTa, Yy4dacTBoOBaBWEro B K/AMHUYECKOM UCCnenoBaHUn
NEKAPCTBEHHOIO npenaparta U He MMeBLLUETO0 CaMOCTOATE/IbHOIO A0XoA4a, - Frpa*XaaHe, Ha UXXAUBEHUN
KOTOpPbIX OH Haxoauncda, B OTHOWEHWMWM BO3MELWEHNA pPacxoaoB Ha norpe6eHme nayneHTa,
y4acCTBOBaBLWeEro B KIMHN4YECKOM UCCneaoBaHNN NeKapCTBEHHOrO npenaparta, - MU0, NoHecwee Takne
pacxoabl.

10. CtpaxoBas BbiniaTa B cHeT BO3MeLLeHUA Bpeaa, MPUYMHEHHOIO XU3HW NauueHTa, y4acTBOBaBLIEro B
KAVHUYECKOM nccaeaoBaHnn NeKapCTBEHHOro npenapara, pacnpegensetcs mexay
BbirogonpuobpeTaTeNamm NPONoOPLUOHATbHO UX KOIMYECTBY B PaBHbIX A0AX.

11. Mpwn HacTynIeHUN CTPAXOBOrO C/Ay4Yas MaLMEHT, Y4aCTBOBABLUMM B K/JIMHUYECKOM WCCeA0BaHUMU
NIeKapCTBEHHOrO  npenapaTta, BbirogonpuobpeTatens BNpase MNpeabABUMTb  HENOCPEACTBEHHO
CTPaxoBLMKy TpeboBaHME O BO3IMELLEHUN NPUYMHEHHOTO Bpeaa. CTpaxoBas Bbin/saTa OCYLLeCcTBAAETCS
CTPaxoBLWMKOM B Te4YeHMe TpuauatM AHeW cOo AHA NpeacTaB/eHUA HeobXoAUMbIX [AOKYMEHTOB.
MaumeHT, y4yacTBOBAaBLWIMIA B K/AMHUYECKOM UCCNE[0BaHMM NEKAPCTBEHHOro npenapaTta, Wan
BbirogonpuobpeTtatenb 0653aH COOOLWINTL CTPAXOBLUMKY A5 OCYLLECTB/IEHMA CTPaxXxoBOW BbINAaThl
WHOUBUAYANbHbIA  MAEHTUOMKAUMOHHDBIA  KOA  NauMeHTa, YCTAHOB/AEHHbIM CTpaxoBaTesem B
COOTBETCTBUM C TUNOBLIMW NPaBUAaMKN 0653aTeNbHOIO CTPaxoBaHMS.

12. [o nonHoro onpegeneHnA pasmepa noanerxallero BO3MeLeHUo Bpeda CTPaxoBLWMK NO 3aABNEHUIO
nauneHTa, Yy4yactBoBaBWEro B K/IMWHUYECKOM WUCCNeagOoBaHMMU NEKAPCTBEHHOrNO npenaparta, wan
3aAB/IEHUNIO BbII'OLI,OI'IpMO6peTaTe}'IFI Bnpase OCyLW,.eCTBUTb YaCTb CTanOBOVI BbIN/1aTbl, COOTBETCTBYIOLLYIO
d)aKTMLIECKM onpep,eneHHoﬁ 4acT NPU4YNHEHHOrIO Bpeada.

13. CTanOBaﬂ BbiN/21aTa B COOTBETCTBMM C O0roBOpPOM o0bA3aTeNnbHOro CTpaxXoBaHMA OCyLLECTBNAETCA
HE3aBUCMMO OT BbINAaT, NPUYUTAOLWNXCA NO APYTMM BUOAM CTPaxOBaHUA.

14. He ponyckaetca yyacTve NaumeHTa B NPOBEAEHUMN KAMHUYECKOro UCCNeA0BaHUA NEeKapCTBEHHOrO
npenapaTa Npu OTCYTCTBUM A0rOBOPa 0643aTe/IbHOMO CTPAXoBaHMA.

15. KOHTpO/b 33 MWCNOAHEHMEM OpraHu3auuven, nNoJyyMBLIEN paspelleHMe Ha OpraHusauuto
NpoBeAeHNUA  KJAMHUMYECKOrO UCCNeAO0BaHUS  JIEKAPCTBEHHOIO npenapata A48  MeAMUMHCKOTo
NPUMEHEHWA, YCTAHOBJEHHOM HacToAWel cTaTbel 06A3aHHOCTM MO 06A3aTeNbHOMY CTPaXxOBaHWIO
KM3HM, 3[0pOBbA NaLMeHTa, y4yacTBylolWero (y4yacTBOBaBLUErO) B KAMHUYECKOM WCC/eO0BaHUU
NleKapcTBEHHOro  npenapaTa,  OCYWECTBAAETCA  YMNOJHOMOYEHHbIM  dedepanbHbiM  OpraHoOM
WCMONHUTENbHOW BNAcTM, BblAaBLWIMM paspelleHMe Ha NpPOoBeAeHWEe KAWHWMYECKUX UCCaefoBaHui
NeKapcTBEHHbIX NPenapaTos 414 MegUUMHCKOro NPUMEHEHUA.

lnasa 8. MPON3BOACTBO N MAPKUPOBKA JIEKAPCTBEHHbIX CPEACTB



CraTbAa 45. [Npon3BoACTBO NEKAPCTBEHHbIX CPEACTB

1. [Mpou3BOACTBO J/IEKAPCTBEHHbIX CPeACTB [O/KHO COOTBETCTBOBAaTb TpeboBaHMsM npaBun
Hagnexalleh npPou3BOACTBEHHOM MNPAKTUKKU, YTBEPXKAEHHbIM YNOJHOMOYEHHbIM deaepanbHbim
OpraHOM MCMNOAHUTENBbHON BacTU. OcobeHHOCTN nepexoaa NPOU3BOACTBA OTAE/NbHbIX IEKAPCTBEHHbIX
CPeACTB K UX NPOM3BOACTBY B COOTBETCTBUM C TPEOOBAHUAMM NpaBuUa Hag/eXKallell NPonM3BOACTBEHHOM
NpakTUKM ycTaHaBamsatotca [pasutenbctBom Poccuiickon ®Pepepaummn. Bblgaya 3ak/ao4eHMn o
COOTBETCTBMM MNPOU3BOAMTENS NEKAPCTBEHHbIX cpeacTB TpeboBaHMAM MpaBUA  Hag/exallewn
NPOM3BOACTBEHHON MPAKTUKM OCYLLECTBAAETCA MO pe3ynbTaTaM WMHCNEeKTUPOBAHUA npousBoanTesnei
JIEKapCTBEHHbIX CpeacTB B MOpAAKe, ycTaHoBneHHom [lpaButenbctBom Poccuiickon Pepepaunu.
Pasmep nnatbl 33 Bblgavy 3aKAOYEHMA O COOTBETCTBUM NPOU3BOAUTENA JIEKAPCTBEHHbIX CPeacTB
TpeboBaHMAM MNpPaBUN HagNeXKalleh NPoM3BOACTBEHHON MPaKTUKM ycTaHaBauBaeTcs paBUTENbCTBOM
Poccuitckoit degepaumnmn. NopAagoK opraHM3auumM M NPOBEAEHUA MHCMEKTMPOBaHMA NpousBoguTenei
JIEKapCTBEHHbIX CPEACTB HA COOTBETCTBME TpeboBaHMAM MpaBW/l Hag/exKallei NpousBOACTBEHHOM
NPaKTUKK ycTaHaBamBaeTca MpaButenbctBom Poccuiickon deaepaumm.

2. Tpou3BOACTBO  NEKapCTBEHHbIX cpeacTs B Poccuiickoih  ®depepaumm  OCyLLECTBAAETCA
NPoOu3BOAUTENAMU NEKAPCTBEHHbIX CPEACTB, MMEIWNUMN NNLEH3UIO HAa NPOU3BOACTBO SIeKapCTBEHHbIX
cpeacTts. NoATBep)KaeHUE COOTBETCTBMA AWLEH3MaTa MpaBuaam Hagnexkallei npousBoACTBEHHOM
NPaKTUKN OCYLLECTBAAETCA B PaMKax JIMLLEH3MOHHOIO KOHTPOSA B COOTBETCTBMM C 3aKOHOZATE/IbCTBOM
Poccuiickoit Pepepaumm ¢ y4eToMm 0COBEHHOCTEN, YKa3aHHbIX B 4acTW 1 HACTOALLEN CTaTbu.

2.1. Ansa uener NUUEH3MPOBAHUSA NPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB A1 MeAMLUHCKOro
NPUMEHEHUA U MHCNEKTUPOBAHUA CybbeKTOB ObpalleHUs IeKapCTBEHHbIX CPeACTB Ha COOTBETCTBME
TpeboBaHMAM  NpPaBUA  Hag/eXalleh MPOM3BOACTBEHHOM  MNpaKTUKM  dedepanbHbii  OpraH
WCNOJIHATENbHOM  BAACTM, OCYLLECTBAAOWMIA  TFOCYAAPCTBEHHYIO  PErncTpaumio  IeKapCTBEHHbIX
npenapaToB AN MeAULMHCKOTO NMPpUMEHEHUs, NpeaocTaBaseT peaepasbHOMY OpraHy UCMONHUTEbHOM
B/1AaCTW, ocyliecTBasowemy peaepasbHbli rocyaapCTBEHHbIN NLEH3NOHHbLIA KOHTPO/Ib AEATEIbHOCTU
Nno Npou3BOACTBY NIEKAPCTBEHHbIX CPEACTB AN MEeAULNHCKOrO NPUMEHeHWs, Mo ero 3anpocy B pamKax
MeXBeJ0MCTBEHHOIo MHPOPMAaLMOHHOTO B3aMMOAENCTBUA B NOPAAKe, yCTaHOBAEHHOM deaepanbHbim
OpPraHoOM UCMOIHUTENbHOM BAACTU, OCYLLECTBAAIOWMNM IULIEH3MPOBaHWE NPOU3BOACTBA 1EKAPCTBEHHbIX
cpeacts Ana MeAULMHCKOro NpuUMeHeHus, U deaepanbHbiIM OpPraHOM WCMOAHUTENIbHON BAACTH,
OCYLLECTBAAIOWMUM rOCYAapPCTBEHHYIO PErMcTpaLmio NeKapCTBEHHbIX NpenapaTtoB Ans MeAuLMHCKOro
NPUMEHeHMA, CBEeAEHMA O /SIeKapCTBEHHbIX CPeACcTBax, YKasaHHble B YacTu 5 ctaTbu 18 HacTosllero
denepanbHOro 3aKoHa, B TOM YUCAE B C/lydae, ec/iv Takne cBeAeHMNA COCTaBAAIT KOMMEPUECKYHO TallHy.

3. Mpon3BoACTBO NEKAPCTBEHHbIX CPeaCTB  OcCywecTBaaeTca ¢ CO6}'II'OAGHMEM TDE6OBaHVIl7I
NpoOMbILWINEHHOIO pernameHTa, KOTOprﬁ yTBEPXKAAETCA pyKkoBoaAuUTENEM nponssoaunTena
NEeKapCTBEHHbIX CPeaACTB U BK/IIOYAET B cebn nepevyeHb NCNOJ1b3yeMbIX (bapMaU,EBTW-IECKMX Cy6CTaHLI,Ml7I
M BCNOMOraTe/ibHbIX BelWeCTB C YKa3daHMEM KOon4yecCTBa KaXaoro uns HuX, AaHHble 06 ncnosibsyemom
OﬁOpy,ﬂ,OBaHMM, onncaHMe TexXHO/I0rM4eCKoro npouecca U MeToaoB KOHTPOANA Ha BCeX 3Tanax
Npon3BoOACTBa 1IEKAPCTBEHHbIX CPeACTB.

4. Tpu nNpPOM3BOACTBE JIEKAPCTBEHHbIX CPEACTB MCMOAb3yTCA (apmaueBTMYeckue cybcTaHumK,
CBEAEHUS O KOTOPbIX COAEP’KaTcA B TOCYLAPCTBEHHOM peecTpe JIeKapCTBEHHbIX CpeacTs, 3a
UCKAtouyeHneM apmaLeBTUYECKUX CyDCTaHUMA, NPOM3BOAMMBIX A/ TNPOBEAEHUA  KAUHUYECKUX
uccnefoBaHuii U ansa akcnopta. K npoueccy nponssoacTea GapmaL,eBTUUECKOM CybCTaHLMM OTHOCATCS
nobble  CTaAMM  TEXHOJIOTMYECKOro  Mpouecca, Mo3BO/AOWME  MOAYYUMTb TFOTOBbIA  MPOAYKT,
COOTBETCTBYIOWMI TpeboBaHNAM dapmaKonenHol cTaTbM, B TOM uucie depMeHTauma, SKCTpaKuma,
OYMCTKA, BblaeNeHue, NepeKkpuUcTanan3aumsa, BbiCyluMBaHue, nsmenbyeHne. B caydae HeobxoaMmocTu
MCMNONb30BaHNA 3TUIOBOrO CNMPTA, B TOM Yucae dapmaueBTUYECKOn cybCcTaHUMKM cnupTa 3TUAOBOMO
(aTaHONa), nNpM NPOM3BOACTBE J/IEKAPCTBEHHbIX CPEACTB B KadyecTBe AeicTeylowero w (uam)



BCMOMOFaTeNbHOMO BELLECTBA, @ TaKKe B MHbIX TEXHONOMMUYECKMX Lensx AO0NXKHA 6biTb MCNOAb30BaHa
TO/IbKO papmaLieBTUYecKan cybcTaHumMA ciMpTa 3TMA0BOrO (3TaHoN).

4.1. NepeyeHb IeKapCTBEHHbIX NpPenapaToB A8 MeAULMHCKOrO NPUMEHEHUA, B OTHOLIEHUN KOTOPbIX
yCTaHaBMBaloTcA TpeboBaHMA K 06bemy Tapbl, YNaKOBKE M KOMMNEKTHOCTU, NepeyeHb NeKapCTBEHHbIX
npenapaTtoB AN BETEPUHAPHOIo NPMMEHEHUs, B OTHOLLEHUU KOTOPbIX YCTaHaBAMBaAlOTCA TpeboBaHUsA K
obbemy Tapbl, a TakXe TpeboBaHMA K 0B6bemMy Tapbl, YNakKOBKE W KOMMIEKTHOCTU JIeKapCTBEHHbIX
npenapaTtos A/1a MeANLUHCKOro NpMMeHeHns, TpeboBaHMA K 06beMy Tapbl IeKapCTBEHHbIX NpenapaTos
AN BEeTepMHapHOro MPUMEHEHMA  OnpeaensoTcs  COOTBETCTBYIOLWMMU  YNOJHOMOYEHHbIMU
desepanbHbIMM OpraHamMu WUCMOJIHUTENbHOM BacTU B NOpsAAKe, yCTaHOBAEHHOM [1paBUTENbCTBOM
Poccuitckoit epgepaumn.

4.2. OpraHun3aumu, ocyLLLeCcTBAAOWME NPOM3BOACTBO GapMaLLEBTUYECKON CyBCTaHUMKM CMpTa 3TUA0BOTO
(3TaHONA) ANA NPOU3BOACTBA CMPTOCOAEPKALLUMX NEKAPCTBEHHbIX NpenapaToB, 06A3aHbl OCYLLECTBNATDL
yuyeT B nopsake, ycTaHoBAEHHOM cTaTbaMn 8 n 14 deaepanbHOro 3akoHa ot 22 Hosbpa 1995 roga N
171-®3 "O rocyaapCTBEHHOM peryinMpoBaHMM MNpou3BoACTBA WM 060OpOTa 3TWUIOBOrO  CNUPTA,
a/IkoroZIbHOM W cnupTocoAepXKawen npoaykumMm u o6 orpaHuyeHun noTpebneHua (pacnutma)
aNIKoronbHoM npoaykuumn'. NMponssoacTBo dapmaLLeBTUHECKOM CyDOCTaHLMM CNMPTA 3TUNOBOTO (3TaHOA)
JONYyCKaeTca TOJIbKO OpraHusaumein, OCyLLecTBAAIOWEN NPOU3BOACTBO PEKTUPUKOBAHHOTO 3TUNOBOTO
cnupTa W3 MULLEBOTO CbipbA Ha OCHOBAHMW JIMLEH3MW Ha NPOM3BOACTBO 3TWIOBOIO CNMpTa ANA
npoussoacTBa $apmaLeBTMYECKOW CcybCTaHLMKM CcnuMpTa 3TWUAOBOrO (3TaHO/MA) B COOTBETCTBUM C
TpeboBaHMAMN PepepanbHOro 3akoHa oT 22 HoAbpa 1995 roga N 171-®3 "O rocygapcTtBeHHOM
perynmpoBaHnn npou3BoacTBa M obopoTa STUIOBOrO CNUPTA, aA/JIKOTO/NbHOM W CNMpTOCOAEpXKallel
npoaykuMmM u 06 orpaHuYeHUn noTpebneHusa (pacnuTus) anKorosbHOM npoaykuun', metozom
pa3BefeHnA BOAOWN OYMLLEHHOM TaKOro STUI0BOrO CNMPTA, NPOU3BEAEHHOIO AAHHOW OpraHu3aLmen no
MeCTY OCYLLECTB/IEHWA NPOU3BOACTBA GapMaL,EBTUYECKON CybCTaHUMM CNUpPTa 3TUIOBOTO (3TaHONA).

4.3. NHausuayanbHble npeagnpuHUMATENIN U lOpUaMYeckne auua, OCYLLeCcTBAAOWME 3aKynKy ¢
MCNo/ib30BaHWe dapmaLLeBTUYECKOW CybCTaHLMM CnMpTa 3TUI0BOTO (3TaHONA), a TaK¥Ke NPOM3BOACTBO,
usrotosneHne u (nam) ob6opoT (3a WCKAOYEHMEM PO3HUYHOW MPOAAXKM) CNMPTOCOAEPMKaLUUX
NIeKapPCTBEHHbIX NpenapaToB, 06A3aHbl OCYWECTBAATL MX Y4YeT W [AeKNapupoBaHMe B MOPALKE,
yCTaHOBNEHHOM cTaTbaMn 8 M 14 depepanbHOro 3akoHa oT 22 Hoabpsa 1995 roga N 171-d3 "O
rocyapCTBEHHOM PEry/JMpoBaHUM MNPOM3BOACTBA M 00O0OpOTa 3TUIOBOIO CNMPTA, aNKOrOJIbHOW U
cnupTocoaep:alen npoaykumm U o6  orpaHuyeHnn notpebneHua (pacnuTma) aNKoOroabHOM

npoaykumm".

4.4. Tlpy NPOU3BOACTBE /JIEKAPCTBEHHbIX MPEnapaToB A1 BETEPUHAPHOrO NMPMMEHEHWA AONYyCKaeTcA
MCMNONb30BaHWE MNPOM3BEAEHHbIX ANA peannsaummn GapmaueBTUYECKUX CyBCTaHUMIA, BKAKOYEHHbIX B
roCyAapCTBEHHbIA PEeecTp /NeKapCTBEHHbIX CPeACTB  YNONHOMOYEHHbIM  degepanbHbiM  OpraHom
MCMNONHUTENbHOW BAACTW, OCYLLECTBAAIOWMM BeAeHMEe TOCyAapCTBEHHOro peecTpa /1eKapCTBEHHbIX
CPeAacTs ANA MeAMLMHCKOro MPMMEHEHMS.

5. 3anpewaeTtca Npomn3BoACTBO:

1) nekapCTBEHHbIX CPeACTB, HE BKNOYEHHbIX B rOCYAapCTBEHHbIN PEecTp /IeKapCTBEHHbIX CPeAcTB, 3a
WCKNIOYEHNEM JIEKAPCTBEHHbIX CPEeACTB, MPOU3BOANUMBIX A1 NPOBEeAEeHMA KIMHUYECKMX UCCef0BaHNM
W 4NA 3KCNOpPTa;

2) danbCcdULMPOBaHHbIX IEKAPCTBEHHbIX CPEACTB;

3) NNeKapCTBEHHbIX CpeAacTB 6es NUEH3MN Ha NPOnN3BOACTBO /IEKAPCTBEHHbIX CPEACTB,

4) NEKAPCTBEHHbLIX CpeacTB C HapyweHnem npasunan opraHnsaunm nNnpon3soactsa M KOHTPONA KayecCTBa
NNEKapPCTBEHHbIX CPeAacTs;



5) yTpaTtnn cuny. - deaepanbHblii 3aKoH 0T 27.12.2019 N 481-93;

6) cnupToCcoAepKalMX NEeKAaPCTBEHHbIX MpenapaTtoB MO MeCTy OCyLlecTB/ieHMA MNpPou3BOACTBa
dapmaleBTMYECKON CybCTaHUMM cnnpTa 3TUAOBOrO (3TaHona) U (MAK) MO MecCTy OcCylLLEeCTBAEHUS
Npou3BoACTBa 3TU/I0BOTrO CNUPTA3;

7) ¢dapmaueBTuyeckon cybcTaHUMM cnMpTa 3TMAOBOrO (3TaHona) M (MAM) cnMpTOCOoAEpXKALUMX
JIeKapCTBEHHbIX MNpPernapaTtoB Ha OCHOBHOM TEXHONOTMYECKOM 060pyAoBaHUM Oasa MNpPoM3BOACTBA
3TWUNOBOFO CNMPTa, YKa3aHHOM B NyHKTe 1.1 ctatbm 14.1 PepepanbHOro 3akoHa ot 22 HoAbpsa 1995 roaa
N 171-®3 "O rocysapCTBEHHOM peryiMpoBaHUM MPOM3BOACTBA M 06OpOTa 3TMIOBOrO CNMPTA,
a/fIkoroZIbHOM W cnupTocoAep:Kawen npoaykumMm u o6 orpaHuyeHun noTpebneHusa (pacnutus)
aJIkorosibHOM nNpoaykumn'.

6. Mpun BBOAE NEKAPCTBEHHBIX CPEACTB B rPaXK4aHCKUii 060poT yNoJHOMOYEHHOE IMLO NPOM3BOAMUTENA
NeKapcTBEHHbIX CPEeACTB OCYLeCcTBAAEeT MOATBEPKAEHME COOTBETCTBMSA JIEKAPCTBEHHbLIX CPEACTB
TpeboBaHMAM, YCTAaHOBAEHHbIM MNPU MX TOCYAAPCTBEHHOW perucrpauMu, W rapaHTUpyeT, u4To
NeKapcTBeHHble CpPeacTBa NPOM3BeAeHbl B COOTBETCTBMM C TpeboBaHMAMM MpPaBWUA HaA/eXKallen
NPOM3BOACTBEHHOM MPAKTUKM.

7. YNONHOMOYEHHbIM JINLOM MNPOU3BOAUTENS JIEKAPCTBEHHbLIX CPeacTB ABASETCA ero pPaboTHUK,
aTTeCTOBAHHbIM B YCTAHOBAEHHOM YNONHOMOYEHHbIM deaepanbHbiM OPraHOM UCMOJHUTENBHOM BNACTU
nopagKe U UMEILLNIA CTaxK paboTbl He MeHee Yem NATb NIeT B 061acTU NPOU3BOACTBA U (MIU) KOHTPOAA
KaQyecTBa JIEKApPCTBEHHbIX CPeAcTB, Bbicllee o06Opa3oBaHME COOTBETCTBEHHO MO  OAHOM U3
cneunanbHocTet M (MAK) oAHOMY M3  HanpaBAeHMIA NOArOTOBKM: 6uonorns, 6uoTexHonorus,
BETEPUHApUA, BETEPUHAPHO-CAHMUTAPHAA IJKCMepTM3a, K/MHMYEcKaa MeguuuHa, paauaumnoHHas,
XMMu4yeckaa U buonornyeckas 3awuta, dapmaums, oyHAAMEHTasibHAsS MeauUMHA, XMMUYeckas
TEXHOJIOTUA, XUMUS.

8. Mpoun3BoamMTenn NeKapcTBEHHbIX CPEACTB (3a McKNoYeHnem papmaLeBTMYecKon cybcTaHummn cnupTa
3TUNOBOro (3TaHO/Ma) MOTYT OCYLLECTBAATb MPOAAKy JIeKapCTBEHHbIX CpeacTB WAWM nepenasaTb WX B
yCTaHOB/IEHHOM 3aKOoHOAaTeNbCTBOM Poccuiickoit deaepaumm nopaake:

1) APYrMM Npon3BoanUTeENAM NeEKAPCTBEHHbIX CPeACTB O41A4 NPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB;
2) opraHunsaunam onToBOM TOPros/ain NneKapCrBeHHbIMU CPeaCTBaAMMU,

3) anTe4yHbiIM  OpraHn3aumAam, BeETEPUHAPHbIM  anNTe4YHbIM  OpraHuM3sauunam, uUHOUBUAYA/TbHbIM
npegnpuHnMmatenam, MMerwmm NNUEH3NK0 Ha d)apMaLI,EBTMHECKyIO AeATeENbHOCTb UM NNUEH3UNIO Ha
MeONLIUHCKYIO 0eATENIbHOCTb,

4) Hay4YHO-UCCNen0BaTENIbCKUM OpraHU3aLMaAM s HayyHO-UCCe,0BaTeIbCKon paboTbl;
5) MeaMLUMHCKMM OpraHn3aLmnam U BeTepUHapHbIM OpraHn3aumam;

6) opraHuMsauMAM W UHAMBUAYANIbHBIM MPeAnpPUHUMATENAM, OCYLLECTBAAOWMM pa3BedeHue,
BbipalllMBaHME W COAEpPNKaHUE IKMBOTHbIX (33 WCKAOYEHMEM MNpodarkM UM  dapmMaueBTUYECKUX
cybCcTaHUMiA UAK UX Nepegadn).

9. TMpowussoauTenn dapmMaLeBTUYECKON CybCTaHUMM CcnupTa  3TMAOBOrO  (3TaHona) o06A3aHbI
OCYLLEeCTBAATbL peannsaumio (nepeaady B yCTaHOBAEHHOM 3aKOHOAaTeNbCTBOM Poccuiickoit deaepaumn
nopsake) dapmauesBTMYecKoW cybCcTaHUMM  cnupTa  3TUAOBOro  (3TaHosia) MNpou3BOAUTENAM
NeKapCTBEHHbIX  CPeACTB  A/1A  NPOM3BOACTBA  /IEKAPCTBEHHbIX  CPEACTB,  NPOM3BOAUTENAM
(M3roToBUTENAM) MEAULMHCKUX U34eNnid ANA NPOM3BOACTBA U U3rOTOBAEHMA MEANUMHCKMX M34ENNi B



eMKoCTAX 06bemom He 6onee 1 nntpa u (Mnun) He meHee 1000 NUTPOB, a OPraHM3aUMAM, YKa3aHHbIM B
nyHKTax 3 - 5 yactn 8 HacToALel cTaTbM, B Tape ob6bemom He 6onee 1 AnTpa.

10. Peanusauus (nepenaya B yCTaHOB/IEHHOM 3aKOHOAATeNbCTBOM Poccuiickoit deaepauumn nopaake)
dapmalleBTMYECKON CybBCTaHLUMM COMpTa 3TMAOBOrO (3TaHONA) OpraHU3aumMam ONTOBOM TOProBAM
NIeKapCTBEHHbIMU CPEACTBAMM HE AO0MYyCKaeTca.

11. MepeBo3kn dapmaLLeBTUYECKON CybCTaHUMKM CnMpTa 3TUIOBOrO (3TaHONa) OCYLLECTBAAITCA C
cobnogeHnem TpeboBaHWUM, YCTAaHOBAEHHbIX ab3auem 4yeTBepTbiM NyHKTa 3 cTaTbM 9 PepepanbHOro
3aKoHa OT 22 HoAbpa 1995 roga N 171-®3 "O rocyfapCTBEHHOM PeEryMpPoBaHUM MPOU3BOACTBA U
060poTa 3TWNIOBOrO CNWMPTA, ANKOrOJIbHOM W CNUMPTOCOAEPIKalen NpoAyKUMM M 06 orpaHuYeHum
notpebaeHuns (pacnuTna) aNKkoroabHOM NpoayKumn".

Cratba 46. MapKMpOBKa NeKapCTBEHHbIX CPeaCTB

1. HEKapCTBeHHbIe npenapartbl, 3a WUCKAKYEHUEM JNIEKAPCTBEHHbLIX MPEenapaToB, W3rotoB/IEHHbIX
anTe4yHbiMn OpraHn3aunamun, BETEPUHAPHbIMU aANTEYHbIMU OpPraHuU3aumnamum, UHAOAUBUAYA/IbHbIMU
npegnpuHnmarenamm, uwmerwwmmmn nUULEH3NIO Ha d)apMaLI,EBTMHECKyIO AeATENDbHOCTb, AO0J1XKHbI
nocTtynaTtb B o6pa|.u,eHme, ecnun:

1) Ha X NepBUYHON yNaKoBKe (33 MCKAOYEHMEM NEPBUYHON YNAKOBKM IEKAPCTBEHHbIX PACTUTE/bHbIX
npenapaTtoB) XOPOWO YMTAaeMbiM LWIPUPTOM Ha PYCCKOM A3blIKE YKasaHbl HaMmeHoBaHuWe
NIeKapCcTBEHHOro npenapaTta (MexayHapoAHOe HemnaTeHTOBaHHOe, WAM  TPYMNMNMPOBOYHOE, WM
XMMUYECKOe, UM TOProBoe HauMeHoBaHMe), HOMep Cepun, AaTta BbinycKa (419 UMMYHOBMOA0rMYECKUX
NleKapcTBEHHbIX NpenapaTos), CPOK FrOAHOCTU, AO03MPOBKA MM KOHLEHTpauua, 06bem, aKTMBHOCTb B
eANHULAX AeUCTBUA UAN KONNYECTBO A03;

2) Ha uX BTOPMYHOW (NOTPEBUTENbCKOM) YNaKOBKE XOPOLIO YMTaeMbiM LIPUGTOM Ha PYCCKOM fi3blKe
YyKa3aHbl HaMMeHOBaHME JIeKapCTBEHHOro npenapata (MeXKAyHapoAHOe HenaTeHTOBaHHOe, WM
rPynnMpoBOYHOE, WM XMMMYECKOE W TOProBO€ HaMMEHOBaHWS), HaMMEHOBaHWEe NPOWU3BOAMUTENA
JIeKapCTBEHHOIO NpenapaTta, HoOMep cepun, faTta BbiNycka (419 UMMYHOBMONOTMYECKUX NIEKAPCTBEHHbIX
npenapaToB), HOMepP PEerncTpPaLMoHHOIo YAOCTOBEPEHWUs, CPOK FOAHOCTU, CMOCO6 NpPUMEHEHMUS,
O03MPOBKA WM KOHLUEHTpauUus, o6bem, aKTMBHOCTb B eAMHULAX AEWUCTBUS MO0 KOAMYecTBO 403 B
YyNaKOBKe, IeKapCcTBeHHan Gpopma, yCIoBMA OTMNYCKa, YCI0BUA XPaHEeHUs, NpeaynpeanTesibHble Hagnucu.

2. PapmaueBTUYECKME CYOCTaHLUMKM AOMKHbBI NOCTYNaTh B obpalleHne, ecim Ha UX NepBUYHOM yNaKkoBKe
XOpOWOo YuTaembiM WPUOTOM Ha PYCCKOM A3bIKE YKasaHbl HauMMeHOoBaHWe dapMaLeBTUYeCKON
cybcTaHuMM (MeayHapoaHOe HENAaTEeHTOBAHHOE, MW FPYNNUPOBOYHOE, UM XMMUYECKOE U TOProBoe
HauMeHOBaHWA), HaUMeHOBaHWe Npon3BoauTeNsa dapmaLLeBTUYECKON CybCTaHLMKN, HOMEpP cepun 1 AaTa
M3roTOBNEHMA, KOJIMYECTBO B YNAKOBKE U eAUHULLbI USMEPEHUA KONNYECTBA, CPOK FOAHOCTU U YCNOBUA
XpaHeHMus.

3. JlekapcTBeHHble CPeacTBa B KayecTBe CbIBOPOTOK AO/IKHbI MOCTyNaTh B obpalieHne C yKasaHuem
MBOTHOTO, N3 KPOBM, N1a3Mbl KPOBM, OPraHOB 1 TKaHel KOTOPOro OHM NOJyYeHbl.

4. Ha BTOpUYHYIO (NOTPebuTeNbCKyto) YNaKoBKY JIEKApPCTBEHHbIX CPEeACTB, MONYYEHHbIX W3 KPOBU,
naasmbl KPOBM, OPraHOB U TKaHEN YenoBeKa, AOMKHA HAaHOCMTbCS Hagnuck: "AHTuTena kK BUY-1, BUY-2,
K BUpYycy renatnta C M NOBEpPXHOCTHbIV aHTUIEeH BMpYyca renatuTa B oTcyTcTBytoT".

5. Ha nepBuYHYyl0 YMNakoBKYy WM BTOPWMYHYIO (MOTpebUTenbCKylo) ynakoBKYy paguodapmaueBTUYEecKux
NleKapCTBEHHbIX CPeACTB A0NKEH HAHOCUTLCA 3HAK PaaMaLMOHHON ONacHOCTK.

6. Ha BTOpUUHYIO (NOTpebuTenbCcKyro) ynakoBKY roMeonaTUYecKnX eKapCTBEHHbIX NpenapaTos A0/KHa
HaHOCUTbCA Hagnucb: "TomeonaTuyecknin'.



7. Ha BTOpUYHYylO (MOTPebUTeNbCKy0) YNaKOBKY JIEKAPCTBEHHbIX PACTUTENbHbIX MPEenapaToB AO/XKHa
HaHOCKTbCA Hagnuch: "MpoayKuMs NpoLna paanaunoHHbIN KOHTPOb'.

8. Ha nepBMYHYIO YNaKOBKY (€Cin AN 3TOro CyLecTBYeT TeXHUMYEecKas BO3MOMKHOCTb) M BTOPUYHYIO
(noTpebutenbcKyo) ynakoBKY /I€KapCTBEHHbIX MNpPenapaTtos, MpPeAHa3HauYeHHbIX ANA  KAUHUYECKUX
nccneaoBaHUM, A0NKHA HAHOCUTBLCA HaANKUCh: "1 KAMHUYECKUX uccnenosaHuin®.

9. YNaKoBKa JIeKapCTBEHHbIX CPeACTB, NpeAHa3HauYeHHbIX NUCKAOUNTENbHO A8 SKCNopTa, MapKUpyeTcs B
COOTBETCTBUM C TPEe6OBaAHUAMM CTPaHbI-MMMNOPTEpa.

10. Ha TpaHcnopTHyto Tapy, KOTopas He npegHasHayeHa gna notpebutenein U B KOTOPYIO NMOMELLEHO
NeKapcTBEHHOE CPeACTBO, AO/IKHA HAHOCUTLCA MHPOPMALUSA 0 HAUMEHOBaHUK, CEPUM IEKAPCTBEHHOTO
CpeAacTBa, faTe BbIMYCKA, KO/JMYECTBE BTOPWMYHBLIX (MOTPebUTENbCKMX) YMAKOBOK JIeKapCTBEHHOMO
CpeacTBa, NPoM3BOAUTE e NEKAPCTBEHHOTO CPeACTBA C YKa3aHMeM HaMMeHOBaHUA U MECTOHaXOXAeHNA
Npou3BOAUTENSA IEKAPCTBEHHOMO CpPeacTBa (agpec, B TOM yMc/ie CTpaHa U (Man) Mecto Npous3BoACTBA
NeKapCcTBEHHOTO CPeACTBa), @ TaKKe O CPOKe roAHOCTU JIeKapCTBEHHOro CpeacTBa M 06 ycnoBusAX ero
XpaHeHWsA 1 NepeBo3KK, HEobXxoanMmble NpeaynpeanTebHble HAAMUCU U MAaHUNYNATOPHbIE 3HAKM.

11. Ha nepBMYHYIO YNaKOBKY M BTOPUYHYIO (NOTPEOUTENBCKYIO) YNAKOBKY NEKAPCTBEHHbIX CPEACTB ANA
BETEPMHAPHOIo NPUMEHEHMA [ONKHA HAHOCUTLCA Hagnuch: "[na BeTepuHAPHOro NnpumeHeHua".

12. Ha BTOpUYHYIO (NOTPEbUTENbCKYIO) YNaKOBKY NeKapCTBEHHOro npenapaTta HaHOCUTCA LUTPUXOBOM
KoA.

Fnasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUMNCKYIO ®EAEPALIMIO N BbIBO3 TIEKAPCTBEHHbIX CPEACTB
M3 POCCUMNCKON ®EAEPALMN

Cratba 47. lopsdoK BBO3a JIeKAapCTBEHHbIX cpeacTB B Poccuiickylo depepaumio M BblBO3a
NeKapcTBeHHbIX cpeacTs U3 Poccuiickon Peaepaumun

1. BBO3 /fleKapcTBeHHbIX cpeacTB B Poccuidckylo degepaumio  ocyllecTBaseTcs B MNOpAAKe,
ycTaHoB/feHHOM [lpaBuTenbctBoM Poccuidickolt  depepaumu, B COOTBETCTBMM C  TaMOMKEHHbIM
3aKoHO4aTeNIbCTBOM TaMOXKeHHOro coto3a B pamKax EBpA3IC (aanee - TaMOMeHHbIW coto3) U (Man)
3aKoHogaTenbcTBOM Poccuiickoit Peaepaummn o TaMoKEHHOM gene.

2. BBosumble B Poccuiickylo ®depepaumio NeKapCTBEHHble CPEeACTBa AO/MKHbI coAeprKaTbCA B
rocy4apCTBeHHOM PEecTpe eKapPCTBEHHbIX CPEACTB.

3. OdonyckaeTtca BBO3 B Poccuiickyio deaepaumio KOHKPETHOW MapTUM 3aperncTpupoBaHHbIX U (KMan)
He3aperncTpUpPOoBaHHbIX /IEKAPCTBEHHbIX CPEACTB, NpeAHa3sHaYeHHbIX A1A NPOBEAEHUA KIUHUYECKUX
NCCNef0BaHWUI JIEKAPCTBEHHbIX NPenapaToB, NPOBEAEHUA IKCMEepPTU3bl JIEKAPCTBEHHbIX CPEACTB A/
OCYLLECTB/IEHUSA TOCYAAPCTBEHHOM PErucTpauum JieKapCTBEHHbIX MPenapaTtoB WAM AAs  OKasaHuA
MEAMLMHCKOW TMOMOLWM MO KM3HEHHbIM MOKA3aHUAM KOHKPETHOro nauMeHTa Ha OCHOBaHWUM
paspelleHuns, Bbl4AHHOTO YMNOJHOMOYEHHbIM ¢enepasbHbIM OPraHOM MWCMONHUTENLHOM BAACTU MO
3aB/IEHUAM J/IML, YKa3aHHbIX B cTaTbe 48 HacTosuwero ®eaepanbHOro 3akoHa. PaccmoTpeHue Takoro
3aAB/IeHNA W MPUHATAE pPelleHWA O Bblgaye paspelleHMs Ha BBO3 KOHKPETHOM napTuu
3aperncTpupoBaHHbIX U (MM) HE3aPErncTPMPOBAHHbIX IEKAPCTBEHHbIX CPEACTB, NpeAHasHaYeHHbIX gna
NPoBeAeHNA KAUHUYECKMX WCCNeA0BaHWMIA NIeKapCTBEHHbIX MPenapaTtoB, MNPOBEAEHMA 3KCMepTUsbl
NeKapCTBEHHbIX CPeacTB  ANA  OCYWECTBNEHMA TOCYAapCTBEHHOW perucTpauumn  NeKkapcTBEHHbIX
npenapaTtoB WAM ONA OKa3aHWA MEAUUMHCKOW MOMOLWM MO MU3HEHHbIM MOKa3aHWAM KOHKPETHOro



nauuneHTa nM6o 06 OTKase B BblAaye YKa3aHHOro pa3peLleHns Npons3BoaATCA B CPOK, HE NPeBblwakoLuit
nAaTK pabounx aHeit. MNnaTta 3a BblAAYY YKAa3aHHOTO paspelleHmns He B3UMaEeTCA.

3.1. Jonyckaetca BBO3 B Poccuitickyto Pepepaumto KOHKPETHOM NapTUM He3aperncTpupoBaHHbIX
JNIEKAPCTBEHHbIX MPENapaToB, COAEPKaALMX HAPKOTMUYECKME CpeacTBa UM NCUXOTPOMNHbIE BELLecTsa, B
nopaake, ycraHosneHHom [pasutensctBom Poccuitickon Pepepaummn, a8 OKasaHUA MeAMLMNHCKOM
NMOMOLLM MO KU3HEHHbIM NMOKa3aHMAM KOHKPETHOro nauMeHTa WUAM rpynnbl NauuMeHToB B Cayyae, ecnu
nmeeTca pelleHne BpPadyebHOM KOMMUCCUM MeAMUMHCKOM opraHusaumm o HeadPeKTUBHOCTU WUaun
HEBO3MOXHOCTU MPUMEHEHUA Y KOHKPETHOro MauMeHTa MHbIX 3aperncTpmMpoBaHHbIX IeKapCTBEHHbIX
npenapaToB, B TOM YUC/E COAEPKALLUX APpYrue AENCTBYIOWME BeLecTBa, U 0 HeobxoauMmocTM BBO3a
onpegeneHHoOro  He3aperMcTPMPOBAHHOIO  JIEKAPCTBEHHOrO  MpenapaTa € YKasaHWMem  ero
MEXKAYHAPOAHOro HEMaTeHTOBAHHOIO (MAM XMMUYECKOTO, WM TPYNNUPOBOYHOr0) HaMMEHOBAHMUS,
dopmbl  BbiNycKa M KosandectBa. [lepeyeHb 3a6oneBaHUM U COCTOAHUIM U COOTBETCTBYIOLLMX
NIeKapPCTBEHHbIX MPenapaToB, COAEepPXalLMX HAPKOTUYECKMEe cpencTBa M MCUXOTPOMHbIE BeLLECTBA, B
Lenax OCyLWecTB/eHUA MX BBO3a B COOTBETCTBMWU C TPeOOBAHMAMM HACTOALLEN YacTu yTBep:KaaeTcs
YNOAHOMOYEHHbIM deaepanbHbIM OPraHOM UCNONHUTENIbHOW BNACTU.

3.2. o 31 pexkabps 2024 roga AonyckatoTcs BBO3 Ha TeppuTtoputo Poccuiickon Pepepaumn u
obpauieHme B Poccuitickoit depepaunm € yy4eTom OCOBEHHOCTEM, YCTaHOB/EHHbIX [paBUTENbLCTBOM
Poccuiickor depepaumm, 3apermcTpMpoBaHHbIX JIEKAPCTBEHHbLIX MpPenapaToB AAa MeAUUUHCKOro
NPUMeEHEHMA B YNaKOBKaXx, NpeAHa3HaYeHHbIX 414 06palleHma B MHOCTPaHHbIX rOCyAapcTBax, B Cayyae
OedeKTypbl SIEKaPCTBEHHbIX MPEnapaToB WAW pPUCKa ee BO3HWKHOBEHWA B CBA3W C BBEAEHMEM B
OTHoLWeHuKM Poccuinckoit Pepepaumm orpaHNUYMUTENbHBIX MEP 3KOHOMMYECKOTO XapaKTepa npu yCAoBUK
COOTBETCTBMA BBO3MMbIX JIEKAPCTBEHHbIX NpenapaTtoB TpeboBaHMAM, YCTAHOBAEHHbIM NpPU  UX
pernctpauuun, 3a UCKAoYeHnem TpeboBaHUt K NepBMUYHON YyNnakoBKe, BTOPMYUHON (noTpebutenbcKoi)
YNaKOBKE, a TaKX¥e MpuM Ha/MuuM Ha BTOPUYHOMN (NOTpebuTenbcKoW) ynaKoBKe JIeKapCTBEHHbIX
npenapaToB, HaXOAALMXCA B OOpPaALLEHUM, CaMOKNEALLENCA ITUKETKMU, coaepyKallehn MHPopmaumio o
JIeKapCTBEHHOM NpenapaTte Ha PYCCKOM A3bIKe.

4. B Poccuiickyio ®deaepauumio MOXHO BBO3UTb JIEKapCTBEHHbIE CPEACTBa, KayecTBO KOTOPbIX
NOATBEPHAEHO  cepTUPMKATOM  MNPOU3BOAUTENA  NIEKAPCTBEHHbIX  CPEACTB,  Y/A0CTOBEPAIOLMM
COOTBETCTBME BBO3MMbIX JIEKAaPCTBEHHbIX CPeAcTB TpeboBaHUAM papmaKonenHbIX cTatein 1Mbo B cnyyae
NX OTCYTCTBMA HOPMATUBHOW AOKYMEHTALMMN NN HOPMATUBHOTO AOKYMEHTA.

5. 3anpewaetca BB03 B Poccuitickylo ®Peaepaumio dpanbcudUUMPOBAHHbIX NEKAPCTBEHHbIX CPEACTB,
HeL06pPOKaYeCTBEHHbIX IEKAPCTBEHHbIX CPEACTB, KOHTPAdaAKTHbIX 1EKAPCTBEHHbIX CPEACTB.

6. PanbcuPUUMPOBaHHbIE IEKAPCTBEHHbIE CPEACTBA, HeA06POKaYeCTBEHHbIE IeKapcTBEHHbIE CPEACTBa
noaneXaT M3bATMIO M MOCAeAyloleMy YHUUTOMKEHUIO WAM BbIBO3y M3 Poccuiickon Pegepaumm,
KOHTpadaKTHble SIeKapCTBEHHbIE CPEACTBA - U3BATUIO U NOCAEAYIOLEMY YHUUTOXKEHUIO. YHUUTOXKEHME
mnn  BbiIBo3 M3  Poccuiickoit  depepaumm  dpanbcMPUUMPOBAHHBIX  IEKAPCTBEHHbLIX  CPEACTB,
HeLobOpPOKAYECTBEHHbIX  JIEKAPCTBEHHbIX  CPEACTB,  KOHTPAdAKTHbIX  JIEKAPCTBEHHbIX  CPEACTB
OCYLLEeCTB/ISIETCA 3@ CYeT /MU, OCYLLeCTBMBLUENO MX BBO3. [MOPALOK YHUUTOMKEHUS WU3BATHIX
$anbCUPUUMPOBAHHBIX NEKAPCTBEHHbLIX CPEACTB, HeL0OPOKAYECTBEHHbIX JIEKAPCTBEHHbIX CPeACTs,
KOHTpadaKTHbIX JIEKAPCTBEHHbIX CPeACTB ycTaHaBAuBaeTca Mpasutensctsom Poccuiickoli depepaumm.

7. mua, ocywecTteaaowme BBo3 B Poccuiickyto deaepaumio GpanbcudULMpPoBaHHbIX JIEKAPCTBEHHbIX
CpeacTB, Hef0bPOKAYECTBEHHBIX JIEKAPCTBEHHbIX CPEACTB, KOHTPAdaKTHbIX /IEKAaPCTBEHHbIX CPEACTB,
HecyT OTBETCTBEHHOCTb B COOTBETCTBMM C TAaMOMKEHHbIM 3aKOHOAATe/IbCTBOM TaMOMKEHHOro Cok3a U
(nnn) 3akoHopaTenbcTBOM Poccuiickolt Pegepaumm 0 TaMOXKEHHOM aene.

8. BblBO3 NeEKapCTBEeHHbIX CpeAcTB M3 Poccuiickon deaepauumn ocywecTsasetca 6e3 npumeHeHun
OrPaHWYEHUI, YCTAHOB/MEHHbIX TaMOMEHHbIM 3aKOHOAATE/NbCTBOM TaMOMKEeHHOro cotsa u (uau)



3aKoHogaTenbCcTBOM Poccuiickoii degepaumm O rocyaapcTBEHHOM PeryiupoBaHWM BHELIHETOProBoM
AeATeNbHOCTH.

9. BBoA, B rpakOAaHCKM 06OPOT JIEKAapPCTBEHHbIX MpenapaToB A8 MeAULMHCKOIo MNpPUMEHeHus,
BBE3eHHbIX B Poccuitckyto Peaepaumio, ocyllecTsaserca ¢ cobniogeHmem tpeboBaHWM, YCTaHOBAEHHbIX
ctaTbelt 52.1 HacTosawero PeagepanbHOro 3akoHa.

Cratba 48. lOpuauyeckme nmua, KOTOPbIM paspelleH BBO3 JIEKAPCTBEHHbIX CPeacTB B POCCUMMCKYIO
depgepaunto

NekapcTBeHHble cpeacTsa B Poccuiickyto degepaumio MoryT BBO3UTD:

1) nponssoauTenn NeKapCTtBeHHbIX CpeacTts AOnAa u,eneﬁ CO6CTBEHHOTO npon3sBoAcCTBa /IEKAPCTBEHHDbIX
cpeAacTs,

2) WHOCTpaHHble pPa3paboTUMKM  NEKAPCTBEHHbLIX CPeAcTB M MHOCTPaHHble  MPOU3BOAUTENN
NeKapCcTBEHHbIX CPeACTB WU ApYyrve opuanyeckme anua no nopyyYeHuto paspaboTymKka NekapcTBEHHOMo
CpeAacTBa ANa NpPoBeAeHUA KAMHUYECKUX MCCNeA0BaHMIA NeKapCTBEHHOMO npenaparta, OCyLWecTBAeHUA
rocy4apCTBEHHOW  PErucTpauum  NeKkapcTBEHHOrO npenapata, BKAOYEHMA  dapMaLeBTUYECKON
cybCTaHUMM B roCyAapCTBEHHDbIN peecTp NeKapCTBEHHbIX CPeaCTB, KOHTPOA KayecTBa JIeKapCTBEHHbIX
CPeACTB NpU HaMUYNKM PaspeLleHmns YNnolHOMOYEHHOro deaepanbHOro opraHa UCMOHUTENbHOMN BAAcTU
Ha BBO3 KOHKPETHOM NapTuUM SIeKapCTBEHHbIX CPeACTs;

3) opraHM3aLMn ONTOBOM TOProB/N JIEKAPCTBEHHbBIMU CPeACTBaAMMU;

4) Hay4YHO-MCCneaoBaTe/IbCKME OpraHM3aunmn, obpasoBaTesibHble OpraHn3auumn Bbiclwero obpasosaHus,
NPOu3BOAUTENIN NIEKAPCTBEHHbIX CPEACTB A8 Pa3paboTKW, UcCcnedoBaHUA, KOHTPOIA 6e30nacHoCTH,
KayectBa, 3¢HEKTUBHOCTU NIEKAPCTBEHHbIX CPEeACTB MPU HaAUYyUM paspelleHUs YNnoJAHOMOYEHHOTO
denepanbHOro opraHa UCMOJIHUTE/IbHOM BNaCTy;

5) MmegnunHCKne opraHmsauunmn, MHble yKasaHHbIE B MYHKTAX 1-4 HaCTOFILLI,Eﬁ CTaTbh opraHn3dauunn ona
OKa3aHwuA MEAMMMHCKOﬁ nomown nNo XM3HEeHHbIM NMOKa3aHMAM KOHKPETHOro nauuneHTa npun Haan4dunm
pa3pewieHnA ynoJIHOMOYEHHOrIo d)ep,epaanoro OpraHa WCNO/IHUTENbHOM BNACTM Ha BBO3 KOHKpETHOVI
NapTnMn nekapCcTtBeHHOro npenapara, BblAaHHOTO B YCTAHOB/IEHHOM MOpPAAKE B cbopN\e 9/1EKTPOHHOTIO
AOKYMeEHTa, NnoANUCaHHOro YCM/'IeHHOﬁ KBal'IMd)VILl,MpOBaHHOﬁ 3!'IeKTp0HHOl71 noanuncobio;

6) rocygapcTBeHHble YHUTapHble NpeanpuATMA, UMYLLECTBO KOTOPbIX HaxoguTca B denepanbHOM
cobcTBEeHHOCTM, onpegensembie [paBuTenbctBom Poccuitickoli depepaummn, B 4YacTM BBO3a B
Poccuiickyto  ®depgepaumio  He3aperncTpMpoBaHHbIX  JIEKAPCTBEHHbIX MPEenapaToB, COAEPXKALLMX
HAPKOTMYECKME CPeAcTBa MU MNCUXOTPOMHbIE BeLWECcTBa, ANA OKasaHWAa MeAMUMHCKOM MOMOLWM Mo
KU3HEHHbIM NOKA3aHUAM KOHKPETHOro nauueHTa Wam rpynnbl NauMeHToB B COOTBETCTBMM C YacTbio 3.1
cTatbk 47 HacToAwero PenepanbHOro 3aKoHa.

CraTba 49. [lokyMeHTbl, NpeAcTaBaseMble B TAMOXKeHHble opraHbl Poccuiickolt deaepaunm npu Beose
NeKapcTBeHHbIX CpeacTs B Poccuiickyto Peaepaumio

1. Mpwu BBO3€e NeKapCTBEHHbIX cpeacTs B Poccuiickyto Pegepalmio B TaMoMKeHHble opraHbl Poccuiickoit
denepaumn  Hapagy C JAOKYMEHTamMW, npeacTaBAeHMe KOTOpbIX MNPeasycMOTPEHO TaMOMKEHHbIM
3aKOHO4ATEe/NIbCTBOM TaMOMKEHHOro coto3a M (MaM) 3akoHogaTenbcTBOM Poccuiickoit depepaummn o
TaMOXEHHOM gene, NpeacTaBAAOTCA caeayowme AOKYMEHTbI:

1) cepTMdUKaAT NPOM3BOAUTENA IEKAPCTBEHHOIO CPEeACTBa, YAOCTOBEPAIOLULMIA COOTBETCTBME BBO3UMOTO
NeKapcTBEHHOTO cpeacTBa TpeboBaHMAM dapmaKkonenHon ctaTbn AMb6O B Clyd4ae ee OTCYTCTBUA
HOPMaTMBHOM AOKYMEHTAUMMN UAN HOPMATUBHOIO AOKYMEHTa;



2) paspelweHne ynoaHomo4YeHHOro ¢eaepanbHOro opraHa MCNOAHUTENbHOM BAacTM Ha BBO3
KOHKPETHON MNapTUK /IeKapCTBEHHOro CPeAcTBa B C/yYasX, YCTaHOB/EHHbIX 4acTbio 3 ctatbu 47
HacTosLero PefepanbHOro 3aKoHa.

2. [JoKyMeHTbl, YKa3aHHble B MyHKTax 1 1 2 yactn 1 HacToALLel cTaTbM, NPeACTaBAAIOTCA B TAMOXKEHHbIE
opraHbl Poccuiickoit Peaepaummn npu npmbbITUM NeKapCTBEHHbIX CpeacTs B Poccuiickyto Peaepaumio.

Cratba 50. BBO3 ieKapcTBeHHbIX NpenapatoB B Poccuitckyro Peaepaumio Ana IMYHOTO UCMOb30BAHUA U
MHbIX HEKOMMEpPYECKMX Lenei, a TaKXKe A48 WUCNO/Ib30BaHMA Ha TeppUTOpPUM MeXKAyHapOoAHOro
MeAVUMHCKOro Knacrepa

1. NNekapcTBeHHble NpenapaTbl MOryT HbiTb BBE3eHbI B Poccuiickyto Pepepaunto 6e3 yyeta TpeboBaHui,
npeaycMOTpPeHHbIX YacTamn 1 - 4 ctatbu 47, ctatbamm 48 1 49 HacToAwero ®enepaibHOro 3aKOHa, ecnun
OHM NpegHasHayeHbl JNA:

1) nAn4YHOro Mcnosb3oBaHUA GUIMYECKMMU NnLAMK, NpubbIBWMMK B Poccuiickyio deaepauymto. Mpu
3TOM BBO3 B Poccuiickyto ®eaepaLumio NEKapCTBEHHbIX NPenapaTos, COAEPKALWMX CUNbHOAENCTBYIOWMNE
N (Mnn) apoBUTbIe BELLECTBA, BK/IKOYEHHbIE COOTBETCTBEHHO B CMMUCOK CUbHOAENCTBYIOLIMX BELLECTB
ONs uenen yrosioBHOro 3akoHogaTenbctsa Poccuiickot degepaumm M B CNUCOK A40BUTLIX BELWECTB AN
uenen YyrosoBHOro 3aKoHodaTesbCcTBa Poccuiickoit depepaumnu, yTBep)KaeHHblie [1paBUTENbCTBOM
Poccuitckoii depepalimm, OCcyLLLECTBAAETCA NPU HAaAUYUKN AOKYMEHTOB (3aBEPEeHHbIX KOMUI JOKYMEHTOB
WUAWN 3aBEPEHHbIX BbIMMCOK M3 HUX), MOATBEPXKAAOLWMX HaszHayeHue GpU3MYECKOMY NIULY YKa3aHHbIX
JIeKapCTBEHHbIX MPEenapaTtoB (3a UCKAOYEHMEM JIeKapCTBEHHbIX MPEnapaToB, 3aperncTpUpPOBaHHbIX B
Poccuiickoin depepaummn n otnyckaembix B Poccuinickon depepaumm 6e3 peuenta Ha J1€KAPCTBEHHbIN
npenapar). NoaTeepKaatowine AOKYMEHTb! (MX 3aBepeHHbIe KOMUU AN 3aBEPEHHbIe BbIMUCKU U3 HUX)
OOJ/IKHbI cofiepaTb CBEAEHMA O HaMMEHOBAaHUM W KOJMYECTBE Ha3HAYeHHOro JIeKapCTBEHHOrO
npenaparta. B cnyyae, ecnv noareepxaatowmMe AOKYMEHTbl (MX 3aBepeHHble KOMWUM WU 3aBEpPEeHHble
BbINMUCKM U3 HMX) COCTaB/NIEHbl HA MHOCTPAHHOM f3blKe, K HUM MpuaaraeTca HoTapmaibHO 3aBEPEHHbIM
nepesBo/, Ha PYCCKUM A3bIK;

2) ncnonb3oBaHUA PaboTHUKaMKN AUNAOMATUUYECKOrO KOpMyca UAU NPeacTaBUTEN MU MeXAYHapOaHbIX
OopraHM3aUui, akkpeanToBaHHbIX B Poccunintckon ®egepaumm;

3) NevyeHMs Nacca)KMpoB M YNEHOB 3KUMAXKEN TPAHCMOPTHbLIX CPeACTB, Noe3gHbix bpurasg U BoguTenen
TPaHCMNOPTHbIX CPeACTB, NpMbbIBLINX B Poccuiickyto deaepaumio;

4) neyeHWA YYACTHUKOB MEXKAYHAPOAHbIX KY/AbTYPHbIX, CMOPTMUBHbLIX MEPOMNPUATUA U YYaCTHUKOB
MeXKAYHaPOAHbIX SKCNeanUnii;

5) neyeHUs KOHKPETHbIX XMBOTHbIX B 300MapKax, 300Cafax, LMPKax, OKeaHapuymax, genbduHapusax,
NleYeHna OMKUX KUBOTHbIX, MOCTOAHHO WAM BPEMEHHO HACeNsWwmMx TeppuToputo Poccuiickomn
depepaunn, HaxogAWMXCA B COCTOAHMM eCcTeCTBEHHOIM cBo6OAbI M MpPUHAZNEXAWMX K BUAAM,
3aHeceHHbIM B KpacHyto KHUry Poccuitickoint deaepaumm n (MAmn) KpacHble KHUMM cybbekToB Poccuitckoi
depepaunn, a TakKe KMBOTHbIX, BBO3MMbIX B Poccuitckyto ®egepaumio ANA y4actTua B CNOPTUBHbBIX U
3peNILLHbBIX MEePONPUATUSAX;

6) MCNOJ1Ib30BaHNA Ha TEPPUTOPUN MeXAYHAPOOLHOTIo MeAULMHCKOIO Knacrepa.

2. B cayyasx, npedycMOTPEHHbIX 4acTblo 1 HacToAlein CTaTbW, AOMYCKAaeTca BBO3 B POCCMIACKYHO
desepaumio NeKapCcTBEHHbIX NPenapaTos, He 3aperncTpupoBaHHbIX B Poccuiickon deaepauuu.

3. JlekapcTBeHHble NpenapaTbl, NpeAHasHayeHHble AAA ymaHWTapHOM nomolwm (cogencTema) mam
NOMOLWM MpPM 4pe3BblYalHbIX CUTyauusax, BBO3ATCA B Poccuitickyio depepaumio B MNOPAAKe,



ycTaHoB/feHHOM [paBuTenbctBom Poccuiickonn Pegepaumn. 3anpeuwiaetcs BBo3 B Poccuiickyto
degepaumio  Hes3apernmcTpMpoBaHHbLIX  JIEKAPCTBEHHbIX  MPenapatos, MpeAHasHa4YeHHbIX  AAaA
rymaHuWTapHOM nomoLum (coaencTema) Man NOMOLLM NPU YPe3BbIYANHbIX CUTYaLMAX.

Cratba 51. CoTpyaHudectBo ¢denepasibHOrO opraHa WMCMOJIHUTE/IbHOM BAACTW, YNOJHOMOYEHHOro B
06/1aCT TaMOXKEHHOro gena, U APYrnx ynosIHOMOYEHHbIX deaepanbHbIX OPraHOB WCMOJIHUTE/IbHOM
BNACTU

1. YnonHomoueHHble deaepasibHble OpraHbl UCMOHUTEIbHOM BNACTU NPeaoCTaBAAT B pacnopaxeHme
denepanbHOro opraHa WMCNOJHUTENbHOM B/IAaCTW, YNOJHOMOYEHHOro B 06/1aCTM TaMOXKEHHOro Aena,
rocyapCcTBEHHbIM peecTp NIEKapCTBEHHbIX CPeacTB, a TakKe MHOOPMALMIO O BblAaHHbIX PaspelleHmax
Ha BBO3 KOHKPETHOW NapTUU NIeKAPCTBEHHbIX CPEACTB B C/AyYasX, YCTAHOBAEHHbIX YacTbio 3 cTaTbu 47
HacTosiwero PegepanbHOro 3akoHa.

2. PepepanbHbl OpraH UCMOAHUTENLHOM BACTWU, YNOAHOMOYEHHbIN B 0BNACTV TaMOMKEHHOIO Aena,
MHPOPMMPYET YKa3aHHble B 4YacTM 1 HacToAwen cTaTbM YNOJHOMOYEHHble denepasnbHble OpraHbl
WCNONHUTENbHOM BAACTM O BBO3€ JIEKAPCTBEHHbIX cpeacts B Poccuiickyto depepaumio U BbiBO3E
NIeKapCTBEHHbIX cpeacTB M3 Poccuiickon Pepepaumm no dopme M B NOpsAAKe, KOTOPbIe YCTAHOB/EHDI
Mpasutenbctsom Poccuiickon ®epepaymn.

nasa 10. PAPMAUEBTUYECKAA OEATE/IBHOCTb
Cratba 52. OcyuwecTsneHne papmaL,eBTUYECKON AeATEbHOCTH

1. ®dapmaueBTMYECKan AOeATe/NbHOCTb  OCYLLECTBAAETCA  OpraHM3auMaMKW  ONTOBOW  TOProB/M
JIeKapCTBEHHbIMM  CPeACTBaMW,  anTeYHbIMM  OPraHM3aumsamMK,  BETePUHAPHbIMKM  anTeYHbIMU
OpraHvM3aumMaAMK,  UHAMBUAYANbHbIMUM  NPeaAnpUHUMATENMU,  UMEKWUMM  JIMLEH3UI0  Ha
bapmaueBTUYECKYIO AeATeNbHOCTb, MEOUUMHCKUMWU OPraHuM3aumsaMmn, MMEWUMN NIULEH3UI0 Ha
dbapmaueBTUYECKYIO AeATeNbHOCTb, M WX 060cobneHHbIMX noapasaeneHuamn (ambynatopuamu,
denbalepckumm 1 GenbaliepcKko-akyLIepCKUMM  MYyHKTaMK, LeHTpamu (oTaeneHusamu) obluen
BpauyebHol (cemeiHOl) NPaKTUKKU), PACMONOMKEHHbIMW B CEAbCKMX HACe/NeHHbIX MYHKTax, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHM3auun, U BETEPUHAPHLIMU OPraHM3aUMAMMK, UMEIOLLMMWN NULLEH3UIO Ha
dbapmaueBTUYECKYIO AEATENbHOCTb.

2. ®usmyeckme Mua MOTyT OCYLW,eCTBNATb d)apMaLI,EBTVI‘-IECKyPO AeATeENbHOCTb NPU HaNM4YMUK BbICLLETO
nnn cpeaHero d)apN\au,eBTqucr(oro O6pa3OBaHMﬂ n CepTMd)MKaTa cneunanncra, BbiClero nam cpeagHero
BeTepunHapHoOro O6pa3OBaHMﬂ n CepTMd)MKaTa cneunanncrta, a TaKXe BbiClLero wan cpegHero
MmeanunHCKOro O6pa3OBaHMFI, CepTMd)MKaTa cneunanncta U JonosIHUTENbHOro I'IpOd)ECCMOHaJ'IbHOI'O
O6pa3OBaHMﬂ B 4acCTn pO3HVILIHOﬁ TOProB/n NeKapCTBeEHHbIMU NpenapaTtamn nNpn ycnosnnm mx pa6OTbI B
060C06N1EHHbIX nogpasgeneHnax meanumnHCKnx OpFaHM3aLl,Ml71, YKa3aHHbIX B 4aCTU 1 HaCTOFlLU,eVI CTaTbw.

Cratbs 52.1. BBOA, B rpa)kgaHCKWiA 0OOPOT /IeKapCTBEHHbIX MNpenapaTtoB Aad MeaUUMHCKOro
npnmeHeHuA

1. Nepen BBOAOM B FpaKgaHCKMI 060POT KarKAON CEPUM UAWN KaK[oM NapTUM MPOM3BEAEHHOTO B
Poccuiickolt  depepaumy  fleKapcTBEHHOro npenapata  ANA  MeOUUMHCKOTO  NPUMEHeHus, 3a
UCK/IIOYEHNEM  MMMYHOBMOJ/IOTMYECKMX  NIEKAPCTBEHHbIX  NpenapaToB, MPOU3BOAUTENb  TaKOro
NleKapCcTBEHHOTO npenapaTta npeacTtaBaser B denepanbHbli  OpraH  MCMOJAHUTENIbHON  BAACTMH,
OCYLLECTBNAOWMIA  GYHKUMM MO KOHTPOMO W Haz3opy B coepe 34paBOOXPAHEHUS, AOKYMEHT
NpoM3BOAUTENA NEKAPCTBEHHOMO CPEACTBA, MOATBEPKAAIOWMIM KauecTBO 1IeKapCTBEHHOTO Npenapara, 1
noAatBepXaeHne YNOJAHOMOYEHHOrO /Mua NPOU3BOAMTENA NEeKapCTBEHHbIX CPeACTB COOTBETCTBMSA
NleKapcTBeHHOro npenapaTa TpeboBaHNAM, YyCTaHOB/IEHHbIM NPU ero rocy4apcTBeHHON perncTpaumm.



2. Nepen BBOAOM B rpaxKAaHCKUIA 060POT KaXKaolh cepum Namn Kaxaon naptum BBO3MMOro B Poccuinckyto
denepaunio NeKapcTBEHHOro npenapaTta A48 MeAULMHCKOrO MNPUMEHEHUsi, 33 WCKAYEHUEM
UMMYHOBMONOTMUYECKUX  NIEKAPCTBEHHbIX  MpenapaToB, OpraHM3aums, OCYLLecTBiAloWaa BBO3
NleKapcTBeHHOro npenapata B Poccuitckyto ®Pepepauumio, npeacraBnseTr B denepanbHblii opraH
WCMOJIHUTE/IbHOM  BAAaCTW, OCyLecTBAAOWMA GYHKUMM NO KOHTPOAKO W  Haasopy B coepe
3[paBOOXpaHEHMUA, cepTUPUKaAT NpPoOM3BOAMTENA JIEKAPCTBEHHOTO CPEACTBa, YAOCTOBEPAOLWMIA
COOTBETCTBME BBO3MMOIO J/1IeKApPCTBEHHOro npenapaTta TpeboBaHMAM dapmaKonenHon cTaTbu, a B
cnyyae OTCyTcTBMA  dapmaKonemHom cratbM TpeboBaHMAM HOPMATMBHOM  AOKyMEHTauuu, U
noaTBepKAeHMe NPeacTaBUTEeNs OpraHM3auMu, OCYLLECTBAAIOWEN BBO3 JIEKAPCTBEHHOMO npenapaTta B
Poccuitckyto Pepepaumio M yNoAHOMOYEHHON WMHOCTPAHHbIM MPOM3BOAMTENIEM JIEKAPCTBEHHbIX
CpeacTB, COOTBETCTBUS BBO3MMOTO JIeKAPCTBEHHOrO NpenapaTta TpeboBaHUAM, YCTaHOBAEHHbIM NpU ero
rocy4apcTBEHHOM perucrpaymu.

3. MopagoK NpeacTaBNeHWAa B COOTBETCTBMM C YacTAMM 1 M 2 HacToAweW CTaTbM [AOKYMEHTOB M
CBEAEHUIN O NEeKapCTBEHHbIX MpenapaTax, BBOAMMbIX B TpaKZaHCKM 060poT, ycTaHaBAMBaeTcA
MpasutenbcTBom Poccuiickoi ®eaepaumn.

4. B OTHOWEHMWM nMepBbIX Tpex Ccepuid UAM NapTU  NIeKapCTBEHHOro MpenapaTa, Bnepsble
npoussegeHHoro B Poccuiickont denepaumm Mnm Bnepsble BBO3MMOro B Poccuiickyto Pepepaumtio, B
denepanbHbIit opraH UCNONHUTENBLHOW BNACTWU, OCYLLECTBAAIOWMA GYHKLMMU MO KOHTPOO U Haa30py B
chepe 34paBOOXpPaHEHMA, AOMOJHUTENbHO NPEACTaBAAETCSs MNPOTOKOA WCMbITAHUA O COOTBETCTBUM
CEPUN MAWM NAPTUM NIEKAPCTBEHHOFO Mpenapata Aaa MeAMUMHCKOro MNPUMEHEHMA MoKasaTensim
KayectBa, MpefyCMOTPEHHbIM HOPMaTUBHOW [OKyMeHTauuen (ganee - MPOTOKON UCMbITaHUN),
NPOBOANUMBIX aKKPeAUTOBAHHbIMM B COOTBETCTBMM C 3aKOHOZATeNbCTBOM Poccuitckoit ®epepaumm 06
aKKpeauMTauMm B HaLMOHANbHOW CUCTEME aKKpeguTaumm denepanbHbIMU  FOCYAAPCTBEHHbLIMU
6L0OKETHBIMU YUpeXAEHMAMMU, NOABEAOMCTBEHHbIMM peaepanbHOMY OpraHy UCMOIHUTENbHOM BAACTH,
ocyuwiecteasowemy GyHKUUM No BbIpaboTKe M peanmsaumm rocyaapcTBeHHON NOANTUKM U HOPMATUBHO-
NpaBoOBOMY perynMpoBaHuio B chepe 34paBoOXpaHeHus, U deaepasbHOMY OpraHy WUCNOAHUTENbHOM
B/1ACTU, ocylecTBaAoWeMy GyHKUUM MO KOHTPOAO U Haa3opy B chepe 3apaBooxpaHeHus. Mopsaaok
Bbl4aun yKasaHHbIMM ¢denepasbHbIMU TOCYAAPCTBEHHLIMU BIOAMKETHBIMU YUYPEKAEHUAMU OAHHOTO
NpoToKkona M pasmep naaTbl 3a €ro Bblgady ycTaHaBaAuBatoTca [lpaBuTenbcTBom Poccuiickoi
depepaunn.

5. ExXerogHo He nosgHee 1 ¢deBpana Npou3BOAUTENM NIEKAPCTBEHHbIX CPEACTB WAM OpraHM3aumu,
OCYLLECTBAAIOWME BBO3 JIEKAPCTBEHHbIX NpenapaToB B Poccuiickyto depepaumio, NpeactaBaaioT B
denepanbHbIii opraH UCNOMHUTENbHOW BAACTU, OCYLLECTBAAIOWMI GYHKLMM MO KOHTPOAIO M Hag3opy B
cdepe 34paBoOOXPaHEHUSA, NPOTOKON UCMbITAHWI NOCTYNUBLLEFO B TEYEHME ro4a B rpaxkaaHCcKuii obopot
NleKapcTBEHHOTO MpenapaTta KOHKPETHOro npous3BoauTeNns (Ha OAHY Cepuio Kaxgoro TOProBoro
HaUMEHOBaHUA C YYeTOM JIeKAapPCTBEHHON GOPMbI U L03UPOBKK), NMPOBOANMbIX aKKPeaUTOBaHHbIMU B
COOTBETCTBMM C 3aKOHOAATeNbCTBOM Poccuiickoli depepaumm 06 akkpeauTauum B HaLWMOHA/bHOM
cucTeMe akKpeauTaLmm UcnbiTaTeibHbIMK labopatopuamm (LeHTpamm).

6. Mpon3BoANTENN NEKAPCTBEHHbIX CPEACTB MAN OpPraHMn3aLym, OCYLLEeCTBAAIOLLME BBO3 IEKAPCTBEHHbIX
npenapatoB B Poccuitckyio depepaumio, He MeHee 4YeM 3a OAWH o4 A0 NAaHMPYEeMbIX
NPUOCTAHOBAEHMSA WAW MPEKpPalleHna MPOM3BOACTBA /IEKAPCTBEHHbIX NPenapaTos WAM UX BBO3a B
Poccuiickyto ®depepaunto yBegomMnstoT 06 3Tom ¢deaepanbHbli OpraH MCMOJIHUTENbHOM BAACTy,
OCYLLECTBAAIOLWMI GYHKLMM NO KOHTPOJIIO U Hag3opy B chepe 34paBoOXpaHeHUA U dpeaepasnbHbli opraH
WCMONHUTENbHOW  BNACTM,  OCYLLECTBAAWMN  GYHKUMM N0 JINLEH3MPOBAHUIO  NMPOM3BOACTBA
NleKapCTBEHHbIX CPeacTs.

7. BBOA4, B rpaxAaHCKuUiA 06OPOT KaxKAOW Cepum UM Kaxkgon naptMm MMMYHOBMONOrMYecKoro
NleKapcTBeHHOro npenapaTta, nponsseaeHHOro B Poccuiickoit Peaepaummn nam BBO3MMOro B Poccuinckyto
denepaumio, OCYLLECTBAAEGTCA HA OCHOBAHUWM paspelleHus, BblAaHHOro deaepanbHbIM OpPraHoOM
MCMONHUTENbHOW BANACTM, OCYLLECTBAAIOWMM OYHKUMM MO  KOHTPOAKO W Haa3opy B coepe



31paBoOOXPaHEHNA, Ha OCHOBaHWW BblAaHHOTO ¢deaepanbHbIMU FOCYAaPCTBEHHbIMU BIOAMKETHBIMMU
YUPEKAEHMAMM, YKa3aHHbIMM B YacTM 4 HaACTOALLEN CTaTbM, 3aK/AOYEHUA O COOTBETCTBUU CEPUU WU
napTMmM MMMYHOBUONOrMYECKOro NEKapCTBEHHOro npenaparta TpeboBaHUAM, YCTaHOBAEHHbIM MPU ero
rocyaapcTBeHHoOW perncrtpauuu. NMopaaok BbiAaun paspeLlleHns Ha BBOJ, B rpa*kAaHCKMin 060poT cepun
WA  NapTUM  MMMYHOBMOIOTMYECKOTrO JIeKapCTBEHHOrO nMpenapaTta, a TaKKe MopsafoK BblAauu
YKa3aHHOrO 3aK/loYeHUss M pa3mep Naatbl 3a €ro Bblgadyy ycTaHaBaAuBakoTca [paBUTENbCTBOM
Poccuiickoin Peagepaunn.

8. 3a HenpeacTaBNeHME WAWM HECBOEBPEMEHHOe MpeAcTaBleHMe [OOKYMEHTOB UM CBeAeHWN,
npeaycMoTpPeHHbIX Yactamn 1, 2, 4, 5 1 6 HacToALen cTaTbi, NPOU3BOAUTENN NEKAPCTBEHHbIX CPEACTB U
OpraHusaLmmn, oCyLLEeCTBAAIOWME BBO3 JIEKAPCTBEHHbIX NpenapaTtoB B Poccuiickyto Pegepaumto, HecyT
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAaTeNbCcTBOM Poccuinckoit degepaumn.

9. MpeacTaBneHNe AOKYMEHTOB M CBEAEHWUM, NpeayCMOTPEHHbIX YacTamn 1, 2 u 4 HacToAwel cTaTby, U
nosiyyeHMe NPeAyCMOTPEHHOro YacTblto 7  HacToAWeM cTaTbM  paspelleHMsa Ha  BBOA,
MMMYHOOMONIOTMYECKOTO /IeKAPCTBEHHOrO MpenapaTa B rpaXkgaHCKuii obopoT He Tpebytotca B
OTHOLWIEHUM IEKAPCTBEHHbIX MPENapaTtoB, MNpPeAHA3HA4YeHHbIX AN MNPOBEAEHMA  KAMHUYECKMUX
nccnenoBaHM NIeKAapCTBEHHbIX MPenapaToB, MPOBEAEHUA 3KCMEPTU3bl SIEKAPCTBEHHbIX CPeaCTB As
OCYLLECTBNIEHMA TOCY4APCTBEHHON PErucTpaumm NeKapCTBEHHbIX MPenapaToB, a TaKKe B OTHOLWEHWUMU
He3aperncTpMpPoOBaHHbIX IEKAPCTBEHHbIX NPenapaTos, NpeaHa3HaYeHHbIX A1 OKa3aHMA MeaUUMHCKOM
nomown nNo XM3HEeHHbIM NMOKa3aHMAM KOHKPEeTHOro nauueHTa Waun rpynnbl NaumMeHToB, BBO3UMbIX B
Poccuiickyio Pepepaunio B cOOTBETCTBMM C YacTamu 3 u 3.1 ctatbu 47 Hactosawero PeaepanbHoro
3aKOHa.

10. Mpu BbIABAEHUM B TPaXKAaHCKOM 0b60poTe cepurm WAW MNapTUM JIEKAPCTBEHHOrO npenaparta,
OOKYMEHTbl M CBEAEHUA O KOTOPbIX, NPeaycMOTpPeHHble 4Yactamu 1, 2 n 4 HacToAwel CTaTbM, He
npeacrtassieHbl B ¢defepasibHblit OpraH WCMOJIHUTE/IbHOM BAAcTU, OCYLECTBAAWMI GYHKUMM NO
KOHTPO/IIO U Haa3opy B cdepe 34paBOOXpPaHEHMA, MO0 cepun UAK NapPTUU MMMYHOBMONOrMYECKOTO
JIeKapCTBEHHOrO MpenapaTa, He MWMeWMUX paspeweHns Ha BBOA, B TPaxkAaHCKUA 060porT,
NpeaycMOTPEHHOIO 4acTblo 7 HacTosleN cTaTbM, ¢eaepasbHbii OpraH WCNOJIHATENbHOM BAACTH,
OCYLLECTBAAOWMA GYHKUMM NO KOHTPOMO W Hapgsopy B cdepe 34paBOOXpaHEHUs, B MOPAAKE,
ycTaHoBneHHoM [MpaBuTenbctBom Poccuiickoit Pepepaummn, NpUHUMaET pPeLlEHWE O MpPeKpalLeHUn
rpakfaHckoro obopoTa TakUX cCepum UAM NapTUM A0 NpPeacTaBNeHUs YKa3aHHbIX OOKYMEHTOB U
cBefieHnn 1Mbo NonyyYeHUn yKasaHHOro paspelleHus.

Cratba 53. [Mpopaxa, nepefdadya NeKApCTBEHHbIX CPEACTB OpraHM3auMaMyM OMTOBOM TOProBAu
NeKapcTBEHHbIMUN CPeACTBaMM

1. OpraHu3auumn ONTOBON TOProBAW NEKAPCTBEHHbIMU CPeACTBaMM MOTYT OCYLLECTBAATb NPOAAXKY
NIeKapCTBEHHbIX CPeaCTB WAW nepedasaTb WX B YCTaHOB/JEHHOM 3aKOHOAATENbCTBOM PoccuicKoi
depepaunn nopsaake (3a uckoveHnem GpapmaueBTUYECKON cybCcTaHUMKM cnupTa 3STUI0BOrO (3TaHoNa):
1) apyrum opraHusaLmMsam ONTOBOM TOProBAN NEKAPCTBEHHbLIMMU CPeACTBaMY;

2) npon3BOANTENAM NIEKAPCTBEHHbIX CPeACTB AN1A Lefieit MPpoM3BOACTBA JIEKAPCTBEHHbIX CPeACTB;

3) anTeyHbIM OpraHn3auMsaAM 1 BETEPUHAPHbIM anTeYHbIM OpraHU3aLMAMm;

4) HAy4YHO-NCcnenoBaTe/IbCKMM OpraHmn3aumam ana Hay‘-IHO-l/ICC}'Ie,CI,OBaTEJ'IbCKOﬁ pa6OTbI;

5) MHOnBMAYaAbHbIM NpeanpUHMUMaTeNnam, UMerWmnm TMUEH3UNIO Ha d)apmau,eBTquCKyro AeATeNbHOCTb
NN NTNUEH3NI0 Ha MeANUNHCKYIO OeATENIbHOCTb;



6) MeAULMHCKMM OpraHu3aumsam, B TOM YMCAe CO3AaHHbIM U 3aPerMcTpUpoBaHHbIM B COOTBETCTBUM C
3aKOHOMATENbCTBOM  MHOCTPAHHOrO  rocyaapctea - uneHa OpraHus3aumnm  3KOHOMMYECKOro
coTpyaHMYecTBa M Pa3BUTMA  MHOCTPAHHLIM  OPUAMYECKMM  AnLAM,  WUHAUBUAYA/bHbIM
npeanpuHUMaTenam, ABAAIOWMMCA yY4aCTHUKaMM NPOeKTa B COOTBETCTBMU ¢ PeaepanbHbiM 3aKoHOM 'O
MeXAYHAapOAHOM MeAMUMHCKOM KacTepe U BHECEHUW M3MEHEHWUN B OTAEe/bHble 3aKOHOoZaTesibHble
akTbl Poccuinckon ®epepaunmn”, n BeTepUHapPHbIM OpPraHn3auuam;

7) opraHuMsauMam U UHAMBUAYaNAbHbIM NpeAnpuHUMATENsM, OCYLLECTBAAIOWMM pa3BefieHune,
BblpallMBaHNE U COAEPKAHUE KUBOTHbIX (33 WCKAOYEHMEM NPOAANKN WM  GapMaL,eBTUYECKUX
cybCcTaHUMn UK MX Nepeaaun).

2. OpraHu1sauun ONTOBOM TOProB/IM NIEKAPCTBEHHBIMU CPEeACTBAMM He BMpPaBe OCYLLECTBAATb NPOAANKY
(nepepgayy B yCTAHOBJEHHOM  3aKOHOAATeNbCTBOM  Poccuiickon  degepauun  nopsake)
dapmaLeBTMUYECKOMN CyBCTaHUMKM CNMpTA STUAOBOrO (3TaHONA).

CtaTbs 54. NpaBnna oNnToBOM TOProBAM NEKAPCTBEHHbIMM CPEACTBAMMU

1. OnToBaA TOProBAA  NEKApPCTBEHHbIMM  CPeACTBaMW  OCYLLECTBAAETCA  NPOU3BOAMTENSAMMU
NIeKapCTBEHHbIX CPeACTB M OpraHM3auMAMM ONTOBON TOProOBAM JI€KAaPCTBEHHbIMW CpeacTBamu no
npasuaam Hagneskallein ANCTPUBLIOTOPCKOM NPaKTUKN U NpaBuiamM HaaexKallel NpakTUKU XpaHeHus
M NEepeBO3KWM /IeKapCTBEHHbIX NPEnapaTos, YTBEP)KAEHHbIM COOTBETCTBYIOLMMM YMNOJAHOMOYEHHbIMU
denepanbHbIMU OpraHaMmm UCNONHUTEIbHOW BAACTH.

2. OpraHusauma OnNTOBOM TOPrOBAM NEKAPCTBEHHbIMKW cpeacTBamu obAsaHa cobntogatbh npeaesibHble
CPOKM OTrpy3KM 3aTpeboBaHHbIX anTeYHON opraHM3auMen NeKapcTBEHHbIX npenapaTos A44A
MeAMLMHCKOrO NPUMEHEHNA W He Brpase OTKasblBaTb aMnTeUYHOW OpraHMsauuMu, C KOTOPOW Yy Hee
3aKNHOYEH COOTBETCTBYHOLLMIA AOrOBOP O MOCTaBKax JIeKapCTBEHHbIX MPenapatos A8 MeAUUUHCKOro
NMPUMEHEHWA, B NMOCTaBKE /IEKaPCTBEHHbIX NPenapaTos A1 MeAULMHCKOrO NPUMEHEHNA MPU HaaUunm
3aTpeboBaHHbIX IeKapPCTBEHHbIX NPenapaTos 411 MeAULMHCKOro NPUMEHEHUA Y OpraHn3aLmMmM onToBown
TOProBAN NIEKAPCTBEHHbIMK cpeacTBamu. [pedenbHble CPOKM OTIPY3KM 3aTpeboBaHHbIX amnTeyHoM
opraHusaumelt fieKapCcTBeHHbIX NpenapaToB ANA MeAMUMHCKOro MPUMEHEeHUs B 3aBMCMMOCTU OT
Pacrno/ioXXeHNa MecTa OTrpy3KM /NEeKapCTBEHHbIX MpenapatoB AAA MeAMUMHCKOro npUMeHeHus
YyCTaHaBAMBAOTCA YNONHOMOYEHHbIM deaepasibHbIM OPraHOM UCNONAHUTENIbHOW BNACTU.

Ctatba 55. NopAgoK pO3HMYHOM TOProBAN NEKAPCTBEHHLIMM NpenapaTamm

1. PO3HMYHAA TOProBAA /IEKAPCTBEHHbIMM NpenapaTamuM B KOAMYECTBaX, HeobXxogumbix ANs
BbINOJIHEHNA BpayebHbIX (Ppenbaluepckmx) HasHauyeHWi MAM HasHa4YeHul cneunannctos B obnacTu
BETEPUHAPUM,  OCYLLECTBNAETCA  anTeYHbIMM  OPraHM3auUMAMM,  BETEPUHAPHBIMKU  anTeYHbIMMU
OpraHuM3auMamK,  MHAMBMAYANbHbIMA  MNPEeANPUHMMATENAMM,  MMELWMMU  AUNLEH3UIO  Ha
bapmaLeBTUYECKYIO OeATe/IbHOCTb, MEAUUMHCKUMW OpraHuM3aumamn, UMELWUMN NULEH3UIO Ha
dbapmaueBTUYECKYIO AeATeNbHOCTb, M WX 060cobneHHbIMM noapasaeneHuammn (ambynatopusamu,
denbaliepckummn 1 penbalepcko-aKylepCKUMM  NMYHKTaMK, UeHTpamu (oTaeneHuamu) obuwei
BpauyebHol (cemelHOI) NPaKTUKK), PACMONIOKEHHbIMU B CENbCKMX HACe/eHHbIX MYHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHn3auuu, U BeTePUHAPHbIMU OPraHU3aUMAMMU, UMEIOWUMMN TNLEH3UIO HA
bapMaueBTUYECKYIOD OeATeNbHOCTb. PaspelweHa pPoO3HMYHAA TOProBAA TOJbKO N1IEKAPCTBEHHbIMM
npenapaTamu, 3aperncTpupoBaHHbIMK B Poccuiickoit deaepauum MAM M3roTOBNEHHBIMU aNTEYHbIMU
OpraHun3aLmaAMM, BETEPUHAPHbBIMU anTeyHbIMM OopraHusaumamu, WHANBUAYANbHBIMU
npegnpuHUMaTeNaMN, UMEOLWMMUN JIMLEH3UIO Ha (apmaLeBTUYECKY0 AeATeNbHOCTb. PO3HMYHasA
TOProBAA /IeKaPCTBEHHbIMM NpenapaTaMu OCYLLECTBASETCA MO NpaBuMaaM Hagfiexkaleih anTeyHoW
NPaKTUKK, YTBEPKAEHHBIM YNOJHOMOYEHHbIM peaepasnibHbiM OpraHOM UCMOAHUTEbHOW BNACTH.

1.1. PO3HWYHaA TOProBaA JIEKAapCTBEHHbIMM nMpenapatamm 418 MeSULMHCKOro MNpUMeHeHUA (33
NUCKNIOYEHNEM NEKAPCTBEHHbLIX MPenapaTtoB, OTNYCKaeMblX NO peuenty Ha }'IEI-(apCTBeHHbIVI npenapar,



HAPKOTMUYECKNX NEeKAaPCTBEHHbIX NpenapaTtoB W MCUXOTPOMHbLIX NIEKAaPCTBEHHbIX MPEenapaToB, a TaKXe
cnupTOoCOAEP KalMX NIeKAPCTBEHHbIX MpenapaToB ¢ 06beMHONM Aoneit 3TUNOBOro cnMpTa cBbllle 25
NPOLUEHTOB) MOMET OCYLIeCTBAATLCA anTeYHbIMU  OPraHU3auMaMU  AUCTaHLUMOHHbIM  crocobom.
PO3HWYHYIO  TOProBald  NEKAPCTBEHHbIMW  Mnpenapatamum 444  MeAUUMHCKOTo  NpuMMeHeHusA
ANCTaHUNOHHbIM cnocobom MOTYT OCyLWecTBNATb anTe4dyHble OopraHun3auum, mmerwmne NnLeH3n Ha
dbapmaLLeBTMUECKYIO AeATEeNbHOCTb W COOTBETCTBYHOLLEE paspeweHne denepasbHOro  opraHa
WCMOJIHUTE/IbHOM  B/IAaCTW, OCyLLEecTBAAOWeEro ¢yHKUMM MO  KOHTPOAO W Haasopy B cohepe
3ApaBooxpaHeHusa. [opAagoK BblAauM paspelleHns Ha  OCYLLEeCTB/IEHME PO3HWYHON TOProB/an
NIEKAPCTBEHHbIMW NpenapaTtammn AUCTAHUMOHHbIM cnocobom, TpeboBaHUA K anTeYHbIM OpraHM3aumam,
KOTOpPble MOTYT OCYLUECTB/SATb TaKyl0 TOProOB/O, U MOPAAOK €€ OCYLLEeCTB/NEeHMA, a TaKXe npasuaa
[OOCTaBKM NIEKAPCTBEHHbIX MpenapaTtoB rpa)kgaHam ycTaHaBauBatoTcsa [lpaButenbctBom Poccuiickomn
depepaunn. UHbopmauusa o6 onsayeHHbIX (OTNYLLEHHbIX) M MOJIYYEHHbIX EKAPCTBEHHbIX NpenapaTtax
BHOCUTCS B CUCTEMY MOHWUTOPUHIa AOBUMKEHMUA JNIEKAPCTBEHHbIX MpenapaTtoB AAa MegULUHCKOro
NpPUMeHeHUn B Nopsake, NPeayCMOTPEHHOM YacTbio 7 cTaTbM 67 HacToAwero deaepanbHOro 3akoHa.

2. Buabl anTeuyHbIX opraHM3aumnini U NpaBuaa OTMNYCKa JIeKapCTBEHHbIX NpenapaTos Ana MeAULMHCKOro
NPUMEHEeHUA anTeYHbIMW OpraHM3auMAMKU, WUHAUBUAYANbHbIMK MPeAnpUHUMATENAMWN, WUMEIOLLMMM
NMUEeH3nIo Ha GapmaueBTUYECKYo [eATeNbHOCTb, a TaKKe MpaBuAa OTNycKa JieKapCTBEHHbIX
npenapaTtos 414 MeAULMHCKOro NpUMeHeHUa MeaMUMHCKUMU OpraHM3aumMamm, UMeLWUMN IULLEH3NIO
Ha QpapmaleBTUYECKYID AeATeNbHOCTb, U UX 060Ccob6/eHHbIMM noapasgeneHuamu (ambynatopuamu,
denbalepckumm 1 GenbaliepcKko-akyLIePCKUMM  MYHKTaMK, LeHTpamu (oTaeneHusmu) obuiei
BpayebHOol (cemeliHOM) MpaKTUKK), PACNONOXKEHHbIMMU B CENbCKUX HACeNEeHHbIX MYHKTax, B KOTOPbIX
OTCYTCTBYIOT anTeuyHble OpraHM3auuu, YTBEPXKAAOTCA YMNOJHOMOYEHHbIM deaepasibHbIM OpraHom
NCNOJIHUTENbHOM BNACTW.

3. MNpaBuna OTNyCKa HaAPKOTUYECKMX CPEACTB W MCUMXOTPOMHbIX BELLeCTB, 3aperMcTpupoBaHHbIX B
KauecTBe JIeKapCTBEHHbIX MNPenapaToB, NEKapCTBEHHbIX MPenapaToB, COAEPNKallMX HapKoTUYecKue
CpeacTBa WM MCUXOTPOMHbIE BELLECTBA, YTBEPXKAANOTCA YNOSHOMOYEHHbIM deaepanbHbiM OpraHom
MCMOMIHUTENbHOW BNAcTM MO COrMacoBaHUIO C deaepasbHbIM OPraHOM WCMNOAHUTEIbHOW BAacTH,
YMOJIHOMOYEHHbIM B chepe BHYTPEHHUX Ae.

4. JleKapcTBeHHble nNpenapaTtbl ANA BETEPUHAPHOro NpMMeHeHUA Nognerkat OTMYCKYy BeTepMHapPHbIMMU
anTe4yHbiMU OopraHusaumnamm, BeTeEPUHAPHbIMWN opraHnsaunamm, nHaAnBunAOyanabHbIMU
npegnpuHnmarenamm, uMMewowmMmmnm AUUEH3UKO Ha d)apMaLl,eBTVILIeCKYPO AeATeENbHOCTb. OTI'IyCK
NNEKapPCTBEHHbIX NMpenapaTtoB AO/1A4 BETEPUHAPHOro nNpuMMeHeHuUA OCyLLeCTBNAETCA B COOTBETCTBUMN C
npasuiamum Hap,nemauj,eﬁ anTeyHom NMPAaKTUKN NEKAPCTBEHHbLIX MNpenapatoB AO/14 BETEPUHAPHOro
npumeHeHuna, yreepxXaeHHbiIMM YNOJIHOMOYEHHbIM d)ep,epaanblN\ OopraHom NCNONHUTENbHOM BNACTH.

5. MNepeyeHb MeANLMHCKUX OPraHn3aLmMii, MMEIOLLMX NMLEH3NIO HA PpapMaLLeBTMYECKYIO AeATeNbHOCTb,
n ux obocobneHHbIXx noapasgeneHuii (ambynatopuii, penbaliepckux U denballepCcKo-aKyLepCKUX
MYHKTOB, LLEHTPOB (0TAeNeHunI) obLein BpauebHol (cemeltHOM) NPaKTUKK), PacNONOMKEHHbIX B CEIbCKUX
HaCeNneHHbIX MNYHKTaX, B KOTOPbIX OTCYTCTBYIOT aNnTe4yHble OpraHuM3aunn, a TakKXkKe nepevyeHb
NeKapCTBEHHbIX NPenapaToB, NPOAaKa KOTOPbIX MOMET OCYLLECTBAATLCA YKa3aHHbIMU OpraHM3auuamm
M unx 060cobNEHHbIMM NOAPa3LeNeHUAMM, YCTaHaB/AMBAIOTCA OpraHamu WCMOAHWUTENbHON BAACTM
cybbekToB Poccuitickoit Pepepaumu.

6. AnTeyHble oOpraHvM3auuu, WHAMBWAYAJIbHbIE NPEANPUHUMATENIN, UMEILWMe JIMLEH3UI0 Ha
bapMaueBTUYECKYIO  [eATeNbHOCTb, 006A3aHbl  obecrneunBaTb YTBEPXKAEHHbINM [MpaBUTENLCTBOM
Poccuiickolt ®enepauyn u GopmMUpPyeMbIit B YCTAHOBJEHHOM UM NOPSAAKE MUHMMA/IbHBINA aCCOPTUMEHT
NleKapcTBEHHbIX NpenapaTos, He0bX04MMbIX AR OKa3aHWUA MegUUMHCKON MOMOLLM.

7. ANTeyHble OpraHusauun, uWHAMBUAYANbHbIE NpeAnpUHUMATENN, UMeLWMe NULEH3UIO Ha
d)apmau,esmqecxylo AeATeNbHOCTb, HapAAdy C J1IeKapCTBEHHbIMX NpenapaTaMmn MMEKT MpPasBo
npmo6peTaTb M npopasatb, B TOM 4Yucne AUCTAHUNOHHbIM CI'|0C06OM, MmeanunHCKne wu3aenus,



AesmHouumpylowme cpeactsa, nNpeameTbl M CPeacTBa JIMYHOW FUrMeHbl, MOocyay AAA MeAMLMNHCKUX
uenen, npegmeTbl U CpeacTBa, npeAHasHayeHHble ANA yxoda 3a 60/bHbIMU, HOBOPOMKAEHHLIMU M
AEeTbMW, He AOCTUMLMMM BO3PacTa TPeX JIeT, OYKOBYHO ONTUKY U CPEACTBA YXO4a 3a Hell, MMHepasibHble
BOZbl, NPOAYKTbI /1e4ebHOro, AEeTCKOro U AMETUYECKOro MUTaHMA, BUOMOrMYECcKM aKTUBHble A06aBKM,
nappromepHble U KOCMETUYECKMe CPeacTBa, MeAULMHCKME U CaHUTAPHO-MPOCBETUTENbHbIE MeYaTHble
n3gaHuA, npeaHasHauyeHHble 418 nponaraHabl 340P0BOro 06pasa MU3HMu.

8. JeatenbHOCTb anTeyHbIX opraHM3aunii Boopy»keHHbix Cun Poccmitckon @eapepaummn, Apyrnx BOMCK,
BOMHCKMX (GOPMUPOBAHUI M OPraHoB, B KOTOPbIX 3aKoHoAaTenbCcTBOM Poccuiickoir ®Pepgepauumm
NpeaycMOTPEHO MPOXOXKAEHWE BOEHHOM CcayXbbl wnnan d¢enepanbHON rocygapcTBEHHOM CayKObl,
CBA3aHHOW C MNpPABOOXPAHWUTENIbHOW AEATE/NIbHOCTbIO, perfnameHTMpyeTca Hactoawum PegepanbHbim
3aKOHOM M YTBEPKAEHHbIMU COOTBETCTBYOWMMU desepanbHbIMU OpraHamu UCMOHUTENIbHOM BAacTU
nonoxKeHnamu. KoHTponb 3a cobnogeHMem yKasaHHbIMW anTeYHbIMW OPraHM3aLMAMU MONOKEHWUN
HacTosiwero PenepanbHOro 3aKOHA OCYLLECTB/ISETCA COOTBETCTBYIOWMMM denepasibHbIMM OpraHamu
NCNOSIHUTENIbHOWN BNACTW.

9. Ytpatun cuny c 1 aHBaps 2021 roga. - PegepanbHblii 3akoH ot 03.04.2020 N 105-93.
CraTba 56. M3rotoBneHWe 1 OTNYCK JIEKAapCTBEHHbIX NPenapaTos

1. W3roToB/ieHWE NEKapCTBEHHbIX MNPEnapaTtoB anTeYHbIMW  OpraHM3auMamu, BeTepUHapPHbIMU
anTeYHbIMW OPraHU3aUUAMU, UHAMBUAYANbHLIMUA NPEeAnPUHUMATENAMU, UMEIOWMMN JIMLEH3UIO Ha
dapmMaLLeBTMUECKYIO AeATEe/IbHOCTb, OCYLLECTBAAETCA NO peLenTam Ha NeKapCTBEHHble NpenapaTbl, Mo
TpeboBaHMAM MeAULIMHCKUX OPraHu3auuin, BeTEPMHAPHbIX OpraHnu3auuii B COOTBETCTBUMN C NpaBUIaMu
M3rOTOBMEHUA WU OTMNYCKA JIEKAPCTBEHHbIX MpenapaTos, YTBEPXKAEHHbIMW  YMNOJIHOMOYEHHbIM
denepanbHbIM OPraHOM UCMOSTHUTENBHOM BNIACTHU.

2. Mpn M3roTOBAEHUM JIEKAPCTBEHHbIX MPEMNAPaTOB anTeYHbIMWU OPraHM3aUUAMU, BETEPUHAPHbLIMMU
anTeYHbIMW OPraHM3aUUAMU, MHAMBMAYANbHBIMU NPeAnpPUHUMATENAMU, UMEIOLWMNUMU JIMLEH3UIO HaA
bapMaLLeBTMUECKYIO OEeATeNIbHOCTb, MCMNOAb3yloTcA dapmaleBTUYecKMe CyObCTaHUMU, BKIKOYEHHbIE
COOTBETCTBEHHO B rOCYAapPCTBEHHbIN PEEecTp IeKAPCTBEHHbIX CPEACTB ANA MEANLMHCKOTO NPUMEHEHNs
M TOCYAapCTBEHHbIA peecTp /IEKApPCTBEHHbIX CPeacTB ANA  BETEPUHAPHOrO MPUMEHEHUs B
YyCTaHOB/NEHHOM  nopsake. He  gonyckaetca  M3roToBAEHME — anTeYHbIMM  OpraHu3auusamu,
BETEPMHAPHbIMW anTeYHbIMM OPraHU3aUNaMU, UHANBUAYANbHBIMU NPEeANPUHUMATENAMN, UMEIOLLMMU
NINLEH3NIO Ha hapMaLLeBTUYECKYIO AeATeNbHOCTb, IEKAPCTBEHHbIX NPenapaTos, 3apPerncTpMpoBaHHbIX B
Poccuiickoin Pepepaumnn.

3. MapKMpoBKa /IEKApPCTBEHHbIX MNPEnapaToB, W3rOTOB/JAEHHbIX aNTEYHbIMW  OPraHU3aUUAMM,
BETEPUHAPHLIMW aNTEYHbIMW OPraHM3aUMAMKU, UHONBUAYANbHLIMW NPEANPUHUMATENAMWU, UMEIOLLMMM
NMLEH3NIO Ha GapMaueBTUYECKYIO AeATeNbHOCTb, U 0dOpPMAEHME TaKUX NpPenapaToB O0JKHbI
COOTBETCTBOBATb NPaBM/IaM, YKa3aHHbIM B 4acTU 1 HacToALLel CTaTby.

4. AnTeyHble  OpraHuW3aumMu, BeTepPUHapHble  anTeyHble  OpraHusauuu,  UHAMBUAYAJIbHbIE
npegnpuvHMmaTeny, UMewlme  JIMLEH3UI0  Ha  GapMaLeBTUYECKYH  AeATEeNbHOCTb,  HecyT
OTBETCTBEHHOCTb 3a HecobaogeHMe NMpPaBWUl M3rOTOBJAEHMA U OTMYCKA JIEKAPCTBEHHbIX MpPenapaTos B
COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuiickoit ®epepaumm.

Cratbs  57. 3anpeweHve  npofdaxu  GanbCUOUUMPOBAHHBIX  JIEKAPCTBEHHbIX  CPeacTs,
HeZL06pPOKaYeCTBEHHbIX IEKAPCTBEHHbIX CPEACTB, KOHTPAhAKTHBIX IEKAPCTBEHHbIX CPEACTB

Mpogarka ¢anbcMdUUMPOBAHHBIX /IEKAPCTBEHHbIX CPEeACTB, HeL06POKAYECTBEHHbIX J/IeKapCTBEHHbIX
CPeAcCTB, KOHTPadaKTHbIX IEKAaPCTBEHHbIX CPeACTB 3anpeLLaeTca.

CtaTba 58. XpaHeHWe NeKapcTBEHHbIX CPpeacTs



1. XpaHeHWe NeKapCcTBEHHbIX CPEACTB OCYLLECTBAAETCA NPOU3BOAUTENAMMU NEKAPCTBEHHbIX CPeAaCTs,
OpraHu3aUmMaMuU ONTOBOW TOProBAM NIEKAPCTBEHHbIMM CPeACTBaMM, anTeYHbIMW OpraHU3auUnamM,
BETEePMHAPHbIMWN anTeUYHbIMM OPraHU3aUUaMU, UHANBUAYANbHBIMU NPEeANPUHUMATENAMN, NMEIOLLMMU
NNUEH3NI0 Ha ¢$apMaLEeBTUYECKYIO AEATENbHOCTb WM JIMLEH3UI0 HAa MeAMUMHCKYI0 AeATesIbHOCTb,
MEAULMHCKUMM OpPraHM3aLuMaAMKN, BETEPUHAPHbIMKM OpraHM3aUUAMM U WHbIMKM  OpraHM3aLUaMM,
OCYLLECTBAAOWMMM ObpallleHne NeKapCTBEHHbIX CpeAcTB. XpaHeHMe /eKapCTBEHHbIX CpeacTB Ans
BETEPMHAPHOro MPUMEHEHUA OpPraHU3aUMAMN U UHAUMBUAYANbHBIMU NpeanpUHUMATENAMM B CAyYasX,
€C/IN OHU UCMNOb3YIOTCA UCKAOUYUTENBHO NPU pa3BefleHUN, BbiPaliMBaHUM, COAEPHKAHUN U NeYeHUU
YKMBOTHbIX, MOET OCYLLLECTBAATLCA 6€3 NONYYEHUN NNLEH3UU Ha papMaLeBTUYECKYIO AeATeNbHOCTb.

2. I'IpaBmla XpPaHeHUA NEeKapCTBEHHbLIX CpeacTB yTBepXXAatkoTCA COOTBETCTBYHOLMM YNO/IHOMOYEHHbIM
d)ep,epaanblM OopraHom WUCNONHUTENIbHOWN BNacTw.

3. XpaHeHMe HapKOTUYECKUX NEeKapPCTBEHHbIX CPeACTB, MCUXOTPOMHbIX J/IeKapCTBEHHbIX CpeacTs,
pagnodapmaLeBTUUYECKMX  N1IeKApPCTBEHHbIX  CPeACcTB  OCYWEeCTBASAETCA B COOTBETCTBUM  C
3aKoHoaaTenbcTBOM Poccuitckoit Pegepauymm.

Cratba 58.1. [peameTHO-KO/NIMYECTBEHHbIN Y4YeT /eKapCTBEHHbIX CpeacTB AnA MeAULMHCKOro
npuMmeHeHnA

1. NepeyeHb NEKAPCTBEHHbIX CPEACTB AN MEOMULMHCKOro MPUMEHEHMUA, Nnogjexawmux npegmeTHo-
KOJIMYECTBEHHOMY YYETY, YTBEPKLAETCA YNOJHOMOYEHHbIM defepanbHbIM OPraHOM UCMOHUTEIbHOM
BJ1IACTU.

2. MNopsAdOK BKAOYEHUA JIEKAPCTBEHHbIX CPeacTB AN MeAMUMHCKOro MNPUMEHeHMs B MepeyeHb
JIeKapCTBEHHbIX CPeACTB AN MEAULMHCKOTo NpUMeHeHUn, NoANeXKalMX NPeaMeTHO-KOIMYeCcTBEHHOMY
yyeTy, YCTaHaB/MBAETCA YMNOJHOMOYEHHbIM deaepasibHbiIM OPraHOM WCMNOJIHUTENLHOM BAAcTU No
COrnacoBaHuio € deaepanbHbiIM OPraHOM WCMNOJIHUTENbHOM BNACTW, YMNOJHOMOYEHHbIM B cdepe
BHYTPEHHMX ge.

3. MNpeAMEeTHO-KONNYECTBEHHDIN YYET NEKAPCTBEHHbIX CPEACTB ANA MEAMUMHCKOTrO NPUMEHEHUA BeayT
NPOM3BOAMUTENM /IEKAPCTBEHHbIX CPEACTB, OpPraHM3auMm ONTOBOM TOPFrOBAM  JIEKAPCTBEHHbIMU
CPeAcTBamM, anTeyHble OpraHun3auMu, UHAMBMAYANbHbIE NPeanpUHMMATENM, UMEeOWME NNLEH3UIO Ha
bapMaueBTUYECKYIO OeATENbHOCTb MAN NNLEH3UIO HA MEOUUMHCKYIO AeATeNbHOCTb, U MegUUMHCKMe
OopraHuMsauMM, ocylecTeasiowme obpalleHne eKapCTBEHHbIX CPeacTB  4AA  MeAMUMHCKOro
NPUMEHEHMA, NyTEM PerncTpaumm NbbiX CBA3AHHbLIX C UX obpalleHMeM onepauui, Npu KoTopbIX
N3MEHAETCA UX KONIMYECTBO U (MNU) COCTOAHME, B CNELMabHbIX XKypHanax yyeTa onepaunii, CBA3aHHbIX
c obpalweHMem NeKapCTBEHHbIX CPeACTB A1 MeOMUMHCKOro NpuMMeHeHusa (ganee - cneumanbHble
KYPHanbl).

4. MpaBuna peructTpauum onepauuii, CBA3aHHbIX C ObBpalleHMeM NeKapCTBEHHbIX CPeacT8 And
MEAMLMHCKOrO MPUMEHEHMUA, BKIIOYEHHbIX B NepedyeHb JeKapCTBEHHbIX CPeAcTB AA MeAWULMHCKOro
NPUMEHEHUA, NoA/eXKaLlMX NPeaMETHO-KOIMYECTBEHHOMY YUETY, B CNeumabHbIX 3KypHanax 1 npasuia
BEAEHUA W XPaHEHUA CheuuMasnbHbIX KYPHANOB YTBEPXKAAOTCA YNOAHOMOYEHHbIM denepanbHbIM
OpPraHOM UCMOJIHUTE/IbHOM BIACTY.

5. KoHTponb 3a cobniogeHvem npaBua  perncrpauMu onepauuid, CBA3aHHbIX C obpalleHnem
NIEKapCTBEHHbIX CPeACTB A1 MeOUUMHCKOTO NMPUMEHEHUS, BKIOYEHHbIX B NepeyeHb JIeKapCTBEHHbIX
CPeACTB ANA MEeAMUMHCKOTO NPUMEHEHUA, nogjexkawux npeameTHO-KOMYECTBEHHOMY Y4yeTy, B
cneumanbHbIX XypHanax, a TakXKe 3a cobnogeHMem NpaBua BegeHWA U XpaHeHMA cheumasnbHbIX
YpPHaN0B BO3MaraeTcA Ha YyNoJAHOMOYEHHble peaepanbHble opraHbl UCNONHUTENBHOMN BAACTU U OpraHbl
MCMNONHUTENBHOW BAacTM cybbekToB Poccuitickoit ®epepaumn, OCyWECTBAAIOWME MLEH3MPOBaAHME



NPoOu3BOACTBa /IEKApPCTBEHHbIX CcpeacTs, GapmaLeBTUYEeCKON AeATEeNbHOCTM U MeAMULMHCKON
AeATeNbHOCTU, M OCYLLECTBAAETCA B PaMKaXx NNLEH3UOHHOIO KOHTPOAA.

Mnasa 11. YHUHTOXKEHWE NEKAPCTBEHHbLIX CPEACTB
Cratba 59. OcHOBaHUA U NOPAJOK YHUYTOXKEHUA NEeKapCTBEHHbIX CPeacTB

1. HepobpokayecTBeHHbIE IeKapPCTBEHHbIE CpeacTBa, danbcndULMpoBaHHbIE EKAPCTBEHHbIE CPpeacTBa
noAanesKaT M3bATMIO M3 06palleHMsA U YHUUTOMKEHWUIO B MOpAAKe, yCTaHOBAeHHOM [1paBUTENbCTBOM
Poccuiickoit ®egepaunn. OCHOBAHMEM AN YHUUTOMKEHUA NIeKapCTBEHHbIX CPEACTB ABAAETCA pelleHune
BNafienbla NeKapCTBEHHbIX CPeACTB, peleHMe COOTBETCTBYIOWEro YynoaHOMO4YeHHoro deaepanbHOro
opraHa UCNoIHUTENbHOW BNACTU UK peLleHne cyaa.

2. KoHTpadaKTHble SIeKapcTBEHHbIE CPEACTBA MOANEKAT U3BATUIO U3 0BPALLEHNA U YHUUTOXKEHUIO MO
peweHnto cyaa. MopaAOK YHUUTOXEHMSA KOHTPAdaKTHbIX /IEKApPCTBEHHbLIX CPEeACTB YCTaHAB/IMBAETCH
MpasutenbcTBom Poccuiickoi ®eaepaumn.

3. Pacxogabl, CBA3aHHbIE C YHUYTOXXEHUNEM KOHTpad)aKTHbIX NEKAPCTBEHHbIX cpeAcTs,
HEAO6p0KaHECTBeHHbIX NEeKapCTBEHHbLIX CpeAacTs, d)al'IbCMd)MLI,VIpOBaHHbIX NEeKapCTBEHHbLIX CpeAacTs,
BO3MELAOTCA X BNade/ibUeM.

4. Bnageneu, NeKapcTBeHHbIX CPeACTB AOJIKEH NPeacTaBUTb B YNOJHOMOYEHHbIN deaepanbHbli opraH
WCMOJIHUTENbHOM BNACTM OOKYMEHT WM 3aBEPEHHYI0 B YCTAHOB/SIEHHOM MOpsA4Ke €ero Kormuio,
noareepxaatowme GakT YHUUTOXKEHNA IeKapCTBEHHbIX CPeACTB.

5. CooTBeTCTBYHOLWMIA YNOJAHOMOYEHHbIM deaepasnbHbii OpraH WUCMOJIHUTE/IbHOM BAACTU, MPUHABLUNMA
peleHne 06 YHUUTOXKEHUM NeKaPCTBEHHbIX CPeACTB, OCYLLECTBAAET KOHTPOIb 32 UX YHUUTOMKEHUEM.

6. YHMUTOMEHME  /IeKapCTBEHHbIX  CPEeACTB  NPOU3BOAWUTCA  OPraHM3auMAMKM,  MMEIOLLMMM
COOTBETCTBYIOLLYIO IMLEH3NIO, Ha CneumanbHO 060pyA0BaHHbIX MNAOLWAAKAX, MOJANIOHAX U B CleuunasnbHo
060pYyI0BaHHbIX NOMELLEHUAX C cobaogeHem TpeboBaHU B 061acTU OXpaHbl OKpy»Katollen cpegbl B
COOTBETCTBUM C 3aKOHOAaTeIbcTBOM Poccuiickont Peaepaumn.

7. HapKoTuuyeckMe  NeKapCTBEHHble  CPeAcTBa, [MCUXOTPOMHblE  /IeKapCTBEeHHble  CpeacTsa,
paanodbapmaleBTUYECKME  NIeKAPCTBEHHble  CPeACTBa  YHMUTOXAKTCA B COOTBETCTBUM  C
3aKoHoaaTenbcTBoM Poccuiickoit Peaepaunu.

lnasa 12. TOCYOAPCTBEHHOE PEIY/IMPOBAHWE LUEH
HA NEKAPCTBEHHbIE MPENAPATbI 414 MEAUUMHCKOIO NPUMEHEHWA

Cratba 60. NocynapcTBeHHOE peryiMpoBaHMe LeH Ha NeKapCTBeHHble npenapaTtbl 41A MeAUUMHCKOro
npnmeHeHuA

1. TocymapcTBeHHOE peryiMpoBaHMe LeH Ha JIeKapCTBEHHble Mpenapatbl A48 MeAMUMHCKOro
NPUMeHeHMA OCYLLLECTBAAETCA NOCPEeACTBOM:

1) ytBepxaeHua MpasutenbctBom Poccuiickon deaepaumu nepeyHs KU3HEHHO HeobXoaMMbIX U
Ba*KHEMLUMX NEKAPCTBEHHbIX MPEnapaToB, KOTOpbI GOpMMPYeTCA M He pexke OOHOro pas3a B rog
nepecmaTpuBaeTcs B YCTAHOBJIEHHOM MM MOPSAAKE Ha OCHOBE KOMMJIEKCHOW OLEHKM JIEKAPCTBEHHbIX
npenapaTtoB, BK/OYaA aHaAM3 CBEAEHUW O CPaBHUTENbHOM KAMHUYECKOM 3OPEKTUBHOCTU U
6€30MacHOCTM /JIEKAPCTBEHHOTO CPeACTBa, OLLEHKY 3SKOHOMWYECKUX MOCAeACTBUA  NPUMEHEHUA
JIeKAPCTBEHHOIO CPeACcTBa U M3y4yeHUe AOMNOJHUTENbHbLIX MOCNeACTBUIA NPUMEHEHUA NEKAPCTBEHHOIO
CpeAacTBa;



2) yTBEpXAEHMA METOAMKM pacyeTa npedenbHbiX OTAYCKHbIX LLeH Npou3BoaMTesnell Ha 1eKapCTBeHHble
npenapatbl, BKAKOYEHHble B MepeyYeHb MKM3HEHHO HEOBXOAMMbIX W BaXKHEMIMX NeKapCTBEHHbIX
npenapaTtos, a TakKe BHeAPeHMs MexaHN3MoB GOPMUPOBAHUA CUCTEMbI pedepPeHTHbIX LieH;

3) rocynapCTBEHHON perncTpaunmn npeaenbHbIX OTNYCKHbIX LEH MNPOM3BOAUTENIE Ha JIeKapCTBEHHbIEe
npenaparbl, BK/OYEHHble B MNepeyvYeHb KU3HEHHO HEeOobOXOAMMbIX W BarKHEWMWUX NeKapCTBEHHbIX
npenaparos;

4) BedeHua TOCYAAapCTBEHHOTO peecTpa MpedesibHblX OTMYCKHbIX LUEH Mpou3BoAuTeNnei Ha
NIeKapCTBEHHbIE MpenapaTbl, BKAKOYEHHblE B MNEpPevYeHb MKU3HEHHO HEeOoBXOAMMbBIX W  BaXKHEWULIMX
NIeKapPCTBEHHbIX NpenapaTos;

5) yTBEepKAEHNA METOAMKMU YCTaHOB/IEHNA OpraHamm UCMNONHUTENbHOW BacTM cybbeKToB PoccuiicKoi
desepaumnn npesenbHbIX pasMepoB ONTOBbIX HAAOaBOK W Npeae/bHbIX Pa3MepoB PO3HUYHBIX HAaLb6aBOK
K GaKTUYECKMM OTMYCKHbIM LLeHaM, YCTaHOB/IEHHbIM MPOM3BOAMUTENAMM NEKAPCTBEHHbLIX NPENapaTos,
Ha JleKapCcTBEHHble Mpenapatbl, BK/AOYEHHble B NepeyeHb KU3HEHHO HEeobXOAMMbIX U BaXKHEMLUMX
NleKapCcTBEHHbIX NPenapaTos;

6) ycTaHOBAEHMA NpedenbHbiX Pa3mepoB OMNTOBbIX HaAbaBOK W NpeAenbHbIX PasmMepoB PO3HUYHbIX
HafnbaBoOK K (aKTMUECKMM OTMYCKHbIM LIEHaM, YCTaHOBJIEHHbIM MPOU3BOAUTENAMMU JIEKAPCTBEHHbIX
npenapaTos, Ha /IeKapCTBEHHblE Mpenapathbl, BKAKOYEHHble B nepeyeHb SKU3HEHHO HeobXoAUMbIX u
BaXKHEMLIMX NEeKapCTBEHHbIX MPenaparos;

7) yTBep:KAEHMA nNopadKa Bblgaunm npeanucaHuii opraHam WCMONHUTENIbHOM BAacTU CyObeKToB
Poccuiickoit ®egepaumm o npMBeAeHUN B COOTBETCTBME C 3aKOHO4ATeNbCTBOM Poccuiickoin depepaunm
peweHnin o6 ycTaHOBJEHUU NpeaebHbIX PAa3MEPOB OMTOBbIX HaAbaBOK U Mpede/bHbIX PasmMepoB
PO3HWMYHbIX HagbaBOK K (aKTMYECKMM OTMYCKHbIM LieHaM, YCTAHOBJ/IEHHbIM MNPOU3BOAUTENSMMU
JIeKapCTBEHHbIX MPENnapaTtoB, Ha JIEKAPCTBEHHble MNPenapaTtbl, BKAIOYEHHble B MepeyeHb KU3HEHHO
HEeoBXOAMMbBIX M BaXKHEWLWWX JIeKapCTBEHHbIX MNPenapaToB, €CAM OHW MPUHATbI C HapyleHUem
3aKoHogaTenbcTBa Poccuitickolt degepaummn, B nopsake, ycraHoBneHHOM [paBuTenbCcTBomM Poccninckol
depepauny;

8) HanpaBneHWA YNOAHOMOYEHHbLIM ¢eaepanbHbiM OPraHOM MCMOAHUTENbHOM BAACTM OpraHam
MCNONHUTENBHOW BRacTM cybbekToB Poccuitickolt deaepauun npeanucaHnini o NpuBegeHUMU B
COOTBETCTBME C 3aKOHOAATeNbCTBOM  Poccuiickoii  degepaumy  MNPUHATbIX  C  HapyLWeHWem
3aKoHogaTenbcTBa Poccuiickoit ®depepaumn peleHnin 06 yCTaHOBAEHWW NpeaesbHbIX pPasMepos
ONTOBbIX HAaAbGaBOK M NpeaesibHbIX Pa3sMepPoB PO3HMYHbLIX HAA0aBOK K LLEEHAM Ha NeKapCTBEHHble
npenapaTtbl, BKAOYEHHblE B MEPEYEHb MKU3HEHHO HEOBXOAMMbBIX W BaXKHEMLLMX JIeKapPCTBEHHbIX
npenaparos;

9) ocywecTeneHna denepasbHOro rocyLapCTBEHHOrO Haz3opa B chepe obpaLLleHUs NeKapCTBEHHbIX
CPeAcTB M PEerMoHasbHOro rocyfapCTBEHHOrO KOHTPO/SA 3@ MPUMMEHEHWEM LEeH Ha JIeKapCTBEHHbIe
npenapaTtbl COOTBETCTBEHHO YNOJIHOMOYEHHbIMWU PesepasbHbIMU OpraHaMu UCMNOJIHUTEIbHOM BACTU U
OpraHamm WUCMNOSIHUTENbHOM BNAcTM cybbekToB Poccuiickon Pegepaummn COracHO MX KOMMETEHUUM B
nopsifKke, yctaHoBneHHoM lNpasutensctBom Poccuiickont Pegepaumuy;

10) npuMeHeHMs  NpeLyCMOTPEHHbIX  3aKoHoZaTenbCcTBOM  Poccuiickoit  degepauyn  mep
OTBETCTBEHHOCTM 3a HapylweHue MnopagKa LeHoobpa3oBaHUSA Ha JIeKAPCTBEHHble MpenapaTsl,
BK/HOYEHHbIE B NepeYeHb }KU3HEHHO HEOBX0AMMbIX U BaXKHEMNLLNX NEeKapPCTBEHHbIX NPenapaTos.

2. B ycnoBusax u4pesBblyaHOM cuUTyaumm U (MAK) NpUM BOSHMKHOBEHWW Yrpo3bl PacnpoCTpaHeHus
3aboneBaHWA, NPEACTaBAAIOWEro ONAacHOCTb ANA OKPYMKAIOWMX, a TaKKe B Ciydyae, eciu B TeyeHue
TPMAUATM KaneHaapHbIX AHel nocie npuHATUA MpasBuTenbcTBom Poccuiickon Peaepaumm pelieHns o



NnpoBefleHUN MOHUTOPMHIA PO3HUYHBIX LEeH Ha JIeKapCTBEHHble npenapaTtbl, He BK/OYEHHble B
nepeyeHb KU3HEHHO HeOobXOAMMbIX W BaXKHEWLUMX SIeKapCTBEHHbIX MpenapaToB, Ha TeppuUTopuax
cybbekToB Poccuiickon desepalmm BbiABAEH POCT PO3HMYUHbLIX LEH Ha YKa3aHHble /JIeKapCTBEHHble
npenapatbl Ha TpUAUATb NpoueHToB U bonee, [MpaBuTenbctBo Poccuiickon Pegepauum Bnpase
YCTaHOBUTb NpeaesibHble OTNYCKHbIE LeHbl MPOM3BOANTENEN Ha YKa3aHHble IEKapCTBEHHbIE Npenaparhl,
npegenbHble pasmMepbl ONTOBbIX HaabaBOK W npepesbHble pa3mepbl PO3HUYHLIX HagbaBOK K
aKTUYEeCKMM OTMYCKHbIM LEeHaM npou3BoAMTENIel Ha YKasaHHble JIEKapCTBEHHble npenapartbl.
MepeyeHb NEKAPCTBEHHbIX MPEenapaToB, He BKJ/IIOYEHHbIX B MEPeYeHb MU3HEHHO HeobXxoAUMbIX U
BaXKHEMLIMX J/IEKAPCTBEHHbIX MNpenapatos, W MNopagaoK ero GOpMUPOBaAHUA  OnpeaenatoTcs
Mpasutenbctsom Poccuiickoin Peaepaumn.

3. B TeyeHWe AeBAHOCTA KajneHAapHbIX AHEN co AHA yTBepxAaeHua [pasuTenbctBOM Poccuiickol
denepaunn nepeyHs, yKasaHHOro B YacTh 2 HAcToOALLEN CTaTbM, He AONYCKaloTCA peannsauusa nu oTnyck
BK/IIOYEHHbIX B HEro SieKapCTBEHHbIX NpenapaTtos No LeHam, NPeBbIWaowWmMm npeaesbHble OTNYCKHble
LeHbl NpousBoaMTeNei Ha yKasaHHble /NleKapCTBeHHble npenapaTbl, NpeAenbHble pa3mepbl ONTOBbIX
HanbaBOK W npedenbHble pasmepbl PO3HUYHbIX HagbaBoOK K (GaKTUYECKMM OTNYCKHbIM LieHam
npoussoauTeneil Ha yKasaHHble JleKapCTBeHHble npenapaTtbhl C Y4eTOM Hanora Ha A06aBNeHHYHo
CTOMMOCTb.

Cratba 61. [ocydapCTBEHHAA perucTpauus W nepepernctpauma npeaesbHblX OTMYCKHbIX LeH
NpoM3BoAMUTENIEN Ha SIeKaPCTBEHHbIE NPenapaTbl, BKAOYEHHbIE B NepeyYeHb XN3HEHHO HeobXoaMMbIX U
BaXKHEMLLIMX N1eKapCTBEHHbIX NpenapaTos

1. MNpegenbHaa OTNYCKHasA LeHa NpouM3BOAUTENA Ha JIeKApCTBEHHbIM MpenapaT, BK/AOYEHHbIN B
nepevyeHb XW3HEHHO HeO6XO,EI,VIMbIX n Ba*KHEeMLWUX NNeKapCTBEHHbIX MNpenapaTos, nognexut
rocyapCcTBEHHOM pernctpauum B nopagke, yctaHoBaeHHom MNpasutenbctBom Poccuiickoit depepaunmy,
Ha OCHOBAHWM MPEACTAB/AIEHHOIO B YMNOJIHOMOYEHHbIN deaepanbHbii OpraH WUCMOJIHUTE/IbHOW BAACTU
3aABAEHUA AepKaTens UAKN Blagenbla perncTpauMoHHOro yA0CTOBEPEHNS IEKAapCTBEHHOIO Npenapara
(ynonHOMOYEHHOro Um Anua).

2. 3aperncTpuMpoBaHHasa npeaenbHas OTMYCKHasA LEeHa NPou3BOAMTENA HA JIEKapCTBEHHbIM npenapar,
BK/IHOYEHHbIV B NEpPeYeHb KU3HEHHO HEOBXOAMMbIX M BaXKHEMLLMX 1EKAPCTBEHHbIX NPENapaTos, MOXKET
6bITb NepeperncTpMpoBaHa B CTOPOHY YBE/NMYEHUA OAMH pa3 B Ka/leHZapHOM rogy Ha OCHOBaHWMK
npeacTaBNeHHOro B YNOJAHOMOYEHHbIA deaepanbHblii OpraH MCNOMHMTENbHOM BnactM Ao 1 oktA6ps
KaXkgoro roga 3aABfieHWAa gepaTena WAM  BNafenbla  PerMcTpaumoHHOro  yA0CTOBEPEHMSA
NeKapcTBeHHOTro npenapaTa (YNOAHOMOYEHHOTO UM MLa).

3. 3aperucTpuMpoBaHHasa npeaenbHas OTMYCKHAA LEHa NPOM3BOAMTENA HA JIEKAPCTBEHHbIM npenapar,
BK/IHOYEHHbIW B NEpPeYeHb KU3HEHHO HEOBXOAMMbIX M BaXKHEMLLMX 1EKAPCTBEHHbIX NPEnapaTos, MOXKET
6bITb NEPEPErncTPMpPoBaHa B CTOPOHY CHUMKEHWUA Ha OCHOBAaHWW NPEeACTaBAEHHOMO B YNOJHOMOYEHHbIN
denepanbHbii  OopraH  UCMOMHWTENbHOW  BAACTM  3anABAEHUA  AepikaTend WAM  Bhagenbua
PerncTpaLmoHHOro YAOCTOBEPEHNA IeKapCTBEHHOro nNpenapaTa (YNnoNHOMOYEHHOIo UM nnua).

4. [lepaTenb WAM BrRajesnel, PerncTpaLMoOHHOIO YAOCTOBEPEHMS JIEKAPCTBEHHOro npenapaTa
(ynonHomoyeHHoe UMM ML) o06A3aH NpeacTaBUTb B YNOJHOMOYEHHbINM degepanbHbli  OpraH
MCMONHWUTENIbHOW BIACTU 3aAB/IEHUE O NMepeperncTpaLmm 3aperncTppoBaHHOM Npeae/ibHOM OTMNYCKHOM
LEeHbl MNPOM3BOAMTENA Ha JIeKAapCTBEHHbIM NpenapaT, BK/IOYEHHbIM B NepeyeHb KU3HEHHO
HeobX0AMMbIX Y BarKHEWLLIMX JIEKaPCTBEHHbIX NPENapaToB, B CTOPOHY CHUMKEHMUSA B CNEAYIOLNX CyYanX:

1) CHMXKeHMe LeHbl B MHOCTPaHHOM BantoTe Ha /IeKapCTBEHHbIW npenapaT B CTpaHe NpoM3BOAMUTENA U
(uan) B cTpaHax, B KOTOPbIX JIEKAPCTBEHHbIM MpenapaT 3apernctpupoBaH M (MAn) B KoTopble
nocTaBAAeTCA NPoOU3BoAUTENEM;



2) CHUXKeHUe LeH Ha pedepeHTHbIe IeKapCTBEHHbIE NpenapaTthbl B COOTBETCTBUM C NYHKTOM 1 HacTosLiein
YyactTn (AN9 COOTBETCTBYIOWMX BOCMPOU3BEAEHHbIX, 6M0aHanorosbix (6MonoAobHbIX) NEKapPCTBEHHbIX
npenapartos);

3) npesbilleHWe MPeAeNbHON OTMYCKHOM LeHbl Ha MepBbld BOCNPOM3BEAEHHbIA, 61oaHanorosbli
(6ronoao6HbIN) NeKapCTBEHHbIN NpenapaTt MHOCTPAHHOIO NPOU3BOACTBA Haj NPefe/ibHON OTMYCKHOM
LeHol npousBoAUTENs Ha BTOPOM  BOCMPOU3BEAEHHbIM, 6uoaHanorosbit (6MoONOA06HbLIN)
NIEKAPCTBEHHbIN  npenapaTt, PacCYMTaHHOM B COOTBETCTBUM C  METOAMKOW, YTBEPXKAEHHOWN
Mpasutenbctsom Poccuiickoin Pepepaumu;

4) npeBblleHWe npeaenbHOM OTNYCKHOM UEHbl Ha MepBblii BOCMPOU3BEAEHHbIN, GUOAHANOroBbIn
(bronogo6HbINM) NeKapcTBEHHbIM MNpenapaTt MNPOM3BOAUTENA rocygapcTBa - 4neHa EBpasuiickoro
3KOHOMMYECKOro COl3a Hag npenesnbHOW  OTMYCKHOW  LLeHOW Npou3BOoAWUTENA Ha  BTOPOM
BOCMpPOM3BEAEHHbIN, 6MOaHanoroBblin (6MONOAOOHbLIN) NEKAapPCTBEHHbIA Npenapat MNpPOU3BOAUTENS
rocysapcrea - u4neHa EBPasuMiACKOTO 3KOHOMWMYECKOTO COM03a, PacCyMTaHHOMW B COOTBETCTBUM C
METOANKOM, yTBEPKAEHHON MpaButTenncTtBom Poccuiickon deaepaumm.

5. MopAanok nepeperncTpaummn 3aperncTpMpoBaHHbIX NPeaesibHbIX OTNYCKHbIX LeH Npou3BoguTenein Ha
NIeKapCTBEHHbIE MpenapaTbl, BKAOYEHHblE B MNEpPevYeHb MM3HEHHO HEOOXOAMMbBIX W  BaXKHEMLIMX
JIeKapCTBEHHbIX NpenapaTtoB, B C/y4aaX, NPeAyCMOTPEHHbIX 4YacTAMM 2 - 4 HacToAwWen CTaTby,
ycTaHasnmeaetca MNpasutennctsom Poccuiickon degepaumm.

6. DKOHOMMYECKUM aHaNU3 npeaesibHOM OTMYCKHOM LEeHbl NpOM3BOAUTENA Ha JIeKAPCTBEHHbIN
npenapart, BK/OYEHHbI B MepeyYeHb XU3HEHHO HeOoOXOAMMbIX W Ba*KHEWWIUX J1IeKapCTBEHHbIX
npenapaTtos, MpWM ee TOoCyAapCTBEHHOW PerucTpauumnm uaum nepepernctpaumm  ocylwecTBaserca
desiepanbHbIM  OPraHOM UCNONAHUTENIbHON B/acTM, OCYLIECTBAAOWMM GYHKUMW MO  MNPUHATUIO
HOPMaTUBHbIX MPaBOBbIX aKTOB W KOHTPOAK 3a cobslogeHMeM 3akoHoaaTenbCTBa B chepe
rocyaapcTBeHHOro peryanpoBaHua LeH (Tapudos) Ha ToBapbl (ycayru).

7. PacuyeT npegenbHbIX OTMNYCKHbIX LEH, YKasaHHbIX B 4acTtax 1 M 2 HacToAwelr cTaTbu, MNpU KX
rocyapCcTBEHHOW PerncTpaunun Uam nepeperncTpaummn ocyLLecTBAAETCA B COOTBETCTBUM C METOLAUKOM,
yTBEpXAeHHOM MpaButenscteom Poccuiickoit Peagepaummn n yunTbiBatoLEen B TOM YMCAIE:

1) cobnogeHne 6anaHca MHTEpPeECOB NOTPebuTeneil fIeKapCTBEHHbIX MPenapaToB, BK/AKOYEHHbIX B
nepeyeHb KM3HEHHO HEOBXOAMMbBIX U BarKHEWLWMX NIeKapCTBEHHbLIX MpPenapaTtos, U MpousBoamuTenei
NIeKapCTBEHHbIX MNPEenapaToB, BK/OYEHHbIX B MEPEeYEHb KU3HEHHO HEeOobXOAMMbBIX W BarKHEWWWX
NleKapcTBEHHbIX NPenapaTos;

2) paKTMUEeCKyIo OTNYCKHYIO LEHY Ha ieKapcTBEHHbIE NpenapaThl B Poccuitickolt degepaumu, LeHy BBO3a
NeKapcTBeHHbIX npenapatoB B Poccuitickylo depepaumio, a TakKe LeHbl Ha aHanorMyHble
NeKapcTBeHHble NpenapaTbl, HaxoaAalwmecs B obpalieHnn B Poccuiickoin Geaepaunu;

3) 3atpaTbl MNPOM3BOAMTENA JIEKAPCTBEHHOro Mpenapata Ha MPOM3BOACTBO W peanv3aumio
JIeKapCTBEHHOrO Npenapara;

4) ueHy Ha NIEeKapCTBEHHbIM MpenapaTt, ero LeHy B CTpaHe MPOoM3BOAMTENA U B CTPAHAxX, B KOTOPbIX
JleKapcTBEHHbIV NpenapaTt 3aperncTpMpoBaH U (Maun) B KOTOPbIE NOCTABASETCA MPOU3BOAUTENEM.

8. He A0ONYyCKaklTCA peannsdauma M OTNYCK JIEKAPCTBEHHbLIX NpenapaTtoB, BKJKOYEHHbIX B NepevYeHb
XKN3HEHHO HEO6XO,CI,VIMbIX N BarKHEeNLWmnx NeKapCTBEHHbIX MNpenapaTtoB, Ha KOTOpblie nNpounssoaAnUTENAMU
NNEKAPCTBEHHbLIX MNpenapaTtoB He 3aperncTtpnpoBaHa npegenbHaa OTNYCKHaA UeHa, peann3auma
npon3soanTENAMUM NIEKAPCTBEHHbIX NMPENAPaTOB NO UeHaM, NpeBbIlWaloWMM 3aperMcCTpnpoBaHHbIe NN
nepepernctpnpoBaHHble NpeaesibHble OTNYCKHbIE UEHbI Ha 1IeKapPCTBEHHbIE NpenapaTbl C y4eTOM Haslora
Ha AO6aB/'IeHHy|O CTOMMOCTb.



9. OcobeHHOCTN roCcyAapCTBEHHOMO PeryanpoBaHna npefesbHbIX OTMYCKHbIX LeH npoussoauTeneit Ha
NIeKapCTBEHHbIE MpenapaTbl, BKAOYEHHble B MNepeyeHb MU3HEHHO HEOBXOAMMbBIX W BarKHEWLIUX
NleKapCcTBEHHbIX MPenapaTos, B 3aBUMCMMOCTM OT 3KOHOMMYECKUX U (MAKM) coumanbHbIX Kputepues
(M3meHeHMe ycnoBui, MopsAKa W CTOMMOCTM MPOM3BOACTBA JIEKAPCTBEHHbIX Mpenapartos,
MCMO/b30BaHMe HOBbIX GOPM, MeToAoB M CrnocoboB rocyaapCTBEHHOro PEryinMpoBaHMA LeH Ha
NeKapcTBeHHble npenapaTtbl, B TOM 4YMC/le Ha OCHOBE MexaHu3ma pedepeHTHOro ueHoobpasosaHus,
M3MEHEHUI MOpAAKA OKa3aHWA MeAMUMHCKOW MOMOLLM, M3MEHEeHMEe Kypca MHOCTPAHHOW BaOTbl U
MHble U3MeHeHNA) ycTaHaBAuBatoTca Mpasutenbcteom Poccuiickon Peaepauun.

CraTtba 62. [OCyAapCTBEHHbIN peecTp NpeaesibHbIX OTMYCKHbIX LeH NPOU3BOAUTENEN Ha IEKAPCTBEHHbIE
npenapaTtbl, BKAOYEHHblE B MEPeYEHb KU3HEHHO HEOOXOAMMbBIX W BaXKHEMLLMX JIeKapCTBEHHbIX
npenapaTos

1. 3aperncTpmMpoBaHHble AN NepeperncTpPMpPoBaHHbIe NpeaesbHble OTMNYCKHbIE LieHbl MPou3BoanUTENEN
Ha JfleKapcTBeHHble Mpenapatbl, BK/OYEHHbIE B NepeyeHb KU3HEHHO HEeobXOAMMbIX W BayKHeMLWMX
NIeKapcTBEHHbIX MPEenapaTtoB, MOAJMEXKAT BKAOYEHUIO B TOCYAAPCTBEHHbLIM peecTp npeaesbHbIX
OTNYCKHbIX LieH NPoM3BOAMTENEN Ha NEKAPCTBEHHbIE NpPenapaTbl, BKAOYEHHbIE B NMepeyeHb KU3HEHHO
HeobX0AMMbIX M BarKHEWLMX IeKapCTBEHHbIX NPenapaTos.

2. TocymapcTBeHHbI peecTp npeaenbHbIX OTNYCKHbIX LEeH MNpou3BoAUTENIe Ha JN1IeKapCTBEHHble
npenapatbl, BK/AIOYEHHblE B MNepeyeHb XM3HEHHO HeOobXoAUMbIX W BaXKHEWLLIUX JIeKapCTBEHHbIX
npenapaTtos, COAePXUT B cebe cneayroLlyo MHGoOpPMaLUio:

1) HanmeHoOBaHWe aepaTena WAM BnAadeNbla PerucTpauMoHHOro YAOCTOBEPEHUA N1IeKapCTBEHHOMO
npenapata, HaMMeHOBaHME MPOU3BOAMTENN JIEKAPCTBEHHOro npenapata, CBEAEHMA O pPerucrpauun
AepKaTens uau Bnagenbla pPerncTpaumoHHOro yaoCcToBepeHnsa IeKapcTBEHHOro npenapara, ceeaeHns
O perucTpauMm MpPOU3BOAUTENA JfIEKAapPCTBEHHOro npenapaTta Ana MeAUUMHCKOro MNPUMEHEHUA B
KayecTBe HajoronnaTtesibliyMKa B CTpaHe perucTpaumm (N8 POCCUMCKMX HOPUAMYECKMX /UL, -
NAeHTUOUKALUMOHHBIA HOoMep Hasoronnatenblumka (MHH), 4aA MHOCTPaHHbIX HOPUANYECKUX AWl -
CTpaHa perucrTpaumm, HaMmMeHOBaHWe PerucTPUpYIoOWEero opraHa, PerncTpauuoHHbIA HOMep, Ko
HanoronnatenbluMKa B CTpaHe perucrpaumm (MHKopnopaummn) MAM ero aHanor), MecTo HaxoXAeHus
NPOM3BOACTBEHHbIX NOLLAA0K, YH4aCTBYIOLIMX B NpOLLecce NPOM3BOACTBA IEKAPCTBEHHOro nNpenapara, ¢
yKasaHuem cTaguu npouecca NponsBoAacCTBa;

2) HanmeHoBaHMe NNeKapCTBEHHOIo npenaparta (ME)KAYHaPOAHOE HENaTeHTOBaHHOE, nnn
rpynnmnpoBoYyHoOE, 1N Xmumm4yecKkoe n Toprosoe HaMMEHOBaHMH);

3) HoMep PerncTPaLMOoHHOro YAOCTOBEPEHUSA IEKaPCTBEHHOIO NpenapaTa;

4) nexkapctBeHHana ¢opma C yKasaHMeM [03MPOBKM JIEKapCTBEHHOrO MpenapaTa U ero KojuvecTsa BO
BTOPUYHOM (MOTPEOUTENIbCKOM) YNAaKOBKE, a TaKXKe KOMMIEKTHOCTb;

5) 3aperncTpupoBaHHas npesesibHaA OTNYCKHanA LeHa Ha IeKapCTBEHHbIN NpenapaT B py6asax;

6) 4ata M HOMep NpUKasa YNOJHOMOYEHHOTO ¢efepasbHOro OpraHa WCMONHWUTENbHOW BAACTU O
rocyfapCTBEHHOW  perucTpauum  WavM  nepeperncrpaumMuM  npegesbHol  OTMYCKHOM  UeHbl  Ha
NIEKapCTBEHHbIM MpenapaTt, BK/IOYEHHbI B MepeyvyeHb KU3HEHHO HEeobXOAMMbIX W BarKHEWWWX
JleKapCTBEHHbIX NPenapaTos;

6.1) pata BCTynaeHMA B CWAY MPUKasa YNoOJAHOMOYEHHOro ¢eaepasnbHOro opraHa WCMOAHWUTENbHOWM
BJAaCTM O TrOCYAApPCTBEHHOM perucTpauunm WaM nepepernctTpauum npeaenbHon OTMYCKHON LeHbl
NPOM3BOAMUTENA HA NEKAPCTBEHHbIA Npenapar, BKAOYEHHbIN B NepeyeHb KU3HEHHO HeobXoAMMbIX U
BaKHEMLMX NeKapCTBEHHbIX NPenaparos;



7) WTPUXOBOM KOA, HAHECeHHbI Ha BTOPUYHYIO (NOTPebMTEeNbCKYlo) YMaKOBKY /eKapCTBEHHOro
npenapara;

8) KO4 NeKapCTBEHHOro npernapata Mo aHAaTOMO-TePaneBTUYECKO-XMMUYECKOW KaaccubuKaumu,
pekoMeHA0BaHHOW BceMunpHOM opraHmM3aumelt 34paBoOXpaHeHMs.

3. TocypapCTBeHHasa pernctpauus  WAn  NepeperncTpauus  npefesibHblX OTNYCKHbIX LUEH Ha
JIeKapCTBEHHblE MpenapaTbl, BK/IOYEHHble B MepeyeHb MKU3HEHHO HeobXOAMMbBIX W BarKHEMNLMX
JIeKapCTBEHHbIX NpPenapaTtoB, BeAeHWE TOoCyAapPCTBEHHOrO peecTpa npeaesibHbIX OTMYCKHbIX LeH
npoussoauTenei Ha 1eKapCcTBEHHbIE NPenapaThbl, BKAOYEHHbIE B NEPEYEHb KU3HEHHO HEOOXOAMMBbIX U
Ba)KHEMIUMX  NIEKAPCTBEHHbIX  MPENapaToB, OCYLLECTBAAIOTCA B NOPAAKE,  YCTaHOBAEHHOM
MpasuTenbctBom Poccuiickoi ®epepaumm.

Cratbsa 63. YcTaHOBAEHME OpraHamu MCMNONHUTENbHOM BnacTM cybbeKkToB Poccuiickoint depepaunmn
npegenbHbiX pPasMepoB ONTOBbIX HaAbaBOK M MNpegenbHbiX PasMepoB PO3HWYHBLIX HagbaBOK K
$AKTUYECKMM OTMYCKHBIM LLEHAM, YCTaHOB/IEHHbIM NPOWU3BOAUTENAMM NIEKAPCTBEHHbIX NPENapaTos, Ha
NleKapcTBeHHble NpenapaTtbl, BKAIOYEHHblE B MNEPEYEHb KMU3HEHHO HEOBXOAMMBIX W BayKHEMLWMUX
NleKapcTBEHHbIX NpenapaTos

1. OpraHbl UCNOJIHUTEIbHOM B/1acTU cybbekToB Poccuiickoit ®egepauum ycTtaHaBAMBAOT NpeaesbHble
pasmepbl OMNTOBbIX HaAbaBOK M MpeAesibHble pPasmepbl PO3HMYHBLIX HaAbaBOK K  (aKTUYEeCKMm
OTMYCKHbIM LeHaM (6e3 yyeTa Hanora Ha fo6aBaeHHY CTOMMOCTb), YCTaHOB/IEHHbIM MPOM3BOAUTENAMM
JIeKapCTBEHHbIX MPENapaToB, Ha JIEKAPCTBEHHble MNPenapaTtbl, BKAKOYEHHble B MepeyeHb KU3HEHHO
HEeobX0AMMbIX U BayKHEMLIMX NEeKAaPCTBEHHbIX NPEnapaToB, B COOTBETCTBMM C YTBEPIKAEHHOW B NOPAAKE,
ycTaHoB/MeHHOM [paButenbctBoMm Poccuiickoit deaepaumn, MeTOOUMKOW YCTaHOBEHUA OpraHammu
NCNONHUTENbHON BAacTM cybbekToB Poccuitckoit ®Pepepaumm npenenibHblX PasMepoB  OMTOBbIX
HafbaBOK M nNpefesnbHblX PasMepoB PO3HUYHBLIX Hag0aBOK K (PaAKTUYECKMM OTMYCKHbIM LeHaMm,
YCTaHOBJIEHHbIM MPOM3BOAUTENAMM JIEKAPCTBEHHbIX MPEnapaTtoB, Ha JIeKApCTBEHHble MnpenapaThbl,
BK/IIOYEHHbIE B MepeyeHb YKU3HEHHO HEeobXOoAMMbIX W BaKHEWLWWX JeKapCTBEHHbIX MpPenapaTtos.
MpPOeKTbl pelweHnin opraHoB MWCMNOJHUTENbHOW BRacTM cybbekToB Poccuiickolr depepaumm 06
YCTaHOB/IEHUU U (MNIM) U3MEHEHUMN NPeebHbBIX Pa3MepPOoB ONTOBbIX HALOABOK U Npeae ibHbIX Pa3mepos
PO3HMYHbIX Hag0aBOK K (AKTUYECKMM OTMYCKHbIM LieHaM, YCTAHOB/IEHHbIM MNPOU3BOAUTENSMMU
JIeKAPCTBEHHbIX MPENApPaToB, Ha JIEKAPCTBEHHble MPenapaTtbl, BKAIOYEHHbIE B MepeyeHb KU3HEHHO
HEODOXOAMMbIX WM BaKHEMLWMWX JIeKAPCTBEHHbIX NPenapaToB, NoA/eXaT  COrNacoBaHUIO €
YNOJIHOMOYEHHbIM deaepasibHbIM OPraHOM UCMOJHUTENbHOM BNACTU, OCYLLECTBAAIOWMM GYHKUMKU NO
NPUHATUIO HOPMATUBHbIX MPABOBbIX AKTOB M KOHTPOJIO 3a COBAt0AEHMEM 3aKOHOAATeNbCTBA B chepe
rocyapCTBEHHOIO PeryiMpoBaHus LeH (Tapudos) Ha ToBapbl (ycnyru), B nopagKe, yCTaHOBJAEHHOM
Mpasutenbctsom Poccuiickon ®egepauymn.

2. OpraHusauuu ONTOBOM TOProBAW NEKAPCTBEHHbIMU CPeaCcTBaMK, anTeyHble OpraHusauumy,
MHAMBUAOYANbHbIE MpeanpUHUMATENN, UMEKOLWME JNLEH3UI0 Ha (apMaLLeBTUYECKYI0 OEeATEeIbHOCTD,
MeAMLUMHCKME OpraHuM3auumn, MMeoWmMe NULEH3UI0 Ha ¢GapMaLeBTUUYECKYI0 AeATe/bHOCTb, M WX
obocobieHHble noapasgeneHuns (ambynatopun, denbaluepckme U denbalepCcKo-akyWepcKmue MyHKTbI,
UueHTpbl (oTaeneHus) obuwei BpayebHOU (cemerHON) NPaKTUKKU), PACNO/IOXKEHHble B CENbCKUX
HacefleHHbIX MYHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHuM3auumn, ocCyLecTBAAIT peanusaumio
NIeKapCTBEHHbIX MpPenapaToB, BKAKOYEHHbIX B MepeyeHb MKU3HEHHO HeobXOoAUMBbIX W BaXKHEeMWux
NIeKapCTBEHHbIX MpenapaTtoB, MO LeHaM, KoTopble GOPMUPYIOTCA B COOTBETCTBUM C MOPALKOM,
yCTaHOB/IeHHbIM MpaBuTenbcTBOM Poccuiickoit degepaumm, n ypoBeHb KOTOpbIX (6e3 yyeTa Hasnora Ha
[06aB/MeHHYI0 CTOMMOCTb) He [0/IKeH npesblllaTe CyYMMY (GaKTUUYECKOW OTMYCKHOW  LEHbI,
YCTaHOB/IEHHOWM npoussoauTenem NleKapcTBeHHOro npenapara, He npesbillaoLLei
3aperncTpupoBaHHOM UAM NepeperncTpUpoBaHHOM NpeaenbHOM OTNYCKHOW LieHbl npou3BoanTens (Ha
AaTy peanusauuu feKapcTBEHHOro npenapaTta npov3BoauTenem), U pasmepa ONTOBOM HaabasKu ©
(nnn) pasmepa po3HUYHON HaabaBKW, He NPEBbIWAKWMX COOTBETCTBEHHO pasmepa npeaenbHoM



onToBOl HaabaBKkM U (MK) pasmepa nNpeaenbHOW PO3HUYHOW HaAbaBKW, YCTAHOB/IEHHbIX B CybbekTe
Poccuiickoin Pepgepaumnn.

3. OpraHbl UCNONHUTENbHON BAAcTN cybbekToB Poccuinickon ®eaepaumm pasmellatot B cetu "UHTepHeT"
MHOOPMAUMIO O 3apPEerucTpPMpPOBaHHbIX MpPefesnbHbiX OTMYCKHbIX LEeHax npousBoauTenei Ha
NIEKAapPCTBEHHbIE MNpenapaTbl, BK/AOYEHHble B MNepeyeHb XMU3HEHHO HeobXOoAMMbIX U BaKHenLWwux
JNIEKAPCTBEHHbIX NpenapaTtoB, 06 ycTaHOBJ/IEHHbIX B cybbekTe Poccuitckon Pepepaumm npepesbHbix
pa3mepax ONTOBbIX HaA0aBOK M (M) NpeaenbHbIX pasMepax PO3HUYHbIX HagbaBOK K YCTAHOB/IEHHbIM
NpPOM3BOAUTENAMM JIEKAPCTBEHHbIX MpenapaToB GaKTUUYECKMM OTMYCKHbIM LileHamM Ha JeKapCTBEeHHbIe
npenaparbl, BK/OYEHHble B MNepeyvYeHb KU3HEHHO HEeOobOXOAMMbIX W BarKHEWMWWUX NeKapCTBEHHbIX
NpenapaToB, a TaK}Ke 0 CYMME 3aperncTpMpoBaHHbIX NpeaeibHbIX OTMYCKHbIX LEH Npou3BoguTenei Ha
JIeKapCTBEHHbIE MNpenapaTtbl, BK/AOYEHHble B MNepeyeHb KU3HEHHO HeobXOAMMbIX M BarKHEMLWUX
JIEKapCTBEHHbIX MPenapaToB, YCTAHOBAEHHbIX B cybbeKkTe Poccuitickolt depepaumm npenenbHbIX
pasmepoB ONTOBbIX HaAbaBOK W nNpefesnbHbIX Pa3sMepoB PO3HMYHbIX HagbaBOK WM Hanora Ha
006aBNEHHY0 CTOMMOCTb. MHpopMaLma, npeayCMOTPEHHAsAs HACTOALLEN YacTbio, AOJI)KHA HaXoAUTbCS
TaK¥Ke B anTeYHbIX OpraHM3aumnax B 4OCTYMHON AN BCEX 3aUHTEPECOBAHHbIX KL, popme U 0BHOBAATLCA
Nno Mepe ee pasMeLlLEHUA OpraHamMu UCMONHUTENbHOM BAacTM cybbekToB Poccuiickon depepaumm B
cetn "UHTepHeT".

4. Y1patnun cuny ¢ 1 mapta 2020 roga. - PeaepanbHbiit 3aKkoH 0T 27.12.2019 N 475-93.
lnasa 13. MOHUTOPUHI 2OPEKTUBHOCTU U BE3OMACHOCTU

NEKAPCTBEHHbIX NMPEMAPATOB, HAXOAAWMXCA B OBPALLEHNIN

B POCCUNCKOMN ®EAEPALINMA

Cratba 64. dapmakoHag3op

1. /lekapcTBeHHble npenapaTbl, HaxogAawmeca B obpauweHun B Poccuinckon Pepepaumn, noasexar
MOHUTOPUHTY 3ddEKTUBHOCTM M 6e30MacHOCTU B LENAX BbIABAEHUA BO3MOMHbIX HeraTUBHbIX
nocneacTsuii UX NPUMEHeHUA, UHAMBUAYANbHOW HENepPeHOCUMOCTU, NpeaynpeXKaeHUsa MeguLUMHCKUX
paboTHMKOB, Cneuuannctos B 061acTM BeTEPUHAPUM, NALMEHTOB WUAM BAAAENbLEB MBOTHbIX U UX
3aLWMUTbl OT NPUMEHEHMA TaKUX SIeKapCTBEHHbIX NpenapaTos.

2. dapmaKoHa[30p OCYLLECTBAAETCA COOTBETCTBYIOLWMM YMNOAHOMOYEHHbIM degepanbHbiM OpraHom
NCMNONHUTENbHOW BNACTM B YCTAHOB/JIEHHOM MM NOPAAKE NyTeM aHaiM3a NpegoCcTaBAfeMon CybbeKkTaMm
obpalleHMA NeKapCcTBEHHbIX CPeacTB MHPOPMALMM O NOBOYHBIX AENCTBUAX, HEXKeNaTebHbIX PeaKLusX,
Cepbe3HbIX HEXKeNaTeNbHbIX peaKkuMax, HenpeaBUAEHHbIX HEXKenaTebHbIX Peakumax npu NpUmMmeHeHnn
NeKapcTBeHHbIX NpenapaTtoB, 06 MHAMBMAYaNbHOW HENepeHOCMMOCTW, OTCYTCTBUM 3PPEKTUBHOCTU
NeKapCTBEHHbIX NPenapaToB, a Takke 06 MHbIx ¢aKkTax U 0b6CTOATeNbCTBAX, NPEeACTaBAAIOWMX Yrpo3y
WU3HU UAN 300POBbLIO YesoBeKa B0 KMBOTHOMO MPU MPUMEHEHUM IeKapCTBEHHbIX MPenapaToB U
BbIABIEHHbIX Ha BCeX 3Tanax obpalleHus JeKapCTBEHHbIX npenapatoB B Poccuitickoit ®epepauun u
APYrUX rocyAapcTBax.

3. CybbekTbl 0bpalleHUs NleKapCTBEHHbIX CPeACTB B MOPSZAKE, YCTAaHOBJAEHHOM YMOJHOMOYEHHbIM
desepanbHbiM  OPraHOM  WCMOJIHUTENIbHOM  BAAcTM, 06dA3aHbl  co0Ob6WaATb B YNOJIHOMOYEHHbIN
depepanbHbii OpraH UCMOJAHUTENLHOM BAACTM O MODBOYHBIX AENCTBUAX, HEMKENATeNbHbIX PeaKLMsX,
Cepbe3HbIX HEXKeNaTe/bHbIX PeaKuMsaX, HeNpeaBUAEHHbIX HeXenaTe/bHbIX Peakumsax npu npumeHeHun
NeKapcTBeHHbIX MNpenapaTtoB, 06 MHAMBMAYaNbHOW HENepeHOCMMOCTU, OTCYTCTBUU 3SPPEKTUBHOCTM
NleKapcTBEHHbIX MPenapaTtoB, a TakKe 06 MHbIX dpakTax U 06CcToATENbCTBAX, NPEACTaBAAOWMX Yrpo3y
XU3HU WMAN 340POBbIO YeNoBeKa AMBO KMBOTHOTO NPU MPUMEHEHMMU NIEKAPCTBEHHbIX MPenapaTos U
BbIAB/MIEHHbIX Ha Bcex 3Tanax obpalleHWa NeKapCTBEeHHbIX npenapaTtoB B Poccuiickoit depepaunu u
ApYrvx rocyaapcreax.



4. [epaTtenn wAM BAadenblbl PerucTpauyoHHbIX YAOCTOBEPEHUN NEKAapCTBEHHbIX NpenapaTtos,
IOpUANYECKME /MUA, Ha WMMA KOTOPbIX BbldaHbl paspelleHuss Ha npoBeAeHUe  KAMHUUYECKUX
nccnenoBaHuin B Poccuinickon ®epepaumm, AMB60O YNOAHOMOYEHHbIE UMUK APYTMe lopuandeckne nnua B
pamkax obecneyeHuMa ©6€30MNaCHOCTU J/IEKAPCTBEHHbIX MpenapaTtoB B MNOpAAKe, YCTAaHOBJAEHHOM
COOTBETCTBYIOLWMM YMNOJHOMOYEHHbIM deaepasibHbIM OpraHOM WCNONHUTENbHOM BAacTM, 06A3aHbl
OCYyLLEeCTBNATb Npuem, ydyeT, 06paboTKy, aHaM3 U XpaHeHMe NOCTynawWmux B UX aapec oT cybbekTos
obpalleHMa NIeKapCTBEHHbIX CPEeACTB M OpPraHoB roCyAapCTBEHHOM BAacTM coobuweHMn o noboYHbIX
OeNCTBUAX, HeXenaTeNibHbIX  peakumax, Cepbe3HbiX HexenatesbHblX W  HenpeaBuAeHHbIX
HeXenaTeslbHbIX pPeakumsax MNpu MNPUMEHEHUN NEeKAPCTBEHHbIX MNpenapatoB, 06 0CObeHHOCTAX WX
B3aMMOAENCTBUA C APYTMMU NeKapCTBEHHbIMWU NpenapaTtamn, UHANBUAYANbHOM HenepeHoCUMOCTH, a
Takke 06 MHbIX daKkTax U 06CTOATENLCTBAX, NPEACTABNAAIOWMX YIPO3Y KMU3HU UK 340POBbI0 Ye/0BEKa
B0 }KMBOTHOMO U BAUAIOWMX HA U3SMEHEHNE OTHOLLIEHMA OXKNAAEMOM NONb3bl K BO3SMOXKHOMY PUCKY
NPUMEHEHNA IEKAaPCTBEHHbIX NPEnapaTos.

5. Mpu BbIABAEHUU UHOOPMALMU O Cepbe3HbIX HEeXKenaTeNbHbIX pPeakumax W HenpeasuaeHHbIX
He)kenaTesbHbIX pPeakuuax npu NPUMEHEHUN NeKapCTBEHHbIX npenapatoB, 06 0cCobeHHOCTAX WX
B3aMMOAENCTBUA C APYIMMW NeKapCTBEHHbIMU MpenapaTamun, UHAMBUAYaANbHOW HenepeHoCMMOCTH, a
TaKKe 06 MHbIX paKTax U 0BCTOATENbCTBAX, BAUAIOWMNX HA U3MEHEHUE OTHOLLEHUA 0XKAaeMON NoJb3bl
K BO3MOXHOMY PUCKY MNPUMEHEHUA NEeKapCTBEHHbIX MNpenapaTos, Jep)KaTenn WAM BAaaenblbl
PEerncTpaLnoHHbIX YAOCTOBEPEHWNI IEKAaPCTBEHHbIX NPENapaTos, PUANYECKME NNLA, HA UMA KOTOPbIX
BblAaHbl paspelleHnss Ha NPOoBeAEHUE KIMHUYECKUX uccneaoBaHuin B Poccuiickon depepaunn, nnbo
YNONHOMOYEHHbIE UMK Apyrve lopuanmyeckne nuua ob6A3aHbl NPUHATbL Mepbl, HamnpaBieHHble Ha
yCTpaHeHWEe  HeraTMBHbIX  MOCNEACTBMIA  MPUMEHEHUA  TakMX  NEKApCTBEHHbIX  MpenapaTtos,
npeaynpexaeHue NpUUNHEHUs Bpeaa XU3HU UM 340PO0BbI0 YenoBeKa 6o KUBOTHOTO, 3alMTY UX OT
NPUMEHEHUS TaKNX IEKAPCTBEHHbIX NPEnapaTos, Ha A0MNO/HUTENbHbIN cOop AaHHbIX 06 apdeKTMBHOCTH
1 6e30MacHOCTU TaKMX JIeKapCTBEHHbIX NpenapaTos..

6. 3a HecooblleHNe UM COKpbITUE MHbOPMaLUKM, NPedyCMOTPEHHOM YacTbio 3 HacToAwel CTaTbM,
OepXaTenum WAM  BAagenbubl  PerncTpauMoHHbIX  YAOCTOBEPEHMI  NIEKAPCTBEHHbLIX MPEnapaTos,
lopuamyeckme vua, Ha MMA  KOTOPbIX BblAaHbl pa3spelleHns Ha npoBeAeHUe KAUHUYECKUX
nccnenosBaHnin B Poccuiickoit ®eaepaumn, AMb6o ynoaHOMOYEHHbIE UMUK ApYrue opuamyeckme anua, a
TaK)Ke JO/MKHOCTHbIE /1ML, KOTOPbIM 3Ta MHPOPMaLIMA CTana M3BeCTHa No poay ux npodeccuoHanbHowM
OeATeNbHOCTU, HeCYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHO4aTeNbCTBOM Poccuiickoit deaepaumm.

7. Mlpn NOAYYEHMM YMNONHOMOYEHHbIM deaepanbHbIM OPraHOM WMCMNONHUTENbHOW BNACTM B pPaMKax
OCYLLEeCTBNEHMA MM papmMaKoHaA30pa A0Ka3aTeNbCTB O HECOOTBETCTBUMM NEKAPCTBEHHOrO npenapaTa
YCTaHOB/IEHHbIM TpeboBaHWAM WAM NPU NOAYYEHUN MHOPOPMALMU O HECOOTBETCTBMM AaHHbIX 06
adpeKTMBHOCTM U 0 6e30NacHOCTM EeKAPCTBEHHOro NpenapaTta AaHHbIM O JIeKapCTBEHHOM npenaparTe,
COAEPMKALLMMCA B MHCTPYKLMM MO €ro NPUMEHEHUIO (B TOM YMC/E BbISBNIEHHbIX B XOA4€ OCYLIECTBNEeHUA
bapmaKkoHag30opa KOHTPONbHO-HAA30PHLIMU OPraHaMm MHOCTPAHHbIX FOCYAaPCTB), YNOJHOMOYEHHbIN
denepanbHbii OpraH UCNONHUTENbHOM BAACTU B YCTAHOB/NIEHHOM MM MOPAAKE PacCMaTpUBaeT BOMNPOC O
NPMOCTaHOBAEHMM MPUMEHEHMSA TAKOro IEKapCTBEHHOrO Npenapara.

Cratba 65. NpuocTaHoBAEHME NPUMEHEHUA IeKapCTBEHHOro nNpenapara

1. I'IpM nosy4yeHnun VIHd)OpMaLI,VIM O HeXenartesibHbIiX peakunax npun npmmeHeHun NeKapCTBeEHHOro
npenaparta, HEe YKa3aHHbIX B UHCTPYKUUU MO NPUMEHEHUIO JIEKAPCTBEHHOIO npenaparta, CeEPbE3HbIX
HeXenateNbHbIX peakyunax, 06 ocobeHHocTAX ero B3aVIMOFI,EI7ICTBVIF| C Apyrmmun nexKapCrtBeHHbIMU
npenapatamu, KOTopbie MOryT NpeacTaBaATb Yrpo3y XMU3HU UAn 340POBbIO Ye/10BEKA nmbo XUBOTHOrO,
d TaKXe O HeCoOoTBEeTCTBUUN AaHHbIX 06 Qd)d)eKTMBHOCTVI n o 6esonacHocTu NeKapCTBEHHOro npenaparta
AaHHbIM O NeKapCTBEHHOM npenaparte, coaepxawmmca B UHCTPYKUUU MO ero npumMmeHeHuto, B TOM
ypucne OoT ynosIHOMOYEHHbLIX OpPraHoB WMHOCTPAHHbIX roCyaapcTs, obmeH KOTOpOﬁ ocyuwecrtsnAaeTca B
COOTBETCTBMUN C cCOornawleHnAMM mexxay ynosHOMOYEeHHbIM cbep,epaanblM OopraHom WUCNONIHUTENIbHOM



BJACTU U YNOJHOMOYEHHbIMM OpraHaMM WMHOCTPaHHbIX FOCYAapCTB, YNOJAHOMOYEHHbIN deaepanbHbIi
opraH UCMONHWUTENbHOW BAACTU paccCMaTpPUBAET BONPOC O BO3MOXHOCTM MPUOCTaHOBAEHNA obpalleHua
TAaKOro /IeKapCTBEHHOro npenapaTta B NopAAKe, YCTaHOBAEHHOM YMO/JHOMOYEHHbIM deaepanbHbiM
OpraHOM MUCMONHUTENbHOM BAACTW.

2. [pn HEUCnoNHEeHUN UM HeHagnexawem WCNONIHEHUWN AeprKaTenamun  UAM  BAagenbuamm
PEerncTpPaunoHHbIX YAOCTOBEPEHUN JIEKAPCTBEHHbIX MpPEenapaToB, OPUAMYECKMMU NLAMKM, Ha UMS
KOTOPbIX BblAaHbl pa3peLlleHnsa Ha NpoBeaeHne KAMHUYECKUX nccnenoBanuii B Poccuitickoit degepaumm,
WAWU  YNOJSIHOMOYEHHbIMU UMK  APYTUMU  HOPUAMYECKUMU AMLAMU  00A3aHHOCTEN, YCTAaHOBAEHHbIX
yactamm 3 u 4 crtatbn 64 HactoAwero PepepanbHoOro 3akoHa, AMbo B cayyasx npeacTaBiAeHUs
COOTBETCTBYIOLMUM YMOJIHOMOYEHHbIM deaepasibHbIM OpPraHOM UCMOIHUTE/IbHOM BAACTU 3aKOYEHMUA O
HEeAOCTOBEPHOCTU pPe3yNbTaTOB  KAMHUYECKOrO MCCAeA0BaHWMA NIeKAPCTBEHHOro npenapata  A4aAa
MEAULMHCKOINO MNPUMEHEHMA, KOTOPOE OCHOBAaHO Ha pes3ysibTaTax MpPOBEepPKM MeaULUHCKOM
OpraHusaumm, nNPOBOAMBLUEN YKa3aHHOE K/MHMYECKOE MWCCNefoBaHMe C  HapyweHuem npasun
Hag/NeKallel KNMHUYECKOM NPAKTUKKU, U NPUBENO K NONYYEHUIO HEAOCTOBEPHBIX pe3y/abTaToB, M60 B
CNy4ae HEBbINOJHEHMA NpeanucaHnsa, BblAAHHOMO YMNOJHOMOYEHHbIM  denepasbHbiM  OpPraHOM
NCNOJIHUTENbHOWN B/1IACTU NO UTOram OCYLLLECTBAEHWNS BbIBOPOYHOrO KOHTPOISA KayecTBa SIEKAPCTBEHHOIO
npenapara, YNOAHOMOYEHHbIN deaepanbHbli OpraH UCNONHUTENbHOM BAACTU B YCTAaHOBNEHHOM WM
nopsagKe paccmMaTpMBaeT BOMPOC O NPUOCTAHOBAEHUN NPUMEHEHUA TAKOro NEKAapCTBEHHOMO nNpenapara.

3. YnonHoMoYeHHbIV desepanbHblit OpraH UCNONHUTENIbHOM BIACTM NPU NPEACTaBAEHUM eMY CBEAEHW
O HEeCOOTBETCTBMM NPOU3BOAMTENA JIEKAPCTBEHHbIX CpeAcTB TpeboBaHMAM npaBWA Haasaexallel
NPOW3BOACTBEHHON MPAKTUKM U (MNM) O HApPYWEHMU JIMLEH3NOHHbIX TPeboBaHWUI, KoTopble Oblaun
BbiAB/IEHbl B XOAE MNPOBEAEHUA MWHCMEKTUPOBAHUA MPOU3BOAUTENS JIEKAPCTBEHHbIX CPEACTB WM
OCYLLECTBNEHNA NNLEH3UOHHOIO KOHTPOAA B chepe Npon3BOACTBA IEKAPCTBEHHbIX CPEACTB M NpUBEU
WUAN MOTYT MPUBECTU K NPOU3BOACTBY JIEKAPCTBEHHbIX MPenapaToB A1 MeAUUMHCKOTO MPUMEHEHMUS,
NPUYUHUBLUMX MAN CMNOCOBHBbIX MPUYMHWUTL BpPen KU3HWU MAM 340POBbIO FparkAaH, paccmaTpuBaeT
BOMPOC O MPUOCTAHOB/JIEHUN TMPUMEHEHUA JIEKAPCTBEHHbIX MPEnapaTtos Al  MeAMUMHCKOro
NPUMEeHeHMA B YCTaHOBAEHHOM UM MOpPAAKE B CAeAyOWMX CayYanx:

1) coctaB ¥ (MAK) TexHoONOrMA NPOM3BOACTBA JIEKAPCTBEHHOro npenapata Ana MeaULUMHCKOro
npumeHeHna (C onucaHMem cTaauii NPOU3BOACTBA) OTAMYAIOTCA OT 3aABAEHHbIX B PErMcTpaLmoHHOM
[O0Cbe;

2) HEKapCTBeHHbIVI npenapar ana mMmeauumnHCKoro npunmeHeHumA npousseneH Ha HpOMBBOACTBeHHOVI
naowaake, He yKa3aHHOl7I B perncTtpaumMoHHOM A0CbE,

3) y npou3BOAMTENsA J/IeKApCTBEHHbIX CPeacTB OTCYTCTBYIOT AOKYMEHTbI, MOATBEp:KAalowme
COOTBETCTBME KayecTBa JIeKapCTBEHHOro npenaparta ANs MeAWMLMHCKOrO NMPUMEHEHUs, BBOAMMOro B
rparkaaHckmii 06opoT, TpeboBaHUAM, YyCTaHOB/IEHHbIM NPUW Ero rocyAapCcTBEHHON perncTpaumm;

4) npon3BoAMTENIeM EKAPCTBEHHbIX CPEACTB B COMIACOBAHHbIN C COOTBETCTBYHOLLMM YNOJHOMOYEHHbIM
denepanbHbIM OPraHOM UCNOSHUTENIBHOW BNACTU CPOK He YCTpaHeHbl HapyLlleHna TpeboBaHU npasun
HaZ/exKallei npou3BOACTBEHHON MNPaAKTUKM WU (MAKM) NNUEH3MOHHBLIX TPeboBaHWK, KoTopble 6biau
BbIAB/IEHbl B XO4e MNPOBEAEHUA WMHCMEeKTUPOBAHUA MNPOU3BOAUTENA NEKAPCTBEHHbIX CPEACTB MU
OCYLLECTBNEHNA NNLLEH3MOHHOFO KOHTPOA B chepe NPoOn3BOACTBA NEKAPCTBEHHbIX CPEACTB U NPUBENM
WUAN MOTYT MPUBECTU K MPOU3BOACTBY JIEKAPCTBEHHbIX MPenapaToB AN MEeAUUMHCKOTO NpUMEHEHMUs,
NPUYUHUBLUNX AN CNOCOBHBIX MPUYUHUTDL BPEeS, *KU3HU AU 300POBbIO rPaxaaH.

4. YNOoNHOMOYEHHbI deaepanbHblit OpraH UCMOAHUTENBHOW BAACTM NPWU HANMYMM Y HEro cBegeHuii o
HECOOTBETCTBMM MPOU3BOAUTENSA JIEKAPCTBEHHbIX CpeacTB TpeboBaHMAM MpaBuA  HaafexKalen
NPOM3BOACTBEHHOM MNPAKTUKU WU (MAW) O HapylleHUMM AULEH3NOHHbLIX TpeboBaHMI, KoTopble 6blan
BbiABMEHbl B XOAE MNPOBEAEHMA WHCNEKTUPOBAHWUA MPOM3BOAMUTENSA J/IEKAPCTBEHHbIX CPeacTB WAu
OCYLLECTBNEHMA IMLLEH3MOHHOMO KOHTPOAA B chepe NPOM3BOACTBA JIEKAPCTBEHHbIX CPeACTB U NpUBEnn



WAWU MOTYT MPUBECTM K MPOU3BOACTBY /IEKAPCTBEHHbIX MPENapaTos A8 BETEPMHAPHOIO MPUMEHEHMS,
NPUYUHMUBLINX MAWU CMOCOBHbLIX MPUUUHMTL Bpen KU3HWU WAW 300POBbI0 KMBOTHbLIX, PaccmaTpuBaeT
BOMPOC O MPUOCTAaHOB/AEHUN peanusauunm M MNPUMEHEHMS JfIeKapCTBEHHbIX Mpenapatos AN
BETEPUHAPHOIO NPUMEHEHUSA B YCTAHOBIEHHOM MM MOPAAKE B CNeAYIOWMX CTyYanX:

1) coctaB M (MAM) TexHoNOTMA MPOM3BOACTBA JIEKAPCTBEHHOrO Mpenapata 408 BeTEePUMHApPHOro
npMMeHeHuA (C onucaHuem CTaauii MPOM3BOACTBA) OTMYAIOTCA OT 3asIB/IEHHbIX B PErmcTpaumoHHOM
[0Cbe;

2) neKapcTBeHHbIM npenapaT Ana BETePUMHAPHOrO MPUMMEHEHUA MPOM3BeAEeH Ha MPOU3BOACTBEHHOWN
NoLWaAKe, He YKasaHHOM B PErMcTpaLMOHHOM A0CbE;

3) y npousBOAMTENsA JIeKAapCTBEHHbIX CPeacTB  OTCYTCTBYIOT [OKYMEHTbl, MOATBEp:KAalowme
COOTBETCTBME KAyecTBa JIEKAPCTBEHHOro npenapaTta A/l BETEPUMHAPHOro NPUMEHEHWsA, BBOAMMOIO B
rparkaaHcKuii 06opoT, TpeboBaHUAM, YCTaHOB/IEHHbIM NPY €ro rocyAapcTBEHHOM perncTpaumm;

4) npon3BoOAMTENIEM NEKAPCTBEHHbIX CPEACTB B COMNACOBaHHbINA C COOTBETCTBYHOLLMM YNOJHOMOYEHHbIM
denepanbHbIM OPraHOM UCMOAHUTENBHOM BAACTU CPOK HE YCTPaHEeHbl HapyweHUsA TpeboBaHMIit NpaBmA
Hag/nexallen NpPou3BOACTBEHHON MPAKTUKM U (MAKM) NULEH3MOHHbLIX TpeboBaHWI, KoTopble 6bian
BbIABNEHbI B XOAE MPOBEAEHUA MHCNEKTMPOBAHMA MPOU3BOAUTENS NIEKAPCTBEHHbIX CPEACTB WM
OCYLLECTB/IEHNA NMLEH3NOHHOIO KOHTPOA B chepe NPOon3BOACTBA IEKAPCTBEHHbIX CPEACTB M NpUBEM
WU MOTYT MPUBECTM K MPOU3BOACTBY /IEKAPCTBEHHbIX MPEnapatos A1 BETEPUHAPHOro NpUMeEHEHUs,
MPUYUHUBLUMNX NAM CNOCOBHbIX MPUYMHUTL BPES XMU3HU WU 340POBbIO }KUBOTHbIX.

Cratba 66. IHbopmaums o pesynbTatax papmaKkoHagsopa

YnonHomoueHHbI peaepasibHbii OpraH UCMOMIHUTE/IbHOM BNACTU, OCYLLECTBAAWMIA papmMaKkoHaa3op,
no ero pesy/bTaTam pasmMeLlaeT Ha cBoeM opuLMaibHOM calTe B ceTh "UHTepHeT" nHpopmaumio o:

1) BbIABAEHUWN HOBbLIX NOATBEPKAEHHbIX AaHHbIX O MOBOYHbIX AEUCTBUAX, HEXeNaTeNbHbIX peakuuax,
CEepPbe3HbIX HEMXKENaTeNbHbIX Ppeakumnsax, HenpeaBUAEHHbIX HEXKeNnaTebHbIX Ppeakumax npu NpumeHeHuu
JIeKapCTBEHHOrO npenapaTa, B TOM 4YMUC/AEe BAUAIOWMX Ha OTHOWEHWE OXMAAEMOW MNoAb3bl K
BO3MOXHOMY PUCKY NPUMEHEHMA AAHHOIO 1IEKapCTBEHHOrO Npenapara;

2) NPUHATBIX pelweHnAX O BHECEHUU U3MEHEHUN B MHCTPYKUMIO MO NPUMEHEHUIO NeKapPCTBEHHOIO
npenaparta, 0 NPUOCTaHOBNEHUN NPUMEHEHNA NEKAPCTBEHHOIO Npenaparta, 06 n3bATUU U3 O6paLLI,eHMﬂ
NNeKapCTBEHHOrO nNpenaparta nan o BO306OHOBNEHUU NPUMEHEHNA NeKapPCTBEHHOIO Npenaparta.

lnasa 14. NUHOGOPMALKA O NEKAPCTBEHHbIX MPENAPATAX. CUCTEMA
MOHWUTOPUHIA ABUXKEHUA NEKAPCTBEHHbIX NMPEMNAPATOB
41a MEANUMHCKOIO NPUMMEHEHWNA

Ctatbs 67. WHPopmauma O nNeKapcTBEHHbIX npenapaTax. CucTemMa MOHUTOPUHIa ABUMKEHUS
JIeKapCTBEHHbIX NPenapaTos A1 MeAULUMHCKOTO NPUMeHeHMUA

1. UHpopmauma 0 NeKapCTBEHHbIX MpenapaTtax, OTNycKaembiX MO PeLenTy Ha IeKapCTBEHHbIN npenapar,
JOMIKHA  COAEp)KaTbCA  TONbKO B CNELMaNM3MPOBAHHbLIX  WM34AHWAX, NpPeAHa3HAYeHHbIX Ans
MeAMLMHCKMX, dapmaLeBTUYeckmx paboTHMKOB, cneunannctos B obnactu setepuHapum. MHbopmauma
O /IeKapCTBEHHbIX MpenapaTtax A4 CneuvanuctoB B 06/1acTv 0b6palleHuna NeKapcTBEHHbIX CPeACTB
MOXeT coaeprKaTbcA B MOHOrpadumax, CNpaBoOYHMKAX, HAyYHbIX CTaTbAX, B AOK/AaAax Ha KOHrpeccax,
KOHdepeHLMAX, CMMNO3MYyMaX, Hay4dHbIX COBETaX, a TaKXKe B MWHCTPYKUMAX NO MNPUMEHEHWUIO
NleKapcTBEHHbIX NpenapaTos.



2. WNHPopmaums O feKapCTBEHHbIX NpenapaTax, OTNycKaemblx 6e3 peuenta Ha J/IeKapCTBEHHbIN
npenapaTt, MOXeT cogepKaTbCA B MybAnKauuax U o6bABAEHUAX CPeAcTB MaccoBOM WHdopmauum,
CNeunann3mMpoBaHHbIX U OBLLMX MeYaTHbIX M3L4AHMAX, UHCTPYKLMAX MO MPUMEHEHUIO SIeKapCTBEHHbIX
npenapaToBs, MHbIX U34aHUAX CY6bEKTOB 06palLEeHNA N1EeKapCTBEHHbIX CPeaCcTB. PeknamHble maTepuanbl
O /leKapCTBEHHOM npenapaTte, oTnyckaemom 6e3 pelenTa Ha JEKapCTBEHHbI npenapar, AO/KHbI
COOTBETCTBOBATb MHCTPYKLMM MO MPUMEHEHMIO SIeKapPCTBEHHOro npenapara.

3. JlonycKkaerca MCcrnosib3oBaHue NtobbiXx MaTepuanbHbIX HOCUTEEN, MO3BONAIOWMNX XPaHUTb, NepeaasaTb
M MCNO/b30BaTh MHPOPMALIMIO O IeKaPCTBEHHbIX NpenapaTax 6e3 ee uckaxkeHus.

4. Ona ueneit naeHTMdUKaLMM YNAKOBOK NEKAPCTBEHHbIX NPenapaToB A1a MeAULNHCKOTO NPUMEHEHUSA
NpPOW3BOAUTENIN NEKAPCTBEHHbIX CPEACTB B NOpALKe, ycTaHoBAeHHOM [MpaBuTenbctBom Poccuiickoi
depepaumn, HAHOCAT HA MEPBUYHYID YMNAKOBKY (B OTHOLUEHMM JIEKAPCTBEHHbIX NPenapaToB AAs
MeANUMHCKOTO MPUMEHEHUA, AN KOTOPbIX HEe MpeayCcMOTPeHa BTOPMYHAA YMaKOBKa) U BTOPUYHYHO
(noTpebuTenbcKyro) YNakoBKY NEKAPCTBEHHbIX NPENapaToB ANA MeAULMHCKOro NpUMEHEHUA CpeacTBa
NOEHTUOMKAUMM, 33 WUCKAOYEHWEM NEKAPCTBEHHbIX MPENApPaToB 418 MEeOULMHCKOro MPUMEHEHMUS,
NPOM3BOAUMBIX ANA NPOBEAEHUSA KAMHUYECKMX UCCAeA0BaHUM, IKCNOPTA, IEKAPCTBEHHbIX NpenapaTos
ONA MeAMLMHCKOro NMPUMEHEHMA, yKasaHHbIX B 4YacTax 5 u 8 ctaTbmn 13 Hactosawero PepepanbHoro
3aKOHa, pPagModapMaLLEBTUYECKUX JNIEKAPCTBEHHbLIX MNpenapaToB, MUABOK MEAUUMHCKMX U rasos
MEANLMNHCKUX.

5. XapaKtepucTukn cpeacrsa MaeHTMPUKaLUMKM, NOPASOK ero HaHeceHus N TpeboBaHMA K CTPYKType U
dopmaty  MHPOpPMaALMKU,  KOTOPYID  COOEPKWUT  CPeacTBO  MAeHTUOMKaumu,  onpeaenarTca
MpasuTtenbcteom Poccuiickoit ®epepaumm.

6. NopAafoK co34aHUA, PasBUTUA, BBOAA B SKCM/yaTaumio, SKCMayaTauuu M BbiBOAA M3 SKCNayaTauuu
CUCTEMbI MOHUTOPMHIA ABUMNKEHWUS NEKAPCTBEHHbLIX MNPEnapaTtoB AN MeAMLMHCKOro NpUMEeHeHus,
nopsagoK npeaocTaBneHus MHPopMaLMu, COoAeprKalleinca B CUCTEME MOHUTOPUHIA  ABUMNKEHUA
JIeKapCTBEHHbIX NPenapaToB A1 MeSULMHCKOTO NPUMEHEHUS, U NOPAAOK B3aMMOLENCTBMA YKa3aHHOM
CUCTEMbI C WHBIMW TFOCYAAPCTBEHHBIMW  MHGOPMALMOHHBIMKM  CUCTEMAMU U MHOOPMALMOHHBIMMI
CUCTEMAMM IOPULMYECKUX NTUL, U UHAMBUAYANbHbIX NPeanpUHUMATENEN, YKa3aHHbIX B YacTax 7 u 10
HacToAwen cTaTbW, ycTaHasamsatotca [lpasutenbctBom Poccuiickoit Pepepaunn. OnepaTtopamu
CUCTEMbI MOHWUTOPWUHIA [ABUXKEHWA JIEKAapPCTBEHHbIX MpenapaToB AAf MeAMLMHCKOro MNpUMEHEHUS
ABnatoTcA deaepanbHbli OpraH WCMNOSHUTENLHOM BAacTM U (MAM) opraHM3aumsa, YNoJHOMOYEHHble
Mpasutenbctsom Poccuiickon ®egepauymn.

7. HOpuanyeckne nvua U MHAMBMAYaAbHble NPeAnpUHMMATENM, OCYLLECTBAAIOWME MPOU3BOACTBO,
XpaHeHue, BBO3 B Poccuiickylo ®egepauuio, OTNyCK, peanusaumio, nepegady, MNpPUMEHEHME W
YHUUTOMKEHME NIEKapCTBEHHbIX NPENApPaToB A8 MeAMLMHCKOro NpUMeHeHNs, obecneynBatoT B NopaaKe
M B COCTaBe, KOTopble ycTaHoBAeHbl [lpasuTenbcTtBoM Poccuitickoit depepauum ¢ yyeTom BUAA
OCYLLECTBNAEMON MMWU AeATeNbHOCTW, BHeceHue WHOOPMauMM O NEeKapCTBEHHbIX NpenapaTtax A4S
MEAMLMHCKOrO MPUMEHEHUA B CUCTEMY MOHMTOPUHra ABUMKEHMA JIeKapCTBEHHbIX Mpenapatos AnA
MeAMLMHCKOro MPUMEHEHUS.

7.1. JleKapcTBeHHble npenapatbl ANA MEAUUMHCKOTO NPUMEHEHUs, npeaHasHayeHHble Ans
obecneyeHuns nuu, 60/bHbIX remoduamels, MyKoBUCLMA030M, rMNnodpusapHbiM HaHU3MOM, 6ONE3HbIO
lowe, 310KayecTBEHHbIMU HOBOOBGpPa3oBaHUAMU NUMPOUAHON, KPOBETBOPHOW W POACTBEHHBLIX MM
TKaHel, pacceaHHbIM CKNepo30OM, /ML, NOoCcAe TpaHCNAaHTauuMuM opraHoB U (Man) TKaHew,
npoussefeHHble A0 31 paekabpa 2019 roga, a TakKe WHble J/ieKapCTBeHHble npenapaTtbl AaA
MeNLIMHCKOTO NpMMeHeHus, nponsseaeHHble Ao 1 nona 2020 roaa, noaneskat XpaHeHWo, NepeBoskKe,
OTNYCKY, peannsauuu, nepeaaye, npumeHeHuo 6e3 HaHeceHUs CPeacTs MaeHTUUKaLMM 40 UCTeHeHUn
Cpoka ux rogHocTu. MpasuTenscTBo Poccuitickoit ®eaepaunn Bnpase ycTaHOBUTbL 0COBEHHOCTM BBOAA B
rpaaaHcKuii 060poT NeKapCTBEHHbIX NPenapaTos 418 MeANLUHCKOro NpMMeHeH s, NPon3BeaeHHbIX B



nepuog, ¢ 1 mnona 2020 roga no 1 oKtabpa 2020 roga. B uensax BBOAa B rpaxAaHCKUi obopoT
NIeKapCTBEHHble npenapaTtbl ANA MEAUUMHCKOro MNPUMEHEHMA, 33 WUCKAOYEHMEM J/IeKapCTBEHHbIX
npenapaTtoB, NpeAHasHayeHHbIX Ana obecnedyeHua nuu, 60abHbIX remoduanen, MyKOBUCLMAO30M,
rmnodusapHbiM HaHM3MOM, bonesHblo lolwe, 310KayecTBEHHbIMWM HOBOOOPa3oBaHUAMKN NMMPOUIHOMN,
KPOBETBOPHOM W POACTBEHHbIX MM TKaHEW, pPaccesHHbIM CK/IEPO30M, /UL, NOC/Ae TpaHCNAaHTauuu
opraHoB U (UnuK) TKaHel, NpousBeaeHHble 3a npeaenammn Tepputopumn Poccuiickon Pepepaumn oo 1
oKTAbpA 2020 roaa, moryT 6bITb BBE3EHbI B Poccuiickyto Peaepaunto oo 1 aHeapa 2021 roga B nopaake,
ycTaHoBneHHom lMpaButenbctBom Poccuiickoit Pepepaumm, 6e3 HaHeceHMA cpeacTB MAEHTUDMKALNN.

8. OpraHumsauma WMHPOPMAUMOHHOTO  B3aMMOAEWCTBMA  CUCTEMbl  MOHWUTOPUHIA  ABUMKEHUA
NeKapCcTBEHHbIX MpenapatoB A48 MeSUUMHCKOrO MNPUMEHEHUs C  WMHbIMM  TOCYZapCTBEHHbIMM
MHPOPMAUMOHHBIMU  cUCTEMAaMK obecrneynmBaeTcs B TOM YMC/Ie NOCPeacTBOM WMHQPACTPYKTYpbI,
obecneumBatowein MHGOPMaLMOHHO-TEXHOOTMYECKOE B3aMMOAENCTBME MHOPOPMALMOHHBIX CUCTEM,
MCMONb3YeMbIX ONA NPeAOoCTaBNEHUA TOCYAAPCTBEHHbIX M MYHMUMMANbHBLIX YCAYT U WUCTMOJHEHUSA
rocyAapCTBEHHbIX M MYHUUMNAAbHBLIX GYHKUMI B 3/1€KTPOHHOW dpopme.

9. ObwenocTynHasa nHGopmauma, cogeprKallanca B CUCTEME MOHUTOPWHIA ABWKEHUA NeKapCTBEHHbIX
npenapaTos ans MegNLMHCKOro NPUMEHEHUA, pasmelLaeTcs B MHPOPMaLNOHHO-
TeNEKOMMYHUKAUMOHHOM ceTn "WHTepHeT" (B TOM uucne B popmMe OTKPbITbIX AaHHbIX) B MOpsaKe,
ycTaHoB/IeHHOM [paBuTenscTBOM Poccuiickoit deaepaumu.

10. MpoussoauTenn NeKapCTBEHHbIX CPeACTB MNOJYYalOT COAEPIKALLYICA B CUCTEME MOHUTOPUHIA
OBVXKEHUNA NEKAPCTBEHHbIX NPenapaTtoB ANA MeAMUMHCKOTO NpUMeHeHMAa MHPOpMaLMio O cepusx m
NapTMAX SIEKAPCTBEHHbIX NPenapaTos, NPOM3BOANUMbBIX MMWU N HAaXOAALWMXCA B rparkgaHCKom obopoTe B
Poccuiickoit Pepepaunn, 6e3Bo3me3aHo.

11. 3a Npom3BOACTBO MW MPOLANKY NNEKAPCTBEHHbIX NPENAPATOB A58 MEAULMHCKOTO NpUMeHeHUs 6e3
HaHeceHuA cpeacTs naeHTMPUKaumm, ¢ HapyleHMeM YCTaHOBIEHHOIO NOpAAKa UX HAHECEHUS, a TaKKe
32 HecBOeBpeMeHHOe BHeCeHMe [OaHHbIX B CUCTEMY MOHWUTOPUHIA [ABMXEHWA JIeKAapCTBEHHbIX
npenapatos Asa MEeAMUMHCKOrO MNPUMEHEHMA WAW BHECEHME B Hee HeAOoCTOBEPHbIX AaHHbIX
IopuAnNYecKMe Anua U MHAMBMAYANbHble NMpeAnpUHUMaTEeNU, yYKasaHHble B YacTax 4 M 7 HactoAwen
CTaTbW, HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOA4ATeNbcTBOM Poccuinckoi ®Pepepaumn.

12. MNpasutenbctBo Poccuiickoit ®eaepaunn Bnpase YCTaHOBUTb OCOBEHHOCTM BHeEAPEHUA CUCTEMbI
MOHUTOPUHIa ABUNKEHWNA NEKAPCTBEHHbIX MPENapaToB ANA MeUUMHCKOrO NPUMEHEHUSA, BKIIOYAnA CPOKK
ee BHeApPeHMsi, B OTHOLIEHWW JIeKApPCTBEHHbIX MPenapaTtoB ANs MEAMLMHCKOrO NpPUMEHeHUs,
BK/IOYEHHbIX B MEpPeyYeHb KU3HEHHO HEOBXOAMMBIX M BaXKHEMLMX NEeKapCTBEHHbIX MPenapaTos,
NeKapcTBeHHbIX NpenapaToB, NpeAHasHayeHHbIX gna obecnedyeHus AuL, 60NbHbIX remoduane,
MYKOBMCLM030M, rmnopusapHbIm HaHU3MOM, 60/1e3HbI0 Mowe, 3/10Ka4YeCTBEHHbIMM
HOBOO6pPa30BaHMAMN NUMGPONAHON, KPOBETBOPHOW W POACTBEHHLIX WM TKaHEW, pacCceaHHbIM
CK/IEPO30M, UL, NOCAE TPAHCMAAHTaLUMUM OPraHoB U (MAK) TKaHel, UHbIX NEeKapCTBEHHbIX NpenapaTos
ANA MeAULMHCKOro NpUMeHeHus.

lnasa 14.1. OTPAHNYEHUA, HAJTATAEMBbIE
HA OPTAHM3AUUW, OCYLLECTBAAIOWNE AEATE/IBHOCTb
MO OBPALLEHNIO IEKAPCTBEHHbIX CPEACTB

Cratba 67.1. OrpaHuMyeHuWn, Hanaraemble MPU OCYLLECTBJAEHUU AeATeNbHOCTU B cdepe obpalleHun
NleKapCcTBEHHbIX CpeacTs

1. OpraHu3aumm, 3aHMMatoWwmeca pa3paboTKoi, NPOU3BOACTBOM U (MAKN) peanmsaument NeKapcTBEHHbIX
npenapatoB ANa  MeAMUMHCKOrO MNPUMEHEHWA, OpraHusaumu, obnagatowMe npaBamMuM  Ha



NUCNo/Nb30BaHME TOProBOro HaMMEHOBaHMA JIEKApPCTBEHHOro Mpenapata Ans  MeAULMHCKOro
NPUMEHEHUA, OpraHM3aLnn ONTOBOW TOProB/IM NIEKAPCTBEHHbIMM CPeACTBaMM, anTeuHble opraHM3auum
(x npeactaButTenu, nHble GU3NYECKUE U OPUANYECKME NNLA, OCYLLECTBAIOLLINE CBOKO AEATE/IbHOCTb OT
UMEHWN 3TUX OpraHmsaLmin) B OTHOLLEHUU MeAULIMHCKMX PabOTHUKOB U PyKOBOAUTENEN MEeAULMHCKUX
OpraHM3aLnii He BrpaBe:

1) Bpy4yaTb NOAAPKM, BbINAAYMBATL AEHENKHble CPeacTBa (3a WUCKAKOYEHWEM BO3HArpaKAeHui no
JOroBopam npu NPOBEAEHUMU KAMHUYECKUX WCCAEAOBAHWIM NEKAapPCTBEHHbIX MpenapaToB  And
MEONLMHCKOTO NPUMEHEHUA, BO3HArpa*KAeHW, CBA3AHHbIX C OCYLLECTBAEHMEM MEAULNHCKUM
paboTHMKOM MegarorMyeckon u (Uamn) HayyHol AeATeNbHOCTH), B TOM YMC/IE ONNAYMBaATb Pa3B/eYeHUs,
oTAbIX, NPOE34 K MEeCTy OTAbIXa, a TaKKe NMPMBAEKaTb K y4yacTMIO B pa3B/ieKaTeslbHbIX MepPonpUATUSX,
NpPOBOANMBIX 33 CYET CBOMX CPEACTB;

2) 3aK/1l04aThb cornaweHnAa O HasHa4YeHUn Unn pekomeHgaunnm nauymneHTam NeKapCTtBeEHHbIX NpenapaToB
ana  MmegununHCKOro npuMeHeHUuA (33 UCKI04YeEHNEM A0rosopos O nposegeHUn KANMHUYECKUX
MCCﬂe,ﬂ,OBaHMVI NEKapPCTBEHHbIX NpenapaTtos And megnumnHCKoro I'IpMMEHEHMﬂ),'

3) npenocrtaBiATb o6pa3u,b| NEeKapPCTBEHHbLIX Npenapatos AnA MeAUUUHCKOro npumeHeHumAa B Uenax
Bpy4YeHMA MNaUMEHTAM (3a UCKNIID4YEHUEM CNly4aeB, CBA3aHHbIX C nposBegeHUeEM KANMHUYECKUX
MCCJ'IEAOBaHMﬁ NEKapPCTBEHHbIX NpenapaTtos AnA megnunHCKoro I'IpMMEHEHM‘r'I),'

4) npeaocTaBNATb HEAOCTOBEPHYIO U (MAN) HENOAHYIO MHGOPMALIMIO O IEKAPCTBEHHbIX Npenapartax Ans
MEeAVLMHCKOTO NPMMEHEHUS;

5) nocewaTb ux B paboyee Bpems Ha pPabouyMx MecTax, 3a MCKIOYEHMEM C/ly4aeB, CBA3AHHbIX C
npoBefleHUEM  KJAMHUYECKUX WUCCNeAO0BaHMIA  NEeKapCTBEHHbIX MpenapaToB A8  MeAULMHCKOro
NPUMeEHEHMA, C y4acTUemM B NOpALKe, YCTAaHOBAEHHOM pyKoBOAMUTEEM MEAULMHCKON opraHnsaumu, B
co6pavax MeanLMHCKUX pa6OTHVIKOB N UHbIX MeponpuATUAX, HaMpaB/ieHHbIX Ha nNoBbilleHNne Wnx
NpodeccMoHaNbHOrO YPOBHA WMAW Ha MpeaocTaBieHne MHPOpmMaLMK, CBA3AHHOM C OCYLLECTBAEHUEM
MOHWTOPUHTa 6e30MacHOCTUN IeKapCTBEHHbIX NPenapaTos;

6) noby)KaaTb K BbINUCbIBAHMIO NEKAPCTBEHHbIX NPENapaToB ANa MeAWMUMHCKOrO MPUMEHEHMs Ha
61aHKax, cofeprKawmx MHGOPMaLMIO PEKNAMHOIO XapaKTepa, a TaK:Ke Ha peuenTypHbix 6aaHKax, Ha
KOTOpbIX 3apaHee HaneyaTaHO HaMMEHOBaHME JEeKApCTBEHHOro npenapaTta Ans MeaMUMHCKOro
NPUMEHEHNA.

2. OpFaHM3aLI,MM, YKa3aHHblE B a63au,e nepsom 4actu 1 HaCTOFlLU,eﬁ CTaTbH, N UX NpeacrtasuUTesin B
OTHOLWEHNN d)apMaLI,EBTVILIeCKMX pa6OTHMKOB n pYKOBOAMTEI'IEﬁ anTe4yHbIX opraHmsau,Mﬁ He BMnpase:

1) Bpy4aTb NOAapKu, BbiNz1a4nBaTb AeHEXHble CpeacTBa, B TOM YMC/NE ON1a4nNBaTb pa3B/ievyeHunA, oTablx,
npoesan K MmecCty oTablXa, U NpuBaeKaTb K y4aCTUIO B pa3B/ieKaTe/IbHbIX MePONPUATUAX, NPOBOANUMbBIX 3a
CYeT CBOUX CpeAacCTs;

2) npegoctaBnATb 06pasubl NEKAPCTBEHHbIX MPEnapaTtoB ANA MeAMUMHCKOrO MNPUMEHEeHUA Aaas
BPYYEHUA HaceneHuIo;

3) 3aKN1l04YaTb cornaweHnAa o npeanoxeHnn HaceneHuro onpeaeneHHbIX IEKapCTBEHHbIX MpenapaTtoB
ana meagnumnHCKoro npuMmeHeHuA,;

4) npeAoCTaBAATb HEAOCTOBEPHYIO M (MAKN) HEMOAHYIO MHDOPMALMIO O IeKAPCTBEHHbIX NpenapaTtax gna
MeAMLMHCKOro NPUMEHEHUs, B TOM YMC/e UMEIOLWMX OAMHAKOBOE MeKAYyHapoAHOe HenaTeHToOBaHHOe
HanMeHoBaHMe.



CraTtba 67.2. TpeboBaHMA K OpraHM3aLMmn U NPOBEAEHMUIO HAaYyUYHbIX MEPOMPUATUIA, UHbIX MEPONPUATUNA,
HanpaB/eHHbIX Ha MNoBbllWeHWEe MPOPECCUOHANbHOTO YPOBHA MEAMUMHCKMX PabOTHUKOB MAM Ha
npegoctasneHMe MHOOPMaLMK, CBA3AHHOM C  OCyLWEeCTBAEHMEM MOHMUTOpUHra 6esonacHocTu
NleKapCcTBEHHbIX NpenapaTos

1. MNMpu npoBeAeHUN Hay4YHbIX MEPOMNPUATUN, UHBIX MEPOMNPUATUIA, HaMpPaBAEHHbIX Ha MOBblWeHWe
NpodeccMoHaNbHOrO YPOBHA MeAULUMHCKMX pPaboTHUKOB WM HA nNpeaocTaB/ieHWe CBSA3aHHOW C
OCYLLEeCTB/IEHMEM  MOHUTOPUHIra  6e30MacHOCTM  JIEKApPCTBEHHbIX  MpenapaTtoB  MHpopmauuu,
OpraHM3yeMblX OpraHM3auMamMu, yKasaHHbIMM B ab3aue nepBom 4Yactu 1 cratbu 67.1 HacTosLiero
depnepanbHOro 3akoHa, WX npeacTaButTensmu u (Man) GUHaHCUpyembiXx 3a CYET CPeacTB 3TUX
OpraHusaumMn u UX npeacTaBuTenei, 3anpewaeTca MPenATCTBOBATb Y4yacTMIO B YKasaHHbIX
MEPONPUATUSAX MHBIX OpPraHM3aLMin, KOTopble MPOU3BOAAT UM PEaNn3yoT NeKapCTBEHHbIE NpenapaThbl
AN MEeAMUMHCKOTO MPUMEHEHUS CO CXOXUM MeXxaHM3MOM dapmaKonornyeckoro Aencteus, nAnbo
CcO34aBaTb AUCKPMMWHAUMOHHBLIE YCNOBMA ANA OOHWUX YYaCTHUKOB MO CPaBHEHMIO C  ApyrMmu
YYaCTHUKAMMU, @ UMEHHO:

1) npenocTaBAATb PA3/IMYHOE KOJIMYECTBO BPEMEHW ANSA BbICTYMJEHMI YYAaCTHUKOB, Pas/ivyHble MO
pasmepy 3aHMMaeMol NAoWwaam MecTa 418 AEMOHCTPaUMK 06pas3LLOB NeKapCTBEHHbIX NpenapaToB ANs
MEAMLMHCKOrO MPUMEHEHUS WAM  PEKNaMHbIX MATEPUANOB O JIeKAapCTBEHHbIX Npenapatax Aans
MEeAMLMHCKOro NPUMEHEHMA Ha 3KCMO3ULMAX, CTEHAAX, 38 UCKNIOYEHMEM CIYYaEB, €C/IM TaKUe yCI0BUA
3aKpenaeHbl B COrNalleHUAX 3TUX OpraHM3aumii, ux npeacrasuresnen o GUHAHCUPOBAHUM YKa3aHHbIX
MeponpuATUIA U 06YCNOBAEHbI PAa3/IMYHBIMM 3aTPaTaMM YYaCTHUKOB Ha X OpraHM3aLmIo;

2) ycTaHaB/nMBaTb pasmep B3HOCA A1 YYAaCTHUMKOB MEPOMNpPUATUIA, yKasaHHbIX B ab3aue nepsom
HACTOALLEN YacTuH, NPEBbLILWAIOLWMIA CYMMY 3aTPaT Ha OPraHM3aLMio YKa3aHHbIX MEPONPUATUIM U BeayLui
K He0OOCHOBaHHOMY OrPaHUYEHMIO YNCA UX YHACTHUKOB.

2. OpraHusaumm, yKasaHHble B ab3aue nepsom yactu 1 ctatbm 67.1 HacTosiwero PenepasibHOro 3aKoHa,
X NpeacTaBUTENIM, OCYLLECTBAAIOLWLME OpraHMsaumio U (Man) ¢GuHaHCMpOBaHWE MepPOoNnpPUATUIA,
YKa3aHHbIX B 4acTu 1 HacToALLel cTaTbk, 06a3aHbl obecneuymBaTb 4OCTYN K MHPOPMALMK O gaTe, MecTe U
BPEMEHN MNPOBEAEHMA YKa3aHHbIX MEepPONpUATUIA, NAaHax, MpPorpammax MnpoBeAeHUA YKa3aHHbIX
MEpPONPUATUIN U TEMAX, NNAHUPYEMBIX 418 PACCMOTPEHUS, COCTAaBE MUX YYAaCTHUKOB NyTEM pasmeLLeHus
COOTBETCTBYHOLLEN MHPOPMALMM HA CBOMX OPULMANbHBIX CaitTax B ceTn "UHTepHeT" He no3aHee AByX
MecsLLEB A0 Havyana NpoBeAeHNs YKa3aHHbIX MEPONPUATUIA.

3. MHdopmauma O NpoBeAeHUU MepONnpPUATUI, YKasaHHbIX B 4YacTM 1 HacToAwel cTaTbW, B CPOK,
YCTaHOB/IEHHbIN YacTblo 2 HacToAWel CTaTbM, AO/MKHA ObiTb HanpaBneHa B ¢denepanbHbldi OpraH
WCMNONHUTENBHOW B/IAaCTW, OCYLLECTBAAIOWMIA  OYHKUMM MO  KOHTPO/KO UM Hajsopy B coepe
34paBOOXPaAHEHMSA, 414 NOCNEAYIOWEro pasMeLLeHNa ee Ha opULMaANbHOM caliTe 3TOro opraHa B CeTU
"NnTepHeT".

Fnasa 15. OTBETCTBEHHOCTb 3A HAPYLLEHME 3AKOHOAOATE/IbCTBA

POCCUMNCKOW ®EAEPALIMM NPU OBPALLEHWWN NEKAPCTBEHHbIX CPEACTB

M BO3SMELLEHWE BPEAA, NPUYUHEHHOIO 340POBbLIO MPAXKOAH

BCNEACTBUE NPUMEHEHWA NEKAPCTBEHHbIX NPEMAPATOB

Cratba 68. OTBETCTBEHHOCTb 3a HapyleHue 3akoHogaTenbctBa Poccuiickot Pegepaunmn npwu
06palLeHMM TeKapCTBEHHbIX CPeacTB

1. HapyweHue 3akoHogaTtenbcTBa Poccuiickoit degepaumm npy obpalleHnn NeKapcTBEeHHbIX CPeacTB
BaeyeT 3a coboit OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAaTeNbCTBOM Poccuiickon Peaepaumn.



2. 3a HenpeacTaBleHWE WAM HECBOEBPEMEeHHOoe NpeAacTaB/ieHne MHbopmauun U (MAKn) AOKYMEHTOB
nmMbo npeacTaBfieHWe HeAOCTOBEPHbIX MHbOPMauMM W (MAK)  OOKYMEHTOB, MNPeaAyCMOTPEHHbIX
HacToAwmMMm deaepanbHbiM  3aKOHOM, Cy6beKTbl 06palleHNAa eKapCTBEHHbIX CPeACTB  HecyT
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAaTeNbCTBOM Poccuitickoi deaepaumu.

Cratba 69. BosmelleHne Bpega, MNPUYMHEHHOrO 340POBbIO TFpakA4aH BCAeACTBUME NPUMEHEHUA
JIeKapPCTBEHHbIX NPenapaToB

1. MNpowussoanTenb NeKapcTBEHHOro npenapaTta 06A3aH BO3MECTUTb Bped, MPUYMHEHHbIA 340POBbIO
rpakaaH BCAeACTBME NPUMEHEHUA 1IEKAaPCTBEHHOTO NpenapaTta, ecv 4oKas3aHo, YTo:

1) ﬂEKapCTBEHHbIVI npenapatr npMmeHAncA no Ha3Ha4eHUKo B COOTBETCTBUKU C MHCprKLLMeVI no
NPUMEHEHUIO NEKAPCTBEHHOIO Nnpenapata U ﬂquMHOﬁ Bpena ABUACA BBOA B I'pa)K,Cl,aHCKMﬁ O60pOT
He,CI,O6p0Ka‘-IECTBeHHOI'O NEeKapCTBEHHOrO nNpenapara,

2) Bpes 340p0BbI0 NMPUYMHEH BCAEACTBUE HELOCTOBEPHOM MHPOPMALLMK, COAEPHKALLENCA B MHCTPYKLMK
No NPMMEHEHUIO IEKAPCTBEHHOIO NpenapaTa, M34aHHOW NPOM3BOAMTENIEM IEKAPCTBEHHOTO Npenapara.

2. B cnyuyae, ecnu Bpen 340POBbIO rpaKgaH MPUUUHEH BCAeACTBME NPUMEHEHUA JIeKapCTBEHHOro
npenapara, nNpuweawero B HEroAHOCTb B pe3y/abTaTe HapyWweHMA NMPaBUA XPaHEeHUs NeKapCTBEHHbIX
CpeAcTB, NPaBMA ONTOBOM TOProOB/IM JIEKAPCTBEHHbLIMUW NpenapaTtamu, NpaBua OTNYCKA 1€KaPCTBEHHbIX
npenapatoB, MpaBWA W3roTOBJEHMA W OTMYCKa JIeKApCTBEHHbIX NpenapaTtoB, BO3MelleHWe Bpeaa
OCYLLEeCTB/IAETCA COOTBETCTBEHHO OpraHM3auueli OonTOBOM TOPrOB/AW JIEKAPCTBEHHbIMU CPEeACTBaMM,
anTeYHOM oOpraHu3aumen, WHAMBUAYANbHbIM MpeanpuHUMaTENnEeM, WMEKWUMMN  JULEH3UKO  Ha
dbapmaueBTUYECKYIO AEATENbHOCTb WM JIMLEH3UIO HA MEeOULMHCKYIO OeATe/NbHOCTb, MeaMLMHCKOM
opraHusaumen, Mmelolein NuLeH3nio Ha GapmMaLeBTUUYECKYIO [eATeNbHOCTb (ee 060c06/1eHHbIM
noapasaeneHvem (ambynatopuein, penbaliepckum m denballepcko-aKylepCcKUM NyHKTaMu, LEeHTPoOM
(oTaeneHnem) obuienn BpayebHON (cemeinHOM) NPaKTUKKU), PACMONOMKEHHbIM B CE/IbCKOM HaceNeHHOM
NyHKTE, B KOTOPOM OTCYTCTBYET anTeyHas opraHu3aums), 4oNyCTUBLUMMWU NPOAAXNKY UAM OTMNYCK TaKoro
NleKapCcTBEHHOro nNpenapara.

3. Bo3melyeHne Bpeaa, MPUYMHEHHOIO 340POBbIO rpaXKaaH BCAEACTBUE NPUMEHEHUA NIEKAPCTBEHHbIX
npenapaTtoB WAM COBEPLUEHWMA NPOTUBOMPABHbLIX AEWCTBUIA CybbeKTamMu 06palLeHMs NeKapCTBEHHbIX
CPeACTB, OCYLLECTBAAETCA B COOTBETCTBMM C 3aKOHOAATeNbCTBOM Poccuitickoi degepaumm.

lnasa 16. 3AK/TIOYUTE/IbHbBIE MOJIOKEHWNA

Ctatba 70. O npu3HaHUM YTPaATUBLIMMU CUNY OTAENbHbIX 3aKOHOAATE/bHbIX aKTOB (MNONOXKEHWM
3aKoHOAaTeNbHbIX akToB) Poccuiickon deaepauum

Mpu3HaTb YTPaTUBLUMMMU CUNY:

1) depepanbHbIt 3akoH OT 22 mioHA 1998 roga N 86-d3 "O nekapcTBeHHbIX cpeacteax” (CobpaHue
3aKkoHoaaTenbcTBa Poccuiickon depepauum, 1998, N 26, cT. 3006);

2) depepanbHbIit 3aKoH OT 2 aAHBapa 2000 roga N 5-®3 "O BHECEHUU U3MEHEHMA U AONOJHEHUIN B
depepanbHbii 3aKoH "O nekapcTBeHHbIX cpepacTBax” (CobpaHue 3akoHozaTenbcTBa Poccuinckolt
depepaunn, 2000, N 2, cT. 126);

3) cratbio 40 degepanbHoro 3akoHa ot 10 sHBapAa 2003 roga N 15-d3 "O BHeceHUN U3MEHEHUI U
OOMOMIHEHUI B HEKOTOpble 3aKOHoAaTesbHble aKTbl Poccuitckon ®epepaumm B CBA3U C NPUHATUMEM
depepanbHoro 3akoHa "O /MUEH3MPOBAHUM OTAENbHbIX BUAOB AeatenbHoctu" (CobpaHue
3aKoHoaaTenbcTBa Poccuiickon depepaumu, 2003, N 2, cT. 167);



4) ctatbto 31 depepanbHoro 3akoHa oT 30 utoHAa 2003 roga N 86-d3 "O BHECEHUM UBMEHEHWUI U
OONONHEHWUI B HEKOTOPbIE 3aKOHOZATe/IbHble aKTbl Poccuiickoin Pepepaunn, NpUsHaAHUKN yTPaTUBLLMMMU
CUNY OTAEeNbHbIX 3aKoHOAaTesbHbIX aKToB Poccuitckolt Pepepaumn, NpenocTaBNeHUM OTAENbHbIX
rapaHTU COTPYAHMKAM OPraHoB BHYTPEHHWUX e/, OPraHOB MO KOHTPO/HO 33 060POTOM HAPKOTUYECKUX
CPeacTB U MCUMXOTPOMHbLIX BELLECTB M ynpasgHAembix ¢enepasibHblX OpraHOB HA/IOFOBOM MOAMLMK B
CBA3M C OCYLLECTB/IEHMEM Mep MO COBEPLUEHCTBOBAHMUIO rocygapcTBeHHoro ynpasnaeHusa" (CobpaHue
3aKoHoaaTenbcTBa Poccuiickon deaepauum, 2003, N 27, cT. 2700);

5) ctatbio 101 denepanbHOro 3akoHa ot 22 asrycta 2004 roaa N 122-®3 "O BHeCEHUN U3MEHEHWUN B
3aKoHogdaTenbHble aKkTbl Poccuiickoit depepaumm U NPU3HAHUM YTPATUBLUMMWU CUAY HEKOTOPbIX
3aKoHoAaTeNbHbIX aKToB Poccuiickolt degepauumn B cBA3n ¢ NpuHaTuem deaepanbHbix 3akoHoB "O
BHECEHUM U3MEHEHWUI U gononHeHui B PegepanbHblil 3aKoH "O6 06WMX MPUMHUMNAX OpraHM3aLuUK
3aKoHoAaTeNbHbIX (NpeAcTaBUTENbHBIX) M UCNOAHUTENIbHLIX OPraHOB rOCyAapCTBEHHOW BAacTU
cybbektoB Poccuiickon degepaumn” u "06 o0b6WMX NpUHUMNAX OpraHM3auuMM  MEecTHOro
camoynpasneHua B Poccuiickoit deaepaunn” (CobpaHue 3akoHoaaTenbcTBa Poccuiickoit deapepaumm,
2004, N 35, cT. 3607);

6) ctaTbio 28 PepgepanbHOro 3akoHa ot 18 aekabps 2006 roga N 231-$3 "O BBegeHMM B AENCTBUE YaCTH
yeTBepToM parkaaHcKoro Kogekca Poccuiickoin degepaunn' (CobpaHmne sakoHogaTenbcTBa Poccninckol
depepaunu, 2006, N 52, cT. 5497).

Cratba 71. BctynneHue B cuny HacTtoAwero ®enepanbHOro 3akKoHa
1. Hactoawmin ®egepanbHblii 3aKOH BCTynaeT B cuay ¢ 1 ceHTabpa 2010 roaa.

2. JlekapCTBeHHble CpeacTBa, 3aPErncTtpupoBaHHble [0 [AHA BCTYMJEHUA B CWJY HACTOALLEro
depepanbHOro 3aKOHa, NOAJENKAT BK/IIOYEHMIO B FTOCYAAPCTBEHHbIE PEECTPbl IEKAPCTBEHHbIX CPEACTB C
BHECEHMEM YKasaHHbIX B Yyactu 1 ctatbu 33 Hactosawero PepepasbHOro 3akoHa cBedeHui o6 3Tux
NIeKapCTBEHHbIX CpeacTBax 6e3 NpPOXOoXKAEHMA BHOBb Npoueaypbl rOCyAapCTBEHHOW perucTpaumm
NIeKapCTBEHHbIX NpenapaTos.

3. [ocypapcTBeHHaA perncrpauua NeKapCTBeHHbIX MpenapatoB, 3@ MWCKAYEHUMEM JleKapCTBEHHbIX
npenapatos ana MeanunHCKOro npuMmeHeHunAa, npeacrtaB/ieHHbIX Ha YKa3aHHYHO perncrpaumio Ao OHA
BCTyNn/1eHMA B CUNY HacToALLEero dDe/J,epaanoro 3adKOHa, OCYyLWeCTBNIAETCA B COOTBETCTBMU C HACTOALLNM
tDep,epaanblM 3dKOHOM Ha OCHOBaHUWN OOKYMEHTOB U AadHHbIX, NpeacTaB/IEHHbIX A0 AHA BCTYN1€EHUNA B
cnny HactoAwero <Dep,epaanoro 3aKOHa.

3.1. TocypapcTBeHHanA PErucTpaumsa JeKapCTBEHHbIX NpenapaTtoB ANA MEAMLMHCKOro NpUMEHeHus,
NpeAacTaBNeHHbIX Ha TOCYAAapCTBEHHYIO PErMcTpauuio 40 AHA BCTYNJEHMA B CUAY HACTOALLErO
denepasbHOr0O 3aKOHA, W TOCYAAPCTBEHHAA PErucTpauus  JIeKapCTBEHHbIX MpenapaTtoB A/
MEANUMHCKOTO MPUMEHEHUS, NPEACTaBNEeHHbIX Ha 3KCNepTU3y JIeKapCTBEHHbIX CPeacTB A0 AOHA
BCTYM/IeHNA B cuy Hactoawero ®enepasbHOro 3aKOHA B LEAX MX MOC/eaylowei rocyfapcTBeHHoM
pervcTpaumnmn, OCyLLEecTBAAKTCA Ha OCHOBAHMM [OKYMEHTOB M [AaHHbIX, NPEeACTaB/IeHHbIX A0 AHA
BCTYM/IeHWA B CWAy HacToswero defepanbHOro 3aKOHa, a TaKXKe 3asB/IEHUS O TOCYAapCTBEHHOM
perucTpauum NeKapcTBEHHOro npenapaTta, MpPeAcTaBAeHHOrO MNPOM3BOAMUTENIEM  JIeKAPCTBEHHbIX
npenapaTtoB AN YNOJHOMOYEHHbIM UM JIMLOM B COOTBETCTBUM C HacToALWMM PeaepanbHbiM 3aKOHOM B
YNOJIHOMOYEHHbIN denepanbHblii OpraH MCNOAHUTENbHOM BnactM Ao 1 mapta 2011 ropa, 6es
TpeboBaHMA ynaaTbl rOCYAaPCTBEHHOW NOLWW/IMHbI, NPesyCMOTPEHHOM 3aKOHOAATeNbCTBOM PoccuitcKol
denepauun o Hanorax 1 cbopax.

3.2. NoarteepxxaeHne I'OCV,CI,apCTBeHHOVI PErncTpaunm nekapCrBeHHbIX NpenapaTtos Ana MmeanumnHCKOro
npumeHeHuna, npeacrtaBaeHHbIX AnAa noarsepXaeHuA FOCVLI,apCTBeHHOVI perncrtpaumnn 0o AHA
BCTyNnn1eHnA B CWUAY HactoAwlero d>ep,epaanoro 3aKOHa, W noAreepXxaeHue FOCV,D,apCTBeHHOVI



perncTpauumn ieKapcTBEHHbIX MpenapaToB A1 MeAULMHCKOro NpUMEHEeHUs, NpefcTaBleHHbIX Ha
3KCMNEepPTU3Y NIEKAPCTBEHHbIX CPeACTB A0 AHS BCTYNAEHUA B cuay HacTosallero denepanbHOro 3akoHa B
uenax mnocaeayollero MOATBEPNKAEHUA WX FOCyAapCTBEHHOW perncrpauuu, OCylecTBAATCcA Ha
OCHOBaHMW [OKYMEHTOB M [AaHHblX, MNPeACTAaBAEHHbIX A0 AHA BCTYNJEHMA B CUAY HacToALLEro
dPepnepanbHOrO 3aKOHA, a TaKXKe 3asB/leHMA O MNOATBEPXKAEHUM TOCY[APCTBEHHOM perncTpaumm
JNIeKapCTBEHHOIO npenapaTa, NPeACcTaBNEHHOro NPOM3BOAMTENEM JIEKAPCTBEHHbIX MPenapaTtoB WMAn
YNOAHOMOYEHHbIM MM JIMLOM B COOTBETCTBMM C HactoAwmm PepepanbHbiM  3aKOHOM B
YNOJHOMOYEHHbIN defepanbHbli OpraH MCNOAHUTENbHOM BAactM Ao 1 mapta 2011 ropa, 6es
TpeboBaHMA ynnaTbl rocy4apCcTBEHHOM MOLWJ/IMHbBI, NPeayCMOTPEHHOM 3aKoHOo4aTeNbCTBOM Poccuiickoi
depepaunn o Hasnorax 1 cbopax.

3.3. MpuHATUE peLleHUs O BHECEHUM U3MEHEHUI B AOKYMEHTbI, CoAep’KallmMeca B perucTpaumoHHOm
0OCbe Ha 3aperucTpuMpoBaHHbIA  /IeKapCTBEHHbIM npenapaT Ana MeAULMHCKOTO MNpPUMEHEHMUs W
npeAcTaBAeHHble A0 AHA BCTYN/AeHUs B cUAy HacToAalero deaepanbHOro 3akoHa, M NPUHATUE peLleHun
O BHECEeHUW WU3MEHeHWUAW B [OKYMEHTbl, cojJepKalleecA B pPeructpauMoHHOM AoCbe Ha
3aperncTpupoBaHHbIii N1eKapcTBeHHbIM NpenapaTt ANa MeAULUHCKOTo NPUMEHEHUA U NpeacTaBAeHHble
Ha 3KCNepTU3y NIeKapCcTBEHHbIX CPeACTB A0 AHA BCTYNAEHUA B CUAY HacToAwero PeaepanbHOro 3aKoHa,
OCYLLECTBAAIOTCA HA OCHOBAaHUN AOKYMEHTOB M [AaHHbIX, NPEACTaBNEeHHbIX A0 AHA BCTYN/AEHUA B CUAY
HacToAwero denepanbHOro 3akKoHa, a TaKXe 3aABAeHMA O BHECEHUU M3MEHEHWN B [OKYMEHTHI,
cogeprKalmeca B perncTpauuMoHHOM AO0Cbe Ha 3aperMcTpMpoBaHHbIA NIeKapCTBEHHbIM npenapaTt Ans
MeAULMHCKOrO NPUMEHEHUs, NpeacTaBNeHHOro MPOU3BOAUTENEM JIeKapCTBEHHbIX NpenapaTtos MM
YNO/JIHOMOYEHHBIM MM  JIMLOM B COOTBETCTBMM C Hactoawmm deaepanbHbiIM  33aKOHOM B
YNO/IHOMOYEHHbIN deaepanbHbli OpraH UCNoAHUTEeNbHOM Bnactv go 1 maprta 2011 ropa, 6e3
TpeboBaHMA ynaaTbl rocy4apCTBEHHOM MOLLJIMHbBI, NPeAyCMOTPEHHON 3aKoHO4aTeIbCTBOM Poccuiickom
depepaunn o Hasnorax 1 cbopax.

3.4. Bblgaya paspeleHnin Ha NPoBeAEHNE KAMHMYECKUX UCCNELOBAHUI NEKAPCTBEHHbIX MpenapaTos
ana meauumHCKOro npumeHeHunAa no 3aAasaeHnAm, NoAdaHHbIM A0 AHA BCTyNn/a1eHUA B CUAY HacToAllero
denepanbHOro 3aKoHa, a Tak¥Ke No 3asAB/IeHUAM, MOAAHHbIM NOCAE AHA BCTYN/IEHUA B CUY HACTOALLEro
denepanbHOro 3aKoHa Ha OCHOBAHMM 3KCNEPTU3, NPOBEAEHHbIX 40 AHA BCTYMNJ/IEHUS B CUY HACTOALLEro
depnepanbHOro 3aKOHA, OCYLW,ECTBAAETCA B COOTBETCTBMM C HacToAwMM PenepasbHbiM 3aKOHOM Ha
OCHOBAHWUW LOKYMEHTOB M AAHHbIX, NPEeACTaBAEHHbIX MAM MONYYEHHbIX A0 OHA BCTYNJAEHUA B CUAY
HacToAwero ®enepanbHOro 3aKoHa, a TaKXe Ha OCHOBaHMM KOMWUW NpeaBapuUTE/IbHOrO [0roBopa
00A3aTeNbHOr0  CTPAXOBaHMA  KM3HM, 340pOBbA MALMEHTOB, YYACTBYHOWMX B  KJAMHUYECKOM
nccnefoBaHNM NEKAPCTBEHHOMO Npenapata Ans MeAMUMHCKOro MPUMEHEHUS, WAM KOMUKM A0roBopa
0053aTeNbHOr0  CTPAXOBaHMA  KM3HM, 340pOBbA  MNAUMEHTOB, YYACTBYHOLWMX B  KJAMHUYECKOM
nccneoBaHNM TIEKAPCTBEHHOIO npenapaTta gas MeguUMHCKOro nNpumeHeHusa, Inbo npencTaBieHHOM
KONWUW A0roBopa 06s3aTeIbHOro CTPAX0BaHWUSA, 3aK/OYEHHOIO B COOTBETCTBUM C TUNOBLIMM NPaBMUAaMM
00653aTeNbHOr0 CTPAxoBaHUA, C YKasaHMeM npeaesibHON YMCAEHHOCTM MNAUMEHTOB, YYacTBYIOWMX B
KMHWUYECKOM MCC/Ief0BaHUM JIEKAPCTBEHHOrO MNpenapaTa 418 MeAMUMHCKOro npumeHeHusn, 6es
TpeboBaHMA ynaaTbl rocyAapCcTBEHHON MOLWWJIMHbBI, NPeAyCMOTPEHHON 3aKOHOAATENBCTBOM PoccuiicKkom
depepaunn o Hanorax u cbopax.

3.5. 3apeructpuMpoBaHHble B WHOCTPaHHOW BanloTe A0 AHA BCTYNAEHMA B CUJY HacToALWEero
depepanbHOro 3akoHa npefesbHble  OTMYCKHble  LUEeHbl  MHOCTPaHHbIX  NpousBoguTenei  Ha
NleKapcTBeHHble Npenapatbl, BKAKOYEHHblIE B MepevYeHb KU3HEHHO HeOoOXOAUMbIX W BarKHEWLW WX
NleKapcTBEHHbIX NPenapaToB, Nog/exar nepecyety B pyb6,m no kypcy LieHTpanbHoro 6aHka Poccuitckol
denepaumn Ha faty, ycTaHoBAeHHyto MpaButenbcTBom Poccuiickolt Pepepauun, 6e3 npencraBneHms
3asB/IeHNA O nepecyeTe LeHbl C BHECEHWEM COOTBETCTBYIOLLMX M3MEHEHMUI B rOCYAaPCTBEHHbIN peecTp
npegenbHbIX OTMYCKHbIX LEH MNpoM3BOAMTENEN Ha NeKapCTBEHHble NpenapaTbl, BKAKOYEHHble B
nepeyeHb KM3HEHHO HEOBXOANMbIX M BarKHENLIWX IeKapCTBEHHbIX NpenapaTos.

3.6. 3apeFVICTpVIpOBaHHbIe A0 AHA BCTYN/1€HUA B CUNY HACTOALLErO dDep,epaanoro 3aKOHa npeaenbHble
OTNYCKHble LeHbI pOCCMﬁCKVIX I'IpOVI3BOp,MTe}'Iel71 Ha /NeKapCTBeHHble nMNpenapaTtbl, BKAKYEHHbIE B



nepeyeHb }KU3HEHHO HEOBXOANUMBIX U BaXKHENLLMX NeKapCTBEHHbIX MpenapaTos, NoanesKaT MHAeKcaLnm
¢ 1 Hoabps 2010 roaa Mcxoaa U3 NPOrHO3NPYEMOro YPOBHA MHGAALMK, ycTaHOBAEHHOro PeaepanbHbIM
3aKOHOM OT 2 aeKkabpsa 2009 roga N 308-93 "O dpenepanbHom btoarkete Ha 2010 roa M Ha NAAHOBbLIN
nepuog 2011 n 2012 rogos" Ha 2011 roa.

3.7. NMocne 1 mapta 2011 roga He AONyCKatoTcA NPOM3BOACTBO U BBO3 B Poccuitickyro Pepgepaumto
JIEKAPCTBEHHbIX NPEenapaToB B YNaKOBKaX C MapKMPOBKOM, KOTopana Oblna HaHeceHa A0 AHS BCTYNaeHuA
B cuay HactoAwero denepasbHOro 3aKoHa. 10 UCTeYeHUM YKa3aHHOro CPOKa AaHHble NeKapCTBEHHbIE
npenapaTtbl MOryT OTMNYCKaTbCA, PEANM30BbIBATLCA, NepenaBaTbCaA U NPUMEHATbCA 00 UCTEYEeHUA WX
CPOKa ro4HOCTU.

4. Co pHAa BCTyn/aeHWa B cuny Hactosawero depepanbHoro 3akoHa M no 30 anpena 2011 roga
BK/IIOYMTE/IbHO  [AOMYCKAaeTcA NpoBeAeHWe 3KCNepTM3bl  JIEKAPCTBEHHbIX CPEeACTB  3KCrnepTamm
SKCMEPTHOrO yyperKAeHUA [0 TMNPOXOXKAEHWA MMU  aTTectauuu B nNopAgKe, YCTaHOB/JEHHOM
YNOJIHOMOYEHHbIM deaepasnbHbIM OPraHOM UCMOHUTENBHOW BAACTH.

5. Co pgHAa BcTynneHus B cuay Hactoswero PepepanbHoro 3akoHa M no 31 pekabps 2013 roga
BK/IIOUMTE/IbHO OCYLLECTBAAETCA Nepexon K NPoM3BOACTBY JIEKAPCTBEHHbIX CPeacTB B COOTBETCTBMU C
npasmMaamm opraHM3aumm NPoun3BoACTBA M KOHTPO/IA KauecTBa IEKapPCTBEHHbIX CPEeACTB, YKa3aHHbIMM B
yactm 1 cratbm 45 HactosAwero dPepepanbHOro 3akoHa, B NosiHom obbeme. CpokM nepexona
NPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB K MX MNPOM3BOACTBY B COOTBETCTBUM C KOHKPETHbIMMU
TpeboBaHMAMM LAHHbIX MPaBW/, BKAOYAA CPOKWM aTTecTauuu YNOAHOMOYEHHbIX /UL, YKa3aHHbIX B
yactax 6 u 7 crtatbm 45 Hactoswero dPepepanbHOro 3aKOHa, YyCTaHaBAMBatoTCA [1paBUTENLCTBOM
Poccuitckoin Pepepaumn.

6. /IMLEH31M Ha NPON3BOACTBO JIEKAPCTBEHHbIX CPEACTB, BbiAaHHble A0 1 AHBapsa 2014 roga, AencTayoT
nocne 1 aHeapAa 2014 roga A0 UCTEYEHMA CPOKa MX AENCTBMA MPU YCIOBUM COOTBETCTBUA NMLLEH3MATA
npasmaam OpPraHM3auMm NPOM3BOACTBA M KOHTPO/A KavyeCTBa JIEKAPCTBEHHbIX CPeACTB, YKa3aHHbIM B
yactn 1 ctatbm 45 HacToAwero PeaepanbHOro 3akoHa.

7. ®opmunpoBaHUe rocyaapCTBEHHOrO 3afaHMA Ha NPOBeAEeHMe 3KCMepPTU3bl JIeKapCTBEHHbIX CPeacTB
denepanbHOMy rocyfapcTBEHHOMY  OHOOKETHOMY  YUYPEXOEHUIO MO MNPOBEAEHUIO  3KCMEepPTM3bl
JIeKapCTBEHHbIX CpeacTB U PpuHaHcoBoe obecneyeHme BbIMONHEHUA 3TOMO 3aZaHMA OCYLLECTBAAIOTCA B
nopsake, ycraHoBieHHom ®depepanbHbiIM 3aKoHOM oOT 12 saHBapa 1996 rogpa N 7-#3 "O
HEKOMMEpPYECKMX OpraHmnsaumax".

MNpe3naeHT

Poccuiickoin Pepepaumnm

O.MEOBEOEB

Mocksa, Kpemnb

12 anpensa 2010 ropa

N 61-d3

CynebHasa npaKTuKa u 3akoHoaaTtenbctBo — 61-d3 06 obpalleHMM neKapcTBeHHbIX cpeacTsCyaebHasn
npaKTMKa BbicWmMX cynos PP



MpuKkas Poc3apaBHaa3opa ot 15.02.2017 N 1071 (pea. ot 16.07.2020) 06 yTtBepxaeHuu Mopaaka
ocyuiecteneHnsa ¢apmakoHaasopa

47. B cny4yae, ecnM COMMAcHO 3aK/AHOYEHMIO SKCMEPTHOM OpraHM3auuu, MPUYMHOM HeKenaTesbHOoM
peakuMn WAM Yrpo3bl KU3HWM W 340POBbID YesiOBEKA MOMI0 ABAATbCA HApYLWEHMEe CcybbeKkTamu
obpalLeHMA NeKapCcTBEHHbIX CPeACTB 3aKOHOZATeNbHbIX TpeboBaHMi K dapmaKoHazsopy, Anbo
HapyleHWe NpaBUa Haafexalwein KAMHUYECKON NpPaKTMKKM, Poc3apaBHaA30p MPUHUMAET pelleHue o
nposeseHMN NPOBEPKK cobatoaeHna cybbekTamm obpalleHUsA NeKapCTBEHHbIX CPeACTB YCTAaHOBAEHHbIX
depepanbHbiM 3akoHOM oT 12.04.2010 N 61-®3 "O6 obpaleHnn neKapCcTBEHHbIX cpeacts" U
NPUHATBIMW B COOTBETCTBUM C HMM MHLBIMWU HOPMATUMBHLIMM MPABOBbIMM aKTaMu Poccuitckol
Pepepaunn TpebOBaHMN K KAMHUYECKMM WCCAEAO0BAHUAM NEKAPCTBEHHbIX NPENApaToB, XPaHEHWIO,
nepesoske, BBO3y B Poccuiickyto Pepepaunio, OTMNYCKY, pPeanmsauumn NeKapCTBEHHbIX CPeacTs,
NPUMEHEHWIO JIEKAapCTBEHHbIX NPenapaTtoB B NopAgKe, ycraHoBieHHOM PeaepanbHbiM 3aKOHOM OT 26
Aekabpsa 2008 r. N 294-d3 "0 3awwuTe npaB LPUANYECKUX UL U UHAMBUAYANbHBIX NpeanpuHUMaTenen
NPV OCYLLLECTBIEHNMN FOCYAAPCTBEHHONO KOHTPOAA (HaA30pa) M MyHULMNANBHOIO KOHTpoAa" <5>.

<Mucbmo> MuHcenbxosa Poccum oT 15.07.2015 N 25/2084 <06 obpallleHnU NekapcTBEHHbIX CPeacTs B
BeTepuHapum>

OTHOLWeEHMA, BO3HMUKAOWME MpU OBpaLEHUM NEKAPCTBEHHbIX CPeACTB Ha Tepputopum Poccuiickoit
depepaunn, perynnpytotca deaepanbHbiMm 3akoHoM oT 12 anpens 2010 r. N 61-®3 "0O6 obpauweHum
JleKapcTBeHHbIX cpeacTs” (aanee - PenepanbHbiii 3akoH N 61-93).

Mpukasz MuH3apasa Poccum ot 09.02.2016 N 80H (pea. ot 23.09.2016) O6 yTBepKAEHUU NopsAAKa
BeZleHMA rocy4apCcTBEHHOro peecTpa IeKapCTBEHHbIX CPeACTB ANA MeAULMHCKOro NpUMeHeHNs

B cooTtBeTcTBMM cO cTaTbel 33 PeaepasibHOro 3akoHa oT 12 anpens 2010 r. N 61-93 "O6 obpalleHnmn
NeKapcTeeHHbIx cpeacTs” (CobpaHue 3akoHoaaTenbcTea Poccuiickoit Pepepaunn, 2010, N 16, cT. 1815;
2014, N 52, crt. 7540), noanyHkTom 5.2.153 TMonoxeHus o MuUHUCTEPCTBE 34paBOOXPaHEHUS
Poccuiickoit ®egepauum, yTBepKAeHHOTro noctaHosaeHnem lMNpasutensctea Poccuinckon ®epepaumm ot
19 mioHs 2012 r. N 608 (CobpaHue 3akoHoaaTenbcTBa Poccuiickoit deaepauum, 2012, N 26, cT. 3526;
2013, N 16, cT. 1970; N 20, cT1. 2477; N 22, cT1. 2812; N 45, c1. 5822; 2014, N 12, c1. 1296; N 26, cT. 3577;
N 30, ct. 4307; N 37, cT. 4969; 2015, N 2, cT. 491; N 12, cT. 1763; N 23, cT. 3333), np1KasbiBalo:

Mpunkasz MwuH3gpasa Poccum ot 23.09.2016 N 731H O BHeCeHUM M3MEHEHWMA B NOPALOK BeaeHUA
rocy4apCcTBEHHOrO peecTpa NeKAPCTBEHHbIX CPEACTB ANA MEAULIMHCKOTO NPUMEHEHUA, YTBEPKAEHHbIN
npukasom MuHUCTepCTBa 34paBooXpaHeHma Poccuiickon ®epepaumm ot 9 pespana 2016 r. N 80H

"14. MNpoBeaeHMe B COOTBETCTBUKN CO cTaTben 14 deaepanbHOro 3akoHa ot 27 uons 2006 r. N 149-¢3
"O6 wuHPopmaumu, WHPOPMALMOHHbLIX TEXHOMOMMAX M O 3awmte WHbopmauun" (CobpaHue
3aKoHogaTenbcTBa Poccuinckon ®eaepaunm 2006, N 31, cr. 3448; 2010, N 31, cT. 4196; 2013, N 23, cT.
2870; N 52, ct. 6961; 2015, N 1, ct. 84) paboT no obecneyeHUto AOCTOBEPHOCTM W aKTYya/lbHOCTU
nHbopmaummn, copepkawenca B Peectpe, ocywectsaserca denepanbHbIM - roCyAapCTBEHHbIM
OIOAKETHBIM YUYpEXAEHNEM, CO3A4aHHbIM AA obecneyeHns UCNONHEHUA NONHOMOYMM MUHUCTEPCTBA
34paBooxpaHeHua Poccuiickot Pepepaumm No Bblgade paspelleHnin Ha MNpPoBeAeHUEe KANHUMYECKUX
nccnenoBaHN NeKapCTBEHHbIX NpenapaToB M (MAK) No rocyAapcTBEHHOW PerucTpaunmn NekapcTBeHHbIX
npenapaTtoB B COOTBETCTBMU CO cTaTben 15 PepepanbHoro 3akoHa ot 12 anpensa 2010 r. N 61-®3 "06
ob6palleHMn nekapcTeeHHbIx cpeacts” (CobpaHue 3akoHogaTtenbcTBa Poccuiickoit depgepauum, 2010, N
16, cT. 1815).".

MoctaHoBNeHue MpasBuTtenbctea PP or 22.12.2011 N 1081 (pea. ot 09.03.2022) "O AnueH3MpPOBaAHUK
dapmareBTMyeckon geatenbHocTU" (BmecTe ¢ "lMosioXKeHMem o nMLeH3MpoBaHUn dapmaLeBTUYECKoM
neatensHoctu'")

ONA MegMLMHCKOTo NpumeHeHus, - TpeboBaHuii ctatelt 53 n 54 depepanbHoro 3akoHa "06 obpalLeHum
JIeKapCTBEHHbIX CpeacTs”, NPaBuMa ONTOBOM TOProB/IM IEKAPCTBEHHBIMW CPEACTBAMM A1 MEeAMULMHCKOIO
NPUMEHEHMA, NPaBUA PErUCTPALMKN OMNEPALLMIA, CBA3AHHbIX C 06paLLEHMEM IEKAPCTBEHHbIX CPeACTB A
MEANUMHCKOTO MPUMEHEHMS, BK/OYEHHBIX B MepeyYeHb JIEKAPCTBEHHbIX CPEeACTB A1 MeAULMHCKOro
NPUMEHeHUA, NogaexalWmx NpPeaMeTHO-KOIMYECTBEHHOMY Y4YeTy, B CMeLMabHbIX XypHanax y4eta



onepauuin, CBA3aHHbIX C obpallleHnem eKapCTBEHHbIX CPeAcTB A8 MEeAMLMHCKOro MpUMEHEHUs,
npasun BeAeHUA M XpaHEeHWA CrneumasbHbIX XYPHaNoB yyeTa onepauuii, CBA3aHHbIX C obpalleHnem
NIeKapCTBEHHbIX CPEACTB A1 MEAULMHCKOro NPUMEHEHMSA, U YCTaHOB/IEHHbIX Mpeae/ibHbIX Pa3mepos
ONTOBbIX HaA6aBOK K GaKTUYECKMM OTMYCKHbIM LieHaM NPOn3BOANTENEN Ha IeKapPCTBEHHbIe NpenapaTsbl,
BK/IIOYEHHbIE B NepeyYeHb }KU3HEHHO HEOBXOANUMBbIX U BarKHENLLUX NEeKAaPCTBEHHbIX NPenapaTos;

MoctaHoBneHne MpaBuTtenbctea PP ot 12.11.2012 N 1152 (pea. ot 17.06.2020) "O6 yTBEpXAEHUU
MonoXKeHns o rocyaapcTBEHHOM KOHTPOJIe KayecTBa M 6e30nacHOCTM MeanLMHCKOM aeaTenbHoOCTH"
YTBEPXKAEHHOIO aAMUHUCTPAUMEA OpraHU3aumun, WHOUMBMAYANbHBIM MpegnpuHMMaTenem, KoTopble
OCYLLECTBAAIOT MEAULMHCKYIO AeAaTe/IbHOCTb, MopAgKa YyyacTua npeactaBuTesiet  opraHusauui,
3aHUMalOWMXCA pPa3paboTKon, NpoM3BOACTBOM W (MAKM) peanusaumen NeKkapCTBEHHbIX NpenapaTtos,
MEAULMHCKMX WU3AENUIA, oOpraHuM3auuii, obnagalolmx npaBaMM Ha WCNONAb30BaHME TOProBoOro
HaMMEHOBaHMA NEeKapCTBEHHOro npenapaTa, OpPraHWsauMii ONTOBOM TOProBAM JIEKAPCTBEHHbLIMMU
cpencTBamm, anTeyHbiX opraHM3aumii (MX npeacTaBUTeNnei, MHbIX PUINYECKMX U OPUAMYECKUX NUL,
OCYLLECTBNIAIOWMX CBOK AEATENIbHOCTb OT MMEHW 3TUX OpraHusaumi) (ganee COOTBETCTBEHHO -
KOMNaHWs, NpeacTaBUTelb KOMMNAHUK) B COBPaAHUAX MeAUUNHCKMX PABOTHUKOB U UHbIX MEPONPUATUSX,
CBA3AHHbIX C MOBbIWEHMEM WX MPOdeccMOoHaNbHOrO YPOBHA WAM NpeaocTaBAeHuemM WHbopmauuu,
npeaycMoTpeHHoM 4vacTblo 3 cTaTblM 64 depepanbHoro 3akoHa "O6 ob6palleHMM NIEeKapCTBEHHbIX
cpeacts" m yactblo 3 ctatbM 96 depepanbHoro 3akoHa "O6 OCHOBax OXpaHbl 340POBbA rpakaaH B
Poccuitckoit depepaumn’;

MoctaHoBneHue MpaButenbctea PO ot 15.10.2012 N 1043 (pea. ot 04.02.2021) "O6 yTBEp*KAEHUU
MNonoxkeHuns o deaepanbHOM rocyapCcTBEHHOM Had3ope B chepe obpalleHns NeKapCcTBeHHbIX cpeacTs"”
B cooTtBeTcTBMM co cTatbert 9 PepepanbHoro 3akoHa "OO6 obpalleHMM NeKapCTBEHHbIX cpeacTts”
MpasutenbcTso Poccuiickoin Peagepaumm NocTaHOBASET:

YTBepanTb npunaraemoe MosioxeHne o pesepanbHOM rocyAapCcTBEHHOM Haa3ope B chepe obpalleHuns
NeKapCTBEHHbIX CPeACTB.

Mpukas MwuH3gpasa Poccum ot 29.12.2012 N 1708 (pea. ot 18.10.2022) "O6 ocywecTsieHUN
MWHWUCTEPCTBOM 34paBOOXpaHeHMsa Poccuiickon depepaumm OOAMKETHbIX MNONHOMOYUI [NABHOIO
agMuWHUCTpaTopa (agmuHucTpaTopa) goxonos deaepanbHoro 6Groaxeta" (Bmecte ¢ "Mopagkom
ocyuwectsneHna MUHUCTEPCTBOM 34paBooXpaHeHuns Poccuiickoi ®Pepepaumnn 6104 KeTHbIX NOJHOMOYMIA
agMUHUKCTpaTopa AoxoA0B peaepanbHoro 6roaxkera")

cT. 333.32.1 Hanorosoro kKoaekca Poccuitickonn ®epepaumn; ct. 41, ct. 51 BroarKeTHOro Koaekca
Poccuitckoli dPepepaumn; PepepanbHbii 3akoH oT 12 anpena 2010 r. N 61-®3 "O6 obpaweHnn
JIeKapCTBEHHbIX cpeacTs";

PacnopskeHue Mpasutenbctea PO ot 19.08.2016 N 1751-p <06 yTBEpP*KAEHUN NAaHA MOHUTOPMUHrA
npasonpumeHeHua B Poccuiickoin Pepepaunm Ha 2017 roa>

JNlekapcTBeHHoe obecneyeHne HaceneHus Poccuiickoit depepauunn (B Yactu aelicteus degepanbHOro
3aKkoHa "O6 obpalieHnn fleKapCTBEHHbIX CpeacTB”, HOPMATUBHbLIX NPABOBbIX aKTOB [lpe3naeHTa
Poccuitckoit  depepauunm, [MpasutenbctBa Poccuiickon Pepepaunn, denepanbHblX OpraHoB
NCMNOJIHUTENbHOM BNACTM M OPraHoB rocyAapcTBEHHOM BacTn cybbekToB Poccuiickoli ®eaepaunm)

Mpukaz MwuH3gpaBa Poccum ot 25.03.2014 N 130H (pea. oT 18.07.2016) 06 yTBEpXAEHUU
AZLMMWHUCTPATUBHOIO pernameHTa denepancHoit cnyxbbl N0 Hag3opy B chepe 34paBOOXPAHEHMA NO
NpPefoCTaBAEHMNIO TOCYAAPCTBEHHON YCAYTM MO JIMLLEH3UPOBAHUIO GapMaLeBTUYECKON AeATeNbHOCTH,
OCYLLECTBNSAEMOW  OpraHu3aLMAMM  ONTOBOM  TOProBAM  NIEKAPCTBEHHbIMM  CpeacTBaMu  AnA
MEOVLMHCKOTO MPUMEHEHMA M anTeYHbIMWU OpPraHU3auMAMKM, NOABEAOMCTBEHHbIMW denepasbHbIM
OpraHam UCNOIHNTENIbHOM BIACTU, TOCYAAPCTBEHHbBIM aKageMMUAM HayK

3) depepanbHbiM 3aKoHOM OT 12 anpena 2010 r. N 61-®3 "O6 ob6palleHUM NeKapcTBEHHbIX cpeacTs”
(CobpaHue 3akoHoaaTenbcTBa Poccuiickoin deaepauum, 2010, N 16, ct. 1815; N 31, cT. 4161; N 42, cT.



5293; N 49, ct. 6409; 2011, N 50, cT. 7351; 2012, N 26, cT. 3446; N 53, c1. 7587; 2013, N 27, c1. 3477; N
48, cT1.6165; 2014, N 11, cT. 1098);



