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O6 obOpaleHnn nekapcTBeHHbIX cpeacTB — PeaepanbHbIN 3aKOH PO ot
12.04.2010 N 61-®P3 — [lencTByrowwan nocrieqHAA pegakuusa oT
03.07.2016 — Hauyano pencteua peaakumua 01.01.2017

MpuHat MNocynapcteeHHon Oymon 24.03.2010
OpnobpeH Cosetom Penepaumm 31.03.2010

Cnncok nsmeHsoLWmx JOKyMeHToB (B peq. PegepanbHbix 3akoHoB oT 27.07.2010 N 192-93, ot 11.10.2010 N 271-®3, ot
29.11.2010 N 313-93, o1 06.12.2011 N 409-®3, ot 25.06.2012 N 93-d3, o1 25.12.2012 N 262-$3, ot 02.07.2013 N 185-
®3, o1 25.11.2013 N 317-93, o1 12.03.2014 N 33-93, o1 22.10.2014 N 313-93, o1 22.12.2014 N 429-d3 (pega.
13.07.2015), ot 08.03.2015 N 34-d3, ot 29.06.2015 N 160-93, ot 13.07.2015 N 233-93, o1 13.07.2015 N 241-d3, ot
13.07.2015 N 262-93, ot 14.12.2015 N 374-93, o1 29.12.2015 N 389-93, o1 02.06.2016 N 163-d3, ot 03.07.2016 N
261-93, o1 03.07.2016 N 305-93, o1 03.07.2016 N 350-P3)

MaBa 1. O6wume nonoxeHus

Cratbsa 1. lNMpegmeT perynupoBaHuns HacTosLwero ®efepanbHOro 3akoHa

1. HacTtosiwmin ®epepanbHbiii 3aKOH perynupyeT OTHOLLEHUS, BO3HMKaOLWME B CBSI3N ¢ obpalleHnem -
pa3paboTKoW, OOKNMUHUYECKUMU WUCCNEeAOBaHUSIMU,  KIMUHUYECKUMM  WUCCREedOBaHUSIMU,  3KCNEepTU30M,
rocydapCTBEHHOM perncrpauuen, Co CTaHgapTu3auMen U C KOHTPOMIEM KavecTBa, MNPOM3BOACTBOM,
N3roToBMeHNeM, XpaHeHueM, nepeBo3KoW, BBO3OM B Poccuiickyio depepaumio, BbIBO30OM U3 Poccuickon
depepaunn, peknamon, OTMYCKOM, peanu3auuen, nepegaden, MPUMEHEHUEM,  YHUUTOXEHMEM
NEeKapCTBEHHbIX CPeacTB.

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

2. Hacrosawmn depepanbHbil 3aKOH yCTaHaBMMBAET MPUOPUTET rOCYAAPCTBEHHOrO perynnmpoBaHus
6e30nacHOCTU, kKadyecTBa N 3PPEKTUBHOCTM NEKAPCTBEHHbIX CPEACTB MpU Nx obpaLleHnn.
(B pea. PenepansHoro 3akoHa ot 25.06.2012 N 93-93)

CtaTtbsa 2. Cdepa npumeHeHnsa HacTosiwero denepanbHOro 3akoHa

HacTtoswun ®depepanbHbil 3aKOH NPUMEHSIETCA K OTHOLLUEHWSIM, BO3HMKAKOLWMM Npy obpalleHum
nekapcTBEHHbIX CPeacTB Ha TeppuTopun Poccuiickon ®epepaumn.

Cratbs 3. 3akoHogaTenbCcTBO 06 06paLLeHMM NleKapCTBEHHbIX CPEACTB

1. BakoHopaTenbcTBO 00 0OOpalleHMn feKapCTBEHHbIX CPeAcTB COCTOUT M3 HACTOSILLEro
depnepanbHOro 3akoHa, Apyrmx depeparnbHbiX 3aKOHOB U MHbIX HOPMAaTMBHbBIX MPaBOBbIX akTOB POCCUIACKOMN
depnepauun.

1.1. 3akoHogaTenbcTBO 06 ObpalleHNn NeKkapCTBEHHbIX CPEACTB B OTHOLUEHUWN HOPUOUYECKUX NUL U
WHOUBMAYaANbHbLIX NpeanpuUHUMaTEnen, OCYLLECTBSIOWNX AeATENbHOCTb HA TEPPUTOPUU MEXOYHAPOaHOro
MEeOULMHCKOrO KnacTtepa, NpMMeEHsieTca ¢ y4eToM 0cobeHHOCTeN, ycTaHOBNEHHbIX PeaepanbHbiM 3aKOHOM
"O MexayHapoaHOM MeAULIMHCKOM KnacTepe U BHECEHUU U3MEHEHUN B OTAemNbHbIe 3aKkoHoAATeNbHbIE aKThbl
Poccuinckon ®eapepauunn”.

(yactb 1.1 BBegeHa PepgepanbHbiM 3akoHoM oT 29.06.2015 N 160-93)

2. Nenctene Hactosiwero deagepanbHOro 3akoHa pacrnpoCTpaHseTcs Ha obpalleHne HapKOTUYECKUX
NEKapCTBEHHbIX CPeACTB W MCUXOTPOMHBLIX  JIEKAPCTBEHHbIX CpeacTB C  y4eToM  OCOOeHHocTen,
YCTaHOBIEHHbIX 3aKkoHoaaTenbcTBoM Poccuiickon degepaumm 0 HapKOTUYECKUX CPeACcTBax, NMCUXOTPOMHbIX
BeLecTBax 1 06 nx npekypcopax.

3. [OenctBne Hactoswero PegepanbHOro 3akoHa  pacnpocTpaHaeTcs Ha  obpalyeHue
pagnocdapmMaleBTUYECKUX  JIEKAPCTBEHHbIX CPeacTB €  y4eTOM  OCOBGEHHOCTEW,  YCTAHOBMEHHbIX
3akoHogaTtensctBoM Poccuiickon ®epgepaumm B obnactn obecnedyeHns paguaunoHHon 6e3onacHocTu.

4. Ecnn mexayHapoaHbiM foroBopoM Poccuiickon ®enepaumm yctaHoOBMNEHbl UHbIE NpaBuna, Yem Te,
KOTopble MpeaycMoTpeHbl HacToswmum defepanbHbiM 3aKOHOM, NPUMEHSAIOTCA NpaBunia MexayHapoaHOro
porosopa.

5. B Poccunckon depepauumn B COOTBETCTBUM C MeXAyHapoaHbIMW porosBopamu Poccuiickomn
denepauum n (MNN) Ha OCHOBE NPUHLMMNA B3aMMHOCTU MPU3HAIOTCS pe3yrnbTaThl KITMHUYECKUX UCCNEeAoBaHUN
NEeKapCTBEHHbIX NpenapaToB AN MeAULMHCKOrO MPUMEHEHMUs1, NPOBEAEHHbIX 3a npedenaMmn TeppuTopun
Poccuinckon ®egepauun.
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Crtatbsi 4. OCHOBHbIE MOHATHS, ncnosnb3dyemble B HaCcTodlem CDep,epaanOM 3aKoHe

Onsa uenen HacToswero ®egepanbHOro 3akoHa UCMOMb3YTCS credyowmne OCHOBHbIE MOHATUS:

1) nekapCTBeHHbIE CPEACTBA - BELEeCTBa UMM UX KOMOUHaL MK, BCTyNatolme B KOHTaKT C OpraHn3MoM
yernoBeka WM KMBOTHOTFO, MPOHMKAKLWMEe B OpraHbl, TKAHW OpraHu3Ma 4ernoBeKka WM >KMBOTHOrO,
npuMeHseMble A58 NPpOMUNAKTUKK, AMArHOCTMKM (3a WUCKMNOYEHMEeM BeLEeCcTB WM WX KOMOMHauuW, He
KOHTaKTUPYIOLMX C OPraHM3MOM YenoBeKa WM XXUMBOTHOrO), NeveHus 3aboneBaHus, peabunutauun, Ans
COXpaHeHus, NpeaoTBpaLLEHMs UK NpepbiBaHNs GepeMeHHOCTU U MONyYeHHbIe U3 KPOBW, Nnasmbl KPOBW,
N3 opraHoB, TKaHen opraHuaMa 4YenoBeka UNn XXUBOTHOIO, PACTEHUIW, MUHeparoB MeTodamMu CUHTe3a Unu ¢
npuMeHeHvemM Buonormyecknx TexHonorun. K nekapCTBEHHbIM CPeACcTBaM OTHOCATCA dpapMaueBTU4eckue
cybCcTaHuMM 1 NeKapCTBEHHbIE Npenaparbl;

2) cbapmaueBTnyeckas cybcTaHumMst - fiekapCTBEHHOE CpeacTBO B BuAE OAHOMO WM HECKOSbKMX
obnagawwmx hapMakornormyeckon akTUBHOCTbI AEWCTBYIOLUX BELLECTB BHE 3aBMCMMOCTU OT MpUpOabl
NMPOUCXOXOEHMS, KOTOpOEe NpegHa3HavYeHo AN NPOn3BOACTBA, U3rOTOBMEHNST NEKAPCTBEHHbIX NPenapaTos U
onpeaensieT ux aeKTUBHOCTD;

(n. 2 B pea. PegepansHOro 3akoHa ot 22.12.2014 N 429-93)

3) BcnomMoratenbHble BellecTBa - BelecTBa HEOPraHNMYecKoro UM OpraHnyeckoro NPOUCXOXAEHNS,
ncnonb3yemble B nNpouecce Npou3BoACTBa, U3rOTOBMEHUS MNeKapCTBEHHbIX MpenapaTtoB Ans npugaHvus UM
HeoBXoAMMbIX PU3UKO-XUMUYECKNX CBONCTB;

4) nekapCTBEHHble npenapaTtbl - JeKapCcTBEHHble cpeacTBa B BUAE JEKapCTBEHHbLIX opM,
npuMeHsieMble Ansi NPOMUNaKTUKK, AMarHOCTMKK, neveHns 3abonesaHns, peabunvraumm, ona coxpaHeHwus,
npenoTBpaLleHns UnNu NpepbiBaHNst 6epeMeHHOCTY;

5) nekapctBeHHas opma - COCTOsSIHME NEeKapCTBEHHOMO Npenaparta, COOTBETCTBYIOLLEE cnocobam ero
BBEAEHUS M NPUMEHEHMS 1 obecneynBaroLLee AOCTMKEHNE HEODXOOAMMOro nneyebHoro addekTa;

5.1) posvpoBka - cogepXaHue OOHOr0 WM HECKOMbKMX OENCTBYHOLLUMX BELLECTB B KONMYECTBEHHOM
BbIp@XXEHUW Ha eauvHuUy Q[03bl, UNU eguHudy obbema, WM eAuMHUULY MaccCbl B COOTBETCTBMM C
nekapcTBeHHOM chopMor NMMOO ANs HEKOTOPbIX BUAOB FIEKAPCTBEHHBLIX DOPM KONMMYECTBO BbICBOOOXAAeMOoro
N3 fiekapCTBEHHOM (pOpMbI EMCTBYIOLLErO BELLECTBa 3a eAMHULY BPEMEHMU;

(n. 5.1 BBegeH PegepanbHbiM 3akOHOM OT 22.12.2014 N 429-$3)

6) nepeyveHb XW3HEHHO HEOOXOAMMbIX W BaXXHEWWWUX feKapCTBEHHbIX MpenapaToB - EXerogHo
yTBepxgaembii lMpasutensctBoM Poccuiickon Pegepaummn nepeyeHb NeKapCTBEHHbIX NpenapaTtoB Ans
MEAMLUMHCKOTO NpuUMeHeHusi, obecneunBaomnx NPUOPUTETHbIE MOTPEOHOCTM 34paBOOXPAHEHMS B LIENsiX
npounNakTMkn 1 neveHus 3abonesaHuii, B TOM yucne npeobnagatrowimx B CTpyKType 3aboneBaemMocTu B
Poccuinckon ®epepaunu;

6.1) opdaHHble NekapcTBEHHble MNpenapaTtbl - JIeKapCTBEHHble Mpenapartbl, NpeAHa3HaYeHHbIe
NCKMIOYNTENBHO ANst AMAarHOCTMKM UMW NaTOreHETUYECKOTO NIeYEHUs (NeYeHns], HanpaBNeHHOro Ha MEXaHN3M
pa3BuUTUSA 3aboneBaHns) peakux (opdaHHbIX) 3aboneBaHui;

(n. 6.1 BBegeH PegepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

6.2) GuonorvyeckMe nekapcTBeHHble MpenapaTbl - flekapCcTBEHHble npenapaTbl, AeWCTByoLlee
BELLEeCTBO KOTOpbIX MpPOU3BEAEHO WX BblOENeHO M3 BMONornmyeckoro MCTOYHWKA WM Ans onpeaerneHvs
CBOWMCTB M KayecTBa KOTOPbIX HeobxoamMma KOMOMHaLMsa BUoNornyeckux n usnko-xmmmyecknx metogos. K
BuonorMyeckum nekapcTBeHHbIM MpenapaTtamM  OTHOCATCH  MMMYHOBMOMOrMyeckue  nekapcTBEHHbIE
npenapaTbl, NekapcTBEHHblE NpenapaTbl, NONyYeHHbIE U3 KPOBW, Ma3mbl KPOBW YeroBeka U XUBOTHbIX (3a
WCKIMIOYEHNEM LIENbHOM KPOBW), BUOTEXHONorMyeckne nekapcTBeHHble npenapatbl, reHoTepaneBTuyeckne
nekapcTBeHHble npenaparhbl;

(n. 6.2 BBegeH d®epepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

7) VMMyHOOMONOrM4yeckMe  JeKapCTBEHHble  NpenapaTtbl -  feKapCTBEHHble  Mpenaparbl,
npegHasHa4yeHHble Ans (POPMMPOBAHUSA aKTMBHOIO WM MacCMBHOIO WMMYyHUTETA NGO AMArHOCTMKK
HanMuMst UMMyHUTETa UM ONAarHOCTUKKU crneumnduyeckoro NpuobpeTeHHOro M3MeHEHUS UMMYHOMNOTMYECKOro
oTBeTa Ha anneprusupyowme Bewlectsa. K uMMyHobronormyecknum nekapcTBeHHbIM npenapatam OTHOCHATCSA
BaKLUVHbI, aHATOKCUHbI, TOKCUHbI, CbIBOPOTKM, UMMYHOTMOOYWHbBI U annepreHbl;

(n. 7 B pea. PegepansHoro 3akoHa ot 22.12.2014 N 429-93)

7.1) BuoTexHonorMyeckme rnekapcTBEHHble Npenaparbl - fekapCTBeHHbIe npenapaTbl, MPOU3BOACTBO
KOTOPbIX OCYLLUECTBASIETCS C MUCMONb3oBaHWEM BUOTEXHOMNOMMYEeCKNX MpoLeccoB U MeTOAoB (B TOM 4ucne
OHK-pekoMBb1HaHTHON  TEXHOMOrMWU, TEXHOMOMMU  KOHTPONUPYEMOW 3KCMPECCUN TEHOB, KOAUPYHOLLMUX
Ouornorvyeckn axkTMBHble ©Genkn B MNpokapMoTax M 3dykapuoTax, BKMOYas W3MEHEHHble  KIeTKM
MIeKonuTarLWux), rmépuaoMHOro MeToaa U MeTo4a MOHOKITOHarbHbIX aHTUTENT;

(n. 7.1 BBegeH ®epepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)
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7.2) reHoTepaneBTUYECKME  JIeKapCTBEHHble Mpenapatbl -  JIEKAPCTBEHHblIE  Mpenaparbl,
dhapmaueBTUyeckass CcyOCTaHUMA KOTOPbIX SBMASETCS PEKOMOWHAHTHOM HYKNEWHOBOW KWACMOTOW WUNn
BKITIOYAET B €051 peKOMOVHAHTHYHO HYKIEMHOBYKO KUCIOTY, MO3BOMSAOLLYIO OCYLLECTBIATL perynMpoBaHue,
penapauuio, 3ameHy, fobaBneHme nnv yganeHue reHeTM4eckon nocnegoBaTenbHOCTY;

(n. 7.2 BBegeH PegepanbHbiM 3akoHOM OT 22.12.2014 N 429-$3)

8) HapkoTuuyeckue nekapCTBEHHblE CPeACTBa - JleKapCTBEHHble npenapatbl 1 hapmaueBTUYeckue
cybcTaHumn, cofepxallume HapkoTUYeCcKMe CpeacTBa M BKIOYEHHblEe B [lepeyeHb HapKOTMYECKUX CPeAcCTB,
NMCUXOTPOMHbIX BELLECTB M UX MPEKYpCcopoB, noanexawimx KoHTponi B Poccuiickon depepauuun, B
COOTBETCTBUM C 3aKkoHoAaTenscTBoM Poccuiickon ®enepauun, mexayHapoaHeiMu gorosopammn Poccuiickomn
deaepaunn, B TOM Yncne EgmMHon koHBEHUMEN O HApKOTMYECKMX cpeacTBax 1961 roaa;

9) NCMXOTPONHbIE NEKapCTBEHHbIE CPeAcTBa - JIEKAPCTBEHHbIE MpenapaTbl U dpapMaueBTU4eckue
cybcTaHumM, coaepallme NCUXOTPOMHbIe BELLEeCTBa M BKIOYEHHbIE B [lepeyeHb HapKOTUYECKUX CPeacTB,
MCUXOTPOMHBIX BELLECTB W WX MPEKYPCOPOB, noanexawmx KoHTporo B Poccuiickon ®epepauun, B
COOTBETCTBUM C 3aKkoHoZaTeNbCTBOM Poccuickon degepauumn, mexgyHapoaHbiMu gorosopamm Poccumnckon
depnepaunn, B ToM uncrie KoHBeHLMEN O NCUXOTPOMHbIX BewecTBax 1971 roaa;

10) paguodapmaueBTMHECKME FeKapCTBEHHble CpeacTBa - JleKapCTBEHHble CPeAcTBa, KOTopble
coAepxaT B rOTOBOW AN UCNONb30BaHMS (opMe OAWH PagMOHYKNUA VAWM HECKOMbKO PafMOHYKIMAO0B
(pagmoakTUBHbBIX N30TOMOB);

11) pedbepeHTHbI NekapCTBEHHbIN npenapaTt - fekapcTBEHHbIN npenapar, KOTopbl BrnepBble
3apernctpuposaH B Poccuiickon ®epepauun, kavectBo, 3(pPeKTMBHOCTL M 6e30nacHOCTb KOTOPOro
JOKasaHbl Ha OCHOBaHWM pe3ynbTaToB [OKIUHUYECKMX WCCreaoBaHMN NeKapCTBEHHbIX CpPeactB W
KNMMHUYECKUX UCCeaoBaHWi NeKapCTBEHHbIX NpenapaToB, NPOBEOEHHbIX B COOTBETCTBUN C TpeboBaHUAMM
yacten 6 un 7 _craten 18 HacToswero PenepanbHOro 3akoHa B OTHOLLEHWM JTIEKAPCTBEHHbIX CPeacTB Ans
MEeOMLIMHCKOro NpMMeHeHMs Nnbo B COOTBETCTBUM C TpeboBaHmaMKM cTaTtbm 12 HacTosiwero PeneparnbHOro
3aKOHa B OTHOLLEHWUW NIEKAPCTBEHHbIX CPEACTB AfNsi BETEPUHAPHOrO MPUMEHEHMS, U KOTOPLIN MCMONb3yeTcs
ONS OUEHKN OVMOIKBMBANEHTHOCTM UMM TepaneBTUYECKOW IKBMBANEHTHOCTU, KadecTBa, 9P(EeKTUBHOCTM U
©e30nacHOCTM BOCNPOM3BEAEHHOIO Unn GuoaHanoroeoro (6nonogoOHOro) nekapcTBEHHOIO Npenapara;

(B peqn. PepepanbHbix 3akoHOB 0T 22.12.2014 N 429-03, o1 13.07.2015 N 241-03)

12) Bocnpomn3BegeHHbIV NekapCTBEHHbIN Npenapar - NekapCTBEHHbIV Npenapar, KOTOpbI MMeeT Takow
e KayeCTBEHHLIN COCTaB N KONMMYECTBEHHbIN COCTaB OENCTBYIOLIMX BELLECTB B TakOW e NeKapCTBEHHOM
dopme, 4YTO U pedepeHTHbIM NeKapCTBEHHbIN npenapaTt, U BMO3KBMBANEHTHOCTL MMM TepaneBTu4eckas
3KBUBANeHTHOCTb KOTOpOro pedepeHTHOMY nekapcTBEHHOMY npenaparty noaTeepxaeHa
COOTBETCTBYIOLLMMU NCCREeL0BaHNAMMU;

(n. 12 B pea. PenepanbHoro 3akoHa o1 22.12.2014 N 429-03)

12.1) TepaneBTUYeckas  IKBMBANEHTHOCTb -  OOCTWXKEHME  KIMHUYECKM  COMOCTaBMMOIo
TepaneBTUYeckoro addekta npu MNPUMEHEHUN FEKAPCTBEHHbIX MNpenapatoB Ans  MeAMLUHCKOro
NPUMEHEHWS NS OOHOW M TOM e rpynibl 6OMNbHBIX MO OAHUM U TEM Xe MOKa3aHUSIM K MPUMEHEHMIO;

(n. 12.1 BBegeH PeaepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

12.2) GuoaHanoroBbin (6Monogo6GHbIN) NekapCTBEHHbIM Mpenapat (6uoaHanor) - Guonornyeckui
NEeKapCTBEHHbIA MNpenapaT, CXOXWA Mo napaMeTpam KadyecTBa, 3(pdeKTMBHOCTM U 6e3onacHOCTU C
pedepeHTHbIM BUOMNOrMYECKMM FNEKapCTBEHHLIM MpenapaTtoM B TaKOW >Xe FeKapCTBEHHOW dopme U
MMeRLWMA WOEHTUYHBbIN cnocob BBeaeHUS,

(n. 12.2 BBegeH PegepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

12.3) B3aMMoO3aMeHsieMbli NEeKapCTBEHHbIN npenapaTt - fekapCcTBeHHbIN npenapaT ¢ [oKa3aHHOW
TepaneBTUYECKOW  SKBMBASIEHTHOCTbIO WM OGUMO3KBMBANEHTHOCTbID B OTHOLIEHMU  peddepeHTHOro
neKapCcTBEHHOro npenapara, UMEKLUA 3KBUBANEHTHblE €My KaydeCTBEHHbIA COCTaB WM KOMNUYECTBEHHbIN
COCTaB [EMNCTBYIOLUMX BELLECTB, COCTaB BCMOMOraTemnbHbIX BELLECTB, JIEKAPCTBEHHYO hopMmy K cnocob
BBEAEHUS;

(n. 12.3 BBegeH PeaepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

13) nekapCTBEHHOE paCTUTENBHOE ChIpbe - CBEXWE WM BbICYLUEHHbIE pacTeHus NMbo mx 4vactu,
ucrnomnb3yemble Ofs  MPOW3BOACTBA JIEKAPCTBEHHbIX CPEACTB  OpraHuMsauusMyv - MNpoM3BOAUTENSMU
NeKapCTBEHHbIX CPeACTB WU U3rOTOBMEHUS NeKapCTBEHHbIX MpenapaToB anTeYHbIMU OpraHvM3auunsivu,
BETEPUMHAPHBLIMU  ANTEYHbIMW  OpraHu3auusiMn, WHAMBUAYANbHbIMU  NPeanpuHUMaTENaMn, UMEHLLMMU
NNUEH3MIO Ha hapMaLEBTUYECKYHO OEATENbHOCTb;

14) nexkapCTBEHHbIV pacTUTENbHbIA NpenapaTt - NeKkapCTBEHHbIN npenapaT, NPOV3BEOEHHbLIN UMK
W3rOTOBMEHHbIA M3 OOHOrO BMAA NEKapCTBEHHOr0 PacTUTENbHOMO Chipbsi UMM HECKOMbKUX BUAOB TaKOro
Cblpbsi M peanuayemblin B pacacoBaHHOM BUAE BO BTOPUYHON (NOTPeOUTENBCKON) YNaKOBKE;

15) romeonaTu4eckMn nekapcTBEHHbLIN NpenapaT - fekapCTBeHHbIN npenapat, Npov3BeAEeHHbIN Unu
N3roTOBMNEHHbIN M3 hapMaLeBTUYECKOW CyOCTaHUMM U oapmaLeBTU4eckux cybcTaHuuim B COOTBETCTBUM C
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TpeboBaHMAMKN OOLWMX hapMaKkonenHbIX CTaTeln K roMeonaTMYecKMM NeKapCTBEHHbIM MpenapataMm Wnv B
COOTBETCTBUM C TpeboBaHUAMY hapMakonemn CTpaHbl MPON3BOAMTENS TAaKoro NIeKapCTBEHHOIo nNpenapaTa;
(n. 15 B pea. PeaepanbHoro 3akoHa ot 22.12.2014 N 429-93)

16) mexxgyHapogHoe HenaTeHTOBaHHOE HavMMEeHOBaHWe NEeKapCTBEHHOro CPeAcTBa - HauMeHOBaHue
OEencTByOLLEero BelecTBa apmaleBTMYecKon cybcTaHumm, pekoMmeHaoBaHHOe BcemupHon opraHmsaumnen
3[PaBOOXPaHEHNS;

(B pea. PenepansHoOro 3akoHa ot 22.12.2014 N 429-$3)

17) ToproBoe HavMeHOBaHWe NeKapCTBEHHOIO CpeacTBa - HAUMEHOBaHWE NeKapCTBEHHOro cpeacTsa,
NMPUCBOEHHOE €ro pa3paboTyMKkoM, gepXaTeneM Wnu BragenbLuemM pPermcTpauMoHHOro YOOCTOBEPEHUS
nekapCcTBEHHOro npenapara;

(B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

17.1) rpynnnpoBOYHOE HaMMEHOBaHWE NIEKAPCTBEHHOIO npenapara - HaMMEeHOBaHWE NIEKAaPCTBEHHOIO
npenapaTta, He WMEWLWEro MeXayHapoOHOro HEenaTeHTOBAHHOIO HauMEHOBaHWs, WM  KombuHauum
NEeKapCTBEHHbIX MNpenapaToB, WCMNOMb3yeMoe B uensax obbedvHeHWss ux B TPynny Mo4 €OuHbIM
HaVMEHOBaHNEM MCX0OH U3 OOQMHAKOBOIO CoCTaBa AeWCTBYOLMX BELLECTB;

(n. 17.1 BBegeH PenepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

18) obwasa dapmakonenHas ctatbd - OOKYMEHT, YTBEPXOEHHbIV YNOMHOMOYEHHbIM dhedeparnbHbIM
OpraHoM MWCMNOMHMTENBHON BRAcTM U COAEPXalun MepeveHb nokasaTenen kKayectsa U (unm) MeTodoB
KOHTPOIS KAa4eCTBa KOHKPETHOW NeKapCTBEHHON POPMbI, NEKAPCTBEHHOIO PACTUTENBHOMO ChiPbsi, ONMCaHMUS
Buornornyeckmx, BUOXMMUYECKMX, MUKPOBMONOrMYECKMX, (PUIUKO-XUMUYECKUX, PUBNYECKUX, XUMUYECKUX U
OpYrMx MeTOAOB aHanu3a JekapCTBEHHOro cpefcTBa, a Takke TpeboBaHWs K WUCMONb3yeMbiM B LENsX
npoBefeHNst AaHHOro aHanu3a peakTvBaM, TUTPOBaHHLIM pacTBOpaM, UHOUKATOpaM;

(B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

19) dpapmakonenHasa ctaTbs - JOKYMEHT, YTBEPXAEHHbIA YNOMHOMOYEHHbIM doeaeparnbHbIM OpraHom
WCMONMHUTENBHOW BMAcTU U coaepXalumi nepeyeHb nokasaTernen KayecTBa M METOOOB KOHTPOSIs KayecTsa
NeKapCTBEHHOIO CPeACTBa;

(B pen. PepgepanbHoro 3akoHa o1 22.12.2014 N 429-03)

19.1) crtaHgapTHble obpasubl - BELEeCcTBa, NOCPEACTBOM CPaBHEHUS C KOTOPbIMU OCYLLECTBISETCS
KOHTpPONb KayecTBa MWCCreayemblX JIEKAPCTBEHHbIX CPeaCcTB C  MOMOLLBbI  (PUINKO-XUMUYECKUX U
Oronornyecknx MeTOAOB B LieNsX MOATBEPXOEHUS COOTBETCTBUS NEKApPCTBEHHbIX CPeAcTB TpeboBaHMAM
HOPMAaTMBHOW [OKyMEHTaUWUW, YCTAHOBIEHHbIM MpPU OCYLIECTBNEHUU TOCYLAPCTBEHHOM perucrpauun, u
KOTOpble NPUMEHSATCA ANa KannbpoBKU CTaHAAPTHbIX 06pa3LoB NPOU3BOAMTENS NEeKapCTBEHHbLIX CPeacTB,
ncnonb3yemMbliX ANg KOHTPONS KadecTBa U UHbIX Lienen npyu obpalleHnn nekapCTBeHHbIX CPeacTs;

(n. 19.1 BBeaeH d®eaepanbHbIM 3aKkOHOM OT 22.12.2014 N 429-03)

19.2) dpapmakonenHbln cTaHOapTHbIM obpasel - cTanHAapTHbIM obpasel, NpOM3BEOEHHbI B
COOTBETCTBUMN C (hapMaKONENHON CTaTbEN;

(n. 19.2 BBegeH PeaepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

20) HopmaTuBHasA JOKYMEHTaLMs - AOKYMEHT, COAepXXaLluii nepeyeHb onpeaensemMblx No pesynbratam
COOTBETCTBYIOLUMX IKCMEPTU3 MoOKa3aTenen KayecTBa feKapCTBEHHOIO cpeactsa [Afid  MeAMLMHCKOro
NPUMEHEHWS1, METOOB KOHTPOJISA €ro ka4ecTsa U YCTaHOBMEHHbIN ero Npon3BognTenemM;

21) HOpMaTMBHbIN OOKYMEHT - OOKYMEHT, cogepXalui nepedyeHb onpegensieMbix No pesynbtatam
COOTBETCTBYIOLLMX IKCMEPTU3 NoKa3aTernen kavyectsa n (Mnm) METOOOB KOHTPOMS KayecTBa NEeKapCTBEHHOMN
¢dopMbl, onuMcaHuMs  BUONOrNYEecKUX, OBUOXUMMYECKUX, MUKPOBMONOrMYECcKnx,  (PU3NKO-XUMUYECKUX,
PU3NYECKMX, XMMUYECKUX W ApYrux MeEeTOOOB aHanu3a fekapCTBEHHbIX CPeACcTB NS BeTepuMHapHOro
npumeHeHusi, TpeboBaHMA K UCNONb3yeMbiM B LENsX MpoBeAeHNs [AaHHOrO aHanmMsa peakTvMBam,
TUTPOBaHHbIM pacTBOpaM, MHAMKATOPaM N YCTAHOBIEHHbIA €ro NpoM3BoaUTENEM;

21.1) obwun TeXHNYECKUA [OKYMEHT - KOMMIEKT [OOKYMEHTOB W MaTepuarnioB, COCTOSLLMA U3
HECKONbKUX pasfenos - JOKYMEHTaUMn agMUHUCTPATUBHOIO XapakTepa, XMMUYeCKon, hapmaueBTUYECKON 1
Guonormyeckon [OKYMeHTauuu, apMaKkoriormyeckon, TOKCUKONOTMYECKONW AOKYMEHTaUUW, KIMHUYECKOW
OOKYMEHTauMn u npeacTaBnsgeMbli OQHOBPEMEHHO C 3asIBIEHNEM O T[OCyAapCTBEHHOW perncrpaumu
NeKkapcTBEHHOro  mpenapata AN MeOUUMHCKOTO  NpuMeHeHmss B dopmaTe,  YCTaHOBIIEHHOM
YMONTHOMOYEHHbBIM dhedepanbHbIM OpraHoM UCNOMHUTENBHON BRAacTy;

(n. 21.1 BBegeH PegepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

22) Ka4yeCTBO NEKAPCTBEHHOrO CpeacTBa - COOTBETCTBME JIEKAPCTBEHHOrO CpefcTBa TpeboBaHMAM
dapmakonenHon ctatbl NnbO B cnyvyae ee OTCYTCTBUSA HOPMATMBHOW OOKYMEHTauuMum Unn HOpPMaTUBHOIO
OOKYMEHTa;

23) 6GesonacHOCTb MEKapCTBEHHONO CpeAcTBa - XapakTepucTuka JekapCTBEHHOro cpeacTsa,
OCHOBaHHasi Ha CpaBHUTENBHOM aHanu3e ero apeKTUBHOCTM U pUCKa NPUYMHEHNS Bpeaa 340P0BbIO;

24) 3dpeKTMBHOCTbL FEKAPCTBEHHOIO Mpenapata - XapakTepUCTUKa CTEMEHU MNONOXMTENbHOIO
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BMMSIHAA  NIEKApCTBEHHOTO Mpenapata Ha TeyeHue, MNPOAOIPKUTENbHOCTL 3aboneBaHus wnmM  ero
npegoTBpalleHre, peabunurauuio, Ha coxpaHeHue, NpeaoTBpaLLeHne Unm npepbiBaHue 6epeMeHHoCTY;

25) cepusi nekapCTBEHHOro CpeacTBa - KONMUYECTBO JIEKAapCTBEHHOrO CPEACcTBa, MpOu3BEdEeHHOe B
pesynbTate 0gHOIMo TEXHONOMMYECKOro LMKIa ero Npom3BognTenemM;

26) perucTpauMoHHOE YOOCTOBEPEHME NEKApCTBEHHOrO npenaparta - AOKYMEHT, MOATBEpXOaroLni
hakT rocyaapCTBEHHOW perncTpaumm nekapcTBEHHOIO NpenapaTa;

26.1) gepxaTene vnu Bragerney, perncTpaumMoHHOro YAOCTOBEPEHMS JNeKapCTBEHHOrO npenapaTa -
pa3paboTymk NnekapCcTBEHHOrO CPeaACcTBa, NPOU3BOAUTENb NEKAapPCTBEHHbIX CPEACTB UMW MHOE opuanyeckoe
niuo, obrnagalwlwee NpaBoOM  BrageHWst  PerMcTpauvoHHbIM — YOOCTOBEPEHMEM, KOTOpble  HECyT
OTBETCTBEHHOCTb 3a KayecTBO, 3PEKTUBHOCTb U 6€30MacHOCTb NekapCTBEHHOro nNpenapaTa;

(n. 26.1 BBegeH d®eaepanbHbIM 3aKkOHOM OT 22.12.2014 N 429-03)

27) perncTpaumnoHHbI HOMep - kKogoBoe 0603HayYeHne, MPUCBOEHHOE NEKapCTBEHHOMY Npenaparty npu
€ro rocyapCTBEHHOW perncrpauuu;

28) obpalleHne nekapcTBEHHbIX CPEACTB - pa3paboTka, AOKITUHUYECKME UCCNEA0BaHUSA, KMMHUYECKne
nuccrefoBaHus, 3KCnepTusa, rocygapCTBEHHas peructpauusi, CTaHZapTu3auus W KOHTPOSb KadecTsa,
Npou3BOACTBO, W3rOTOBMEHWE, XpaHeHue, nepeBo3ka, BBO3 B Poccuiickylo Pepepaumio, BbIBO3 U3
Poccunckon ®epepauun, peknama, OTMNyCcK, peanu3auus, nepegada, MNPUMEHEHUE, YHUYTOXEHME
NEeKapCTBEHHbIX CPEeACTB;

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

29) cybbekTbl obpalweHus nekapCTBEHHbIX CPeacTB -  duandeckue nuua, B TOM  4ucne
WHOuBMAyanbHblE nNpeanpuHMMaTtenn, 1 lpuanyeckue nuvua, OocylecTBhswmne AOeaTenbHOCTb Mpu
obpalLeHnM NekapCTBEHHbIX CPEACTB;

30) paspaboTumKk nekapCTBEHHOro cpefcTBa - opraHv3auusi, obragatolias npaBamMy Ha pesynbTaThbl
OOKIUHNYECKNX WCCMNELOBaHUA NEKAPCTBEHHOIO CPeACTBa, KIIMHUYECKMX WUCCReOOBaHWA JeKapCTBEHHOro
npenapaTta 1 (Mnn) Ha TEXHOSOTNI0 MPOU3BOACTBA NIEKAPCTBEHHOIO CPEACTBA;

(B peq. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-93)

31) Npou3BOACTBO fEKapCTBEHHbIX CPEACTB - AEeATeNbHOCTb MO MNPOM3BOACTBY J1€KAapPCTBEHHbIX
CcpeacTB OpraHu3aumsiMmn - NPOU3BOAUTENSMUN NEKAPCTBEHHbIX CPEACTB Ha OOHOW CTagun, HECKOMbKUX UMn
BCEX CTagmsiXx TEXHONMOrMYecKoro mnpouecca, a Takke M0 XpaHeHUI W peanusauun NpousBedeHHbIX
NEeKapCTBEHHbIX CPEeACTB;

31.1) npousBoAcTBeHHas nnowanka - TepputopmanbHO 0B0COBNEHHbIN KOMMMEKC npou3BoauTens
NeKapCTBEHHbIX CPeAcTB, MNpedHasHayeHHblW Ons  BbINOMHEHWsT BCEro npouecca MNpPOU3BOACTBA
neKapCTBEHHbIX CPeACTB UMM ero onpeaeneHHon ctaguu;

(n. 31.1 BBeaeH d®eaepanbHbIM 3aKkOHOM OT 22.12.2014 N 429-03)

32) npowusBoguTeEnb NEKApCTBEHHbIX CPeACTB - OpraHuM3auusi, OCYLLECTBMSOWAA MPOU3BOACTBO
NeKapCTBEHHbIX CPeACTB B COOTBETCTBUM C TpeboBaHMAMU HacTosiwero PegepanbHOro 3akoHa;

33) dapmaueBTUYECKass OEATENbHOCTb - AEATENbHOCTb, BKYawwasi B ceba ONTOBYH TOProBri0
NEeKapCTBEHHbIMU CPEACTBAMW, UX XPaHEHWe, NEePEBO3KY U (MrM) PO3HUYHYK TOPrOBMIO JNIEKAPCTBEHHBIMM
npenapaTtamMmu, ux oTnyck, XpaHeHne, NepeBo3Ky, M3rOTOBIIEHME NTIEKAapCTBEHHbIX MPenapaTos.;

34) opraHm3aums ONTOBON TOProBMM NEeKapCTBEHHbIMW CPEACTBaMM - OpraHM3auusi, OCyLLeCcTBnsALWwas
ONTOBYKD TOPrOBMIO JIEKAPCTBEHHLIMM CPeACTBaMW, WX XpaHEeHWe, MepeBO3Ky B COOTBETCTBUU C
TpeboBaHnAMN HacToswero egepanbHOro 3aKoHa;

35) anTeyHas opraHusauuns - opraHu3auns, CTPYKTypHoOe nogpasgeneHne MeauumMHCKON opraHMsaunu,
OCYLLECTBMSAIOWMNE PO3HUYHYIO TOPrOBMK MEKapCTBEHHbIMW  MpenapaTaMmu, XpaHeHue, MnepeBo3KY,
N3roTOBMEHUE M OTNYCK NEKapCTBEHHbIX MpenapaTtoB Ans MeAULMHCKOro NpPUMEHEeHWs B COOTBETCTBMMU C
TpeboBaHusaAMU HacTosLero ®eaepanbHOro 3akoHa;

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

36) BeTepuHapHasi anTedyHas oOpraHuM3auus - oOpraHuM3auusi, CTPYKTypHOe nogpasgeneHune
BETEPUHAPHOW OpraHm3aLuun, OCYLLECTBISIOWME PO3HMYHYIO TOPrOBMK JIEKAPCTBEHHBIMM MpenapaTamu,
XpaHeHue, W3rOTOBIIEHWE W OTMYCK INEKAPCTBEHHbIX MpenapaToB Afs BETEPUHAPHOrO MPUMEHEHUS B
COOTBETCTBMM C TpeboBaHusAMK HacToswero degepanbHOro 3aKkoHa;

37) hanbcudpunumpoBaHHOEe NekapCTBEHHOE CPEACTBO - NIEKAPCTBEHHOE CPEACTBO, COMPOBOXAAEMOE
NOXHOW MHGOPMaLMEN O ero cocTtaee U (Mnn) NpoM3BoanTene;

38) HepobpokayeCTBEHHOE  IeKapCTBEHHOE CPeacTBO -  JIeKApCTBEHHOE  CPeAcTBO,  He
cooTBeTCTBYlOLLEEe TpeboBaHuAM dapmaKkonernHon ctatbn NMBGO B criyyae ee OTCyTCTBMS TpeboBaHUAM
HOPMaTMBHOW JOKYMEHTaLUMU UM HOPMATUBHOIO JOKYMEHTA;

39) koHTpadakTHOEe nekapcTBEHHOE CPEACTBO - NleKapCTBEHHOE CPEACTBO, HaxodsLeecs B obopoTe ¢
HapyLleHWeM rpaxxgaHCKoro 3aKkoHoAaTenbCTBa;

40) OOKIMMHUYecKoe nuccrnegoBaHve nekapCTBEHHOrO cpencTea - Buonoruyeckue,

5u3 74


http://paracels55.ru/

06 ob6palleHun nekapcTBeHHbIX cpeacTB — PeaepanbHbiv 3akoH PO ot 12.04.2010 N 61-$3 — [elicTBytoLlas NocneaHss pegakums ot
03.07.2016 — Havano gevicteusa pegakumsa 01.01.2017

MUKpobuonornyeckne, MMMYHOMNOrMYeckne, TOKCMKOMOrmyeckue, dapmakonornyeckne, uandeckume,
XMMUYECKME U OpYyrMe UCCreaoBaHWs NIEKAapCTBEHHONO cpeacTBa MyTeM MPUMEHEHMSI HayYHbIX METOAOB
OLEHOK B LEensx nonyyeHns gokasatenbctB 6e3onacHocTW, kavyecTBa U 3pEKTUBHOCTU JNIEKAPCTBEHHOIO
cpencTBsa;

41) «KIMHUYECKOE WCCredoBaHWEe IeKapCTBEHHOrO npenapata - W3yvyeHue AMarHoCTUYECKMUX,
neyebHbIX, NpodunakTnyecknx, hapmakoriormiecknx CBOMCTB fIEKapCTBEHHOrO npenapaTa B npouecce ero
NPUMEHEHUS Yy YErioBeKa, XUBOTHOrO, B TOM YMCNe MPOLECCOB BCACbIBaHUA, pacnpeneneHnsi, U3MeHeHus u
BbIBEAEHUS, NyTEM TMPUMEHEHUS Hay4HbIX METOAOB OLEHOK B Uensx MonyYeHus [okasaTenbcTB
Ge3onacHocTn, kavectBa WM 3EEKTUBHOCTU NEKAPCTBEHHOTO MpenapaTa, OaHHbIX O HeXenaTeslbHbIX
peakuusix opraHMamMa YenoBekKa, XXUBOTHOIO Ha NPUMEHEHME NeKapCTBEHHOTO npenaparta 1 06 addekte ero
B3aMMOZENCTBUSA C OPYTMMU NEKAPCTBEHHbLIMW NpenapatamMmu u (nun) NULWEBLIMU MPOAYKTaMU, KOpMaMu;

42) MHOTOLEHTPOBOE KITMHWYECKOE WCCrieoBaHMEe feKapCTBEHHOro npenapara Ans MeavLUHCKOro
NMPUMEHEHMUS - KITMHUYECKOE WCCrefoBaHVe NEeKapCTBEHHOro npenaparta Anst MeauMLUMHCKOro MpUMEHEHUS,
npoBoaumoe pa3paboTyMKOM NEKapCTBEHHOIO npenapata B ABYX M 6ornee MeanUMHCKUX OpraHu3aumsix no
€OMHOMY MPOTOKOIY KIMHUYECKOro UCCNeA0BaHUsA NekapCTBEHHOMO Npenapara;

43) mexagyHapogHOe MHOTOLEHTPOBOE KINMHMYECKOE UCCregoBaHWe NekapCTBEHHOro npenapara ans
MEOVLMHCKOTO MPUMEHEHUS - KITMHUYECKOE MCCNeaoBaHue NekapCTBEHHOMO npenapara Ans MeauuUMHCKOro
NPUMEHEHWS, NPOBOANMOE pa3paboTUMKOM NEKAPCTBEHHOrO npenapaTa B pasnuMyHbIX CTpaHax no eamHoMy
NPOTOKOMY KNMMHUYECKOrO UCCrefoBaHMs NieKapCTBEHHOMO nNpenapara;

44) noCTperucTpauuMoHHOe KIMHUYECKOEe UCCNedoBaHWe feKapCTBEHHOro npenapata Ans
MEOULMHCKOTO NMPUMEHEHUS - KITMHUYECKOe McCneaoBaHue nekapcTBEHHOro npenapara Ans MeauuMHCKOro
NPUMEHEHMWS1, MPOBOOUMOE MPOU3BOAMTENEM FEKApPCTBEHHOIO Npenapara, rpaXgaHckMn obopoT KOTOPOro
OCYLLECTBISIETCA MOCIe roCcygapCTBEHHON peructpauuu, B LEeNaX OOMNONMHUTENBHOrO cbopa OaHHbLIX O €ro
GesonacHoCTM ¥ 3PEKTUBHOCTM, PaCLUMPEHUS MOKA3AHWA K MPUMEHEHMIO OaHHOMO fleKapCTBEHHOIO
npenapaTa, a Takke BbIIBNEHUS HEXeNaTeNbHbIX peakumii NauMeHToB Ha ero 4encTBue;

45) wuccnepoBaHve OMO3KBMBANEHTHOCTM JEKApCTBEHHOTO Mpenapata - BWA  KIMHUYECKOro
nuccrefoBaHns fiekapCTBEHHOrO npenapaTa, NpPOBEAEHWE KOTOPOro OCYLLECTBASIETCS AN onpeneneHus
CKOPOCTM BCacCblBaHWs W BbIBEOEHUS OOHOrO WM  HEeCKONbkMX obnagawowwmx dapMakornormyeckom
aKTUBHOCTbIO AENCTBYHOLLUNX BELLECTB, KONMYECTBa NIEKapCTBEHHOMO npenapaTa, 4OCTUraloLWero CUCTEMHOrO
KPOBOTOKA, M pesyrnbTaTbl KOTOPOro No3BONsAOT cAenaTh BbIBOA O OMO3KBUMBANEHTHOCTM BOCNPON3BEAEHHOMO
NeKapCTBEHHOro npenaparta B onpefefieHHbIX NeKapCTBEHHOW (opMe M O03MPOBKE, COOTBETCTBYHOLLMX
dopme 1 0o3npoBKe pedhepeHTHOro NekapcTBEHHOro nNpenapara;

(n. 45 B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

46) wuccnepoBaHWe TepaneBTUYECKOW 3KBMBANEHTHOCTUM feKapCTBEHHbIX MpenapaTtoB - Bua
KMMHUYECKOrO UCCNEefOBaHNsSI NEKapCTBEHHbIX MpenapaTtoB, NMPoBedeHMe KOTOpPOro OCYLLECTBISIETCA AN
BbISIBIIEHVSI OAMHAKOBbLIX CBOWCTB NEKAPCTBEHHBLIX MpenapaToB onpeaeneHHON NekapcTBEHHOW hopMbl, a
TaKkKe HanmuMuMs OOMHaKOBbIX MokasaTtenen 6esonacHocTM u 3PdEKTUBHOCTU NIEKApCTBEHHbBIX NpenapaTos,
OOMHAKOBbIX KNMMHUYECKNX 3hPEKTOB MPU NX MPUMEHEHUN;

47) nNpOTOKON KIAMHUYECKOro WCCredoBaHus NEeKapCTBEHHOro npenapata - OOKYMEHT, B KOTOPOM
onpegensalTca uenu, OpMbl OpraHu3auMm M MEeTOAONONNs MPOBEOEHMST KIMHWYECKOro WUccrenoBaHus,
cTatuctudeckme metogbl obpaboTkm pes3ynbTaToB TaKOro WUCCNedoBaHWst U Mmepbl Mo obecneyeHuto
6e3onacHOCTM PUINYECKMX NNLL, YHACTBYIOLWNX B KIMMHMYECKOM UCCINEAOBaHNN NEKapCTBEHHOrO npenapara;

48) Gpowtopa uccnenoBaTens - CBOAHOE W3MOXeEHWE pes3yrnbTaToB AOKIMHUYECKOro UCCrefoBaHus
NeKapCTBEHHOro CpeaAcTBa U KIMHUYECKOro UCCrnedoBaHWUsl NekapCcTBEHHOro npenapaTta Ans MeauuuHCKoro
NPUMEHEHMS;

49) MH(MOPMALIMOHHBIA NUCTOK MauueHTa - JOKYMEHT, B KOTOPOM cofepXaTcs B JOCTyrnHon dopme
CBE[EHUs, KacawLliMecs NpOBOAMMOrO KIMHUYECKOro WCCNEeLOBaHWUsl flekapCTBEHHOro npenapata, UM B
nMcbMeHHON ¢opme [0OpPOBOMbLHOE corfmacvMe nauMeHTa Ha ydacTve B KITMHWYECKOM UCCcrefoBaHuv
NEeKapCTBEHHOIO Mpenapata Mnocfie O3HAKOMIIEHUSI C OCOOEHHOCTAMM  KIMHWUYECKOTO MCCredoBaHus,
UMEIOLLUMU 3HAYEHNE A1 BbIPAXEHNS TAKOrO COrnacus;

50) nobo4Hoe gencTBue - peakunsi opraHn3mMa, BO3HUKLIASA B CBA3M C MPUMEHEHUEM FEKapCTBEHHOMO
npenapaTa B 403axX, PeKOMEHAYEeMbIX B MHCTPYKLUN MO €ro NpUMEHEHMI0, A58 NPOMUNakTUK1, AMarHOCTUKK,
neyeHuns 3abonesaHusa unu gns peabunutaumm;

50.1) HexenaTenbHas peakuus - HenpegHaMepeHHasa HebnaronpuaTHas peakuust opraHuama, Kotopas
MOXeT BbITb CBsi3aHa C NPUMEHEHMEM NEKapCTBEHHOrO nNpenapara;

(n. 50.1 BBegeH PeneparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)

51) cepbesHasi HexenaTenbHas peakuusi - HexenaTenbHasg peakuus opraHusma, CBsi3aHHasd C
NpUMeHeHWeM NeKkapCTBEHHOro npenapaTta, npuseaLllas K CMepTu, BPOXAEHHbIM aHOManuMsM UM nopokam
pas3suTusa Nnbo npeacTaensolas codbor yrposy XusHu, Tpebytollas rocnuTanMsauum unu npuseglias K
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CTOVIKOW yTpaTe TPyAoCnoCOOHOCTY U (UMW) MHBaNMOHOCTY;

52) HenpeOBuAeHHas HexenaTtenbHasi peakuus - HexenaTtenbHasi peakuus opraHuama, KoTopas
CBfi3aHa C MNpPMMEHEHMEeM FeKapCTBEHHOrO Mpenaparta B [03aX, PEeKOMeHOYEeMbIX B MPOTOKOMEe ero
KMMHUYECKOro nccregosaHus, bpoLuope ncenegosarens, Unv ¢ NpMMEHEHEM NeKapCTBEHHOIO npenapara
B [03aX, PEKOMEHAYEMbIX B MHCTPYKLUUKU MO €ro MPMMEHEHUIO ANnA NpounakTukm, AUarHOCTUKK, NeveHus
3aboneBaHMs UNu MegUUUHCKOW peabunutaumm naumeHTa, U CYLHOCTb, TSXKECTb UMM UCXOL KOTOPOW He
COOTBETCTBYET MH(bOpMaLMM O NeKapCTBEHHOM Mpenapare, cogepXallencss B NPOTOKONE €ro KMMHUYEeCKoro
nuccnepoBaHus, bpoLutope ncernegoBartens Unm B MHCTPYKUUM NO NPUMEHEHWNIO NEKapCTBEHHOro npenapara;
(n. 52 B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

52.1) dapmakoHag3op - BWUA OEATENLHOCTM MO MOHUTOPUHIY 3dEKTUBHOCTU U GesonacHoCTH
NeKapCcTBEHHbIX MPenapaToB, HanpaBleHHbI Ha BbISIBNIEHNE, OLIEHKY U NPeoTBpaLLeHne HexXenaTernbHbIX
NOCNeACcTBUA NPUMEHEHNS NEKAapCTBEHHbIX NPENapaTos.;

(n. 52.1 BBegeH PeaepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

52.2) nnaH ynpaBneHUs puckamu - MNoApoOHoe onucaHue MeponpuaTuin no dapmMakoHaasopy,
HanpaBIieHHbIX Ha BbISIBNIEHME, OLEHKY W NpedoTBpalleHne UMM MUHUMWU3aLMIO PUCKOB, CBA3AHHBIX C
nekapcTBEHHbIMU NpenapaTamMu, BKITHoYas OLUEeHKY 3pdEKTUBHOCTU AaHHBLIX MEPONPUSTUI;

(n. 52.2 BBegeH PenepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

53) peuenT Ha NekapCTBEHHbIN npenapart - NMMCbMEHHOE Ha3Ha4YeHue NeKapCTBEHHOrO npenapara no
YCTaHOBMNEHHOW (opMe, BbldaHHOE MEAULMHCKAM UMW BeTepUMHapPHbIM PabOTHUKOM, UMEKLWMM Ha 3TO
npaeo, B LIensxX OTNycka NekapCTBEHHOro npenapaTa Unm ero U3roToBneHus U OTnycka;

54) TpeboBaHMe MegULUMHCKOWM opraHn3auum, BeTEPUHAPHON OpraHn3aumm - JOKYMEHT YCTaHOBINEHHOW
hopMbl, KOTOpLIA BbINUCAH MEOULMHCKAM WM BETEPUMHAPHbLIM PabOTHUKOM, MMEKLMM Ha 3TO MNpaBo, U
COLEPXUT B MMCbMEHHON (hOpMe yKasaHue anTeyHon opraHu3aumm ob oTnycke nekapCTBEHHOrO npenapaTta
UM O ero u3rotoBreHnM u ob otnycke ana obecneveHus nevebGHOro npouecca B  MeOMLUHCKON
opraHusaummn, BeTepUHapHOW opraHusaumu;

55) KommnekcHass oOueHKa FeKapCTBEHHOrO npenapata - OUeHKa 3aperncrpyMpoBaHHOrO
nekapcTBEHHOIO npenapaTta, Bkhi4awwas B cebs aHanm3 mHgopmaumm O CpaBHUTENbHOW KITMHUYECKON
a(pPeKTMBHOCTN N GE30MaCHOCTU NEKapCTBEHHOMO npenapara, OLEHKY 3KOHOMWYECKMX MOCMEeACTBUMA ero
NPUMEHEHWUS, U3yYeHNe OOMNOMHUTENbHbLIX NOCNEACTBUA NPUMEHEHUS FIEKApPCTBEHHOrO npenapara B Lensax
NPUHATUSA pPEeLUeHNA O BO3MOXHOCTM BKIIOYEHUSA JIEKAPCTBEHHOrO npenapaTta B MepevYeHb XU3HEHHO
HEOOXOOMMBIX W BaXHEWLINX JeKapCTBEHHbIX MpenapaToB, HOPMAaTMBHbIE MNPaBOBblE€ akTbl U WHbIE
OOKYMEHThI, onpefenstouie nopsaoK OkasaHNa MegULNMHCKOW NMOMOLLIM, NN UCKIKOYEHUS ero 13 yKa3aHHbIX
nepeyHsi, akToB U JOKYMEHTOB.

(n. 55 BBeaeH denepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

Maea 2. NMonHomouusa pegepanbHbIX OPraHOB UCMOJSTHUTENILHOW BlacTU, OpraHoB
MCNOJTHUTENbHOM BnacTu cyobekToB Poccuinckon ®epgepauum npm obpawieHum
NeKapCcTBEeHHbIX CpeacTB

Crtatbss 5. T[MonHomoumsi dbegeparnbHbiX OPraHoB MCMOSIHUTENbHOW BRacT npu  obpalleHnm
neKapCTBEHHbIX CpeAcTB

K nonHomounsam depepanbHbIX OpraHoB MCMNOMHWUTENBHOW BRacTv npu obpalleHun nekapCTBEHHbIX
CpPeacTB OTHOCHATCH:

1) nposegeHue B Poccunckon ®Pegepaunm egvHOM rocygapCTBEHHOW MONUTMKM B obnactu
obecneyveHuns nekapcTBEHHbIMK NpenapaTtamu rpaxaaH B Poccunckon ®egepaumy;
(B pea. PenepansHoOro 3akoHa ot 22.12.2014 N 429-$3)

2) yTtBepxgeHue obwmx apmakonenHblx cTaten, apmakonemHblx —cTaten, usgaHue
rocygapcTBeHHOW hapmakoneun, co3gaHne n BeeHve peectpa hapmakoneriHbix cTaH4apTHbIX 06pasLoB;
(B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) ocyllecTBneHne rocyaapCTBEHHOrO KOHTpons (Haasopa) B cdpepe obpalleHusi nekapCTBEHHbIX
CPeAcCTs.;
(B peq. PepepanbHoro 3akoHa ot 25.06.2012 N 93-93)

4) nMUeH3npoBaHNe NPOV3BOACTBA MeKapCTBEHHbIX CPEACTB M hapMaLeBTUYEeCKON AeATernbHOCTU B
COOTBETCTBUM C 3aKoHoZaTenbCTBOM Poccuiickon deaepaumu;

5) opraHusaums 3KCNepTU3bl NEKapCTBEHHbIX CPeACTB, 3TUYECKOW 3KCMepTU3bl BO3MOXHOCTM
NpOBEAEHNS KIMHNYECKOro MUCCNEeAOoBaHUsA NeKapCTBEHHOro npenapata Ans MeguuMHCKOro MpUMEHEHUS,
3KCMepTM3bl  AOKYMEHTOB, MpeACTaBMneHHbIX Ans  onpedeneHns  BO3MOXHOCTM  paccmaTtpuBaTbhb
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NeKapCcTBEHHbIN Npenapar Anst MeauLUMHCKOro NPUMEHEHUS NMPU FOCY4AapCTBEHHON perncrpauumn B KayecTse
OphaHHOro NieKkapCTBEHHOIO NpenapaTa;
(B pen. PepgepanbHoro 3akoHa o1 22.12.2014 N 429-03)

5.1) opraHusaumsa nNpoBegeHNst KOMIMIEKCHOW OLEHKU JIeKapCTBEHHOro npenapara B Lensx NpUHATUS
PELLUEHNN O BO3MOXHOCTU BKIIOYEHUSA NIEKAPCTBEHHOMO npenapaTa B NnepeyeHb XXM3HEHHO HEOOXOAMMBIX U
Ba)XXHEMLUNX JIEKApCTBEHHbIX MpenapaTtoB, HOPMAaTMBHbIE MNPaBOBble akTbl WM WHbIE  [AOKYMEHTbI,
onpegensitowne nopsaok OkasaHUs MeaMLMHCKOM MOMOLLU MU UCKIIOYEHUSA €ro U3 ykasaHHbIX NepeydHs,
aKTOB M [JOKYMEHTOB;

(n. 5.1 BBegeH PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

6) Bblgava paspelleHUn Ha NpoBedeHUE KITMHUYECKUX UCCRefoBaHWUM fnekapCTBEHHbIX MpenapaTtos,
BeJEHVE peecTpa BbiaHHbIX pa3pelleHni Ha MpPoBeOEHME KITUHUYECKUX WCCReOOBaHWA NEKapCTBEHHbIX
npenapaTos;

7) rocygapcTBeHHasl perncTpaunst ieKapCTBEHHbIX NMPenapaToB, BeAeHWe rocyaapCTBEHHOIo peecTtpa
NeKapCTBEHHbIX CPeACTB;

8) opraHuzaumsa n (unu) NpoBedeHWE MHCMEKTUPOBAHUA CYOBbEKTOB obpalleHUs NeKapCTBEHHbIX
cpeacTB Ha COOTBETCTBME NpaBunam Hagnexaiwlen nabopaTopHOM MNpakTUKW, NpaBunam Hagnexaiien
KNMMHUYECKON NpPaKkTUKW, npaBunaM Hagnexalwen MNpakTUKA XpaHEeHUs U MNepeBO3KM JIeKapCTBEHHbIX
npenapaToB, NpaBuiaMm Hagnexallen OUCTPUOBLIOTOPCKOM NPaKTMKU, NpaBuniaM Hagfiexallen anTteyHon
NpPaKkTUKu;

(n. 8 B pea. PepepansHOro 3akoHa ot 22.12.2014 N 429-93)

8.1) opraHmsauus n (Mnn) NpPoBedEHUE MHCNEKTUPOBAHMS CyObEKTOB OOpalleHWsi NeKapCTBEHHbIX
cpeacTB Ha COOTBETCTBME TpeboBaHUSAM NpaBwui Hagnexalwlen npou3BOACTBEHHOW MNPaKTUKKU, Bblaada
3aKIMOYEHUI O COOTBETCTBMM MPOU3BOAUTENS NIEKAPCTBEHHbBIX CPeacTB TPeOoBaHUAM NpaBuIl Hagnexallen
NPOU3BOACTBEHHON NPaKTUKW;

(n. 8.1 BBegeH PenepanbHbIM 3akoHOM OT 22.12.2014 N 429-$3)

8.2) ycraHoBneHWe mnopsigka BedeHUs W BedeHUEe rOCyAapCTBEHHOrO peecTpa 3akrioyeHun o
COOTBETCTBMM  MPOU3BOAMTENS  NEKApPCTBEHHbIX CPeAcTB  TpeboBaHuAM  npaBun  Hagnexaiweun
NPOU3BOACTBEHHON NPaKTUKW;

(n. 8.2 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-$3)

9) rocygapCTBEeHHas perncrpauusi yCTaHOBIEHHbIX MPOM3BOAUTENSAMU JEKApCTBEHHbIX MpenapaToB
npeaenbHbiX OTMYCKHbIX LUEH Ha XXM3HEHHO HeobxoouMmble M BaXKHEWLIMEe NeKapCTBEHHble npenapatbl U
Be[leHWe rocyJapCTBEHHOINO peecTpa npeaenbHbIX OTMYCKHbIX LieH Npou3BoauTenen Ha fekapCTBEHHble
npenapaTbl, BKIIOYEHHbIE B NEpPeYeHb KU3HEHHO HEOBXOONMBIX U BaXXHENLLUX NEKAapCTBEHHbLIX NPENapaTos.;

9.1) cornacoBaHWe NPOEKTOB PELLEHWIA OPraHOB WCMOMHUTENbHOW BractTu cybobekToB Poccuiickon
denepauum 06 ycTaHOBNEHUN U (MNN) UBMEHEHWNW NPEAESIbHBIX Pa3MepPOB ONTOBbIX HAaA0aBOK U NPeAerbHbIX
pasMepoB PO3HUYHbIX HaAbaBOK K (pakTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBIEHHLIM MPOU3BOAUTENSMM
NEeKapCTBEHHbIX MNpenapaToB, Ha feKapCTBEHHble Npenaparbl, BKMOYEHHbIE B MEPEeYEeHb KU3HEHHO
HeOoOXOAMMbIX U BaXKHEWLUMX NlekapCTBEHHbIX NpenapaTos;

(n. 9.1 BBegeH PegepanbHbimM 3akoHOM oOT 13.07.2015 N 241-93)

10) ycTtaHoBNeHne nopsigka BBO3a IleKapCTBEHHbIX cpeacTB B Poccuiickyto depepaumio 1 BbiBO3a
neKkapcTBEHHbIX cpeacTts n3 Poccuiickon degepauuu;

(n. 10 B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

10.1) Bblgava, ycTaHoBReHWe nopsiaka Bbigaydn U hOpMbl OOKYMEHTA, KOTOPbIA NOATBEPXKOAET, YTO
Npon3BOACTBO JleKapCTBEHHOrO Mpenaparta OCYLUeCTBMEHO B COOTBETCTBUM C TpeboBaHMsIMU npaBun
Haanexawlen nNPOVM3BOACTBEHHOW  MPaKTMKW, W MNOANEXWUT  NpeacTaBneHuio no  TpeboBaHuio
YNOMHOMOYEHHOIO OpraHa CTpaHbl, B KOTOPYHO BBO3UTCH NeKapCTBEHHbIV Npenapar;

(n. 10.1 BBegeH d®eaepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

10.2) Bblgava, ycTaHOBrEHWe nopsigka Bbldauyn M popMbl OOKYMEHTa, COOEep)Kallero CBeOeHust O
CTagusix TEXHONMOrMYeckoro mnpouecca Mnpou3BOACTBA JIEKAPCTBEHHOIO CpeacTBa ANd  MeAMLMHCKOro
NMPUMEHEHMS, OCYLLEECTBIISIEMbIX HA TEPPUTOPUN EBPasninckoro 3KOHOMUYECKOro CO33a;

(n. 10.2 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03, B pen. PenepanbHoro 3akoHa OT
13.07.2015 N 241-93)

11) cosgaHue CoBETOB MO BOMpOCcaM, CBA3aHHbLIM C OOpaLLeHNEM NEeKapCTBEHHbIX CPEACTB;

12) aTTectaums n ceptudmrkaumns cneumnanmcTos;

13) ytpatun cuny ¢ 1 ceHTa6psa 2013 roga. - PeagepanbHbii 3akoH ot 02.07.2013 N 185-93;

14) ocywecTBneHve apmMmakoHaa3opa;

(n. 14 B pen. degepanbHoro 3akoHa ot 22.12.2014 N 429-93)
15) yyactne B MexayHapoaAHOM COTPYAHUYECTBE;
16) nonyyeHve Mo 3anpocam YMofIHOMOYEHHOro doefepanibHoOro opraHa WCMONMHUTENbHOW BNactu OT
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OpraHoB MCMONHWUTENbHOW BriacTn cyobekTtoB Poccuiickon ®egepaunn, a Takke OT cyObekToB obpalleHus
NEeKapCTBEHHbIX CPeAcTB ANs MEeOWUMHCKOro MpMMEHEHMsT MHGOPMauMu no BOMpOCaM YCTaHOBIEHUS U
NMPUMEHEHWS LieH Ha NeKkapCcTBEHHbIe NpenapaTtbl U HaabaBoK K HUM;

17) npyuMmeHeHne Mep OTBETCTBEHHOCTU 3a HapyLleHne 3akoHodaTtenscTBa Poccuickon ®epepaunu;

18) yTBEepxaeHve npaBun Hagnexawen nabopaTopHOW NPaKTMKWU, NpaBui Hagnexallen KINMHUYeCcKon
NpaKkTUKW, NpaBui Hagnexawen NnpoM3BOACTBEHHOW MPAaKTUKK, NPaBUI HagIeXxallen NpakTUKU XpaHeHUs u
NnepeBo3KM JEKApCTBEHHbIX MpenapartoB, NpaBwuin Hagnexawen ANCTPUOBIOTOPCKOW NPaKTUKKW, MpaBun
Hagnexawlen anTeyHouW NpPaKTUMKW, NpaBuN Haanexalwlen npakTukM dapmakoHaasopa NeKkapCTBEHHbIX
npenapaToB A5 MEAMLMHCKOro NPUMEHEHUS;

(n. 18 BBeaeH denepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

19) yctaHoBneHne nopsigka hopM1poBaHnsa perMcTpaLmMoHHOro 4OChe Ha NEKAapPCTBEHHEIN nNpenapat v
TpeboBaHMIN K JOKYMEHTaM B €ro COCTaBe;

(n. 19 BBegeH PegepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

20) yTBepxaeHne npaBui pauuoHanbHOro Bbibopa HaMMeHOBaHUM NEKapCTBEHHbBIX MpenapaToB ANnd
MEeONLIMHCKOrO NPUMEHEHMS;

(n. 20 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

21) yTBEpxaeHve nepeyHs HauMeHOBaHUIN NEKapCTBEHHBIX (hOPM;
(n. 21 BBegeH dPegepanbHbiM 3akOHOM OT 22.12.2014 N 429-93)

22) opmupoBaHMe peecTpa  TUMOBbLIX  WMHCTPYKUMA N0 MEOUUMHCKOMY  MPUMEHEHUIO
B3aMMO3aMeHSIEMbIX JIeKapCTBEHHbIX NpenapaTos;

(n. 22 BBegeH PenepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

23) yTtBepxaeHne TPebOBaHUM K WHCTPYKUUW MO MEOULIMHCKOMY MPUMEHEHMWIO JeKapCTBEHHbIX
npenapaToB U K UHCTPYKLMM NO BETEPUHAPHOMY MPUMEHEHMIO NEKAPCTBEHHLIX NPEnapaTos;
(n. 23 BBegeH PeneparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

24) pocypebHOe 3akpblTMe CaWToB, COAEPXalMX WHGPOPMAUMIO O PO3HUYHOW npodaxe
ONCTaHUMOHHBIM  cnocobom, npegrioxeHve O MpuobpeTeHun [UCTaHLMOHHLIM CMOCcOOOM, [OCTaBke
ONCTaHUMOHHBIM  crnocoboMm u  (unn) nepegade  OU3MYECKOMY NULY  OUCTAHUMOHHBIM — CMOCOOOM
NeKapCcTBEHHbIX NPenapaToB, HAPKOTUYECKMX NEKaPCTBEHHbIX NPENapaToB U MCUXOTPOMHbIX NeKapCTBEHHbIX
npenapaToB, 3a UCKIMOYEHNEM CryvaeB, yCTaHOBMEHHbIX MNMpaBuTtensctBoMm Poccuickon denepaumm.

(n. 24 BBegeH PenepanbHbiM 3akoOHOM OT 22.12.2014 N 429-93)

MpumedaHne.

MonoxeHus ctatbn 5.1 pacnpoCTpaHATCA Ha NOHOMOYMS dhefepanbHbIX OPraHoB UCNOSTHUTESbHOWN
BMacTu, KOTOpble He MnepedaHbl ANs OCYLWECTBNEHUS opraHaMm rocydapCTBEHHOW Bnactu CyObekToB
Poccuiickon ®epgepaumm M opraHam MeCTHOrO CamoOynpaBfeHWsi COOTBETCTBYHOWMMY deaepanbHbIMy
3aKoHamu.

Cratbs 5.1. [Nepenaya ocyLlecTBneHMs NONHOMOYMIN cheaeparnbHbIX OPraHOB UCNONHUTENBHOW BriacTu
npu obpalleHnn neKkapCTBEHHbIX CPEACTB OpraHam WCMONHUTENbHOW Bnactu cybObekToB Poccuinckon
depepaunn

(BBegeHa PepepanbHbiM 3akoHoOM oT 13.07.2015 N 233-93)

MonHomounsa deaepanbHbIX OpPraHOB WCMOMHUTENBHOW BRAAcTU MNpy obpalleHWM neKapCTBEHHbIX
cpeacTts, MNpegycMOTpeHHble  HactoswmMm  PefepanbHbIM - 3aKOHOM, MOTMyT  nepegaBaTbCs AN
OCYLLIECTBIIEHUS OpraHaM UCMOJTHUTENbHOW BnacTn cybbekTtoB Poccuiickonn denepaumm NOCTaHOBEHUSIMUA
MpaButensctBa Poccunickon degepaumm B nopsgke, yctaHoBneHHoM PenepanbHbiM 3akOHOM OT 6 OKTA0pS
1999 roga N 184-®3 "O6 06WwwMx npuHUMNax OpraHu3auMm 3akoHoAaTerbHbIX (MpeacTaBUTENbHBIX) U
NCMONMHUTENbHBIX OPraHOB rocyAapCcTBEHHON BnacTu cybbekToB Poccunckon ®egepauun'.

Cratbs 6. [NonHOMO4YMs OpraHoOB MCMOMHUTENbHOW BriacTu cybbekta Poccunckon depepaumu npu
obpalLeHM NekapCTBEHHbIX CPEACTB

K nonHomounsiMm opraHoB UCMOMHUTENBHOW BriacTu cybbekTa Poccuiickon ®epgepaumm npy obpaileHmm

NeKapCTBEHHbIX CPeACTB OTHOCATCS:
1) pa3paboTka M peanusaumsi pervoHasbHbIX Nporpamm obecrneyeHnst HacerneHusl nekapcTBeHHbIMU
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npenapaTamu;

2) ycTaHOBreHWe MpeferbHbIX pasmMepoB OMTOBbIX HAaAOaBOK M MpefesibHbIX PasMepoB PO3HUYHBLIX
HagbaBoOK K (PAKTUYECKMM OTMYCKHbIM LIeHaM, YCTaHOBMEHHLIM MPOM3BOAUTENSIMU  NIEKAPCTBEHHbLIX
npenapaToB, Ha JIeKApCTBEHHbIE MpenapaTtbl, BKMYEHHbIE B MEPeYeHb XM3HEHHO HEOBXOAUMBIX |
Ba)KHEWLUMX NEKapCTBEHHbLIX NpenapaTos;

3) OcCyllecTBMeHVWEe pPerMoHanbHOro rocygapCTBEHHOrO KOHTPONS 3a MNpPUMMEHEeHWeM LeH Ha
nekapcTBeHHble npenapaTbl, BKMYEHHbIE B MEpPeYeHb >KU3HEHHO HEOOXOAUMbIX W BaXXHEWMLINX
NEKapCTBEHHLIX MpenapaTtoB, OpraHU3auMsiMu  OMTOBOM  TOPrOBMW,  anTeYHbIMM  OpraHM3auusiMu,
NMHAMBUAOYaNbHBIMU NPEANPUHUMATENAMN, UMEIOLLIMMM NMLEH3NIO HA (hapMaLEeBTUYECKYIO AeATENbHOCTD.

(B peq. PenepanbHoro 3akoHa ot 25.06.2012 N 93-03)

MnaBa 3. NocyaapcTBeHHas ¢phapmakones

CraTbs 7. PaspaboTka 1 nagaHue rocyqapcTBeHHol papMakonen, pa3MeLleHne AaHHbIX O Hel

1. Topg rocygapCTBEHHON dapmakorneen noHMMaeTcsl cBog obWwmMx chapMakonemHbix craten wu
drapMakonemnHbIx cTaTen.

2. PaspaboTtka o0OwWwux dapmakonerHbix cTatem u ¢apmakonemHbix CcTaten, B TOM 4ucre
dapmakonemnHblx cTaTten Ha hapMakonenHble cTaHgapTHble obpasubl, U BKIOYEHWE X B rOCYAapCTBEHHYIO
dapmakonerd OCyLLEeCTBATCA B MNOpsSAKe, YCTAHOBIEHHOM YMOMHOMOYEHHbIM defeparnbHbiM OpraHom
WCNONHUTENBHONM BRacTu.

(B pea. PenepansHoro 3akoHa ot 22.12.2014 N 429-93)

3. PaspaboTka chapMakonenHom ctatbi Ha pedepeHTHLIN NIeKapCTBEHHbIN Npenapar 1 BKIoYeHWE ee
B rOCy#apCTBeHHyl apmakonel B TeyeHue Ccpoka [OevCTBUS 3alluMTbl  UCKMYUTENBLHOrO npaea,
YAOCTOBEPEHHOIO NaTEHTOM Ha pedepeHTHLIN NekapCTBEHHbIN nNpenapar, OCYLLECTBASOTCA C cornacus ero
pa3paboTumka.

(B pen. ®PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4. TocypapctBeHHass (papmakones um3gaetcs  YNONHOMOYEHHbIM  dpegepanbHbIM - OpraHom
WCMONMHUTENBHOW BNacTu 3a cYeT cpefcTB chegepanbHOro Grooxeta U NOONeX T NepensgaHnsM He pexe
YeM OAWH pa3 B MATb NeT, B Nepuod Mexay KOTOPbIMW W3OalTCs MNPUIOXEHUS K rocyaapCTBEHHOM
dapmakonee, cogepxawme obwme apmakonenHole cTatb W (MNK) apmakonemHble CTaTbw,
YTBEPXXAEHHbIE NOCMe N3aaHus Unu nepensaaHns rocygapcTBeHHon dhapmakoneu.

5. YnonHomoueHHbI beaepanbHbid  OpraH WCMOMHUTENBbHOW BNAcTyM pasMellaeT AaHHble O
rocygapcTBeHHon bapMakonee 1 NpUroXeHusx K Helm Ha cBoeM odmumanbHOM cante B ceTn "UHTepHeT" B
YCTaHOBNEHHOM 1M MopsifKe.

agBa 4. Focyp,apCTBeHHblﬁ KOHTPOIb NpU 06pau4e|-|v|v| NeKapCTBeHHbLIX cpeaAcTB

Crtatbs 8. JlMueHsupoBaHMe NPOU3BOACTBA JIEKAPCTBEHHbLIX CPEACTB M hapMaLeBTUYecKon
AesiTenbHOCTU

1. JIMueH3anpoBaHMe NPOM3BOACTBA JIEKAPCTBEHHbLIX CPEACTB M dhapMaueBTUYECKOW AeSTENbHOCTU
OCYLLIECTBIISIETCS B COOTBETCTBMM C 3aKkoHoAaTenbCcTBOM Poccuiickon degepauuu.

2. Obsi3aTenbHbIM YCrOBUMEM MPEeaoCTaBMEHUS NMLEH3UN Ha NPOM3BOACTBO JIEKAPCTBEHHbLIX CPeaCTB
ABMNAETCA NPUITOXKEHME K 3asBNEHMIO ConcKaTens NUUEH3NN nepeyvHs nekapcTBeHHbIX opM 1 (unu) BUOoB
dapmMaLeBTUYECKNX CYOCTaHLMIA, KOTOPbIE MPOM3BOAUTESb NIEKAPCTBEHHBIX CPEACTB HAMEPEH NPOUN3BOANUTb.

3. B cnyyae HeobGXoAMMOCTU paclUMpeHust NPOM3BOACTBA EKapCTBEHHbIX CPEACTB 3a CYET HOBbIX
neKkapCTBEHHbIX hOpM M BMAOB hapMaLeBTUYECKUX CYBCTaHUMA NPOn3BOAUTENb NEKAapCTBEHHbIX CPeacTs
OOIKEH MOMYyYNTb HOBYIO NULEH3MIO HA NPON3BOACTBO NEKapCTBEHHbIX CPEACTB.

Cratbsl 9. l'ocynapCTBEHHbIV KOHTPOIb (Haa3op) B cdepe obpalleHns NekapCTBEHHbLIX CPeacTB

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

1. NocyoapCTBEHHbIN KOHTPONb (Haa3op) B cdepe obpalleHus NieKapCTBEHHbIX CPEACTB BKITHOYAET B
cebs:

1) NWUEH3NOHHLIV KOHTPONb B cdepe NpPoM3BOACTBA feEKapCTBEHHbIX CpeacTtB U B cdepe
dapmaLeBTU4ECKON AeaTenbHOCTY;
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2) efepanbHbI rocygapCTBEHHbIM HAa30p B cchepe obpalleHnst TeKapCTBEHHbIX CPEACTB;
3) BbIDOPOYHBIN KOHTPOMb Ka4yecTBa NIEKapCTBEHHbIX CPEACTB.
(n. 3 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

2. JIMUEeH3MOHHbLIM KOHTPOSNIb B cdepe NpOU3BOACTBA flEKapCTBEHHbLIX CpeacTtB UM B cdepe
dapmMaLeBTUYECKON  OEATENbHOCTU  OCYLLECTBASIETCA  YNMOSIHOMOYEHHbIMW  dbedeparnbHbiM  OpraHoM
WCNONHUTENBHOM BNAacTM M oOpraHamuM WCNOSMHUTENbHOW Bnactnm cybbekToB Poccunckon depepaumm
COrnacHo MX KOMMNeTeHUMn B nopsigke, yctaHosreHHoM dPefepanbHbiM 3akoHOM OT 26 aekabps 2008 roga N
294-®3 "O 3awuTe npas OPUONYECKUX NUL, U UHAMBUAYAlNbLHbLIX NpeanpuHUMaTenen Npyu ocyLLeCcTBNEHUN
roCydapCTBEHHONO KOHTpONns (Hags3opa) WM MyHUMUMNANbHOMO KOHTpons", € Yy4eToM ocobeHHOCTeln
opraHuMsauuu 1 NpoBedeHUst NPOBEPOK, YCTaHOBMNEHHbIX PeaepanbHbIM 3akoHOM oT 4 Mas 2011 roga N 99-
3 "O nuueHsnpoBaHnn OTAENbHbLIX BUAOB AeATENbHOCTA".

3. ®epepanbHbil  TOCYOAPCTBEHHbLIM Hag3op B cdepe obpalleHuss nekapCTBEHHbIX CpPencTB
OCYLLECTBIISIETCSA YNONTHOMOYEHHbIMY dheaepanbHbIMU OpraHamn UCMOSHUTENBHOW BNAacTu (fanee - opraHbl
rocydapCTBEHHOIO Haf3opa) COMMacHO WX KOMMETEHUMM B MOpsiAKe, YCTaHOBIEHHOM [lpaBuTensCcTBOM
Poccunckon ®egepaumn.

4. depepanbHbIN rocyaapCTBEHHbIM Haa30p B cdepe obpalleHns nekapCcTBEHHbLIX CPEACTB BKITHOYAET
B cebsi:

1) opraHmsauMio M npoBedeHne MNpPOBEpPOK cobnogeHus cybbekTamu obpalleHust NeKapCTBEHHbIX
CPEACTB YCTAHOBMEHHbIX HacTosawmuM degeparnbHbiM 3aKOHOM U MPUHATBIMU B COOTBETCTBMM C HUM MHbIMU
HOpMaTMBHbIMW  NpaBoBbiMM  akTamn  Poccuinckon  ®depepaumm  TpeboBaHUA K AOKMIMHUYECKUM
nccneaoBaHWsIM NEeKapCTBEHHbIX CPEACTB, KMUHWUYECKMM WCCRefoBaHWsIM NeKapCTBEHHbIX MnpenapaTos,
XpaHeHuo, nepesoske, BBO3Y B Poccuiickyto denepaunto, OTNycKy, peanmsaLmm nekapCTBeHHbIX CPeacTs,
NPUMEHEHMWIO NEKAPCTBEHHbIX MPENapaToB, YHUYTOXEHUIO NIEKAapCTBEHHbBIX CPEACTB, a Takke cobnogeHust
YMOSIHOMOYEHHBIMW OpraHamMu WCMOMHUTENBHOM Bnactu cybbekToB Poccuickon Pepepauumn MeToamku
YCTaHOBIIEHMS NPeAeNibHbIX Pa3MepoB ONTOBbIX HaA0aBOK M NpedenbHbIX Pa3MepoB PO3HUYHBIX HaA0aBOK K
haKTU4eCKMM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM MPOW3BOAMTENSMU JEKAPCTBEHHbBIX MNpenapaTtoB, Ha
nekapcTBeHHble MpenapaTbl, BKMYEHHbIE B MEPEYEHb JKU3HEHHO HEODXOAUMbBIX U BaXKHEWLINX
NeKapCTBEHHbIX NpenapartoB (ganee - oba3aTtensHble TpeboBaHus);

2) opraHu3auuio U nNpoBefeHNe MPOBEPOK COOTBETCTBUS NEKAPCTBEHHbIX CPEACTB, HaxXOOSLMXCS B
rpaxgaHckom obopoTe, YCTaHOBMEHHbIM TPEBOBaHUAM K X Ka4eCcTBY;

3) opraHusaumio 1 nposeaeHne dhapmakoHaasopa;

4) npumeHeHWe B nopsake, YCTaHOBMNEHHOM 3akoHogaTenbcTBOM Poccunckon depepauun, mep no
NpeceYeHnto BbISIBNEHHbIX HAPYLUEHUI 06sa3aTenbHbIX TPeOoBaHUA U (MnK) YCTPaHEHWNIO NOCNEACTBUA TaKMX
HapyLUeHU, B TOM 4MCrE MNPUHATME PELLEHNS O HaxXOXOEHWM IeKapCTBEHHbIX CPEACTB B OOpalleHuu,
Bblgayy npeanucannii 00 ycTpaHeHUM BbISIBNIEHHBIX HapyLLUeHUn obs3aTenbHbiX TpeboBaHWiA 1 NpuBneYeHne
K OTBETCTBEHHOCTM 1L, COBEPLUMBLUNX TaKUe HAPYLLEHWSI.

(4acTb 4 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

5. ®epepanbHbil FTOCYOApCTBEHHbLIN Hag3op B cdepe obpalleHus nekapCTBEHHbIX CpPeacTB
OCYLLECTBIISIETCS B Nopsaake, ycTtaHoBneHHom PeneparnbHbiM 3akoHOM OT 26 gekabps 2008 roga N 294-93
"O 3zawwuTe MnpaB OPUAMYECKMX IUL W MHAMBUOYaANbHbIX MpeanpuHMMaTenen npu OCyLecTBIeHUn
rocydapCTBEHHOro KOHTpomns (Hag3opa) WM MyHMUMNANbHOrO KOHTpons", C Yy4YeToM OCOBeHHOCTewN,
YCTaHOBIEHHbIX HacTosien ctaTeen. lNpegBapuTenbHOE cornacoBaHWe C opraHamy NMpoKypaTypbl CPOKOB
npoBedeHNs BHEMMAHOBOW MPOBEPKUM CYOBLEKTOB OOpalleHnsa feKkapCTBEHHbIX CPEeACTB, a Takke
npeaBaputenbHOe yBeOOMMEHME HPUAUYECKUX nul, WHAMBUMAYaNbHbIX MNpeanpuHUMaTenen o Havane
npoBeaeHnst aTon NpoBepkn He TpebyeTca. OpraHbl NPOKypaTypbl U3BELLAIOTCA O NPOBEAEHUM BHEMNNAHOBON
NPOBEPKN CYOBLEKTOB OOpalLeHNsi NeKapCTBEHHbLIX CPEACTB NMOCPEACTBOM HaMpaBfieHWs COOTBETCTBYHOLLMX
OOKYMEHTOB B Te4yeHue Tpex paboymx OHEeN C MOMEHTA OKOHYaHWS NPOBEAEHUS yKa3aHHOW BHEMSIaHOBOW
NPOBEPKMW.

(4actb 5 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6. [JO/MKHOCTHbIE §MUA oOpraHa rocygapCTBEHHOTO Hag3opa B MOpsSAKe,  YCTAHOBIEHHOM
3aKkoHogartenbcTBoM Poccuiickon Pegepaunm, MMeT NpaBso:

1) monyyaTb Ha OCHOBaHMM MOTUBMPOBAHHLIX MUCbMEHHLIX 3aNpPOCOB OT CybbekToB obpalleHus
nekapcTBEHHbIX CPeACTB, OpraHOB UCMOMNHUTENbHOW BnacTu cybbektoB Poccunckon ®egepaunm n opraHoB
MECTHOro camoynpaBneHus JOKYMEHTbI U MHAOpMaLMio MO Bonpocam obpalleHns nekapCTBEHHbIX CPeACTB;

2) ©GecnpenATCTBEHHO MO MNpeabsBAeHUN CryxebHOro YAOCTOBEPEHUA U KOMuM  Mpukasa
(pacnopspkeHus) opraHa rocygapCTBEHHOrO Haz3opa O Ha3HayYeHuM NPoBEpKU MocellaTb UCMOoNb3yeMble
IOPUAMYECKUMU NULLAMW, UHAMBUAOYaANbHBIMW NPeanpUHUMAaTENSIMK, ABMSOWNUMUCS CyObekTaMu obpaLlleHust
neKapCTBEHHbIX CPeacTB, MpU OCYLLECTBNEHUN CBOEN OEATENbHOCTU TEeppUTOPUN, 34aHUS, NMOMELLEHUS U
COOPYXXEHMS B LIeNsiX NPOBEAEHUSA MEPOMNPUATHIA MO KOHTPOJIIO;
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3) npoBoaMTb OTOOp 06pasLOB JEKAPCTBEHHbIX CPeAcTB, MpedHa3HayYeHHbIX ANs peanu3auuin u
peanu3yembix cybbekTammu obpalleHnss NekapCTBEHHbIX CPEACTB, ANsl NPOBEPKU MX KavyecTBa, NPOBEAEHNS
nuccregoBaHvi, UCMbITAHMA B COOTBETCTBMM € MNpaBunamm  otbopa 06pasuoB, YCTAHOBMEHHBIMU
YMONTHOMOYEHHbBIM dhedeparnbHbIM OpraHoOM UCNOMHUTENBHOW BRacTy;

4) BblgaBaTb cybbekTam obpalleHUs nekapCTBEHHbIX CPeacTB MpeanucaHnsa O MpekpalleHun
HapyweHun obsasaTenbHbIXx TpeboBaHMn M 06 yCTpaHEeHMU BbISIBNEHHbIX HapyleHun obssaTenbHbiX
TpeboBaHui;

5) HanpaensATb B YNONHOMOYEHHbIE OpraHbl MaTepuarnbl, CBs3aHHblE C HapyLUEHUSIMU 00si3aTenNbHbIX
TpeboBaHUIN, ANS peLleHnst BONPOCOB O BO3BY)XAEHUN YrONMOBHbIX AN NO NpU3Hakam nNpecTynneHun.

7. BblOOPOYHLIN KOHTPOSb KayecTBa JfleKapCTBEHHbIX CPEeACTB OCYLUECTBMSAETCA YNONTHOMOYEHHbIM
dheaepanbHbIM OpraHoM UCMOMHUTENBHOW BriacT B YCTAHOBIIEHHOM MM MOPSIAKE W BKMOYaeT B cebsi:

1) obpaboTky cBemeHwui, B obsizaTeNbHOM MOPSAKE NpPefoCTaBnsieMblX CyObekTamy obpalleHus
NEKapCTBEHHbIX CPEACTB, O Cepusax, MapTUAX NEeKapCTBEHHbIX CPEACTB, MOCTYMNalWMX B FPaKgaHCKUN
obopoT B Poccuiickonn Pegepauuu;

2) oTbop 0b6pa3sLoB NeKapCTBEHHbIX CPEACTB y CyObeKkToB obpalleHUs NekapCTBEHHbIX CPeacTB B
Luensx npoBedEeHUs WCMbITaHUA Ha WX COOTBETCTBME TpeboBaHWAM HOPMAaTMBHOW OOKYMEHTauuu Wnim
HOpPMaTMBHbIX AOKYMEHTOB;

3) npuHATME NO pe3ynbTaTam MNPOBEAEHHbIX WUCMbITAHUIN pELLUEHNA O AanbHEWLeM rpaxgaHCKOM
0060opoTe COOTBETCTBYHOLLIENO NIEKAPCTBEHHOIO CPEACTBa;

4) nNpuHATME YNONHOMOYEHHLIM edepanbHbiM OpPraHOM WCMOMHUTENBHOW BRAcTU peLleHust o
nepeBofe fnekapCTBEHHOro CpeacTBa Ha MOCEPUMHBIN BbIGOPOYHbLIA KOHTPOMb KayecTBa eKapCTBEHHbIX
CPeaCcTB B Cryvyae [MOBTOPHOrO BbISBIIEHUS HECOOTBETCTBUS KayecTBa fEeKapCTBEHHOro CpeacTsa
YCTaAHOBIEHHbIM TpeboBaHUsIM U (MpU HEOOXOAMMOCTM) O NPOBepKe CyObekTa ObpalleHNsi NTeKapCTBEHHbIX
cpeacTtB. Pacxogpl, cBsi3aHHble C MNpPOBEOEHWEM MOCEPUIAHOIO BbIOOPOYHOrO KOHTPONA KadecTBa
NeKapCTBEHHbIX CPeACTB, ONayMBaloTCA NPOM3BOOUTENEM JIEKApCTBEHHOrO cpefcTtBa nubo AepxaTenem
nnv BnagenbLemM perncTpauuoHHOro yaoCTOBEPEHUS NEeKapCTBEHHOO nNpenapara.

(vacTtb 7 BBegeHa PepeparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

MnaBa 5. PaspaboTka, JOKNTMHUYECKMe UccriefoBaHNA NieKapCTBEeHHbIX CPeacTB, a
TaKxe KNMHUYecKue UccriefoBaHus NnekapcTBeHHbIX NpenapaToB Oons
BeTepPMHAPHOro NpUMeHeHUst

Cratbs 10. Pa3paboTka nekapCTBEHHbIX CPeacTB

1. PaspaboTka nekapCTBEHHbLIX CPEACTB BKIOYAET B ce0S MOMCK HOBbIX hapMaKOonormMyeckn akTMBHbIX
BeLLeCTB, NocneayoLLlee n3ydyeHne nx nekapCTBEHHbIX CBOWCTB, AOKMMHUYECKNE NCCnefoBaHus, pa3paboTky
TEXHOMorni npomussoacTBa apmaueBTUYeCKkUX CcybcTaHuui, pa3paboTky COCTaBOB U TEXHOMOMMM
NPON3BOACTBA NIeKapCTBEHHLIX NpenapaTtos.

2. dnHaHcoBoe obecneyeHne pa3paboTky NekapCTBEHHbIX CPEACTB OCYLLECTBMNAETCS 3a CHET:

1) cpeacTtB chenepanbHoro bompkeTa;

2) cpepncTB pa3paboTYMKOB NEKAaPCTBEHHBIX CPEACTB;

3) cpencTB nponsBoauTeneit NekapCTBEHHbIX CPeACTB NPU BbIMONTHEHUN Hay4YHO-UCCHEeAOBaTENbCKUX
paboT no goroBopy Mexay pa3paboTyMKOM fEeKapCTBEHHbLIX CPeaCTB M MPOM3BOAMTENIEM JIEKAPCTBEHHbIX
CPEeACTB;

4) MHbIX He 3anpeLLEeHHbIX 3akoHoaaTenbcTBOM Poccuickon ®egepaumm NCTOUHMKOB.

3. MNpaea pa3paboTymka nekapcTBEHHOIO CPeACTBA OXPaAHAKTCA rPaXXAaHCKMM 3aKOHOAATENbCTBOM.

Cratba 11. [JoknunHn4yeckoe wuccnenoBaHue NekapCTBeHHOro cpeancrtea Anda MeagnunHCKoro
npuMeHeHnsa

1. [oknuHu4eckoe wccrnefoBaHUe NEeKapCTBEHHOro cpeAacTBa Ans MeAULMHCKOrO NpUMEHEHUSs
npoBoAWTCSt MyTEM MPUMEHEHUS Hay4YHbIX METOLAOB OLEHOK B LENsX MofydYeHUsl [oKasaTenbcTB
6e3onacHocTH, kavecTBa U 3pHEKTUBHOCTM NEKAPCTBEHHOTO CPEACTBA.

2. [oknuHuuyeckoe uWccnegoBaHWe IeKkapCTBEHHOIO CPeACTBa AN MeOWLMHCKOTO MNPUMEHEHUS
NMpoOBOOWTCS B COOTBETCTBUM C MNpaBuiaMu Hagnexawen nabopaTopHOW NpakTWKW, YTBEPXOEHHbLIMM
YNONHOMOYeHHbIM cheepanbHbIM OPraHoM UCMOMNHUTENBHON BNacTw.

(B pea. PenepansHoro 3akoHa ot 22.12.2014 N 429-$3)
3. [lna opraHusaumy v NpoBeAeHWs OOKMMHUYECKOro MCCreaoBaHNs NeKapCTBEHHOro cpeacTsa Ans
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MEAMUMHCKOTO  MPUMEHEHUS  pa3paboTuMKM  NIEKAPCTBEHHBLIX CPEACTB  MOryT MpMBMEKaTb  Hay4HO-
nuccnegoBaTternbCkMe opraHusauun, obpasoBaTenbHble OpraHvM3auMu BbiCLIEro 06pa3oBaHusi, MMmetome
HeobxoaMMY0 MaTepuanbHO-TEXHUYECKYI0 6a3y 1 KBaNMMUUMPOBaHHBLIX CNELMANUCTOB B COOTBETCTBYIOLLEN
obnactn nccnegosaHus.

(B peqn. PepepanbHoro 3akoHa ot 02.07.2013 N 185-03)

4. [oknuHM4yeckoe wuccredoBaHWe JekapCTBEHHOro cpeacTBa Anst MEeAMLMHCKOro MNpUMEHeHUs
NPOBOAUTCH MO yTBEPXAEHHOMY pa3paboTynMkoM feKapCTBEHHOrO cpeacTBa MniaHy ¢ BedeHUeM NpoToKona
3TOr0 MCCMNEeAoBaHUS N COCTaBMNEHMEM OTYETA, B KOTOPOM COAepKaTcs pesyrbTaTbl 3TOro MccrnenoBaHus U
3aKrnyeHne 0 BO3MOXHOCTU MPOBEAEHUS KITMHUYECKOrO UCCRenoBaHWsi NekapCTBEHHOrO npenaparta Ans
MEeONLIMHCKOrO NPUMEHEHMSI.

5. MpoBeneHne NpoBepok cobntofgeHus nNpaBun Hagnexaile nabopaTtopHOM NPaKTUKM U NPaBOBbIX
HOPM MCMOSIb30BaHMS XXMBOTHBIX NPY NPOBEAEHUM OOKIUHUYECKUX UCCREeaoBaHUIA NEKAPCTBEHHbIX CPeacTB
AN MEOVUMHCKOrO  MPUMEHEHMST  OCYLLECTBNSIETCH  YMOJNIHOMOYEHHbIM  dhegepanbHbiM — OpraHoMm
NCMONHUTENBHON BRacTy.

(B pen. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. PesynbtaTbl [OOKIMMHUYECKOTO WCCMEeoBaHUS JIEKAPCTBEHHOTO CPeAcTBa AN  MeaWLMHCKOro
nNpMMeHeHus MoryT 6biTb NpeAcTaBneHbl B YNOTHOMOYEHHbIN ddeaepanbHbii OpraH UCMOMNHUTENBLHOW BNacTu
B YCTAHOBIIEHHOM MOpPsiAKE B LIENSX rocygapCTBEHHOM permctpauumn nekapCTBEHHOro npenapara.

Ctatbsa 12. [JoknMHn4yeckoe mnccrnengoBaHmne NeKapCTBEHHOro cpeactea U KrnnHM4Yeckoe nccrieqosaHune
NeKapCTBEeHHOro npenaparta anda BeTepnHapHOro npuMeHeHunaA

1. JoKnuHuYeckoe WccriefoBaHMe IeKapCTBEHHOrO CpeacTBa [Ofi BETepUMHApHOro MPUYMEHEHUS
npoBoauTCs MyTeEM MPWMEHEHUS Hay4yHbIX METOAOB OLEHOK B LENsSX MofyyYeHust [oKasaTenbCTB
Ge3onacHocTH, kayecTBa U apeKTUBHOCTY NEKapCTBEHHOIO CpeAcTBa, B TOM YuMcrie OnpedernieHnst cpoka
€ro BbIBEAEHUS M3 OpraHM3Ma >XMBOTHOMO, B LeNsXx obecneyeHuss 6e30MacHOCTV MpOAYKUMM KMBOTHOTO
MPOVCXOXAEHNS MOCre NPUMEHEHUS] COOTBETCTBYIOLLIETO JIEKapCTBEHHOMO NpenapaTa.

2. [oknvHM4eckoe WuccredoBaHWEe JIeKapCTBEHHOIO CPeACTBa WM KIMHUYECKoe MWCCreaoBaHue
neKkapcTBEHHOro npenapata Afs BeTepUMHapPHOro MPUMEHEeHUs, uccriefoBaHne GUO3KBMBANIEHTHOCTU
yKa3aHHOTO JleKapCTBEHHOro npenapaTta MpPOBOASTCA B COOTBETCTBUM C NpaBunamMu, yTBepXOeHHbIMU
YNONMHOMOYEHHbIM theiepanbHbIM OPraHoOM UCMOMHUTENBHOW BNacTu.

3. [oknuHnyeckoe WUccrefoBaHWE NEKapCTBEHHOrO CpeacTBa U KMMHUYECKOE WccriedoBaHue
nekapcTBeHHOro npenapata [Ans  BETEPUHAPHOrO MPUMEHEHWS MPOBOASATCA MO YTBEPXKAEHHOMY
pa3paboTuMKOM reKkapcTBEHHOrO cpeacTBa MriaHy C BedeHWEM TMpPOTOKOMOB STWUX WCCNEenoBaHUA U
COCTaBEHNEM OTYETOB, B KOTOPbIX COAEPXXaTcs pe3ynbTaTbl 3TUX UCCHeAoBaHWNA.

4. Ons opraHvMsauuM M NpoBedeHWUs OOKIMHMYECKOrO MccredoBaHWs NEeKapCTBEHHOro cpeacTsa U
KMMHUYECKOTO MCCIeAoBaHNs NeKapCTBEHHOro npenaparta Ans BeTepUHaAPHOro NMpUMEHEHNs paspaboTunk
1IeKapCTBEHHOrO CpeAcTBa MOXET MpMBMEKaTb OpraHu3auuu, uMelolme HeobXoauMmylo MaTepuarbHO-
TeXHMYeckyto 6a3y u KBanMULMpPOBaHHbIX CNELManMcToB B COOTBETCTBYHOLEN 06acTy uccrneaoBaHus.

5. KnuHuyeckne wuccrnedoBaHUs FEKAPCTBEHHbIX MpernapaToB AN BETePUHAPHOrO MPUMEHEHUS
NPOBOAATCA B BeTEPUHApHbIX OpraHU3auMax W B OpraHu3auusix, OCYLLECTBMSIOWMX pa3BedeHue,
BblpalLyBaHME U COAEPXaHNe XMBOTHbIX, B LENsX:

1) ycTaHOBMNEeHUs NepPeHOCUMOCTM NeKapCTBEHHbIX NPenapaTos 340POBbIMU XXUBOTHBLIMU;

2) nopgbopa onTUMarbHbIX 4O3MPOBOK NEKAPCTBEHHBIX NPenapaToB U Kypca NevyeHUs Ha KOHKPETHO
rpynmne XXUBOTHBIX C onpefeneHHbIM 3aboneBaHneM;

3) ycrtaHoBneHus Ge3onacHOCTV M 3hheKTUBHOCTM NEKapPCTBEHHOrO Npenaparta, NpefHa3HauYeHHoro
ANA NeYeHns onpegeneHHbiX 3aGoneBaHUi KMBOTHBIX, UM 3OEKTUBHOCTM NeKapCTBEHHOro npenapaTa
AN NpocunakTukn 3aboneBaHunii 300POBbIX XKUBOTHbIX;

4) un3y4YeHUs BO3MOXHOCTEM paclUMPEHUst ToKasaHWW K MNPUMEHEHUID 3aperncTpUpPOBaHHOIO
rieKapCTBEHHOIO NpenapaTta U BbISIBIIEHUSI paHee HEM3BECTHbIX MOGOYHbLIX AENCTBUIMA.

6. KnuHuueckoe wuccriegoBaHUe fEeKapCTBEHHOro npenapaTta Afi BETepUMHapHOro MpUMeHeHus!
OCYLLECTBIISIETCH 3a CYET CPeACTB pa3paboTynka NekapCTBEHHOro cpeacTBa.

7. OT4yeTbl 0 pesynbTaTax AOKMUHUYECKOro NCCreaoBaHUA NeKapCTBEHHOMO CPeacTBa U KMMHUYECKOro
NCCrefoBaHUs  NEKapCTBEHHOro  npenapaTta A4S BETEPUHApPHOrO  MPUMEHEHMS  COCTaBnsATCA
pa3paboTYMKOM NEKaPCTBEHHOTO CPeACTBa C YY4ETOM 3aKMoYeHU opraHusauui, NPUHUMaBLLUX yYacTue B
opraHv3aumu 1 NpoBeAeHUN 3TUX UCCNenoBaHWN.

8. KoHTporb 3a npoBefeHMeM JOKMMHUYECKUX UCCMENOBaHMWI NEKaPCTBEHHbIX CPEeACTB U KMUHUYECKUX
NCCNeaoBaHUi  NEKapCTBEHHbIX MpenapatoB  [Ans  BETEPMHAPHOrO  MPUMEHEHUst  OCYLLECTBRSIETCS
YNONTHOMOYEHHbIM thefiepanbHbIM OpraHoOM UCMONHUTENBHOW BNacTu.
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MaBa 6. OcyuiecTBneHne rocyaapCcTBEHHON perncTpauunm nekapcTBeHHbIX
npenapaTtoB

CraTtbsl 13. locyaapcTBeHHasi perncrpauus nekapCcTBeHHbIX NpenapaTos
(B peq. ®PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B Poccuinckon ®egepaumum gonyckaoTcs NPpon3BoACcTBO, U3rOTOBIEHNE, XpaHeHue, NepeBo3ka, BBO3
B Poccuinckyio depepauuio, BbiBo3 13 Poccuiickon depepalmm, peknama, oTnyck, peannsauus, nepegava,
NpUMEHeHWe, YHUUYTOXEHME NeKapCTBEHHbLIX NpenapaToB, eCriu OHU 3aperucTpupoBaHbl COOTBETCTBYOLLMM
YNOMHOMOYEHHbLIM heaeparnbHbIM OPraHOM UCMOMHUTENBHOW BNACTW.

(vyactb 1 B pen. PepepanbHoro 3akoHa ot 13.07.2015 N 241-03)

2. locygapcTBEHHOW perncTpauumn nognexar:

1) Bce mnekapCTBeHHble MpenapaTbl, BNepBble noanexawme BBody B obpalieHne B Poccuiickon
depnepauuy;

2) nekapCTBeHHble npenapatbl, 3aperucTpupoBaHHble paHee, HO MpOuM3BEAEeHHble B ApYrux
NneKapCTBEHHbIX hopmMax B COOTBETCTBMM C NepeyHeM HauMMEHOBaHWW feKapCTBEHHbIX ¢opM, B HOBOW
003MpPOBKe Mpu JoKa3aTeNnbCTBe ee KNMMHUYECKON 3HaUYNMMOCTU U 3PP EKTUBHOCTY;

3) HoBble KOMOUHALMN 3apErMCTPMPOBAHHBLIX PaHEE NEKAapPCTBEHHbLIX NPenapaTos.

3. TocygapcTBeHHasa perncrpaums nekapcTBeHHbIX MnpenapaToB OCYLWECTBRSEeTCcs MNo pesynbtatam
3KCNepTU3bl fekapCTBEHHbIX CPeACTB, a rocygapCcTBeHHas perucrTpaumsi opgaHHbIX JeKapCTBEHHbIX
npenapaToB OCYLIECTBNSETCA MO pesynbTataM 3KCNepTu3bl [OOKYMEHTOB, MpPeAcTaBneHHbIX Ans
onpegeneHvss BO3MOXHOCTM paccMmaTpuBaTtb NeKapCTBEHHbIM npenapaTt AN MeAULMHCKOro MpUMEHEeHUs
npy OCyLLEeCTBNEHUN roCyOapCTBEHHON perucTpaumm B Ka4ectTse opdaHHOro nekapcTBeHHOro npenapara, v
no pesyrnbTaTtam SKCNepPTU3bl NEKapPCTBEHHbLIX CPEACTB.

4. locypapcTBeHHas perncTpaums nekapCTBEHHOro npenapara OCyLLEeCTBNAETCS COOTBETCTBYHOLLMM
YNOMHOMOYEHHbIM  (heaepanbHbIM  OpraHOM WCMOMHUTENBHOW BRAacTM B CPOK, HE MPEBbILWAKLWUA CcTa
wectnaecatn paboumx OHen €O AHA MNPUHATUA COOTBETCTBYIOLLErO 3asiBNeHUs O rocygapCTBEHHON
perncTpaumm rnekapCcTBeHHOro npenapaTta. B ykasaHHbI CPOK BKNoYaeTcd Bpemsi, Heobxogumoe Ans
NMOBTOPHOIO NPOBeAEHNsI IKCNEePTU3bl NeKapCTBEHHOro CpeacTBa B COOTBETCTBUMN CO CTaTben 25 HaCTosLEro
depnepanbHoro 3akoHa. Cpok rocydapCTBEHHOW peructpaumm nekapCTBeHHOro npenaparta UCYUCRSeTca co
OHSA MPUHATUS COOTBETCTBYIOLLMM YMNOMHOMOYEHHbIM beaepanbHblM OpraHoM WCMOMHUTENBHOW BNacTu
COOTBETCTBYIOLLIErO 3asBMEHUA O rOCyJapCTBEHHOW perncrpaumm nekapcTBeHHOro npenapata c
NPUIOXEHNEM HeobxoaMMbIX [OOKYMEHTOB MO [AeHb BblAa4yuM PEerMcTpaumMoHHOro  yOOCTOBEPEHWS
nekapcTBEHHOro npenaparta. Bpems, Heobxogumoe AN HanpaBneHWsl YNOfHOMOYEHHbIM beaeparnbHbIM
OpraHoMm MCMONHUTENbBHOM BracTu 3anpoca O NpeAcTaBreHn HeoOXo0AMMbIX MaTepumanoB 1 NpeacTaBeHns
3asBuTEnemM OTBEeTa Ha [JaHHbIW 3anpoc B COOTBETCTBUMM CO cTatbamu 16, 19 wn 23 HacTosiero
denepanbHOro 3akoHa, He YYMTbIBAETCS MpPUM  UCYMUCIIEHUM CpoKa TOCYAapCTBEHHOW perncrpauum
neKkapCTBEHHOro npenapara.

5. l'ocynapcTBeHHOW perucTpaLmm He noanexar:

1) nekapcTBeHHble npenapaTbl, W3rOTOBMEHHbIE anTeYHbIMW OpraHMsauusaMu, BeTepUHapHbIMU
anTeyHbIMW OpraHuM3auusMu, WHAMBUAYanNbHbIMU NpeanpuHUMaTens My, KOTOpble WMEKT NUUEH3UIO Ha
hapMaLeBTUYECKYI0 [OEATENbHOCTb, MO peuenTaM Ha JekapCTBeHHble npenapatbl U TpeboBaHUSM
MeOULMHCKUX OpraHu3aLunin, BeTepUHapHbIX opraHM3auun;

2) nexkapcCTBEHHblE Npenapartbl, NPUOBpPeTEHHbIE PU3NYECKMMM NULaMK 3a npegenamu Poccuinckon
denepauun 1 npegHasHayYeHHble AN IMYHOro UCMOoNb30BaHUS;

3) nekapcTBeHHble npenapaThl, BBO3UMbIe B Poccuiickyto degepaumtio Ans okasaHus MeguLUHCKOWN
MOMOLUM MO XM3HEHHbLIM MOKa3aHUAM KOHKPETHOro nauMeHTa Ha OCHOBaHMMW paspeLleHus, BblAaHHOro
YNOMHOMOYEHHbIM dheeparnbHbiM OPraHOM UCMONMHUTENBHOW BNACTX;

4) nexkapcTBeHHble cpeacTea, BBO3MMble B Poccunckyio degepauuio Ha OCHOBaHUM BblAAHHOMO
YNOMHOMOYEHHbIM heaeparnbHbIM OpraHOM UCMONTHUTENBHOW BNACTU pas3peLleHnsa U npegHasHadyeHHble aAng
npoBefeHNst KNMHUYECKUX UCCNedoBaHUA NeKapCTBEHHbIX MpenapaTtoB M (Mnv) NpoBeAeHMsT 3KCNepTuU3bl
neKapCTBEHHbIX CPeACcTB ANs OCYLLEeCTBMNEHMS rocyaapCTBEHHON perncTpaumm nekapcTBeHHbIX NpenapaTos;

5) dbapmaueBTUYeckune cybcTaHumu;

6) paavodapmaueBTMYECKME IeKapCTBEHHblE MpenapaTbl, W3roToBMEHHble HENOCPeACTBEHHO B
MEOULMHCKMX OpraHusaumsax B MNOpsaKe, YCTAHOBMEHHOM YMNOMHOMOYEHHbIM deaepanbHbIM - OpraHoM
WCNONHUTENBLHOW BnacTy;

7) nekapCTBEHHbIe Npenaparbl, NPOM3BOAMMbIE Afst AKCNopTa.
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6. He ponyckaeTtcst rocyqapcTBEHHasi permctpauumsi:

1) nekapcTBEHHbIX MpenapaTtoB, OTNMYAKOWMXCA APYr OT Jpyra KayeCTBEHHbIM COCTaBOM
OEeNCTBYIOLNX BELLECTB, N0 OAMHAKOBbIM TOProBbIM HAVMEHOBaHNEM;

2) 04HOro NekapcTBEHHOrO npenapaTta, BbIMyCkaeMoro Npon3BoamMTeneM nog pasnmyHbIMU TOProBbIMA
HaMMEHOBaHVSAMM W NPEeACTaBMNEHHOr0 Ha roCydapCTBEHHYO perucTpaunio B Buae [AOByx M bonee
nekapcTBEHHbIX NpenapaTos.

7. Mo 3anpocy (B 9nNeKTpOHHOW dopmMe wunn Ha OymaxHOM HocuTene) cybbekta obpalleHus
NeKkapcTBEHHbIX CPeACTB COOTBETCTBYIOLMM YMONHOMOYEHHbIM (hbeaepanbHbiM OpraHoM WCMOSHUTENLHON
BMacTW, OCYLLECTBNSAIOWMM FOCYAAapCTBEHHYIO PErMCTPaLMIo NleKapCTBEHHbIX NpenapaTos, B YCTAHOBNEHHOM
UM MOpsIAKE OCYLLECTBISIETCA Hay4YHOE KOHCYNbTMPOBaHWE MO BOMPOCaM, CBSA3aHHbIM C MpoBedeHueM
OOKIUHNYECKMUX UCCNEeaoBaHWN, KINMHUYECKUX WCCNEeNOBaHWA JeKapCTBEHHbLIX MNpenapaTtoB, 3KCNepTu3bl
KayecTBa NekapCTBEHHbIX cpeacTB, apdEKTUBHOCTA 1 6e30MacHOCTH, C OCYLLECTBNEHNEM FOCYAAPCTBEHHON
peructpaumMm neKkapCcTBEHHbIX npenapaToB. KoHCynbTMpOBaHME OCYLIECTBASIETCS C  MPUBMEYEHNEM
dheaepanbHbIX rocy4apCTBEHHbIX OIOMKETHBIX YYPEXOEeHUA, NOABEAOMCTBEHHbIX AAaHHOMY dedeparnbHOMY
OpraHy WCMOSNTHUTENBbHOW BMAacTU M He y4acTBYKOLUX B OpraHv3aumv NpoBeOeHMs 3KCMepTM3bl KayecTBa
NeKapCTBEHHbIX CPeACTB B LENsiX OCYLLECTBIIEHUS MX FOCYOAapCTBEHHOW permctpaumMm B COOTBETCTBUMM CO
ctatben 16 Hactosiwero depepanbHOro 3akoHa, B BUAE OTBETA B MUCbMEHHOW (hopMe YNOSTHOMOYEHHOrO
dedepanbHOro opraHa WCMNOMHUTENbHOW Bnactv Ha 3anpoc. Pasmep B3umaemow C 3asBuTens nnatbl
onpegenseTcs B COOTBETCTBUMM C 3akoHopaTenbCcTBoM Poccuiickon ®epepauun 06 opraHusaumu
npegocTaBneHns rocygapCTBEHHbIX M MyHUUMNAnNbHbIX yenyr. MIHdopmaumsa 06 oCyLecTBNEHUN Hay4yHOro
KOHCYNbTUPOBaHMSA, B TOM 4ucre cTaTbW, OO30pbl, CpaBOYHble MaTepuanbl U uHas uHdopmaums o6
OCYLLECTBIIEHUM Hay4YHOrO KOHCYMbTUPOBaHUSA, pa3MmellaeTcs Ha oduumanbHOM cavTe YNorHOMOYEHHOro
degepanbHOro opraHa WCMONMHUTENbHOW Bractu B ceTu "MHTepHeT" ¢ cobniogeHueM orpaHuyeHui,
YCTaAHOBIEHHbIX 3aKOHOAATENbCTBOM O MEPCOHANbHbLIX AAHHbIX, KOMMEPYECKOW M (MnM) rocygapCTBEHHON
TanHe.

8. locypoapcTBeHHasd peructpauusi JeKapCTBEHHbIX MpenapaToB, KOTOpble MpedHas3HadeHbl Ans
NPUMEHEHNST B YCMOBUAX BOEHHbIX [OEWCTBUW, 4pe3Bbl4aMHbIX CUTyauun, MNpounakTmknm u nedvyeHus
3aboneBaHMn N MNOPaXEHWW, MOMNYYEHHbIX B pesynbTaTte BO3OEWCTBUS HEBNaronpuATHbIX XUMWYECKUX,
Buonoruyecknx, paguvauuoHHbIX pakTopoB, W paspaboTaHbl MO 3agaHuio  dedeparnbHbiX  OpraHoB
WCMONMHUTENBbHOW BNAacTu, YNONHOMOYEHHbLIX B obractn obopoHbl CTpaHbl M 6e3onacHOCTU rocygapcTsa,
OCYLLeCTBSIETCS B Nopsiake, yctaHoBneHHoM [pasutenscteBomM Poccuiickon depepauuu.

Ctatbsa 14. NpuHUMNLI 9KCNEepPTN3bl NEKAPCTBEHHbIX CPeacTB
(B peq. ®PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. DKkcnepTu3a NekapcTBEHHbIX CPEACTB OCHOBLIBAETCS HAa MPUHLMNAX 3aKOHHOCTW, COBMnoaeHus npae
1 cBoboA YernoBeka W rpaxkaaHuHa, npae pPUAMYECKOro nvua, He3aBUCUMOCTM aKcnepTa, OGbEKTUBHOCTY,
BCECTOPOHHOCTU U MOMHOTbI UCCIeAO0BaHWI, NPOBOAUMBIX C UCMOSIb30BaHNEM COBPEMEHHbBIX AOCTXKEHWIA
Haykm W TEXHWKM, OTBETCTBEHHOCTU beaeparibHOr0 FOCYAapCTBEHHOTO OGHOMKETHOrO YYpeXaeHus no
MPOBEOEHNIO IKCTIEPTU3bI NTEKAPCTBEHHBLIX CPEACTB U 3KCMEPTOB 3a NPOBEAEHNE U KaYEeCTBO SKCMEPTU3bI.

2. JKcrnepTr3a NekapCTBEHHbIX NpenapaToB AN MEAULIMHCKOTO NMPUMeHeHNs! BKIoYaeT B cebsi:

1) aKcnepTVM3y [OOKYMEHTOB, MPEACTaBMIEHHbIX A1 onpefenieHnsi BO3MOXHOCTU paccMaTpuBaTh
neKapcTBeHHbI npenapat Ans MEeAMUMHCKOrO MPUMEHEHMSI MPW  OCYLLECTBMNEHWM TOCYAapCTBEHHOM
perucTpaLmu B ka4ecTBe OphaHHOro fekapCTBEHHOro npenapara;

2) akcnepTu3y MNpeanoXeHHbIX MEeTOA0B KOHTPOMsS KauyecTBa fekapCTBEHHOro CpeacTBa M kayecTBa
NpeacTaBreHHbIX 00pa3sLOB JIeKapCTBEHHOro CpefcTBa C MCMOMb3oBaHWeM 3TUX MeTodoB (gdanee -
3KCMepTu3a kayecTBa NekapCTBEHHOIO CpeAcTBa);

3) aKcnepTu3y OTHOLUEHWUS OXMOAeMOoW Mofb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSI NIeKapCTBEHHOIO
npenapara.

3. OkcnepTusa nekapCTBEHHbIX MpenapaTtoB AN BETepUMHapHOro MpUMeHeHusl BKrovaeT B cebs
9KCMepTU3y KayecTBa JIeKapCTBEHHOTO CPEACTBA M 3KCMEepPTU3y OTHOLUEHMSI OXuZaemol nonb3bl K
BO3MOXXHOMY PUCKY NMPUMEHEHWs NekapCTBEHHOrO npenapara.

Cratbs 15. depepanbHOe rocyaapCTBeHHoe GrogKeTHOe yypexaeHne no MPOBEAEHMIO 3KCMepTU3bl
NeKapCTBEHHLIX CpeacTB

3KCﬂepTI/I3a JNIeKapCTBEHHbIX CpeacTB MNpoBOAUTCA cbep,epaanblM rocyaapCTBEHHbIM OlomKETHbIM
yypexgeHmem CooTBeTCTByroWEero ynosiHOMOYeHHOro cbe,u,epaanoro opraHa WCMOMHUTENbHON BRacTH,
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co3aaHHbIM  Ans  obecrneyeHnst WUCMOSIHEHUS TMONIHOMOYMIA 3Toro hedeparnibHOro opraHa Mo Bblgade
paspelleHnii Ha npoBedeHVe KIMHWYECKMX WCCredoBaHuii NeKapCTBEHHbIX MpenapatoB M (Unu) no
rocydapCTBEHHOMN perncTpaumm nekapcTBEHHbIX MpenapaToB (danee - 3KCNepTHoe yupexaeHue).

Cratba 16. OpraHunsauus npoBedeHns 3KCNepTU3bl NeKapCTBEHHbIX CPEACTB
(B pea. PenepansHoro 3akoHa ot 22.12.2014 N 429-$3)

1. OkcnepTur3a nekapcTBEHHbLIX CPeaCcTB NPOBOAUTCH KOMUCCUEN SKCMIEPTOB AKCNEPTHOIO YYpexaeHus,
Ha3Ha4YeHHOWN ero pykoBOAMTENEM, Ha OCHOBaHWMM 3aJaHuUs Ha MpoBedeHue JKCNepTU3bl NeKapCTBEHHOrO
CpeacTBa, BblAaHHOMO YNONMHOMOYEHHbIM dhefepanbHbIM OpraHOM UCMOMNHUTENBHOW Bnactu. PykosBoauTens
3KCMEePTHOTO yupexaeHns obecneumBaeT Haanexallee NpoBeaeHne aKCNepTM3bl JIEKAPCTBEHHbLIX CPEACTB B
COOTBETCTBUU C 3aaHNEM, BblJaHHbIM YNOMHOMOYEHHbIM befieparibHbIM OpraHOM UCNONHUTENLHOW BriacTu,
N opraHu3yeT NoAroToBKY CBOAHOIO 3aKMYeHUs 3TOW KoMmccuu. B cocTtaB 3TOWM KOMWUCCUM NO PELLEHUIO
PYKOBOAUTENS 3KCMEPTHOIO YYpEeXOeHWss MOryT ObiTb BKMOYEHbl B KayecTBe IKCMEpTOB nuua, He
paboTawme B OAHHOM 3KCMEPTHOM YYPEXOEHUW, €CnM WX CcrneuuanbHble 3HaHWs Heobxooumbl OnNs
NnpoBeaeHNst 3KCNepPTU3bl U Takne 3KCNepThbl OTCYTCTBYIOT B JAHHOM 3KCNEPTHOM yUYpexaeHuu.

2. DKcnepToM MO MPOBEOEHMIO IJKCNEepTM3bl NEKAPCTBEHHbIX CPEACTB SBMSETCA aTTeCTOBaHHbIN
pabOTHMK SKCMEPTHOrO YYpEeXAdeHUs, KOTOPbIM WMEET BbICLIee MeauUMHCKoe, apMaLleBTU4ecKoe,
Buonoruyeckoe, BeTEpUHAPHOE WM XMMUYECKoe OBpasoBaHWe M NPOBOAMT IKCMEPTU3Y FEeKapCTBEHHbIX
cpeacTB B MOPSAKE UCMONHEHMS CBOUX OOIMKHOCTHLIX 0BA3aHHOCTEN (fanee - akenepT).

3. MNMpwn npoBegeHUN 3KCNEPTU3bl NEKAPCTBEHHBIX CPEACTB IKCMEPT HE MOXET HaXOAUTbCA B KaKoW-
nmbo 3aBMCUMOCTU OT N1LaA, Ha3HAYMBLLEro 3Ty IKCMEepTM3y, paspaboTymka nekapcTBEHHOro cpeacTsa unu
OpYrnx 3anHTepecoBaHHbIX B pesyrnbTraTax aKcnepTusbl Nuy,.

4. lMpwn NnpoBedeHMN IKCNEPTM3bI NTIEKAPCTBEHHbBIX CPEACTB He JoMnycKaeTca uctpeboBaTh y 3asaBuTENS
nmbo WHbIX NUL, Martepuanbl, Heobxogumble ANS NPoOBeAeHMst 3KcnepTusbl. B crnyyae HegocTaTouyHOCTM
npeacTaBneHHbIX 3KCnepTy mMatepuanoB AMa Aayn 3akmioyveHUs 3KCnepT CTaBUT BOMPOC O NpeacTaBreHun
eMy HeobxoaMMbIX MatepuarnoB nepen pyKoBOAMTENEM 3KCMEPTHOMO YYPEXOEHUs, KOTOpbIN obpallaercs ¢
COOTBETCTBYHOLUMM 3arMpocoM B YMNOSMIHOMOYEHHbIN doefepanbHbld  opraH  UCMOMIHUTENBHOM  BflacTy,
BblAaBLUMIA 3aJaHWe Ha npoBedeHue SKCrepTusbl NeKapCTBEHHOro CpeacTBa. YKasaHHbI defeparnbHbIn
OpraH UCNOMHUTENLHON BNAacTy B TedeHne NaTn pabounx gHer co OHSA MNOCTYNNEeHMs 3anpoca pykoBoauTens
9KCMEPTHOTO YYPEXAEHUs HanpaBnseT 3asBUTENO 3anpoc O NpeAacTaBneHnM HeobxoouMmblX maTepuanos.
[daHHbI 3anpoc MoxeT BbITb NepedaH YNnoNIHOMOYEHHOMY MpeAcTaBUTENo 3asBUTENS NIMYHO NO4 Pacrucky,
HanpasneH No noyTe 3akasHbIM MUCbMOM UNKU NepeaaH B 3NIEKTPOHHON hopMe MO TeNEKOMMYHUKALNOHHbBIM
KaHanam cBs3n. B cnyvae HanpaBneHus gaHHOro 3anpoca Mo MoyTe 3akasHbiM MUCbLMOM OH cuyuTaeTcst
NOMy4YEeHHbIM MO NCTEYEHUU LLIECTN OHEWN C AaTbl HAaNpaBeHUs 3aKka3Horo NUcbma.

(4actb 4 B pea. PenepanbHoro 3akoHa ot 25.11.2013 N 317-93)

4.1. 3asaButenb 00s3aH NpeAcTaBUTb OTBET Ha 3anpoc YMNONHOMOYEHHOro dyedepanbHOro opraHa
WCMONMHUTENBHOW BMacTu B CPOK, HE MpeBblWalWmi OeBAHOCTA pabounmx AHEN CO OHS ero MnoryyYeHus.
YNONMHOMOYEHHbIN doefeparnbHblid OpraH WUCMOMHUTENbHOW BracTW, BblAABLUMW 3adaHne Ha npoBedeHue
9KCMEepTM3bl NIEKAPCTBEHHOIO CPEACTBa, B TE4YEHNE NATM paboumx OHEW CO AHA NOCTYNfeHus OT 3asBuTens
oTBeTa Ha [aHHbI 3anpoC HampaenseT TakolW OTBeT B 3KcnepTHoe yupexgeHuwe. B cnyvae
HenpeacTaBneHns Mo WCTEYeHWUM JeBsHocTa pabouvx AHen 3asBuTenemM OTBeTa Ha AaHHbIM 3anpoc
YNONHOMOYEHHbIN dhedeparnbHbIi OpraH WCMONMHUTENbHOW BRacT, BblgaBLWWWA 3ajaHWe Ha nposedeHue
9KCMepTM3bl NEeKapCTBEHHOrO cpeacTBa, B TeyeHMe NATM pabouux OHeW HanpaBnsieT B 3KCMepTHoe
yypexaeHue yBeoOMIeHne 0 HeNpeacTaBneHnn 3asButeneM oTBeTa Ha 3anpoc ykasaHHoOro opraHa. Bpewms
CO [HA HanpasneHusi 3anpoca 3JKCMEePTHOTO YYPEXOAEeHWs B YMNOMHOMOYEHHbLIN deaeparnbHblii  opraH
WCNONHUTENBHOM BMNAcTM [0 [AOHS MOMyYeHUs 3JKCMEepTHbIM yuypexaeHnem OTBeTa Ha 3anpoc wnm
yBeOOMMEHUS O HeNpeaCTaBNeHUN OTBETA Ha 3anpoc He YYUTbIBAETCA MPU UCUHUCIIEHUN CPOKa NpoBeaeHns
3KCNepTU3bl NekapCTBEHHOro CpeacTBa.

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

5. 3KkcnepT npy NpoBeAeHNM NMOPYYEHHOW eMy PYKOBOAUTENEM IKCMEPTHOIO YUYpPEXOeHNUst IKCNepTu3bl
NeKkapCcTBEHHOIo CpeacTBa 0653aH:

1) npoBecTM noMHOE wuccrnegoBaHWe MNpPeAacTaBneHHblX €My o6bekToB, MaTepuanos, pAaTb
obocHoBaHHOE M OOBLEKTMBHOE 3akioyeHne No NOCTaBMEeHHbIM Nepesd HUM BONPOcaM Unn MOTUBUPOBAHHOE
3aKnoyeHne O HEBO3MOXHOCTU MPOBEAEHWS WM 3KCMepTU3bl  NIeKapCTBEHHOTO CPeAacTBa, ecrnu
NnocTaBeHHbIe BOMPOCHI BbIXOOAT 3a Npedernbl cneunanbHbIX 3HaHUW akcnepTa, 06bekTbl MCCnegoBaHUn U
mMaTepuarnbl HEMPUIO4HbI UMM HEeQOCTaTOYHbl ANsi NPOBEAEHUS UCCreaoBaHWiA U Aauv 3akmoyeHus nnbo
COBpPEMEHHbIV YPOBEHb Pa3BUTUS HAYKWM HE NO3BONSAET OTBETUTb Ha MOCTaBMNEHHbIE BOMPOCHI;

2) He pasrnawaTtb CBeAeHMUs, KOTopble CTanu eMy U3BECTHbl B CBA3M C NpOBeAeHWEM 3IKCrepTusbl
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NeKapCTBEHHOIO CPEACTBa, a Takke CBEAEHWs, COCTaBMsAOLLME rOCYAapPCTBEHHYI, KOMMEPYECKYIO UMW NHYHO
OXpaHsIEMYH0 3aKOHOM TalHy;

3) obecneunTb COXpaHHOCTb NpeacTaBNEHHbIX 0OBbEKTOB UCCIeL0BaHWI U MaTepuaros.

6. OkcnepT He Bnpase:

1) npoBOAWTL 3KCMEPTU3Y NEKAPCTBEHHOro CpeacTBa MO OOpaLLeHVI0 HEernocPeACTBEHHO K HeMmy
opraHunsaumm nnm U3n4eckux nuu;

2) camocToATenNbHO cobunpaTb MaTepuarnsl 48 NPoBeeHMs SKCNepTU3bl NekapCTBEHHOIo CPEACTBa;

3) NpoBOANTL 3KCMEPTU3Y NEKapCTBEHHOIrO CPEACTBa B KAYeCTBE HErocyAapCTBEHHOrO aKenepTa.

7. B cnyyae HeobxoaMMoCTW 3KCMepT BNpasBe xodaTancTBoBaTb Nepen pykoBoauUTENeM 3KCNepTHOro
yyYpexaeHns o NpUBNEYEHUN K NPOBEAEHNIO SKCNEPTU3bl NIeKapCTBEHHOrO cpeacTBa ApYrmx SKCnepToB.

8. Kaxpgbli aKcnepT, BXOAAWMIA B COCTaB KOMUCCMU 3KCMEPTOB, KOTOPOW MOPY4YeHO MNpOBeAeHuEe
9KCMEepTM3bl JIEKAPCTBEHHOrO CpeAcTBa, HE3aBUCUMO W CaMOCTOATENBbHO NPOBOAWT  MCCnedoBaHus,
oueHVBaeT pesynbTaTbl, MOMYYEeHHbIE WM JIMYHO W OPYrMMU  3KcrepTtamu, U OopMynupyeT BbIBOAbI
OTHOCUTENBHO NMOCTAaBMNEHHbIX BOMPOCOB B NpeAenax CBOUX creumanbHbIX 3HaHWUN.

9. Pesynbratbl 3KCNepTU3bl NEKAPCTBEHHOIO CpeacTBa OGOPMIATCA 3aKIOYEHWEM KOMUCCUU
akcrnepToB. B 3akmoyeHum KoMmMcCuM  IKCMEPTOB  yKasbiBalOTCA MNEepeyvYeHb uccnegoBaHun, o0bem
NPOBEAEHHbIX KaXablM 3KCNEPTOM UCCNEA0BaHUN, YCTaHOBIEHHbIE KaXObIM U3 HUX (DaKTbl U CAenaHHbIe B
pesynbTate WUCCNefoBaHWi BbIBOAbl. JKCMEPT, MHEHME KOTOPOro He COoBMajaeT C pelleHMeM KOMUCCUU
9KCMepToB, BNpaBe Bblpa3uTb CBOE MHEHME B NUCbMEHHON hopMe, KOTOpoe MpMoBLLaeTcs K 3aKmoYeHuio
KOMUCCUM SKCNEePTOB.

10. OkcnepTbl, BXoAdWMe B COCTaB KOMUCCUMM, MpedynpexparTcs o6 OTBETCTBEHHOCTM B
COOTBETCTBMM C 3akoHopaTenbCcTBoM Poccunckon ®egepaumm 3a gady 3aknioyveHus, coaepxallero
HeoBOoCHOBaHHbIE MK hanbCcMULMPOBAHHBLIE BbIBOAbLI, O YEM OHW LAKOT NOAMUCKY.

11. OnpepeneHve ypoBHS NpodeccUoHanbHON NOArOTOBKM 3KCMEPTOB M aTTecTauus Mx Ha npaso
NPOBEAEHNST 3KCMEPTU3bl NEKAPCTBEHHbIX CPEACTB OCYLUECTBISATCA 3KCMEepPTHO-KBANUMKaLMOHHBIMU
KOMUCCUSIMWU B MOPSIAKE, YCTaHOBMEHHOM COOTBETCTBYIOLLUM YMNOSIHOMOYEHHBIM dedepanbHbiM OpraHoM
NCMOMHUTENBHON BracTn. YpoBeHb MPOdEeCcCUoHanbHOMW MOAFOTOBKM 3KCMEPTOB MOANEXUT MNEepecMoTpy
YKa3aHHbIMW KOMUCCUSIMWU HE peXe YeM OOUH pa3 B NSATb feT.

12. TlpaBuna npoBedeHWs 9KCMEPTU3bl FfeKapCTBEHHbIX CPEeACTB W OCOBEHHOCTU 3KCMepTU3bl
OTAenbHbIX  BMAOB  NEKapCTBEHHbIX MpenapaToB  (pedepeHTHbIX  fekapCTBEHHbIX  MnpenapaTos,
BOCNPOU3BEAEHHbLIX  JIEKapCTBEHHbIX  MpenapatoB, OMONOrMyeckMx neKkapCTBEHHbIX  MpenapaTtos,
BuoaHanoroBblx  (6MONOAOGHLIX)  NEeKapCTBEHHbIX npenapatoB  (GuoaHanoros), romMeonaTU4ecKux
NEeKapCTBEHHLIX MPenapaToB, fEKApCTBEHHbIX pacTUTESNbHbIX MpenapaToB, KOMOWMHAUMIA NeKkapCTBEHHbIX
npenapaTtoB), OPMbl  3aK/MOYEHUN  KOMUCCUM  OKCNEPTOB  YCTAHaBMNMBAKOTCA  COOTBETCTBYHOLLUM
YMOSTHOMOYEHHBIM doeeparnbHbIM OpraHoOM UCMOSNHUTENBHOW BMACTU.

(yactb 12 B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

CtaTtbs 17. MNMojaya M paccMOTpeHWE 3asiBlIeHVs] O rOCydapCTBEHHOW perucrTpauun rekapCTBeHHOro
npenapara aJfisi BETEpUHAPHOIo NpUMeHeHust

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. lns rocygapCTBEHHOW perncTpauumn nekapCTBEHHOro npenapaTta Ang BeTEPUHAPHOro NpYMeHeHUs
pa3paboTyMK Takoro nekapcTBEHHOro npernapata uMnvM YNonHOMOYEHHOE MM [Opyroe puanyeckoe nuuo
(nanee B HacTosiel cTaTbe - 3asiBUTENb) MNPEACTaBnseT B YNOMHOMOYEHHbIV dedepanbHbli opraH
WCNONHUTENBHOW BNAcTW, OCYLLECTBASALLMIA rocy0apCTBEHHYO perncTpaumnio nekapcTBeHHbIX npenapaToB
ONs BETEPUHAPHOrO MPUMEHEHUS!, B JNEKTPOHHON hOpME WM Ha OymMakHOM HOCUTENe 3asiBNEeHWe O
rocydapCTBEHHOMW perucTpaumy nekapCTBEHHOrO npenapaTta Ansi BETEPUHAPHOTO NMPUMEHEHUS, a Takke B
nopsigke, yCTaHOBMEHHOM COOTBETCTBYHOLLUMM YMNOMHOMOYEHHbIM befepanbHbiM OpraHoM WCMONHUTENBHOW
BMNacTu, B 3MEKTPOHHON dopmMe unnm Ha OByMaXHOM HocuTene HeobxoaWmble AOKYMEHTbI, U3 KOTOPbIX
dopmupyeTcsl permcTpaunmoHHOe A0Cke Ha NIeKapCTBEHHbIV Npenapar Ansi BETEPUHAPHOIO NPUMEHEHMS.

2. B 3asBneHuMM O rocygapCTBEHHOW perncTpauum NeKapCTBEHHOro npenapara A BETEPUHAPHOro
NPUMEHEHMNS YKa3bIBatOTCS:

1) HanmeHoBaHWe n agpec 3asBuTens, paspaboTymka U NpousBoaUTENs NIEKapCTBEHHOrO npenapara
ONs  BETEPUHApPHOro NPUMEHEHWs W afpec MecTa OCYLEeCTBMEeHUS nNPOU3BOACTBA JleKapCTBEHHOMO
npenapaTta Onsi BETEPMHAPHOrO NPUMEHeHWs (B cryvyae Hanuums HEeCKONMbKMX Y4aCcTHMKOB npolecca
npou3BoAcTBa HEOBXOAMMO yKa3aTb KaXaoro U3 HuX);

2) HaMMeHOBaHWe neKkapCTBEHHOro npenapaTta And BETEPUHAPHOro npuMeHeHus (MexayHapogHoe
HenaTeHTOBaHHOE, UIK FPYNNMPOBOYHOE, UMM XMMUYECKOE N TOPrOBOE HaMMEHOBaHWSA);

17 n3 74


http://paracels55.ru/

06 ob6palleHun nekapcTBeHHbIX cpeacTB — PeaepanbHbiv 3akoH PO ot 12.04.2010 N 61-$3 — [elicTBytoLlas NocneaHss pegakums ot
03.07.2016 — Havano gevicteusa pegakumsa 01.01.2017

3) nepevyeHb OENCTBYIOLMX WM BCMOMOraTeNbHbIX BELLECTB, BXOOALMUX B COCTaB NeKapCTBEHHOMO
npenapaTa Ans BETEPUHAPHOrO NPUMEHEHMS, C YKasaHNEM KOMNMYECTBA KaXX4Oro U3 HUX;

4) nekapcTBeHHas opma, [O3MpPOBKa, CMOCOObI BBEAEHUS W MNPUMEHEHWs,, CPOK T[OAHOCTU
nekapcTBEHHOro npenapara AN BeETepMHAPHOIo NPUMEHEHNS;

5) bapmakoTepaneBTMyeckas rpynna;

6) HeobBXoAMMOCTb MPUMEHEHUST YCKOPEHHOW Mpouedypbl 3KCNepTu3bl feKkapCTBEHHbIX CPeAcTB B
Lensx rocyaapCTBEHHOW perncTpaunm nekapcTBeHHOro npenapara;

7) KON JOKYMEHTOB, NOATBEPXKAAIOLLMX YNNaTy rocyAapCTBEHHON NOLUMWHbI:

a) 3a nposefdeHue 3KCMepTU3bl KayecTBa NEeKapCTBEHHOro cpeactBa W 3KCNepTU3bl OTHOLLEHWS
OXngaemoun nosb3bl K BO3MOXHOMY PUCKY NMPUMEHEHMS NEeKapCTBEHHOro npenaparta Ans BeTepuHapHOro
NPUMEHEHMWS NMPU ero rocyAapCTBEHHON perncTpauuu;

©0) 3a Bblgayvy perMcTpaumoHHOro yaoCTOBEPEHWS NTEKapCTBEHHOIO NpenapaTa;

8) Hamuuve cornacusi, NPeayCMOTPEHHOIO YacTbk 7 HACTOsWEN cTaTbW, €cnM C MOMEHTA
permctpaumm pedepeHTHOro fiekapcTBEHHOIO npenapara Anst BETEPMHAPHOTO NMPMMEHEHWS MPOLLIO MeHee
YeM LWecTb NeT.

(B peqn. PepepanbHoro 3akoHa ot 13.07.2015 N 241-03)

3. PeructpaumoHHoe Aocbe B LEensix 3KCnepTu3bl NeKapCTBEHHOro npenaparta Ans BeTepuvHapHOro
npuMeHeHus (bopmMupyeTcs M3 cregyowmnx 4OKYMEHTOB:

1) KOnMsa AOKYyMEHTa Ha PYCCKOM SA3blKe, BbIJAHHOIO KOMMETEHTHLIM OpraHoM CTpaHbl Npon3BoanTens
ONS  KaXaon Npou3BOACTBEHHOW NNOLWAAKM  PerucTpupyemMoro fekapcTBEHHOro npenapata Ans
BETEPMHAPHOrO NpuMMeHeHWst (B TOM uucne Ans npoussoauTens dapMaueBTUHeckon cybcTaHumm),
3aBEPEHHOr0 B YCTAHOBMEHHOM Mopsigke UM MNOATBEPXKOAIOLWEro COOTBETCTBME  MPOU3BOAMTENS
perMcTpupyeMoro fekapCTBEHHOTO npenapaTta Ans BETEPUHApPHOro MNpuMeHeHust TpeboBaHMAM MpaBurn
Haanexallen npov3BOACTBEHHOM NPaKTUKM, NMOO KOMWSI FIMUEH3UUM Ha MPOW3BOACTBO JleKapCTBEHHbIX
CcpeacTB A4S BETEPUHAPHOIO MPUMEHEHMWS NS POCCUNCKNX MPON3BOANTENEN;

2) Komus 3aKM4YeHUss O COOTBETCTBUM MNPOM3BOOUTENS JIEeKapCTBEHHOro Mpenapata Ans
BETEPUHAPHOIrO NMPUMEHeHUsA TpeboBaHUSAM NpaBun Hagnexalen NpoM3BOLACTBEHHON MPaKTWKW, BblGAHHOIO
YNONHOMOYEHHbIM  doefepanbHbiM  OpraHOM  UCMONHUTENBHOW BRacTU ONA KaX4oW NpOM3BOLACTBEHHOM
nrnowankM perMcTpupyemMoro nekapCTBEHHOro npenapaTa Ans BeTepMHapHOro NpUMeEHEHUs (B TOM 4ucne
Ons  npoussBoauTens apmaueBTU4ecKkon cybcTaHummn), nnbo KoMMa MMUEH3MM Ha MNpOu3BOACTBO
nekapcTBEHHbIX CPeACcTB AN BETEPUHAPHOro NpUMEeHeHUs Ansi POCCUMNCKUX NPOU3BOANTENEN;

3) NPOeKT HOPMAaTUBHOIO AOKYMEHTa Ha NekapCTBEHHbIN npenapaTt Ans BETEPUHAPHOTO NPUMEHEHNS;

4) [OKYMEHT, copepXalmi crnepyrowyo MHopMauuio O dapMaueBTUYeCKOW CcyOCTaHuMM wunm
dapmaueBTNYECKUX CYOCTaHLMSX, BXOASALIMX B COCTaB NeKapCTBEHHOro npenapata Ansi BETEPUHaAPHOro
NPUMEHEHS:

a) HaumeHoBaHWe hapmaLueBTUYECKON CyOCTaHUMK, ee CTPYKTypa, oOLLMe CBOWCTBA;

0) HaumeHoBaHWe 1 agpec NPoM3BoOANTENS;

B) TeXHOMormsi Mpou3BOACTBa C OMUCaAHWEM CTagui NPOM3BOACTBA U METOAOB KOHTPOMS Ha BCEX
CTagusix NPON3BOACTBA;

r) Hcbopmauusi 0 MPUMECSX;

4) cneundurkaumsa Ha hapMaLeBTUYECKyI0 CyOCTaHUmIo;

€) onncaHve MeToauK KOHTPONs KayecTBa;

X) pesynbTaTbl aHanm3a cepun dpapmaueBTuieckomn cybctaHumm;

3) nepeyeHb CTaHAAPTHLIX 06pasLoB UMW BELLECTB, UCMOMb3yeMbIX MPU OCYLLECTBMEHUN KOHTPONS
KayecTBa;

N) onucaHne xapakTepucTMK N CBONCTB YNakOBOYHbLIX MaTepUarnos U YKYMOPOYHbIX CPeaCTB;

K) OaHHble 0 cTabunbHOCTY;

1) CPOK rOAHOCTHU, YCINOBUS XpaHEeHWs;

5) otyeT o0 pesynbTaTtax QOOKNMHMYECKOTO WCCNEedOBaHWsl JIEeKapCTBEHHOro Cpeactsa  Aanis
BETEPUHAPHOIO NPUMEHEHMS;

6) oT4eT 0 pesynbTaTax KIMMHUYECKOro UCCNef0BaHNS NTEKapCTBEHHOTO Npenapara A BeTepMHapHOro
NMPUMEHEHMS Y KaXXOO0ro Bua XMBOTHbIX, YKa3aHHbIX B UHCTPYKLMM MO BETEPUHAPHOMY MPUMEHEHMIO;

7) NPOEKT MHCTPYKLMM NO BETEpPMHapHOMY MPUMEHEHMWIO NEeKapCTBEHHOro npenapaTa, cogepkalien
crnepylowme CBeaeHus:

a) HavMeHOoBaHWe NeKapCTBEHHOro npenaparta Ans BETEPUHapHOro MpUMEHeHus (MexayHapogHoe
HenaTeHTOBaHHOe, UM rPYNNMPOBOYHOE, UMM XMMUYECKOE 1 TOProBOE HauMEHOBaHWS);

6) nekapcTBeHHas dopmMa C ykasaHMEM HaMMEHOBaHWA U KONMMYECTBEHHOrO COCTaBa AENCTBYHOLLMX
BELLLECTB N KA4eCTBEHHOIo cocTaBa BCroMoraTesibHbIX BELLECTB;

B) OMMCcaHne BHELUHETO Buaa NekapCcTBEHHOIO npenapara AN BETEPMHAPHOIO NPUMEHEHNS;
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r) chapmakoTepaneBTUYeckas rpynna fekapCTBEHHOro npenapaTta Ansi BEeTEPMHAPHOIO NPYMEHEHNS
UInn ykasaHue "romeonaTtnyecknii nekapcTBEHHbIN npenapat”;

0) dapmakogvHamuka U apMakoKMHETUKa (3a MCKIoYeHneM DapMakoKMHETUKA romMeonaTuyeckmx
NEeKapCcTBEHHbIX MpenapatoB M pacTUTENbHbIX  JIEKAPCTBEHHbIX  MpenapaToB) WM OnucaHve
UMMYHOBMOMNOrMYeCKNX CBOMCTB NIEKAaPCTBEHHOIO NpenapaTa;

€) nokasaHus ons NPUMEHeHUSs;

X) NpoTMBOMNOKa3aHWUs A4S TPUMEHEHUS;

3) Mepbl NPESOCTOPOXKHOCTU MPU NMPUMEHEHUN;

n) yKazaHMe BO3MOXHOCTM U OCOOEHHOCTEN MPUMEHEHUS Y BGEPEMEHHBIX XXMBOTHBIX, Y XUBOTHbIX B
nepuog nakrauuu, y NoTOMCTBA XUBOTHbIX;

K) pexum [o3vpoBaHusl, cnocob BBeAEeHMS M MPUMEHEHUS, NMpu HeobxoouMOCTU BpeMsi Mpuema
NekapcTBEHHOIO Npenapara A1 BETEPUHAPHOIO NPUMEHEHUS, NPOAOIPKUTENBHOCTD NEeYeHNs;

n) BO3MOXHble NOBGOYHbIE AENCTBUS, HEXenaTerbHble peakuMy npyu NPUMEHEHWUM JEKapCTBEHHOIO
npenapaTa Ans BETEPUHAPHOrO NMPUMEHEHMS;

M) CUMMTOMbI NEPEAO3NPOBKU, MEPBI MO OKa3aHMo MOMOLLY MPU Nepeso3npoBKe;

H) B3aumogencTene ¢ ApYyrmmn NekapCcTBEHHbIMU NpenapaTaMmum 1 (Mnm) KopMmamu;

0) hopMbl BbiNycKa riekapCTBEHHOrO Npenapara Ans BeETepMHaPHOro NPUMEHEHUS;

n) ykasaHue (Mpu HeobxoaMMOCTM) OCOGEHHOCTEN [OEeWCTBUS NeKkapCTBEHHOro npenapaTta Ang
BETEPUHAPHOro NPMMEHEHMUS MpU NepBOM NPUEME UM MPU ero OTMEHE;

p) onucaHue (npu HeobxoouUMOCTW) OENCTBUA BETEpPUHAPHOro Bpaya (BeTepuHapHoro dgenballepa),
WHOro cneuuanucta B obrnactu BeTepuMHapuu, Bnagernbla XMBOTHOMO MpW MPOMNycke npvema OOHOW Wnu
HEeCKONbKUX 03 NeKapCTBEHHOTO Npenaparta Ansi BETEPUHAPHOIO NPUMEHEHNS;

C) CPOK roAHOCTU U yKa3aHue Ha 3anpeT NPpMMEHEHUs NTIEKapCTBEHHOTO Npenapara Ans BeTepMHapHOro
NPUMEHEHMS MO UCTEYEHUN CPOKA FOAHOCTY;

T) YCNOBMS XPaHEHUS;

y) ykasaHve Ha HeobXxoOUMOCTb XpaHEeHWst feKapCTBEHHOIO mnpenapaTta AN BeTepuHapHOro
NPUMEHEHWs B MecTax, HeQOCTYMNHbIX 1A AeTew;

@) ykasaHue (Mpu HeoOXOOMMOCTM) chneuManbHbiX Mep MNPEeAOCTOPOXHOCTU MPU  YHUYTOXEHUU
HeMcnonb30BaHHbIX NIEKAaPCTBEHHbLIX NPenapaToB As BeTePUHAPHOro NPpUMEHEHUS;

X) CPOKM BO3MOXHOIO MCMOMb30BaHMS MNPOAYKLUN KUBOTHOIO MPOMCXOXOEHUS Mocne BBeAeHUS
XMBOTHOMY leKapCTBEHHOrO npenapaTa Ansi BEeTEPUHAPHOro NPMMEHEHNS;

L) yCroBusi OTnycKa;

4) HauMMeHoBaHMS W ajpeca NPOU3BOACTBEHHbLIX MOWAA0K MPOU3BOAMTENS FeKapCTBEHHOMO
npenapaTa Ans BETEPUHAPHOrO NPUMEHEHMS;

W) HaMMeHOBaHWe, ajpec opraHu3auuu, YMONIHOMOYEHHOW [epXaTenem WnuM  BnagernbLem
perMcTpaumMoHHOro yaoCTOBEPEHWS NIEKAPCTBEHHOIO NpenapaTa Ha NPUHSATUE NPETEH3UIN OT NoTpebuTens;

8) NpoeKkTbl MaKeToB MEPBMYHON YMaKOBKM M BTOPWMYHOM YMaKOBKW FleKAapCTBEHHOrO npenapara Ans
BETEPUHAPHOIO NPUMEHEHMS;

9) cnegywlme ceedeHus O NieKapCTBEHHOM MnpenapaTe A4S BETEPUHaPHOro MpUMEHEHMS:

a) onuncaHve 1 cocTas NekapCTBEHHOIO Npenapara A BETEPMHAPHOIo NPUMEHEHUS;

©0) onucaHne dapmaueBTMYHECKON pa3paboTky;

B) onuvcaHune npouecca NPoM3BOACTBA M €r0 KOHTPONS;

r) onMcaHne KOHTPOIS KPUTUYECKUX CTaaui NPOM3BOACTBA U MPOMEXKYTOYHON NPOAYKLNN;

0) HaumeHoBaHMS W agpeca paspaboTyvka, [OepxaTens wWnu Bragenbua perncTpauuoHHOro
YOOCTOBEPEHMST  FIEKApPCTBEHHOrO  npenaparta,  NPOW3BOACTBEHHbIX  MIOWAA0OK  MPOU3BOAMTENS
nekapcTBEHHOIO Npenapara AN BETEPUHAPHOIO NPUMEHEHWS;

(B peq. PepepanbHoro 3akoHa ot 13.07.2015 N 241-93)

e) hapmaLieBTU4EeCKas COBMECTUMOCTb;

) MUKPOBMONOrMYECKNE XapaKTEPUCTUKN;

3) MaTepuvanbHbIi 6anaHc Ans Npov3BOACTBa CEPUMN rOTOBOTO NPOAYKTA;

n) onncaHne XxapakTepucTUK U CBONCTB YMaKOBOYHbLIX MaTepuarnoB U yKYMOPOYHbIX CPEeACTB;

K) AOKYMeHTanbHoe noaTeepxaeHne (Banvagaums) NpoLeccoB 1 (Mnn) UX OLIEHKa;

n) TpeboBaHMs K Ka4yecTBY BCroMoraTenbHbIX BewecTB (cepTudukat, cneumdukaums Ha
BCMOMOraTerbHble BeLecTBa U X 06oCHOBaHMWE);

M) aHanuMTU4eckne MeTOOMKW, UCMONb3yeMble MNPU  OCYLLUECTBIIEHUM  KOHTPOMs  KavecTea
BCMOMOraTenbHbIX BELLECTB;

H) AOKyMeHTanbHoe MNOATBEPXAEHWE (Banugauusi) aHanuMTUY4ecKMx MeTOAMK, WCMOSb3yeMbIX Npwu
OCYLLECTBIEHNM KOHTPOJSI KAYECTBaA BCMOMOraTENbHbIX BELLECTB;

0) wuHdopmaumMs 06 MCMoNb3oBaHWM BCMOMOraTeNbHbIX BELLECTB YErOBEYECKOTO U >KMBOTHOIO
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NMPOUCXOXOEHWS;

n) uHcdopmaums 06 NCNONb30BaHMM HOBbLIX BCOMOraTernbHbIX BELLECTB;

p) TpeboBaHMs K KadecTBYy JleKapCTBEHHOrO npenapata Ans BETEPMHAPHOIO MNPUMEHEHWUS
(cepTndukart, cneumdpukaumsa Ha NekapCTBEHHbIN nNpenapaT 1 Ux 060CHOBaHME);

C) aHanuTuyeckme METOAMKM, UCNOoMb3yeMble NPU  OCYLLECTBIIEHMM  KOHTPOMs  KavecTea
NeKapCTBEHHOro npenapara A1 BETEPMHAPHOIO NPUMEHEHUS;

T) AOKYMeHTanbHOe noAaTBepXxaeHue (Banvaauusi) aHanuMTUYEeCKMX METOAMK, MCMOMb3yeMblX Npu
OCYLLLECTBEHUN KOHTPOIS KayecTBa NekapCTBEHHOro npenapaTa Ang BeTepuHapHOro NpUMeHeHus;

y) OOKYMEHT, NoaATBEPXAAOLWMN KayeCTBO NeKapCTBEHHOMo npenapara TpeX NPOMbILLIEHHbIX Cepui
(npoTokon aHanusa unu ceptTudukaT aHanmaa), ogHa cepust KOTOPOro AofkKHa coBnaaaTth ¢ cepuelt obpasua
NeKkapcTBEHHOrO Npenapara, No4AaHHOIo Ha PerncTpaumio;

&) xapakTepucTmKa Npumecen;

X) MnepeyeHb CTaHOApPTHbIX 00pasLoB, WUCMOMb3YEMbIX MPW OCYLLECTBIIEHUN KOHTPONA KayecTBa
nekapcTBEHHOrO npenapara A9 BETEPMHAPHOIO NPUMEHEHNS;

L) AaHHble O CTabuNbHOCTU NIeKapCTBEHHOIO Npenapara A9 BETEPMHAPHOIO NPUMEHEHNS;

10) konusa [OKyMeHTa, cogepXawero uHopMauui O Hamuumum unm ob oTcyTcTBMM hakToB
perncTpaumm fnekapCTBEHHOro npenapaTta ans BETEPMHAPHOro NMpUMEHeHusa 3a npegenammn Poccuinckon
depnepauuy;

11) cormacve B NUCbMEHHON OpMe, MPeayCMOTPEHHOE YacTbio 7 HACTOsILWEW CTaTbW, B cry4vae
perncrpaumm BOCNpomn3BeaeHHOro iekapcTBEHHOro npenapara;

(B pea. PepepansHoro 3akoHa ot 13.07.2015 N 241-03)

12) konua [OOKYMeHTa Ha pPYCCKOM £3blke, 3aBEPEHHOr0 B YCTAaHOBMNEHHOM MOpsiake U
NMOATBEPXOALWEr0 MNPaBOMOYHOCTb 3asABfIEHMSI O TOCYAapCTBEHHOW perncrpauum nekapcTBEHHOMO
npenapaTa Ans BETEPUHAPHOrO NPUMEHEHMUS (LOBEPEHHOCTD).

4. Tlpu npoBedeHUN YCKOPEHHOW MNpoueaypbl 3KCMepTU3bl JIeKapCTBEHHOro mnpenapata Ans
BETEPUHAPHOrO MNPUMEHEHUsT B LENsiX €ro rocydapCTBEHHOW peructpaumMm MOXEeT MpeacTaBnsiTbCs
MHGOpMaLMs, NMOMNyYeHHas Mpu NPOBEAEHUU KITMHWYECKMX UCCReOoBaHWiA JIEeKapCTBEHHOroO npenaparta u
onybnMkoBaHHas B CheuManuM3vpoBaHHbIX MeYaTHbIX W3OaHWAX, a Takke [OKYMeHTbl, coaepaiiue
pe3ynbTaTtbl UCCNeaoBaHus OGUO3KBMBANEHTHOCTM JIEKAPCTBEHHOro mnpenapaTta Afns  BeTepUHapHOro
NPUMEHEHMsI.

5. Ha akcnepTnsy pasnnyHbIX NekapCTBEHHbIX (OOPM OAHOIO M TOro XKe NeKapCTBEHHOro npenapara
ONa BeTepuMHapHOro NpuUMEHeEHUs 3asBUTENb MNPEACTaBNSAET OTAeNbHble 3asiBNEHUs U PerncTpaumoHHble
JOCbe Ha Kaxayl nekapcTBeHHyk ¢opmy. [Mpu ycnoBun OAHOBPEMEHHOW MOAAYM Ha IKCMEpPTU3y OOHOW
NeKkapcTBEHHOM (OPMbI C pasnNMYHbIMK 03MPOBKOW, KOHLUEHTpaUMen, 0ObeMoM 3asBuUTENb NpeacTaBnseT
OfHO 3asiBNEHUE W PErMCTPALMOHHOE AOCbE C MPUIIOKEHMEM MAaKETOB YMAKOBOK Ha KaXkayl O03MPOBKY,
Ka)KOyl KOHLIEHTPaLMIO, Kbl 0ObeM 1 KaXkaoe KONM4ecTBO 403 B YNaKOBKE.

6. 3agButenb BMpaBe npeacTaBUTb MO COOCTBEHHOM WHWUMATMBE BMECTE C 3asiBIEHWEM O
rocydapCTBEHHOM perncrpauumn feKkapCTBEHHOrO npenapara Afs BETEPMHAPHOIO MPUMEHEHUS OOKYMEHTHI,
nogTeepXxgatowme ynnaTty rocyaapCTBEHHOM MOLSMHBI U YKa3aHHbIe B NYHKTe 7 4acTu 2 HacTOALWEN CTaTbu.
B cnyyae vx HenpeacTaBneHns COOTBETCTBYHOLMI YNONHOMOYEHHbIN dheaeparnbHbIi opraH UCNOMNHUTENBHON
BMacTn npoBepseT akT ynnaTbl 3asiBUTENEM rocygapCTBEHHOW MOLUMNHBI MOCPEACTBOM WCMONb30BaHUSA
WHpopmaumm o6  ynmaTe  rocygapCTBEHHOM  MOWMWMHBI,  cogepxailencs B [ocygapCTBEHHON
WH(POPMALIMOHHON CUCTEME O T[OCYAAPCTBEHHbIX W MyHUUMNANbHbIX MraTexax, Ha OCHOBaHWUM
NpeAcTaBrieHHbIX 3asBUTENEM KOMUA AOKYMEHTOB, NOATBEPXKAAIOLLNX YNnaTy rocygapCTBEHHON NOLLUMMHbI.

7. He ponyckaeTcsa ucnonb3oBaHWEe B KOMMEpPYECKUX LUenax uHdopMmauum O pesynbratax
OOKMNUHUYECKUX UCCNEeaOoBaHUN NeKapCTBEHHbIX CPEACTB M KIUHUYECKUX WUCCRefoBaHWUM NeKkapCTBEHHbIX
npenapaToB Afsi BETEPUHAPHOrO MPUMEHEHUS, MNPeACTaBlEHHON 3asBMTENeM AN rocyaapCTBEHHOM
peructpaumMm fekapcTBeHHbIX MpenapatoB, 6e3 ero cornacms B TeveHWe LwecTn net c gatbl
rocygapcTBEHHON perncrpaumm pedepeHTHOro nekapcTtBeHHoro npenapara B Poccuiickon ®epepauuu.

Cratbs 18. lNogava n paccMOTpeHME 3asBIIEHUS O rOCy4apCTBEHHOW perucrpaumm NekapcTBEHHOro
npenapaTa Ans MeauuMHCKOro NpUMEHeHs
(B pea. PenepansHoro 3akoHa ot 22.12.2014 N 429-$3)

1. [Ina rocygapcTBEHHOW perucTpauumm fekapCcTBEHHOro npenapara Anst MeguuUHCKOro NpuUMeHeHUs
lopuandeckoe nuuo, AEWCTBylllee B COOBCTBEHHbIX WHTEpecax WU YNONHOMOYEHHOE MpPeaCTaBNATb
WHTEepeChbl OpYroro HpUANYECKOro nuua M 3asaBrsiollee NekapCTBEHHbIA npenapaT Ha rocyaapCTBEHHYHO
perncrTpaumio (ganee B HacTosILLelN cTaTbe - 3asBUTENb), NPEACTaBseT B YNONMHOMOYEHHbIN dheaepanbHbIi
OpraH MCMOJSIHUTENBLHOW BracTW, OCYLLECTBMSIIOWMNIA FOCYOAPCTBEHHYIO PEerMcTpaumio  nekapcTBEHHbIX
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npenapaToB ANs MEAULMHCKOIO NPUMEHEHMS, B NIEKTPOHHON hopMe 1 Ha ByMarkHOM HocuTerne 3asiBfieHne
O rocygapCTBEHHOW permcTpaumy nekapCTBEHHOMO npenapara Ans MeguUMHCKOrO NPUMEHEHWs], a Takke B
nopsigke, YCTAHOBIIEHHOM YMOJSIHOMOYEHHbIM defeparnbHbiM  OpraHOM  WCMONHWUTENbHOW BRactu, B
3MNeKTPOHHOW hopMe M Ha BymaHOM HocuTerne HeobOXoauMMble OOKYMEHTbl, U3 KOTOpbIX (hopmupyeTcs
perncTpaumoHHoe JOChe Ha NIEKapCTBEHHbIN NpenaparT s MegULMHCKOrO NPUMEHEHUS.

(vacTb 1 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. B 3asgBneHun O rocyagapCTBEHHOW perncTpauum nekapcTBEHHOro npenaparta Ans MeguuUHCKOro
NPUMEHEHUS YKa3bIBalOTCS:

1) HammeHoBaHMe W agpec 3asBUTENs W MNPOM3BOAUTENSA NEKapCTBEHHOro npenapata Ans
MEeOULUHCKOTO MPUMEHEHUS U agpec MecTa OCYLeCTBMeHUs ero npousBoacTBa (B cryyae Hanmyus
HEeCKOIbKUX Y4aCTHMKOB MpoLecca NpoM3BoACcTBa HEOOXOAMMO yKka3aTb KaX4oro y4acTHMKa B COOTBETCTBUM
C OCYLLUECTBNSAEMON CTaanen NPOM3BOACTBA);

2) HauMeHoOBaHMEe IeKapCTBEHHOro npenaparta AN MeOVLMHCKOro MpUMEHeHUs (MexayHapogHoe
HenaTeHTOBaHHOe, UIN FPYNNMPOBOYHOE, UMM XMMUYECKOE 1 TOPrOBOE HauMEHOBaHWS);

3) nepevyeHb OEWCTBYIOLMX WM BCMOMOraTeNbHbIX BELLECTB, BXOOALMUX B COCTaB feKapCTBEHHOMO
npenapaTa Ans MeauUMHCKOro MpMMEHEHMS], C yka3aHWeM KOMNMYeCcTBa KaXKgoro U3 HuX;

4) nekapcTBeHHass dopma, [A03MPOBKa, CMNOCOObI BBEAEHMS W MNPUMEHEHUsI, CPOK TOOHOCTU
NeKapCTBEHHOro npenapaTa 4 MegULMNHCKOro NPUMEHEHNS;

5) dhapmakoTepaneBTMyeckasa rpynna, Ko aHaToMO-TepaneBTUYECKO-XMMUYECKOW Knaccudukauum,
pekoMeHaoBaHHOW BceMupHOn opraHu3aumein 3apaBooxpaHeHms, 3aaBrnsiemMble NokasaHns Ang npuMeHeHus
nekapCTBEHHOro npenapaTa Ans MeguuuHCKOro NpUMeHeHus;

6) oTCcyTCTBME HEOOXOOAMMOCTM NPEeaoCTaBleHUs OTYETa O pe3yrnbTaTtax KMMHUYECKOro UCCneaoBaHus,
nccriegoBaHMs OMOSKBMBANEHTHOCTM JNIEKAPCTBEHHOIO npenapara, paspelleHHoro Ans  MeAvLUHCKOro
npumeHeHus B Poccuiickon Pepepauun 6onee gBaguaTty neT, € yKasaHNEM HOPMATUBHbLIX NPaBOBbLIX AKTOB,
MOATBEPXKAAKLWNX OAHHBIA CPOK MPUMEHEHUS;

7) HeobxoaMMOCTb OhOPMITEHNS pa3peLLeHns Ha BBO3 B Poccuiickyto deaepaLmio KOHKPETHOM napTum
3aperMcTpupoBaHHbIX M (MM) HEe3aperncTpyMpoBaHHbIX JTIEKAPCTBEHHbIX CPEACTB, NMpedHa3HaJYeHHbIX Ans
NpoBeAEeHNs SKCNEepPTU3bl JTIEKAapCTBEHHbBIX CPEACTB B LieNsX rocydapCTBEHHON perncTpauny;

8) HeobXoAMMOCTb NpPOBEAEHUs] 3KCNEPTU3bl AOKYMEHTOB, NPEACTaBMEHHbIX ANs OonpeaerneHuns
BO3MOXHOCTM paccMaTpuBaTb JI€KApCTBEHHbIN npenapat Ans  MeAUUMHCKOro MPUMEHEHUa  npwu
OCYLLIECTBEHUN rOCYAAapCTBEHHON perncrTpaumm B kKayectse opdaHHOro fiekapcTBEHHOIO nNpenapara;

9) HeobGXOAMMOCTb MPUMEHEHUSI YCKOPEHHOW MpoLeaypbl 3KCNepTU3bl NEKapCTBEHHbIX CPeAcTB B
Lensix rocyaapCTBEHHOW perucTpaumm nekapcTBeHHOro npenapara;

10) konuu JOKYMEHTOB, NOATBEPXKAAOLLMX YNaTy rocyaAapCTBEHHOW MOLUMNUHBI:

a) 3a npoBedeHMEe 3KCNepTu3bl AOKYMEHTOB, MNpPeACTaBIieHHbIX ANs OnpefenieHusi BO3MOXHOCTU
paccmaTtpuBaTb JIEKAPCTBEHHBIN Mpenapat Ans  MEOUUMHCKOTO TMPUMEHEHWS Mpu  OCYLLECTBREHUU
rocyaapCTBEHHOM perMcTpauny B Ka4ecTBe 0phaHHOro NIEKapCTBEHHOIO Npenapara;

0) 3a npoBegeHMe IKCMepPTU3bl KayecTBa JIEKApCTBEHHOrO cpeacTBa W 3KCNepTU3bl OTHOLLEHUSA
OXugaemon nonb3bl K BO3MOXHOMY PWUCKY MPUMEHEHUSA NEKapCTBEHHOrO npenapaTta, paspelueHHoro ans
MeauuMHCKOro npumeHennss B Poccuickon ®epepauumn Gonee pABaguatu neT, Mpu  OCYLLECTBEHWU
rocygapCTBEHHOWN perncTpaumm nekapcTBEHHOro npenapaTa;

B) 3a MpoOBedeHME 3KCMepTM3bl KavyecTBa IIE€KAapCTBEHHOIO CPEeACTBa M 3KCMEpPTU3bl OTHOLUEHMS
OXMOAeMOM MNoMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NEeKapCTBEHHOro npenaparta gns MeguuuHCKOro
NPUMEHEHUSA NPU ero rocygapCcTBEHHON perncTpaunu;

r) 3a npoBedeHWe 3KCMepTM3bl KayecTBa fEeKapCTBEHHOro cCpeacTBa W 3KCMepTU3bl OTHOLUEHWUS
OXMOaeMon Mnonb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro npenaparta Ans MeguuuHCKOro
NMPUMEHEHWS, B OTHOLUEHUM KOTOPOro MpOBeAEHbl MEXOYHapOAHble MHOMOLEHTPOBbLIE KIMMHUYECKUE
nuccrefoBaHus, 4acTb M3  KOTOpbIX npoBefgeHa B Poccuiickon ®epepauuun, nNpyv  OCYLLECTBIEHWM
rocyaapCTBEHHOW perucTpaumm nekapCcTBEHHOrO Npenapara;

11) Hanuume cornacusi MpPOU3BOAMTENS JIeKAapCTBEHHOro MpenapaTta, MNpoOu3BOACTBO KOTOPOro
ocyuwlectBnsietcs  3a npegenamu  Poccunckon  depepauuun, Ha  NpoBeOeHUE  MHCMEKTUPOBaHUSA
Npou3BoanNTENs Ha COOTBETCTBUE TpeboBaHMAM NpaBui Hagnexalen Nnpon3BoACTBEHHOW MPAaKTUKY;

12) Hanuume cornacus, NpeayCcMOTPEHHOro YacTblo 18 HacToALEen cTaThy;

13) ykasaHue Buga nekapCTBEHHOro npenapara, NPeacTaBNeHHOro Ha peructpaumio (pedepeHTHbIN
nekapcTBEHHbIN Npenapar, BOCNPOM3BEAEHHbIN NeKkapCTBEHHbIN npenapart, bG1onornyeckmin iekapCcTBEHHbIN
npenapaTt, OuoaHanoroBbin (6MONOAOGHEIN) MnekapCTBeHHbIM npenapaT (buoaHanor), romeonaTU4eckun
neKapCTBEHHbIV Npenapart, NeKapCTBEHHbIM pacTUTENbHbIN Npenapar).

(vacTb 2 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)
3. PernctpauuoHHoe [Jocbe Ha JEKapCTBEHHbIM Mpenapat Ans  MeOUUMHCKOro MpUMeHeHUs
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npepocTasnseTcs B oopme 0OLLEro TEXHNYECKOro JOKYMEHTA.
(4acTb 3 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4. Pasgen AOKyMeHTauum agMMHUCTPATUBHOIO XapakTepa BKIo4aeT B cebsi:

1) 3asBneHWe O roCyJapCTBEHHOW permcTpaumMm JeKapCTBEHHOro npenapaTta Ans MeauuMHCKOro
NMPUMEHEHWS B 9NEKTPOHHOM dhopMe U Ha BymMaHOM HocuTene;

2) KOMMIO [OOKYMEeHTa Ha pyCcCKOM 3blke, 3aBEPEHHOr0 B YCTAHOBMEHHOM Mopsgke W
noaTBepXKAalLWero npaBoOMOYHOCTb 3asBUTENSA NodaBaTb 3asBfeHMe O roCydapCTBEHHOW perncrpauum
nekapcTBEHHOro Npenapara Ans MeauMuUUHCKOro NpUMeHeHNs (JOBEPEHHOCTL);

3) KOMWIO TNUUEH3UM Ha MNPOM3BOACTBO JIEKAPCTBEHHLIX CPEACTB WM KOMUIO  3aK/oYeHust O
COOTBETCTBMM  MPOU3BOAMTENS  NIEKAPCTBEHHbIX  CPeAcTB  TpeboBaHusSIM  npaBun  Hagnexallen
NPOU3BOACTBEHHON MPAKTUKW, BbiAAHHBLIE YMNOMHOMOYEHHbLIM dedepanbHbIM OpraHoM WCMOSTHUTENBHOM
BMactTu, B crny4ae, €cnvM MNpOU3BOACTBO JleKAapCTBEHHOIO npenapaTta ocylecTBnaeTca B Poccuickon
depepauuu;

4) KOnuWIo BbIAAHHOW YNONHOMOYEHHbBIM OPraHOM CTpaHbl NPOVM3BOAUTENS NMULEH3MN Ha MPON3BOACTBO
NeKkapCcTBEHHOIO npenaparta M ee NepeBof Ha PYCCKUM SA3blK, 3aBEPEHHbIE B YCTaHOBIIEHHOM MOpsaKe, U
KOMUIO 3aKMOYEHUS O COOTBETCTBMM MPOU3BOAMTENS JIEKapCTBEHHbIX CpeacTB TpeboBaHUAM npaBus
Haanexallen npoM3BOACTBEHHON MPaKTUKKW, BblAAHHOTO YMNONMHOMOYEHHLIM deaepanbHbiM - OpraHoM
NCMONMHUTENBHOW BNacTu, B Cly4vae, ecnv NpoM3BOACTBO NEKapCTBEHHOrO npenapaTta OCyLecTBnseTcs 3a
npeaenamu Poccuiickon degepauuu;

5) NpOEeKT MHCTPYKUMM MO MEeOULIMHCKOMY MPUMEHEHUIO NeKapCTBEHHOro npenaparta, coaepallewn
crnepylowe ceeaeHus:

a) HaMMeHOBaHWe reKapCTBEHHOro npenapata (MexgyHapodHoe  HenaTeHTOBaHHOoe,  WUnu
rpynnNMpoOBOYHOE, UMM XMMUYECKOE N TOPrOBOE HAaMMEHOBaHWSA);

0) nekapcTBeHHas popMa C yKasaHMEM HaVMEHOBaHWM W KONMYECTBEHHOIO COCTaBa OEWCTBYHOLLMX
BELLECTB M KayeCTBEHHOrO0 COCTaBa BCMOMOraTterbHbIX BELLECTB (Mpv HeobxoouMOCTU KONMYECTBEHHOMO
COCTaBa BCMOMOraTenbHbIX BELLECTB);

B) OMMCaHmne BHELUHEro Buaa nekapCcTBEHHOro npenapara Ansd MeaMuuHCKOro NPUMEHEHNS;

r) m3mKo-xmmMmn4eckne CBONCTBa (4Ns pagmodapMaLeBTUYECKNX NIeKapCTBEHHbIX NpenapaTos);

O) dapmakoTepaneBTUYeckas rpynna, Ko JieKapCTBEHHOro npenapata Ans  MeguUMHCKOro
NPUMEHEHNS MO aHaTOMO-TEPANeBTUYECKO-XMMUYECKOWN Kraccudmkaumm, pekoMmeHgoBaHHOM BcemupHon
opraHusaumen 3apaBooOXpaHeHus, Unn ykasaHve "romeonaTnyeckmin nekapcTBeHHbIN npenapat”;

e) dapmakognHammka n apmakokMHeTMKa (3a UCKMOYEeHNEM apMaKOKMHETUKN roMeonaTUyYeckmx
NeKapCTBEHHLIX NPenapaToB U pacTUTENbHbIX JIEKAPCTBEHHbLIX NPenapaToB);

X) NokasaHus Anst NPUMMEHEHNS;

3) NPOTMBOMNOKa3aHWsA ANA NPUMEHEHUS;

1) Mepbl NPEAOCTOPOXHOCTU NPU MPUMEHEHWUN;

K) YykasaHMe BO3MOXHOCTM W OCODOEHHOCTEN MNPUMEHEHWUs FeKapCTBEHHOIO npenapata Ans
MEeOMLIMHCKOrO NMpUMEHeHMs1 6epeMEHHBIMIN XKEHLLMHAMU, XEHLUMHAMKN B Nepuog, rpyAHOro BCKapMITMBaHWMS,
OEeTbMU, B3POCITbIMW, UMEIOLLMMU XPOHNYECKME 3ab0neBaHuns;

n) pexum [03MpoBaHusl, Cnocobbl BBEAEHUS U MPUMEHEHWs, Mpu HeobxoaumocTn BpeMmsi mpuema
nekapcTBEHHOro npenapaTa 4ns MeauuMHCKOro NpUMeEHeHWs, NPOAOIPKUTENBHOCTD NeYeHus, B TOM Yncne y
JeTen A0 1 nocne ogHoro roaa;

M) BO3MOXHbl€ HeXernaTenbHble peakuMn npu MPUMEHEHWM IeKapCTBEHHOro npenapaTta Ans
MeONLIMHCKOrO NPUMEHEHMS;

H) CMMNTOMbI NEPeao3nPOBKN, MEPbLI NO OKa3aHUIO MOMOLLM NPW NEPEfo3NPOBKE;

0) B3aMMOLEWNCTBUE C APYrMMU NEeKapCTBEHHbLIMM Npenapatamn 1 (Mnv) NULLEBLIMU NPOAYKTaMU;

n) hopMbl BbIMyCka NIEKapPCTBEHHOTO Npenapara;

p) ykasaHue (Mpu HeobxoaMmocT) OocobeHHOCTel [OeWCTBUSI NEeKapCTBEHHOrO Mpenapata Ans
MEeOMLIMHCKOrO MPMMEHEHMS MPU NEPBOM NPUEME UM MPU EF0 OTMEHE;

c) onucaHue (Npy HeobxoaMMocCTn) OencTBuiA Bpada (denbawepa) n (Mnn) naumeHTa npu npornycke
nprvema OHOW UM HECKOMbKMX 403 flekapCTBEHHOro npenapara Ana MeaMLUHCKOro NPUMEHEHUS;

T) BO3MOXHOE BNMsIHWE NIEKAapPCTBEHHOIO npenapaTa Ang MeauuUMHCKOro NpYMEHEeHNst Ha CnocobHOCTb
yNpaBnsTb TPaHCNOPTHLIMK CpeacTBaMU, MEXaHN3MaMMU;

y) CPOK roAHOCTU M yKa3aHue Ha 3anpeT NpMMEeHeHMs NeKapCTBEeHHOro npenapara Ans MeavmuuHCKOro
NPUMEHEHMS1 N0 UCTEYEHUN CPOKaA FOAHOCTY;

@) ycrnoBusa xpaHeHus;

X) yKasaHMe Ha HeobXoOAMMOCTb XpaHEeHUs JeKapCTBEHHOro npenapata Ang  MeauuUHCKOro
NPUMEHEHWS B MecTax, HeQOCTYMNHbIX NS AeTeW;

U) ykasaHue (Mpu HeoOXOAMMOCTU) chneuuanbHbIX Mep NPEeLOCTOPOXHOCTU MPU  YHUYTOXEHUN
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HenCnosb30BaHHbIX JIEKAPCTBEHHbBIX NPENapaToB Afs MEAULMHCKOrO MPUMEHEHMS;

4) yCrnoBwWsi OTMYCKa;

W) HaMMEHOBaHWs W agpeca MNpPOU3BOACTBEHHbIX MNMOWAA0K MPOU3BOAMTENS FEKapCTBEHHOMO
npenapara;

W) HaumeHoBaHWE, afpec oOpraHuMsauuu, YMNONHOMOYEHHOW AepXaTeneMm unu  Bnagenbuem
PErncTpaumMoHHOr0 YAOCTOBEPEHUSI FEKApCTBEHHOrO npenapata Ans MeOWUUHCKOro MNPUMEHEHUst Ha
NPUHATME NPETEH3N OT noTpebutens;

6) MHCTPYKUMIO MO MEOWLMHCKOMY MPUMEHEHMIO UMM KPaTKYH XapaKTepUCTWKY NeKapCTBEHHOro
npenaparta, yTBepXAeHHbIe B CTpaHe NpOU3BOAUTENS;

7) NpOeKTbl MakeToB MEPBUYHON YNAKOBKM M BTOPWYHOWM YNakOBKM NEKapCTBEHHOro npenapara And
MEeONLIMHCKOrO NPUMEHEHMS;

8) NpOoeKT HOpMaTMBHOW JOKYMEHTaLMN NN HOPMATUBHOIO JOKYMEHTa Ha JIEKAapCTBEHHLIN Npenapat
AN MEQULMHCKOIO NPUMEHEHNs1 MO0 yKka3aHue COOTBETCTBYHOLLEN hapMaKkonenHon cTaTby;

9) OOKyMEHT, cogepXawmi uHopmMauuo 0 Hanmumm unum o OTCyTCTBUM (DaKTOB perncrpauun
nekapcTBEHHOrO npenapara A1 MeaMLUMHCKOro NnpumeHeHus 3a npegenamm Poccuiickon ®egepaumy;

10) kOoMMM [OKYMEHTOB, 3aBEpPEHHbIX B YCTAHOBMIEHHOM MOpsAke W noaTBepXgawwmx dakr
perncTpaumMm nekapCTBEHHOrO npenapata B MHOCTPAaHHbIX rOCYyAapcTBax B KavecTBe oOpchaHHOro
nekapCTBEHHOrO Npenapara;

11) nnaH ynpasneHus puckamun ans 6ronornyeckmx nekapcTBeHHbIX npenapaToB NS MeauLMHCKOro
NPUMEHEHMS;

12) pokymeHT O cucTeMe dapmakoHaa3opa pfepxatens unu Briagenbla perucTpaumoHHOro
YOOCTOBEPEHUSI NNEKAapCTBEHHOrO Npenapara;

13) AOKYMEHT, NOATBEPXKOAIOLLMIA KAa4YEeCTBO NEKapCTBEHHOMO NpenapaTta TPeX MPOMBbILIIIEHHbIX CEpUn
(npoTokon aHanu3a unu cepTnduKaT aHanuaa), ogHa Cepus KOTOPOro JOJKHa coBnagaTh C cepuen obpasua
NEeKapCcTBEHHOIO npenapaTta And MeauUMHCKOrO NPUMEHEHWsl, MpeaCcTaBEeHHOr0 Ha roCyAapCTBEHHYHO
permcTpauuio.

(vacTb 4 B pen. PegepanbHoro 3akoHa o1 22.12.2014 N 429-03)

5. Pasgen xumudeckon, dapmaueBTUYECKOM U BrMonormdyeckor OOKYMeHTauun BKIHOYaeT B cebs
OOKYMEHTbI, coaepalume MHdopmMauuio o dhapmaueBTU4eckon cybcTaHumMm 1 nekapCTBEHHOM Mpenaparte
ANst MEAMUMHCKOTO NPUMEHEHUs], MpoLIecce ero NPoM3BOACTBa U MeToAax KOHTPOIs KayecTsa, B TOM Yucre:

1) KON OOKyMEHTa, cogepxallero criedytoLlyo nHpopmMauuio o dapmaueBTU4eckon cybcTaHumum
nnu dpapmaLeBTUYECKUX CyOCTaHLMSAX, BXOAALMX B COCTaB NeKapCTBEHHOIO npenapara:

a) HaumeHoBaHWe hapmaLeBTUHECKON CyOCTaHLUMK, ee CTPYKTypa, o6LMe CBOWCTBA;

6) HavMeHoBaHWe 1 agpec NPoM3BOANTENS;

B) TEXHOMOrusi Mpou3BOACTBa C ONUCaHWEM CTaaui NPOM3BOACTBA U METOAOB KOHTPOMS Ha BCEX
CTagusiX NPON3BOACTBA;

r) onucaHue pa3paboTkn npouecca Npou3BoACTBa;

[) onvcaHue KOHTPOISA KPUTUYECKMX CTaani NPOM3BOACTBA U MPOMEXYTOYHON NPOAYKLNM;

€) AOKyMeHTarlbHoe NOATBepXAeHune (Banugauns) npoLeccoB u (Mnn) NX OLEHKa;

) CBOWCTBA M CTPYKTYpa AENCTBYHOLLNX BELLECTB;

3) XapakTepucTuka npumecen;

1) cneumndukaumsa Ha hapMaLeBTUYECKylo CyGCTaHUmMIoO n ee 060CHOBaHME;

K) aHanuMTMyeckne METOAMKW, UCMONb3yeMble MpU  OCYLLECTBIIEHUM  KOHTPONsS  KavecTBa
dapmaLieBTMYECKON CyDbCTaHLuu;

n) OOoKyMeHTanbHOEe MOoATBEPXAEHWe (Banvaauus) aHanuTUYECKMX MeToaMK, WCMOMb3yeMblX MNpu
OCYLLLECTBIIEHMWN KOHTPOMS KayecTBa chapmaLeBTUYeCKoN cybcTaHLuu;

M) pe3ynbTaTbl aHanusa cepu hapmaLleBTU4eCKon cybcTaHumuy;

H) nepeYeHb CTaHAAPTHbIX 00Opa3sLoB MMM BELLECTB, UCMOMb3yeMbIX MPU OCYLLECTBIIEHUM KOHTPOIS
KayecTBa;

0) onMncaHve xapakTepUCTUK U CBONCTB YNAaKOBOYHbLIX MaTepuasoB U yKyMOPOYHbIX CPEeACTB;

n) AaHHblE O CTabWNbHOCTK hapmaLleBTUYECKON cybcTaHumN;

P) CPOK roOHOCTY;

2) DOKYMEHT, cofepXalumin crieyoline CBe4eHUs O NEKApPCTBEHHOM npenapaTte Ans MeauUMHCKOro
NpUMEHeHMs:

a) onucaHve 1 CocTaB NekapCTBEHHOro npenapaTa Ansg MeauLMHCKOro NpUMEHEHUS;

©) onuncaHne capmaLieBTMyeckon paspaboTkm (0bocHoBaHMe BbiIGOpa cocTaBa, NEPBUYHON YNAKOBKU U
WHOrO);

B) TeXHONorusi NpousBOACTBA C OMNMCaHWeM CTagui MPoOM3BOACTBA M METOAOB KOHTPOMsS Ha BCEX
CTagusix NPON3BOACTBA;
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r) on“caHne KOHTPOIS KPUTUYECKMX CTaaui NpoLiecca NPOM3BOACTBA M MPOMEXYTOYHOM NPOAYKLUNN;

4) HaMMeHOBaHWEe M agpec MecTa OCYLLUEeCTBMEHUS MPOW3BOACTBA flekapCTBEHHOro nmpenaparta anis
MEOMLMHCKOrO MNpUMEHeHNst (B Crnyvyae Hannyuus HECKOMbKMX YYaCTHWKOB Mpouecca Mnpou3BoACTBa
HeobX0AMMO yKa3aTb KaXXAoro u3 Hux);

€) hapmaueBTNYECKAS COBMECTUMOCTb;

) MUKpOBMONOrMYecKkne xapakTepuUCTUKY;

3) MaTepuanbHbIi 6anaHc ans NpovM3BOACTBa Cepun roTOBOrO NPOAYKTa;

1) onucaHne XapakTepuUcTMK 1 CBOMCTB YNaKOBOYHbIX MaTepmnarnoB U YKYNOPOYHbIX CPEACTB;

K) JOKyMeHTanbHoe noaTeepxaeHne (Banuaawums) npoLeccoB NPon3BoaCcTBa U (UNN) NX OLIEHKA,;

n) TpeboBaHMs K Ka4yecTBy BCMoMoraTemnbHbIX BeLecTB (cepTudukat, cneumndukaums Ha
BCMoMoraTerbHble BELLECTBA U NX 0OOCHOBAHWE);

M) aHanuMTU4eckne MEeTOOMKW, WUCMOMb3yeMble MNPU  OCYLLUECTBIIEHUM  KOHTPOMs  KavecTBa
BCMOMOraTenbHbIX BELLECTB;

H) AOKyMEeHTanbHOe MNOATBEpPXAeHWe (Banugauusi) aHanuMTUYeCcKMX MEeTOAMK, WCMOMb3yeMbIX MNpwu
OCYLLECTBIIEHNM KOHTPOSI KAYeCTBa BCMOMOraTeNbHbIX BELLECTB;

0) wuHdopmaums 06 MCMOoNb30BaHWM BCMOMOraTeNbHbIX BELLECTB YEroBEeYeCKOr0 W >KUBOTHOMO
NPOVCXOXOEHNS;

n) uHcopmaums 06 NCNONb30BaHNM HOBbLIX BCOMOraTenbHbIX BELLECTB;

p) TpeboBaHMs K Ka4eCTBY fieKapCTBEHHOMO npenapaTta Ans MeauLMHCKOro npuMeHeHus (ceptudukar,
crneumdukaLns Ha nekapcTBEHHbIN Npenapat U ux obocHoBaHue);

C) aHanuTuyeckme METOAMKM, UCNOoNb3yeMble NPW  OCYLLECTBMEHUMM KOHTPOMs  KavecTea
nekapCcTBEHHOro npenapaTa Ans MeguuuHCKOro NpUMeHeHus;

T) OOKyMeHTanbHOe MOATBEpXAeHVe (Banugaunsi) aHanMTUYeCcKMX MEeTOAMK, MCMONb3yeMblX Mpu
OCYLLECTBIEHNM KOHTPOMSI KAYeCTBa NIeKapCTBEHHOIO Npenapara AN MeaMUUHCKOro NPUMEHEHHNS;

y) pesynbTaThl aHanM30B CEpPU NiekapCcTBEHHOMO Npenapara 419 MeALUHCKOro NPUMEHEHUS;

&) XxapakTepucTuka NpuMecen;

X) MnepeyeHb CTaHOApTHbIX 00pasLoB, WUCMOMb3yEMbIX MPW OCYLLECTBIIEHUN KOHTPONA KayecTBa
nekapcTBEHHOro npenapara ans MeamuuHCKOro NpUMEHEHNS;

L) AaHHbIE O CTAabUNBHOCTM NIEKAaPCTBEHHOIO NpenapaTa aAng MeauumMHCKOro NpUMeHeHs.

(vacTb 5 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6. Pasgen dapmakonormyeckon, TOKCUKONOrMYECKON AOKyMEeHTauuu BKMAYaeT B cebA oTyeTbl O
pesynbTatax OOKMUMHUYECKUX UCCNeaoBaHUN NekapCTBEHHOMO cpeacTsa AN MeOUUUHCKOrO NPUMEHEHUs, B
TOM yucrne:

1) oTyeT 0 apmakognHaMNYECKUX CCneaoBaHUsX;

2) oT4eT 0 hapMaKOKUHETUYECKMX UCCIEOOBaHUSIX;

3) OT4ET O TOKCMKONMOMMYECKNX NCCIeoBaHUsAX.

(4acTb 6 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

7. Pasgen KIMHWYECKOW [OOKYMEHTauuu BKIHOYaeT B cebsi OT4eTbl O pesynbTaTtax KIMHUYECKUX
nccregoBaHui NIeKapCTBEHHOIO nNpenapaTa Ans MeaUUMHCKOTO NPUMEHEHMS, B TOM YuUCrie:

1) otyetbl 00 wnccnegoBaHMsiXx OGUOOOCTYNMHOCTM U OMOSKBUBANEHTHOCTW, UCCNEOOBAHUSX,
yCTaHaBNMBAKOLWNX KOPPENALMIO pe3ynbTaToB, NONMyYEHHbIX B YCIOBUAX in Vitro 1 in vivo;

2) oTYeTbl 0 (hapMaKOKMHETUYECKMX UCCIeN0BaHUSX;

3) oTyeThbl 0 (hapMakogUHAMUYECKUX NCCIEeL0BaHMSX;

4) oTYeThbl O KNMHUYECKUX UccneaoBaHuax adeKkTMBHOCTU U 6e3onacHoCTy;

5) oTyeT 0 NOCTPErNCTpaLMOHHOM ONbITE NPUMEHEHNS (NMPY HanU4Yun).

(vacTb 7 BBegeHa denepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-03)

8. TpeboBaHusa k 06beMy MHpOpMaLUK, NPEOOCTABIISAEMON B COCTaBe PErmMcTpaLMoHHOro AOCbe, AN
OTHAENbHbIX BWAOB JIEKAPCTBEHHBIX MpenapaTtoB AN MeOULMHCKOrO MNPUMEHEHUS YCTaHaBNMBaKTCA
YMOSTHOMOYEHHBIM doefeparibHbIM OpraHoOM UCMOMHUTENBHOW BMACTHU.

(4acTb 8 BBeaeHa PepnepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

9. B OTHOWEHUN JEeKapCTBEHHbIX MpPenapaToB, paspelleHHbIX AMs MEAMLUHCKOrO MpUMMEHEHWs B
Poccunckon ®depepaumm Gonee pgpaguatyu neT (3a  WCKOYEHWEM OUONOrMYEcKMX JeKapCTBEHHbIX
npenapaToB), OOMyCKaeTCA BK/OYEHME B COCTaB pasgena apmakoriormyeckonm, TOKCUKOMOrMyecKkom
OOKYMEHTauMmM W pasgerna KIMHUYEeCKOM [OOKYMEeHTauMM BMECTO OTyeTa paspaboTtumka O pesynbrarax
COOCTBEHHbIX AOKMMHUYECKUX WCCREeOOBaHWA JeKapCTBEHHbIX CPEeACTB U KIMHUYECKMX MCCnegoBaHun
NeKapCTBEHHbIX MnpenapaToB ANs MeAULMHCKOro npuMeHeHnst ob3opa Hay4yHbIX paboT o pesynbratax
OOKMNUHMYECKUX WUCCNEedOBaHUMA  NeKapCTBEHHbIX CPEeACTB U KMMHUYECKUX UCCRefoBaHUM  OaHHbIX
neKapCTBEHHbIX NpenapaToB, B TOM YXCIE BKOYasa OMbIT UX NOCTPErNCTPaLMOHHOIO NPUMEHEHUS.

(vacTb 9 BBeeHa PenepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)
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10. Tpw rocygapCTBEHHOW perMcTpaumMmM BOCMPOM3BEOEHHbIX FEKApCTBEHHbLIX MpenapaToB Anis
MEOVLWHCKOTO MPUMEHEHUsT OOMycKaeTcsi BKIOYEHMe B COCTaB pasgena  dapMakoriormyeckon,
TOKCUKOJIOIMYECKON AOKYMEHTaUUN U pasgena KNMHUYECKON AOKYMEHTauun BMeCTo oTyeTa paspaboTymka o
pes3ynbTatax COOCTBEHHbIX AOKITMHUYECKUX UCCIefOBaHUIN NEKAPCTBEHHbBIX CPeACTB 0630pa Hay4HbIX paboT
0 pesynbTaTax LOKITMHUYECKMX NCCrefoBaHW pedepeHTHOro NeKapCTBEHHOroO npenapara u NnpeacraBneHne
BMECTO KIMHUYECKUX WCCRefoBaHMM B MOMHOM OObeMe, YCTaHOBMEHHOM pPas3genioM  KIMHUYECKOW
OOKyMeHTaumMm, oT4yeTa O pe3ynbratax WccrnegoBaHui  BGUOSKBMBANEHTHOCTW  BOCMPOU3BEOEHHOIrO
neKkapCTBEHHOro npenapata Ang MeauLMHCKOro npumeHeHusi. He Tpebyetcsa npeacrtaBneHne otyeTa o
pesynbTatax uccrenoBaHuin OMOSKBMBANEHTHOCTM BOCMPOU3BEAEHHOrO FIEKApPCTBEHHOrO npenapaTta Ans
MEOULMNHCKOTO MPUMEHEHUS, €CN PermcTpupyroTCs BOCMPOU3BELAEHHbIE NEeKapCTBEHHbIe npenapaTbl Ans
MeOULMHCKOrO NPUMEHEHUS], KOTOpbIE:

1) npegHasHayeHbl ANs MapeHTepanbHOro (MOAKOXHOTO, BHYTPUMMbILEYHOMO, BHYTPMBEHHOIO,
BHYTPUIMA3HOIO, BHYTPUMOSIOCTHOIO, BHYTPUCYCTaBHOIO, BHYTPUKOPOHAPHOr0) BBEAEHWUS U NPEACTaBnsioT
coboi BogHble pacTBOpbI;

2) npeacTaBnAlT cobor pacTBOpbl AN NepopanbHOro NPUMEHEHNS;

3) npounsBeaeHbl B opMe NOPOLLKOB Ui NMnodunim3aToB Asi NPUrOTOBMNEHUS paCTBOPOB;

4) aBnaloTCA rasamu;

5) ABRAKOTCA YWHLIMW WUAWN TNasHbIMU NEKAPCTBEHHLIMW MpenapatamMu, NpousBeneHHbiMn B hopme
BOHbIX pacTBOpPOB;

6) NnpeaHa3HaYeHbl AN MECTHOrO NPUMEHEHNST U NPUTOTOBNEHbI B (hOpMe BOAHbLIX PACTBOPOB;

7) npenctaBnsitoT cobolr BOAHble pacTBOpbl AMS UCMONb30BaHUSA B hopMe WHransiumii ¢ NoMoLLbo
HeOynansepa UM B Ka4eCTBE Ha3arnbHbIX CNPeeB, MPUMEHSIEMbIX C MOMOLLbIO CXOAHbLIX YCTPOWCTB.

(vactb 10 BBegeHa PenepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

11. Onsa cnyyaes, yka3aHHbIX B NyHkTax 1 - 3, 5 - 7 yactu 10 HacTosiLen cTaTby, BOCNPOU3BEAEHHbIN
NeKapCTBEHHbIV Npenapart Ans MeauumHCKOro NpUMeHeHns A0MMKEH codepkaTb Takme e BCromoraTtesibHble
BELlEeCTBA B TaKMX e KONM4ecTBax, Kak M pedepeHTHbI NeKapCTBEHHbI npenapar. Ecnv cocTaBbl
BCMOMOraTerbHbIX BELLECTB pasfMyalTcs, 3asBUTENb OOIDKEH MpeacTaBUTb AOKasaTenbcTBa TOro, 4TO
ncnonb3yemMble B AaHHbIX KOHLEHTPaLUMsiX BCoMoraTerbHble BELLECTBA He BNUSAOT Ha 6e30macHOCTb U (1nn)
3(pPeKTUBHOCTL NEKAPCTBEHHOIO NpenapaTa ans MeguLMHCKOro npumeHeHus. B cnydae, ecnu 3asButens
He MOXEeT NpeacTaBuUTb Takne gokasaTenbCTBa M (MnM) He MMEET AO0CTyna K COOTBETCTBYHOLUMM AaHHbLIM, OH
OOIMKEH MPOBECTU COOTBETCTBYHOLLME MCCNeaoBaHUs OMs A0oKa3aTenbCTBa OTCYTCTBUSA BRMSHUA pasHbIX
BCMOMOraTernbHbIX BELLECTB UMM BCNOMOraternbHbIX YCTPOUCTB Ha 6e3onacHocTb U (unu) adppekTUBHOCTb
neKkapCcTBEHHOro npenapara Ansg MeguuUHCKOro NpMMeHeHUs B Nopsifke, yCTaHOBNEHHOM YNONHOMOYEHHbIM
denepanbHbIM OpraHOM UCMOMHUTENBLHON BRacTu.

(vacTb 11 BBegeHa PefepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

12. Tpu rocyoapCTBEHHOW perucTpaumm KOMOWHAUMI paHee 3aperMcTpUpOBaHHbIX JEKAapCTBEHHbIX
npenapaToB Ofi  MEOWUMHCKOrO MNPUMMEHEHWs  [OOMycKaeTca  BKIOYEHME B COCTaB  pasgena
hapMaKoforM4eckom, TOKCUKOSOTMYECKON OOKYMEHTaUuM n pasgerna KIMMHUYEeCKON OOKyMeHTauun BMECTO
oT4eTa pa3paboTymka o pesyrbratax COOCTBEHHbLIX OOKITMHUYECKMX UCCNEOOBAHNIA NIEKapCTBEHHbIX CPEACTB
0030pa HayyHbIx paboT O pesynbraTtax AOKIMHUYECKUX MWCCNeaoBaHUN pedepeHTHbIX JeKapCTBEHHbIX
npenapaToB, BXOASALWMX B COCTaB KOMOWHAUMWM FNEKapCTBEHHbIX npenapatoB, U 06 OTCYTCTBUM WX
B3aMMOAENCTBUSA B OQHOWN NeKapCTBEHHOM chopMme.

(vacTb 12 BBegeHa PenepanbHbiM 3akOHOM OT 22.12.2014 N 429-$3)

13. Ha akcneptnsy pasnuyHbIX NekapcTBeHHbIX OpM OLHOMO M TOrO Xe feKkapCTBEHHOro npenapaTta
Ons MeOMUMHCKOro NpUMEHEHUS 3asiBUTENb MNpeacTaBnsieT oTAenbHble 3asBfeHUs U perncTpaumoHHbIe
JOCbe Ha Kaxayk rnekapcTBeHHyk ¢opmy. [Mpu ycnoBurM OAHOBPEMEHHOW MOAaYM Ha 3KCNEepTU3y OOHOW
NeKapCcTBEHHOW (POPMbl C PasNUYHbIMU OO3UPOBKOW, KOHLEHTpauuen, o6bemMoM 3asiBUTENb NpeacTaBnsaeT
OfHO 3asiBNEHWE W PErMCTPALMOHHOE AOCbEe C MPUIIOKEHMEM MAaKETOB YMAKOBOK HAa KaXayl O03MPOBKY,
Ka)KOyl KOHLIEHTPaLMIO, KaXObIi 0ObeM 1 KaXkaoe KOnM4ecTBO 403 B YNaKOBKE.

(vacTb 13 BBegeHa PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

14. Tlpn rocygapCTBEHHOM pernctpaumm opdgaHHOro fieKapCTBEHHOro npenapaTta  3asiBUTesNb
npeacraenseT nHdopMaumo, Heobxogmumyo ana OpMUPOBaHUSA pasdena KIMHUYECKON OOKYMeHTauuu, B
obbeme, yCTaHOBMEHHOM YNOSTHOMOYEHHbIM dheaeparnbHbIM OPraHOM UCMONTHUTENBHOW BMNACTMU.

(vacTb 14 BBegeHa PenepanbHbiM 3akOHOM OT 22.12.2014 N 429-$3)

15. MNpu pernctpaumm GUONOrMYECKoro NekapCTBEHHOro npenapara, Nofly4eHHoro 13 KpoBW, nnasmbl
KpOBUW 4YernoBeka, B COCTaBe PErmcTpaumoHHOro A0Cbe Ha NEeKapCTBEHHbIM npenapart Ans MeauuMHCKOro
NPUMEHeHUs1 OOMKHbI OblTb NpeacTaBneHbl A0MNONHUTENBHO:

1) B pasgene AOKYMeEHTaL MM agMUHUCTPATMBHOIO XxapakTepa OOKYMEHT, coaepallunin uHpopmaumo o
cybbekTax obpalleHus LOHOPCKOW KpOBU U (M) ee KOMMOHEHTOB, O TOM, rge Obina ocyllecTBrneHa
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goHauusa (kpoBu M (unn) nna3mbl KPoOBM), a Takke [daHHble 00 WHMEKUMOHHbLIX 3aboneBaHusix,
nepefarwLmnxcsa napeHTepanbHbIM NyTeM, MHopMaunsi 0 cydbekTax obpalleHmst AOHOPCKOW KPOBU U (MIn)
€€ KOMIMOHEHTOB, B OTHOLUEHUW KOTOPbIX OCYLLECTBIIAETCA KOHTPONb [OOHOPCKOW KPOBW MK (uMrun) ee
KOMMOHEHTOB;

2) B pasgene XxmmMun4eckon, hapmaueBTM4ecKkon 1 BMonormyeckon AokyMeHTaumm:

a) kputepum 1 cnocobbl oTbopa, TPAHCMOPTMPOBAHWUS U XpaHEeHWs OOHOPCKOW KpoBU WM (unn) ee
KOMTMOHEHTOB;

©) pesynbTaTtbl MCCnegoBaHUM OTOOPAHHbBIX LOHOPCKOW KPOBM U (MNKU) nnasmbl KPOBM WM MNYNOB Ha
Hanuune BO3byaMTeENnen MHAEKUUIA, BKMOYas MHdopMaLmio 06 UCNonb3oBaHHLIX METOAUKAX UCCrneqoBaHU
W B Cnyyae MuccnegoBaHUs nMynoB MfasMbl KPOBWU pesynbTaTbl AOKYMEHTaNbHOro MOATBEpPXAEeHUs
(Banuaaummn) Mcnonb30BaHHbIX METOANK;

B) TEXHMYECKME XapaKTEPUCTMKM YNakoBKW Ans OoTOopa AOHOPCKOM KPOBU M (UNK) Mnas3mbl KPOBM,
BKITHOYasA MHpopMauuio 06 MCNOMb30BaHHbIX PacTBOpaxX aHTUKOArynsHTOB.

(vacTb 15 BBegeHa PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

16. KnunHuyeckue wvccnegoBaHWsl NEKapCTBEHHOro npenapata And MeOUUMHCKOTO MPUMMEHEHMsT B
Luensix ero rocydapCTBEHHOW peructpauum nposogatca B Poccuiickon ®depgepaumm B nopsiake,
yCTaHOBNeHHOM cTatbamu 38 - 44 Hactosdwero ®egepancHoro 3akoHa. OTyeT O MpoOBedEeHHbIX
nccrnegoBaHMaX BKIKOYAETCA B COCTaB pasgernia KNMHMYECKOW OOKYMEeHTauuu permcTpaumMoHHOro Oocbe Ha
NeKapCTBEHHbIM npenapat Ans MeOMLMHCKOro npuMeHeHus. [Ina nekapCTBeHHbIX npenapatoB AN
MEOULWHCKOTO  MPUMEHEHUs,, B OTHOLUEHUU KOTOPbIX B pe3ynbTate 3KCMepTU3bl  JOKYMEHTOB,
NpeacTaBrieHHbIX AONA  onpeferneHns BO3MOXHOCTM paccMaTpuBaTb feKapCTBEHHbIM npenapaTt  Ans
MEOULMHCKOTO MPUMEHEHUs1 B KayecTBe OpdlaHHOro nekapCcTBEHHOro npenapaTa, Takas BO3MOXHOCTb
Npu3HaHa N B OTHOLUEHMUN KOTOPbIX NPOBEAEHbI KITMHUYECKME NCCNEeOOBaHMS, BbINOIHEHHbIE 32 NpegenamMmu
Poccunckon ®egepaumm B COOTBETCTBUN C NMpaBuiamMmn Haanexatllen nabopatopHon NpakTUkM 1 npaBunamm
Haanexauwlen KIMHWYECKON MpaKTUKW, [JOMycKaeTcs BKMYEHME B COCTaB pasfgerna  KIMHUYECKON
OOKYMEHTaLMn BMECTO OT4YeTa O pesynbTatax KIMHUYECKMX UCCregoBaHuiA NIeKapCTBEHHOrO npenapara Ans
MEeOMLIMHCKOrO NMpUMMEHEHMs1, MpoBeaeHHbIX B Poccuiickon ®eagepaumm, otyeTa 0 pesyrnbTaTax KIMHUYECKNX
nccneaoBaHni, BbIMOMHEHHbIX 3a npepenamu Poccuickon ®epepaumn.

(vacTb 16 BBegeHa PenepanbHbiM 3akOHOM OT 22.12.2014 N 429-93)

17. 3asBuTenb BMpaBe NpPeacTaBUTb MO COOBCTBEHHOW WHMUMATMBE BMECTe C 3asiBlIEHWEM O
rocygapCTBEHHON perncTpaumm nekapCcTBEHHOro npenapaTta ansg MeguuuHCKOro NpUMEHEHUs AOKYMEHThI,
noAaTBepXaawllime ynnaty rocygapCTBEHHOW MNOLWMMHLI U yKa3aHHble B nyHkTe 10 yactm 2 HacTosewn
ctatbM. B cnyyae wx HenpeactaBneHUs COOTBETCTBYHOLUMA YNOMHOMOYEHHbLIN beaepanbHbid  opraH
WCNONHUTENBHOM BNAacTu NpoBepsieT hakT ynnaTtbl roCyAapCTBEHHOW MOLWWMMHBLI 3asiBUTENeM NnocpeacTBoM
ncnonb3oBaHus nHdopMauumn ob ynnaTte rocygapCTBEHHOW MOLUNMHBI, cogepxallenca B FocyaapcTBEHHOM
WHOPMALIMOHHOM CUCTEME O TOCYAAPCTBEHHbIX W  MyHWUMNANbHbIX MraTexax, Ha OCHOBaHWM
npeacTaBreHHbIX 3asBUTENEM KOMWI JOKYMEHTOB, MOATBEPXKAAIOLLMX YNaTy rocygapCTBEHHON MOLUMWHBI.
(vacTb 17 BBegeHa PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

18. He ponyckaeTcs WCNoONb3oBaHME B KOMMEPYECKMX Lensax WHgopmaumm o pesynbTatax
OOKIUHNYECKMX WUCCNEAOBaHUN NEKAPCTBEHHbIX CPeACTB M KIMHUYECKUX WCCReOOoBaHWMA NeKapCTBEHHbIX
npenapaTtoB And MeOULMHCKOrO MNPUMEHEHWs, MpPeacTaBlNeHHON 3asBuTeneM ANns rocygapCTBEHHOM
permcTpaumm nekapcTBeHHOro npenapara, 6e3 ero cornacvs B Te4eHMe WeCTu MeT C AaTbl FoCyAapCTBEHHOM
perncrtpaumm pedepeHTHOro nekapcTBeHHOro npenapara B Poccuiickon ®epepauun.

(vacTb 18 BBegeHa PenepanbHbiM 3akOHOM OT 22.12.2014 N 429-$3)

19. [OepxaTenb nnu Bragenel, perucTpaLMoHHOrO YOOCTOBEPEHUST NeKapCTBEHHOro npenapaTta Ha
BGUOTEXHONMOMMYECKNA NN OpdaHHbIA NIEKAPCTBEHHLIN NpenapaTt 06s13aH NpefocTaBnsATb HA BO3ME34HOW
ocHoBe 00pa3upbl peepeHTHOro NeKapCTBEHHOMO NpenapaTa 3asiBUTENAM AN NPOBEAEHUS KIMHUYECKNX
nccrnegoBanuii. CToMmocTb 0bpasLua pedepeHTHOro NIeKapCTBEHHOIO NMpenapara, BKMHYEHHOMO B NepeyeHb
XKW3HEHHO HEOOXOAMMbIX W BaXHEMWWMX FeKapCTBEHHbIX MpenapaTtoB, He [OofkKHa npeBblwaTh
3aperMcTpUpOBaHHYI0 NpeadernbHy OTNYCKHYO LUEHY Ha pedepeHTHbI NIEKapCTBEHHBIN Npenapart Unn LeHy
Ha NeKapCTBEHHbIV Npenapar B CTpaHe NPOV3BOAUTENS.

(vyacTtb 19 BBeaeHa PepeparnbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

20. 3asBneHne O rocygapCTBEHHOW perncrpauum BOCMPOU3BEAEHHOrO fiekapCTBEHHOro npenapata
Ons MeOMUMHCKOro MNpUMEHEHUst MOXeT OblTb NogaHO B YNOMHOMOYEHHbIM  dhedeparnbHbIi  OpraH
WCNONHUTENBHOM BriacTu, OCYLLECTBASOLLMIA FOCYAapCTBEHHYIO perncTpauunio nekapCTBEHHbIX NpenapaTos,
Mo MCTEYEHMM YeTbipex NeT C AaTbl roCygapCTBEHHOW perucrtpaumMm pedepeHTHOro nekapcTBEHHOro
npenaparta B Poccunckon degepaumn.

(vacTb 20 BBegeHa PenepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)
21. 3asBneHne o rocygapCTBEHHOW perncTpauumn duoaHanoroBoro (6uonogobHOro) nekapcTBEHHOro
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npenapaTa (buoaHanora) MoXeT ObITb MO4AHO B YNONHOMOYEHHbIN dheaeparnbHbli OpraH MCNONHUTENBHON
BMAcTW, OCYLLECTBMASIOWMA rOCyAapCTBEHHYIO PErMcTpauuMio JNIeKapCTBEHHbIX MpenapaTtoB, MO WUCTEYEeHUU
Tpex neTt ¢ Aatbl rocygapCTBEHHOW pernctpaunm pedepeHTHOro nekapcTBeHHOro npenapara B Poccuickom
depnepauun.

(vacTb 21 BBegeHa PenepanbHbiM 3akOHOM OT 22.12.2014 N 429-93)

22. [epxaTene wnuM Briagernel, perucTtpauuoHHOro YAOCTOBEPEHMSI FEKapCTBEHHOro npenapata
npeacTaBnsdeT B YMNONMHOMOYEHHbIN beaeparnbHbli OpraH MWCMONHUTENbHOW BRacTu, OCYLLECTBNSAOLNA
YHKLMN MO KOHTPOMO U Haas3opy B cdepe 3apaBoOXpaHeHus, OTYeT no pesynbTatam hapmakoHagsopa
OAMH pa3 B LWeCTb MecsAueB B TedeHue OBYX JieT nocne rocyqapCTBEHHOW perncrpaummn nekapcTBEHHOro
npenapata B Poccuiickon ®egepauun, exxerogHo B TeYeHNe NocneayroLwmx Tpex neT u B AanbHenwem oavH
pas3 B NATb NET.

(yactb 22 BBegeHa PegepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

Ctatbss 19. lNpuHATME pelleHnst O Bblgaye 3KCMEePTHOMY YYPEXOEeHW0 3adaHus Ha NpoBedeHue
3KCMEepTU3bl JIEKaPCTBEHHOMO CPEACTBa

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. B TeueHune gecsatn paboumx gHEn CO OHA MPUHATUS 3asBMnEHUst O rOCyAapCTBEHHOW perucrpauun
neKkapCTBEHHOro npenapaTta COOTBETCTBYIOLLMIA YNONHOMOYEHHbI doefepanbHbli opraH MCNOMHUTENBHON
BNacTy MNpoBOAWUT MPOBEPKY MOMHOTbI, JOCTOBEPHOCTM WU MPaBUNBLHOCTU O(OpMNEHUs npeacTaBneHHbIX
OOKYMEHTOB PerncTpaumMoHHOro A0Cbe Ha NeKapCTBEHHbIM npenapaTt M MpuUHUMaeT pelleHve O Bblaade
3aJaHnsa Ha NpoBeaeHUE:

1) akcnepTM3bl [OKYMEHTOB, MpPeACTaBIEHHbIX ANs OonpefeneHns BO3MOXHOCTM paccmatpuBatb
NeKapcTBEHHbIN npenapat Ans MEOUUMHCKOTO MNPUMEHEHUS MNpu  OCYLLECTBMEHUM TFOCYOapCTBEHHON
permcTpaumm B kayectse opaHHOro fiekapCTBEHHOro Npenapara;

2) aKcnepTu3bl NTEKapCTBEHHOIO CPEACTBA B YaCTW 3KCMEPTU3bl KayecTBa NeKapCTBEHHOIO CPeACcTBa U
9KCMEepTM3bl OTHOLUEHUS OXMOAEMOW MOSb3bl K BO3MOXHOMY PUCKY NMPUMEHEHWs] MeKapCTBEHHOMO npenapara
ONS MEOULUHCKOrO NPUMEHEHNS;

3) aKcnepTu3bl NeKapCTBEHHOrO CPEACTBA B YAaCTW 3KCMEepPTU3bl kavyecTBa NeKapCTBEHHOIO CPeacTBa U
3KCMNEepPTU3bl OTHOLLIEHMS OXXNOAEMOMN NOSb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS NeKapCTBEHHOIO npenapaTa
ONs MeOMLMHCKOro NpUMEHEHUs B NOPsiike YCKOPEHHON npoueaypbl 9KCNepTU3bl NeKapCTBEHHbIX CPEACTB B
COOTBETCTBUMN CO cTaTben 26 HacTosilero enepanbHOro 3akoHa;

4) 3KCnepTU3bl NEeKapCTBEHHOTO CcpeacTBa B OTHOLEHWM JieKapCTBEHHOro npenapata Aans
BETEPUHAPHOIrO NPUMEHEHMUS.

2. YNonHOMouYeHHbIN befeparnbHbli OpraH WMCMOMHUTENbHOW BriacTW yBeLOMMSET B 3NIeKTPOHHON
dopmMe unm Ha BymakHOM HocuTene 3asiBUTENS U 3KCMEPTHOE YYpEXOeHNe O NPUHATOM PELLEHUN O Bblaaye
3agaHMiA Ha NpOBedEeHME 3KCMepTu3, MpedyCMOTPEHHbIX YacTbio 1 HacTodAwew cratbW, U B cry4vae
HeobxoaMMOCTM O Bblgade paspelleHusi Ha BBO3 B Poccuiickyto degepaumio KOHKPETHOW MapTuK, Cepum
3aperucTpupoBaHHbIX U (MNN) HE3aperMcTPUpPOBaHHbIX NEKapCTBEHHbIX cpeactB unm o6 oTkase B
NpoBeaeHNN NPegyCMOTPEHHbIX SKCMEePTU3 C yKazaHMeM NPUYMH Takoro oTkasa.

3. B cnyyae BbIsIBNeHUA OTCYTCTBMS WAM HEOOCTOBEPHOCTM WHOpMauuW, coaepxallencs B
npeacTaBreHHbIX 3asBUTENeM [OKyMeHTax, YMNONMHOMOYEHHbIN dedepanbHbli opraH WCMONHUTENbHOW
BMacTW HampaBnseT 3asBuTento 3anpoc o6 yTo4YHeHuW 3To wuHGopMauun (ganee - 3anpoc
YMOSIHOMOYEHHOrO hbefepanbHOro opraHa WCMOMHUTENBHOW BriacTu), KOTOPbIA MOXEeT ObiTb nepefaH
YNOMHOMOYEHHOMY MNpeAcTaBUTENO 3asaBUTENs MWYHO MO PACnMUCKy, HampasreH Mno fnoyTe 3aKa3HbIM
NMCbMOM WX NepefaH B 3NEKTPOHHOW (hopMe MO TeneKOMMYHMKAUMOHHBIM KaHanaM cBsisn. B cnydvae
HanpaBreHus 3anpoca YMoSHOMOYEHHOro defepanbHOro opraHa WCMOSMHWUTENbHOW BRacTu Mo MnoyTe
3aKa3HbIM MMCbMOM OH CYMTaEeTCst MOSTyYEHHbIM MO UCTEYEHWUM LLIECTU OHEW C AaTbl HanpaBlieHMs 3aKa3Horo
nicbma.

4. 3aaBuTtenb o6s3aH NpeacTaBUMTb OTBET Ha 3anpoc YMNOMHOMOYEHHOro dyedeparnbHOro opraHa
WCMONMHUTENBHOW BrlacTu B CPOK, HE MpeBbilLaoLLni AeBsHOCTa pabounx gHer co aHs ero nonyyeHus. Cpok,
yKasaHHbIM B YacTu 1 HacTosiwen ctaTby, NPUOCTaHaBNNBAETCA CO OHA HanpasneHWus 3asBUTENIO 3anpoca
YMONMHOMOYEHHOro  begeparnbHOro  opraHa  MWCMOMHWTENbHOW BAActu A0  AHA  MNOMNYyYeHUs UM
COOTBETCTBYIOLLEro OTBETa.

5. OcHoBaHveM [Afis OoTKasa B OpraHu3auumu 3aKCnepTus, NpeayCMOTPEHHbIX YacTbio 1 HacTosLen
cTaTbM, SBNAETCA MpeAcTaBreHne HeobxoauMbiX ANd  NpoBeAeHUs NPeayCMOTPEHHbIX  3KCnepTus
OOKYMEHTOB B HEMOSIHOM OObeme Wnu HenpeacTaBlieHue 3asiBUTENEM B YCTAHOBJIEHHbIA CPOK OTBETA Ha
3anpoc YMNorHOMOYEHHOrO dhefeparnbHOro opraHa MWCMONHUTENbLHOW BriacTW, a Takke npeacTaBrneHne
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OOKYMEHTOB, HE coaepXXalnx ncyepnbiBarowWero nepe4Hd HeobX0oaMMbIX CBEAEHUN.

Ctatbs 20. Okcneptusa [OKYMEHTOB, MPEACTaBMEHHbIX AN OMPEeAErieHns  BO3MOXHOCTU
paccmaTpuBaTb JIeKapCTBEHHbINM npenapat afs MeAMUMHCKOrO MPUMEHEHUsI Mpu  OCYLLECTBIEHUN
rocyaapCTBEHHOMN perncTpaummn B Ka4yecTse opdaHHOro NekapcTBeHHOro npenapara

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. 3kcneptmsa [OKYMEHTOB, MNpedcTaBfeHHbIX Ans onpefeneHns BO3MOXHOCTU paccMmaTtpusaTh
nekapcTBeHHbIN npenapaTt Ansg MeAUUMHCKOrO MPUMEHEHUS MNpu  OCYLLECTBEHUW TrOCyAapCTBEHHON
pernctpaumMm B kavecTBe OpgaHHOro neKapCTBEHHOro npenapara, COCTaBfieHMe KOMWMCCUEWN 3IKCNepToB
3aKMIOYEHUA O BO3MOXHOCTM WM  HEBO3MOXHOCTW paccMaTpuBaTb fleKapCTBEHHbI npenapat Ans
MEAMLMHCKOrO MPUMEHEHUS NPW OCYLLUECTBNEHUN FOCYAapCTBEHHOW perucTpauum B KadecTBe opdaHHOro
rfiekapCTBEHHOrO npenapara U HanpaeneHWe AaHHOIO 3aKIYeHns B YNONHOMOYEHHbIN heaepanbHbIn opraH
NCMOMNHUTENbHON BacTu OCYLLECTBAAIOTCA B CPOK, He MNpeBblliamowmi Tpyauatn pabodmx gHewW co AHsA
MONyYeHNs IKCNEPTHBIM ydpexaeHneM 3agaHns YNonHOMOYEHHOro hefeparnbHOro opraHa UCMONIHUTENbHON
BMAacTu M B 3NEKTPOHHON hopMe UNnm Ha ByMadkHbIX HOCUTENSIX HEODXOAMMbIX OOKYMEHTOB, yKa3aHHbIX B
nyHkTax 1, 2, 5, 6, 10 yactn 4 n B Yactu 7 ctatbu 18 HacToswero PegepanbHOro 3akoHa.

2. [JokymeHTbl, cogepxalimMecs B pPerncrpauuMoHHOM [OCbe Ha JleKapCTBEHHbIM npenapaTt wu
nocTynuBLUME Ha BYyMaXHbIX HOCUTENSAX B SKCNEPTHOE yupexaeHue AN OCyLecTBNEeHNs UX SKCnepTu3bl Ans
onpegeneHns BO3MOXHOCTU paccMaTpvBaTh NeKapCTBEHHbIN npenapaTt Ans MeauMLUUMHCKOro NpuMEHeHUs B
KayecTBe opdaHHOro nekapcTBEHHOro npenapata, NnoAanexart Bo3BpaTy B YMNONHOMOYEHHbIM dhedepanbHbIv
opraH UCMNONMHUTENBHOW BNacTy OOHOBPEMEHHO C 3aKIHUYEHUSMM COOTBETCTBYHOLLMX IKCMEPTUS.

CtaTbs 21. PellueHne 0 BO3MOXHOCTM paccMaTpuBaTh fleKapCTBEHHbIN NpenapaT npu OCyLLEeCTBIEHUN
rocydapCTBEHHOM perncTpaummn B Ka4ecTBe opgpaHHOro fleKapCTBEHHOro npenapara

(B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B cpok, He npeBblWwawmnin NaTn pabodmx AHEN CO AHSA MOMyyYeHUs 3aKMiYeHus, YKa3aHHOro B
yactmu 1 cratbm 20 Hactosiwero PenepanbHOro 3akoHa, YMNOMHOMOYEHHBIN dhedeparnbHbIi - OpraH
WCNONHUTENBHOM BMNAcTU OCYLLECTBNSAET OLUEHKY MOMNyYEeHHOro 3akfiveHus And onpegeneHust ero
COOTBETCTBMSA 3aJaHU0 Ha NpoBedeHWEe COOTBETCTBYHOLLEN 3IKCMEepTM3bl U YyBeOOMIsieT 3asBUTENd B
9MNEKTPOHHOM dopMe wunm Ha OymaxHoOM HocuTene O pe3ynbratax MpPOBEAEHHON 3KCMepTUsbl C
NPUNOXEeHUEM KOMUU IKCMEPTHOro 3akmnioyeHnsa (C CoxXpaHeHUeM KOHUAEHUMansHOCTU MHopMauun o
COCTaBe 3KCMEpPTHOW KOMMUCCWMM) U O BO3MOXHOCTU UIIN HEBO3MOXHOCTW paccMaTpuBaTb NEeKapCTBEHHbIV
npenapaT 4ns MeguuuHCKOro NpUMMeHeHUs Npu OCYLLEeCTBEHUN rocyapCTBEHHOM perncTpaumnm B Kayectse
opdaHHOro fekapcTBEHHOro npenapara.

2. [lpn BbIHECEHMM KOMMCCMEW IKCMEPTOB 3aKMYEHUss O BO3MOXHOCTM paccmaTpuBaTtb
neKkapcTBeHHbIM npenapaTt AN MeOULUUHCKOrO MNPUMEHEHUS MpU  OCYLLECTBMEHUMU roCyaapCTBEHHOWM
peructpaumm B KadectBe op¢haHHOro fiekapCTBEHHOro npenapata YnonHOMOYEHHbIN hedepanbHbld opraH
WCNONHUTENBHOM BracTM B CPOK, HE MNpeBblaloWmMi naTn paboumx OHEW CO AHS MONyYeHWst OaHHOro
3aKNOYeHns, NpuHMUMaeT pelleHMe O Bblgade 3aJaHus Ha MpoBedeHMEe 3KCMepTM3bl  KayecTsa
NeKapCTBEHHOr0 CpeacTBa W 3KCNEpPTM3bl OTHOLLIEHUSI OXMOAEMOW MOMb3bl K BO3MOXHOMY  PUCKY
NPUMEHEHUs NEeKapCTBEHHOro npenapaTta Ans MeAUMUMHCKOrO MNpUMEHEHUs B MNOPSAKe YCKOPEHHON
npoueaypbl 9KCNepTu3bl FEeKapCTBEHHONO cpeacTBa B COOTBETCTBMM CO  CcTaTben 26 HacTosiwero
denepanbHOro 3akoHa.

3. B cnyyae npuHATUA pelleHust 0 HEBO3MOXHOCTW paccMaTpmBaTb NekapcTBEHHbIM npenapart Ans
MEeOULMHCKOTO MPUMEHEHUS MNpU rocyapCTBEHHOW peructpaumm B KayecTBe opdpaHHOro rnekapcTBEHHOro
npenapaTta YNoONHOMOYEHHbLIN drefepanbHbI OpraH WCMNOMHUTENbHOM BNAcTW npekpawaer npoueaypy
roCydapCTBEHHOM perncTpauumn JieKapCTBEHHOro npenaparta. 3asBuTenb BnpaBe obpatutbCa B
perncTpupyrowmMin opraH € 3asiBeHUeM O rOCYJapCTBEHHOW perncTpaumm ykasaHHOro rekapCTBEHHOro
npenapaTa B COOTBETCTBMM CO cTaTtben 18 HacTosiwero PenepanbHOro 3akoHa.

Cratbs 22. Y1patuna cuny ¢ 1 uonga 2015 roga. - PegepanbHbin 3akoH oT 22.12.2014 N 429-03.

Cratbsa 23. C-)Kcnepmsa KavyecTBa J1eKapCTBEHHOINoO cpeacTtBa M 3KCnepTtn3a OTHOLUeHUA oXngaemom
NoJNb3bl K BOSMOXHOMY PUCKY NPpUMEHEHNA NeKapCTBEHHOro npenapara and megmunHCKoro npuMeHeHuaA
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(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. OkcnepTm3a kavecTBa NeKapCTBEHHOIO CPeacTBa U 9KCMEPTU3a OTHOLLEHWUS] OXUOAEMON NOMb3bl K
BO3MOXHOMY PUCKY NPUMEHEHWs feKapCTBEHHOro npenapata pAns  MeAUUMHCKOro  NpUMEHeHUs,
COCTaBMEHNE KOMWUCCUSIMW 3KCMEPTOB 3aKkMiOYeHWrd no pesynbratam MNpOBEAEHHbIX JKCMepTu3 wu
HanpaBneHne STUX 3aKYEHUN B YMOMHOMOYEHHbIN dhedepanbHbli OpraH WCMOMHUTENBHON BnacTu
OCYLLECTBIATCA B CPOK, HE MPeBbILLAWMN CTa AeCATU pabounx OHeW CO OHSA NONyYeHWst SKCNEepPTHbIM
yypexaeHneM COOTBETCTBYIOLLEro 3afaHus YMNONMHOMOYEHHOro heaepanbHOro opraHa MCMOHUTENbHOM
BMacTu U HEOOXOAUMbIX LOKYMEHTOB B 3fIEKTPOHHOW hopMe unn Ha ByMaxHbIX HOCUTENSIX.

2. B TeyeHve aeBsiHOCTa OHEN CO OHS MONyYEHUS peLleHns YNorHOMOYEHHOro defeparnsHOro opraHa
WCNONHUTENBHOM BriacTU O MNPOBEOEHUW IKCNepTU3, NPeayCMOTPEeHHbIX 4YacTblo 1 HacTosilen cTaTtby,
3asBuUTENb MPEACTaBnseT B OSKCMEPTHOE yudpexaeHue And npoBedeHUs  3KCnepTu3bl  KayecTBa
NeKkapcTBEHHOro cpeacteBa oOpasubl NIEKAPCTBEHHOro npenapata Ans MeOWUMHCKOrO MpUMEHEHUS,
Npou3BedeHHOr0 B COOTBETCTBMM C TPEeOOBaHMAMUW OMbITHO-MPOMBILIIEHHOTO U (MMK) MPOMBILLIIEHHOTO
pernameHToB, YTBEPXOEHHbIX PpYKOBOAUTENEeM Mnpoun3BOAUTENS NEKapCTBEHHbIX CPeAcTB, a Takke B
COOTBETCTBYIOLUMX Crydasx obpasubl hapmaueBTudeckon cybcrtaHumm, TecT-luTaMMa MUKPOOPraHW3MOB,
KynbTypbl KneTok, obpasupbl BewlecTB, NPUMEHsiIEMbIX A5 KOHTPOMsS KayecTBa feKapCTBEHHOro cpeacTea
nyTeM CpaBHEHUS C HUMW WUCCNEedyeMOoro NeKkapCTBEHHOro CpeAcTsa, B KonmMyecTBax, HeobxoauMMmbiX Ans
BOCNPOU3BEAEHNS METOOOB KOHTPOMS KayecTsa.

3. lMpu nonyyeHun o6GpasLOB nekapCTBEHHOro npenapata WM dapmaueBTU4eckon cybctaHumm
3KCMEepTHOE YyypexaeHne BblAaeT 3asaBUTENO [AOKYMEHT, MNOATBEPXOAIOWMA MONy4YeHUe YKa3aHHbIX
06pa3uoB, 1 B CPOK, He MpEBbLILIAIOLWMIA Tpex pabounx OHeN, yBeoOMMsieT B 3NEKTPOHHON dhopme unmn Ha
GymaxKHOM HocuTene 06 3TOM YNONIHOMOYEHHbIN beaeparbHbI OpraH UCNOMNHUTENBHON BMACTH.

4. YKasaHHble B YacTax 2 U 3 HACTOSLLEN CTaTbM CPOK Ans NpeacTaBreHus 3asBuTenemM obpasuos
NEeKapCcTBEHHOro Mnpenapata u apmMaueBTUYECKOM CYOCTaHUMM UM CPOK YBEAOMIIEHMSI IKCMEPTHBLIM
yypexageHnem ob 3Tom Ha GymaKHOM HOcKTEeNe ynoNHOMOYEHHOrO hefepanbHOro opraHa UCMONHUTENBHOWN
BMNacCTW He BKIMOYaKTCHA B CPOK NPOBEAEHUS SKCMEepTUs, NpegyCMOTPEHHbIX YacTbio 1 HacToALLEN cTaTby.

5. [oKyMeHTbl, [MOCTYyNMBLUME B OKCMEPTHOE YyypexgeHwe Ona MpoBedeHUs  9KCnepTus,
npeaycMOTPEHHbIX YacTblo 1 HacTosWwen cTatbu, nogrnexar Bo3spaTy B YNONHOMOYEHHbIN deneparnbHbIn
OpraH WCMOMHUTENbHOW BNAcTM OOHOBPEMEHHO C 3aKMYeHWsIMU, MOSyYeHHbIMU MO pesynbTatam
COOTBETCTBYIOLLUMX IKCNEPTUS.

Cratbsa 24. C-)Kcnepmsa KavyecTBa J1eKapCTBEHHOINo cpeacTtBa M 3KCnepTtun3a OTHOLUeHUA oXmngaemom
NonNb3bl K BOSMOXHOMY PUCKY NPpUMEHEHNA NeKapCTBEHHOroO npenapara and seTepuHapHoOro npuMeHeHua

1. DkcnepTm3a kayecTBa NeKapCTBEHHOIO CPeacTBa U IKCMEPTU3a OTHOLLEHWUS] OXUOAEMON NOMb3bl K
BO3MOXHOMY PWUCKY MPUMEHEHMS JeKapCTBEHHOro npenapata [ BETEPUMHAPHOIO  MPUMEHEHUS,
COCTaBIEHNE KOMMUCCUSMUN 3KCNEPTOB 3aKMIOYEHWI MO pe3yrnbTaTaM yKasaHHbIX 3KCMepTU3 U HanpasBreHue
TakMX 3akniYeHnin B YNONHOMOYEHHbIM heaeparnbHbI OpraH UCNONHUTENBHOM BNAcTU OCYLLECTBASIOTCA B
CPOK, He MpEeBbIALWMN cTa AecAaTM pabounx AHEN CO OHS NOMyYeHWst AKCMEPTHBIM YYpEeXaeHNEM 3adaHus
YMONHOMOYEHHOIO dheepanbHOro opraHa UCMONHUTENBbHOW BNacTu C AOKYMEHTaMM, yKa3aHHbIMU B Yactu 3
cTatbu 17 HacTosiwero PegepanbHOro 3akoHa.

(B pea. PegepanbHbix 3akoHoB oT 22.10.2014 N 313-93, o1 13.07.2015 N 241-93)

2. B TeueHue naATHaguatM paboumx [OHEN CO [OHA MONMyYeHUs peLUeHUst YNONHOMOYEHHOro
hbenepanbHOro opraHa MCMONMHUTENbLHOW BriaCcTU O NMPOBEAEHUM yKasdaHHbIX B Yactu 1 HacTosLen cTaTbu
3KCNepTU3 3asiBUTENb NPEeACTaBrsieT B SKCNEPTHOE yupexaeHue AN NPoBeAeHUs 3KCnepTusbl KayecTsa
NEeKapCTBEHHOINO cpeAcTBa 00pasubl JIeKapCTBEHHOrO npenapaTta Ansi BETEPUMHAPHOTO MPUMEHEHMUS,
NPoOu3BEedEHHOTO0 B COOTBETCTBUM C TpeboBaHMSMW TEXHOMOIMYECKMX pPErNamMeHTOB, YTBEPXKAEHHbLIX
pykoBOAMTENEM MpPOU3BOOWTENST JIEKAapCTBEHHbIX CpeacTB, a Takke obpasey dapMaLeBTU4ecKon
cybcTaHuMM B KONMYecTBax, HeobxoanMbIX Ansi BOCMPON3BEAEHNST METOAOB KOHTPONS KayecTsa.

3. lMpu nonyyeHMn oOpasLOB NEKApCTBEHHOrO npenapata M dapmaueBTU4eckon cybctaHumm
9KCMEpPTHOE yypexaeHne BbldaeT 3asBUTEN0 [AOKYMEHT, MOATBEPXKOAIOWMA MONyYEeHNE YKa3aHHbIX
00pasuoB, 1 B CPOK, HE MPEBbLILLIAKLNA Tpex paboumx OHEWN, yBEAOMNSAET B NMUCbMEHHON dhopme 06 3TOM
YNOMHOMOYEHHbIN heaepanbHbli OpraH UCNOMHUTENBHON BNAcTu.

4. Cpok Aans npegcraBneHust  3asiButenem  obpasuoB  fIEKapCTBEHHOro  npenapata U
thapmaLieBTMYECKON CYyOCTaHLMM N CPOK YyBEAOMIMEHUS IKCMEPTHbIM yypexaeHnem ob 3TOM B MUCbMEHHOW
opme yNonMHOMOYEHHOro hbefepanbHOro opraHa WUCMOMHUTENBHOW BRAcCTW, yKasaHHble B Yactax 2 U 3
HaCcTodLLEeN CTaTbW, He BKIMOYAKTCA B CPOK MNPOBEAEHUS YKa3aHHbIX B Yactu 1 HacTosdlen craTtbu
aKCnepTma.
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5. ,D,OKyMeHTbI, NnocTynmeLUME B 3KCNEpPTHOE Yy4pexXaeHne OJid NpoBedeHUA YKa3aHHbIX B 4acCTu 1
HacTosiwen cTaTtbu JQKCNepTn3, noanexar BO3Bpaty B yl'lOJ'IHOMO'-IEHHbIVI q)e,qepaanbM opraH
NCMOMHUTENBLHOW BlacTn OJHOBPEMEHHO C 3aKJ1lo4eHNAMU NO pe3yrbTaTaM YKa3aHHbIX SKCNepTuas.

Cratbsa 25. [NoBTOpHOE NpoBeAeHNEe IKCNEPTU3bl NTIEKaPCTBEHHbIX CPEACTB
(B pea. PenepansHoro 3akoHa ot 22.12.2014 N 429-$3)

1. B cnyyasix HegocTaTo4HOW OBOCHOBAHHOCTW UMW HEMOMHOTbI 3aKMOYEHWNS KOMUCCUM 3KCMEepPTOB,
HanMuMst B HeM MNPOTMBOPEYMBLIX AaHHbIX, danbcudukaumnm BbIBOAOB 3SKCNEPTU3bl NEeKapCTBEHHOMO
CPeACTBa, COKPbITMSA OT YNOMHOMOYEHHOro heiepanbHOro opraHa UCMONHUTENbHOM BNacTy OCHOBaHWIA Ans
oTBOAA 3KCrepTa BCneacTBME €ro 3auHTEepPecOBaHHOCTU B pe3ynbTaTax COOTBETCTBYIOLLEW 3IKCMEPTU3bI,
HanMunMst gaHHbIX O NPsAMOM NGO KOCBEHHOM BMeLLaTeNbLCTBE B MPOLECC COOTBETCTBYHLLEN IKCNEPTU3bI
NN, He y4acTBYIOLLUX B €€ NPOBEAEHUN, HO OKa3aBLUMX BIIUAHME Ha NPOLIECC U pe3ynbTaTbl €€ NPOBEAEHUS,
YMOJSITHOMOYEHHBIM dpedepasibHbIM OpraHoOM WUCMONMHUTENBHOW BRacTW Ha3HavaeTcs MOBTOPHAas 3KcnepTvaa
NEeKapCTBEHHOro CPeACTBa U (Mnn) aTUYeckKasi akcnepTusa.

(B peqn. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. TloBTOpHasa 3KcnepTM3a fnekapCTBEHHOro cpeacTBa NPOBOAUTCA C YYeTOM pesynbTaToB paHee
NMPOBEAEHHON 3KCMEepTU3bl B CPOK, YCTAHOBIEHHBIA  YMOMHOMOYEHHbIM  dhegepanbHblM — OpraHom
WCMONMHUTENBHOW BRacT M He NpeBblwalownin Tpuguatm pabounx OHenW CO AHSA MOnyyYeHUs SKCNepTHbIM
yypexaeHneM 3afjaHunst Ha nposegeHne NOBTOPHOM IKCNEPTU3bl NEKapCTBEHHOIO CPeacTBa.

(B pen. PenepansHoro 3akoHa ot 22.12.2014 N 429-03)

3. ®uHaHcoBoe obecneyeHve BbINOMHEHUA 3afdaHWs Ha nNpoBeAeHME MNOBTOPHOW 3JKCMepTU3bl
NEeKapCTBEHHOIO CPEACTBA HE OCYLLECTBNAETCS.

(B pen. ®PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

CtaTbs 26. YcKopeHHasi npoleypa 3KCnepTu3bl JIEKapCTBEHHbIX CPEACTB

1. YckopeHHas npouegypa 3KCMepTusbl NeKapCTBEHHbIX CPeACTB B LUENAX rocygapCTBEHHON
perMcTpaumMmM nekapcTBEeHHbIX MpernapaToB MNPUMEHSIETCA B OTHOLWEHUM OpdbaHHbIX NeKapCTBEHHbIX
npenapaToB, MEepBbIX TPEX NeKapCTBEHHbIX MpenapaToB, perncrpupyembix B Poccuiickon degepaummn B
KayecTBe BOCMPOM3BEAEHHbIX JEKAPCTBEHHbLIX MpenapaToB, O4YepefHOCTb KOTOPbLIX onpegensieTcsa B
COOTBETCTBMM C HOMEPOM U [ATON BXOASLLUMX 3asIBIIEHWIA O rOCYAapCTBEHHOW PErncTpauun NekapCTBEHHbIX
npenapaToB B paMKax OZHOIMO MeXZYyHapoOHOro HenaTeHTOBAHHOTO HauMEHOBaHWS NeKapCTBEHHOMO
npenapata wnn rpynnNUMPOBOYMHOIO HaMMEHOBAHUSA JIEKAPCTBEHHOrO Mpenapata, W JIeKapCTBEHHbIX
npenapaToB, NpeaHa3Ha4YeHHbIX UCKITHYUTENBHO A8 MPUMEHEHUS HECOBEPLLUEHHONETHUMM rpaXkaaHamu.

(B pen. ®PenepanbHbix 3akoHOB OT 22.12.2014 N 429-93, o1 13.07.2015 N 241-93)

2. YckopeHHas npouedypa 9KCMepTu3bl JIEKApCTBEHHbIX CPeACcTB B LEMsX rocydapCTBEHHOW
permcTpaumm NieKapCTBEHHbIX MPenapaToB He MPUMEHSIETCS B OTHOLLEHWN:

1) GuoaHanoroebIx (6MONOOOBHbBIX) NEeKapCTBEHHLIX NpenapaToB (buoaHanoroe);

2) pedepeHTHbIX feKkapCTBEHHbIX MpenapaTtoB (3a WCKMOYEHMEM OpdaHHbIX J1eKapCTBEHHbIX
npenapaTtoB);

3) BOCNpOM3BEAEHHbIX NIEKAapCTBEHHbLIX NpenapaTor (3a UCKIoYEHMEM NepPBLIX TPeX PerncTpmpyemblx
B Poccuickonn depepaummn B ka4ecTBe BOCMNPOM3BEAEHHbIX JIEKAPCTBEHHbLIX NpPenapaTtoB U fiekapCTBEHHbIX
npenapaToB, NpeaHa3Ha4YeHHbIX UCKIMYMTENBHO ANS NPUMEHEHMST HECOBEPLLEHHONETHUMM rpaxaaHamu);

4) HOBbIX KOMBMHaLWI 3aperMcTPUPOBaHHbIX paHee fekapCTBEHHbIX NpenapaTos;

5) nekapcTBEHHbIX MNpenapaToB, 3aPErMcTPUPOBAHHbLIX paHee, HO MPOWM3BEAEHHBIX B  OPYrux
NeKapCTBEHHbIX POpMax B COOTBETCTBUM C MEPEYHEM HAMMEHOBAHWWA NEKAPCTBEHHLIX (OOPM U B HOBOM
O03UPOBKE.

(4actb 2 B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. YckopeHHas npouedypa 9KCMepTU3bl JfIeKapCTBEHHbIX CPeAcTB MPOBOAUTCA MO PELUEHUIO
COOTBETCTBYIOLLENO YMOMHOMOYEHHOro dhedepanbHOro OpraHa WCMOMHMTENbHOM BNAacTM Ha OCHOBaHWUU
3asBreHNs 3a8BUTENSA B CPOK, HE MpeBbllaloWuin BOCbMUAeCATM pabounx gHewn. lNMpu atom akcneptu3a
OOKYMEHTOB, COAepXaluuxcs B perncTpaumoHHOM AOChEe Ha NeKapCTBEHHbINA NpenapaT, NpoBOAUTCS B CPOK,
He MpeBblWarwWmi AecaTn pabounx OHeW, 3KCnepTM3a KayecTBa NekapCTBEHHOrO CPeAcTBa M aKkcrnepTusa
OTHOLLEHUS OXXMAAEMOW Nosb3bl K BO3MOXHOMY PUCKY NPUMEHEHWs NTeKapCTBEHHOTO Npenapara npoBoasaTcs
B CPOK, HE MpeBbILLAoLWMIA LeCcTMaecAaTU pabounx gHeR.

(vyacTtb 3 B pea. PenepansHoro 3akoHa o1 22.12.2014 N 429-03)

3.1. B oTHOWeEHNM opdaHHbIX NIEKAaPCTBEHHbLIX NMPenapaToB MOryT ObITb NPeACTaBMeHbl pe3ynbTaThl

OOKIUHNYECKMX WCCNEAOBAHUN NEKAPCTBEHHBLIX CPeACcTB M KNMHWMYECKUX WUCCNEeOBaHUA NeKapCTBEHHbIX
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npenapaToB ANA MEAMLUHCKOrO MPUMEHEHUS, BbINOMHEHHbIX 3a npedenamu Poccuiickon depepaummn B
COOTBETCTBMM C MNpaBuiiamu Hagnexawen nabopaTopHOW MpPakTUKM W MpaBunamu  Hagnexallen
KMMHUYECKOWN MPaKTUKN.
(vactb 3.1 BBeaeHa PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

4. YckopeHHasi npouedypa 93KCMepTu3bl JEKAapCTBEHHbIX CPeacTB MNpoBOOUTCA B MOpsiake,
yCTaHoBMNeHHOM cTatbamu 17 - 20, 23 n 24 HacTosiwero deaepanbHOrO 3aKkoHa, U HEe 03HAYaeT CHUXKEHUS
TpeboBaHMn Kk 6e3onacHOCTU, KayecTBy U 3h(PEKTUBHOCTY NEKAPCTBEHHBIX NPenapaTos.

Cratbs 27. PelueHne o rocyaapCTBEHHOW perMcTpaLmm nekapcTBEHHOro npenapara

1. B CpoK, He MpeBbIAOWMA OeCATM pabouMx AHEN CO OHS MOMYyYEHMs1 3aKIHOYEeHWUA KOMMUCCUM
3KCMEepPTOB MO pesynbTaTaM 3KCMepTM3bl KayecTBa NeKapCTBEHHOIO CpeacTBa M 3KCMEepTU3bl OTHOLUEHMS
OXNOaemMon Mnofb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSA NEKapCTBEHHOrO npenaparta, COOTBETCTBYHOLLMNA
YNONIHOMOYEHHbIN (heaeparibHbI OpraH NCNOSTHUTENBHOW BNACTU:

(B pen. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1) pasmellaeT Ha cBOEM oduumanbHOM cante B cetu "MHTepHeT" COOTBETCTBYIOLLME 3aKITHYEHMS
KOMWNCCUM 3KCMEPTOB N OCYLLECTBMSAET MX OLIEHKY ONSA OnpeaeneHns CoOoTBETCTBMS 3a4aHUI0 Ha NpoBeaeHne
3TUX 3KCNEPTU3;

(n. 1 B pea. PegepansHOro 3akoHa ot 22.12.2014 N 429-93)

2) NpUHUMaET peLLeHne O rocyaapCTBEHHOW perncTpauumn nekapcTBeHHOro npenapara unm ob otkase
B rOCYyAapCTBEHHOW perncTpasmm nekapcTBEHHOro npenapara;

3) BHOCUT Npu MPUHATUN PELUeHUs O rocygapCTBEHHOW perncTpaumm rnekapCTBeHHOro npenapaTta
OaHHblE O 3apernmcTpMpoBaHHOM JlekapCTBEHHOM nMpenapate, B TOM u4ucre o apmaueBTMYECKON
cybcTaHumM, BXogsLLEN B COCTaB JIEKAPCTBEHHOIO Npenapara, B rocygapCTBEHHbIV PEECTP JIeKapCTBEHHbIX
CpeacTB M BblgaeT 3asiBATENO PErMcTpauMoOHHOE YOOCTOBEPEHWE IeKapCTBEHHOro npenaparta, dopma
KOTOpOro  yTBepXXZaeTcsl  YyMONHOMOYEHHbIM  dbefeparnbHbiM — OpraHoOM  MCMOJSHWUTENbHOW  BRacTw,
COrNacoBaHHble HOPMATMBHYIO OOKYMEHTaLUWi0, HOPMATWMBHbBIN [OKYMEHT, WHCTPYKUMIO MO MPUMEHEHUIO
NeKkapcTBEHHOIo npernapara U MakeTbl MePBMYHON YMaKOBKM U BTOPUYHOW (MOTPEOUTENBCKON) YNakoBKU C
yKasaHMeM Ha HUX HOMepa pPEervcTpaLMOHHOrO YOOCTOBEPEHMSI NEKAPCTBEHHOro npenapaTta v gatbl ero
rocygapCTBEHHOW perucTpaumMmM unu B Cryvae npuHATUS pelleHns o6 oTka3e B rocyaapCTBEHHOW
perncTpaumm nekapCTBEHHOro npenapata yBeooOMMSeT B NUCbMEHHoW dopme 3asaBuTens ob 3tom cC
yKasaHMemM npuyYMH Takoro oOTkKasa. 3a Bblgady pPerucTpauuoHHOro YOOCTOBEPEHMUST NeKapCTBEHHOMO
npenapaTta B3MMaeTCs rOCyAapCTBEHHas nolufMHa B COOTBETCTBUM C 3akoHoAaTenbCTBOM Poccunckon
denepauum o Hanorax u cbopax.

(B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. OcHoBaHMeM Ons oTKasa B rocyJapCTBEHHOW permcrTpalumn NekapCcTBEHHOro npenapara ABnseTcs
peLleHe COOTBETCTBYIOLLENO YNONMHOMOYEHHOro hefiepanibHOro opraHa UCMONTHUTENBHOW BAIACTU O TOM, YTO
KayecTBOo M (Mnn) 3PEKTUBHOCTE PErMCTPUPYEMOrO JIEKApCTBEHHOrO npenapata He MNOATBEPXKAEHbI
MONyYeHHbIMY OAaHHBIMU UITN YTO PUCK NPUYUHEHUS Bpeaa 300POBbI0 YeroBeKa UIN XXMBOTHOIO BCNEACTBUE
npmema NnekapcTBEHHOro npenaparta npesbiwaeT 3pPEKTUBHOCTb €0 NPUMEHEHNUS.

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

3. [loBTOpHOEe npeacTaBneHne B COOTBETCTBYIOLLUIA  YNOMHOMOYEHHbLIN beaepanbHbIi  opraH
WCNONHUTENBHOM BacTM FNEKapCTBEHHOMO npenapaTta, B OTHOLIEHUWM KOTOPOro MOSydeH oOTka3 B
rocygapCTBEHHOW perucTpaumMmM U KOTOpbI BMNOCMNEACTBMM MOABEPrCA M3MEHEHW0 B 4acTuM ero cocTaea,
paccmatpuBaeTcs Kak npeacTaBfeHue HOBOro feKkapCTBEHHOro npenapata Ha ero rocyaapCTBEHHYHO
perncTpaumio He3aBUCUMO OT COXPaHEHUS ero NePBUYHOIO HAUMEHOBaHUS.

(vacTb 3 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-®3)

Cratbs 27.1. nopﬂﬂ,OK onpeaeneHna B3aMO3aMEHAEMOCTU JieKapCTBEHHbIX MpenapaTtoB AnA
MeanUnHCKOro npuMeHeHnA

(BBepeHa PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

1. Bsaumo3ameHAeMOCTb NeKapCTBEHHbIX MNpenapaToB AN MEOULMHCKOrO  NMPUMEHEHMS
onpegensieTca B nopsigke, ycrtaHosneHHoMm [lpaButensctBom Poccuiickon depepauuun, Ha OCHOBaHWUM
cneayoLLmMx NnapaMeTpoB:

1) 9KkBMBaneHTHOCTb (gns  OuoaHanoroBbix (O6MONOJOOGHLIX) NEKAapPCTBEHHbIX  MpenapaToB
(6broaHanoroB) - conoOCTaBMMOCTb) Ka4YeCTBEHHbLIX WU KONUYECTBEHHbIX XapaKTEPUCTUK hapMaLeBTUYECKMX
cybcTaHumi (MCNonb3oBaHWE pasnMyYHbIX Coner, aUPoB, KOMMIEKCOB, M3OMEPOB, KpUCTANM4ecknx oopm
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M ApPYrMX MPOM3BOAHbIX OAHOMO M TOrO Xe OEeWCTBYIOLLEro BellecTBa He HABMSEeTCA MpendATcTBUMEM Ans
B3aMMO3aMEHAEMOCTU  NEKapCTBEHHbIX  MNpenapatoB, €cnv  npu  MpOBEdeHWM  UCCreaoBaHus
OMOSKBMBANEHTHOCTU fEeKapCTBEHHOro npenaparta unn B Cry4yae HEeBO3MOXHOCTU NpOBedeHus 3TOro
nccnegoBaHMsa Mpu  NPOBEAEHWUM UCCReAOBaHWs TepaneBTUYECKOW 3KBUBANEHTHOCTU FleKapCTBEHHOro
npenapata [doKa3aHO OTCYTCTBME KIMHUYECKU 3HAYMMbIX pasnuuuin - apMakoKUHETUKM un  (Unwu)
6e30nacHOCTN N APPHEKTUBHOCTU NEKAPCTBEHHOIO Npenaparta AN MeaMLMHCKOro NpuMeHeHus);

2) 9KBMBaNeEHTHOCTb neKapCTBeHHOM OOpMbl (MO SKBMBANEHTHbIMU NEeKapCTBEHHbIMU hopmamu
MOHUMAIOTCA pas3Hble IeKapCTBEHHble (OPMbl, UMEILLUE OAMHAKOBblIE Crnocobd BBeAdeHWs U crnocobd
npumeHeHus,  obragaiowime  cCONOCTaBUMbIMM  (DAPMAKOKMHETUYECKUMW  XapaKTepucTukamu U
dapmakonornyeckum genctevemM un obecneuvBalolimMe Takke OOCTMKEHME HeobXOAMMOro KIMHUYECKOro
adpdpekta. Pasanmumsa nekapcTtBeHHbIX hOpM He SABMAIOTCA MPensTCTBMEM ANA UX B3aMMO3aMEHSIeEMOCTH,
ecnu npu npoBedeHun uccriefoBaHus OMOSKBMBANEHTHOCTM NEKApCTBEHHOro npenaparta unu B cryyae
HEBO3MOXHOCTU MpPOBEAEHNss 3TOr0 WCCNedoBaHWs Mpu NpoBedeHUW WCCrefoBaHus TepaneBTUHeCcKON
SKBMBAr€HTHOCTU JIeKapCTBEHHOrO MpenapaTta AO0Ka3aHO OTCYTCTBME KIUMHWUYECKM 3HaYMMbIX Pasnnyni
dapmakokuHeTMkn wn  (unn) 6GesonacHoCTM K 3P(EKTUBHOCTM NeKapCTBEHHOro npenapata Aang
MEANLMHCKOro NPUMEHEHNS);

3) 9KBMBANEHTHOCTb WM COMOCTaBUMOCTb COCTaBa BCMOMOraTerbHbIX BELEeCTB flekapCTBEHHOrO
npenapata Ans  MeAMUUHCKOro npuMeHeHus  (pasnuyums  cocTaBa  BCMOMOraTenbHbIX — BeLecTB
NnekapcTBEHHOro npenapata Ans MEAULMHCKOrO MNPUMEHEHUS He SBMSTCA MPensaTcTBUEM Ans WX
B3aMMO3aMEHSEMOCTH, eCcnu nNpu npoBedeHun wuccrnegoBaHus OUO3KBUBANEHTHOCTU NeKapCTBEHHOMO
npenapata And MeguuUMHCKOrO MPUMEHEHUS WNW B  Criyd4ae HEBO3MOXHOCTU MPOBEAEHUs 3TOro
nuccregoBaHus Npu NPOBEAEHUW UCCrefoBaHUs TepaneBTUYEeCKOW OKBMBANEeHTHOCTU NeKapCTBEHHOTO
npenapata Ans MeaWUWHCKOrO MPUMEHEHUS [0Ka3aHO OTCYTCTBME KIMHUYECKM 3HaYUMMbIX Pasnmuyvn
dapmakokuHeTMkn u  (unn) 6GesomacHocTM U 3PMEKTUBHOCTM NeKapCTBEHHOro npenapata Ang
MEAMUMHCKOrO npuMeHeHus. [Mpu 3TOM pasnuums cocTaBa BCMOMOraTenbHbIX BELECTB HEe [OOMKHbI
NpUBOAMTL K PUCKY BO3HUKHOBEHWUS CepPbesHbIX HeXemnaTerbHbIX peakuui y OTAenbHbIX rpynn nauueHToB
WX NOBBILLEHWS YaCTOTbl UX BO3HUKHOBEHUS);

4) npeHTNYHOCTb cnocoba BBEAEHMS U MPUMEHEHNS;

5) OTCyTCTBME  KIMHWYECKM  3HaYMMbIX  pasnuyuui  MNpyv  MpoBeOEeHMUM  UCCredoBaHus
OUO3KBUBANEHTHOCTN flEeKapCTBEHHOrO npenapara WnM B Cryyae HEeBO3MOXHOCTM MpOBEOEHMs 3TOro
nccrnegoBaHus OTCYTCTBUE KIMHUYECKM 3HaYMMbIX pasnuuni nokasatenen 6e3onacHoCcT 1 adheKTUBHOCTM
nekapcTBEHHOro npenaparta npy NpoBeAeHUN UCCNEeAoBaHUsA TepaneBTUYECKOW 3KBUBANEHTHOCTU. [aHHbIN
napameTp He NPUMEHSAETCA B OTHOLUEHUMU BOCMPOU3BEAEHHbLIX NEKapCTBEHHbIX NpenapaToB, ykasaHHbIX B
yactn 10 cratbn 18 Hacrtosiwero depepanbHOro 3akoHa. B oTHoweHun GuoaHanoroBbix (6MONOAOGHbIX)
nekapcTBeHHbIX npenapatoB (6uoaHanoroB) AaHHble OO OTCYTCTBUM KIMHWYECKU 3HAYMMbIX Pasnuyuuin
GesonacHoCcT, 3(PDEKTUBHOCTM W WUMMYHOTEHHOCTU IEeKapCTBEHHOro mnpenapata Mo pesynbratam
NpoBedeHNs KIMHWYECKUX WCCreQoBaHUi NPefoCTaBnsoTCA B MOpPsOKe, YCTaHOBIEHHOM HacToSALEn
4acTblo;

6) cooTBeTCTBME MPOWM3BOOMTENS  NEeKapCTBEHHOro cpeAactBa TpeboBaHWMAM  Hagnexallen
NMPOV3BOACTBEHHOM NPAaKTUKK.

2. CpaBHeHve MapameTpoB pPerucTpypyembiX eKapCTBEHHbIX MpenapaTtoB Ans MeaWLUHCKOro
NMPUMEHEHNST OCYLLECTBNAETCH KOMUCCMEWN SKCMEepTOB IKCMNEPTHOrO yuypexgeHus npu  npoBeaeHun
9KCMEepTM3bl TaKMX feKkapCTBEHHbIX NpenapaToB B Mpouecce WX rocygapCTBEHHOW pernctpaumu. Boisogbl
9KCMEepTOB O B3aMMO3aMEHSIEMOCTU WM  HEB3aMMO3aMEHSEMOCTU NeKapCTBEHHbIX nNpenapatoB Ans
MEeOMLMHCKOrO MPUMEHEHUS, CAenaHHble B pesynbrate 9Toro CpaBHEeHWs, OdOPMNAITCA B Buae
MPUITOXEHUS K 3aK/MIOYEHUIO 3KCMepToB MO opMe, YTBEPXOEHHOW YNONMHOMOYEHHbIM deaepanbHbIM
OpraHoM UCMOMNHUTENbHOM BRacTy.

3. TlonoxeHnsi HacTosLWen cTaTbM He PacnpoCTPaHATCA Ha pedepeHTHble feKapCTBEHHbIe
npenapaTbl, NlekapCTBEHHbIE pacTUTenbHble npenapaTtbl, roMeonaTu4yeckne nekapcTBeHHble npenaparbl U1
riekapCTBeHHble rMpenapaTbl, KOTOpble paspelleHbl Ans MEeAULMHCKOro npuMeHeHns B Poccuinckon
®epepauun Gonee AsaguatM NeT M B OTHOLUEHUW KOTOPbIX HEBO3MOXHO NpOBedeHWe WUCCnenoBaHus ux
BNO3KBMBANEHTHOCTH.

Cratbs 28. PerncrpaumMoHHoe yooCcToBEpPEHNE NEKapCTBEHHOrO Npenapara

1. PeFI/ICTpaLI,I/IOHHoe yOoCcToBepeHne NnekapCTBeHHOoro npenaparta ¢ ykasaHneM NnekapCTBeHHbIX q.)OpM
M O0O03MPOBOK BblAAETCA 6eccpquo, 3a UCKINK4YeHnemMm perncTtpaulmMoHHOro yaoCctoBepeHua nekapcrtBeHHOro
npenapara, BblgaBaemMoro co CpOKOM OEencTBms NATb NET, Ha BrnepBble perncTpupyemblie B Poccuinckon
(Deﬂ,epaLl,Vll/l JleKapCTBEHHbIE NpenapaTbl.
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2. Tlo wucTevyeHuMm ykasaHHOrO B YacTn 1 HacToswen cTaTbW Cpoka BblgaeTcd GeccpoyvHoe
perncTpauMoHHoe yAOCTOBEpPEeHME JeKapCTBEHHOro npenapata npu  yCroBUW MNOATBEPXAEHWUS ero
rocygapCTBEHHOW permcTpauuu.

3. B cnyyae BHeceHusi B cootBeTcTBUM cO cTatbamu 30 n 31 HacTosiwero ®enepanbHOro 3akoHa
M3MEeHeHN B codepxalimecsa B permcTtpauuoHHOM [OCbe Ha 3apermcTpupoBaHHbIA IeKapCTBEHHbLIN
npenapaT [AOKYMEHTbl, 3aTparvBalowmnx CBEAEHWsl, OTPaKeHHble B PEerncTpaumoHHOM YOOCTOBEpPEeHUU
NeKkapcTBEHHOro npenapara, YnONHOMOYEHHbIV dedepanbHbii OpraH WCMONMHUTENbHOW BRacTu Bblhaet
HOBOE perncTpauuoHHoe YOOCTOBEPeHWE NeKapCTBEHHOro npenapaTa, codepXalwee BHECEHHble B Hero
N3MEHEHWS.

(vacTb 3 BBegeHa PenepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-03)

4. B cnyyae yTpaTbl WU MOBPEXAEHWUS PErnmcTpaurMoHHOr0 YAOCTOBEPEHUS NeKapCTBEHHOro
npenapata no 3asiBNeHW0 B MNWCbMEHHOW dhopme AepxaTtens wnu Bnagenbua perncTpauuoHHOro
YAOCTOBEPEHUsI fieKapCTBEHHOro npenapata unyM ynosIHOMOYEHHOro UMW ApYroro opuavyeckoro nvua o
Bblidadye AybnukaTa perucTpaumMoHHOrO YAOCTOBEPEHMS FeKapCTBEHHOro npenapaTta YnoNHOMOYEHHbIN
denepanbHbIi OpraH UCMOMHUTENBHON BMAacTM B CPOK, HE MPEeBbILAKLWNA AecAaTn paboumx AHEW CO AHS
MOCTYNMeHns 3asBneHus, BblgaeT Aybnukat perMcTpaumoHHOrO  YOOCTOBEPEHWS  NeKapCTBEHHOro
npenapaTta. 3a Bblgady Aybnukata permcTpauMoHHOro YOOCTOBEpPEHWs NeKapCTBEHHOro npenapara
B3MMAaeTCH rocygapCTBeHHas NOLUNMHA B COOTBETCTBUM C 3akoHogaTenbcTBom Poccuinckon ®epepauum o
Hanorax u cbopax.

(vacTb 4 BBegeHa defepanbHbiM 3akoHOM OT 22.12.2014 N 429-$3)

Cratbs 29. lNoateepxaeHne rocyaapCTBEHHOW perucTpaLmMm nekapcTBEHHOro npenapara
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. MNMoaTeepXaeHne rocygapCTBEHHON perMcTpaumm nekapcTBEHHOro npenapara OCyLLEeCTBASEeTCa npu
Bblgaye 6GecCcpOYHOro perMcTpaLMoHHOro yaoCTOBEPEHUS NTEKAPCTBEHHOIO Npenapara B crydae, ykasaHHOM
B Yactu 2 ctatbm 28 HacTosiwero ®enepanbHOro 3akoHa, B CPOK, He NPEBbILIALLMIA LWECTUAECATM pabounx
OHEN Co OHSA MOSfyvyeHUs1 COOTBETCTBYHOLLMM YMNOMMHOMOYEHHBIM heaeparnbHbIM OpraHoM MCMONTHUTENBHOW
BMacTn 3asiBNeHMs1 O MNOATBEPXAEHMU TFOCYAAapPCTBEHHOW perMcTpauumn NnekapcTBEHHOro npenapata. He
OCYLLECTBMAETCS MOATBEPXKAEHWE TOCYAApCTBEHHOM perucrtpaumMm B OTHOLUEHUW  NleKapCTBEHHOTrO
npenapaTta, He HaxoguBLleroca B obpaleHnn B Poccuiickon depepaumm B TedeHne Tpex u bonee nert, a
Takke B OTHOLIEHWM JlIEKapCTBEHHOINO CPEeACTBa, MPOUM3BEAEHHOr0 C HapyweHueM TpeboBaHus,
YCTaHOBMNEHHOro YacTblo 3.7 ctatbu 71 HacToswero deaeparnbHOro 3akoHa.

2. 3asiBrieHVe O TMOATBEPXAEHUM TOCYOAPCTBEHHOW perucTpauMm JekapCTBEHHOrO npenapara
npeacTaBnseTca B COOTBETCTBYIOLLUIA YNOMHOMOYEHHbIN hefepanbHbIfl OpraH UCMOMHUTENBHOW BRAacTu He
paHee 4YeM 3a CTO BOCEMbAECAT OHEW OO0 MCTEYEHMS CpoKa AENCTBMS PErnMcTpauuoHHOIO yAOCTOBEPEHNS
NeKapCTBEHHOro npenapara.

3. MNooTBepXxaeHne rocyadapCTBEHHOW PErncTpaumm NekapCTBEHHOro npenapara OCYLEeCTBSeTCs Mno
pesynbTataM 3KCMepTuU3bl OTHOLUEHWUS OXWOAEMOM MOMb3bl K  BO3MOXHOMY PUCKY  MPUMEHEHMS
NEeKapCTBEHHOro npernapaTta Ha OCHOBAaHUWM pe3ynbTaToB MOHUTOPMHra 3dpekTMBHOCTM M Ges3onacHoCTU
NEeKapCTBEHHOro npenapaTta, MPOBOAMMOrO  gepXaTtenem unuM  BnagenbuemMm  perncTpaumoHHOro
YAOCTOBEPEHUST NEKAPCTBEHHOIO npenapata nMbo ynomHOMOYEHHbIM UMW HOPUAMYECKMM NUMLOM, a Takke
COOTBETCTBYIOLLMM YMNONMHOMOYEHHbIM befeparnibHbiM OpraHOM UCMOMHUTENbHOW BNacTu B COOTBETCTBUU C
TpeboBaHMsAMN cTaTbm 64 HacTosiwero ®egepanbHOro 3akoHa.

4. K 3adaBneHui0 O noaTBEPXKOEHUM TOCYyAapCTBEHHOW perucrtpaummM nekapcTBeHHOro npenapara
npunaralwTcs [OKYMEHTbl, COAEepXallne pesynbraTbl MOHUTOpPUHra 3ddeKkTMBHOCTM U BesonacHocTm
NeKapCTBEHHOro  npenapaTta, NPOBOAMMOIO  AepXaTtenemM unvM  BnagenbuemM  perncTpaumoHHOro
YOOCTOBEPEHMS NTIEKapCTBEHHOIO npenapara fimbo yNnonmHOMOYEHHbIM UMW FOPUANYECKUM NMLIOM, No dopme,
YTBEPXKOEHHON COOTBETCTBYIOLLUMM YMONMHOMOYEHHbLIM hbeaeparnbHbIM OpraHoM MCMONTHUTENBHOW BracTy;
KOMWS NULEH3MM Ha MNPOM3BOACTBO JIEKAPCTBEHHbLIX CPEACTB WIN KOMUS 3aKI4YEeHMS O COOTBETCTBUU
NPOM3BOANTENS NEKAapPCTBEHHbLIX CPEACTB TpeboBaHMAM NpaBuUIT HaAMNeXallen Npon3BoACTBEHHON MPaKTUKM,
BbldaHHblE YMOMMHOMOYEHHbIM hbeaeparnbHbIM  OpraHoOM  MCMOMHUTENbHOW BMAAcTW, B Chnydae, €ecnu
NpoM3BOACTBO JI€KApPCTBEHHOrO Mpenapara ocyuwecTtenserca B Poccunckon ®degepaumm, nmbo Konus
BblAaHHON YNOMHOMOYEHHbIM OpPraHoOM CTpaHbl MPOM3BOAUTENS NULEH3MM HA NPON3BOACTBO NEKAPCTBEHHOMO
npenapaTta 1 ee NepeBo Ha PYCCKUA A3bIK, 3aBEPEeHHbIe B YCTAHOBNEHHOM NOPSAKE, U KOMUS 3aKNioYeHUs o
COOTBETCTBUM  NPOM3BOOAUTENSA  NEKAPCTBEHHbLIX  CpeacTB  TpeboBaHMsIM  npaBun  Hagnexawen
NPOM3BOACTBEHHON NPAKTUKKU, BbIAAHHOIMO YMOMHOMOYEHHbIM dbeaepanbHbiM OpraHoM WCMOMHUTENBHON
BMacTu, B criyyae, ecnv MNpOU3BOACTBO JeKapCTBEHHOrO Mpenapata OCYLECTBSETCA 3a npepenamu
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Poccuinckon ®epepaumn. B OTHOWEHUM NEKAapCTBEHHbIX MpenapaTtoB Af1i BETEPUHAPHOIO MPUMEHEHUS
OOMONHUTENBHO NPEACTaBMAKTCA AOKYMEHTbI, Yka3aHHble B moanyHkrax "a", "6", "k", "n" nyHkra 4 yactu 3
ctatbn 17 HacTtosiwero PepepanbHOro 3akoHa. B oTHoweHMM BGrMonormyecknx nekapcTBEHHbIX NpenapaToB
3asBUTENb OOMNOSIHUTENBHO MpeAcTaBnAeT pesynbTaTbl OCYLLUECTBEHUA MEeponpuaTUn B COOTBETCTBUU C
nnaHoM ynpasreHus puckamu, yTBepXXO4eHHbIM YNONHOMOYEHHbIM heaeparnbHbIM OpraHOM UCMONTHUTENBHOW
BMacTu Mpu OCyLLECTBINEHNM TOCYAApPCTBEHHOW perncTpauumn nekapcTtBeHHoro npenapara. C 3asBneHMem o
NOATBEPXOEHUN rOCYOApPCTBEHHON perMcTpauumn fekapCTBEHHOro npenaparta 3asBuTenb nNpeactaBnaet
KOMUIO  OOKYMEHTa, MOATBEpXAaloLlero ynnaTy rocyAapCTBEHHOW MOLWMMHbI  3a NoATBEpPXAeHue
rocydapCTBEHHOM perncrpauum riekapcTBEHHOro npenaparta, nnMbo BnpaBe NpeacTtaBUTb NO COOCTBEHHOM
WHULMATMBE YKa3aHHbIA JOKYMEHT. B crnyyae HenpeacTaBneHUs yKkazaHHOrO AOKYMEHTa YNONHOMOYEHHbIN
benepanbHbIn OpraH MWCMONMHUTENbLHOW BriacTuU npoBepsieT akT ynnaTtbl roCyAapCTBEHHOW MOLUMUHbI
3asgBUTENEM MOCPEACTBOM MCMONb30BaHMA WHdopMauMnm 06 ynnaTe rocyaapCTBEHHOW  MOLUMMHbI,
cogepxaweinca B [ocydapCTBEHHOW WMHAOPMAUMOHHOW CUCTEME O rOCYAAPCTBEHHLIX U MYHUUMNAMNbHBLIX
nnaTexax, Ha OCHOBaHMM NPeLCTaBfEHHOW 3asiBUTENEeM KOMUW OOKYMEHTa, MOATBepXaatowero ynnaty
rocyaapCTBEHHOW MOLUSINHBI.

5. B TeueHue gecsatu paboumx gHen Co OHSA NPUHATUSA 3asiBNEHNsT O MOATBEPXXAEHWUM rOCYyAapCTBEHHOM
perncTpaumm nekapCcTBEHHOrNO npenapata W OOKYMEHTOB, COAepXalmx pesynbTtaTbl MOHWTOPUHIA
3ahhekTUBHOCTM N 6E30NaCHOCTM NIEKAPCTBEHHOIO Npenapara, NPOBOAUMOrO AepXXaTenemMm unu snagenbLem
perncTpaumoHHOro YaAOCTOBEPEHMS NEKAaPCTBEHHOro npenaparta NMMbo ynonHOMOYEHHbIM UMW KOPUANYECKAM
NUUOM, YNONHOMOYEHHbIM dheaepanbHbIi opraH UCNONTHUTENbHOW BRACTK:

1) npoBOAUT nNPOBEpPKY MOMHOTbI CBEOEHW, CcodepXallMxcs B NPeACTaBfeHHbIX 3adBuTenem
OOKYMeHTaXx;

2) NpYHMMaEeT pelleHMe O NpoBedeHuM unm o6 OTka3e B MPOBEOEHMU IKCMEPTU3bl OTHOLLEHUS
OXMOaeMon Momnb3bl K BO3MOXHOMY PWUCKY NPUMEHEHWs NeKapCTBEHHOro mnpenapata Ha OCHOBaHWUU
pes3ynbTaTtoB MOHUTOPMHra 3hdEeKTMBHOCTU U GE30MacHOCTU NEKapCTBEHHOrO npenapata, NpOBOAMMOrO
aepxartenem wnvM BragenbLeM perncTpaumoHHOro YOOCTOBEPEHUS JleKapCTBEHHOro npenapata nmnbo
YNOSIHOMOYEHHBbIM UMW HOPUANYECKAM FINLIOM, a Takke hedepasibHbIM OpraHoM UCMOSTHUTENbHOW BfiacTu B
COOTBETCTBUM C TpeboBaHMsiMK cTaTbk 64 HacTosilwero PenepanbHOro 3aKoHa;

3) yBegoMnsieT B OSreKTPOHHOW opMe WM MUCbMEHHOM dopMe 3asBUTENsT U 3KCMNEpTHOe
yupexageHne O MNPUHATOM pelleHurn nMbo B Cnyyae MpUHATUS pelleHus o6 OTkase B NpoBeAeHUU
3KCMNepTU3bl yKasbiBaeT NPUYUHBI TAKOro OTKasa.

6. B cnyyae BbISIBNEHUS HEOOCTOBEPHOCTM U (MNK) HEAOCTAaTOMHOCTU MHAbOpMaLUK, coaepxallencs B
NpeacTaBrieHHbIX 3asBUTENEM [AOKYMEHTaX, YMONMHOMOYEHHbI deaepanbHbli opraH WUCMNOMHUTENbHON
BMacTU HanpaeBnsieT 3asiBUTENO 3anpoc 06 YTOYHEHMU yKasaHHOW MHAopMaLmn. 3anpoc ynosTHOMOYEHHOrO
dheaepansHOro opraHa UCMOSHUTENBHOW BNacTM MOXET ObITb NepedaH YNofIHOMOYEHHOMY MpeacTaBUTENHO
3a8BUTENSA NUYHO MO pacnucKy, HanpasneH No noyTe 3akasHbiM MUCbMOM UMW nepefaH B SMEeKTPOHHOM
dopme No TeNnekoMMYHWKaUMOHHLIM KaHanam cBsasn. B cnyyae HanpaBneHus 3anpoca ynosIHOMOYEHHOro
defepanbHOro opraHa UCNOSTHUTENbHOW BflaCcTy MO NOYTE 3akasHbIM MUCbMOM OH CYMTAETCs MOSyYeHHbIM
Mo UCTEYEHNN LLIECTUN OHEN C AaTbl HaNpaBrneHNsa 3akasHoro nucbMa.

7. 3asiButens o006s3aH MpeactaBUTb OTBET Ha 3anpoc YNOHOMOYEHHOro dedepasnibHoro opraHa
NCNONHUTENBbHOM BriacTK B CPOK, HE NMpeBbillaloLwLmii AeBAHOCTa pabounx gHen co aHs ero nony4veHus. Cpok,
YyKa3aHHbIA B YacTu 5 HaACTosLWEeNn cTaTbl, NPUOCTaAHABNNMBAETCHA CO OHSA HaMpaBlieHWUs 3asBUTENIO 3anpoca
YNOMHOMOYEHHOTO  beepanbHOro  opraHa  MCMOMHUTENbHOWM  BAAcTM A0  OHSA  MOSMyYeHuss UM
COOTBETCTBYIOLLIErO OTBETA U HE YYUTHIBAETCS MPU UCHUCNEHMU CPOKa NOATBEPXKAEHUS rocygapCTBEHHON
pernctpaummn nekapCcTtBEHHOro npenaparTa.

8. OcHoBaHMeM pnOna oTKaza B NPOBEAEHUM 3KCNepTu3bl OTHOLLIEHUS OXWOAEMOW Monb3bl K
BO3MOXHOMY PUCKY MPUMEHEHUSI NEeKapCTBEHHOro npenaparta sBNAeTCs npeacTaBreHne [OOKYMEHTOB,
copepXawmx pesynbTaTbl MOHUTOPUHIA 3OEKTMBHOCTM M GE30MacHOCTM NeKapCTBEHHOrO npenapara, u
(vim) B OTHOWEHUM OUONMOTNYECKNX JIEKApPCTBEHHbIX MpenapaTtoB pe3ynbTaToB  OCYLLECTBMNEHUS
MEpPOMNpUATUA B COOTBETCTBMM C MAaHOM YMpaBfeHUs puckamn, YTBEPXKAEHHbIM YNOSHOMOYEHHbIM
denepanbHbiIM OpraHOM WCMOSHUTENBHOW BRacTM Mpu OCYLLECTBIIEHMM FOCYQApPCTBEHHOM perucTpauum
NEeKapCTBEHHOro npenapaTta, B HenonHom obbeme, OTCyTCTBME WHopMaumn, nogTeepxpatowen dakTt
ynnaTtbl rocydapCTBEHHOM MOLUMUHBI 3a NOATBEPXXAEHUE roCYyOapCTBEHHOW perucrpaumm nekapCTBEHHOro
npenapaTta, NMbo HenpeAcTaBneHne 3asiBUTENEM B YCTAHOBIIEHHLIA CPOK OTBETA Ha yKa3aHHbIA B Yactu 6
HaCToALEeN cTaTbM 3anpoc YMNOMHOMOYEHHOro dyefepanbHOro opraHa WCMOMHUTENbHOW BMAcTW, a Takke
OTCYTCTBUE B YKa3aHHbIX JOKYMEHTax MHopmMaLumm, Kotopas JoSkHaA ObITh B HAX OTpaXeHa.

9. JkcnepTnsa OTHOLUEHUSI OXMOAEMON MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS nekapCTBEHHOro
npenapata B LUensx NOATBEPXKAEHUSI TOCYAApCTBEHHOW perucTtpauMmM nekapcTBEHHOro npenapara
NPOBOAUTCS KOMUCCUEIN IKCMEPTOB IKCMEPTHOIO YYPEXOEHUS] B CPOK, HE MPEBbLILIAKOLWNA COpoka paboymnx
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OHen.

10. B crniyyae HegocTaTOMHOCTW MPEACTaBIIEHHbIX JKCMEPTYy MartepuarnoB AN1A [Aadv 3aKnioyYeHus
3KcnepT obpallaeTcs K PyKOBOOWTEMIO SKCNEPTHOrO YYpeXAeHUs O NMpefoCTaBMneHMn emy HeobXoauMmbixX
maTtepuanos. PykoBoauTenb 3KCMepTHOro ydpexaeHus obpaliaetcs € COOTBETCTBYHOLLMM 3anpocom B
YMOMHOMOYEHHbLIN dhefepanbHbI OpraH WCMNONHUTENbLHOW BMacTW, BblAaBLIMKA 3ajaHuWe Ha nposefeHue
3KCMEepTM3bl OTHOLUEHUS OXMOAEMOW MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHWNsI NeKapCTBEHHOMO npenapara
Ha OCHOBaHWW [OKYMeHTa, CoAepKallero pesynbTaTbl MOHUTOpMHra 3dPMEKTUBHOCTM K Ge3onacHOCTU
nekapcTBeHHOro npenapata. B TedyeHne natn paboumx gHeN CO OHS MOCTYNNEHUs 3anpoca pykoBoauTens
3KCMEPTHOrO  y4YpexaeHus ykasaHHbl defepanbHbld  OpraH  UCMOMHUTENbHOW  BRacTy  HanpasnsaeT
3asBUTEMIO 3anMpoc O MNpeacTaBneHWM HeoOXOAMMbIX MaTepuarioB, KOTOpbId MOXeT ObiTb nepeaaH
YNONHOMOYEHHOMY MNPEACTaBUTENIO 3asBUTENSA NWYHO NOA Pacrucky, HanpasneH Mo novte 3akasHbiM
NACbMOM WNU NepefaH B 3NEKTPOHHON (hopMe Mo TereKkoMMYHUKaUMOHHBIM KaHanaMm cBss3u. B cnydvae
HanpasreHus 3anpoca YMNofHOMOYEHHOro defeparibHOro opraHa WCMOMHUTENbHOW BMnacTu Mo noyte
3aKas3HbIM NMUCbMOM OH CYMTaEeTCs MOSy4YeHHbIM MO UCTEYEHUU LLECTU OHEW C AaTbl HanpaseHnsa 3akasHoro
nicbma.

11. 3asButenb 00sA3aH NpeAcTaBMTb OTBET Ha 3anpoc YMNONHOMOYEHHOro dedepanbHOro opraHa
WCMONMHUTENBbHOW BMacTu B CPOK, He MpeBblAalWni WecTnaecatTn pabounmx OHEen cO OHS MOonyvyeHus
yKa3aHHOro 3anpoca. YNoSIHOMOYEHHbI heaepanbHbIi opraH UCNONMHUTENBHOW BNAcTW, BblAABLUUIA 3agaHne
Ha npoBedeHVNEe 3JKCMEepPTU3bl OTHOLIEHUS OXUOAeMOW MOoNb3bl K BO3MOXHOMY PWUCKY MNPUMEHEHMUS
NeKkapCcTBEHHOro npenapata Ha OCHOBaHWM OOKYMEHTa, CoAepXawero pesynbtaTbl MOHWUTOPUHIra
adppeKkTMBHOCTM U 6e30MacHOCTM NEeKapCTBEHHOrO npenaparta, B TeyeHue nATM pabounx OHen co AHsA
NOCTYNNeHNs OT 3asBUTENS OTBETa Ha 3anpoc YMNOSTHOMOYEHHOro heaeparibHOro opraHa UCMONHUTENbHOW
BMacTu HarnpasrsieT 3TOT OTBET B SKCNEpPTHOE y4ypexaeHue. B cnyvae HenpeacTaBrieHWs Mo UCTEYeHUU
wecTtmaecatn pabounx OHen 3asBUTENleM OTBETa Ha yKa3aHHbIA 3anpoc YMONHOMOYEHHbIN deaepanbHbii
OpraH MCMOSMHUTENbLHON BNAacTW, BbIAABLUWMIA 3adaHne Ha NpoBeAeHWNE 3KCMepTU3bl OTHOLLEHUS OXUOaeMon
nomnb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS JEeKapCTBEHHOro npenapata Ha OCHOBaHWW [OKYMEHTa,
cogepxaliero pesynbtarbl MOHUTOPUHra ahEKTMBHOCTU M 6e30nacHOCTV NekapCTBEHHOro npenapara, B
TeyeHne nNaTv pabounx AHen HanpaBnseT B SKCNEepTHOE yypexaeHne yBeooOMIEeHWe O HenpeacTaBreHun
3asgBUTENEM OTBETa Ha 3anpoc yka3aHHOro opraHa. Bpems co OHS HanpaBrneHus 3anpoca 3KCMepTHOro
yypexaeHus B YMOMHOMOYEHHbIN begepanbHbii OpraH WCMOMHUTENbHOW BNactu A0 AHA NOMyyYeHus
3KCMEePTHLIM YYpexXaeHNeM OTBETa Ha 3anpoc W yBeAOMITEHWUS O HEMNpeacTaBneHun oTBeTa Ha 3anpoc He
YYMTbIBAETCSA MNPU  UCHUCIIEHUM CpOKa MPOBEAEHUS 3KCMEepTU3bl OTHOLUEHUS OXMAAeMOW Monb3bl K
BO3MOXHOMY PUCKY MNPUMEHEHWUs NeKapCTBEHHOro npenapara Ha OCHOBaHWWM [OOKYMEHTa, coaepXaliero
pe3ynbTaTbl MOHUTOPWHIa 3 EKTUBHOCTN 1 Ge30NacHOCTM NekapCTBEHHOro Npenapara.

12. B cpok, He npeBbIWaOWMA AecaTn pabounx OHeM CO AHSA MONyyYeHMs 3akfioYeHWst KOMUCCUMU
3KCMepToB MO pesynbratamM IKCNEePTU3bl OTHOLLEHUS OXUAAEMON NOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS
nekapcTBEHHOro rnpernaparta, COOTBETCTBYIOLUMIA YMONHOMOYEHHbIM ddedepanbHbli opraH UCMOSHUTENLHON
BracTu:

1) ocyllecTBNSeT OLEHKY 3TOro 3aknioyeHus AN onpedenieHns ero COOTBETCTBMA 3a4aHuo Ha
NnpoBeAeHNEe YKa3aHHOW 3KCMepTu3bl;

2) npuHMMaeT pelleHne O MOATBEPXOEHUU TOCYAapCTBEHHOM perncrpauum nekapcTBEHHOro
npenapaTta unu ob oTka3se B NOATBEPXKAEHWUM rOCYAapCTBEHHOW perncTpauum nekapcTBeHHOro npenapara;

3) BHOCUT MpW NPUHSATUN peLleHns O NOATBEPXKAEHUN roCyAapCTBEHHON perncTpauum nekapcTBeHHOro
npenapaTa CBeAEeHWS B [OCYAAPCTBEHHbLIN peecTp fekapCTBEHHbIX CPeacTB U BbiAaeT 3asiBUTENo
GeccpoyHoe perncTpauMoHHOe YAOCTOBEPEHNE NeKapCTBEHHOIO npenapara.

13. OcHoBaHuem Ans OTkasa B MNOATBEPXKOEHWM FOCYAAPCTBEHHOW perncrTpauum nexkapcTBEHHOro
npenapata SBMASETCA  pPeLleHne  COOTBETCTBYKOLEro  YNorfiHoMoYeHHoro  dredepanbHoro  opraHa
WCMNOSNHUTENBHOW BMNacTu O TOM, YTO PUCK MPUYMHEHMS Bpeda 300POBbIO YerioBeka WM XMBOTHOMO
BCMeACTBME NprYeMa NekapCcTBEHHOro npenapaTta npesbiwaeT aPeKTUBHOCTb €ro NPUMEHEHNS.

14. B nepuog nposefdeHuss npoueaypbl  NOATBEPXOEHUSA  roCyOapCTBEHHOW — perncrpaumu
riekapCTBEHHOrO NpenapaTa ero obpawieHue B Poccuiickon ®efgepauum He npMocTaHaBNMBaeTcs.

15. [onyckaetca obpalyeHvne nekapCTBEHHbIX npenapatoB ANA MEeAULMHCKOro MPUMEHeHus A0
NCTEYEHNs Cpoka roaHOCTU, NPOM3BEOEHHbIX B TeYEHNe CTa BOCbMUAECHATU KaneHaapHblX AHeN nocne Aathbl
MPUHATMSA YNONMHOMOYEHHbIM (begepanbHbiM OpraHoM MCMOSNHUTENBbHOW BMACTU peLLeHNst O MOATBEPXKOEHUM
rocydapCTBEHHOM peructpaummM, B COOTBETCTBMM C WHGOpMaumen, copgepxawencad B [AOKyMeHTax
perncTpaumMoHHOro AoCke Ha NekapCTBEHHbIV Npenapar A0 AaTbl MPUHATUS TaKoro peLueHns.
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MpumedaHne.

OepxaTenu unu Bnagenbubl PermcTpaLMoHHbIX YOOCTOBEPEHUN NEKApPCTBEHHbIX MpenapaTtoB MOryT
nogaTtb 3asiBNeHus o6 onpegeneHun B3anmMo3aMeHSIEeMOCTUN JIEKapCTBEHHbIX NpenapaToB Anst MeAULUHCKOrO
NpUMeEHeHNs B nopsigke, yctaHoBneHHoM ctatben 30 (B pen. ot 22.12.2014), no 31 gekabpsa 2016 roga
(PepepanbHbin 3akoH oT 22.12.2014 N 429-93).

Ctatbss 30. BHeceHMe M3MeHEeHWii B OOKYMEHTbl, CoAepXalluecss B pPerucTpauMoHHOM [OoCbe Ha
3aperncTpUpoBaHHbIV NeKapCTBEHHbIN Npenapat AN MeauLUMHCKOro NpuMeHeHus

1. B uensax BHECEHWst U3MEHEHUN B [OKYMEHTbl, COAepXaliMecs B PEerucTpauvMoHHOM [OCbe Ha
3aperucTpupoOBaHHbIA  NEeKapCTBEHHbIN MnpenapaTt Ans MeOUUUHCKOrO MpUMEHEeHWsl, gepXaTenb wunu
BnageneL, perMcTpaLumMoHHOro yaoCTOBEPEHNS NNEKAPCTBEHHOrO Npenapara UM ynofiHOMOYeHHOe UM Apyroe
lopugnyeckoe nuuo (ganee B HacCTOsWEW cTaTbe - 3asBUTEmNb) MPEACTaBnseT B YMNONHOMOYEHHbIN
dedepanbHbIi OpraH WCMONHUTENbHOW BMacTu 3asiBNeHUWe O BHECEeHWUM Takux WM3MEHeHun no dopme,
YCTaHOBMNEHHOW YMONHOMOYEHHbIM hefeparnbHbiM OpraHOM MCMOMHUTENBHOW BRacTW, W NPUITOXEHHbIE K
HEMY W3MEHEHWs] B YKa3aHHble AOKYMEHTbl, a Takke [OKYMEHTbl, nogTBepxaawlmne HeobXoamMmMocTb
BHECEHUSI TaKUX U3MeHeHWi. Npyn HeoBXOAMMOCTM BHECEHUSI U3BMEHEHWUIA B AOKYMEHTbI PErMCTPaLMOHHOIO
00Cbe Ha 3aperMcTpMpoBaHHELIN NIEKAPCTBEHHLIN Npenapart, TpedyrLmMX NPoBeAeHUs 3KCNePTM3bl KavyecTBa
NEKapCTBEHHbIX CpeacTB M (Mnn) SKCNepTU3bl OTHOLLIEHWUS] OXWOAEMOW MOMb3bl K BO3MOXHOMY PUCKY
NMPUMEHEHMS NEeKapCTBEHHOIO npenapaTta Ans MEeAMLWHCKOrO NPUMEHEHWs, 3asBUTENb AOMOMHUTENbLHO
npeacTaBnseT B YMOSHOMOYEHHbIN dedepanbHbli OpraH WCMOMHUTENBHOW BRACTU KOMWUIO NULEH3WMU Ha
NMPOU3BOACTBO JIEKAPCTBEHHbLIX CPEACTB WM KOMWUIO 3aKIMYEeHWss O COOTBETCTBMM MpPOU3BOAUTENS
NeKkapCcTBEHHbIX CPeAcTB TpeboBaHUAM nNpaBwun Hagnexallend Mpon3BOACTBEHHOW MNPAKTWKKW, BblAaHHbIE
YNOMHOMOYEHHbIM  doefepanbHbIM  OpraHoOM  WUCMOSHUTENBHOM BnacTu, B Criyydae, €criv nNpou3BOACTBO
NeKapCTBEHHOro npenapaTta ocyuwlectensietcs B Poccuiickon depepauun, nnbo KONUIO  BblgAHHOW
YNOMHOMOYEHHbIM OpPraHOM CTpaHbl MPOU3BOAMTENS JNULUEH3MM HaA MNPOM3BOACTBO NEKAPCTBEHHOrO
npenapaTta 1 ee NnepeBop Ha PYCCKUN A3bIK, 3aBEPEHHbIE B YCTAHOBMEHHOM NOPSAKE, U KOMUIO 3aKNIOYEHUs O
COOTBETCTBUM  MPOU3BOAUTENST  NEKapCTBEHHbIX CpeAcTB  TpeboBaHWsM  MpaBun  Hagnexatiien
NPOV3BOACTBEHHON NPAKTWUKKU, BbIAAHHOMO YMONHOMOYEHHbIM dbeaepanbHbiM OpraHoM UCMOMHUTENBHON
BMacTu, B criyyae, ecnv MNpOU3BOACTBO JeKapCTBEHHOrO Mpenaparta OCYLECTBSETCA 3a npepenamu
Poccuiickon ®epepaummn. MNMpuHATME pelleHMs O BHECEHMU W3MEHEHWA unm o6 oTKase B MX BHECEHMU
OCYLLECTBIISIETCA B Cly4ae HeobxoaMMOCTV MpPOBEOEHMS SKCNEPTU3bl KauyecTBa JIEKapCTBEHHbIX CPEACTB U
(Mrn) akcnepTM3bl OTHOLLEHUSA OXWOAEMOW MOMb3bl K BO3MOXHOMY PWUCKY MPUMEHEHUSA NEKapCTBEHHOMO
npenapaTta Andg MeuUMHCKOTO MPUMEHEHMSI B CPOK, He MpeBblalWwuin geBsHocTa paboumx AHeW, a B
OoCTanbHbIX Cry4asx B CPOK, He TMpeBbllarwmi Tpuauatm paboumx [HeWm CO [OHSA  NpUHATMA
YNOMHOMOYEHHbLIM  dhedeparnibHbIM  OpraHOM WCMOSIHATENbHOW BacTU 3asiBNEHUss O BHECEHUM TaKuX
N3MEHEHUI.

(vacTb 1 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. 3KcnepTu3a NnekapCcTBEHHbIX CPEACTB B YaCTU 3KCMEPTU3bl KayeCcTBa NeKapCTBEHHOro CpeacTBa U
(nnn) akcnepTU3bl OTHOLLEHUSI OXWOAEMOW MNOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro
npenapata Ans MeauUMHCKOro MPUMEHEHUs1 NPOBOAMTCA B Criydyae BHECEHUS U3MEHEHWA B AOKYMEHThI,
cofepXalwmecs B PErMCTPauUMOHHOM [0OCbe€ Ha 3aperncTpupoBaHHbIA FIEKApCTBEHHbLIN MpenapaT, B
OTHOLLUEHUMU:

1) cBeOEHMN, yKa3aHHbIX B MHCTPYKLMU MO MEOULIMHCKOMY NPUMEHEHWMIO NIEKApCTBEHHOIO nNpenapara:

a) nekapcTBeHHas dopMa C yKasaHWeM HaVMEHOBaHWA W KONMYECTBEHHOIO COCTaBa OENCTBYHOLLMX
BELLEeCTB M KayeCTBEHHOrO0 COCTaBa BCMOMOraTerbHbIX BeLecTB (Mpy HeobxoouMOCTW KONMMYECTBEHHOMO
COCTaBa BCMOMOraTenbHbIX BELLECTB);

0) dapmakogmMHamuka M hapMaKkoKMHETMKA (3a UCKIOYEHNEM (hapMaKOKMHETUMKN rOMeonaTUYeCcKmX
NEeKapCTBEHHbIX NpenapaToB U pacTUTENbHbIX NIEKAPCTBEHHbIX NpenapaToBs);

B) NoKasaHus Ans npuMeHeHus:;

r) NPOTUBOMNOKa3aHUsA AN NpUMeEHeHUs;

) Mepbl NPeaOCTOPOXHOCTU NPU NPUMEHEHWM;

€) yKasaHMe BO3MOXHOCTM U OCOOEHHOCTEN MPMMEHEHMSI IeKapCTBEHHOro npenaparta Aans
MEeONLIMHCKOrO NpUMEHeHUs1 6epeMEHHbIMI XKEHLLMHAMU, XEHLIMHAMMN B Nepuog, rpyAHOr0 BCKapMITMBaHWUS,
OEeTbMU, B3POCTIbIMU, UMEIOLLIMMU XPOHUYECKMEe 3aboneBaHus;

X) pexum 0O3MpOoBaHusA, cnocobbl BBEAEHWS U MPUMEHEHMS, Npyu HeobXoAMMOCTM Bpemsa npuema
NeKkapCcTBEHHOIO npenapara, NPogoIKUTENBHOCTL NIEYEHUs, B TOM YNCe y AeTel 40 U NOCne O4HOro roaa;

3) BO3MOXHble MOOOYHbIE OENCTBUS U HeXenaTtenbHble peakuun npu NPUMEHEHUN FNEeKapCTBEHHOIO
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npenapara;

1) CMMNTOMbI NePefo3MPOBKN, MEPbI MO OKA3aHMI0 MOMOLLM NPY NEPEAO3NPOBKE;

K) B3aumMoZencTBme C ApYrMMN fiekapCTBEHHbIMU NpenapatamMum 1 (Mnv) NULLEBLIMU NPOayKTamu;

n) popmMbl BbIMyCka NeKapCTBEHHOIO NpenapaTa;

M) ykasaHue (npu HeobxoaumMocTn) 0cCOOEHHOCTEN OENCTBUS NIEKAapCTBEHHOMO nNpenapaTa npu nepeom
npueme nnu nNpu ero OTMEHe;

H) CBEOEHUNSI O BO3MOXHOM BMUSIHUM NIEKapCTBEHHOrO npenapaTa Ansg MeauuMHCKOro NpMMEHeHus Ha
CMOCOBHOCTb YNpaBnsiTb TPAHCMOPTHbIMU CPEACTBAMU, MEXaHU3MaMU;

0) CpPOK FOQHOCTM W YyKa3aHWe Ha 3anpeT NpPUMEHEHWUs NekapCTBEHHOro npenapaTta no UCTeYeHuU
CpoKa rogHocTy;

n) yCroBWsi XpaHeHUS;

p) yCnoBuUsi OTMyCKa;

2) cocTaBa nekapCTBEHHOrO npenapara anst MeguUMHCKOro NPUMEHEHNS;

3) M3MeHeHus MecTa NPOM3BOACTBA JIEKAPCTBEHHOIO NpenapaTta A51s MeaULMHCKOro MPUMEHEHUS;

4) n3ameHeHuMs nokasaTtenen KayecTBa fekapCTBEHHOMO npenapata A5 MeAWMLUHCKOro NPUMEHEHNS U
(Mnn) MeToOOOB KOHTPONS Ka4YecTBa NeKapCTBEHHOTO nNpenapara Anst MeguUMHCKOro NPUMEHEHNS;

5) nameHeHnsa cpoka rogHOCTM NeKapCTBEHHOIO Npenaparta Anst MEAULMHCKOIo NPUMEHEHMS;

6) cBegeHW O HeoBXOOMMOCTM BHECEHMSI MHbIX M3MEHEHUMN B WHCTPYKUMIO MO MEOULMHCKOMY
NPUMEHEHMWIO NEKAapPCTBEHHOIO NpenapaTa, a Takke B UHbIe AOKYMEHTbI, CoOAepXKallnecs B pernctTpaynoHHOM
J0Cbe Ha 3aperMcTpuMpoBaHHbIN NeKapCTBeHHbIM npenaparT. [1pu 3ToM peLleHne 0 NpoBeaeHUN 3KCNepTU3bI
KayecTBa eKapCTBEHHbIX CPeACTB M (MNM) 3KCNepTU3bl OTHOLUEHUS OXMOAEMOW MOMb3bl K BO3MOXHOMY
pUCKy NPUMEHEHUS1 NeKapCTBEHHOro npenapara Ans MeOUUUHCKOrO NPUMEHEHWs NPUHUMaeTCs B
COOTBETCTBMM C YTBEPXKOEHHOW YMONHOMOYEHHbIM (hbeaepanbHbiM  OpraHoM WCMOSTHUTENBHOW  BriacTu
Knaccudukaumen n3MeHeHWi, BHOCMMbIX B AOKYMEHTbI, COAepXallMecs B PEerncrpaLyMoHHOM [OCbe Ha
3aperMcTpupoBaHHbIf NTEKApCTBEHHbIV Npenapar.

(4acTb 2 B peq. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. C 3adBneHMeM 0 BHECEHUW U3MEHEHUN B OOKYMEHTbI, CoAepXallMecs B permcrpaumoHHOM 4OCbe
Ha 3aperncTpyMpoBaHHbIN FEeKapCTBEHHbIM MpenapaT Ans  MEOUUUHCKOTO MNpPUMMEHEHWs, Hapsgy C
OOKYMEHTaMu, ykasaHHbIMM B YacTv 1 HacCTosLWEN CTaTbW, 3asiBUTENb NPEACTaBISET KOMUU OOKYMEHTOB,
NOATBEPXOAOWMNX YyNraTy roCcydapCTBEHHOW MOLWWHBI 32 BHECEHME B AOKYMEHTbl, COAepXalimecs B
perncTpaumMoHHOM [OCbe Ha 3aperMcTpUMpOBaHHbIA  NEKAPCTBEHHbLIM Mpenapat Ans  MeauuMHCKOro
NPUMEHEHUS, U3MEHEHUN, TpebylLlWwmx nNPoOBEeAEeHUS 3SKCMEePTU3bl NEKAPCTBEHHbIX CPeaCTB B YacTu
3KCNepTU3bl KayecTBa NEeKapCTBEHHOro CpeacTBa M (MNKU) 3KCNEpPTU3bl OTHOLUEHUS OXMAAEMOW MOMb3bl K
BO3MOXHOMY PUCKY NPUMEHEHWs NeKapCTBEHHOro npenapata pAns  MeAUUMHCKOro  MNpUMEHEHMs,
rocydapCTBEHHOM MOLUMMHbI 3@ BHECEHME B OOKYMEHTbI, COAEpXallMecs B PermcTpalMoHHOM [OCbe Ha
3aperMcTpUpOBaHHbIA  NEKAapCTBEHHbIM MNpenapaT Ans MEeOWUUMHCKOrO MPUMEHEHUS, W3MEHEHWUNA, He
TpebyloLmnx nNpoBedeHUs 3KCMepTU3bl FEeKapCTBEHHOTO CpefcTBa, nnbo BnpaBe npeacraBuTb MO
COOCTBEHHOW WMHMUMATUBE YKa3aHHble [OOKYMeHTbl. B crnyyae ux HenpeacTaBneHUs YNONTHOMOYEHHbIV
defepanbHblA  OpraH MCMOSIHUTENBHOM BracTy npoBepsieT akT ynnaTbl FOCY4apCTBEHHbLIX MOLUSIMH
3asgBUTENEM MOCPEACTBOM  MCMOMNb30BaHMsS MHGopMauunm o6 ynnate roCcydapCTBEHHbIX —MOLUMVH,
cogepxawencsa B ['ocygapCTBeHHOM MHAOPMAUUOHHOM CUCTEME O TFOCYAApPCTBEHHbIX U MyHUUMNAanbHbIX
nnarexax, Ha OCHOBaHUW NPEACTABIEHHbIX 3asdBMTENEM KOMWA OOKYMEHTOB, NOATBEPXAANOLMX ynnarty
rocygapCTBEHHOW MOLUMMHBI.

(vacTb 3 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4. B TeyeHue gecaty paboumx OHeW CO OHS MOCTYMNEHUS yKasaHHOro B Yactu 1 HacTosILLEen cTaTbu
3asBreHNSA 1 HEOOXOOUMBIX JOKYMEHTOB YMNOMHOMOYEHHbIV dhefeparnbHbIi OpraH UCMOMHUTENBHON BriacTu:

1) npoBOAWT MPOBEPKY MONHOTbI M OOCTOBEPHOCTU CBEAEHWUN, COAEPXaluXcs B MpeacTaBlieHHbIX
3asgBUTENEM MaTepuanax;

2) NPMHUMAET peLLEHEe O MPOBEAEHMMN YKA3aHHbIX B YacT! 2 HACTOSILLEN CTaTbW COOTBETCTBYHLLUNX
9KCMEepTM3 NIEKAPCTBEHHOIO cpeacTBa unm o6 oTkase B UX NPOBEAEHNM;

3) yBeOgomnisieT B 9M1EKTPOHHOM WM MUCbMEHHOW hopMe 3asiBUTENS O MPUHATOM peLleHun Unn B
criyyae MpUHATUS pelleHns o6 oTkase B MPOBEeOEHVMM COOTBETCTBYHOLLEN IKCMEepTM3bl C yKa3aHWeM NpuymH
Takoro oTkasa.

(B pea. PenepansHoro 3akoHa ot 22.12.2014 N 429-$3)

41. B cnyyae BbISIBNEHUS HEOOCTOBEPHOCTM CBEAEHMN, COAEpXalUMXCA B NpeacTaBreHHbIX
3asBuUTENEeM MaTepuanax, YnomHOMOYEHHbIN heaepanbHbii opraH WUCMOMHUTENbHOW BNacTu HanpasnseT
3asBUTENMIO 3anpoc 00 YTOYHEHMM YKa3aHHbIX CBefeHWi. [aHHblA 3anpoc MoxeT ObiTb nepenaH
YNOMHOMOYEHHOMY MNpeAcTaBUTENO 3asaBUTENs MWYHO MO PaCnMUCKy, HampasreH Mo fnoyTe 3aKa3HbIM
NMCbMOM WX NepedaH B 3NEKTPOHHOM (hopMe MO TeneKOMMYHMKAUMOHHBIM KaHanaMm cBsisn. B cnydvae
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HanpaBneHns OaHHOro 3arnpoca No MnoyTe 3akasHbIM MUCbMOM OH CYMTAETCs NONyYeHHbIM MO UCTEeYeHUU
LeCTU OHEN C AaTbl HanpasBneHUs 3aka3HOro NMCbMa.
(vacTb 4.1 BBeaeHa PepepanbHbiM 3akoHOM oT 25.11.2013 N 317-03)

4.2. 3asBuTtenb 006s3aH MpeacTaBUTb OTBET HA 3anpoc YMNOMHOMOYEHHOro dedeparibHoro opraHa
NCNONHUTENBbHOM BNAacTU B CPOK, HE MpeBbIIaoLWMA 4EBAHOCTA paboyumx AHEN CO AHS NMOMy4YeHUs1 JAHHOro
3anpoca. Cpok, ykasaHHbIM B YacTu 4 HacTodAwen cTaTbM, NPUOCTaAHaBMMBAETCA CO AHS HanpasneHus
3a8BUTENIO 3anpoca YNnonHOMOYEHHOro dheaepanbHOro opraHa UCMONHUTENBHOW BNAcT 4O OHSA MOyyYeHust
UM OTBETA Ha JaHHbIA 3anpoc U He YYUTLIBAETCS MPU UCYUCIIEHMU CPOKA NPUHATUS peLleHUst O BHECEHUU
M3MEHEHUA B [OOKYMEHTbl, CcOAepXaluecss B pPerMcTpaumoHHOM [0Cbe Ha 3aperMcTpupoBaHHbIN
nexkapcTBEHHbIN NpenapaT Anst MeEQULMHCKOrO NMPUMEHEHMUS.

(vacTb 4.2 BBegeHa PefepanbHbIM 3akoHOM oOT 25.11.2013 N 317-93)

5. OcHoBaHveM Onsi oTka3a B MPOBEAEHMM YKa3aHHbIX B YacTM 2 HACTOSLLEN CTaTbW 3KCMEpPTM3
ABNAETCA NpeacTaBneHve OOKYMEHTOB, NepeyncrieHHbIX B YacTtax 1 u 3 HacTosiweln ctaTbu, B HEMNOMHOM
obbeme, HenpeacTaBlieHWE 3asiBUTENEM B YCTAHOBIIEHHbIA CPOK OTBETA Ha YKasaHHbli B Yactu 4.1
HacTosWen cTaTbM 3anpoc YNOSIHOMOYEHHOro doefeparnibHOro opraHa MCMNOMHUTENbHOM BflacTW, a Takke
OTCYTCTBME B MNPEACTABIIEHHbIX AOKYMEHTaX AOCTATOYHbIX CBEAEHWUN, MOATBEPXKAANLMX HEeobGXoaMMOCTb
BHECEHUS U3MEHEeHW, NN OTCYTCTBUE WHopmMaunu, noaTeepxaarowen gakT ynnaTbl rocyaapCTBEHHbIX
MOLUSIMH, YKa3aHHbIX B YacTun 3 HACTOsILLEN CTaTbW.

(B pea. PenepanbHbIx 3akoHoB 0T 25.11.2013 N 317-93, o1 22.12.2014 N 429-93)

6. YkasaHHble B 4YacTu 2 HacCTOsILLEeN CTaTbW 3KCMEepTU3bl NPOBOAATCS B Mopsake, YCTaHOBNEHHOM
cTaTtben 23 HacToswero degeparnbHOro 3akoHa.

7. B cpok, He npeBbllalOWUA AeCATU paboumx OHEW CO AHS MONyYeHUs 3aKIMOYEHU KOMUCCUA
3KCMepTOB MO pes3ynbTaTaM YKasaHHbIX B YacTW 2 HacTosILLenW cTaTbM 9KCNepTu3, YMNONTHOMOYEHHbIN
denepanbHbIA OpraH UCNOSHUTENBHOKW BRAaCTu:

(B pen. ®PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1) NpUHUMaET peLleHne O BHECEHUM U3MEHEHMWIA B AOKYMEHTbI, COAepXalmecs B permcTpauuoHHOM
[0Cbe Ha 3aperncTpupoBaHHbIA NEKApPCTBEHHbIV NpenapaT Ansg MeAMLMHCKOro NpUMeHeHus1, nnmn ob oTkase
BO BHECEHUM TaKNX N3MEHEHUM;

2) BHOCUT B rOCYAApPCTBEHHbIN PEECTP FIEKapCTBEHHbIX CPEACTB HA OCHOBAHUWN PELUEHUS O BHECEHUM
M3MEHEHUA B [OOKYMEHTbl, COAEpXaluecs B PErmcTpaumoHHOM [OCbe Ha 3aperMcTpuMpoBaHHbIN
NeKapCTBEHHbIM npenapat Ans MegULMHCKOrO NMPUMEHEHUs, Heobxoaumble M3MEHEHMS U BO3BpaLLaeT MX
3asBUTENIO;

3) BblgaeT 3agBUTENO0 HOBOE PErMCTPaLMOHHOE YOOCTOBEPEHME NEeKapCTBEHHOro npenapara B crnyyae
N3MEHEHNS CBEAEHWNIN, COAEPXKALLNXCH B HEM.

(n. 3 BBeaeH denepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

8. OcHoBaHMeM [nsd oOTka3a BO BHECEHUM W3MEHEHUM B [OOKYMEHTbl, coAepxalunecss B
permcTpaumMoHHOM [OCbe Ha 3aperMcTpMpoBaHHbIA  FIEKAPCTBEHHbIM npenapaTt Ans  MeauuUHCKOro
NPUMEHEHWS, ABMNSETCS 3aKnioYeHne YNorIHOMOYEHHOro dpefeparnbHOro opraHa UCMOSTHUTENBLHOW BRacTn o
BO3MOXHOCTU CHWXeHUs1 6e3onacHoCTH, KavecTBa, 3(PEEKTUBHOCTU JIEKAPCTBEHHOrO CpeAacTBa B Criyyae
BHECEHUS TaKUX U3MEHEHUN.

9. [onyckaeTca oOpalleHue neKkapCTBEHHbIX MpenapaTtoB Ans MEeOULMHCKOro NpUMEHEHUsa Oo
NCTEYEHNsI CPOKa FO4HOCTM, NPOU3BEOEHHbIX B TEYEHME CTa BOCBMUOECATU OHEW nocre AaTtbl NPUHSATUSA
YNOMHOMOYEHHbIM hefepanbHbiM OpraHOM WMCMOMHUTENBHOW BACTU PeLUeHUs O BHECEHUM U3MEHEHWUN B
OOKYMEHTbI, CoAepXaluuecs B permcTpaLMoHHOM JOCkbe, B COOTBETCTBUM C UH(pOpMaLMen, coaepxallencs B
OOKYMeHTax perMcTpaLmMoHHOro A0Cke Ha NekapCTBEHHbIM NpenapaT A0 AaTbl NPUHATUSA Takoro peLleHus.
(vacTb 9 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Ctatbss 31. BHeceHMe M3MeHEeHWii B OOKYMEHTbl, CoAepXalluecss B pPerucTpauMoHHOM [[OCbe Ha
3aperncTpupoBaHHbIi NeKapCcTBEHHbIN Npenapat AnA BeTepUHapHOro NpUMeHeHus

1. B uensax BHECEHWst U3MEHEHUN B [OKYMEHTbl, COAepXaliMecs B PEerucTpauMoHHOM [OCbe Ha
3aperucTpupoOBaHHbIA  NIEKAapCTBEHHbIM MNpenapaT Afs BETEepUHApPHOrO MPUMMEHEHWsl, Jdepxatenb Wunm
Brageney perncTpaumoHHOro yaoCToOBEPEHWS NeKapCTBEHHOO npenapara unn yrnonHoMoYeHHoe UM apyroe
lopyamdeckoe nuuUo (Qanee B HaAcTOsWEN cTaTbe - 3asBWUTENb) MpeacTaBnseT B YNONHOMOYEHHbIN
denepanbHbIn OpraH UCNOMHUTENbHOM BNacTU 3asiBfieHNEe O BHECEHUW TakuX WU3MEHEeHWM no dopme,
YCTaHOBMNEHHOW YMONMHOMOYEHHbIM hefeparnbHbiM OpraHOM MCMOMHUTENBHOW BRAcTU, W NPUIIOXEHHbIE K
HEMY W3MEHEHWs1 B YKa3aHHble [AOKYMEHTbl, a Takke [OKYMEHTbl, noaTBepxgawwmne HeobXoamMmMocTb
BHECEHUSI TakUX W3MEHEHWUN. MpUHATUE pelleHUss O BHECEHUW TaKUX M3MEHEeHMNn unn ob oTkase B uX
BHECEHMM OCYLLECTBIISIETCA B CPOK, HE MNpEeBbIIAWNUA OeBAHOCTa paboyumx OHEN CO OHS NMPUHATUS
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YMOSIHOMOYEHHBIM  dbefepanbHbiM  OPraHOM  WCMOMHUTENbHOW BRAcTU 3asBIEHUS O BHECEHWM TaKux
N3MEHEHNI.
(B pen. PepgepanbHoro 3akoHa ot 13.07.2015 N 241-03)

2. B cnyyae BHeCeHVS1 U3MEHEHWI B OOKYMEHTbl, COAepXaliuecs B pPermcrpaumoHHOM [OCbe Ha
3aperncTpupoBaHHbIN NeKapCTBEHHbIV Npenapar Ans BeTEPUHapPHOro NPMMEHEHWs, B OTHOLLEHUN CBEeOEHWN,
yKasaHHbIX B nognmyHktax "e", "x", "k", "m", "W", "c", "X" nyHkta 7 yactu 3 ctatbum 17 HacTosLero
degepanbHOro 3akoHa, U3MEHeHus U (Mnu) AONOMHEHWUs NMPOWU3BOACTBEHHOW NoWanKkM rekapCTBEHHOro
cpeacTBa, a Takke B Cry4yae W3MEHEeHWs nokasaTenen kadecTBa IekapCTBEHHOro npenapaTta Ansg
BETEPUHAPHOr0 MPUMEHEHUs U (MnM) METOAOB KOHTPONS KayecTBa feKkapCTBEHHOro npenaparta Aans
BETEPUHAPHOrO MPUMEHEHUS NPOBOAUTCA 3KCMEepTU3a NEKapCTBEHHOro CpeacTBa AN BeTepuHapHOro
npumMeHeHusi. B cnyvyae HeobxoOMMOCTW BHECEHWUS] WMHbIX WM3MEHEHUA B [OKYMEHTbI, CoAepXallnecsi B
perucTpaumMoHHOM [OCbe Ha 3aperncTpuMpoBaHHbIA NEKapCTBEHHbIM Npenapat ANna BeTepMHAapHOro
NPUMEHEHMS], 3KCMepPTM3a NIEKAPCTBEHHOIO CPEACTBA ANsi BETEPUHAPHOIO NMPUMEHEHMWS HE NPOBOAMNTCS.

(B peq. ®epepanbHbIx 3akoHoB OT 22.10.2014 N 313-93, o1 22.12.2014 N 429-93)

3. C 3asBneHMeM 0 BHECEHUN U3MEHEHUN B OOKYMEHTbI, CoAepXKallMecs B permcTpauymoHHOM 4OCbe
Ha 3aperMcTpUpoOBaHHbIA NEeKapCTBEHHbIV MpenapaTr Ans BETEePUHApPHOIO MNPUMEHEHWs, Hapsgy C
OOKYMEHTaMM, yKasaHHbIMW B HacTu 1 HaCTOsALWEN cTaTby, NPeACTaBMAAOTCA AOKYMEHThI, NoATBepXaatoLme
ynnaTy rocygapCTBEHHOW NOLUNUHBI 38 BHECEHME B JOKYMEHTbl, CoagepXallmecs B perncTpauuoHHoOM ocke
Ha 3aperucTpupoBaHHbIA fEeKapCTBEHHbIN npenapaT ONd BEeTEPUHapHOro MNPUMEHEHUSs, U3MEHEHWN,
TpebyoLwmnx npoBeaeHUs 9KCNepTU3bl fNeKkapCTBEHHOro CpeacTBa AN BETEPUHaPHOro MPUMEHEHUS, WU
M3MeHeHW, He Tpebylwmnx npoBedeHns 3SKCNepTu3bl feKapCTBEHHOro cpeacTBa Ans BeTepuHapHOro
NPUMEHEHUSI.

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

4. B cpoK, He MpEeBbILAMWMA OecATM pabounx OHEW CO OHSA MOCTYMNSEHUS YKa3aHHOro B Yactu 1
HacTosILLEeN CcTaTbM 3asiBNEHUS W HEeOoOXOAMMBIX [OOKYMEHTOB, YMONMHOMOYEHHbIN dedepanbHbli opraH
NCMONMHUTENBHOW BNacTu:

1) npoBOAWT MPOBEPKY MOSIHOTbI M JOCTOBEPHOCTU CBEAEHWUWN, COAEpXaluxcs B MpeacTaBlieHHbIX
3asgBUTENEM JOKYMEHTaX;

2) npyHMMaeT pelleHne O NPOBEAEeHUW 3KCNepTu3bl NIEKAapCTBEHHOro CPeAcTBa AN BETEPMHAPHOro
npMMeHeHus nnmn o6 oTkase B ee NpoBeaeHNY;

3) yBegomnseT B NUCbMEHHOW hopme 3asBUTENss O MPUHSATOM peLleHVUM UKW B Clyvae NpUHATUS
peLleHns o6 oTkase B NPOBEAEHUN IKCMEPTU3bI NEeKapCTBEHHOMO CPEACTBa ANs BETEPUHAPHOTO NPUMEHEHMS
C YKa3aHueM MpUYMH Takoro otkasa.

5. OcHoBaHveM [Onsi OTkasa B MPOBEOEHUM 3KCMepTU3bl NeKapCTBEHHOro cpeacTsa  Ans
BETEPUHAPHOIrO NPUMEHEHUS SBNSIETCS NpeAcTaBlieHMe AOKYMEHTOB, yKa3aHHbIX B YacTax 1 n 3 HacTosLwwen
cTaTtbW, B HEMONMHOM OObeMe Wy OTCYTCTBME B MPEACTABMEHHbIX OOKYMEHTax AOCTAaTOYHbIX CBEAEHWN,
NnoATBEpPXKAaLWUX HEOOXOANMOCTbL BHECEHNS UBMEHEHNA.

6. OkcnepTusa neKapCTBEHHOrO cpeacTBa AN BETEPUHAPHOrO MPUMEHEHUS B LENAX BHECEHUS
M3MEHEHWA B [JOKYMEHTbl, cogepXawmecss B PerucTpauMoHHOM [OCbe Ha 3aperncTpypOBaHHbIN
NeKkapCcTBEHHbIN npenapaT Ans BETEPMHAPHOIO NPUMEHEHUS, OCYLLECTBNSAETCHA B Nopsiake, YCTaHOBIEHHOM
ctaTtben 24 HacToswero degepanbHOro 3akoHa.

6.1. B cpok, He npeBblWwalWmi NATM paboumx OHEW CO OHSA MONYyYEeHUS 3aKkioYeHUst KOMUCCUn
3KCMepTOB MO pesynbTaTaM YKasaHHOWM B YacTv 2 HaCTOSLEW CTaTbW IKCMEPTU3bl, YNONTHOMOYEHHbIN
denepanbHbIN opraH UCMONHUTENbLHOW BRACTK:

1) NpUHUMaET pelleHne O BHECEHUN U3MEHEHWUA B JOKYMEHTbI, coAepXallunecs B perMcTpaunoHHOM
[OCbe Ha 3aperncTpupoBaHHbIN NeKapCTBEHHbIN NpenapaT Afsi BeTepuHapHOro npuMeHeHus, unmn ob otkase
BO BHECEHUW TaKUX U3MEHEHUIA;

2) BHOCUT B roCyapCTBEHHbIN peecTp fiekapCTBEHHbIX CPEACTB Ha OCHOBAHWM PELUEHUS O BHECEHUU
M3MEHEHWA B [JOKYMEHTbl, cogepXalmecss B PerucTpauMoOHHOM [OCbe Ha 3aperncTpypOBaHHbIN
NeKkapCcTBEHHbIN NpenapaTt ANns BETEPUHAPHOro NpMMEHeHWs!, He0bOXoauMbIE M3MEHEHUS 1 BO3BpaLLaeT 3Tu
OOKYMEHTbI 3asiBUTESHO.

(vactb 6.1 BBeaeHa PepepanbHbiM 3akoHOM oT 22.10.2014 N 313-03)

7. OcHoBaHMeM [Ond oOTka3a BO BHECEHUM UW3MEHEeHUWn B [OOKYMEHTbl, codepxawmecs B
perncTpauMoHHOM [OCbe Ha 3aperncTpupoBaHHbI NEeKapCTBEHHbIV npenapat ANnd  BeTepuMHapHOro
NPUMEHEHUS, ABMAETCA 3aKrioYeHne ynonHOMOYeHHoro dredeparnbHOro opraHa UCMONHUTENbHOW BriacT O
BO3MOXHOCTU CHWXeHus 6e3onacHoCTW, KadecTBa, 3(PMEKTUBHOCTW NEKapCTBEHHOro npenapaTta Ans
BETEPUHAPHOro NPMMEHEHNS B Criydae BHECEHUS U3MEHEHUI B YKa3aHHbIE JOKYMEHTbI.

8. [HonyckaeTcsi obpalleHne nekapCTBEHHbIX MNpenapaToB Ans BEeTepMHApPHOro MNpPUMEHEHWs A0
NCTEYEHUsI CpoKa rOOHOCTW, NMPOM3BEAEHHbLIX B TEYEHWE CTa BOCbMUOECATVM AHEN nocne gaTbl NPUHATUS
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YMOSITHOMOYEHHBIM doeeparibHbIM OpraHOM MCMOMHUTENbHOW BMAcTU PeELUEHUS O BHECEHUU W3MEHEHWA B
OOKYMEHThI, CoAepXallnecsi B perMcTpauuMoHHOM [OCbe Ha NeKapCTBEHHbIM npenapart, B COOTBETCTBUU C
MHdopMaLMeEn, cogepallenca B JOKYMEHTax PernctpauMoHHOro JOCke Ha feKapCTBEHHbIN npenapart oo
OaTbl MPUHATUS TAKOTO PELLEHNUS.

(vacTb 8 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Cratbs 32. OTMeHa rocygapCTBEHHON perncTpaunm nekapCTBEHHOro npenapaTa

PeweHne o6 oTMeHe rocyoapCTBEHHOW pervcTpaumy JIEKapCTBEHHONO npenapata U MCKIHYeHUM
NneKkapCTBEHHOro npenapaTa W3 roCyAapCTBEHHOrO peecTpa fekapCTBeHHbIX CpeacTB MNpuHMMaeTcs
YMOSITHOMOYEHHBIM doedeparnbHbIM OpraHOM UCMOSHUTENBHOW BrAcTU B Criyyae:

1) nNpencTaBneHns COOTBETCTBYIOLLMM YMNOMHOMOYEHHbIM (oedepasibHbIM OpraHOM MCMOMHUTENBHON
BMACTU 3aKSOYEHMS O pUcke nnn 06 yrpose 340POBbI0, XKM3HWM YEeroBeKa UMM XMBOTHOMO MpU NMPUMEHEHUM
NeKapCTBEHHOro npenapaTa, NpeBbilaWmx ero apdeKkTMBHOCTb, MO pe3yribTaTtaM OCYLLECTBIISIEMOr0 UM
MOHUTOpPMHra 6e30nNacHOCTU NieKapCTBEHHOTO Npenapara;

2) nopayn pgepxaterneM Wnu BriagenbLeM PEerncTpauuoHHOro yAOCTOBEPEHUS] JeKapCTBEHHOMO
npenapata WM  YMOSTHOMOYEHHbIM UM  OPYIMM  IOPUOUYECKMM  IMLUOM  3asiBneHnss o6 oTMmeHe
rocygapCTBEHHOWN perncrTpaumm nekapcTBEHHOro npenapaTa;

(B pea. PenepansHoro 3akoHa ot 22.12.2014 N 429-$3)

3) HenoaTBEPXAEHUS TOCYLAPCTBEHHOM peructpauun nekapcTBEHHOro npenapata no ucTevyeHum
CcpoKa OeNCTBUSA permcTpaLoHHOro YA0CTOBEPEHMS, BblAAaHHOMO Ha NAThb NeT;

4) HenpencTaBneHus 3asBuTeNeM MHAOPMaLMKN, KOTopas MOXET MoBfieYb 3a cobo HeOBXOAMMOCTb
BHECEHNSI U3MEHEHMI B LOKYMEHTbI, cogepXalmecss B permcTpaLMoHHOM OOCbe Ha 3aperMcTpupOBaHHbIN
NeKkapCcTBEHHbIN Npenapart, B Te4YeHne TpuauaTtn pabounx gHeN CO OHA HACTYNEHNS STUX N3MEHEHWIA;

5) ocyLlecTBNeHNs roCydapCTBEHHOW perncrpauumn JeKapCTBEHHOro npenapata Mo TOProBbiM
HaMMEHOBaHNEM 3apEerMcTpMpoBaHHONO paHee MoA4 3TMM TOProBbIM HaMMEHOBAHWEM JIEKAPCTBEHHOIO
npenapaTta, OTNIMYaLErocsl Ka4eCTBEHHbIM COCTaBOM AENCTBYIOLLMX BELLECTB;

(B peqn. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6) ocyLlecTBMNeHMs rocyqapCTBEHHOM perncTpauum 3asiBUTENEM OOHOro U TOro Xe NeKapCTBEHHOIO
npenapaTta nog, pasnuyHbIM1 TOProBbIMY HaMMEHOBAHUAMM;

7) BbIHECEHUS CyOOM peLLeHWs O HapylleHuM npas npaBoobnagaTens o6beKTOB MHTENNEeKTyanbHON
COBCTBEHHOCTN Npy 0bpaLleHM NekapCTBEHHbIX CPEACTB;

8) oTCyTCTBMSA NEeKapCTBEHHOrO nNpenapara B obpatueHnn B Poccuiickon ®egepauum B Te4eHne Tpex 1
bonee ner;

(n. 8 BBeaeH denepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

9) HEBbLINOMHEHUNS AepXaTenem unu BnagenbueM perMcTpaunoHHOro YOOCTOBEPEHUSA NIEKAPCTBEHHOIO
npenapata nMbO YMOMHOMOYEHHBIM VMW APYIUM OPUOANYECKAM NULOM MeponpuaTuiA no obecneveHuto
0©e30MacHOCTM NEeKapCTBEHHbIX MpenapaToB, YCTAaHOBMEHHbLIX YMOMIHOMOYEHHBIM dedepanbHbiM OpraHoM
NCMNONHUTENbHOM BMacT B COOTBETCTBUM C YacTamu 3 n 4 ctatbn 64 HacToswero ®eaepanbHOro 3akoHa, B
pamkax ocyLlecTBneHns apMakoHaa3opa;

(n. 9 BBegeH depepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

10) oTkasa pgepxaTtens wnu Brnagenbua pPerncTpaumoHHOro YOOCTOBEPEHUSI eKapCTBEHHOMO
npenapata nuB0 YMNOMHOMOYEHHOrO MMW LPYroro HpUOUYEecKoro nuua OT BHECEHUA W3MEHEHWA B
WHCTPYKLMIO NO NPUMEHEHMIO NEKapCTBEHHOTO npenapara, KacalLLMXCsl HOBbIX MOATBEPXAEHHbIX AAHHbIX O
TOM, YTO PUCK NPUYMHEHUS Bpeda 340POBLI0 YENOBEKA UMW XXMBOTHOMO BCNEACTBME NpMEMa NIEKapCTBEHHOIO
npenaparta npesbiwaeT 3PEKTUBHOCTb ErO MPUMEHEHUS.

(n. 10 BBeaeH denepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

Cratbs 33. locyaapCTBEHHBIM PEECTP NEKAPCTBEHHbIX CPEACTB

1. TlocymapCTBEeHHbI peecTp NeKapCTBEHHbIX CPEACTB COAEPXWUT MepeyeHb JeKapCTBEHHbIX
npenapaToB, NPOLIEeALWNX FOCYAapCTBEHHYIO perncTpaumio, nepeveHb dapMaueBTUYecKMX cybGcTaHumn,
BXOASALLMX B COCTaB NleKapCTBEHHbIX NpenapaTos, 1 cneayowyo MHopmaumio:

1) B OTHOLLIEHWNW NEeKapCTBEHHbIX NpenapaToB:

a) HaMMeHOBaHWe neKkapCTBEHHOro npenapata (MexgyHapogHOe  HenaTeHTOBaHHOoe, Wunu
rPynMnMpOBOYHOE, UM XUMUYECKOE U TOPrOBOE HaVMEHOBaHUS);

(B pean. PepepansHoro 3akoHa ot 22.12.2014 N 429-03)

6) nekapctBeHHas hopma C yKasaHMeM J03MPOBKM NeKapCTBEHHOro mpenapaTta MU ero Konuyectsa B

noTpebUTENbCKOW YNaKoBKe;
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B) HaMMEHOBaHWE AepXaTens Wnu Bnagenbla pPerncTpauMoHHOro YAOCTOBEPEHUsI NeKapCTBEHHOIO
npenapara;

(nn. "B" B pea. ®eagepanbHoro 3akoHa ot 22.12.2014 N 429-93)

r) HAaMMeHOBaHWe 1 agpec NPoON3BOAMTENS NIEKapCTBEHHOIO nNpenapaTa;

0) dapmakoTepaneBTU4eckasi rpynna, kog NekapCTBEHHOro npenapara no aHaToMo-TepaneBTUYeCKO-
XMMUYECKON Knaccndukaumm, pekomeHgosaHHon BcemmnpHon opraHm3aumen 3gpaBoOXpaHeHus;

(nn. "a" B peg. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-93)

€) NoKasaHus U NPOTMBOMOKAa3aHUS K NPUMEHEHUIO NEKapCTBEHHOIO NpenaparTa;

) NOBOYHbIE AENCTBMSA NEKapCTBEHHOIO Npenapara;

3) CPOK ro4HOCTU NeKapCTBEHHOrO npenapara;

N) YCNOBUSI XpaHEHMS NEKAPCTBEHHOIO Npenapara;

K) YCroBuMs OTnycKa JIeKapCTBEHHOIO Npenapara;

n) Homep chapMaKkonewmHOW CTaTbM UMW B CIy4ae ee OTCYTCTBUS HOMEP HOPMAaTUBHOW AOKYMEHTaLuu
nnBo HOPMAaTUBHOTO JOKYMEHTa;

M) daTa rocygapCTBEHHOW perncrpauny rekapCTBEHHOTO npenapaTa U ero perMcTpauuoHHbIA HOMEP,
Jata 3aMeHbl PEervcTpaumMOHHOrO yAOCTOBEPEHWMS NIeKapCTBEHHOro mnpenapata Ha ©GeccpoyHoe
perncTpaumoHHoe yaoCTOBEPEHME NEKAPCTBEHHOIO Npenapara, gata nogadv 3asBneHus O NoATBepXaeHun
rocygapCTBEHHOW perncrpauumn fekapcTBEHHOro npenapara, gata OTMEHbl rocy4apCTBEHHOW permcrpamm
neKkapCTBEHHOro npenapara;

(B pea. PenepansHoOro 3akoHa ot 22.12.2014 N 429-93)

H) Ka4eCTBEHHbIN COCTaB U KONMMYECTBEHHbIN COCTaB AENCTBYIOLLMX BELLECTB U Ka4YeCTBEHHbIN COCTaB

BCMOMoOraTernbHbIX BELLECTB NIeKapCTBEHHOro npenapara;
(nn. "H" BBegeH ®PenepanbHbIM 3akKOHOM 0T 22.12.2014 N 429-03)

0) HpopMauusa 060 Bcex paspeLLeHHbIX BUAax BTOPUYHOW (MOTPeONTENbCKON) YNAKOBKY;
(nn. "o" BBegeH depepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

n) gata nNpUHATUS peLleHus O BO3MOXHOCTWM paccMaTpuBaTb JIEKApCTBEHHBIM npenapart npu
rocydapCTBEHHOMN perMcTpauny B kKa4ecTBe oppaHHOro NekapCcTBEHHOIO Npenapara;
(nn. "n" BBeaeH PepepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

p) HanuMuue IneKkapCTBEHHOro mnpenapata B MEpPeYHEe XU3HEHHO HEeOOXOOUMBIX U BaXKHEWLLMX
NeKapCTBEHHbIX MPenapaTos;

(nn. "p" BBegeH ®epepanbHbiM 3akoHOM 0T 22.12.2014 N 429-93)

C) Hanuuve B NekapCTBEHHOM npenapaTe HapKOTUYECKUX CPeACTB, MCUXOTPOMHLIX BELLECTB U UX
NpekypcopoB, noanexalimx KoHTponto B Poccunckon denepaumu, B COOTBETCTBMU C 3aKOHOAATENbLCTBOM
Poccunckon ®epepaunn, mexayHapoaHbiMu aorosopamun Poccuiickon ®epepaumu, B ToM vucne EguHomn
KOHBEHUMEN O HapKoTu4decknx cpeacteax 1961 roga n KoHBeHUmMeEN 0 NCMXOTPONHbLIX BewecTBax 1971 roaa;
(nn. "c" BBeaeH ®enepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

T) wHdopMauuss O TOM, $SBMASETCA NW  [AaHHbI  JIEKAPCTBEHHbIN npenapat pedepeHTHbIM
nekapcTBEHHbIM NpenapaToMm;

(nn. "1" BBeaeH PepepanbHbiM 3aKoHOM OT 22.12.2014 N 429-03)

y) CBedeHwss O nopadve 3asBMEHUS O BHECEHWM W3MEHEHUA B [OOKYMEHTbl, cogepXalwmecss B
perncTpaumoHHOM A0CkE Ha NEeKapCTBEHHbIV Npenapar;

(nn. "y" BBegeH PegepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

MpumedaHne.

MHdopmauusa o B3anmMo3aMeHsIEMOCTU flekapCTBEHHbLIX NpenapaToB AN MeOUUMHCKOrO NPYMEHEHNS
NoOSIEXUT BKIIOYEHUIO B TOCYAApPCTBEHHbIN peecTp nekapcTBeHHbIXx cpeactB ¢ 1 gauBaps 2018 roga
(PenepanbHbI 3aKoH 0T 22.12.2014 N 429-93).

&) cBEOEeHUS O B3anMO3aMEHSAEMOCTM NIEKapCTBEHHOIrO NpenapaTa;
(nn. "d" BBegeH dPenepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)
X) CPpOK BBEAEHWNS NeKapCTBEHHOro npenapaTa B rpaxaaHckuin 060opoT;
(nn. "x" BBegeH ®enepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)
2) B OTHOLLEHMM hapMaLEeBTUYECKNX CyOCTaHLMI:
a) HaumeHoBaHMe papmMaueBTUYeCKOM cybcTaHumm (MexayHapogHOe HenaTeHTOBaHHOE, WUnwn
rpPynnNMpOBOYHOE, UMM XMMUYECKOE N TOPrOBOE HAaMMEHOBAHWSA);
(B pen. ®PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)
©0) HanmeHoBaHWe 1 agpec Npom3BoanTens hapmaueBTUYECKon cybcTaHUmK;

41un3 74


http://paracels55.ru/

06 ob6palleHun nekapcTBeHHbIX cpeacTB — PeaepanbHbiv 3akoH PO ot 12.04.2010 N 61-$3 — [elicTBytoLlas NocneaHss pegakums ot
03.07.2016 — Havano gevicteusa pegakumsa 01.01.2017

B) CPOK roAHOCTM hbapmaLeBTUYECKON cybCcTaHumu;

r) yCnoBusi XxpaHeHus1 (hbapmaueBTUYECKON cybcTaHumy;

0) HoMep hapMaKOMenHoOn cTaTtbh UNn B Criydae ee OTCYTCTBMS HOMEP HOPMAaTMBHOW OOKYMEHTaLMM
nmMbBo HOPMATUBHOTO JOKYMEHTa;

€) Hanuume dapmaueBTUYECKON CyOCTaHLUMM B MEpPEeYHEe HApPKOTUYECKMX CPEACTB, MCUXOTPOMHbLIX
BELWeCTB U UX MNPEKypcopoB, noanexaiimx KoHTpornio B Poccunckon depepaummn, B COOTBETCTBUM C
3akoHogaTtensctBoM Poccuiickon Pegepauun, mexgyHapoaHsiMu gorosopamun Poccuinckon ®egepauun, B
ToM uucrne EgvHOM koHBeHUMen O HapkoTuyeckux cpeactBax 1961 roga n KoHBeHUMEN O MCUXOTPOMHbIX
BellecTtBax 1971 roga.

(nn. "e" BBegeH PenepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

2. ®apmaueBTMdeckas cybcTaHUWsi, NPOM3BEAEHHas ANs peanusauun, MOXET ObiTb BKMYEHA B
rOCydapCTBEHHbIN pPEEecTp JeKapCTBEHHbIX CPEeACTB Ha OCHOBaHWM 3asiBieHus paspaboTtyvka wnm
Npou3BOANTENS NTEKAPCTBEHHOIO cpeacTBa Nmbo yNorHOMOYEHHOIO VMU FOPUAMYECKOrO Nvua Mpu yCrioBum
NpoBedeHNss B  OTHOLIEHWM  Takol  papMaueBTMYEcKoW  cybcTaHuum  3KCMepTu3bl  KadecTBa
hapmaneBTUYECKOM CYOCTaHUUM B MoOpsiake, YCTaAHOBIEHHOM cTatben 34 HacToswero PenepanbHoro
3akoHa. B oTHoweHwn apmaueBTUHeCKMX CyOCTaHUMIA, NPOM3BEOEHHbIX Afis  peanu3aunv, B
rocyaapCTBEHHOM peecTpe NekapCTBEHHbIX CPEACTB COAePXKMTCH cneaytowas nHpopmauus:

1) HaumeHoBaHve dapmMaueBTUYeckon CcybcTaHuun (MexgyHapoaHoe HenaTeHTOBaHHOoe, WIu
rpynnMpoBOYHOE, UM XMMUYECKOE M TOPrOBOE HaMMEHOBAHWS);

2) HaumeHOBaHWe 1 agpec npoussoauTens dapmMaLleBTnyeckon cybctaHumu;

3) cpoK rogHOCTM hapMaueBTUYECKON cyOCcTaHLnK;

4) ycnosus xpaHeHust hapMaLeBTUYeCcKon cybcTaHumm;

5) Homep dhapmakonenHon cTaTbn NMBo B Criydae ee OTCYTCTBUS HOMEP HOPMaTMBHOW LOKYMEHTaLUn
NN HOPMAaTMBHOIO AOKYMEHTA;

6) Hanunume cpbapmaueBTMYECKON CybCTaHUUM B MepevyHe HapKOTMYECKUX CPEACTB, MCUXOTPOMHbIX
BELEeCTB U UX MNPEKypCOpPOB, MoAnexalimx KoHTpornio B Poccunckon depepaumun, B COOTBETCTBUU C
3aKkoHogartenbcTBoM Poccunickon ®enepaumm, MexagyHapoaHbiMu goroBopamu Poccuinckon depepauuu, B
ToM uncrie EgmHon koHBeHUMEN O HapkoTudeckux cpeactBax 1961 roga u KoHBEHUMEN O MCUMXOTPOMHLIX
BelwlecTtBax 1971 roga;

7) paTa BKIMIOYEeHWs dpapMaueBTUYecKoW CybCTaHUMM B rocygapCTBEHHbI pPeecTp NeKapCTBEHHbIX
CPeACTB, faTa BHECEHWS M3MEHEHUN B OOKYMEHTbl (hapMaLeBTUYECKOW CyOCTaHuuK, aTa MCKIYEeHUs
thapmaLeBTU4eCckon cybcTaHLMM 13 rocygapCTBEHHOTO peecTpa NekapcTBEHHbIX CPeacTB.

(vyacTb 2 B pea. PenepansHoro 3akoHa o1 22.12.2014 N 429-03)

3. TlNopsgok BedeHMs roCydapCTBEHHONO peecTpa feKapCTBEHHbIX CPeACTB Ans MeAULMHCKOro
NPUMEHEHMS U NOPSOOK BeAEHUS rocy4apCTBEHHOIO PeecTpa fiekapCTBEHHbLIX CPEACTB Arsi BETEPUHAPHOro
NPUMEHEHNS1  yTBeEpXAalTcs COOTBETCTBYIOLUUM  YMOMHOMOYEHHbIM  beaeparnbHbIM OpraHom
NCMONMHUTENBHOW BNacTw.

Cratbsi 34. BkntoueHMe B roCydapCTBEHHbIA PEeecTp NeKapCTBEHHbLIX CPeacTB M UCKIIOYEeHUEe U3
rocydapCTBEHHOIO peecTpa NnekapCTBEHHbIX CpeacTB hapmaLueBTMYeCcKon cybcTaHumW, Npon3BeaeHHON Ans
peanu3auum
(B pea. PenepansHoOro 3akoHa ot 22.12.2014 N 429-$3)

1. Ons BknoyeHns dapmaueBTMYeCcKoW CyOoCcTaHuuK, NpOM3BEAEHHOW Ans  peanusauuu, B
rocygapCTBEHHbIV peecTp NeKkapCTBEHHbIX CPEACTB, NPOBOAMTCS SKCNepTU3a ee KayecTsa.
(B peq. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. DkcnepTm3a KayecTBa yKasaHHOM B YacTu 1 HacTosilen ctaTtby dpapMaueBTUYECKON cybcTaHumu,
COCTaBIEHNE KOMUCCMEN IKCMEPTOB 3aKMOYEHMI MO pe3ynbraTtam 3TOM 3KCMEPTU3bl U UX HanpaBfeHue B
YMOSIHOMOYEHHBIN  ddeepanbHbIi  OpraH  WCMOMHUTENBbHOW BMAACTU  OCYLUECTBASATCA B CPOK, He
NPeBbLILAKLWNA  WecTUaecaTn paboumx [AHeW CO  AHS  MONyYeHUst  SKCMEPTHbIM  yupexageHuem
COOTBETCTBYIOLLIETO 3agaHus  YMNONMHOMOYEHHOIOo dhbedepanbHOro opraHa WCMOSHUTENBbHOM BRactm wu
cneayoLmx JOKYMEHTOB:

1) konua nMUEH3UM Ha NPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB WM KOMUSI  3aKMYEHUsT O
COOTBETCTBUM  MPOU3BOAMTENST  NEKAPCTBEHHbIX CPeAcTB  TpeboBaHWsIM  MpaBun  Hagnexaiien
NPOM3BOACTBEHHON MPaKTUKW, BblOaHHbIE YMOMHOMOYEHHbIM hedeparnbHbIM OpraHoM UCMOMHUTENBHON
BNacTn, B Criyyae, eCnu NpOM3BOACTBO JleKapCTBEHHOro npenapaTta ocyllecTenserca B Poccuickomn
depepauuu;

2) KOnNus BblJAHHOW YNOMHOMOYEHHbLIM OpraHoOM CTpaHbl NPOU3BOAUTENS NULEH3UN Ha NPOU3BOACTBO
NEeKapCTBEHHOIO cpefAcTBa U ee NEepeBOA Ha PYCCKMIN A3blK, 3aBEPEHHbIE B YCTAHOBIIEHHOM MOPSAKE, U
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KOMUS1 3aKMiYeHMs O COOTBETCTBUM MPOU3BOAUTENS NEKAPCTBEHHbIX CpeAcTB TpeboBaHUAM MNpaBwil
Hagnexauwlen npoM3BOACTBEHHON MNPaKTUKW, BbIAAHHOTO YMOMHOMOYEHHbIM dedepanbHbiM  OpraHoM
WCMONMHUTENBHOW BRAcTW, B Criydae, ecrnv MpOu3BOACTBO JIEKAapCTBEHHONO CpeacTBa OCYLLECTBISETCA 3a
npeaenamu Poccuiickon Pegepauuu;

3) OOKYMEHT, cogepKalumi cnegyolime ceegeHns o apmMaLeBTUYECKON CyOCTaHLmK:

a) HaumeHoBaHue hapmaLeBTUYECKON CybCTaHUmMK, ee CTPYKTypa, obLime CBOWCTBa;

0) HaumeHoBaHWe 1 agpec NPoM3BoANTENS;

B) TexXHOMnorusi NpPousBOACTBa C OMNMCaHWeM CTagui MpoM3BOACTBA M METOAOB KOHTPOMS Ha BCEX
CTagusax Npou3BOACTBa;

r) onucaHue paspaboTku npoLecca NPOM3BOACTBa;

[) onncaHue KOHTPOIS KPUTUYECKMX CTaaui NpoLiecca NPOM3BOACTBA U NMPOMEXYTOYHOM NPOAYKLUNN;

€) AOKyMeHTanbHoe NoATBEpXAeHWE (BanvaaLums) NpoLeccoB 1 (Mnn) Nx OLEeHKa;

) CBOMCTBa U CTPYKTypa OEVACTBYIOLLMX BELLECTB;

3) XapakTepucTika npumecen;

n) cneumdurkaumnsa Ha dapmMaleBTMYECKYI0 cybcTaHUmo 1 ee 060CHOBaHME;

K) aHanuMTMyeckne MeToOMKW, WCMONb3yemble MNPV OCYLUECTBIIEHUU  KOHTPOMNS  KavecTBa
dapmMaLeBTUYECKON CyDCTaHLuu;

n) OOKyMeHTanbHOe noAaTBepXxaeHue (Banupauus) aHanmMTUY4ecKux METOAMK, WCMOMb3yeMbiX Mpu
OCYLLECTBIEHNM KOHTPONS KayecTBa (papmaueBTUYECKON cybCcTaHumm;

M) pe3ynbTaThl aHanu3a cepui bapmMaLeBTUYeckon cybcTaHLumm;

H) NepeyveHb CTaHAApPTHbIX 0OpasLOB MMM BELLEeCTB, MUCMOMb3yeMbIX MPU OCYLLECTBMEHUM KOHTPOMS
KayecTBa;

0) onuncaHve XxapakTepUCTUK U CBOMNCTB YMAKOBOYHLIX MaTepuasoB U yKYMOPOYHbIX CPEeACTB;

n) faHHble O cTabunbHOCTK hapMaLeBTU4EeCKon cybcTaHuuu;

p) CPOK rogHOCTM.

(4acTb 2 B peq. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-3 (pen. 13.07.2015))

3. [Ons npoBedeHuMss 9KCMepTM3bl KayecTBa YyKasaHHOM B 4YactM 1 HacToswen craTbu
dapmMaLeBTMYECKON CYDOCTaHUMKM 3asiBUTENb MpeacTaBnsieT B YMNOMHOMOYEHHbLIM dedepanbHbli  OpraH
WCNONHUTENbHONM BnacTu:

1) 3asdBneHve O BKAYEHUN B T[OCYOAPCTBEHHbI PEecTp JleKapCTBEHHbIX CpPeacTB  LaHHOM
dapmMaLeBTMYECKON CyDbCTaHLuu;

2) Konusi OOKyMEeHTa, NOoATBEepXKOalLero ynnaty rocyaapCTBEHHOW MOLUMMHBLI 33 BKIOYEHME B
rOCyAapCTBEHHLIN PeecTp NEeKapCTBEHHbLIX CPEACTB (papMaLeBTUYEeCKOW CyOCTaHUMK, NPOU3BEAEHHON ONns
peanu3auuu, nMbo No COBCTBEHHOW MHUUMATUBE YKa3aHHbIN OOKYMEHT. B criydae ero HenpepncTtaBreHus
3asiBUTENEM YMNOSHOMOYEHHbIN dheaeparnbHbI opraH MCNOMHUTENBLHOW BRAcTU NpoBepsAeT hakT ynnaTbl
rocydapCTBEHHOW MOLWMMHbI 3asiBUTENEM C MCMOSib3oBaHWeEM WHdopmaumm ob ynnate rocygapCTBEHHON
MoWNuHbI, cogepxallenics B [ocygapCTBEHHOM WMHOPMAUMOHHOW CUCTEME O T[OCYOAPCTBEHHbLIX U
MyHUUMMAnNbHLIX  MfaTexax, Ha OCHOBaHWW NPEeACTAaBMEHHOW  3asiBUTENEM  KOMWMM  JOKYMEHTA,
MOoATBEpPXKAALWEro ynnarty rocygapCTBEHHON MOLUMVHBI;

(n. 2 B pea. PepgepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

3) OOKYMEHTbI, YKa3aHHbIe B YacTu 2 HAacTOsILLEN CTaTbMy;
(B pea. PenepansHoOro 3akoHa ot 22.12.2014 N 429-$3)

4) 3asBneHve O Bblgade paspelleHus Ha BBO3 B Poccuickyio depepaumio KOHKPETHOW napTuu
He3apermcTpUpoBaHHOrO NeKapCTBEHHOrO0 CpeacTBa, NpeAHasHa4YeHHOro And npoBedeHUs yKasaHHON
3KCNepTU3bI.

(n. 4 BBegeH PenepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

4. B TeyeHune gecaTtn paboumx gHeW Cco OHA MPUHATUS 3asiBNEHUS O BKITOYEHUN yKa3aHHOW B Yactu 1
HacTosILLen cTaTby bapmaueBTUHECKON CyOCTaHLMM B roCcy0apCTBEHHbIV PEECTP NTEKapCTBEHHbIX CPEACTB U
OOKYMEHTOB, MEPEeYUCNEHHbIX B Yactv 1 M OyHKTe 2 4Yactu 3 HacTodAwew cTaTbW, YNONTHOMOYEHHbIN
defepanbHbIA OpraH UCNONHUTENBHOKM BRAacTu:

(B pen. PepgepanbHoro 3akoHa o1 22.12.2014 N 429-03)

1) npoBOAWNT NpPOBEPKY MOMHOTbI M OOCTOBEPHOCTU [AaHHbIX, COAEepXalmnxcd B MpeacTaBlieHHbIX
3aaBUTENEM AOKYMEHTAX;

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

2) NpuHMMaeT peLLeHne O HampasBfneHuuM B IKCMEPTHOE YydpexaeHue 3ajaHus Ha npoBefeHue
3KCMNepTU3bl KadecTBa yKa3aHHOW B YacTu 1 HacTosiwen ctatbu papmaueBTnyeckon cybcrtaHumm unm ob
OTKase B TaKOM HanpasneHuu,

3) yBegomnsieT B 9MEKTPOHHOW MNU NMUCbMEHHOW hopMe 3asiBUTENS O MPUHATOM peLlleHuuM unn B
cryyae OTKasa C yKazaHWeM MPUYUH TaKoro oTkasa.
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(B pen. ®PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4.1. B cnyyae BbISIBIIEHWS HEOOCTOBEPHOCTM CBEAEHMN, codepXalmxca B MpeacTaBneHHbIX
3asBUTENEM Matepmanax, YnOfHOMOYEHHbIN dbedepanbHbli OpraH UCMOMHUTENbHOW BRacTu Hanpasnset
3asgBUTENM0 3anpoc 00 YTOYHEHMU YKa3aHHbIX CBedeHwn. [aHHbii 3anpoc MoxeT 6biTb nepedaH
YNOMHOMOYEHHOMY MNPeACTaBUTENO 3asaBUTENsS JIMYHO MO PACMMUCKY, HampaBfieH MNo MoyTe 3aka3HbIM
NMMCbMOM WMNW nepedaH B 3NEKTPOHHON bopMe MO TEeNEKOMMYHUKAUMOHHBIM KaHanam cBsasu. B cnyyae
HanpaBneHnss 4aHHOro 3anpoca Mo MoyTe 3aka3HbIM MUCbMOM OH CUMTAETCs MOMyYEHHbIM MO UCTEYEHUU
LIeCTU AHEN C AaTbl HanpaBneHUsl 3aKka3HOro NUcbMa.

(vyacTb 4.1 BBeaeHa PepepanbHbiM 3akoHOM oT 25.11.2013 N 317-03)

4.2. 3asBuTenb 00s3aH NpeacTaBuMTb OTBET Ha 3anpoc YMNONHOMOYEHHOro dyedepanbHOro opraHa
WCMONMHUTENBHOW BNacTy B CPOK, HE MPEBLILLALWMIA OEBAHOCTA paboymx OHEWN CO OHSA MONyYeHUst JAHHOTO
3anpoca. Cpok, ykasaHHbIi B 4acTtu 4 HacTOsILLEeN cTaTbu, NMPUOCTAHaBNMBAETCA CO AOHS HanpaBreHus
3as8BUTENI0 3anpoca yNoHOMOYEHHOMO hefepanbHOro opraHa UCMOSHUTENbHOW BMACTU A0 OHSI NOSydYeHus
MM OTBETA Ha [JaHHbIA 3anNpoC M HE YYUTbIBAETCA MNPU WCHUCIIEHMM CpOKa IKCMepTu3bl KayecTBa
hapmaneBTUYecKon cybcTaHuum, HeMCNonbL3yeMon Npu NPOM3BOACTBE JIEKAapCTBEHHbBIX NPenapaTos.

(vacTb 4.2 BBeaeHa PepepanbHbiM 3akoHOM oT 25.11.2013 N 317-03)

5. OcHoBaHMEM [nsi OTKa3a B HanpaBfieHWM B SKCNEPTHOE ydpexaeHue 3adaHus Ha npoBefeHue
3KCNepTU3bl KaYecTBa YKa3aHHOM B YacTu 1 HacTodwen crtatbM hapMaueBTMYECKOW CyOCTaHUuuKn sBnsieTcs
HenpeacTaBneHne [OOKYMEHTOB, YKa3aHHbIX B YacTu 2 HacTOsILeW cTaTbW, OTCyTCTBME WHpopMaumu,
noateepxaawowen ¢akt ynnatbl rocygapCTBEHHOW MOLUMMHBbI 3@  BKNOYEHUe apmaueBTU4eCcKon
cybcTaHuMM, Npov3BeEHHOW AN peanusauuu, B TOCYOapCTBEHHbLIA PEECTP IeKapCTBEHHbIX CPEACTB,
HenpeacTaBneHne 3asBUTENEM B YCTAHOBMEHHbLIN CPOK OTBETa Ha yKasaHHbIn B Yactn 4.1 HacTosiewn
cTaTby 3anpoc YMOSIHOMOYEHHOrO (hefeparibHOro opraHa MCNOMHWMTENbHOW BNAcTU WUNW MpeacTaBrieHne
OOKYMEHTOB, HE cofepKallux UcHepnbIBaKOLLEro NepeyHs HeoOXoAMMbIX CBEAEHUA.

(4actb 5 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6. B TedyeHne nATHaguatM paboumx JOHENW CO [AHS MONYyYEeHUs peLleHust YNOSIHOMOYEHHOro
degepanbHOro opraHa MCMOMHUTENBLHOW BMAacTM O HanpaBieHMU B 3KCMEPTHOE yypexaeHue 3afaHus Ha
npoBedeHne 3KCNepTU3bl KavecTBa YKasaHHOM B Yacty 1 HacTodwen cTaTbn qapMaueBTUYecKon
cybCcTaHuMM 3asBUTENDb NPEACTaBNSAET B 3KCMEPTHOE Y4YpexaeHue And npoBefeHWs OaHHOW 3SKCMepTusbl
obpasupl hapmaueBTU4ECKOM CyOGCTaHUMM B KONMMYecTBe, HEOOXOOMMOM NSt BOCMPOU3BEOEHUS METOOO0B
KOHTPOMS KayecTBa. OKCNepTHOe y4ypexaeHue npu nonyyeHun obpasuos ykazaHHOM B YacTtu 1 HacToswen
cTaTbu hapmaLeBTUYECKOW CyOCTaHLMN BblOaeT 3asBUTEN0 JOKYMEHT, NOATBEPXKAAOLLMI NOMNyvYeHne aTux
00pasLoB, U B CPOK, HE MPEBbLILLAIOLWMIA Tpex pabounx aHEN, yBeAOMISIET B SNIEKTPOHHOM UM NMUCbMEHHOM
dopme 06 STOM YMOMHOMOYEHHBLIN doedeparnbHbIi OpraH WCMNOMHUTENbHOW BriacT. ATU CPOKU He
BKITHOYAIOTCSA B CPOK MPOBEAEHUS AaHHOW 3KCMEpPTU3bI.

(B pen. ®PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

7. OOKymMeHTbl, MOCTYMNMBLUME B 3KCMEPTHOE y4ypexaeHue AN MpPOoBeAEeHMsT IKCMepTu3bl KadecTBa
yka3aHHOMW B 4actum 1 HacToswen cratbum ¢apmaueBTM4eckon cybcTaHumMM, nognexar Bo3BpaTy B
YNONHOMOYEHHbIN hefeparnbHblii OpraH WCMOMHUTENbHOM BracTM OOHOBPEMEHHO C 3aKIOYEeHUAMU MO
pesynbTataM NpPOBeAEHHOW 3KCMePTU3bI.

8. B CpoK, He MnpeBbllALWNA NATM paboumMx OHEW CO OHSA MOMyYeHUs 3aKYEHUs KOMUCCUU
3KCMEepTOB MO pe3ynbraTam 3KCMepTU3bl KavyecTBa YKa3aHHOM B Yactu 1 HacTosilen cTaTbk
dhapmMaLeBTMYECKOWN CYyOCTaHLMK, YNONTHOMOYEHHbI (hefeparnbHbIi OpraH MCMONMHUTENBHOW BNACTU:

1) ocyLlecTBNAET OLEHKY TaKOro 3akryeHus Ons onpefeneHus ero COOTBETCTBUS 3adaHuio Ha
nposefeHne AaHHOW 3KCNepTU3bl;

2) NpyHMMaEeT pelleHue O BKIIYEHUU YKa3aHHOW B YacTu 1 HacToslen cTaTbu papmaLeBTUYEeCKon
cybCTaHUMM B TrOCYOApCTBEHHbIA PEEecTp NeKapCTBEHHbIX CPEACTB WM pelleHne o0 oTkase B TakoM
BKITHOYEHUN;

3) BHOCWUT NpPWU MPUHSATUN pPELUEHUS O BKIYEHUN YyKa3aHHOM B Yactu 1 HacTodAwen craTtbu
hapmaLeBTU4EeCKOr CyOCTaHUMM B rOCydapCTBEHHbIA PEECTP NEKAPCTBEHHbIX CPEACTB MpeayCMOTPEHHYIO
nyHKTOM 2 yactu 1 ctatbu 33 Hactosiwero PepepanbHOro 3akoHa MHAOpMaUUIo U yBeAOMISIET 00 3TOM B
3ANEKTPOHHON UM MUCbMEHHON hOpMe 3aaBUTENS.

(B pea. PenepansHoro 3akoHa ot 22.12.2014 N 429-$3)

9. OcHoBaHMemM pfnsi OTKasa BO BKMYEHMM YKasaHHOM B Yactu 1 HacTodAwen craTbu
thapmMaLeBTMYECKON CYOCTaHLMM B roCyAapCTBEHHbIN PEecTp NeKapCTBEHHbLIX CPeACTB ABMSETCS pelleHune
COOTBETCTBYIOLLIENO YNONTHOMOYEHHOrO heepanbHOro opraHa UCNONMHUTENbHOM BNAcT O TOM, YTO KayeCcTBO
dhapmMaLeBTUYecKon cybcTaHumm He NOATBEPXKAEHO NOMYYEHHBIMU AAaHHBIMU.

(vacTb 9 BBegeHa PenepanbHbiM 3akoHOM OT 22.10.2014 N 313-03)
10. He ponyckaeTcsi BKMOYEHME B TOCYOapCTBEHHbLIA PEECTP JEKAPCTBEHHbIX CPEACTB OAHOW
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dhapmaLeBTU4eCcKo CcyOCTaHUMM, MPOU3BEAEHHOW AN peanu3auuyM U BbiMyCKaeMoOW OAHUM U TEM Xe
npoussoguTenem, B BUae OBYyX 1 bonee peecTpoBbiX 3anvcen.
(vyactb 10 BBeaeHa PepepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

11. BHeceHue M3MeHeHMI B OOKYMeHTbl Ha hapmaueBTMYEeCKylo CyOCTaHUMIo, NPpOM3BEeOEHHY0 AN
peanusaumm 1 BKITOYEHHYID B FOCYAAPCTBEHHbIA PEecTp JEeKapCTBEHHbIX CPEeACTB, OCYLLECTBNSAETCS B
nopsigke, ycraHoBneHHom cratbamm 30 u 31 Hactodwero ®PenepanbHOro 3akoHa, C  ynnaToun
rocygapCTBEHHOWN NOLUMMHBI, NPeayCMOTPEHHOW 3akoHoaaTenbcTBOM Poccunckon depepaumm o Hanorax u
cbopax.

(vyactb 11 BBegeHa d®epepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

12. JonyckaeTcs obpalleHne dhapMaleBTUYECKNX CYyOCTaHUMIA, NPON3BEAEHHBIX AN peanu3auuu, B
TeYeHne cTa BOCbMUOECATM OHEM [0 W MNOCne MPUHATUS YMONHOMOYEHHbIM beaepanbHbBIM OpraHom
WCMONMHUTENBHOW BNacT¥ peLIeHNss O BHECEHUN W3MEHEHUMN B [OKYMEHTbl Ha apmaueBTUYECKYHD
cybcTaHumo, MPOU3BEAEHHYI0 ANS peann3auumn U BKIHYEHHYI0 B rOCYAapCTBEHHbIN PEECTP NIEKapCTBEHHbIX
cpeacTs.

(vyacTtb 12 BBeaeHa PepeparnbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

13. PeweHne 00 wCKMOYEHUN U3 FOCYAapCTBEHHOrO peecTpa JIeKapCTBEHHbIX CPeacTB
dapmMaLeBTMYECKON CyOCTaHUUK, MNPOM3BEAEHHON AN peanusaumu, NPUHUMAETCS  YNOSTHOMOYEHHbBIM
denepanbHbIM OpraHoM UCMOMHUTENBHOW BNAcTU B Cny4vae:

1) nNpeacTaBneHnss COOTBETCTBYIOLMM YMNOMHOMOYEHHbLIM (hedepanbHbIM OpraHoM WCNOMHUTENLHON
BMacTW 3aKkr4veHus O pucke unu ob yrpose XM3HW UM 300POBbIO YernoBeka NUGO KUBOTHOMO Mpu
NCNONb30BaHUW NeKapCTBEHHOIO CPEACTBa;

2) nopayn pas3paboTyMKOM JEKAapCTBEHHOrO cpeacTBa WM MPOU3BOAMTENEM FEKapCTBEHHOIO
cpeactBa NUOO YNOMHOMOYEHHBIM UMW OPYrMM  HOPUOUYECKMM NULOM 3asBrneHus o6 WCKMYeHun wu3
rocyaapCTBEHHOIO peecTpa NekapCTBEHHbIX CpeacTB dhapmaLeBTUYECKON CyOCTaHLMK, MPON3BEAEHHON ONs
peanusaunu;

3) oTcyTCcTBUS hapMaueBTU4eCKon cybcTaHuum, NpoM3BEAEHHON AN peanu3auuun, B obpalleHnn B
Poccunckon ®egepaumm B TeueHne Tpex u bonee nert.

(vacTtb 13 BBeaeHa PepeparnbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

Cratbs 35. Y1patuna cuny ¢ 1 uonga 2015 roga. - PegepanbHbin 3akoH oT 22.12.2014 N 429-03.

Cratba 36. ObxanosaHue pelleHns o6 oTkase B Bblgave paspelleHns Ha NpoBedeHne KNMHUYECKOro
nccnegoBaHMs NEeKapCTBEHHOro npenaparta, pelleHuss o6 oTkasze B rocydapCTBEHHOW perucrpaumm
neKapCTBEHHOro npenapaTta, 3aKmn4eHUs1 KOMUCCUM 3KCMEPTOB 3KCMEPTHOMO YUPEXAeHUS Un 3aKoveHus
COBETa MO 3TUKE

(B pea. ®PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

PelueHne cooTBETCTBYIOLErO YNOMHOMOYEHHOTO hefeparnbHOro opraHa UCMOMHUTENbHOW Bnactu ob
oTKase B BbiJade paspelleHnss Ha NpoBedeHMe KNMHUYECKOro UCCreaoBaHus fiekapCcTBEHHOro npenapara,
pelleHne yka3aHHOro deaepanbHOro OpraHa WCMOSMHWUTENbHOW BracTM ob oTkase B rocyaapCTBEHHOM
perncTpaumm nekapcTBEHHOro npenapara, 3akmo4eHne KOMUCCUM SKCEePTOB 3KCNEPTHOTO YYPEXOAEHUST UMK
3aKniyeHne coBeTa Mo 3TUKE MOXET ObiTb 0OanoBaHO B nopsagke, ycraHoBl1IEHHOM 3aKOHOOaTeNbCTBOM
Poccuiickon ®epepaumn. 3aknioveHne akcnepTta, OMOPMIEHHOE MO MToram 3KChepTu3bl B LEnsx
onpefereHns B3anMMO3aMEHSEeMOCTM 3aperMcTpMpoBaHHOIO feKapCTBEHHOro npenapara, MOXeT ObiTb
006xanoBaHo aepxatenemM unu BnagernbLuemM perucTpalMoHHOro yAoCTOBEPEHUS NekapCTBEHHOro npenapara
B KOMMCCUIO 3KCMEPTOB 3KCMEPTHOro YyypexaeHusd. 3akrioyeHne KOMWUCCUM IKCMepTOB  3KCMEPTHOro
yypexaeHusi, odopMneHHoe Nno utoram nepecMoTpa ob6xanoBaHHOIO 3aKMOYEHUs IKcnepTa, MOXeT ObITb
OCMOpPEHO AepxXaTenem WUnu BnagenbueM perMcTpaumoHHOro yOOCTOBEPEHWs NeKkapCTBEHHOro npenapara
nmbo yMONMHOMOYEHHbIM UMW FMUOM B MOpsAKe, YCTaHOBIEHHOM 3akoHoAaTenbCTBOM Poccunckon
®epepauun. py 06XKanoBaHWM peLUEHUss YNOFHOMOYEHHOro deaepanbHOro opraHa MWCMONHUTENbHOW
BACTM, 3aKMIOYEHUS IKCnepTa UM KOMUCCUM SKCNEPTOB IKCMEPTHOIO YUpeXaeHus, 3aknioyeHns coBeTa no
3TUKe OepxaTtefb WNM Brnageney perucTpauMoHHOr0 YOOCTOBEPEHWUs! NeKapCTBEHHOro npenapaTta nmbo
YNOJTHOMOYeHHOE MU NULO BnpaBe nNpeactaBUTb pes3yrnbTaTbl SKCNEepPTU3bl NIEKApPCTBEHHOro npenaparta,
NPOTOKOJIbl MOJTY4YEHHbIX aKKpeOAUTOBaHHbIMU UCNbITaTENIbHbIMA J'IaGOpaTOpI/IFlMVI (LI,eHTpaMI/I) pe3ynbTatoB
nccrnegoBaHui, UCTbITaHWA.

Cratbs 37. WHdopmaumsa, cBA3aHHas C OCYLLECTBMEHMEM rOCyAapCTBEHHOW —peructpaLmu
NeKapCTBEHHbIX MpenapaTtoB, WHQoOpMaUMs O 3aperMcTpUpoOBaHHbIX NEKApPCTBEHHbIX npenapatax wu
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NNIeKapCTBEHHbIX npenapartax, UCKIMHOYEeHHbIX U3 TOCYyAapCTBEHHOIO peecTpa J1eKapCTBEHHbIX CpeacTB

1. COOTBETCTBYHOLNIA YNONTHOMOYEHHBIA doeaepanbHbIi OpraH UCMOMHUTENbHOW BriacTu pasMellaeT
Ha cBoeM oduumanbHoM cante B cetn "UHTepHeT" WHopmaLumio, CBA3aHHYKD C OCYLLECTBMEHUEM
rocygapCTBEHHON perncTpauum IekapCTBEHHbIX NpenapaToB, B TOM YUCME MPOBEAEHMEM 3KCMEpPTU3bI
NEeKapCTBEHHbIX CpeacTB (BKMYas pesynbTaTbl €e NPOBEAeHUs), UHOPMaLMo O 3aperncTpupoBaHHbIX
NeKapCTBEHHbIX NpenapaTtax M NekapCTBEHHbIX Mpenapartax, UCKMIOYEHHbIX M3 rOCyAapCTBEHHOrO peectpa
neKapCTBEHHbIX CPEeACTB, HE No3aHee YeM Yepes NATb pabounx AHer co AHS NOMyYeHUsa COOTBETCTBYIOLLMM
YNOMHOMOYEHHbIM  (hefepanbHbIM  OpraHOM  UCMOMHUTENBHON BracTuM 3asiBNieHNss O rocydapCTBEHHOM
perncTpaumm nekapCTBeHHOro npenapaTa.

(B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. CpokM W nopsgok pasMelleHusl ykasaHHoOW B 4Yactu 1 HacToswen cratbM WHGOPMaLmu
YyCTaHaBMMBAIOTCA YMOSIHOMOYEHHBIM hbefepanbHbiM OpraHoM MCnonHuTenbHon Bnactn. WHdopmauws,
yKkasaHHad B YacTu 1 HaCTOsILLEN cTaTbW, SBNSETCS OTKPbITOM M OOLEeAOCTYNHOM M MpefocTaBnsercs
3aMHTEPECOBaHHbIM NULAM B COOTBETCTBMM C 3aKoHOAATeNbCTBOM Poccuiickon dPenepaunn.

(B peqn. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

MaBa 7. KnuHn4yeckne nccnenoBaHus rieKapCcTBEHHbIX NpenapaToB Ans
MeAULIMHCKOro NpUMeHeHUs, AoroBop o6 nx npoBeAeHUU, npasBa NaLUeHToOB,
y4YacTBYHOLMUX B 3TUX UCCnenoBaHUAX

Cratbs 38. KnuHuuyeckme wuccnegoBaHWsi FEKapCTBEHHbIX MpenapaToB  Ans  MeOULUHCKOro
NpUMEHEHMS

1. KnuHnyeckne nuccneqoBaHnsi NEKapCTBEHHbIX NpenapaTtoB Ans MEAULMHCKOTO NPUMEHEHUS, B TOM
yucne mexayHapoaHble MHOTOLEHTPOBbIE, MHOTOLEHTPOBLIE, MOCTPErMCTPALNOHHbIE, MPOBOAATCS B OOHON
WM HECKOMNbKUX MEOULIMHCKMX OpraHu3auusix B COOTBETCTBUM C MpaBWUiaMy Haanexawlen KrMHUYecKon
NPaKkTUKN, YTBEPXKAEHHbIMU  YMOMHOMOYEHHbIM  dbefeparnbHbiM  OpraHOM  WCMOMHUTENBHOW  BriacTw,
COOTBETCTBEHHO B CriefytoLLmX Lensx:

(B peq. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1) yctaHoBneHne 6e30nacHOCTM FIEKApPCTBEHHbIX NMpenapaToB Afs 340poBbiX A0OpoBONbLEB M (UNK)
NepeHoCMOCTM UX 300pOBbIMU JOOPOBOMbLAMY, 3a WCKIOYEHNEM TakMX MCCNEAOBaHUN NEKapCTBEHHbIX
npenapaToB, Npon3BeAeHHbIX 3a npeaenamn Poccuiickon deagepaumu;

2) nogbop onTUManbHbIX 4O3UMPOBOK NEeKapCTBEHHOMO rnpenapaTa W Kypca neveHunst Ans nauueHToB C
onpegeneHHbiM 3aboneBaHMeM, ONTUManbHbIX [03 W CXeM BaKuMHaALMM  MMMYHOOMONOrMYeCcKMMM
nekapcTBEHHLIMU NpenapaTaMmm 300pOoBbIX 406POBOSbLEB;

3) yctaHoBneHve 6e30MacHOCTU NekapCTBEHHOIO npenapaTa v ero apdeKkTUBHOCTY ANt NaLUeHTOB C
onpeaereHHbIM 3aboneBaHveM, NpoguUNakTU4ecKomn achdekTMBHOCTH NMMYHOBMOMOrNYeCcKmx
nekapcTBEHHbIX NpenapaToB AN 340POBbIX 40OPOBOSbLEB;

4) n3yyeHme BO3MOXHOCTU PACLUMPEHUSA MOKA3aHWA ANS MEOUUMHCKOTO NMPUMEHEHUS U BbISBIEHMWS
paHee HeM3BECTHbIX NOBOYHbLIX JENCTBUI 3apernCTPUPOBaHHbIX JIEKAPCTBEHHbBIX NPenapaTos.

2. B oTHOweHMM BOCMpOM3BEOEHHbIX NEKApCTBEHHbIX MpenapaTtoB AN MEeAMUUHCKOrO MPUMEHEHUS
NPOBOAATCH MCCriefoBaHNUs OVMO3KBMBANEHTHOCTM U (MnM) TepaneBTUYECKON 3KBUBANEHTHOCTU B MOpsiKe,
YCTaHOBJIEHHOM YNOSIHOMOY€HHbIM heepanbHbIM OPraHoOM UCTONHUTENBHOW BiacTu.

3. OpraHuzaumio npoBedeHNst KIMMHWYECKUX WCCMNeaoBaHui NeKkapcTBEHHOro npenapata  Ans
MeOMLMHCKOro NPpMMEeHeHMs BNpaBe OCYLLEeCTBNATh!

1) pa3paboTymnk nekapCTBEHHOro npenapara Uy ynoriHoMO4YeHHOE UM NNLO;

2) obpasoBaTtefibHble OpraHu3auuMu BbiCLlEero 06pasoBaHWsl, oOpraHu3aumMmM  AONOSHUTENLHOIO
npodeccrnoHanbHoro obpasoBaHus;

(n. 2 B pea. PepepansHoro 3akoHa ot 02.07.2013 N 185-03)

3) Hay4yHO-MCCNeaoBaTeNbCKME OpraHn3auum.

4. KnvHudeckue wccnegoBaHUs IEKAapCTBEHHOrO npernapata Ans  MeauLMHCKOro MNpUMEHEHWUS
NMPOBOAATCS HAa OCHOBaHUWM paspelleHusl Ha MNPOBEAEHME KIMHWUYECKOTO WCCMEedOBaHUS NeKapCTBEHHOMO
npenapaTta, BbIJQAHHOTMO  YMOMIHOMOYEHHbIM  dedepanbHbIM  OpraHOM  UCMONHWUTENBbHOW  BRacTy.
YNonMHOMOYEHHbIN heepanbHbli opraH NCNOSIHUTENBHOW BrlacTu BeOeT pPeecTp BblAaHHbIX paspeLleHnin Ha
NpoBeAeHNE KITMHUYECKMX MCCNEedOBaHUN NEKapCTBEHHOro npenapaTta, cogepXalun ykasaHue Ha Ux uenb
WNW Lenu, B yCTaHOBMNEHHOM 3TMM OpraHoOM Mnopsiake.

(B pen. PenepanbHbix 3akoHOB 0T 22.12.2014 N 429-03, o1 13.07.2015 N 241-03)
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5. Ytpatun cuny ¢ 1 uons 2015 roga. - PegepanbHbivi 3akoH oT 22.12.2014 N 429-03.

6. K opraHuszaumm npoBefeHUs! KIMHUYECKMX WCCIeqoBaHMI NEeKapCTBEHHOrO npenapaTta Ans
MEOVLWHCKOTO  MPUMMEHEHUs  pa3paboTyMKOM  JIeKapCTBEHHOrO  Mpenapata MOryT  MpuUBIieKaTbCs
topugnydeckme nuua nobor opraHM3aunMoHHO-NPaBoBOV OPMbI MPU YCNOBUM ODecrnevYeHns COOTBETCTBMS
3TUX UccrnegoBaHui TpeboBaHuaM HacToswero ®egepanbHOro 3akoHa.

7. KnuHudeckne wccrnefoBaHMst IEKApCTBEHHbIX MNpenapaToB Ans MEeAUMUMHCKOro MNpUMEHEHMS
NpoBOAATCS B MEOMUMHCKMX OpraHm3aumsx, akkpeouTOBaHHbIX YNOMHOMOYEHHbIM dhedeparnbHbiM OpraHom
WCNONHUTENBHOM BNacTu B nopsiake, yctaHoBNeHHOM [MpaButensctBom Poccuinckon depepavmm.

8. lNepevyeHb MeaNUUHCKMX OpraHM3aunin, UMEKLWMX NpaBoO NPOBOAUTL KIMHUYECKME UCCeooBaHUs
NeKapCcTBEHHbLIX npenapaToB ANd MeOULMHCKOrO MNPUMEHEHUSA, M peecTp BblAaHHbIX pa3pelleHnin Ha
NpoBeAEHNE KITMHUYECKMX NCCIEAOBAHUIN NEKapCTBEHHbIX NpenapaTtoB onyOnMKOBLIBAOTCA U pa3MeLLatoTcst
YMOSIHOMOYEHHBIM oeieparnbHbIM OpraHOM MCMOJSIHUTENBHOW BMacTW B YCTAHOBIIEHHOM MM MOpsSAKe Ha
CBOEM ohunumanbHoOM canTe B cetn "VIHTepHeT".

CtaTtbs 39. PelueHne o npoBedeHWU KIMHUYECKOrO MCCIeoBaHusl NeKapCTBEHHOrO npenapaTa Ans
MeAULIMHCKOTO NMpUMeHeHust

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. KnuHuuyeckoe wvccnegoBaHMe neKapCTBEHHOro npenapata Ans MeOUUUHCKOrO MpUMeEHEeHUs
NPOBOANTCA Ha OCHOBaHMM paspelleHMs Ha MpoBeAeHME KIMMHUYECKOro MccnenoBaHUs nekapCTBEHHOro
npenapata, BblAaHHOMO YMOMHOMOYEHHLIM dedepanbHbIM  OpraHOM  UCMOMHUTENbHOW BNactm o
pesynbTataM 3KCMepTu3bl [OKYMEHTOB, HeOOXOOMMbIX AN MONydeHUsl paspelleHnsi Ha npoBeAeHue
KNUHUYECKOro UccrefoBaHus NIekapCTBEHHOMO Npenapara U 3TUYECKO SKCNepTU3bl.

2. Ona nonyyeHust paspelleHMsl Ha NpOBEeAEHWE KITMHWYECKOrO WCCNELOBaHWUsl FeKapCTBEHHOIO
npenapata gns MeOULUHCKOrO NMPUMEHEHMS 3asiBUTENb NMpeacTaBnsieT B YNOHOMOYEHHbIN dheaeparnbHbii
opraH UCMNOMHUTENBHON BMNAaCTU:

1) 3asgBneHne o Bbigave paspeLLeHns Ha NPoBEeAEHUE KIMHUYECKOrO UCCeAoBaHWS NIeKapCTBEHHOMO
npenapaTta ans MeauUMHCKOro NpUMeHeHs;

2) KOMuMM [OOKYMEHTOB, MOATBEPXAAKLWMX ynnaTty rocygapCTBEHHOM MOLWMHBI 3a MNpoBeAeHue
3TUYECKON IKCMEPTM3bl, IKCMEPTM3bl [AOKYMEHTOB Ha flEKapCTBEHHbIM npenapaTt And nonyyeHust
paspeLleHnst Ha NpoBeAeHUE KIMHNYECKOro UCCRefoBaHMs NieKapCTBEHHOMO npenaparta Ang MeanumHCKoro
NpUMEHeHWs, 3a Bblayy paspelleHus Ha MpoBedeHMEe KIMHUYECKOro MCCrneaoBaHusi NeKapCTBEHHOrO
npenapaTta Ans MeauuUmMHCKOro NpUMEHEeHUs, 3a NpoBefeHue 3KCNepTU3bl JOKYMEHTOB Ha NeKapCTBEHHbIN
npenapaT Ans noslyvYeHusl paspeLleHns Ha NpoBeAEeHNE MEXOYHAapPOAHOIrO0 MHOIOLLEHTPOBOIO KIMHUYECKOrO
nccrnefoBaHnsa NeKapCTBEHHONO nMpenapata 4S9 MeAWMLMHCKOrO MpUMEHEHUS, 3a Bblayy paspelueHunsi Ha
NpoBeAeHNE MEXOYHAaPOOHOIO MHOIOLLEHTPOBOIO KITMHUYECKOTO MCCNEeAOoBaHUs NekapCTBEHHOMO npenapaTa
ONs MEOVUMHCKOTO MPUMEHEHUs!, 3a MPOBEAEHME 3TUYECKOW 3KCMepTU3bl, SKCMEpPTU3bl OOKYMEHTOB Ha
NEeKapCTBEHHbIA Mpenapat Ans  MNofydeHuMsl paspelleHus Ha npoBedeHue MNOCTPErncTpaumMoOHHOIO
KIMMHNYECKOro UCCNeaoBaHUSA IeKapCTBEHHOro npenapaTta nfs MeauMUMHCKOro NMpUMEHEHUs, 3a Bblgady
paspelleHnss Ha npoBedeHMEe MOCTPErMCTPaALMOHHONO KIMHUYECKOTO UCCNeaoBaHUs  fIeKapCTBEHHOIro
npenapata gns MeauuUMHCKOro NMPUMEHEHUS, UM No COBCTBEHHOM MHMUMATUBE yKa3aHHble AOKYMEHThI. B
crnyvae HenpeacTaBreHust 3asiBUTENEM YKa3aHHbIX OOKYMEHTOB YMOMHOMOYEHHbIM dbefeparnbHblii opraH
WCNONHUTENBHOM BrnacTu npoBepsaeT akT ynnaTbl FOCYAapCTBEHHOW MOLWNUHBI C  UCMOMb30BaHUEM
MHdopmaumm 06 ynnate rocydapCTBEHHOM  MOLWNWMHBLI,  cogepxalencs B [ocyaapcTBEHHOM
WH(POPMALIMOHHON CUCTEME O T[OCYAAapCTBEHHbIX W MyHUUMNANbHbIX MraTexax, Ha OCHOBaHUM
npeacTaBneHHbIX 3asBUTENEM KOMUIA JOKYMEHTOB;

3) nNpOTOKOM KNMHWMYECKOTO WCCMEedOBaHUSA FEeKapCTBEHHOrO npenapata  Ans  MeaMLUHCKOro
NPUMEHEHNS;

4) bpoLuopy nccregoBartens;

5) NHHOPMaLIMOHHBIV NINCTOK NALMNEHTA;

6) cBegeHunsa o6 onbiTe paboTbl MccregoBaTenen No COOTBETCTBYHOLLUM CMELNanbHOCTSM U UX OMbiTe
paboThbl NO NPOBEAEHMIO KITMHUYECKUX NCCIEAOBaHWMN;

7) cBegeHnst 0 MEAMLMHCKUX OpraHu3auusax, B KOTOpbIX NpegnonaraeTcs npoBefeHne KIMHUYECKOro
nccnenoBaHWs feKkapCTBEHHOro npenapaTta Ang MeguuuHCKOro npuMeHeHus (MOofHOoe M COKpalleHHoe
HaMMEHOBaHUA, OpraHU3auMoOHHO-NpaBoBas opmMa, MECTO HaXOXAEHUS U MeCTO OCYLIeCTBReHUs
OedatenbHOCTH, TenedoH, Tenedakc, agpec ANEKTPOHHON NOYThI KaXK40W MEAMLIMHCKON opraHm3auun);

8) cBedeHus 0 NpeanonaraeMblx cpokax NpPoBeAeHUsT KITMHUYECKOro UccneoBaHus nekapcTBEHHOMO
npenapaTta Ans MeauuMHCKOro NpUMeHeHus;
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9) konuito poroBopa 00A3aTENbHOrO CTPaxoBaHMS, 3aKMHYEHHOr0O B COOTBETCTBUM C TUMOBbLIMU
npaBunaMmyM 00A3aTENbHOrO CTPaxoBaHUs, C yKa3aHWeM MpedernbHOM  YMCIEHHOCTU  MaLWeHTOB,
Yy4YaCTBYHOLLMX B KIMHUYECKOM UCCe0BaHNM NTEKapCTBEHHOTO NpenapaTa Ans MeauuMHCKOro NMPUMEHEHNS;

10) HdpopMauuio 0 cocTaBe NekapCTBEHHOro npenapaTa Ans MeaLMHCKOro NpUMEHeHMS;

11) [OKYMEHT, COCTaBIIEHHbIA MNPOU3BOAMUTENEM JIEKAPCTBEHHOIO Mnpenaparta Ans MeauuMHCKOro
NMPMMEHEHVS U codepXalmi nokasaTenu (XapakTepucTuKM), a Takke CBeAeHWss O JeKapCTBEHHOM
npenapaTte ANg MeAULMHCKOro NpUMEHEHWs, NPOU3BEAEHHOM AN NPOBEAEHMUS KITMHUYECKUX UCCNeSoBaHUNg;

12) konuo NUUEH3UMM Ha NPOWM3BOACTBO IEKApCTBEHHbLIX CPEACTB B Cryvyae, ecnu npousBOACTBO
nekapcTBEHHOro npenapaTta ocyulectsndetrca B Poccuiickon ®degepaumv, unu KOMUIO 3aKMOYEHUs O
COOTBETCTBMM  MPOM3BOOUTENS  JIEKAPCTBEHHOrO MpenapaTta TpeboBaHUSM MpaBwun  Hagnexallewn
NPOU3BOACTBEHHON  MPAKTUKWA, BbIAAHHOIO  KOMMETEHTHBIM  YMOSTHOMOYEHHLIM  OpraHoM  CTpaHbl
Npou3BoanNTENSs NTEKapCTBEHHOIO Npenapara.

3. B cpok, He npeBbiwakwun NATM pabounx AHEN CO OHA MPUHATUS yYKa3aHHOro B NyHkTe 1 yactum 2
HacTosILLEeN CcTaTbM 3asiBNEHUS W HeOoOXOAMMbIX [OOKYMEHTOB, YMOMHOMOYEHHbIN deaepanbHbii opraH
NCMONMHUTENBHOW BNacTu:

1) npoBOAWT MPOBEPKY MONIHOTbI M OOCTOBEPHOCTW CBEAEHWUW, COAEepXaluxcs B MpeacTaBlieHHbIX
3aaBUTENEM AOKYMEHTAX;

2) NPUHUMAET peLleHMe O NPOBELEHUN IKCMEPTM3bl AOKYMEHTOB ANSA MOSMyYeHWs1 paspeLleHnst Ha
npoBefeHNe KIMHNYECKOro MCCNeaoBaHUs fekapCcTBEHHOro npenaparta ans MeauuUMHCKOro NpUMEHEHUsa U
3TUYECKOW 3KCNEepPTM3bl UNn 06 oTKase B NPOBEAEHUN yKa3aHHbIX SKCNEPTU3;

3) yBegomnsieT B aneKTpOHHON hopMe nnn Ha ByMaxxHOM HocuTene 3asiBUTENsi O NPUHATOM peLleHumr
nmnbo B cny4vae NpUHATUSA pelleHust 06 oTkase Takke C yKazaHMeM MPUYMH Takoro 0Tkasa;

4) noprotaBnMBaeT W HanpaersieT B 3KCMEPTHOE YYpeXOeHUWe W COBET MO 3TUKE 3afdaHue Ha
NpoBeAEHNE COOTBETCTBYHOLLUMX IKCMEPTUS.

4. B cny4ae BbISIBNEHUS HEMOMHOTbI M (MNWN) HEeOOCTOBEPHOCTU WMHAOPMaLMK, copepallencss B
npeacTaBrieHHbIX 3asdBUTENEM [OKYMEHTax, YMOMHOMOYEHHbIN dyedepanbHbli OpraH WCMONTHUTENbHOW
BMacTM HanpaBnsaeT 3asBUTENO0 3anpoc 006 YTOYHEHUM YyKasaHHOW WHopmaumn. [aHHbIA 3anpoc MOXeT
ObITb NepegaH yNnorHOMOYEHHOMY NPEeACTaBUTENO 3asiBUTENS NMYHO MOA PachuvCKy, HanpasfeH Mo fno4Te
3aKasHbIM NMUCbMOM UMW NepedaH B 3MEKTPOHHOW hopMe Mo TENEKOMMYHUKALUOHHBIM KaHanam cBsisn. B
Crny4ae HanpaBfneHust JaHHOro 3anpoca MO MoyTe 3akasHbiM MMCbMOM OH CYMTAETCS MOMYYEHHbIM Mo
NCTEeYEHUN LIECTU OHEN ¢ AaThl HanpaBneHus 3akasHoro nucbMa. 3asBuTens 06s13aH NpeacTaBUTb OTBET Ha
3anpoc YNOMHOMOYEHHOIo deaepanbHOro opraHa MCNOMHUTENbHOW BRacTU B CPOK, He MpeBbillatoLLmii
OeBsiHOCTa pabounx OHel co AHs ero nonydeHus. Cpok, ykasaHHbIi B 4acTtu 3 HacTosien cTaTbu,
NpUOCTaHaBNMBAETCHA CO [HS HanpaBneHus 3asdBUTENO 3anpoca YNnorHOMOYEHHOro deepansHOro opraHa
WCMONMHUTENBHOW BNAcTu [0 AHSA TMOMy4YeHUs MM COOTBETCTBYIOLLEIO OTBETA W HE Y4uTbIBaeTCs Mpu
NCYUCIIEHNM CPOKa MPUHATMSA YNONMHOMOYEHHbLIM hefeparibHbIM OpraHoOM MCNOSIHUTENBHON BNACTW peLLeHuns
O MpOBEAEHMN 3KCNepTuU3bl AOKYMEHTOB ANS MOMyYeHWs paspelleHusl Ha MpOoBeOEeHME KITMHUYECKOTO
nccrefoBaH1s NIeKapCTBEHHOIO NpenapaTta Ans MeULMHCKOro MPpUMEHEHMS.

5. OcHoBaHveM O5ia OTKasa B NPOBEAEHWNM 3KCNEepTU3bl JOKYMEHTOB A1 MOMyYEHUS paspeLlleHnst Ha
NpoBeAEeHNE KITMHUYECKOrO MCCNEeAOoBaHUSA NeKapCTBEHHOro npenapara Ans MeAWMLMHCKOro NMpUMEHEHUs 1
3TUYECKOWN SKCMEPTU3bl ABMSETCS NPeAcTaBieHNe OOKYMEHTOB, MPeAyCMOTPEHHbIX YacTbl) 2 HaCTOALLEn
cTaTbu, B HEMOMHOM OObeME, HEMpPEeACTaBNEHNE 3asaBUTENEM B YCTAHOBIEHHbIM CPOK OTBETA HA YKa3aHHbIN
B YacTu 4 HacCTosILLen CTaTbM 3anpoc YMNOfHOMOYEHHOro eaepanbHOro opraHa UCMONHUTENbHOW BnacTu
nnbo oTcyTCTBME B NPEeACTaBMEHHbIX AOKYMEHTaX MCHEpPNbIBAKOLWEro nepevHs Heobxoanmon nHdopmauum
unn unHdopMauun, koTopas AomkHa OblTb OTpaxeHa B HMX, a Takke OTCyTCTBME WHopmaumu,
noaTesepxaatollen pakT ynnaTbl rocygapCTBEHHOW MOLWMMHBLI 3a NPOBEAEHUEe 3TUYECKOW 3KCNepTu3bl,
3KCMepTM3bl AOKYMEHTOB Ha JeKapCTBEHHbIA NpenapaTt Ans MNofyyYeHusl paspeLleHus Ha MpoBedeHue
KMMHUYECKOrO MCCNEAOBaHUA JIEKapCTBEHHOroO npenaparta gns MeauuUMHCKOro NPUMEHEHUs, 3a Bblgady
paspeLleHnst Ha NPOBEeAEHNE KNMHUYECKOTO UCCNefOBaHNs NIeKapCTBEHHOMO npenaparta And MeauuUHCKOro
NMPMMEHEHWS!, 3a MPOBEAEHMWE IKCMEepPTU3bl OOKYMEHTOB Ha IEKApCTBEHHbIM MnpenapaTr And nonyyvyeHus
paspelleHnss Ha MpoBedeHMe  MeXOyHapoOHOro  MHOFOLEHTPOBOMO  KIMHWMYECKOTO  MCCNedoBaHUS
NeKkapcTBEHHOro npenapata Ans MeOuMUMHCKOrO MPYMEHEHWs, 3a Bbidady paspelleHuWs Ha npoBedeHve
MeXOyHapoOHOro MHOFOLEHTPOBOIO  KIMMHUYECKOro WCCMEedOBaHUs fekapCTBEHHOro npenapaTta  Ang
MEOVLMHCKOTO MNPUMEHEHMs, 3a NPOBEOEHUE ITUYECKOW IKCMEepTM3bl, ISKCMEPTU3bl [LOKYMEHTOB Ha
NEeKapCTBEHHbIM npenapat Ans  nonydeHus paspelleHus Ha npoBedeHne NOoCTPErncTpaumoHHOro
KNUHUYECKOro UCCneaoBaHWsa NekapCTBEHHOro npenapaTta Ans MeauUMHCKOro NpUMEHEeHus, 3a Bblaady
paspelleHnss Ha npoBedeHue MOCTPErucTPaLMoOHHONO KIMMHUYECKOro UCCNeaoBaHus  fekapCTBEHHOro
npenapaTta aAng MeauLMHCKOro NpUMeHeHMs.

6. NpoBeneHne aKCNepTM3bl JOKYMEHTOB A1 MONyYEHUS paspeLlleHnst Ha NPOBeAEeHNE KIMHUYECKOTO
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nccrefoBaHns NeKapCTBEHHOMO npenapata AN MeOWUMHCKOrO MPUMEHEHWUST U 3TUYECKOW 3KCMEepPTU3bl,
COCTaBIEHNE KOMUCCUEN IKCMEPTOB Y COBETOM MO 3TUKE 3aKITHOYEHWUA O BO3MOXHOCTM UMM HEBO3MOXXHOCTHU
NPOBEAEHNST TAKOrO KIMHWYECKOro UCCReOOoBaHWs W HarpaBneHWe 3TWMX 3aKMYeHUN B YMONHOMOYEHHbIV
bepepanbHbli opraH MCNONHUTENBHOW BflaCTM OCYLLECTBAAIOTCA B CPOK, He MpeBbIlWalroWwmin TpuauaTtu
pabounx gHEeM co OHSA MONyYEeHUs] IKCMEPTHbIM YYpPEeXAEHWEM 3a[aHus YNOfHOMOYEHHOro deaepanbHOro
opraHa UCMONHUTENbHOW BNAacTu C NPUOXEHNEM AOKYMEHTOB, yKa3daHHbIX B nyHkTax 3, 4, 10 n 11 yactn 2
HacTodwen cTatbl, W COBETOM MO 3TUKE 3adaHus YMNOSIHOMOYEHHOro dheaepanbHOro opraHa
WCMOMHUTENBHOW BNacTu C MNPUINOXEHUEM [OKYMEHTOB, yKasaHHblX B MOyHkTax 3 - 6, 8 n 9 vactn 2
HacTosLen cTaTbi.

7. B cpok, He npeBbILLAOLWMA NATN pabovmx SHEN CO OHSA NOMyYeHUs 3aKIMOYEHNA, YKa3aHHbIX B YacTu
6 HacTosLLen cTaTby, YNONMHOMOYEHHbIN hefepanbHbli opraH UCNOMHUTENBHOW BNacTu:

1) ocyLlecTBNSAET OLEHKY MOCTYNUBLUMX 3aKMOYEHUA OIS ONpefenieHnst X COOTBETCTBUSA 3adaHusAM
Ha NpoBedeHNEe COOTBETCTBYIOLLMX SKCNEPTU3;

2) NpVHUMaeT pelleHWe O Bblgaye paspelleHnss Ha MpoBedeHME KITMHMYECKOTNO UCCrnegoBaHus
NeKkapcTBEHHOIo npenapata Ans MeOVMLMHCKOrO MNpuMEHeHWss unm o6 OTKase B Bbldaye YyKas3aHHOro
paspeLueHuns;

3) BbldaeT paspelleHne Ha npoBefeHUe KIMHUYECKOro MCCNeaoBaHUs NekapCTBEHHOro npenapaTta
ONs MEeOQULMHCKOrO NPUMEHEHNsT Unn pelleHne ob oTkase B Bblgade yKa3aHHOIo paspeLleHusi C yKasaHuem
NMPUYNH OTKa3a.

8. OcHoBaHMeM AOnisl OTKasa B Bbldaye paspelleHns Ha npoBefeHWe KIMHUYECKOro MccnenoBaHus
neKkapCcTBEHHOro npenapaTta Ans MeOULUHCKOTO NPUMEHEHUs SIBMASIETCA HanuumMe 3akmniovyeHUs KoMuccum
3KCMNepTOB MMM 3aKMIOYEHUST COBETA MO 3TUKE O HEBO3MOXHOCTU MPOBEAEHUS KIMHUYECKOro UccrnefoBaHus
NeKapCcTBEHHOIO npenaparta Ans MeauUMHCKOrO MpUMEHEHMST Mo pe3ynbTaTtaMm MpOBeOEHHbIX 3KCMepTus,
NpeayCcMOTPEHHbIX YacTbio 6 HACTOSILLEN CTaTbW.

9. PeweHne 06 oTkase B MpoOBEAEHUN IKCMEPTU3bl AOKYMEHTOB AONS MOMyYEHWUsl paspelueHust Ha
NpoOBEAEHNE KITMHUYECKOrO MCCNEAOBaHUSA NIEKapCTBEHHOro npenapara Anst MeAVMLMHCKOrO NMpUMEHEHNs U
3TMYECKOW 9KCMepTM3bl M B Bbldadye paspelleHus Ha MNpOBedeHWe KIMHWYECKOro UccregoBaHus
NeKkapcTBEHHOro npenapata Ansd MeAMUWHCKOrO MpPUMEHEHUs MOXeT ObiTb obxanoBaHO B nopsgke,
YCTaHOBMNEHHOM 3akoHoaaTenbcTBOM Poccuiickon degepauuu.

Cratbs 39.1. OTnyeckas akcnepTmaa
(BBepeHa depepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

1. OTuyeckasn aKkcnepTnsa NPOBOAMTCH COBETOM MO 3TWKE, CO3[AaHHbIM B MOpPsiAKe, YCTAHOBIIEHHOM
YMOSIHOMOYEHHBIM hbeieparnbHbIM OPraHOM WCMONMHUTENBHOW BriacTh, B LENsX Bbl4ayn 3akmnoyeHus o6
3TMYEeCKON OOOCHOBAHHOCTU BO3MOXHOCTW MNPOBEAEHUS KIMHWYECKOTO WCCRefoBaHWUst JIEKapCTBEHHOIO
npenapaTta Ans MeQULUMHCKOrO NMPUMEHEHMS.

2. OKkcneptamy coBeTa MO 3TMKE MOryT ObiTb NPeAcTaBUTENM MEOUUMHCKUX OpraHv3auni, Hay4HbIX
opraHusaumn, obpasoBaTenbHbIX OpraHuM3aumi Bbicwero obpas3oBaHus, a Takke npeacraBuTenu
0OLLEeCTBEHHbIX OpraHn3auun, pernvruosHbiX OpraHm3auun n cpeacTB MaccoBoW WMHopMauuun. [aHHble
3KCMepTbl HE [OOSMPKHbl HaXoOAUTbCS B KaKOW-NMMOO 3aBMCMMOCTM OT pa3paboTyMKOB JieKapCTBEHHbIX
npenapaToB U APYrux Nuu, 3auHTEPECOBaHHbIX B pe3ynbTaTax 3TUYECKOM 3KCNepTU3bI.

3. Onnata ycnyr 3KCNepToB COBeETa MO 3TMKE OCYLLECTBMSIETCA Ha OCHOBaHWW [O0roBopa,
3aKNIOYEHHOTO MeXay YMNONMHOMOYEHHbIM defeparnbHbIM  OpPraHOM UCMOMHUTENBHOW BNAcTW, KOTOPbIM
co3gaH COBET MO 3TWKe, U SKCMNEpTOM coBeTa MO 3TUKE, 3a CYET ODKETHbIX aCCUTHOBaHWUNM,
NpeaycMOTPEHHBIX YNONMHOMOYEHHOMY (befeparnbHOMY OpraHy WCMOSHUTENbHOW BriacTW, KOTOPbIM CO3AaH
COBET MO 3TUKe, B hbegepanbHOM BlomxeTe Ha COOTBETCTBYIOLUMIA rof, Ha obecnevyeHne ero oeaTenbHOCTH, B
pasmepax, ycTaHoBreHHbIx lNMpaButensctBoMm Poccuickon degepaumm.

4. 3kcnepTbl coBeTa MO 3TWKE HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccunckon ®egepaumn.

5. CocTaB coBeTa Nno 3TuKe, NosoXXeHne o 3TOM CoBeTe, NOPSAOK ero AesATeNbHOCTH, TpeboBaHUA K
KBanudukaumm n onbiTy paboTbl NO 3KCMNEPTHOW OLEHKE Hay4HbIX, MEOULMHCKMX U STUYECKMX aCreKToB
KNMMHUYECKUX  WCCNEeAOBaHW/A  NEKApCTBEHHbIX  MpenapatoB AN MEOUUUHCKOrO  MPUMEHEHMS,
npeabsBnsemMble K 3Kcneptam coBeTa Mo 3TMKe, MNOpPSOOK opraHuM3auMmM U MpoBeAeHMsT 3TUYECKON
3KcnepTu3bl, popmMa 3aknyeHUsa coBeTa MO STUKEe YCTaHaBNMBAKTCHA YMNOMHOMOYEHHbIM dheaepanbHbIM
OpraHoM UMCMNOMHUTENbHOM BRactTu. Yucno npeacraBuTenen MeAUUMHCKUX OpraHuM3auuin He MOXeT
npeBbilaTh NOMOBUHY OT OOLLEro YMcna aKCnepToB COBETA MO 3TUKE.

6. VHdopmauma o cocTaBe coBeTa MO 3TWKe, MNnaHax ero paboTbl M TeKylwen [esATenbHOCTU
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pa3mellaeTcs Ha ouLmManbHOM caiTe YNONTHOMOYEHHOTO dheepanbHOro opraHa UCNONHUTENbHOM BNAacTu B
cetn "MIHTepHeT" B YCTAHOBNEHHOM MM NOpsiaKe.

Cratbss 40. [lpoBegeHwe KIMHMYECKOrO  MCCIeOoBaHUSI  JIEKApCTBEHHOro Mpenaparta  Ans
MeONLMUHCKOro npuMmeHeHns

1. PykoBoguTenb MeOMUMHCKOW OpraHusauun, KoTopasi NpOBOAWT KIMHWYECKOE unccnegoBaHue
neKkapCcTBEHHOro npenapara Ans MeauuMHCKOro NpUMEeHeHusl, HasHavaeT uccnegoBaTensi, OTBETCTBEHHOMO
3a MpoBedeHVe TaKoro WCCNedoBaHUs M UMEIOLLEero reyebHyo crneumanbHOCTb, COOTBETCTBYHOLLYIO
NPOBOAVUMOMY  KIMHUYECKOMY WCCNEeAOBaHMIO FEeKapCTBEHHOIO MpenapaTta, CO CcTaxem paboTbl Mo
nporpaMmam KrnMHUYECKUX UCCIeQoBaHMI NEKAPCTBEHHbIX MpenapaTtoB He MeHee Yem Tpu roga u no ero
NpeanoXeHuto HasHa4vaeT comnccregoBaTenen N3 Yncna Bpadven 3Tom MeanuUmHCKOM opraHn3aumm.

(B pen. ®PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. NccnepoBatenb ocyLeCcTBNAsieT BbIOOP NMaUMEHTOB, KOTOpblE MO MEAULMHCKAM MOKas3aHUsIM MOryT
OblTb MPUBIEYEHbI K Yy4acTUO B KIMHMYECKOM WCCMEeAOBaHWM JeKapCTBEHHOro Mpenaparta Aans
MEOVLMHCKOrO NPUMEHEHNS.

3. NccnepoBaTtenb 1 conccrnenoBaTenu LOMKHbI ObITb O3HAKOMIEHbI C pe3yrbTataMn SOKITMHUYECKOTO
nUccneaoBaHWs NEKapCTBEHHOINO CPeacTBa, COAepXawumucs B Opowlope uccnegoBaTensi, MPOEKTOM
NPOTOKOMa KMWHUYECKOro WCCNefoBaHWUs IeKapCTBEHHOro npenaparta ans MeamuUMHCKOro MnpUMEHEHMS,
pa3paboTaHHbIM  pa3paboTuMKOM NeKapCTBEHHOro npenapata  WNWM  UHbIM  IOPUOUYECKUM  NULOM,
npuBneKaemMbIM K opraHn3aumm NpoBeaeHns KNMHUYECKOro UccneqoBaHus nekapCcTBEHHOro npenapata ans
MEeOULMHCKOrO NPUMEHEHUS, 1 ApYrMMIN MaTepuanamMmu Takoro uccnegoBaHus.

3.1. PykoBoauTenb MeaMUMHCKOW opraHvM3aumy B CPOK, HE MPEBbILLAIOLLMIA Tpex paboynx gHEN co OHA
Hayana npoBedeHUs1 KIMHMYECKOro WCCneaoBaHUs JekapCTBEHHOro mnpenapata Aans  MeauumMHCKOro
npuMeHeHus1, coobllaeT 06 3TOM B YMOSIHOMOYEHHbIM hefepanbHbIl OpraH WUCMOMHUTENBHOW BRacTy,
BblAaBLUMIA pa3peLLeHne Ha NpoBEeAEHME TaKOro UCCIeAoBaHs, Mo YCTAaHOBNEHHON UM dhopme.

(vactb 3.1 BBeaeHa PepepanbHbiM 3akoHoM oT 29.11.2010 N 313-93)

4. OpraHuMsaumu, OCYLLIECTBAIOWMNE OpraHM3auuio MPOBEAEHMST  KITMHUYECKOro UCCeLoBaHMS
NEeKapCTBEHHOro npenapara Ans MEAULMHCKOrO NPUMEHEHWS U YKa3aHHbIe B YacTu 3 cTatbn 38 HACTOSILLEro
depnepanbHOro 3akoHa, B Clnydae HeOOXOOMMOCTM BHECEHMSI M3MEHEHW B MPOTOKOM  KIAMHUYECKOro
nuccnenoBaHWs NeKapCTBEHHOro npenapata Ans MeauMUMHCKOro npumeHeHus coobuwiaotr o6 atom B
YNOMHOMOYEHHbIN heaepanbHbli OpraH UCNOMHUTENBHON BNAacTW, BbiAABLUUA paspeLleHne Ha npoBefeHune
Takoro uccnegoBaHus, NO YCTaHOBNEHHOW UM dhopMe.

(B peq. ®enepanpHoro 3akoHa ot 11.10.2010 N 271-d3)

4.1. ®dopma coobLieHNMss O BHECEHMM W3MEHEHWUIA B MNPOTOKON KIIMHUYECKOro WUCCregoBaHus
NekapcTBEHHOIO Npenapara AN MeaMUUHCKOro NPUMEHEHNS OOIMKHA CoAepXKaTb Cneayowmne cBeAeHus:

1) HaumMeHoBaHWe, NaeHTUMMKALNOHHBIA HOMEpP U AaTa NPOTOKOMa KIMHUYECKOrO UCCNea0oBaHUS;

2) nata BHECEHUNS UIBMEHEHUIN B MPOTOKOIT KITMHNYECKOTO NCCIEeA0BaHNS;

3) HaMMeHOBaHNE N MECTO HaxXOXAEHMWS 3asBUTENS;

4) HauMMeHOBaHME OpraHusauum, npuBMIEYEHHON pa3paboTUMKOM FeKapCTBEHHOro npenaparta kK
opraHuMsaumm NPoBeAeHUS KIMHUYECKOrO MCCNneaoBaHus (Npu Hanu4umm);

5) HauMeHOBaHUS M MeCTa HaxXOXAEHMS MEOULMHCKMX OpraHv3auun, B KOTOPbIX MNpPOBOAUTCA
KNMHUYEeCKoe nccriegoBaHue;

6) pata BblgauM paspelleHuss Ha nNpoBedeHue KMMHUYECKOro WCCrnedoBaHWss U HOMep 3TOoro
paspeLleHns;

7) N3MEHEHUs1, BHOCUMbIE B NPOTOKON KMMHUYECKOrO UCCreaoBaHus.

(vacTb 4.1 BBegeHa PenepanbHbiM 3akoHOM oT 11.10.2010 N 271-93)

5. B cpok, He npeBblWwawwmii TpuguatM pabounx OHeW Co OHA MOMyYeHUs yKasaHHOro B Yactu 4
HacTosILLen cTaTbM COOOLIEHUS, YMONMHOMOYEHHbIV defepanbHbIi OpraH WCMOSHUTENbHOW  BRacTu
paccMmaTpuBaeT 3TO COOOLlEHMEe B YCTAHOBMEHHOM MM MOPSiAKE WU MPUHUMAET pelleHne O BHEeCeHun
N3MEHEHNA B MPOTOKON KIIMHWUYECKOTO WCCNeAOoBaHUSA NEKapCTBEHHOro mnpenaparta Ansi MeauuUMHCKOro
NpUMeHeHnss unm o6 OoTkase BO BHECEHUW Takux uameHeHun. [lpu paccMoTpeHum coobLlieHns o
HEeOOXOOMMOCTU BHECEHUS] WU3MEHEHWA B MNPOTOKOM KIIMHUYECKOro MWCCreaoBaHust fIeKapCTBEHHOro
npenapaTta gns MeanUMHCKOro NPUMEHEHNs B LeNsiX oLueHKkM 060CHOBAHHOCTU npeasiaraeMbiX U3MEHEHUI 1
onpegeneHnst CTeneHn pucka Ans NauueHTOoB, NPUMHMMAKOLWUX yyYacTue B KITMHUYECKUX UCCrefoBaHusX,
YNOMHOMOYEHHbIM heaeparnbHbIM OpraHOM UCNONHUTENbHOM BNACTW MOTYT MPUBIIEKaTbCS 3KCNepThbl COBETa
no aTuKe.

(B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)
6. KnuHnyeckoe mccnegoBaHue NekapCTBEHHOro npenapara ansi MeauuUMHCKOro NpUMEHEHUS MOXEeT
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ObITb MPMOCTAHOBIIEHO MIM NMPEKPALLEHO, ecnn B MpoLecce ero NpoBeaeHust obHapyxeHa onacHOCTb ANS
XKW3HW, 300pOBbS MauueHToB. B crnyyae BO3HMKHOBEHUS OMACHOCTM AN KWU3HW, 300POBbS MNaUMEHTa,
Yy4YaCTBYHOLLEIO B KIMHUYECKOM MCCIEOOBaHUN NiekapCTBEHHOIO npenapara A5 MeaULMHCKOro MpMMEHEHMS,
uccriegosatenn 06s3aHbl NpovHgopMupoBaTb 00 3TOM PyKOBOOUTENS MEOULMHCKOW opraHvsaumm u
OpraHu3aumio, MOMNyuYMBLLYHO paspelleHne YNOorHOMOYEHHOro deaepanbHOro opraHa MCMOMHUTENbHOM
BMacTU Ha opraHu3aLunio NpoBeaeHUs KNMHUYECKOro UCCneqoBaHns NekapCTBEeHHOro npenaparta. Pewwexve
O TMPUOCTaHOBMEHUN KIMHWUYECKOTO WUCCreaoBaHus NeKkapCTBEHHOro npenapara Ans  MeauLMHCKOro
NPUMEHEHUS MPUHMMAIOT PYKOBOAUTEMb MEOULUHCKOW opraHusaumm u (Mnu) opraHusauus, nornyymsLlas
paspelleHre YNorHOMOYEeHHOro deaepanbHOro opraHa WCMOMHUTENbHOW BracTM Ha  opraHusaumio
NPOBEAEHNS KITMHUYECKOro UCCINEAOBaHUSA eKapCTBEHHOro npenapata Ansg MeguuMHCKOro MpUMeHeHus,
pelleHve O MpeKpalleHnn Takoro WccneaoBaHuMs NPUHMMAET YMONHOMOYEHHbIV hefepanbHbll  OpraH
WCMONMHUTENBHOW BRAcTU Ha OCHOBaHUM COOOLLEHWNS B MUCbMEHHON (POpMe PYKOBOAUTENSA MEOULIMHCKOMN
opraHusaumMm wnu opraHusauusi, MonyyvmBlUAs paspelleHne YMoSIHOMOYEHHOro dheaepanbHOro opraHa
WCMONMHUTENBHOW BRAcTU Ha OpraHM3aumio MpoBeAeHUs KIMMHUYECKOro MWCCredOBaHUsl feKkapCTBEHHOIO
npenapaTa Ans MeaNLUMHCKOro NMPUMEHEHMS.

7. B cpok, He npeBblIAWMIA NATU paboumx OHEN CO OHS 3aBepLUEHUsi, MPUOCTAHOBMEHUS WU
npekpaLleHns KNMHMYECKoro nccrnefoBaHns nekapCTBEHHOrO npenapata ANns MeauuUMHCKOro NpuMeHeHus,
coobueHne o6 3TOM HanpaBnseTcs OpraHM3auusMu, ykasaHHbiIMM B Yactu 3 cratbu 38 HacToswero
defepanbHOro 3akoHa, B YMNOMHOMOYEHHbIM  dhedepanbHblii  OpraH  WUCMONMHUTENbHOW BAAcTU  no
yCTaHOBIEHHON UM bopme.

8. ®opma cooblleHMss O 3aBeplUeHUW, MPUOCTAHOBMEHUM WM MPEKPaLLEHNM  KITMHUYECKOrOo
nccregoBaHusa NekapcTBEHHOIo npenapaTta Ans MeAULUMHCKOro NpUMEHeHNs JOoMmKHa cogepxaTb:

1) nHpOpPMaUMIO O MEAMLMHCKOW OpraHusauMn Wnm MeAMLUHCKUX OpraHusauusx, NpoBOAUBLUMX
OaHHOe 1ccneaoBaHue;

2) onucaHve JaHHOro UCCnegoBaHUs;

3) OaHHble uccnepoBatens (pamunus, MMsi, OTYECTBO, MecTo paboThl, 3aHMMaeMasi OOJIKHOCTb,
cneumanbHOCTb, CTax paboTbl MO NMporpaMmam KIMHUYECKMX MCCrefoBaHui fiekapCTBEHHbIX Mpenaparos,
nepeyeHb KMMHUYECKUX WUCCregoBaHWUN JeKapCTBEHHbIX MpenapaToB, B KOTOPbIX OH MPWHMMArn yyactue
(nepvoabl yyactus) B KadyecTBe nccregosartens unu conceregosartens);

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

4) pesynbTaT AaHHOro MccriefoBaHus (3aBeplueHune, NPUOCTaHOBEHME WK MpeKpalleHne AaHHOro
nuccrnegoBaHus C ykasaHueM UX MPUYMH U BIAUSHUS Ha OLUEHKY €ro pesynbraToB, OBLUYy OLEHKY pucka u
OXngaemon nonb3bl OT MPUMEHEHUS UCCreayemMoro nekapcTBEHHOro npenaparta, a Takke npegnonaraemMble
AanbHenwmne 4encTeums).

8.1. Mpwn BbIABNEHUN heaepanbHbIM OpraHOM UCMOMHUTENBHON BNACTW, OCYLLECTBASIOLWNM dYHKLUN
MO KOHTPOMIO M Haa3opy B cdhepe 30paBOOXpaHEHUS, HAPYLUEHU NpaBun Hagnexalwlenh KrIMHUYeCKon
NPaKkTUK1U NpY NPOBEAEHUN KIMHWUYECKOTO WCCReaoBaHWs FeKapCTBEHHOrO npenapara, BhAMSIIOWMX Ha
MOMHOTY U (UNKN) JOCTOBEPHOCTb AAHHOMO KIMMHUYECKOrO MCCrefoBaHus, Yka3aHHbI defeparnbHbii opraH
WCMONHUTENBHOW BNAcTU NPMOCTaHaBNMBAaET NpoBeAeHNe AHHOIO KIMMHUYECKOrO MCCNEeA0oBaHUsA U BbIHOCUT
MeOMLMHCKOW OpraHu3aumun, B KOTOPOW MPOBOAUTCS OaHHOE KIMHWYECKOe uccrnegoBaHue, npeanucaHme ob
YCTPAHEHUUN BbISIBIEHHbIX HapyleHuin. [lpu HeycTpaHeHMM MEeOULUHCKOW OpraHumsaumen BbISIBNIEHHbIX
HapyLeHUn B YCTaHOBMEHHbIA B MpeanMcaHun CPOK yKasaHHbIN defeparnbHblil OpraH WMCMONMHUTENbHOW
BMacTu NpUHMMaeT peLleHne O NpekpalleHUM NpoBeaeHUs KIMHUYECKOro UCCneaoBaHus nekapcTBEHHOro
npenapaTa u HanpasngaeT B dpeaepanbHbli OpraH UCMONHUTENbHOW BNACTU, OCYLLECTBASIOLWNA (OYHKLUUN NO
BblpaboTKe 1 peanusaummn rocyapCTBEHHON NOMUTUKA U HOPMAaTUMBHO-NPaBOBOMY pPeryrnmpoBaHuio B cepe
30paBOOXpPaHEeHUsl, 3aKmnlyYeHne O BbLISIBNIEHUN NPWU NPOBEAEHUN [AHHOIMO KIMHWYECKOro UCCrefoBaHus
HapyLUEHUI NpaBuI Hagnexallen KIMHUYECKON NMPaKTUKN AN1S NMPUHATUS pelleHns 06 OTMeHe paspeLleHust
Ha OpraHM3auuto NPOBEAEHUA [AHHOIO KIIMHWYECKOrOo WCCMNEefOBaHWs C AaTbl NPUHATUS pPELUeHUs O
NMPUOCTaHOBMNEHUN NPOBEAEHMS KITMHNYECKOro UCCeJ0BaHMs NIeKapCTBEHHOIO npenapaTa.

(4acTb 8.1 B pea. PeaepanbHoro 3akoHa oT 13.07.2015 N 241-93)

9. YnonHomMmoueHHbIn heaeparnbHbii OpraH UCMNONHUTENBHOW BNacTy OonybnMKOBbLIBAET M pasMeLlaeT
Ha cBoeM oduumanbHoM canTe B ceTun "MHTepHeT" cooblleHMe O 3aBepLUeHUKN, MPUOCTAHOBMEHUN WA
npekpaLleHnun KINMHUYECKOro ccnegoBaHns NekapcTBEHHOro npenapara Ans MeaMuUHCKOro NpMMeEHeH s B
CPOK, He MpeBbILLALWMA NATU pabounx gHeN CO AHA ero Nony4YeHns, B yCTaHOBMEHHOM MM Nopsake.

10. YnonHoMmouYeHHbIi dedepanbHbid OpraH MCNOMHUTENbLHON BracTM  OCYLLECTBRSeT BedeHue
peecTpa uccriegoBaTenen, NpoBOAAWMX UMM NMPOBOAMBLUMX KIMHUYECKNE UCCNEAOBaHUS IeKapCTBEHHbIX
npenapaTtoB ANs MeAULMHCKOro MPUMEHEHUs, B COOTBETCTBUM C YTBEPXOEHHbIMU UM MpaBuriamm u
pasMeLlaeT ero Ha CBOeM oduuManbHOM canTe B ceTu "VIHTepHeT" B YCTAHOBMEHHOM MM MOpsiaKe.
YKasaHHbIN peecTp coaepXnT nHopmaLmio, NpeaycMOTPEHHY0 NYHKTOM 3 YacTu 8 HacTosLen cTaTbi.

511374


http://paracels55.ru/

06 ob6palleHun nekapcTBeHHbIX cpeacTB — PeaepanbHbiv 3akoH PO ot 12.04.2010 N 61-$3 — [elicTBytoLlas NocneaHss pegakums ot
03.07.2016 — Havano gevicteusa pegakumsa 01.01.2017

11. OTyeT o0 pesynbratax KIAMHUYECKOIO WCCNEAOBaHUSA JIeKapCTBEHHOro mnpenapata Ans
MEeOMLIMHCKOrO NMPUMEHEHUSI COCTaBNSETCS OpraHu3aumen, ykasaHHoW B Yactu 3 ctatbu 38 HacTosiLero
defepanbHOro 3akoHa, Ha OCHOBaHUWM 3aKMOYEHUN MEAMLUMHCKMX OpraHu3auun, npoBOAMBLUMX 3TO
uccrnefoBaHue, M NpPeacTaBnseTcs B YMNOMAHOMOYEHHbIM doefeparnbHbii OpraH MCMOMHUTENBbHOM BRacTw,
BblOaBLUMIA pa3peLleHne Ha NpoBeAeHNE 3TOro MCcCreaoBaHusi, B CPOK, HEe NPEBbLILAOLWNIA TPEX MecsILEB CO
OHS1 ero 3aBepLUeHNsi, MPUOCTAHOBEHNsST UK NpeKpaLleHus, B Nopsiake, yCTaHOBNEHHOM YNOSTHOMOYEHHbIM
denepanbHbIM OpraHoM UCNOSNHUTENBHOW BNAcTU.

12. HapyweHue npaBun Hagnexawen KINHUYECKON npakTuky, danscndukauma pesynstaTos
KINMHUYECKOro UCCINEeLOBaHNS NIeKapCTBEHHOMO Npenapara Ais MeauUMHCKOro NpUMeEHeHNs BNekyT 3a cobon
OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKoHoZaTenscTBOM Poccuiickon ®enepaunn.

(B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

13. lMpun NpoBegeHUM KIMMHUYECKOrO UCCeOOoBaHMA JIEKapCTBEHHOrO npenapata AN MeauuUHCKOro
NpUMEHeHNs JonyckaeTcs 3abop y nauveHToB Ouonormdeckux matepuanoB (obpasubl Grmonornyeckmx
XWOKOCTEW, TKaHEW, CEKPETOB W MNPOAYKTOB KM3HEAEATENnbHOCTU 4eroBeka, pr3nonormiyecknx wu
NaToNoOrMYyecknx BblOENEHUN, Ma3KoB, COCKOOOB, CMbIBOB, MUKPOOPraHM3mMoB, BMOMNCUIAHBIA MaTepuan) Ans
nx ndyveHus B Poccuinckon Gepepaumm n (mnn) 3a npegenamm Poccuiickon epepauun.

(B pea. PenepansHoro 3akoHa ot 22.12.2014 N 429-$3)

14. Mopsgok BBo3a B Poccunckyto depepaumio n BbiBo3a 3a npegensl Poccuiickon depepaumm
Guonormyecknx MaTepuanos, NosyYeHHbIX NPy NPOBeAEHUN KIMHUYECKOrO MUCCIenoBaHUs fiekapCTBEHHOIO
npenapaTa Ans MeauUMHCKOro NpMMeHeHus, ycTaHaBnueaeTtcs MpasutensctBoM Poccuiickon ®egepaumn.
(B pen. PenepansHoro 3akoHa ot 22.12.2014 N 429-03)

Cratbsa 41. ﬂOFOBOp O npoBeaeHnn KIMHMU4YeCKoro mnccrenoBaHuna JNneKapCTBEHHOrNo npenapara Aand
MeanUunHCKOro npuMeHeHnA

1. KnvHuuyeckoe wccnegoBaHMe IeKapCTBEHHOrO npenapata Ansg MeAVMUWHCKOrO MNpUMEHeHMs
NMPOBOAUTCH B COOTBETCTBMU C [OFOBOPOM O MPOBEAEHMU KITMHWYECKOrO WUCCHeOoBaHWUs feKkapCTBEHHOMO
npenapata Ans MEeOUUMHCKOTO MNPUVMEHEHWs, 3aKkriovyaemMbiM  Mexady opraHv3aumen, nonyyvBLLEN
paspeLlleHre YNorHOMOYEHHOro denepanbHOro opraHa WCMOMHUTENbHOW BRiacTM Ha  opraHusaumio
NpoBeAEeHNsT TAaKOro MCCNegoBaHus, U MEQULMHCKOM OpraHu3aumen, OCyLLECTBISIOWEN NPOBEAEHMNE TaKkoro
nccneaoBaHus.

2. [oroBop O MNpoBEOEHUN KIMHUYECKOr0 WCCNeaoBaHUSA fekapCTBEHHOro npenapaTta Angd
MEeOULMHCKOrO NPUMEHEHNS AOMKeH coaepXaTb:

1) ycnoBusi u Cpoku NpoBeAeHUs1 JaHHOrO UccneoBaHus;

2) onpegeneHve obLier CTOMMOCTM MporpaMMbl [OaHHOTO WCCMELOBaHWS C YKa3aHMEM CyMMbl,
npegHasHavaroLencs Ans BeinNnaTt uccregoBartensam, CoMccneaoBaTensm;

3) onpegenexHve opMbl NpeacTaBeHnst pesynbTaToB AAHHOIO MCCIEAOBaHUSA B YNOMHOMOYEHHbIN
defepanbHbIA OpraH UCNOMHUTENBHOKW BRAacTu.

CtaTbs 42. duHaHcoBOe oGecrneyeHne KIMHNYECKOro MCCNeqoBaHNs NekapCTBEHHOMO NpenapaTta asis
MeAULIMHCKOrO NMpUMeHeHus

®duHaHcoBoe obecnevyeHne  KNMHMYECKOrOo  MUCCReaoBaHMsl  NIeKapCTBEHHOro npenapata  Ansd
MEeOULMHCKOTO NPUMEHEHUS OCYLLIECTBMSETCH 3a CYeT:

1) cpeacTe chenepanbHoro bompkeTa;

2) cpedcTB opraHusaumii, MNONyYMBLUMX paspelleHMe Ha opraHu3auuvio npoBedeHUst [AaHHOro
nccrefoBaHus, B COOTBETCTBUM C YCINOBUSMU AOrOBOPA O €ro NpOBEAEHNN;

3) VMHbIX He 3anpeLLeHHbIX 3akoHodaTenbCTBOM Poccuiickon degepanmm NCTOYHMKOB.

Cratbs 43. ﬂpaBa nauneHToB, Yy4YacCTBywOWKUX B KIIMHUMYECKOM WUCCrnegoBaHMn JeKkapCTtBeHHOro
npenaparta and megumumnHCKoro npumMmeHeHus

1. Yyactue nauneHToB B KNMHUYECKOM UCCreaoBaHNM NekapCTBEHHOMO npenapara Ansd MeavLmMHCKOro
NpMMEHeHWs SBnseTcs 4OBPOBOMbHbLIM.

2. MauuneHT unu ero 3akoHHbLIV NpeacTaBUTeNb JOMKEH BbITb MHPOPMUMPOBAH B MMCbMEHHON opMe:

1) o nekapcTBeHHOM npenapaTe AN MEOUMUUHCKOrO MPUMEHEHUS W CYLUHOCTU KIUMHWUYECKOro
nccnegoBaHns 3TOro NIekapCTBEHHOTo npenapara;

2) o 6e3onacHOCTM feKkapCTBEHHOro npenaparta Afs MeAMUMHCKOro NMPUMEHEHWs, ero OXvaaemon
3P (PeKTMBHOCTM U CTEMNEHN pUCKa ANS NaUneHTa;
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3) 06 ycrnoBusix ydacTus naumeHTa B KIMHUYECKOM MCCIedoBaHUM NEKapCTBEHHOro npenapara Ans
MEeONLIMHCKOrO MPUMEHEHMS;

4) 0 uenM wunNM UEensx W MpPOJOIHKUTENBHOCTM KIMMHUYECKOrO WCCreaoBaHns JEKapCTBEHHOIO
npenapaTa Ans MeauUMHCKOro NPUMEHEHWS;

5) o pencTBMAX MauMeHTa B Ccrydae HenpeaBuOeHHbIX 3(PEKTOB BAMSHUS NEKapCTBEHHOro
npenapaTa Ans MeauuUMHCKOro NMPUMEHEHWS Ha COCTOSHME ero 300POBbS;

6) 06 ycrnoBuax 0643aTenbHOrO CTpaxoBaHUs XXU3HU, 300POBbA NALMEHTA;

7) O TrapaHTUMaX KOHUAEHUMANbHOCTU Yy4yacTUs nauMeHTa B KIMHUYECKOM  MCCredoBaHum
nekapcTBEHHOro npenapara ans MeamuuHCKOro NpUMeHeHns.

3. [obGpoBonbHoe corfnacue nauMeHTa Ha yyacTve B KIMHWYECKOM MCCrneaoBaHuW fekapCTBEHHOro
npenapaTa Ans MeaULMHCKOro NMpUMEHEHUs NOATBEPXKAAETCS ero NOANMCHI0 UMW NOAMMUCHI0 Ero 3aKOHHOo
npeacraBuTens Ha MHPOPMALMOHHOM NNCTKE NaLMeHTa.

4. TlauMeHT UM ero 3aKOHHbIN NpeAcTaBUTENb MMEET MPaBO OTKa3aTbCs OT y4aCTUsl B KITMHUYECKOM
nccregoBaHvmM NekapCTBEHHOMO Npenaparta Ans MEAULMHCKOrO NpUMEHeHUs Ha nbon ctagum NpoBeaeHns
TaKOro UccneaoBaHus.

5. TlpoBegeHne KIMHUYECKOrO WCCreaoBaHWUs JIEKapCTBEHHOro mnpenapata ans  MeauuUHCKOro
NMPMMEHEHMs1 C y4acTUEM B KayecTBe NauuneHTOB AeTel OOoMycKkaeTCs TOMbKO C cornacust B NUCbMEHHOMW
dopme wux poguTenewn, ycolHoBUTENnen. [leT MOryT paccMaTpuBaTbCs B KadecTBe MOTeHUManbHbIX
NauMeHTOB Takoro MccriefoBaHusl, TOMNbKO €Cnn ero npoBeAeHne HeobBXoaMMo AN YKpenneHus 300poBbs
aetert nnu NpounakTMkm MHMEKLMOHHBLIX 3aboneBaHnn B OETCKOM BoO3pacTe nuMbo ecnu uenbio Takoro
nccregoBaHus SABNSETCA MOoNyvYeHWe OaHHbIX O Haunydwen 0O3MPOBKE feKapCTBEHHOro npenapata Ang
neyeHusa peten. B aTUX cnydasx TakoMy MCCNeQoOBaHWIO OOMKHO NpedwecTBoBaTbh  KIMHUYECKOEe
nuccriefoBaHWe NEKapCTBEHHOro npenaparta Ans MeOUUMHCKOTO MPUMEHEHMS Ha COBEPLUEHHONETHMX
rpakgaHax, 3a WCKIYEHUEM CriydaeB, eCcnin UCCreQyeMblvi NIEKAapCTBEHHBIN npenapaT Ans MeguLMHCKOro
NPUMEHEHMS NpeaHa3HayYeH UCKIIOYUTENBHO AN UCMOMNb30BaHWSA HECOBEPLUEHHONETHUMIY rpaXaaHamu.

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

6. 3anpelwiaetca npoBedeHME KIMHWYECKOTO WCCReaoBaHWs JekapCTBEHHOro npenapaTta Aans
MEeOMLIMHCKOro MPpMMEHEHMS C y4acTUeM B KayecTBe NaLUeHTOB:

1) peten-cupoT 1 geTen, octaBLumMxcsa 6e3 noneyveHnss poauTenen;

2) »eHLWMWH B nepuod 6epeMeHHOCTU, XeHLMH B Nepuog rpygHoro BCKapMivMBaHus, 3a UCKIYEHNeM
cryyaeB, ecnu NpoBOAMUTCS KNMHUYECKOe MccriefoBaHue NeKapCTBEHHOro npenapata, npegHasHavyeHHOoro
AN yKasaHHbIX >XEeHLWH, Mpu YCroBUW HeobxoAMMOCTU MOSydeHus WHpOoOpMaunM TOMbKO BO BpeMs
NpoBeAeHNs1 COOTBETCTBYIOLUMX KIUHUYECKMX WCCMeaOoBaHUA U MPUHATUS BCEX HEOOXOAMMbIX Mep Mo
MCKIMKOYEHUIO pUCKa HaHeCeHWs1 Bpeda >XeHLMHe B nepuog 6epeMeHHOCTH, KEeHLUMHEe B Nepuof rpyaHoro
BCKapMITMBaHWs, Nnoay unu pebeHky;

3) BOEHHOCNyXalux, 3a WCKIMYEHNEM Cry4yaeB MpPOBEAEHNSI KIMHUYECKOrO MCCNeaoBaHus
NeKapCcTBEHHOIO npenapara, CchneuuanbHo pa3paboTaHHOro AN MPUMEHEHUST B YCINOBUSX BOEHHbIX
OENCTBUIA, Ype3BblYaHbIX CUTyauun, NpoduUNakTUku 1 NevyeHnsa 3aboneBaHnn 1 NOPaXKEHUN, MOJTyYEHHbIX B
pesynbTate BO34EWCTBUS HEONAronpusATHbIX XMMUYECKMX, OMOMOrMyecknx, pagmaumoHHbIX aKTopoB.
KnuHnyeckoe wvccnegoBaHue Takoro JeKapCTBEHHOro npenapata MOXeT MNpoBOAUTBCA € ydacTuem B
KayecTBe NauueHTOB BOEHHOCITYXaLUWX, 33 UCKITFOYEHNEM BOEHHOCHYXaLUMX, NPOXOASALLMX BOEHHYO Cryx0y
no npusbiBy, C¢ cobniogeHnem TpeboBaHMN, YCTAHOBMEHHbIX HacToAwmMm ®PegepanbHbIM 3aKOHOM B
OTHOLUEHUW FpaxKgaHCKUX nunL;

4) cOTPYOHMKOB NPaBOOXPaHUTENbHBIX OPraHoB;

5) nuu, oTOblBalOWMX Haka3aHWe B MecTax MuLeHMs cBoOOoAbl, a Takke UL, HaxoOsALMXCA Mo
CTpaxeu B CNeACTBEHHbIX N30NSATOPaX.

7. [onyckaeTcs npoBedeHMe KIMHUYECKOTO WCCIedoBaHUSA JekapCTBEHHOro Mpenapata Ans
MEONLIMHCKOrO NMPUMEHEHWS, NpefHa3HaYeHHOro Ansi NeYeHust Ncuxumdeckux 3aboneBaHwui, C yd4acTuem B
KayecTBe MaUUEHTOB MWL, C MCUMXMYECKUMU 3a00neBaHNsIMK, NPU3HAHHBLIX HEAeecrnocoOHbIMK B NoOpsiake,
YCT@HOBIIEHHOM  3aKkoHogatenbcTtBoM  Poccuinickon — ®Pepepauun.  KnumHudeckoe — mccrnegoBaHve
NeKkapCcTBEHHOIo npenapaTta B 3TOM Cryyae MpPOBOAMTCHA MNPV HanuyMM corfacusi B NMUCbMEHHOW chopme
3aKOHHbIX NMpeAcTaBuUTeNen ykasaHHbIX AL,

Cratbs 44. Obsa3aTenbHoe CTpaxoBaHWE XU3HW, 300POBbS MauueHTa, y4acTBYIOLEro B KIMHUYECKOM
nccrnegoBaHumM NekapCcTBEHHOro npenapaTa Ans MeguumMHCKOro NpUMeEHeHns

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

1. OpraHmsau,vm, nonyymsBliaa paspeweHne Ha opraHunsadumio nposeaeHna - KInMHUYeCcKoro
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nccnegoBaHMs NEeKapCTBEHHOro npenapaTta And MeauUMHCKOrO MNpuMeHeHus, obd3aHa B KayecTse
CTpaxoBaTens CTpaxoBaTb PUCK MPUYMHEHWUS BPeAa XU3HW, 300POBbI0 NauMeHTa B pesynbrate npoBeaeHns
KMMHMYECKOro MCCNefoBaHNs NMeKapCTBEHHOro npenapaTta And MeaMUMHCKOrO NMPUMEHEHWs 3a CBOW cyeT
nyTeM 3aKnoYeHns JoroBopa 0653aTenbHOr0 CTpaxoBaHUs.

2. O6beKkTOM 06A3aTeNbHOIO CTPaxoBaHWNS ABMNSETCH MMYLLECTBEHHbIN UHTEPEC NauneHTa, CBA3aHHbIN
C MPUYMHEHMEM Bpeda €ro XW3HU UNn 340pPOBbI0 B pe3yrnbrate NPOBEAEeHUS KIMHUYECKOro UCCrneqoBaHus
nekapcTBEHHOro npenapara ans MeamuuHCKOro NpUMeHeHus.

3. CTpaxoBbIM crny4yaem Mo JOroBopy o6s3aTenbHOro CTpaxoBaHUs SBMASETCS CMepTb MauueHTa unm
yXyZ[leHne ero 300poBbsi, B TOM YKCIe Briekyllee 3a COOOM yCTaHOBMEHNE WHBANWAHOCTU, NPW HanMynm
NMPUYNHHO-CIEACTBEHHON CBA3M MEXAY HACTYNNeHneM 3Toro coobITMA U yHacTeM nauneHTa B KNMHUYECKOM
nccnegoBaHMK NekapcTBEHHOro npenapara.

4. TpeboBaHnss O BO3MelUeHWM Bpeaa, MPUYMHEHHOTO JKM3HW WM 300pPOBbH  MaUMEHTa,
NpeabsBAAOTCA B TEYEHNE CPOKOB UCKOBOW AaBHOCTW, YCTAaHOBMIEHHBIX MPaXKAaHCKMM 3aKOHOAATeNbCTBOM.

5. Pasmep cTpaxoBoW Bbinnatbl N0 4OroBOPY 0693aTeNbHOr0 CTPaxoBaHUS COCTaBNsAET:

1) B crnyyae cMepTM naumeHTa ABa MWNMOHa pybrem Ha Kagoro naumeHTa, y4acTBOBAaBLUErO B
KMMHWYECKOM MCCrneaoBaHuy ekapcTBEHHOro npenapara;

2) npv yxygweHum 300poBbs NauueHTa:

a) nosrnekwem 3a cobOM yCTaHOBMEHWe WHBanuAHoOCTW | rpynnbl, OOWH MWAMMOH MNATBCOT ThiCAY
pybnen Ha kakgoro naumeHTa, y4acTBOBaBLLErO B KNMHUYECKOM UCCreoBaHMM NekapCTBEHHOro npenaparTa;

©) nosnekwem 3a cobon ycTtaHoBNEeHNe MHBanuaHocTu Il rpynnel, oguH MUNNWOH pyBnemn Ha Kaxagoro
naumeHTa, y4acTBOBaBLLEIO B KNMMHUYECKOM MCCregoBaHWUmM NiekapCTBEHHOro npenapaTa;

B) noenekiwem 3a cobon ycraHoBneHne nHBanuaHoctu Il rpynnel, NATBCOT ThiCAY pybnen Ha Kaxgoro
nauneHTa, y4acTBOBaBLLErO B KNMMHUYECKOM MCCrefoBaHUM NekapCTBEHHOIo nNpenapaTa;

r) He noenekwem 3a coboW yCTaHOBMEHUS WHBANMAHOCTM, He Boree Yyem TpucTa ThicAY pybnen Ha
Kaxkgoro naumeHTa, y4acTBOBaBLLENO B KNMHUYECKOM UCCNeaoBaHMM NiekapCTBEHHOIO npenapara, Ucxoas 13
HOPMaTUBOB, OTPaXalLUX XapakTep U CTeneHb NOBPEXAEeHNs 300POBbs, a Takke pakTUYeCKN NOHECEHHbIX
NMauneHTOM pPacxofoB, BbI3BaHHbIX MOBPEXAEHWEM 300POBbS, HA MEAMLUMHCKYI0 MOMOLb, MpuobpeTeHune
riekapCTBEHHbIX Npenaparos.

(nn. "r" B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

6. Ytpatun cuny ¢ 1 uons 2015 roga. - PegepansHbi 3akoH oT 22.12.2014 N 429-03.

7. Cpok pgoroBopa obs3aTenbHOro CTpaxoBaHus He MoOXeT OblTb MeHee, YeM CpOoK MpoBeAeHWUs
KMMHUYECKOro UccrenoBaHns fiekapCTBEHHOro npenaparTa.

8. Ycnosusi poroBopa o06si3aTenbHOro CTpaxoBaHUsi, B TOM 4ucrie CTpaxoBble Tapudbl Mo
06s3aTenbHOMY CTpaxoBaHWIO, MepeveHb HeobXoAuMbIX [OKYMEHTOB [Ans OCYLLECTBMEHWS CTPaxoBOW
BbIMyaThl, NOPSAOK YCTAHOBMEHWS CTpaxoBaTeneM MHANBUAYanbHOro NAeHTUMMKALMOHHOIO Koda NaumneHTa,
NopsiAoOK MHPOPMMPOBaHNS CTpaxoBaTeniemM CTPaxoBLUMKa O NPUBMEYEHHbIX K KMMHUYECKOMY UCCNeAoBaHMIo
rniekapCTBEHHOro mnpenapaTta AN MEeAMUMHCKOro NPUMMEHEeHWs nauueHTax, MopsdoK ynnaTbl CTPaxoBOW
npemMumy, MOpsAOK peanusauMn onpefeneHHblX HactoawwmMm  PegepanbHbIM - 3aKOHOM W APYTMMM
denepanbHbIMU 3aKOHaMK MpaB M 06s13aHHOCTEN CTOPOH MO OOroBopy o0b6si3aTenbHOro CTpaxoBaHWs, a
TaKKe HOpMaTMBbI, OTpaXawluMe XapakTep W CTeneHb MOBPEXAEHUS 300POBbS, YCTaHaBMNMBalOTCA
TUMNOBLIMY NpaBunammn 06a3aTensLHOro CTPaxoBaHUS.

(B pea. PenepansHoOro 3akoHa ot 22.12.2014 N 429-$3)

9. B cnyyae npuumMHeHus Bpeda >XU3HM NauMeHTa, y4acTBOBABLUEro B KIMHUYECKOM MCCNeaoBaHun
nekapcTBEHHOro npenapata, BolrogonpuobpetaTensMmu nNo OroBopy 06A3aTenbHOro CTpaxoBaHUs ABASOTCS
rpaxgaHe, umelowne nNpaBo Ha BO3MeLleHVMe Bpeda B Clydyae CMepTu KopMurbua B COOTBETCTBUM C
rpaXxgaHCKMM 3aKOHOAATENbCTBOM, MPU OTCYTCTBUMM TaKMX rpakgaH - pOAUTEnu, Cynpyr, AeTU YMEepLUEero
nauueHTa, y4acTBOBaBLLEro B KIMHWYECKOM MCCMeaoBaHUM fekapCTBEHHOro npenapara, B Cryyae cMepTu
nauueHTa, y4acTBOBaBLUErO B KIMHUYECKOM MCCredoBaHWM NeKapCTBEHHOro npenaparta M He MMEBLLEro
CaMOCTOSATENbHOMO AOX0AA, - rPaxadaHe, Ha MXXAMBEHMM KOTOPbIX OH HAxXoaWmcs, B OTHOLLEHUM BO3MELLEHUS
pacxodoB Ha norpebeHne nauueHTa, y4acTBOBAaBLUErO B KIMHWUYECKOM WCCMeOoBaHUW NekapCTBEHHOro
npenapara, - Lo, NOHecLlee TakMe pacxodbl.

10. CrtpaxoBas BbiMnata B CYeT BO3MELUEeHVUs Bpeda, MPUYMHEHHOrO J>KU3HW  NauueHTa,
y4acTBOBaBLUErO B KIMHUYECKOM WUCCregoBaHWM NeKapCTBEHHOro npenapara, pacnpeenserca mexay
BblrogonpuobpeTtarensMm NponopLUMOHanbHO UX KONMYECTBY B PaBHbIX JONSIX.

11. Mpwn HacTynneHun CTpaxoBOro cryyas nauueHT, y4acTBOBAaBLUMN B KIMHUYECKOM MCCredoBaHum
nekapcTBEHHOro npenapara, BbirogonpuobpeTtartens BnNpase MNpeabsABUTb HEMOCPEACTBEHHO CTPAXOBLLMKY
TpeboBaHMe 0 BO3MeELLEeHUN Npu4nHeHHoro Bpeaa. CTpaxoBas Bbinnara OCYLLUECTBNSETCA CTPaxXOBLLMKOM B
TeyeHWe TpuauaTv OHen COo AHSA npeacTaBneHus HeobXoauMbIX AOKYMEHTOB. [MauueHT, yyacTBOBaBLLUA B
KMMHMYECKOM WUCCNefoBaHWMM NEeKapCTBEHHOro npenapaTa, unu Bbirogonpuobpertatens obs3aH coobwmTb

541374


http://paracels55.ru/

06 ob6palleHun nekapcTBeHHbIX cpeacTB — PeaepanbHbiv 3akoH PO ot 12.04.2010 N 61-$3 — [elicTBytoLlas NocneaHss pegakums ot
03.07.2016 — Havano gevicteusa pegakumsa 01.01.2017

CTPaxoBLUMKY [Afs OCYLECTBMEeHNS CTPaxOBOW BbIMnaTbl WHAMBMAYANbHbIN MAEHTUMUKALMOHHBIN KOA
nauueHTa, YCTaHOBSIEHHbIN CTpaxoBaTenieM B COOTBETCTBUM C TUMOBLIMW MpaBunamMm 06a3aTensLHOro
CTpaxoBaHus.

12. [Jo nonHoro onpefeneHus pasmepa noanexaliero BO3MELLEHWI0 Bpeda CTPaxoBLUMK MO
3asBMeHNI0 NauMeHTa, y4acTBOBaBLUEro B KIIMHWYECKOM MCCNEeAOoBaHUM NEKapCTBEHHOro npenaparta, wunm
3asBneHno BbirogonpuobpeTaTens BnpaBe OCYLIECTBUTb YacTb CTPAxXOBOW BbINfaTbl, COOTBETCTBYHOLLYIO
hakTU4eckun onpeaeneHHon YacTn NpUYMHEHHOTO Bpeaa.

13. CTpaxoBas BbinnaTa B COOTBETCTBMU C JOTOBOPOM 06A3aTeNbHOro CTpaxoBaHUs OCYLLECTBASETCS
HEe3aBMCMMO OT BbIMNNart, NpuYMTaloLWNXCA Mo APYrMM BUAaM CTpaxoBaHUS.

14. He ponyckaeTcs y4acTve nauueHTa B NPOBEAEHUN KIMHUYECKOrO UCCrefoBaHNs NekapCcTBEHHOIO
npenapata npu oTCyTCTBMM JOroBopa obs3aTenbHOro CTpaxoBaHus.

15. KoHTpomb 3a MWCNOMHEHWeM opraHusaumen, nosnyYMBLUEN paspelleHne Ha OopraHusaumio
NpoBedeHNs KNMHUYECKOro WMCCNefoBaHMs NeKapCTBEHHOro npenapaTta Ans MeaMUMHCKOrO MpUMEHEHMs,
YCTaHOBIEHHOW HAcCTOsILeN cTaTbel 0643aHHOCTM MO 00S3aTenbHOMY CTPaxXOBaHWIO XW3HW, 300POBbS
nauueHTa, yyacTByloLEero (y4acTBOBaBLUErO) B KIMHWYECKOM WCCNEAOBaHMM fleKapCTBEHHOro npenapara,
OCYLLECTBISAETCH  YMOMMHOMOYEHHbIM  hefepanbHbiM  OpraHoM  UCMOSIHUTENbHOM  BNacT, BblAABLUNM
paspeLlleHre Ha npoBedeHne KIMHUYECKNX UCCNedoBaHUi nekapcTBEHHbIX npenapaToB ANS MeauLUHCKOro
NPUMEHEHMS.

MnaBa 8. NMpon3sBoacTBO U MapKUPOBKa NeKapCTBEHHbLIX CPeacTB

CraTtbsa 45. [Mpon3BoACTBO NekapCTBEHHbLIX CPEACTB

1. Tpou3BOACTBO fEKAPCTBEHHbIX CPEeACTB [AOMMKHO COOTBETCTBOBATb TpeboBaHMAM npaBuI
Haanexallen Mpou3BOACTBEHHOW MNPAKTUKK, YTBEPXKAEHHBLIM YMOIHOMOYEHHbIM beaepanbHbiM OpraHoM
ncnonHutensHonm Bnactu. OcobeHHOCT nepexoda NPOM3BOACTBA OTAENbHbIX JIEKAPCTBEHHbIX CPEACTB K WX
NMPOu3BOACTBY B COOTBETCTBUM C TpebOBaHMAMMW MpaBuil Hagnexawlen MpOn3BOACTBEHHOW MPaKTUKK
ycTaHasnueatotca [MpaButensctBoM Poccuiickon ®depepaumn. Bblgada 3aknoyeHMn O COOTBETCTBUM
Npou3BOANTENS NTIEKAaPCTBEHHbBIX CPeACTB TpeboBaHNAM NpaBuil Haanexallen Npon3BoACTBEHHON MPaKTUKK
OCYLLECTBIISIETCA MO pesynbrataM MHCNEKTUPOBAHUSA NPOU3BOAMTENEN NEKapCTBEHHbIX CPeacTB B MOPSAKe,
yctaHoBneHHoMm [paButensctBom Poccuiickon ®Pegepaumun. Pasmep nnaTtbl 3a Bblgady 3akmiyeHUs O
COOTBETCTBUM  MPOU3BOAMTENST  NEKAPCTBEHHbIX  CPeAcTB  TpeboBaHWsIM  MpaBun  Hagnexaiien
NPOu3BOACTBEHHON MpakTukn yctaHaBnuBaetcs [lpaButensctBoMm Poccunckon ®egepauun. [Nopsgok
opraHMsaumm 1 NpoBeAeHUs1 MHCNEKTUPOBaHUSA NPOU3BOAMTENEN NeKapCTBEHHbIX CPEeACTB Ha COOTBETCTBME
TpeboBaHMAM NpaBun Hagnexalwen NPOU3BOACTBEHHOW NPaKTUKM YycTaHaBnueaeTcs [1paBUTENbCTBOM
Poccunckon denepaumu.

(B peq. PepepanbHbIX 3akoHOB 0T 25.06.2012 N 93-@3, o1 22.10.2014 N 313-93, o1 22.12.2014 N 429-93)

2. Tlpou3BoacTBO nekapcTBeHHbIX cpeactB B Poccuitckon  Pepepaumm  ocylectBnsaeTcs
NPOU3BOANTENSIMUA NEKAPCTBEHHbIX CPEACTB, UMEKLUMU JIMLEH3NK0 Ha MNPOM3BOACTBO J1EKAPCTBEHHbIX
cpencTs. [NoaTBepxaeHNe COOTBETCTBUS NWLIEH3MaTa npaBuiam Hagnexallen Npon3BOACTBEHHOW MPaKTUKK
OCYLLECTBIISIETCA B paMKkaxX JIMLEH3NOHHOIO KOHTPOMNS B COOTBETCTBMU C 3aKoHOZATENbCTBOM Poccuiickon
depnepaunm ¢ y4eToM 0COBEHHOCTEN, yKa3aHHbIX B YacTu 1 HacTosILLEN CTaTbMm.

(B pea. PenepanbHbix 3akoHoB 0T 22.10.2014 N 313-93, o1 22.12.2014 N 429-03)

3. [lpou3BOACTBO fEKApPCTBEHHbIX CPEeACTB OCYLUEeCTBnsieTcs C  cobnogeHvem  TpebosaHum
NPOMBILLIIEHHOrO perfnaMeHTa, KOTOPbIN YTBEPXKOAeTCA PYKOBOAMTENEM Mpou3BOaUTENst NeKapCTBEHHbIX
CPeLCTB 1 BKIOYaEeT B cebs nepeyeHb NCNonb3yembix hapMaLeBTUYECKNX CyBCTaHLMA U BCNOMOraTesibHbIX
BELLECTB C yKka3aHWeM KONMMYecTBa KaXdoro 13 Hux, AaHHble 06 ncrnonb3yemom ob6opyaoBaHUW, onvcaHue
TEXHONOMMYeCcKoro npoLecca n MeTogoB KOHTPONS Ha BCeX dTanax NpoM3BOACTBA fleKapCTBEHHbIX CPEeACTB.

4. Tlpy NpPOV3BOACTBE JIEKAPCTBEHHBLIX CPEeACTB WCMONb3ylTcs apmaueBTMYeckue cyobcTaHumm,
BKITHOYEHHbIE B FOCYLAPCTBEHHbIA PEECTP JIEKAapCTBEHHbIX CPEACTB, 3a UCKIOYEHMEM (hapMaueBTUYECKMX
cybcTaHuMiA, NPOM3BOAUMbBIX AN MPOBEAEHMS KIMMHUYECKUX uccredoBaHun u onsa akcnopta. K npoueccy
npou3BofcTBa hapmaueBTUYECKON CyOCTaHUUKM OTHOCATCA Mobble cTagum TEXHONOMMYECKOro npoLecca,
MO3BONSAOLWME MOSYYNTb FOTOBLIM MPOAYKT, COOTBETCTBYOLLMIA TpeboBaHMAM hapMakonemnHon ctaTtbu, B TOM
yncne epmeHTaumsi, IKCTPaKUMs, O4YWUCTKa, BblAENeHWe, nepekpucTannm3auns, BbiCyLUMBaHMWE,
n3menbveHme.

(B pea. PenepansHoro 3akoHa ot 22.12.2014 N 429-$3)

4.1. MNepeyeHb nekapCcTBEHHbIX NpenapaToB ANs MEAWULMHCKOrO NPUMEHEHUS!, B OTHOLLIEHUN KOTOPbIX
yCTaHaBnuearTca TpeboBaHuWs K obbeMy Tapbl, YNakOBKE WM KOMMIEKTHOCTU, NepeyveHb NeKapCTBEHHbIX
npenapaToB AONs BETEPMHAPHOIO MPUMMEHEHMWS, B OTHOLLUEHWM KOTOPLIX YyCTaHaBnMBakTcs TpeboBaHusa K
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obbemMy Tapbl, a Takke TpeboBaHMA K 0ObeMy Tapbl, YNakoBKE W KOMMIEKTHOCTM J1EKapCTBEHHbIX
npenapaToB 4S9 MEAWLIMHCKOIo NpMMEHeHUs, TpeboBaHus K 06beMy Tapbl NIEKAapCTBEHHBIX NpenapaToB Ans
BETEPUHAPHOrO MPUMEHEHMS OMpedensoTcs COOTBETCTBYHIOLMMY  YNONTHOMOYEHHBIMU  ddedeparibHbIMU
opraHamu UCMNOJHUTENBHOWM BNacTu B Nopsiake, ycraHoBneHHoM [paButensctBom Poccuickon degepaumm.
(vacTtb 4.1 B peq. PenepanbHoro 3akoHa ot 14.12.2015 N 374-93)

4.2. OpraHunsaumu, OCYLLECTBNAOLWME NPOU3BOACTBO apMaLEeBTUYECKON CyOoCTaHuuM cnupTta
3TWUMOBOrO (3TaHora) Ans NPOU3BOACTBA CNMPTOCOAEpXKaLLMX JleKapCTBEHHbIX nNpenapaTtoB, 006si3aHbl
OCYLLEeCTBATL YYET U AeKnapupoBaHue B Nopsake, yCTaHOBNEHHOM cTaTbsiMu 8 n 14 ®eaepanbHOro 3akoHa
oT 22 Hosabpa 1995 roma N 171-®3 "O rocygapCTBEHHOM perynvpoBaHvMM nNpomsBoacTBa M obopoTta
3TUIOBOrO CNMpTa, asnkorofbHOW M cnMpTocoZepXallen npoaykumm m ob orpaHudyeHur noTpebneHus
(pacnuTus) ankoronsHOW NpoayKLMKn".

(yactb 4.2 BBegeHa PepgepanbHbiv 3akoHoM oT 03.07.2016 N 261-03)

5. 3anpelaeTca npon3BOACTBO:

1) NekapCTBEHHbIX CPEACTB, HE BKIMIOYEHHbIX B FOCYAAPCTBEHHbIN peecTp NekapCTBEHHbIX CPeacTB, 3a
WCKIMIOYEHNEM JTEKapCTBEHHbIX CPEeACTB, NMPOM3BOAUMbBIX OJ1 NMPOBEAEHUS] KITMHUYECKUX UCCregoBaHui 1
ONS 9KCnopTa;

2) hanbCMULMPOBaHHbIX NTEKapPCTBEHHbIX CPEACTB;

3) nekapcTBEHHbIX cpeacTs 6e3 NMueH3nn Ha NPON3BOACTBO NIEKAPCTBEHHbIX CPEACTB;

4) nekapCTBEHHbLIX CPEACTB C HapyLUeHNEM NpaBui opraHM3auumn NPon3BoaCTBa U KOHTPONS KadecTBa
NeKapCTBEHHbIX CPecTB.

6. [pu BBOOE neKapCTBEHHbIX CPEACTB B rpaxgaHckui o6OpOT  yNOMHOMOYEHHOE NUUO
Npon3BOANTENS NEKapPCTBEHHbLIX CPeACTB OCYLUECTBMASET NOATBEPXAEHME COOTBETCTBUSA NEeKapCTBEHHbIX
cpencTB TpeboBaHMAM, YCTAHOBIIEHHLIM MPU WX FOCYSAPCTBEHHOW perncrpauum, U rapaHTupyet, 4To
NeKapcTBEHHblE CPeACcTBa MNPOM3BEOEHbI B COOTBETCTBUM C TpeboBaHMAMW MpaBuIl  Hagnexallen
NPOU3BOACTBEHHON NPaKTUKM.

(B peq. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-93)

7. YNONMHOMOYEHHBIM NULOM MNPOU3BOAUNTENST TEKAPCTBEHHbIX CPEACTB SBMSETCA ero paboTHMK,
aTTeCTOBaHHbI B YCTAHOBIEHHOM YMONMHOMOYEHHbIM (hefgepanbHbiM OpPraHoM WCMONHUTENBHOW BRacTu
nopsigke M MMeKLWUn cTax paboTbl HE MeHee YeM MATb NeT B obnactv npomsBoacTBa U (MnM) KOHTPONs
KayecTBa NeKkapCTBEHHbIX CPEACTB, Bbicllee 0bpa3oBaHMe COOTBETCTBEHHO MO OAHOW M3 cneuuansHOCTen 1
(vnnM) ogHOMY W3 HampaBneHUW noAroToBKW: ©Buonorus, BUOTEXHONOMMS, BETEepUHapUs, KMHUYeckas
MeOuuuHa, paguauuoHHasl, xuMmudeckass u  buonormdeckasa 3awumTta, dapmauus, dyHOameHTanbHas
MeauLunHa, XMMUYecKasa TEXHOMOMNS, XUMUS.

(vacTb 7 B peq. ®enepanbHoro 3akoHa ot 22.10.2014 N 313-93)

8. MpounssognTenu nekapCcTBEHHbIX CPEACTB MOTMYT OCYLLECTBMATL NPOAAXY JIEKapPCTBEHHbIX CPEACTB
Unu nepegasaTb UX B YCTAHOBIIEHHOM 3akoHoAaTenbcTBomM Poccuiickon ®epepaumm nopsgke:

1) ApyrMM NpPOV3BOAUTENSAM NIEKAPCTBEHHbBIX CPEeACTB AN NPOM3BOACTBA JIEKAPCTBEHHbBIX CPEACTB;

2) opraHusauuvsim onTOBOW TOProBNv NeKapCTBEHHbIMWN CPEACTBaMY;

3) anTeyHblM oOpraHuM3auusM, BETEPUMHAPHbIM  anTeYHbIM  OpraHM3auusaM, WHAMBWUAYanbHbIM
npeanpuHumaTtensM, UMeWnM FMUUEH3NI0 Ha apmaueBTUYECKYlD OEeSATEeNbHOCTb WM MWLUEH3UI0 Ha
MEOULMHCKYHO AeATENbHOCTb;

4) Hay4HO-MCcCneaoBaTenbCkMM opraHmM3aumam Ans HaydHO-uccnegoBaTenbckon paboThi;

5) MeQUUNHCKMM OpraHu3aunsam u BeTEpMHAPHbIM OpraHu3aunsam;

6) opraHusaumsam, oCyLLEeCTBAAIOLINM pa3BeaeHune, BblpallMBaHNe 1 coaepKaHUe XXUBOTHbIX.

Cratbs 46. MapkupoBKka nekapCTBeHHbIX CPeacTB

1. JlekapcTBeHHble npenapaTtbl, 3a MWCKIIOYEHWEM JIEKAPCTBEHHbIX MpenapaToB, M3roTOBIIEHHbIX
anTeYyHbIMM  OpraHM3auusiMM,  BETEPVMHAPHbIMU  aNTEYHbIMM  OpraHM3auuMsiMK,  MHOUBMAYAIbHLIMU
npeanpvHumaTtensiMm, UMeLLUMN NINLEH3NIO Ha (bapMaueBTUYECKYD OeATENbHOCTb, JOJMKHbI NOCTynaTh B
obpalleHne, ecnu:

1) Ha nX NepBUYHON yNakoBKe (3a UCKITKYEHNEM MEPBUYHON YMAaKOBKW NIEKapCTBEHHbLIX PACTUTENbHbIX
npenapaToB) XOPOLUO YMTaeMbiM LIPUAPTOM Ha PYCCKOM S3blke YyKasdaHbl HauMeHOBaHMe IeKapCTBEHHOro
npenapata (MexgyHapogHoe HenaTeHTOBaHHOEe, WY FPynnMPOBOYHOE, UMM XMMUYECcKoe, WNn TOproBoe
HavMeHoBaHVe), HoMep cepuy, gaTta Bbinycka (Ans MMMYHOBMONOrMYeCcKMX NekapcTBEHHbIX npenapaTos),
CPOK rogHOCTW, A03NPOBKa UIU KOHLUEHTpaums, 06beM, akTUBHOCTb B eAMHULAX AENCTBUS UMW KONUYECTBO
Aos;

(B peq. PepepanbHbIX 3akoHOB OT 11.10.2010 N 271-d3, o1 22.12.2014 N 429-03)
2) Ha UX BTOPUYHOW (MOTPEOUTENBCKOW) YNakoBKE XOPOLUO YMTaeMbiM LUPUEGTOM Ha PYyCCKOM A3blke
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yKa3aHbl HaMMEHOBaHWE JIeKapCTBEHHOro npenapata (MeXxayHapogHOe HenaTeHTOBaHHOEe,  MIu
rPynnMpOBOYHOE, WIIM  XMMWYECKOe W TOpProBOE€ HaMMEHOBaHWS), HaMMEHOBaHWE MNpoU3BOAUTENS
NeKapCTBEHHOIO Mnpenapara, HOMep cepuu, AaTta BbiMycka (AN UMMYHOBMOMOMMYECKNX feKapCTBEHHbIX
npenapaToB), HOMEP PErMcTPaLMOHHOrO YAOCTOBEPEHUS, CPOK rOAHOCTU, Cnocob NMpuMMeHeHusl, O3MpOoBKa
WM KOHLEHTpaums, obbeM, aKTUBHOCTb B eAuHUUAX OeNcTBuA nmbo KONMMYECTBO 03 B YMNaKOBKE,
nekapcTBeHHas oopma, YCrnoBus OTrnycka, yCrioBUSA XpaHeHus, NpeaynpeanTenbHble Haanmcu.

(B pea. PenepanbHbix 3akoHoB oT 11.10.2010 N 271-d3, o1 22.12.2014 N 429-93)

2. ®apmaueBTMyeckue cybcTaHuMM [OOMKHbI MOCTynaTb B obpalleHwe, ecrnv Ha WX MNepBUYHOMN
YyNaKkoBKE XOPOLUO YMTaeMblM LUPUGTOM Ha PYCCKOM A3blke yKa3aHbl HauMeHoBaHue dapMaLeBTUYECKOWN
cybcTaHumMn (MexagyHapogHOe HenaTeHTOBaHHOE, UMW TPYNNMPOBOYHOE, WM XMMUYECKOE W TOProBoe
HavMeHOBaHWs1), HAMMEHOBAHNE Npou3BoauTENst bapmaueBTUYECKON CybCTaHUuKM, HOMEpP cepuu M paTta
N3roTOBMNEHUS, KONMMYECTBO B YMNaKOBKE WM €OMHMWLbI M3MEPEHMST KONMMYECTBa, CPOK FOQHOCTM M YCIOBMS
XpaHeHus.

(B peq. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. JlekapcTBeHHbIE CpecTBa B Ka4yeCTBE CbIBOPOTOK AOIMKHbI MOCTyNaTb B OOpalleHne C yka3aHuem
XXMBOTHOIO, 13 KPOBW, MIa3mbl KPOBWU, OPraHOB M TKaHEWN KOTOPOrO OHW MOMyYeHbI.

4. Ha BTOpU4YHYIO (MOTPEOUTENBCKYI) YNaKoBKY JEKAPCTBEHHbIX CPEACTB, MOMyYEHHbIX M3 KPOBM,
nnasmbl KPOBW, OPraHoOB M TKaAHEW YerioBeka, OOIPKHA HaHOCUTbCA Hagnuck: "AHTuTena k BUY-1, BUY-2, k
Bupycy renatuta C 1 NOBEpPXHOCTHBIN aHTUreH BMpYyca renatuTta B otcytcTeytoT".

5. Ha nepBu4YHYy0 yNnakoBKY U BTOPUYHYK (MOTPEOUTENbLCKYHD) YNakoBKY pagvodapMaueBTUYeCKUX
NeKapCTBEHHbIX CPeacTB AOMKEH HAHOCUTLCS 3HaK paguauuoHHOW ONacHOCTMU.

6. Ha BTOpuYHyto (NOTPeOUTENbLCKYIO) YNaKOBKY FOMEONaTUYECKUX NeKapCTBEHHbIX MpenapaToB
JOJMKHa HaHocUTbCcA Haanuck: "omeonaTuyeckuin”.

7. Ha BTOpuM4Hy0 (NOTPEOMTENLCKYIO) YNAKOBKY JIEKAPCTBEHHbIX PaCTUTENbHBIX MpenapaTtoB AOMKHa
HaHocUTbCA Hagnucee: "MpoayKuns npoLuna pagnaunoHHbIA KOHTPONb".

8. Ha nepBuyHylo ynakoBKy (ecnv Ofisi 3TOrO CyLLEeCTBYET TEXHMYECKasi BO3MOXHOCTb) Y BTOPUYHYIO
(moTpebuTenbckylo) ynakoBKy FNEKapCTBEHHbIX MpenapaToB, MpedHa3HayeHHbIX AN KITMHUYECKMX
nccnengoBaHun, OMKHA HAHOCUTBCA HaanNueb: "0nsa KNMHUYECKMX nccnegoBaHnin®,

(B pea. PenepansHoro 3akoHa ot 22.12.2014 N 429-$3)

9. YnakoBka fEKapCTBEHHbIX CPeacTB, MpPeAHa3HAYeHHbIX WCKMIOYMTENBbHO Ans  3KCMopTa,
MapKUpyeTcs B COOTBETCTBUUN C TpebOBaHUAMK CTpaHbI-umnopTepa.

10. Ha TpaHCnopTHyt0 Tapy, KoTopasi He npeaHa3HayeHa Ansa notpebutenen u B KOTOPYO NOMELLEHO
neKkapCTBEHHOE CpPeAcTBO, OOIMKHA HaHOCUTbLCA WMH(pOpMauusi O HaMEHOBaHWWU, Cepuu NeKapCTBEHHOrO
cpefcTBa, AaTte BblMycka, KONMMYECTBE BTOPUYHBIX (MOTPEOUTENBCKUX) YNAKOBOK JIEKapCTBEHHOIO CPEACTBA,
npousBoanTeNe NeKapCTBEHHOIO CpeacTBa C  yKasaHMEM HAUMEHOBaHMS U MECTOHaxXOXOEeHWs
Npou3BoaNTENST NEKAapCTBEHHOIO cpefcTBa (agpec, B TOM 4uicne cTpaHa v (Mnv) MecTo Mpou3BoACTBa
NEeKapCTBEHHOIO CpeacTBa), a TakkKe O CPOKe FOOQHOCTWM JeKapCTBEHHOro cpedctBa M 06 ycrnoBusIX €ro
XpaHeH1s 1 NepeBo3ku, Heobxoaumble NpeaynpeanTenbHbIe HAAMUCU U MaHUNYNSTOPHbIE 3HAKK.

11. Ha nepBrYHyI0 ynakoBKy M BTOPUYHYIO (MOTPEOUTENBCKYHO) YNaKoBKY NeKapCTBEHHbIX CPeacTB Ans
BETEPMHAPHOIo NPUMEHEHNS O0SMKHA HaHOCUTBLCA Hagnueb: "Ona BeTepuHapHOro npumMeHeHus".

12. Ha BTOpUYHYO (MOTPeOUTENBCKY) YNakoBKY NEKApPCTBEHHOMO npenapara HaHOCUTCS LUTPUXOBOW
Koa.

MaBa 9. BBo3 nekapctTBeHHbIX cpeacTtB B Poccumckyro deagepauumio n BbiBO3
nekapcTBeHHbIX cpeacTB n3 Poccunckoun ®enepauumn

(B pea. PepgepanbHoro 3akoHa o1 06.12.2011 N 409-03)

Cratbss 47. [lopsinok BBO3a JNEKapCTBEHHbIX cpeactB B Poccuiickyto depgepaumio U BbiBO3a
neKkapcTBeHHbIX cpeacTs n3 Poccuiickon ®epepauum
(B peq. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. BBO3 nekapcTBeHHbIX cpeactB B Poccuiickyto ®depepauumio  ocyllecTBnseTca B nopsake,
ycraHoBneHHom [lpaButensctBom Poccuiickon depepauuun, B  COOTBETCTBMM C  TaMOXEHHbIM
3aKoHoOaTenbCcTBOM TaMOXeHHOro cotwsa B pamkax EBpA33C (ganee - TaMOXeHHbIM coto3) U (Mnu)
3akoHogaTtenbCcTBOM Poccurickon ®enepaumm 0 TaMoXXeHHOM dene.

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

2. BBo3umble B Poccuinckyto Pegepaunio NekapcTBEHHblE CpeacTBa AOIMKHbI OblTb BKIOYEHbI B

roCydapCTBEHHbIN peecTp NIEKapCTBEHHbLIX CPEeACTB.
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(B peq. ®PenepansHoro 3akoHa ot 06.12.2011 N 409-93)

3. HonyckaeTtcs BBO3 B Poccuickyto ®egepaumio KOHKPETHOM NapTUM 3aperMcTpuMpoBaHHbIX U (UNn)
He3apermcTpMpoOBaHHbIX fEeKApCTBEHHbIX CPEeACTB, MNpPeAHAa3HaYeHHbIX ANs MNPOBEAEHUS]  KITMHUYECKMX
nuccregoBaHvMin  NeKkapcTBEHHbIX MpenapaTtoB, MPOBEAEHWUst 3KCMEePTU3bl JIEKAapCTBEHHbIX CpeacTB AN
OCYLLECTBIMEHUS TOCYAAPCTBEHHON perncTpaumm neKapCTBEHHbIX MpenapaToB WNM  Afs  OKal3aHus
MEOVLMHCKON MOMOLLUM MO XM3HEHHBbIM MOKAa3aHMAM KOHKPETHOrO MnaumMeHTa Ha OCHOBaHUM paspelueHus,
BblAaHHOMO YMNOMHOMOYEHHbIM defepanbHbiM OpraHOM WCMOMHUTENBHOW BRiacTuU Mo 3asiBNEHUsSM nuu,
yKasaHHbIX B cTaTbe 48 HacToswero ®eaepansHOro 3akoHa. PaccmoTpeHne Takoro 3asiBNeHus 1 NpuHATue
peleHns O Bbigaye paspelleHnss Ha BBO3 KOHKPETHOW MapTum 3aperMcTpupoBaHHbIX W (Unn)
He3apermcTpuUpoBaHHbIX JeKapCTBEHHbLIX CPeACTB, MpefHasHayeHHbIX ANs NpoBefeHUs  KMUHUYECKUX
nccrefoBaHWUin  NEKapCTBEHHbIX MpenapaTtoB, MNPOBEAEHUsI 3KCMEPTU3bl JIEKAPCTBEHHbIX CpeacTB  Ans
OCYLLECTBIEHNSI TOCYOapCTBEHHOW perncTpauum nekapCTBEHHbIX MpenapaToB WAM  ANS  OKal3aHus
MEONLIMHCKOM MOMOLLM MO XM3HEHHBbIM MOKa3aHWsIM KOHKPETHOro nauueHta nnbo o6 oTkase B Bblgade
YKa3aHHOTO paspeLUeHnsi NPoM3BOOATCA B CPOK, He MpeBbIWaWmMiA NaTn pabounx gHewn. MNnata 3a Belgady
YKa3aHHOTO paspeLLeHnsi He B3MaeTCsl.

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

4. B Poccuickylo degepaumio MOXHO BBO3UTb Jl€KapCTBEHHble CpeacTBa, KayeCTBO KOTOPbIX
NMOATBEPXKOEHO cepTUdrKaTtoM NPou3BOAUTENS NEKapCTBEHHbIX CPEACTB, YAOCTOBEPSIOWNM COOTBETCTBME
BBO3MMbIX JIEKapCTBEHHbIX CpeacTB TpeboBaHuAM dapMakonenHblxX ctaten nmbo B criydae X OTCYTCTBUSA
HOPMaTMBHOW JOKYMEHTALMU UK HOPMATUBHOIO JOKYMEHTA.

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

5. 3anpelaetca BBo3 B Poccuiickyto deaepaumio anbcuuLnMpoBaHHbIX NeKkapCTBEHHbIX CpeacTs,
He0OpOKa4YeCTBEHHbIX NEKAPCTBEHHbIX CPEACTB, KOHTPadaKTHbIX NTeKapCTBEHHbIX CPEACTB.

(B peqn. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

6. PanbcnduumMpoBaHHbIEe FEKApCTBEHHbIE CpeacTBa, HeJoOpOKayeCTBEHHbIE JEKApPCTBEHHbIE
cpefcTBa noanexart M3bATUIO M NOocrnedyLwemMy YHUYTOXEHMIO unu BbiBo3y u3 Poccunckon Pepepauun,
KOHTpadaKTHbIE JIEKapCTBEHHbIE CPeACTBa - U3bATUIO U MOCMEAYIOWEMY YHUMTOXKEHNIO. YHUYTOXEHNE UNn
BbIBO3 n3 Poccuinckon depepauunn danbcnnumnpoBaHHbIX nekapcTBEHHbIX cpencTs,
HeJOOpOKaYeCTBEHHbIX  JIEKAPCTBEHHbIX  CPEeAcTB, KOHTpadaKTHbIX  JIEKAPCTBEHHbIX  CPeacTB
OCYLLECTBMSAETCA 3@ CYeT Jfuua, OCYLWECTBMBLUEro MX BBO3. [lOpSAOK YHUUTOXEHUSI U3BATBIX
danbCcMUUMPOBAHHbBIX NEKApPCTBEHHbIX CPEACTB, HegobpoKayeCTBEHHbIX MEKApPCTBEHHbIX CPeacTs,
KOHTpadhaKTHbIX NeKapCTBEHHbIX CPeACTB ycTaHaBnmBaeTtcs [paButensctBoM Poccuiickon deaepaumu.

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

7. Jlnua, ocyuectenstoLime BBo3 B Poccuiickyto ®epepaumio panscnmLmMpoBaHHbIX NeKapCTBEHHbIX
cpencTB, He4oOpPOKaYECTBEHHbIX NTEKAPCTBEHHbBIX CPEACTB, KOHTPA(aKTHbIX JIEKAaPCTBEHHbLIX CPEACTB, HECYT
OTBETCTBEHHOCTb B COOTBETCTBUM C TaMOXEHHbIM 3aKOHOAATENbLCTBOM TaMOXEHHOro cow3a u (Mnm)
3akoHogaTenbcTBOM Poccurickon denepalmm 0 TaMoXXeHHOM ferne.

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

8. BbiB03 nekapcTBeHHbIX cpeacTB u3 Poccuiickon ®enepaumm ocyuiectensaeTcs 6e3 npumMeHeHus
OrPaHMYEHUN, YCTAHOBIEHHbIX TaMOXEHHbIM 3aKOHOAATENbCTBOM TaMOXEHHOro cow3a u  (Mnn)
3akoHogatensctBoM Poccuiickon ®egepauum O rocygapCTBEHHOM  pPerynupoBaHMM  BHELLHETOProBON
OEeATenbHOCTMU.

(B pea. PepepanbHbix 3akoHOB 0T 06.12.2011 N 409-93, o1 25.11.2013 N 317-93, o1 22.12.2014 N 429-03)

Cratbsa 48. KOpuanyeckne nuua, KOTOpbIM paspeLleH BBO3 feKapCTBEHHbIX cpeacTts B Poccuinckyro
depepaunio
(B peq. ®epepanbHoro 3akoHa ot 06.12.2011 N 409-d3)

JlekapcTBeHHble cpeacTBa B Poccuiickyo degepaumio MOryT BBO3UTh:
(B peq. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) npon3BoAMTENN NEKAPCTBEHHBLIX CPEACTB AN1A Lernen COOCTBEHHOro NPOM3BOACTBA JIEKAPCTBEHHbIX
CPEeACTB;

2) VHOCTpaHHble pa3paboTyMKM NEKApPCTBEHHbIX CPEACTB W WMHOCTPaHHblE MPOM3BOAMTENMU
NEeKapCTBEHHbIX CPeACTB UMM Apyrve opuanyeckue nuua rno nopyveHuto paspaboTyumka fekapCTBEHHOMO
CpeacTBa Ansi NPOBEAEHMS KIMHUYECKUX WCCNEeOOBaHUM IeKapCTBEHHOro npenapaTa, OCYLLEeCTBMeHMUs
rocygapCTBEHHOW perMcTpaLmm nekapCTBEHHOro npenapara, BKYeHus hapmMaleBTuyeckon cybectaHuum B
rocy0apCTBEHHbIA peecTp NeKapCTBEHHbIX CPeacTB, KOHTPONSA KayecTBa NEeKapCTBEHHbIX CPeACTB npu
HanUuMM paspeLleHns YnorHOMOYEHHOro dedepanbHOrO opraHa WCMOMHUTENbHOW BMRacTM Ha BBO3
KOHKPETHOW NapTuUM NeKapCTBEHHbIX CPEACTB;
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3) opraH13aLumn onToBOW TOProBMM NEKAPCTBEHHLIMU CpeaCcTBaMMU;

4) Hay4HO-MCccnegoBaTenbCcknue opraHnsaumm, obpasoBaTerbHble opraHM3aLun BbiCLLEro 0b6pasoBaHus,
Npou3BOANTENN NEKAPCTBEHHbLIX CPEACTB Ans pa3paboTku, uccrenoBaHuin, KoHTponsi 6esonacHocTw,
KayecTBa, 3(P(EKTUBHOCTM NEKAPCTBEHHbLIX CPEACTB MPU  HanNUuun paspelleHUss YrofHOMOYEHHOrO
denepanbHOro opraHa UCMONMHUTENBHOW BNACTy;

(B peq. PepepanbHoro 3akoHa ot 02.07.2013 N 185-03)

5) MeauumMHCKMe opraHn3aumm, UHble ykasaHHble B NyHkTax 1 - 4 HacTosiLwen cTaTbh opraHu3aummn s
oKasaHUs MeOUUMHCKON MOMOLUM MO >KM3HEHHBLIM MOKa3aHUSIM KOHKPETHOrO naumMeHTa npu  Hanmuymm
paspeLleHnst yNorIHOMOYEHHOro dbeaepanbHOro opraHa WCMOSIHUTENbHON BMAcTU Ha BBO3 KOHKPETHOM
napTM rekapCcTBEHHOro npenapaTa, BblAaHHOrO B YCTAHOBMIEHHOM Mopsiake B (QOpPMe 3NEKTPOHHOMO
OOKYMEHTa, NoanMCcaHHOro YCUNeHHOM KBannuUMpoBaHHOW SNEKTPOHHON NOANUCHIO.

(B peqn. ®PepepanbHoro 3akoHa ot 12.03.2014 N 33-93)

Cratbs 49. [loKymMeHTbI, MpeAcTaBnseMble B TAaMOXEHHble opraHbl Poccunckon ®depgepauum npyn BBO3e
neKapCTBEHHbIX cpeacTs B Poccuiickyto ®enepaumio
(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. lpu BBO3e nekapcTBeHHbIX cpeacTB B Poccuiickyto ®Pepgepaumio B TaMOXEHHbIE OpraHbl
Poccuiickon ®egepauun Hapsgy ¢ OOKYMEHTaMu, NpeacTaBrieHne KOTOPbIX NPeayCMOTPEHO TaMOXEHHbIM
3aKoHoOaTenbCTBOM TaMOXEHHOro cowsa W (Mnu) 3akoHogaTtenbcTBom Poccuiickon ®epepauumn o
TaMOXEHHOM Aene, NpeAcTaBnsAlTca cnegyowme JOKYMEHThb:

(B peq. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-d3)

1) ceptudpmkat npomsBOOUTENS NEKapCTBEHHONO CpPeacTBa, YOOCTOBEPSIOLWMUA  COOTBETCTBUE
BBO3MMOrO fIeKapCTBEHHOrO cpeacTBa TpeboBaHMsAM hbapmakoneriHon cTaTtbm NMBO B Cryyae ee OTCyTCTBUSA
HOpMaTMBHOW JOKYMEHTaLUUN UM HOPMaTUBHOIO JOKYMEHTA;

2) paspelueHne YNOMHOMOYEHHOro dhedepanbHOro OpraHa WCMOMHWTENbHOW BRacT Ha BBO3
KOHKPETHOW NapTuu nekapCcTBeHHOro CPeACTBa B Criyyasix, YCTaHOBIEHHbIX YacTblo 3 cTatbu 47 HACTOSALLErO
depnepanbHOro 3akoHa.

2. [JoKymeHTbl, yKasaHHble B OyHKTax 1 M 2 yactm 1 HacToswewn cTaTbu, NPeAcTaBnslTCA B
TamoXeHHble opraHbl Poccuiickon ®egepauumn npu npubbiTUM NEeKapCTBEHHbIX cpeacTB B Poccumnckyto
depnepauyuio.

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

Cratbss 50. BB03 nekapcTBeHHbIx npenapatoB B Poccuitickyio Pepepauuio gns  fMYHOrO
UCMOMb30BaHNSI U WHbIX HEKOMMEpPYEeCKUX Lenen, a Takke pAns MChnonb3oBaHMS Ha Tepputopumn
MeXAyHapoaHOro MeauLMHCKOro Knactepa
(B pen. ®PepepanbHbix 3akoHoB oT 06.12.2011 N 409-93, o1 29.06.2015 N 160-D3)

1. JlekapcTBeHHble npenapaTtbl MOryT ObiTb BBe3eHbl B Poccuiickyio Pepepauunto 6e3 ydeta
TpeboBaHMIN, NPegyCMOTPEHHbIX YacTamu 1 - 4 ctaTtbun 47, ctatbamu 48 n 49 HacToswero denepansHoOro
3aKOHa, eCnn OHW NpegHasHadeHbl Ans:

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

1) nnyHOro ncnomnb3oBaHUsa U3NYECKMMM nuuamn, npubsiBwnMK B Poccuiickyto ®epepaumto. Mpu
3TOM BBO3 B Poccuiickyio defepauuio nekapcTBEHHbIX NpenapaToB, CoaepXallmx CUMbHOAENCTBYOLnE U
(vnn) apoBUTbIE BeLLecTBa, BKIHOYEHHblIE COOTBETCTBEHHO B CMMCOK CUNbHOAEWCTBYHOLUMX BELLECTB AnNs
Lenewn yronoBHOro 3akoHoaatenscTBa Poccuiickon deagepalimm 1 B CMMCOK SIAOBUTLIX BELLECTB ANs Lenewn
YrOnoBHOro 3akoHodaTtenscTBa Poccuiickon ®depepauunun, yTBepxaeHHble [pasutensctBoM Poccuiickomn
denepaunmn, ocyLLECTBNSAETCS NPU HANMMYMM OOKYMEHTOB (3aBEPEHHBIX KOMUA JOKYMEHTOB UMW 3aBEPEHHbIX
BbIMMCOK M3 HUX), MOATBEPXOAKLWUX Ha3HadYeHne U3ndeckomy nuuy YyKasaHHbIX J1EKapCTBEHHbIX
npenapaToB (3a WCKIIOYEHNEM JIeKapCTBEHHbIX MpenapaToB, 3apermcTpupoBaHHbiX B Poccuinckon
depepaunmn n otnyckaemblx B Poccunckon Pepepaumm 6e3 peuenTta Ha NEKapCTBEHHbIM npenapar).
MooTBepxaawwmne [OOKYMEHTbl (MX 3aBEPEHHblE KOMUU WM 3aBEPEHHble BbIMUCKM W3 HUX) AOIDKHbI
coAepxaTb CBEAEHUS O HAMMEHOBAHUM N KONMYECTBE Ha3HaAYE€HHOro fiekapCTBEHHOro npenapaTta. B cnyyae,
ecnu noaTeepXaaroLmne JOKYMEHTbI (MX 3aBEPEHHbIE KOMUM UNN 3aBEPEHHbBIE BLINMUCKN U3 HUX) COCTaBIEHbI
Ha MHOCTPaHHOM $3bIKE, K HAM NpunaraeTcsi HoTapuanbHO 3aBePEHHbIN NEPEBOS Ha PYCCKUN A3bIK;

(n. 1 B pea. PegepansHoro 3akoHa ot 02.06.2016 N 163-$3)

2) ncnone3oBaHusa paboTHMKaMK AMNIIOMaTUYECKOro Kopryca nunn npeacraBuTensiMm MexayHapoaHbix
opraHM3aummn, akkpeamToBaHHbIX B Poccuninckon degepauuu;

3) neyeHns naccaxnpoB N YNIEHOB IKMMaXeW TPaHCMOPTHBLIX CPEACTB, NOe3dHbIX Opurag n Bogutenemn
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TPaHCMOPTHbIX CPEACTB, NpubbIBLLIMX B Poccunckyto degepaumio;
(B peq. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

4) ne4yeHUs Y4YaCTHMKOB MEXOYyHapOOHbIX KyIbTYPHbIX, CMOPTMBHbLIX MEPOMNPUSTUA U Y4aCTHUKOB
MeXAyHapoOHbIX aKcneanumn;

5) neyeHus1 KOHKPETHbIX XKMBOTHbLIX B 300MapKax, a Takke >XMBOTHbIX, BBO3UMbIX B Poccuickyto
degepaunto Anst y4acTusi B CNOPTMBHBIX U 3pENULLHBIX MEPONPUATUSX;

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

6) Mcnonb3oBaHWsA Ha TEPPUTOPMUN MEXOYHapOaHOro MEAMLIMHCKOrO KracTepa.
(n. 6 BBegeH PepepanbHbiM 3akoHOM oT 29.06.2015 N 160-93)

2. B cny4asx, npeayCMOTpeHHbIX YacTbio 1 HacTosiwen cTaTbu, AonyckaeTcs BBO3 B Poccuickyio
denepaunto nekapcTBEHHbLIX NpenapaToB, He 3aperncTpMpoBaHHbIX B Poccuickon Pepepauun.
(B pen. ®PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

3. JlekapcTBeHHble MpenapaThbl, NpedHa3HadYeHHble AN FyMaHWTapHOW MOMOLLM (COAeNCTBMSA) Unn
MOMOLLM MpU Ype3BblyariHbIX CUTyaumsx, BBo3aTcsa B Poccuiickyto Pegepauunto B nopsgke, YyCTaHOBIEHHOM
MpaButensctBom  Poccunckon ®depepaumn. 3anpewaetca BBo3 B Poccunckyto  depepauuio
He3apermcTpMpoOBaHHbIX FfEeKapCTBEHHbLIX MNpenapaToB, MNpeAHasHayeHHbIX Of19 TyMaHMTapHOW MOMOLLM
(coaencTens) UM NOMOLLM NPU Ype3BblYaHbIX CUTYaLMsIX.

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

Cratbsa 51. COprD,HI/ILIGCTBO (pep,epaanoro opraHa NCMNOSMHUTENBLHOW BRacTy, YNOJTHOMOYEHHOIO B
obnacTy TaMoXXeHHoro gena, u Opyrnx ynoJIHOMO4YEHHbIX cbe,u,epaanblx OopraHoB NCNOMHUTENBHOW BRacTn

1. YnonHomoueHHble defepanbHble OpraHbl  UCMOMHUTENbHOW  BracTU  MNpefoCTaBnsalT B
pacrnopshkeHne defepanbHOro opraHa UCMONTHUTENBHOW BNAcTH, YNONMHOMOYEHHOIO B 0611acTu TaMOXeHHOro
Jena, rocygapCTBEHHbIN peecTp feKapCTBeHHbIX CpeacTB, a Takke WHopMauuio O BblAaHHbIX
paspeLleHnsix Ha BBO3 KOHKPETHOW MapTUKM NeKapCTBEHHLIX CPEACTB B Cry4vasX, YCTAHOBMNEHHbIX YacTbio 3
cTaTtbu 47 HacTosawero ®eaepanbHOro 3akoHa.

2. ®epepanbHbIi OpraH UCMONHUTENBHOW BMACTW, YNOSIHOMOYEHHbI B 006riacT TaMOXEHHOro gena,
WHOpMUPYET yKasaHHble B 4Yactm 1 HacToswen cTaTbM YNONHOMOYEHHble deaeparnbHble opraHbl
WCNONHUTENBHOM BNacTM O BBO3e JEKAapCTBEHHbIX cpeactB B Poccuiickyto depepaumio u  BbiBO3E
nekapcTBeHHbIX cpeactB M3 Poccunckon depepaummn no dgopme u B nopsigke, KOTopble YCTaHOBMEHbI
MpasuTtensctBoM Poccuiickon ®eagepaunu.

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

Mnaea 10. ®PapmaueBTUYeCKas AeATENbHOCTb

Cratbs 52. OcyulecTBneHune papmaLeBTUYECKON AeATEeNbHOCTH

1. ®dapmaueBTnyeckass [esATeNbHOCTb OCYLECTBASETCA OpraHusaumsMm OMnTOBOW  TOProBnu
fiekapCTBEHHbIMM CpeAcTBaMM, anTe4YHbIMU OpraHnM3auusMmn, BETEPUHAPHBIMU anTeYHbIMU OpraHu3aLusmMu,
WNHAMBMAYaNbHLIMW NpeanpuHUMaTensaMy, UMeLWnUMM NULEH3N Ha dapMaueBTUYECKylo AesaTenbHOCTb,
MEAMLMHCKAMU  OpraHunsaumamy, UMELWUMN NUUEeH3NI0 Ha dapmaueBTUYecKylo AeATeNbHOCTb, U UX
obocobneHHbIMM noapasgeneHuamu (ambynatopmsamu, denbawepckumn 1 enbaepcKo-akyLepCcKMMm
nyHKTamMu, ueHTpamu (oTgeneHnsmMu) obwen BpadvyebHOM (CeMenHON) NpakTWKW), PachnoSiIOXKEHHbIMU B
CeNnbCKMX HacCerneHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHv3auuu, W BeTEPUHAPHbLIMU
opraH13aumsaMy, UMEOLLIMMU NULEH3NI0 Ha hapMaLeBTUYECKYI0 AeATENbHOCTb.

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

2. ®dusnueckme nua MoryT OCyLLeCTBMATbL hapMaLeBTUYECKyl0 OEATENbHOCTb NMPU HANMYMK BbICLLErO
uUnu cpegHero hapmaueBTM4ecKoro obpa3oBaHus U cepTudmkaTa creunanncTa, BbICLIEro UM CpeaHero
BETEpMHApHOro obpasoBaHus 1 cepTudmKkaTa cneumanncta, a Takke BbICLLErO U cpeaHero MeauUuHCKOro
obpa3oBaHus, cepTudmkata cneumanucTa u JononHUTENbHOro NpodeccnoHanbHOro obpasoBaHns B 4acTu
PO3HWYHOW TOProBNM JfleKapCTBEHHbIMM Mpenapatamn npu ycnosum ux paboTbl B  060COGMEHHBLIX
nogpasaeneHnsax MeaMUMHCKNX OpraHn3aumn, ykasaHHbIX B 4acTu 1 HacTosLLen cTaTby.

(vacTb 2 B pen. PepepanbHoro 3akoHa o1 27.07.2010 N 192-03)

Cratba 53. [llpogaxa, nepejada neKapCTBEHHbIX CPeACTB OpraHvM3auusiMM ONTOBOW TOProBnn
nekapcTBEHHbIMW CpeacTBaMU

OpraHmsaLu/M OonTOBOW TOproenn JnekKkapcTtBeHHbIMMU CpeacTtBaMn MOryT OCYLUEeCTBNATb npodaxky
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NeKapCTBEeHHbIX CPeACcTB WM nepegaBaTb WMX B YCTaHOBMEHHOM 3aKoHOAATenbCTBOM Poccuiickol
denepauun nopsaake:

1) ApyrMM opraHM3aLmMsaM ONTOBOW TOProBfM NEKapCTBEHHbLIMI CpeaCcTBaMu;

2) Npou3BOAUTENAM NEKAPCTBEHHbLIX CPeACTB ONS Lenei NpoM3BoACTBa NEKAPCTBEHHbIX CPeACTB;

3) anTe4HbIM OpraHU3aLusam 1 BETEPUHAPHbLIM anTeyYHbIM OpraHM3aLnam;

4) Hay4HO-MCCreaoBaTenbCKMM OpraHnM3aUnam Ans Hay4HO-UCCMeaoBaTenbCkon paboThbi;

5) uHAMBMAOyanbHLIM  MPeanpUHUMATENAM, WMEIOLWMM  NULEH3NI0  Ha  hapMaLeBTUYECKYHo
AeATeNbHOCTb UMK MULEH3NI0 Ha MEAULIMHCKYIO OEATENbHOCTb;

6) MeaULIMHCKMM OpraHv3aUmnam, BeTepMHapHbIM OpraHm3aumsam;

7) opraHv3aumam, ocyLLecTBNSAOWNM pasBefeHune, BbipallyBaHe U CoaepXaHne KUBOTHBIX.

Cratbs 54. NpaBuna onNnToBOW TOProBfv fIeKapCTBEHHLIMW CPeACTBaMM

OntoBas  TOProBnsi ~ NEKapCTBEHHbIMW  CPEACTBAMM  OCYLUECTBMSIETCS  MPOW3BOAUTENSMM
neKapCTBEHHbIX CPEACTB M OpraHu3auMsM1 ONTOBOW TOProBfM NeKapCTBEHHbIMK cpeAcTBaMu Mo npasuniam
Hagnexalen AMCTPUOLIOTOPCKOM MPaKTWKA W MpaBuiaM Haanexallend NpPakTUKU XpaHEHUS U MepeBO3KM
neKapCTBEHHbIX NpPenapaTtoB, YTBEPXAEHHbIM COOTBETCTBYOLLMMU YNOMHOMOYEHHbIMY  heaepanbHbIMU
opraHamMu UCMOMHUTENbHON BNacTu.

(B pea. PenepansHoro 3akoHa ot 22.12.2014 N 429-$3)

Cratbsa 55. nOpHE,OK pOSHI/I‘-IHOI;I TOProBJ1n NeKapCTBEHHbIMU MNMpenapaTtamMmin

1. Po3HW4Has TOProBnsi neKapcTBEHHbIMWM NpenapatamMy B KONUYecTBax, HeobxoauMMbIX Ans
BbIMOSIHEHMSA BpayvebHbIX (henbaluepcKkMx) Ha3Ha4YeHWn WU HasHayeHWn crneumanuctoB B obractu
BETEPMHApPUN, OCYLLECTBNSAETCA anTeYHbIMU OpraHu3aumsaMn, BeTeprHapHbIMU anTeuHbIMU OpraHn3aumsmu,
WHAVBMAYaNbHLIMW NpeanpuHUMaTensaMy, UMeLWnuMM NULEH3N0 Ha dapMaueBTUYeCKylo AesaTenbHOCTb,
MEAMLUMHCKMMU  OpraHn3aumsmM, MMELWUMN NUUEH3NI0 Ha dapmaueBTUYecKylo AeATeNnbHOCTb, U WX
0bocobneHHbIMM nogpasgenenHnamn (ambynatopusimn, enbalepckumMm M- doenbaLepcKo-aKyLepCKumm
nyHKTamu, ueHTpamu (oTgeneHnsMu) obwen BpadvyebHOM (CeMenHON) NpakTWKW), PachoSiIOXEHHbIMU B
CenbCKUX HacCeneHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYHOT anTeyHble OpraHusaumu, U BeTepUHapHbIMU
OpraHu3aumsamMn, UMeKLUMU FIMUEH3NI0 Ha apMaueBTUYECKY0 OesaTenbHOCTb. PaspelueHa po3HuMYHas
TOProBMns TOMbKO feKkapCTBEHHLIMU MpenapaTtamMu, 3apeructTpupoBaHHbiMU B Poccunckon ®egepauun mnu
M3rOTOBMEHHLIMA  anTeYHbIMW  OpraHM3auusMi,  BETEPUHAPHbIMW  anTeYHbIMW  OpraHM3aumsiMu,
WHAMBMAYaNbHLIMW NpeanpuHUMaTensaMy, UMEeLWUMM NULEH3N Ha dapMaueBTUHECKYlo AeATeNbHOCTb.
Po3HuYHas TOproBns nekapCcTBEHHbIMWM MpenapataMy OCYLLECTBNSeTCA MO npaBuiaM Haanexallen
anTeyHOW NPaKTUKW, YTBEPKOEHHBIM YNOMHOMOYEHHbIM dhefeparibHbiM OPraHOM UCMOSIHUTENbHOM BRaCTy.

(B pen. PepepanbHbix 3akoHOB OT 25.11.2013 N 317-93, o1 22.12.2014 N 429-03)

2. Buabl anteyHbIX opraHM3auunin u npasuna oTnycka rfiekapCTBEHHbIX NpenapaTtoB Ans MeaWLMHCKOro
NMPUMEHEHMS anTe4YHbIMU OpraHM3auusaMmn, UHAMBMAYaANbHBIMW NPEeANPYHUMATENAMU, UMEIOLLMMUN SIULIEH3NIO
Ha dapmMaueBTMYECKYl0 [OeATenbHOCTb, @ Takke npasuna OTnycka NekapCTBEHHbIX npenapatoB Ans
MEeOMLMHCKOrO NPUMEHEHNS MeANLIMHCKMY OpraHn3aumsamMmmn, MMELLMMN NULEH3UI0 Ha dhapMaLeBTUYECKYHo
OesaTenbHOCTb, M ux obocobneHHbiMM  nogpasgeneHuamu  (ambynatopusamn, enbawepckuMm 1
denbalepcKo-akyLlepCKMMM  MyHKTaMu,  LeHTpamu  (oTaeneHuamn) obuwen BpadyebHOn (CeMenHomn)
NpaKkTUKK1), PacrofOXEHHbIMW B CeNbCKMX HAaCeNeHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble
opraHusaumu, yTeepXaalTcs YNoNHOMOYEHHbIM dhefeparibHbIM OpraHOM UCMOSNHUTENBHOW BNacTu.

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

3. MNpaBuna oTnycka HapKOTUYECKUX CPeACTB W MCUXOTPOMHbIX BELLEeCTB, 3aperucTpupoBaHHbIX B
KayecTBe NeKapCTBEHHbIX MpenapaToB, JleKapCTBEHHbIX MNpenapartoB, CcoAepXalux HapKoTudeckune
CpeactBa W MCUMXOTPOMHblE BeLEeCTBa, YTBEPXAalTCA YMNONMHOMOYEHHbIM deaepanbHbiM  OpraHoM
MCMOMNHUTENbHON BRAcTM MO COrNacoBaHWio C deaepanbHbiM  OPraHoM  UCMOSIHUTENbHOM  BRACTW,
YNOMHOMOYEHHbIM B cchepe BHYTPEHHMX Aen.

(B peqn. PepepanbHoro 3akoHa ot 03.07.2016 N 305-03)

4. JlekapcTBeHHble NpenapaTthbl 4NA BETEPUHAPHOro NpUMEHeHUs nognexarT OTnycKy BeTepuHapHbIMM
anTeyHbIMY OpraHu3aumnsiMy, BETEPUMHAPHBIMU OpraHM3auMsMy, MHOMBUAYanNbHBIMU NPeanpUHMMaTENsMu,
UMELWUMN  FIMUEH3NI0O Ha dapMaueBTUYecKyo gedtenbHocTb. [lpaBuna oTnycka nekapCTBEHHbIX
npenapaToB OS19 BETEPUHAPHOro NMPUMEHEHUS YTBEPXKOATCA YNONMHOMOYEHHbIM dhedepanbHbiM OpraHoM
NCMONHUTENBbHON BracTy.

5. [TlepeyeHb MeOMUMHCKMX OpraHusauun, WMeLWMX NUUEH3NK Ha  dapMaueBTUYeCcKyo
[eATenbHOCTb, U NX 060CO6MNeHHbIX noapasgeneHvn (ambynatopui, denbawepcknx u denbalepcKo-
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aKyLLepCKMX MYHKTOB, LIEHTPOB (OTAeneHuin) obLien BpadebHOW (CEMENHOW) NPaKTUKK), PacMOSIOXEHHbIX B
CenbCKUX HaCENEHHbIX MYyHKTax, B KOTOPbIX OTCYTCTBYHOT anTeyHble oOpraHv3aumv, a TakKe MepeyeHb
NeKapCcTBEHHbIX MpenapaTtoB (3@ WCKMYEHMEM  HApKOTMYECKMX JIEKApPCTBEHHBIX MpenapaToB U
MCUXOTPOMHBIX JIEKAPCTBEHHbBIX MpenapaToB), Npodaka KOTOPbIX MOXET OCYLECTBMAATbCA YKa3aHHbIMU
opraHmsaumsamMm 1 nx obocobneHHbIMU NoapasfeneHnsiMn, yCTaHaBNMBAKOTCS OpraHamMn WCMOSTHUTENbHOW
Bnactu cybbektoB Poccuiickon deagepaumn.

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

6. AnTeuyHble oOpraHusauun, WHOVBMAYanbHblE MpeanpuHUMaTeny, uUMelLwme JNULEH3NKD Ha
hapMaLeBTUYECKyl0 OesaTeNnbHOCTb, 06s3aHbl obecneunBaTb yTBEpXAeHHbIV NpaBuTenscTBom Poccuiickon
denepauum n HopmMmMpyeMbIA B YCTAHOBNIEHHOM UM MOPSAKE MUHUMAsbHbIA aCCOPTUMEHT JNleKapCTBEHHbIX
npenapaToB, HEOOXOAUMbIX NS OKa3aHUSA MEOULMHCKON MOMOLLN.

(4actb 6 B pea. PenepanbHoro 3akoHa ot 25.11.2013 N 317-93)

7. AnTeuyHble oOpraHuM3auuu, WHOVBMAyamnbHble MpeanpuHUMaTteny, uMeKLWme JUUEH3N0 Ha
hapMaLeBTUYECKYI0 OEATENBbHOCTb, HAapsdy C NeKapCTBEHHbIMW NpenapaTaMy MMEKT NpaBo npuobpeTaTs U
npogaBaTb MeAMUUVHCKME n3genvs, aesnHduumpyowme cpeacTtsa, NpeaMeTbl U CPeacTBa JIMYHOW TUIVEHB,
nocygy Ans MeOMUUWHCKMX uenen, npeameTbl U cpeacTsBa, npedHasHadeHHble Ans yxoda 3a GonbHbIMu,
HOBOPOXOEHHBIMU N AETbMU, HE AOCTUMLMMM BO3pacTa TPeX JieT, O4KOBYIO OMTUKY U CPEACTBA yXo4a 3a HeW,
MUHepanbHble BOAbl, NPOAYKTbl ne4yebHOoro, AETCKOro M AMETMYECKOro NUTaHMs, DMOMOrMYECcKN aKTUBHbIE
nobaeku, naproMepHble U KOCMETUYEeCKUEe CPeAcTBa, MeAMLMHCKME W CaHUTapPHO-NPOCBETUTENbHbIE
neyatHble U3aaHus, NpeaHasHayvYeHHble Ans nponaraHabl 300p0OBOro obpasa XUsHu.

(B pea. PenepanbHbix 3akoHOB 0T 27.07.2010 N 192-93, o1 25.11.2013 N 317-03)

8. dedatenbHOCTb anTeuHbIX opraHnsaumi BoopyxeHHbix Cun Poccuiickon ®enepaumn, opyrux BOMCK,
BOMHCKMX (OPMMPOBaHUIA W OpraHoB, B KOTOPbIX 3akoHogaTenscTBoM Poccunckon deaepauun
NpeoycMOTPEHO MPOXOXAEHNE BOEHHOWN CNyObl v deaepanbHOW rocyaapCTBEHHOW CNYXXObl, CBA3aHHOM
C NpaBOOXpPaHWUTENbHOW AEATENbHOCTBIO, perfamMmeHTMpyeTca Hactodwum ®PegepanbHbIM  3aKOHOM U
YTBEPXKAEHHBIMM COOTBETCTBYHOLWMMN beaeparnbHbIMU OpraHaMy UCMNOMHUTENBHOM BMNAcTU MOMOXEHUSMMU.
KoHTpone 3a cobniogeHneM ykasaHHbIMW — anTeYHbIMU  OPraHM3auusMy  MOJIOXKEHUA  HaCTOALLEro
PegepanbHOro 3akoHa OCYLLECTBMASETCS COOTBETCTBYHOLMMU ddpedepanbHbIMU OpraHamu UCMOSNTHUTENbHOW
BNacTu.

(B peq. PepepanbHoro 3akoHa ot 13.07.2015 N 262-03)

Crtatbs 56. M3roToBneHue 1 oTnyck NekapCTBEHHbIX NpenapaTos

1. W3roToBneHve nekapCcTBEHHbLIX MpenapaTtoB anTeYHbIMM OpraHuM3aumsMu, BeTepUHapHbLIMU
anTeyHbIMY  OpraHvM3auMsMi, WHAMBMAYANbHBIMW  MPEeAnpUHUMAaTENs MY, WMELWUMN  MUMUEH3NI0  Ha
dapmaueBTNYECKYIO OeATenbHOCTb, OCYLUECTBISETCS MO peuentam Ha feKkapcTBeHHble npenapatbl, Mo
TpeboBaHMAM MeOMLUMHCKUX OpraHvW3aunin, BeTepuHapHbIX OpraHu3auui B COOTBETCTBMM C MpaBunamu
M3roTOBMEHNS M OTMyCKa NleKapCTBEHHbIX MpenapaTtoB, YTBEPXAEHHBIMU YNOMHOMOYEHHbIM heaepanbHbIM
OpraHoOM UCMOMHUTENbHOW BRACTU.

2. Tpn n3roToBneHUN neKapCTBEHHbIX NpenapaTtoB anTeYHbIMW OpraHM3auusMun, BeTepuHapHbIMU
anTevyHbiMKU  opraHus3aunamu, unHaAnBunayanbHbIMKM  NpegnpuHuMatTenamm, uUMerwnMn nmnUueH3nr Ha
dapmMaLeBTUYECKYI0  OeATeNbHOCTb, UCMNOMb3ylTcd  (hapmaueBTMyeckme CcybCTaHuMK,  BKITHOYEHHble
COOTBETCTBEHHO B FOCyﬂ,apCTBeHHbIVI peecTp NneKapCTBeHHbIX cpeacTts And MeAUUMHCKOro npuMeHeHua u
rocydapCTBEHHbIN peecTp MeKkapCTBEHHbIX CPeACTB ONA BETEPUHAPHOrO NPUMEHEHWs B YCTaHOBEHHOM
nopsigke. He pgonyckaeTca W3roToBfEHWE anTeYHbIMW  OpraHu3auusiMu, BeTEPUHapHbIMU - anTeYHbIMU
opraHusaumsmMun, nHausuayanbHeIMU NpegnpuHUMaTensMm, UMeLWMMU NULEH3UI0 Ha dapMaLeBTUYECKYIO
[eATeNbHOCTb, NNEKapCTBEHHbIX NPenapaToB, 3aperncTpnpoBaHHbix B Poccuiickon ®egepauun.

3. MapkupoBka nekapCTBEeHHbIX MpenapaToB, W3rOTOBMIEHHbIX anTeYHbIMW  OpraHM3auusMm,
BETEPVMHAPHBIMU  @nTEeYHbIMW  OpPraHM3auMsaMy, WHAVBUAYaANbHbIMW NpeanpuHMMaTensaMn, UMeLMMM
nMueHsnilo  Ha papmaueBTMYeCKyl0  OeATenbHOCTb, M odopMmreHne Takux npenapaToB  AOSMKHbI
COOTBETCTBOBATb MpaBunaM, ykasaHHbIM B YacTu 1 HacTosILLen cTaTby.

4. AnTeuyHble OpraHuM3auMu, BeTEPUMHapHble  anTeyHble  opraHu3auun,  UHOAMBUAYyarnbHble
npegnpuHuMmaTenu, nMmerwme nmueH3nio Ha Q)apmau.eBqueCKyro 0eATeNnbHOCTb, HECYT OTBETCTBEHHOCTb 3a
HecobrniogeHne npaBun  M3rOTOBMEHMS W OTMyCKa flekapCTBEHHbIX MNpenapaTtoB B COOTBETCTBUM C
3akoHogaTtensctBoM Poccuiickon ®egepaunn.

Cratbs 57. 3anpelleHve npogaxu  anbCUMUUMPOBAHHLIX  JIeKapCTBEHHbIX  CPEACTB,
He06pOoKaYeCTBEHHbIX NIEKAPCTBEHHBIX CPEACTB, KOHTPAdaKTHbLIX NIeKapCTBEHHbIX CPEACTB
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I'Ipop,ama (baﬂbCI/Id)VILI,VIDOBaHHbIX JNeKapCTBEeHHbIX CpeacTB, Heﬂ,06p0Ka‘-IeCTBeHHbIX JNIeKapCTBEHHbIX
cpeacTs, KOHTpa(baKTHbIX JNIEKapCTBEHHbIX CPeACTB 3anpeLlliaeTcA.

Cratbsi 58. XpaHeHne nekapCTBEHHbIX CPeACTB

1. XpaHeHne nekapCTBEHHbIX CPEACTB OCYLLECTBMNAETCA NPOU3BOAUTENSMU NEKApCTBEHHbIX CPEACTB,
opraHnzaunamm OonTOBOM TOoproenn NleKkapCTBEeHHbIMU cpencrteamum, anTe4yHbiMn opraHnsaunamu,
BETEPMHAPHBIMU  anTeYHbIMW  OpraHM3auMsaMy, WHAUBUAYaANbHbIMW NpeanpuHMMaTensmMn, UMELLMMM
NMUEH3NIO Ha papmaueBTUYECKyl0 AeATENbHOCTb WM MMLUEH3NI0 Ha MEOMUMHCKYI0 [eATenbHOCTb,
MEAMUMHCKMMM  OpraHusaumsiMy, BETEPUHaPHbIMKM  OpraHM3auuMsMuM U UMHbIMW  OpraHmM3aumsMu,
OCYLLECTBISIOWMMK  ObpalleHne neKapcTBEHHbIX CPeACTB. XpaHeHWe FeKapCTBEHHbIX CPeacTB Ans
BETEPMHAPHOIO MPUMEHEHUS OpraHM3auMsMU U MHOMBUAYANbHBIMU NPeanpUHUMATENSIMK B Criydasix, ecnm
OHW UCMOSb3YTCS UCKMIOUYUTENBHO MPW pasBedeHun, BbipaliMBaHWN, COOEPXKAHUN U JNIEUYEHUN XKMUBOTHbIX,
MOXET OCYLLECTBNATLCA 6€3 NOMy4YeHUss NMULEH3NMN Ha hbapMaLEeBTUYECKYO AeATENbHOCTb.

(B pen. PepgepanbHoro 3akoHa ot 22.10.2014 N 313-03)

2. MpaBuna xpaHeHWs NeKapCTBEHHbIX CPEACTB YTBEPXKAAOTCA COOTBETCTBYIOLLMM YMOSIHOMOYEHHbLIM
hbeneparnbHbIM OPraHoOM UCMOSTHUTENBHON BRacTu.

3. XpaHeHme HaPKOTUYECKUX JeKapCTBEHHbIX CpPeacTB, NCUXOTPOMHbIX JeKapCTBEHHbIX CpencTs,
pa,qmoq)apmaueamqecmx leKapCTBEeHHbIX CPpeaCTB OCYLLECTBNAETCA B COOTBETCTBUM C 3aKOHOOATESIbCTBOM
Poccuiickon ®epgepaumm.

Crtatbs 58.1. lNpeOMeTHO-KONMMYECTBEHHbIN Y4eT IeKkapCTBEHHbIX CPEeACTB AnA MeAULMHCKOro
NpUMeHeHus

(BBegeHa PepepanbHbiM 3akoHOM OT 25.12.2012 N 262-93)

1. lMNMepeyveHb neKapcTBEHHbIX CPeACTB AN MEeOMLMHCKOro MpUMEHEHUs, noanexawimx npeameTHo-
KONMMYECTBEHHOMY Y4eTy, YTBEPXKOAAETCA YMNOHOMOYEHHbIM diedeparnbHbIM  OPraHOM  UCMOSHUTENBHON
BNacTu.

2. Topsiaok BKKYEHUS NEKAPCTBEHHbIX CPEACTB ANA MEAMLMHCKOTO MNPUMEHEHWUST B NEpedYeHb
NEeKapCTBEHHbIX CPeacTB Ans MEeAMUMHCKOro NpUMEHEHUs, nognexawimx npeameTHO-KONMYeCTBEHHOMY
yyeTy, YCTaHaBMNMBAETCs YMOMHOMOYEHHbIM deaepanbHbIM  OpPraHOM  WUCMOMHUTENBHOW Bnactu Mo
cornacoBaHuto ¢ hefeparnbHbiM OPraHOM UCMONHUTENBHOW BNACTU, YNONHOMOYEHHBIM B chepe BHYTPEHHNX
oen.

(B peq. PepepanpHoro 3akoHa ot 03.07.2016 N 305-93)

3. MpeoMeTHO-KONMYECTBEHHbIN Y4ET NEeKapCTBEHHbLIX CPEACTB ANst MEeAMLMHCKOrO NpUMEHeHUs BeayT
NPOV3BOANTENN NEKAPCTBEHHbLIX CPEACTB, OpraHn3aumny ONTOBOW TOPrOBIW JIEKAPCTBEHHLIMU CpeaCcTBaMM,
anTeyHble opraHusauuu, MHOUBMAYyanbHblE npeanpvHuMaTenu, nMetoLme NULEH3UIO Ha
hapmaLeBTUYECKY0 OEATENbHOCTb WU JIMLEH3MIO Ha MEOUMUMHCKYI0 OeATEeNbHOCTb, W MeaUUMHCKME
opraHmMsaumu, ocyliecTenawwme obpalleHne NeKapCTBEHHbIX CPEACTB ANsl MELMLMHCKOTO NMPUMEHEHWs,
nyTem peructpauum nobbiX CBsI3aHHbIX C WX oOOpalleHMeM onepauui, Mpu KOTOPbIX WU3MEHSIETCA WX
KONMYecTBO M (UNinM) COCTOSAHME, B CneumnanbHbIX XypHanax ydeTa onepauui, CBA3aHHbIX ¢ obpalleHnem
NeKapCTBEHHbIX CPeACTB AN MeQULMHCKOrO NpUMEHeEHNs (ganee - cneumanbHble XypHanbl).

4. lpaBuna peructpauuu orepauuin, CBA3aHHbIX C OOpalleHVeM neKapCTBEHHbIX CPeacTB Anis
MEANLMHCKOTO MPUMEHEHUS], BKIOYEHHbIX B MEpeYeHb IeKapCTBEHHbLIX CPeAcTB ANs MeAUMUMHCKOro
NPUMEHeHUs, noanexalumx npeamMeTHO-KONMMYECTBEHHOMY Y4YeTy, B crneumanbHbIX XypHanax u npasuna
BEOEHUSA U XpaHEHUS creumanbHbIX XypPHanoB YTBEPXKOANTCS YNONHOMOYEHHbIM hefgepanbHbiM OpraHoM
WCMNOMHUTENbHOW BNacTu.

5. KoHTponb 3a cobniogeHnemM npaBuil perucTpaumMyM onepauun, CBsiI3aHHbIX C obpalleHneM
NEKapCTBEHHbIX CPEACTB A1 MEOULMHCKOrO MNPUMEHEHMS, BKITHOYEHHBbIX B MNEpPeYeHb JeKapCTBEHHbIX
CPeACTB Ansi  MEAMUMHCKOrO MNPUMMEHEHMs, noanexawmx npeaMeTHO-KONIMYECTBEHHOMY YyyeTy, B
crieumanbHbIX XXypHanax, a Takke 3a cobniogeHnem npaBun BeOEeHUSA U XpaHeHUs crielmarnbHbIX XXypHaroB
BO3/MaraeTcs Ha YMoONHOMOYEHHble deaepanbHble  OpraHbl  UCMOMHUTENbHOMW BracTu UM OpraHbl
ncnonHUTenbHOM Bnactnm cybvektoB Poccunckon deagepauumun, OCYLLECTBASKOLWMNE NULEH3MPOBaHME
NpoM3BOACTBA NEKAaPCTBEHHbIX CPEeACTB, (hapMaLeBTUYECKON AEATENBHOCTU U MEOULIMHCKON AeATenbHOCTH,
N OCYLLECTBMSIETCA B paMKaxX NULIEH3UOHHOIO KOHTPONS.

Maea 11. YHuYTOXEeHue nekapCcTBeHHbIX CpeacTs
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Cratbs 59. OcHoBaHus 1 nopAaoK YHUHTOXEHUA NeKapCTBEHHbIX CpencTB

1. HepobpokayecTBEHHble JNEKapCTBEHHbIE CPeACTBa, (anbCUPUUMPOBAHHLIE JEKAapPCTBEHHbIE
CpeAcTBa nogniexart U3bAaTUI0 U3 00paLLEHMS N YHUUTOXEHUIO B NMOPSAKE, YCTAHOBIIEHHOM [1paBUTENBCTBOM
Poccunckon ®epepauun. OcHOBaHMEM LNs1 YHUYTOXEHUS] NEKAPCTBEHHbIX CPEACTB SBMNSAETCA pelleHue
Bnagenbua neKapCTBEHHbIX CPeACTB, pPELUEHME COOTBETCTBYHOLLEIO YMNOMHOMOYEHHOro hepepanbHoOro
opraHa UCMNoMHUTENBHON BNACTN NN peLleHne cyaa.

(B pea. PenepansHoro 3akoHa ot 22.12.2014 N 429-93)

2. KoHTpadhaKTHble NekapCTBEHHbIE CPEACTBA MOANEXaT U3bATUIO U3 0OpaLLEeHNst N YHUHTOXEHUIO NO
peweHuio cyga. lMopsagok YHUYMTOXEHUS KOHTpadiaKTHbIX FNeKapCTBEHHbIX CPeACcTB YCTaHaBMMBaeTCs
MpaButensctBoM Poccuinckon depepaumn.

(B peq. ®PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. Pacxogpl, cCBfi3aHHblE C  YHUYTOXEHMEM  KOHTPadaKTHbIX  JEKApCTBEHHbIX  CPEACTB,
HeOoOpOKayYeCTBEHHbIX JIEKApPCTBEHHbIX CPEACTB, (anbCUUUMPOBAHHBLIX JEKAPCTBEHHbIX CPeacTs,
BO3MeLLalTCA UX BNagenbLeMm.

4. Bnageney nekapCTBEHHbIX CPeAcTB AO0S/MKEH NpeacTaBuTb B YNOMHOMOYEHHbIN heaepanbHbin
OopraH WCMOMHUTENBbHON BRacTM LOKYMEHT WNN 3aBEPEHHY B YCTAHOBSIEHHOM MOPSAKE €ro KOomwuto,
noateepxgaroLme hakT yHUUTOXKEHNSA NEKAaPCTBEHHbIX CPEACTB.

5. CoOoTBETCTBYIOLLMI YNONHOMOYEHHbIN dhefeparnbHbIi OpraH UCMOMHUTENbHON BNacTy, NPUHSBLUWIA
peLueHne 06 YHUUTOXEHUN NEKAPCTBEHHbIX CPEACTB, OCYLLECTBMASET KOHTPOIb 3@ UX YHUUTOXEHMNEM.

6. YHWUTOXEHWEe  neKapCTBEHHbIX CPEACTB  NPOU3BOAUTCA  OpraHu3auusMn,  UMEKLUMN
COOTBETCTBYIOLLYIO JIMLEH3UIO, Ha creunanbHo o0opyaoBaHHbLIX Miowankax, NonuroHax U B crneuunansHo
00opyaoBaHHbIX MOMELLEHUSX C cobnogeHvemM TpeboBaHu B 0ONacTu oxpaHbl OKpyXawLllen cpegpl B
COOTBETCTBUM C 3aKoHOAATENbLCTBOM Poccuiickon ®egepaumm.

7. HapkoTuyeckme nekapcTBEHHble CpeacTBa, MCUXOTPOMHbIE NEKapCTBEHHble  CpeacTea,
pagnodapmMaLleBTUYECKUE NIEKAPCTBEHHbIE CPEACTBA YHUUTOXAKTCA B COOTBETCTBUM C 3aKOHOAATENLCTBOM
Poccunckon ®egepaumn.

MmaBa 12. NlocypapcTBeHHOE perynmpoBaHuMe LeH Ha NIeKapCTBEeHHbIe npenaparbl
ANA MeAULUHCKOro NpMMeHeHus

Cratbs 60. Focy,qapCTBeHHoe perynnposaHune LeH Ha JfieKapCTBEeHHble npenapartbl ond MmeamunHCKoro
NnpuMeHeHnsA

locyoapCTBEHHOE perynupoBaHMe LEeH Ha feKkapCTBeHHble Mpenapatbl  Afs  MeguMUMHCKOro
NMPUMEHEHMS OCYLLIECTBMSETCA NOCPEeaCTBOM:

1) ytBepxaeHusa [MpaButensctBom Poccunckon depgepaumm NEpPEYHsl XM3HEHHO HEobOXoOaMMBbIX W
BaXKHEMLUNX NeKapCTBEHHbIX NpenapaToB, KOTOPbI CAHOPMUPOBAH B YCTAHOBIEHHOM MM NOPSiAKE Ha OCHOBE
KOMMIEKCHOM OLUEHKN §eKapCTBEHHbIX MNpenapaTtoB, BKMYas aHanu3 CBeeHWW O CpaBHUTENbHOW
KnMHU4eckon addeKkTMBHOCTM UM 6e30nacHOCTM NEeKapCTBEHHONO0 CPeAcTBa, OLEHKY SKOHOMUYECKMX
nocrneacTBuA  MPUMEHEHUS JEKApPCTBEHHOrO CpeacTBa WM U3ydYeHWe  [OMONHUTENbHbIX MOCNEeACTBUN
NPUMEHEeHWs NeKapCTBEHHOIO CPeACTBa;

(n. 1 B pea. PenepansHoro 3akoHa ot 22.12.2014 N 429-03)

2) yTBEpXOEHVUS METOAUKM YCTaHOBMEHWUS MPOU3BOAUTENSIMM  NIEKAPCTBEHHLIX MpenapaToB
npefenbHblX OTMYCKHbIX LEH Ha JeKkapCTBEHHble Mpenaparbl, BKMOYEHHbIE B MNEpPeYeHb >KU3HEHHO
HeOoOXOAMMbIX U BaXKHEWLUMX NEKapCTBEHHbIX NMPenapaToB, a Takke BHEAPEHWS MEXaHU3MOB (hOPMMPOBaHNS
CUCTEMBI pePEPEHTHbIX LIEH;

(B pen. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) rocyaapCTBEHHOW perucTpauny yCTaHOBMEHHbIX NMPOWU3BOAUTENSAMW NEKapCTBEHHbIX MpenapaToB
npefenbHblX OTMYCKHbIX LIEH Ha JEeKapCTBEHHble MNpenaparbl, BKMOYEHHbIE B MEPEeYEHb KMU3HEHHO
HeobX0aMMbIX Y BaXKHEMLLNX JIEKaPCTBEHHbIX NPenapaTos;

4) BedeHWst TroCydapCTBEHHOrO peecTpa MpeaeribHbIX OTNYCKHbIX LEeH npou3BoauTenen Ha
nekapcTBeHHble npenapaTbl, BKIIOYEHHbIE B MepeyYeHb JKM3HEHHO HEeOoOXOAUMbBIX U BaXKHEMLMX
rnekapCTBEHHbIX Npenaparos;

5) yTBepXXaeHUss MeTOAUKN YCTaHOBIIEHUSA OpraHamy UCMOMNHUTENbHOM BNnacTn cyobekTtoB Poccuiickon
denepauun npefenbHbIX pa3MepoB OMTOBbLIX HAA0ABOK U NpederibHbIX pa3MepoB PO3HUYHbIX HAAbaBoOK K
haKTU4ECKMM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM MPOWU3BOAMTENSAMU JEKAPCTBEHHBLIX MNpPenapaTtoB, Ha
NneKkapcTBeHHble MpenapaTbl, BKMYEHHbIE B MEPEYEHb JKU3HEHHO HEODXOOUMbBIX U BaXKHEWMLINX
NneKkapCcTBEHHbIX NpenapaTos;
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6) ycTaHOBneHWst NpedenibHbIX pasMepoB OMNTOBbIX HAA0ABOK M NpedefibHbIX PasMepoB PO3HUYHbIX
HagbaBoK K (pakTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBIIEHHbIM MPOM3BOAUTENSAMU JIEKAPCTBEHHbIX
npenapaTtoB, Ha JIeKapCTBEHHbIE Mpenaparbl, BK/OYEHHbIE B MEpPEYEeHb >XU3HEHHO HeoOXoouUMbIX W
Ba)XHEMLUNX JIEKApPCTBEHHbIX NPenapaTos;

7) yTBEPXOAEHMA MNOpsiAka BblAauu MNPeAnuMcaHuin opraHaM UCMOMHUTENBbHOM BNacTn CyObEKTOB
Poccunckon degepauumn 0 npvBegeHun B COOTBETCTBME C 3akoHopaTenbcTBoMm Poccuiickon Pepepauum
peweHun o6 YyCTaHOBMNEHMM nNpefenbHbIX pas3MepoB ONTOBbIX HaAbaBOK M NpefdernbHbIX pasmepoB
PO3HMYHbIX HaabaBoK K  PaKTUYEeCKMM  OTMYCKHbIM  LEeHaMm, YCTaHOBMEHHbIM  MPOU3BOAUTENSMMU
NeKapcTBEHHbLIX MpenapaTtoB, Ha JleKapCTBEHHbIE Mpenapatbl, BKIOYEHHblE B MNepedYeHb KU3HEHHO
HeOOXOAMMbIX W  BaXHEWWMUX JIEKAPCTBEHHbLIX MpenapaToB, €CMM OHW MPUHATbI C  HapyLleHWEM
3akoHofaTtenscTBa Poccuiickonn ®efepaumn, B nopsigke, ycraHoBneHHoMm [lpaButensctBoM Poccuinckon
depepauuu;

8) HanpaBneHusi yMNONHOMOYEHHbIM edepanbHbIM OpPraHoOM MWCMOMHUTENbBHOW BNacTM oOpraHam
NCNONHUTENbHOM BriacTu cybbekToB Poccuiickon ®enepaunm npeanucaHuin o NnpuBedeHnn B COOTBETCTBUE C
3akoHogaTtenbcTBoM Poccuiickon degepaumm NpUHATBIX C HapyleHWeM 3akoHogaTenbcTBa Poccuinckon
depepaunn pelieHun o6 YCTaHOBMNEHMM MpenesibHbIX pPa3MepoB OMTOBbIX HagbaBoOK M MpefenibHbIX
pa3MepoB PO3HUYHBLIX HaabaBOK K LEeHaM Ha nekapCTBEHHble npenapartbl, BKIIOYEHHbIE B MNEpPEYEHb
XWU3HEHHO HEOBXOAMMBIX N BaXKHEWLLNX NIEKAPCTBEHHbIX NPenaparos;

9) ocylwiecTBneHus egepanbHOro rocyaapCTBEHHOMO Hag3opa B cdepe obpalleHnsa nekapCTBeHHbIX
CPEACTB W pervoHanbHOro rocygapCTBEHHONO KOHTPONSA 3a MNPUMEHEHMEM LIeH Ha NeKapCTBEHHble
npenapaTbl COOTBETCTBEHHO YMOMHOMOYEHHbIMU deaeparnbHbIMU OpraHamMu WCMOMHUTENBHON BRactu U
opraHamu WCMNONMHUTENBHOW BriacTn cybbektoB Poccunckon Pepepauum COrmacHo UX KOMMETEHUUW B
nopsigke, yctaHoBneHHoM [NpaBuTtenscTBom Poccuiickon ®epepaunu;

(n. 9 B pen. PepepanbHoro 3akoHa ot 25.06.2012 N 93-93)

10) nMpuMeHeHUs  NpedyCMOTPEeHHbIX  3akoHodaTenbcTBoMm  Poccuiickon  depepaumm  mep
OTBETCTBEHHOCTM 3a HapyLleHWe Mopsiaka LeHOOOpa3oBaHUSA Ha >KM3HEHHO HeobxoouMble UM BaXKHenwue
NeKapCTBEHHble npenaparbl.

Cratba 61. locymapcTBeHHas perncrpauus ycTaHaBnMBaeMbIX MPOU3BOAUTENSMU JeKapCTBEHHbIX
npenapatoB npedenbHbIX OTMNYCKHbIX LEeH Ha JieKapCTBeHHble npenapartbl, BKIOYEHHbIe B MepevyeHb
KU3HEeHHO HeO6XOp,I/IMbIX M BaXKHENLINX leKapCTBEeHHbIX npenapaTtoB
(B pea. PenepansHoro 3akoHa ot 08.03.2015 N 34-93)

1. YcraHaBnuBaemMble NponsBoaUTENsIMU NEKapCTBEHHbIX NpenapaToB npeernbHble OTMNYCKHble LeHbI
Ha IeKapCTBEHHble MpenapaTbl, BKIOYEHHbIE B MEPEYEHb >KU3HEHHO HEOOXOOAMMBIX W  BaXKHEMWLUMX
NEeKapCTBEHHbIX MpenapaToB, MNOANeXaT roCyAapCTBEHHOW peructpauMm B MOpsSAaKe, YCTAHOBIIEHHOM
MpaButensctBoM Poccuinckon ®eagepaumn.

(vactb 1 B peg. ®enepanbHoro 3akoHa ot 08.03.2015 N 34-03)

2. Ha ocHoBaHmM nogaHHoro o 1 okTabpsa kaxgoro roga 3asiBNeHus npov3BOaNTENS NeKapCTBEHHbIX
npenapaToB, BKIKOYEHHbIX B NepeYeHb XU3HEHHO HEOOXOAUMBIX U BaXKHEMLLNX NNEKapCTBEHHbIX NpenapaTos,
3aperncTpupoBaHHas npegenbHasi OTMYCKHAs LeHa Ha JleKapCTBEHHbIM npenapaT MOXeT ObiTb
nepeperucTpupoBaHa oOguH pa3 B KaneHgapHoOM rogy B Mopsigke, YCTaHOBNEHHOM [lpaBUTENbLCTBOM
Poccuiickon ®epepaumm.

(vacTb 2 B pen. PenepansHoro 3akoHa o1 08.03.2015 N 34-03)

2.1 -2.2. YTtpatunu cuny ¢ 1 uonga 2015 roga. - PegepanbHbiin 3akoH ot 08.03.2015 N 34-03.

3. PacuyeT npepenbHbIX OTMNYCKHbIX LEH, yKasaHHbIX B YacTax 1 u 2 HacToswen crtatbu, nNpu uUx
rocydapCTBEHHOM perucTpaumMm WnuM nepeperncTpaumm OCYLLECTBISIETCA B COOTBETCTBUM C METOAMKOW,
yTBepxaeHHown NpaButensctBoM Poccuinckon depepanmm 1 yuntbiBatoLLen, B HaCTHOCTU:

1) cobniogeHne GanaHca WHTEPECOB MOTPebUTENeEn NEeKapCTBEHHBIX MpenapaToB, BKIOYEHHbIX B
nepeyeHb XM3HEHHO HeoOXOoAMMbIX W BaXXKHEWWUX FeKapCTBEHHbIX MpenapatoB, W Npou3BOguUTENEW
NEeKapCTBEHHbIX MpenapaToB, BKIMOYEHHbIX B MEPEYEHb JKU3HEHHO HEeobXOoOMMbIX W BaXKHEWMLINX
nekapCcTBEHHbIX NpenapaTos;

2) chakTu4eckyto OTMYCKHYH LIEHY Ha fekapcTBeHHble npenapaTbl B Poccuiickon depepauun, LeHy
BBO3a JleKapCTBEHHbIX npenapaTtoB B Poccunckyto depepauumio, a Takke LEHbl Ha aHanornyHble
neKkapcTBeHHbIe npenapaTthbl, Haxoasawmecsa B obpaweHun B Poccuiickon ®epepaunn;

3) 3aTpaTbl NpPOM3BOAMTENSA FEKapCTBEHHOro mnpenaparta Ha MPOU3BOACTBO U peanu3auuto
nekapCTBEHHOro npenapara;

4) UeHy Ha nekapCTBEHHbIM MpenapaTt WHOCTPaAHHOIO MPOU3BOACTBA, €ro UeHy B CTpaHe
npou3BoanNTENst U B CTpaHax, B KOTOPbIX MpenapaTt 3aperncrpupoBaH U (Mnv) B KOTOpble MOCTaBMsieTCS
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WHOCTPaHHbIM MPOU3BOANTENEM.
(4acTb 3 B peq. ®enepanbHoro 3akoHa ot 08.03.2015 N 34-03)

4. He ponyckalTcd peanv3aumsi U OTNYCK JIEKapCTBEHHbIX MpenapaToB, BKIIHOYEHHBIX B MepeyeHb
XN3HEHHO HEObXOOUMBIX M BaXHEMWLMX JeKapCTBEHHbIX MpenapaToB, Ha KOTOPblE MPOM3BOAUTENSAMMU
neKkapcTBEHHbIX NMpenapaTtoB He 3aperMcTpupoBaHa npedernbHasi OTNyckHas LeHa, peanusauusi U oTnyck
Npou3BoANTENSIMUA  FIEKAPCTBEHHbLIX MNpenapatoB MO LUeHaM, MpeBbIalowmM 3aperMcTpupoBaHHble
npenenbHble OTNYCKHbIE LIEHbl HA NEKapCTBEHHbIE NpenapaThbl.

(yactb 4 BBepeHa ®depepanbHbiM 3akoHOM OT 08.03.2015 N 34-03; B pen. depepanbHOro 3akoHa OT
03.07.2016 N 350-93)

5. OcoBeHHOCTN rocyaapCTBEHHOIO PEryrMpoBaHNs NpeaernbHbIX OTMYCKHbIX LIEH Ha JNIEKAapCTBEHHLIE
npenapaTbl, BKIMOYEHHbIE B NEPEYEHb XM3HEHHO HEOOXOOMMBIX U BaXKHEWNLUUX NEeKapCTBEHHbLIX NPenaparos,
B 3aBMCUMOCTM OT 3KOHOMWYECKMX WU (MnM) coumarnbHbIX KpuTepueB (M3MEHEHWE YCIOBWIK, Mopsigka W
CTOMMOCTM MPOVN3BOACTBA JIEKAPCTBEHHBIX MpenapaToB, NCMONb30BaHNE HOBbIX hopM, METOAOB 1 CNOCOO0B
rocydapCTBEHHOIO PEeryrnMpoBaHnst LIEH Ha NIeKapCTBEHHbIE NMpenaparbl, B TOM YUCIe HA OCHOBE MexaHu3ma
pedepeHTHOro UeHoobpa3oBaHWs, W3MEHEHW MOpsiAKa OKa3aHus MEeOWMUMHCKOW MOMOLM, W UHbIe
n3MeHeHus1) yctaHaenmeatoTcs [paButenscTBom Poccuiickon ®epepaumn.

(vyacTtb 5 BBegeHa depeparnbHbiM 3akoHOM oT 08.03.2015 N 34-03)

Cratba 62. [ocymapCTBeHHbI peecTp npedenbHbiX OTMAYCKHbIX LEeH npou3BoguTenen Ha
nekapcTBeHHble npenapaTbl, BKMYEHHbIE B MEpPeYeHb JKU3HEHHO HEeOBXOAUMbLIX U BaXKHEWMLINX
nekapcTBEHHbIX NpenapaTos

1. 3apeructpmpoBaHHble NpedernbHble OTMYCKHbIE LIEHb! Ha NIEKAPCTBEHHLIE NMpenaparhbl, BKITOYEHHbIE
B NepeyveHb XMU3HEHHO HEOOXOAMMbIX U BaXKHEWLUMX NEeKapCTBEHHbLIX NPenapaToB, NOAMEXaT BKIHYEHUIO B
roCydapCTBEHHBIN peecTp NpedesibHbIX OTMYCKHbIX LeH MPOM3BOAMTENEN Ha JIeKapCTBEHHbIE MpenaparTsl,
BKITHOYEHHbIE B NepeYveHb XXU3HEHHO HEOOXOANMBIX U BaXKHEWLLUX NIEKapCTBEHHbIX NPenapaTos.

2. TocyoapCTBEHHbIN peecTp npedenbHblX OTNYCKHbIX LEeH MNpOU3BOAUTENEN Ha NeKapCTBEHHbIE
npenapaTbl, BKIMOYEHHbIE B NEPEYEHb XM3HEHHO HEOOXOAMMBIX U BaXKHEWLUUX NeKapCTBEHHbIX Npenaparos,
cogepxut B cebe criegyioLLyo MHopMauuio:

1) HavmeHoBaHWe depxaTensd unu Bragenbua PerucTpauMoHHOrO YAOCTOBEPEHUS NEKapPCTBEHHOrO
npenapaTta, HaMMEHOBaHWE NPOU3BOOUTENSA  MEKapCTBEHHOro  npenapata, MeCcTO  HaxOoXaeHus
NPOU3BOACTBEHHbLIX MMOLWAA0K, Y4acTBYIOLWMX B Mpouecce Npov3BOACTBa NEKapCTBEHHOro npenapara, ¢
yKkasaHuem cTaguu npouecca npov3BoacTsa;

(n. 1 B pea. ®enepansHoro 3akoHa ot 22.12.2014 N 429-03)

2) HaMMeHOBaHWe §eKapCTBEHHOro npenapata (MeXayHapoOHOe HenaTeHTOBaHHOe,  WUMu
rpynnNMpoOBOYHOE, UMM XMMUYECKOE N TOPrOBOE HAaMMEHOBAHWSA);
(B pen. ®PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) HOMep perncTpaLMoHHOro yOOCTOBEPEHMS NIekapCTBEHHOIO Npenapara;

4) nekapcTBeHHas hopMa C yKasaHWeM JO3MPOBKU fleKapCTBEHHOMO npenapara u ero KonmyecTtsa BO
BTOPUYHOM (MOTPEBUTENBCKOM) YNaKoBKe, a Takke KOMMNEKTHOCTb;

(B pea. PenepansHoOro 3akoHa ot 22.12.2014 N 429-$3)

5) 3apeructpmpoBaHHas npegernbHasi OTNyCKHas LeHa B pyonsx;

6) gata M HOMmep npuKkasa YMNONHOMOYEeHHOro dedepanbHOro opraHa MCMOMHUTENbHOW BriacTn o
rocygapCTBEHHOW peructpauuun, nepeperucrpaumm npeaenbHOW OTMYCKHOM LeHbl Ha  feKkapCTBEHHbIN
npenaparT, BKIMOYEHHbIN B NEPEYEHb XXM3HEHHO HEOOXOAUMbIX N BaKHEMLLMX NEKAPCTBEHHbLIX NPEnapaTos.;

(n. 6 B pea. PenepansHoro 3akoHa ot 22.12.2014 N 429-03)

7) LWTPUXOBOW KOO, HAHECEHHbIA Ha BTOPUYHYK (MOTPEOUTENBCKYKD) YMAKOBKY JlekapCTBEHHOMO
npenapara;

(n. 7 BBegeH depepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

8) Koo rnekapCTBEHHOro Mpenapata MO aHaTOMO-TePaneBTUYECKO-XMMUYECKON Kraccudukaumm,
pekomMmeHaoBaHHOM BceMmnpHoOn opraHnsaumnen 3gpaBooxpaHeHus.
(n. 8 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

3. TocypapcTBeHHas perucrtpaums npegernbHbIX OTMYCKHbIX LIEeH Ha JeKkapCTBEHHble npenapaThl,
BKIMOYEHHbIE B MEPEYEHb XXM3HEHHO HEOOXOAMMBIX M BaXXKHEMLUMX NEKapCTBEHHbIX MpenapartoB, BeAeHue
rocygapCTBEHHOIO peecTtpa npeaernbHbiX OTMYCKHbIX LieH Npous3BoauTenen Ha NekapCTBEeHHble npenaparhbl,
BKMIOYEHHbIE B MepevYeHb KU3HEHHO HeobXOAMMbIX W BaXXHEMWMX NeKapCTBEHHbIX npenapaTos,
OCYLLECTBMAIOTCA B Nopsake, yctaHoBneHHoM [NpasutensctsoM Poccuiickon deaepauuu.

Cratbs 63. YcTaHOBNEHME opraHamy WCMONHUTENBbHOW BriacTu cybbekToB Poccuiickon ®enepauum
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npenesnbHbIX pa3dMepoB ONTOBbIX HagbaBoK U npenenbHbliX pasMmepoB PO3HUYHbIX HagbaBoK K d)aKTI/ILIE‘CKVIM
OTNYCKHbIM LiEHaM, YCTaHOBJIEHHbIM NMPOU3BOAUTENAMU JIEKAPCTBEHHbIX MpenapatoB, Ha J1eKapCTBEHHbIe
npenapartbl 4na MeguunHCKOro npuMeHeHuns

1. OpraHbl ucnonHUTenNbLHOW BnactTu cybbekTtoB Poccunckon depepauum yctaHaBnMBatoT nNpeaeribHble
pa3mepbl ONTOBbLIX HaabaBoOK M MpedernbHble pas3Mepbl PO3HMYHBIX HaAbaBOK K (PakTUYECKMM OTMYCKHbIM
LeHaM, YCTaHOBIEHHbIM MPOM3BOAUTENAMU NEKAPCTBEHHbIX NPEnapaToB, Ha NleKapCTBEHHbIE Mpenaparthbl,
BKMIOYEHHbIE B MepeyYeHb >XMU3HEHHO HeOoOXOOUMbIX U BaXKHEWMLIMX JeKapCTBEHHbIX npenapaToB, B
COOTBETCTBUMN C YTBEPXOEHHOW B nopsiake, yctaHoBneHHom [lpaButenbctBoM Poccuiickon denepaumm,
METOOMKON YCTaHOBIEHWS OpraHaMu WCMONMHUTENBHOW Bnactu cyobekToB Poccunckon Penepaunn
npenenbHbIX pa3MepoB OMNTOBbLIX HAA0aBOK U MpedenbHbIX pa3MepoB PO3HMYHBLIX HaA0aBOK K (DaKTUYECKUM
OTMYCKHBbIM LE€HaM, YCTaHOBIEHHbIM MPON3BOAMTENAMU FEKAPCTBEHHbLIX NPEnapaToB, Ha JIEKApPCTBEHHbIE
npenapaTbl, BKIMOYEHHbIE B NEPEYEHb XMU3HEHHO HEOOXOAMMBIX U BaXKHEWMLUNX NEKapCTBEHHbIX NpPenapaTos.
MpoeKTbl peLLeHnn opraHOB MCMONTHUTENLHOM BNacTn cybbekToB Poccuiickon ®egepaumm 06 ycTaHOBNEHUN
n (MnNn) N3MeHeHWM npedernbHbIX pasMepoB OMTOBbIX HagbaBOK M MpedenbHbIX PasMepoB PO3HUYHbIX
HagbaBOK K (PaKTUYECKMM OTMYCKHbIM LEeHaM, YCTaHOBMIEHHbIM MPOU3BOAUTENSAMM JIEKAPCTBEHHbIX
npenapaTtoB, Ha JlIeKapCTBEHHblIE Mpenaparbl, BKMOYEHHbIE B MEpPEeYEeHb >XU3HEHHO HEOOXOOUMbIX W
BaXXHEMLUNX JEKapCTBEHHbIX MpenapaToB, MOAMEXaT COrMmacoBaHMio C  diefeparnbHbiM - OpraHoMm
WCNONHUTENBHOM  BNAcTW, YNOMHOMOYEHHLIM OCYLLECTBNATL MNpPaBOBOE perynuposaHne B cdepe
rocygapCTBEHHOIO perynvpoBaHus uUeH (TapucoB) Ha ToBapbl (ycnyrun), B nopsiake, YCTaHOBNEHHOM
MpaButensctBoMm Poccunckon denepaumm.

(B peq. ®epepanbHoro 3akoHa ot 13.07.2015 N 241-93)

2. OpraHusaumm ONTOBOWM TOProBNM W (UNK) anTeyHble opraHv3auuy, WHOUBMAYarbHbIE
npegnpvHumarteny, WMeKLMe §UUEH3MI0 Ha (apMaueBTUYECKYID  OEATENbHOCTb,  OCYLLECTBASHOT
peanu3auuio ieKapCTBEHHbIX NPenapaToB, BKIIOYEHHbIX B MEpeYeHb XU3HEHHO HEODXOANMBIX U BaXKHENLLNX
NeKapCcTBEHHbIX NpenaparoB, Mo LeHaM, YpOBEHb KOTOPbIX HE MpeBbIAaeT CyMMy (DakTUYECKOW OTMYCKHON
LUEeHbl, YCTAHOBIIEHHOW MNPOW3BOAMTENEM  JIEKApCTBEHHbIX MpenapaTtoB W He  MNpeBblWaloLen
3apEerncTpupoBaHHON NpPedernbHOW OTMYCKHOW LEeHbl, U pa3vep OMNTOBOM HagbaeBkm u (unu) pasmep
PO3HWYHOW HaabaBKku, He NpeBbIWaloLLne COOTBETCTBEHHO pa3Mepa npeaernibHom onToBow Haabasku u (Mnn)
pa3mepa npenensHon po3HMYHOM HaabaBky, yCTaHOBMNEHHBIX B cybbekTe Poccuiickon degepauun.

3. OpraHbl ucnonHuTenbHon Bnactu cybbektoB Poccunckon Pepepaumm pasmeLlLaroTr B CETU
"MHTepHeT" nnn onybnunkoBbIBalOT MH(OpPMaLM0 O 3apercTpupoBaHHOW NpeaeribHOM OTNYCKHOW LieHe Ha
neKkapcTBeHHble npenapaTbl, BKMKYEHHbIE B MEPEYEHb JKU3HEHHO HEOOXOAUMbIX W BaXKHEWMLINX
nekapcTBEHHbIX NpenapaToB, 06 ycTaHOBMEHHbLIX B CyobekTe Poccuiickon ®efepaumm pasmepe npeaenbHon
onToBoW HagbaBkm W (MnM) pasMepe NpedenbHOM  PO3HMYHOM  HadbaBKM K YCTAHOBIEHHBLIM
NPou3BOANTENSIMUA NEKAPCTBEHHbIX MNpenapaToB (pakTUYECKMM OTMYCKHbIM LieHaM Ha neKapCTBEHHble
npenapaTbl, BKIMOYEHHbIE B NEPEYEHb XM3HEHHO HEOOXOAMMBIX U BaXKHEWLUUX NEKapCTBEHHbIX NpPenaparos,
1 06 yKka3aHHOM B YacTu 2 HacToswen ctaten cymme. MHdopmaums, npeayCMoTpeHHas HacTOSILEN YacThbio,
OOMMKHa pasmellaTbCs TakkKe B anTeyHblX OpraHuM3aumusx B AOCTYNMHOW [Ofis  CBedeHus Bcex
3auHTEpeCcoBaHHbIX Nl opme 1 OBHOBNATLCHA N0 Mepe ee OnyGNMKOBaHMS.

4. TlpuHATble C HapylweHuem 3akoHogaTtenscTtBa Poccuiickon depepauumn pelleHus OpraHoB
nucnonHUTenbHOM BnacTnm cybobekta Poccuiickon depepauumn 06 yCTaHOBNEHWMM NpedernbHbIX pasMepoB
OnTOBbIX HAA0aBOK M MpefenbHbIX pa3mMepoB PO3HUYHBIX HaabaBOK K 3aperMcTpMpoBaHHbIM NpeaenbHbIM
OTMNYCKHbIM LieHaM Ha neKapcTBEeHHble npenapaTbl, BKIOYEHHbIE B NepeyYeHb >XU3HEHHO HEeobXoauUMbIX U
Ba)XHEWLUMNX NEKAPCTBEHHbIX NpenapaToB, Nogrexart oTMeHe B cyaebHOM nopsigke.

MnaBa 13. MoHUTOpUHTr 3chheKTUBHOCTU U 6e30NaCHOCTU NIEKapPCTBEHHbIX
npenaparoB, HaxogawmMxcsa B obpaweHun B Poccunckon ®egepauum

(B pea. ®PegepanbHoro 3akoHa ot 22.12.2014 N 429-$3)
Cratbs 64. dapmakoHaasop
(B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)
1. JlekapcTBeHHblEe MpenapaTbl, Haxoaswmecss B obpalueHun B Poccuickon ®degepaumm, nognexat
MOHUTOPWHIY 3 (EKTUBHOCTM N 6E30MacHOCTU B LENAX BbISBIIEHNS BO3MOXHbIX HEraTMBHbLIX NMOCMELACTBUM
UX MNPUMEHEHWsl, WHOMBWAYanbHOW HENEPEHOCUMOCTW, NpenynpexgeHnss MeauUMHCKMX pabOoTHMKOB,

BE€TEPMHapPHbIX cneunanncrtos, NauyneHToB U BnagerbueB XXUBOTHbIX U UX 3alUTbl OT NMPUMEeHEHNUA TakKnx
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neKapCTBEHHbIX NpenapaTos.

2. ®apmMakoHaa30p OCYLLIEeCTBMASAETCH COOTBETCTBYIOLMUM YMOMHOMOYEHHbLIM dyefepanbHbiM OpraHoMm
WCMONMHUTENBHOW BMAcTU B YCTAHOBIIEHHOM WM MOpsigke MyTeM aHanusa npefocTaBnsieMon cyObekTamu
obpalleHns NnekapCcTBEHHbIX CPeAcTB MHOpMauMn O NOBOYHbIX AENCTBUSAX, HeXenaTernbHbIX peakumsx,
Cepbe3HbIX HexXenaTenbHbIX peakuusax, HenpeaBUMAEHHbIX HeXernaTenbHbIX peakumsx nNpu NpUuMeHeHun
nekapcTBeHHbIX npenapaTtoB, 06 WMHAUBMAYaNbHOM HENepeHOCUMOCTWN, OTCYTCTBUM 3EKTUBHOCTM
nekapcTBEHHbIX NpenapaTos, a Takke 06 UHbIX hakTax n 06CToATENBCTBAX, NPEACTaBNSIOLMX YIrPO3Y XKN3HU
NN 300pOBbLI0 Yernoseka NGO XMBOTHOTO NPW NPUMEHEHUMN NeKapCTBEHHbIX NPEnapaToB U BbISIBNEHHbLIX Ha
BCex aTanax obpalleHnsa nekapcTBeHHbIX NpenapaTtoB B Poccuiickon ®enepaumm n Apyrux rocyiapcraax.

3. CybbekTbl 06palleHns nekapCTBEHHbIX CPeACTB B MOPSAKe, YCTaHOBMIEHHOM YMONHOMOYEHHbIM
deaepanbHbIM OpraHoM WUCMONHUTENBHOW BriacTu, 00s3aHbl coobate B YNOMHOMOYEHHbIN hegepanbHbIn
OpraH WCMOSNHWUTENbHOW BracTM O MODOYHBIX OEWCTBUSX, HeXenaTenbHbIX peakuusix, Cepbe3HbIX
HexXxenaTenbHbIX peakumsax, HenpeaBUAEHHbIX HeXenaTenbHbIX peakumax Npu NpUuMEHeHUN fekapCTBEHHbIX
npenapaTtoB, 00 WHOMBMAYANbHOW HEMEPEHOCUMOCTU, OTCYTCTBUM IPEKTMBHOCTM JIEKAPCTBEHHbIX
npenapaToB, a Takke 06 UHbIX hakTax n 06CToATENLCTBAX, NPEACTABMASIOWMX YIPO3Y KNU3HU UMW 300POBLIO
yernoBeka fMBO XXUBOTHOIO MPW NPUMEHEHNW NEKAPCTBEHHbIX MPenapaToB W BbISBIEHHbIX HA BCEX aTanax
obpalLeHns nekapcTBeHHbIX npenapaTtoB B Poccunckon egepauum n gpyrux rocyaapcraax.

4. [epxatenun wvnu Briagenblbl PErMcTpauMoHHbIX YOOCTOBEPEHUN JeKapCTBEHHbIX MpenapaTos,
lopuandeckme nuua, Ha UMs KOTOPbIX BblAaHbl paspeLlleHnss Ha NpoBedeHUe KIMHUYECKUX UCCNefoBaHnA B
Poccuiickon ®epgepaumm, nmbo ynornHOMOYEHHbIE UMW Opyrve lopuanyeckme nuua B paMmkax obecnedeHunst
6Ge3onacHOCTM  feKapCTBEHHbIX MpenapatoB B MOPsiAKe,  YCTaHOBIEHHOM  COOTBETCTBYHOLLMM
YNOMHOMOYEHHbIM hefieparibHbiM OpraHoOM MCMOMHUTENBHOWM BNacTu, 06s3aHbl OCyLLEeCTBAATbL NPUeM, YYeT,
00paboTKy, aHanu3 M XpaHeHue MNOCTynawwWmx B UX agpec oT CyObekToB oOpalleHusi NeKapCTBEHHbIX
CpeacTB U OpraHoB rocy4apCTBEHHOW BracTy COOOLWEHU O MNOOOYHBLIX OEWCTBUSIX, HeXernaTesbHbIX
peakumsaX, CepbesHbIX HexenaTerbHblX U HenpeaBUAEHHbIX HeXenaTernbHbIX peakuusax npu npuMeHeHuun
NeKkapcTBEHHbIX MpenapatoB, 00 OCOBEHHOCTAX WX B3aUMOAEWCTBUS C  OPYIMMU  JNIEKAPCTBEHHbBIMM
npenapatamu, WHOMBMOYaNbHOW HEMepeHOCUMOCTW, a Takke 00 WHbIX aktax u obcToATenbCTBax,
npeacTaBnsAlLWmNX Yrpo3y XU3HU UM 300OPOBbI0 YeroBeka NMBo XKMBOTHOMO UMK BAMSIOLWUX HA U3MEHEHWEe
OTHOLUEHUS OXngaemou Norb3bl K BOSMOXXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHbIX NpenapaTos.

5. lNpu BbIIBNeHUN UHGOPMALMM O CEpPbE3HbIX HeXenaTenbHbIX peakumsax W HenpeaBUAEHHbIX
HexenaTtenbHblX peakumsx npu MPUMEHEHUN IeKapCTBEHHbIX npenapaToB, 006 OCOBEHHOCTAX UX
B3aMMOAENCTBUSA C OPYIMMU NeKapCTBEHHbIMU MpenapaTtamMu, MHANBMAYanbHON HENEPEeHOCUMOCTH, a Takke
06 uHbIX bakTax UM OBCTOATENbLCTBAX, BNMSIOWMX HA W3MEHEHWE OTHOLUEHUS OXWAaeMOW MNOoMb3bl K
BO3MOXHOMY  PWUCKY TMPUMEHEHMS  JeKapCTBEHHbIX MpenapaToB, Aepxartenu wWnv  Bnagensubl
perncTpaumoHHbIX YOOCTOBEPEHUN NEKApCTBEHHbIX MpenapaTtoB, lOpUAMYEcKMe nuua, Ha UMSA KOTOpPbIX
BblJaHbl paspelleHnss Ha NpOoBeAEeHUE KIMHUYECKUX uccrnegoBaHui B Poccuinckon Pepepauun, nubo
YMOSITHOMOYEHHBIE MU Apyrue topuanyeckme nuua obs3aHbl NPUHATbL Mepbl, HanpaBreHHbIe Ha YCTpaHeHne
HeraTMBHbIX MOCNEACTBUIA MPUMEHEHUSA TakMX NeKapCTBEHHbIX npenapaTos, npefynpexaeHne npuunHeHus
Bpeda XM3HWM U 300pOBbH0 YerioBeKa SiMbOo XKMBOTHOIO, 3aLLMTY UX OT MPUMEHEHUS TaKMX NEKapCTBEHHbIX
npenapaToB, Ha AOMOSNHUTENbHbBIN COOP AaHHbIX 06 3PHEKTUBHOCTUN N BE30MACHOCTUN TaKNX NTEKAaPCTBEHHbIX
npenapaTos.

6. 3a HecoobLeHne nnuM CoKpbITUEe MHGOPMaLMK, NPeayCMOTPEHHON YacTbio 3 HACTOSLEN CTaTbM,
aepxaTenu unu BnagenbLbl perncTpaumMoHHbIX yAOCTOBEPEHUI NEKapCTBEHHbIX NpenapaTos, opuanyeckme
nvua, Ha UM KOTOpbIX BblAaHbl paspelleHns Ha NpoBeAeHNe KIMMHUYECKUX UccneaoBaHuin B Poccuinckon
®epepaunn, NMBO YNOMHOMOYEHHbIE WMMW Apyrve lopuandeckMe nuua, a Takke OOSMKHOCTHble nuua,
KOTOpbIM 3Ta WHGOPMauMa cTana W3BeCTHa Mo poay WX MpodeccroHanbHON AeATENbHOCTN, HecyT
OTBETCTBEHHOCTb B COOTBETCTBUM C 3akoHOAaTenbCcTBOM Poccunckon ®enepaumu.

7. lMpu nony4yeHUn ynonHOMOYEHHbIM defeparnbHbIM OpraHoM WCMOMHUTENBHOW BNAacTU B paMKax
ocyllecTBreHus UM dapmMakoHaasopa [okasaTenbCTB O HECOOTBETCTBUWM feKapCTBEHHOro npenapaTta
YCTAHOBIEHHbIM TpeboBaHMAM MMM NpU  NOMAyYeHUM WHAOPMAaLMM O HECOOTBETCTBMM [AaHHbIX 06
a(pheKTUBHOCTN M O GE30MaCHOCTU NEKAPCTBEHHOMO MpenapaTta aHHbIM O JIeKapCTBEHHOM npenapare,
cofepXawmumcsa B MHCTPYKUMM MO €ro NpvMeEHeHuo (B TOM YuCNE BbISBIEHHbIX B XOA4€ OCYLLECTBIIEHMS
dapmakoHaasopa KOHTPONbHO-HAA30PHBIMM  OpraHaMn MHOCTPaHHbIX rocyg4apcTB), YNONHOMOYEHHbIN
denepanbHbI OpraH UCMNOMHUTENBHOW BriacTU B YCTaHOBMIEHHOM UM MOPSAKE paccMaTpuBaeT BOMPOC O
NPMOCTaHOBMNEHUN NPUMEHEHNS TaKOro NeKapCTBEHHOMO npenapara.

CraTbs 65. MNprocTaHoBMNeHWe NPMMEHEHUS NIeKapCTBEHHOro npenapaTa

(B peq. ®PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)
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1. MNpu nony4yeHMn MHGOPMALUN O HeXenaTeNbHbIX peakumsix Npyu MPUMEHEHUN IeKapCTBEHHOMO
npenapaTta, He yKasaHHbIX B WHCTPYKUMM MO MPUMEHEHUIO JIeKapCTBEHHOIO npenapaTta, Cepbes3HbIX
HeXenaTenbHbIX peakumsix, 06 O0COOEHHOCTAX €ero B3aMMOAEWCTBUS C  OPYrMMW  JIeKapCTBEHHbLIMM
npenapaTtamu, KOTOpble MOryT MPEACTaBMATb Yrpo3y >XU3HW UMW 340POBbIH YenoBeka nMmnbo XMBOTHOMO, a
TaKkke O HECOOTBETCTBMM AaHHbIX 006 3dhpekTMBHOCTM M O Ge3onacHOCTM NEKapCTBEHHOro npenapaTta
OaHHbIM O NNeKapCTBeHHOM npenaparte, coaepXxalwmmca B UHCTPYKUMK NO ero npuMmeHeHuto, B TOM 4Yucrne ot
YNOMHOMOYEHHbIX OpPraHOB MHOCTPaHHbIX rOCcyaapcTB, 0OMeH KOTOPOM OCYLLEeCTBNAETCS B COOTBETCTBUM C
cornalleHusiMm  Mexay  YnorHOMOYEeHHbIM  defeparnbHbIM - OpPraHoOM  UCMOMHUTENBHOW  Bnactm wu
YNOMHOMOYEHHbIMWU  OpraHaMn  MHOCTPaHHbIX rOCyAapcTB, YMNOMHOMOYEHHbLIN  defepanbHbli  opraH
WCNONHUTENBHOM BNacTU paccMaTpuBaeT BOMPOC O BO3MOXHOCTW MPUOCTAHOBMEHMST obpalleHns Takoro
NEeKapCTBEHHOIO npenapata B MNOpsiAke, YCTAHOBIIEHHOM YMONTHOMOYEHHbIM d)edepanibHbiM - OpraHom
NCMNOMNHUTENbHOW BNACTU.

2. Tlpy HEWUCNOSHEHUU WM HeHagsieXalleM WCMONHEHUM JdepXaTensamu unu  Bnagenbuamu
PErnCTpaUnOHHbIX YOOCTOBEPEHWI NIEKAPCTBEHHBLIX MpenaparToB, PUONYECKUMU NULAMU, HA UMST KOTOPbIX
BbldaHbl paspelleHnsi Ha NpOoBedEeHMe KIMHUYECKUX uccrnedoBaHui B Poccuiickon Pepepauun, vmnm
YNOJTHOMOYEHHbIMN UMW OpyruMn ropnanvyeckuMmn nmuamm O69|3aHHOCTeI7I, YCTaHOBJI€HHbIX YacTaMu 3u 4
ctatbn 64 HacTtosawero degepanbHOro 3akoHa, NGO B cryvasx npeacTaBrneHMs COOTBETCTBYHOLLMM
YNOJTHOMOYEHHbIM cbe,qepaanuM opraHomMm WUCMOMHUTENBbHOM BracTW 3aKkfioyeHua o HeJOoCTOBEPHOCTHU
pe3ynbTaToB KMMHMYECKOrO WMCCrnefoBaHWUs NeKapCTBEHHOro npenapaTta Ans MeOULUHCKOrO MpUMEHEHMS,
KOTOpPOE OCHOBaHO Ha pesynbTaTtax MpPoBEpKU MEeOULMHCKON opraHu3auum, NpoBOAMBLUEN YyKa3aHHoOe
KNMHUYeckoe uccnegoBaHue C HapylleHueM MpaBun Hagnexallen KIUHUYECKOW MpakTUKW, U NpuBeno K
MonyyYeHnI0 HEeLOCTOBEPHbLIX pe3ynbTaToB, NMOO B Cnyvyae HEBLIMOMHEHUSA NPEAnUCcaHnsi, BblOAHHOMO
YMOSIHOMOYEHHBIM  (befeparnbHbiM ~ OpPraHOM  UCMOMHUTENBHOW BMAcTu MO MTOraM  OCYLLECTBIIEHMS
BbIOOPOYHOIO KOHTPOMSA KayecTBa feKkapCTBEHHOIO npenapaTa, YMNONMHOMOYEHHbIV dheaepanbHbIl OpraH
WCMONHUTENBbHOM BnacTU B YCTAHOBIIEHHOM WM MOPSAKE paccMmaTpyMBaeT BOMPOC O MPUOCTAHOBMEHUU
NPUMEHEHWS TaKOro NieKapCTBEHHOTO npenapara.

Cratbs 66. MIHbopMaumsa o pesynbTaTtax bapMakoHagsopa
(B pea. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-$3)

YNONMHOMOYEHHBIN denepanbHbIn opraH NCNONHNTENBLHOMN BnacTtu, OCYLLIECTBSAOLLMN
dhapmakoHag3op, Haxogdwmxcs B obpaweHun B Poccunckon  Pepepaumu, Mo pesynbtatam
dapmakoHag3opa pa3MeLLaeT Ha CBOeEM odumLmansHOM canTte B ceTn "MHTepHeT" MHdopMaunio 0 NPUHATLIX
peLUEHMSX O BHECEHWM W3MEHEHUS B WMHCTPYKUMIO MO MPUMEHEHMIO JIEKAPCTBEHHOro npenapaTa, O
NPUOCTaHOBNEHNN NPUMEHEHUST NEKAPCTBEHHOrO npenapaTa, 06 u3bATUM M3 obpalleHNs NeKkapCTBEHHOIO
npenapaTta UM o0 BO30OHOBMNEHUM NPUMEHEHNS NTEKAPCTBEHHOIO Npenapara.

(B peq. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-93)

MaBa 14. UHopmauua o nekapcTBeHHbIX Npenaparax

Cratbs 67. VIHdopmMaLmsa 0 NekapCTBEHHbIX Npenaparax

1. WHdopmaums O nekapCTBEHHbIX MpenapaTax, OTMNyCkaembiX MO peuenTy Ha neKapCTBEHHbIV
npenapaTt, AOMMKHA codepxaTbCs TOMbKO B CMeLuanmnsvMpoBaHHbIX W3OaHUsAX, MpedHasHayYeHHbIX Ans
MeaMUMHCKNX, apMaueBTU4EeCKUX, BeTepuHapHbliX paboTHWMKoB. MWHdopMaumsa o0 nekapCTBEHHbIX
npenapaTtax Ans crneuwanqictoB B obnactu obpalleHus nekapCTBEHHbIX CPeacTB MOXET cofepXaTbCs B
MOHorpadusx, cnpaBoyHUKaXx, Hay4YHbIX CTaTbsAX, B AOKNaAax Ha KoHrpeccax, KoHdepeHunsix, CMMnosmymax,
Hay4HbIX COBeTaxX, a TaKkkKe B MHCTPYKUMSAX MO MPUMEHEHUIO NTeKapCTBEHHbIX Npenaparos.

2. ViHdopmaumsa o nekapcTBEHHbIX MpenapaTtax, OTnyckaeMbix 6e3 peuenta Ha neKapCTBEHHbIN
npenapaT, MOXeT cogepXaTbCAd B nybnukaumax M oObABNEHUSX CPeAacTB MacCoBOW MHopmauuw,
cneumanvManpoBaHHbIX M OBLUMX MevaTHbIX W3OaHUSAX, WHCTPYKUMAX MO MPUMEHEHMUIO JeKapCTBEHHbIX
npenapaToB, WHbIX U34aHWAX CYOBbEeKTOB OBpalleHnss nekapCcTBeHHbIX CPeAcTB. PeknamHble martepuansl o
nekapcTBeHHOM npenapaTte, OTnNyckaemoMm 6e3 peuenta Ha neKapCTBEHHbIN npenapaTt, AOIMKHbI
COOTBETCTBOBATb MHCTPYKLMKN MO NPUMEHEHWIO NTEKapCTBEHHOrO npenapara.

3. [onyckaetcsa wcnonb3oBaHWe JOObIX MaTepuanbHbIX HOCUMTENEeRn, MO3BOMSAIWMX XPaHUTb,
nepegasatb M MCNOMb30BaTb MHAOPMaLMIO O NeKapCTBEHHbIX NpenapaTax 6e3 ee nckaxeHums.

MaBa 14.1. OrpaHn4eHuns, HanaraemMmble Ha opraHmM3auum, ocyllecTBnsAOLWMne
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AeATerIbHOCTb NO o6pau.|eHvuo NeKapCTBeHHbIX cpeaAcTB

(BBegeHa PepepanbHbIM 3akoHOM OT 25.11.2013 N 317-93)

Cratbs 67.1. OrpaHudeHus, Hanaraemble Mpu OCYLLECTBINEHUN OeATENbHOCTU B cdepe obpalleHust
neKkapCcTBEHHbIX CpeacTB

1. OpraHusaumn, 3aHumarwmecs paspaboTkon, NpomM3BoACTBOM U (MnKn)  peanu3auunen
NEeKapCTBEHHbIX MpenapaTtoB AN MEeOULMHCKOro NpUMEHEHWsi, opraHuM3auuun, obnagawouime npasamu Ha
NCMNOnb30BaHNEe TOProBOrO0 HaMMEHOBAHWSI JIEKAPCTBEHHOIO npenaparta Ans MeaWLMHCKOrO NpUMEHEHWS,
opraHusauuMm  OMTOBOW  TOPrOBMM  NIEKAPCTBEHHbIMW  CPEACTBaMM, anTeyHble opraHuMsaumm  (Mx
npeacTaBUTENU, UHbIE PU3NYECKUE U IOPUONYECKUE NNLLA, OCYLLECTBISIOLNE CBOK AEATENBHOCTL OT UMEHU
3TUX opraHu3aunii) B OTHOLLEHUN MEAMUMHCKUX PabOTHMKOB U PYKOBOAMTENEN MEAULIMHCKMX OpraHv3aLui
He BnpaBge:

1) BpyyaTb NOAapKW, BbIMNAYMBaTb [AEHEXHble CPeAcTBa (3a WUCKMYEHMEM BO3HArpaXkAeHWn no
[OroBopam npu NPOBEAEHWUN KIMHUYECKUX UCCINEAOBAHMI NEKAPCTBEHHbLIX NpenapaToB Ans MeAULMHCKOro
NPUMEHEHMS], BO3HArpaxxaeHui, CBA3aHHbIX C OCYLLECTBIEHMEM MEOVNLMNHCKUM paboTHUKOM neaarormyeckon
N (MNN) Hay4YHOW OESATENBHOCTM), B TOM YUCIIE OMnayvMBaTh pasBrieveHusl, oTablX, Npoesa K MecTy oTabixa, a
TaKXe npueriekaTb K y4acTUio B pa3BliekaTesibHbIX MePONPUATUAX, NPOBOOMMbBIX 3a CHET CBOMUX CPEeACTB,

2) 3aKnw4yaTte cornaweHna O Ha3HadYeHun wunn pekomeHgauun nadueHTamMm JeKapCTBEeHHbIX
npenapatos AOnd MeauUuMHCKOro npuMmeHeHua (3a UCKIo4YeHnemM [oroesopos O npoeseaeHUn KIMHUYeCKuXx
nccrnefoBaHui NeKapCTBEHHbLIX NPenapaToB ANs MEAULIMHCKOrO NPUMEHEHMS);

3) npepocTaBnaTb 06pas3ubl NeKapCTBEHHbIX MpenapaTtoB Anst MeQUUMHCKOTO NMPUMEHEHUS B LIENsiX
BpyYeHUs1 nauneHTam (3a UCKIMHOYEHNEM CIy4aeB, CBSA3aHHbLIX C NPOBEAEHNEM KITMHUYECKMX UCCnenoBaHNUM
rieKkapCTBEHHbIX NpenapaToB AN MeaULMHCKOrO NPUMEHEHMS);

4) npenocTaBnsiTb HEJOCTOBEPHYIO U (MNK) HEMOMHY MHPOPMAaLMIO O NEKAPCTBEHHBLIX NpenapaTtax
ANs MEAMUMHCKOTO NPUMEHEHWS;

5) nocewatb Mx B paboyee BpeMs Ha pabouMx MecTax, 3a UCKMIOYEHMEM CIy4yaeB, CBSI3@HHbLIX C
NpoBeAeHNEM KITMHUYECKMX UCCMeaoBaHUA NEKapCTBEHHBLIX NpenapaTtoB Ans MeAULMHCKOrO NPUMEHEHNS, C
y4yacTMeM B MOpsiAKe, YCTaHOBIIEHHOM PYKOBOAMTENEM MEOMLMHCKOW opraHusauum, B cobpaHusx
MeJUUNHCKNX paGOTHI/IKOB N NHbIX MeponpunaTnax, HanpaefeHHbIX Ha NoBbilLeHNne nUX I'IpO('*)eCCI/IOHaJ'IbHOFO
YPOBHS1 MW Ha NpefocTaBreHne MHpopMaLun, CBA3aHHOWM C OCYLLECTBEHNEM MOHUTOpPUHIa 6esonacHocTH
nexkapcTBEeHHbIX Npenaparos;

6) nobyxgaTb K BbIMWCLIBAHUIO JIEKAPCTBEHHLIX NPenapaTtoB Ansi MEeAMUMHCKOrO MpUMEHEHUsT Ha
GnaHkax, cogepXaliMx WMHPOPMAaLMIO PEKNaMHOro xapakTepa, a Takke Ha peuenTypHbiX OnaHkax, Ha
KOTOpPbIX 3apaHee Hane4YaTaHo HauMeHOBaHWe JIEKapCTBEHHOIO NpenapaTa Ans MeaULUMHCKOro NpUMEHEHMS.

2. OpraHu3aumu, ykasaHHble B ab3aue nepBoM Yactu 1 HacTosiwen cTaTbW, U MX NpeacTaBuUTeNu B
OTHOLLEHMN (hapMaLLEBTUYECKMX PaBOTHUKOB U PYKOBOAUTENEN anTeuHbIX OpraHM3aLunii He BrpaBe:

1) BpyYyaTb Mopapku, BbiNnayMBaTb AEHEXHblE CPEACTBA, B TOM 4YMCRE OnfavnBaTb PasBrieyeHus,
oTAbIX, MPOE3a K MECTY OTAbIXa, U NMPUBMEKATb K y4aCTUIO B pa3BriekaTeNlbHbIX MEPONPUSATUSIX, MTPOBOAUMbIX
3a CYET CBOWX CPEeacCTB;

2) npepocTaBnaTb 06pasubl NEKAPCTBEHHbLIX NPenapaTtoB Ans MeAULMHCKOrO MNPUMEHEHWUs Ans
BpPYYEHUS HACeneHuHo;

3) 3aknioyaTb CornalleH1s 0 NPeasIoKeHNM HaceneHno onpeaeneHHbIX NEKAPCTBEHHbIX NpenapaTos
Ona MeguuMHCKOro npuMeHeHus;

4) npenocTaBnATb HEOOCTOBEPHYHO M (MNK) HEMOSHY MHAOPMAaLMIO O NEKapCTBEHHbLIX MpenapaTax
ONS MeaMLMHCKOro NPUMEHEHUS, B TOM 4YMCIie MMEIOLMX OOMHAKOBOE MeXZyHapoaHOe HemnaTeHTOBaHHOe
HavMeHOBaHWe.

Cratbsl 67.2. TpeboBaHWsi K OpraHM3aLum N NPOBEAEHNIO HAYYHbIX MEPONPUATUNA, MHBIX MEPONPUATUN,
HanpaBrieHHbIX Ha MOBbiWEHMe MPOgEeCcCMOHaNnbHOr0 YPOBHS MEOUMUMHCKMX pPabOTHMKOB WM Ha
npegocTaBneHve  MHgopMauum, CBSI3@aHHOW C  OCYLLECTBIEHMEM  MOHMTOpMHra  6esonacHocTu
nekapcTBEHHbIX NpenapaToB

1. Mpn NpoBegeHWM Hay4HbIX MepOnpUATUA, UHBIX MEPOMPUATUI, HanpaBfieHHbIX Ha MOBbIWEHWe
NpodeCcCcnoHanbHOr0  YPOBHA  MEOUUMHCKMX pPabOTHMKOB WM Ha MpefoCTaBleHWe CBS3AHHOW C
OCYLLIEeCTBMEHNEM MOHUTOPUMHIra 6e30MacHOCTM NEeKapCTBEHHbIX MpenapatoB MHGOPMaLMK, OpraHu3yeMbliX
opraHmMsaumsamMu, ykasaHHbeiMn B ab3alle nepsomM Yactu 1 ctatbm 67.1 HacTodwero ®eaepanbHOro 3akoHa, nx
npeacrasuTensMm u (unu) uHaHCUpyeMbIX 3a CYET CPeacTB 3TUX OpraHvsauumnm U ux npepcraButenen,
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3anpeLlaeTca NpensTCTBOBATb Y4aCTUIO B yKa3aHHbIX MEPOMPUATUSIX WHbIX OpraHv3auui, KoTopble
NPOM3BOOAT WIM peanuayloT feKapCTBEHHble npenapaTtbl Afs MeOUUUHCKOTO MPUMEHEHUS CO CXOXUM
MexaHn3mMom hbapMaKkoriormyeckoro AencTBusl, NMMbo cosgaBaTb OUCKPUMMHALMOHHBIE YCIOBUS ANsl OOHUX
YYaCTHMKOB MO CPABHEHMWIO C APYITMMU Yy4aCTHUKAMN, 8 UIMEHHO:

1) NpepocTaBnATb pasnMYHoOEe KOSMYECTBO BPEMEHW OMsi BbICTYMNEHUA YYaCTHUKOB, Pasfu4yHble Mo
pasmepy 3aHMMaemMoun nrfowaaM Mecta Ans AeMOHCTpauun obpasuoB NeKapCTBEHHbIX MpenapaTtoB Ans
MEOULMHCKOTO NMPUMEHEHNS NN PEKNTaMHbIX MaTepuarnoB O NEKapCTBEHHbIX NpenapaTtax Ans MeaMLUMHCKOro
NPUMEHEHNS Ha 3KCMO3ULUMSAX, CTeHOaX, 3@ WCKMIOYEHWEM CInydyaeB, eCnu Takme YCroBMS 3akpenrneHbl B
cornalleHusix 9TUX opraHumsauumi, ux npeacraButenen 0 (PUHAHCMPOBAHUM YKa3aHHbIX MepOnpuUATUA U
00yCrnoBneHbl pas3nMyHbIMU 3aTpaTtamMmn y4acTHUKOB Ha MX OpraHM3auuio;

2) ycTaHaBnuBaTb pa3mep B3HOCA AONsl YYACTHWKOB MEPOMNPUATUNA, yKka3aHHbIX B ab3ale nepBom
HaCTOSILLEN YacTu, MPEBLILLAIOWMIA CYMMY 3aTpaT Ha OpraHM3auuio yKasaHHbIX MeponpuaTUiA U BeOyLUUiA K
He0BOCHOBAHHOMY OrpaHUYEHMNIO YMCHa UX YHACTHUKOB.

2. OpraHusaumu, ykasaHHble B absaue nepBom 4Yactm 1 crtatbu 67.1 HacTtosiwero depepanbHoro
3aKoHa, WX npeacTaBUTENW, OCYLLECTBIISIOWME oOpraHmM3aumio U (unu) UHaAHCUPOBAHUE MEPOMPUATUN,
yKa3aHHbIX B YacTu 1 HacTosiwen ctatbu, 06si3aHbl 0becnevmBaTtb 4OCTYN K MHdopMaumm o gaTte, Mecte 1
BPEMEHM TMPOBEAEHMSI YKa3aHHbIX MEpPOMpUATUA, NfaHax, nporpaMmax MnpoBeAEHUs]  YKa3aHHbIX
MEpPONpUSATMA N Temax, NfaHUpyeMbIX ANsi PaCCMOTPEHUHA, COCTaBe MX YYAaCTHWKOB MyTEM pa3MeLLeHus
COOTBETCTBYIOLEN MH(OPMaLMM Ha CBOMX OduuManbHbIX cantax B cetu "MHTepHeT" He nosgHee AOBYX
MecsLEeB 0 HaYana npoBeAeHnst yka3aHHbIX MepPOnpUaTUNA.

3. MHdopmauusa o npoBedeHUM MeponpusTURN, yKasaHHbIX B YacTu 1 HacTosiwen cTtatbu, B CPOK,
YCTAHOBIEHHbIA YacTblo 2 HACTOSLWEN CcTaTbM, LOIPKHA OblTb HanpaBneHa B defeparnbHblii  OpraH
WCMONHUTENBHOW BMNAacCTU, OCYLLECTBASALWNA (PYHKLMM MO KOHTPOIIO U Haa3opy B cdepe 34paBOOXPaHEHNS,
4N nocnegyroLlero pasmelleH1s ee Ha oduLmanbHOM canTe 3Toro opraHa B cetu "MIHTepHeT".

naBa 15. OTBeTCTBEHHOCTb 3a HapyLleHue 3aKkoHoaaTenbcTBa Poccunckon
depepaumm npu obpalleHn nekapCcTBeHHbIX CPeACTB U BO3MelleHne Bpeaa,
NPUYUHEHHOrO 340POBbLIO rpaXaaH BCrneacTBME NPUMEHEeHUs NeKapCTBeHHbIX
npenapaTtoB

Cratbss 68. OTBeTCTBEHHOCTb 3a HapylleHue 3akoHopaTenbcTBa Poccuiickon ®depepaumm npu
obpalleHnn NekapcTBeHHbIX CPeacTB

1. HapylweHwne 3akoHogaTenbcTBa Poccuiickon denepaummn npu obpalleHmn nekapcTBEHHbIX CPEACTB
BreyeT 3a coboli OTBETCTBEHHOCTbL B COOTBETCTBUM C 3aKoHoAaTeNbLCTBOM Poccuiickon ®egepaumm.

(B pen. ®PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. 3a HenpeacTaBneHue nHcopMauumn 1 (MnNn) gaHHbIX, NPegyCMOTPEHHbIX HacToswmnM degepanbHbIM
3aKOHOM, CybbekTbl obpalleHus NeKapCTBEHHbIX CPEACTB HECYyT OTBETCTBEHHOCTb B COOTBETCTBUMM C
3aKkoHogaTtenscTBoM Poccuiickon depepaumn.

(vacTb 2 BBegeHa degepanbHbiM 3akoHOM OT 22.12.2014 N 429-$3)

Cratba 69. BosmelleHve Bpeda, MPUYMHEHHOTO 300POBLI rpaxaaH BCNEACTBUE MPUMEHEHUS
nekapcTBEHHbIX NpenapaToB

1. MpousBognTens NekapcTBEHHOro npenapata obsisaH BO3MECTUTb Bpef, NPUYUHEHHbLIA 300POBbLIO
rpakgaH BCrieacTBME NPUMEHEHMS NIEKAPCTBEHHOIO NpenapaTta, ecnn 4oKas3aHo, YTo:

1) nekapcTBeHHbIN npenapaT MNPUMEHSNCS MO Ha3HA4YeHWIO B COOTBETCTBUM C WHCTPYKUMEN MO
NMPUMEHEHMWIO FIEKAapCTBEHHOIO npenapata M MNpUYMHOM Bpeda SBUCA BBOA4 B TpakgaHCKMW obopoT
HeoOpOKa4YeCTBEHHOIO JIEKAaPCTBEHHOIO NpenapaTa;

2) Bpen 300pOBbI MPUUMHEH BCNeacTBME HEOOCTOBEPHOM WHopmaumn, codepxallencs B
WHCTPYKLUMM MO MPUMEHEHWUI0 NEKapCTBEHHOro npenapaTa, M3gaHHOW NpOM3BOAUTENEM JeKapCTBEHHOMO
npenapaTa.

2. B cnyyae, ecnu Bpen 300pOBbI0 rpaXkaaH NMpUYMHEH BCMEACTBME MPUMEHEHUS NeKapCTBEHHOIO
npenaparta, npuwieawero B HerogHoCTb B pe3ynbTate HapylleHuA npaBuil XpaHeHUA InekapCTBEeHHbIX
CpeacTB, MpaBun OMTOBOM TOProBMnM feKapCTBEHHbIMW Mpenapatamy, npaBun OTMyCcKa IeKapCTBEHHbIX
npenapaTtoB, npaBui  U3rOTOBMIEHWA W OTNyCKka feKapCTBEHHbIX MpenapatoB, BO3MeELleHWe Bpeaa
OCYLLLeCTBMSETCH COOTBETCTBEHHO OpraHu3auunerr ONTOBOW TOProBMM NeKapCTBEHHbIMU CpeacTBamu,
anTe4yHoW  opraHusauuen, VHOMBMAYyamnbHbIM  MNpegfnpuvHUMarteneM,  MMEWLWMMUM  JNIMLEH3U  Ha
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dhapMaLeBTUYECKyl0 AEATENbHOCTE MMM JIMLEH3UI0 Ha MEOUUMHCKYID [OEesTENnbHOCTb, MeOULMHCKOW
opraHusauven, WMelLWwen nNMUEH3N Ha dQapMaueBTUYeCKylo AesdTenbHoCTb (ee  0060COobneHHbIM
nogpasgeneHvem (ambynatopven, denbawepckuMm U enbawepcKo-akyLepCkuM MyHKTaMu, LIEHTPOM
(oToeneHnem) obLen BpavyebHOM (CEMENHO) NPAKTMKKN), PaCMNONOXEHHbIM B CENTbCKOM HAaCENIEHHOM MyHKTE,
B KOTOpPOM OTCYTCTBYeT ante4dHasd Opr8HI/I38LI.I/IF|), gonyctmelMMM - npofdaxy Wi OTNyCK  Takoro
nekapCTBEHHOrO Npenapara.
(B pea. PenepansHoro 3akoHa ot 25.11.2013 N 317-93)

3. BoamelleHune Bpega, NPpUYMHEHHOTO 340POBLI0 rpaXaaH BCNEACTBUE NPUMEHEHUST NEKapCTBEHHbIX
npenapaToB WNW COBEPLUEHMSI MPOTUBOMPAaBHLIX AEWCTBUIA CyObekTaMu OOpalleHUss NeKkapCTBEHHbIX
CPeLCTB, OCYLLECTBNAETCA B COOTBETCTBUM C 3akoHoAaTenscTBOM Poccuickon ®enepaumn.

MaBa 16. 3aknounTenbHbIe NONIOXEeHUs

Cratea 70. O npusHaHWM yTPaTMBLUMMW CWUIy OTAENbHbIX 3aKOHOAATENbHbIX aKTOB (MOMOXEHWUN
3aKkoHofaTenbHbIX akToB) Poccuiickon degepaumm

Mpur3HaTb yTpaTUBLUMMUN CUITY:

1) ®epepanbHbIn 3akoH OT 22 utoHA 1998 roga N 86-d3 "O nekapcTBeHHbIX cpeacTBax” (CobpaHue
3akoHogartenbcTBa Poccunckon ®egepaumm, 1998, N 26, ct. 3006);

2) ®epepanbHbli 3akoH oT 2 gHBapsa 2000 roga N 5-®3 "O BHeceHWM M3MEHEeHWs U OOMOSNHEHUNA B
depepanbHbin - 3akoH  "O  nekapcTBeHHbIX cpeacTtBax" (CobpaHue 3akoHogaTenbcTBa Poccuiickon
depnepauun, 2000, N 2, cT. 126);

3) ctaTtbto 40 depepanbHoro 3akoHa ot 10 aHBapsa 2003 roga N 15-9©3 "O BHeceHUM U3MEHEHMI U
JOMNOMHEeHU B HEKOTOpble 3akoHogaTtenbHble akTbl Poccuiickon depepauum B CBA3M C MPUHATUEM
depepanbHoro  3akoHa "O  NMUEH3UPOBaHWMM  OTAENbHbIX  BMAOB  AdesitenbHocTu"  (CobpaHue
3akoHogartenscTBa Poccuiickon ®epgepaumm, 2003, N 2, cT. 167);

4) ctatbto 31 depepanbHoro 3akoHa oT 30 moHa 2003 roga N 86-P3 "O BHeCceHUWN M3MEHEHUN ©
OOMONTHEHUI B HEKOTOPbIE 3aKoHoAaTeNbHble akTbl Poccuiicko ®egepaumm, Npu3HaHUM yTpaTUBLLMMU CUITY
OTAEnNbHbIX 3aKkoHodaTenbHbIX akToB Poccunckon ®deagepaumu, NpeaoCTaBneHUN OTAENbHBIX FapaHTumn
COTPYOHWKAM OpraHoB BHYTPEHHWUX [Oesl, OpPraHOB MO KOHTPOJ0 3a OOOpPOTOM HapKOTUYECKUX CPEACTB U
MCUXOTPOMHbIX BELWECTB U ynpasgHaemblx denepanbHbIX OpraHoB HaNoroBol MNoOnvMuMM B CBS3M C
OCYLLECTBMEHMEM Mep MO  COBEPLUEHCTBOBAHUIO  rocygapcTBeHHoro  ynpaenexus"  (CobpaHue
3akoHogatenscTBa Poccunckon ®egepaumm, 2003, N 27, cT. 2700);

5) ctatbio 101 depepanbHoro 3akoHa oT 22 asrycta 2004 roga N 122-03 "O BHeCeHUM U3MEHEHWI B
3aKkoHodaTenbHble akTbl  Poccuiickon ®egepaumy M NpU3HAHUM  YyTPATUBLUMMK  CUIY  HEKOTOPbIX
3akoHodaTenbHbIX akToB Poccuinckon Pepepaunmn B cBA3M ¢ npuHATnem PegepanbHbix 3akoHoB "O
BHECEHMM MW3MEHEeHUNn W pononHeHurn B ®PepepanbHbii 3akoH "OO6 00OWMX NPUHUMNAX oOpraHu3auum
3aKoHoAaTenbHbIX (MpeacTaBUTENBbHBIX) U UCMOSNHUTENBbHBIX OPraHoOB roCyAapCTBEHHOW BNacTtu CyOBbEKTOB
Poccuiickon ®epepauun” n "O6 06LWMX NpUHLMNAX OpraHn3auum MECTHOrO caMmoynpasrneHus B Poccuinckon
depepaunn” (CobpaHue 3akoHogatenscTa Poccuickon ®egepaumm, 2004, N 35, cT. 3607);

6) ctatbio 28 PepepanbHoro 3akoHa ot 18 gekabps 2006 roga N 231-903 "O BBegeHun B OencTeue
yactn 4etBepTon [paxpaHckoro kogekca Poccuiickon @Pepepaummn" (CobpaHue 3akoHopaTernbCTBa
Poccunckon ®enepaummn, 2006, N 52, cT. 5497).

Cratbs 71. BectynneHue B cuny Hactosiwero degepansHOro 3akoHa

1. Hactosawmin ®epepansHbiin 3akoH BCTynaeT B cuny ¢ 1 ceHTabps 2010 roga.

2. JlekapcTBeHHble cpefcTBa, 3aperMcTpuMpoBaHHble [0 [OHSA BCTYMNNEHWS B CUNY HACTOSLIEro
denepanbHOro 3akoHa, Moanexart BKIIOYEHWUK B FOCYAAPCTBEHHbLIE PEEecTpbl NEeKapCTBEHHbLIX CPEACTB C
BHECEHMEM YKa3aHHbIXx B 4Yactum 1 cratbm 33 Hactoswero depepanbHOro 3akoHa CBefeHui 06 3Tux
NeKapcTBEHHbIX cpeAcTBax 0e3 NpoXoXAEeHWs BHOBb Mpouedypbl FOCYOApCTBEHHOW —pervcTpauum
NeKkapCcTBEHHbIX NpenapaTos.

3. NocypapcTBeHHasi pervctpaumsi NeKapCTBEHHbIX NpenapaTtoB, 3a MCKIIOYEHVWEM J1eKapCTBEHHbIX
npenapaToB Ans MEeOWMUMHCKOrO NPUMEHEHWsl, NPEeACTaBMEHHbIX Ha YKa3aHHYH pernctpaumio Ao AHS
BCTYNIeHNs B cuny Hactosiwero denepanbHOro 3akoHa, OCYLLECTBNSETCS B COOTBETCTBMU C HACTOSLLMM
degeparnbHbIM 3aKOHOM Ha OCHOBaHWW AOKYMEHTOB M AaHHbIX, MPeACTaBNeHHbIX 40 AHS BCTYMNEHUS B CUIy
HacTosiwero PegepansHOro 3akoHa.

(B pea. PenepansHoro 3akoHa ot 11.10.2010 N 271-d3)
3.1. locypgapcTBeHHast permcTpaums nekapcTBEHHbIX npenapaToB Afs MeOUUMHCKOTO MPUMEHEHUS,
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NpeacTaBrieHHbIX Ha TOCYOAPCTBEHHYKD perncTpaumio [0 OHA  BCTYMJIEHMS B CUIYy  HacTosLEro
depnepanbHOro 3akoHa, U rocyaapCTBEHHAsl PerncTpaunst NekapCTBEHHbIX NpenapaToB A MeaUUMHCKOro
NPUMEHEHWs, NPeACTaBMNEHHbIX Ha 93KCMEepTU3y JEeKapCTBEHHbLIX CPeACTB OO0 AHA BCTYMIIEHUS B CUNY
HacTosawero ®egepanbHOrO 3akoHa B LENsAX MX MOCNeayloLlen rocyaapCTBEHHOW  perucrpaumu,
OCYLLIECTBIIAIOTCA Ha OCHOBAaHWW [OOKYMEHTOB W AaHHbIX, MPEACTaBIEHHbIX OO0 OHSA BCTYMMEHWUS B CUny
HacToswero defepanbHOro 3akoHa, a Takke 3asiBieHMs1 O TOCYAapCTBEHHOW permctpauumn nekapCTtBeHHOro
npenapaTta, NpeacTaBneHHOro MpoM3BOAUTENEM NEKAPCTBEHHbLIX MpenapatoB WM YNOMHOMOYEHHbIM UM
NUUOM B COOTBETCTBMM C HacToswum deaepanbHbIM 3aKOHOM B YMONTHOMOYEHHbIN (heaepanbHbiA opraH
ncnonHutensHon Bnactu go 1 mapta 2011 roga, 6e3 TpeboBaHua ynnaTbl rOCY4APCTBEHHOW MOLUMMHBI,
npenycMOTPEHHOW 3akoHoAaTenscTBoM Poccuiickon ®epepaumm o Hanorax n cbéopax.

(vacTb 3.1 B pea. ®epepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.2. MNMopTBEpXaeHMe rocyaapCTBEHHOW permcTpaumm nekapCcTBeHHbIX NpenapaToB Anst MEAMLUHCKOrO
NPUMEHEHWS, NpeACcTaBNeHHbIX ANs NOATBEPXAEHWUS roCyAapCTBEHHOW perncrpauum Ao OHS BCTyNeHus B
cuny  Hactosiwero @epepanbHOro  3akOHa, W MOATBEPXOEHWE  FoCyAapCTBEHHOW  peruMcrpauuu
NEKapCTBEHHbIX MpenapaTtoB ANnsd  MeOMUMHCKOro MNPUMEHEHMUs, MNPEACTaBIEHHbIX Ha  SKCMepTusy
NEKapCTBEHHbIX CPeacTB A0 AHS BCTYMIIEHMA B cuiy HacTosiwero depepanbHOro 3akoHa B LEensx
nocriegyroLwero MOATBEPXKOEHUS WX TOCYLAPCTBEHHOMW perucTpaumu, OCYLLECTBIISAKTCA Ha OCHOBaHWM
OOKYMEHTOB M [aHHbIX, NPeACTaBNEHHbIX A0 OHA BCTYNNEHUSA B cuny Hactoswero ®enepanbHOro 3akoHa, a
Takke 3asBNeHUs O MOATBEPXKAEHMM T[OCYAAapPCTBEHHOW perncTpauum nekapcTBEHHOro npenapaTa,
NpeacTaBfieHHOro MpPOM3BOAMTENEM NEKAapCTBEHHbIX NpenapatoB WM YNOAHOMOYEHHbIM UM NULOM B
COOTBETCTBUN C HacTodAwmMm deaepanbHbIM  3aKOHOM B YNOMHOMOYEHHbIN  (befeparnbHblil - opraH
ncnonHutensHon Bnactu go 1 mapta 2011 roga, 6e3 TpebGoBaHua ynnaTbl rOCYLAPCTBEHHOW MOLUMMHBI,
npenycMOTPEHHOW 3akoHoAaTenscTBoM Poccuiickon ®epepaumm o Hanorax n cbopax.

(yactb 3.2 B peq. PepepanbHoro 3akoHa oT 29.11.2010 N 313-93)

3.3. TpuHATNE peLLeHnst O BHECEHNM U3MEHEHWUI B JOKYMEHTbI, COAepXallmecs B permcTpaunoHHOM
JOCbe Ha 3aperMcTpuMpoBaHHbI  NEKapCTBEHHbI npenapaT Ans  MeaMUMHCKOro MNPUMEHEHMST W
NpeAcTaBrieHHble A0 OHsI BCTYMEHUs B cuUIy Hactosiwero degepanbHOro 3akoHa, U NPUHATME peLleHust O
BHECEHMUMN U3MEHEHWI B OOKYMEHTbI, COAEpXKalLleecsd B PErmcTpauuoHHOM OOCbe Ha 3aperMcTpyMpoOBaHHbIN
NEeKapCTBEHHbIM Mpenapat Ans  MeOULMHCKOTO MPUMMEHEHMSI U NpPeacTaBfieHHble Ha  9KCNepTusy
NEeKapCTBEHHbIX CPEACTB 0 AHA BCTYNIEHUs B cuny Hactosiwero degepanbHOro 3akoHa, OCyLECTBMAAKOTCA
Ha OCHOBaHMM [AOKYMEHTOB W AaHHbIX, NPeaCTaBMEeHHbIX A0 AHA BCTYMNEHWs B CUNY HaCTOSLLEro
denepanbHOro 3akoHa, a TakkKe 3asiBNeHUMS O BHECEHUUM WM3MEHEHU B [OKYMEHTbl, coaepxaluecs B
permcTpaumMoHHOM [OCbe Ha 3aperMcTpMpoBaHHbLIA NEKAapCTBEHHbIM npenapaTt Aans  MeauuUUHCKOro
NpUMeEHeHUs, NPeaCTaBeHHOro NPon3BoaANTENEM NEeKapCTBEHHbLIX NpenapaToB UMM YNOSIHOMOYEHHbIM UM
NMLIOM B COOTBETCTBMU C HacToAwmMM defeparnbHbiM 3aKOHOM B YMOJTHOMOYEHHbIM dhefeparnbHbli OpraH
ncnonHutensHon Bnactu go 1 mapta 2011 roga, 6e3 TpebGoBaHuA ynnaTbl FOCY4APCTBEHHOW MOLUMMHBI,
npeoycMOTPEHHOW 3akoHodaTenscTBoM Poccuiickon ®egepaumm o Hanorax n cbopax.

(vacTb 3.3 B peq. PeapepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.4. Bolgada paspelueHnin Ha npoBedeHne KIMHUYECKUX UCCReaoBaHU NekapCcTBEHHbIX NpenapaToB
ONs MEOMLMHCKOrO MPUMEHEHMS MO 3asiBMEHUsM, NOAaHHbIM [0 OHS BCTYMJIEHUA B CUITY HACTOSILLEro
depnepanbHOro 3akoHa, a Takke Mo 3asdABMEHUSIM, NOAAHHbIM MOCNe OHA BCTYMMEHUS B CUIY HaACTOsILLEro
denepanbHOro 3akoHa Ha OCHOBaHUWM 3KCMEPTU3, MPOBEAEHHbIX OO AHSA BCTYMMEHUS B CUMY HaACTOSILLEro
denepanbHOro 3akoHa, OCYLLECTBMASIETCA B COOTBETCTBUM C HacToAwwmm PepepanbHbiM  3aKOHOM  Ha
OCHOBaHWM [OKYMEHTOB W [AaHHbIX, MPEeACTaBNEHHbIX WM MOMyYeHHbIX A0 OHA BCTYNSEeHUa B cuny
HacTosiwero ®denepanbHOro 3akOHa, a Takke Ha OCHOBaHWW KOMWM npeaBapuTenbHOro [oroeopa
00sA3aTeNbHOIO CTPaAxXOBaHUS XWU3HW, 300POBbS MALMEHTOB, YYaCTBYHOLWIMX B KIIMHWYECKOM MCCedoBaHUM
NeKapCcTBEHHOro npenapaTta Ans MeAUUMHCKOrO MPUMEHEHUS, UMW KOMUW [AoroBopa 00si3aTenbHoro
CTpPaxoBaHMWS XW3HW, 300POBbsi MNALMEHTOB, YYACTBYHOLIMX B KITMHUYECKOM UCCNEefOBaHUM NIEKAPCTBEHHOIO
npenapata Ansi MeOULMHCKOTO NPUMEHEHWsl, NMbOo NpeAcTaBNeHHOW Konuu [oroBopa ob6si3aTenbHOro
CTpaxoBaHMWsl, 3aKITOYEHHOTO B COOTBETCTBMM C TUMOBLIMM MNpaBuiiaMuM 00s13aTENbHOr0 CTPaxOoBaHWs, C
yKasaHMem npenesnibHoM YUCIEHHOCTM MaUMEHTOB, Y4YacCTBYWLWMUX B  KIMHWYECKOM WCCredoBaHUM
NEeKapCTBEHHOro npenapara 4fs MeAMLMHCKOro NpuMeHeHusi, 6e3 TpeboBaHMs ynnaTbl rOCyaapCTBEHHOW
NOLWNMHbLI, NPedyCMOTPEHHON 3akoHodaTenbCTBoM Poccuinckon degepaumm o Hanorax u cbopax.

(vacTtb 3.4 B peq. PenepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.5. BapeructpupoBaHHble B WHOCTPaAHHOW BamnwTe A0 [AHA BCTYNSIEHWS B CUMY HaCTOSLLEro
denepanbHOro 3akoHa npefenbHble OTNYCKHbIE LieHbl MHOCTPaHHbIX NPOU3BOAUTENEN Ha NeKapCTBEHHbIe
npenaparbl, BKNIOYEHHbIE B NEPEYEHDb XXM3HEHHO HEODOXOAMMBIX N BaXKHEWLLMX NEKapCTBEHHbLIX Npenaparos,
nognexart nepecyety B pybonm no kypcy LleHTpanbHoro GaHka Poccuiickon ®epepaumm Ha gary,
ycTaHoBneHHyt [NpaButensctBom Poccuiickon ®enepauun, 6e3 npencraBneHus 3asiBNieHUs O nepecyeTte
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LEeHbl C BHECEHNEM COOTBETCTBYIOLLUMX U3MEHEHUA B NOCYAAPCTBEHHBIN peecTp npefenbHblX OTNYCKHbIX LIEH
npou3BoanTeNen Ha JeKapCTBEHHbIE MpenapaTbl, BKMOYEHHbIE B MEpPEYEHb XU3HEHHO HEeobXxoanMbIX W
Ba>KHEWLUMNX NEKapPCTBEHHbIX NpenapaTos.

(vactb 3.5 BBeaeHa PepepanbHbiM 3akoHoM oT 11.10.2010 N 271-03)

3.6. 3apeructpupoBaHHble OO AHA BCTYMNeHWs B cuny Hactoswero ®degepanbHOro 3akoHa
npeaenbHble OTNYCKHbIE LieHbI POCCUMCKNX NPOU3BOAUTENEN HA NIEKapCTBEHHbIE Npenaparthbl, BKMOYEHHbIE B
nepeyeHb XN3HEHHO HEOOXOAMMBIX U BaXXKHEWLLNX NeKapCTBEHHbIX NpenapaToB, noanexar uHgekcauum ¢ 1
Hos6ps 2010 roga wmcxods M3 MPOrHO3MPYEMOro YPOBHS WMHMNSAUMKM, YycTaHoBneHHoro ®depeparnbHbIM
3akoHoMm oT 2 gekabps 2009 roga N 308-03 "O depepanbHom Gromkete Ha 2010 rogq M Ha nnaHoBbIA
nepuog 2011 n 2012 rogos" Ha 2011 roga.

(vacTb 3.6 BBegeHa PenepanbHbIM 3akoHOM oT 11.10.2010 N 271-93)

3.7. MNMocne 1 mapta 2011 roga He gonyckakTcs NPouM3BOACTBO M BBO3 B Poccuiickyio deaepalmio
NeKapCTBEHHbIX NpenapaToB B yNakoBKax C MapKMpOBKOW, KOTopasa Obina HaHeceHa A0 OHSA BCTYMNIEHWS B
cvuny Hactoswero ®egepanbHoro 3akoHa. 10 MCTEYEHMM YKa3aHHOrO CpOKa [AaHHble FeKapCTBEHHbIE
npenapaTbl MOMyT OTMyCKaTbCH, peann3oBblBaTbCs, NepeaaBaTbCa U NPUMEHATBCA OO0 UCTEYEHUS] UX CPOKa
rOQHOCTMW.

(B pea. PegepanbHbIx 3akoHoB oT 29.11.2010 N 313-d3, o1 06.12.2011 N 409-93)

4. Co gHa BCcTynneHus B cwuny Hactosiwero PepepanbHoro 3akoHa v no 30 anpens 2011 roga
BKMIOUYNTENBHO [OMNyCKaeTCa MpoBedeHME SKCNEepTM3bl NEKAapPCTBEHHbIX CPeACTB 3KCMepTamn 3KCMEPTHOro
yupexaeHuss OO0 NpPOXOXAEeHUs UMW aTTecTauuum B Mopsiake, YCTAHOBMEHHOM  YNONHOMOYEHHbIM
dhenepanbHbIM OPraHOM UCMOMHUTENBHOW BNAcTu.

5. Co pgHa BCcTynneHus B cuny Hactosiwero ®epepanbHoro 3akoHa u no 31 gekabpsa 2013 roga
BKITHOUMTENBHO OCYLLECTBMAETCA MEepexoq K MpOU3BOACTBY NEKAPCTBEHHLIX CPEACTB B COOTBETCTBUM C
npaBunaMyM OpraHuM3auum NpPOV3BOACTBA M KOHTPOINS KayecTBa NeKapCTBEHHbIX CPEACTB, YKas3aHHbIMU B
yactu 1 ctatbu 45 HacToswero degepanbHOro 3akoHa, B nNofiHoM obbeme. Cpoku nepexoda Npou3BoacTea
NEeKapCTBEHHbIX CPEACTB K WX MPOM3BOACTBY B COOTBETCTBUM C KOHKPETHbIMW TpeboBaHUAMU LaHHbIX
npaBwi, BKMOYas CPOKM aTTectaumMy YNONHOMOYEHHBbIX fWL, YKasaHHbIX B 4Yactax 6 u 7 cratbu 45
HacToswero deaepanbHOro 3akoHa, ycraHasnmeatoTcs lNpaButenscteom Poccuinckon depepaumm.

6. JIMueH3aunm Ha npom3BOACTBO JIEKAPCTBEHHbIX CPeacTB, BbldaHHble o 1 aHBapss 2014 ropa,
gevicteyloT nocne 1 aHeBaps 2014 roga OO UCTEYEHUS CpPoOKa UX OEWCTBUS MPU YCNOBUMM COOTBETCTBUSA
nuueHsMaTa npaBunaM opraHusaumm MpoM3BOACTBA M KOHTPONA KayecTBa NEKapCTBEHHbIX CPeacTs,
yKasaHHbIM B Yactun 1 ctatbun 45 HacToswero ®efepansbHOro 3akoHa.

7. ®opmMuMpoBaHMe rocydapCTBEHHOroO 3afaHUA Ha nNpoBedeHMe 3KCNePTU3bl NeKapCTBEHHbIX CPeACTB
degepansHOMy — rOCYOApCTBEHHOMY — OHOMKETHOMY  yUpeXOEHVMIO MO MPOBEOEHUIO  3KCMEPTU3bI
NeKapCcTBEHHbIX CPeacTB M (UHAHCOBOe obecrnevyeHne BhINOMHEHNUS 3TOr0 3a[aHWsi OCYLLECTBMSIIOTCS B
nopsigke, ycraHoBrneHHoM ®PegepanbHbiM 3akoHOM OT 12 sHBapsa 1996 roga N 7-O3 "O HekoMMepYecKmx
opraHmsaumax”.

(vacTb 7 BBegeHa PepepanbHbiM 3akoHOM oT 29.11.2010 N 313-03)
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