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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapCcTBEHHbIX cpeacTs”

(c u3m. n gon., BCTyN....

[okyMeHT npepoctasneH KoHncynbranTntoc
[ata coxpaHeHus: 16.09.2016

12 anpens 2010 roga N 61-03

POCCUNCKASA ®EQEPALINA
®EOEPANbHBLIA 3AKOH
OB OBPALLEHMN NEKAPCTBEHHbBIX CPEACTB

MpunHar
MocynapctBeHHoM [ymon
24 mapTta 2010 roga

OpobpeH
CoseTom depepaumm
31 mapTta 2010 roga
CnMCOK M3MEHSIIOLLIMX [I0KYMEHTOB
(B pen. ®enepanbHbix 3akoHOB 0T 27.07.2010 N 192-03,

o1 11.10.2010 N 271-®3, o1 29.11.2010 N 313-®3,

o1 06.12.2011 N 409-®3, o1 25.06.2012 N 93-93,

oT 25.12.2012 N 262-®3, o1 02.07.2013 N 185-93,

oT 25.11.2013 N.317-®3, o1 12.03.2014 N 33-93,

o7 22.10.2014 N 313-®3, o1 22.12.2014 N 429-®3 (peg. 13.07.2015),
o1 08.03.2015 N 34-93, ot 29.06.2015 N 160-93,
oT 13.07.2015 N 233-®3, o1 13.07.2015 N 241-®3,
o1 13.07.2015 N 262-®3, o1 14.12.2015 N 374-®3, 01 29.12.2015 N 389-®3,
o1 02.06.2016 N 163-®3, ot 03.07.2016 N 305-®3,
ot 03.07.2016 N 350-03)

Maea 1. OBLWWUE MOJTOXXEHUA
Cratba 1. NpegmeT perynupoBaHust HacTosilwero degepanbHOro 3akoHa

1. Hacroawmin ®enepanbHbil 3aKOH PErynupyeT OTHOLIEHUS, BO3HUKaWWMe B CBSA3M C obpalieHvem -
pa3paboTKoW, AOKITMHUYECKMMMW UCCNEAOBAHUAMMN, KITMHUYECKMMU WCCNEAOBAHUAMU, IKCMEPTU3OMN, roCySapCTBEHHON
pervctpaumen, co cTaHgapTM3auuen M C KOHTPOMEM KayecTBa, MNPOU3BOLCTBOM, W3rOTOBMIEHUEM, XPaHEHUEM,
nepeBo3kon, BBO30OM B Poccuiickyto ®egepaumio, BbiBO3oM U3 Poccuiickon Pepepauumn, peknamon, OTMyCKOM,
peanusaumen, nepegaden, NPUMEHEHNEM, YHUUTOXEHNEM NEKAaPCTBEHHbLIX CPEACTB.

(B pen. PegepansHoro 3akoHa ot 06.12.2011 N 409-93)

2. Hacrosawmin degepanbHbli  3aKOH  yCTaHaBNMBaeT MNPUOPUTET  FOCYAApCTBEHHOrO  perynupoBaHus
BesonacHocTn, kayecTBa U 3 PEKTMBHOCTU NIEKAPCTBEHHBIX CPEACTB NPU NX ODpaLLeHUN.

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

Cratbsa 2. Cpepa npumeHeHus HacTodawero PenepanbHOro 3akoHa

HacTtosiwmn ®enepanbHbIi 3aKOH NPUMEHSAETCS K OTHOLLEHWUSIM, BO3HUKAIOLLMM MPpU  oOpalleHun NekapCTBEHHbIX
cpencTtB Ha Tepputopun Poccuinckon denepaumn.

CraTtbs 3. 3akoHogaTenbLCTBO 00 0OpalleHnn NekapCTBEHHbIX CPeaCTB

1. 3akoHopaTenbCTBO 06 obpalleHMN NekapCTBEHHbIX CPEACTB COCTOUT U3 HacTosiero ®eaepanbHOro 3akoHa,
apyrmnx degepanbHbiX 3aKOHOB U MHLIX HOPMaTUBHbLIX MPaBOBbIX akToB Poccuiickon ®eaepaunn.

1.1. 3akoHogaTenbcTBO 006 0OpalleHnM NEeKApCTBEHHLIX CPEeACTB B OTHOLIEHUM HOPUONYECKUX UL U
WHOMBMAYANbHBIX NPEeAnpUHUMAaTENEN, OCYLLECTBISIOWNX OEATEMbHOCTL Ha  TEPpUTOpUN  MEXAYHapOOHOro
MEOMLUMHCKOro Knactepa, MNpPUMEHSIETCS C Yy4eTOM OCOBEHHOCTeNn, ycTaHoBneHHbix ®PegepanbHbiM 3akoHoM "O
MexayHapogHoOM MeaULMHCKOM KnacTtepe U BHECEHUN N3MEHEHUN B oTAaesibHble 3aKoHoA4aTellbHble aKTbl Poccuickon
depnepaummn”.
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapCcTBEHHbIX cpeacTs”

(c u3m. n gon., BCTyN....

[okyMeHT npepoctasneH KoHncynbranTntoc
[ata coxpaHeHus: 16.09.2016

(vacTb 1.1 BBegeHa depepanbHbIM 3akoHoM OT 29.06.2015 N 160-03)

2. [enctBue Hactosiwero ®egepanbHOro 3akoHa pacnpocTpaHsieTcsl Ha obpalleHne HapKOTUYECKUX
NEKapCTBEHHbIX CPeACTB U MCUXOTPOMHbIX JIEKAPCTBEHHbLIX CPEeACTB C Y4eTOM OCODEHHOCTEN, YCTaHOBIEHHbIX
3akoHogatenbCcTBOM Poccuiickon depepaumm O HapKOTUYECKMX CPEACTBax, MCUXOTPOMHbIX BeWecTBax M 006 ux
npekypcopax.

3. Oencteue HacToswwero ®eaepanbHOro 3akoHa pacnpocTpaHaeTcs Ha obpalleHve paavodapmaleBTUYEeCKUX
neKapCTBEHHbLIX CPeACTB C Y4eTOM OCODEHHOCTEW, YCTaHOBMEHHbIX 3aKkoHoaaTenbcTBOM Poccuiickon depepaunm B
obnactn obecneyeHnss pagmalmoHHoM 6e30nacHOCTM.

4. Ecnu mexayHapoaHbiM goroBopom Poccuiickon degepaumm yCTaHOBMEHbI UHbIE MpaBuia, YemM Te, KoTopble
npeaycMoTpeHbl HacToAwmM deaeparnbHbIM 3aKOHOM, NMPUMEHSIIOTCS MpaBuia MeXayHapoOAHOro 4Oroeopa.

5. B Poccuiickon ®egepauum B COOTBETCTBMU C MEXAYHApOAHbIMKU AoroBopamu Poccunckon ®egepaumm n (unu)
Ha OCHOBE NPUHLMMNA B3aMMHOCTV MPU3HAKTCA pe3ynbTaTbl KNMMHUYECKUX WUCCReOBaHUA NeKapCTBEHHbIX MpenapaToB
AN MeaMLUMHCKOro NpMMeEHeHMs1, NpoBeAeHHbIX 3a Npeaenamn Tepputopun Poccuiickon ®egepauunn.

Crtatbs 4. OCHOBHbIE MOHATUSA, ncnoJib3yemble B HaCcTodlem d>ep,epaan0M 3aKOHe

Onsa uenen HacToswero ®eaepanbHOro 3akoOHa UCMONb3YIOTCA CreAyoLLMe OCHOBHbIE MOHATUS:

1) NnekapcTBeHHbIE CPEACTBA - BELLECTBA UM X KOMOUHALMK, BCTynatoLwme B KOHTAKT C OpraHu3MOM 4erioBeka
UM KMBOTHOTO, MPOHMKAIOLLIME B OpraHbl, TKAHW OpraHM3mMa u4erioBeka WM XXMBOTHOMO, MNPUMEHsIeMble Ans
NpOUNaKTUKN, ONArHOCTUKU (32 WUCKITIOYEHMEM BELLECTB UMM UX KOMOMHAUWA, HE KOHTaKTUPYHOLIMX C OpPraHu3mMom
YyenoBeka WIIM >KMBOTHOrO), neveHuss 3aboneBaHusl, peabunutaumu, AN COXPaHEeHWsl, NpPedoTBpaLleHus Wnm
npepbiBaHNsi 6€pEMEHHOCTM U NOJTyYEHHbIE U3 KPOBU, MNia3mbl KPOBWU, M3 OPraHoB, TKAHEW OpraHu3ma 4denoBeka Wnu
XMBOTHOTO, pPacTEHUN, MUHEepanoB MeTOA4aMW CUHTE3a WM C NpuMeHeHnem OGuonormyeckmx TexHonormn. K
nekapCTBEHHbIM CpeAcTBaM OTHOCATCS hapmaLeBTUYECKME CYOCTaHLMM U NeKapCTBEHHbIE NpenapaTsbl;

2) cbapmaueBTUyeckas cybcTaHums - NekapCcTBEHHOE CPeACTBO B BWAE OLHOMO WM HECKOMbKMX O0nagaroLLmx
hapMakonorm4eckon akTMBHOCTLIO AEVCTBYHOLLMX BELLECTB BHE 3aBMCMMOCTM OT MPUPOAObl NMPOUCXOXAEHUS, KOTOpOe
npegHasHayYeHo Ans Npou3BOACTBA, M3roTOBIIEHUS NTEKAPCTBEHHbIX NPenapaToB 1 onpegensieT nx 3deKTUBHOCTb;

(n. 2 B pea. ®egepanbHoro gakoHa ot 22.12.2014 N 429-03)

3) BcrnomoraTesbHble BellecTBa - BeleCcTBa HEOPraHM4Yeckoro WM OpPraHUYecKoro  MPOMUCXOXAEHUS,
ucnosnb3yemble B MNPOLIECCE MNPOM3BOACTBA, MW3rOTOBMIEHMST JEKAPCTBEHHLIX MpenapaToB Ans  npuaaHus UM
HeobxoaMMbIX PU3NKO-XUMNYECKNX CBONCTB;

4) nekapcTBeHHble NpenapaTbl - NEKAPCTBEHHbIE CPEACTBA B BUAE JEKAPCTBEHHbIX (DOPM, MPUMEHSIEMblE ANA
NpodMnakTuKN, ANArHoCTUKKU, NneveHust 3aboneBaHusi, peabunutaumm, AN COXpPaHEHWs, NpenoTBpPaLleHus Wnm
npepbiBaHNsi 6epeMeHHOCTY;

5) nekapcTBeHHas hopma - COCTOsIHNE NeKapCTBEHHOMO NpenapaTa, COOTBETCTBYOLee crnocobam ero BBeaeHus
U NpuMeHeHusa n obecneyvmBaloLLiee AOCTUXKEHNE HEOOX0ANMOro neyebHoro adhekTa;

5.1) po3npoBKa - CoAepXKaHNe OOHOr0 UIN HECKONbKUX OENCTBYHOLINX BELLECTB B KONIMYECTBEHHOM BbIPpaXXeHUU
Ha eavHULYy [03bl, U eaMHuLy obbemMa, UnNn eanHULY Macchbl B COOTBETCTBUM C NeKapCcTBeHHOW copmon nnbo ans
HEKOTOPbIX BUOOB NIEKAPCTBEHHbLIX POPM KONMMYECTBO BbLICBODOXOAEMOr0 M3 feKapCTBEHHONW (POpPMbl OENCTBYHOLLENO
BELLECTBA 3a eANHNLYY BPEMEHM;

(n. 5.1 BBeaeH PeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

6) nepeyeHb XM3HEHHO HEOOXOAUMBIX U BaXKHEWMLUNX JIEKAPCTBEHHLIX MPENnapaToB - €XEerogHo YTBepXOaeMmbii
MpaButenbcTBoM Poccuiickon Penepauumn nepevyeHb NeKapCTBEHHbIX NpenapaToB Ans MeAULMHCKOro MpPUMEHEHMS,
obecneynBaoLLNX NPUOPUTETHBIE MOTPEOHOCTU 30PaBOOXPaHEHUS B LIENsIX NPOdUNaKkTUKL K neveHnst 3aboneBaHun, B
TOM uucre npeobnagarowmnx B CTpykType 3abonesaemoctn B Poccuiickon degepaumy;

6.1) opchbaHHble NekapCTBEHHbIE NMpenapaThl - JIeKapCTBEHHbIE NpenapaTtbl, NpegHa3HaYeHHbIE WCKIIOYMTENTbHO
AN AUarHOCTMKM UM NaTOreHeTUYECKOro NeYeHnst (NneyYeHmnsl, HanpaeneHHoOro Ha MexaHu3M pasBuTUS 3aboneBaHusl)
pedknx (opdaHHbIX) 3abonesaHun;

(n. 6.1 BBegeH ®enepanbHbIM 3aKOHOM oT 22.12.2014 N 429-93)

6.2) Guonorvdeckue nekapcTBEHHble npenapaTtbl - JlekapCTBEHHblE MNpenapaTtbl, AEeNCTBYKOLlEE BELLECTBO
KOTOpPbIX NPON3BEAEHO UIK BblAENEHO N3 OMOMOrMYECKOro MCTOMHUKA M A4Sl onpeaerieHns CBOMCTB M KavyecTBa KOTOPbIX
HeobxoomMma KomMOMHauus Guonornyecknx u uUsmMKo-xmmmuveckmx mMetogoB. K Ouonormvyeckum nekapcTBEHHbLIM
npenapaTam OTHOCATCSH MMMyHOBMOnornyeckne nekapcTBeHHbIE Npenaparhl, IeKapCTBEHHbIEe NpenapaTtbl, NoNy4YeHHble
M3 KPOBW, NnasMbl KPOBM YerioOBEKA M KMBOTHLIX (32 WCKMHOYEHUEM LENbHOM KPOBM), OMOTEXHoMNorndyeckue
nekapcTBeHHble npenapaThbl, reHoTepaneBTUYECKMEe NekapCTBEHHbIE Npenaparhbl;

(n. 6.2 BBegeH depepanbHbIM 3aKoHOM OT 22.12.2014 N 429-03)

7) NMMYHOOMOOrMYecKkne feKkapCcTBEHHbIE MpenapaTbl - NeKapCTBEHHbIE MpenapaTbl, NpegHa3HavYeHHble Ans
POpPMMPOBAHMS AaKTUBHOMO UMM NACCMBHOIO MMMYHUTETA NGO AMArHOCTUMKM HanmuumMs MMMyHUTETa WU OUAarHOCTUKM
crneundunyeckoro NPMOBPETEHHOrO U3MEHEHUS MMMYHONOIMMYECKOro OTBeTa Ha anneprusvpyrowme BeulectBa. K
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapCcTBEHHbIX cpeacTs”

(c u3m. n gon., BCTyN....

[okyMeHT npepoctasneH KoHncynbranTntoc
[ata coxpaHeHus: 16.09.2016

MMMYHOOMOMNOrMYECKUM JIEKAPCTBEHHBIM NpenapataM OTHOCATCA BaKUMHbI, aHaTOKCWHbI, TOKCWHbI, CbIBOPOTKM,
UMMYHOTNOOYNMNHBI N annepreHbi;
(n. 7 B pea. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-93)

7.1) BuoTexHonornyeckme nekapcTBeHHble npenapaTbl - flekapCTBEHHblE npenapaTtbl, MPOu3BOACTBO KOTOPbIX
OCyLLEeCTBMAETCH C UCMOMb30BaHMeEM BMOTEXHONOMMYECKMX NpoLeccoB U MeToaoB (B Tom yncne OHK-pekombuHaHTHOM
TEXHOMOrMM, TEXHONOMMU KOHTPONUPYEMOW 3SKCMPECCUN FEHOB, KOOMPYHOLMX OMOnorMdecks akTuBHble Oenku B
npokapvoTax M dykapuoTax, BKIOYas M3MEHEHHbIe KMNeTKM MrekonuTawowmx), rmbpuaoMHoOro meToda M MeTtoga
MOHOKITOHasbHbIX aHTUTETT;

(n. 7.1 BBegeH deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

7.2) reHoTepaneBTUYECKME NEKapCTBEHHbIE MpenapaTbl - JleKapCTBEHHble npenapaTbl, hapmaueBTuyeckas
CcybCTaHUMA KOTOPbIX ABMSETCS PEKOMOWHAHTHOW HYKIIEMHOBOW KUCMOTOM WM BKoYaeT B ceba pekoMOMHaHTHYH
HYKMNEMHOBYIO KUCMNOTY, MNO3BONSAIOLYIO OCYLWECTBNATL perynupoBaHue, penapauuio, 3ameHy, pobasreHne unu
yaaneHue reHeTu4ecKon nocneaoBaTesibHOCTH;

(n. 7.2 BBegeH depepanbHbiM 3aKoHOM oT 22.12.2014 N 429-03)

8) HapkoTUYeckne nekapCcTBEHHbIE CPEACTBA - TEKAPCTBEHHbIE MpenapaTtbl M dapmaueBTudeckme cybctaHumw,
cofepxallne HapKkoTMYecKkne cpeacTsa v BKITOYeHHbIe B [lepeyeHb HapKOTUYECKNX CPeaCTB, MCUXOTPONHbIX BELECTB U
MX MpPeKypcopoB, nognexawmx koHTpomnio B Poccuiickon ®degepaunn, B COOTBETCTBMM C 3aKOHOOATENbCTBOM
Poccuiickon ®epepauuun, mexayHapoaHeiMu gorosopamu Poccuiickon depepaumm, B ToM yncne EAnHON KoHBEHLIMEN O
HapKoTu4eckux cpeacreax 1961 roaa;

9) NCMXOTPONHbIE NIEKAapCTBEHHbIE CPEACTBA - JIEKAPCTBEHHbIE MpenapaTbl U dapMaueBTMYeckue cybcTaHumm,
cofepkallime NCUXOTPONHbIe BELLECTBA U BKIIOYEHHbIE B [lepevyeHb HAapKOTUYECKUX CPEeACTB, MCMXOTPOMHbIX BELLECTB U
X MPEeKypcopoB, noanexawmx koHTporo B Poccuickon ®degepauny, B COOTBETCTBMM C 3aKOHOOATENbCTBOM
Poccuiickon ®epepauun, mexayHapogHbiMu goroopamu Poccunckon degepaumm, B TOM uucne KoHBeHumen o
NcnxXoTponHbIX BelwecTsax 1971 roga;

10) pagmodpapmaueBTUYECKME NEeKapCTBEHHbIE CPEACTBA - JleKapCTBEHHblE CpeacTBa, KOTopble codepXar B
roTOBOW AN1A UCMOMb30BaHWsA hopmMe 0aWMH PaanoHYKNUA Ui HECKONBKO PaanoHYKNUA0B (PagnoakTUBHBIX M30TOMOB);

11) pedbepeHTHbIV NEeKapCTBEHHbIV Npenapar - IeKkapCTBEHHLIN NpenapaT, KOTOPLIN BNepBble 3aperncTpupoBaH B
Poccuiickon depepaumm, kayectBo, 3PEKTUBHOCTL M 6€30MacHOCTL KOTOPOro JoKa3aHbl HA OCHOBAHWWM pe3ynbTaToB
OOKNMHNYECKNX UCCNeoBaHWI NEKapCTBEHHbIX CPEACTB U KITMHUYECKUX MCCNeaoBaHWi NeKkapCTBEHHbLIX NpenapaTtos,
NpoOBEedEHHbIX B COOTBETCTBUM C TpeboBaHuAMKM YacTen 6 u 7 ctatbm 18 HacToswero depepanbHOro 3akoHa B
OTHOLLUEHMWN NNEKAPCTBEHHbLIX CPeaCTB ANnst MeAULUHCKOro NPUMEHEHUA NMMO0 B COOTBETCTBMU C TpebOBaHUSIMU CTaTby
12 HacToswero PenepanbHOro 3akoHa B OTHOLUEHWMM JIEKApPCTBEHHbIX CPeACTB ANsi BETEPUMHAPHOIO MPUMEHEHUS, U
KOTOPbIN WMCMOMb3yeTcss ANA OUEHKU OMO3KBMBANEHTHOCTM WU TepaneBTUYECKOW SKBMBANEHTHOCTW, KayecTBa,
adppekTnBHOCTM M ©e30nmacHOCTM BOCMPOM3BEOEHHOro unn  6GuoaHanorosoro (6uonogobHOro) rekapCTBEHHOro
npenapara;

(B pen. ®egepanbHbix 3akoHOB OT 22.12.2014 N 429-03, ot 13.07.2015 N 241-03)

12) BocnpousBeaeHHbI NeKkapCTBEHHLIN MNpenapaT - fekapcTBeHHbIM npenapaT, KOTOpbI UMeeT Takou e
KayeCTBEHHbIN COCTaB U KONMYECTBEHHbIA COCTaB AENCTBYIOLLMX BELLECTB B TAKOW e reKkapCTBEHHOW copme, 4To U
pedepeHTHbIN NTIEKapCTBEHHbIN Npenapart, u BO3KBMBANEHTHOCTb MU TepaneBTUYecKas 3KBMBANEHTHOCTb KOTOPOro
pedepeHTHOMY NekapCTBEHHOMY npenapaTy NOATBEPXKAeHa COOTBETCTBYIOLLMMM UCCIIe00BaHUAMY;

(n. 12 B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

12.1) TepaneBTMYeckad 3KBUMBANEHTHOCTb - AOCTUXKEHME KIIMHUYECKU COMOCTaBMMOrO TepaneBTUYEeCKOoro
adhpbekTa Npy NpUMEHEHUN NeKapCTBEHHbIX NpenapaToB ANs MeULMHCKOro NPUMEHEHUS ANs O4HOW U TOW e rpynmbl
BONbHbIX MO OOHUM U TEM XXE MOKa3aHUsAM K MPUMEHEHUIO;

(n. 12.1 BBegeH PepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

12.2) 6uoaHanoroBbiv (6MonogobHbIN) NEKAaPCTBEHHbIVM Npenapart (buoaHanor) - 6MonorMyecknin NekapCTBEHHbIN
npenapaT, CXOXWA NO napamMeTpam KavecTBa, 3(PPEKTUBHOCTM M BGe30nMacHOCTU C pedpepeHTHbIM BMonorMyecknm
nekapcTBEHHbIM MpenapaToM B TakoW Xe nekapcTBeHHOM hopMe U UMEKOLLNIA NOEHTUYHBbIM cnocob BBeoeHUS;

(n. 12.2 BBegeH ®enepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

12.3) B3aMMoO3aMeHSIEMbIA JIEKAPCTBEHHbIA MpenapaT - JIEKApCTBEHHbIM Mpenapat C  [LOKa3aHHOM
TepaneBTUYECKON 3KBUBANEHTHOCTbIO MU OGMO3KBMBANEHTHOCTBIO B OTHOLWIEHUN pedepeHTHOro feKkapCTBEHHOMO
npenaparta, UMEIOLLUA 3KBUBANEHTHbIE EMY Ka4eCTBEHHbIN COCTaB U KONMMYECTBEHHbIN COCTaB AENCTBYIOLNX BELLECTB,
COCTaB BCNoOMOraTernbHbIX BELLECTB, fekapCTBEHHY hopMy 1 cnocob BBedeHus;

(n. 12.3 BBeaeH defeparnbHbIM 3akOHOM OT 22.12.2014 N 429-03)

13) nekapCTBEHHOE PaCTUTENBHOE ChIPbE - CBEXME UMW BbICYLLEHHbIE pacTeHNUst MO0 MX YacTW, MCMoNb3yemble
AN NPOM3BOACTBA JIEKAPCTBEHHBIX CPEeACTB OpraHvM3aunsiMM - MNPOM3BOAUTENSAMW NEKAPCTBEHHbIX CPEeACTB wnwu
N3roTOBIEHUS NEKApCTBEHHbIX NPenapaToB anTe4YHbIMM OpraHn3aumsamMu, BETEPMHAPHBIMU anTEYHbIMIU OpraHn3auusamMu,
WHAMBUAYanbHbIMWU NPEANPUHUMATENAMNU, UMEIOLLMMY NTMLEH3MI0 Ha (dapMaLeBTUYECKYIO 4eATENbHOCTD;

14) nekapCTBEHHbIN pacTUTENbHbIA Npenapar - IEKapCTBEHHbIV Npenapar, NPOU3BEAEHHbIA UMM N3rOTOBMNEHHLIN
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03

Speﬂ' ot 03.07.2016) " [okyMeHT npepoctasneH KoHncynbranTntoc
06 obpalleHnmn neKkapcTBEHHbIX CPeaCTB [laTa coxpareHus:: 16.09.2016

(c u3m. n gon., BCTyN....

N3 OOHOro BMAa NEKapCTBEHHOro PacTUTENbHOrO ChlPbsi UMM HECKOSIbKMX BUAOB TaKOro Chipbsl U peanu3yembli B
paccacoBaHHOM BMAE BO BTOPUYHOW (NOTPEOUTENBCKON) YNAKOBKE;

15) romeonaTtMyeckn JEeKapCTBEHHLIM MpenapaT - JIeKapCTBEHHbIM MNpenapart, MNpPOU3BeAEHHbIA UK
N3roTOBIIEHHbIN M3 hapMaLleBTUYeCkon cybcTaHumm wnn dapMaueBTUYECKMX CyOCTaHUMA B COOTBETCTBMM C
TpeboBaHnsIMN 00LLMX hapMaKonerHbIX CTaTen K roMeonaTU4eCcKMM NeKapCTBEHHbBIM Npenaparam Unn B COOTBETCTBUM
¢ TpeboBaHusMK chbapMakonen CTpaHbl NPOU3BOAUTENS TAKOro NekapCTBEHHOro npenapara;

(n. 15 B pea. PegepanbHoro aakoHa ot 22.12.2014 N 429-93)

16) MexgyHapogHOe HenaTeHTOBaHHOE HaMMEHOBaHME FEeKapCTBEHHOTO cpeactBa -  HaMMeHOBaHue
OEeNncTBylolIEro BelwecTBa (papmaueBTMYECKOW CcyOCcTaHUuMM, pekomeHgoBaHHoe BcemupHom — opraHusaumen
3[paBOOXPaHEHNS;

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

17) TOproBoe HaMMeHOBaHME IeKapCTBEHHOro0 CcpeacTBa - HaMMeHOBaHWe FeKapCTBEHHOro CpeacTBa,
NPUCBOEHHOE ero pa3paboTynkom, gepKaTenem unv BragenbLemM perMcTpaumoHHOro YA0OCTOBEPEHNST NIEKapCTBEHHOMO
npenaparTa;

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

17.1) rpynnMpoBOYHOE HaMMEHOBaHWE NeKapCTBEHHOTO Npenapara - HauMeHOoBaHWe NeKapCTBEHHOrO npenapara,
He MMEIOLLLEro MeXayHapoaHOro HenaTeHTOBAHHOIO HaWMEHOBAaHMWS, UMW KOMOWHALMWM feKkapCTBEHHbIX Mpenapartos,
ucnosnb3yemoe B Liensax obbeanHeHns ux B rpynny noj €4vHbIM HauMeHOBaHWEM WCXOA4s M3 OAMHAKOBOro COCTaBa
OenCcTBYOLWNX BELLECTB;

(n. 17.1 BBegeH PepepanbHbiM 3aKoHOM OT 22.12.2014 N 429-03)

18) obuwasa cdapmakonenHasi ctaTtbd - OOKYMEHT, YTBEPXAEHHbIA YMNONTHOMOYEHHbIM dheaepanbHbIM OpraHoM
WCMNOMHMTENBHOW BNacTu M cogepXalwui nepeyeHb NnokasaTtenen kadectBa M (MnM) MeToOOB KOHTPOMsS KayecTBa
KOHKPETHOW NEKapCTBEHHOW (QOPMbI, JIEKAPCTBEHHOIO PACTUTENBHOMO  Cbipbs, OMNWCaHUS  OMOMOrMYecKmXx,
BMOXMMUYECKUX, MUKPOBMONOrMYECKUX, (PU3NKO-XUMUYECKMX, (PU3NYECKMNX, XMMUYECKMX U APYrMxX METOLOB aHanusa
nekapCTBEHHOIO CPeACTBa, a Takke TpeboBaHUSA K UCMONb3yeMbIM B LiENsiX NPOBEAEHMS JAHHOTO aHanuM3a peakTvMBam,
TUTPOBaHHbLIM pacTBOpaM, MHOUKaTOpPaM;

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

19) dapmakonenHasa cTaTtbs - [OOKYMEHT, YTBEPXOAEHHbIA YMNOSIHOMOYEHHBIM hbeaeparnbHbIM  OpraHoM
WCMOSNTHUTENBHOM BacTM W COAEPXalui MnepeyeHb MNokasaTenen KavyecTBa W METOOOB KOHTPONSA KayecTBa
neKkapcTBEHHOro CpeacTBa;

(B pea. PenepanbHOro zakoHa ot 22.12.2014 N 429-03)

19.1) ctangapTHble 0bpasupl - BellecTBa, NOCPEACTBOM CPaBHEHMSI C KOTOPbIMU OCYLLECTBMASIETCA KOHTPOSb
KayecTBa uccregyemMbixX JIEKapCTBEHHbIX CPEACTB C MOMOLLbI0 (PUNKO-XMMUYECKMX M BUOMNOrMyecknx METOA0B B LiensiX
NOATBEPXKAEHUS COOTBETCTBUSA JIEKAPCTBEHHbIX CPeACTB TpeboBaHMAM HOPMaTUBHOW OOKYMEHTaUMKW, YCTaHOBIEHHbIM
npu OCYLLECTBNEHNN TOCYAAPCTBEHHOW perncTpauum, M KoTopble MNPUMEHSOTCA ANs KanubpoBKM CTaHOAPTHBLIX
0obpasuoB Npou3BOANTENS NEKAPCTBEHHbLIX CPEACTB, MCMOMb3yeMbIX AMS KOHTPOMS KavyecTBa U WHbIX Lenen npu
obpalLeHnn nekapCcTBEHHbIX CPEACTB;

(n. 19.1 BBegeH PepepanbHbiM 3aKkoHOM OT 22.12.2014 N 429-03)

19.2) dphapmakonenHbli CTaHAApTHbIM obpasel, - cTaHOapTHbIA obpasel, NMPOVM3BEOEHHbIA B COOTBETCTBUMU C
drapmakonenHom ctaTben;

(n. 19.2 BBeaeH dPepepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

20) HopmaTMBHAA [AOKYMEHTauusi - [AOKYMEHT, COAepXalluMn nepeyeHb onpedensemblx N0 pesynbTatam
COOTBETCTBYIOLLMX SKCNEepTU3 nokasaTenen kavyecrtBa NeKkapCTBEHHOro cpeactsa Ans MeAUUMHCKOro npuMeHeHUs,
METOZOB KOHTPOJS €ro Ka4ecTBa U yCTAHOBIEHHbIVA €ro NPON3BOANTENEM;

21) HOpMaTMBHbLIA [OOKYMEHT - [OOKYMEHT, COAEepXallMin MepeyeHb onpefenseMbix MO pesynbTatam
COOTBETCTBYIOLLUX 3KCMEePTU3 NokasaTenemn kayectsa M (MnvM) MeToOoB KOHTPOMS KayecTBa fleKapCTBEHHOW opMbl,
onucaHusa Gnonornyecknx, BUOXMMMYECKNX, MUKPOBMONMOrMYECKNX, (PUSUKO-XMMUYECKMX, (PU3NYECKNX, XUMUYECKUX W
Opyrux MeToaoB aHanu3a nekapcTBEHHbIX CPEACTB 4S5 BETEPMHAPHOro NpMMeHeHusl, TpeboBaHUsA K UCNONb3yeMbIM B
Lenax npoBedeHMs OAHHOro aHanu3a peakTuBam, TUTPOBaHHbIM pacTBOpaM, WHOAUKATOpaM M YCTAHOBIIEHHbIV ero
npoussoguTenem;

21.1) obWwmMiA TEXHUYECKUA OOKYMEHT - KOMMIEKT AOKYMEHTOB WU MaTepuanoB, COCTOAWMIA M3 HECKONbKUX
pasgenoB - OOKYMEHTaUMM agMUHUCTPATMBHONO XapakTepa, XUMMUYECKOW, ¢apMaueBTUYeCKon Uu OBUonornvyeckon
OOKyMeHTauun, papMakonormyeckom, TOKCUKOMOrMYECKOW  OOKYMEHTauuW,  KIMHUYECKOW  OOKYMEeHTauum U
npeacraBnaemMbli OAHOBPEMEHHO C 3asdBMEHMEM O FOCYOapCTBEHHOM peructpauuu nekapcTBEHHOro npenapaTta ans
MeAULIMHCKOro NpUMeHeHnst B oopmaTe, yCTaHOBNEHHOM YNOSTHOMOYEHHbIM dhefieparibHbIM OpraHOM WUCMONHUTENBHON
BNacTtu;

(n. 21.1 BBegeH PepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

22) KayeCcTBO fEeKapCTBEHHOIO CpeacTBa - COOTBETCTBME JIEKapCTBEHHOro cpeactBa  TpeboBaHuAM

hapmakonernHon ctaTbn NMOO B criyvae ee OTCYTCTBUS HOPMATMBHOW JOKYMEHTALMUN NN HOPMATUBHOIO AOKYMEHTA;
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapCcTBEHHbIX cpeacTs”

(c u3m. n gon., BCTyN....

[okyMeHT npepoctasneH KoHncynbranTntoc
[ata coxpaHeHus: 16.09.2016

23) Ges3onacHOCTb NeKapCTBEHHOrO CPeACTBa - XapaKTepucTMKa NEeKapCTBEHHOro cpeacTBa, OCHOBaHHas Ha
CpaBHUTENBHOM aHanuae ero apEKTMBHOCTU N pUcKa NPUYMHEHUS Bpeaa 340POBbIO;

24) 3deKTMBHOCTE JIEKApPCTBEHHOrO Mpenapata - XapakTepucTuUKa CTeneHU MONOXUTENbHOIO BMSHUSA
nekapCTBEHHOrO npenapata Ha TedyeHue, MNPOAOIIKMTENbHOCTE 3aboneBaHns wnu  ero  npegoTBpalleHue,
peabunuTaumto, Ha CoxpaHeHue, NpeoTBpaLLeHne Unu npepbliBaHne 6epeMeHHOCTH;

25) cepusi nekapCTBEHHOIO CPEACTBa - KOMMMYECTBO JIEKAPCTBEHHOrO CpeacTBa, Npou3BedeHHOoe B pesynbTaTte
O[HOr0 TEXHOOMMYECKOro LiKIa ero Npon3BoanTenem;

26) perncTtpauMoHHOEe YAOCTOBEPEHWE IEeKapCTBEHHOrO npenapaTa - AOKYMEHT, MOATBepXAarowmn dakT
rocygapCTBEHHOM perMcTpaunm ekapcTBEHHOTO npenapara;

26.1) gepxartenb unv Briagenew, permcTpauMoHHOro yaoCToOBEPEHNS NTIeKapCTBEHHOrO npenaparta - pas3paboTyuk
NeKapCTBEHHOrO CPEACTBa, MPOU3BOAMTENb NEKapCTBEHHbIX CPEACTB WM WHOE topuaudeckoe nuuo, obnagatollee
NnpaBoM BRnageHUs1 PErncTpauuoHHbIM  YAOCTOBEPEHWEM, KOTOpble HECyT OTBETCTBEHHOCTb 3@  KayecTBo,
achdeKTMBHOCTL M 6E30NaCHOCTL NIEKAPCTBEHHOIO NpenapaTa;

(n. 26.1 BBegeH PepepanbHbiM 3aKoHOM OT 22.12.2014 N 429-03)

27) perncrpauuoHHbI HOMEp - KOJOBOe ODO03HayeHue, MPUCBOEHHOE NeKapCTBEHHOMY NpenapaTty npu ero
rocygapCTBEHHOM peructpaunu;

28) obpaweHne nekapcTBeHHbIX cpeacTB - paspaboTka, AOKNMHMYECKUWE UWCCNedoBaHus,  KIMHUYECKue
nccrnefoBaHusi, akcnepTM3a, rocyaapCTBEHHAs permcTpaumsi, ctaHgapTusauus M KOHTPOSb KayecTBa, MpOU3BOACTEBO,
N3roToBrieHue, XxpaHeHue, nepeBo3ka, BB03 B Poccuinckyto Pefepauuio, BbiBo3 13 Poccuickon depepaumu, peknama,
OTNyCK, peanusauus, nepegada, NpMMeEHeEHNEe, YHUYTOXXEHUE NeKapCTBEHHbIX CPeACTB;

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

29) cybbekTbl obpalleHus nekapCTBEHHbIX CPeacTB - u3nyeckMe nuua, B TOM 4uChe UWHOAMBMAOYarbHble
npeanpuHMMarenu, U rpugmdeckme nuua, oCyLecTBAsWmne AeATeNbHOCTb Npy 00paLleHnn NekapcTBEHHbIX CPEACTB;

30) paspaboTuMk nekapCTBEHHOro cpeacTBa - oOpraHusauud, obnapatwolias npaBamMy Ha pesynbTaTtbl
OOKIMMHUYECKNX UCCNESOBaHWI NIEKapCTBEHHOIO CPeacTBa, KIMHUYECKUX UCCIeL0BaHUI NekapCTBEHHOIO npenapata u
(Mrn) Ha TEXHOMOrNI0 NPON3BOACTBA JIEKAPCTBEHHOIO CPEACTBa;

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

31) Npom3BOACTBO NEKAPCTBEHHbIX CPEACTB - AEATENbHOCTb MO MNPOU3BOACTBY FEKapCTBEHHbIX CPeAcTB
opraHu3aumammn - npounsBogunTenAaMn nekapCTBeHHbIX CpeAcTB Ha O.EI.HOIZ CTagunn, HEeCKOINbKUX UMM BCeX CTaaudx
TEXHOJOrMYECKOro NpoLiecca, a Takke No XpaHEHMWIO 1 peanuaaummn NponsBeaeHHbIX JIEKAPCTBEHHbLIX CPeaCTB;

31.1) npou3BOACTBEHHas nnowlagka - TeppuTopuanbHO  OOOCOGMEHHLI  KOMMMEKC  NPOM3BOAUTENS
nekapCTBEHHbIX CPEeACTB, NMpefHa3HaYeHHbI AN BbINOMHEHUS BCEro npouecca MpoM3BOACTBA JIEKAPCTBEHHbIX
CpencTB WY ero onpeaerneHHon ctaguu;

(n. 31.1 BBeaeH PepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

32) npon3BoanTenb NEKapCTBEHHbLIX CPEACTB - OpraHn3aums, OCyLLEeCTBNALWAs NPOU3BOACTBO NEKAPCTBEHHbIX
cpencTs B COOTBETCTBUM C TpeboBaHUsIMK HacTosiero ®efepanbHOro 3akoHa;

33) hapmaueBTUYeCKass [OesTENbHOCTb - [AEesTeNbHOCTb, BKo4awwas B cebs  ONTOBYyH TOProBIiO
nekapCTBEHHbLIMU CPEACTBAMU, X XpaHEHWE, NePeBO3KY U (MNN) PO3HUYHYIO TOPTrOBIO NIEKAPCTBEHHBbIMY NpenapaTamu,
MX OTMYCK, XpaHeHne, NepeBO3Ky, N3rOTOBMEHNE NEKapCTBEHHbIX NpenapaTos;

34) opraHu3aums onTOBOW TOProBNM fiekapCTBEHHLIMU CPEACTBAMM - OpraHvM3auusi, OCyLLeCTBASILWas OMNTOBYHO
TOProOBIIO0 NNEKAPCTBEHHbIMM CpeacTBaMu, UX XpaHeHue, MepeBO3Ky B COOTBETCTBUMM C TpeboBaHMAMW HacToALEro
depnepanbHOro 3aKoHa;

35) anteyHas opraHuMsauus - OpraHMsauus, CTPYKTYpHOE MnogpasfeneHve MeauMUMHCKOW — OpraHv3aumu,
OCYLLECTBMAIOLME PO3HUYHYK TOPrOBMIO NIEKAPCTBEHHBIMU Mpenapatamu, XpaHeHue, NMepeBo3Ky, M3rOTOBMEHME W
OTMYCK NeKapCTBEHHbIX NpenapaToB AN MEAULMHCKOTO NMPUMEHEHNsT B COOTBETCTBUM C TpeboBaHMAMU HaCTOSALLErO
depepanbHOro 3akoHa;

(B pen. PegepansHoro 3akoHa ot 25.11.2013 N 317-93)

36) BeTepuHapHasi anTedyHasi oOpraHu3auusi - opraHmMsauusi, CTPYKTYpHOe mogpasfaeneHne BeTepuHapHON
opraHu3aumm, OCyLLECTBIIAIOLLME PO3HUYHYIO TOPTrOBMO fEKapCTBEHHLIMU MpenapaTamu, XpaHeHWe, W3roTOBMEHUE W
OTMYCK NeKapCTBEHHbIX NPenapaToB Ansi BETEPUHAPHOrO NPUMEHEHNSI B COOTBETCTBUN C TpebOBaHMAMW HaCTOSLLErO
depnepanbHOro 3akoHa;

37) danbcndnunpoBaHHOE NEKapCTBEHHOE CPEACTBO - JIEKApPCTBEHHOE CPenCcTBO, COMPOBOXOAEMOE FOXHOMN
WMHcpopmaLmen o ero coctaee u (Unn) Npom3BoanTene;

38) HepoOpokayecTBEHHOE IeKkapCTBEHHOE CPEACTBO - JleKapCTBEHHOE CPeACTBO, He COOTBETCTBYIOLLEE
TpeboBaHNsIM hapMakonernHom cTaTbu MO0 B Criydae ee oTCyTCTBMSA TpeboBaHUAM HOPMATUBHOW JOKYMEHTaLMWM WK
HOPMaTUBHOIO AOKYMEHTA;

39) KoHTpadaKTHOe nekapCTBEHHOE CPEeACTBO - JIEKAapCTBEHHOE CpeacTBO, Haxodsuieecs B obopote C
HapyLleHWeM rpaxaaHCKoro 3akoHOAaTenNbCTBa;

40) poKNUHMYECKOe WuccnegoBaHMe IeKapCTBEHHOro cpeactBa - Guonornyeckue, MUKpobuomnormyeckume,
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03

Speﬂ' ot 03.07.2016) " [okyMeHT npepoctasneH KoHncynbranTntoc
06 obpalleHnmn neKkapcTBEHHbIX CPeaCTB [laTa coxpareHus:: 16.09.2016

(c u3m. n gon., BCTyN....

WMMYHOJIOTMYECKME, TOKCMKOMOrmyeckue, dapmakonornyeckme, uandeckne, XMMMYeckMe W Opyrue uccnenoBaHus
neKapCTBEHHOrO CPeACcTBa MyTEM MNPUMEHEHWUS! Hay4HbIX METOOOB OLEHOK B LEMsX MNOfyYeHus [oKasaTenbCTB
6e3onacHoCTH, kavecTBa U 3DEKTUBHOCTU FIEKAPCTBEHHOTO CPEACTBA;

41) KNMHWYECKOE WCCrefoBaHMe neKapCTBEHHOrO npenapaTta - W3y4YeHWe [AMarHOCTUYECKUX, NeyebHbiX,
npodunakTnyecknx, apmakonorMiyeckmx CBOWCTB NEeKapCTBEHHOrO npenapata B Mpouecce €ero npuMeEHeHust y
YyerioBeka, XMBOTHOrO, B TOM 4uMCrlie MPOLIECCOB BCacChbiBaHWUS, pacrnpefeneHnsi, U3MeHeHUs U BbIBEAEHUS, NyTeEM
NPUMEHEHUS HayYHbIX METOAOB OLEHOK B Lensx MofyyYeHus [JdokasaTenbCcTB 0e3omnacHoOCTW, KayecTBa U
3 PEKTMBHOCTM NEKAPCTBEHHOIO NpenapaTa, AaHHbIX O HEXeNaTeNbHbIX peakuusix opraHusma 4erioBeka, XMBOTHOMO
Ha NMpUMMEHEHWe NekapCTBEHHOro npenapata U 06 addekTe ero B3aMMOAEWNCTBUS C APYrUMWU  NEKapCTBEHHLIMU
npenapatamu u (UnNn) NULLEBLIMU NPOAYKTaMU, KOPMamu;

42) MHOroLEeHTpOBOE KINMHMYECKOE UCCreoBaHWe fiekapCTBEHHOro npenapaTa Ans MeauUMHCKOro NpUMeHeHus -
KNMHUYECKOE UWCCMedoBaHMEe JEKApCTBEHHOro npenapata  Ans  MeaWUMHCKOrO  MPUMMEHEHWs,  NpPOBOAUMOE
pa3paboTYnMKOM FleKapCTBEHHOrO Npenapata B ABYX W Oonee MeaMUMHCKUX OpraHusauusix no eguHoMy MpOTOKONy
KMMHMYECKOro UCCNeAoBaHNS NIeKapCTBEHHOMO Npenapara;

43) MexayHapooHOe MHOFOLEHTPOBOE  KIUMHMYECKOE WCCrnefoBaHWe FeKapCTBEHHOro npenapata  Aans
MEOULMHCKOTO MPUMEHEHUS - KIMHUYECKOE WUCCNefoBaHUE JIEKAPCTBEHHOrO npenapata Ans  MeguUMHCKOro
NpUMeHeHs1, NPoOBOAMMOeE pa3paboTyYMKOM NekapCTBEHHOro npenapaTa B pasfMyHbIX CTpaHax No eguMHOMYy MpOTOKONy
KNMMHUYECKOrO UCCIeL0oBaHMS fIekapCTBEHHOMO Npenapara;

44) nocTperucTpaunoHHOE KIMHMYECKOE WCCNeaoBaHWE IeKapCTBEHHOrO npenapata Ana  MegUUUHCKOro
NPUMEHEHMS - KNMMHUYECKOE UCCNEAOBaHNE NeKapCTBEHHOIO NpenapaTa Anst MEAULUMHCKOIO NPUMEHEHUS, NPOBOANMOE
NPoOu3BOAMTENEM FEKapCTBEHHOrO npenaparta, rpaxaaHckMid  obopoT  KOTOPOro  OCyLecTBNsSieTcs  nocne
rocyapCTBEHHOW perucTpauun, B LIensx AoNonHUTENbHOro cbopa AaHHbiX O ero 6e3onacHocTM U 3deKTUBHOCTMH,
pacLUMpeHMs NOKa3aHU K MPUMEHEHMWIO aHHOMO FIeKapCTBEHHOMO MpenapaTta, a Takke BbIsIBNEHUST HexenaTernbHbIX
peakuuii naumeHToB Ha ero AeNCTBUE;

45) nccnepoBaHne GUO3KBUBANEHTHOCTU JIEKAPCTBEHHOrO npenapaTta - BWAO KIMHUYECKOrO WCCrnefoBaHust
neKapcTBEHHOrO npenapara, NpPoBeAeHWe KOTOPOro OCYLLECTBMSIETCS ANs ONpeaerieHus CKOpoCTM BCacbiBaHUS U
BbIBEJEHUSI OOHOIO WNM HECKOSbKMX obnajarlumx ¢(apmMakonormiyeckon akTUBHOCTbIO [OEWCTBYIOLMX BELLECTB,
KONM4yecTBa fiekapCTBEHHOrO npenapara, AOCTUralLWEero CUCTEMHONO KpOBOTOKa, U pe3yrbTaTbl KOTOPOro Mo3BOMSOT
cAaenatb BblBOA4 O OMOSKBMBANEHTHOCTM BOCMPOU3BEAEHHOTO JIeKapCTBEHHOrO Mpenapata B onpefeneHHbIX
nekapcTBeHHON ¢bopme M [O3NPOBKE, COOTBETCTBYIOLLMX (hOpMe W [O3NPOBKE pPedepPEHTHOro JiekapCTBEHHOMO
npenapara;

(n. 45 B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

46) uccrnefoBaHWe TepaneBTUYECKON 3KBUBANEHTHOCTUM JEKAPCTBEHHLIX MpenapaToB - BUA  KIMHWYECKOrO
nccnefoBaHusi NEKAPCTBEHHBIX MpenapaToB, MPOBEAEHNE KOTOPOro OCYLUECTBMSETCS ANs BbISIBNEHUSI OAMHAKOBbIX
CBOWICTB JlEKapCTBEHHbIX MpenapaToB oOnpeaeneHHon rekapcTBeHHONM ¢opMbl, a Takke HanMynsi OAMHAaKOBbIX
nokasartenen 6e3onacHocTn N 3EKTUBHOCTN NIEKAPCTBEHHbIX NpenapaToB, OANHAKOBbLIX KITMHUYECKUX 3chdeKToOB npu
NX NPUMEHEHWM;

47) NpOTOKOM KIMHUYECKOrO UCCIEAOBaHUSI NNEKAPCTBEHHOIO NpenapaTta - JOKYMEHT, B KOTOPOM onpeAenstoTcs
uenu, opMbl OpraHusaumm U MeTOAONOorMsi NPOBEAEHUS KIMHUYECKOTO MCCReAoBaHUsl, CTaTUCTUYeckne MeToabl
00paboTkn pe3ynbTaToOB TaKOro MuccnegoBaHuss U mepbl No obecneveHuto 6e30MacHOCTM  PUINYECKMX  JUL,
y4acTBYOLMNX B KIIMHUYECKOM UCCMeL0BaHUN NEKapCTBEHHOIO NpenapaTa;

48) Opowtopa wuccnegosatens - CBOOHOE WU3MNOXEHWE pe3ynbTaToB  AOKMIMHUYECKOro  MccneaoBaHus
NeKkapCTBEHHONO CpPEACTBAa M KINMHWMYECKOTO WCCMEAOBaHMSA  JIEKapCTBEHHOrO npenapata  Ans  MeAWLMHCKOro
NPUMEHEHNS;

49) MHPOPMALIMOHHbLIN NIUCTOK NaUMEHTa - AOKYMEHT, B KOTOPOM coep)aTcs B AOCTynHow copme cBedeHus,
KacaloLmecsi NpoBOAMMOrO KINMHMYECKOTO WCCMNEeAOBaHWs JEKapCTBEHHOro npenaparta, M B MNWCbMEHHON dopMme
[obpoBoMbHOE cornacue naumeHTa Ha yvactTue B KIMHUYECKOM KCCnedoBaHuWM NeKapCTBEHHOro npenapaTta nocrne
O3HAKOMIEHUS C OCOBEHHOCTAMW KIMHWYECKOro WUCCreoBaHUs, MMEKLWMMU 3HaYeHue [ON1S BbIPaXeHUs Takoro
cornacus;

50) noboyHoe oencTBue - peakunsa opraHMama, BO3HMKLLASA B CBA3M C NMPMMEHEHNEM JIEKapCTBEHHOrO npenapara
B A03aX, PEKOMEHAYEMbIX B MHCTPYKLMM MO €ro NPMMEHEHMIO, AN NPOUIaKTUKK, AMarHOCTUKK, NieYeHus 3abonesaHuns
unun ans peabvnurtauuu;

50.1) HexenaTenbHas peakuus - HenpegHaMmepeHHas HebnaronpuaTHas peakuusi opraHmsma, Kotopas MOXeT
ObITb CBSI3aHa C NPUMEHEeHNEeM NeKkapCTBEHHOMO Npenapara;

(n. 50.1 BBeaoeH ®epnepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

51) cepbe3Has HexXenaTenbHas peakuusi - HexernaTenbHasi peakuus opraHuama, CBA3aHHas C NMPUMEHEHUEM
nekapCTBEHHOro mnpenaparta, npvBedwas K CMepTW, BPOXOEHHbIM aHOManuaM WM Mopokam pasBuTus nubo
npeactaenswowas cobon yrposdy XusHu, Tpebywowas rocnutanuM3aumym unu  npuBefllas K CTOMKOM yTpaTe
TPYAOCNOCOBHOCTU U (UMW) UHBANMAHOCTY;
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapCcTBEHHbIX cpeacTs”

(c u3m. n gon., BCTyN....

[okyMeHT npepoctasneH KoHncynbranTntoc
[ata coxpaHeHus: 16.09.2016

52) HenpeOBWAEHHas HexenaTenbHasi peakuus - HexenaTenbHasi peakuusi opraHuama, KoTopas cBsidaHa C
NPYMEHEHEM NTEKapCTBEHHOIO Npenapara B f03ax, PEKOMEHAYEMbIX B MPOTOKOME €ro KIMHUYECKOro MCCNeaoBaHus,
OpoLutope ncecnegosaTtens, UNKU ¢ NPUMMEHEHNEM NEKAPCTBEHHOMO NpenapaTta B J03aX, PeKOMEHAYEMbIX B WHCTPYKUUM
Mo ero NPUMEHEHW0 ANs NpodUNaKTUKK, AWArHOCTUMKWU, nedeHus 3abonesBaHus vnu MeOuLUMHCKOM peabunurauuu
naumeHTa, U CYLLHOCTb, TSKECTb UK NCXO KOTOPOM He COOTBETCTBYET MHopMauuM O NekapCTBEHHOM Mpenapare,
copepallencs B MpOTOKOSEe €ro KIMHWYECKOro mccrnenoBaHusi, Gpolltope uccrieqoBaTens Mnum B UHCTPYKUMKM MO
NPYMEHEHWIO NEKapCTBEHHOIO Npenapara;

(n. 52 B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

52.1) papmakoHag3op - BUA AeATENBbHOCTM MO MOHUTOPUHIY 3(dEKTUBHOCTU N 6E30MacHOCTU JeKapCTBEHHbIX
npenapaToB, HaMpaBMEHHbIN Ha BbISIBIEHWE, OLEHKY U NpedoTBpaLleHne HexenaTternbHbIX MOCNeACTBUN NPUMEHEHUS
nekapCTBEHHbIX NpenapaTos;

(n. 52.1 BBeaeH dPefeparnbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

52.2) nnaH ynpaeneHus pyuckamu - nogpobHoe onncaHve MeponpusiTuin No papmMakoHaa3opy, HanpaBreHHbIX Ha
BbISIBIIEHWE, OLEHKY M NPeAoTBpaLLleHMe N MMHUMU3AUMI PUCKOB, CBA3AHHbIX C JIEKApCTBEHHbIMW MNpernapatamu,
BKITHOYas OLIEHKY 3(pEKTUBHOCTU AaHHbIX MEPONPUATUN;

(n. 52.2 BBegeH PepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

53) peuenT Ha nekapCTBEHHbLIN npenapaTt - MUCbMEHHOE Ha3HA4YeHWe feKapCTBEHHOro npenapata Mo
yCTaHOBMeHHOM hopme, BblAaHHOE MEAULMHCKMM UK BETEPUHAPHBIM PabOTHMKOM, MMEIOLMM Ha 3TO NpaBo, B LeEnsiX
OTMycKa NekapCTBEHHOrO Npenapara Unn ero N3roToBEHNS 1 OTMNYCKa;

54) TpeboBaHMe MeaULMHCKOW OpraHM3auny, BETEPUHAPHOW OpraHmM3aunm - AOKYMEHT YCTaHOBMEHHOW (OOpMbl,
KOTOPbIN BbINMCAH MEOULMHCKUM WNN BETEPUHAPHbIM PabOTHMKOM, MMEKLWMM Ha 3TO NpaBo, M COOEPXKAT B
NMCbMEHHON (popmMe ykasaHue anTeyHoW opraHusaumMm o0 OTMycke fekapCTBEHHOro npenaparta wunm o  ero
N3roToBneHun n 06 otnycke Ans obecrnevyeHnss nedebHoro npouecca B MeOUUMHCKOW opraHusauuun, BeTepuHapHOWN
opraHu3auuu;

55) komMnnekcHas OLEeHKa JeKapCTBEHHOro Mpenapata - OUEeHKa 3aperMcTpUpOBAHHOIO  JIEKapCTBEHHOrO
npenapata, BkMovawwaa B cebs aHanM3 wuHdopmauMM O CPaBHUTENBbHOW KIMHUYECKOW 3dEKTUBHOCTM U
©es3onacHOCTM neKapCTBEHHOrO MpenapaTta, OLEHKY 9KOHOMWYECKMX TMOCMEeACTBUA €ro MNPUMEHEHUs, U3y4YeHue
OOMOSTHUTENbHBIX NOCNEACTBMI NPUMEHEHWS NTIEKapCTBEHHOrO npenapara B LensixX NPUHSATUS PELUEHUA O BO3MOXHOCTU
BKITIOMEHUS] NEeKapCTBEHHOrO npenapata B MNepeyYeHb XM3HEHHO HeoOXOOUMbIX W BaXKHEMLIMX JeKapCTBEHHbIX
npenapaToB, HOPMAaTUBHbIE NPABOBLIE aKTbl U WMHbIE OOKYMEHTbI, ONpPefensiowme MopsAoK OKasaHus MeLMLUHCKON
MOMOLLN, U UCKITIOYEHNS Er0 U3 YKa3aHHbIX NEPEYHS, aKTOB N AOKYMEHTOB.

(n. 55 BBegeH PepepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

naea 2. NOJIHOMO4UA ®EQEPAJIbHLIX OPFAHOB VICI'IOHHI/ITEJ'IbI:IOVI .
BINNACTWU, OPFAHOB UCTNONHUTENIbHOU BJIACTU CYBBEKTOB POCCUNCKOW
®EAEPALIAU NMPU OBPALLEHNU NEKAPCTBEHHbIX CPEACTB

Cratbsa 5. MNonHomouns cbep,epaanblx opraHoB NCMNONHUTENBbHON BnacTn npu o6pau.|,eHV|v| JIEKapCTBEHHbIX
cpencrte

K nonHomounsim hbepepanbHbIX OpraHOB WCMONHUTENbHOM BriacTM npu obpalleHuM NeKapCTBEHHbIX CPeacTs
OTHOCATCS:

1) npoBegeHue B Poccuiickon depepauum eguMHOW TOCYyLapCTBEHHOW MOMWUTMKM B obnactu obecneveHus
nekapcTBEHHbIMUW Npenapatamu rpaxkgaH B Poccuinckon ®eagepauuu;

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

2) yTBepXOeHue obWux dapmakonenHblx cTaTten, ¢apMakonenHbIX CcTaTen, W3gaHue rocydapCTBEHHOM

hapmakoneu, co3gaHme u BeaeHve peectpa hapmMakonenHblix CTaH4apTHLIX 00pa3yoB;
(B pen. PegepansHoro 3akoHa ot 22.12.2014 N 429-93)

3) ocyuiecTBneHve [OCYAapCTBEHHOrO KOHTPONS (Haasopa) B cdepe obpalleHns nekapCTBEHHbIX CPeACTB;
(B pea. PepepanbHoro 3akoHa ot 25.06.2012 N 93-93)

4) nuueH3anpoBaHME MNPOU3BOACTBA JI€KAPCTBEHHbIX CPEeACTB U hapmalleBTMYECKOW AesTeNbHOCTN B
COOTBETCTBMM C 3aKoHoaaTenbCcTBOM Poccunckon ®epepaunm;

5) opraHusauusa 3KCnepTu3bl NEKAPCTBEHHbIX CPEACTB, STUYECKOW 3KCMEepTM3bl BO3MOXHOCTU MNpOBEAEHUs
KIUHNYECKOro nccneaoBaHus NekapCTBEHHOro npenaparta ans MeauLMHCKOro NpUMEHEHUs, 3KCNepTusbl AOKYMEHTOB,
npeacTaBneHHbIX ANA onpeaeneHvus BO3MOXHOCTU paccMaTpvBaTb feKapCTBEHHbIM npenapart And MeguuUHCKOro
NPYMEHEHMSA NPU rOCy4apCTBEHHON perncTpaumm B kayectse opcpaHHOro iekapCTBEHHOIO Npenapara;

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

5.1) opraHusaumsa NpoBeAeHNS KOMMIEKCHOW OLEHKM NIeKapCTBEHHOro npenapara B Lensax NpyHATUA peLleHuin o

BO3MOXHOCTWU BKIIHOYEHMSI JIEKAPCTBEHHOrO Mpenaparta B MNEepeYeHb >KU3HEHHO HeobXOooMMbIX W BaXKHEMLIUX
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapCcTBEHHbIX cpeacTs”

(c u3m. n gon., BCTyN....

[okyMeHT npepoctasneH KoHncynbranTntoc
[ata coxpaHeHus: 16.09.2016

nekapCTBEHHbIX NpenapaToB, HOPMaTMBHLIE MPABOBbLIE aKTbl U MHbIE LOKYMEHTbI, ONpefensiolimMe nopsanok okasaHust
MEeOULMHCKON MOMOLLM UITN UCKITIOYEHUS €ro N3 YKa3aHHbIX 0ePeYHs, aKTOB U JOKYMEHTOB;
(n. 5.1 BBegeH defepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

6) Bbigaya paspelleHuMin Ha NpoBedeHMe KIMHUYECKUX WCCredOBaHui NekapCTBEHHbIX MpenapaToB, BedeHue
peecTpa Bbl4aHHbIX paspeLleHnii Ha NPOBEAEHNE KITMHUYECKMX UCCIeLOBaHNA NEKapCTBEHHbIX NpenapaTos;

7) rocynapCTBeHHast peructpauusi nekapCTBEHHbIX MpenapaTtoB, BeAeHWe T[OoCydapCTBEHHOro peecTtpa
nekapCTBEHHbLIX CPEACTB;

8) opraHm3aums u (Mnu) NpoBefeHWE MHCMNEKTUPOBaHUS CyObeKTOB obpalleHusi NEeKapCTBEHHbIX CPeacTB Ha
COOTBETCTBME MNpaBunaMm Hagnexailen rnabopaTopHOM NPakTWKW, MpaBuiaM Hagmnexallen KIMHUYECKOW MpaKTUKK,
npaBunaMm Hagnexaiwlen MpakTUKM XpaHeHUs M MepeBO3KW NeKapCTBEHHbIX MpenapaToB, npaBunam Hagnexallen
ONCTPMOBLIOTOPCKOM NPaKkTUKK, NpaBuiam Haanexallen anTe4yHon NpakTuku;

(n. 8 B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

8.1) opraHusaums n (unn) npoBedeHne WHCMEKTUPOBaHUS CyObEeKTOB OOpalleHUss NekapCTBEHHbIX CPeAcTB Ha
cooTBeTCTBME TpeboBaHAM OpaBUI HaAeXallen NpoM3BOACTBEHHON NPaKTUKK, BblAaya 3aKYeHUn O COOTBETCTBUM
Npon3BOAMTENS NTEKaPCTBEHHbIX CPEACTB TPeOOBaHUSAM NpaBuIl Haanexallen NPoOM3BOACTBEHHON MPaKTUKY;

(n. 8.1 BBegeH deneparnbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

8.2) ycTtaHOBnNeHue Oopagka BeAeHWs U BedeHWe roCygapCTBEHHONO peecTpa 3akiuyYeHWi O COOTBETCTBUM
Npon3BOAMTENS NEKapCTBEHHbIX CPEACTB TPeboBaHNSAM OpaBUN Haanexallen NPou3BOACTBEHHON MPaKTUKK;

(n. 8.2 BBegeH ®enepanbHbIM 3aKOHOM oT 22.12.2014 N 429-93)

9) rocyaapcTBeHHasa permcTpaums yCTaHOBIEHHbLIX NPOU3BOAUTENSAMW NEKAPCTBEHHbBIX NpenapaToB NpeaenbHbIX
OTMYCKHbIX LEH Ha XXU3HEHHO HEOBXOANMBIE U BaXXHEWNLLNE NeKapCTBEHHbIE NpenapaTbl U BedeHue rocygapCTBEHHOrO
peecTtpa npegenbHbIX OTNYCKHbIX LEH NMPOVM3BOAMTENEW Ha fekapCTBEHHble npenaparbl, BKIOYEHHble B OepeyeHb
KM3HEHHO HEOOXOAUMbIX N BaXKHENLLMX NeKapCTBEHHbIX NpenapaTos;

9.1) cornacoBaHue NPOEKTOB PeLLEHWIN OpraHOB UCMOMNHUTENBHOW BriacTn cybbekToB Poccuickon ®egepaumnmn o6
YCTaHOBMNEHUN U (UNN) U3MEHEHUN NPeerbHbIX PpAa3MEPOB ONTOBbIX Hag0aBOK M MpefernbHbIX Pa3mMepoB PO3HUYHbLIX
HagbaBoK K (DaKTUYECKUM OTMYCKHbIM LieHaM, YCTaHOBSEHHbIM MPOW3BOAMTENSIMU JIEKApCTBEHHbIX NPenapaToB, Ha
nekapCTBeHHble Npenaparbl, BKMOYEHHbIE B MEPeYeHb XM3HEHHO HEODXOOUMBIX W  BaXKHEWLIMX NEeKapCTBEHHbIX
npenapaTos;

(n. 9.1 BBegeH depneparnbHbiM 3akoHoM oT 13.07.2015 N 241-93)

10) ycTaHoBNeHWe nopgaKa BBO3a feKapCcTBEHHbIX cpeAcTB B Poccuiickyio Pepepauuio M BblBO3a
nekapcTBeHHbIX cpeacTB n3 Poccuiickon Pegepauuu;

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

10.1) Bblgava, ycTaHoBNEeHWe 0opaaka Bblaaym v hopMbl AOKYMEHTA, KOTOPbI NOATBEPXAAET, YTO MPON3BOACTBO
NeKapCTBEHHOrO npenapara OCyLLEeCTBIIEHO B COOTBETCTBUN ¢ TpeboBaHMAMM OpaBun Haanexatien Npon3BoLCTBEHHOWN
NPaKTUKW, N MNOANEXUT NPeAcTaBrneHuo no TpeboBaHMIO YMOMHOMOYEHHOr0 OpraHa CTpaHbl, B KOTOPYH BBO3MTCSA
rniekapCTBEHHbIV Npenapar;

(n. 10.1 BBeageH ®enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

10.2) Bblgaya, ycCTaHOBMEHVE OOPAAKA BblAauvM U QOpMbl OOKYMEHTA, COAEPXKALLEro CBedeHMs O CTagusax
TEXHOMOIMYECKOro Mnpouecca Mpou3BOACTBA JIEKApCTBEHHOrO CPeAcTBa AN MEAWMUMHCKOrO  MPUMEHEHUS,
OCyLLeCcTBNseMbIX Ha TeppuTopumn EBpasniickoro 3kKOHOMMYECKOro COo33a;

(n. 10.2 BBegeH ®depepanbHbiM 3aKkoHOM OT 22.12.2014 N 429-03, B pea. PepepanbHoro zakoHa ot 13.07.2015 N
241-93)

11) co3gaHue COBETOB MO BONpPOCaM, CBA3aHHbIM C OOpaLLeHNEM NeKapCTBEHHBLIX CPEACTB;

12) aTTecTtaumsa n ceptTudmrkaums CnewmnanmcTos,;

13) ytpaTtun cuny ¢ 1 ceHTtabps 2013 roga. - PegepanbHbiii 3akoH ot 02.07.2013 N 185-93;

14) ocywecTterneHne hapmakoHag3opa;

(n. 14 B pen. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

15) yyacTtue B MexayHapogHOM COTPYAHNYECTBE;

16) nonyyeHne No 3anpocam YNonHOMOYEHHOro hedepanbHOro opraHa WMCNOMHUTENbHOW BNAcTU OT OpraHoB
ncnonHuTeneHoM Bnactn cybobektoB Poccuiickon ®egepaumn, a Takke OT CyObLEKTOB OOpalleHWst NeKapCTBEHHbIX
cpencTts Anst MEOULMHCKOTO MPUMEHEHNUs WMHAOPMauMu MO BOMPOCaM YCTAHOBIIEHWS W MNPUMEHEHUS UEH Ha
nekapCTBeHHble npenapartbl 1 HagbaBOK K HAM;

17) npymeHeHe Mep OTBETCTBEHHOCTM 3a HapyLLeHMe 3akoHogaTenbcTea Poccunckon ®epepaunm;

18) yTBEepxxaeHue OpaBun Haanexallen nabopaTopHOW NpakTUKW, OpaBUA Haanexallen KNMHUYECKON NPakTUKu,
OpaBun Hagnexailen Mpou3BOACTBEHHONW MNPaKTUKU, NPaBUN HagneXxalleln MpakTUKA XpaHeHUs U MepeBO3KM
nekapCTBEHHbIX MpenapaToB, MpaBWn Haanexawen AMCTPUOBIOTOPCKON NPaKTUKM, MpaBui Haafexawen anTeyHou
NpakTVkK, MNpaBuUIl Haanexawlenh npakTvku ¢apmakoHaa3opa JeKkapCTBEHHbIX MpenapaToB Afs  MeAWUMHCKOro
NPYMEHEHNS;

(n. 18 BBeaeH PegepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapCcTBEHHbIX cpeacTs”

(c u3m. n gon., BCTyN....

[okyMeHT npepoctasneH KoHncynbranTntoc
[ata coxpaHeHus: 16.09.2016

19) ycTtaHoBneHve OOPAAKA (POPMUPOBAHWUS PErMCTPALMOHHOIO [OCbe Ha JIEKapCTBEHHbIA npenapar U
TpeboBaHWI K JOKYMEHTaM B €r0 COCTaBE;

(n. 19 BBegeH PepepanbHbiM 3aKoHoM oT 22.12.2014 N 429-03)

20) yTBEpXKOEHME TMpaBuil pauMoOHarbHOrO BbIOOpa HAMMEHOBAHWM JEKAPCTBEHHbIX MpenapaToB  Ans
MeOULMHCKOro NPUMEHEHUS;

(n. 20 BBeneH PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

21) yTBepxaeHve nepeyHs HaMMeHOBaHUN NekapCTBEHHbIX hopM;
(n. 21 BBegeH PepepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

22) cdopmupoBaHue peecTpa TUMOBbLIX WHCTPYKUUA MO MEAUUMHCKOMY MPUMEHEHUIO B3anMO3aMeHSEMbIX
NeKapCTBEHHbIX MpenapaTos;

(n. 22 BBepeH PegepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

23) yTBEpXaeHUe TpeboBaHUM K MHCTPYKLMU MO MEAULMHCKOMY MPUMEHEHUIO NEKApPCTBEHHbLIX NpenapaTtoB U K
WHCTPYKLUWN MO BETEPUHAPHOMY MPUMEHEHUIO NIEKAPCTBEHHLIX NPenapaTos;

(n. 23 BBegeH PepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

24) pocynebHoe 3akpbiTMe CalToB, CcoAepXawux MHOPMaUUI O PO3HUYHOM npodaXe AUCTAHLUOHHBLIM
crnocobom, npeanoXxeHne o NpuobpeTeHnn ANCTaHUMOHHBIM CNOCOOOM, AOCTaBKke OUCTaHLMOHHBIM cnocobom u (1nn)
nepegave uanyeckomy nuuy AWCTAHUMOHHBIM  CMOCOOOM  fleKapCTBEHHbIX  MpenapaToB,  HapKOTUYECKUX
nekapCTBEHHbIX NpenapaToB U NCUXOTPOMHbIX JIEKAPCTBEHHLIX NMPENapaToB, 3a UCKIMYEHNEM CIy4YaeB, YCTaHOBMEHHbIX
MpaButensctsoM Poccuickon denepaumn.

(n. 24 BBegeH PepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

KoHcynbTaHTlntoc: npumedaHue.

MonoxeHus ctatbM 5.1 PacnpOCTPaHAIOTCH Ha NONHOMOYUS hefepanbHbiX OPraHoB MCMOSHUTENBbHOW BRacTw,
KOTOpble He nepefaHbl AN OCYLLECTBMNEHNS opraHam rocygapCTBEHHON BriacTu cyobekToB Poccuiickon degepaunm m
opraHaMm MeCTHOrO camoyrnpaBfieHUs COOTBETCTBYIOLLMMU ddedeparnbHbIMU 3aKOHaMM.

Cratbsa 5.1. lepenaya ocyuwecTBneHNa NONHOMOYUN defepanbHbIX OPraHoB WCMOMHUTENbHOW BRacTu npu
obpalLeHnM NekapCTBEHHbIX CPEACTB OpraHam UCMONHUTENbLHOW BNacTh cyobekToB Poccuiickon ®Pepepavmm
(BBeaeHa ®epepanbHbivM 3akoHoM oT 13.07.2015 N 233-93)

MonHomoumns dhedepanbHbIX OPraHOB MCMOMHUTENbHOW BAAacTM nNpu  OOpalleHuM NeKapCTBEHHbIX CPEeACTB,
npeaycMoTpeHHble HacTtoswum degepanbHbIM  3aKOHOM, MOTYT MepefaBaTbhCs AMs OCYLWECTBMEHUS  opraHam
ucnonHuTensHoM Bnactu cybbektoB Poccunckon ®depepauum noctaHoBneHuamn [lpaButensctBa Poccuiickon
depepaummn B nopsigke, yctaHoBneHHoM ®epepanbHbiM 3aKQHOM OT 6 okTabpsa 1999 roga N 184-903 "O6 obwmx
NpVHUMNax opraHu3auMu 3akoHoZaTenbHbIX (NPeACTaBUTESNbHBLIX) W UCMOSHUTENbHBLIX OPraHoB OCYAapCTBEHHOW
BnacTtu cybwektoB Poccuiickon degepaummn”.

Cratbs 6. [NonHOMO4NS OpraHoOB MCMONHUTENBHON BNactu cybwvekta Poccuickon ®epepaummn npu obpalieHum
nekapCTBEHHbIX CpeacTB

K nmonHomouusim opraHoB uMcnonHuTenbHon Briactu cybwvekta Poccuiickon depgepaumm npu obpalieHum
nekapCTBEHHbIX CPeACTB OTHOCATCS:

1) paspaboTka u peanusaumMsi pervoHasnbHbIX MNporpamMm obecrnedeHus HaceneHusi JNeKapCTBEHHbIMU
npenapaTtamu;

2) ycTaHOBNeHWe npeaenbHbIX pa3MepoB ONTOBbIX HaAOaBOK U NpeaenbHbIX pasMepoB PO3HUYHLIX HaobaBoOK K
PaKTU4ECKNM OTMYCKHbIM LIEHAM, YCTAHOBITEHHLIM NPOU3BOAUTENSAMW NIEKAPCTBEHHLIX NPENapaToB, Ha NeKapCTBEHHbIE
npenapaTbl, BKIMOYEHHbIE B 0ePeYeHb XN3HEHHO HEOOXOAMMBIX U BaXKHEWLLMNX NEKAapPCTBEHHBIX NPenapaTos.;

3) ocyllecTBneHne pernoHanbHOro rocyfapCTBEHHOrO KOHTPOMS 3a MPMMEHEHWEM LEH Ha feKapCTBEHHble
npenapaTbl, BKIMYEHHbIE B MNEpeyYeHb XWU3HEHHO HeOoOXOOUMBIX W BaXHEWWWUX JeKapCTBEHHbIX MNpenaparos,
opraHu3auMsiMM ONTOBOW TOProOBMAW, anTeYHbIMW OpraHu3auusiMn, WHAMBUOYanNbHbIMW  NpPeanpuHMMaTENsSMU,
UMELLUMU NMLIEH3NI0 Ha (hbapMaLleBTUYECKYIO AeATENbHOCTb.

(B pea. PenepanbHoro zakoHa ot 25.06.2012 N 93-d3)

Maea 3. FTOCYAAPCTBEHHASA ®APMAKOINEA
CraTtbs 7. PaspaboTka 1 nsgaHme rocygapCTBEHHON hapmakonen, pasmeLleHmne aHHbIX O Hel

1. Noga rocyaapcTBeHHOM bapmakoneer NoHMMaeTCcs CBoA, 0OLLMX (hapMakonenHbiX cTtaTer M hapMakonenHbixX

KoHcynbTaHTlINOC
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapCcTBEHHbIX cpeacTs”

(c u3m. n gon., BCTyN....

[okyMeHT npepoctasneH KoHncynbranTntoc
[ata coxpaHeHus: 16.09.2016

cTaTemn.

2. PaspaboTka obuwmx bapMakonenHbix cTtaten n doapMakonerHbiX cTaTel, B TOM YMcne dpapMakonenHblx ctaTemn
Ha dhapmakoneriHble cTaHg4apTHble 06pasLbl, 1 BKIOYEHME UX B TOCYAapCTBEHHYIO (hapMakonel OCyLIEeCTBNATCA B
nopgajke, yCTaHOBIIEHHOM YMOSTHOMOYEHHbBIM dhefieparibHbIM OpraHoM UCMOSTHUTENBLHOW BriacTu.

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

3. PaspaboTtka apmakonenHon cTaTbU Ha pedepeHTHbIM NEeKapCTBEHHbIM MpenapaT M BKNIOYEHWE ee B
rocygapCcTBeHHyo hapMakonelo B TeYeHWe cpoka AENCTBUS 3aluTbl UCKIOYUTENBHOro npasa, YAOCTOBEPEHHOrO
NaTeHTOM Ha pedepeHTHbIN NEKAPCTBEHHBIN NpenapaT, OCYLLIECTBNSATCA C cornacusi ero paspaboTyuka.

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

4. lNocypapctBeHHas dapmakones wusgaeTcs  YnosIHOMOYeHHbIM  dhefepanbHbiM  OpraHoM  UCMOSTHUTENBHOMN
BMacTu 3a cYeT cpedcTB dpedepansHOro bogxeTa n NOANEXUT NepPen3faHnsaM He pexe YeM OAMH pa3 B NATb NeT, B
nepvog Mexgy KOTOpbIMW UW3OAlTCA MPUNOXEHUs K rocydapcTBEHHOW dapMakornee, copepxawue oblime
dapmakonemnHble ctatb U (Mnu) apmakonenHble cTaTbW, YTBEPXOEHHble MNOocre u3gaHus unu nepeunsgaHns
rocyapCTBeHHON hapmakoneu.

5. YnonHomoueHHbIM bedeparnbHbli opraH UCMOMHUTESNBbHOW BNacTM pasmeliaeT AaHHble O rocyaapCTBEHHOM
drapmakonee 1 NpUNOXeHUsIX K Hel Ha cBoeM odumumansHOM cante B ceTu "MIHTepHeT" B yCTaHOBMEHHOM UM NOpSaKe.

Masa 4. TOCYOAPCTBEHHbIW KOHTPOIb MPU OBPALLEHUA
NEKAPCTBEHHbIX CPEACTB

Cratbs 8. ”VILI,eH3I/IpOBaHVIe npon3BoAcTBa JieKapCTBEHHbIX CpeacTB U q)apmaueBqueCKon AeATeNIbHOCTU

1. JlvueHampoBaHMe MNpOM3BOACTBA JIEKAPCTBEHHbLIX Cpeacts M dapmalleBTUYecKon [EeATeNnbHOCTHU
OCYLLIeCTBMSIETCS B COOTBETCTBUM C 3aKoHoAaTenbCcTBOM Poccuiickon ®epepauumu.

2. O6s3aTenbHbIM YCIIOBUEM NPEAOCTABINEHMS NIULEH3UN HA NPOM3BOACTBO JIEKApPCTBEHHbLIX CPeACTB sBMseTcs
NPUIOXEHNE K 3asBNEHNI0 COMCKATENS! NTMLEH3MN NEPEYHS NEKapCTBEHHbIX POpM 1 (MnM) BUOOB dapMaLeBTUYECKUX
cybCcTaHUUn, KOTopble NPOM3BOANUTENb NIEKAPCTBEHHbLIX CPEACTB HAMEPEH NPOUN3BOAUTD.

3. B cnyyae Heob6xoouMOCTM paclUMpEHUs MNMPOU3BOACTBA JIEKAPCTBEHHbIX CPeACTB 3@ CYET HOBbIX
nekapcTBeHHbIX opM M BUOOB papMaLeBTUYECKUX CyOCTaHUUI NpOM3BOAUTEND NEKApCTBEHHbLIX CPEACTB AOMKEH
NONyyYnTb HOBYIO NULEH3MIO Ha NPOU3BOACTBO NEKapCTBEHHbLIX CPEACTB.

Cratbs 9. MocyaapcTBEHHbIM KOHTPOIb (Haa30p) B cdhepe 06palleHnsi NEKapCTBEHHbLIX CPEACTB
(B pen. ®epepansHoro 3akoda ot 25.06.2012 N 93-93)

1. FocynapCTBEHHbIN KOHTPOIb (Hag30p) B cdepe obpalleHus nekapCTBEHHbIX CPeaCTB BKIIOYaAET B cebs:

1) NULEH3NOHHbLIV KOHTPOIb B cdbepe NPOM3BOACTBA MNEeKapCTBEHHbLIX cpeAcTB M B cdepe hapmaueBTnYecKon
OeaTensHoCTY;

2) depepanbHbIN rocyaapCTBEHHbIV HAA30p B chepe obpalleHns nekapCTBEHHbIX CPeACTB;

3) BbIDOPOYHBIN KOHTPOSb Ka4ecTBa NiekapCTBEHHbIX CPEACTB.

(n. 3 BBeAeH PeaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

2. JINLEH3NOHHBIN KOHTPOMb B cdhepe NpOM3BOACTBA JIEKAPCTBEHHbIX CPeacTB M B cdepe dapmaueBTUYECKON
0eATenbHOCTU OCYLLECTBASETCA YNONTHOMOYEHHbIMU dbeaepanbHbiM OpraHoOM WCMOSNTHUTENbHOW BriacTM M opraHammu
NCNonHMTENBHOW BriacTn cyobekToB Poccuickon ®enepaLnmm cornacHo X KOMMETEHUMM B Mopsigke, YCTaHOBIIEHHOM
depepanbHbiM 3aKOHOM OT 26 aekabpsa 2008 roga N 294-03 "O 3awmuTe npaB HOPUANYECKMX MWL, U MHAMBUAYaNbHbLIX
npeanpyHMMaTenen Npyu OCYLLECTBIEHUN FOCYAApPCTBEHHOIO KOHTpONSA (Hagsopa) U MyHWUMNanbHOro KoHTpons", c
y4yeToM 0CoBEHHOCTEN OpraHu3aunm n NpoBeAeHUs NPOBEPOK, YCTaHOBMNEHHbIX PenepanbHbiM 3aKoHOM oT 4 mas 2011
roga N 99-03 "O nuueH3nMpoBaHMM OTAENbHbIX BUAOB AeATENbHOCTM".

3. ®epnepanbHbll TOCYAApPCTBEHHbI HAA30p B cdepe obpalleHuns nekapCTBEHHbIX CPEACTB OCYLLEeCTBRSeTCS
YNOMHOMOYEHHbIMU heaeparnbHbIMU OpraHaMmn UCNONHUTENBHON BNAcTu (Aanee - opraHbl rOCyJapCTBEHHONO Haasopa)
COrNacHo MX KOMMEeTEHLUMM B Dopdaake, ycTaHoBneHHoM [MpasuTtensctBom Poccuiickon ®egepaumn.

4. depepanbHbIN rocyaapCTBEHHbIV HAa30p B chepe obpalleHus nekapCTBEHHbIX CPEACTB BKIIOYaeT B cebs:

1) opraHmMsauuio 1M nNpoBeAeHME NPOBEPOK cobnoaeHust cybbekTamu obOpalleHnst JNeKapCTBEHHbLIX CPEACTB
YCTaHOBMEHHbIX HacTosAWwmMm PenepanbHbiM 3aKOHOM U MPUHATBIMA B COOTBETCTBUM C HUM WHBIMW HOPMAaTMBHBIMMU
npaBoBbIMK akTamu Poccuinckon ®egepavuym TpeboBaHUA K AOKITMHUYECKUM NCCREA0BaHUAM NEeKapCTBEHHbIX CPeacTs,
KNUHUYECKUM UCCefOBaHNSAM NeKapCTBEHHbIX NpenapaToB, XpaHeHuto, nepeBo3ke, BBO3y B Poccuiickyo depepaumio,
OTMYCKy, peanu3aumy JEeKapCTBEHHbIX CpPeAcTB, MPUMEHEHMIO J1EKApCTBEHHbLIX MpenapaTtoB,  YHUYTOXEHMWIO
nekapCTBEHHbIX CPeACTB, a Takke cobniogeHust yNnonHOMOYEHHbIMM OpraHamMu WCMONMHUTENbHOW BNacTn CyObekToB
Poccunckon ®epepauum METOOMKM YCTAHOBMEHUS MpefdernbHbiX pa3MepoB ONTOBbIX HagbaBOK WM npeaenbHbiX
pa3mMepoB PO3HUYHBLIX HaabaBOK K (aKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBIIEHHbIM  MPOM3BOAUTENSMU
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapCcTBEHHbIX cpeacTs”

(c u3m. n gon., BCTyN....

[okyMeHT npepoctasneH KoHncynbranTntoc
[ata coxpaHeHus: 16.09.2016

neKkapCTBEHHbIX NpenapaToB, Ha fleKkapCTBEHHble Mnpenaparbl, BKIOYEHHble B OepeyeHb )XM3HEHHO HeobxoaAWMbIX U
BaXXHEWLLNX NIEKapCTBEHHbIX NpenapaTtoB (ganee - obs3arenbHble TpeboBaHus);

2) opraHu3auuio 1 NpoBeaeHre NPOBEPOK COOTBETCTBUSA NEKAPCTBEHHbIX CPEACTB, HAXOOSALWMXCS B TPaXX4aHCKOM
o6opoTe, yCTaHOBNEHHbIM TPEBOBaHUSAM K UX Ka4eCTBY;

3) opraHusauuto n npoeefeHne bapMakoHaas3opa;

4) npuMeHeHWe B Nopsiake, yCTaHOBNEHHOM 3akoHoAaTenscTBoM Poccuiickon defgepaumm, mMep Mo npecevyeHunto
BbISIBNIEHHbIX HapyLLeHWn oba3aTenbHbIX TpeboBaHWN 1 (MNKU) YCTPaHEHWIO MOCNEeACTBUMA TakMx HapyLUeHWA, B TOM
yncne NPUHATUE PELLEHNS O HaxXOXOEHWM TEKApCTBEHHbIX CPeacTB B obOpaleHuu, Bbigady npegnucaHun oo
YCTPaHEeHWM BbISBIIEHHbIX HapylleHun obsa3aTenbHbiXx TpeboBaHWA W MpUBMEYEHME K OTBETCTBEHHOCTW vy,
COBEPLUMBLUMX TaKMe HapyLUEeHWs.

(4acTb 4 B pea. PepepanbHoOro dakoHa ot 22.12.2014 N 429-03)

5. depepanbHbI FOCYAapCTBEHHBIN HAA30p B chepe obpallleHnss NekapCTBEHHbIX CPeaCTB OCYLLeCTBNSeTCS B
nopsiake, yctaHoBrneHHoMm PefepanbHblM 3aKoHOM OT 26 aekabpsa 2008 roga N 294-03 "O 3awwmTe npaB lpUANYECKNX
iy 1M MHOMBWMAYanbHbIX NPeanpuHUMaTtenen npu  OCyLeCcTBNEHMU TOCYyAapCTBEHHOIO KOHTponsa (Hagsopa) wu
MYHULMMNANbHOTO KOHTPOns", ¢ y4eTOM OCOOGEHHOCTEN, YCTaHOBMEHHbIX HacToswew cTtaTeen. [lpeaBaputensHoe
corracoBaHue C opraHamu MpOKypaTypbl CPOKOB MPOBEAEHWs BHEMNMaHOBOM MpOBepKM CybbekTtoB obpalyeHus
NIeKapCTBEHHbIX CpeacTB, a TaKke npegBapuTesibHoe YyBeaoMIieHue pungndecknx nud, wHanBuayanbHbIX
npegnpuHMmartene o Hadyane npoBedeHUs 3ToW npoBepku He TpebyeTcs. OpraHbl NpoKypaTypbl M3BELLAOTCA O
npoBedeHUN BHEMNNaHOBOW MpOBEepkN CyObEeKTOB obpalleHns rnekapCTBEeHHbIX CpeACcTB MOCPeACTBOM HanpaBrieHus
COOTBETCTBYIOLNX OOKYMEHTOB B TeYEeHWe Tpex paboyumx OHEW C MOMEHTa OKOHYaHWs MPOBEAEHUS YKa3aHHOW
BHENaHOBOW NPOBEPKU.

(4acTb 5 B pea. PepepanbHoOro dakoHa ot 22.12.2014 N 429-03)

6. [omKHOCTHblE nuuUa opraHa rocy4apCTBEHHOro Haa3opa B Mopsiake, YCTAHOBMEHHOM 3aKOHOAATENbCTBOM
Poccuitckon ®egepauun, UMeIOT Npaso:

1) nonyyaTb Ha OCHOBaHWM MOTMBMPOBAHHbIX NMMCbMEHHbIX 3aMPOCOB OT CyObeKTOB obpalleHWs fneKapCTBEHHbIX
cpencTs, OpraHoB UCMONMHUTENbHONM BNnacTu cybobekToB Poccuiickon ®egepauum n opraHoB MECTHOMO CamoynpaBrieHust
OOKYMEHTbI 1 MHOopMaLMIo No Borpocam obpalleHns NekapCTBEHHbIX CPeACTB;

2) 6ecnpensiTCTBEHHO MO NpeabsABEHUM CNY>XeOHOro YaAOCTOBEPEHNS N KONUK NpUKasa (pacrnopsbkeHus) opraHa
rocylapCTBEHHOr0O Hag3opa O Ha3Ha4YeHUM MPOBEPKM Mocelwatb WUCMOoNb3yeMble  HOPUAUYECKMMU  NMUAMM,
WHAMBMAYaNbHBIMU NPeAnpUHUMAaTENAMU, ABNALWMMUCA CyObekTamu 06palleHus NnekapCTBEHHbIX CpeacTB, Mnpu
OCYLLECTBMEHNN CBOEW OeSATENbHOCTU TEeppUTOpWUM, 3[4aHWs, MOMELLEHUS W COOPYXEHMS B Lenax npoBeaeHus
MEPOMPUSATUI MO KOHTPOSIO;

3) npoBoauTe 0T60P 06pPa3LIOB NEKAPCTBEHHbBIX CPEACTB, MpeAHasHavYeHHbIX ANs peanu3auun N peanusyembix
cybbektamn obpalleHns nekapCTBEHHbIX CPeAcTB, [ONA MPOBEPKM UX KadecTBa, NPOBEOEHMS WCCregoBaHuu,
MCMNbITAHUA B COOTBETCTBUUN C npasunamu 0T6opa 06pa3uoa, YCTaHOBJ1I€EHHbIMU YMNOJTHOMOYEHHbIM q)e,qepaanblM
OpraHoM UCMONHUTENBHON BacTy;

4) BblgaBaTbh cybbekTam obpalleHWs NekapCTBEeHHbIX CPeACTB MpeanucaHus O nNpekpalleHWM HapyLleHWi
ob6s3aTenbHbIX TpeboBaHMI M 06 yCTpaHEeHUM BbISIBIEHHBIX HApYLLEHWIA 06A3aTenbHbIX TpeboBaHNIA;

5) HanpaBnsiTb B YMNOMHOMOYEHHbIE OpraHbl MaTepuanbl, CBSi3aHHble C HapylweHusMun oba3aTenbHbIX
TpeboBaHWiA, OIS peLleHns BONPOCOB O BO30YXAEHUN YrONOBHbIX A€M MO Npu3Hakam NpecTynieHnn.

7. BbIBOPOYHBIN KOHTPOIb Ka4ecTBa NeKapCTBEHHbIX CPEACTB OCYLLECTBNAETCS YNONHOMOYEHHbIM dheeparnbHbIM
OpraHoOM UCMONHUTENBHON BracTu B yCTAHOBNIEHHOM UM [OPAAKEe W BKIOYaET B cebs:

1) obpaboTky cBeaeHuIn, B 0b6a3aTenbHOM Nopsake NpefocTaBnsemMblx cyobekramm obpalleHns nekapCTBEHHbIX
cpencTs, O cepusix, MapTUsiX JeKapCTBEHHbIX CPEACTB, MOCTyMNawlWmMX B rpaxgaHckunm obopoT B Poccuinckon
denepaumnu;

2) otbop 00pasuoB NEKApPCTBEHHbIX CPeACTB Yy CyObeKkTOB obOpalleHusi JeKapCTBEHHbIX CpeacTB B LENsiX
npoesegeHunA MUCMbITAHUA Ha WX COOTBETCTBUE Tpe6OBaHVIF|M HOpMaTMBHOVI OOKYyMeHTauun wunn HOopMaTUBHbIX
OOKYMEHTOB;

3) NpuHATME Mo pesynbTaTaMm MNPOBEAEHHbIX UCMbITAaHUA pelleHns O JarnbHewweM rpaxgaHckom obopoTe
COOTBETCTBYIOLLErNO NIEKaPCTBEHHOIO CPeCTBa;

4) NpuUHATUE YMONTHOMOYEHHbIM befeparnbHbiM OpraHoOM WCMOSNTHUTENBHOM BracTu peLeHus O nepeBoje
nekapCTBEHHOINO0 CpeAcTBa Ha MOCEPUNHBIN BbIOOPOYHLIN KOHTPOSb KayecTBa JIEeKapCTBEHHbIX CPEACTB B Criyyae
NOBTOPHOIO BbiABIEHNA HECOOTBETCTBUA Ka4eCTBa JIEKapCTBEHHOINo cpenctBa yCTaHOBJI€HHbIM TpGﬁOBaHI/IﬂM n (I'Ipl/I
HeobXo0aMMOCTM) O NpoBepke CcyGbekTa obpalleHus nekapcTBeHHbIX cpeAcTB. Pacxobl, CBs3aHHble C NpoBeAeHVEM
NMocepumHOro BbIGOPOYHOrO KOHTPONSA KayecTBa JleKapCTBEHHbIX CPEeACTB, OMfayuBaloTCs NpousBoavTenem
nekapCTBEHHOro cpeacTBa Nubo aepxaTenem iy BriagenbLeM pPerncTpauuoHHOro yAOCTOBEPEHUSA FEeKapCTBEHHOIO
npenapara.

(4acTb 7 BBeaeHa PeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapCcTBEHHbIX cpeacTs”

(c u3m. n gon., BCTyN....

[okyMeHT npepoctasneH KoHcynbranTntoc
[ata coxpaHeHus: 16.09.2016

Mnaea 5. PASPABOTKA, AOKNMHUYECKUE UCCITIEAOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KITMHUYECKUE UCCITEANOBAHUA
JIEKAPCTBEHHbIX MPEMAPATOB O1A BETEPUHAPHOIO NMPUMEHEHUA

Cratbsa 10. PaspaboTka nekapCTBEHHbIX CPEACTB

1. Pa3paboTka nekapcTBEHHbIX CPEACTB BKIOYAET B cebs MOUCK HOBLIX (hapMaKkoriorMyeckn akTUBHbIX BELLECTB,
nocneaywoliee M3yyeHMe WX FeKapCTBEHHbIX CBOWCTB, [OOKMMHUYECKME WCCrefoBaHusA, pa3paboTky TexHONorum
npou3BoacTBa hapmaueBTUYECKMX cybcTaHLumn, pa3paboTKy COCTaBOB M TEXHOMOIMUA MPOM3BOACTBA JIEKAPCTBEHHbIX
npenapaTos.

2. druHaHcoBoe obecneyeHne pa3paboTkn NeKapCTBEHHbIX CPEACTB OCYLLECTBNAETCA 3a CYET:

1) cpeacTB chenepansHOro GrooKeTa;

2) cpeacTB pa3paboTynKOB NEKapCTBEHHbIX CPEACTB;

3) cpencTB Npou3BoaUTENEN NEKapCTBEHHbBIX CPEACTB NPY BbINOSIHEHUN HAay4YHO-UCCRefoBaTeNbCckux paboT no
[0roBopy Mexay pa3paboTyMKOM NekapCTBEHHbIX CPeACTB M NPOM3BOAMTENEM fleKapCTBEHHbLIX CPEACTB;

4) NHbIX He 3anpeLLleHHbIX 3aKkoHoaaTenbcTBOM Poccuickon degepaumm NCTOYHNKOB.

3. MNpaBa pa3paboTyunka NekapcTBEHHOrO CPEACTBA OXPAHAIOTCS rpaXk4aHCKMM 3aKOHO4ATeNbCTBOM.

Ctatba 11. [JoknuHMyeckoe nccnegoBaHue JNIeKapCTBEHHOro cpeactea aAnda MeguumHCKOro npuMmeHeHuna

1. JoknuHuyeckoe nccrnefoBaHne NekapCTBEHHOMO CpeacTBa Anst MEAVNUMHCKOrO NPUMEHEHUSI NPOBOAMUTCS NyTEM
NMPUMEHEHNST Hay4HbIX METOAOB OLIEHOK B Uensax MofyyveHust [JokasatenbcTB 6GesonacHoCTM, KadecTBa M
3h(hEeKTUBHOCTM NEKAPCTBEHHOIO CPEACTBA.

2. [loknMHU4Yeckoe uccrnefoBaHWe fekapCTBEHHONO CPeAcTBa Ans MeOUUMHCKOTO NPUMEHEHWUs NMpOoBOAUTCS B
COOTBETCTBMM C [OpaBUNaMK Hagnexawen nabopaTopHOW  MPaKTUKW,  YTBEPXOEHHbIMU  YNMOMHOMOYEHHbBIM
denepanbHbIM OpraHOM UCTONHUTENBHONM BRacTw.

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

3. Ona opraHuM3aumMum M NpoBeAEeHUs [OOKIMHUYECKOTO WCCNEeAOBaHWst fleKapCTBEHHOrO cpeactBa  Ans
MeOULMHCKOro NPUMEHEHNs pa3paboTyMKM FeKapCTBEHHbIX CPeACcTB MOryT MpuBMekaTb Hay4yHO-UCCriedoBaTenbCckue
opraHu3auum, obpasoBaTerbHble opraHvsaumm BbICLUErO o6pa3oBaHus, nmetoLme Heobxoanmyto
MaTepuanbHO-TEXHUYECKYI0 6a3y 1 KBannMuUUpOBaHHbIX CNeLMannucToB B COOTBETCTBYOLLEN 06nacTh uccrnenoBaHus.
(B pea. PepepanbHoro 3akoHa ot 02.07.2013 N 185-93)

4. [loknnHU4eckoe nccregoBaHne NIekapCTBEHHOTO CPeAcTBa AN MEAULMHCKOrO MPUMEHEHUS MPOBOAUTCA MO
yTBEPXAEHHOMY pa3paboTyMKOM NEKApCTBEHHONO CpeacTBa MnaHy C BeAEeHWEeM MpPOTOKOoNa 3TOro WUCCrneoBaHus U
COCTaBfeHMEM OT4yeTa, B KOTOPOM COAepXKaTcsl pe3ynbTaTbl 3TOF0 WUCCNEedOoBaHWs U 3aKiOYeHWe O BO3MOXXHOCTU
NPOBEAEHUS KITMHNYECKOIO NCCneoBaHNs TeKapCTBEHHOMO nNpenapara AN MeAULMHCKOro NPUMEHEHMS.

5. MNMpoBeneHne npoBepok CcOOMOAeHUs OpaABUN Haanexawen nabopaToOpHOM MNPaKTUKM M MPaBOBbIX HOPM
NCMNONb30BAHMS KMBOTHbIX MPW  MPOBEAEHUM  OOKIMHUYECKMX WUCCNEeOoBaHW  NEeKapCTBEHHbIX CPeacTB  Ans
MEOULMHCKOrO NMPUMEHEHMST OCYLLLECTBISIETCS YNONMHOMOYEHHbIM (beaeparibHbIM OpraHOM UCMOMHUTENBHOW BNacTu.

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

6. Pe3ynbTaTbl OOKMMHUYECKOrO MWCCrEeLOoBaHMS NEKapCTBEHHOro cpefcTBa ONs MeOWMUMHCKOrO MNpPUMEHEHUs
MoryT ObITb MpefcTaBrieHbl B YMNOMHOMOYEHHLIN deneparnbHbii OpraH MCMONIHUTENbHOW BRacTu B YCTAHOBIEHHOM
nopsigke B LIENsiX rocy4apCTBEHHOW perncTpauum nekapCTBEHHOro npenapara.

Cratbs 12. [JOKNMMHUYECKOe WCCrefoBaHUE J1IeKapCTBEHHOrO CpeAcTBa UM KIMHMYECKOe  MccriegoBaHue
neKkapcTBEHHOro npenapaTta Assi BETEPMHAPHOIO NPYMEHEHUS]

1. JoknuHuyeckoe uccrneaoBaHVWe NeKapCcTBEHHOTO CPeacTBa AN BETEPUMHAPHOro NPUMEHEHUS MPOBOAWUTCSH
nyTeM MNPUMEHEHUsI Hay4HbIX MeTOAOB OLIEHOK B LENAX MOoNyyYeHus [okasaTenbCTB GesonacHoCTM, KayecTBa M
3(heKTUBHOCTM MEKapCTBEHHOro CpeacTBa, B TOM YWCNe OnpedeneHnsl cpoka ero BblBEAeHUs W3 opraHuaMa
XUBOTHOrO, B Lensax obecneyeHuss Ge3onacHOCTU MPOAYKLUMM XXUBOTHOMO MPOUCXOXAEHWUS MOCRe NpUMeHeHUs
COOTBETCTBYHOLLIEro JleKapCTBEHHOro npenapara.

2. [JOKNMHMYECKoe WCCNeaoBaHne JeKapCTBEHHOrO CpeacTBa M KIMMHUYECKOE WCCrefoBaHWe J1eKapCTBEHHOro
npenapata AN BeTepUHApPHOro MpPUMEHeHWsl, uccrieqoBaHne BMO3KBMBANEHTHOCTU YKa3aHHOMO NeKapCTBEHHOro
npenaparta NpoBoASATCA B COOTBETCTBUM C NpaBUNamy, YTBEPXKAEHHbIMU YMNONHOMOYEHHbIM deaepanbHbIM opraHoM
UCMOMHUTENBHON BNacTu.

3. JoknuHnyeckoe uccrieqoBaHWe feKapCTBEHHOro CpefcTBa W KMMHMYECKoe WccriefoBaHue eKapCTBEHHOro
npenapata ANs BeTEpUHaAPHOrO MPUMEHEHWs MPOBOAATCA MO  YTBEPXKAEHHOMY pa3paboTYMKOM NeKapCTBEHHOo
cpencTtsa NnaHy C BeAeHUMEM MPOTOKOSNOB 3TWMX MCCMeAOBaHUiA M COCTaBlIeHMEM OTYETOB, B KOTOPbLIX CoAeparcs
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03

Speﬂ' ot 03.07.2016) " [okyMeHT npepoctasneH KoHncynbranTntoc
06 obpalleHnmn neKkapcTBEHHbIX CPeaCTB [laTa coxpareHus:: 16.09.2016

(c u3m. n gon., BCTyN....

pe3ynbTaTtbl 3TUX NCCNe0BaHNNA.

4. [Insa opraHMsauun u NnpoBeaeHns JOKNMHUYECKOro NCCNeaoBaHUS NEKapCTBEHHOIO cpeacTBa U KIMHUYECKOro
nccnegoBaHus NekapCTBEHHOMO NpenapaTta Afsi BETEPUHAPHOro NpUMeHeHUs pa3paboTymK NiekapCTBEHHOIO cpeacTea
MOXET NpuBreKaTb OpraHn3aunn, UMetLLmMe HeobXoaMMYI0 MaTepmanbHO-TEXHUYECKYD 6a3y M KBanMduUMpOBaHHbIX
CrneLman1cToB B COOTBETCTBYHOLWEN obnacTu uccnegoBaHms.

5. KnuHnyeckune nccneoBaHnsl NeKapCcTBEHHbIX MpenapaTtoB AN BETEPUHAPHOTO NMPUMEHEHWUsI NMPOBOASTCA B
BETEPVHAPHBLIX OpraHu3auMsx U B OpraHu3auusix, OCYLLUECTBMSALWMUX pa3BedeHUe, BblpallMBaHWEe W COAEpXXaHue
XXMBOTHBIX, B LleNsx:

1) ycTaHOBNEHNs NePEHOCUMOCTM NIEKAPCTBEHHLIX NpenapaToB 340POBbLIMU XXUBOTHLIMMU;

2) nopgbopa onTuMarnbHbIX O03MPOBOK JIEKAPCTBEHHbLIX MpenapaTtoB U Kypca NEeYEeHUs1 Ha KOHKPETHOW rpynne
XUBOTHbIX C OI'Ipe,El,eJ'IeHHbIM 3a60neBaHmeM;

3) ycTtaHoBneHuss 6esonacHoOCTM M 3PGEKTUBHOCTM IEKapCTBEHHOrO MpenapaTta, npegHasHa4YeHHoro Ans
neyeHust onpeneneHHbIX 3aboneBaHWi XMUBOTHbLIX, WU  3PGEKTUBHOCTM JIEKAapCTBEHHOro npenapata Ans
npodnnakTuK1 3ab0neBaHNn 340POBbLIX XKUBOTHbIX;

4) n3dydyeHnst BO3MOXXHOCTEWN pacCLUMPEHUs MokKasaHW K MPUMEHEHUIO 3aperMcTpMpoOBaHHOIO JieKapCTBEHHOMO
npenapaTa u BbISIBIEHUS paHEe HEM3BECTHbBIX MOOOYHbBIX AENCTBUN.

6. KnuHnyeckoe nccrnenoBaHue nekapCTBEHHOMO Npenaparta Ansi BeTepMHapHOro NPUMEHEHUS OCYLLECTBSIeTCS
3a cyeT cpeacTB pa3paboTymKa NekapCTBEHHOrO cpeacTea.

7. OTyeTbl O pesynbTaTtax [OOKIMHUYECKOrO WCCeoBaHUS JEKapCTBEHHOrO CPeacTBa W KIMHUYECKOTO
nccnegoBaHMst NEeKapCTBEHHOrO Mpenapata Afs BEeTEPMHaApHOro MPUMEHEHUSI COCTaBMATCS  pa3paboTymKkom
NEeKapCTBEHHOro CPeAcTBa C y4ETOM 3aKITHOUEHMIA OpraHn3aunii, NpUHUMAaBLLMX y4acTUe B OpraHM3aumm U npoBedeHuu
3TUX UCCneaoBaHun.

8. KOHTpOJ'Ib 3a I'IpOBe,D,eHVIeM OOKNMUHNYECKUNX I/ICCJ'Ie.EI.OBaHI/IVI J'IeKapCTBeHHbIX CpeﬂCTB N KIMHUYEeCKnXx
nccrnefoBaHUn NeKapCTBEHHbLIX MpenapaToB AN BETEPUHAPHOIO MPUMEHEHMST OCYLLECTBISETCA  YNOMHOMOYEHHbLIM
denepanbHbIM OpraHoM UCMONMHUTENBHOW BNacTu.

Masa 6. OCYLWECTBNEHME rOCYOAPCTBEHHOW PETUCTPALIUN
JIEKAPCTBEHHbIX NMPEMAPATOB

Cratbsa 13. [ocygapcTBeHHas perncrpaunsi nekapcTBEHHbIX NpenapaTos
(B pen. ®epepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. B Poccuiickon degepaummn ponyckarTcs NPOU3BOACTBO, W3rOTOBfIEHWE, XpaHeHWe, NepeBO3Ka, BBO3 B
Poccuiickyto ®epepaumio, BbiBO3 U3 Poccuiickon ®epepauun, peknama, OTnyck, peanusauus, nepegada, npumMeHeHue,
YHUUYTOXEHNE NEKAPCTBEHHbIX MPEnapaToB, €CNU OHU 3aperncTpypoBaHbl COOTBETCTBYHOLUUMM  YMOMHOMOYEHHbBIM
denepanbHbIM OpraHoM UCNONHUTENBHOW BNAcTU.

(vactb 1 B peq. ®enepansHoro zakoHa ot 13.07.2015 N 241-93)

2. ['ocypapCTBEHHON perncTpaumm nognexar:

1) Bce nekapCcTBEHHbIE NMpenaparthl, BepBble noanexaiwue Beoay B obpalleHne B Poccuiickon Pepepaumu;

2) nekapcTBEHHble Mpenaparbl, 3aperncTpMpOBaHHbIE paHee, HO MPOM3BEAEHHbIE B APYIrUX JE€KapCTBEHHbIX
dopmax B COOTBETCTBUM C OepeyHeM HauMEeHOBaHWIA NekapCTBEHHbIX (hOPM, B HOBOW JO3MPOBKE NpU AoKa3aTenbCTBe
€€ KNUHNYECKON 3HaYUMOCTU U 3P PEKTUBHOCTH;

3) HOBble KOMOUHALMKN 3apErNCTPUPOBAHHBLIX PAHEE NIEKAPCTBEHHbLIX NPenapaToB.

3. N'ocypapcTBeHHas permcTpaums NekapCTBEHHbBIX NPENapaTtoB OCYLIECTBNAETCA MO pe3ynbTaTam 3KCNepTusbl
NeKapCTBEHHbIX CPeACTB, a rocy4apCTBEeHHasi permctpauust opdaHHbIX NeKapCTBEHHbIX MpenapaToB OCYLLECTBSETCS
Nno pesynbTaTtaM 3SKCNEepTU3bl [OOKYMEHTOB, NPEeACTaBMEHHbIX AN OnpefeneHuMs BO3MOXHOCTM paccMaTpuBaTtbh
nekapcTBEHHbIM NpenapaTt Ans MeAULUMHCKOrO NPUMEHEHUs MPU OCYLLECTBIIEHUN FOCYAapCTBEHHOW perucrpaumm B
KayecTBe opchaHHOro nekapcTBEHHOro npenapara, U Nno pesynbTaTamM 3KCNepPTU3bl NEKAPCTBEHHbLIX CPEACTB.

4. TocypapcTBeHHast peructpauusi NekapCTBEHHOro  npenapata  OCYLIEeCTBNAETCHS  COOTBETCTBYHOLLMM
YMOSTHOMOYEHHbIM hbefiepanbHbIM OpraHOM WCMOMHUTENBHOW BNacTy B CPOK, HE MPEBbIWAKLWNA CTa LWEeCTUaecsaTu
paboynx OHEN CO OHSA MPUHATUS COOTBETCTBYIOLLENO 3asBNIEHNS] O FOCYAApPCTBEHHOW perncrpaummM nekapcTBEHHOIo
npenapaTta. B ykasaHHbI CpPOK BKIlOYAeTCA BpeMsi, Heobxooumoe [fsi MOBTOPHOINO MNPOBELEHUST 3KCNepTU3bl
NeKapcTBEHHOro cpeacTBa B COOTBETCTBMM CO cTaTben 25 HacToswero degepanbHoro 3akoHa. Cpok rocyaapCTBEHHOM
perncTpauum nekapcTBEHHOro npenaparta UCYUCISETCS CO OHA MPUHATUS COOTBETCTBYIOLUMM  YNONMHOMOYEHHbIM
denepanbHbIM OpraHoM UCMOMHUTENbHOW BNACTW COOTBETCTBYIOLLEro 3asiBMeHUs O rocyJapCTBEHHOW permcrpauumu
neKkapCTBEHHOro npenapara C MpUIToOKEHWEM HeoOXOOMMbIX [AOKYMEHTOB MO [AeHb Bbldayu pPerncTpaumoHHOro
yOOCTOBEPEHMSI NEKAapCTBEHHOro npenaparta. Bpemsi, Heobxogumoe Ans  HanpaeneHWss  YrNoOSTHOMOYEHHbLIM
denepanbHbiM  OpPraHOM WCMOSIHUTENBHOW BMacTy 3anpoca O MpPeAcTaBrneHMM HeobxoouMbiX MarepuarnoB U
npeacTaBneHns 3asiBUTENEeM OTBETa Ha [aHHbI 3anpoc B COOTBETCTBUM coO cTatbamm 16, 19 n 23 HacTodAwero
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03

Speﬂ' ot 03.07.2016) " [okyMeHT npepoctasneH KoHncynbranTntoc
06 obpalleHnmn neKkapcTBEHHbIX CPeaCTB [laTa coxpareHus:: 16.09.2016

(c u3m. n gon., BCTyN....

defepanbHOro 3akoHa, He YYMTbIBAaeTCs NPU UCHUCIEHUW CPOKa roCyJapCTBEHHOM perucrpauun nekapCTBEHHOro
npenapara.

5. NocynapcTBEHHOW pernctpaumm He noanexar:

1) nekapcTBeHHble MnpenapaTbl, M3rOTOBMEHHbIE anTeYHbIMU OpraHM3auusaMn, BETEPUHAPHBIMK  anTeYHbIMU
opraHnsaumsiMn, MHAMBUAYasnbHbIMU NPeanpUHMMAaTENs MU, KOTOpble MMEKT JMUEH3UI0 Ha apmaueBTUYECKYHO
JedATenbHOCTb, MO peuentaMm Ha nekapcTBeHHble npenapatbl U TpeboBaHUAM  MEOULUHCKMX OopraHu3auun,
BeTEepUHapHbIX OpraHu3auuii;

2) nekapcCTBeHHbIE Npenaparbl, NpuobpeTeHHble uanyeckumm nuuamm 3a npegenamm Poccuickon ®egepauum n
npegHasHavYeHHble 518 IMYHOrO UCTONb30BaHNS;

3) nekapcCTBeHHbIE Npenapartbl, BBO3nUMble B Poccunckyto Pegepaumio gnst okasaHuss MeAUUMHCKOW MOMOLLUM Mo
XW3HEHHbIM MOKa3aHUAM KOHKPETHOrO MauMeHTa Ha OCHOBaHWMM paspelleHusi, BblAAHHOMO  YMOMHOMOYEHHbIM
denepanbHbIM OpraHoM UCNONHUTENBHOW BNAcTy;

4) nekapCTBeHHbIe CpeacTBa, BBO3MMble B Poccuiickyto defepaLimio Ha OCHOBaHUN BbIJAHHOMO YNONHOMOYEHHbIM
deneparnbHbIM OPraHoOM UCMOSTHUTENBHOM BNAcTU paspelleHnsa U npefHasHadeHHble OM1S NMPOBEAEHUS KITMHUYECKMX
NCCrefoBaHU  MeKkapCTBEHHbIX MpenapaToB U (UNK) NpPOBEAEHUS 3KCMEepPTU3bl NEKapCTBEHHbIX CPeAcTB  Ans
OCYLLECTBMNEHUS rOCYAapCTBEHHOW PErnMcTpauumn fnekapCcTBeHHbIX NpenapaTos;

5) cbapmaueBTuyeckme cybctaHumm;

6) paguodhapmaLieBTUHECKME NEKapCTBEHHbIE MpenapaThl, U3roTOBMEHHbIE HEMOCPEACTBEHHO B MeOULMHCKUX
opraHusaumsix B 0opgaaKe, yCTaHOBIEHHOM YNOSTHOMOYEHHbIM doeeparibHbiM OpraHoM UCMOSTHUTENBHOM BNacTy,

7) NnekapcTBEHHbIE Npenapartbl, NPON3BOAMMbIE AN 3KCropTa.

6. He gponyckaeTcsa rocygapCTBeEHHas perncrpauus:

1) nekapcTBEHHbIX NpPenapaToB, OTNIMYAIOLWMXCA APYr OT Apyra Ka4eCTBEHHbIM COCTaBOM AEVCTBYHOLLMX BELLECTB,
noJ 0O4UHAKOBbIM TOProBbIM HAMMEHOBaAHUEM;

2) oOHOro nekapCcTBEHHOro npenaparta, BbIMyCKaemMoro npousBoauTeENneM MoA4  pPas’fUyHbIMW - TOPrOBbIMU
HaVMEHOBaHUSIMM U MNPELCTABIIEHHOIO Ha FOCYAApCTBEHHYHO perMcTpauuio B Buae OBYX M Gonee nekapCTBEHHbIX
npenapaTos.

7. Mo 3anpocy (B aMnekTpoHHOW ¢opMe uUnM Ha OymaxHOM HocuTene) cybbekTa oOpalleHus nekapCTBEHHbIX
CpencTB COOTBETCTBYHOLLUMM YNOMHOMOYEHHbIM ddeeparibHbiM OPraHOM MCMOMHUTENbHOW BNacTu, OCYLLECTBASIOLNM
roCyapCTBEHHYK PEerncTpauuio NeKapCTBEHHbIX MpenapaTtoB, B YCTAHOBMEHHOM WM MNOPSAAKE OCYLLECTBMsEeTCS
Hay4YHOEe KOHCYMNbTUPOBaHMEe No BONPOCaM, CBA3aHHbIM C NpoBeAeHUeM LOKITUHUYECKUX WCCREeLOBaHUN, KIMHUYECKUX
nuccnefoBaHUM NekapCTBEHHbIX MpenapaToB, 3KCMepTU3bl KadecTBa feKapCTBEHHbIX CPeAcTB, 3(PdEKTUBHOCTU W
BesonacHoCTH, C OCYyLLECTBIIEHNEM FOCYJapPCTBEHHON perncTpaumMmn nekapcTBeHHbIX npenapaTtoB. KoHCcynbTMpoBaHWe
ocyLlecTBnsieTca ¢ npuBriedeHnem denepanbHbiX rOCY4apCTBEHHbBIX OHOMKETHBIX YYpexXaeHW, NoaBeOOMCTBEHHbIX
AaHHoMy dbeeparnbHOMY OpraHy UCMONHUTENbHOW BNACTU U HE YYaCTBYHOLLMX B OpraHu3aummn npoBedeHns aKCnepTusbl
KayecTBa NIeKapCTBEHHbIX CPEACTB B LIeNsiX OCYLUECTBNEHUS MX FOCyapCTBEHHOM perncrpaumm B COOTBETCTBMM CO
ctatben 16 Hactoswero ®denepanbHOro 3akoHa, B Buae OTBeTa B MNUCbMEHHOW opMe  YNOSTHOMOYEHHOro
denepansHOro opraHa UCNONHUTENBHOW BNacTu Ha 3anpoc. Pasmep B3MMaemon ¢ 3adaBuTenNs nnaTbl onpefensieTcs B
COOTBETCTBMM C 3akoHoAaTenbCcTBoM Poccuiickon ®egepauum 06 opraHnsaumm npefocTaBreHnst rocy4apCTBEHHbIX Y
MyHUUMNanbHbIX ycnyr. MHdopmaums 06 ocyLLecTBNEHUN HayYHOrO KOHCYNbTUPOBAHWS, B TOM YMcne cTatby, 0030pbl,
cnpaBoYHble MaTepuarnbl U MHass uHdopmauns o6 OCyLEeCTBNEHUN HAYYHOTO KOHCYINbTMPOBAaHWS, pa3MellaeTcs Ha
oduumanbHOM canTe YNONHOMOYEHHOro defepanbHOro opraHa WCMNOMHWUTENbHOW Bractm B ceTn "UHTepHeT" C
cobntogeHnem orpaHUYeHnin, yCTaHOBMNEHHbIX 3aKOHOAATENMbCTBOM O MEPCOHanNbHbIX AaHHbIX, KOMMepYeckon n (unu)
rocyiapCTBEHHOWN TanHe.

8. NocypapcTBeHHas permcTpaums NekapCcTBEHHbIX NPenapaToB, KOTOpble MpefHasHavyeHbl ANs NPUMEHEHUS B
YCIOBUSIX BOEHHbIX OENCTBUN, Ype3BblYaiiHbIX CUTyauui, NPOUNaKTUKM U feYyeHns 3aboreBaHnin U MNOpakeHun,
Mofy4YeHHbIX B pe3ynbTaTe BO34eNCTBUS HEBNaronpraTHbIX XMMUYECKUX, BUoONormiyecknx, pagmaumoHHblix (akTopos, U
pa3paboTaHbl N0 3agaHuio dhefepanbHbIX OPraHOB UCMONTHUTENBHOM BNAcTW, YNOMIHOMOYEHHbLIX B 0Bnactu o6OpOHbI
CTpaHbl 1 6e30MacHOCTM rocyaapcTBa, OCYLIECTBNAETCHA B nopsake, ycraHoBreHHom [lpaBuTtensctBoMm Poccuickon
depnepaumu.

Cratbs 14. MpuyHUWNBI 3KCNIepTU3bl TEKAPCTBEHHbLIX CPEACTB
(B pen. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. 3KCI'IepTI/I38 NekapCTBEeHHbIX CpenCTB OCHOBbIBAETCA Ha NpuUHUMNax 3akOHHOCTH, cobntogeHuns npaes u”n csobopn
yenoBeka U rpaxgaHumHa, npas Opunanvyeckoro nuua, He3aBUCUMMOCTU 3KcChepTa, 00BEKTMBHOCTH, BCECTOPOHHOCTUN U
NOSIHOTLI  MCCreaoBaHNi, npoBoaunMbIX C UCNONb30OBaHMEM COBpPEMEHHbIX DOCTKEHUN HaykKn W”U TEXHUKMU,
OTBETCTBEHHOCTU cbe/:l,epaanoro rocyaapCTtBeHHOro OromKeTHOro ydypexgeHma no npoBedaeHuo  3KCNepTu3bl
J1eKapCTBEHHbIX CpeaCTB U 3KCNepPTOB 3a npoBegeHne U Ka4eCTBO IKCNepPTUu3bl.

2. 3KCI'IepTI/I3a NeKapCTBEHHbIX npenapatoB ANnAa MeauulmMHCKOro npuMeHeHna BKno4vaeT B cebs:
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapCcTBEHHbIX cpeacTs”

(c u3m. n gon., BCTyN....

[okyMeHT npepoctasneH KoHncynbranTntoc
[ata coxpaHeHus: 16.09.2016

1) aKcnepTU3y AOKYMEHTOB, NpeAcTaBneHHbIX AN onpeaeneHnsl BO3MOXHOCTM paccMmaTpvBaTb NeKapCTBEHHbI
npenapar Ans MEeAMLIMHCKOTO NPUMEHEHWs MY OCYLLIECTBIEHM rOCYAapCTBEHHON perncTpaLm B KadyecTse opdaHHoro
nekapcTBEHHOro npenapara;

2) 3KCnepTu3y NpeanoXeHHbIX MEeTOOOB KOHTPONs KadyecTBa fiekapCTBEHHOro cpedcTtBa W kKadvecTsa
npeAcTaBrieHHbIX 06pas3LoB NeKapcTBEHHOro CpeacTBa C MCMONb3oBaHMEM 3TUX MeTodoB (danee - aKcnepTusa
Ka4yecTBa NekapCTBEHHOrO CpeacTBa);

3) aKCnepTM3y OTHOLLEHUS 0XMaaeMol Nosib3bl K BO3MOXHOMY PUCKY NpUMeHeHUs! NekapcTBEHHOro npenapara.

3. 3kcnepTusa nekapcTBEHHbLIX MpenapatoB AN BeTEepUHapHOro MpPUMEHEHWUA BKMOYaeT B cebs aKCrnepTuay
Ka4yecTBa NekapCTBEHHOrO CPEACTBA U 3KCNEePTU3Y OTHOLLEHMUS OXUAAEMON NOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSA
NekapcTBEHHOro npenapara.

Cratbss 15. depepanbHoe rocynapcTBeHHOe OHOMKETHOE YyuypexaeHue Mo MNPOBEAEHUID  3KCMEPTM3bI
NeKkapcTBEHHbIX CPeacTB

JKcnepTr3a nekapcTBEeHHbIX CPEACTB NPOBOAMTCS peaeparibHbIM rocy4apCTBEHHBIM BIOAKETHLIM  YUPEKAEHNEM
COOTBETCTBYIOLLENO YNOMHOMOYEHHOTO dhefeparnbHOro opraHa UCMONMHUTENBHOM BacTu, CO3AaHHbIM Ans obecrnedeHus
WCMOMHEHUs MOMHOMOYMI 3TOro doefiepanbHOrO opraHa Mo Bbigadve paspelleHuii Ha MpoBedeHMe  KIMHUYECKUX
NCCneaoBaHnin NekapCTBEHHBIX NpenapaTtos 1 (UNK1) Mo rocyaapCTBEHHOW PerncTpaummy NnekapcTBEHHbLIX MpenaparTos
(nanee - aKkcnepTHOE yupexaeHue).

Cratbs 16. OpraHusaumsi NpoBeAeHNst KCNepTU3bl NIEKAPCTBEHHbIX CPEACTB
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. OKcneptvsa nekapCTBEHHbIX CPeaCTB MNPOBOAMTCS KOMWUCCUEN 3SKCMEPTOB 3IKCMEPTHOrO  yYpexaeHus,
Ha3Ha4YeHHOW ero pykoBoAUTENEeM, Ha OCHOBaHWW 3aaHuUs Ha MpPOBeAEeHWe 3KCMepTU3bl NeKapCTBEHHOro CpeacTBa,
BbIJAHHOIO YMONTHOMOYEHHbIM defepanbHbiM  OpPraHoOM MWCMOSIHUTENBHOW BriacTu. PykoBoguTenb  3KCMEPTHOrO
yupexgeHus obecneymBaeT Haanexallee npoBedeHVEe IKCMepTU3bl JIEKAapCTBEHHbIX CPEeACTB B COOTBETCTBMM C
3agaHveM, BblgaHHbIM YNONMHOMOYEHHbBIM dhedeparibHbIM OPraHOM MCMOSTHUTENBHON BNAacTh, N OpraHM3yeT MnogroToBKY
CBOZHOrMO 3aKMnto4eHnsa aTon Kommcenn. B cocTtaB aTOM KOMUCCUM MO PELLEHNIO PYKOBOAMUTENS SKCMEPTHOTO ydpexaeHust
MOryT ObITb BKINOYEHbI B KAYECTBE 3KCMEPTOB NnuLa, He paboTailliMe B LaHHOM 3KCMEPTHOM YUPEXOAEHUU, ecrnv Ux
cneumanbHble 3HaHWS HEOOXOAMMbI ONS MNPOBEAEHUSI SKCNEpTM3bl U TakMe 3KCMepTbl OTCYTCTBYOT B [AHHOM
3KCMEPTHOM YUYPEXOEHUN.

2. 3KkcnepTomM MO NPOBEAEHMIO 3KCMEepPTU3bl JIEKAPCTBEHHBIX CPEACTB SABMASETCA aTTeCTOBaHHbI paboTHUK
3KCMEPTHOTO  yYpEeXOAEHUs, KOTOpPbIn MMeeT BbiCllee MeguuumHckoe, dapmMaueBTudeckoe, Buonorudeckoe,
BETEPMHAPHOE WM XUMMYECKOe oOpasoBaHMe M NPOBOAUT 3IKCMEPTM3Y JIEKAPCTBEHHbIX CPeacTB B nopsiake
NCNOSTHEHNSA CBOMX AOMKHOCTHbIX 06593aHHOCTEN (aanee - akcnepT).

3. Mpun npoBefeHUN 3KCNEpPTU3bl NEKAPCTBEHHbLIX CPEACTB 3KCMEPT HEe MOXEeT HaxoouTbCs B KakKoM-rmbo
3aBMCMMOCTU OT fMUa, Ha3Ha4YMBLUEro 3Ty 3KCMepTuly, pas3paboTyMka IekapCTBEHHOrO Ccpeactsa WU Opyrux
3aMHTEepPEeCOBaHHbIX B pe3ynbTaTax 3KCnepTu3bl nuL.

4. INpw npoBegeHnM aKCNepTU3bl NTEKapCTBEHHbIX CPEACTB He AonyckaeTcs uctpebosaTthb y 3asBuTens nMMbo MHbIX
nvy, maTepwuansl, Heo6xoanMble AN NPoBeaeHNA 3KCNepTM3bl. B cnyvyae He[oCTaTouHOCTU NPEACTaBEHHbIX 3KCMEPTY
MaTepuanoB AN Aayvn 3aknioveHus 3KCnepT CTaBuUT BOMPOC O NpeacTaBneHnn emy HeobXxoauMMbIX MaTepuanoB nepes
PYyKOBOAUTENEM 3KCNEPTHOTO yYpexaeHusl, KOTopbIn obpallaeTcs ¢ COOTBETCTBYIOLLUM 3arMpoOCOM B YMOSIHOMOYEHHbIN
denepanbHbIi OpraH UCMOMHUTENBHOW BNacTW, BblOABLUWA 3aJaHWe Ha NpOBedEeHMEe 3KCMepTU3bl flekapCTBEHHOMO
cpencTtea. YKasaHHbI dpeeparnbHbli OpraH MCMOSMHUTENbHOW BAactu B TevyeHWe natu paboumx [OHEeW co  aHA
MOCTYMMEHNs 3anpoca PyKOBOAUTENSA 3KCMEPTHOro y4pexaeHus HanpasniseT 3asBUTEN0 3anpoc O npeacTaBreHun
HeobxooMMbIX MaTtepmanoB. [aHHbIM 3anpoc MoxeT ObiTb nepefaH YnorTHOMOYEHHOMY MPEeACTaBUTEND 3asBUTENS
NIMYHO NOA pacnucKy, HamnpaefeH Mo Mo4YTe 3akasHbIM MUCbMOM UMW MepefaH B 3MeKTPOHHoOW ¢opme no
TEeNneKOMMYHVKaLMOHHBIM KaHanaM cBs3u. B cnyyae HanpaBneHust 4aHHOro 3anpoca no novte 3akasHbiM MUCbMOM OH
cUYUTaETCs MNOSTyYEHHbIM MO UCTEYEHMM LIECTU AHEN C AaTbl HAMpPaBNeHUSA 3aKa3HOro NcbMa.

(4acTb 4 B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-93)

4.1. 3asiButenb o006s3aH npeacTtaBuUTb OTBET Ha  3anpoc  YMOSTHOMOYEHHOro dpedepanbHOro opraHa
WCMNOSNTHUTENBHOM BNacTU B CPOK, He MpeBblllalolWmi AeBsHOCTa pabounmx OHEM CO  OHA  €ero  nosfydeHus.
YNONHOMOYEHHbIN dhefepanbHbIi OpraH UCNOMHUTENBHON BriacTu, BblAABLUMW 3adaHWEe Ha MNPOBEAEHUE 3KCMEPTU3bI
nekapCTBEHHOIO CPeACTBa, B TEYEHNE NATM pabounx OHEN CO OHS MOCTYMNEHUs OT 3asBUTENS OTBETA Ha [aHHbIN
3anpoc HarnpaBnsieT Takon OTBET B 9KCNEPTHOE yypexaeHne. B cnyyae HenpepgcTaBrneHus No MCTEYEHUM AeBAHOCTA
pabounx OHeN 3asiBUTENEeM OTBeTa Ha [aHHbl 3anpoc YMOMHOMOYEHHbIM dedeparnbHbIi OpraH WCMOMHUTENBHON
BMNacTu, BblAaBLUNIA 3a0aHVe Ha NPOBEAEHNE IKCMEPTU3bI NIEKAPCTBEHHOIO CPEACTBa, B TevyeHne nAtv pabounx OHewn
HanpaenseT B 9KCNEPTHOE yYpexaeHne yBegoMeHne 0 HenpeacTaBneHnn 3assBmuTteniemM oTBeTa Ha 3anpoc ykasaHHOro
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapCcTBEHHbIX cpeacTs”

(c u3m. n gon., BCTyN....

[okyMeHT npepoctasneH KoHncynbranTntoc
[ata coxpaHeHus: 16.09.2016

opraHa. Bpemsi co oHS HanpaBneHusi 3anpoca 3KCMEepTHOrO Y4YpeXxaeHusl B YMNOSIHOMOYEHHbIM (hedeparnbHbli opraH
WCMNOMHWTENBHOW BNacTM OO OHS MOMyYEeHWs] SKCMEPTHbIM YYpEeXAEHMEM OTBETa Ha 3anpoc Unv yBeOOMISIEHUS O
HenpeacTaBneHNM OTBeTa Ha 3anpoC He YYUTbIBAeTCA MNpyM  WUCHMCIEHUM CpOKa MpPOBEAEHUA  IKCMepTU3bl
nekapCTBEHHOro CpeacTBa.

(4acTb 4.1 BBegeHa dPegepanbHbiM 3akoHOM oT 25.11.2013 N 317-93)

5. 3KcnepT npu NpPOBEAEHUWN MOPYYEHHOM €My PYKOBOAWUTENEM IKCMEPTHOrO YYpeXaeHWst 3SKCnepTusbl
neKkapcTBEHHOro cpeacrtea 0b6s3aH:

1) nMpoBecTM MoOfHOEe WccnefoBaHWE MNPeACTaBliEHHbIX eMy OOBLEKTOB, MaTepuarnoB, faTb OOOCHOBaHHOE W
OOBbEKTMBHOE 3aK/OYeHUe MO MOCTaBIIEHHbIM Meped HUMM BOMPOCaM WU MOTMBMPOBAHHOE  3aKIIOYEHMEe O
HEBO3MOXXHOCTU NMPOBEAEHUSA M IKCMEPTU3bI NIEKAPCTBEHHOIO CPeACTBa, €Cnu MOCTaBfIEHHbIE BOMPOCHI BbIXOAAT 3a
npeaenbl cneynanbHbIX 3HaHUN JKCnepTa, 0b6beKThI mccneuosaHmﬁ N Matepuanbl HenpurogHbl UM He4OCTaTOYHbl AOnA
NpOBEAEHUS UCCNESOBAHMIA U Aa4n 3aKNoYeHNsi MO0 COBPEMEHHbIV YPOBEHb Pa3BUTUS HAyKW HE MO3BOMSIET OTBETUTb
Ha NocTaBrEeHHbIE BOMNPOCHI;

2) He pasrmaiwaTb CBeAEHUs, KOTOpble CTanM €My MW3BECTHbl B CBA3W C NPOBEOEHVWEM  IKCMEPTU3b
NekapCTBEHHOrO CpeAcTBa, a Takke CBeAEeHMsl, COCTaBMSOWME T[OCYyOAPCTBEHHY, KOMMEPYECKYD WU WHYI0
OXpaHsAeMylo 3aKOHOM TalnHy;

3) obecneunTb COXPaHHOCTb NPeACTaBMNEHHbIX 0O BLEKTOB UCCNeaA0BaHUN U MaTepUarnos.

6. JKcnepT He Bnpase:

1) NPOBOANTL 3KCMEPTU3Y NEKAPCTBEHHOIO CPEACTBA MO 0OpaLLeHN0 HEMOCPEACTBEHHO K HEMY OpraHu3aumn unm
U3nNYeCKMX nnu;

2) camocToATenbHO cobmpaTb MaTtepuansl 418 NPOBEAEHUS SKCNEPTM3bl TEKapCTBEHHOTO CPeacTBa;

3) npoBOANTL 9KCMEPTU3Y NeKapCTBEHHOIO CPEACTBa B KAYECTBE HErocyAapCTBEHHOrO aKkcnepTa.

7. B cnyyae HeobGXxoAMMOCTH SKCNepT BrNpaBe XxogaTancTBOBaTb Nepes pyKoBOAUTENEM 3KCNEPTHOrO yupexaeHus
O MPUBNEYEHNM K NPOBEOEHNIO SKCNEPTU3bI TEKAPCTBEHHOIO CpeacTBa APYrMX SKCNepPTOB.

8. Kaxgbin aKkcnepT, BXOASLIMA B COCTaB KOMWCCUWM 3KCMEPTOB, KOTOPOM MOPYYEHO NPOBEAEHME IKCNEPTU3bI
neKkapCTBEHHOIO CPEACTBa, HE3aBUCUMMO M CaMOCTOATENbHO MNPOBOAWUT MWCCMEAOBaHMWS, OLEHWBAEeT pes3ynbTaThl,
Mofy4YeHHbIE UM NNYHO U APYTMMU 3KCnepTamu, 1 oopMynupyeT BbIBOAbl OTHOCUTENBHO MOCTaBMIEHHbIX BOMPOCOB B
npegernax CBOMX cneumnanbHbIX 3HaHWUN.

9. Pe3ynbTaTbl 3KCNEPTU3bl NIEKAPCTBEHHOIO CpeacTBa OOPMIISIOTCA 3aKMHYEHMEM KOMWUCCKUM 3KcrnepToB. B
3aKIMoYeHNM KOMUCCUM IKCMEPTOB YKa3blBatOTCS NepeYveHb UCCrefoBaHUn, 00beM MPOBEAEHHbIX KaXKObIM 3KCMEPTOM
nccrnefoBaHUi, YCTaHOBIEHHbBIE KaXablM U3 HUX dhakTbl U caenaHHble B pe3ynbTate UCCrefoBaHui BbIBOAbI. JKCNepT,
MHEHME KOTOPOro He COBMafaeT C pELUEHMEM KOMMUCCUMM IKCMEPTOB, BMpaBe Bblpa3uTb CBOE MHEHME B MUCbMEHHOMN
dopme, KoTopoe npunobLiaeTcs K 3aKMOYEHNI0 KOMUCCUM SKCNIEPTOB.

10. OkcnepThl, BxogslMe B COCTaB KOMWCCUW, MpedynpexparTcd 06 OTBETCTBEHHOCTM B COOTBETCTBMM C
3akoHogatenbcTBOM Poccuiickon ®Pepepauumn  3a  gady  3aknouveHus, cogepxaliero  HeobOCHOBaHHble MU
hanbcmdnLMpOBaHHbIE BLIBOAbI, O YEM OHWU AAt0T NMOAMMUCKY.

11. OnpegeneHne ypoBHsi NPOdeCCUOHANbHOM NOArOTOBKN 3KCMEPTOB U aTTecTaums UX Ha npaBoO MpoBefeHUs
3KCMEPTU3bl NEKAPCTBEHHbLIX CPEACTB OCYLLECTBMSTCA 3KCMNEPTHO-KBANMMUKALMOHHBIMU KOMUCCUMSMU B OOpAAKe,
YCTaHOBMEHHOM COOTBETCTBYIOLLUMM YMONTHOMOYEHHbIM dedepanibHbiM OpraHOM MCMOSTHUTENbHON BAAacTu. YpPOBEHb
npodeccuoHarnbLHON NOArOTOBKN 3KCMEPTOB NOAMNEXMT NEPECMOTPY YKa3aHHbIMU KOMUCCUSIMUN HEe pexe YeM OOUH pa3 B
NATb JeT.

12. NpaBuna npoBefeHNst IKCNEPTU3bl NTEKAPCTBEHHbIX CPEACTB U OCOBEHHOCTM 3KCMEPTU3bl OTAENbHLIX BUAOB
nekapCTBEHHbLIX MpenapaToB (pedepeHTHbIX JEKAPCTBEHHbLIX MpPenapaToB, BOCMPOU3BEAEHHbLIX JEeKapCTBEHHbLIX
npenapaTtoB, OWOMOrMYEeCcKUX JEKAPCTBEHHbIX MpenapaToB, 6OuoaHanoroBbix (6MoNoAOOHbLIX) NEKAapCTBEHHbIX
npenapatoB (OvoaHanoroB), romeonaTM4YecKMX JIEKApPCTBEHHbIX MpenapaToB, JIEKAPCTBEHHbIX pPacTUTENbHbIX
npenapaTtoB, KOMBMHaUUN NekapCTBEHHbIX NpenapaTtoB), POpMbl 3aKMOYEHNI KOMUCCUW SKCMEPTOB yCTaHaBNMBaOTCSH
COOTBETCTBYHOLKMM YNOJTHOMOYEHHbIM (bep,epaanblM opraHom MCNOMHUTENBbHOW BNAacTW.

(yacTb 12 B peq. PenepanbHoro 3akoda ot 22.12.2014 N 429-93)

Cratbs 17. lMogaya 1 paccMOTpeHUE 3asiBIIEHNSA O FOCYAapCTBEHHON perncTpauuv rekapcTBeHHOro npenapaTta
AN BETEPUHAPHOIO NMPYMEHEHUS]
(B pen. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. OAna rocygapCTBEHHOM perncrpaumm rfekapcTBEHHOro npenapata  Ans  BeTEepUHApHOro  MNpYMeEHeHUs
pa3paboTynK TaKOro NEKApCTBEHHOro npenapaTta WM YMOJIHOMOYEHHOE WM [pYyroe lopuaundeckoe nuuo (ganee B
HacCTOsILLIEN CTaTbe - 3asiBUTESNb) NPEACTABNSAET B YMNOMHOMOYEHHbIA (hbefeparnbHbli OpraH WCMNONHUTENBbHOW BMacTMy,
OCYLLECTBMALLMI rOCYyJapCTBEHHYIO PErMCTpaLMIo NIEKAPCTBEHHbIX NPenapaToB A9 BETEPUHAPHOIO NMPUMEHEHUS, B
3MEeKTPOHHOW hopMe unn Ha BymaxkHOM HocuTene 3adsneHwe O rocyfapCTBEHHOW perucTpaumu nekapCcTBEHHOro
npenapara Ana BeTepuHapHOro npmMMeHeHud, a TakKkKe B [Oopdke, YCTaHOBJ1IEHHOM COOTBETCTBYHOLLNM
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03

Speﬂ' ot 03.07.2016) " [okyMeHT npepoctasneH KoHncynbranTntoc
06 obpalleHnmn neKkapcTBEHHbIX CPeaCTB [laTa coxpareHus:: 16.09.2016

(c u3m. n gon., BCTyN....

YMNONHOMOYEHHbIM dbefieparnibHbiM OpPraHOM WCMONHWUTENbHON BRacTW, B 3MEKTPOHHOW dopMe unn Ha OymakHOM
HocuTene HeobxoaMMble JOKYMEHTbI, M3 KOTOPbIX hopMUpyeTCst perMcTpaumoHHOe A0Che Ha feKapCTBEHHbIN NpenapaT
Ansi BEeTEPUHapHOro NPMMEHEHNS.

2. B 3asBneHun o rocyaapCcTBEeHHOW perncTpauny nekapcTBeHHOro npenapaTa Ans BeTepUHapHOro MpUMEHEHUs
yKa3bIBaloTCS:

1) HaumeHoBaHVWe W agpec 3asBuTens, paspaboTumMka M Npou3BOOUTENS NEKapCTBEHHOro npenapata Ans
BETEPMHAPHOro NMPUMEHEHUs U agpec MecTa OCYLLeCTBMEHUS NPOM3BOACTBA JleKapCTBEHHOro mnpenapaTta Ans
BETEPUHapHOro MNpUMEHeHNs (B CryyYae Hanuuus HeCKOSMbKMX Y4acCTHMKOB npouecca Mnpou3BOACTBa Heobxoammo
ykasaTb KaXgoro us Hux);

2) HaumeHOBaHVWE IEeKapCTBEHHOro mpenapata pAnd  BETEePVHApPHOro  MNpUMEHeHWs  (MexayHapoaHoe
HenaTeHTOBaHHOE, UNM rPyNNMPOBOYHOE, NN XMMUYECKOE N TOProBOE HAUMEHOBAHWS);

3) nepeyeHb AeNCTBYIOLLMX M BCMOMOraTerbHbIX BELLECTB, BXOASLIMX B COCTaB NeKapCTBEHHOro npenaparta Ang
BETEPMHAPHOIo NPUMEHEHUS, C yKa3daHUeM KOMNUYECTBa KaXXaoro U3 HUX;

4) nekapcTBeHHas opma, A03MpOBKa, Crocobbl BBeAEHWUS UM MPUMEHEHMUS, CPOK FOOHOCTU JeKapCTBEHHOro
npenapara Ans BeTepUHapHOro NpUMeHeHNs;

5) cbapmakoTepaneBTnyeckas rpynna;

6) HeobxoAMMOCTb MPUMEHEHMST YCKOPEHHOM Mpoueaypbl 3KCNEepTM3bl JEKapCTBEHHbIX CPEeACTB B  LEensx
rocygapCTBEHHOMN perncTpaunm nekapcTBEHHOro npenapara;

7) KONuM JOKYMEHTOB, MOATBEPXKAAIOLMNX YNnaTy rocy4apCTBEHHON MOLLMUHbI:

a) 3a npoBedeHMe 3KCMepTW3bl KayecTBa fleKapCTBEHHOrO CPeACTBa WM IKCMEePTM3bl OTHOLUEHUS OXuOaeMoWn
MOnb3bl K BO3MOXHOMY PUCKY NPYMEHEHWs NeKkapCTBEHHOro npenaparta Ans BeTepMHApHOro MPUMEHEHUS Mpu ero
rocyaapCcTBEHHOW perncrTpauum,;

6) 3a Bblga4vy perncTpauuoHHOro yaoCTOBEPEHNS NeKapCTBEHHOTO Npenapara;

8) Hanuume cornacus, MpPegyCMOTPEHHOro YacTblo 7 HACTOsLWeW cTaTbW, eCnM C MOMEHTa perucTpauuu
pedepeHTHOro fiekapCTBEHHOrO nNpenapara AN BeTEPUHAPHOro NPUMEHEHNUS NPOLLUNO MEHEee YeM LLECTb NeT.

(B pea. PepepanbHoro 3akoHa oT 13.07.2015 N 241-93)

3. PernctpaumoHHoe gocbe B Liensax 3KCnepTusbl NekapCcTBEHHOro npenapara AN BeTEPUMHApHOro npuMeHeHus
dopmupyeTcd U3 cnegyroLmx JOKYMEHTOB:

1) KonNus OQOKYMeHTa Ha PYCCKOM $3blke, BblAAaHHOIO KOMMETEHTHbIM OPraHoM CTpaHbl NPOM3BOAMTENSA ANS
KaXx4on Npou3BOACTBEHHOW NIOLAaAKN PErMCTPUPYEMOro NekapCcTBEHHOIo npenapaTa Ans BeTepuHapHOro NpMMeHeHus
(B8 Tom uucne gna npoussBoguTens papmaueBTUYECKON CyOcTaHLMK), 3aBEPEeHHOro B YCTaHOBMEHHOM MNOpsiake U
noATBepXKAaloLwero CooTBETCTBME NPOM3BOANTENS PErMCTPMPYEMOrO NlIekapCTBEHHOro npenapara Ans BeTepyvHapHOro
npumeHeHus TpeboBaHWAM [OpaBuN Haanexaileyr MNpPOM3BOACTBEHHOW MpaKTUKM, nnbo KOMMa NUUEH3MM  Ha
NPOWN3BOACTBO NEKAPCTBEHHBLIX CPEACTB ANA BETEPUHAPHOIO NPUMEHEHUS ANA POCCUCKNX NpoM3BOAUTENEN;

KoHcynbTaHTlNtoC: npumeYdaHue.
MyHKT 2 BcTynaet B cuny ¢ 1 aHBapsa 2017 roga.

2) KOMMsa 3aKkMiYeHWss O COOTBETCTBUWM NPOU3BOAUTENSA FEeKapCTBEHHOro npenapata Ans BeTepuHapHOro
npuMeHeHus TpeboBaHWsSM QOpaBUN Haanexalwiend nNPOU3BOACTBEHHOW MNPaKTUKKW, BbIJAHHOMO  YMOMHOMOYEHHbIM
degeparnbHbIM OpraHOM UCMONMHUTESNBHON BMNAacTW ONS  KaXOoW NPOWU3BOACTBEHHOW Mrowadkm perncTpupyemoro
neKkapCTBEHHOro npenapara Afsi BeTepMHapHOro npuMeHeHus (B TOM YMcne Ans npoussoauTens capmaueBTUyYeckomn
cybcTaHumun), nnbo Konmsa NMLEH3UM Ha NPOM3BOACTBO fIEKapCTBEHHbIX CPeACTB AN BETEPMHAPHOrO MpUMEHEHUsa Ans
POCCUNCKMX NpOon3BoaNTENEMN;

3) NpPOeKT HOPMaTMBHOIO JOKYMEHTa Ha NeKapCTBEHHbIM Npenapart A8 BeTepMHAPHOIo NPUMEHEHNS;

4) [OOKyMEeHT, cogepxawwui  criegylowyo  uHdopmaumilo 0 dapMaueBTUYeckon  cybcTaHumuM  unu
dhapmaLeBTMHECKMX CyOCTaHLMSX, BXOASALMX B COCTaB NeKapCTBEHHOro npenapaTa Ans BeTepUHapHOro NpUMeEHEeHMs:

a) HavMMeHoBaHue dapmaleBTUYecKon cybcTaHumm, ee CTpyKTypa, obLime CBOWCTBA;

6) HaMMeHOBaHWe u agpec NpPoM3BoanNTENS;

B) TEXHOMNOrMs Npou3BOACTBA C ONMUCaHWEM CTaduMn MPOM3BOACTBA M METOAOB KOHTPOMSA Ha BCEX CTagusx
Npon3BOACTBA;

r) Hcopmaums o NpumMecsx;

4) cneundukaumsa Ha hapMaLeBTUYECKYHO CyOCTaHLMIO;

€) onMcaHve MeToaMK KOHTPOMS KavyecTBa;

X) pe3ynbTaTbl aHanusa cepuin hapmaLeBTUyYeckon cybcTaHuuu;

3) nepeyeHb CTaHA4apTHbIX 06Pa3LOB UMK BELLECTB, NCMOMNb3yeMbIX MPU OCYLLECTBIIEHNMN KOHTPONS KayecTsa;

1) onMcaHne XxapakTepUCTUK U CBOMCTB YNakOBOYHbIX MaTepmanos N YKYNOPOYHbIX CPeacTB;

K) aHHble 0 cTabunbHOCTY;

1) CPOK rogHOCTU, YCINOBUSI XpPaHEHUS;
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapCcTBEHHbIX cpeacTs”

(c u3m. n gon., BCTyN....

[okyMeHT npepoctasneH KoHncynbranTntoc
[ata coxpaHeHus: 16.09.2016

5) oT4eT 0 pesynbTaTax AOKITMHNYECKOro UCCrefoBaHNS fiekapCTBEHHOMO CpeacTBa Ans BETEPUHAPHOro NPUMEHEHMS;

6) oTyeT 0 pesynbTatax KIMHUYECKOTO WCCNedoBaHWA neKapCTBEHHOro npenapaTta Ans BeTepuHapHOro
NMPUMEHEHMNS Y KaXXO0ro BUAA XMBOTHbIX, YKa3aHHbIX B UHCTPYKLMKN MO BETEPUHAPHOMY MPUMEHEHUIO;

7) NPOEKT MHCTPYKLMM NO BETEPUHAPHOMY NMPUMEHEHMIO NIEKapCTBEHHOrO npenapara, cogepxallen crnegyowme
cBefeHus:

a) HaMMeHOBaHWe neKkapCTBEHHOro npenapata AN BeTEepUMHApPHOro  MNpUMEHeHus  (MexayHapogHoe
HenaTeHTOBaHHOE, UNW rPYNNMPOBOYHOE, NN XMMUYECKOE N TOProBOE HaUMEHOBAHUS);

6) nekapcTBeHHas hopma C yKasaHMeM HavMeHOBaHWU N KONIMYECTBEHHOrO COCTaBa AEWCTBYIOLUMX BELLECTB U
Ka4yeCTBEHHOro cocTaBa BCMoMOraTenbHbIX BELLECTB;

B) ONMCaHune BHELLHEro B1aa NekapCTBEHHOro npenapaTta Ansd BeTepuHapHOro NpUMeHeHs;

r) dapmakoTepaneBTMdeckasd rpynna IeKapCTBEHHOro npenapata Ansg BETEPUHApPHOro MpUMEHEHUs Wnu
yKkasaHue "romeonatu4eckuii nekapCTBeHHbIV npenapar”;

0) apmakogMHamMmka U (papmakokMHeTMKa (3a UCKNoYeHWeM  (papMakOKMHETMKM  roMeonaTU4eckmx
neKkapCTBEHHbIX MpenapaTtoB W pacTUTEeNbHbIX NeKapCTBEHHbIX MpenapaTtoB) MMM OnuMcaHWe MMMYHOBMONOrm4ecKmx
CBOWCTB JleKapCTBEHHOro npenapaTa;

€) nokasaHusa ans npuMeHeHus;

) NPOTUBOMNOKa3aHMsA AN NPUMEHEHNS;

3) Mepbl NPeJOCTOPOXHOCTU NPY NPUMEHEHNN;

1) yKkasaHMe BO3MOXHOCTU M OCOBEHHOCTEN MPUMEHEeHUs Yy BepeMeHHbIX XMBOTHbIX, Y >KMBOTHbIX B nepuos
nakTaumu, y NOTOMCTBa XMBOTHbIX;

K) pexxum J03npoBaHus, cnocob BBeAeHMSA U NPUMEHEHWS, NPY HEOOXOAUMOCTN BpEMST Npuema neKapCTBEHHOro
npenapara ans BeTepUHapHOro NPMMEHEHWs, NPOAOIIKUTENBHOCTL NeYeHUs;

n) BO3MOXHble NOOOYHbIE AENCTBUSA, HeXenaTemnbHble peakuuu npyu NpUMMEHEHWMM NeKapcTBEHHOro npenapaTta
AN BETEPUHAPHOTO NPUMEHEHNS;

M) CUMMTOMbI NEPENO3NPOBKA, MEPbI MO OKa3aHWI0 NOMOLLM NPU NEPEfO3NPOBKE;

H) B3aMMoAeNCcTBME C APYrMMUY NieKapCTBEHHbIMU NpenapaTamMu n (Unm) Kopmamu;

0) hopMbI BbiMyCKa fiekapCTBEHHOTO nNpenapara Anst BeTepUHapHOro NpUMeHeHNs;

n) ykasaHue (npu HeobxogMmMocTn) ocobeHHOCTEN AEWNCTBMS JNEKapCTBEHHOro npenaparta Ans BeTepUHapHOro
NPUMEHEHWs NP1 NepBOM NpUeme Mnm npu ero OTMEHE;

p) onucaHne (Mpu Heo6XxoOUMOCTW) OEWCTBUN BETEpUHApPHOro Bpaya (BeTepuHapHOro denbgliepa), WHOro
cneumanucta B obnactu BeTepuHapuu, Bnagenbla >XUBOTHOTO MpU MPOMycke npuema OOHOW WM HECKOSbKUX [03
neKkapcTBEHHOro npenapara Ans BeTePUHapHOro NPUMEHEHWS;

C) CpOK rOAHOCTM W yKasaHue Ha 3anpeT MNpYMEeHeHUs feKapCTBEHHOro mnpenapata And BeTepuHapHOro
NPUMEHEHMWS MO UCTEYEHMN CPOKa rO4HOCTY;

T) yCNOBUS XPaHEHWS;

y) yKasaHve Ha HeobXxoOAMMOCTb XpaHEeHWs NeKapCTBEHHOro npenapaTta Ans BETEePUHapHOro MpUMEHeHus B
MecTax, HeOCTYNHbIX AN AeTew;

) ykasaHue (Npu Heo6Xx0AMMOCTM) cneumasnbHblX Mep NPegoCTOPOXHOCTM NMPU YHUUTOXEHUN HEUCNOMb30BaHHbIX
neKkapCcTBEHHbIX NpenapaToB AfS BETEPUHAPHOro NPUMEHEHNS;

X) CPOK/M BO3MOXHOrO WMCMONb30BaHMSA MNPOAYKUMN XMBOTHOMO MPOUCXOXOEHUS MOCMe BBEAEHUS XMBOTHOMY
nekapCTBEHHOro npenaparta Ans BETepMHapHOro NpuMeHeHus;

L) yCnoBus OTnycka;

4) HaMMEeHOBaHUA M agpeca MNPOU3BOACTBEHHLIX MIOWAA0K MPOU3BOAUTENS NEKapCTBEHHOro npenapata Ans
BETEPUHapPHOro NPYMeHeHHs;

L) HAMMeHOBaHWe, agpec OpraHusauuu, ynorHOMOYEHHOW JdepxaTtenem unu BnagenbuemM perncTpauvoHHOro
YAOCTOBEPEHNS NIekapCTBEHHOro npenaparta Ha NPUHATVE NPeTeH3nn OT NoTpebuTens;

8) npoekTbl MakeToB MEPBUMYHOM YMAKOBKM W BTOPWUYHOW YMAKOBKW F€KapCTBEHHOro npenapata Ans
BETEPMHAPHOIo NPUMEHeEHUS;

9) cnegylowme ceefeHns o NekapcTBEHHOM npenapare Ans BeTEPUHAPHOro NPUMEHEHNS:

a) onvcaHve 1 cocTaB NlekapCTBEHHOro npenapara A1 BeTEPMHApHOro NpYMeHeHus;

6) onvcaHne hapmaLeBTUYECKON pa3paboTku;

B) OnMcaHune npouecca Npou3BOACTBa U ero KOHTPONs;

r) onMcaHne KOHTPONSA KPUTUYECKMX CTagun NPON3BOACTBA U MPOMEXYTOYHOW NPOAYKLMUNK;

A4) HanMmeHOBaHuA U agpeca paspaboTyvka, AdepxaTens unu Bnagenbua pPerncTpaumoHHOro yaoocToBepeHus
nekapcTBEHHOro npenaparta, MNPOM3BOACTBEHHLIX MIOWAA0K MPON3BOANTENSA NEKapCTBEHHOro npenapata Ans
BETEPUHapPHOro NPUMEeHeHHs;

(B pea. PegepanbHoro 3akoHa ot 13.07.2015 N 241-$3)

e) hapmaueBTmyeckas COBMECTUMOCTb;

) MUKpOBUonormyeckne xapakTepucTukm;
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03

Speﬂ' ot 03.07.2016) " [okyMeHT npepoctasneH KoHncynbranTntoc
06 obpalleHnmn neKkapcTBEHHbIX CPeaCTB [laTa coxpareHus:: 16.09.2016

(c u3m. n gon., BCTyN....

3) MaTepuanbHbI 6GanaHc Anst NPON3BOACTBa CEPUU FOTOBOIO NPOAYKTa;

1) oNMcaHne XapakTEPUCTUK U CBOMNCTB YMAKOBOYHbIX MaTepmanoB 1 YKYNOPOYHLIX CPEACTB;

K) LOKyMeHTarnbHoe noaTeBepXaeHne (Banngauust) npoLeccoB 1 (Mnn) Nx OLEeHKa;

n) TpeboBaHMA K KayecTBy BCrMoOMoOratenbHbIX BewecTB (cepTudmkar, crneuyndukaums Ha BCHOMOraternbHble
BeLLecTBa U nx obocHosaHue);

M) aHanuTuyeckue MeTOOUKWU, UCMOMb3yeMble MPU OCYLLECTBMEHUN KOHTPOMsS KadecTBa BCMNOMOraTeNbHbIX
BELLECTB;

H) OKyMEeHTanbHoe NnoATBepXXaeHue (Banugaums) aHannTuyeckmx MeToauk, NCMomnb3yeEMbIX NPU OCYLLIECTBIIEHWM
KOHTPOIsi Ka4ecTBa BCMOMOraTesibHbIX BELLECTB;

0) nHdopmMaLms 06 Ucnonb3oBaHMM BCroOMOraTernbHbIX BELLECTB YENOBEYECKOrO U XKMBOTHOMO MPOUCXOXOEHMS;

n) nHdopmaums o6 MCnonNbL30BaHUM HOBbIX BCMIOMOraTenbHbIX BELLECTB;

p) TpeboBaHWs K Ka4yecTBY rlEeKapCTBEHHOro npenapata ANnd BeTEpUHAPHOro npuMeEHeHusa (cepTudukar,
cneundmrKkaumsa Ha NekapcTBEHHbIV nNpenapaT u nx 000CHOBaHUE);

C) aHanmuMTU4eckne MeTOOMKWU, WCMONb3yeMble MPU OCYLLECTBIIEHMN KOHTPOMSA KadecTBa feKapCTBEHHOMO
npenapata 41 BETEPUHAPHOTO NPUMEHEHNS;

T) AOKYMEeHTarnbHOe noATrBepXaeHune (Banvgaums) aHanMTu4ecknx MeToamk, NCMoSb3yeMbliX NPy OCYLLECTBIEHUN
KOHTPOMS KayecTBa NekapCTBEHHOro npenapaTa Ans BeTePUHapHOro NpuMMeHeHus;

Y) AOKYMEHT, NOATBEPXOAIOLLNA Ka4eCTBO NEKapCTBEHHOrO npenaparta TpexX MPOMbILUNEHHbIX Cepuin (MPOTOKOM
aHanusa unu ceptudukaT aHanmsa), ogHa Cepusi KOTOPOro AOSPKHa CcoBMajaTbh C cepuel obpasua nekapCTBEHHOro
npenaparta, MO4AaHHOro Ha pPerMcTpauuio;

&) xapakTepucTtuka npumecen;

X) NepeyveHb CTaHgapTHbIX 06pa3uyoB, UCMOMb3yEeMbIX MPU OCYLLECTBIIEHNM KOHTPOMS KayecTBa JieKapCTBEHHOro
npenapaTa 41 BETEPMHAPHOro NPUMEHEHNS;

L) AaHHble O CTabUNBHOCTY NEKapCTBEHHOrO Npenapara Ansi BETEPUHAPHOro NPUMEHEHUs;

10) konNMa [OKYMeHTa, CoAepXallero MHPOPMauMio O HanmuuMm unn o6 OTCyTCTBMM (pakTOB perncrpaumun
rniekapCTBEHHOrO npenaparta Ans BETEPMHAPHOIo NpumMeHeHus 3a npegenamu Poccuiickon ®eaepaunu;

11) cornacvne B NMMCbMEHHON dopme, NpedyCMOTPEHHOE YacTbio 7 HACTOSsILLEN CTaTbW, B Criyyae perucrpauuu
BOCMPOW3BEAEHHOTO NTEKapCTBEHHOIO Npenapara;

(B pen. PegepansHoro 3akoHa ot 13.07.2015 N 241-93)

12) konua OOKYMeHTa Ha PYCCKOM $3blke, 3aBEPEHHOr0 B YCTAHOBMEHHOM MOpsiAke W MNOATBEMKAAoLLEro
NPaBOMOYHOCTb 3asIBMIEHUA O rOCYOAPCTBEHHON perMcTpaumMmM nekapcTBEHHOro npenapata Ansg BeTepuHapHOro
NPUMEHEHNS (JOBEPEHHOCTD).

4. Tpyn npoBefeHWM YCKOPEHHOW NpOLEeAypbl 9KCNepTU3bl NEKApCTBEHHOIO MpenapaTta ANnd BeTepuHapHOro
NMPYMEHEHMS B LEeNsAX ero rocygapCTBEHHOM peructpauuym MOXeT MpeacTaBnsaTbCsa MHAOpMauMs, MorydeHHasd npwu
NpOBEAEHUN KITMHUYECKUX MCCMedoBaHWMN NEeKapCTBEHHOro npenapata u onybnvkoBaHHas B Cneumann3npoBaHHbIX
neyaTHbIX W3JaHUSX, a Takke [OKYMEHTbl, coepXalme pesynbTaTbl WUCCReOoBaHUA OUO3KBUBANEHTHOCTU
nekapcTBEHHOro npenapara Ansi BeTepUHapHOro NpUMeHeHMs!.

5. Ha akcnepTnsy pasnunyHbiX NEeKapCTBEHHbIX (POPM OLHOTO M TOrO e JleKapCTBEHHOro npenapaTta Ans
BETEPMHAPHOIO NPMMEHEHWS 3asBUTENb NPeACTaBNseT OTAENbHbIE 3as8BIEHNS U PErMCTPALMOHHBIE OCBE HAa KaXOylo
nekapcTBeHHyo ¢opmy. pu ycnoBun OOHOBPEMEHHOW ModadYM Ha JKCMepTU3y OOHOM NeKapCTBEHHOW GopMbl C
pasnuMyHbIMU JO3MPOBKOW, KOHLIEHTpaLmen, 06 beMoM 3asBMTENb NPEACTaBNAET OHO 3asdBeHWe U perncTpaumoHHoe
[0Cbe C NPUMNOXEHNEM MAKETOB YNaKOBOK HA KaXKOylo AO3UPOBKY, KaXOyl0 KOHUEHTpauuio, Kaxdbll obbeM u Kaxgoe
KONMYeCTBO [03 B YNaKOBKeE.

6. 3asBMTenNb BNpaBe NPeAcTaBUTL MO COOCTBEHHOW MHULUMATMBE BMECTE C 3asiBlIEHMEM O roCcyaapCTBEHHON
pervcTpaumy nekapCTBEHHOIO npenaparta A4S BeTEepMHApPHOro MPUMEHEHUA AOKYMEHThbl, MOATBEpPXAalLime ynnarty
rocygapCTBeHHOM [OOLINWHBLI U YKa3aHHble B NyHKTe 7 YacTu 2 HacTosilwen ctatbW. B cnydae mx HenpeacTaBneHus
COOTBETCTBYIOLLMIA YMNOMMHOMOYEHHbI dhefepanbHbii  OpraH WCMOMHUTENbHOW BMRacTy npoBepsaeT akT ynnarhbl
3asBUTENEM rocy4apCTBEHHOW MOLUMMHbI MOCPEACTBOM UCNONb30BaHUA MHGopMauMm 06 ynnate rocygapcTBEHHOMN
NOLLNWHbI, cofepxallenca B ocyaapcTBEHHOW MHAOPMALMOHHOW CUCTEME O TFOCYAapPCTBEHHbLIX U MyHUUUMNAMNbHbIX
nnatexax, Ha OCHOBaHUW NPEACTaBMEHHbIX 3asiBUTENEM KOMUI OOKYMEHTOB, MOATBEPXAAKWMX  ynnaty
rocygapCTBEHHOM MOLUSNHbI.

7. He ponyckaetcsi ucCnonb3oBaHWE B KOMMEPYECKMX Lensax WHpopMauuum O pesynbTatax LOKMMHUYECKUX
UCCrefoBaHU  MeKapCTBEHHbIX CPEACTB WM KIMHWYECKUX UCCMEedOBaHMM  fekapCTBEHHbIX npenapaToB  Ans
BETEPMHAPHOro NpUMEHEHUs, NpeaCTaBfeHHON 3asBuTenemM Ans rocyfapCTBEHHOM perncTpauum nekapCTBEHHbIX
npenapartoB, 6e3 ero cornacus B TeyeHue LIecTU net C AaTbl FOCY4apCTBEHHOW perMcTpauum pedepeHTHOro
nekapcTBeHHoro npenapata B Poccunckon ®egepaumn.

CtaTbs 18. Mogaya 1 paccMoTpeHne 3asBeHNs O roCyAapCTBEHHON perucTpauun nekapcTBEeHHOro npenapara
AnS MeAULMHCKOrO NPUMeHeHNs
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03

Speﬂ' ot 03.07.2016) " [okyMeHT npepoctasneH KoHncynbranTntoc
06 obpalleHnmn neKkapcTBEHHbIX CPeaCTB [laTa coxpareHus:: 16.09.2016

(c u3m. n gon., BCTyN....

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

1. Ona rocygapCTBEHHOW perucTpaumMu JNEeKapcTBEHHOro npenapata  Ans  MeaMUMHCKOrO  NMPUMEHEHMS
IopyanMyeckoe nuuo, AencTByoLLee B COBCTBEHHbBIX MHTEpecax Uiv yNOSTHOMOYEHHOEe NPeACcTaBnsaATb MHTEPECh! APYroro
IOPVAMYECKOrO NMua M 3asdBrsoWee NeKkapCTBEHHbI npenapat Ha rocygapCTBEHHYK peructpauunio (ganee B
HacTosILLEen CTaTbe - 3adBUTENb), NPEACTABNAET B YNONTHOMOYEHHLIN (heaepanbHbIi OpraH UCNOMHUTENBHOW BNacTw,
OCYLLECTBASAOLUA rOCyAapCTBEHHYIO permcTpaLmio nekapcTBeHHbIX npenapaTtoB Ans MeAWUUMHCKOro MpUMEHEHUs, B
3NEKTPOHHON hOpMe M Ha OyMaXHOM HocuTene 3asiBfieHWe O T[OCYyAapCTBEHHOW pEerncTpauum nekapCTBEHHOTO
npenapara Ans MeJULMHCKOro NMPUMEHEHWS, a Takke B [OPA[Ke, yCTaHOBIEHHOM YMOMHOMOYEHHbIM dedeparnbHbIM
OpraHoM UCMOSMHWUTENBHOW BIacTU, B 3NEKTPOHHOW hopMe U Ha BymaxHOM HocuTene Heobxoaumblie OOKYMEHTbI, U3
KOTOpPbIX (DOPMUPYETCA PENMCTPALMOHHOE LOChE HAa NEKAapPCTBEHHbIN Npenapart AMst MEAULMHCKOro NPUMEHEHNS.

(4acTb 1 B pea. denepanbHOro 3akoHa ot 22.12.2014 N 429-03)

2. B 3asBneHnn o rocyaapCTBEHHOW perncTpaumm nekapCTBeHHOro npenapara Ans MeauuMHCKOro npuMeHeHus
YKa3bIBalOTCS:

1) HaMMeHOBaHWe W agpec 3asBUTENs U MPOU3BOOUTENsS JIEKApCTBEHHOro mnpenapata Ans MegULUUHCKOro
NPYMEHEHMS N aapec MecTa OCYLLECTBIEHNST €ero NPON3BOACTBA (B CriyYae Hanu4ums HECKOMNbKNX Y4aCTHUKOB Mpouecca
Npon3BOACTBa HEOBXOAMMO yKa3aTb KaXK4oro y4acTHMKa B COOTBETCTBUM C OCYLLIECTBNAEMON CTaanen NnpomM3BoACTBa);

2) HaMMeHOBaHWe IneKkapCTBEHHOro npenapata And  MeOUUWHCKOrO  MpUMEHeHus  (MexayHapoaHoe
HenaTeHTOBaHHOE, UNU rpynnMpoBOYHOE, UM XMMUYECKOe N TOProBoe HauMeHOBaHUS);

3) nepeyeHb OENCTBYIOLLMX U BCMOMOraTebHbIX BELLECTB, BXOASLLIMX B COCTAB JIEKapCTBEHHOro npenapara Aans
MEeOULMHCKOrO NPUMEHEHUS, C YKa3aHUeM KONMYECTBa KaXaoro U3 HuXx;

4) nekapcTBeHHas ¢opma, A03UpoBKa, cnocobbl BBEAEHWUS U MPUMEHEHWs,, CPOK FOAHOCTU JleKapCTBEHHOrO
npenapaTa gns MeguLMHCKOro NPUMEHEHMS;

5) (papmakoTepaneBTUdeckas rpynna, KOA4 ~ aHaTOMO-TepaneBTUYECKO-XMMWYECKOW  Kraccudmkauum,
pekoMeHOoBaHHOW BcemMupHOW opraHu3auuen 34paBoOOXpaHEHWs, 3asBhseMble MoKasaHua Ang  NpUMeHeHUs
rniekapCTBEHHOro npenapata Anst MegUUMHCKOro NPUMEHEHUS;

6) oTcyTCcTBME HEOOXOAMMOCTM MpPefoCTaBfeHUss oTyeTa O pesynbTatax KIMHUYECKOrO  UCCNefoBaHus,
nccrnegoBaHusa OMO3KBMBaANEHTHOCTM JIEKapCTBEHHOIO nNpenapara, pas3peLwleHHoro Ans MeguUMHCKOTO NMPUMEHEHWs B
Poccuiickon ®epepauun 6onee gpaguaty neT, C ykasaHMEM HOPMATUBHBLIX MPABOBbIX aKTOB, MOATBEPXOAIOLLNX
OaHHbIN CPOK NPUMEHEHMS;

7) HeobxogmmocTb OdOopMIIEHMSA paspelleHnss Ha BBO3 B Poccuickyto Pepepaumio KOHKPETHOW napTum
3aperucTpmpoBaHHbIX U (MNn) HE3aPErMCTPUPOBaAHHbIX NEKAPCTBEHHBLIX CPeACTB, MpefHa3HaYeHHbIX ANs NPOBEAEHUS
3KCMEePTM3bl NEeKapCTBEHHbIX CPEACTB B LIENAX rocygapCTBEHHOW peructpaunm;

8) Heo6xoaMMOCTb MPOBEAEHUS 3KCNEPTM3bl OOKYMEHTOB, NMPeACTaBIieHHbIX AN onpedeneHus BO3MOXHOCTU
paccmaTtpuBaTb IEKAPCTBEHHBIN NpenapaT Ans MegUUMHCKOrO MPUMEHEHMSI MPU OCYLLECTBIEHMM TrOCyAapCTBEHHON
pervcTpauuy B kKa4ecTBe OpgdaHHOro fiekapcTBEHHOro npenapara;

9) HeobXoAMMOCTb MPUMEHEHUSI YCKOPEHHOW mnpoueaypbl 3KCNEpPTU3bl JTEKAPCTBEHHbIX CPEACTB B  LENsX
rocyJapCTBEHHOM perMcTpaunm nekapcTBEHHOTO Npenapara;

10) koNMM OOKYMEHTOB, NOATBEPXAAOLWMNX yNnaTy rocyAapCTBEHHOW OOLLNWHBI:

a) 3a NnpoBefdeHMe IKCNepPTU3bl JOKYMEHTOB, NPEACTaBMNEHHbIX ANA ONpeAeneHns BO3MOXHOCTW paccMaTtpuBaTb
neKkapcTBEHHbIM NpenapaTt Ans MeAULUMHCKOrO NPUMEHEHUs] MPU OCYLLECTBIIEHUN TFOCYAApCTBEHHOW perucrpaumm B
KayecTBe opdaHHOro fekapCTBEHHOro nNpenapaTa;

6) 3a npoBegeHWe 3KCMEePTM3bl KavyecTBa MeKapCTBEHHOrO CPeACTBa WM 3KCMepTM3bl OTHOLUEHWUS OXuaaemow
nonb3bl K BO3MOXHOMY PWUCKY MPUMEHEHUS FEKApCTBEHHOTO npenapara, paspeleHHoro Ans  MeguLMHCKOro
npumMeHeHus B Poccuickon Pepepaummn 6onee gBaguaTu feT, NpU OCYLWECTBIEHWM TOCYOAPCTBEHHOW perucrpaummn
nekapCTBEHHOro npenapara;

B) 3a MpoBedeHMe 3KCMEepTU3bl KavyecTBa JIeKapCTBEHHOro CpeacTBa U 3KCMEPTU3bl OTHOLUEHMS OXMAaemown
Nnonb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS FNeKapCTBEHHOro npenapaTta Ans MeAMUMHCKOro MNpYMEHEHUs npu ero
rocygapcTBEeHHOM peructpauuu;

r) 3a MpoBeLEHWE IKCMEepPTMU3bl KAavyecTBa NEKAPCTBEHHOIO CPEACTBA WM 3KCMEPTU3bl OTHOLLUEHWUS OXWOAEeMOMW
Nonb3bl K BO3MOXHOMY PUCKY NMPYMEHEHWS NIEKapCTBEHHOIO npenapara 451 MeQNLUMHCKOrO NPUMEHEHNS, B OTHOLLEHWM
KOTOPOro NpoBeAeHbl MeXayHapoaHble MHOMOLEHTPOBbIE KIMMHUYECKNe UCCeaoBaHus, YacTb M3 KOTOPbIX NpOBedeHa B
Poccuiickon ®epepauum, npy OCyLECTBINEHNM rOCYAapPCTBEHHOW perncTpaumnm nekapCTBEHHOro npenapara;

11) Hanu4me cornacusi NPOM3BOAMTENS NeKapCTBEHHOro Npenapara, Npou3Bo4CTBO KOTOPOro OCYLLECTBAETCH 3a
npegenamu Poccuiickon ®epepauuun, Ha nNpoBedeHWE UWHCNEKTUPOBaHWS MNPOU3BOAMTENS Ha COOTBETCTBUE
TpeboBaHNsM OpaBUN Hagnexallen NPOM3BOLACTBEHHON MPaKTUKK;

12) Hanu4yme cornacus, NnpegyCMOTPEHHOro YacTbto 18 HacTosLLEen cTaTby;

13) ykasaHve BuAa JEKapCTBEHHOrO npenapaTta, MPeACTaBfEHHOr0 Ha perncTpauuto  (pedepeHTHbIN
nekapCTBEHHbIN NpenapaT, BOCNPOM3BEAEHHbIN NeKapCTBEHHbIN Npenapart, buonornyeckuin NekapcTBeHHbIN npenapar,
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapCcTBEHHbIX cpeacTs”

(c u3m. n gon., BCTyN....

[okyMeHT npepoctasneH KoHncynbranTntoc
[ata coxpaHeHus: 16.09.2016

BuroaHanoroBbIv (6MONOOOHLIN) NekapCTBEHHLIV NpenapaT (OMoaHanor), romeonaTU4ecknii NekapCTBEHHbIN Npenapar,
nekapCTBEHHbIN pacTUTENbHBIN NpenaparT).
(4acTb 2 B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3. PernctpaumoHHoe gocbe Ha NekapCTBEHHbIN NpenapaTt Ansg MeOULMHCKOTO NPUMEHEHWs NpefoCcTaBnseTcd B
dopme oBLLErO TEXHUYECKOTO AOKYMEHTA.

(4acTb 3 B pea. PenepanbHoOro gakoHa ot 22.12.2014 N 429-03)

4. Pazgen JOKyMEHTauMnM agMUHUCTPaTUBHOIO XapakTepa BKIoYaeT B cebs:

1) 3agBneHve o rocyaapCTBEHHOW permcTpaummn NekapcTBEHHOro npenapaTta Anst MeguUMHCKOrO NMPUMEHEHUS! B
3NEKTPOHHOWN hopme 1 Ha BymaKHOM HOCUTEnNE;

2) KONV OOKyMEHTa Ha pPYCCKOM £i3blke, 3aBEpPEHHOro B YCTAHOBMEHHOM [OpAAKE W MOATBEPKAAMLLEro
NpPaBOMOYHOCTb 3asBUTENSA NOABaThb 3asBMEHNE O roCyJapCTBEHHOW perucTpauny fnekapCTBEHHOro npenapata Ans
MEeAMWLMHCKOro NpUMeEHeHUs (OBEPEHHOCTD);

3) KONUI0 NUUEH3NN Ha MPOU3BOACTBO NEKApPCTBEHHbIX CPEeACTB UMM  KOMUIO 3aKMioyeHUs O COOTBETCTBUM
npou3BoanTens NekapcTBeHHbIX CPeACTB TpeboBaHMAM OpaBU HaANexalllen NPoM3BOACTBEHHON NPaKTUKK, BblAaHHbIe
YMOSTHOMOYEHHbIM heepanbHbIM OPraHOM MCMONMHUTENBHOW BRiacTu, B Clyyae, ecnv MNpou3BOACTBO fleKapCTBEHHOMO
npenapaTta ocywectensercsa B Poccuickon degepaumy;

4) Konui BblAAHHOW YMNOMHOMOYEHHBIM OpraHoOM CTpaHbl MNPOU3BOAMTENS JIULEH3UWM Ha MPOU3BOACTBO
nekapcTBEHHOro npenapata U ee nepeBof Ha PYCCKUM 4A3blK, 3aBEepeHHble B YCTAHOBMEHHOM OOpAAKe, U KOMWUto
3aKMYeHNss O COOTBETCTBMU MPOU3BOAUTENS NEKAPCTBEHHbIX CpencTB TpeboBaHMAM QOpaBUN Hagnexallen
NPOM3BOACTBEHHOW NPAKTUKK, BbIAAHHOIO YMOSIHOMOYEHHbIM (hbefepanbHbiM OpraHoOM WCMOSTHUTENbHOW BRactu, B
cny4ae, ecnv NpoM3BOACTBO NIEKAPCTBEHHOIO NpenapaTa ocyLecTBhAsieTcd 3a npegenamu Poccuiickon ®eagepaunu;

5) NpoeKkT MHCTPYKUMM NO MEANLMHCKOMY NMPUMEHEHMIO NIEKapCTBEHHOro npenapara, cogepXallen cnegywoiime
cBefeHus:

a) HanMeHoBaHWe NekapCTBEHHOro npenapara (MexayHapoaHoe HenaTeHTOBaHHOe, UMW rpynnuUpoBOYHOE, UMK
XUMUYECKOE 1 TOProBoe HanMeHOBaHUS);

6) nekapcTBeHHas hopma C yKasaHUeEM HAaMMEHOBAHUN N KONMYECTBEHHOIO COCTaBa AEWCTBYIOLLMX BELLECTB U
KayeCTBEHHOr0 COCTaBa BCMOMOraTeNibHbIX BewecTB (Mpy  HEeOOXOAMMOCTM  KONIMYECTBEHHOrO  COCTaBa
BCMOMOraTernbHbIX BELLECTB);

B) onmncaHmne BHELLHEro B1Aa NieKkapCTBEHHOro npenapara Anst MeAULMHCKOro NPUMEHeEHNs;

r) dmsmnKo-xummnyeckne CBONCTBa (Ans pagnodapmMaLeBTUYECKMX NleKapCTBEHHbIX NpenapaTos);

0) dapmakoTepaneBTUyeckas rpynna, Ko NekapCTBEHHOro npenapaTta Ans MeaMLUMHCKOro NpuMeHeHus no
aHaToOMO-TepaneBTUYECKO-XMMNYECKON Knaccudukaumn, pekoMeHO0BaHHOW BcemunpHon opraHusaumen
34paBOOXpaHEHUs1, Unn ykasaHue "romeonaTtuyeckuii iekapCcTBeHHbIN npenapat”;

e) dapmakognHammka W apMakokMHeTMKa (3a WCKMIYeHMeM  (PapMakoOKMHETMKM  roMeonaTuyecKmx
NeKapCTBEHHbIX MpenapaToB U pacTUTENbHbIX TEKAPCTBEHHbLIX NPenapaTos);

) NokasaHus Ans NpUMeHeHUs:;

3) NPOTMBOMNOKa3aHs AN NPUMEHEHUS;

1) Mepbl NPEAOCTOPOXHOCTU NPU NPUMEHEHWM;

K) yKasaHue BO3MOXHOCTM U OCODOEHHOCTEN MPUMEHEHUSI NEeKapCTBEHHOrO npenapata And MeOULUHCKOro
npuMeHeHUs 6epeMeHHbIMU XeHLMHaMK1, XeHWnHaM1M B nepuog rpygHoro BCKapMIMBaHWS, OeTbMW, B3pOCHbIMMU,
UMELLMMUN XPOHUYeckme 3abonesaHus;

n) pexuMm [O03MpPOoBaHWs, CNocobbl BBeOEHWA U NPUMEHEHUs, MNpu  HeobXxoaAMMOCTM Bpems npuema
nekapcTBeHHOro npenapara Ans MeAULMHCKOro NPUMeHeHNs1, NPOAOIMKUTENBHOCTb NIeYEHWs], B TOM YMcne y AeTen Ao u
nocne Of4HOro roaa;

M) BO3MOXHbIE HeXenaTeNbHble peakuun NMpu NMPUMEHEHUW NEKapCTBEHHOrO npenaparta Ans  MeOMLUHCKOro
NPYMEHEHNS;

H) CUMMNTOMbI NEPESO3NPOBKN, MEPbI MO OKa3aHMI0 MOMOLLM MPpU NEPESO3NPOBKE;

0) B3aMMOAENCTBME C APYTMMUN NEeKapCTBEHHbIMW NpenapaTtamMmu 1 (Unu) NULLEeBbIMU NPOLAYKTaMMU;

n) chopMbI BbiNycka NekapCTBEHHOro npenapara;

p) ykazaHue (NpuM HeOoOXOAMMOCTU) OCOOEHHOCTEN OEWCTBUSI NEKapCTBEHHOrO npenaparta Ans MeauLMHCKOro
NPYMEHEHWS NpX NEePBOM NMPUEME UIn NpPU ero OTMEHE;

C) onucaxHue (npu Heob6xoaMMOCTM) OEeNCTBUIA Bpada (denbawepa) n (unv) naumeHTa npu Mnponycke npuema
OLHOWM UITN HECKOJIbKMX 403 NEeKapCTBEHHOIO NpenapaTa Ans MegULUMHCKOro NPUMEHEHMS;

T) BO3MOXHOE BfMsiHUE NnekapCTBEHHOro npenapaTa Ans MeauLMHCKOro NnpuMeHeHnsa Ha cnocobHOCTb yNpaBnsaTb
TPaHCMNOpPTHLIMU CpeacTBaAMU, MEXaHU3MaMMU;

y) CPOK rogHOCTM W yKa3aHuWe Ha 3anpeT MpUMEHEHUs FeKapCTBEHHOrO npenapata Ans MeauLUMHCKOro
NPYMEHEHMS MO UCTEYEHNN CPOKa rOQHOCTY;

&) ycrnoBus XpaHeHus;

X) YyKasaHue Ha HeoOXOoOUMOCTb XpPaHEHWs NEeKapCTBEHHOro npenapata Ang MeguuMHCKOrO MPUMEHEHMST B
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapCcTBEHHbIX cpeacTs”

(c u3m. n gon., BCTyN....

[okyMeHT npepoctasneH KoHncynbranTntoc
[ata coxpaHeHus: 16.09.2016

MecTax, HeOCTYNHbIX ANst AeTew;

L) ykazaHue (Npy1 HeoOX0AMMOCTM) crieumnanbHbIX Mep NPeAOCTOPOXHOCTU MPU YHUHTOXEHUN HEUCTONb30BAHHbLIX
rniekapCTBEHHbIX NpenapaToB Afs MeAULMHCKOTO NPUMEHEHNS;

4) YCrOBUS OTIMYCKa;

L) HAMMEHOBaHUA N agpeca NPOM3BOACTBEHHbIX NIOLLAA0K MPON3BOANTENS NEKAPCTBEHHOIO NpenapaTa;

LLl) HaUMEHOBaHWe, afpec opraHu3auun, ynorHOMOYEHHOW AepxaTerneMm unu BnajenbueM perncTpaumoHHOro
YOOCTOBEPEHUS JIEKApCTBEHHOrO Mpenapata Anst MeOUUMHCKOTO MPUMEHEHUSI Ha MPUHATUE MNPETEeH3Mn OoT
notpebutens;

6) VMHCTPYKUMIO MO MEAMLMHCKOMY MPUMEHEHUIO UMW KPaTKyl XapaKTepUCTWUKY FNeKapCTBEHHOro npenapara,
yTBEPXXOEHHbIE B CTPaHe NPON3BOANTENS;

7) NPOEKTbl MaKeTOB NEPBUYHON YNaKOBKM M BTOPUYHOW YMaKOBKM NleKapCTBEHHOrO npenapara Ans MeanLMHCKOro
NPUMEHEHNS;

8) NpoeKkT HopMaTMBHOW [OKYMEHTAUUW WM HOPMaTUBHOIO AOKYMEHTa Ha JlekapCTBEHHbIA npenapat Ans
MEeOULMHCKOro NPUMEHEHUS MO0 yKa3aHne COOTBETCTBYHOLLEN dapMaKonenHom cTaTby;

9) AOKyMEHT, coaepkallmin MHPOPMaLMIO O HanNVYumM Ny 06 oTCyTCTBMM (DAKTOB perncTpauun nekapcTBEHHOro
npenapaTa ans MeguLUMHCKOro NnpuMeHeHus 3a npegenamm Poccuickon ®epepaunu;

10) kONMM OOKYMEHTOB, 3aBEpEeHHbIX B YCTAHOBNEHHOM MoOpsgke M MNOATBepXaalwmx ¢akT perncrpauum
nekapcTBEHHOro npenapara B MHOCTPaHHbIX rocyAapCTBax B kKayecTBe ophaHHOro nekapCTBEHHOro npenapara;

11) nnaH ynpaBneHuss puckamum AN OGMONOorMyYeckMx JEeKapCTBEHHbIX MpenapaTtoB AN MeLUUUHCKOro
NPYMEHEHNS;

12) OoKyMeHT O cucTeme dhapMakoHag3opa AepxaTens unu Bragenbla perncTpauuoHHOrO yAOCTOBEPEHUS
nekapCTBEHHOro npenapara;

13) LOKyMEHT, NoaATBEPXAALLMI KAYEeCTBO NIEKApCTBEHHOIMO npenapaTa Tpex NPOMBbILUIIEHHbIX Cepuin (MPOTOKON
aHanu3a unu ceptudpmkaT aHanmsa), ogHa cepusa KOTOpOro AOfkHa coBnagaTb C cepuen obpasua NekapCTBEHHOro
npenapaTa ans MeAULMHCKOIo NpUMEHeHUs, NPeaCcTaBEeHHOro Ha rocy4apCTBEHHYIO PEMMCTPaLMIo.

(4acTb 4 B peq. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

5. Pasgen xumunyeckon, dapmaueBTUHECKON M OUONOrMYEecKon OOKYMEHTauuu BKoYaeT B cebs JOKYMEHTHI,
cogepxawime mHdopmaumio o dapMaueBTUYeCcKon CcybcTaHUuMM M NekapCTBEHHOM npenapaTte Ans MeauUMHCKOro
NPUMEHEHNs!, NPoLIeCce ero NpoM3BOACTBA M MeTodax KOHTPOIS KayecTBa, B TOM YnUcre:

1) konNuilo OOKyMeHTa, coepxallero cregylolylo uHdopMauunio o dapMaueBTUYeckon cybcTaHumMm wunm
hapmaLeBTMHECKMX CYOCTaHUUSX, BXOOSALLMX B COCTaB IEKAapCTBEHHOIO NpenaparTa:

a) HaumeHoBaHWe hapmMaueBTUYecKon cybcTaHLmm, ee CTPyKTypa, obLime CBOMNCTBA;

6) HaumeHoBaHWe 1 agpec NPoM3BOANTENS;

B) TEXHONOrMs MPOU3BOACTBA C OMWCAHWEM CTaaui MPOM3BOACTBA M METOAOB KOHTPONSA Ha BCeEX CTagusix
Npon3BOACTBA;

r) onucaHue paspaboTku npoLiecca NpoM3BOACTRa;

4) ONMcaHne KOHTPOIS KPUTUYECKMX CTAgUM MPOU3BOACTBA U MPOMEXYTOYHOM NPOAYKLMK;

€) AOKyMeHTarnbHOe noaTBepXaeHue (Banvagaumnst) NpoLeccoB 1 (Mnn) nx OLEHKa;

) CBOWCTBaA M CTPYKTypa AENCTBYIOLUX BELLECTB;

3) XxapaKTepucTmKa npumecen;

n) cneundukaumsa Ha papMaLeBTUYECKyHO CyBCTaHUMIO 1 ee 0BOCHOBaHWE;

K) aHanuMTU4eckne MeTOAMKM, UCMONb3yeMble MPU OCYLLECTBMEHUN KOHTPONsS kadecTBa hapmaLeBTUYECKOM
cybcTaHumu;

n) gOKyMeHTarnbHoe NnoATBepXaeHue (Banugaums) aHanuTuyeckmx MeToguk, UCMosb3yeMbIX NMPU OCYLLIECTBIIEHWN
KOHTpOMsi KayecTBa hapmaueBTUYeCcKon cybctaHuuu;

M) pe3ynbTaTbl aHanmMsa cepui oapmMaLleBTUYECKON CyOCTaHUMK;

H) NnepeyveHb CTaHZapTHbLIX 06Pa3uoB UK BELLECTB, MCMOSb3YEMbIX MPU OCYLLIECTBIIEHUN KOHTPOIS Ka4ecTBa;

0) onucaHne xapakTePUCTMK U CBOWCTB YNaKOBOYHLIX MaTEPMAroB 1 YKYNOPOYHbIX CPEACTB;

n) gaHHble O CTAabUNBHOCTU hapMaLleBTUYECKON CyOCTaHLUNK;

p) CPOK rogHOCTY;

2) [OOKyMEHT, cogepXawun crnegylowmne CBedeHUMs O JeKapCTBEHHOM npenapate Ans  MeauuMHCKOro
NPYMEHEHNS:

a) onmcaHne 1 cocTaB fekapCTBEHHOrO npenapaTa A1s MeguLMHCKOro NPUMEHEHMS;

6) onncaHve dpapmaueBTUdeckon pa3paboTkm (0bocHoBaHMe BbIBopa cocTaBa, NePBUYHON YNaKoBKN U UHOTO);

B) TEXHONOrNsi MPOW3BOACTBA C OMWCAHMEM CTaaui MPOM3BOACTBA M METOAOB KOHTPONS Ha BCEX CTagusix
Npon3BOACTBA;

r) onMcaHne KOHTPOIS KPUTUYECKMX CTagun NpoLecca Npon3BoACcTBa U MPOMEXYTOYHOW NPOAYKLMY;

[) HaMeHOBaHWe 1 agpec MecTa OCyLLeCTBNEHUSA NPON3BOACTBA NIEKAapCTBEHHOro nNpenapaTa ans MeauLUHCKOro
NpUMeHeHnst (B Cnyyae Hanm4ums HECKOMNbKUX YY4aCTHUKOB NpoLecca Mpou3BOACTBa HEOOXOAMMO ykasaTb KaXgoro us
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HUX);

e) dhapmaLeBTNYECKas COBMECTUMOCTb;

) MUKpOBUonormyeckue xapakTepucTukm;

3) MaTepmanbHbIn 6anaHc Ans NPOM3BOACTBA CEPUU FOTOBOIO NPOAYKTa;

1) onMcaHne XxapakTepuUCTUK U CBOMCTB YNaKOBOYHbIX MaTepunarnoB 1 YKYNOPOYHLIX CPeacTB;

K) JOKYMeHTanbHoe noaTBepxaeHve (Banuaaums) npoLeccoB Npon3BoacTBa U (MK) UX OLEHKa;

n) TpeboBaHMSA K KayecTBYy BCMOMOraTenbHbIX BelwecTB (cepTudmkar, crneundukaums Ha BCnoMoraTernbHble
BeLLeCTBa U nx 000OCHOBaHMeE);

M) aHanuTU4YecKkMe MEeTOAMKWU, UCMONb3yeMble MPU OCYLLECTBIIEHWM KOHTPOMsS KayecTBa BCMOMOratenbHbIX
BELLECTB;

H) OKyMeHTanbHoe noATBepXaeHue (Banugaums) aHanuTu4eckmx MeToauk, NCNonb3yeMbiX NPY OCYLLIECTBIEHNM
KOHTPOJsi Ka4ecTBa BCNOMOraTesibHbIX BELLECTB;

0) HdopMaLms 06 UCNONb30BaHNM BCMIOMOraTerbHbIX BELLECTB YENOBEYECKOrO U XMBOTHOMO MPOUCXOXOEHMS;

n) nHdopmaumsa o6 MCnonb3oBaHUM HOBLIX BCMIOMOraTenbHbIX BELLECTB;

p) TpeboBaHMSA K KayecTBy J€KapCTBEHHOrO npenapata Ansg MeOULMHCKOTO MNpUMeEHeHns (cepTudukar,
crneundmrKkaumsa Ha NieKapCTBEHHbIV npenapart u nx o6ocHoBaHue);

C) aHanuTU4eckne MeTOAMKMW, WCMONb3yeMble MPU OCYLLECTBIIEHMM KOHTPOMS KadecTBa JeKkapCTBEHHOro
npenapaTa ans MeAULMHCKOro NpUMEHeEHUS;

T) AOKYMEHTarnbHOe NnoATBepXaeHne (Banuaaums) aHanMTU4eckux MeToamK, UCMONb3yeMbIX NMPU OCYLLECTBIEHUN
KOHTPOsi KaYeCcTBa JIeKapCTBEHHOIo NpenapaTa Anst MegUMUUHCKOro NPUMEHEHUS;

y) pesynbTaTbl aHaNM30B CEpUiA NTEKapCTBEHHOTO Npenapara 4515 MEAULIMHCKOrO NPUMEHEHNS;

&) xapakTtepucTtuka npumecen;

X) NepeyveHb CTaHOapTHbIX 06pa3LoB, UCMOSb3YEeMbIX MPU OCYLLECTBIEHUM KOHTPOMS KavecTBa feKapCTBEHHOro
npenapaTa ans MeAULMHCKOro NpUMeHeHUS;

L) faHHble O CTabUNbHOCTU NEKApCTBEHHOIO NpenapaTta Anst MegULMHCKOrO NPUMEHEHWS.

(4acTb 5 B peq. PegepanbHoro dakoHa ot 22.12.2014 N 429-93)

6. Pazgen dhapmakonormyeckon, TOKCUMKONTOTMYECKON OOKYMEeHTauuM BKIoYaeT B cebsd oTyeTbl O pesynbraTtax
OOKIMMHNYECKNX UCCNeaOoBaHWI NIeKapCTBEHHOrO cpeacTea Ans MegULMHCKOTO NPUMEHEHNS, B TOM Y1Che:

1) oTyeT 0 hapmakoANHaAMNYECKUX NCCNESOBAHMSAX;

2) oT4eT 0 hapMaKOKMHETUYECKUX UCCNEOOBAHUSX;

3) OT4ET O TOKCUKOSOTMYECKMX UCCIEA0OBaHMSX.

(4acTb 6 B peq. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

7. Pasgen knuHuyeckon JOKyMeHTaumnm BKoYaeT B cebsi oTyeTbl O pesyrnbTatax KIUMHUYECKMX MCCredoBaHWN
nekapCTBEHHOro npenaparta Ans MeaUUMHCKOrO NPUMEHEHNs!, B TOM YMChe:

1) oTyeTbl 06 mccrnegoBaHuax GUOOOCTYNHOCTU U BGUOIKBMBANEHTHOCTW, UCCNELOBAHUSAX, YCTaHaBNMBAOLLNX
KOppensumio pesynbTaToB, NOMyYeHHbIX B YCMOBUSIX in Vitro u in vivo;

2) oT4eTbl 0 hapMaKOKUHETUYECKUX UCCIIEN0BaHUSX;

3) oT4eThl 0 hapMaKoAMHAMUYECKUX NCCIEO0BAHUSIX;

4) oTYeTbI O KITMHUYECKMX MccrneaoBaHmsax adhekTMBHOCTM u 6e3onacHocTy;

5) oTyeT 0 NocTperncTpauMoHHOM ONbITE MPUMEHEHMUS (MPU HANU4YKUK).

(4acTb 7 BBefeHa PeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

8. TpeboBaHus k 06beMy MHOPMaLMK, NPeSOCTaBSEMON B COCTAaBE PErMCTPaLMOHHOIO 40Ckbe, AN1S OTAENbHbIX
BWOOB JlIEKAPCTBEHHbLIX MpenapaToB AN MEOWMLMHCKOrO MPUMEHEHUS  YCTaHaBMMBAKTCA  YMONMHOMOYEHHBLIM
deneparnbHbIM OPraHoOM UCMOSNTHUTENLHONM BNACTy.

(4acTb 8 BBegeHa PeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

9. B OTHOLLIEHMM NEKAPCTBEHHbIX NpenapaToB, paspelleHHbIX ANnd MeAWUUHCKOro npuMeHeHnsa B Poccuinckon
depepaummn bonee gBaguatu net (3a MCKNIOYEHMEM OMONOrMYECKMX FeKapCTBEHHbIX MpenapaToB), OonycKkaeTcs
BKITIOYEHNE B COCTaB pasgena ¢apMakonornMyeckomn, TOKCUKONOMMYecKor OOKYMeHTauuM U pasgena  KIMHUYECKon
OOKYMeHTauMM BMECTO oT4yeTa paspaboTumka o pesynbTaTax CoOOCTBEHHbLIX [OOKIMMHUYECKUX  UCCIedOBaHUM
nekapCTBEHHbIX CPEeACTB U KITMHUYECKMX UCCNEeAOoBaHNIA NEKapCTBEHHbIX NpenapaToB Anst MeAWLMHCKOrO MNpPUMEHEHNUS
0630pa Hay4yHbIXx paboT O pesynbTaTax AOKIMHWYECKMX WUCCNEeLOBaHUN NEKAPCTBEHHbIX CPEeACTB U KIMHUYECKUX
NCCrefoBaHUM AaHHbIX NEKapCTBEHHbIX MNpenapaTtoB, B TOM 4MCre BKMOYasd OMblT WX MNOCTPErncTpaLMoHHOro
NPUMEHeHNs.

(yacTtb 9 BBefeHa PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

10. MNMpu rocynapCTBEHHOW perucTpaumm BOCMNPOU3BEAEHHbIX NEKAPCTBEHHbLIX MpenapaTtoB AN MeLMLMHCKOro
NPYMEHEHMSA JOMyCKaeTCcsa BKIIOYEHNE B COCTaB pasgena (apmMakonormyeckon, TOKCUKOMOrMYECKON OOKyMeHTauun u
pasgena KvHUYEeCKOW AOKyMEHTauMu BMECTO oTyeTa paspaboTymka O pesynbTatax COOCTBEHHbIX AOKIMHUYECKUX
NCCregoBaHU fekapCTBEHHbIX cpedcTB 0630pa HayyHbix paboT O pesynbTatax [OKIMHUYECKUX WCCregoBaHui
pedepeHTHOro fekapCTBEHHOrO NpenapaTta u NpeAcTaBneHne BMECTO KITMHUYECKUX UCCneaoBaHuiA B NofiHOM 06beme,
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[ata coxpaHeHus: 16.09.2016

YCTaHOBMEHHOM pa3fesioM KNMHUYECKOW AOKYMEHTaL MK, oT4eTa O pesynbTaTax UCCNefoBaHWlA OUO3KBUBANEHTHOCTU
BOCMPOM3BEAEHHOIO NEKapCTBEHHOIO Npenaparta Ans MeauuMHCKOro npuMmeHeHusi. He TpebyeTca npegcrtaBneHue
oTyeTa O pesynbTaTtax UCCrNefoBaHUN OVMOIKBMBANEHTHOCTM BOCMPOM3BEOEHHOIO NEeKapCTBEHHOrO npenaparta Ang
MEOULMHCKOTO MNPUMEHEHWsi, €eCnn  PEerncTpyupyroTca  BOCMpPOU3BEOEHHble eKapCTBEeHHble  npenapatbl  Ans
MeOULMHCKOro NPUMEHEHUS, KOTopbIe:

1) NpegHa3HaveHbl Anst NapeHTepanbHoro (MOAKOXHOIo, BHYTPUMBILIEYHOTO, BHYTPUBEHHOMO, BHYTPUINA3HOrO,
BHYTPUMOMOCTHOrO, BHYTPUCYCTaBHOIO, BHYTPUKOPOHAPHOI0) BBEAEHNS U NPeacTaBnsaoT cobor BOAHbIE pacTBOPSLI;

2) npeacTaBnsaoT cobon pacTBOpbI 419 NepopanbHOro NPUMEHEHUS;

3) npon3BeaeHbl B hopmMe NOPOLLKOB U NMohnnm3aToB AN NPUroTOBNEHUSA PacTBOPOB;

4) ABNaATCA rasamu;

5) sBNAIOTCA YWHLIMW UMW NasHbIMU FIEKApPCTBEHHLIMKU MpenapaTaMmu, Npou3BefeHHbIMU B hopMe BOOHbIX
pacTBOpOB;

6) NnpegHa3Ha4yeHbl 4511 MECTHOTO MPUMEHEHUS U NPUrOTOBIEHLI B DOPME BOAHbLIX PAacTBOPOB;

7) npeacTaBnsaoT cOO0N BOAHbIE PAcTBOPLI AN UCMONb30BaHUA B hOPME MHransiuum ¢ nomoLlblo Hebynansepa
UK B Ka4YeCTBE Ha3albHbIX CNPeEeB, NPUMEHSEMbIX C MOMOLLIbIO CXOAHbIX YCTPONCTB.

(4acTtb 10 BBegeHa dPefeparnbHbIM 3akOHOM OT 22.12.2014 N 429-93)

11. Ona cnyyaes, ykasaHHbiXx B nyHktax 1-3,5-7 yactm 10 HacToswen CcraTbu, BOCMPOU3BEOEHHbIN
nekapCTBEHHbIV NpenapaTt AN MeAULMHCKOro NPMMEHEHNS JOIMKEH coaepaTb TakMe e BCoMoraTernbHble BellecTBa
B TaKMX XXe KONMMYecTBax, Kak U pedepeHTHbLIN NekapCTBEHHLIN NpenapaT. Ecnn coctaBbl BCMOMOraTenbHbIX BELLECTB
pasnuyaroTcs, 3asaBUTENb AOMKEH NPEACTaBUTb AOKa3aTeNbCTBa TOro, YTO UCMOMb3yeMble B AaHHbIX KOHLEHTpauusix
BCMOMOraTerbHble BellecTBa He BNUAKT Ha 6e30nacHoCTb 1 (Mnn) addeKkTBHOCTE JTIEKapCTBEHHOrO npenaparta Ans
MeOULMHCKOro NpuMmeHeHuns. B cnyyae, ecnv 3agButenb He MOXET MpeacTaBuUTb Takue JokasaTtenscrtBa v (Mnu) He
MMeeT [OoCTyna K COOTBETCTBYHOLIMM [aHHbIM, OH [OfDKeH MpOBEeCTUM COOTBETCTBYHOLUME WCCrenoBaHus Ans
JokasaTenbCTBa OTCYTCTBUS BNUSIHUS pasHbIX BCMOMOraTesibHbIX BELECTB WM BCMOMOraTesbHbIX YCTPOWCTB Ha
B6esonacHocTb U (Mnn) 3chdEKTUBHOCTL NEKAPCTBEHHOIO Mpenapata Anst MeOUUUHCKOTrO MPUMEHEHUS B MOpsaKe,
YCTaHOBMIEHHOM YMNOMHOMOY€EHHbBIM dhedeparibHbIM OPraHOM UCMOSTHUTENbHONM BNACTU.

(4actb 11 BBegeHa deaeparnbHbIM 3akOHOM OT 22.12.2014 N 429-93)

12. MNpw rocyaapCTBEHHOW perucTpaumm KoMoMHauun paHee 3apermcTpupoBaHHbIX JTEKApPCTBEHHbIX MpenapaToB
O MegMLUMHCKOro NPUMEHEHMS JOMNYyCKaeTCs BKITOYEHNE B COCTaB pasgena apmMakonormieckom, TOKCUKOMOrnMyecKom
OOKYMeHTauuu 1 pasgerna KnMHUYeCckon AOKYyMEeHTauMum BMEeCTO oT4yeTa paspaboTumka O pesynbTatax COOCTBEHHbIX
OOKIMMHUYECKNX UCCNESOBaHWI NEKapCTBEHHbIX CPeAcTB 0030pa Hay4dHbIX paboT o pesynbTaTax AOKIUHUYECKMX
nccrnefoBaHun pedepeHTHBIX JTEKapCTBEHHbIX MpenapaTtoB, BXOAAWMX B COCTaB KOMOWHaAUUKM NEKapCTBEHHbIX
npenapaToB, U 06 OTCYTCTBMM UX B3aMMOLEWNCTBUSA B OOHOWN NIEKapCTBEHHOW hopMe.

(4acTb 12 BBegeHa depeparnbHbIM 3akOHOM OT 22.12.2014 N 429-93)

13. Ha akcnepTtmsy pasnnyHbIX NEKapCTBEHHbIX (POPM OAHOrO U TOrO Xe NeKapCTBEHHOro mnpenapaTta Aang
MeOULMHCKOrO NPUMEHEHNS 3asiBUTENb NpeacTaBnseT OTAeNbHble 3as8BNEHNS U PErMCTPaLMOHHbIE [OCbE Ha Kaxayto
nekapcTBeHHyto cdopmy. Npy ycrnoBum OogHOBPEMEHHOW MOJAYM HA SKCNEPTM3Y OOHOM JIEKAPCTBEHHOW hOpMbl C
pasnuMYHbIMU JO3MPOBKOW, KOHLIEHTpaLMen, 00 beMOM 3asBUTENb NPEACTABNSAET OOHO 3asBIEHWE U PErMCTPaLMOHHOE
[0Cbe C NPUMNOXEHNEM MAKETOB YNMaKOBOK Ha KaXKOyHo OO3NPOBKY, KaXKOyl0 KOHLUEHTpauuio, Kaxabll obbeM M Kaxgoe
KONMMYeCTBO A03 B yNaKOBKe.

(4acTb 13 BBegeHa defeparnbHbIM 3akOHOM OT 22.12.2014 N 429-03)

14. TMpun rocygapCTBEHHOW perncTpauum opdaHHOro NekapCTBEHHOrO npenapata 3asiBUTenb npeacraBnsiet
nHdopmaLmo, HeobxoaMmyto Anst OPMMPOBaHUA pasgena KIMHUYECKOM OOKyMeHTauun, B g0beme, YCTaHOBIIEHHOM
YMONTHOMOYEHHbIM hefiepanbHbIM OpraHoM MCMONHUTENBHOWN BracTu.

(4acTb 14 BBegeHa defeparnbHbIM 3akOHOM OT 22.12.2014 N 429-93)

15. lMpu peructpaumm GMONOrMYECKOro NEKapCTBEHHOrO npenapaTa, MOMyYeHHOro U3 KPOBW, Miia3mbl KpPOBWU
YyerioBeka, B COCTaBe PErMCTpPaLMOHHOMO 4OChe Ha NeKapCTBEHHbIN npenapaT AN MeAULMHCKOro NPpUMEHEHUST OOMKHbI
ObITb NpeacTaBneHbl AONOMHUTENBHO:

1) B pasgene AOKyMEHTauMnm agMUHUCTPATUBHOIO XapakTepa AOKYMEHT, COAepXKaLLmi MHdopmaumo o cydbekTax
obpalLeHnsi LOHOPCKOWM KPOBM U (UNIN) ee KOMMOHEHTOB, O ToM, rge 6bina ocywlecTBneHa goHauus (KpoBu v (Mnm)
nnasMbl KpoBMW), a Takke OaHHble 00 WH(EKUMOHHbIX 3aboneBaHusX, Mepefarwmnxcs napeHTepanbHbiM NyTeMm,
MHpopmaumss o cybbekTax obpalleHuMsi OOHOPCKOW KpoBM M (MNKM) €€ KOMMOHEHTOB, B OTHOLUEHUUM KOTOpPbIX
OCYLLIECTBMSIETCS KOHTPOMb JOHOPCKOW KPOBU U (UNTN) €€ KOMMNOHEHTOB;

2) B pasgene XMMmn4eckon, papmaueBTUYeCcKon 1 BMonormieckon AoKyMeHTaLmm:

a) KpuTepun 1 cnocobbl 0T6OPa, TPAaHCNOPTUPOBAHNS U XPAHEHWUST LLOHOPCKOW KPOBM U (UNN) ee KOMMOHEHTOB;

6) pesynbTaTbl UccrefoBaHU OTOBpPaHHBIX LOHOPCKOW KPOBM M (MNn) Mna3mMbl KPOBM WM NYNOB Ha Hamnuudve
BO3OyauTENnen MHeKun, BKMYass MHdopmaumio 06 UCMOMb30BaHHLIX METoAMKax WCCregoBaHUM W B criyyae
nccrnegoBaHus MynoB Na3Mbl KPOBM pe3yrnbTaTbl JOKYMEHTaNbHOIO MoATBEpXKAeHus (Banugauvmn) MCMoNb30BaHHbIX
MeTOoaNK;

KoHcynbTaHTlINOC

www.consultant.ru CrpaHvua 24 un3 68
HafeXxHasa npaBoBan noaAepXXkKa


consultantplus://offline/ref=61E818616590E96E9746BF592E9771AFE2385BBF3F1AC25F02BE0E0EE8ED986DC7F69EC3F65E5DC9z2d2K
consultantplus://offline/ref=61E818616590E96E9746BF592E9771AFE2385BBF3F1AC25F02BE0E0EE8ED986DC7F69EC3F65E5DC9z2d2K
consultantplus://offline/ref=61E818616590E96E9746BF592E9771AFE2385BBF3F1AC25F02BE0E0EE8ED986DC7F69EC3F65E5DC8z2dCK
consultantplus://offline/ref=61E818616590E96E9746BF592E9771AFE2385BBF3F1AC25F02BE0E0EE8ED986DC7F69EC3F65E5DC8z2dCK
consultantplus://offline/ref=61E818616590E96E9746BF592E9771AFE2385BBF3F1AC25F02BE0E0EE8ED986DC7F69EC3F65E5DC8z2d3K
consultantplus://offline/ref=61E818616590E96E9746BF592E9771AFE2385BBF3F1AC25F02BE0E0EE8ED986DC7F69EC3F65E5DC8z2d3K
consultantplus://offline/ref=61E818616590E96E9746BF592E9771AFE2385BBF3F1AC25F02BE0E0EE8ED986DC7F69EC3F65E5DC8z2d2K
consultantplus://offline/ref=61E818616590E96E9746BF592E9771AFE2385BBF3F1AC25F02BE0E0EE8ED986DC7F69EC3F65E5DC8z2d2K
consultantplus://offline/ref=61E818616590E96E9746A1423B9771AFE1315FBB3B1DC25F02BE0E0EE8ED986DC7F69EC3F65E5ECDz2d2K
consultantplus://offline/ref=61E818616590E96E9746A1423B9771AFE1315FBB3B1DC25F02BE0E0EE8ED986DC7F69EC3F65E5ECDz2d2K
consultantplus://offline/ref=61E818616590E96E9746BF592E9771AFE2385BBF3F1AC25F02BE0E0EE8ED986DC7F69EC3F65E5DCBz2dBK
consultantplus://offline/ref=61E818616590E96E9746BF592E9771AFE2385BBF3F1AC25F02BE0E0EE8ED986DC7F69EC3F65E5DCBz2dBK
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

depnepanbHblit 3akoH 0T 12.04.2010 N 61-03

Speﬂ' ot 03.07.2016) " [okyMeHT npepoctasneH KoHncynbranTntoc
06 obpalleHnmn neKkapcTBEHHbIX CPeaCTB [laTa coxpareHus:: 16.09.2016

(c u3m. n gon., BCTyN....

B) TEXHMYECKME XapaKTEPUCTUKM YNakoBKM ONA OTOOpa LOHOPCKOM KpPOBM U (UNKM) nnasmbl KpOBW, BKMKOYas
nHdopmaumo 06 NCNonb30BaHHbIX pacTBOpPax aHTUKOArysnsiHTOB.
(4acTtb 15 BBegeHa depepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

16. KnuHunyeckne uccrnegoBaHMs NeKkapCTBEHHOro npenapaTta Ansg MeOVMUWHCKOro MpUMEHEeHMst B LEensx ero
rocygapCcTBeHHOMN peructpauuy nposogatcs B Poccuickon ®egepauumn B nopsgke, yCTaHOBMEHHOM cTaTbamu 38 - 44
HacToswero ®enepansHoro 3akoHa. OT4YeT O NPOBELEHHbIX WCCNeAOBaHUAX BKMKYaeTCsa B COCTaB pasfena
KNUHNYECKON JOKYMEHTaLUUN perucTpaumMoHHOro JoCbe Ha NeKkapCTBEHHbIN nNpenapaT AN MeAWLMHCKOro MpUMEHEHUS.
[nsa nekapCTBeHHbIX NpenapaToB ANst MEOULMHCKOIO MPUMEHEHUS, B OTHOLLIEHUN KOTOPbLIX B pe3ynbTaTe 3KCNepTusbl
OOKYMEHTOB, MpPeACTaBfeHHbIX AMs onpeferieHns BO3MOXHOCTM paccMaTpvBaTh JEeKapCTBEHHbIN Mpenapat Ans
MEeOULMHCKOrO MPUMEHEHUS B KayecTBe OpdaHHOro fiekapCTBEHHOrO npenapaTa, Takas BO3MOXHOCTb MpU3HaHa U B
OTHOLLIEHMWN KOTOPLIX MPOBEAEHbI KITMHUYECKME UCCNeoBaHs, BbIMOMHEHHbIE 3a npegenamn Poccuiickon depepaumm
B COOTBETCTBUWM C OpaBuNamun Hagnexawen nabopaTopHOW MNpakTUKM W OpaBunaMy Hagnexalwen KrInHU4eCKoM
NPaKTUKKN, AOMYCKaeTCH BKNIOYEHME B COCTaB pasfena KIUHUYECKOW OOKyMeHTauuu BMEeCTO oTyeTa O pesynbTaTax
KNMMHUYECKUX WCCNEeAOBaHWA JIEeKapCTBEHHOrO npenapata Anst MEOWUMHCKOrO MPUMEHEHUsl, MNPOBEAEHHbIX B
Poccunckon depepaumm, otyeta O pesynbTatax KIMHWYECKMX WCCregoBaHUW, BbIMOMHEHHBIX 3a npedenamu
Poccuiickon ®epepaumun.

(4acTb 16 BBegeHa defeparnbHbIM 3akOHOM OT 22.12.2014 N 429-03)

17. 3agBuTens BnpaBe NpeacTaBuUTb MO COOCTBEHHON WHULUMATMBE BMECTE C 3asiBfIeHWEM O rocyaapCTBEHHON
perncTpauum nekapCTBEHHOro npenapata Ans MeauUMHCKOro NpUMEHeHWUs OOKYMEHTbl, noATBepxaarolime ynnarty
rocyJapCTBEHHOM MOWNHLI U yKka3aHHble B NyHkTe 10 yacTn 2 HacTosiwen ctatbl. B crniydyae mx HenpegcrtaBneHus
COOTBETCTBYIOLUIA YMONTHOMOYEHHbIN defepanbHbIil  OpraH MWCMOSNHUTENbBHOW BracTu MpoBepsieT akT ynnaTbl
rocygapCTBEHHOMN NOLWNHBI 3asiBUTENEeM MOCPEACTBOM WCMONb30BaHMsA MHGopMaumn ob ynnate rocygapCTBEeHHON
MOLLNWHbI, coaepxaLlenca B FocygapCTBEHHOW MHAOPMALMOHHOM CUCTEME O TFOCYOAPCTBEHHBLIX M MyHUUMMNANbHbIX
nnaTexax, Ha OCHOBaHWW TMpPeACTaBlEeHHbIX 3asBUTENEeM KOMUW OOKYMEHTOB, MoATBepXAawwux  ynnaty
rocy1apCTBEHHOWN MOLUSINHBI.

(4acTb 17 BBegeHa depepanbHbiM 3aKoHOM OT 22.12.2014 N 429-03)

18. He ponyckaeTcs Mcnonb3oBaHME B KOMMEPYECKUX Uensix MHopmauum o pesynbratax OOKITMHUYECKMX
NCCrefoBaHU NeKapCTBEHHbIX CPEACTB WM KIMHWYECKMX WCCMEedOBaHUMM  feKkapCTBEHHbIX MpenapaToB  Ans
MEAVLMHCKOro MPUMEHEHUS, NPeACTaBeHHON 3aaBMTeNneM [fAfsi rocyadapCTBEHHOM perncrpaumm nekapcTBEHHOIo
npenapata, 6e3 ero cornacmsi B TeYeHWe LIecTu neT C faTbl rOCygapCTBEHHOM perncrpaumm pedepeHTHOro
nekapcTBeHHoro npenapata B Poccunckon ®egepaumn.

(4acTb 18 BBegeHa depepanbHbIM 3aKoHOM OT 22.12.2014 N 429-03)

19. [epxatens wnu Brageney perncrpauuoHHOrO YAOCTOBEPEHWUsi JIEeKapCTBEHHOro mnpenapata Ha
OMOTEXHONMOrMYECKUA MMM OpddaHHbIA NeKapCTBEHHbLIN MNpenapaT ob6sa3aH nNpefocTaBnATb HA BO3ME3OHOM OCHOBE
obpasupl petepeHTHOro NekapCTBEHHOrO npenaparta 3aaBuTensM Ans NPOBEAEHUS KITMHUYECKUX UCCrefoBaHuN.
CtomnmocTb obpasua pedepeHTHOro nekapCTBEHHOro npenapaTta, BKMYEHHOro B 0epeyeHb XXU3HEHHO HEOBXOAUMbBIX U
BaXKHeNLUNX NeKkapCTBEHHbIX MpenapaToB, He AOMKHa NnpesbillaTh 3aperncTPUPOBaHHYIO NpeaeribHYI0 OTMYCKHYHO LIEeHY
Ha pedepeHTHbIN NeKapCTBEHHbIV NPenapar UIu LeHy Ha JIEKApCTBEHHBIN NpenapaT B CTpaHe NpOM3BOAMTENS.

(4acTb 19 BBegeHa deaeparnbHbIM 3aKkOHOM OT 22.12.2014 N 429-93)

20. 3agdBneHve O TrocygapCTBEHHOM perucTpaumyM BOCMPOU3BEOEHHOrO JIEKapCTBEHHOro npenapaTta  Ang
MEAMLMHCKOro NpUMEHEHNs1 MOXeT ObiTb NOAaHO B YNOMHOMOYEHHbIN dhefeparnbHbii OpraH WCMONTHUTENbHOW BRacTMy,
OCYLLECTBASOLWUNA rOCYAapCTBEHHYIO perncTpauuio nekapCTBEHHbIX NPenapaTos, N0 UCTEYEHUN YeTblpex neT ¢ Aathbl
rocy1apCTBEHHOW perncTpaumm peepeHTHOro fiekapcTBeHHOro npenaparta B Poccuiickon degepaumu.

(vacTb 20 BBegeHa PepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

21. 3asaBneHve o rocygapCTBEHHON permctpaumm buoaHanorosoro (6MonogobHOro) nekapcTBEHHOro npenaparta
(bnoaHanora) MoxeT OblTb NOOAHO B YMOSTHOMOYEHHbLIM hbedeparnbHbIi  OpraH  WCMOMHUTENIbHOM  BRacTw,
OCYLLECTBMSOLWUNA FOCYAapCTBEHHYIO PErncTpaumio NEKapCTBEHHbIX MpenapatoB, MO UCTEYEeHUW Tpex neT ¢  Aarhbl
rocy1apCTBEHHOW perncTpaumm pedepeHTHOro fiekapCcTBEHHOro npenaparta B Poccuiickon degepaumm.

(vacTb 21 BBegeHa deaepanbHbIM 3aKkOHOM OT 22.12.2014 N 429-93)

22. [lepxatenb Unv Bnagenel pernctpaLMoHHOro yaoCcTOBEPEHMS NIEKAPCTBEHHOIO Npenaparta npeacTaBnsaeT B
YMOSTHOMOYEHHbIN befeparnbHbll OpraH UCMOMHUTENBHOW BNACcTW, OCYLLECTBASIOWMIA (OYHKLMKU MO KOHTPOIO 1 Haa3opy
B chepe 3a4paBOOXpaHeHMsl, OTYET Mo pe3ynbTatam papMakoHag3opa OguH pas B LUECTb MECSLEB B Te4eHne AByX neT
nocre rocyaapCTBEHHON perncrTpaumm nekapcTBeHHoro npenapata B Poccunckon ®epepaunn, eXerogHo B TeYeHue
nocrneayoLmx Tpex net 1 B ganbHenemM OAnH pa3 B NATb NeT.

(vacTb 22 BBegeHa deaepanbHbIM 3aKkOHOM OT 22.12.2014 N 429-93)

Cratbs 19. lNMpuHATME pelueHns O Bblgave IKCNEPTHOMY YYpeXAeHWo 3afaHus Ha NpoBeAeHWEe 3KCNepTusbl
neKkapcTBEHHOro cpeacTea
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapCcTBEHHbIX cpeacTs”

(c u3m. n gon., BCTyN....

[okyMeHT npepoctasneH KoHncynbranTntoc
[ata coxpaHeHus: 16.09.2016

1. B TeueHne pecAtn pabounx OHeW CO [OHSA MPUHATUA 3asBfIeHNss O [OCYAapCTBEHHOW perucrpaumm
neKapCcTBEHHOro npenapaTta COOTBETCTBYHLUMI YMONMHOMOYEHHbIM hegepanbHbii OpraH MWCNOMHUTENbHOW  BRacTu
NpoOBOANT MPOBEPKY MOMHOTHI, AOCTOBEPHOCTM W MNPaBUMbHOCTM OMOPMIIEHUS NPEeACTaBneHHbIX [JOKYMEHTOB
pervcTpaumoHHOro 4OChe Ha NeKapCTBEHHbIN NpenapaTt U NPpYHMMaeT peLleHne O Bblgadve 3agaHns Ha npoBedeHune:

1) akcnepTu3bl JOKYMEHTOB, NPEACTaBNeHHbIX A8 onpedeneHns BO3MOXHOCTM paccMaTpyBaTh NeKapCTBEHHbLIN
npenapart 4ns MeAULMHCKOro NPUMEHEHUS NMPU OCYLLECTBEHUM rocyAapCTBEHHON perucTpaunm B ka4ecTse opdaHHoro
neKkapCTBEHHOro npenapara;

2) aKcnepTu3bl feKapCcTBEHHOrO CpeAcTBa B YacTU SKCMEPTU3bl KavyecTBa JleKapCTBEHHOro cpeacrtsa U
3KCNEepTU3bl OTHOLLEHMS OXWMAAeMOMN MOoNb3bl K BO3MOXHOMY PWUCKY MPUMEHEHUS neKkapCTBEeHHOro npenapaTta Ans
MEeOULMHCKOrO NPUMEHEHUS;

3) oKcnepTu3bl NEKapCTBEHHOrO CpeAcTBa B YacTU JKCMEpTU3bl KayecTBa NEeKapCTBEHHOro CpeacTBa U
3KCMEePTU3bl OTHOLUEHUSI OXMAAEMOW MONb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro npenaparta Ans
MEeONLMHCKOro NPMMEHEHWS B NOpsSiAKe YCKOPEHHON NpoLeaypbl SKCNepTU3bl TeKapCTBEHHbIX CPEACTB B COOTBETCTBUM
CO cTaTben 26 HacToswero ®eaepanbHOro 3aKoHa;

4) 3KcnepTu3bl NEeKapCTBEHHOro CpeacTBa B OTHOLIEHWW NEKapCTBEHHOro npenapata Ans BeTepuHapHOro
NpUMEHeHNs.

2. YNonHOMOuYeHHbIN heaepanbHbIi opraH UCMOMHUTENbHOW BNACcTW YBEOOMNSAET B 3NEKTPOHHON bopme mnu Ha
ByMaXHOM HocuTene 3asiBUTENS U 9KCMEPTHOE YUYpexaeHMe O NPUHSATOM peLleHnn O Bblaaye 3aaHuii Ha npoBefeHve
9KCNepTun3, MNpedyCMOTPEHHbIX YacTbio 1 HaCTOsLLEen cTaTbu, U B Criy4ae HeOOX0AUMOCTM O Bbidaye paspeLleHns Ha
BBO3 B Poccuiickyto ®efgepaumio KOHKPETHOW NapTuv, Cepumn 3apermcTpupoBaHHbIX U (MnM) He3apermcTpupoBaHHbIX
neKkapcTBEHHbIX CpeacTB unv o6 oTkase B NPOBeAEeHWM MNPedyCMOTPEHHbIX SKCMEPTU3 C yKa3aHMeM MPUYMH Takoro
oTKa3sa.

3. B cny4yae BbISIBNEHNs OTCYTCTBMSA UMW HEOOCTOBEPHOCTU MHOpMauun, coaepxallencs B npeacTaBneHHbIX
3asBuTENEM JOKYMEHTaXx, YNOSTHOMOYEHHbIN befepanbHbli opraH WCMOSTHUTENbHOW BNacTW HanpasnseT 3asiBUTENO
3anpoc 06 yTo4YHeHMn aTon nHdopmaummn (ganee - 3anpoc ynorHOMOYeHHOro pegepanbHOro opraHa MCNOMHUTENbHOW
BMacTu), KOTopbl MoXeT ObiTb nepegaH YNONHOMOYEHHOMY MNPEeACTaBUTENI0 3asBUTENs FWMYHO MNOA  Pacnucky,
HanpasreH Mo NoYTe 3aka3HbiM MMCbMOM WK NepeaaH B 3NEeKTPOHHON dhopMe MO TEeNeKOMMYHUKALMOHHBbIM KaHanam
cBA3n. B cnyyae HanpaBneHus 3anpoca ynornHOMOYEHHOro doeaepansHOro opraHa UCMOMHUTENBHOW BriacTU MO noyTe
3aKa3HbIM MUCLMOM OH CYUTaETCH NOMYyYEeHHbIM MO UCTEYEHUN LLECTU AHEN C AaTbl HanpaBfeHNs 3aka3Horo NMcbma.

4. 3agBuTenb 0653aH NpeAcTaBnTb OTBET Ha 3anpoc YNONHOMOYEHHOro dheeparnbHOro opraHa WCMONHUTENbHON
BMacTu B CPOK, He MpeBbIallMin AeBsHocTa pabounx gHen co AHA ero nonydveHus. Cpok, ykasaHHbIM B yactu 1
HacTosLLen cTaTby, NPMOCTaHaBNMBAETCA CO AHA HaMpaBreHns 3asBUTENIO 3anpoca YNOoNHOMOYEHHOro deaeparnbHOro
opraHa UCMONHUTENbHON BRacTy A0 AHSA NOMyYeHMs UM COOTBETCTBYIOLLEro oTBeTa.

5. OcHoBaHMeM fOns OTkasa B OpraHu3aumm 3KCNepTus, MpegyCMOTPEHHbIX YacTbio 1 HacToswen craTtbw,
ABNSAETCA NpeacTaBneHne HeobxoanMbIX ANS MNPOBeAeHUs NpeayCMOTPEHHbIX 3KCMepTU3 OOKYMEHTOB B HEMOHOM
obbeme wunu HenpeacTaBneHWe 3asiBUTENEM B YCTAHOBMEHHbI CPOK OTBETa Ha 3anpoc  YMNONHOMOYEHHOro
denepanbHOro opraHa UCMOMHWTENbHOMW Bnactv, a Takke MpeacTaBneHve [OOKYMEHTOB, He coaepalumx
ncyepnbiBaloLLIEro NepeyvyHs HeobXoANMbIX CBEAEHUN.

Cratbsa 20. Okcneptv3a [OKYMEHTOB, NPEeACTaBIEHHbIX AN OnpefeneHus BO3MOXHOCTM paccmaTpuBaTb
nekapcTBeHHbIM NpenapaTt Ans MeAULMHCKOro NPUMEHEHWs Npu OCYLLEeCTBMEHUU FOCYAapCTBEHHOW perucrpaumm B
Ka4yecTBe opdaHHOro nekapcTBEHHOro npenapara

(B pea. PepgepanbHoro gakoHa ot 22.12.2014 N 429-93)

1. OkcnepTr3a JOKYMEHTOB, NPeACTaBNEHHbIX AN onpedeneHns BO3MOXHOCTU paccmaTpyBaTth JIEKAPCTBEHHbIN
npenapart 4ns MeanLUMHCKOro NpMMEHEHWS NMpU OCYLLECTBIEHNW rocy4apCTBEHHON perncTpaunm B ka4ectse opdaHHoOro
nekapCTBEHHOro npenapaTta, CoCTaBneHne KOMUCCUEN 9KCMEPTOB 3aKIMIOYEHUS O BO3MOXHOCTUM UIIU HEBO3MOXHOCTU
paccmaTpuBaTb NIEKapCTBEHHBIN MpenapaTt AN MeOUUMHCKOrO NMPUMEHEHUS MpPU OCYLLECTBEHUM rOoCyaapCTBEHHON
peructpaumm B KadecTBe Op(haHHOro NneKkapCcTBEHHOro npenapaTa M HanpaBNeHWE [AaHHOrO 3aKIOYEHUs B
YMOSTHOMOYEHHbIN hefepanbHbIl OpraH MCMOSTHUTENbHON BMAcTWM OCYLUECTBISATCA B CPOK, HEe MpeBbILLAoLLMNA
Tpuguaty pabounx gHeW Co AHA MOMYyYEeHWUs SKCMEPTHbIM Yy4YpexgeHMem 3adaHus ynoNHOMOYEHHOro deaepansHoOro
opraHa UCMoNMHUTENbHOW BNACTW U B 3NIEKTPOHHOW DOPME UM Ha ByMaXHbIX HOCMTENnsiXx HeobxoauMblX OOKYMEHTOB,
yKasaHHbIX B nyHkTax 1, 2, 5, 6, 10 yactn 4 n B Yactn 7 ctatbn 18 HacToswwero ®eaepansHOro 3akoHa.

2. [lokyMeHTbI, cofepalimecs B perucTpauMoHHOM [0Cbe Ha NEeKapCTBEHHbIN npenapaT v NocTynuBLUME Ha
OyMaXKHbIX HOCUTENSAX B SKCNEPTHOE yYpexaeHne NS OCYLLEeCTBNEHMS X 3KCMEPTU3bI ANA ONpeAeneHnss BO3MOXHOCTH
paccmMaTpvBaTh JIEKAPCTBEHHBIN NpenapaT AN MeAMUUHCKOrO NMPUMEHEHUS B KavyecTBe OP(PaHHOro NeKkapCTBEHHOrO
npenapaTa, nognexaT Bo3BpaTy B YNOMHOMOYEHHbIN (befeparbHbIi opraH UCMOMHUTESNTbHOW BNacT OOHOBPEMEHHO C
3aKMNYEHNSAMU COOTBETCTBYHOLLMX 3KCMEPTUS.
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapCcTBEHHbIX cpeacTs”

(c u3m. n gon., BCTyN....

[okyMeHT npepoctasneH KoHncynbranTntoc
[ata coxpaHeHus: 16.09.2016

Crtatba 21. PelleHne O BO3MOXHOCTW paccmaTpvBaTb JIEKapCTBEHHbIM MpenapaTt npu  OCYLLEeCTBIIeHUM
rocy4apCTBEHHON PErMcTpaumn B kayecTBe opdaHHOro JIekapCTBEHHOro Npenapara
(B pen. ®epepanbHoro aakoHa ot 22.12.2014 N 429-03)

1. B cpok, He npeBbIWaoLWLmnn N9t pabodnx gHen co AHSA NonyyYeHUs 3aknioveHus, ykasaHHoOro B 4YacTtu 1 ctatbu
20 Hactosiwero ®denepanbHOro 3akoHa, YMNOMHOMOYEHHbIM defepanbHbIl  OopraH  UCMOMHUTENbHOW  BRacTu
OCYLLECTBMAET OLEHKY MOJyYEHHOro 3aKMYeHusa Anst onpefenieHnsl ero COOTBETCTBMS 3afaHuWil0 Ha MpoBefeHune
COOTBETCTBYIOLLIEN 3KCMEPTM3bl U YBEAOMNSAET 3asBUTENS B 3MIEKTPOHHOM (popMe UM Ha OymMaKHOM HocuTene o
pesyrnbrTartax MpPOBEAEHHOM 3KCMEPTM3bl C MNPUIOXKEHMEM KOMUM SKCMEPTHOrO  3akmioveHust (C  COXpaHEeHUeMm
KOHMAeHUMansHoOCTN MHopMauum O cocTaBe IKCMEPTHOM KOMUCCMM) M O BO3MOXHOCTM WM HEBO3MOXHOCTU
paccmaTtpuBaTb NeKapCTBEHHbIN npenapaT Ans MeauLUMHCKOro NPUMEHEHMUSI MpU OCYLLECTBMEHUM rocyaapCTBEHHON
peructpauumn B Ka4ectse opcaHHOro nekapcTBEHHOro npenapara.

2. Tpn BbIHECEHUN KOMMWUCCUEWN 3IKCMEPTOB 3aKMOHMEHUS O BO3MOXHOCTW paccMaTpuBaTb JleKapCTBEHHbIN
npenapaT 4/ MeANLUMHCKOro NPUMEHEHMUS NPU OCYLLECTBINEHNM FOCY4apCTBEHHOM perncTpauumn B kayectse opgaHHOro
neKkapCTBEHHOro npenapaTta YMNoSIHOMOYEHHbIM dhedeparnbHbli OpraH  UCMOSIHUTENbHOM BRacTM B CPOK, He
NPEeBbILWAKLWNA NATM pabounx gHEN Cco OHSA NONydYeHUs aHHOMO 3aKMYeHUs, NPUHUMAET peLLeHne O Bbligade 3adaHus
Ha NpoBefeHne 3KCNepTU3bl KayecTBa MEKapCTBEHHOr0 CpeAcTBa M 3KCMEPTU3bl OTHOLLUEHMSI OXWOAeMOW Monb3bl K
BO3MOXHOMY PUCKY NPUMEHEHNsI NekapCTBEHHOro npenapaTa Ans MeAUMLUMHCKOro NpUMEHeHUs B Mopsiake YCKOPEHHON
npoLenypbl 3KCNepTM3bl NEKAPCTBEHHOIO CPEACTBA B COOTBETCTBUN CO CTaTben 26 HacToswero PenepanbHOro 3akoHa.

3. B cnyyae npuHATMA pelleHnss O HEBO3MOXHOCTM paccMmaTpvBaTb JleKapCTBEHHLIM npenapat Ansd
MEeAMLMHCKOro NPUMEHEHNs MpU rocy4apCTBEHHON pernctpauum B Kadyectse opcaHHOro nekapCTBEHHOro npenapara
YNOSTHOMOYEHHbIN  hefepanbHbIl  OpraH MWCMOMHUTENbBHOM BRacTu  MpekpawaeT npouedypy rocyaapCTBEHHON
perncTpauum nekapcTBeHHOro npenapara. 3assutens Brpase 06paTnTbCa B perMcTpupyoLL M opraH ¢ 3asiBeHNEM O
rocy1apCTBEHHOWN perncTpaLmm ykazaHHOro nekapcTBEHHOro npenapata B COOTBETCTBUM CO cTaTben 18 HacTosLiero
depnepanbHOro 3akoHa.

Crartbs 22. YTpaTtuna cuny ¢ 1 nona 2015 roga. - ®PegepanbHbivi 3akoH oT 22.12.2014 N 429-03.

CraTbsa 23. JkcnepTunsa kavyecTBa NIeKapCTBEHHOIO CPeACTBa M 3KCMEepTM3a OTHOLLUEHUS OXMOAEMOW MOonb3bl K
BO3MOXHOMY PUCKY NPUMEHEHUS NTEKapCTBEHHOIO Npenapara 418 MeAULMHCKOrO NPUMEHEHS
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

1. Okcneptu3a kavecTBa I€KapCTBEHHOrO CpeacTBa W 9KCMepTM3a OTHOLUEHUS OXugaemon nomnb3bl K
BO3MOXHOMY PUCKY MPUMEHEHUA JEKapCTBEHHOro npenapata Ans MeAUUMHCKOrO MNPUMEHEHWsl, COoCTaBreHue
KOMUCCUSIMU 3KCMEPTOB 3aKMioYEeHUn No pe3ynbTaTtamM NpoBeAEHHbIX 3KCNEpPTU3 U HanpaBneHne 3TUX 3akniyeHun B
YNOMHOMOYEHHbIV dhefieparbHbii OpraH UCMOMHUTENbHOW BRacTW OCYLLECTBASKOTCSA B CPOK, He MNpeBbIWalWuin cTa
aecatn pabounx gHer co OHS NOMNyYeHUst SKCMEePTHbIM YUPEXOEHNEM COOTBETCTBYIOLLENO 3adaHus YrNorHOMOYEHHOro
degepanbHOro opraHa WUCMOMHUTENbHOW BNacTv U HEOOXOOUMbIX [AOKYMEHTOB B 3JIEKTPOHHOW ¢opMe unu Ha
ByMaXHbIX HOCUTENSX.

2. B TeyeHue pgeBAHOCTAa OHEW CO [OHA NOMyYEeHMs peLLeHUs YNOMHOMOYEHHOro denepanbHOro opraHa
UCNOSNHUTENBHOM BfacTM O NPOBEAEHWMM 3KCMEpPTM3, NPeayCMOTPEHHbIX YacTbio 1 HacToswen cTaTbu, 3asBUTENb
NpencTaBnsieT B 3KCNEPTHOE yUpeXaeHWe Ansi NPOBeAeHM SKCNepTU3bl KaYeCcTBa JIeKapCTBEHHOIO cpeacTea obpasubl
rniekapCTBEHHOro npenapata Anst MeQUUUHCKOrO MpUMEHEHUS, NMPOW3BEAEHHOIO B COOTBETCTBUM C TpeboBaHUSMU
OMbITHO-MPOMBILLIIEHHOTO U (UNK) NPOMBILLUSIEHHOIO PEerfiaMeHToB, YTBEPXKAEHHbIX PYKOBOOUTENEM MNPOU3BOAUTENS
nekapCTBeHHbIX CPeAcTB, a Takke B COOTBETCTBYWOLLMX cryyasx ob6pasubl ¢apmaueBTnyeckon cybctaHumw,
TEeCT-lWTaMma MUKPOOPraHM3MOB, KyrbTypbl KMNeTok, obpasubl BeELIECTB, MNPUMEHSAEMbIX AN KOHTPONA KavecTBa
NeKkapcTBEHHOro cpeAacTBa MyTeEM CPaBHEHUS C HUMM UCCNEeayeMOoro NnekapCTBEHHOro CpPeacTBa, B KOMMYecTBax,
HeOOXOAMMbIX A1 BOCNPOM3BEAEHUS METO0B KOHTPOSi KA4ecTBa.

3. Mpun nonyyeHun obpa3uoB NEeKapCTBEHHOrO npenapata wM dapmaueBTUYECKON CYOCTaHUMM 3IKCNepTHOe
yypexgeHve BblgaeT 3asiBUTEN0 OOKYMEHT, MOATBEPXKOAIOLMI MONyyYeHue yKasaHHblX obpasuoB, M B CpOK, He
NpeBbILALWNA Tpex pabounx OHEN, yBeOOMMsieT B 3MEKTPOHHOM ¢hopMe mnm Ha OGymaHOM HocuTene o6 3Tom
YMNOSTHOMOYEHHbIV hefeparnbHbii OpraH UCMONMHUTENBHOW BNACTW.

4. YxaszaHHble B 4acTsxXx 2 M 3 HacToslwen cTaTbM CPOK ANnNs  NpeacTaBneHust 3asiButenem obpasuosB
nekapCTBEHHOro npenapaTta u hapmaLeBTUYECKON CyOCTaHUMN U CPOK YBEAOMIIEHUSA 3KCMEPTHLIM YyypexaeHnem ob
3TOM Ha ByMakHOM HocuTerne ynorHOMOYEHHOro dheepanbHOro opraHa MCNOMHUTENBHOM BRacTu He BKIOYalTCs B
CPOK NMpOBeAEeHNst IKCNEePTU3, NPeayCMOTPEHHbIX YacTblo 1 HACTOALLEN CTaTby.

5. [JokymMeHTbI, MOCTYNMBLUME B 3KCMIEPTHOE yupexaeHne A58 NpOBeAeHUs 9KCnepTus, NpeayCcMOTPEHHbIX YacTbio
1 HacTosWwen cTatbW, nognexart BO3BpaTy B YMNONHOMOYEHHbIN dyefepanbHblil OpraH MCMNOMHUTENbHON BRacTu
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03

Speﬂ' ot 03.07.2016) " [okyMeHT npepoctasneH KoHncynbranTntoc
06 obpalleHnmn neKkapcTBEHHbIX CPeaCTB [laTa coxpareHus:: 16.09.2016

(c u3m. n gon., BCTyN....

O04HOBPEMEHHO C 3aKITto4eHUAMHN, NoJjTy4eHHbIMU NO pe3ylibTaTaM COOTBETCTBYHOLLUMX IKCNEepPTUs.

Cratbsl 24. JKcnepTu3a kayecTBa JIeKapCTBEHHOMO CPeACcTBa U 3KCMepTU3a OTHOLUEHUS OXWOAEeMOW Nonb3bl K
BO3MOXHOMY PUCKY MPVMMEHEHUSI JIEKapCTBEHHOTO Npenapara A BeTepnHapHOro NnpuMeHeHust

1. OkcnepTu3a kavecTBa IeKapCTBEHHOrO CpeacTBa W 9KCMepTM3a OTHOLUEHUS OXuOAaeMoW nomnb3bl K
BO3MOXHOMY PWCKY MNPUMEHEHUS FEeKapCTBEHHOrO npenapata Ans BEeTEepMHapHOro MnpUMEHEHUs, CoCTaBleHue
KOMMCCUSIMM SKCMIEPTOB 3aKIMOYEHUIN MO pe3ynbTaTaM yKa3aHHbIX 3KCMEepPTU3 M HanpaBfieHWe TakuX 3aKrYeHun B
YMOSTHOMOYEHHbIN befepanbHbIl OpraH MCMOSTHUTENbHON BRAacTU OCYLLECTBASATCA B CPOK, He MpEeBbIIAWUA cTa
aecatn pabounx OHeW CO OHA MONyYeHMs 3KCMEPTHbIM YYPEXAEeHMEeM 3afaHus YNOSIHOMOYEHHOro dheaeparbHOro
opraHa WCMOMHUTENbHON BNAacTM C LOKYMEHTaMMu, YKa3aHHbiMW B 4acTu 3 ctatbn 17 Hactodwero depepanbHOro
3aKkoHa.

(B peq. ®egepanbHbix 3akoHOB 0T 22.10.2014 N 313-®3, ot 13.07.2015 N 241-93)

2. B TeyeHve nsaTHagUaTn pabounx gHEN CO OHS NONYyYEHUS PeLLIEHNsT YNOSTHOMOYEHHOrO doeeparnbHOro opraHa
WCMNOMHMTENBHOW BNAacTu O NPOBEAEHMM YKa3aHHbIX B 4acTh 1 HacTosWwen cTaTbn 3KCNEepTU3 3asBUTENb NpeacTaBnseT
B OKCMEpTHOE yuypexaeHve [ONnd nNpoBedeHVMsl 3KCMepTM3bl KavyecTBa JieKapCTBEHHOro cpeactBa obpasupl
nekapCTBEHHOro npenapata Ans BETEepUHaPHOro MpUMEHeHUs, MPOW3BEAEHHOr0 B COOTBETCTBUM C TpebosaHusMM
TEXHOMNOMMYECKNX PernameHToB, YTBEPXAEHHbIX PYKOBOAMTENEM MPOU3BOAUTENS FeKapCTBEHHbIX CPeAcTB, a Takke
obpaseL, hapmaLeBTU4ECKON CybCTaHUMM B KONNYECTBAx, HEOOXOAMMbIX AMNS BOCMPOM3BEOEHUS MEeTOOO0B KOHTPOMS
KayecTBa.

3. Mpu nonyyeHun obpasuyoB NeKapCTBEHHOrO npenapata M ¢apmaueBTUYECKON CyOCTaHUMM 3IKCNepTHoe
yupexgeHve BbigaeT 3asiBUTENO OOKYMEHT, MOATBEPKOAIOWMN MONyYeHue ykKasaHHblXx obpasuoB, M B CpOK, He
npesbiWwaLWwmi Tpex pabounx gHen, yseaoMnseT B MUCbMEHHON dopMe 06 3TOM YNONTHOMOYEHHbIN dhenepanbHbIn
opraH UCMNOMHUTENBHOW BnacTu.

4. Cpok Ons npefcraBneHuns 3aaBuTeneMm o6pasuoB fekapCcTBEHHOro npenapata u dapmaueBTU4ecKon
cybCcTaHuMM 1M CpoK YBEOOMIIEHUS 3KCMEPTHBIM ydpexaeHnem o6 3TOM B MMCbMEHHOW ¢hopme YNONTHOMOYEHHOro
degepanbHOro opraHa UCMOSTHUTENbHOW BNACTU, YKa3aHHbIE B YacTAX 2 U 3 HACTOsILLIEN CTaTby, HE BKITHOYAKTCSA B CPOK
NpoBeAeHUs yKa3aHHbIX B 4acTu 1 HacTosALWLEN CTaTbW IKCNepTm3.

5. [lJokyMeHTbl, NOCTYNMBLUME B 3KCNEpPTHOE yuypexaeHue O NPOBEAEeHUs YyKadaHHbIX B yacTu 1 HacToswewn
cTaTbM 9KCMepTus, noanexaTr BO3BpaTy B YMNONHOMOYEHHLIV dedepanbHblili OpraH  UCMOMHUTENBHOW  BnacTu
OQHOBPEMEHHO C 3aKITIO4YEHUSAMU NO pesyrbTaTam yKasaHHbIX SKCnepTus.

Cratbs 25. [oBTOpHOE NpoBeAeHMe IKCNePTU3bl FTIEKAPCTBEHHBIX CPEACTB
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B cnyyasax HegoctaTovyHON 060CHOBAHHOCTM UMW HEMOMHOTHI 3aKMIOYEHMUST KOMUCCUM 3KCMEPTOB, Hannuus B
HEM NPOTUBOPEYUMBBLIX OaHHbIX, hanbcudukaLmm BbIBOJOB 3KCMEPTU3bl NEKApCTBEHHOrO CpeAcTBa, COKPbITUS OT
YMONTHOMOYEHHOro hefiepanbHOro opraHa UCMOMHMTENBHOW BracTX OCHOBaHWI A8 OTBOAA 3KCcnepTa BCMEeACTBUE €ro
3aMHTEPECOBAHHOCTU B pe3yfnbTaTax COOTBETCTBYIOLLEN 3KCNEPTU3bl, HANMYUSA AaHHbIX O NPSIMOM NMOO KOCBEHHOM
BMeLlaTenbCTBE B MPOLIECC COOTBETCTBYIOLLEN SKCNEPTM3bl MWL, HE Y4acTBYKOLUX B €€ MPOBEeAEHMU, HO OKa3aBLUMX
BNIUSAHME HA MPOLIECC U pe3ynbTaTbl €€ MPOoBEeAEHUs, YNONMHOMOYEHHbIM defeparnbHbiM OpraHoM WCMOSNTHUTENBHOMN
BNacTU Ha3HayaeTCH NOBTOPHAs aKCrnepTu3a NekapcTBEHHOro CpeacTBa 1 (Mnu) aTmyeckas akcnepTmaa.

(B pea. PenepanbHOro zakoHa ot 22.12.2014 N 429-03)

2. MNoBTOpHas akcnepTM3a fekapCTBEHHOIO CPEACTBA MPOBOAMTCA C YY4ETOM pes3ynbTaTOB paHee NpoBeOeHHON
3KCMEPTU3bl B CPOK, YCTAHOBJIIEHHBIN YMNOMHOMOYEHHbIM hedeparnbHbIM OpraHoM MWCMOSMHUTENBHOW BRactu U He
npesbiWaWwmi Tpuguatn pabounx OHENW CO OHS MOMYyYEeHUs 3KCNEPTHbIM y4ypexaeHuem 3adaHus Ha npoBeAdeHue
NMOBTOPHOW 3KCNEPTU3bI NIEKAPCTBEHHOIO CpeacTBa.

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

3. ®uHaHcoBOe obecneyeHne BLINOMHEHNST 3aaHus Ha MPOBeAEHWEe MOBTOPHOM 3KCNEepTM3bl NeKapCTBEHHOMO
cpencTBa He OCyLLeCcTBNsAETCS.

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

CrtaTtbs 26. YckopeHHas npouenypa SKCnepTuabl NEKapCTBEHHbIX CPeACTB

1. YckopeHHas npoueaypa 9KCnepTusbl NeKapCTBEHHbIX CPeACTB B LeNsX rocydapCTBEHHOW perucrpaumm
NeKapcTBEHHbIX MPenapaToB NMPUMEHSIETCA B OTHOLUEHWM OpdaHHbIX NEeKapCTBEHHbIX MNpenapaToB, MEPBbIX TpPex
NeKapcTBEHHbIX MNpenapaToB, perucTpupyembix B Poccuiickori  depepaumm B KayecTBe  BOCMPOM3BEAEHHbIX
NeKapCTBEHHbIX NMpenapaToB, 04epeHOCTb KOTOPbLIX ONpeaensieTcs B COOTBETCTBAUM C HOMEPOM W [ATOW BXOASALLMX
3anBMEHUA O roCYAapCTBEHHOW PEerMcTpaumn nekapcTBEHHbIX MpenapaTtoB B paMkax OQHOro MeXOyHapoOHOro
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03

Speﬂ' ot 03.07.2016) " [okyMeHT npepoctasneH KoHncynbranTntoc
06 obpalleHnmn neKkapcTBEHHbIX CPeaCTB [laTa coxpareHus:: 16.09.2016

(c u3m. n gon., BCTyN....

HenaTeHTOBaHHOro HAVMMEHOBaHWUS NeKapCTBEHHOIO npenapara unu rpynnupoBOYHOr0 HAMMEHOBaHUSA NEKapCTBEHHOMO
npenapata, W  JEKapCTBEHHbIX  MpenapaToB, MpedHasHa4YeHHbIX  WCKIKYMTENbHO  Anis NPUMEHeHS
HECOBEPLUEHHONETHUMM rpakgaHamu.

(B pea. egepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-93)

2. YckopeHHasa npouegypa 3KCnepTu3bl NEeKapCTBEHHbIX CPEACTB B LEnsdAX rocyAapCTBEHHOW perncrpaumu
nekapCTBEHHbIX NpenapaToB He NPUMEHSETCH B OTHOLLEHUW:

1) 6moaHanoroBbIx (6onogobHbIX) NekapcTBEHHbIX NpenapaToB (GnoaHanoros);

2) pedhepeHTHbIX NIEKAPCTBEHHBIX NPenapaToB (3a UCKIIYEHNEM OpdaHHbIX NEKapCTBEHHbIX NpenapaToB);

3) BoCMpou3BeOeHHbIX JIEKApPCTBEHHbIX MNpenapatoB (3a WCKIIOYEHWEM MNEPBbIX TPEX PerucTpupyemblx B
Poccuickon ®egepauun B kadecTBe BOCNPOM3BEAEHHbIX NTEKAPCTBEHHbIX MPenapaTtoB U NeKapCTBEHHbIX NpenapaTtos,
npeaHasHa4YeHHbIX UCKNIYMTENBHO AN NPYMEHEHNST HECOBEPLUEHHONETHUMM rpaxaaHamu);

4) HOBbIX KOMBUHALMIN 3aperncTPMPOBaHHBLIX paHee NekapCTBEHHbIX NpenapaTos;

5) nekapCTBeHHbIX MpenapaToB, 3aperMcTpUpPOBaHHbLIX paHee, HO MPOou3BedEeHHbIX B APYrMX feKapCTBEHHbIX
dopmax B COOTBETCTBUM C MEPEYHEM HAaMMEHOBAHWIA JIEKapCTBEHHbIX (DOPM 1 B HOBOW JO3UPOBKE.

(4acTb 2 B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3. YckopeHHas npoueaypa aKCcnepTu3bl NeKapCTBEHHbIX CPEACTB NPOBOAUTCS MO PELUEHUI0 COOTBETCTBYHOLLETO
YMOSTHOMOYEHHOro (hefepanbHOro opraHa UCMOMHMTENBHOW BriacT Ha OCHOBaHUWN 3asiBNEHUS 3asBUTENs B CPOK, He
npeBsblWaLLnii BocbMUaecaTn paboumx aHen. MNMpu aTom akcnepTusa AOKYMEHTOB, CoAepX)allnxcs B permcTpauuoHHOM
[OCbe Ha NekapCTBEHHbIN npenapart, NPOBOAWUTCA B CPOK, He MpeBbIIAOWMA AecATM pabounx OHeW, akcnepTtusa
KayecTBa JIeKapCTBEHHOIO CPeACcTBa U 3KCMEPTN3a OTHOLLEHUS OXXMOAEMOW NOJb3bl K BO3MOXHOMY PUCKY MPUMEHEHNS
rniekapCTBEHHOro NpenapaTta NPoBOAATCS B CPOK, HE MPEBbILIALWNIA LIeCTMAECATN pabounx gHEN.

(4acTb 3 B pea. PepepanbHoOro dakoHa ot 22.12.2014 N 429-03)

3.1. B oTHOweHnn opdaHHbIX NEeKapCTBEHHbIX MpenapaToB MoOryT ObiTb nNpeAacTaBneHbl  pesynbTaThbl
OOKIMMHNYECKMX UCCNeaOoBaHWUI NeKapCTBEHHbIX CPEACTB U KIMHUYECKUX MCCrefoBaHUA NekapCTBEHHbIX npenapaTos
ANA MeaULMHCKOro NPUMEHEHWs, BbINOMHEHHbIX 3a npegenamu Poccuinckon ®efepaumm B COOTBETCTBUM C paBuUiaMu
Haanexaltlen nabopaTtopHo NPaKTUKW 1 0paBuNamy Haanexatlemn KIMHNHECcKon NpakTuKn.

(4acTb 3.1 BBegeHa dPegepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

4. YckopeHHas npoueaypa 3KCnepTu3bl JIEKapCTBEHHbIX CPeACTB MPOBOAUTCHA B MOPSAKE, YCTaHOBMEHHOM
ctatbamn 17 - 20, 23 n 24 HacToswero PegepanbHOro 3akoHa, 1 He 03Ha4YaeT CHKEHUSA TpeboBaHun K 6e3onacHoCTH,
KayecTBY U 3h(PEKTUBHOCTM NEKapCTBEHHbLIX NPenapaTos.

Cratbs 27. PelueHune o rocyapCTBEHHOW perncTpauum nekapcTBeHHOro npenapara

1. B cpok, He npeBbIWakLWnin AecaTn pabounx OHEN CO AHSA MONyYeHUst 3aKMiOYEeHUM KOMUCCUMM SKCMEepToB MO
pesynbTataM 3KCMepTMU3bl KayecTBa NIEKApCTBEHHOrO CPeacTBa WM 3KCMEPTM3bl OTHOLLEHUA OXMOAEMOW Nomb3bl K
BO3MOXHOMY PUCKY NPUMEHEHWS NeKapCTBEHHOro npenaparta, COOTBETCTBYIOLLMIA YMNOMHOMOYEHHbIN deaepanbHbIn
opraH MCNoNHUTENBHON BNacTu:

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

1) pasmellaeT Ha cBoeM odmumanbHOM cainTe B ceTu "MHTepHeT" COOTBETCTBYHLUME 3aKMHOYEHUS KOMUCCUM
3KCMEePTOB M OCYLLECTBMASET NX OLEHKY ANS OnpeaerneHnss COOTBETCTBMS 3a4aHuI0 Ha NMPOBEAEHNE 3TUX IKCNEepTuU3;
(n. 1 B pea. PegepanbHOro zakoHa ot 22.12.2014 N 429-03)

2) nNpyHMMaeT pelleHue O rocyaapCTBEHHOW perncTpauum nekapcTBEHHOro npenapata unm o6 oOTkase B
rocy1apCTBEHHOWN perncTpaumm nekapcTBeHHOro npenapara;

3) BHOCUT MNpW MPUHATMM peELUeHMsT O roCyJapCTBEHHOM perMctpaumy NekapCTBEHHOrO npenapaTta AaHHble O
3aperMcTpypoBaHHOM JIEKapCTBEHHOM MpenapaTe, B TOM 4ucrie o dapmaueBTUYecKkon cybcTtaHuum, Bxogslien B
COCTaB feKapCTBEHHOro npenaparta, B roCyAapCTBEHHbI PEecTp JeKapCTBEHHbIX CPEACTB M BblAaeT 3asiBUTENIO
perncTpaumoHHoe yOOCTOBEPEHUE IeKapCTBEHHOro npenapaTa, dopma KOTOporo yTBepX4aeTcs YNOSTHOMOYEHHbIM
denepanbHbiM OpraHoM MCMOMHUTENbHOW BMAACTWU, COrfacoBaHHble HOPMATUBHYI OOKyMEHTauuilo, HOPMaTUBHbLIN
OOKYMEHT, MHCTPYKLIMIO MO NPUMEHEHUIO NEKapCTBEHHOro npenapata M MakeTbl MepBUYHOM YMNakoBKU M BTOPUYHOM
(NoTpebunTenbCKoM) yNakoBKM C yKa3aHMEM Ha HUX HOMEpa PErvcTpaumMOHHOrO YOOCTOBEPEHUS JIEKAPCTBEHHOIO
npenapaTa v gaTbl €ro rocy4apCTBEHHOWN perncTpaLmmn unm B criydae npuvHATUA pelleHns o6 oTkase B rocygapCTBEHHOM
pervcTpaumm nekapcTBEeHHOro npenapara yBeAoMisieT B NMCbMEHHON hopMe 3asiButerns 06 3TOM € yka3aHMeM MpUYrH
Takoro oOTkasa. 3a Bblgady pPerucTpauMoHHOrO  YAOCTOBEPEHUS  FIEKApCTBEHHOro  npernapata B3uMaeTcs
rocyaapCTBeHHas NoLMHa B COOTBETCTBUM C 3aKoHoaaTenbCcTBOM Poccunckon ®enepauumn o Hanorax n cbopax.

(B pea. PenepanbHOro zakoHa ot 22.12.2014 N 429-03)

2. OcHoBaHMEM ONS OTKas3a B roCcyapCTBEHHOW pPerncTpauumn NeKapcTBEHHOro npenapaTta SBMSIeTCA peLleHue
COOTBETCTBYIOLLENO YNOJTHOMOYEHHOIO heepanbHOro opraHa UCMOSNTHUTENBHOM BNAacTM O TOM, YTO KayecTtBO u (unwu)
3(pPEKTUBHOCTL PEMMCTPMPYEMOTO fIeKapCTBEHHOMO NpenapaTa He NoATBepXAeHbl MOMYYEeHHbIMW OaHHBIMW WA YTO
PUCK MPUYUHEHWSI Bpeda 340pOBbI0 YEnoBeKa WM XXMBOTHOTO BCMEACTBME MpuMeMa HeKkapCTBEHHOro npenapaTa
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03

Speﬂ' ot 03.07.2016) " [okyMeHT npepoctasneH KoHncynbranTntoc
06 obpalleHnmn neKkapcTBEHHbIX CPeaCTB [laTa coxpareHus:: 16.09.2016

(c u3m. n gon., BCTyN....

npeBbIWaeT 3PPEKTUBHOCTL €ro NPUMEHEHNS.
(B pea. PepepanbHoro 3akoHa oT 11.10.2010 N 271-93)

3. NoBTOpHOE NpefcTaBneHne B COOTBETCTBYHOLMIA YNOSTHOMOYEHHbIM dedepasibHbli OpraH WUCMONHUTESbHON
BMacTu JeKapCTBEHHOro npenapara, B OTHOLUEHUM KOTOPOro MOSlydeH OTKa3 B rocygapCTBEHHOW peructpauum u
KOTOPbIN BNOCNEACTBUM NOABEPrCA N3MEHEHMIO B YaCTU €ro CocTaBa, paccMaTpuBaeTCsl Kak npencTaBfieHne HOBOTO
NnekapcTBEHHOro npenaparta Ha ero rocyfapCTBEHHYI Perncrpaumio He3aBMCUMO OT COXPaHEeHUs ero nepBUYHOro
HanMeHoBaHMs.

(4acTb 3 B peq. PegepanbHOro dakoHa ot 22.12.2014 N 429-93)

Cratbs 27.1. lNopagok onpeaeneHns B3aumMO3aMEHSEeMOCTW NeKapCTBEHHbIX npenapatoB ANs MeAULMHCKOro
NpUMEeHeHusA
(sBegeHa depfepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

1. B3anmo3aMeHsIEMOCTb NEKapCTBEHHbIX MpenapaToB AN MEAMLMHCKOrO MpUMEHEHUs onpeaensietca B
nopsagke, yctaHosrneHHoM lMpasutensctBoM Poccuiickon ®egepauum, Ha OCHOBaHUM CrneayroLwmux napaMeTpos:

1) skBMBanNeHTHOCTb (AN ©OwuoaHanoroBbix (6MONOAOOHBIX) NeKkapCTBEHHLIX nNpenapatoB (OuoaHanoroB) -
CONOCTaBUMOCTb) KA4YE€CTBEHHbIX U KONMYECTBEHHbIX XapakTepUCTMK papmaueBTU4eCcknx cybctaHumn (MCnonb3oBaHue
pasnuyHbIX cornen, achMpoB, KOMMINEKCOB, N30MEPOB, KPUCTANNMYeckMx opM 1 APYrnX NPOU3BOAHbLIX OOHOIO U TOro e
[OENCTBYIOLLIEro BeLecTBa He ABNAETCA NPensaTCTBMEM A1 B3aMMO3aMeHAEMOCTM eKapCTBEHHbIX MpenapaTtoB, ecnuv
npy NpOBEAEHUUN WCCneaoBaHnsi OBMO3KBUBANEHTHOCTU NEKApCTBEHHOrO Mpenapata unn B Criydae HEBO3MOXHOCTU
NpoBedeHUs 3TOr0 WCCnedoBaHWst NpuM  MPOBEOEHUW  UCCMEOOBaHMS  TepaneBTMYECKOW  3KBUBASIEHTHOCTU
nekapCTBEHHOro npenapaTta AoKa3aHO OTCYTCTBUE KIMHUYECKM 3HAYUMbIX pasnuumi  apMakokUHETUKM u  (1nwm)
BesonacHocTU 1 3PPEKTUBHOCTM NEKapCTBEHHOrO Npenapara Ana MeanLUMHCKOro NpUMEHeHUs);

2) 9KBMBAnNeHTHOCTb NeKapCTBEHHOW (hopMbl (MO 3KBMBANEHTHbIMU NEKAPCTBEHHbIMU (dOPMaMM MOHMMAaIOTCH
pasHble nekapcTBeHHble (POPMbl, UMelLMe OAuHaKoBble Cnocob BBeAeHWs M crnocob npuMeHeHusi, obragatowime
CONOCTaBUMbIMY PAPMaKOKMHETUYECKMMMN XapakTePUCTMKaM1 U hapMaKkonormyecknm aencTenem mn obecnedmsatome
Takke [JOCTWXKeHMe Heobxoaumoro KnuvHudeckoro adpcpekta. Pasnuums nekapcTBeHHbIX (hopM  He  SABnSTCS
npenaTcTBMeM Ans WX B3aMMO3aMEHSEeMOCTW, €eCnu Npu  NpoBedeHuMM uccrnegoBaHus OUMO3KBMBANEHTHOCTU
nekapCTBEHHOro npenapara unu B criydae HEBO3MOXHOCTM MPOBEAEHUS 3TOr0 WCCNedoBaHMsA NpuW NpoBedeHuM
nccnefoBaHUsi TepaneBTUYECKON 3KBMBANEHTHOCTM NEKapCTBEHHOro npenapata [oka3aHO OTCYTCTBUE KIMHUYECKU
3HaYMMbIX pas3nuuni hapmakokMHeTMkn u (unm) 6esonacHocTM 1 3PEKTUBHOCTU NEeKapCTBEHHOro npenapaTta ang
MEeOULMHCKOrO NPUMEHEHUS);

3) 3KBMBANEHTHOCTb MITN COMOCTaBMMOCTb COCTaBa BCMOMOraTesbHbIX BELLECTB NEeKapCTBEHHOMO Npenaparta Ans
MEOULMHCKOTO MNPUMEHEHWs (pasnuumsi cocTaBa BCMOMOraTeNibHbIX BELIeCTB feKapCTBEHHOIO npenaparta Angd
MEOULMHCKOrO MPUMEHEHMST HE SIBMSIIOTCS MPEensaTCTBUEM AN MX B3aWMO3aMEHSIEMOCTM, €CnuM Mpu  NPOBEAEHUM
nccnefoBaHns GMOIKBMBANEHTHOCTN NEKApPCTBEHHOro npenapata Ans MeAWMLMHCKOrO MPUMEHEHUs unu B crnydae
HEBO3MOXHOCTW  MNPOBEAeHWs 3TOr0  WUCCNeAoBaHUst Npu  NPOBEAEHVMM  UCCNEAOBaHWs  TepaneBTUYeCcKOn
3KBUBAIIEHTHOCTU FlIeKapCTBEHHOrO npenapata Afs MeOUUMHCKOrO MPUMEHEHUS O0KAa3aHO OTCYTCTBUE KITMHUMYECKM
3HAYUMBbIX Pa3nNuunn bapmakokMHeTUkn n (unn) 6esonacHocTM U 3pPEKTUBHOCTU NEKAPCTBEHHOIO npenaparta ans
MEeOULMHCKOro NpuMeHeHus. [py 3ToM pa3nnuus coctaBa BCMOMOraTefbHbIX BELLECTB He AOMKHbI MPUBOANTL K PUCKY
BO3HMKHOBEHWS CEPbE3HbIX HEXenaTenbHbIX peakuuii Yy OTAENbHbIX TPYnn NauMeHTOB WM MOBbILEHMS YacToTbl WX
BO3HWKHOBEHMS);

4) AeHTUYHOCTb cnocoba BBeAEHWS 1 NMPUMEHEHWS;

5) oTCyTCTBME KIMHUYECKM 3HAYMMbIX pPas3nuuMn nNpu MNPOBEAEHUN UWCCNedoBaHUs  OMOSKBMBANEHTHOCTU
nekapCTBEHHOro npenapaTa Wnu B criydyae HEBO3MOXHOCTM NPOBEAEHNS 3TOrO UCCNeAoBaHNs OTCYTCTBME KITMHUYECKU
3HaA4YMMbIX pasnMuuin nokasaTtenen GesonacHOCT N 3PGEKTMBHOCTN NEKAPCTBEHHOrO Mpenapata npyu NpoBedeHUn
NCCnefoBaHUsi TepaneBTUYECKOW 3KBMBANEHTHOCTWU. [laHHbIi napamMeTp He MpUMEHsieTc B OTHOLUEHWUU
BOCNPOU3BEAEHHbIX NEeKapCTBEHHbIX NpenapatoB, Yyka3aHHbix B 4actu 10 crtatbu 18 HacToswero PepepanbHoro
3akoHa. B oTHoweHun GuoaHanoroBbix (6ronogobHbIX) NekapcTBeHHbIX MpenapaTtoB (buvoaHanoroB) AaHHble 06
OTCYTCTBMM KIMHUYECKN 3HAYMMbIX pasnuumii 6e3onacHocTh, 3PdEKTUBHOCTU M UMMYHOTEHHOCTU feKapCTBEHHOMO
npenapata no pesynbTaTam NPOBEAEHUS KITMHUYECKMX UCCNEAOBaHWI NPeAoCTaBNSATCA B NOpsiAke, YCTAHOBIIEHHOM
HaCTOSILLEN YaCTbIO;

6) cooTBeTCTBME MPOM3BOAUTENS NEKapCTBEHHOro cpeactea TpeboBaHWsaM Hagnexawen nponsBogCcTBEHHOW
NPaKTUKU.

2. CpaBHeHve napamMeTpoB PermcTpupyeMbiX feKapCTBEHHbIX MpenapaTtoB ANs MeAUUMHCKOro MNpUMEHeHUs
OCYLLECTBMAETCHA KOMUCCUEN IKCMEPTOB IKCMEPTHOIO YUPEXOEHNS NPU NPOBEAEHWNMN SKCMEPTU3bl TAKUX JTEKAapPCTBEHHbIX
npenapaToB B MpoLecce WX rocygapCTBEHHOW pervctpaumv. BbiBogbl 3KCMepToB O B3aMMO3aMEHSEMOCTU  WIU
HEeB3aVMO3aMEHSIEMOCTU NIEKAPCTBEHHbIX NpenapaTtoB AN MEAMLWHCKOro MpUMEHEeHMUsl, caenaHHble B pesynbrarte
3TOro CpaBHEHMS, OCPOPMASAITCA B BUOE MNPUIOXKEHUS K 3aKMOYEHMIO 3KCMepToB MO opme, YTBEPXAEHHOMW
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YNONTHOMOYEHHBLIM dheaeparnbHbIM OPraHoM UCMONHUTENBHOM BNacTy.

3. TMonoxeHns HacTosIlLeN cTaTbl He pacrnpoCTPaHSATCA Ha pedepeHTHble JeKapCTBeHHble npenaparhl,
NeKapcTBeHHble pacTUTENbHble MpenapaTtbl, roMeonaTUYeckne JeKapCTBEHHbIE MpenapaTbl U JieKapCTBEHHbIe
npenaparbl, KOTOpble paspeLLeHbl AN MeAUUMHCKOro npuMeHeHust B Poccuiickon Penepaunm 6onee gsaguatyv net v B
OTHOLLEHWMN KOTOPbIX HEBO3MOXHO NpoBeAeHNe UCCrneaoBaHnsa X GMO3KBMBANEHTHOCTH.

CrtaTtbs 28. PeructpaumoHHOe yOoCTOBEpPEHME NekapCcTBEHHOro npenapara

1. PerucrpaumMoHHoe yOOCTOBEPEHME JIEKAPCTBEHHOrO npenapata C YyKasaHMeM JieKapCTBEHHbIX ()OpM U
[031POBOK BblgaeTcsl 6ECCPOYHO, 3a UCKIIOYEHMEM PErMCTPALMOHHOIO YyOOCTOBEPEHUSI NEKApCTBEHHOroO npenapara,
BbldaBaeMOoro co CpOKOM AENCTBUSA NSATb NET, Ha BNepBble perncTpmpyemble B Poccuickon depepaumm nekapcTBeHHbIE
npenaparbl.

2. Mo ucteyeHun ykasaHHOro B 4YacTM 1 HaCTOsLWEN CTaTbW CpoKa BblgaeTcssl GeccpoYHoe perucTpaumMoHHOe
yOOCTOBEPEHUNE NIEKAPCTBEHHOMO Npenaparta npy yCroBUn NOATBEPXKOEHNSA €ro rocy4apCTBEHHON perncTpaumn.

3. B cnyyae BHeceHus B cooTBeTCcTBMM co cTaTbsaMmn 30 1 31 HacToswero ®efepanbHOro 3akoHa M3MEHeHUn B
cogepXawmecss B pPerucTpauMoHHOM [OCbe Ha 3apermcTpupoBaHHbI JIEKAPCTBEHHbIM npenapaT  OOKYMEHTHI,
3aTparmBalOnX CBEAEHMWS, OTPaXeHHble B PEerMcTpauuoHHOM YOOCTOBEPEHUW JIEeKapCTBEHHOro npenapaTa,
YNONMHOMOYEHHbIV (befiepanbHbIi OpraH MCMONMHUTENbBHOW BRAacTW BblAaeT HOBOE perucTpauMoHHOEe YAOCTOBepeHue
neKkapcTBEHHOro npenapaTa, cogepallee BHECEHHbIE B HEFO N3MEHEHUS.

(4acTb 3 BBegeHa PepepanbHbiM 3aKkoHOM OT 22.12.2014 N 429-93)

4. B cnyyae yTtpaTbl UM MOBPEXOEHUS PErMcTpauMoOHHOrO yOOCTOBEPEHMSI NEeKapCTBEHHOrO npernapaTta Mo
3asBIIEHMIO B MUCbMEHHOW hopMe aepKaTensi unv Bragenbla PerncTpauuoHHOro yAoOCTOBEPEHUS JEeKapCTBEHHOMO
npenapaTta Wnn ynosIHOMOYEHHOIrO MMW OPYroro puvanYeckoro nuvua o Bbigade pfaybnukata perncrpaumoHHOro
yOOCTOBEPEHMS NEKapCTBEHHOrO nNpenapaTa ynorIHOMOYEHHbIN dheaepanbHbIi opraH UCMOMNHUTENBHOW BNACTU B CPOK,
He NpeBbIAWUA AeCcaTn paboumx OHEW CO OHSA MNOCTYNMeHUs 3asiBrieHws, BblgaeT ayOnvkaT peructpaumoHHOro
YyOOCTOBEPEHUSA NEKapCTBEHHOrO nmnpenapaTta. 3a Bblgady Aybnukata  perucTpauMoHHOro  yAOCTOBEPEHUS
NeKapCTBEHHOro npenapata B3WMaeTCA rocygapcTBeHHass OOoWAWHA B COOTBETCTBUM C 3aKOHOAATENIbCTBOM
Poccuiickon depepaumm o Hanorax n cbopax.

(4acTb 4 BBefeHa PeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

KoHcynbTaHTlnoc: npumMeyaHue.
B cootBetcTBUM ¢ PeaepanbHbiM 3aKkoHOM oT 22.12.2014 N 429-®3 ¢ 1 auBapa 2017 rofa ctatesa 29 Gyget
N3noXeHa B HOBOW pedakuuu,

Cratbsa 29. MoaTeepxaeHWe rocygapCcTBEHHON perncTpaumm nekapcTBeHHOro npenapata

1. NopTBEpXaeHne rocyqapCTBEHHOM permcTpauumn nekapCTBEHHOIO npernapaTta OCYLLECTBNSETCA Mpu Bblaade
©eccpoYHOro perncTpaumoHHOro YA0CTOBEPEHUS NNEKAPCTBEHHOIO Npenapara B clnyyae, yka3aHHOM B 4actu 2 cTaTbu
28 HacToduwero denepanbHOro 3akoHa, B CPOK, He MpeBbIalLLnin AeBsHOCTa paboumx AHer CO AHS NonyyeHust
COOTBETCTBYIOLLMM YNOSTHOMOYEHHbIM doefeparibHbIM OpraHoM UCMOMHUTENbHOW BNACTU 3asiBNEHN O NOATBEPXAEHUN
rocyJapCTBEHHOM perucTpaumm NekapcTBEHHOrO npenapata Anst MeaMUMHCKOrO MNpPUMEHEHUs, OdOPMIIEHHOIO B
COOTBETCTBMM C 4YacTblo 2 cTaTbu 18 HacTtosiwero PepepanbHOro 3akoHa, MO0 3asBMNeHWss O MNOATBEPXAEHUU
rocyapCTBEHHOW PErncTpaumMm feKapCTBEHHOro npenaparta Ansi BETEPUMHAPHOIO MNPUMMEHEHUs, O(OPMIEHHOIO B
COOTBETCTBMM C YacTbto 2 cTaTbk 17 HacToswero eaepanbHOro 3akoHa.

(B pen. PegepansHoro 3akoHa ot 13.07.2015 N 241-93)

2. TlNogTBepxaeHWe rocyfapCTBEHHOM perncTpauum nekapCTBEHHOro npenapata  OCyLWecTBNgeTcs Mo
pesynbTataM 3KCNepTM3bl OTHOLUEHUSI OXMOAEMOW MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHMS FleKapCTBEHHOMO
npenapaTa, a TaKkKe 3KCNepTU3bl KAYeCTBa fIeKAapCTBEHHOIO CPeACTBa, NMPOBOAMMON B CllyYae BHECEHUS W3MEHEHUN B
HOPMaTUBHYIO AOKYMEHTALMIO UM HOPMATMBHBINA JOKYMEHT.

(vacTb 2 B peq. PegepanbHoro 3dakoHa ot 29.11.2010 N 313-$3)

3. K 3agBneHuio O NOATBEPXOEHUW T[OCYNapCTBEHHOW perucTpauum nekapcTBEHHOro npenapata Ans
MEeOWLMHCKOro NPUMEHEHUsT npurnaralTcs [OKYMEHT, NoATBepXAalLllMi ynnaty rocyaapCTBEHHOW OOLUNWHbLI 3a
NOATBEPXKAEHNE TOCYAapCTBEHHOW perncTpauum mnekapCTBEHHOIO npenapata A MeAWUMHCKOro MNpPUMEHEHMS,
OOKYMEHT, cofepXaluin pesynbTtaTtbl MOHUMTOPWHra 6e30nacHOCTM NeKapCTBEHHOro npenaparta Ans MeaULUHCKOro
NPpMMEHEeHWs, MNpoOBOAMMOro 3asiButenem, no dopme, YCTaHOBMEHHOW COOTBETCTBYHOLIMM  YMOSTHOMOYEHHbIM
denepanbHbiM OpraHoOM UCMOSTHUTENBHOW BNAcTW, OOKYMEHT, NMepeBefEeHHbI Ha PYCCKUM A3blK, NOATBEPKAAOLLMUN
COOTBETCTBME NPOU3BOAUTENS NEKapCTBEHHOro npenapata Ang MeuLUHCKOro npuMeHeHus TpeboBaHWsaM npaBun
Hagnexallen npoM3BOACTBEHHOMW MNPaKTUKW, BblAAHHBbIA KOMMETEeHTHbIM OpraHoM CTpaHbl  Npou3BOAUTENS
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nekapcTBeHHOro npenapara Ans MeANLMHCKOro NPUMEHEHUS U 3aBEPEHHbI B YCTaHOBMNEHHOM Mopsake, OOKYMEHT,
nepeBefEHHbIN Ha PYCCKMI A3bIK, NOATBEPXKAAKLWNA COOTBETCTBME MNpou3BoauTenst dapMaueBTU4eckon cybcTaHLmm
TpeboBaHNsAM NpaBun Hagnexallen MpPON3BOACTBEHHONW MPAaKTWMKW, BbIAAHHBIA KOMMETEHTHbIM OpraHoM CTpaHbl
npounssBoguTens ¢apmaueBTU4eckorn CcybCTaHUUM, 3aBEPEHHLIN B  YCTAHOBIIEHHOM MOPSiAKE W cogepXaluui
HavMeHoBaHue apmMaueBTUYeCKOn CyGCTaHuMM (MexayHapodHOe HenaTeHTOBaHHOE WM XMMUYECKOe W TOproBoe
HauMeHoBaHusl), HauMeHoBaHWe W ajpec npou3BoauTensa dapmMaleBTUYeckon cybCcTaHuMn, CpoOK rO4HOCTM
hapmaLieBTUHECKON CyOCTaHLnN.

(4acTb 3 B peq. PegepanbHoro 3dakoHa ot 29.12.2015 N 389-93)

3.1. K 3asBneHuio O MOATBEPXOEHUN TOCYOApPCTBEHHOW pervcTpauMmM IeKapCTBEHHOro npenapata Ans
BETEPMHAPHOIO MPMMEHEHWS MpuraralTca OOKYMEHT, MOATBEPXAAloWMN ynnaty rocy4apCTBEHHOW MOLWMWHBLI 33
noaTBEPXXAEHMNE rOCYAapPCTBEHHON perncrTpaumMmM nekapCTBEHHOro mnpenapaTta ANns BeTEepUHApPHOro MNpUMEHEHMS,
OOKYMEHT, codepxaluin pesynbTaTbl MOHUTOpMHra Ge30nacHOCTU NeKapCTBEHHOro npenaparta, MpoBOAUMOrO
3asButeneMm, no ¢opmMe, YCTaAHOBMEHHOW COOTBETCTBYIOLMM  YMNOMHOMOYEHHbIM  hbedepanbHbIM — OpraHoMm
WCMNOMHMTENBHOW BAcTU, a TakKe JOKYMEHTbI, yKa3aHHble B NMyHKTe 1 nognyHktax "a", "0", "k", "n" nyHkta 4 yactn 3
ctatbn 17 HacToswero ®egepanbHOro 3akoHa.

(4acTb 3.1 BBegeHa PegepanbHbiM 3akoHoMm oT 13.07.2015 N 241-93)

3.2. HopmaTtuBHad [OKyMEHTaUUA WU HOPMATMBHBIN OOKYMEHT, MNPOEKT WHCTPYKUMU MO NPUMEHEHUIO
nekapcTBEHHOro npenapara, NPOEKTbl MAaKeTOB MEPBUYHOM YNAKOBKM M BTOPUYHOW (NOTPEOUTENbCKON) YNakoBKM
nekapcTBEHHOro npenapaTta npunaralwTCcad K 3asBNeHu0 O NoATBEPXAEHUUM rocydapCTBEHHOW perucrpaumu
rniekapCTBEHHOrO npenapaTta BHOBb TOMbKO B CIly4Yae, eCfi B HUX BHOCATCHA U3MEHEHMUS.

(4acTb 3.2 BBegeHa PegepanbHbiM 3akoHoM oT 13.07.2015 N 241-93)

4. B TeyeHne pecsatn paboumx OHEW CO [OHS MNPUHATUS 3asiBIEHUs O MNOATBEPXKOEHWM TOoCyaapCTBEHHOM
perncTpaumm fekapcTBEHHOro npenapata M HeobXOAWMbIX OOKYMEHTOB COOTBETCTBYHOLUMA  YMOSTHOMOYEHHbIN
denepanbHbIn opraH UCMOMHUTENbHOW BNAaCTU:

1) npoBOAMT NPOBEPKY NOSTHOTHI U JOCTOBEPHOCTU CBEAEHUN, coAepXalumxcs B MpPeAcTaBfeHHbIX 3asBuTernemM
MaTepuanax;

2) npuHMMaeT pelleHne O npoBedeHun unm o6 OTKase B MPOBEAEHUU IKCMEPTU3bl OTHOLUEHMS OXMOaeMoWn
nonb3bl K BO3MOXHOMY PWCKY MpPUMEHEHUS FeKapCTBEHHOro MpenapaTta, a Takke 3KCnepTusbl KavecTBa
NEeKapCTBEHHOrO CpeacTBa, NMPOBOAMMOW B Cllydae BHECEHMSI WU3MEHEHWA B HOPMATUBHYI [OOKYMEHTauuMo Unm
HOPMaTUBHbIN JOKYMEHT;

(n. 2 B pea. PepepansHoro aakoHa ot 29.11.2010 N 313-93)

3) yBegomnsAeT B MMCbMEHHOW (hOpMe 3asBUTENS O MPUHSATOM pELUEHMU UMW B Clyvae MPUHATUSA pelueHnst ob
OTKa3e B NpOBEAEHUUN IKCNEPTU3bI C yKasaHWEM NMPUYUH Takoro oTkasa.

4.1. B cnyyae BbISIBIEHNS HEOOCTOBEPHOCTU CBEAEHWW, COAepXaluxcsa B MNpPeACTaBlEeHHbIX 3asiBUTENeMm
MaTepuanax, ynorlHoOMOYEHHbIN deaepanbHbIii OpraH UCMNONTHUTENBHOW BNAcTU HanpaBnseT 3asBuUTento 3anpoc ob
YTOUHEHUN yKa3aHHbIX cBefeHun. [aHHbln 3anpoc MoXeT ObiTb nepefaH YNofHOMOYEHHOMY MpeacTaBUTEN!O
3asBuUTENs NUYHO NOA PacnuCcKy, HanpaeneH fno novte 3akasHbiM MUCbLMOM UMW NepefaH B SMEeKTPOHHOW dopme Mo
TEeNeKOMMYHVKaLMOHHBIM KaHanaM cBsA3u. B cnyyae HanpaBneHust aHHOro 3anpoca no noyte 3akasHbiM MUCbMOM OH
cUYMTaEeTCs MNOSTyYEHHbIM MO UCTEYEHMM LLIECTU AHEN C AaTbl HAaNpaBneHUs 3aKa3Horo NucbMa.

(4acTb 4.1 BBegeHa dPegepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

4.2. 3asButenb o00s3aH npeacTtaBuTb OTBET Ha 3anpoc  YMOSTHOMOYEHHOro dhedepanbHOro opraHa
UCNOSTHUTENBLHOM BNAcTX B CPOK, HE MpeBbillaloLLni AeBAHOCTa paboumx AHEN CO OHSA MOnyYeHus AaHHOro 3anpoca.
CpokK, ykasaHHbIA B 4acTM 4 HacToslen cTaTbW, MPUOCTaHaABNMBAETCs CO AOHSA HanpaBfeHus 3asiBUTEMN0 3anpoca
YMOSTHOMOYEHHOrOo bejepanbHOro opraHa UCMONTHUTENBHOW BNACcTX 40 OHS NOMYyYEeHUss UM OTBETA Ha AaHHbIA 3anpoc U
He yYMTbIBAETCS MPU UCHMCIIEHUN CpOKa NOATBEPXKAEHWS rOCyAapCTBEHHON permcTpaumm nekapcTBEHHOro npenapara.
(4acTb 4.2 BBegeHa dPegepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

5. OcHoBaHMeM nsi OTKasa B NPOBEAEHMM SKCNEPTU3bl OTHOLUEHUS] OXMAAEMOW MOMb3bl K BO3MOXHOMY PUCKY
NPUMEHEHNs1 NeKapCTBEHHOro npenapata M (MNn) 3KCNepTU3bl KavyecTBa IeKapCTBEHHOrO cpeacTsa  sBnsieTcs
npeacTaBrneHnme JOKYMEHTOB, YKa3aHHbIX B YacTax 1 M 3 HAcTosiLWeN cTaTby, B HEMOMHOM oObeMe, HenpeacTaBrneHve
3a89BUTENEM B YCTAHOBIIEHHbIN CPOK OTBETA HA YKa3aHHbIN B YacTu 4.1 HACTOsALLEN CTaTby 3anpoc  YMOSTHOMOYEHHOMO
dedepanbHOro opraHa MWCMOSIHATENbHOW BnacTi, a TakkKe OTCYTCTBUE B NPEACTaBMEHHbIX  OOKYMEHTax
ncYepnbiBaOLWNX CBEAEHUN, KOTOPbIE AOIMKHbI ObITb OTPaXKEHbI B HUX.

(B pea. PegepanbHbix 3akoHOB 0T 29.11.2010 N 313-®3, o1 25.11.2013 N 317-93)

6. OKcnepTM3a OTHOLLEHUS OXMAAaEeMON NOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NIeKapCTBEHHOMo Npenapata u
(nnn) akcnepTusa kadecTBa NEKapCTBEHHOro CpeacTBa B Lensax MOATBEpXOeHUA rocygapCTBEHHOM perucTpauunm
neKkapCTBEHHOro Mpenapata NPOBOAATCA Ha OCHOBaHUWM [AOKYMEHTOB, yKa3aHHbIX B 4YacTu 3 HAacTosAWeWn cTaTbu, B
nopsigke, ycTaHoOBEHHOM YacTamu 5 - 8 ctatbmn 23 1 ctaTtben 24 HacTosiwero PegepanbHOro 3akoHa.

(4acTb 6 B pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)
7. B nepvog npoBegeHusa npouenypbl NOATBEPXKAEHWUS TOCYAApPCTBEHHOW perncrpaumm nekapcTBEHHOro
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03

Speﬂ' ot 03.07.2016) " [JokymeHT npeaoctasneH KoHcynbtanTaoC
06 obpalueHnn nekapCcTBEHHbIX CPeacTs [laTa coxpareHus:: 16.09.2016

(c u3m. n gon., BCTyN....

npenapaTa ero rpaxgaHckuii 060opoT OCYLLECTBIISIETCS Ha TeppuTopun Poccuiickon Pepepaumm.

8. OcHoBaHMeM Ansi oTka3a B MOATBEPXXAEHUN FOCYAapPCTBEHHOW peruMcrpauMu INeKkapcTBEHHOro npenapara
SIBIISIETCS pELLUEHNEe COOTBETCTBYIOLLETO YMNOTHOMOYEHHOro doegeparnbHOro opraHa UCNOSTHUTENBHOW BNAacTK O TOM, 4TO
KayecTBO U (M) 3dPPEKTUBHOCTL JIEKAPCTBEHHOIO MnpernapaTta He NoaTBEPXKAEHbl MONYyYEHHbIMW AaHHbIMU UK YTO
PUCK MPUYUHEHWSI Bpeda 340pOBbI0 YEnoBeKa WiWM XXMBOTHOTO BCMEeACTBME MpuMeMa HeKkapCTBEHHOro npenapaTa
npeBbIWaeT 3PPEKTUBHOCTb €r0 NPUMEHEHNS.

(vyacTb 8 BBegeHa denepanbHbiM 3akoHOM OT 22.10.2014 N 313-03)

KoHcynbTtaHTlntoc: npumedaHue.

Oepxatenn nnn Bnagenblbl perMcTpaumMoHHbIX YAOCTOBEPEHMIN NEeKapCTBEHHbIX NpenapatoB MoOryT noaatb
3asBneHns ob onpeaeneHnn B3aMMo3aMeHSIEMOCTM JNleKapCTBEHHbIX NpenapaToB AN MeAULUHCKOro NpUMEHEeHUs B
nopsigke, yctaHoBneHHoMm ctateen 30 (B pea. oT 22.12.2014), no 31 pekabpsa 2016 roga (PepepanbHbii 3aKoH OT
22.12.2014 N 429-93).

Crtatba 30. BHeceHue UW3MeHeHuUn B OOKYMEeHTbl, cogepXawumeca B pernctpauyMOHHOM [OOCbe Ha
3aperMCTpMpOBaHHblﬁ ﬂeKapCTBeHHbIVI npenapart Ana MmeagnumnHCKoro npuMmeHeHnA

KoHcynbTtaHTlntoc: npumedaHue.
B cootBetcTBUN C PepeparnbHbiM 3aKkoHOM OT 22.12.2014 N 429-d3 c 1 aHBapa 2017 ropa Yactb 1 ctatbn 30
OyneT n3noxeHa B HOBOW pefaKLmu.

1. B uensix BHeCeHUss W3MEHEHWA B [OOKYMEHTbl, COAepXalumMecs B PerucTpauMoHHOM [OCbe Ha
3apeFVICTpI/IpOBaHHbIl7I J'IeKapCTBeHHbIVI npenapat agna MeguunHCKOro npuMmeHeHud, 3adaBuUTeNb npencraBndaAeT B
YNONTHOMOYEHHbIN hefeparnbHbI OpraH UCMONHUTENLHONM BNAacTh 3asiBNEHNE O BHECEHUM TakUX U3MEHEHUA No dopme,
YCTaHOBIMEHHOW YMONTHOMOYEHHbLIM befepanbHbIM OpraHoM WUCMOMHUTENBHOW BNAcTW, W MPUIIOXEHHbIE K HEMY
M3MEHEHUS] B YyKasaHHble [OKYMEHTbl, a Takke OOKYMEHTbl, MOATBepXAarolime HeobXoaMMOCTb BHECEHMSI Takux
N3MeHeHWi. MpuHATUE PELIEHNS O BHECEHMMN TaKUX U3MEHEHUI UK 06 OTKase B X BHECEHWUW OCYLLIECTBISIETCA B CPOK,
He MpeBbIWAKWMA OeBAHOCTa paboumx AHEeW CO [OHS MPUHATMS  YNOMHOMOYEHHBIM (hefeparnbHbiM  OpraHom
UCMONMHUTENbHON BNAcTU 3asiBIIeHNs O BHECEHUN TaknX U3MEHEHUN.

2. JKkcnepTu3a NekapCTBEHHbLIX CPeacTB B 4acTWM 3KCMepTU3bl KavecTBa JeKapCTBEHHOro cpeactea v (Mnw)
3KCMEePTU3bl OTHOLUEHUS OXMOAEMOW MOSb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSI NeKapCTBEHHOro npenaparta Aans
MEOULMHCKOrO MPUMEHEHUS NPOBOAWUTCS B Crlydae BHECEHMS] U3MEHEHU B [OKYMEHTbl, COAepalimecs B
perncTpaumoHHOM 0Che Ha 3aperMcTPUPOBaHHbIA NEKAPCTBEHHLIN NpenapaT, B OTHOLLIEHWUM:

1) cBeAEHUIA, yKa3aHHbIX B MHCTPYKLMU MO MEANLMHCKOMY NPMMEHEHNIO NEKApCTBEHHOIO Npenapara:

a) nekapcTBeHHas hopma C ykazaHMeM HauMeHOBaHWI U KONMYECTBEHHOrO COCTaBa AeNCTBYIOLMUX BELLECTB U
KayeCTBEHHOr0 COCTaBa BCMOMOraTenibHbIX BewectB (Mpy  HeOoOXOAMMOCTM  KONMMYECTBEHHOrO  COCTaBa
BCMOMOraTerbHbIX BELLECTB);

6) dapmakoguHamMuka W apMakoOKMHETUKA (3@ UCKMOYEeHWEeM  (apMakOKUHETUKM  FOMeonaTu4eckmx
neKapCTBEHHbIX NPenapaToB U pacTUTENbHbLIX TEKAPCTBEHHLIX NPenapaToB);

B) NOKa3aHus ANsi NPUMEHEHNS;

F) npoTMBONOKas3aHnAa Ona NnpuMeHeHus;

4) Mepbl NPeA0CTOPOXHOCTU NPU NPUMEHEHWUM;

€) yKasaHue BO3MOXHOCTU M OCODEHHOCTEN MPUMEHEHUS FleKapCTBEHHOrO mnpenapaTta Ans MeLULUHCKOro
NPUMEHEHNST GEPEMEHHBIMU KEHLLUMHAMM, XXEHLMHAMU B Nepuos rpyaHoOro BCKapMIiMBaHWs, A€TbMM, B3pOCIbIMMU,
UMELLMMUN XPOHNYECKNe 3aboneBaHus;

X) pexvMm [o3MpoBaHusi, crnocobbl BBeOEHUS W MPUMEHEHWs,, NpuM  HEeobXoAUMMOCTM BpeMsi npuema
neKapCcTBEHHOro npenapara, NPOAOIKUTENBHOCTb NeYeHWsl, B TOM Y1Ce Y AeTel 40 U Nocne 04HOro roaa;

3) BO3MOXHble NOBOYHbIE OENCTBUS U HEXENaTeNbHble peakLuumn Npu NpUMMeHEHMN NIEKAapCTBEHHOIo nNpenapaTa;

1) CMMNTOMbI NEPeao3VPOBKU, MEPLI MO OKa3aHWK NOMOLLM MpU Nepeao3vpPOBKE;

K) B3aMmMoZeNCTBUE C APYIMMU NEKAPCTBEHHLIMWU NpenapaTtamMmu 1 (Mnun) NULLEBLIMU NPOAYKTaMMU;

n) cbopMbl BbiNycka NekapCTBEHHOIO NpenapaTa;

M) ykasaHue (npy HeobxoanmocTn) ocobeHHOCTEN AENCTBUSA NeKapCTBEHHOIO MnpenapaTta npuv nepBoM npueme
WK NpU ero oTMeHe;

H) CBEOEHUSs O BO3MOXHOM BIMSIHUM JIEKAPCTBEHHOrO MpenapaTta Ans MeAWLMHCKOro MpUMEHEHUsT Ha
CMocoBHOCTL YNPaBnsATb TPAHCMOPTHLIMU CPeACTBAMMU, MEXaHU3MaMU;

0) CPOK FOAHOCTM U YKa3aHune Ha 3anpeT NPUMEHEHUSI NEKapCTBEHHOIO NpenapaTa No UCTEYEHUN CpoKa FOAHOCTY;

M) YCNOBUSI XPaHEHUS;

p) yCrioBus OTNYCKa;
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03

Speﬂ' ot 03.07.2016) " [okyMeHT npepoctasneH KoHncynbranTntoc
06 obpalleHnmn neKkapcTBEHHbIX CPeaCTB [laTa coxpareHus:: 16.09.2016

(c u3m. n gon., BCTyN....

2) cocTaBa nekapCTBEHHOro npenapara Ans MeauUmnHCKOro NpUMeHeHus;

3) M3mMeHeHus MecTa NPOM3BOACTBA fIEKAPCTBEHHOMO NpenapaTta Anst MeOULMHCKOTO NPUMEHEHNS;

4) n3MeHeHVs nokasaTenen kayecTBa JIEKapCTBEHHOro npenaparta Ans MeAWMLMHCKOro MpuMeHeHust n (unwm)
METOZO0B KOHTPOS KayecTBa fiekapCTBEHHOro npenapaTta Ans MeguuUHCKOro NPUMEHEHUS;

5) nsmeHeHus cpoka rogHOCTM NEKAPCTBEHHOrO nNpenaparTa A1 MeAUUMHCKOro NpUMEHeEHS;

6) cBegeHUn 0 HEOBXOAMMOCTU BHECEHUS! UHbIX U3MEHEHUN B MHCTPYKLMIO MO MEeOULMHCKOMY NPUMEHEHUI0
nekapcTBEHHOro npenapaTta, a Takke B WHble [OOKYMEHTbl, COoAepxaliuecss B perucTpauuoHHOM [OoCbe Ha
3aperucTpMpoBaHHbIA  NIEKapCTBEHHbIM npenapaT. [lpy 39TomM pelleHMe O MNpPOBEAEHUM 3SKCMEepTM3bl KayecTBa
nekapCTBEHHbIX CpeacTB M (MMM) 3KCMEPTU3bl OTHOLLUEHWUS OXUOAEMOW MNOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHUSI
nekapCTBEHHOro npenapata gns MeAWUUHCKOrO MPUMEHEHUS MNPUHUMAETC B COOTBETCTBMU C  YTBEPXKAEHHOW
YNOSIHOMOYEHHbIM hbeaepanbHbIM OpraHOM MCMNOMHUTENbHOW BRacTu knaccudukaunem W3MEHEHU, BHOCUMbIX B
OOKYMEHTbI, coaepallmecs B permcTpaumoHHOM A0ChE Ha 3aperucTpypoBaHHbIN NeKapCTBEHHbIN Npenapar.

(vacTb 2 B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

3. C 3asBneHMemM O BHECEHUN W3MEHEHWUI B [OKYMEHTbI, COAepXaliMecs B pPerncrpalMoHHOM [JOCbe Ha
3aperucTpMpoBaHHbIA  JIEKApPCTBEHHBIN MpenapaTt Ans MeOWMUMHCKOrO MNpPUMEHEHUsl, Hapsgy C  OOKYMeHTamu,
yKa3aHHbIMW B 4acTu 1 HacTosILLEN cTaTbk, 3asBUTENb NPEACTaBNsAeT KOMMU OOKYMEHTOB, NoaTBepxXdalwwux ynnaty
rocyaapCTBEHHOM  [OOWINWHBbI 3@ BHECEHWE B [JOKYMEHTbl, COAepXawmecs B pPEerucTpauMoHHOM [OOCbe Ha
3aperucTpupoBaHHbIN  NEKapCTBEHHbIV npenapat And  MEeOULUHCKOrO  MPUMEHEHUs, W3MeHeHuKn, TpebyroLmnx
npoBefeHNs aKCnepTn3bl NekapCTBEHHbIX CPEACTB B YAaCTU IKCNepTU3bl KadyecTBa NeKkapCTBEHHOro cpeacTtsa v (unu)
3KCMEPTM3bl OTHOLUEHUS OXMOAEMOW MOJb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSI NeKapCTBEHHOro npenaparta Aans
MEOWULMHCKOrO  MPUMEHEHUsl,  rOCYAapCTBEeHHOW  [OLINWHbl 3a BHECeHMe B [OKYMEHTbl, codepxalinecsa B
pervcTpaumoHHOM O0Cbe Ha 3aperMcTpupoBaHHbIA JIEKapCTBEHHbIM MpenapaTt And MEeOWMLMHCKOro MpUMEHeHus,
N3MEHeHNN, He TpebyloLmnx NpoBeAeHMs SKCNepTU3bl NEKapCTBEHHOro cpenctea, NuMbo BnpaBe npeactaBuTb Mo
COBCTBEHHON UHMLMATMBE YKa3aHHble JOKYMEHTbI. B crniyyae ux HenpeacTaBneHust YNONMHOMOYEHHbIM defeparnbHbIn
opraH WMCNONHUTENbHOW BNacTu nposepseT ¢akT ynnaTtbl roCyJapCTBEHHbIX MOWAWH 3asBUTENeM MnocpeacTBOM
ncnomnb3oBaHns wuHdopmaumm o6 ynnaTe rocydapCTBEHHbIX MOLUMMH, coAepxallenca B [ocyaapCcTBeHHON
WHOPMALIMOHHOW CUCTEME O TFOCYAApCTBEHHbIX M MYHMUMMNANbHbBIX MfaTtexax, Ha OCHOBaHWW NpPeACTaBEHHbIX
3agBUTENEM KOMUIN JOKYMEHTOB, MOATBEPXKAAIOLWMX YNaTy rocygapCTBEHHON NOLUMNHbI.

(4acTb 3 B pea. PepepanbHoOro dakoHa ot 22.12.2014 N 429-03)

4. B TeyeHne gecatn paboumnx gHen co AHS NOCTYNNEHUS yKa3aHHOro B YacTu 1 HACTOsILLEN CTaTbM 3asiBNEHUS U
HeOOXOAMMbIX JOKYMEHTOB YMOSIHOMOYEHHbIV doeeparbHbI OpraH UCMONTHUTENbHOW BNacTu:

1) NpOBOAMT NPOBEPKY MOMHOTLI U JOCTOBEPHOCTU CBEAEHWUNA, COAEPXKALLUMXCS B MpeAcTaBrEHHbIX 3asiBUTENEM
MaTepuvanax;

2) NPUHMMAaET peLLEHNEe O NPOBEAEHMN YKa3aHHbIX B YacTW 2 HacTosALWEN CTaTbl COOTBETCTBYIOLUMX IJKCNEpTU3
nekapcTBEHHOro cpeacTsa unv 06 oTkase B UX NPOBEAEHUM;

3) yBegoMNsAeT B 9MEKTPOHHOW MMM NUCbMEHHOW (bopMe 3asBUTENs O MPUHATOM peLUeHUn unu B cnydae
NPUHATUA peLleHns 00 0Tka3e B NPOBEAEHUN COOTBETCTBYIOLLEN IKCMEPTU3LI C YKasaHNEM NPUYUH Takoro oTkasa.

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

4.1. B cnyyae BbISIBIEHNS HEOQOCTOBEPHOCTU CBEAEHWUW, COAEepXaluxcs B MNPEeACTaBlEHHbIX 3asiBUTENEM
MaTepuanax, ynoslHOMOYEHHbIN deaepanbHbIi OpraH UCMONTHUTENbHOM BNACTU HanpaBnsieT 3asBUTENO 3anpoc ob
YTOYHEHUWN YKa3aHHbIX cBefeHwh. [aHHbin 3anpoc MoxeT OblTb nepegaH YMONHOMOYEHHOMY NpPeacTaBUTENO
3aaBUTENS NUYHO NOA PacnuCKy, HanpaeneH no Novte 3akasHbiM MUCbMOM UMW NepedaH B 3MEeKTPOHHOW dopme no
TeNeKkoOMMYHWUKaLIMOHHbIM KaHanam cBA3u. B crniyyae HanpaBneHus gaHHOro 3anpoca no noyte 3akasHbiM MUCbMOM OH
cUYUTaETCs MOSTyYEHHbIM MO UCTEYEHMM LIECTU AHEN C AaTbl HAMpaBNeHUSA 3aKa3Horo NcbMa.

(4acTb 4.1 BBegeHa dPegepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

4.2. 3asiButenb o006s3aH npeactaBuUTb OTBET Ha 3anpoc  YMOSTHOMOYEHHOro dedepanbHOro opraHa
WCNOSTHUTENBHOM BNAacTK B CPOK, HE MpeBbILLaloLWLMiA AeBAHOCTa paboumx AHEN CO OHSA MONyYeHust AaHHOro 3anpoca.
CpokK, ykasaHHbIA B 4acTu 4 HacTosen cTaTbW, MPUOCTAHaABNMBAETCs CO AHSA HanpaBfeHus 3asiBUTEN0 3anpoca
YNOMHOMOYEHHOro befieparnbHOro opraHa UCNONHUTENBHOW BNACTU 40 OHA MNOMYYEHUS MM OTBETA Ha AaHHbIN 3anpoc n
He y4MTbIBAETCA NPU UCHUCIIEHUN CPOKA MPUHATUS PELLEHUSA O BHECEHUN U3MEHEHMI B OOKYMEHTbI, COAepXallnecs B
pervcTpaumoHHOM A0Ckbe Ha 3aperMcTpupoBaHHbIv NTEKapCTBEHHbIV Npenapart A58 MeaUUMHCKOrO NPUMEHEHNS.

(4acTb 4.2 BBegeHa PegepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

5. OcHoBaHMeM fOns OTkasa B MPOBEAEHWUM YKa3aHHbIX B YaCTU 2 HACTOsILLEN CTaTbW 3KCMEPTU3 SABNAETCH
npeacTaBneHne [AOKYMEHTOB, MepeyYUucrneHHbix B 4Yactax 1 1 3 HacTosilen cTatbW, B HENOMHOM obbeme,
HenpeacTaBneHue 3asBUTENEM B YCTAHOBIEHHbIM CPOK OTBETA Ha YyKasaHHbIN B YacTu 4.1 HacTosdLlen cTaTb 3anpoc
YMOSTHOMOYEHHOro befepanbHOro opraHa WCMNONMHUTENbHOW BNacTW, a Takke OTCYTCTBME B NPeACTaBIIEHHbIX
OOKyMeHTax [OCTaTOYHbIX CBEAEHWUW, NOoATBEepXAalWmnx HeoOXOOUMOCTb BHECEHUS W3MEHEHUNW, WM OTCYTCTBUE
MHGOpMaUuK, noaTBepXaatoLen dakt ynraTtbl rocy4apCTBEHHbIX NMOLWSNH, YKa3aHHbIX B YacTu 3 HACTOsILWEN cTaTbM.

(B pea. degepanbHbIX 3aKoHOB 0T 25.11.2013 N 317-03, o1 22.12.2014 N 429-®3)
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03

Speﬂ' ot 03.07.2016) " [okyMeHT npepoctasneH KoHncynbranTntoc
06 obpalleHnmn neKkapcTBEHHbIX CPeaCTB [laTa coxpareHus:: 16.09.2016

(c u3m. n gon., BCTyN....

6. YkazaHHble B 4acTu 2 HacTosILLeNn cTaTbM 3KCMEpPTU3bl MPOBOAATCA B Nopsake, YCTAHOBMEHHOM CcTaTben 23
HacTtosiero ®egepanbHOro 3akoHa.

7. B cpok, He npeBbilaoLLmii AeCATH pabounx OHEN CO OHSA MOJTyYeHUs 3aKIYEeHUMIA KOMUCCUIA 3KCMEepPTOB MO
pesynbTataMm YyKasaHHbIX B 4acTW 2 HacTosWeW CcTaTbW IKCMepTM3, YMNOSTHOMOYEHHbI hedepanbHbIn  opraH
NCNOSTHUTENBHOM BNacTu:

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

1) npyHMMaeT peLleHne 0 BHECEHUN U3MEHEHNA B OKYMEHTbI, COAepXallmMecs B PernctpaumoHHOM O0Cbe Ha
3aperucTpmpoBaHHbIf NTEKapCTBEHHbIV Npenapar 45189 MeAULMHCKOrO NPUMEHEHWS, U 06 OTkaze BO BHECEHUWN TaKMX
N3MEHEHNN;

2) BHOCUT B rOCy4apCTBEHHbIV peecTp NeKkapCTBEHHbIX CPEACTB HA OCHOBaHUN PELUEHUSA O BHECEHUN WU3MEHEHUN
B JOKYMEHTbI, COAepXKallmMecss B perncTpaumMoHHOM [A0Cbe Ha 3aperncTpupoOBaHHbIA NEKapCTBEHHLIN MnpenapaT Ans
MeAULIMHCKOro NpUMeHeHus, HeobxoaMMble U3MEHEHNS U BO3BpaLLaeT UX 3asiBUTENIO;

3) BbloaeT 3asBUTEN0 HOBOE perucTpaLMoHHOE YOOCTOBEpPEHME IeKapCTBEHHOro mnpenapata B cryvyae
N3MEHEHWSI CBEAEHMWN, COOEPXKALLNXCA B HEM.

(n. 3 BBeAeH PeaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

8. OcHoBaHveM Ans oTka3a BO BHECEHMU M3MEHEHWI B JOKYMEHTbI, coAepXallmecss B perncrpauuoHHOM [OCbe
Ha 3aperucTpMpoBaHHLIN JIEKAPCTBEHHbIM Mpenapat Ans MeOUUMHCKOTO MPUMEHEHUs, SBMSEeTCA  3akmyeHue
YMNOMHOMOYEHHOro hbefepanbHOrO oOpraHa WCNOMHUTENBHOM BNAcTU O BO3MOXHOCTU CHWXeHUst ©e3onacHocTH,
KauyecTBa, 3h(PEKTUBHOCTU NEeKapCTBEHHOro CPeACTBa B Criyvyae BHECEHUSI TaKNX U3MEHEHUIA.

9. HonyckaeTcsa obpalleHne nekapCTBEHHbIX NpenapaToB ANst MEOULMHCKOTO MPUMEHEHUA OO0 MCTEYEHUS Cpoka
rOOHOCTW, MPOM3BEAEHHbIX B TeYeHMe CTa BOCbMWAECHATUM [OHEW Mocre AdaTtbl NPUHATUS  YNONTHOMOYEHHBIM
degeparnbHbIM OPraHOM UCMOSTHUTENBHON BNACTW PELLEHNS O BHECEHUN U3MEHEHWA B OOKYMEHTbI, COAepalumecs B
perncTpaumoHHOM A0Cbe, B COOTBETCTBUM C MH(pOpMaLMen, cogepXallencss B OKYMEHTaxX PerucTpaumMoHHOro [oCbe
Ha NeKkapCTBEHHbIV Npenapart A0 AaTbl NPUHATUSA Takoro peLleHns.

(vacTb 9 B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

Crtatbss 31. BHeceHMe W3MeHeHWA B [OOKYMEHTbl, COoAepXallMecss B pPerucTpauMoHHOM [ocbe Ha
3aperncTpupoBaHHbIi NIEKapCTBEHHbIV Npenapar Afsi BETEPUHAPHOrO NPYMEHEHUS]

1. B uenax BHeCEHUS U3MEHEeHWW B [OOKYMEHTbl, COoAepXaluecss B pPerucTpaLMoHHOM [OCbe Ha
3aperncTpuMpoBaHHbIN NEKApPCTBEHHbLIM MpenapaTt Ansi BeTepuMHapHOro NpUMEHEeHUs, AepXaTenb Wnn Bnageney,
perMcTpaumoHHOro YAOCTOBEPEHNS NIEKapCTBEHHOIO Npenapara Unmn ynoriHOMOYEHHOE UM [pYroe opuanyeckoe nuuo
(oanee B HacTosILLEN cTaTbe - 3asBUTENb) NPEACTABNSIET B YNONHOMOYEHHbIV hefiepanbHblii OpraH WUCMOSTHUTENBHON
BNacTn 3asBfeHne O BHECEHUW TakuX WM3MEHEHU Mo opme, YCTaHOBMEHHOW YMOMHOMOYEHHbLIM heaepanbHbIM
OpraHoM UCMOJSTHUTENBHOM BNACTK, U NPUNOXKEHHbIE K HEMY U3MEHEHUS B YKa3aHHbIe AOKYMEHTbI, @ Takke [OOKYMEHTHI,
noaTreepxaaroLme HeobxXoaMMOCTb BHECEHNS TakUX U3MEHEHU. [puHATUE peLleHNss O BHECEHUW TakuX WU3MEHEHUN
unun ob oTkase B NX BHECEHMM OCYLLECTBIIAETCS B CPOK, HE MPEBLILAOLWMIA AeBSHOCTa paboyvmx AHEN CO OHSA MPUHATUS
YMOSTHOMOYEHHbIM hefiepanbHbIM OpraHoM UCMONHUTENBHOWM BIAcTU 3asiBNIEHUSA O BHECEHUN TaKUX U3MEHEHWN.

(B pea. PegepanbHoro 3akoHa ot 13.07.2015 N 241-$3)

2. B cnyvyae BHeCEHWss M3MEHEHUA B [OKYMEHTbl, CoAepXallMecss B pPEerucTpauMoOHHOM [OCbe Ha
3aperncTpupoBaHHbIN  NEKAPCTBEHHbIM Npenapat AN BETEPUMHAPHOrO MNPUMEHEHMS,, B OTHOLUEHUW CBEOEHUN,
yKasaHHbIX B nognyHkTax "e", "x", "k", "n", "n", "c", "x" nyHkTa 7 yactu 3 ctatbun 17 HacToswero ®eaepanbHOro 3akoHa,
U3MeHeHns u (unu) OOoMOMHEHUs MPOU3BOACTBEHHOW MMOLWAnKM NeKapCTBEHHOro Cpeactsa, a Takke B Criyyae
N3MeEHEHUsI NoKa3aTenen KayecTBa JIEKapCTBEHHOro npenaparta A BETEPUMHAPHOIO MPUMEHEHMS U (MnM) MeToOoB
KOHTpPONs Ka4yecTBa JIeKapCTBEHHOro Mpenapata AN  BETEepPUHApPHOro MNPUMEHEHWsT MNPOBOAUTCHA  3KCnepTu3a
NeKapCTBEHHOrO CpeacTBa A4S BETEPMHAPHOro NpMMeHeHus. B cnyvyae Heo6x0aAMMOCTN BHECEHUSI MHBIX M3MEHEHUN B
OOKYMEHTbI, coaepXalimecsi B perucTpaumMoOHHOM [OCbe Ha 3aperMcTpupoBaHHbIA NEKAapPCTBEHHbIM npenapaTt Ans
BETEPMHAPHOro NPUMEHEHUS, 3KCNepTM3a NeKapCTBEHHOMo CpeacTBa ANs BEeTEPUHAPHOro NPUMEHEHNs He NPOBOAUTCS.
(B pea. ®egepanbHbIX 3aKoHOB 0T 22.10.2014 N 313-03, o1 22.12.2014 N 429-03)

3. C 3asBneHMemM O BHECEHUN WU3MEHEHWI B [OKYMEHTbI, COAepXaliMecs B pPerncrpauyMoHHOM [JOCbe Ha
3aperncTpupoBaHHbIA  JIEKAPCTBEHHLINM MNpenapaT [Ansi BETEPUMHAPHOro MPUMMEHEHUs, Hapsidy C [OOKyMEeHTamMu,
yKa3aHHbIMK B YacTu 1 HacTosLen cTaTbu, NPEeACTaBNAITCA JOKYMEHTbI, MOATBEPXAAOLMNE YNIaTy rocygapCTBEHHOM
MOLIMMHbI 3a BHECEHME B [JOKYMEHTbl, CodepXalimMecss B PerncrtpaumMoHHOM [OCbe Ha 3aperncTpupoBaHHbIN
nekapcTBEHHbIM npenapaT Afs BETEPUMHAPHOrO MNPUMEHEHUs, U3MEHEHURn, TpebytoLlwmx npoBeAeHNs 3SKCNepTU3bl
nekapCTBEHHOrO CPeACTBa AN BETEPMHAPHOIO MPUMEHEHUS, UM U3MEHEHWUIA, HE TPEBYIOLLMX NPOBEAEHUS SKCMNEPTU3bI
nekapCcTBEHHOro cpeacTBa Ansa BeTepUHapHOro NpUMeHeHMs.

(B pea. PegepanbHoro 3akoHa ot 22.10.2014 N 313-$3)

4. B cpokK, He NpeBbILWALWNA gecaTn pabounmx gHEN CO OHA MOCTYNNEHWs YKa3aHHOro B 4YacTu 1 HacTosAwen

cTaTby 3asiBNEHNSA 1 HEOOXOANMBIX JOKYMEHTOB, YNONMHOMOYEHHbIN dheaepanbHbI opraH UCMOMHUTENBHOW BRACTK:
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapCcTBEHHbIX cpeacTs”

(c u3m. n gon., BCTyN....

[okyMeHT npepoctasneH KoHncynbranTntoc
[ata coxpaHeHus: 16.09.2016

1) NnpoBOAMT NPOBEPKY NOMHOTLI U JOCTOBEPHOCTU CBEAEHUN, COAEPXaLLUMXCH B MpeAcTaBrieHHbIX 3asiBUTENeM
OOKyMeHTax;

2) NPUHMMAET peLLEHME O NPOBEAEHUN IKCNEPTU3bI NTIEKAPCTBEHHOIO CPeacTBa AMsi BETEPUHAPHOrO NPYMEHEHNS
unun o6 oTkase B ee NpoBeAeHNY;

3) yBegomnseT B NUCbMEHHOW (hopMe 3asdBUTENs O MPUHATOM peLleHMn UKW B Clyvae MPUHATUSA pelueHns o6
OTKase B NpoBeAeHUN IKCNepTU3bl NieKapCTBEHHOro CpeacTea Anst BETEPUHapHOro NPUMEHEHUS C YKasaHUeMm MpUYuH
Takoro oTkasa.

5. OcHoBaHvMeM il OTKasa B MPOBEAEHUM 3SKCMEpTM3bl JIEKApCTBEHHOrO cpeacTBa AN BETEPUHapHOro
NPUMEHEHNS SBNSAETCA NpeacTaBrneHne OOKYMEHTOB, YKadaHHbIX B 4Yactax 1w 3 HacTosiwen cratbl, B HEMOMHOM
o6bemMe nnm oTCyTCTBME B NMPeACTaBeHHbIX JOKYyMEHTax AOCTaTOYHbIX CBEAEeHNA, NoATBepXaarwmnx HeobxoamMMocCTb
BHECEHUSI UBMEHEHUN.

6. JkcnepTu3a NekapCTBEHHOIO CPeACcTBa ANs BETEPUHAPHOro MPUMEHEHUS B LensX BHECEHUS U3MEHEHUA B
OOKYMEHTbI, codepXalwmecs B permcrpalMoHHOM [OCbe Ha 3aperMcTpupoBaHHbLIA NeKapCTBEHHbIA npenapaT ansg
BETEPMHAPHOIO NPUMEHEHMS!, OCYLLECTBMSETCA B MOpPsSAKe, YCTAHOBNEHHOM cTaTben 24 HacToswero deaepanbHoro
3aKoHa.

6.1. B cpok, He npeBbiaoLWmi NATU pabounx OHEeM CO OHSA MOSyYeHMsT 3aKMHYEHUsT KOMUCCUWM 3KCMEPTOB MO
pesynbTataM yKa3aHHOW B 4acTy 2 HaCTOsILLEeN CTaTbW IKCNepTu3bl, YMNOMHOMOYEHHbIN denepanbHbin  OpraH
UCMNOMHUTENBHOW BNacTu:

1) NpMHUMAET pelLeHne O BHECEHUN U3MEHEHUIN B JOKYMEHTbI, cogepXalmnecss B perncTpauMoHHOM [Jocbe Ha
3aperucTpMpoBaHHbIf NIeKapCTBEHHbIV Npenapar Ansi BETEPUHAPHOIro NPUMEHEHWS, Unn 06 0Tka3e BO BHECEHUW TaKMX
N3MEHeHWI;

2) BHOCUT B rOCy4apCTBEHHbIV peecTp NeKkapCTBEHHbIX CPEACTB HA OCHOBaHUN PELUEHUSA O BHECEHUN WU3MEHEHUN
B AOKYMEHTbI, cogepXalmecss B permctpaumMoHHOM AOCbe Ha 3aperncTpyMpoBaHHbIN NEKapCTBEHHbIN npenapaT Aans
BETEPUHAPHOro NpMMEHeHUs1, HeobXoauMble U3MEHEHUS U BO3BpAaLLAET 3TU JOKYMEHTbI 3asBUTENIO.

(vacTb 6.1 BBegeHa depepanbHbIM 3akoHOM OT 22.10.2014 N 313-03)

7. OcHOBaHVEM s OTKa3a BO BHECEHWUU U3MEHEHWI B JOKYMEHTbI, CoAepXallmecss B perncrpauuoHHOM [OCbe
Ha 3aperucTpMpoBaHHbIA JIEKAPCTBEHHBIN MpenapaTt Ansi BEeTEepUMHApHOrO MNPUMEHEHUs, HABISIETCS 3akrioveHune
YMOSTHOMOYEHHOro befepanbHOro opraHa MWCMOSNHUTENBHON BRacTu O BO3MOXHOCTU CHUXEHUs Ge3onacHocTw,
KayecTBa, 3(pPHEKTUBHOCTN MEeKapCTBEHHOrO npenapata ANd BeTepUHapHOro MpUMEHEHMS B Clydae BHeCeHMWs
N3MEHEHWUI B yKa3aHHblE JOKYMEHTHI.

8. donyckaeTtcs obpalleHve nekapCTBEHHbIX NpenapaToB AfS BETEPUHAPHOr0 NPUMEHEHNS 0O UCTEYEHMS CpoKa
roOHOCTW, MPOU3BEAEHHbIX B TEYEHME CTa BOCBMWOECATUM [OHEW Mocre AdaTtbl NPUHATUS  YNONTHOMOYEHHBIM
degeparnbHbIM OPraHOM UCMOSTHUTENBHON BNACTW PELLEHNS O BHECEHUN U3MEHEHWUA B LOKYMEHTbI, COAepXaluMecs B
perucTpaunmoHHOM OOCbe Ha feKapCTBEHHbIN npenapaT, B COOTBETCTBUM C WH(opmaumen, copepxallencs B
OOKYyMeHTax permcTpaumMoHHOro 4oCke Ha NekapCTBEHHbIV npenapart A0 AaTbl NPUHATUS Takoro peLLeHuns.

(4acTb 8 B pen. PenepanbHOro gakoHa ot 22.12.2014 N 429-03)

Cratbs 32. OTMeHa rocyjapCTBEHHOW perncTpauum NekapcTBEHHOro npenapara

PeweHnne o006 oTMeHe rocyaapCTBEHHOW perucTpaumy JeKapCTBEHHOro mnpenapata W UCKIYEHUM
NeKapCcTBEHHOro npenapara U3 rocyAapCTBEHHOrO peecTpa NeKapCTBEHHbIX CPeACTB MPUHUMAETCS YMOSTHOMOYEHHbIM
denepanbHbIM OpraHoOM UCMONTHUTENBHOW BNacTu B Criyyae:

1) npenctaBneHns COOTBETCTBYHOLUUM YMNOMHOMOYEHHbIM dhefepanbHbiM OpraHoOM UCMOMHUTENbHOW BRacTu
3aKIMYEHUs O pucke uUnm o6 yrpo3e 300POBbI0, XKM3HW YeroBeKka UNKU XKMBOTHOTO MPU MPUMEHEHUN NEKApCTBEHHOIO
npenaparta, NpeBbILLAILLMX ero 3pdPEKTUBHOCTL, NO pe3ynbTaTam OCYLLECTBNSEMOr0o MM MOHUTOpPUHra Ge3onacHocTu
nekapCTBEHHOro npenapara;

2) nogauun gepxaTenem unuv BnagenbuemM perncTpaumoHHOro yAOCTOBEPEHUs NEKapCTBEHHOro npenapaTta wunm
YNOMHOMOYEHHBIM UM  OPYrUM  HOpUAMYECKMM NULOM 3asBreHuss o6 OTMeHe roCydapCTBEHHOW permcrpauumu
nekapcTBeHHOro npenapara;

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

3) HenoATBEPXXAEHUS rOCYAapCTBEHHOW pPerncTpaLmmn NekapcTBEHHOrO npenapara no UCTEYEHUN Cpoka AENCTBUSA
pervcTpaumoHHOro YaoCTOBEPEHWS, BbIAAHHOMO Ha NSATb FeT;

4) HenpeacTaBneHns 3aaBuTeneM NHopMaLmMm, KoTopast MOXeT NnoBfievb 3a cobonM HeobGXOAMMOCTb BHECEHUS
U3MEHEHNA B OOKYMEHTbl, COAepXallmMecss B pPernctpaumoHHOM [OCbe Ha 3aperMcTpuMpoBaHHbLIN  NeKapCTBEHHbIN
npenapart, B Te4EeHNe TpUaLaT paboumx AHEN CO OHSI HACTYMMEHUS 3TUX UBMEHEHUN;

5) ocyLecTBneHns rocygapCTBEHHON perncTpaumm ekapCcTBEHHOTO Npenaparta nog TOproBblM HaMMEHOBaHMEM
3aperucTpupoBaHHOIO paHee Mo4 3TMM TOProBblM HavMEHOBaHWEM FEeKapCTBEHHOrO npenapara, OTfuv4arollerocs
KayeCTBEHHbIM COCTaBOM OENCTBYIOLLMNX BELLECTB;

(B pen. PegepansHoro 3akoHa ot 22.12.2014 N 429-93)
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03

Speﬂ' ot 03.07.2016) " [okyMeHT npepoctasneH KoHncynbranTntoc
06 obpalleHnmn neKkapcTBEHHbIX CPeaCTB [laTa coxpareHus:: 16.09.2016

(c u3m. n gon., BCTyN....

6) ocyLLecTBNeHNs rocy4apCTBEHHOM perncTpaumm 3asaBuTerniemMm O4HOro M TOro e fekapCTBEHHOro npenapata
noA pasnuyHbIMM TOProBbIMM HAMMEHOBaHUAMU;

7) BblHECEHMS CYOOM peELUEHMS O HapylweHun npaB npaBoobnagatens OOBLEKTOB MHTEMMEKTyarnbHOW
cob6CTBEHHOCTM Npu 06paLLeHUN NEKaPCTBEHHbIX CPEACTB;

8) oTcyTCTBUSA NEKapCTBEHHOro npenapara B obpalleHmn B Poccuiickon ®depepaumm B TeyeHne tpex n Gonee
ner;

(n. 8 BBeaeH degepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

9) HEeBbLINOMHEHMA JepXxaTeneM unu BnagenblemM pPerncTpauMoHHOro  yAOCTOBEPEHUS]  JIEKAPCTBEHHOIO
npenapata NMbo yNnosIHOMOYEHHbIM UMW APYTUM FOPUANYECKMM JIMLOM MEpPONpUSaTUA no obecneyeHnto GesonacHOCTU
nekapCTBEHHbIX NpenapaToB, YCTAaHOBIIEHHbIX YNONTHOMOYEHHbIM doeaepanbHblM OpPraHoM WCMONMHUTENbHOW BNactu B
cooTBeTCTBMM C vactamm 3 n 4 cratbn 64 Hactoswero ®degepanbHOro 3akOHa, B paMKax —OCYLLECTBIEHMS
hapmakoHaasopa;

(n. 9 BBeaeH degepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

10) oTkasa gepxatens wnu Brnagenbla perMcTpaumoHHOrO YOOCTOBEPEHWS JIEKApPCTBEHHOro npenapaTta nvbo
YMOSTHOMOYEHHOIO VMW APYroro HpUAUYEecKOro nuua OT BHECEHWST WU3MEHEHWA B WHCTPYKUMIO MO MPUMEHEHUIO
nekapCTBEHHOro npenapara, KacaloWMXCA HOBbIX MOATBEPKAEHHbIX OaHHbIX O TOM, YTO PUCK MPUYMHEHMS Bpeaa
3[0POBbI0 YENOBEKa UM XXMBOTHOIO BCNEACTBME NpUeMa NekapCTBEHHOro npenapaTa npesbilaeT 3 EKTUBHOCTb €r0
NPUMEHEHNS.

(n. 10 BBeaeH depepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

Cratbs 33. [ocygapCTBEHHbIN peeCTp NEKapCTBEHHbIX CPeACTB

1. TocynapCTBEHHbIN peecTp NEKapCTBEHHbIX CPEeACTB COAEPXKUT NepedeHb JeKapCTBEHHbLIX Mpenapartos,
npolleawmx rocyaapCTBEHHYH perncTpauuio, nepeveHb papMaueBTU4EeCKMX CyOCTaHUMi, BXOASAWMX B COCTaB
nekapcTBEHHbIX NpenapaTos, U CreayoLLyo MHpopMaLmio:

1) B OTHOLUEHMWN NEKAPCTBEHHBIX NPenapaTos:

a) HauMeHoOBaHWe NeKapCTBEHHOIO npenapara (MexayHapogHoe HenaTeHTOBaHHOE, UMK FpynnupoOBOYHOE, UM
XUMWUYECKOE N TOProBOE HAaUMEHOBaHWS);

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

0) nekapcTBeHHad ¢opMa C ykaszaHMeM [03MPOBKM FEeKapCTBEHHOro npenapata W ero Konuyectsa B
noTpebuTenbLCKON ynakoBkKe;

B) HAMMEHOBaHWE fepXaTensa unv Bnagenbua permcTpaumMoHHOro yaooCTOBEPEHUS NIeKapCTBEHHOMO Npenapara;
(nn. "B" B pea. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-93)

r) HaMMeHOBaHWe 1 agpec NPoON3BOANTENS NEKAPCTBEHHOrO NpenapaTa;

4) dapmakoTepaneBTMyYecKas rpynna, Kog JIeKapCTBEHHOro npenapara no aHaToMo-TepaneBTUYECKO-XMMUYECKOWN
Knaccudukaumm, pekomeHgoBaHHOM BcemMunpHo opraHusaumer 3gpaBooxpaHeHuss;

(nn. "a" B pen. ®eagepansHoro 3akoHa ot 22.12.2014 N 429-03)

€) NoKa3aHus 1 NPOTUBOMOKa3aHMs K MPUMEHEHUIO NIeKapCTBEHHOIO Npenapara;

) Nobo4YHbIE AENCTBUS NIEKAPCTBEHHOIO Npenapara;

3) CPOK FOAHOCTW fNleKapCTBEHHOrO Npenapara;

N) YCIoOBWSI XpaHEHUS NEKapCTBEHHOrO npenapara;

K) ycnoBus oTrnycka NekapCTBEHHOro npenapara;

n) Homep dapMakonemHon cTaTbW UMM B Cryvyae ee OTCYTCTBUSA HOMEP HOPMAaTMBHOM [OKYMeHTauuu nmbo
HOPMAaTUBHOIO AOKYMEHTA;

M) daTa rocydapCTBEHHOW perncrpauuu NeKapcTBEHHOro npenapaTta M ero perncrpauvoHHbI HoMep, daTa
3aMeHbl PErMcTpauMoHHOro YyAOCTOBEPEHUS JIeKapCTBEHHOro mnpenapata Ha 6GeccpovyHoe perucTpaumoHHoe
yOOCTOBEPEHME NEKApCTBEHHOrO npenapaTta, gaTa nodayn 3asdBfeHust O MOATBEPXOAEHUM rOCYyAapCTBEHHOW
perncTpauum nekapcTBEHHOro npenapara, fata OTMeHbl FOCyapCTBEHHOW perncTpauumn nekapCTBEHHOro npenapara;
(B pea. PenepanbHOro zakoHa ot 22.12.2014 N 429-03)

H) Ka4yeCTBEHHbI COCTAB W KOJIMYECTBEHHBbIA COCTaB [EWCTBYIOLLUMX BELIECTB W KAYEeCTBEHHbIA COCTaB
BCMOMOraTenbHbIX BELLECTB JIEKapCTBEHHOMO Npenapara;

(nn. "H" BBeAeH PenepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

0) nHdopmMaLmsa 060 BCex paspeLleHHbIX Buaax BTOPUYHOM (NOTpebnTenbCKon) ynakoBKy;
(nn. "o" BBeaeH ®eneparnbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

n) AaTa NPUHATUSA peLLeHna O BO3MOXHOCTU paccMaTpuBaTh NEeKapCTBEHHbIN MNpenapaTt Mnpu rocyaapCTBEHHOWN
pervctpaumm B Ka4ecTBe OpghaHHOro fieKapCTBEHHOIO Npenapara;
(nn. "n" BBeaeH PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

p) HannuMe neKapCTBEHHOrO npenaparta B OepeyvHe >XM3HEHHO HeobXOAMMbIX U BaXKHEWMLIMX NeKapCTBEHHbIX
npenapaTos;
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapCcTBEHHbIX cpeacTs”

(c u3m. n gon., BCTyN....

[okyMeHT npepoctasneH KoHncynbranTntoc
[ata coxpaHeHus: 16.09.2016

(nn. "p" BBeaeH ®egepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

C) HanNM4ne B NeKapCTBEHHOM MpenapaTte HapKOTUYECKUX CPeacTB, NCMXOTPOMHbLIX BELLECTB U WX MPEKYpCOpOB,
nognexawiunx KoHTponto B Poccuiickon ®egepaunn, B COOTBETCTBUN C 3aKOHoOaTenbCTBOM Poccuiickon depepauuu,
MexayHapoaHbiMyu goroBopamu Poccuiickon depepaumu, B ToM uucne EOuHOM KOHBEHLIMEN O HapKOTUYECKUX
cpeacteax 1961 roga n KoHBeHuLmen o ncuxoTponHbix Bewecteax 1971 roaa;

(nn. "c" BBegeH ®enepanbHbiM 3aKoHOM OT 22.12.2014 N 429-03)

T) MHdoOpMaLusa O TOM, SIBNSETCA NU [AaHHbIA JIEKApPCTBEHHbIN npenapaT pedepeHTHbIM JIeKapCTBEHHbLIM
npenapaTom;

(nn. "T" BBegeH PenepanbHbiM 3aKoHOM OT 22.12.2014 N 429-$3)

y) cBeieHus 0 nogaye 3asaBfeHUs O BHECEHMM M3MEHEHUA B AOKYMEHTbI, COAepXaljuecs B pPerucrpaumMoHHOM
[0Cbe Ha NeKkapCTBEHHLIN Npenapar;

(nn. "y" BBegeH ®efepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

KoHcynbTaHTlnoC: npumeyaHue.

Mudopmaumsa o B3anmo3aMeHAEMOCTUN NIEKapCTBEHHbIX NpenapaToB ANns MEAVLUHCKOTO MPUMEHEHUS NOANEXUT
BKIMIOYEHWNIO B rOCYapCTBEHHbIN peecTp nekapcTBeHHbIX cpeactB ¢ 1 sHBaps 2018 roga (PepepanbHbii 3aKOH OT
22.12.2014 N 429-®3).

&) cBeaeHnsi 0 B3aMMO3aMeEHSIEMOCTM JIEKAPCTBEHHOIO Npenapara;
(nn. "®" BBeaeH PegepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

X) CPOK BBEEHUSA NEKAPCTBEHHOrO Npenapara B rpaxgaHckuii 0bopoT;
(nn. "x" BBegeH ®enepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-03)

2) B OTHOLLIEHUN (hapMaLlEBTUYECKMX CyBCTaHLMN:

a) HaMMeHoBaHWe hapMaLeBTUHECKON CyOcTaHUmMn (MeXayHapogHoe HenaTeHTOBaHHOE, WIU rpyMnnMpOBOYHOE,
UIN XMMNYECKoe 1 TOProBoe HaMMeHOBaHNS);

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

6) HanMmeHoOBaHWe N agpec npomssoauTens apmMaleBTU4eCKon cybcTaHumu;

B) CPOK rogHOCTM (bapMaLieBTU4eCckomn cybcTaHumu;

r) ycnoBusi XxpaHeHus hapmaLeBTUYECKON CyOCcTaHuuu;

4) HoMep dhapMakonemHon cTaTbW UMM B CryYyae ee OTCYTCTBUA HOMEP HOPMAaTMBHOM [OKYMeHTauuu nmbo
HOPMaTUBHOIO JOKYMEHTAa;

€) Hannume hapmaLeBTUYECKON CyOCTaHUMM B DepeyHe HapKOTUYECKUX CPEeACTB, MCUXOTPOMHbIX BELLECTB M UX
NpeKkypcopoB, NOANEeXaLUmMx KOHTponto B Poccuiickon ®egepaunm, B COOTBETCTBUM C 3akOHOAaTenbCTBOM Poccuickon
degepaummn, MexgyHapogHeiMuM JoroBopamu Poccuitickon ®depepaumn, B ToM uucne EAmHOM  KoHBeHUMEN O
HapKkoTu4eckux cpeacreax 1961 roga n KoHBeHLMeNn o NCMXOTPONHbIX Bewlectsax 1971 roga.

(nn. "e" BBeaeH ®enepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

2. ®dapmaueBTnyeckass cyOCTaHUMs, NpOM3BEdEHHast [nOnsl peanus3auum, MOXeT OblTb BKMOYEHaA B
roCyapCTBEHHbI PEECTp NEeKapCTBEHHbLIX CPEACTB HAa OCHOBaHMM 3asiBfieHMsi pa3paboTymka MnmM nNpoOu3BOAMTENS
nekapcTBEHHOro cpeacTea NMbo ynorIHOMOYEHHOTO MMW FOPUONYECKOrO NnLA Npy YCNOBUN MNMPOBEAEHUA B OTHOLLEHMU
Takon (papmaueBTU4ECKOM CybCTaHUMM 3KCNepTM3bl KadecTBa apmaueBTUYecKon CcybeTaHuuum B nopsake,
yCTaHOBMNeHHOM cTaTbel 34 HacTosiwero ®egepanbHOro 3akoHa. B oTHoweHuu capmaueBTuyeckux cybctaHumn,
Npou3BefeHHbIX ANA peanv3aunn, B rocyJapCTBEHHOM peecTpe JeKapCTBEHHbIX CPELCTB COAEPXKMTCA crieyrollas
MHdopMaLms:

1) HaumeHoBaHMe dapmMaLeBTUYECKON cybCTaHUMM (MeXxagyHapogHoe HenaTeHTOBaHHOE, MMM TPynnMpoBOYHOE,
UM XMMNYECKoe 1 TOProBoe HaMMeHOBaHNS);

2) HaumeHoBaHWe 1 agpec NnpousBoanTens dapmaueBTUYECKON cybcTaHuuK;

3) cpok rogHoCTM hapmaLeBTUHECKON CyOCTaHUnW;

4) ycrnoBust XpaHeHus hapmaLeBTUYECKON CyOCTaHUmW;

5) Homep (hapmakonerHon ctaTbuM NMOO B criydyae ee OTCYTCTBMS HOMEpP HOPMAaTUBHOM LOKYMEHTauuu WUnu
HOPMaTUBHOIO JOKYMEHTA;

6) Hannume hapmaueBTUYECKON CyOCTaHUMM B NEPEYHE HAPKOTUYECKMX CPEACTB, MCUXOTPOMHbLIX BELLECTB M KX
NpeKypcopoB, noanexawux KoHTponto B Poccuickon ®enepauuun, B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuiickon
depnepaummn, MexayHapoaHbiMu goroBopamm Poccuiickon ®depepauum, B ToM uucne EauHOW KOHBeHLIMeW O
HapkoTu4eckux cpeacreax 1961 roga n KoHBeHLMEN 0 NCMXOTPONHbIX BewlectBax 1971 roga;

7) [aTa BKITOYeHUs1 hapMaLeBTUYECKoN cybCcTaHLMM B rOCyapCTBEHHbIN peecTp flekapCTBEHHbLIX CPEACTB, AaTta
BHECEHUS] W3MEHEHWN B [OKyMEHTbl hapMaueBTUYeCckon cybCcTaHumm, parta WCKIYeHUs  apmaueBTUYECKOM
cybCTaHUMKM 13 rocyfapCTBEHHOrO peecTpa NekapCTBEHHbIX CPEACTB.

(4acTb 2 B pea. deaepanbHoro gakoHa ot 22.12.2014 N 429-03)
3. Dopanok BegeHUs rocyAapCTBEHHOIO peecTpa NeKapCTBEHHbIX CPeACcTB ANd MeOULMHCKOro MpUMEHEHUs U
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03

Speﬂ' ot 03.07.2016) " [okyMeHT npepoctasneH KoHncynbranTntoc
06 obpalleHnmn neKkapcTBEHHbIX CPeaCTB [laTa coxpareHus:: 16.09.2016

(c u3m. n gon., BCTyN....

nopAaaoK BedeHuA rocyaapCTtBeHHOro peectpa JekapCTBEeHHbIX Cpeacts Al1d  BETePUHAPHOro  npuMeHeHud
yTBEPXKOAKTCA COOTBETCTBYHOLWNM YNMOJTHOMOYEHHbLIM (bep,epaanuM opraHom MCMNONHUTENbHOW BracTu.

Cratbss 34. BknoyeHne B rocydapCTBEHHbLIN PEECTP JEKAapCTBEHHbIX CPEeacTB U UCKIIOYEHME U3
rocy4apCTBEHHOIO peecTpa JeKapCTBEHHbIX Cpeacts hapmaueBTUYEecKoM CcybCcTaHuuKM, NpoM3BEOEHHOW ans
peanusauum
(B pea. PenepanbHOro zakoHa ot 22.12.2014 N 429-03)

1. Onga BkrtodeHust dpapmaueBTUYECKON CyOCTaHUMM, NPOW3BEAEHHON AN peanusauum, B rocydapCTBEHHbIN
peecTp NeKapCTBEHHbIX CPEACTB, MPOBOAMTCS 3KCMEpTN3a ee kavyecTsa.
(B pen. PegepansHoro 3akoHa ot 22.12.2014 N 429-93)

2. BKcnepTur3a KavyecTBa yka3aHHOM B YacTu 1 HacTosiwen ctaTbh hapMaueBTU4eCcKon cybcTaHuumn, cocTaBneHne
KOMUCCUEN 3IKCMEPTOB 3aKkMioYeHUW No pesynbTaTaM 3TOW 3KCMEepPTU3bl M UX HanpaBrneHue B YNOMHOMOYEHHbIV
denepanbHbI OpraH UCMONTHUTENbHON BNACTW OCYLLECTBIAIOTCA B CPOK, HE MPEBbILIAIOWMNA WecTuaecatn paboymnx
OHel CO OHSA NOMyYeHUs SKCMEePTHbIM yYpeXxaeHnemM COOTBETCTBYHOLLEro 3ajaHusi YNofIHOMOYEHHOro dedeparibHOro
opraHa UCMOMHUTENbHOW BNACTW 1 CreayoLwnx 4OKYMEHTOB:

1) KomMsa NUUEH3UM Ha NPOWM3BOLACTBO ITEKAPCTBEHHbLIX CPEACTB WM KOMUS 3aKMYeHWss O COOTBETCTBMU
Npon3BOAMTENS NeKapCTBEHHbIX CPeAcTB TpeboBaHMAM OpaBui Haanexalen npon3soaCTBEHHON NPAKTUKK, BblOaHHbIE
YNONHOMOYEHHbIM dhejepanbHbIM OpraHoM UCMOMHUTENBHOW BNacTu, B Cnyyae, ecrnv MNpou3BOACTBO NEeKapCTBEHHOro
npenapaTta ocylectensercsa B Poccuinckon degepaumu;

2) KoMus BbIJAHHOW YMOSTHOMOYEHHbIM OpPraHOM CTpaHbl MNPOVM3BOAMTENSA MMULUEH3MM Ha MNPOM3BOACTBO
nekapCTBEHHOrO CpeAcTBa M ee nepeBof Ha pPYCCKUA A3blK, 3aBEpPeHHble B YCTaHOBMEHHOM OOpAAKe, U KoMnus
3aKIIl04YEHNsT O COOTBETCTBUM MNPOM3BOAUTENS JIEKAPCTBEHHbIX CPEeACTB TpeboBaHMAM OpaBuA  Hagnexallewn
NPON3BOACTBEHHOW MPAaKTUKW, BbI4AHHOMO YMNOMHOMOYEHHbIM (heaeparnbHbIM OpraHOM WCMOMHUTENbHOW BRactu, B
cny4yae, ecnu NpoM3BOACTBO NEKapCTBEHHOrO CpeacTBa OCyLLeCTBNAETCS 3a npeaenamu Poccuiickon deaepaumu;

3) LOKYMEHT, cofepXaluuin cnegyolime cBeaeHnsa o hapMaLeBTUYEeCKon cybcTaHLmu:

a) HaumeHoBaHve hapMaueBTUYecKon cybcTaHLmm, ee CTPyKTypa, obLime CBOMCTBA;

0) HaMMeHOBaHWe N agpec NPoM3BOANTENS;

B) TEXHOMOIMMA MPOU3BOACTBA C OMUCaHMEM CTaaui NPOU3BOACTBA WU METOOOB KOHTPONSA Ha BCeX CTaausix
nNpon3BOACTBA;

r) onMcaHue pa3paboTku npoLiecca NPOM3BOACTBA;

4) onMcaHne KOHTPOIS KPUTUYECKMX CTAQUNM NpoLecca Npon3BoACcTBa U MPOMEXYTOYHOW NPOAYKLMK;

€) OKyMeHTanbHoe nogTeepXxaeHve (Banugaumns) NpoLeccoB v (M) Nx OLEHKa;

) CBOMCTBA N CTPYKTypa OENCTBYIOLLNX BELLECTB;

3) XapaKTepucTmka npumecen;

1) cneundukaumsa Ha papmaLeBTUYECKyHo CyBCTaHUMIO 1 ee 0B60CHOBaHWE;

K) aHanuTu4eckme MeTOAMKW, UCNONb3yeMble MpU OCYLIECTBMEHUUM KOHTPONSA KayecTBa (papMaLeBTU4ECKON
cybcTaHuuuy;

n) OOKyMeHTarnbHoe noATBepXaeHue (Banugaums) aHanuTuyeckmx MeToguk, NCMoNb3yeMbIX NMPY OCYLLIECTBIIEHMN
KOHTpOrsi KayecTBa hapmaLeBTMYECKON CybCcTaHuuu;

M) pe3ynbTaTbl aHanMsa cepui papmaLleBTUYECKON cybCcTaHUmK;

H) NnepeyeHb CTaHAapTHbLIX 06Pa3LoB UMK BELLECTB, UCMOMb3YEMbIX MPU OCYLLLECTBIIEHUN KOHTPOSS Ka4ecTBa;

0) onMcaHue XxapakTepUCTUK U CBOMCTB YNaKOBOYHbIX MaTepMarnoB 1 YKYNOpPOYHbIX CPeacCTB;

n) OaHHble O CTAabUNBHOCTU hapMaLleBTUYECKON CyOCTaHUNK;

p) CPOK rogHOCTMW.

(vacTb 2 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93 (pea. 13.07.2015))

3. na npoBegeHus 9KCNepTM3bl KadecTBa yka3aHHOM B 4acTy 1 HacTosiwen crtatbn apmaueBTUYeCKOn
cybcTaHuum 3asgBuTenb NpeacTaBnseT B YNONHOMOYEHHbIN dheaepanbHbIi opraH UCMOMHUTENbHOW BRacTy:

1) 3agBneHne 0 BKMNIOYEHUN B FOCYJapCTBEHHbIN peecTp NekapCTBEHHbIX CPeAcTB AaHHOW dhapMaLeBTUYECKON
cybcTaHuuuy;

2) konusa JOKyMeHTa, MOATBEPXKAAIOLLEro ynnaTy rocy4apCTBEHHONM OOLNUHbI 33 BKIOYEHME B rOCY4apCTBEHHbIN
peecTp NeKkapCTBEHHbIX cpeacTB papmaueBTMYECKON CcybCcTaHuMu, Mpou3BedeHHOW Ans peanu3aumu, nmbo no
COBCTBEHHON WMHMUMATMBE YKa3aHHbIN OOKYMEHT. B crnyyae ero HenpeacTtaBneHusi 3asBuTenemM YNONHOMOYEHHbIN
denepanbHbIN opraH UCMONHUTENBHON BNAcTu nNposepseT bakT ynnaTbl rOCy4apCTBEHHOW MOLUNUHbI 3asiBUTENEM C
ucnosnb3oBaHneM WHdopmaumm o6 ynnaTe rocygapCTBEHHOW MOLWNMHLI, CoAaepXallenca B [ocygapcTBEHHOM
MHOPMALIMOHHOMW CUCTEME O FOCYAApPCTBEHHbIX U MYHUUMMANbHbLIX Mfatexax, Ha OCHOBaHWW npeacTaBrEHHON
3agBUTENEM KOMUU JOKYMEHTa, NoATBEpXAatoLwero ynnaTy rocyaapCTBEHHON NOLUSMWHbI;

(n. 2 B pea. ®egepanbHoro gakoHa ot 22.12.2014 N 429-93)

3) AOKYMEHTbI, YKa3aHHbIEe B YacTK 2 HACTOALLEN CTaTbW;

KoHcynbTaHTlINOC

www.consultant.ru CrpaHuua 39 u3 68
HafeXxHasa npaBoBan noaAepXXkKa


consultantplus://offline/ref=61E818616590E96E9746BF592E9771AFE2385BBF3F1AC25F02BE0E0EE8ED986DC7F69EC3F65E5BC9z2dDK
consultantplus://offline/ref=61E818616590E96E9746BF592E9771AFE2385BBF3F1AC25F02BE0E0EE8ED986DC7F69EC3F65E5BC9z2dDK
consultantplus://offline/ref=61E818616590E96E9746BF592E9771AFE2385BBF3F1AC25F02BE0E0EE8ED986DC7F69EC3F65E5BC9z2d3K
consultantplus://offline/ref=61E818616590E96E9746BF592E9771AFE2385BBF3F1AC25F02BE0E0EE8ED986DC7F69EC3F65E5BC9z2d3K
consultantplus://offline/ref=61E818616590E96E9746A1423B9771AFE1315BB63818C25F02BE0E0EE8ED986DC7F69EC3F65E5ECCz2dBK
consultantplus://offline/ref=61E818616590E96E9746A1423B9771AFE1315BB63818C25F02BE0E0EE8ED986DC7F69EC3F65E5ECCz2dBK
consultantplus://offline/ref=61E818616590E96E9746BF592E9771AFE2385AB73C1FC25F02BE0E0EE8ED986DC7F69EC3F65E5DCBz2dEK
consultantplus://offline/ref=61E818616590E96E9746BF592E9771AFE2385AB73C1FC25F02BE0E0EE8ED986DC7F69EC3F65E5DCBz2dEK
consultantplus://offline/ref=61E818616590E96E9746A1423B9771AFE1315BB63818C25F02BE0E0EE8ED986DC7F69EC3F65E5ECCz2dBK
consultantplus://offline/ref=61E818616590E96E9746A1423B9771AFE1315BB63818C25F02BE0E0EE8ED986DC7F69EC3F65E5ECCz2dBK
consultantplus://offline/ref=61E818616590E96E9746BF592E9771AFE2385BBF3F1AC25F02BE0E0EE8ED986DC7F69EC3F65E5BC9z2d2K
consultantplus://offline/ref=61E818616590E96E9746BF592E9771AFE2385BBF3F1AC25F02BE0E0EE8ED986DC7F69EC3F65E5BC9z2d2K
consultantplus://offline/ref=61E818616590E96E9746BF592E9771AFE2385BBF3819C25F02BE0E0EE8ED986DC7F69EC3F75B59zCdCK
consultantplus://offline/ref=61E818616590E96E9746BF592E9771AFE2385BBF3819C25F02BE0E0EE8ED986DC7F69EC3F75B59zCdCK
consultantplus://offline/ref=61E818616590E96E9746BF592E9771AFE2385BBF3F1AC25F02BE0E0EE8ED986DC7F69EC3F65E5BCAz2dAK
consultantplus://offline/ref=61E818616590E96E9746BF592E9771AFE2385BBF3F1AC25F02BE0E0EE8ED986DC7F69EC3F65E5BCAz2dAK
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

depnepanbHblit 3akoH 0T 12.04.2010 N 61-03

Speﬂ' ot 03.07.2016) " [okyMeHT npepoctasneH KoHncynbranTntoc
06 obpalleHnmn neKkapcTBEHHbIX CPeaCTB [laTa coxpareHus:: 16.09.2016

(c u3m. n gon., BCTyN....

(B pea. PenepanbHOro zakoHa ot 22.12.2014 N 429-03)

4) zagBneHne O Bblgave paspeleHns Ha BBO3 B Poccuiickylo ®Pefepaunio  KOHKPETHOW  MapTum
He3aperMcTpupoBaHHOIO fiekapCTBEHHOIO CPeACTBa, NpeaHa3Ha4YeHHOro AN NpoBeeHNs yKa3aHHOW aKCnepTU3bl.

(n. 4 BBeaeH PeaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-d3)

4. B TeyeHne gecatn paboumx gHen Co OHA NPUHATUS 3asiBNEHNST O BKIIOYEHUMN YKa3aHHOMW B YacTu 1 HacToAwen
cTatbi (papmaueBTUYECKOM CYOCTaHUUMM B TFOCYOAPCTBEHHBLIN peecTp JeKapCTBEHHbIX CPeaCTB U [OOKYMEHTOB,
nepeynucneHHbIX B 4Yactu 1 M NyHKTe 2 yacTu 3 HacTosWwen CTaTbW, YMNONHOMOYEHHbIN deaeparnbHbld — opraH
NCMNOMHUTENBHOW BNacTu:

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

1) NpoBOAWT NPOBEPKY MOMHOTHI M LOCTOBEPHOCTM AaHHbIX, COAEpXaluxcs B MpeAcTaBrieHHbIX 3asBUTEneM
OOKYMEHTaXx;

(B pen. PegepansHoro 3akoHa ot 25.11.2013 N 317-93)

2) NpYHMMaeT pelleHMe O HarnpaBneHWW B IKCMEPTHOE YyupexaeHue 3aJaHud Ha npoBedeHue SKcnepTusbl
KayecTBa yKasaHHOM B 4YacTu 1 HacTosiwen ctaTbu papmaueBTUYeCKOM cybcTaHuum unu ob oTkase B TakoM
HanpaBneHuu;

3) yBeOoMIisieT B 3NIEKTPOHHON UMK NMUCbMEHHOM hopMe 3asiBUTENST O NMPUHATOM PELLEHUN N B CIlyyae oTkasa C
yKasaHueM Npu4MH Takoro oTkasa.

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

4.1. B cnyyae BbiSIBNeHUS HEOOCTOBEPHOCTUM CBEAEHUMN, COAepXalluxcs B NpeAcTaBMneHHbIX 3asiBUTENEeM
MaTepuanax, yrnorHOMOY€EHHbIN befeparnbHbli OpraH WUCMONTHUTENbHOW BMNAacTWU HanpaensieT 3asBUTEMN 3anpoc 06
YTOYHEHUWN YKa3aHHbIX cBefeHuh. [aHHbI 3anpoc MoxeT OblTb nepefaH YMNONTHOMOYEHHOMY NPeACTaBUTENO
3a8BUTENS NIMYHO NOA PacnMCKy, HaMpaBneH Mo NoyTe 3aka3HbIM NMUCbMOM WIW MepedaH B 3NEKTPOHHOW ¢hopme no
TENEeKOMMYHUKaLMOHHbIM KaHanam cBA3n. B criyyae HanpaBneHus gaHHOro 3anpoca no noyte 3akasHbiM MUCbMOM OH
cuMTaeTcs NOMy4YEHHbIM MO UCTEYEHUN LLIECTU AHEN C AaThl HaNpaBfeHUs 3aKka3Horo NUCbma.

(vacTb 4.1 BBegeHa depepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

4.2. 3asBuTenb o00s3aH npeactaBuTb OTBET Ha 3anpoc  YMONIHOMOYEHHOro defdepanbHoro opraHa
NCMNOMHMTENBHOW BIIAaCTU B CPOK, HE MPeBbILIaLLNA AeBAHOCTa paboumx AHEN CO OHS MONyYeHUs AaHHOro 3arnpoca.
Cpok, ykasaHHbI B 4YacTu 4 HacToslwen cTaTbW, NPUOCTaHaBMMBAETCA CO OHS HamnpaBneHus 3asiBUTENto 3anpoca
YNOSTHOMOYEHHOTO beieparnbHOro opraHa UCMONTHUTENBHON BNACTN 40 OHA MOMYYEHUS MM OTBETA Ha AaHHbIN 3anpoc n
He y4YnTbIBAeTCHA NPU UCHUCIIEHMUM CPOKA SKCMEPTU3bl kayecTBa hapMaLeBTUYECKON cybCTaHLMM, HEUCMONbL3YyeMON Npu
Npon3BOACTBE NeKapCTBEHHbIX NpenapaToB.

(4acTb 4.2 BBegeHa dPepepanbHbiM 3aKoHOM oT 25.11.2013 N 317-03)

5. OcHoBaHMEM Ansi OTKa3a B HaMpaBfeHUN B IKCMEPTHOE YYpexOdeHue 3agaHus Ha NpoBedeHMe IKCnepTusbl
KayecTBa yKas3aHHOM B 4YacTu 1 HacTosien cTaTtbu ¢apMaueBTUYECKOM CyOCTaHUuKM SBNSAETCS HenpeacTaBrieHne
[OKYMEHTOB, YKa3aHHbIX B 4aCTu 2 HaCTOsILLEN CTaTbl, OTCYTCTBME MHdOpMauun, noaTeepxaawwen dakt ynnatbl
rocyJapCTBEHHON [OLINWHBLI 3a BKNOYeHMEe dapmaueBTUYECKOW CyOCTaHLuMK, Npou3BedeHHOW ANna peanu3auuu, B
rocy1apCTBEHHbIN PeecTp NeKkapCTBEHHbIX CPeACTB, HenpeacTaBneHne 3asBuTenemM B yCTaHOBMEHHbIN CPOK OTBETa Ha
yKasaHHbI B YacTu 4.1 HacTosILEN CTaTbM 3anpoc YNOSIHOMOYEHHOro heepanbHOro opraHa UCMOMHUTENBHOW BriacTu
UnNu NpeacTaBneHne JOKYMEHTOB, HE cogepKallux ncHepnbIBatoLLEero nepeyHs Heo6XxoauMbIX CBEAEHNN.

(4acTb 5 B pea. PepgepanbHoOro akoHa ot 22.12.2014 N 429-03)

6. B TedyeHne naTHaguaT pabounx gHen co AHA NONyYeHUst peLleHns YNorTHOMOYEHHOro defepanbHOro opraHa
WCNOSTHUTENBLHOM BNACTU O HaNpaBfieHUN B 3KCMEPTHOE yuYpexaeHne 3afaHus Ha MnpoBedeHue 3KCnepTusbl KavecTBa
yKka3aHHOM B YacTu 1 HacToswweln ctatbk hapmaueBTUYECKON CyOCTaHUMM 3asiBUTENb NPeACTaBnsieT B SKCNepTHoe
yupexgeHve Ond npoBefeHuMs [OaHHOW 3KchnepTuabl obpasubl hapmaueBTUYecKkor cybcTaHuum B KONUMYECTBE,
HeoOXOOMMOM [Afisl BOCMNPOM3BEAEHUS METOOOB KOHTPOMS KayecTBa. OKCMEPTHOE YYpexXOaeHue npu MonyyYeHun
00pasuyoB yka3aHHOM B YacTu 1 HacToswen cTatbl apmauleBTUYECKOM CyOCTaHUMM BblOaeT 3asdABUTENIO [LOKYMEHT,
NoATBEPXAAWMIA NofyYyeHne 3Tmx obpasuos, M B CPOK, He MpeBblllalWwmi Tpex paboumx AHen, yBegomnseTr B
3ANEKTPOHHOWN NN NMUCbMEHHON hopmMe 06 3TOM YNONMHOMOYEHHbIN dheaeparibHbIi OpraH UCMOMHUTENbHOW BNacTn. 3Tu
CPOKU He BKITHYaKTCHA B CPOK NpOBeAeHUS AaHHOW SKCNepTU3bl.

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

7. OKyMeHTbI, NOCTYNMBLLME B SKCMEPTHOE yupexaeHue AN NPOBEAEHUS 3KCMEepTU3bl KavyecTBa YKa3aHHOW B
yacTn 1 HacTosLwen ctaTbn hapMaLeBTUYECKON cybCcTaHUmMN, noanexat BO3BpaTy B YMOJTHOMOYEHHbIN deaeparnbHbIN
OpraH NCNOMNHUTENBHON BNACTN OQHOBPEMEHHO C 3aKMIOYEHUAMU MO pesynbTaTam NPOBEAEHHON SKCNepPTU3bI.

8. B cpoK, He npesBblaoWmi NATU pabounx OHEeN CO OHA NOMyYeHUs1 3aKMYEeHUs KOMUCCUWU 3KCMEepPTOB MO
pesynbTataM 3KCNepTu3bl KayecTBa YkasaHHOW B 4acTu 1 HacTodwen ctaTbM apmaueBTUYECKONW CyOcTaHumK,
YNOMHOMOYEHHbIV doefieparbHblid OpraH UCNONHUTENBHOW BNACTH:

1) ocyLLeCTBNSAET OLEHKY TAKOrO 3aKMYeHus Ans onpedefieHvsl ero COOTBETCTBUS 3adaHMI0 Ha MpoBedeHue
[aHHOM 3KCnepTu3bI;

2) NpUHMMaET peLleHmne O BKIIOYEHUM YKa3aHHOW B YacTu 1 HacTosiwen ctatbk hapmaueBTuyeckon cybctaHumm

KoHcynbTaHTlINOC

www.consultant.ru Crpanuua 40 un3 68
HafeXxHasa npaBoBan noaAepXXkKa


consultantplus://offline/ref=61E818616590E96E9746BF592E9771AFE2385BBF3F1AC25F02BE0E0EE8ED986DC7F69EC3F65E5BCAz2d8K
consultantplus://offline/ref=61E818616590E96E9746BF592E9771AFE2385BBF3F1AC25F02BE0E0EE8ED986DC7F69EC3F65E5BCAz2d8K
consultantplus://offline/ref=61E818616590E96E9746A1423B9771AFE13D5EB83B19C25F02BE0E0EE8ED986DC7F69EC3F65E5CCDz2d2K
consultantplus://offline/ref=61E818616590E96E9746A1423B9771AFE13D5EB83B19C25F02BE0E0EE8ED986DC7F69EC3F65E5CCDz2d2K
consultantplus://offline/ref=61E818616590E96E9746BF592E9771AFE2385BBF3F1AC25F02BE0E0EE8ED986DC7F69EC3F65E5BCAz2dFK
consultantplus://offline/ref=61E818616590E96E9746BF592E9771AFE2385BBF3F1AC25F02BE0E0EE8ED986DC7F69EC3F65E5BCAz2dFK
consultantplus://offline/ref=61E818616590E96E9746BF592E9771AFE2385BBF3F1AC25F02BE0E0EE8ED986DC7F69EC3F65E5BCAz2dCK
consultantplus://offline/ref=61E818616590E96E9746BF592E9771AFE2385BBF3F1AC25F02BE0E0EE8ED986DC7F69EC3F65E5BCAz2dCK
consultantplus://offline/ref=61E818616590E96E9746BF592E9771AFE1315DBC3F1DC25F02BE0E0EE8ED986DC7F69EC3F65F5FCDz2d3K
consultantplus://offline/ref=61E818616590E96E9746BF592E9771AFE1315DBC3F1DC25F02BE0E0EE8ED986DC7F69EC3F65F5FCDz2d3K
consultantplus://offline/ref=61E818616590E96E9746BF592E9771AFE2385BBF3F1AC25F02BE0E0EE8ED986DC7F69EC3F65E5BCAz2d3K
consultantplus://offline/ref=61E818616590E96E9746BF592E9771AFE2385BBF3F1AC25F02BE0E0EE8ED986DC7F69EC3F65E5BCAz2d3K
consultantplus://offline/ref=61E818616590E96E9746BF592E9771AFE1315DBC3F1DC25F02BE0E0EE8ED986DC7F69EC3F65F5FCDz2d2K
consultantplus://offline/ref=61E818616590E96E9746BF592E9771AFE1315DBC3F1DC25F02BE0E0EE8ED986DC7F69EC3F65F5FCDz2d2K
consultantplus://offline/ref=61E818616590E96E9746BF592E9771AFE1315DBC3F1DC25F02BE0E0EE8ED986DC7F69EC3F65F5FCCz2dAK
consultantplus://offline/ref=61E818616590E96E9746BF592E9771AFE1315DBC3F1DC25F02BE0E0EE8ED986DC7F69EC3F65F5FCCz2dAK
consultantplus://offline/ref=61E818616590E96E9746BF592E9771AFE2385BBF3819C25F02BE0E0EE8ED986DC7F69EC3F75B59zCdCK
consultantplus://offline/ref=61E818616590E96E9746BF592E9771AFE2385BBF3819C25F02BE0E0EE8ED986DC7F69EC3F75B59zCdCK
consultantplus://offline/ref=61E818616590E96E9746BF592E9771AFE2385BBF3F1AC25F02BE0E0EE8ED986DC7F69EC3F65E5BCAz2d2K
consultantplus://offline/ref=61E818616590E96E9746BF592E9771AFE2385BBF3F1AC25F02BE0E0EE8ED986DC7F69EC3F65E5BCAz2d2K
consultantplus://offline/ref=61E818616590E96E9746BF592E9771AFE2385BBF3F1AC25F02BE0E0EE8ED986DC7F69EC3F65E5BC5z2dAK
consultantplus://offline/ref=61E818616590E96E9746BF592E9771AFE2385BBF3F1AC25F02BE0E0EE8ED986DC7F69EC3F65E5BC5z2dAK
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

depnepanbHblit 3akoH 0T 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapCcTBEHHbIX cpeacTs”

(c u3m. n gon., BCTyN....

[okyMeHT npepoctasneH KoHncynbranTntoc
[ata coxpaHeHus: 16.09.2016

B rOCY[apCTBEHHbIV PEECTP NIEKAaPCTBEHHbIX CPEACTB UMW peLleHne 06 0Tkase B TakOM BKITHOYEHUN;

3) BHOCUT Npuv NPUHATUM PELLEHNSI O BKIIIOYEHUM YKa3aHHOW B 4acTu 1 HacToswern ctaTbu chapmMaueBTUYECKOW
cybCcTaHuumM B rocyapCTBEHHbBIN PEECTP JIEKapCTBEHHbIX CPEACTB MPeAyCMOTPEHHYK NMyHKTOM 2 yactu 1 ctatbn 33
HacToswero PepepanbHOro 3akoHa nHdopMaLmio U yBegoMnaetT 00 3TOM B 3MEKTPOHHOW WM MUCbMEHHON dhopme
3aaBuUTENS.

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

9. OcHoBaHMeM [Anis1 OTKa3a BO BKMIOYEHUM yKasaHHOM B 4acTu 1 HacTosllen cTaTbuM apmaueBTUYeCcKon
cybCcTaHuMM B TrOCYyOapCTBEHHbIA PEECTp JlIeKapCTBEHHbIX CPEACTB SBMNSETCA pelleHne COOTBETCTBYHLLEro
YMOSTHOMOYEHHOro befepanbHOro opraHa WCMOSNHUTENbHOM BAAcTM O TOM, YTO KavyecTBO (hapmaLeBTUYECKON
cybcTaHuumn He NoATBEPXKAEHO NONYYEHHBIMW AaHHBIMU.

(yacTtb 9 BBefeHa PenepanbHbiM 3akoHOM OT 22.10.2014 N 313-93)

10. He ponyckaeTcs BKIOYEHME B rOCYAapCTBEHHbIV PEeCTp nekapCTBEHHbIX CpeacTB 0aHOW hapMaLeBTU4ECKON
cybcTaHummn, NponsBeeHHON ANs peanu3auum U BbiNyCKaeMOW OOHVMM M TEM Xe Npou3BOOUTENEM, B BUAE ABYX U
Bonee peecTpoBbIX 3aNnNCeN.

(4actb 10 BBegeHa depepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

11. BHeceHVe uameHeHn B JOKYMEHTbI Ha (papMaLeBTMYECKyo CybCcTaHLmMIo, MPOU3BeeHHY0 ANs peanusauun
N BKIMOYEHHYIO B FOCYJapCTBEHHbIN PEECTP JEKApPCTBEHHbIX CPEACTB, OCYLLUECTBASIETCSA B MNOpsAKe, YCTaHOBNEHHOM
ctateamu 30 1 31 HacTosiwero PefepanbHOro 3akoHa, C ynnaTol rocyaapCTBEHHOW MOLUMWHLI, MpeayCMOTPEHHON
3akoHogaTenbcTBOM Poccuiickon Pegepaumm o Hanorax n cbopax.

(4actb 11 BBegeHa depepanbHbiM 3aKoHOM OT 22.12.2014 N 429-03)

12. Jonyckaetcsa obpalieHve dapmaLeBTMYeckux cybcTaHuun, NponsBedeHHbIX A8 peanv3aunm, B TeYeHre cTa
BOCbMUOECATM OHEW OO0 W MOCMe MNPUHATUS YNOMHOMOYEHHbIM dhedeparibHbiM OpraHOM MWCMOSIHUTENbBHON BRacTu
peLLeHns O BHECEHUM U3MEHEHWNI B OKYMEHTbI Ha (hapMaLeBTUYECKY0 CyOCTaHLMI0, NPON3BEAEHHYIO AMs peanv3auum
N BKIMOYEHHYI0 B rOCYJapCTBEHHbIN PEECTP NeKapCTBEHHbIX CPeacTB.

(vyacTb 12 BBegeHa deaepanbHbIM 3aKkOHOM OT 22.12.2014 N 429-93)

13. PelweHne 06 WUCKMNOYEHMM U3 FOCYOAPCTBEHHOIO peecTpa NeKapCTBEHHbIX CPeacTB dapMaLeBTUYECKON
cybcTaHuun, nNpov3BEdEeHHOW ANd  peanu3auun, MpPUHUMAETCs  YNOMHOMOYEHHbIM  begepanbHbiM  OpraHoMm
MCMNOMHMTENBHOW BNacTu B Criyyae:

1) npenctaBneHns COOTBETCTBYHOLUM YMNOIHOMOYEHHbIM dhedepanbHbiM OpPraHoM MCMOMHUTENbHOW BNacTu
3aKkroYeHnss 0 pucke unu o6 yrpose Xu3HW WM 300POBbI0  YeroBeka nMBO XMBOTHOMO MpU  UCMNOSMb30BaHUM
nekapcTBEHHOro CpeacTBa;

2) nogaym pas3paboTynMkoM NEKApPCTBEHHOrO CPeAcTBa WM NPOM3BOAMTENEM NEKapCTBEHHOrNO CpeacTBa nmbo
YMOSTHOMOYEHHBIM UMW OPYIMM OPUONYECKMM NMLOM 3asiBNeHus 00 MCKIIOYEHWM M3 TFOCydapCTBEHHOIO peecTpa
nekapCTBEHHbIX cpeAcTB hapMaLeBTUYECKON CybCcTaHUmMmM, Npou3BegeHHON AN peanusaumu;

3) oTcyTCcTBUS hapmaLeBTUYeCKon cybcTaHumm, Npon3BeaeHHON Ans peanusauum, B obpalleHnm B Poccuiickon
depnepaumm B TeueHue Tpex n 6onee ner.

(vacTb 13 BBegeHa deaepanbHbIM 3aKkOHOM OT 22.12.2014 N 429-93)

Cratbs 35. YtpaTtuna cuny ¢ 1 niona 2015 roga. - ®PegepanbHbivi 3akoH oT 22.12.2014 N 429-03.

Cratba 36. O6xanoBaHue peleHnss o6 oOTka3e B Bblgaye paspelleHnss Ha NpoBeAeHUe KIMHUYECKOro
nccrnefoBaHus riekapCTBEHHOMO NpenapaTta, peleHns o6 OoTKase B roCyAapCTBEHHOW pPerucrpaumm fekapCTBEHHOro
npenapara, 3aKknto4eHNs1 KOMUCCUM SKCNEPTOB SKCMEPTHOTO YYPEXOEHUS UMW 3aKITOYEHUSA COBETA MO 3THKE

(B pea. PepgepanbHoro gakoHa ot 22.12.2014 N 429-93)

PelueHne cOOTBETCTBYHIOLLErO YNOTHOMOYEHHOTO hefeparibHOro opraHa WCMONMHUTENbHOW BriacTu o6 oTkase B
Bblaaye paspeLLeHns Ha NPOBeAEHNE KITMHUYECKOTO UCCNEAoBaHNSA NeKapCTBEHHOTO Npenaparta, peleHne ykasaHHoro
denepanbHOro opraHa WCMOMHUTENbHOM BnacT o6 oTkase B roCyAapCTBEHHOM peructpauuy neKkapCTBEHHOro
npenapara, 3aKio4YeHne KOMUCCUM IKCNEPTOB SKCMEPTHOrO YYpPEeXAeHUs UK 3aKrioyYeHne coBeTa Mo 3TUKE MOXEeT
GbiTb 06arnoBaHo B Nopsiake, yCTaHOBMEHHOM 3akoHogaTenbcTBoM Poccuiickont ®egepaumun. 3aknoyeHne aKcnepTa,
0ohOpPMIIEHHOE MO WTOraM 3KCMEepPTU3bl B LENsSX OnpederieHnsl B3aMMO3aMeHSIEMOCTM  3apermcTpupoBaHHOMO
NeKapcTBEHHOro npenaparta, MoOXeT OblTb 06XanoBaHO [JepXaTenem Wnu  BnagesnbuemM perncTpauvoHHOro
YIOCTOBEPEHMS1 NEKapCTBEHHOIO npenaparta B KOMUCCUIO SKCMEPTOB 3KCMEPTHOrO yUpexaeHus. 3aknioveHme KoOMUccum
3KCMEePTOB IKCNEPTHOro yupexaeHusl, oopMIIeHHOe Mo UToram nepecMoTpa 06XKanoBaHHOIO 3aKMYeHUs JKcrepTa,
MOXeT OblTb OCMOPEHO AepXaTenem Unu BnagernbLUemM perMcTpaLrMoHHOro YOoCTOBEPEeHMs NekapCcTBEHHOrO npenapara
G0 yNonHOMOYEHHBbIM UMM NMLOM B Mopsiake, YCTaHOBNEHHOM 3akoHodaTtenbcTBoM Poccuiickoin ®epepaumnn. Mpu
o6xxarnoBaHMK peLleHnst YNoSTHOMOYEHHOrO dheaepanbHOro opraHa WCMONHWUTENBHOM BNacTW, 3aKrlouYeHust aKkcnepTa
UM KOMUCCUM 3KCTIEPTOB JKCMEPTHOTO YYPEXOEHWS, 3aKIOYEeHUs COBeTa MO 3TWKe AepxaTtell Wnv  Bragenel
PEerucTpaumoHHOrO YAOCTOBEPEHUS IeKkapCTBEHHOro rnpenapaTta nnGo  YNofIHOMOYEHHOE UMM NMUO  Brpaee
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03

Speﬂ' ot 03.07.2016) " [okyMeHT npepoctasneH KoHncynbranTntoc
06 obpalleHnmn neKkapcTBEHHbIX CPeaCTB [laTa coxpareHus:: 16.09.2016

(c u3m. n gon., BCTyN....

npeactaBuUTb pe3ynbTaTbl 3KCNEPTU3bl NEKapCTBEHHOIO npenaparta, MPOTOKOSbl MNOMYy4YEeHHbIX akKkpeaAnToBaHHbIMU
nenbltTaTesnbHbIMA na6opaTopV|;|MV| (U,eHTpaMI/I) pes3ynbTaTtoB nccnegoBaHuin, UCNbITAHUA,

Cratbsa 37. WHpopmauums, cBs3aHHasi C OCYLLUECTBIEHMEM TOCYyAapCTBEHHON pPEerncTpaumm nekapCTBEHHbIX
npenapaTtoB, WH(MOPMaLUNS O 3aperncTpuMpoBaHHbIX NEKapCTBEHHbIX NpenapaTtax W NekapcTBEHHbIX npenaparax,
WCKIHOYEHHbIX U3 rOCYAapCTBEHHOrO peecTpa NekapCTBEHHbIX CPEACTB

1. CoOTBETCTBYHOLLMI YNONHOMOYEHHbIM doeeparnbHbI OpraH WCMNOMHUTENBbHOW BnacTy pa3MellaeT Ha CBOEM
odmumansHoOM canTe B ceTh "MHTepHeT" MHGopMaLuuio, CBSAI3aHHYIO C OCYLLIECTBIEHMEM rOCYy4apCTBEHHOW perncTpawumm
nekapCTBEHHbIX NpenapaToB, B TOM YMCe NpOBeAEeHMEM SKCNepTU3bl JIEKapCTBEHHbIX CPeacTB (BkMOYas pesynbTaTbl
ee NpoBefeHns), MHOPMaLMIO O 3apPErMCTPMPOBAHHBLIX NEKApPCTBEHHbLIX NpenapaTtax M NekapCTBEHHbIX npenapaTtax,
UCKIHOYEHHbIX U3 rOCYAapCTBEHHOrO peecTpa NekapCTBEHHbIX CPeACTB, HE NO3AHEE YeM Yepes NATb pabounx OHen co
[OHSA NonyyYeHns COOTBETCTBYIOLLUM YMOMHOMOYEHHbIM doefieparibHbIM OpraHoM UCMOSNTHUTENbBHOW BRacTu 3asdBfeHust O
rocyJapCTBEHHOM perMcTpaunm nekapcTBEHHOTO npenapara.

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

2. CpoKn 1 NopsajoK pasMeLLEeHNs YKa3aHHOW B 4acTM 1 HacTosiwen craTbi MHGOpMauuM yCTaHaBIMBalOTCHA
YNOSTHOMOYEHHbIM dheeparnbHbIM OPraHoOM UCMOSTHUTENBHOM BriacTu. MHopmaums, ykasaHHasa B Yactu 1 HacTosien
cTaTbi, ABMSAETCA OTKPLITON M O6LEAOCTYNHON M NPedoCTaBnsieTCs 3auHTEPEeCOBaHHbIM NULAaM B COOTBETCTBUM C
3akoHoAaTenscTBoM Poccuinckon depepaumu.

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

Mnaea 7. KMMHUYECKUE NCCNEOAOBAHUA NEKAPCTBEHHbIX
NPEMNAPATOB AnNA MEANWLUMUHCKOIO NPMMEHEHUA, OTOBOP
OB X NMPOBEOEHUN, NPABA NMALUMEHTOB, YYACTBYIOLLUX
B 3TUX UCCNEOQOBAHUAX

Cratbs 38. KnuHnyeckue nccrnenoBaHus JNIeKapCTBEHHbIX NMpenapaTtoB Ald MeguumMHCKOro npuMmeHeHns

1. KnuHunyeckne uccrnenoBaHUs NEKapCTBEHHbIX NpenapaTtoB Ans MeOUUMHCKOro NPUMEHEHWUsl, B TOM 4ucrne
MeXOyHapO4Hble MHOMOLLEHTPOBbIE, MHOTOLIEHTPOBLIE, MOCTPErNCTPaLNOHHbIE, NPOBOASATCS B OLHOW UMM HECKOSbKMX
MEeOULMHCKUX OpraHM3aumax B COOTBETCTBMM C OPaBUNAMW Hagmnexallen KINMHUYECKOW MPaKTUKW, YTBEPXKAEHHBbIMU
YMOSTHOMOYEHHbIM hefiepanbHbIM OpraHoM UCMOMNHUTENBHOWM BIACTU, COOTBETCTBEHHO B CreAyLNX Lensix:

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

1) yctaHoBneHne 6e30MacHOCTM IeKApCTBEHHbIX MNpenapaToB ANa  340poBbiXx  AobpoBonbueB W (Mnn)
NepeHOCNMOCTU MX 300POBbIMM JOBPOBONbLAMM, 33 UCKIIOYEHNEM TaKUX UCCNEAOBaHUN NEKapCTBEHHbIX NpenapaTos,
nponseeneHHbIX 3a npegenamu Poccunckon ®enepaunu;

2) nogbop onTMManbHbIX [OO03MPOBOK JEKAPCTBEHHOIO Mpenapata M Kypca nedeHuss Ans MNauueHToB C
onpeferneHHbiM 3aboneBaHMeM, ONTUMAsbHbIX 403 U CXeM BaKUMHALMN MMMYHOOMONOIrMYECKMMU FEKapCTBEHHBbIMU
npenapaTamu 340poBbIX JOOPOBONbLEB;

3) yctaHoBneHne ©e3onacHOCTU feKkapCTBEHHOrO npenapata u ero 3geKTMBHOCTM AN MauueHToB C
onpegeneHHolM 3aboneBaHvemMm, nNpodUNakTU4eckon IPGPEKTUBHOCTY MMMYHOBUOMNOrMYECKUX JeKapCTBEHHbIX
npenapaToB ANns 340pOBbIX 4OOPOBONbLLEB;

4) n3yyeHve BO3MOXHOCTM pacCLIMPEHUs MOKasaHWA Anst MEOULMHCKOTO NMPUMEHEHUSI U BbISIBNEHWS paHee
HEN3BECTHbIX MOBOYHbIX AEACTBUIA 3aperMcTPUpPOBaHHbIX NEKAPCTBEHHBIX NPenapaTos.

2. B oTHOLWeEHUN BOCNPOM3BEAEHHbIX JIEKapCTBEHHbIX NMPenapaToB ANd MeAWLMHCKOro MpUMEHEHMsT MPOBOAATCH
nccrieqoBaHusa OGUO3KBUBANEHTHOCTU U (M) TepaneBTMYECKOW SKBMBANEHTHOCTW B OOpAdKe, YCTaHOBIIEHHOM
YNONTHOMOYEHHbLIM hefepanbHbIM OpraHoM UCMNONMHUTENbHOWN BRacTu.

3. OpraHuzaumio NpoBeAEHUST KITMHUYECKUX WCCNEeOOBaHWIA NeKapCTBEHHOrO npenapata Ans MeauUMHCKOro
NPYMEHEHMS BNpaBe OCYLLECTBNATb:

1) paspaboTymk NekapcTBEHHOrO Npenapara Unn ynosIHOMOYeHHOE MM NNLLO;

2) oOpasoBaTenbHble  OpraHusauuu BbICLLETO obpaszoBaHus, opraHusaumm OOMOSTHNTENBHOTO
npodeccuoHansHOro oopasoBaHuns;

(n. 2 B pea. PegepanbHoro zakoHa ot 02.07.2013 N 185-d3)

3) Hay4Ho-MUccrnefoBaTeNbCKME OpraHn3aLmm.

4. KnuHn4yeckne uccneaoBaHus NEKapCTBEHHOro npenapaTta Ans MeAWLMHCKOro MPUMEHEHMSI MPOBOASTCA Ha
OCHOBaHUM paspeLleHnsi Ha NpOBeAEeHME KIMHMYECKOTO MWCCMeAoBaHMsA JIEeKAapCTBEHHOro mnpenapaTa, BblAAaHHOMO
YMONTHOMOYEHHbIM  (befepanbHbIM - OpraHOM  UCMOMHUTENBHOW BnacTW. YMOMHOMOYEHHbIN beaepanbHbii  OpraH
WCMNOMHMTENBHOW BnacTu BedeT pPeecTp BblAaHHbIX paspelleHnin Ha MpoBedeHne KIMMHMYECKMX WCCNedoBaHun
rnekapCTBEHHOro npenaparta, CoaepXalluin ykasaHvue Ha UX Lerb U1 Lenu, B yCTaHOBNEHHOM 3TMM OPraHoM nopsigke.
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03

Speﬂ' ot 03.07.2016) " [okyMeHT npepoctasneH KoHncynbranTntoc
06 obpalleHnmn neKkapcTBEHHbIX CPeaCTB [laTa coxpareHus:: 16.09.2016

(c u3m. n gon., BCTyN....

(B pea. ®eneparnbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-®3)

5. Ytpatun cuny ¢ 1 uionga 2015 roga. - PegepanbHbiin 3aKoH oT 22.12.2014 N 429-93.

6. K opraHusauum npoBefeHust KIMHUYECKUX MCCNEedOBaHWIA JNIEKapCTBEHHOro npenapaTta Ans MeguuMHCKOro
NpMMeHeHns1 pa3paboTyMKOM FeKapCTBEHHOIO npenapata MOryT MpuBrnekaTbCs opuguyeckne nuua nobow
OpraHn3auMoHHO-NPaBoBOM OPMbI MpPU YCNoBuM oBecrnedeHns COOTBETCTBMA ITUX MCCnegoBaHui TpeboBaHMAM
HacTosLero PenepanbHOro 3akoHa.

7. KnuHnyeckne unccrnenoBaHUA NeKapCTBEHHbIX MpenapaTtoB And MeOULUHCKOrO MPUMEHEHUs1 NMPOBOAATCA B
MEeOULMHCKUX OpraHM3aumnsX, akkpeauToBaHHbIX YNONMHOMOYEHHbIM befepanbHbIM OpraHoM UCMONTHUTENLHOW BRacTv B
nopgaake, ycraHosrneHHoM lNpaeuTtensctBoM Poccuiickon ®egepauuu.

8. llepeyeHb MeOWUMHCKMX OpraHv3auui, WUMeKLWMX MpaBo MNPOBOAUTb KIMHWYECKME UCCregoBaHUS
NeKapCTBEHHbIX MpenapaTtoB A MEAUMUMHCKOrO MPUMEHEHMS, N peecTp BblaHHbIX pa3pelleHuin Ha npoBeaeHune
KIMUHUYECKUX UCCRedOBaHUA NeKapCTBEHHbIX NpenapaToB OnybriMKOBLIBAOTCA U pasMeLLaloTcs  YNONHOMOYEHHbIM
denepanbHbIM OpPraHoOM MWCMOMHUTENbHOW BRacTv B YCTAHOBMEHHOM MM NOpske Ha CBOeM odumLmanbHOM canTe B
cetn "HTepHeT".

Cratbs 39. PelweHve O npoBedeHWM KIMHUYECKOrO WCCMeAoBaHWA NeKapCTBEHHOro npenaparta  Ans
MEeOULMHCKOrO NPUMEHEHNS
(B pen. PepepansHoro gakoHa ot 22.12.2014 N 429-03)

1. KnuHnyeckoe nccnegoBaHne nekapCTBEHHOrO npenapaTta Ans MeauuUMHCKOro NpUMEHEeHUs MpoBOoAUTCS Ha
OCHOBaHWMN paspelleHns Ha NPOBEAEHME KITMHUYECKOro WCCNenoBaHust JekapCTBEHHOro npenaparta, BblAaHHOIo
YMNOSTHOMOYEHHbIM dheeparnbHbIM OpPraHOM WCMOSNTHUTENbHOW BlacTM MO pe3ynbTaTam SKCMepTU3bl OOKYMEHTOB,
HeobxooMMBbIX AN NONyYeHUs paspeLleHns Ha NpoBeAeHUE KITMHNYECKOro UCcrneaoBaHus NekapCTBEHHOro npenapaTa
N 9TUYECKOW IKCNEPTU3bI.

2. Inga nonyyeHus paspeLleHnsi Ha NpoBeaeHne KNMHUYECKOro MCCrnefoBaHUA nekapCcTBEHHOro npenaparta ang
MEOULMHCKOTO NMPUMEHEHUS 3asBUTENb MNPeACTaBnsieT B YMNONHOMOYEHHbI dhefeparnbHbIil OpraH WUCMONTHUTENbHON
BRacTu:

1) 3asiBneHne o Bblgaye paspeLleHns Ha NPoBeAEeHME KITMHUYECKOro UCCNeoBaHns NIeKapCTBEHHOMO npenapaTta
A5 MeAMLMHCKOro NPUMEHEHMS;

2) Konuu [OKYMEHTOB, MOATBEPXOAWWMX YNnaTy rocygapCTBEHHOM OOLINWHBI 3@ NPOBEAEHME 3TUYECKOW
9KCNEepTU3bl, IKCNEPTU3bl JOKYMEHTOB Ha fEeKapCTBEHHbIN npenapaT Ans NOonyyYeHWs paspelleHusl Ha npoBefeHue
KNMMHUYECKOrO UCCNeAoBaHMs NIEKapCTBEHHOrO Npenapara Ais MeauUMHCKOro NPUMEHEHWS, 3a Bbi4ady pa3peLleHns Ha
npoBefeHne KIMHUYECKOrO WCCrefoBaHNs JleKapCTBEHHOro mnpenapata Ang  MeOULUMHCKOro MNpUMEHEHMs, 3a
NpoBefeHMe IKCNePTU3bl AOKYMEHTOB Ha JIeKApCTBEHHbIA MpernapaT gfis MNoSydyeHus paspelleHust Ha NpoBefeHue
MEXAYHApPOAHOro MHOrOLEHTPOBOro KIIMHUYECKOrO0 WMCCreaoBaHUsA NEeKapCTBEHHOro npenapara ans MeguuuHCKOro
NPUMEHEHWs, 3a Bblgayy paspelleHns Ha npoBedeHne MeXOyHapoO4HOro  MHOFOLEHTPOBOrO  KMMHMYECKOro
nccrnegoBaHna NekapcTBEHHOro npenapara ans MeguuMHCKOro NpUMEHEHWs, 3a NPOBEAEHNE 3TUYECKON IKCNepTusbl,
3KCMEepTM3bl [OOKYMEHTOB Ha JIEKApCTBEHHbIM MpenapaTt Ans MOofyyYeHWs  paspelleHMss  Ha  NpoBeAeHue
NOCTPErNCTPALMOHHOIO KITMHNYECKOrO UCCNeaoBaHMs NekapCTBEHHOIo npenapara Ans MeguuuHCKOro NnpuMeEHeHus!, 3a
Bbldayy paspelleHnss Ha npoBedeHMEe MNOCTPErNCTPALMOHHOIO  KIMMHMYECKOrO  MCCNeaoBaHWUst  JIeKapCTBEHHOIO
npenapaTa gns MeAMUMHCKOrO MPUMEHEHUS, UM NO COBCTBEHHOW MHMLUMATUBE YyKasaHHble OOKYMeHTbl. B cnydae
HenpeacTaBneHUs 3asBUTENEeM YKa3aHHbIX JOKYMEHTOB YMOMHOMOYEHHbI defepanbHblidi opraH WCNONHUTENBHON
BNactu npoBepsieT akT ynnaTbl rOCy4apCTBEHHOM MOLWMMHBLI C UCMOMb30BaHWEM WHopmauun 06 ynnaTe
rocygapCTBEHHOM NOLWMNHBI, cogepallencs B focyaapCTBEHHON MHEOPMALMOHHONW CUCTEME O FOCYOAPCTBEHHBLIX U
MYHMLUMMAnNbHbLIX NfaTexax, Ha OCHOBaHUM NPeACTaBEHHbIX 3asBUTENEM KOMUIA AOKYMEHTOB;

3) MPOTOKON KMMHMYECKOrO MCCIeaoBaHMs NIEKAapCTBEHHOIO NpenapaTa 418 MegMLMHCKOro NPUMEHEHWS;

4) GpoLutopy nccnegoBaTens;

5) MH(pOPMaLMOHHBIV NTIMCTOK NAUMEHTa;

6) cBegeHust 06 onbiTe paboTbl UccreaoBaTeNnen No COOTBETCTBYOLWMM CNELManbHOCTAM M UX OnbiTe paboTsl No
NPoBEeAEHMNIO KIMMHNYECKUX UCCneaoBaHui;

7) cBedeHMss O MEAMUMHCKMX OpraHusaumsax, B KOTOpbIX MpeanoriaraeTcs npoBeAeHne  KIMHUYECKOro
nccnegoBaHMsa NeKapCTBEHHOMO nNpenaparta s MeguuUMHCKOro NpMMeEHEeHUs (MofTHOe U COKpaLLEeHHOE HaMMEHOBaHUS,
OpraHnsaunoHHO-NpaBoBas hopma, MECTO HAXOXKAEHMS U MECTO OCYLLLECTBMNEHUSA OEeATENbHOCTH, TenedoH, Tenedakc,
aZlpec 3NEKTPOHHON MOYTbI KXA0M MeANLIMHCKON OpraHn3aumm);

8) cBeaeHus o0 NpegnonaraemMbix Cpokax NpoBeAeHUst KITMHUYECKOro UCCnefoBaHns fNekapcTBEHHOro npenapara
Ans MeAMLUMHCKOro NPUMEHEHMS;

9) konuio goroBopa 06s3aTeNlbHOr0 CTpPaxoBaHWs, 3aKMOYEHHOTO B COOTBETCTBMM C IMOOBLIMWA NpPaBUNAMU
00a3aTenbHOro CTpaxoBaHWsi, C YKa3aHWEM MNpPeAenibHOM YMCINEHHOCTU MaLMEHTOB, YYacCTBYHLUMX B  KIMHUYECKOM
nccnegoBaHMmM NiekapCTBEHHOMO npenapaTta s MeguUMHCKOro MPUMEHEHUS;
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapCcTBEHHbIX cpeacTs”

(c u3m. n gon., BCTyN....

[okyMeHT npepoctasneH KoHncynbranTntoc
[ata coxpaHeHus: 16.09.2016

10) uHcpopmaLmio 0 cocTaBe NekapcTBEHHOro nNpenapaTa M8 MeAUUMHCKOro NpUMEHeHUs;

11) OOKYMEHT, COCTaBIIEHHbIN MPON3BOAUTENEM NEKAPCTBEHHOMO NpenapaTta aAnst MeAMLMHCKOro MPUMEHEHUS U
cofepXallmnm nokasaTenu (xapakTepucTuKM), a Takke CBeOeHWsi O feKkapCTBEHHOM npenapaTte Ans MeguuUHCKOro
NPYMEHEHWS, MPON3BEeAEHHOM 415 MPOBEAEHNS KIMHUYECKNX UCCIef0BaHUi;

12) KOnu1Io NMLEH3UN Ha NPOM3BOACTBO JIEKAPCTBEHHbBIX CPEACTB B Crlyyae, eCriv nNpoun3BOACTBO JIEKApCTBEHHOMO
npenapaTta ocylectensietca B Poccunckon defepaumn, Mnm KONUIO 3akmOYEHUS O COOTBETCTBUM MPOU3BOAUTENS
nekapcTBeHHOro npenapata TpeboBaHvMAM [OpPaABUN Hagnexawen npou3BOACTBEHHOW MNPAKTUKM,  BbIOAHHOMO
KOMMETEHTHbIM YMOSTHOMOYEHHbLIM OPraHOM CTpPaHbl NPOV3BOAMTENSA NEKAPCTBEHHOMO Npenapara.

3. B cpok, He npeBblWamLWmii NATU paboyvmx gHEN CO OHA MPUHATUS YKa3aHHOro B MyHKTe 1 4acTu 2 HacTosien
cTaTbM 3asBNeHns 1 HeobXxoaNMbIX JOKYMEHTOB, YNOSTHOMOYEHHbIN ddeaepanbHbIf OpraH UCMONTHUTENbHOW BNAacTu:

1) npoBOAMT NPOBEPKY NOSTHOTHI U AOCTOBEPHOCTU CBEOEHUN, COOEPXALUMXCA B MPEACTABMEHHbIX 3asBUTENEM
OOKyMeHTaX;

2) NpYHMMaET peLleHne O NPOBeAEHUN SKCNepPTN3bl JOKYMEHTOB AN MOMyYeHUs1 paspelleHns Ha npoBefeHue
KNMMHUYECKOTO MCCreAoBaHMs NEeKapCTBEHHOIO nNpenapaTa Anst MegUUMHCKOTO NMPUMEHEHUS] U 3TUYECKOW 3KCMepTU3bl
unun ob oTkase B NPOBEAEHUN YKa3aHHbIX 9KCNEPTUS3;

3) yBegomnseT B aNeKTPOHHOW hopme Unm Ha BymakHOM HocuTerne 3asBuTend O MPUHATOM pelleHun nnbo B
cny4vae npuHATKS pelleHns o6 oTkase Takke C yKasaHMeM NPUYMH Takoro 0Tkasa;

4) nogrotaBnMBaeT W HanpaBnsdeT B JKCMEPTHOE yupexaeHue U COBeT MO 3TWKe 3ajaHue Ha npoBedeHue
COOTBETCTBYIOLLNX SKCNEPTU3.

4. B cnyyae BbISIBNEHWSA HEMOSHOTLI U (M) HEQOCTOBEPHOCTU MHAOPMAaLIMK, coaepKallencsl B NpeacTaBneHHbIX
3agBUTENEM OOKYMEHTaX, YNOSIHOMOYEHHbIV doefeparnbHbIii OpraH MCMOMIHUTENBHOW BRacTu HanpasnsieT 3aaBUTENHO
3anpoc 06 YTOYHEHMM YKa3aHHOW MWHdopmauun. [aHHbIA 3anpoc MOXET ObiTb nepedaH  YNosIHOMOYEHHOMY
npeacTaBUTENO 3asBUTENS NIMYHO MOA pPacnMCKy, HampaBfeH Mo MoyTe 3aka3HbiM MMCbMOM WNW nepefjaH B
3MEeKTPOHHON hopMe NO TENEKOMMYHUKALIMOHHBLIM KaHanam cBasu. B cnyyae HanpaBneHus 4aHHOro 3anpoca no noyte
3aKa3HbIM MUCbMOM OH CHUTaETCS NONyYEeHHbIM MO UCTEYEHUM LLIEeCTU AHEN C AaTbl HanpaBfeHUsl 3akasHoro nucbMma.
3aaBuTenb 0683aH NpeacTaBUTb OTBET HA 3anpoc YNOHOMOYEHHOrO doejeparibHOro opraHa WCMONTHUTENbHOM BNacTu
B CpOK, HE MpeBbIlIalLLniA AeBsHOCTa paboymx gHew co AHSA ero nomnyyeHus. Cpok, yKasaHHbIM B YacTu 3 HacTosiewn
cTaTbM, NPMOCTAHaBNMBAETCHA CO AHS HanpaBieHWs 3asBUTENO 3anpoca YnorHOMOYEHHOro deaepanbHOro opraHa
WCNOSTHUTENBHOM BNACTX A0 AHS MONyYEHUS MM COOTBETCTBYIOLLLErO OTBETA U HE YYMTBIBAETCA NPU UCHUCIIEHUN CpokKa
NPUHATUSA YNONHOMOYEHHbIM dheaepanbHbiM OpraHoOM UCMONMHUTENBHOW BNACTU pelleHus O NpOoBefeHUN 3KCNepTusbl
[OKYMEHTOB N4 NonyyYeHus paspeLleHnsi Ha npoBefeHue KIMHUYECKOro UCccrneaoBaHusl NekapCcTBEHHOro npenapaTta
AN MeAWLMHCKOTo NPUMEHEHMS.

5. OcHoBaHVeM Ansi 0Tka3a B NPOBEAEHUN 3KCNEPTU3bl JOKYMEHTOB A1 MOMYyYeHUs paspeLleHnst Ha NpoBeaeHne
KNMMHNYECKOrO MCCreaoBaHMs NekapCTBEHHOro npenapaTa Ansg MeguUMHCKOTO NMPUMEHEHUS U 3TUYECKON IKCMepTusbl
SABMSieTCA MNpeAacTaBrieHMe [OOKYMEHTOB, MNPEeAYCMOTPEHHbIX YacTblo 2 HACTOAWEN cTaTbW, B HemnorHoMm obbeme,
HenpeacTaBneHne 3asBUTENEM B YCTAHOBIEHHbIA CPOK OTBETA Ha YyKasaHHbI B 4acTu 4 HaCTOsILLEN CTaTbM 3anpoc
YMNOSTHOMOYEHHOTrOo hefiepanbHOro opraHa UCNOSTHUTENBHOM BNAcTK B0 OTCYTCTBME B MpPeACTaBEHHbIX AOKYMEHTax
ncYepnbiBaloLEro NepeyHs HeobxoaMMON NHOPMaLIMM UK NHAOPMAaLIMK, KOTopas 4OMMKHA ObITb OTpaXKeHa B HMX, a
Takke OTCyTCTBME WHGOPMauMK, MNOATBEPXAawWen cakt ynnaTel rocygapCTBEHHOM OOLNWHBI 3a MpPOBeAeHue
3TUYECKON 3IKCMEepTU3bl, IKCNepTU3bl JOKYMEHTOB Ha IEeKapCTBEHHbIA MnpenapaTt Ans MOMyyYeHus paspelleHns Ha
NpoBeAEeHNEe KINMHNYECKOTO NCCIEeAOBaHNA NIEKAPCTBEHHOrO npenaparta Ans MeQUUMHCKOro MPUMEHEHMs, 3a Bblgadvy
paspelleHns Ha npoBedeHue KIMHUYECKOro WCCrefoBaHWs fNekapCTBEHHOro npenapata  And  MeauumMHCKOro
NpUMeHeHWs1, 3a NPoBeeHME IKCMEPTU3bl JOKYMEHTOB Ha NeKapCTBEHHbIN NpenapaTt s NonyyYeHus paspelleHust Ha
npoBedeHNEe MeXOyHapOO4HOrO MHOMOLLEHTPOBOMO KIMMHWYECKOTO WCCNEeAOoBaHWst JieKapCTBEHHOro npenaparta Aans
MEOUUMHCKOTO MNPUMEHEHWsl, 3a Bblgady paspelleHMs Ha MpoBedEeHUEe MEXOYHapoOHOro  MHOrOLEHTPOBOrO
KNMMHWUYECKOro MCCNeaoBaHus NIEKapCTBEHHOro npenapara s MeanuMHCKOro NpUMeEHEHNs!, 3a MPOBEAEHNE 3TUYECKON
3KCMNEPTM3bI, IKCNEPTU3bl LOKYMEHTOB Ha fEKAPCTBEHHbIN npenapaT Ans NOSydyeHus paspelleHnsl Ha NpoBeaeHue
NOCTPErNCTPALIMOHHOIO KIMHNYECKOro UCCNeaoBaHMs NekapCcTBEHHOro npenapara Ansg MeguuuHCKOro NnpuMeHeHusl, 3a
Bbldayy paspelleHuss Ha npoBedeHuMe MNOCTPErnCTPaLmMOHHONO  KMMHUYECKOrO  UCCNeaoBaHUs  NeKapCTBEHHOMO
npenapaTa 4ns MeAULMHCKOIro NpUMEHEHMS.

6. lMpoBegeHne aKcnepTU3bl [OOKYMEHTOB [ANA MOMNyYEeHUs paspelleHnss Ha MpoBedeHue  KITMHUYECKOro
nccrnegoBaHus NekapCTBEHHOMO npenapara A8 MeANUMHCKOrO NMPUMEHEHUS N 3TMYECKOW 3KCMEepTM3bl, COCTaBreHue
KOMWCCHEN SKCMEPTOB U COBETOM MO ITUKE 3aKIHOYEHUA O BO3MOXHOCTU UMM HEBO3MOXHOCTM MPOBELEHUS TaKOro
KNMUHUYECKOTO WCCMEeAOBaHUA U HanpaBfeHune 3TUX 3akMioYeHUn B YMOMHOMOYEHHbIM  dhedeparnbHbIi - OpraH
NCMNOMHMTENBHOW BNAcT OCYLLIECTBNSAKTCA B CPOK, HE MpeBbIlWAWMiA Tpuauatn paboumx AHEeN cCO OHA MNonyyYeHus
3KCMEPTHLIM yYpexaeHneM 3adaHust YMNONTHOMOYEHHOro defepanbHOro opraHa  UCMOMHWUTENBbHOW Bnactn C
NPUNOXeHNeM [OKYMEHTOB, YyKasaHHbIX B nyHkTax 3, 4, 10 n 11 yactn 2 HacTosilwen ctatbM, U COBETOM MO 3ITUKE
3agaHus yNnornHOMOYEHHOro dheepanbHOro opraHa UCNOMHUTENBHOW BIIACTU C MPUITOXKEHWEM [OKYMEHTOB, YKa3aHHbIX
B NyHkTax 3 - 6, 8 1 9 yacTn 2 HacToALLEN CTaTbW.
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03

Speﬂ' ot 03.07.2016) " [okyMeHT npepoctasneH KoHncynbranTntoc
06 obpalleHnmn neKkapcTBEHHbIX CPeaCTB [laTa coxpareHus:: 16.09.2016

(c u3m. n gon., BCTyN....

7. B cpok, He npeBblWwawwmii NATM pabounx OHEN CO OHS MOMyYEeHUs] 3aKMYEHUN, yKasaHHbIX B 4acTn 6
HaCTOsILLIEN CTaTbW, YNOMHOMOYEHHBIN befepanbHbIi OpraH UCNONMHUTENBHOW BNACTU:

1) ocywiecTBnsieT OUEHKY MOCTYMMBLUMX 3aKMOYEeHUn AOns onpedeneHnst MX COOTBETCTBUS 3adaHusiIM  Ha
NpoBefEeHNEe COOTBETCTBYIOLLMX IKCNEPTUS;

2) NpyHMMaEeT peLleHne O Bblaave pas3peLleHns Ha NpoBeaeHNe KIMHUYECKOrO WCCREAOBaHUA NEKapCTBEHHOro
npenapaTa Ans MeauLUMHCKOro NnpuMeHeHns unu ob oTkase B Bbljave YKaszaHHOro paspeLueHus;

3) BblJaeT paspelleHve Ha NpoBefeHWe KMIMHMYECKOro UCCneaoBaHUs NeKapCTBEHHOro npenapata Ansg
MEeOULMHCKOTO NPUMEHEHUST N peLleHne o6 0TKa3e B Bblgave yKa3aHHOro paspeLleHnsi C yka3aHMeM Npu4mH oTkasa.

8. OcHoBaHveM pans oTka3a B Bbldaye paspelleHnsi Ha MpoBedeHWe  KITMHUYECKOro WUCCcreaoBaHust
NeKapCTBEHHOro npenapara Anst MEAULMHCKOrO NPUMEHEHNS SIBNISIETCA HanMyne 3aknoyeHns KOMMCCUN SKCNePTOB MUIn
3aKrloYeHnst coBeTa MO 3TMKE O HEBO3MOXHOCTU MPOBEOEHUSA KITMHUYECKOro WCCreaoBaHus NeKapCTBEHHOro
npenapaTa gns MeauLMHCKOro NPUMEHeHns No pesynbTaTamMm NPOBEAEHHbIX 3KCMEepPTM3, NpeayCMOTPEHHbIX YacTblo 6
HacTosILLEN CTaTbW.

9. PewweHune 06 o0TKase B NpOBeAEHMN 3KCMEPTU3bl OOKYMEHTOB AN MONyYEHUS paspeLleHus Ha MpoBefeHue
KITMHUYECKOro NCCrneaoBaHUs NeKapCTBEHHOroO npenapara Anst MEAULMHCKOTO NPUMEHEHUST N 3TUYMECKOM 3KCMEPTU3bl U
B Bblade paspeLlleHnsi Ha NpoBeAeHNe KITMHNYECKOro NCCeaoBaHUsA NEKApCTBEHHOrO npenapara ans MeguuMHCKOro
NPUMEHEHNsT MOXET ObITb 00XXanoBaHoO B Nopsiake, yCTaHOBNEHHOM 3akoHoaaTenbcTBoM Poccuickon degepaumm.

Ctatba 39.1. DTnyeckas akcnepTraa
(BBeaeHa depepanbHbIM 3aKkoHOM OT 22.12.2014 N 429-93)

1. OTudyeckas oakcnepTu3a nNpoBOAUTCSH COBETOM MO 3TWKE, CO34aHHbIM B [OOPIAKe,  YCTAHOBIIEHHOM
YNOSTHOMOYEHHBIM dheeparnbHbIM OpPraHOM WCMOSTHUTENBHOM BracTW, B LENAX Bblgayvu 3aknioveHus o6 3Tuyeckom
0BOCHOBAHHOCTN BO3MOXHOCTUM MNPOBEAEHUST  KIUHUYECKOr0 UCCreaoBaHUs NeKapCTBEHHOro npenapata  Angd
MeaULIMHCKOro NpUMEHEHUS.

2. 3kcnepTamu coBeTa Mo 3TUKe MOryT ObITb NPeACTaBUTENN MEOULMHCKUX OPraHn3aLnin, HayYHbIX OpraHusauun,
obpasoBaTenbHbIX OpraHM3auuin BbiCLIEro obpa3oBaHusl, a Takke MpeacTaBuTeNnn OOLECTBEHHbIX OpraHusauun,
pPEenrmosHblX opraHu3auuMi M cpeacts MaccoBou MHopmauuu. [aHHble 3KCnepTbl He [[OMMKHbI HaxoAMTbCA B
Kakon-nnbo 3aBUCMMOCTU OT pa3paboTUMKOB NEKApCTBEHHbLIX MPEnapaTtoB WM APYrMX §nul, 3aMHTEPEeCcOBaHHbLIX B
pesynbTaTtax 3TU4EeCKON IKCNepPTU3bI.

3. Onnata ycrnyr 9KCcnepToB COBETa MO 3TUKE OCYLLECTBNSAETCA Ha OCHOBaHWM [OroBopa, 3aKMiYeHHOro mexay
YMOSTHOMOYEHHbIM hefiepanbHbIM OpraHoM UCMONHUTENBHON BRAcTU, KOTOPLIM CO34aH COBET MO 3TUKE, U 3KCMEPTOM
coBeTa Mo 3THKe, 3a CHET BIOAKETHBIX aCCUrHOBaHWUW, NPeAyCMOTPEHHbBIX YMOMHOMOYEHHOMY deadepanbHOMY OpraHy
NCMNOMHMTENBHOW BriacTu, KOTOPbLIM CO3aH COBET Mo 3Tuke, B dhegepanbHOM OlompkeTe Ha COOTBETCTBYHOLIMIA rog Ha
obecneyeHne ero geaTenbHOCTU, B pasMepax, ycTaHoBneHHbIx [NpaButenscTBom Poccuiickon degepaumm.

4. JkcnepTbl coBeTa MO 3TMKE HECYT QTBETCTBEHHOCTL B COOTBETCTBUM C 3akoHoAaTenbCTBOM Poccuickon
depnepaumu.

5. CoctaB coBeTa Mo 3Tuke, OOOQXKeHMEe OO 3TOM COBETe, MOPSAOK ero pAestenbHocTn, TpeboBaHua K
KBanudmkaumm n onbITy paboTbl MO 3KCMEPTHOM OLEHKE Hay4HbIX, MEOMLUHCKMX U 3TUYECKUX aCreKTOB KIMHUYECKUX
nccrnegoBaHUn NekapCTBEHHbIX NPenapaToB AN MeANLUMHCKOrO NPUMEHEHWs, NpeabsBseMble K 9KcnepTam coBeTa no
3TUKe, OOPAAOK OpraHusaumm w MNpoBeOeHUs STUYECKOM 3JKCnepTu3bl, OpMa 3akMioveHUs coBeTa Mo  3TUKe
YyCTaHaBMNMBAKTCA YMNOMHOMOYEHHbIM befepanbHbIM OpraHOM WCMONHUTENbHOM Bnactu. Yucno npeacrtaBuTenen
MEeOULMHCKUX OpraHn3aLmin He MOXeET MpeBbILAaThL NOSIOBUHY OT 0OLLIEr0 YMcria 3KCNePTOB COBETA MO 3TUMKE.

6. lHdopmaumsa o coctaBe coBeTa Mo 3TMKe, NIaHax ero paboTbl U TeKyllen OesATeNbHOCTU pa3mellaeTcsd Ha
odmumanbHOM canTe YnosTHOMOYEHHOrO hefepanbHOro opraHa MCMNOSIHMTENbHOW BRactu B cetu "UHTepHeT" B
YyCTaHOBMNEHHOM UM MOPSAAKE.

Cratba 40. I'Ipose/J,eHme KNMMHUYECKOro wuccrnegoBaHna nekapCTBeHHOro npenaparta Aanda  MeauuuHCKOro
NnpUMeHeHunsA

1. PykoBoguTenb MeauUMHCKON opraHnsaumm, kotopasi MpoBOAUT KIMHUYECKOE WUCCredoBaHUe JieKapCTBEHHOro
npenapaTta Ansi MeAMUMHCKOro NPUMEHEHWUs, Ha3HavaeT uccrnenoBartensi, OTBETCTBEHHOIO 3a MpOBedeHue TaKoro
uccnegoBaHMs U UMERLWEero  feyebHy  cneumanbHOCTb, COOTBETCTBYIOLWLYHO MPOBOAMMOMY  KITMHUYECKOMY
nuccnefoBaHUIO NeKkapcTBEHHOro npenapaTta, Co CTaxem paboTbl MO nNporpaMmmMaM  KAMHUYECKUX UcCneaoBaHum
NeKapCTBEHHbIX NpenapaToB HE MEHee YeM TpU roga 1 no ero NpeanoXeHuo HasHavaeT couccriegoBaTenen M3 4vucna
Bpayen 3ToM MeguUUMHCKON opraHn3aumm.

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

2. Wccneposatenb ocylwecTBnsaeT BblOOp MauMeHTOB, KOTOPbIE MO MEAULMHCKMM MOKa3aHusiM MoryT ObiTb

npuBneYeHbl K y4acTUio B KITMHUYECKOM UCCeA0BaHUN NEKapCTBEHHOrO npenapara Anst MEAULMHCKOrO NPUMEHEHNS.
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03

Speﬂ' ot 03.07.2016) " [okyMeHT npepoctasneH KoHncynbranTntoc
06 obpalleHnmn neKkapcTBEHHbIX CPeaCTB [laTa coxpareHus:: 16.09.2016

(c u3m. n gon., BCTyN....

3. WccnepoBatenb M couccrnegoBatenu OOMKHbI OblTb  O3HAKOMIEHbl C  pe3ynbTaTamy  AOKIUMHUYECKOrO
nccnegoBaHMs NeKapCTBEHHOrO CpeAcTBa, codepaluMmmcs B Opoluope uccnegoBaTtensi, NPOEKTOM MNPOTOKona
KITMHNYECKOrO0 WCCreAOBaHUSA INEeKapCTBEHHOro mnpenapata And  MeOULUHCKOro  MpUMEHeHusl, pas3paboTaHHbIM
pa3paboTUMKOM NEKApCTBEHHOrO Mpenaparta WM MHbIM  PUOMYECKAM NUMLOM, NPUBMIEKAEMbIM K OpraHvM3auuu
NpoBeAEHNS KIMMHNYECKOTO UCCIEA0BaHNA NEKAPCTBEHHOrO npenaparta Ans MEeOUUMHCKOrO NMPUMEHEHUdA, 1 ApYrMmu
MaTepuanamm Takoro uccnegoBaHus.

3.1. PykoBoguTens MeOULMHCKON OpraHM3aumnn B CPOK, He NPEBbILLAWUA Tpex pabodnx OHen co OHA Hadvana
NpoBeAeHUs KNMHNYECKOro UCCreaoBaHUsl NeKapCTBEHHOro npenaparta ans MeauMuUMHCKOro NnpuMeHeHust, coodbuwaeT ob
3TOM B YMNOJTHOMOYEHHbIN dhefeparbHbiAi opraH MCMOMHUTENbHOW BRacTW, BblAABLUWA pa3pelleHue Ha npoBefeHue
Takoro uccrnenoBaHus, no ycTtaHoBNEHHON UM cbopme.

(yacTb 3.1 BBegeHa dPegepanbHbiM 3akoHoM oT 29.11.2010 N 313-93)

4. OpraHusaLmm, oCyLLEeCTBAIOLINE OpraHM3auuio NPoBeAEHUST KIUHUYECKOro MUCCneaoBaHUs NeKapCTBEHHOro
npenapaTa Ansa MeauLMHCKOro NpUMeHeHNst U ykasaHHble B 4acTu 3 ctaTbu 38 HacTosiwero deaepanbHOro 3akoHa, B
cny4ae HeobXxoOUMOCTUN BHECEHMS UBMEHEHWIA B MPOTOKOS KIMMHUYECKOrO WUCCReoBaHUS NeKapCTBEHHOrO npenapara
AN MeAMUMHCKOro MpUMEHeEHMs1 coobwaloT o6 3TOM B YMOJTHOMOYEHHLIN dhedeparnbHbii opraH UCMOSTHUTENbHOM
BNacTW, Bbl4aBLUMIA pa3peLLeHne Ha NpoBeAEHNE TaKkoro NCCreAoBaHUs, MO YCTAHOBIIEHHOW UM hopMme.

(B pen. PegepansHoro 3akoHa ot 11.10.2010 N 271-$3)

4.1. ®opma coobLleHNsT O BHECEHUN WU3MEHEHWUA B MPOTOKOM KMMHMYECKOrO MCCrefoBaHWUsl feKkapCTBEHHOro
npenapaTa Ans MeAuLUMHCKOro NpyMeHeHUs OOMKHa CoaepXaTth crieaytolimne cBeAeHns:

1) HaMMeHoBaHWEe, MOEHTUMVKALMOHHBIA HOMEP 1 AaTa NPOTOKoNa KNMHWYECKOTO UCCIeaoBaHus;

2) paTa BHECEHMSI UBMEHEHWI B MPOTOKOIT KITMHUYECKOrO UCCeAoBaHUs;

3) HaMMEeHOBaHMNE N MECTO HaXOXOEeHUSA 3asBUTENS;

4) HaumMeHOoBaHME OpraHusauumn, MpPUBIEYEHHON pa3paboTUMKOM NEKAPCTBEHHOrO Mpenapata K opraHusauum
NpoBeLEeHNS KIMMHUYECKOrO UccrnefoBaHns (Mpy Hanmuum);

5) HaMMeHOBaHWA U MecCTa HaxoXOeHUA MeOULUHCKUX OopraHu3alui, B KOTOPbIX MNPOBOAUTCH  KIUHUYECKOe
nccnegoBaHue;

6) oaTa Bblgayn paspelleHnst Ha NPoBeAeHNe KIMHMYECKOrO UCCegoBaHnst U HOMEP 3TOro paspeLleHus;

7) N3MEHEHMS1, BHOCUMbIE B NMPOTOKOST KITMHNYECKOrO NCCNEeA0BaHUS.

(vacTb 4.1 BBegeHa depgepanbHbimM 3akoHoM OT 11.10.2010 N 271-03)

5. B cpok, He npeBbILaLWnn Tpuauatn paboynx AHeW Co OHA MOfyvYeHMs1 YKa3aHHOro B 4acTu 4 HacTosLewn
cTaTbW COOOLLEHUNS, YNTONTHOMOYEHHbIV heaepanbHbI OpraH UCMOMHUTENBHOW BriacTu paccmaTpuBaeT 3To coobLueHne
B YCTaHOBMEHHOM WM [OOpAAKE W MPUHMMAaET pEeLIeHne O BHECEHWM W3MEHEHWA B MNPOTOKOM  KIMHUYECKOTO
nccnegoBaHUs NeKapCTBEHHOrO npenapata ans MeguuMHCKOrO MPUMMEHEHUs unu ob oTkase BO BHECEHUM TaKuX
nameHeHun. MNpu paccMoTpeHun coobLleHnss 0 HeobXxooMMOCTM BHECEHUS U3MEHEHMI B MPOTOKOM  KITMHUYECKOro
nccnegoBaHMsa NeKapCTBEHHOro npenapata ans MeguUMHCKOrO MNPUMEHEHMS B LENAX OueHKM O0BOCHOBAHHOCTU
npeanaraemblix U3MEHEHU N onpeaeneHns CTENeHn pucka Ans NauueHToB, NPUHUMAOLWMX ydYacTue B KIMHUYECKUX
nuccnenoBaHusX, YNonHOMOYEHHbIM peiepanbHbIM OpraHOM UCMONHUTENBHOM BNacTU MOTyT MpUBIEKaTbCs 3KCNepThl
coBeTa Mo 3TUKe.

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

6. KnunHnyeckoe wnccrnegoBaHWe NEKapCTBEHHOrO npenaparta And MeOUUUHCKOTO MPUMEHEHUS MOXeT ObiTb
NPUOCTAHOBIIEHO UMW NPEKpPALLEHO, ECNW B NpoLiecce ero NnpoBefeHus obHapyXeHa OnacHOCTb AN XWU3HW, 340POBbS
naumneHToB. B cnyyae BO3HWKHOBEHMSI OMACHOCTU ANS XU3HW, 300pPOBbSA MaLMeHTa, yYaCTBYIOLLEro B KIMHUYECKOM
uccnegoBaHMM  NeKapCTBEHHOro npenapata Ans  MeOMUMHCKOTO  MPUMMEHEHMs,  uccriegoBaTenn  0bs3aHbl
npouHgopmMupoBaTe 06 3TOM PYKOBOAMTENSA MEAMLIMHCKON OpraHu3auuMn M opraHv3auuio, MofyumBLUYHO paspeLueHve
YMNOSTHOMOYEHHOro hbeaepanbHOro opraHa MCMONMHUTENbHOW BRacTM Ha OpraHu3auuio NpoBedeHUst KIMMHUYECKOro
nuccnegoBaHMs  NeKapCTBEHHOrO npenapata. PelleHne 0O MpUMOCTAHOBMNEHWM  KITMHUMYECKOrO  MCCNegoBaHus
nekapcTBEHHOro npenapara Anst MEAULMHCKOro NPUMEHEHNST NPUHNMAIOT PYKOBOAMTENb MEOULVNHCKON OpraHu3auum u
(nnn) opraHmnsaums, nonyymMBLIasa paspeLLeHme YnoHOMOYEHHOro dhejepanbHOro opraHa MCMOMHUTENbHOW BfiacTu Ha
opraHuM3aumio NPoOBeAEHUS KITMHUYECKOro UCCrieqoBaHUs NIEKapCTBEHHOrO Npenapara ansi MegMUMHCKOrO NPUMEHEHUS,
peLLeHME O NPEKPALLEHNM TAaKOro UCCNeJoBaHNsS NPUHMMAET YNONMHOMOYEHHBIN dhedeparnbHbIi OpraH MCMONTHUTENbHON
BNACTU HA OCHOBaHUWN COOBLLEHNSI B MMCbMEHHOM hOpME PYKOBOAUTENS] MEANLIMHCKOM OpraHn3aumm unm opraHusauus,
nony4ymBLIasa paspelleHne YnorIHOMOYEHHOro dedeparnbHOro opraHa WCMONHUTENbHOW BracTM Ha OpraHusaumio
NPOBEAEHNS KIMHUYECKOrO UCCEeLOBaHNS NEKapCTBEHHOIO npenaparTa A5 MeAULUMHCKOro NpUMEHEHMS.

7. B cpok, He npeBbllalowWnii NATKn paboymx AHEeW CO AOHS 3aBepLUeHUs, NPUOCTaHOBMNEHUS UMM NpekpalleHus
KIMHUYECKOro MUCCrneaoBaHUS fiekapCTBEHHOro npenaparta Ansi MeAMUMHCKOro MNpUMEHEHMUs1, cooblleHne 06 3ToM
HanpaBnseTcs opraHusauusMn, YykasaHHbiMM B 4YacTm 3 ctaTbum 38 Hactosdwero ®PegepanbHOro 3akoHa, B
YNOSTHOMOYEHHbIV doefeparbHbIi OpraH UCNONHUTENbHOW BNACTW MO YCTAHOBIIEHHOW MM dhopMe.

8. dopma cooOWEeHns O 3aBepLUEHUUN, MPUOCTAHOBIIEHUN WUNN MNPEKPALLEHUM KITMHUYECKOro WccnenoBaHus
nekapcTBEHHOro npenapara Anst MeAULMHCKOro NPUMEHEHNsT OMKHa cogepXaThb:
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapCcTBEHHbIX cpeacTs”

(c u3m. n gon., BCTyN....

[okyMeHT npepoctasneH KoHncynbranTntoc
[ata coxpaHeHus: 16.09.2016

1) wHopmaumo 0 MeAULMHCKOW oOpraHmsaumMm unM MeOUUMHCKUX OpraHusaumsix, MnpoBOAMBLUMX [aHHOE
nuccrefoBaHue;

2) onucaHne JaHHOro NCccrneaoBaHus;

3) AaHHbIe nccnegoBatens (Pamunus, MMs, 0TYECTBO, MECTO paboTbl, 3aHMMaeMas JOIMKHOCTb, CNeLmanbHOCTb,
CTax paboTbl MO nporpamMmmam KIMHUYECKMX MCCIefoBaHWUA NEKapCTBEHHbIX NpenapaTtoB, MNepedYeHb  KIMHUYECKUX
nuccnefoBaHUM NeKapCTBEHHbIX MpenapaToB, B KOTOPbIX OH MpUMHUMMan yyactve (nepuogbl yvacTusi) B KayecTBe
uccriegoBaTens unu couccrnegosarens);

(B pea. PepepanbHoro 3akoHa oT 11.10.2010 N 271-93)

4) pesynbTaT [aHHOIO MWCCMNedoBaHWS  (3aBeplueHVe, MPUOCTaHOBMIEHME WM MNpeKpalleHne OaHHOro
nccrnegoBaHud € ykasaHueM UX NPUYMH 1 BIMSHWUS Ha OLIEHKY ero pesynbTaToB, OOLLY OLEeHKY pucka U OXugaemomn
nonb3bl OT MNPUMMEHEHNS WCCneayemMoro JIeKapCTBEHHOro npenapaTta, a Takke npeanonaraemble parnbHenwmve
nencrsus).

8.1. lNpu BbiSBNEeHUN deaepanbHbIM OpPraHoOM WCMONHUTENBHON BNACTW, OCYLLECTBASIOWNUM  (PYyHKUMM 1O
KOHTPOMO M Haasopy B cdepe 34paBOOXPAHEHUS, HapPyLEHWA OpaBUN Hagnexawen KNMHWYECKOW NpPaKkTUKU Mnpu
NpOBEAEHUN KITMHUYECKOrO MCCEeA0BaHMS NIEKAPCTBEHHOIO NpenapaTta, BAMSILWUX Ha NOMHOTY U (M) AOCTOBEPHOCTb
OaHHOTO KIMHWYECKOro UCCnefoBaHus, yKasaHHbIN begeparnbHbii OpraH MCNONMHUTENBHOW BNacTM MpuocTaHaBnvBaeT
NpoBeAeHNe JAaHHOTO KMMHUYECKOrO UCCNefOBaHNs U BbIHOCUT MEOMLMHCKON OopraHvM3aluu, B KOTOPOW NPOBOAUTCS
[aHHOe KNuMHUYecKoe uccnenosaHue, npegnucaHne ob ycTpaHeHWW BbISIBAEHHbIX HapylleHui. [pu HeycTpaHeHun
MEOVLMHCKON oOpraHn3auMen BbISIBMIEHHbIX HapyWeHUWW B YCTAHOBMEHHbIN B MPeAnucaHun CpoK  yKasaHHbIN
denepanbHbIi OpraH UCMOMHUTENBHOW BNacTy NPUHMMAET pelleHne O MpeKpalleHMn MPOoBefeHUst KIMHUYEeCKOro
uccrefoBaHUSA NeKapCTBEHHOTO npenapata W HanpaBndeT B dedepanbHbii OpraH WCMOMHWTENBHOW BriacTw,
OCyLLEeCTBAAIWMI (PyHKUMM NO BbipaboTke M peanu3auun rocyaapCTBEHHOW MOMUTUMKM U HOPMaTUBHO-NPaBOBOMY
perynmpoBaHuio B cdepe 30paBOOXPAHEHMS!, 3aKMOYEeHUEe O BbISIBNEHWM MpPU NPOBEAEHWMM AAHHOIO KIIMHUYECKOro
nuccnefoBaHMs HapyleHUMn npaBun Hagnexalwen KIAMHWYECKOW MpakTUKU Ans NPUHATUA pelleHnss o6 oTMmeHe
paspelleHnsa Ha opraHusauuilo NpoBeAeHUs AaHHOro KMMHUYECKOro WUCCredoBaHuA C AaTbl MPUHATUS peLleHust O
NPUOCTaHOBIEHNM NPOBEAEHUS KITMHNYECKOIO NCCNeJ0BaHNs NIeKapCTBEHHOrO npenapara.

(4acTb 8.1 B peq. PegepanbHoro 3akoHa oT 13.07.2015 N 241-93)

9. YNonHoMo4eHHbI hefeparnbHbii OpraH UCMONHUTENBHON BNacTn onybnvMKoBbIBAeT M pasmMellaeT Ha CBOEM
omumansHom cante B cetun "WHTepHeT" coobuieHne O 3aBeplleHuM, MPUOCTAHOBMEHMU WX NpekpaleHnn
KIUHNYECKOro UccrneaoBaHus nekapCTBEHHOro npenapaTta ans MeauumMHCKOro NPUMEHeHNst B CPOK, He MNpeBbILLAoLLMNA
NsTU paboynx AHEN CO OHSI ero NOMNy4YeHus, B yCTaHOBIIEHHOM UM MOpPSiaKe.

10. YnonHomMo4YeHHbIn peaepanbHbIA OpraH UCMONHUTENbLHOW BriacTM  OCYLLUEeCTBRASeT BedeHWe peecTtpa
uccriegoBaTtenen, NpoBOAALUX UMW NPOBOAUBLUMX KITMHWYECKME WCCIeOBaHUsl NEKapCTBEHHbIX NpenapatoB Ans
MEAVLMHCKOTO TMPUMEHEHMS, B COOTBETCTBMM C YTBEPXKAEHHbIMM WM OpaBUNaMy WM pasMeLLaeT ero Ha CBOEM
odmumansHom cante B cetu "MHTepHeT" B yCTaHOBNEHHOM WM O0OpAAKe. YKa3aHHbIV peecTp coaepXuT MHgopmMauuto,
NpeayCMOTPEHHY0 MYHKTOM 3 4YacTu 8 HacTosLWen cTaTby.

11. OTyeT 0 pesynbTaTax KIMHUYECKOrO WCCreaoBaHUs FekapCTBEHHOro mnpenapaTta Ang MeauuuHCKOro
NPVYMEHEHMS COCTaBNAETCA OpraHu3aumnen, ykasaHHom B 4yacTu 3 ctatbu 38 HacToswero PenepanbHOro 3akoHa, Ha
OCHOBaHUW 3aKMOYEHUN MEOMUMHCKMX OpraHu3auun, npoBOAMBLUMX 3TO WCCMEefOBaHWe, W NpeAcTaBnseTcs B
YNOSTHOMOYEHHbIN hbedeparnbHbIi OpraH MCMOMHUTENbHOW BracTu, BblAaBLUMA paspelleHne Ha npoBefeHue 3Toro
nuccnenoBaHus, B CPOK, He MpeBbllaloWnMi Tpex MeCAUeB CO [HA €ero 3aBepLUeHUs, MPUOCTAHOBMEHUS UMK
npekpaLleHnsi, B nopsiake, yCTaHOBNEHHOM YNONMHOMOYEHHbIM dheaeparnbHbiM OpraHOM UCMONHUTENBHON BNACTW.

12. HapylwleHve OpaBun Hagnexallen KrMHUYEeCKOM MpakTUKK, danbcudukaums pesynbTaToB  KIMHUYECKOro
nccrnefoBaHuA NekapCTBEHHOMO npenapata Anst MeQUMUUHCKOrO MpUMEHEHMsT BreKyT 3a COOOW OTBETCTBEHHOCTb B
COOTBETCTBUM C 3aKoHoAaTenbCcTBOM Poccunckon degepaumn.

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

13. MNpun npoBeAEHMM KITMHUYECKOro MCCnefoBaHnst NEeKapCTBEHHOrO npenapara Ansg MeguUUHCKOro NpYMEHEHMUS
JonyckaeTtcs 3abop y nauneHToB BMONormyecknx Mmatepmanos (o06pasLbl BUONOrM4ecknx XMOKoCTen, TKaHEN, CeKpeToB
N NPOOYKTOB XU3HEOEATEeNbHOCTU YenoBeka, U3MONOrMYeCcKMX M MaToNOrMYecKkUx BblAENEHUA, Ma3KoB, COCKOOOB,
CMbIBOB, MWKPOOPraHn3MoB, OvoncuiHbIi MaTepuan) ans ux msydeHus B Poccuickon ®epepaumm un  (unu) 3a
npegenamu Poccuinckon ®egepauuu.

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

14. Oopapok Beo3a B Poccunckyto degepaumio 1 BbiBo3a 3a npegensl Poccunckon depepaumm Or1onornyeckmnx
MaTepuanoB, MOMYYEHHbIX MpU MPOBEAEHUN KIMHUMYECKOrO UWCCNeaoBaHWs NeKapCTBEHHOro npenapaTta  Ans
MeaMLMHCKOro npuMeHeHus1, yctaHasnueaeTcs NpasuTtensctBom Poccuiickon ®enepauuu.

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

CtaTtbs 41. [JoroBop 0 NpoBeAeHNM KIMMHUYECKOro UCCIedoBaHNs NiekapCTBEHHOro npenaparta ans MeauumMHCKoro
NpUMEHeHust
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapCcTBEHHbIX cpeacTs”

(c u3m. n gon., BCTyN....

[okyMeHT npepoctasneH KoHncynbranTntoc
[ata coxpaHeHus: 16.09.2016

1. KnuHunyeckoe uccnegoBaHuMe NeKapCTBEHHOro npenaparta Ans MeOMLMHCKOro NMpUMEHEHUsl NMpoBOAUTCS B
COOTBETCTBMM C [JOrOBOPOM O TMPOBEAEHMM KITMHMYECKOro WUCCNeaoBaHMsi JeKapCTBEHHOro npenapata  Aans
MEAMLMHCKOTO MPUMEHEHMS, 3aKmoYyaeMbiM MEXAY OpraHuM3auuen, MonyyvMBLUIEA paspeLleHne  YNoSIHOMOYEHHOrO
denepanbHOro opraHa MCNOSHUTENBHOW BNACTU Ha OpraHn3aumio NPpoBeAEHNsI TaKOro UccnefoBaHnsl, U MeLgULMHCKON
opraHusaumen, oCyLLEeCTBASOWEN NpoBeaeHNe Takoro uccrneaoBaHus.

2. [loroBop O NpOBEAEHUM KITMHMYECKOrO WCCreaoBaHUA NeKapCTBEHHOro npenapata ans MeauuUHCKOro
NPUMeHeHNs1 4OMKEH coaepXaThb:

1) ycnoBusi u Cpokun NpoBeAeHUs AaHHOIo UCCneoBaHus;

2) onpegeneHve oOWeEN CTOMMOCTM MNpPOrpaMMbl [OAHHOIO  MCCrefoBaHWst C  yKasaHMeM  CyMMbl,
npegHasHavaroLencs Ans BoinnaTt uccnegosartensm, CouccrneaoBaTensam;

3) onpegeneHve oOpMbl  MpPeACTaBneHUs pes3ynbTaTtoB [AaHHOro MccnefoBaHust B YNOSIHOMOYEHHbIN
deaepanbHbI opraH NCNOSTHUTENBHOW BacTu.

Cratbss 42. ®uHaHcoOBoe oOecrneyeHne KIIMHUYECKOro uccrnegoBaHus JIeKapCTBEHHOro npenapata And
MeaUUMHCKOro npuMmeHeHusa

durHaHcoBoe obecneveHue KNMHUYECKOro WCCRnedoBaHUSA fEeKapCTBEHHOro npenapata Ang MeauuUHCKOro
NPUMEHEHNs1 OCYLLIECTBMSIETCS 3a CYET:

1) cpeacTB dhegepansHoro GrooxeTa;

2) cpefcTB OpraHn3aumii, NoNy4YMBLLMX paspeLleHne Ha OpraHu3auuio NpoBeAeHUs OAHHOrO WMCCreAoBaHusl, B
COOTBETCTBUM C YCIIOBUSIMM JOTOBOPa O €ro nNpoBefeHuu;

3) MHbIX HEe 3anpeLleHHbIX 3akoHoA4aTeNbCTBOM Poccunckon degepaumm NCTOYHUKOB.

CtaTb4a 43. I'IpaBa NnauyneHToB, y4aCTBYHOLWMNX B KIIMHUYECKOM WUCCnenoBaHUM J1eKapCTBEHHOro npenaparta Aand
MeaNLIMHCKOIro npuMeHeHund

1. YyacTme nauMeHTOB B KIMHUYECKOM WCCMEedOBaHMU flekapCTBEHHOro npenapata And MeguuUHCKOro
NPUMEHEHNsT ABNAETCS A0OPOBOSIbHbBIM.

2. MNaumneHT nnu ero 3aKOHHbIN NpeacTaBMTENb A0MKEH ObITb MHPOPMMPOBaAH B NUCbMEHHOW hopMe:

1) o nekapcTBeHHOM npenapaTe Ans MeAULMHCKOro NPUMEHEHUS U CYLLLHOCTU KITMHUYECKOro NccneaoBaHus 3Toro
rniekapCTBEHHOrO npenapara;

2) o 0GesonacHOCTM JeKapCTBEHHOro Mpenapata Ansg MEeOUUMHCKOTO MNPUMEHEHWsl, €ero  OXunaaemown
APPEKTUBHOCTU M CTEMEHN pUCKa ANA NAUMUEHTa;

3) o6 ycrnoBusix y4acTusi naumeHTa B KIMHMYECKOM WCCNEeAOBaHUM JNEKapCTBEHHOrO npenaparta Ans
MeOULIMHCKOro NpUMeHeHUs;

4) o uenu N Uenax u NPoAOMKUTENBHOCTU KIMHUYECKOro MCCneaoBaHWs NekapcTBEHHOro npenaparta ansg
MEOULMHCKOrO NMPUMEHEHUS;

5) 0 pencTBusAx naumeHTa B criyyae HenpeaBuAEHHbIX 9EKTOB BMMSHWSA NEKApCTBEHHOro npenapata Ans
MEeOULMHCKOTO NPUMEHEHNSI HAa COCTOSIHNE €ro 340POBbS;

6) 06 ycnoBusax o6a3aTenbHOro CTPaxoBaHWS XU3HW, 300P0BbS NALUEHTA;

7) O rapaHTUAX KOH(MAEHUManbHOCTU yyacTus nauMeHTa B KIMWMHUYECKOM MCCReaoBaHuM  NeKkapCTBEHHOro
npenapaTa Ans MeauLMHCKOro NpUMeHeHMs!.

3. obpoBonkHOe cornacue nauMeHTa Ha ydactme B KIMHUYECKOM WCCedoBaHWM NeKapCTBEHHOro npenapaTta
AN MeAMLMHCKOro NMpMMEHEHMS MOATBEPXKOAETCSA €ro NoAnMCbIo MM MOAMUCBHID €ro 3akOHHOro npeacraBuTeNns Ha
VMHOPMALMOHHOM NNCTKE NauueHTa.

4. TlauneHT N ero 3aKkOHHbIN MpefcTaBuTeENb MMEET MNpaBO OTKasaTbCA OT Yy4yacTus B KIIMHUYECKOM
nuccnegoBaHuKM NekapcTBEHHOro npenapaTa Ans MeAULUMHCKOro MpYMEHeHUs Ha Nniobon ctagum npoBedeHMst Takoro
nuccnenoBaHus.

5. lNpoBefeHne KMMHNYECKOTO UCCReNOBaHUSA fekapCTBEHHOro npenapaTta And MeOWUUMHCKOrO MPUMEHEHUsT C
yyacTMeM B KadecTBe MauMEHTOB OeTer [OoMycKaeTcs TONbKO C COorfmacus B MUCbMEHHOW opMe nx poauTenen,
ycblHOBUTENEW. [leTn MoryT paccmaTpuBaTbCH B KaYeCTBE NOTEHUManbHbIX NaUMEHTOB TaKOro WMCCregoBaHWs, TONbKO
ecnm ero nposedeHne HeobxoaMMO ANns yKpenneHus 300poBbs AeTen unv  NpodUNakTUKUN  MHEKLUMOHHbIX
3aboneBaHuin B OETCKOM BoO3pacTe nMbO ecnu Lenbk Takoro MWCCrnefoBaHus ABNSAETCA MOMyvYeHue [aHHbIX O
Haunydyllen OO3UPOBKE NEeKapCTBEHHOro npenapata And nedveHusa aetern. B aTux cnyyasdx TakoMy WCCRedoBaHWio
OOIMKHO NpeaLlecTBOBaTb KIMMHUYECKOE MCCreAoBaHMe NIEKapCTBEHHOrO npenapata Anst MeAWLMHCKOro MNpUMEHEHUS
Ha COBEPLUEHHONETHUX rpaxgaHax, 3a WCKITIYEHUEM CIyYaeB, €CnvM UCCNEeAYyEMbI NeKapCTBEHHbIN npenapaTt Ansi
MEeOULMHCKOrO NPUMEHEHNS NpeaHa3HayYeH UCKMI0YUTENbHO AMs UCMOMNb30BaHNS HECOBEPLUEHHONETHUMMW rpaXxaaHamu.
(B pen. PepepansHoro 3akoHa ot 22.10.2014 N 313-93)

KoHcynbTaHTlINOC

www.consultant.ru CtpaHvua 48 u3 68
HafeXxHasa npaBoBan noaAepXXkKa


consultantplus://offline/ref=61E818616590E96E9746BF592E9771AFE13F5ABE301EC25F02BE0E0EE8ED986DC7F69EC3F65E5ECFz2dCK
consultantplus://offline/ref=61E818616590E96E9746BF592E9771AFE13F5ABE301EC25F02BE0E0EE8ED986DC7F69EC3F65E5ECFz2dCK
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

depnepanbHblit 3akoH 0T 12.04.2010 N 61-03

Speﬂ' ot 03.07.2016) " [okyMeHT npepoctasneH KoHncynbranTntoc
06 obpalleHnmn neKkapcTBEHHbIX CPeaCTB [laTa coxpareHus:: 16.09.2016

(c u3m. n gon., BCTyN....

6. 3anpellaetca npoBedeHWe KIMHUYECKOro UCCNeaoBaHMs NeKapCTBEHHOro npenapata And MeauuuHCKOro
NPYMEHEHMSA C y4acTMEM B KAa4YEeCTBE NaLUEHTOB:

1) neTen-cupoT 1 geTen, ocTaBLUMXCA 0e3 noneyvyeHnsa poanTenen;

2) XeHLWWH B nepunod 6epemMeHHOCTH, XKEHLLMH B NEpUOL TPygHOro BCKapMIIMBaHWUS, 3a MCKIIOYEHWEM Cry4aes,
€cnn NpoBOAUTCSA KINMHMYECKOE WCCreAoBaHWE NEeKapCTBEHHOrO mnpenaparta, npefHa3HaYeHHOro Ans  ykKasaHHbIX
XKEHLLMH, NpY yCNoBUKN HEOBXOOMMOCTU MOMyYeHUs MHGOpPMaUMM TOMbKO BO BpeMsi NpOBeLeHUS COOTBETCTBYHOLLMX
KNMMHUYECKNX UCCIEL0BaHUN N MPUHSTUSA BCEX HEOOXOAMMBIX MEP MO UCKITIOYEHUIO pUCKa HAHECEHNSI BPELA KEHLLMHE B
nepuog 6epeMeHHOCTH, XKEHLIUHE B MEPUOA IPYLHOTO BCKapMIMBaHMWS, Mogy Unun pedeHky;

3) BOEHHOCNyXallMX, 3a WCKIIOYEHNEM Crly4yaeB MNpPOBEAEHUS KITMHWYECKOrOo MCCNedoBaHWs JEeKapCTBEHHOIO
npenapara, cneumanbHO pa3paboTaHHOro A4S NPMMEHEHMS B YCIIOBUSAX BOEHHbIX 4ENCTBUN, Ype3BblYaMHbIX CUTyauun,
NpOUNaKTUKN U NeveHns 3aboneBaHMn 1 MNOpaXeHUn, MOSyYeHHbIX B pesynbTaTe BO3AEeWCTBUS HebnaronpusaTHbIX
XUMUYECKMX, Buonormyecknx, pagnaumoHHbIX akTopoB. KnuHuyeckoe wccnefoBaHUE TakKoro NeKapCTBEHHOro
npenapata MOXeT MNPOBOAMTLCA C YyyacTMeM B KayecTBe MaUMEHTOB BOEHHOCHYXallMX, 3a WCKMYEeHneMm
BOEHHOCNYXXaLLMX, NMPOXOAALWNX BOEHHYK crnyxby no npusbiBy, C cobnogeHnem TpeboBaHUA, YCTaHOBMEHHbIX
HacTosAwmm PefepanbHbIM 3aKOHOM B OTHOLLEHWW TPaXXAaHCKMX ML,

4) cOTpyAHMKOB NPaBOOXPaHUTENbHbBIX OPraHoB;

5) nuu, oTBbIBaOLWMX HAKa3aHNWe B MecTax IuLeHWsi cBobOAbl, a Takke NuL, HaXOAsLWUXCHA Mop CTpaxen B
CneacTBEHHbIX U30naTopax.

7. DonyckaeTcsa npoBedeHME KIMHUYECKOro UCCneaoBaHWUs NeKapCTBEHHOro npenapata AN  MeOUUUHCKOro
NPYMEHEHMWS, NpegHa3HAYEeHHOro A1 NeYeHns NCUXMYecknx 3aboneBannii, ¢ yHacTMeM B KadecTBe MauUEHTOB L, C
NCUXMYecKnMn 3aboneBaHNs MK, MPU3HAHHBbIX HE4EeecrnoCcoOHbIMM B OOpAAKe, YCTAHOBMEHHOM 3aKoHOOATEeNbCTBOM
Poccuiickon ®epepauun. KnmHudeckoe nccnenoBaHne NeKapcTBEHHOrO npenapata B 3TOM Cllydae MpoBOAUTCSA Mpu
HanuuMM cornacusa B NUCbMEHHOM hopMe 3aKOHHbIX NPeacTaBUTENEN YKasdaHHbIX Nuu,.

Cratbss 44. Ob6sa3aTenbHoe CTpaxoBaHUe XW3HW, 300pOBbA NauuMeHTa, ydacTBywwero B  KIMWHUYECKOM
ncenegoBaHnMm nekapcTtBeHHOro npenaparta and MmeguumHCKOro npuMmeHeHuna

(B pen. ®epepansHoro zakoda ot 29.11.2010 N 313-93)

1. OpraHusauus, nonyudMBlIas paspelleHMe Ha OopraHuM3auuio npoBeAeHUsT KNUMHUYECKOro UccrneaoBaHus
neKkapCTBEHHOro npenapara Ans MeauLMHCKOro NpuMeHeHus, obsA3aHa B KayecTBe CTpaxoBaTens CTpaxoBaTb PUCK
NPUYMHEHNs] Bpeda >XM3HW, 300POBbH MauMeHTa B pesynbTaTte MpoOBeOEeHWUst  KIMHUYECKOro  UCCeaoBaHus
neKkapCTBEHHOro npenapata And MeOMUUHCKOrO MPUMEHEHWsT 3a CBOW CYeT MyTeEM 3aKkIi4vYeHus [oroBopa
005s3aTenbHOro CTpaxoBaHus.

2. ObbeKkToM 006SA3aTENbHOrO CTPaxOBaHWS HABMSETCH WMYLLECTBEHHbI WHTEpeC nauueHTa, CBA3aHHbIA C
NPUYMHEHNEM Bpeda ero >XW3HW UM 300pPOBbl0 B pesynbTaTe MpOBEAEHUs  KIUHUYECKOro MccrneaoBaHus
nekapcTBeHHOro npenapara Ans MeAULMHCKOro NpUMeHeHNs.

3. CTpaxoBbIM criy4aem Mo JoroBopy obs13aTenbHOro CTpaxoBaHWst ABNSETCA CMEpPTb MauueHTa unn yxyaleHve
€ro 340poBbS, B TOM YMCre BreKyLee 3a cobov yCTaHOBMNEHUE MHBANMAHOCTU, MPU HaNU4MM NPUYMHHO-CIEACTBEHHOW
CBSA3M MeXAy HacTynfneHMeMm 3Toro cobbiTMs M yyacTMeM nauueHTa B KIMHWYECKOM WUCCregoBaHUWM fekapCTBEHHOMO
npenapara.

4. TpeboBaHMa O BO3MeLLEHUU Bpeaa, MPUUUHEHHOMO XU3HW UMW 300pPOBbLI0 MaLMeHTa, NpeabsBnAlTCa B
TeYeHne CPOKOB MCKOBOW JABHOCTW, YCTAHOBMEHHbIX MPaXJaHCKUM 3aKOHOAaTeNbLCTBOM.

5. Pasamep cTpaxoBow BbinnaThl N0 4OroBopy 0653aTenbHOr0 CTpaxoBaHNsi COCTaBMsAET:

1) B cnyyae cmepTv naumeHTa ABa MUNNMOHA pybnen Ha KaK4oro nauueHTa, y4acTBOBAaBLUENO B KIMHWYECKOM
uccregoBaHum nekapcTBEHHOMO Npenapara;

2) npu yxyaweHun 300poBbA naumneHTa:

a) noenekwem 3a cobon ycTaHOBMEHWE MHBANUAHOCTU | rpynnbl, OOMH MUAMWOH NATBCOT ThicAY pybnen Ha
KaXkgoro nawmeHTa, y4acTBOBaBLUEro B KIIMHUYECKOM UCCref0oBaHUM NekapCcTBEHHOroO npenapara;

6) noBnekwem 3a cobon yCTaHOBIEHNE UHBANUAHOCTK |l rpynnbl, OOUH MUASIMOH pybnen Ha Kakgoro naumeHTa,
y4acTBOBABLLEIO B KIMHWYECKOM UCCef0BaHUN fiekapCTBEHHOIO NpenapaTa;

B) NoBreKkwem 3a cobon yctaHoBNeHne nHBanuagHocTu i rpynnbl, NATECOT ThicAY pybnen Ha Kakgoro naumeHTa,
y4acTBOBAaBLLErO B KNMHWYECKOM UCCref0BaHUN fiekapCTBEHHOrO nNpenapaTa;

r) He NoBreKkLweM 3a CObON YCTaHOBNEHUA MHBANUOHOCTU, He Gonee 4eMm TpucTa Thicad pybrien Ha Kaxzgoro
naumeHTa, y4yacTBOBaBLUEro B KIUHUYECKOM WCCRedOBaHWW NeKapCTBEHHOro npenapara, Ucxoas U3 HOPMaTUBOB,
OTpaxkaloLLMX XapaKTep 1 CTENEHb MOBPEXAEHNS 300POBbS, a TakKe (PaKTUYECKM MOHECEHHBIX MaUMEHTOM pacxonoB,
BbI3BaHHbIX NOBPEXAEHMEM 300POBbS, HAa MEOULMHCKYHO NOMOLLb, NPUObpeTeHne nekapCcTBEHHbIX NpenapaTos.

(nn. "r" B pea. ®enepanbHoro sakoHa ot 22.12.2014 N 429-93)
6. YTpatun cuny c 1 nionsa 2015 roga. - PegepanbHbin 3akoH oT 22.12.2014 N 429-93.
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapCcTBEHHbIX cpeacTs”

(c u3m. n gon., BCTyN....

[okyMeHT npepoctasneH KoHncynbranTntoc
[ata coxpaHeHus: 16.09.2016

7. Cpok goroBopa 06s13aTenbHOro CTpaxoBaHUs He MOXET ObiTb MeHee, YeM CPOK MPOBeOeHUs KMMHUYECKOro
nccnegoBaHus NekapCTBEHHOMO nNpenapara.

8. YcnoBusa pgoroBopa 0653aTenbHOrO CTpaxoBaHMsi, B TOM 4uCfle CTpaxoBble Tapudbl no obsasatenbHoMy
CTPaxoBaHUIO, MepedYeHb HeobXoOUMbIX [OKYMEHTOB AN  OCYLUECTBMEHMS CTPaxOBOW BbIMfaTthl, MNOPSOOK
YCTaAHOBIEHMWSA CTpaxoBaTenem UHANBMAOYanbHOro MAEHTUUKALMOHHOIO KoA4a naumeHTa, Nopsaok MHAOPMUPOBaAHUSA
CTpaxoBaTenemM CTpaxoBLUMKa O MNPUBMAEYEHHbIX K KMUHUYECKOMY MWCCIefoBaHWI0 NEeKapCTBEHHOro npenaparta Ans
MeAWLMHCKOro NpUMEHeHUs nauneHTax, Nnopsagok ynnaTbl CTPaxoBOW NpemMuun, MOpPSiAoK peanusauum ornpefeneHHbIX
HacTosawmm PefepanbHbIM 3aKOHOM U ApyrMMy doeeparnbHbIMU 3aKoOHaMu NpaB 1 00s3aHHOCTEN CTOPOH MO J0roBOpYy
00s3aTenbHOro CTpaxoBaHWUSA, a Takke HOPMaTUBbLI, OTpaXKalllMe XapakTep W CTENeHb MOBPEeXOEHUs 340pOBbS,
yCTaHaBNvBalTCS IUMOOBLIMW OpaBuiaMy 0693aTenbHOro CTpaxoBaHus.

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

9. B cnyyae npuuuHeHWss Bpeda XM3HWM NauMeHTa, Y4yacTBOBaBLUErO0 B  KIMHUYECKOM  UCCregoBaHum
nekapCTBEHHOro npenapara, Bbirogonpuobperatensamy Mo LOroBopy 00A3aTenbHOrO CTPaxoBaHWsl  SABMSOTCS
rpaxgaHe, MMelLLMe NPaBo Ha BO3MELLEHVE Bpeda B Cryvyae CMepTM KOpMuUIibLia B COOTBETCTBUM C TpaKOaHCKUM
3aKOHOaTeNnbCTBOM, NPU OTCYTCTBUM TaKUX FpaXKaaH - poauTenu, cynpyr, 4eTM ymepLuero naumeHTa, yyYacTBOBaBLUEroO
B KIMHMYECKOM WCCredoBaHMU IeKapCTBEHHOro MpernapaTta, B ClydYae CMepTU MauMeHTa, Yy4yacTBOBAaBLUEINO B
KITMHUYECKOM MCCneaoBaHnm NeKapCcTBEHHOrO npenapaTta U He MMEBLLEro CaMOCTOATENbHOrO AoxoAa, - rpaxpaHe, Ha
WKOMBEHNN KOTOPbIX OH HAXOOUICs, B OTHOLLEHUN BO3MELLIEHMS pacXOA0B Ha norpebeHne nauneHTa, yd4acTBOBaBLLENO
B KNUHNYECKOM MUCCreaoBaHUKN NIEKAPCTBEHHOIO Npenapara, - 1uo, NoHecLlee Takue pacxombl.

10. CtpaxoBas BbiNfata B CYET BO3MELLEHWUs] BPeda, MPUYMHEHHOIO XM3HW MauMeHTa, Yy4yacTBOBaBLUErO B
KITMHUYECKOM WCCIefoBaHNM JEeKapCTBEHHOrO Mpenaparta, pacnpedensieTcs Mexagy BbirogonpuodpertaTensmu
NPOMOPLMOHANBbHO MX KONIMYECTBY B PaBHbIX JONSAX.

11. lpu HacTynneHun CTPaxoBOro cny4as MauueHT, Yy4acTBOBaBWWWA B  KIIMHWYECKOM UCCNedoBaHUu
nekapcTBEHHOro npenapara, BelirogonpuobpeTtaTenb Bipase NpeabsBUTb HENOCPELCTBEHHO CTPAXOBLUKKY TpeboBaHue
0 BO3MeLLeHUM npuynHeHHoro Bpeda. CTpaxoBas BbinnaTa oCyLLeCcTBSAeTCA CTPaxoBLLUMKOM B TedeHue TpuauaTtu aHen
CO [HSA npeacTaBreHnss HeobxoduMbix LOOKYMEHTOB. [laumeHT, y4acTBOBaBLUMA B KIMHUYECKOM WCCNenoBaHUU
NeKkapCTBEHHOro npenapara, MnM BbirogonpuobpeTtaTtenb 00653aH COOOWMTL CTPaxOBLUMKY ANSA  OCYLLEeCTBINEHUS
CTpaxoBOW BbINMaTbl MHAMBMAYaNbHbIN UOEHTUMIUKALNOHHBLIM KO MaumeHTa, YCTaHOBIEHHbLIM CTpaxoBaTenem B
COOTBETCTBMU C TUMNOBbLIMW NPaBUNAMN 06A3ATENBHOIO CTPaxoBaHWS.

12. o nonHoro onpegeneHust pasmepa MoAnexallero BO3MELLEeHUI0 Bpeda CTPaxOBLUMK MO  3asiBMEHUIO
naumeHTa, Yy4yacTBOBaBLUEro B KIMHWYECKOM UCCNeaoBaHMM NEeKapCTBEHHOro npenapaTta, WM 3asiBlEeHUto
BblrogonpuobpeTatens BrnpaBe OCYLECTBUTb YacTb CTPaxoBOW BbINMaTbl, COOTBETCTBYIOLYI  (aKTU4ECKU
onpegeneHHom YacTu NPUYMHEHHOro Bpeaa.

13. CtpaxoBasi Bbinflata B COOTBETCTBMM C [AOrOBOPOM 00S3aTefbHOrO CTpaxoBaHMS OCYLLECTBISETCS
He3aBMCMMO OT BbIMMaT, NPUYMTAIOLLNXCS NO APYrMM BUaaM CTPaxOBaHUA.

14. He ponyckaeTcsa yyacTue naumMeHTa B NpOBeAEHUN KIMMHUYECKOrO UCCrefoBaHNsl NekapCTBEHHONO npenapaTta
npv OTCYTCTBMM JOroBopa 06s13aTeNbHOr0 CTpaxoBaHUs.

15. KoHTponb 3a WCMOMHEHWEM OpraHu3auven, MonyyYMBLLIEN paspeLleHne Ha OpraHuM3auuio npoBedeHus
KITMHNYECKOro WCCreAoBaHUSA JNEeKapCTBEHHOro npenapata  Afns  MeOUUMHCKOrO  MPUMEHEHWUs, YCTaHOBIEHHON
HacTosLen cratbenn 06A3aHHOCTM MO 00s3aTenbHOMY CTPaxXOBaHMIO XXKM3HW, 300POBbS MaUMEHTA, Y4YacCTBYHLLETO
(y4acTBOBaBLUErO) B KMMHUYECKOM MCCEeoBaHMM FEKAPCTBEHHOrO npenapara, OCYLEeCTBMASETCS YMNOMHOMOYEHHbIM
denepanbHbiM  OpraHOM UCMOMHUTENbHOM  BfacTW, BblAaBLUMM  paspelleHne Ha npoBeAeHMe  KITMHUYECKMX
nccrneaoBaHnin NekapcTBEHHbIX NpenapaToB Ans MEANLNHCKOro NPUMEHEHUS.

Mnaea 8. MPOU3BOAOCTBO U MAPKUPOBKA INEKAPCTBEHHbLIX CPEACTB
Cratbsa 45. [Ipon3BOACTBO NeKkapCTBEHHbLIX CPeACTB

1. TlpOM3BOACTBO NEKAPCTBEHHLIX CPeACTB [AOMKHO COOTBETCTBOBaTb TpeboBaHMAM OpaBu Hagnexallen
NPOM3BOACTBEHHOW MPAKTUKW, YTBEPXKOEHHbLIM YMNOMHOMOYEHHBIM (hefepanbHbiM OpraHoOM WUCMOMHWUTENBHOW BRacTw.
OcobeHHOCTM Nnepexofa NpoM3BOACTBA OTAENbHbLIX JIEKAPCTBEHHBIX CPEeACTB K UX MPOM3BOACTBY B COOTBETCTBUM C
TpeboBaHNsIMM NpaBUN Hagexalen Npon3BoOACTBEHHOM MNPaKTUKM yCTaHaBnmBatoTcs [lpaBuTenbcTBOM Poccuickon
depepaummn. Bolgada 3aknioyeHMii 0 COOTBETCTBMM NMPOU3BOAUTENS NEKAPCTBEHHbLIX CPEACTB TpeboBaHWMSIM MpaBun
Hagnexallen npou3BOACTBEHHOM MPAaKTUKM OCYLLUECTBASIETCA NO pesynbTaTaM WMHCMNEKTUPOBAHMS NPOU3BOAMTENEN
nekapcTBeHHbIX CPeACTB B Oopdake, yctaHosrneHHom [lpaButenbctBom Poccuiickon depepaumu. Pasmep nnatel 3a
Bblga4y 3aKrno4YeHns O COOTBETCTBUM MPOU3BOAUTENSA NEKAPCTBEHHbIX CpeacTB TpeboBaHWSM NpaBun Haanexallen
NPon3BOACTBEHHOM NPaKTUKN yCcTaHaBnuBaeTcs [paButenbctBoMm Poccunckon depepaumn. [opgaok opraHusaumm v
NpoBeAEeHUS MHCNEKTUPOBAHWUS MPOU3BOAUTENEN JEeKapCTBEHHbIX CPEACTB Ha COOTBETCTBME TpPebOoBaHUSM npaBun
Hagnexallen NpoM3BOACTBEHHOM NPAKTMKKN ycTaHaBnueaeTcs NpaButensctBom Poccuiickon ®epepauuum.
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapCcTBEHHbIX cpeacTs”

(c u3m. n gon., BCTyN....

[okyMeHT npepoctasneH KoHncynbranTntoc
[ata coxpaHeHus: 16.09.2016

(B pen. PenepanbHbix 3akoHOB 0T 25.06.2012 N 93-®3, o1 22.10.2014 N 313-P3, o1 22.12.2014 N 429-03)

2. lNMpoun3BoacTBO NeKkapcTBEHHbIX cpeacTB B Poccuiickon depepaumm OCYLLECTBSETCS NPOU3BOAUTENSIMM
NEKapCTBEHHbIX CPeAcTB, WMEWLWMMU JUMLUEH3N0 Ha MPOU3BOACTBO JleKapCTBEHHLIX cpeacTB. [looTBepxaeHue
COOTBETCTBMS fuUeH3naTa [OpaBunaM Haanexawlend npou3BOACTBEHHOW MPaKTUKU OCYLLEeCTBASETCA B pamKax
NMLIEH3NOHHOIO KOHTPONA B COOTBETCTBUM C 3akoHoaaTenbcTBoM Poccuiickon ®egepaumm € y4eToMm OCOBEHHOCTEN,
yKasaHHbIX B 4acTu 1 HacTosILLEen cTaTby.

(B pea. ®egepanbHbIX 3aKoHOB 0T 22.10.2014 N 313-03, o1 22.12.2014 N 429-03)

3. MNMpon3BoACTBO NEKAPCTBEHHBIX CPEACTB OCyLlecTBnseTca ¢ cobnogeHnem TpebGoBaHUA MPOMBILLIEHHOTO
pernameHTa, KOTOPbIA YTBEPXXAAETCHA PyKOBOAUTENEM NPON3BOAUTENST JIEKAPCTBEHHBLIX CPEeACTB U BKIo4YaeT B cebs
nepeyeHb MCnonb3yeMbix dapMaLeBTUYECKMX CyOCTaHUMIA M BCrOMOraTesibHbIX BELECTB C YKa3aHWEM KOonmn4yecTBa
Kakgoro M3 HuX, aHHble 00 Mcnonb3yeMoMm o6opyaoBaHMM, ONMCaHWE TEXHOMOrMYeckoro npouecca M MEeTOLOB
KOHTPOIs Ha BCeX aTanax Npou3BOACTBA NeKapCTBEHHbIX CPEACTB.

4. Ipn NPOM3BOACTBE JNIEKAPCTBEHHLIX CPEACTB UCMNONb3YTCcA bapmaueBTUYeckne cybCcTaHuun, BKMOYEHHbIE B
rocyJapCTBEHHBIN PeecTp NEeKapCTBEHHbIX CPEACTB, 3a UCKMYeHMeM apMaLeBTUYECKUX CyOCTaHUuin, MPON3BoaANMbIX
ONs NpoBefeHUs KIMMHUYECKUX WUCCredoBaHuM m ans akcnopta. K npoueccy npousBoacTBa dhapMaLeBTUYECKON
cybCTaHUuuM oTHOCATCA ntobble CTaaum TEXHOSNOrMYEcKoro npouecca, Mo3BONALWME MOSMYYNTb TOTOBBLIM  MPOAYKT,
cooTBeTCTBYIOWMNA TpeboBaHnaM dapmakonenHon crtatbl, B TOM uucne epmeHTaumsi, IKCTpakumsl, O4YMCTKa,
BblaeneHne, nepekpucTannnsaums, BbiCyluMBaH1e, NU3MeNbYeHNe.

(B pea. PenepanbHOro zakoHa ot 22.12.2014 N 429-03)

4.1. TlepeyveHb neKapCTBEHHbIX MpenapaTtoB AN MEOULMHCKOrO MNPUMEHEHUS, B  OTHOLUEHUM KOTOPbIX
yCTaHaBnMBatoTCs TpeboBaHMs K 00 beMy Tapbl, YNakoBKE W KOMMIEKTHOCTU, MepeYeHb JiekapCTBEHHLIX NpenapaToB
OJ151 BETEPMHAPHOIrO MPUMEHEHUS, B OTHOLLEHUN KOTOPbIX YCTaHaBnMBalTCA TpeOOBaHMS k OoObeMmy Tapbl, a TakKke
TpeboBaHMs K 06BEMY Tapbl, yNAKOBKE 1 KOMMIIEKTHOCTU NEKapCTBEHHbIX NpenapaToB ANg MeOULUHCKOrO MPUMEHEHUS,
TpeboBaHnss Kk ob6beMy Tapbl NEKaApCTBEHHbIX MpenapaToB AMsS BeTEepUHapHOro MpPUMEHEHUs  onpenenstTcs
COOTBETCTBYIOLUMN  YNONTHOMOYEHHbIMU  (befeparnbHbiMM  OpraHamMyM  UCMONHWUTENBHOM  BnacTM B O0OpAnKe,
ycTaHoBneHHoM [NpasutenscTBoM Poccuiickon Peaepavmm.

(4acTtb 4.1 B peq. PegepanbHoro 3akoHa oT 14.12.2015 N 374-93)

KoHcynbTaHTlntoc: npumedaHue.
C 1 anBaps 2017 roga PepepanbHbiM 3akoHoM oT 03.07.2016 N 261-®3 ctaTtbsa 45 AoNONHAETCA HOBOW YacTblo
4.2, Cm. TekcT B OyayLuen pegakinm.

5. 3anpelaeTtcs Nnpon3BOACTBO:

1) nekapcTBEHHbIX CpPeacTB, He BKIMOYEHHbIX B rOCY4APCTBEHHLIN peecTp JeKapCTBEHHbIX CpeacTs, 3a
WCKIIOYEHMEM JTEKAapPCTBEHHbIX CPEACTB, MPOU3BOANMBIX ANsi NPOBEAEHMUS KITMHUYECKUX UCCNEQOBAHNIA U NS 3KCMOopTa;

2) hanbcnULIMPOBaHHbLIX NEKAPCTBEHHLIX CPEACTB;

3) nekapCTBEHHLIX CPeAcTB 6e3 NULEH3NM Ha NPOU3BOACTBO NEKAPCTBEHHbLIX CPEACTB;

4) neKkapcTBEHHbIX CPEACTB C HapyLleHMeM MpaBuil OpraHuM3auMuM NPOM3BOACTBA W KOHTPONS KavecTBa
NNeKapCTBEHHbIX CpeacCTB.

6. MNMpu BBOAE NEKApPCTBEHHbIX CPEACTB B rpaXKgaHCKMW 000pOT YMOMHOMOYEHHOE §MLO MPOU3BOAUTENS
nekapCTBEHHbIX CPEACTB OCYLLECTBNSET MOATBEPXKAEHNE COOTBETCTBMSA IEKAPCTBEHHbIX CPEACTB TpeboBaHUsM,
YCTaHOBJEHHbLIM MPU NX rOCYAAPCTBEHHON perncTpaumm, U rapaHTMpyeT, YTO NekapCTBEHHbIE CPeACcTBa NPON3BEAEHbI B
COOTBETCTBMU C TpeboBaHMAMW OPaBUN HaAnexallen NPON3BOACTBEHHON MPaKTUKW.

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

7. YNONMHOMOYEHHbIM IMUOM npou3BoanTena NnekapCTtBeHHbIX CPeacCTB ABNAETCA ero p360THI/IK, aTTecToBaHHbIN B
YCTaHOBMEHHOM YMOMHOMOYEHHbIM dhedepanbHbiM  OpraHoOM MCMOSMHUTENbHOW BRacTu OOPAAKE U MMEKLWMIA CTax
paboTbl He MEHEEe 4YeM NATb NeT B 00nacTu Npou3BOACTBA M (MNM) KOHTPONS KavyecTBa NEKapCTBEHHbIX CPEACTB,
BbiCcLLEee 0O6pa3oBaHMe COOTBETCTBEHHO MO OAHOM U3 crieunanbHOCTEN U (MKM) OOHOMY W3 HanpaBliEeHUA MOArOTOBKMU:
B6uonorns, GMOTEXHONOMNs, BETEPUHAPUS, KMMHWYECKasi MeavuuHa, pagmauuoHHas, XMMudeckast u  Guonornyeckas
3awuTa, hapmauusi, pyHaaMeHTanbHast MeauumHa, XMMUyYeckasi TEXHOMNOMUS, XUMUS.

(4acTb 7 B pea. PepepanbHoro zakoHa ot 22.10.2014 N 313-d3)

8. lMpousBoguTenn nekapcTBEHHbIX CPEACTB MOrYT OCYLLECTBMATb NPOAaXy JeKapCTBEHHbIX CPEACTB Wn
nepegaBaTb MX B yCTAaHOBINEHHOM 3aKkoHoZaTenscTBOM Poccuiickon defepavnm nopsgke:

1) ApYrMM NpOM3BOANTENSIM NEKAPCTBEHHBLIX CPEACTB AN NPOM3BOACTBA NeKapCTBEHHbIX CPEACTB;

2) opraHu3aumsm ONTOBOW TOProBM NEKApCTBEHHLIMU CpeacTBaMK;

3) anTeyHbIM opraHM3aLusM, BETEPMHAPHBIM anTeYHbIM OpraHu3auusiM, UHAMBMAYaANbHbIM NpeanpuHMMaTensm,
nverwLwmnm nmMueH3nto Ha cbapmaueBqueCKyro 0eATeNIlbHOCTb U NMUEH3N0 Ha MEOULIMHCKYHO OeATEeNIbHOCTb;

4) Hay4YHO-UccrnenoBaTENbCKUM OpraHn3aLmnsam ans Hay4YHo-UccnenoBaTenbLCckon paboThl;

5) MeQMUUHCKMM opraHn3aumsm u BeTepMHapHbIM OpraHn3auusMm;
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapCcTBEHHbIX cpeacTs”

(c u3m. n gon., BCTyN....

[okyMeHT npepoctasneH KoHncynbranTntoc
[ata coxpaHeHus: 16.09.2016

6) opraHu3sauusamM, ocyLLeCTBAIOWNM pa3BefeHue, BolpallluBaHue 1 coepaHne XXMBOTHbIX.
CraTtbs 46. MapkupoBKka NekapCTBEHHbIX CpeacTB

1. JlekapcTBeHHbIE MpenapaTbl, 3@ MCKIYEHNEM JIEKAPCTBEHHbIX MpenapaToB, M3roTOBMAEHHbIX anTeYHbIMU
opraHnsaumsiMy, BeTepuHapHbIMKU anTeYHbIMU OpraHn3aLmMaMu, MHOMBUAYaNbHBIMU NpeanpuHUMaTENSaMU, UMELUMU
NMLEH3MI0 Ha (hapMaLeBTUYECKYO AeATENBHOCTbL, AOMMKHbLI MOCTyNnaTh B ob6palleHvne, ecrnu:

1) Ha WX NEepBMYHOM YNaKoOBKE (3a WCKITIOYEHNMEM MEPBUYHON YMAKOBKN NEKAPCTBEHHbLIX pPacTUTENbHbIX
npenapaToB) XOPOLUO YATAEMbIM LUPUEDTOM Ha PYCCKOM S3bIKE yKa3aHbl HavMEHOBaHWE JeKapCTBEHHOro npenapara
(MexagyHapogHoOe HenaTeHTOBAHHOE, UMK rPYMNMMPOBOYHOE, UMW XMMUYECKOE, UMW TOProBoe HauMMEHOBaHWE), HOMEep
cepuu, gata Bbinycka (N8 MMMYHOOMOMOrMYECcKNX NEeKapCTBEHHbIX MpenapaToB), CPOK FO4HOCTM, LO3MPOBKA UMK
KOHLIeHTpauus, 06beM, akTUBHOCTb B €ANHULIAX AENCTBUS UK KONUYECTBO 03,

(B pea. ®egepanbHbIx 3aKkoHoB 0T 11.10.2010 N 271-03, o1 22.12.2014 N 429-03)

2) Ha Ux BTOPUYHOW (MOTPEOMTENBCKOM) YMakoBKE XOPOLIO YMTAeMbiM LUPUEGTOM Ha PYCCKOM S3bIKE YKasaHbl
HaVMEHOBaHWEe JeKapCTBEHHOrO npenapaTta (MeXQyHapogHOoe HenaTeHTOBaHHOEe, WU  FPYNnMpPOBOYHOE, UIU
XMMMYECKOE U TOProBOe HaVMEHOBaHUS), HaMMEHOBaHNE NPOM3BOANTENSA NEKApCTBEHHOIO MnpenapaTa, HOMep cepwuu,
[aTa Bbinycka (4519 UMMYHOBMONOrMYecknx NekapcTBEHHbIX NpenapaTtoB), HOMEP PEerucTpaumMoOHHOrO YAOCTOBEPEHNS,
CPOK rogHOCTU, CNOCO6 NPUMEHEHNS], O3UPOBKA UMK KOHLIEHTpaLus, 06beM, akTUBHOCTb B eAuHMLAx AeucTBus nmbo
KONMYecTBO 03 B YyMakoBKke, NekapcTBeHHasd ¢opma, YCNoBUsi OTMycKa, YCMOBUS XpaHeHus, npeaynpeamutenbHble
Haanmcu.

(B pea. ®egepanbHbix 3akoHoB OT 11.10.2010 N 271-®3, o1 22.12.2014 N 429-93)

2. dapmaueBTMYECKME CyOCTaHUMM JOMKHbLI MOCTynaTh B oOpalleHue, ecnv Ha ux NEPBUYHON yNakoBKe XOpPOLLO
YnTaembiM LIPMAPTOM Ha PYCCKOM A3bIKE yKaszaHbl HauMeHoBaHMe dapMaleBTUYeckon cybcTaHuum (MexagyHapogHoe
HenaTeHToBaHHOE, WNU TPYNNnMPOBOYHOE, WNN XUMUYECKOEe W TOProBoe HauMeHOBaHus), HauMMeHOBaHWe
npoussoguTens dapmMmaleBTUYeckon cybcTaHuMM, HOMep cepun M gaTta M3roTOBMIEHMS, KONMYECTBO B YMaKOBKE M
€OVHWLIbI N3MEPEHNSsT KONMYECTBA, CPOK FOAHOCTU U YCINOBUS XpaHEHWs.

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

3. JlekapcTBeHHbIE CpeACTBa B Ka4eCTBe CbIBOPOTOK AOIDKHBI NOCTYyNaTh B obpalleHne C yKkasaHueM >KUBOTHOrO,
N3 KPOBW, Nfa3mbl KPOBW, OPraHOB M TKAHEW KOTOPOro OHWU MOSyY€EHbI.

4. Ha BTOpMYHYIO (MOTPEBUTENBCKYIO) YNAKOBKY NeKapCTBEHHbLIX CPEACTB, MNOMYYEHHbIX U3 KPOBW, Mna3Mbl KpOBMU,
OpraHoB M TKaHeW 4enoseka, OOSMKHA HaHocuTbeA Hagnuck: "AHTutena Kk BUY-1, BUY-2, k Bupycy renatuta C um
NOBEPXHOCTHLIN aHTUreH B1pyca renatuta B oTcyTcTByoT".

5. Ha nepBuyHyt0 ymakoBKy W BTOpPWYHYK (MOTPEOMTENbCKYHO) YNakoBKy  pagvodapMaueBTU4EeCcKnx
nekapCTBEHHbIX CPeACTB AOIPKEH HAHOCUTLCS 3HaK paguauMOHHON ONacHOCTH.

6. Ha BTOpuyHylo (NOTPeOMTENbCKYH) YMaKOBKY TOMEONaTU4eCKMX FEeKapCTBEHHbIX MNpenapaTtoB [AOJMKHA
HaHocuTbCS Hagnuck: "FomeonaTuyeckmin”.

7. Ha BTOpUYHYO (NOTpebUTenbCKyo) YNakoBKY NeKapCTBEHHbIX pacTUTENbHbIX NPenapaToB AO/MKHA HAHOCUTLCS
Hagnuce: "MNpoaykuuna npoluna pagnaumoHHbIN KOHTPOnb".

8. Ha nepBu4yHylo ynakoBKy (ecrnvm Ang 3STOr0 CyWecTBYeT TexXHMYeckas BO3MOXHOCTb) M BTOPUYHYIO
(moTpebuTenbCcKkyto) YyNakoBKY JEKapCTBEHHbIX MpenapaToB, NpedHasHa4YeHHbIX AN  KIMHUYECKUX WCCnegoBaHum,
JOMmKHa HaHOCUTbCA Haanuck: "Ona KNMMHWYECKUX nccneaoBaHuin'.

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

9. YnakoBka nekapCTBEHHbIX CPeACTB, NpedHas3HayeHHbIX WCKIUYNTENbHO [ANs 9KCnopTa, MapKuMpyeTcs B
COOTBETCTBMM C TPeOOBaHMAMU CTpaHbI-uMnopTepa.

10. Ha TpaHcnopTHylo Tapy, KOTopasi He MpefHasHadeHa Ans notpebutenen M B KOTOPYH MOMELLEHO
nekapCTBeHHOe CPeAcTBO, AOMMKHa HAHOCWMTBCS WHGOPMaUWs O HauMEHOBaHWW, CEepuM FeKapCTBEHHOro CpenacTsa,
[aTe BbINyCcKa, KONMMYECTBE BTOPUYHBIX (MOTPEOUTENBCKMX) YMAKOBOK NEKApCTBEHHOrO CpeacTBa, NpousBoguTene
NeKapcTBEHHOro CpeacTBa C ykasaHMEM HauMMEHOBaHWSE M MEeCTOHaxOXAEeHWst NPOU3BOAUTENS NeKapCTBEHHOro
cpeacTsa (agpec, B TOM 4ucne cTpaHa n (Unu) mMecto Npom3BOACTBA feKapCTBEHHOIO CpeacTBa), a Takke O CpPoke
rogHOCTMN NEKAapCTBEHHOIO cpeacTBa U 06 YCNOBMSAX €ro XpaHEHMST 1 NEepPeBO3kU, HeobXxoaumble NpeaynpeamnTerbHble
HaAMMCK U MaHUNYINATOPHbIE 3HAKM.

11. Ha nepBu4YHYI0 ynakoBKYy W BTOPUYHYIO (MOTPEOUTENBLCKYI) YMAKOBKY JEKApPCTBEHHLIX CpeacTB Ans
BETEPMHAPHOro NPMMEHEHWS AOMKHa HAHOCUTBLCS Haanueb: "Ona BeTepnHapHOro NnpumMeHeHns".

12. Ha BTOpUMYHyI0 (NOTPebUTENLCKYIO) YNAKOBKY NeKapCTBEHHOro npenapaTta HaHOCUTCH LUTPUXOBOW Kof.

Fnaea 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUUCKYIO ®EAEPALIUIO U BbIBO3 JIEKAPCTBEHHbIX CPEACTB
M3 POCCUNCKOW GEOEPALIMUA
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-$3)
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapCcTBEHHbIX cpeacTs”

(c u3m. n gon., BCTyN....

[okyMeHT npepoctasneH KoHncynbranTntoc
[ata coxpaHeHus: 16.09.2016

CraTtba 47. lNMopsgok BBO3a NeKapCTBEHHbIX CpedcTB B Poccuinckyio Pepepaumio M BbiBO3a JEKAPCTBEHHbIX
cpencTtB u3 Poccuinckon depepaumm
(B pen. ®epepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. BB03 nekapcTBeHHbIX cpeactB B Poccuiickyto defepaumio ocyllecTBNAeTca B O0PdaKe, YCTaHOBIEHHOM
MpaButenbctBOoM Poccuiickon degepauunmn, B COOTBETCTBUN C TAMOXEHHbLIM 3aKOHOA4ATENbLCTBOM TaMOXEHHOro Ccok3a
B pamkax EBpA33C (ganee - TaMoXeHHbIV COHO3) U (MnK) 3akoHoaaTenbcTBOM Poccuickon Pegepaumm 0 TaMOXEHHOM
nene.

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

2. Beoaumble B Poccunckyio depepaumio  neKapcTBEHHble CpeacTBa  [OOMKHbl  ObiTb  BKMOYEHbl B
rocyapCTBEHHbIN PeeCcTp NeKapCTBEHHbIX CPeACTB.

(B pea. PenepanbHoro zakoHa ot 06.12.2011 N 409-®3)

3. [Honyckaetcss BBO3 B Poccuickyto Pefepaumio KOHKPETHOW NapTuyM  3apermcTpyMpoBaHHbIX U (Mnn)
He3aperMcTpMpoBaHHLIX NIEKAPCTBEHHbIX CPeACTB, NpeAHa3Ha4YeHHbIX AN NPOBEAEHUST KITMHUYECKMX UccnenoBaHun
NEKapCTBEHHbIX MNpenapaTtoB, MPOBEAEHUs  SKCMEPTU3bl  JIEKAPCTBEHHbIX CPeACTB ANl OCYLUECTBIEHUs
rocyaapCTBEHHON perncTpaumm nekapCTBEHHbIX NpenapaToB Un Afs okasaHus MegULMHCKON MOMOLLM MO XKU3HEHHbIM
NMOKa3aHUAM KOHKPETHOro nalMeHTa Ha OCHOBaHMM paspelleHus, BblAaHHOMO YMNOSHOMOYEHHLIM defeparnbHbIM
OpraHoM UCMOSTHUTENBLHOM BNACcTU NO 3asiBNEHNAM NuL, ykasaHHbIX B cTatbe 48 HacToswero denepanbHOro 3akoHa.
PaccMmoTpeHMe Takoro 3asBrieHUst U MPUHATUE peLleHUs O Bblgaye paspelleHuMs Ha BBO3 KOHKPETHOM MapTuu
3aperncTpupoBaHHbIX 1 (UNM) HE3aPErMCTPUPOBAHHbIX JTEKAPCTBEHHbLIX CPEACTB, MpedHas3HayYeHHbIX ANs NPOBEeAEHMS
KITMHUYECKUX MCCIeaoBaHWA NEKapCTBEHHbIX NMpenapaToB, MPOBEOEHUS IKCMEepTU3bl NEKAPCTBEHHbIX CPEACTB Ans
OCYLLECTBMEHNSA TOCYAApPCTBEHHOW perucTpaumMm IeKkapCTBEHHbIX MNpenapaToB WM ANa oKasaHus MeAMLMHCKON
MOMOLLIM MO XM3HEHHbIM MOKa3aHWsIM KOHKPETHOro naumeHta nubo o6 oTkase B Bbldaye yKa3aHHOro paspelleHus
NpPOM3BOAATCA B CPOK, HE MpeBbilalWmMiA NsatTn paboumx gHen. Mnata 3a Bblgady YKa3aHHOTO paspelleHusl He
B3UMaeTCH.

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

4. B Poccuiickyto denepaumio MOXHO BBO3UTb JIEKAPCTBEHHbIE CPEACTBA, KAuyeCTBO KOTOPLIX MOATBEPXOEHO
cepTMdUKaTOM NPON3BOANTENS NEKAPCTBEHHBIX CPEACTB, YAOCTOBEPSIOLUM COOTBETCTBME BBO3MMbIX FEKAPCTBEHHbIX
cpeacTts TpeboBaHusM bapMakonenHblX ctatern nubo B crnyvyae KX OTCYTCTBUSI HOPMATUBHOW AOKYMEHTaUMU Unuv
HOPMaTUBHOIO JOKYMEHTA.

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

5. 3anpewaetca BBo3 B Poccuickyto Pepepauunio  panbCnUUMpPOBaHHBIX  JIEKAPCTBEHHbLIX  CPeaCTB,
HeJobpOKaYeCTBEHHbIX TEKAPCTBEHHbLIX CPEACTB, KOHTPAadaKTHbLIX NTEKAPCTBEHHbLIX CPEACTB.

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

6. danbcMdpuuUpoBaHHble NeKapCTBEHHblE CpeacTBa, HeLobpokayeCTBEHHble fekapCTBEHHble CpeacTea
noanexaT M3bATUIO M MocneaylLlemMy YHUYTOXEHUIO Unn BbiIBO3Yy U3 Poccuiickon depepaumun, KOHTpadakTHble
nekapCTBEHHbIE CPEACTBA - U3BbATUIO M MOCNEAYIOWEMY YHUUTOXEHUIO. YHUYTOXEHWE unu BbiBO3 M3 Poccuiickon
depepaumm  danbcnUUMpOBaHHbLIX NEKAapPCTBEHHbLIX CPEACTB, HegoOpOKa4eCTBEHHLIX JIEKAapPCTBEHHbLIX CPEACTB,
KOHTpadaKTHbIX JIeKapCTBEHHbIX CPEACTB OCYLUECTBMSIETCA 3a CYEeT Imua, OCyLlecTBMBLUEro ux BBO3. [lopdaok
YHUUTOXEHUA U3bATBIX (hanbCnULMPOBaHHBLIX NEKAPCTBEHHbIX CPeacTB, HeobpoKayeCTBEHHbLIX JFEKAapPCTBEHHbIX
CpeAcTB, KOHTpadaKkTHbIX NeKapCTBEHHbIX CpeacTB ycTaHaBnmBaeTcs NpasuTtensctBom Poccuiickon ®epepauuu.

(B pea. PenepanbHoro zakoHa ot 06.12.2011 N 409-93)

7. Iluuya, ocyuwectensowme BBo3 B Poccuinckyio ®efepauunio anscnuLmMpoBaHHbIX NeKapCTBEHHbIX CPeacTs,
HegobpoKaYeCTBEHHLIX TEKAPCTBEHHLIX CPEACTB, KOHTPAaKTHbIX NEKAaPCTBEHHbLIX CPEACTB, HECYT OTBETCTBEHHOCTb B
COOTBETCTBMM C TAMOXEHHbIM 3aKOHOLATENbCTBOM TaMOXEHHOro cowsa M (Mnu) 3akoHoZaTenbCTBOM Poccuimckon
depepaumm 0 TaMOXEHHOM fere.

(B pen. PegepansHoro 3akoHa ot 06.12.2011 N 409-93)

8. BbiBO3 nekapcTBeHHbIX CpeacTB n3 Poccuiickon Pegepaumm ocyllecTnsieTcst 6e3 NpUMEHEHUs] OrpaHUYeHN,
YCTaHOBIEHHbIX TAaMOXEHHbIM 3aKOHOAATENbCTBOM TaMOXEHHOro coto3a M (Mnv) 3akoHogaTenbCTBOM Poccuinckon
depnepaumm o rocyaapCTBEHHOM pPerynmMpoBaHnM BHELLHETOPrOBOM OEATENBHOCTMW.

(B pen. ®enepanbHbix 3akoHoB 0T 06.12.2011 N 409-93, o1 25.11.2013 N 317-®3, o1 22.12.2014 N 429-93)

Cratba 48. Opuanyeckme nuua, KOTOpbIM paspeLleH BBO3 flekapCTBEHHLIX cpeacTB B Poccuiickyto ®Penepaumio
(B pea. PegepanbHoro gakoHa ot 06.12.2011 N 409-93)

JlekapcTBeHHble cpefcTBa B Poccuiickyo degepaumtio MoryT BBO3UTh:
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-d3)
1) nponsBogmMTENM NeKapCTBEHHbIX CPEACTB AN Lenen CO6CTBEHHOro NPOM3BOACTBA NIEKAPCTBEHHbIX CPeaCTB;
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapCcTBEHHbIX cpeacTs”

(c u3m. n gon., BCTyN....

[okyMeHT npepoctasneH KoHncynbranTntoc
[ata coxpaHeHus: 16.09.2016

2) WHOCTpaHHble pa3paboTYMKM NEeKapCTBEHHbIX CPeACTB W WHOCTPaHHble MPOU3BOAMTENM feKapCTBEHHbIX
CpeacTB Unu Apyrue puanyeckme niua no nopyyeHuo paspaboTyumka nekapCTBEHHOro CpeacTBa Ans MpoBedeHUs
KMUHWYECKUX UCCNeaoBaHUV feKkapCTBEHHOro npenapaTa, OCYLUEeCTBMEHWS  roCydapCTBEHHOW  perncrpaumu
neKkapcTBEHHOro npenapara, BKYeHns hapmaLeBTuyeckon cybcTaHLmMmn B roCyAapCTBEHHbIN PEecTp feKapCTBEHHbIX
CPeacCTB, KOHTPOS KAa4yecTBa NeKapCTBEHHbIX CPEACTB MPU HanMyMM paspeLleHnst YNoSIHOMOYEHHOro dheaepanbHoro
opraHa UCMONHUTENBHON BracTy Ha BBO3 KOHKPETHOW NapTUX NEKapCTBEHHbIX CPEACTB;

3) opraHm3aLumn oNTOBOWM TOProBnmM NeKkapCTBEHHbIMW CPeACTBaMMU;

4) HayyHoO-uccnegoBaTenbCkMe oOpraHusauuv, obpasoBaTenbHble OpraHuM3auMu BbiCWero obpasoBaHus,
NPON3BOAMTENN NEeKapCTBEHHbIX CPeACTB And paspaboTkv, wnccrnefoBaHWi, KOHTpons 6e3onacHOCTH, KayecTsa,
3(PEKTUBHOCTMN NEKAPCTBEHHbLIX CPEACTB MPW HanmuMuuu paspelleHus YnoNHOMOYEHHOro hedepansHOro opraHa
NCMONHUTENBHON BNacTy;

(B pea. PegepanbHoro 3akoHa ot 02.07.2013 N 185-93)

5) MeanLMHCKME opraHnsaumm, nHble ykasaHHble B NMyHkTax 1 - 4 HacTosLLen cTaTbu opraHu3auum Ans okasaHus
MEOVLUMHCKOA MOMOLUM MO XM3HEHHbIM MOKa3aHUSM KOHKPETHOro nauueHTa npuv  Hanuuum  paspelueHus
YMONHOMOYEHHOro befepanbHOro opraHa MCMOMHUTENbHOW BRAcTW Ha BBO3 KOHKPETHOW MapTuM  feKkapCTBEHHOro
npenapara, Bbl4aHHOTO B YCTAHOBMEHHOM [OPAAKe B hOpMe 3INEKTPOHHOrO AOKYMEHTa, NOAMUCAHHOro YCWUIEeHHON
KBannuUMpoOBaHHON 3NEKTPOHHON NOAMUCHIO.

(B pen. PepepansHoro gakoHa ot 12.03.2014 N 33-d3)

Cratba 49. [JoKyMeHTbI, MpeAcTaBnsieMble B TaMOXeHHble opraHbl Poccuiickon Pepepaumm npu BBO3E
nekapcTBeHHbIX cpeacTts B Poccuickyto Penepauuio
(B pen. ®enepanbHoro akoHa ot 06.12.2011 N 409-d3)

1. MNpu BBO3e nekapCTBeHHbLIX cpedcTB B Poccuiickyto Pegepaumio B TaMOXeHHble opraHbl Poccuitckon
®egepaumn Hapagy € AOKYMEHTaMu, NpefcTaBfieHMe KOTOpbIX NPedyCMOTPEHO TaMOXEHHbIM 3aKOHO4AaTeNbCTBOM
TamoxeHHoro coto3a 1 (Mnun) 3akoHogartensctBom Poccuiickon depepauny o TaMOXEHHOM ferne, npeacTaBhstTCs
crnegyowme JOKYMEHTbI:

(B pea. PegepansHoro 3akoHa ot 06.12.2011 N 409-$3)

1) cepTudmkaT nPomM3BOAMTENS IEKAPCTBEHHOIO CpPeacTBa, YA4OCTOBEPANOLWMIA COOTBETCTBME  BBO3MMOIO
nekapCcTBEHHOro cpeactBa TpeboBaHuaM dapmMakonemHon ctatbM NMBO B Criydyae ee OTCYTCTBUS HOPMaTUBHOW
OOKYMEHTauUu Unu HopMaTUBHOIO JOKYMEHTa;

2) paspelueHune ynoriHoMo4YeHHoro hegepanbHOro opraHa MCNOMHUTENbHOW BNacTu Ha BBO3 KOHKPETHON MapTum
neKapCTBEHHOroO CPeACcTBa B CryyasXx, yCTaHOBMNEHHbIX YacTbio 3 cTatbum 47 HacToswero PeaepanbHOro 3akoHa.

2. [JokyMeHTbI, YkasaHHble B NyHKTax 1 u 2 yactn 1 HacTodLwen cTaTbn, NPeaCcTaBNATCS B TAMOXEHHbIE OpraHbl
Poccuiickon ®eagepaunn npm npubbiTun nekapcTBeHHbIX cpeacTs B Poccuiickyto ®egepauuio.

(B pen. PegepansHoro 3akoHa ot 06.12.2011 N 409-93)

Cratbsa 50. BB03 nekapcTBeHHbIX Npenapatos B Poccuiickyto deaepauio Ans MMYHOTO UCTIONb30BaHUS U MHbIX
HEKOMMEPYECKUX Lienel, a Takke ANs UCMONb30BaHWs Ha TEPPUTOPUM MeXOyHapOAHOro MeAMLIMHCKOTO KnacTepa
(B pen. PegepanbHbix 3akoHoB 0T 06.12.2011 N 409-93, ot 29.06.2015 N 160-93)

1. JlekapcTBeHHble npenapaTbl MOryT ObiTb BBe3eHbl B Poccuiickyto ®depepaumio 6e3 yyveta TpeboBaHui,
npeaycMoTpeHHbIX Yactamu 1 -4 ctaten 47, ctatbammn 48 n 49 Hactodwero defepansHOro 3akoHa, €cnv OHU
npegHasHadeHbl Ans:

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

1) NMYHOroO McNonb3oBaHWUS PUINYECKMMU NNLaMK, NprubbiBLWMMK B Poccuinckyto Peagepaumto. Npn aToMm BBO3 B
Poccuiickyito denepaumio nekapcTBEHHbIX MpenapaTtoB, COAEPXalUX CUMbHOO4ENCTByHOWME U (MnKM) S00BUTbIE
BELleCTBa, BKIIOYEHHbIE COOTBETCTBEHHO B COUCOK CUNbHOOEWCTBYIOLUMX BeLWecTB Ans LUenen YrornoBHOro
3akoHoaaTenscTBa Poccunckon depepaumm 1 B COUCOK SA0BUTLIX BELLECTB ANs Lenen yronoBHOro 3akoHofaTenbcTea
Poccuiickon ®epepauuu, yteepxaeHHole MNpaButensctBom Poccuiickon ®depepauumm, ocyLlecTBRseTcs npyu Hanuvyuum
OOKYMEHTOB (3aBEpEHHbIX KOMUA JOKYMEHTOB WMNWN 3aBEPEHHbLIX BBIMMCOK M3 HUX), NOATBEPXOAKLWMX Ha3HayveHue
u3MYecKoMy InuLy YyKa3aHHbIX JeKapCTBEHHbIX MpenapaToB (3a MWCKIHYEHMEM JeKapCTBEHHbIX MNpenaparos,
3apeructpupoBaHHbix B Poccuiickon ®depepauumn n otnyckaemblx B Poccunckon depepauum 6e3 peuenta Ha
nekapcTBeHHbIN Npenapart). [NoaTBepxaatoLLme AOKYMEHThbI (MX 3aBEPEHHbIE KONMUN NN 3aBEPEHHbBIE BbIMUCKA U3 HUX)
JOIMKHbI cofepaTb CBeAeHUs1 0 HAUMEHOBAHUM U KONMYECTBE Ha3HaA4YeHHOro NekapCTBEHHOro npenapata. B cnydae,
€Cnv MNOATBEPXKAALWME OOKYMEHTbI (UX 3aBEPEHHbIE KOMUW WM 3aBEPEHHbIE BbIMUCKM W3 HMX) COCTaBMEHbl Ha
WHOCTPaHHOM $3bIKe, K HAM NpuraraeTcsl HoTapuanbHO 3aBepPeHHbIN MepPeBOo, Ha PYCCKUIM A3bIK;

(n. 1 B pea. ®egepanbHoro zakoHa ot 02.06.2016 N 163-93)
2) wucnonb3oBaHWsa paboTHUKaMKU OUNNOMATUYECKOro Kopryca Wnu NpeAacTaBuTENaAMUM  MeXOyHapOOHbIX
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapCcTBEHHbIX cpeacTs”

(c u3m. n gon., BCTyN....

[okyMeHT npepoctasneH KoHncynbranTntoc
[ata coxpaHeHus: 16.09.2016

opraHusaumn, akkpeanToBaHHbIX B Poccunckon degepaumm;

3) nevYeHns naccaxupoB M YMEHOB 3KUMaXeW TPaHCMOPTHLIX CPeACTB, Moe3dHblx Opurag v BoauTenewn
TpaHCNOPTHBIX cpeacTs, NpubbiBLINX B Poccunckyto degepaumio;

(B pea. PegepansHoro 3akoHa ot 06.12.2011 N 409-$3)

4) neYyeHNst y4aCTHUKOB MeXOYHAPOAHbIX KYNbTYPHbIX, COPTUBHBLIX MEPONPUSTUA U YH4ACTHUKOB MEXOYHaPOAHbIX
aKkcneanLni;

5) neyeHns1 KOHKPETHbIX XXUBOTHLIX B 300Mapkax, a TakKe XXUBOTHbIX, BBO3UMbIX B Poccuiickyto Pepepaumio gns
y4acTusl B CMOPTUBHBIX U 3PENULLHBIX MEPOMNPUATUSIX;

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

6) ncnonb3oBaHUA Ha TEPPUTOPUUN MEXOYHAPOAHOrO MEANLMHCKOrO Kractepa.
(n. 6 BBeaeH depepanbHbiM 3akoHoM oT 29.06.2015 N 160-$3)

2. B cnyyasx, npegycMOTpeHHbIX YacTbio 1 HacToswen cTatbn, gonyckaetcs BBo3 B Poccuiickylo depepaumio
nekapCTBEHHbIX NpenapaToB, He 3aperMcTpupoBaHHbIX B Poccuiickon Pepepaumu.
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

3. JlekapcTBeHHbIE NpenapaTbl, NpeAHa3Ha4YeHHbIe ANs 'yMaHUTapHOW NOMOLLM (COOENCTBMSA) MM NMOMOLLU NpuU
ypesBblYanHbIX CUTyauusx, BBO3ATCSA B Poccuickyio depepaumio B O0OpdAKe, YycTaHOBNEHHOM [lpaBMTenbCTBOM
Poccuinckon depepauun. 3anpewaeTtca BBo3 B Poccunckyio degepaumnio He3apermcTpupoBaHHbIX NEKapPCTBEHHbIX
npenapaToB, npefHa3Ha4YeHHbIX Afs FYMaHMTapHOM MOMOLM (COLENCTBMS) UMM MOMOLLM NpU  Ype3BblHaHbIX
cuUTyauusix.

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

Cratbsa 51. CoTpyaHudecTBO dheaepanbHOro opraHa MCMOSHUTENbHOW BIiacTv, YMOJTHOMOYEHHOro B obnactu
TaMOXXeHHOro gena, n gpyrux ynoyiHoMO4YeHHbIX q)e,u,epaanblx opraHoB WCMONHUTENbHOM BRacTn

1. YnornHomoueHHble deneparnbHble opraHbl WCMNOMHUTENBHOW BNacTv NPedoCTaBnsloT B pacrnopsiXeHue
denepanbHOro opraHa UCNOMHUTENBHOWM BIACTU, YNOTHOMOYEHHOIO B 061acTh TaMOXEHHOTO [erna, rocyaapCTBEHHbIV
peecTp NeKapCTBEHHbIX CPEACTB, @ Takke WHMOPMauUMio O BblOAHHbLIX Pa3pelleHNsiX Ha BBO3 KOHKPETHOW napTuu
nekapCTBEHHbIX CPeACTB B Cly4asix, yCTaHOBIEHHbIX YacTbio 3 cTaTtbh 47 HacToswero degepanbHOro 3akoHa.

2. ®epepanbHbli OpraH WCMONHUTENbBHOM BRAcTW, YMNOMHOMOYEHHbI B 06racTM  TaMOXEHHOro gena,
WHOPMUPYET yKasaHHble B 4YacTu 1 HacTosien cTaTbM YMONHOMOYEHHbIE (beaepanbHble OpraHbl UCMOMHUTENbHOWM
BNacTu O BBO3e NEeKapCTBEHHbIX cpeAcTB B Poccuinckyio ®defepaumio U BbIBO3€ NEKapCTBEHHbIX CPeacTB U3
Poccuiickon ®enepauumn no coopme 1 B Dopaake, KOTopble ycTaHoBMneHbl [NMpasutensctBoMm Poccunckon ®eaepauun.

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

naea 10. PAPMALIEBTUHMECKAA OEATEJIbHOCTDb
Crtatbs 52. OcywectBneHne hapMaLeBTUHECKON AeATENbHOCTU

1. ®apmaueBTnyecKkas OeATENbHOCTb OCYLLECTBMASETCA OpraHn3auusMy ONTOBOW TOPrOBMU JIEKAPCTBEHHBIMM
cpenctBaMy, anTeYHbIMW  OpraHu3auvsmMu, BETEPUHapHbIMM  anTeYHbIMW  OpraHu3auusMn, UHAMBUAYalNbHbLIMA
npegnpuHMMaTensiMm, UMeLWMMN NMLEH3N0 Ha apMalleBTUYECKYI0 AeSTEeNbHOCTb, MeOULMHCKUMU OpraHn3auusiMu,
UMELLUMKN  NULEH3N0  Ha dapMaueBTUYECKYID OedATenbHOCTb, UM KX 0060cobneHHbIMM  noapasaeneHnsmm
(ambynatopusimu, henbawepckuMmm n enbaepcKo-akyLLEPCKUMN  NMYHKTAMK, LeHTpaMu (oTaeneHusamu) obLuen
BpayeOHOM (CeMenHOon) NPaKTUKK), PacrONOXEHHbIMU B CENbCKMX HACENEHHbIX MYyHKTaxX, B KOTOPbIX OTCYTCTBYOT
anTeyHble oOpraHv3auMM, W BeTEpPUMHApPHbIMU OpraHuM3auusiMM, WUMEKLUMU NUUEH3NKD Ha dapmaueBTUYECKYIO
OEesATeNbHOCTD.

(B pen. PegepansHoro 3akoHa ot 25.11.2013 N 317-93)

2. ®usmdeckme nuua MOryT OCYLLECTBNSATb hapMaLeBTUYECKYID OEATEeNbHOCTb MPU HanMM4YuM BbICLLErO UMK
cpegHero hapmaveBTMYeckoro obpasoBaHus U ceptudmkaTa crneunanncTa, BbICLUErO WU CPedHEro BETEpPUMHAPHOro
obpasoBaHMs M cepTuduKata crneumanucTa, a TakKe BbICLIETO WM CPedHero MeauuMHckoro obpasoBaHus,
cepTudmkata crneuvanucta M LOMNOMHUTENBHOIO NPOdECCUMOHaNbLHOro obpa3oBaHWst B 4YacTW PO3HWMYHOM TOProBMv
nekapCTBEHHbIMX npenapaTtaMmyM Mpu  yCrioBMM WX paboTbl B 060COOMEHHbIX MNoAapasdeneHusax MeauLUHCKUX
OpraHunsauui, ykasaHHbIX B 4acTn 1 HacTosILEen cTaTbMm.

(4acTb 2 B peq. PepepanbHoro dakoHa ot 27.07.2010 N 192-93)

CraTtbs 53. I'Ipop,a>|<a, nepegada nekapCcrBeHHbIX CpeacTB opraHn3aumamm onToBOK TOProBJIin JieKapCTBEHHbIMU
cpencreamu

OpraHmsaLu/m ONTOBOWN TOProBJin NekapCTBeHHbIMU CpeacTBaMn MOTyT OCYLUECTBIIATE NpoAaXy JeKapCTBEHHbIX
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapCcTBEHHbIX cpeacTs”

(c u3m. n gon., BCTyN....

[okyMeHT npepoctasneH KoHncynbranTntoc
[ata coxpaHeHus: 16.09.2016

CpeAcTB UK NepedaBaTh UX B YCTaHOBNEHHOM 3aKkoHoaaTenbcTBoM Poccuiickoit denepauunm nopaake:

1) ApyrMm opraHv3aumsam oNTOBON TOProBNM NeKapCTBEHHbIMU CpeacTBaMu;

2) NpoV3BOAMTENSAM NEKAPCTBEHHBIX CPEACTB AJ1s1 LieNneli NPpoV3BOACTBA NTeKapCTBEHHbIX CPeaACTB;

3) anTeyYHbIM OpraHM3auusiM U BETEPUHAPHBIM anTeYHbIM OpraHn3auusiv;

4) Hay4HO-UCCneaoBaTeNbCKUM OpraHn3aLmnsam Ansa Hay4yHo-uccrneaoBsaTtenbckon paboTsl;

5) vHavBMAOyanbHbIM NpeanpUHUMAaTENsAM, UMEILLMM NULEH3NI0 Ha (hapMaLeBTUYECKYD OeATeNbHOCTb UMK
NMLEH3NI0 Ha MEAULIMHCKYI0 AeATEeNbHOCTb;

6) MeAMUMHCKUM opraHu3aumsiM, BeTepMHapHbIM OpraHn3aumsim;

7) opraHu3auusiM, OCYLLECTBIAIOLLMM pa3BefeHue, BbipallyBaHe U CoAepKaHMe KUBOTHbIX.

Cratbsa 54. [NpaBuna onToBOW TOProBnu NeEKapCTBEHHbIMU CpeacTBamMm

OnToBas TOProBNs NeKapCTBEHHLIMU CPEACTBAMW OCYLLIECTBNSAETCSA MPON3BOAUTENAMU NEKAPCTBEHHBLIX CPeacTB
1 opraHu3auusiMm onTOBOW TOProBnU NeKapCTBEHHbIMKM cpeAcTBaMy MO OpaBunaM Haanexaiwiewn AMCTPUObITOPCKOM
NPaKkTUKL 1 NpaBuiam Hagnexalluen NpakTMKU XpaHeHNs M NepeBO3KU MeKapCTBEHHbIX NpenapartoB, YTBEPXAEHHbIM
COOTBETCTBYHOLUMMMN YNTONHOMOYEHHBLIMU heaeparnbHbIMM OpraHamMmmn UCNOMHUTENBHOW BNacTu.
(B pen. PegepansHoro 3akoHa ot 22.12.2014 N 429-93)

Cratba 55. Mopanok po3HUYHON TOProBNN NekapcTBEHHLIMW NpenapaTamu

1. Po3HM4Hasa TOProBns fekapCTBEHHbIMU MpenapataMyM B KOMMYECTBaX, HEOOXOOUMbIX AMsl BbIMNOMHEHUS
BpadeOHbIX (henbawepcKnx) Ha3Ha4YeHNM UM HasHavYeHUn cneunanucTos B obnactM BeTepuHapun, OCyLLECTBISETCH
anTeyYHbIMU OpraHu3auusiMn, BeTEPUHAPHbIMU anTeYHbIMU OpraHnu3aunsmMun, MHOMBUAYanbHbIMW NpeanpuHUMaTensamu,
UMELLUMU NIULEH3NIO Ha hapMaLeBTUYECKYIO AeATENbHOCTb, MEAULMHCKUMW OpraHn3aunusMy, UMEIOLWMMU FULEH3UI0
Ha dhapmaLeBTUYECKY0 OeATeNbHOCTb, K X 060COBNeHHbIMM NoapasaeneHamy (ambynatopusamm, enbaepckumm n
denbaLIepcKo-aKyLLepCKMMM  MyHKTaMW, LUeHTpamu (oTaeneHusmn) obwen BpayebHOM (CEMENHOW) NpakTuKu),
pacnonoOXeHHbIMU B CENbCKUX HACENEHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeuvHble OpraHusauuun, u
BETEPMHAPHBIMM  OpraHM3auusaMn, MMEKLWMMM JULEH3NI0 Ha dapMaueBTU4eckylo AdesTenbHocTb. PaspeleHa
PO3HMYHAsA TOProBns TOMbKO NEKapCTBEHHbIMU MpenapaTtamum, 3apermcTpupoBaHHbiMn B Poccunckon depepauum mnm
N3roTOBMEHHLIMM anTEeYHbIMU OpraHu3auusiMM, BETEPUMHAPHLIMU anTeYHbIMKW OpraHu3auMsaMKn, WMHAMBUAYaANbHBIMM
npeanpuHMMaTens My, WUMEWUMN  FIMLEH3UI0 Ha apmaueBTUYeCKy0 AeATernbHOCTb. Po3HuM4Has Toproens
nekapCcTBEHHbIMU MpenapaTtaMy OCYLLECTBISETCS MO NpaBunam Hagnexallen anTe4yHOW NPaKTUKK, YTBEPXOEHHbIM
YNONTHOMOYEHHbIM pefiepanbHbIM OpraHoM MCMOMHUTENBHOW BracTu.

(B pea. egepanbHbix 3akoHOB OT 25.11.2013 N 317-93, o1 22.12.2014 N 429-03)

2. Bugbl anTeyHbiXx oOpraHu3auMin W OpaBuna OTNyCka feKapCTBEHHbIX npenapaTtoB Ans  MeAUUMHCKOro
NPUMEHEHUST anTEeYHbIMW OpraHM3auuMsaMn, WHAMBUAYaANbHBIMUA NPeanpuHMMaTens MM, UMELWMMU JIULEH3NI0 Ha
hapmaLeBTUYECKYI0 AEATENbHOCTb, a Takke [OpaBMa OTNyCKa NEKapCTBEHHbIX MpenapatoB Ans MeauUMHCKOro
NPUMEHEHNS MEOMLMHCKUMW OpraHvM3aumsiMM, UMEKLWUMN NNLEH3NI0 Ha hapMaueBTUYECKYI0 OeATENbHOCTb, U KX
o6ocobneHHbIMM nogpasaeneHuaMy (ambynaTopusamn, enbawepckuMm U denbawepcKo-akyLepPCKUMU NMyHKTamu,
LeHTpamun (oTaeneHuamu) oblien BpadebHOM (CeEMEHON) MPaKTUKK), PacroOSIOKEHHbIMA B CENbCKUX HAaCENeHHbIX
MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeYHble OpraHvM3aunn, yTBepXaalTca YNOnHOMOYEHHbIM dhedeparnbHblM OpraHom
UCMNOMHUTENBHOW BNacTu.

(B pea. PegepanbHoro gakoHa ot 25.11.2013 N 317-93)

3. lMpaBuna oTnycka HapPKOTUYECKMX CPeACTB WM MCUMXOTPOMHbIX BELLECTB, 3aperMcTpuUpoBaHHbIX B KayecTBe
nekapCTBEHHbIX NpenapaToB, JIeKapCTBEHHbIX MpenapaToB, COAEpPXallMxX HapKOTU4YecKne cpeactBa M MCUXOTPOMHbIE
BELLEeCTBa, yTBEPXKAalTCs YNONMHOMOYEHHbIM ddefeparnbHblM OpraHoOM WCMOSNTHUTENbHOW BAACTM MO COrNacoBaHWMIO C
dhegeparnbHbIM OpPraHOM UCMOSNTHUTENBHOM BNACTH, YNONHOMOYEHHbIM B chepe BHYTPEHHUX Aen.

(B pea. PegepanbHoro 3akoHa ot 03.07.2016 N 305-93)

4. lNNekapcTBeHHbIE NpenapaTbl AN BETEPUHAPHOIO MPUMEHEHUA Noasiexat OTnycKy BETEPUHaAPHLIMU anTeYHbIMN
opraHu3aumsamMu, BeTepMHAPHbIMU OPraHn3aunsaMn, MHOUBMAYaNbHBIMU NPEeanpPUHUMATENSMUA, UMEIOLWMMU JTMLEH3MNIO
Ha dapmaueBTUYECKYID [OeATenbHOCTb. [lpaBuna oOTnycka IeKapCTBEHHbIX NpenapaTtoB Afs  BETEPUHAPHOro
NPYMEHEHMS YyTBEPXKOATCS YNONMHOMOYEHHbIM dheeparbHbiM OpraHoOM MCMONHUTENbHOW BNACTU.

5. MNepeyeHb MeOULMHCKUX OpraHu3auvin, UMEKLUX NMUEH3NI0 Ha (apMaueBTUYECKYD AeATenbHOCTb, U KX
o6ocobneHHbIX noapasgeneHuin (ambynaTopun, enbawepckux U - penbalwepcKko-akyLepcknx MyHKTOB, LEHTPOB
(oToeneHuin) obwen BpayebHOM (CEMENHON) NPAKTUKM), PACNONOXEHHbIX B CENbCKMX HACENEHHbIX NMyHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTedHble OpraHuM3aumM, a TakkKe MnepedeHb JeKapCTBEHHbIX MpenapaTtoB (3a  MCKIKYEHUEM
HapPKOTUYECKMX NTEKaPCTBEHHbIX MpenapaToB U MCUXOTPOMHbIX NIEKAPCTBEHHBIX NPenapaTtoB), Mpogaxa KOTOpbIX MOXeT
OCYLLECTBNATLCH YKa3aHHbIMW OpraHn3aumsamMmn n nx o6ocobneHHbIMM nogpasgeneHmsamMuy, yCTaHaBnnBaroTCa opraHaMmu
ncnonHuTenbHoM Bnactu cybbektoB Poccunckon ®egepaumn.
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapCcTBEHHbIX cpeacTs”

(c u3m. n gon., BCTyN....

[okyMeHT npepoctasneH KoHncynbranTntoc
[ata coxpaHeHus: 16.09.2016

(B pea. PegepanbHoro gakoHa ot 25.11.2013 N 317-93)

6. AnTe4dHble opraHM3aunn, MHANBMAYyanbHblE NPeanpPUHUMATENX, UMEKOLLNE NNLIEH3NIO Ha (hapmaueBTUYECKYHO
nedATenbHoCTb, 0653aHbl 06ecneunBaTth yTBEpXOeHHbIN [paBuTenscTBom Poccuiickon Pegepaumm 1 hopMuUpyeMbin B
YCTaHOBMIEHHOM MM [OPAAKE MWUHMMAaInbHbIN aCCOPTUMEHT NeKapCTBEHHbIX NpenapaTos, HEOBXoANMbIX AN OKasaHus
MeANLIMHCKON NMOMOLLM.

(4acTb 6 B peq. PeaepanbHoro dakoHa ot 25.11.2013 N 317-$3)

7. AnTeuHble opraHusauun, UHANBMAYanNbHbIE NPpeAnpUHUMAaTENY, UMEKoLLNE NUUEH3NI0 Ha dapMaLeBTUYECKYHo
OesATenbHOCTb, Hapsgy C NeKapCTBEHHbIMW MpenapaTtaMmyM umeloT npaso npuobpeTate M NpogaBaTb MeOULMHCKME
nsgenuvs, Aes3vHguumpyolwme cpeactea, NpeaMeTbl MU CpeacTBa NMYHON TUIMEeHbl, nMocydy AN MeAULUMHCKUX Lenen,
npeaMeTbl U cpeacTBa, NpegHasHadeHHble Ans yxoda 3a 60MbHbIMW, HOBOPOXAEHHBIMWU W OETbMW, HE AOCTUMLUMMU
BO3pacTa Tpex feT, O4KOBYIO ONTUKY M CPEACTBa yxo4a 3a Hel, MMHepanbHble BOAbl, MPOAYKTbI Ie4ebHOro, 4EeTCKOro u
ONeTn4eckoro NTaHms, GUonorMyeckm akTuBHble 4OBaBKY, NapdOMepPHbIE N KOCMETUYEeCKUe CpeacTBa, MeaUUUHCKUE
N CaHWUTapPHO-MPOCBETUTENBHBIE NeYaTHbIE U3aaHWs, NpegHas3HavYeHHble AN nponaraHabl 340pOBOro obpasa KuU3Hu.

(B pea. PepepanbHbix 3akoHOB OT 27.07.2010 N 192-®3, o1 25.11.2013 N 317-03)

8. [leaTenbHOCTb anTeyHbIX opraHm3auunin BoopyxeHHbix Cun Poccunckon ®egepaunn, Opyrmx BOWCK, BOMHCKUX
OpMMPOBaAHMWI 1 OPraHoB, B KOTOPbIX 3akoHogaTernbcTBOM Poccuiickon ®Pepepauumn npegycMOTPEHO MNPOXOXAEHWE
BOEHHOM cnyxbbl unu degepansHON rocyaapCTBEHHOW CNYx0Obl, CBA3aHHOW C MPaBOOXPaAHUTENbHON OeATENbHOCTbLIO,
pernameHTupyeTcs Hactoswum degepanbHbIM 3aKOHOM U YyTBEPXAEHHbIMUM COOTBETCTBYHOLWMMN  beaepanbHbIMn
opraHamu WCMOSHUTENbHOW BNactu nonoxeHnsiMu.  KoHTponb 3a coOnopeHneM  ykasaHHbIMKW - anTeYHbIMU
opraHusauuMsamMu  nonoXeHunm Hactosiwero degepanbHOro  3aKkOHA  OCYLLECTBMSIETCA  COOTBETCTBYHOLLUMMU
denepanbHbIMU OpraHaMy UCNOMNHUTENBHOWN BracTu.

(B pea. PegepansHoro 3akoHa ot 13.07.2015 N 262-$3)

CtaTbsi 56. M3roToBneHue 1 oTNycK NekapCcTBEHHbIX NpenapaToB

1. N3roToBneHMe nekapCTBEHHbLIX MpenapaTtoB anTe4YyHbIMWU OpraHM3aumMsiMM, BeTepuHapHbIMK anTe4YHbIMU
opraHusaumMsiMi, VHAMBUAOYalbHbIMW  MNPEeAnpUHUMAaTENsaMM, MWMEKLWUMM  JMUEH3UIO Ha  hapmaueBTUYECKYHo
[eATeNbHOCTb, OCYLUECTBNSAETCA MO peuentam Ha JeKapCTBEHHble npenapatbl, Mo TpebOoBaHWSAM MeOULMHCKUX
OopraHusauui, BeTepMHapHbIX OpraHnsauuMi B COOTBETCTBUM C OPABUNAMU U3FOTOBIIEHUSA U OTMyCKa NEeKapCTBEHHbIX
npenapaToB, YTBEPXAEHHbIMU YNONTHOMOYEHHbLIM dheaepanbHbIM OpraHoOM UCNONHUTENBHOW BNAcTuU.

2. [Mpn N3rotoBNEHNN NEKAPCTBEHHbLIX NpenapaToB anTeYHbIMXM OpraHuM3aunsamMu, BETEPMHAPHLIMU anTeYHbIMU
opraHusauuamu, VHOMBMAYanbHbIMKM  NpeanpvHUMaTensiMiM, WMEKLWUMU  NULUEH3N0  Ha  dapMaLeBTUYECKYHO
[esATenbHOCTb, UCMONb3YTCA (hapMaueBTMYECKNe CyOCTaHUMM, BKITHOMEHHbIE COOTBETCTBEHHO B TOCYOapPCTBEHHbLIN
peecTp NeKapCTBEHHbIX CPEACTB AN MEeOULMHCKOTO MPUMEHEHMS U rOCYAAPCTBEHHbIA PEECTP NIEKAaPCTBEHHbIX CPeacTB
ONs1 BETEPUMHAPHOro MPUMEHEHUS B YCTAHOBMEHHOM nopsgke. He pgonyckaeTca  W3roTOBMEHWE  anTeYHbIMU
opraHnsaumsiMy, BeTepuHapHbIMM anTeYHbIMU OpraHn3aLmMaMu, MHOMBUAYaNbHBIMU NpeanpuHUMaTENaMU, UMELWUMU
NMUEH3MI0 Ha hapMaLEeBTUYECKYIO AeATENbHOCTb, NeKapCTBEHHbLIX NpenapaTtoB, 3aperucTpupoBaHHbIX B Poccumnckom
degepaumm.

3. MapkupoBKa fekapCTBEHHbIX NMpenapaTtoB, WU3rOTOBIIEHHbIX anTEeYHbIMW OpraHu3auusMn, BeTepUHapPHLIMU
anTeYyHbIMU OpraHM3aLMaMu, HOUBUOYaNbHBIMU MpeanpUHUMaTENAMUN, UMEIOLLMMN NIMLEH3NIO Ha (hapMaLEeBTUYECKYHO
OeATenbHOCTb, 1 OohopMneHne Takux npenapatoB [OIMKHbI COOTBETCTBOBATb MpaBuiaMm, YkasaHHbiM B 4actu 1
HacTosILLEN CTaTbW.

4. AnTeuyHble opraHusauuu, BeTepuvHapHble anTeudHble opraHu3auuu, WHauBMAyarnbHble npeanpuHUMaTenu,
UMerLme NUUEH3N0 Ha apMaueBTUYECKYHD OeATEeNbHOCTb, HECYT OTBETCTBEHHOCTb 3a HecobniogeHue npasun
N3roTOBIIEHUS N OTMYCKa NIeKapCTBEHHLIX NpenapaToB B COOTBETCTBUM C 3akoHoA4aTeNbCTBOM Poccunckon ®egepaunn.

Cratbsa 57. 3anpelieHne npogaxu danbCnrUMpoBaHHbIX FNEKAPCTBEHHbBIX CPeacTB, HegobpokayeCTBEHHbIX
nekapcTBEHHbIX CPeACTB, KOHTPaaKTHbIX NEeKapCTBEHHbIX CPeacTB

I'Ipop,ama (ba]'leI/I(bVILI,VIpOBaHHbIX J1eKapCTBEHHbIX CpPeACTB, He,D,O6pOKa‘-IeCTBeHHbIX JleKapCTBEHHbIX CpeacTs,
KOHTpaCbaKTHbIX JIeKapCTBEHHbIX CpeacTB 3anpeLlaeTcd.

Cratbsa 58. XpaHeHue nekapCTBEHHbIX CPeacTB

1. XpaHeHMe NeKapCTBEeHHbIX CpeacTB OCYyLWeCTBNAeTCA npousBoguTenaMn JnekapCTBeHHbIX CpeacTs,
opraHmnsaunammn onTOoBOM TOProBJ11 JeKapCTBEHHbIMW CpeacTBaMu, anTedYHbiMMU oOpraHn3aunamn, BeTepUHapHbIMU
anTe4dyHbiMn opraHn3aunamMmn, ntHonBunayalnbHbIMU NpegnpuHnMaTenamm, MMerLwmmMmm nMueH3nto Ha CbapMaLl,eBTVI‘-IeCKle
OeATeNIlbHOCTb U NUUEH3NK0 Ha MeOUUMHCKYH0 AeATeslbHOCTb, MeAUUMHCKUMK  opraHunsaumnamMun, BeTepUuHapHbIMU
opraHn3aumaMmn U UHbIMMU OpraHn3launamMun, ocyLlecTBnArLWMMnN o6pau.|,eHv|e JleKapCTBEHHbIX CpencTB. XpaHeHme
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapCcTBEHHbIX cpeacTs”

(c u3m. n gon., BCTyN....

[okyMeHT npepoctasneH KoHncynbranTntoc
[ata coxpaHeHus: 16.09.2016

nekapCTBEHHbIX CPeACTB Afsl BETEPUHAPHOrO NPUMEHEHWUST OpraHM3aumMaMn U UHAMBUAYaNbHbIMU NPeanpUHUMaTENSIMU
B Cry4asix, ecfii OHW MCMOSMb3YITCA WCKIIOYMTENBHO MPU pa3Be4eHWUW, BblpallMBaHUKW, COAEPXAHWM W FeYeHUn
XMBOTHBIX, MOXET OCYLLECTBNATLCS 6€3 NonyyYeHnst NMUEeH3nn Ha hapMaLeBTUYECKYHO AeSATENbHOCTb.
(B pea. PegepansHoro 3akoHa ot 22.10.2014 N 313-$3)

2. MNpaBuna XxpaHeHWsi NeKapCTBEHHbIX CPEACTB YTBEPXKOAOTCH COOTBETCTBYIOLMUM  YNONHOMOYEHHbLIM
dhefeparnbHbIM OpPraHoOM UCMONTHUTENLHONM BNACTU.

3. XpaHeHMe HapKOTUYECKMX JIeKApPCTBEHHbIX CPEACTB, MNCUXOTPOMHbLIX  FEKApPCTBEHHbLIX  CPEACTB,
pagnodapMaLeBTUYECKMX JIEKapCTBEHHbIX CPEACTB OCYLLIECTBMNSAETCA B COOTBETCTBUM C 33KOHOAATENbCTBOM
Poccuickon denepaumm.

Cratbs 58.1. [pegMETHO-KONTMYECTBEHHbIN YYET NEKapCTBEHHbIX CPEACTB AN MEAULMHCKOrO NPUMEHEHNS
(sBegeHa depfepanbHbIM 3akoHOM OT 25.12.2012 N 262-03)

1. OepeyeHb nekapCTBEHHbIX cpencTs ans MEeOULMHCKOro NpYMEHEeHNs, noanexatimx
NpeaMETHO-KONMYECTBEHHOMY YYeTy, YTBEPXAAETCH YMONTHOMOYEHHbIM enepanbHbiM OpraHoM  MCMOSTHUTENBHON
BNacTtu.

2. [lopaaok BKKOYEHMS NTEKAPCTBEHHbIX CPEACTB ANt MEAULMHCKOrO MPUMEHEHUS B MepedeHb JeKapCTBEHHbIX
CpeAcTB ANA MeOMUMHCKOrO NPUMEHEHUs, noanexalwunx npeamMeTHO-KONUYECTBEHHOMY YYeTy, YCTaHaBnuBaeTcs
YNOMHOMOYEHHbIM hbeepanbHbIM OpraHOM WCMONHUTENBHOW BNAcTU MO COrnacoBaHUo € deaeparnbHbiM OpraHoM
NCMNOMHMTENBHOW BNAcTW, YNOSTHOMOYEHHbIM B cpepe BHYTPEHHMX AEN.

(B pea. PegepanbHoro 3akoHa ot 03.07.2016 N 305-$3)

3. TNpeamMeTHO-KONMYECTBEHHbIN Yy4YeT FeKapCTBEHHbIX CPEACTB AN MEeOUUMHCKOTO MPUMEHEHUs BedyT
NPOn3BOAMTENN NEKAPCTBEHHbIX CPEACTB, OpraHn3aummM onToBOM TOProBnM NEKapCTBEHHbIMW CPEACTBaMU, anTeyHble
opraHusauuv, MHAMBUAyanbHble NpeanpuHUMaTeni, MMeLLmne NULEH3NI0 Ha dapMaueBTUYECKYIO OeATENBHOCTb UMK
MUUEH3NI0 Ha MEOVMLUMHCKYI0 OedATeNnbHOCTb, W  MeAWUMHCKUE opraHu3auuu, ocyllecTBrnsiowme obpalieHuve
nekapCTBEHHbIX CpeAcTB ANs MEOULMHCKOTO NPUMEHEHUS, NyTEM permcTpaumm niobbix CBA3aHHbIX C MX ObpalleHnem
onepauuin, Npu KOTOPbIX U3MEHSETCH UX KONTMYECTBO U (MNM) COCTOSIHME, B CrieuManbHbIX XypHanax y4yeta onepauun,
CBSA3aHHbIX C ODOpalleHVeM IeKapCTBEHHbIX CpeacTB ANs MeAWUMHCKOro MpuMeHeHus (ganee - cneumanbHble
XypHarnsbl).

4. [NpaBuna pernctpauum onepawunin, CBA3aHHbIX C OOpalleHneM nekapCTBEHHbIX CPeacTB ANs MeOULMUHCKOro
NPUMEHEHWs!, BKMIOYEHHbIX B MepeyvyeHb NeKapCTBEHHbIX CPeacTB Ans MeAWULMHCKOro npuMEeHeHus, noanexaliux
NPeLMETHO-KONMYECTBEHHOMY YYeTy, B CrneuuanbHbIX >XypHanax W OpaBuna BEAEHUS UM XpaHEHUs chneumarnbHbIX
XXYPHaroB yTBEPXAAKTCS YNOHOMOYEHHbIM peepanbHbIM OpraHoM MCMOMHUTENBHOWN BracTu.

5. KoHTponb 3a cobniogeHnem OpaBui pervcTpauun onepauuin, CBA3aHHbIX C ObpalleHMeM IeKapCTBEHHbIX
CPeACTB ANA MEOMLUMHCKOrO NPUMEHEHUS, BKIMIOYEHHbIX B NMepeyveHb NEKapCTBEHHbIX CPeacTB AN MeOULMHCKOro
NpUMEHeHUs1, nognexalux npeaMeTHO-KONMYEeCTBEHHOMY YYeTy, B CneumanbHbIX XXypHanax, a Takke 3a cobniogeHunem
OpaBui BeAEeHUS M XpaHeHUs cneuunanbHbIX XYPHanoB BO3faraeTcsi Ha YnonHOMOYeHHble dbeaepanbHble OpraHbl
NCMNOMHMTENBHOW BIIACTU M OpraHbl UCMOMNHUTENBHOW BriacTn cybbekToB Poccuickon depepaumm, ocyLecTBRsSOLWLmME
NVLUEH3NpoBaHMe MpOU3BOACTBA JIEKAPCTBEHHbIX CPEeACTB, (hapMaueBTUHECKOW AeATeNnbHOCTM M MEeOULMHCKON
OEesATeNnbHOCTH, U OCYLLECTBISETCH B paMKax JIMLEH3NOHHOIO KOHTPONS.

Maea 11. YHWYTOXEHUE NEKAPCTBEHHbIX CPEACTB
Cratbsa 59. OcHoBaHUS U NOPSAOK YHUHTOXEHUS NIeKapCTBEHHbIX CPEACTB

1. HepobpokayecTBeHHble rnekapCTBEHHble CpeacTBa, hanbcnduunpoBaHHble neKapCTBEHHblE CpeacTBa
noanexaTr M3bATMIO U3 OBpalleHUs M YHUYTOXEHUIO B Oopsaake, ycTaHoBneHHom [lpaBuTtensctBom Poccuickon
®epepaummn. OcHoBaHWEM AN YHUHTOXEHNS NEeKapCTBEHHbIX CPEACTB ABMSETCH pelleHne Briagenbla nekapcTBEHHbIX
CpeacTs, pelleHWe COOTBETCTBYIOLEro YNOMHOMOYEHHOro efepansHoro opraHa MWCNOMHUTENBHOW BRacTn uWiu
peLueHue cyaa.

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

2. KoHTpadakTHble NekapCTBEHHbIE CPEACTBA NOAnexaT N3bATMIO U3 OOpaLLEHUA U YHUYTOXEHMIO MO PELUEHUIO
cyga. [opagoK YHWHMTOXEHUS KOHTpadpakTHbIX NEeKapCTBEHHbIX CpPeAcTB  ycTaHaBnmBaetcs [lpaButenbcTBOM
Poccuinckon ®eaepaunn.

(B pea. PenepanbHOro zakoHa ot 22.12.2014 N 429-03)

3. Pacxogpl, CBSI3aHHbIE C YHUYTOXEHMEM KOHTPadaKTHbIX NEKapCTBEHHbLIX CPeacTsB, HeJobpokavyeCTBEHHbIX
nekapCTBEHHbIX CPeacTB, PanbCUULMPOBAHHBIX JIEKaPCTBEHHBIX CPEACTB, BO3MELLAIOTCA MX BNnagenbuem.

4. BrnageneL, nekapCTBEHHbIX CpPeAcTB [OOMMKEeH nNpeacTaBUTb B YNOMHOMOYEHHbIN dhefepanbHbld  opraH
WCMNOMHMTENBHOW BracTu JOKYMEHT MW 3aBEPEHHYI0 B YCTaHOBMEHHOM OOPAAKe ero Konui, noareepxgawowme dakrt
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapCcTBEHHbIX cpeacTs”

(c u3m. n gon., BCTyN....

[okyMeHT npepoctasneH KoHncynbranTntoc
[ata coxpaHeHus: 16.09.2016

YHUUTOXEHNS NekapcTBEeHHbIX CpecTB.

5. CooTBETCTBYHOLLMIA YNONTHOMOYEHHbIV ddeeparbHbI OpraH UCMONTHUTENBHOW BNAcTU, MPUHABLLMIA pelueHne o6
YHUUTOXEHUW NEKaPCTBEHHbIX CPEACTB, OCYLLECTBISAET KOHTPOSIb 3a UX YHUYTOXEHNEM.

6. YHMYTOXEHVE NeKapCTBEHHbIX CpPeACTB MPOM3BOAUTCS OpraHmsauusmu, WMEHLWMMU COOTBETCTBYHIOLLYIO
nyUeH3snio, Ha cneumanbHo 06opyaoBaHHbIX Nrowaakax, NofnroHax n B cneumanbHO 060pyA0BaHHbBIX MOMELLEHNSX C
cobniogeHnem TpeboBaHM B 0BNacTM OXpaHbl OKpyXawlleh cpedbl B COOTBETCTBMM C 3aKOHO4ATeNbCTBOM
Poccuiickon ®enepauuu.

7. HapkoTtuyeckne nekapCTBEHHbIe cpencTea, NCUXOTPOMHbIE neKkapCTBEHHbIe cpencTea,
pagnodapmaleBTUYecKMe TeKapCTBEHHbIE CPEACTBA YHUUTOXAKTCA B COOTBETCTBMM C  33KOHOAATENbCTBOM
Poccuiickon depepaumun.

Mnaea 12. TOCYOJAPCTBEHHOE PEIYIIMPOBAHUE LIEH
HA NEKAPCTBEHHbIE MPEMNAPATbI ANnd MEOULUMHCKOIO NPUMEHEHUA

Cratbsa 60. rOCYﬂ,apCTBeHHOG perynmpoBaHne uUeH Ha JeKapCTBeHHble npenapartbl AnAd MeauunHCKOro
NPpUMEeHeHusA

[ocymapcTBeHHOe perynupoBaHWe LeH Ha NeKapCTBEeHHble npenapatbl ANs MeOULUMHCKOTO MpUMEHEeHUs
OCYLLLeCTBMSETCS NOCPeCTBOM:

1) ytBepxaeHus lNpaBuTtensctBoMm Poccuiickon Pepepaummn oepeyHs KM3HEHHO HEOOXOAMMBIX U BaXKHEWLINX
NeKapCTBEHHbIX MpenapaToB, KOTOPLIN chOpMMPOBaH B YCTAHOBIIEHHOM MM O0OPAAKE HAa OCHOBE KOMMIEKCHOWM OLIEHKM
NeKkapCTBEHHbIX MpenapaTtoB, BKMYas aHann3 CcBedeHWA O CPaBHUTENbHOM KIMHUYECKOW 3peKkTMBHOCTN W
©e30nacHOCTU eKapCTBEHHOINO CPEACTBa, OLEHKY 9SKOHOMMWMYECKUX MOCMEACTBMIA MNPUMEHEHUS NEKapCTBEHHOro
CpeacTBa 1 U3yyeHne AOoNOMHUTENbHbBIX MOCNEACTBUN MPUMEHEHUS NEKapCTBEHHOro CPeacTBa;

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

2) yTBepXOeHus METOAMKA YCTaHOBIEHWUS MNPOU3BOOUTENSIMM  NIEKAPCTBEHHBLIX MpenapaToB  MpeaenbHbIX
OTMYCKHbIX LLleH Ha feKapCTBEHHble MpenapaTtbl, BKIIOYEHHbIE B MepevYeHb XM3HEHHO HeoOXOOUMBIX U BaXKHEMLLNX
nekapCTBEHHbIX NMpenapaToB, a Takke BHEAPEHUS MEXaHU3MOB (POPMMPOBAHNS CUCTEMbI peEPEHTHbBIX LIEH;

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

3) rocyaapCTBEHHON PEerncTpalimn YyCTaHOBEHHbIX NPOU3BOAMTENSAMM NEKapPCTBEHHbLIX NpenapaTtoB npeaeribHbIX
OTMYCKHbIX LlEeH Ha JeKkapCTBEHHble MpenapaTbl, BKIHOYEHHbIE B MEpPeYeHb XM3HEHHO HEOOXOOUMBIX U BaXKHEMLLMX
nekapCTBEHHbIX NpenapaTos.;

4) BefeHWs rocygapCTBEHHOro peectpa npedernibHbIX OTMYCKHbIX LieH Mpou3BoauTenerl Ha JeKapCTBEHHbIe
npenapaTbl, BKIMOYEHHbIE B MEPEeYeHb XN3HEHHO HEOOXOAMMBIX U BaXKHENLLMNX NEeKapCTBEHHbIX NpenapaTos.;

5) yTBepxaeHua METOAMKW YCTAHOBMEHWS OpraHamMyv WCMNOMHUTENbHOW Bractu cybbektoB Poccuickom
depnepaumm npegenbHbIX pasMepoB ONTOBLIX HaAOaBOK U NpeAenbHbIX Pa3MepoB PO3HMYHbBIX HaA0aBOK K PaKTUYECKUM
OTMNYCKHbIM LileHaM, YCTaHOBIIEHHbIM NPOU3BOAUTENAMU NEKapCTBEHHbIX NPenapaToB, Ha NeKkapCTBEHHble npenaparhbl,
BKITHOYEHHbIE B NEpeYEHb XU3HEHHO HEOOXOAMMbIX N BaXKHEMNLLMX NEKAPCTBEHHbIX NpenapaTos;

6) ycTaHoBNeHWs NpeaernbHbIX pa3mMepoB ONTOBbIX HAAOaBOK M NPederibHbIX pa3MepoB PO3HWYHbIX HagbaBOK K
haKTU4ECKNM OTMYCKHbIM LIEHaM, YCTaHOBIIEHHbIM NPOM3BOANTENAMW NEKAPCTBEHHbIX NPenapaToB, Ha NeKapCTBEHHbIE
npenapaTbl, BKIIKOYEHHbIE B NEPEYEHb XN3HEHHO HEOOXOOUMbBIX N BaXKHEWLLUX NTEKAapPCTBEHHbIX NPenapaTos;

7) yTBepXOeHUs nopsiaka Bblgayn npeanucaHvn opraHam WCNOMHUTENbHOM BnacTn cybbektoB Poccuiickon
depepaumm o NpuBELEHUN B COOTBETCTBUE C 3aKoHOAaTenscTBOM Poccuiickon Pefepaunm pelleHnii 06 ycTaHOBNEHUN
npegenbHbIX pa3MepoB ONTOBbIX HAA0ABOK U NpeAernbHbIX PAa3MepPOB PO3HUYHbIX HAA0ABOK K (DAaKTUHECKMM OTMYCKHbLIM
LeHaM, yCTaHOBMEHHbIM MPOU3BOAUTENSMU JIEKaPCTBEHHbIX NMpenapaToB, Ha NIEKapCTBEHHbIE NpenapaTthbl, BKIIOYEHHbIE
B OepeYeHb KU3HEHHO HEOBXOANMBIX N BaXKHEWLLNX NEKAPCTBEHHbIX NMPenapaToB, €CfM OHW MPUHATbI C HapyLUEHUEeM
3akoHogaTtenscTBa Poccuiickon Pepepaumm, B mopagke, yctaHoBneHHoM NpasutensctBom Poccuiickon deagepaumy;

8) HanpaBneHusa ynonHOMoOYeHHbIM dheaepanbHbiM OPraHoOM UCMOMHUTENbHOM BacT opraHamMm MUCMNOMHUTENbHON
Bnactu cyobektoB Poccunckon ®Penepauumn npeanMcaHuini 0 NpyvBEAEHUMU B COOTBETCTBME C 3aKOHOOATENbCTBOM
Poccuiickon ®epepaunm npuHATBIX C  HapylleHWeM 3akoHogatenbcTBa Poccuiickon degepaumm pelleHuin 06
yCTaHOBMNEHUN NpefesibHbIX pa3MepoB ONTOBbIX HAAbaBOK 1 NpeAenbHbIX pa3MepoB PO3HNYHbBIX HAAOABOK K LeHaM Ha
nekapCTBeHHble Npenaparbl, BKMOYEHHbIE B MEpeyYeHb XMU3HEHHO HEeOobXOOUMBIX W  BadKHEWLIWX NeKapCTBEHHbIX
npenapaTos;

9) ocywecTBneHus denepanbHOro rocygapcTBEHHOro Haasopa B cdepe obpalleHns NnekapCTBEHHbIX CpeacTs U
pernoHanbHOro rocyapCTBEHHOrO KOHTPOMNA 3a NPUMEHEHWEM LeH Ha nekapCTBeHHble npenapaTtbl COOTBETCTBEHHO
YMONTHOMOYEHHbIMU hbefepanbHbIMM OpraHaMu  UCMOMNHUTENBHOW BfacTM WM OpraHaMu  UCMOSHUTENbHOW BriacTu
cybbektoB Poccuiickon degepaumy COrnmacHO WX KOMMNETEHUUW B MOPSAKe, YCTaHOBMNEHHOM  [lpaBUTeNnbCTBOM
Poccuiickon ®epepauuu;

(n. 9 B pea. PegepanbHOro 3akoHa ot 25.06.2012 N 93-93)
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03

Speﬂ' ot 03.07.2016) " [okyMeHT npepoctasneH KoHncynbranTntoc
06 obpalleHnmn neKkapcTBEHHbIX CPeaCTB [laTa coxpareHus:: 16.09.2016

(c u3m. n gon., BCTyN....

10) npumeHeHus npenyCcMOTPEHHbIX 3aKoHOAATenbCTBOM Poccuiickon depepaumm Mep OTBETCTBEHHOCTM 3a
HapyLleHWe nopsaka LeHoobpa3oBaHMs Ha XXU3HEHHO HEOBXoAMMbIE N BaXKHENLLIME NEKapCTBEHHbIE NpenapaTbl.

Cratbs 61. NocygapcTBeHHas perncTpaumst yctaHaBMBaeMbIX MPOM3BOAUTENSIMU TEKAPCTBEHHbIX NpenapaTos
npegernibHblX OTNYCKHbIX LleH Ha NeKapCTBEeHHble npenapaTtbl, BKIHOYEeHHble B NepevyeHb XU3HEHHO HeOGXO,D,I/IMbIX n
Ba)XHEWMLLNX NEKapCTBEHHbLIX NpPenapaToB
(B pen. PepepansHoro gakoda ot 08.03.2015 N 34-d3)

1. YcTaHaBnvMBaemble MPOU3BOAUTENSMU FEeKApCTBEHHbLIX MpenapaToB MpedernbHble OTMYCKHbIE LieHbl Ha
rnekapCTBeHHble npenaparbl, BKIOYEHHble B OepeyeHb XW3HEHHO HEeOOXOOUMBIX W BadKHEWLIWX FeKapCTBEHHbIX
npenapaToB, NoAnexart rocyaapCTBEHHOW perncrpaumm B Oopaake, yCcTaHoBreHHom [lpasutenbcTtBoM Poccuiickon
depepaumu.

(4acTb 1 B peq. PepepansHoro zakoHa ot 08.03.2015 N 34-03)

2. Ha ocHoBaHumy nogaHHoro [o 1 oOKTs06psA kaxgoro roga 3asBlieHVMst MNpou3BOAUTENS JIEKapCTBEHHbLIX
npenapaToB, BKIKOYEHHBIX B MEpPEeYEHb >KU3HEHHO HEOOXOAMMBbIX W BaXKHEWMLIMX JIEeKapCTBEHHbIX MpenapaTos,
3apermcTpupoBaHHas npegenbHas OTMyCKHas LieHa Ha NeKapCTBEHHbIN npenapat MoxeT OblTb nepepeructpupoBaHa
OVH pa3 B KaneHgapHoOM rogy B nopsigke, ycraHosneHHom lNMpaButensctBoM Poccunckon ®egepaumn.

(4acTb 2 B peq. PepepansHoro dakoHa ot 08.03.2015 N 34-93)

2.1 -2.2. Ytpatunu cuny ¢ 1 niona 2015 roga. - ®epepaneHbli 3akoH ot 08.03.2015 N 34-d3.

3. PacueT npegenbHbIX OTNYCKHBIX LiEH, YKa3aHHbIX B YacTax 1 1 2 HacTosALWen CTaTbu, NPy X FOCy4apCTBEHHOMW
pervctpauum unv nepeperncTpaLmmn ocyLLeCcTBSETCS B COOTBETCTBMU C METQAMKONW, YTBEPXAEHHOW [paBuTenscTBOM
Poccuiickon depepaumm n yuntbiBatoLLen, B YaCTHOCTMU:

1) cobniogeHne BGanaHca MHTEPecoB MOTpPebuTenen nekapCTBEHHbIX MpenapaToB, BKIOYEHHbIX B MNepeyeHb
KM3HEHHO HEOOXOAMMbIX U BaXKHEWLLNX NEKAPCTBEHHbLIX NPenapaToB, Y NPOU3BOANTENEN NEKAPCTBEHHbLIX NpenapaTos,
BKITHOYEHHbIX B MepeYeHb XN3HEHHO HEOOXOAMMBIX U BaXKHENLLNX NEKAPCTBEHHLIX NPenapaTos;

2) dakTU4eckyro OTMYCKHYIO LIeHY Ha FekapcTBeHHble npenapatbl B Poccuiickon ®Pepepaumu, LeHy BBO3a
nekapcTBeHHbIX NpenapaTtoB B Poccuiickyo Pefepaumio, a Takke LeHbl Ha aHanorMyHble nekapCcTBeHHble npenaparhbl,
HaxogsAwmecs B obpalleHnn B Poccuiickon degepaumu;

3) 3aTpaTbl NMPOU3BOAUTENSI NEKAPCTBEHHOro MnpernapaTta Ha NPOW3BOACTBO M peanusaumilo  fekapCTBEHHOro
npenapara;

4) ueHy Ha NeKapCTBEHHLIN MpenapaT MHOCTPAHHOrO MPOM3BOACTBA, €ro LeHy B CTpaHe Mnpou3BoguTenst u B
CTpaHax, B KOTOpbIX NpenapaT 3aperncTpMpoBaH v (Unn) B KOTOpbIE NOCTaBNAETCA UHOCTPAHHbLIM NPOU3BOOUTENEM.
(4acTb 3 B pea. PegepanbHoro 3akoHa ot 08.03.2015 N 34-93)

4. He ponyckaloTcs peanu3aumst U OTMYCK JIEKapCTBEHHbIX NMPenapaToB, BKIOYEHHbIX B MNepevYeHb XMU3HEHHO
HEOOXOAMMbIX U BaXKHEWLUMX NEeKapCTBEHHbIX NpenapaToB, Ha KOTopble NPOM3BOAMTENSIMU NeKapCTBEHHbIX NpenapaToB
He 3aperucTpupoBaHa npefenbHasi OTMYCKHas LieHa, peanusauusi M OTNycK NpPOU3BOAUTENSAMMU JEKapCTBEHHbLIX
npenapaToB MO LEeHaM, NPEBbILAWMM 3aperMcTpMpoBaHHble MpefesibHble OTMYCKHbIE LEHbl Ha JIEKApPCTBEHHbIE
npenapatbl.

(yactb 4 BBegeHa PdepepanbHbiM 3akoHoM OT 08.03.2015 N 34-03; B pea. PenepanbHoro 3akoHa ot 03.07.2016 N
350-93)

5. OcobeHHOCTUN rocyaapCTBEHHOIO perynMpoBaHust NpeaernbHbIX OTNYCKHbIX LIEH HAa NlekapCTBeHHbIe npenapaTbl,
BKITIOYEHHbIE B NEPEYEHb KU3HEHHO HEOOXOAMMBIX M BaXXKHEWMLUMX IeKapCTBEHHbIX MpenapaToB, B 3aBMCMMOCTM OT
3KOHOMUYECKNX U (MNK) coumanbHbIX KpUTepueB (M3MEHEHWe YCINOBWUIW, Mopsigka M CTOMMOCTM NPOM3BOACTBA
nekapCTBEHHbIX NpenapaToB, UCMOMb30BAHNE HOBbLIX (hOPM, METOAOB M CMOCOOOB rOCYAapCTBEHHOIO PErynMpoBaHust
LieH Ha NekapCTBEHHbIE NpenapaThbl, B TOM YKCIe Ha OCHOBE MexaHn3Ma pedepeHTHOro LeHoobpa3oBaHuWsl, USMEHEHWI
nopsidka oKasaHusi MeOULMHCKOM MOMOLLM, U WHble M3MEHeHus) ycTaHaBnueawTcsa [lpaButenbctBom Poccuiickon
depepaumum.

(4acTb 5 BBegeHa PeaepanbHbiv 3akoHoM oT 08.03.2015 N 34-93)

Cratbs 62. rocyﬂ,apCTBeHHbIVI peecTp npedesibHblX OTMNYCKHbIX UeH ﬂpOVI3BOﬂ,VITeﬂel7I Ha JieKapCTBEHHbIE
npenapartbl, BKIKO4YEHHbIE B NepeYeHb XN3HEHHO HeobX04MMbIX Y BaXKHENLLIMX JIEKapCTBEHHbIX NMpenapaTtoB

1. 33peFVICTpVIpOBaHHbIe npegernbHble OTNYCKHble LeHbl Ha JleKapCTBeHHble nMnpenapaTtbl, BKIH4YEeHHble B
gepeyeHb >KUM3HEHHO HEOOXOOMMbIX W BaXHEWLWMX NeKapCTBEHHbIX MpenapaToB, MOASieXaT BKIOYEHMIO B
rocyapCTBEHHbIN peecTp NpeaenbHbIX OTMYCKHbIX LeH NPOU3BOAMTENEN Ha NeKapCTBEHHbIe npenapaThl, BKIOYEHHbIE
B NepeyeHb XU3HEHHO HEOOXOAMMBIX Y BaXHEWLLIMX NIeKapCTBEHHbIX NpenapaTos.

2. T'ocypapCTBEHHBI peecTp npefernbHbIX OTMYCKHbIX LIeH MPOM3BOAMTENEN Ha INekapCTBEHHble Mpenaparsl,
BKIMOYEHHbIE B NEepeYeHb XM3HEHHO HEeODOXOOMMbIX U BaXKHEWMLWMX NEeKapCTBEHHbIX MNpenapaTtoB, COAepXWUT B cebe
cnegyoLyo nHdopmaumio:
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapCcTBEHHbIX cpeacTs”

(c u3m. n gon., BCTyN....

[okyMeHT npepoctasneH KoHncynbranTntoc
[ata coxpaHeHus: 16.09.2016

1) HaumeHoBaHWe AepxaTtens unu Bragensla permcTpaunoHHOro yaoCTOBEPEHUS NekapCTBEHHOro npenapaTa,
HaVMEHOBaHWE MPOW3BOAUTENSA NIEKAPCTBEHHOIO MnpenapaTta, MeCTO HaxOXAEHWUs MPOU3BOACTBEHHbLIX MIOLLAAOK,
y4acTBYIOLLUX B NPOLIECCe NPOM3BOACTBA NIEKAPCTBEHHOIO NpenapaTta, C ykasaHveM cTagum npowecca npon3BoacTBa;
(n. 1 B pea. ®eaepanbHoro gakoHa ot 22.12.2014 N 429-03)

2) HaMMEHOBaHWe NeKapCTBEHHOroO npenapara (MexayHapoaHOe HenaTeHTOBaHHOe, MMM TPynnUPOBOYHOE, WU
XUMUYECKOE 1 TOProBoe HaMMeHOBaHUS);

(B pea. PenepanbHOro zakoHa ot 22.12.2014 N 429-03)

3) HoOmMep perncTpaLmMoHHOro yA0CTOBEPEHUS NEKAPCTBEHHOMO Npenapara;

4) nekapcTBeHHasi opMa C yka3aHueMm [03MPOBKU NEKApPCTBEHHOIO nNpenapaTa 1 ero Konm4yectTsa BO BTOPUYHON
(MOTpPebuTenNbCKOM) ynakoBKe, a TakKe KOMMIEKTHOCTb;

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

5) 3apeructpupoBaHHas npeaensHas oTNyckHas LeHa B pybnsx;

6) pata M HoOMep npuKasa YMNONMHOMOYEHHOro dedeparnbHOro opraHa WCMOMHUTENbHOW BractM O
rocyJapCTBEHHOM peructpaumu, nepepervctpaumm npegernbHON OTMYCKHOM LeHbl Ha JIeKapCTBEHHBLINM npenapar,
BKITHOYEHHBIN B NEpeYeHb XU3HEHHO HEOOXOAMMbIX Y BaXKHEMNLLMX NEKapCTBEHHbIX NpenapaTos;

(n. 6 B pea. ®egepanbHoro gakoHa ot 22.12.2014 N 429-03)

7) WUTPUXOBOW KOL, HAHECEHHbIA HA BTOPUYHYIO (MOTPEOUTENBCKYIO) YNAKOBKY NEeKapCTBEHHOIO nNpenapara;
(n. 7 BBegeH denepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

8) koo  nekapcTBEHHOro  npenaparta nNO  aHaTOMO-TepaneBTUYECKO-XUMMYECKOW  Kraccudukauumu,
pekomMmeHaoBaHHOW BcemupHon opraHmMsaumen 3agpaBooXpaHeHUs.
(n. 8 BBeAeH PeaepanbHbIM 3aKkoHOM OT 22.12.2014 N 429-93)

3. NocypapcTBeHHasa perncrTpauuns npedenbHblX OTNYCKHbIX LEeH HA JNIeKapCTBEHHbIe MnpenapaThl, BKIOYEHHbIE B
nepeyeHb XXU3HEHHO HEODXOOANMBIX U BaXXHEMNLUMX NIEKAPCTBEHHbIX MpenapaToB, BeAeHWe rocygapCTBEHHOro peecTpa
npefenbHbIX OTMYCKHbIX LIEH NPOM3BOAMTENEN Ha NeKapCTBEHHble MnpenapaThl, BKMYEHHbIE B MEPEeYeHb >KU3HEHHO
HEOOXOOMMbIX WM BaXHEMWLWMX JIEKAPCTBEHHbIX MNPENapaToB, OCYLECTBMAAKTCA B MOPsSAKe,  YCTAHOBIIEHHOM
MpaButenbctBOM Poccuiickon ®enepaunn.

CrtaTtbs 63. YCTaHOBNEHME OpraHammn UCMoSTHUTENbHOM BracTh cyobekToB Poccuickon ®egepaumn npenenbHbIX
pa3mepoB ONTOBbIX Ha,D,6aBOK N npenenbHbIX pa3dmMepoB PO3HUYHBbIX HaﬂﬁaBOK K (baKTI/IL-IeCKI/IM OTMYCKHbIM LieHaM,
YCTaHOBMEHHbIM NPOU3BOAUTENSAMU NEKapPCTBEHHbIX NMpenapaToB, Ha NekapCTBEHHbIE npenapaTtbl ANd MeaULMHCKOro
NpUMeEHeHUs

1. OpraHbl cnonHuTenbHo BnacTu cybbektoB Poccuiickon degepaunm ycTaHaBnMBaT npefenbHble pasmepbl
ONTOBbIX HAAbaBOK M NpeaerbHble pa3Mepbl PO3HUYHbIX HaAbaBOK K (DAKTUYECKNM OTMYCKHbIM LleHaM, YCTaHOBIEHHbIM
NPOn3BOAMTENAMM NIEKAPCTBEHHbIX NPENapaToB, Ha NEKAapCTBEHHbIE Mpenaparthl, BKMOYEHHbIE B OepevYeHb KU3HEHHO
HeobXoOMMBIX W BaXHEWLUUX feKapCTBEHHbIX MpenapaToB, B COOTBETCTBUM C YTBEPXKOEHHOW B OOpafke,
yctaHoBneHHoOM [lpasutensctBom Poccuickon denepauun, MeTOAUKOW YCTAHOBMEHUSI OpraHaMu WCMOMHUTENbHOM
Bnactn cybbektoB Poccuiickon Pepepaumm npepenbHbIX pasMepoB OMNTOBbIX HaAbaBOK M MpederibHbIX pasMepoB
PO3HUYHbIX HagbaBOK K (DAKTUYECKUM OTMYCKHbIM LIEHAaM, YCTAaHOBMEHHbIM MPOU3BOOUTENSIMM JTEKAapPCTBEHHbIX
npenapaToB, Ha NeKapCTBEHHble Mpenapartbl, BKMOYEHHbIE B NEpeYeHb JXM3HEHHO HeobXoaMMblX W BaXHEMNLUMX
NneKapcTBEHHbIX npenapatoB. [1poekTbl peLleHnn OpraHoB WCMOMHUTENbHOM BrRactTm cyObekToB Poccuickon
depnepaLmm 06 yCTaHOBNEHUUN U (UNN) U3MEHEHUN NpefenbHbIX Ppa3MepoB ONTOBbLIX HAA0aBOK U NpeaeribHbIX pa3MepoB
PO3HUYHbIX HagbaBOK K (DAKTUYECKUM OTMYCKHbIM LIEHAM, YCTAHOBMEHHbIM MPOU3BOOUTENSIMU JTEKAPCTBEHHbIX
npenapaToB, Ha NeKapCTBEHHblE Mpenapartbl, BKMYEHHbIE B NEPEYEHb XM3HEHHO HEeobXoOMMbIX W BaKHEMWLUMX
nekapCTBEHHbIX MpenapaToB, Mogfiexar COornacoBaHulo C dedepanbHbIM  OpraHoM  WCMONHUTENbHOW  BRacTy,
YMOSTHOMOYEHHbIM  OCYLLECTBNATL MpPaBOBOE perynupoBaHMe B cdepe rocygapCTBEHHONO perynvpoBaHus LEH
(TapucboB) Ha ToBapsbl (ycnyru), B nopsgke, yctaHoBneHHom lMpasutensctBom Poccuiickon ®egepauun.

(B pen. PegepansHoro 3akoHa ot 13.07.2015 N 241-93)

2. OpraHusauum OnNTOBOW TOProBNM WU (UNKU) anTeuvHble opraHu3auuu, WHAMBUAYyanbHble MpeanpuHUMaTenu,
umelLwme nUUEH3Mo Ha (apmMaueBTUYECKYID OeATENbHOCTb, OCYLLECTBAAKT peanu3auutd  JIEeKapCTBEHHbIX
npenapaToB, BKIMOYEHHbIX B NEpeYeHb XNU3HEHHO HEOOXOANMBIX Y BaXKHEWNLLMX NIeKapCTBEHHbLIX NpenapaTtoB, Mo LeHam,
YPOBEHb KOTOPbIX He MpeBbilaeT CyMMY (akKTMYeCKoM OTMYCKHOW LUeHbl, YCTaHOBIEHHOW Mpou3BoOAUTENEM
nekapCTBEHHbIX MpenapaToB M He MpeBbIaloWen 3aperncTpMpoBaHHONW NpeaenbHOW OTMYCKHOW UeHbl, U pasmep
onToBOM HaabaBku 1 (MNKU) pasMep PO3HUYHON HaabaBkK, He MpeBblllalolWne COOTBETCTBEHHO pa3mMepa npeaensHon
ONTOBOW Hapbaekn M (Mnn) pa3mepa npedenbHOW PO3HMYHOW HagbaBkM, yCTaHOBMEHHbIX B cybbekte Poccuiickon
degepaumm.

3. OpraHbl ncnonHUTENbLHOM BnacTn cyobektoB Poccuiickonn ®epepaummn pasmewiaot B cetu "MIHTepHeT" mnnm
onybnmkoBbIBaOT MHOPMAaLIMIO O 3apermcTpUpOBaHHON NpeaeribHON OTMYCKHOW LIEHE Ha JleKapCTBEHHbIE MpenaparThl,
BKIMOYEHHbIE B NEPEYEHb XXM3HEHHO HEOOXOANMBIX Y BXXHENLLMX NEKapCTBEHHbIX MpenapaTtoB, 06 yCTaHOBMEHHbIX B
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03

Speﬂ' ot 03.07.2016) " [okyMeHT npepoctasneH KoHncynbranTntoc
06 obpalleHnmn neKkapcTBEHHbIX CPeaCTB [laTa coxpareHus:: 16.09.2016

(c u3m. n gon., BCTyN....

cybbekTe Poccunckon Penepaumm pasmepe npefenbHON onToBor Haabaeku 1 (Mnn) pasmepe NpefenbHON PO3HUYHOWN
HagbaBKM K YCTaHOBMEHHBIM MPOM3BOAUTENAMW NEKAPCTBEHHbIX MpenapaTtoB (PakTMYeCKUM OTMYCKHbIM LieHaM Ha
nekapCTBeHHble Npenaparbl, BKMOYEHHbIE B MEpPeYeHb XMU3HEHHO HEOOXOOUMBIX W BaXKHEWLIWX NeKapCTBEHHbIX
npenapaToB, 1 00 yka3aHHOW B 4acTu 2 HacTosiwen ctaTbM cymme. VIHopmaumsi, npeayCMOTpeHHasi HacTosiwen
YacTbto, AOMKHA pas3MeLlaTbCs Takke B anTeYHbIX OpraHn3auusix B 4OCTYNHOW Ansi CBeAEHMS BCEX 3aUHTEepPecoBaHHbIX
nvy, oopme 1 0BHOBNATLCS MO Mepe ee OnyGrMKOBaHuS.

4. MNpuHaTtble ¢ HapyLlleHeM 3akoHoaaTenscTBa Poccuiickon ®depepauumm pellueHus opraHoB WCMNONHUTENbHON
Bnactu cybbekta Poccuiickon ®egepauum 06 ycTaHOBNEHUN NpeaenbHbIX pa3mMepoB ONTOBbIX HAA0ABOK 1 NpeaernbHbIX
pasMepoB PO3HMYHbLIX HaAbaBOK K 3aperncTpuMpoBaHHbIM MpedefibHbIM  OTMYCKHbIM LieHaM Ha JIeKapCTBEHHbIE
npenapatbl, BKIMOYEHHbIE B MepeYeHb XXU3HEHHO HEOBXOANMbIX U BaXXHENLLUX NTEKapCTBEHHbIX MpenapaTos, nogrexar
OTMeHe B cyaebHOM nopsigke.

Maea 13. MOHUTOPUHI 3PPEKTUBHOCTU N BE3OMNACHOCTHU
JNIEKAPCTBEHHbIX MPEMNAPATOB, HAXOOALWKMXCA B OBPALLEHUU
B POCCUUCKOWU ®EOEPALIUN
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

CraTbsa 64. PapmakoHaasop
(B pen. PenepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. NNlekapcTBeHHbIE NpenapaTthbl, Haxogswmecs B obpalleHun B Poccunckon Pegepaumm, nognexaTt MOHUTOPUHIY
acpdpekTMBHOCTU 1 Be30macHOCTN B LENsX BbISBEHUS BO3MOXHbIX HEraTMBHbIX MOCNEACTBUIN WX MPUMEHEHUS,
WHAVMBUOYaNbHON HENEepeHOCUMOCTU, NpedynpexXaeHNs MeAUUUHCKMX paboTHMKOB, BeTepuHapHbIX CheuuanvcTos,
naumMeHToB UNKU BNagenbLEB XMBOTHbIX U UX 3alUUTbl OT NPUMEHEHNS TaknX NieKapCTBEHHbIX NpenapaToB.

2. ®dapmakoHaf3op OCYLLEeCTBMASeTCH COOTBETCTBYIOWMM  YMNOMHOMOYEHHbIM  (befepanbHbIM - OpraHom
NCMNOMHMTENBHOW BNAcTU B YCTAHOBMEHHOM MM MOPSAKE NyTEM aHanusa npegocrtaBnsemon cybbektamu obpalleHus
neKapCTBEHHbIX CPEeACTB MHQoOpMauum O MODOYHBIX [OENCTBMSAX, HEeXenaTernbHbIX  peakuusix, Cepbe3HbIX
HeXXenaTenbHbIX peakuusix, HenpeaBUOEHHbIX HeXenaTtenbHbIX peakunsx npu  NPUMEHEHWW  JeKapCTBEHHbIX
npenapaTtoB, 06 MHAMBMAYaNbHOW HEMEePEeHOCMMOCTU, OTCYTCTBUM 3PEKTUBHOCTU NEKapCTBEHHbIX NpenapaTos, a
Takke 06 UHbIX hakTax u obcToaTensbCcTBax, NPEACTaBNALWUX YIPO3Y XU3HN UK 300POBbLI0 YeroBeka NMbo XMBOTHOMO
Npv NPYMEHEHNN NEKAaPCTBEHHbIX NMPENapaToB U BbISIBNIEHHbIX HA BCEX 3Tanax obpalleHns NekapcTBEHHbIX NpenapaTos
B Poccunckon ®enepauum n gpyrux rocyaapcraax.

3. CybbekTbl 0OpalLeHnst neKkapCTBEHHbIX CPEACTB B NOPSiAKE, YCTAHOBNEHHOM YNOMHOMOYEHHBIM dhedeparbHbIM
OpraHoM UCMOJTHUTENbHOM BNacTu, o06s3aHbl coobwaTth B YMONTHOMOYEHHLIN dhedepanbHbii OpraH MCMOSTHUTENbHOM
BNacTu 0 NoBOYHbIX AENCTBUAX, HEXeNaTeNbHbIX Peakunsix, CepbesHbIX HexXenaTernbHbIX peakumsax, HenpeaBuaeHHbIX
HexenaTenbHbIX peakunsax Nnpu NpUMEHEHUM feKapCcTBEHHbIX npenapaTtoB, 06 MHAMBMAYaNbHOW HenepeHOCUMOCTH,
oTCyTCTBUM 3(PDEKTMBHOCTM NEKAPCTBEHHbIX MpenapaToB, a Takke 006 WHbIXx paktax M obcTosTEeNnbCTBAX,
NPeACTaBNALWNX YrPo3y XU3HU WKW 300POBbIO  YenoBeka JiMbO KMBOTHOTO MNpU MPUMEHEHUM NEKAPCTBEHHbIX
npenapaToB 1 BbISIBIIEHHbIX HA BCEX 3Tanax obpalleHus rnekapCTBeHHbIX npenapaTtoB B Poccuiickon depepaumm u
OpYrvX rocyaapcTBax.

4. epxatenu unv snagenblbl PErMcTpaLnoHHbIX yOOCTOBEPEHUIN feKapCTBEHHbIX npenapaToB, topuandeckue
nuua, Ha MMs KOTOpbIX BblAaHbl pa3pelleHns Ha NPoBeAeHNE KNMHUYECKMX nccnegosaHun B Poccuitckon ®egepauun,
nMbo YNOMHOMOYEHHbIE UMW Apyrue lopuanyeckue nuua B pamkax obecneyeHus 6e30MacHOCTU NeKapCTBEHHbIX
npenapatoB B MNOPsiAKe, YCTAHOBMEHHOM  COOTBETCTBYIOLIUM  YMNOMHOMOYEHHBIM  (befepanbHbiM  OpraHom
NCMNOMHUTENBHOW BriacTu, 0683aHbl OCYLLECTBASATL NPUEM, YYeT, 00paboTKy, aHanM3 1 XpaHeHue MNOCTynallmx B WX
agpec oT cybbekToB OOpalleHUss nekapCTBEHHbIX CPEACTB M OpraHoB rOCYyAapCTBEHHOW BriacTu coobueHun o
NoBOYHbIX OENCTBUAX, HEXEeNaTENbHbIX PEAKUUSAX, CEPbE3HbIX HexenaTenbHbIX W HenpeaBUWAEHHbIX HeXenaTenbHbIX
peakumsix nNpuv MNPUMEHEHWU NneKapCTBEHHbIX npenapatoB, 06 OCOBEHHOCTAX WX B3aMMOAENCTBUS C  APYrMMM
neKkapcTBEHHbIMM Npenapatamu, MHAMBMAYaNbHOW HENEPEHOCMMOCTH, a Takke 00 UHbIX hakTax n obcToATenbcTBax,
NPeLCTaBNSLNX YIPO3Y XMU3HW UK 300POBbLI0 YernoBeka NGO KMBOTHOMO UMK BIUSIIOLLMX HA2 U3MEHEHUE OTHOLLEHMS
oXunaaemon nonb3bl K BO3MOXXHOMY PUCKY MPUMEHEHMS NeKapCTBEHHbIX NpenapaTos.

5. Mpu BbIABNEHNN MHOPMaLUN O CEPLE3HbIX HEXEeNaTernbHbIX PeakuMsax U HenpeaBUAEHHbIX HeXenaTerbHbIX
peakumsix npuv MNpUMEHEHWM NeKapCTBEHHbIX npenapatoB, 06 OCOBEHHOCTAX WX B3aMMOAENCTBMA C  APYrMMM
nekapCcTBeHHbIMK NpenapaTamMu, MHOUBMAYarnbHON HENEPEHOCMMOCTH, a Takke 06 UHbIX (hakTax u obcToAaTenbCcTBaXx,
BNUAIOLLMX HA WU3MEHEHWEe OTHOLUEHUS OXUOAeMOMW MNOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSA feKkapCTBEHHbIX
npenapaTtoB, [gepXaTenu wnvM Bnagenblbl PErMcTPauUMOHHBIX  YAOCTOBEPEHWUA JEKapCTBEHHbIX Npenapartos,
IopyaMyeckme Nnua, Ha MMsi KOTOPbIX BbldaHbl pa3peLleHnss Ha NpoBEeAEHUE KITMHNYECKMX UccneaoBaHuin B Poccuiickom
depepaumm, NMBO yNONTHOMOYEHHbIE VMW ApYyrue opuguydeckne nuua obssaHbl NPUHATbL Mepbl, HamnpaBfeHHble Ha
yCTpaHeHne HeraTUBHbIX MOCNEACTBUMA MPUMEHEHUS TaKMUX NIEKapCTBEHHbIX NpenapaToB, NpeaynpexaeHme npudMHeHns
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03

Speﬂ' ot 03.07.2016) " [okyMeHT npepoctasneH KoHncynbranTntoc
06 obpalleHnmn neKkapcTBEHHbIX CPeaCTB [laTa coxpareHus:: 16.09.2016

(c u3m. n gon., BCTyN....

Bpeda XW3HU WM 300POBbK  YeroBeka SMbO KMBOTHOMO, 3awuTy WX OT MPUMEHEHUSA TaKMX JeKapCTBEHHbLIX
npenapaToB, Ha AOMOMHUTENbHbLIM cOOp pAaHHbIX 00 3ddeKTMBHOCTM M 6Ee30nacHOCTM TakUX JeKapCTBEHHbIX
npenapaTos.

6. 3a HecoobLLEeHME NN COKPbITUE MHOPMaLNKN, NPeayCMOTPEHHON YacTbio 3 HACTOSLWEN CTaTbW, OepXaTenu
nnun Bnagenblbl perncTpaunoHHbIX yp,OCTOBepeHVIVI JleKapCTBEHHbIX npenapartos, opnagnyeckmne nmua, Ha UMA KOTOpPbIX
BbldaHbl paspeLleHnsa Ha NpoBedeHme KIMHUYeCcKnx nccnegosaHun B Poccuiickon ®enepauum, nubo ynorHOMOYEHHbIE
UMK Apyrve rpuanyeckne nuua, a Takke A0MKHOCTHbIE Nuua, KOTOpbIM 3Ta MHopMaLUms cTana u3BecTHa no poay ux
NpodeccuoHanbHON [eATenbHOCTU, HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3akoHoOaTenbCTBOM Poccuiickon
denepauymm.

7. lpu nonyyeHUM YMNONMHOMOYEHHLIM (pedepanbHbiIM  OpPraHoOM  WCMOSTHUTENbHOM BRactTM B pamKax
OCyLLeCTBNeHMa uM hapMakoHaa3opa Aoka3aTeNbCTB O HECOOTBETCTBMM NIEKAPCTBEHHOrO npenaparta yCTaHOBMEHHbIM
TpeboBaHUsaM nnm Npu nonyyvyeHnn MHPopMaLMm o0 HeCOOTBETCTBUM AaHHbIX 006 3cpbdekTMBHOCTM U O 6e3onacHoOCTU
nekapcTBEHHOro npenaparta AaHHbIM O fleKapCTBEHHOM npenapaTe, CoAepXalluMCs B MHCTPYKLMM MO ero NpUMeHeHuo
(B TOM u4ucne BbISIBIIEHHBIX B XO4€ OCYLIEeCTBMNEHMS dapMakoHag3opa KOHTPOSfbHO-HaA30pPHbIMKM  OpraHamu
WMHOCTPaHHbIX rOCy4apCTB), YNOMHOMOYEHHBIN befepanbHbli OpraH UCMOMHUTENBHOW BlacTM B YCTAHOBMIEHHOM WM
nopgaake paccmaTpmBaeT BOMPOC O NPUOCTAHOBMEHMM NPUMEHEHNST TAaKOro NekapCcTBEHHOro npenapara.

Crtatbs 65. NpuoctaHoBneHe NPUMEHEHNs1 NeKapCTBEHHOIO nNpenapaTa
(B pen. PenepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. Mpun nonyyeHnn nHpopMaLmm 0 HeXXenaTesbHbIX peakunsix Npy MPMMEHEHUN NIEKAPCTBEHHOIO npenapaTa, He
YyKa3aHHbIX B MHCTPYKUMM MO MPUMEHEHUI0 JIEKAPCTBEHHOrO MpenapaTta, CEepbe3HbIX HeXenaTenbHbIX peakuusax, ob
0COBEHHOCTAX €ro B3aMMogencTBust C pyrumMum NekapcTBEHHbIMU NpenapatamMmu, KOTopble MOryT NPeACTaBnsaTb Yrpo3y
XU3HW UNKM 300pOBbI0 YeroBeka NMBO XKMBOTHOMO, a TakkKe O HECOOTBETCTBUM AaHHbIX 06 3apEeKTMBHOCTM U O
©e3onacHOCTM NekapCTBEHHOMO NpenapaTta AaHHbIM O JIEKapCTBEHHOM MpenapaTte, COAepXallMMCs B MHCTPYKUMM MO
€ero npMMEHEHW0, B TOM 4YUCNe OT YMNOMHOMOYEHHBIX OPraHOB WMHOCTPAHHbLIX rocyAapctB, OOMEH KOTOpOW
OCYLLECTBMSIETCS B COOTBETCTBMM C COIMMALIEHUSAMU MeXAy  YMNONHOMOYEHHbIM  dedepanbHbiM — OpraHoMm
WCMOJTHUTENBHOM BNACTU U YNOSTHOMOYEHHbLIMW OpraHamMmn MHOCTPaHHbIX rOCYyAapCTB, YMNOMHOMOYEHHbIN dheaeparnbHbIN
OpraH WMCMNONHUTENBHOM BNacTU paccMaTpyMBaeT BOMPOC O BO3MOXHOCTU MPUMOCTAHOBMEHUA OOpalleHnsa Takoro
nekapcTBEHHOro npenapaTta B QopdjKe, YCTaHOBMEHHOM YMOMHOMOYEHHbIM befieparnbHbiM OpraHOM UCMNOMHUTENbHOW
BracTu.

2. pn HEUCNONHEHUN NN HEHaAneXxalleM WUCNONHEeHUN aepXaTensamu unu BragenbuamMu pPermcTpauyMoHHbIX
YOOCTOBEPEHWI NIEKAPCTBEHHLIX NpenapaTtoB, IOPUOANYECKMMU NMLAMW, HAa MMSA KOTOPbIX BblAaHbl pas3pelleHusi Ha
npoBefeHne KIMHUYeCkux uccnegosaHmi B Poccuiickon depepaumu, unvM  YNOMHOMOYEHHBIMA UMW OPYTUMU
PUONYECKMMN NLaMmn 06sA3aHHOCTEN, YCTAHOBIEHHbIX YacTamu 3 n 4 ctatbn 64 HacToswero deaepanbHOro 3akoHa,
nnbo B crniyyasx npenctaBneHus COOTBETCTBYHOLMM YMNOMHOMOYEHHbIM defepanbHbiM OpraHoM  UCMOMHUTENBbHOWN
BNacTU 3aKmnioYeHUs 0 HeJOCTOBEPHOCTU Pe3ynbTaToB KMMHMYECKOrO UCCrefOoBaHNS NekapCTBEHHOro npenapata Ans
MEeOULMHCKOrO NPUMEHEHUS, KOTOPOE OCHOBaHO Ha pe3ynbTaTax NPOBEPKM MEOMLUHCKON OpraHmsauum, npoBOAUBLUEN
yKasaHHOe KIIMHMYEeCKOe WccrefoBaHue C HapylleHMeM OpaBu Haanexallen KNMHMYECKOW NPakTukKU, U NpuBeno K
NONyyYeHno HeAOCTOBEPHbIX Pe3yrbTaToB, MO0 B ClyyYae HEBbINOSIHEHMS NPeanncaHns, BbIGAaHHOMO YNONTHOMOYEHHbIM
denepanbHbiM OpraHoOM WMCMOSTHUTENBHOW BracTM NO UTOraMm OCYLLECTBMEHUSA BbIGOPOYHOIO KOHTPONSA KayecTBa
nekapcTBEHHOro npenapara, YnofIHOMOYEHHbIN dheaepanbHbIi OpraH UCMONHUTENBHOW BNacTu B YCTAHOBMEHHOM UM
nopsigke paccMmatpmBaeT BOMPOC O NPUOCTAHOBIIEHUN NPUMEHEHUS TaKoro NIeKapCTBEHHOrO npenapara.

CraTtbs 66. MHdopmauus o pesynbTaTax dpapmakoHaz3sopa
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

YNonHOMOYeHHbIN  dhefepanbHblii - OpraH  UCMOMHUTENbHOW  BRacTW, OCYLUECTBASKOWUA  dapmakoHansop,
Haxogswmxcsa B obpawernn B Poccunickon ®Penepauumn, no pesynbratam apmakoHags3opa pa3MellaeT Ha CBOEM
oduymnansHoM cante B ceTn "UHTepHeT" MHOPMaLUIO O NPUHATLIX PELUEHUAX O BHECEHUN U3MEHEHUS B WHCTPYKLMIO
Mo MPYMEHEHWIO JEeKapCTBEHHOro npenapaTta, O NPUOCTAHOBIIEHWM MPUMMEHEHWS FlekapCTBEHHOro npenaparta, o6
n3bATUM U3 obpaLLeHNs NeKkapCTBEHHOrO Npenapara unmn o BO306HOBNEHNN NPUMEHEHNS NTEKapCTBEHHOTO npenapara.
(B pen. PegepansHoro 3akoHa ot 22.12.2014 N 429-93)

Mnasa 14. UHPOPMALUA O NEKAPCTBEHHbIX NPEMAPATAX
CraTtbs 67. IHpopmauus o nekapCTBEHHbIX Npenaparax

1. IHdopmaumsa o nekapCTBeHHbIX Npenapartax, OTnyCKkaeMbiX Mo peuenTy Ha feKapCTBEeHHbIV Npenapar, OSKHA
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapCcTBEHHbIX cpeacTs”

(c u3m. n gon., BCTyN....

[okyMeHT npepoctasneH KoHncynbranTntoc
[ata coxpaHeHus: 16.09.2016

cofepaTbCsl TONbKO B CNeLuanuanpoBaHHbIX U3OaHnaX, npeaHasHayYeHHbIX ONsS MeOUUMHCKUX, hapMaueBTUYecKuX,
BeTeprHapHbIX paboTHUKOB. MHopMaLmst 0 NekapCTBEHHbIX NpenapaTax Afns cneuuanucToB B obnact obpalleHus
NeKapCTBEHHbIX CPEACTB MOXET COAEepXaTbCA B MOHOrpadusix, ClpaBOYHMKAX, Hay4yHbIX CTaTbsX, B AOKNagax Ha
KOHrpeccax, KOHhepeHLUaX, CUMMNo3MyMax, HayYHbIX COBETAX, a TaKkKe B MHCTPYKUMSIX MO NMPUMEHEHUIO fieKapCTBEHHbIX
npenaparos.

2. IHdopmMaumsa o nekapcTBEHHbIX NpenapaTax, oTnyckaemblx 6e3 peLenTa Ha NekapcTBEHHbI Npenapat, MoXeT
codepxaTbCs B MyGnukauuax M OGbABNEHUAX CPeACTB MacCcoBON MHGOPMaLWKM, CNeuuanusnmpoBaHHbIX M 0BLMX
NneyaTHbIX U3OaHWAX, WHCTPYKUMSIX MO MNPUMEHEHUI0 FeKapCTBEHHbIX MNpenapaTtoB, WHbIX W3[4aHUsIX CyObekToB
obpalleHnss nekapcTBEHHbIX cpeAcTB. PeknamHble MaTepuarnbl O JIeKapCTBEHHOM MpenapaTte, oOTrnyckaemoMm 6e3
peuenTa Ha NeKapCTBEHHbIA MpenapaTt, AOMMKHbl COOTBETCTBOBATb WMHCTPYKUMWM MO MPUMEHEHUIO J1IeKapCTBEHHOIo
npenapara.

3. HonyckaeTcs ucnonb3oBaHWe NobbiX MaTepuarbHbIX HOCMTenel, NOo3BONAILWMUX XpaHWTb, nepedaBaTb U
Mcnonb3oBaTb MHGOPMaLMIO O NIEKAapPCTBEHHbIX NpenapaTtax 6e3 ee UCKaXKeHWS.

Mnasa 14.1. OTPAHUYEHUSA, HATNNATAEMbIE
HA OPIrAHU3ALUU, OCYLLECTBNAOLWIUE OEATENIbHOCTb
MO OBPALLEHUIO NEKAPCTBEHHbIX CPELOCTB
(eBeneHa deneparnbHbIM 3akoHOM oT 25.11.2013 N 317-93)

Cratba 67.1. OrpaHuyeHusi, Hanaraemble MpPW OCYLLECTBNEHUN [OesATeNnbHOCTM B cdepe obpalleHus
NeKapCTBEHHbIX CpeaCTB

1. OpraHusauuu, 3aHumarowmecs paspaboTKon, NPOM3BOACTBOM W (MMM) peanusaunen neKapCTBEHHbIX
npenapaToB AN MeOULUMHCKOro NPUMEHEHWsl, opraHusauuu, obnaparowme npaBamMn Ha WCMNOMb30BaHWE TOProBOro
HaVMEHOBaHNS JeKapCTBEHHOro npenapata Ans MeaMUMHCKOro MNpPUMEHEHUs, opraHv3aumyM OMTOBOW TOProBIin
neKkapCTBEHHbIMW CPEACTBaMM, anTeyHble opraHu3aumm (Mx NnpeacTaBuTenu, UHble nsnMveckMe 1 puandeckne nuua,
OCYLLECTBMAOLME CBOKO AEATENbHOCTb OT MMEHW 3TUX OpraHusauuii) B OTHOLUEHWM MeAMUMHCKMX pPaboTHUKOB K
pykoBogutenen MeanLMHCKUX OpraHu3auui He Brnpase:

1) BpyyaTb NOAapKu, BbiNnaynBaTb AeHEXHblE CPEACTBaA (3a UCKITIYEHNEM BO3HArpaxaeHmn no AorosopaM npu
NPOBEAEHUN  KITUHWYECKUX WCCMNEedOBaHMN NEeKapCTBEHHbIX MpenapaToB  ANA  MEAMLUMHCKOro  MpUMEHEHUS,
BO3HarpaXx4eHWn, CBA3aHHbIX C OCYLUECTBMEHWeM MEAMUMHCKUM paboTHWMKOM nejarormyeckon u  (Mnu) HayyHom
OeATenbHOCTM), B TOM YWCMe onnaymBaTtb pasBfiedeHusi, oTAblX, Mpoesq K MecCTy OTAbIXa, a Takke npuBnekaTb K
yyacTuio B pa3BriekaTesnbHbIX MEPONpUATUAX, MPOBOAMMbIX 328 CHET CBOMX CPEACTB;

2) 3aknioyaTb COrMalleHNs O Ha3HayYeHWu WM pekoMeHdauuu nauueHTaMm INekapCTBEeHHbIX npenapaToB Ans
MEeOULMHCKOrO NPUMEHEHUS (3a UCKIIOYEHNEM JOrOBOPOB O NPOBEAEHMMN KIMHUYECKUX UCCNEeAOBaHUN NeKkapCTBEHHbIX
npenapaToB Afs MeOULMHCKOrO NPUMEHEHNS);

3) npegoctaBnATb 0Opas3Lbl TeKapCTBEHHbIX MpenapaToB ANA MeOWUMHCKOrO MPUMEHEHWS B LEMnsX BpyyveHus
nauueHTam (3a WCKMIOYEHMEM CrlyyaeB, CBHA3AHHbIX C NPOBEAEHVMEM KIMHMYECKUX WCCRefoBaHUM neKapCTBEHHbIX
npenapaTtoB AN MeOULIMHCKOro NPUMEHEHNS);

4) npepocTaBnsATb HEAOCTOBEPHYIO M (UNWN) HEMOMHyl WHGOpPMaUMo O NeKapCTBEHHbIX npenapaTtax Ans
MEeOULMHCKOTO NPUMEHEHUS;

5) nocewaTb nx B paboyee BpeMs Ha pabounx MecTax, 3a UCKNIOYEHNEM CrlyvaeB, CBSA3aHHbIX C NpoBeAeHVEM
KNHUYECKUX UCCIef0BaHNA NeKkapCTBEHHbIX NpenapaToB Ans MeOUUMHCKOro MPUMEHEHUs, C ydyacTMeM B MNopsake,
YCTaHOBIIEHHOM PYyKOBOAUTENEM MEeOMUMHCKOM opraHvM3aumu, B COOpaHuMsX MeOMUMHCKMX pPabOTHUKOB W MHbIX
MEpOMNPUATUSX, HamnpaBfeHHbIX Ha MOBbILEHWE WX NPOdECCMOHaNbHOrO YPOBHA WM Ha MpedocTaBreHue
NHOPMaLIMK, CBA3AHHOW C OCYLLECTBNEHNEM MOHMTOPUHra 6e30nacHOCTY fleKapCTBEHHbIX Npenaparos;

6) nobyxgaTb K BbIMUCHLIBAHWIO NEKAapCTBEHHbIX MpenapaTtoB ANA MeAWMLMHCKOro mpuMeHeHus Ha 6nadkax,
cofepXalimx WHMOPMaLUMIO pPeKknaMHOro xapaktTepa, a Takke Ha peuenTypHbiX OraHkax, Ha KOTOpbIX 3apaHee
HanevaTaHO HaMMeHOBaHWe NekapCcTBEHHOro npenapaTa Ansg MeguunHCKOro NpUMeHeHus.

2. OpraHu3aumu, yka3aHHble B ab3ale nepBoM YacTu 1 HacTosLLen cTaTby, U UX NPeacTaBUTENM B OTHOLLEHUN
dapmaueBTMYeCcKkMx paboTHMKOB M pyKOBOAMUTENEN anTeYHbIX OpraHu3auui He Brnpase:

1) BpyyaTb noAapku, BbiMnavnBaTb AeHEXHbIe CPeACTBa, B TOM YNCe onnavymBaTb pasBrneveHus, otaplX, npoess
K MecCTy OTAbIXa, U NpMBNeKaTb K y4acTuio B pasBrekaTerbHbIX MeEpPONpUATUAX, MPOBOAMMBIX 3a CHET CBOUX CPEACTB;

2) npepoctaBnATb 06pasubl NEekapCTBEHHbIX MpenapatoB Ans MeAUUMHCKOro MpUMEHeHus Ans BpyyeHus
HacerneHuio;

3) 3aknoyaTb cornaleHns O MNpeasiokeHWM HaceneHuo OrMpeaerieHHbIX JeKapCTBEHHbIX MpenapaToB Ans
MEeANLMHCKOro MPUMEHEHMS;

4) npefocTaBnsATb HEAOCTOBEPHYIO M (UNWM) HEMOMHyl WHGOPMaUMIo O NneKapCTBEHHbIX npenapaTtax And
MEeOULMHCKOrO NPUMEHEHNS, B TOM YMCIe MMEILLMX OAMHAKOBOE MEXAYHApOAHOEe HeNnaTeHTOBaHHOE HaMMeHOBaHNe.
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03

Speﬂ' ot 03.07.2016) " [okyMeHT npepoctasneH KoHncynbranTntoc
06 obpalleHnmn neKkapcTBEHHbIX CPeaCTB [laTa coxpareHus:: 16.09.2016

(c u3m. n gon., BCTyN....

Cratba 67.2. TpeboBaHMA K OpraHMsauum W MPOBEAEHUIO HAy4YHbIX MEpPOMNPUATUNA, WHBLIX MEPONPUATUN,
HanpaBfeHHbIX Ha MOBbIWEHME NPOdECCUOHANBHOIO YPOBHS MEAMLUHCKMX PaboOTHMKOB UMM Ha npedocTaBrieHne
MHdOopMaLMm1, CBA3AHHON C OCYLLECTBIIEHNEM MOHUTOPMHIa 6€30MacHOCTU NeKkapCTBEHHbIX MpenapaToB

1. Tpu npoBeAeHWN HayYHbIX MEPONPUATUNA, WHbIX MEPONPUATUNA, HaMpaBfeHHbIX Ha MNOBbILEHNE
NpodEeCCUOHANBHOIO YPOBHS MEOULMHCKUX PabOTHWKOB MINU Ha MNPEeLOCTaBMEHUE CBA3AHHOW C OCYLLECTBIIEHWEM
MOHUTOPUHIra 6€30NacHOCTY NeKapCTBEHHbIX NPenapaToB MHOPMaLUN, OpraHn3yeMbIX OpraHu3auvsamMu, yKasaHHbIMU
B absaue nepsom yvactu 1 crtatbum 67.1 Hactoswero ®PegepanbHOro 3akoHa, WX npeactaBuTenamm u  (Mnu)
PrHaHCUpyeMbIX 3a CHET CPEeACTB 3TUX OpraHn3auun 1 Ux npeacraBuTenen, 3anpeLLaeTcd NPensaTCTBOBAaTb y4acTuo B
YyKa3aHHbIX MEPOMNPUSTUAX UHBIX OpraHM3auuin, KOTopble MPOM3BOAAT UMK pPeanuayoT fekapCcTBEHHbIE npenapatbl Ans
MEOWLMHCKOrO MPUMEHEHUSI CO CXOXMM MeXaHW3MOM papmakonormyeckoro pgemcreusd, nmbo cosgaBaTb
OUCKPUMUHALMOHHBIE YCNOBUSA A5 OOHUX YY4aCTHUKOB NO CPaABHEHMUIO C APYTMMU yYaCTHUKaMMU, 8 UMEHHO:

1) NpegocTaBnATE pasnMYHOE KONMUYECTBO BPEMEHWU ANS BbICTYMNEHWA YYaCTHUKOB, Pa3fiUYHbIE MO pasMepy
3aHMMaeMon nnowaan Mecta Ons AeMOHCTpaumym o6pas3uoB JEeKapCTBEHHbIX MpenapaTtoB Ans MegUUUHCKOro
NMPYMEHEHNS UMW peKknamHbIX MaTepuarioB O JeKapCTBEHHbIX MpenapaTtax And MeOVMLUMHCKOro MNpUMEHEHMsT Ha
3KCMO3MUMSX, CTEHAAX, 3a WCKIYEHWEM CIyyaeB, €Cnv Takue YCroBUSA 3akpensieHbl B COrMalleHusX 9TuX
opraHusauui, uUx npeacraBuTenen o (PUHAHCMPOBAHUWM YKa3aHHbIX MEepPOonpuUSaTMA U  0BYyCnoBreHbl pPasnUYHbIMU
3aTpaTamMu y4aCTHUKOB Ha NX OpraHu3auuio;

2) ycTaHaBnvBaTb pasMep B3HOCA ANS YYaCTHUKOB MEPOMPUSATUI, yKa3aHHbIX B ab3aue NepBOM HacToswen
YacTu, NPEBbIAKLWNA CyMMY 3aTpaT Ha OpraHu3auuio yKasaHHbIX MEeponpuATMA U Bedylmi K HeoBGOCHOBaHHOMY
OrPaHNYEHUIO YNCNa NX YHaACTHUKOB.

2. OpraHusaumm, ykasaHHble B ab3aue nepBom yactu 1 ctatbn 67.1 HacTosiwero PepepanbHOro 3akoHa, WX
npeacTaBUTENU, OCYLLECTBASOLWME opraHmM3auuio u (Mnu) uHaHCUpoBaHME MEpPONPUATUIA, YKal3aHHbIX B 4actu 1
HacTosILLEeN cTaTbk, 00a3aHbl 0becnevmBaTb AOCTYN K MHpOpMauumM o faTe, MecTe U BpeMeHW MNPOBEAEHMS YKa3aHHbIX
MEpPONpUATUIA, MraHax, nporpaMMax MpPOBEAEHMS YKa3aHHbIX MeponpuaTUA U Temax, MfaHupyemblX Ans
paccMOTPEHUS, COCTaBe MX YH4aCTHMKOB NMyTEM pa3MeLLEHUsA COOTBETCTBYOLLEN MHGOPMALIMM HAa CBOUX OoduumnanbHbIX
cantax B ceTu "HTepHeT" He No3aHee OBYX MeCsLEB A0 Havana nposefeHus yKkasaHHbIX MEPONPUATUNA.

3. MIHcbopmaums 0 npoBeaeHUM MEPONPUATUNA, YKa3aHHbIX B YacTu 1 HaCTOsLWEN CTaTby, B CPOK, YCTAHOBIIEHHbIV
yacTbl0 2 HacTosilen cTaTbW, [OMMKHa ObiTb HanpaBneHa B defepanbHbil OopraH MUCMOMHUTENbHOW BRacTw,
OCYLLECTBASAOLUNA PYHKLMM NO KOHTPOIO U HAA30py B chepe 34paBooOXpaHeHus, Ans nocrneayoLulero pasmeLleHns ee
Ha oduLManbHOM canTe 3Toro opraHa B cetn "HTepHeT".

Mnaea 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATENBbCTBA
POCCUWUCKOWN ®EOEPALIUM MPU OBPALLEHUU NEKAPCTBEHHbIX CPEACTB
M BO3MELLEHUWE BPEQA, MPUYUNHEHHOIO 30OPOBbLIO NrPAXOAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX NMPEMAPATOB

Cratbs 68. OTBETCTBEHHOCTb 3a HapylleHue 3akoHogaTtenbcTBa Poccuiickon dPepepauumn npy  obpaleHun
nekapCTBEHHbIX CpeacTB

1. HapyweHune 3akoHopatensctBa Poccuiickon ®enepauumn npyn obpalleHnn nekapCTBeHHbIX CPeaCcTB BreyeT 3a
cobol OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKoHoZaTenbcTBOM Poccuickon Pegepavumu.
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. 3a HenpepacTaBneHne nHpopmaumm 1 (MnNun) gaHHbIX, NPegyCMOTPEHHbLIX HacTosAwmMm PeneparnbHbiM 3aKOHOM,
CcyObekTbl 0bpalleHMs NeKapCTBEHHbIX CPeACTB HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuiickon ®epepaumm.

(yacTb 2 BBefeHa PefepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

Cratbs 69. BosmelleHve Bpeaa, NPUUMHEHHOTO 340POBbI0 rpaXkdaH BCMeACTBME NMPUMEHEHUS! NeKapCTBEHHbIX
npenapartoB

1. NpounsBoanTens NekapCTBEHHOro npenapata 06s3aH BO3MECTUTb Bpen, NPUYMHEHHbIA 340POBbIKO rpaXaaH
BCneaCcTBME NPUMEHEHUS NeKapCTBEHHOMO nNpenapaTta, eCnu JokasaHo, YTo:

1) nekapCTBEHHbIN MpenapaTt MPUMEHANCS N0 Ha3Ha4YeHU0 B COOTBETCTBUM C UHCTPYKUUEN MO NPUMEHEHUIo
rnlekapCTBEHHOrO npenaparta U MNpUYMHOW Bpeda sBWMCA BBOA4 B rpaxgaHckmid obopoT HenobpokayecTBEHHOro
rniekapCTBEHHOrO npenapara;

2) Bped 3A0POBbI0 MPUYMHEH BCREACTBME HELOCTOBEPHOW MHGOPMAaLMK, COAEpXalencs B WMHCTPYKUMM MO
NPUMEHEHMIO NEKAapPCTBEHHOrO nNpenaparTa, u3gaHHo NPon3BOAMNTENEM NEKAapCTBEHHOrO Npenapara.
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapCcTBEHHbIX cpeacTs”

(c u3m. n gon., BCTyN....

[okyMeHT npepoctasneH KoHncynbranTntoc
[ata coxpaHeHus: 16.09.2016

2. B cnyyae, ecnu Bpe 3400pOBbi0 rpaxaaH MpUYMHEH BCNeacTBME MPUMEHEHMS NeKapCTBEHHOro npenapaTa,
npuvweaLwero B HErogqHoCTb B pesyrnbTaTte HapyLleHWs OpaBuil XpaHEeHUs NeKkapCTBEHHbIX CPeACTB, OpaBuil ONTOBOW
TOProBNU NEKapCTBEHHbIMU MpenapaTtaMu, NpaBuil OTMyCcKa feKkapCTBEHHbIX NpenapaToB, OPaBWUi U3rOTOBMEHUS U
OTMyCKa NekapCTBEHHbIX MpenapaToB, BO3MELLeHMe Bpeaa OCYLLEeCTBNAETCA COOTBETCTBEHHO OpraHv3aumen OnTOBOW
TOProBsin nekapCcTtBeHHbIMKU CpencTtBamMu, anTey4yHomn opraHmsaLu/leﬁ, nHameuayanbHbIM nNpegnpuHnMartenem, MMeroLnmm
NULEH3MIO Ha (hapMaLEeBTUYECKYI0 OEATENbHOCTb UMW MULEH3UIO HAa MEOULMHCKYID OeATeNbHOCTb, MeOMLMHCKON
opraHusauven, UMeloLen NULEH3N0 Ha dapMaueBTUYECKYD OeATeNbHOCTL (ee 000COo6neHHbIM noapasgeneHem
(ambynatopweint, henbaepcknum 1 enbalepcKo-akyLepCKUM NyHKTamm, LEHTPOM (oTAeneHmem) obwen BpavebHoM
(cemeliHOWM) MpakTWKW), pPacrosIOXEHHbIM B CEMNbCKOM HACeNeHHOM MyHKTe, B KOTOPOM OTCYTCTBYeT anteyHas
opraHu3auus), ONyCTUBLUMMY NPOAAXY UM OTMYCK TAKOro fiekapCTBEHHOrO npenapara.

(B pea. PegepansHoro 3akoHa ot 25.11.2013 N 317-93)

3. BosmelleHve Bpega, MNPUYUHEHHOrO 300POBbLI0 rpaxdaH BCMEACTBME MPUMEHEHUSI NEeKapCTBEHHbIX
npenapaTtoB WM COBEPLUEHMSI MNPOTMBOMPAaBHbIX AEWUCTBUA CyObekTamy oOpalleHNsi NEeKapCTBEHHBIX CPeacTs,
OCyLLECTBNSAETCHA B COOTBETCTBUM C 3aKoHOAATeNnbCcTBOM Poccuiickon Pegepaumm.

Mnaea 16. SAKIMIOYUTENbHbIE NMOJTIOXEHNA

Cratba 70. O npusHaHuM YTpaTUBLUUMK CUNY OTAEMbHbIX 3aKOHOOATENbHbIX  AKTOB  (MONIOXEHUN
3akoHoaTenbHbIX akToB) Poccuiickon ®enepauum

Mpu3HaTb yTpaTMBLLMMU CUNY:

1) ®epepanbHbin 3akoH oT 22 uioHA 1998 roga N 86-®3 "O nekapctBeHHbix cpegcteax” (CobpaHue
3akoHogatenbcTBa Poccuiickon Pepgepaumm, 1998, N 26, ct. 3006);

2) ®epnepanbHbin 3akoH oT 2 aHBaps 2000 roga N 5-93 "O BHeceHUM n3MeHeHus 1 gononHeHun B deaepanbHbin
3akoH "O nekapcTBeHHbIX cpeacTBax” (CobpaHue 3akoHopaTensctea Poccuiickon ®Pepepaumm, 2000, N 2, cT. 126);

3) cratblo 40 PepepanbHoro 3akoHa ot 10 sHBapsa 2003 roga N 15-93 "O BHeCEHUN N3MEHEHWIA U OMOSTHEHWI B
HeKoTopble 3akoHoaaTenbHble akTbl Poccuiickon Pepepaumm B cBA3M € NpuHATMEM PepepanbHoro 3akoHa "O
NMUEH3MPOBaHNN OTAENbHbIX BUAOB AestenbHocTn" (CobpaHne 3akoHoagaTtenbcTBa Poccuiickon ®Pepepaumm, 2003, N
2, cT. 167);

4) cratbio 31 PepepansHoro 3akoHa oT 30 uoHa 2003 roga N 86-d3 "O BHeCeHUM N3BMEHEHMI U LOOMNOSTHEHUA B
HeKoTOpble 3akoHoAdaTenbHble akTbl Poccuiickon ®Pegepauun, nNpuUsHaHWM  YTPATUBLUMMWU  CUITY  OTAEMbHBIX
3akoHofaTenbHbIX akToB Poccuiickon depepaunn, NpeaocTaBneHMn OTAENbHbIX FapaHTUA COTPYAHUKaM OpraHoB
BHYTPEHHUX A€efn, OpraHoB MO KOHTPOM 3a 06OpPOTOM HAapKOTUYECKMX CPEACTB U MCUXOTPOMHLIX BELLUECTB U
ynpasgHsieMbix defeparbHbIX OpraHoB HANMoOroBoW NOIMLUKN B CBA3M C OCYLLECTBIIEHMEM MEpP MO COBEPLLUEHCTBOBAHMIO
rocygapcrtBeHHoro ynpaeneHus" (CobpaHne 3akoHogatensctBa Poccuiickon ®epepauun, 2003, N 27, cT. 2700);

5) ctatbio 101 depepanbHoro 3akoHa ot 22 aerycta 2004 roga N 122-®3 "O BHeceHUM W3MEHEHWI B
3aKkoHopaTtenbHble akTbl Poccuiickon Pepepaumm u Npu3HaHUM yTpaTUBLLMMN CUIY HEKOTOPbLIX 3aKOHOOATENbHbBIX aKTOB
Poccuiickon ®epepauun B cBssn ¢ npuHsatuem PepepanbHblx 3akoHOB "O BHECEHUW WU3MEHEHUW W OOMOSIHEHWIA B
depnepanbHbii 3akoH "O6 06LLMX NpMHLMNAaX OpraHn3aumm 3akoHodaTesbHbIX (MpeacTaBUTENbHBLIX) U UCMONTHUTENBHbIX
OpraHoB rocyaapcTBeHHOM Bnactu cyowbektoB Poccuiickon Pepepaummn” n "O6 obwmx npuHUMNax opraHM3auum
MeCTHOro camoynpaerneHus B Poccunckon ®epepauun” (CobpaHne 3akoHogatensctea Poccuiickon degepaumm, 2004,
N 35, ct. 3607);

6) cratbio 28 depepanbHoro 3akoHa ot 18 pekabpsa 2006 roga N 231-03 "O BBegeHun B OeNCTBME 4acTu
yeTBepTon ["paxkgaHckoro kogekca Poccuickon ®epepaumn”™ (Cobpanne 3akoHogatensctBa Poccuiickon depepaunn,
2006, N 52, cT. 5497).

Cratbsa 71. Bctynnenue B cuny Hactoswero degepanbHOro 3akoHa

1. Hactosawmin ®enepanbHbiin 3akoH BCTynaeT B cuny ¢ 1 ceHTs6psa 2010 roga.

2. JlekapCTBEHHbIE CpPEACTBa, 3aperMcTpupoBaHHble 0O OHS BCTYMNEHUS B cuny Hactoswero PepepanbHoOro
3aKoHa, noasiexar BKIMOYEHMWIO B FOCYAapCTBEHHbIE PEECTPbI NIEKAapCTBEHHbLIX CPEACTB C BHECEHMEM YKa3aHHbIX B 4acTu
1 ctatbn 33 HacTosiwero denepanbHOro 3akoHa CBeAEHWM 00 3TUX NEKAPCTBEHHbIX cpeacTBax 6e3 MpoxXoXaeHus
BHOBb MpoLeaypbl rocyaapCTBEHHON perncTpaumm nekapcTBEHHbIX NpenapaTos.

3. l'ocynapcTBeHHasa permctpaLms nekapCTBEHHbIX NPenapaToB, 3a MCKMYEHWEM NeKapCTBEHHbIX NpenapaToB
Ons MeOMLMHCKOrO MPUMEHEHUs, MPEeACTaBfEHHbIX Ha YKa3aHHyl perncrpaumio A0 AHS BCTYNMeHUs B cuny
HacTosiwero ®egepanbHOro 3akoHa, OCYLLECTBISIETCS B COOTBETCTBUM C HacTodAwum PefeparnbHbiM 3aKOHOM  Ha
OCHOBaHUM AOKYMEHTOB W AaHHbIX, NPEACTaBNEHHbIX 40 AHS BCTYMNEHUs B cuny HacTosiwero degepanbHOro 3akoHa.

(B pea. PegepansHoro 3akoHa ot 11.10.2010 N 271-$3)
3.1. TlocymapcTBeHHass peructpauus JeKapCTBEHHbIX MpenapaToB And  MEOULUHCKOrO  MPUMEHEHUs,
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npeacTaBneHHbIX Ha rocyJapCTBEHHYIO perucTpaLmio 0 AHS BCTYNNeHns B cuny Hactoswero ®eaepansHoro 3akoHa, u
rocygapCTBeHHas permctpaums NekapcTBEHHbIX MpenapaToB ANS MEeAWUUMHCKOrO MPUMEHEHUs, NpeacTaBrieHHbIX Ha
3KCMEepPTU3Y NEeKapCTBEHHbIX CPEACTB A0 AHSA BCTYNMEHWs B curly HacTosiwero degepanbHOro 3akoHa B LENsaX MX
nocneaywoLwen rocygapCTBEHHOW permcTpaumv, OCYLLIECTBASAITCA Ha OCHOBaHUM LOKYMEHTOB W AaHHbIX,
npeacTaBneHHbIX A0 [AHS BCTYMneHuMst B Ccuny Hactosiwero deagepanbHOrO 3akoHa, a Takke 3asdBfeHus o
rocylapCTBEHHOW perncrpaumm nekapcTBEHHOro npenapara, npeacTaBneHHOro npou3BoAMTENEeM NeKapCTBEHHbIX
npenapaTtoB WAM YMNOMHOMOYEHHbIM MM MULOM B COOTBETCTBUM C Hactoswmum PefepanbHbiM — 3aKOHOM B
YMOSTHOMOYEHHBIN befepanbHbI OpraH ncnonHuTensHon Bnactu go 1 mapta 2011 roga, 6e3 TpeGoBaHus ynnarhbl
rocyAapCTBEHHON NOLUMMWHbI, NPpeayCMOTPEeHHON 3akoHodaTenbcTBoM Poccunckon ®epepaumn o Hanorax n cbopax.
(4acTb 3.1 B peq. PegepansHoro 3akoHa ot 29.11.2010 N 313-93)

3.2. TlloaTeBepxaeHne rocyaapCTBEHHOW perncrpauum nekapCTBEHHbIX MpenapaToB  ANd  MeAMUUHCKOro
NPUMEHeHUs, NpeacTaBneHHbIX ANS NOATBEPXAEHUs rocyaapCTBEHHOW perncrpaumm A0 AHS BCTYNNEHUs B CUny
HacTosLero defepanbHOro 3akoHa, U NOATBepPXAeHUe rocyaapCTBEHHOW perncrpaumm fnekapcTBeHHbIX npenapaToB
AN MeAMLMHCKOTo NPpUMEHEHMS, NPeACTaBIEHHbIX HA 3KCMEPTU3Y NEKAPCTBEHHbIX CPEACTB 40 OHSA BCTYMNEHUS B CUMY
HacToswero degepanbHOro 3akoHa B LeMsiX Mocnedylowero noaTBepXAeHus MX TOoCy4apCTBEHHOW pervcrpauuu,
OCYLLECTBMAKTCHA HA OCHOBaHWUM JOKYMEHTOB M [aHHbIX, NMPEeACTaBMEHHbIX A0 AHSA BCTYNMEHWS B CWMY HAaCTOALEro
depepanbHOro 3akoHa, a Takke 3asdBfeHMs O MNOATBEPXKOEHUM TrOCYAApPCTBEHHOW perucrpaumm nekapcTBEHHOro
npenapaTa, NpeAcTaBAeHHOro MpoM3BOAUTENEM IeKapCTBEHHbIX MpenapaToB MMM YNOMHOMOYEHHbIM UM NULOM B
cooTBeTCTBMM C HacToswum PenepanbHbIM 3aKOHOM B YMOMHOMOYEHHbIM defepanbHbliil opraH  UCMONTHUTENbHOM
Bnactu pgo 1 wmapta 2011 roga, 6e3 TpebGoBaHus ynnatbl rOCy4AapPCTBEHHOW MOLUMWHBI, MPesyCMOTPEHHON
3akoHogartenbcTBoM Poccuiickon degepaumm o Hanorax u cobopax.

(4acTb 3.2 B peq. PegepansHoro 3akoHa ot 29.11.2010 N 313-93)

3.3. MNMpuHATNE peLLeHns 0 BHECEHUN N3MEHEHMI B AOKYMEHTbI, COAEpXaliMecs B PEerMcTpalMoHHOM [OCbe Ha
3aperucTpupoBaHHbIN NEKapCTBEHHbIM npenapat Ang MeOUUUHCKOrO MpUMEHEeHUs U MpeacTaBfeHHble A0 [AHS
BCTYyNneHusa B cuny HacToswero defnepanbHOro 3akoHa, U NPUHATUE peLleHnUs O BHECEHUN U3MEHEHUN B [JOKYMEHTHI,
cofepalleecs B perMcTpaumoHHOM J0Cbe Ha 3apermcTpyMpoBaHHbIN NEKAPCTBEHHBIN Mpenapat Anst MeguuUMHCKOro
NPVYMEHEHMS 1 NMpeACTaBEHHbIE HAa 3KCNEpPTM3y JIEeKapCTBEHHbIX CPEeACTB OO AHS BCTYMINEHWS B CWUMYy HaCTOALLEro
denepanbHOro 3akoHa, OCyLLEeCTBMAKTCA HA OCHOBaHWUM OOKYMEHTOB M JaHHbIX, MPEACTaBMNEHHbIX 40 AHSA BCTYNIEHWS
B cuny Hacrtosiwero ®egepanbHOro 3akoHa, a Takke 3asBrneHns 0 BHECEHUM N3MEHEHMI B OKYMEHTbI, COoAepXXalunecs
B perncrpauMoHHOM [0Cbe€ Ha 3apermcTpupoBaHHbI NEKapCTBEHHbIM npenapaTt Ang MeauLMHCKOro MNpUMEHEHMS,
npeacTaBneHHOro NPoON3BoAMTENEM NeKapCTBEHHbIX NpenapaToB Uy YNOMHOMOYEHHbBIM UM NIMLOM B COOTBETCTBUM C
HacTosAwmM PefepanbHbiM 3aKOHOM B YMONTHOMOYEHHbIN befepanbHbi OpraH UCMONMHUTENbHOM BnactM o 1 mapta
2011 roga, 6e3 TpeboBaHWs ynnaTthbl rOCyAapCTBEHHOW MOLUSNHBI, MPeayCMOTPEHHON 3akoHOoAAaTenbCcTBOM Poccuiickon
depepaumm o Hanorax u cbopax.

(vactb 3.3 B pea. PegepanbHoro 3akoHa ot 29.11.2010 N 313-$3)

3.4. Bbolpaya paspelleHuin Ha NpoBeAeHUE KIMUHUYECKMX MWCCNeaoBaHWA NeKkapCTBEHHbIX npenapaTtoB AN
MEOWLMHCKOro MpUMEHEHUS MO 3asBNeHWsM, MOAaHHbIM [0 OHA BCTYNMNeHWs B cuny Hactoswero deaepanbHOro
3aKOHa, a Takke Mo 3asBneHVsM, NoAaHHbIM Nocne AHA BCTYMNEHWst B cUny HacTosiwero ®egepanbHOro 3akoHa Ha
OCHOBaHWUM 3KCMEPTN3, NPOBEAEHHbIX OO OHS BCTYMNMEHUS B CUy HacTosiwero ®egepansHOro 3akoHa, OCyLecTBseTcs
B COOTBETCTBMM C HacTosAwmnm PegepanbHbIM 3aKOHOM HA OCHOBAHWMM OOKYMEHTOB W OaHHbIX, NpeacTaBMAEHHbIX Wi
NONyyYeHHbIX A0 AHS BCTYMNeHMs B cuny Hactoswero degepanbHOro 3akoOHa, a Takke Ha OCHOBaHMM  KOMUK
npeaBapuTENbHOro 4oroBopa 06s3aTeNbHOr0 CTPAXOBaHNUS XU3HU, 300POBbSA NALMEHTOB, YHACTBYOLUX B KIMMHUYECKOM
nccrnefoBaHUM NEKApPCTBEHHOIO npenapaTta Ansg MeAVLMHCKOro MPUMEHEHMWS, WKW KOMMU [OoroBopa 06s3aTenbHoro
CTpPaxoBaHUS XM3HW, 300POBbs NALMEHTOB, Yy4aCTBYIOLLMX B KITMHUYECKOM MCCINEAOBaHMM JIEKapCTBEHHOrO npenapara
AN MeANLMHCKOro NpMMeHeHus, Nnbo npeacTaBneHHON Konum goroBopa obsi3aTenbHOro CTpaxoBaHWs, 3aKIM4YeHHOro
B COOTBETCTBMM C IMOOBLIMW MOpaBUnamMy 00A3aTenbHOro CTPaxoBaHWA, C yka3aHMemM npederibHOM YUCIIEHHOCTU
NaumMeHTOB, y4aCTBYOLLMX B KITMHUYECKOM UCCIEeLOBaHNN NEKapCTBEHHOrO npenapara Anst MEAULMHCKOrO NPUMEHeEHNs,
0e3 TpeboBaHMsa ynnaTtbl rocyaAapCTBEHHON MOLUMMHbI, NpeayCcMOTPEeHHON 3akoHoaaTenbcTBOM Poccuiickon depepaumm
0 Hanorax u cbopax.

(4acTb 3.4 B pea. PegepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.5. 3aperncTpmpoBaHHble B MHOCTPAHHOW BaniTe OO OHS BCTYMNeHUA B cuny Hactoswero PepepanbHOro
3aKOHa npegenbHble OTMYCKHbIE LieHbl MHOCTPaHHbIX NPOM3BOAMTENEN Ha NIEKapCTBEHHbIE NpenapaTthbl, BKMOYEHHbIE B
nepeyeHb XU3HEHHO HEOBXOOUMBIX N BaXKHENLLNX NEKapCTBEHHLIX NpenapaToB, NoAnexar nepecyeTty B pybnu no kypcy
LleHTpanbHoro 6aHka Poccuiickon denepaumm Ha gaty, yctaHoBneHHyo [paButensctBoMm Poccunckon depepauun,
6e3 npeacTaBneHns 3asBreHNst 0 NepecyeTe LieHbl C BHECEHWEM COOTBETCTBYHOLUUX W3MEHEHWA B FOCYAapCTBEHHbLIN
peecTp npefernbHbIX OTMNYCKHbIX LEH NPOM3BOAMTENEN HA NEKapCTBEHHble Mpenaparbl, BKIOYEHHbIE B MNepeyeHb
XM3HEHHO HEOOXOAUMBIX N BaXKHENLLMX NTEKaPCTBEHHbIX NpenapaTos.

(4acTb 3.5 BBegeHa PegepanbHbiM 3akoHom oT 11.10.2010 N 271-93)
3.6. 3apernctpupoBaHHble OO0 AHS BCTYNNeHUs B cuny Hactosiwero degepanbHOro 3akoHa MpefenbHble
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depnepanbHblit 3akoH 0T 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapCcTBEHHbIX cpeacTs”

(c u3m. n gon., BCTyN....

[okyMeHT npepoctasneH KoHncynbranTntoc
[ata coxpaHeHus: 16.09.2016

OTMNYCKHbIE LieHbl POCCUACKNX NPOM3BOaUTENEN Ha NekapCTBEHHble npenapaThbl, BKIOYEHHble B depeyeHb >XMU3HEHHO
HeOOXOAMMbIX U BaXKHEWLLMX NIEKAPCTBEHHbBIX NpenapaToB, nognexar nigekcaumm ¢ 1 Hosiopa 2010 roga ucxogsa w3
NPOrHO3MpPYeMOro ypoBHs MHANALUUK, ycTaHOBNEHHOro PepneparnbHbiM 3akoHOM oT 2 aekabps 2009 roga N 308-93 "O
denepanbHom GrogkeTe Ha 2010 rog n Ha nnaHosbi nepuog 2011 n 2012 rogos” Ha 2011 roga.

(4acTb 3.6 BBegeHa dPepepanbHbiM 3akoHoMm oT 11.10.2010 N 271-93)

3.7. MNocne 1 mapta 2011 roga He p[onyckawTcs NPomM3BOACTBO U BBO3 B Poccuiickyio ®depepauuio
nekapCTBEHHbLIX MpenapaToB B YMakoBKax C MapKMPOBKOW, KoTopasi Obina HaHeceHa A0 OHSA BCTYMMEHMS B CuUny
HacTosiwero ®deagepanbHoro 3akoHa. 1o MCTEYEHMM YKa3aHHOIO CPoKa [AaHHble NeKapCTBEHHblE MNpenapaTtbl MoryT
OTMyCKaTbCsl, peanv3oBbIBaTbCS, NepegaBaTbCs U MPUMEHATLCHA A0 UCTEYEHNST X CPOKA rOAHOCTM.

(B pea. PegepanbHbix 3akoHoB 0T 29.11.2010 N 313-®3, o1 06.12.2011 N 409-93)

4. Co gHa BCTynneHua B cuny Hactoswero PegepanbHoro 3akoHa n no 30 anpens 2011 roga BKAKYUTENBHO
Jonyckaetca NpoBefeHWe JKCNepTU3bl JeKapCTBEHHbIX CPEACTB  93KCMEepTamMu  3KCMEPTHOro  yupexaeHus OO0
NPOXoXOeHUsa wuMmu aTTecTauum B OOpdafKe, YCTaHOBMNEHHOM  YNOMHOMOYEHHbIM  defepanbHbiM — OpraHoMm
NCMNOMHUTENBHOW BNacTu.

5. Co gHs BcTynneHus B cuny Hactosiwero ®egepanbHoro 3akoHa u no 31 gekabps 2013 roga BKIIOYMTENBHO
OCYLLECTBNAETCA Nepexod K MpPOM3BOACTBY JIEKApPCTBEHHbIX CPEACTB B COOTBETCTBMM C NpaBunamu opraHvsauunu
NPOM3BOACTBA M KOHTPONSA KayecTBa JEKapCTBEHHbIX CPEACTB, Yka3aHHbiMM B 4YacTun 1 ctatbm 45 HacTosiero
denepanbHOro 3akoHa, B MofnHOM obbeme. CpokuM nepexofa MpPOM3BOACTBA FEKAPCTBEHHbIX CPeacTB K - UX
NPOM3BOACTBY B COOTBETCTBUM C KOHKPETHbIMW TpebOoBaHMAMW [AaHHbIX MNpaBwus, BKAYasi CPOKM aTtTecTaumm
YMOSTHOMOYEHHBIX NUL, YKa3aHHbIX B 4YacTax 6 u 7 ctatbu 45 HacToswero defgepanbHOro 3akoHa, YCTaHaBMMBaKOTCA
MpasutenbcTBOM Poccuiickon ®efepaunn.

6. JlueH3nn Ha NpoM3BOACTBO JIEKAPCTBEHHBIX CPEACTB, BblAaHHble Ao 1 ssHBaps 2014 roga, oencteytoT nocrie 1
aHBapsa 2014 roga 4O UCTeYeHNst Cpoka Mx AeNCTBMSA NpU YCNOBUM COOTBETCTBUSA NMLEH3MaTa npasunam opraHusaumu
NPoOM3BOACTBA U KOHTPONS KayecTBa NEeKapCTBEHHbIX CPeacTB, YkasaHHbIM B 4actu 1 ctatbn 45 HacTosiiero
denepanbHOro 3akoHa.

7. ®opMuMpoBaHWEe rOCyJapCTBEHHOrO 3adaHuA Ha MpOBEAEHWEe 3KCNepTu3bl JIEKApCTBEHHbIX CPEACTB
denepanbHOMy rocyaapCTBEHHOMY GHOKETHOMY YYPEXAEHUIO MO NPOBEAEHMIO SKCNEPTU3bl JIEKaPCTBEHHBIX CPEACTB U
mnHaHcoBoe obecnedeHne BbIMOSTHEHMS 3TOrO 3a4aHus OCYLLECTBSATCS B NOpsiAke, ycTaHoBrneHHom ®degepanbHbIv
3akoHoM oT 12 gaHuBapsa 1996 roga N 7-®3 "O HekoMMepyeckmx opraHn3aumsax”.

(yacTb 7 BBeeHa PenepanbHbiM 3akoHOM OT 29.11.2010 N 313-03)

MpeangeHT
Poccuiickon denepaunmn
0.MEOBEOEB
Mocksa, Kpemnb
12 anpens 2010 roga
N 61-03
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