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®epnepanbHbivt 3akoH 0T 12.04.2010 N 61-03
(pea. ot 28.12.2017) [okyMeHT npegocTaBneH KoHcynbTaHTIAOC
"06 obpalueHnn nekapcTBeHHbIX cpeacTs"” lata coxpaHerus: 25.04.2018

120anpena]20100roga NJ61-93

POCCUNCKASA ®EOEPALINA
®EOEPAINbHbIA 3AKOH

OB OBPALLEHWUN NEKAPCTBEHHbIX CPELCTB

MpunHar
MocynapctBeHHoM [ymon
24 mapTta 2010 roga

OpobpeH
CoseTom depepaumm
31 mapTta 2010 roga

Cnu1coK N3MEHSIIOLLINX JOKYMEHTOB
(B pen. PepepanbHbix 3akoHoB oT 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 409-03,
ot 25.06.2012 N 93-03, ot 25.12.2012 N 262-93, ot 02.07.2013 N 185-93,
o1 25.11.2013 N 317-93, o1 12.03.2014 N 33-®3, 01 22.10.2014 N 313-93,
o1 22.12.2014 N 429-93 (pen. 13.07.2015), ot 08.03.2015 N 34-03,
oT1 29.06.2015 N 160-93, ot 13.07.2015 N 233-03, o1 13.07.2015 N 241-P3,
o1 13.07.2015 N 262-93, ot 14.12.2015 N 374-®3, o1 29.12.2015 N 389-03,
o1 02.06.2016 N 163-®3, ot 03.07.2016 N 261-®3, ot 03.07.2016 N 305-03,
o1 03.07.2016 N 350-93, o1 29.07.2017 N 242-03, ot 29.07.2017 N 278-03,
oT 28.12.2017 N 425-93)

nasa 1. OBLLUE NOJTIOXEHUA

CraTtbs 1. MpeameT perynupoBaHus HacTosiwero ®epgepanbHOro 3akoHa

1. Hactoswwmin ®epgepanbHbll 3aKOH perynuvpyeT OTHOLIEHWS, BO3HUKallWme B CBA3WM C obpalieHnem -
pa3paboTKon, OOKMUHUYECKMMU MCCEAOBaHUSIMU, KIMMHUYECKUMWU UCCNEeaOBaHUSIMU, SKCNEPTU30W, rocyaapCTBEHHOM
perncTpaumen, co cTaHOapTu3auMerd U C KOHTpPONieM KadecTBa, MNPOU3BOACTBOM, W3rOTOBMNEHWEM, XpaHEHUEM,
nepesoskon, BBO30OM B Poccunckyio ®epepauunio, BbiBO3oM U3 Poccuiickonn ®epepauuun, pekrnamon, OTMNYCKOM,
peanusaumen, nepegaden, NPUMEHEHNEM, YHUUTOXEHNEM NTEKAPCTBEHHLIX CPEACTB.

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

2. Hactoswumin degepanbHbll  3aKOH  ycTaHaBnMBaeT MPUOPUTET  OCYAapPCTBEHHOIO  perynupoBaHus
6e3onacHocTH, kavecTBa U 3PPEKTUBHOCTU NIEKAPCTBEHHBLIX CPEeACTB NpU NX obpalleHnn.
(B pen. PepepanbHoro 3akoHa ot 25.06.2012 N 93-03)

CtaTbs 2. Cchepa NnpuMeHeHuUs HacTosiwero PeaepanbHOro 3akoHa

HacTtosawumn degepanbHbiii 3aKOH NMPUMEHSETCS K OTHOLLUEHUSAM, BO3HUKAKOLLMM Npy 0bpaLleHnm nekapcTBEHHbIX
CpeacTB Ha Tepputopumn Poccuinckon degepaumn.

CratbA 3. 3akoHOA4aTEeNbCTBO 06 O6palleHnn NieKapCTBEeHHbIX CPeAcTB

1. 3akoHogaTenbcTBO 06 obpalleHMn neKkapCTBEHHbIX CPEACTB COCTOUT U3 HacTosiwero ®eaepanbHOro 3akoHa,
apyrux gegepanbHbiX 3aKOHOB U UHBIX HOPMAaTMBHbIX NpaBoBbIxX akToB Poccumnckon ®epepauun.

1.1. 3akoHopaTenbcTBO 006 0OpalleHny fekapCcTBEeHHbIX CPEeACTB B OTHOLIEHWM OPUAOMYECKUX vl U
WHAMBMAYANbHBIX NpeanpuHUMaTenen, OCYLIEeCTBASAWNX OeATenbHOCTb Ha  Tepputopun  MexayHapOAHOro
MEeOULMHCKOrO Kractepa, NpPUMEHSeTCaS C y4eToM ocobeHHOCTeW, ycTaHoBneHHbIXx ®PegepanbHbiM 3akoHoM "O
MeXOyHapOAHOM MEeOULMHCKOM KnacTepe U BHECEHWM U3MEHEHUN B OTAelNbHble 3akoHodaTernbHble akTbl Poccuinckom
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®epnepanbHbivt 3akoH 0T 12.04.2010 N 61-03

(pea. ot 28.12.2017) JokymeHT npepoctasneH KoHncynbtaHTtIaroc
"O6 obpalleHnn nekapCcTBEHHbIX cpeacTs” [ata coxpaHenus: 25.04.2018
depepaummn”.

(vactb 1.1 BBegeHa dPepepanbHbiM 3akoHoM oT 29.06.2015 N 160-93)

2. [eiictBue HacTosuwlero ®deaepanbHOro 3akoHa pacnpocTpaHAeTca Ha obpalleHne  HapKOTUYECKUX
NeKapCTBEHHbIX CPeACTB M MCUXOTPOMHbIX JIEKAPCTBEHHbLIX CPEACTB C YY4ETOM OCOGEHHOCTEN, YCTAHOBIEHHbIX
3akoHogaTensctBoM Poccuiickoli ®denepaumm O HAPKOTUYECKUMX CpencTBax, MCUXOTPOMHbIX BellecTBax M 06 uX
npekypcopax.

3. OenctBre HacTosiwero denepanbHOro 3akoHa pacnpocTpaHsieTcs Ha obpalleHne paanodapmaleBTUYecKnx
neKapCcTBEHHbIX CPeAcTB C y4eToM OCOBEHHOCTEN, YCTAHOBIEHHBLIX 3akoHoAaTenbCcTBOM Poccuiickon denepaumm B
obnactn obecneyeHnst pagmalmMoHHON 6e30MacHOCTMW.

4. Ecnn MeXxayHapoaHbIM 4OroBOpoM Poccurickon CDe,u,epau,MM YCTaHOBJIEHbI UHbIE NMpaBunia, 4Yem Te, KOTOopble
npeaycMoTpeHbl HaCTOALLNM Cbep,epaanblM 3aKOHOM, NMPUMEHAKTCA NpaBuiia MexXagyHapoaHoro gorosopa.

5. B Poccuickon ®egepaunm B COOTBETCTBUM C MEXOYHAPOAHbLIMKU JoroBopamu Poccuiickon ®egepauun n (1nm)
Ha OCHOBE NPWHLMNA B3aMMHOCTWN MPU3HAIOTCA pe3ynbTaTbl KINMHUYECKMX UCCNEeAoBaHMN NeKapCTBEHHbIX NpenapaTos
ANa MeauLMHCKOro NpMMeHeHusl, NpoBeAeHHbIX 3a npegenamu Tepputopumn Poccunckon ®egepaumu.

CrtaTbs 4. OcHOBHBIE NMOHATUSA, UCMONb3yeMble B HacToswem PeaepanbHOM 3aKoHe
,D,J'IFl uene|7| HacTodALllero CDe/:Lepaanoro 3akKOHa NCNOoJb3YyKTCA crieyoumne OCHOBHbIE NOHATUA:

1) nekapCTBEHHbIE CPeACTBa - BELWECTBA UM UX KOMOUHALMK, BCTyMatoLiMe B KOHTAKT C OPraHn3MoM YerioBeka
UMW XMUBOTHOTO, MPOHMKAKOLWMWE B OpraHbl, TKAHW OpraHMsmMa YernoBeKa WM >XMBOTHOrO, MpUMeEHsIeMble Ons
NpoMUNaKTUKA, ONArHOCTUKM (33 WCKMIOYEHMEM BeLLECTB UMM UX KOMBUHAUMKA, HEe KOHTaKTUPYIOLWMX C OpraHu3mom
yenoBeka WMW >XUBOTHOMO), NedeHuss 3aboneBaHus, peabunuTauuM, ANS COXPaHeHWs, NPeaoTBpalleHUs Unu
npepbiBaHUa 6epeMeHHOCTU U MNosyYeHHble U3 KPOBW, NNasMbl KPOBW, M3 OpraHoB, TKaHel opraHuMaMa 4YerioBeka Unu
XMBOTHOIO, pacTeHWid, MUHeparoB MeTodaMu CUHTe3a WM C NpUMEeHeHVMeM Guonormyecknx TexHomormin. K
NeKapcTBEHHbIM CpeCcTBaM OTHOCATCS hapMaLeBTUYeckne cybcTaHumMM 1 NekapcTBEHHbIE Npenaparbl;

2) dhapmaneBTMYeCKas cybCcTaHLmMsA - NekapCTBEHHOe CPEeACTBO B BMAE OOHOIO MMM HECKONbKUX obnagatoLimx
hapmMakonormyeckoin akTMBHOCTbIO AENCTBYHOLMX BELLECTB BHE 3aBUCUMOCTU OT MpUPOAbI MPOUCXOXKOEHMUS!, KOTOPOe
npeaHasHa4YeHo A5 NPOM3BOACTBA, M3rOTOBIIEHUS NTEKAPCTBEHHLIX NPenapaToB U onpeaensieT ux 3peKTUBHOCTb;

(n. 2 B pea. PegepanbHoro 3akoHa o1 22.12.2014 N 429-03)

3) BCnomoraTtelnbHble BellectBa - BelwlectBa HEeOpraHn4eckoro wunm opraHn4eckoro npounucxoxgeHud,
ncnonb3dyemble B Nnpouecce npon3BoacCcTBa, W3roTOBIIEHUA IEKapCTBEHHbIX nMpenapatoB And npuagaHna UM
HeobxoaMMbIX CbVI3VIKO-XI/IMVI‘-IeCKI/IX CBOWCTB;

4) nekapcTBeHHble npenapaTbl - NeKapCTBEHHbIE CPEACTBa B BMAE JIEKAPCTBEHHbIX DOPM, NMPUMEHSIEMblE Ans
NpoUnakTUKKA, AWArHOCTUKW, nedyeHus 3aboneBaHus, peabwnutauuu, AN COXPaHeHWsl, NpefoTBpalLeHUs Unu
npepbiBaHWs 6epeMeHHOCTHY;

5) nekapcTBeHHas hopma - COCTOsIHME NeKapCTBEHHOrO npenapaTta, COOTBETCTBYIOLLEe cnocobam ero BBeAeHuUs
N NpuMeHeHusa n obecneyvmBaloLLee AOCTMKEHNE HEOBX0ANMOro neyebHoro adhpekTa;

5.1) posupoBka - cogepxaHue OAHOro UMW HECKONbKMX AENCTBYIOLMNX BELLEeCTB B KONIMYECTBEHHOM BbIPaXXEHWUU
Ha egnHUUy O03bl, NN eauHnuy obbema, unu eguHULY Maccbl B COOTBETCTBMM C flekapcTBEHHOW dhopmMon nvbo Ans
HEKOTOPbIX BMOOB feKapCTBEHHbIX DOPM KONMUYECTBO BbICBOGOXAAEMOro M3 NekapcTBEHHOM (hopMbl AENCTBYOLLErO
BellecTBa 3a eAMHNLY BPeMEHM;
(n. 5.1 BBegeH PenepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

6) nepeyeHb XN3HEHHO HEOOXOAMMbIX U BaXXHEMLUMX NeKapCTBEHHbIX MPenapaToB - eXEerogHoO yTBepXaaembin
MpaButenscteoM Poccuiickon Pepepaunmn nepeyeHb NEKapCTBEHHbIX MpenapaToB ANs MeULMHCKOro NpUMEHEHNS,
obecneunBaloLLMX NPUOPUTETHBIE NOTPEBHOCTU 34paBOOXPaHEHUS B Lensax NpounakTuki 1 nevyeHuns sabonesaHun, B
TOM uncne npeobnapatoLmx B CTpyKType 3abonesaemoctu B Poccuiickon ®enepauuu;

6.1) opdhaHHble NekapcTBEHHbIE MpernapaThl - JIeKapCTBEHHbIE MpenapaThbl, NpeAHa3Ha4YeHHbIe UCKTHUYUTENBHO
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ANs ANArHOCTMKM UMM NaTOreHeTUYECKOro fieYeHns (NneveHns, HanpaBneHHOro Ha MexaHnsM pasBuTus 3abonesaHuns)
peaknx (opdaHHbIX) 3abonesaHun;
(n. 6.1 BBegeH depepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

6.2) Guonoruyeckne nekapcTBEHHblE MpenapaTtbl - JlekapCcTBEHHbIE Mpenapatbl, OEWCTBYOLEe BeLIeCcTBO
KOTOPbIX NPOV3BEAEHO UMW BblAENEHO N3 GMONOIMYECKOro NCTOYHMKA U AN onpeaeneHnst CBOMCTB U KavyecTBa KOTOPbIX
HeoOxoaMMa KOMOWHauMsi GuonorMdeckux U puanko-xmmmyecknx meTodoB. K 6Guonornyecknum nekapcTBEHHLIM
npenapaTam OTHOCATCS UMMYyHOBMONOrMyeckne nekapCcTBeHHbIE NpenapaTbl, eKapCcTBEHHbIE NpenapaTbl, NOMy4YeHHble
M3 KPOBM, Mfas3Mbl KPOBM YerioBEKA W >KMBOTHbLIX (3@ WCKMOYEHMEM LENbHOW KpoBu), OuoTexHonormveckue
nekapcTBeHHbIe Npenaparbl, FreHoTepaneBTUYECKMe NeKapCTBEHHbIE NpenapaTbl;

(n. 6.2 BBegeH degepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

7) ummyHobuonormyeckne nekapcTBeHHble npenapatbl - fekapCTBeHHble npenaparthbl, nNpefHasHadeHHble ANng
hopMUPOBaHNS aKTUBHOMO MM NACCUBHOIMO UMMYHMTETa MO0 OMArHOCTUKM HanMyns MMMYHWUTETa UMM AMarHOCTUKW
cneumguryeckoro nNpMobpeTeHHOro M3MEeHeHUs WMMYHOSOrM4Yeckoro oTBeTa Ha anneprusvpylowme Belectsa. K
NMMYHOBMOMOTMYECKMM feKapCTBEHHbIM MNpernapaTtamM OTHOCATCA BaKUMHbI, aHaTOKCWHbI, TOKCWHbI, CbIBOPOTKMY,
UMMYHOTNOBYNHBI 1 annepreHsl;

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

7.1) BrnoTexHoMnorM4yeckne rneKkapcTBEHHbIE MpenapaThl - NIEKApPCTBEHHbIE Npenapatbl, NPOU3BOACTBO KOTOPbIX
OCYLLECTBMAETCHA C UCMONb30BaHMEM OMOTEXHONMOMMYECKNX NPOLIECCOB U MeTofoB (B ToM uucrne JHK-pekombuHaHTHON
TEXHOSIOMMN, TEXHOSOIMM KOHTPOJIMPYEMOWM 3KCMPECCUN TEHOB, KOOAMPYHOLLMX Ouonornyeckn akTuBHble Oenku B
npokapuoTax K 3yKapuoTax, BKMOYasi M3MEHEHHbIE KMEeTKM Mrekonutawwmux), rmbpngomMHoro metoga u metopa
MOHOKITOHaIbHbIX aHTUTETT;

(n. 7.1 BBegeH PeneparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

7.2) reHoTepaneBTMYECKME JEKApPCTBEHHbIE Mpenapartbl - JleKapCTBEHHble Npenapartbl, dapMaleBTUYecKas
CcybCTaHUUA KOTOPbLIX SIBNSIETCA PEKOMOMHAHTHOW HYKITEMHOBOW KUCIIOTOM UMW BKIOYaeT B cebsi peKOMOWHAHTHYHO
HYKNEWHOBYIO KUCMOTY, MNO3BOMSIOLLYI OCYLLEeCTBMATb perynupoBaHve, penapauuvio, 3ameHy, fobaBneHve wunu
yoaneHue reHeTu4yecKkor nocneaoBaTesnibHOCTY;

(n. 7.2 BBegeH denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

8) HapkoTMYeckne nekapcTBEHHblE CPeACTBa - NleKapCTBEHHbIE NMpenapatbl U dapmaueBTUyYeckne cybctaHumunm,
cofepXalume HapKoTMYeCKNe cpeacTaa M BKITHOYEHHbIE B [epeyeHb HApKOTUYECKUX CPeacTB, NMCUXOTPOMHBLIX BELLECTB U
X MpPeKypcopoB, noanexawmx KoHTponto B Poccuiickon depepauumn, B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuiickon ®epepauuun, mexayHapoaHeiMy gorosopamu Poccuinickon degepaumm, B ToM Yncre EAMHON KOHBEHLUMEN O
HapkoTudeckux cpeacreax 1961 roaa;

9) ncuxoTponHble NekapCTBEHHblE CPeacTBa - NekapCTBEHHble npenapatbl U hapmaueBTudeckne cybcrtaHumm,
cogepalime NCUXOoTPOnHbIE BELECTBA M BKITOYEHHbIe B [epeveHb HapKoTUYECKUX CPeaCTB, MCUXOTPOMHbLIX BELLECTB U
X NPEeKypcopoB, noanexawmx KoHTpomto B Poccuiickon ®Pegepaumn, B COOTBETCTBMM C 3aKOHOLATENbLCTBOM
Poccuiickon ®epepauuun, mexagyHapoaHbiMu gorosopamun Poccunckon depepauun, B Tom uncne KoHBeHuuen o
NCUXOTPONHbIX BewwecTBax 1971 roaa;

10) pa,qmocbapmau,esmqecme NNeKapCTBeHHblE CpeacTBa - JIEKApPCTBEHHble CpeacTBa, KOTOpble coaepaT B
roTOBOW 4151 UCNOSIb30BaHNSA cbopme O4OVH pagnOHYKNMA U HECKOJIbKO paguOHYKINNA40B (pa,El,VIoaKTI/IBHbIX VI30TOI'IOB);

11) pedbepeHTHbIN NEeKapCTBEHHbIV Npenapar - NeKapCTBEHHbIN NpenapaT, KOTOPbI BNepBble 3aperMcTpMpoBaH B
Poccuiickon ®epepaummn, kayectBo, aphEKTUBHOCTL M Be30MacHOCTb KOTOPOro Aoka3aHbl Ha OCHOBaHMU pe3ynbTaToB
OOKNUHUYECKUX NCCNEeAOBaHUA NEeKapCTBEHHbLIX CPeACTB U KMMHUYECKUX UCCREeOOBaHUA NekapCTBEHHbIX NpenapaTtos,
NpOBEAEHHbIX B COOTBETCTBUM C TpeboBaHuAMWM yacTen 6 m 7 crtatbum 18 HacToswero depepanbHOro 3akoHa B
OTHOLLUEHMWN NIEKAPCTBEHHBIX CPEACTB AN MEANLIMHCKOrO NPUMEHEHNst MbGOo B COOTBETCTBMM C TpeboBaHMAMU cTaTbu
12 HacTosiwero PenepanbHOro 3akoHa B OTHOLUEHUWM FEKAPCTBEHHbIX CPeACTB AN BETEPUHAPHOTO MPUMEHEHUS, W
KOTOPbIN MCNONb3yeTcA Ans OUEHKU OMO3KBMBANEHTHOCTM UMM TepaneBTUYECKOW 3SKBMBANEHTHOCTW, KadecTBa,
adhpekTnBHOCTM M Be3onacHOCTM BOCMPOM3BEAEHHOro wnu ©BuoaHanoroBoro (6MonogoBHOro) nekapCTBEHHOro
npenapara;

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

12) BocnpousBedeHHbIN NeKapCTBEHHbIM MpenapaT - NeKapCTBEHHbIV MnpenapaT, KOTOpbIi UMeeT TakoWn e
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Ka4yeCTBEHHbIAN COCTaB U KONMYECTBEHHbIA COCTaB OEMCTBYHOLMX BELLECTB B TaKOM XXe fneKapCTBEHHOW bopme, YTo U
pedepeHTHbIN NeKkapCTBEHHLIN npenapart, U GMO3KBMBANEHTHOCTb MU TepaneBTUYEecKass SKBUBANEHTHOCTb KOTOPOro
pedepeHTHOMY NlekapCTBEHHOMY NpenapaTy NogTBepXAeHa COOTBETCTBYHOLLMMUN UCCIEA0BaHNAMY;

(n. 12 B pea. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

12.1) TepaneBTMYECKas SKBMBANEHTHOCTb - [OCTWKEHWE KIIMHWYECKM COMOCTaBMMOIO TepaneBTUYecKoro
adphbekTa Npu NPMMEHEHUN NIEKAPCTBEHHbLIX NPenapaToB AMsl MEAULMHCKOIO NPUMEHEHUSA ANsi OOHOW 1 TOW XKe rpynnbl
D©ONbHbIX MO OAHMM U TEM Xe NoKa3aHUAM K NMPUMEHEHMUIO;

(n. 12.1 BBegeH PenepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

12.2) 6uoaHanoroBbli (61onogo0HbIN) NekapCTBEHHbIN Npenapart (bnoaHanor) - GMoNnornyecknin NekapcTBEHHbIN
npenapaT, CXOXWA NO napameTpaM kKavectBa, 3pdeKkTMBHOCTM KM Oe3onacHocTU ¢ pedepeHTHbIM BMonornyeckum
nekapCTBEHHbIM NpenapaToM B TakoW Xe nekapCTBEHHON (hopMe Y MMEIOLLIMIN OEHTUYHbLIV cnocob BBeAeHUS;

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

12.3) B3aMMoO3aMeHsIEMbIA  JIEKApPCTBEHHbIM MNpenapar - JIeKapCTBEHHbLIM npenapar C  [oKa3aHHOM
TEpaneBTUYECKON SKBUBASIEHTHOCTLIO WM OVMOSKBUBANEHTHOCTHLIO B OTHOLLEHUN pPedEepPEeHTHOro NeKapCTBEHHOrO
npenapaTa, MMeIOLLMIN 3KBMBASNEHTHbIE EMY KaYeCTBEHHbIN COCTaB N KONIMYECTBEHHbIA COCTaB AEUCTBYIOLLMX BELLECTB,
COCTaB BCMOMOraTesbHbIX BELLECTB, IekapCTBEHHYO hOpMy 1 cnocob BBeAEHUS;

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

13) nekapCTBEHHOE PacTUTENbHOE CbIpbe - CBEXMWE MMM BbICYLUEHHbIE pacTeHUss NMBo MX YacTu, UCMOoMb3yeMble
AN Npou3BOACTBA JIEKAPCTBEHHbLIX CPEACTB OpraHu3auusiMm - MPOU3BOAUTENSIMU JEKAapPCTBEHHbIX CPEACTB WK
N3roTOBIEHUS NIEKAPCTBEHHbIX NPENnapaToB anTe4YHbIMW OpraHM3aumMsaMmn, BETEPUHAPHLIMU anTeYHbIMU OpraHn3aLmnsiMm,
WHAMBMAYaNbHBIMU NPEANPUHUMATENSIMU, UMEIOLLMMU NULIEH3NIO HAa hbapMaLEeBTUYECKYIO AEATENbHOCTb;

14) nekapCTBEHHbIN pacTUTENbHLIN Npenapar - IeKapCTBEHHbIN npenapar, NPON3BeLEHHbIA UM N3rOTOBMNEHHbIN
M3 OOHOr0 BMAa NEKapCTBEHHOr0 pacCTUTENbHOMO CbIPpbA MW HECKONbKMX BUOOB TaKOrO ChipbA U peanu3yembli B
pacdacoBaHHOM BMAEe BO BTOPUYHON (NOTPEOMTENbLCKOW) YNaKoBKe;

15) romeonaTU4ecKMiA INEKApPCTBEHHbIM nNpenapaT - JIEKApCTBEHHbI MpenapaTt, MNPOW3BEAEHHbIA UMK
W3roTOBMEHHbIN M3 apmaueBTUYeckon cybcTaHuMM unu apmaueBTUYecknx CcyoGCcTaHuMi B COOTBETCTBUM C
TpeboBaHnsMM 06X hapMaKONENHbIX CTaTen K roMeonaTMYeCckUM NekapcTBEHHbIM NpenapaTam UM B COOTBETCTBUM
¢ TpeboBaHMaAMU hapmakonen cTpaHbl NPOM3BOAMTENS TAKOrO SfIeKapCTBEHHOMO Npenapara;

(n. 15 B pen. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

16) MexayHapogHoe HenaTeHTOBaHHOE HavMeHOBaHWe FeKapCTBEHHONO CPeAcTBa -  HauMeHOoBaHuWe
OencTBylollero BewectBa apmaueBTMyeckon cybcTtaHumu, pekomeHgoBaHHoe BcemupHon opraHusaumen
3[paBOOXpPaHeHUS;

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

17) ToOproBoe HaMMEHOBAaHWE JEKAapCTBEHHOrO CpeacTBa - HaMMEHOBAaHME IeKapCTBEHHOINO0 CPEeACTBa,
NPUCBOEHHOE €ro pa3paboTumkoM, AepXaTenem unv BnagenbLleM permcTpaunmoHHOro yaoCcToBEPEHUS NEKapCTBEHHOrO
npenaparTa;

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

17.1) rpynnMpoBOoYHOE HaMMEHOBaHWe NekapCTBEHHOMO NpenapaTta - HaMMeHOBaHNe NekapCcTBEHHOMO Npenapara,
He VMMEeILLEro MeXxayHapo4HOro HenaTeHTOBaHHOIO HaMMEHOBaHWUS, MM KOMBMHaUUW NekapCTBEHHLIX NpenapaTtos,
ucnosnb3yemoe B Liensix 00beauMHeHus ux B rpynny nog eAvHbIM HauMeHOBaHMEM UCXOAs M3 OOUHAKOBOro COCTaBa
OENCTBYIOLLMX BELLECTB;
(n. 17.1 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

18) obwasa dapmakonenHas cTaTbsl - AOKYMEHT, YTBEPXAEHHbIN YNONMHOMOYEHHbIM deaepanbHbiM OpraHoM
UCMNOMHUTENBHOW BracT M cogepxalwuii nepedyeHb nokasatenen kadectsa M (UNK) METOOOB KOHTPONSA KavecTBa
KOHKPETHOW NeKkapCTBEHHONW (POpMbl, EeKapCTBEHHOrO PacTUTENbHOrO  Chipbsl, OMNUCaHWs  BGMONOrMYeckux,
BUOXMMUYECKMX, MMKPOBMONOrM4ecknx, MOU3NKO-XMMUYECKUX, (PU3NYECKMX, XMMUYECKMX U APYrMX MEeTOoOO0B aHanusa
neKapCcTBEHHOro CpefcTBa, a Takke TpeboBaHMA K NCMONb3yeMblM B LieNsX NPOBeAeHNS AaHHOrO aHanu3a peakTusam,
TUTPOBaHHbLIM pacTBoOpaM, MHOUKaToOpaMm;

(B pea. PegepanbHoro 3akoHa oT 22.12.2014 N 429-93)
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®epnepanbHbivt 3akoH 0T 12.04.2010 N 61-03

(pea. ot 28.12.2017) JokymeHT npepoctasneH KoHncynbtaHTtIaroc
"06 obpalueHnn nekapcTBeHHbIX cpeacTs"” lata coxpaHerus: 25.04.2018
19) dapmakonenHas crTaTtbd - [OOKYMEHT, YTBEPXOEHHbIA YMONTHOMOYEHHBIM deaeparnbHbiM  OpraHoM

UCMOSNTHUTENBHOM BMacTM W COAEpPXallMn rnepevyeHb MoKasaTenen kadyectBa M METOOOB KOHTPONsS KadecTBa
NneKkapcTBEHHOro CPeacTBa;
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

19.1) cTaHgapTHble 06pasupbl - BELECTBa, MOCPEACTBOM CPaBHEHMSI C KOTOPbIMU OCYLLUECTBMSETCA KOHTPOIb
KayecTBa McCreayeMblX NeKkapCTBEHHbLIX CPEACTB C MOMOLLLI (OU3MKO-XMMUYECKUX U BMONOrnMYecknx MeTo4oB B LEnsx
NOATBEPXKAEHUS COOTBETCTBUS NIEKAPCTBEHHbLIX CPeACcTB TpeboBaHUSIM HOPMAaTUBHOW LOKYMEHTaLUN, YCTaHOBMEHHLIM
NPy OCYLUECTBIEHUM TOCYLAPCTBEHHOW PErMcTpaumm, U KoOTopble NPUMEHSAIOTCA ANA KanubpoBKM CTaHOAPTHbIX
06pa3LoB MPOU3BOAMTENS NEKAPCTBEHHbLIX CPEACTB, WCMOMb3YEMbIX AFS KOHTPOMsS KayecTBa WM WHbIX Lenew npwu
obpallleHnn NekapCTBEHHbLIX CPEACTB;

(n. 19.1 BBegeH PepepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

19.2) dpapmakonenHbli cTaHZapTHbIM obpasel - cTaHAapTHbI obpasel, Npou3BeOeHHbLI B COOTBETCTBMMU C
dapmakonenHom cTaTben;
(n. 19.2 BBegeH PepepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

20) HopMaTuBHas [OOKYMeHTauus - [OOKYMEHT, codepXalui nepedeHb onpegensemMblx MO pesynbTaTam
COOTBETCTBYIOLLUX SKCNEepTMU3 MNokasaTernen KayecTBa NeKapCTBEHHOro CpeAcTBa Ans MeAULMHCKOro MNpUMEHEHUs,
MEeTOO0B KOHTPOJSISi €ro Ka4yecTBa 1 YCTaHOBMEHHbI ero NpoussBoavTenem;

21) HOpMaTMBHbIN [OOKYMEHT - [OOKYMEHT, COoAepXalluMh mfepeyveHb onpegensembix MO pesynbraTam
COOTBETCTBYIOLLUX 3KCMEepTU3 nokasaTenemn kadyecrsa v (UNN) METOAOB KOHTPOMS KayecTBa NekapCTBEHHOW hOpMbl,
onucaHus Bronorm4ecknx, BUOXMMMYECKNX, MUKPOBMONOrMYecknx, HOU3NKO-XMMUYECKMX, PU3NYECKUX, XUMUYECKUX U
ApYyrux MeTo4OB aHanu3a NlekapCTBEeHHbIX CPeACcTB ANs BETepUHApPHOro NpuMeHeHus, TpeboBaHus K MCMonb3yembimM B
Luensax MpoBedeHUs OaHHOro aHanu3a peakTuBam, TUTPOBaHHbLIM pacTBOpaM, MHAMKATOpamM W YCTAHOBMEHHbIA ero
npounssognTenem;

21.1) OOWMIA TEXHUYECKMA [OKYMEHT - KOMMIIEKT OOKYMEHTOB M MaTepuanoB, COCTOSILLMIA W3 HECKOSbKUX
pasgenoB - OOKYMeHTauuuM aaMWHUCTPATMBHOIO XapakTepa, XUMUYecKow, capmaueBTUYEeCKOW U Buonormveckom
OOKyMeHTaum1,  (apMakosiorMyeckon,  TOKCMKOMIOrMYECKOW  OOKYMEHTauWW,  KIMHWUYECKOW  OOKYMEHTauunm U
npeacraBnsAemMbli OOQHOBPEMEHHO C 3asiBIEHMEM O FOCYOapPCTBEHHOW pPerMcTpauumn fiekapCTBEHHOro npenapaTta ans
MEAMLMHCKOro NpMMeHeHusa B oopmaTe, yCTaHOBIIEHHOM YMOSTHOMOYEHHBIM dheaepanbHbiM OpraHoM UCMOSTHUTENBHOM
BnacTu;

(n. 21.1 BBegeH PenepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

22) Ka4yecTBO JIeKapCTBEHHOrO CPeAcTBa - COOTBETCTBUE IEKAPCTBEHHONO cpeAcTBa TpeboBaHMAM
bapmakonenHon ctaTb NMMGO B Criyyae ee OTCYTCTBUS HOPMATMBHOWM LOKYMEHTaLUN UMM HOPMaTUBHOTO JOKYMEHTA;

23) ©e3onacHoCTb JNIeKapCTBEHHOIo cpeactBa - XapakKTepuUcTtuka JekapCTBeHHOro cpeacrtbBa, OCHOBaHHaA Ha
CpaBHUTEJIbHOM aHalnun3e ero Sd)(beKTVIBHOCTVI N pUCKa npunvnHeHuna spena 3aopoBbio;

24) 3EKTMBHOCTb FEKApPCTBEHHOrO npenapata - XapaKTepucTuka CTeneHW NOMOXUTENbHOMO BAUSHUSA
nekapCTBEHHOro Mpenapata Ha TeyeHue, MNPOLOIPKUTENBbHOCTL 3aboneBaHuss WM ero  npefoTBpalleHue,
peabunuTaumio, Ha CoXxpaHeHue, NpegoTBpaLLeHNe Unn npepbiBaHne 6epeMEHHOCTH;

25) cepus NekapCTBEHHOrO CPeAcTBa - KOSMMYECTBO feKapCTBEHHOro CPEeACTBa, Mpou3BedeHHOe B pesynbrarte
OQHOro TeXHOJNorM4ecKoro Uukra ero npounssogutenem,

26) perucTpauMoHHOe YOOCTOBEpeHVe FeKapCTBEHHOro mnpenapara - [OKYMEHT, MNOATBepXOawwwmin dakT
rocyapCTBEHHOW permcTpaummn NekapcTBeHHOro npenapara;

26.1) gepxaTenb Unu Bnagerney, perMcTpaLlmMoHHOro yaoCTOBEPEHUsI NEKAPCTBEHHOrO npenapara - pa3paboTynk
nekapCTBEHHOIO CpPeACTBa, NPOM3BOAMTESNb JEKAaPCTBEHHLIX CPEACTB MM MHOE opuaudeckoe nuuo, obragarwollee
NpaBoM BMadeHUs PEerucTpaumMoOHHbIM  yOOCTOBEPEHMEM, KOTOPbIE HECYT OTBETCTBEHHOCTb 3a KavecTBO,
3dppekTUBHOCTL M 6E30MaCHOCTb NIEKapCTBEHHOIO NpenaparTa;

(n. 26.1 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

27) perucTpauuoHHbI HOMep - KogoBoe o6o3HayeHue, MPUCBOEHHOE IeKapCTBEHHOMY npenapaTty Mnpu ero
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rocy4apCTBEHHOMN perncTpaumu;

28) oOpalleHne nekapCTBEHHbIX CPEeACTB - pas3paboTka, [AOKIMHWYECKME WCCRefoBaHUs, KIMHUYECKMe
nuccreqoBaHus, aKCnepTu3a, rocyaapCcTBEHHas perncrpauus, ctangapTu3aums U KOHTPONb KavyecTBa, NPOM3BOACTBO,
N3roToBrieHue, XpaHeHune, nepesoska, BBO3 B Poccuiickyio ®egepaumio, BbIBO3 U3 Poccuinickon denepaumu, peknama,
OTNyCK, peanusauus, nepegada, NpPUMEHEHNe, YHNUTOXEHNE NEKAPCTBEHHbBIX CPeaCTB;

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

29) cybbekTbl 0bpalleHusi NeKkapCTBEHHbIX CpPeAcTB - (oM3MYeckMe nuua, B TOM YWChe WHAMBMAOYanbHble
npeanpuHMMaTenu, 1 lpuaMyeckne nuua, ocyLwecTBsoWMe AeATeNbHOCTL NpK 0bpaLleHnm NekapCTBEHHbIX CPeacTB;

30) paspaboTumk nekapCTBEHHOrO0 CpeacTBa - oOpraHusaums, obnagawowas npaBamum Ha pesynbTaThbl
OOKIMUHNYECKNX UCCIEeAOoBaHWIN NekapCTBEHHOIO CPeACTBa, KIMHUYECKUX NCCNeaoBaHNA NieKapCTBEHHOMO npenapaTa u
(MnK) Ha TEXHONOIMIO NPOM3BOACTBA NeKapCTBEHHOIO CPEACTBA;

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

31) npon3BoACTBO JeKapCTBEHHbIX CpencTB - AOeATeNIbHOCTb MO NpPOM3BOACTBY JIE€KapCTBEHHbIX CpeacTs
opraHmnsaunamMmm - npounssBoanTendaMn JnekapCTBeHHbIX CpeacTB Ha OOHOW CTagun, HECKONbKUX UMM BCEX CTaausix
TEXHOJTION’MYEeCKOro npouecca, a Takke no XxpaHeHno n peann3daumn npomn3BeneHHbIX NeKapCTBEHHbIX CPEACTB;

31.1) nNpou3BOACTBEHHaAst nMnowagka - TepputopuanbHO O00OCOOMNEHHBIM  KOMMMEKC MNpomM3BoOauTENs
NeKapcTBEHHbIX CPeacTB, npeAHasHayeHHbI AN BbINOMHEHWS BCEro npouecca Mpou3BOACTBA NEKaPCTBEHHbIX
CpeAcCTB Unu ero onpeaeneHHon cTagnu;

(n. 31.1 BBegeH ®enepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

32) nponsBoanTenb NEKAPCTBEHHbLIX CPEACTB - OpraHmn3auus, OCyLLecTBNsLWas NPOU3BOACTBO NeKapCTBEHHbIX
cpencTse B COOTBETCTBUM C TpeboBaHUsSMK HacTosiLero ®efepanbHOro 3akoHa;

33) papmaueBTMYeckasi [OesATeNnbHOCTb - [OesiTEeNbHOCTb, BKMOYalolas B cebs ONTOBYIO TOProBsito
NeKapCTBEHHbIMU CPEACTBAMM, UX XpaHeHNe, NEPEBO3KY U (M) PO3HUYHYIO TOPTOBIIO NIEKAPCTBEHHBLIMM Mpenapatamu,
NX OTNYCK, XpaHeHne, NepeBo3Ky, U3roTOBMEHME NeKapCTBEHHbIX NpenapaTos;

34) opraHu3auusi ONTOBOW TOProBfM NEKAPCTBEHHLIMU CpeacTBaMM - opraHM3aums, OCyLLEeCTBsOLWAas OnTOBYO
TOProBfl0 fIeKapCTBEHHbIMU CPEACTBAMU, UX XpaHEHWE, NMepeBO3Ky B COOTBETCTBMM C TpebGoBaHMSMU HaCTOSILLErO
depnepanbHOro 3akoHa;

35) anTeyHas opraHu3auMs - OpraHusauusl, CTPYKTypHOe MoJpasfeneHne MeLMUUHCKON opraHusauumu,
OCYLLECTBNAIOLMNE PO3HUYHYIO TOPrOBMO NEKAPCTBEHHLIMK MpenapaTaMu, XpaHeHwe, NepeBO3Ky, W3rOTOBMEHUE W
OTMYCK NeKapCTBEHHbIX MpenapaToB ANs MEAMLMHCKOrO MPUMEHEHUS B COOTBETCTBUM C TpebOBaHUSIMM HaCTOALLErO
depnepanbHOro 3akoHa;

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

36) BeTepuHapHas anTevyHasi opraHusaumsi - OpraHusauusi, CTPYKTYpHOEe rMoapasfeneHne BeTepuHapHON
OpraHM3aummn, OCYLLECTBISIOLME PO3HUYHYIO TOPTrOBMHO JIEKAPCTBEHHbLIMY MpenapaTtamu, XpaHeHue, U3roToBReHMe U
OTMYCK NEKAPCTBEHHBIX NMpenapaToB Ans BETEPUHAPHOIO MPUMEHEHMUSI B COOTBETCTBMU C TPeOOBaHMAMU HACTOALLENO
depepanbHOro 3akoHa;

37) cdanbcudmumMpoBaHHOE NeKapCTBEHHOE CPEeACTBO - NeKapCTBEHHOE CPefCcTBO, COMPOBOXAAEMOE IOXHOWA
MHdpopMaLmeli 0 ero coctaee 1 (Unn) NPOU3BOANTENE;

38) HepobpokayecTBEHHOE NEeKapCTBEHHOE CPEeACTBO - JieKapCTBEHHOE CPeAcCTBO, He COOTBETCTBYHOLLEE
TpeboBaHNsIM hapMakonenHom cTatby NMbo B cnydae ee oTCyTCTBMS TpeboBaHMAM HOPMaTUBHOW SOKYMEHTaLMN UMK
HOpPMaTMBHOIO JOKYMEHTA;

39) koHTpadpakTHOE nekapCcTBEeHHOe CPeACcTBO - JleKapCTBEHHOE CpeACTBO, Haxodsuleecss B obopoTte C
HapyLUeH/eM rpaXaaHCKoro 3akoHO4aTenNbCTBa;

40) OOKITMHN4YeCcKoe wuccrneanoBaHune JiekapCTtBeHHOro cpenctea - Guonoruyeckue, MVIKpO6I/IOJ'IOFVI‘-I€CKVIe,
MMMYHOJ1I0rn4eckmne, TOKCUKOJlorndyeckue, cpapmaKonoqueCKme, cbmsmqecwle, XMMn4yeckme n papyrume mccregoBaHuda
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NEKapCTBEHHOTO CpeacTBa MyTEM MPUMEHEHWSI HAy4HbIX METOOOB OLEHOK B LENsX MONy4YeHus [oKa3aTenbCcTs
6e3onacHocTH, ka4yecTBa 1 3PHEKTUBHOCTY NIEKAPCTBEHHOTO CPEACTBA;

41) KNUHUYECKOe WCCrefoBaHWE MNEeKapCTBEHHOro npenapaTta - W3yyeHWe [UArHOCTUYECKMX, neyvebHblX,
NpodunakTUYeckmx, ¢apMakoriormyecknx CBOWCTB IEKApCTBEHHOTO Mpenapara B MpoLecce €ero NpUMEHEHUst Y
YyernoBseka, >XMBOTHOrO, B TOM 4WCMEe MPOLECCOB BCACbIBaHWUS, pacrnpefdeneHunsi, U3MEHEHUss U BbIBEAEHUs, MyTeMm
MPUMEHEHNs1 Hay4YHbIX METOOOB OLUEHOK B UeNsxX MonydeHust [JokasaTenbcTB 6e3onacHOCTW, KavecTBa U
3(PPEKTMBHOCTU fIEKApCTBEHHOrO Mpenapara, AaHHbIX O HeXernaTernbHbIX peakuusix opraHvM3Ma YerioBeka, XXMBOTHOrO
Ha MpUMMEHEHWe NeKapCTBEHHOro npenapaTta u o6 addpekTe ero B3aMMOAENCTBMSI C APYIMMU NEKapCTBEHHbLIMU
npenapatamuv 1 (Mnu) NULLEBLIMU NPOAYKTaMU, KOPMaMu;

42) MHOrOLEHTPOBOE KMMHMUYECKOe MUCcCcreaoBaHne nekapcTBEHHOro npenapaTa Ans MeAULUHCKOTO NPUMeHeHus -
KMUHUYECKOe WCCMedoBaHWe fekapCcTBEeHHOro npenapata  Ans  MEAMLMHCKOrO  NPUMEHEHUsl, NpoBOAMMOEe
pa3paboTYMKOM NeKapCTBEHHOro npenaparta B ABYX W Gonee MeAMLMHCKUX OpraHusauusix no eauHoMmy MpoTOKOMy
KIMUHUYECKOro UCCNeaoBaHWs NekapCTBEHHOTO Npenapara;

43) MexayHapoOHOEe MHOTOLEHTPOBOE KMMHWYECKoe WccriefoBaHMe JleKapCTBEHHOro npenapaTta Aans
MEAMLMHCKOrO MPUMEHEHMs - KNWHUYECKoe WCCMedoBaHWe reKkapCcTBEHHOro npenapara Ans  MeauLUHCKOro
NpUMeHeHus1, NpoBoaANMOoe pa3paboTUNKOM NeKapCTBEHHOro npenapara B pasfMyHbIX cTpaHax Nno eguHoMy MpOTOKOMy
KIMUHUYECKOro UCCNeaoBaHWs NekapCTBEHHOTO Npenapara;

44) nOCTPErncTpaunoHHOE KIIMHUYECKOE WCCrefoBaHNe IekapCTBEHHOro npenapata Ans  MeauumMHCKOro
NnpuMeHeHUa - KnnHn4eckoe nccrnengoBaHne rnekapCTtBeHHOro npenaparta and MmeanumMHCKoro npumMeHeHusa, nposogmmoe
npou3BoaMTENEM  NIEKApPCTBEHHOro npenaparta, rpaXgaHcKuiA  0BOpOT  KOTOPOro  OCYLLECTBNSETCA  Mocrne
rocyJapCTBEHHOM peructpaumy, B LIENAX OOMNOMHMTENbHOrO cbopa AaHHbIX O ero 6e3onacHocTn U 3PdEKTUBHOCTY,
paclMpeHnst NoKasaHU K NPUMEHEHUIO OAHHOrO FIEKapCTBEHHOro npenapaTa, a Takke BbISIBIEHUS] HexenaTenbHbIX
peakuui naumMeHToB Ha ero AencTeue;

45) wnccnepoBaHve OWO3KBUBANEHTHOCTU JlEKAPCTBEHHOIO Mpenapata - BWUA KIMHWYECKOro UCCneaoBaHus
nekapCTBEHHOro npenapara, NpPoBedeHME KOTOPOro OCYLLECTBMSAETCA ANsl ONpedeneHus CKOpPOCTU BCacbiBaHWA U
BbIBEAEHUS OLHOTO WM HECKOMbKMX OOnagarolimx ¢apmMakoriormyeckon aKTMBHOCTbIO [AEWCTBYIOLLMX BELLECTB,
KOnM4ecTBa JleKapCTBEHHOro npenapaTta, AOCTUralLero CUCTEMHOrO KpoBOTOKa, U pe3ynbTaTbl KOTOPOro MO3BOMSAHOT
caenatb BbiBO4 O OMO3KBMBANEHTHOCTM BOCMPOM3BEAEHHOrO JIEKAPCTBEHHOrO Mpernapata B ONpeaeneHHbIX
nekapcTBeHHo opmMe M [O3MPOBKE, COOTBETCTBYIOLLMX bopMe M [03MpoBKEe pedepeHTHOro NeKapCTBEHHOro
npenapaTa;

(n. 45 B pen. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

46) uccnenoBaHWe TepaneBTUYECKOW SKBMBANEHTHOCTM IEeKapCTBEHHbIX NpenapaTtoB - BWUA  KIMHUYECKOTO
NccnefoBaHMsi NeKapcTBEHHbIX MpenapaToB, MPOBEAEHWE KOTOPOro OCYLUECTBMSIETCS ANsi BbIABMEHWUS OOUHAKOBbIX
CBOWCTB feKapCTBEHHbIX MpenapaToB OMpeAerieHHOW fekapCcTBEHHOW OpMbl, @ TaKkKe HanuMuuMsa OAMHAKOBbIX
nokasaTenen 6e3onacHoCcTU N 3PPEKTUBHOCTU NEKAPCTBEHHbIX NPenapaToB, OAUHAKOBBIX KMUHUYECKUX 3DEKTOB NpK
UX NPUMEHEHWN;

47) NpOTOKON KIMHWUYECKOro UCCrnefoBaHWs NekapCTBEHHOro npenaparta - AOKYMEHT, B KOTOPOM OnpenensitoTcs
uenu, OpMbl OpraHM3auum 1 MeToOONorMsl MPOBEAEHWUSI KIIMHUYECKOrO WCCNeAOBaHWs, CTaTUCTUYeckue meToabl
06paboTky pesynbTaToB Takoro WccneaoBaHWs UM Mepbl No obecnedveHuto 6Ge3omnacHOCTM  (PU3MYECKUX nuu,
YYacTBYHOLUMX B KIMHUYECKOM MUCCNEAOBaHUN NEKAPCTBEHHOTO Npenapara;

48) Opowtopa wuccrnegoBaTens - CBOOHOE U3MOXEHME pe3ynbTaToOB  AOKMIMHMYECKOrO  MCCnegoBaHus
NeKkapCTBEHHOIO cpeactBa W KIMHUYECKOrO  UCCNedoBaHWst JlekapCTBEHHOro npenapata  Ans MeAMLMHCKOro
NPUMEHEHNS;

49) MHOPMALMOHHBIA NIUCTOK MauMeHTa - JOKYMEHT, B KOTOPOM COAepXaTcsl B AOCTYNHOW chopme cBeaeHwus,
Kacalolmecss NpPoBOAUMOrO KIMHUYECKOrO UCCNeaoBaHWs nekapCTBEHHOro npenapaTta, U B NUCbMEHHOM dopme
[obpoBorbHOE cornacve nauueHTa Ha yvacTve B KIMHWYECKOM UCCredoBaHuWM NeKkapCTBEHHOro npenaparta nocrne
O3HaKOMIIEHUA C OCODEHHOCTAMW KMMHWYECKOro MCCrneaoBaHusl, WMEIOWMMU 3HadeHne Ans BblpaXkeHWs Takoro
cornacus;

50) noboyHoe pencTBme - peakLmsa opraHu3ma, BO3HUKLIASA B CBA3U C NPUMEHEHNEM NeKapCTBEHHOro npenapara
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B [03aX, PEKOMEHAYEMbIX B MHCTPYKLUMM MO €ro NpMMEHEHMI0, ANsl NPOUNAKTUKN, OANAarHOCTUKK, NiedeHnst 3aboneBaHus
unu gns peabunurauuu;

50.1) HexenaTenbHasi peakuusi - HenpegHaMepeHHas HebnaronpusTHas peakuus opraHuama, KoTopasi MoXeT
ObITb CBSI3aHa C NPUMEHEHNEM NEKapCTBEHHOIO NpenapaTa;
(n. 50.1 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

51) cepbes3Has HexenaTenbHasi peakuusi - HexenaTtenbHasi peakuusi opraHuamMa, CBsidaHHasi C NPUMEHEHNEM
nekapcTBEHHOro npenapaTa, npuBeAWasl K CMEepTW, BPOXAEHHbIM aHOManMAM WNKU MopoKkam pasBUTUS NMGO
npeacTtaensiowas cobor yrposy >KusHW, Tpebylowas rocnutanusauum unu npuBeAllas K CTOMKOW yTpaTte
TPYAOCNOCOBHOCTU U (MNKN) UHBANMAHOCTY;

52) HenpeaBuaeHHasa HexenaTenbHas peakumsa - HexenartenbHas peakuusi opraHuama, KoTopasi CBsidaHa C
NPYMEHEHWEM NEKapPCTBEHHONO MpenapaTta B [03aX, PEKOMEHAYEMbIX B NMPOTOKOME €ro KIMMHUYEeCKOro UccrnefoBaHus,
OpoLutope MccnegoBaTtens, Unu ¢ NPUMEHEHNEM NIEKApPCTBEHHOIO NpenapaTa B 403aX, PEKOMEHOYEMbIX B UHCTPYKLMK
Nno ero MpUMEHeHW ans nNpodUnakTUKW, ONArHOCTMKW, feyYeHust 3aboneBaHus UNuM MeauMUMHCKOM peabunurtauum
naumeHTa, N CYLIHOCTb, TSPKECTb MMM UCXOA KOTOPOW HEe COOTBETCTBYET MH(pOpMaLMM O fNEKapCTBEHHOM npenapare,
cofepXkallencss B npoTOKOMe €ero KNMHMYECKOro uccrnenoBaHuda, Gpoluope uccnegosatens Unm B UHCTPYKUUKU MO
NPUMEHEHNIO NEKapCTBEHHOro npenapara;

(n. 52 B pen. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

52.1) dapmakoHagsop - BU4 AeATENbHOCTM MO MOHUTOPUHTY 3hPeKTUBHOCTM U 6e30MacHOCTU NeKapCTBEHHbIX
npenapaToB, HamnpaBleHHbIW Ha BbiSIBNEHUE, OLEHKY U NpefoTBpalleHne HexenaTernbHbIX NOCneACcTBUA NPUMEHEHUS
nekapCcTBeHHbIX NpenapaTos;

(n. 52.1 BBegeH ®enepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

52.2) nnaH ynpaBneHns puckamu - NOApoOdHOe onmucaHme MeponpuaTuin No dbapMakoHaa30py, HanpaBreHHbIX Ha
BbISIBNEHNE, OLIEHKY W NpeaoTBpalLeHne UMM MUHUMMU3ALUUIO PUCKOB, CBA3A@HHbIX C JIEKAPCTBEHHBIMU NpenapaTamu,
BKMOYas OLeHKY 3(pPeKTUBHOCTM JaHHbIX MEPONPUSATUN,

(n. 52.2 BBegeH ®enepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

KoHcynbTaHTlINt0C: npumMmevaHme.

MonoxeHus ctatbn 4 (B pepakumm depepanbHoro 3akoHa oT 29.07.2017 N 242-®3) B yacTu, Kacaroulencs
OpMMPOBaHMS M BblgadnM PELEnTOB Ha JFIEKAapPCTBEHHbIE Mpenapatbl, coaepXaliMe Has3HauyeHue HapKOTUYECKUX
CpencTB UM NCUXOTPONHBIX BELECTB, B (DOPME INEKTPOHHbIX AOKYMEHTOB, npuMeHstoTcsa ¢ 1 aHBapsa 2019 roga.

53) peuenT Ha nekapcTBEHHbIM npenapat - MeAWMUMHCKAMA AOKYMEHT YCTaHOBNEHHOW (opMbl, cogepalinii
HasHayeHne nekapCTBEHHOro npenaparta Ans MeguUMHCKOrO MPUMEHEHUS, BblAaHHbIA MEeAULMHCKMM paboTHMKOM B
Lensx oTrnycka NekapCTBEHHOro npenapara UnmM ero M3roToBeHUs K OTrnycka Ha BymakHOM HOCMTEeNe MUK ¢ cornacus
nauMeHTa UnM ero 3aKoHHOro npeacraBuTens B OOPMeE 3NEKTPOHHOIO AOKYMEHTa, MOANUCAHHOIO C UCMOMb30BaHNEM
YCWUMEHHOWN KBanuUUMPOBaHHOW 3MEKTPOHHOW MOANUCUM MeAMLMHCKOro paboTHuKa, NMbo OOKYMEHT YCTaHOBIEHHOW
dopMmbl, coAepxalluii HasHa4YeHne reKapCTBEHHOro rnpernapara A BeTEepUHApPHOro MPUMEHEHUs, BblAaHHbIN
BeTepMHapHbIM PaboTHMKOM B Lensx OTNycka NeKapCTBEHHOro npenapata WM ero U3roToBMeHUs W OoTnycka Ha
Oyma)kHOM HocuTene;

(n. 53 B pea. ®epepanbHoro 3akoHa ot 29.07.2017 N 242-03)

54) TpeboBaHMe MeaMUMHCKOW OpraHM3auuun, BETEPUHAPHON OpraHusaumm - JOKYMEHT YCTaHOBIIEHHON OOpMBbI,
KOTOPbIN BbINUCAH MEOULMHCKUM WNN BeTepuHapHbIM pabOoTHWKOM, WMMEKLWWUM Ha 3TO MpaBoO, U COOEPXKUT B
NMCbMEHHON OopMe YyKadaHuMe anTevyHoW opraHusauum o6 OTnycke fekapCTBEHHOro mnpenapata wnM O ero
nsrotoeneHnm n o6 otnycke ana obecneveHns neyebHoro npouecca B MeOWMLIMHCKOW OpraHu3auuu, BeTepuHapHOM
opraHu3auuu;

55) komnnekcHas oOueHKa nekapCTBEHHOro npenapaTta - OueHKa 3aperucTpvpoBaHHOrO NEeKapCTBEHHOro
npenapata, Bknovawwas B cebs aHanu3 wnHMOPMaUMU O CpaBHUTEMNbHOW KIUHUYECKON 3dEKTUBHOCTU U
6e30nacHOCTM eKapCTBEHHOro mnpenapaTta, OLEHKY 9KOHOMWUYECKMX MOoCneacTBUA ero MpUMEHEHUS, W3ydeHune
OONOMHUTESNbHBIX NOCNEACTBUA NPUMEHEHUS NeKapCTBEHHOro npenapaTa B Lensax NpUHATAS peLleHnii O BO3MOXHOCTU
BKIIOYEHUS IeKapCTBEHHOrO Mpenapata B MepeyeHb >XM3HEHHO HeobXOOUMbIX W BaXHEWWWX NeKapCTBEHHbIX
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npenapaToB, HOpMaTMBHbIE NPaBOBble aKTbl U WHblE AOKYMEHTbI, Onpefensolme nopsgok okasaHus MeauuMHCKOM
MOMOLLN, UMW UCKITIOYEHUS €r0 U3 yKa3aHHbIX MepPeYHs, akToB 1 AOKYMEHTOB;
(n. 55 BBegeH dPepepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

56) cuctema MOHUTOPWMHra [OBWXKEHUS JIeKapCTBEHHbIX MpenapaTtoB ANA MEeOUUMHCKOTO MPUMEHEeHUs -
denepanbHas rocygapCTBeHHas MHPOPMAaLMOHHas cucTemMa MOHUTOPVHIa ABWKEHWS JTEKapCTBEHHbIX NMpenapaToB AJis
MEOVLMHCKOTrO MPUMEHEHMS OT MPOM3BOAUTENS A0 KOHEYHOro noTpebuTens C UCNONb30BaHMEM B OTHOLLEHMM
nekapcTBEHHbIX NpenapaToB A5 MeAULMHCKOro NpUMEHeEHUs CPeaCcTB aeHTUudukaLmu.

(n. 56 BBegeH PepepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

nasa 2. MONTHOMO4USA ®EAEPAJIbHbLIX OPFTAHOB VICI'IOJ'IHI/ITEI'II:I-JOVI 5
BJIIACTU, OPFAHOB UCMOJIHUTENBbHOW BITIACTU CYBBEKTOB POCCUNCKOU
®EONEPALUU NPU OBPALLEHUN JIEKAPCTBEHHBLIX CPEACTB

CrtaTb#s 5. MonHomouus cdeaepanbHbIX OpraHoB MCNOJTHATENbHOW BnacTu npu oﬁpau.teuvm NeKapCTBeHHbIX cpeaAcTB

K nonHomouusim denepanbHbiX OpraHoB WMCMOMHUTENbHOW BRactyM npy obpalleHun nekapcTBeHHbIX CpeacTs
OTHOCSTCS:

1) nposegenve B Poccuiickon Pefepauum eguHoOn rocyaapCTBEHHOW MNONWTUKM B obnactu obecnevyeHus
nekapcTBEHHbIMY Mpenapatamu rpaxaaH B Poccuiickon ®Pepepaumu;
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2) yTBepxaeHue obwwmMx ¢apMakonenHbiXx cTaTen, apmakonerHbIX cTaTel, Wu3gaHue rocyaapCTBEHHON
dhapmakorneu, co3gaHue u BeaeHne peecTtpa papMakonenHblx CTaH4apTHLIX 00pasuUoB;
(B peqn. PepepanbHoro 3akoHa ot 22.12.2014 N 429-903)

3) ocyLlecTBNeHNe rocyaapcTBEHHOrO KOHTpons (Hag3opa) B cdepe obpalleHnsi NeKapCTBEHHbLIX CPEACTB;
(B pea. PenepanbHoro 3akoHa ot 25.06.2012 N 93-d3)

4) nuueH3npoBaHME NPOU3BOACTBA JI€KApPCTBEHHbIX CPEeACTB W (hapMaueBTUYECKON [AesTeNnbHOCTU B
COOTBETCTBMM C 3akoHoAaTenscTBoM Poccuiickon ®eaepaunu;

5) opraHusaums 3KCMepTu3bl NEeKApCTBEHHbIX CPEACTB, 3TUYECKOM 3KCMepTu3bl BO3MOXHOCTM MPOBEAEHUSA
KITMHUYECKOro UccregoBaHus NiekapCTBEHHOro npenapaTa Ans MegUUUHCKOrO NMPUMEHEHUS!, SKCNepTu3bl JOKYMEHTOB,
npeacTaBneHHbIX Ons OnpefeneHvMs BO3MOXHOCTM pacCcMaTpuBaTh JIEKAPCTBEHHbIM npenapaTt ans MeauumHCKOro
NPUMEHEHNSI NP FOCY4apCTBEHHOW perncTpaumm B kadectse opdhaHHOro nekapcTBEHHOro npenaparTa;

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

5.1) opraHnsaums NpoBeaeHUs KOMMIIEKCHOW OLIEHKWN NIEKAapCTBEHHOrO npenapaTta B Lensax NpUHATUS peLueHuin o
BO3MOXHOCTWU BKITHOYEHUSI JIEKApPCTBEHHOrO mnpernapata B MNepeyvYeHb XU3HEHHO HEeOoOXOoOUMbIX W BaXKHEWLLUX
neKkapcTBEHHbIX NpenapaToB, HOPMAaTUBHbIE MPABOBbLIE aKTbl U MHbIE LOKYMEHTbI, onpeaensowme nopsagok okasaHus
MEeAMLIMHCKON NOMOLLW NN UCKIMIOYEHUS ero U3 yKa3aHHbIX NepeyHsl, akTOB U JOKYMEHTOB;

(n. 5.1 BBegeH deneparnbHbIM 3akoHOM OT 22.12.2014 N 429-03)

6) Bblgaya paspelueHuii Ha MNpPoBedeHMEe KIUHWYECKUX UCCNedoBaHUIM NekapCTBEHHbIX MpenapaToB, BedeHue
peecTpa BblgaHHbIX pa3peLLeHnii Ha NPoBeAeHNE KIMHUYECKMX CCNeqoBaHUIN NekapCTBEHHbLIX NPenapaTos.;

7) rocygapCrtBeHHada perucrtpadma nekapCTBEeHHbIX npenapatoB, BeAeHuMe TroCyaapCTBEHHOrNo peectpa
J1eKapCTBEHHbIX CPeACTB;

8) opraHu3aums 1 (unun) NnpoBeJeHne MHCMEKTUPOBaHNS CyObeKTOB obpalLeHMs nekapcTBEHHbIX CPeACTB Ha
COOTBETCTBME NpaBuiamM Hagnexaiien nabopaTopHOW NPaKTUKK, NpaBuaM Hagnexallen KNMHUYEeCKO NpakTuku,
npaBunamM Hagrnexatlen npakTuKN XpaHeH s 1 NepeBo3KN JIEKAPCTBEHHBIX NpenapaToB, NpaBuiam Hagnexallen
ONCTPUBBLIOTOPCKON NPAKTUKK, MpaBuam Hagexallen anTeydHon NpaKTuKuy;

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

8.1) opraHusauus u (Mnu) npoBedeHNe VMHCMNEKTMPOBaHMUSA CYGbeKkTOB obpalleHNst NekapCcTBEHHbIX CPeaAcTB Ha
COOTBETCTBME TPEGOBAHUAM NpaBWi HaAnexallen NPon3BOACTBEHHOW NPaKTUKK, Bbldada 3akroYeHUin 0 COOTBETCTBUN
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NPOVN3BOAMTENS fIeKapCTBEHHbIX CpeacTB TpeboBaHMSAM NpaBun Hagnexallen NPoOn3BOACTBEHHON NPaKTUKW;
(n. 8.1 BBegeH dPegepanbHbiM 3akoHOM 0T 22.12.2014 N 429-93)

8.2) ycTaHoBrneHue nopsiaka BeAeHWs U BedeHWEe FOCYAapCTBEHHONo peecTpa 3akfoYeHUd O COOTBETCTBMU
NPOWN3BOAMTENS NIEKaPCTBEHHbIX CPeACTB TpeboBaHMSM NpaBu Hagnexallen NPon3BOACTBEHHON NPaKTUKW;
(n. 8.2 BBegeH PepeparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

9) rocygapcCrtBeHHaa perncrpauna yCtaHOBIIEHHbIX Npon3BoAUTENAMM NeKapCTBEHHbIX npenapaTtoB npenenbHbIX
OTNYCKHbIX LUEeH Ha XXWU3HEeHHO HeobxoauMble U BaXKHenLwne NleKapCTBeHHbIE MNMpenapaTtbl 1 BeAeHNne rocygqapCcrBeHHOro
peecTtpa npeaesibHbiX OTNYCKHbIX LEH I'IpOI/I3BO,CI,l/ITeJ'Iel7I Ha JieKapCTBEHHble npenapaTtbl, BKIOYEHHbIE B NepedYeHb
XM3HEHHO HEOOXOOUMbIX MU BaXKHEMLLINX J1eKapCTBEHHbIX NMpenapaTtos;

9.1) cornacoBaHue NPOEKTOB PeELUEHMI OPraHOB UCMONHUTENLHONM BracTn cyobekToB Poccuiickon ®epepauun o6
YCTaHOBMNEHUUN U (MNN) U3MEHEHUW NPELENbHLIX Pa3MepoB ONTOBbIX HAA0aBOK M MpefenbHbIX Pa3MepoB PO3HUYHbLIX
HagbaBoK K (hakTMYeCcKMM OTMYCKHbIM LEeHaM, YCTAHOBIIEHHbIM MPOW3BOAUTENSAMW JNEKAPCTBEHHbIX NpenapaTtoB, Ha
nekapCTBeHHblE MNpenapatbl, BKIHOYEHHbIE B MEpeYeHb XM3HEHHO HEOOXOAMMbBbIX W BaXKHEWLIUX FeKapCTBEHHbIX
npenapaTos;

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

10) ycTaHoBneHWe Mopsigka BBO3a JlekapCTBEHHbIX cpedcTB B Poccuiickyio depepaumio M BbiBO3a
nekapcTBeHHbIX cpeacTs n3 Poccunckon ®egepaunu;
(n. 10 B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

10.1) Bblgaya, ycTaHOBIEHMe nopsiaka Bbligayum n popmMbl JOKYMEHTA, KOTOPbIN NOATBEPXKAAET, YTO NPOU3BOACTBO
neKkapCTBEHHOroO npenapata OCYLIeCTBMIEHO B COOTBETCTBUM C TpeboBaHuAMM nNpaBun  Hagnexaiiew
NMPON3BOACTBEHHOW MPAKTUMKW, U MOANEXUT NpeacTaBneHuto no TpeboBaHWIO YMONMHOMOYEHHOrO opraHa CTpaHbl, B
KOTOPYI0 BBO3MTCH flekapCTBEHHbIV Npenapar;

(n. 10.1 BBegeH PenepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

10.2) Bblgaya, ycTaHoOBreHue nopsaka Bbidaduv M OpMbl OOKYMEHTa, codepXallero cBedeHus O cragusix
TEXHOMOrMYEeCKoro npouecca nNpou3BOACTBA JIEKApCTBEHHOro cpefactBa  AnA  MeOMUMHCKOTO  MPUMEHEHUS,
ocyLlecTBMAsieMbIX Ha TeppuTopumn EBpasniickoro 3kKOHOMMYECKOro Co3a;

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

11) cosgaHue coBeETOB MO BONpPOCaM, CBA3aHHbIM C 0bpaLleHneM NekapCTBEHHbIX CPEACTB;
12) aTTectaums n ceptTudukaums cneLmanmcTos;
13) ytpaTtun cuny ¢ 1 ceHtabps 2013 roga. - PegepanbHbii 3akoH ot 02.07.2013 N 185-93;

14) ocywecTterneHue hapmakoHaa3opa;
(n. 14 B pen. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

15) yyactne B MexgyHapogHOM COTPYAHNYECTBE;

16) nonydyeHue no 3sanpocam YMNorIHOMOYEHHOro defeparnibHOro opraHa WCMOMHUTENBHOW BMacTM OT OpraHoB
UCMoNHUTENbHOW Bnactu cyobekToB Poccuiickon depepaummn, a Takke OT CyObEKTOB 0OpalleHMsl JieKapCTBEeHHbIX
CPEACTB O/ MEAMLMHCKOrO MPUMEHEHUS WHGOpMauuMM Mo BOMPOCaM YCTAHOBIEHUS W MPUMEHEHUS LeH Ha
nekapcTBeHHble npenapaThl U HanbaBokK K HAM;

17) npymeHeHe Mep OTBETCTBEHHOCTM 3a HapyLLeHne 3akoHodaTenbcTBa Poccunckon ®enepauun;

18) yTBEpPKOEHME NpaBun Hagnexawen nabopaTtopHOM NPaKTUKW, NpaBuil Haganexawemn KNMHUYECKON NpakTuKM,
npaeBun Haanexaiien npoM3BOACTBEHHOM MPaKTUMKW, MNpaBui  Hagnexawlen MpakTUKM XpaHeHUss U NepeBO3KM
nekapCTBEHHbLIX MpenapaToB, MpaBwuil HagneXxallen AUCTPUOLIOTOPCKOM MNPaKTUKW, MpaBuIl Hagnexalwen anTeyHou
NpakTUKW, MpaBUN Hagnexallen npakTukM ¢apMakoHaa3opa fekapcTBeHHbIX MpenapaTtoB AN MeauLMHCKOro
NpUMeHeHNs;

(n. 18 BBeaeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)
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19) ycraHoBneHne nopsigka (OPMUPOBAHUSA PErMCTPALUMOHHOINO [OOCbe Ha JIEKAapCTBEHHbIM npenapaTt U
TpeboBaHWM K JOKYMEHTaM B €ro COCTaBE;
(n. 19 BBegeH depepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

20) yTBepxgeHWe MpaBuN  pauMOHanbHOrO BblIOOpPa HauMMEHOBaHWM feKapCTBEHHbIX MpenapaToB Ans
MEeANLMHCKOrO MPUMEHEHMS;
(n. 20 BBegeH depepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

21) yTBEpXOEHME NepeyvHst HAMMEHOBaHUIN NeKapCTBEHHbIX PopM;
(n. 21 BBegeH depepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

22) opmupoBaHue peecTpa TUMOBbIX WMHCTPYKUMA MO MEAULMHCKOMY MPUMEHEHUIO B3aMMO3aMeHSIeMbIX
nekapCTBEHHbIX NpenapaTos;
(n. 22 BBegeH PepeparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

23) ytBepxaeHne TpeboBaHUi K MHCTPYKLUUW MO MEOULMHCKOMY MPUMEHEHUIO NEKapCTBEHHbIX NpenapaTtoB U K
WHCTPYKLUUN MO BETEPUHAPHOMY MPUMEHEHUIO NIeKapCTBEHHbIX NpenapaTos;
(n. 23 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

24) pocynebHOe 3aKpbiTMe CanToB, CoAepXalMX WHOPMAaLUMI0O O PO3HUYHOM npodaxe OUCTaHLMOHHBIM
cnocobom, npeanoxXeHne o NpMobpeTeHnn UCTaHLMOHHBIM CMOCOOOM, JOCTaBKE AUCTAHUMOHHBLIM Crocobom u (unu)
nepegade uanyeckomy nuuy  AUCTAHUMOHHBIM  CMOCODOM  MEKApCTBEHHbIX NpenapatoB, HapKOTUYECKUX
nekapcTBEHHbIX MpenapaToB U NCUXOTPOMHbIX NEKapCTBEHHbIX NpenapaToB, 3a UCKNOYEHNEM Cry4aeB, YCTaHOBNEHHbIX
MpaButenbctBOM Poccuiickon ®enepaunn.

(n. 24 BBegeH depepanbHbIM 3aKkoHOM OT 22.12.2014 N 429-93)

KoHcynbTaHTlnt0C: npumMmeyvaHume.

MonoxeHus ctaTbM 5.1 pacnpocTpaHsAlTCA Ha MofHoMouns doefeparibHbiX OpPraHoB WCMONHUTENBHOW BRacTw,
KOTOpble He nepefaHbl Ofs OCYLECTBIEHUS oOpraHaM rocyaapCTBEHHOW Briactu CyObekToB Poccuinckon
depepaumm 1 opraHam MECTHOTO CamMoyrnpaBfeHNss COOTBETCTBYOLLMMN heaepanbHbIMU 3aKOHaAMM.

Ctatba 5.1. MMepepaya ocyuwecTBrneHUss nonHomouun eaepanbHbIX OPraHoB WMCMNOMHUTENbHOM BRacTu nNpu oGpaleHun
neKapCcTBeHHbIX CPeACTB OpraHaM UCNONTHUTENbLHOW BnacTu cybbekToB Poccuiickon ®enepauum

(BBepeHa depepanbHbIM 3akoHoM oT 13.07.2015 N 233-93)

MonHomoumnst deaepanbHbiX OpPraHoOB WCMONHUTENbHOW BRacTu npu obpalleHun neKapCcTBEHHbIX CPeacTB,
npeaycMoTpeHHble HacTosilwmMm  PepepanbHbiM  3aKOHOM, MOTYT MepefaBaTbCsl AN OCYLLUECTBMEHMSI OpraHam
ucnonHuTenbHoM Bnactnm cybbektoB Poccuiickon Pepepauum noctaHoBneHusimm [NpaButenbctBa Poccuiickon
depepaumm B nopsake, ycraHoBneHHom ®degepanbHbiM 3akoHOM OT 6 okTsa6ps 1999 roga N 184-03 "O6 obymx
NpUHUMNax opraHmsaumMmM 3akoHoAaTerbHbIX (NpeAcTaBUTENbHbIX) U UCMOMHUTENbHBIX OPraHoB rocyaapCTBEHHOM
Bnactu cybwektoB Poccuiickon Pegepaummn”.

CrtaTtbsa 6. NMonHoMouMs opraHoB UCMONMHUTENbLHOW BnacTn cyobekta Poccuitickon Pepepaumm npu obpaleHnn nekapcTBEeHHbIX
cpeacTB

K nonHomoumsiM oOpraHoB WCMOMHUTENbHOW Briactu cybbekta Poccunckon degepaumm npu  obpalleHun
NeKapCTBEHHbIX CpeaCcTB OTHOCATCA:

1) paspaboTka M peanusauMsi pervoHanbHbIX NporpaMM o6ecrneyeHuss HacemneHus NeKapCTBEHHbIMU
npenapartamu;

2) yCTaHOBIeHMe npeaesnbHbIX pa3MepoB OMNTOBbIX HagbaBoK un npegernbHblIX pa3dMepoB PO3HUYHbLIX HagbaBoK K
(*)aKTW-IeCKMM OTMNYCKHbIM LieHaM, YCTaHOBJ1I€HHbIM NMPOU3BOANTENAMN NEKapCTBEHHbLIX NpenapaTtoB, Ha NeKapCTBEHHbIe
npenaparbl, BKIMIO4YEHHbIE B NepeYeHb XN3HEHHO HeobXo4MMbIX Y BaXKHENLLIMX JIeKapCTBEHHbIX NpenapaToB;

3) ocyllecTBneHne pernoHanbHOro rocyAapCTBEHHOrO KOHTPOMS 3a MNPYMEHEHWEM LUeH Ha JleKapCTBEHHble
npenapatbl, BKMIOYEHHble B MNepeyeHb >XM3HEHHO HeoBXOoOMMbIX W BaXXHEMWMX NeKapCTBEHHbIX MNpenapaTos,
opraHusauMsiMM OMNTOBOW TOProBMW, anTeYHbIMM  OpraHuU3auusMKU, WUHOMBMAYANbHLIMU  NpeanpUHUMaTENsaMMU,

KoHcynbTanTlNKoC

www.consultant.ru Crpanuua 11 u3 87
HaeXHas npaBoBas noaaepXxkKa



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

®epnepanbHbivt 3akoH 0T 12.04.2010 N 61-03
(pea. ot 28.12.2017) [okyMeHT npegocTaBneH KoHcynbTaHTIAOC

"O6 obpalleHnn nekapcTBeHHbIX cpeacTs” Hata coxpaHenus: 25.04.2018

MMELLVMU MULEH3NIO Ha hbapMaLleBTUYECKYIO OeATEeNbHOCTb;
(B pea. PegepanbHoro 3akoHa oT 25.06.2012 N 93-$3)

KoHcynbTaHTlINOC: NnpumMmeyaHme.

MonoxeHua ctatbn 6 (B pemakumm depepanbHoro 3akoHa oT 29.07.2017 N 242-®3) B yacTu, kacawoLiencs
GOopMUPOBaAHNA 1 Bblda4yM peLenToB Ha NeKapCTBEHHble Mpenapatbl, coaepallune HasHayeHue HapPKOTUYECKUX
CPeACTB UMY MCUXOTPONHbIX BELLECTB, B POPME 3MNEKTPOHHbBIX JOKYMEHTOB, NpumeHsaTcda ¢ 1 aHBapa 2019 roga.

4) npuHATME pelleHMs 06 MCMonb3oBaHMM Ha TeppuTopum cybbekTa Poccunckon Pepepauum Hapsgy C
peuenTaMn Ha NeKapCTBEHHbIE npenapartbl, 0POPMIIEHHbIMM Ha OyMaXHOM HOcUTEene, peLenToB Ha NeKapCTBEHHbIE
npenapaTtbl, COOPMUPOBAHHBIX B pOPME 3MEKTPOHHBIX JOKYMEHTOB.

(n. 4 BBegeH PegepanbHbIM 3akoHOM OT 29.07.2017 N 242-93)

Fnaea 3. TOCYOAPCTBEHHAA ®APMAKOMNEA

CrtaTbs 7. PaspaboTka 1 u3gaHue rocygapcTBeHHou dpapmakoneu, pa3meLleHne aHHbIX O Hen

1. Nopg rocygapcTBeHHON dhapmakoneen NoHMMaeTcsa CBOA oOWwmx dhapMakonenHblx ctaten n hapmMakonemHbIxX
crarten.

2. PaspaboTka obLmx hapmakonemnHblx ctaten n bapmakonenHbix cTaTel, B TOM Yncne dhapmakonenHblx ctaten
Ha (pbapmMakonewHble cTaHAapTHble 06pasLbl, U BKMOYEHME MX B rOCYAApPCTBEHHYIO (DapMakoner OCYLLECTBSTCA B
nopsiake, yCTaHOBITEHHOM YMOJSTHOMOYEHHbIM befeparnbHbIM OPraHOM UCTMOMNHUTENBHOW BRiacTw.
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. PaspaboTka ¢apmakonenHon cTatbM Ha pedepeHTHbI feKapCTBEHHbI npenapat W BKMAOYEHWE ee B
rocygapCTBEHHY0 hbapmMakonet B TeYeHMe CpoKa OeWCTBUS 3alUMTbl UCKIIOYUTENBHOrO npaea, YLOCTOBEPEHHOMO
NaTeHTOM Ha pedepeHTHbIN NEKAPCTBEHHBIN NpenapaT, OCYLLECTBNATCS C cornacusi ero paspaboTyuka.

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

4. TocypapcTBeHHas dapmMakones W3fgaeTcsd YNONHOMOYEHHbIM deadepanbHbiM  OpraHOM  UCMOSNTHUTENbHOM
BMNacTu 3a cyeT cpencTtB denepanbHOro GrogKeta U NoanexuT nepensgaHusm He pexe YeM OAMH pa3s B NsiTb JeT, B
nepvog Mexay KOTOpbIMM U3JaloTcs MNPUIOXKEHUS K rocyAapcTBEHHOW chapmakonee, cofepxawme obwue
hapmakonerHble ctatbM M (Mnun) dapmMakoneriHble CcTaTbW, YTBEPXAEHHblE MOCMNe W3gaHust WM nepeunsgaHns
rocyfapCcTBeHHOW papmakoneu.

5. YnonHomo4eHHbIn deaepanbHblii opraH UCNONHUTENBHOW BRacTuM pa3MellaeT [aHHble O rocyaapCTBEHHOW
(hapmakornee 1 NPUNOXeHNsIX K Hel Ha cBoeM ouumanbHOM canTe B ceT "MIHTepHeT" B yCTAaHOBNEHHOM UM MOpsaKe.

nasa 4. TOCYOAPCTBEHHbIA KOHTPOIb NMPU OBPALLEHUMU
JIEKAPCTBEHHbIX CPEACTB

CrtaTbs 8. JNnueHsnpoBaHue Npon3BoACTBa JIeKapPCTBEHHbIX CPEACTB U (bapmaueBTuqecxoﬁ AeATeNbHOCTU

1. JlnueHsupoBaHue NPOM3BOACTBA JlEKAPCTBEHHbLIX CPeacTB U (papmaueBTMYECKOM LesTenbHOCTH
OCYLLIECTBMSIETCS B COOTBETCTBUM C 3aKoHOoAaTenbcTBOM Poccuiickon ®epepauuu.

2. ObsA3aTenbHbIM YCINoOBMEM MPeaoCTaBNEHNS NULEH3UM Ha NPOU3BOACTBO NEKAPCTBEHHbLIX CPeacTB SABMNAETCS
NPUNOXeHNe K 3asiBNIEHNIO COMCKaTeNs NULEH3UMN NepeyHsi NeKapCTBEHHbIX POPM U (MNn) BUAOB hapMaLeBTUYECKNX
CyGCTaHLUMi, KOTOpbIE NMPOVU3BOANTENb JTIEKAPCTBEHHBIX CPEACTB HAMEPEH NMPOV3BOAMNTD.

3. B cny4yae HeobxooMMocTun pacwmpeHna npou3BoAcTBa JIeKapCTBEHHbIX CpeactB 3a CYEeT HOBbIX
JIeKapCTBEHHbIX (bOpM n BNUOOB cbapmaueBTquCwa Cy6CTaHLI,l/II7| npon3soanTeslb NEKApPCTBEHHbIX CpeacTB AOOJDKEH
nosiy4nTb HOBYHK JIMLLEH3UKO Ha Npon3BOACTBO JIEKapCTBEHHbIX CpenCTB.

CrtaTbs 9. FocynapcTBeHHbIN KOHTPOIb (Haa3op) B cepe oGpaLleHUss nekapcTBeHHbIX CPeacTB

(B pea. PepepanbHoro 3akoHa ot 25.06.2012 N 93-03)
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®epnepanbHbivt 3akoH 0T 12.04.2010 N 61-03
(pea. ot 28.12.2017) JokymeHT npepoctasneH KoHncynbtaHTtIaroc
"06 obpalueHnn nekapcTBeHHbIX cpeacTs"” lata coxpaHerus: 25.04.2018

1. FocynapcTBEHHBIN KOHTPOIb (HaA30p) B chepe obpalleHunst nekapCTBEHHbIX CPEACTB BKIOYaET B cebs:

1) NMLEH3NOHHBIA KOHTPOMNb B chepe NpoM3BOACTBa NEKApPCTBEHHbIX CPeAcTB U B cdepe dapmaueBTUYeCcKom
OeATensHoCTY;

2) beaepanbHbIi rocyaapCTBeHHbIN Haas3op B cpepe obpalleHUsi NEKapCTBEHHbIX CPEACTB;

3) BbIBOPOUHbIN KOHTPOSb KA4YeCTBa NeKapCTBEHHbLIX CPEACTB.
(n. 3 BBegeH depepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

2. JINLUEH3NOHHBIN KOHTPOMb B chepe NPOM3BOACTBA NIEKApPCTBEHHbLIX CPeacTB M B cdepe dhapmMaueBTU4EeCKomn
0EeATEeNbHOCTM OCYLLECTBNSAETCA YNOMHOMOYEHHbIMU doefeparnibHbiM OpPraHoM MCMOMHUTENbHOW BriacTM U OpraHamu
ucnonHuTensHoW Bractu cybbektoB Poccuiickon defepaum cornacHo Mx KOMNeTeHuun B Nopsgke, YCTaHOBIEHHOM
depepanbHbiM 3akoHOM OT 26 aekabpsi 2008 roga N 294-03 "O 3awmTe npasB LPUANYECKUX NUL, U UHAMBUOYANbHbIX
npeanpyHMMaTenei Npu OCYLLECTBIIEHMM FOCYAAPCTBEHHOIO KOHTPOMs (Hagsopa) U MyHuMUMNanbHOro KoHTponsa", ¢
y4yeToM 0coBEeHHOCTEN OpraHn3auumn u NpPoBeAeHMs NPOBEPOK, YCTaHOBIEHHbIX PegepanbHbIM 3akoHOM OT 4 mas 2011
roga N 99-03 "O nuueH3MpoBaHMM OTAENbHbBIX BUAOB AeATENbHOCTM".

3. dJe,u,epaanbM FOCWJ,apCTBeHHbIﬁ Hag3o0p B ccbepe o6pau.|,eH|/1;| NekapCTBEeHHbIX CpeaCTB OCYyLLeCTBNAEeTCA
YNOJTHOMOYE€HHbIMU (*)eﬂ,epaﬂbelMl/l OopraHamun NCMNONHNTENBbHON BNacTu (,u,anee - OpraHbl rocygapcCTtBeHHOro Hap,aopa)
cornacHo nx koMmneTeHunn B nopsAanke, yCraHoBJlIEHHOM npaBVITeﬂbCTBOM Poccurickon CDe/J,epau,MVl.

4. depepanbHbIN rocygapCTBEHHbIV Haa3op B cdpepe obpalleHus nekapCTBeHHbIX CPeACTB BKIOYaeT B cebs:

1) opranmsauuio M npoBefeHVne NpoBepoK cobniogeHns cyObekTamy obpalleHWsi NeKapCTBEHHbIX CPEeACTB
YCTaHOBMEHHbIX HacToAwmMM PegepanbHbIM 3aKOHOM W MPUHATBIMA B COOTBETCTBMM C HUM WHBIMW HOPMaTMBHbBIMM
npasoBbIMK akTamu Poccuiickon Penepaumm TpeboBaHWi K AOKIIMHUYECKUM UCCNEAOBaHUSIM NEeKapCTBEHHbIX CPEACTB,
KIUHUYECKUM UCCreaoBaHUAM NeKapCTBEHHbIX NpenapaToB, XpaHeHUo, NnepeBo3ke, BBO3y B Poccuiickyto deaepaunmio,
OTMYCKy, peanu3auuMu neKapCTBEHHbIX CpeAcTB, MNPUMEHEHUIO JeKapCTBEHHbIX MPEenapaToB, YHUYTOXEHUIO
nekapCTBEHHbLIX CPeACTB, a Takke COOMAeHUs] YNONTHOMOYEHHBIMU OpraHamMu MCMONHUTENBHOM BNacTtu CyObEKTOB
Poccuickon ®epepaumm MeTOOMKM YCTaHOBMEHUSA MpederibHbIX pa3MepoB OMNTOBbIX HaAbaBOK W NpeAenbHbIX
pasMepoB pPO3HMYHbIX HaabaBoK K akTMYecKMM OTMYCKHbIM  LEeHaM, YCTaHOBIEHHbIM MNPOV3BOAUTENAMU
NeKapCTBEHHbIX NpenapaToB, Ha NEKAPCTBEHHbIE MpenapaTbl, BKMOYEHHbIE B NepeyYeHb XMU3HEHHO HeOoOXOoAMMbIX U
BaXXHEWLLNX NeKkapCcTBEHHbIX NpenapaTtoB (ganee - obsasartenbHble TpeboBaHus);

2) opraHu3aumuio U NpoBeAeHUE NPOBEPOK COOTBETCTBUS JIEKAPCTBEHHbIX CPEACTB, HAXOOSALIMXCS B IpaXKOaHCKOM
obopoTe, yCTaHOBMEHHbIM TPEGOBAHUSIM K X Ka4eCTBY;

3) opraHusauuto 1 npoeefeHne bapMakoHaa3opa;

4) npyumeHeHne B Nopsiake, YCTaHOBINEHHOM 3akoHogaTenbCcTBOM Poccunckon ®enepauum, mep rno npeceveHumro
BbISIBMEHHbIX HapylweHun obsizaTenbHbiX TpeboBaHUM M (MnM) yCTpaHEHUKO MOCNEeACTBUN TakUX HapyLIeHWA, B TOM
yncre nMNPUHATUE peLleHNss O HaxOXOEHWW NeKapCTBEHHbIX CPeaCcTB B obOpalleHun, Bbligady npeanucaHui ob
YCTPaHEeHUM BbISIBNEHHbIX HapyLlleHWn obs3aTtenbHbix TpeboBaHWA M MpuUBMNEYeHMEe K OTBETCTBEHHOCTM fuL,
COBEPLUMBLUMX TaKUe HapyLUEHUSI.

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

5. depepanbHbIN rocyaapcTBEHHbIM HaA30p B cdepe obpalleHns NekapcTBEHHbIX CPeACTB OCYLLEeCTBASeTCH B
nopsigke, yctaHoeneHHom depepanbHbiM 3akoHOM OT 26 aekabpsi 2008 roga N 294-03 "O 3awmTe npae lopUaNYecKmnx
iy 1M uHOMBUOYyanbHbIX NpeanpuHUMaTener npu  OCYLLECTBMEHUN TOCYAAPCTBEHHOIO KOHTpons (Hagsopa) U
MYHULMMNANbHOrO KOHTPONs", C y4eTOM OCOOEHHOCTEN, YCTaHOBMEHHbIX HacTosiwen crtaTeen. [lpegBapuTtensHoe
corracoBaHue C opraHamm MpOKypaTypbl CPOKOB MPOBEAEHWs BHEMIAHOBOW MpOBEPKM CybbekToB obpalieHus
nekapCTBeHHbIX CpeacTB, a Takke npegBapuTenbHOe yBEeOOMIEHWE pUMANMYECKUX §uu, UHAMBUOYaIbHbIX
npegnpvHMMartenen O Hadvane npoBefeHus 3TOW MNpoBepkn He Tpebyetca. OpraHbl NPoKypaTypbl U3BELLAKOTCA O
npoBedEeHUN BHEMNMNaHOBOW MpOBepku CyObEKTOB 00palleHusi NnekapCTBEHHbIX CPeaCTB MOCPEACTBOM HanpaBreHus
COOTBETCTBYIOLUX [OKYMEHTOB B TeYeHMe Tpex paboumx OHEeW C MOMEHTa OKOHYaHMS MNPOBEAEHUS YKa3aHHON
BHENAHOBOW NPOBEPKU.

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

6. [JomKHOCTHble nuua OpraHa rocygapCtBeHHOro Hagsopa B nopsagke, yCtaHOBIIEHHOM 3akoHOO4aTelbCTBOM
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®epnepanbHbivt 3akoH 0T 12.04.2010 N 61-03
(pea. ot 28.12.2017) JokymeHT npepoctasneH KoHncynbtaHTtIaroc
"06 obpalueHnn nekapcTBeHHbIX cpeacTs"” lata coxpaHerus: 25.04.2018

Poccuiickon ®epepauun, nmeroT Npaeo:

1) nony4yaTtb Ha OCHOBaHMXN MOTUBUPOBAHHBLIX MNCbMEHHbIX 3anpocoB OT Cy6'beKTOB o6pau.|,eH|/|;| JNIeKapCTBEHHbIX
cpencTs, opraHoB MCMNONHUTENBbHON BNacTu Cy6'beKTOB Poccunckon CDep,epaLu/M M opraHoB MeCTHOro camoynpaslieHndA
LOOKYMEHTbI N I/IH(bOpMaLI,VIIO no Bornpocam o6pau.|,eHV|$| J1eKapCTBEHHbIX CPeacCTB;

2) BecnpenATCTBEHHO MO NpeabsABNEHUM CryXeBHOro yaocToBEepeHMs U KONUW nprkasa (pacnopsikeHns) opraHa
rocygapCTBEHHOro Hajs3opa O Ha3HayeHuuM MpOoBEpKM nocellaTb UCNofb3yemble  IopuandeckuMu  nuuamm,
WHAMBMAYaNbHbIMU MPEeAnpUHUMATENSMU, SBMASIOWUMAUCA CyObeKkTamn 00palleHus NekapCTBEHHbIX CPeacTs, Npu
OCYLLECTBMEHNN CBOEN [eATEeNbHOCTU TEPpUTOPUK, 34aHUS, MOMELUEHUS W COOPYXEHWUS B Lensax npoBegeHus
MEPONPUSATUIA MO KOHTPOSIO;

3) npoBoAuTb OT60p O6pa3LI,OB NekapCTBEeHHbIX CpeacTs, npeaHa3Ha4dYeHHbIX Anda peanusadun n peanunsyemMblix
Cy6beKTaMVI O6paLIJ,eHl/IF| JNNIEKapPCTBEHHbIX CpeacTB, ANd NPOBEPKM WX KayecCcTBa, MpoBeaeHunsa nccnegoBaHum,
UCMbiTaHWA B COOTBETCTBUU C npasunamm 0T60pa O6pa3LI,OB, YCTAHOBJ1€EHHbIMU YNOJTHOMOYE€HHbIM cbe,qepaanblm
OopraHomMm WCMNONHUTENBbHON BacTu;

4) BblgaBaTb cybbekTam 06pallleHVs NeKapCTBEHHbIX CPedcTB MpeanucaHus O MNpeKpalleHun HapyLlleHui
obsa3aTenbHbIX TpeGoBaHUA U 06 YCTpaHEeHWUM BbISIBNIEHHbIX HapyLLEHWUI 06A3aTernbHbIX TpeGoBaHui;

5) HanpaBnsTb B YMNONHOMOYEHHble OpraHbl MaTepuwanbl, CBSi3aHHble C HapyleHusMn obA3aTenbHbIX
TpeboBaHWi, AN peLleHns BONpoCoB O BO3BYXAEHUN YronoBHbIX AeN N0 Npu3Hakam NpecTynneHnn.

7. BbIGOpOHHbIVI KOHTPOJIb Ka4eCTBa JIeKapCTBEHHbIX CpeCTB OCyLWeCTBAeTCA YNOJIHOMOYEHHbIM cbe,qepaanblm
OopraHomMm NCMNOMNHNTESNbHOW BNacTu B YCTaHOBJIEHHOM UM NopdaKe U BKIMO4YaeT B cebs:

1) obpaboTky cBefeHuin, B 063aTENbHOM NOpsiAKe NPeAoCTaBnNseMbiX CybbekTamy obpalleHns nekapCTBEHHbIX
CpencTs, O cepusix, MapTUsIX JeKapCTBEHHbIX CPEACTB, MOCTyMawwWMx B rpaxgaHckun obopoT B Poccuiickon
denepaumu;

2) otbop ob6pasLoB nekapCTBEHHbIX CPEACTB Yy CybbekToB oOOpalleHus neKkapCTBEHHbIX CPeacTB B LENsAx
NPOBEAEHUST MUCMbITAHUA Ha WX COOTBETCTBME TPebOOBaHUSIM HOPMATMBHOW [OKYMEHTAUUW WM HOPMAaTUBHbIX
JOKYMEHTOB;

3) NpuHaTMEe NO pe3ynbTaTam MPOBEAEHHbIX WCMbITAHWA peLieHVs O AarnbHelleM rpaxgaHckom obopoTe
COOTBETCTBYIOLLEro NeKapCTBEHHOro CPeacTBa;

4) nNpUHATUE YNOMHOMOYEHHbIM dhefdeparibHbIM OpPraHOM  UCMONMHUTENBbHOM BracTM PELUEHWs O NepeBode
NeKapCTBEHHOrO cpeacTBa Ha MOCEPUHBLIA BbIGOPOYHBIA KOHTPOSb KayecTBa JfieKapCTBEHHbIX CPEACTB B Cly4ae
NOBTOPHOIo BbIABNIEHNA HECOOTBETCTBUA Ka4vecCTBa J1eKapCTBEHHOINo cpeacrtsa yCTaHOBJ1€HHbIM Tpe6OBaHVIF|M n (I'Ipl/l
HeoOX0AMMOCTUN) O NpoBepke CybbekTa obpallleHus nekapcTBEHHbIX cpeacTB. Pacxonbl, cBsA3aHHble C NpoBeAeHNEM
NMOCEPUNHOrO BbIOOPOYHOrO KOHTPOSISI KayecTBa JIEKApCTBEHHbIX CPEACTB, OMNla4MBaloTCs  MNPOU3BOAUTENEM
nekapcTBEHHOro cpeacTBa NMBO aepxaTenem Mnu BragenbUeM pPerMcTpaumoHHOro YAOCTOBEPEHUS! NEKAPCTBEHHOIO
npenapara.

(vacTb 7 BBegeHa denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

FnaBa 5. PASBPABOTKA, JOKINMHUYECKUE NCCNEOOBAHUA
JNNEKAPCTBEHHbIX CPEACTB, A TAKXE KITMHUYECKUE UCCITEOOBAHUA
JIEKAPCTBEHHbIX MPENAPATOB AJ111 BETEPUHAPHOIO NPUMEHEHUA

Cratbs 10. PaspaboTka nekapcTBeHHbIX CpeAcTB

1. Paspa60TKa JIeKapCTBEHHbIX CpeACTB BKITHO4YaET B cebs nonck HOBbIX (bapMaKOJ'IOFI/NeCKI/I aKTUBHbLIX BeELLEeCTB,
nocnenywuiee unlyvyeHne ux IneKapCrtBeHHbIX CBOWCTB, AOOKINMHN4YecKne wumccnegoBaHnA, paspa60TKy TEXHONOrmmn
npon3BoACcTBa (hapMaLeBTUYECKNX CyOCTaHUMIA, pa3paboTKy COCTABOB U TEXHOMOMMA MPOU3BOACTBA NIEKAPCTBEHHbIX
npenapaTos.

2. ®nHaHcoBoe obecneyeHne pa3p360TKM NeKapCTBEeHHbIX CPeacCTB OCYLUECTBNAETCA 3a CHeT:

1) cpencTB dhepepanbHOro GrooKeTa;
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®epnepanbHbivt 3akoH 0T 12.04.2010 N 61-03
(pea. ot 28.12.2017) JokymeHT npepoctasneH KoHncynbtaHTtIaroc
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2) cpencTB pa3paboTUNKOB NIEKAPCTBEHHbIX CPEACTB;

3) cpencTs npomsao,qmenel?l NeKapCTBeHHbIX CpeacTB MNMpu BbINONMMHEHNN HaAy4YHO-UCCNeaoBaTEIbCKUX pa60T no
00roBopy mexny pa3p860T‘-II/|KOM JIEKapCTBEHHbIX CPeaAcCTB U NpPpOnU3BOOUTENEM JIEKAPCTBEHHbIX CPEACTB;

4) UHbIX He 3anpeLLleHHbIX 3aKkoHoaaTenbcTBOM Poccuickon deaepaumm NCTOYHNKOB.
3. MNpaBa pa3paboTunka NekapcTBEHHOro CPeACTBa OXPaHSATCS rpaXdaHCKMM 3akoHO4AaTeNbCTBOM.

CraTtbs 11. [JoknMHU4eckoe uccnegoBaHue NeKapCTBEHHOro cpeacTBa ANsl MeAULMHCKOro NPpMMeHeHus

1. JoknNnHM4Yeckoe nccneaoBaHNe NekapCTBEHHOTO CPeACcTBa Anst MEAMLUHCKOIO MPUMEHEHUS MPOBOAMUTCS MyTEM
NMPMMEHEHMS HayYHbIX METOAOB OLEHOK B Uendx nonydeHus [okasaTenbCcTB ©e3onacHoCTW, KayectBa W
3 PEKTUBHOCTU NIEKAPCTBEHHOIO CpeacTaa.

2. [oknuHnyeckoe uccnenoBaHWe fiekapCTBEHHOIO cpeactsa Ans MeOMUMHCKOrO NMPUMEHEHWUst MPOBOAMTCS B
COOTBETCTBMM C MNpaBunamMu Hagnexawen nabopaTopHOW MpPaKTUKW,  YTBEPXKOAEHHbIMU  YNONHOMOYEHHbIM
dhenepanbHbIM OpraHOM UCTONHUTENBHON BRacTW.

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

3. [Ona opraHusauMm u NpPOBEAEHMST [OOKMMHUYECKOro WCCredoBaHMs JIeKapCTBEHHOrO cpeactsa  Ans
MEOULMHCKOrO NPUMEHEHNs pa3paboTyYnKK NEeKapCTBEHHbLIX CPEACTB MOryT MpuBRekaTb HayyYHO-MCCrenoBaTenbekue
opraHusauumm, obpasoBaTesbHble opraHusaumm BbICLLErO obpasoBaHus, umetoLme HeobXxoanMyto
MaTepuanbHO-TEXHUYECKYHO a3y 1 KBanuuUMpoBaHHbIX CNELMANNCTOB B COOTBETCTBYIOLLE 0BnacTu nccnegoBaHmsl.
(B pen. PepepanbHoro 3akoHa ot 02.07.2013 N 185-03)

4. [loknuHnyeckoe uccrnegoBaHue NNeKapCTBEHHOIo cpeacrtBa And MeaununHCKOro npuMmeHeHua npoBoguTcd no
yTBEPXOEHHOMY pa3p360TLlI/IKOM NNekapCTBEeHHOro cpencrtea niiaHy C BeJeHUWeM MNpPOTOKosia 3TOro uccrnenoBaHuAa um
COCTaBJieHMemMm o0T4eTa, B KOTOPOM coepxaTCd pes3ylibTaTbl 3TOro unccneaoBaHUa KM 3akito4eHne O BO3MOXHOCTU
npoeseaeHuna KInnHNM4YeCcKoro nccrenoBaHna nekapCcTtBeHHOro npenaparta and MmeguumnHCKoro npuMeHeHus.

5. MNpoBeneHue npoBepok cobrnofeHus npaBun Hagnexailen nabopaTopHOW MNpakTUKM WM NPaBOBbIX HOPM
MCMNOMb30BaHUSI XKMBOTHBIX MPW  MPOBEAEHUWN OOKIMHUYECKMX WCCMEeAOoBaHW NEeKapCTBEHHbIX CpeacTs  Ans
MEAMLMHCKOro NPMMEHEHUS OCYLLIECTBIAETCS YNONTHOMOYEHHbBIM dhefiepanbHbIM OpraHoM UCMOMHUTENBHON BNAacTw.

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

6. PesynbTaTbl OOKMMHWMYECKOrO WCCreOoBaHWA NEKapCTBEHHOrO CPeAcTBa ANs MEAULMHCKOro NpUMeHeHus!
MoryT OblTb NpeAcTaBrieHbl B YMNONIHOMOYEHHbIN dheaepanbHblii opraH WUCMONHUTENbHON BNacT B YCTAHOBEHHOM
nopsiake B LeSIsiX rocyaapCTBEHHON perncTpauum ekapcTBEHHOTo npenapara.

CrtaTtbsa 12. [loknuHU4eckoe MccrnegoBaHue JleKapCTBeHHOro cpeancrtBa U KNMHM4YeCKoe uccrieqoBaHue riekapCTtBeHHOro npenapara
Ans BeTepuHapHOro npumMmeHeHus

1. HoknuHu4eckoe uccriegoBaHue NNeKapCTBEHHOIo cpeacrtea And BeTEepUHAPHOro npuMeHeHua npoBOOUTCA
nytem npumMmeHeHnda Hay4yHbIX MeTOoOOB OLUEHOK B Uendax noriydeHuAa [OoKa3aTesibCTB Ge3onacHoCTn, KayecTBa U
Sd)(beKTVIBHOCTVI JIeKapCTBEHHOro cpenctea, B TOM 4Yucne onpepgernieHna CcCpoka ero BbiBeeHusda Wu3 opraHun3dma
XMBOTHOrO, B Lensx obecnevyeHus 06e3onacHOCTU npoaykumMm >XMBOTHOIO MPOUCXOXOAEHUA Mocrne npuMeHeHna
COOTBETCTBYHOLLEro fiekapCTBeHHOro npenapara.

2. [oknuHM4eckoe uccrefoBaHVe NEKapCTBEHHOTO CPEeACTBa W KIMMHMYECKOe MCCriefoBaHUe NeKapCTBEHHOro
npenapata Ansi BETEPUMHAPHOrO MNPUMEHEHUS, UccrlegoBaHUe OGUOIKBUBANIEHTHOCTY YKa3aHHOMO JleKapCTBEHHOro
npenaparta NpoBOASTCS B COOTBETCTBUM C MpaBuiiaMW, YTBEPXKOEHHLIMU YMOTHOMOYEHHbBIM heaeparibHbIM OpraHoM
NCMOMHUTENBHOW BMacTy.

3. HoknnHuyeckoe uccnegoBaHWe NEKapCTBEHHOrO CpeAcTBa U KMMHUMYECKOe uccrnefoBaHue NeKapCTBEHHOro
npenapata AONS BETEPUHAPHOrO MNPUMEHEHWUS MPOBOASATCA MO YTBEPXKOEHHOMY pa3paboT4MKOM MeKapCTBEHHOMO
cpeAcTBa nnaHy C BedeHVMEM MPOTOKOSIOB 3TUX WUCCRedOBaHUW U COCTaBIIEHMEM OTYETOB, B KOTOPbIX coAepXaTtcs
pesynbTaTthl 3TUX UCCREe0BaHNN.
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4. [Ina opraHu3auum 1 NpoBeAeHUs AOKIMHUYECKOrO UCCIIeQ0BaHNUs NeKapCTBEHHOrO CPeacTBa U KIMHUYECKOro
nccrnenoBaHNs NeKapCTBEHHOIO Npenapara Ans BeTepMHapHOro NpUMeHeHUst pa3paboTyrk NekapcTBEHHOIO cpeacTBa
MOXET NPUBIEeKaTb OpraHv3auum, nMetome HeobxoauMyH MaTepuanbHO-TEXHUYECKY0 6a3y 1 KBanMULMPOBaHHbIX
CneumManncToB B COOTBETCTBYIOLLEN 06nacTu uccrnenoBaHums.

5. KnuHuuyeckne uccrieqoBaHns JieKapCTBEHHbIX NMpenapaToB Afs BETEPUHAPHOrO MPYMEHEHUs NPoBOAATCS B
BETEPUHAPHbLIX OpraHMsauMsix U B OpraHMsaumsix, OCYLIECTBNAKLWMUX pasBedeHue, BbipallMBaHne U copepxaHue
XMBOTHbIX, B LIENsX:

1) YCTaHOBJ1€HNA NEPEHOCUMOCTU NNeKapCTBEHHbIX NMpenapatoB 340P0BbIMU XUBOTHbLIMU;

2) nogbopa onTumanbHbIX OO3MPOBOK fleKapCTBEHHbLIX MpenapaToB U Kypca NeYEeHUs Ha KOHKPETHOW rpymnne
XXMBOTHbIX C onpeaeneHHbIM 3abonesaHuem;

3) ycrtaHoBneHus 6e3onacHOCTM U 3PQEKTUBHOCTM NEKapCTBEHHOIO MpenapaTta, NpegHa3Ha4YeHHoro Ang
neyeHust onpegeneHHblXx 3aboneBaHU  XMBOTHbIX, WM 3(EEKTUBHOCTU JfIEKAPCTBEHHOrO npenapata Aans
npocmnakTuky 3aboneBaHnin 300POBbLIX XXUBOTHbIX;

4) M3y4YeHUss BO3MOXKHOCTEW pacCLUMPEHUs] NMOoKasaHUi K NMPUMEHEHWUID 3aperncTpMpOBaHHOMO J1EKapCTBEHHOMO
npenapara v BbiSIBIIEHUS1 paHee HEM3BECTHbIX NOGOYHbIX AEACTBUIA.

6. KnuHnyeckoe nccnegosaHue NekapCTBEeHHOro npenaparta ana setepunHapHoOro npMMeHeHusa oCyLlecTBIAeTCA
3a CHeT cpeacTs pa3pa60Tq|/|Ka JleKapCTBEHHOIo cpeacrTea.

7. OT4yeTbl O pe3ynbTatax AOKIMMHUYECKOro wuccrieqoBaHna JneKkapCcTtBeHHOro cpenctBa U KIMHUYEeCKOro
ncecnegoBaHna nekapCcTtBeHHOro npenapata And BeTepuHapHOro npuMeHeHuA COCTaBArTCA paspa60Tqvu<0M
lekapCTBeHHOro cpeactea C y4etomMm 3aKM4YEeHNIN opraHmsau,Mﬁ, npnHMMaBLWKX y4acTue B opraHnsaumm n nposeaeHumn
3TUX NCCneoBaHUN.

8. KOHTpOJ'Ib 3a nposeaeHneM [OOKIMUHUYECKUX nccnegoBaHum NeKapCTBEeHHbIX CpeactB U KIMHUYECKNX
nccrnegoBaHuin NeKapCTBEHHbIX npenapaTtoB AONnA BeTepuHapHOro npuMmeHeHuna ocyliectBnAaeTcda YnoJIHOMOYEHHbIM
cbe,u,epaanblM opraHom MCMNONHUTENbHOW BracTu.

Mmaga 6. OCYLLECTBNEHUE FOCYOAPCTBEHHOW PETMCTPALIUN
NEKAPCTBEHHbIX MPENAPATOB

CraTtbs 13. FlocyaapcTBeHHas pernctpauus nekapcTBeHHbIX NpenapaTtos

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

1. B Poccuinckon Pepepauumn AonyckawwTCa MNPOU3BOACTBO, W3rOTOBIEHWE, XpaHeHue, nepeBo3ka, BBO3 B
Poccuiickyto ®epepauuio, BbiBO3 U3 Poccuinckon depepaumm, peknama, oTnyck, peanvsauusi, nepegava, npMMeHeHue,
YHUYTOXEHNE IeKapCTBEHHbIX MpenapaToB, €ClM OHW 3aperucTpuMpoBaHbl COOTBETCTBYHOLUUM  YNOSTHOMOYEHHbBIM
denepanbHbIM OpraHoM UCMNONHUTENBHOW BNAcTuU.

(vactb 1 B peq. PenepanbHoro 3akoHa ot 13.07.2015 N 241-93)

2. [ocygapCcTBEHHON permcTpaunn nognexar:

1) Bce nekapcTBeHHble Npenapartbl, BNepBble noanexalime sBogy B obpalieHve B Poccuiickon ®enepauuu;

2) nekapcTBeHHble npenapaTbl, 3aperMcTpMpoBaHHble paHee, HO MPOM3BEOEHHble B APYrMX NEeKapCTBEHHbIX
dopmax B COOTBETCTBUM C NEPEYHEM HaMMEHOBaHW NeKapCTBEHHbLIX (POpM, B HOBOW [O3UPOBKE MpU JoKasaTernbCcTBe
€e KIMMHNYECKON 3HaYUMOCTU U 3PPEKTUBHOCTY;

3) HoBble KOMOMHaLMKN 3aperncTpUpOBaHHbIX paHee NekapCTBEHHbIX NpenapaTos.

3. NocymapcTBeHHas peructpaums nekapCcTBeHHbIX MpenapaTtoB OCYLEeCTBNSETCA No pesdynbTaTam 3KCnepTu3bl
nekapCTBEHHbIX CpeacTB, a rocyaapcTBEHHas perncrpaumus opdaHHbIX NekapcTBEHHbIX NpenapaToB OCYLLIEeCTBAEeTCS

Nno pesynbtataMm 3KCNepTu3bl OOKYMEHTOB, MNpencTtaBlieHHbIX AO5nd onpeaernieHna BO3MOXHOCTU pacCcMaTpuBaTb
ﬂeKapCTBeHHbIVI npenapar anda MeguumHCKOro npuMeHeHud rnpu ocyllecTBrieHnn rocy,qapCTBeHHoﬁ pernctpaunmm B
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KayecTBe opcpaHHOro fiekapCTBEHHOIO Npenapara, U no pesynbTaTtaM 3KCNepTU3bl JIEKapCTBEHHbIX CPEACTB.

4. TocypapcTBeHHass perucTpauusi fekapCTBEHHOro npenapaTta  OCYLWeCTBNSAETCS  COOTBETCTBYHOLLUM
YMOSTHOMOYEHHbIM hefeparnbHbiM OpraHOM WCMOMHUTENBHOW BNAcTU B CPOK, HE MPEeBbILAOWMIA CTa LWeCTUOEeCcATH
pabounx gHen CO AHS NPUHATUS COOTBETCTBYIOLLEro 3asiBfieHWsl O rOCyAapCTBEHHON permcrpauuv nekapcTBEHHOro
npenapata. B ykasaHHbI CpOK BKMOYaeTCa BpeMsi, HeobxoAumoe Ans MNOBTOPHOIMO MPOBEAEHWUS 3IKCMepTu3bl
nekapCTBEHHOro cpecTBa B COOTBETCTBMM CO cTaTben 25 HacToswero PegepanbHoro 3akoHa. Cpok rocygapCTBEHHOM
peructpaummM nekapcTBEHHOro npenapaTa MUCYUCNSETCA CO OHA MNPUHATUS COOTBETCTBYIOLWMM  YNOMHOMOYEHHbBIM
degeparnbHbIM OpPraHoM WCMOSNTHUTENBbHOM BiacTX COOTBETCTBYIOLLErO 3asiBIEHNS O rocygapCTBEHHOW perncrpauum
neKkapCTBEHHOro npenapata C MPUIOXKEHWEM HeOoDXOAMMbIX [OOKYMEHTOB MO [eHb BblAauuM perMcTpauyoHHOro
YOOCTOBEPEHNS NeKapCTBEHHOro npenapaTta. Bpewmsi, Heobxogumoe pgns HampasneHus  YNONHOMOYEHHbIM
denepanbHbIM - OpraHoM  WCMOMHWUTENbHOW BRacTM 3ampoca O NpeAcTaBneHun HeobXoAMMbIX MaTepuarnos U
npeacTaBneHns 3asiBUTENEM OTBEeTa Ha [aHHbI 3anpoc B COOTBETCTBMM CO cTatbamu 16, 19 n 23 HacTosiero
denepanbHOro 3akoHa, He YYMTbIBAeTCs MPU UCHUCIIEHUM CpoKa roCyAapCTBEHHOW perncrpaumm nekapCTBEHHOro
npenapara.

5. FocygapCTBEHHOW pernctpaumm He noanexar:

1) nekapcTBeHHble npenapaTbl, W3rOTOBMEHHbIE anTeYHbIMU OpraHM3auvsM1, BeTepUHAPHLIMK anTeYHbIMU
opraHusauMsiM1, WHOMBMAYaAnNbHLIMU MNpeanpuHMMaTensaMn, KoTopble WMEelT IULUEH3NI0 Ha (hapMaleBTUYECKYyHo
OesiTeNnbHOCTb, MO peuenTam Ha JieKapCTBeHHble npenapaTtbl U TpeboBaHWAM MeOWMLMHCKMX OpraHusaLuii,
BETEePVHapPHbIX OpraHn3aumii;

2) nekapcCTBeHHbIE NpenapaTbl, NpMobpeTeHHble hranyecknmn nuuamm 3a npegenamm Poccuickon Pegepaumm n
npefHasHadYeHHble A58 NIMYHOrO UCTONb30BaHNS;

3) nekapcTBeHHble NpenapaTbl, BBO3UMble B Poccuiickyto Pefepaumnio ons okasaHUsi MeaULMHCKOM NOMOLLM MO
KM3HEHHbIM MOKa3aHWAM KOHKPETHOro nauMeHTa Ha OCHOBaHWWM paspelueHus, BblOaHHOTMO  YMNONHOMOYEHHbLIM
denepanbHbIM OpraHoM UCMONMHUTENBHOW BNAcTy;

4) nekapCTBEHHbIE CPeACTBa, BBO3NMbIe B Poccuiickyto ®eagepaumio Ha OCHOBaHUM BblAAHHOMO YMOMHOMOYEHHbIM
dhenepanbHbIM OpraHOM WUCMOMHUTENBHOW BRACTM paspeLleHust U NpegHasHayeHHble ONs NMPOBEeAeHUs] KIUHUYECKUX
uccrnenoBaHWN NeKapCTBEHHbIX MpenapaTtoB W (MNM) MNpPOBEAEHUs 3KCMepPTU3bl JIeKapCTBEHHbIX CPEACTB  Afis
OCYLLECTBMNEHMUS TOCYAAPCTBEHHOMN perucTpaLmmn nekapcTBEHHbIX NPenapaTos;

5) dbapmaueBTUyeckme cybctaHumm;

6) pa,qmoq)apmaueBTquCKme NeKapCTBeHHblE MpenapaTtbl, U3roToBlieHHble HenocpeaCcTBEHHO B MeAULIMHCKUX
opraHn3aumuax B nopdake, yCtaHoBJ1€HHOM YNOJTHOMOYEHHbIM cbe,u,epaanblM opraHom NCMNONHUTENBLHON BNacTu;

7) NekapCTBEHHbIE NpenapaThl, NPOM3BOANMbBIE A 3KCNopTa.
6. He ponyckaeTcsi rocygapcTBeHHas peructpauus:

1) NekapcTBEHHbIX NPenapaToB, OTNMYAOLMXCS APYr OT ApYyra KayeCTBEeHHbIM COCTaBOM AEeNCTBYIOLWNX BELLECTB,
NnoA Of4MHAKOBLIM TOProBbIM HAMMEHOBaHUEM;

2) opgHOro feKkapCTBEHHOTO MpenapaTa, BbIMyCKaeMoro npousBoaAuTENEeM Mo PasfivYHbIMA - TOProBbIMU
HauMeHOBaHMSIMW U MpPEeACTaBIIEHHOrO Ha rOCydapCTBEHHYH pernctpauuio B Buae AByX M Gornee rekapCTBEHHbIX
npenapaTtos.

7. Mo 3anpocy (B aNeKkTpOHHOW chopMe Mnn Ha GyMakHOM HocuTene) cybbekTa obpalleHust NeKapCTBEHHbIX
CpencTB COOTBETCTBYOLUM YMOSTHOMOYEHHbIM doeeparnbHbiM OpraHOM UCMOMHUTENBHOW BNACTW, OCYLLECTBNSANLNM
roCyJapCTBEHHYI0 PEerucTpauuio JIeKapCTBEHHbIX MpenapaTtoB, B YCTAHOBMEHHOM WM MOpsiAKe OCyLLeCTBRASeTCH
Hay4YHOE KOHCYNbTMPOBaHWE MO BOMPOCaM, CBA3aHHbIM C NPOBEAEHMEM OOKIMMHUYECKUX UCCREAOBAHUN, KITMHUYECKUX
nuccnegoBaHUM NEKapPCTBEHHbIX MNPenapaToB, 9KCNepTU3bl KayecTBa JEKapCTBEHHbIX CPeAacTB, 3PdEKTMBHOCTU U
©e3onacHOCTW, C OCYLLECTBIIEHUEM FOCY4APCTBEHHOW perncTpaummn riekapcTBeHHbIX npenapaTtoB. KoHcynbTupoBaHue
OCyLLECTBMAETCA C MpuBredYeHnem deaeparnbHbiX FOCyAapCTBEHHbIX OIOMKETHBLIX yYpexaeHWn, NoaBeLOMCTBEHHbIX
JaHHoMy dhefieparnbHOMY OpraHy MCMOMHUTENBbHOW BNAacT N HE YYacTBYHOLMX B OpraHM3aumy NpoBeaeHns aKCnepTusbl
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KayecTBa JIEeKapCTBEHHbIX CPEACTB B LIENAX OCYLLECTBMEHUSA MX FOCYAApCTBEHHOW perncrpaumMm B COOTBETCTBUM CO
ctatbenn 16 Hactosiwero dengepanbHOro 3akoHa, B Buae OTBeTa B MUCbMEHHOM ¢opMe  YNONTHOMOYEHHOTO
denepanbHOro opraHa UCNONHUTENBHOM BNacTM Ha 3anpoc. Pasmep B3MMaemowm ¢ 3aaBuTenNs nnatbl onpeaenseTcs B
COOTBETCTBMM C 3akoHopaTenscTBOM Poccuiickon ®enepauumn ob opraHnsaummn npefocTaBneHns rocyaapCTBEHHbIX U
MyHUUMNanbHbIX yenyr. MHopmaumsi 06 ocyLLECTBIEHNM HAaYYHOrO KOHCYIbTUPOBAHUS, B TOM YMCe cTaTbu, 0630pbl,
crnpaBoYHble MaTepuanbl U MHag MHGPOpMauMs 06 OCYLLECTBIIEHUM HAYYHOro KOHCYNbTUPOBAHMWS, pasMellaeTcss Ha
omumanbHOM CcanTe YMNofHOMOYEHHOro dhedeparnibHOro opraHa MWCMNOMHUTENbHOWM Bnactu B cetn "WHTepHeT" C
CObnNoaeHNEM OrpaHUYEeHUI, YCTAaHOBMNEHHbLIX 3aKOHOA4ATENbCTBOM O MEPCOHArbHbIX AaHHbBIX, KOMMEPYECKOW n (unu)
rocyapCTBEHHOW TalHe.

8. lNocypapcTBeHHas perncrTpauus fekapCTBEHHbIX MpenapaToB, KOTOpble NpedHas3HayeHbl ANA NPUMEHEHNUs B
YCINOBUSIX BOEHHbIX OEWCTBUN, Ype3BblYalHbIX CUTyauURn, NMPoUNakTUKM M NeveHust 3aboneBaHui 1 MOPaXXeHWUNn,
NonyyeHHbIX B pesdynbTaTte BO3AENCTBUS HEOGNAronpuaTHBIX XUMUYECKUX, BUONOrMYeckmx, paguaunoHHbiX hakTopoB, U
paspaboTaHbl MO 3agaHuio deneparnbHbiX OPraHoB WUCMOMTHUTENBHOM BNACTW, YNOMHOMOYEHHbIX B 06nactv 060pOoHbl
CTpaHbl M 0e30MacHOCTU rocyaapcTBa, OCYLLECTBISIETCS B Nopsigke, ycTaHoBneHHom [paButensctBoM Poccuiickon
denepaumm.

CraTtbs 14. MpuHUMNLI 3KCNEepPTU3bl JIEKAPCTBEHHbIX CPeACTB

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

1. SKcnemesa JIeKapCTBEHHbIX CpeaCcTB OCHOBbIBAETCA Ha NpuUHUMNax 3akKOHHOCTWU, cobntoaeHnst npae u cBoboa
yerioBeka U rpaxgaHunHa, npas ropunanyeckoro nuua, He3aBUCMMOCTU 3KCNepTa, 0BGBEKTMBHOCTH, BCECTOPOHHOCTU U
NOMHOTLI  UCCregoBaHUN, npoeBoguMbIX C UCNOJfIb3OBaHUEM COBpPEMEHHbIX OOCTUXEHUN HAaykmn W TeXHUKH,
OTBETCTBEHHOCTU (be,qepaanoro rocyaapCrtBeHHOro OtooKeTHOro ydypexageHma no npoBeaeHuto  3KCnepTu3bl
JIeKapCTBEHHbIX CpeaACTB 1N 3KCNEepPTOB 3a NnpoBeaeHNEe N Ka4eCTBO 3KCMNEePTU3bl.

2. QKcnepTu3a fiekapCTBEHHbIX MpenapaToB Ans MeanLUMHCKOro NpUMeHeHus BKIoYaeT B cebs:

1) 9KCNepTn3y OOKYMEHTOB, npencTtaBlieHHbIX ONA onpeneneHnda BO3MOXHOCTU pacCcMaTpuBaTb J'IeKapCTBeHHbIIZ
npenapart anda MeauumMHCKOro npuMeHeHna npu ocywecTBlieHUn FOCYﬂapCTBeHHOVI pernctpaunm B Ka4ecrtee Opd)aHHOFO
JIEKapCTBEHHOrO npenapara;

2) akcneptusy npeanioxXeHHbIX METOOO0B KOHTPONSA KavecTBa [JeKapCTBEHHOro CpeactBa W KavecTsa
npeacTaBfeHHbIX 0bpasLoB MNekapCTBEHHOro CpeAcTBa C MCMOMNb30BaHWEM 3TUX METOAOB (danee - akcnepTvaa
KayecTBa NeKapCTBEHHOrO CpefcTBa);

3) aKcnepTM3y OTHOLLEHNS OXMOAEMOW NOSb3bl K BO3MOXHOMY PUCKY NPUMEHEHNS NIekapCTBEHHOMO npenapara.

3. OkcrnepTu3a NeKkapCTBEHHbIX MpenapaToB ONA BETepUMHApPHOro NpUMEHeHUs BKMovaeT B cebs aKCrnepTusy
Ka4yecTBa NeKapCTBEHHOIO CPeACTBa M 9KCMEPTU3Y OTHOLLEHUS OXMOAEMON MoMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUs
nekapcTBEeHHOro npenapara.

Crtatbs 15. ®depepanbHoe rocyaapcrtBeHHoe G6roaxKeTHOE yuypexaeHue no npoBeaeHNIO 3KCNepTU3bl JieKapCTBeHHbIX CpeaAcTB

JKcnepTnsa nekapCcTBeHHbIX CPeACTB MPOBOAUTCA deaeparnbHbiM rOCYAapCTBEHHbIM BHOMKETHBIM yUpeXaeHeM
COOTBETCTBYHOLLIErO YNONHOMOYEHHOrO dheaepanbHOro opraHa UCMONHUTENBHOW BNacTu, co3gaHHbIM Ans obecneyveHns
WCMOMHEHNsT MOSIHOMOYUIA 3TOro (peaepanbHOro opraHa Mo Bbldaye paspelleHud Ha npoBefeHUne  KIMHUYECKMX
nccrnefoBaHUn NekapCTBEHHbIX NpenapaToB M (MnM) NO rocyAapCTBEHHOW perucTpauuy fekapcTBEHHbIX NpenapaTos
(oanee - akcnepTHOE y4pexaeHue).

Cratbs 16. OpraHnsauus npoBeAeHUs 3KCNepTU3bl NlIeKapCTBEHHbIX CPeaACTB

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. SKcnemesa JIeKapCTBEHHbIX CpeacTB npoBOOUTCA Komuccuen OKCNepToB J3KCNEepPTHOro Yy4pexaeHud,
Ha3Ha4YeHHOWN ero pykoBoauTternem, Ha OCHOBaHUW 3adaHUA Ha NMpoBedeHue 3KCNepTu3bl JIeKapCTBEHHOro cpeactsa,
BblAaHHOIo YnosIHOMOYE€HHbIM q)e,qepaanbm opraHomMm MCMNOSTHNTENBHON BRacTW. PyKOBO,lJ.I/ITeJ'Ib 9KCNepTHOro
yypexneHua obecneunBaet Haanexaiee npoeegeHne J3KCNepTusbl JeKapCTBEHHbIX CpeacTB B COOTBETCTBUU C
3agaHunem, BblAaHHbIM YMNOJTHOMOYEHHbIM cbe/J,epaanblM opraHom NCMONHNTENbHON BNacTu, U opraHudyeTt noaroToBKy
CBOAHOrO 3aKrilo4eHus aTon kommccun. B coctaB aTon KOMMcCcumM No peLeHnto pykoBOoOUTENA SKCNEPTHOro y4pexxgeHua
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MOryT GblTb BKIOYEHbI B KayecTBe IKCNepToB Nuua, He paboTalolwye B AAHHOM 3KCMEPTHOM YUYpPEXOEHWUM, ecrnu KX
cneumanbHble 3HaHUS HeobGXoaMMbl ANA NPOBedeHWs! 3KCMepTU3bl UM TaKkue 3KCnepTbl OTCYTCTBYHOT B AaHHOM
9KCMEPTHOM yUpeXaeHNU.

2. OKCnepToM MO MPOBEAEHUNID 3KCMEPTU3bl JEKAapCTBEHHbIX CPEeACTB SIBNSETCA aTTECTOBaHHbIA PaboTHMK
3KCNEPTHOrO  YYpPEXOEHWUsl, KOTOPbLIN MMEeT Bbicllee MeauumHckoe, dapMaueBTMdeckoe, Guonorumyeckoe,
BETEPUHaApHOE WNM XMMUYeckoe oOpasoBaHWe W MNPOBOAUT SKCMEPTU3Y JIEKAapCTBEHHbIX CPeAcTB B MOpsiake
NCMOJTHEHUSA CBOMX OOIMKHOCTHBIX 06513aHHOCTEN (aanee - aKkcnepT).

3. I'Ipvl npoBeaeHnn 3KCNepTu3bl JNEKAapCTBEHHbIX CpeacTB 3KCNepT He MOXET HaxoOUTbCA B Kakomn-nnobo
3aBUCMMOCTU OT nuua, Ha3Ha4duBLUero 3Ty O3KCnepTuay, pa3pa60TqMKa NekapCTBEeHHOro cpeactesa Wi Opyrux
3anHTEepeCOBaHHbIX B pe3yJibTaTtaxX 3KCnepTuabl Jnl,.

4. NMpwn npoBegeHUn akcnepTU3bl NEKapCTBEHHbIX CPEACTB He AonyckaeTca uctpebosatb y 3asgButens nmbo MHbIX
nvy matepuansl, Heobxoaumble ANst NPOBeAEHUs aKCnepTM3bl. B criyyae HegoCTaTOMHOCTM NpeacTaBneHHbIX 3KCnepTy
MaTepuanoB 4118 a4y 3aKYeHUsl SKCnepT CTaBUT BOMPOC O NMpeacTaBlieHnn emy Heob6Xo4MMbIX MaTepuanos nepes
pyKOBOAUTENEM 3KCMEPTHOrO YYPEXAEHUs, KOTOPbIN obpallaeTcs C COOTBETCTBYIOLLMM 3anpoCOM B YMOSIHOMOYEHHbIV
deaepanbHbii OpraH UCMOMHUTESNbHOW BMlacTW, BblAaBLUMKA 3adaHWe Ha NpoBedeHWe IKCMepTU3bl fieKapCTBEHHOro
cpeAacTtBa. YKasaHHbI dpedeparnbHbii OpraH MCMOMHUTENbHOW BNAacTU B TeYeHWe nATM paboumx AHEW CO OHSA
NOCTYNSIEHNSA 3anpoca PYKOBOOUTENSA 3KCMEPTHOrO YYpeXAeHUs HanpaBnsdeT 3asdBMTENO 3anpoc O MNpeacTaBneHuu
HeoOXoAMMbIX MaTepuanoB. [aHHbIA 3anpoc MoXeT ObiTb nepedaH YNoOrHOMOYEHHOMY NPEACTaBUTEND 3asBUTENS
NMYHO NoA pacnucKy, HarnpasneH MO Mno4yTe 3akasHbIM MUCbMOM WNU nepefaH B SMEKTPOHHOW dopme Mo
TenekoMMYHWKaLMOHHbLIM KaHanaMm cBa3u. B crnydyae HanpasneHusa gaHHoOro sanpoca fno noyvte 3akasHbiM NMCbMOM OH
cunTaeTcs NOoMy4YeHHbIM N0 UCTEYEHUN LECTU AHEN C AaTbl HanpaBneHnsa 3akasHoro Nucbma.

(vacTb 4 B pen. PenepanbHoro 3akoHa ot 25.11.2013 N 317-93)

4.1. 3asBuTEnb 0053aH npeacTaBuTb OTBET Ha 3anpoc  YMONTHOMOYEHHOro d)edepanbHOro opraHa
WCMOMHMTENBHOW BNactM B CPOK, He TMpeBbllalWMn OeBAHOCTa pabouMx [HEeM CO [HA €ero noslydeHus.
YNONHOMOYEHHbIN dhefepanbHblid OpraH UCNOMHUTENBHOW BNacTu, BblAaBLUMW 3adaHWe Ha npoBefeHue 3KCNepTU3bl
J1eKapCTBEHHOro cpeactea, B Te4eHue nATu pa6oqv|x ,D,Hel7l CO OHA NocCTynneHna OT 3adaABUTENA OTBeTa Ha ,El,aHHbII7I
3anpoc Hanpaendet Takon OTBET B OKCNepTHOE y4pexaeHue. B Cny4vyae HenpeacrtaBlieHna No ucrtedeHnn eBaHoCTa
pabounx OHen 3asBMTENEM OTBeTa Ha [AaHHblA 3anpoc YMNOSHOMOYEHHbIN dedepanbHbIi OpraH WUCMONHUTENBHOWM
BMNacTu, BblOaBLUWA 3aJaHue Ha NPOBELEHNE 3KCMEPTU3bl NIEKAPCTBEHHOIO CPEACTBA, B TedeHue Nstn pabounx OHewn
HanpaBnsieT B 9KCMEPTHOE yupexaeHne yBeJoMIIEHE O HENPEACTaBNeHMN 3asBUTENEM OTBETA Ha 3anpoC yKa3aHHOro
opraHa. Bpems co gHa HanpaBneHus 3anpoca 3KCMEePTHOro ydpeXgeHust B YNOMHOMOYEHHbIN doefepanbHblid opraH
WCMONMHUTENBHON BNacTtu 00 OHA nony4veHuA 3KCNepTHbIM y4dypexaeHnem OTBeTa Ha 3arnpoc unu yeeaomriieHuna o
HenpeactaBlieHMn oOTBeTa Ha 3anpoC He Yy4duTbiBaeTCA MNpu  UCHUCIIEHUU CPOKa npoBeneHUA IKCnepTu3bl
nekapcTBEHHOro CpeacTBa.

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

5. OkcnepT npu TMpOBEAEeHVMU MOPYYEHHOW €My PYKOBOAMTENEM 3KCMEPTHOrO YYpEeXAEeHWUs JKCrepTusbl
neKkapcTBEHHOro cpefctea 0bs3aH:

1) npoBecTn noJjiHoe wuccrnegoBaHue npencrtaB/ieHHbIX eMy 00BbEKTOB, maTtepuanoB, OaTb 000CHOBaHHOE U
OOBEKTMBHOE 3aKkfOYeHMe MO MOCTaBIEHHBIM nepea HuM BOMpocaMm WM  MOTUBUPOBaHHOE 3akrltoyeHue o
HEBO3MOXHOCTU npoBedeHUnAaA UM 3KCNepTu3bl NNeKapCTBEHHOro cpencTBa, ecrin nocTtaBlieHHble BOMPOCHl BbIXOOAT 3a
npeaenbl cneynanbHbIX 3HaHWi 9KCnepTa, 00ObeKTbl nccnegoBaHUn n MaTepuanbl HenpuroaHbl UM HeOJOoCTaTOYHbI ANnA
npoBeaeHnA nccneaoBaHui U Aadvun 3aknideHms nnbo COBpeMeHHbIIZ YPOBEHb Pa3BUTUA HAYKN HE NO3BONAET OTBETUTb
Ha NnocTaBJ1IEHHbIE BOMPOCHI;

2) He pasrnawartbe cBegeHuda, KOoTopble CcTann €eMy U3BEeCTHbl B CBA3WM C NpoBedgeHUeM JSKCNepTusbl
NeKkapCTBEHHOrO CpPeACcTBa, a Takke CBedEeHMs, COCTaBMsOLIME TFOCYOAPCTBEHHYI, KOMMEPYECKYID WU WHYHO
OXpPaHsIEMYHO 3aKOHOM TalHy;

3) obecneunTb COXpPaHHOCTb NPeACTaBNEHHLIX 0OBLEKTOB UCCIeA0BaHUM U MaTepuarnos.

6. OkcnepT He Bnpage:

1) NIpoBOANTL 3KCMEPTU3Y NEKAPCTBEHHOIO cpeacTsBa Mo obpalleHnio HenocpeaCTBEHHO K HEMY OpraHv3aumin nnm
duU3n4ecknx nuu;

KoHcynbTanTlNKoC

www.consultant.ru CrpaHuua 19 u3 87
HaeXHas npaBoBas noaaepXxkKa



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

®epnepanbHbivt 3akoH 0T 12.04.2010 N 61-03
(pea. ot 28.12.2017) JokymeHT npepoctasneH KoHncynbtaHTtIaroc
"06 obpalueHnn nekapcTBeHHbIX cpeacTs"” lata coxpaHerus: 25.04.2018

2) caMoCTOATENBHO coGupaTh MaTepuansl AN NPOBeAeHUs SKCNepPTU3bl NeKapCTBEHHOro CPeaCcTBa;
3) npoBoAUTL 3KCMEPTU3Y NeKapCTBEHHOro CpeacTsa B Ka4ecTBe HerocyaapCTBEHHOro aKcnepTa.

7. B cnyyae Heo6xoaMMOCTU 3KCMepT BrpaBe XoOaTaicTBOBaTb Nepes PyKOBOAUTENEM SKCMEPTHOIO yuYpexaeHust
O NPVBMEYEHUN K NMPOBEAEHMIO SKCMEPTU3bI NNEKAPCTBEHHOMO CPeACcTBa OPYr1X SKCMEpPTOB.

8. Kaxablii akcnepT, BXOOSLWMIA B COCTaB KOMWUCCUW 3KCTepTOB, KOTOPOM MOPYYEHO MpPOBEAEHUE 3KCMepTU3bl
NeKapCcTBEHHOTO CpeAcTBa, HEe3aBUCUMMO M CaMOCTOSITENbHO MPOBOAMT WCCNEeAOBaHWs, OLEeHMBaeT pesynbTaThl,
MOJIyYEHHbIE UM JIMYHO W APYIMMU 3KCnepTamu, U hopMynMpyeT BbiBOAbl OTHOCUTENBHO MOCTaBMEHHbIX BOMPOCOB B
npeaenax CBOUX creumanbHbIX 3HaHWM.

9. PesynbTaTbl 3KCNepTM3bl NEKApPCTBEHHOrO CPeAcTBa OOPMIISOTCS 3akMoYEHUMEM KOMWUCCUMM 3KcrepToB. B
3aKIMHOYEHUN KOMUCCUM SKCMEPTOB YKa3bIBAOTCA NepeyeHb UccnenoBaHuii, 00bemM NPOBEAEHHbIX KaXabiM 3KCNepPTOM
NccnefoBaHWUiA, YCTAHOBIIEHHbIE KaXabIM U3 HUX (paKTbl U cOoenaHHble B pe3ynbTaTe UCCNeAoBaHNA BbIBOAbI. JKCMEpPT,
MHEHMe KOTOpOro He coBnadaeT C PeLleHMEM KOMUCCMU 3KCMepTOB, BrpaBe Bblpa3nTb CBOE MHEHWEe B NMUCbMEHHOW
dopme, KoTopoe NpuMobLLIaeTCs K 3aKMOYEHNI0 KOMUCCUN SKCNEPTOB.

10. 3OkcnepTbl, BXOAsLWME B COCTAB KOMWUCCUMK, NpegynpexpalTcs o6 OTBETCTBEHHOCTU B COOTBETCTBUMU C
3akoHogaTensctBoM Poccuiickoii  denepaumMnm 3a  gady  3aKMuYeHusl, cofepXallero HeobOCHOBaHHble UM
hanbcnpULMPOBaHHbIE BbIBOAbI, O YEM OHU AAOT MOAMMUCKY.

11. OnpeneneHne ypoBHSA NPOdECCMOHaNbHOM NOAroTOBKU 3KCTMepTOB M aTTecTauus UX Ha npaBo NpoBedeHus
3KCMEepTU3bl JIeKapCTBEHHbIX CPEeACTB OCYLUECTBISOTCA 3KCNEPTHO-KBANMMUKALMOHHLIMKA KOMUCCUAMKU B MOPSAKe,
YCTAHOBIIEHHOM COOTBETCTBYIOLLUMM YMOSTHOMOYEHHBIM (defeparibHbiM OpraHoM WMCMOSIHUTENbHOW BracTu. YpPOBEeHb
NpogeCccMoHanbHOM NOATOTOBKN 9KCNEPTOB NMOAMEXUT NEPECMOTPY YKasaHHbIMM KOMUCCUSIMU HE pexe YeM OauH pas B
nATb NeT.

12. MNpaBuna NpoBefeHNs1 IKCNEPTU3bl NEKAPCTBEHHBLIX CPEACTB M OCOOEHHOCTU 3KCMEPTU3bl OTAENbHbLIX BUAOB
nekapCTBeHHbIX npenapaTtoB (pedepeHTHbIX EKapCTBEHHbIX MpenapaTtoB, BOCMPOU3BEOEHHbIX eKapCTBEHHbIX
npenapaTtoB, OMONOrMYeckUx neKkapCTBEHHLIX MpenapaTtoB, OuoaHanoroBbix (6MONOAOGHBIX) NeKapCTBEHHbIX
npenapatoB (6uoaHanoroB), romMeonaTU4ecKUX FEKapCTBEHHbIX MpenapaTtoB, JeKApCTBEHHbIX PaCTUTENbHbIX
npenapaToB, KOMOMHaLWIA NeKapCTBEHHbIX NpenapaToB), (POpMbl 3aKMHOYEHUI KOMUCCUMU 3KCMEPTOB yCTaHaBNMBAKOTCA
COOTBETCTBYIOLLUM YNONTHOMOYEHHBIM doeeparibHbIM OPraHoOM UCMONTHUTENLHOW BNACTy.

(4acTb 12 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Cratbs 17. lNopgaya n paccMoTpeHue 3asiBNEeHUs 0 rocyaapCcTBEHHON perncTpauum iekapcTBeHHOro npenapara Ansa BeTepMHapHoro
npUMeHeHusA

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

1. [Ona rocynapCTBEeHHOW perucTpauuMu nekapcTBEHHOro npenapata [Ans  BeTepUHapPHOro MNpUMEHeEHUs
pa3paboTyMK TaKoro riekapCTBEHHOro npenapaTa Wnv ynoSfIHOMOYeHHOe WM Opyroe lopuaudeckoe nuuo (Oanee B
HacTosiLLel cTaTbe - 3asBUTENb) NPeacTaBnsieT B YNONHOMOYEHHbIN deaeparnbHbli opraH UCNOMHUTENBHOW BNacTy,
OCYLLECTBISAIOLLMIA rOCYAAaPCTBEHHYIO PErMCTPALMIO JIeKapCTBEHHbIX NpenapaToB Al BETEPUHAPHOTO MPUMEHEHUS, B
SMEKTPOHHOW hopMe unu Ha ByMaxHOM HocuTerne 3asiBfieHMe O ToCydapCTBEHHOW perucTpauum nekapcTBeHHOro
npenapata AN BETEPUHAPHOrO MPUMEHEHUs, a Takke B NOpAdKe, YCTaHOBMEHHOM COOTBETCTBYHOLLUM
YNOMHOMOYEHHbIM hbefeparnbHbiM OpraHoM WCMOMHUTENBHOW BNacTW, B ONEKTPOHHOW dopMe UM Ha ByMadkHOM
HocuTerne HeobxoOVMble AOKYMEHTbI, U3 KOTOPbIX (DOPMUPYETCS PErMcTpalnoHHOE A0Cke Ha NeKapCTBEHHBIV nNpenapat
AN BETEPUHAPHOIO NPUMEHEHWS.

2. B 3a#BneHun o rocynapCTBEHHON permcTpauuy nekapcTBEHHOro npenapara A BETEPUHAPHOro NpuMeHeHus
yKa3blBalOTCA:

1) HaumeHoBaHME W agpec 3asiBUTENs, pas3paboTyMka M NPOU3BOAMTENSA JeKapCTBEHHOro npenapaTta Aans
BETEPMHAPHOrO MPUMEHEHMS M adpec MecTa OCYLLEeCTBMEHMS NPOU3BOACTBA JIEKAPCTBEHHOrO npenapata [Ans
BETEPMHAPHOro MNpPUMEHEeHMs (B Cnyvae Hanuyins HEeCKOMbKMX YYaCTHUMKOB mpouecca Mnpou3BOACTBA Heobxoammo
yKasaTb KaXX4oro u3 Hux);

2) HaMMeHOBaHWE JeKapCTBEHHOro npenapata [Afis  BeTepuHapHOro MpuUMeHeHus  (MexayHapogHoe
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HenaTeHTOBaHHOe, Ui rpynnmnpoBoYHOe, NI XMMU4YeCcKoe 1 Toproesoe HaVIMeHOBaHVIﬂ);

3) nepeyeHb ﬂeﬁCTByDMMX 1 BCNoMoraTernbHbIX BEWECTB, BXOOALNMX B COCTaAB JIEKapPCTBEHHOIO npenapara ans
BETEPUHAPHOIO NPUMEHEeHUA, C yKadaHneM Konn4vecTBa KaxKgoro n3 HuX;

4) nekapcTBeHHas ¢opma, [03UpPOBKa, CMOCOObI BBEOAEHUSI M MPUMEHEHWS, CPOK FOOHOCTU fleKapCTBEHHOro
npenapara anst BEeTEPUHAPHOro NPUMEHEHNS;

5) chapmakoTepaneBTUYeckas rpynna;

6) HeobxoOMMOCTb NPUMMEHEHUsI YCKOPEHHOW npouedypbl 3KCMepTU3bl JEKAPCTBEHHbIX CPEACTB B LENsX
rocyapCTBEHHOW perncTpauum nekapcTBeHHOro npenapara;

7) KOMUM JOKYMEHTOB, MOATBEPXKAAOLMX YINaTy rocyaapCTBEHHON MOLLMUHDI:

a) 3a nposeaeHne 3KCnepTu3bl KayvecCTBa J1€EKapCTBEHHOIO cpeacTteBa UM 3KCNepTu3bl OTHOLUEHUA oXxngaemom
Nnosnb3bl K BO3MOXHOMY PUCKY MPUMEHEHUA JNeKapCTBEHHOro npenaparta gnda BeTepuHapHOro npuMeHeHua npu ero
FOCYﬂapCTBEHHOVI perncrtpaunu;

6) 3a Bblgayvy perncTpaunoHHOro ya40CTOBEPEHUS NTeKapCTBEHHOMO Npenapara;

8) Hanumume cornacus, NpeaycMOTPEHHOrO 4YacTblo 7 HacTosiel cTaTbW, €cnvM C MOMEHTa perncrpaumun
pedepeHTHOro fiekapCcTBEHHOTO Npenapara Arnst BEeTEpUHaPHOro NPUMEHEHNS MPOLLIIO MEHEE YeM LUECTb feT.
(B pen. PenepanbHoro 3akoHa ot 13.07.2015 N 241-93)

3. PeFI/ICTpaLI,I/IOHHOG OOCbe B Lendax 3KCnepTu3bl NekapCTBEHHOro npenaparta and BeTepnHapHOro npnMmeHeHua
(*)OpMVIpyeTCFI M3 cnenyrwmx JOKYMEHTOB!

1) KOnNWA OOKYMEHTa Ha PYCCKOM $3blke, BblAaHHOIO KOMMETEHTHbIM OpraHoM CTpaHbl Npou3BoAWUTENs Ans
KaxaoW Npon3BOACTBEHHOW NMOLLAAKN PEFMCTPUPYEMOrO NEKAPCTBEHHOTO Npenaparta Ans BETEPUHAPHOrO NPUMEHEHUS
(B TOM uucne ans npousBoauTens dapmaleBTUYEecKOoN Cy6CTaHuMu), 3aBEPEHHOr0 B YCTAHOBNEHHOM MOPSAAKE U
noATBEPXKAAIOLLEr0 COOTBETCTBUE MPOU3BOAUTENS PErMCTPUPYEMOrO NIEKAPCTBEHHOTO Mpenapara Ans BeTepuHapHOro
nNpuMeHeHVs TpeboBaHWAM NpaBun Hagnexawend MPOM3BOACTBEHHON MNPaKTUKW, NNOO KONWS MULEH3UM  Ha
MPOM3BOACTBO JIeKapCTBEHHbIX CPEeACTB AN BETEPUHAPHOIO NPUMEHEHNS ANsSi POCCUMNCKUX NPOU3BOaNUTENEN;

2) KOMWA 3aKIYEHUss O COOTBETCTBMU MPOU3BOOUTENSI IEKAPCTBEHHOrO npenaparta [Ans BeTepuMHapHOro
NpMMeHeHns TpeboBaHUAM MpaBui Hagnexawlen npou3BOACTBEHHOW MPAKTUKW, BbIAAHHOMO  YNOMHOMOYEHHbBIM
deaepanbHbIM  OpraHoOM MCMAOMHUTENbHOW BRacTM ANA Kaxaon nNpou3BOACTBEHHOW NIOWAAKM PerucTpupyemoro
NeKkapCcTBEHHOro npenapara Ansi BeTepMHapHOro NpuMeHeHus (B TOM Yucre Ans npousBoanTenst oapmMaueBTUYECKOn
cybecTaHuum), nMbo Konus NULEH3MM Ha NPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB AN BETEPUHAPHOIO NPUMEHEHUS Ang
POCCUNCKMX NPON3BOANTENEN;

3) NPOeKT HOpMaTMBHOIO JOKYMEHTa Ha JIeKapCTBEHHbIM Npenapart 4518 BETEPMHAPHOIO NPUMEHEHNS;

4) [OKYMEHT, cofepXawuin cregylowyo  uHpopmaumio o  dapMaueBTMYEeCKOn  cyOCcTaHuMM — Unu
hapmaLueBTUYECKMX CyOCTaHLMSIX, BXOASLLMX B COCTaB NleKapCTBEHHOrO npenapaTa Ansi BETEPUHAPHOMO NPUMEHEHMS:

a) HaumeHoBaHue hapmaueBTU4eckon cybcTaHumm, ee CTpykTypa, obLime CBONCTBA;
6) HaMMeHOBaHWe 1 agpec NpPoM3BoanNTENS;

B) TexHonorna npou3soacTtea C onuMcaHnem cTagumn npomn3soAcTBa U MeTOOOB KOHTPOJSIA Ha BCeX CTagudax
npon3BoOACTBaA,

r) Hcopmaunsi o NpUMecsXx;
4) cneumdukaums Ha chapmaLeBTUYECKYIO CybCTaHLMIo;

6‘) onncaHne MeToaunkK KOHTPOJ14 Ka4yeCTBa,
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"O6 obpalleHnn nekapcTBeHHbIX cpeacTs” Hata coxpaHenus: 25.04.2018

X) pesynbTaTbl aHanu3a cepuin papmaueBTMYECKOM CybCcTaHLmuy;

3) nepeyeHb CTaH4apTHLIX 06pasLoB Ui BELLECTB, UCMOMb3yEMbIX NPY OCYLLECTBIEHUN KOHTPOMS KA4YeCTBa;
1) oNMcaHne XapakTepPUCTUK U CBOMNCTB YNAaKOBOYHbIX MaTEpmanoB N YKYMOPOYHbIX CPEACTB;

K) 4aHHble 0 CTabUNbHOCTK;

1) CPOK rogHOCTU, YCINOBUSI XPaHEHMS;

5) OoT4yeT O pesynbTaTax AOOKIMHUYECKOro wuccnenoBaHuA nekapCTtBeHHOro cpencrtea Ald BeTepuHapHOro
NPUMEHEHUA;

6) OT4eT O pesynbTatax KINMHUYEeCKOro wuccrieqoBaHna JnekapCTBeHHOro npenapata AOnd BeTepuHapHOro
NPUMEHEHUA Yy KaXaoro smaa XMBOTHbIX, YKa3aHHbIX B UHCTPYKUWK MO BETEPUHAPHOMY NMPUMEHEHUIO;

7) NPOEKT MHCTPYKUMM MO BETEPUHAPHOMY MPUMEHEHMI0 NeKapCTBEHHOTO MNpenapara, codepXallei creayowme
cBefeHus:

a) HanmeHoBaHME JeKapCTBEHHOro npenaparta And BeTepuHapHOro npuMeHeHua (MemnyHapo,que
HenaTeHTOBaHHOE, Ui rpynnnupoBOYHOE, UM XMMNUYECKOE N TOProBoe HaI/IMeHOBaHVIﬂ);

6) nekapcTBeHHas dopma C ykasaHMeM HaMMEHOBAaHWUIA U KOMWYECTBEHHOrO COCTaBa OEWCTBYIOLIMX BELLECTB U
KayeCTBEHHOro cocTaBa BCMoMoraTesbHbIX BELLECTB;

B) onncaHume BHeLIHEero snaa nekapCrBeHHOro npenapara gnda BetTepnHapHOro npuMeHeHuA,

r) dapmakoTepaneBTMyecKasi rpynna nekapCcTBEHHOro mnpenapaTta And BeTEepUMHApHOro MPUMEHEHUs unu
yKasaHue "romeonaTtnyeckmii nekapcTBeHHbIN npenapaTt”;

4) dapmakoguHammka W apMakokMHeTUKa (3@  WCKIYeHMEM  (hapMaKOKUHETMKM  roMeonaTUdecKkmx
NeKapCTBEHHbIX MpenapaToB M pacTUTENbHbLIX NEKAapCTBEHHbLIX MpenapaTtoB) UMM OonucaHue WUMMYHOBUOMOrMYECKUX
CBOWCTB NekapCTBEHHOro npenapara;

€) nokasaHusl 4l MPUMEHEHNS;
) NPOTUBOMOKA3aHWs ANs NPUMEHEHUS;
3) Mepbl NPEAOCTOPOXKHOCTM MPY NMPUMEHEHNMU;

N) ykasaHMe BO3MOXHOCTUM M OCOBEHHOCTEN MPUMEHEHUs] Yy BEepeMEHHbIX XMBOTHbIX, Y KMBOTHbIX B Nepuof
nakTaumu, y NoTOMCTBA XWUBOTHbIX;

K) peXUM [03MpOBaHus, crocob BBeOEHUS U MPUMEHEHUS!, NMPU HEOOXOAUMOCTM BpeMsi nprema JiekapCTBEHHOMO
npenapara ans BeTepUHapHOro NpMMEHeHNs!, MPOAOIKUTENBHOCTb NeYEHNs;

ﬂ) BO3MOXHble MOOOYHbIE OEWNCTBUS, HexenaTterbHble peakuun npn npMMeHeHun JreKapCTBeHHOro npenaparta
And BeTepnHapHOro NnpuMMeHeHuns;

M) CUMNTOMbI NEPELO3NPOBKU, MEPbI MO OKa3aHUIo MOMOLLM NPU NepPeso3UPOBKE;
H) B3aumogencTBme ¢ ApyrMmMmn NekapcTBEHHbIMK Npenapatamu U (Unu) KopMamu;
0) hopMbI BbIMycKa NlekapCTBEHHOrO NpenapaTa At BETePUHAPHOro NpYMeHeHWs;

M) ykasaHue (npu HeobxoAMMOCTM) 0COGEHHOCTEN OeiCTBMS NeKapCTBEHHOro npenapata O/l BeTeprHapHOro
NMPUMEHEHVs! Npu NEPBOM NMpPUEME UK MPU Ero OTMEHE;

p) onucaHue (Npu HeobGXOQMMOCTWU) OEWCTBUI BeTepuMHApHOro Bpaya (BeTepuHapHoro denballepa), MHOro
cneumanucta B obractu BeTepuHapuu, Bnagenbla >XUBOTHOrO NMpuU Mpomnycke npuemMa OAHOW MITM HECKOSbKMX 003
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neKkapcTBEHHOro npenapaTta As1si BETEPMHAPHOIO NPYMEHEHUS;

C) CPOK TrogHOCTM W YyKa3aHMe Ha 3anpet npuMeHeHUA JeKapCTBeHHOro npenapara Anda BeTepuHapHOoro
NPUMEHEHNA NO NCTEeYEHUNN CPOKa roaHOCTU;

T) YCMNOBUS XPaHEHWS;

y) YKa3aHune Ha HeobxoaMMOCTb XpaHeHnA JeKapCTBEHHOIo npenaparta and BeTepuHapHOro npMMeHeHua B
MecCTax, He4OCTYMNHbIX A5 neten;

@) ykazaHue (npy HeobxoaMMOCTHK) creLmanbHbIX Mep NPEOOCTOPOXKHOCTM NPU YHUUTOXEHUMN HEUCMONb30BaHHbIX
nekapCTBEHHbIX NpenapaToB 415 BETEPMHAPHOIO NPUMEHEHUS;

X) CPOKM BO3MOXHOI0 UCNOJSb30BaHUA NpoAYKUUU XXMBOTHOIO MPOUCXOXOEHUA nocne BBedeHUA XMBOTHOMY
J1leKapCTBEHHOro npenaparta gna setTepuHapHOro npuMeHeHus,;

L) yCroBusi OTrycKa;

4) HaMMeHOBaHUS W agpeca MPOW3BOACTBEHHBLIX NMOLWWAA0K NMPOU3BOAMTENS NEKApPCTBEHHOro npenaparta Ans
BETEPUHAPHOro NPUMEHEHUS;

L) HaMMeHOBaHWe, afpec opraHu3auuu, YNoSIHOMOYEHHONW aepXaTenem WM BriadenbLeM pPernctpauyoHHOro
YAOCTOBEPEHMs NTEeKapCTBEHHOTO MNpenapaTta Ha NPUHSTUE NPEeTEH3UI OT NoTpebuTens;

8) NPOEKTbl MaKeToB I'IepBW-IHOI7I ynakoBKM WU BTOpM‘-IHOIZ ynakoBKM NeKapCTBEHHOro npenaparta Aand
BEeTEepPMHaApPHOro NpMMeHeHus,

9) cneaytoLme CBeAEHMS O NNEKAPCTBEHHOM Mnpenapare Ansi BETEPUHaPHOro NPUMEHEHNS:

a) onvcaHve 1 cocTaB NlekapCTBEHHOro npenapara AN BeTePMHapHOro NpYMeHeHus;

0) onucaHue hapmaLeBTUYECKON pa3paboTku;

B) onmcaHune npouecca Npou3BOACTBA U ero KOHTPONS;

r) onnucaHue KOHTPOIs KPUTUYECKUX CTafu NPOM3BOACTBA M NMPOMEXYTOYHOM NPOAYKLUN;

[4) HaumeHoBaHuA WM agpeca pa3paboTyvka, AepxaTens wnv Bnagenbla PervcTpauyoHHOro yAOCTOBEPEHUs
neKkapcTBEHHOro npenapaTa, MPOM3BOACTBEHHbIX MMOWAA0K MPOM3BOAUTENS JNleKapCTBEHHOro mnpenapaTta Angd
BETEPUHapPHOro NPUMEHeHHNs;

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

e) dhapmaueBTMYecKasi COBMECTUMOCTb;

) MUKpoOBUonormdeckue xapakTepucTukm;

3) MaTepuanbHbI 6GanaHc Ans NPON3BOACTBa CEPUM FOTOBOrO NPOAYKTa;

1) onucaHne xapakTepPUCTMK U CBONCTB YNaKOBOYHbIX MaTepuarnoB 1 YKYNOpPOYHbIX CPEACTB;

K) LOKyMeHTarnbHoe noaTsepxaeHune (Banngauus) npoLeccoB 1 (Unu) Nx oLeHKa;

n) TpeboBaHMA K KayecTBy BCnomoraTenbHbIX BellecTB (cepTudmkart, crneundurkaums Ha BCrioMoraTenbHble
BelLecTBa U nx obocHoBaHue);

M) aHanuTU4Yeckne METOAMKM, WCMONb3yeMble MPU OCYLLECTBIIEHUM KOHTPONS KayecTBa BCMOMOraTeSbHbIX
BELLEeCTB;

H) OOKyMeHTarlbHOe noareepXaeHune (BaJ'II/Iﬂ,aLI,Mﬂ) aHannTn4eCKnx MeTogunk, NCnosfb3yemMbiX Npu OCyLLECTBITIEHUN
KOHTPOJA Ka4eCcTBa BCnoMoraTesibHbIX BELLECTB,;
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0) VIHCbOpMaU,I/IFl 06 Mcrnonb30BaHUKN BCMIOMOraTebHbIX BELECTB YETOBEYECKOIO N XXMBOTHOIO NPOUCXOXAOEHUA,
I'I) I/IHCbOpMaLI,MH 00 1MCNoNb30BaHMN HOBbIX BCMOMOraTenbHbIX BELLECTB;

p) TpeboBaHUsi K KayecTBYy JIeKapCTBEHHOrO Mpenapata Afs BeTepuMHapHOro npuMeHeHus1 (cepTudukar,
cneundurKauus Ha NekapcTBEHHbIN NpenapaT U ux o6ocHoBaHUE);

C) aHannTn4eckne MeToauku, ucnoribdyemMmblie TMpu OCYLLeCTBNEHUN KOHTPOJIA KadvecTBa JieKapCTBEHHOro
npenaparta gnha BeTepnHapHOro npuMmeHeHnA,;

T) OOKyMeHTallbHOe noaTBepXxaeHue (BaJ'II/I,D,aLLI/Iﬂ) aHannTn4ecknx MeToguk, ncnosrb3yemMbiX Npu oCyLecTBreHnn
KOHTPONA Ka4eCTBa JIeKapCTBEHHOro npenaparta anda BeTepnHapHoOro npuMeHeHua,

y) AOKYMEHT, NOATBEPXKOAloLLMA KayeCTBO JIeKapCTBEHHOro npenapara TpeX NPOMbILLIIEHHbIX cepuit (MPoToKon
aHanusa unu ceptTuduKaT aHanusa), ogHa Cepusi KOTOPOro AOSbkHa coenagaTb ¢ cepuent obpasua nekapCTBeHHOro
npenapaTta, NO4aHHOIO Ha PerncTpaumio;

&) XxapakTepucTvka npumecen;

X) NepeyeHb CTaHAAPTHbIX 06pPas3LOB, NCNOMb3yEMbIX MPWU OCYLLECTBIIEHNM KOHTPONSA KayecTBa feKapCTBEHHOroO
npenapara Ans BeTEpUHaPHOro NPUMEHEHNS;

L1) AaHHbIe O CTabWbHOCTU NeKapCTBEHHOIO NpenapaTa AJ1si BETEPMHapHOro NPUMEHEHUS;

10) konMusi OOKYMEHTa, cofepallero MHGOopMauuio O Hanuiuu unu ob OoTCyTCTBUM DaKTOB perucrpaumu
nekapcTBEHHOro npenapara Ans BeTepuHapHOro NpumeHeHus 3a npeaenamu Poccuiickoin denepaumu;

11) cornacve B NUCbMEHHOW dhopme, NpefyCMOTPEHHOE YacTbl 7 HaCTOSLWEN CTaTbW, B Criyyae perucrpaumm
BOCMpPOM3BEOEHHOrO NNekapCcTBEHHOro npenapara;
(B pea. PenepanbHoro 3akoHa ot 13.07.2015 N 241-93)

12) Kkonus OOKymMeHTa Ha PYCCKOM £3blke, 3aBEPEHHOro B YCTAHOBMEHHOM MNopsdke W MNOATBepXAaroLlero
NMPaBOMOYHOCTb 3asiBNIEHMSI O TOCyOapCTBEHHOW perucTpauuyM rfekapCTBEHHOro npenapaTta And BeTepuMHapHOro
NPUMEHeHNs (QOBEPEHHOCTD).

4. Mpu NpoBeAeHUN YCKOPEHHOW Npouedypbl 3KCNepTU3bl JIeKapCTBEHHOro npenapata Ans BeTepuHapHOro
NMPUMEHEHNsT B LIeNsIX ero rocygapCTBEHHON pernctpauuv MOXeT MpefacTaBnsTbCs MHopMauusi, NofydeHHas npw
MPOBEAEHUN KIMUHUYECKUX MCCreaoBaHUii NeKkapCTBEHHOro npenapaTta U onyGnukoBaHHas B creumanm3vpoBaHHbIX
neyaTHblX M3daHMSAX, a Takke [OKYMEHTbl, coAepxaliue pesynbTaTbl UCCNegoBaHUs GUOIKBUBANEHTHOCTM
nekapcTBEHHOro npenapaTta Ans BeTepMHaPHOro NpUMeEHEHUs.

5. Ha aKkcnepTu3dy pasnuyHbIX feKapCTBEHHbIX ¢hOpM OAHOro M TOro Xe feKapCTBEHHOro npenaparta Ans
BETEPMHAPHOIo NMPUMEHEHUS 3asBUTENb NPEeACTaBnseT OTAENbHbIE 3a8BEHNS U PErNCTPaLUOHHbIE JOChE Ha KaXayto
nekapcTBeHHyo ¢opmy. [pyn ycrnoBuv OAHOBPEMEHHOM MogayM Ha 3KCNepTuM3y OAHOW NeKkapCcTBEHHOW (hopmbl C
pasnuyHbIMU JO3NPOBKOW, KOHLIEHTpaumen, 06beMoM 3asBuUTENb NpeAcTaBnsieT OgHO 3asiBNeHne U perncTpaLmoHHoe
0OCbe C MPUMNOXEHWEM MaKeTOB YMaKOBOK Ha KaXXAyr OO3MPOBKY, KaXAYH KOHLEHTpauuio, Kaxabll o6bem un kaxgoe
KONMYeCTBO 03 B YNaKOBKe.

6. 3agaBuTenb BnpaBe nNpeacTaBUTb NO COOCTBEHHOW WHUUMATMBE BMECTE C 3asiBIEHMEM O roCyAapCTBEHHOW
perncTpauum nekapcTBEHHOro npenapata Ans BETEpPUMHAPHOro NpUMEHEeHWst OOKYMEHTbI, nogTsepXaarolime ynnaty
rocy1apCTBEHHOW MOLUMMHbLI U YKa3aHHble B MyHKTE 7 4YacTu 2 HacTosien ctatbu. B cnyyae nx HenpeacTtaBneHus
COOTBETCTBYIOLNA YMNONTHOMOYEHHbIN (hbefepanbHbIi OpraH MWCMOMHUTENbHOM BnactTu npoBepsaeT @akT ynnaTtbl
3a8BUTENEM TFOCYOapPCTBEHHOM MOLUMMHbLI MOCPEACTBOM MCMNOMb30BaHMA WHGoOpMaumm o6 ynraTe rocygapCTBEHHOM
MOLLIMUHbLI, cofepxallencsa B ocynapcTBEHHOW WMH(OPMaUMOHHOW CUCTEME O FOCYAApPCTBEHHbIX M MYHULMNANbHbIX
nnaTexax, Ha OCHOBaHWW nNpPeaCTaBMEHHbIX 3asBUTENEM KOMWA  OOKYMEHTOB, MOATBEPXAAlLWMUX ynnaTy
rocyapCTBEHHOWN MOLUSINHBI.

7. He ponyckaeTcsi WCMonb3OBaHWE B KOMMEPYECKMX Uensx WHgopMaumu o pesynbTatax AOKITMHUYECKMX
nccrnenoBaHWn  NEeKapCTBEHHbIX CPEACTB M KMUHUYECKUX WCCNEdoBaHWA  MeKapCTBEHHbIX MpenapatoB  AOns
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BETEPMHAPHOIO MNPUMEHEHWs, NMPEeACTaBNEHHON 3asiBUTENeM ANs roCydapCTBEHHOW pPerncTpaumn JeKapCTBEHHbIX
npenapatoB, 6e3 ero cornacus B TeyeHMe LWeCTM feT C gaTbl rocydapCTBEHHOW peructpaumm pedepeHTHOro
nekapcTBeHHOro npenapara B Poccuiickon ®egepauuu.

Cratbs 18. MNogaua u paccMmoTpeHue 3asaBrieHusa o rOCyAapCTBeHHOﬁ peructpauumn neKkapCcTtBeHHoOro npenapara ansa meauuuHCKoro
npumMmeHeHus

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. [Ana rocyoapCTBEHHOM perncTpauum JeKapCTBEHHOro npenapata Ansi MeAMUMHCKOro  MNPUMEHEHUS
ropugnyeckoe nuuo, 4encTeyoLLee B COOCTBEHHBIX MHTEPECax UMK YNofTHOMOYEHHOE NPeaCTaBnAaTb UHTEPECH! APYroro
OpUanYecKoro nvua wn 3agdBnsiollee NeKapCTBEHHbIWM MnpenapaT Ha rocyaapCTBEHHYK perucrtpaumio (ganee B
HacTosLLen cTaTbe - 3asBUTENb), NPeacTaBNsAeT B YNONHOMOYEHHbIN defeparnbHbld OpraH UCNONHUTENBHON BracTH,
OCYLLECTBMAILMIA rOCySapCTBEHHYIO PErMCTPaLMI0 NIEKapCTBEHHbLIX MpenapaTtoB AN MEeAUUMHCKOrO NPUMEHEHWs], B
3NEKTPOHHON opMe M Ha OyMaxHOM HOcuTene 3asiBieHWe O TroCyAapCTBEHHOW perncTpauum NekapcTBEHHOro
npenapaTta ans MeguUUHCKOro NMPUMEHEHUs, a Takke B NMopsiake, YCTAHOBIIEHHOM YMOJTHOMOYEHHLIM dhedepanbHbIM
OpraHoM WCMOSMHUTENBbHOW BracTu, B SNEKTPOHHON hopMe M Ha ByMaHOM HocuTerne Heobxoaumble OOKYMEHTbI, U3
KOTOpPbIX (OPMUPYETCA pErMCTpaLMOHHOE LOChEe Ha NEKapCTBEHHbIM Npenapart AMns MeAULMHCKOro NPUMEHEHNS.

(vactb 1 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. B 3asiBNeHnn o rocydapCTBEHHONM pernctpaummn riekapCTBeHHOro npenapara Ans MeaMUMHCKOro NpUMeHeHust
yKasblBalOTCA:

1) HavmeHoBaHuWe, ajpec 3asBUMTENS W MPOU3BOAUTENS JIEKAPCTBEHHOrO npenapata Ans MeAWLMHCKOro
NPYMEHeHWs, cBeaeHnst 06 Ux permctpaumm B Ka4ecTBe HanoronnaTenbliyka B CTpaHe perncrpauun (418 poCCUNCKMX
OPUONYECKMX NUL, - NOAEHTUAPUKALMOHHBIN HoMep Hanoronnatenblmka (MHH), ons MHoCTpaHHbIX IopUaNYECKMX NN, -
CTpaHa perucrpauumn, HauMeHOBaHWE PErMCTPUPYIOLLErO OpraHa, permcTpaumoHHbIN HOMEP, Kog HanoronnaTenbLlmka B
CTpaHe peructpauuun (MHKopnopaumn) unm ero aHarnor) n agpec Mecta OCyLLEeCTBNEHNsI MPOM3BOACTBA NIEKAPCTBEHHOTO
npenapata (B criy4ae Hanu4umsi HECKOSbKMUX Y4YaCTHMKOB Mpouecca ero npousBoacTBa HEOOXOAMMO yKasaTb KaXKaoro
y4YacTHMKa B COOTBETCTBMU C OCYLLLECTBIIIEMOI CTaaNeR NPON3BOACTBA);

(n. 1 B pea. PegepanbHoro 3akoHa ot 28.12.2017 N 425-93)

2) HauMmeHoBaHME JNEKapCTBEHHOro Mpenapata Ans  MeaWUMHCKOTO  NpUMeHeHust  (MexayHapogHoe
HenaTeHTOBaHHOE, UMW rPYNNMPOBOYHOE, UMM XMMUYECKOE U TOProBOE HauMEHOBaHWS);

3) nepeyeHb OEWCTBYIOLLIMX U BCMOMOraTenbHbIX BELLECTB, BXOAALMX B COCTaB NlekapCTBEHHOro npenapara ans
MEAMLIMHCKOro NPUMEHEHUS, C YKasaHMeM KOMMYECTBa KaXKOoro U3 HuX;

4) NneKapcTBeHHas cbopma, O0O3npoBKa, crnocobbl BBEAEHUS U NPUMEHEeHNA, CpOK rogHOCTU JeKapCTBEHHOIo
npenaparta gnha meamunHCKoOro npuuMeHeHuns;

5) dapmakoTepaneBTMyeckad  rpynna, Kog — aHaTOMO-TepaneBTUYEeCKO-XMMUYECKOW  Kraccudpmkauum,
pekoMeHOoBaHHON BcemupHoOW opraHusaumen 30paBOOXpaHEHUs, 3asiBNAemMble MoKa3aHua AN NpUMEHEHUs
rniekapCTBEHHOro npenapata Anst MegULUMHCKOro NPUMEHEHUS;

6) oTcyTcTBME HEeoBXoaAMMOCTM NpefdoCTaBfieHMss oTyeTa O pesynbTaTax KIMHUYECKOro uccrieqoBaHus,
nccnenoBaHna GUOSKBUBANEHTHOCTM NEeKapCTBEHHOro npenaparta, paspelleHHOro Ans MeauuUMHCKOro NpUMeHeHusl B
Poccuiickonn depepaumn Gornee aeaguatu neT, C ykasaHMEM HOPMATUBHBLIX MPABOBbIX aKTOB, MOATBEPXAAloLLIMX
[AaHHbIN CPOK NPUMEHEHWS;

7) HeobxogumocTb odopMIieHUs paspelleHnss Ha BBO3 B Poccuickyio denepaumio KOHKPETHOM napTum
3aperncTpupoBaHHbIX U (MNnN) He3aperncTPUPOBaHHbIX NEKAPCTBEHHbIX CPeACTB, NpeHa3HaYeHHbIX ANg nNpoBeaeHus
9KCNEepPTU3bl NEKAPCTBEHHbIX CPEACTB B LieNsAxX rocyaapCTBEHHOW perncrpaumu;

8) HeobXooMMOCTb MPOBeAEeHUs SKCMepTU3bl JOKYMEHTOB, NpeacTaBMeHHbIX AOns onpeaeneHus BO3MOXHOCTU
paccmaTtpuBaTb NEeKapCTBEHHbIM npenapaT AN MEeAWMLUWHCKOrO NMPUMEHEHUA MpU OCYLLECTBNEHUM rOCyAapCTBEHHOM
perucTpaumm B kadectse opdaHHOro fekapcTBEHHOro npenapara;

9) HeoBXOAMMOCTb MPUMEHEHMSI YCKOPEHHOM MpoLedypbl OKCMEpPTU3bl NEKapCTBEHHbIX CPEACTB B  LEMsX
rocyaapCTBEHHOMN PerncTpaLmm NekapCTBEHHOro npenapara;
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®epnepanbHbivt 3akoH 0T 12.04.2010 N 61-03
(pea. ot 28.12.2017) JokymeHT npepoctasneH KoHncynbtaHTtIaroc
"06 obpalueHnn nekapcTBeHHbIX cpeacTs"” lata coxpaHerus: 25.04.2018

10) kONMUK JOKYMEHTOB, MOATBEPXKAAIOLLMX YINaTy rocyaapCTBEHHOM MOLLMUHDI:

a) 3a npoBeaeHne 3KCnepTmn3bl JOKYMEHTOB, NpeacTaBlieHHbIX AnA onpeaeneHna BO3MOXHOCTU pacCMaTpuBaTb
ﬂeKapCTBeHHbIVI npenapar anda mMeaguumHCKOro npumMeHeHua npu ocyulecTBrieHnmn FOCWJ,&pCTBSHHOVI pernctpaunm B
Ka4vyecTtBe Op(baHHOFO JIeKapCTBEHHOIO Mnpenaparta,

6) 3a npoBedeHWEe SKCMEepPTU3bl KauyecTBa NEKapCTBEHHOro CPeAcTBa M IKCMepTM3bl OTHOLUEHWUS OXWAaeMoi
Nnonb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS IeKapCTBEHHOro npenapaTa, paspelleHHoro Ans  MeauLMHCKOro
npumeHeHust B Poccuiickoii ®egepaumn Gonee asaguaTy NeT, NPU OCYLUECTBIEHUM FOCYOapCTBEHHON pernctpauunm
nekapcTBEHHOro npenapara;

B) 3a npoBeaeHune 3KCnepTu3bl Ka4vecTBa J1eKapCTBEHHOrNo cpeactea UM 3KCNepTU3bl OTHOLLEHUA oXxngaemom
nonb3bl K BO3MOXHOMY PUCKY NMPpUMEHEeHUA nekapCTBeHHOro npenaparta And MeguMunHCKOro npuMMeHeHua npum ero
FocyﬂapCTBeHHOVI perncrtpaunu;

r) 3a MpoBedeHMEe JKCMepTU3bl KadecTBa eKapCTBEHHOro CPedcTBa M 9KCMNepTU3bl OTHOLLEHUS OXuUOaaeMoW
NONb3bl K BO3MOXHOMY PUCKY MPUMEHEHMUs NTeKapCTBEHHOro npenapara Ans MeauLMHCKOro NpUMEHEHUs!, B OTHOLLEHWN
KOTOPOro NpoBeAeHbl MeXayHapoaHble MHOMOLIEHTPOBLIE KINMHUYECKME UCCNeAoBaHuUs, 4acTb U3 KOTOPbIX NpoBeaeHa B
Poccuiickoin denepaunm, Npy ocyLLEeCTBNEHUM rOCyaapCTBEHHON perncTpaumnn ekapcTBEHHOro nNpenapara;

11) Hann4me cornacusi NPON3BOAUTENS NeKapCTBEHHOro nNpenapara, NPOM3BOACTBO KOTOPOro OCYLLECTBMSETCS 3a
npegenamu Poccuiickon ®egepaumun, Ha npoBedeHWEe WHCMEKTMPOBaHWS Mpou3BOAUTENs Ha COOTBETCTBUE
TpeboBaHWAM NpaBun Hagnexallen NpomM3BoOACTBEHHOW NPaKTUKK;

12) Hanu4yme cornacus, NnpegyCMOTPEHHOro YacTbto 18 HacTosLLen cTaTby;

13) ykasaHMe Buaa reKkapCcTBEHHOrO MnpenapaTta, npeacTaBNeHHOro Ha  perucTpaumilo  (pedepeHTHbIN
nekapCTBEHHbIN Npenapar, BOCNPOM3BEAEHHbIN NeKapCTBEHHbIV NpenapaT, OMonornyecknin nekapcTBEHHLIN npenapar,
BuroaHanoroBbIv (6MONOAOOHKIN) NekapCTBEHHbIN NpenapaT (buoaHanor), roMeonaTU4eCcKnii NekapCcTBEHHbIN Npenapar,
NEeKapCTBEHHbIA pacTUTENbHBIN Npenapar).

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

3. PernctpaumoHHoe [OCbe Ha nekapCTBEHHbIM npenapat Afs MEAUUMHCKOrO NPUMEHEHUS NPeLOCTaBNseTcs B
dhopme 06LLEro TEXHUYECKOTO AOKYMEHTA.
(vacTb 3 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4. Pasgen OOKyMeHTaunm agMMHUCTPaTUBHOIO Xapakrtepa BKIo4vaeT B cebs:

1) 3asiBneHve O rocygapCTBEHHON perncTpauum nekapcTBEHHOro npenaparta Ans MeavuMHCKOro NPUMEHEHUs B
3MEKTPOHHON hopme 1 Ha OyMaKHOM HOCUTENE;

2) KOMUIO OOKYMEHTa Ha PYCCKOM $3blke, 3aBEPEHHOr0 B YCTAHOBIIEHHOM MOpsiAKE W NOATBEPXKAAloLLEro
NPaBOMOYHOCTb 3asBUTENS NofaBaTb 3asiBlieHMe O rocyapCTBEHHOW perncTpauum fekapCTBEHHOro npenapata ans
MEAMLMHCKOro NPUMEHEHMUS (OOBEPEHHOCTD);

3) KONUIO NULEH3UM Ha MNPOM3BOACTBO NEKAPCTBEHHbIX CPEACTB MMM KOMWUIO 3aKMYeHUs O COOTBETCTBUM
Npon3BOAMTENS NEKAPCTBEHHbIX CPEACTB TpeboBaHMAM NpaBui Hagnexallen npon3BoaCTBEHHOW NPAKTUKM, BblOaHHbIE
YMOSTHOMOYEHHbIM hedeparibHbIM OpraHoOM UCMOMHUTENBHOW BRacTu, B Clyvae, ecriv Npov3BOACTBO JIEKAPCTBEHHOIO
npenapaTta ocywecTtensietca B Poccuickon degepaumy;

4) Konuio BblOAHHON YMOMHOMOYEHHbIM OpraHoOM CTpaHbl MNPOU3BOAMTENS MULEH3UW Ha MNPOU3BOACTBO
NeKkapcTBEHHOro npenapata M ee MNepeBO[l Ha PYCCKUIA A3bIK, 3aBepeHHble B YCTAHOBMEHHOM MOPSiAKE, W KOMWIo
3aKMOYEeHUss O COOTBETCTBUM MPOM3BOOUTENS JEeKapCTBEHHbIX CpedcTB TpeGoBaHMAM MNpaBun  Haanexallen
NPOM3BOACTBEHHOW MPAKTUKW, BblAAHHOTO YMOMHOMOYEHHBIM (hefepanbHblM OpraHoM MCMONMHWUTENbHOW Bractu, B
crny4ae, ecrniv Npou3BOACTBO NIeKapCTBEHHOrO NpenapaTa oCyLecTBNSeTcs 3a npedenamu Poccuiickol denepaumu;

5) NPOEKT UHCTPYKUMKM Nno MeanumMHCKOMY NpUMMEeHEeHUI0 NekapCTBEeHHOro npenapara, cop,epmau.lelh cnepywwme
cBeaAeHuA:
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®epnepanbHbivt 3akoH 0T 12.04.2010 N 61-03
(pea. ot 28.12.2017) JokymeHT npepoctasneH KoHncynbtaHTtIaroc
"06 obpalueHnn nekapcTBeHHbIX cpeacTs"” lata coxpaHerus: 25.04.2018

a) HaMMeHOBaHWe NeKapCTBEHHOro npenaparta (MexayHapoaHoe HenaTeHTOBaHHOe, WM rPynnUpOBOYHOE, MIK
XMMUYECKOe 1 TOProBoe HanMeHoBaHus);

6) nekapcTBeHHass opMa C ykazaHMEM HaVMEHOBaHWUM U KONMMYECTBEHHOIO cocTaBa AENCTBYIOLLNX BELLECTB U
KayeCTBEHHOr0 CcocTaBa BCMOMoOratesnbHbIX BewecTB  (Mpu  HeOoOXOAMMOCTM  KONMYECTBEHHOTO  COCTaBa
BCMOMOraTesibHbIX BELLECTB);

B) onncaHne BHELLHEro B1aa nekapCcTBEHHOro npenapara ans MeauumHCKOro npuMeHeHus;

r) U3NKO-XMMUYECKNE CBOWCTBA (AN pagnodapmMaLeBTUYECKMX NIEKAaPCTBEHHbIX NMpenapaToB);

0) dhapmakoTepaneBTUYecKkas rpynna, KOA4 IekapCTBEHHOro npenaparta Ans MeauUMHCKOro MpUMEHEHUs Mo
aHaToOMO-TepaneBTUYECKO-XMMNYECKON Kraccugukawmu, pekoMeHa0BaHHOM BcemupHon opraHusaumen
3[paBoOOXpaHeHs, U1 ykasaHne "romeonaTM4yeCckUin nekapcTBeHHbIN npenapart”;

e) capmakoguHamuka UM apMakoKMHeTMKa (3a ucknoveHneM apMaKOKUHETUKM  FOMeonaTuyecKnx
nekapcTBEHHbIX MpenapaToB U pacTUTENbHbIX NeKapCTBEHHbLIX NpenapaTos);

) NoKa3aHus Ans NpUMEHEHUS];

3) NPOTUBOMNOKA3aHUs A5t TPUMEHEHWS;

1) Mepbl NPegOCTOPOXHOCTU NPU MPUMEHEHWN;

K) ykasaHue BO3MOXHOCTM U OCOBGEHHOCTEN MPUMEHEHUSI NeKapCTBEHHOrO Mpenapata Ans MeAMUMHCKOro
NpUMEHeHNs1 B6epeMeEHHBbIMU KEHLUMHAMM, XEHLUMHaMU B Mepuo[ rPYAHOro BCKapMIUBaHWUSA, AeTbMW, B3pPOCIbIMU,
MMeILLMMU XpoHUYeckne 3aboneBaHus;

n) pexuM [O03MPOBaHUsl, Crnocobbl BBEAEHVMSI W MPUMEHEHUs, NpU  HeobxoaMMOCTM Bpemsi npuema
nekapcTBEHHOro npenapaTta Anst MeAULIMHCKOTO NPUMEHEHUS!, MPOAOMMKUTENBHOCTb NEYEHUs!, B TOM YKCre Y AeTel A0 U

nocrne ofQHoro roga;

M) BO3MOXHblEe HeXXenaTellbHble peakuun npu npuMeHeHun nekapCTBeHHOro npenaparta and mMeguumHCKoro
NPUMEHEHUA;

H) CMMNTOMbI NEPeao3MPOBKM, Mepbl MO OKa3aHMIO MOMOLLIM NPU Nepefo3npPOBKe;
0) B3aMOAENCTBME C APYIMMU NEKAPCTBEHHbIMU NpenapaTamu 1 (Mnu) NULEBbLIMWU NPOAYKTamu;
n) dopMbl BbiNyCcKa NekapCTBEHHOrO npenapara;

p) ykasaHue (npu HeobxoomMmMocTn) OCOBEHHOCTEN AEWCTBUSA fEKapCTBEHHOro npenapaTta ans MeauumHCKOro
NPUMEHEHMS NPK NEPBOM NPUEME WIN NPU er0 OTMEHE;

c) onucaHue (npy HeobxooMMOCTM) AEWCTBMI Bpadva (denbawepa) u (Mnu) naumMeHTa npu nponycke npuema
OOHOW MM HECKONbKUX 403 NIeKapCTBEHHOro NpenapaTta Anst MeguUMHCKOro NpUMeHeHUs;

T) BO3MOXHO€ BIIMAHME NeKapCTBEHHOro npenaparta gna meamumHCKoro npuMmeHeHna Ha CrMocobHOCTb ynpaenaTtb
TPaHCNOPTHbIMK CpeacTBaMn, MeXaHN3MaMu,

y) CpOK rogHOCTU W YyKasaHue Ha 3anpeT MpPUMEHEHUS FeKapCTBEHHOro npenapata Ans MeAMLUHCKOro
NPUMEHEHMS MO NCTEYEHMMN CPOKa FO4HOCTMY;

&) ycrnoBusi XpaHeHus;

X) yKasaHWe Ha HeoGXOAMMOCTb XpaHeHWsi NeKapCTBEHHOro npenaparta Ans MeAWMUMHCKOTO MPUMEHEHUS B
MecTax, HeOCTYMNHbIX ANs AeTel;

L) ykasaHue (npu HeobxoaAMMOCTK) creumanbHbIX Mep NPeAoCTOPOXHOCTU NMPU YHUUTOXEHUN HEMCNONb30BaHHbLIX
rnekapCTBEHHbIX NpenapaToB Afs MEAULMHCKOrO NPUMEHEHNS;
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®epnepanbHbivt 3akoH 0T 12.04.2010 N 61-03
(pea. ot 28.12.2017) JokymeHT npepoctasneH KoHncynbtaHTtIaroc
"06 obpalueHnn nekapcTBeHHbIX cpeacTs"” lata coxpaHerus: 25.04.2018

4) YCrOBUS OTIMYCKa;

L) HAUMEHOBaHWA 1 agpeca NPOU3BOACTBEHHbIX MITOLLAL0K MPOU3BOANUTENS NIEKAPCTBEHHOIO NpenapaTa;

) HaMMeHOBaHWe, agpec opraHusauuu, YNorIHOMOYEHHOW AepXaTenem unu Bnagenbuem perMctpaumoHHOro
YOOCTOBEPEHUS NleKapCTBEHHOro npenapata Ans MeOWUMHCKOrO MPUMEHEHUS Ha MpPUHSATUE NPETEeH3Mn OoT
notpeburens;

6) MHCTPYKLMIO MO MeOMLMHCKOMY MPUMEHEHMIO UMM KpaTKylo XapakTepuUCTWKy JieKapCTBEHHOro npenapara,
yTBEPXXAEHHbIE B CTPaHe NPOU3BOAUTENS;

7) NPOEKTbl MAaKkeToB I'IepBI/I‘-IHOIZ ynakoBKU “ BTOpI/I‘-IHOIZ ynakoBKM NnekapCTBEeHHOro npenapata ana MmegmunHCKoro
NPUMEHEHUA;

8) npoekT HOpMaTMBHOM [OOKYMEHTauuuW Unu HOPMAaTMBHOrO OOKYMEHTa Ha IeKapCTBEHHbIM npenapaT And
MeOULMHCKOro NPUMEHEHNs b0 yKasaHne COOTBETCTBYIOLEN hapMakonenHom cTaTbm;

9) OOKYMEHT, cofepXallimin MHPOPMAaLIMIO O HanmymMm unu o oTcyTcTBUM QaKTOB pPeErncTpauun nekapCTBEHHOMO
npenapaTa ansa MeauUMHCKOro NpuMeHeHus 3a npegenamm Poccuiickon ®epepaunu;

10) KONMnn LOOKYMEHTOB, 3aBEepeHHblIX B YCTaHOBJIEHHOM MNopAdke W noatreepXXaarwmnx d)aKT perncrpauunn
JleKapCTBEeHHOro npenaparta B MHOCTPaHHbLIX rocygapcTBax B Ka4yecTee Opd)aHHOFO JIEKapPCTBEHHOIO Nnpenapara,

11) nnaH ynpaBneHus puckamum Ang OUONOrMyeckMx nekapcTBEHHbIX MpenapaTtoB Ans  MeAULMHCKOro
NpUMEHeHNs;

12) OOKYMEHT O cucTeme (bapmakoHadsopa AepKaTens WnuU Brnagesfibla perMcTpauyoHHOro YAO0CTOBEpPEHNs
nekapcTBEHHOro npenapara;

13) AOKYMEHT, NOATBEPXKAALLNIA KaYeCTBO JIEKAPCTBEHHOIO npenaparta Tpex NPOMbILLSIEHHbIX CEPUI (MPOTOKO
aHanusa unu ceptudmrkaT aHanusa), ogHa cepusi KOTOPOro AOSMKHa coBnagaTb C cepuel obpasua nekapcTBEHHOro
npenapara anst MEAULMHCKOrO NPUMEHEHMS], NPeaCcTaBNEHHOrO Ha rOCYAapCTBEHHYIO PEFUCTPALMIO.

(vacTb 4 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

5. Pasgen xumudeckon, chapMaueBTUYECKOW M BUONOrMyYeckon OOKYMEHTaUUW BKOYaeT B cebs JOKYMEHTbI,
coaepxalume MHopmMaumio o dapmaueBTUYEeCKON cyGCcTaHUMM WM NekapCTBEHHOM npenapate Ans MeaMUMHCKOro
NPUMEHEHMS, NpoLecce ero NPOM3BOACTBAa U METOAAX KOHTPOIS Ka4ecTBa, B TOM YNUCHIE:

1) konuio [OKyMeHTa, coAepXaliero cnegywowy uHgopmaumio o dapmaueBTuyeckon cybcTaHumm unm
hapmaLeBTMHECKMX CYOCTaHUUSX, BXOOSALMX B COCTaB JIEKAapCTBEHHOIO NpenaparTa:

a) HanmeHoBaHue hapmaueBTUYECKOM CybCTaHUMK, ee CTPYKTypa, o0LLMe CBONCTBA;
6) HaumeHoBaHWe 1 agpec NPOM3BOAMUTENS;

B) TEXHONOorMs npou3BoACTBa C ONMCaHMeM CTaguri nNpou3BOACTBa U METOAOB KOHTPONS Ha BCex cTragusx
npon3BOACTBaA,

r) onMcaHue pa3paboTkM npoLiecca NPoM3BOACTBA;

[) ONUcaHne KOHTPOIS KpUTUYECKNX CTagun NPON3BOACTBA U NMPOMEXYTOYHON NPOayKLUNN;
€) JoKyMeHTanbHoe noaTeepxaeHue (Banuaaumns) npoLeccos 1 (Unn) NxX OLeHKa;

) CBOMCTBA N CTPYKTypa OENCTBYIOLLNX BELLECTB;

3) XapaKkTepucTuka npumecen;

n) cneundukaumsa Ha papmaLeBTUYECKyto CybCTaHUMIO 1 ee 0BOCHOBaHWE;
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"06 obpalueHnn nekapcTBeHHbIX cpeacTs"” lata coxpaHerus: 25.04.2018

K) aHanuTU4YeckMe MEeTOAMKWU, MCMNonb3yeMble MpU OCYLLECTBIEHUM KOHTPOMs KadyecTBa dapmaLeBTUYECKOMN
cybecTaHuuu;

J'l) OOKyMeHTallbHOe noatBepXaeHne (BaJ'II/ILI,aLI,VIFI) aHaNnnMTN4YeCKnx MeToaukK, NCNoJib3yeMbiX NMpun oCyuleCTBlieHUN
KOHTPOJIA Ka4YecTBa cbapmau,eBTquCKon CyGCTaHLI,VIVI;

M) pe3ynbTaTbl aHannsa cepui papmaleBTUYeckon cybcTaHumm;

H) NepeYeHb CTaHO4apTHbIX 0Opa3LOB UMM BELLECTB, MCMOMb3YEMbIX MPU OCYLLECTBIIEHNM KOHTPONS KayecTBa;
0) onMcaHune XxapakTepPUCTUK U CBOMCTB YNaAKOBOYHbLIX MaTEPMaroB N YKYNOPOYHbIX CPeaCTB;

n) OaHHble O CTAabUNBHOCTU PapMaLleBTUYECKON CyOCTaHUMK;

p) CPOK rogHoOCTH;

2) [OOKYMEeHT, cogepXaluuii criedylolme cBedeHWs O JeKapCTBeHHOM mpenapate Ans  MeAaUUMHCKOro
NPUMEHEHUS:

a) onucaHne n cocTaB JIeKapCTBEHHOro NpenapaTa Ans MegUUUHCKOro NpUMeHeHUs;
0) onucaHne hapmaueBTUYeCKon paspadboTkn (06ocHOBaHMe Bbibopa cocTaBa, NEPBUYHON YNAKOBKA U MHOTO);

B) TeXHONorma npom3Boactea C OMMCaHMem cragumn npon3sBoaAcTBa M MEeTOAOB KOHTPONA Ha BCeX CTaguAax
npon3BoacTBa,

r) onucaHue KOHTPONs KPUTUYECKUX CTaaui npoLecca NPOoM3BOACTBa U MPOMEXYTOYHON NPOayKUNK;

[) HauMeHoBaHWe 1 agpec MecTa OCYLLECTBNEHNS MPOU3BOACTBA NIeKaPCTBEHHOrO Npenapara Ans MeauLUMHCKOro
NPUMEHEHMS (B Crydae Hanmumsi HECKOSNbKUX YYaCTHWKOB NpoLecca Npou3BOACTBA HEOOXOAMMO ykasaTb KaXkgoro u3
HUX);

€) hapmaLieBTU4ECKasi COBMECTUMOCTb;

X) MUKPOBUNONOrMYeCcKme XapakTepuCTmKu;

3) MaTepuarnbHbIi 6GanaHc Anst NPOM3BOACTBA CEPUUN FOTOBOIO NPOAYKTa;

1) onncaHne xapakTepUCTMK U CBONCTB YNAaKOBOYHbIX MaTepuarnoB 1 YKYNOPOYHbIX CPEACTB;

K) JOKYMeHTanbHoe noaTeepxaeHve (Banuaaums) npoLeccoB Npon3BoacTBa U (Mn) UX OLEHKa;

n) TpeboBaHMA K KayecTBy BCMoMoOraTerbHblX BeLlecTB (cepTudumkaTt, crneuudukaumns Ha BcrioMoraTerbHble
BelLecTBa U nx obocHoBaHue);

M) aHanmTn4yeckne MeToaunkn, ucnonb3yemble Npu OCYLUeCTBIIEHUN KOHTPONA KaydeCTBa BCNoMoratesibHbIX
BeLlEeCTB;

H) JOKYMEeHTanbHoe NoATBepXAeHNe (Banuaauust) aHanuTu4eckmx MeToamK, UCNomnb3yemMblX MNPy OCYyLLECTBNEHUN
KOHTPONS KayecTBa BCNoMoraTerbHbIX BELLECTB;

0) VIHCbOpMaU,I/IFl 06 Mcrnonb3oBaHUN BCMIOMOraTebHbIX BELECTB YENTOBEYECKOIO N XXMBOTHOIO NPOUCXOXAEHUA,
I'I) I/IHCbOpMaLI,MH 00 1MCNoNb30BaHMN HOBbIX BCMOMOraTenbHbIX BELLECTB;

p) TpeboBaHMS K KayecTBY JIEKapCTBEHHOrO npenapaTa Ans MEeAMUMHCKOrO MNpUMEHeHUs (cepTudukar,
cneundurKauus Ha NekapcTBEHHbIN NpenapaT U ux 06ocHOBaHUE);

C) aHannTn4eckne MeToauku, ucnoribdyemMmblie TMNpu OCYLLeCTBNEHUN KOHTPOJA KadvecTBa JieKapCTBEHHOro
npenaparta gnha meamunHCKoOro npuuMeHeHuns;
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®epnepanbHbivt 3akoH 0T 12.04.2010 N 61-03
(pea. ot 28.12.2017) [okyMeHT npegocTaBneH KoHcynbTaHTIAOC

"O6 obpalleHnn nekapcTBeHHbIX cpeacTs” Hata coxpaHenus: 25.04.2018

T) AOKYMEHTarnbHoe noaTBepXaeHve (Banugaumsl) aHarmMTUYeckmx MeToaMK, NCMoNb3yeMblX NPW OCYLLECTBIEHUN
KOHTPOMSA KayecTBa NekapCTBEHHOro npenapara Ans MeanLUMHCKOTO NpUMEHeHWS;

y) pe3ynbTaTbl aHan130B Cepuii NIeKapCTBEHHOTO Npenapara 4515 MEAULMHCKOrO NPUMEHEHNS;
&) xapakTepucTtuka npumecen;

X) nepeyvyeHb CTaHOAPTHbIX O6pa3LI,OB, NCMNOoJ1b3yeMblX Mpu OCYLLEeCTBIIEHUN KOHTPONA KavyeCTBa JIeKapCTBEHHOIO
npenaparta gnha meamunHCKoro npuuMeHeHuns;

L) AaHHblEe O CTabUNBHOCTY NIEKAPCTBEHHOrO nNpenapara Anst MeAULMHCKOro NPUMEHEHNS.
(vacTb 5 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6. Pasgen dhapmakonormyeckor, TOKCUKONOrMYEeCKoM OOKyMEeHTauun BKIToYaeT B cebsi oTyeTbl O pesynbTaTtax
AOKIMNHNYEeCKNX I/ICCJ'Ie,D,OBaHI/IVI leKkapCTBeHHOro cpeacresa gna MeanumHCKOro npuMeHeHnd, B TOM 4mncne:

1) oT4yeT 0 hapMakoAMHAMUYECKNX NCCNEO0BAHUSIX;
2) oT4eT 0 hapMaKOKMHETUYECKNX UCCNEOOBAHMSX;

3) OTYET O TOKCMKOMOrMYECKUX UCCEe0BaHUSIX.
(4acTb 6 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

7. Pasgen knuHuyeckon AOKYMEHTauuu BKMoyaeT B cebsi oTYeTbl O pesdynbTartax KMMHUYECKUX UCCReaoBaHWUn
neKkapcTBEHHOro npenapaTa ansg MeanUnHCKOro NPUMEHEHNS, B TOM YnCTe:

1) oTyeTbl 06 MccnegoBaHWAX BMOAOCTYNHOCTM U OMO3IKBMBANEHTHOCTU, WCCIEAOBaHWAX, YCTaHaBNMBaOLLMX
Koppensuumio pesynbTaToB, NoNyYeHHbIX B YCNOBUAX in Vitro 1 in vivo;

2) oT4eTbl 0 hapMaKkOKUHETUYECKUX UCCIIEN0BaHUSX;
3) oTyeTbl 0 hapmakoANHAMNYECKUX UCCEeOBaHMSAX;
4) 0TYETbI O KIMHUYECKMX UccrneaoBaHmsax adhpekTMBHOCTM 1 BesonacHocTy;

5) oT4eT 0 nocTperncTpaunoHHOM ONbITE MPUMEHEHMS (NPY HanNU4uu).
(4acTb 7 BBegeHa PegepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

8. TpeboBaHusa kK 06bemMy uHdOpMaLmmM, NPpeaoCcTaBseMon B COCTaBe perncTpaumMoHHOro Aockbe, AN OTAeNbHbIX
BMOOB JIeKapCTBEHHbIX MNpenapaTtoB ANS MEAVMUMHCKOrO MNPYMEHEeHUs yCTaHaBNUBAKTCA  YNOTHOMOYEHHbIM
hedeparnbHbIM OPraHoOM UCMONTHUTENbHOW BNACTU.

(vacTb 8 BBegeHa PegepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

9. B OTHOLWIEHNM NEeKapCTBEHHbIX NpenapaToB, paspelUeHHbIX Ans MeAWMLUMHCKOro npuMeHeHust B Poccuitckon
depepaumm bonee gBaguatu neT (3a MCKMOYEHWEM OMONMOrMYecKkMX JIEKAapCTBEHHbLIX MpenapaToB), AOMycKaeTcs
BKIIIOYEHME B COCTaB pasgena dapMakofiorMiyeckon, TOKCUKOMOTMMYECKOW AOKyMEHTauMu U pasgena KriMHUYECKOM
OOKyMEHTaUMM BMeCTO oOT4yeTa paspaboTumka O pesynbTaTtax COOCTBEHHbIX [AOKIMHUYECKMX MCCrneoBaHun
NeKapCTBEHHbIX CPEACTB M KIMMHUYECKNX UCCreAoBaHU NekapCTBEHHbIX NpenapaTtoB AN MeAULUHCKOro NpUMeHeHUs
0630pa HayyHbIXx paboT O pesynbTaTax AOKMIUHUYECKMX MCCRedoBaHUA NEKapCTBEHHbLIX CPEACTB U KIMHUYECKMX
NUCCNedoBaHUA [aHHbIX NeKapCTBEHHbIX NpenapaTtoB, B TOM 4uCRe BKYas ONbIT WMX MOCTPEerncTpalMoHHOro
NPUMEHEHMS.

(vacTb 9 BBegeHa PegepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

10. Mpu rocyaapcTBEHHOW perucTpauuy BOCNPOU3BEOEHHbIX JIeKapCTBEHHbIX NpenapaToB Ans MeaVLUMHCKOro
NpUMeHeHVs1 JonyckaeTcsl BKIOYEHWe B COCTaB pasfena hapMakoiorMyeckoi, TOKCUKOMOrMYecko JOKYMeHTauum u
pasgena KiMHWYeckol [OKyMeHTauMu BMecCTO oTyeTa paspaboTyvka O pesyribTataX COOGCTBEHHbIX AOKIMHUYECKMX
nccrnenoBaHWN NekapCTBEHHbIX CpeAacTB 063opa HayuyHbIX paboT O pesynbTaTax AOKIMHUYECKUX MWCCIefoBaHUi
pedepeHTHOro NekapCTBEHHOIO npenapaTta W npeacTaBneHne BMEeCTO KIMUHUYECKUX UCCNeAoBaHWiA B NOMHOM 0bbeMe,
YCTaHOBINIEHHOM pPa3fernioM KIMHUYECKOW AOKYyMEHTaUuMKn, oTyeTa O pesynbTaTax UccrefoBaHuii GUOSKBMBANEHTHOCTYH
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®epnepanbHbivt 3akoH 0T 12.04.2010 N 61-03
(pea. ot 28.12.2017) JokymeHT npepoctasneH KoHncynbtaHTtIaroc
"06 obpalueHnn nekapcTBeHHbIX cpeacTs"” lata coxpaHerus: 25.04.2018

BOCMPOW3BEAEHHOIO JIeKapCTBEHHOro npenapaTta Ans MeauMUMHCKOrO NpumeHeHusi. He TpebyeTcs npenctaBneHue
oTyeTa O pesynbTaTax MccrefoBaHui GUOSKBMBANEHTHOCTM BOCTPOM3BEAEHHOrO FeKkapCTBEHHOro npenaparta Ans
MEAMLMHCKOrO MPUMEHEHUs!, €Cn  PEerucTpupyroTca  BOCMNPOM3BedeHHble fNeKkapCTBeHHble npenapaTbl AN
MEAMLIMHCKOro NPUMEHEHUS!, KOTOPbIE:

1) npegHasHayYeHbl Ans NapeHTepasribHOro (MOAKOXHOro, BHYTPUMBILLEYHOTO, BHYTPUBEHHOMO, BHYTPUIIa3HOIO,
BHYTPUMONOCTHOIO, BHYTPUCYCTaBHOIO, BHYTPUKOPOHAPHOIO) BBEAEHNS U NMPEACTaBNAT COGOI BOAHbIE PACTBOPhI;

2) npeacTaBnsaoT cOOON pacTBOpLI AN NepopanbHOro NPUMEHEHUS;
3) npousBeaeHbl B hopMe NOPOLLKOB U NMomnnsaTos 418 NpUroToBNEHNsI PacTBOPOB;
4) AaBNga0TCA rasamu;

5) sBNATCA YWHBIMA WMMAW [MNa3HbIMW NEKapCTBEHHbIMW MNpenapaTtamu, Npou3BedeHHbIMU B (hOpME BOAHbIX
pacTBOpOB;

6) npegHa3Ha4yeHbl And MeCTHOIro nNnpMMeHeHuna N NnpuroToBJi€Hbl B cbopme BOAHbIX PaCcTBOpPOB;

7) NpeacTaBnsaloT cobon BogHbIe pacTBOPbI AMs UCMOMb30BaHWSA B (hOpMe MHransauum ¢ nomoLlso Hebynansepa
UNN B KaYeCTBE Ha3alnbHbIX CNPeeB, NPUMEHSEMbIX C MOMOLLIbIO CXOAHbIX YCTPONCTB.
(vyactb 10 BBegeHa defepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

11. Ona cnyyaeB, ykasaHHbiX B nyHktax 1 - 3, 5 - 7 yactm 10 HacToswen cTaTbu, BOCNPOM3BEAEHHbIN
nekapCTBEHHbIN NpenapaTt ANd MeauUMHCKOro NpYMeHeHNs JOIMKEH codepxaTb Takue e BCrnoMoraTenbHble BellecTsa
B TaKMX Xe KonunyecTBax, Kak U pedepeHTHbIN nekapcTBeHHbIN npenapaT. Ecnn coctaebl BCcnoMoraTerbHbIX BELLECTB
pasnuyaloTcs, 3asBUTENb OOIMKEH MpeacTaBuTb JoKasaTenbCTBa TOro, YTO UCMONb3yeMble B AaHHbIX KOHLEHTpauusx
BCromoraTerbHble BellecTBa He BNUSIOT Ha 6esonacHoCTb U (Mnu) adphekTMBHOCTb NekapCTBEHHOro npenapaTa Ans
MeOWLMHCKOro npuMeHeHuns. B crnyyae, ecnv 3asButenb He MOXET MPeAcTaBMTb Takve Aokasatensctsa W (Mnu) He
UMeeT [OCTyrna K COOTBETCTBYKOLWMM [AaHHbIM, OH [OfKEeH MpOBECTN COOTBETCTBYIOLME WUCCNeaoBaHua NS
JokaszaTenbCcrBa OTCYTCTBUS BIUSHUSA pasHbIX BCMOMOraTenbHbIX BeLeCTB UMW BCNOMOraTenibHbIX YCTPOWCTB Ha
6e3onacHocTb U (MnKn) 3adEeKTUBHOCTL NEeKapCTBEHHOro npenapaTta Ans MeOWMUMHCKOrO MPUMEHEHUs B Mnopsiake,
YCTaHOBMNEHHOM YMNOMHOMOYEHHbBIM dheeparibHbIM OpraHOM UCMONHUTENBLHOW BNAacTy.

(vactb 11 BBegeHa depepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

12. MNpun rocygapcTBeHHOW perncTpaumm KoOMOMHauui paHee 3aperMcTpupoBaHHbIX NleKapCTBEHHbIX MpenapaToB
ANA MeanUMHCKOro NPUMEHEHUs AOMyCKaeTCs BKINOYEHWE B COCTaB pa3gena dapMakonormyeckon, TOKCUKONOrMYecKom
AOKyMEHTaUMn 1 pasgena KIMHWYEeCKOW OOKYMEeHTauuu BMeCTO oTyeTa paspaboTumka O pesynbTarax COOCTBEHHbIX
OOKINMHUYECKMX WUCCNeAoBaHWA NeKapCTBEHHbIX CpeAcTB 0630pa HayyHbIX paboT o pesynbTatax AOKIMHUYECKUX
nccnegoBaHn pedepeHTHbIX NeKapCTBEHHbIX MpenapaToB, BXOAAWMX B COCTaB KOMOMHALMW NEKapCTBEHHbIX
npenapaTos, U 06 OTCYTCTBMM UX B3aMMOLEWNCTBUSA B OOQHOMN NeKapCTBEHHOW hopMe.
(vacTb 12 BBegeHa PeaepanbHbiM 3akoHOM oT 22.12.2014 N 429-93)

13. Ha skcnepTu3dy pasnuyHbiX NekapcTBEHHbIX (hopM OAHOrO M TOro Xe JlekapCTBEHHOro npenapara Ans
MeOULMHCKOTO MPUMEHEHUS 3asBUTENb NPeAcTaBnsAeT oTAerNbHbIE 3asBMEHNS U PErMCTPaLMOHHbIE AOChEe Ha Kaxayto
nekapcteeHHyto cdopmy. lNpy ycnoBum OOHOBPEMEHHOW NoJadn Ha 3SKCMepTu3y OAHOW rekapCTBEeHHOW opMbl C
pasnuMyHbIMU JO3MPOBKOW, KOHLIEHTpaumen, o6 bemMoM 3asBUTENb NPeACTaBnNsAeT O4HO 3asiBleHNe U perncTpaunuoHHoe
[OCbe C MPUNOXeHWeM MaKeTOB YMaKOBOK Ha KaXOyrl OO3MPOBKY, KaXAYH KOHLEHTpauuio, Kaxabll o6bem n kaxagoe
KONMMYeCTBO 03 B YraKoBKe.

(yactb 13 BBegeHa depepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

14. Tpu rocygapCTBEHHOW permcTpauum opgaHHOro NekapCTBEHHOro npenaparta 3asBuTenb npeacTaBnaeT
nHdopmaumo, Heobxoanmyto Ans POpMUMPOBaHNUS pasgena KnMHUYeCKoW OOKyMeHTauuu, B obbeme, YCTaHOBEHHOM
YNONTHOMOYEHHBLIM hefiepanbHbIM OpraHoM UCMOMHUTENBHOWN BracTu.

(4acTb 14 BBegeHa depepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

15. Mpn perucTpauumn BGMONOrMYECKOro NeKapCTBEHHOro npenapara, MOflyYeHHOro U3 KpoBW, MMa3mbl KPOBM
YyeroBeka, B COCTaBe PermcTpaLmMoHHOro I0Che Ha NeKkapCTBEHHbIVM npenapart Ans MeAULMHCKOrO NPUMEHEHNST OOMKHbI
6bITb NPeacTaBneHbl AOMNOSHUTENBHO:
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"06 obpalueHnn nekapcTBeHHbIX cpeacTs"” lata coxpaHerus: 25.04.2018

1) B pasgene AOKYMeHTauuM agMMHUCTPaTMBHOMO Xapakrepa AOKYMEHT, CoaepXalumn nHdopmaumio o cybbekrax
obpalleHnss JOHOPCKOW KPOBM M (MNM) ee KOMMOHEHTOB, O TOM, rae Obina ocylecTBneHa goHaums (KpoBu u (Mnu)
nnasMmbl KpoBW), a Tawkke JaHHble 00 WHMEKUMOHHbIX 3aboneBaHusAx, nepefaruxcs napeHTepanbHbIM nyTeMm,
nHdopmauma o cybbektax obpalleHus [OOHOPCKOM KPOBM W (MNW) €e KOMMOHEHTOB, B OTHOLUEHUW KOTOPbIX
OCYLLLECTBMAETCA KOHTPOMb AOHOPCKOM KPOBU U (MfN) ee KOMMOHEHTOB;

2) B pa3gene XMMmn4eckon, papmaueBTMYECKOM U BMONOrMieckom 4OKyMEHTaLMK:
a) kputepun 1 cnocobbl 0T6Opa, TPaHCNOPTUPOBAHNS U XPaHEHWUS] LOHOPCKOW KPOBM U (UNN) ee KOMMOHEHTOB;

6) pesynbTaTbl UCCrNefoBaHUM OTOBPAHHBLIX AOHOPCKOW KPOBM W (UNK) nnasMbl KPOBM W MYFIOB Ha Hanuyune
Bo3OyauTenen WHGEKUMn, BKMYas MHOpMauMio 006 WCMONb30BaHHbIX MeToAuKax WccneaoBaHWd W B criyyvae
nuccrnefoBaHusa NyrnoB Mrasmbl KPOBU pesyrnbTaTbl AOKYMEHTanbHOro NOATBEMXKAEHWUS (Banugaumu) UCMorb30BaHHbIX
MeToauK;

B) TeXHMWYECKUEe XapaKTEepUCTUKM YNakoBKW ANA OTOOpa AOHOPCKOW KpPOBM U (MNuW) nnasmbl KPOBW, BKMAKOYas
nHopmaumio 06 NCNOMb30BaHHLIX pacTBOpax aHTUKOArynsiHTOB.
(4acTb 15 BBegeHa dPenepanbHbIM 3akoHOM oT 22.12.2014 N 429-93)

16. KnnMHuuyeckne wnccnegoBaHMsa NekapCTBEHHOro npenaparta ans MeaMUMHCKOro NPUMEHEHWs B Lensx ero
rocyaapCTBEHHOWN perncrpaumm nposoasatcs B Poccuiickon depepaumm B nopsgke, yCTaHOBNEHHOM cTatbsmu 38 - 44
HacToswero ®PepepanbHoro 3akoHa. OT4YeT O NpPOBedEHHbIX WCCNEedOoBaHMSAX BKMOYAeTCs B COCTaB pasfjena
KNMHUYECKOWN AOKYMEHTaLUN perncTpaumoHHOro JOCbe Ha NeKapCTBEHHbLIN NpenapaTt Ans MeAULUMHCKOro NMpUMeEHeHUs.
[na nekapcTBeHHbIX NpenapatoB AN MEAULMHCKOro NPUMEHEHNSs, B OTHOLLEHUW KOTOPLIX B pesyrbTare dKcnepTusbl
OOKYMEHTOB, MpeACTaBrieHHbIX AN orpefenieHns BO3MOXHOCTW paccMaTpuBaTth eKapCTBEHHbIM npenapaT Ans
MeOULMHCKOrO NMPUMEHEHNs B KayecTBe Op@daHHOro NnekapcTBEHHOro npenapaTa, Takas BO3MOXHOCTb Mpu3HaHa v B
OTHOLLEHMUN KOTOPbIX MPOBEAEHbI KNMHUYECKUE UCCNeaoBaHuWs, BbIMONHEHHbIE 3a npedenamu Poccunckon ®egepauunm
B COOTBETCTBMM C MNpaBunamm Hagnexailen nabopaTopHOM MNpakTUKM M NpaBunamm Hagnexaiien KiMHU4eCKowm
npakTuKn, OOoMycKkaeTCcsa BKIIOYEHWEe B COCTaB pasferna KIMHWYECKOW AOKyMEeHTauun BMeCTO OT4eTa O pesynbraTax
KNUHUYECKUX UCCNENOBaHMW JeKapCTBEHHOro npenapata Ansg  MeOUUMHCKOro NPUMEHEHWUsl, NPOBEAEHHbLIX B
Poccuinckon ®depepauunn, oTdyeTa O pesyrnbTaTax KIMHUYECKMX WCCrefOBaHUA, BbLINOMHEHHbLIX 3a npeaenamu
Poccuiickon depepauum.

(4acTb 16 BBegeHa deaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

17. 3asBuTenb BnpaBe NPeAcCTaBUTbL MO COOCTBEHHOW MHULMATMBE BMECTE C 3asiBIIEHMEM O rocygapCTBEHHOM
perncTpauum nekapcTBEHHOro npenapaTta Ans MeauuUMHCKOro MpUMEHEeHUs OOKYMEHTbl, MoATBepXKaatowue ynnaty
rocygapCTBEHHOM MOLWWMMHBI M YKa3aHHble B NyHKTe 10 yactu 2 HacTosdwen ctatbu. B cnydyae mx HenpeactasneHus
COOTBETCTBYIOLLMIA YNONHOMOYEHHbLIN defepanbHbii OpraH UCMAOMHUTENBLHOW BRacTu npoBepsieT (akT ynnaTtbl
rocygapCTBEHHON MOLUMWHLI 3asBUTENEM MOCPEACTBOM MCMONb30BaHUA WHpopmauum ob ynnaTte rocyaapCTBEHHOW
nownuHbl, copgepxailenca B ocygapCTBEHHON WHMOPMALMOHHOW CUCTEME O rOoCyOapCTBEHHbLIX U MyHUUMNANbHbIX
nnaTexax, Ha OCHOBaHWW nNpeacTaBMeHHbIX 3asiBUTENEeM KOMWA  AOKYMEHTOB, MOATBepXAalwux ynnaty
rocy1apCTBEHHOWN MOLUSNHBI.

(vacTtb 17 BBegeHa deaeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

18. He ponyckaeTtca umcnonb3oBaHWe B KOMMEPYECKMX LEnsxX MHdopMauum o pesynbTaTax [OKNUMHUYECKUX
uccnefoBaHUMM  NEKapCTBEHHbIX CPeacTB U KNUHUYECKUMX UCCNefoBaHWUM  NeKapCTBEHHbIX MpenapaTtoB  Arnis
MeOVLUMHCKOro MpUMEHEHUs, npeacTaBneHHOW 3asBuTerneM [Ans rocydapCTBEHHOW perucrpauumn nekapcTBEeHHOro
npenapata, 6e3 ero cornacuss B TeYEeHUEe LIECTM JieT C AaTbl FOCYyAapCTBEHHOW perncrpauum pedepeHTHOro
nekapcTBeHHoro npenapara B Poccuiickon ®epepauuu.

(vacTb 18 BBegeHa deaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

19. [epxateno unu Bhageney perucTpauMoHHOro yOOCTOBEPEHMS NEKApCTBEHHOro MpenapaTta  Ha
OMoTexXHONOrM4Yecknin unm opdpaHHbIN NEeKapCTBEHHbIM MNpenapaT 00si3aH NpedocTaBnsaTb Ha BO3ME3OHOM OCHOBE
obpasubl pedepeHTHOro NeKapCTBEHHOrO MnpenapaTta 3asBUTEeNnsM O5s NPoBeaeHUst KIMHUYECKUX MWCCreaoBaHuiM.
CtomnmocTb obpasua peepeHTHOro nekapCTBEHHOro npenapaTa, BKMOYEHHOro B NepeyeHb XXU3HEHHO HEOBXOOUMBIX U
Ba)XHEWLUNX NekapCTBEHHbLIX NpenapaToB, He AOIMKHA NPEeBbIAaThL 3aperMcTPUpPOBaHHYHO NpeaesbHY0 OTNYCKHYO LEeHY
Ha pedepeHTHbIN NeKapCTBEHHbIV NpPenapaT UIu LeHy Ha JIEKApPCTBEHHbBIN NpenapaT B CTpaHe NpOM3BOAMTENS.

(4acTb 19 BBegeHa depepanbHbIM 3aKoHOM OT 22.12.2014 N 429-03)
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20. 3asBneHue O TrocygapCTBEHHOW perncTtpauum BOCMPOM3BEOEHHOrO JIEKAapCTBEHHOrO Mpenapara ans
MEAMLMHCKOro NPUMEHEHNST MOXET ObITb MO4AHO B YNMOSIHOMOYEHHbIN heaepanbHbIi OpraH UCMOSTHUTENbHOM BracTH,
OCYLLECTBSOLWUNA rocyaapCTBEHHYIO PErMCTPaLMIO NEKapCTBEHHbIX NPenapaToB, N0 UCTEYEHMM YeTbipex NneT ¢ aaTbl
rocy1apCTBEHHOW perncTpaumm pedepeHTHOro fiekapCcTBeHHOro npenapara B Poccuiickon degepaumm.

(vacTb 20 BBegeHa defepanbHbIM 3akOHOM OT 22.12.2014 N 429-®3)

21. 3asiBrneHne o rocyaapCTBEHHOW perncrtpaumm bnoaHanorosoro (6MonogobHOro) nekapcTBEHHOrO npenapaTa
(buoaHanora) moxeT OblTb MNO4aHO B YMNOMHOMOYEHHbIN dedeparnbHblil  OpraH  UCMOMHUTENbLHON  BnacTw,
OCYLLECTBASAOLWUNA rocyAapCTBEHHYIO perucTpaumio fnekapcTBEHHbIX MpenapaTtoB, MO MUCTEYeHWW Tpex NneT ¢ AaTbl
rocy1lapCTBEHHOW perncTpaumm pedepeHTHOro nekapcTBeHHoro npenaparta B Poccuiickon degepaumu.

(yacTb 21 BBegeHa depepanbHbIM 3akoHOM 0T 22.12.2014 N 429-03)

22. lepxaTenb unu Bnagenew perncTpaumoHHOro yAOCTOBEPEHNS NEeKapCTBEHHOro npenapaTa npeacrasnseT B
YMOSTHOMOYEHHbIN (befepanbHbl OpraH UCNOMHUTENBHOW BlacTH, OCYLLECTBNSAOWNA (DYHKLMM NO KOHTPOIIO U Haa30py
B cdhepe 30paBOOXPaHEHMS, OTHET MO pe3ynbTatam dapmakoHag3opa OAMH pas3 B LWeCTb MeCsLEB B TeveHue OBYX neT
nocne rocygapCTBEHHON perncTpauumn nekapcTBeHHoro npenapata B Poccuickon degepaumm, exerogHo B TedeHune
nocrnegywmx Tpex fneT 1 B AanbHenweM oavH pa3 B NaTb NeT.

(vacTb 22 BBegeHa depepanbHbiM 3akoHOM 0T 22.12.2014 N 429-93)

Ctatbs 19. MpuHATHME pelueHUs O BblAaye IKCMNEPTHOMY YUPEXAEHUIO 3afaHUsi Ha MpoBeAeHMEe 3KCMepTU3bl NeKapCTBEHHOro
cpeacTea

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

1. B TeueHne pecAatm pabounx OHEN CO [OHA MPUHATMS 3asBMEHWST O TFOCY4APCTBEHHOM perumcrpaumm
NekapCTBEHHOro npenapata COOTBETCTBYIOLWMN YNOSTHOMOYEHHbIM efepanbHbii OpraH WCAOMHUTESNTbHON BRacTu
NPOBOAUT MNPOBEPKY MOMHOTHLI, [AOCTOBEPHOCTM W MPaBUNBHOCTU OMOPMIIEHUA MPEACTaBIEHHbIX [OKYMEHTOB
perncTpaumMoHHOro ocbe Ha ﬂeKapCTBeHHbIVI npenapart n npuHMMaeT pelleHne O Bblaave 3agaHua Ha nposefeHune:

1) aKcnepTu3bl AOKYMEHTOB, NMPeACTaBMEHHbIX ANS onpeAeneHnss BO3MOXHOCTU paccMaTpuBaTh fekapCTBEeHHbIN
npenapar asisi MEAULIMHCKOTO MPUMEHEHUS MPY OCYLLECTBIEHUN rOCYAapCTBEHHON perucTpaummn B kadectse opdaHHoro
NekapcTBEHHOro npenapara;

2) OKCNEPTU3bl J1IEKAPCTBEHHOIO CpeacTtBa B 4YaCTuU J3KCNepTu3bl KadecCcTBa J1€KApCTBEHHOrNro cpeactBa u
9KCNepPTU3bl OTHOLUEHUA OXngaemonm nosb3bl K BO3MOXHOMY PUCKY TMPUMEHEHUA JeKapCTBEHHOro npenaparta anda
MeaULMHCKOIro npuMeHeHus;

3) 9KCnepTu3bl NEeKapCTBEHHOro cpeacTBa B 4aCcTU 3KCMEPTU3bl KayecTBa MEeKapCTBEHHOro CpeacTtBa M
3KCMEPTU3bl OTHOLLEHWUS] OXWOAEMOW MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSI NIEKapCTBEHHOro npenaparta Ans
MEeOULMHCKOTO NPUMEHEHNST B NOPSOKE YCKOPEHHOW MpoLeaypbl 3KCNepTU3bl NIEKapCTBEHHbIX CPEACTB B COOTBETCTBUU
Co cTaTben 26 HacTosiwero ®egepanbHOro 3akoHa;

4) QKCNEPTU3bl INEeKapCTBEHHOro cpeactBa B OTHOLWEHWU IeKapCTBEHHOro npenapata Aanda BeTepuHapHOro
NPUMEHEHUA.

2. YNONMHOMOYEHHbIN heaepanbHbIi opraH UCMONTHUTENBHOM BNAacTn YBEAOMNSAET B SMIEKTPOHHOW hopMe Uin Ha
OymMaKHOM HOcUTENE 3asBUTENS N IKCMEPTHOE yUYpexaeHUe O NPUHATOM peLLeHUn O Bblgade 3aJaHuin Ha NpoBedeHne
3KCMepTn3, NPedYCMOTPEHHbIX YacTblo 1 HacTosien cTtaTbl, U B criy4ae HEOOXOAMMOCTU O Bblgade paspelleHus Ha
BBO3 B Poccuiickyto defepaumnio KOHKPETHON NapTuu, Cepun 3aperucTpupoBaHHbLIX U (UNKM) He3aperncTpupoBaHHbLIX
rfiekapCTBEHHbIX cpeacTB unm ob oTkase B NpoBeAeHWMM NPEedyCMOTPEHHBIX IKCMEPTU3 C yKazaHMEM MPUYMH TaKoro
oTKasa.

3. B cnyuae BbisiBNieHWs OTCYTCTBUSA UMM HEAOCTOBEPHOCTM MHGOPMaLUK, codepalleiica B npeacTaBrneHHbIX
3asBUTENEM [OKYMEHTax, YNONHOMOYEHHbI dedepanbHblii opraH WUCMOMHUTENBHOW BNacT HanpaBnseT 3asiBUTENIO
3anpoc 06 yTOYHEHWM 3TOW MHGOpMaLUUK (Oanee - 3anpoc YNofTHOMOYEHHOTo doeaeparbHOro opraHa UCMONTHUTENBHOW
BIACTM), KOTOPbLIA MOXeT OblTb nepegaH YNONHOMOYEHHOMY MPEACTaBUTENID 3asiBUTENS JIMYHO MO  PacrmcKy,
HanpasfeH Mo noyte 3akasHbIM NUCbMOM UMK NepefaH B ANeKTPOHHON ddopMe Mo TeNeKOMMYHUKALMOHHBIM KaHanam
cBasn. B cnyyae HanpaBneHus 3anpoca yrnonHoMo4YeHHoro doefepanbHOro opraHa UCMONHUTENBHOW BMACTM Mo no4ute
3aKasHbIM NMUCbMOM OH CUYMTAeTCs MOMNy4YeHHbIM Mo UCTEYEHUM LLECTU AHEN C AaTbl HAanpaBreHUs 3aKa3Horo N1cbMa.
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4. 3asButenb 0b6a3aH NpeAcTaBvTb OTBET Ha 3anpoc YNOMHOMOYEHHOro hedepanibHOro opraHa UCMONHUTENBHON
BMacTu B CPOK, He MpeBblLAWMN AeBAHOCTa pabounx gHewn co AHs ero nonydeHus. Cpok, ykasaHHbIn B YacTu 1
HacTosILLEen cTaTbyl, NPUOCTaHaBNNBaETCHA CO AHS HanpaBreHns 3asBMUTENIO 3anpoca YyrnonHOMOYEHHOro dhedeparnbHOro
opraHa UCMNorHUTENbHOW BNacTu 40 OHA NONyYeHUs UM COOTBETCTBYIOLLEro oTBETa.

5. OcHoBaHMeM [Asisi OTkasa B OpraHu3auMu 3KCMepTUs, NpedyCMOTPEHHbIX YacTblo 1 HacToslen cTaTtb,
ABNAETCA MpeacTasneHne HeobXoauMbIX AN NPoBedeHUs NPedyCMOTPEHHbIX JKCMepTU3 AOKYMEHTOB B HEMOMHOM
obbeMe WNM HenpeacTaBneHWe 3asBUTENeM B YCTAHOBMEHHbIA CPOK OTBETa Ha 3anpoc  YMNoNHOMOYEHHOro
degepanbHOro opraHa WCMOMHWUTENbHOW BMNacTW, a Takke MNpeAcTaBleHne [OOKYMEHTOB, He coJep)kalumx
McYepnbIBaloLLEro NepeyHs HeoGXoaAMMbIX CBEAEHUA.

Cratbs 20. 3kcnepTu3la 4OKYMEHTOB, NpeAcTaBlieHHbIX ANs onpeaeneHns BO3MOXHOCTU paccMaTpuBaTh JleKapCTBEHHbIN npenapart
ANA MeAULIMHCKOro NPMMEeHeHUA Npu ocyLecTBNEHNM rocyAapCcTBEHHOW perucTpaumm B kKayectse opcgaHHOro niekapcTBEHHOro npenapara

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

1. BKkcnepTr3a OOKYMEHTOB, NPeACTaBeHHbIX ANA onpeaeneHms BO3MOXHOCTM paccMaTpmBaThb fIEKapCTBEHHbIN
npenapar 4ns MeALMHCKOro NpUMEHeHUsi NPU OCyLLEeCTBNEHNN FOCYAapCTBEHHOM perncTpaummn B kadectse opdaHHOro
NeKapCcTBEHHOro npenapaTa, COCTaBfIEHME KOMUCCUEN 3KCNEPTOB 3aKNHYEHUS O BO3MOXKHOCTM MMM HEBO3MOXHOCTU
paccmaTtpuBaTb NeKapCTBEHHbIN npenapaTt Ans MeUUUHCKOro NpUMEHEHUs MpU OCYLLECTBEHUN rocyaapCTBEHHOM
peructpauunm B KayecTBe OpdaHHOro feKapCTBEHHOrO0 Mpenapata WM HanpaBfeHWe [OaHHOro 3akSloyeHus B
YNOSTHOMOYEHHbIM doefeparnbHbli OpraH MUCMOSTHUTENbHOM BfAcTU OCYLIECTBASAOTCA B CPOK, He MpeBbllakoLwmnm
Tpyauatn paboumx OHEen Co OHSA MOMyvYeHUs SKCNEepPTHbIM YyYpexaeHuem 3afaHus YyNnofIHOMOYEHHOro dheaepanbHOro
opraHa UCMOSHWUTENBHOW BRacTu U B 3NEKTPOHHON hopMe unun Ha BymakHbIX HOCUTENSX HeOBXoOAMMbIX AOKYMEHTOB,
yKasaHHbIX B nyHkTax 1, 2, 5, 6, 10 yactn 4 n B Yactn 7 ctatbn 18 HacToswero ®eaepansHOro 3akoHa.

2. [lokyMeHThl, copepalimecss B perMcTpauMoHHOM [OCbe Ha feKkapCTBEHHbI npenapaT M NocTynMBLUME Ha
BYMaXkHbIX HOCUTENSIX B SKCNEPTHOE yYpexaeHne s OCYLLEeCTBNEHMS UX 3KCNEPTU3bl ANs onpeaeneHns BO3MOXHOCTU
paccmaTtpuBaTb NeKapCTBEHHbIN npenapaTt Ans MeauLMHCKOro NpUMEHeHUs B kadecTBe opdhaHHOro rnekapcTBEeHHOro
npenapara, noanexart Bo3BpaTy B YNOMHOMOYEHHLIN hefdepanbHbIi opraH UCMONHUTENBHON BRacTM OAHOBPEMEHHO C
3aKIMIOYEHNSIMM COOTBETCTBYHIOLLMX SKCMEPTU3.

CratbA 21. PeweHne O BO3MOXHOCTU paccMaTpuBaTb JleKapCTBEHHbIA MNpenapaT NpuU OCYLECTBNEeHMU FoCyAapCTBEHHOMU
pernctpauum B kayecTBe opdaHHOro fiekapCTBEHHOro npenapara

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

1. B cpok, He npeBbIWaoLWMIA NATU paboymx OHEW CO AHS NOMYyYEeHUs 3aKNoYeHNs!, Yka3aHHOro B YacTn 1 ctaTbm
20 Hactosiwero ®denepanbHOro 3akoHa, YMNOMHOMOYEHHbI hedepanbHbIi  OpraH  UCMNOMHUTENBHOM  BRacTu
OCYLLECTBMSAET OLEHKY MOMYyYEHHOro 3aKmYeHus ONnd onpedeneHusl ero COOTBETCTBUS 3aJaHuMi0 Ha MNpoBedeHue
COOTBETCTBYIOLLIEA 3KCMEPTM3bl U YBEAOMIISIET 3asBUTENSA B SNIEKTPOHHOM ¢hopMe MnM Ha GymakHOM HocuTene o
pesynbratax MpPOBEOEHHON 3KCNEepTU3bl C MPUIIOXKEHMEM KOMWW SKCMEPTHOro 3akmioveHusi (C  COXpaHeHUem
KOHdMAeHUnansHoCTn MHPOPMaUMM O COCTaBe IKCMEPTHOW KOMUCCMU) U O BO3MOXHOCTU WM HEBO3MOXHOCTU
paccmaTtpuBaTb NeKapCTBEHHbIN npenapaTt Ans MeAULUHCKOrO MPUMEHEHUS MPU OCYLLECTBIIEHUN rocyaapCTBEHHOM
perncTpauum B kayectTse opcaHHOro nekapcTBeHHOro npenapara.

2. Tpy BbIHECEHUU KOMMUCCHEW IKCMEepPTOB 3aKMioYeHUss O BO3MOXKHOCTWM paccMaTpuBaTb JleKapCTBEHHbIN
npenapar A5 MeaMLMHCKOIO NPYMEHEHUs NMPY OCYLLECTBIEHWNM FOCYAAaPCTBEHHON perncTpaumm B ka4ecTee opdaHHoro
NEeKkapcTBEHHOro npenapaTa YNoNMHOMOYEHHbI hefepanbHblii  opraH WCMONHWTENbBHOM BMactTu B CPOK, He
NpEeBbILIAOLWNIA NATU paboymx OHEW CO AHS NONYYEeHUst 4AaHHOTO 3aKIOYEHNs, MPUHUMAET PELLIEHUE O BblAave 3aaHus
Ha MpoBEdEHME 3KCMepTU3bl KAYECTBa JEKAPCTBEHHOTO CPEACTBA U 3KCMEPTM3bl OTHOLUEHUS! OXMAAEMOW Nonb3bl K
BO3MOXHOMY PUCKY NMPUMEHEHUsI NMEKaPCTBEHHOTO npenapara A/ MEAULIMHCKOTO NPUMEHEHUS B MOPSiAKE YCKOPEHHON
npoLeaypbl 3KCNepTU3bl JIEKapCTBEHHOMO CPeACTBa B COOTBETCTBUM CO cTaTbel 26 HacTosiwero PenepanbHOro 3akoHa.

3. B cnyyae npuHATMA pelleHuMs O HEeBO3MOXHOCTM paccMaTpvBaTb JIEKAPCTBEHHBIN npenapaT Aang
MEOULMHCKOTO MPUMEHEHWS NPWU rocy4apCTBEHHOM perncTpaumm B kavyecTBe OopdaHHOro JieKapCTBEHHOro npenapaTta
YNOSTHOMOYEHHbIM  dhefepanbHbld  OpraH WUCMOMHUTENbHOW BfacTWU MpekpallaeT npouedypy rocyaapCTBEHHON
perncTpauum nekapcTBEHHOro npenapaTa. 3asBuTenb BnpaBe 00paTUTLCS B PErMCTPUPYHOLLMIA OpraH C 3asiBfIEHUEM O
rocyapCTBEHHON permcTpauumn ykasaHHOro nekapcTBEHHOro npenapara B COOTBETCTBUM CO cTaTbeln 18 HacTosiero
®egepanbHOro 3akoHa.
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CraTtbs 22. YTpaTuna cuny c 1 urons 2015 roaa. - PegepanbHbiit 3akoH oT 22.12.2014 N 429-d3.

CTtaTbsa 23. 3KCHepTM3a KayecCcTBa JfieKapCTBeHHOro cpeacrBa U 3KcnepTusa OoTHoOLWeHUsA oXupgaemon nonb3bl K BO3MOXXHOMY PUCKY
npuMeHeHUus NieKapCTBeHHOro npenapara aAnsd MeguuuHCKOro npuMmeHeHus

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

1. OkcrepTmsa KayecTBa J1eKapCTBEHHOTO CPEACTBA W 9KCMEepTU3a OTHOLWIEHUS OXuOaeMon nonb3bl K
BO3MOXHOMY PWUCKY TMNPUMEHEHUA IeKapCTBEHHOro npenapata Ansg MeAUMUUHCKOro MpPUMEHEHUs, COCTaBrieHue
KOMUCCUSIMU SKCMEPTOB 3aKIMOYEHUA NO pesynbTaTam MPoBefeHHbIX 3KCMEPTU3 W HanpasrieHne 3TUX 3aKNioYeHni B
YNONMHOMOYEHHbIN peaepanbHbIi opraH WUCNONMHUTENBHOW BracTW OCYLLECTBNAIOTCA B CPOK, He MpeBbllarowmi cTa
aecdatn pabounx gHen CO AHSA MOMYyYeHUs AKCNEPTHLIM yupexgeHuemM COOTBETCTBYIOWEro 3agaHus YNornHOMOYEHHOro
denepanbHOro opraHa WCMOMHUTENbHOW BRacTM M HeOoOXOOUMbIX [AOKYMEHTOB B 3NIEKTPOHHOW opMe unu Ha
ByMaXKHbIX HOCUTENSX.

2. B TeyeHue [aeBAHOCTA [AHEW CO [OHSA MOMNyYEeHUS peLleHUs YNormHOMOYEHHOro dpedepanbHOro opraHa
UCMOMHUTENbLHOW BMNacTM O MPOBEAEHUM SKCMEepPTU3, MPedyCMOTPEHHbIX 4YacTblo 1 HacTodllei cTaTbu, 3asBUTENb
NpeacTaBnseT B 9KCNepTHOE yUpexaeHue Ans NpoBedeHVs 3KCNepTu3bl KadyecTBa NekapcTBEHHOro cpeacTea obpasLpl
nekapcTBEHHOro npenaparta Ans MeAUUMHCKOro MpUMEHEeHUsl, Npou3BedeHHOro B COOTBETCTBUMM C TpebGoBaHMSIMU
OMbITHO-NMPOMBILLIEHHOTO M (MNN) MPOMbILLSIEHHOTO PEerfiaMeHToB, YTBEPXOEHHbIX PyKOBOAUTENEM MpPOoU3BOAMTENS
NeKapCTBEHHbIX CPeAcTB, a Takke B COOTBETCTBYWOLMX Ccryyasix obpasubl dapmMaueBTUYeckon cybctaHumm,
TecT-WTaMMa MUKPOOPraHU3MOB, KymnbTypbl KNETOK, 0Gpaslbl BELIeCTB, MPUMEHSIEMbIX [OMs KOHTPOMA KadecTsa
NeKapcTBEHHOro cpeacTBa MyTeM CpaBHEHMS C HUMU WUCCRedyemMoro NekapCTBEHHOro CpeacTBa, B KONMYecTBax,
HeobxoaMMbIX NS BOCMPOM3BEAEeHMS METO0B KOHTPOSSA KayecTea.

3. MNpu nonyyeHun o6pa3UOB IEKAPCTBEHHOrO npenapata M apmaueBTMYECKOM CcybCcTaHUMM 3SKCrnepTHOoe
yuypexaeHve BbldaeT 3asiBUTENI0 [OKYMEHT, NOATBEPXKAAlLMA MONyvyeHue YykasaHHbiX 0OpasuoB, M B CPOK, He
npesblWaLWwni Tpex pabounx AHen, yBedOMMseT B 3NEKTPOHHOW ¢opme unuv Ha BymakHOM HocuTene ob 3aToMm
YNOMHOMOYEHHbIV dhefeparbHbii OpraH UCMONHUTENBHOW BNACTW.

4, YKasaHHble B 4YacTax 2 M 3 HacTosiwen cTaTbM CPOK Ans NpeacTaBneHust 3asBuTenem obpasuoB
NeKkapcTBEHHOro npenapaTta 1 apmMaueBTUYECKON CyOCTaHLMM U CPOK YBEOOMITEHMST 3KCMEPTHLIM yypexaeHnem ob
3TOM Ha 6yMa)KHOM HocuTene ynonHOMOYeHHOro (bep,epaanoro OopraHa WUCMONMHUTENbHON BNacTu He BKIIOYaloTCH B
CpOK NpOBEeAEeHNS IKCNepTn3, NpeayCMOTPEHHbIX YacTbio 1 HacTosLeN cTaTbu.

5. [JoKyMeHTbI, MOCTYNUBLLUWE B SKCMEPTHOE yYpexaeHue Ana NPoBeAeHUs SKCNepTUs, npegyCMOTPEHHbIX YacTbio
1 HacToswen cTtaTbu, noanexar BO3BpaTy B YMOMHOMOYEHHbIN eadepanbHbIi OpraH WCMOSTHUTENbLHOW BNacTu
OAHOBPEMEHHO C 3aKIMYEHNSIMIN, MOSTyYEeHHbIMW MO pe3dynbTaTaMm COOTBETCTBYIOLLMX 3KCNEPTU3.

CrtaTbs 24. dkcnepTU3a KayecTBa fleKapCTBEHHOro CpeAcTBa U 3KCNepTM3a OTHOLWEHUSA OXMUAAEeMOW NMofb3bl K BO3MOXHOMY PUCKY
npuMeHeHUA nekapcTBEHHOro npenapara Ans BeTepuHapHOro npumMeHeHusi

1. OkcnepTvM3a kayecTBa feKapCTBEHHOrO CPeACcTBa W 9KCMepTu3a OTHOLIEHUSA OXWA3eMOW MoMb3bl K
BO3MOXHOMY PWCKY MPUMEHEHUs fleKapCTBEHHOro mnpenapata And BeTepuHapHOro MPUMEHEHWS, COoCTaBreHune
KOMUCCUSIMM OKCMEPTOB 3aKkMioYeHWn no pesynbTaTaM yKa3aHHbIX 3KCMEepPTU3 M HanpaBfeHue TakuMX 3aKioYeHUn B
YMOSTHOMOYEHHbIN hefepanbHbli OpraH MCMOMHUTENbHOW BRacTX OCYLLUECTBASATCS B CPOK, HE MpeBbIWaoWwmn cta
aecatn paboumx OHerW CO OHS MONyYeHWs! IKCNEPTHbIM yupexaeHWem 3afaHus YMoNHOMOYEHHOro denepanbHoro
opraHa WCMONHWTENbHON BRacTM C AOKyMeHTamu, yka3aHHbiIMW B 4yactu 3 ctatb 17 HacTosiwero ®egepanbHOro
3aKoHa.

(B pea. PepepanbHbix 3akoHOB OT 22.10.2014 N 313-93, ot 13.07.2015 N 241-03)

2. B TeyeHue naTHagUaTv pabounx gHen co AHS MosydeHusl pelleHns YyNnorTHOMOYEHHOro dhedepanbHOro opraHa
NCMNONHUTENBHON BNacTh O NPoBeAEHUN yKa3aHHbIX B YacTu 1 HacCTOSILLEN CTaTbM 3KCNEPTU3 3asiBUTENb NPEACTaBNAET
B O9KCMEpPTHOE YyuYpexaeHue [ANns NPOBEAEHMSI 3KCMNepTU3bl KayecTBa JIEKapCTBEHHOrO cpefcTBa 06pasupbl
neKapcTBEHHOrO npenapaTta Ans BETEPUHAPHOrO MPUMEHEHUS!, NMPOU3BELEHHOIO B COOTBETCTBMU C TpebGoBaHMAMU
TEXHOJIONTMYEeCKUX pernamMmeHToB, YyTBEepPXAEHHbIX pyKkoBoAUTENEM npoun3BoauTeNna JNeKapCTBEeHHbIX CpedcTB, a TakKxXe
obpasey, hapmaueBTMYECKOM CyOCTaHLMM B KONMYECTBax, HEOOXOOUMBIX ANsi BOCNPOU3BEOEHUS METOO0B KOHTPOMS
KayecTBa.

3. Mpu nonyyeHun o6pa3UOB IEKAPCTBEHHOrO npenapata M apmaueBTMYECKOM CcybCcTaHUMM 3SKCrnepTHOe
yuypexaeHve BbldaeT 3asiBUTENI0 OOKYMEHT, NOATBEPXAAlLMA MONyvYeHue YykasaHHbiX 0OpasuoB, M B CPOK, He
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npeBbIlWAWUN Tpex paboymx AHeW, yBeOOMNSAeT B NMUCbMEHHON dhopme 00 3TOM YMNOSIHOMOYEHHbIM dheaeparnbHbIN
opraH WCMONMHNTENBHON BNacTW.

4. Cpok Onsi npefacTtaBneHus 3asBUTENEM 0O0pasULOB JeKapCTBEHHOrO npenapata u dapmaueBTUYeCKON
cybCcTaHuuM M CPoK yBEeOOMIIEHUS SKCMEPTHbIM y4ypexgeHvem o6 3TOM B MMCbMEHHON (OpPME YMOSTHOMOYEHHOMO
deaepansHOro opraHa UCNOMTHUTENbHOW BRAcTH, YKasaHHble B YacTsX 2 U 3 HaCTOsLLEN cTaTby, HE BKITOYAKOTCHA B CPOK
nposeaeHna yKa3aHHbIX B HaCTu 1 HaCTOﬂLLLeVI CTaTbW 3KCNepTus.

5. JJoKyMeHTbl, MOCTYMNMBLUME B SKCNEPTHOE y4ypexaeHue ONs NpoBedeHVs yKasaHHbIX B YacTu 1 HacTosLiei
cTaTbW 9KCNEepTM3, MNOArnexaT BO3BpaTy B YMNOMHOMOYEHHbI dedeparnbHblii opraH WCMONIHUTENBHOW BRacTu
OOHOBPEMEHHO C 3aKIIOYEHNSIMU MO pe3ynbTaTaM yKasaHHbIX SKCNepTus.

CtaTbs 25. MoBTOpHOE NpoBeAeHUe 3KCNepPTU3bI FleKapCTBEHHbIX CPeacTB

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

1. B cny4yasix HegocTaTovHOW OBOCHOBAHHOCTU MIU HEMOJSHOThLI 3aKMHOYEHUST KOMUCCUMU 3KCMEPTOB, Hanuuus B
HEM MPOTMBOPEUUBLIX AaHHbIX, hanbcudmKaLMn BbIBOAOB 3KCMEPTU3bl FEKapCTBEHHOTO CPEACTBa, COKPbITUA OT
YMONHOMOYEHHOro doeeparnbHOro opraHa UCMONHUTENbLHOW BNacTu OCHOBaHUIA AN 0TBOAA dKcnepTa BCNeACcTBME ero
3aMHTEPECOBAHHOCTM B pesynbTaTax COOTBETCTBYIOLLENA SKCMEPTU3bl, HANMMUYMs AaHHbIX O NPSIMOM NGO KOCBEHHOM
BMeLLATENbCTBE B MPOLIECC COOTBETCTBYHLLEN SKCMEPTU3bl ML, HEe Y4YacTBYIOLUMX B €e MPOBEAEHUU, HO OKa3aBLUMX
BMUSIHWE Ha Npouecc W pesynbTaTbl ee MNPOBEeAeHMs, YNOMHOMOYEHHbIM hedeparnbHbiM OPraHoM WCMOMHUTENbBHOM
BMacTV Ha3Ha4YaeTCs NOBTOPHAs 3KCNepTU3a NekapCTBEHHOIO CpeacTBa U (MNn) aTnyeckasi aKCnepTm3a.
(B pea. PegepanbHoro 3akoHa oT 22.12.2014 N 429-93)

2. ToBTOpHas 3KcnepTM3a JIeKapCTBEHHOIO CPeACTBa NPOBOAUTCS C YY4ETOM pe3ynbTaToB paHee NpoBeAeHHON
3KCMEpPTM3bl B CPOK, YCTAHOBIEHHbLIA YMNOIHOMOYEHHbIM dedepanbHbiM OpPraHoOM MWCMOMHUTENBbHOW BMacTm U He
NpeBbILWALWUA TpuauaTn pabounx OHEW CO AHsSI MOSTyYEHUs] SKCMEPTHBbIM YyYpeXAEeHVWEM 3afaHus Ha npoBeaeHue
NOBTOPHOW 3KCNEPTU3bI NIEKAPCTBEHHOIO CpeacTaa.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. ®uHaHCcoBOe obecneyeHne BLINOMHEHWUS 3aJaHWs Ha NpoBedeHWe MOBTOPHOW 3KCMepTU3bl NEKAPCTBEHHOIO
CpeAcTBa He OCyLLEeCTBMAETCS.
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Cratbs 26. chOpeHHaﬂ npoueagypa 3KCnepTulbl IeKapCTBeHHbIX CpeacTB

1. YckopeHHas npouenypa 9KCNepTU3bl MEKapCTBEHHbIX CPeACTB B LENAX rocygapCTBEHHOW permcrpamm
NEeKapCTBEHHbIX MpenapaTtoB MPUMEHSIETCS B OTHOLIEHUN OpPdaHHbIX fEeKapCTBEHHbIX MpenapartoB, MEpBbLIX Tpex
nekapCTBEHHbLIX MpenapaToB, peructpypyemMbix B Poccunckon ®egepauum B KavyecTBe BOCMPOU3BEOEHHbIX
NeKapcTBEHHbIX NMpenapaToB, o4epeaHOCTb KOTOPbIX onpeaensieTcss B COOTBETCTBMM C HOMEPOM M OaTOM BXOASALLMX
3asBMIEHNA O TOCYOApPCTBEHHOW pernctpauumn IekapCTBEHHbIX MNpenapaTtoB B paMKax OAHOro MeXayHapogHoro
HenaTeHTOBaHHOIro HaMMEHOBAHWS NEKAPCTBEHHOrO npenapaTa unu rpynnMpoBOYHOr0 HaMMEHOBaHMUS NIEKAPCTBEHHOrO
npenaparTa, W neKapCTBEHHbIX  Mpenapartos, npegHasHayeHHbIX  UCKMYMTENBHO AN NPUMEHEHNS
HEeCOBEPLUEHHONETHUMM rpaXxgaHamu.

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

2. YckopeHHasi npouenypa 3KCnepTusbl NekapCTBEHHbIX CPEACTB B LENsX rocyAapCTBEHHOW perncrpaumu
NeKapCTBEHHbIX NPenapaToB He NPUMEHSIETCS B OTHOLLEHMWU:

1) GBuoaHanorosbix (6ronogobHbIX) NeKapCTBEHHbIX NpenapaToB (OMoaHanoros);

2) pedbepeHTHbIX NNeKapCTBEHHbIX NpenapaToB (3a UCKINIYEeHNEM OpdaHHbIX NeKkapCTBEHHbIX NpenapaTos);

3) BocCnpou3BedeHHbIX JeKapCTBEHHbIX NpenapaTtoB (3a MWCKMYEHNMEM nNepBblX TpexX PerucTpupyembix B
Poccuickon degepaunm B Ka4ecTBe BOCNPOU3BEAEHHBIX NIeKapCTBEHHbIX NpenapaToB M NeKapCTBEHHbIX NpenapaTos,

npeaHasHa4YeHHbIX UCKMIYNTENbHO ANnA NpuMeHeHna HecoBepLUEHHONETHUMN rpamaHaMM);

4) HOBbIX KOMBUHALMI 3aPErMCTPUPOBAHHBIX paHee NekapCTBEHHBIX NpenapaTos;
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5) nekapCTBeHHbIX MpenapaToB, 3aperncTpyMpoBaHHbIX paHee, HO MPOM3BEOEHHbIX B APYMMX feKapCTBEHHbIX
dopmax B COOTBETCTBMM C NepevyHeM HaMMeHOBaHW NnekapcTBeHHbIX OOpM 1 B HOBOW JO3UPOBKE.
(vacTb 2 B peq. PeaepanbHoOro 3akoHa ot 22.12.2014 N 429-$3)

3. YckopeHHas mpoueaypa aKCcrnepTusbl NeKapCTBEHHbIX CPeACTB NPOBOAUTCS MO PELUEHWI0 COOTBETCTBYHOLLErO
YMONIHOMOYEHHOro hefepanbHOro opraHa UCMONMHUTENbHON BNacT Ha OCHOBaHWUM 3asBMEHWS 3asBUTENs B CPOK, He
npeBblWaoLLni BocbMUaecaTn paboumx gHen. MNMpu aTom akcnepTm3a JOKYMEHTOB, COAepXKalnxcs B permcTpaumoHHOM
[OCbe Ha neKkapCTBEHHbIM npenapar, NpOBOAUTCA B CPOK, He MpeBblllalwmin gecatu pabounx OHen, akcnepTusa
KayecTBa NeKkapCTBEHHOIO cpeacTBa M IKCNepTU3a OTHOLLEHUS OXMAAEMON NOMb3bl K BO3IMOXHOMY PUCKY MPUMEHEHUS
neKkapCTBEHHOro npenapara NPOBOAATCH B CPOK, He NMpeBbILLaloLLMi WeCTUAECATU pabounx AHeN.

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

3.1. B oTHOweHun opdaHHbIX nekapCTBEHHbIX npenapatoB Moryt ObiTb MpeacTaBneHbl  pesynbTaThl
OOKIMMHNYECKNX UCCNedoBaHUN NEKapCTBEHHbIX CPeACTB U KIMHUYECKUX UCCMedoBaHUN NeKkapCTBEHHbIX npenapaTos
ANst MeQULMHCKOro NpUMeHeHMUs, BbINOMHEHHbIX 3a npegenamu Poccuiickon ®egepauum B COOTBETCTBMU C NpaBuiamu
Hagnexallen nabopaTopHOW NPaKTMKW U NpaBnnamMn Hagnexaluen KIMHUYEeCKON NPakTUKN.

(vacTb 3.1 BBegeHa deaeparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

4. YckopeHHasa npoueaypa 3KCnepTusbl NeKapCTBEHHbIX CPeACTB NpoBOAUTCA B MOpsiAke, YCTAHOBMEHHOM
ctatbamn 17 - 20, 23 n 24 HacTosiwero ®egepanbHOro 3akoHa, U He 03Ha4YaeT CHUXKeHUs TpeboBaHuin kK 6e3onacHoCTH,
KayecTBy 1 3h(PEKTMBHOCTM NIEKAPCTBEHHbBIX NPENapaToB.

Cratbs 27. PewweHune o rocygapcTtBeHHOW permcTpauum nekapcTBeHHOro npenapara

1. B cpok, He npeBblwaloWwun gecatn pabounx OHEN CO OHS MOMyYeHWs 3aKMoYeHUA KOMUCCUMM 3KCMEPTOB MO
pesynbTataMm 3KCNepTu3bl KavecTBa NeKapCTBEHHOro CpeacTBa M 3KCNepTu3bl OTHOLUEHWS OXMAAEeMOW Monb3bl K
BO3MOXHOMY PUCKY MPUMEHEHUS feKapCTBEHHOro npenapata, COOTBETCTBYIOLIMN YNONMHOMOYEHHbLIN doedepanbHbiv
OpraH UCNONHUTENBHON BNAcTU:

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1) pasmewaeT Ha cBoeM oduumanbHOM canTe B ceTu "NHTepHeT" COOTBETCTBYHOLUME 3aKMOYEHUS KOMUCCUM
9KCMEPTOB M OCYLLECTBASET UX OLEHKY ANS OnpeaeneHns COoTBETCTBMSA 3a4aHNI0 Ha NPOBEAEHNE 3TUX IKCNepTuUs;
(n. 1 B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

2) NpUHMMAaET pelleHne O rOCYyAapCTBEHHOM PEerucTpauuy NekapCTBEHHOro npenapaTta unv o6 oTkase B
rocyaapCTBEHHOMN PerncTpaLmm nekapCTBEHHOro npenapara;

3) BHOCWT NpY MPUHATMU pELLEHUs O rOCYAapCTBEHHOW perncTpauvu nekapcTBEHHOro npenapata AaHHble O
3aperucTpupoBaHHOM IEKapCTBEHHOM rMpenapaTte, B TOM 4yucrne o chapMaueBTUYecKon cybcTaHumu, BXoAsluen B
COCTaB eKkapCTBEHHOro npenapara, B roCy4apCTBEHHbIN peecTp IeKapCTBEHHbIX CPEACTB M BblAAeT 3asiBUTENIO
perncTpaumMoHHOe yAOCTOBEpPeHWe MeKkapCcTBEHHOro npenaparta, hopmMa KOTOpOro YTBEPXKAAETCH YMNONMHOMOYEHHbBIM
denepanbHbIM  OpraHoM WCMONHWUTENBHON BMacTW, COrfacoBaHHbIE HOPMATMBHYK [OKYMEHTaLUMo, HOPMAaTWBHbIV
OOKYMEHT, MHCTPYKLMIO MO MPUMEHEHMWIO NEKAPCTBEHHOIO npenapara M MakeTbl MepBUYHOM YNaKOBKA UM BTOPWUYHON
(noTpebuTenbckon) ynakoBKM C YyKazaHWeM Ha HUX HOMepa PervcTpaLvoHHOro yOOCTOBEPEHUs NeKapCTBEHHOro
npenapara v AaTbl ero rocylapCTBEHHON perncTpaumm Unu B cnydyae NpuHATUS peLueHust ob oTkase B rocyiapCTBEHHOM
perncTpaumm nekapcTBEHHOrO Npenaparta yBeAoMNseT B MMCbMEHHON hopMe 3asaBuTenst 06 3ToM ¢ ykazaHMeM NpuUyuH
Takoro oOTkasa. 3a Bblgayy pPEerucTpauMoHHOrO  yAOCTOBEPEHWS NEKApCTBEHHOro Mpenapata B3uMMaeTcs
rocyAapcTBeHHas NoLnuHa B COOTBETCTBUM C 3akoHodaTenbCcTBoM Poccuiickon ®enepauun o Hanorax u cbopax.

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

2. OcHoBaHveM AN OTKa3a B rocydapCTBEHHOW pervctpaumv NekapCcTBEHHOro npenaparta SABMsSeTCs pelleHne
COOTBETCTBYIOLLIErO YNOSIHOMOYEHHOIO doeaeparnbHOro opraHa MCMNOMHUTENBHOW BNAacTU O TOM, YTO KayecTBO U (Unn)
3h(PEKTUBHOCTL PErNCTPUPYEMOrO FIEKAPCTBEHHOrO npenaparta He MOATBEPXAEHbl MOMYYEHHbIMU AAHHBIMU UMK YTO
PUCK MPUYUHEHUS Bpeda 300pPOBbI0 YerioBeka WM XXMBOTHOMO BCNEACTBME MpUMEMa fEeKapCTBEHHOro npenapara
npesblWaeT 3PPEKTUBHOCTb €ro NPUMEHEHUS.

(B pea. PenepanbHoro 3akoHa ot 11.10.2010 N 271-®3)

3. MNoBTOpHOE NpeacTaBneHne B COOTBETCTBYHOLLMIA YNOMHOMOYEHHbIV heaepanbHbIi opraH UCMNOMHUTENBHON
BNacTU fEKapCTBEHHOro npenapaTa, B OTHOLUEHMM KOTOPOro MoryyeH OTka3 B FOCY4apCTBEHHOW perncrpaumm u
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KOTOPbLIN BMOCNEACTBMM NOABEPrCs M3MEHEHMIO B YacTW €ro cocTaBa, pacCMaTpyMBaeTCs kak npeacTaBlieHNe HOBOro
NEeKapCTBEHHOro npenaparta Ha €ero rocyAapCTBEHHYK PErucTpauuio He3aBMCMMO OT COXPaHEHWS ero nepBUYHOrO
HaMMeHOBaHUS.

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

CraTtbsa 27.1. nOpﬂAOK onpegerieHNA B3aMmMmo3aMeHAeMOCTHU JNieKapCTBEeHHbIX npenapaTtoB Ansd MeguUuUHCKOro npuMmeHeHus
(BBepeHa degepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

1. B3aMmo3amMeHsieMOCTb JNIEKapCTBEHHbLIX MpenapaTtoB And MeOULNHCKOro npuMeHeHUA onpeaendaeTtca B
nopsaake, yCtaHOBJIEHHOM npaBI/ITeJ'IbCTBOM Poccuiickon d>ep,epau,m/|, Ha OCHOBaHWMK cneaywmnx napamMmeTpoB:

1) okBMBaneHTHOCTb (Ans ©uoaHanoroBbiXx (6MONOAOOHLIX) NekapCTBEHHbLIX npenapaTtoB (buoaHanoros) -
COMOCTaBUMOCTb) KAYeCTBEHHbIX U KOMMYECTBEHHbIX XapakTepucTmk dhapmMaLeBTM4ecKux cybcTaHumin (Mcnonb3oBaHmne
pasnuuHbIX conem, achnpoB, KOMMNIEKCOB, N30MEPOB, KpUCTaNIM4ecknx opM 1 ApyrMx NPOM3BOAHbLIX OAHOMO U TOrO Xe
OeNCTBYIOLLEro BewecTBa He SBMNSETCA NpensaTCTBMeM AN B3auMO3aMeEHSEeMOCTW feKapCTBEHHbIX NpenapaTos, ecnu
npu NpoBedeHnn uccnenoBaHWs GUMO3KBMBANEHTHOCTW NEKapCTBEHHOro npenapaTta unyv B Cry4yae HEeBO3MOXHOCTM
npoBedeHus 3TOr0  UCCMedoBaHMA NpW  MNPOBEAEHUM  UCCMedoBaHuUs  TepaneBTUYECKOW  3KBMBANEHTHOCTU
nekapCTBEHHOro npenapaTta [oKa3aHO OTCYTCTBUE KIMHUYECKU 3HAYUMMbIX pasnuuui apmMakoKMHeTVKU u  (1nwu)
6e3onacHoCTM 1 aPPEKTUBHOCTM NEKAPCTBEHHOIO NpenapaTta Ana MeguUMHCKOro NPUMEHEHNs);

2) 9KBMBanNeHTHOCTb fleKapCTBeHHON (hopMbl (NO4 3KBMBANEHTHLIMW NeKapCTBEHHbIMM (DOpMamMu MOHMMAOTCA
pasHble nekapcTBeHHble (OpMbl, UMEloLIMe OAMHaKoBble crnocob BBedeHWs n cnocob npumeHeHuns, obnaparoimne
conocTaBUMbIMU hapMakoOKUHETUYECKUMU XapaKTepUcTUkaMm 1 hapMakonormieckum gencresmem n obecneunsaioLlme
Takke [OCTMXKeHMEe HeobXoaMMoro KnuvHuyeckoro adpdpekta. Pasnuumsi nekapcTBeHHbIX OpPM He SBMSATCHA
npenaTcTBMeM [Ans WX B3aMMO3aMEHSIeMOCTW, ecnv Mpu NpoBedeHUW WccnedoBaHns OUO3KBMBANEHTHOCTM
nekapcTBEHHOro rpenapaTta WM B Clyvae HEBO3MOXHOCTU MPOBEAEHUS 3TOr0 WUccnefoBaHWs Npu NposBefeHum
nccriefoBaHns TeparneBTUYECKON SKBMBANEHTHOCTM JIeKapCTBEHHOro npernaparta [AoKasaHO OTCYTCTBUE KITMHUYECKU
3HAYUMBbIX Pas3nMuMn PapMakoKMHETUKN 1 (Mnn) 6esonacHocTn 1 3PPEKTUBHOCTU MNeKapCTBEHHOro npenapara Ans
MeOULMHCKOrO NPUMEHEHNS);

3) 9KBMBANEHTHOCTb UMM COMOCTaBMMOCTb COCTaBa BCMOMOraTesibHbIX BELLECTB JIEKAPCTBEHHOIO npenapara Ang
MEAMLMHCKOTO MNPUMEHEHUsT (pasnuumus cocTaBa BCMOMOraTesNlbHbIX BELLECTB JIEKAPCTBEHHOro npenaparta [Ans
MEAVLMHCKOTO MNPUMEHEHUST HEe SBMSTCS NPEnsiTcTBUEM ANs MX B3aMMO3aMEHSIeMOCTM, €Cnv Mpu NPOBEAEHMM
uccnenoBaHms OGUMO3KBMBANEHTHOCTM EKapCTBEHHOro npenaparta Ans MegULMHCKOTO NPUMEHEHWs unu B crydvae
HEBO3MOXHOCTM MpoOBedeHUss  3TOro0  UCCnegoBaHMs NpuM  MPOBEAEHUN  UCCNedoBaHWUs  TepaneBTUYeCKOW
3KBUBAIEHTHOCTU JIEKApPCTBEHHOrO npenaparta Ans MeOUUUHCKOrO MPUMEHEHMSI OOKa3aHO OTCYTCTBME KITMHMYECKM
3HAYUMBbIX Pa3nMuMin PapMakoKMHETUKM U (Mnm) BesonacHocT 1 3PdEKTUBHOCTU NEKApCTBEHHOrO npenaparta ans
MEAMLMHCKOro nNpuMeHeHus. pu 3ToM pasnmumsa cocTaBa BCMOMOraTeribHbIX BELLECTB He AOMKHbI MPUBOOAUTD K PUCKY
BO3HMKHOBEHUST CEPbE3HbIX HEeXenaTeslbHbIX peakuni y OTAENbHbIX TPYNn NauMeHTOB UIM MOBbLILEHUS 4acTOTbl UX
BO3HMKHOBEHUS);

4) MOEHTUYHOCTbL cnocoba BBeAeHUS U NMPUMEHEHUA;

5) oTCcyTCTBME KIIMHUYECKM 3HAYUMbIX pPasfMyunin nNpu MNPOBEAEHMM WUCCRefOoBaHUa OGUO3KBMBANEHTHOCTH
nekapcTBEHHOro npenapaTta Unun B criyyae HEBO3MOXHOCTU NPOBEAEHMS 3TOrO UCCNeLoBaHNs OTCYTCTBME KMMHUYECKN
3HAYMMbIX pPa3nNUuMin nokasatenen 6esonacHocTM M 3dEKTUBHOCTU JIEKAPCTBEHHOrO MpenapaTta npu npoBefeHum
nuccrieqoBaHua  TepaneBTUYECKOW  SKBMBANEHTHOCTWM. [laHHbIA  napameTp He MNPUMMEHSIETCS B OTHOLUEHWUU
BOCMPOM3BEAEHHbIX NEKApCTBEHHbIX MpenapaToB, ykasaHHbix B 4Yactu 10 ctatbm 18 HacTtosiwero degepanbHOro
3akoHa. B oTHoweHun ©OunoaHanoroBbix (O6MONoOO0GHLIX) NEKapCTBEHHbIX npenapatoB (buoaHanoroB) OaHHble 06
OTCYTCTBMM KITMHUYECKM 3HAYMMbIX pasnuuumn GesonacHocTn, 3(EKTUBHOCTU U MMMYHOrEHHOCTU NEKapCTBEHHOrO
npenapaTa no pesynbTataMm NpoBefeHUs KMNMHUYECKUX UCCneaoBaHui NpefoCTaBnsanTca B Nopsiake, YCTaHOBEHHOM
HaCTOSLLEN YaCTbIO;

6) cooTBeTCTBME NPOW3BOAUTENSA NEKapCTBEHHOro cpedcTea TpeGoBaHWsAM Hadnexallen Npou3BOACTBEHHOM
NpaKTUKK.

2. CpaBHeHMe NapamMeTpoB PErucTpupyeMblX JEKapCTBEHHbLIX MpenapaTtoB Ans MeAULUMHCKOrOo MNpUMeHeHus!
OCYLLECTBIISAETCH KOMUCCHEN IKCTIEPTOB IKCMEPTHOTO YYPEXKAEHUS NPU NPOBEAEHNN IKCNEPTU3bl TaKMX NTEKaPCTBEHHbIX
npenapatoB B MNpoLecce WX rocyaapCTBEHHOW perucTpauun. BbiBoabl SKCMEPTOB O B3aMMO3aMEHSEMOCTU WK
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HeB3aVMMO3aMeHSIEMOCTW NEeKapCTBEHHbIX NpernapaToB AN MEAMLMHCKOro MPUMEHEHUs, cAenaHHble B pesynbraTe
3TOr0 CpaBHEHUS, OOPMNSIOTCS B BUAE NPUIOXKEHUST K 3aKMOYEHUIO 3KCMepToB No opMe, YTBEPXAEHHOW
YMNONIHOMOYEHHbIM heeparbHbIM OPraHOM UCMONMHUTENBHON BRacTy.

3. TMonoxeHnst HacTosiLLeNn CcTaTbW He pacrpoCTPaHsTCA Ha pedepeHTHble JeKkapCTBEHHble NpenapaThbl,
NeKapCTBEHHble pacTUTENbHble MpenapaTtbl, FOMeonaTU4Yeckne IeKapCTBEHHble npenapaTbl U JeKapCTBEHHbIe
npenaparbl, KOTOpble paspeLleHbl AnA MeauLUMHCKOro npumeHeHns B Poccuiickon ®egepauun Gonee asaguat net 1 B
OTHOLLEHWWN KOTOPbIX HEBO3MOXHO NpoBeAeHNe UCCrneaoBaHnsa X BMO3KBMBANIEHTHOCTH.

CTtaTbs 28. PernctpauMoHHOe yAOCTOBEPEHME NEKAPCTBEHHOIO Npenapara

1. PerucrpaumoHHOe YyOoCTOBEpPEHME eKapCTBEHHOro npenapaTa C ykasaHMem eKapCTBEHHbIX (opM U
[O3MPOBOK BbifaeTcs GecCpoYHO, 3a UCKMIOYEHVEM PErMCTPaLMOHHOMO YAOCTOBEPEHUs! NeKkapCTBEHHOro npenapara,
BblJaBAaEMOro CO CPOKOM [ENCTBUA NATb NET, Ha BrepBble pernctprpyemMblie B Poccuiickoit ®enepauunm nekapcTBeHHbIe
npenaparbl.

2. Mo uctevyeHmmn ykasaHHOro B Yactu 1 HacTodAwen cTaTbu Cpoka BblgaeTcs 6eccpovHOoe perucTpaumoHHoe
yOOCTOBEpPEHME NeKapCTBEHHOro npenapaTa npu YCnoBun NOATBEPXKAEHNSA €ro rocy1apCTBEHHON perncTpaumm.

3. B cny4ae BHeceHusi B cooTBeTcTBUM co cTaTbsamm 30 n 31 Hactosiwero ®egepanbHOro 3akoHa M3MEHEHUN B
cogepXawmecss B pPErucTpauuMoHHOM [OCbe Ha 3aperMcTpyMpoBaHHBLIN  JIEKAPCTBEHHbIM nNpenapaT OOKYMEHTbI,
3aTparmBalonX CBEAEHUsl, OTPaXEHHble B PErncTpauMoHHOM YOOCTOBEPEHUM NEKapCTBEHHOro npenapaTa,
YNOMHOMOYEHHbIV dhefepanbHbIi OpraH MCMOMHUTENbHOW BNacTu BblAaeT HOBOE perucTpaLMoHHOEe YAOCTOBeEpeHue
nekapcTBEHHOro npenapara, coaepallee BHECEHHbIE B HETO U3MEHEHNS.

(yacTb 3 BBegeHa PegepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

4. B cnyyae yTtpaTbl WM MOBPEXOEHWUS PErncrpauvoHHOro yOOCTOBEPEHMST NeKapCTBEHHOrO npenaparta Mo
3asBMEHNI0 B NMUCbMEHHOW (hOpMe AepxaTenst Unu Brnagenbla perncTpalMoHHOro y4OCTOBEPEHMUST NIEKAPCTBEHHOIO
npenapata WM YNOSTHOMOYEHHOIO MMMW [PYroro HpuUaUYeckoro nuvua o Bblgade Aybruvkata perncrpauyoHHOro
yOOCTOBEPEHUS NTEKAPCTBEHHOTO npenapara ynomHOMOYEHHbIN hefepanbHbii OpraH UCMOSTHUTENbHON BRAacTu B CPOK,
He MpeBblAKWNA OecAaTn paboumx OHEM CO OHSA MOCTYNNEeHus 3asiBfeHus, BbldaeT Aybnukat pernctpauuoHHOro
yOOCTOBEPEHMS  NIEKAPCTBEHHOro npenaparta. 3a Bblgady Agybnukata  perMcTpauMoOHHOrO  yAOCTOBEpPEHUs
NeKkapcTBEHHOro mnpenapata B3MMaeTCA roCyAapCTBEHHad MOWMMHA B COOTBETCTBUM C  3aKOHOL4ATENbCTBOM
Poccuiickon ®enepauum o Hanorax u cbopax.

(vacTb 4 BBegeHa defepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

Cratbs 29. NoaTsepxaeHne rocynapcTBeHHON permcTpauum nekapcTBeHHOro npenapara

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

1. MNoaTBepxaeHNe rocygapCTBEHHOW perMcTpauun fekapCTBEHHOMO npenaparta OCyLWeCTBAAeTCA Npu Bbligaye
BeccpoYHOro permcTpaumMoHHOro yaoCTOBEPEHMS NIEKAPCTBEHHOrO nNpenaparta B crny4vae, yKkasaHHOM B 4acTu 2 cTaTbu
28 Hactodwero ®enepanbHOro 3akoHa, B CPOK, He MpeBbillaloWMiA LWecTnaecatn pabounx gHen co OHSA NosnyyveHus
COOTBETCTBYHOLLMM YNOJTHOMOYEHHbIM cbe,uepaanblm opraHom WCMOMHUTENbHOW BNacTu 3asiBNeHns o noaTeepXxgeHun
rocyjapCTBEHHOW perucTpalmm nekapCcTBeHHOro npenaparta. He ocyllectBnseTcs NOATBEpXOeHWe rocyaapCTBEHHOM
pervctpaumy B OTHOLLEHUN NEKAPCTBEHHOIO NpenapaTa, He HaxoamBLlerocs B obpatleHnn B Poccunckon Pegepaumm B
TeyeHne Tpex M Oonee neT, a Takke B OTHOLUEHWM NEKAPCTBEHHOIO CPEeACTBa, MPOU3BEAEHHOIO C HapyLUeHVEM
TpeboBaHWs1, yCTAHOBIIEHHOTO YacTbto 3.7 ctatbk 71 HacTosiwero ®egepanbHOro 3akoHa.

2. 3asaBneHune o noarsepXxgeHun FOCWJ,apCTBeHHOVI perncTpaunmn nekapCTtBeHHOro npenaparta npeacraBndeTca B
COOTBeTCTByPOLLI,VIIZ yI'IOJ'IHOMO‘-ISHHbIVI cbe,u,epaanblﬁ opraH WCMNONHUTENbHON BRactu He paHee 4emM 3a CTO
BOCEMbAECAT AHEN A0 UCTEYEeHUs CpoOKa OencTeus perncTpaumMoHHOro yaoCtoBepeHud NNekapCTBeHHOIo npenapara.

3. [lloaTteepxaeHne rocygapCTBEHHOM perncTpaumm nekapcTBEHHOro npernapaTta  OCYyLWeCTBAsSeTcs Mo
pesynbTataMm 3KCMepTU3bl OTHOLUEHUSI OXWOAeMOW NOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS feKapCTBEHHOro
npenapaTta Ha OCHOBaHUWN pPe3yNnbTaTOB MOHUTOPUHra 3(EKTUBHOCTM 1 GE30MacHOCTU NeKapCTBEHHOrO npenapaTa,
NpOBOAMMOro AepXaTeneM Wnv BnagenbLeM perMcTpaumoHHOrO yOOCTOBEPEHUS NeKapCTBEHHOro npenapata nubo
YNOSTHOMOYEHHBIM UMW IOPUANYECKUM FINLIOM, a TakkKe COOTBETCTBYHOLLMM YMOSIHOMOYEHHbIM hedeparbHbIM OpraHoM
NCNOSTHUTENBHOM BNAacTU B COOTBETCTBUM C TpeboBaHuAMM cTaTbn 64 HacTosiwero PegepanbHOro 3akoHa.
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4. K 3aaBneHno 0 nogTBEepXXOEeHWM rocygapCTBEHHOW perncrpauumn NekapcTBEHHOro npenapara npunararTes
OOKYMEHTbI, coaepalime pesynbTaTbl MOHUTOPUHra 3dEKTMBHOCTM U ©Ee30NacHOCTU NeKapCTBEHHOIoO npenapara,
NPOBOAMMOrO AepXaTenem wWnu BragenbuemM perncTpaumoHHOro yAOCTOBEPEHUS fEeKapCTBEHHOro npenapata nvbo
YNOMHOMOYEHHBIM UMM LOPUAMYECKUM TNMLOM, MO dopMe, YTBEepPXOEHHOW COOTBETCTBYHOLUM YNONHOMOYEHHbIM
denepanbHbIM OPraHOM WCMOSNTHUTENbHOW BMNAcCTW; KOMWUS NIMLEH3MU Ha NMPOM3BOACTBO fIEKAPCTBEHHbLIX CPEACTB UMK
KOMUS 3aKMYeHMst O COOTBETCTBMM MPOM3BOAMTENS NEKAPCTBEHHbIX CPEACTB TpebOoBaHUAM MpaBuil Hagnexallewn
NPOM3BOACTBEHHOW MPAKTUKK, BblOAHHbIE YMONTHOMOYEHHbIM beaepanbHbiM OpPraHoOM WCMOMHUTENBbHOW BRacTu, B
crnyyae, ecnu Npou3BOACTBO NEKApPCTBEHHOro npenaparta ocylecTBnsetrca B Poccunckon degepauun, nubo konus
BblAaHHON YMOSIHOMOYEHHbIM OPraHoOM CTpaHbl MPOU3BOAUTENS JNULUEH3UM HA MNPOU3BOLCTBO fEKAPCTBEHHOro
npenapata M ee nepeBOf Ha PYCCKUA £3blK, 3aBEpPEHHble B YCTAHOBMEHHOM MOPSAKE, WU KOMUS 3aKMyeHus o
COOTBETCTBMM NPOU3BOOUTENS JIEKAPCTBEHHBIX CpeacTB TpeboBaHMAM MpaBun Haanexalleh npov3BOACTBEHHON
NpaKkTVKK, BbIAHHOIO YMNOMHOMOYEHHbIM defeparnbHblM  OpPraHoOM MWCMOMHWUTENBHOW BMRAacTtu, B Criyyae, ecnu
Npon3BOACTBO JIEKAPCTBEHHOrO NMpenapara ocyLlecTBnsieTcs 3a npegenamm Poccunckon degepaumn. B oTHOLWEHMM
NEKapCTBEHHbIX NpenapatoB AN BeTEPMHAPHOIO MPUMEHEHUS AOMOSNHUTENbHO NPEACTaBNATCA LOKYMEHTbI,
yKasaHHble B nognyHktax "a", "6", "k", "n" nyHkta 4 yactu 3 crtatbum 17 Hactoswero degepanbHoro 3akoHa. B
OTHOLUEHMN OMONOrNYECKUX JEKAapCTBEHHbIX NpenapaToB 3asBUTENb AOMOSHUTENBHO MNpeacTaBnsieT pesyrnbTaThl
OCYLLECTBMNEHUS MEPONPUATUA B COOTBETCTBUM C MMIAHOM YMPaBMNEHUS PUCKaMW, YTBEPXKOEHHbLIM YMOSTHOMOYEHHbIM
defepanbHbIM - OpPraHOM  UCMOSTHUTENbHOW  BMAcTM  MNpUM  OCYLLECTBMEHUW  TFOCYAapCTBEHHOW  perncrpauuu
nekapcTBeHHoOro npenapata. C 3asiBneHMeM O MOATBEPXOEHWM TOCYAapCTBEHHOW perucTpaumuy NekapcTBEHHOro
npenapaTa 3asiBUTENb NpeacTaBnsieT KONUIO JOKYMEHTa, MOATBEPXAALWero ynnaty rocyaapCTBEHHOW MOLUSUHBI 33
noaTBEPXAEHWE [OCYAapCTBEHHOW perucTpaumMmM nekapcTBEHHOro npenapata, nmbo BnpaeBe npeacTaBuTb MO
COOCTBEHHOW WHMUMATMBE YyKal3aHHbI OOKYMeHT. B crnyyae HenpeacTtaBneHust yka3aHHOTO  [OKYMeEHTa
YNOSTHOMOYEHHbIN befepanbHbIA OpraH UCMONHUTENBHOW BrAacTu NpoBepsSieT akT ynnaThl rocy4apCTBEHHOM NMOLUIUHBI
3a9BUTENEM MOCPEACTBOM MCMONb30BaHUA MHdopMauun ob ynnate rocygapCTBEHHOW MOLUMMHbI, COAEpXKaLLencs B
ocyaapCTBEHHOW WMHMOPMAaLMOHHON CUCTEME O FOCYOAPCTBEHHBIX U MyHUUMMANbHbIX MnaTexax, Ha OCHOBaHWM
npeacTaBneHHON 3asBUTENEM KON JOKYMEHTA, MOATBEPXKAAIOLLEro YNnaTy rocy4apCTBEHHOW MOLUMUHBI.

5. B TeuyeHue pecAtTM paboumx OHEN CO AHA NPUHATUS 3asBlEHUst O MOOTBEPXOEHWM TOCYAapCTBEHHOW
pervctpaumm NekapcTBEHHOro npenapaTta U AOKYMEHTOB, COAepXXallmMX pe3ynbTaTbl MOHUTOPUHra 3h(EKTUBHOCTM ©
fes3onacHOCTM nekapCTBEHHOro MpenapaTta, MPOBOAMMOrO AepxaTenem wnu BriagenbueM perncrpalyoHHOro
YOOCTOBEPEHMSA NIEKAPCTBEHHOrO npenaparta fMbo YNONTHOMOYEHHBIM UMW HOPULMYECKAM NULOM, YNOSTHOMOYEHHbIN
denepanbHbin opraH UCNOMHUTENBHOW BNACTU:

1) npoBOANT NPOBEPKY MNOJTHOTDI cBedeHun, cogepXxawmnxca B npeacraBlieHHbIX 3adBUTENEM OOKYMEHTaX;

2) npuHMMaeT pelleHne O nposefeHuM unu o6 oTkase B MPOBEAEHUWN IKCMEPTU3bl OTHOLUEHMS OXMAaemMown
nomnb3bl K BO3MOXHOMY PWUCKY NPUMEHEHWUS NeKapCTBEHHOro npenaparta Ha OCHOBaHWWM Pe3yrbTaTOB MOHUTOPUHIa
addekTMBHOCTM M Be3onacHOCTM fekapCTBEHHOro npenapaTta, NPOBOAMMOrO AepXaTenem unu BrRagenbuem
perucTpaumoHHOro YAOCTOBEPEHMS fieKapCTBEHHOro npenaparta Nnbo yNnorTHOMOYEHHbIM VMKW I0pUANYECKUM MULOM, a
Takke egepanbHbIM OPraHOM WCMOMHWUTENbHOW BRAacTy B COOTBETCTBMM C TpeboBaHWaMM cTaTbu 64 HacTosLero
depepanbHOro 3akoHa;

3) yBeooMnsieT B 3MEKTPOHHOW popme unum nucbMeHHoW d¢opMe 3asiBUTENA U 3KCMEepTHOE YyupexaeHue O
MPUHATOM peLueHnn nubo B crnyvae NpUHATUS pelleHnss o6 oTKase B MPOBEAEHUN IKCMEPTU3bl YKA3bIBAET MPUYMHBI
Takoro oTkasa.

6. B cnyyae BbigBRNEeHUs HeEOOCTOBEPHOCTU M (MNKN) HeOoCTaTOYHOCTU MHGOpMaLMK, coaepXallenca B
NPeLCTaBMeHHbIX 3asiBUTENEM [JOKYMEHTax, YMOJIHOMOYEHHbI dhedeparnbHbli OpraH MWCNOMHUTENBHOW BnacTu
HanpaBnseT 3asBUTENI0 3anpoc 006 YTOYHEHMM yka3aHHOW MHGOpMaumu. 3anpoc ynomHOMOYEHHOro dedeparnibHoro
opraHa MWCMOMHUTENbHOW BacTu MoXeT ObiTb nepegaH YNOSIHOMOYEHHOMY MNPeACTaBUTENO 3asiBUTENS JIMYHO MNOA
pacnucky, HanpaeneH no noyTe 3akasHbIM MMCbMOM WU NepeaaH B SNEKTPOHHOM hopMe MO TENEKOMMYHUKALMOHHbIM
KaHanam cBA3n. B criyyae HanpaBneHusa 3anpoca ynonHOMOYEHHOro defeparnbHOro opraHa UCNOSTHUTENBHOM BNacTu
no noyte 3akasHbiM MUCbMOM OH CYMTAETCH NOSTyYEHHbIM MO UCTEYEHMM LIECTU AHEW C AaTbl HaNpaBfeHUsa 3aKkasHoro
nucbma.

7. 3agBuTenb 065s3aH NpeacTaBUTb OTBET Ha 3anpoc YNOSTHOMOYEHHOro dhefeparibHOro opraHa UCMNONHUTENBHON
BNacTu B CPOK, He MpeBblLaloWmMin AeBsHocTa paboynx gHen co AHs ero nonydeHus. Cpok, ykasaHHbIM B Yactn 5
HacTosILLEN CTaTbyl, NPUOCTaHABNNBAETCA CO AHS HanpaBreHns 3asBUTENIO 3anpoca YynonHOMOYEHHOro dedeparnbHOro
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opraHa WCMoHUTENbHON BrlacTu 40 OHSA NOJyYeHUsl UM COOTBETCTBYIOLLErO OTBETA U HE YUUTBLIBAETCS NMPY UCHUCTIEHUN
Cpoka noATBepXaeHWsl rocyAapCTBEHHON perncTpaummn nekapcTBeHHOro npenapara.

8. OcHoBaHMeM Ons oTkasa B MPOBEAEHUUN 3KCMNEPTM3bl OTHOLLUEHUSA OXMOAEMON MONb3bl K BO3MOXHOMY PUCKY
NMPMMEHEHWS FeKapCTBEHHOrO npenapata SBMnseTcs MpeAcTaBfeHne [OKYMEHTOB, cogepXawux pesynbraTbl
MOHUTOPUHIra 3(PPEKTUBHOCTN U BE30MacHOCTN NEKapCTBEHHOro npenapara, U (Unu) B OTHOWWEHMM BMONOrMYecKmx
J1IeKapCTBEHHbIX MnpenapaTtoB pe3ysibTaToOB OCYLUleCTBIIEHUA MepOI'IpI/IFlTI/IVI B COOTBETCTBMM C MNJ1IaHOM YynpaBlieHUA
puckamu, yteepxgeHHbIM YyNnOoJIHOMOYEHHbIM (be,qepaanblm opraHom MCMNONTHUTENbHOW BracTu npn ocyLlecTBlieHUn
rocyJapCTBEHHOM perMcTpaummM JekapCcTBEHHOrO npenaparta, B HenorHoM obbeme, OTCYTCTBUE MHpopMauum,
noAaTBepxaatrowen akT ynnaTel rocyfapCTBEHHOM MOWMHLI 32 MOATBEPXKAEHUE TOCYLApPCTBEHHOW perucrpauum
rfiekapCTBEHHOro npenapaTa, NMbo HenpeacTaBreHne 3asiBUTENIEeM B YCTAHOBJIIEHHbLI CPOK OTBETa Ha YKa3aHHbIA B
yacTu 6 HacTosLWen CTaTbW 3anpoc YMNOSHOMOYEHHOro dyefdeparnbHOro opraHa MCMOSIHUTENbHOM BfacTu, a Takke
OTCYyTCTBME B YKa3aHHbIX OOKYMEHTax MHCbOpMaLI,VIVI, KOTOpaaA OOoJmKHa ObITb B HUX OTpaxeHa.

9. OKkcnepTn3a OTHOLLIEHMS! OXUAAEMOW NOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHWS NIeKapCTBEHHOro npenaparta B
LiensiX NOATBEPXXOEHUS rOCYyAapCTBEHHON perncTpaummn NekapCTBEHHOMO Npenaparta NpoBOAUTCS KOMUCCUEN 9KCNePTOB
9KCMEPTHOTO YYPEXKOEHUS B CPOK, HE MPEBbILIAIOWNIA COpoKa pabounx gHeNn.

10. B cnyyae HegocTaTOYHOCTM MpPEeACTaBIEHHbIX JKCMEpPTYy MaTepuanoB Afs Aayu 3akfioveHus 3KcnepT
obpallaetcs K pPyKOBOAMTEMIO IKCMEPTHOrO YYpEeXAEHUs O MNpefoCTaBfeHUun emy HeobxoaMMbiX MaTepuarnos.
PykoBoguTenb SKCMEpPTHOro y4ypexaeHus obpaliaetcs C  COOTBETCTBYHOLLMM 3anNpoCOM B YNOSIHOMOYEHHBbIN
denepanbHbli  OpraH MCMONHUTENbHOWM BNAcTW, BbIOABLWIWA 3aJaHMe Ha MpoBedeHWe JKCnepTu3bl OTHOLUEHUSA
OXMOAEMOM NOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NEeKapCTBEHHOro npernapata Ha OCHOBaHWM [OOKYMEHTa,
copgepxallero pesynbTaTbl MOHUTOPUHIa 3pekTMBHOCTM N 6e30MacHOCTU NeKapCTBEHHOro npenapaTta. B TeyeHne
NsTK paboynx OHEN CO OHSA MOCTYMMEHUs 3anpoca PyKOBOAUTENS SKCMEPTHOMO YUYPEXAEHUs! yKasaHHbIN deaepanbHbIi
OpraH WCMONHUTENbHOM BIacTU HanpaBnsieT 3asiBUTENO 3anpoc O MNpPeACcTaBfeHUun HeobXoauMMbIX MaTepuarnos,
KOTOPbIN MOXeT ObiTb nepefaH yNOSTHOMOYEHHOMY MPEACTaBUTENIO 3asBUTENSA JIMYHO MOA PachuCKy, HamnpasfeH Mno
noyTe 3aKasHbIM MMCbMOM UNW NepedaH B 9MEKTPOHHOW hopMe MO TENEKOMMYHUKaLMOHHLIM KaHanam cBsa3un. B crniyyae
HanpaBneHus 3anpoca YnorHOMOYEHHOro denepanbHOro opraHa MWCMOMHUTENbHOM BNacTy MO MOYTe 3aKa3HbiM
NMMCbMOM OH CYUTAETCs NOSTYYEHHbBIM MO UCTEYEHMM LLECTU OHEN C AaTbl HanpaBneHnst 3akas3Horo nN1cbma.

11. 3asButene o0653aH npeacTaBuTb OTBET HA 3anpoc  YMNOMHOMOYEHHOro dpefepanbHOro opraHa
WCMOMHMTENBHOW BNacTu B CPOK, HE MpPEBbILAWNA WecTugecatm pabounx OHEN CO AHA MOSyYeHMs yKa3aHHOro
3anpoca. YmnornHOMOYEHHbIN bedeparbHbIi OpraH MCMOMHUTENbHOM BNAacTW, BblAaBLUWW 3aJaHWe Ha npoBedeHue
3KCNEPTM3bl OTHOLUEHUS] OXMAAEMOW MNOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NEeKapCTBEHHOro npenapara Ha
OCHOBaHUM JOKYMEHTa, coepallero pesynbTaTbl MOHUTOPUHra 3¢pdEKTUBHOCTU U Ge30NacHOCTU fekapCTBEHHOMO
npenaparta, B TedeHue NsaTn pabounx OHEW CO OHSI MOCTYMNNEHMS OT 3asBUTENSA OTBETa Ha 3anpoc YMNOJIHOMOYEHHOrO
defepansHOro opraHa WCMONHUTENbLHOW BNacTW HarnpasnseT 3TOT OTBET B 3KCNepTHoe yypexaeHue. B cnyvae
HenpeacTaBneHNss MO WUCTEYEHUMM LecTUdecsatTn paboumx [HeW 3asBuTenemM OTBeTa Ha YyKa3aHHbIM  3anpoc
YNOSTHOMOYEHHbIN (hefepanbHbI OpraH UCNOMHUTENBHOW BNAacTW, BblAaBLUMKA 3aJaHMe Ha npoBefeHue 3KCnepTu3bl
OTHOLLEHUSI OXMOAEMOMW MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NEeKapCTBEHHOro npenapata Ha OCHOBaHWUK
OOKYMeHTa, cofepallero pesynbTaTbl MOHUTOPUHIa 3dPEeKTMBHOCTM 1 Be30MacHOCTU NeKkapCTBEHHOrO npenapara, B
TeyeHne nATM paboynx OHel HanpaBnsieT B SKCMEPTHOE YYpeXAeHUe yBeOOMIIEHNE O HENPEACTaBNEHNM 3asiBUTENEM
oTBeTa Ha 3anpoc ykKasaHHOro opraHa. Bpemsa co [HA HanpaBneHus 3anpoca SKCMEPTHOro Yy4ypexaeHus B
YNONMHOMOYEHHbIV dhefeparnbHblii OpraH WCMOSTHUTENbLHOM BNactTu OO0 OHA MONyYeHUSA 3KCMNEPTHbIM yypexaeHnem
OTBETa Ha 3anpoc U1 yBedOMSIEHUS O HEMPEACTaBfEHMM OTBETa Ha 3anpoc He YYUTbIBaeTCA MpU UCHUCIIEHUN CpokKa
NPOBEAEHNS IKCMEPTU3bl OTHOLLUEHUS OXMAAEMOW MOMb3bl K BO3MOXHOMY PWUCKY NPUMEHEHUS] NEKapCTBEHHOro
npenapata Ha OCHOBaHMW [OKYMEHTA, copepkallero pesynbTaTbl MOHMUTOpMHra 3dPeKTMBHOCTM M Ge3onacHoCTU
nekapcTBeHHOro npenapara.

12. B cpok, He npeBbIaWmMn AeCSTN paboyunx AHEN CO AHS MOSNyYeHUs 3aKrnoYeHNss KOMUCCUN 3KCNEPTOB Mo
pesynbTatamMm 3KCNEepTU3bl OTHOLUEHUS OXWOAEMOW MOMb3bl K BO3MOXHOMY PUCKY MNPUMEHEHWUS NeKapCTBEHHOro
npenapara, COOTBETCTBYIOLLUMIA YNONMHOMOYEHHbIV chefieparbHbli OpraH UCMONHUTENbHOW BNacTw:

1) ocyLwiecTBRseT OLEHKY 3TOro 3aKMioyYeHus AN OnpeAenieHns ero COOTBETCTBUS 3a4aHui0 Ha npoBedeHue
yKasaHHOW 3KcnepTu3bl;

2) NMPUHNMAET peLleHne o0 noaTBepXXaeHnn rocyp,apCTBeHHoM perncTtpaunmn nekapCTtBeHHOro npenapara uim 06
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oTKase B NOATBEPXKAEHNM FOCY4apCTBEHHOW PErMCTpaLnM JIEKapCTBEHHOMO Npenapara;

3) BHOCUT TMNpU TMPUHATUN peLleHna O noaTBepXaeHun FOCWJ,apCTBeHHOVI perncrtpaunn nekapcrBeHHOro
npenaparta cBeaeHuna B rocyp,apCTBeHHbuZ PEECTP INneKapCTBEHHbIX CpeacTB W BblOoaeT 3aAaABUTENIO 6eccpquoe
perncTtpaumoHHoe yaoctoBepeHmne nekapCTtBeHHOro npenapara.

13. OcHoBaHueM Onsi OTKasa B MOATBEPXOEHUW rOCyOapCTBEHHOW perncrpauumn nekapCTBEHHOro npenapara
SBMSIETCA pelleHne COOTBETCTBYHOLLEro YNOTHOMOYEHHOro oefeparnbHOro opraHa NUCNONHUTENbHON BNacTu O TOM, YTO
pUCK NMPUYUMHEHUS Bpeda 300POBbH YENOBeKa WM KMBOTHOMO BCNEeACTBME MNpuema JekapCTBEHHOro npenapaTa
npesbiWwaeT 3hPEKTUBHOCTb Ero NPUMEHEHMS.

14. B nepuopg nposedeHus npouenypbl MNOATBEPXKOEHWUS TOCYAapCTBEHHOW perncrpauum nekapcTBEHHOro
npenapata ero obpatleHve B Poccuiickon Pegepaumm He npuocTaHaBnmMBaeTcs.

15. JonyckaeTca obpalleHne nekapcTBEHHbIX NpenapaToB ANst MeAULMHCKOTO NPUMEHEHNS OO UCTEYEHNS CpoKa
roAHOCTU, NMPOU3BEAEHHbIX B TEYEHUE CTa BOCbMUOECATM KaneHAapHbIX AHEN nocne aaTbl NPUHATUAS YNIOSTHOMOYEHHbIM
denepanbHbIM OpPraHoM WCMOMHUTENBHOW BRACTU PELIeHUs O MOATBEPXKAEHUU FOCY[apCTBEHHOW perucTpauuu, B
COOTBETCTBUU C MH(pOpMaLMEN, coaepKalLeincs B JOKYMEHTaxX PErMCTPaLIMOHHOIO JOCLE Ha NeKkapCTBEHHbI npenapaT
[0 AaTbl MPUHSATASA TAKOrO peLUeHus!.

Cratba 30. BHeceHMe u3MeHEHWA B [OOKYMEHTbl, CoAepXalmecss B PerucrpauMoHHOM [0Cbe Ha 3aperucTpyvpoBaHHbIN
nekapcTBeHHbIN Npenapart Ansi MeAMLMHCKOro NpumMmeHeHus

1. B wuenax BHeceHUs U3MEHEeHWA B [OOKYMEHTbl, coepXaluMecs B pPEerucTpalMoHHOM [OCbe Ha
3aperncTpupoBaHHbIN  NEKapCTBEHHbIA npenapat Ans MeAUMUMHCKOro NpUMEHEHWs, OepxaTenb wnu Bnagenew
perncTpaumoHHOro yAoCTOBEPEHUSA NEKAapCTBEHHOrO npenapara unv ynonHOMOYEHHOe UM Apyroe ipuandeckoe nuuo
(Danee B HacTosLen cTaTbe - 3adBUTENb) NpeacTaBnseT B YNONHOMOYEHHbIM defeparbHblid OpraH UCNONHUTENBHON
BNacTu 3asiBNeHne O BHECEHWUW TaKkuxX WU3MEHEeHMW MNo opme, YCTaHOBMEHHOW YMNOMHOMOYEHHbIM deaepanbHbIM
OpraHoM UCMNOJSTHUTENBHOM BACTU, U NPUITOXEHHbIE K HEMY U3MEHEHUS B YKa3aHHble JOKYMEHTLI, a TakKe LOKYMEHTHI,
noaTreepxgarowme HeobxoouMMOCTb BHECEHUS] TakMxX W3MeHeHuh. [pu HeobXoaMMOCTM BHECEHUSI WU3MEHEHWA B
OOKYMEHTbI PEerMcTpaLMoHHOro 0Cbe Ha 3aperncTpupoBaHHbIA NEKAPCTBEHHbIA npenapart, Tpebylowux npoBeaeHus
9KCMNepTM3bl KayecTBa NeKapCTBEHHbIX CPeaCTB U (UNN) SKCMEPTU3bl OTHOLLIEHUS OXMAAEMOW MOoSib3bl K BO3MOXHOMY
pUCKy NPUMEHEHWs feKapCcTBEHHOro npenapata AN MeaWUMHCKOrO NpUMEHeHus, 3asBuTenb [OOMNOSHUTENBHO
npeacraBngeT B YNONMHOMOYEHHbIN dhefeparbHblid OpraH UCMOMHUTENbHOW BriacTy KOMUIO NMLIEH3UN Ha NPOU3BOACTBO
NEeKapCTBEHHbIX CPEeACTB WM KOMUIO 3aKMiYeHWs O COOTBETCTBMM MNPOU3BOOUTENS JIEKApPCTBEHHbIX CPeacTB
TpeboBaHWsIM NpaBun Hagnexallen MnpoM3BOACTBEHHOM MNPAKTMKW, BblOAHHbIE YMOMHOMOYEHHbIM heaepanbHbIM
OpraHoM WCMONHUTENBHOW BRacTW, B Cryyae, €Cnu Mpou3BOACTBO NEKApPCTBEHHOrO npenapaTta OCYLEeCTBMSETCS B
Poccuiickon ®egepauun, nmbo KOnNuio BbiAAHHOW YNOMHOMOYEHHLIM OPraHOM CTpaHbl MPOU3BOAUTENS JIMLEH3UN Ha
Npon3BOACTBO NEeKapCTBEHHOrO npenapara n ee NnepeBof Ha PYCCKUIM A3bIK, 3aBEPEHHbIE B YCTAaHOBNEHHOM MOpsifke, U
KOMUIO 3aKIioYeHUs O COOTBETCTBMM MPOU3BOOMTENS NEKAPCTBEHHbIX CpeAcTB TpeboBaHMsIM NpaBwil Haanexallen
NPOU3BOACTBEHHOW MPAaKTUKW, BbIAAHHOMO YMNOSIHOMOYEHHbIM heaeparnbHbIM OpraHoM WCNOSHUTENbHOM BRacTu, B
cny4yae, ecnu Npov3BOACTBO JIEKAPCTBEHHOrO Mpenapara ocywlecTBnaeTcs 3a npegenamu Poccuinckon degepaumn.
MpuHATUE peLLeHnsa O BHECEHUN U3MEHEHU N 06 OTKase B MX BHECEHUWN OCYLLECTBISAETCS B Criydae HeobxoanmocTu
NpoBeLEeHNs 3KCNepTU3bl KayecTBa NeKapCTBEHHbIX CPeaCcTB U (Mnn) aKCnepTusbl OTHOLLUEHUS OXMOAEMOWN MoMb3bl K
BO3MOXHOMY PUCKY MNPUMEHEHUs NeKapCTBEHHOro mnpenapata And MeOUUUHCKOrO MNPUMEHEHWs B CPOK, He
npeBbiaLWLNA AeBAHOCTa pabounx OHEN, @ B OCTalNbHbIX Cy4Yasix B CPOK, HE MpeBbilalLLni Tpuauati pabounx gHewn
CO [HS MPUHATUSA YNOMHOMOYEHHbIM hbedeparbHbIM OpraHOM MCNOSTHUTENBHOM BACTU 3asiBNIEHUS O BHECEHUM TaKMX
U3MEHEHUN.

(vacTb 1 B peq. PeaepanbHOro 3akoHa ot 22.12.2014 N 429-$3)

2. JKcnepTu3a NeKapCTBEHHbIX CPEACTB B YacTW IKCMEpTM3bl KayecTBa JIEKApCTBEHHOrO cpeacTBa M (Mnn)
9KCMEepPTU3bl OTHOLUEHWSI OXMAOAEMOW MOoNb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NEeKapCTBEHHOro npenaparta ans
MEOULMHCKOrO MPUMEHEHUS MPOBOAUTCA B CINyvYae BHECEHUS W3MEHeHWd B [OKYMEHTbl, codepxaliuecs B
perucTpaLmMoHHOM [OChbe Ha 3aperncTpuUpoBaHHbI NEKapCTBEHHLIN NpenapaT, B OTHOLLIEHWUW:

1) cBedeHun, YKa3aHHbIX B UHCTPYKUUN MO MeOULUMHCKOMY NPUMEHEHUIO JNTeEKapCTBEHHOro npenapara:

a) nekapcTBeHHas opmMa C yKa3aHMEM HaUMEHOBAHWUM N KONMNYECTBEHHOro CoCTaBa OEeNCTBYHOLLUMX BELIECTB U
KayeCTBEHHOr0 cocTaBa BCMOMoraTenbHbiX BewecTB  (Mpu  HeOoOGXO4MMOCTU  KONMYECTBEHHOTO  COCTaBa
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®epnepanbHbivt 3akoH 0T 12.04.2010 N 61-03

(pea. ot 28.12.2017) JokymeHT npepoctasneH KoHncynbtaHTtIaroc
"O6 obpalleHnn nekapcTBeHHbIX cpeacTs” Hata coxpaHenus: 25.04.2018

BCnomMoraTtesibHbIX BeLlJ,eCTB);

6) CbapMaKOLIMHaMMKa n (*)apMaKOKMHeTI/IKa (38 UCKIMo4YeHnem CbapMaKOKI/IHeTI/IKI/I romeonaTtn4yeckmnx
JIeKapCTBEHHbIX NpenapaToB N PaCTUTENTbHbIX NNEKapCTBEHHbLIX npenapaTOB);

B) NOKa3aHus N5l NPUMEHEHNS;

r) NPOTUBOMOKa3aHWs AN NPUMEHEHNS;

4) Mepbl NPegoCTOPOXHOCTM NPU MPUMEHEHUN;

€) yKasaHue BO3MOXHOCTM W OCOBEHHOCTENW MNPUMEHEHWUST NEKapCTBEHHOrO npenaparta Ans MeauLMHCKOro
NpUMEHeHNs1 6epeMeHHBbIMU KEHLUMHAMM, XEHLUMHaMU B Mepuoa rPyAHOro BCKapMIMBaHWA, OeTbMW, B3pPOCIbIMU,

nMerwmmMmn XpoHmn4eckmne 3aboneBaHus;

)K) pexum O031npoBaHuA, cnocobbl BBeAeHMst ” npUMEeHeHnda, npu HeobxoauMocCTH BpemMAa npunemMa
NlekapCTBeHHOro npenaparta, NnpogoJKUTENIbHOCTb J1Ie4YeHuaA, B TOM YUcne y neTen o 1 nocne ogHoro roga;

3) BO3MOXHbIE NOBOYHbIE OEVCTBUSA U HEXXenaTesSbHble peakuumn Npy NpUMeHeHU NekapcTBEHHOro npenapara;
1) CUMNTOMbI NEPEO3MPOBKM, MeEpPbI MO OKa3aHUIO MOMOLLM NPU NePELO3NPOBKE;

K) B3anMoZeNCTBME C APYrMMM NEKapCTBEHHBIMM Npenapatamu U (Unu) NULEBLIMU NMPOAYKTaMu;

n) cbopMbl BbiNycka fekapCTBEHHOIO NpenapaTa;

M) ykasaHue (nMpy HeoGXoaMmMocTn) 0coBEeHHOCTEN AECTBMS MeKapCTBEHHOro rnpenapara npu nepsoM npueme
Unn Npu ero oTMeHe;

H) CBeOEHUss O BO3MOXHOM BIMSIHUM JeKapCTBEHHOro npenapata Ans MEAUUMHCKOrO TMpUMEHeHWUst Ha
CNocoBHOCTL YMNpaBnsTe TPAHCNOPTHLIMM CPeaCcTBaMU, MEXaHN3MaMU;

0) CPOK FO4HOCTU 1 YKa3aHue Ha 3anpeT NPUMEHEHUS NeKapCTBEHHOMO Npenapara no UCTeYEHUN cpoka rogHOCTY;
Mn) YCNoBWsi XpaHeHUs;

p) yCrnoBusi 0TNycka;

2) cocTaBa nekapCTBEHHOro npenapara Ans MeaMunHCKOro NpUMeEHEHUS;

3) n3mMeHeHUs1 MecTa NPOM3BOACTBA FIEKapCTBEHHOMO NpenapaTta Anst MegULMHCKOTO NPUMEHEHWS;

4) n3MeHeHus1 MokasaTenei KayecTBa JIeKapCTBEHHOrO npenaparta Ans MEeAVMUMHCKOrO MpUMEHEeHUs u (Mnu)
METO/ZI0B KOHTPOIsS Ka4yecTBa NekapcTBEHHOro npenapara Ans MeauLUHCKOro NpuMeHeHus;

5) N3MEHEHNA CpOKa rogHOCTU JieKapCTBEHHOIO npenaparta ana MeguumuHCKOro npuMeHeHu4;

6) cBegeHW O HEOOXOAMMOCTU BHECEHUSI UHBIX U3MEHEHUN B MHCTPYKUMIO MO MEOMLMHCKOMY MPUMEHEHUIO
nekapCTBEHHOro MpenapaTta, a Tawkke B WHble [OKYMEHTbl, codepXawuecsd B pPerucTpaumMoHHOM [ocbe Ha
3aperucTpupoBaHHbLIA  NekapcTBEHHbIN npenapat. [lpu 3TOM peleHne O NpoBedeHUM 3JKCMepTU3bl KayecTsa
neKapCTBEHHbIX CPEACTB U (UNKU) SKCMEepPTU3bl OTHOLLUEHUS OXWOAEMOW MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
nekapCTBEHHOro npenapata Ans MEeAWLMHCKOrO MPUMEHEHUS MPUHUMAETCA B COOTBETCTBMM C YTBEPXKAEHHOM
YNOSTHOMOYEHHbIM befepasribHbIM OpraHOM WCMOMHUTENBHOW BRacTU Knaccudukaumen mnamMeHeHun, BHOCUMBbIX B
OOKYMEeHTbI, cofepxXaliuecs B permcTpaumoHHOM 40Ckbe Ha 3aperncTpupoBaHHbIN NieKapCTBEHHbIN nNpenapar.

(vacTb 2 B peq. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-$3)

3. C 3asBneHnemM O BHECEHWU W3MEHEeHWA B [OOKYMEHTbl, COAepallMecs B PerncTpauMoHHOM AOCbe Ha
3aperucTpypoBaHHbI  JIEKAPCTBEHHbLIM Mpenapat Ans  MeOMUMHCKOTO MPUMEHEHWsl, Hapsigy C  AOKYMeHTamu,
yKasaHHbIMW B YacTu 1 HacTosiwen ctaTbW, 3asiBUTENb NPeAcTaBnseT KONMu OOKYMEHTOB, NoATBEpXAaloWmX ynnaTy
rocydapCTBEHHOW MOLWMMHbI 3a BHECEeHWe B [OOKYMEHTbl, COAepkallMecs B PEerucTpauMoHHOM [OCbe Ha
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®epnepanbHbivt 3akoH 0T 12.04.2010 N 61-03
(pea. ot 28.12.2017) JokymeHT npepoctasneH KoHncynbtaHTtIaroc
"06 obpalueHnn nekapcTBeHHbIX cpeacTs"” lata coxpaHerus: 25.04.2018

3aperucTpMpoBaHHbIA  NIEKAapCTBEHHbIM Npenapat  Ans  MEeOULMHCKOTO  MPUMEHEHUH, W3MEHEeHUNn, TpebyloLmx
NpoBedeHUs JKCNepTU3bl NeKkapCTBEHHbIX CPEACTB B YaCTWM 9KCMEPTU3bl KayecTBa fiekapCTBEHHOro cpeactea u (Mnm)
3KCMEPTU3bl OTHOLLUEHUS OXWOAEMOW MONb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS FeKapCTBEHHOro npenaparta Ans
MEeOULMHCKOTO MPUMEHEHUS, TOCYAapCTBEHHOW MOLWIMHLI 3a BHECEeHWe B [OKYMEHTbl, coAepxailimecs B
PErMCTPaLMOHHOM [0OCbe Ha 3aperMcTpMpOBaHHbIA JIEKApPCTBEHHbLIM MNpenapaT ANnd MEOWLUUHCKOro MpUMEHeHUs,
M3MEHEHU, He TpebyLmx NpPOBEAEHUSA 3KCNepTM3bl JIEKapCTBEHHOrO cpeacTBa, NMnbOoO BrMpaBe nNpeacTaBuTb MO
COOCTBEHHON MHMUMATMBE YKa3aHHble OOKYMeHTbl. B crnydae mx HenpeacTaBneHusl yNosTHOMOYEHHbIN heaepanbHbi
OopraH MCMONHWUTENbLHOM BRnacTu npoBepseT akT ynnaTbl rOCYAapCTBEHHbIX MOWNWH 3asiBUTENeM MoCpeacTBOM
ucnonb3oBaHWs WHpopmauun 06 ynnaTe rocydapCTBEHHbIX MOWNWMH, coaepxallencs B [ocyaapcTBeHHOWM
WH(OPMALIMOHHON CUCTEME O TOCYAApPCTBEHHbIX M MYHUUMNANbHbIX MMaTtexax, Ha OCHOBaHWW npeacTaBrneHHbIX
3asBMTENEM KOMWUIA JOKYMEHTOB, NOATBEPXKAAOLMNX YyNNaTy rocyAapCTBEHHOW MOLLITMHBI.

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

4. B TedeHue gecatm paboumx gHen co OHA NOCTYNNEHUA yKa3aHHOro B YacTu 1 HacTosILen cTaTbn 3adBeHUs 1
HEOOXOAMMbIX JOKYMEHTOB YNOSIHOMOYEHHbIV doeeparbHbI OpraH UCMONHUTENbHON BNacTu:

1) NPOBOAUT NPOBEPKY MONHOTbI U JOCTOBEPHOCTM CBEAEHWIA, COAEPXKaLLUMXCS B NPeACTaBIEHHbIX 3asiBUTENEM
maTepuanax;

2) npnHMMaeT pelleHne o nposeaeHUN yKa3aHHbIX B 4acTu 2 HacTosien cTaTbh COOTBETCTBYHOLLNX IKCNEpPTU3
JIeKapCTBEHHOro cpencrtea uinmn 00 oTkase B ux npoBeaeHnu;

3) yBegomnsieT B 3MEKTPOHHOM UMW MUCbMEHHOW hopMme 3asBUTENs O MNPUHATOM peLleHMU Unu B criyyae
NPUHATKA pelueHns ob oTkase B NpoBeAEeHUN COOTBETCTBYHOLLEN 3KCNEPTU3bI C YKa3aHWeM NMPUYUH Takoro oTkasa.
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4.1. B cnyyae BbISIBEHNUS HEOOCTOBEPHOCTW CBEAEHUN, COAepXKallMxcs B MpeacTaBMeHHbIX 3asBuUTenem
MaTepuanax, YnoNHOMOYEHHbIN deaepanbHbIi OpraH MCNOMHUTENBHOW BNAacTW HanpasnseT 3assuTento 3anpoc ob
YTOMHEHUWN YKa3aHHbIX cBeAeHui. [aHHbii 3anpoc MoxeT OblTb nepefaH YMoONHOMOYEHHOMY MNpeacTaBUTENIO
3a9BUTENS NWYHO NOA PacnucKy, HampaBsreH Mo MoyTe 3akasHblM MUCbMOM UMW NepedaH B 3MeKTPOHHoW dopmMe no
TeNeKOMMYHMKaLNOHHbIM KaHanam cBsA3u. B crnyyae HanpaBneHus 4aHHOro 3anpoca Mo MoYTe 3akasHbIM NMUCbMOM OH
CYMTaeTCH NOMyYeHHbIM MO UCTEYEHUM LWECTU AHEN C AaTbl HaNpaBneHUs 3aka3Horo NMcbMa.

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

4.2. 3asBuTEnb 0053aH npeacTaBuTb OTBET Ha 3anpoc  YMONTHOMOYEHHOro d)edepanbHOro opraHa
WCMNOMHMTENBHOW BRAcTU B CPOK, HE MPEeBbIIAKLLNA AeBAHOCTA pabounx OHEW CO OHS MOSydeHMs OAaHHOro 3anpoca.
CpoK, ykasaHHbI B 4YacTu 4 HacTOsILEN CTaTbW, MPUOCTAHABNMBAETCS CO OHSA HamnpaeneHusl 3asiBUMTEN0 3anpoca
YMNOSTHOMOYEHHOTO heaeparnbHOro opraHa UCNOMHUTENBHOW BNACTN 40 AHSA NOJTyYEeHUs MM OTBETa Ha AaHHbIN 3anpoc u
He y4YnUTbIBAETCA NMPU UCUHUCIIEHUN CPOKa MPUHATUS PELUeHMSI O BHECEHMM U3MEHEHU B LOKYMEHTbI, coaepXalimnecs B
perucTpaunoHHOM 40Cbe Ha 3aperMcTpmpoBaHHbIA NeKapCTBEHHbIN NpenapaTt Anst MeguuUMHCKOro NpUMEHEHMS.

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

5. OcHoBaHMeM Ansa oTka3a B MPOBEOEHUM YKa3aHHbIX B 4acTM 2 HACTOsILEN CTaTbM 3KCNEpTU3 sIBMsieTcs
npeacTaBneHne [OOKYMEHTOB, MEpPeYUCrieHHbIX B 4Yactax 1 uM 3 HacTodwen cratbW, B HEMnosiHoM obbeme,
HenpeacTaBrneHne 3asBUTENEM B YCTAHOBIIEHHbIV CPOK OTBETa Ha YKa3aHHbIM B YacTu 4.1 HacTosLLen cTaTby 3anpoc
YMOSTHOMOYEHHOIO oejeparnbHOro opraHa WCMNOMHUTENbHOW BMacTW, a Takke OTCYTCTBUME B NPEACTaBIEHHbIX
OOKyYMeHTax [OCTaTOYHbIX CBEAEHUN, MOATBEPXOAIOLMX HEOOXOOAMMOCTb BHECEHWUS WU3MEHEHWN, WKW OTCYTCTBUE
MHdOopMaUnK, noaTBepXaatoLwen dakT ynnaTthl rocy4apCTBEHHbIX NMOLWSINH, YKa3aHHbIX B YacTu 3 HACTOsILLEN cTaTbM.

(B pea. PenepanbHbix 3akoHOB OT 25.11.2013 N 317-®3, o1 22.12.2014 N 429-03)

6. YkazaHHble B YacTu 2 HacTOsILLEN CTaTbW IKCMEpPTU3bl NPOBOAATCHA B MOpsiake, YCTAHOBMEHHOM cTaTben 23
HacTosiero PenepanbHOro 3akoHa.

7. B cpok, He nmpeBblWarolWmi AecaTn paboumx OHen cOo AHSA MONydYeHUs 3akmYeHUn KOMMCCUI SKCNepToB Mo
pesynbTataM YKa3aHHbIX B 4YacTW 2 HacToseW CTaTbuM SKCNepTu3, YMNOMHOMOYEHHbIN dedepanbHbIii  opraH
NCMONHUTENBHON BRacTu:

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

1) NnpUHMMaeT pelleHNe O BHECEHUN U3MEHEHWUA B LOKYMEHTbI, COAepKaliMecs B perncrpaumoHHOM OoCkbe Ha
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3aperncTpupoBaHHbIV FNIEKAPCTBEHHbIA NpenapaT Ans MeaULUHCKOro NpuMeHeHus, nnn ob oTkase BO BHECEHUMN TaKMX
U3MEHEHUN;

2) BHOCUT B rocyp,apCTBeHanZ peeCTp nekapCcrtBeHHbIX cpeacTB Ha OCHOBaHUN pelleHnAa 0 BHeCEeHUn N3MEHEHNI
B AOOKYMEHTbI, cogepxawunecda B pernctpauymMoHHOM [OCbe Ha 3apeFMCTpI/IpOBaHHbII7I ﬂeKapCTBeHHbIVI npenapar gnd
MeaULUMHCKOro npumMmeHeHus, HeobxoaMMble U3MEHEHNS U BO3BpaLlaeT X 3aAaBUTENIO;

3) BblgaeT 3asBUTEN0 HOBOE pPErncTpauvoHHOe YAOCTOBEPEHWE FEeKapCTBEHHOrO npenapata B criyyae
N3MEHEHUs1 CBEIEHMIN, COAEPXKALLMXCH B HEM.
(n. 3 BBeaeH PegepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

8. OcHoBaHMeM ansi oTkasa BO BHECEHUM U3MEHEHWUI B JOKYMEHTbI, COAepKalimecs B perMcTpaumoHHOM Oocke
Ha 3aperncTpupoBaHHbIA NEeKapCTBEHHbIM npenapaT Ans MeOMUMHCKOro MNPUMEHEHUs, SBRsieTCsl  3aknideHue
YMNONMHOMOYEHHOrO (hefepanbHOro opraHa WCMONMHWUTENBHOM BNMactu O BO3MOXHOCTUM CHMXKEHUS BesonacHocTw,
KayecTBa, 3¢pEKTMBHOCTM NEKAPCTBEHHOIO CpeacTBa B Crly4Yae BHECEHUS TaKUX U3MEHEHWIA.

9. fonyckaeTca obpalleHne nekapCcTBEHHbIX NpenapaToB AN MeOULMHCKOrO NPUMEHEHNS 40 UCTEYEHUsT cpoka
rOOHOCTM, MPOM3BEOEHHbIX B TeYeHMe CTa BOCbMUAECATM [HEW nocne AaTbl MPUHATMSA  YNONTHOMOYEHHbIM
denepanbHbIM OpraHoM WCMONMHUTENBHON BRACTU PELLUEHUS] O BHECEHUWN U3MEHEHWUIA B [LOKYMEHTLI, COAepXalluecs B
perncTpaumoHHOM [0Cbe, B COOTBETCTBUM C MHOPMaUMein, coaepxallenca B JOKYMEHTAX PerucTpauyoHHOro 4oChe
Ha NekapCTBEHHbIN NpenapaT A0 AaTbl MPUHSATAS TAKoro peLleHust.

(vacTb 9 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Crtatbsi 31. BHeceHWe W3MeHEHMI B [AOKYMEHTbl, COAepXalimecsi B PerucrpauMoHHOM [OCbe Ha 3aperucTPUpOBaHHbLIN
nekapcTBeHHbIW Npenapar Ans BeTepuHapHOro npumeHeHusi

1. B uenaAx BHecCeHWs W3MEHEHWA B [OKYMEHTbI, coAepxalimecs B pPerncrpauuoHHOM [OCbe Ha
3aperncTpupoBaHHbIA  NEeKapCTBEHHbIN MpenapaT ANA BeTepuvHapHOro MNpUMEHeHWs, OepXaTtens wnuv Briagenew
perucTpaumoHHOro yAOoCTOBEPEHNS NIeKapCTBEHHOrO npenapara unm yrnoriHoMOYeHHOe UM ApYyroe ropuanyeckoe nuuo
(oanee B HacTosiLEN cTaTbe - 3asABMTENb) NPEACTaBNsSeT B YNOMIHOMOYEHHbIV doefeparnbHbli OpraH UCNOSTHUTENBHOM
BNacTu 3asiBlieHWe O BHECEHUM Takmx M3MEeHeHMn no ¢opme, YCTaHOBIIEHHOM YMNOMHOMOYEHHbIM heaepanbHbIM
OpPraHoM WCMOSTHUTENbHON BlacTW, U NPUMOXEHHbIE K HEMY U3MEHEHWS B yKa3aHHble JOKYMEHTbI, @ TakkKe AOKYMEHThI,
noaTeepXaawme HeobXoaAMMOCTb BHECEHWUSI TakMX U3MeHeHWuW. NpuHATME pelleHns O BHECEHUU TaKuX U3MEHeHWN
unu o6 oTkase B NX BHECEHWUM OCYLLECTBMSETCA B CPOK, He NMpeBblllaloLwnin AeBAHOCTa pabounx AHeN co OHA NPUHATUS
YMOJSTHOMOYEHHbIM pefieparnibHbIM OpraHoM UCNOSTHUTENBHOW BiacTu 3asBrNeHUs O BHECEHUN TaKUX U3MEHEHUN.

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

2. B cny4yae BHECEHUS WU3MEHEHWA B [OKYMEHTbI, COAepXalueca B PerncTpauuMoHHOM [oCbe Ha
3aperucTpMpoBaHHbIA  NEKAPCTBEHHbIN MNpenapat Ans BeTEepUMHApHOrO MPUMMEHEHWS,, B OTHOLUEHUW CBEOEHUN,
yKasaHHbIX B nognyHkrax "e", "x", "k", "n", "H", "c", "x" nyHkTa 7 4actn 3 ctatbh 17 HacTosiwero PenepanbHOro 3akoHa,
U3MEeHeHNss U (Unu) AONONHeHUs MNPOU3BOACTBEHHOW MMOLWAAKM NeKapCTBEHHOTO CPeAcTBa, a Takke B cryyae
M3MEHEHNs1 nokasaTenemn KayecTBa NeKapCTBEHHOro npenapata Ansg BeTepuMHApPHOro MpUMEHeHUs U (Mnn) MEeTOAO0B
KOHTPONs KayecTBa [lekapCTBEHHOro npenapata Ans BETEPUHapHOro MPUMEHEHUS MPOBOAMTCA 3IKCnepTusa
neKkapCTBEHHOIO CpeacTBa A1 BETEPUHAPHOrO NpUMeHeHus. B criyyae HEOOXOAMMOCTN BHECEHUS MHbIX U3MEHEHUI B
OOKYMEHTBI, coepXallnecss B PErMcTpauMoHHOM [OCbe Ha 3aperncTpuMpOBaHHBLIN NeKapCTBEHHbIM MNpenapaT Ans
BETEPMHAPHOIO NPUMEHEHMS, 3KCMEPTM3a NIEKAPCTBEHHOIO CpeAcTBa A1 BETEPMHAPHOIO NPUMEHEHUS HE MPOBOAMTCS.
(B pea. PenepanbHbix 3akoHOB 0T 22.10.2014 N 313-93, o1 22.12.2014 N 429-03)

3. C 3asBneHMemM O BHECEHMU W3MEHEHWI B LOKYMEHTbI, COAep)KaluMecs B pPerncrtpaumMoHHOM [OCbe Ha
3aperncTpMpoBaHHbIA  FIEKAPCTBEHHbIA NpenapaT AN BEeTEPUHAPHOTO MPUMEHEHUS, Hapsiay C OOKYMEHTamu,
yKasaHHbIMW B YacTh 1 HacTosiLen ctaTby, NPEACTaBNATCA AOKYMEHThl, NoATBepXaatoLue ynnaTty rocyaapcTBeHHOMN
MOWNNHLI 33 BHECEHME B [OKYMEHTbI, COAepXaliMecsi B PErucTpaumMoHHOM [OCbe Ha 3aperMcTpupoBaHHbI
NeKapCTBEHHbLIN npenapaTt AN BEeTEPUHApPHOro MNPUMEHEHUs, M3MEHEHUR, Tpebylowmnx NpoBeAeHUs 3IKCnepTusbl
nekapCTBEHHOrO CPeACTBA 4111 BETEPMHAPHOIO NPUMEHEHMS, U U3MEHEHUI, He TPebyoLLMX NPoBeAEHNS SKCNePTU3bI
NeKapcTBEHHOrO CPeaCcTBa AN BETEPUHAPHOrO NPUMEHEHNS.

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

4. B cpok, He npesblaOWNA AeCATU paboumx OHEW CO AHA NOCTYNfeHUs yKa3aHHOro B YacTh 1 HacTosLen
cTaTby 3asiBNEeHNs 1 HeOBXOoANMbIX JOKYMEHTOB, YNONIHOMOYEHHbIV dheaepanbHbli OpraH UCMONMHUTENBHON BNacTy:
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®epnepanbHbivt 3akoH 0T 12.04.2010 N 61-03
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"06 obpalueHnn nekapcTBeHHbIX cpeacTs"” lata coxpaHerus: 25.04.2018

1) NPOBOAUT NPOBEPKY MONHOTbI U JOCTOBEPHOCTM CBEAEHWIA, COAEPXKaLLUMXCS B NPeACTaBIEHHbIX 3asiBUTENEM
JOKYMEHTax;

2) NMPUHNMaET peLleHne 0 NpoBeaeHNN 3KCNepTU3bl NNEKAPCTBEHHOIO cpeactea And BeTepmnHapHOro npMMeHeHus
unu ob oTkase B ee npoBeaeHnu;

3) yBegomnseT B NMCbMEHHON hopMe 3asiBUTENSA O NPUHATOM PELUEeHUM UMK B Cryvae NpuHATUS pelueHus ob
OTKase B NMPOBEAEHNMN IKCMEepPTU3bl NEKApPCTBEHHOro cpeacTBa Ans BETEPUHAPHOrO NPUMEHEHUS C yKasaHWEM MPUYMH
Takoro oTkasa.

5. OcHoBaHveM Ansi oTkasa B MPOBEAEHUN IKCMEepTU3bl NEKapCTBEHHOro cpeacTBa A BeTepuMHapHOro
NPUMEHEHUs1 SIBNSIeTCA NPeACTaBieHWe OOKYMEHTOB, yKasdaHHbIX B 4acTsx 1 M 3 HacTosilen crtaTbu, B HEMOJTHOM
ob6beMe UnNn OTCYTCTBMUE B NPEACTABINEHHbLIX JOKYMEHTaX 4OCTAaTOYHbIX CBEAEHWI, MOATBEPKAAIOLLMX HEOOXOAMMOCTb
BHECEHUS UBMEHEHUN.

6. OkcrnepTusa fieKapCTBEHHOrO CpeAcTBa [AJ1si BETePMHApHOr0 MPYMEHEHWs] B LiensX BHECEeHUS U3MEHEHU B
[OKYMEHTbI, cofepallimecsi B PErucTpauMoHHOM [OCbe Ha 3aperncTpuMpOBaHHbIA NEKapCTBEHHBIM npenapaT ans
BETEPMHAPHOrO MPUMEHEHUS, OCYLLECTBNSIETCS B NOPsiAKe, YCTAHOBNEHHOM cTaTbel 24 HacTosiwero denepansHoro
3aKoHa.

6.1. B cpok, He npeBbiWaoWmMn NaTn pabounx AHen CO AHS MOMyYeHWs 3aKNIYEeHUss KOMUCCUM SKCNEepTOB MO
pesynbTataM yKa3aHHOW B 4YacTW 2 HACTOsLWEN CTaTbM 9KCMEePTU3bl, YMNONMHOMOYEHHbIV (hbeaepanbHbid  OpraH
NCNOMHUTENBHOW BNacTu:

1) NpMHMMaEeT pelLeHne O BHECEHUM U3MEHEHUA B OOKYMEHTbl, COAePXaLUMecs B PeruMcTpaumMoHHOM OOCbe Ha
3aperncTpupoBaHHbI NEKApCTBEHHbIN Npenapar Ansi BETEPUHAPHOro NpUMEHeEHUs, Unn 06 oTkase BO BHECEHUM TaKuX
M3MEHEHWUI;

2) BHOCUT B rOCyAapCTBEHHbIN pPeecTp NeKkapCTBEHHbIX CPeACTB Ha OCHOBaHWUM pPeLLEHUsS O BHECEHUWN U3MEHEHMUN
B AOKYMEHTbl, cogepxalimecss B pPermcTpauMoHHOM [0Cbe Ha 3apermcTpupoBaHHbIA fleKapCTBEHHbIM npenapaTt Ans
BETEPUHAPHOro NpMMEHeHWs1, HeobXxoauMble U3MEHEHUS 1 BO3BpaLLAET 3TU JOKYMEHTbI 3adBUTENIO.
(vacTb 6.1 BBegeHa PepepanbHbiM 3akoHoM oT 22.10.2014 N 313-93)

7. OcHoBaHWEM A1l OTKa3a BO BHECEHUM U3MEHEHWUIA B JOKYMEHTbI, COAepXKalluecs B perncTpauyoHHOM OOCbe
Ha 3aperucTpUpOBaHHbIA JIeKapCTBEHHbIM TMpenapaT Ansi BeTepUHApHOrO MPVMEHEHUs, SIBIISIETCA 3aKloyeHue
YNONHOMOYEHHOrO befiepanbHOro opraHa WCMOSIHUTENBHOM BacTM O BO3MOXHOCTM CHUXKEHUs Ge3onacHocTy,
kayecTBa, 3(DMEKTUBHOCTM NEeKapCTBEHHOro npenapaTta AN BETEPUMHAPHOrO MNPUMEHEHUS B ClyYyae BHeceHUs
N3MEHEHWIA B yKasaHHble JOKYMEHTbI.

8. [onyckaeTcs o6palleHne NekapcTBEHHbIX npenapaToB AN BETePUHAPHOIo NPUMEHEHNUsI 40 UCTEYEHUsT cpoka
roOHOCTM, MpOU3BEOEHHbIX B TeYeHMe CcTa BOCbMMAECATM AHel nocne pfaTbl MNPUHATUS  YNMONHOMOYEHHbBIM
denepanbHbIM OPraHOM MCMOSHUTENBHOM BMNAacTu pelleHnss 0 BHECEHUM M3MEHEHUI B JOKYMEHTbI, COAepXalumecs B
perncTpaumoHHOM [OCbe Ha IeKapCTBEHHbI npenapaT, B COOTBETCTBUM C MWHoOpMauunen, coaepxallencs B
OOKYMEHTax perncTpaLMoHHOro 4oCbe Ha NekapCTBEHHbIM NpenapaT A0 AaThl IPUHATUS TaKOro PeLLEHUs.

(4acTb 8 B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Cratbs 32. OTMeHa rocypapCcTBeHHOW permcTpaumm nekapcTBeHHOro npenapara

PeweHne 06 oOTMeHe TroCyQapCTBEHHOM PerncTpauuMu JekapCcTBEHHOTO Mpenapata WM MUCKITHYEHUN
NeKapCcTBEHHOro npenapaTa U3 rocy4apCTBEHHOro peecTpa JIekapCTBEHHbIX CPEACTB NMPUHMMAETCS YNOTHOMOYEHHbIM
denepanbHbIM OpraHoOM UCTONHUTENBHONM BNacTu B crnyyae:

1) npeacTaBneHUst COOTBETCTBYIOLIMM YMOTHOMOYEHHBIM deaeparnbHbIM OpPraHoM WCMONMHUTENbBHOW BracTU
3aKIOYeHUsl O puUcke unuM o6 yrpose 300POBbLHO, XKMU3HM YerloBeka MMM KMBOTHOMO NMPU NMPUMEHEHUM NEKapCTBEHHOIO
npenapara, NpeBbIaloLWmMX ero 3PEKTUBHOCTL, MO pe3ysibTaTaM OCYLLECTBISEMOro UM MOHUTOPMHra 6€e30MacHOCTM
NekapcTBEHHOro Npenapara;

2) nogavyn gepxarenem unu snagenbuemMm pernctpauymMoHHOro ygoCtoBepeHua nekapCTtBeHHOro npenapara unnm
YNOSIHOMOYE€HHbIM UM OpYyrMM  ropngny4ecknMm Jnuuom  3adaBlieHUA 06 oTMeHe rocy,qapCTBeHHoM perncrpaunn
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nekapcTBEHHOro npenapara;
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) HenoaTBepPXXaAeHUA rocyp,apCTBeHHoVI perncTtpaunmn nekapcrtBeHHOro npenaparta no Ncte4eHnn cpoka AencTems
perncTpaumMoHHOro yanoctoBepeHud, BbiIaHHOINoO Ha NATb JNeT;

4) HenpegcTaBneHns 3asBuTenem UHopmaumm, KoTopas MOXeT MnoBrneyb 3a cobon HeoBXOAMMOCTbL BHECEHWS
U3MEHEHUA B [OKYMEHTbI, CoAepXallMecs B PerncTpaumMoHHOM AOCbe Ha 3aperMcTpupoBaHHbIA NEeKapCTBEHHbIV
npenapar, B TedeHne Tpuauati pabounx gHen Co OHS HACTYNIEHUs 3TUX U3MEHEHWN;

5) ocyuliecTBneHnss rocyqapCTBEHHOM perncTpauumn NekapCTBEHHOro npenapara nog TOproBbiM HaMMEHOBaHWEM
3aperucTpupoBaHHOro paHee NoA4 3TMM TOProBbiM HaMMEHOBaHMEM IeKapCTBEHHOro npenapara, oTnuvaroLlerocs
KayeCTBEHHbIM COCTaBOM JENCTBYIOLLNX BELLECTB;

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6) OCyLLUeCTBMNEeHUs rocyfapCTBEHHOW perncTpauun 3asiBuTenieM O4HOro M TOro e JiekapCTBEHHOro npenapara
nog Pasnu4HbLIMM TOProBbIMU HAUMEHOBAHUAMU;

7) BbIHECEHMSI CYAOM pELUEHWS O HapyleHWM npaB npaBoobnagatens OObLEKTOB MHTENNEeKTyarbHON
cobCTBEHHOCTM Npu 06paLLEHNN NEKAPCTBEHHbIX CPEACTB;

8) oTCcyTCTBMSA NEekapCTBEHHOro npenaparta B obpalleHun B Poccuiickon Pegepauumn B TeveHne Tpex u bonee
ner;
(n. 8 BBeaeH denepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

9) HeBbINONHEHUA pfepXaTenem unuM BragenbuemM pPerncTpaumoHHOro YAOCTOBEPEHUS MeKapCTBEHHOro
npenapara nNMbo ynorHOMOYEHHbIM MW OPYrMM HOPUANYECKMM NULOM MEepPONnpUATUIA No obecnedyeHnto 6e30nacHoOCTy
neKkapCTBEHHbIX MpenapaToB, YCTAHOBMEHHbIX YNOMHOMOYEHHbIM defeparbHbiM OpraHoM UCMOSHUTENbHOW BNacTu B
cooTBeTCTBMM C 4acTamum 3 n 4 crtatbm 64 HacToswero degepanbHOro 3akoHa, B paMKax OCYLLECTBNEHUS
dapmakoHagsopa;

(n. 9 BBeaeH PegepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

10) oTkasa Agepxatenst Unu Bnagenbla PermcTpauMoHHOro YOOCTOBEPEHUS JEKapCTBEHHOro npenaparta nvbo
YNOMHOMOYEHHOIO UMK OPYroro rpuandeckoro nuua OT BHECEHUS WU3MEHEHWA B WHCTPYKUUIO MO MPUMEHEHUIO
nekapCTBEHHOro npenapaTa, KacaloWMXCs HOBbIX MOATBEPXKAEHHbIX AaHHbIX O TOM, YTO PUCK MPUYMHEHMS Bpeaa
3[J0POBbIO YENOBEKA UIM XXMBOTHOIO BCreACTBME NMpMeMa NekapCTBEHHOro npenapara npesbilaeT 3peKTUBHOCTL €ro
NPUMEHEHNSI.

(n. 10 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

Cratbs 33. FlocyaapcTBEHHbIN peecTp NeKapCTBEHHbIX CPeACcTB

1. TocyaapCTBEHHbIN pPeecTp neKapCTBEHHbIX CPEACTB COAEPXWUT MepeyeHb IeKapCTBEHHbIX Mpenapartos,
npollelnx rocyaapCTBEHHYH perucTpaumio, nepedeHb dapmMaueBTUYeckMx cyOcTaHUuii, BXOOSLWMX B COCTaB
neKkapcTBEHHbIX NMpPenapaTo., 1 crieayoLlyo HopMaumio:

1) B OTHOLUEHUN NeKapCTBEHHbIX NpenapaTos:

a) HaMMeHOBaHWe NMEeKapCTBEHHOro npenapara (MexayHapoaHoe HenaTeHTOBaHHOe, WKW rpynnUpPOBOYHOE, UM
XMMMUYECKOE M TOProBOE HauMeHOBaHWS);
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6) NeKkapcTBeHHasn cbopma C YyKasaHumemMm [OO3MPOBKM JIEeKapCTBEHHOro npenapata M ero Konu4yectBa B
I'IOTpe6VITeJ'IbCKOIZ ynakoBKe;

B) HaMMeHOoBaHWe AepxXaTens Unu Brnagaenbla percTpaumoHHOro yaoCTOBEepeHNs NekapcTBEHHOro npenapaTa u
CBedeHNs O perucTpaunn gepxaTtens unv Bnagensua perucTpaLMoHHOro ya0CTOBepeHns NekapcTBEHHOro npenapara
ONA  MeOWUMHCKOTO MpYMEHeHUsl B KauyecTBe HaroronnaTtenbliMka B CTpaHe pernctpauuv (Oans pPOCCUIACKMX
IOPUANYECKUX NUL, - UOEHTUGVKALMOHHLIN HoMep Hanoronnatenbimka (MHH), ans MHOCTpaHHbIX lpUANYECKUX NNL -
CTpaHa perucrpaumu, HaumeHoBaHWe PerucTpUpPYIOLLErO OpraHa, PerucTpaLmMoHHbI HOMep, Ko HanoronnaTenbLluka B
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CTpaHe perncrpauum (MHKopropauun) UM ero aHanor);
(nn. "B" B pea. PegepanbHoro 3akoHa ot 28.12.2017 N 425-93)

r) HaMMeHOBaHWEe W afpec MpPOU3BOAUTENSA JIEKApCTBEHHOIO npenapata W CBedeHMs O perucrpaumm
Npon3BOAMTENS NIEKAPCTBEHHOro Mpenapata Ans MeOMUUWHCKOrO MPUMEHEHWs B KadecTBe Hanoronnatenblivka B
CTpaHe perncrpauum (ans POCCUNCKUX HPUONYECKNX NUL, - MOEHTUMMKALMOHHBLIN HOMep Hanoronnartenbsluka (MHH),
0N MHOCTPaHHbIX PUAMYECKMX §WL - CTpaHa peructpauuu, HavMeHOBaHWe perncTpupylollero opraxa,
perncTpaumoHHbLIN HOMEpP, KOA4 HanoronnaTenbLlMka B CTpaHe pernctpauum (MHKopnopawuun) Uim ero aHasnor);

(nn. "r" B peq. ®epepansHoro 3akoHa oT 28.12.2017 N 425-93)

A) hapmakoTepaneBTMyeckas rpynna, kog nekapCTBEHHOro npenapara no aHaToOMO-TepaneBTUYEeCKO-XMMUYECKON
Kknaccudukaumm, pekomeHgosaHHon BcemnpHol opraHnsaument 3gpaBooxpaHeHuns;
(nn. "a" B peg. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-03)

€) NoKa3aHns 1 NPOTUBOMOKA3aHWs K MPUMEHEHUIO NIeKapCTBEHHOIO Npenapara;
X) NobGoYHbIE ENCTBUA NEKAPCTBEHHOrO Npenapara;

3) CPOK FO4HOCTU fleKapCTBEHHOIO Npenapara;

N) YCroBUSl XpaHEHUS NeKapCTBEHHOrO npenapara;

K) yCroBuWsi OTMyCKa NIEKapCTBEHHOIo NpenapaTa;

n) Homep dhapMakonemHonm cTaTby UMM B Cryvyae ee OTCYTCTBUMA HOMEpP HOPMAaTWMBHOW OOKyMeHTauun nvbo
HOPMaTUBHOIO AOKYMEHTA;

M) [aTa rocygapCTBEHHOW perucTpauuu JIeKkapCTBEHHOro npenaparta U ero perncTpauuoHHbI HOMep, AaTta
3aMeHbl PEerucTpauuoHHOrO YAOOCTOBEPEHUS IeKapCTBEHHOro npenapata Ha GeccpoyHoe pernmcrpauuoHHoe
yOOCTOBEPEHME FIEKApPCTBEHHOrO npenapara, Adata nojayn 3asBfieHuss O MOATBEPXOEHUW rocyAapCTBEHHOWN
perncTpauum nekapcTBEHHOro npenapara, ata OTMeHbl FOCyapCTBEHHOW perncTpauumn nekapCTBEHHOro npenapara;
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

H) Ka4eCTBEHHbIA COCTaB W KOMUYECTBEHHLIN COCTaB [AEWCTBYIOLUMX BELLECTB U KAYECTBEHHbIA COCTaB
BCNoMoraTenbHbIX BELLECTB JIeKapCTBEHHOrO npenapara;
(nn. "H" BBeaeH d®epepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

0) nHcopmMaumsi 060 BCeX pas3peLLeHHbIX BUAAxX BTOPUYHOM (MOTPeObUTENBCKOM) YNaKoBKu;
(nn. "o" BBeaeH ®egepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

n) gaTa NpUHATUS pelleHUsi O BO3MOXHOCTM paccMaTpuBaTh JIeKapCTBEHHbIV npenapaTt npu rocyaapcTBEHHOW
perucTpaumm B ka4ecTse opdaHHOro fiekapCTBEHHOO Npenapara;
(nn. "n" BBeaeH deaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

p) HanuMuMe nekapcTBEHHOro MnpenapaTta B MNepeyvyHe XXU3HEHHO HEeOOXOOUMBIX U BaXKHEWMLIUX JeKapCTBEHHbIX
npenapaTos;
(nn. "p" BBeaeH PenepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

C) Hannyue B NeKapCTBEHHOM MpenapaTe HapKOTUYECKUX CPeACTB, NMCUXOTPOMHbIX BELECTB U UX NPEKYPCOpPOB,
nognexawunx KoHtponto B Poccuiickon degepauumn, B COOTBETCTBMM C 3aKOHOOaTeNbCTBOM Poccuiickon denepaumm,
MexayHapoaHbiMu aoroBopamu Poccunckon ®depepaummn, B TOM uucne EAWHOM KOHBEHLMEN O HapKOTUYECKUX
cpeactBax 1961 roga n KoHBeHUMeNn o NCMXOTPONHbIX BewecTBax 1971 roaa;

(nn. "c" BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

T) uHdopmauUsi O TOM, SIBNSIETCA N [OaHHbIA JEeKapCTBEHHLIN npenapat pedepeHTHbIM NeKapCTBEHHbIM
npenapaTom;
(nn. "T" BBeaeH ®egepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

y) CcBedeHus 0 nogaye 3asiBNEeHUsi 0 BHECEHUN U3MEHEHUN B OOKYMEHTbI, cogepXxalimneca B permctpalMOHHOM
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A0Cbe Ha neKapCTBEHHbIN Npenapar;
(nn. "y" BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

KoHcynbTaHTlINOC: NnpumMmeyaHme.

MHdopmauma o B3anmMo3amMeHAEMOCTU NEeKapCTBEHHbLIX MpenapaTtoB ANnd MeAUUMHCKOro NPUMEHEHWUs MOANEXuUT
BKIMIOYEHWNI0 B rOCYAapCTBEHHbIN peecTp nekapcTBeHHbIX cpeacTB ¢ 1 aHBaps 2018 ropa (PeneparnbHbid 3aKOH OT
22.12.2014 N 429-03).

) cBeAEeHMS 0 B3aMO3aMeHSIEMOCTM NIEKAPCTBEHHOIO Npenapara;
(nn. "d" BBegeH ®eagepanbHbIM 3aKkoHOM OT 22.12.2014 N 429-93)

X) CPOK BBEEHUSA NEKapCTBEHHOro Npenapara B rpaxgaHckuii 06opoT;
(nn. "x" BBegeH ®enepansbHbiM 3aKkoHOM OT 22.12.2014 N 429-03)

2) B OTHOLLEHMM hapMaLEeBTUYECKNX CyBCTaHLNN;

a) HanMeHoBaHWe apMaLeBTUYECKON CyOCcTaHUuuM (MexayHapoaHOoe HenaTeHTOBaHHOEe, UMW rpynnMpoBOYHOE,
U1 XMMUYECKOE M TOProBOEe HauMeEHOBaHWS);
(B pea. PenepanbHoro 3akoHa oT 22.12.2014 N 429-93)

6) HaumeHoBaHWe 1 agpec NPoM3BOAMTENS hapMaLeBTUYECKON cyBcTaHumK;
B) CPOK rogHOCTM dhapmaLeBTuieckon cybctaHumuy;
r) ycnosusi xpaHeHus hapmaveBTnyeckon cybctaHumm;

JJ,) HOMEpP cbapmaKonethon CTaTb unn B Clriyd4ae ee OTCyTCTBUA HOMEp HOpMaTMBHOVI OOKyMeHTauumn nn6o
HOPMAaTMBHOIO AOKYMEHTAa;

€) Hanuune dapMaLeBTUYECKON CyOCTaHLMM B NepevyHe HapKOTMYECKUX CPeacTB, NCMXOTPOMHbLIX BELLECTB U UX
NpekypcopoB, noanexatinx koHTponto B Poccuinckon depepalmm, B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuiickon
depepaummn, MexagyHapoaHbiMu goroBopamu Poccunckon ®Pepepauun, B ToM uucne EguHon KoHBeHumen o
HapkoTu4eckux cpeacreax 1961 roga n KoHBeHUmnen o NcMxoTponHbIX Bewectsax 1971 roga.
(nn. "e" BBeaeH PegepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

2. ®apmaueBTuueckad cybcTaHuus, npousBedeHHas Ans  peanu3auun, MoXeT OblTb BKMOYeHa B
rocyaapCTBEHHbIN peecTp feKapCTBEHHbIX CPeACTB Ha OCHOBaHUWM 3asABneHus paspaboTyvka unv npoussBoauTens
neKapcTBEHHOro cpeacTea NMbo YNONHOMOYEHHOrO MU IOPMONYECKOrO NnLa Npu YCroBUM NPOBEAEHNS B OTHOLLEHUN
Takon (papmaueBTUYECKOM CyOCTaHUMM 9KCMepTu3bl kadecTBa (papmaueBTUHEeCKoW CcybcTaHumm B MNopsigke,
yCcTaHOBMNeHHOM cTaTbel 34 Hactoswero PenepanbHOro 3akoHa. B oTHoweHun dapmaueBTUYecKkMx cybcTaHumn,
Npou3BeAeHHbIX ANs peanu3auuu, B rocyfapCTBEHHOM peecTpe NeKapCTBEHHbIX CPeacTB COOEepXUTCA crneayowas
MHdopMaUus:

1) HaumeHoBaHMe hapmaueBTMYeckon cybcTaHummn (MexgyHapogHoe HenaTeHTOBaHHOEe, UMW FPynnMpOBOYHOE,
U XMMNYECKOE N TOProBoe HauMeHOoBaHWs);

2) HaumeHOBaHWe, agpec npousBoauTens apmaueBTM4ecKon CcybcTaHuMu, a Tawkke B OTHOLLEHMU
NeKapCTBEHHbIX CpeAcTB AN MEeAMUMHCKOrO  MPUMEHEHWs CBedeHus O  pernctpaumMu  npov3BoguTens
hapmaueBTMyeckon cybcTaHuum B KayecTBe HanoronmnaTefbluMka B CTpaHe perucrpaumm (4ns  pPOCCUNCKUX
IOPUANYECKMX NUL, - MAEHTUUKALMOHHBLIN HOMep HanoronnaTtenswuka (MHH), Ans MHOCTpaHHbLIX OPUANYECKUX ML, -
CTpaHa perucTpaumu, HaMMeHoBaHNe PerncTpUpyoLEero opraHa, permcTpaunoHHbI HOMep, Ko4 HarnoronnaTenbLimka B
CTpaHe perucTpauun (MHKoprnopawlmu) unv ero aHanor);

(n. 2 B pea. PepepanbHoro 3akoHa ot 28.12.2017 N 425-93)

3) CpoK rogHOCTM hapmaLeBTUYECKON CyOCTaHUMK;

4) ycrnoBusi XxpaHeHusi hapMaLeBTUYECKO cybcTaHLmu;
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5) Homep dapmakonenHon ctaTbM NGO B Criydae ee OTCYTCTBMS HOMEP HOPMAaTMBHOW OOKYMEHTauun Wnn
HOPMAaTMBHOIO OOKYMEHTAa;

6) Hannue dapmaLeBTUYECKON CYyOCTaHLMM B NepevyHe HapKOTMYECKUX CPeacTB, MCUMXOTPOMHbLIX BELLECTB U KX
NpeKypcopoB, noanexalwinx koHTponto B Poccuinckon depepaumm, B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuiickon
depepaummn, MexgyHapogHbiMm goroBopamu Poccunckon ®Pepepauun, B ToM uucne EpguHoOm KoHBeHUmen o
HapkoTu4yecknx cpencteax 1961 roga n KoHBeHuuen o NncnxoTponHbix Bewlecteax 1971 roaa;

7) AaTa BKIOYeHNs hapmMaLeBTUHEeCKON CyOCTaHUUM B rOCYAapCTBEHHbIN peecTp fiekapCcTBEeHHbIX CPeAcTB, AaTa
BHECEHUS W3MEHEHUN B [JOKYMEHTbl apmMaueBTU4ecKONn cybCcTaHumM, gata WCKYeHus dapMaueBTUYeCcKoN
cybcTaHumMmM 13 rocyaapCTBEHHOIO peecTpa fekapCTBEeHHbIX CPeCTB.

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

3. Mopsanok BegeHUss rocyoapCTBEHHOTO peecTpa NeKapCTBEHHbIX CPeACTB AN MEAMLMHCKOro NMpUMEHEHUs U
nopsiooK BeAeHUs TOoCyQapCTBEHHOTO peecTpa JeKapCTBEHHbIX CPEeACTB AN  BETEPMHaApPHOrO  MPUMEHEHUS
yTBEPKAATCSl COOTBETCTBYIOLLMM YMONTHOMOYEHHbIM dhefeparnbHbIM OpraHOM MUCTONHUTENbHON BNacTy.

Cratbs 34. BknioyeHuMe B rocyAapCTBeHHbIN peecTp JeKapCTBEHHbIX CPeACTB WM UCKIOYeHMe U3 FrocyAapcTBEHHOro peectpa
rfleKapCTBEHHbIX CpeAcTB hapmMaLeBTUYEeCKON Cy6CTaHLMKM, NPon3BeAeHHON ANA peanu3aumm

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

1. Ona BknoveHUss dapmaleBTUYecKkon cybGCcTaHUMM, NPOU3BEOAEHHOM AN peanu3auuu, B rocydapCTBEHHbIN
peecTp NeKkapCTBEHHbIX CPeACTB, MPOBOAMTCS SKCMNEPTU3a ee KadecTBa.
(B peqn. PepepanbHoro 3akoHa ot 22.12.2014 N 429-903)

2. JkcnepTur3a kadyecTBa ykasaHHOW B YacTu 1 HacTosLen cTaTby (hapMaLeBTUHECKON CyOCTaHUmMM, COCTaBneHme
KOMUCCMEN SKCMEPTOB 3aKMIOYEHUA MO pe3ynbTataM 3TOW 3KCMEPTU3bl M UX HanpaBfieHWe B YMNOJIHOMOYEHHbIV
denepanbHbIi OpraH UCMNOMHUTENBHON BIACTU OCYLLIECTBMASOTCA B CPOK, HE MPEBLILLAIOWMNA WECTUAECATN paboumx
OHEen Co OHSA MONyYeHUS 3KCMEPTHbIM YYpexaeHNMeM COOTBETCTBYHOLLEro 3adaHusi YMOSTHOMOYEHHOro dpegepanbHoro
opraHa UCMOMNHUTENBbHON BNACTU N CreayLwmx AOKYMEHTOB:

1) KOmMs NUUEH3MM Ha NPOM3BOACTBO JIEKAPCTBEHHLIX CPEACTB WM KOMUS 3aKMOYEHUS O COOTBETCTBUM
Npon3BOAMTENS NEKAPCTBEHHbIX CPEACTB TpeboBaHMAM NpaBui Hagnexallen Nnpon3BoaCTBEHHOW NPAKTUKK, BblOaHHbIE
YMOSTHOMOYEHHbIM hedeparnibHbIM OpraHoOM UCMOMHUTENBHOW BracTu, B Clyvae, ecriv Npov3BOACTBO NIEKAPCTBEHHOIO
npenapaTta ocywectensercsa B Poccuickon degepaumu;

2) Konus BbIJAHHOW YMNONHOMOYEHHBLIM OpPraHoOM CTpaHbl MPOW3BOAMTENS FMLUEH3MM Ha MPOU3BOACTBO
NeKkapcTBEHHOTO CPeAcTBa U ee MepeBOf Ha PYCCKAN A3blK, 3aBEPEHHble B YCTAHOBIIEHHOM MOPSAKE, M Konus
3aKMYEHUs O COOTBETCTBUM MPOM3BOAMTENS JEKapCTBEHHbLIX CPeACTB TpeboBaHUsSIM MpaBun  Hagnexalluewn
I'IpOI/I3BOLlCTBeHHOI7I NpPaKkTuKK, BblAAHHOIO YNOJTIHOMOYE€HHbIM q)e,qepaanuM OopraHom WUCMOSTHNTENBHOMN BNnacTtu, B
criydae, ecrnv NpOn3BOACTBO NEKapCTBEHHOrO CPeACTBa OCyLLecTBNseTcs 3a npedenamu Poccuiickon ®egepaumu;

3) BOKYMEHT, copepallumin cnefytolume cBeeHusi 0 hapMaLeBTUYECKON cybcTaHLum:

a) HaumeHoBaHue papmaueBTU4eckon cybcTaHLmun, ee CTpykTypa, obLime CBOMCTBA;

6) HauMeHoBaHWE 1 agpec NPOM3BOAUTENS;

B) TexHonorna npou3soacTtea C onuvcaHnem cragun npomn3soAcTBa U MeTOOOB KOHTPOJIA Ha BCeX CTagudax
npon3BoacTBa,

r) onnucaHue paspaboTku npoLecca NpoM3BOACTBa;
[) onMcaHne KOHTPOIS KPUTUYECKMX CTAOUIM NpoLecca Npon3BoACcTBa U MPOMEXKYTOYHOW NPOAYKLMMK;
€) OKyMeHTanbHoe nogTeepXxaeHne (Banugaumns) NpoLeccoB v (M) Nx OLEHKa;

X) CBOWCTBA U CTPYKTYypa AENCTBYIOLNX BELLECTB;
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3) XxapaKTepucTrKa npumecen;
n) cneundukaums Ha hapMaLeBTUYECKYHO CyOCTaHLUMIO U ee 0BGOCHOBaHWE;

K) aHanuTU4YeckMe MEeTOAMKWU, MCMNonb3yemble MpPU OCYLLECTBIEHUM KOHTPOMsS KadecTBa dapmaLeBTUYECKOMN
cybecTaHuuy;

J'l) OOKyMeHTalrlbHOe noarBepXaeHune (BaJ'II/ILI,aLI,VIFI) aHaNnnMTN4YeCKnx MeToaukK, NCNoJib3yeMbiX Npun oCyuleCTBleHUN
KOHTPOJIA Ka4YecTBa cbapmau,eBTquCKon CyGCTaHLI,VIVI;

M) pe3ynbTaTbl aHanusa cepui papmaLeBTUYeCcKon cybcTaHumm;

H) NepeYeHb CTaHO4apTHbIX 0Opa3LOB UMM BELLECTB, MCMOMb3YEMbIX MPU OCYLLECTBIIEHNM KOHTPONS KayecTBa;
0) onMcaHne XapakTepPUCTUK U CBOMCTB YNaKOBOYHbLIX MaTEPMaroB N YKYNOPOYHbIX CPeACTB;

n) OaHHble O CTAabUNBHOCTU PapMaLleBTUYECKON CyOCTaHUMK;

p) CPOK rogHoOCTH;

4) [OOKYMEHT, cogepXawuh CBedeHWs O perncrpaumMum npousBOAMTENs NEeKapCTBEHHbIX CPeAacTB  Ans
MEOVLMHCKOrO NPYMEHEHNss B KayecTBe HanoronnaTenbliyka B CTpaHe perncrpaumun (4ns poCCUMCKUX HOPUONYECKNX
iy - MaeHTUUKaAUMOHHBIM HOoMep Hanoronnatenswuka (MHH), ona MHOCTpaHHbIX HOPUAMYECKMX Nuy, - CTpaHa
pervctpauuv, HauMeHoOBaHWe PErNCTPUPYIOLLIEro opraHa, perMcTpaumMoHHbIN HOMEp, Ko HanoronnartenbLimka B CTpaHe
perncTpauum (MHKopropauun) unm ero aHanor).

(n. 4 BBegeH deneparnbHbiM 3akoHOM OT 28.12.2017 N 425-03)
(yacTb 2 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93 (pea. 13.07.2015))

3. Ons npoBedeHWs 3KCNepTM3bl KayecTBa YKa3aHHOMW B 4YacTu 1 HacTosilen cTaTtbu apmaueBTUYECKON
cybcTaHuum 3asBuTENb NPEACTaABNSAET B YNONTHOMOYEHHbIV doeeparnbHbI OpraH UCMONHUTENbHOW BNacTK:

1) 3asiBNeHne O BKITHOYEHUM B rOCYOapCTBEHHbIN PEECTP NEeKApCTBEHHbIX CPeACTB AaHHOM hapMaueBTUYECKON
cybecTaHuuu;

2) konns oKyMeHTa, noaTBepXAatoLLero ynnarty rocygapCTBEHHON MOLUNUHbLI 3@ BKMOYEHUE B rocyJapCTBEHHbIN
peecTp IeKapCTBEHHbIX CpeAcTB hapmaueBTUYECKOM cyOCTaHuuMW, NpPOM3BEAEHHOW s peanusauuu, nmbo no
CODCTBEHHOW WMHMLUMATMBE YKa3aHHbIM OOKYMEHT. B crnyyae ero HenpeacTtaBneHus 3asBUTENEM YMONHOMOYEHHbIN
deaepanbHbIi opraH UCMOMHUTENBHOW BRacTy MpoBepseT giakT ynnaTtbl roCyAapCTBEHHOW MOLUSMUHLI 3asBUTENEM C
ucnonb3oBaHveM WHPOpMaumMm 06 ynnate rocygapCTBEHHOW MOLWMMHLI, codepxalencs B [ocyaapcTBeHHOW
WH(OPMALMOHHOW CUCTEME O TOCYOAPCTBEHHbIX WM MyHWUMNANbHbIX MNnaTtexax, Ha OCHOBaHWW npeacTaBneHHOW
3asBUTENEeM KONuu JOKyMeHTa, NoATBepXaatoLwero ynnaTy rocyiapCTBEHHON NOLUSUHBI;

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

3) AOKYMEHTbI, YKa3aHHble B YacTM 2 HACTOSLLEN CTaTbW;
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4) 3asBneHne O Bblgade paspeweHns Ha BBO3 B Poccuiickyto degepaumio  KOHKPETHOW MNapTuu
He3aperMcTpMpoBaHHOIo NIeKapCTBEHHOIO CPeacTBa, NpeAHasHauYeHHOro s NPOBEeAEHMS YKa3aHHOM SKCNePTU3bI.
(n. 4 BBegeH depepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

4. B TeyeHune gecatu paboyumx gHEN CO OHS NPUHATUS 3asBIEHNUS O BKITIOYEHMM YKA3aHHOW B YacTu 1 HaCTosALLEN
cTatby hapmaueBTUYECKON CyOCTaHUMM B ToCydapCTBEHHbIN PEecTp JIEKapCTBEHHbIX CPeACcTB U OOKYMEHTOB,
nepedncrieHHblx B 4Yactm 1 M nyHkTe 2 4yactu 3 HacTodwen cTaTbW, YMNOSIHOMOYEHHbIM dedepanbHbli opraH
MCMNONMHUTENbHOW BNACTU:

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

1) NMpoBOAUT NPOBEPKY MOMHOTbI M JOCTOBEPHOCTU OaHHbIX, COAEPXKALUMXCA B NpeACTaBrEHHbIX 3asiBUTENEM
OOKYMEHTaX;
(B pea. PegepanbHoro 3akoHa oT 25.11.2013 N 317-93)
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2) NpuHUMaeT pelleHne O HampasfeHMM B IKCNEpPTHOE YyypexaeHwe 3adaHus Ha MnpoBedeHMe IKCrnepTusbl
KayecTBa YykasaHHOW B 4acTu 1 HacToswen cratby papmaueBTUYECKOW cybCTaHumMmM unm 0B OTkase B TaKkoM
HanpasrneHuu;

3) yBegomnsieT B 3NeKTPOHHOW UM MMCbMEHHON hopMe 3asiBUTENSI O MPUHSATOM PEeLLEHUN UMK B Criydae oTkasa ¢
yKasaHueM MpUYMH Takoro oTkasa.
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4.1. B cnyy4ae BbISIBIEHUSI HEOOCTOBEPHOCTW CBEAEHUN, COAEPXALLMXCS B MPEeOCTaBMEHHbIX 3asiBUTENEM
MaTepuanax, YnoJIHOMOYEHHbIV dedeparnbHbii OpraH MCMOMHUTENBHOW BNacTu HanpaenseT 3asBuTento 3anpoc ob
YTOYHEHUN YKa3aHHbIX CBeAeHuh. [aHHbIi 3anpoc MoxeT ObiTb nepegaH YNoSIHOMOYEHHOMY MpeacTaBUTENIO
3a8BUTENS NIMYHO MO PacnMCKy, HamnpaefeH Mo MoYvTe 3aka3HbIM MMCbMOM UMW NepedaH B 3NEKTPOHHoN dopme no
TENeKOMMYHUKaLMOHHbIM KaHanaMm cBs3u. B cnyyae HanpaeneHus gaHHOro 3anpoca no noyvte 3akasHbiM NMCbMOM OH
cuMTaeTcs NOMy4YEHHbIM MO UCTEYEHUN LLIECTU AHEN C AaTbl HaNpaBfeHUs 3aKka3Horo NUcbma.

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

4.2. 3asButenb o006s3aH npeacTtaBuTb OTBET Ha 3anpoc  YMOMHOMOYEHHOro  dpefepanbHOro opraHa
WCNOSTHUTENBHOM BAacTy B CPOK, HE MpPEBbILAKLWNA AeBAHOCTA pabounx AHEN Co OHSA NOSyYeHWs OaHHOro 3anpoca.
CpokK, ykasaHHbIM B YacTu 4 HacTOsLWEWN CTaTbW, MPUMOCTaHABNMBAETCS CO [HSA HanpaBneHus 3asdBUTENto 3anpoca
YMOSTHOMOYEHHOIo hefiepanbHOro opraHa UCNONMHUTENBHOW BNAcTW A0 AHSA NOMyYeHMUs UM OTBETa Ha AaHHbIN 3anpoc U
He y4MTbIBAETCS MPU UCHUCIIEHMN CPOKa 3KCMEPTU3bl KayecTBa papMaLeBTUYECKON CybCTaHLumM, HEMCNoNb3yeMon npu
NpOM3BOACTBE NEeKapCTBEHHbIX NpenapaTos.

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

5. OcHoBaHVMeM ONns OTkasa B HanpaBfieHUW B IKCMEPTHOE yupexaeHue 3afaHuns Ha NpoBefeHne 3KCNepTu3bl
KayecTBa yKasaHHOM B 4YacTu 1 HacTosiwen crtatbu hapmaueBTUYecKon cybcTaHuumn ABnsieTcss HenpeacTaBneHue
OOKYMEHTOB, YKasaHHbIX B 4acTW 2 HaAcToswWen cTaTbW, OTCYTCTBME MHOopMauuMu, noaTBep)Kaatowen dakt ynnartbl
rocyapCTBEHHOW MOLWIMMHbI 3a BKIOYEHUE dapmauleBTUYECKOW cyOcTaHumMM, MpPOM3BEAEHHOM AN peanusaumn, B
rocyapCTBEHHbIN PEecTp fNeKapCTBEHHbIX CPEACTB, HEMPEACTaBneHne 3asaBUTENEM B YCTAHOBIEHHbIN CPOK OTBETA Ha
yKasaHHbI B 4acTu 4.1 HacTosLen cTaTby 3anpoc YNONMHOMOYEHHOro dheaepansHOro opraHa UCMNONMHUTENbHOW BNacTu
UnNun NpeacTaBneHne JOKYMEHTOB, HE coaepXKallux ncHepnbIBatoLLEro nepeyHs Heo6XoaUMbIX CBEAEHNN.

(4acTb 5 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6. B TeyeHne natHaguaTtn paboynx gHEW CO OHSA NONyYEeHUs pelleHns YNONHOMOYEeHHOro dheepanbHOro opraHa
WCNOSNTHUTENBLHOM BNAcTV O HamnpaBfEeHUU B 3KCMEPTHOE YUpexaeHue 3afaHus Ha npoBedeHue 3KCNepTusbl kadecTBa
yKkasaHHoM B 4YacTu 1 HacToslwen ctatby hapmaueBTUYECKOW cybCcTaHUMKU 3asiBUTENb NPeacTaBnsieT B 3KCMEPTHOE
yypexgeHve [Ans NpoBeAeHUs [OaHHOW 3KCMepTu3bl obpasubl dapmaueBTMyYeckon cybcTaHuMM B KONMMYECTBE,
HeoOXoOMMOM [nsi BOCMPOW3BEAEHUS METOAOB KOHTPONA KavyecTBa. OKCMEpPTHOE y4ypexaeHue npu nonyvyeHun
00pasyoB ykasaHHOWM B YacTu 1 HacTosilen crtaTbk hapMaueBTU4ECKOM CybCTaHUMM BbioaeT 3asBUTENO OOKYMEHT,
NOATBEPXAAOWMIA NOoMyYeHne 3TMx 06pasuoB, U B CPOK, He MpeBbILAlOWMN Tpex pabouux OHen, yBeooMmnsdeT B
3NEKTPOHHOWN UNN NUCbMEHHOW hopme 06 3TOM YNONHOMOYEHHbIM dheaepanbHbIi OpraH UCMONHUTENBHONM BriacTu. ATu
CPOKM He BKIOYalTCSl B CPOK NMPOBEAEHUS [aHHOW SKCNepPTU3bl.

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

7. [JOKyMeHTbI, NOCTYNUBLLME B 3KCMEPTHOE yupexaeHue ONs NpOoBeOeHUs 3KCMepTM3bl KadecTBa yKa3aHHOMW B
Yyactu 1 HacTosiwen ctaTbu dhapMaLeBTMYEeCKoN cybcTaHLmMK, nognexart Bo3BpaTy B YNONTHOMOYEHHbIN deaepanbHbIi
OpraH UCMOSHUTENBHOW BNacTy O4HOBPEMEHHO C 3aKMOYEHUSMI MO pe3yrbTaTtaM NPOBEAEHHOW 3KCMEPTU3bI.

8. B cpok, He npeBblwamwWmi NatM paboumx OHEN CO OHSA MONyYEeHUS 3aKMoYeHUs KOMUCCUWM IKCMEPTOB MO
pesynbTataMm 3KCnepTu3bl KayecTBa YKasaHHOW B 4actM 1 HacToswen ctatby hapmaueBTUYECKOW cybcTaHLumu,
YNOMHOMOYEHHbIV dhefeparbHbiid OpraH UCMONHUTENBHOW BNACTU:

1) ocyLLecTBNSIET OLEHKY TakKOro 3akntoveHus O5isi onpedenieHns ero COOTBEeTCTBUS 3adaHuMI0 Ha NpoBeAeHue
[aHHOM 3KCnepTu3bI;

2) NpYHUMAET peLLEHME O BKITIOYEHUM YKa3aHHOW B YacTu 1 HacToswen ctatbk papmaleBTuieckon cybcTaHumm
B rOCyapCTBEHHbIV PEECTP NIEKAapCTBEHHbIX CPEACTB UMW peLleHne 06 0TKa3e B TakOM BKITHOYEHUY;

3) BHOCUT MpY NPUHATUN PEeLLUEHUs O BKIMIOYEHUU YKa3aHHOW B YacTy 1 HacTosdwen ctatbn hapmMaleBTUYECKON
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cybCTaHUUM B rocyapCTBEHHbIN PEeCTp NIeKapCTBEHHbLIX CPEeACTB NPedyCMOTPEHHYH MYyHKTOM 2 yactu 1 ctatbn 33
HacTosiero denepanbHOro 3akoHa WHopmaumio 1 yBegoMnsaetT 06 3TOM B SMEKTPOHHOM MM NMUCbMEHHOW dhopme
3aaBuTend.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

9. OcHoBaHMeM Ons OTKasa BO BKMOYEHUW YKa3aHHOW B 4acTu 1 HacTosilen cTaTby (hapMaueBTUYECKON
CyOGCTaHUUM B TOCYOApPCTBEHHbI pPEECTp JIEKAapPCTBEHHbIX CPeacTB SBMSETCS pelleHne COOTBETCTBYHLLETO
YNOMHOMOYEHHOro dheepanbHOro opraHa MCMOMHUTENbHOM BNacTM O TOM, YTO KayecTBO (hapmMaueBTUYECKON
cybCcTaHumMmn He NoATBEPXKAEHO NOMYYEHHLIMW OaHHBLIMU.

(vacTb 9 BBegeHa ®efepanbHbiM 3akoHOM OT 22.10.2014 N 313-03)

10. He gonyckaeTcs BKHOYEHWE B rOCy4apCTBEHHbIN peecTp NekapCTBEHHbIX CPpeacTB OAHON dhapmaLeBTUYeCKOM
cybcTaHuun, nponssedeHHON ANA peanusaumn U BbiMyCKaeMon OJHMM M TeM Xe npoussBoguTenem, B Buae OBYX U
Honee peecTpoBbIX 3anucen.

(vyactb 10 BBegeHa deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

11. BHeceHue n3meHeHUn B JOKYMEHTbI Ha hapMaLeBTMYeCcKyto cybcTaHUMo, NPOM3BEAEHHY0 ANS peanu3aumm
N BKMIOYEHHYIO B rOCYAApCTBEHHbIA peecTp NeKapCTBEHHbIX CPeACTB, OCYLLUECTBMASETCA B NOpsiAKe, YCTAHOBMEHHOM
ctatbamn 30 n 31 Hactosiwero denepansHOro 3akoHa, C ynnaTon rocyAapCTBEHHOW MOLUMWHBI, NpesyCMOTPEHHOM
3akoHodaTenbCcTBoM Poccuitckon ®egepaumm o Hanorax u cbopax.
(4actb 11 BBegeHa depepanbHbIM 3akoHOM 0T 22.12.2014 N 429-03)

12. JonyckaeTcsa obpalyeHne dapmaLeBTuieckux cybcTaHumnin, NnponssedeHHbIX Ana peanu3aumm, B TedeHme cTa
BOCbMUOECATU OHEW OO0 W nocrne NPUHATUS YNOMHOMOYEHHbIM beaepanbHbIM OpraHoOM MCMOMHUTENBHON BnacTu
peLleHnsi O BHECEHWUN N3MEHEHWI B IOKYMEHTbI Ha hapmaLeBTUYeckyto cybCcTaHumIo, Mpon3BeAeHHYI0 ANns peannsaumm
N BKITIOYEHHYI0 B rOCyAapCTBEHHbIV PeecTp feKapCTBEHHbIX CPEACTB.

(vacTtb 12 BBegeHa deaeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

13. PelueHne 06 WCKMIOYEHUM M3 FOCYOapCTBEHHOrO peecTpa NeKapCTBeHHbIX CPeacTB hapMaLeBTUYeCcKon
cyGCTaHUuMKU, nNpou3BedeHHOW AN peanusauuu, NpUHUMAaEeTCs  YNONMHOMOYEHHbIM  doeaeparnbHbiM - OpraHoM
UCMOSTHUTENBHO BMacTy B cryyae:

1) npeacTaBneHust COOTBETCTBYIOLUMM YMOSIHOMOYEHHbIM hbeaepanbHbiM OpraHoM WCMOMHUTENBHOW BRacTy
3aKIMIOYEHMS O puUcKe WM 06 yrpo3e >XWM3HW WNKM 300pOBbIO YernoBeka NGO KMBOTHOMO NpYM MCMONb30BaHUM
nNeKkapcTBEHHOro CPeACTBa;

2) nopgaun pa3paboTyMKOM NEeKapCTBEHHOTO CpeacTBa UMM NMPOU3BOAMUTENEM NEKapCTBEHHOro cpeactBa nv6o
YMNONMHOMOYEHHBIM UMW OPYIMM IOPUANYECKUM NULIOM 3asiBNeHust 06 WCKMHOYEHWM M3 FoCy[AapCTBEHHOro peectpa
neKkapcTBEHHbIX CpeacTB apMaLleBTUYeckoi cybcTaHLuM, NPOU3BEAEHHO ANa peanv3aumuy;

3) oTcyTCTBUS (hapMaLeBTUYECKON CyOCcTaHUMK, NPON3BEAEHHON ANs peanun3aumn, B obpalleHun B Poccumnckonm
denepaummn B TeveHne Tpex n bonee ner.
(vacTb 13 BBeaeHa deaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

Cratbs 35. YTpatuna cuny c 1 urons 2015 roga. - PegepanbHbii 3akoH oT 22.12.2014 N 429-d3.

Ctatbsa 36. O6xanoBaHue pelieHUss o6 oOTkase B BblAave paspelleHUst Ha MnpoBeAeHMe KIWHUYECKOro MuccrnefoBaHust
NeKkapcTBEHHOro npenapara, peweHusi 06 oTkase B rocyAapCTBEHHOW perucTpauumn fieKapCTBEeHHOro npenapara, 3akfo4YeHUsi KOMUcCun
3KCMEepTOB 3KCMEPTHOrO YYPEXKAEHUS UMK 3aKIMIOYeHUs1 coBeTa No 3TUKe

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

PelueHre COOTBETCTBYIOLLENO YNOSIHOMOYEHHOro heaepanbHOro opraHa UCMoSIHUTENBHOM BnacTh o6 oTkase B
BblJaye paspelleHns Ha NpoBedeHNe KNMHUYECKOro UCCNeqoBaHus NekapCcTBEHHOro npenapara, pelleHne ykasaHHoro
degepanbHOro opraHa WCMOMNHMTENbHOM BnacTu o6 OTKase B rOCYOapCTBEHHOW pernctpauuu neKkapCTBEHHOro
npenapara, 3akfoyYeHWe KOMUCCUM 3KCMEPTOB IKCTMEePTHOro YYpeXAeHUs UMK 3akriovyeHue COoBeTa Mo 3TUKe MOXET
GbiTb 0GXanoBaHO B MoOpsiaKe, YCTaHOBNEHHOM 3akoHoAaTeNbCcTBOM Poccuiickolt Gefepauunn. 3akniodeHne akcnepTa,
ohOpMIIEHHOE MO WUTOram 3KCMepTU3bl B LENAX OrpederieHns B3aumMo3aMeHSIEMOCTM  3aperMcTpUpOBaHHOIO
NeKkapcTBEHHOro npenapaTta, MOXeT ObiTb O6XanoBaHO AepxaTefieM WM BnagenbueM  pPerncTpauvoHHOro
YAOCTOBEPEHMS NeKapCTBEHHOro npenapara B KOMUCCUIO 9KCNEPTOB 3KCMEePTHOro yupexaeHus. 3aknoyeHne KoMmccum
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®epnepanbHbivt 3akoH 0T 12.04.2010 N 61-03
(pea. ot 28.12.2017) JokymeHT npepoctasneH KoHncynbtaHTtIaroc
"06 obpalueHnn nekapcTBeHHbIX cpeacTs"” lata coxpaHerus: 25.04.2018

3KCMEPTOB 3KCMEPTHOTO y4pexaeHusi, ohOpMIEHHOE MO UTOoraM nepecMoTpa 00KanoBaHHOMO 3aK/OYEHUs aKCnepTa,
MOXeT ObITb OCMOPEHO AepXaTenem unu Bnagenbuem perncTpauuoHHOro yaoCTOBEPEHMS NIEKapCTBEHHOTO nNpenapaTa
nmMbo YNONMHOMOYEHHBIM UMW NULIOM B NMOpsiAKe, YCTAHOBIIEHHOM 3akoHogaTenbcTBoM Poccunckon ®enepaumn. MNpu
obXxanoBaHUM peLleHMst YNONMHOMOYEHHOro dheaeparnbHOro opraHa WCMNOMIHUTENBHOM BRacTW, 3aKMYEHUst aKcnepTta
Mnn KOMUCCUWN JKCNEPTOB OIKCNEPTHOro YydpexaeHud, 3akitoyYeHUA coBeTa MO JTUKe fAepxaTenb wunu Bnagenew
PErMCTPaLMOHHOIO YAOCTOBEPEHUST JIEKApCTBEHHOro npenapata -Mbo  yNnoONHOMOYEHHOE WMMW  JMUO  BrpaBe
NpeacTaBuUTb pes3yrnbTaTbl JKCMEPTU3bl FIEKAPCTBEHHOMO MpenapaTa, MPOTOKOMbl MOMYYEHHbIX aKKpeaUTOBaHHbIMU
ucnbelTatenbHbIMU NabopaTopmsamm (LeHTpamun) pe3ynbTaToB UCCIeg0BaHUNA, UCNbITAHWUNA.

Cratbaa 37. WHdopmauus, cBfizaHHass C OCYLIECTBMIEHWEM rOCyAapCTBEHHOM perucTpauun neKapCcTBEHHbIX MNpenapaTos,
MHdOpMaLms O 3aperMcTpMpoBaHHbIX NEKapCTBEHHbIX MpenapaTtax v NeKkapcTBEHHbIX Mpenaparax, UCKIYEHHbIX M3 FoCcyAapCTBEHHOro
peecTpa nekapcTBEeHHbIX CPeACTB

1. CoOTBETCTBYIOLUIA YNONTHOMOYEHHBIN dhefepanbHbIl OpraH UCMOMHUTENBHON BracTy pa3meLLaeT Ha CBOEM
odmumansHom cante B ceth "HTepHeT" nHdopmaumio, CBA3aHHYH C OCYLLLECTBIIEHMEM rOCy4apCTBEHHOW pernctpaumnm
J1IeKapCTBEHHbIX npenapaTtoB, B TOM 4UCle npoeegeHnemM 3KCnepTusbl NeKapCTBEeHHbIX CpencTs (BKJ‘II-OLIaFl pe3ynbTaThbl
ee nposegeHus), NHHOPMaLMIO O 3aperMcTpMpPOBaHHbIX NEKapCTBEHHbIX MpenapaTtax U NekapcTBEHHbIX npenapaTax,
WCKIMIOYEHHbIX U3 FOCYapCTBEHHOIO peecTpa JNiekapCTBEHHLIX CPEACTB, HE NO3OHEE YeM Yepe3 NATb paboynx OHeEN co
OHS1 NOMNyYeHNsi COOTBETCTBYHOLUMM YMNOMHOMOYEHHBIM dhefieparnibHbIM OpraHoOM MCMOSTHUTENBHON BracTu 3asiBieHUsl O
rocyJapCTBEHHOM perMcTpaunm ekapcTBEHHOToO npenapara.

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

2. Cpokun 1 nopsgok pasmeLLeHnst YkasaHHOW B 4acTu 1 HacTosllen ctaTbu MHOPMaLUKU yCTaHaBnMBalTCA
YMOSTHOMOYEHHBLIM hefiepanbHbIM OpraHoOM UCMOMHUTENBHOW BnacTu. MIHopmMmaums, ykasaHHasa B YacTn 1 HacTosLen
cTaTbu, ABMNSETCA OTKPbITOM M 0OLWenOoCTYNHOM M MpefoCcTaBrisieTCss 3aMHTEPECOBaHHbIM NMLAM B COOTBETCTBUM C
3akoHogartenbcTBoM Poccuiickon deaepaumm.

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

Fnasa 7. KMTMHWYECKUE UCCNEONOBAHUA NEKAPCTBEHHbIX
NPENAPATOB ANA MEOULUMHCKOIO NPUMEHEHUA, OTOBOP
OB X NPOBEAEHUU, NPABA NALUMEHTOB, YHACTBYIOLLIKX
B 3TUX UCCINEAOBAHUAX

Cratbs 38. KnuHunyeckue uccnegoBaHms JNlIeKapCTBEeHHbIX npenapaTtoB Ans MeAULMUMHCKOro npumeHeHus

1. KnuHunyeckne ncenenoBaHnNa nekapCTtBeHHbIX npenapatoB OnAa MeguunHCKOro npuMMeHeHuda, B TOM 4ucne
MeXOyHapOAHble MHOMOLEHTPOBbLIE, MHOTOLIEHTPOBbLIE, MOCTPErMCTPaLMOHHbIE, NPOBOAATCS B OAHOW MITM HECKOSbKUX
MEOULMHCKUX OpraHM3auusix B COOTBETCTBMW C MpaBUiiaMu Hagnexalwleh KNMHUYECKOW MpaKTUKWU, YTBEPXKAEHHbIMM
YMNONIHOMOYEHHbIM hefeparnbHbiM OpraHOM UCMONHUTENBHON BNacTW, COOTBETCTBEHHO B CIEAYIOLWMX LENaX:

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

1) ycTaHoBneHue ©6e30NacHOCTM FEeKapCTBEHHbIX MpenapaToB [Afis  340poBbIX gobpoBonbueB U (Mnn)
NepeHoOCMOCTUN UX 3A0POBbIMKU A0OPOBONbLAMM, 38 UCKINIOYEHMEM TaKUX UCCNeQoBaHWUIA NIeKapCTBEHHbIX NpenapaTtos,
npounsseneHHbIX 3a npegenamn Poccunckon denepaumm;

2) nopbop onTMManbHbIX [A03MPOBOK EKApCTBEHHOrO Mpenapata W Kypca neyvyeHus Ong naumeHToB C
onpeeneHHbIM 3aboneBaHMeM, ONTUMaribHbIX 03 U CXEM BaKUMHALMM UMMYHOOUOMOrMYECKUMW NeKkapCTBEHHbIMU
npenapatamu 340poBbIX O0OPOBOMLLEB;

3) ycraHoBneHune 6e30MacHOCTM feKapCTBEHHOro npenapata M ero 3gpeKTMBHOCTM AN MNauMeHTOB C
onpegeneHHolM 3aboneBaHveM, nNpodUNakTnyeckon IPPEKTUBHOCTY  MMMYHOBUOMNOrMYECKUX  eKapCTBEHHbIX
npenapaTtoB AN 300POBbIX 40OPOBOSbLEB;

4) nsyyeHve BO3MOXHOCTM paCLUMPEHWST MOKasaHWi Ans MEAMLMHCKOrO MPUMEHEHUS W BbisIBIIEHWUST paHee
Hen3BeCTHbIX NOGOYHbIX OEVCTBUI 3aperncTpMpoBaHHbIX NIEKAPCTBEHHbIX NpenapaToB.

2. B OTHOLLEHUN BOCMNPOM3BEAEHHbBIX NIEKAPCTBEHHbIX NpenapaToB AN MEAULMHCKOro NPMMEHEHUS! NMPOBOAATCS
nccrnenoBaHNs OWOIKBMBANEHTHOCTUM W (MNW) TeparneBTUYECKOW SKBUBANEHTHOCTM B MOpsAKe, YCTaHOBIEHHOM
YMOSTHOMOYEHHBIM heaeparibHbIM OPraHOM UCMOSTHUTENBHOW BAcTy.

3. Opransau,wo npoeeaeHna KIMHU4YeCKnxX nccrneaoBaHui NNeKapCTBeEHHOro npenapata Aanda mMeguumHCKOro
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®epnepanbHbivt 3akoH 0T 12.04.2010 N 61-03
(pea. ot 28.12.2017) JokymeHT npepoctasneH KoHncynbtaHTtIaroc
"06 obpalueHnn nekapcTBeHHbIX cpeacTs"” lata coxpaHerus: 25.04.2018

NnpuMeHeHusA BrnpaBse OCyLeCTBNATb:
1) pa3pa60Tq|/|K NekapCTBeHHOro npenapara unn ynoriHoMo4eHHoe M Nnuo;

2)  obpasoBaTenbHble  OpraHu3auuu BbiCLUEro  oOpa3oBaHWsi,  OpraHuM3auMvM  OOMOSNHUTENBHOro
npodeccmoHansLHOro o6pa3oBaHus;
(n. 2 B pea. PepepanbHoro 3akoHa ot 02.07.2013 N 185-93)

3) Hay4YHO-uccnenosartesibCkne opraHm3aunn.

4. KnuHuyeckne uccnegoBaHMs fNeKkapCcTBEHHOro npenapata Anst MegUUMHCKOTO NPUMEHEHUs NMpoBOAATCA Ha
OCHOBaHWM paspelleHns Ha npoBedeHue KIMHUYECKOrOo WCCNeaoBaHWs NeKapCTBEHHOro npenapara, BblAaHHOro
YMOSTHOMOYEHHBIM ~ doeieparnbHbiM  OpPraHOM  UCMOSTHUTENbHOW BNacTW. YMONHOMOYEHHbI deaepanbHblil  opraH
WCMNOMHWTENBHOW BracTu BeAET pPeecTp BblAaHHbIX paspelleHUu Ha MpoBeAEeHNE KITMHWYECKUX WCCregoBaHuUm
rniekapCTBEHHOrO npenaparta, CoAepXallui yKkasaHve Ha X Lerb Uv Lenu, B yCTaHOBIEHHOM 3TMM OpraHoM Nopsigke.
(B pen. PepepanbHbix 3akoHOB OT 22.12.2014 N 429-93, ot 13.07.2015 N 241-03)

5. Y1patun cuny ¢ 1 niona 2015 roga. - PegepanbHbil 3akoH oT 22.12.2014 N 429-93.

6. K opraHu3aumMu npoBeAeHust KIUMHUYECKUX WUCCNEAOBaHWUMA NEKApCTBEHHOro npenaparta Anst MeauLUHCKOro
NPUMEHEHNs1 Ppa3paboTyUMKOM NEKapCTBEHHOrO MpenapaTa MOryT MpuBMeEKaTbCa lopuauydeckme nuua nobon
OpraHvM3auMoHHO-NPaBoBON (QOPMbI NMpU YCroBuMM oBecneveHns COOTBETCTBUS 3TUX UCCneaoBaHui TpeboBaHMAM
HacTosilero defepanbHOro 3akoHa.

7. KnvHuyeckne uccnegoBaHus NEKApCTBEHHbIX MpernapaToB AMs MEeAULMHCKOro NMpUMEHEHWsI NMPOBOASTCS B
MEAMLMHCKMX OpraHM3auunsax, akkpeamnToBaHHbIX YNOSTHOMOYEHHbIM befeparnbHbIM OpraHOM UCMNONTHUTENBHOM BRacTu B
nopsiake, ycraHosneHHom lNMpasutenscteoM Poccunckon ®enepaumn.

8. [llepeyeHb MEOMUUMHCKMX OpraHuM3auui, MWMELWNX MpaBO MPOBOAUTE KIMHUWYECKME UCCrefoBaHus
NEeKapCTBEHHbIX MpenapaToB ANs MEeLULMHCKOrO MPUMEHEHUsI, U PEeCTp BblOAHHbIX paspeLleHun Ha npoBefeHue
KIUHUYECKUX UCCNeaoBaHMN NEeKapCTBEHHbIX MpenapaTtoB onybnMKOBLIBAOTCA U pa3MeLLarnTcs YyNoSIHOMOYEHHbIM
denepanbHbiM OpraHoOM UCMOSTHUTENBHOW BfacTM B YCTAHOBMNEHHOM UMM MOpsiike Ha CBOeM oduvuManbHOM canTe B
cetn "HTepHeT".

CraTbs 39. PelieHne o NnpoBeaeHMM KIMHUYECKOrO UCCreAoBaHUs NeKapCcTBeHHOro npenapara Ans MeauLUMHCKOro npumeHeHust

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

1. KnuHuyeckoe wmccnenoBaHue JNIEKapCTBEHHOro npenapara gnda MeamMunMHCKOro npuMeHeHuda npoBoaUTCA Ha
OCHOBaHMWN paspelleHna Ha npoBeaeHne KIMHUYECKOro uccriegoBaHUA JeKapCTBeHHOro npenaparta, BblAaHHOIo
YNONMHOMOY€E€HHbIM cpe,qepaanbuvl opraHom MCNONMHNTENBbHOW BacTu Mo pe3ynbTataM 3KCNepTu3bl OOKYMEHTOB,
HeobxoauMbIX Ans nony4yeHua paspelieHna Ha npoeegeHne KnMHUM4ecKoro nccneaoBaHusa nekapCTtBeHHOro npenapara
N 3TU4ECKOM OKCMNePTN3bI.

2. [Ina nonyyeHns paspelleHnsi Ha NpoBedeHUe KIMHUYECKOro UCCredoBaHusl eKapCTBEHHOro npenapara Ans
MEAMLIMHCKOrO MPUMEHEHUs 3asiBUTENb MNPEACTaBNsAeT B YNOMHOMOYEHHbIM deaepanbHblii opraH WCMOMHUTENBHOM
BMacTu:

1) 3adaBlieHne O Bblga4e pa3pelleHnd Ha npoBeaeHue KrnmHn4eckoro nccrieqoBaHnAa nekapCTtBeHHOro npenaparta
ana MeanumMHCKOro npuMeHeHus;

2) KOnnn OOKYMEHTOB, noATBepXaawnwnx ynnarty Focyﬂ,apCTBeHHOI;l NOLWIMHbI 3a MnpoBeaeHne 3TUYECKON
9KCNepTn3bl, IKCNepTn3bl OOKYMEHTOB Ha J'IeKapCTBeHHbIIZ npenapar Aand nonydeHuna paspelleHna Ha npoBeneHue
KIMMHNYECKOro nccrieqoBaHuna fiekapCTtBeHHOro npenaparta anda MeguunHCKOro npuMeHeHund, 3a Bbiavy paspelleHnd Ha
nposegeHne KIMHUYeCKoro wuccnegoBaHuUA JiekapCTBeHHOro npenaparta Aanda MeguunHCKOro npuMeHeHud, 3a
nposegeHne J3KCnepTn3bl OOKYMEHTOB Ha J'IeKapCTBeHHbIVI npenapar anda nonydeHuma paspelleHna Ha npoBeaeHune
MexayHapogHOro MHOroueHTpOBOro KIMHUYeCKOro uccrnegoBaHuA IekapCTBeHHOro npenaparta And mMeaunuuHCKOoro
npuMeHeHnd, 3a Bblady pas3peweHna Ha npoBeneHne MexayHapoaHoro MHOroUueHTpOBOro  KIMHUYeCKOoro
ncenegoBaHnAa nekapCTtBeHHOro npenaparta gnda MmeguumHCKOoro npuMeHeHusa, 3a nposeaneHune 3TUYECKON 9KCNEePTU3HbI,
JKCNepTn3bl OOKYMEHTOB Ha HEKapCTBeHHbIVI npenapar Anda nonyyYeHunAa paspeleHnda Ha nposeneHune
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®epnepanbHbivt 3akoH 0T 12.04.2010 N 61-03
(pea. ot 28.12.2017) [okyMeHT npegocTaBneH KoHcynbTaHTIAOC

"O6 obpalleHnn nekapcTBeHHbIX cpeacTs” Hata coxpaHenus: 25.04.2018

NOCTPEerncTpauMoHHOro KnnmHN4YeCckoro nccrnegoBaHma fekapCTtBeHHOro npenapara and MmeamunHCKoro npumMmeHeHusd, 3a
Bblgavyy paspeweHnda Ha npoBeaeHne nocTperncTtpauMoHHOro KnnMHMYeCKoro wuccnegoBaHuUA nekapCTBEeHHOro
npenapara And MeauuuMHCKOro npumMeHeHusa, unm no COBCTBEHHOM MHMUMATUBE YKa3aHHble [OOKYMEHThI. B cny4yae
HenpeactaBlieHnA 3adaBuUTenieM YKa3aHHbIX OOKYMEHTOB yI'IOJ'IHOMO‘-IeHHbII7I q)e,qepaanbuZ opraH NCMONHUTENBHOWN
Bnacth npoBepsAeT (baKT ynnatbl rocyp,apCTBeHHon NOWSIMHbI  C KCNoNb30OBaHUEM VIH(bOpMaLI,I/II/I 06 ynnare
FOCYﬂapCTBEHHOVI NOLWWJINHbI, co,qepmau.l,elhcq B rOCYAapCTBeHHOVI MH(bOpMaLLIAOHHOVI cuctemMme O rocyagapCrtBeHHbIX U
MyHUUMNAnbHbIX NaTeXxax, Ha OCHOBaHUM npeacTtaBlieHHbIX 3adBUTeENeM Konwui OOKYMEHTOB;

3) NPOTOKON KMMHMUYECKOrO UCCneaoBaHns NekapCcTBEHHOIO nNpenapaTa Ans MeAULMHCKOro NPUMEHEHMS;
4) 6poLuopy nccrnegoBaTens;
5) nHOpMAaLMOHHBIV NMUCTOK NALUEHTA;

6) cBegeHus o6 onbiTe paboThl NccriegoBaTeNnen N0 COOTBETCTBYIOLLMM CMELMANbHOCTAM M UX ONnbiTe paboTbl No
nposeaeHunto KMMHUYeCKnxX I/ICCJ'IGLI,OBQHI/IVI;

7) cBedeHuMs O MeAWUMHCKMX OpraHuM3aumsix, B KOTOpbIX MpegnonaraeTcs MpoBeAeHNe KITMHUYECKOro
nccrefoBaHus NekapCTBEHHOIO npenapaTa Anst MeAULMHCKOrO NpUMEHeHUs (MOMHOe M COKpalleHHOe HanMeHOBaHUS,
OpraHn3aunoHHO-NpaBoBas opMa, MECTO HaXOXAEHUS U MECTO OCYLLECTBINEHUST AeATENbHOCTU, TenedoH, Tenedakc,
a[lpec 3NEKTPOHHON MOYTbI KXA0M MEANLIMHCKON OpraHnsaumm);

8) CBeleHNA O npepgnofiaraemMbiX CpoKax nposegeHuna KInnHM4Y4eckKoro nccregoBaHnAa nekapCTBeHHONO npenaparta
Aanda MmeguMumMHCKOro npuMeHeHu4;

9) konuio poroBopa o064A3aTenbHOr0 CTpaxOBaHWs, 3aKMOYEHHOr0 B COOTBETCTBMM C TUMOBBLIMWU NpaBuiiaMu
06s13aTeNbHOrO CTpPaxoBaHWs, C yKa3aHWMEM NPeAenbHOM YUCIEHHOCTM MaUMEHTOB, Y4acTBYHOLMX B KIMHUYECKOM
nccnenoBaHUM NekapCcTBEHHOIO NpenapaTa A MeaULMHCKOro NPUMEHEHUS;

10) nHcpopmaLmio 0 cocTaBe NekapCTBEHHOIO nNpenapaTa 41 MeAULUMHCKOro NPUMEHEHWS;

11) LOOKYMEHT, COCTaBIIEHHbIN npoun3soauTeniemM JiekapCTBeHHOro npenapara ana meamumHCcKoro rnpuMeHeHna m
cop,epmau.mﬁ nokasartenu (XapaKTepVICTVIKVI), a TakKkKe cBefeHuAa O JeKapCTBeHHOM nMnpenapate And MeaununHCKOro
npuMeHeHud, nponssegeHHOM AnA nposeaeHna KNnMHNYeCcKnx nccnegoBaHum;

12) KOMUK NnMUEeH3nn Ha Npon3BoACTBO JieKapCTBEHHbIX CpeacTB B Clly4ae, eCliih Npon3BoACTBO JieKapCTBEHHOro
npenapara OCyLleCTBAETCA B Poccuiickon dJe,qepau,VlM, UM Konuw 3akKr4eHnAa O COOTBETCTBUM MpPOU3BOOAUTENA
JIeEKapCTBEHHOIo npenaparta Tpe6OBaHI/IF|M npasun Hagnexawlien HpOMSBOD,CTBeHHOVI NPaKkTukn, BblAAHHOIO
KOMMETEeHTHbIM YNOJIHOMOYEHHbLIM OpraHOM CTpaHbl NPpoOn3BOANUTENA J1IEKAPCTBEHHOIO Npenapara.

3. B cpok, He npeBblaLWnUin NATU paboymx SHEWN CO OHS NMPUHATUS yKa3aHHOTO B NMyHKTe 1 4acTu 2 HacTosiewn
cTaTbM 3asiBNEHMs 1 HeoBX0aANMbIX LOKYMEHTOB, YNONTHOMOYEHHbIN doefepanbHbI OpraH UCMONTHUTENbHOW BNAacCTU:

1) NpoBOAUT MPOBEPKY MOMHOTbI U AOCTOBEPHOCTU CBEAEHWN, COOEPXALLMXCA B NPeACTaBMNEHHbIX 3asiBUTENEM
OOKyMEHTaX;

2) NPpUHUMaeET pelleHne O npoBedeHUN IKCNepTu3bl JOKYMEHTOB AJ1A MOJlyYeHUd pa3pelleHunAa Ha nposeneHune
KIMMHNYEeCKOro nccrneaoBaHna nekapCTtBeHHOro npenaparta and MmeguunHCKOro npuMeHeHua u 3TUYECKON 9KCNepTu3bl
unu o6 oTkase B npoesegeHnn yKka3aHHbIX 3KCNepTus;

3) yBegooOMIAEeT B SﬂeKTpOHHOVI cbopme nnn Ha 6yMa)KHOM HOcUTene 3aaBuTend O NPUHATOM peLueHnn nmbo B
Cclny4yae NpuHATUA pelleHnd 00 oTKa3se Takke C YKa3aHueMm npuyvnH Takoro oTkasa,

4) nogroTaenuBaeT W HanpaenseT B 3KCMEPTHOE YyYpexAeHWe U COBEeT Mo 3TWKe 3afjaHue Ha NpoBedeHue
COOTBETCTBYHOLLMX IKCMEPTMI.

4. B cny4yae BbISBIIEHNSI HEMOJTHOTHI U (M) HEOOCTOBEPHOCTM MHPOpMaLMK, COAepKaLLencs B NPeACTaBeHHbIX
3a8BUTENEM OOKYMEHTaXx, YNONIHOMOYEHHbIN hbedepanbHbli OpraH UCMONMHUTENBHON BNAcTU HanpaBnseT 3asBUTENHO
3anpoc 06 YTOYHEHMM YyKa3aHHOW WHgopmauun. [aHHbIA 3anpoc MoxeT OblTb nepedaH YNoOHOMOYEHHOMY
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npeacTaBUTENIO 3asBUTENA INWYHO MOJ PachuUCKy, HanpaBfieH Mo Mo4yTe 3akasHbIM MUCbMOM UMW rnepefaH B
3MNEKTPOHHO hbopMe Mo TeneKoMMYHUKaLMOHHBIM KaHanam cBA3u. B cnyyae HanpasneHus AaHHOro 3anpoca no noyre
3aKa3HbIM MUCbMOM OH CUYUTAETCS MONTyYEeHHbIM MO UCTEYEeHWUM LIEeCTU AHEel C AaTbl HanpaBneHUs 3aka3HOro nucbma.
3asiBuTenb ob6s3aH NpeacTaBUTb OTBET Ha 3anpoc YNoHOMOYEHHOro dhefepanbHOro opraHa UCNOMHUTENbHOW BnacTu
B CPOK, He NpeBbllaoWwnii AeBaHocTa paboynx AHeN co AHSA ero nomny4deHust. Cpok, ykasaHHbIN B YacT 3 HacTosALEel
cTaTbW, NPUOCTaHaBNMBAETCS CO OHSA HanpaBfieHWUs 3asiBUTENIO 3arnpoca YNOSHOMOYEHHOro eaeparbHOro opraHa
NCMONHUTENBHON BNacTu 40 AHSA MonydYeHUss UM COOTBETCTBYIOLLEro OTBETa U He YYMTLIBAETCA NPU UCUYUCIIEHUN CPOKa
NPUHATUA YNONMHOMOYEHHBIM dbeeparbHbiM OpPraHOM UCMONHUTENBHON BNAacTU pelleHus o NpoBeaeHUN 3KCnepTuabl
OOKYMEHTOB AN NOSyYeHUs paspelleHnsl Ha npoBedeHue KIMHUYECKOro UCCreaoBaHus NeKapCTBEHHOrO npenapara
ONs MeOULMHCKOrO NPUMEHEHUS.

5. OcHoBaHVeM Ansi 0Tka3a B NPOBEAEHUN IKCMEPTU3bl JOKYMEHTOB AN NOMyYeHWsi pa3peLleHnss Ha NpoBeaeHne
KNMMHNWYECKOro nccnenoBaHna nekapCTtBeHHOro npenaparta and MeguunHCKOro npuMeHeHua u 3TUYECKoMn 9KCNepTu3bl
ABNSETCA NpeacTaBneHne AOKYMEHTOB, MPedyCMOTPEHHbIX YacTblo 2 HacTosWwen cTaTbW, B HEMNOfHOM ob6beme,
HenpeacTaBrneHve 3asiBUTENeM B YCTAHOBIIEHHbIV CPOK OTBETa Ha yKasaHHbI B 4acTu 4 HacTosien ctaTtbu 3anpoc
YMOSTHOMOYEHHOIo hefeparnbHOro opraHa UCMOSTHUTENBHOW BracTu NMbo OTCYTCTBME B NPEACTaBIEHHbLIX JOKYMEHTax
ncYepnbiBalLEro nepeyvHs Heobxoanmown nHpopmauum unu nHdopmMaLmmn, Kotopas AoMmKHa OblTb OTpaXkeHa B HUX, a
Takke OTCYTCTBME WH(popMaumn, noaTBepxaawowen ¢akT ynnaTtbl rOCyAapCTBEHHOM MOLWSMHbLI 3a NpoBefeHue
3TUYECKON 3KCNEepTU3bl, 3KCNepTU3bl OOKYMEHTOB Ha NeKapCTBEHHbIM npenapaTt Af1s MofnyvYeHus paspelleHnsl Ha
npoesegeHne KInMHMU4YeCcKkoro mnccrnenoBaHua nekapCcTtBeHHOro npenapara ona MeauMuuHCKOro npuMeHeHud, 3a Bbligadvy
paspelleHns Ha npoBedeHMEe KIMHUYECKOro MUCCneaoBaHWs feKapCTBEHHOro npenapata  Ans  MeauumuHCKOro
NPUMEHEHWS, 3a NPOBEAEHME IKCMEPTU3bI JOKYMEHTOB Ha NEKAPCTBEHHbIV Npenapart Ans NofyyYeHus paspeLueHnst Ha
npoBedeHNE MeXAyHapoOHOro MHOFOLEHTPOBOIO KIMHUYECKOr0 WCCreoBaHUs JeKapCTBEHHOro npenaparta ang
MEOULUMHCKOTO MNPUMEHEHWsi, 3a Bblgavy paspeleHuMs Ha MpoBeAeHUe MEeXAyHapoOHOro MHOroLEHTPOBOrO
KIMMHNYEeCKOro nccrnegoBaHua nekapCTtBeHHOro npenaparta anda MmegmunHCKoro npumMmeHeHud, 3a npoeengeHume 3TUYEecKon
9KCNepTn3bl, IKCNepTn3bl OOKYMEHTOB Ha J'IeKapCTBeHHbIIZ npenapar Aand nonydyeHua paspelleHna Ha npoBeaeHue
NOCTPErNCTPALIMOHHOIO KIMMHMYECKOrO UccneaoBaHus fekapcTBEHHOro npenapaTa Ang MeauumMHCKOro NpuMeHeHus, 3a
BblOa4yy paspelleHnss Ha MpoBefeHWe MOCTPErMCTPALMOHHOIO KIMHUYECKOrO WCCINEOOBaHNUS  NeKapCTBEHHOMO
npenapata 4nsa MeAULMHCKOro MpUMEHEHMS.

6. [lpoBegeHve aKCMEPTU3bl OOKYMEHTOB [ANA MOMyYeHWs paspelleHuMs Ha npoBedeHue  KIMHUYECKOro
nccrefoBaHus nekapcTBEHHOro npenapata Ans MeAULMHCKOro NMPUMEHEHUS U 3TUYECKOW 3KCMepTU3bl, COCTaBreHne
KOMUCCUEN 3KCMEPTOB M COBETOM MO 3TMKE 3aKMYEeHWA O BO3MOXHOCTM MIU HEBO3MOXHOCTM MPOBEAEHWS Takoro
KMWHMYECKOro WCCIedoBaHWA W HanpaBfeHne STUX 3aKlYeHWn B YNONHOMOYEHHbI  deaepanbHbil - opraH
NCMONHUTENBbHON BiacTVM OCYLLECTBISAIOTCA B CPOK, HE NpeBbllalowui Tpuauatn pabounx AHen CO AHS MOryyYeHus
9KCMEPTHbIM  yypexgeHneM 3adaHus  YNoNHOMOYEHHOro dedepanbHOro opraHa WCMONHUTENbHOW BRactu C
NPUNoOXeHNeM AOKYMEHTOB, yKa3aHHbIX B MyHKkTax 3, 4, 10 n 11 yactm 2 HacToswen ctaTbl, U COBETOM MO 3TUKE
3afjaHns yNnorHOMOYEHHOro efepanbHOro opraHa UCMOMHUTENBHOW BNACTU C MPUIOXEHWEM JOKYMEHTOB, yKa3aHHbIX
B NyHkTax 3 - 6, 8 1 9 YacTn 2 HacTosLLEeN cTaTbu.

7. B cpok, He npesblwalwun nATM pabounmx OHEW CO AHSA MOSyYeHus 3aKknioYeHWr, ykasaHHbIX B 4Yactu 6
HacTosILLEen cTaTby, YNOTHOMOYEHHbBIN befepanbHbIi OpraH UCNONHUTENbHOW BNacTu:

1) OCyLUEeCTBIIAET OUEeHKY NOoCTynnBLUNX 3aKnYeHnn gns onpegeneHna mMX COOTBETCTBUA 3adaHUAM Ha
nposegeHne CooTBETCTBYHOLLINX SKCNEePTU3;

2) NnpuHUMaeT pelleHne O Bblaavye pa3pelleHna Ha npoBeaeHne KIMHUYeCcKoro nccnegoBaHunda nekapCTtBeHHOro
npenaparta anda meamumHCKOro npuMeHeHna nnm 00 oTKka3se B Bblgade YKa3aHHOro paspeLueHuns;

3) BblJaeT pas3pelieHne Ha nposegeHne KIMHUYeCKoro wuccneagoBaHuUa JekapCTBEeHHOro npenaparta Ansd
MeOQUUMNHCKOIro npuMeHeHuna nnn pelieHne 00 oTkase B Bblgaye YKa3aHHOro paspelleHunsa ¢ ykasaHmem npuydnH otkasa.

8. OcHoBaHveM ana oOTKasa B Bblgavye paspelleHns Ha MpoBedeHUe KIMHUYECKOro UuccrenoBaHus
NeKkapCTBEHHOro npenapara Ans MeguuUUHCKOro NpUMEHEHUS SBMSETCA HannumMe 3aknioveHnst KOMUCCUM SKCNEPTOB UMK
3aKNIOYEHMS coBeTa MO 3TUKE O HEBO3MOXHOCTM MNPOBEAEHUST KITMHUYECKOrO WCCeaoBaHUs JeKapCTBEHHOTrO
npenaparta gna MeanumHCKOro npuMeHeHunda no pesynbTtataM npoBedeHHbIX 3KCNepTus, npegyCcMoTpeHHbIX 4acTbio 6
HacTosILLEN CTaTbu.
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9. PelueHne 06 oTkase B MPOBEAEHUM IKCNEPTM3bl LOKYMEHTOB AN MOSIYYEHUS paspeLleHus Ha NpoBeaeHue
KMUHUYECKOro 1UccrnenoBaHna nekapcTBEHHOro npenapara Ansa MeauUMHCKOTO NPUMEHEHUS U 3TUYECKON 3KCMepTU3bl U
B Bbldaye paspeLleHusl Ha NpoBedeHMe KNMHUYECKOro UCCMeaoBaHus NekapcTBEHHOro npenaparta ana MeauuuHCKOro
npuMeHeHnst MoXeT GbiTb 0GXanoBaHo B NOpsiAKe, yCTaHOBNEHHOM 3akoHoaaTenbcTBoM Poccuiickon degepaumu.

Crtatbs 39.1. dTnyeckasn akcnepTusa
(BBegeHa PenepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

1. OTuyeckas 3KCnepTn3a nposoguUTCA COBETOM MNO 3TUKe, CO34aHHbIM B MNopsAdke, YCTaHOBJIEHHOM
YNOJTHOMOY€EHHbIM cbep,epaanblm OopraHom WCNONHUTENBLHOW BNAacTW, B LENAX Bbldayn 3akmoyeHnss o6 3TudecKom
0OOCHOBAHHOCTN  BO3MOXHOCTHU nposegeHna KIMMHUMYECKOro wuccnegoBaHuA JiekapCTBEHHOro npenapata pgnda
MeaULUMNHCKOro npuMeHeHus.

2. DkcnepTtaMu coBeTa Mo 3TUKE MOryT ObITb NPEACTAaBUTENN MEOULMHCKUX OpraHM3aunii, Hay4HbIX OopraHu3aumn,
obpasoBaTenbHbIX OpraHM3auuii Bbicliero obpas3oBaHus, a Takke MNpeacTaBuUTENU OOLLECTBEHHbIX OpraHu3auun,
pPEenUrmMosHblX OpraHusauum u cpeactB MaccoBor MHGopmMauuu. [aHHble 3KCnepTbl He AO0SMKHbl HaxoauTbCa B
Kakon-nnbo 3aBMCUMOCTM OT pas3pabOoTYMKOB NEKApCTBEHHbLIX MpenapaTtoB W APYrMx Iuy, 3auMHTEepecoBaHHbIX B
pesynbTaTtax 3TU4ECKON IKCNePTU3bI.

3. Onnarta ycnyr aKCnepToB COBETa MO 3TUKE OCYLLECTBISIETCA HA OCHOBaHWM [OrOBOpa, 3aKMHYEHHOrO Mexay
YMNONTHOMOYEHHbIM (pefiepanbHbIM OpraHoOM UCMONHUTENBHON BNACTW, KOTOPbIM CO34aH COBET MO 3TUKE, U 3KCNEPTOM
coBeTa Mo 3TUKe, 3a CYET OIOMKETHbIX aCCUrHOBaHWUA, NPEAYCMOTPEHHbIX YNONMHOMOYEHHOMY dheaepansHOMy opraHy
NCMONHUTENBHON BNacTW, KOTOPbIM CO3daH COBET Mo 3TuKe, B deaepanbHOM OlogKeTe Ha COOTBETCTBYOLWMIA rof Ha
obecrneyeHne ero AesTenbHOCTU, B pasmepax, ycTaHoBMneHHbIx MpaButenbcTBom Poccuiickoi ®eaepaumu.

4. 3JkcnepTbl coOBETa MO 3TMKE HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3akoHogaTenbCTBOM Poccuiickon
depepauymun.

5. CocrtaB coBeTa MO 3TuKe, MosfioXkeHne o6 3TOM coBeTe, nopAAaoK ero AOedATtesibHOCTH, Tpe6OBaHl/I$-| K
KBaJ'IVI(*)VIKaLI,VIVI n onbITy paGOTbI no SKCHepTHOVI OU€eHKe Hay4HbIX, MEOULUNHCKUX N 3TUHECKUX aCMNEKTOB KIMMHUYECKUX
nccrnegoBaHui J1eKapCTBEHHbIX npenapartoB An1a MeguunHCKOro npuMeHeHud, npegbgaBridemMble K 3KCrepTam coBeTa no
9TUKe, NopAadoK opraHmsauum u npoBeaeHusn aTnyeckon OKCNepTu3hbl, cpopma 3aKnw4yeHna coeBeTa Mo J3TUke
yCTaHaBnMBaTCA YNOJIHOMOYEHHbIM ¢)e,uepaanuM opraHom ucnonHuTensHon Bnactu. Yucno I'Ipe,EI,CTaBI/ITeJ'IeIZ
MeaNLIMHCKNX opransauMVl He MOXeT npesBbllaTb NOJ1I0OBUHY OT obuero ymicna QKCNepTOB coBeTa Mo 3TUKeE.

6. MHgopmaums o cocTaBe coBeTa Mo 3TUKE, MiaHax ero paboTbl U TeKylwen AesTeNbHOCTU pa3MellaeTcs Ha
omumansHOM canTe YNofHOMOYEHHOro doefdepanbHOro opraHa WCMNONHUTENbHOW BrRactu B cetn "UHTepHeT" B
YCTAHOBMEHHOM UM MOpsaKe.

CraTtbs 40. ﬂpoae,quMe KINMUHU4YeCKOro nccrieqoBaHus feKkapcTtBeHHOro npenaparta ana meauuuMHCKoOro npuMeHeHus

1. PykoBoanTene MeaMUMHCKOM OpraHu3auumn, Kotopasi NpoBOANUT KNMHUYECKOE UccnefoBaHue fekapCTBEHHOro
npenapaTta Ons MeauuUMHCKOro MNpUMEHEHUsl, HasHadaeT uccrenosaTtesis, OTBETCTBEHHOIO 3a MNpoBedEeHne Takoro
uccrieqoBaHua M MMeloWero  fnedyebHylo  cneunanbHOCTb, COOTBETCTBYIOLLYID  NPOBOAUMOMY  KITMHUYECKOMY
nccnegoBaHUIO EKapCTBEHHOro npenapaTta, €O CcTaxem paboTbl MO nporpammMaM  KIMHUYECKUX UccnegoBaHui
NeKapCTBEHHbIX NpenapaToB HE MEHEE YeM Tpu roga 1 no ero nNpeanoXeHuo HasHavyaeT comnccrnenoBaTenen U3 yucna
Bpa4yen 3ToM MegULMHCKON opraHu3aLumu.

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

2. WNccneposartenb ocyuwiecTBnaeTt Bbl60p nauyneHToB, KOTOpble MO MeOUUMHCKUM MNOKa3aHUAM MOryT ObITb
npuerieyeHbl K y4acTuio B KINMMHNMYECKOM 1UccrnegoBaHUn nekapCTtBeHHOro npenaparta ana MmeanumHCKoro npuMeHeHu4.

3. Wccneposatens M couccriegoBateny AOMKHbl OblTb O3HaKOMIEHbl C  pesynbTaTaMu  OOKIMHUYECKOro
nccrnenoBaHNWA NeKapCTBEHHOTO CPeAcTBa, coAepXalyMucs B OGpoluope uccrenoBaTensl, NPOeKToM MNpoTokosa
KMUHUYECKOrO WCCNEeAOBaHUS NEeKapCTBEHHOrO Mpenapata Ans  MeAVMUMHCKOro MpUMEHEeHUsl, pa3paboTaHHbIM
pa3paboTYMKoM IEKapCTBEHHOIO Mpenapata Wu MHbIM pUONYECKAM JIULOM, MPUBIIEKAEMbIM K OpraHM3auum
NpoBeaeHUs1 KMMHUYECKOro MUCCReaoBaHUs NekapCTBEHHOro npenaparta Ans MeAVMLMHCKOrO MPUMEHEHUs, U OpYyruMu
maTtepuanaMu Takoro UCcrneaoBaHus.
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3.1. PykoBoguTenb MeOuLMHCKON OpraHmM3auMu B CPOK, He MPEeBbIarWmMn Tpex pabounx OHEN Co OHSA Hadvana
NPOBEAEHNS KITMHUYECKOro UCCIeLOBaHNS NeKapCTBEHHOMo npenapara ans MeanumMHCKOro npMMeHeHusl, coodwaeT o6
3TOM B YMOMHOMOYEHHbIN dedepanbHbIi opraH MCMOMHUTENbHOW BracTu, BblAaBLUWMMA paspelleHve Ha npoBedeHue
Takoro UccrneoBaHuns, No YCTaHOBNEHHOW UM bopMe.

(vacTb 3.1 BBegeHa depepanbHbIM 3akoHOM OT 29.11.2010 N 313-03)

4. OpraHunsauun, OCyLLECTBASIOLMNE OpraHn3auulo NpoBEAEeHUS KIMHUYECKOro UCCrefoBaHUs NekapCTBEHHOro
npenapaTta Ans MeAuMUUHCKOro NMPUMEHEHUs 1 ykasaHHble B YacTu 3 ctatbu 38 HacTtoswero denepanbHOro 3akoHa, B
crny4yae HeOOXOAMMOCTM BHECEHUSI UBMEHEHWUI B MPOTOKOS KIMMHMYECKOTO UCCeaoBaHus flekapCTBEHHOro npenapara
ONst MeOMUMHCKOro NpUMeHeHust coobliatoT 06 3TOM B YMONHOMOYEHHbIV (oefepanbHbii opraH UCMOMHUTENBHON
BNacTu, BblAaBLUWIA paspeLleHne Ha NPOBEAEHNE Takoro UCCrefoBaHus, NO YCTAaHOBIIEHHON UM chopMe.

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

4.1. CDopma CcoOOLLEHNSI O BHECEHUN WU3MEHEHUN B NPOTOKOJ1T KIMMHUYEeCKOro umccriegoBaHnA nexkapcTtBeHHOro
npenaparta ana MeauumMHCKOro npuMeHeHna OoJKHa cogepXaThb criegyrune ceeqeHns:

1) HaumeHoBaHMe, MOEHTUMPMKALNOHHBIA HOMEP U JaTa NPOTOKOa KIMHUYECKOrO NCCeLOBaHNS;
2) pata BHECEHWSI UBMEHEHWI B MPOTOKOJ KMMHUYECKOrO UCCIef0BaHUS;
3) HaMMeHOBaHMNE N MECTO HaXOXOEeHUSA 3asBUTENS;

4) HanMmeHoBaHME OpraHun3auunu, I'IpMBJ'IeLIeHHOIZ pa3pa6OT‘-II/|KOM JNIeKapCTBEHHOIO npenaparta K opraHusauunn
npoeeaeHnAa KnmHn4eCckoro ncernegosaHnA (I'Ipl/l HaJ'IVI‘-IVIVI);

5) HaMMeHOBaHWsI U MecTa HaXOXOEHWUS MEAMLMHCKUX OpraHu3auui, B KOTOPbIX MPOBOAUTCH KIMHUYECKOe
nccnenoBaHue;

6) naTta Bblgauun paspeLleHnst Ha NpoBedeHMe KITMHUYECKOro UCCreoBaHNs M HOMEp 3TOr0 paspeLleHus;

7) N3MEHEHUS1, BHOCUMbIE B NMPOTOKOS KIMHUYECKOro NCCNeA0BaHUS.
(vacTb 4.1 BBegeHa depepanbHbIM 3akoHOM OT 11.10.2010 N 271-03)

5. B cpok, He npeBblakWwun TpuauatM paboumx OHEW CO AHS NOMYYEHUsT YKa3aHHOro B YacTu 4 HacTosiewn
cTaTbi COOBLIEHMS, YNONHOMOYEHHbIV (befepanbHbIi OpraH UCNOMHUTENBbHOW BNacTu paccMaTpuBaeT 3TO coobLeHne
B YCT@HOBIMIEHHOM WM MOpsgKe W MNPUHUMAET peELlEeHWEe O BHECEHUW WU3MEHEHU B MNPOTOKOM  KIMHUYECKOro
nccrefoBaHusa NeKapCcTBEHHOrO Mpenapata Ans MeOUUUHCKOTO MPUMEHEHUs UM 00 OoTkase BO BHECEHWMM TaKUX
nameHeHun. lpu paccMmoTpeHun coobLleHMss O HeobOXOOUMOCTU BHECEHWUSI M3MEHEHWIA B MPOTOKON KITMHWYECKOrO
nccregoBaHuSA JeKapCTBEHHOrO npenapaTta Ans MeAWUMHCKOrO MpPUMEHEHUS B LEensx OLeHKM OBOCHOBaHHOCTU
npegnaraembiX U3MEHEHUA M onpedeneHns CTENeHW pucka AN NaumeHToB, MPUHUMAIOWNX y4acTue B KIMHUYECKUX
nccrnenoBaHusx, ynonHOMOYEHHbIM dhegepanbHbiM OpraHoOM UCMOSNTHUTENBHOM BNACTU MOTYT MpUBMEKaTbCA 3KCNepThbl
coBeTa Mo 3TUKe.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. KnuHuyeckoe uccnegoBaHWe NeKapCTBEHHOro npenapaTta Ans MeOuUMHCKOrO MPUMEHEHUst MOXEeT ObiTb
NPUOCTaHOBMNEHO UMW NpPeKpaLleHo, ecrnin B NpoLiecce ero npoeeaeHns obHapyeHa onacHOCTb ANS XWU3HU, 300P0BbS
nauueHToB. B cnyyae BO3HWKHOBEHMSI OMaCHOCTM ANS XXW3HW, 300POBbS MaLMeHTa, Y4acTBYIOLLErO B KIUHUYECKOM
nccnenoBaHWM  NEeKapcTBEHHOro  npenapaTa Ans  MEAUUMHCKOro  MpUMeHeHusl, uccregoBateny  06s3aHbl
NPOVHOPMNPOBaTL 06 3TOM PYKOBOAUTENS MEAWULMHCKON OpraHusauuy U opraHM3aumio, NosyumBLUYHO paspelleHue
YMOSTHOMOYEHHOTO (heepanibHOro OpraHa WCMOMHWUTENbHOW BRACTM Ha OpraHvM3auuio MPOBEAEHUs! KIMHUYECKOTO
nccrnenoBaHWA  NeKapCTBEHHOro npenaparta. PelleHne O MPUOCTAHOBMEHUWU  KMWHUYECKOro  MCCneqoBaHus
nekapcTBEHHOro npenapara Ans MeguUMHCKOro NpUMEHeHUs! MPUHUMaIOT PyKOBOAUTENb MEeAULIMHCKON opraHu3aLmmn 1
(Mnn) opraHusaums, Nnony4YnBlLLas paspeLleHne YNorHOMOYeHHOro deepanbHOro opraHa WUCMonHUTENbHOW BNacTu Ha
opraHu3aumio NPOBeAEHUS KITMHUYECKOro UCCIeqoBaHUs NekapCcTBEHHOro npenapara Ans MeavUMHCKOro NpuMeHeHus,
pelLeHne O NpeKpaLleHnn Takoro UccrenoBaHns NPUHUMAaET YNOMHOMOYEHHBI dbedepanbHblii opraH UCMOMHUTENBHON
BITACTM Ha OCHOBAHWUM COOGLLEHMS B MMCbMEHHOW (DOpME PYKOBOAMTENS MEeAULMHCKON OpraHvM3auuy unm opraHusaums,
nony4ymsllan paspelleHne YMNornHOMOYEHHOro deaeparnsHOro opraHa WCMOMHUTENbHOW BMacTX Ha OpraHusauuio
NpoBeAeHUs KIMMHUYECKOro UCCreaoBaHns NekapcTBEHHOMo npenapara ans MeauLUuHCKOro NpuMeHeHus.
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7. B cpok, He npeBbiWwakoWwmi Nt paboumx OHEN CO OHSA 3aBepLUEeHUsl, NPUOCTAHOBMEHUS UMK MpeKpaLleHus
KMMHUYECKOrO MCCreoBaHUs NEKapCTBEHHOro npenapata And MeguumHCKOro MpUMMEHeHus, cooblleHne o6 aTom
HanpaenseTca oOpraHu3aumsamn, YykasaHHbiMM B 4Yactu 3 cTtatbm 38 Hactoswero PepepanbHOro 3akoHa, B
YNONHOMOYEHHbIV dhefeparnbHbiid OpraH UCMONHUTENBHOW BNACTU MO YCTAHOBIEHHOW UM hopMe.

8. ®opma coobLeHnss O 3aBepLleHWUM, MPUOCTAHOBIIEHUM WIN TPEKPaLLeHMN KIMHUYECKOro WCCreaoBaHus
nekapcTBEHHOro npenaparta Ansa MeguLMHCKOro NpMMeEHeHNsa JomkHa coaepxaTb:

1) MHGOPMaUMIO O MEAULMHCKOW OpraHusauumM Wnv MeauUMHCKUX OpraHusaumsix, MpOBOAMBLUMX AaHHOe
nccrnegoBaHue;

2) onucaHue AaHHOro uccnenoBaHus;

3) AaHHble uccnegoBatens (damunus, UMs, OTYECTBO, MECTO paboTbl, 3aHMMaeMas LOJPKHOCTb, CNeLUmanbHOCTb,
CTax paboTbl MO nporpaMMaM KIMHUYECKMX WCCMEeLOBaHUN FEeKapCTBEHHbIX MpenapaTtoB, MEpeYeHb KIMHUYECKMX
nuccnegoBaHU NeKapCTBEHHbLIX MPenapaToB, B KOTOPbIX OH MPUHMMAan yyactue (nepuogbl y4actusi) B KadecTBe
nccnegosartens unu coumccnegosartens);
(B pea. PenepanbHoro 3akoHa ot 11.10.2010 N 271-®3)

4) pesynbTaT [aHHOTO UWCCNEeAOBaHUsSI (3aBepLleHWe, NPUOCTAHOBIEHME WMM  MpeKpalleHne [OaHHOro
ncenenoBaHnda € ykasaHmem umx rnpuyamnH n BInnAHMA Ha OLUEHKY ero pe3ynbTaToB, O6LLLyI-0 OLEHKY pUCKa U O)KI/I,EI,aeMOI7I
nonb3bl OT NpPpUMEHEeHUA uccneayemMmoro JIeKapCTBeHHOro npenaparta, a TakKXke npeanonaraemble ,u,aaneVlmme
aencTeuns).

8.1. lpu BbIABNEHMM penepanbHbLIM OpraHOM WCMOSIHUTENBHOW BRAacTW, OCYLLECTBASAWMM  (PYHKUUK no
KOHTPOSIIO M HaA30py B cdepe 34paBOOXPaHEHUs, HapylweHWn npaBusl Hagnexallen KIMHMYECKOM MPakTUKU Mpu
nposeaeHunn KnmHN4eckoro nccrieqoBaHna nekapCTtBeHHOro npenaparta, BrinArowmnx Ha nosiHoTy U (I/IJ'II/I) OOCTOBEPHOCTb
[AHHOro KIMHUYECKOro uccneaoBaHus, ykasaHHbI dhefepanbHblii opraH UCMOMHUTENbHOW BRacTy nNpuocTaHaBnmBaeT
npoBefeHne AaHHOro KIUHUYECKOro UCCneaoBaHUsl U BbIHOCUT MEeOMLMHCKOW opraHm3auuu, B KOTOPOW MpOBOAMTCS
JaHHOe KIMHWYECKOe uccrnefoBaHue, npeanvcaHne ob yCTpaHEeHMU BbISBIEHHbLIX HapylleHui. [Mpu HeycTpaHeHuu
MEeOUUMHCKOM OpraHu3aumen BbISIBSIEHHbIX HapyLeHUWW B YCTaHOBMEHHbIA B MpeanucaHum CpoK  yKasaHHbIN
denepanbHbIn OpraH WCNONHUTENBHOW BRAcTU NPUHUMAET pelleHue O NpeKpaweHUn npoBeAeHNs KIUMHUYECKOoro
ncecnenoBaHna JekapcTtBeHHOro npenaparta U HanpaendeTr B (be,qepaanbM opraH MCMNOSNTHUTENbHOWN BnacTu,
OCyLLEeCTBNAILWMIA DYHKLMN MO BbipaboTke U peanv3aumy rocyaapCTBEHHOW MOMUTUKM U HOPMaTUBHO-NPaBOBOMY
perynupoBaHuio B cdepe 34paBOOXPaHEeHUs, 3akmnioveHMe O BbISIBEHUU Npyv NpOBeAeHUW [AaHHOro KAMHUYECKOro
NCCrefoBaHUSA HapyleHUA NpaBuil Haanexalleh KIUMHWYECKOM MpaKTUKM Afs NPUHATUS pelleHus o6 OoTMeHe
paspelleHnsa Ha opraHmsauuio NpoBedeHUs OAaHHOro KMWHUYECKOro uccrnefoBaHus € AaTbl NPUHATUS pelleHus O
NnpuocTaHoBIIEHUN nNpoBeaeHNA KIMHNYeCKOro nccnegoBaHma nekapCTtBeHHOro npenaparta.

(vacTb 8.1 B peq. PepepanbHoro 3akoHa oT 13.07.2015 N 241-93)

9. YNOMHOMOYEHHBIN defeparnbHbIi OpraH UCMOSTHUTENBHOW BNacTu onybrnvkoBbIBAET U pa3meLLaeT Ha CBOEM
ouumnanbHoM camte B ceTn "VIHTepHeT" cooblleHne O 3aBepLUeHUM, MNPUOCTAHOBIIEHUN WU  MNpPeEKpaLleHnn
KIMMHNUYEeCKOro nccnenoBaHna nekapCcTtBeHHOoro npenaparta gna MeanumMHCKoro npuMmeHeHnsa B Cpok, He I'IpeBbILIJaIOLIJ.I/IVI
NATN pa60LW|x LI,HeI7I CO OHA ero nony4yeHuda, B yCTaHOBJTIEHHOM UM nopsaake.

10. YnonHomMouyeHHbI deaepanbHbI opraH WCMNONHUTENbHOW BNAcTU OCYLLEeCTBRseT BefdeHue peecTpa
nccnegosaTenen, NpPoBOAAMX UMW NPOBOAMBLUMX KIMHUYECKME WCCNedOoBaHUs feKkapCTBEHHbIX MnpenapaTtoB Afs
MEOULMHCKOTO MPUMEHEHWs, B COOTBETCTBMU C YTBEPXKOEHHbIMM UM MpaBuraMu M pasmellaeT ero Ha CBOEeM
odmumansHoOM cante B cetTu "MIHTepHeT" B YCTaHOBIIEHHOM UM NOpsSAKe. YKasaHHbIN peecTp CoaAepXuT MHopMaLmio,
NpeayCMOTPEHHY0 MYHKTOM 3 4YacTu 8 HacTosLwen cTaTby.

11. OT4eT O pesynbTaTax KIMHWMYECKOTO WCCIEeAOBaHUS JIeKapCTBEHHOrO npenaparta Ans MeaVMUMHCKOro
NPUMEHEHMST COCTaBnseTCA opraHv3auuneit, ykasaHHol B Yactu 3 cTtatbu 38 HacTosiwero deaepanbHOro 3akoHa, Ha
OCHOBaHUM 3aKrYeHUA MeOMLMHCKUX OpraHusauuii, NpoBOAMBLUMX 3TO WCCNedoBaHWe, W NpeacTaBnsieTcs B
YMONMHOMOYEHHbIN dheaepanbHblii opraH MCNOMHUTENbHOW BRacTW, BblOaBLUWUA paspelleHMe Ha npoBedeHue 3Toro
nccrnenoBaHNs, B CPOK, He MPEeBbllUAloWNUiA Tpex MecsLeB CO OHS €ero 3aBeplUeHUsi, MPUOCTaHOBMEHUS WK
npekpaLlleHusi, B nopsake, yCTaHOBIIEHHOM YNONHOMOYEHHbIM dhefeparnbHbiM OpraHoM UCMONTHUTENbHOW BACTU.

12. HapyweHve npasun Hagnexawewn KIMHUYECKOW MpaKTukW, danbcudukauus pesynbTaToB KIMHUYECKOro
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nccnegoBaHMsa NEeKapCTBEHHOrO npenapara Ans MeaMUMHCKOro NMpUMEHEeHUst BNeKyT 3a cobon OTBETCTBEHHOCTb B
COOTBETCTBUM C 3aKOHOAaTeNbCTBOM Poccunckon ®epepaumn.
(B pea. PegepanbHoro 3akoHa oT 22.12.2014 N 429-93)

13. MNpw NnpoBeaeHMN KITMHUYECKOrO UCCNEeA0BaHUS NIEKapCTBEHHOrO NpenapaTa 41 MeAULUHCKOrO NPpUMEHEHNS
ponyckaeTtcs 3abop y nauneHToB G1Monormdeckmx MatepuanoB (00pasLbl OMONOrMYecKknx XXMOKOCTEN, TKAaHEW, CEKPETOB
N NPOAOYKTOB >XU3HEOAEATENbHOCTM YenoBeka, (phrM3nMonormyeckux M natoriormyeckux BblAeNeHu, MaskoB, COCKODOB,
CMbIBOB, MMWKpPOOPraHuM3moB, OuoncuiHbIi maTtepuwan) ans ux usydenus B Poccunckon Pepepaumm m (unn) 3a
npegenamu Poccuiickon deaepavmm.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

14. Mopsgok BBo3a B Poccuinckyro Pepepaumio 1 BbiBo3a 3a npeaensl Poccunckon depepaumm Guonornyeckmx
MatepuanoB, MOMYYEHHbIX NpU MNPOBEAEHUN KIUHUYECKOTNO WCCNeoBaHUs JiekapCTBEHHOro npenaparta ans
MeaMLMHCKOro NpuMeHeHus1, yctaHasnueaeTcs NpasuTtensctBom Poccuiickon ®epepauuu.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

CTtaTbs 41. [loroBop 0 NpoBeAeHUN KIMHUYEeCKOro UCCrefoBaHUA fleKapCTBEHHOrO npenapara Arnsi MegULUMHCKOro NpUMeHeHuUst

1. KnuHuuyeckoe uccnegoBaHWe NeKapCTBEHHOro npenapata Ans MeguLMHCKOrO NpUMEHeHUs npoBoauTcs B
COOTBETCTBMM C [OrOBOPOM O MpOBEOEHUN KIMHUYECKOTO WUCCrneaoBaHuUA rekapcTBEHHOro npenaparta Aans
MEOULMHCKOrO MPUMEHEHUs, 3aKnioYyaeMbiM MeXay opraHusauuveit, nornyymBlUei paspelleHne YrnonHOMOYEHHOro
denepanbLHOro opraHa UCMNONMHUTENbHONM BNacTW Ha OpraHM3aumio NPoBeAeHUs Takoro UCcrnenoBaHmns, U MeauLMHCKOW
opraHusaumei, ocyLLeCTBNALEN NPoBeaeHMe TaKoro UCCreaoBaHus.

2. ,D,OFOBOp O npoBegeHunn KIMHNYEeCKoro wuccriegoBaHnAa nekapcTtBeHHOro npenapata Aana mMeagunuuHCKoro
NnpMMeHeHUA OOJKEeH coaepXaTb:

1) yCnoBsusa U CpPOKU npoBeaeHna aHHOro nccnenoBaHus;

2) onpegeneHne o6Lle CTOMMOCTM MporpaMMbl  [aHHOTO  WCCREedOBaHWMsi C  yKasaHMEM  CYyMMbl,
npeaHasHavaloLencs Ans BeinnaT uccrnefoBaTtensamM, couccrnenoBaTtensm;

3) onpegeneHne opmbl  MpeacTaBneHUss pe3ynbTaToB  [AHHOMO UCCRefoBaHUA B YNOJIHOMOYEHHbIV
deaepanbHbI opraH UCNOSTHUTENBHOM BacTu.

CraTtbs 42. ®uHaHcoBOe oGecneyeHune KIMHUYECKOro UCCcrefAoBaHus riekapCTBEHHOro npenapara Ans MeAMLMHCKOro NpumMeHeHus

durHaHcoBoe obecneyeHne KIMHUYECKOro WCCreaoBaHus JIEKapCTBEHHOIo npenaparta agnda MeanunHCKoro
NpUMEeHEeHUA OCYLLLECTBIIAETCA 3a CYeT.

1) cpeacTB dheaepanbHoro GrooxeTa;

2) cpencTB opraHu3auui, NoOMyYMBLUMX paspeLleHVe Ha opraHusaumio NpoBedeHWs 4AaHHOTO UccriefoBaHus, B
COOTBETCTBUU C YCNOBUAMU JOroBopa O ero npoBeaeHuu;

3) MHbIX He 3anpeLleHHbIX 3aKkoHoaaTenbCTBOM Poccunckon defepaumm NCTOUHUKOB.

Cratba 43. MpaBa naumMeHTOB, y4acTBYIOWMX B KIMUHUYECKOM WCCrNefoOBaHUM NeKapCTBEHHOro npenaparta Ans MeAULMHCKOro
npUMeHeHus

1. Yuactue nauyneHToB B KIIMHWYECKOM WUcCcnenoBaHNMM IeKapCTBEeHHOro npenaparta Aanda MeguumnmHCKoro
NPpUMEeHeHUA ABnAeTCA ,EI,OGpOBOJ'IbeIM.

2. TaumneHT Unm ero 3aKOHHbIN NpeAcTaBUTENb A0IMKEH ObITb MHPOPMMPOBAH B MUCbMEHHOW hopMe:

1) 0 NekapcTBEHHOM npenapaTte 4551 MEAULIMHCKOrO NPUMEHEHUS U CYLLIHOCTU KITMHUYECKOrO UCCre0BaHNs 3TOro
neKkapCTBEHHOro npenapara;

2) o 6e30nacHOCTM §eKapCTBEHHOTO Mpenapata Ansg MEeAWUMHCKOrO MNPUMEHEHWsl, €ero  OXvuaaemown
3APDEKTUBHOCTU U CTEMNEHN pUCKa ONA NAUUEHTa;
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3) 06 ycnoBusix ydyacTusi nauMeHTa B KIMHWMYECKOM WCCREedOBaHWMM JIeKapCTBEHHOrO npenapaTa Ans
MEAMNLIMHCKOro NPUMEHEHUS;

4) O uenn uwunn uenax m npoaosmkuTternibHOCTU KIMMHWYECKOro uccriegoBaHuA JeKapCTBEHHOro npenapara Aand
MeaNLUMHCKOIro NpuMeHeHus;

5) 0 gencTBMAX MauueHTa B cnydae HenpeaBuAeHHbIX 3(PEKTOB BMAUSHWUS NEKapCTBEHHOro npenaparta Ang
MeOULMHCKOrO NPUMEHEHNSI HA COCTOSIHNE ero 340POBbS;

6) 06 ycnoBusix 06a3aTenbHOr0 CTPaxoBaHMWSA XXU3HW, 300P0BbS NALNEHTA;

7) O rapaHTunax KOHd)M,D,eHLI,I/IaJ'IbHOCTM yqyactna nauueHTta B KIMHUMYECKOM WUuccnenoBaHun nekapCTtBeHHOro
npenapara gna meamunHCKoro npyuMeHeHuns.

3. ,D,O6pOBOJ'II3H0€ cornacue nauuveHta Ha y4vactue B KIMHU4YeCKOM uMccregoBaHUM NekapCTBeHHOro npenaparta
ana MeguumHCKOro npuMeHeHua noarBepXxgaeTca ero noanncbio nnnu nognncbio ero 3akKkOHHOro npencrtaBuTena Ha
MH(bOpMaLLI/IOHHOM JINCTKE nauneHTa.

4. MaumMeHT unu ero 3aKkoHHbI MpeacTaBuMTENb MMEEeT MpaBO OTKa3aTbCsA OT YyyacTusi B KIIMHWYECKOM
nccrnefoBaHUKM NeKapCcTBEHHOro npenapaTta Ans MeAuLMHCKOro NMpuMeHeHust Ha nbon cTtagum npoBeneHust Takoro
uccneagoBaHus.

5. lNMpoBedeHne KNUHWYECKOro UCCNeAoBaHWs NeKapCTBEHHOro npenapata Ans MeauuUMHCKOrO MPUMEHEHUs C
yyacTMeM B KadecTBe NaLMeHTOB AeTel AOMyCKaeTCa TOSbKO C corfacus B MUCbMEHHOW bopme KX poauTenen,
ycblHOBUTENEW. [leTn MOryT paccMaTpuBaTbCs B KadeCTBe MOTeHUManbHbIX NalLMeHTOB Takoro MCCnegoBaHus, TONbKO
ecnm ero nposefeHve HeobxoAMMO [ANA YKPenneHus 300poBbs AeTeln unu  NpomUNakTUKM  MHEPEKLUMOHHbIX
3aboneBaHuii B [EeTCKOM BoO3pacTe NnMbOO ecnu uenbilo Takoro WCCNefoBaHWs SBMSETCA MONyYeHWe AaHHbIX O
Hauny4len O03NPOBKE FeKapCTBEHHOro npenapata Ang neyeHusa geten. B aTux cnyyasx TakoMy WCCNeaoBaHWMIO
OOIMKHO MpeaLecTBoBaTh KIMHUYECKOe UcCcneaoBaHne NekapCTBEHHOro npenaparta Ans MeQuUMHCKOro NMpUMeHEeHUs
Ha COBEpLUEHHONETHNX rpaxgaHax, 3a WCKMYeHWeM Cryyaes, eCnvm uccredyemblii fiekapCTBeHHbIM npenapaTt Aans
MeOULMHCKOrO NPUMEHEHNS NpeaHa3HayYeH UCKNIoYUTENbHO ANs UCMOMNb30BaHNS HECOBEPLUEHHONETHUMMW rpaxaaHamu.
(B pea. PegepanbHoro 3akoHa oT 22.10.2014 N 313-93)

6. 3ar|peu.|,aeTCF| npoeegeHne KIMMHNM4YeCKoro uccnenoBaHnda nekapCcTtBeHHOro npenapata and mMmeanunHCKoro
npuMeHeHnda ¢ y4actmem B Ka4yecTtBe NnauuneHTOB:

1) oeTen-cnpoT n aeTen, octaBumxcs 6e3 nonevyeHns pogutenen;

2) XEeHLWMWH B nepuop 6epeMeHHOCTH, KEHLLMH B MEPUOA TPYAHOrO BCKApMITMBAHUSA, 3@ UCKIOYEHUEM CIy4aes,
€CNnM MPOBOAMTCH KIMHUYECKOEe UccrefoBaHUe eKapCTBEHHOro npenaparta, npeaHas3HayeHHoro AN yKasaHHbIX
XXEHLLIMH, NMPU YCrNOBUN HEOBXOAUMOCTU MOmnyYeHUss MHGOPMaLMM TOMNbKO BO Bpems MPOBEeAeHMs COOTBETCTBYHOLLMX
KIMUHUYECKUX UCCNEAOBaHMUIA U NPUHATUA BCEX HEOBGXOAMMbIX MEP MO UCKITIOYEHMI0 pUCKa HaHECEHNS Bpeaa XeHLLUMHe B
nepvod GepeMeHHOCTU, XXeHLLIMHe B Nepuo rpyaHOro BCkapMnnBaHus, nnogy unu pebexky;

3) BOEHHOCnyXallunx, 3a WCKMYEeHWeM criydaeB NPOBEAEHUS KIMHWYECKOro WMCCefoBaHWs NeKkapCTBEHHOro
npenaparta, cneumanbHO pa3paboTaHHOro A5is NPUMEHEHUS B YCNOBUSAX BOEHHbIX AEACTBUW, Ype3BblHaiHbIX CUTyauumn,
npocunakTukn 1 neveHus 3aboneBaHWi U NOPaXeHWi, MONyYeHHbIX B pesynbTaTe BO3OEWCTBUMS HebnaronpusiTHbIX
XUMUYECKMX, OMOMOornyecknx, paguvaumoHHbiX ¢akTopoB. KruHMYeckoe wuccneaoBaHWe Takoro neKkapCTBEHHOro
npenapara MOXeT MNPOBOAUTBCA C Yy4yacTMeM B KayeCTBe NauMeHTOB BOEHHOCMYXallMX, 3a WCKIYeHNeM
BOEHHOCNYXaLUWX, MNPOXOAALUMX BOEHHYK Ccnyxby no npusbiBy, C cobniogeHnem TpeboBaHuN, YCTaHOBMEHHbIX
HacTosAwmM PegepanbHbIM 3aKOHOM B OTHOLLEHWW TPaXKAaHCKMX nnL;

4) COTPYAHUKOB NpaBOOXpPaHUTENbHbIX OPraHoB;

5) nuu, oTObIBaKOLWMX HakazaHMe B MecTax NULIeHWst cBoboAdbl, a Takke NUL, HaxXOAsLMUXCSA MO4 CTpaxen B
CNeACTBEHHbIX N3onaTopax.

7. ﬂOﬂyCKaeTCﬂ npoeegeHne KInMHN4ecKkoro wuccriegoBaHnA InekapctBeHHOro npenaparta gnina MeaumunHCKOro
npuMeHeHud, npegHasHa4YeHHOro and rne4vyeHna ncnxm4eckunx 3aboneBanun, c ydyacTtnem B KayecTtBe naumeHToB JNnu C
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ncuxmyeckuMmmn 3aboneBaHVAMW, MPU3HAHHBIX HeAeecrnoCoOHbIMW B Mopsake, YCTAHOBMEHHOM 3aKOHOOATENbCTBOM
Poccuiickon ®epepaunn. KnuHnyeckoe mccriegoBaHne nekapCTBEHHOTO npenaparta B 9TOM Criyyae npoBOAUTCS Mpu
HanuyMn cornacus B NMCbMEHHON PopMe 3aKOHHbIX NpeAcTaBUTENEN YKa3aHHbIX L.

Cratba 44. O6GsA3atenbHoe CTpaxoBaHWe XW3HW, 300pPOBbA NauueHTa, Yy4yacTBywuwero B KIIMHU4YECKOM uUccrnegoBaHun
NeKapcTBeHHOro npenaparta gna MeauuMHCKOro npumMmeHeHus

(B pen. PegepanbHoro 3akoHa ot 29.11.2010 N 313-d3)

1. OpraHusauusi, nofyyvBlLUas paspelleHVe Ha OpraHusaumio MpPOBEeAEHUst KIMHWYECKOro WccriefoBaHus
neKkapcTBEHHOro npenapaTta Ans MEeAMLMHCKOro npuMeHeHusi, obasaHa B KayecTBe CTpaxoBaTens CTpaxoBaTb PUCK
NPUYMHEHNA Bpeda >M3HW, 300pPOBbI0 NauMeHTa B pesynbTaTe MNPOBeAEeHWUA  KIUHUYECKOro  MCCrnegoBaHus
NeKkapcTBEHHOro npenapata Ans  MeOULUMHCKOro TMNPUMEHEHWs 3a CBOW cyeT MyTeM 3aKnioyeHus [orosopa
06s13aTeNbHOro CTpaxoBaHus.

2. ObbeKkToM 06sA3aTeNbHOr0 CTPaxoBaHWUS SABMSIETCS WUMYLLECTBEHHbI MHTepec nauuMeHTa, CBSA3aHHbIN C
NpUYVHEHWEM Bpeda €ero XWM3HW WM 300POBbI0 B pesynbTaTe MPOBEAEHWUS  KIUMHWYECKOro uccrnefoBaHus
nekapCcTBeHHOro npenapata Ans MeguuUmMHCKOro NpUMeHeHNs.

3. CTpaxoBbIM Criy4aeM Mo JOroBopy 06s3aTeNlbHOrO CTPaxoBaHWUs ABMSIETCS CMepTb NauMeHTa Unu yxyaleHue
€ro 340poBbs, B TOM YMCrie Brekyllee 3a co6oii yCTaHOBNEHME UHBANMOHOCTU, NPU HANMMYMKN NPUYUHHO-CNEeCTBEHHOW
CBSI3U MexAy HacTynneHWem 3Toro cobbiTUS M y4acTMeM nauueHTa B KIIMHUYECKOM WUCCreqoBaHUM NeKkapCTBEHHOro
npenapara.

4. TpeboBaHus O BO3MellleHUM Bpeda, MPUYMHEHHOTO XXMU3HW UMM 300POBbLI0 MauWeHTa, NpeabsBnsAlTCA B
TeYeHune CPOKOB UCKOBOM AaBHOCTU, YCTAHOBMEHHbLIX rPpaXaaHCKUM 3aKOHOA4ATENbCTBOM.

5. Pa3mep CTanOBOVI BbiMnJiaTtbl N0 40roBopy 06s13aTenbHOro CTpaxoBaHNA COCTaBIIAET:

1) B crniyyae cMepTu nauueHTa ABa MUMNMOHA pybren Ha Kaxaoro mauveHTa, y4acTBOBaBLUErO B KIIMHUYECKOM
nccrenoBaHUM NekapCTBEHHOro Npenapara;

2) Npu yXyALIeHUN 300P0OBbsS NauueHTa:

a) nosriekwem 3a cobOM yCTaHOBMeHWe WHBanuAHoCcTW | rpynnbl, OAUH MWANWOH MATBCOT ThbiCAY pybren Ha
KaXxgoro nauueHTa, y4acTBOBaBLUEro B KIIMHUYECKOM UCCIEeA0BaHUN NekapCTBEHHOIO NpenapaTa;

0) noBnekwem 3a cobon ycTaHOBrEHNE MHBanNMaHocTu Il rpynnbl, OAMH MUIIMOH pyGner Ha KaXgoro nauueHTa,
y4yacTBOBAaBLLEIO B KNMHWYECKOM UCCRef0oBaHUN fiekapCTBEHHOIO NpenapaTa;

B) MoBneKweM 3a coboii ycTaHoBneHne MHBanuaHocTu Il rpynnbl, NATLCOT ThicAY PyGriei Ha Kaxaoro naumeHTa,
y4YacTBOBABLLETO B KIIMHUYECKOM UCCEA0BaHNN NeKapCTBEHHOTO Nnpenapara;

r) He nosnekwem 3a cobor yCTaHOBMEHUS MHBANUOHOCTU, He Gonee 4yem TpucTa TbiCAY pPybnem Ha Kaxaoro
naumeHTa, y4acTBOBaBLUErO B KIMHWUYECKOM WCCNeAoBaHUMM fekapCTBEHHOro npenapata, Ucxoad U3 HOpPMaTUBOB,
OTpaxatloLLMX XapaKTep U CTEMEeHb NOBPEXOEHUS 340POBbSA, a Takke (PakTUYECKM NMOHECEHHbIX NAaLMEHTOM pacxodoB,
BbI3BaHHbIX NOBPEXAEHMEM 3[00POBbS, HA MEOULMHCKYHO NOMOLLb, NPUOBpeTeHne nekapCTBEHHbLIX NpenapaTos.

(mn. "r" B peqg. PepepanbHoro 3akoHa oT 22.12.2014 N 429-93)

6. YTpatun cuny ¢ 1 nons 2015 roga. - PegepanbHbiii 3akoH 0T 22.12.2014 N 429-03.

7. Cpok goroBopa 006si3aTeNbHOr0 CTPaxoBaHWS He MOXET OblTb MEHee, YeM CPOK MPOBEAEHUs! KIIMHUYECKOTO
UccnefoBaHus NekapcTBEHHOMO Npenapara.

8. Ycnosusa pOoroeBopa 06s3aTenbHOrO CTpaxoBaHWs, B TOM YWCre cTpaxoBble Tapudbl No ob6s3aTensHoMy
CTpaxoBaHWo, nepeyYyeHb HEeOOXOAMMbIX [OOKYMEHTOB ANl OCYLUECTBIIEHWS CTpaxoBOW BbinnaTbl, MOPSAOK
YCTaHOBIIEHUSI CTpaxoBaTenemM MHAVBUAYaNbHOTrO MAEHTUMVKALUMOHHOIO Koda MmaumeHTa, Nopsaok MHOPMUPOBAHMS
CTpaxoBaTenem CTPaxoBLUMKA O MPUBMEYEHHbIX K KMNMHMYECKOMY WCCredoBaHWIo MeKkapCTBEHHOro npenaparta Ans
MEAMLIMHCKOro NPUMEHEHUs MauMeHTax, NopsdoK ynnaTbl CTPaxoBOW MpeMun, NopadoK peanusaunn onpeaeneHHbIX
HacToAwmM defepanbHbiM 3aKOHOM M ApyrMin dbefiepanbHbIMK 3akoHaMy NpasB U 0653aHHOCTeN CTOPOH Mo A0roBOpY
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obs3aTenbHOro CTpaxoBaHWsl, a TakKe HOPMaTMBbI, OTpaXalolye XapakTep U CTeneHb NOBPEeXAeHUS 300pOBbS,
yCTaHaBNMBalTCs TUMOBbLIMY NpaBuamm 0653aTenbHOro CTpaxoBaHusl.
(B pea. PegepanbHoro 3akoHa oT 22.12.2014 N 429-93)

9. B cnyyae npuuMHeEHWs Bpeda KM3HM TMauMeHTa, Y4YyacTBOBaBLUEIO B  KIMHUYECKOM WCCRedoBaHuu
NeKkapcTBEHHOro npenapaTta, BbirogonpuobpeTatensamy Mo [OOroBopy 06s3aTenbHOro CTpaxoBaHWs  SABMSOTCA
rpakgaHe, MMeloLLMe MpaBo Ha BO3MellleHVe Bpeda B Cryvyae CMepTV KOPMUIbL@ B COOTBETCTBUU C rpadaHCKUM
3aKOHOAATENbCTBOM, NPU OTCYTCTBUM TaKUX rpaxkaaH - poauTenu, cynpyr, AeT! ymepLlero nauueHTa, y4acTBoBaBLUIero
B KIMMHWYECKOM WCCMEedoBaHMM NeKapCTBEHHOro mnpenaparta, B Cry4ae CMepTU MauueHTa, y4acTBOBaBLUErO B
KIMMHUYECKOM MCCredoBaHnM NekapCTBEHHOro npenapaTa v He MMEBLLEro CaMOCTOATENbHOro Aoxoaa, - rpaxaaHe, Ha
WXXOVBEHUW KOTOPbIX OH HaXOAMJICS, B OTHOLUEHUM BO3MELLLEHMS] pacXodoB Ha norpebeHne naumeHTa, y4acTBOBaBLIEro
B KITMHWYECKOM MCCIie40BaHUM NIEKapCTBEHHOTO Npenapara, - f1Lo, NOHecLee Takue pacxodbl.

10. CTanOBaﬂ BbiNflata B CYeT BO3MelleHuAa Bpeda, NPUHNHEHHOro XWM3HW MnauueHTa, ydacTtBoBaBLUEro B
KIMMHNYECKOM UccnenoBaHMM INeKapCTBEHHOro npenaparta, pacnpegendetca Mexny BbIrOD,OFIpVIO6peTaTeJ'IHMI/I
nponopunoHasnbHO UX KOJNTMYEeCTBY B paBHbIX 40OJ1AX.

11. Tlpyu HacTynneHum CTpaxoBOro criydas naumeHT, Y4yacTBOBaBLUMA B KIWMHWYECKOM UCCNeaoBaHWM
nekapCTBEHHOro npenapaTta, BbirogonpuobperaTtenb Bnpaee npeabsiBUTb HEMOCPEACTBEHHO CTPaxoBLUMKY TpeboBaHue
O BO3MeLlleHMM npuynHeHHoro Bpea. CTpaxoBas BbinfiaTa OCYLLECTBMASETCS CTPaxXOBLUMKOM B TeueHue Tpuauatu
OHel co OHS NpeacTaBneHus HeoOXOoOUMbIX OOKYMEHTOB. [MauueHT, y4acTBOBaBLUMA B KIMHUYECKOM MCCEAOBaHMM
NEeKapCTBEHHOro npenapara, WM BbirogonpuobpeTatens 00si3aH COOOLWINTL CTPaxOBLUMKY AN OCYLLECTBIIEHUS
CTpaxoBOW BbINNaTbl MHAMBUAOYANbHLIA MOAEHTUMUKALMOHHBIM KOO MauMeHTa, YCTaHOBMEHHbIA CcTpaxoBaTenem B
COOTBETCTBUM C TUMOBLIMW NMpaBunamMmm oba3artenbHoOro CTpaxoBaHus.

12. o nonHoro onpegeneHuss pasmepa noAnexalero BO3MELLEHWUIO Bpeda CTPaxOBLMK MO 3asiBIEHWUIO
nauueHTa, Yy4yacTBOBaBLUEIO B KIMHWYECKOM WCCMEAOBaHWM FEKApPCTBEHHOrO npenaparta, WM 3asiBIEHUIO
Bblro4onpuobpeTaTens BnpaBe OCYLWECTBUTb 4YacTb CTPAxOBOW BbiNMaTtbl, COOTBETCTBYIOLY (haKTU4ECKM
onpeaeneHHon YacTu NPUYNHEHHOTO Bpeaa.

13. CTanOBaﬂ BblllJlata B COOTBETCTBMW C [OOroBOpoOM obsizaTenbHOro CTpaxoBaHNA OCyLUeCTBIAETCA
He3aBMCUMO OT BbINNaT, NPUYNTALWLNXCA NO APYrMM BUOaM CTpaxoBaHUA.

14. He OonyckaeTcda ydactue nauueHTa B npoBeneHnn KInnHn4eCckoro nccrnenoBaHmna nekapcTtBeHHOro npenapara
npun OTCYyTCTBUM O0OroBopa obsi3aTenbHOro CTpaxoBaHus.

15. KoHTponb 3a WCMOMHEeHWeM opraHu3auven, MOonyyYMBLLUEN paspelleHne Ha opraHuMsauuio npoBeneHus
KNMHUYECKOrO UCCRefoBaHUSA NeKapCTBEHHOro npenapata Ans  MeOMUMHCKOrO  MPUMEHEHUs, YCTaHOBMEHHOW
HacTosillen craTbelt 0b6s3aHHOCTU NOo 06s3aTenbHOMY CTPaxOBaHWIO XW3HMW, 300POBbSl MauUMeHTa, Y4acTBYHOLLEro
(yyacTBOBaBLLEIO) B KIMMHUMYECKOM WCCNeAoBaHWM NEKapCTBEHHOro npenapaTa, OCYLEeCTBSAETCs YNONHOMOYEHHbLIM
defepanbHbIM - OpraHoM  UCMOMHUTENBHOW  BriacTW, BblAABLUMM  paspelleHve Ha MpoBeAeHNe  KIMHUYECKUX
nccriefoBaHUIN NekapcTBeHHbIX NpenapaToB ANS MeQULMHCKOTO NPUMEHEHWS.

Fnasa 8. NTPOM3BOACTBO N MAPKUPOBKA NNEKAPCTBEHHbIX CPEACTB

CraTtbs 45. [lpon3BoacTBO NEKapCTBEHHbIX CPeACcTB

1. lMpoun3BoACTBO NeEKapCTBEHHbLIX CPEACTB [AOMKHO COOTBETCTBOBATbL TpebOBaHMAM MpaBui Hagnexallen
NPON3BOACTBEHHOW MPAKTUKW, YTBEPXOEHHbIM YMNOSTHOMOYEHHbIM (hedeparnbHbIM OpraHoM WCMNOMHUTENbHOW BracTu.
OcobeHHOCTM nepexoda NPov3BOACTBa OTAErNbHbIX FNEKapCTBEHHbIX CPeACTB K MX MPOU3BOACTBY B COOTBETCTBUM C
TpeboBaHUsIMMN MpaBuN Hagnexallen nNpou3BOACTBEHHON MPaAKTUKM yCTaHaBnmBatoTca [MpaBuTenbctBoM Poccumnckon
®enepaummn. Bbigaya 3aknioveHUn 0 COOTBETCTBUM MPOM3BOAMTENS feKapCTBEHHbIX CPpeAcTB TpeboBaHMAM npasun
Hagnexatlle Npou3BOACTBEHHOW MNPaKTUKM OCYLLECTBISIETCA MO pesynbTaTam MHCNEKTUPOBAHMSA Npou3BOAUTENEWn
nekapcTBEHHbIX cpeacTB B nopsiake, yctaHoBneHHoM [pasutensctBoM Poccuinckon denepaumn. Pasmep nnatbl 3a
BblJa4yy 3aKro4YeHUs O COOTBETCTBUM MPOU3BOAUTENS JNIEKAPCTBEHHBIX CPeacTB TpeboBaHWsIM NpaBuil Hagnexaluewn
NPOn3BOACTBEHHOW NPaKTUKK ycTaHaBnmBaeTcsa [MpaButenbctBoM Poccuiickon ®epepauun. MNMopsagok opraHusaumm u
NpoBeAEeHUs WMHCNEKTUPOBaHWUS MpoM3BOAUTENEN NeKapCTBEHHbIX CPEACTB Ha COOTBETCTBME TpeboBaHMAM npaBwun
Haanexallev NpoM3BOACTBEHHON NpaKTMKM ycTaHaBnmBaeTcs lNpasutensctBom Poccuiickon ®eaepaunn.

(B pea. PenepanbHbix 3akoHOB OT 25.06.2012 N 93-03, o1 22.10.2014 N 313-03, o1 22.12.2014 N 429-03)
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2. Tpoun3BOACTBO JekapCTBEHHbLIX cpeacTB B Poccunckon Pepepaunm ocCyLecTBNSETCS NPOM3BOAUTENSAMMU
NEKapCTBEHHbIX CPEACTB, UMEKLUMM JIMLEH3NKO Ha NPOM3BOACTBO JEKapCTBEHHbLIX cpeacTB. [loarBepxaeHue
COOTBETCTBMS fMULEH3MAaTa npaBuiaM Hagnexalwien npounsBOACTBEHHOW MPaKTUKM OCYLLECTBNAETCA B paMKax
NMLEH3NOHHOIO KOHTPOMNS B COOTBETCTBUM C 3akoHodaTenbcTBoM Poccuiickon depepaunm ¢ y4eToM OCOBEHHOCTEWN,
yKa3aHHbIX B 4acTu 1 HacTosILLEN CTaTby.

(B pea. PepepanbHbix 3akoHOB 0T 22.10.2014 N 313-93, o1 22.12.2014 N 429-03)

3. Mpon3BoaCcTBO NEKapCTBEHHbIX CPEACTB OCYLLECTBNSETCS € cobniogeHnem TpeboBaHWA NPOMbILLIIEHHOIO
pernameHTa, KOTOpbIA YyTBEPXAAETCA PYKOBOAMTENEM MPOU3BOAMTENS NeKapCTBEHHbIX CpeAcTB W BKIoyaeT B cebs
nepeyveHb KUCNonb3yeMbix dapmaleBTU4EeCKMX CyOCTaHUUA M BCMOMOraTenbHbIX BELLECTB C yKa3aHWEM KONMM4ecTBa
KaXaoro M3 HuX, AaHHble 06 ucrnonb3yemMoM o6OopyAoBaHUM, OMUCAHWE TEXHOMOrMYecKoro npouecca U MeTodoB
KOHTPONS Ha BCex aTanax NPOU3BOACTBA NEKapCTBEHHbIX CPEACTB.

4. Mpu npon3BoACTBE NeKapCTBEHHbIX CPeACTB UCMOoNb3yloTca hapMmaleBTUYeckne cyocTaHLunm, BKITHOYEHHbIE B
rocyapCTBEHHbIN PeecTp fekapCTBEHHbIX CPeaCTB, 3a UCKMoYeHNeM hapMaLeBTUHeCKUX CybCcTaHLmMIM, NPOM3BOANMBIX
ONA npoBefeHNs KNMHUYECKUX uccrnefoBaHMn n ana akcropta. K npoueccy npou3BoAcTBa dhapmaueBTUHECKON
cybcTaHumm oTHocATcA nobble CTaaMum TEXHONOrMYecKoro npouecca, MO3BOMAWME MNOMYYUTb FOTOBLIA MPOAYKT,
COOTBETCTBYIOWMNIA TpeboBaHuAM papmakonemHom cTaTbl, B TOM u4ucre depMeHTaums, IKCTPaKUUSA, OYUCTKA,
BblAeneHve, nepekpucTannnsaums, BeiCyLUMBaHNE, N3MenbYeHne.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4.1. TlepeyeHb neKapCTBEHHbIX MpenapaTtoB Afs MEeOWMUMHCKOrO MPUMEHEHMS, B OTHOLUEHMU KOTOPbIX
yCTaHaBnMBalTCca TpeboBaHUA k 06beMy Tapbl, YNaKOBKE M KOMMIEKTHOCTU, NEPEYeHb NEeKapCTBEHHLIX NpenapaToB
ONs BETEPUMHAPHOrO MPYMEHEHMWS, B OTHOLLEHUN KOTOPbIX YCTaHaBMNMBAOTCA TpeboBaHMs K 0Obemy Tapbl, a Takke
TpeboBaHMsi K 06 bEMY Taphbl, YNaKoBKE Y KOMMIIEKTHOCTM NIEKapCTBEHHbIX NpenapaToB 4115 MeAULMHCKOrO NPUMEHEHNS,
TpeboBaHNsi Kk OObeMy Tapbl JleKapCTBEHHbLIX MpenapaTtoB NS BETEPUHAPHOrO MPUMEHEHUST OMNpeaensoTCcs
COOTBETCTBYIOLUMU  YMONTHOMOYEHHBIMU  befepanbHbiMM — OpraHamMyM  UCMOMHUTENBbHOM  BracTu B MOpSAkKe,
ycTaHoBneHHoM [NpaButenscTBom Poccuiickon Pegepaumn.

(vactb 4.1 B peq. PepepanbHoro 3akoHa oT 14.12.2015 N 374-93)

4.2. OpraHuMsauun, OCYLLECTBMSAIOLWME MNPOU3BOACTBO (hapmaLeBTUYECKOM CyOCTaHUMM cnvpTa 3TUITOBOIO
(aTaHona) gns npomsBoACTBa CNMPTOCOAEPXKaLUMX NEKApCTBEHHbIX MpenapaToB, 06s13aHbl OCYLLECTBMATb y4eT Wu
OeKnapupoBaHue B nopsiake, YCTaHOBNEHHOM ctatbammn 8 n 14 degepanbHoro 3akoHa oT 22 Hosibps 1995 roga N
171-®3 "O rocygapCTBEHHOM perynupoBaHUM MNpouM3BoAcTBa U obopoTa 3TUNOBOrO ChNMpTa, ankorofbHOM W
cnupTocoaepallen npogykumm n o6 orpaHuyeHun notTpebneHuns (pacnuTns) ankorornbHOW NPoAyKLumMn®.

(vacTb 4.2 BBegeHa depepanbHbiM 3akoHOM OT 03.07.2016 N 261-03)

4.3. NngmBugyanbHble NpeanpvHMMaTenn U pugnyeckne nuua, ocyLecTBAsWmne 3akynky M NCNob30BaHMe
hapmavueBTUYECKON CyOCTaHUMM CnMpTa STUIOBOrO (3TaHoma), a Takke NpoM3BOACTBO, M3roToBreHne u (unm) obopot
(3a MCKMYeHneM PO3HUYHOM Npogaxun) CNMpTocodep)allumnx nekapCTBEHHbIX NpenapaToB, 0683aHbl OCYLLECTBATb UX
y4yeT U feKknapuMpoBaHue B NOpsaKe, YCTaHOBMEHHOM cTaTbsMu 8 n 14 depepanbHOro 3akoHa ot 22 Hosibpsa 1995 roga
N 171-®3 "O rocygapCTBEHHOM perynuMpoBaHMu NPOM3BOACTBA M 06OpOTa 3TUMOBOrO CMMPTa, arnkorofibHOW W
cnupTocoAepallen npogykumm n ob orpaHMyeHMmn notTpebneHuns (pacnuTus) ankororibHOW NPoAyKLumMn”.

(4acTb 4.3 BBegeHa deaeparnbHbiM 3akoHOM OT 29.07.2017 N 278-03)

5. 3anpeLlaeTca NPOM3BOACTBO:

1) nekapCTBEHHbIX CPEACTB, HEe BKIOYEHHbIX B TOCYAAPCTBEHHbLIN PEEecTp JeKapCTBEHHbIX CPeacTB, 3a
WCKIMIOYEHNEM NEKApCTBEHHbIX CPEACTB, MPOM3BOAMMBIX ANA NPOBEAEHUA KNMHUYECKUX UCCreqoBaHuUi 1 AN 9KCnopTa;

2) hanbcndmnLMpoBaHHbIX TeKapCTBEHHbLIX CPEACTB;
3) nekapcTBEHHbIX CpeAcTB 6e3 NMLUEH3MM Ha NPOM3BOACTBO NIEKAPCTBEHHbLIX CPEACTB;

4) NNekapCTBEeHHbIX CpeacTB C HapyweHuemMm npasuil opraHun3aumm npou3BoactBa WM KOHTPONA KadecCTBa
JIeKapCTBEHHbIX CPeacCTB;

5) cbapmaueBTuyeckorn cybcTtaHuumn cnupTa 3TUOBOrO (3TaHona) Ha TeXHONorMyeckom obopyanoBaHun, KOTopoe
He 3aperMcTpMpoBaHO UMM 3aKOHCEPBUPOBAHO B cooTBeTcTBUM ¢ PenepanbHbiM 3akoHOM OT 22 Hos6ps 1995 roga N
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171-®3 "O rocygapCTBEHHOM perynumpoBaHUM MNpouM3BoACTBa M obopoTa 3TUMOBOrO CMMpTa, ankoroflbHOM W
cnupTocoaep kallen npogykumm n ob orpaHuyeHMn notTpebneHuns (pacnMTus) ankororbHOW NPoAyKLumMn®.
(n. 5 BBegeH ®egepanbHbIM 3akoHOM OT 29.07.2017 N 278-93)

6. lNpu BBOAE mneKapCTBEHHbLIX CPeACTB B IpaOaHCKMW OOOpPOT YMOMHOMOYEHHOE IUUO MPOU3BOAUTENS
NEKapCTBEHHbIX CPeacTB OCYLLECTBISAET MNOATBEPXKAEHME COOTBETCTBUSI JIEKAPCTBEHHLIX CpPeAcTB TpeboBaHUAM,
YCTaAHOBMEHHbIM NPU UX rocy4apCTBEHHOW perncTpaunn, n rapaHTUpYeT, YTO FIEKAapCTBEHHbIE CPEACTBa NPOU3BEAEHbI B
COOTBETCTBUM C TpeboBaHNAMM NpaBuN Hagnexallen NpomM3BOACTBEHHOW NPAKTUKMN.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7. YNOMHOMOYEHHbIM JIMLIOM NMPOU3BOAUTENS JIEKaPCTBEHHbBIX CPEACTB ABMAETCH ero paboTHNK, aTTECTOBaHHbIN B
YCTAHOBMEHHOM YMOSTHOMOYEHHbIM dheaepanbHbiM OpPraHOM MCMOMHUTENbHOM BacTU MOpPsSAKe M UMEKLWUA CTax
paboTbl He MeHee 4eM NATb Nnet B obnactv npoussBoacTBa WM (MMM) KOHTPONS KayecTBa NeKapCTBEHHbIX CpeacTs,
BbicLlee 06pa3oBaHMe COOTBETCTBEHHO MO OAHOW M3 crneuuanbHoOCTeN U (UNK) OQHOMY M3 HanpaBfeHUn NOArOTOBKMU:
Buonorusa, GUoTEXHONOMMSA, BETEPUHAPUS, KIMHMYECKas MeauuuHa, pagunauuoHHasi, Xumudeckass M Ouonorunyeckas
3awmTa, hapmaums, pyHoaMmeHTanbHas MeguumnHa, XuMu4eckas TEXHOMNOrMs, XMMus.

(vactb 7 B peq. PepnepanbHoro 3akoHa ot 22.10.2014 N 313-93)

8. lMpousBoanTenM neKkapCTBEHHbIX CPeacTB (3a WcknveHnem dapmaueBTUYECKON cybGcTaHumMM cnupTa
3TUMOBOrO (3TaHOMa) MOTyT OCYLLECTBIATbL NMPOAAXY NEKapCTBEHHbLIX CPEACTB UMK nepefaBaTb UX B YCTAHOBIIEHHOM
3akoHogaTtenbcTBOM Poccuiickon ®epepaunn nopsgke:

(B pea. PepepanbHoro 3akoHa ot 29.07.2017 N 278-93)

1) ApyrMm NpousBoaUTENAM NeKapCTBEHHbIX CPeACTB AN NPON3BOACTBA NEKapCTBEHHbIX CPEACTB;
2) opraHusauusiM ONTOBOW TOPrOB/M fIeKapCTBEHHbIMU CPeACTBaMU;

3) anTeYyHbIM opraHnsauunam, BeTepuHapHbIM anTe4YHbIM OpraHn3aunam, nHameuayarnbHbIM npeanpnHnmMmaTenam,
nMerwmm nnMueH3nto Ha cbapmau,eBTquCKyro 0EeATEeNIbHOCTb U NIMUEH3NK0 Ha MEOUUNHCKYHO OeATENIbHOCTb;

4) Hay4yHO-UCCrneaoBaTeNbLCKUM OpraHu3aLmnam Ansa Hay4yHo-MccrenoBaTenbCckoi paboTsl;
5) MeaULMHCKM OpraHn3aumnsmM 1 BeTeprHapHbIM opraHn3aumusiv;
6) opraHusaLmsaM, OCyLLECTBNAIOLWUM pasBeaeHne, BolpalluBaHne 1 coaepKaHne XUBOTHBIX.

9. lNpoussognTtenu dapmaueBTUHeCKOn cybcTaHumMM cnvpTa 3TUoBOro (sTaHona) obs3aHbl OCYLLEeCTBMATb
peanusaumio (nepegavy B yCTaHOBIIEHHOM 3akoHogaTenbcTBoM Poccuiickon ®eaepaummn nopsake) dapMaueBTUIYeCcKon
cybctaHuum cnupTa 3TUMNOBOro (3TaHona) MpOU3BOAMTENAM FeKapCTBEHHbIX CPeAacTB And  NpOW3BOACTBA
nekapCTBEHHbIX CpeacTB B eMKOCTAX 06beMoM He bonee 1 nutpa u (unun) He meHee 1000 nuTpoB, a opraHM3aumsm,
yKasaHHbIM B NyHKTax 2 - 6 yacTu 8 HacTosLen cTaTbK, B Tape o6beMoM He Bonee 1 nuTtpa.

(vacTb 9 BBegeHa denepanbHbiM 3akoHOM OT 29.07.2017 N 278-03)

CrtaTbs 46. MapkupoBKa nekapcTBeHHbIX CPeACTB

1. neKapCTBeHHble npenapartbl, 3a WUCKIHYEeHNEeM JeKapCTBEHHbIX MpenapaTtoB, M3roToBJIIEHHbLIX anTeYHbIMU
opraHnsaumamm, BeTepuHapHbiMU anTedYHbIMU OpraHn3aunamMmun, nHaomeuagyanbHbIMU npegnpuHuMaTenamm, tMerLwnmm
JIMUEH3UIK0 Ha cpapmau,eBqueCKyro 0eATEeNIbHOCTb, OO0JDKHbI NOCTYNaThb B o6pau.|,eH|/|e, ecnu:

1) Ha WX nNepBMYHOW YynNakoBKe (3@ WCKMIOYEHWEM MEPBUYHON YMNaKOBKW J€KapCTBEHHbIX PaCTUTENbHbIX
npenapaToB) XOPOLUIO YMTaeMbiM LLUPUEPTOM Ha PYCCKOM fA3blke yKa3aHbl HauMeHOBaHWe NekapCcTBEHHOro npenapaTta
(MexxayHapoaHoe HenaTeHTOBaHHOe, UNW rpynnupoBOYHOE, UM XMMUYECKOoe, U TOProBoe HavMeHOBaHWe), HoMep
cepuu, farta Bbinycka (419 MMMYHOOMOMOrMYECKMX NeKapCTBEHHbIX MpenapaTtoB), CPOK FOAHOCTW, A03MPOBKa WNn
KOHLeHTpauus, o6beM, akTUBHOCTb B eAnHULax 4eNCTBUS Ui KONMYECTBO A03;

(B pea. PenepanbHbix 3akoHoB OT 11.10.2010 N 271-93, o1 22.12.2014 N 429-03)

2) Ha WX BTOPMYHOWM (MOTPEOMTENBCKOW) YNakoBKE XOPOLUO YMTAEMbIM LUPUATOM Ha PYCCKOM S3blKE YKasaHbl
HauMeHOBaHVWe feKapCTBEHHOro npenaparta (MexgyHapogHOoe HenaTeHTOBaHHOe, WNW  TPYNMMPOBOYHOE, WK
XMMUYeCcKoe 1 TOProBoe HaumMeHOBaHWS), HAMMEHOBaHVe NPON3BOAMTENS NEKapCTBEHHOro npenapaTa, HOMep cepuu,
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faTa Bbinycka (4nst MMMYHOOMONOrMYECKNX NeKapCTBEHHLIX MpenapaToB), HOMEpP PErmcTPauLVoHHOIO yOOCTOBEPEHNS,
CPOK rogHOCTU, CNOCOo6 NPUMEHEHWs, 4O3MPOBKA UIM KOHLEHTpaLMs, 06beM, akTMBHOCTb B eAuHMLAX OencTBua nnbo
KONMMYecTBO [03 B YNaKoBKE, NekapCTBeHHas hopma, ycrioBusa OTMYCKa, YCNOBUS XpaHeHud, npepynpeguTernbHble
Haanucu.

(B pea. ®enepanbHbix 3akoHOB OT 11.10.2010 N 271-®3, o1 22.12.2014 N 429-03)

2. ®apmaueBTUYeckne cybcTaHuum OOImKHbI NOCTynaTh B obpalleHne, ecrnv Ha ux NepBMYHON YNakoBKe XOPOLUO
YynTaembiM LUPUPTOM Ha PYCCKOM AA3bIKE yKasdaHbl HaVMEHOBaHWe dhapMaLeBTUYECKON CybCTaHumn (MexayHapoaHoe
HenaTeHTOBaHHOE, WU [PYNMNMPOBOYHOE, WM  XMMUYECKOE W TOProBOE€ HauMEHOBaHWS), HavMeHOBaHWe
npousBoguTens dapmaleBTUYecKkon cybCcTaHUMM, HOMep cepum U faTa WU3roTOBIIEHMS, KONMYECTBO B YMakoBKE WU
€VHWLIbI N3MEPEHNst KONMYECTBa, CPOK FOAHOCTU U YCIOBUS XpaHEHWs.

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

3. neKapCTBeHHble cpencrtBa B Ka4eCTBe CbIBOPOTOK OOJXHbI NOCTYNaTb B o6pau.|,eHMe C yKa3aHnem XMBOTHOIO,
13 KpoBU, nna3mbl KpOBU, OPraHoOB 1 TKaHen KOTOPOro OHWU NOJTy4eHbl.

4. Ha BTOpMYHYO (NOTpebUTEnbCKy0) YNakoBKY NIEKApCTBEHHbIX CPEACTB, NOMYYEHHbIX U3 KPOBW, Niasmbl KPOBM,
OpraHoB W TKaHeW 4YenoBeka, AOMKHa HaHoCUTbCA Hagnucb: "AHTuTena k BUY-1, BUY-2, k Bupycy renatuta C u
NOBEPXHOCTHLIN aHTUreH B1pyca renatuta B oTcyTcTBytoT".

5. Ha nepBu4Hylo ynakoBKy W BTOPWYHYlO (MOTPEOMTENbCKYD) YNakoBKYy —paanodapMaLeBTUYeCcKnX
NeKapCTBEHHbIX CPeACTB AOMKEH HAHOCUTLCS 3HAK pPaauaLMOHHON ONacHOCTY.

6. Ha BTOpuuHyto (NOTPEOUTENbLCKYKD) YMakoBKy roMeonaTMyYeckux J1eKapCTBEHHbIX MNpenapaTtoB AOMKHa
HaHocUTbCSA Hagnuck: "flomeonaTnyecknin.

7. Ha BTOpMYHYyto (NoTpebntenbCckyto) yNakoBKY NEKapCTBEHHbIX PacTUTENbHbBIX NpenapaToB AOMMKHA HAHOCUTbLCS
Hagnuce: "MNpoaykumna npoLluna pagnaumoHHbIN KOHTPOIb".

8. Ha nepBuYHylO ynakoBKy (ecnuv pAnis 3TOr0 CyLEeCcTByeT TEeXHUYecKkasi BO3MOXHOCTb) M BTOPUYHYIO
(MOTpPebUTENbCKYD) YNakoBKY NEKapCTBEHHbIX MpenapaTtoB, MpefHasHa4YeHHbIX AN KIWHUYECKMX WcCnenoBaHuM,
JOMKHa HaHOCUTbCA Haanuck: "Ona KNMMHNYECKNX nccneaoBaHuin'”.

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

9. YnakoBKa FEKapCTBEHHbIX CPeACTB, NPeAHasHaYeHHbIX WCKIOUMTENbHO A 3KCropTa, MapkupyeTcs B
COOTBETCTBUU C TpeBoBaHMAMM CTpaHbI-MMMopTepa.

10. Ha TpaHcnopTHylo Tapy, koTopasi He MpeaHasHayeHa AN noTpebuTeneir M B KOTOPYH MOMELLEeHO
neKkapcTBEHHOe CPeAcTBO, AOMKHA HaHOCUTbCHA MHOpMaUMs O HaMMEHOBAHUW, Cepun NEKapCTBEHHOIO CpeacTBa,
JaTe Bbinycka, KONMMYeCTBe BTOPUYHbLIX (MOTPEOWTENbCKUX) YMaKOBOK JIEKAPCTBEHHOIO CpeAcTBa, NpousBoauTene
NEeKapCcTBEHHOro CpeacTBa C YyKasaHMEM HaMMEHOBaHWUSI U MECTOHAaxXOXOeHWs1 NPoU3BOOUTENS NeKapCTBEHHOro
cpenctea (agpec, B TOM 4ucrne cTpaHa M (Mnu) MecTo NPOU3BOACTBa NEKApCTBEHHOTO CPEACTBa), a Takke O CpOoKe
rogHOCTW NeKkapcTBEHHOro cpeacTBa M 06 YCNOBUAX €ro XpaHeHust U NepeBosky, HeoGxoammble npeaynpeanTenbHble
HaanMcKU U MaHUMNYNATOPHbIE 3HAKN.

11. Ha nepBuYHyl0 ynakoBKY M BTOPUYHYK (NOTPEOUTENbLCKYI) YMaKOBKY IEKapCTBEHHbIX CPeAcTB Ans
BETEPMHAPHOro NPMMEHEHWs AOMKHa HAHOCUTBLCS Haanueb: "[na BeTepnHapHOro NnpuMeHeHns".

12. Ha BTOpuYHYyto (NOTPEGUTENBCKYH) YNaKoBKY JIEkapCTBEHHOMO NpenapaTta HaHOCUTCA LUTPUXOBOW KOA.

. 'masa 9. BBO3 JIEKAPCTBEHHbIX CPE[ICTB
B POCCUMCKYIO ®ELEPALIMIO U BbIBO3 NNEKAPCTBEHHbLIX CPEACTB
N3 POCCUNCKOU OEOEPALIUUA

(B pen. PegepanbHoro 3akoHa ot 06.12.2011 N 409-d3)
Cratba 47. MNMopsigok BBO3a nekapcTBeHHbIX cpeacTB B Poccuiickyio ®deagepauuio M BbIBO3a JleKapCTBEHHbIX CpeacTB U3

Poccuiickon Pepgepauumn

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

1. BB03 nekapcTBeHHbIX cpeAcTB B Poccuiickyto Pefepaumio ocyLlecTBAsSeTca B Nopsiake, YCTaHOBNEHHOM
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MpaBuTenbcTBoM Poccuiickon denepalmm, B COOTBETCTBUM C TaMOXEHHbIM 3aKOHOAaTENbCTBOM TaMOXXEHHOro cok3a
B pamkax EBpA3OC (ganee - TaMoXxeHHbIV CO3) 1 (Mnn) 3akoHogaTenscTBoM Poccuiickon ®efepauum o TaMOXXEHHOM
nene.

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

2. BBosumble B Poccuiickyto ®depepaumto  riekapcTBEHHble cpeacTBa  [OOMKHbl  ObiTb  BKIOYEHbI B
rocyapCTBEHHbIV PeecTp NEeKapCTBEHHbIX CPEACTB.
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

3. [Honyckaetca BB03 B Poccuiickyio ®Penepaumio KOHKPETHOM NapTUM  3aperncTpupoBaHHbIX U (Unn)
HEe3aperMcTpUpOBaHHbLIX NEKAPCTBEHHbIX CPeAcTB, MpefHasHaYeHHbIX ANs MPOBEeAEHUs! KITMHUYECKUX WUCCrefoBaHui
NeKkapCTBEHHbIX MpenapaToB, MNPOBEAEHUS  3KCMEPTU3bl  FIeKApCTBEHHbIX CPeAcTB  ANs  OCYLUECTBIEHUS
rocygapCTBEHHON perncrpauumn ekapcTBEHHbIX NpenapaToB Unv AN oka3aHus MeOMLUHCKON MOMOLLM MO XU3HEHHBIM
MOKa3aHUAM KOHKPETHOro mnauMeHTa Ha OCHOBaHUM paspeLleHus, BbIOAHHOMO YMNOMHOMOYEHHbIM dhedepanbHbIM
OpraHoM MCMOMHUTENbHOW BMAcTW MO 3asdBMEHUAM MWL, yKasaHHbIX B cTaTbe 48 HacTtoswero ®enepansHOro 3akoHa.
PaccmoTpeHme Takoro 3asBneHuMs U MPUHATUE pelleHuMs O Bbljade paspelleHus Ha BBO3 KOHKPETHOW napTuu
3aperMcTpupoBaHHbIX M (UNN) HE3APErMCTPUPOBAHHBIX JIEKAPCTBEHHbLIX CPEACTB, NpeAHa3Ha4YeHHbIX Ansi NpoBeaeHNs
KNMMHUYECKUX MWCCMEeAOBaHWUIN NEeKapCTBEHHbIX MpenapaTtoB, MPOBEAEHUS 3KCMEPTU3bl NIEKAapCTBEHHbIX CPeacTB ANnd
OCYLLECTBMEHUS TOCYAapCTBEHHOW perncrpaumn nekapcTBEHHbIX NpenapaTtoB WAWM Afs OKa3aHus MeOULMHCKON
MOMOLLM MO >KU3HEHHbIM MOKa3aHUAM KOHKPETHOro naumeHTa nmbo o6 oTkase B Bbldaye yKaszaHHOrO paspeLueHus
NpoM3BOAATCA B CPOK, He npeBblwaowmnn natu pabounx gHen. nata 3a Bblgady YKa3aHHOTO paspelleHus He
B3MMaeTcH.

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

4. B Poccuiickyto denepaumnio MOXHO BBO3WTb JlEKApCTBEHHbIE CPEACTBA, KA4eCTBO KOTOPbIX NMOATBEPXKAEHO
cepTMdUKaToOM NPon3BOANTENS NEKAPCTBEHHbIX CPEACTB, YAOCTOBEPSIOLLMM COOTBETCTBME BBO3MMbIX NIEKAPCTBEHHbLIX
cpencte TpeboBaHWsIM hapMakonenHbix cTaTel nMbo B cryvyae WX OTCYTCTBUSI HOPMAaTUBHOW [OOKYMEHTauuuM unm
HOPMaTUBHOIO JOKYMEHTA.

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

5. 3anpewaeTtca BB03 B Poccunckyto ®Pepepaumio  danbCUPULMPOBaHHBIX NEKapCTBEHHbIX CPeacTs,
He06pOKaYeCTBEHHbIX NEKapCTBEHHbIX CPeACTB, KOHTPadaKTHbIX NeKapCTBEHHbIX CPeACTB.
(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

6. ®danbcMduUMpOBaHHbIE IEeKapCTBEHHbIE CpeacTBa, HeaobpoKayeCTBEHHble feKapCTBEHHble CpeacTBa
noanexaTr M3bATUIO U MOCMeaylWwemMy YHUYTOXEHUIO unu BbiBO3y U3 Poccuiickon ®epepauun, KoHTpadakTHble
nekapcTBeHHblE CPeAcTBa - M3bATUIO U NOCNEOYWEMY YHUUTOXEHWUIO. YHUYTOXEHUE uMnuM BbiBO3 M3 Poccuinckon
®epepaumn  hanbCUPUUMPOBAHHbBIX NEKapCTBEHHbIX CpPeacTB, HeAoOpOoKayeCTBEHHbIX MeKapCTBEHHbIX CPEeACTB,
KOHTpadaKTHbIX JeKapCTBEHHbIX CPEACTB OCYLLECTBMAETCH 3a CYeT nuua, OCYLeCTBMBLUEro ux BBO3. [lopagok
YHUYTOXEHNS M3bATbIX (PanbCUdMLMPOBaHHBIX NEeKapCTBEHHbIX CPeAcTB, HeOoOpOKauyeCTBEHHbIX feKapCTBEHHbIX
CpPeAcCTB, KOHTpadaKkTHbIX NIEKAPCTBEHHbIX CPeAcTB ycTaHaBnmBaeTcs NpaBuTtensctBom Poccuiickon ®epepauun.

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

7. Ivua, ocywecTenawLwme BBo3 B Poccuiickyto ®efepaumnio danbcuuumnpoBaHHbIX NeKkapCTBEHHbLIX CPeacTs,
HegobpOKaYeCTBEHHLIX JTEKAPCTBEHHbIX CPEeACTB, KOHTPA(aKTHbIX NIEKAPCTBEHHbIX CPEACTB, HECYT OTBETCTBEHHOCTL B
COOTBETCTBMM C TaMOXEHHbIM 3aKOHOAATENbCTBOM TaMOXEHHOro cok3a M (unu) 3akoHodaTenbCTBOM Poccuimckon
depepaLmm 0 TaMOXEHHOM ere.

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

8. BbiBO3 nekapcTBeHHbIX cpeacTB n3 Poccuickon ®epepauun ocyulectenaeTcsa 6e3 NnpuMeHeHUs orpaHnyeHnn,
YCTaHOBMEHHbIX TaMOXEHHbIM 3aKOHOAAaTeNbCTBOM TaMOXEHHOrO cow3a WM (Unu) 3akoHodaTenbCTBOM Poccumnckon
degepaumm o rocyaapCTBEHHOM PerynmpoBaHUN BHELLHETOPrOBOWN AeATENbHOCTN.

(B pea. PenepanbHbix 3akoHoB 0T 06.12.2011 N 409-®3, ot 25.11.2013 N 317-®3, o1 22.12.2014 N 429-03)

CraTtbs 48. lOpuanyeckme nuua, KOTOpbIM pa3peLleH BBO3 JIeKapCTBeHHbIX cpeaAcTB B Poccuiickyto ®enepauuto

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

JlekapcTBeHHble cpeacTBa B Poccuiickyto defiepaunto MoryT BBO3UTb:
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)
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1) npoun3BOAUTENM JIEKAapCTBEHHbIX CPeACTB AN Lerei CobGCTBEHHOrO NPOM3BOACTBA NEKAPCTBEHHbLIX CPEACTB;

2) MHOCTpaHHble paspaboTuMKM NEKapCTBEHHbIX CPEACTB WM MHOCTPaHHble NPOM3BOAUTENM NEKapCTBEHHbIX
CPEeACTB WUNKU Apyrue lopuavmyeckue niua no nopy4vyeHuio paspaboTynka NekapcTBEHHOrO cpefcTBa Ans NpoBefeHus!
KMUHUYECKUX  UCCIedoBaHWi  NeKapCTBEHHOro  npenapaTta, OCYLECTBNEHMsI roCy4apCTBEHHOM  perncrpauum
NeKapcTBEHHOro npenapara, BKHYEHNs hapMaLeBTUYECKo CyGCTaHUMN B TOCYyAapCTBEHHbIN PeecTp NekapCTBEHHbIX
CPeACTB, KOHTPOMA KayecTBa MekapCTBEeHHbIX CPEACTB MPU Hanuyun paspelleHust YNonHoMoYeHHoro dedepansHoro
opraHa MCrNonHUTENbHON BNacTu Ha BBO3 KOHKPETHOWM NapTUM NEeKapCTBEHHbIX CPEACTB;

3) opraHmsauunm OnTOBOWN TOProBJ11 NEKapCTBEHHbIMU CpenCTBaMU,

4) Hay4yHo-uccriefoBaTenbCKkMe OpraHu3auun, obpasoBaTenbHble OpraHu3auum BbiCWero obpasoBaHus,
NpoM3BOAMTENN NEKAPCTBEHHbIX CPEACTB [Ans pa3paboTku, MccrnefoBaHMKM, KOHTpons 6esonacHOCTW, KadecTea,
3(pPEKTUBHOCTN NEKAPCTBEHHbLIX CPEACTB MPW HaNUuuMU paspeLleHns YMNoNIHOMOYEHHOro dedepanbHOro opraHa
NCMNOMHMTENBHOW BNacTu;

(B pea. PepepanbHoro 3akoHa ot 02.07.2013 N 185-93)

5) MeguumHCKne opraHusaumu, UHble ykasaHHble B NyHKTax 1 - 4 HACTOsLWEN cTaTby opraHn3auumn Ans okasaHus
MEOULMHCKON MOMOLUM MO  >KM3HEHHbIM MOKa3aHMAM  KOHKPETHOro nauuMeHTa npu  HanmuMuum  paspelueHus
YMOJSTHOMOYEHHOro defiepanbHoOro opraHa WCMONMHUTESNbHON BNAacTU Ha BBO3 KOHKPETHOW MapTUW NekapCTBEHHOro
npenaparta, BblJaHHOrO B YCTaHOBMEHHOM rMnopsaake B (popme 3MeKTPOHHOro AOKYMEHTa, MOAMUCAHHOro YCWUIEHHOWM
KBanMUUMpoOBaHHOW SMNEKTPOHHOM NOANMUCHIO.

(B pea. PegepanbHoro 3akoHa oT 12.03.2014 N 33-$3)

Cratbs 49. [lokyMeHTbI, NpeAcTaBnsieMble B TaMOXeHHble opraHbl Poccuickon ®egepaumm npu BBo3e JleKapCTBEHHbIX CPeAcTB B
Poccuinckyio ®epepauuio

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

1. Tlpn BBO3e nekapCcTBEHHbIX cpeactB B Poccuiickyto depepaumio B TaMOXeHHble opraHbl Poccuiickon
depepaumm Hapsgy C OOKYMEHTaMu, NMpeacTaBfieHUe KOTOPbIX MPegyCMOTPEHO TaMOXEHHbIM 3aKoHOO4ATENbCTBOM
TamoxeHHoro cotsa u (Mnu) 3akoHogaTenbctBoM Poccuiickon degepauum 0 TaMOXEHHOM Jdene, NpeacTaBnsAlnTCs
cnegyowmne JOKYMEHTbI:

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

1) cepTudukaT npom3BOAUTENSA JEKapCTBEHHOrO CpPeACTBa, YAOCTOBEPSAWUA COOTBETCTBUE BBO3VMMOIO
nekapCcTBEHHOro cpeacTtBa TpeboBaHuAM bapmakonerHon crtatbn nMbo B cnyyae ee OTCYTCTBUS HOPMaTUBHOM
OOKYMeHTauum unu HopMaTUBHOIO JOKYMEHTa;

2) paspelueHne ynosIHoMoYeHHoro defeparnbHOro opraHa UCMONTHUTENBHOW BMACcTW HA BBO3 KOHKPETHOWM MapTum
NeKapCTBEHHOro CPeACcTBa B CriyvasiX, YCTAHOBIIEHHbIX YacTbio 3 cTaTbu 47 HacToswero PegepanbHOro 3akoHa.

2. [lokyMeHTbI, yKa3aHHble B NyHKTax 1 1 2 yacTn 1 HacTosiLLen cTaTbu, NPEACTaBNATCA B TAMOXEHHbIE OpraHbl
Poccuiickon ®enepauun npm npubbiTumn nekapcTBeHHbIX cpeacTB B Poccuiickyto Penepauuio.
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

CtaTbs 50. BBO3 nekapcTBeHHbIX npenapaTtoB B Poccuiickyo ®egepauuio Ans IMYHOro UCMOSMb30BaHUSA U UHbIX HEKOMMEPYeCKUX
uernen, a Takke A4S UCNOSMbL30BaHUs HA TEPPUTOPUM MEXAYHAPOAHOrO MeAULMHCKOro KnacTepa

(B pea. PenepanbHbix 3akoHOB OT 06.12.2011 N 409-93, o1 29.06.2015 N 160-d3)

1. INlekapcTBeHHble npenapaTtbl MOryT ObiTb BBe3eHbl B Poccuiickylo ®Pepepaumio 6e3 yveta TpeboBaHu,
npeaycMoTpeHHbIX Yactamm 1 - 4 crtaTteu 47, ctatbamm 48 u 49 Hactoswero defepanbHOro 3aKkoHa, €Criv OHU
npegHasHayeHbl ans:

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

1) NMYHOro ncnonb3oBaHWsa uandeckummn nuuamm, npubsiBwMMK B Poccuiickyto ®eagepaumto. MNpu aTom BBO3 B
Poccuiickyio ®egepauuto nekapCTBEHHbIX MNPenapaTtoB, COAEpXaliux CUNbHOAEWCTBYHOWME W (MM) A00BUTbIE
BELLECTBA, BKIOYEHHbIE COOTBETCTBEHHO B CMMCOK CWUJIbHOOENCTBYHOLUMX BELLECTB ANd LUenen yrorioBHOro
3akoHoaartenbcTBa Poccuickon denepauum n B CNMCOK SO0BUTLIX BELLECTB ANs1 LieNein YronoBHOrO 3aKkoHO4aTeNnbLCTBa
Poccuiickon ®epepauun, yteepxaeHHble NMpaButensctBom Poccunckon denepaunm, OCyLeCTBNAETCS NPU Hanuumm
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[OKYMEHTOB (3aBEPEHHbIX KOMWA [OKYMEHTOB WMM 3aBEPEHHbIX BBLIMMCOK M3 HUX), MOATBEPXAAMLMX Ha3HayeHue
dum3nyeckoMy nuLy yKasaHHbIX FEKapCTBEHHbIX MpenapaToB (3@ WCKMYEHWEeM FeKapCTBEHHbIX NpenapaTos,
3apeructpupoBaHHbiX B Poccuitickon ®egepauum u otnyckaembix B Poccuiickon ®Pepepaumm 6e3 peuenta Ha
nekapcTBeHHbIN npenapaT). MNoaTBepxaatoLimMe AOKYMEHTbI (MX 3aBEPEHHbIE KOMUKM UM 3aBePEHHbIE BbIMUCKM N3 HUX)
[OIMKHbI colepXaTb CBEAEHUsI O HAMMEHOBaHWUM U KONMYECTBE HAa3HAa4YeHHOro NekapcTBEHHOro npenapata. B cnydae,
ecnv noaTBepXAawLwmMe AOKYMEHTbl (UX 3aBEPEHHble KOMUW WU 3aBEpPEeHHble BbIMUCKA M3 HUX) COCTaBrEHbl Ha
MHOCTPaHHOM £13bIKe, K HUM MpunaraeTcs HoTapuanbHO 3aBepeHHbIV NepeBo Ha PYCCKUIA A3bIK;

(n. 1 B pea. PegepanbHoro 3akoHa ot 02.06.2016 N 163-93)

2) wucnonb3oBaHus paboTHMKAMKM OMNIIOMATMYECKOro Koprnyca WM MNpPeacTaBuUTENSAMN  MeXOyHapOLHbIX
opraHusaumn, akkpeanToBaHHbIx B Poccunckon degepaumm;

3) nevyeHUs naccaXxupoB W YMEHOB JSKUMaXeW TPaHCMOPTHbIX CPeAcTB, MoesdHblX Opurag u BoauTenew
TpPaHCNOPTHBIX CpeacTB, NpubbiBLIKX B Poccuiickyto ®eagepauumio;
(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-®3)

4) neyeHns1 y4aCTHUKOB MeXOyHapPOOHbIX KyNbTYPHbIX, CMOPTMBHBIX MEPOMNPUATUN N YHACTHUKOB MEXAYHAPOAHbIX
aKkcneanLni;

5) neyeHnss KOHKPETHbIX XMBOTHBLIX B 300MapKkax, a Takke XXMBOTHbIX, BBO3MMbIX B Poccuiickyto ®enepaumio ans
y4yacTusl B CMOPTUBHbIX 1 3pENULLHBLIX MEPOMPUSTUSAX;
(B peq. PenepanbHoro 3akoHa ot 06.12.2011 N 409-3)

6) MCronb3oBaHKS Ha TEPPUTOPUN MEXAYHapPOAHOrO MEAULIMHCKOrO KnacTepa.
(n. 6 BBeaeH ®egepanbHbiM 3akoHOM OT 29.06.2015 N 160-93)

2. B cnyyasix, npegyCMOTPeEHHbIX YacTbio 1 HacToswen ctaTtbk, gonyckaeTca BBo3 B Poccunckyio ®egepaumio
neKkapCTBEHHbIX NpenapaToB, He 3aperncTpupoBaHHbIX B Poccuickon Penepauumm.
(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-®3)

3. JlekapcTBeHHbIe NpenapaTtbl, NpeaHa3Ha4YeHHble A4S 'YMaHUTapHOW NoMoLM (COAENCTBUS) UK NMOMOLLM Npu
ypesBblYanHbIX CUTyauusx, BBO3ATCA B Poccuiickyto depepaumio B MNopsake, YCTaHOBMEHHOM [1paBUTENbCTBOM
Poccuiickon ®depepaumun. 3anpelwaetcsa BB03 B Poccuitckyio depepaumio He3aperncTpupoBaHHbIX JeKapCTBEHHbIX
npenapaTtoB, MNpefHa3HaYeHHbIX ANs TyMaHWTaApHOW noMowmy (CoOencTBUSI) WMMAM MOMOLUM NPU  Ype3BblYalHbIX
CcUTyauusx.

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

CraTbs 51. CoTpyAaHuyecTBO heaepanbHOro opraHa UCMONHUTENbLHOW BNAacTH, yNoMHOMOYEHHOro B 061acTu TamoXXeHHoro aena, 1
APYrUX YNONTHOMOYEHHbIX (hefepanbHbIX OPraHOB UCMOJNTHUTENBHOW BRacTu

1. YnonHoMo4eHHble deaepanbHble opraHbl MCMOMHUTENbHON BNacT MPeaoCTaBNsAlT B pacropsiKeHue
denepanbHOro opraHa UCMONHUTENBHO BNacTu, YNoSIHOMOYEHHOro B 06racti TaMo)XeHHOro Aena, rocyaapCTBeHHbI
peecTp NekapCTBEHHbIX CPEACTB, a Takke MHMOPMALUMIO O BblOaHHbLIX Pa3pelleHusiXx Ha BBO3 KOHKPETHOW MmapTuu
NeKapCTBEHHbIX CPeACTB B Clydasix, yCTaHOBMEHHbIX YacTbto 3 cTaTbh 47 HacTosiwero PenepanbHOro 3akoHa.

2. ®depepanbHbIl  OpraH WCMOMHUTENbHOW BMacTW, YMNOMIHOMOYEHHbIM B 00MacTM TaMOXeHHOro fena,
MHOPMUPYET yKasaHHble B YacTM 1 HacTOsILLEN cTaTbW YMONTHOMOYEHHblE defeparnbHble OpraHbl UCMOMHUTENBHOW
BMacTM O BBO3€ JIEKApCTBEHHbIX cpeAcTB B Poccuiickyto degepauuto M BbIBO3E JIEKAPCTBEHHbLIX CPeAcTB U3
Poccuiickon ®epepauumn no doopme 1 B Nopsiake, KOTopble ycTaHoBreHbl [MpaBuTtenbctBoM Poccuiickon ®epepauunn.

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

Fnasa 10. PAPMALIEEBTUYMECKAA OEATENbHOCTb

Cratbs 52. OcywecTBneHue apmMmaueBTUYECKON OeATENBHOCTH

1. dJapmaueBqueCKaﬂ 0EeATEeNIbHOCTb OCYyLEeCTBNAeTCA opraHn3aunamu ONTOBOWN TOproemnun JreKkapCTtBeHHbIMU
cpeagcrtBamMu, anTevYHbIMM  OopraHunsaunaMu, BeTepuUHapHbIMKM  anTeYHbIMWU  OpraHu3aumamun, uHanBuMayanbHbIMU
npeanpunHnmartenaMmy, MMernwmnmMmn nMUeH3no Ha cpapmaueBqueCKyro 0eAaTenbHOCTb, MeEOUUNHCKUMUN OpraHn3aunamu,
nMenwmmn  nMUUEeH3nt  Ha @apmaueBqueCKyro peaTenbHocTb, M KNX 060CcOoONeHHbIMK nogpasgeneHnamm
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(ambynatopusiMu, henbaiepckuMm 1 - henbAepcKo-akyLLEPCKAMU MyHKTaMU, LEeHTpamMu (oTAeneHusiMK) obLei
BpayebHON (CEMENHOW) MPaKTUKKU), PacroNOXEHHbIMW B CEMbCKUX HACENEHHbIX MYyHKTax, B KOTOPbIX OTCYTCTBYHOT
anTeyHble OpraHMsauuM, W BeTepWHapHbIMWA OpraHu3auusMi, WUMeLVMU NULEH3NIO Ha (apMaueBTUYECKYIO
DEeATENbHOCTb.

(B pea. PegepanbHoro 3akoHa oT 25.11.2013 N 317-93)

2. duanyeckne nuua MOryT OCYLLECTBNATb hapMaLeBTUYECKYID AEATENbHOCTb NPW HanMyMy BbICLLIETO UMK
cpegHero chapmaueBTudeckoro obpasoBaHnst U ceptudmkata cneumanucTa, BbICLUEro UM CpegHero BeTepuMHapHOro
obpasoBaHMa W cepTudmkata crneymanucta, a Takke BbICLIEr0 WKW CpeaHero meguuMHckoro obpasoBaHus,
cepTudukata cneumanucrta n AOMOMHUTENbHOro npod)eccrMoHanbHOro obpasoBaHMs B 4acTM PO3HUYHOM TOProBnu
nekapCTBEHHLIMW MNpenapaTtaMmyM MNpu  yCrioBuM wux paboTel B  060COOGMEHHbIX MNoApasgeneHusax MeamuMHCKUX
opraHu3aumi, ykasaHHbIX B YacTu 1 HacTosLLel cTaTbu.

(4acTb 2 B peq. PegepanbHoro 3akoHa ot 27.07.2010 N 192-93)

CraTtbs 53. Npopaxa, nepegayva nekapcTBeHHbIX CPEACTB OpraHU3aunsiMn oNToOBOM TOProBnuv NeKapcTBEHHbIMU cpeacTBaMm

1. OpraHusauuy ONTOBOW TOPrOBMM  JIeKApCTBEHHbIMW  CPEACTBaMM  MOTYT  OCYLECTBMATb  MNpoaaxky
neKkapcTBeHHbIX CPeCTB UMK NepefaBaTh UX B yCTaHOBIEHHOM 3akoHodaTenbCcTBOM Poccuiickoii enepaumm nopsake:

1) ApyrMm opraHM3aumam oNTOBOW TOProBNM NEeKapcTBEHHbIMU CpeacTBaMu;

2) NpoV3BOAMTENSM NEKAPCTBEHHBIX CPEACTB AJ1s1 Lieneli NPOM3BOACTBA NTIeKapCTBEHHbIX CPeACTB;
3) anTeyHbIM opraHM3aLuaM U BETEPUHAPHBIM anTeYHbIM OpraH13aLusaM;

4) Hay4YHO-UCccrneaoBaTENbCKUM OpraHU3aLumusaM Ans Hay4yHO-UCCrieaoBaTerbCkon paboThl;

5) nHamemgyanbHbIM nNpegnpuHnMartendam, MMerwmnmMm JUUeH3N0 Ha q)apmaueBqueCKyro OeATernnlbHOCTb WUInn
JIMUEH3NIK0 Ha MEONLNHCKYO OeATENTbHOCTb;

6) MeanUMHCKMM opraHu3auusiM, BeTEPUHAPHbIM OpraHn3auusm;
7) opraHv3auusim, OCyLLLECTBAOLLMM pa3BefeHue, BbipallBaHWe 1 CoAepXKaHNe XNBOTHbIX.

2. OpraHmsaumm ONTOBOM TOPrOBMM  NIEKAPCTBEHHBbIMW CpeacTBaMm 00si3aHbl  XPaHUTb  3aKYMSEHHYIO
apmaueBTUYECKyt0 cybCcTaHUMIO cnupTa 3TWUMOBOrO (dTaHona), OCYLLEeCTBMATbL €e peanu3auuio unm nepegadvy B
YCTaHOBMEHHOM 3akoHoAaTenbCTBOM Poccunckon defepauum nopsioke opraHusauusM, ykasaHHbIM B nyHkTax 1 - 7
Yyactu 1 HacTosLen cTaTbn, B Tape o6bemom He Gonee 1 nuTpa.

(yacTb 2 BBegeHa PegepanbHbiM 3akoHoM OT 29.07.2017 N 278-93)

CraTtbs 54. [lpaBuna onToBOoM TOProBnuv nNeKapcTBEHHbLIMMU cpeacTBaMun

OnToBas TOproBns feKapCTBEHHbIMW CPEeACTBaMM OCYLLECTBIISETCS NPOU3BOAUTENSIMU NIEKAaPCTBEHHbBIX CPEACTB
N opraHM3auusimym ONTOBOW TOProBNW NIEKApPCTBEHHbIMWU CpeacTBaMy MO MpaBuiiaM Hagnexawen OucTpubboTOPCKON
NPaKTUKN 1 NpaBuiiamM Hagnexallenh NpakTUKU XpaHEeHUs U NEPEBO3KM NEKApPCTBEHHLIX NpenapaTtoB, YTBEPKAEHHbIM
COOTBETCTBYIOLLMMW YNOSTHOMOYEHHbIMU heaepanbHbIMU OpraHaMmn UCNOMNHUTENBHOW BNACTW.
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

CrtaTbs 55. MopsAaok po3HMYHOM TOProBNM NeKapCTBEHHbIMU NpenaparaMmm

1. Po3HU4YHas TOProBns rnekapcTBEHHbIMW NpenapataMmu B KONMWYECTBAax, HeOOXOAUMbIX AN BbIMONHEHUS
BpayebHbIX (hbenbalepcknx) HasHaYeHUn NN Ha3HaYeHU cneuManncToB B 06nacTu BeTepnuHapumm, OCyLLeCTBNSETCS
anTeyHblMU OpraHu3auusiMn, BeTEPUHAPHbIMW anTeYHbIMU OpraHu3aunsaMun, NHABUAyanbHbIMW NpeanpuHUMaTensamu,
UMEILLIMMU FIMLIEH3NIO Ha PapMaLeBTUYECKY0 AeATEeNbHOCTb, MEAULMHCKUMY OpraHn3auusMm, UMELLMMN NMLEH3NI0
Ha dhapmaLeBTUYECKYIO AeATeNbHOCTb, N UX 060cobneHHbIMK nogpasaeneHuamu (ambynatopuamm, denbaepckumm n
denbaLlepcko-akyLepCckMMM  MyHKTaMu, UeHTpamu (oTAeneHusiMu) obwen BpavebHoW (CeMerHOW) MpaKTuku),
pacrnonoXeHHbIMWU B CENbCKUX HAaCenNeHHbIX MNyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyvHble opraHusauun, u
BETEPUHapPHbIMW OpraHvM3aunsaMi, VMeWUMN JIUUEH3NI0 Ha dapMaueBTMYecKylo AesTenbHOoCTb. Pa3spelueHa
PO3HMYHAsA TOProBns TOMbKO NEKapCTBEHHbIMW MpenapaTamu, 3aperMctpmpoBaHHbiMu B Poccuickon ®eagepaumnmn nnm
N3roTOBMEHHLIMW anTeYHbIMU OpraHn3aumsaMn, BETEePUHAPHbIMW anTeYHbIMU OpraHu3aunsaMu, WHAWBUAYaNbHbIMM
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npeanpuHMmMaTensaMi, WUMeEKLWMMN  NUUEH3MI0 Ha dapmaueBTUYeCcKyld AedTenbHOCTb. PoO3HMYHas Toprosns
neKkapcTBEHHbIMM MpenapaTaMy OCYLLECTBNAETCA MO MpaBunaM Haanexailew anTeyHOW NPaKTUKW, YTBEepPXAEHHbIM
YMONIHOMOYEHHbIM PeaeparnbHbIM OPraHOM UCMONHUTENBHON BRACTY.

(B pea. PenepanbHbix 3akoHOB OT 25.11.2013 N 317-®3, o1 22.12.2014 N 429-03)

2. Buabl anTeyHbix oOpraHusauMn K npaBuna OTMyCKa JEeKapCTBEHHbIX MpenapaToB ANA  MeOUUUHCKOro
NMPYMEHEHNS anTeYHbIMXU OpraHvM3auusiMiM, WHOMBUAYaNbHbIMW MpeanpuHUMaTENaMY, MMEKLWMMU NULEH3UK Ha
hapmaLeBTMYECKYI0 OeATeNbHOCTb, a TaKkkKe MpaBura OTMyCcKa IeKapCTBEHHbIX MpenapaToB Ans MeOULUHCKOro
NPUMEHEHNS MEeOULMHCKUMU OpraHn3auusaMn, MMEKLWMMU FMUEH3NI0 Ha dapMaueBTUYECKY0 AeATenbHOCTb, U KX
obocobneHHbIMW noapasgeneHuaMy (ambynaTopusamu, enbawepckuMm n- denbaLlepcko-akyLWepCckKMMm NyHKTamu,
ueHTpamun (oTgeneHnsimm) oblien BpadvebHOM (CEMEWHOWN) MPaKTWMKWM), PACrOSIOKEHHbIMU B CEMbCKUX HACENEHHbIX
NyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeYHble OpraHn3auun, yTBepXaatTcs YNONHOMOYEHHbIM hefepanbHbiM OpraHoM
NCMNOMHUTENBHOW BNacTu.

(B pean. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

3. MpaBuna oTnycka HapKOTUYECKMX CPEACTB M MCUXOTPOMHbLIX BELLECTB, 3apermcTpMpoOBaHHbIX B KayecTBe
neKkapCTBEHHbIX MpernapaToB, NEKApCTBEHHbIX MPenapaToB, CoAepXKaliMX HapKOTUYECKME CPEACTBa W NCUXOTPOMHbIE
BeLLeCTBa, YTBEPXXAATCS YNOMHOMOYEHHbIM dbeeparibHblM OpraHoOM MCMOSHUTENbBHOW BRAacTh NO COrfiacoBaHuUo C
dhenepanbHbIM OpraHOM UCMONMHUTENBHOM BRACTH, YNOMHOMOYEHHBLIM B chepe BHYTPEHHMX Aen.

(B pen. PepepanbHoro 3akoHa ot 03.07.2016 N 305-93)

4. JlekapcTBeHHble NpenapaTthbl A5t BETEPUHAPHOTO NPUMEHEHUS NoanexaT OTMnycKy BeTepUHaPHLIMU anTeYHbIMU
opraHusaumsiM1, BeTEPUHAPHBIMW OpraHu3auMsM1, UHAMBUAOYaNbHBIMU NpeanpUHUMATENSIMU, UMEIOLWNMUN TIULEH3MUIO
Ha dapmaueBTUYeCcKylo AesiTenbHoCTb. [lpaBuna oTnycka NekapCTBEHHbIX MpenapaTtoB [Ans  BeTepuHapHOro
NPUMEHeHVs1 YyTBEePKOatTCs YNONTHOMOYEHHbIM befepanbHbIM OpraHoOM UCTMONHUTENBHON BNacTy.

5. MNepeyeHb MeAMLMHCKUX OpraHu3auui, UMeLWUX NULEH3NI0 Ha (papMaueBTUYECKYID OeATEeNbHOCTb, U KX
06ocobneHHbIX nogpasgenenHuni (ambynatopuii, enbawepcknx u  penbaepcKko-akyLLEPCKMX MYHKTOB, LIEHTPOB
(oTmeneHwnin) obwer BpavebHoOM (CEMENHON) NPaKTMKKN), PAcnoSIOKEHHbIX B CEJTbCKMX HACENEeHHbIX MyHKTax, B KOTOPbIX
OTCYTCTBYIOT anTeuyHble oOpraHuM3aumMM, a Takke nepedeHb NeKapCTBEHHbIX MpenapaToB (3a WCKMYEHUEM
HaPKOTMYECKMX NEKAPCTBEHHbLIX NMPEenapaToB U MCMXOTPOMHbIX NIEeKapCTBEHHbIX NpenapaToB), Npogaxa KOTOPbIX MOXeT
OCYLLECTBNATLCA YKa3aHHbIMW OpraHn3aumsiMm n nx o60cobneHHbIMM NogpasaeneHusiMmn, ycTaHaBnMBaoTCs opraHamm
ncnonHuTeNbHoOW BnacTn cybbektoB Poccuiickon ®egepaunn.

(B pea. PepepanbHoro 3akoHa oT 25.11.2013 N 317-93)

6. AnTeuyHble opraHusauuu, HAMBUAYarnbHblE NPEANPUHUMATENN, UMEIOLLME NMLEH3NI0 Ha hapMaLEeBTMYECKYIO
nesTenbHocTb, 06si3aHbl 0becneyvnBaThb yTBEPXAEHHbIN MNpaBuTensctBoM Poccuickonn ®egepauum n bopmupyemblii B
YCTaHOBMEHHOM UM MOpsiAKe MUHMMArbHBLIN acCOPTUMEHT JIEKAapCTBEHHbLIX MpenapaToB, HEOOXOAMMbBIX ANS OKa3aHUs
MEeOULMHCKON MOMOLLIM.

(vacTb 6 B pen. PenepanbHoro 3akoHa ot 25.11.2013 N 317-93)

7. AnTeuHble opraHusauuun, MHAMBMAYarnbHbIE NpeanpUHUMaTenn, UMerLLne NUUEH3No Ha apMaueBTUYECKYHo
OesATenbHOCTb, Hapagy C NeKapCTBEHHbIMW MpenapataMyv MMEKT MpaBo MnpuvobpeTaTb M NpofaBaTb MeAWLMHCKME
nsgenvs, Aes3vHduuupyowme cpeactsa, NPeAMETbl U CPEACTBA NIMYHOW TUIMEHbI, NOCYAy AN MEAMLMHCKUX Lenewn,
npegmeTbl U CpeacTBa, NpegHasHa4veHHble Ans yxoga 3a 60nbHbIMW, HOBOPOXAEHHLIMU U OETbMW, HE AOCTUMLUMM
BO3pacTa Tpex JIeT, OYKOBYH OMTUKY M CPeACTBa yxoda 3a Hel, MMHeparbHble BOAbl, NPOAYKTbI 1Ie4ebHOro, 4eTCKOro 1
ONeTNYeCcKoro NuTaHus, Guonornyeckn aktuBHble o6aBkM, NapgoMepHbIe U KOCMETUYEeCKMe cpeacTea, MeguLmMHCKue
N CaHUTapPHO-NPOCBETUTENbHbIE NEeYaTHbIe U3AaHus, NpeAHas3HadeHHble AN nponaraHibl 340P0BOro obpasa XM3HU.

(B peq. ®enepanbHbix 3akoHOB OT 27.07.2010 N 192-®3, ot 25.11.2013 N 317-93)

8. desaTenbHOCTb anTeyHbIx opraHusauun BoopykeHHbix Cun Poccunckon ®egepaumnm, gpyrux BOWCK, BOMHCKMX
hOpMMPOBaHUA N OPraHoB, B KOTOPbIX 3akoHodaTernbcTBoM Poccunckon degepaumn npegyCMOTPEHO MpoxoxaeHue
BOEHHOW cnyx0bl Unu heaepanbHO rocyaapCTBEHHOW CyXObl, CBA3AHHOW C NPaBOOXPaHUTENbHOW AeATENbHOCTbIO,
pernaMmeHTUpyeTca HactoawmMm ®denepanbHbIM 3aKOHOM U YTBEPXAEHHBLIMU COOTBETCTBYIOWUMU  peaepanbHbIMU
opraHaMn UCMOMHUTENbHOW BNactu nonoxeHusmu. KoHTponb 3a cobmniogeHueM  yKasaHHbIMW - anTeYHbIMU
opraHvMsauMsaMy  MOMoXeHnn  Hactoswero  PedepanbHOro  3akoHa  OCYLLECTBNSETCH  COOTBETCTBYHOLLMMU
dhegepanbHbIMU OpraHaMy UCNOMHUTENBHOWN BriacTu.

(B pea. PegepanbHoro 3akoHa oT 13.07.2015 N 262-93)

KoHcynbTanTlNKoC

www.consultant.ru CrpaHuua 72 u3 87
HaeXHas npaBoBas noaaepXxkKa



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

®epnepanbHbivt 3akoH 0T 12.04.2010 N 61-03
(pea. ot 28.12.2017) JokymeHT npepoctasneH KoHncynbtaHTtIaroc
"06 obpalueHnn nekapcTBeHHbIX cpeacTs"” lata coxpaHerus: 25.04.2018

CraTtbs 56. U3roToBrneHue 1 oTNyck fieKapCcTBEHHbIX NpenapaToB

1. M3roToBneHve IeKapCTBEeHHbIX MpenapaToB anTeyYHbiMKY OpraHM3auuaMu, BeTepUHApHLIMK anTeyYHbIMU
opraHusauMsiM1, UHOMBUAyanbHbIMKM  NpeanpUHUMAaTENsaMKM, UMEKLMMA  JIUUEH3UI0 Ha  (bapMaLeBTUYECKYyHo
OesATEeNbHOCTb, OCYLLIECTBMSETCA MO peuenTaM Ha IeKkapcTBeHHble npenapaTtbl, Mo TpebGoBaHUSAM MeOULMHCKMX
opraHusaumi, BeTepuHapHbIX OpraHv3auuii B COOTBETCTBUM C MpaBuiiaMy U3rOTOBMIEHWUS M OTMycka JNeKapCTBEHHbIX
npenapaTtoB, yTBepXAEHHbIMW YNONTHOMOYEHHbIM heieparnbHbiM OpraHOM UCMONHUTENbHOW BiaCcTUl.

2. lpun M3roToBrneHNN neKapCTBEHHbIX MpenapaTtoB anTeYHbIMU OpraHu3auusMu, BETEPUHAPHBLIMU anTeYHbIMN
opraHusauvamu, WHOMBMAYyanbHbIMWA - NPeanpuHMMaTensMy, UMEKLWMMM  JIMLEH3NI0 Ha  (apMaueBTUYECKYH
OesATenbHOCTb, UCMONb3yTCSA hapMaueBTudeckne cybcTaHuuK, BKMOYEHHbIE COOTBETCTBEHHO B rOCYAapCTBEHHbIN
peecTp NnekapCTBEHHbIX CPEACTB AN MeAULMHCKOro NPUMEHEHMUS U TOCy4apCTBEHHbIN PEECTP NeKapPCTBEHHbIX CPEACTB
Ons BeTepMHapHOro MNPUMEHEHWs B YCTaHOBNEHHOM nopsake. He pgonyckaetcsa UW3rotoBreHWe anTevHbiMU
opraHnsaumsiMy, BeTepUHapHbIMM anTeYHbIMU OpraHn3aumMsaMu, MHAMBUAYanbHbIMU NpeanpuHMMaTensaMm, UMeLWMMm
NMUEH3MI0 Ha dhapMaLEeBTUYECKYO OeATENbHOCTb, NeKapCTBEHHbIX NpenapaToB, 3aperncTpupoBaHHbIX B Poccunckomn
denepaumm.

3. MapKVIpOBKa NeKapCTBEHHbIX MnpenapaTtoB, M3roToBJIEHHbIX anTe4YHbIMW OpraHu3aumamMmun, BeTEepUHaAPHbIMU
anTevyHbIMN OpraHun3aumammn, nHgnenayanbHbIMK nNpeanpunHnmMmaTenaMmy, MMerwmnmMmn NMUEeH3No Ha (*)apMaLl,eBTVI‘-IeCKy}O
neAaATenbHOCTb, U OCbOpMJ'IeHMe Taknx npenapaTtoB OOJDKHblI COOTBETCTBOBATb MpaBuilaM, YyKas3aHHbIM B 4acTu 1
HacTosLLEN CTaTbW.

4. AnTeyHble OopraHusauunn, BeTepUuHapHble anTedyHble opraHu3auun, unHamBuayanbHble npeanpunHnMmartenu,
nMewwme nnuueH3n Ha (bapl\nau,eBTquCKyro 0eATesNIbHOCTb, HEeCyT OTBEeTCTBEHHOCTb 3a HecobntoaeHmne npasun
M3roToBJ1IEHNA N OTNYCKa NeKapCTBEeHHbIX npenapaTtoB B COOTBETCTBUU C 3aKOHOA4ATE1IbCTBOM Poccuiickonm CDeﬂ,epaLLI/II/l.

Crtatbsa 57. 3anpelweHue npogaxu anbCUPULNPOBAHHBLIX JEeKapCTBEHHbIX CPeACcTB, Hefao6pOoKauyeCTBEHHbIX JIeKapCTBEHHbIX
cpeAcTB, KOHTPa(aKTHbLIX FIeKAPCTBEHHbIX CPEACTB

Mpopaxa (anbCMULMPOBaHHLIX JIEKapCTBEHHbIX CPeAcTB, HegobpoKayeCTBEHHbIX NEKApCTBEHHbIX CPEeacTs,
KOHTpadaKTHbIX TEKapCTBEHHbIX CPeACTB 3anpeLLaeTcs.

CratbA 58. XpaHeHue nekapcTBeHHbIX CPeACTB

1. XpaHeHne neKapCTBEHHbIX CPEACTB OCYLLECTBNSETCA MNPOU3BOAMTENSMM JIEKAPCTBEHHbIX CPEeACTB,
OopraHnsaumMsiMym OMNTOBOW TOProOBMM NEKapCTBEHHbIMW CpeacTBamMu, anTeYHbIMU OpraHusaumnsMn, BeTEepUHapPHbIMU
anTeyHbIMU OpraHu3aunsaMn, HauBMAyanbHeIMY NpeanpuHUMaTensaIMu, UMEeLLMN NMULEH3UIO Ha (bapMaLleBTUYECKYIO
OEeATENbHOCTb UMW JIMLEH3UI0O HA MELMUUHCKYID OEesTEeNbHOCTb, MEOMUMHCKAMW OpraHu3auvsmun, BeTepuHapHbIMM
OpraHM3aumMsaMn U WMHbIMU OpraHM3auusMn, OCYLLECTBASIOWMMN OOpalleHne feKkapCTBEHHbIX CpeacTB. XpaHeHue
nekapCTBEHHbIX CPeaCTB ANS BETEPUHAPHOTO MPUMEHEHUS OpraHM3aunsiMi 1 MHANBUAYaNbHbIMU NpeanpvHuMaTensiMm
B CNy4yasx, €CNU OHW UCMONb3YKTCA WCKMIOYMTENBbHO NPU pasBefeHun, BbipaliMBaHUWN, COOEPXAHUM U NEeYEeHUM
XMBOTHbIX, MOXET OCYLLECTBNATLCS 6€3 NonyyeHns NuueH3un Ha bapMaLeBTUYECKYO AeSATENbHOCTb.

(B pea. PenepanbHoro 3akoHa ot 22.10.2014 N 313-93)

2. TpaBuna XpaHEHUs §eKapCTBEHHbIX CPEeACTB YTBEPXKOAlOTCH COOTBETCTBYIOLUMM  YMOFHOMOYEHHbLIM
denepanbHbIM OpraHoM UCMOMHUTENBHOW BMACTU.

3. XpaHeHMe HapKOTUYECKUX NeKapCTBEHHbIX CPEACTB, MCUXOTPOMHbLIX JEeKAapCTBEHHbLIX  CPeacTs,
paguodapMaleBTUYECKUX FIEKAPCTBEHHbIX CPeACTB  OCYLLIECTBISIETCA B COOTBETCTBUM C  3aKOHOOATENbCTBOM
Poccuiickon depepaumm.

CrtaTbs 58.1. npeAMeTHO-KOHMHeCTBeHHbIﬁ y4yeT nekapCTBeHHbIX cpeacTB Ansd MeguuuHCKOro npuMmeHeHus

(BBepeHa depepanbHbIM 3akoHOM OT 25.12.2012 N 262-93)

1. MepeyeHb neKapCTBEHHbIX cpeacTs ans MeANLMHCKOro NpPUMEHEHNS, nognexalumx
npeamMeTHO-KONIMYECTBEHHOMY y4yeTy, YTBEpXOaeTcs YMONHOMOYEHHbIM deaepanbHbiM OpraHoM  UCTONHUTENbHOM
BMacTu.

2. nOpﬂﬂ,OK BKINMOYEeHNA NeKapCTBEeHHbIX cpeacTB And MeaAUUUHCKOro npumMmeHeHusa B nepeyvyeHb JIeKapCTBEHHbIX
cpeagcte ana MeguuMHCKOro npuMeHeHua, noanexawux npegmMeTHO-KoONM4YeCTBeHHOMY Y4YeTy, YyCTaHaBIliMBaeTCA
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YNOMHOMOYEHHBIM cbefepanbHbIM OpraHoM WCMOMHWUTENbBHOW BRacTu MO COrnacoBaHuio ¢ dedeparnbHblM OpraHom
WCMOMNHUTESTbHOW BNAcTn, YNOSTHOMOYEHHbIM B cdhepe BHYTPEHHUX Aen.
(B pea. PegepanbHoro 3akoHa oT 03.07.2016 N 305-93)

3. MpeaMeTHO-KONMYECTBEHHBIA Yy4eT JIeKapCTBEHHbIX CPEeACTB AN MEOUUMHCKOrO NpUMEHEHMsT BeayT
NPON3BOAMTENMN NEKAPCTBEHHbIX CPeACTB, OpraHun3aLMM ONTOBOW TOProBMM NIEKAPCTBEHHLIMK CpeacTBaMu, anTeyHble
opraHusauum, uHaMBUAYyanbHble NpearnpuHUMaTenu, umetolme NULEH3N0 Ha dapMaueBTUYECKYIO AeATENbHOCTb UK
NALEH3NI0 Ha MeAMLMHCKY0 [esTenbHOCTb, W  MefMUMHCKME opraHusauum, ocyliecTBhsiowme obpalleHue
nekapCTBEHHbIX CpeacTB ANns MEAMLMHCKOro NpUMEHEHMWs, MyTeM perncrpauumn niobbix CBA3aHHbIX C UX obpalleHnem
onepaumii, Npu KOTOPbIX U3MEHSIETCS MX KOMMYECTBO U (MfM) COCTOSIHME, B ClieumanbHbIX XXypHanax yyeTa onepauui,
CBsi3aHHbIX C obpalleHMeM neKapCTBEHHbIX CPEeACTB ANs MEAULMHCKOrO NPUMEHeHWUs (ganee - crneuuanbHble
XypHansbl).

4. MpaBuna pernctpauun onepauuii, cBA3aHHbIX C 0BpalleHMeM NeKapCTBEHHbIX CPeACTB AN MeAMLMHCKOro
NPUMEHEHWs1, BKIIOYEHHbIX B MNepeyeHb NeKapCTBEHHbIX CPeAcTB AN MeOULMHCKOro MNpPUMEHEHWs, noanexalimx
NpeAMEeTHO-KONMYECTBEHHOMY Y4YeTy, B CheumanbHblX JXypHanax W npaBuna BeAeHUsl M XpaHeHus creumarnbHbIX
)KypHasioB YTBEPXKAATCSA YNOMHOMOYEHHBIM (heaeparibHbiM OpraHoOM UCMOSTHUTENBHOW BacTy.

5. KoHTponb 3a cobnogeHneM npaBun perncrpaumm onepauui, CBsi3aHHbIX C oOpalleHMeM neKkapCTBEHHbIX
CPeACTB ANt MEAULMHCKOrO MPUMEHEHUS, BKIOYMEHHbIX B MepeYeHb feKapCTBEHHbIX CpeacTB AN MeOULMHCKOro
NPYMEHEHWS, NOANEXALLMX NPegMeTHO-KONTMYECTBEHHOMY YYETY, B CNeumanbHbIX XXypHanax, a Takke 3a cobnogeHnem
npaBun BEAEHUS U XPaHEHUs crneumanbHbIX XXypHarnoB BO3raraeTcs Ha YMoNHOMO4YeHHble dedeparnbHble opraHbl
WCNOSTHUTENBHOM BMACTU U OpraHbl UCMOMHUTENbHOW BnactTu cybbektoB Poccunckon depepaumm, ocylecTensowme
nvueH3npoBaHue npou3BOACTBA fEeKapCTBEHHbIX CPeAcTB, dapMaueBTUYECKONn AeATeNnbHOCTM U MeAULMHCKOM
0eATenbHOCTU, U OCYLLEeCTBNSETCH B paMKaxX NMULLEH3UOHHOIO KOHTPOSS.

Mnaea 11. YHUMTOXEHUE JIEKAPCTBEHHbLIX CPEACTB

CrtaTtbs 59. OcHOBaHMA U nopsAAOK YHUUTOXEHUA NeKapCTBeHHbIX cpeacTB

1. HepobGpokayecTBeHHblE NEKAapCTBEHHbIE CPEACTBa, anbcnuLuMpoBaHHbIE NEKapCTBEHHbIE CPEeACTBa
nognexaTr M3bATMIO M3 OOpalleHMa W YHUUTOXEHMIO B rnopsiake, ycTaHoBneHHoMm [lpaButensctBoMm Poccuiickon
depepaumn. OcHoBaHMEM OIS YHUHTOXEHUSA NEeKapCTBEHHbIX CPEACTB ABNAETCH pelleHne Bragenbla nekapcTBeHHbIX
CpencTB, peLUeHWe COOTBETCTBYHOLLEro YMNOMHOMOYEHHOro eaepanbHOro opraHa WCMNOMHUTENBHOW BRactn wunm
peLueHve cyaa.

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

2. KoHTpachbakTHble nekapCTBEHHblE CpeAcTBa Nnoanexar U3bAaTuio U3 00paLLeHNss U YHUHYTOXEHUIO MO PELLEHMIO
cyna. [llopsagok YHUYTOXEHMSI KOHTPadakTHbIX JIEKAapCTBEHHbIX CPeAcTB ycTaHaBnuBaeTcsi [1paBUTENbCTBOM
Poccuickon degepaumm.

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

3. Pacxogpl, cBsi3aHHble C YHUYTOXEHNEM KOHTpa(baKTHbIX NNIeKapCTBEHHbIX CpeacCTB, He,El,O6p0Ka‘-IeCTBeHHbIX
JIeKapCTBEHHbIX CPeacCTB, (*)aﬂbCI/Id)VILI,VIPOBaHHbIX NNIeKapCTBEHHbIX CpeacTB, BO3MELLA0TCA UX BllagesibLueM.

4. BnagenelL nekapcTBEHHbIX CPEACTB [AOMMKEeH npeAcTaBUTb B YNOMHOMOYEHHbIN (edepanbHbil  opraH
NCMNOMHUTENBHOW BriacTU JOKYMEHT UMW 3aBEPEHHY0 B YCTaHOBMEHHOM MOPSiAKe ero Konui, NoATBepXaatoLwme dakt
YHULTOXEHUS NTeKapCTBEHHbIX CPEACTB.

5. CooTBeTCTBYIOLLMI YNOSTHOMOYEHHBIV dheaeparbHbii OpraH UCNOSTHUTENBHOW BNACTU, MPUHSABLUNIA pelleHne 06
YHUYTOXEHUN NeKapCTBEHHbIX CPpeACTB, OCYLLEeCTBNAET KOHTPOJ1b 3a UX YHUHTOXEHUNEM.

6. YHWYTOXEHWe neKapCTBEHHbLIX CpeacTB MPOU3BOAUTCS OpraHM3aunsiMiM, UMEKLMMU COOTBETCTBYHOLLYHO
NYLEH3MI0, Ha crneuunanbHO 00opyaoBaHHbIX NioLwagKax, NosIMroHax U B cneumanbHO 060pyaoBaHHbIX MOMELLEHMSX C
cobntogeHnem TpeboBaHu B 06MacTM OXpaHbl OKpyXalwen cpegbl B COOTBETCTBUM C  3aKOHOOATENbCTBOM
Poccuiickon ®epepaumu.

7. HapKOTI/I‘-IeCKI/Ie JNIeKapCTBEHHbIE cpenctea, NCNXOTPOMHbIE leKapCTBEHHbIE cpencrtea,
pap,mocbapmaueBqueCKme NekapCTBeHHble CpenctBa YHUYTOXAKTCA B COOTBETCTBUM C 3aKOHOOATESIbCTBOM

KoHcynbTanTlNKoC

www.consultant.ru Crpanuua 74 u3 87
HaeXHas npaBoBas noaaepXxkKa



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

®epnepanbHbivt 3akoH 0T 12.04.2010 N 61-03
(pea. ot 28.12.2017) JokymeHT npepoctasneH KoHncynbtaHTtIaroc
"06 obpalueHnn nekapcTBeHHbIX cpeacTs"” lata coxpaHerus: 25.04.2018

Poccuiickon depepaumm.

FnaBsa 12. TOCYOAPCTBEHHOE PEIYNIMPOBAHMUE LEH
HA NEKAPCTBEHHbBIE NPENAPATbI ANA MEOUMLUMHCKOIO NPMMEHEHUA

CrtaTbs 60. I'ocy.qapCTBeHHoe perynunpoBaHue LieH Ha NeKapCcTBeHHble npenapaTtbl AnAd MeguLuuHCKOro npuMeHeHus

[ocydapCTBEHHOE perynMpoBaHvWe LeH Ha rMeKkapCcTBeHHble npenapatbl AN MeAWULMHCKOTO MPUMEHEHUs
OCYLLECTBNSAETCSA NOCPeACTBOM:

1) yTBepxaeHus [MpasutenbctBom Poccuiickon degepauum nepeydHst XM3HEHHO HEOOXOAMMBIX U BaXKHEWMLLNX
neKapCTBEHHbIX NpenapaToB, KOTOpPbI CHOPMUPOBaAH B YCTAHOBSIEHHOM UM MOPSiAKE HA OCHOBE KOMMSIEKCHOW OLEHKU
nekapcTBeHHbIX MpenapaToB, BKMYas aHanua cBedeHWA O CPaBHUTENbHOW KNUHWYECKOW OMEKTUBHOCTN W
©e30nacHOCTU NeKapCTBEHHOrNO CPEACTBa, OLEHKY 3KOHOMUYECKMX MNOCMEeACTBUMMA MPUMEHEHUSA NeKapCTBEHHOro
CpeacTBa M U3yyeHne AOoMNOMHUTENbHbBIX MOCNEACTBUA MPUMEHEHUS NEKapCTBEHHOrO CPeACcTBa;

(n. 1 B pea. ®egepanbHoro 3akoHa o1 22.12.2014 N 429-03)

2) yTBEPXOAEHMS METOOMKM YCTaHOBIIEHUSA MNPOU3BOAMTENSAMM JIEKAPCTBEHHbIX MpenapaTtoB npeaerbHbIX
OTNYCKHbIX LEH Ha JleKapCTBEHHblE Mpenapatbl, BKYEHHbIE B NEPEeYeHb XMU3HEHHO HEOOXOAMMBIX U BaXKHEMLLMX
NeKapCTBEHHbIX NpenapaToB, a Takke BHeAPEHUSI MEXaHU3MOB (hopMMPOBaHUSA cUCTEMbI peddEPEHTHbLIX LIEH;

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) rocygapCTBEeHHONM permctpaumm yCTaHOBNEHHbIX NPOU3BOAUTENSMUN NeKapCTBEHHbLIX NpenapaToB npeaernbHbIX
OTMYCKHbIX LIEH Ha NeKapCTBEHHble MpenapaTbl, BKOYEHHblIE B NepeyeHb XXM3HEHHO HEeoOXOAMMbLIX U BayKHEWLIUX
nekapCTBEHHbIX NpenapaTos.;

4) BedeHVs TOCYAapCTBEHHOro peecTpa npedenibHbIX OTMYCKHbIX LEeH MPOU3BOAUTENEN Ha IeKapCTBEHHbIe
npenaparbl, BKMOYEHHbIE B NepeyeHb XU3HEHHO HeOBXOoOANMbIX U BaXXHEMLUMX NEKapCTBEHHbLIX NpenapaTos;

5) yTBEpXOEHWsT METOAMKM YCTaHOBIMEHUS OpraHamu MWCMONHUTENBHOM BracTu cybbektoB Poccuickom
depnepaumm npegenbHbIX pasMepoB ONTOBbIX HAA0ABOK M NpeaeNbHbIX pasMepoB PO3HUYHbBIX HaAbaBOK K hakTU4eCcKuM
OTMNYCKHbIM LieHaM, YCTaHOBJIEHHbIM MPOU3BOANTENSIMU NIEKAPCTBEHHbIX NPenapaToB, Ha NleKapCTBEHHbIE MpenapaTbl,
BKIMOYEHHbIE B NEPEYEHb XXM3HEHHO HEOOXOANMBIX N BaXXHENLUNX NNEKAPCTBEHHbIX NpenapaTos;

6) YCTaHOBJIEHUA NpedesibHbIX pa3dmMepoB OMNTOBbIX HanbaBoOK © npenenbHbIX pa3MepoB PO3HUYHbLIX HagbaBoK K
(*)aKTVIHeCKVIM OTMYCKHbIM LeHaM, YCTaHOBJ1I€HHbIM NMPOn3BOANTENAMU NNEKAPCTBEHHbLIX NpenapaToB, Ha JIeKapCTBEHHbIE
npenapartbl, BKINOYeHHbIE B NepeYveHb XXU3HEHHO HeobX04MMbIX Y BaXKHENLLIMX J1eKapCTBEHHbIX NMpenapaTtos;

7) yTBEpXOEeHUs nopsigka Bblgavu NPeanvMcaHuii opraHam UCMOMHUTENBbHOW BNactu cyObekToB Poccuiickom
depepaumm o NpMBEAEHUN B COOTBETCTBME C 3akOHOAAaTeNbCTBOM Poccuiickon ®enepauun pelieHun ob yctaHoBNEHUN
npegernbHbIX pa3mMepoB ONTOBbLIX HAA0ABOK U NpeferibHbIX Pa3MepoB PO3HUYHbIX HaAOaBOK K (haKTUYECKUM OTMYCKHbIM
LeHaM, YCTaHOBMEHHbIM MPOU3BOAUTENSAMU JIEKAapCTBEHHbIX MpenapaToB, Ha JIeKapCTBEHHble npenaparbl,
BKIMIOYEHHbIE B MEepeYeHb XU3HEHHO HEOOXOAMMBIX U BaKHEWMLLMX NIEKAPCTBEHHbIX NpenapaToB, €Crv OHWU MPUHSATLI C
HapyLlleHMeM 3akoHogaTenbcTBa Poccunckon denepauun, B nopsgke, ycraHoneHHom [MpaButensctBoM Poccuiickon
degepaumnu;

8) HanpaBneHus yNonMHOMOYEHHbIM doeaeparnbHbiM OpraHOM MCMOSTHUTENbHOW BNAaCTU OpraHam UCMNOSTHUTENbHON
Bnactu cybobektoB Poccunckon depepauum npegnucaHMnm O NpMBEAEHMM B COOTBETCTBME C 3aKOHOAATENbCTBOM
Poccuiickon ®depepaumm NpUHATBIX C  HapylleHneMm 3akoHodaTtenbctBa Poccuiickon Pepepaumm peweHun o6
YyCTaHOBMEHUN NpeAenbHbIX pasMepoB ONTOBbIX HAAbaBOK U NpeAenbHLIX pasMepoB PO3HUYHBLIX HAa40aBOK K LieHaM Ha
nekapcTBeHHble npenapaTthl, BKMOYEHHble B MNEepeyYeHb >XM3HEHHO HEeoOXOAMMbIX W BaXXHEMWLUMX NeKapCTBEHHbIX
npenapaTos;

9) ocywecTBnenns egepansHOro rocygapCTBeHHOro Hag3opa B cdepe obpalleHus nekapCTBEeHHbIX CPEACTB U
pervoHanbHOro rocygapCTBEHHOINO KOHTPOMS 3a MPUMEHEHMEM LieH Ha fleKapCTBEHHble MnpenapaTtbl COOTBETCTBEHHO
YNOMHOMOYEHHbIMY  ¢heiepanbHbIMU  OpraHamy  UCMOSNHUTENbHON BNacT M oOpraHaMu WCMOMHWUTENbHOW BRacTu
cybbekToB Poccuiickoin Pepepaumm cormacHo MX KOMMETEHUMM B Mopsigke, YCTaHOBNEHHOM [paBuMTenbCTBOM
Poccuiickon ®epepauuu;

(n. 9 B pea. ®egepanbHoro 3akoHa o1 25.06.2012 N 93-93)
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10) npumeHeHns NpedyCMOTPEHHbIX 3akoHoaaTenbcTBOM Poccuiickon depepauum mMep OTBETCTBEHHOCTM 3a
HapyLleHWe nopsaka LLeHoobpa3oBaHUS Ha XXM3HEHHO HEOOXOAUMbIE N BaXKHENLLME NekapCTBEHHbIE NpenaparThbl.

Crtatbsa 61. FocyaapcTBeHHasi peruMcTpauusi ycTaHaBNMBaeMblX MNPOU3BOAUTENSIMM JNeKapCTBEHHbIX MpenapaTtoB npegesibHbIX
OTMYCKHbIX LEeH Ha fleKapCTBeHHble NnpenapaTbl, BKMIOYEHHble B MepevyeHb XXM3HEHHO Heo6GXOAUMbLIX M BaXHEMWMWX NeKapCTBEHHbIX
npenapaToB

(B pen. PepepanbHoro 3akoHa ot 08.03.2015 N 34-03)

1. YcTaHaBnuBaemble NPOU3BOOUTENSMMU FNEKAPCTBEHHbIX MNPenapaTtoB MpefesfibHble OTNYCKHble LeHbl Ha
nekapCTBEHHbIE MNpenapatbl, BKMHOYEHHbIE B MNEpeYeHb XM3HEHHO HEOOXOAMMBIX W BaXKHEWLUMX FeKapCTBEHHbIX
npenapaTtoB, MoAnexaT rocyfapCTBEHHOW peructpaumMm B Mopsifke, yCTaHoOBMNeHHOM [lpaBuTenscTBOM Poccuiickom
denepaumm.

(vactb 1 B pen. PepepanbHoro 3akoHa ot 08.03.2015 N 34-03)

2. Ha ocHoBaHMM nogaHHoro o 1 OKTAbpsi kaxgoro roga 3asiBfieHUMsl MpPOU3BOOUTENS JEKapCTBEHHbIX
npenapaToB, BKIMHOYEHHbIX B MEepeyYeHb XW3HEHHO HEOOXOOUMbBIX W BaXKHEMLIMX JIEeKapCTBEHHLIX MNpenapartos,
3aperucTpupoBaHHasa npefenbHas OTMyCKHas LieHa Ha NeKapCTBEHHbIA npenapaT MOXeT ObiTb nepepernctpypoBaHa
OVIH pa3 B KaneHgapHOM rogy B nopsiake, ycraHosneHHom lNpaButenbctBoM Poccunckon ®egepaumn.

(vacTb 2 B pen. PepepanbHoro 3akoHa ot 08.03.2015 N 34-03)

2.1 -2.2. Ytpatnnu cuny ¢ 1 niona 2015 roga. - ®egepanbHblvi 3akoH oT 08.03.2015 N 34-03.

3. Pac4yeT npegenbHbIX OTAYCKHbIX LEH, YKa3aHHbIX B YacTsax 1 1 2 HacToswen ctaTbl, NPy UX rocyaapCTBEHHOW
pervcTpaumm unu nepeperncTpaumm oCyLEeCcTBNAETCS B COOTBETCTBUM C METOAUKON, yTBEepXAeHHON [paBuTenscTBOM
Poccuiickon ®egepaunn 1 yunTbiBatoLLEN, B YACTHOCTHU:

1) cobniogeHne GanaHca MHTEPECOB NOTpebuTenen NeKkapCTBEHHbIX NPenapaToB, BKMOYEHHLIX B MNepeYeHb
KXN3HEHHO HeO6XOJJ,I/IMI:IX U BaXXHENLLINX NeKapCTBEHHbIX NnpenapaTtos, U I'IpOI/I3BO,D,I/ITeJ'IeIZ NNeKapCTBEHHbIX NnpenapaTtos,
BKITIOYEHHbIX B NepeYvyeHb XXU3HEeHHO H606XO,IJ,I/IMI:IX M BaXXHEMLLINX JleKapCTBEeHHbIX NnpenapaTos;

2) dhakTu4ecKkylo OTMYCKHYK LEeHy Ha NnekapcTBeHHble npenapatbl B Poccuickon ®depepauunn, ueHy BBO3a
neKkapcTBeHHbIX npenapaTtoB B Poccuiickyto Pegepaumio, a Takke LeHbl HAa aHanorMyHble nekapcTBeHHble npenaparhbl,
HaxogsAwmecs B obpalleHnn B Poccuiickon degepaumy;

3) saTpaTbl NMpPoOM3BOAMTENS NEeKapCTBEHHOro npenaparta Ha MNPOM3BOACTBO W peanv3aumio NekapcTBEHHOro
npenapara;

4) ueHy Ha nekapCTBEHHbIA MnpenapaT WHOCTPaHHOrO MPOM3BOACTBA, €ro LeHy B CTpaHe Npou3BOAMTENS U B
CTpaHax, B KOTOpPbIX NpenapaT 3aperucTpMpoBaH u (Unu) B KOTOPbIE NOCTaBASIETCS UHOCTPAHHBIM NMPOU3BOAUTENEM.
(vacTb 3 B pea. PenepanbHoro 3akoHa ot 08.03.2015 N 34-03)

4. He ponyckatoTca peanusaums U OTMYCK feKapCTBEHHbLIX MnpernapaToB, BKIHOYEHHbIX B NepeyeHb XU3HEHHO
HGOﬁXO,EI,I/IMbIX U BaXXKHENLLNX JleKapCTBEHHbIX nNpenapaTtoB, Ha KOTOPbIe NPoOU3BOAUTENAMU NEKAPCTBEHHbIX NpenapaTtoB
He 3aperucTpMpoBaHa npegenbHas OTMYCKHAs LUeHa, peanu3aumsi U OTMNyCK NPOM3BOAMTENSAMU JEKapCTBEHHbIX
npenapatoB MO LUeHaM, MPeBbIlALWMM 3aperMcTpMpoBaHHble MNpedenbHble OTMYCKHble LEeHbl Ha rekapCTBEHHbIe
npenapaTbl.

(yactb 4 BBegeHa PepepanbHbiM 3akoHOM oT 08.03.2015 N 34-93; B pen. PeaepanbHoro 3akoHa ot 03.07.2016 N
350-93)

5. OcobeHHOCTU rocyJapCTBEHHOIO PErynMpoBaHus npegesbHbIX OTMYCKHbIX LIEH HA NIEKAapCTBEHHbIE Npenaparbl,
BKIMIOYEHHbIE B MEPEYEHb KU3HEHHO HEOOXOOUMLIX U BaXKHEWLUMX JeKapCTBEHHbIX MpenapaTtoB, B 3aBUCUMOCTU OT
3KOHOMMYECKUX W (MNKn) coumanbHbIX KpUTEpUeEB (M3MEHEHWe YCNOBWIA, Mopsidka M CTOMMOCTM MNpPOM3BOACTBA
nekapCTBEHHbIX NpenapaToB, UCMOMb30BaHWe HOBbLIX (POPM, METOAOB U CNOCOOOB rocyAapCTBEHHOMO perynmpoBaHus
LieH Ha NnekapcTBEHHbIE NpenapaTbl, B TOM YMCIe Ha OCHOBE MeXaHn3Ma pedepeHTHOro LieHoobpa3oBaHusi, U3BMEHEHUIA
nopsigka okasaHusi MegULUMHCKOM MOMOLUM, U MHblE U3MEHEeHWs) ycTaHaenusatoTcs [MpaBuTenbCcTBoM Poccuiickoi
degepaumm.

(yacTb 5 BBegeHa deaepanbHbiv 3akoHoM oT 08.03.2015 N 34-93)

Cratbs 62. locyaapcTBEHHbIN peecTp npeaenbHbIX OTAYCKHbIX LleH Npou3BoauTenein Ha nekapcTBeHHbIe Npenaparbl, BKIHOYEHHbIe
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®epnepanbHbivt 3akoH 0T 12.04.2010 N 61-03
(pea. ot 28.12.2017) [okyMeHT npegocTaBneH KoHcynbTaHTIAOC

"O6 obpalleHnn nekapcTBeHHbIX cpeacTs” Hata coxpaHenus: 25.04.2018

B nepevyeHb XXU3HEHHO Heo6X0AUMbIX U BaXKHEWULLNX JNleKapCTBEeHHbIX npenapaToB

1. 3apeFVICTpI/IpOBaHHbIe npegeribHble OTMYCKHble UeHbl Ha IeKapCTBeHHble npenapatbl, BKIOYEHHble B
nepeyvyeHb XW3HEHHO HeobXoOUMbIX U  BaXKHEMLINX NNIeKapCTBEHHbIX nNpenapaTtoB, MnoanexaTt BKIKYEeHUI0 B
Focyﬂ,apCTBeHHbIﬁ peecTp npeaesibHbiX OTNYCKHbIX LEH l'lpOI/|3BO/J,I/ITeJ'IeIZ Ha NnekapcTBeHHble npenapartbl, BKIMKOYEHHbIE
B nepe4yeHb Xn3HeHHO HeobXoaMMbIX U BaXKHEWLLIMX JIeKapCTBEHHbIX npenaparTtos.

2. locynapCTBeHHbIV peecTp npegenbHbiX OTMYCKHbIX LeH Mpou3BOAMTENen Ha fnekapCTBeHHble npenaparhbl,
BKIIOYEHHbIE B NepeyveHb XM3HEHHO HEeODXOAUMbIX W BaXKHEWLMX NeKapCTBEHHbIX npenapatoB, coaepXut B cebe
crnegyoLLyto nHgopmaumio:

1) HaumeHoBaHWe gepxaTtensa unu Bnagenbua perncTpaunmoHHOro yaoCTOBEPEHMS NEeKapCTBEHHOIO npenapara,
HanMeHoBaHMe NPOW3BOAUTENS NEKAapPCTBEHHOro npenapara, CBeAeHMs O peructpauuun gepxarens vwnv Bnagenbua
perncTpaumoHHOro yaooOCTOBEPEHUS TNEKapCTBEHHOro npenapaTta, CBedeHuMs O  perucTpauum nNpous3BOAUTENS
nekapcTBEHHOro npenapara Anst MeANUMHCKOro NpUMEeHeHNsl B Ka4ecTBe HaroronnaTenbliMka B CTpaHe perncrpauum
(ANs pOCCUMICKUX HOPUANYECKUX NUL - MOEHTUUKALMOHHBLIN HOMep Hanoronnatenswymka (MHH), ans MHoCTpaHHbIX
OPUONYECKMX NNL, - CTpaHa perucTpauuu, HaMMeHOBaHUEe PErncTpUpyroLLero opraHa, permcTpaunoHHbI HOMEpP, Kopg
HanoronnartenblUuKa B CTPaHe perncTpaumm (MHKOpnopawmmn) unmn ero aHanor), MecTo HaxoX4eHns NPOM3BOACTBEHHbIX
nnowanoK, yyacTBylLWMX B Npouecce NpPoOu3BOACTBa leKapCTBEHHOro npenapara, C ykasaHuem cTaguu npoiecca
NpPou3BoACTBa;

(n. 1 B pea. ®enepanbHoro 3akoHa o1 28.12.2017 N 425-03)

2) HauMeHoBaHMe NeKapCTBEHHOro npenapara (MexayHapodHOe HenaTeHTOBaHHOEe, UiW rPYyNnNMpPOBOYHOE, UK
XUMUYECKOE 1M TOProBOE HaMMEHOBaHUS);
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) HOMep perncTpaLyoHHOrO YAOCTOBEPEHS NIeKapCTBEHHOIO Npenapara;

4) nekapcTBeHHas hopMa C yka3aHMeM LO3UPOBKM NIEKAPCTBEHHOIO Npenaparta U ero Konm4yectTea BO BTOPUYHOM
(noTpebuTenbckoi) ynakoBke, a Takke KOMNNEKTHOCTb;
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

5) 3apeructpupoBaHHas npeaensHas OTNyckHas LeHa B pybnsx;

6) pata M HOMep nMpuKasa YNOMHOMOYEHHOro dbefepanbHOro opraHa MWCMOSIHUTENbHOW BRactm o
rocygapCTBeHHOW perncrpaumm, nepeperncrpaumm npegensHoMm OTMYCKHOM LeHbl Ha FfeKapCTBEHHbIM npenapar,
BKIMHOYEHHbIN B nepeyvyeHb XXN3HEeHHO HeO6XOp,I/IMI:IX N BaXKHEWLLINX JNIeKapCTBEHHbIX NpenapaTtos;

(n. 6 B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

7) WTPUXOBON KOZ, HAHECEHHbIN Ha BTOPUYHYHO (MOTPEBUTENBLCKYI0) YNaKkoBKY fleKapCTBEHHOIO NpenapaTa;
(n. 7 BBeaeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

8) koo  nekapCTBEHHOro  npenapata MO  aHaATOMO-TepaneBTUYECKO-XMMUYECKOW  Kraccudpmkauuum,
pekomMmeHaoBaHHOW BcemMupHon opraHmMsaumein 3agpaBooXpaHeHUs.
(n. 8 BBeaeH degepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

3. rOCy,EI,apCTBeHHaﬂ perncTpauma npeneribHbiX OTNYCKHbIX LeH Ha NeKapCTBEeHHble npenapaTtbl, BKNK4YEeHHbIE B
nepeyveHb XM3HEHHO HEODOXOAMMBIX U BaXKHEMLUMX NEKAPCTBEHHLIX NpenapaToB, BeAeHWe rocyaapCTBEHHOIO peecTpa
npefernbHbIX OTMYCKHbIX LEH NMPOW3BOAUTENEN Ha NeKapCTBEHHble MpenapaTtbl, BKIOYEHHbIE B MEPEYEHb XU3HEHHO
HEOOXOOMMbIX W BaXXHEWLUMX JIEKApCTBEHHbIX MNpEnapaTtoB, OCYLWECTBASATCA B MOPSAKe, YCTAHOBIIEHHOM
MpaButenbcTBoM Poccuickon Gegepaumn.

CtaTbsl 63. YcTaHOBnNeHuWe opraHamMuM WUCNONHUTENbHOW BrnacTM cy6bekToB Poccuiickoin depepaunm npepenbHbIX pasMepoB
onTOBbIX Haa6aBOK M mnpedenbHbIX pPasMepPOB PO3HUYHBLIX HaAa6aBoOK K (PAaKTUYECKUM OTMYCKHbIM LEeHaM, YCTaHOBIEHHbLIM
Npou3BoANTENSIMM NeKapCTBEHHbIX NPenapaToB, Ha fleKapcTBEeHHbIe npenapaTtbl AN MeAULUHCKOro NPUMeHeHUst

1. OpraHbl MCMoONHUTENBHOW BnacTn cyobekToB Poccuickon degepaumm yctaHaBnmBatoT npegesbHble pasMmepsi
ONTOBbIX Ha,qﬁaBOK 1 npenenbHble pasMepbl PO3HUYHbIX Hap,6a30|< K Q)aKTVNeCKI/IM OTMYCKHbIM LeHaM, YCTaHOBJ1I€HHbIM
npon3BoanTENAMMN NEKapCTBEHHbIX NpenapaTtoB, Ha JieKapCTBEHHbIe npenapaTtbl, BKIMO4YeHHble B NepeyYeHb XXU3HEeHHO
HEOOXOAMMbIX W BaXXHEMWMX JEKApPCTBEHHbLIX MNpenapaTtoB, B COOTBETCTBUM C YTBEPXKOAEHHOW B MNoOpsifke,
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"06 obpalueHnn nekapcTBeHHbIX cpeacTs"” lata coxpaHerus: 25.04.2018

ycTaHoBneHHoM [lpaButenscTBoM Poccuitickon denepaunn, MeTOAUKOMW YCTAHOBMEHUS opraHaMyn WUCMNONHUTENbHON
Bnactu cybbektoB Poccuiickon Pepepaumm npepenbHbIX pa3MepoB OMNTOBbIX HA40aBOK M NpeAenbHbIX pa3mMepoB
PO3HMYHbIX HaabaBoOK K aKTUYECKMM OTMYCKHbIM LEeHaM, YCTaHOBJIEHHbIM MPOU3BOAUTENSIMUA JEKAPCTBEHHbIX
npenapaToB, Ha JNEKapCTBEHHble Mpenapatbl, BKMOYEHHbIE B MepeyvYeHb >KU3HEHHO HEOOXOAMMBIX W BaXKHEWLLUX
nekapcTBeHHbIX npenapaToB. [1poekTbl peLleHu OopraHoB WCMOMHUTENbHOMW BRactn cybbektoB Poccunckon
depepaumm 06 ycTaHOBNEHMUMN U (UNN) M3MEHEHUN NpeaesbHbIX pa3MepoB ONTOBLIX HAAOABOK M NpeAenbHLIX pa3vepoB
PO3HUYHbIX HaO0aBOK K (QAKTUYECKUM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM MNPOU3BOAUTENSAMU JIEKAPCTBEHHbIX
npenapaToB, Ha JNEeKapCTBEHHble Mpenapatbl, BK/OYEHHbIE B MepeyvYeHb >KU3HEHHO HEOOXOAMMBIX W BaXKHEWMLLNX
NEeKapCTBEHHbIX MNpenapaTtoB, MOASMeXaT COornacoBaHuio ¢ deaepanbHbIM  OpPraHoM WCMOJTHUTENbHOW  BnacTy,
YMNOSTHOMOYEHHBbIM  OCYLLECTBIATL MPaBOBOE perynvpoBaHne B cdepe rocyaapCTBEHHOIO pPerynmpoBaHus LeH
(TapudoB) Ha ToBapsbl (ycrnyru), B nopsgke, yctaHoBneHHom lMpasutensctBom Poccuiickon ®egepauun.

(B pea. PenepanbHoro 3akoHa ot 13.07.2015 N 241-93)

2. OpraHusaumm ONTOBOW TOProBNW WU (MnM) anTeuvHble OpraHuMsauuu, WMHAMBUAYanbHble NPearnpuHUMaTEniu,
umetwme nuueH3ulo Ha dapmMaueBTUYeCcKyl0 AesTeNnbHOCTb, OCYLLECTBASKT peanusauuto  NeKapCTBEHHbIX
npenapartoB, BKIMOYEHHbIX B NepevyeHb XU3HEeHHO H606XO,IJ,I/IMI:IX M BaXKHEMLLUX NeKkapCTBEeHHbIX npenapaToB, No LueHaMm,
YPOBEHb KOTOPbIX HE MpeBbilaeT cymmMy aKTU4eCKOM OTMYCKHOW LEeHbl, YCTAHOBMIEHHOW MpPOWU3BOAUTENEM
neKapCTBEHHbIX NPenapaTtoB M He NpeBbillatoLell 3aperMcTpupoBaHHOM NpeaenibHOM OTNYCKHOW LEeHbl, U pasMep
ONTOBOW HagbaBku U (MnKW) pasmep PO3HUYHOW HagbaBkW, He MpPEBbILLAOLWMNE COOTBETCTBEHHO pasMepa NpeaerbHOw
ONTOBOM HagbaBkM U (MNM) pasmepa npeneribHOM PO3HUYHOM HaabaBKkKM, YCTAHOBMNEHHBLIX B CyObekTe Poccuimckon
depepauymun.

3. OpraHbl ucnonHuTenbHOM BriacTu cybbekToB Poccuiickon ®enepauumn pasmellatroT B ceTn "VIHTepHeT" nnu
onybnnKoBbIBaOT MHAOPMAaLMIO O 3aperMcTpMpoBaHHON NpeaernibHON OTMYCKHOWM LieHe Ha NeKapCTBEHHbIE Nnpenaparhbl,
BKITHOYEHHbIE B MepeYvYeHb XMU3HEHHO HEOOXOAMMBIX M BaXKHEMNLUMX FNEKapCTBEHHbIX NpenapaToB, 06 yCTAHOBMEHHbIX B
cybwekTe Poccuiickon ®egepauun pasmepe npeaenbHON ONTOBOW HaabaBku 1 (Unu) pasmepe npeaenbHONn PO3HUYHON
HagbaBkM K YCTaHOBMEHHbIM MPOU3BOAUTENAMW NEKapPCTBEHHbIX MpenapaTtoB (hakTUY4EeCKMM OTMYCKHbIM LieHaMm Ha
nekapcTBeHHble npenapaTbl, BKIOYEHHble B MepeyYeHb XXM3HEHHO HEeoOXOOUMbIX W BaXXHEWLIMX FeKapCTBEHHbIX
npenapaTtoB, U 006 yka3aHHOW B 4acTu 2 HaCTOsILLEN cTaTbuM cymMme. MHdopmMauus, npenyCMOTpeHHasi HacTosiLewn
YacTbio, JOIMKHA pa3MeLLaTbCs Takke B anTeYHbIX OpraHM3aunsix B OCTYMHOW AN CBEAEHUSA BCEX 3aMHTEPECOBaHHbIX
nuy, popme 1 0OHOBNATLCS NO Mepe ee onybnnKoBaHuS.

4. MNpuHatble ¢ HapyLleHneM 3akoHoaaTenbcTBa Poccuiickon depepaumm pelleHus opraHoB UCMNONTHUTENBHOM
Bnactu cybwekta Poccuiickon ®egepauum 06 ycTaHOBNEHUN NpeaenbHbIX pa3MepoB ONTOBbIX HaA0aBOK U NpeaenbHbIX
pasMepoB PO3HUYHbIX HaAbaBOK K 3aperncTpupoBaHHbIM MNpedernbHbIM OTMYCKHbIM LieHaM Ha feKapCTBEHHble
npenapaTbl, BKIIOYEHHbIE B NEPEYEHb XXU3HEHHO HEOOXOAMMBIX U BaXKHEMLUMX NIEKAaPCTBEHHbIX NpenapaTtos, nognexar
OTMeHe B cyaebHOM nopsigke.

Fnasa 13. MOHUTOPUHI 9®PEKTUBHOCTU U BE3OMNACHOCTHU
NEKAPCTBEHHbIX NPEMNAPATOB, HAXOASALLUXCA B OBPALLEHUA
B POCCMNCKOU ®EOEPALINN

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

CratbA 64. ®apmakoHagsop

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

1. JlekapcTBeHHbIE NpenapaThbl, Haxoaswumecs B obpalleHnn B Poccuiickon egepaumm, nognexar MOHUTOPUHTY
apdekTMBHOCTM M Be3onacHOCTM B LENAX BbISABAEHUS BO3MOXHbLIX HEraTMBHbIX MOCAEACTBUA WX NPUMEHEHWS,
WHOMBMAYANbHOMW HENEepeHOCUMOCTM, MpeaynpexaeHns MeauumMHCKUX paboTHMKOB, BEeTepMHAapHbIX CNeLManuncTos,
naumMeHToB NNy BNagenbLeB XXMBOTHLIX U UX 3alMTbl OT MPUMEHEHUSA TaKMUX NEeKapCTBEHHbLIX NpenapaTos.

2. ®apmakoHag3op  OCYLLECTBMASeTCA  COOTBETCTBYHLUMM  YNOMHOMOYEHHbIM  bedepanbHbiM — OpraHoMm
WCMNOMHUTENBHOW BRacTu B YCTAHOBMEHHOM WM Mnopsigke nyTeM aHanusa npegocrasnseMon cybbektamu obpalleHus
neKkapCTBEHHbIX CpeAcTB  MHMopMauum o nobouHbIX  OEWCTBUSAX, HEeXenaTemnbHbIX peakuusiX, Cepbe3HbIX
HexxenartenbHbIX peakuusx, HenpeaBUAEHHbIX HeXenaTesbHbIX peakuusx Mpu  NPUMEHEHWM NeKapCTBEHHbIX
npenapartoB, 06 MHAMBMAOYaNbHON HENepeHOCUMOCTW, OTCYTCTBUM I(PEKTMBHOCTW FEKApCTBEHHbIX MpenapaTtos, a
Takke 06 MHbIX hakTax 1 06CTOATENLCTBAX, NPEACTABNALMX YIPO3Y XN3HN UMW 340POBbLIO YerioBeka nNmbo XMBOTHOIO
Npu MNPUMEHEHWM IEeKapCTBEHHbIX MNPenapaTtoB M BbISBMAEHHbIX Ha BCeX dTanax obpalleHnss neKapCTBEHHbIX
npenapatoB B Poccuiickon ®eagepaunv n gpyrnx rocygapcraax.
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3. CybbekTbl 06palleHns NekapCTBEHHbIX CPeACTB B MOPSAKE, YCTAHOBIEHHOM YNONTHOMOYEHHbLIM dheaeparnbHbIM
OpraHoM MCMOMHUTENBHOM BNacTu, 06s3aHbl cooblwaTte B YNONMHOMOYEHHbIM dheaepanbHbil OpraH MCNONMHUTENBHON
BNacTu 0 NOBOYHbIX AENCTBUSX, HEXENaTenbHbIX peakumsaX, Cepbe3HbIX HeXenaTenbHbIX peakuusax, HenpeaBuaeHHbIX
HexxenaTtenbHbIX peakumsax Npyv NpUMEHEHUV fneKkapCTBEHHbIX npenapaTtoB, 06 MHAMBMAOYyarnbHON HENepeHOCMMOCTH,
OTCyTCTBUM 3(PEKTMBHOCTM NEKApCTBEHHbIX MNpenapaToB, a Tawke 00 WHbIX aktax M 0bCToATenbCTBaXx,
NpeacTaBnsaoWmMX Yrpo3y >XU3HU MNU 300POBLI0 YernoBeka fMGO >KMBOTHOTO MPU MPUMEHEHUW NeKapCTBEHHbIX
npenapaToB W BbISABMEHHbIX Ha BCeX 3aTanax obpalleHns nekapcTBeHHbIX npenapaTtoB B Poccuiickon ®degepauun u
Opyrux rocygapcrsax.

4. [epxartenu wnu Bnagenblbl perMcTpauMoHHbIX YOOCTOBEPEHWI NeKapCTBEHHBIX NpenapaToBs, lopuanyeckme
nMua, Ha UMSA KOTOpbIX BblaaHbl pa3pelleHnst Ha NPoBeAeHUe KIMHUYECKNX nccnenoBaHuin B Poccuiickort Penepaunm,
nMBo  yNOSTHOMOYEHHbIE VMU ApYrMe pUaMYeckue nuvua B paMkax obecreyeHusi 6e3onacHOCTU JeKapCTBEHHbIX
npenapatoB B MOPsQKe, YCTAHOBMNEHHOM COOTBETCTBYHOLUMM  YMOMHOMOYEHHbIM  dpedepanbHbiM  OpraHoM
UCMOMHUTENBLHOW BNacTu, 0653aHbl OCYLLECTBMATL NpueM, y4eT, o6paBoTKy, aHanns U XpaHeHue MNocTynallmX B UX
agpec oT cybGbekToB ObpalleHnsi NeKkapcTBEeHHbIX CPEeACTB M OpraHoB rOCYAapCTBEHHOW BracTu COOGLEHWA O
NOoBOYHbIX OEeNCTBUAX, HeXemnaTellbHbIX peakUuusX, CepbesHblX HeXemnaTenbHbIX U HenpeaBUAeHHbIX HexenaTernbHbIX
peakuusix MNpu MNpUMEHeHWN JeKapCTBEHHbIX npenapaTtoB, 06 OCOGEHHOCTAX WX B3aMMOAEWNCTBUS C  OPYrUMU
NeKapCTBEHHbIMU NpenapaTaMu, MHAMBMAOYabHOW HEMEPEeHOCMMOCTH, a Takke 06 MHbIX hakTax U obCTosATENbCTBAX,
NpeacTaBnaoLWMX Yrposy XU3HU UMK 300P0BbLI0 YenoBeka NGO KMBOTHOMO UMW BANAIOLWMX HA U3MEHEHWE OTHOLLIEHUS
0Xnaaemon Mnorb3bl K BO3MOXHOMY PUCKY NPUMEHEHUs! NeKapCTBEHHbIX NpenapaTos.

5. MNpu BbIABNEHUN MHDOPMaLMK O CEepPbe3HbIX HexenaTterbHbIX peakunsax U HenpeaBUAEHHbIX HexenaTernbHbIX
peakumsax npu MPYMEHEHUN neKapCTBEHHbIX npenapaToB, 06 OCOBEHHOCTAX WX B3aUMOAENCTBUS C  APYIVMU
nekapCTBeHHbIMW Npenapatamu, UHAMBUOYyanNbHON HenepeHoCMMOCTH, a Takke 06 MHbIX dhakTax U 0BCToATENbLCTBAX,
BMUAIOWMX Ha W3MEHEHMEe OTHOLUEHMSI OXWOAEMOMW MOoNb3bl K BO3MOXHOMY PWUCKY MPUMEHEHUST JeKapCTBEHHbIX
npenapaTtoB, JdepxaTenu wunu Bnagenblbl PerucTpauMoHHbIX YyOOCTOBEPEHUW FeKapCTBEHHbIX Npenapartos,
lopmanyeckne nuua, Ha UMs KOTopbIX BblAaHbl pa3peLleHns Ha NpoBedeHne KINMHUYECKMX uccrnefoBaHuin B Poccuiickon
®epepaummn, NMBO yNnorIHOMOYEHHbIE UMW OpYyrve opuanyeckme nuua obsa3aHbl NPUHATE Mepbl, HanpaBfieHHble Ha
yCTpaHeHve HeraTMBHbIX NOCNEACTBUIN NPUMEHEHWS TakUX fTleKapCTBEHHbIX NpenapaToBs, NpeaynpexgeHne npudnHeHns
Bpeda >KM3HM WNN 340POBbI0 YenoBeka nMbO KMBOTHOrO, 3aWMUTy WX OT MNPUMEHEHUS TakuX JeKapCTBEHHbIX
npenapaToB, Ha [AOMNOMHUTENbHLIM COOp AaHHbIX 06 3MdMEKTUBHOCTM W BE30NaCHOCTU TakMX JeKapCTBEHHbIX
npenapaTos.

6. 3a HecoobLLeHMEe UM COKpPbITUE MHOopMauMK, NpegyCMOTPEHHOM YacTbio 3 HACTOALLEN CTaTbW, AepXaTenu
Unun BnagenbLbl permcTpauuoHHbIX YOOCTOBEPEHUI NekapCTBEHHbIX NpenapaToBs, opuandeckue nuua, Ha MMs KoTopbIX
BblJaHbl pa3peLleHns Ha NpoBeAeHne KNMHUYecknx nccnegosaHmm B Poccunckon depepaumm, nMbo ynorIHOMOYEHHbIe
UMK Apyrue ropuagnyeckme nuua, a tTakke OMMKHOCTHLIE Nuua, KOTopbliM 3Ta MHdopMaUmsa cTtana U3BecTHa no pogy ux
NpodeccuoHanbHON [esATEeNbHOCTU, HECYyT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKoHOOATENbLCTBOM Poccuiickon
denepauymm.

7. Tpn nomnyyeHuM YrNonHOMOYEHHbIM pedepanbHbiM  OpraHOM  WUCMOMHWUTEMbHOW BRactu B pamMkax
OCYLLECTBMNEHMUS UM (hapMaKkoHaa3opa Aoka3aTenbCTB O HECOOTBETCTBMUN NEKapCTBEHHOMO NpenapaTa yCTaHOBIEHHbLIM
TpeboBaHNAM UNK NpU NONy4YeHUN UHGOPMaLMM O HECOOTBETCTBUM AaHHbIX 06 3hdeKTUBHOCTM 1 0 BGesonacHoCTU
nekapcTBEHHOro npenapaTa faHHbIM O TeKapCTBEHHOM NnpenapaTte, CoAepXaLUMMCs B UHCTPYKLMM MO €ro NPUMEHEHNIO
(B TOM uucne BbISIBMEHHbIX B XOA4E€ OCYLUECTBNEHUs (hapMakoHaa3opa KOHTPONbHO-HAA30PHLIMKM - OpraHamm
MHOCTPaHHbIX FOCYAapcTB), YNOSIHOMOYEHHbIN dheaeparnbHblii OpraH WCMOMHUTENbHON BRacTu B YCTAHOBIIEHHOM UM
nopsiake paccMaTpuBaeT BONPOC O NPUOCTaHOBIIEHWN NPUMEHEHUSI TAaKOrO JIeKapCTBEHHOIO NpenapaTa.

CTaTbs 65. MpuocTtaHoBNeHMe NPUMEHEHUsA NeKapCTBEHHOro Npenapara

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

1. Mpy NonyyeHnn MHGOpPMaLUM O HeXenaTenbHbIX peakuusx Nnpu NpYMEHEHUN NIekapCcTBEHHOIO Npenaparta, He
yKa3aHHbIX B MHCTPYKUMM MO MPUMEHEHMWIO NEKAapPCTBEHHOTO MpenapaTa, Cepbe3HbiX HEXenaTenbHbIX peakuusix, 06
0COBEHHOCTSIX €r0 B3aMMOAENCTBUS C APYIMMU NEKapCTBEHHBIMY NpenapataMu, KOTopble MOryT NPeACTaBnsATy yrpo3sy
XU3HW VNN 300POBLI0 YerioBeka NMBO KMBOTHOMO, @ TaKKe O HECOOTBETCTBUM [AaHHbIX 06 3ddhekTMBHOCTU M O
6e30MnacHOCTU JIeKapCTBEHHOro npenaparta AaHHbIM O flekapCTBEHHOM Mpenaparte, CoAepXallMMcsl B MHCTPYKUMM Mo
€ro TMpUMEHeHUo, B TOM 4WCIle OT YMONMHOMOYEHHBIX OPraHOB WHOCTPaHHbIX rocydapcTB, OOMEH KOTOpOW
OCYLLUECTBNSeTCA B COOTBETCTBMM C  COMMALUEHUSIMU  MeXay YNONHOMOYEHHbIM  dbefepanbHbiM — OpraHoM
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®epnepanbHbivt 3akoH 0T 12.04.2010 N 61-03
(pea. ot 28.12.2017) JokymeHT npepoctasneH KoHncynbtaHTtIaroc
"06 obpalueHnn nekapcTBeHHbIX cpeacTs"” lata coxpaHerus: 25.04.2018

NCMONMHUTENBHOW BNAcTU U YNONTHOMOYEHHbLIMW OpraHamy UHOCTPaHHbIX rocyaapcTB, YNONHOMOYEHHbIV doeaepanbHbIi
opraH MWCMOMHUTENbHON BRAcTM paccMaTpuBaeT BOMPOC O BO3MOXHOCTM MPUOCTAHOBIIEHUS OOpaLLEHUsl TaKkoro
NeKapcTBEHHOro npenapaTa B Mopsiake, YCTAHOBIEHHOM YMOSIHOMOYEHHbIM dhefeparnbHbIM OpraHoOM MCTONHUTENbHOM
BMacTu.

2. Mpn HencnonHeHUn NN HeHaanexawem WCMOSHEHUN AepXaTensaMn unu Bnagenbuamu perncTpaumoHHbIX
yOOCTOBEPEHUI NeKapCTBEHHbIX MpenapaTos, PUOUYECKMMU NUuaMK, Ha UMS KOTOPbIX BblaHbl paspelleHust Ha
npoBefeHne KIIMHUYECKMX wuccnegoBaHum B Poccuickon Pepepauun, unm  ynosiIHOMOYEHHBIMU UMW OPYTUMM
ropuanyeckMMn nuuamm ob6a3aHHOCTEN, YCTaHOBMEHHbIX YacTamMu 3 U 4 ctaTtbu 64 HacToswero degepanbHOro 3akoHa,
nmbo B cnyyasax npencTtaBreHUss COOTBETCTBYIOLIMM YMOMHOMOYEHHbIM befeparbHbiM OpraHoM UCMOMHUTENBbHON
BNacTu 3akNiYeHUs 0 HeJOCTOBEPHOCTWN pe3ynbTaToB KIMHUYECKOrOo UCCIedoBaHNAa NiekapCcTBEHHOro npenapara ans
MeaULMHCKOro NpUMEHEHUS, KOTOPOEe OCHOBAHO Ha pesynbTaTax NpoBepKN MeAULMHCKOW opraHu3almu, NpoBoauBLLEN
yKasaHHOe KNuHWYeckoe uccrnefoBaHue C HapylleHWeM npaBui Hagnexalwlen KNMHUYECKOW MpakTUKW, U MpUBENo K
Nony4YeHno HEAOCTOBEPHbIX Pe3ynbTaToB, MO0 B Clyyae HEBLINOMHEHUS NPeanUcaHusl, Bbl4aHHOMO YNOSTHOMOYEHHbIM
denepanbHbiM OpraHoM MWCMOMHUTENbHOW BMacTM MO MTOramM OCYLLECTBEHUS BbIOOPOYHOrO KOHTPONSA KayecTBa
nekapcTBEHHOro npenapaTa, YNOMHOMOYEHHbIM dhefepanbHblli OpraH UCNOMHUTENbHOW BRacTM B YCTAaHOBIEHHOM UM
nopsiake paccmaTtpmBaeT BOMPOC O NPUOCTAHOBEHUM MPUMEHEHUSI TAKOro JIeKapCTBEHHOro npenapara.

Cratbs 66. MHcpopmaums o pesynbTaTax (papmakoHagsopa
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

YNonHOMOYeHHbIN  defepanbHbIi  opraH  UCMOMHUTENbHOW BMAAacTW, OCYLIECTBNALWMI  chapMakoHaasop,
Haxogswmxca B obpawieHun B Poccunckon depepaumn, No pesynbTaTam gapMakoHag3opa pas3mellaeT Ha CBOEM
odumumansHom cante B cetn "MHTepHeT" nHopMauunio 0 NPUHATBIX PELUEHUAX O BHECEHUN U3MEHEHUS B MHCTPYKLMIO
Nno MPUMEHEHUIO NEKAPCTBEHHOrO Mpenapara, O MNPUOCTAHOBIIEHUU MPUMEHEHMS JeKapCTBEHHOro npenapara, 06
n3bATUN U3 obpalleHnsa NekapCTBEHHOro npenapara unM 0 BO306HOBNEHUN NPUMEHEHMS NEKapCTBEHHOrO npenaparTa.
(B pean. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Mnasa 14. UHOOPMALIUA O NEKAPCTBEHHbIX NMPEMAPATAX. CACTEMA
MOHUTOPUHIA ABMXXEHWUA NEKAPCTBEHHbIX MPEMAPATOB
anAa MEQUMUMHCKOro NPMMEHEHUA

(B pea. PepepanbHoro 3akoHa ot 28.12.2017 N 425-93)

Cratbsa 67. I/Ichopmau,vm O JieKapCTBEHHbIX npenapaTtax. Cucrema MOHUTOPUHIAa ABUXEHUS §NeKapCTBeHHbIX npenapatoB Ansa
MeaQULUUHCKOro npumMmeHeHus

(B pea. PenepanbHoro 3akoHa ot 28.12.2017 N 425-03)

1. HbopmaLms 0 nekapCTBEHHbIX Npenapartax, OTnyCcKaeMbIX Mo peLenTy Ha fieKapCTBEHHbIN Npenapar, AoMKHa
coaepXaTbCsa TOMbKO B CNeunanuanpoBaHHbIX M34aHUAX, NpeAHasHavYeHHbIX AN MeOUUUHCKMX, hapMaueBTU4eCKmX,
BETEpPMHapPHbIX paboTHUMKOB. VIHbopMaums 0 NekapCTBEHHbIX NpenapaTtax Ans cneuManucToB B obnactn obpalleHus
NeKkapcTBEHHbIX CPeACTB MOXET cofepXaTbCA B MOHOrpagusix, CnpaBOYHMKaX, HayYHbIX CTaTbsX, B JoKnagax Ha
KOHrpeccax, KOH(hepeHUMAX, CUMNO3MyMax, Hay4dHbIX COBETAX, a TaKKe B UHCTPYKLUAX MO NPUMEHEHMIO NTEKAPCTBEHHbIX
npenapaTos.

2. lHdhopmaums o nekapCcTBeHHbIX Npenaparax, oTnyckaemblx 6e3 peuienTta Ha nekapCcTBEHHbIV npenapar, MoXeT
cogepxatbCcad B nybnukaumax n obbsABNEHMAX CPeACcTB MacCcoBOW MHpopmauuu, crneumanuavpoBaHHbIX UM 0BLUMX
nevyaTHbIX W3OaHUSX, MHCTPYKUMAX NO MPUMEHEHMIO FeKapCTBEHHbIX MpenapaToB, WHbIX M34aHUsX CyObekToB
obpalleHns nekapcTBeHHbIX cpeacTB. PeknamHble martepuanbl O feKkapCTBEHHOM npenaparte, OTrnyckaemMom 6es3
peuenTa Ha NeKapCTBEHHbIA Mpenapart, AOSMKHbI COOTBETCTBOBAaTb MHCTPYKUMM MO MPUMEHEHMWIO NeKapCTBEHHOro
npenapara.

3. ﬂ,OI'IyCKaeTCFI ncnonb3oBaHue noodbIX MaTepuarnbHbIX HOCUTENen, MNO3BOMSOLLNX XpaHUTb, nepegasatb U
McnoJyib3oBaTb I/IH(bOpMaLI,VIIO O NNeKapCTBEHHbIX npenapartax 0e3 ee UckaxeHus.

KoHcynbTaHTlINt0C: npumMmeyaHme.
Y. 4 cT. 67 BCcTynaet B cuny ¢ 1 auBapsa 2020 roga.

4. [na uenen wnaeHTUMdUKALUUKM YMNAKOBOK JEeKapCTBEHHbIX npenapaToB AN MeAULMHCKOrO MpUMeHeHus
Npon3BOOMTENN NEKAapPCTBEHHbIX CPeACTB B nopsake, ycTaHoBrneHHom [paButenbctBoMm Poccuickon depepaumu,
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®epnepanbHbivt 3akoH 0T 12.04.2010 N 61-03
(pea. ot 28.12.2017) JokymeHT npepoctasneH KoHncynbtaHTtIaroc
"06 obpalueHnn nekapcTBeHHbIX cpeacTs"” lata coxpaHerus: 25.04.2018

HaHOCSIT Ha NEPBUYHYO YNaKOBKY (B OTHOLUEHMW NEeKapCTBEHHbIX MpenapaTtoB ANsi MEAWMUMHCKOrO MPUMEHEHUs, Ons
KOTOpbIX He MpegyCcMOTpeHa BTOPUYHAsA YNakoBKa) W BTOPUYHYHO (NOTPEOUTENbCKY) YMaKOBKY IeKapCTBEHHbIX
npenapartoB AOna MeaunuumHCKOro npmMmeHeHna cpeacrtea I/I,D,eHTVI(*)I/IKaLI,VII/I, 3a MWUCKN4YeHnemMm nekapCTtBeHHbIX
npenapaToB Anst MEAULUHCKOrO NPpUMEHEHMS, MPON3BOAUMBIX ANs NPOBEAEHUs KIMHUYECKUX UCCeqoBaHUI, aKcnopTa,
neKkapCTBEHHbIX MpenapaToB ANs MeOUUMHCKOTrO MPUMEHEHMS!, yKa3aHHbIX B Yactax 5 u 8 crtaTbu 13 HacTosiero
denepanbHOro 3akoHa.

(vacTb 4 BBegeHa denepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

5. XapakTtepucTuki cpeactea MaeHTUMUKaLumM, Nopsaok ero HaHeceHus 1 TpeboBaHusa K CTpykType n dopmarty
MHopMaLMM, KOTOPYK COOEPXKMT CPeacTBO uaeHTUdumkaumu, onpegenstorca [lMpaButenbcTBom Poccuiickom
denepaumm.

(vacTtb 5 BBegeHa denepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

6. Mopsgok co3naHus, pasBuTUS, BBOAA B SKCNIyaTalumio, 3KCnnyaTauum v BbIBOAA U3 SKCNyaTalmMm CUCTEMbI
MOHUTOPUHIa LBWXKEHUS NEKAPCTBEHHBLIX NpenapaTtoB AN MeOULMHCKOTO MPUMEHEHUS, MOPSAOK NPefoCTaBMNeHUs
MHOpMaLMK, COAepXKallencs B CUCTEME MOHUTOPWHIa ABWXKEHUSA NEKApPCTBEHHbIX MpenapaTtoB A4S MeOULMUHCKOro
NMPYMEHEHWS, U MOPSOOK B3aMMOLENCTBMS YKa3aHHOW CUCTEMbl C WHbIMW TFOCYAapCTBEHHBbIMUM MHG(OPMAaLNOHHBIMU
cucTtemMamMmm U MHPOPMALIMOHHBIMU CUCTEMaMN HOPUANYECKUX NUL, U MHOAMBUAYANbHLIX NpeanpuHMMaTenei, ykasaHHbIX
B yacTtax 7 u 10 HacTosen ctaTbu, ycTtaHaBnueatwoTcs lMpasutensctBom Poccuiickon Pepepauun. Onepatopamm
CUCTEMbl MOHWUTOPUHra [OBWKEHUA neKapCTBEHHbIX MpenapaToB Ans MEeOULMHCKOTO MPUMEHEHUa SBNATCA
denepanbHbI OpraH UCNONHUTENBHOW BNACcTU U (MNK) opraHu3auus, ynonHoMoYeHHble MNMpaButenscTtBoM Poccuinckom
denepaumm.

(4acTb 6 BBegeHa denepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

KoHcynbTanTlnoc: npumeyanme.
Y. 7 c1. 67 BCcTynaet B cuny ¢ 1 auBaps 2020 roga.

7. KOpuanyeckune nuua v mHOMBMAOYanbHblE NpeanpuHMMAaTenu, OCYLLECTBSOLWMNE MPOU3BOACTBO, XpaHEHue,
BB03 B Poccunckyio ®egepauuio, oTnyck, peanusauumio, nepegady, nNpuMMEHEHWE U YHUYTOXEHUE IeKapCTBEHHbIX
npenapaToB AN MeOUUMHCKOrO NpUMMEHeHus, obecnednBaloT B MOpsSigke M B COCTaBe, KOTOpble YCTaHOBMEHbI
MpaButensctBoM Poccuiickon defepaumm ¢ yy4eToM Buaa OCYLIECTBNAEMON UMK  OeATeNbHOCTW, BHeceHue
MHOpMaLMM O NEKAPCTBEHHbIX Mpenapartax A MeAWUMHCKOrO MPUMEHEHUS B CUCTEMY MOHWUTOPUHra OBWXEHUSA
NeKapCTBEHHbIX MpenapaToB A5t MEAULMHCKOTO NPUMEHEHNS.
(4acTb 7 BBegeHa PegepanbHbIM 3akoHOM OT 28.12.2017 N 425-93)

8. OpraHuzaumss MHPOPMALNOHHOIO B3aMMOOENCTBUSA CUCTEMbI MOHUTOPUHIA [OABWXKEHUS NeKapCTBEHHbIX
npenapatoB Ans MEOUUMHCKOTO MNPUMEHEHWss C WHbIMWM FOCY4AapPCTBEHHbIMU  MHAOPMALMOHHBIMU  CUCTEMaMU
obecrneynBaeTcs B TOM 4YMCie NOCPeaCcTBOM MHAPACTPYKTypbl, obecnevmBatoLLen MHPOPMaLMOHHO-TEXHOOIMYecKoe
B3aMModencTBne  MHPOPMALMNOHHBIX  CUCTEM, UCMOMb3yeMbiX [ONsi  NPegoCTaBNeHUss  rocyaapCTBEHHbLIX U
MYHULMMANbHbLIX YCAYT U UCNOMHEHWS TOCYAAPCTBEHHbIX U MyHUMLUMNANbHbIX YHKUUIA B 3NEKTPOHHON hopme.

(vacTb 8 BBeaeHa denepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

9. OO6wepoctynHasa wHdOpPMaUmMs, cogepXawasics B CUCTEME MOHUTOPUHra [ABWKEHWS J1eKapCTBEHHbIX
npenapaTtoB AnNd MEOULUHCKOrO NPUMEHEHuUs, pasmMeliaeTcs B MHAOPMALNOHHO-TENEKOMMYHUKALMOHHOM CETU
"MiHTepHeT" (B TOM 4ncne B opMe OTKPbITbIX AaHHbIX) B nopsake, yctaHoBneHHoM [lpaBuTtensctBoM Poccuimckon
degepaumn.

(vacTb 9 BBegeHa ®efepanbHbiM 3akOHOM OT 28.12.2017 N 425-03)

10. MpownsBoanTenu nekapCTBEHHbLIX CPEACTB MOMy4alT COAEpXKalLylCs B CUCTEME MOHUTOPUHra OBWKEHUS
nekapCTBEHHbIX MpenapaToB Afs MeAUUMHCKOrO NPUMEHEHUst MHOopMaLMo O cepusix M MapTUsiX feKkapCTBEHHbIX
npenapaTtoB, NPOM3BOAMMbIX UMW 1 Haxo4ALWMXCSA B rpaxaaHckom obopoTe B Poccuiickon ®epepauun, 6e3803me3aHo.
(vacTtb 10 BBegeHa deaepanbHbIM 3akOHOM OT 28.12.2017 N 425-93)

KoHcynbTaHTlINt0C: npumMmeyaHme.
Y. 11 cT. 67 BCcTynaet B cuny ¢ 1 suBapsa 2020 roga.
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®epnepanbHbivt 3akoH 0T 12.04.2010 N 61-03
(pea. ot 28.12.2017) JokymeHT npepoctasneH KoHncynbtaHTtIaroc
"06 obpalueHnn nekapcTBeHHbIX cpeacTs"” lata coxpaHerus: 25.04.2018

11. 3a NpoM3BOACTBO MM NPOAAXY NEeKapCTBEHHbIX NpenapaToB ANs MEQULMHCKOTO NpUMeHeHUs 6e3 HaHeceHns
cpeacte uaeHtTUduMKaumm, ¢ HapylleHMeM YCTaHOBMIEHHOMO MOpsiAka WX HaHeceHusl, a Takke 3a HeCBOeBpeMeHHOoe
BHECEHWME OaHHbIX B CUCTEMY MOHWUTOPWUHra OBMXKEHUSI FIeKapCTBEHHbIX NpenapaTtoB ANsi MeAWULMHCKOro NpUMeHeHUs
U BHECEHME B HEE HELOCTOBEPHbIX AaHHbIX OpUaANYECKNe nuua u MHaMBMAyanbHble NpeanpuHMMaTeni, yka3aHHble B
yactax 4 u 7 HacTosWwewn cTaTbW, HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3akoHoaTenbCcTBOM Poccuiickon
denepaumm.

(vacTtb 11 BBegeHa deaeparnbHbiM 3akoHOM OT 28.12.2017 N 425-93)

12. MpaBuTtensctBo Poccuiickorn @Pepgepaunm BnpaBe YCTaHOBUTb OCOOEHHOCTU BHEAPEHWUsI CUCTEMbI
MOHUTOPWHIra ABWXEHUSI NeKapCTBEHHbIX NpenapaToB Ans MeOULUHCKOro NPUMEHEHUs!, BKINOYasi CPOKU ee BHeOpPEHWs,
B OTHOLLUEHWW FeKapCTBEHHLIX MpenapatoB AN MeOULMHCKOrO MNPUMEHEHUS, BKIIOYEHHbLIX B NepeyvYeHb >KU3HEHHO
HEeOOXOAMMbIX M Ba)KHEWMLIMX fleKapCTBEHHbIX MNpenapaTtoB, IEKApPCTBEHHbIX MpenapaToB, MNpefHa3HaYeHHbIX A4
obecnedyeHnss nuy, 6GONbHLIX remoUNUen, MyKOBMCUMAO30M, ruMnodumsapHbiM HaHM3MOM, ©OonesHbio [ouwe,
3r10Ka4YeCTBEHHbIMU HOBOOOpa3oBaHUSAMU NMMAOUAHON, KPOBETBOPHOW M POACTBEHHbIX MM TKaHeWn, pacCesHHbIM
CKMepo3oM, nuL nocre TpaHCnnaHTauum opraHoB M (UNK) TKaHEeW, WHbIX NeKapCTBEHHbLIX MpenapaTtoB Ang
MeaULIMHCKOro NpUMEHeEHUs.

(4acTb 12 BBegeHa depepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

nasa 14.1. OTPAHUYEHUA, HANNATAEMbIE
HA OPFAHU3ALIMN, OCYLLECTBNAIOWUE OEATENBHOCTb
MO OBPALLEHUIO NEKAPCTBEHHbIX CPEACTB

(BBegeHa degepanbHbIM 3akoHOM OT 25.11.2013 N 317-93)

Cratbs 67.1. OrpaHnyeHus, Hanaraemble NP OCYLLECTBIIEHUM AeATEeNIbHOCTU B cepe obpalleHUs nekapcTBeHHbIX CPeacTB

1. Opranmsauun, 3aHumatowmecss paspaboTkon, NPOM3BOACTBOM W (MNW) peanu3aument nekapCTBEHHbIX
npenapaToB ANS MeAUUMHCKOro MpPUMEHEHMUs, opraHu3auuun, obnagawolime npaBaMy Ha WUCMONb30BaHWE TOProBOro
HaMMEHOBaHMSA JIeKAapCTBEHHOro npenapata Ansi MeOULMHCKOTO MNPUMEHEHUsl, OpraHuM3auun OMTOBOW TOPrOBIM
NeKapCcTBEHHbIMW CPpeACcTBaMM, anTeyvHble opraHuauumn (UX NnpeactaBuTenu, MHble U3nYeckme u topnanyeckue nuua,
OCYLLECTBASOLMNE CBOK AEATENbHOCTb OT MMEHW 3TUX OpraHM3auuin) B OTHOLUEHUM MEeOULMHCKUX pabOTHUKOB U
pykoBoauTenen MeauLmMHCKUX opraHm3auuin He Bnpase:

1) BpyyaTb nogapku, BbinfayMBaTth EHEXHble CPEACTBA (3a UCKIMOYEHNEM BO3HarpaXk4eHun no orosopam npu
NpOBEAEHUN  KIMHUYECKUX WCCregoBaHWW  fekapCTBEHHbIX MpenapatoB AN  MeOUUMHCKOTO  MpUMEHEHUs,
BO3HArpaxxgeHui, CBA3aHHbIX C OCYLeCTBNeHMeM MeAULUHCKAM pabOoTHWKOM nefarormvyeckod n (Mnm) HayyHowm
AesTenbHOCTN), B TOM 4YuChe onfayvMeBaTb pasBreyeHus, oTAblX, Npoesq K MecTy OTAbixa, a Takke npuenekaTb K
yyacTumio B pa3BriekaTerbHbIX MeEpPONpUATUSX, MPOBOAMMbIX 338 CHET CBOMX CPEACTB;

2) 3aKnw4yaTtb cornaweHna o Ha3HadYeHun unn pexkomeHgauumn naumeHTaM JieKapCTBEeHHbIX npenapaTtoB And
MeaUUMNHCKOro npuMeHeHuna (38 UCKNn4YeHnemMm gorosopoB O npoeBeaeHnn KNMHUYeCKnx ncecneaoBaHuin eKapCTBEHHbIX
npenapartoB Anda meamLmnHCKoro I'IpIAMeHeHMH);

3) npegocTaBnsATb 06pasubl JIeKapCTBEHHbIX MPenapaTtoB Of1 MEAUUMHCKOrO NMPUMEHEHUsSI B LIENSX BPyYeHWst
naumMeHTaMm (3a WUCKIOYEHWEM CcllyyaeB, CBA3aHHbIX C MPOBEAEHWEeM KIMHUYECKUX WCCREedOBaHWIN JieKapCTBEHHbIX
npenapaToB AN MEAULMHCKOrO NpUMeHeHUs);

4) npepocTaBnsATb HEOQOCTOBEPHYID M (UMW) HEMOSIHYH MHopMaUMI0O O JeKapCTBEHHbIX Mpenapartax ans
MEAMLMHCKOro NPUMEHEHUS;

5) nocewaTb ux B paboyee Bpemsi Ha paboumx MecTax, 3a UCKIOYEHNEM CrydaeB, CBSI3aHHbLIX C NpoBeAeHVEeEM
KMUHUYECKUX WCCINEeAoBaHUiA NekapCTBEHHbIX MpenapaToB Ans MeOWMUMHCKOTO MPUMEHEHWs!, C y4acTueM B MOopsiake,
YCTAHOBIIEHHOM pyKOBOAWUTENEM MeOMLUMHCKON OpraHv3auuv, B COGpaHuUsX MeOWMUMHCKMX pPabOoTHUMKOB U MHBIX
MEpPOMNPUSATUSIX, HampaBlieHHbIX Ha MOBLILWEHNE WX MPOJEeCCUOHaNbHOrO YPOBHA WM Ha MpegoCTaBrieHne
MH(OpPMaLIMKM, CBA3AHHOW C OCYLLECTBIIEHNEM MOHMTOPUHIra 6e30MacHOCTU NeKapCTBEHHbIX Npenaparos;

6) I'IO6y)K,EI,aTb K BbIMNCbIBAHNIO JNEKAPCTBEHHbLIX MpenapatoB And MeauuMnHCKOro npuMeHeHuda Ha 6GnaHkax,
coaepxawmx VIH(bOpMaLJ,I/II-O PEeKNnaMHOro Xapaktepa, a TakKkKe Ha peuenTypHbIX OnaHkax, Ha KOTOpPbIX 3apaHee
Hane4yaTaHO HaMMeHOBaHWMe JiekKapCTBEHHOIO rnpenapata aAnd MmeguumnHCKOro npuMeHeHus.
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2. OpraHu3auuu, ykasaHHble B ab3ale nepBoM 4YacTu 1 HacTosLlen cTaTby, U UX NPeAcTaBUTENM B OTHOLLEHUU
hapmaueBTMYecKkmx paboTHMKOB M pyKOBOOUTENEN anTeYHbIX OpraHu3auuii He BrpaBe:

1) Bpy4YaTb NO4apPKu, BbiMflavdnBaTb AEeHeXHble CpenCTBa, B TOM YUCIIE OonflavynBaTb pa3BrievyeHusa, oTablxX, npoesn
K MeCTy OTAblXa, U NPpUBIieKaTb K yH4aCTUIO B pa3BJieKaTesIbHbIX MEPONPUATUAX, NPOBOONUMbIX 3a CHET CBOUX CpencCTB;

2) npepocTtaBnATb 06pasubl feKapCTBEHHbIX MpenapaToB AN MEAMLMHCKOrO MNPUMEHEHWUs AN BpyveHus
HaceneHuio;

3) 3aknouyaTb COMMalleHus O MPeaSIoKEHUM HaceneHWo OnpeferieHHbIX JIeKapCTBEHHbIX NpenapaToB At
MEAMNLIMHCKOro NPpUMEHEHUS;

4) npepocTaBnsATb HEOOCTOBEPHYID M (MNW) HEMONHYH WHopMaUMIo O JekapCTBEHHbIX Mpenapartax ans
MEAMLIMHCKOro NPUMEHEHUS], B TOM YMCIE UMEIOLLMX OQUHAKOBOE MeXOyHapoAHOe HenaTeHTOBaHHOe HaMeHOBaHMe.

Ctatba 67.2. Tpe6oBaHMS K OpraHu3auMM W NPOBeAeHUD Hay4HbIX MeponpuATUM, UHbIX MEPONPUATUNA, HanpaBneHHbIX Ha
noBbllleHNne npodPecCMoHaNbLHOrO0 YPOBHA MeAVMLMHCKMX paboOTHUKOB WNM Ha npepocTaBneHue WHdopMauuu, cBsi3aHHOM C
ocylecTBreHUeM MOHUTOPUHIa 6e3onacHOCTU NekapCcTBEHHbIX NpenapaToB

1. TpuM npoBedeHWM HayYHbIX MEPOMPUSATUA, WHbIX MEPOMPUATUNA, HampaBneHHbIX Ha MOBbIWEHNe
npocheccnoHanbHOro ypoBHS MeOMUMHCKMX PaboTHWMKOB MNM Ha NpefocTaBfieHne CBA3aHHOW C OCYLUEeCTBMEHWEM
MOHUTOPUHIra 6e30nacHOCTU NeKapCTBEHHbIX NpenapaToB MH(opMaunn, opraHM3yemblX OpraHn3auusaMu, ykasaHHbIMU
B absaue nepBom uvactm 1 cratbm 67.1 HacTosiwero ®PedepanbHOro 3akoHa, WX NpeacTaBuTensaMu u (Mnum)
drHaHCUpyeMbIx 3a CHET CpeacTB STUX OpraHu3auMin U Ux npegcraBuTenen, sanpeLwaeTcs NpPensaTCcTBOBaTb y4acTuio B
yKa3aHHbIX MeponpUATUAX UHbIX OpraHvM3aumni, KOTopble NPON3BOAAT UNW peanu3ytoT NekapcTBeHHbIe npenaparbl Ang
MEOVNLUMHCKOrO MPUMEHEHWS CO CXOXMM  MexaHM3MOM  apMakororMyeckoro [Aewctsus, nmMbo cosgasaTb
AVCKPYMMWHALMOHHbIE YCNOBUS AN OOHWX Y4aCTHMKOB MO CPaBHEHWIO C APYTMMY YYaCTHUKaMK, @ UMEHHO:

1) nNpepocTaBnATb pasnMYHOE KOMMYECTBO BPEMEHW AN BbLICTYMNEHUN YYaCTHWKOB, pasfuyHble No pasmepy
3aHMMaeMol nnowiagu MecTa [Aanst OEeMOHCTpauuu o6pasuLoB NeKkapCTBEHHbIX MpenapatoB Ans MeAULMHCKOro
NPUMEHEHNST UMW peKnMaMHbIX MaTepuarnioB O feKapCTBEHHbIX MNpenapatax ANs MeOWLUMHCKOTO MNMPUMEHEHUst Ha
9KCMO3MUWAX, CTeHAaX, 3a WCKIYEHWEM CIy4yaeB, €CNM TaKue YCINOBMS 3aKpenneHbl B COrMalleHUsX 3STux
opraHu3auuin, ux npeacTaButene’t O (PUHAHCUPOBAHWM YKa3aHHbIX MEpPONpPUATUIA U 0BYCNOBMEHbI Pa3NUYHbIMU
3aTpaTamMu y4acTHUKOB Ha UX OpraHM3aLuio;

2) ycTaHaBnuMBaTb pasMep B3HOCa AN Y4aCTHMKOB MepOonpUsTWI, ykasaHHbiX B abs3aue nepBOM HacTosilei
4yacTu, NpeBbIWAaoWMA CyMMYy 3aTpaT Ha OpraHM3aumio yKasaHHbIX MEpPONpUATUA U Bedylwmi K HeoBOoCHOBaHHOMY
OrpaHUYeHmIo Yncna Nx y4acTHUKOB.

2. OpraHusauun, ykasaHHble B ab3aue nepBoM Yactm 1 crtatbm 67.1 Hactoswero PenepanbHOro 3akoHa, UX
NpeacTaBuUTENN, OCYLLECTBASOWMNE OpraHnsauuto M (Mnu) UHaHCMPOBaHWE MeEpPONpPUATUNA, YKa3aHHbIX B YacTtu 1
HacToslLLen cTaTbu, 06513aHbl 06ecneyvmBaTb OOCTYN K MHOpMaumMm 0 gate, MecTe U BpEMEHM NMPOBEAEHNS YKa3aHHbIX
MEpPONPUATUIA, MnaHax, nporpaMMax npPOBEAEHUSI YKa3aHHbIX MEpPONnpUATUA U Temax, MnaHMpyembiX [Ans
paccMOTpEHMsl, COCTaBe UX YYACTHUKOB MyTEM pa3MeLLeHUs COOTBETCTBYIOLLEN UH(pOpMaLMM Ha CBOMX odhunLmanbHbIX
cautax B ceTu "MIHTepHeT" He no3gHee ABYX MeCsLEB OO Havana NpoBeaeHUs yKka3aHHbIX MepOnpUATUNA.

3. Hdbopmaumsa o npoBegeHMM MEPONPUATUI, YKa3aHHbIX B YacTh 1 HAcTosLWen cTaTby, B CPOK, YCTAHOBEHHbIV
YacTblo 2 HacTosLWen cTaTbW, AOfkHa ObiTb HanpaBneHa B defepanbHbii OpraH WUCNOMHUTENBHOM BRacTw,
OCYLLECTBASOLWMNA OYHKLUN NO KOHTPOSIO U HAA30pY B chepe 34paBOOXpaHEHN, AN NOCneayoLero pasmeLleHns ee
Ha oduLManbHOM canTe 3Toro opraHa B cetn "HTepHeT".

naesa 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATENbCTBA
POCCUNUCKOW ®EOEPALMMU NPU OBPALLEHUU NEKAPCTBEHHBLIX CPEACTB
1 BO3SMELLEEHUE BPEOA, MPUMUHEHHOIO 30OPOBbLIO NPAXKOAH
BCINEOCTBUE NPUMEHEHUA NEKAPCTBEHHbIX MPENAPATOB

Cratbs 68. OTBeTCTBEHHOCTb 3a HapyLueHue 3akoHoaaTenbcTBa Poccuickon ®egepaumm npu obpalieHMn nekapcTBeHHbIX CPeacTB

1. HapyweHue 3akoHogaTtenscTBa Poccuiickoin ®egepaumm npu obpalleHnn nekapcTBEHHbIX CPeACcTB BrieyeT 3a
coboil OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKoHOAaTeNbCTBOM Poccuiickoi degepauuu.
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(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. 3a HenpeacTaBneHne uHdopmauuy n (MnNu) AaHHbIX, NPeAyCMOTPEHHbIX HacTosAwmmM degepanbHbIM 3aKOHOM,
cybbekTbl obpalleHus nekapcTBEHHbIX CPEeACTB HEeCyT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccuiickon ®epepauuu.

(vacTb 2 BBegeHa defepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

CraTbs 69. Bo3melueHue Bpeaa, NPUHMHEHHOrO 340POBLIO FpaxaaH BCreAcTBME NPUMeHeHUs NeKapcTBEeHHbIX NpenapaToB

1. npOI/I3BO,CI,I/ITeJ'Ib NeKapCTBEHHOIo npenaparta 00s13aH BO3MECTUTb Bpen, ﬂpVI‘-IMHeHHbIVI 340pOBbIO IpaXaaH
BcnencTemne npuMeHeHund nekapcrtBeHHoro npenaparta, €Cim goka3aHo, 4To:

1) nekapCTBEHHbLIV NpenapaTt MPUMEHSNCS MO Ha3Ha4YeHUI0 B COOTBETCTBUWM C WHCTPYKUMEW MO MPUMEHEHUIO
nekapCTBEHHOro mnpenapata W MPUYMHOW Bpeda SBUICA BBOA B rpaxgaHCKMi o6opoT HenobpokayeCTBEHHOro
neKkapCTBEHHOro npenapara;

2) Bpen 300pOBbI0 MPUYMHEH BCNEACTBME HEOOCTOBEPHOW MHpopMauun, copepallencs B WHCTPYKUMKU MO
NPUMEHEHMIO NIeKapCTBEHHOTO Npenapara, U3gaHHo NPon3BoaMTENEM NIekapCTBEHHOrO nNpenapara.

2. B cnyyae, ecnv Bpeq 340pOBbI0 rpaXkaaH MpUYMHEH BCreacTBME MPUMEHEHUS NeKapCTBEHHOrO npenaparta,
npvweawero B HErOAHOCTb B pe3ynbTaTe HapyLleHWsl MpaBuil XPaHEHUs! NIEKapCTBEHHbIX CPeacTB, NMpaBuil ONTOBOW
TOProBNN NeKapcTBEHHbIMK MpenapaTamu, NpaBuil OTMYCKa JeKapCTBEHHbLIX NpenapaToB, MpaBuiT WU3rOTOBMEHUS U
OTNycKa feKkapCTBEHHbIX NpenapaToB, BO3MELLEHNE Bpeda OCYLLECTBISIETCS COOTBETCTBEHHO OpraHu3auuer onToBOW
TOProBIW NEKAapPCTBEHHLIMM CpeACcTBaMM, anTEYHOW OpraHu3auneit, HaNBuAyanbHbIM npegnpuHumMmaTenemM, UMeLMMm
NVLEH3NI0 Ha hapMaueBTUYECKYID OEATENbHOCTb WM JIULEH3UI0 Ha MEeOUUMHCKYH AeATeNnbHOCTb, MEAMLMHCKOM
opraHu3auven, MMelLWen NUUEH3N0 Ha apmMaueBTUYECKYI0 AesTenbHoCcTb (ee 060cobneHHbIM noapasgeneHnem
(ambynatopuen, denbaiepcknm n enbalepcKo-akyLlepCckMM MyHKTaMu, LEHTPOM (oTaeneHmem) obuier BpavyebOHoM
(cemeliHOM) NpPaKTUKK), PacnonoXeHHbIM B CEfbCKOM HacereHHOM MyHKTe, B KOTOPOM OTCYTCTBYyeT anTeyvHas
opraHusauus), 4ONyCTUBLUMMY NPOAAXY UMM OTMYCK TaKoro fiekapCTBEHHOrO npenapara.

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

3. BoswmeweHue Bpepa, MPUYMHEHHOTO 300POBbLI0 PaXAaH BCNEACTBME MPUMEHEHUS feKapCTBEHHbIX
npenapaTtoB WNM COBEPLUEHUSI MPOTMBOMPAaBHbLIX AEWCTBUA CyObektamm oObpalleHUss neKapCTBEHHbIX CpeacTs,
OCyLLEeCTBMSETCH B COOTBETCTBUM C 3akoHoAaTenbcTBOM Poccuinckon Pegepaumm.

nasa 16. 3AKITIOYUTEJNIbHbIE NMONOXEHUA

Ctatbss 70. O nNpuU3HaHUM YTPATUBLLMMWU CUNY OTAeNbHbIX 3aKOHOAATENbHbIX aKTOB (MONMOXEHWN 3aKoHoAaTeNbHbLIX aKTOB)
Poccuinckon ®epepaunm

|_|pI/I3HaTb yTpaTtuBlLMMn cuny:

1) depepanbHbii 3akoH OT 22 wuoHA 1998 roga N 86-®3 "O nekapctBeHHbIXx cpeactBax" (CobpaHue
3akoHogartenbcTBa Poccuiickon ®epepauun, 1998, N 26, ct. 3006);

2) ®epepanbHbIn 3akoH oT 2 aHBapd 2000 roga N 5-®3 "O BHeceHUM n3MeHeHus 1 gononHeHnin B ®efepanbHbii
3akoH "O nekapcTBeHHbIX cpeacTBax” (CobpaHue 3akoHogatenbcTBa Poccuinckon ®egepauun, 2000, N 2, cT. 126);

3) ctaTblo 40 depepanbHoro 3akoHa oT 10 aHBapsa 2003 roga N 15-d3 "O BHeCEHUM N3MEHEHMI U AOMOSTHEHUN B
HeKoTopble 3akoHoaaTenbHble akTbl Poccuiickon depepaumm B CBA3N € npuHaTMeM PepepanbHoro 3akoHa "O
NVLEH3NPOBaHUN OTAENbHBLIX BUAOB AesatensHocTn" (CobpaHne 3akoHogatenscTBa Poccuiickon ®epepauun, 2003, N
2, cT. 167);

4) ctaTbto 31 ®egepanbHoro 3akoHa oT 30 utoHa 2003 roga N 86-d3 "O BHECEHUN U3MEHEHUIN N AOMOMHEHUN B
HeKkoTopble 3akoHopaTenbHble akTbl Poccuiickon ®enepaumn, nNpuUsHaHUM  YTPATUBLLMMU  CUIY  OTAENbHbIX
3aKoHofaTenNbHbIX akToB Poccuiickonn defepaumun, NpefocTaBNeEHUM OTAENbHLIX rapaHTUA COTPYAHWKAM OpraHoB
BHYTPEHHMX [€fl, OpPraHoB MO KOHTPOM 3a OOOPOTOM HAPKOTUMYECKMX CPEACTB M MCUXOTPOMHbIX BELLECTB U
ynpasgHsieMblx doefeparbHbIX OPraHOB HAnoroBOKW NOMMUUK B CBSA3U C OCYLLECTBIIEHNEM MEP MO COBEPLLUEHCTBOBAHUIO
rocyaapcTtBeHHoro ynpaeneHus” (CobpaHne 3akoHogaTenscTBa Poccuiickon ®egepauun, 2003, N 27, cT. 2700);
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5) cratbto 101 depepanbHoro 3akoHa oT 22 aerycta 2004 roga N 122-03 "O BHeCEHMM W3MEHEHUN B
3aKoHoaaTenbHble akTbl Poccuickon ®enepauumn n NpusHaHUM yTpaTUBLLMMUK CUITY HEKOTOPbIX 3aKOHOA4ATENbHbBIX aKTOB
Poccuiickon ®epepaumm B cBA3M ¢ NpuHATUEM deaepanbHbIX 3akoHOB "O BHECEHUM U3MEHEHUA U AOMOSIHEHUN B
depepanbHbIi 3akoH "O6 06LWKMX NPMHLUMNAX opraHM3aumnn 3akoHoA4aTenbHbIX (MPEACTaBUTENbHBLIX) U UCNOMHUTENBHbIX
OpraHoB rocyJapCTBEHHOW Bractu cybbekToB Poccunckon ®Pepepaummn” n "O6 oOWMX NpUHUMNAX OpraHusauumn
MecTHoro camoynpasneHus B Poccuiickon ®epepaumn” (CobpaHue 3akoHogaTtensctBa Poccuickon depepaumm, 2004,
N 35, cT. 3607);

6) ctatblo 28 PepepanbHoro 3akoHa ot 18 gekabpsi 2006 roga N 231-©3 "O BBegeHun B OEWCTBUE YacTu
yeTBepTon [paxxgaHckoro kopekca Poccuiickon ®epepauun” (CobpaHne 3akoHogaTtenscTBa Poccuinckon ®enepaumu,
2006, N 52, cT. 5497).

Cratbsl 71. BectynneHue B cuny Hactosiwero ®eaepanbHOro 3akoHa
1. Hactosawmin ®egepanbHbin 3akoH BCTynaeT B cuny ¢ 1 ceHTs6psa 2010 roga.

2. NekapCTBEHHblE CPEACTBA, 3aperMcTpupoBaHHblE OO0 OHSI BCTYMMeHWs B cuny Hactosiwero depepanbHoro
3aKOHa, NoAsiexaT BKIOYEHNIO B rOCYAapCTBEHHbIE PEECTPbI NIEKAPCTBEHHBIX CPEACTB C BHECEHMEM YKa3aHHbIX B 4acTu
1 ctatbu 33 HacTosiwero denepanbHOro 3akoHa cBefeHW 06 3TUX NeKapCTBEHHbLIX cpefAcTBax 6e3 MpoxoxaeHus
BHOBb MpoLEeAypbl FOCyAapCTBEHHON perncTpauum nekapcTBeHHbIX NpenapaTos.

3. rOCy,D,apCTBeHHaﬂ perncrTpauna nekapCrtBeHHbIX npenapaTtoB, 3a UCKIYeHNEeM NneKapCTBEeHHbIX npenapatoB
ONs MeOWUMHCKOrO NPUMEHEHUs), NPEACTaBMEHHbIX Ha YKasaHHyl pernmcTpauuio OO0 OHS BCTYMNEHWs B CUIy
HacTosiero ®efepanbHOrO 3aKOHa, OCYLUECTBMSIETCA B COOTBETCTBMM C HacToswum PeneparnbHbiM 3aKOHOM Ha
OCHOBaHWUM LOKYMEHTOB M aHHbIX, NpeACcTaBMeHHbIX 0 AHS BCTYNNEHUS B cuny HacTosiwero deaepanbHoro 3akoHa.
(B pea. PepepanbHoro 3akoHa ot 11.10.2010 N 271-93)

3.1. TocynapcTBeHHast peructpauusa rfekapcTBEHHbIX npenapaTtoB  Ans  MEeOMLMHCKOrO  MpUMEHEHUs,
NpeLCcTaBrneHHbIX Ha rOCY4apCTBEHHYIO PEMMCTPALIMIO OO OHS BCTYNMeHMs B cuny HacTosiwero defgepansHoro 3akoHa, u
rocygapCTBEeHHas perncrpauus NekapcTBEHHbIX MpenapaToB AN MeOWMUMHCKOrO MpUMEHEHUSs, NMPeACTaBMEHHbIX Ha
3KCMEepPTM3y NEeKapCTBEHHbIX CPeACTB OO0 AHA BCTYMNeHWs B cuny Hactodwero PenepanbHOro 3akoHa B LensX UX
nocriefyowen rocygapCTBEHHOMW  perucTpauuu, OCYLWECTBMASATCS Ha OCHOBaHUMM  OOKYMEHTOB W [AaHHbIX,
npeacTaBneHHbIX A0 [OHA BCTynneHuss B cuny Hactosuwlero degepanbHOro 3akoHa, a Takke 3asBfeHus O
rocylapCTBEHHOW permcTpauun nekapCTBEHHOro npenapaTta, MpeaCTaBfeHHOro NPOU3BOAUTENEM NeKapCTBEHHbIX
npenapaTtoB WNU YMNOMHOMOYEHHBIM WM JIMLOM B COOTBETCTBUM C HacToawum ®PegepanbHbIM  3aKOHOM B
YMOSTHOMOYEHHBIN hbefepanbHbii OpraH ucnonHuTensHon Bnactu go 1 mapta 2011 roga, 6e3 TpeboBaHus ynnaThbl
rocyaapCTBEHHOW MOLUIMHbI, MPeayCMOTPEHHOW 3aKkoHoaaTenscTBoM Poccuickon ®egepaumm o Hanorax u cbopax.
(vactb 3.1 B peq. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.2. TloaTtBepxaeHWe rocygapCTBEHHOW perucTpauum nekapCcTBEHHbIX MNpenapaTtoB AN  MeAULMHCKOro
NPUMEHEHWs, NMpeacTaBNeHHbIX ANA MOATBEPXKAEHMSA rOCydapCTBEHHOW perucTpauum Ao AHS BCTYNNEHUs B cuny
HacToswero defepancHOro 3akoHa, M NOATBEPXKAEHUE rocyAapCTBEHHOW permcTpauuy nekapcTBeHHbIX npenapaToB
ONst MeQULIMHCKOTO NPUMEHEHUs], NpeACTaBMNEHHbIX HA 3KCNEPTU3Y NeKapCTBEHHbIX CPeACTB A0 AHS BCTYNNEHUS B CUNy
HacTosillero ®eaepanbHOro 3akoHa B LENAX MNocreayloLwero NoATBEPXKAEHUS MX FOCYy4ApCTBEHHOW permcrpauuu,
OCYLLECTBMAOTCA HA OCHOBaHWM JOKYMEHTOB WM [AaHHbIX, NPEeACTaBIEHHbIX A0 AHS BCTYMMEHWUS B CUMY HaCTOSLLEro
depepanbHOro 3akoHa, a Takke 3asdBMEeHUss O MOATBEPXAEHWM roCyAapCTBEHHOW perncTpauumn rnekapcTBeHHOro
npenapara, NPeACTaBfEeHHOro NPOW3BOAMTENEM JeKapCTBEHHbIX NpenapaTtoB UMW YNONHOMOYEHHbIM VMM fMUOM B
COOTBETCTBMU C HacToAwmum PegepanbHbiM 3aKOHOM B YMNOMHOMOYEHHbIV dedeparnbHbIi opraH WMCMNOSHUTENbHOW
Bnactu go 1 wmapta 2011 roga, 6e3 TpeboBaHwsi ynnaTbl rOCy4apCTBEHHOW MOLWMUHbBI, NPeayCcMOTPEHHOW
3akoHogaTenbcTBOM Poccuinckon Pegepaumm o Hanorax n cbéopax.

(vacTb 3.2 B peq. ®enepansHoro 3akoHa ot 29.11.2010 N 313-93)

3.3. lNMpuHATNE pelleHns 0 BHECEHUN U3MEHEHWNN B OOKYMEHTbI, codepXalmeca B pernctpaumMoHHOM AoCbe Ha
3apeFVICTpI/IpOBaHHbII7I J'IeKapCTBeHHbIVI npenapar Aand MeauuuHCKOro npuMeHeHuna w npencrtaBrieHHble 00 AHA
BCTyNnneHna B CUNy HacTodliero dJe,qepaanoro 3akOHa, U NpuHATHNE pelleHnAa O BHeCeHUn M3MEHEHNN B OOKYMEHThI,
cofepxalleecs B perucTpaLmMoHHOM A0Cbe Ha 3aperMcTpupoBaHHbIN NeKapCTBEHHbIN npenapaT AN MeOULUHCKOro
NPUMEHEHUA U NPEeACTaBlEHHbIE Ha 3KCMEPTU3Y NEeKapCTBEHHbLIX CPEeACTB [0 OHA BCTYMIEHWS B CUIY HacTOSLLEro
depepanbHOro 3akoHa, OCYLLECTBASITCA HA OCHOBaHUWM JOKYMEHTOB W AaHHbIX, MPeACTaBNEHHbIX OO AHSA BCTYNNEeHUs
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®epnepanbHbivt 3akoH 0T 12.04.2010 N 61-03
(pea. ot 28.12.2017) JokymeHT npepoctasneH KoHncynbtaHTtIaroc
"06 obpalueHnn nekapcTBeHHbIX cpeacTs"” lata coxpaHerus: 25.04.2018

B cuny Hactosilero ®egepanbHoro 3akoHa, a Takke 3asiBIIEHUSI O BHECEHUN M3MEHEHWUI B JOKYMEHTbI, CoAepKallmecs
B PErncTpaumoHHOM [OCbe Ha 3aperMcTpyMpoBaHHLIN FIEKAPCTBEHHbINM Mpenapart Ans MeOULUHCKOrO MPUMEHEHNS,
npeacTaBneHHOro NPOU3BOAMTENEM NEKAPCTBEHHbIX MpenapaTtoB UMM YNOMHOMOYEHHBIM UM NIMLOM B COOTBETCTBUU C
HacTosAwmMm PefeparnbHbIM 3aKOHOM B YNOSTHOMOYEHHbIN doefeparbHbid OpraH UCNOMHUTENbHOW BNactTu Ao 1 mapta
2011 roga, 6e3 TpeboBaHusA ynnaTtbl rOCy4apCTBEHHOWM MOLUMUHBI, MPeayCMOTPEHHON 3akoHoAaTenLCcTBoM Poccuiickon
depnepaumm o Hanorax u cbopax.

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

3.4. Bblgaya paspelleHu Ha npoBedeHUe KIMHUYECKMX MWCCneaoBaHWUiA NeKapCTBEHHbIX MpenapaTtoB Ans
MEOULMHCKOrO MPUMEHEHMSI MO 3asiBfIEHMSIM, NOAaHHbIM [0 AHS BCTYNMEHuUst B cuny HacTosiwero depepanbHoro
3aKoHa, a Takke No 3asiBMeHusIM, NoAaHHbIM Mocrne AHS BCTYMNMEHUs B cuny HacToswero ®efgepanbHOro 3akoHa Ha
OCHOBaHWUM 3KCMepTM3, NPOBEAEHHbIX OO0 AHS BCTYNNEHUs B cuUny HacToswero PenepanbHOro 3akoHa, OCyLLecTBNsSeTcs
B COOTBETCTBUM C HacTosilmMM PefepanbHbiM 3aKOHOM Ha OCHOBaHUWM LOKYMEHTOB W AaHHbIX, NpeacTaBneHHbIX Unm
MoflyYeHHbIX 00 [OHS BCTYMNeHus B cuny Hactosiwero PepepanbHOro 3akoHa, a TakKe Ha OCHOBaHWM KOMUW
npefBapuUTENbHOrO 4OroBopa 00s3aTeNbHOro CTPaxoBaHUs XKU3HW, 300POBbst NALMEHTOB, Yy4aCTBYOLLMX B KITMHNYECKOM
nccrnegoBaHUM NekapCTBEHHOro npenaparta Ans MeOULUHCKOro NMPUMEHEHWUsl, UM KOMuu aorosopa 06s3aTenbHOro
CTPaxoBaHWs XMN3HW, 300POBbs MALUMEHTOB, YYaCTBYHOLIMX B KIMHUYECKOM UCCNEAOBaHUM NEKAPCTBEHHOrO npenapaTta
AN MeaUUMHCKOrO NpUMeHeHUs, NMbo npeacTaBrieHHOW KONuK JoroBopa 06s3aTeNbHOro CTpaxoBaHusl, 3aKMOYEHHOro
B COOTBETCTBMM C TUMOBbLIMU MNpaBuriamm 00s3aTeNbHOr0 CTpaxoBaHWUsl, C yKasaHMEM npenerbHOW YUCIIEHHOCTU
NauMeHTOoB, y4acTBYOLMX B KITMHNYECKOM MUCCreAoBaHMM NieKapCTBEHHOro npenapaTa ans MeguMuuHCKOro npuMeHeHust,
6e3 TpeboBaHMs ynnaTbl OCYAapCTBEHHOW MOLWMHbLI, MNPefyCMOTPEHHOM 3akoHogaTenbcTBoM Poccwuiickon
denepaumm o Hanorax n cbopax.

(yactb 3.4 B pea. PegepanbHoro 3akoHa oT 29.11.2010 N 313-93)

3.5. BapernctpupoBaHHble B WHOCTPaHHOM BaniTe A0 AHA BCTYNNeHus B cuny Hactoswero degepanbHOro
3aKkoHa npefenbHble OTNYCKHbIE LieHbl MHOCTPAHHbLIX NPOU3BOAUTENEN Ha NeKapCTBEHHbIE npenaparthl, BKIOYEHHbIE B
nepeYeHb XM3HEHHO HEOOXOOUMBIX Y BaXKHENLLMX NTEKAPCTBEHHbIX NMpenapaToB, NOAexaT nepecyeTy B pyonuv no kypcy
LleHTpanbHoro 6aHka Poccunckon ®enepauum Ha gaty, ycTaHoBrneHHyto [MpaButenbctBom Poccuiickon depepaumu,
0e3 npefcTaBneHus 3asiBieHMs1 O NepecyeTe LeHbl C BHECEHMEM COOTBETCTBYHOLLMX U3MEHEHUA B FOCYAApPCTBEHHbIV
peecTp npefenbHbIX OTMYCKHbIX LIEH MPOM3BOAUTENEN Ha NEeKapCTBEHHble npernapaThl, BKMAOYEHHbIE B MNepeyYeHb
XN3HEHHO HEOBXOOUMbBIX N BaXXKHENLLUX NEKapCTBEHHbIX NpenapaTos.

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

3.6. 3apeructpupoBaHHble OO [AHS BCTYNNeHus B cwuiy HacTosiwero ®degepanbHOro 3akoHa npederibHble
OTMYCKHble LieHbl POCCUMCKMX MPOM3BOAMTENEN HA NeKapCTBEHHble MpenapaTthbl, BKMAOYEHHbIE B NEpeYeHb >KM3HEHHO
HeOoBXOAMMbBIX U BaXKHEWLUMX NeKapCTBEHHbIX npenapaTos, nognexart nHaekcauum ¢ 1 Hosbps 2010 roga ucxogsa us
NPOrHO3MPYyeMOro YpoBHS MHpNAUUK, ycTaHOBNEHHOro PepepanbHbiM 3akoHOM oT 2 aekabps 2009 roga N 308-03 "O
denepanbHom brogkeTe Ha 2010 rog n Ha nnaHoebI nepuog 2011 n 2012 rogos" Ha 2011 roa.

(yacTb 3.6 BBegeHa depepanbHbiM 3akoHoM oT 11.10.2010 N 271-03)

3.7. lMocne 1 mapta 2011 roga He pJonyckawTCA NPOU3BOACTBO U BBO3 B Poccuiickyio degepaumio
nekapCTBEHHbLIX MPenapaToB B YMakoOBKaxX C MapKMpPOBKOW, KOTopasi Oblna HaHeceHa [0 [OHSA BCTYMNEHWS B CUNy
HacTosiero denepancHoro 3akoHa. Mo MCTEYEHMM YKa3aHHOTO Cpoka [aHHble NeKapcTBEHHble MpenapaTbl MOryT
OTMyCKaTbCsl, peanun3oBbIBaTbLCS, NepefaBaThCcs U NPUMEHATLCSH 4O UCTEYEHMS UX CPOKA FOOHOCTM.

(B peqa. PepepanbHbix 3akoHOB 0T 29.11.2010 N 313-93, o1 06.12.2011 N 409-03)

4. Co gHs BCTynneHuns B cuny Hactosiwero deaepanbHoro 3akoHa u no 30 anpensa 2011 roga BKAKYUTENBHO
JornyckaeTcs MNpoOBedeHME 3KCMEPTU3bl JeKapCTBEHHbLIX CPEACTB 3KCMepTamMu  3KCMEPTHOTO  yupexaeHus [0
NPOXOXOEHUSs UMW aTTecTauum B  MOPSIAKE, YCTAHOBMEHHOM  YMOSIHOMOYEHHbIM  doedeparnbHbiM  OpraHoM
MCMNONMHUTENbHOW BNACTU.

5. Co gHsa BCcTynneHus B cuny Hactosiwero ®enepanbHoro 3akoHa u no 31 gekabps 2013 roga BKMIHOUUTENBHO
OCYLLECTBNAETCA Mepexon K MPOW3BOACTBY NEKapCTBEHHbIX CPEACTB B COOTBETCTBMM C NpaBuriamu opraHusauum
NMPOM3BOACTBA W KOHTPOMSA KayecTBa feKapCTBEHHbIX CPEeACTB, YkasaHHbIMM B 4Yactu 1 crtatbum 45 Hactoswero
®epepanbHOro 3akoHa, B nonHoM obbeme. Cpoku nepexoda NPOU3BOACTBA JEKAPCTBEHHbIX CPeAcTB K WX
NpoOM3BOACTBY B COOTBETCTBMM C KOHKPETHbIMWM TpeboBaHMSMM [AaHHbIX NpaBun, BKAKYas CpPOKW aTTectauunu
YMOSTHOMOYEHHbIX 1L, YKa3aHHbIX B YacTax 6 u 7 cratbm 45 HacToswero degepanbHOro 3akoHa, yCTaHaBnMBaKTCS
MpaButensctesoM Poccuickon denepaumn.
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®epnepanbHbivt 3akoH 0T 12.04.2010 N 61-03
(pea. ot 28.12.2017) JokymeHT npepoctasneH KoHncynbtaHTtIaroc
"06 obpalueHnn nekapcTBeHHbIX cpeacTs"” lata coxpaHerus: 25.04.2018

6. JlnyeHsmm Ha Npon3BOACTBO NEKapCTBEHHbIX CPeACTB, BblAaHHble 00 1 aHBapa 2014 roga, gencTytoT nocne 1
aHBaps 2014 roga A0 NCTeYeHMs cpoka UX AeNCTBMSA NPW YCNOBUW COOTBETCTBUSA NULEH3naTa npasunamM opraHnsauum
npon3BoAcCTBa M KOHTPONA KayeCTBa J1eKapCTBEHHbIX CpeacTB, YKa3aHHbIM B 4acTu 1 cTtatbun 45 HacTodAwero
degeparnbHOro 3akoHa.

7. dopmupoBaHMe TOCYOapCTBEHHOrO 3afaHWs Ha MpPOBEAEHWEe JKCMepTU3bl EeKapCTBEHHbIX CpPeacTs
denepanbHOMY rocyaapCTBEHHOMY BIHOPKETHOMY YUPEXAEHUIO MO NPOBESEHUNI0 SKCNEPTU3bI NIEKAapPCTBEHHbLIX CPEACTB U
uHaHcoBoe obecneyeHre BbINOMHEHMS 9TOr0 3aJaHns OCYLLECTBMSATCS B Nopsiake, ycraHoBneHHoMm PeneparnbHbiM
3akoHoMm oT 12 sHBaps 1996 roga N 7-®3 "O HekoMMepYeCcKkMx opraHusaumnax”.

(vacTb 7 BBegeHa ®enepanbHbiM 3akoHOM oT 29.11.2010 N 313-03)

Mpe3ngeHT
Poccuiickon depepanmm
O.MEOBELEB
Mocksa, Kpemnb
12 anpensa 2010 roga
N 61-03
KOHCYH bTaHTllnt0C www.consultant.ru CtpaHuua 87 u3 87
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