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Mnaea 1. OBLUME NONOXEHUA
CraTbsa 1. MpeameT perynupoBaHua HacTosiwero ®eaepanbHOro 3akoHa

1. Hactosawumn ®enepanbHbld 3aKOH perynuvpyet OTHOLLEHUS, BO3HWKalLlue B CBA3U C
obpalleHnem - pas3paboTKoW, AOKMMHMYECKMMW WUCCNeAoBaHUSIMM, KIMHUYECKUMU UCCIedoBaHUSIMU,
3KCNEepTM30W, TOCYLApCTBEHHOW perncrpauuen, co cTaHZapTusauMelm M C KOHTPOJIEM Ka4vecTsa,
NPOM3BOACTBOM, W3rOTOBIEHWEM, XpPaHEHMEM, NepeBO3KOW, BBO30M B Poccuiickyto Pepepaumio,
BbIBO30M M3 Poccunckon denepauuun, peknamon, oTNyCcKOM, peanusauuven, nepegadven, npuMeHeHuemMm,
YHUYTOXEHUEM NTEKAaPCTBEHHbIX CPELCTB.

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

2. Hactoswmn ®egepanbHbI 3aKOH YCTaHaBMBAaET NPMOPUTET rOCyAapCTBEHHOMO PErynmpoBaHuns
H6e3onacHocTy, kavecTBa 1 3 PEKTUBHOCTU NEKaPCTBEHHbLIX CPeACTB Npu Nx obpaLleHuu.
(B pea. PenepanbHoro 3akoHa ot 25.06.2012 N 93-03)

Cratbs 2. Cchepa npumeHeHusi HacToswero denepanbLHOro 3aKkoHa

HacTtoawun degepanbHblii 3aKOH MPUMEHSIETCA K OTHOLLUEHWUSIM, BO3HUKaOWMM Mpu obpalleHun
nekapcTBEHHbIX CpeacTB Ha Tepputopun Poccunckon ®egepaumn.

CraTbs 3. 3akoHogaTenbLCTBO 06 OOpalleHUU NeKapCTBEHHbIX CPEeACTB
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1. 3akoHopaTenbCcTBO 06 oOOpalleHMM JeKapCTBEHHbIX CPEACTB COCTOMT W3 HACTOSALEro
depepanbHOro 3akoHa, ApyrMx denepanbHbIX 3aKOHOB M MHBIX HOPMAaTUBHBLIX MPAaBOBbLIX aKTOB
Poccuickon degepaumm.

1.1. 3akoHogaTenbcTBO 06 OobpalleHnn NekapCTBEHHbIX CPeACTB B OTHOLUEHMU IOPUOUYECKUX NnL
W MHOMBMAOYaNbHbIX  NpeanpuHMMartenen, OCYLWEeCTBNALWMX OeATenbHOCTb Ha  Tepputopuun
MEXAYHApPOAHOro MeOULMHCKOro Knacrepa, NpUMEHsIeTCa C Yy4eTOM OCOOEHHOCTEMN, YCTaHOBMEHHbIX
depepanbHbiM  3akoHOM "O  MeXayHapOAHOM MEeOULMWHCKOM KrnacTepe WM BHECEHUW W3MEHEHMN B
OTAenbHble 3akoHoAaTenNbHble akTbl Poccuiickon ®enepaunn'.
(4acTb 1.1 BBegeHa deagepanbHbiM 3akoHOM OT 29.06.2015 N 160-93)

2. [OewnctBue Hactodwero PegepanbHOro 3akoHa pacnpocTpaHseTcs Ha  obpalleHune
HapKOTMYECKNX JEeKApCTBEHHbIX CPEACTB M MCUXOTPOMHbIX NEeKapCTBEHHbIX CPeACcTB C  y4eToM
ocobeHHOCTeN, YCTaHOBMEHHbLIX 3akoHoaaTensCcTBOM Poccuiickon ®degepaumm O HapPKOTUYECKUX
cpeacTBax, NCUXOTPONMHbIX BeLLecTBax U 06 nx npekypcopax.

3. [HewictBne Hactoswero ®PegepanbHOro 3akoHa pacnpocTpaHseTcd Ha obpalleHue
pagmodapMaueBTUHECKMX NEeKapCTBEHHbIX CpeacTB € y4eToOM OCOOEHHOCTEW, YCTaHOBMEHHbIX
3akoHogartenbctBoM Poccuiickon ®egepauun B obnactm obecneyeHms pagnaunoHHon 6esonacHoCTu.

4. Ecnn mexgyHapogHbiM gorosopom Poccunckon denepaumm yCTaHOBMEHbI UHbIE MpaBunia, Yem
Te, KOTOpble npeaycMoTpeHbl Hactoswmm degepanbHbIM - 3aKOHOM, MNPUMEHSAIOTCA  MpaBuna
MeXOYyHapOA4HOro A0roBopa.

4.1. PeweHna MeXrocygapCTBEHHbIX OpraHoB, TMPUHATbIE Ha OCHOBAHMU  MOSOXEHWN
MexayHapoaHblx gorosopoB Poccunckon ®depepauum B MX  UCTOMKOBaHUW, MNpOTMBOpeYallem
KoHctutyuun Poccunckon Pepepaummn, He noanexaT ucnonHeHuto B Poccuickon ®epepaunn. Takoe
npoTuBopeyne MoxeT BblTb YCTAaHOBNEHO B NOpsiAke, onpeaeneHHoM dedepanbHbIM KOHCTUTYLMOHHbIM
3aKOHOM.

(vacTb 4.1 BBegeHa PepepanbHbiM 3akoHoM oT 08.12.2020 N 429-93)

5. B Poccuickon degepauum B COOTBETCTBUM C MeXAyHapodHbIMW goroBopamu Poccuickon
degepaumm M (UNKM) Ha OCHOBE MpPUHUMMNA B3aMMHOCTU MPU3HAKOTCA pe3ynbTaTbhl  KIMHUYECKUX
uccnegoBaHM  NeKapCTBEHHbIX MpenapaTtoB  Ans  MeOUUUHCKOTO NPUMEHEHWs, MNpPOBedEHHbIX 3a
npegenamu Tepputopun Poccuinckon degepaumn.

CTtaTtbAl 4. OCHOBHbIE NOHATUSA, UCNONb3yeMble B HacTosileM PeaepanbHOM 3aKOHe
[nsa uenen HacToswlero GenepanbHOro 3akoHa UCMONb3YTCA CreayoLne OCHOBHbIE MOHATUS:

1) nekapcTBEHHble CPeACTBa - BeLllecTBa MM WX KOMOMHAUUW, BCTynawliMe B KOHTaKT C
OpraHu3MoOM YenoBeKa WM KMBOTHOTO, MPOHUKAOLWME B OpraHbl, TKAHW OpraHuama YenoBeka Wnu
XXMBOTHOIO, MNPUMEHsieMble ANsi NPOUNaKTUKN, OMArHOCTUKM (32 MWCKIHYEHUEM BELLECTB UM UX
KOMOMHaUMIA, HE KOHTaKTUPYIOLMX C OPraHM3MOM YerioBeKka WIu XXMBOTHOrO), rnedveHusi 3abonesBaHus,
peabunuTaumu, Ans coXpaHeHusl, NpefoTBPaLLEeHNs UK NpepbiBaHUs 6€peMEeHHOCTU U NOMyYeHHble U3
KPOBMU, Nfa3mbl KPOBU, U3 OPraHOB, TKaHEW OpraHn3Ma YenoBeKa WIn XXUBOTHOTO, pacTEHUA, MUHEPaNoB
MeTogaMy CUHTE3a WUINU C MPUMEHEHMEM OGuonornyeckux TexHonoruin. K nekapcTBeHHbIM cCpeacTBam
OoTHOCATCA hapMaLeBTUYECKNE CyOCTaHLUN U NEKaPCTBEHHbIE Npenaparbi;

2) dapmaueBTMYECKas CybCTaHUMSA - NeKapCTBEHHOEe CpeacTBO B BWAE OOHOrO UMM HECKOMbKMX
obnapgaowux hapmMakonormyeckon akTMBHOCTbIO AEWCTBYIOLIMX BELLECTB BHE 3aBUCUMOCTU OT Npupoapl
NPOUCXOXAEHWUs!, KOTOPOE MpefHasHa4YeHo AN NPOU3BOACTBA, W3rOTOBMEHMSA  NEKApCTBEHHbIX
npenapaToB 1 onpegenseTt nx adEeKTUBHOCTb;

(n. 2 B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-903)

3) BCnomoraTeribHble BellecTBa - BellecTBa HeopraHmn4yeckoro nnn opraHu4yeckoro
NPOUCXOXKOEHUA, NCNOJIb3yeMble B npouecce npon3BoacTea, N3roToBJ1€EHNA JNEKapPCTBEHHbLIX NpenapaTtoB
ana npungaHna mm HeobxoaMMbIX CbVI3VIKO-XI/IMI/I‘-IeCKI/IX CBOWCTB;

4) nekapcTBeHHble npenapaTtbl - JeKapCTBEHHble CpeacTBa B BUAE JEKAPCTBEHHbLIX hopM,
npuMeHsieMble [AONns  MPOMUIAKTMKM, OMArHOCTUKW, JeyYeHus 3aboneBaHusi, peabunuTauuu, Aans
COXpaHeHusi, NpedoTBpaLLeHUs Unv NpepbiBaHns GepeMeHHOCTY;

5) nekapctBeHHas hopma - COCTOsiHME NeKapCTBEHHOrO npenaparta, COOTBETCTBYloLLee crocobam
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€ro BBeeHUs 1 NpuMeHeHus u obecneyrBatolLiee AOCTUXEHNE HeobXoamMMoro neyebHoro agdekTa;

5.1) mo3upoBka - cogepxaHve O4HOrO UM HECKOMbKMX OEACTBYHOLLMX BELLECTB B KONMYECTBEHHOM
BbIp@XXEHUN Ha efuHUUYy [03bl, UM efuHuly obbema, Unu eavHuLy Maccbl B COOTBETCTBMM C
nekapctBeHHon dopmon nnbo AN HEKOTOPbIX BWAOB  NEKapCTBEHHbIX (POPM  KONMMYEeCTBO
BbICBODOXAaeMOro 13 nekapcTBEHHON hopMbl AEUCTBYIOLLErO BELLECTBA 3a eANHULLY BPEMEHM;

(n. 5.1 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

6) nepeyeHb >KUIHEHHO HEeOOXOOUMBIX W BaXHEWLWUX NeKapCTBEHHbIX npenapatoB -
yTBepxaaembln [paButenbctBoM Poccuiickon denepaumm nepeveHb NekapcTBEHHbLIX nNpenapaToB And
MEeOULMHCKOTO NpUMEHEHMWs, 06ecneynBaoLLMX NPUOPUTETHBIE MOTPEOHOCTH 30pPaBOOXPaHEHNS B LIENAX
NpoduUNakTMKN 1 nedyeHns 3aboneBaHun, B TOM Ymcre npeobnagarolmx B CTPyKType 3aboneBaemMocTu B
Poccuinckon degepauunu;

(B pea. PenepanbHoro 3akoHa ot 13.07.2020 N 206-d3)

6.1) opchbaHHble nekapCTBEHHblE MNpenapaTbl - NeKapCTBEHHble MnpenapaTbl, NpeAHasHadYeHHble
UCKIMIOYUTENBHO ANst OWArHOCTUKM WM MaTOreHETUYECKOro IeYeHUs (nedeHusl, HanpaBfiEHHOro Ha
MexaHn3M pa3BuTus 3abonesaHus) peakmx (opdaHHbIX) 3aboneBaHni;

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

6.2) Ouonorvyeckme neKkapCcTBEHHbIE MpenapaTtbl - NeKapCTBEHHbIE MNpenapatbl, OeCcTByloLlee
BELLECTBO KOTOPbIX NPOU3BEAEHO MMM BblAENEHO 13 BUONOrnMYyeckoro MCTOYHMKA U Ans onpeaeneHunst
CBOWCTB 1 Ka4yecTBa KOTOpbIX HeoOXxoanuma KomOMHaumsa 6Uonorniyeckmx N pusmKko-XxMMmMYecknx MeToaoB.
K ©uonorvdyecknm nekapcTBEHHbIM Mpernapatam OTHOCATCA MMMYHOOMONOrmvyeckme rnekapcTBEHHbIE
npenapaTbl, NEKAapCTBEHHbIE Npenapartbl, NOJTyYeHHbIE U3 KPOBM, NITa3Mbl KPOBM YENOBEKA U XKMBOTHbIX
(3@ wnckno4eHnem LenbHomn KpoBw), OMOTEeXHONMOrM4YeckMe  fiekapcTBEHHblIE  Mpenaparthbl,
reHoTepaneBTUYECKNE NIEKAapPCTBEHHbIE Npenaparbl;

(n. 6.2 BBegeH ®epepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

7) uMMmyHOBMOMOrMyeckue rneKkapcTBEHHble MnpenapaTbl - EeKapCTBEHHble npenaparbl,
npegHasHayeHHble Ans OpMUPOBaHMS aKTUBHOIMO MM MACCUBHOMO WUMMYHUTETA NGO OUArHOCTUKM
HaNUuMss  UMMyHUTETA WM OUArHOCTUKM  Cneuuduyeckoro  NpuoBpeTEHHOro  U3MEHEHUs
WMMYHOJIOTMYECKOTO  OTBETA Ha  anneprusvpylowme  BewectBa. K MMMyHoGuonormdeckum
nekapcTBeHHbIM npenapartam OTHOCATCSA BaKLWHBbI, aHaTOKCWHbI,  TOKCUHBI, CbIBOPOTKM,
UMMYHOTNOOYNMHBI N annepreHsl;

(n. 7 B pen. ®egepanbHoro 3akoHa oT 22.12.2014 N 429-93)

7.1) OuoTexHororMdeckne neKkapCcTBEHHble npenapatbl - MeKapCTBEHHble npenaparhbl,
NPOM3BOACTBO KOTOPbIX OCYLECTBMASAETCA C MWCNOMNb30BaHMEM OWMOTEXHOMOMMYECKNX MpoLEeccoB U
meTogoB (B ToMm uucrne [HK-pekoMBMHAHTHOW TEXHOMOrMU, TEXHOMOMMN KOHTPONMPYEMOWN 3KCMpeccuu
reHoB, Kogupywwmx 6uonornyeckn akTMBHble Oenkum B MpokapuoTax W 3ykapuoTtax, BKM4vas
N3MeHeHHbIe KNeTKN MreKkonuTarLmx), rmépmaoMHOro MeToa u MeTofa MOHOKIOHaMbHbIX aHTUTET;

(n. 7.1 BBegeH depeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

7.2) reHoTepaneBTMYECKME NeKapCTBEHHble nMpenapaTtbl - NeKapCTBEHHble npenaparhl,
apmaueBTMyeckaa CyOCTaHUMSA KOTOPbIX SIBMSIETCA PEKOMOWHAHTHOW HYKNEMHOBOW KUCITOTOM Wnu
BKItoYaeT B cebs  pEeKOMOWHAHTHYH  HYKITEMHOBYIO  KMCMOTY, MO3BONSAIOLIYI0  OCYLIECTBNATb
perynupoBaHue, penapauuio, 3aMeHy, gobasneHve unu yganeHve reHeTM4ecKon nocneaoBaTenbHOCTY;
(n. 7.2 BBegeH depepanbHbiM 3akoHOM OT 22.12.2014 N 429-$3)

8) HapkoTuyeckue nekapcTBeHHble CPeACcTBa - NeKkapcTBEHHble npenapaTbl U dhapmMaLeBTuyeckue
cybcTaHuun, coaepxalimMe HapKOTMYECKUME CpeAcTBa U BKIOYEHHble B [lepeyveHb HapKOTUYECKMX
CcpeacTB, MNCUXOTPOMHLIX BELWEeCcTB M MX NPEeKypcopoB, noanexalwmx KoHTpono B Poccunckon
depepaumm, B COOTBETCTBMM C 3akoHodatenbcTBoM Poccuiickon Pepepauun, MexgyHapogHbIMU
porosopamu Poccuiickon ®epepauun, B TOM ynucne EQMHONM KOHBEHUMEN O HAPKOTMYECKMX CpeacTBax
1961 roga;

9) NCUXOTPOMHbLIE NeKapCTBEHHbIE CPEACTBA - FIEKAPCTBEHHbIE NMpenapaTbl U hapmaueBTUYECKNE
cybcTaHuun, coaepxalimMe MNCUXOTPOMHble BeLLeCTBa M BKIOYEHHble B [lepeyvyeHb HapKOTUYECKMX
CpencTB, MNCUXOTPOMHbLIX BELWECTB M WX MPEKypcopoB, MNOANEXalmMx KOHTpono B Poccuiickon
depepaumm, B COOTBETCTBUMM C 3akoHodaTenbcTBoM Poccuiickon ®depepaunn, MexayHapoAHbIMU
porosopamu Poccuiickon deagepaumm, B ToM ymcne KoHBeHLMeN 0 NCUXOTPOnHbIX BewecTBax 1971 roaa;

10) paguodhapmaleBTUYECKME NEKAPCTBEHHbLIE CPeACTBA - JIEKAPCTBEHHbIE CpeacTBa, KOTopble


consultantplus://offline/ref=2DB6446CD9D2C51844FE34C4DBA6D683173900E8962FFEE2FB23567430F68DC0F4E4DB97F9DFDDF641F2B514BC145B07F94E0AAF6DC2D4F6gELEH
consultantplus://offline/ref=2DB6446CD9D2C51844FE34C4DBA6D683173805E8912DFEE2FB23567430F68DC0F4E4DB97F9DFDDF64BF2B514BC145B07F94E0AAF6DC2D4F6gELEH
consultantplus://offline/ref=2DB6446CD9D2C51844FE34C4DBA6D683103C04EA9220FEE2FB23567430F68DC0F4E4DB97F9DFD9F141F2B514BC145B07F94E0AAF6DC2D4F6gELEH
consultantplus://offline/ref=2DB6446CD9D2C51844FE34C4DBA6D683173900E8962FFEE2FB23567430F68DC0F4E4DB97F9DFDDF647F2B514BC145B07F94E0AAF6DC2D4F6gELEH
consultantplus://offline/ref=2DB6446CD9D2C51844FE34C4DBA6D683173900E8962FFEE2FB23567430F68DC0F4E4DB97F9DFDDF645F2B514BC145B07F94E0AAF6DC2D4F6gELEH
consultantplus://offline/ref=2DB6446CD9D2C51844FE34C4DBA6D683173900E8962FFEE2FB23567430F68DC0F4E4DB97F9DFDDF64AF2B514BC145B07F94E0AAF6DC2D4F6gELEH
consultantplus://offline/ref=2DB6446CD9D2C51844FE34C4DBA6D683173900E8962FFEE2FB23567430F68DC0F4E4DB97F9DFDDF542F2B514BC145B07F94E0AAF6DC2D4F6gELEH
consultantplus://offline/ref=2DB6446CD9D2C51844FE34C4DBA6D683173900E8962FFEE2FB23567430F68DC0F4E4DB97F9DFDDF540F2B514BC145B07F94E0AAF6DC2D4F6gELEH
consultantplus://offline/ref=2DB6446CD9D2C51844FE34C4DBA6D683103C0BEE9F20FEE2FB23567430F68DC0F4E4DB97F9DFDDF74BF2B514BC145B07F94E0AAF6DC2D4F6gELEH
consultantplus://offline/ref=2DB6446CD9D2C51844FE34C4DBA6D683153E07EE9521FEE2FB23567430F68DC0E6E4839BFBDFC3F642E7E345FAg4L3H
consultantplus://offline/ref=2DB6446CD9D2C51844FE34C4DBA6D683153F03E89E28FEE2FB23567430F68DC0E6E4839BFBDFC3F642E7E345FAg4L3H

cogepxat B roTOBOW AN MCMOMb30BaHWA opMe OAUH PaAMOHYKNNA UMM HECKOMbKO PagvOHYKNMOO0B
(paanoakTUBHbLIX M30TOMOB);

10.1) opurMHanbHbIA JIEKAapCTBEHHLIM nNpenapaT - JIEeKApPCTBEHHbLIM npenapaT C  HOBbIM
OEVNCTBYIOLLMM BELLECTBOM, KOTOPbLIM NepBbiM 3apernctpuposaH B Poccuiickon depepaumm vnu B
WHOCTPaHHbIX roCyAapcTBax Ha OCHOBAHWUM pe3ynbTaToB AOKIUHUYECKUX NCCNEeAO0BaHUN NeKkapCTBEHHbIX
CPeACTB U KITMHUYECKMX UCCNEeaOBaHMIN fNEKapCTBEHHbIX NpenapaToB, NOATBEPXKAAKOLNX ero KayecTBo,
appekTMBHOCTL M 6e30MacHOCTb;

(n. 10.1 BBegeH PenepanbHbiM 3akoHOM OT 27.12.2019 N 475-03)

11) pedbepeHTHbIV NEeKapCTBEHHbIN NpenaparT - NIeKapCTBEHHbI Npenapar, KOTOPbIN UCMNonb3yeTcs
ANsi OUEHKN BGUO3KBUBANEHTHOCTU UNWN TEpaNeBTUYECKON IKBMBANIEHTHOCTU, KayecTBa, 3 eKTUBHOCTH
n 6e3onacHOCTX BOCNPOU3BEAEHHOIO NeKapCTBEHHOrO npenaparta unu éuoaHanorosoro (6uonogobHoro)
nekapcTBeHHOro npenapara (buoaHanora). B kavyectse pedepeHTHOro nekapcTBeHHOro npenapara ang
MEOULMHCKOTO MPUMEHEHMS WCMNOMb3yeTCs OpUrMHanbHbIA NEKapCTBEHHbIM npenapat nvbo, ecnu
OpurMHanbHLIM NEKapCTBEHHbIN MpenapaTt He 3aperucTtpMpoBaH WnM He Haxoautcs B obopoTe B
Poccuiickon ®epepaumm n He HaxoauTcs B 060poTe B MHOCTPaHHbIX rOCyAapCTBax, BOCNPOU3BEOEHHbIN
nekapcTBeHHbIN npenapaT unun bnoaHanorosbin (6brionogobHLIN) NekapcTBeHHbIVM Npenapat (brnoaHaror),
KOTOPbIN MepBbIM 3aperucTpupoBaH M3 4yucna Haxogsawwmxcsa B obopote B Poccuiickon depepauun,
OMO3KBMBANEHTHOCTb WIM  TepaneBTMYEecKas 9SKBMBANIEHTHOCTb, Ka4yecTBO, 3EKTMBHOCTL MU
©e3onacHOCTb KOTOPOro OLEHMBANUCh MO OTHOLLIEHWUIO K OPUrMHANbHOMY JIeKapCTBEHHOMY Mpenapary, a
Takke KayecTtBo, 3(pdeKTMBHOCTb U 0e30macHOCTb KOTOPOro MNoATBEpXAalTca pesynbTaTamu
dhapmakoHaz30opa M NPOBEPOK COOTBETCTBUSA JIEKAPCTBEHHBIX CPEACTB, HaXOASALUMXCHA B rpaxgaHCKOM
obopoTe, ycTaHOBMEHHbIM TpeboBaHWsAM K ux kavecTBy. B kayecTBe pedepeHTHOro nexkapcTtBeHHOro
npenapata pAns BETEPVHAPHOro MNPUMEHEHUS UCNOMNb3yeTCA NEeKapCTBEHHbIM npenapar Ans
BETEPMHAPHOrO MNPUMEHEHUsI, 3aperucTpupoBaHHbli B Poccuiickor depepauum Ha OCHOBaHUM
pe3ynbTaToB AOKIUMHUYECKMX WUCCMEeAOBaHUN MNeKapCTBEHHbIX CPEACTB W KIMHWYECKMX WCCRefoBaHUn
nekapCTBeHHbIX NpenapaToB, NOATBEPXKAAIOLNX €ro KayecTBo, A(PpPEKTMBHOCTL M 6€30NacHOCTb;
(n. 11 B pea. PenepanbHoro 3akoHa ot 27.12.2019 N 475-93)

12) BoCNpomM3BeAEeHHbIN NNEKapCTBEHHBIN Npenapar - IeKapCTBEHHbIN Npenapart A8 MegULMHCKOro
NPUMEHeHWsi, KOTOPbIN WUMeEeT SKBUBANEHTHbIN pedepeHTHOMY NeKkapCTBEHHOMY npenapaTty
Ka4yeCTBEHHbIN COCTaB W KOMWYECTBEHHbIA COCTaB [AEWCTBYIOLLMX BeELLECTB B 3KBUBANEHTHOW
nekapcTBeHHON opme, NMBO nekapcTBEHHbIM mpenapaT ANs BeTEepPUMHAPHOro MPUMEHEHUS, KOTOPbIV
UMeeT TakMe Xe, 4YTO W pedepeHTHbI neKkapCcTBeHHbIN npenapaTt, KavyeCcTBeHHbIM CcocTaB U
KONIMYECTBEHHbLIN  COCTaB  [OEUCTBYIOLWMX BewecTB B TakoW Xe  fekapCTBeHHOW  popwme,
OMO9KBMBANEHTHOCTb MMM TepaneBTMYecKass 9KBMBANEHTHOCTb  KOTOPbIX  COOTBETCTBYOLLEMY
pedepeHTHOMY nekapcTBEHHOMY npenapaTy nogTBepXAeHa COOTBETCTBYIOLLMMN UCCNeaoBaHNAMY;

(n. 12 B pen. ®egepanbHoro 3akoHa oT 27.12.2019 N 475-93)

12.1) TepaneBTUYeCKas SKBMBANEHTHOCTb NEeKapCTBEHHbIX NpenapaToB - AOCTUXEHUE KITMHUYECKU
COMOCTaBUMbIX TepaneBTUYeckoro adpdekta u nokasaTtenen apdekTmBHocTM M Be3onacHoCcTM npwm
NPUMEHEHNN JleKapCTBEHHbIX MpenapaTtoB Ans  MeOUUMHCKOrO MNPUMEHEHUS, WMEeLWMX OOHO
MEXAyHapOAHOEe HemnaTeHTOBaHHOE (MM  XMMWYECKOoe, WNW  FPynnUPOBOYHOE) HaMMEHOBaHWe, B
93KBMBANEHTHbIX A03MPOBKax MO OAHMM W TeM Xe MOKas3aHUsM K MPUMEHEHUIO U NpU OOUHAKOBOM
cnocobe BBeAEHWSI Y OOHOM U TOW e rpynnbl 6OMbHbIX;

(n. 12.1 B pea. ®epepanbHoro 3akoHa ot 27.12.2019 N 475-03)

12.2) 6uoaHanoroBblii (6rnonogobHLIN) NekapcTBEHHbIV nNpenapat (buoaHanor) - Guonormyeckui
NEKapCTBEHHbIA MpernapaT, CXOXWMA Mo napameTpaM kKadecTBa, 3heKTUBHOCTM M Ge3onacHoCTn C
pedepeHTHbIM BrONOrMYecknM NekapcTBEHHbIM MpenapaTtoM B TaKOM Xe feKkapCTBEHHOM dopme K
MMELLNA UOAEHTUYHbIA cnocob BBeAEHUS
(n. 12.2 BBegeH PepepanbHbiM 3akOoHOM OT 22.12.2014 N 429-93)

12.3) B3anmo3aMeHsIEMbIV NIEKAPCTBEHHbIN Npenapart - NeKapCTBEHHbIN Mpenapart ¢ AOoKa3aHHOMN
TepaneBTUYECKON SKBMBANEHTHOCTbIO UMM OUO3KBUBANEHTHOCTbD B OTHOLWIEHMU pedepeHTHOoro
nekapcTBEHHOro npenapara, UMetoLLMIA 3KBMBANEHTHbIE eMYy KayeCTBEHHbIA COCTaB U KOMNMUYECTBEHHbIN
COCTaB [JEeNCTBYIOLLMX BELLECTB, COCTaB BCMOMOraTerlbHbIX BELLECTB, JIEKAPCTBEHHYO hOpMYy M cnocob
BBEAEHMS;

(n. 12.3 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

12.4) OWOSKBMBANEHTHOCTb JIEKApCTBEHHbIX TMpenapaToB - [OOCTWKEHWE  COMOCTaBMMbIX
nokasaTerieil CKOPOCTU BcacblBaHUSA, CTeneHu NOCTYNNeHUss K MecTy OeWCTBUA U CKOPOCTU BbiBedeHus
O[HOro MNM HECKONMbKUX obnadatowmx hapmMakonormyecko akTMBHOCTbIO OeMCTBYIOLIMX BeLLecTB Mnpu
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NPUMEHEHNN FEKapCTBEHHbIX MpenapaToB Ans  MEOWULMHCKOrO MPUMEHEHUS, MMEKLWUX OoaHO
MeXAyHapOAHOEe HenaTeHTOBaHHoe (MMM XMMUYEecKoe, WnvM  rpyrnnuMpoBOYHOE) HaWMEHOBaHwe, B
SKBMBANEHTHbIX JO3MPOBKaX 1 NpU OAMHAKOBOM crniocobe BBeEAEHUS;

(n. 12.4 BBegeH PenepanbHbiM 3akoHOM OT 27.12.2019 N 475-93)

13) JNIeKapCTBEHHOE pPaCTUTEJIbHOE CbIpbE - CBEXWME WUJTN BbICYyLlEeHHblIe pacTeHus nmbo mx 4acTu,
ncnonb3dyemble AOnA NPoOuU3BOACTBaA JEKapCTBEHHbIX CpeacTB opraHusaunamMumn - npomssogutTenamum
NeKapCTBEHHbIX CpeacTB UMMM U3roToBNIEHUNA JNEKAPCTBEHHbIX MpenapaTtoB anTe4YHbIMU OopraHn3auunamu,
BE€TEepMHAPHbIMM anTe4YHbIMMN OpraHnsaunamun, nHomsuayarnbHbIMU nNpeanpuHnMmartenamm, mMmeroummMmin
JNTIMUEH3UK Ha q)apmaueBqueCKy}o OEATEeJIbHOCTDb;

14) nekapcCTBEHHLI pacTUTENbHbIN Mpenapart - NEeKapCTBEHHbIA NpenapaT, NPOM3BEAEHHbIA UK
W3roTOBIIEHHbIN N3 OAHOrO BUAA NEKapCTBEHHOMO PaCTUTENBHOMO ChiPbSl MMM HECKOIbKUX BMAOB TaKoOro
Cbipbsl M peanu3yeMblii B pacacoBaHHOM Buae BO BTOPUYHON (MOTPEOUTENBCKON) YNAKOBKE;

15) romeonaTuyeckuii NeKkapCTBEHHbIN MpenapaT - fNeKkapcTBEHHbIM npenapaT, Npou3BefeHHbIN
WU W3roTOBMEHHBLIN U3 hapmaueBTnyeckon cybcTaHuMm wunn apmaueBTUYECKNX CyOCTaHUMA B
cooTBeTCTBMM C TpeboBaHMAMM 0BLLMX (PapMakoMenHbIX CTaTel K roMeonaTUYeckMM NeKapCTBEHHbLIM
npenapatam WM B COOTBETCTBMM C TpeboBaHMAMU hapMakonen CcTpaHbl MpPOM3BOAUTENS TaKOro
rnekapCTBEHHOrO npenapara;
(n. 15 B pea. PepepanbHoro 3akoHa oT 22.12.2014 N 429-93)

16) MexgyHapogHoe  HenaTeHTOBaHHOE  HauMEHOBaHMe  feKkapCTBEHHOro  cpeactea -
HavMeHOBaHWe [OeWCTBYIOLLEro BelwecTBa dapMaueBTU4eckon CcybcTaHumMn, pekoMeHOOBaHHOe
BcemupHon opraHmsaumein 3gpaBooXpaHeHNs;

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

17) TOproBoe HaMMEHOBAHWE fEKapCTBEHHOrO CpeacTBa - HAUMEHOBAaHWE IeKapCTBEHHOro
cpefcTBa, MPUCBOEHHOE ero paspaboTyMkoM, JepxaTtenem unu BragenbLeM perncTpaumoHHOro
YOOCTOBEPEHMS NeKapCTBEHHOTO Npenapara;

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

17.1) rpynnMpoBOYHOE HaUMEHOBaHWE MNeKapCTBEHHOro npenapata - HavMeHOBaHue
neKkapCTBEHHOro npenapaTa, He MMeLWero MeXxayHapogHOro HemaTeHTOBaHHOrO HanMMeHOBaHUSA, UNnn
KOMOMHaUMM NeKapCTBEHHbIX MpenapaToB, WUCMofib3yeMoe B Lensax obbedunHeHus Wx B rpynny nog
€0MHbIM HanMeHOBaHMEM NCX04s U3 OOAMHAKOBOro COCTaBa AeNCTBYIOLNX BELLECTB;

(n. 17.1 BBegeH PepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

18) obwas papmakoneriHasa cTaTtbsl - AOKYMEHT, YTBEPXKOEHHbIN YNONHOMOYEHHbIM dhegepanbHbiM
OpraHoM WCMOMHUTENBLHOW BNacTu U CoAepXalluii nepeyeHb MokasaTenen kadectsa U (Mnu) MeToaoB
KOHTPONSI KayecTBa KOHKPETHOW I1eKapCTBEHHOW (POPMbl, NEKAPCTBEHHOrO PaCTUTENBHOIO CbIpbs,
onucaHna BG1onorn4yecknx, BUOXMMUYECKMX, MUKPOBMONOrNYECKUX, (U3UKO-XUMUYECKUX, (DU3NYECKMX,
XMMUYECKUX W ApYrMx MeTodOoB aHanusa fekapCcTBEHHOro cpefacTBa, a Takke TpeboBaHusA K
ucrnonb3yemMbiM B LENAX NpoBedeHWs [aHHOro aHanu3a peakTuBaMm, TUTPOBaHHbLIM pacTBopam,
WHOMKaTopawm;

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

19) cbapmakoneriHad cTaTbsl - [OOKYMEHT, YTBEPXOEHHbIA YMNOMHOMOYEHHbIM denepanbHbIM
OpraHoM WCMOMHUTENBHOW BracTM U COAepXallMi nepeyveHb nokasaternen kavectsa M MeTOOOB
KOHTPONS KayecTBa NekapCTBEHHOro CpeacTBa;

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

19.1) craHgapTHble 06pasLbl - BeLecTBa, NOCPEACTBOM CPaBHEHUS C KOTOPbIMW OCYLLECTBIISETCS
KOHTPOSb KayecTBa WCCreayeMbiX JEKapCTBEHHLIX CPEACTB C MOMOLLBb  (PUINKO-XUMUYECKMX W
OvonorMyecknx MeTofoB B LENAX NOATBEPXKOEHNS] COOTBETCTBUSA NIEKAPCTBEHHbBIX CPEeACTB TpeboBaHMSAM
HOPMAaTUBHOWN AOKYMEHTaLMKN, YCTaHOBMEHHLIM MPU OCYLLECTBIIEHMM FOCYOAPCTBEHHON perncrpauun, u
KOTOpble MPUMEHSIIOTCA AOfs KanubpoBKM CcTaHAApTHbIX 00pasuoB MPOU3BOAUTENS JeKapCTBEHHbIX
CpeacTB, UCMomnb3yemblX ANs KOHTPOMNS KavyecTBa W MHbIX Lernen npu obpalieHny nekapCTBEHHbIX
CpPEeAcCTB;

(n. 19.1 BBegeH ®enepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

19.2) bapmakonenHbIl CTaHOapTHbIA O0pasey - cTaHAapTHbI obpasel, NPoOU3BEAEHHbIN B
COOTBETCTBUK C hapMaKonenHom CTaTben;
(n. 19.2 BBegeH PenepanbHbiM 3aKkoHOM OT 22.12.2014 N 429-93)
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20) HopmaTvBHasi [OOKYMEHTauusi - [OKYMEHT, colepxaluii nepedyeHb ornpeaensembix Mo
pesyrnbTaTaM COOTBETCTBYIOLUMX 3KCMEpTVU3 MokasaTesniell kayecTBa JIeKapCTBEHHOrO cCpeacTeBa Ans
MEAMLMHCKOro NPUMEHEHUSI, METOA0B KOHTPOSIS €ro KaYecTBa W YCTaHOBIEHHbI €ro MPOV3BOAUTENEM;

21) HopMaTUBHbIN AOKYMEHT - JOKYMEHT, COAepXallnii nepeveHb onpegensemblx No pesynbratam
COOTBETCTBYIOLLUMX 3KCMEpTM3 MokasaTenem kadectBa W (UnM) METOAOB KOHTPONSA KadecTBa
neKkapcTBEHHOW OPMbI, OnNUcaHUss BMONOrMyYeckux, BGUOXMMUYECKNX, MUKPOOMONOrMYecknx, U3nKo-
XUMUYECKUX, (PU3NYECKNX, XUMUYECKMX W OPYrMxX METOOOB aHanmsa IeKapCTBEHHbIX CPeacTB Ansd
BETEPMHAPHOro NpuUMeHeHusi, TpeboBaHMA K UCNONb3yeMbiM B LEensx npoBefeHUs OaHHOro aHanusa
peakTMBaMm, TUTPOBAHHbLIM pacTBOpaM, MHAMKATOPaM U YCTaHOBIEHHbLI €ro NpoM3BOAUTENEM;

21.1) oOWNA TEXHUYECKUA OOKYMEHT - KOMMIEKT OOKYMEHTOB WM MaTepuanoB, COCTOSILUUA M3
HECKOMbKMX pasgenos - [OOKyMeHTauuu aAMUHUCTPATUBHOIO  XapakTtepa, XUMUYECKON,
dapmaueBTyeckon ©n BMonornyeckom AoKymeHTauun, apmMakonormdeckom, TOKCUKONOrMYeCcKomn
OOKYMEHTauun, KNMHUYECKON AOKYMeHTauuMu U npeacTaBnseMblii OOHOBPEMEHHO C 3asBMeHMEM O
rocyaapCTBEHHOW perucTpauuMmM nekapCTBEHHOro npenapata Ans  MeguuUHCKOrO MPUMEHEHUs B
dopmaTe, yCTaHOBNEHHOM YMNONTHOMOYEHHbIM heaeparnbHbiM OPraHoOM UCMOSNTHUTENBHOW BNacTy;

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

22) Ka4yecTBO leKapCTBEHHOro CPeACcTBa - COOTBETCTBUE NeKapCTBEHHOro cpeacTea TpeboBaHusaM
dhapmakoneiHoi cTaTbl NGO B Criyyae ee OTCYTCTBUS HOPMATUBHOWM JOKYMEHTaLUW Ui HOPMaTUBHOTO
[OKYMEHTA;

23) 6e30nacHOCTb NEeKapCTBEHHONO CPeACTBa - XapakTepuUCTUKa FEeKapCTBEHHOro CpeacTBa,
OCHOBaHHas Ha cpaBHUTENbHOM aHanuse ero adEKTUBHOCTM U pUCKa NPUYMHEHWUS Bpeaa 300pPOBbHo;

24) 3beKTUBHOCTb eKapCTBEHHOro npenaparta - XapaKTepUCTMKa CTeneHW TMONOXUTESIbHOIo
BNUSHUA NEKapCTBEHHOTO Mpenapata Ha TeyeHue, NPOAOIKUTENbHOCTL 3abofieBaHUs Wnu  ero
npepoTBpalleHre, peabunuraumio, Ha cCoxpaHeHve, NpeaoTBpaLLEHNE UNK NpepbiBaHne GeEpEMEHHOCTY;

25) cepvst NekapcTBEHHOro CPeAcTBa - KONMYEeCTBO NeKapCTBEHHOro CpeacTea, Npou3BeaeHHoe B
pe3yrnbTaTe O4HOIo TEXHOMOMMYECKOro LMKa ero NpousBoanTeneM;

26) perucTpaunoHHOe yOoCTOBEpPEHNE NeKapCTBEHHOTO NpenapaTa - JOKYMEHT, NoATBEPKAatoLwuii
(haKT rocyqapCcTBEHHON perucTpauun NekapcTBeHHOro npenapara;

26.1) gepxaTenb unu Bnagenew permcTpauuoHHOro yaA0CTOBEPEHNSA NEKAPCTBEHHOMO npenapara -
pa3paboTynKk NeKapCTBEHHOTO CPEACTBa, MPOU3BOAUTENb JIEKAPCTBEHHBIX CPEACTB WNW  MHOE
topyandeckoe nuuo, obnagawoliee npaBoM BMadeHUs PErncTpauuoHHbIM YOAOCTOBEPEHUEM, KOTOpblE
HEeCyT OTBETCTBEHHOCTb 3a Ka4yecTBO, 3EKTUBHOCTL M 6E30NaCHOCTb NeKapCTBEHHOIO Npenapara;

(n. 26.1 BBegeH ®enepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

27) perncTpauuoHHbIi HOMep - KogoBoe 0603HayYeHne, NPUCBOEHHOE NEKapCTBEHHOMY npenapaTy
npw ero rocyaapCTBEHHON perncTpaumy;

28) oOpalleHne nekapCTBEHHbIX CPeACcTB - pas3paboTka, [OKNMHMYECKME UCCrefoBaHus,
KNMHUYECKNE MCCMNeAoBaHMWs, 3KCnepTm3a, rocyaapCTBEHHAs perncrpauusl, ctaHgaptTusaums u KOHTPosb
KayecTBa, NPOU3BOACTBO, M3rOTOBIIEHME, XpaHeHMe, NnepeBo3ka, BBO3 B Poccunckyto degepaunto, BbIBO3
n3 Poccuinckon Pepepauun, peknama, OTNyCcK, peanusauusi, nepepaya, NPUMEHEHWE, YHUUTOXEHWE
nekapcTBeHHbIX CPeacTs;

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

29) cyObekTbl O0OpalleHWss fekapCTBEHHbIX CpeacTB - u3anyeckne nvua, B TOM 4wucne
WHAMBMAYaNbHble NPeAnpUHUMAaTENW, W OPUAMYECKME Nuua, OCYLLeCTBAsWMe AedTeNbHOCTb MNpu
obpalleHnn nekapCcTBEHHbIX CPEACTB;

30) pas3paboTyuMk neKkapCTBEHHOrO CpeAcTBa - OpraHusauus, obnagawowasl npaBamMu  Ha
pe3ynbTaTbl AOKIMMHWYECKUX WCCreaoBaHUA NEKapCTBEHHOro CPeAcTBa, KIMHUYECKUX MWCCredoBaHuin
nekapCTBEHHOrO npenaparta 1 (Mnv) Ha TEXHONMOrU NPOM3BOACTBA NIEKAPCTBEHHOIO CPEACTBA;

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

31) NpPoOn3BOACTBO JeKapCTBEHHbIX CpenCTB - AOeATeNIbHOCTb NO NPOU3BOACTBY JIEKAPCTBEHHbIX
cpeacTtB opraHu3aunammn - npouns3BoanTenaMn nekapCTBeHHbIX CpeacTB Ha OAHOWN CTaaunn, HECKOSTbKNX
nnn Bcex ctagnax TeXHOJI0NMYeCcKoro npouecca, a Takke no XpaHeHuo n peanmsaunn nponsBegeHHbIX
NNeKapCTBEHHbIX CPeCTB;
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31.1) npon3BoACTBEHHAs Nrowaaka - TepputopuansHo 060COBNeHHbIN KOMMMAEKC NPOU3BOAUTENS
nekapCTBeHHbIX CpeacTB, NpedHasHayeHHbI ONA  BbIMNONHEHMS BCEro npouecca npov3BOACTBaA
nekapCTBEHHbIX CPeACTB UMW ero onpeaeneHHon ctaguu;

(n. 31.1 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

32) npou3BoauTENb NEKapCTBEHHbIX CPEACTB - OpraHuM3auusi, OCYLLECTBIAOLLas NMPOV3BOACTBO
neKkapcTBEHHbIX CPeACTB B COOTBETCTBMU C TpeboBaHuAMM HacTosiwero ®egepanbHOro 3akoHa;

33) dapmavueBTNYECKasa AeATENbHOCTb - AeATENbHOCTb, BKNOYaoLwasa B cebst oNnToBYy0 TOProsmto
nekapCTBEHHbIMU CPeACTBaMU, UX XpaHEHWE, MEPEBO3KY U (UNN) PO3HUYHYIO TOPrOBIIIO JIEKapCTBEHHBIMMU
npenapatamu, B TOM 4Yncne ANCTaHUUOHHBIM CMOCODOM, UX OTMYCK, XpaHEHWNE, NepeBO3KY, N3rOTOBIIEHNE
nekapCTBEHHbIX NpenapaTos;

(B pea. PenepanbHoro 3akoHa ot 03.04.2020 N 105-93)

34) opraHusaums ONTOBOM TOProBMAM  fIEKApPCTBEHHbIMM  CPeACTBaMW -  OpraHmsauus,
OCYLLECTBMAIOLLAA ONTOBYH TOPrOBMIO FEKAPCTBEHHbIMU CpeacTBaMu, WX XpaHeHue, NepeBo3Ky B
COOTBETCTBMM C TpeboBaHMAMN HacToswero PegepanbHOro 3akoHa;

35) anTeyHasa opraHuMsauuMs - oOpraHu3auusl, CTPYKTypHOe nogpasfeneHve MeguuUMHCKON
opraHu3auum, OCYLLECTBISIIOWME PO3HUYHYHO TOProBMO fEeKapCTBEHHbIMKU MpenapaTamMu, B TOM 4ucne
ANCTaHUMOHHBIM cnocobom, XxpaHeHue, NepeBo3Kky, M3roToOBEHMEe U OTNYCK NeKapCTBEHHbIX NpenapaTos
ANs MeAULUHCKOro NMPUMEHEHUs B COOTBETCTBUM C TpeboBaHnsaMu HacToswero egepanbHOro 3akoHa;
(B pea. PenepanbHbix 3akoHOB 0T 25.11.2013 N 317-®3, ot 03.04.2020 N 105-$3)

36) BeTepuHapHasi anTevyHas opraHuMsauus - oOpraHusauusi, CTPYKTYpHOE noapasgeneHue
BETEPMHAPHOW OpraHn3aumm, OCYLLECTBAOLMNE PO3HUYHYIO TOPrOBIIIO JIEKAPCTBEHHBIMM Npenaparamu,
B TOM 4uCMe AUCTaHUMOHHBLIM CnocoboMm, XpaHeHue, W3roTOBMIEHWE W OTNYCK NeKapCTBEHHbIX
npenapatoB Ans BeTEPUHApPHOro MpPUMEHEHWs B COOTBETCTBMM C TpeboBaHWsAMM HaACTOALLEro
depepanbHOro 3akoHa;

(B pea. PepepanbHoro 3akoHa ot 03.04.2020 N 105-$3)

37) danbcudmumpoBaHHoe  nekapcTBEHHOE  CpeacTBO - JleKapCTBEHHOE  CpencTBso,
cornpoBoXgaemoe NoXxHoN HpopmMaLumen o ero coctase n (Unu) NnpomssoanTene;

38) HepobpokayeCTBEHHOE IEKApCTBEHHOE CPEeACTBO - JIEKAPCTBEHHOE CPEACTBO, He
cooTBeTCTBYtOLLEEe TpeboBaHMsAM hapMakonenHon ctatbk NMBO B criydyae ee OTCyTCTBMSA TpeboBaHMAM
HOPMaTUBHOM OOKYMEHTALMUN UNN HOPMATUBHOIO JOKYMEHTA;

39) KoHTpadhakTHOE NneKapCTBEHHOE CpeAcCTBO - JIEKapCTBEHHOE CPEACTBO, Haxogslleeca B
060opoTe C HapyLLEHWEM FpaXkaaHCKOro 3akoHOA4aTENbCTBA;

40) AOOKIMNMHNn4YecKoe nccneanoBaHue JIeKapCTBEHHOIo cpencTtea - Guonoruyeckue,
MVIKpOﬁI/IOJ'IOFI/I‘—IeCKI/Ie, MMMYHOIOrn4eckme, TOKCUKOIorn4eckue, q)apmaKonormquKme, (*)I/I3I/I'~I€CKI/Ie,
XnMmn4yeckme n gpyrue nccnenoBaHua nekapcrtBeHHOro cpeactsa nytemMm npuMeHeHua Hay4dHblX MeTonoB
OUEHOK B Uendax nony4vyeHua goka3aTesibCTB 6esonacHocTK, KayecTea u Sd')d)eKTI/IBHOCTVI JIeKapCTBEHHOIO
cpencrTea,

41) KNUHWYecKoe uccriegoBaHMe JlieKapCTBEHHOro mnpenapaTta - M3ydYeHue [OMarHoCTUYECKMX,
nevebHbIX, NpodUnakTUIeckmx, papMakonorMyecknx CBOMCTB MeKapCTBEHHOro mpenapara B npoLecce
€ro MNpUMEHeHUs Yy YernoBeKka, XMBOTHOMO, B TOM 4MCMe MNPOLIeCCOB BCachiBaHWA, pacrnpeaeneHus,
M3MEHEHUS W BbIBEAEHMSA, MNYyTEM MPUMEHEHMs] HaydHbIX METOAOB OLEHOK B Lensax MnonyvyeHus
[oKasaTenbCcTB GesonacHOCTM, kadecTBa U 3h(EeKTUBHOCTM NeKapCTBEHHOro npenapara, AaHHbIX O
HexenaTenbHbIX peakUuusX OpraHuama YerioBeka, >XMBOTHOTO Ha MpUMeHeHVe feKapcTBEHHOro
npenapata u o6 adgdekTe ero B3aMMOAENCTBMSA C OPYIMMU FNEeKapCTBEHHbIMK MpenapaTaMu u (unu)
NULLEBBLIMUW NPpOAYKTaMM1, KOpMaMu;

42) MHOrOLEHTPOBOE KIMMHWYECKOE UCCIefoBaHNE NEKApCTBEHHOro Npenapara Ans MeguLUmMHCKOro
NMPpUMEHeHNs1 - KIMHUYEeCKoe UCCliefoBaHWe feKapCTBEHHOro npenapata  Ans  MeauLMHCKOro
NpUMeHeHusl, NpPoBoOANMOe pa3paboTyMKOM NEKapCTBEHHOTO npenapaTta B ABYX M Goree MeauLMHCKUX
opraHusaumsix no eaMHoOMy NPOTOKOMY KIMHUYECKOTO UCCNefoBaHUs JIEKapCTBEHHOTO Npenapara;

43) mMexayHapoOHOe MHOTOLEHTPOBOE KIMHMYECKOe MCCriefoBaHue NeKapCTBEHHOro npenapaTa
AN MeOWUUMHCKOTO MPUMEHeHMs - KIMHUYEecKoe WCCreaoBaHue fekapcTBEeHHOro rnpenapata ans
MEAMLMHCKOrO MPUMEHEHUNS, NPOBOAMMOE pa3paboTuMKOM NeKapCTBEHHOro npenapata B pasnunyHbIX
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CTpaHax Mo eauHOMY NPOTOKOSTY KITMHUYECKOrO UCCIeoBaHNs TeKapCTBEHHOMO Npenapara;

44) nocTperncTpaumMoHHOEe KIMHWYECKOE WCCNefoBaHWe JlekapCTBEHHOrO npenapaTta  Ans
MeaULIMHCKOro npuMmeHeHna - KIHUYeCKoe UuccrneaoBaHne InekapcTtBeHHOro npenapata  ansd
MeaOULIMHCKOro npuMMeHeHund, nposBogmnmoe npomssoauTernieM nekapcrtBeHHOro npenaparta, Fpa)K,EI,aHCKVIVI
060pOT KOTOPOro OCYLLECTBASIETCS NOCME rOCyAapCTBEHHOW permcTpaumun, B LEensix SONOMHUTENbHOro
cbopa AaHHbIX 0 ero 6e3onacHOCTU 1 APPEKTUBHOCTU, paclLUMPEHNS NOKA3aHNN K NPUMEHEHNIO AAaHHOrO
NNeKapCTBEHHOIo npenaparta, a TakKkKe BbIdBIEHUA HeXenaTernbHbIX peaKLI,VII7I nauymneHToB Ha ero
aencTeue;

45) wnccneposaHve OWMO3KBMBANEHTHOCTU fEKapCTBEHHOrO mnpenapata - BWA  KIMHWYECKOro
nccnegoBaHNs NekapcTBEHHOro npenapaTta, NpoBeAeHMe KOTOPOro OCYLLECTBSETCS AN onpeneneHns
CKOPOCTM BCacCblBaHMA W BbIBEAEHWS OOHOrO WM HECKOMbKMX obragarwowmx dapmMakonornyeckom
aKTMBHOCTbIO OEWCTBYIOLLUMX BELLECTB, KONMWYEecTBa feKapCTBEHHOro npenapaTta, A[OoCTUraroLero
CUCTEMHOrO KpOBOTOKa, M pesyrnbTaTbl KOTOPOro MO3BOMASAIT cAenaTb BblBOA O BMO3KBMBANEHTHOCTM
BOCMPOMN3BEAEHHOTO NIekapCTBEHHOMo nNpenapaTa B ONpeAeneHHbIX NekapcTBEHHOW (hopMe 1 A03UPOBKeE,
COOTBETCTBYIOLLMX POPME 1 JO3MPOBKE pedepeHTHOro ekapcTBEHHOro npenapara;

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

46) wvccnegoBaHMe TepaneBTUYECKOW SKBUBANEHTHOCTW JleKapCTBEHHbIX MNpenapatoB - BuUA
KMMHMYECKOro MCcrneaoBaHus NekapCcTBEHHbIX NpenapaTos, NpoBedeHne KOTOPOro OCyLLeCcTBAseTCs Ans
BbISIBITIEHNSI OAVNHAKOBbLIX CBOWCTB NEKapCTBEHHbIX NpenapaToB onpeneneHHon NnekapcTBeHHOW hopMbl,
a TawkKe Hanuius OAMHAKOBbIX Moka3aTtenen 6e3onacHOCTM M A(PADEKTUBHOCTN NEKAPCTBEHHbLIX
npenapaToB, OOUHAKOBbIX KIMHNYECKNX 3¢pEKTOB Npu UX NPUMEHEHNN;

47) NpOTOKON KIMUHWYECKOr0 MCCNefoBaHWs NekapCTBEHHOro npenapaTta - AOKYMEHT, B KOTOPOM
onpegensoTcs uenu, popMbl opraHn3aumMn 1 MeTodonorns NpoBeAeHUst KNMMHUYECKOro UccrneoBaHus,
cTatuctTuyeckne metoabl 06paboTKM pes3ynbTaTOB TakKoro UCCenoBaHWs U Mepbl Mo obecrneveHuio
6e3onacHoOCTM (PU3MYECKUX WL, YYaCTBYIOLMX B KIMHWYECKOM WCCMEeAOoBaHWM eKapCTBEHHOIO
npenapara;

48) bpoLutopa uccnenoBartensi - CBOAHOE M3NOXEHWEe pe3ynbTaToB LOKITMHUYECKOro UccnegoBaHms
neKapcTBEHHOrO CpeacTBa U KMMHWYECKOrO  UCCreQoBaHWMs  NEeKapCTBEHHOro npenapata  ansg
MEOULMHCKOrO NPUMEHEHNS;

49) MHOPMaLMOHHBIN NINCTOK NaumMeHTa - JOKYMEHT, B KOTOPOM COAepXaTcs B JOCTYNHON hopme
CBe[eHus, KacawLlimecs NpoBOAMMOrO KITMHUYECKOro MCCnenoBaHWsi NIEKapCTBEHHOro npenaparta, M B
NMUCbMEHHOW hopme [OOPOBOMBHOE cornacuve naumeHTa Ha ydacTue B KIIMHUYECKOM MCCNedoBaHuu
NEeKapCTBEHHOro npenaparta nocre O3HAKOMIEHUS C OCOOEHHOCTAMM KITMHUYECKOro WCCneaoBaHus,
UMELLUMM 3HAYEHUE OIS BbIPAXXEHUS TaKkoro cornacus;

50) noboyHoe pencTBMe - peakuMst OpraHu3mMa, BO3HMKWAA B CBA3M C  MPUMEHEHUEM
neKkapcTBEHHOrO MpenapaTa B [03aX, PEKOMEHAYEMbIX B MWHCTPYKUMM NO €ro NpUMEHEHWIO, Ans
npodnnakT1Kn, AUarHoCTUKK, NeYeHust 3aboneBaHmst Unu ana peabunurauum;

50.1) HexenaTenbHas peakuus - HenpegHamepeHHas HebnaronpusTHas peakumsi opraHmsma,
KoTOopas MOXeT ObITb CBSi3aHa C NPUMEHEHNEM fNeKkapCTBEHHOrO npenapaTa;
(n. 50.1 BBegeH ®enepanbHbiM 3aKkoOHOM OT 22.12.2014 N 429-03)

51) cepbe3Has HexenaTternbHasi peakuus - HexenarTenbHasi peakuus opraHvu3ma, CBsi3aHHasi C
NpMMEHEHVEeM JeKapCTBEHHOro npenaparta, npuBedlas K CMepTu, BPOXAEHHbIM aHOMarnusaM umnu
nopokam passutua nmMbo npeacTasnsiowlas cobon yrposy u3Hu, Tpebylolas rocnutanusaumn wnm
npvBedLlas K CTOWKOW yTpaTe TPpyAoCnocobHOCTM U (Mn) MHBaNMOHOCTY;

52) HenpeaBungeHHaa HexXxenartesnibHada peakuuna - HeXXenaTtelflbHaaA peakuunda opraHm3ma, KoTopasd
CBsi3aHa C MpPUMEHEHMEM feKapCTBEHHOro npenapata B [o03ax, PeKOMeHAyeMblXx B MPOTOKOMe ero
KMMHMYECKOro UccnedoBaHusi, Gpolutope uccriegoBaTtens, MM C MNPUMEHEHMEM FleKapCTBEHHOMO
npenapata B [03aX, PEKOMEHAYEMbIX B WHCTPYKUMW MO €ro MPUMEHEHMIO AN NPOMUNaKTUKK,
AONAarHOCTUKU, ne4vyeHund 3aboneBaHus unn MGJJ.I/ILLI/IHCKOVI pea6mnmaumm nayuneHTa, U CylUHOCTb, TAXeCTb
UNM 1cxod KOTOPOW He COOTBETCTBYET MHGOpPMaLUM O fekapCTBEHHOM npenapaTe, coAepXallencs B
NpoTOKONEe €ero KMMHWYECKOro uccrnenoBaHusl, Gpoluope wccrnegoBaTens WM B MHCTPYKUUM MO
NPUMEHEHWIO NIEKaPCTBEHHOrO Npenapara;

(n. 52 B pea. PenepanbHoro 3akoHa oT 22.12.2014 N 429-93)
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52.1) dapmakoHag3op - BUA OEATENBHOCTU MO MOHUTOPUHTY 3PPEKTUBHOCTM M Be3onacHoCTU
nekapCTBEHHbIX MNpenapaToB, HanpaBfeHHbl Ha BbISIBNIEHWE, OUEHKY W npegoTBpalleHune
HexXXenaTenbHbIX NOCNeACTBUIA NPUMEHEHNS NIEKAaPCTBEHHbBIX NPENapaTos;

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

52.2) nnaH ynpaBneHust puckamu - nNogpobHoe onucaHue meponpusaTuin no dapmMakoHaasopy,
HamnpaBreHHbIX Ha BbISIBNEHME, OLEHKY WM nNpeaoTBpalleHne uUnu MMHUMMUM3aUMI0 PUCKOB, CBSI3AHHbLIX C
nekapcTBeHHbIMY npenapaTtamu, BKIoYasi OLeHKY 3EKTMBHOCTN AAaHHbBIX MEPOMPUATUN;

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

KoHcynbTaHTlntoC: npymedaHue.
C 01.03.2023 B n. 53 cT. 4 BHOCcATCA u3MeHeHns (P3 ot 30.12.2021 N 463-03). Cm. Oygywyro
peLakumio.

53) peuenT Ha nekapCTBEHHbIN MNpenapaT - MeOULWUHCKMA [OKYMEHT YCTaHOBMEHHOW (hOpMbl,
cofepXallMin HasHadeHue IeKapCTBEHHOro npenapaTta Ans MeOUUUHCKOrO MPUMEHEHWS, BblAaHHbIN
MeOULMHCKUM paboTHMKOM B LIENSX OTMNycKa fiekapCTBEHHOro npenapaTta WM ero WU3roToBIIEHMS U
OTnycka Ha ByMa)kHOM HOCUTEeNe Unu ¢ cornacusi NauneHTa v ero 3aKkoOHHOro npeacTaBmTens B hopme
SMNEKTPOHHOrO [OKYMEHTa, MOAMWCAHHOIO C  WUCMOSIb30BAHWEM  YCWUMEHHOW  KBanuuumMpoBaHHON
3MNEKTPOHHOW NoaNucK MeANLMHCKOro paboTHUKA, MO0 AOKYMEHT YCTaHOBNEHHON hopMbI, CoaepKaLuui
Ha3HayeHue NeKkapCcTBEHHOro npenaparta ANa BETEPUHAPHOIo NPUMEHEHWS], BbiAAHHbIA CNeumManucTtom B
obrnacTtn BeTepyMHapum B Lensax OTnycka NekapCTBEHHOro npenapara Mnu ero U3rotoBieHus u oTnycka
Ha BymakHOM HocuTene;

(B pea. PenepanbHbix 3akoHOB oT 29.07.2017 N 242-®3, ot 02.08.2019 N 297-93)

KoHcynbTaHTlntoc: npumeyaHue.
C 01.03.2023 n. 54 cT. 4 nsnaraetcsa B HoBon pegakuumn (3 ot 30.12.2021 N 463-03). Cm. byaywyto
peaakumio.

54) TpeboBaHMe MeAWLMHCKOM OpraHu3auun, BETEPUHApPHOW oOpraHu3aumm - [OOKYMEHT
YCTaHOBIEHHON (POPMbI, KOTOPbIA BbINMMCAH MeOULMHCKUM paboTHMKOM unu cneuuanuctom B obnactu
BeTepuHapuun, MMeLWwMMN Ha 3TO MpaBoO, M COAEPXUT B MUCbMEHHOW (OpMe ykasaHue anTeqyHou
opraHusaumy unum BeTepUHapHOM anTeyHoW opraHmnsaumm ob oTnycke nekapCTBEHHOro npenapara unm o
€ro M3roTtoBneHum n ob6 oTnycke Ans obecnevyeHuss nedebHoOro npouecca B MeQULMHCKOW OpraHv3aumy,
BETEPUHAPHOWN opraHM3aumu;

(B pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-03)

55) KomnnekcHas oOueHKa reKapCTBEHHOro npenapara - OueHKa 3aperncTpypoBaHHOro
nekapCTBEHHOro npenapara, Bkro4vatowas B cebs aHanns nHdopMauum o CpaBHUTENBHOW KIMMHUYECKOW
aphekTBHOCTM N 6E30NacCHOCTM NeKkapCTBEHHOMO NpenapaTa, OLeHKY SKOHOMUYECKUX NMOCNeACTBUA ero
NPUMEHEHWs, MU3ydeHne AOMNOMHUTENbHbIX NOCNeACTBMN MPUMEHEHUS NeKapCTBEHHOro npenapaTta B
LUensax MPUHATUS peleHni O BO3MOXHOCTM BKIIOYMEHUS NeKapCTBEHHOro npenapata B nNepeyeHb
XXM3HEHHO HeOoOXOAMMbBIX U BaXKHEWLIMX NeKapCTBEHHbIX MpenapaToB, HOPMAaTMBHbIE NPAaBOBble aKTbl U
WHble JOKYMEHTbI, onpeAensiowme nopsaok okasaHus MeguLMHCKON NMOMOLLM, UMW UCKITIOYEHUS ero 13
yKa3aHHbIX NepeyHsi, akToB U JOKYMEHTOB;

(n. 55 BBegeH ®enepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

56) cuctemMa MOHUTOpPMHIa [OBWXKEHUS JIEKAPCTBEHHBLIX MpenapaTtoB Ans  MELMLUHCKOro
npuMeHeHnst - degepanbHas rocygapCrBeHHas MHMOPMaLMOHHAs CUCTEMaA MOHUTOPUHIa OBWXKEHUSI
NEKapCTBEHHbIX MpenapatoB AN MEOULUHCKOrO MNPUMEHEHUs OT NpOoM3BOAUTENSA A0 KOHEYHOro
noTpedbutenss ¢ WCMNofb30BaHMEM B OTHOLLUEHMM JEKapCTBEHHbIX MpenapaToB AN MeAUUMHCKOro
NPUMeHeHNsi CPeACTB MAeHTUdUKaUNN.

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

naBa 2. NOJTHOMOYMA GEAEPAJIbHBLIX OPFTAHOB UCMNONHUTENBHON
BITIACTWU, OPTAHOB UCMONMHUTENIbHON BNACTU CYBBEKTOB POCCUUCKOMN
®EOEPALUU NPU OBPALLEHUU NEKAPCTBEHHbIX CPEOCTB

Cratbsa 5. [NlonHoMouusa cheaepanbHbIX OPraHOB UCNOSIHUTENILHOW BRacTu npu obpalieHuun
neKapcTBEHHbIX CpeacTB
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K nonHomounam depepanbHbiX OpPraHoB  UCMOMHUTENBbHOW  BrRactm npu  obpalleHun
neKapCTBEHHbIX CPeACTB OTHOCATCS:

1) npoeegeHne B Poccuiickon Pepepaumm eguHON rocygapCTBEHHOW MNONMUTUKKM B obnactu
obecneyveHnsa nekapcTBeEHHbIMM Npenapatamm rpaxkaaH B Poccuickon egepaunu;
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) yTBepxgeHuve obwunx apmMmakonerHblx cTaTen, apmakonemHblXx CcTaTen, wusgaHue
rocygapCTBeHHOM dpapMakonen, co3fjaHve W BefdeHue peecTpa (apMakonenHbiX CTaHOapPTHbIX
00pasuos.;

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

3) ocywecTBneHve denepanbHOro rocyaapCTBEHHOrO KOHTpoOns (Haasopa) B cdepe obpalleHus
nekapcTBEHHbIX CPEACTB;
(B pea. PenepanbHbix 3akoHOB OT 25.06.2012 N 93-d3, ot 11.06.2021 N 170-93)

4) nuueH3upoBaHME MNPOM3BOACTBA JeKapCTBEHHbIX CPEeAcTB, B TOM uucne deaepanbHbli
rocy0apCTBEHHbI MULEH3NOHHBIA KOHTPOMb AeATENbLHOCTU MO MPOW3BOACTBY NEKapCTBEHHbIX CPEACTB,
nepuoamnyeckoe MNOATBEPXAEHWE COOTBETCTBMS NULIEH3MAaTa, UMEIOLLEro JNULEH3VI0 Ha MpOM3BOACTBO
neKapCTBEHHbIX CPEeACTB, U hapMaueBTUYECKOW AeATENbHOCTM B COOTBETCTBMM C 3aKOHOOATENbCTBOM
Poccuiickon ®epepauuu;

(B pea. PepepanbHoro 3akoHa ot 11.06.2021 N 170-$3)

5) opraHmsaums 3KCNepTM3bl NEKapCTBEHHbIX CPeacTB, 3TUYECKOW 3KCMepTM3bl BO3MOXHOCTU
NpOBeAEHUS KIIMHUYECKOrO UCCIeN0BaHNUs NeKapCTBEHHOTO npenapaTta Afsi MEAVULMHCKOrO NPpUMEHEHUS,
9KCMepTU3bl [OKYMEHTOB, MPEACTaBMEHHbIX AN onpedeneHuss BO3MOXHOCTM  paccmaTpuBaTtb
neKkapCcTBEHHbIA npenapat Ans MeAWLMHCKOrO NPMMEHEHWst NMpU rocyAapCTBEHHOW peructpauvn B
kavecTBe opchaHHOro nekapcTBEHHOro npenapara;

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

5.1) opraHusauus npoBedeHMs KOMMIIEKCHOM OLEHKN JeKapCTBEHHOro npenaparta B Lensx
NMPUHATUA pEeLUeHWA O BO3MOXHOCTM BKIOYEHUS] NEKApCTBEHHOro npenapata B MepeveHb XU3HEHHO
HeobXoAMMbIX M BaXHEWMWWMX NeKapCTBEHHbIX MpenapaToB, HOPMAaTWBHblE MNPaBOBble aKTbl U WHble
AOKYMeHTbI, onpegensiowune MnopsaoK OKa3aHWs MeAMUMHCKOW MOMOLUM WM UCKIIOYEHUs ero w3
yKa3aHHbIX NepPeYHsl, akTOB 1 JOKYMEHTOB;

(n. 5.1 BBegeH ®epepanbHbIM 3akoHOM OT 22.12.2014 N 429-$3)

6) Bblgaya paspeLleHuii Ha NPoBeAeHME KIMHUYECKMX UCCreaoBaHMIN NekapCTBEHHbIX NpenapaTos,
Be[leHne peecTpa BblAaHHbIX pa3peLleHunii Ha NpoBeAeHME KIMHUYECKUX UCCNESOBaHUI NeKapCTBEHHbIX
npenaparos;

7) rocymapcTBeHHasi perucTpaumsi NeKapCTBEHHbLIX MpenapaToB, BeAeHWEe rocyaapCTBEHHOMO
peecTpa NekapCTBEHHbIX CPeacTB;

8) opraHmsaums u (Unu) npoBegeHe UHCMEKTUPOBaHUA CybbeKkTOB obpalleHnsa NeKkapCTBEHHbIX CPeACTB
Ha COOTBETCTBME NpaBunam Hagnexallen nabopaTopHoOW NpaKkTUKK, NpaBunaM Hagnexatiiemn
KMMHMYECKOW NPaKTUKKM, NpaBunaM Hagnexailen npakTuKM XpaHeHns U NepeBo3KN NeKapCTBEHHbIX
npenaparoB, NpaBunamM Hagnexaiien AMCTPMObIOTOPCKON NPaKTUKW, NpaBuiaM Hagnexallen ante4yHowm
NpaKTuKy;

(n. 8 B pea. ®enepanbHoro 3akoHa oT 22.12.2014 N 429-93)

8.1) opranusaumsi n (Mnn) NpoBeAeHNE MHCNEKTUPOBAHNS CYOBbEKTOB OOpaLleHUs NekapCTBEHHbIX
CpencTB Ha COOTBETCTBME TpeboBaHUSAM MpaBwui Hagnexallen NpoM3BOLACTBEHHOWM MPaKTMKW, Bbigaya
3aKMYEHMN O COOTBETCTBMM MPOU3BOAUTENS JIEKAPCTBEHHLIX CpeacTB  TpeboBaHMSAM  MpaBur
Haanexallen NPoM3BOACTBEHHON MPAKTUKY;

(n. 8.1 BBegeH PefeparnbHbiM 3akOHOM OT 22.12.2014 N 429-93)

8.2) ycTaHoBneHvWe nopsiaka BedeHWst U BedeHWe rOCyAapCTBEHHOro peecTpa 3akftouYeHWuidt o
COOTBETCTBMM  MPOU3BOAUTENS NEKAPCTBEHHbIX CpeacTB TpeboBaHUSIM  MpaBui  Hagnexalewn
NPOW3BOACTBEHHOWN NPaKTUKK;

(n. 8.2 BBegeH PepeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

9) rocynapCtBeHHada perncrtpauna npefenbHbIX  OTNYCKHbIX  LEeH npomsaop,meneﬁ Ha
NeKapCTBEHHbIE MpenapaThbl, BKMOYEeHHble B MNepeyYeHb XU3HEeHHO HEeobXoOUMbIX W BaXKHEMWLLMX
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neKapcTBEHHbIX NpenapaTtoB, M BeAeHWEe TFOCYAAapCTBEHHONO peecTpa npefdenbHbIX OTMYCKHbIX LeH
Nnpoun3BoAMTENEN Ha NEKAPCTBEHHbIE MpenapaTbl, BKIOYEHHbIE B NEPEYEHb XN3HEHHO HEOOXOAUMBIX U
Ba)XHEMLUMX NeKapCTBEHHbIX NpenapaTos;

(B pen. PepepanbHoro 3akoHa ot 06.06.2019 N 134-03)

9.1) cornacoBaHue NPOEKTOB PELLUEHUA OPraHOB MCMONHUTESNBHON BNacTn cyobekToB Poccuiickon
depepaumm 06 ycTaHOBMEHUM U (MNXM) U3MEHEHUU MpefenbHbIX pPa3MepoB ONTOBbIX HaabaBoK U
npedenbHbIX pasMepoB PO3HUYHbIX HaabaBOK K (hakTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM
npon3BoaMTENSAMM NEeKapCTBEHHbIX MpenapaToB, Ha neKapCTBEHHble npenapaTtbl, BKMIOYEHHblE B
nepeYeHb XM3HEHHO HEOOXOOUMBIX U BaXXKHENLLMX JIEKapCTBEHHbIX NPENapaTos;

(n. 9.1 BBegeH PepepanbHbiM 3akoHOM OT 13.07.2015 N 241-93)

10) BblJaya, YycCTaHOBMEHWE MOpsiAka BbloayM paspelleHuss Ha BBO3 KOHKPETHOW MapTuu
nekapcTBeHHoro cpeactaa B Poccuiickyto ®enepaumio;
(n. 10 B pea. ®enepanbHoro 3akoHa oT 02.08.2019 N 297-93)

10.1) Bblga4va, ycraHOBMNEHUE Nopsaka Bolgavm U OpMbl JOKYMEHTa, KOTOPbLIM NoATBEpXAaeT, YTo
NPON3BOACTBO f1IeKAapCTBEHHOrO npenapata AN MEeAMUMHCKOrO MPUMEHEHWS OCYLLEeCTBMEHO B
COOTBETCTBMM C TpeboBaHVMAMW MpaBun Hagnexaiwienh npou3BOACTBEHHOW MPAKTUKM WM YTO
neKkapCTBEHHbIN MpenapaT Ans BeTepuHapHOro NpuMMeHeHus donyuleH K obpaiweHuto B Poccuickon
®Pepepaumu, 1 NOANEXNUT NpeacTaBeHno No TpeboBaHMIO YNOMHOMOYEHHOIO OpraHa CTpaHbl, B KOTOPYIO
BBO3WTCS NEeKapCTBEHHbIN nNpenapar;

(n. 10.1 BBegeH depepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pen. degepanbHoro 3akoHa oT
02.08.2019 N 297-93)

10.2) Bblgaya, ycTaHOBIMEHNE nopsaaka Bbligadun u hopmbl JOKYMEHTA, CoAepKallero CBeAeHus o
CTaamsix TEeXHONOrMYecKoro npolecca npovM3BOACTBA JIEKAPCTBEHHONO cpeacTtBa ANs MeOULUHCKOro
NPUMEHEHNS], OCYLLIECTBISIEMbIX HA TeppUTOpMM EBpasnitckoro akOHOMUYECKOro COH3a;

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

11) co3gaHne CoBETOB MO BOMpOCaM, CBA3aHHbIM C OOpaLleHneM fekapCTBEHHbIX CPEACTB;
12) aTtTectaumsa u cepTudukaLmsa cneyunannucTos;
13) ytpatun cuny ¢ 1 cenTabpsa 2013 roga. - PegepanbHbivi 3akoH ot 02.07.2013 N 185-03;

14) ocywecTteneHne bapMakoHaa3opa;
(n. 14 B pen. ®egepanbHoro 3akoHa oT 22.12.2014 N 429-93)

15) yyactne B MexayHapoaHOM COTPYOHUYECTBE;

16) nonyyeHve No 3anpocam YNosIHOMOYEHHOro hefeparnbHOro opraHa MCMNONHUTENbHON BNacTu
OT OpraHoB MCMOMHUTENbHOW BracTu cybbekToB Poccuiickon depepauun, a Takke OT CyObeKTOB
obpalleHns nekapcTBEHHbIX CPeaCcTB AN MEAMLMHCKOrO NPUMEHEHUs MHpopMauMu No BOMpocam
YCTaHOBIEHWS U MPUMEHEHUS LieH Ha NeKkapCcTBEHHble NpenapaTthbl U HaabaBoK K HUM;

17) npumeHeHMe Mep OTBETCTBEHHOCTM 3a HapylleHue 3akoHojaTenbcTBa Poccuinckon
depepauymy;

18) yTBepxgeHve npaBun Hagnexawew nabopaToOpHOW MpakTUKW, NpaBuUN Hagnexawewn
KMMHMYECKOW NPaKkTWUKW, NpaBwun Hagnexallen Npou3BOACTBEHHOW MpaKTWKW, MNpaBun Haanexaiien
NPaKTUKN XpaHEeHUs N NepeBO3KM NeKapCTBEHHbIX MpenapaToB, NpaBui Hagnexawlen AMCcTpubbITOPCKOM
NpakTVKn, NpaBuI Haanexallen anTeyHon NpPaKkTUKW, NpaBun Haanexallen npakTnku papmakoHagsopa
nekapCTBEHHbIX NpenapaToB ANS MeQULMHCKOTO NPUMEHEHUS;

(n. 18 BBegeH degepanbHbiM 3akOHOM OT 22.12.2014 N 429-93)

19) ycTaHoBnNeHWe nopsigka (OPMUPOBAHMS PErMCTPaUMOHHOIO [0Cbe Ha JeKapCTBEHHbIN
npenapat n TpeboBaHW K JOKYMEHTaM B €r0 COCTaBE;
(n. 19 BBegeH PeneparnbHbIM 3akOHOM OT 22.12.2014 N 429-93)

20) yTBepxaeHMe npaBui pauMoHanbHOro Bbibopa HauMeHOBaHWIA NeKapCTBEHHbIX MpenapaToB
ANs MeAMUUHCKOTO NPUMEHEHUS;
(n. 20 BBegeH PepeparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)
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21) yTBEPXAEHME NEepeYvHs HAaMMEHOBaHUIN NeKapCTBEHHbIX hOPM;
(n. 21 BBegeH PepeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

22) ytpatun cuny ¢ 1 mapta 2020 roga. - PeagepanbHbivi 3akoH oT 27.12.2019 N 475-03;

23) ytBepxaeHne TpebOBaHUM K WMHCTPYKUMU MO MEOULMUHCKOMY NPUMEHEHWUI0 NeKapCTBEHHbIX
npenapaToB 1 K MHCTPYKLMM N0 BETEPUHAPHOMY MPUMEHEHUIO NIEKAPCTBEHHbIX NPenapaTos;
(n. 23 BBegeH PepeparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)

24) NpUHATUE pELUEHUI, ABNSOLINXCA OCHOBAHWAMMW ANS BKMOYEHUS OOMEHHbIX MMEH U (unn)
ykasaTenen cTpaHul CauToB B MHAOPMALMOHHO-TENEKOMMYHMKALMOHHOW ceTn "VIHTepHeT", a Takke
CeTeBbIX aJpecoB B €AWHYI0 aBTOMaTM3UMPOBaHHYK MWHMOPMALUOHHYIO cuctemy "EAnMHBING peecTp
OOMEHHbIX MMEH, YykasaTenenW CTpaHuy, CamToB B WH(OPMALMOHHO-TENEKOMMYHUKALNOHHOW CEeTU
"MIHTepHeT" M ceTeBblX agpecoB, MO3BONAWLWMX WMAEHTUDULMPOBATL CanTbl B MHEGOPMAaLMOHHO-
TeNnekoMMYyHUKaLMOoHHON ceTu "UHTepHeT", copepxalune MHGOpMauuto, pacnpocTpaHeHne KOTOpon B
Poccuickon degepauum 3anpeLleHo”, B OTHOLWEHUM WHopmaumm, cogepxallen npeanoxeHve o
PO3HUYHOW TOProBfe JEeKapCTBEHHbIMM NpenapaTtaMmyM, B TOM 4WCNEe OUCTaHUMOHHLIM CMOCOGOM,
pPO3HMYHAsA TOProBNA KOTOPbIMW OrpaHMyeHa WM 3anpelieHa B COOTBETCTBUM C  HaCTOALLMM
dPepepanbHbIM 3aKOHOM, U (MNK) MHGOPMAaLMK, coAepXallen NpPeanoXeHne O PO3HUYHOW TOpProBre
nekapcTBEHHbIMX MpenapaTtamm, B TOM YUCNe OUCTaHLUMOHHbIM crnocobom, nuuamu, He VMEHLLMMU
NLEH3MM N paspelleHMst Ha OCYLLECTBIIEHME TaKoW OeATENbHOCTW, €CNU MOSyYeHUEe TNULEH3UU U
paspeLleHns npegycMoTPEHO 3akoHo4aTENBCTBOM 06 0bpaLleHnn NnekapcTBEHHbIX CPEACTB;

(n. 24 B pea. PepepanbHoro 3akoHa ot 03.04.2020 N 105-93)

25) Bblaavya paspeLleHnii Ha BBO, B rpaxaaHCkuMi 060poT MMMYHOBMONOrMYEeCKux NekapCTBEHHbIX
npenapaTos.
(n. 25 BBegeH depepanbHbiM 3akoHOM OT 28.11.2018 N 449-93)

KoHcynbTaHTlmoc: npumeyaHue.

Ct. 5.1 pacnpocTpaHsieTca Ha MOMHOMOYMS, KOTOpble He nmepedaHbl ANs OCYLeCTBEHMS opraHam
rocygapCTBeHHOM BriacTu cybbektoB PP 1 opraHam MeCTHOroO camoynpaBrieHst COOTBETCTBYOLLMMM
deaepanbHbiMu 3akoHamu (P3 oT 13.07.2015 N 233-03).

Cratba 5.1. [epepaya ocywecTBneHuss nosiHomouun deaepanbHbIX OpPraHoB
MCMOJIHUTENbLHOW BRNacTu Npu obpalleHun rfeKkapcTBeHHbIX CPeACTB OpraHam UCNOSIHUTeNbHOWM
Bnactu cybnbektoB Poccunckon ®Pegepaumm

(sBegeHa dPepepanbHbiM 3akoHoM oT 13.07.2015 N 233-93)

MonHomoumns chepepanbHbIX OpPraHOB UCMOMTHUTENBHOM BNacTu nNpyv obpalleHun nekapCTBEHHbIX
cpencTtB, MNpefycMoOTpeHHble HacToswwmMm  PefepanbHbiM - 3aKOHOM, MOryT nepefaBatbCca  ANA
OCYLLeCTBMEHNs  opraHam WCMNONHNTENBHOMN Bnactm  cybbektoB  Poccuiickon — ®Pepepauuu
noctaHosneHuamu Npasutensctea Poccuiickon ®egepaunn B nopsagke, yctaHosneHHoMm defepansHbiM
3aKoHOM OT 6 okTa6psa 1999 roga N 184-03 "O6 o6WMX NpUHLMNAX OpraHM3auun 3akoHOAAaTESbHbIX
(MpegcTaBuTENbHBIX) U UCMOMHUTENBHBIX OPraHOB FOCYAApCTBEHHOW Bnactu cybbektoB Poccuiickon
denepaummn”.

Cratba 6. [MonHOMOYMA oOpraHoB WUCMONIHUTENbLHOW BRacTu cy6bekTta Poccuickon
®depepauum npu obpalleHUn NekapcTBEeHHbIX CPeaAcTB

K nomHoOMO4YMsIM OpraHoB MWCMOMHWUTENbHOW BRactu cybbekta Poccuickon ®Pegepauun npu
obpallieHnn nekapCcTBEHHbIX CPEACTB OTHOCATCS:

1) paspaboTka U peanusauusi perMoHanbHbiX nporpaMM  obecrneyeHuss  HaceneHus
neKkapcTBEHHbIMU npenapaTamu;

2) ycTaHOBNEHWE NpeaernbHbIX pa3MepoB ONTOBbIX HaA6aBOK 1 NpeAenbHbIX Pa3MepoB PO3HUYHBIX
HanbaBoK K (DaKTUYECKMM OTMYCKHbIM LieHaM, YCTAHOBIIEHHLIM MPOU3BOAUTENSIMU EKapCTBEHHbIX
npenapatoB, Ha FNeKapCTBEHHble NpenapaTbl, BKMHOYEHHbIE B MEPeYEHb XMU3HEHHO HeOBXOoaUMbIX U
Ba)KHEMLUUX NeKapCTBEHHbIX NpenapaTos;

3) ocyllecTBreHMe perMoHanbHOro rocydapCTBEHHOTO KOHTPOMS 3a MPUMEHeHUMEM LeH Ha
neKkapcTBeHHble npenapaTbl, BKIOYEHHbIe B MEpeYeHb >KM3HEHHO HEeOOXOAUMBIX W BaXKHEWLLUX
NeKapCTBEHHbIX TMpenapaTtoB, OpraHW3auMsiMu OMTOBOW TOPrOBMM JIEKAPCTBEHHbIMKU CpPeAcTBaMy,
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anTe4yHbIMU OpraHM3auusaMu, WHOUBMAYaNbHbIMU MPEANPUHUMATENAMNU, UMEKWMMN MULEH3NI0 Ha
dapmaLeBTUYECKYlD AeATenbHOCTb, MEOMUUHCKMMM OpraHuM3auusmMu, WMEHLWMMU MULEH3NI0  Ha
dapmaLeBTMYECKYlD OdesaTenbHOCTb, M WX 06ocobneHHbIMM noapasgeneHuammn  (ambynatopusamu,
denbaepckummn 1 enbawepcKo-akylepCkMMM  MyHKTaMu, LeHTpaMu  (oTAeneHusMn)  obLuen
Bpa4yebHOM (CEMENHON) MpaKkTWKK), PacrofOXEeHHbIMU B CENIbCKUX HaCEeNEHHbIX MyHKTax, B KOTOPbIX
OTCYTCTBYIOT anTeyYHble OpraHu3auuu;

(B pea. PenepanbHbix 3akoHOB OT 25.06.2012 N 93-d3, o1 27.12.2019 N 475-03)

4) npuHaTMe pelleHus 06 mcnonb3oBaHuMM Ha TeppuTopun cybbekta Poccuinckon depepauuu
Hapsgy C peuentaMu Ha JeKkapCTBEHHble npenapatbl, OOpMMEHHbIMM Ha OymMaXHOM HocuTene,
peLenToB Ha NekapCTBEHHbIE NpenapaTbl, ChoOpMUPOBaHHBLIX B (DOPME SMEKTPOHHbBIX AOKYMEHTOB.

(n. 4 BBeaeH PepepanbHbiM 3akoHOM OT 29.07.2017 N 242-03)

Mnaea 3. FTOCYOJAPCTBEHHAA ®APMAKONEA

CrtatbA 7. PaspaboTka M usgaHue rocyfapcTBeHHOW chapMakoneu, pasmelleHue AaHHbIX O

1. Moa rocymapcTBeHHOW (hapmakoneen NOHUMAaeTCs CBoA OOwux dhapMakonenHbIX ctaten u
hapmakonemnHbIx cTaTen.

2. PagpaboTka obwmx ¢apmakonenHblx cTtaten u ¢apmakonenHblx cTaTten, B TOM 4ucne
dapmakonenHbIx cTated Ha apmakoneriHble CcTaHoapTHble o6pasubl, W BKIOYEHWE WX B
rocygapCTBeHHY0 (hapMakoner OCYLIECTBNAITCA B MOPSAKe, YCTAHOBMEHHOM  YMOMHOMOYEHHbIM
dhegeparnbHbIM OPraHOM UCMONHUTENLHOW BNACTU.

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

3. PaspaboTtka dpapmakonenHomn ctatbl Ha pedepeHTHbIN NeKapCTBEHHbIV Npenapar v BKoYeHne
ee B rocygapCTBEHHy hbapmakoner B TeyeHue Cpoka OEeViCTBMSA 3alUWTbl WCKIHOYMTENbHOro npasa,
YAOCTOBEPEHHOr0 NaTeHTOM Ha pedepeHTHbIN NeKapCTBEHHbIM NpenapaT, OCYLLEeCTBSATCA C cornacus
ero paspaboTuuka.

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

4. TocypapctBeHHass dapmakones u3faeTcs YNONMHOMOYEHHbIM  befeparnbHbIM - OpraHom
WCMNOMHMTENBbHOW BNacTu 3a c4eT cpeacTB pedepansHOro 6omkeTa 1 NognexnT nepensgaHvsm He pexe
YyemM OOWH pa3 B NATb feT, B Nepuo Mexay KOTOpbIMU M3JatoTCA NPUINOXKEHUA K rocygapcTBEHHOM
dhapmakonee, cogepxawue obwue apmakonenHole crTatb KU (MnM) apmakoneriHble CcTaTby,
yTBEpPXAEHHbIe Nocne U3gaHusa Unu nepensfgaHus rocyaapcTBeHHoOW hapmMakonen.

5. YnonHomoueHHbIn deaeparnbHbii OpraH WMCNOSTHATENbHOW BfacTuM pasMellaeT AdaHHble O
rocygapcTBeHHOM (papmakonee v NpuUnoXeHUax K Hem Ha cBoeM odmumansHoM cante B cetu "UHTepHeT"
B YCTAHOBMEHHOM MM NOpPSAKeE.

Maesa 4. TMLUEH3UMPOBAHUE NPOU3BOACTBA NEKAPCTBEHHbIX CPEOCTB
U ®APMALIEBTUYECKOW AEATENBbHOCTU, TOCYOAPCTBEHHbIN KOHTPOIb
(HAQ30P) B COEPE OBPALLEHUA NEKAPCTBEHHbLIX CPELOCTB
(B peq. ®enepansHoro 3akoHa ot 11.06.2021 N 170-03)

CraTbs 8. JluueHsanpoBaHue Npon3BOACTBA JIEKAPCTBEHHbIX CPeACTB U (hapmaLeBTUYECKON
AeATeNbHOCTHU

1. JluueH3npoBaHme NpoM3BOACTBA NEKAPCTBEHHbIX CPEeACTB U hapMaueBTUYECKON AeATENbHOCTU
OCYLLIECTBMSETCA B COOTBETCTBUM C 3aKOHOAATenbCcTBOM Poccuickon degepaumn.

2. O6Gsi3aTenbHbIM ycnosuem npenoctaBfieHna INnUeH3nn Ha nNpou3BOACTBO J1EKapCTBEHHbIX
CcpencTB ABNAETCA NPUIIoOXeHNE K 3adBJ1IEHU0 ConcKaTena NUMUEeH3nn nepeyvyHa nekapCTBEHHbIX (bOpM n
(VIJ'IVI) B1OOB (bapMaLl,eBTW—IeCKI/IX Cy6CTaHLI,Ml71, KOTOpble Nnpou3BoaAuUTEIb JeKapCTBEHHbIX CpeacTtB
HamMepeH Npon3BoanTb.

3. B cnyvyae Heob6xogMMOCTH pacLUMpeHns MPOM3BOACTBA NIEKAPCTBEHHbLIX CPEACTB 3@ CYET HOBbIX
NEKapCTBEHHbIX (OpM U BUOOB hapMaueBTMYECKNX CYyOCTaHLMA NpoM3BOOAUTENb JIEKAPCTBEHHbIX
CpeacTB AOMKeH nofaTb B NULEH3UPYIOLIUA OpraH 3asdBfieHMe O BHECEHUM WU3MEHEHWA B peecTp
NUUEH3MI Ha NPOM3BOACTBO NIEKAPCTBEHHbLIX CPEACTB.

(B pea. PenepanbHbix 3akoHoB 0T 02.08.2019 N 297-®3, o1 11.06.2021 N 170-d3)
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4. JlnueHsns Ha NPOU3BOACTBO NeKapCTBEHHbIX cpeacTs (hpapmavieBTudeckomn cybectaHumm cnupTa
3TUNOBOro (3TaHona) BblAAeTCsA MpU YCNOBMM HanuMuMsl y OpraHuM3auun Ha npaBe COGCTBEHHOCTW,
XO35IMCTBEHHOrO BEAEHUS UM ONepaTUBHOIO YNpaBleHNss OCHOBHOIO TEXHOormyeckoro obopynoBaHus
AN NPOW3BOACTBA JTUIIOBOrO CMvpTa, 3apermcTpupoBaHHOINO B COOTBETCTBUM €O cTaTtben 14.1
depepanbHOro 3akoHa oT 22 Hosibpa 1995 roga N 171-03 "O rocygapCTBEHHOM perynMpoBaHUn
npon3BoAcTBa M 00OpoTa 3TMMOBOrO CNUpTa, anKkorofbHOM W CnMpTOcoAepXXallen npoaykumm n ob
orpaHn4eHnn noTpebneHuns (pacnuTns) ankoronbHOW NPOAyKLMKn".

(vacTb 4 BBegeHa denepanbHbiM 3akoHOM OT 27.12.2019 N 481-03)

Cratba 8.1. OCOGEHHOCTM IULEH3UPOBaHMA NPOU3BOACTBA JEKapCTBEHHbIX CpeAacTB
(dapmaueBTUUECKON CYOCTaHLMM CNMpPTA ITUIIOBOro (3TaHona)
(BBegeHa depepanbHbIM 3akOHOM OT 27.12.2019 N 481-03)

1. [enctBne nuueH3MMm Ha MPOU3BOACTBO JIEKAPCTBEHHbIX CpeacTB (hapmMaueBTU4ECKON
cybcTaHuuM cnupTa STUMOBOMO (3TaHoma) MpMOCTaHaBNMBAETCs B 4acTU MnpaBa Ha MpPOM3BOACTBO
dhapmaueBTMYECKON CcybCTaHUUKM cnMpTa 3TUNOBOrO (3TaHomna) NUUEH3MPYIOWMM OpraHoM B crydasix,
onpegeneHHbix ctatbenn 20 PeagepanbHoro 3akoHa ot 4 mas 2011 roga N 99-03 "O nuueH3anpoBaHun
OTAEenbHbIX BWAOB OEATENbHOCTM", a Takke Ha CPOK NPUOCTAHOBMEHMSI OEWCTBUS NULEH3UN Ha
Npon3BOACTBO ATMMOBOrO CNupTa Anga Npou3BoAcTBa hapMaLeBTUYECKON cybCcTaHuumM cnnpTa 3TUNOBOro
(sTaHona), BelgaHHOM B cooTBeTCTBUM ¢ DeaepanbHbiM 3akOHOM OT 22 Hosi6pst 1995 roga N 171-903 "O
rocyadapCTBEHHOM pEerynupoBaHMM NpoM3BoACcTBaA M 00OpoTa 3TUMOBOrO CNUpTa, arnkoroflbHOM u
cnumpTocoaep alien npogykumm n o6 orpaHmyeHn notpedbneHuns (pacnnuTnst) ankoronbHOW NpoayKuun'.

2. [enctBne nuueHsMm Ha MPOU3BOACTBO JIEKAPCTBEHHbIX CpeacTB (thapmaueBTU4EeCKON
cybcTaHuuM cnuMpTa 3TWMOBOrO (3TaHona) B YacTM MpaBa Ha NPoOM3BOACTBO hbapmaueBTUYECKOM
cybcTaHuun cnupta 3TWMOBOrO (3TaHoMa) npekpawaeTcs NULEH3UPYOLWUM OpraHoM B criyyasx,
onpegeneHHbix ctatbenn 20 degepanbHoro 3akoHa ot 4 mas 2011 roga N 99-03 "O nuueH3snpoBaHum
OTAENbHbIX BUOOB OEATenbHOCTU", a Takke C AdaTbl NPekpaweHWs Wnn aHHynupoBaHWs OenCTBUS
NVUEH3MM Ha Mpou3BOACTBO 3TMMOBOrO CNMpTa Ans NpousBoAcTBa hapMaueBTMYEeCKon cybcTaHumm
cnupTa 3TUNoBoro (dTaHona), BblAaHHOM B COOTBETCTBUMN ¢ PenepanbHbiM 3aKOHOM OT 22 HosA6psa 1995
roga N 171-®3 "O rocygapCTBEHHOM perynMpoBaHUM Npou3BoAcTBa M 0O0OpOTa 3TMMOBOrO CNMpTa,
ankoronibHOM UK cnupTocoAepXKalien npoaykuum u o6 orpaHuveHun noTpebneHus (pacnutus)
ankoronbHOM NpoayKuun".

Cratba 9. lNocynapcTBeHHbLIN KOHTponb (Hap3op) B cdepe obpalieHusi nekapcTBEHHbIX
cpeacTB
(B peq. ®enepansHoro 3akoHa ot 11.06.2021 N 170-03)

1. TocymapcTBeHHbI KOHTpOmnb (Hag3op) B cdhepe obOpalleHWss NekapCTBEHHbIX CPeacTB
OCYLLIECTBMISIETCA NOCPeAcTBOM (hefdepanbHOro rocyaapCTBEHHOrO KOHTpons (Hagsopa) B cdepe
obpalleHns neKkapcTBEHHbIX CPeAcTB M dhedeparibHOro rocygapCTBEHHOro MNULEH3NOHHOMO KOHTPONS
AeATenbHOCTU MO NPOU3BOACTBY NEKAPCTBEHHbIX CPEACTB, OCYLLECTBSEMbIX dpeaepanbHbIMY OpraHamu
WCMNOMHMTENBbHOW BNacTu, yNnonHOMOYeHHbIMK [NpaBuTtensctBoM Poccuiickon Pegepaumm.

2. TMpepmeTom bepepanbHOro rocygapCTBEHHOro KOHTponsi (Hagsopa) B cdepe obpalleHus
neKapCTBEHHbIX CPEACTB ABMAKTCS:

1) cobniopgeHne obasatenpHbIX TpeboBaHUn B chepe obpalleHns NekapCTBEHHbIX CPEACTB, B TOM
yncne:

a) TpeGoBaHW K [OKMMHUYECKUM WCCMEdOoBaHUSAM JIeKapCTBEHHbIX CPeacTB, KIMMHUYECKUM
nccnenoBaHNWAM  NeKapCTBEHHbIX TMpenapaTtoB, W3roTOBMIEHWIO, XpaHeHWo, MepeBo3ke, BBO3Y B
Poccuiickylo  defepauuio, OTNycky, peanusauuu, nepegade, npodaxe NeKapCTBEHHbIX CPeACTs,
MPUMEHEHWI0 NeKapCTBEHHbIX NPenapaToB, YHUUTOXEHWUIO NeKapCTBEHHbIX CPEeACTB, YCTaHOBMEHWIO
MPOV3BOAMTENSAMMU NEKAPCTBEHHbIX NpenapaToB LEeH Ha NekapcTBeHHble npenaparbl, BKMIOYEHHble B
nepeyeHb XN3HEHHO HEOBXOAMMBIX U BaXKHENLLIMX NeKapCTBEHHbIX Npenaparos;

0) TpebOoBaHM K COOTBETCTBMIO JIEKAPCTBEHHbIX CPEACTB, HaxogdwmMxcsas B obpaleHun,
rnokasatensM kavecTBa, 3(MEKTUBHOCTM UK GE30MacHOCTM, YCTAHOBMIEHHbIM B COOTBETCTBUM C
HacTosILmMM PeaepanbHbIM 3aKOHOM;

B) TpeboBaHMn Kk cobnogeHuto cybbekTamy obpalleHns nekapcTBeHHbIX CPeacCTB, yKaszaHHbIX B
yactn 1 crtatbk 67.1 HacTosiwero degepanbHOro 3akoHa, OrpaHMYEeHUA, HanaraeMbelX ctaTbsiMm 67.1 u
67.2 HacTosiwero ®enepanbHOro 3aKoHa;
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2) cobniogeHve  NUUEH3UOHHbIX  TpeboBaHMM K OcyllecTBneHuo  apmMaLeBTU4ECKON
AeATeNnbHOCTY;

3) cobniogeHve TpeboBaHMM K NpefoCTaBfeHM0 CyObekTamu obpalleHust neKapCTBEHHbIX
cpeacts  MHGoOpMaLMM O FeKapCTBEHHbIX CpeacTBax W (MNM)  NekapcTBEHHbIX —Mpenaparax,
npegycMmoTpeHHon ctatesamu 9.1, 52.1 n 64 HacTosawero ®eaepansHOro 3akoHa.

3. Tlpn ocywectBneHun eaepansHOro rocyaapCTBEHHOro KoHTpons (Hagsopa) B cdepe
obpalleHnst NeKapCTBEHHbIX CPeacTB MPOBOAATCS CriegylolimMe BuAbl KOHTPOSIbHbIX  (HaA30pHbIX)
MEpPONPUATUNA:

1) LOKyMeHTapHas NpoBepKa;

2) Bble3gHas NpoBepKa;

3) BbIBOPOYHbIN KOHTPOJIb KA4YEeCTBa;
4) KOHTpONbHasA 3aKymnka;

5) MHCNEKUNOHHBIV BU3NT;

6) HabniogeHve 3a cobniogeHnem obssaTenbHbix TpeboBaHW (MOHUTOPUHI Ge3onacHoCcTK)
(cbapmakoHaasop).

4. OpraHusaumsi U ocyllecTBrieHne denepanbHOro rocygapCTBEHHOrO KOHTpons (Hagsopa) B
cthepe obpalleHnss nekapCTBEHHbIX CPeACTB perynupytotcs degepanbHbiM 3akoHoM oT 31 utona 2020
roga N 248-93 "O rocygapCTBEHHOM KOHTpore (Haa3ope) M MyHuuMnanbHOM KOHTpone B Poccuickon
®enepaumn”.

5. BHennaHoBbIN BbIBOPOYHbLIA KOHTPOMb KayecTBa MPOBOAMTCA B TOM YMCME€ Ha OCHOBaHWM
nporpamMmmbl NMPOBEPOK.

6. MnaHoBbIN BLIOOPOYHbLIN KOHTPOSb Ka4ecTBa He NPOBOAMUTCS.

7. o pe3ynbTataMm BbIOGOPOYHOrO KOHTPOMs Ka4yecTBa Hapsagy C pelleHnsmMu, NnpeaycMOoTPEHHbIMA
®depnepanbHbiM 3akoHoM oT 31 uiona 2020 roga N 248-®3 "O rocygapcTBeHHOM KOHTpone (Haasope) u
MyHVUMNanbHOM KOHTpone B Poccuiickon ®depepaumn”, cdefepanbHbiMU OpraHamu UCNOSTHUTENbHOMN
BMacTu, YMOMHOMOYEHHBIMW Ha OCYLLECTBIEHNE BbIOOPOYHOrO KOHTPOMsS KayecTBa, MNPUHUMAOTCA
crnegyowmne peLeHust:

1) 0 panbHeulweMm rpaxgaHckom obopoTe cepun, NapTuM COOTBETCTBYHOLLETO JEKapCTBEHHOMO
cpencTea B criyyae NOATBEPXKAEHUS N0 pesynbTaTam NpoBeAeHHbIX UCMbITaHUM COOTBETCTBMS kavyecTBa
nekapCcTBEHHOIO CPEeACTBa YyCTAHOBNEHHbIM TPe6oBaHUSIM;

2) 06 m3bATUM K3 rpakpgaHCKoro obopoTa cepuu, NapTUM COOTBETCTBYIOLLErO JeKapCTBEHHOMO
cpencTBa B Crlyyae BbISIBNEHMS MO pe3ynbTaTam NpoBefeHHbIX UCMbITaHUI HECOOTBETCTBUSA KayecTBa
nekapCTBEHHOIO CPeACTBA YCTAHOBINEHHBLIM TPEBGOBaAHUSIM;

3) 0 nepeBofe NEKapCTBEHHOrO CpeAcTBa Ha MOCEPUNHLIN BbIOOPOYHbLIN KOHTPONb KayecTBa
NNeKapCTBEeHHbIX CpencTB B Cllydae NOBTOPHOIoO BbiABIIEHUA HECOOTBETCTBUA KaydeCTBa J1IeKapCTBEHHOIO
cpencTBa yCTaHOBMEHHbIM TpeboBaHMAM M (Npy HeOBXOAMMOCTU) O MpoBepke cybbekTa obpalleHus
nekapcTBeHHbIX cpeacTB. Pacxoabl, cBA3aHHble ¢ NPOBEAEHNEM MOCEPUINHOIO BbIGOPOYHOrO KOHTPONS,
ONnaynBaloTCA NPOU3BOAUTENEM JIEKapCTBEHHOrO CpeAcTBa NuMbO Aepxatenem unu BriagenbLeM
perncTpaLmoHHOro yaoCToBepeHNs nekapcTBEHHOro npenapara.

8. depepanbHbli TOCY4APCTBEHHbIN NULEH3MOHHBLIN KOHTPOSb AEATENbHOCTUM MO MPOM3BOACTBY
neKkapCTBEHHbIX CPeaCTB OCYLECTBMSETCAS B COOTBETCTBMM C 3akoHodaTenbcTBoM Poccuinckon
depepauymum.

Cratbs 9.1. Nporpamma npoBepokK
(BBeaeHa depepanbHbIM 3akoHOM OT 11.06.2021 N 170-93)

1. B uensx opraH1saumm BbIGOPOYHOrO KOHTPOSS KayecTBa NlekapCTBEHHbIX CPeacTs dhopMmupyeTcs
nporpaMmma npoBepoK.
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2. Ana uenen peanusaumm nporpamMmMbl MPOBEPOK MNPOU3BOAMTENMW NEKapCTBEHHbIX CPeacTB U
opraHu3auuu, OCyLeCTBNSALWME BBO3 JeKapCTBEHHbIX cpeactB B Poccuiickyio  ®epgepauuto,
NpegocTaBnAlOT B OTHOLIEHUM JIEKapCTBEHHbIX CpeacTB  ANnd  MeOUUMHCKOTO  MPUMEHEHMs B
YNOSTHOMOYEHHbIN deaeparnbHbli OpraH UCMOMHUTENBHOW BNacTu, OCYLECTBAAWNMA dYHKLMM MO
KOHTPOMIO M Hag3opy B cdepe 30paBOOXPaHEHWsl, B OTHOLIEHUWM JIEKAPCTBEHHbIX CpeacTB Ans
BETEPVMHAPHOIO MPUMMEHEHNS B YMNOMHOMOYEHHbIN deaepanbHbli OpraH MCMOMHUTENbHON BMacTwy,
OCYLLECTBASOLWUNA OYHKLUN NO KOHTPOMO N Haa3opy B cdepe obpalleHnsi nekapCcTBEHHbIX CpeacTB Ang
BETEPMHAPHOrO NPUMEHEHNs, CBEOEHUA O Cepusx, NapTUaX NeKapCTBEHHbIX CPeACcTB, MOCTyNawLmx B
rpaxgaHckun obopot B Poccunckon ®degepaumn, B nopsgke, coctaBe M obbemMe, YCTaHOBIEHHbIX
yKkasaHHbIMW beepanbHbIMU OpraHaMu UCMOMHUTENbHOW BNAcT B OTHOLLEHUWN NEKapCTBEHHbIX CPEACTB
ONg  MeOWMLMHCKOrO MpUMEHEHUS U B OTHOLUEHWUM NeKapCTBEHHbIX CPeacTB ANd BeTepuHapHOro
NPUMEHEHNs1 COOTBETCTBEHHO.

3. lporpamma npoBepok ¢opMupyeTcs Ha kaneHaapHbil rog B cpok go 30 pgekabpsi roaa,
NpeaLecTBYHOLLEro rogy npoBeaeHnsi BoIBOPOYHOro KOHTPONS.

4. B cnyyae HacTynneHus coOObITMIN, ykadaHHbIX B noanyHktax "6" m "B" nyHkta 2 4yactm 6
HacTosien cTtaTbu, dedepanbHbiM OPraHOM MCNOMHUTENBHOW BNAacTW, OCYLECTBASIOWMM (PYHKUUM NO
KOHTPOIO M Hagsopy B cdpepe 30paBoOXpaHeHus, eaeparnbHbiM OpraHoM MCMOSIHUTENbHOW BNacTw,
OCYLLeCTBSALWMM DYHKLUM NO KOHTPOMIO U Haa3opy B chepe obpalleHns nekapCTBEHHbIX CPeAcTB Ans
BETEPUHAPHOrO MPUMEHEHUs, Npu HeoOXOAMMOCTM BHOCATCS COOTBETCTBYHOLUME W3MEHEHUs B
nporpammy nNpoBepoK.

5. B nporpammy npoBepoK MOryT BKIOYATLCA MEPOMPUATUS C Y4ETOM HapyLEHUN, BbISBMEHHbIX B
pamMKkax KOHTPOIbHbIX (HAA30PHbIX) MEPONPUATUIA 3a NpeablAyLUMIA KaneH4apHbIN roA.

6. NMporpamma NpoBEPOK COAEPKMT:

1) nepeyeHb NeKapCTBEHHbIX CPEACTB, 0TOOP 06pa3uoB KOTOPbIX OyAeT OCyLLEeCTBAATLCS B paMKax
BbIOOPOYHOro KOHTPOMs, (POPMUPYEMBIN C Y4ETOM pe3yrnbTaToOB rocy4apCTBEHHOrO KOHTpona (Hagsopa)
B cdepe o0OpalleHNss neKkapCTBEHHbIX CPEACTB 3a KaneHaapHbld o4, MpealecTBYWUn rogy
npoBefeHns BbIBOPOYHOro KOHTPOIS;

2) YKa3aHune Ha cobbiTue, HacCTynrneHne KOTOpOoro ABNAeTCA OCHOBaHMEM AO5A OCyLeCTBIeHUA
Bbl60p0‘-IHOFO KOHTpONA:

a) Nony4vyeHue CBeAEHWN, NpeacTaBnsieMbIX B COCTaBe M 06beme, YCTaHOBMEHHbIX heaepanbHbIM
OpraHoMm MCMOMHUTENbHOW BACTU, OCYLLECTBASALWUM (PYHKLUMM MO KOHTPOMK U Haal3opy B cdepe
30paBoOXpaHeHusi, dpedepanbHbiM OpraHoM UCMOMHUTENBHOW BRacTU, OCYLLECTBASIOWMM YHKLMU MO
KOHTPOIO 1 Hag3opy B cdpepe obpalleHuns NekapCTBEHHbBIX CPEACTB AN BETEPUHAPHOIO NPUMEHEHUS, O
cepusix, NapTusX JekapCTBEHHbIX CPeACTB, MOCTynawwux B rpaxgaHckuii obopoT B Poccuiickon
dPepepaummn, ykasaHHbIX B NyHKTe 1 HacTodwen 4acTu, opraHv3auumsiMM, OCYLLECTBSOWUMU
NPOn3BOACTBO NleKapCTBEHHbIX cpeacTB B Poccuiickon deagepaumm M BBO3 NleKapCTBEHHbLIX CPeACTB B
Poccuiickyto deagepaumio;

0) nony4yeHne nocTynaroLlen B Nopsake, YCTAaHOBNEHHOM cTaTbel 64 HacToswero ®enepanbHOro
3aKoHa, MHGopMaLMn 0 NOBOYHBLIX AENCTBUSAX, HEXENaTeNbHbIX PeaKUUsaX, CepPbe3HbIX HexernaTerbHbIX
peakuusix, HenpeaBUAEHHbIX HEXeNnaTernbHbIX peakunsix Npyu NPUMEHEHUN NEKapCTBEHHbIX NpenapaTos,
06 vHOuBMAYanbHOW HENepeHOCUMOCTU, OTCYTCTBUM 3PEKTUBHOCTM NEKAPCTBEHHLIX MpenapaTos, a
Takke 06 MHbIX (hakTax U 0BCTOATENLCTBAX, NPEACTABNALNX YTPO3Yy XU3HU UMW 340POBbLI0 YeroBeKa
nmbo KMBOTHOTO MNPWU MNPUMEHEHUM TEKAPCTBEHHLIX MpenapaToB W BLISBMEHHBIX Ha BCEX 3Tanax
obpalleHns nekapcTBEHHbIX NpenapaToB B Poccunckon Pefepaumm n apyrmx rocygapcraax;

B) monyyeHue B cooTBeTcTBMM ¢ PepgepanbHbiM 3akoHoM oT 31 umona 2020 roga N 248-93 "O
rocydapCTBEHHOM KOHTpone (Hagsope) M MyHuuMnanbHOM KoHTporne B Poccuiickon depepaummn”
CBEOEHMIN O MPUYMHEHMM Bpeda unm ob yrpose MpUYMHEHWUst Bpeda >KU3HW, 340POBbLI0 TPadK4aH MIu
XVMBOTHBIX.

Cratba 9.2. TlocymapcCTBeHHbI KOHTponb (Hag3op) 3a peanusauvMen opraHamu
MCMONTHUTENbLHOW BnacTn cybbekToB Poccurickon ®denepaummn nonHomoumn B cpepe obpaileHus
JNeKapCcTBEHHbIX CPeACTB ANl MeAULMHCKOro NpUMeHeHUs

(BBegeHa depepanbHbiM 3akoHOM OT 11.06.2021 N 170-03)

1. TocyaapCTBEHHbIN KOHTPONb (HAA30p) 3a peanu3auvernt opraHamMmn WUCMOSTHUTENBbHOW BRacTu
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cybobvektoB Poccuiickon depepaumm nonHoMouunm B cdepe obpalleHusi NekapCTBEHHbIX CpeacTB Ans
MEeOULMHCKOrO MNPUMEHEHUS  OCYLLECTBISETCH  YNOMHOMOYEeHHbIM [MpaButenscTBoM  Poccuickomn
dPenepaumm opraHoMm NCMONHUTENBHOW BNACTW.

2. TlpegMeToM rocygapCTBEHHONO  KOHTpomns  (Hag3opa) 3a peanv3auuvert  opraHamm
UCNONMHUTENBHOM Bractu cybbektoB Poccuiickon depepaumm nonHomounn B cdpepe obGpalleHus
nekapCTBEHHbIX CpeacTB AN MeAULUMHCKOro NPUMEHEHUS sIBNSIETCA cobniogeHne ynosHOMOYEHHbIMN
opraHamu UCNonHUTENBHOM Brnactu cybbektoB Poccuiickon depepauumn MeToaMKM YCTaAHOBEHUSA
npedenbHbIX pasMepoB OMTOBbIX HaA0aBOK WM npedenbHbIX pPasMepoB pPO3HUMYHbIX HaabaBok K
PaKTU4ECKNMM OTMYCKHbIM LIEHaM, YCTaHOBMEHHbIM MPOU3BOAUTENSIMU JIEKAPCTBEHHBIX NMpenapaToB, Ha
nekapcTBeHHble MpenapaTbl, BKMYEHHbIE B MEepeYeHb XM3HEHHO HeobXoAMMBIX W  BaKHEWLIMX
nekapCTBEHHbIX NpenapaTos.

3. Mpu ocywecTBNEHMN FOCYAaApPCTBEHHOIO KOHTPONS (Hags3opa) 3a peanu3auuelt opraHamu
UCNONMHUTENBHOM BractM cybbektoB Poccuiickon depepaumm nonHomounn B cdpepe obpalleHus
nekapCTBEHHbIX CPEACTB A1 MEAULMHCKOTO NPUMEHEHUSI NPOBOASTCA Crieaytolme BUabl MEPONPUSITUIA:

1) AOKYMEHTapHbIe NPOBEPKY;
2) Bble3Hble MPOBEPKW.

4. OpraHmsaums u OCyLLeCTBNEHME TrOCyOapCTBEHHOro KOHTPOMNs (Hagsopa) 3a peanu3auuen
opraHamu McrofiHMTenbHOM BnacTn cyobektoB Poccuiickon Pepepaumm nonHoMounn B cdepe
obpalleHns NekapcTBEHHbIX CPeacTB ANS MeAWLMHCKOro MpuMeHeHus perynupytotcs PeneparnbHbIM
3aKoHOM OT 6 okTabpsa 1999 roga N 184-03 "O6 0oOwux nNpuHUMNAX opraHM3auMu 3akoHOAATENbHbIX
(mpegcTaBuTENbHBIX) U UCMOMHUTENBHBIX OPraHOB rOCYAApCTBEHHOW Bnactu cybbektoB Poccuiickon
®epepaumn”.

5. TlonoxeHve O rocygapCTBEHHOM KOHTpone (Hag3ope) 3a peanusauuen opraHamm
WCMONMHUTENBHOM Brnactu cybobektoB Poccuiickorn Pegepaumm nonHomouni B cdepe obpalleHust
neKapCTBEHHbIX CPeACTB AN MeAULMHCKOro NpuMeHeHus yTeepxaaeTcs lNpaButensctBoM Poccuinckomn
degepaumn.

CraTtbsa 9.3. PermoHanbHbIN rocyfapCcTBEHHbIN KOHTPOSb (Hag3o0p) 3a NpUMEeHeHUeM LeH Ha
nekapcTBeHHble npenapaTbl, BKIIIOYEHHbIe B NepeyYeHb XM3HEHHO HEOOXOAMMbLIX U BaXXHEMLLUUX
nekapcTBeHHbIX NpenapaToB

(sBegeHa dPepepanbHbiM 3akoHoM oT 11.06.2021 N 170-93)

1. PernoHanbeHbIV rocyaapCTBEHHbIV KOHTPOSb (HAg430p) 3a NPMMEHEHUEM LIEH HA NIEKapPCTBEHHbIE
npenapaTbl, BKMOYEHHbIE B MEpPeYeHb >XUBHEHHO HEODXOAUMbBIX W BaXHEWLWWUX FEKapPCTBEHHbIX
npenapaToB, OCYLLECTBMSAETCA OpraHoM WCMONHUTENbHOM Bnactn cybbekta Poccunckon depepaumm,
YNOJSTHOMOYEHHbBIM BbICLUMM UCMOSNTHUTENbHLIM OPraHoOM rocy4apCTBEHHOM BnacTu cyobekTa Poccuinckon
degepaumn.

2. MNpegomeTom pervoHanbHOro rocy4apCTBEHHOrO KOHTPONs (Hagsopa) 3a NpYMeHeHUeM LeH Ha
nekapCcTBeHHble MpenapaTbl, BKMOYEHHbIE B MepevYeHb >XW3HEHHO HEeOobXOAWMbIX W BaXKHEMLUMX
nekapCcTBeHHbIX  MpenapaTtoB, sBnsgeTca  cobnogeHWe  opraHusauusMm  ONTOBOW  TOProBmuv
nekapCTBEHHbIMW CpeacTBaMu, anTeYHbIMY OpraHn3aumsamn, UHANBUAYyanbHbIMU NpeanpuHMMaTensimu,
UMEKLWMMN  FNMUEH3MI0 Ha dapMaueBTUYECKyld OesTenbHOCTb, MEAVLUMHCKAMK  OpraHvM3auusiMu,
UMEIOLLMMUN NULIEH3MIO Ha bapMaLEeBTUYECKYI0 AeATENbHOCTb, U UX 060COo6NeHHbIMY NoapasaeneHnsiMun
(ambynatopuamn,  denbawepckumn U henbalepcko-akylepckuMm  NyHKTaMu,  LeHTpamu
(oToeneHuamu) obien BpavebHOM (CEMENHOW) NPAKTUKK), PaCMONOXEHHbIMU B CENbCKUX HAaCENEHHbIX
NyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHnsauuu, Npy peanusauum nekapcTBeHHbIX NpenapaTos
TpeboBaHWA K MPUMEHEHUIO LEeH, YPOBEHb KOTOPbIX HEe [OSKEH MpeBbiaTb CyMMYy (aKTU4eCcKown
OTMYCKHOW LieHbl, YCTAHOBMIEHHOW NPOM3BOAMTENIEM feKapCTBEHHbIX MpenapaToB, W KOTOpble He
NpeBbILIaT 3aperncTppoBaHHbIX NPeaeribHbIX OTMYCKHbIX LEH, 1 pa3MepoB ONTOBbIX HaAbaBok 1 (1nu)
pasMepoB PO3HUYHbIX HaAbaBOK, HE MPEBbLILLAIOLWMX COOTBETCTBEHHO Pa3MEPOB NpPeAerbHbIX OMTOBbIX
HagbaBok M (M) pasmepoB MpedesfibHbIX PO3HUYHBbIX HaabaBOK, YCTaHOBMEHHbIX B CybbekTe
Poccuiickon ®epepauum.

3. OpraHusaums 1 OCyLIEeCTBIIEHNE PErMoHanbHOro rocyaapCTBEHHOro KOHTpons (Hagsopa) 3a
NPUMEHEHNEM LIEH Ha feKapCTBEHHbIE NpenapaTbl, BKIMOYEHHbIE B NEpeYeHb XXU3HEHHO HEOBXOAUMBIX U
BaXKHeMLLNX NekapCcTBEHHbIX NpenapaTtos, perynupytotca ®eaepansHbiM 3akoHoM oT 31 nonga 2020 roga
N 248-®3 "O rocygapCTBEHHOM KOHTpone (Haasope) U MyHuumnanbHoOM KoHTpone B Poccwuiickon
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depepaummn”.

4. TlonoxeHne 0 perMoHanbHOM rocygapCTBEHHOM KOHTpose (Hagsope) 3a NpMMEHEHVWEM LeH Ha
nekapcTBeHHble rnpenapaTtbl, BKMIOYEHHbIE B MEpeYeHb XU3HEHHO HeOoDXOOAWMbIX U BaXKHEMLUUX
nekapcTBEHHbIX MpenapaToB, YTBEPXAAEeTCS BbICLUMM WCMOMHUTENbHBIM OpPraHoM rocyaapCTBEHHOW
BnacTtu cybwekra Poccumckon denepauun.

CrtaTbsa 9.4. ®PepepanbHbif rOCYyAapPCTBEHHbIW JIULEH3UOHHbIA KOHTPONb AeATeNIbHOCTU No
NPOU3BOACTBY NeKapCTBEeHHbIX CPeACcTB
(BBegeHa deaepanbHbiM 3akoHOM OT 11.06.2021 N 170-03)

1. ®epgepanbHbIi TOCYOAPCTBEHHBIN MULEH3NOHHBIA KOHTPOMNb AEATENbHOCTU MO MPOU3BOACTBY
neKapCcTBEHHbIX CPeACTB OCYLIECTBNSeTcs dedepanbHbIMW  OpraHaMu  UCMOMHUTENbHOW  BNacTy,
yrnosiHoMo4veHHbIMu MNMpaButensctBomM Poccuickon ®eagepauuu.

2. ®epgepanbHbIi rOCY4apPCTBEHHBIN FNLEH3UOHHBIA KOHTPOMb AEATENbHOCTU MO MPOM3BOACTBY
neKkapcTBEHHbIX CPeaCcTB OcyLlecTBnseTca B cooTBeTcTBUM ¢ denepanbHbiM 3akoHOM oT 4 masa 2011
roga N 99-03 "O nuueH3npoBaHuUn oTaeNbHbIX BUAOB AesaTensHocTn" n degepanbHbIM 3aKOHOM OT 31
uions 2020 roga N 248-93 "O rocygapCTBEHHOM KOHTpoOfe (Hag3ope) M MyHUUMMANbHOM KOHTpOne B
Poccuinckon ®depepaumn”. B pamkax degepanbHOro rocygapCTBEHHOMO JIMLEH3MOHHOMO KOHTPONS
OEeATENbHOCTM MO MNPOM3BOACTBY JIEKAPCTBEHHbLIX CPEACTB MIIaHOBblE KOHTPOSbHble (HaA30pHbIE)
MEpONpUATUA He MPOBOASITCA, NPV 3TOM NPOBOAUTCS MepuoamMyeckoe MOATBEPXOEHWE COOTBETCTBUS
NVLEH3NaToB NULIEH3NOHHBIM TpeboBaHUsAM B cooTBETCTBUM ¢ PefepanbHbiM 3akoHOM oT 4 masa 2011
roga N 99-®3 "O nuueH3npoBaHMu OTAENbHbLIX BUAOB AesTenbHoCTH".

Mmasa 5. PASPABOTKA, JOKNMHWYECKUE NCCIIEAOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KITMHWYECKUE NCCINEQOBAHUA
NEKAPCTBEHHbIX NMPEMAPATOB ANA BETEPUHAPHOIO NPUMEHEHUA

Cratba 10. Pa3paboTka nekapcTBeHHbIX CpeacTB

1. PaspaboTka nekapCTBEHHbIX CPeACTB BKIOYaeT B cebsi MOMCK HOBbIX hapMaKkonornyecku
aKTVBHbIX BellecTB, Mocregylollee W3y4YeHUe WX JIeKapCTBEHHbIX CBOWCTB, [OOKIMHUYECKUe
nccnenoBaHus, pas3paboTKy TexXHONornii Npou3BoACTBa (hapMaueBTUYEeCcKMX cybcTaHumiti, pa3paboTky
COCTaBOB W TEXHOJOMMI NPON3BOACTBA NEKAPCTBEHHbIX NpenapaToB.

2. duHaHcoBoEe obecneyeHne pa3paboTKn NEKAaPCTBEHHbIX CPEACTB OCYLLECTBNAETCH 3a CYET:
1) cpencTtB dhegepansHoOro GrooxkeTa;
2) cpeacTB pa3paboTyMKOB fleKapCTBEHHbIX CPEACTB;

3) cpenctB  npou3BogMTENEN  NEKAPCTBEHHbIX  CPEACTB  NPWM  BbIMNOMIHEHUM  HAy4HO-
uccnegoBaTenbckux paboT no  JOroBopy Mexay pas3paboTyuMkOM FNeKapCTBEHHbIX CpPeacTB U
NpoM3BOAMTENEM NEKAPCTBEHHBLIX CPEACTB;

4) NHbIX He 3anpeLLeHHbIX 3akoHoaaTenbLcTBOM Poccuiickon ®enepauum NMCTOHHUKOB.

3. MNpaBa  paspaboTyMka  FEKapCTBEHHOTO  CPEACTBA  OXPAHATCS  rpaXKAaHCKMM
3aKOHOAaTeNbCTBOM.

CraTtba 11. [JOKNnMHM4YECKOe uccrnegoBaHMe NEKapCTBEHHOro cpeAcTBa ANSA MeAULIMHCKOro
npuUMeHeHus

1. [oknuHM4Yeckoe uccriefoBaHWe NeKkapCTBEHHOro CPeacTsBa Ans MeOULMHCKOTO MpUMeEHeHUs
MPOBOAMTCA NyTeM MPUMEHEHUS HayyHbIX METOAOB OLEHOK B LensX MonyYeHuss [oKasaTenbCTs
6es3onacHoCTK, kayecTBa U 3PPEKTUBHOCTM NeKapCTBEHHOrO CpeacTBa.

2. [loknuHM4eckoe uccriefoBaHWE NEKapCTBEHHOro cpeactsa Anst MeAWMLMHCKOro MNpUMeEHEeHUs
npoBOAUTCA B COOTBETCTBUM C MpaBunamu Hagnexaiwienh nabopaTopHOW NpakTUKW, YTBEPKAEHHbIMM
YNONTHOMOYEHHbIM (befepanbHbIM OPraHOM UCTONHUTENBHOW BracTu.

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

3. [Ins opraHusaumMu u npoBeOeHUs [AOKIMMHUYECKOro MCCRedoBaHUs neKapCTBEHHOro cpefcTea
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ANs MEQULMHCKOTO NpUMEHEHUs pa3paboTymkyM NekapCTBEHHbIX CPeACcTB MOryT MpMBMeKaTb HayyHO-
uccnegoBaTernbCckMe opraHusaumun, obpasoBaTtesibHble OpraHvM3auuu BbiCLIEro 06pasoBaHus, UMetoLne
HeoOXoaMMylo — MaTepuanbHO-TEXHMYECKylD 6a3y U KBanMUUMPOBAHHLIX  CNeuuanucTtoB B
COOTBETCTBYHOLLEN 06nacT uccneaoBaHus.

(B pen. PepepanbHoro 3akoHa ot 02.07.2013 N 185-93)

4. [loknuHn4yeckoe wuccregoBaHue JNIeKapCTBeHHOro cpeactesa AnAa MeauunHCKOro npumMeHeHusa
npoBoAUTCA MO YyTBEpPXAEHHOMY paspa60TLwn<0M NekapCTBeHHOro cpeacrtea nnaHy C BeaeHuem
NPOTOKOla 3TOro muccnenoBaHnAa U cCoCtaBlieHUMEM OT4eTa, B KOTOPOM coAepXaTca pe3ynbTaTbl 3TOro
ncenenoBaHusA n 3aKknwyeHne O BO3MOXHOCTM npoBedeHUnA KITMHN4YEeCKOro  mccriegoBaHuA
JNIeKapCTBEHHOrO npenaparta ana MmeaunumnHCKOro npuMeHeHuA.

5. TllpoBegeHue npoBepok cobnoOeHUs npaBuil Hagnexalwlein nabopaTopHOW MPaKTUKM U
NpaBoOBbIX HOPM WUCMOMNb30BaHUS KMBOTHbIX NPW NPOBEAEHWM [OKIUHUYECKUX WCCrefoBaHWN
NeKapCTBEHHbIX CpPeAcTB AN MeOMUMHCKOTO NPYMEHEHWs]  OCYLLEeCTBSETCS  YNONHOMOYEHHbIM
deneparnbHbIM OpraHOM UCTIONHUTENBHONW BMACTW.

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

6. PesynbTaTtbl OOKMMHWYECKOrO WCCMeOOBaHWA MeKapCTBEHHOro cpeactsa Ans MeAULMHCKOro
NpUMeHeHUs1 MOryT ObiTb NpeacTaBrieHbl B YMNONTHOMOYEHHbIN dheaeparnbHblii opraH UCMOSHUTENBbHOA
BMACTW B YCTAHOBIIEHHOM MOpSAAKE B LieNIsiX rocyaapCTBEHHON permcTpauun ekapcTBEHHOro npenapara.

Cratbsa 12. [OKNMHM4YECKOe uccnegoBaHue JNIeKapCTBeHHOro cpeacTtBa M KIIMHU4YeCKoe
nccnegoBaHue rneKkapCcTBeHHOro npenapara gnd setepnHapHoOro npumMmeHeHunsA

1. JOKNMHMYECKOe uccrneoBaHve NeKapCTBEHHOrO cpeacTBa AN BETEPUHAPHOrO MpUMEHEHUS
NPOBOAMTCA NyTEM MPUMEHEHUSI Hay4HbIX METOAOB OLEHOK B LEnsX MOnyvyeHus [oKas3aTenbCTB
H6esonacHocTH, kadyecTBa M 3PPEKTUBHOCTM fEeKapCTBEHHOrO CpeacTBa, B TOM 4UMCre onpeaeneHus
CpoKa €ero BbIBEEHVSI U3 OpraHW3ma XUBOTHOrO, B Uensix obecrnedveHuss 6e30MacHOCTM MPOAYKLMM
XXMBOTHOIO NMPOVCXOXAEHMWS NOCne NPMMEHEHUSI COOTBETCTBYIOLLLErO NeKapCTBEHHOrO npenapara.

2. [oknuHuyeckoe uWccnedoBaHUe J1eKapCTBEHHOro CpPeacTBa W KMHWYeckoe WccrenoBaHue
neKkapcTBEHHOro npenaparta Afisi BETEPUHAPHOIrO MpPUMEHEHWsl, UccrnefoBaHne OWOSKBUBaNEHTHOCTU
yKa3aHHOro IeKkapCTBEHHOro mnpenapaTta MpPOBOASTCA B COOTBETCTBUM C MpaBuramu, YyTBEPKOAEHHbIMM
YNONHOMOYEHHbIM heaeparnbHbIM OPraHOM UCMOMHUTENBLHOW BMACTM.

3. [oknuHuuyeckoe uccregoBaHWe reKapCTBEHHOro CPeacTBa W KIMHWYEecKoe WccrenoBaHue
neKkapcTBEHHOro npenapata [AOfsi BEeTEePUHAPHOrO MpUMEHeHUsI MPOBOAATCA Mo  yTBEepPXOEHHOMY
pa3paboTYMKOM leKapCTBEHHOro CpeacTBa MnaHy C BeAeHWMEM MPOTOKOMOB 3TUX MCCNegoBaHuin u
COCTaBreHMEeM OTYETOB, B KOTOPLIX COAEpKaTcs peaynbTaTbl 3TUX UCCNEA0oBaHMA.

4. Ins opraHn3auumn 1 NpoBefeHnst JOKIMHUYECKOrO UCCeAOoBaHMs NeKapCTBEHHOrO cpeacTea u
KNMUHUYECKOrO  UCCNEAOBAHUA IeKapCTBEHHOro npernapata Ans  BETepUHapHOro  MNpUMEHEeHUs
pa3paboTynK NEeKapCTBEHHOrO CPeACcTBa MOXET MpuBMekaTb OpraHusauuM, UMMmetolme Heobxoaumyto
mMaTepuanbHO-TEXHUYECKYO 6a3y U KBanNnULMPOBaHHLIX CMELManncToB B COOTBETCTBYIOLLEN 06nacTu
nccnenoBaHus.

5. KnuHudeckne uccnegosaHus NNeKapCTBEHHbIX npenapaTtoB ANA BeTEepUHApPHOro npuMMeHeHuA
npoBOAATCA B BeTepUHapHbIX opraHum3auundax u B OpraHu3aumax, OocCylwecTBhndarwWnX passegeHue,
BblpalinBaHne n cogepxaHme XXMBOTHbIX, B LeNnaAX:

1) YCTaHOBJ1IEHUA NEepPeHOCUMOCTU NNEKAPCTBEHHbIX NpenapaTtoB 340POBbIMU ) KUBOTHbIMU;

2) nogbopa onTMManbHbIX [O3VMPOBOK JIEKAPCTBEHHbLIX MNPenapaTtoB W Kypca fevYeHust Ha
KOHKPETHOW rpynre XXUBOTHbIX C onpeAeneHHbIM 3aboneBaHnem;

3) ycraHoBneHuss  GesonacHocTM U 3PMEKTMBHOCTU  FEeKapCTBEHHOro  npenapara,
npeaHasHayeHHOro ANns NleyeHus onpedeneHHbIX 3aboneBaHWin XUBOTHBLIX, WM 3 DEKTUBHOCTU
neKkapcTBEHHOro npenapara Ans npounakTki 3abonesaHnin 300POBbIX XKUBOTHbIX;

4) un3y4eHWs1 BO3MOXHOCTEW pacCLUMPEHUS MOKa3aHWM K MPUMEHEHUIO 3apermcTpupoBaHHOMo
nekapcTBEHHOro npenapara U BbiSIBNEHNSI paHee HeN3BECTHbIX MOBOYHbIX 4ENCTBUIA.

6. KnuHnuyeckoe wuccnegosaHue NIeKapCTBEHHOro npenapara Ana BeTepuMHapHOro npuMeHeHusa
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OCYLLECTBNSAETCS 3a CYET CPeaCTB paspaboTymKa fekapcTBEHHOro CPeAcTBa.

7. OT4yeTbl O pesynbTaTax [OOKMUHMYECKOrO UCCReAoBaHUs NekapCTBEHHOro cpeactsa W
KMMHUYECKOrO  WUCCMNedoBaHWA  NekapCcTBEHHOro npenapata AN BETEepUHapHOro  NMpuMeHeHus
COCTaBnsAlTCA pa3paboTYMKOM FEeKapCTBEHHOTO CpeacTBa C  y4eTOM 3akrouveHuid  opraHusauui,
NPUHUMABLLMX y4acTue B OpraHnsaLmmn 1 NpoBeaeHnn aTUX UccrnenoBaHui.

8. KOHTpOJ‘Ib 3a nposeageHneM AOOKIMNMHUYECKNX nccnegoBaHumn NNeKapCTBEHHbIX CpeacTs w”
KITMHWMYECKMX  UCCneaoBaHUn JNIEKapCTBEHHbIX MnpenapatoB A4 BEeTepUuHapHOro npuMmeHeHuna
ocyuiecTBndaeTCA ynosIHOMOYEeHHbIM cbep,epaanblM opraHom WCMNOMNHUTENBbHOW BRacTu.

Masa 6. OCYLWECTBNEHME rOCYOAPCTBEHHOW PETUCTPALIUN
NEKAPCTBEHHbIX NMPEMAPATOB

CrtaTtbsa 13. locyaapcTBeHHas pernctpauma fiekapcTBeHHbIX NpenapaToB
(B pen. ®PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

KoHcynbTaHTlntoc: npumeyaHue.

JonyckaeTcsi mpUMeHeHne B MeAMLMHCKMX LEensx He 3apernctpyMpoBaHHbix B P® nekapCTBEHHbIX
npenapaToB, COAepXaLLMX HapKOTUYECKNe CPeacTBa NN NCUXOTPOMHbIE BELLEeCTBa, BBE3EHHbIX B P®
B COOTBETCTBMM C Y. 3.1 CcT. 47 gaHHoro gokymeHTa (n. 8 c1. 3 ®3 o1 27.12.2019 N 475-03).

1. B Poccunckon Pegepaumm gonyckaroTcs Npon3BoAcTBO, U3rOTOBMEHNE, XpaHeHWe, NepeBo3ka,
BBO3 B Poccuiickyto denepaumio, BoiBo3 U3 Poccurickon depepauun, peknama, OTAYCK, peanusauus,
nepegava, NPYMEHEHWNE, YHUUTOXEHWE FeKapCTBEHHbLIX NpenapartoB, €CnM OHW 3aperMcTpUpOBaHbI
COOTBETCTBYIOLLUM YNOMHOMOY€EHHbBIM dheaeparibHbIM OPraHOM UCMOSNTHUTENbHOW BNAacTy.
(4acTb 1 B peq. PegepanbHoro 3akoHa ot 13.07.2015 N 241-03)

2. l'ocyaapcTBEHHONM perncTpaumm noanexart:

1) BCe nekapcTBeHHble MpenapaThl, BNepBble NOAnexawme Bsogy B obpalleHne B Poccuiickon
degepaumu;

2) nekapCTBeHHble Mpenapartbl, 3aperncTpupoBaHHble paHee, HO MpPOU3BEedEeHHble B OpYrux
neKkapcTBEHHbIX (hopmMax B COOTBETCTBMM C NepeyHeM HauMeHOBaHUM fekapCTBEHHbIX (OOpPM, B HOBOW
AO3VPOBKE NMpu JoKa3aTernbCTBE ee KIMMHUYECKON 3Ha4YMMOCTN N 3PPEeKTUBHOCTY;

3) HOBble KOMOUHaLNK 3aperncTpupoBaHHbIX paHee NekapCTBEHHbIX NMpenapaTtoB.

3. NocynapcTBeHHast perucTpaumsi nekapcTBEHHbIX NpenapaToB OCYLLECTBRSETCA Mo pe3ynbTataMm
9KCMEepPTM3bl NEKApCTBEHHbIX CPEACTB, a roCyAapCTBEHHast pernctpauns opdaHHbIX NeKapCTBEHHbIX
npenapaToB OCYLIECTBMSETCS MO pe3ynbTaTtaMm 3KCMepTU3bl [OKYMEHTOB, MNPEACTaBIEHHbIX Ans
onpefeneHnst BO3MOXHOCTU paccMaTpmBaTh NIEKapCTBEHHbIW NpenapaTt Ans MeAULIMHCKOro NpUMeHeHus!
npu OCYLLUECTBNEHUM TOCYAapCTBEHHOW perucTpauum B KavyecTBe OpdhaHHOro NeKkapCTBEHHOrO
npenapara, 1 no pesynbTaTtaM 3KCNepTU3bl NIEKapCTBEHHbIX CPEACTB.

4. "ocynapcTBeHHas perncTpauus nekapcTBeHHOro npenapara ocyLecTBnseTcs
COOTBETCTBYIOLLINM YMONMHOMOYEHHbIM doefepanbHbiM OpraHoOM WUCMOSTHUTENbHOW BNacTu B CPOK, He
NpeBbILALWNA CTa WecTnaecatTn pabounx gHeW Co OHSA MPUHSATUSA COOTBETCTBYHOLLEro 3asiBNEHUs O
rocyaapCTBEHHOW perucTpaumm rnekapcTBeHHOro npenapata. B ykasaHHbI CPOK BKMYaeTcs BpPeMms,
HeobxoaMMoe Ans MOBTOPHOrO NPOBeAEeHUs IKCMepPTM3bl NIEKApPCTBEHHOIO cpeacTBa B COOTBETCTBUM CO
ctaTeen 25 HacTtosiwero ®efeparnbHoro 3akoHa. Cpok rocyfapcTBEHHOW perncTpaummn fekapcTBEHHOro
npenapata MWCYMCNSAETCA CO [AHA NPUHATUS COOTBETCTBYIOLUMM YMNOMTHOMOYEHHBIM hedepanbHbIM
OpraHoM WCMONMHUTESNBLHON BacT COOTBETCTBYIOLLErO 3asiBNEHUS O rOCyAapCTBEHHOW perucrpauumm
neKkapCTBEHHOro nMpenapata C MpUIOXeHNeM HeobXOAMMbIX [OKYMEHTOB MO [AeHb Bblaauu
perucTpaumMoHHOro  yAOCTOBEpPEHWs NekapCTBEHHOro npenapaTta. Bpems, Heobxogmmoe ans
HanpasrieHUs  YNOMHOMOYEeHHbIM  d)efepanbHbiM  OpraHoOM  UCMNOSNHUTENBLHOW BMNacTM  3anpoca o
npeacTaBneHun HeobXoaMMbIX MaTepuanos 1 NPeAcTaBneHns 3agBuTenemM oTBeTa Ha AaHHbIN 3anpoc B
cooTBeTCTBMM CcO cTatbaMmu 16, 19 u 23 HacTodwero PenepanbHOro 3akoHa, He y4uTbIBaeTCs Mpu
NCYUCIIEHNN CPOKa roCcyaapCTBEHHOW perncTpaLmm nekapcTBEHHOro npenapara.

5. FocypapCTBEHHOW pernctpaumm He nognexar:
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KoHcynbTaHTlM0C: npumeyaHue.
C 01.03.2023 B n. 1 4. 5 cT1. 13 BHocATCS M3meHeHus (P3 ot 30.12.2021 N 463-d3). Cm. byayLuyto
pefakumto.

1) nekapcTBEHHble MNpenapaTbl, WU3rOTOBMEHHbIE anTe4YHbIMW OpraHM3auusMn, BeTepUHaAPHLIMM
anTeyYHbIMU OpraHM3auuaMKn, UHAMBMAYANbHBIMU NPEANPUHUMATENSAMU, KOTOPble UMEKT NMULUEH3NIO Ha
hapmaLeBTUYECKYD AESATENbHOCTb, MO peLenTam Ha JekapCTBEHHble npenapaTtbl U TpeboBaHUsM
MEeOUNLMHCKUX OpraHn3auuii, BETEpUHapPHbIX OpraHn3auuii;

2) nekapcTBeHHble npenapatbl, nNpuobpeTeHHble U3NYeckMMM nuuamMuM 3a npegenamu
Poccunckon degepaumm n npegHasHadeHHbIe A4S TIMYHOIro MCNONb30BaHWS;

3) nekapcTBeHHbIe Npenapathl, BBO3UMble B Poccuiickyto depepaumio Ang okasaHna MeaULVHCKON
MOMOLLM MO XXM3HEHHbIM MOKa3aHWsIM KOHKPETHOro NauueHTa Ha OCHOBaHWW paspelleHusi, BblAaHHOro
YNOSTHOMOYEHHbIM heaeparnbHbIM OpraHOM UCMONMHUTENBHON BNacTy;

4) nekapcTBeHHble cpeacTBa, BBO3uMMble B Poccuiickyto defepauunio Ha OCHOBaHUW BblAAHHOTO
YNOSTHOMOYEHHbIM (heaepanbHblM OpraHoM UCMONHUTENBHON BracTy paspeLleHust U npeaHas3HavyeHHble
ANs NpoBeAEHUS KIMHUYECKUX WCCNEeAOBaHWA NEKApCTBEHHbIX MpenapatoB W (unu) npoBeaeHUust
9KCMEepPTU3bl  NIEKapCTBEHHbIX CPeACTB  ANS  OCYLUEeCTBIEHUS  FOCYAapCTBEHHOW  perucrpauuu
nekapcTBEHHbIX NpenapaTos;

5) dpapmaneBTMyeckme cybcTaHumy;

6) pagnodapmaLeBTUYECKME NEeKapCTBEHHble Npenaparbl, M3roTOBMIEHHbIE HEMOCPEACTBEHHO B
MEOULMHCKUX OpraHu3aumsix B Mopsiake, YCTaHOBMEHHOM YMNOSIHOMOYEHHbIM dheaepanbHbiM OpraHoM
NCMNONHUTESNBHON BRacTy;

7) NekapcTBeHHble NpenapaThl, NPoU3BoAUMbIE AN IKCropTa.
6. He gonyckaeTcs rocyqapcTBeHHas pernctpaums:

1) nNekapCTBEHHbIX NpenapaTtoB, OTNMYaKOWMUXCA ApYr OT Apyra KayecTBEHHbIM COCTaBOM
[AENCTBYIOLLMNX BELLECTB, NoA OAMHAKOBbIM TOPrOBbIM HAMMEHOBaHUEM;

2) ogHOro nekapCcTBEHHOro npenapaTa, NpeAcTaBfieHHOro Ha rocyAapCTBEHHYIO perncrpaumio B
OTHOLUEHMN OAHOrO0 M TOro Xe [AepxaTensa WM Bnagenbua perncTpauuoHHOro  YOOCTOBEPEHUS
nekapCTBEHHOro npenapata B BuAae [OBYX M 0Oonee neKapCTBEHHbIX NpenapatoB Nof pasnnyHbIMU
TOProebIM1 HaMMEHOBaHUSIMU.

(n. 2 B pen. ®egepansHoro 3akoHa oT 04.06.2018 N 140-$3)

7. Mo 3anpocy (B anekTpoHHOW copmMe unM Ha OymakHOM HocuTene) cybbekTa obpalleHus
nekapCcTBEHHbIX  CPeACTB  COOTBETCTBYIOLWMM  YNONHOMOYEHHbIM dedepanbHbIM - OpraHoM
WCMOMHMTENbHOW  BRacTW, OCYLWECTBASIOWMM FOCYAapCTBEHHYHO  perMcTpaumio  NeKapCTBEHHbIX
npenapaTos, B yCTAHOBNIEHHOM UM MOPSIAKE OCYLLECTBNSAETCA Hay4YHOE KOHCYNbTUPOBaHKE MO BOMPOCaM,
CBA3aHHbIM C  MNpoBefeHueM  OOKMUHUYECKUX  WUCCNeAOBaHWW,  KIMMHUYECKUX  MUCCneaoBaHui
nekapcTBeHHbIX nNpenapaToB, 3KCMepTM3bl KavyecTBa NeKapCTBEHHbIX CcpeacTts, 3(hdeKTUBHOCTU W
©e3onacHOCTW, C OCYLLECTBIIEHNEM [OCYAAPCTBEHHOW perucTpaumm rekapCTBEHHbIX MNpenapaTos.
KoHcynbTupoBaHMe OCyLLeCTBISIeTCA C MNpuBIieYeHneM dedepanbHbIX rocyaapCTBEHHbIX OHOIKETHbLIX
yypexaeHun, noaBeAOMCTBEHHbIX AaHHOMY deaepanbHOMY oOpraHy WCMNOMHUTENbHOW BNactu U He
y4acTBYIOLUMX B OpraHmsauuMuM NpoBeAEeHUs 3KCMepTU3bl KayecTBa NeKapCTBEHHbIX CpPeacTB B Lensx
OCYLLECTBMEHNA WX FOCydapCTBEHHOW perncrpaumMmM B COOTBETCTBUM CO CTaTbel 16 HacTodAllero
depnepanbHOro 3akoHa, B Buge oTBeTa B NMCbMEHHOW hopMe yNONHOMOYEHHOro dhedeparnbHOro opraHa
UCMOMHMTENbHOW BnacTM Ha 3anpoc. Pa3mep B3umaemoln C 3asBuTens nnaTtbl OnpegensieTcs B
COOTBETCTBMM C 3akoHopaTtenbcTBOM Poccunckon degepaumm 06 opraHusaumm npenocTaBreHus
rocygapCTBeHHbIX M MyHuuunanbHbiX — ycnyr.  WHdopmaums 06  oCywecTBNeHUM  HayyHOro
KOHCYNbTUPOBaHMS, B TOM 4Mcre cTaTbl, 0630pbl, ClpaBoYHble Matepuansl U nHas nHdopmaumsa ob
OCYLLECTBMEHMM  HAY4YHOr0  KOHCYNMbTUPOBaHUSA,  pasMellaeTca Ha  oduumanbHOM  cante
YNOJSITHOMOYEHHOTO dheeparnbHOro opraHa UCMONHUTENbHOM Brnactu B cetn "MHTepHeT" ¢ cobniogeHmem
OrPaHUYEHN, YCTAHOBMEHHbIX 3aKOHOA4ATENbCTBOM O NEPCOHAaNbHbIX OAHHbLIX, KOMMEPYECKOn n (unu)
rocyaapCTBEHHOWN TanHe.

8. rOCWJ,apCTBeHHaﬂ perncTtpaumna nekapcCrtBeHHbIX MpenapatoB, KOTOpble MnpeaHa3Ha4deHbl AnA
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NPUMEHEHNS B  YCIOBUAX BOEHHbIX AENCTBUW, Ype3BblYavHbIX CUTyauun, npegynpexneHus
Upe3BbIYaMHbIX CUTyauuin, NPoUIakTUKA U neveHns 3aboneBaHun, NPeAcTaBnsOLWNX ONACHOCTb Ans
OKpYXaloLmx, 3ab0neBaHun n NOpaxKeHW, NoSy4YeHHbIX B pe3yrnbTaTe BO34eNCTBMSA HeBnaronpusitTHbIxX
XUMWUYECKMX, OMONOrMYecKnx, pagnaumoHHbIX (PakTopoB, M KOTOpble pa3paboTaHbl B TOM 4ucrne no
3agaHvio hegepanbHbIX OPraHoOB WCMOMHWUTENBHOW BNacTW, YMNOMHOMOYEHHbIX B 06nactu oBOpOHbI
CTpaHbl 1 Ge3onacHOCTU rocygapcTBa, a Takke JeKapCTBEHHbIX CPEACTB B clydae ux AedeKTypbl unm
pucka BO3HUKHOBEHMSI AedekTypbl B CBSA3W C BBeAeHMEM B OTHoweHuum Poccuiickon depepaunm
OorpaHnyMTENbHBIX MEp 3KOHOMMYECKOr0 XxapakTepa OCYLLeCTBRseTcsas B MNopsake, YCTaHOBMEHHOM
MpaButenscteoM Poccuinckon depepaumn.

(B pea. PenepanbHbix 3akoHoB 0T 01.04.2020 N 98-@3, o1 08.03.2022 N 46-93)

CrtaTbsa 14. MpUHLMNLI 3KCNEPTU3bI NlIeKapCTBEHHbIX CPeACTB
(B peq. ®PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. SKcnemesa JNIeKapCTBEHHbIX CpeaAcCTB OCHOBbIBAeTCA Ha NpuHUMNax 3akKOHHOCTH, cobntogenunst
npae wu cBobon 4yenoBseka W rpaxgaHuHa, npas puandeckoro Jruua, He3aBUCUMMOCTU JKCMNepTa,
00BEKTMBHOCTH, BCECTOPOHHOCTN W NOJIHOTbI nccnegoBaHun, npoBoAMMbLIX C WUCMNOJIb3OBAHNEM
COBpPEMEHHbIX DOCTVXKEHUN HaykKm " TEXHUKN, OTBETCTBEHHOCTU cbep,epaanoro rocyaapCTBeHHOro
OtookeTHOro yypexageHma no npoBeaeHUK 3KCNepTuUdbl JeKapCTBEHHbIX CpencCTB U 3KCNepToB 3a
npoesegeHne n Ka4eCcTtBo 3KCNepTu3bl.

2. 3Kcr|epT|/|33 NleKapCTBeHHbIX npenapaTtoB And MegunumnHCKOro npuMeHeHmna BKno4vaeT B cebs:

1) aKcnepTu3y OOKYMEHTOB, NMPEACTaBMEHHbIX ANs ONpeAeneHus BO3MOXHOCTU paccMaTpuBaTtb
NEeKapCcTBEHHbI MpenapaTt Ans MeAWLMHCKOro MpUMEHEHWUS MPU OCYLLECTBREHUM TOCYAAapPCTBEHHOM
pervcTpaunmn B kayectse opchaHHOro JiekapCTBEHHOrO NpenapaTa;

2) akcnepTun3y NpeasioXeHHbIX METOA0B KOHTPOSISi KaYeCcTBa NeKapCTBEHHOIO CPeACTBA U kKavecTBa
npeacTaBneHHbIX 06pasLoB NeKkapcTBEHHOTO CpeAcTBa C WCMOMb30BaHMEM 3TMX MeTodoB (Aanee -
aKcnepTmn3a KayecTBa NekapCTBEHHOIO CPeACTBa);

3) 3KCMepTM3y OTHOLLEHWSI OXMOAEMOM NOSb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NEKapCTBEHHOIO
npenapara;

4) aKcnepTu3y perucTpaumMoHHOrO0 OOCbe Ha fEeKapCTBEHHLIN MpenapaTr B LENsax onpeaeneHus
B3aMMO3aMeHSIEMOCTH JIEKAapPCTBEHHLIX NpenapaToB A MeAULMHCKOro NPUMEHEHMS.
(n. 4 BBegeH ®eaepanbHbiM 3akOHOM OT 27.12.2019 N 475-03)

3. SKcnemesa JIeKapCTBEHHbIX MNMpenapaTtoB ANA BeTepUHapHOro npMMeHeHnA BKITKOYaeT B cebs
OKCNepTn3y KadvecCctBa IeKapCTBEHHOro cpenctBa WM 3KCNepTu3y OTHOLUEeHUA OXugaemon nosnb3bl K
BO3MOXHOMY PUCKY NMPpUMEHEHNA NeKapCTBEHHOro npenapara.

Cratba 15. ®epepanbHOe rocynapcTBeHHOE OHOMXKETHOE YyupexaeHue no npoBeAeHUIo
JKCMNepTU3bl JieKapCcTBeHHbIX CpeacTB

OKCrnepTM3a NeKapCTBEHHbIX CPEACTB NpoBoAUTCS dheaeparnbHbiM FOCYAapCTBEHHbIM BOLKETHBIM
yypexaeHneM COOTBETCTBYIOLLErO YNONHOMOYEHHOrO defdeparnbHOro opraHa MCNOSHUTENbHOW BRacTy,
co3gaHHbIM Ans obecrneyeHusi UCMOSNIHEHMST MONIHOMOYUIA 3TOro oedepanbHOro opraHa Mo Bblgadve
paspelleHnii Ha NpPOBEAEHUE KIMHUYECKUX WCCNEdOBaHWI feKkapCTBEHHbIX npenapatoB W (Mnu) no
rocygapCTBEeHHOM perncTpaumm nekapcTBEHHbIX NpenapaToB (fanee - 3kCnepTHoe yupexaeHue).

CrtaTtbsa 16. OpraHmMsaumsa npoBeaeHUA 3KCNepTU3bl TeKapPCTBEHHbIX CPeaCcTB
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. OkKcnepTvsa NeKapCTBEHHbIX CPEeACTB MNPOBOAMTCS KOMUCCUEW 3KCMEepTOB 3KCMEepPTHOro
yupexaeHusi, HasHauyeHHoW ero pykoBoaWTENeM, Ha OCHOBaHUM 3adaHUs Ha NpoBedeHUe IKCNepTu3bl
neKkapcTBEHHOro CpefcTBa, BblAAHHOIO YMNOIHOMOYEHHbIM dhedepanbHbIM OpraHoM MCMOSTHUTENbHOM
BrnacTu. PykoBoauTenb aKCnepTHOro ydupexaeHus obecrnednBaeT Haanexallee NpoBefeHne aKCnepTumsbl
NEeKapCTBEHHbIX CPEACTB B COOTBETCTBUM C 3adaHMeM, BblAaHHbIM YMNOMHOMOYEHHbLIM eaepanbHbIM
OpraHoM MCMOSTHUTENbHOW BRacTu, W OpraHn3yeT MoaroTOBKY CBOZHOMO 3aKMHOYeHUs 3Tol komuccun. B
COCTaB 3TOM KOMMWCCUM MO PELUEHNIO PYKOBOAUTENS 3KCMEPTHOMO y4YpexaeHusi MoryT ObiTb BKIOYEHbI B
KayecTBe 3KCMepTOoB nuua, He paboTailime B JaHHOM 3KCMEPTHOM YYPEXAEHWUM, ECIM UX creuunanbHble
3HaHMS HeoOXOAMMbI [AJ1si MPOBEAEHWs JKCMepTU3bl WM Takue IKCTMepTbl OTCYTCTBYHOT B [AaHHOM
3KCMEPTHOM YYpEXOEeHNMN.
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2. DKCnepTom Mo MPOBEAEHMI0 IKCTMEepTU3bl NeKapCTBEHHbIX CPEACTB ABMNSAETCA aTTecTOBaHHbIN
paboTHMK 3KCTMIEPTHOTO YYpEXAEHWs, KOTOPbIA MMEEeT BbiCLee MeaMuMHCKoe, chapMaueBTuyeckoe,
Guonormyeckoe, BeTEPUHAPHOE UMM XMMUYECKOEe OGpa3oBaHMWe M NPOBOAUT IKCTMEPTU3Y JIEKapCTBEHHbIX
CPeACTB B NopsAKe UCMOMHEHMs CBOMX AOJHKHOCTHBIX 06si3aHHOCTe (anee - aKkcnepT).

3. Mpwu npoBeaeHUN aKCNepTU3bI NEKAPCTBEHHBLIX CPEACTB 9KCMEPT HE MOXET HaXOAUTLCSA B KaKoW-
nMBo 3aBUCMMOCTU OT NWUA, HA3HAYMBLLEro 3Ty 3KCNepTM3y, pas3paboTumka nekapcTBEHHOro cpeacTsa
UNn OpYrMx 3aMHTEPECcOoBaHHbIX B peayribTaTax 9KCrnepTm3bl UL,

4. Tpu npoBefeHWM 3KCNepTU3bl NEKapCTBEHHbIX CpPeacTB He Aonyckaetcs wuctpebosatb Y
3agButens nmMbo MWHbIX ML MaTepuanbl, Heobxooumble ONd MNpoBedeHus aKkcnepTusbl. B cnydae
HeJOCTaTOYHOCTM NpeACTaBEHHbIX 3KCNEpTy MaTepuarnoB Of1S [ayu 3akiYeHWss 3KCnepT CTaBuT
BONPOC O TMpeAcTaBneHun emMy HeobxoduMMbIX MaTepuanoB nepen pPyKOBOAUTENEM 3KCMEePTHOro
yypexaeHus, KoTopbli obpallaeTca ¢ COOTBETCTBYIOLLMM 3anpocoM B YNOMHOMOYEHHbIN heaepanbHbIi
opraH WCMNOMHUTENbHOW BNAacTW, BblAABLWWWA 3adaHMe Ha npoBedeHMEe 3KCMepTU3sbl feKkapCTBEHHOMO
cpeacTBa. YkasaHHbI dpeaepanbHbil OpraH UCMOMHUTENbHOW BNacTu B TeYeHUe natn paboumx gHem co
AHS NOCTYNMEeHUs 3anpoca PyKOBOAUTENSA SKCNEPTHOro yypexaeHus HanpaBnseT 3asBUTENto 3anpoc O
npeactaBneHun HeobxoamMbIX MaTepuanoB. [aHHbin 3anpoc MoXeT ObiTb nepeaaH ynosiHOMOYEHHOMY
NPeacTaBUTENNIO 3asBUTENS NINYHO MO PacnuvcKy, HanpaBeH No NoYTe 3akasHbIM MMCbMOM UMW NepeaaH
B 9NEKTPOHHON (bopme MO TENeKOMMYHUKaLMOHHBIM KaHanam cBa3wn. B cnyyae HanpaBneHusa gaHHOro
3anpoca no noyTe 3akasHblM MUCbMOM OH CUYMTAETCH MOMyYEHHbIM MO UCTEYEHWUU LUECTU OHEW C AdaTbl
HanpaBneHusl 3aKka3Horo nNceMa.

(4acTb 4 B peq. PepepanbHoro 3akoHa ot 25.11.2013 N 317-03)

4.1. 3asButenb 006s13aH NpeacTaBUTb OTBET Ha 3anpoc YNOMHOMOYEHHOro defepansHOro opraHa
WCMNOSTHUTENBHOW BRAcTM B CPOK, HE MPEBbILAKOLLMIN AeBAHOCTa paboyumx OHEWN CO OHSA €ro nonydeHus.
YNONHOMOYEHHbIN hefepanbHblii OpraH UCMOMHUTENBHOW BNacTW, BblAaBLUMIKA 3aJaHue Ha npoBeaeHue
3KCMepTU3bl NEKAapCTBEHHOIO CpeacTBa, B TevyeHMe MATU paboumx OHelm co AOHS MNOCTYMNNeHus ot
3asBUTENS OTBETA Ha AaHHbIN 3anpoc HanpaBnsieT Takon OTBET B 3KCMEpPTHOe yuvpexaeHue. B cnyuvae
HenpeacTaBfeHMst MO UCTeYeHMM OeBsiHOCTa pabounx OHEW 3asBuMTeneM OTBEeTa Ha AaHHbI 3anpoc
YNOSHOMOYEHHbIN defeparnbHbii OpraH UCMONMHUTENbHOW BracTy, BbliAaBLUMIKA 3adaHMe Ha npoBedeHue
3KCMepTU3bl NEeKapCTBEHHOIO CPeACTBa, B TeYeHWe NSATM paboumx AOHeW HarnpaBnsieT B 3KCNepTHoe
yypexaeHue yBeaOMIIEHME O HENpeACTaBfeHMM 3asBUTENeM OTBETa Ha 3anpoC YKasaHHOro opraHa.
Bpemsa co OHs HanpaBneHust 3anpoca 3KCMEepPTHOro y4pexaeHust B YMNONMHOMOYEHHbIN dheneparnbHbii
OopraH MCMOMHUTENbHOW BNacTu A0 AHS MOMyYeHUs 3KCMEPTHbIM YYpPEeXAEHMEM OTBETa Ha 3anpoc Unu
yBEOMIEHNST O HenpeacTaBfeHnM OTBeTa Ha 3anpoC He YYUTbIBAETCA MNPU UCHMCIEHUM CPOKa
NpoBeAEHNSA IKCNePTU3bl NTEKapCTBEHHOIO CpeacTBa.

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

4.2. Ecnu B cocTaBe perncrpauuoHHOro 4oCbe Ha NeKapCTBEHHbIM npenapaTt Ans MeauuMHCKOro
NPUMEHeHUs1 COAEepPXUTCHA npegycMoTpeHHas crtatben 18, vactbto 1.1 ctatem 30 m cratben 34
HacToswero ®egepanbHOro 3akoHa KOMUSA peELUEeHUs  YNONMHOMOYEHHOro heaepanbHOro opraHa
WCMOSTHUTENBHOM BNACTU O NPOBEAEHMM WHCMEKTMPOBAHUSA MPOM3BOAUTENS NEKAPCTBEHHbIX CPEeACTB,
3KCNEepPTY A0 OGOPMIEHMA pe3ynbTaToB 3KCMEPTU3bl NIEKApPCTBEHHOIO cCpeacTBa NpeaocTaBnsieTcs B
nopsiaike M Ha YyCroBusX, KOTOpble NpenycMOTpeHbl 4YacTaMn 4 u 4.3 HacToswen cTaTbu, KOnud
3aK/IO4YEHMS O COOTBETCTBMM MNPOU3BOAMTENS JIEKAPCTBEHHbIX CpeacTtB TpeboBaHusAM npaBun
Hagnexalle Mpou3BOACTBEHHOW MPAKTUKW, BbIAAHHOMO YMONTHOMOYEHHbIM edeparbHbIM OpraHom
WCMNOMHMTENBHOW BNacTu.

(yacTb 4.2 BBegeHa depepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

4.3. 3asgButenb 06513aH NpeacTaBuTb B YNONMHOMOYEHHbIM ddedeparnbHbIi OpraH UCMONMHUTENbHOM
BNACTU KOMUIO 3aK/OYEHUSI O COOTBETCTBMM MPOU3BOLMTENS ITEKAPCTBEHHbIX CPeACTB TpeboBaHMAM
npaBun Hagnexawen npovM3BOACTBEHHOM MNPAKTUMKM B CPOK, HE MNPEBbLILWAKLWUA CTa BOCbMUAECATU
paboumx OHEeM CO OHSA MOJydeHust 3anpoca O ee MnpefoCcTaBlneHMW. YNMONMHOMOYEHHbIA deaepanbHbii
OopraH WCMOMNHUTENbHOW BMacTW, BbiAABLUIMIA 3adaHWe Ha MNpPOBEeAEHUEe 3KCNepTU3bl JIEKaPCTBEHHOrO
cpencTtea, B TeYeHMe NATU paboymx OHEM CO AHSA MOCTYNNEHUs OT 3asiBUTENS KOMWW 3aKkiioYeHust o
COOTBETCTBMM  MPOU3BOAUTENSA  NIEKAPCTBEHHbLIX CPeACTB  TpeboBaHUsSIM  NpaBun  Hagnexallen
NPOW3BOACTBEHHOW MPaKTMKK, HAaNpaBnsAeT ee B 3KCMNepTHoe yvpexaeHune. B cnyyae HenpeacTtaeneHus
3a8BUTENEM B YKa3aHHbLIN CPOK KOMWUM 3aKMOYEHUS O COOTBETCTBUM MPOM3BOAMTENS IEKapCTBEHHbLIX
cpeacts  TpeboBaHMAM npaBun  Hagnexailen NpovM3BOACTBEHHOW MPaKTUKM  YNONHOMOYEHHbIV
denepanbHbll OpraH MCMOMHUTENbHOW BracTv, BblAaBLWIW/A 3afaHWe Ha MNpoBedeHWEe 3JKCMepTU3bl
NeKkapCTBEHHOIO0 CpPeACTBa, B TeyeHwe NATM pabounx OHeW HampaBnsieT B 3JKCNEpPTHOE yypexaeHue
yBeOOMIIEH/E O HenpeacTaBMNeHUM 3asBUTENEM KOMUWM 3aKMYeHMs O COOTBETCTBUM MPOM3BOAMTENS
nekapCTBeHHbIX CpeAcTB TpeboBaHWsAM MpaBwi Hadnexalewn npovM3BOACTBEHHOW NpakTuku. Bpems co
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[AHS1 HanpaBneHWst 3anpoca 3KCMEPTHOTO YYPEXOAEHMSI B YNOSIHOMOYEHHbIN dheaepanbHblil  opraH
WCMONHUTENBHON BRactu [0 [OHS MOMYYEeHUs1 3KCMNEPTHbIM  YYPEXAEHWEM KOMUWU  3aKMHOYEHMS O
COOTBETCTBMM MPOU3BOAMTENS  NEKAPCTBEHHbIX CcpeacTB  TpeboBaHWsAM  MpaBwun  Hagnexallen
NPON3BOACTBEHHON NPaKTUKM WM YBEOOMSIEHUSI O €€ HenpeacTaBleHMn He Y4YnUTbIBaeTcs Mnpu
NCYMCIIEHUN CPOKA NPOBEAEHUSI SKCNEPTM3bl NIEKAPCTBEHHOIO CpeacTBa.
(4acTb 4.3 BBegeHa deaeparnbHbiM 3akoHOM oT 04.06.2018 N 140-03)

5. 3OkcnepT npu NpoBEAEHUM MNOPYYEHHOW €My PYKOBOAWUTENEM IKCMEPTHOrO YYpeXaeHUs
9KCMepTM3bl NNEKAPCTBEHHOIO cpeacTBa 0653aH:

1) npoBecTh nMnoOJIHOoE WwuccrneagoBaHne npencrtaBfieHHbIX eMy 00BHEKTOB, matepuanoB, OaTb
00OCHOBaHHOE 1 OObEKTUBHOE 3akK/loYeHMe MO MOCTaBfIEHHbIM nepeag HuMM BonpocamMm wUnun
MOTUBMPOBaAHHOE 3aKrnw4yeHne O HeBO3MOXHOCTU nMnpoBeAeHnAa WM 3KCNepTU3bl JeKapCTBEHHOIO
cpeacTtBa, €cnnM nNocCTaBlieHHble BOMPOCblI BbIXOAAT 3a npepenbl cneuunarnbHbIX 3HaHWI JKCnepTa,
00beKTbl MccrnegoBaHnn n MaTtepuanbl HeNnpuUroaHbl NN HEQOCTATO4HbI ANA NpoBeaeHUA nccnegoBaHumn
M gayn 3aknoyeHus nmnbo COBpeMeHHbIVI YpOBEHb pPa3BUTUA HAYKM HE MNO3BONAET OTBETUTb Ha
nocTaBJieHHble BONPOCHI;

2) He pasrnaluaTb CBEeOEHUs, KOTopble CTanu emMy M3BEeCTHbl B CBA3M C NPOBEAEeHNEM dKCMepTHabl
NeKkapcTBEHHOro CpefcTBa, a Takke CBeAEHWsl, COCTaBNAoLWME roCcyaapCTBEHHYIO, KOMMEPYECKYIO UMK
WHYIO OXPaHAEMYIO 3aKOHOM TaliHy;

3) obecneunTb COXpPaHHOCTb NpeAcTaBreHHbIX 00bEKTOB NCCNEA0BaHUN U MaTepUanos.
6. SKcnepT He Bnpase:

1) MpoOBOAUTL 3KCMEPTM3Y JNIEKAPCTBEHHOrO cpeacTBa Mo OOpalleHut0 HEMOCPEACTBEHHO K HEMY
opraHunsauni unm QU3nN4ecKmx nu;

2) CaMOCTOATENIbHO COGI/IpaTb maTtepuanbl OnAa npoBeAeHUA J3KCNepTusbl J1eKapCTBEHHOro
cpencrTea,

3) npoBOANTb IKCMNEepPTU3y N1eKapCTBEHHOIo cpeacTea B Ka4eCTBe HErocyaapCTtBeHHOro akcnepTa.

7. B cnyyae HeobxogumocTu 3KCnepT BMApaBe XxodaTanWcTBoBaTb Mepend pykoBoauTeENneMm
SKCNEPTHOroO y4pexaeHuUs O NPUBIIEYEHUN K MPOBEAEHUIO SKCNEPTU3bl NEKapCTBEHHOIO cpeacTBa ApYyrmx
3KCNepToB.

8. Kaxgblil aKcrepT, BXOASLWMIN B COCTaB KOMUCCUM 3KCNEPTOB, KOTOPOM MOpyYeHO NpoBeaeHue
3KCMepTU3bl NEKapCTBEHHOrO CPeacTBa, HEe3aBMCUMO W CaMOCTOATENbHO MPOBOAUT MUCCrenoBaHus,
oLleHVMBaET peaynbTaTbl, MOMy4YeHHbIE UM NMYHO W OPYrMMMK SKcnepTamu, U OpMYNUPYeT BbIBOAbI
OTHOCUTENBHO NOCTaBMNEHHbIX BOMPOCOB B NpeAenax CBOUX crneLnanbHbIX 3HaHWIA.

9. PesynbTaTtbl 3KCMEPTM3bl NEKAPCTBEHHOTO CPeACcTBa OMOPMISOTCS 3aKMoYeHUeM KOMUCCUM
3KCMepToB. B 3aKMOYEeHUM KOMUCCUM 3IKCMEpPTOB YKasblBAKOTCA MNepeyveHb WCCreaoBaHui, oGbem
NPOBeAEHHbIX KaXablM 3KCMEPTOM MCCIefoBaHUiA, YCTAHOBEHHbIE KaXabiM U3 HUX DakTbl U caenaHHble
B pe3ynbTaTe UCCMefoBaHNi BbIBOAbI. DKCNEPT, MHEHME KOTOPOro He COBMNaAaeT ¢ pelleHneM KOMUCCUm
3KCMepToB, BMpaBe BbIpa3UTb CBOE MHEHWe B MNUCbMEHHOW opme, KOoTopoe npuobLiaeTca K
3aKIMHOYEHMI0 KOMUCCHM SKCMEPTOB.

10. OkcnepTbl, BXOAsWME B COCTaB KOMWUCCUM, npegynpexaarTcss o6 OTBETCTBEHHOCTU B
COOTBETCTBUWU C 3akoHoaaTenbcTBOM Poccuiickon Pefepaumm 3a fady 3akniyeHus, cofepallero
HeoBbOCHOBaHHbIE UNK hanbCUULUPOBAHHBIE BbIBObI, O YEM OHW AAOT NOATMMUCKY.

11. OnpeneneHune ypoBHS NPOtECCUOHANbHOM NOArOTOBKU SKCMEPTOB M aTTecTauus UX Ha npaBo
NPOBELEHUs] IKCMEePTU3bl NEKAPCTBEHHbIX CPEACTB OCYLLECTBMSOTCS 3KCMEPTHO-KBANUMMKALMOHHBIMU
KOMWUCCUSIMU B NOPAKE, YCTAaHOBMEHHOM COOTBETCTBYIOLLUMM YNOMHOMOYEHHbLIM heieparnbHbIM OpraHom
WCMOMHUTENBLHOW BNacTu. YpoBeHb NPodeCcCUoHanbHOM NOAroTOBKU 3KCMEPTOB MOAMEXUT NEPECMOTPY
yKa3aHHbIMW KOMUCCUSIMU HE pexe YeM OAWH pa3 B NsSAThb NeT.

12. lMpaBuna npoBefeHUs1 3KCNEPTU3bl NEeKapCTBEHHbIX CPEACTB M OCOGEHHOCTM IKCMepTU3bl
OTOENbHbIX BWOOB JIEKAPCTBEHHbIX MpenapaToB (pedepeHTHbIX NEeKapCTBEHHbIX MNpenapaTtos,
BOCMPOU3BEAEHHbIX NEKapCTBEHHbIX MpenapaToB, OMOMOrMYeckMx rekapcTBEHHbIX MpenapaTos,
OvoaHanoroBbix (O6MOMNO4OOHLIX) NeKkapCTBEHHbIX npenapaToB (O6voaHanoroB), romeonaTuyecknx
nekapCTBEHHbIX MpenapaToB, NIeKapCTBEHHbLIX pacTUTENbHbIX NpenapaToB, KOMOMHALUNUA NeKapCTBEHHbIX
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npenapaTtoB), OPMbl 3aK/OYEHUA KOMUCCUM SKCMEPTOB  YCTAHABMNMBAKTCH COOTBETCTBYHOLLMM
YNONIHOMOYEHHbIM dhefeparnbHbiM OPraHOM UCTONHUTENBHOW BNACTW.
(4acTtb 12 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

KoHcynbTaHTln0C: npumeyaHue.
CM. 0coBeHHOCTU paspeLumTenbHbIX PEXUMOB B chepe obpalleHns nekapCTBEHHbIX NpenapaTos A
BeTEpMHapPHOro npumeHeHus, yTB. NoctaHoBneHnem lMpasutensctea P® ot 12.03.2022 N 353.

Cratba 17. lNomaya u paccMoTpeHMe 3asiBIeHUA O TrOCyAapCTBEHHOM perucrTpauuu
neKapcTBEHHOro npenapara gns BeTepMHapHOro npMmMeHeHus
(B pea. ®PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Ona rocyoapcTBEHHOW perncTpaumM nekapCTBEHHOro npenapata [Ans BeTepuHapHOro
NpMMeHeHns paspaboTumK Takoro meKapCTBEHHOro mnpenapaTta WM YNONHOMOYEHHOEe UM Apyroe
fopyaMyeckoe nuuo (Oanee B HacTosWen cratbe - 3asdBUTENb) MpeactaBnsieT B YNOMHOMOYEHHbIN
denepanbHbil OpraH WCMNOMHUTENBHON BracTy, OCYLLECTBISIOWNA rOCYAAPCTBEHHYIO perucTpauuio
nekapCTBEHHbIX MpenapaTtoB Ansi BETEPUMHAPHOrO MNPUMEHEHWs, B 3NEKTPOHHOW opMe wnn Ha
OymaxxHOM HocuTene 3asiBNeHve O rocyapCTBEHHOW pervctpauuyM NnekapCTBEHHOro npenapata Ans
BETEPVMHAPHOIo NPUMEHEHNS, a TaKke B NOPsSAKe, YCTaHOBEHHOM COOTBETCTBYHOLLMM YMONTHOMOYEHHbIM
denepanbHbIM OPraHoOM MCMOSTHUTENBHOW BRAacTu, B 3NIEKTPOHHON chopme nnm Ha ByMakHOM HocuTene
HeoOXoaMMble [OKYMEHTbI, U3 KOTOPbIX (DOPMMPYETCH PErncTpaumMoOHHOE [OCbE Ha JIEKAapPCTBEHHbLIN
npenapat 451 BETEPMHAPHOIO NPUMEHEHWSI.

2. B 3asiBneHumn o rocyaapCTBEHHON perMcTpaumm nekapCTBEHHOrO Npenapara Ans BeTepnHapHOro
NMPUMEHEHMS YKa3bIBaOTCS:

1) HauMmeHoBaHWe W agpec 3asBUTEns, paspaboTyMka M NPOU3BOAUTENS JEKAPCTBEHHOMO
npenapata [Ons BETEPUMHAPHOrO MPUMEHEHUs U afpec MecTa OCYLIEeCTBNEeHUs MPOM3BOACTBA
neKkapcTBEHHOro npenapaTta AN BETEPUHAPHOTO MPUMEHeHWUs (B Cryvae Hanuuma HECKOMbKMX
Y4aCTHUKOB NpoLiecca NpoM3BoACTBa HEOBXOAMMO yKasaTb KaXOoro U3 HUX);

2) HaMMeHoBaHWe fiekapCTBEHHOMO NpenapaTa A BeTepMHapHOro NpMMeHeHus (MexayHapoaHoe
HenaTeHTOBaHHOE, UNW IPYNNUPOBOYHOE, UMM XMMUYECKOE U TOPrOBOE HaUMEHOBaHMS);

3) nepeyeHb /J,el?lCTBnyLLI,VIX M BCNoMoraTesibHbIX BeWweCTB, BXOAALWNX B COCTaB JieKapCTBEHHOIO
npenaparta ana BetTepuHapHOro npuMeHeHusa, ¢ ykasaHmem KonnmyecTBa KaXxaoro n3 HuX;

4) nekapcTBeHHasi opma, A03MpOBKa, CMocoObl BBEOEHUS W MNPUMEHEHWs, CPOK TFOAHOCTU
nekapcTBEHHOro npenapata As BETEPUHAPHOIO NPUMEHEHUS;

5) cbapmakoTepaneBTuyeckas rpynna;

6) HeobXxoaUMOCTb MPUMEHEHUS YCKOPEHHOW Npoueaypbl 9KCNepTU3bl NEKAPCTBEHHBIX CPEACTB B
Lensix rocyjapCTBEHHON perncTpaumm nekapcTBEHHOro npenapaTa;

7) KON OOKYMEHTOB, NnoATBepX4arowmnx ynnarty FOC}/,D,apCTBeHHOVI NOLLJTNHbI:

a) 3a nposefeHne 3SKCnepTu3bl Ka4vecTBa J1€KapCTBEHHOINo cpeacrtesa U 3SKCNepTu3bl OTHOLUEHUA
oXngaemomn nosnb3abl K BO3MOXHOMY PUCKY NMPpUMEHEHNA NeKapCTBEHHOIo npenapara and BeTtepunHapHoro
NPpUMEHEeHNA npun ero rocy,u,apCTBeHHoﬁ perncrtpauunu;

6) 3a Bblga4y permcTpaumMoHHOro yanoCtoBepeHua nekapCTtBeHHOro npenapara;

8) Hanuume cornacusi, NPeaycMOTPEHHOrO YacTbio 7 HaACcTosen cTaTbM, €criiM C MOMEHTa
perncTpaumm pedepeHTHOro NekapcTBEHHOro npenaparta Ans BeTepuHapHOro NPUMEHEeHWs MNpoLLsio
MeHee YeM LLEeCTb NneT.

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

3. PeructpaunoHHoe focbe B Liensx 3KCnepTu3bl NEKApCTBEHHOrO npenapara A BeTepuHapHOro
NpUMeHEeHNs OPMMPYETCS U3 CReayLLMX JOKYMEHTOB U CBEOEHUIA:
(B peqn. PepepanbHoro 3akoHa ot 27.12.2019 N 478-03)

1) cBegeHVst 0 gaTe NMPeaoCcTaBleHUs U PerucTpaunoHHOM HOMepe NULUEH3UM Ha Mpou3BOACTBO
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NeKapCTBEHHbIX CPEeACTB, MPedOCTaBMEHHOW MPOU3BOOUTENIO  PEMMCTPUPYEMOrO  NEKAPCTBEHHOIO
npenapara Aans BeTEPUHAPHOro NPUMEHEHNS, Ansi POCCUINCKUX NPOU3BOAUTENEN;
(B peqn. PepepanbHbix 3akoHOB 0T 04.06.2018 N 140-3, o1 27.12.2019 N 478-03)

2) cBedeHVs 0 gaTe NpedocTaBfeHust U PErMcTpauLMoOHHOM HOMEpPE JMLEH3UN Ha NPOU3BOACTBO
nekapcTBeHHbIX CpeacTs, nNpedocTaBneHHOM npousBoauTento  dapmaleBTudeckon cybctaHuum,
BXOAsILLLE B COCTaB PErucTpuMpyemMoro fnekapcTBEHHOro npenapara Ans BeTepUHApHOro NpuMeHeHNs,
AN POCCUNCKMX NPou3BoauTENEN;

(B pea. PenepanbHbix 3akoHOB OT 04.06.2018 N 140-®3, ot 27.12.2019 N 478-03)

2.1) konuMa [OKYMEHTA, BbIAAHHOIMO YMOMIHOMOYEHHBIM OpraHoM CTpaHbl Mpou3BOAUTENS ANS
Ka)XOOMW  MPOW3BOACTBEHHOW MMOWAAKM  PEerucTpupyemMoro JieKapCTBEHHOro npenapata  Ans
BETEPVHAPHOIro MPUMEHEHUS W MOATBEPXKOAIOLWEro COOTBETCTBME MPON3BOANTENS NEKapCTBEHHOMO
npenapaTa TpeboBaHUAM nNpaBun Haanexatlen NPon3BOACTBEHHON NPaKTUKK, U ero NepeBo Ha PYCCKUM
A3blK, 3aBEpPEHHble B YCTAHOBMIEHHOM MOPsSAKe, a Takke KOMusA 3akflvYeHUus O COOTBETCTBUM
npon3BoauTENs NeKapCTBEHHbIX CpeacTB TpeboBaHvMsM npaBuni  Hagnexalen npov3BOACTBEHHOMN
NPaKTUKW, BbIGAHHOIO YNOMHOMOYEHHbIM defeparnbHbiM OPraHoM UCMOSNTHUTENBHOM BNACTU ON1S KaXa0n
NPOM3BOACTBEHHOW MIoOWaAKM PerucTpypyeMoro JIeKkapCTBEHHOro npenapata Ans BeTepuHapHOro
NPUMEHEHNs, MO0 KOMWUSI peLleHns O NPOBEAEHUN MHCNEKTUPOBAHMSA NPOU3BOAUTENSA NEKAPCTBEHHbIX
CpencTB, NMPUHATOrO YNOMHOMOYEHHbIM chefepanbHbIM OpPraHoOM WCMONHUTENbHOW BMACTU ONSA KaXdoM
NPON3BOACTBEHHOW NIOWAAKA PErMcTpMpyeMoro IeKapCTBEHHOrO npenapata AN BeTepuHapHOro
NPUMEHeHNs. YKa3aHHble JAOKYMEHTbl NPEeACTaBNsATCA B Clyvae, ecnu Npou3BOACTBO NIEKAPCTBEHHOIO
npenapaTta ocyLlecTBnseTcd 3a npegenamu Poccuiickon degepaumm;

(n. 2.1 BBegeH PepepanbHbiM 3akoHoM OoT 04.06.2018 N 140-$3)

2.2) KkOnNuA [OOKYMEHTa, BbIOAHHOIO YMOMHOMOYEHHBIM OpraHoM CTpaHbl NPOWU3BOAUTENS
dapmMaLeBTUYECKON cybeTaHumm " noaTBepXaatoLLero COOTBETCTBUE npousBoauTens
hapmMaLeBTUYECKON CyDOCTaHLMK, BXOASILLEN B COCTaB PEermcTpupyemMoro NekapCTBEHHOro npenapara
ONs BETEPMHAPHOro NpMMeHeHUs1, TpeboBaHMAM MpaBun Hagnexalwen NPon3BOACTBEHHOW MPAKTUKK, U
€ro nepeBoq Ha PYCCKUM S3bIK, 3aBEPEHHbIE B YCTAHOBIIEHHOM MOpsiAKe, B crnydae, ecrnv Npou3BoOACTBO
hapmaLeBTMYECKON cyOCcTaHUMM OCyLLIECTBsIeTC 3a npeaenammn Poccuiickon ®epepauuu;

(n. 2.2 BBegeH depeparnbHbiM 3akoHOM OT 04.06.2018 N 140-$3)

3) NpoekT HOpMaTMBHOTO [OKYMEHTA Ha feKapCTBEHHbI npenapaT Ans BeTEepUMHApHOro
NpUMeHeHWs;

4) OOKYMEHT, copepXalwui cregyowyo nHdopMaumio o dapMaueBTUYecKon cybcTaHuum mmnm
dhapmaLeBTUHECKUX CYDOCTaHUMAX, BXOOALLMX B COCTaB NIEKAPCTBEHHOIO npenapara Ansa BETepUHApHOro
NPUMEHEHNSI:

a) HauMmeHoBaHuWe dapMaLeBTUYEeCKon cybcTaHumMm, ee CTpykTypa, obwime cBomnctBa (npwu
rocygapCTBEHHOM  peructpaumm  UMMYHOOMOMOrMYEecKUX  NEKApCTBEHHbIX  MNpenapatoB  Ans
BETEPMHAPHOIO MPUMEHEHUSA NPEACTaBNATCA CBEAEHWS O LUTaMMe, BKIHOYas ero HaumeHOBaHue,
WHGOPMALIMIO O MPOUCXOXAEHUU, Er0 CBONCTBAX, XapakTepUCTMKax U MecTe OEeNOHUPOBAHKSA);

(B pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-03)

6) HanmMeHoBaHWe N agpec npon3BoanTens,

B) TexHosnorna npomnssoacTtea C onncaHnem cTagumn npon3BoAcTBa M MeToAOB KOHTPOJiA Ha BCeX
cTaandax npon3BoacTBa,

r) wWHdopmauuss o npumecsax (He MNpPeAcTaBnsieTcsa MNpuM  rocyQapCTBEHHOW permMcTpauun
UMMYHOBMOMNOrMYECKNX NekapCTBEHHbIX NpenapaToB Afs BEeTePUHAPHOIro NPpUMEHEHMS);
(B pen. PepepanbHoro 3akoHa ot 02.08.2019 N 297-03)

n) cneumcbmkaumsa  Ha  dapmaueBTMYecKytd  cybcTaHuuio  (He  npeacTaBnsieTcs npu
rocygapCTBEHHOM  peructpaumm  UMMYHOOMOMOrMYECKUX  NEKApPCTBEHHLIX — MpenapatoB  Ans
BETEPWMHAPHOIO NPUMEHEHNS);

(B peq. PepepanbHoro 3akoHa ot 02.08.2019 N 297-03)

e) onncaHne MeToauK KOHTpPOJ1A KayecCcTBa,

X) pesynbTaTbl aHanu3a cepun dgapmaueBTuyeckon cybcTtaHumm (He npeacTaBnsloTcs npu
rocyadapCTBEHHOW  perucTpaumm  UMMYHOBMOMOrMYECKMX  NeKapCTBEHHbIX  MpenapaTtoB  Ans
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BETEPUHAPHOIO NPUMEHEHUS);
(B peqn. PepepanbHoro 3akoHa ot 02.08.2019 N 297-03)

3) nepevyeHb CTaHOapTHbIX 06pa3u,0|3 nnn BewecTB, NCMOJIb3yEMbIX MPU OCYLLECTBIIEHUN KOHTPOIA
Ka4yecTBa,

VI) onncaHme XapakTepucTtuk n CBOWCTB yNnakoBOYHbIX MaTepunanoB U YKYNOPO4HbIX CPenCTB;

K) [daHHble O CcTabunbHOCTU (He NpPeacTaBnAlTCA MpW  rOCyAapCTBEHHOW  perMcTpauum
UMMYHOBMONOrNMYEeCKUX NekapCcTBEHHbIX NpenapaToB Af1s BETEPUHAPHOro NpUMEHeHNs);
(B pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-03)

1) CPOK rOAHOCTM, YCIIOBUS XPaHEHWS;

KoHcynbTaHTlntoCc: npymeyaHue.

Mpn peructpaumMm BOCMPOU3BELEHHOTO Mpenapata Mo YCKOPEHHOW Mpoueaype AonyckaeTcs
HenpeacTaBreHne CBEeAEHUN B YaCTW OMUCaHUS METOAOB, UX AOKYMEHTAaNbHOr0 NOATBEMKAEHNS Mpu
NMCbMEHHOM 0653aTenbCTBe WX NPedocTaBuUTb B TeyeHne 12 mecsdueB CO AHA  perucrpaummn
(MocTtaHoBneHue MNpaBuTtensctea PP ot 12.03.2022 N 353).

5) oT4yeT O pes3ynbTatax AOOKIMUMHUYECKOro uccrnenoBaHnMa JnekapCTBeHHOro cpencrtea And
BETEPMHAPHOr0 MPUMEHEHMWS], BKIOYaKLWMIA ONMCaHUe METO[OB OnpefeneHuss OCTaTOYHbIX KOMUYECTB
[eicTBylOLEro BellecTBa (OEeNCTBYIOLWMX BELWECTB), AOCTUraloWero (4OCTUrawLmx) CUCTEMHOrO
KPOBOTOKa, B MPOAYKLUMW >XMBOTHOMO MPOWCXOXAEHUSI MOCMEe MPUMEHEHUsI TaKoro FeKapCcTBEHHOrO
CpeAcTBa, a Takke AOKYMeHTarnbHoe noaTeepxaeHue (Banvaaums) ykasaHHbIX METOO0B;

(B pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-$3)

6) OT4eT O pe3ynbTatax KIWHNYECKOro wuccrnenoBaHna nekapCcTtBeHHOro npenaparta  Aand
BETEPMHAPHOIo NpUMEHEHNA y KaXXgoro smaa XUBOTHbIX, YKa3aHHbIX B MHCTPYKUUK MO BETEPUHAPHOMY
NMPUMEHEHUIO;

7) NPOEKT MHCTPYKLUUM N0 BETEPMHAPHOMY NPVMMEHEHUIO NIEKAPCTBEHHOTO Mpenapara, coaepallei
criegytoLme cBefeHus:

a) HaMMeHoBaHWe fekapCcTBEHHOro NpenapaTta Ansi BeTepUHAPHOro NpUMEHeHUs (MexayHapoaHoe
HenaTeHTOBaHHOE, UNW rPYMNMNUPOBOYHOE, UMM XMMUYECKOE M TOPrOBOE HaUMEHOBaHWS);

6) NeKapcTBeHHadA (bopma C yKasaHunem HanMMeHOBaHMIN N KONMYECTBEHHOIO CoCTaBa D,eVICTByPOLLI,VIX
BeLlleCcTB N Ka4eCTBEHHOIro coctaBa BCoMoraTeribHbIX BELWWECTB;

B) onncaHune BHeLWHero Baa nekapCTtBeHHOro npenapara anda BeTepuHapHOro npuMeHeHus;

r) dapmakoTepaneBTUyeckas rpynna fekapcTBEHHOro npenaparta Ans  BeTepuHapHOro
NPUMEHEHNS UNKU yKkasaHue "romeonaTn4ecknin nekapcTBeHHbIN npenapaTt”;

4) dapmakognHamuka 1 dapMakokumHeTuka  (3a  uckmnoyeHveM  hapMakoKUHETUKU
romMeonaTuyeckmx rnekapCTBEHHbLIX NpenapaTtoB W pacTUTENbHbLIX JEKapCTBEHHbIX MpenapaToB) WIu
onvcaHve MMMYHOBKONOrM4yeckMx CBOMCTB NeKapCTBEHHOrO Npenapara;

e) nokasaHusa AN NPUMeEHeHNs;

) NPOTUBOMNOKa3aHUs ANs NPUMEHEHNS;

3) Mepbl NPEAOCTOPOXKHOCTM MPU NPUMEHEHNMU;

1) yKkasaHue BO3MOXHOCTU U OCOBEHHOCTEN NPUMEHEHUsT Y BEpPEMEHHBIX XXUBOTHbIX, Y )KMBOTHbIX B
nepvoz nakTauuuv, y NoTOMCTBa XMBOTHBIX;

K) pexum o3npoBaHuA, cnocob BBeaeHUs u NpUMEeHeHnd, npun HeobxoaMMocTn BpemMA npunema
NleKapCTBEHHOro npenaparta Anda setTepuHapHOro npuMeHeHud, npogomkKUTe N IbHOCTb Jie4YeHUA,

) BO3MOXHbIe NOGOYHbIE AEUCTBUS, HEXenaTeslbHble peakumMmn npu NPUMEHEHUN JIeKapCTBEHHOIO
npenapara Ans BeTepuHapHOro NpuMeHeHus;
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M) CUMMNTOMbI NePeao3NPOBKM, MEPBI MO OKasaHWI NOMOLLM NpY Nepeso3nNPOBKE;
H) B3anMoAeNCTBIE C APYrMMU NeKapCTBEHHLIMU NpenapaTamu 1 (Unn) KopMamu;
0) hopMbl BbiNycka riekapCTBEHHOTO npenapara Ans BeTepuHapHOro NpUMeHeHus;

n) ykasaHue (npu HeobxoaMmMocTu) OCOBEeHHOCTEN AENCTBUS JeKapCTBEHHOro npenapaTta And
BETEPMHaPHOro NPUMEHEHWS NPU NEPBOM NPUEME UIN NPU ero 0TMEHE;

p) onucaHue (Npu HeoGXoaUMOCTM) AEUCTBUIA crieunanucTa B obnactvu BeTepuHapuu, Bragenbua
KMBOTHOTO NpW NpOMycke npuemMa OLHOW WNM HECKONbKMX [03 JeKapCTBEHHOro npenapaTta ans
BETEPUMHAPHOIO NPUMEHEHMS;

(B pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-03)

C) CpPOK TIOoAHOCTM W YyKa3aHuWe Ha 3anpet TnpuMeHeHuAa JneKapCTBeHHOro npenaparta ngnd
BeTepMHapPHOro npMMeHeHna no nctev4yeHnn cpoka rogHoCTH,

T) YCNOBUSA XpPaHEHWS;

y) YKa3aHue Ha HeobXxoaMMOCTb XpaHeHnA nekapCcTtBeHHOro npenaparta Aand BeTepuHapHOro
NPUMEHEHNA B MeCTax, HeAOCTYNHbIX ONA neten;

&) ykasaHue (npu HeobGXOoAMMOCTU) cneumnanbHbiX Mep MPedOCTOPOXHOCTUM MPU YHUUTOXEHUU
HENCMNONb30BaHHbLIX IEKAPCTBEHHbIX NpenapaToB A1 BeTEPMHAPHOIO NPUMEHEHUS;

X) CPOKM BO3MOXHOIo MCMNoJib30BaHMA Npoaykunun XUBOTHOIO MPOUCXOXAOEHUA MOCe BBeOAeHUA
XMBOTHOMY JiEKApPCTBEHHOIO npenaparta gna BeTepnHapHoOro npuMmeHeHuns;

L) yCrnoBusa OTnycka;

l-I) HanMeHOoBaHUA U apgpeca npou3BOACTBEHHbIX MNoWagoK npou3soanTena nekapcTtBeHHOro
npenaparta alsa BeTepnHapHOro npMMeHeHuns,;

W) HauMeHoBaHWe, adpec opraHuM3auumu, YNONHOMOYEHHOW AepXaTeneM WnuM Bragenbuem
PErMCTPaLMOHHOIO YOOCTOBEPEHUS1 JIEKAapCTBEHHOrO Mpenapata Ha MpuHATME NpeTeH3uin oT
notpedutens;

8) NPOEKTbl MakeToB HepBMHHOVI ynakoBKU ” BTOpVI‘-IHOIZ ynakoBKM NNEKAapPCTBEHHOIO npenapara ana
BE€TEPMUHAPHOIo NpuMMeHeHus;

9) cnepywouime cBegeHUs O NNeKapCTBEHHOM Npenaparte A BETEPUHAPHOIro NPUMEHEHNS:
a) onncaHne 1 cocTaB NIekapCTBEHHOIO NpenapaTta Ansi BeTePUHapHOro NpMMEHEHMS;
6) onucaHve papmMaLeBTUHECKOWN pa3paboTku;

B) onucaHue npolecca NPou3BOACTBA M €ro KOHTPONs, NoANMCaHHOE B NOpsiaKe, yCTaHOBNEHHOM B
COOTBETCTBUM C YacTblo 1 HacTosLLEN cTaTb;
(B pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-03)

) onuMcaHuWe KOHTPOMs KPUTUYECKUX CTaaui MNPOU3BOACTBA U MPOMEXYTOYHON MpOoayKLMMU,
noagnucaHHoe B nopsanke, yctaHoBf1IeHHOM B COOTBETCTBUU C HaCTbiO 1 HaCTOHU.leVI CTaTbW,
(B peq. PepepanbHoro 3akoHa ot 02.08.2019 N 297-03)

[4) HaMMeHOoBaHWsi M agpeca paspaboTuvka, AepXaTens unu Bragenbua perncTpaumoHHOro
YOOCTOBEPEHUS  NIeKapCTBEHHOro  npenapata, MNpPOM3BOACTBEHHbLIX — MMOWAA0K  Npou3BOAUTENS
nekapCTBEHHOro npenapara Ana BeTepUHapHOro MPUMEHEHUS C yKasdaHMeM CTagui TeXHOMNOrM4yeckoro
npouecca, OCYyLEeCTBMASEeMbIX Ha MNPOM3BOACTBEHHbIX MIOWaAKax MNpPOM3BOAMTENS JEKAapPCTBEHHOro
npenapata A4ns BeTEPUHAPHOrO NPUMEHEHNS;

(B pea. PegepanbHbix 3akoHoB oT 13.07.2015 N 241-®3, ot 02.08.2019 N 297-93)

e) chapmaLeBTyYeckast COBMECTUMOCTb;
) MUKPOGUMOOrMYeckne XxapakTepucTuku,

3) MaTepuarnbHbIi GanaHc Ans NPoM3BOACTBA CEPUM FOTOBOMO NMPOAYKTA;
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M) onncaHme XxapakTepucTtuk n CBOWCTB YyNakoBO4YHbIX MaTepunanoB N YKYNOPOYHbIX CPenCTB;

KoHcynbTaHTln0C: npumeyaHue.

lMpn peructpaumMm no YCKOPEHHOW npoueaype [[OonyckaeTcs HenpeacTaBrneHve [OOKYMEHTOB,
npeaycMoTpeHHblx nn. "k" n. 9 4. 3 cT. 17, Npy ycrnoBuMm MNUCbMEHHOrO obsA3aTtenbcTBa WX
npenocTaBuTb B TeveHne 12 mecsaues co aHs peructpauuu (MoctaHosnenue MNpasutensctea PO ot
12.03.2022 N 353).

K) JOKyMeHTanbHoe noareepxaeHne (Banvaaums) npoueccos u (Mnu) nx oLUeHka;

n) TpeboBaHMs K KayecTBYy BCroOMoraTenbHbIX BelWecTB (cepTudwmkaT, crneuudurkaums Ha
BCMomoraTterbHble BeLecTBa U Ux 060CHOBaHUe);

KoHcynbTaHTlntoC: npymeyaHue.

lMpn peructpaumMm MO YCKOPEHHOW npouenype [OOMycKkaeTca HenpeacTaBrieHne [OOKYMEHTOB,
npeaycMoTpeHHbIXx nn. "M" n. 9 4. 3 cT. 17, MpuM YCnoBuMM MNUCbMEHHOrO 00sA3aTenbcTBa WX
npenocTaBnTb B TedeHne 12 mecaueB co gHa permctpauun (MoctaHoeneHue Mpasutensctea PO ot
12.03.2022 N 353).

M) aHanmTn4yeckne MeTogukn, WcCnoJib3yemMmble Npu  OCYLWECTBJIEHUN KOHTPOJIA KayecTBa
BCnomMoraTesibHbIX BELEeCTB;

KoHcynbTaHTlntoc: npumeyaHue.

lMpn peructpaumMm Mo YCKOPEHHOW npouenype [OOMyckaeTcss HenpeacTaBrleHne [OOKYMEHTOB,
npeaycMoTpeHHbIx nn. "H" nm. 9 4. 3 cr. 17, nNpu ycnoBuM NMCbMeEHHOro obfAsatenbcTBa WX
npenocTaBnTb B TeveHne 12 mecaueB co aHs peructpauum (MoctaHoBnenue MNpasutensctea PO ot
12.03.2022 N 353).

H) OOKyMeHTanbHOe NoATBEPXAEHUE (Banvaauus) aHanUTUYECKMX METOAMK, UCMOSNb3yeMbIX Npwu
OCYLLECTBMEHUN KOHTPONS KayecTBa BCMOMOraTenbHbIX BELLECTB;

0) MHcopmauus 06 UCNonNb3oBaHMM BCMOMOraTeNlbHbIX BELLECTB YENIOBEYECKOrO U KMBOTHOIO
NPOUCXOXOEHUS;

n) yrpatun cuny. - ®egepaneHbiii 3akoH ot 02.08.2019 N 297-03;

p) TpeboBaHWA K KayecTBY JleKapCTBEHHOro npenaparta Afs BeTepuHapHOro MpUMEHEHUS
(ceptucpukart, cneundukaLmsa Ha NekapcTBEHHbIN NpenapaT n Ux 060CHOBaHMeE);

C) aHannTnyeckme MeToauKn, ucnonb3yemMmble TMNpu  OCyLleCTBNIEHUN KOHTPONA KadecTBa
JNIeKapCTBEHHOIO Nnpenaparta aAnAa BeTepuHapHOro npuMeHeHu4;

KoHcynbTaHTlM0C: npumeyaHue.

lMpu peructpauuMm no YCKOPEHHOW mnpoueaype [OOonyckaeTcs HenpeacTaBreHve [OOKYMEHTOB,
npegycMoTpeHHbix nn. "t n. 9 4. 3 c1. 17, mpuM ycnoBMM nNMCbMEHHOro obss3aTtenbcTBa WX
npefocTaBuTb B TedeHne 12 mecdueB co gHa peructpaumm (MoctaHoBneHue lMpasutensctea PO ot
12.03.2022 N 353).

T) AOKYMeHTarbHOe MNoATBepXAeHue (Banvpauusi) aHanuTU4eckux MeTOAMK, UCMOoNb3yeMblX Mpu
OCYLLIECTBIEHMUM KOHTPOJIS Ka4ecTBa JliekapCTBEHHOro npenapara Ans BeTepuHapHOro NpUMeHeHus;

y) [OOKYMEHT, MOATBEPXOAloLWMA KavyecTBO NeKapcTBEHHOro npenapaTta Tpex MPOMbILLNEHHbIX
cepwit (MPOTOKON aHanuaa WM cepTUdMKaT aHanusa), ogHa Cepust KOTOpOro AOSKHa coBnagaTb C
cepviern obpasLa fiekapCTBEHHOro npenapara, No4aHHOro Ha PerncTpaumio;

) XxapakTepucTuka npumecenu;

X) nepeyeHb CTaHAaPTHbIX 0OPa3LOB, UCMOMb3YEeMbIX MPU OCYLLECTBMEHUN KOHTPONS KadecTsa
neKkapcTBEHHOro npenapata As1si BETEPMHAPHOTO NPUMEHEHUS;
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KoHcynbTaHTlntoC: npymedaHue.

Mpu perncrTpauum BOCMPOU3BEOEHHOIO JEKAapCTBEHHOrO npernapaTa Mo YCKOPEHHOW npouenype
JornyckaeTcs HenpeactaBneHne CBeAeHWW, NpefycMoTpeHHbiX nn. "u" nm. 9 4. 3 cr. 17 npwu
NUCbMEHHOM 0053aTeNnbCTBE WX NPEAOCTaBUTb B TeyeHMe 12 MecsileB CO OHA perumcrpaumm
(MocTtaHoBneHue MNpasuTtensctea PP ot 12.03.2022 N 353).

L) faHHble O CTabUNbHOCTUN NEKAPCTBEHHOIO NpenapaTta Anst BETePUHAPHOro NPUMEHEHMS;

10) konusi [OOKYMEHTa, coAepkallero MHPOpPMauMio O HanmuMuum unum ob OTCyTCTBUM (PaKTOB
perncTpaunn nekapcTBEHHOro npenapara Ansl BETepMHaApPHOro NpuMeHeHns 3a npegenamm Poccuiickoi
denepaumu;

11) cornacve B NUCbMEHHOW (hopme, NpeayCMOTPEHHOE YacTbio 7 HacTosLen CcTaTbn, B cryvae
pervcTpauny BoCnpou3BeeHHOro fiekapCTBEHHOro nNpenapaTa;
(B pea. PepepanbHoro 3akoHa ot 13.07.2015 N 241-93)

12) KonWs [OKYMEHTa Ha pYCCKOM $i3blke, 3aBEPEHHOr0 B YCTAHOBIIEHHOM Mopsiake U
NoATBEPXAAloLWEro MNpPaBOMOYHOCTb 3asiBMEHWS O TOCyAapCTBEHHOW pernctpauum nekapcTBEHHOro
npenapara ans BeTEpUHaPHOro NpMMeHeHNs (LOBEPEHHOCTb);

KoHcynbTaHTlntoc: npumeyaHue.

Oo 31.12.2022 pocCUNCKMM NPOM3BOAUTENSAM paspelleH0 He MpeacTaBnAaTb CBEAEHUA B
cootBeTcTBMM Cc n. 13 4. 3 cT. 17 npu perucTpaumm WUMMYHOBOMOMOrMYECKUX JEKapCTBEHHbIX
npenapaToB (IMocTaHoBneHue MpaButensctea PO ot 12.03.2022 N 353).

13) cBegeHMss O TrOCyOQapCTBEHHOW perucTpaumm  reHHO-WHXEHEePHO-MOANMULIMPOBAHHbIX
OpraHvW3mMoB, MpedHasHayeHHbIX Ans  BbiMyCka B OKpyXawolwylo cpedy (Mpy rocygapCTBEeHHOM
perucTpaumMm nekapCTBEHHbIX MpenapaToB Ans BETEPUMHAPHOro MNPUMMEHEHWUsl, MOMYYEeHHbIX C
NPUMEHEHNEM  FEeHHO-WHXEHEPHO-MOAMMULUMPOBAHHBIX  OPraHM3MOB WM codepXalux  Takue
OpraHu3mbil).

(n. 13 BBegeH ®epnepanbHbiM 3akoHOM OT 02.08.2019 N 297-93)

4. Tpu npoBedeHMM YCKOPEHHOW MpoLeAypbl 3KCNEpPTM3bl NEeKapCTBEHHOro Mpenapata Ans
BETEPMHAPHOrO NPUMEHEHNS B LENAX ero rocyaapCTBEHHON perMcTpalmm BMECTO oT4yeTa paspaboTunka
O pesynbTatax [AOKMMHUYECKOr0 WUCCNeaoBaHMs NEeKapCTBEHHOro cpeactsa And  BeTepuHapHOro
nNpMMeHeHns MoxeT OblTb npeAcTaBneH 0030p Hay4yHbIX paboT O pesynbTaTtax AOKIUHMYECKOrO
nccnegoBaHus pedepeHTHOro fiekapCTBEHHOrO NnpenapaTa Ans BETEPMHAPHOro NpUMEHEeHNs, a BMECTO
oTyeTa O pesynbTaTax KIMHUYECKOrO UCCNedoBaHUSA JEeKapCTBEHHOro npenaparta Ans BeTepuMHapHOro
NPMMEHEHNS OT4YeT O pesynbTatax WccneaoBaHWi  OMOSKBMBANEHTHOCTM  BOCMPOW3BEAEHHOIO
nekapcTBEHHOro npenapara Ansi BeTepUHapPHOro NPUMEHEHMS.

(vacTb 4 B peq. PenepanbHoro 3akoHa ot 02.08.2019 N 297-d3)

5. Ha akcnepTuay pasnuyHbIX fiekapcTBEHHbIX (hOpM OAHOrO 1 TOTO XKe flekapCTBEHHOro npenapara
ONs BeTEepUHApPHOro NpMMEHeHNs 3asBuUTeNb NpeacTaBnseT oTAeNbHbIe 3as8BAeHNa U perncTpaumoHHble
OOCbe Ha Kaxayo nekapcTBeHHyo gopmy. Npu ycnoBun ogHOBpPEMEHHOW NoJadn Ha 3KCNepTU3y OOHOW
neKkapcTBEHHONW OPMbl C  pasfUMYHbIMW  [O3MPOBKOW, KOHUEHTpauuen, oOGbeMoM 3asBUTESb
npeactaBngeT OOHO 3asiBeHWe W perncTpaumoHHOe [0Cbe C MPUMOXKEHWEM MakeToB MepBUYHOMN
YrNakoBKW U BTOPUYHOW ynakoBku. Ha makeTax nepBUYHON YNakoBKN U BTOPUYHOW YNaKOBKW YKa3bIBaKOTCS
BCE NPOM3BOAMMbIE JO3MPOBKM, KOHLIEHTPALMKN, OOBbEMBI 1 KONMMYECTBO 03 B YNAKOBKE NIEKAPCTBEHHOIO
npenapaTta gnsg BeTepUHApPHOro NpUMEHEeHMs.
(B peq. PepepanbHoro 3akoHa ot 02.08.2019 N 297-03)

6. B cnyyae HenpeacTaBneHus C 3asiBNEHNEM O rOCYAapPCTBEHHOW perncTpauumn nekapCTBEHHOro
npenapaTa AN BeTEPMHAPHOIO NPUMEHEHUS AOKYMEHTOB, MOATBEPXKOAIOLWMX YNNaTy rocyaapCTBEHHON
MOLLUSINHBLI M YKa3aHHbIX B MYHKTE 7 4YacTu 2 HACTOSsILLEN CTaTbW, CBEOEHUN O JNIULIEH3USIX, YKa3aHHbIX B
nyHktax 1 M 2 4vactm 3 HacToslllerd cTaTbW, a Takke BblAaBaeMblX (NpegocTaBnAeMbiX)
YNOMHOMOYEHHbIMWN  pefepanbHbiMM - OpraHaMn  UCMOMHUTENbLHOW BNacTU [JOKYMEHTOB (CBeadeHun),
yKasaHHbIX B MyHKTe 2.1 4yacTu 3 HacTodwen cTaTbM, YNONMHOMOYEHHbIN hedepanbHbIN OpraH
WCMONTHUTENBHOM  BNacTWM  3anpalluMBaeT  yKal3aHHble  [OKYMEHTbl  (CBedeHus)) B nopsiake
MEXBe4OMCTBEHHOIO MHOPMALMOHHOIO B3aUMOAENCTBUS.
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(4acTb 6 B pen. PepepanbHoro 3akoHa ot 27.12.2019 N 478-03)

7. He ponyckaeTcsi uMcnonb3oBaHWe B KOMMEPYECKMX Lensax wuHdopMaumm o pesynbratax
OOKINUHNYECKMX UCCreaoBaHUN NIEKAPCTBEHHbLIX CPEACTB U KIMMHNUYECKUX MCCReaoBaHMA NeKapCTBEHHbIX
npenapaToB A BETEPMHAPHOro MPUMEHEHMUS, NPeACTaBNEHHOW 3asBuUTeneMm Ansi rocygapCTBEHHOM
perucTpaunn nekapcTBEHHbIX npenapaToB, ©6e3 ero cornacusi B TevYeHMe LWeCTU feT C aaTthl
rocyaapCTBEHHON perncrpaumm pedepeHTHOro nekapcTBEHHOro npenaparta B Poccunckon ®enepaviun.

8. depxartenb nnu Bnagenew, perucTpaumMoHHOro yaAoCTOBEPEHNS NEKapCTBEHHOMo npenapara ang
BETEPMHAPHOrO NPUMEHEHNs NpPeacTaBnsAeT B YNONIHOMOYEHHbIM doeaepanbHbliA OpraH UCMOSTHUTENbHOM
BIACTU OTYET NO pe3ynbTaTam hapMakoHag3opa OAuH pas B LIECTb MECSLIEB B TeYeHME ABYX NET nocne
rocyaapCTBEHHOW perncTpaunm nekapcTBeHHoro npenapara B Poccuiickon ®egepaumm, 3aTemM exXerogHo
B TEYEHMe nocneayrLmnx Tpex neT u B AaneHenwem oanH pa3 B Tpu roga.

(vacTb 8 BBegeHa denepanbHbimM 3akoHoM oT 02.08.2019 N 297-03)

Cratbsa 18. Mopaya M paccMoTpeHue 3asiBieHUs1 O TrocyAapCTBEHHOW perucrpauumn
nekapcTBeHHOro npenapara Ansi MeAMLMHCKOro NpUMeHeHus
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

1. [Ona rocynapCTBEHHOW perucrtpaumu JflekapCTBEHHOro npenapata Ans  MeAMUMHCKOro
NPUMEHEHWS topUaMYeckoe nuuo, AencTBylollee B CODCTBEHHbIX MHTEpecax Wnu YrNOofHOMOYEHHOoe
npeacTaBnsaTe MHTEPeCbl APYroro IOpUAMYECKOro nuua M 3asBrsiollee feKkapcTBeHHbIM npenapaTt Ha
rocyAapCTBEHHYI0 perucrpauuio (ganee B HacToslen cTaTbe - 3asBUTenb), npeacTtaBnsetr B
YNONHOMOYEHHbIV hefeparnbHbI OpraH UCMONHUTENbHON BNAcTH, OCYLLECTBSAOWMNA rOCyAapCTBEHHYIO
pervcTpaumio nekapCTBEHHbIX NpenapaToB ANns MeQULMHCKOTO MPUMEHEHUS, B 9NEKTPOHHON hopme 1 Ha
OymaxxHOM HocuTene 3asiBNeHve O rocydapCTBEHHOW peructpauuvM nekapCTBEHHOro npenapata Ans
MEOULMHCKOTO NPUMEHEHUS, a Takke B Nopsiake, YCTAHOBNEHHOM YMNOSIHOMOYEHHbIM dedeparnbHbIM
OpraHoM MCMONHUTENBHON BNAacTW, B 3NEKTPOHHOW hopmMe M Ha BymakHOM HocuTene Heobxoaumbie
AOKYMEHTbI, U3 KOTOpbIX (POPMMPYETCS perncTpaumoHHOE [OCbe Ha feKapCTBEHHbIM npenapart Aans
MEANLMHCKOrO NPUMEHEHMS.

(4acTb 1 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. B 3aaBneHum o rOCWJ,apCTBeHHOVI perncrtpaunmn nekapCtBeHHOro npenapara gna meanunHcKkoro
NPpUMEHEeHUA yKa3blBalTCA:

1) HavmeHoBaHwWe, agpec 3asBuTeNns W MPOM3BOAWUTENS FeKapCTBEHHOro npenapata Ans
MEeOULMHCKOTO NMPUMEHEHUs, cBeeHMsa 00 MX perMctpaumm B KadecTBe Haroronnartenbliuka B CcTpaHe
perncTpaumm (4ns pPOCCUNACKMX PUAMYECKUX NUL - UAEHTUMHUKALUMOHHBIA HOMEp HarnoronnatenbLluka
(MHH), oNs MHOCTpPaHHbIX PUAMYECKUX NUL, - CTpaHa perncTpauun, HauMmeHoBaHUe perncTpupyoLLero
opraHa, peryucTpauroHHbI HOMep, KO HanoronnaTensLmka B CTpaHe peructpaumm (MHKopnopauum) unm
ero aHanor) M agpec Mecrta OCyLlecTBNEeHWs MPOU3BOACTBA NeKapCTBEHHOro npenaparta (B crnydae
HanM4Ynst HECKOMbKMX Y4aCTHUKOB Mpouecca ero npou3BoacTea Heobxoaumo ykasaTb Kagoro yyacTHuKa
B COOTBETCTBUM C OCYLLECTBISAEMON CTagMen Npon3BoACTBa);

(n. 1 B pea. PegepanbHoOro 3akoHa ot 28.12.2017 N 425-03)

2) HaMMEeHOBaHWE NEKAPCTBEHHOrO npenapata AN MeauLMHCKOrO NPUMEHEHUS (MexayHapoaHoe
HenaTeHTOBaHHOE, UNW rPYNMUMPOBOYHOE, UMM XMMUYECKOE U TOPrOBOE HAUMEHOBAHUS);

3) nepeyeHb ,El,eIZCTBy}OLLIMX M BCNomMoraTesibHbIX BeWweCcTB, BXOAALWKMX B COCTaB JieKapCTBEHHOIO
npenaparta ana MmeamumMHCKoro npuMeHeHud, ¢ ykasaHmem Konn4yectBa Kaxgoro n3 HUX;

4) nekapcTBeHHas ¢opMa, [03UPOBKA, Cnocobbl BBEOEHUA U MPUMEHEHUS, CPOK FOOHOCTU
nekapCTBEHHOro npenaparta Anst MeguLUMHCKOro NPUMeEHEHUS;

5) dhapmakoTepaneBTUyeckas rpynna, Koz aHaToMO-TepaneBTUYECKO-XMMUYECKON
Kknaccudukaumm, pekomeHaoBaHHOW BcemupHoOW opraHusaumen 3apaBoOXpaHeHus, 3asiBnsemMble
nokasaHusa Ans npMMeHeHns nekapCTBEHHOro npenapara ans MeguumMHCKoOro NnpuMeHeHus;

6) oTcyTcTBME HEOOXOAMMOCTM MpedoCTaBrneHns oOT4yeTa O pe3ynbTatax  KIMHUYECKOro
nuccrnegoBaHus, UccnegoBaHnss GUO3KBUBANEHTHOCTU NIEKapCTBEHHOrO npenapara, paspeLleHHoro Ans
MeauLUMHCKOro npumMeHeHuss B Poccunckon ®depepaumm 6onee paBaguatv neT, C  ykasaHuUeEM
HOPMaTUBHbIX MPaBOBbIX aKTOB, MOATBEPXAAOLWMX OAHHBIN CPOK MPUMEHEHWS;

7) HeobxoouMOCTb OhOpMITEHUS paspelleHnss Ha BBO3 B Poccuiickyto ®epepauunio KOHKPETHOM
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napTuM  3aperucTpupoBaHHbIX M (MNW)  HEe3aperucTpUpoBaHHbIX — JIEKAPCTBEHHbIX  CPEACTB,
npegHasHavyeHHbIX AN NMPOBEedeHMs] IKCMepTUsbl NeKapCTBEHHbIX CPeACcTB B LENSX roCyAapCTBEHHO
perucTpaumu;

8) HeobX0AMMOCTb NPOBEAEHUs 3KCNEepTU3bl AOKYMEHTOB, MpeAcTaBreHHbIX Ons onpeaeneHus
BO3MOXXHOCTM paccMaTpuBaTh NEKapCTBEHHbIN npenapaTt Ans  MEeOULMHCKOrO MPUMEHEHUs npu
OCYLLECTBMEHNN rOCYAapCTBEHHON perucTpaummn B kadectse opaHHOro NekapCTBEHHOrO npenapara;

9) Heo6Xx0AMMOCTb MPUMEHEHUS YCKOPEHHON Npouenypbl 3KCNEepTU3bl NEeKapCTBEHHbLIX CPEeACTB B
Lensx rocyaapCTBEHHOW perncrTpaLmnmn nekapcTBEHHOro npenapaTa;

10) KONWUM AOKYMEHTOB, NOATBEPXKAAOLLMX YNNaTy rocyAapCTBEHHOW MOLLMUHDI:

a) 3a npoBedeHMe JKCMepTU3bl AOKYMEHTOB, MPEeACTaBMEHHbIX ANA onpeaeneHns BO3MOXHOCTU
paccmaTtpuBaTb JIEKapPCTBEHHbI Mpenapat AN MeAWUMHCKOTO MPUMEHEHWsI MpY  OCYLLECTBIEHUN
rocygapCTBEHHON perucTpaumm B kayecTBe opchaHHOro fieKapCTBEHHOro npenapaTa;

6) 3a npoBeAeHVe 3KCMepTM3bl KayecTBa fieKapCTBEHHOro CpeacTBa M 3KCMepPTU3bl OTHOLLEHWS
OXngaemon nonb3bl K BO3MOXHOMY PUCKY NPYMEHEHWS NeKapCTBEHHOMO npenapaTa, paspeLleHHoro ans
MeOULUMHCKOro npumeHeHust B Poccunckon ®Pepepaumm bonee Aasaguatv neT, NpyU OCYLIECTBNEHUM
rocygapCTBEHHOMN perucTpaunm nekapcTBeHHOro npenapara;

B) 3a MpoOBeAEHME 3KCMepTM3bl KayecTBa NEKApCTBEHHOTO CPeAcTBa W 9KCNEepTM3bl OTHOLUEHUS
0Xmaaemon norb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NleKapCTBEHHOro npenapaTa Ans MeauuuHCKOro
NPUMEHEHWS NPY ero rocyAapCTBEHHOWN perucTpauuu;

r) 3a npoBedeHMe 3KCMepTU3bl KayecTBa MEeKapCTBEHHOro CPeACcTBa W 9KCMepTM3bl OTHOLLIEHUS!
oXnaaemon nosb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS NleKapCTBEHHOro npenapaTa Ans MeauuuHCKOro
NPUMEHeHWsl, B OTHOLUEHWM KOTOPOro MNpoBedeHbl MeXOyHapoAHble MHOFOLEHTPOBbLIE KIMHUYECKMe
nccrnenoBaHWs, 4YacTb W3 KOTOpbIX NpoBedeHa B Poccuiickoit Pedepauuv, npu OCYLLECTBIEHWU
rocygapCTBEHHON perMcTpaumnn ekapcTBEHHOTO Npenapara;

11) Hanuuue cornacua nNpous3BOAUTENS NEeKapCTBEHHOro npenapara, Mpou3BOACTBO KOTOPOro
ocywecTtenserca 3a npegenamm Poccuiickon ®depepauun, Ha NpoBedEeHUE MHCNEKTUPOBAHMWSA
nNpon3BOAMTENS Ha COOTBETCTBMNE TpeboBaHMAM NpaBun Hagnexallen npon3BogCTBEHHON NPAKTUKK;

12) Hannume cornacus, NpegycMOTPEHHOro YacTblo 18 HacTosLen cTaTby;

13) ykasaHve BuOa nekapCcTBEHHOro npenapaTta, npeacTaBNeHHOro Ha  perucrpauuto
(pedepeHTHbIM  NekapCTBEHHbI  MpenapaT, BOCNPOM3BEAEHHbIN  NeKapCTBEHHbIM  Mpenapar,
BuonornyeckMn nekapcTBeHHbIV npenapaTt, buoaHanorosbi (6uonogobHbIN) NekapCcTBEHHbIN npenapar
(6broaHanor), romeonaTUYeCKNiA NTEKapCTBEHHBIN Npenapat, IEKAPCTBEHHbIN pacTUTENbHbIV Npenapar).
(yacTb 2 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. PernctpaunoHHoe [ocbe Ha NeKapCTBEHHbIN nNpenapaT ANnsi MeaWMLMHCKOrO MpUMEHEeHUs!
npegocTaenseTcs B popme obLLEr0 TEXHNYECKOTO JOKYMEHTA.
(vacTb 3 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4. Pazgen gokymMeHTauumn aaMMHUCTPaTMBHOMO XxapakTepa BktovaeT B cebs:

1) 3asBneHne O rocyfapCTBEHHOW perucTpauuy fekapcTBEHHOro npenapara ans MeavuuHCKOro
NPYMEHEHNS B 3NEKTPOHHOWN hopmMe 1 Ha BymMaXHOM HOCcuTene;

2) KOMUKO [OKYMEHTa Ha pYCCKOM $3blke, 3aBEPEHHOr0 B YCTaHOBIIEHHOM MOpSiAKE WU
noaTBepXAatoLLEro NPaBOMOYHOCTL 3asBUTENS NofaBaTh 3asiBNIiEHNe O rOCyAapCTBEHHOW perucrpawum
nekapcTBEHHOro npenapaTta A5 MEAULIMHCKOTO NPUMEHEHUS (JOBEPEHHOCT);

3) cBegeHuss o garte NpefocTaBfieHUs U PErMCTPaLMOHHOM HOMEpPE JINLIEH3UN Ha NPOM3BOACTBO
NEKapCTBEHHbIX CPEeACTB WM CBeOeHUs O p[daTe MpeaoCTaBfieHuMst W PEerMcTpauyMoHHOM HoMepe
3aK/IOYEHMST O COOTBETCTBMM MNPOU3BOAMTENS JIEKAPCTBEHHbIX CpeacTtB TpeboBaHuAM  npaBun
Hagnexalwlen npou3BOACTBEHHOM MPaKTUKM, BblAAHHbIX  (MPEAOCTaABIEHHbIX)  YMNOSTHOMOYEHHbLIM
denepanbHbiM - OPraHoM  WUCMOMHUTENbHOW BNactTM B OTHOLWIEHUMM MNPOM3BOACTBEHHOW MNMOLWAAKN
perncTpupyemMoro nekapCcTBEHHOro npenaparta, B Crnyyae, €Cnu MpOM3BOACTBO EKapCTBEHHOro
npenapaTta ocywectansaerca B Poccuiickon depepavmu;

(B pea. PenepanbHbix 3akoHOB OT 04.06.2018 N 140-®3, ot 27.12.2019 N 478-03)
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4) KOMWIO NPeaoCTaBIEHHON YMONTHOMOYEHHbLIM OpraHoM CTpaHbl NPOW3BOAUTENS NULEH3MM Ha
NPOM3BOACTBO FEKAapCTBEHHOTO Mpenapata W ee MnepeBoj Ha pPYCCKUA A3blK, 3aBEPEHHble B
YCTaHOBMNEHHOM MOPSIAKE, a Takke KOMUI0 3aKMioYeHMsl O COOTBETCTBUM NPOU3BOAMTENS NTEKAaPCTBEHHbIX
cpeacte  TpeboBaHvAM  NpaBWil  Hagnexawen  NpoM3BOACTBEHHOW  MPaKTUKW,  BblAAHHOrO
YMONTHOMOYEHHbIM dhefeparnbHbiM OPraHOM UCMOMHUTENBHOW BMACTWM B OTHOLUEHWM MPOU3BOLCTBEHHOM
nnowagkM perncTpypyemMoro JekapCcTBEHHOro npenaparta, WM KOMWIo PEeLUEeHWUst YMONTHOMOYEHHOrO
defepanbHOro opraHa WCMOMHUTENBHOW BriacTU O MNPOBEAEHUU WHCMNEKTMPOBAHUS MPOU3BOAUTENS
nekapcTBEHHbIX CPeACTB, B Criyyae, ecnv nNpoun3BOACTBO fEKAapCTBEHHOrO npenapara ocyLlecTBrnsieTcs
3a npeagenamu Poccuinckon degepaumu;

(B pea. PenepanbHbix 3akoHOB OT 04.06.2018 N 140-®3, ot 27.12.2019 N 478-03)

5) NpoeKT MHCTPYKLUM N0 MEOULMHCKOMY NPUMEHEHMIO NIEKAapCTBEHHOMO Npenapara, CoaepKallen
cnepytoLwne cBeaeHus:

a) HanmveHoBaHME JIeKapCTBEHHOIo npenaparta (Me>|<,u,yHapop,Hoe HenaTeHToBaHHOEe, WIn
rpynnmpoBoYHOE, U1 XnMmmn4eckoe n Toproeoe HaVIMeHOBaHI/IH);

0) nekapcTBeHHasa oopMa € ykazaHMeM HaUMEHOBAHWI U KONTIMYECTBEHHOrO COCTaBa AEUCTBYIOLLMX
BELLECTB M Ka4eCTBEHHOro COCTaBa BCMOMOraTerbHbIX BELWeCTB (MpyM HEOOXOOUMOCTN KONMYECTBEHHOMO
cocTaBa BCcrioMoraTerbHbIX BELLECTB);

B) OMMCaHWe BHELUHEro BMAaA NIEKAapCTBEHHOIo nNpenapaTa Anst MeAMLMHCKOro MPUMEHEHWS;

r) dm3nKo-xumuyeckne CBONCTBA (Ans pagnodapMaLeBTUYECKNX NIeKapCTBEHHbIX NpenapaTos);

4) bapmakoTepaneBTudeckasi rpynna, Ko FeKapCTBEHHOro npenapata Ang MeguumMHCKOro
NPUMEHEHNSsI MO aHaTOMO-TepaneBTUYECKO-XMMMUYECKON Knaccudukaumm, pekoMmeHgoBaHHoN BcemupHom

opraHusauven 3gpaBoOXpaHeHusl, Uy ykasaHue "romeonaTnyeckuii NekapcTBEHHbIN npenapart”;

e) dapmakognHammka 1 hapmakokmHeTMka (32 UCKIIOYEHMEM  (hapMaKOKMHETUKU
romMmeonaTuyeckmx feKapCTBEHHbIX MpenapaToB U pacTUTENbHbIX NeKapCTBEHHbIX NpenapaToB);

) NnokasaHusa ansa npUMeHeHust;
3) NPOTMBOMNOKA3aHMA ONs NPUMEHEHWS;
1) Mepbl NPegoCTOPOXHOCTU NPY NPUMEHEHWN;

K) yKazaHMe BO3MOXHOCTM M OCOBEHHOCTel MNPUMEHEHUs IeKkapCTBEHHOro npenapaTta Aans
MEOMLMHCKOrO  MPUMEHEHNUSI OEepeMeHHbIMM  XEHLLMHAMW, JKEHLUMHAMW B Nepuos  FpyaHOro
BCKapMIMBaHUs!, AETbMU, B3POCHbIMU, UMEIOLLMMU XPOHUYECKME 3a60NeBaHus;

J'I) pexnm go3npoBaHuA, cnocobbl BBEAEHUS U NnpuUMEeHeHusa, npu HeobxoQMMocCTH BpeMda npunema
NekapCTBeHHOro npenaparta Aanda MeguuMHCKOro npumMeHeHua, npoaosiKUTENbHOCTb JieYeHuda, B TOM
yucne 'y Jeten 0o 1 nocne ogHoro roaa;

M) BO3MOXHble HeXenaTellbHble peaKkuun npun npuMeHeHMn nekapCTBeHHOro npenaparta Aand
MeaULIMHCKOIro NpuMeHeHu4d;

H) CUMNTOMbI NEPELO3MPOBKU, MEPLI MO OKa3aHWI0 NOMOLLM NPY NePeao3NPOBKE;
0) B3aMMOZeWncTBME C APYrMMM NIeKapCTBEHHBIMU NpenapaTtaMm 1 (Unu) NULEBLIMU NPOAYKTaMu;
n) chopMbl BbINycka NekapCTBEHHOIO Npenapara;

p) ykasaHue (Mpu HeobXxoAMMOCTM) OCOOEHHOCTEN AENCTBUS FeKapCTBEHHOro npenapata Ang
MELMLMHCKOro NPUMEHEHUS MPYU NEPBOM NPUEME UMW NPU Er0 OTMEHE;

c) onucaHue (Npu HeobxogumocTw) AencTBuMA Bpadva (denbwepa) v (Mnm) nauveHta npu
nponycke npvemMa OZHOM WM HECKONbKUX [03 JIeKapCTBEHHOro mnpenapaTta Ans MeavLMHCKOro
NPYMEHEHNS;

T) BO3MOXHO€e BJIMdHME JIeKapCTBEHHOro npenaparta And MeaunuuHCKOro npuMmeHeHna Ha
CNOCOBHOCTb ynpaendaTb TOAHCNOPTHbIMKU CpeacTBaMU, MeéXaHn3Mamu,
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y) CPOK TIOAHOCTM W YKa3aHWe Ha 3anpet npuMmeHeHna JeKapCTBEeHHOro npenaparta Aand
MeaULIMHCKOIro npuMeHeHuna no nctev4eHnm cpoka roaqHoCTu;

@) ycrnoBusi XxpaHeHs;

X) YKa3aHune Ha HeobXxo4MMOCTb XpaHeHna nekapcTtBeHHOro npenaparta anda MeauumHCKOro
NPUMEHEHNA B MeCTax, HeAOCTYNHbIX ONA neten;

L) ykasaHue (MpyM HeoGXOAMMOCTW) crneumanbHbIX Mep MPeaoCTOPOXKHOCTU MPU  YHUYTOXEHUU
Heuncnornb3oBaHHbIX NeKapCTBEHHbIX NpenapaTos Ans MeauLMHCKOro NPpUMEHEHNS;

4) yCrioBus OTNycKa;

W) HauMMeHOBaHMS W agpeca MPOM3BOACTBEHHbIX NIOLWAA0K MPOWU3BOAMTENS JEKAPCTBEHHOMO
npenapara;

) HaMMeHoBaHWe, adpec opraHusauun, YrNoNHOMOYEHHOW AepXkaTerneM WwWnu BragenbLemM
PErMcTpaLmMoHHOrO YAOCTOBEPEHNs NEeKapCTBEHHOro npenapaTta Ans MeAUUMHCKOTO MPUMEHEHUS Ha
NPUHATME NPeTeH3nn oT NoTpeduTens;

6) MHCTPYKUMIO MO MEAULIMHCKOMY NMPUMMEHEHUIO UMW KPaTKylD XapaKTepUCTUKY J1eKapCTBEHHOro
npenapara, yTBepXXaeHHbIe B CTpaHe NPOW3BOAUTENS;

7) NPOEeKTbl MakeToB NEPBMYHOW YMAKOBKN 1 BTOPUYHOW YNakoBKM NEKapCTBEHHOrO npenapara ans
MELMLMHCKOrO NPUMEHEHUS;

8) npoekT HOpMaTWBHOW [AOKYMEHTauMn WNuM HOPMAaTMBHOIMO AOKYMEHTa Ha IeKapCTBEHHbIN
npenapart 4ns MeauuMHCKOro npumMeHeHns nnbo ykazaHue COOTBETCTBYOLLEN (hbapMakoneHon cTaTby,;

9) AOKYMEeHT, codepxalmi MHOpMaLMIo O Hanuyunum nnm o6 OTCyTCTBMM (DAKTOB perncrpauumu
neKkapCcTBEHHOro npenapara Ans MeavmumMHCKOro npuMeHeHus 3a npegenamu Poccuiickon ®egepaumu;

10) KonuM [OKYMEHTOB, 3aBEPEHHbLIX B YCTaHOBMEHHOM MOpsiAKe W MoaTBepXaalowmx dakT
perucTpaumm rekapCTBEHHOro npenapaTa B WMHOCTPaHHbIX rocydapcTBax B KadecTBe opdhaHHOro
neKkapcTBEHHOro nNpenapara;

11) nnaH ynpaBneHus puckamu Ansa  Buonormvyecknux nNekapcTBEHHbIX MpenapaTtoB  ANd
MEANLMHCKOrO NPUMEHEHWS;

12) OOKYMEHT 0 cucTemMe (bapmakoHagsopa [Jep)kaTens unu Bnagernbua pernctpauroHHOro
yOOCTOBEPEHMUS NeKapCTBEHHOro npenapara;

13) AOKyMEeHT, noaTBepXdalolnii Ka4ecTBO NEeKapCTBEHHOrO npenapata Tpex MPOMbILLMEHHbIX
cepuin (NpOTOKON aHanu3a unu ceptudumkaT aHanusa), OgHa cepust KOTOPOro AOSPKHa coBnajaTb C
cepven obpasua fnekapCTBEHHOro npenapata Ans MeQUUMHCKOro MpUMEHEHWs, NpeacTaBfieHHOro Ha
rocyAapCTBEHHYIO perncTpaumio.

(yacTb 4 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

5. Pasgen xumudeckown, apmaueBTUYECKON M BMONOrMYecKon OOKYMEHTauuMmn BKITOYaeT B cebs
OOKYMEHTbI, cogepxawme WuHdopMmaumio o dapmMaueBTUYeCKon CyoCcTaHUUMM U FIEKAPCTBEHHOM
npenapaTte Ans MeOULMHCKOrO MNPUMEHEHMs), MpoLecce ero MnpouM3BOACTBA M MeTodax KOHTPOss
KayecTBa, B TOM 4ucne:

1) KONUIO JOKYMEHTa, coepKallero crieaytoLlyto MHopmMauuto o hapmaLeBTuyeckon cybctaHuum
unu  dapmaueBTUYeCcKnx CybCcTaHUMsAX, BXOOSAWMX B COCTaB JIEKApCTBEHHOrO npenapara, 3a
UCKItodeHeM wmHdopMaumm o dapMaLeBTUYECKUX CYOCTaHUUAX, BKIOYEHHbIX B TOCYLAPCTBEHHbIN
peecTp NekapCTBEHHbIX CPEACTB B COOTBETCTBUM CO cTaThen 34 HacToswero ®enepanbHOro 3akoHa:

(B peq. PepepanbHoro 3akoHa ot 27.12.2019 N 462-03)

a) HaumeHoBaHWe hapmaLeBTUYeckon cybcTaHLmMK, ee CTpyKTypa, obLme CBOMCTBA,;
0) HanmeHoOBaHWe N agpec NpoM3BOAUTENS;

B) TEXHOINOrMsi NPOU3BOACTBA C ONUCAHMEM CTaAuii MPOM3BOACTBA U METOOOB KOHTPOINS Ha BCeX
cTagmax npousBOACTBA;
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r) onMcaHue pa3paboTku npouecca Npou3BoACTBa;

[) onMcaHne KOHTPOIS KPUTUYECKMX CTagui NPon3BoACTBa U MPOMEXYTOYHOW NPOAYKLMY;
€) AJOKyMeHTanbHoe noaTBepxaeHne (Banvaaums) npoLeccoB 1 (UNK) Ux OLEHKa;

) CBOMCTBA N CTPYKTypa AENCTBYIOLLNX BELLECTB;

3) XapaKkTepucTuka npumecen;

1) cneumdukaums Ha hapmanleBTMYECKYIO cybcTaHUmo 1 ee 060CHOBaHNE;

K) aHanuTMyeckme MeToAMKM, UWCNONb3yemMble MpuM  OCYLLEeCTBIIEHMM KOHTPONS KayecTBa
dapmavreBTnYECKon cybcTaHumu;

n) OOKyMeHTarlbHOe MOATBEpPXAEHUE (Banupauusi) aHanUTUYECKUX METOAMK, MCMONb3yeEMbIX MpU
OCYLLECTBEHUN KOHTPOIS kKayecTea papMaLeBTUYECKON cyGCcTaHUmK;

M) pe3ynbTaTbl aHanu3a cepuii hapmaleBTUYECKON CyOCTaHLuK;

H) NepeyeHb CTaHAapTHbIX 0Opa3sL OB UM BELLECTB, UCMOMNb3YEMbIX NMPU OCYLLLECTBIEHUN KOHTPOS
KayecTBa;

0) onucaHne XxapakTePUCTUK U CBOWCTB YNaKOBOYHbLIX MaTepMaroB M YKYNOpPOYHbIX CPEACTB;

n) AaHHble O CTabunbHOCTM hapmaLeBTUYECKON CyDOCTaHLmu;

p) CPOK rogHOCTY;

1.1) B OTHOWeEHUN apMaLeBTUYECKUX CYOCTaHUMIA, BXOOSALWMX B COCTaB JI€KAapCTBEHHONO
npenapaTta M BKMOYEHHbIX B FOCY4APCTBEHHbIA pPEECTp NeKapCTBEHHbIX CPEACTB B COOTBETCTBUM CO
cratbenn 34 Hactodawero PenepanbHOro 3akoHa, - KOMUA [OOKYMEHTa, CoAep)Kallero CreayoLuyto
WHopmaunio:

a) HaumeHoBaHWe hapmaueBTUYECKOM CyOCTaHLuK, ee CTPYKTypa, obLime CBOMCTBA;

6) HaumeHoBaHWe 1 agpec NPOM3BOANTENS;

B) pe3ynbTaTthl aHanu3a cepun bapMmaueBTU4ECKon cybcTaHuuuy;

r) CPOK rogHoCTY;
(n. 1.1 BBegeH dPepepanbHbIM 3akoHOM OT 27.12.2019 N 462-$3)

2) [OKYMEHT, copepXaluin criegylolme CcBefeHWst O NekapCTBEHHOM npenapate Ans
MeOULMHCKOrO NPUMEHEHUS:

a) onncaHme n coCcrtaB JieKapCTBEHHOIo npenaparta gna meanunHCKoro npuMeHeHuns;

0) onucaHue dapmaueBTMYeECKO pa3paboTkm (0OOCHOBaHME BbIOOpa cocTaBa, NEPBUYHOWN
yNaKkoBKM U UHOTO);

B) TEXHOSIOMMsI NPOM3BOACTBA C ONUCAHMEM CTaauii NPOM3BOACTBA U METOOOB KOHTPONS Ha BCeX
cTagusix Npon3BoacTBa;

r) onucaHWe KOHTPONs KPUTWYECKUX CTagui npolecca MpouM3BOACTBA W MPOMEXKYTOYHOW
npoayKumu;

1) HanuMeHoBaHVe 1 aJpec MecTa OCYLLECTBIIEHNSA NMPOM3BOACTBA NlekapCTBEHHOro npenapara ans
MEAMLIMHCKOrO MpuMeHeHust (B crnydYae Hanuyua HECKOMbKUX Y4aCTHMKOB npoLiecca MpOM3BOACTBa
Heo6XxoOMMO yKasaTb KaKOoro U3 HUX);

e) hapmaLeBTUYecKkas COBMECTUMOCTb;

)K) MMKpO6MOJ‘IOFW—IeCKI/Ie XapaKTepUCTUuku,

3) MaTepuarnbHbIil GanaHc Ans NpouM3BOACTBA CEPUM FOTOBOMO NMPOAYKTA;
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1) onncaHue XapakTepUCTUK 1 CBOMCTB YNaKoBOYHbLIX MaTepuaroB 1 YKYNopOYHbIX CPeACTB;
K) AOKYMEHTanbHoe NnoaTeepxaeHne (Banugaumsl) NpoLeccoB NPouM3BOACTBA U (MNN) MX OLIEHKaE;

n) TpeboBaHMA K KayecTBy BCnomoraTernbHbIX BeWecTB (cepTudukaTt, cneumdukauns Ha
BCMomoraTterbHble BeLlecTBa U UX 060CHOBaHUe);

M) aHanmTu4yeckne MeToaukn, WcnoJib3yemMmble nNpu  OCyWeCTBJIEHUM KOHTPOJIA KadecTBa
BCnomMoraTesibHbIX BELWECTB;

H) OOKyMeHTanbHOe noareepXaeHune (Banm,u,au,m) aHannTN4eCkKnx MeToaukK, UCNnosfib3yeMbliX Mpu
OCYLLECTBIIEHUN KOHTPONA Ka4YeCTBa BCNOMOraTesibHbIX BELWECTB,

O) VIHCpOpMaU,VIFI 00 mMcnonb3oBaHWM BCMOMOraTesibHbIX BELLECTB YEIOBEYECKOro M XXMBOTHOIO
NMPONCXOXOEHUA;

n) nHpopmaumsa 06 MCNOMNb30BaHMN HOBbIX BCMOMOraTeNnbHbIX BELLECTB;

p) TpeboBaHMA K Ka4yecTBy IIEKApCTBEHHOro mnpenapaTa Ans MeOUUMHCKOTO MPUMEHEHUS
(cepTndomkaT, cneumndukaumns Ha NiekapCTBEHHbIN NpenapaT U nx 06ocHoBaHuWe);

C) aHannTn4yeckne MeTogukn, ucnosrib3yemble npu  OCyLeCTBIIEHUN KOHTPONA KadecTtBa
NeKkapCTBeHHOro npenaparta gnd MmeamumMHCKoro npuMeHeHus;

T) LOKYMEHTanbHoe MoATBepXaeHune (Banuaauusl) aHanuTUYecKMx MeToaMK, WCMOoNb3yeMbiX Mpu
OCYLLECTBMEHUN KOHTPONS KayecTBa NekapCTBEHHOro npenapaTa Anst MEAULMHCKOro NPUMEHEHUS;

y) pe3ynbTaTbl aHan130B Cepuii NekapCTBEHHOIO NpenapaTa At MeAULMHCKOTO NPUMEHEHUS;
) XxapakTepucTuka npumMecen;

X) nepeyvyeHb CTaHOapTHbIX O6pa3LI,OB, ncnoJyib3yemMblX Mnpn OCYLLUEeCTBJIEHUN KOHTPOJNA KadecTBa
NeKkapCTBeHHOro npenaparta gnda MeamuuHCKOro npuMeHeHunsa,;

L) AaHHblEe O CTabUNBHOCTM NEKAPCTBEHHOrO Npenapara Ans MeAUUMHCKOro NPUMEHEHNS.
(vacTb 5 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. Pasgen cdapmakonornyeckon, TOKCUKONOrMYECKON AOKYMEHTaLMn BKoYaeT B cebs oTyeThl O
pesynbratax [AOOKMMHMYECKUX  WCCMNEAOBaHUM  NEKapCTBEHHOrOo CpeAactBa  Ans MeAUUMHCKOro
NPUMEHEHNSs], B TOM YuCne:

1) oTyeT 0 hapmakogMHaAMMUYECKNX UCCNEAO0BAHUSAX;

2) OT4HeT O CbapMaKOKI/IHeTVI‘-IeCKMX ncecnenoBaHuAX,

3) OTYET O TOKCMKOSNOMMYECKNX UCCIefOBaHUSIX.
(yacTb 6 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7. Pasgen knuHuyeckomn OOKYyMeHTauun BKINO4YaeT B cebs oTyeTbl O pesynbTatax KIUMHUYECKUX
uccrnegosaHui JleKapCTBEHHOro npenaparta gna MeanumMHCKoro npuMeHeHna, B ToMm 4ucne:

1) otyeTbl 06 wuccnegoBaHMAX OMOOOCTYMHOCTM M BGUMOSKBMBANEHTHOCTU, WCCNEAOBaHUSAX,
yCTaHaBMMBAaKLLNX KOPPENSILMIO Pe3ybTaToB, NOMYYEHHLIX B YCNOBUSX in Vitro 1 in vivo;

2) oTyeTbl 0 papMaKkoOKMHETUHECKMNX NCCIEeOOBaHUSIX;
3) oTyeTbl 0 hapmMakoANHAMUYECKMX UCCIIeLOBaHUSIX;
4) OTYETbI O KNNHMYECKUX UCCrefoBaHUsaX acpdeKTUBHOCTU 1 Be3onacHoOCTY;

5) oTyeT 0 nocTperncTpauMoHHOM ONbITE MPUMEHEHMWS (NPY Hanu4uu).
(4acTb 7 BBegeHa denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

8. TpeboBaHusa k 06bemy MHDopMaLUKn, NpeaoCcTaBNSeMOon B COCTaBe perucTpaLmMoHHOro Aochbe,
AN OTAeNbHbIX BUAOB NeKapCTBEHHbIX NpenapaToB ANs MeAULUHCKOro NpUMeHeHNss yCTaHaBnMBalTCS
YMONTHOMOYEHHbIM hefeparnbHbIM OpraHoM MCNOMTHUTENBHON BracTu.
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(4acTtb 8 BBegeHa denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

9. B OTHOLLUEHMM NEKAPCTBEHHbIX NMpenapaToB, pa3peLlleHHbIX AN MeaULMHCKOro NMPUMEHEHUS B
Poccuiickon ®epepaunn Gonee ABaguatv netT U B OTHOLUEHUMM KOTOPbIX HEBO3MOXHO MNpoBeaeHue
nccnenoBaHum X GMO3KBUMBANEHTHOCTH (3a UCKNIOYEHMEM BMOMNOrMYecKknx nekapcTBEHHbIX NpenapaTos),
JornycKkaeTcs BKMNIOYEHME B COCTaB pasgena hapmMakonormyeckon, TOKCUKONOrM4YeCcKon AOKYMEHTaLmMm 1
pasgena KIWHUYEeCKOM [OOKYMeHTauuMm BMeECTO oT4yeTa paspaboTuvMka O pesynbTaTax Co6CTBEHHbIX
OOKMMHUYECKNX MCCNEeAOBaHUN NEeKapCTBEHHbIX CPEACTB U KIMMHUYECKUX NCCMEeAOBaHUN NeKapCTBEHHbIX
npenapaToB Ans MeAULMHCKOro npuMMeHeHusi ob63opa HayyHbix paboT o pesdynbTaTax AOKITMHUYECKMX
nccneaoBaHUIA  NeKapCTBEHHBLIX CPEACTB U KIMHUMYECKUX WCCNedoBaHW AaHHbIX JleKapCTBEHHbIX
npenapaToB, B TOM Y/CIie BKIIOYas OMbIT MX NOCTPErMCTPALMOHHOIO NPUMEHEHMS.

(yactb 9 BBegeHa PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93; B pea. ®enepanbHOro 3akoHa oT
27.12.2019 N 475-93)

10. Mpu rocygapCTBEHHOW pernmcTpauuM BOCMPOM3BEAEHHbIX NEKaPCTBEHHbLIX MpernapaToB Ans
MEOULMHCKOrO MPUMEHEHUST [OMycKaeTcsl BKIOYEHME B COCTaB pasgena  apmakoriormyeckon,
TOKCMKOMOTMYECKOW OOKYMEeHTauuu W  pasgena  KIMHWMYEecKOM [OOKyMeHTauuuM BMecCTo oT4yeTa
paspaboTynka O pesynbTaTax COBCTBEHHbLIX AOKIMHUYECKUX WCCNeaoBaHW rekapCTBEHHbIX CPeacTB
0630pa HayyHbIX paboT O pesynbTaTax AOKIMMHUYECKUX UCCNEAoBaHUA pedepPEHTHOrO 1eKapCTBEHHOIo
npenaparta v npeacTaBfieHne BMECTO KIMHUYECKUX UCCRedoBaHUi B NOMIHOM 0Gbeme, YCTaHOBIEHHOM
pa3fenoM KIMHUMYECKOW [OKyMeHTauuu, oTyeTa O pesyfibTaTax WUccreAoBaHWi GMOIKBMBANEHTHOCTU
BOCMPOW3BEAEHHOIO JeKapCTBEHHOIo npenapaTta AN MeOuUMHCKOTrO rmpuMeHeHusi. He TpebGyetcs
npeacTaBrieHVe OT4YeTa O pesynbTaTax MUccliefoBaHUi OGUO3KBMBANIEHTHOCTM BOCMPOM3BEAEHHOTO
neKkapcTBEHHOro npenapara Anst MeAULUHCKOrOo NMPUMEHEHMS, €CIN PETUCTPUPYHOTCS BOCNPOU3BEAEHHbIE
nekapcTBeHHble npenapaTbl Ans MeANLMHCKOIO MPUMEHEHWs], KoTopble:

1) npegHasHayeHbl AN MapeHTepanbHOro (MOAKOXHOMO, BHYTPUMBILLIEYHOrO, BHYTPUBEHHOTO,
BHYTPUrNasHOTO,  BHYTPUMONIOCTHOrO,  BHYTPUCYCT@BHOTMO,  BHYTPUMKOPOHAapHOro)  BBeAEHUs U
npeacTaensioT coboii BoaHble pacTBOpbI;

2) npeacTtaBnsaloT cobon pacTBOpbl ANs NepopanbHOro NpYMeHeHUs;
3) nponsBeaeHbl B hopme MOPOLLKOB U NModunnmsaTos AN NPUroTOBEHUS PacTBOPOB;
4) aBnatoTca razamu;

5) ABNAOTCA YLWHBIMU UNW TMa3HbIMK NeKapCTBEHHbIMY NpenapaTamMun, NponsBeaeHHbIMY B hopme
BOOHbIX PacTBOPOB;

6) npegHa3Ha4yeHbl And MeCTHOIro NnpuMeHeHna 1 NpuroToBJiEHbI B (bopme BOOHbIX paCTBOPOB;

7) NpeAcTaBnsloT cobow BoAHblE pacTBOPb! AN UCMOMb30BaHWSA B hOpMe MHransiuui ¢ NOMOLLIbIO
Hebynarisepa Unm B kKa4eCTBE HasarbHbIX CNPeeB, MPUMEHSEMbIX C MOMOLLbI CXOOHbLIX YCTPONCTB.
(vacTb 10 BBegeHa PeaepanbHbiM 3akoHOM OT 22.12.2014 N 429-$3)

11. Ons cnydaeB, ykasaHHblX B nyHktax 1 - 3, 5 - 7 vyactm 10 HacToswen cTaTbum,
BOCMNPOM3BEOEHHbIA NEKapCTBEHHbIA npenapaTt anst MeaAuUMHCKOro NMpUMEHEeHUst OOMKeH coaepXaTb
Takue xe BCrnomMoraTesibHble BELLECTBa B TAKMX XXE KONMMYEecTBax, Kak 1 pedepeHTHbIN NeKapCTBEHHbIN
npenapaT. Ecnu coctaBbl BCnomoraTesibHbIX BELLECTB pa3nvyatoTcd, 3asBUTENb OOJDKEH NpeacTaBuTb
AoKasaTenbCTBa TOro, YTO UCMOSb3yeMble B OAHHbBIX KOHLEHTpaUMUsaX BCMOMOraTesibHble BeLLeCcTBa He
BNMAKOT Ha Oe3onacHocTb M (Mnn) apPEKTUBHOCTL MEKApCTBEHHOIO npenapaTta And MeauUMHCKOro
npumeHeHnsi. B criyyae, ecnn 3asiBUTeNb He MOXET NPeACcTaBUTb Takne AokasaTenbcTBa U (Mnn) He
MMeET J0CTyna K COOTBETCTBYIOLLUM AaHHLIM, OH JOMMKEH NMPOBECTU COOTBETCTBYHOLLME MUCCIEOOBAHUSA
ANsi JokasaTenbCTBa OTCYTCTBUSI BMUSIHWUA pPas3HbIX BCMOMOraTesibHbIX BELIECTB MIU BCMOMOraTesbHbIX
YCTPONCTB Ha Oe3onacHocTb U (unun) adhpeKkTUBHOCTL flekapCTBEHHOMO npenaparta Ans MeaULMHCKOro
NPUMEHEHNsI B COOTBETCTBUU C akTaMu, COCTaBNALWMMN NpaBo EBpasnnckoro 3KOHOMMYECKOro coko3a.
(yactb 11 BBeaeHa deaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93; B pea. enepansHOro 3akoHa ot
22.12.2020 N 444-®3)

12. lNpu rocygapcTBEHHOW perncrpauumn KOMOHaUMin paHee 3aperncTpUpoOBaHHbIX NIEKAPCTBEHHbIX
npenapatos Ansg  MeAMUUHCKONO MpUMEHEeHMA [OrMyckaeTcsd BKMOYeHMe B COCTaB  pasfjena
hapMakonorm4eckon, TOKCUKOMOrMYECKON [AOKYMEHTauMM W pasgena  KIMHUYECKON [OOKYMeHTauum
BMECTO OT4yeTa paspaboTumka O pesynbTatax CoOOCTBEHHbIX [AOKIMHUYECKUX UWCCNedoBaHUN
nekapcTBeHHbIX cpeAcTB ob3opa HaydHbIX paboT O pesynbTatax AOKIUMHUYECKMX WUCCnenoBaHuUin
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pedepeHTHbIX MeKapCTBEHHbIX MpenapaToB, BXOAAWMX B COCTaB KOMOMHAUMM  NeKapCTBEHHbIX
npenapaToB, 1 06 OTCYTCTBMM MX B3aUMOLENCTBUSA B OL4HOWN NleKapCTBEHHON hopme.
(4yacTtb 12 BBegeHa degepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

13. Ha akcnepTm3y pasnuyHbiX J1eKapCTBEHHbIX (QOPM OAHOIMO M TOr0 XXe IeKapCTBEHHOro
npenapata Ans MeguUMHCKOrO MPUMEHEHUsT 3asiBUTENb NPEeACTaBnsieT OTAenNbHble 3asiBNeHus |
perncTpaumoHHble A0Cbe Ha KaXKAyl nekapcTBeHHy copmy. Mpu ycnoBmMm ogHOBPEMEHHOW NoAayun Ha
3KCNEepPTU3y OOHON NeKapCTBEHHOW (POPMbl C pasnUYHbIMKU [O3MPOBKOMW, KOHLIEHTpauuen, obbeMom
3asBUTENb MpeAcTaBnseT OAHO 3adBfeHMe U pPerucTpauuoHHoe [OCbe C MPUMOXKEHMEM MakeToB
YMaKOBOK Ha KaXayl OO03MPOBKY, KXY KOHLEHTpauuto, Kaxabll o6beM 1 Kaxgoe KonmyecTBo 403 B
yrnakoBKe.

(4yacTtb 13 BBegeHa deaepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

14. Tlpn rocygapCTBEHHOW peructpaummM opdaHHOro neKapCTBEHHOrO Mpenapata 3asiBUTElb
npeacrtaengaeT nHdopmMaumo, Heobxoaumyro Ans opMMpoBaHns pasaena KIMHUYECKON AOKYMeHTaLumu,
B 06bemMe, YCTaHOBEHHOM YMOSTHOMOYEHHbIM hefepanbHbIM OPraHOM UCNOMHUTENBHOW BRacTu.

(vacTb 14 BBegeHa dPepepanbHbiM 3akoHOM OT 22.12.2014 N 429-$3)

15. Mpu peructpaumm OMOMNOrMYECKOro NEeKapCTBEHHOro npenapaTa, MOSTyYeHHOro M3 KpOBW,
nnasMbl KpOBM YerioBEKa, B COCTaBe PErnmcrpauMoHHOro AO0Cbe Ha JEeKapCTBEHHBbINM npenapaTt Ans
MEeOULMHCKOTO NPUMEHEHUS OOIMKHbI ObITb NpeAcTaBneHbl AOMNOHUTENBHO:

1) B pasgene [OKYMEHTauun agMUHUCTPATMBHOINO XapakTtepa [OOKYMEHT, COAepXaliun
nHdopmaumio o cybbektax obpalleHnss JOHOPCKOM KPOBM U (Mnn) ee KOMMOHEHTOB, O ToM, rae 6bina
ocyulecTBrneHa QJoHauus (kpoBu U (Mnv) nnasMbl KPOBWM), @ TakKkKe [AaHHble 00 MHMEKUMOHHBIX
3aboneBaHnsx, nepedarwWmxca napeHTepanbHbIM MNyTeEM, WHGopMauns o cybbekTax obpalleHust
OOHOPCKOM KpOBW M (MNWN) €e KOMMOHEHTOB, B OTHOLUEHMU KOTOPbIX OCYLLECTBMSETCA KOHTPOIb
AOHOPCKOM KPOBW U (MNN) €€ KOMMOHEHTOB;

2) B pasgerne Xxmumu4eckon, dpapMaLeBTUHECKON N BMONOrMyeckon JOKYMEHTaUNK:

a) KpuTepum 1 cnocobbl oTbopa, TPAHCNOPTMPOBAHNSA U XPaHEeHUs OOHOPCKOW KPOBMU U (Mnn) ee
KOMMOHEHTOB;

6) pesynbTaThl UCCNEAOBaHUA OTOOPaHHbLIX JOHOPCKOW KPOBM U (UNK) Mra3mbl KPOBU M NYNOB Ha
Hannyne BO3OyauTenenW WHMEKUMN, BKAYas MHQopMauuio 06 MCNoNb30BaHHbIX — MeToAMKax
uccnegoBaHMn M B CNyyYae uccrnefoBaHMs NyroB nriasdMbl KPOBUM  pesynbTaThl LOKYMEHTanbHOro
noAaTBepxaeHus (Banugaunm) Ncnornb30BaHHbIX METOAMK;

B) TEXHWYeCKne XxapakTepuCTMKM YNakoBKM AN otbopa AOHOPCKOW KPOBM U (MNnn) Mrasmbl KPOBW,
BKIt0Yas MHdopmaumio 06 MCNoNb3oBaHHbIX pacTBOpax aHTUKOArynsHTOB.
(vacTb 15 BBegeHa PeaepanbHbIM 3akoHOM OT 22.12.2014 N 429-$3)

16. KnvHu4yeckne uccnegoBaHus NEKapCTBEHHOrO npenapara Ans MegUUUHCKOrO NPUMEHEHUs B
Luensax ero rocygapCTBEeHHOM peructpaumm nposogdatcss B Poccuiickon ®epepauvyn B nopsigke,
yCcTaHoBMeHHOM cTatbsiMm 38 - 44 Hactoswero PegepanbHoro 3akoHa. OT4eT O MNPOBEAEHHbIX
nccrnegoBaHUsIX BKIKOYAETCH B COCTaB pasfena KIMHUYECKON LOKYMEHTaUUN pPerMcTpaumoHHOro Aoche
Ha nekapcTBeHHbI npenapaT Ans MeauUMHCKOro npumeHeHusi. [nsi nekapCTBEHHbIX NpenapaToB Ans
MEOULMHCKOTO TMPUMEHEHWS,, B OTHOLUEHWM KOTOPbIX B pe3ynbTaTe 3KCnepTusbl [JOKYMEHTOB,
npeacTaBneHHbIX Ons onpefeneHusl BO3MOXHOCTM paccMaTpuBaTb JleKapCTBEHHbIA npenapat Ans
MEOVLIMHCKOrO MPUMEHEHUsT B KayecTBe OopchaHHOro riekapCTBEHHOro mnpenapaTa, Takasi BO3MOXHOCTb
npuaHaHa M B OTHOLUEHUM KOTOPbIX MPOBEAEHbl KIIMHUYECKME WCCIEeLOBaHUS, BbINMOJSIHEHHbIE 3a
npegenamun Poccuiickon ®depepaunM B COOTBETCTBMM C MpaBunaMu Hagnexawen nabopaTopHOn
NPaKTUKM 1 MpaBunaMu Hagnexailen KIMHUYECKOW NPaKTWKW, OOMycKaeTCcs BKOYEHMEe B COCTaB
pasgena KIMHUYECKOM [AOKYMEHTauuM BMECTO OT4eTa O pesynbTaTax KIMHUYECKUX UWCCnegoBaHumn
nekapcTBeHHOro npenapaTa Ans MeauumnHCKOro npuMeHeHust, NnpoBeaeHHbIx B Poccuiickon ®enepaunn,
oTyeTa O pesynbTaTax KIWHUYECKUX WCCMNEAOBaHWIA, BLINOMHEHHLIX 3a npegenamy Poccuinckon
denepauymn.

(vyacTb 16 BBegeHa deepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

17. B cnyyae HenpeacTaBneHus ¢ 3asiBNEHUEM O rOCY4apCTBEHHOW perncrpaumnm nekapCcTtBeHHOro
npenapaTta ans MeauLUHCKOro NPUMEHEHNs JOKYMEHTOB, NMOATBEPXAAOLWMNX ynnaTy rocygapCTBEHHOM
MOWSMHLI M YyKasaHHbIX B MyHkTe 10 4actm 2 HacTodwen cTaTtbM, a Takke BblgaBaeMblX
(NnpepocTaBnsiemMbix)  YNOMHOMOYEHHbIMW  bedepanbHbIMKM  OpraHaMuM  MCMOSTHUTENbHOW  BriacTyv
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OOKYMEHTOB (CBeAeHW), yKa3aHHbIX B MyHKTax 3 U 4 yacTn 4 HacTosilen cTaTbW, YNONHOMOYEHHbIN
dedepanbHbI OpraH UCMOMHUTENbHOW BNAcTWM 3anpalivBaeT yka3aHHble OOKyMEHTbl (CBedeHusl) B
nopsigke MexBeAoMCTBEHHOIO MHPOPMAaLMOHHOIO B3anMOAENCTBUS.

(4yacTtb 17 B peq. PenepanbHoro 3akoHa ot 27.12.2019 N 478-03)

18. He ponyckaeTcs wCnonb3oBaHME B KOMMEPYECKMX LUensx uHdopMauun o pesynbTartax
OOKMMHUYECKNX NCCNEeAOBaHUN NeKapCTBEHHbIX CPEACTB U KMMHUYECKNX UCCNEeaOoBaHUN NeKapCTBEHHbIX
npenapaToB ANA MeAULUMHCKOrO NPUMEHEHWsl, NpeacTaBnNeHHOW 3asBUTENeM And rocyaapCTBEHHOM
perncTpaumm nekapcTBEHHOro npenaparta, 06e3 ero cornacuss B TedeHue LWeCTU neTt ¢ pfJaTbl
rocygapCcTBEHHOM pernctpaumm pedepeHTHOro iekapcTBeHHOro npenapara B Poccuinckon egepauuu.
(4yacTtb 18 BBegeHa deaepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

19. epxaTtenb nnun Brnagenel permctpaumoHHOro yaoCcToBEPEHMS NIEKAPCTBEHHOIO NpenapaTa Ha
BroTexHonormyeckmin nnn opdaHHbIN NekapCTBEHHbIV npenapat 0b6s3aH NpeaocTaBnaTbe Ha BO3ME3aAHOM
ocHoBe obpasubl pedepeHTHOro nekapCTBEHHOro npenapaTta 3adBuTensaMm Ang  npoBedeHust
KNUHMYecknx uccnegosaHmin. CTommocTb oOOpasua pedepeHTHOro JlieKapCTBEHHOro npenapaTa,
BKIMIOYEHHOrO B MEpeYeHb XU3HEHHO HEOOXOAMMBIX WM BaXXHEMWMWX FEeKapCTBEHHbIX MpenapaToB, He
OOIMKHA MNpEBbIWATbh  3aPErnMCTPUPOBAHHYIO  MPeferibHYl  OTMYCKHYK LEeHy Ha pedepeHTHbIN
NeKapcTBEHHbI NpenapaT UIu LEeHY Ha NleKapCTBEHHbIN Npenapart B CTpaHe Npou3BoauTens.

(4acTb 19 BBegeHa deaepanbHbiM 3akoHOM OT 22.12.2014 N 429-$3)

20. 3asBreHne o rocygapCTBEHHONM perMcTpaumm BoCnpon3BeaeHHOro fiekapCTBEHHOMO npenapaTa
ONA  MEeOUUMHCKOrO MPUMEHEHUA MoXeT ObiTb MOoAaHO B YMNOMHOMOYEHHbIN defepanbHbid  opraH
WCMONHUTENBHOM  BMacTW, OCYLLECTBSIOWNA rOCYAAPCTBEHHYKD  PErUCTpaUMi0  NeKapCTBEHHbIX
npenapaToB, MO WCTEYEHUN YeTblpex neT C AaTbl roCydapCTBEHHOW peructpauun pedepeHTHOro
nekapcTBeHHoro npenapara B Poccuiickon ®epepauum.
(4acTb 20 BBegeHa PepepanbHbiM 3aKkoHOM OT 22.12.2014 N 429-$3)

21. 3asiBneHMe 0O rocygapCTBeHHOW  peructpaumm  Buoananorosoro  (6uonogo6Horo)
nekapcTtBeHHoro npenapata (buoaHanora) MoxeT ObITb MO4AHO B YMNOMHOMOYEHHbIV dheaepanbHbIn
OpraH WCMONMHUTENbHOW BRacTW, OCYLLECTBASKLWNA rOCYygapCTBEHHYIO PermcTpaumio nekapcTBEHHbIX
npenapaToB, MO WUCTeYEHWM Tpex neT C JaTbl rocygapCTBEHHOM perncTpaumn pedepeHTHOro
nekapcTBeHHOro npenaparta B Poccuiickon ®egepaumm.

(vacTb 21 BBegeHa PeaepanbHbIM 3akoHOM OT 22.12.2014 N 429-$3)

22. [epxaTenb Wnu Briagenewl perncTpauuoHHOro YAOCTOBEPEHUS fekapCTBEHHOro npenapara
NpeacTaBnsieT B YNONTHOMOYEHHbIN dheaepanbHbIfl OpraH WCMONMHUTENbLHOW BNAcTW, OCYLLECTBMASAOLIMNA
YHKLMN NO KOHTPOSIO M HAa3opy B cdhepe 340paBOOXpaHEHUs, OTHET MO pe3ynbTaTam dapMakoHagsopa
OOMH pas3s B LWeCTb MecsUeB B Te4eHne ABYX NeT nocne rocygapCTBEHHON perncrpaunm nekapcTBEHHOro
npenapata B Poccuiickon ®epepaumm, exerogHo B TeYeHWe NocnenyrLwmnx Tpex neT v B ganbHenwem
OAMH pa3 B NATb NerT.

(vacTb 22 BBegeHa PepepanbHbIM 3akoHOM OT 22.12.2014 N 429-$3)

Cratba 19. MMpuHATME pelleHUs O Bbigaye I3KCMNEPTHOMY YUYpeXAeHWI0 3adaHuMA Ha
npoBeAeHMe IKCNepPTU3bl JIeKapCTBEHHOro cpeacTBa
(B peq. ®PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B TeueHne pgecartu pa6oqwx OHen co gHs NMPUHATUA 3aABIIEHNA O FOCWJ,apCTBeHHOVI perncrtpauunmn
NeKapCTBEHHOIo npenaparta COOTBeTCTByIOU.I,I/IVI yI'IOJ'IHOMO‘-IeHHbIIZ (be,qepaanan opraH
MCNOSTHUTENBHOWN BRacTu npoBOAUT MPOBEPKY MNOJIHOTbI, A4OCTOBEPHOCTN U NPaBUITbHOCTU OCpOpMJ'IeHI/IH
npeacrtaBiieHHbIX OOKYMEHTOB pernctpaunMoHHOro AocCcbe Ha J'IeKapCTBeHHbIVI npenapar U npuHMMmaeT
pelwleHne o Bblaa4ve 3agaHnAa Ha npoBseneHune:

1) OKCNepTn3bl OOKYMEHTOB, NpeacTaBlieHHbIX AON1A onpeaefieHna BO3MOXHOCTWU paccMaTpuBaTb
J'IeKapCTBeHHbIVI npenapar ana MeaguuuHCKOro npuMeHeHua npu ocCyuwlecTBlieHUn Focyﬂ,apCTBeHHOIZ
pernctpauunmn B Ka4ecrtee Op(baHHOFO JNIEKapCTBEHHOIO Nnpenapara;

2) QKCNEePTU3bl JeKapCTBEHHOIo cpeacrtea B YacTuU 3KCMNEepTU3bl KayvecTBa J1ieKapCTBEHHOIo
cpeactBa M 3KCNepTu3bl OTHOLLEHUA oXugaemom nonb3bl K BO3MOXHOMY PUCKY NPpUMEHEHUA
NleKapCTBEeHHOro npenaparta gnda MmeamumMHCKoro npuMeHeHus,;

3) aKcnepTu3bl IEKapCTBEHHOTO CPEeACTBa B YacCTW IKCMEepTU3bl KayecTBa JIeKapCTBEHHOIo
cpeacTBa UM 9KCNEpPTU3bl OTHOLUEHWUS OXMOAeMOW MoMb3bl K BO3MOXHOMY PUCKY MPUMEHeHUs
nekapcTBEHHOro npenapata Ans MeOULMHCKOrO MpUMEHeHVsI B MOpsiAKE YCKOPEHHOW npoleaypsl
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3KCMEepTU3bl JIeKapCTBEHHbIX CPEACTB B COOTBETCTBMM CO cTaTbel 26 Hactosiwero ®depeparnbHOro
3aKOHa;

4) aKCcnepTu3bl EeKapCTBEHHOrO CPeAcTBA B OTHOLWIEHWM JleKapCTBEHHOrO npenapaTta Ans
BETEPUMHAPHOIO NPUMEHEHMS.

2. YNonHOMOYEHHbIN heaepanbHbIi opraH UCNONHUTENBHON BNacTu yBeAOMMSAET B 3NEKTPOHHOMN
dopme unm Ha BymaxHOM HocuTerne 3asdABUTENsl U JKCMEPTHOE yypexdeHue O MPUHSTOM peLUeHun O
BblJjavye 3aJaHuM Ha MNpoOBedeHMEe 3KCMepTu3, NMPedyCMOTPEHHbIX YacTblo 1 HacToswew ctaTbu, U B
crnyyae HeobXxoouMOCTM O Bbldaye paspelleHuns Ha BBO3 B Poccunckyto degepaumio KOHKPETHON NapTuu,
cepun 3apervcTpupoBaHHbIX U (MK) HE3aperncTpMpoBaHHbIX NTEKapCTBEHHbIX CpeacTB U o6 oTkase B
NpoBeAEHUN MPegyCMOTPEHHbIX 9KCNEPTU3 C yKa3aHMEM MPUYMH Takoro OTKasa.

3. B cnyyae BbigBRNeHUs OTCYTCTBUS UMM HEOOCTOBEPHOCTM WHOpMaLUK, coaepxallencsa B
npeacTaBneHHbIX 3asiBUTENEeM [OKyMeHTax, YNOMHOMOYEHHbIW defepanbHbli OpraH MCMOMHUTENbHOM
BNacTU HarnpaensieT 3asBUTEN0 3anpoc 006 YTOYHEHMM STOM WHGopmauun (ganee - 3anpoc
YNOJSIHOMOYEHHOTO heepanbHOro opraHa WCMOSIHUTENbHOW BriacTu), KOTOPbIA MOXeT ObiTb nepenaH
YMNOMHOMOYEHHOMY NpPeacTaBUTENO 3asiBUTENS NUYHO NOA pPacrnucky, HanpasfieH Mo No4vTe 3akasHbiM
NMUCbMOM MW NepefaH B 3NEKTPOHHON dhopme Mo TeNeKOMMYHMKALUMOHHBIM KaHanam cBssn. B cnyvae
HanpaBeHus 3anpoca YnosIHOMOYeHHOro defeparnbHOro opraHa MCMNOMHUTENbHOW BRacTM Mo no4dte
3aKas3HblM MUCbMOM OH CUYMTAEeTCsl MONydeHHbIM MO MCTEYEHWM LIECTU OHEeW C AaTbl HanpaBneHus
3aKkas3Horo nucbma.

4. 3asButenb 0b6s13aH nNpeacTtaBuTb OTBET Ha 3anpoc YMOMHOMOYEHHOro defeparnbHOro opraHa
WCMOMHMTENBHOW BRacTU B CPOK, HE MPEBbILLAIOWMA OEeBAHOCTA paboymx OHEN CO OHSI ero NomnyyYeHus.
Cpok, ykasaHHbI B YacTu 1 HacToswen ctaTbl, MPUOCTaHABNMBAETCS CO OHSA HaNpaBreHUs 3asiBUTENO
3anpoca YMnorHOMOYEHHOro doeeparnbHOro opraHa MCNOMHWUTENBHOW BRacTu OO AOHA MOSYYEHUs UM
COOTBETCTBYIOLLErO OTBETA.

5. OcHoBaHMeM AOns oTkasa B opraHunsauunnm akcnepTns, NnpegyCcMoTpeHHbIX 4aCTbio 1 HacTosawwen
CTaTbu, ABNAeTCA npeacrtaBlieHne HeobxoaoMMbIX AOns npoesegeHnA npeanyCcMOTPEHHbIX 3KCnepTus
OOKYMEHTOB B HEMOJTHOM obbeme nnn HenpeacTtaBlieHne 3asaButenemM B yCTaHOBJ'IeHHbIVI CpPOK OoTBeTa Ha
3anpoc ynosyiIHOMO4YeHHOro d)e/:l,epaanoro opraHa WCMONHNTENBHON BRacTu, a Takke npeacrasneHne
OOKYMEHTOB, HEe coaepiKalnx ncHepnbisaroLero nepeyHa HeobXoaMMbIX CBEAEHUIA.

6. Npu oTkase B opraHu3aLMM IKCNEepPTU3bl, NPegYyCMOTPEHHON MYHKTOM 4 yactu 1 HacToswen
CTaTbW, OOKYMEHThI, BXOAALLIME B COCTaB PErmcTpauMoHHOro OOChbe Ha feKapCTBEHHbIN npenapaT angd
BETEPMHAPHOrO NPUMEHEHUsT, MOryT ObITb BO3BpaLLEHbl 3aSBUTEM0 HA OCHOBAHUM €ro MMCbMEHHOIo
3anpoca, HarnpasfeHHOro B YNoSIHOMOYEeHHbIM dyefeparnbHbI OpraH UCNOSTHUTENBHOW BNacT B TeYeHue
Tpuauaty paboumx gHEn co OHS NPUHATUS YNONMHOMOYEHHbIM heaeparnbHbiM OpraHOM UCMONTHUTENBHOMN
BNacTu peweHns 06 oTkase B OpraHu3aumm Takow aKCcnepTu3bl. YNONHOMOYEHHbIV deaepanbHbIi opraH
WCMNOMNHMTENBHOW BNacTV BO3BpaLlaeT 3asiBUTENIO YKasaHHble AOKYMEHTbl B TedyeHue fecatn paboumx
OHeln Co OHS NoryYyeHns COOTBETCTBYIOLLErO 3anpoca 3asaBuTens.

(vyacTb 6 BBegeHa ®egepanbHbiM 3akoHoM oT 02.08.2019 N 297-03)

Cratbsa 20. JkcnepTM3a JOKYMEHTOB, NMPeACTaBJIeHHbIX AN onpefeneHuss BO3MOXHOCTU
paccMaTpuBaTb neKapCTBeHHblﬁ npenapart And MmegUMUMHCKOro npuMmeHeHus npu ocywecTtBJieHUA
rocyaapcTBeHHOW peructpauum B kayecTBe opdaHHOro nekapcTBeHHOro npenapara

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

1. OKkcnepTnsa OOKYMEHTOB, MPEACTAaBIEHHbIX ANSA OnpeaerneHnst BO3MOXHOCTU paccMaTpuBaTth
NEeKapCTBEHHbIA NpenapaTt Ansg MEeOULMHCKOTO MPUMEHEHMST MPU OCYLLECTBIEHUN TFOCYLapCTBEHHOM
pervctpaumm B kadyecTBe opdaHHOro JIEKApPCTBEHHOIO npenapara, COCTaBfIEHNE KOMUCCUEN 3KCMEPTOB
3aKMYEHMST O BO3MOXHOCTWM WM HEBO3MOXHOCTWM paccMaTpuBaTb J€eKapCTBEHHbIA Npenapart ans
MEeOULMHCKOrO NPUMEHEHUS NPU OCYLLIECTBIIEHMN rOCY4APCTBEHHON perMcTpaunm B kKadecTee opdaHHOro
nekapCTBEHHOrO npenaparta W HarpasfieHWe AaHHOrO 3akMoYeHWst B YNOMHOMOYEHHbIW hefepanbHbli
OpraH UCMOMHUTENBHOWN BMacTu OCYLLECTBIIAOTCS B CPOK, HE NpeBbIWalLWmi Tpuauatm pabounx gHewn co
OHS  MONyYEeHMs1 3KCMEPTHbIM  y4YpeXxaeHMeM 3afaHus  YNoriHOMOYEHHOro chefeparnbHOro opraHa
WCMOSTHUTENBHOM BMacTM M B JMEKTPOHHOM opMe unm Ha OyMaXHbIX HOCUTENSX HEeOoOXOoOaUMbIX
OOKYMEHTOB, YyKasaHHbix B nyHktax 1, 2, 5, 6, 10 yactm 4 n B yactm 7 crtatbm 18 HacTosiwero
depepanbHOro 3akoHa.

2. [JoKymeHTbl, coaepXxalipecs B pPerncTtpaumMoHHOM [JOCbe Ha NeKapCTBEeHHbIN npenapat u
nocTynueLLne Ha GyMaxHbIX HOCUTENSAX B SKCNEPTHOE yypexaeHne Ans OCyLLeCTBEeHUA UX aKcnepTusbl
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AN onpefenieHnsi BO3MOXHOCTW pacCMaTpuBaTb JIEKapCTBEHHbLIA Mpenapat Ans MeAMLMHCKOro
nMpUuMeHeHWst B KavecTBe OpdaHHOIO feKapCTBEHHOro mnpenapaTta, noanexaT BO3Bpaty B
YNOMTHOMOYEHHbIV heepanbHblii OpraH WCMOSHUTENbHOW BRacTv OAHOBPEMEHHO C 3aKIIYeHUSIMU
COOTBETCTBYHOLLUX 3KCMEPTHS.

Crtatba 21. PeweHue 0 BO3MOXHOCTM paccMaTpuBaTb JleKapCTBeHHbIW Mnpenapar npu
OCYyLUEeCTBNIEHUM TOCYAapPCTBEHHOM perucTtpauMum B KavyecTBe oOp¢aHHOro JreKapCTBEeHHOro
npenapara

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

1. B CcpoK, He npeBbIWAaLWUN NATM pabounx OHen cOo AHA NONyYeHUst 3aKNOYEeHUs!, YKa3aHHOro B
yactm 1 crtatbm 20 Hactosiwero PepepanbHOro 3akoHa, YMNOMHOMOYEHHbIV dbefepanbHbld opraH
WCMNOMHMTENBHOW BIAacTU OCYLLECTBISIET OLEHKY MOMyYEeHHOro 3aKIioveHuss AN onpegeneHus ero
COOTBETCTBMS 3a[aHVI0 Ha MpoBedeHMEe COOTBETCTBYIOLLEN 3KCNepTM3bl U yBeOOMISeT 3asBUTENS B
9MNEeKTPOHHOW dopMe WM Ha OymaXHOM HocuTene O pesynbTaTtax MPOBEeOEeHHOW 3KCNepTusbl C
NPUMOXEHNEM KOMWUM IKCMEPTHOIO 3aKmoYeHusl (C CoOXpaHeHNeM KOoHuaeHUManbHOCTM UHdopmauum o
COCTaBe 3KCMEPTHOM KOMUCCKM) U O BO3MOXHOCTU MITM HEBO3MOXHOCTM paccMaTpuBaTh JIEKAapCTBEHHbIN
npenapaTt Ans MeguUMHCKOTO MPUMEHEHMS MpU OCYLLECTBMEHUM FOCYAapCTBEHHOW perucrpaumm B
KayecTBe opdaHHOro NekapcTBEHHOro npenapara.

2. Tlpun BbIHECEHMM KOMUCCUEN IKCMEPTOB 3aKMOYEHUS O BO3MOXHOCTM paccMaTpuBaTth
NeKapcTBEHHbIA NpenapaTt Ans MeauuMHCKOTO MPUMEHEHMST MPU OCYLLECTBNEHUN FOCYAapCTBEHHOM
pernctpaumm B KadyecTBe OpdaHHOro JekapCTBEHHOro npenapaTta YNoNHOMOYEHHbIN deaeparnbHbii
opraH WCMOMNHUTESNIbHOM BMacTM B CPOK, HE MNPEBbIWAWMIA NATM pabounx OHEW CO OHS NONyYeHUus
AAHHOIO 3aKIYeHUs], MPMHUMAET pPeLUeHNe O Bbladve 3adaHusi Ha NpoBedeHUe 3KCMepTu3bl KayecTBa
NEKapCTBEHHOrO CpeacTBa M 3KCMEPTU3bl OTHOLUEHUS OXMOAEMOW MOfb3bl K BO3MOXHOMY PUCKY
NPUMEHEHNsT NEKAapPCTBEHHOro npenapata Ansd MeAuUMHCKOrO MNPUMEHEHWsT B MOpsiaKe YCKOPEHHOMN
npoLeaypbl 9KCNepTM3bl JEKAPCTBEHHOIO CpeacTtBa B COOTBETCTBUM CO CTaTben 26 HacTosLEero
depepanbHOro 3akoHa.

3. B cnyyae npuHATUSA pelleHns 0 HEBO3MOXHOCTU paccMaTpmBaTh NleKapCTBEHHbIN Npenapar Ans
MEeANLMHCKOrO MPUMEHEHMWS MPW rocy4apCTBEHHON perncTpaumnm B kayectse opaHHOro fiekapCTBEHHOIO
npenapara ynonHOMOYEHHbIV defeparnbHbli OpraH MCNOMHUTENbHOW BNacTu npekpawiaeT npoueaypy
rocyaapCTBEHHOW perucrpaumm JfekapcTBeHHOro npenaparta. 3asBuTenb BrpaBe obpaTuTbCs B
pPerucTpupyoLnin opraH ¢ 3asiBlieHNeM O rocyAapCTBEHHOW permcrpaumm ykasaHHOro nekapcTBeHHOro
npenapaTa B COOTBETCTBMU CO cTaTbel 18 HacToswero ®egepansHOro 3akoHa.

Cratbs 22. YTpaTtuna cuny c 1 nionsa 2015 ropa. - PegepanbHbIN 3aKoH oT 22.12.2014 N 429-
®3.

Cratbsa 23. JKcnepTu3a Ka4vecTBa JleKapCTBEHHOro CpeAcTBa M 3KCMepTM3a OTHOLUEHUA
oXugaemMom nonb3bl K BO3MOXHOMY PUCKY MNPUMEHEeHUs JeKapCTBEHHOro nmnpenaparta pgns
MeOULUHCKOro NpMMeHeHusA

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

1. DkcnepTu3a KayecTBa NekapcTBEHHOrO CPeAcTBa U 3KCMepTn3a OTHOLLEHUS OXnAaeMon Nonb3bl
K BO3MOXHOMY PWCKY MNPUMEHEHWUs FeKapCTBEHHOro npenapaTta Ansg MeAWUMHCKOro NpUMEeHeHWs,
COCTaBrieHne KOMWUCCUSIMA 3KCMEPTOB 3aKMoYeHWn Mo pesyrnbTatam MNpoBefeHHbIX 3KCnepTus u
HanpasrieHWe 3TUX 3aKIMYeHWA B YMNOMHOMOYEHHbIN deaeparbHbii OpraH MCMOMHUTENbHOW BracTu
OCYLLECTBMSATCH B CPOK, HE MPEBbILIAKLWNA CTa A4ecAaTn pabounx gHeN CO OHS MOMyYeHUsT IKCMEPTHbIM
yypexaeHmem COOTBETCTBYIOLLEro 3aAaHns YnoIHOMOYEHHOro doefiepanbHoro opraHa UCMonHUTENbLHON
BMNacTu U HEO6XOAUMBIX JOKYMEHTOB B 3NIEKTPOHHOW DOPME MUK Ha ByMaXkHbIX HOCUTENSAX.

KoHcynbTaHTln0C: npumeyaHue.

Mo 3agBneHuto, nogaHHomy B MuH3gpas Poccun go 11.04.2022, npy HEBO3MOXHOCTU NpOBeaeHUs
nabopaTtopHOM SKCMEPTU3bl KayecTBa JIEKAPCTBEHHbIX CPEACTB B 3KCMEPTHOM  YYpPEXOEHWUM,
OOrMycKaeTcsl ee NMpoBeAEHMNE MOCPEACTBOM AUCTAHLMOHHOIO B3auUMOLEWCTBUA, MOPSOOK U hopMbl
KOTOPOro OMpefensaTCss  3KCMEPTHbIM  YYPEXOEHMEM MO  COrflacoBaHWKO C  3asiBUTENAMMU
(MocTtaHoeneHune MNpaeutensctea PP ot 05.04.2022 N 593).

2. B TeyeHue peBsiHOCTa gHeW CO OHA NOMyYeHUs pelleHns YNONHOMOYEHHOro (heaeparnbHOro
opraHa WCNOMHUTENBHOM BRacTu O MPOBEAEHUU IKCMepTM3, NpPeayCMOTPEHHbIX YacTblo 1 HacTosdLen
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cTaTbW, 3asiBUTENb NPeAcTaBnsieT B SKCMEePTHOE YYpeXaeHue ANt NMPOBEeAEHUs! IKCMepTM3bl kadecTBa
nekapcTBEeHHOro cpeactesa o6pasubl JIeKapCTBEHHOrO Mpenapata Ans MEeAULUMHCKOrO MpUMEHEHMS,
NPOV3BEAEHHOr0 B COOTBETCTBUM C TPeBGOBaHMSIMU OMbITHO-MPOMBILLNIEHHOTO U (UNK) NPOMbILLSIEHHOTO
pernamMeHToB, YTBEPXAEHHbIX PYKOBOAUTENEM MPOU3BOAMTENS NEeKApCTBEHHbIX CPEACTB, a Takke B
COOTBETCTBYHOLIUX Criydasix obpasubl hapMaueBTUYeCcKon cybcTaHUmm, TeCT-LTaMMa MUKPOOPraHM3MoB,
KyNbTypbl KNETOK, 0bpasubl BELLECTB, MPUMEHSIEMbIX AN KOHTPOIS KayecTBa JIeKapCTBEHHOro cpeacTBa
nyTeM CpaBHEHWSA C HUMK UCCIeQyeMOoro fekapcTBEHHOro cpeacTea, B KONMYecTsax, HeoGXoOAMMbIX AN
BOCMPOM3BEAEeHNS METOO0B KOHTPOMSA KayecTsa.

3. lMpu nonyyeHun obpasuoB nekapCTBEHHOro npenapata v apmaueBTMdecKkon cybcTaHumnm
9KCNEepTHOE Y4YpeXxAeHWe BbiAAET 3adABUTEN AOKYMEHT, MOATBEPXAAlWWMA MOMyYeHe YKasaHHbIX
06pasLoB, N B CPOK, HE MPEBLILLAIOLLMA Tpex pabounx OHeEN, yBEAOMNSAET B SMEKTPOHHON (hOpMe MM Ha
OymaxkHOM HocuTerne 06 3TOM YNOSTHOMOYEHHbIN dbefepanbHbI OpraH UCMONTHUTENBHOW BNACTK.

4. YKasaHHble B YacTax 2 1 3 HAcTOosILLEN CTaTbM CPOK AN1s NpeacTaBneHns 3asiButenem oopasuos
nekapcTBeHHOro npenapata v papMaueBTU4ECKON CyOCTaHUUM U CPOK YBEOOMIMEHMSI 3KCMEPTHbIM
yypexgeHnem o6 3ToM Ha OymMaxHOM HocuTene YrNonMHOMOYEHHOro dheaeparnbHOro opraHa
WCMNOSTHUTENBHOW BAcTW HE BKIHOYAKOTCHA B CPOK MPOBEAEHUS 9KCNEPTU3, NPeayCMOTPEHHbIX YacTbio 1
HacTosILLEN cTaTbW.

5. [oKyMeHTbl, TMOCTYyNMMBLLUME B 3KCMEPTHOE yypexaeHue [ONis NpoBedeHNst 3KCnepTus,
NpedyCMOTPEHHbIX 4YacTbld 1 HacTosien cTaTbW, MNOAMexaT Bo3BpaTty B  YMNONHOMOYEHHbIN
denepanbHbIl OpraH UCMOMHUTENbHON BNAcTU OAHOBPEMEHHO C 3aKMOYEeHUAMMU, MOMyYeHHbIMU Mo
pesyrnbTaTam COOTBETCTBYIOLLIMX IKCMEPTH3.

CraTtba 24. 3KCI'IepTMSa KavdeCcTBa JeKapCTBeHHOro cpeanctBa U 3KcnepTtu3a OTHOLWIeHUA
OXUaaemMom nonb3bl K BO3MOXXHOMY PUCKY MNpuUMeHeHUs1 JeKapCcTBeHHOro npenaparta Aansa
BeTepuUHApHOro npnmMmeHeHus

1. OKcnepTm3a kayecTBa NekapCTBEHHOrO CPEACTBa M SKCMEePTH3a OTHOLLEHNS OXMAAEMON NOb3bl
K BO3MOXHOMY PWUCKY MNPUMEHEHUS TNeKapCTBEHHOro npenaparta Ans BETepUHapHOro nNPUMEHEHUs,
COCTaBfEHNE KOMWCCUSMWU OKCMEPTOB  3aKIMIOMEHUA MO  pesynbTataM  YyKasaHHbIX 9KCNepTus U
HanpasrieHNe Takux 3aKroYeHUn B YNONTHOMOYEHHbLIN dhefeparibHbld OpraH UCMOMHUTENbHOW BriacTu
OCYLLECTBMAITCH B CPOK, HE NPEeBbILIaLWNA cTa AecaTn pabounx AHEN Co OHSA NOMyYeHUs 3KCMEePTHbIM
yypexaeHuem 3afaHusa  YyronHOMOYEHHOro defepanbHOro opraHa MUCMOSTHUTENbHOW Bractu C
AOKYMEHTaMu, ykazaHHbIMU B YacTu 3 ctaTbmn 17 HacToswero PegepanbHOro 3akoHa.
(B pea. PenepanbHbix 3akoHOB 0T 22.10.2014 N 313-®3, o1 13.07.2015 N 241-93)

2. B TedeHve Tpuguatu pabouuMx OHEW CO [OHSA MOMyYEeHMSs1 pPeLUeHUs YNOSTHOMOYEHHOro
defepanbHOro opraHa UCMONHUTENbHOM BNAcTV O NPOBEAEHUN YKa3aHHbIX B YacTu 1 HacTosLen ctaTbu
3KCNepTM3 3asBUTENb NPEACTAaBNSAET B 3KCMEPTHOE yupexaeHne Ans NpoBefeHNsl 9KCNepTusbl kKavyecTsa
nekapcTBEHHOro cpefcrtBa obpasubl NeKapCTBEHHOro npenaparta Ang BeTEPUMHAPHOro MpUMEHEHUS,
NPOV3BEOEHHOr0 B COOTBETCTBUM C TPeOOBAHUAMU TEXHOMOTMMYECKUX PErfaMeHTOB, YTBEPXAEHHbIX
pyKOBOAUTENEM MPOU3BOOAUTENSA NEKAPCTBEHHbIX CPEACTB, a TakkKe B COOTBETCTBYIOLLMX Cry4vasx TeCT-
LWITaMMbl MUKPOOPraHM3MOB, KymnbTypbl KneTok, obpasubl apmaueBTudeckon cybcrtaHumu, obpasupl
BELLECTB, MNPUMEHSIEMbIE [ANs KOHTPONSA KayecTBa JIEKAPCTBEHHOrO CpeacTBa, B KONMUYECTBaAX,
HeobxoaMMbIX AN BOCNPOU3BeAeHMs MeTOO0B KOHTPOIS KayecTBa.

(B pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-03)

3. Mpu nonyyeHun obpasLoB NekapCTBEHHOro npenapaTa U apmaueBTUYeckon cybcTaHuum
9KCNEepTHOE Yy4YpexAeHWe BblAaeT 3asBUTEN0 AOKYMEHT, MOATBEMKAANWMA MNONydYeHue YKasaHHbIX
06pasLoB, 1 B CPOK, HE MPEBbILLALWMI Tpex paboumx gHeNn, yBedoMnseT B MMCbMEHHOW chopme 06 aToM
YNONMHOMOYEHHbIV dhefeparibHbIA OpraH UCNONMHUTENBHOW BNAcTu.

4. Cpok pna npefactaeneHus 3aseButeneM o6paslyoB NeKapcTBEHHOro npenapata U
dhapmaLeBTUYECKON CYOCTaHUMM W CPOK YBEAOMIIEHWSI 3KCMEepTHbIM ydpexaeHuem o6 3ToM B
NMCbMEHHON bopMe YNONHOMOYEHHOro doeaeparnbHOro opraHa WUCMOMHUTENbHONW BNacTh, ykasaHHble B
YyacTax 2 U 3 HacTosLLEelh cTaTbW, HE BKIOYAOTCHA B CPOK NPOBEAEHMS YKasaHHbIX B YacTu 1 HacTosLwen
cTaTby 3KCNEepTUs.

5. [loKyMeHTbI, MOCTYNUBLUNE B IKCTIEPTHOE YYpexaeHue Ans NpoBeeHus yKadaHHbIX B YacTu 1
HacTosiLel cTaTbM OKCMepTW3, noafiexaT BO3BpaTy B YMNOMHOMOYEHHbIN dhedepanbHbIi  opraH
MCMOMHUTENBHOW BMACTU OAHOBPEMEHHO C 3aKoYeHMsAMM Mo pesynbTaTaM yKa3aHHbIX 9KCNepTua.
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Cratbs 25. [loBTOpHOE NpoBeAeHNe 3KCNepTU3bl JIeKAPCTBEHHbLIX CPeAcTB
(B peqn. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B cnyyasix HegocTaTo4YHON 060CHOBAHHOCTU UMM HENOSHOTLI 3aKNOYEHNST KOMUCCUN SKCNEPTOB,
HanNMuns B HEM MPOTUBOPEYMBLIX AaHHbIX, anbCUdUKaLUN BbIBOAOB 3KCNEPTU3bl FEKAPCTBEHHOMO
cpencTtea, COKpbITUS OT YNONMHOMOYEHHOrO dhedepanbHOro opraHa UCNONHUTENbHOW BNacTM OCHOBaHUIA
Anst OoTBOAA@ 93KcnepTa BCreacTBME €ro 3avHTepecOoBaHHOCTU B pes3ynbTaTax COOTBETCTBYHOLLEN
9KCMEepPTU3bl, HanM4MA [daHHbIX O NPSMOM JMOO KOCBEHHOM BMellaTenbCTBe B  NpoLuecc
COOTBETCTBYIOLLEN 3KCMEPTU3bI UL, HE YYaCTBYIOLIMX B €e MPOBEAEHUWN, HO OKasaBLUMX BIMSIHWE Ha
npouecc 1 pesynbTaTbl €e NpPoBeAeHUs, YNONIHOMOYEHHbIM befeparbHbIM OpraHoM MCMOSTHUTENbHOM
BMacTu Ha3Ha4yaeTCcsl NOBTOPHAs 3KCMepPTU3a NeKapCTBEHHOrO CpeacTBa M (Mnun) aTudeckas akcnepTmaa.
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. MNoBTOpHasa 3KcnepTM3a feKapCTBEHHOrO CPeAcTBa MPOBOAUTCH C y4eTOM pe3ynbTaToOB paHee
NPOBEAEHHOW 3KCMEepPTU3bl B CPOK, YCTAHOBMEHHbIA YMOMHOMOYEHHbIM beaepanbHbiM — OpraHom
WCMNOSNHUTENBHOW BNACTN U He MpeBbIllalowWmi Tpuauatn pabounx gHen co AHA NonyvYeHust aKCnepTHbIM
yypexaeHnem 3afjaHunst Ha NpoBeAeHne NOBTOPHOWN 3KCNepTU3bl NEekapCcTBEHHOro cpeacTaa.

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

3. ®uHaHcoBoe obecneyeHve BbINOSMHEHUS 3adaHuMs Ha MNPOBEAEHME MOBTOPHONM 3KCMepTU3bl
nekapcTBEHHOIO CPEeACTBA He OCYLLECTBNAETCS.
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

CratbA 26. YcKopeHHasi npoueAypa 3KCnepTUsbl JieKapCTBEHHbIX CPeAcTB

1. YckopeHHas npoueaypa 93KCnepTu3bl NEKapCTBEHHbIX CPEeACTB B LENsx rocygapCTBEeHHON
perucTpaumm rnekapCTBEHHbIX NpenapaTtoB MNPUMEHSAETCS B OTHOLWEHUM OpdaHHbIX MeKapCTBEHHbIX
npenapaToB, NepBbIX TPEX fNeKkapCTBEHHbIX NpenapaTtos, perncrpupyemsix B Poccuiickon ®eagepaunn B
KayecTBe BOCMPOU3BEOEHHbLIX MEKapCTBEHHbIX NpenapatoB, O4YepedHOCTb KOTOPbIX onpefensercs B
COOTBETCTBMM C HOMEPOM W [aTon BXOOAWMX 3asBNEHMW O TrocygapCTBEHHOW perncrpaumm
neKapCTBEHHbIX MpenapaToB B pamMKax OAHOro0 MeXAyHapOoAHOro HenaTeHTOBaHHOrO HavMeHOBaHUS
neKkapCTBEHHOro mnpenapaTta Wnu rpynnMpoBOYHOrO HauMMeEHOBaHMSA feKapCTBEHHOro npenapaTa, U
neKkapCcTBEHHbIX npenapaTos, npegHa3Ha4YeHHbIX NCKIIOYNTENBHO ans NpUMeHeHus
HecoBepLUEHHONETHUMM rpaxaaHamm.

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

2. YcKkopeHHas npouegypa 9SKCrnepTu3bl JNeKapCTBEHHbIX CPEeACTB B LENsX rocyaapCTBEHHON
pervcTpaumm nekapcTBEHHbIX NpenapaToB He NPUMEHSIETCS B OTHOLLEHUN:

1) GBroaHanoroBbix (6MONOAOGHBIX) NTEKAPCTBEHHBIX NpenapaToB (6MoaHanoros);

2) pedepeHTHbIX feKkapCTBEHHbIX MpenapaToB (3a WCKMHOYEHMEM OpdaHHbIX NEKAPCTBEHHbIX
npenapaToB);

KoHcynbTaHTlntoc: npumedaHue.

o 01.09.2023 poccuicknm Npomn3BOAUTENSAM FEKAapCTBEHHbLIX MpenapaTtoB AN BETEPUHAPHOrO
NPMMEHEHNS pa3peLleHo NofaBaTb PErvcTpauMoHHOE O0Chbe MO YCKOpPeHHOM npouedype 6e3 yyeta
TpeboBaHui n. 3 4. 2 cT. 26 (MocTtaHoBneHue MNpasutensctea PP ot 12.03.2022 N 353).

3) BOCNpPOU3BEAEHHbLIX JEKAPCTBEHHbIX MpenapaToB (3@ UCKMOYEHWEeM NepBbIX  TPex
peructpupyembix B Poccuiickon ®epepaumm B kayecTBe BOCMPOM3BELAEHHbIX I1EKapCTBEHHbIX
npenapaTtoB M reKapCTBEHHbIX MpenapaToB, NpeAHa3HaYeHHbIX WCKMIYUTENBLHO AN MPUMEHEHUs!
HeCOBEPLUEHHONETHUMU FpaxaaHamm);

4) HOBbIX KOMGWHALMIA 3aPErMCTPUPOBAHHBIX paHee NiekapCTBEeHHbIX NpenapaTos;

5) nekapcTBEHHbIX MNpenapaToB, 3aPErncTpPMpPOBAHHbIX paHee, HO MNPOU3BEAEHHbIX B APYruX
nekapcTBeHHbIX ddopMax B COOTBETCTBUMN C NepeYHEM HaMMEHOBaHWUIM NnekapcTBeHHbIX opM U B HOBOW
O03UPOBKeE.

(vacTb 2 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. YcKkopeHHas npoueaypa 9KCnepTuabl NEKapCTBEHHbIX CPEeACTB NPOBOAUTCSA MO  PELLEHMIo
COOTBETCTBYHOLLENO YNONHOMOYEHHOTO (hefeparnbHOro opraHa WCMOMHUTENBHONM BIaCcT Ha OCHOBaHWU
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3asiBMEeHNs 3asIBUTENS B CPOK, HE MpeBbILLaoLLniA BOCbMUaecaTn pabounx gHen. Mpu aTom akcnepTusa
AOKYMEHTOB, COOEPXALLMXCA B PErMCTPALMOHHOM [OChbEe Ha NeKapCTBEHHbIA npenapart, NPoBOAWTCS B
CPOK, HE NpeBblAOWNA OECATU pabounx OHEW, SKCnepTu3a KavecTBa NeKapCTBEHHOro cpeacTsa U
3KCMepTM3a OTHOLLEHMST OXWOAEeMOW MNOMb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS1 JIEKapCTBEHHOro
npenaparta NPOBOAATCS B CPOK, HE MPEBbILIAOLLMIA LWECTUAECATU pabounx gHEN.

(4acTb 3 B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3.1. B oTHOWweHMn oOpcaHHbIX mNeKkapCTBEHHbIX MpenapaToB MOryT OblTb NpeacTaBneHbl
pe3ynbTaTbl LOKMMHUYECKUX WCCIEAOBAHWUI NEeKapCTBEHHbIX CPeacTB W KIMHWMYECKUX MCCedoBaHWM
rnekapCTBEHHbIX NpenapaToB As MeAULMHCKOrO NPUMEHEHUS, BbINOMHEHHbIX 3a npegenamu Poccuiickon
dPepepaumm B COOTBETCTBMM C MpaBuriamu Hagnexaiwlen nabopaToOpHOM MpakTUKA W MpaBuramu
Haanexatlen KNMHUYECKON NPaKTUKK.

(4acTb 3.1 BBegeHa deaeparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

4. YckopeHHasd npouedypa 9KCNepTu3bl JEKapCTBEHHbIX CPeACTB MPOBOAMTCA B MOpSAKe,
yCTaHOBMEeHHOM cTatbsiMn 17 - 20, 23 n 24 Hactodwero denepanbHOro 3akoHa, M He O3HayaeT
CHWXeHus TpeboBaHun K 6e30nacHOCTK, KavyecTBY U 3(PEKTMBHOCTU NEKAPCTBEHHbIX NpenapaTos.

Cratbs 27. PewueHue 0 rocyaapCTBeHHOW perucrpaumm siekapcTBeHHOro npenapara

1. B cpok, He npeBbllaWUA AecATU pabounx OHEN CO OHSI NONYyYEeHUs] 3aKMOYEeHUI KOMUCCUK
3KCMEPTOB MO pe3ynbTartaM 3KCNepTU3bl Ka4ecTBa NeKapCTBEHHOIO CpeacTBa M 3KCNepTU3bl OTHOLLEHUS
OXMAaeMoW Nosb3bl K BO3MOXHOMY PUCKY NMPUMEHEHMUS NEKapCTBEHHOrO npenapara, COOTBETCTBYOLLNIA
YNONMHOMOYEHHbIV dhedeparnbHbIi OpraH UCMONHUTENBHON BRacTu:

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

1) pasmeLyaeT Ha cBoeM oduumansHOM canTe B ceTh "MIHTepHeT" COOTBETCTBYHOLLME 3aKIHOYEHMS
KOMUCCUM 3KCMEPTOB W OCYLUECTBMSIET WX OLEHKY ANl OnpefefieHus COOTBETCTBUS 3aJaHuio Ha
NnpoBeAeHNE 3TUX SKCMEPTUS;

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

2) NpvHMMaeT pelleHMe O FoCydapCTBEHHOW perucTpauun rekapcTBeHHoro npenapata unuM o6
oTKase B rocyaapCTBEHHOW perucTpaLmmn nekapcTBeHHOro npenapara;

3) BHOCUT Npu NPUHATMM pPELUEHNS O roCyaapCTBEHHOM perucTpauumn nekapcTBEHHOro npenapaTta
AaHHble O 3aperMcTpMpoBaHHOM JleKapCTBEHHOM Mpenapate, B TOM 4ucre O apmaueBTUYECKOWN
cybcTaHuun, BXOAsiled B COCTaB JIEKApPCTBEHHOro npenaparta, B rOCY4AapCTBEHHbLIN  peecTp
neKapCTBEHHbIX CpPeACTB M BblAaeT 3asBUTENI0 PErMcTpauMoHHOE YAOCTOBEPEHWE FeKapCTBEHHOMO
npenapaTta, d¢opmMa KOTOPOro  YTBEpXOaeTcs  YMOMHOMOYEHHbIM  diegepanbHbiM - OpraHoMm
WCMOSNTHUTENBHOM BNACTW, COrNacoBaHHbIE HOPMATUBHYK [AOKYMEHTALMK, HOPMATUBHbLIA OOKYMEHT,
WHCTPYKLUUIO MO MPUMEHEHUIO NIEKAPCTBEHHOMO npenaparta U MakeTbl MEPBUYHOMN YMAKOBKU U BTOPUYHOMN
(NnOTpPebuTeNbCKOM) YMakoBKM C YKA3aHMEM Ha HUX HOMEpa pPerucTpauvMoHHOrO YAOCTOBEPEHUs
NEeKapCTBEHHOro npenapata WM gaTbl €ro rocygapCTBEHHOW peructpaumMmM wnm B Criydae NpUHSTUSA
peweHns o6 OTKase B rocyaapCTBEHHOW pErncTpaumm rekapCcTBEHHOro npenapata yBedoMnseT B
NUCbMEHHOM dopMe 3asiButenss o0 3TOM C yka3aHMeM TMpuUYMH Takoro OTKasa. 3a Bblgauvy
PErMcTpaLMOHHOrO YOOCTOBEPEHUS NEKAPCTBEHHOINO MpenapaTta B3NMaeTcs rocyaapCTBeHHas MoLufnHa
B COOTBETCTBUM C 3akoHoAaTenbCcTBOM Poccuiickon Pegepaumm o Hanorax u cbopax.

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

2. OcHOoBaHMEM [na OTKasa B rocygapCTBEHHOW peructpauuy NekapcTBEHHOro npenapara ans
MEOVLMHCKOTO  MPUMEHEHUST  SIBNSETCS  3aK/l0YeHME  COOTBETCTBYIOLLErO  YNOSTHOMOYEHHOro
denepanbHOro opraHa WCMNONHUTENBHOM BRacTM O TOM, YTO KayectBO U (Mnn) 3EEKTUBHOCTb
PErMCTPUPYEMOro FeKapCTBEHHOIO npenapaTta Ans MeOUUMHCKOTO MPUMEHEHUSI He MOATBEPXKOEHbI
NOMyYeHHbIMU OAHHLIMU WIU YTO PUCK MPUYMHEHWUsI Bpeda 3[40pPOBbI0 YerioBeka BCMEACTBUE Mpuema
nekapCTBEHHOro Mnpenapata Anst MeOUUMHCKOTO MPUMEHEHUs npeBbiaeT 3(dEKTUBHOCTL €ro
NPUMEHEHNS.

(yacTb 2 B pea. PepepanbHoro 3akoHa ot 04.06.2018 N 140-d3)

3. lMoBTOpHOE npeacTaBneHWe B COOTBETCTBYIOLLMI YNOMHOMOYEHHbLIN heaepanbHbIi OpraH
WCMOSTHUTENBHOM BIAcTM JIEKAPCTBEHHOrO npenaparta, B OTHOLIEHUMM KOTOPOro MOSlydYeH OTka3 B
rocygapCTBEHHOMN perucTpaumm n KOTOpbI BNOCNEACTBMM NMOABEPrCs U3MEHEHUI0 B YacTu ero cocTaBa,
paccmaTtpuBaeTCs Kak npeacTaBfieHMe HOBOrO NeKapCTBEHHOro npenapata Ha ero rocygapCTBEHHYH
perncTpawmio He3aBUCUMO OT COXPaHEeHUs ero NepBUYHOIrO HaMMEHOBaHNA.

(vacTb 3 B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)
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4. lMpu npegocTtaBneHun 3asgBUTENEM B COCTaBe PerucTpauMOHHOIO0 AO0Cbe Ha NeKapCTBEHHbIN
npenapaT Ans BETEPUHAPHOrO MPUMEHEHUS KOMUW PELUEHMS YNONMHOMOYEHHOro deaepanbHOro opraHa
WCMOMHMTENBHOW BriacT O NPOBEOEHWMM MHCMNEKTUPOBaHMS MPOU3BOAUTENSA JEKApPCTBEHHbBIX CPeAcCTB
CPOK TMPVHATUA peLleHuss O T[OCYyAapCTBEHHOW peructpaumyM JeKapCTBEHHOro npenapaTta Ans
BETEPMHAPHOIO MPUMEHEHUSA NPUOCTAHABNIMBAETCHA CO OHA MOMYyYEeHUs 3aKITHOYEHUN, YKa3aHHbIX B YacTu
1 HacToslWwen ctatbW, A0 AHSA MPUHATMS YNOMHOMOYEHHbIM dbeaeparnbHbiM OpPraHoOM MWCMOMHUTENBHON
BNacTu pelleHnss o Bbigavye unu o6 OTkase B Bblgade 3akrioyeHUs O COOTBETCTBUM NPOU3BOAUTENS
nekapcTBEeHHbIX cpeacTs TpeboBaHUAM NpaBun Hagnexatlen Npon3BoACTBEHHOW NPakTUkK, HO He Bonee
YeM Ha CTO BOCeMbAeCcAT pabounx gHen.

(vacTb 4 BBegeHa denepanbHbiM 3akoHOM oT 04.06.2018 N 140-93)

5. OcHoBaHMeM Onsi OTKasa B rocydapCTBEHHOW perncTpauum nekapCTBEHHOro npenapara Aand
BETEPMHAPHOrO MPUMEHEHMST SBMSETCS 3aK/loYeHMe  YMOSIHOMOYEHHOro heaepanbHOro opraHa
WCMONMHUTENBHOM BMacTM O TOM, 4TO KadectBO W (M) 3dpEeKTUBHOCTL pPErncTpupyemMoro
NEeKapCTBEHHOro npenapata Ans BeTEPUHAPHOro MNPUMEHEHWss He MNOATBEPXAEHbl MONy4YeHHbIMU
AaHHLIMW UIK YTO PUCK MPUYNHEHUSI Bpeda 300pPOBbH0 KMBOTHOIO BCNEACTBUE NpuemMa NekapCTBEHHOro
npenapata Ansi BeETEPUHAPHOro MNpUMEHEHUsI npeBbllaeT 3PQEKTUBHOCTL €ro MpUMEHEHUs, OTKa3
YNOMHOMOYEHHOro (pbegepanbHOrO opraHa WCMNOMHUTENbHOM BRacTM B Bblgade 3akmioyYeHus O
COOTBETCTBMM  MPOU3BOAUTENS FEKAPCTBEHHbIX CPEACTB TpeboBaHMAM npaBwui  Haanexaiien
NPOM3BOACTBEHHOW NPAKTUKM AN KaXAOW  MPOU3BOACTBEHHOW  MIOWAAKM  PerMcTpupyemoro
NeKapcTBEHHOro npenapata ANs BETEPUMHAPHOrO MNPUMMEHEHMS B Cryvyae, €ecnu npov3BOACTBO
NEeKapCTBEHHOro npenapata [AOfis BETEpPUMHAPHOrO MNPUMEHEHUs OCYLLECTBSIETCA 3a npeaenammu
Poccuickon denepaumm, Unn oTCyTCTBUE TAKOro 3aKITOYEHMs.

(vacTb 5 BBeaeHa ®eaepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

KoHcynbTaHTlmoc: npumeyaHue.
O nopsigke n cpokax onpegeneHus B3anmMo3aMeHAEMOCTM NeKapCTB JieKapCTBEHHbIX MpenapaTos,
3apeructpupoBanHbix 4o 01.03.2020, cm. c1. 3 ©3 o1 27.12.2019 N 475-03.

Cratba 27.1. B3aumo3amMeHAeMOCTb JieKapCTBeHHbIX NpenapaTtoB AN MeAULUHCKOro
npUMeHeHus1
(B pea. PepepanbHoro 3akoHa ot 27.12.2019 N 475-93)

1. B3anmo3ameHssieMmocTb NekapCTBEeHHbIX npenapatoB And MeaQUUMHCKOro npuMmeHeHuna
onpependeTca ynosIHOMOYeHHbIM cpe,uepaanbuvl opraHom NCMNONHUTENBbHON BacTtun, ocyulecTenaowmum
rocyaapCTBEeHHYO pernctpauunio nekapCTtBeHHbIX npenapaTtoB AnAa MeauunHCKOro npuMeHeHusa, B pamMkax
OQHOr0 MEeXOYyHapOAHOro HEMaTEHTOBAHHOMO (MMM XMMUYECKOTO, UMW TPYNMMPOBOYHOIO) HaMMEHOBaHNS
Ha OCHOBE 3aKIMYEHUSI KOMMWCCMM SKCMEPTOB IKCMEPTHOMO Y4UpEeXAeHUs O B3anMO3aMEHSIEMOCTU
nekapcTBEHHOro npenapara aAns MeguuMHCKOro NpuMMeHeHUs IMbo 0 TOM, YTO NleKapCTBEHHbIN NpenapaT
ANs  MEeOUUMHCKOrOo MpPUMEHEHUs He SBNSeTcs B3anmo3ameHsieMbiM. [lopsgok  onpeaeneHus
B3aMMO3aMEHSIEMOCTN NEeKapCTBEHHbIX MNpenapaToB AN MeAMUMHCKOro MNpUMeHeHns un  dopma
3aKIMYEHMS KOMUCCUM 3KCMEPTOB 3KCMEPTHONO YYPEXAEHUS O B3aMMO3aMEHSIEMOCTU NEKAPCTBEHHbIX
npenaparoB And MeguuUHCKOro npuMeHeHusa nmbo o TOM, 4TO J'IeKapCTBeHHbIVI npenapar and
MeOQUUMNHCKOro npMMeHeHua He ABNAeTCA B3aMMO3aMeHAeMblM, YyCTaHaBIIMBAKOTCA |_|paBI/ITeJ'IbCTBOM
Poccuiickon ®epepauun.

2. Komuccmsi aKCnepToB IKCMEPTHOrO yYpeXAeHWUs JaeT 3akrioyYeHMe O B3auMO3aMEHSIEMOCTU
nekapCTBEHHOro npenapaTta Anst MEAULMHCKOro NpMMeHeHus NMbo 0 TOM, YTO NeKapCTBEHHbIV Npenapart
ANst MeOMUMHCKOTO MPUMEHEHMSI He SABMSieTCA B3aMMO3aMEHSIEMbIM, Ha OCHOBaHWM CrefyroLmx
KpuUTepueB (XxapakTepucTuk):

1) oaKkBMBaneHTHoCcTb (ans 6GuoaHanoroBbix (OMONOJOOHBIX) NEKapCTBEHHBLIX NpenapaToB
(buoaHanoroB) -  COMOCTaBMMOCTb) KayeCTBEHHbIX U KONNYECTBEHHbBIX  XapakKTepPUCTUK
hapmaLeBTUHECKMX CYOCTaHUUIA MM COMOCTaBUMOCTb aHTUIEHHOro cocTaBa BakuWH. Vicnonb3oBaHue
pasnuyHbIX Coren, 3pMpoB, KOMMMEKCOB, M3OMEPOB, KPUCTaNMMYeckmx OpM M APYrux NpOM3BOLHbIX
OOHOrO W TOro e [EeNCTBYIOLWEro BellecTBa He SABNSAETCA NPenAaTCTBMEM [ANA  ONpenerneHus
B3aMMO3aMEHSEMOCTM  JIEKAPCTBEHHbIX MpenapaTtoB, €CnM Mpu  MPOBEAEHUN  UCCNedoBaHUS
OMO3KBMBANEHTHOCTM  JIEKApPCTBEHHOIO  Mpenapata WU UCCNedoBaHMsS  TepaneBTUYeCcKOn
SKBMBASIEHTHOCTW NEKApCTBEHHONO Mpenaparta 4oKa3aHo OTCYTCTBME KIIMHWMYECKU 3HAYMMbIX Pasnnyuvin
dapMakokmHeTMkn un (unu) addekTMBHOCTM M Ge3onacHOCTM JeKapCTBEHHOro mnpenapaTta Ans
MEeOULMHCKOTO NPUMEHEHNS;
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2) 3KBUBANeEHTHOCTb fekapcTBeHHON opMbl. 1o 3KBMBANEHTHbIMU NeKapCTBEHHbIMKU hopMamu
MOHMMAIOTCA pasHble JfeKapCTBEHHble (DOpPMbl, MMELWME OAMHaKoBble Cnocob BBeAeHUst U cnocob
npuMeHeHnsi, obnagjawlwme COoMoCTaBUMbIMM  (DAaPMaKOKMHETUYECKMMWN  XapaKTepUCTUKaMn U
dhapmMakonornyeckum OencTememM n obecneyvmparolLme Takke AOCTUXKEHNE HEOOXOOAUMOro KIMHUYECKOro
acbdekta. Pasnnuusa nekapcTBEHHbIX (OPM He SABMAKTCA MNPenaTcTBMEM [AONs  onpedeneHust
B3aMMO3aMEHSIEMOCTN  NIEKAapCTBEHHbIX MNpenapaToB, €Ccnv MNpu  NPOBEAEHUMM  UCCIeLOBaHus
OnoaKBMBaANEHTHOCTHU neKapcTBEHHOro npenapaTta nunn nccnenoBaHus TepaneBTUYECKOn
9KBUBANEHTHOCTM NEeKapCTBEHHOro npenaparta AO0Ka3aHO OTCYTCTBME KIUHUYECKU 3HAYUMbIX pasnuyui
dapMakokMHeTUKM 1 (Mnn) 3PEKTMBHOCTM U Be30nacHOCTM NeKapCTBEHHOro npenaparta Ans
MEANLMHCKOro NPUMEHEHNS;

3) SKBMBaNEHTHOCTb MM COMOCTaBMMOCTb COCTaBa BCMOMOraTesbHbIX BELECTB NIeKapCTBEHHOMO
npenapara Ans MeOWUMHCKOro rfpuMeHeHus. Pasnunuma coctaBa BCMOMOraTesibHbIX —BELLECTB
NeKapCTBEHHOrO npenapaTta He SBMAAIOTCA MPenATcTBMEM Afs onpefeneHns B3aumo3aMeHAeMOoCTU
neKkapCcTBEHHbIX MpenapaToB, €cnum Mpu  NPOBEAEHWM  uccriefoBaHuss  GMO3IKBMBANEHTHOCTYU
nekapCTBEHHOro npenapara unuM uccnegoBaHWs TepaneBTUYECKON 3KBUBANEHTHOCTU NeKapCTBEHHOro
npenapata [oOKa3aHO OTCYTCTBME KIMHUYECKM 3HAYMMbIX pasnuumn  (GapMakoKMHETUKM u  (1nm)
adpdhekTnBHOCTM U 6e30MacHOCTU fekapCTBEHHOro npenaparta ang MeauuUHCKOro npumeHeHus. [pu
HaNM4YnM KNMHUYECKN 3HaYMMbIX Pasnuuni papMakokUHETUKM U (unun) adpdekTBHOCTM 1 6e3onacHoCTH
nekapCTBEHHOro npenapara Ans MeauUMHCKOrO MpUMEHeHMs B3aMMO3aMeHSeMOCTb onpeenseTtcs C
yKasaHWeM Ha UCKNIoYeHWe OTAerNbHbIX rPynn NauneHToB;

4) NMOeHTUYHOCTL cnocoba BBeAeHUs 1 cnocoba NPUMEHEHUA;

5) cooTBeTCTBME MPOU3BOAUTENST NEKAPCTBEHHOIO cpeacTBa TpeboBaHWsIM NpaBuil Hagnexallen
NPON3BOACTBEHHOWN MPaKTUKK.

3. Onpep,eneHMe B3anMMO3aMEeHAEMOCT BOCNpou3BeAeHHbIX J1IeKapCTBEHHbIX npenapaTtoB And
MeONLUMNHCKOIro npuMeHeHuA, ykadaHHbIX B 4acTu 10 ctatbm 18 HacTosiLEero CDep,epaanoro 3aKOHa,
ocyulecTBndaeTcAa 0e3 HeobxoanMMOCTN goKasaTenbCTBa X BUOSKBMBANEHTHOCTH.

4. OcobeHHOCTM onpefeneHnMs  B3aMMO3aMeEHSEMOCTM  OMOMOrMYecKMx  NeKapCTBEHHbIX
npenapaToB, KOMOVMHNPOBAHHbIX NTEKAPCTBEHHbIX NPenapaToB (coaepxalumx KomOuHaumo aByx n 6onee
OENCTBYIOLLMX  BELLeCTB), JIEKAPCTBEHHbIX MNpenapaTtoB ANs MNapeHTepanbHOrO  MUTaHUA U
HeJO3MPOBaHHbLIX JIEKAapPCTBEHHBIX NpenapatoB ycTaHaBnuBawTcs [MpaButenbctBom Poccuiickon
degepaumn.

5. Orlpep,eneHme B3anMO3aMEeHAEMOCTN He OCyWecTBndeTCA B OTHOLWEeHUN JeKapCTBEHHbIX
pacTuUTenbHbIX NpenapaToB, romeonaTnu4eCKnx NneKkapCTtBeHHbIX nNpenapaTos.

6. PopmMpoBaHME NEPEYHs B3aUMO3aMEHSIEMbIX NEKapCTBEHHbIX NpenapaToB A8 MeaULIMHCKOro
NPUMEHEHNST OCYLLIECTBISIETCS AKCMEPTHLIM yYpexAeHNeM NocpecTBOM O0ObeanHEHUsI NEeKapCTBEHHbIX
npenapatoB B OTAElNbHbIE TPyMMnbl, B KaXOOW W3 KOTOPbLIX NeKapCTBEHHble MpenapaTbl SBMAAOTCS
B3aMMO3aMeHSIEMbIMU.

7. B cnyyae BKMIOYEHUS B WHCTPYKUUIO MO MEAMLMHCKOMY MPUMEHEHUIO NEeKapCTBEHHOIO
npenaparta Ha OCHOBaHUW Pe3ynbTaTOB COOTBETCTBYIOLUMX UCCIEAOBAHMUIA NMOKa3aHW AN MPUMEHeHWs],
KOTOpble OTNMYATCA OT MOKa3aHWM ANst NPUMEHEHUS APYIUX NEKapCTBEHHbIX MpenapartoB M3 rpynmbl
B3aMMO3aMeHsIEMbIX 1eKapCTBEHHbIX MNpenapaTtoB, B MNEpPEYHe B3aMMO3aMEHSIEMbIX 1eKapCTBEHHbIX
npenapartoB Ans MeQULMHCKOro NPUMeHEHNs okHa BbIThb Yka3aHa COOTBETCTBYOLLAs UHOPMaLUs.

8. MNepeyeHb B3aMMoO3aMeHSAEMbIX NEKapCTBEHHbIX NpenapaToB Ans MeAUUMHCKOro NpUMEHEHNs
pasmellaeTcs YnonHOMoYeHHbIM defeparbHblM OpraHoOM UCMOMHUTENBHOW BriacTu, OCYLLECTBASAOLWUM
rocyAapCTBEHHYIO permcTpauuio NekapCTBEHHbIX NpenapaTos AN MeAULUHCKOrO NPUMEHEeHUs, Ha CBoeM
oduumnansHomMm camnte B ceTn "UHTepHeT". MHdopmauusa B nepeyHe B3anMo3aMeHAEMbIX NeKapCTBEHHbIX
npenaparoB ANs MeOWLMHCKOrO MpUMEHEHUs OOHOBNsieTCs YyKa3aHHbIM dheaepanbHbiM - OpraHom
UCMOMHMTENBHOW BflacT C Y4eTOM HOBbIX 3aperucTpUpoBaHHLIX J1eKapCTBEHHbIX npenapaToB Ans
MeOULMHCKOTO NPUMEHEHNS U BHECEHHBIX U3MEHEHUIN B JOKYMEHTbI, COAepXalLUMecs B PermcTpaLmoHHbIX
[0Cbe Ha 3aperncTpupoBaHHbIE NeKapcTBEHHbIE NpenapaThl Ans MeauLMHCKOro NPUMEHEHNS.

9. MNopsiAaok ncnonb3oBaHMs MHGOPMaLMK O B3aMMO3aMEHSIEMbIX NEeKapCTBEHHbIX NpenapaTtax Ans
MEOULMHCKOTO TMPUMEHEHUS1 M MOPSAOK [adyM pasbsiCHEHWA MO BOMpocamM B3anMO3aMEeHSeMOCTU
NeKapCTBEHHbIX MpenapaToB Ans MeOUUMHCKOrO MNPUMEHEeHUst ycTaHaenuBatoTcs [paBUTenbCTBOM
Poccuiickon ®epepauum.
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KoHcynbTaHTln0C: npumeyaHue.

Cpok perucTpaumm nekapCTBEHHOro npenapara And BeTEPMHAPHOro MPUMEHEHUs, UCTEKALWMIA C
14.03.2022 no 31.12.2022, npoaneH Ha 12 mecsueB ([MoctaHoBneHune [lpaButenscrea P® ot
12.03.2022 N 353).

CratbA 28. PernctpaunoHHoe yaocToBepeHue NiekapCcTBEHHOro npenapara

1. PerncrpaunoHHoe yooOCTOBEpPEHME NEeKapCTBEHHOrO npenapata C ykadaHUeMm NeKapCTBEHHbIX
dOopM U1 [03UPOBOK BblgaeTcsi 6eCcCpoyHO, 3a UCKMYEHMEM PErMCTPaLMOHHOIO yAOCTOBEPEHUS
NnekapcTBEHHOro npenaparta, BblJaBaemMoro CO CPOKOM [eNCTBMA nNsaTb NEeT, Ha BnepBble
pernctpupyemsle B Poccuiickon denepaumm nekapcTBeHHbIE npenapaThbl.

2. o wuctevyeHum ykasaHHOro B 4YacTu 1 HacTosen cTraTtbl Cpoka BblgaeTcs 6eccpoyvHoe
perncTpaumoHHoe YAOCTOBEPEHME JeKapCTBEHHOrO npenapaTta npu YCroBMM NOATBEPXKOEHUS €ro
rocyaapCTBEHHOWN perncrTpaumm.

3. B cnyvae BHeceHwus B cootBeTCTBUM cO cTaTbamu 30 n 31 HacToswero ®enepanbHOro 3akoHa
U3MEHEHU B cogepxalmecss B PEermcTpauMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIM NEKapPCTBEHHbIN
npenapaTt OOKYMEHTbl, 3aTparvBalroux CBEAEHUsl, OTPalKeHHble B PErncrpaumoHHOM YOOCTOBEPEHMM
nekapCTBEHHOro npenapara, YNnonHOMOYEHHbIW heaepanbHbin OpraH MCMONMHUTENbHOW BriacTu BblgaeT
HOBOE perncTpaumoHHOe yAoCTOBEpeHMe NekapCcTBEHHOro npenapaTta, CoaepKalliee BHECEHHbIE B HEro
N3MeHeHus.

(vacTb 3 BBeaeHa ®eaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

4. B cnyyae yTtpaTbl WM MNOBPeXOEHUS PErucTpauMoOHHOro YAOCTOBEPEHWUs FeKapCTBEHHOro
npenapata Mo 3asiBMEHU0 B MUCbMEHHOW dopMe AepxaTens unu Bnagenbua perncTpauvoHHOro
YOOCTOBEPEHUS NEeKapCTBEHHOIo npenapara unv ynonHOMOYEHHOrO UMW APYroro IopUAMYECKOro nmua o
Bblgavye aybnuvkara perncrpaumoHHOrO yAOCTOBEPEHUS feKapCTBEHHOro npenapaTta YnOmHOMOYEHHbIN
dedepanbHbI OpraH UCNOMHUTENBHOW BNACTU B CPOK, HE NPEBbIWALWNA AecaTn pabounx aHen co aHA
MOCTyNfeHns 3asBneHus, BbldaeT AybnukaT permcTpaumMoHHOrO YAOCTOBEPEHWUSI JeKapCTBEHHOro
npenaparta. 3a Bbigadyy AybnukaTa perncTpauuoHHOro yAOCTOBEpPEHWs fleKapCTBEHHOro npenapara
B3MMaeTCs rocygapcTBeHHas MnolfvMHa B COOTBETCTBMM C 3akoHoaaTenbcTtBoM Poccuickon degepaumm
0 Hanorax u cbopax.

(vacTb 4 BBegeHa defepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

KoHcynbTaHTlntoc: npumeyaHue.

Cpok pervctpauum nekapCcTBEHHOrO npenapata Afi BETEPUHAPHOrO MPUMEHEHMS!, UCTEKAKLWMIA C
14.03.2022 no 31.12.2022, npoaneH Ha 12 mecsaueB (lMoctaHoBneHue [lpaButensctBa PO oT
12.03.2022 N 353).

Cratbs 29. NoaTBepxxAeHMe rocyaapcTBEeHHON perucTpauum rnekapcTBEHHOro npenapara
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. MNMoaTBepxaeHMe rocyaapcTBEHHOM perncTpaumm nekapCTBEHHOro npenapaTta OCyLecTBnaeTcs
npu Bbligaye 6eccpoYHOro PerncTpaumoHHOrO yOOCTOBEPEHMS NeKapCTBEHHOrO mnpenapaTta B crydae,
yKasaHHOM B 4actm 2 cTtaTbu 28 Hactosiwero deaepanbHOro 3akoHa, B CPOK, He MpeBblllaloLnii
wectugecatn pabounx OHeN Co OHS MOMNyYeHUss COOTBETCTBYIOLUM YMNOMHOMOYEHHBIM (beaeparbHbIM
OpraHoMm WCMOMHUTENbHON BRacTU 3asdBMeHUMs O MOATBEPXAEHUW rocyaapCTBEHHOW perucTpaumm
nekapcTBeHHOro npenaparta. He ocyuiecteBnsieTca NOATBepXAeHUe rocyaapCTBEHHOW peructpauvu B
OTHOLLEHMWN NeKapCTBEHHOMO NpenapaTa, He HaxoamBLlerocs B obpalleHnn B Poccuiickon depepaumm B
TeyeHne Tpex u Gonee net, a Takwke B OTHOLUEHMM JIEKAPCTBEHHOrO CpeacTBa, NPOM3BEAEHHOro C
HapyLleHMeM TpeboBaHusl, YCTAaHOBMEHHOMO YacTbio 3.7 cTaTtbk 71 HacTodAwero ®egepanbHOro 3akoHa.

2. 3asBneHne 0 NOATBEPXKAEHMNM FOCYLapCTBEHHOW perncTpauumn nekapCTBEHHOro npenapara ans
MEeOULMHCKOTO MNPUMEHEHWsI MpeacTaBnseTcsd B COOTBETCTBYHLUMIA YNOMHOMOYEHHbIN dheneparnbHbli
OpraH VUCMOJSIHUTENBHON BNAcT HE paHee YeM 3a CTO BOCEMbOECAT AHEN A0 UCTEYEHUS CPOKa AEeNCTBUSA
perncTpaLmoHHOro yaoCToBEpPEHNs NekapcTBEHHOrO npenapaTa Ans MeauUMHCKOro NpUMeHeHs.

(B pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2.1. 3asaBneHune o noaTeepXxngeHun FocyﬂapCTBeHHOﬁ perncrpaunmn nekapCTtBeHHOro npenapara
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ONS  BETEPUMHApPHOro  MNPUMEHEHWs NpPeacTaBNseTcs B COOTBETCTBYIOLWMIA  YNOJIHOMOYEHHbIN
deaepanbHbIi OpraH UCNOMHUTENBHOW BNacTM He paHee YeM 3a CTO BOCEMbOECAT OHEN OO0 UCTedeHnd
Cpoka OeNCTBUS PErMCTPauMOHHOIO YyAOCTOBEPEHUS NEKAPCTBEHHOro npenapaTta Ansg BeTepUHapHOro
NPUMEHEHNST U HE NO3AHEE OKOHYAHUSA CPOKa ero AencTeus.

(4acTb 2.1 BBegeHa dPeaeparnbHbiM 3akoHoM oT 02.08.2019 N 297-03)

3. MoaTBepxkaeHVe rocyaapCTBEHHOW perncTpauumn NiekapCTBEHHOro npenapaTta OCyLLeCTBAeTCs
no pesynbTaTaM 3KCNEpPTU3bl OTHOLUEHWUS OXWAAEeMOW Mosfb3bl K BO3MOXHOMY PWUCKY MNPUMEHEHUS
neKkapcTBEHHOro npenapata Ha OCHOBaHWUM pe3yrbTaToB MOHUTOPWHra addeKkTMBHOCTM 1 6e3onacHoCTH
NeKkapcTBEHHOro MpenapaTta, NpPOBOAMMOIO [epXaTenem Wnu  BnagenibLeM pPernctTpauuoHHOro
YOOCTOBEPEHWs NTeKapCcTBEHHOro npenapaTa NMGo YNorHOMOYEHHBIM UMM IOPUANYECKUM NIULIOM, a Takke
COOTBETCTBYHOLLUM YNOTHOMOYEHHBIM heepanbHbIM OpraHOM UCMONHUTENBbHOW BacT B COOTBETCTBUM
¢ TpeboBaHusiMu cTaTby 64 HacTosiero ®egepanbHOro 3akoHa.

4. K 3asBneHuo o noaresepXxneHun rocyp,apCTBeHHoﬁ pernctpaunmn nekapCTtBeHHOro npenapara
ana meanunHCKOro npuMeHeHuna npunararoTca:

1) [OKyMeHTbl, cogepXawme pesynbTatbl MOHUTOPUHra 3adekTMBHOCTM U 6e30nacHOCTK
neKkapCTBEHHOro npenapaTta AN MeAMUMHCKOro NPUMMEHEHWsi, MPOBEAEHHOro Aepxatenem unm
BnagesnbLeM perucTpauuoHHOro yAOCTOBEPEHUs JeKapCTBEHHOro npenapata Ans  MeAMLMHCKOro
NpUMEHeHUs nnbo  YNOSIHOMOYEHHbIM WM  IOPUAMYECKMM FMUOM, No dopme, YTBEPKAEHHOW
YNONMHOMOYEHHbIM (befeparnbHbIM OPraHoOM UCMOMHMTENBHOW BNacTu;

2) cBefeHua O gaTte npeaocTaBneHust U PermcTpauuoHHOM HOMEpPE NUUEH3UM Ha NpoM3BOACTBO
NEeKapCTBEHHbIX CPeAcTB WM CBeAeHUs O [aTte npedocTaBfieHUst U PerMcTpauyMoHHOM Homepe
3aK/IO4YEHMST O COOTBETCTBMM MNPOU3BOAMTENS JeKApCTBEHHbIX CpeAcTB TpeboBaHMAM  MpaBun
Hagnexalwlen npoM3BOACTBEHHON MNPAKTUKW, NPEAOCTaBIIEHHbIX YMNONIHOMOYEHHLIM doeaeparnbHbIM
OpraHom WCMOSNIHUTENBHOW BNacTU B OTHOLUEHWM MNPOW3BOACTBEHHOW MOWAAKN NEeKapCTBEHHOro
npenapaTa ans MeauLUHCKOro NpPUMEHeEHNs], rocyaapCTBEHHAs permcTpauus KoToporo nogTBepXxaaeTcs
B Clnyyae, €ecnu TMpOU3BOACTBO FE€KApPCTBEHHOro npenapata And  MEOULUHCKOrO  NPUMEHEHUsI
ocyulectBnsieTcs B Poccuiickon ®epepauuu;

(B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 478-$3)

3) konNuA NpegoCTaBMEHHON YMNOMIHOMOYEHHbIM OpPraHoM CTpaHbl NPOU3BOAUTENS FNMLEH3UU Ha
Npon3BOACTBO NEKapCTBEHHOro npenapara Ans MeauuMHCKOro NpUMEHEHUa U ee nepeBo Ha PYCCKUi
A3blK, 3aBepeHHble B YCTAHOBMEHHOM MOpsAdKe, a TakKe KOMUSA 3akmniovyeHuss O COOTBETCTBUU
npoun3BoauTENS TNEKapCTBEHHbIX cpeacTB TpeboBaHMsIM NpaBuil Hagnexawen npouM3BOACTBEHHOMN
NPaKTUKW, BbIJAHHOMO YNONMHOMOYEHHbBIM (heaeparnbHbIM OpraHOM UCNONHUTENBHON BNACTU B OTHOLLIEHUMN
NPOV3BOACTBEHHOW NIOLAAKM NEKapCTBEHHOrO npenapata Ans  MeOULUHCKOTO  NPUMEHEHUs,
rocyaapCTBEHHasa perucTpauus KOTOPOro MOATBEPXOAeTCs, UMM KOMUSA pPeLleHUst YNONTHOMOYEHHOro
denepanbHOro opraHa MCMNOMHUTENbHOW BNacTM O MPOBEAEHUN WMHCMNEKTMPOBAHMS MPOU3BOAUTENS
NeKapcTBEHHbIX CPEACTB B Crny4vae, ecrniv NpovM3BOACTBO fIEKapCTBEHHOrO npenapaTa Angd MeanumMHCKOro
NpUMEHEHNsT OCyLLIeCTBNSETCS 3a npeaenamn Poccuiickon ®epepauuu.

(B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 478-$3)
(yacTb 4 B peq. PenepanbHoro 3akoHa ot 04.06.2018 N 140-d3)

4.1. B oTHoWweHUN BMONOrMyecknx NekapcTBEHHbIX NpenapatoB Anst MeAULMHCKOro NnpuMeHeHus
3agBUTENb [OMOMHUTENBHO MNpPEeACTaBnseT pes3ynbTaTbl MeponpuAaTUiA, NPEedyCMOTPEHHbIX MMaHOM
yrpaBneHns puckamu, YTBEPXAEHHbIM YMONIHOMOYEHHbIM deadepanbHbiM OpraHoM MCMOMNHUTENbHON
BNacTM Mpu OCYLWECTBNEHMN T[OCYAapCTBEHHOW perncrpauum JekapCcTBEeHHOro npenapaTta Ans
MEeOULMHCKOTO NPUMEHEHNSI.

(vacTb 4.1 BBegeHa PepepanbHbiM 3akoHoM OT 04.06.2018 N 140-$3)

4.2. K 3aaBneHno 0 NOATBepXOeHUN rocyfapCTBEHHOW peructpalmm nekapcTBeHHOro npenapaTta
ONA BETEepUHApPHOro NPUMEHEeHWs npunaralTcs OOKYMEHTbl, coaepxaliue pesynbTaTbl MOHUTOPUHra
achbdekTnBHOCTM U 6e30MacHOCTM JieKapCTBEHHOrO npenapata Afsi BeTEPUMHAPHOro MPUMEHEHUS,
npoBOOMMOrO AepXxaTenem wnuM BnagenbuemM pPerMcTpaumoHHOro YOOCTOBEPEHUS neKapCTBEHHOro
npenapaTta AnNs BETEPUHAPHOrO MPUMEHEHUS NMOO YMONMHOMOYEHHBIM UM HPULOMYECKAM FULIOM, MO
dopme, YTBEPXKOAEHHOW YMNONHOMOYEHHbIM hefeparnbHbIM  OpraHOM  WUCMOMHUTENbHOW BRlacTn, u
OOKYMEHTbI, yKa3aHHble B nyHkTax 1, 2 - 2.2, nognyHkTtax "a", "6", "k", "n" nyHkrta 4 yactn 3 ctatbn 17
HacTosilero ®enepanbHOro 3akoHa. B oTHOWEHUN MMMYHOOMOMNOrMYECKNX NIEKAPCTBEHHBIX MpenapaToB
ONA BETEPUHAPHOro NPUMEHEHNs1 He NPeaCTaBNATCA CBeAEHWs, YKa3aHHble B nognyHkre "K' nyHkta 4
yactn 3 ctatbu 17 Hactodwero denepanbHOro 3akoHa. B oTHOLWEHUN NekapcTBEHHbLIX NpenapaTtoB Ans
BETEPMHAPHOrO MPUMEHEHUS, MOMYYEHHbIX C MPUMEHEHUEM TEHHO-UHXEHEPHO-MOOUMPULIMPOBAHHBLIX
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OpraHM3MoB WM coAepXalmx Takme OpraHuambl, [OOMOSHUTENbHO MPEACTaBATCA CBeLeHus,
yKa3aHHble B NyHKTe 13 yacTtu 3 ctatbm 17 HacToswero PenepanbHOro 3akoHa.

(vacTb 4.2 BBegeHa dPegepanbHbiM 3akoHOM oT 04.06.2018 N 140-93; B pea. PeaepanbHOro 3akoHa oT
02.08.2019 N 297-93)

4.3. 3asiBATENb BMpaBe MNpeacTaBUTb C 3asiBIEHWEM O MOATBEPXKAEHUM FOCYOAapPCTBEHHON
peructpaumMmM  NeKapcTBEHHOrO  MpenapaTta  KOMWMIO  OOKYMEHTa, MNOATBEpXAalrowero  ynnaTy
rocygapCTBEHHOM MOLWWMUHBI 32 MNOATBEPXKAEHME TrOCYOAPCTBEHHOW perncrpauumn nekapcTBEHHOrO
npenapaTa, a Takke BblgaBaemMble (MpegocTaBnsieMble) YNorHOMOYEHHBIMK dheaepanbHbIMU OpraHamm
WCMONHUTENBHON BNacTu AOKYMEHTblI (CBEAEHWs), yKasaHHble B MyHKTax 2 U 3 vyactu 4 HacTosiwen
ctatbu. B cnydyae ux HenpeacTaBneHUs YNOSIHOMOYEHHbIN heaepanbHblii opraH MCNOMHUTENbHOM
BNacTy 3anpaluvBaeT YyKasaHHble [OKYMeHTbl (CBedeHWst) B nopsigke  MeXBEe4OMCTBEHHOIO
NHOPMaALMOHHOIO B3aUMOAENCTBHUS.

(vacTb 4.3 B peq. PenepanbHoro 3akoHa ot 27.12.2019 N 478-03)

5. B TeuyeHue pecsT paboumx OHEN CO [AHA MPUHATUA 3asBMeHWs O MNOATBEPXAEHUU
rocy0apCTBEHHON perMcTpaummn nekapcTBEHHOro npenapaTta U JOKYMEHTOB, codepXallimx pesynbTaThbl
MOHUTOPUHra 3¢pheKTUBHOCTM M HE30MacHOCTU NEKapCTBEHHOMO NpenapaTta, NPoBOAMMOrO AepXaTenem
WM  BnagenbLemM  perucTpauMoHHOro  YOOCTOBEpPEHMS  NekapCTBEHHOro  npenapaTta  nn6o
YNONMHOMOYEHHBIM UMW IOPUANYECKUM NULOM, YNONHOMOYEHHBIN heaeparbHbIi OpraH UCMOSNTHUTENBHO
BMacTu:

1) NpoBOAUT NPOBEPKY MOMHOTbI CBEAEHWW, COAepXKalUMXCsi B MNpeacTaBliEHHbIX 3asiBUTENEM
AOKYMEHTaXx;

2) NpMHUMaeT pelueHne O npoBedeHun unu ob oTkase B NPOBeAEHWMM IKCMepPTU3bl OTHOLLUEHUS
OXWAaemMon Nomnb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS feKapCTBEHHOro npenapata Ha OCHOBaHWM
pe3ynbTatoB MOHUTOPUHra 3PEKTUBHOCTN N BE30MacHOCTM NekapCTBEHHOro npenapara, NPOBOAUMOrO
AepxaTteneMm wnu BnagenbuemM PerucTpauvoHHOro yAOCTOBEpPEHMS nekapCTBEHHOro npenapata nvbo
YNOJNTHOMOYEHHbIM MU PUOANYECKMM NTULIOM, a TaKxe Cbep,epaj'leblM opraHom MCMNONMHUTENBHOW BRACTn
B COOTBETCTBUM C TpeboBaHMAMU cTaTbn 64 HacToswero egepanbHOro 3akoHa;

3) yBegommnsieT B 3NEKTPOHHOW dopMe WnM NUCbMEHHOW opMe 3asBuTens U IKCnepTHoe
yypexgeHne O MPUHATOM pelleHun nubo B crnyyae MpuHATMA pelleHns o6 oTkase B NpoBedeHun
3KCNepTM3bl YKasblBAET NPUYMHBI TAaKOro oTkasa.

6. B cnyyae BbiBNeHUS HEOOCTOBEPHOCTM U (MNM) HeJOoCTaTOMHOCTU  MHOopMaumu,
cofepxallencs B npeAcTaBreHHbIX 3asBuTerneM AOKYMeHTaXx, YrNOfHOMOYeHHbIM dyefepanbHbll opraH
WCMONHUTENBHOM BrAcTM HanpaenseT 3asBUTEN0 3anpoc 06 YTOYHEHMU YKa3aHHOW WHOpMaumu.
3anpoc ynonHOMOYEeHHOro dyefepanbHOro opraHa WCNOMHUTENbHOW BriacTM MOXeT ObiTb nepeaaH
YNOMHOMOYEHHOMY NpPeacTaBUTENO 3asiBUTENS NIMYHO MO PacnuckKy, HanpasfeH Mo nouvte 3akasHbiM
NMMCLMOM UMK NepefaH B ANeKTPOHHOW chopme No TenekoMMYHUKaUUOHHbIM KaHanam cBdasu. B crnyvae
HanpaBreHusa 3anpoca YNonHOMOYeHHOro defeparibHOro opraHa MCMOMHUTENbHOW BnacTu Mo noyrte
3aKasHblM MUCbMOM OH CUYMTAeTCs MNOMNyYeHHbIM MO UCTEYEHWM LWeCTU AHeW C JaTbl HanpaBneHus
3aKasHoro nucbma.

7. 3asBuTenb 0b6s3aH NpeAcTaBUTbL OTBET Ha 3anpoc YMNONMHOMOYEHHOro defepanbHOro opraHa
WCMONHUTENBHON BMAcTU B CPOK, HE MPEBbLILIALWMIA AeBSHOCTa paboumx OHEN CO OHS ero MnonyqeHus.
CpokK, yka3aHHbI B YacTu 5 HacTosiLLeN cTaTby, MPUOCTAHABNMBAETCSl CO OHSA HanpaBlieHUs 3asiBUTENHO
3anpoca YrNonHOMOYEHHOrO hefepanbHOro opraHa MCMNOMHUTENbHOW BnacTv [0 OHS MOMyYeHUs UM
COOTBETCTBYHOLLENO OTBETA U HE YYUTLIBAETCS MPU UCHUCTIEHUN CPOKA NOATBEPXAEHUS rOCYAapCTBEHHOM
perncTpaumm nekapcTBEHHOro npenapara.

8. OcHoBaHMeM [ans oTkasza B MPOBEAEHUW IKCNEPTU3bl OTHOLUEHUS OXMAAeMoW MNofb3bl K
BO3MOXHOMY PUCKY MPMMEHEHWS NeKapCTBEHHOro mpenapaTa SABMsieTCs npeacTaBreHne OOKYMEHTOB,
cogepxalmx pesynbTaTbl MOHUTOPUHra abeKTUBHOCTM 1 Be30MacHOCTV NekapCTBEHHOro npenapaTta, 1
(vmn) B OTHOWEHMM OUMONOrMYECKNX HNeKapCTBEHHbIX MpenapaTtoB pe3ynbTaToB OCYLIECTBNEHMS
MEpPOMNPUATUI B COOTBETCTBMU C MM@aHOM YMpPaBEeHUs pUCKaMW, YTBEPXOEHHbIM YMONTHOMOYEHHbIM
deneparnbHbIM OpraHoM UCMOMHUTENBLHON BNAcTU MpU OCYLLECTBNEHUN FOCYAapCTBEHHON permcTpauunu
neKkapCcTBEHHOro npenapata, B HEMONHOM ob6beme, oTCcyTCTBME MHAOPMauuW, noaTBepxaaroLlen dakT
ynnaTbl rocygapCTBEHHOM NOLWNHBI 3a NOATBEPXOEHME roCyAapCTBEHHON perncTpaumm nekapcTBEHHOro
npenaparta, nMbo HenpeacTaBneHue 3asiBUTENEM B YCTAHOBMEHHbLIV CPOK OTBETa Ha yKa3aHHbIN B 4acTu
6 HacTosien cTaTbW 3anpoc YMNONHOMOYEHHOro denepanbHOro opraHa WCMONHUTENBLHOM BRactu, a
Takke OTCYTCTBME B YKa3aHHbIX JOKYMEHTax MHdopMaLmn, Kotopas AomKkHa BbiTb B HUX OTpaXeHa.
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9. OkcnepTu3a OTHOLIEHMS OXWMOAEMOW MNOMb3bl K BO3MOXHOMY PUCKY  MPUMEHEHMUs]
neKkapcTBEHHOro npenaparta B LeNsiX NOATBEePKOEHUs! ToCyAapCTBEHHOW perucTpauun ekapCTBEHHOro
npenaparta MNpoBOAMTCA KOMUCCHEN IKCTIEpPTOB 3KCMEPTHOTO YYpeXXaeHWsl B CPOK, He MpeBbilLatoLLmi
copoka paboymnx aHew.

10. B cnyyae HegoCTaTOYHOCTU NPeACTaBIIEHHbIX 3KCMEPTY MaTtepuanoB Ans gadvv 3aKioYveHus
akcnepT obpallaeTcs K pyKOBOAMTESO 9KCNEPTHOro ydYpexaeHust 0 npegoctaBneHnm eMmy Heobxoammblx
MaTepuanoB. PykoBoauTenb 3KCNEPTHOrO yvpexaeHus obpallaeTtca ¢ COOTBETCTBYHOLUMM 3arnpocoMm B
YNOMHOMOYEHHbIN doefeparnbHbii OpraH UCMONMHUTENbHOW BNacTy, BblAaBLUMIK 3adaHuMe Ha npoBedeHue
9KCNEepTM3bl OTHOLUEHUS OXUOAEMOW MOofb3bl K BO3MOXHOMY PWCKY MNPUMEHEHWUs] JeKapCTBEHHOrO
npenapata Ha OCHOBaHWM [OOKYMEHTa, COAEpXallero pesyrnbTaTbl MOHUTOPMHra 3(PdEKTUBHOCTA U
DOesonacHoCTM nekapCTBEHHOro npenapata. B TeuyeHne nAtv paboumx OHeW €O OHA MOCTYNneHus
3anpoca pyKOBOAMTENS IKCMEPTHOrO y4pexaeHus yKasaHnHbIi defepanbHbii OpraH WUCMOSTHUTENbHON
BMacTW HanpaBnsieT 3asBMTENO 3anpoc O NpeAcTaBNeHMn HeobXoOUMbIX MaTepuarnos, KOTOPbIN MOXET
ObITb MepegaH yNONHOMOYEHHOMY MpeacTaBMTENO 3asBMTENS NWYHO MOA PacnucKy, HanpaefeH Mo
noyTte 3akasHblM MUCbMOM UMW NepefaH B 3MEeKTPOHHOM (bOpMe MO TENEKOMMYHUKALMOHHBLIM KaHanam
cBa3n. B cnyyae HanpaBneHus 3anpoca YNorHOMOYEHHOro dhefepanbHOro opraHa MCMOSTHUTENbHOM
BNacTU MO NouyTe 3akasHbiM MUCbMOM OH CYUTAETCS MOJSTyYEHHbIM MO UCTEYEHMM LIECTU OHEW C Aathl
HanpaeeHUs 3aKka3HoOro NMcbMa.

11. 3aaBuTenb 0683aH NpeacTaBUTb OTBET Ha 3anpoc YMNOfIHOMOYEHHOro dpefepanbHOro opraHa
WCMOSNTHUTENBHOW BIacTM B CPOK, HE MPEBbILAIOLWNA LIECTUAECATM pabounx OHEN CO AHSA MNONyYeHust
yKasaHHOro 3anpoca. YMNONHOMOYEHHbIN doefepanbHbli OpraH MCMNOSIHUTENbHOW BRacTW, BblAaBLUMKA
3a[jlaHne Ha NpoBeaeHNE IKCNEPTU3bl OTHOLLEHNS OXMAAEMOW MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
NEeKapCcTBEHHOro npenapata Ha OCHOBaHWW [OOKYMEHTa, coAepXalwiero pesynbTaTbl MOHUTOPMHra
achbdekTnBHOCTM 1 6e30NacHOCTM NEKapCTBEHHOrO npenapara, B Te4eHue NSt pabouymx gHen co AOHs
NMOCTynrieHns OT 3asdBUTENs OTBeTa Ha 3anpoC  YNOMHOMOYEHHOro chedepanbHOro  opraHa
WCMONMHUTENBHOM BRAcTM HampasnseT 9TOT OTBET B 3KCNepTHoe y4upexaeHne. B cnyuvae
HenpeacTaBrneHnMs Mo WUCTEeYEHUU LWecTuaecaTn paboynx AHen 3asfBuTeneM OTBeTa Ha YKa3aHHbIN
3anpoc YNONHOMOYEHHbIN hbeaepanbHbln OpraH WCNONHUTENbHOW BfacTW, BblAaBLUMKA 3adaHue Ha
npoBeAeHNE JKCMEPTM3bl OTHOLUEHUS OXMOAEMOW MNOSb3bl K BO3MOXHOMY PUCKY MNPUMEHEHMUS
nekapcTBEHHOro npenapata Ha OCHOBaHWW [OKYMEeHTa, cofepXallero pesynbTaTbl MOHUTOPUHra
achdekTMBHOCTM U OGe3onacHOCTW NeKapCTBEHHOro npenapaTta, B TeyeHWe naTu pabouymx aHen
HanpaBnsieT B 9KCNepTHOe y4ypexaeHue yBedOMIeHWe O HenpeacTaBrneHuu 3asiBUTenem oTBeTa Ha
3anpoc YykasaHHOro opraHa. Bpemsi co OHA HanpaBneHus 3anpoca 3SKCMEPTHOro YyypexaeHus B
YNONHOMOYEHHbIN (hbefeparnbHbIi OpraH MCNOMHUTESNIbHOW BracTtM OO0 AHA MNOMNyYeHUs 3KCNepTHbIM
yypexageHmemMm OTBEeTa Ha 3anpoc WnM yBe4OMIEHUS O HenpeacTaBneHuM OTBETa Ha 3anpoc He
YYUTBIBAETCA NPU UCYUCIIEHUM CpPOKa NPOBEAEHMSI SKCMEPTU3bl OTHOLUEHUS OXMAAEMOW MOofb3bl K
BO3MOXXHOMY PUCKY MPUMEHEHUS NEeKapCTBEHHOro rnpenapaTta Ha OCHOBaHMM AOKYMEHTa, coaepKallero
pes3ynbTatbl MOHUTOPUHIra achPeKTUBHOCTM 1 GE30MAaCHOCTUN NEKAaPCTBEHHOrO Npenapara.

12. B cpok, He npeBblaloWwmin gecatm paboynx gHen co AHSA MonyyYeHus 3aKmYeHUst KOMUCCUM
9KCMEPTOB MO pes3ynbTaTaM 3KCNepTU3bl OTHOLIEHUS OXWAAeMOW MoNb3bl K BO3MOXHOMY PUCKY
NPUMEHEHNST NEKAPCTBEHHOIrO MNpenaparta, COOTBETCTBYHOLWMI YNOMHOMOYEHHbIN hefepanbHblii opraH
VCMOMNHUTENbHOW BNacTU:

1) OCYyLUEeCTBNAET OLUEHKY 3TOro 3aKknw4yeHuna ana onpenernieHna ero cooTtBeTCcTBUA 3adaHUI0 Ha
npoeegeHne yKa3aHHOI7I 9KCNepPTU3bI;

2) NpUHYMaeT pelleHVe O TMOATBEPXKAEHWM TOCYAapCTBEHHOW perucTpaumMn nekapcTBEHHOro
npenapata wunu o6 oOTkase B MNOATBEPXAEHUM [OCYdapCTBEHHOW perucTpauuy nekapcTBEHHOro
npenapara;

3) BHOCWUT MpU MNPUHATUM peELLeHUs O MNOATBEPXKAEHUW TOCYAApCTBEHHOW perucTpaunu
nekapcTBEHHOro npenaparta CBefeHWsl B rOCYAapCTBEHHLIN PeecTp NeKapCTBEHHbLIX CPeACTB U BblAaeT
3anBuTento 6eccpoyHoe pervcTpaumMoHHoe yaA0CTOBEPEHME NeKapCTBEHHOrO npenapaTa.

13. OcHoBaHMEM s OTKasa B NOATBEPXKAEHUWU rOCYOAPCTBEHHOM perncrpauumn nekapcTBEHHOMO
npenapaTta SBNSETCA 3akMtoYeHMe COOTBETCTBYIOLLEro YMNONIHOMOYEHHOro dhedepanbHOro opraHa
WCMOSTHUTENBHOM BIlACTU O TOM, YTO PUCK MPUYMHEHUS Bpeda 340POBbK YeNloBeKka WIN >XUBOTHOIO
BCIEeACTBME NpMemMa fiekapCTBEHHOroO npenapara npeBbilaeT 3pOEeKTUBHOCTb €r0 NPUMEHEHNS.

(B pea. PenepanbHoro 3akoHa ot 04.06.2018 N 140-d3)

14. B nepuon nposefeHuA npouenypbl noaoTrBepXaeHua FOCWJ,apCTBeHHOVI pernctpauunmn
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nekapcTBEeHHOro npenapara ero obpatieHue B Poccuiickon ®eaepaumy He NproCTaHaBNIMBaETCS.

15. [HonyckaeTtca oOpalleHne nekapCTBEHHbIX MNpenapatoB A0 MWCTEYEHUs1 CpoKa FOOHOCTW,
Npou3BedEeHHbIX B TeYeHMe CcTa BOCbBMWOECATU KaneHAapHbIX [AHEW nocrne Aatbl MNPUHATUS
YNOMHOMOYEHHbIM (hbeaepanbHbIM  OPraHOM UCMOMHUTENBHOM BracTW pelleHuss O MOoATBepXAeHUn
rocyaapCTBEHHOW perucTpauuu, B COOTBETCTBUM C MHGOPMAaLMEn, coaepXallenca B [OKyMeHTax
perncTpaLmoHHOro 4OChe Ha NekapCTBeHHbIV Npenapar 40 AaTbl MPUHATUSA Takoro peLleHuns.

(B pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-03)

CraTtbsa 30. BHeceHue nameHeHun B 4OKYMEHTbI, COAepXKalMecsa B perucTpaumoHHOM Aocbe
Ha 3aperncTprMpoBaHHbIN NIeKapCTBEHHbIN Npenapar AnA MeauLUHCKOro NnpMMeHeHus

1. B Lensix BHECEHUS M3MEHEHUI B OOKYMEHTbI, codepXallMecss B pernctpaumoHHOM AOCbe Ha
3aperncTpupoBaHHbIA NIEKAPCTBEHHbIA MpenapaTt Ans MeAMUMHCKOrO NPUMEHEeHWs, aepXartenb Wnu
Bnageney pernctpaumoHHOro YOOCTOBEPEHUs JIEKAapCTBEHHOro npenaparta WM YNoNTHOMOYEHHOE UM
Opyroe topuauMyeckoe nuuo (ganee B HacTodAwen cTaTbe - 3asBUTENb) MpeacTaBnseT B
YMNOMHOMOYEHHbIN (hbeaepanbHbIl OpraH MWCMOMHUTENBHOM BNAacTU 3asiBNieHNWe O BHECEHMM TaKuX
U3MeHeHU no ¢opme, YCTaHOBMEHHOW YNOMHOMOYEHHbIM dedeparibHbiM OPraHOM MCMONHUTENbHON
BNacTu, W npunaraemble K HEMY W3MEHEHWs1 B YKa3aHHble [OOKYMEHTbl, a TaKkKe [OKYMEHTbI,
noaTreepxaaroime HeobxoaMMOCTb BHECEHNS TAKUX U3MEHEHUIA.

(B pea. PenepanbHbix 3akOHOB 0T 22.12.2014 N 429-®3, ot 04.06.2018 N 140-93)

1.1. Tpn HEOBXOAMMOCTN BHECEHWNS B OOKYMEHTbI, cogepXalimecss B perucTpaumoHHOM OCbe Ha
3aperucTpupoOBaHHbIA  NeKapCTBEHHbIM npenapaT Ansg  MEeOUUMHCKOTO  NPUMEHEHWUS, WU3MEHEHWW,
yKasaHHbIX B MyHKTe 3 4YacTu 2 HacTosWen cTaTbM U TPebylLmxX NpoBeAEeHUs 3KCMepTU3bl KavecTsa
nekapCTBeHHbIX CPEACTB, 3asBUTENb AOMNOMHMTENBHO NPEeACTaBNAeT B YNOHOMOYEHHbIN deaepanbHbIv
OpraH WCMONMHUTENbHOW BracTu cBedeHus O daTte MpedoCTaBneHus U PerucTpaumMoHHOM Homepe
NVMUEH3MM Ha NpOou3BOACTBO NEKAPCTBEHHbIX CPEeACTB WM CBeAeHus O gaTe npefocTaBrneHus U
pPervcTpauroOHHOM HOMEpEe 3aKMlYeHUs O COOTBETCTBMM MpPOU3BOAUTENS NEKapCTBEHHbIX CPeacTB
TpeboBaHVWAM MpaBun Haanexalwen npou3BOACTBEHHOW NPaKTWMKW, BblAAHHbIX (MpeaoCcTaBneHHbIX)
YNOSHOMOYEHHbIM dheaeparbHbIM OPraHOM UCMOMHUTENBbHON BNAcTu B OTHOLLEHWUN U3MEHEHHOW U (Mnn)
AONONHEHHOW NPOU3BOACTBEHHON NNOLWAAKW NTeKapCTBEHHOTO npenapara, B cry4ae, ecnv npou3BoAcTBo
nekapcTBeHHOro npenaparta ocywecTBnaeTca B Poccuickon ®depepaumn, nubo ceBedeHus o pgare
NpefocTaBrneHnss u  perncTpauuoHHoOM HOMepe BblJaHHOW  YMNOMTHOMOYEHHbIM OpraHoM  CTpaHbl
Npon3BOAUTENS NULEH3UN Ha NPOU3BOACTBO FEKAPCTBEHHOIO Npenaparta U ee nepeBof Ha PYCCKUR
A3blK, 3aBEpeHHble B YCTAHOBMEHHOM MoOpsigKke, a Tawkke CBedeHus O AdaTe npefoCTaBreHus u
pervcTpauroHHOM HOMeEpe 3aKriYeHUs O COOTBETCTBUM MNpPOU3BOAUTENS NEKapCTBEHHbIX CPeacTB
TpeboBaHMAM npaBun Hagnexawew Mnpon3BoACTBEHHOW MNPaKTUKK, BbIGAHHOMO YNOMHOMOYEHHbBIM
degepanbHbIM OpraHOM WCMOSNHUTENbHON BNAacTM B OTHOLIEHWU WM3MEHEHHON W (Unn) OOMNOMHEHHON
NPOM3BOACTBEHHOW NIOLLAAKN NeKapCTBEHHOro npenapara, unv ceedeHus O gate NpefocTaBreHus u
pervcTpauroHHOM HOMepe peLLeHnst YNOSTHOMOYEHHOTO heaepanbHOro opraHa UCNOMHMUTENBHOW BacTu
O nNpoBedeHUM UHCMEKTUPOBAHMA MNPOU3BOAUTENS FEKapCTBEHHbLIX CpeacTB B clydae, ecrnu
NPOW3BOACTBO NeKapCTBEHHOrO Npenapara ocylecTsnseTcs 3a npegenamu Poccuiickon defepaunu.
(vyacTtb 1.1 BBegeHa defepanbHbiM 3akoHOM OT 04.06.2018 N 140-93; B pea. PeaeparnbHOro 3akoHa oT
27.12.2019 N 478-93)

1.2. Npun HeoBXOONUMOCTU BHECEHUS B JOKYMEHTbI, COAEpXKaLLMecs B perMcTpaunoHHOM Jocke Ha
3aperucTpupoBaHHbIN  SIeKapCTBEHHbLIM  npenapat  Ans  MeguuMHCKOrO  MPUMEHEHUS, W3MEHEHUH,
YKa3aHHbIX B MYHKTe 4 yactn 2 HaCTOHLIJ.eI7I CcTatb U Tp€6yI-OIJJ,VIX npoesegeHna 3KCnepTu3bl Ka4vecTBa
nekapCTBEHHbIX CPEACTB, 3assBUTENb AOMNOMHUTENBHO NPEACTaBNSAET B YNOMHOMOYEHHbIN dheaepanbHbIi
opraH WCMOMHUTENbHOW BIacTU CBeAEHWst O AaTe npeaocTaBrieHUst U perucTpauuMoHHOM HoMepe
NUUEH3MM Ha NPOU3BOACTBO NEKAPCTBEHHbIX CPEeACTB MMM CBeOeHUs O gaTe npeaocTaBneHust u
perncTpaumoHHOM HOMepe 3aKMtoYeHUs O COOTBETCTBMM MPOU3BOAUTENS JEKapCTBEHHbIX CPEeACTB
TpeboBaHNAM npaBun Hagnexawen MNpou3BOACTBEHHON NPAKTUKK, BblOAHHBLIX (MPegoCTaBIEHHbIX)
YNOJSIHOMOYEHHbIM heeparnbHbIM OpraHoOM WCMOMHUTENbHOW BRacTu B OTHOLUEHMU NPOV3BOACTBEHHON
nnowaakM NekapCTBEHHOro npenapaTta, B Cclydae, ecrnv MNpovM3BOACTBO JIEKApPCTBEHHOIO MpenapaTa
ocyulectBnsietca B Poccuiickon ®depepauyumn, nmbo cBegeHuss O gate  MpefocTaBlieHus un
perncTtpaumoHHOM HoMepe Bpr,aHHOVI YNOJIHOMOY€EHHbIM OpraHOM CTpaHbl Npou3BoaAnTENA NMMUMUEH3NN Ha
NMPOM3BOACTBO JIEKAPCTBEHHOrO nMpenapata M €ee MNepeBof Ha pPYCCKMA A3blK, 3aBEPEHHble B
YCTaAHOBMIEHHOM MOpSiAKe, a TakKe CBeAEeHUsl O AdaTe NpedoCcTaBfieHMs U PEerucTpauyMoHHOM Homepe
3aK/IOYEHMST O COOTBETCTBMM MNPOU3BOAUTENS JIEKAPCTBEHHbIX CpeacTtB TpeboBaHusAM npaBun
Hagnexallen npou3BOACTBEHHOW MNPAKTMKW, BbIAAHHOIMO YMOMHOMOYEHHbIM deaepanbHbiM OpraHoM
WCMNONHUTENBHON BNacTy B OTHOLUEHUN NPOU3BOACTBEHHOM NIOLWAAKM NEKAPCTBEHHOrO Npenapara, Unm
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CcBefeHuss o paTe npedocTaBrneHMs U PEermcTpauumoHHOM HOMEpE peLlleHuss  YNOSfIHOMOYEHHOro
denepanbHOro opraHa MCMOMHUTENbHOW BNacTu O MPOBEAEHUN WMHCMNEKTMPOBAHMS MPOU3BOAUTENS
NeKapCTBEHHOro CpeAcTBa B Criyvae, ecrv Npou3BOACTBO JIEKAPCTBEHHOrO npenapara ocyLecTBnsieTcs
3a npeagenamu Poccuickon degepaumn.

(yacTtb 1.2 BBegeHa dPenepanbHbiM 3akoHOM OT 04.06.2018 N 140-93; B pea. PeaepanbHOro 3akoHa oT
27.12.2019 N 478-93)

1.3. lMpuHATNE pelleHns O BHECEHUN U3MEHEHW UM 06 OTKase BO BHECEHWM W3MEHEHUN B
OOKYMEHTbI, COoAepXaliuecs B pPerucTpauuoHHOM [0Cbe Ha 3aperucTpypOBaHHbIA NEeKapCTBEHHbIN
npenapaTr Ans MeOULUHCKOrO MNPUMEHEHWsl, B Clydae HeoOXOAMMOCTU MpOBEAEHUs] SKCNepTusbl
KayecTBa JNleKapCTBEHHbIX CPeacTB U (MnM) 3KCNepTU3bl OTHOLLEHMST OXNOAEMOWN NONb3bl K BO3MOXHOMY
PUCKY MPUMEHEHUS NEeKapCTBEHHOro npenaparta Ans MeAWUMHCKOro MPUMEHEHUSI OCYLLECTBISIeTCS B
CpOK, He NpeBbIWaLWMn geBsiHocTa paboymx AHEN, a B OCTalbHbIX CryvasX B CPOK, HE NMpeBbillatoLLmi
Tpuauatn paboumx gHen co OHS NPUHATUS YNONTHOMOYEHHbIM heaepanbHbIM OPraHoM UCMOSTHUTENBHON
BNACTU 3asIBIIEHUS O BHECEHUWN TAKUX U3MEHEHUIA.

(vacTb 1.3 BBegeHa depepaneHbiM 3akoHOM OT 04.06.2018 N 140-03)

1.4. YnonHomoYeHHbI hbegepanbHbii OpraH WUCMOMHUTENbHON BNacT C y4eTOM pesynbTaToB
dhapmakoHaa3opa M NPOBEPOK COOTBETCTBUS NeKapCTBEHHbIX CPeACTB, HaxXOOALUMXCS B rpaXaaHCKOM
obopoTe, ycTaHOBMEHHbIM TpeboBaHMAM K MX KayecTBy B TeyeHWe decAatn pabounx OHen co OHA
MOCTYNfeHNs COOTBETCTBYOLWEN WHpopmauun pasmellaeT Ha CBOeM oduuMarnibHOM canTe B CeTu
"MHTepHeT" cBedeHuss 0 HeoOXOOMMOCTU BHECEHUS B MHCTPYKUMIO MO MEeOMUMHCKOMY MNPUMEHEHWI0
neKapCTBEHHOro npenaparta W3MEHEHWN B OTHOLEHUW CBEAEHWA O MOKa3aHWsX ANA NPUMEHEHWUs ©
NPOTUBOMNOKa3aHMAX AN NPUMEHEHNs NeKapCTBEHHOro npenapaTta, BbiiBIIEHHbIX NOOOYHbIX AENCTBUSAX,
HexenaTenbHbIX peakumsax fnpu NpUMMEHEHUM NEeKapCTBEHHOro npenapaTta v yBegomnseT o6 3ToM B
SMNeKTPOHHOW hopMe unu nucbMeHHon dopme (Ha ByMaxkHOM HOCUTEne) gepxarensd wnu Bnagensua
PEervcTpaumMoHHOro yAOCTOBEPEHUS NEKapCTBEHHOro npenaparta (unu ynoniHOMOYEHHOE WM Apyroe
lopyavyeckoe nuuo), a Takke Aepxatenen unv BnagenbueB PerncTpauMOHHbIX  YOOCTOBEPEHUN
nekapCTBEHHbIX NpenapaTtoB (MNN YNONMHOMOYEHHbIX UMW OPYTUX IOPUAMYECKMX ML), KOTOpble ABNATCA
B3aVMO3aMeHsieMbIMU.

(4acTb 1.4 BBegeHa dPepepanbHbiM 3akoHOM OT 27.12.2019 N 475-93)

1.5. NepxaTens unv Bnagenew, permcTpauuoHHOro yaoCToBepeHns nekapcTBeHHOro npenaparta, a
TaKKke Aepxartenu unm Bnagenblbl PErMcTpaunoHHbIX YOOCTOBEPEHUI NIEKAPCTBEHHbIX NpenapaTtos (Mnm
YMOMHOMOYEHHbIE MW OpYrue ropugnyeckme nuua), Kotopble SBNATCA B3aMMO3aMeHseMbiMU, 0653aHbI
npeacTaBnUTb B YNONIHOMOYEHHbIN beeparibHbli OpraH UCNOMHUTENbHOW BAcTU 3asBIieHUss O BHECEHUU
U3MEHEHNA B [OKYMEHTbI, COoAepXallnecsa B pPEerucTpauuoHHbIX [OOCbEe Ha 3aperncTpupoBaHHbIE
nekapcTBeHHble npenapaTtbl M8 MeOULMHCKOTO NPUMEHEHUs!, B OTHOLLUEHUW CBEAEHWN, YKa3aHHbIX B
WHCTPYKUUN MO MEOMULMHCKOMY MPUMEHEHUIO NIEKAapPCTBEHHbBIX MpenapaToB, B TeYEeHWe copoka paboumx
OHe cOo [OHA pasMelleHWs YNONHOMOYEHHbIM dedeparnbHbIM  OpraHoM WCNOMHUTENBHOW BRAacTu
UHdopMaLnK1, ykazaHHOW B YacTu 1.4 HacTosiwen ctatbun. laHHoe TpeboBaHue He pacnpocTpaHseTcs Ha
cnyyan BHECEHWS B WHCTPYKUMIO MO MeOULUMHCKOMY MPUMEHEHUIO NeKapCTBEHHOro npenapara
WU3MEHEeHNn B OTHOLLEHWM HOBbIX MOKa3aHWi ANs NPUMEHEeHNSA NekapCcTBEHHOro npenapara Ha OCHOBaHUU
pes3ynbTaToB COOTBETCTBYIOLLMX UCCIEeLOBaHUN.

(vacTb 1.5 BBegeHa PepepanbHbiM 3akoHOM OT 27.12.2019 N 475-93)

2. 3|<cnepTv|3a J1eKapCTBEHHbIX CpeACTB B 4YAaCTW 3KCNepTu3bl Ka4eCTBa JiekKapCTBEHHOro cpeacTea
n (I/IJ'IVI) 9KCNEePTU3bl OTHOLLEHNUA 0Xngaemomn nosnb3abl K BO3MOXHOMY PUCKY NPUMEHEHNA NeKapCTBEHHOro
npenaparta and MeguunHCKoOro npuMeHeHna nposognuTcA B Cliydae BHECEeHUA N3MEHEHNI B LOOKYMEHTbI,
coaepxawmeca B permctpaumoHHOM O0Cbe Ha 3apeFI/ICTpI/IpOBaHHbII7I J'IeKapCTBeHHbIIZ npenapart, B
OTHOLUEHUN:

1) cBedeHWi, YKasaHHbIX B WHCTPYKUMWM MO MeOWLUMHCKOMY MPUMEHEHUIO T1eKapCTBEHHOro
npenapara:

a) nekapcTeeHHas popMa C ykasaHMeM HanMeHOBaHWIN U KONMYECTBEHHOMO CoCTaBa AeWCTBYHLLIMX
BELLECTB U Ka4eCTBEHHOro CocTaBa BCMoMoraTerbHbIX BellecTs (Mpy Heo6XoaAMMOCTU KONMYECTBEHHOTO
cocTaBa BCriomMoraTesnbHbIX BELECTB);

6) (dpapmakoaMHamuMka U apmakokuHeTuka (32 UCKIIOYEHMEM  (papMaKOKUHETUKU
roMeornaTU4Yeckmx JieKapCTBEHHbIX MPenapaToB 1 PacTUTENbHbIX NIEKAPCTBEHHBIX NpenapaToB);

B) NnokKa3aHnAa Ana npuMeHeHua,
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r) NpoTUBOMOKa3aHWsA AN NPUMEHEHNS;
[) Mepbl NPegoCTOPOXHOCTU NPY NPUMEHEHWN;

€) ykasaHMe BO3MOXHOCTM W 0COBEHHOCTEel MNPUMEHEHUS reKapCTBEHHOro mnpenapaTta Ans
MEAMLMHCKOrO  MPUMEHEHUs1 BGepemMeHHbIMM  KEHLUMHaMKM, JKEHLIMHaMu B nepuod  rPyaHOro
BCKapMIvBaHusi, 4ETbMU, B3POCIbIMU, MMEHLMMU XPOHUYECKUe 3aboneBaHus;

)K) pexum go3mpoBaHuA, cnocobbl BBEAEHUS U NPUMEHEHNA, npu HeobxoauMocTn BpemM4A npmema
NekapCTBEeHHOro npenaparta, NpoaoSiKUTENbHOCTb NeYeHnd, B TOM 4Yucne y peTten oo n nocne ogHoro
rona;

3) BO3MOXHble NoBoYHbIE AENCTBUA U HeXenaTenbHble peakuuy npu NpUMeHeHUN NekapCcTBEHHOMo
npenapara;

1) CUMNTOMbI NEPEeA03MPOBKM, Mepbl N0 OKa3aHUo NOMOLLM NPU Nepefo3VPOBKeE;
K) B3aumogencTemne ¢ ApyrumMm nekapcTBeHHbIMY npenapatamu n (unu) NUweBbIMU NPOSYKTaMu;
n) dopMbI BblNycKa NiekapCTBEHHOro npenapara;

M) ykasaHue (Npu HeoGXoAMMOCTU) OCOBEeHHOCTel AeiCTBUS NEeKapCTBEHHOrO npenaparta npu
nepBoM npueme U nNpu ero OTMeHE;

H) cBeaeHna 0 BOSMOXHOM BITMAHUX NEeKapCTBEHHOro npenaparta Ana meanumHCKoro npuMeHeHusa
Ha cnocobHOCTb ynpaeJidTb TPAHCMNOPTHbIMK CpeacTBaMn, MEXaHN3MaMu,

0) CPOK FOHOCTM M yKasaHWe Ha 3anpeT NPUMEHEHUsI NEeKapCTBEHHOro npenaparta no UCTeYeHUm
CpoKa rogHoCTY;

M) yCrnoBms XpaHeHUs;

p) yCnoBusi 0TNycKa;

2) cocTaBa NekapCTBEHHOro npenapara Anst MEAULMHCKOro NPUMEHEHNS;

3) M3MeHeHunsa MecTa NPOM3BOACTBA NEKAPCTBEHHOIO Npenapara A8 MeaUUMHCKOro NPUMEHEHUS;

4) uW3MEeHeHus1 nokasaTenel KavyecTBa JleKapCTBEHHOro npenapata Ans  MeauUMHCKOro
NPUMEHEHNUsT U (MNK) METOLAOB KOHTPOMNS KadecTBa NeKapCTBEHHOro npenaparta Ans MeauMUMHCKOro
NPUMEHEHNS;

5) N3MEHEHNA CpoKa rogHOCTU JieKapCTBEHHOIo npenaparta anda MeguumMHCKOro npuMeHeHuns;

6) cBegeHMn O HeoOXOOUMOCTUM BHECEHUS] MHbIX WU3MEHEHWUA B WMHCTPYKUMIO MO MEeLMLMHCKOMY
NPUMEHEHUI0 NeKapCTBEHHOro npenapata, a Takke B WHble [OOKYMEeHTbl, cojepxalimecs B
perMcTpaumoHHOM [OCbe Ha 3aperncTpupoBaHHbIM NeKapCTBEHHLIM npenapat. [1pu 3ToMm pelleHne o
npoBeeHUN 3SKCMepTU3bl KayecTBa NEeKapCTBEHHbIX CPeacTB U (MnM) SKCNepTU3bl  OTHOLUEHUS
OXMAaeMom Nornb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NEeKapCTBEHHOro npenapara Ansg MeauuuHCcKoro
NPUMEHeHNsi MPUHUMAaETCA B COOTBETCTBUM C YTBEPXKAEHHON YNOMHOMOYEHHbIM dheepanbHbIM OpraHom
WCMOMNHUTENBHON BRacTu Kraccugukaumen MU3MeHeHWn, BHOCUMbIX B [OKYMEHTbI, cogepxaiumecs B
perncTpaumoHHOM A0Cbe Ha 3aperMcTpMpoBaHHbI NeKapCTBEHHbIN Npenapar.

(vacTb 2 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. 3asBuTenb BnpaBe MPeACTaBUTb MO COBGCTBEHHOW WHMLUMATMBE BMECTEe C 3asiBNieHWeM O
BHECEHUN  W3MEHEHWA B  [OOKYMEHTbl, coAepxallecs B  perucTpauvMoHHOM  [oCbe  Ha
3aperucTpUpoBaHHbI NlekapCcTBeHHbIN npenapaT AN MeauUMHCKOro NpUMeHeHusl, KoMK OOKYMEHTOB,
noATBepXKAaloLWMX ynnaTy rocyaapCTBEHHOW MOLUMMHbI 32 BHECEHME B [JOKYMEHTbl, coAepalluecs B
perucTpauMoHHOM [OCbe Ha 3aperncTpuUpoBaHHbIA eKapCTBEHHbIM npenapaT Ans MeauuUHCKOro
NMPUMEHEHWs1, M3MEHEHWI, TPeByloLIMX MPOBEAEHUSI SKCMEepPTU3bl NEKApCTBEHHbLIX CPEACTB B 4acTu
9KCMepTU3bl KaYecTBa NeKapCTBEHHOMO CPEACTBa U (MNK) SKCNEPTU3bl OTHOLLEHUSA OXXMOAeMOMn Nonb3abl K
BO3MOXXHOMY PMWCKY MPVMMEHEHUS TEKapCTBEHHOro mnpenapata /s MEeAMUMHCKOrO TMPUMEHeHUs,
rocygapCTBEHHON MOLWSMHBI 32 BHECEHME B JOKYMEHTbI, COAepKallMecss B PErmMcTpaumoHHOM 4OCke Ha
3aperucTpMpoBaHHbIA NEeKapCTBEHHbIN MpenapaTt Ans MeAWUMHCKOTO MPUMEHEHUs,, U3MEHEHW, He
TpebylolmMX MpPOBEAEHUss  9KCMepTM3bl  NEeKapCTBEHHOrO CpeAcTBa, a Takke BblgaBaemble
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(mpegocTtaBngemMble)  yNOMHOMOYEHHbIMM  begeparnbHbIMM  OpraHaMyM  UCMOSHUTENbHOW  BRacTu
OOKYMEHTbl (CBedeHusi), yKasaHHble B 4acTtax 1.1 wm 1.2 HacTtosilen crtatbh. B cnyyae wux
HenpeacTaBneHnst YNONHOMOYEHHbIM dedepanbHbli OpraH WCMONMHUTENbHOW BMRacTyM 3anpaluvBaeT
yKa3aHHble  OOKyMeHTbl  (CBedeHusl) B MoOpsigke  MEeXBEOOMCTBEHHOIO  MHGOPMALMOHHOIO
B3aUMOLENCTBUSI.

(4acTb 3 B pen. PepepanbHoro 3akoHa ot 27.12.2019 N 478-93)

4. B TeyeHue gecatn pabounx gHew Co AHSA NOCTYNNEHNS YKa3aHHOro B YacTu 1 HacTosLWen cTaTbn
3asBMNeHnss U HeobXoaAMMbIX AOKYMEHTOB YMOMHOMOYEHHbIN deaeparnbHbli OpraH MWCMONHUTENbHON
BNacTu:

1) npoBOAUT NPOBEPKY MOJTHOTbI U OOCTOBEPHOCTU cBedeHun, coaepxawmxca B npeacrtaBii€HHbIX
3aaBuTenemM Mmatepuanax;

2) nNpvHMMaeT peleHMe O MNPOBEOEHUM YKasaHHbIX B 4YacTu 2 HacToswen craTbu
COOTBETCTBYIOLLUX 3KCMEPTU3 NeKapCTBEHHOIO CPeACTBa Unm 06 oTkase B UX MPOBEAEHUN;

3) yBegomnsieT B 9MEKTPOHHOW UMM MUCbMEHHOW hOpMe 3asiBUTENS O MPUHSATOM PELUEHUU UK B
crnyyae npuHATUS pelleHnss o6 oTkase B MPOBEOEHUM COOTBETCTBYIOLLEW 3KCMEPTM3bl C yKaszaHWeM
MPUYMH TAKOro OTKasa.

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

4.1. B cnyyae BbISIBNEHUS HEOOCTOBEPHOCTU CBEOEHWA, COAEPXAaLUUXCS B MNPELCTaBMEHHbIX
3asBUTENEM MaTepuanax, ynorHoOMOYeHHbIN dedepanbHbiin opraH UCMONHUTENbHOW BNacTu HanpaensaeT
3asBUTENO 3anpoc 00 YTOYHEHWM YKal3aHHbIX cBedeHMW. [daHHbIA 3anpoc MOXeT ObiTb nepenaH
YMNOMHOMOYEHHOMY NpeacTaBUTENO 3asiBUTENS NUYHO NOA pacnucky, HanpasfieH Mo No4vTe 3akasHbiM
NMMCbMOM WNW NepefaH B 3NEKTPOHHON hopme MO TEeNeKOMMYHMKALUOHHBIM KaHanam cBdaAsu. B cnyvae
HanpaBfeHUs 4aHHOro 3anpoca no NoYTe 3akasHbIM MUCbMOM OH CYMTAETCH MOMyYEHHbIM MO UCTEYEHNN
LIeCTW AHeN C AaTbl HaNpaBneHMs 3akasHoro NMcbMa.

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

4.2. 3asButenb 00s13aH NpeacTaBUTb OTBET Ha 3anpoc YNONHOMOYEHHOro defepansHOro opraHa
WCMOMHMTENBHOW BfacTU B CPOK, He MpPEeBbILAWMIA OeBAHOCTa pabovmMx AHEN CO OHA MOMyYeHus
AaHHoro 3anpoca. Cpok, ykasaHHbIi B 4acTu 4 HaCTOsLWEN cTaTbW, NPUOCTaHaBNMBaETCA CO OHSA
HanpaBneHusl 3asBUTENIO 3anpoca YnomHOMOYEHHOro defepanbHOro opraHa UCMOMHUTENBbHOW BNAacTu
A0 OHSA MONyYeHus UM OTBEeTa Ha AaHHbIW 3arnpoc U He Y4UTbIBAETCH MPU MCHUCIEHUN CpoKa MPUHATUS
peleHnss O BHECEHUW MW3MEHEHUN B [OOKYMEHTbl, coAepxalimecss B PperucTpauvoHHOM AOCbe Ha
3aperncTpupoBaHHbIN NeKapCTBEHHbIV Npenapart A8 MeAULMHCKOrO NPUMEHEHNS.

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

5. OcHoBaHveM ONnd OoTka3a B NpoBedeHWM YKa3aHHbIX B YacTW 2 HacTOSALWEeWn CTaTbM 9KCMepTus
ABNseTCA npeacTaBrieHne JOKYMEHTOB, NEPEYNCTIEHHbIX B YacTAX 1 1 3 HacTosILLEN cTaTbyl, B HENOTHOM
obbeme, HenpencTaBieHNe 3asiBUTENEM B YCTAHOBMEHHbI CPOK OTBETa Ha yKa3aHHbIM B 4actu 4.1
HacTosLLEN CTaTby 3anpoc YNONHOMOYEHHOro deepanbHOro opraHa UCNoIHUTENBHOW BNacTW, a Takke
OTCYTCTBME B MpeacTaBeHHbIX JOKyMEHTaxX 4OCTAaTOYHbIX CBeAEHWI, NOATBEPKAAOWMX He0bX0aNMOCTb
BHECEeHWss  W3MEeHeHuW, Wnn  oTcyTCcTBMe  uHdopMauunK, noaTeepxpawowen  dakt  ynnatbl
rocyAapCTBEHHbIX MOLUSMH, YKa3aHHbIX B 4aCcTu 3 HACTOSALLEN CTaTbu.

(B pea. PegepanbHbix 3akoHOB 0T 25.11.2013 N 317-®3, o1 22.12.2014 N 429-93)

6. YKkasaHHble B 4acTu 2 HaCTOSLWLEN CTaTbW 3KCMEPTM3bl MPOBOAATCHA B NOPsSAKE, YCTAHOBNEHHOM
cTtatben 23 HacTosiwero PegepanbHOro 3akoHa.

7. B cpok, He npeBblwaWUn gecaTn pabounx OHEN CO AHSA MONydeHMsl 3aKMYeHU KOMUCCUIA
3KCMEPTOB MO pe3ynbTaTam yKasaHHbIX B 4acTh 2 HacCTOsILEN CTaTbM SKCMEPTU3, YNONTHOMOYEHHbIV
deaepanbHbI opraH UCNOMHUTENBHOW BNACTU:

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

1) nNpuHMMaeT pelleHWe O BHECEHWU WU3MEHEHWA B [OKYMEHTbl, cofepxalimecs B
perucTpaumMoHHOM [0OCbe Ha 3aperMcTpyMpoBaHHbIA NeKapCTBEHHbIV npenapat Ans MeAULMHCKOro
NPUMEHEHNS, NN 06 0TKase BO BHECEHWUM TakNX U3MEHEHUN;

2) BHOCMT B TOCYydapCTBEHHbI pPEecTp FEeKapCTBEHHbIX CPEACTB Ha OCHOBAHUM PELUEHUS O
BHECEHUN  W3MEHEHWA B  [OOKYMEHTbl, CcoAepXalluecs B  perucTpauMoHHOM  [oCbe  Ha
3aperMcTpupoBaHHbIA  NeKapCcTBEHHbIM nNpenapat AOnsa MeOWUMHCKOTO MNPUMEHEeHUsl, HeoGXoAuMble
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N3MEHEHNA N BO3BpaALLaeT UX 3aABUTENIO,

3) BblOaeT 3asBMTEN0 HOBOE PErncTpaumMoHHOE YOOCTOBEPEHME JeKapCTBEHHOro npenaparta B
cnyyae U3MeHeHus CBeeHU, CoAepXKaLLMXCH B HEM.
(n. 3 BBegeH ®PegepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

8. OcHoBaHvMeM p[na oOTkaza BO BHECEHMM W3MEHEHWA B [JOKYMEHTbl, copepXaliuecs B
pPerncTpaumMoHHOM [OCbe Ha 3aperncTpupOBaHHbLIA JEKAapCTBEHHbIA Mpenapat Afsi MeauuMHCKOro
NPUMEHEHNS], ABNSIETCA 3aKMOYeHNe YNOSTHOMOYEHHOTO doeaepanbHOro opraHa UCMONTHUTENbHONM BRacTh
O BO3MOXHOCTU CHWXEeHUs ©e3onacHOCTW, KayecTBa, 3(p(EKTUBHOCTM NEKapCTBEHHOrNO CpeacTBa B
cny4ae BHECEHUS TakuxX M3MEHEHUN.

9. [onyckaeTcs obpallleHne NekapCTBEHHbIX NpPenapaTtoB AN MeOWULUMHCKOro NPUMEHEHUs [0
NCTEYEHMS1 CpoKa rogHOCTU, NPOM3BEAEHHbIX B TeYEHME CTa BOCbMUAECHATM AHEN nocne AaTthbl NPUHATUS
YNONTHOMOYEHHbIM (hefepanbHbIM OpraHoM UCMONHUTENBHOW BNACTW PELUEHUsI O BHECEHUN U3MEHEHUI B
AOKYMEHTbI, CoAepXallMecsi B perncrpaumoHHOM [OCbe, B COOTBETCTBUM C UMHOpMaLUUen,
cofepxallencss B OOKYMEHTax PerucTpauMoHHOro [OOCbe Ha NekapCTBEHHbIM npenapaTt Ao AaThl
MPUHATUS TAaKOro peLLeHus.

(4acTb 9 B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

10. MMpaButenbctBo Poccunckon Pepepaumm BnpaBe YCTaHOBUTb OCOOEHHOCTU BHECEHWUSI
U3MEHEHNA B [OKYMEHTbI, coAepXalmnecsa B PpeructpauuoHHOM [OCbe Ha 3aperncTpupoBaHHbIN
NeKapcTBEHHbIA Mpenapat Ans MEeOUUUHCKOrO MpUMEHEHMs, B criydae AedekTypbl unu  pucka
BO3HMKHOBEHUS OedeKTypbl FEKapCTBEHHbIX MpenapaTtoB B CBA3W C BBEAEHVWEM B OTHOLUEHUMU
Poccuiickon ®enepauun orpaHMunTENbHBLIX MEP 3KOHOMWYECKOro Xapakrepa.

(vactb 10 BBegeHa depepanbHbiM 3akoHoM oT 08.03.2022 N 46-93)

CraTtbsa 31. BHeceHue nameHeHu B AOKYMEHTbI, CoAiepXallMecs B perucTpaumoHHOM AoChbe
Ha 3aperncTprMpoBaHHbIN JIeKapCTBEHHbIN Npenapar AnA BeTepUHaPHOro NpuMeHeHus

1. B Lensix BHECEHUSA M3MEHEHUI B OOKYMEHTbI, coAepXalliMecss B perncTpaumoHHOM AOCbe Ha
3aperncTpupoBaHHbIA NEKApCTBEHHbIN MpenapaTt Afs BETEePUHAPHOro MNPUMEHEHUSs, AepXaTenb Wunm
Bnageney pernctpaumoHHOro YOOCTOBEPEHUs] FIEKAapCTBEHHOro npenapata uiu YnosIHOMOYEHHOE UM
Opyroe ropuavyeckoe nuuo (ganee B HaAcTodAwen cTaTbe - 3asBUTENb) MpencTaBnseT B
YNONHOMOYEHHbLIN hefepanbHblA OpraH WCMAOMHUTENbLHOW BMacTu 3asiBfieHMe O BHECEeHUM Takux
U3MeHeHNn no copme, YCTaHOBMNEHHOW YMOMHOMOYEHHbIM defeparnbHbiM OpraHoM MCMOMHUTENbHOM
BNacTu, W npunaraemble K HeMy W3MEHEeHUs B YKasaHHble [OOKYMEHTbl, a Takke [JOKYMEHThI,
noaTeepxagawowme HeobxoouMOCTb BHECEHMSI TakMx MW3MeHeHun. [lpu HeobxoouMocTM BHeECEHWUs!
U3MEHeHNA B [OKYMEHTbl, cojepXaluneca B permcTpauuoHHOM [0Cbe Ha 3aperncTtpupoBaHHbIN
nekapcTBeHHbIN NpenapaT Ang BeTepUHAPHOro NPUMEHEHUS, B Criydasx U3MeHeHUsa 1 (Mnu) 4oNonHeHns
NPOn3BOACTBEHHOW MMOLaAKN NEKapCTBEHHOINO CPEeACTBa, a TakKe M3MEHEHUs nokasaTernen kadectBa
NeKapcTBEHHOro npenapara Afs BETEPUHAPHOIO MPUMEHEHMS U (MNN) METOLOB KOHTPONS KayecTsa
NeKapcTBEHHOro npenapara Ansi BeTEPMHAPHOro NPMMEHEHMS 3aaBUTENb AOMOMHUTENBHO NpeacTaBnseT
B YMOMHOMOYEHHbIV (hefepanbHbii OpraH UCNONHUTENBHON BNACTK Crieayowme OKYMEHTbI (CBeaeHUs):
(B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 478-$3)

1) cBeeHna o gate npenocrtaBliieHna U pernctpauyMoHHOM HoMepe JnuueH3nn Ha npon3BoacCTBO
NeKkapcTBEHHbIX CpefcTB, MPefOCTaBMEHHON NPOU3BOAWTENID NEKapCTBEHHOro npenapata Ans
BETEPMHAPHOro NPUMEHEHWS], ANsi POCCUACKMX MPOU3BOAUTENEN;

(B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 478-$3)

2) cBedeHus O gaTte NpenocTaBreHust U PEerMcTpaLMoOHHOM HOMEpE NULEH3UM Ha NPOU3BOLACTBO
nekapCcTBEHHbIX CPeacTB, NPEeLOCTaBMNEHHOW Npou3BoAMTEN0  hapmaleBTUYeCcKorM cybcTaHumw,
BXOAsILLIE B COCTaB flekapCTBEHHOro npenaparta Ansi BETEPUHAPHOro MpUMEHEHUs, OIS POCCUNCKUX
npoussoguTenen;

(B pea. PenepanbHoro 3akoHa ot 27.12.2019 N 478-03)

3) Konusa OOKYMeHTa, BblAaHHOIO YNOSIHOMOYEHHbIM OpraHoM CTpaHbl MPOM3BOAMTENS AN KaXKOoM
NPOM3BOACTBEHHOW NOWAAKM JleKapcTBEHHOro npenapata Ans BeTepuHapHOro NpUMEHEHUs U
noATBEPXKAaloLEero COOTBETCTBUE MPOM3BOAUTENS NEeKapCTBEHHOro npenapaTta TpeGoBaHUAM npaBun
Hagnexaiwlen npOU3BOACTBEHHOW TpaKTWKW, M €ro nepeBod Ha PYCCKUA S3blK, 3aBEpeHHble B
YCTaHOBIIEHHOM MOPSAKE, a TakKe KOMUSA 3aKIOYEHNUs1 O COOTBETCTBUM MPOU3BOAMUTENS NEKAPCTBEHHbLIX
cpeactB  TpeGoBaHWSIM  MpaBun  Hagnexalleld  NPOU3BOACTBEHHOW  MPaKTUKW,  BblAaHHOIO
YNONIHOMOYEHHBIM (befepanbHbIM OpraHoM WUCMOMHUTENbHOW BRacTu ANs Kaaol Mpou3BOACTBEHHOIA
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nowaakM nekapcTBEHHOro npernapata ans BETEPUHAPHOIO MNPUMEHEHUS, NMOO KOMUS peLleHust O
NPOBEAEHNN MHCNEKTUPOBAHNS MPOU3BOAUTENS NEKAPCTBEHHBIX CPEeACTB, NMPUHATOrO YrNOSTHOMOYEHHbLIM
denepanbHbiM  OpraHOM  WUCMOMHUTENBbHOM BRacTM AN  KakAoW NPOWM3BOACTBEHHOW Niowagku
NeKkapcTBEHHOro npenaparta Ansi BETEPUHAPHOro NpUMEHEHMs. YKa3zaHHble AOKYMEHTbI NpeacTaBsoTCs
B Cry4ae, ecnM MNpOM3BOACTBO JIEKAPCTBEHHOrO npenapata Afsi BEeTEPUHAPHOro MNPUMEHEHUs!
ocylecTBnseTcs 3a npegenamm Poccuiickon ®epgepauuu;

4) Konusi [OOKYMEHTa, BbIJAHHOMO  YMNOMIHOMOYEHHbIM OpPraHoM CTpaHbl NPOW3BOAMTENS
dapmaueBTU4ECKON cybeTaHumm " noaTBepXxgarLLero COOTBETCTBUE nponssoauTens
dhapmMaLeBTUYECKON CyOCTaHUMM, BXOASLWEN B COCTAB NIeKapCTBEHHOMO npenapata anis BeTEpMHApPHOro
NpUMeHeHNsi, TpebOoBaHNSIM MNpaBU Hagnexallen NpoM3BOACTBEHHOM MPaKTUKWA, M ero nepeBog Ha
PYCCKMA  N3blK, 3aBEpeHHble B YCTAHOBMEHHOM MNOpsigke, B Clnydae, €cnM  NPOU3BOACTBO
hapmavneBTMYECKON CyOCTaHLUMM OCYLLIECTBASIETCA 3a npeaenammn Poccuickon deaepaumn.

(vyactb 1 B peq. PepepanbHoro 3akoHa ot 04.06.2018 N 140-93)

1.1. B cnyyae uameHeHuss n (Mnun) AOMONHEHUS MPOW3BOACTBEHHOW MOLAAKM NEKapCTBEHHOro
cpenctBa OOKYMEHTbI, yka3aHHble B 4YacTu 1 HacToswen cTaTtbW, NPeacTaBnsailoTCs 3asBuUTEnemM B
OTHOLIEHMN U3MEHSIeMONn W (UNn) [AONONHAEMOW MNPOW3BOACTBEHHOW MMOLWAAKN JeKapCTBEHHOro
cpeacTBa. PelleHne 0 BHECEHUN U3MEHEHMIN B JOKYMEHTbI, COAepXallumecs B perMcTpaumoHHOM A0Cbe
Ha 3aperMcTpMpoBaHHbIN NeKapCTBEHHbIN NpenapaT Ans BETepUHApPHOro NpUMeHeHus, nnm ob otkase B
X BHECEHWW MpPUHMMaeTCs B Cryy4yae HeobXoaAMMOCTVM NpPOBEAEHMS JKCNEepTU3bl JIeKapCTBEHHOro
CcpeacTBa B CpOK, He NpeBbllalownii AeBsaHocTa paboumx AHeln, a B OCTalbHbIX Crydasx B CPOK, He
npeBbIWaWmMin Tpuauatn pabodmx AHewn co AHA NPUHATUS YNONIHOMOYEHHbIM dedepanbHbIM OpraHom
WCMNOMHMTENBHOW BNACcTW 3a8BMEHNSI O BHECEHNW TaKUX U3MEHEHUN.

(vacTb 1.1 BBegeHa PegepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

1.2. B cnyyae peopraHusauum gepxatens wnv Brnagenbua perncTpauuoHHOro YAOCTOBEpPEHMUS
neKkapCTBEHHOro npenaparta Ans BETEPUHApPHOro MpUMEHEHUs, pa3paboTyMka unu npov3BOAUTENS
nekapcTBeHHOro npenapata Ang BeTepUHapHOro NPUMEHEHWsS B 3asiBNEHUW O BHECEHUU U3MEHEHUN B
OOKYMEHTbI, coAepxaluecs B pPermcTpauuoHHOM [0Cbe Ha 3aperucTpupoBaHHbIA NeKapCTBEHHbIN
npenapaT Ons BeTEpPUMHAPHOro NPUMEHEeHWs, YKasblBaloTCA [aHHble AOKYMeHTa, NnoATBepXaatoLlero
BHeCeHWe COOTBETCTBYIOLLMX M3MEeHeHUN B EAuHBIA rocydapCTBEHHbIM peecTp opuandeckux nuy (ong
opraHu3auumn, 3apermcTpMpoBaHHbIX Ha Tepputopun Poccuiickon ®egepauun), unu MHOrO AOKYMEHTA,
NOATBEPXKAAIOLEro peopraHmM3aumio puanyeckoro nuua (ans opraHu3auuin, He 3apermcTpupoBaHHbIX
Ha TeppuTtopun Poccuickon Pepepaumm). 3asiBNeHMEe O BHECEHUN W3MEHEHWA B OOKYMEHTbI,
cogepxalimecs B perucTpaumMoHHOM AOCbe Ha 3aperncTpuMpoBaHHbIN feKkapCTBEHHbIW npenapaTt Ans
BETEPMHAPHOro MPUMEHEHUSH, U Npunaraemble K Hemy OOKYMEHTbI NPeACTaBNAlTCA B YNOMNHOMOYEHHbIN
dedepanbHbI OpraH UCMOMNHUTENBHOW BriacTU He No3gHee YeM Yepes TpuauaTb paboymx gHen co aHA
BHECEHWs1 COOTBETCTBYIOLLMX U3MEHEeHUn B EAWHBIA rocydapCTBEHHbIM peecTp opuanydeckux nuy (ans
opraHusauui, 3aperMcTpupoBaHHbIX Ha TeppuTopun Poccunckon depepaumu) mnm co OHA MPUHATUS
COOTBETCTBYIOLLLErO [OOKYMEHTa, MOATBEepXAaloLWero peopraHusauuio pugudeckoro nuvua (ans
opraHusauui, He 3apermcTtpupoBaHHbIX Ha TeppuTtopun Poccunckon ®egepauun). B cnydae
peopraHusauuu Jepxartens wnu Bnagensua perncTpaumoHHOro YAOCTOBEPEHUS feKapCTBEHHOro
npenapaTta Ons BeTEepMHapHOro MNpPUMEHEHUS 3asiBfleHUe O BHECEeHUM WU3MEHEHWA B [OOKYMEHTbI,
cogepxalimecs B perucTpaumMoHHOM AOCbe Ha 3aperncTpuMpoBaHHbIN feKkapCTBEHHbIW npenapaTt Ans
BETEPMHAPHOIO MPUMEHEHWs, MOAAEeTCH PUOANYECKMM NWLOM, KOTOPOMY B XO4E peopraHu3aumm
nepegaHo nNpaso BrageHnsi TakuMm PermcTpaumoHHbIM YAOCTOBEPEHNEM.

(vacTb 1.2 BBegeHa PepepanbHbiM 3akoHoMm oT 02.08.2019 N 297-93)

2. B cnyyae BHeceHVs M3MEHeHU B OOKYMEHTbI, coepxalimecs B perucTpaumMoHHOM [OCbe Ha
3apernMcTpupoBaHHbIN  NIEKAPCTBEHHLIA Npenapat ANa BETEPUHAPHOro MPUMEHEHUs, B OTHOLUEHWMU
CBefleHUN, yKasaHHbIX B nognyHkrax "e", "x", "k", "n", "H", "c", "X" nyHkta 7 4vactm 3 crtatbu 17
HacTosiero PenepanbHOro 3akoHa, M3MEHEHUA U (UNu) AOMOSTHEHUS MPOM3BOACTBEHHOM NOLAOKM
NEKapCTBEHHOrO CPEACTBa, a Takke B Crlydae U3MEHEHWsl MnokasaTenen kadecTBa JieKapCTBEHHOMO
npenapaTta /i BETEPMHAPHOrO MPUMEHEHUS N (UNM) METOOOB KOHTPONSA KayecTBa JIeKapCTBEHHOro
npenapaTta gnsi BETEPMHAPHOIO MPMMEHEHMSI NPOBOAUTCS 3KCMepTM3a fIeKapCTBEHHOIO CpeacTBa Ans
BETEPMHAPHOrO MNpuMMeHeHusi. B cnyyae HeobxoOuMOCTM BHECEHMSI UHBIX U3MEHEHWA B OOKYMEHTHI,
coepxalimecss B perucTpaumMoHHOM [OCbe Ha 3aperMcTpuMpoBaHHbIN NEKapCTBEHHbIM npenapart Ansi
BETEPUHAPHOIO NPUMEHEHMUS, SKCMEPTM3a NEKAapCTBEHHOrO CpeacTBa Ansi BETEPUHAPHOIO NMPUMEHEHUS
He NPoOBOAMTCA.

(B pea. PenepanbHbix 3akoHOB OT 22.10.2014 N 313-®3, o1 22.12.2014 N 429-03)

3. 3agABuTenb BrnpaBe MNpPeacTaBUTb MO COBGCTBEHHOW WHMUMATMBE BMECTe C 3asBMeHWem o
BHECEHUN  U3MEHEeHWA B  [OKYMEHTbl, codepXalmecs B  pPerucTpaLMoHHOM  [0Cbe  Ha
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3aperncTpupoOBaHHbIV NIEKAPCTBEHHbINA Npenapart AN BETEPUHAPHOro NPUMEHEHUS, KOMUN OOKYMEHTOB,
noATBEPXXAAKLWMX ynnaTy rocygapCTBEHHOM MOLUUHBI 3a BHECEHME B AOKYMEHTHI, codepXalimecsi B
perncTpaumoHHOM [OCbe Ha 3aperncTpuMpoBaHHbIA JEKAPCTBEHHbIM NpenapaTt O BeTepUHapHOro
NPUMEHEHNST, W3MEHEHUN, TPeOyLWMX MPOBEOEHNA 3KCNEepPTM3bl JIEKAPCTBEHHOrO CpeAcTBa, Wnu
M3MEHeHNn, He TpebyloWmnx npoBedeHUss 3KCMepPTU3bl JeKkapCTBEHHOro cpeactea. B cnyuae
HeobXxooMMOCTN  M3MEHEHMSI CBEOEHWUN, CoAepXallMxcs B PEerucTpauuMoHHOM  YOOCTOBEPEHUU
nekapcTBEHHOro npenapara Ans BEeTEePUMHAPHOro MpPUMEHEHMUS!, C 3asiBfieHUeM, yKa3aHHbIM B 4acTtu 1
HacTosLLen cTaTby, 3asdBUTENb BNpaBe NpeacTaBUTb MO CODCTBEHHOW MHMLMATUBE KOMUIO LOKYMEHTA,
noATBepXAaloLLero ynnaty rocygapCTBEHHON MOLUNUHBI 3a BblAavy PermcTpauuoHHOro yooCTOBEpPEHUs
nekapcTBeHHOro npenapara. 3asBuTenb BNpaBe NpeacTaBUTb N0 COOCTBEHHON MHULMATMBE CBEOEHUS O
NMUEH3NAX, YKasaHHble B NyHKTax 1 M 2 vactm 1 HacTosllen cTaTtbM, a Takke BblaaBaeMble
YNONIHOMOYEHHbIMW  (hbefeparnbHbIMM  OpraHaMu  UCMOSNHUTENbHON BNAcTW OOKYMEHTbl, YKa3aHHble B
nyHkTe 3 yactu 1 HacTosilen ctaTtbn. B cnyvyae HenpeacTaBneHUsl ykasaHHbIX OKYMEHTOB (CBEAEHMWI)
YNOSTHOMOYEHHbIV (befepanbHbIi OpraH MCMOSTHUTENbHONM BRacTy 3anpalumBaeT ykasdaHHble JOKYMEHTbI
(cBeaeHus) B nopsigke MeXBeLOMCTBEHHOIO MHOPMaLIMOHHOIO B3aUMOAENCTBUS.

(4acTb 3 B pen. PepepanbHoro 3akoHa ot 27.12.2019 N 478-03)

4. B cpok, He mpeBblWwatoWwmn gecatn paboumx gHew Co OHS MOCTYNSIeHUs yKasaHHOro B 4actu 1
HacTosILLEeN CTaTbM 3asABEeHNs M HeobXoAMMbIX AOKYMEHTOB, YNOMHOMOYEHHbIV heaepanbHbll opraH
WCMNOMHMTENbHOW BNacTu:

1) NpoBOAUT NPOBEPKY MOMHOTbLI U JOCTOBEPHOCTW CBEAEHWI, COAEPXKaLLUUXCA B NpeACcTaBEeHHbIX
3asBUTENEM JOKYMEHTaXx;

2) TMpUHUMaeT pelleHne O TNPOBeAeHWM IKCMepTU3bl JeKapCTBEHHOro cpeactea  Ans
BETEPMHAPHOro NpMMeHeHus U o6 oTkase B ee NPOBeAEHNM;

3) yBegomnsieT B NCbMEHHOW hopMe 3asiBUTENS O MPUHSATOM PELLUEHUW UMW B criydyae NpUHATUS
pelweHnss o6 oOTKaze B MPOBEAEHUM SKCNEPTM3bl JeKapCTBEHHOrO CpeacTBa Ans BeTepuHapHOro
NPUMEHEeHNs C yKasaHnem npuYnH Takoro oTkasa.

4.1. B cny4yae BbISiBNeHUS HEAOCTOBEPHOCTU U (MNK) HEQOCTAaTOMHOCTU CBEAEHWIN, COAepXKaLLMXCs
B NpeacTaBfeHHbIX 3asBUTENeM AOKYMEHTaXx, YNOMHOMOYEHHbIN dheaepanbHbIi opraH UCMOSHUTENbHON
BMacTy HanpasnseT 3asBuTemNo 3anpoc 00 YTOMHEHUW YyKa3aHHbIX CBedeHuin. 3anpoc MoxeT ObiTb
nepegaH ynosiHOMOYEHHOMY NPeACTaBUTENIO 3asBUTENS MO PacnuvcKy, HanpasfeH Mo MoyTe 3akasHblM
NMMCbMOM WNK NepefaH B 3MeKTPOHHOW dopme Mo TeNeKOMMYHWUKALUMOHHBIM KaHanam cBasu. B cnydae
HanpaeneHuns 3anpoca 06 YTOYHEeHUW yKa3aHHbIX CBEOEHUI MO MoYTe 3akasHbIM MUCbMOM OH CYMTaeTcs
MOsy4YeHHbIM MO UCTEYEHUU LLIECTN AHEN C AaTbl HanpaBneHNs 3akasHoro nucbMma.
(vacTb 4.1 BBegeHa PepepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

4.2. 3asButenb 00s13aH NpeacTaBUTb OTBET Ha 3anpoc YNOMHOMOYEHHOro heaepanbHOro opraHa
WCMOMHMTENBHOW BfacTU B CPOK, He MPEBbILLAWMIA OeBAHOCTa paboumMx AHEN CO OHA MOMyYeHus
AaHHoro 3anpoca. Cpoku, ykasaHHble B YacTu 1.1 HacToseln cTtaTbu, NPUOCTaHaBMMBAKTCA CO AHS
HanpaBneHusl 3asiBUTENIO 3anpoca YNorHOMOYEHHOro hefepanbHOro opraHa UCMOMHUTENBHOW BNAacTy
0O [HSA MonyyYeHWst oTBeTa Ha [AaHHblA 3arnpoc M He YYUTbIBAKOTCS NPU UCHUCIIEHUM CpoKa MPUHSATUSA
pELLUEHNS O BHECEHUN MW3MEHEHUN B [OOKYMEHTbl, COAEPXAaLUMecsi B PErMCTPaLMOHHOM [0Cbe Ha
3aperMcTpMpOBaHHbIN NEKapCTBEHHbIV Npenapar As BETEPUHAPHOIO NMPUMEHEHUS.

(vacTb 4.2 BBegeHa PepepanbHbiM 3akoHOM oT 04.06.2018 N 140-$3)

5. OcHoBaHMEM pfnsi oOTkasa B NPOBEAEHUM IKCMEepPTU3bl NEeKapCTBEHHOrO cpeacTBa AN
BETEPUHAPHOTO MPUMEHEHUSI SIBMSIETCA NpeacTaBfeHe [OOKYMEHTOB, YKasaHHbIX B Yactax 1 u 3
HacTosILLelN cTaTby, B HEMONHOM OGbeMe UNM OTCYTCTBME B NPEACTaBMNEHHbIX JOKYMEHTaX AOCTaTOUHbIX
CBEeAeHWI, MOoATBepXAarlWmx HeobXoAMMOCTb BHECEHMSI W3MeHeHWi, nubo HenpenacTaBreHue
3asiBUTENEM B YCTAHOBIEHHbIA CPOK OTBETA Ha YyKasaHHbli B 4acTu 4.1 HacTosilen cTtaTbl 3anpoc
YNosIHOMOYEHHOro deeparibHOro opraHa UCMNoNHUTENbBHOM BNacTw.

(B peq. PepepanbHoro 3akoHa ot 04.06.2018 N 140-93)

6. OKcnepTM3a NekapCTBEHHOINO CPEeACTBa AN BETEPMHAPHOrO MPUMMEHEHUSI B LENsSX BHECEHUS
MU3MEHEHUA B [OOKYMEHTbl, COAEepXallMecss B PErncTpauuMoHHOM [0Cbe Ha 3aperncTpyvpoBaHHbIN
nekapCTBEHHbI npenapat Afs  BeTEepUMHApPHOro NPUMEHEHUsl, OCYLLeCTBNSeTCs B  MOpsiake,
YCTaHOBIEHHOM cTaTbel 24 HacTosiwero deaepanbHOro 3akoHa.

6.1. B cpok, He npeBblaOWmin AecaTn paboynx AHEN CO OHS MONMyYeHUs 3aKmyYeHnss KOMUCCUm
3KCNepToB MO pe3yrbTaTaM YKa3aHHOM B 4acTuM 2 HaCTOAWEW cTaTbM IKCMEpPTM3bl, YNOFHOMOYEHHbIN
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deaepanbHbI opraH UCNOSTHUTENBHOW BRacTu:
(B peqn. PepepanbHoro 3akoHa ot 02.08.2019 N 297-03)

1) NpYHUMaeT peLleHne O BHECEHUU W3MEHEHUA B [OOKYMEHTbl, COAepxawmecs B
PErMCTPaLMOHHOM [OCbe Ha 3aperMcTpMpOBaHHbLIN JflEKapCTBEHHbI MNpenapaTt Ansi BeTepuHapHOro
NPUMEHeHUs1, U 06 oTkaze BO BHECEHWUMN TaKUX N3MEHEHWIA;

2) BHOCUT B rOCYOapCTBEHHbIA peecTp feKapCTBEHHbIX CPeaCcTB Ha OCHOBAHWM peLUeHns o
BHECEHUN  U3MEHEHUA B  OOKYMEHTbl, codepxalmecs B  perucTtpauMoHHOM  [OCbe  Ha
3aperucTpupoOBaHHbIA NEKAPCTBEHHbIV Mpenapat AN BEeTEepUHApPHOro MPUMEHEHUs, Heobxoanmble
N3MEHEHNsI 1 BO3BpALLAET 3TU JOKYMEHTbI 3adABUTENIO;

3) BblaaeT 3asBUTENO HOBOE PEerMcTpaLMoHHOe YOOCTOBEPEHME NeKapCTBEHHOro npenaparta ans
BETEPVMHAPHOIO MPUMEHEHMUS B CnyvYae HeobXoauMOCTU M3MEHEHUS CBEAEHWI, COAEPXKALLUNXCS B HEM, C
COXpaHeHMeM HOMepa paHee BblJAHHOrO PEermcTpauMoHHOro  YOOCTOBEPEHUSI  NEeKapCTBEHHOMO
npenapata Ans BeTEPUHAPHOro NPUMEHEHUS.

(n. 3 BBeaeH PepnepanbHbiM 3akoHoM oT 02.08.2019 N 297-93)
(4acTb 6.1 BBegeHa dPepepanbHbiM 3akoHoM oT 22.10.2014 N 313-93)

6.2. B cny4yae BHeceHWs U3MEHEeHU B JOKYMEHTbI, coaepXallnecs B permcTpaLuuoHHOM AOoCbe Ha
3aperucTpupoOBaHHbIA  NEKApPCTBEHHbIN npenapat ANs  BETEepUMHApPHOro MNPUMMEHEHWs, B  4acTw,
Kacalllencs MW3MeHeHMs W (MnM) JOMOSHEHWMS NPOW3BOACTBEHHOW MNMOLWAAKM  JeKapCTBEHHOro
npenaparta, Npu NpeacTaBneHun 3asBMTeNeM B COOTBETCTBMU C NMYHKTOM 3 YacTu 1 HacToswen cratbu
KONUW peLleHnst YNONTHOMOYEHHOro dedepanbHOro opraHa MCNOSMHWUTENBHOM BRactn O NpoBeAeHMU
WHCNEKTUPOBAaHWSA NPOM3BOAMTENS NEKapCTBEHHbIX CPEACTB CPOK, yKasaHHbI B 4YacTu 6.1 HacToswewn
cTaTby, MPUOCTaAHABMNMBAETCH CO AHSA MONYYEHWS 3aKOYEeHUS KOMUCCUWM 3KCMEPTOB A0 AHA MPUHATUA
YNOSTHOMOYEHHbIM (heepanbHbiM OpraHoM MCMNOMHUTENBHOW BRacTW pelleHus o Bblgaye unu ob otkase
B Bblaye 3aKNioYeHUs O COOTBETCTBMN NPOM3BOANTENS NEKapCTBEHHbIX CpeacTB TpeboBaHUaM npasBun
Hagnexallen Npon3BOACTBEHHON MPAKTUKW, HO He bonee YeM Ha CTO BoceMbAecAaT paboumx AHeN.
(vacTb 6.2 BBegeHa PepepanbHbiM 3akoHOM oT 04.06.2018 N 140-93)

7. OcHoBaHMeM pAns OTka3a BO BHECEHMM W3MEHEHWA B [OOKYMEHTbl, copepXxalinecs B
pPErucTpaunoHHOM [OCbe Ha 3aperMcTpUpOBaHHbIA JIEKAPCTBEHHBLIN npenapat And BeTepuHapHOro
NPUMEHEHNS, B Crny4asix, He TpebytoLmx NpoBeAeHUsT SKCNEPTU3bI NIEKAPCTBEHHOIO CPeacTBa, sIBNsAeTCA
npeacTaBneHne OOKYMEHTOB, yKasaHHbIX B YacTsax 1 M 3 HacTosilweln ctaTbl, B HENONMHOM OObeme mMnu
OTCYTCTBME B MpPeAcTaBMeHHbIX AOKYMEHTax CBeOEeHUN, KOTOpble AOIMKHbI OblTb B HUX OTPaXeHbl, NMMbo
HenpeacTaBneHne 3asiBUTENIEM B YCTAHOBIIEHHbIN CPOK OTBETA Ha ykasdaHHbIM B 4acTu 4.1 HacTosLen
cTaTbM 3anpoc yNomHOMOYEHHOro hefepanbHOro opraHa UCMOMHUTENBbHOM BNacTy.

(vacTb 7 B peq. PenepanbHoro 3akoHa ot 04.06.2018 N 140-d3)

7.1. OcHoBaHWeM pAnd oTka3a BO BHECEHUMU MW3MEHEHUA B [OOKYMEHTbl, codepxalimecs B
pervcTpaumoHHOM [OCbe Ha 3aperMcTpyMpoBaHHbIN JfIeKapCTBEHHbLIM MNpenapaTt Ansi BeTepyMHapHOro
NPUMEHEHNS, B Cryyasix, TPeOylLMX NpoBedEeHMs 3KCNepTu3bl NEKapCTBEHHOrO CPeACcTBa, ABMSETCA
3aKMYeHe YNOSIHOMOYEHHOTO dpefepanbHOro opraHa WCMNOMHMTENBbHOW BMAcTM O BO3MOXHOCTU
CHWXeHnsa 6e3onacHoCTU, KayecTBa, ah(PEeKTMBHOCTM NEKapCTBEHHOrO Npenapara BCNeACTBUE BHECEHMS
N3MEHEHWU B YKa3aHHble JOKYMEHTbI, OTKa3 YNOSIHOMOYEHHOro dhedeparnbHOro opraHa UCNoTHUTENbHOM
BMNacTu B BblAaye 3ak/oYeHUs O COOTBETCTBUM NPOU3BOAUTENS NEKAPCTBEHHbIX CPeACTB TpeboBaHMsAM
npaBun Hagnexawen npou3BOACTBEHHON MPaKTUKA B Cry4yae W3MEHEeHUs u (unu) [OMOSHEeHWs
NPOM3BOACTBEHHOW MIOWAaAKN JIEeKAapCTBEHHOro npenapara, ecnv MpPou3BOACTBO J1IE€KapCTBEHHOrO
npenapaTa 4ns BETEPUHAPHOro NpuMEHeHUs1 OCYLLLECTBIISIeTCA 3a npegenamu Poccuinckon deagepaumu,
U OTCYTCTBUE ITOrO 3aKINIOYEHNS.

(yacTb 7.1 BBegeHa dPepepanbHbiM 3akoHOM oT 04.06.2018 N 140-$3)

8. HonyckaeTcs obpalueHne nekapCcTBEHHbIX NpenapaTtoB ANA BETEPUHAPHOrO MPUMEHEHUs A0
UCTEYeHUs cpoka rogHoOCTU, NPOU3BEAEHHbIX B TeYeHMe CTa BOCbMUOECATM OAHEN Mocre AaTtbl NPUHATUS
YNONMHOMOYEHHbIM deiepanbHbIM OPraHoOM UCMOSTHUTENBHOW BacTy peLleHnss O BHECEHUN U3MEHEHUN B
OOKYMEHTbI, cofepXallmecs B perncTpaLmoHHOM [OCkbe Ha flekapCTBEHHLIN npenapaT, B COOTBETCTBUMU C
WHopmMaumen, coagepxallencs B JOKYMEHTax perucTpaumMoHHOro A0Cbe Ha feKkapCTBEHHbIN npenapar
00 AaTtbl NPUHATMSA TAKOro peLLeHus.

(vacTb 8 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

CraTtbsa 32. OTMeHa rocyfapCTBEHHOM perMcTpauum nekapcTBEHHOro npenapara

PeweHne 06 otmeHe rocyp,apCTBeHHoﬁ perncTpaunmn nekapCTtBeHHOro npenapata n UCKN4eHnn
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NeKapCcTBEHHOrO npenapata M3 rocy[apCTBEHHOIO peecTpa JleKapCTBEHHbIX CPEeACTB NpUHUMMaeTcs
YNONHOMOYEHHBLIM heaepanbHbIM OpraHoM UCMOMHUTENbHON BNacTy B criyyae:

1)  npedcTaBneHUst  COOTBETCTBYIOLUMM  YMOSHOMOYEHHbIM  ddefepanbHbiM  OpraHoMm
WCMONHUTENBHON BMacTU 3akMloYeHUss O pucke unu ob yrpose 340POBbI0, XKMU3HWM YeroBeka Wnu
KMBOTHOTO MpX MPYMEHEHUN NEKApCTBEHHOro npenaparta, NpeBblllalowmx ero ap@eKTUBHOCTb, MO
pesynbTaTtam OCYLLECTBSEMOro UM MOHUTOPUHIa 6e30MacHOCTM NeKapCTBEHHOMO Npenapara;

2) nogayn pepxkartenem wunu BnagenbLemM PerMcTpaumMoHHOrO YOOCTOBEPEHUSI NEKAPCTBEHHONO
npenapata WM YNOMIHOMOYEHHbIM WM  APYTMM  OPUAMYECKMM JMLOM  3asBreHust o0 OTMeHe
rocyaapcTBEHHOW perucTpaunm nekapcTBEHHOIo NpenapaTa;

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

3) HenoaTBEpPXAEHMST rOCYOapPCTBEHHOW perncTpauuyn NekapcTBEHHOrO npenapaTa no UcTeyveHum
CpoKa AeNCTBUSA permcTpaumoHHOro yaooCTOBEPEHMS, BbiAAHHOTO Ha NATL NeT;

4) HenpeacTtaeneHus 3asBuTenem UMHgopmauun, KoTopas MOXeT nosneyb 3a cobon
HeobX0AMMOCTb BHECEHVS M3MEHEHWN B AOKYMEHTbl, COAepXaluMecs B PerncTpaurMoHHOM AOCbe Ha
3aperucTpupoOBaHHbIA  MEKapCTBEHHbIM MpenapaT, B TedeHue Tpuauatm paboumx AHen Co AHA
HaCTYMMNEHUs 3TUX U3MEHEHWN;

5) ocylwecTBneHUs rocyaapCTBEHHOW perncrTpauumn rekapcTBeHHOro npenapaTta nog TOProBbiM
HaVMEHOBaHUEM 3apermcTpupoBaHHOrO paHee Mo 3TMM TOProBbIM HaMMEHOBaHWEM NEeKapCTBEHHOro
npenapaTta, OTNMYaloLLIEroCcst KAYeCTBEHHBbIM COCTAaBOM AEMCTBYIOLLMX BELLECTB;

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

6) ocyLeCcTBNEHUS rOCyAapCTBEHHOW permcTpaumm O4HOro M TOro e fekapCTBEHHOro npenapaTa
B OTHOLUEHUW OZHOrO W TOrO Xe JAepxaTens wnu Bragenbua perncTpalyoHHOro YA4O0CTOBEPEHMUS
nekapCTBEHHOrO npenapata B Buae [OBYX M Oonee neKkapCTBEHHbIX NpenapaTtoB Mo pasfnyHbIMU
TOProBbIMY HAUMEHOBaHUSAMU;
(n. 6 B pea. PegepansHoro 3akoHa ot 04.06.2018 N 140-93)

7) BblHECEHMs CYOOM pelleHnss O HapyweHuM npaB npaBoobnagaTtenss o6bekToB
WHTENNEKTyanbHOW COGCTBEHHOCTM NpU 06paLleHN NekapCTBEHHbIX CPEACTB;

8) oTcyTCcTBMS NEekapCTBEHHOro npenapaTta B obpaweHun B Poccuinckon depepaumm B TeveHue
Tpex n bonee ner;
(n. 8 BBegeH ®eaepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

9) HeBbINOMHEHUA JdepxaTtenem WNW  BRagenbLeM  PerucTpauuMoHHOro  yoOCTOBEPEHUS
nekapcTBEHHOro npenapara NnMéo ynosIHOMOYEHHbIM UMW OPYTUM HOPUANYECKUM NMLIOM MEPONPUSTURA MO
obecneyeHnto  6e30MacHOCTM  NIEKAPCTBEHHBIX MpenapaTtoB, YCTAHOBMEHHbIX  YMOFHOMOYEHHbIM
degepanbHbIM  OpraHOM UCMOMHUTENBHOW BracTu B COOTBETCTBUM C 4vactamu 3 u 4 cTtaTbm 64
HacTosero PefepanbHOro 3akoHa, B pamMmkax oCcyLLeCTBeHus hapmakoHaasopa;

(n. 9 BBegeH deaepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

10) oTkasa pepxaTtensa unu Bragenbua pPerucTpaumMoHHOro YAOCTOBEPEHWUSI NeKapCTBEHHOro
npenapata nMbo YMNOMHOMOYEHHOr0 WMW APYroro PUANYECKOro nuua OT BHECEHUS W3MEHEHUN B
WHCTPYKUMIO MO MNPUMEHEHUIO TEKapCTBEHHOro rnpenapara, KacaloWUXCs HOBbIX MNOATBEPXAEHHbIX
AaHHbIX O TOM, YTO PUCK MPUYNHEHMA Bpeda 300POBbLI0 YENoBeKa Ui XMBOTHOrO BCNeacTBue npuema
nekapcTBeHHOro npenapara npesbilaeT 3PHEKTUBHOCTL €ro NPUMEHEHNS.

(n. 10 BBegeH degepanbHbiM 3akOHOM OT 22.12.2014 N 429-93)

KoHcynbTaHTln0C: npumeyaHue.
C 01.01.2026 cTt. 32 gononHsetcs n. 11 (®3 o1 27.12.2019 N 475-03).

CraTtbs 33. locyaapCcTBEHHbIN peecTp NieKapCTBEHHbIX CPeacTB

1. Focyp,apCTBeHHbuZ peecTp IneKapCTBEHHbIX CpPeaACTB COOEepXUT nepedvYeHb J1eKapCTBEHHbIX
npenaparos, npowenlwnx rocygapCrBeHHyr perncrtpaduio, nepeyyeHo (*)apMaLl,eBTW—IeCKMX Cy6CTaHLI,I/IIZ,
BXOOALLNMX B COCTaB JIeKapCTBEHHbIX NpenapaTtoB, 1 cneayoLlyo MHd)OpMaLI,MIO:

1) B OTHOLLUEHNN NeKapCTBEHHbIX NpenapaToB:
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a) HauMeHOBaHME IeKapCTBEHHOro npenapata (MexayHapoOHOe HenaTeHTOBaHHOE, WIu
rPYNNMpPOBOYHOE, U XMMUYECKOE U TOProBOE HAaNMEHOBaHUS);
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6) nekapcTBeHHasi popma C yka3aHMeM A03UPOBKM NEKAPCTBEHHOIO npenapaTta u ero KonmyecTea
B NOTPEOUTENBCKOW yrakoBKe;

B) HauMMeHOBaHWe fgepxaTensa unuM  Bragenbla  perucTpauyMoHHOrO  YAOCTOBEpPEeHUst
rniekapCTBEHHOro npenapara v CBeAeHUs 0 permctpaummn gepxaTtens unv Bnagenbua perncTpaunuoHHoro
yOOCTOBEPEHUS  JIEKApCTBEHHOrO Mpenapata Ans  MEeAMUUHCKOrO  MPUMMEHEHWss B KavecTse
HanoronnartenbLyKa B CTpaHe perncTpaumm (4ns poCCUACKUX IPUONYECKUX NUL - MOEHTUMUKALNOHHBIN
Homep HanoronnaTtenswuka (MHH), NS wMHOCTpaHHBLIX HOPUAMYECKMX MWL - CTpaHa perncrpauuu,
HanMeHOBaHMe PErMcTPUPYHOLLLErO opraHa, permcTpauuoHHbIN HOMEP, Koa Hanoronnartenbliuka B CTpaHe
perncTpaumm (UHKoprnopawun) unm ero aHanor);

(nn. "B" B pea. ®egepanbHoro 3akoHa oT 28.12.2017 N 425-93)

r) HaMMmeHoBaHWe W agpec Mpou3BOOMUTENS NEKapCTBEHHOro mnpenapata W CBeAeHus O
perucTpauum nNpousBoavTens NekapCcTBEHHOro npenapaTta Ansa MeauuUMHCKOro NpYMeHeHUst B KavecTBe
HanoronnaresnbluMKa B CTpaHe pernctpaumnm (4ns pOCCUNCKMX IOPUANYECKMX UL, - MOEHTUDUKALMOHHbIN
Homep Hanoronnatenswmka (MHH), OnNS WMHOCTpaHHbIX HPUAMYECKUX MWL - CTpaHa perucTpauum,
HaMMeHOBaHVe PerncTpupyoLLero opraHa, permcTpaumMoHHbI HOMep, KoA HanoronnaTenbLinka B CTpaHe
pervctpaumm (MHKopnopawummn) unm ero aHanor);

(nn. "r" B pea. PegepanbHoro 3akoHa ot 28.12.2017 N 425-03)

O) apmakoTepaneBTuyeckas rpynna, kKog FeKkapCTBEHHOro npenaparta Mo  aHaToMo-
TepaneBTMYECKO-XMMUYECKON  Knaccudmkauun,  pekomeHaoBaHHoW  BcemupHon — opraHusaumen
30paBOOXpPaHEHUS;

(mn. "g" B peg. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-93)

€) NokasaHus 1 NPOTMBOMOKa3aHNs K MPUMEHEHUIO NIEKAPCTBEHHOMO Npenapara;
X) NoGOYHbIE ENCTBUS NEKAPCTBEHHOrO Npenapara;

3) CPOK FO4HOCTW flekapCTBEHHOIO Npenapara;

N) YCNOBWsI XpaHEHUS NNeKapCTBEHHOTO npenapara;

K) yCroBuWs OTNycKa NlekapCTBEHHOro npenapaTa;

n) Homep dpapMakonemHom cTaTbM WM B Cnydae ee OTCYTCTBUS HOMEP HOPMaTUBHOM
AOKYyMeHTauummn nnbo HopMaTUBHOIO JOKYMEHTa;

M) [aTa rocyfapCTBEHHOW perucrtpauuy nekapcTBEHHOro npenapaTa U ero perncTpauyoHHBbIN
HOMep, JaTa 3ameHbl PerncTpauMoHHOrO YAOCTOBEPEHUSI NEKapCTBEHHOrO npenaparta Ha GeccpoyHoe
perucTpaumMoHHoe YOOCTOBEPEHME JIeKapCTBEHHOrO npenapata, fgata nojadv  3asiBleHust O
noareepXxaeHun FOCyﬂ,apCTBeHHOVI perncrtpauunmn leKapCTBEHHOIo npenaparta, aaTta OTMEHbI
rocyaapCcTBEHHOW perncTpauum nekapcTBEHHOro NpenapaTa;

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

H) Ka4yeCTBEHHbI COCTaB W KONMYECTBEHHLIN COCTAaB AEWCTBYIOLUMX BELLECTB UM KA4yeCTBEHHbIN
COCTaB BCNoMoraTenbHbIX BELLLECTB JIeKapCTBEHHOro npenapara;
(nn. "H" BBeaeH d®egepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

0) HdopMaLms 000 BCeX pa3peLleHHbIX BUaax BTOPUYHOW (MOTPEOUTENBCKON) YNaKkoBKMY;
(nn. "o" BBeaeH ®egepanbHbIM 3akoOHOM OT 22.12.2014 N 429-$3)

n) gata NPUHATUS pelleHus O BO3MOXHOCTW paccMaTpuBaTb NeKapCTBEHHbIN npenapaT npu
rocygapcTBEHHOM perucTpauMum B KayecTBe OpgpaHHOro  JlekapCTBEHHOro npenapata  (ans
neKkapcTBEHHbIX NpenapaTtos Ans MeauLMHCKOro NpuMeHeHust);

(mn. "n" BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pea. degepanbHOro 3akoHa oOT
27.12.2019 N 475-93)

p) HanuMune IneKapCTBEHHOro npenapata B MNEpPeYHEe XMU3HEHHO HEOOXOOUMbBIX UM BaXKHEMLLMX
nekapcTBeHHbIX NpenapaToB (AN NekapcTBeHHbIX NpenapaToB Anst MeAULUHCKOro NPUMEHEHUS);
(nn. "p" BBegeH depepanbHbIM 3akOoHOM OT 22.12.2014 N 429-03; B pen. PenepanbHOro 3akoHa oT
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27.12.2019 N 475-93)

C) Hannyne B NEKaApCTBEHHOM MNpenaparte HapKOTUYECKUX CPEACTB, NMCUXOTPOMHbIX BELLECTB U UX
NpekypcopoB, nognexawmx KoHTporo B  Poccunckon ®depepaumu, B COOTBETCTBUM  C
3akoHogaTtenbcTBoM Poccuiickon depepaumun, mexayHapoaHsiMu gorosopamu Poccuiickon ®enepaumn,
B TOM uucne EpuHom KoOHBeHUMen O HapkoTumyeckmx cpeactsax 1961 rogpa u KoHBeHumen o
NcuMxoTponHbIX Bewectsax 1971 roaa;

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

T) uWHpopmMaumMa O TOM, SABNAETCA NN [aHHbIA NEeKapCTBEHHbI npenapaTt pedepeHTHbIM
rnekapCTBEHHbIM NpenapaTomMm;
(nn. "t" BBeaeH denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

y) cBefeHus O nopadve 3asiBNEHUSs O BHECEHUW W3MEHEHWA B [OKYMEHTbl, coAepKalimecsi B
PErMcTpaLnoHHOM A0Cbe Ha NeKapCTBEHHbIV Npenapar;
(nn. "y" BBegeH ®PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

&) yrpatun cuny ¢ 1 mapta 2020 roga. - PegepanbHbin 3akoH OT 27.12.2019 N 475-03;

X) CPOK BBEAEHWS NEeKapCTBEHHOro npenapaTa B rpaxaaHckuii 06opor;
(nn. "x" BBegeH PepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

2) B OTHOLIEHUN hapMaLlEBTUYECKUX CyBCTaHLMN:

a) HaumeHoBaHve apmaLeBTUYecKon cybcTaHuMM (MexayHapoaHoe HenaTeHTOBaHHoe, W
rPynnMpoBOYHOE, UMM XMMUYECKOE U TOProBOE HaMMeHOBaHUS);
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

6) HaumeHoBaHVe U agpec NPoM3BOAMTENSA papMaLleBTUYECKON CybCcTaHLnK;
B) CPOK rogHoCTM thapMaLeBTU4eckon cybcTaHumm;
r) yCnoBusi XxpaHeHus papmaveBTMIecKon cybcTaHuuuy;

4) Homep dapMakonevHoOW cTaTbM WUNU B Cryvyae ee OTCYTCTBMS HOMep HOpMaTUBHOM
OOKYMeHTaumnm nnbo HOPMaTMBHOIO AOKYMEHTA;

€) Hanuune hapmaLeBTMYECKON CYOCTaHUMN B NepevyHe HapKOTUYECKMX CPeacTB, MCUXOTPOMHbIX
BELLECTB U MX MPEKYpPCOPOB, noanexawmux KoHTpomnt B Poccuiickon degepauun, B COOTBETCTBMM C
3akoHoaaTtenbcTBOM Poccumnckon degepaumm, MexayHapoaHsiMu gorosopamu Poccuiickon ®egepaunn,
B TOM uucne EpguHOM KkoHBeHUMENW O HapkoTuyeckux cpeactBax 1961 roga wn KoHBeHumen o
NCcUxXoTponHbIX BelecTBax 1971 roga.
(nn. "e" BBeaeH ®egepanbHbIM 3akoHOM OT 22.12.2014 N 429-$3)

2. ®apmaueBTUYeckas cybCcTaHUMs, NpousBedeHHas And peanusauum, MoxeT ObiTb BKMOYEHa B
rocy0apCTBEHHbIN pPEecTp IeKapCTBEHHbIX CPEeACTB Ha OCHOBaHUWM 3asdBrieHus paspaboTtyvka unu
NpOW3BOAMTENST NEKAPCTBEHHOIO CpeacTBa MO0 YNOMHOMOYEHHOrO MMM HOPUAMYECKOrO nuua npu
YCNOBUW MPOBEAEHUS B OTHOLUEHUW Takow cpbapmaueBTUYECKOW CyOCTaHuMM 3KCNepTU3bl KayecTBa
hapmaLeBTMYECKON CyOCTaHUMM B NOpsiaKe, YCTAHOBMEHHOM cTatbel 34 Hactoswero ®enepanbHOro
3akoHa. B oTHoweHun chapmaueBTUYECKMX CYOCTaHUMIA, NPOM3BELAEHHBIX ANs peanu3auun, B
rocyaapCTBEHHOM peecTpe NeKapCTBEHHbIX CPEACTB COAEPKMNTCSA crieaytoLlas nHopmauus:

1) HaumeHoBaHve apmaLeBTUYECKON cyOCTaHuMM (MeXayHapoOHOe HenaTeHTOBaHHoe, wunu
rpynnUpoBOYHOE, UMK XMMUYECKOE 1 TOPrOBOE HAMMEHOBAHWS);

2) HanmeHoBaHWe, agpec NponsBoanTens apmaueBTUYeCKon cybCcTaHummM, a Takke B OTHOLLEHUN
neKapCTBEHHbIX CPEeACTB ANA MEeAMUUHCKOrO MPUMEHEHUS CBedeHMs O peructpaumv npous3sogutens
dhapmaLeBTMHECKON CyOCTaHUMM B KayecTBe HamnoronnaTenblyka B CTpaHe peructpauumn (ans
POCCUMCKMX IOPUAMYECKMX IUL - WAEHTUMKAUMOHHBIN HOoMep Hanoronnatenswuka (MHH), ans
WHOCTPaHHbIX OPUOUYECKNX §UL - CTpaHa perucTpauumv, HaumeHOBaHMEe PEerucTpupyrollero opraHa,
pervcTpaumoHHbIn HOMEpP, KOA4 HamoronnaTenbliyka B CTpaHe perncrpauun (MHKopnopauuun) unm ero
aHarnor);

(n. 2 B pen. ®egepansHoro 3akoHa oT 28.12.2017 N 425-93)

3) cpok rogHOCTM hapmaLneBTUYeckon cybcTaHumy,;
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4) ycnoBus xpaHeHnst apmMaLeBTU4eckon cybcTaHumm;

5) Homep papmakonenHon ctatbk NMOO B criyyae ee OTCYTCTBUA HOMEpP HOPMAaTUMBHOWN
OOKYMeHTauuM nnm HOpMaTMBHOIO AOKYMEHTA;

6) Hanuune apmaLeBTMYECKOM CYOCTaHUMN B NepeyHe HapPKOTUYECKUX CPeAcTB, NMCUXOTPOMHbIX
BELLECTB U UX MPEKYpPCOpOB, Nnognexawmx KoHTpomto B Poccuiickon depepauumn, B COOTBETCTBUM C
3akoHogaTtenbcTBoM Poccunckon ®eagepauun, mexayHapoaHeiMu gorosopamu Poccuiickon degepaumn,
B TOM uucne EpguHOM KOHBEHUMEN O HapkoTuyeckux cpeactBax 1961 roga wn KoHBeHumen o
NcMXoTpPonHbIX BewecTBax 1971 roaa;

7) paTta BKoYeHUs dhapMaLeBTUYECKON CyOCTaHUMM B FOCY4apCTBEHHbIA PEECTP NIEKapCTBEHHbIX
CpeacTB, Aata BHECEHUA U3MEHEHMI B JOKYMEHTbI hapMaLeBTUYeCcKon cybcTaHumm, aata UCKMYeHNst
dapmavneBTnYecKkon cybCcTaHLnm U3 rocyaapCTBEHHOIO peecTpa NnekapcTBEHHbIX CPeACTB.

(vacTb 2 B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. lMopsagok BegeHWs rocydapCTBEHHOrO peecTpa feKapCTBEHHbIX CPeACTB AN MEeAULIMHCKOro
NpUMEHeHUs W NOPSAOK BEAEHWsI T[OCYQAapCTBEHHONO peecTpa NeKapCTBEHHbIX CPeAcTB  Anst
BETEPUHAPHOTO MNPUMEHEHNSI YTBEPXAAIOTCS COOTBETCTBYIOLUMM  YNOSIHOMOYEHHbIM  hbeaepanbHbIM
OpraHoM UCMONHUTENBHON BRacTy.

Ctratbs 34. BkniouyeHMe B rocyfapCTBEHHbIM peecTp JeKapCTBEHHbIX CpeacTB W
WUCKIIOYEeHMe U3 TroCyAapCTBEHHOro peecTpa HNeKapCcTBeHHbIX cpeacTB dapMaueBTU4YeCKOM
cy6cTaHuMK, Npon3Be4eHHON ONsA peanusaymm
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. Ons BKMoYeHus dapMaueBTU4eckon cybcTaHumn, nNPoOu3BEAEHHOW ANs peanus3auuun, B
rocyaapCTBEHHbIV PEECTP FIEKapCTBEHHbLIX CPEACTB, MPOBOAUTCS 3KCNEPTM3a ee KadvecTea.
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. 3kcnepTM3a KavecTBa YyKkasaHHOW B 4actu 1 Hactosiwen cratbu apmaueBTU4eckomn
cybCcTaHuuKM, COCTaBNeHMe KOMUCCUEN SKCMEPTOB 3aKMIOYEHUN NO pes3yrbTaTam 3TOW SKCMepTusbl N UX
HarnpaBreHne B YNONIHOMOYEHHbIM dedepanbHbIi OpraH MCMNONHUTENBHOW BMACTW OCYLLECTBIISIOTCS B
CPOK, He MpeBbllLaKWNIA LWeCcTMaecAaTU paboynmx OHEW CO AHSA MOMy4YeHUst SKCMEPTHbIM y4YpexaeHuem
COOTBETCTBYIOLLErO 3afaHusi YMOJIHOMOYEHHOro chbefepanbHOro opraHa WCMOMHUTENBHOW BRAactu wu
cnegyloLwmnx JOKYMEHTOB (CBeAeHUN):

(B pea. PeneparnbHoro 3akoHa ot 27.12.2019 N 478-03)

1) cBegeHus o gaTe nNpefoCTaBNEHUs U PErNCTPaUMOHHOM HOMEpe NULEH3MM Ha MPOM3BOACTBO
NEeKapCTBEHHbIX CPEeACTB MMM CBedeHus O pJdaTe MpeaocTaBfeHuMs W PerucTpauvMoHHOM HoMepe
3aKNIOYEHMST O COOTBETCTBMM MNPOU3BOAMTENS JIEKAPCTBEHHbIX CpeactB TpeboBaHuaM  npaBun
Hagnexawlen MNpPOW3BOACTBEHHOW MNpPaKTWKW, BblOAHHBIX  (MPEAOCTABMEHHbIX)  YNOMHOMOYEHHBLIM
defepanbHbIM OpraHoOM MWCMONHUTENbHOW BMacTu, B CriyYae, €cnv MNpPOU3BOACTBO JIEKAPCTBEHHOMO
cpeacTsa ocyulectBnsetcs B Poccuiickon ®enepauuu;

(B pea. PenepanbHbix 3akoHOB oT 04.06.2018 N 140-®3, ot 27.12.2019 N 478-d3)

2) KkonMWs [OKYMEHTA, BbIOAHHOTO  YMOMHOMOYEHHBIM OpPraHoM CTpaHbl  MPOU3BOAUTENS
NeKapCTBEHHOrO CpeacTBa M NOATBEPXKAALLENO paspeLleHne NpoM3BoACcTBa JIEKAPCTBEHHOIO CPEACTBa,
N ero nepeBo Ha PYCCKMIA A3blK, 3aBEPEHHbIE B YCTAHOBITIEHHOM MOPSAKE, @ TakkKe KOMUsl 3aKmYeHns o
COOTBETCTBMM  MPOU3BOAUTENSI JIeKApPCTBEHHbIX CPEeACTB TpeboBaHMAM nNpaBuil  Haanexatlen
NPOW3BOACTBEHHOW MPaKTUKKU, BbIOAHHOIO YNOSIHOMOYEHHbIM defdeparnbHbiM OpPraHoM MCMOSNTHUTENbHON
BNactv, Nnbo KOMWsi peLleHusi YNOSTHOMOYEHHOro dedepanbHOro opraHa MCMONHUTENbHOW BNactu o
NPOBEAEHUN WHCMNEKTUPOBAHMS MPOM3BOAMTENS JIEKAPCTBEHHOrO CpPEeACcTBA. YKa3aHHble [AOKYMEHTHI
NPeacTaBnsalTCA B Crydae, €cnv NPOWM3BOACTBO JEKApCTBEHHOIO CPEACTBa OCYLLECTBrSeTCs 3a
npegenamu Poccuiickon egepaunu;

(n. 2 B pea. PegepanbHoro 3akoHa ot 04.06.2018 N 140-93)

3) OOKYMEHT, coaepXallmi cnegyrowme cBegeHnst 0 hapmaneBTUYECKON CyOCTaHLUN:
a) HauMmeHoBaHWe hapmaueBTUYECKOM CyOCTaHLuK, ee CTPYKTypa, obLime CBOMCTBA;
0) HanmeHoOBaHWe N agpec NpoM3BOAUTENS;

B) TEXHOSI0rMs NPoOM3BOACTBA C ONMCaHWeM CTagui NPoOu3BOACTBA U METOLOB KOHTPOMA Ha BCeX
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CTagusix MPOV3BOACTBA;
r) onvMcaHne pa3paboTkM Npouecca NPoM3BOACTBA;

) onucaHve KOHTPONs KPUTUYECKMX CTagumn npouecca npou3BOACTBA M MPOMEXYTOYHON
npoAayKuuu;

€) AOKyMeHTanbHoe noarBepxaeHue (Banvaaums) NpoLeccoB 1 (M) UX OLIEHKA;
) CBOWCTBA M CTPYKTypa AENACTBYIOLLUMX BELLECTB;

3) XapakTepucTumka npumecen;

1) cneundukauma Ha papmaLeBTUYECKYHO cybcTaHUmMIo 1 ee 060CHOBaHNE;

K) aHanuTMyeckue MeTOAMKM, WCMOoNb3yeMble MNpW  OCYLLECTBMEHWM KOHTPOMNS KayecTBa
hapmaueBTUYECKON CyOCTaHUNK;

n) OOKyMeHTanbHoe MOoATBepXaeHwe (Banuaauus) aHanMTUYeckux MeTOAMK, UCMOoNb3yemblX npu
OCYLLECTBMEHUN KOHTPONSA KavyecTBa papmMaLieBTUYECKON CyGCTaHLuK;

M) pe3ynbTaTbl aHanmsa cepui papmanleBTUYEeCKon cybcTaHumm;

H) nepeyvyeHb CTaHOAPTHbIX 06pa3LI,OB nnn BewecTB, UCNOJ1b3yEeMbIX NMPU OCYLLECTBITIEHNN KOHTPOJ1A
Ka4yecTBa,

0) OnMcaHne XapaKTEPUCTUK U CBOWCTB YNaKOBOYHbLIX MaTEpPUanoB U YKYNOPOYHbIX CPEACTB;
M) AaHHble O CTabMNbHOCTY hapMaLieBTUYECKON cybcTaHuuy;
p) CPOK rogHOCTH;

4) OOKYMEHT, COOepXaluuin CBeAeHMs O perucrpaumm Npov3BOAUTENS NEKapCTBEHHbIX CPeacTB
ANst MeOMUMHCKOrO MpPUMMEHEHMSI B KayecTBe HamnoronnaTenbliyka B CTpaHe peructpauum (ans
POCCUNCKUX OPUAOMYECKUX NUL, - UAEHTUMUKAUMOHHBLIA HOMep Hanoronnatenswumka (MHH), ans
WHOCTPaHHbIX HOPUOUYECKMX MWL, - CTpaHa perucTpauuu, HaMMeHOBaHWe PEerncTpupyrollero opraHa,
pPerncTpaumoHHbIN HOMEp, KOA HaroronnaTtenbliMka B CTpaHe peructpaumu (MHKopropauuu) unu ero
aHanor).
(n. 4 BBegeH PepepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)
(vacTb 2 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93 (pea. 13.07.2015))

3. [Ona npoBegeHus 3KCNepTM3bl KadecTBa YyKasaHHOM B 4actm 1 HacToswen cratbu
hapmaLeBTMHECKON CyOCTaHLMKN 3asiBUTENb NPEACTaBMsieT B YNOMHOMOYEHHbIM dheaepanbHbIil opraH
UCNOSMHUTENBLHOW BNacTu:

1) 3asgBneHMe O BKMYEHUN B TOCYOAPCTBEHHLIN PEEecTp JeKapCTBEHHbIX CPEACTB AaHHON
hapmavneBTUYECKON cybcTaHumu;

2) konusa AOOKYMeHTa, noATBepXxaalolero ynnaty rocygapcTBEHHOW MOLUMWMHBLI 3a BKMNOYEHME B
rocy0apCTBEHHbIN pPeecTp NEeKapCTBEHHbIX CPEeACTB (hapMaLeBTUYECKON CyOCTaHLMKW, NPOU3BEAEHHOM
ana  peanusaumm, nubo no CoOCTBEHHOM WHULMATUBE YyKasaHHbI [OKYyMeHT. B cnyyae ero
HenpeacTaBneHns 3asBuTerieM YMNONMHOMOYEHHbIN dedepanbHbii  OpraH MCMOMHUTENbHOW BRacTu
npoeepsieT akT ynnatbl rocyAapCTBEHHOW MOLUSNHBI 3asBUTENEM C UCMNONb30BaHNEM MHGopMaLum ob
ynnarte rocygapcTBeHHOM NOLLUMWHBI, coaepxallenca B [locyaapCTBEHHON UHAPOPMALMOHHOW CUCTEME O
rocygapCTBEHHbIX U MyHULMNANbHbBIX MnaTexax, Ha OCHOBaHUW MNpeacTaBfieHHOW 3adBuTeneM Komnuu
AOKyMeHTa, noaTeepXaatoLlero ynnaTty rocyaapCTBeHHON NOLUSIHbI;

(n. 2 B pen. ®egepansHoro 3akoHa oT 22.12.2014 N 429-93)

3) AOKYMEHThI, YyKa3aHHble B YacTu 2 HacTosILLen CTaTby;
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

4) 3asBneHVe O Bblgave paspelleHus Ha BBO3 B Poccuiickyto degepaumio KOHKPETHOW MapTum
He3aperMcTpMpoBaHHOrO NeKapCTBEHHOro CpeacTBa, NpeAHasHayeHHOro Ans NpoBeAeHUs YKa3aHHOW
3KCNEePTU3BbI.

(n. 4 BBegeH denepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)
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3.1. B cnyyae HenpeAacTaBneHuss C 3asiBNEHWEM O BKMIOYEHUU B rOCYAAPCTBEHHbLIA peecTp
nekapcTBeHHbIX cpeacTB apmaueBTUYECKON CyOCTaHuuM [OOKYMEHTOB, MOATBEPXAAKWMX ynnaTy
rocygapCTBEHHOM MOLLUMMHbBI U yKa3aHHbIX B MyHKTE 2 YacTu 3 HACTOsLLeN CTaTby, a Takke BblAaBaeMblX
(MpepocTaBnAeMbiX)  YNOMHOMOYEHHBIMW  dbedeparnbHbIMU  OpraHamu  UCMOSNTHUTENbHOW  BRacTu
OOKYMEHTOB (CBeAeHW), yKasaHHbIX B MyHKTax 1 M 2 4yacTn 2 HacTosilen cTaTbW, YNOSTHOMOYEHHbIN
denepanbHbI OpraH UCMOMHUTENbHOW BNAcTWM 3anpallivBaeT yKkas3aHHble [OKYMEHTbl (CBedeHusl) B
nopsiaike MexXBefoOMCTBEHHOIO MHGOPMALIMOHHOIO B3aUMOLENCTBUS.

(vacTb 3.1 BBegeHa deaepanbHbIM 3akOHOM OT 27.12.2019 N 478-03)

4. B TeyeHune gecatn paboumx gHEN Co OHSA NPUHATUS 3adBNEHMS O BKIMIOYEHUN yKa3aHHOW B 4YacTu
1 HacTosien cTaTbM papmaueBTUYeCKOW CybCTaHUMM B TrOCYOapCTBEHHbIA PEECcTp JeKapCTBEHHbIX
CpeactB M [OOKYMEHTOB, MNepedncrnieHHblx B yYacTm 1 m nyHKTe 2 yactm 3 HacTodwen cratby,
YNOSTHOMOYEHHbIN doeaeparbHbI OpraH UCNOSHUTENBHOW BNAcTU:
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1) NPOBOAMT MPOBEPKY MOMHOTbI U AOCTOBEPHOCTU AaHHbIX, COAEPXKALUMXCS B NpencTaBreHHbIX
3asiBATENEM JOKYMEHTaX;
(B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-$3)

2) NpYHUMaeT pelleHVe O HanpaBMNeHWM B IKCMEPTHOE yypexaeHue 3afdaHus Ha npoBedeHue
3KCMepTM3bl KaYecTBa yka3aHHOWM B YacTu 1 HacTosLelh cTaTby hapMaleBTMYecKol cyGcTaHUumMm unm ob
oTKase B TaKOM HanpasfeHuu;

3) yBegomnseT B 3NEKTPOHHON UM NMUCbMEHHOW hopme 3asBUTENSA O NPUHATOM PELUEHUN UMK B
Crnyyae oTKasa C ykazaHveM MpPUYuH Takoro oTkasa.
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

4.1. B cnyyae BbISIBNEHWst HEOOCTOBEPHOCTU CBEAEHUN, cogepXaluxcs B MpeacTaBreHHbIX
3agBuUTENeM mMatepmanax, ynosiHoMOYeHHbIV dhegepanbHbI OpraH UCMOMHUTENbHOW BNacTn HanpaensaeT
3a8BUTENO 3anpoc 00 YTOYHEHWM YKa3aHHbIX cBefeHun. [daHHbIM 3anpoc MOXeT ObiTb nepenaH
YNONIHOMOYEHHOMY NPEACTaBUTENO 3asBUTENS NIMYHO MOA PacrnuCKy, HampaBneH No Mo4YTe 3akasHbIM
NMCbMOM UMM NepefaH B 9NEeKTPOHHON hopMe No TeNeKoOMMYHUKaLMOHHbIM KaHanam cBsAsu. B cnydae
HanpaBneHusl 4aHHOro 3anpoca Mo NoYTe 3akasHbIM MMCbMOM OH CHMTAETCS MOSTYYEHHBIM MO UCTEYEHMU
LIeCTN Hel ¢ gaTbl HaNpaBreHWs 3aKa3Horo NUCbMa.

(yacTb 4.1 BBegeHa depgepanbHbIM 3akoHOM OT 25.11.2013 N 317-93)

4.2. 3agButenb 06513aH NpeacTaBUTb OTBET Ha 3anpoc YNONHOMOYEHHOro doeeparnbHOro opraHa
WCMOSNTHUTENBHOW BRAacTM B CPOK, HE MpeBbilalWMA AeBsSHOCTA pabounx OHEW CO OHA MONydYeHus
AaHHoro 3anpoca. Cpok, ykasaHHbIi B 4acTu 4 HacTosilen CTaTbW, MPUOCTaHaBNMBAETCA CO [OHS
HanpaBreHus 3asBUTEMNO 3anpoca YNOMHOMOYEHHOro dheaepanbHOro opraHa UCMOMHUTENBHON BNacTu
00 OHSA NonydeHnst UM OTBETA Ha AaHHbIN 3anpoC U HE YYMTBIBAETCA NPU MCYUCIEHMN CPOKA 3KCMEPTU3bI
KayecTBa apMaueBTUYECKOW CyOCTaHUMKM, HEWUCMONb3yeMOW NpW MNPOU3BOACTBE JEKAPCTBEHHbIX
npenapaTos.

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

5. OcHoBaHWeM ansi oTka3a B HanpasBfieHMU B 3KCNEepTHOE yupexaeHue 3afaHus Ha nposefeHue
3KCNepTM3bl KayecTBa yka3aHHOW B 4YacTu 1 HacToswen cratby apmaueBTU4ecKon CcybcTaHuum
ABNAETCA HenpeacTaBneHne [OOKYMEHTOB, YKa3aHHbIX B 4acTuW 2 HacTosWwen cTaTbW, OTCYTCTBUE
WHopmauun, noaTeepxAarowen @akt  ynnaTbl rocyJapCTBEHHOW MOLWMMHBLI 3@  BKIOYEHKne
dapmaueBTMHECKON CyOCTaHuMKW, NpPOM3BEAEHHOW [AONA peanusauun, B roCydapCTBEHHbI peecTp
nekapCTBEHHbIX CPEACTB, HENPeACTaBneHe 3asaBuUTeNeM B YCTAHOBMNEHHbIW CPOK OTBETA Ha yKa3aHHbIN
B YacTm 4.1 HacTosLwen cTaTbu 3anpoc YNoriHOMOYEHHOro defeparibHOro opraHa MCMNONHUTENLHON
BNacTy Unu npeActaBneHve OOKYMEHTOB, He coAepXallux McYepnblBaloLWero nepeyvHss HeobxoanMbIX
cBedeHu.

(yacTb 5 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. B TeueHue nATHaguatTM pabouMx OHEN CO AHS MONyYeHWs! PeLieHUst YMNOSTHOMOYEHHOTo
dhenepanbHOro opraHa UCMONHUTENbHON BIACTM O HAMPaBIeHUN B 3KCNEPTHOE yUpexaeHue 3ajaHuns Ha
npoBefeHWe 3KCMepTU3bl KayecTBa YyKasaHHOM B 4acTu 1 HacTosilei cTatbu hapmaLeBTUYecKon
cybCcTaHUmMM 3asBUTENb NPEACTaBNSeT B 9KCNEPTHOE yUpexaeHue Ans NpoBeAeHUs AaHHOW SKCnepTu3bl
obpasubl hapmMaLieBTUYECKON CyGCTaHLMU B KONMYECTBE, HEOGXOAMMOM ANt BOCTIPOM3BEAEHMS METOOB
KOHTPONsl KavecTBa. OKCNEepTHOe yupexzeHue npu nonyvyeHun obpasuoB ykasaHHOM B vactu 1
HacTosiLel cTaTbl hapMaLeBTUHECKON CcybCTaHUUM BblAAeT 3asiBUTENO OOKYMEHT, NOATBEPXAAOLLMIA
nonyyeHne 9TMx o6pasUoB, M B CPOK, He MpPeBbILAWUA Tpex pabounx OHeN, yBedoMnsieT B
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SNIEKTPOHHOW  UINM  MUCbMEHHOW dopme 06 3TOM  YNONTHOMOYEHHbLIN  dheaepanbHbI  opraH
WCMNOMHMTENBHOW BNacTn. 3TN CPOKM HEe BKIIOYAKOTCS B CPOK NPOBEAEHUSA AaHHOW SKCNepPTM3bl.
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7. [JOKYMEHTbI, NOCTYMMBLUME B 3KCMEPTHOE yYpexaeHne ONns NPOBEeAEeHMsT 3KCNepTM3bl KayecTBa
yKasaHHOW B 4acTm 1 HacTosilwen cratbu dapmaueBTMyeckon cybcTaHumu, nognexar BO3BpaTy B
YNOMHOMOYEHHbIN deaepanbHbIl OpraH UCMNOMHUTENBHOW BNAcTU OAHOBPEMEHHO C 3aKMOYEeHUAMU Mo
pesynbTaTtam nNpoBeAeHHON 3KCNepTM3bI.

8. B cpok, He npeBblwawWmn NATK pabounmx OHEW CO AHS MONyYeHUst 3akMioYeHUS KOMUCCUM
9KCNEepTOB MO pes3ynbTaTaMm 3KCNepTu3bl KadecTBa YyKaszaHHOW B 4Yactu 1 HacToswen cratbu
dhapmaueBTUYECKON CyOCTaHUMM, YNONMHOMOYEHHbI doeaepanbHbii OpraH UCMOSTHUTENBHOW BNAacTu:

1) oCyweCcTBNSIET OLEHKY TaKOro 3akmoyeHus Onsi onpeaerneHvsl ero COOTBETCTBMS 3aJaHuIo Ha
npoBegeHne AaHHOW SKCNEepPTU3bI;

2) TNpUHUMMaeT pelleHMe O BKIIYEHUM YyKasaHHOW B Yactu 1 HacTosiwen craTbyu
dhapmaLeBTUYECKON CYGCTaHLUMWN B rOCYAapCTBEHHbIN peecTp NeKkapCTBEHHbIX CPEACTB UMK pelleHre o6
oTKase B TaKOM BKIMIOYEHUN;

3) BHOCUT MpV MPUHATAM pEeLleHMs O BKITHOYEHWM YKa3aHHOW B 4acTum 1 HacTosiwen cratbu
hapmaLeBTMdeCKON  CyOCTaHUMM B TFOCYAApCTBEHHbIA  PEEecTp  JIeKapCTBEHHbIX  CPeACTB
NpegycMOTPEHHY0 4YacTbto 2 cratbn 33 HacTtoswero ®degepanbHOro 3akoHa MWHGOpMauulo K
yBeoMNSET 06 3TOM B 3MIEKTPOHHON UMM MUCbMEHHON bopme 3asBUTENS.

(B pea. PenepanbHbix 3akOHOB 0T 22.12.2014 N 429-®3, o1 27.12.2019 N 462-93)

9. OcHoBaHMeM pAans oOTKasa BO BKIOYEHUW YyKasaHHOWM B 4acTM 1 HacToswen cratbu
hapmaueBTMdeckon cybcTaHuum B rOCyQapCTBEHHBIN peecTp NeKapCTBEHHbIX CPeacTB sBNSeTCA
3aKN04YEeHMEe COOTBETCTBYHOLLErO YMNOMHOMOYEHHOro dpefepanbHOro opraHa UCMONHUTENBHOM BNacTu O
TOM, YTO KayecTBO hapMaLeBTUYECKON CyOCTaHUMM He NoATBEPXKAEHO MOMYyYEHHbIMU JAaHHLIMMU.

(vyacTb 9 BBegeHa PepepanbHbiM 3akoHOM OT 22.10.2014 N 313-93; B pen. PenepanbHOro 3akoHa ot
04.06.2018 N 140-93)

10. He ponyckaeTcsi BKMNOYEHME B rOCYAapCTBEHHbIA peecTp NeKapCTBEHHbIX CPEeACTB OAHOW
hapmaLeBTMieckon cybcTaHuMmM, Npou3BEeAeHHON ONA peanu3auvn U BbIMYCKAeMOW OOHUM U TEM Xe
npoussoguTenem, B Buae AByx 1 bonee peecTpoBbIX 3anucen.

(vacTb 10 BBegeHa PeaepanbHbiM 3akoHOM OT 22.12.2014 N 429-$3)

11. BHeceHue n3meHeHun B JOKYMEHTbl Ha hbapmaLueBTUYeCKyo CybcTaHLmMIo, MPOM3BEAEHHYIO ANS
peanu3aumy 1 BKIIOYEHHYIO B FOCYAAPCTBEHHBIN PeecTp NeKapCTBEHHbIX CPEACTB, OCYLLECTBMNSETC B
nopsgke, yctaHoBrieHHoM cTatbsiMu 30 u 31 Hactoswero ®efepanbHOro 3akoHa, C ynnaton
rocyapCTBEHHON MOLUMMHbI, MPeAYCMOTPEHHON 3akoHo4aTeNnbCTBOM Poccuiickon depepaumm o Hanorax
n cbopax.

(vacTb 11 BBegeHa PeaepanbHbIM 3akoHOM OT 22.12.2014 N 429-$3)

12. JonyckaeTtca obpalleHne hapmaueBTMYeCKnX CybCcTaHUUN, NPOU3BEAEHHbIX ANA peanv3auuu,
B TeYeHMe cTa BOCbMUOECATU OHEN [0 W Mocre NMPUHSTUS YNONTHOMOYEHHbIM heaeparnbHbiM OpraHom
WCMNOSHMTENBHOW BINacTU PELUEHUS O BHECEHMU WU3MEHEHWA B [OKYMEHTbl Ha dapMaleBTUYECKYHO
cybcTaHumio, MpoOM3BEAEHHYIO [Ns  peanu3aumMmM U BKIKOYEHHYIO B TOCYLAPCTBEHHBLIN  peecTp
neKkapcTBEHHbIX CPeacTB.
(vacTb 12 BBegeHa PepepanbHbiM 3akOHOM OT 22.12.2014 N 429-$3)

13. PeweHne 006 WuCKMOYEHUM U3 TOCYOAPCTBEHHONO peecTpa JeKapCTBEHHbIX CPeACcTB
hapmaLeBTMYECKON CyOCTaHUMM, NMPOU3BEOEHHON AN peanusauun, NpUHMMAaETCs YNONHOMOYEHHbLIM
denepanbHbIM OpraHoOM UCMOMHUTENBHOW BRacTu B Criyyae:

1)  npedcTaBneHUst  COOTBETCTBYIOLUMM  YMOMHOMOYEHHbIM  dbedepanbHbiM  OpraHom
UCMOMNHUTENBHON BNAcTU 3aKOYEHUA O PUCKE UM 06 yrpo3e XUsHW UMM 340POBLI0 YerioBeka nnGo
YXMBOTHOTO MPW UCMOMNb30BaHNMN NEeKapCTBEHHOro CPeacTaa;

2) nogayn paspaboTyMKOM JIEKApPCTBEHHOro CpeACcTBa UMM MpPOM3BOAUTENEM JIEKAPCTBEHHOMO
cpeactsa nMBo YNONMHOMOYEHHBIM VMW APYTMM IOPUANYECKUM NULOM 3asiBfieHus 06 MCKMYeHun 13
rocyapCTBEHHOIo peecTpa NeKkapCTBEHHbIX CpeacTB hapmaLeBTUYeckon cybcTaHumnm, Nnpon3BeaeHHON
ans peanunsauuu;
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3) oTcyTCTBMA hapMaueBTMYECKOW cybCcTaHL MK, Mpon3BeaeHHON AN peanusaumm, B obpalleHnm B
Poccuiickon ®epepauun B TeyeHne Tpex 1 bonee ner.
(4yacTtb 13 BBegeHa deaepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

Cratbs 35. YTpatuna cuny c 1 nionsa 2015 ropa. - PeagepanbHbIn 3aKoH oT 22.12.2014 N 429-
®3.

Cratbsa 36. OGxanoBaHue pelweHUss 06 OTKase B BblAaye paspelleHUusi Ha NpoBeAeHue
KITMHUYECKOrO UCCNefoBaHUA  JIeKapCTBEHHOro npenaparta, peweHusas o6 oTkase B
rocynapCcTBeHHOM perucrpauuu nekapCTBeHHOro npenapara, 3akni4YeHUsi KOMUCCUUN 3KCNepToB
3KCMEPTHOro yUYpexaeHUs Unm 3aknoyeHusi coBeTa Nno aTuke

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

PelueHne cooTBETCTBYIOLErO YNOMHOMOYEHHOro deaeparnbHOro opraHa UCMONHUTENbHON BRacTu
06 oTkase B BblJaye paspelleHns Ha MpoBedeHWe KIMHUYECKOro MCCredoBaHUs feKapCTBEHHOro
npenapara, pelleHne ykasaHHOro deaepanbHOro opraHa WCNonHWTenbHon BracTu o6 oTkase B
rocyAapCTBEHHOW pernctpaumu JekapCTBEHHOro npenapara, 3akfioyeHue KOMWCCUM  IKCMepToB
SKCMEPTHOrO YYpeXAeHWs WM 3aknyveHve coBeTa Mo 3TMKe MOXeT ObiTb 06XanoBaHO B MOPSAKe,
yCTaHOBMEHHOM 3akoHogaTtensctBom Poccuiickon ®egepaumn. 3aknioveHne KOMUCCUM 3KCMepTOoB
SKCNEPTHOrO YYPEeXAeHWs O B3auUMO3aMEHSEMOCTU NEeKapCTBEHHbIX MpenapaToB Ans MeaUUMHCKOro
npMMeHeHns NnMbo 0 ToM, YTO NeKapCTBEHHbIN npenapaTt Ans MeAULUHCKOro NPUMEHEHUS He SBMnsAeTCs
B3aumMo3aMeHsieMbiM, MOXeT ObiTb 0GxanoBaHO JepxaTerneM unuM Bnagenbuem perncTpaurMoHHOro
YAOCTOBEPEHUS NeKapCTBEHHOMO nNpenapara B YNONHOMOYEHHbIV dhedepanbHbiil OpraH UCMOSTHUTENBHOMN
BMacTW, KOTOPbIN MPUBMEKaeT K PacCCMOTPEHMIO YKa3aHHOW xanobbl NoABeAOMCTBEHHbIE €My Hay4Hble
opraHusaumMum un obpasoBaTefbHble OpraHuMsauMm BbicWwero obpa3oBaHus, OCyLlecTBRsoLme
AesdATenbHoCTb B cdepe obpalleHus neKapCTBEHHbIX CPeACTB. 3aknioyeHue KOMUCCUWM 3KCMepToB
9KCMEPTHOro  yypexaeHus, OdopMIIeHHOe MO WToram fepecmMoTpa OBXaroBaHHOIO  3aKryYeHns
aKcnepTa, MoOXeT OblTb OCMOPEHO AepxaTenem unu BrnagenbLeM perncTpauyMoHHOro yAOCTOBEpeHUs
neKkapcTBEHHOro npenapara nuMbo YNOMIHOMOYEHHbIM WMW FMLOM B Mopsgke, YCTaHOBIEHHOM
3akoHofdatenbctBom Poccunckon ®egepaumun. [pu obxanoBaHMM pelleHus  YNorHOMOYEHHOro
dedepanbHOro opraHa MCMOMHUTENbHON BMACTW, 3aKMYeHUs 3KcrnepTa WAM KOMWMCCUM 3KCMepToB
9KCNEPTHOTO y4YpexaeHus, 3akmnioyeHns coBeTa Mo 3TUKe AepXaTtenb Unv Bnageney perncTpaunoHHOro
YOOCTOBEPEHUsI NEKapCTBEHHOro npenapata Nubo ynonHOMOYEHHOE UMW MWUO Bnpase NpeacTaBUTb
pes3ynbTaTbl 3KCNEpPTM3bl NEKapCTBEHHOro npenapara, NPOTOKOMbl MOMYYEHHbIX akKpeAMTOBaHHLIMU
ucnbelTatenbHbiMK NabopaTopuamm (LeHTpamun) pe3ynbTaToB NCCregoBaHNA, CNbITAHNN.
(B pea. PenepanbHoro 3akoHa ot 27.12.2019 N 475-03)

Cratbsa 37. UHdopmaums, cBA3aHHas € OCyleCTBIIEHUEM rocyAapCTBEHHOW perncrpauum
nekapcTBEHHbIX NpenapaTtoB, MHOPMaLUsa O 3aperMcCTPUPOBaHHbLIX NleKapCTBEHHbIX NpenapaTax
M NeKapCTBEHHbIX Npenapartax, UCKMIOYEHHbIX U3 rocyfapCcTBEHHOro peecTpa NeKapCTBEHHbIX
cpenctse

1. CooTBEeTCTBYWOLMA  YMNONMHOMOYEHHbI  dedepanbHbIl  OpraH  WCMOMHUTENbHOW  BNactu
pasmellaeT Ha cBoemM odwuumanbHoMm cante B ceTn "MHTepHeT" WHMopmaumio, CBA3aHHYKO C
OCYLLIECTBMEHMEM TOCYAapCTBEHHOW perncTpaunm rekapCTBEHHbIX npenapatoB, B TOM 4ucrne
npoBedEeHMEM 3KCNepTM3bl JIEKApPCTBEHHbIX CPEeACTB (BkNoYas pesynbTaTbl €e MnpoBedeHus),
UHOPMALMIO O 3aperMcTpuMpoBaHHbIX NEKApCTBEHHLIX MNpenapaTax W fekapCcTBeHHbIX npenapartax,
UCKIMIOYEHHbIX M3 rOCYAapCTBEHHOrO peectpa fekapCTBEHHbIX CPEACTB, He MO3fHee 4eM yepes NsTb
pabounx OHen co AHA MOSy4YeHUst YNOMHOMOYEHHbIM heaepanbHbiM OPraHOM MCMNOMHUTENbHOW BNacTu
COOTBETCTBYIOLLEN MHCDOPMALUUK.

(B peqn. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, ot 02.08.2019 N 297-d3)

2. Cpokun 1 nopsgok pasmelleHus ykasaHHoW B 4actu 1 HacTosilwen crtaTbuM WHOpMaLumu
yCTaHaBnMBalTCA YNOSIHOMOYEHHbIM doeepanbHbiM OpraHoM UCMNOSTHUTENBHOM BRnactu. MIHgopmauns,
yKkasaHHasd B 4YacTu 1 HacTosien cTaTbu, ABNSETCS OTKPbITOM U OOLWedoCTynHOM U NpegocTaBnseTcs
3aUHTEpeCcOBaHHbLIM N1LaM B COOTBETCTBMU C 3aKoHoAaTenbCcTBOM Poccuiickon degepaumm.

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

Maea 7. KMMHWYECKUE NCCNEOOBAHUA NEKAPCTBEHHbIX
NPENAPATOB AnA MEAULIMHCKOIO NPUMEHEHUA, 0OTOBOP
OB X MPOBEOEHUU, NPABA NMALUMEHTOB, YHACTBYIOLWLUX
B 3TUX UCCITIEAOBAHUSAX
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Cratba 38. KnuHunyeckme uccnegosaHus NTeKapCTBeHHbIX npenapatoB AnNA MeauUMHCKOro
npUMeHeHuns

1. KnuHnyeckue nccneaoBaHust NeKapCTBEHHbIX MpenapaTtoB Ans MeOUuLMHCKOTO NMPUMEHEHUs!, B
TOM YMcre MeXayHapoaHble MHOFOLEHTPOBLIE, MHOFOLLEHTPOBLIE, MOCTPErMCTPaLMOHHbIE, MPOBOASTCS B
OOHOWM WM HECKONbKUX MEeOMLMHCKMX OpraHuMsaumsix B COOTBETCTBUM C MpaBunamu Hagnexaiien
KNMMHUYECKOWN NPaKTUKK, YTBEPXKOEHHLIMU YNONMHOMOYEHHBIM dhefepanbHbiM OpraHoM MCMOSTHUTENbHOM
BMNacTu, COOTBETCTBEHHO B CIEAYIOLLMX LIEeNsX:
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1) ycrtaHoBneHue 6e30MacHOCTU NEKApPCTBEHHLIX MpPenapaToB Afs 340POBbIX AOOPOBOMbLLEBR U
(MnM) nNepeHocMMOCTM WX 300POBbIMKM  A0GPOBOMbLAMK, 3a WCKIOYEHMEM TaKMX WCCNedoBaHuWN
nekapcTBeHHbIX NpenapaToB, NpoM3BeAeHHbIX 3a Npeaenamun Poccuiickon Pegepauny;

2) nog6op onTUMarnbHbIX 4O3UPOBOK NIEKapCTBEHHONO Npenaparta 1 Kypca NevyeHus ansi naumMeHToB
C onpegeneHHbIM 3aboneBaHNEM, OMNTUMAsbHbIX 403 W CXEM BaKUMHALMKM MMMYHOOMONOrMYECKMMM
nekapCTBEHHbIMU NpenapaTamu 340pPOBbIX 40OPOBOSbLEB;

3) ycTtaHoBneHume 6e3onacHOCTW feKkapCTBEHHOro npenapata u ero ad@eKTMBHOCTM Ans
nauneHToB c onpeaeneHHbIM 3aboneBaHvemM, npodunakTU4ecKomn 3 PEKTUBHOCTU
VUMMYHOBMOMOrMYECKNX NEKAPCTBEHHBIX NPenapaToB Ans 300pOBbIX J06POBOSbLEB;

4) n3y4yeHvne BO3MOXHOCTM paclUMpeHns nokasaHui Ans MeAMLUHCKOTO NPUMEHEHWS U BbISIBNEHNS
paHee Hen3BeCTHbIX NOBOYHbIX AENCTBUIA 3aperncTPUPOBaHHbIX NEeKapCTBEHHbIX NpenapaTos.

2. B OTHOLLEHMM BOCNPON3BEAEHHbIX JIEKAPCTBEHHbIX NPenapaToB AN MeQULMHCKOro NPMMEHEHMS
NPOBOAATCA UCCNeoBaHWs OMO3KBUBANEHTHOCTM W (UNM) TepaneBTUYECKOW JKBMBAIIEHTHOCTU B
nopsiake, yCTaHOBIIEHHOM YMOSTHOMOYEHHbBIM doefeparibHbIM OpraHoOM UCMONMHUTENbHOW BracTMy.

3. OpraHmsau,wo npoeegeHna KrInMHU4YeCKnx nccnegoBaHum NekapCTBeHHOro npenaparta pngnd
MeaNLUMNHCKOro npuMmeHeHunsd snpaBe OCyLLECTBIIATb!:

1) pa3pa60Tl4|/|K NekapCTBEeHHOro npenapara urmn ynoyiHoMo4eHHoOe UM Jnuo;

2) obpasoBaTenbHble OpraHuW3auum BbiCLLEro o06pas3oBaHWs, OpraHusauMn AOMNOMHUTENbHOro
npodeccrmoHanbHoro obpasoBaHus;
(n. 2 B pea. ®egepansHoro 3akoHa oT 02.07.2013 N 185-93)

3) Hay4YHO-uccnenosartesibCkne opraHm3aunn.

4. KnuHnyeckue wuccrnenoBaHUs NEKapCTBEHHOro npenapata ang MeauuMHCKOro MpUMEHEHMS
NPOBOAATCA HA OCHOBaHMU pa3peLleHnss Ha NpoBeAeHME KITMHUYECKOro NCCNeAoBaHUSA IeKapCTBEHHOMO
npenapaTta, BblAAHHOTO YMOSTHOMOYEHHbIM hbefepanbHbiM  OpraHOM  MCMOSTHUTENbHOW  BMacTu.
YNonNHOMOYEHHbIN dheaepanbHbI opraH UCNONMHUTESNILHON BNacTU BEAET PEECTP BblAaHHbIX pa3peLleHnit
Ha NpoBefeHne KIMHUYECKMX UCCIefOBaHUA NIEKapCTBEHHOrO NpenapaTta, cogepXXallui ykazaHne Ha mx
uenb unu uenu, B ycTaHOBNIEHHOM 3TUM OpPraHOM Mopsiake.

(B pea. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, o1 13.07.2015 N 241-03)

5. Ytpatun cuny ¢ 1 mona 2015 roga. - PegepanbHbiii 3akoH OT 22.12.2014 N 429-03.

6. K opraHuMsaumm npoBefeHnsa KIMHUYECKUX WUCCNefoBaHWW NeKkapCTBEHHOro npenapaTta ans
MEOULMHCKOTO MpUMEHeHMs1 pa3paboTyMKOM FflekapCTBEHHOro npenapata MoOryT MNpuBMeKaTbes
topyandeckme  nvua  nbol  opraHu3alMoHHO-MPaBOBOW  OpMbl  MpW  yCrioBuM  obecnevyeHus
COOTBETCTBUS 3TUX UCCreAoBaHUN TpeboBaHuAM HacTodawero PenepanbHOro 3akoHa.

KoHcynbTaHTlM0C: npumeyaHue.

B HacTosiee Bpemsi OENCTBYHOLMM 3aKOHOL4ATENbCTBOM HEe YCTAHOBMEH MOPSAOK akkpeautauum
MEAULMHCKMX OpraHu3auuin Ha npaBO MNPOBEOEHUS KIMHUYECKUX WCCMeAoBaHUN JeKapCTBEHHbIX
npenapaTtoB Ans MeguuuHckoro npumeHenusa. o 01.01.2021 pgencrteoBano [loctaHoBneHue
MpaBsutenbctBa P® ot 03.09.2010 N 683.

7. KnuHuyeckne wnccnenoBaHus NeKapCTBEHHbIX npenapartoB AnA MeaAULMHCKOro npuMeHeHuA
npoBoaATCA B MEeAUUMHCKUX OpraHun3aunax, akkpeguToBaHHbIX YMNOJIHOMOYEHHbIM (*)eﬂepaﬂbelM
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OpraHoM UCMOMHUTENBbHOW BRacTm B nopsigke, YycTaHoBrneHHoMm [pasutensctBoM Poccunckon
depepauymun.

8. [TllepeyeHb MeOMUMHCKMX OpraHu3auun, MVMELWMX nNpaBo MNPOBOAUTb  KIIMHMYECKME
nccneaoBaHMs NeKapCTBEHHbIX MNpenapaTtoB Ans MEOWLUMHCKOrO MPUMEHEHUS, U pPeecTp BblAaHHbIX
paspelleHnin  Ha  NpoBedEHWEe  KIMHUYECKUX  WCCNEeAOBaHWM  NEeKapCTBEHHbIX  MpenapaToB
onybnMKoBbIBAOTCA U pa3MeLLatoTCa  YNoNHOMOYEHHbIM defepanbHbiM OpraHoM MCMOMHUTENbHOM
BNacTu B yCTAHOBMEHHOM MM MoOpsiake Ha cBoeM oduumansHOM canTe B ceTn "VIHTepHeT".

Ctatba 39. PeweHue o0 npoBeAeHUN KIMHUYECKOrO WUCCreAoOBaHMUA JeKapCTBEeHHOro
npenapara ona MeguUMHCKOro NnpuMeHeHus
(B peq. ®PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. KnuHnyeckoe wccnegoBaHue NIeKapCTBEHHOro npenaparta And MeguumHCKOro npuMmeHeHuA
npoBOAUTCA Ha OCHOBaHUKM pas3pelleHnsa Ha nposeneHmne KnnHn4eckoro mnceriegoBaHuAa nekapcTtBeHHOro
npenapara, BblAAHHOIO YMNOJIHOMOYE€HHbIM cbep,epaanblm opraHom WCMONHUTENbHON BRacTn no
pe3ynbTataM 3KCNepTu3bl OOKYMEHTOB, HeobxoaoMMbIx Ans nonyyvyeHua paspelleHna Ha nposeneHue
KINMMHNYEeCKOoro nccnenoBaHmna nekapCTtBeHHOoro npenapara 1 3TUYECKON 3KCNepTu3bl.

2. [Ina nonyyeHus paspelleHns Ha NPoBeAEHME KIMMHUYECKOrO UCCreaoBaHMs feKapCTBEHHOIo
npenapata pAnsg MeAWMUMHCKOrO NPUMEHEHUs 3asiBUTeNnb MpeacTaBnser B YNOMHOMOYEHHbIN
deaepanbHbI opraH UCNOSTHUTENBHOW BacTy:

1) 3adaB/ieHne O Bbloade pas3peweHnda  Ha nposegeHne KrnHn4eckoro uccrieanoBaHus
NekapCTBeHHOro npenaparta gnd MmeamumMHCKoro npuMeHeHus;

2) KOMMM OOKYMEHTOB, MOATBEPXOAWOLWMX YMnaTy rocygapCTBEHHOW MOLWMMHBI 32 NpoBeAeHue
3TUYECKON 3KCMEPTU3bl, IKCMEPTM3bl [OOKYMEHTOB Ha JleKapCTBEHHbI npenapaTt Anst nonyyYeHust
paspelleHnss Ha npoBedeHWe KIMHMYECKOrO UCCneaoBaHMst NleKapCTBEHHOro npenapata  Ans
MEOVLMHCKOrO NPUMEHEHUd, 3a Bblgayy paspelleHns Ha MNpoBedeHUe KITMHUYECKOro MccrnenoBaHust
neKkapcTBEHHOro npenapara Ans MeauLUMHCKOro NpUMEHEHWs], 3a NPOBEAEHNE 3KCMEPTU3bl JOKYMEHTOB
Ha neKapCTBEHHbIA npenapat Ans MnofydeHust paspelleHns Ha MNpoBEAEHME MeXAyHapOOHOro
MHOIOLEHTPOBOIO  KIMMHUYECKOrO WCCREeAOBaHUs JEeKapCTBEHHOro npenapata Ans  MeauuUMHCKOro
NPUMEHEHNsi, 3a Bbldayy paspelleHnss Ha NpoBeAEeHVME  MEXOYHapOAHOro  MHOrOLLEHTPOBOIrO
KIMHNYECKOro UCCredoBaHUsA JeKapCTBEHHOro mnpenapaTta  Ans  MeAMUMHCKOrO MNpUMEHEeHus, 3a
npoBedeHNE 3TUYECKOM 3KCMEepTU3bl, IKCMEpPTU3bl [OKYMEHTOB Ha JlekapCTBEHHbLIN MpenapaTt Ans
nofyYyeHnss paspelleHnss Ha MpOBEAEHUE MOCTPErNCTPALMOHHOIO  KITMHMYECKOTO UCCNeaoBaHUs
nekapCTBEHHOro npenapaTa A MeQULMHCKOTO MPUMEHEHUS, 3a BblAayy paspeLleHus Ha NpoBedeHue
NMOCTPErNCTPALMOHHOIO KMMHMYECKOrO UCCredoBaHUs fiekapCTBEHHOro npenapaTta ang MeauumMHCKOro
NPUMEHEHNS;

(B pea. PeneparnbHoro 3akoHa ot 27.12.2019 N 478-03)

3) NPOTOKOJT KIMMHNUYEeCKOro wuccnenoBaHuUa nekapCTBeHHOro npenaparta And MeauuuHCKOro
NPUMEHEHUA;

4) BpoLutopy uccnegoarens;
5) "HPOPMALMOHHBIV NMNCTOK NaLUEHTa;

6) cBegeHnst o6 onbiTe paboTbl UccnegoBaTener Mo COOTBETCTBYHOLUMM CMELManbHOCTAM M UX
onbITe paboThbl MO NPOBEAEHUIO KITMHUYECKUX UCCIEA0BaHUI;

7) cBedeHMs O MEOULUMHCKUX OpraHmMsauusx, B KOTOpbIX Mpegnonaraetcs npoBedeHue
KITMHNYECKOro MCCreAoBaHUS NEKapCTBEHHOrO npenapara Ansi MeAUUMHCKOro NpuMeHeHus (nosiHoe u
COKpalleHHOE HaMMEHOBaHWUSA, OpraHM3auWoHHO-NpaBoBas oOpMa, MECTO HaXOXOEHUS U MeCTo
OCYLLECTBIEHUSI OeATENbHOCTU, TenedoH, Tenedakc, agpec 3MeKTPOHHOM MOYThl KaX40N MEeLVLUHCKON
opraHusauun);

8) cBeaeHnAa O npepgnonaraeMbiX  CpoOKax npoBedeHnA  KIMMHUYeCKOoro  umccriegoBaHuA
NleKapCTBEeHHOro npenaparta gnda MmeamumnHCKoro npuMeHeHus,;

9) KOonui goroeopa ob6s3aTensHoro CTpaxoBaHudA, 3aKIHO4YeHHOro B COOTBETCTBUM C TUMOBbLIMU
npasunamMmu obsas3aTrenbHoro CTpaxoBaHnd, C YKa3aHnemM npe,u,eanoﬁ YNCNEeHHOCTN nauneHToB,
yyqacTByrouimnx B KIWHMYECKOM UCCneanoBaHWW JeKapCTBEHHOrro npenaparta and MeaununHCKOro
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NPUMEHeHNs;
10) nHcbopmaLMio 0 cocTaBe JieKapCTBEHHOro Npenapara Ans MeAULMHCKOro NPUMEHEHUS;

11) OOKYMEHT, COCTaBMNEHHbIN Npou3BoaMTENEM NeKapCTBEHHOro npenapaTta Ans MeauLMHCKOro
NPUMEHEHNsT M COAepXallMi nokasaTenu (XapakTepucTuku), a Takke CBeAEHUs O IeKapCTBEHHOM
npenapate Ans MeOWUMHCKOTO MNPUMEHEHWUs, NpPOM3BEOEHHOM Ans MNPOBEOeHUs  KITMHUYECKUX
nccrnegoBaHui;

12) cBegeHnss 0 gate NpefoCTaBlieHNs N PerucTpaLMoOHHOM HOMEpe JIMLEH3UN Ha NPOM3BOACTBO
nekapcTBEHHbIX CPEACTB B Cnydae, ecrnv Npou3BOACTBO NEKapCTBEHHOrO npenapara OCyLLecTBNAeTCH B
Poccunckon Pepgepauun, unm cBeAeHUs O pate MpedocTaBlieHUst M PerucTpaumoHHOM HOMepe
3aKMYEeHNsT O COOTBETCTBUM MNPOU3BOOUTENS JIEKAPCTBEHHOro mnpenapata TpeboBaHuAM npaBun
Hagnexallen npoM3BOACTBEHHOW NPAKTUMKW, NPEeAOCTaBMEHHOrO YNOMHOMOYEHHbIM OpPraHoM CTpaHbl
npoun3BoaunTENs NekapCTBEHHOro npenapara.

(B peqn. PepepanbHbix 3akoHoB 0T 04.06.2018 N 140-P3, o1 27.12.2019 N 478-03)

2.1. B cnyyae HenpeacTaBreHus C 3asiBieHMEM O Bblgade paspelleHnss Ha npoBedeHue
KMMHUYECKOrO UCCNeAoBaHNA NeKkapCTBEHHOrO npenaparta Ans MeavuMHCKOro NpuMeHeHns JOKYMEHTOB
(cBegeHwit), nogTBEpXKAALWUX YNnaTy rocyaapCTBEHHOW MOLUMMHBI M yKa3aHHbIX B MyHKTE 2 yacTtu 2
HacTosilen cTaTbM, a Takke BblgaBaeMbiX (MpegocTaBnsemMblX) YNOMHOMOYEHHbIMU deaeparnbHbIMU
opraHamu MWCMOMHWUTENbHON BNAacT [JOKYMEHTOB (CBeOEeHMI), YyKasaHHblX B NyHkTe 12 yactm 2
HacTosLLEeN CTaTbW, YMOSTHOMOYEHHbLIN dbedepanbHbIi OpraH WCMOMHUTENbHOW BracTu 3anpalimBaeT
yKasaHHble  OOKYMEHTbl  (CBedeHus) B  MOPSAKe  MEXBEAOMCTBEHHOrO  WHMOPMaLMOHHOro
B3aVMOAEWNCTBUS.

(4acTb 2.1 BBegeHa dDepepanbHbiM 3akoHOM OT 27.12.2019 N 478-93)

3. B cpok, He NpeBbIaLLNA NATU pabounx OHEN CO AHSI NPUHATUS YKa3aHHOro B NyHKTe 1 yactu 2
HacTosILLen cTaTbM 3asABEeHNs M HeobXoAWMbIX AOKYMEHTOB, YNOMHOMOYEHHbIV heaepanbHbln opraH
WCNOMHMTENbHOW BNacTu:

1) NpOBOAUT NPOBEPKY MOMHOTbI U JOCTOBEPHOCTW CBEAEHWIN, COAEPXKALLUMXCA B NpeacTaBeHHbIX
3asBUTENEM JOKYMEHTaXx;

2) NnpuHMMaeT pelleHne o0 nposefeHnn IKCNepTnu3dbl OKYMEHTOB ON1A NOJ1ydYeHUA pa3pelleHnd Ha
npoesegeHune KnnHM4ecKoro nccrieqoBaHnda nekapCTtBeHHOro npenaparta gna MmeauumHCKoro npuMeHeHusa
M 3TUYECKON 9KCNepTun3bl Unn 06 oTkase B npoBeaeHnn yka3aHHbIX 3KCNepTus;

3) yBegomnsieT B 3MEKTPOHHOW ¢hopMe unu Ha GymMakHOM HocuTene 3asiBUTENsl O MPUHSATOM
pelleHnn Nnbo B cryyae NpUHATUS pelleHns 06 oTkase Takke C ykazaHWeM NPUYMH Takoro oTkasa;

4) noarotTaBnMBaeT U HanpaBJiAET B 3KCMNEpPTHOE y4dpeXaeHune M COBEeT MO 3TuUKe 3adaHune Ha
npoeseeHne CoOOTBETCTBYHOLLNX SKCNEepPTns3.

4. B cny4yae BbIBNEHUSA HEMNOMHOTbl U (MKM) HeJOCTOBEPHOCTM MHAPOPMAaLMK, cogepxallencs B
npeacTaBfneHHbIX 3asBUTENeM AOKYMEHTax, YNONHOMOYEHHbIN dedeparnbHbli opraH MCNOMHUTENbHOW
BMacTu HanpasBnsieT 3asBUTENO0 3anpoc 00 YyTOYHEHUU yKasaHHOW nHdopmaumu. JaHHbIN 3anpoc MOXeT
ObITb MepegaH yNOMHOMOYEHHOMY MpeacTaBMTENO 3asBMTENs NWYHO MOA4 PpacnucKy, HanpasrfieH Mo
noyTe 3akasHbiM MMCbMOM WM MepedaH B 3MEKTPOHHOW hopMe NO TEeNeKOMMYHUKaLMOHHBIM KaHanam
cBA3n. B cnyyae HanpaBneHuws [aHHOro 3anpoca MO MNoyTe 3akasHbIM MMCbMOM OH CcuyMTaeTcs
NOMyYeHHbIM MO UCTEYEHUN LIeCTUM OHEW C AaTbl HanpaBMeHus 3akas3Horo nucbma. 3asButenb 06sA3aH
npeacTaBnTb OTBET Ha 3anpoc YNOMHOMOYEHHOro defepanbHOro opraHa WCMOSHMTENbHOW BRacT B
CPOK, He NpeBbiLLaWUA AeBAHOCTa pabounx aHew co AHSA ero nonydeHusi. Cpok, ykasaHHbIA B 4actu 3
HacTosILLeN cTaTbyl, NPUOCTAHABNNBAETCA CO AHS HanpaBfieHUst 3asBUTESNI0 3anpoca YNOfHOMOYEHHOro
denepanbHOro opraHa UCMOMHUTENBHON BNAcTU OO OHS MONyYeHWs UM COOTBETCTBYHOLLErO OTBETa U He
YyUYNTbIBAETCA NPUM  UCHUCIIEHUM CPOKa MPUHATUS  YNOMHOMOYEHHbIM  dbedeparnbHbiM — OpraHom
WCMONHUTENBHON BMacTW peLleHns 0 NPOBEAEHWNN IKCMepTM3bl JOKYMEHTOB AN NONy4YeHns paspeLleHns
Ha npoBedeHVWe KIMHUYECKOrO UCCreaoBaHUs neKkapCTBEHHOro rfpenapata Ans  MeAMLMHCKOro
NPYMEHEHNS.

5. OcHoBaHMEM Ans OTKasa B NMPOBEAEHUU IKCMEPTU3bl AOKYMEHTOB AN MOSyYEHUs paspeLleHmnst
Ha npoBedeHMe KIIMHWYECKOro WCCrnedoBaHUA IeKapCTBEHHOro mnpenapata Ans  MeOWLUHCKOro
NPUMEHEHNUsI U STUYECKON IKCMepTM3bl SABNSAETCA NpeAcTaBlieHne AOKYMEHTOB, NpeayCMOTPEHHbIX
YacTblo 2 HacTosALlEel CTaTby, B HernonHoM obbeme, HenpeacTaBreHne 3asBUTENEM B YCTaHOBMEHHbIN
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CPOK OTBeTa Ha YKasaHHblM B 4YacTu 4 HacTosiwen cTaTbW 3anpoc YnoSIHOMOYEHHOro dpefepanbHoro
opraHa WCMONHUTENbHOW BNacTtu nuMbo OTCYTCTBME B MpeACcTaBreHHbIX OOKYMEHTaxX UCYepnbIBaKLLEro
nepeyvHs Heobxoaumon uHdopmauum unu nMHdopmauum, KoTopass AoMKHa OblTb OTpakeHa B HUX, a
Takke OTCyTCTBUME WHGOPMauuMM, noaTBepXpawwen gakT ynnatbl rocyadapCTBEHHOW MOLUNUHBI 3a
npoBedeHNE 3TUYECKOM IKCNEepTU3bl, 3IKCMepTU3bl [OKYMEHTOB Ha JflekapCTBEHHbIN npenapat Ans
NnonyyYyeHns paspeLLeHnst Ha NpoBedeHMe KITMHUYECKOro NccneoBaHnst NIEKapCTBEHHOro npenapaTa Ans
MeOQUUMHCKOro npmMmeHeHud, 3a Bblaady paspelleHnAa Ha npoBeaeHune KIMHUYeCcKoro uccnenosaHusa
NekapCTBeHHOro npenaparta ana meguumHCKoro npMMeHeHua, 3a nposeaneHne aKCnepTusbl JOKYMEHTOB
Ha nekapCTBEHHbI npenapaT pAns nonydeHus paspelleHns Ha npoBedeHue MeXOyHapOaHOro
MHOIFoUeHTpPOBOro KInMHNYECKOro wuccnegoBaHnda JeKkapCTBEHHOIo npenapata Aanda MeanunHCKoro
npUMEHeHWsi, 3a Bbldayy paspelleHns Ha npoBedeHWEe MEXAYHapOAHOro  MHOrOLLEHTPOBOro
KIMNMHNYECKOro uccrieaoBaHna JekapCTBEHHOro npenapata And MeguumHCKOro npumMeHeHud, 3a
npoBedeHNEe 3TUYECKOM IKCMEepTU3bl, IKCMEpPTU3bl [OKYMEHTOB Ha JlekapCTBEHHbIN npenapaTt Ans
NnofnyyYyeHns paspelleHnss Ha MpoBeAeHMEe MOCTPErnCTPaLMOHHOIO  KIIMHUYECKOTO  MCCeaoBaHus
rniekapCTBEHHOro npenapaTa 419 MeQULMHCKOTO MPUMEHEHMS, 3a Bbldady paspelleHus Ha npoBedeHune
NOCTPErnCcTPaLOHHOIO KIMHWMYECKOTO UCCreoBaHUS JNeKapCTBEHHOrO npenapaTta Ans MeAuLUMHCKOro
NPYMEHEHNS.

6. [poBeaeHune 3KCNepTM3bl [AOKYMEHTOB AnNs MOMydeHUst paspelleHuMst Ha NpoBedeHue
KITMHNYECKOro UccrneaoBaHnst NIeKapCTBEHHOMo npenapara Ans MeguuMHCKOro NPUMEHEHUA U 3TUYECKON
9KCMEPTU3bl, COCTABMEHMNE KOMUCCUEN IKCMEPTOB N COBETOM MO 3TUKE 3aKMOYEHUA O BO3MOXHOCTU MK
HEBO3MOXXHOCTM MPOBEAEHUS TaKOro KIMHUYECKOro MCCeaoBaHWUst U HanpaeneHne 3TUX 3aKrdeHui B
YMNOMHOMOYEHHbI bedepanbHbii OpraH  WCMOSIHUTENbHON BMACTU  OCYLLUECTBISTCS B CPOK, He
NpPeBbILALWWA Tpuauatn pabounx AOHEeW CO OHS MNONYYEeHWUs 3KCMEPTHbIM YYpeXaeHWeM 3adaHust
YrNOHOMOYEHHOro defepanbHOro opraHa WCNOMHUTENbHOW BNacTU C MNPUITOXEHUMEM [OOKYMEHTOB,
ykasaHHbiXx B nyHktax 3, 4, 10 u 11 yactm 2 HacToswen cTtaTtbM, U COBETOM MO 3TUKE 3adaHus
YNOMHOMOYEHHOro defepanbHOro opraHa WCNOMHUTENBHOW BNAacTU C NPUIOXEHUEM [LOKYMEHTOB,
yKa3aHHbIX B NyHKTax 3 - 6, 8 1 9 yactu 2 HacTosiLLen cTaTbi.

7. B cpok, He nmpeBbIWalWmi NATU pabounx gHEN CO OHA MOMNydYeHUs 3aKIOYEHUN, YKa3aHHbIX B
YyacTu 6 HacTosILen cTaTby, YNONHOMOYEHHbIN dheaepanbHbiii OpraH UCNOSTHUTENBHOM BRacTu:

1) OCyLUeCTBNAEeT OUeHKYy noCTynuBLUnNX 3aKn4yeHnn  ans onpepgernieHnda ux cooTBeTCTBUA
3afaHnAaM Ha npoBeaeHne CoOoTBEeTCTBYHOLLMNX SKCNEPTUS;

2) NpUYHMMaeT peLleHVe O BbiJave paspelleHusl Ha MpoBeAeHME KIUHUYECKOro UCCrenoBaHus
nekapcTBEHHOro npenapata Ans MeguLMHCKOro NpUMEHeHWs unu o6 oTkase B Bblaye yka3aHHOro
paspeLueHuns;

3) BblOaeT pa3pelleHne Ha NpoBeeHne KIMHUYECKOTO NCCNeoBaHWsl NekapCTBEHHOro npenapara
ANs MEOWULMHCKOrO MNPUMEHEHWs unu pelleHve o6 OTkas3e B BbiJade YKasaHHOrO paspelleHust ¢
yKasaHveMm NpuynH oTkasa.

8. OcHoBaHMeM AN OTKasa B Bbiaye pa3peLleHnsl Ha NPOBEeAEHNE KIMHMYECKOTO MccrneaoBaHus
nekapcTBEHHOro npenapara Afsi MeQuLUHCKOTO NPUMEHEHUS SIBMSIETCS HAaNMMUne 3aKioyYeHUst KOMUCCUU
9KCMEPTOB UMM  3aKMHOYEHUs COBeTa MO 3TUKE O HEBO3MOXHOCTM MPOBEAEHUSI  KIMHUYECKOrO
uccnenoBaHWs NEKapCTBEHHOrO npenapata AN MeauUUHCKOTO NPUMEHEHUst MO pe3ynbTatam
NPOBEeAEHHbIX 3KCMEePTU3, NPEAYCMOTPEHHbIX YaCTbio 6 HAaCTOSILLEN CTaTb.

9. PeweHne o6 oTkaze B NpPOBEAEHMM IKCMEPTU3bl AOKYMEHTOB OJ1S MOJTyYEHUS paspeLleHns Ha
npoBeAeHne KNMHUYECKOro UCCneaoBaHus NnekapcTBEHHOro npenapaTa Ans MeauLuHCKOro npuMeHeHust
M 3TMYECKOM 3KCMepTM3bl U B Bbloave paspelleHMst Ha NpoBedeHWe KIMHUYECKOro WCCredoBaHUs
nekapcTBeHHOro npenaparta Ans MeauMUMHCKOro NPUMEeHEeHWst MoXeT ObiTb 00XarnoBaHO B MOpsSiaKe,
yCTaHOBIEHHOM 3akoHodaTenbcTBoM Poccuiickon ®epepauuu.

Ctatba 39.1. 3TM4Yeckas akcnepTusa
(BBegeHa dPepepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

1. OTnyeckas 9KCnepTn3a npoBoanTCA COBETOM MO 3TUKEe, CO3OaHHbIM B nopsaake, yCtaHOBIIEHHOM
YNONTHOMOY€EHHbIM (pep,epaanblM opraHom NCMONHNTENBHOW BNacTK, B LLENsX Bbloadn 3akrioveHust ob
3Tn4Yeckon 0b6OCHOBAHHOCTM BO3MOXHOCTU nposeaeHna KnnMHU4YecKkoro uccriegoBaHua nekapCTBeHHOro
npenapara gna meamunHCKOro npuMeHeHuns.

2. 3KCI'IepTaMM coBeTa no 3TUKe MoryT ObITb npegcraBuTenn megmumnHCKNX opraHmsaumM, Hay4HbIX
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opraHusauui, obpasoBaTenbHbIX OpraHusauuMi BbicLlEero o0pas3oBaHusl, a Takke npeacTaBUTENU
0OLECTBEHHbLIX OpraHM3auuin, PenUrMo3HbIX OpraHusaumni u cpeacTB MaccoBoW MHopmaumn. [aHHble
3KCMNepTbl He AOSMKHbl HAaXOAWUTbCS B KaKOW-NMOO 3aBMCUMOCTM OT pa3paboTyMKOB JEKAapPCTBEHHbIX
npenapaToB 1 APYrnx Ny, 3anHTEPECOBaHHbLIX B pe3dyfbTaTax 3TUYECKO 3KCNepPTU3bI.

3. Onnarta ycnyr 3KCnepToB coBeTa MO STUKE OCYLIECTBMSIETCS Ha OCHOBaHUWM [OroBopa,
3aKMYEHHOTO MeXay YMNONIHOMOYEHHbIM dedepanbHbiM OpPraHOM MCMOSNHUTENbHOW BNacTW, KOTOPbIM
co3daH CoBeT MO 3TUKe, W IKCMepTOM coBeTa MO 3TMKe, 3a cuveT OlKeTHbIX acCUrHOBaHWMA,
NPeyCMOTPEHHBIX YMONTHOMOYEHHOMY (hbefeparnibHOMY OpraHy WCMNONMHUTENbHOM BnacTh, KOTOPbIM
co3JaH COBET Mo 3TuKe, B dpedeparnbHOM OogkeTe Ha COOTBETCTBYHWOLMIA rog Ha obecneyeHue ero
AesiITeNbHOCTU, B pa3mepax, ycTaHoBMNeHHbIX MpaButenbctBom Poccuiicko ®enepaumu.

4. DkcnepTbl COBETa MO 3TMKE HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOOATENIbCTBOM
Poccuiickon ®epepauuun.

5. CocTaB coBeTa Nno 3T1Ke, NonoxeHne o6 3TOM COBETE, MOPSAOK €ro AesATENbHOCTM, TpeboBaHUs
K KBanudukaumm 1 onbITy paboTbl MO 3KCNEPTHOW OLEHKE Hay4YHbIX, MeOULMHCKMUX U STUYECKMX acreKToB
KMUHUYECKUX  WUCCNEdOBaHWiA  NeKapCTBEHHbIX MpenapatoB ONs  MEAMUMHCKOrO  MpUMEHEeHMs,
npeabsBrsieMble K 3KcrepTam coBeTa MO 3TWKe, MOPAOOK OpraHusauMm u npoBedeHus 3TUYecKoM
3KCMepTu3bl, hopMa 3aKIoYEHNS CoBETa MO 3TMKe YCTaHABMNBAOTCA YNOMHOMOYEHHbIM dheaepanbHbIM
OpraHoM MCMonHUTENbHON BnacTh. Yucno npencraBuTener MeOULMHCKMX OpraHusauuin He MoXeT
MpeBbiLlaTh MOMOBUHY OT OBLLErO YNCHa IKCNepTOB COBETA Mo 3TUKE.

6. WHdopmauus o coctaBe coBeTa MO 3TUKe, NNaHax ero paboTbl U Tekylwen OedTenbHOCTU
pasmMellaeTcss Ha oduumanbHOM cawTe YMNOofHOMOYEHHOro dedepanbHOro opraHa MCMOSNTHUTENbHON
Bnactu B cet "MIHTepHeT" B yCTaHOBMEHHOM UM MOpsAaKe.

Crtatba 40. lNpoBegeHne KINMHUYECKOro MCcCnegoBaHUA JNEeKAapCTBEHHOro npenapara gnsa
MeaAULMNHCKOro npumMmeHeHus

1. PykoBoguTens MeguLMHCKOM OpraHuM3auuu, KoTopasi NPOBOAUT KIMHMYECKOE WCCreAoBaHue
NEKapCTBEHHOro npenapata Ans  MeOUUUHCKOrO  MPUMEHEHWs, HasHavaeT  uccrnegoBaTens,
OTBETCTBEHHOIO 3a MNPOBEAEHME TaKoro WCCNeaoBaHMs U MMeLWero neyebHyro cneumanbHOCTb,
COOTBETCTBYIOLLYIO MNPOBOAMMOMY KMMHUMYECKOMY WCCMNEAOBaHUI0 JieKapCTBEHHOro npenapara, Cco
cTaxem paboTbl MO MporpaMMam KIMHUYECKUX UCCNeaoBaHMI NEKapCTBEHHbIX NpenapaTtoB He MeHee
YemM TpU roga M NO ero nNpeanoXeHut HasHadaeT couccrnegoBaTenen M3 4ducna Bpadven 3TOM
MeAMLIMHCKON opraHu3aLmm.

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

2. Wccneposartenb ocyuwlecTBndeT Bbl60p naunMeHToB, KOTOpble MO MeAULUMHCKUM NOKa3aHUAM
MoryTt ObITb npueried4eHbl K y4acCTtuio B KIMMHUYECKOM UuccneaoBaHUM NeKapCTBEHHOro npenaparta and
MeaUUMNHCKOro npuMeHeHus.

3. MWccnepoBatenb wu couccnepoBaTenu [AOMkHbl  OblTb  O3HAKOMIEHbI C  pe3ynbTaTtamu
[OKIMUHUYECKOTO  UCCMEOBaHWs  NIeKapCTBEHHOr0  CPeACcTBa,  codepxalumucs B Gpolutope
uccnenoBaTensl, NPOEKTOM MPOTOKONa KMWHWYECKOro UCCIefoBaHUA NekapCTBEHHOro npenapaTa Ans
MELMLMHCKOro MpUMeHeHusl, pas3paboTaHHbIM pa3paboTyMkoM NeKkapCTBEHHOrO npenapaTta UM UHbIM
IOPUONYECKUM FMLOM, MPUBMEKAEMbIM K OpraHuM3auuMm npoBeAeHUss KIUHWUYECKOro UCCenoBaHUs
NeKapcTBEHHOrO MnpenapaTta Ans MeOUUMHCKOrO MNPUMEHEHWs, W OpYyrMMu  MaTepuanamu Takoro
nuccnenoBaHus.

3.1. PykoBoguTenb MEOULVMHCKOW OpraHnsaumm B CPOK, He NpeBbILIALWMIA TpeX pabounx gHen co
OHS Hadana npoBefeHust KIMHNUYECKOro UccrnenoBaHus nekapCTBEHHOro npenapaTta ans MeauumMHCKoro
NpMMeHeHNs, cooblaeT o6 3TOM B YMNOMHOMOYEHHbIA (befepanbHbii OpraH UCMONHUTENBHOW BNacTw,
BblAaBLUWIA pa3pelleHne Ha NpoBeaeHne Takoro uccneaoBaHus, No YCTaHOBEHHON UM hopMme.
(vacTb 3.1 BBegeHa dPepepanbHbiM 3akoHOM oT 29.11.2010 N 313-93)

4. OpraHumsaumm, OCYLLECTBIISIOWMNE OpraHn3aumio NpPoBEeAEHUST KIMHUYECKOTO UCCneaoBaHus
nekapCTBEHHOro npenapaTta Ans MeOMLMHCKOro MPUMMEHEHMSI U yKasaHHble B 4acTm 3 ctaTbu 38
HacTosiwero ®efepanbHOro 3akoHa, B crydae HeobXxoOAMMOCTM BHECEHUS WM3MEHEHWI B MPOTOKON
KITMHMYECKOro MCCneaoBaHnsa NekapCTBEHHOro npenapaTta ona MeauUMHCKOro NpUMEHEHUs coobuiaroT
00 3TOM B YNONMHOMOYEHHbIN heaepanbHbIi OpraH UCNONHUTENBHON BNACcTU, BblAABLUMA paspeLleHne Ha
npoBefeHne Takoro uccneoBaHus, No yCTaHOBNEHHOW UM chopMe.

(B pea. PenepanbHoro 3akoHa ot 11.10.2010 N 271-03)
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4.1. dopma coobLEHNS O BHECEHMM M3MEHEHWN B MNPOTOKOS KIMHUYECKOrO MWCCRneaoBaHns
NEeKapCTBEHHOro npenapata [Ans MEeOULUHCKOrOo MpPUMMEHEHUs [OOfKHA COoAepXaTb cregyrolimne
cBefeHus:

1) HaMMeHoBaHne, NOeHTUOUKALMOHHBLIN HOMEP 1 AaTa NPOTOKOMA KIMHUYECKOro UCCneaoBaHus;
2) paTta BHECEHMS U3MEHEHWI B MPOTOKON KIIMHUYECKOro NCCNeaoBaHus;
3) HaMMeHOBaHME N MECTO HaXOXOEHUSA 3asBUTENS;

4) HanmeHOBaHWe opraHusauuu, NpuBNeYeHHoOW pas3paboTyMKOM feKkapCTBEHHOro npenaparta K
opraHusaumv NpoBeaeHUst KINIMHNYECKOro nccneaoBaHus (Npu Hannuun);

5) HanmeHoBaHNA U MecCTa HaxoxaeHunAa MeguumnmHCKUX OpI'aHl/I3aLl.l/Il7I, B KOTOPbIX NpoBOONTCA
KIMNHN4YeCcKoe nccnenoBaHmne;

6) AaTta Bbldayn pas3pelleHna Ha npoBegeHune KrInHM4Yeckoro uccnegoBaHnMda M HOMeEpP 3TOro
paspeLleHus:;

7) U3MEHEHUsI, BHOCUMbIE B NPOTOKOS KIMMHWUYECKOro MCCcrneaoBaHusl.
(4acTb 4.1 BBegeHa PepepanbHbiM 3akoHoMm oT 11.10.2010 N 271-$3)

5. B cpok, He npeBbiwaowmn Tpyauatn pabodmx gHen co AHSA NonyyYeHus yKasaHHOro B yacTtu 4
HacTosILLeN CcTaTbM COOBLUEHUSA, YNONMHOMOYEHHbIM eaepanbHbii OpraH MCMONHUTENLHON BRacTu
paccmaTpvBaeT 9TO COOOLUeHVWe B YCTaHOBMIEHHOM WM MNOpsiAKke W MPUHMMAaeET pelleHue O BHEeCEeHWUU
M3MEHEeHU B NPOTOKOSM KIMHWYECKOro MCCrenoBaHMs NeKapCTBEHHOro npenapaTta Ans MeAMLUMHCKOro
npuMeHeHUss unM o6 OTKase BO BHECEHWM Takux u3aMeHeHwi. [Npu paccmoTpeHun coollleHuss o
HeobXoAMMOCTN BHECEHMS W3MEHEHUM B MPOTOKON KIMHWYECKOro MCCrnegoBaHus neKapCTBEHHOro
npenapara ANs MeAUUMHCKOrO MpUMEHEeHMs B Lensax OueHkn OOOCHOBAaHHOCTM npeanaraemMbix
U3MEHEHUA N OMnpederneHns CTeneHu pucka Ans MNauMeHTOB, MPUHUMALWUX y4yacTue B KITMHUYECKMX
nuccrnegoBaHUsX,  YNONHOMOYEHHbIM  (befepanbHbiM — OPraHoOM — UCMOMHUTENbHOW  BNactm  MOryT
npuBnekaTbCa 3KCNepThl COBETa MO 3TUKE.

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

6. KnuHudeckoe wnccnegoBaHWe neKapCTBEHHOrO npenaparta A8 MeAWUMHCKOro MNpUMEHEeHUs
MOXeT ObITb NPMOCTAHOBIIEHO WMM MpeKpalleHo, ecnu B npouecce ero npoBefeHus OOHapyxeHa
OMNacHOCTb ANS XWU3HW, 300pOBbS NaLMEeHTOB. B crnyyae BO3HMKHOBEHUSI OMACHOCTUN AfS XKU3HW, 300POBbS
nauueHTa, y4yacTBYIOLEro B KIMHUYECKOM WCCredoBaHWM  feKapCTBEHHOro npenapata  Ans
MEeOULMHCKOTO MPUMEHEHWs, uccnegosateny obs3aHbl nponHdopMMpoBaTe 06 3TOM pykoBOAMTENS
MEOULMHCKON  OpraHmsauum W1 OpraHmsaumio, MOMy4YuBLUYI0  paspelleHne  YNONTHOMOYEHHOro
dedepanbHOro opraHa WCMOMHUTENbHOW BMAAcTM Ha OpraHusauuio MpoBeAeHUs  KIMHUYECKOro
nuccrnegoBaHus nNekapCTBEHHOroO npenapara. PelueHne 0 NpMoCcTaHOBNEHWUM KNMHUYECKOTO CCNeaoBaHuns
nekapCTBEHHOro npenaparta Ans MeguUMHCKOro MPUMEHEHUS MPUHUMAIOT PYKOBOAUTENb MEeOULMHCKON
opraHusauum n (Mnu) opraHnsauus, NonyYMBLLAs paspeLleHre YNnoHOMOYEHHOro hegepanbHOro opraHa
WCMONHWUTENbHON BNAcTW Ha OpraHn3auuio NpoBeAeHUs! KIMHWYECKOro MccrnegoBaHus rekapcTBEHHOro
npenapara And MeOWMUMHCKOro MNPUMEHEHWs, pelleHne O MpeKpalleHnun Takoro WuccneaoBaHus
NPUHMMAET YNONIHOMOYEHHbIN defeparnbHbIA OpraH UCMONMHUTENBHON BNAacTU Ha OCHOBAHUKN COOBLLEHNS
B MUCbMEHHOW opMe PYKOBOAUTENS MEAMUMHCKOW OpraHvM3auvMu Wnv opraHusaumsi, nonyyvsluas
paspeLlleHne YnofIHOMOYEHHOro deaepanbHOro opraHa WCMOMHUTENbHOW BRacTX Ha OpraHvM3auumio
npoBefeHUs KIMHUYECKOrO UCCeA0BaHUs NekapCTBEHHOro NpenapaTta Ang MeauuMHCKOro NpUMeHeHus.

7. B cpok, He npeBbiwaowmn natn pabounx gHen co OHA 3aBepLueHusl, MPUOCTaHOBNEHUS WX
npekpaweHus  KIMMHUYECKOro  MccrefoBaHWsl  NeKapCTBEHHOro npenapata  and  MeauLMHCKOro
npumeHeHusi, cooblleHne o6 3ToM HanmpaBnseTcs opraHu3auMsMy, ykasaHHblMU B yacTu 3 ctatby 38
HacTosiero ®efeparnbHOro 3akoHa, B YNOMHOMOYEHHbIN dheaepanbHblil OpraH UCNOMHUTENBHOW BNacTy
no yCTaHOBMNEHHOW UM hbopMeE.

8. CDopma coobuleHunss o 3aBeplieHnn, npuocTtaHoBNeHnn wunnm npekpaweHnn KrinmHn4ecKkoro
ncenenoBsaHna nekapCcTBeHHOro npenapata and MeanunHCKoro npuMeHeHusa AofkKHa coaepXaTtb:

1) MHdOPMaUUI0 O MEAMLUHCKOW OpraHvM3auum Unu MeavUMHCKUX OpraHu3aumsx, NpoBOAMBLUUX
JAaHHOe nccrnenoBaHue;

2) onncaHmne gaHHOro nccriegoBaHuA;
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3) faHHble uccnepoBaTens (dhamMunus, MMs, OTYECTBO, MECTO paboThl, 3aHMMaeMasi LOIMKHOCTb,
cneumanbHOCTb, CTax paboTbl MO MporpammaM  KMMHWUYECKUX WUCCMEAOBaHWA  NEKAPCTBEHHBLIX
npenapaTtoB, MNepeyeHb KIMHUYECKUX WCCNEAOBaHWA NEKApCTBEHHbLIX MpenapaTtoB, B KOTOPbLIX OH
npuHMMan yyactme (Nepuoabl y4acTusl) B Ka4ecTBe UCCIeQoBaTENs UK couccneaoBartens);

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

4) pesynbTaT [aHHOMO WCCRedoBaHWs (3aBeplleHune, MNPUOCTaHOBMEHWE WK MNpekpalleHue
[AaHHOro UccrneaoBaHus C yKa3aHWeM UX NPUYMH U BIIUSHUS HA OLIEHKY ero pesynbTaTtoB, OGLLYI0 OLIeHKY
prUcka W OXWOaeMOoWl Momnb3bl OT MPWMEHEHMS UCCIeQyeMoro NekapcTBEHHOro npenapaTa, a Takke
npeanonaraemMble AanbHenwmne encTens).

8.1. lNpu BbiSBNEeHWM dedepanbHbIM OPraHoOM UCMOSHUTENBHOW BRAACTW, OCYLLECTBISAOLWUM
YHKUMM MO KOHTPOMK M Haa3opy B cdepe 30paBOOXpaHEHUs, HapylleHUn npaBun Hagnexallen
KMVHUYECKOW MNPaKTUKU NPW NPOBEAEHMU KIMHWYECKOro MCCneaoBaHus MekapCTBEHHOro npenapara,
BMUSIOWMX Ha MOMHOTY M (MnW) OOCTOBEPHOCTb AAHHOIMO KIWHWMYECKOrOo WCCNEedoBaHWs, YKas3aHHbIN
hedeparnbHbI OpraH UCMOMHUTENbHOW BNAcTU NPUOCTaHaBnNMBaeT NpoBefeHue AAaHHOIo KIMHUYECKOro
uccrnegoBaHUs U BbIHOCUT MeOMUMHCKOW OpraHu3aumu, B KOTOPOW NPOBOAUTCH OAHHOE KIMHUYecKoe
uccrnegoBaHue, npeanucaHne o6  yCTpaHeHMU BbISIBMEHHbIX HapyweHwui. [lpyu  HeycTpaHeHuu
MEOULMHCKON OpraHu3auuen BbISIBMIEHHbIX HapYLUEHUWA B YCTAHOBMEHHbIM B MpeanucaHun CpokK
yKasaHHbI cbefepanbHbii OpraH WCMONHUTENbHOW BMNAacTW MPUHUMAET peLleHMe O MpeKpaLlleHnm
NpoBeAEHUSA KMMHUYECKOrO MCCreAoBaHMs NIEKapCTBEHHOrO npenaparta 1 HanpaensieT B doegepanbHbIi
OpraH WCMONHUTENbHON BRNacTW, OCYLECTBNAWNA QyHKUMM No  BblpaboTke W peanusauum
rocygapCTBEHHOM MOMUTUKA M HOPMaTUBHO-MPABOBOMY PEryriMpoBaHui0 B cdepe 34paBOOXpaHeHUs,
3aKnyeHne O BbISIBMIEHUN MPU NMPOBEAEHUN AaHHOTO KIMMHUYECKOrO MCCNeAOoBaHMSA HapyLUEHUA npaBus
Hagnexatlen KNMHUYEeCKOW NpakTUK1 ANS NPUHATUS pelleHns 06 OTMEeHe paspelueHnst Ha opraHn3auuio
NpoBeAeHns AAHHOro KIMHWYECKOro WUCCMedoBaHMsA € AaTtbl MPUHATUS peLleHuUst O MPUOCTaHOBMEHUU
NpoBeAEeHNs KITMHUYECKOro nccreoBaHns NekapcTBEHHOro npenapara.

(vacTb 8.1 B pea. PenepanbHoro 3akoHa oT 13.07.2015 N 241-93)

9. YNOnMHOMOYEHHbLIN eaepanbHbIi  OpraH WCMOMHUTENbHOW BriacTu  onybnukoBbiBaeT U
pa3smellaeT Ha cBoeM oduumanbHoMm cante B ceTn "MHTepHeT" cooOueHne o 3aBepLUEeHUM,
NPUOCTAHOBIEHNM UM MPEKPALLEHUN KITMHUYECKOTO WCCNefoBaHNsi NeKapCTBEHHOro npenaparta Ans
MEeOULMHCKOTO MPUMEHEHMS B CPOK, He MpeBbIWaloWwni NSt pabounx gHEen Co OHS ero noryyeHus, B
YyCTaHOBMEHHOM UM NOpPSAKe.

10. YnonHomou4eHHbIN beaepanbHbll OpraH UCMOMHUTENBHOW BracTU OCYLUECTBNSAEeT BedeHue
peectpa uccrnegoBaTtenien, NPoOBOAALMX UMW NPOBOAMBLUMX  KMMHUYECKME  UCCNepoBaHust
nekapcTBeHHbIX MpenapaTtoB Ans MeAUUMHCKOro NpUMEHEHUs, B COOTBETCTBUWN C YTBEPXAEHHbIMU UM
npasunaMmy 1 pasmellaeT ero Ha cBoeM oduumansHOM cante B ceTu "MIHTepHeT" B YCTAHOBMEHHOM UM
nopsigke. YKasaHHbI peecTp COAEPXUT MWHOPMauuio, NpeayCMOTPEHHYKD MyHKTOM 3 4actnm 8
HacTosILLEeN cTaTbu.

11. OTyeT O pesynbTatax KIMHWYECKOrO WCCNeaoBaHNs IeKapCTBEHHOro npenapata Ans
MeAMLIMHCKOro NpMMEHEHNA COCTaBNAETCH opraHusaumen, ykasaHHoW B YacTn 3 ctatbn 38 HacTosLwero
®epepanbHOro 3akoHa, Ha OCHOBAHUWM 3aK/OYEHUW MEAUMLMHCKUX OpraHu3auvin, NpOBOAMUBLUMX 3TO
nuccnegoBaHue, U NPeAcTaBnseTcs B YNOMHOMOYEHHbIN dedeparnbHbil OpraH UCMONHUTENbHON BRacTy,
BblAaBLUWIA paspeLleHne Ha NpoBedeHne 3TOro NCCNefoBaHuWs, B CPOK, He NPeBbILLAoLWNA TPeX MecsLeB
CO [HA ero 3aBeplUeHWsi, MNPUWOCTAHOBIIEHWUS WNW MNpekpalleHus, B nopsiake, YCTaHOBMEHHOM
YNOSIHOMOYEHHbIM heaepanbHbIM OpraHoOM UCMONHUTENBHON BacTy.

12. HapyweHue npasun Hagnexalwen KrMHUYECKOW NpakTuKK, danbcudpukaums pesynsTaTos
KIMHNYECKOro MccrneaoBaHnsa nekapCTBEHHOro npenapaTa Ans MeauuMHCKOro NpuMeHeHus BrekyT 3a
coboWi OTBETCTBEHHOCTb B COOTBETCTBUM C 3akoHOAaTenbcTBoM Poccuiickon ®egepauun.

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

13. Tlpu npoBedeHWM KIMHWMYECKOTO UCCReAoBaHUs NlekapCTBEHHOro npenapara Ans
MEeAVLMHCKOrO NPUMEHEeHNsa gonyckaetcs 3abop y naumeHToB Ouonormdecknx marepuanos (obpasubl
OMoNnorMyeckMx KUOKOCTEW, TKaHEeW, CEeKpeToB U MNPOAYKTOB XKM3HEJEesTEeNbHOCTU  YenoBeka,
PU3NONOTMYECKMX U MATONOrMYECKUX BblOENEHMI, Ma3KoB, COCKOOOB, CMbIBOB, MMWKPOOPraHW3mOB,
fbuoncuiHeli MaTepman) onsa nx nydenusa B Poccuiickon ®egepauun n (unn) 3a npegenamu Poccuiickon
depepauymun.

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

14. MNopsagok BBo3a B Poccunckyto ®enepauuio n BbiBo3a 3a npefensl Poccuiickon denepavuum
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Ovonornyeckmx MaTepuarnoB, MOMlyYEHHbIX MNpUM  MNPOBEAEHUN  KITMHWYECKOTO  MCCedoBaHus
rneKkapCTBEHHOro npenapaTta Afis MeOUUMHCKOTO MpUMeHeHus, ycTaHaBnuBaetcs [lpaBuTensCTBOM
Poccuickon degepaumm.

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

Cratba 41. [doroBop O nNpoBeAeHUM KIIMHUYECKOro WUCCrefoBaHUs JleKapCTBEHHOro
npenapara AnsA MeAULUHCKOro NpUMeHeHus

1. KnuHunyeckoe uccrenoBaHue NeKapCTBEHHOro npenapata Ans MeauLMHCKOro MpUMEHEeHUs
NpoBOANTCA B COOTBETCTBUWN C IOFOBOPOM O NMPOBEAEHUM KITMHUYECKOrO UCCIeaoBaHNsA NeKapCTBEHHOro
npenapata Ans MeOuUMHCKOrO MPYMEHEHMUs, 3aknioyaeMbiM MeXay opraHusauueit, nonydvsLLen
paspelleHne YrNonHOMOYEHHOro dhedepanbHOro opraHa WCMOMHMTENbHON BRACTM Ha opraHusaumio
npoBedeHUss TaKoro WccrnegoBaHWsA, U MeOUUUHCKOW OpraHusaumen, ocylLecTBMsIole npoBeaegHue
TaKoro uccreaoBaHus.

2. ,D,OI'OBOp O npoBegeHun KriMHn4eckoro wuccriegoBaHua JeKapCTBeHHOro npenaparta ansd
MeQUUMNHCKOro npuMeHeHna OoJmKeH coaepXKaTb:

1) yCnoBuMS 1 CPOKU NPOBEAEHNS AaHHOIO UCCrneaoBaHus;

2) onpeneneHne obwen cTonmocTu nporpamMmmbl gaHHOrNo muccneanoBaHua C ykasaHMemMm CyMMbl,
I'IpeﬂHaSHa‘-IaPOLLI,eVICFl Ana BbinNnaT nccnepoBartenam, conccriegoBaTenam,

3) onpepenexHve ¢opMbl  MpeacTaBreHUd  pe3ynbTaToB  [AHHOTO  UCCMNedoBaHus B
YNONHOMOYEHHbIN dheaepanbHbli OpraH NCNOSTHUTENBHOW BacTy.

Ctatba 42. ®uHaHcOBOe obecnevyeHue KIMHUYECKOro UCCrneAoBaHUA JeKapCTBEHHOro
npenaparta gnd meguUuMHCKOro npumMmeHeHus

durHaHcoBOe obecnevyeHne KIIMHWUYECKOro UccnenoBaHus NekapCTBeHHOro npenaparta Aansa
MeOUUMNHCKOIro npuMeHeHna oCyLLeCTBIIAEeTCA 3a CHeT:

1) cpeacTtB begepanbHoro GrogxeTa;

2) cpencTe opranaauMﬁ, nony4ymBLINX paspeleHne Ha opraHunsauumio nposefeHuda LOaHHOro
ncecnenoBsaHuda, B COOTBeTCTBMKU C YCNOBUAMIK OroBopa O ero nposeneHuu,

3) MHbIX He 3anpeLLeHHbIX 3akoHo4aTeNbCTBOM Poccunckon ®enepaumm NCTOYHUKOB.

Cratba 43. [lpaBa nauueHTOB, YYacTBYWOLWMUX B KINMHUYECKOM UCCNefoBaHUU
NeKapCTBEHHOro npenapara Ans MeguUUHCKOro NnpMMeHeHus

1. YyacTme nauMeHTOB B KIAMHUYECKOM WCCreLoBaHUM JNIEKapCTBEHHOIro npenapata And
MeANLMHCKOro NnpuMeHeHnd aBndaeTca ﬂ,O6pOBOJ’IbeIM.

2. TMaumeHT UM ero 3aKkoHHbIM NpeacTaBUTENb AO/MKEH ObiTb MHAOPMUPOBAH B MUCbMEHHON
dopwme:

1) O JeKapCTBeHHOM npenapare Ona MeguuunHCKOro npuMmeHeHma u CyWHOCTU KIMMHUYECKOro
ncenenoBaHMAa 3TOro JiekapCTBEHHOIo nNpenapara,

2) o 6e3onacHOCTU NekapCTBEHHOro npenapaTa Ana MeauLMHCKOro NPUMEHEHUS], ero OXnaaemoi
3 HEKTUBHOCTY U CTEMEHN pUCKa AN NauueHTa;

3) 006 yCnoBuax y4actusa naumeHTa B KIMMMHNMYECKOM UCcnenoBaHnUn rnekapCTtBeHHOro npenapara and
MeaULMHCKOro npuMeHeHus,;

4) O uenun umnm uendax n npoaoJPKUTENbHOCTU KIMMHWYECKOro uccrneaoBaHuA InekapCcTtBeHHOro
npenapara gna meanunHCKOro npuMeHeHus,;

5) O OencTeusiX NaumeHtTa B cny4yae HenpeaBunaeHHbIX Sd)d)eKTOB BINMNAHNA nNeKapCTBEHHOIoO
npenaparta ana MmeanmumnHCKoro npuMeHeHnsa Ha CoCtoAaHmne ero 3gopoBb4;

6) 06 ycrnoBusax 0693aTenbHOro CTpaxoBaHUS XU3HW, 340POBbS NALMEHTA;
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7) O rapaHTunax KOH(*)I/I,EI,GHLI,MaJ'leOCTI/I ydyactma nauueHta B KIMHUMYECKOM uccnenosaHuUn
JleKapCTBEeHHOro npenaparta gnda MmeamumnHCKoro npuMeHeHus.

3. ,D,06pOBOJ'IbHOG cornacue nauueHTta Ha yvyacTtue B KIMHN4YEeCKOM uUccregosaHunn nekapcrBeHHoro
npenaparta ana MeauMunHCKOro npuMeHeHuna noarBepXgaetca ero noanmncbio mnm noanucbro ero
3aKOHHOro npeacrtaBnTena Ha VIH(bOpMaLI,I/IOHHOM JINCTKEe nauneHTa.

4. TlaumMeHT WnNn €ero 3aKOHHbIN npeacraeuTernie UMeeT npaBO OTKa3aTbCA OT Yy4acCcTua B
KIMNMHNYECKOM unccnenoBaHMn nekapCrtBeHHOro npenapara and MmeguumHCKOro npuMeHeHua Ha nobon
cTaaunn nposeaeHunAa Takoro nccrneagoBaHu.

5. lNpoBedeHne KIMHUYECKOTO WCCIEeLOBaHUS JeKapCTBEHHOro npenaparta Ansi MeauLMHCKOro
NPUMEHEHNs1 C y4acTMeM B KayecTBe NaLMeHTOB AeTen OONYCKaeTcs TONbKO C Cornacus B NMUCbMEHHOM
dopme unx poautenewn, ycbiHoBUTENnen. [leTm MOrytT paccmatpuBaTbCd B KadeCTBE MOTEHLManNbHbIX
naumeHTOB TaKOro WCCreaoBaHWs, TOMbKO €cnv ero npoBefeHue Heobxooumo Ansd  ykpenneHusi
340poBbA geTen unu npodunnakTukn MHPEKLUNOHHBLIX 3aboneBaHnii B OEeTCKOM BO3pacTe NmMbo ecnu
Lenbio Takoro MccriefoBaHusl SIBNSIETCA MNofydeHne OaHHbIX O Haunyyllen O03MPOBKE NEKapCTBEHHOro
npenapaTta Ans neyeHuss geten. B aTux cnyvasx TakoMy WCCNEeAOBaHWUIO OOJPKHO MNpeaLecTBoBaTb
KNUHMYEeCKoe WCCredoBaHMEe JNeKapCTBEHHOro mnpenapata  Ans  MeOMUMHCKOro MNPUMEHEHUst Ha
COBEPLUEHHONMETHUX rpaXaaHax, 3a WCKIOYEHWEM CIlyYaeB, €Cnv  UccnegyemMblii  NeKapCTBEHHbI
npenapaTt Ans MeAWUMHCKOrO NPUMEHEHUs npedHasHadeH WCKIIYUTENbHO AN  WUCMOSNIb30BaHUS
HeCOBEpPLUEHHONETHUMU FpaXxaaHamu.

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

6. Banpeu.l,aeTCH nposeaeHne KIMHUYEeCKOro uccrieqoBaHua JIekapCTBEeHHOro npenaparta and
MeaNLUMHCKOro npuMmeHeHmnd ¢ ydqactnemM B Ka4ecTtBe nauneHTOoB:

1) AeTen-cMpoT 1 AeTewn, ocTaBLUMXca 6e3 noneyeHns poanTenemn;

2) XeHWuH B nepuog OEepemMeHHOCTW, >XEHLMH B nepuos rpygHoro BCKapMMBaHus, 3a
WCKIMIOYEHVNEM CMy4YaeB, €CnM MPOBOAUTCSA KIMHMYECKOE MCCredoBaHWE JeKapCTBEHHOro npenapara,
npegHa3Ha4YeHHOro ANS yKasaHHbIX XKEHLUMH, MpU YCNoBUM HEOOXOAMMOCTU MOSyYEeHUS UHGOPMALIMM
TONMbKO BO BPEMS MNPOBEAEHMS COOTBETCTBYKOLUUX KIMHUYECKUX WCCNEAOBaHWA U MPUHATUS BCEX
HeOOXOAMMbIX Mep MO WCKIMIOYEHUIO pUCKA HAHECEHWS Bpeda >XeHWuHe B nepuop GepeMeHHoCTH,
XKEHLUMHE B NepVO rpyaHOro BCKapMIIMBaHUsA, Niogy unu pebexky;

3) BOEHHOCNYXalUMX, 3@ WCKIIOYEHMEM CIy4yaeB MNPOBEAEHMSI KITMHWMYECKOro WCCrneaoBaHUs
NeKapCTBEHHOro npenapara, crneuuanbHO pa3paboTaHHOro And MPUMEHEHUS B YCIOBUSIX BOEHHbIX
OENCTBUMA, 4YpesBblYalHbIX CUTyauui, NpoMUIaKTMKM W NedvyeHus 3aboneBaHUin W MOpaXeHuNn,
MofnyyYyeHHbIX B  pes3ynbTaTe BO34EUCTBMA  HeONaronpuaTHbIX — XMMUYECKUX,  BUonorm4eckux,
paguaumoHHbIX akTopoB. KnuMHM4Yeckoe wuccrefoBaHME TaKoOro JIEKApPCTBEHHOro npenapaTta MOXeT
NPOBOANTBLCA C y4acTMEM B Ka4eCTBE MaLMEHTOB BOEHHOCMYXaLUUX, 3a UCKIMIOYEHNEM BOEHHOCTYXKALLMX,
NPOXOAALLMX BOEHHYO cnyxby no npuabiBy, ¢ cobnogeHnem TpeboBaHWUii, YCTaHOBMEHHbBIX HACTOALLUM
dPepepanbHbIM 3aKOHOM B OTHOLLEHUW FPaXKOaHCKMX NnL,;

4) COTPYAHUKOB NPaBOOXPaHUTENbHbLIX OPraHoB;

5) nuu, oTObIBalOLWMX HakazaHMe B MecTax NuweHus ceBoboabl, a Takke nul, HaxOoAsLMXCs MNog
CTpaxel B cneAcTBEeHHbIX M30MsTopax.

7. ﬂOﬂyCKaeTCﬂ npoeegeHne KrnMHU4YeCcKoro wuccneagoBaHuna JIekapCTBEHHOro npenapara ana
MeaQUUMNHCKOro npumMmeHeHud, npeaHasHa4yeHHoOro ana nevyeHna nCuxXmyeckmnx 3aboneBaHuin, ¢ yyactuem B
KayecTBe NaLlWeHTOB ML, C NCUXUYEecKMMn 3aboneBaHmsIMMU, NPU3HAHHbLIX HegeecnocobHbIMU B nopaake,
YCTaHOBJIEHHOM 3aKoHOoOaTesNIbCTBOM Poccunckon CDe,u,epau,MM. KnnHnyeckoe nccnegosaHue
NleKkapCTBEHHOro npenapara B 3TOM Cliydae npoBOAUTCA Npu Hanndnm cornacua B NUCbMEHHOW (bopme
3aKOHHbIX I'Ipe,El,CTaBMTeJ'IeVI YKa3aHHbIX Nnnu.

Cratbsa 44. OGsA3aTenbHOe CTpaxOBaHME XWU3HU, 340POBbA NaLMeHTa, y4acTByHLEero B
KNMHUYECKOM uccrefoBaHUM NekapCcTBeHHOro npenapara ans MeguLMHCKOro npuMeHeHus
(B pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-$3)

1. OpraHusauusi, MNOMy4YMBLUAs paspelleHMe Ha OpraHv3auulo NpPoBeAEHUsT  KIMHUYECKOro
uccrnenoBaHNs NeKapCTBEHHOro npenapaTa Afs MEeAULUMHCKOrO MNMpUMEHEeHWUsi, 00sisaHa B KayecTBe
CTpaxoBaTensl CTpaxoBaTb PUCK MPUYMHEHUS Bpeda >KW3HW, 3[4OPOBbIO MauuWeHTa B pesynbTaTte
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NPOBeAEeHNs KIMHUYECKOTO UCCreO0BaHNs NEKapCTBEHHOTO npenapara Ans MeauUMHCKOro NpUMeHEeHNs:
3a CBOWi CYET MyTeM 3aKMoyeHnst 4oroBopa 0653aTeNIbHOro CTpaxoBaHus.

2. OObektoM 006s3aTeENBLHOrO CTpaxoBaHnda dABNAETCA VIMyu.J,eCTBeHHbIVI nHTEpPpEeC nauuneHTa,
CBSI3aHHbIN C npnynHeHnem Bpena ero Xn3Hm nnm 340poBbi0 B pedylibTaTte npoBeeHUA KIMHUYEeCKOro
ncenenoBaHMAa nekapcTtBeHHoOro npenapara and meamumHCKoro npuMmeHeHus.

3. CtpaxoBbiM crnyvyaem Mo LOroBopy 00s3aTenbHOro CTpaxoBaHMs SIBNSIETCS CMepTb NauveHTa
UNu yxydweHue ero 340poBbsi, B TOM 4Yucre Briekyllee 3a cobol yCTaHOBMEHWEe WMHBanNUAHOCTW, Mpu
HanM4Mn NPUYMHHO-CNEACTBEHHOW CBA3M MEXAY HACTYMMEHWEM 3TOro COObITUS U y4acTMEM NauueHTa B
KNMMHWYECKOM MCCreaoBaHMK fiekapCcTBEHHOMO nNpenapara.

4, TpeGOBaHMﬂ O BO3meuweHun Bpeda, TMPUYNHEHHOINO XU3HW WK 300pPOBbHO  NauneHTa,
npeaobAaBnAaTCA B Te4yeHne CpOKOB NCKOBOW AaBHOCTWU, YCTAHOBJIE€HHbIX rpaxxaaHCKnm
3aKoOHOOAaTes1bCTBOM.

5. Pasmep CTanOBOVI BblMNJ1aTbl MO OOroBopy obsi3aTensbHoOro CTpaxoBaHnd COCTaBIIAET!.

1) B Cliydae CMepTun nauneHta asa MUJIIJIMOHa py6nel7| Ha KaXxaoro nauuneHTa, y4acTtBoBaBLUEIO B
KINMMHNYEeCKOM nccnenoBaHM nekapCTBeHHOro npenapara,

2) npu yxyaLweHnn 340poBbA NaumeHTa:

a) noBnekweM 3a coboi YyCTaHOBMNEHWE WHBANMOHOCTM | rpynnbl, OAMH MWUMIIMOH NSATLCOT ThICAY
py6r|e|7| Ha KaXaoro nauneHTa, y4yacTtBoBaBLUEro B KIMMHUWYECKOM MuccrnenoBaHMnM InekapCTBeHHOro
npenapara;

6) noenekwem 3a cobon ycTaHoBneHue wuHBanuagHoctw Il rpynnbl, oguH MuUAAMOH pybnen Ha
Kaxkgoro naumeHTa, y4acTBOBaBLUEro B KITMHUYECKOM MCCre0BaHUM fieKapCTBEHHOro npenapaTa;

B) noBnekwem 3a cobow yctaHoBneHue uHBanugHocTu Ill rpynnbl, NATbCOT ThicaAY pybnewn Ha
Kakgoro nawmeHTa, y4acTBOBaBLUErO B KIIMHUYECKOM UCCeL0BaHNN NIEKapCTBEHHOrO npenapara;

r) He MoBrieKLweM 3a cobon yCTaHOBMEHWS MHBANUAHOCTH, He Bonee Yyem TpucTa Thicad pybnen Ha
Kaxgoro mnaumeHTa, y4yacTBOBaBLUENO B KIMHWMYECKOM WCCNedoBaHWM NeKapCTBEHHOro npenapara,
nUcxogs M3 HOPMAaTMBOB, OTpaXaloWuxX XapakTep W CTeneHb MNOoBpexXAeHus 300poBbs, a Takke
PaKTU4ECKN MOHECEHHbIX MauueHTOM pacxOAdoB, BbI3BaHHbIX MOBPEXAEHWEM  3[00pPOBbs, Ha
MEeOULMHCKYI0 MOMOLLb, NPUobpeTeHne nekapCcTBeHHbIX NpenapaTos.

(nn. "r" B pea. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-903)

6. YTpatun cuny ¢ 1 mona 2015 roga. - PegepanbHbiii 3akoH OT 22.12.2014 N 429-03.

7. CpOK aoroesopa ob6s13aTensLHOro CTpaxoBaHUA He MOXeT ObITb MeHee, YeMm CpOK npoBegeHna
KNMMHNYECKOro nccnenoBaHmaA fekapCTtBeHHOro npenaparta.

8. Ycnosus poroBopa 006s3aTeNbHOrO CTPaxoBaHWs, B TOM 4MCre CTpaxoBble Tapudbl Mo
06s13aTenbHOMY CTpaxoOBaHWIO, NepeyveHb HeOBXOAUMBIX [OKYMEHTOB [Afsl OCYLLECTBNEHUSI CTPaxoBOK
BbINNaTbl, MOPSOOK YCTaHOBMEHWs CTpaxoBaTeneM WHAMBMAYaANbHOrO WAEHTUUKALMOHHOTO Koaa
nauueHTa, NopsaoK MHOPMUPOBAHNSA CTpPaxoBaTerieM CTPaxoBLUMKa O MPUBMEYEHHbIX K KMUHUYECKOMY
uccneaoBaHWIO NEKapcTBEHHOrO npenapata Ans MeAWLMHCKOTO MPUMEHEHUs MNaumeHTax, Mopsifiok
ynnatbl CTanOBOI7I npemMunn, NnopAaaokK peanmsaumm onpeneneHHblX HacToAwnm ¢enepaanb|M 3aKOHOM U
apyrumy  defepanbHbiMM - 3aKoHaMyM NpaB M 00s3aHHOCTENW CTOPOH MO [oroBopy o6si3aTenbHoro
CTpaxoBaHUA, a TaKXe HOopMaTuMBbl, OTpaXawlwne Xapaktep U CTeneHb noBpexaeHna 300poBbA,
yCTaHaBJIMBaAOTCA TUMOBLIMW NpaBunamMmm obsazaTenbHoOro CTpaxoBaHUA.

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

9. B cnyyae npuMYnHEHUs Bpeaa Xun3Hu naumneHTa, y4acTBOBaBLUErO B KIIMHUYECKOM UCCMeoBaHUm
nekapcTBEHHOro npenapaTa, BbirogonpuobpetatensMu no [oroBopy o6si3aTenbHOro CTpaxoBaHWs
SABNSIOTCA rpaxpaHe, uMelolMe npaBo Ha BO3MelleHWe Bpeda B Clyyae CMepTW KopMmunbua B
COOTBETCTBMU C FpaXkdaHCKUM 3aKOHOAATENbCTBOM, NPY OTCYTCTBUM TakuUX rpaxaaH - poauTenu, Cynpyr,
AeTV yMepLUero nauueHTa, y4acTBOBaBLUErO B KIIMHUYECKOM UCCINEAOBaHUM NekapCTBEHHOrO npenapara,
B Crydae CMepTM nauueHTa, y4acTBOBABLUErO B KIMUMHWYECKOM WCCNedoBaHUM NEeKapCTBEHHOrO
npenapata M He MMEBLUEro CaMOCTOATENbHOrO [0X04a, - rpaxdaHe, Ha WXKOMBEHWM KOTOPbIX OH
HaxoOuncsl, B OTHOLUEHUWM BO3MELLEHWS pacxodoB Ha norpebeHne nauueHTa, y4yacTBOBAaBLUEMO B
KMMHMYECKOM MCCreoBaHMM NekapCTBEHHOrO nNpenapara, - N1Uo, NoHecLlee TakMe pacxoibl.
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10. CTanOBaﬂ BblMJlata B CYeT BO3MelleHnA Bpeaa, NpU4YNHEeHHOro Xu3HM nauueHTa,
y4yacTBOoBaBLUEero B KriMHUM4YeCKOM UCCrenoBaHUM JNIeKapCTBEHHOIO npenaparta, pacnpegendaetca mexny
Bbll'O,El,OFIpI/IOGpeTaTeJ'IﬂMVI nponopunoHarnbHO NUX KOJNTMYECTBY B paBHbIX OO0JAX.

11. [py HacTynneHUM CTPaxoBOro Cry4yasl nauuMeHT, Y4acTBOBaBLUMA B  KIMHUYECKOM
uccneaoBaHMM  fleKapCTBEHHOro  npenapara, BblrogonpuobpeTtatens  BnpaBe  NpeabsBUTb
HenocpeACTBEHHO CTPaxoBLLMKY TpeboBaHMe 0 BO3MELLEHUN NpUYMHEHHOTO Bpeaa. CTpaxoBas BbinfaTa
OCYLLECTBMAETCSH CTPaxOBLUMKOM B TeyeHue TpuauatM AHEeN CO AHS NpPeAcTaBneHust HeobxoanMmblix
AOKYMEHTOB. lMauuneHT, y4acTBOBaBLUMIA B KMMHUYECKOM UCCeoBaHUM NIekapCTBEHHOMO npenapaTta, uim
BblirogonpuobpeTatenb 0653aH coobOWMTb CTPaxOBLUUKY [ONS1 OCYLLECTBIEHUS CTPaxOBOW BbINnaThbl
VHAMBUAOYaNbHbIA MOAEHTUMUKALNOHHDBIV Ko NauueHTa, yCTaHOBMNEHHbI CTpaxoBaTenem B COOTBETCTBMM
C TMMNOBbIMY NpaBunammn o6s3aTenbHOro CTpaxoBaHus.

12. [o nonHoro onpefeneHvus pasMepa noanexaliero BO3MELLeHUo Bpeda CTPaxOBLUMK MO
3asBrieHNI0 NauneHTa, y4acTBOBaBLLEro B KNMHUYECKOM UCCNefoBaHMM NekapCTBEHHOro npenaparta, unu
3asBrieHno BelrogonpuobpeTaTens Bnpase OCYLEeCTBUTb YacTb CTPAXOBOWN BbiIMMaThl, COOTBETCTBYIOLLYIO
hakTU4ecKkn onpeaeneHHon YacTu NpMYNHEHHOro Bpeaa.

13. CrtpaxoBas Bbinata B COOTBETCTBMM C [OOrOBOPOM 00A3aTenbHOrO0 CTpaxoBaHWS
OCYLLIECTBMAETCA HE3aBNCMMO OT BbINMaT, MPMYMTAIOLLMXCA MO APYrMM BUAaM CTPaxoBaHus.

14. He ponyckaeTcs yyacTue nauuMeHTa B MPOBEAEHUM KIIMHWYECKOro UccriedoBaHus
nekapcTBEHHOro npenaparta npu oTCYTCTBUM AoroBopa 06a3aTenbHOro CTpaxoBaHus.

15. KoHTponb 3a WCMOMHEHWEM oOpraHu3aumen, MornyyYuBLLIEN paspeLleHne Ha opraHuM3auuio
npoBefeHns KINMHUYECKOro NCcCrnefoBaHns NekapCTBEHHOro npenapaTa Ans MeauLMHCKOro NpUMEHeHNs,
YCTaHOBMEHHOW HacTOsLLEN cTaTben 0BA3aHHOCTU NO 00A3aTEeNbHOMY CTPAxXOBaHMIO XW3HWU, 300POBbS
nauveHTa, yyacTeBywwlero (yJyacTBOBaBLUEro) B  KIMHWYECKOM WUCCMEeAOBaHUM  NEeKapCTBEHHOro
npenapaTa, OCYLIECTBMSAETCH YMNOMHOMOYEHHbIM beaeparnbHbiM OpraHOM WCMOMHMTENBHOW BMAAacTy,
BblJaBLUMM paspelleHve Ha NpoBedeHne KIMHUYECKUX UCCeaoBaHMn NekapCcTBEHHbIX npenapaTos Ans
MEOULMHCKOTO NPUMEHEHNS.

Mnasa 8. MIPOU3BOOCTBO U MAPKUPOBKA NEKAPCTBEHHbLIX CPEACTB
CrtaTtbs 45. [[pon3BoACcTBO NEKapCTBEHHbLIX CPeaAcTB

1. Tpon3BOACTBO IeKAPCTBEHHbIX CPEeACTB [OMMKHO COOTBETCTBOBaTb TpeboBaHWMsIM MNpaBusl
Hagnexaluen NpouM3BOACTBEHHON NPAKTUKW, YTBEPKAEHHbIM YNOMHOMOYEHHbIM befeparbHbIM OpraHoM
ucnonHutensHom Bnactu. OcobeHHOCTU Nnepexona NPOU3BOACTBA OTAENbHbIX NIEKAPCTBEHHbIX CPEACTB K
WX NPOU3BOACTBY B COOTBETCTBUM C TPeOOBaHUAMU NpaBu Hagnexalen nponsBoLCTBEHHON MPaKTUKK
ycTaHaBnuBatoTcsa [lMpaButensctBoMm Poccunckon depepauun. Bbigava 3aknoveHUn O COOTBETCTBUM
NpoOn3BOOMTENS TNEKAPCTBEHHbIX CpeacTB TpeboBaHWMsIM NpaBuil  Hagnexailer nNpou3BOLACTBEHHOWM
NPaKTUKM OCYLLIECTBMASETCA MO pes3ynbTaTaM WHCNEKTMPOBAHWUS MNPOM3BOAUTENEN NEKAPCTBEHHbIX
CpeacTB B nopsagke, ycrtaHoBneHHom [lpaeutenbctBom Poccuiickon depepauunn. Pasmep nnatbl 3a
Bblga4dy 3aKmn4YeHust O COOTBETCTBUM NMPOU3BOAUTENS NEKAPCTBEHHBLIX CpeacTB TpeboBaHWsAM npaBun
Hagnexallen npou3BOACTBEHHOM MpakTUKM  ycTaHaBnuBaetca  [lpaButenbcTBOM  Poccuickom
denepaumun. Nopssgok opraHnsauumn M NpoBeaeHUss NHCNEKTUPOBAHNA NPON3BOAUTENEN NEKAPCTBEHHbIX
CpeAcTB Ha cooTBeTcTBME TpeboBaHMSIM MpaBun Haanexawen npou3BOACTBEHHOMW MNPaKTUKK
ycTaHaBnuBaetcs [NpaButensctBoM Poccuiickon denepaumu.

(B pen. PenepanbHbix 3akoHOB 0T 25.06.2012 N 93-®3, ot 22.10.2014 N 313-d3, o1 22.12.2014 N 429-
O3)

2. Tlpon3BoOcTBO NeKapCTBEHHbIX cpeactBs B Poccuickon depgepaumm  OCYLLECTBRSIETCS
NPOn3BOANTENSAMMN NEKAPCTBEHHbLIX CPEACTB, MMELWMMN NULEH3NIO Ha NPOM3BOACTBO NEKAPCTBEHHbIX
cpenctB. [loaTBepXkaeHMe COOTBETCTBMSA fUUEH3naTa npaBunamM Hagnexailen npou3BoaCTBEHHOM
NPaKTUKN OCYLLLECTBNSETCA B pamMKkax NULEH3MOHHOIO KOHTPOISl B COOTBETCTBUM C 3aKOHOLATENbCTBOM
Poccuiickon ®enepauum ¢ y4eTOM 0COOEHHOCTEN, YKasaHHbIX B YacTu 1 HacTosiLen cTaTbm.

(B pea. PenepanbHbix 3akoHOB OT 22.10.2014 N 313-®3, o1 22.12.2014 N 429-03)

2.1. Ona uenen nUUEH3UPOBAHUA MPOM3BOACTBA NEKapCTBEHHbIX CPeacTB Ans MeAULUHCKOro
NPYMEHEHNS N VHCMNEKTUPOBaHUS CyObeKTOB oObpalleHus fneKkapCTBEHHbIX CPEeACTB Ha COOTBETCTBME
TpeboBaHMsM  npaBun  Haanexailen  NPOM3BOLACTBEHHOW  MpakTMKW  pedepanbHbIi  OpraH
WUCMONMHUTENBHOM  BMAacTW, OCYLLECTBASIOWNA TOCYAAPCTBEHHYKD  PErncTpaumio  nekapCTBEHHbIX
npenapaToB AN MeANLMHCKOro NpUMeHeHus, npeaoctaBnsaeT defepansHOMy OpraHy UCMONHUTENBHOM
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BflacTu, ocyllecTersowemy deneparnbHbli roCy4apCTBEHHbBIA JIMLUEH3UOHHBIA KOHTPOSb AeATEeNbHOCTH
Nno MPOM3BOACTBY NEKApCTBEHHbIX CPEeACTB AN MEeAMUMHCKOrO NPUMEHEHUs], MO ero 3anpocy B pamkax
MEXBEAOMCTBEHHOIO MH(POPMAaLMOHHOIO B3aUMOLEWCTBUSA B MOpsiAKe, YCTaHOBMEHHOM dheeparbHbIM
OpraHoM WCMOMHWUTENBHOW BRACTU, OCYLLECTBASALWUM NINLEH3UPOBaHE NPOM3BOACTBA JIEKapCTBEHHbIX
cpeactB Ans MeOUUMHCKOTO MNpUMeHeHusi, u denepanbHbiM OpraHoM WCMOMHUTENbHOW BNacTMH,
OCYLLECTBMSAIOLWMM FOCyAAapCTBEHHYIO PErMcTpaumio fnekapCTBEHHbIX MpenapaTtoB Ans MeAWULMHCKOro
NPUMEHeHNsi, CBEAEHUSI O NEeKapCTBEHHbIX CPeAcTBax, yka3aHHble B 4actm 5 ctatem 18 Hactoswero
degepanbHOro 3akoHa, B TOM YnCrie B Criydae, eCcriv TakMe CBeAeHUS COCTaBMSAOT KOMMEPYECKYIO TarHy.
(vacTb 2.1 BBegeHa deaepanbHbiM 3akoHOM OT 14.07.2022 N 311-03)

3. [Mpon3BoacTBO NEKapCTBEHHbIX CPeacTB OCyLlecTBnsieTca C cobnogeHnem TpeboBaHui
NMPOMBILLIIEHHOTO pernamMeHTa, KOTOpbI YTBEPXKAAETCS PyKOBOAMTENEM NPOU3BOOUTENS NIEKAPCTBEHHbIX
CPpeAcTB WM BKMAYaeT B cebs nepevyeHb UCNonb3yemblx GapMaueBTUYECKUMX CyOCTaHuun U
BCMOMOraTesibHbIX BELECTB C yKa3aHMeM KOMMYEeCTBa KaXOoro M3 HUX, OaHHble 06 ucnonb3yemom
obopyaoBaHUK, OMNUCaHWE TEXHOJIOMMYEeCcKoro npouecca W MEeTOAOB KOHTPOSs Ha BCex aJTanax
NPOn3BOACTBA NIEKaPCTBEHHbIX CPEACTB.

4. lMpun nponsBoaCcTBE NEKapCTBEHHbIX CPeacTB MCNONb3yrTca hapMmaueBTuyeckne cybcrtaHumm,
CBefeHNss O KOTOpbIX coAepXaTCcs B [OCyAapCTBEHHOM peecTpe JleKapCTBEeHHbIX CpeacTs, 3a
UCKItoYeHnem dapmaueBTU4eCKUX CYOCTaHuMiA, NpOM3BOAMMbBIX AnS NPOBEAEHUS  KIMHUYECKUX
uccnegoBaHui n Ansa akcnopta. K npoueccy nponssoactea hapmaueBTnyeckon cybcTaHUMM OTHOCATCS
nobble  cTagMmM  TEXHOMOIMYECKOro npouecca, MO3BONAKOWME  MOMAYYUTb  FOTOBbIA  NPOAYKT,
COOTBETCTBYIOLWMN TpeboBaHWAM hapmakonenHon cTatbu, B TOM uucne depmeHTaumns, IKCTpaKums,
04YMCTKa, BblAeneHue, nepekpucTannmsauus, BbiCylLMBaHue, namensyeHme. B cnyyae HeobxogumocTu
MCMNOMb30BaHNs 3TUMOBOrO CnupTta, B TOM 4ucne dapmaueBTnyeckonm cybctaHumm cnupta 3TUIIOBOro
(sTaHona), nNpuM NpOM3BOACTBE flEKAPCTBEHHbIX CPEeACTB B KayecTBe [AeWCTBywowero u (Mnm)
BCMOMOraTesnbHOro BeleCcTBa, a Takke B MHbIX TEXHOMOIMYECKMX Lensax AormkHa OblTb ucnonb3oBaHa
TONbKO (papmaueBTUYecKkas cybcTaHuus cnupTa STUOBOro (3TaHon).

(B pen. PegepanbHbix 3akOHOB OT 22.12.2014 N 429-d3, o1 27.12.2019 N 462-®3, ot 27.12.2019 N 481-
®3)

4.1. TlepeyeHb NnekapCTBEHHbIX MpenapatoB Ans MEeAWULUHCKOrO MNPUMEHEHWs,, B OTHOLLEHWM
KOTOpbIX YyCTaHaBnuBawTca TpeboBaHWs K OObeMy Tapbl, YNakoBKE M KOMMMEKTHOCTWU, NepeyeHb
nekapCTBEHHbIX NpenapaTtoB AN BETEPUHAPHOro  NPUMEHEHWs, B  OTHOLUEHMU  KOTOPbIX
yCTaHaBnuBalTca TpeboBaHua k obbemy Tapbl, a Takke TpeboBaHus k obbemMy Tapbl, ynakoBke W
KOMMMEKTHOCTU NEeKapCTBEHHbIX MpenapaTtoB ANA MeAWUMHCKOro npuMeHeHusi, TpeboBaHuns k obbemy
Tapbl NeKapCTBEHHbIX NpenapaToB Afs BETePMHAPHOro NpMMEHEeHMs onpeaensitoTcs COOTBETCTBYHOLLMMU
YNONMHOMOYEHHbIMU dheeparnbHbiMXU OpraHaMyn MCMNONHUTENbHOW BriacTu B MNOPsSiAKe, YCTaHOBMEHHOM
MpaButenbctBOoM Poccuiickon ®eagepaunn.

(vyacTb 4.1 B peq. ®egepansHoro 3akoHa ot 14.12.2015 N 374-03)

4.2. OpraHusauumn, OCyLLeCTBMsOWME MNPOM3BOACTBO (hapMaLeBTMYECKOn cybGcTaHumMM cnupTa
3TUNOBOro (3TaHona) Ans NpoM3BOACTBA CNMPTOCOAEPKALLMX NEKapCTBEHHbLIX NpenapaToB, 00s3aHbl
OCYLLIECTBNATb Y4ET B NOpsSaKe, YCTAaHOBNEHHOM cTatbhaMn 8 n 14 depepanbHOro 3akoHa oT 22 HoAbps
1995 roga N 171-®3 "O rocyaapCTBEHHOM perynmpoBaHnmi Npou3BoacTBa U 060opoTa 3TUMOBOMo cnupTa,
ankoronbHOM W cnupTocoAepXawen npoaykuum un o6 orpaHuveHnn noTpebneHus (pacnuTtus)
ankoronbHon npoaykumun”. MponssoacTeo hapmaleBTUYECKON CyDOCTaHLMmM cnMpTa 3TUMOBOrO (3TaHona)
JornyckaeTcs TOMbKO OpraHu3aumein, OCYLWEeCTBASLWENn Npou3BOACTBO PEKTUPUKOBAHHOIO 3TUMOBOMO
cnvpTa ©3 MULLEBOr0 Chipbsi Ha OCHOBAHWMM NUUEH3UN Ha NPOU3BOACTBO 3TUMOBOrO cnupta Ans
Npou3BOACTBA (hapMaueBTMYECKOW CyOCTaHuuM cnupta 3TUOBOrO (3TaHomna) B COOTBETCTBUM C
TpeboBaHnsamMm PenepanbHOro 3akoHa OT 22 Hos6pa 1995 roma N 171-®3 "O rocyaapcTBEHHOM
perynupoBaHum npousBoacTtBa M 00OpoTa STUMOBOrO CNMpTA, ankoroflbHOM WM CNMpPTOCOAEpKaLLEn
NpoayKuumn 1 06 orpaHnyeHnm notTpebneHms (pacnuTms) ankoronbHOM NPogyKunn", METOAOM pasBeneHus
BOOOM OYULLEHHOW TaKoro 3TUMNOBOrO CNupTa, NPOM3BEAEHHOr0 [AaHHOW opraHu3aumen MNo MecTy
OCYLLIECTBMEHMS NPOMN3BOACTBA (hapMaLeBTMYECKOM CyOCTaHL MK cnvpTa STUITOBOro (3TaHona).

(vyacTb 4.2 BBegeHa dPenepanbHbiM 3akoHoM oT 03.07.2016 N 261-93; B pea. PepgepanbHOro 3akoHa oT
27.12.2019 N 481-93)

4.3. lhauBmayansbHble npeanpuHMMaTenu 1 iopugudeckMe nuua, OCyLLEeCTBRSIoWne 3aKynky u
ucnonb3oBaHve dapMaLeBTUHECKON CybCcTaHLMM cnupTa 3TUMOBOrO (3TaHorna), a Takke NpPousBoACTBO,
nsrotoerieHne un (unu) o6opoT (3a UCKNIOYEHUEM PO3HMYHOW MPOAAaXM) CAMPTOCOAEPXKaLnX
nekapCcTBeHHbIX MpenapaToB, 00s3aHbl OCYLWECTBNATb WX y4yeT W [eKnapupoBaHue B MNOpsiake,
YCTaHOBMEHHOM cTaTbsMu 8 u 14 depepanbHOro 3akoHa oT 22 Hosi6ps 1995 roga N 171-¢3 "O
rocygapCTBEHHOM perynvMpoBaHuM MNpOM3BOACTBA M 0OOpoTa 3TUMOBOrO CNMPTa, arKorofibHOM U
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CnMpTOCOAepXaLlen NpoayKumm 1 06 orpaHnYeHnn NnoTpebneHns (pacnuTus) ankoronbHOM NPoayKuun®.
(4acTb 4.3 BBegeHa deaeparnbHbiM 3akoHOM OT 29.07.2017 N 278-03)

4.4. Tlpn npov3BOACTBE JIeKAPCTBEHHbIX MNpenapaToB Ans BETEPUHAPHOTO MPUMEHEHMWS
AONycKaeTCs WCMNOMb30BaHWE MPOU3BEOEHHbIX AN peanu3auun dapmaueBTUYecknx cybcTaHumn,
BKITIOYEHHbIX B FOCYOAPCTBEHHBIN PEeecTp NeKapCTBEHHbIX CPeacTB YNONMHOMOYEHHbIM dedeparibHbIM
OpraHoM  MCMOMHWUTENbHOW  BMNAacTW, OCYLECTBAAIOWMM BedeHue T[oCydapCTBEHHOro  peectpa
nekapCTBEHHbIX CPeACTB ANS MEANUUMHCKOrO NPUMEHEHNS.

(vacTb 4.4 BBegeHa PepepanbHbiM 3akoHoMm oT 02.08.2019 N 297-93)

5. 3anpellaeTcs Npon3BOACTBO:

1) NekapCcTBeHHbIX CPeACTB, He BKIMHOYEHHbIX B FOCYAapPCTBEHHbIV PEecTp fiekapCTBEHHbIX CPeacTB,
32 UWCKMYEHWEM IeKapCTBEHHbIX CPEACTB, MPOU3BOAMMBIX [ONs  NPOBEAEHUSI  KITMHUYECKMX
nccneaoBaHui U Ans 9KCnopTa;

2) banbcndrUNPOBaHHbIX NEKAPCTBEHHbIX CPEACTB;
3) nekapcTBeHHbIX cpeacTB 6e3 NULEeH3UN Ha NPOM3BOACTBO NeKaPCTBEHHbIX CPeCTB;

4) nekapCTBEHHbIX CPeACTB C HapylleHVWeM MpaBuil OopraHvM3auuu NpPou3BOACTBA W KOHTPOIS
KayecTBa NeKapCTBEHHbIX CPEACTB;

5) ytpatun cuny. - ®egepanbHbin 3akoH oT 27.12.2019 N 481-93;

6) cnupTocodepXallmMx IeKapCTBEHHbIX MpenapaToB MO MECTY OCYLECTBEHWS MNpou3BoacTBa
hapmaueBTMYECKON cyGCcTaHumMM cnupTa 3TUMOBOrO (dTaHona) M (M) Mo MECTY OCYLLECTBIEHUSA
Npon3BOACTBA 3TUMOBOIO CNUPTA;

(n. 6 BBeaeH ®enepanbHbIM 3akoHOM OT 27.12.2019 N 481-93)

7) chapmaueBTUYECKOM CYyOCTaHLMM crnvpTa 3TMMOBOro (3TaHona) u (unu) cnuptocoaepkalumx
NEKapCTBEHHbIX MpenapatoB Ha OCHOBHOM TexHomnormdeckom obopygoBaHuM Ons Npou3BOACTBA
3TUIOBOrO CNUpTa, yka3aHHOM B nyHkTe 1.1 ctaTbyn 14.1 ®egepanbHOro 3akoHa ot 22 Hosi6psa 1995 roga
N 171-®3 "O rocygoapCTBEHHOM perynMpoBaHuUM MpouM3BoAcTBAa W 0OOpoTa 3TMIOBOro ChnvpTa,
ankoronbHOM W CcnupTOCOoAepXalwen npogykuum un o6 orpaHudeHnn noTpebneHus (pacnuTtus)
ankoronbHOM NpoayKuun".

(n. 7 BBegeH ®eaepanbHbiM 3akoHOM OT 27.12.2019 N 481-03)

6. lNpu BBOAE INEKAPCTBEHHBLIX CPEACTB B TIpaXOaHCKUiM 0OOpOT YMONMHOMOYEHHOE fULOo
NpOn3BOAMUTENS NEKAPCTBEHHbLIX CPEACTB OCYLLECTBASET NOATBEPXKAEHNE COOTBETCTBMUS NEKAPCTBEHHbIX
cpeacTts TpeboBaHUAM, YCTAHOBMEHHbIM MPU UX FOCYOAPCTBEHHOW perncTpaumm, U rapaHTupyet, 4To
nekapcTBeHHble CpeacTBa Npou3BedeHbl B COOTBETCTBUM C TpeboBaHMSMM nNpaBuil Haanexatlemn
NPOV3BOACTBEHHOW NMPaKTUKU.

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

7. YNONMHOMOYEHHbIM JTMLOM MNPOU3BOAUTENS NEKApPCTBEHHBLIX CPEACTB SABMSETCS ero paboTHUMK,
aTTEeCTOBaHHbIN B YCTAHOBMIEHHOM YMOMHOMOYEHHbBIM heepanbHbIM OpraHOM MCMNOMHUTENBHOW BracTu
nopsiake N MMEeKLWUN cTax paboTbl HE MeHee YeM NATb NeT B 0bnacTn Npon3BOACTBa U (MNN) KOHTpONs
KayecTBa JIEKapCTBEHHbIX CpPeacTB, Bbicllee o0Opa3oBaHWe COOTBETCTBEHHO MO  OAHOW M3
cneumanbHocTeEM U (UNM) OOHOMY W3  HaNpaBlEHUM MNOArOTOBKU: Guomnorus, OuoTexHonorus,
BETEPVHApPUsi, BETEPWHAPHO-CAHWTapHasi 3KCMepTu3a, KNMHMYeckas MeduuvHa, paguaumoHHas,
XUMMYeckass u  Guonorvdeckass 3awuta, dapmauns, dyHOaMeHTanbHas MeauumHa, XMMUYeckast
TEXHOSOTUSA, XUMUS.

(B pea. PenepanbHbix 3akoHOB OT 22.10.2014 N 313-®3, o1 02.08.2019 N 297-03)

8. MponsBoanTenn nekapcTBEHHbIX CPEACTB (3a UCKMYeHMeM dapMaLeBTUYECKON CybGcTaHLmMM
cnvpTa 3TWUMOBOrO (3TaHoMa) MOryT OCYLLECTBIATh MPOAaXy JIEKapCTBEHHbIX CPEACTB UNn nepeaaBaTb
MX B YCTAHOBNEHHOM 3aKoHogaTenbCcTBOM Poccunckon ®enepauum nopsgke:

(B pea. PenepanbHoro 3akoHa ot 29.07.2017 N 278-03)
1) pyrMm Npou3BOAUTENSM fNEeKapCTBEHHbIX CPeACTB AN NPOM3BOACTBA NeKapCTBEHHbIX CPEACTB;

2) opraHusaumsiM ONTOBOW TOProB/M JieKapCTBEHHbIMU CPeacTBaMK;

3) anTeyHbiM oOpraHu3auusiM, BETEpPUHAPHbIM anTeYHbIM OpraHusauusiM, WHAMBUAYaIbHbLIM
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npeanpuHMMaTensmM, UMeLWUM NMLEH3NI0 Ha dhapMaLeBTUYECKYl0 AeATeNbHOCTb UMK NULEH3UI0 Ha
MEOULMHCKYH OeATEeNbHOCTh;

4) Hay4HO-MUCCrefOBaTENbCKUM OpraHu3auusiM ans Hay4yHo-uccnegoBaTenbCckon paboTsl;
5) MeaMuUUHCKMM opraHM3aumsiM U BeTEpUHaPHbIM OpraHn3auusiv;

6) opraHu3aumsaM W UHAMBUAYalNbHbIM MpeanpuHUMaTEensM, OCYLLECTBISIOWMM pasBefeHune,
BblpallMBaHNE W COOEPXKAHWE JKMBOTHbIX (3@ WCKMIOYEHMEM MNPOAaXM UM  dapMaueBTUYECKUX
cybCcTaHuum unu nx nepegaym).

(n. 6 B pea. ®egepanbHoro 3akoHa oT 02.08.2019 N 297-93)

9. TlpowussoguTtenu dapmaLeBTUieckon cybcTaHuum cnupTa 3TunoBoro (dTaHona) obsasaHbl
OCyLLEeCTBNATL peanu3aumio (nepegady B yCTaHOBMEHHOM 3akoHodaTenbCcTBoM Poccuiickon ®egepaumm
nopsigke)  dapmaueBTMYEecKon cybcTaHuum  cnupta  STUMNOBOrO  (3TaHona)  MpouM3BOAUTENAM
nekapCcTBEHHbIX  CpeAcTB  Ans  MPOM3BOACTBA  fIEKAPCTBEHHbIX  CPEeACTB,  MPOM3BOAMTENSIM
(n3roToBUTENAM) MEOULMHCKUX U3LOENUA ONs NPOU3BOACTBA UM U3rOTOBMEHUS MEOULMHCKUX U3OENuin B
eMKocTax obbeMoM He 6onee 1 nuTtpa u (Mnn) He meHee 1000 NMTPOB, a opraHM3aunsM, yYKasaHHbIM B
nyHkTax 3 - 5 yactn 8 HacTosALwen cTaTtbK, B Tape ob6bemom He Gonee 1 nutpa.

(vacTb 9 BBegeHa PegepanbHbiM 3akoHoM OT 29.07.2017 N 278-93; B pea. PegepanbHbiX 3aKOHOB OT
27.12.2019 N 481-93, o1 22.12.2020 N 444-03)

10. Peanuzauma (nepefada B YCTaHOBNEHHOM 3akoHoAaTenbCcTBOM Poccunckon depepaumu
nopsigke) dapmaueBTUYECKON cybcTaHuMM cnvpTa 3TUMIOBOro (3TaHona) opraHv3aumsiM  OMTOBOM
TOProBNN NeKapCTBEHHbIMU CpeacTBamMu He JoMnyckaeTcsl.

(4acTb 10 BBegeHa PepepanbHbiM 3akoHOM OT 27.12.2019 N 481-93)

11. NepeBo3ku hapmaueBTU4eCcKon CybCcTaHUMmM cnupTa 3TUNOBOroO (3TaHoMa) OCYLEeCTBAAIOTCA C
cobntogeHnem TpeboBaHWIA, YCTAHOBMEHHbIX ab3auem 4yeTBepTbiM nyHkTa 3 ctatbn 9 dPepepanbHOro
3aKkoHa OT 22 Hos6pst 1995 roga N 171-®3 "O rocygapCTBEHHOM pPerynupoBaHUK Mpou3BoACTBaA U
obopoTa STUNOBOrO CMNMpTa, ankorofbHOW W CcnvpTocodepXaller npoaykumMm u o6 orpaHuyeHuun
notpebneHus (pacnutus) ankoronbHoOM npogykuun'”,

(vyacTtb 11 BBegeHa dPegepanbHbIM 3akoHOM OT 27.12.2019 N 481-03)

Crtatbs 46. MapkupoBka fnieKapcTBEeHHbIX CpeacTB

1. JlekapcTBeHHble Mpenapatbl, 3a MCKIIOYEHWEM FeKapCTBEHHbIX NPenapaToB, WU3roTOBMEHHbIX
anTeyYHbIMW  OpraHU3auusaMK, BETEPUHAPHLIMU  anTeYHbIMU  OpraHu3auusMu, MHOWBUAYaNbHBIMM
npegnpyHMMaTensiMM, MMEKWMMN  NIULEH3NI0 Ha apmaueBTUYECKYD LesTeNbHOCTb, [OOJIKHbI
noctynaTb B oOpalleHue, ecnu:

1) Ha WX NEepBWYHOM YMNakoBKe (3@ WCKMAYEHWEM MEepPBUYHON YMaKOBKM NEKapCTBEHHbIX
pacTuTenbHbIX MpenapaToB) XOPOLIO YATAeMbIM LUPUETOM Ha PYCCKOM SA3blke yKa3aHbl HauMeHoBaHue
neKkapcTBEHHOro npenapata (MexayHapogHOe HemnaTeHTOBaHHOE, WU rPYMnMpPOBOYHOE,  MNK
XMMMYECKOEe, UNN TOProBoe HavMeHOBaHWe), HoOMep cepuu, gaTa BbiMycka (4N MMMYHOBMONOrnYecKmx
nekapCTBEHHbIX MpenapaToB), CPOK FOAHOCTW, OO3MPOBKA UMW KOHUEHTpauusi, ob6bem, akTMBHOCTb B
efuHMLax AeNCTBUS UNN KONMYECTBO 403;

(B pea. PegepanbHbix 3akoHoB 0T 11.10.2010 N 271-®3, o1 22.12.2014 N 429-93)

2) Ha ux BTOPUYHOM (NOTPEBUTENBCKON) YyNaKOBKE XOPOLLO YMTaeMbiM LUPUATOM Ha PYCCKOM A3bIKe
yKasaHbl HavMMeHOBaHWe neKapCTBEHHOro mnpenapaTta (MexayHapogHoe HenaTeHTOBaHHOe, WK
rpynnMpoBOYHOE, WM XMMUYECKOe W TOpProBoe HavMeHOBaHus), HavMeHOBaHue Mpou3BoAUTENs
nekapCTBEHHOro npenapara, HoMep cepuu, AaTta BbiNycka (41 MMMYHOBMONOrMYEeCKUX NeKapCTBEHHbIX
npenapaToB), HOMEpP PEernmcTpauMoHHOrO0 YAOCTOBEPEHUS, CPOK rOAHOCTM, Cnocod npuMeEHeHWus,
A03MPOBKa MU KOHUEHTpauusi, obbeM, akTMBHOCTb B eAuHuLax OewWcTBUs Nmbo KONu4ecTBO 03 B
yrnakoBKe, fekapcTBeHHasi opmMa, YCroBusi OTNycKa, YCNOBUsSt XpaHeHus, npeaynpeguTenbHble Haanucu.
(B pea. PegepanbHbix 3akoHoB 0T 11.10.2010 N 271-®3, o1 22.12.2014 N 429-93)

2. dapmaueBTMYeECKMe CyOCTaHLUMM AOIMKHBLI MOCTynaTb B oGpalleHue, ecrnv Ha MX NepBUYHOM
YNaKoBKe XOPOLLO YMTaeMbIM LUPUADTOM Ha PYCCKOM S3blke yKasaHbl HauMeHoBaHWe hapMaLeBTNYecKon
cybcTaHuMn (MexayHapogHOe HenaTeHTOBaHHOe, UMW rpynnUMpPoOBOYHOE, MMM XUMUYECKOE M TOproBoe
HauMeHOBaHWsl), HauMeHOoBaHWe Npou3BoauTens apmaleBTUYeckoi cybcTaHumm, HoMep cepum U aaTa
M3rOTOBJIEHNS!, KOJIMYECTBO B YMAKOBKE U €AUHULbI U3MEPEHUS] KONMYEeCcTBa, CPOK rOAHOCTU U YCIIOBUSI
XpaHeHws.
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(B peqn. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. ne}(apCTBeHHble cpenctea B KadeCTBe CbIBOPOTOK [AOOJDKHblI NOCTynaTb B 06paLU,6HVIe C
YKa3aHuem XXMBOTHOro, N3 KpoBu, niiasmbl KpOBU, OpraHoOB “ TKaHen KOTOPOro OHU Nosy4eHbl.

4. Ha BTOpWYHYtO (NOTPEeBUTENbLCKY) YNaKOBKY NeKkapCTBEHHbLIX CPEeACTB, MOMYYEHHbIX U3 KPOBM,
nrasmbl KPOBWU, OPraHoOB N TKaHeW YyernoBeka, AOMMKHa HaHOCUTLCA Haanuck: "AHTutena k BUY-1, BUY-2,
K BMpycy renatuta C n NnoBepXHOCTHbIA aHTUreH BUpYyca renatuta B otcyTcTBytoT".

5. Ha nepBuyHyt0 ynakoBKy U BTOPUYHYHO (MOTPEOUTENbLCKYIO) YNakoBKy paanodapMaLeBTUYECKUX
neKkapcTBEHHbIX CPeACTB AOMHKEH HAHOCUTLCS 3HAK paauaLMOHHON ONacHOCTH.

6. Ha BTOpu4YHyl0 (NOTpebuTenbCcKyt) ynakoBKY FOMeonaTUdeckux fNeKkapCTBEHHbIX npenapaToB
JOJMKHA HaHOCUTbCA Hagnuck: "fomeonaTnyeckun”.

7. Ha BTOpu4HyO (NOTpebuTEenbCKyl) YMaKkoBKY JIEKAPCTBEHHBIX PacTUTENbHbIX MpenapaTos
OOIMKHA HaHOCUTbCA Hagnuce: "Mpoaykuna npoLwuna pagnaunoHHbIA KOHTPONb".

8. Ha nepBuyHyto ynakoBky (ecnv Ans 3TOro CyLecTByeT TEXHNYECcKas BO3MOXHOCTb) U BTOPUYHYIO
(MoTpebuTenbCcKkylo) yMNakoBKYy FEKAapCTBEHHbIX MNpenapaTtoB, MpeAHas3HaYeHHbIX ANA  KIMHUYECKUX
nccnegoBaHU, AOMKHA HAHOCUTBLCA HaaNUCh: "[Na KNMHN4YeCcKuUx nccrnegosaHnn'.

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

9. YnakoBKka neKapCTBEHHbIX CPeAcTB, NpeAHa3HaYeHHbIX WCKIYMTENBHO ANs  9KCnopTa,
MapKMpyeTcsi B COOTBETCTBUU C TPEOOBaHMAMM CTPaHbI-MMNopTepa.

10. Ha TpaHcnopTHyto Tapy, KoTopasi He MnpefHas3HadyeHa Ans notpebutenenm M B KOTOPYHO
NMOMELLEHO FeKapCTBEHHOE CPEACTBO, [AOMMKHA HAHOCUTBCS MHopMauuss O HaMMEHOBaHUK, CepUM
neKkapCTBEHHOIO CpeAcTBa, [faTe BbiNycka, KOMMYEeCcTBE BTOPMYHbLIX (NOTPEBUTENbCKMX) YMaKOBOK
NeKapCcTBEHHOro CpeacTBa, Npom3BoguTeNe NeKapCTBEHHOro CpeacTBa C ykadaHMeM HanMeHOBaHus U
MECTOHaXOXAEHNST NMPOM3BOAUTENSA NEKapCTBEHHONO cpeactea (agpec, B TOM 4yucne cTpaHa v (Mnn)
MECTO NPOM3BOACTBA NEKapCTBEHHOMO CPeAcTBa), a Takke O CPOKe rOAHOCTU NeKapCTBEHHOro cpeacTaa
n o6 ycrnoBusix €ro XxpaHeHuss W MepeBO3kW, Heobxoaumble npegynpeauTenbHble Hagnucu U
MaHUNYyNATOPHbIE 3HAKMW.

11. Ha nepBu4YHy0 yNakoBKy 1 BTOPUYHYIO (NOTPEBUTENbLCKY) YyNakoBKY NeKapCTBEHHbIX CPpeacTB
ANS BETEPUHAPHOTO NPUMEHEHWS OOMMKHA HAHOCUTLCS HaanNueb: "Ona BeTepMHapHOro NpuMeHeHns".

12. Ha BTOpuyHyto (NOTpebuTenbCKylo) yMakoBKy IEKapCTBEHHOrO Mpenapata HaHOCKTCSA
LUITPUXOBOW Kof.

Maea 9. BBO3 JIEKAPCTBEHHbLIX CPELOCTB
B POCCUNCKYIO ®EQEPALIMIO U BbIBO3 NNEKAPCTBEHHbLIX CPE[ICTB
U3 POCCUNCKOWU ®EOQEPALIUN
(B peq. ®enepansHoro 3akoHa ot 06.12.2011 N 409-03)

Cratbs 47. Nopsagok BBO3a nekapcTBEeHHbIX cpeacTB B Poccunckyro ®egepauumio M BbiBo3a
nekapcTBeHHbIX cpeacTB U3 Poccunckon Pegepauum
(B peq. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. BBO3 nekapcTBeHHbIX cpeacTB B Poccunckyto Pepepauuio OCYLLECTBNSETCA B MNOPSAAKeE,
ycTaHoBrneHHoM [lpaBuTtenbctBom Poccunckon degepaumm, B COOTBETCTBMM C  TaMOXEHHbLIM
3aKoHOAATENbCTBOM TaMOXeHHOro cot3da B pamkax EBpA33C (ganee - TaMOXeHHbIA COl3) U (Mnun)
3akoHogaTenbcTBOM Poccuiickon ®epgepaunmn o TaMOXXEeHHOM Aene.

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

KoHcynbTaHTlM0C: npumeyaHue.

[o 01.09.2023 poccuiCKUM NPOU3BOAUTENSM paspeLLeHo B yBEAOMUTENbHOM MOpsaKke BBO3UTb He
BHECEHHble B peecTp apmaueBTuyeckne cybcTaHumMm Ans BEeTepMHapHOro MNpYMEHEeHWs Ans
NPOM3BOACTBA 3aperncTpyMpoBaHHbIX nekapcTBeHHbIX cpeacTtB (MoctaHoBneHwe lMpaButensctea PO
ot 12.03.2022 N 353).

2. Beosumble B Poccunckyto denepaumio nekapCTBEHHble CPeACTBa [AOJPKHbI COAEPXKaTbCS B
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rocyaapcTBEHHOM PEECTPE NeKapCTBEHHbIX CPEACTB.
(B peq. PepepanbHbix 3akoHoOB 0T 06.12.2011 N 409-3, o1 27.12.2019 N 462-03)

3. JonyckaeTcsa BBO3 B Poccuiickyto degepaumtio KOHKPETHON NapTMmM 3aperncTpmpoBaHHbIX 1 (Un)
He3aperucTpMpoBaHHbIX NEKapCTBEHHbIX CPeACTB, MpeAHasHayeHHbIX ANs NPOBEAEHUS KIUMHUYECKUX
nuccneaoBaHM NeKapCTBEHHbIX MpenapaTtoB, MPOBEAEHUs] 3KCMEepPTU3bl NEKapCTBEHHbIX CpeacTB Ansg
OCYLLIECTBMNEHMSA TFOCYOapCTBEHHOW perucTpauun nekapcTBeHHbIX npenapaTtoB wWnv And  okasaHust
MEANLMHCKON MOMOLLM MO XU3HEHHbIM MOKa3aHUAM KOHKPETHOro nauueHTa Ha OCHOBaHMM paspeLleHus,
BblAaHHOIO YNOMHOMOYEHHbIM dhedepanbHbIM OPraHOM WUCMOMNHUTENBHOW BNAacTU MO 3asiBNEHUSM NiL,
yKkasaHHbIX B cTaTbe 48 Hactosuwero PenepanbHOro 3akoHa. PaccMoTpeHue Takoro 3asBrieHust U
NPUHATME PELLEHNs O BblAade paspelleHMs Ha BBO3 KOHKPETHOW MapTun 3aperncTpupoBaHHbIX U (Mnn)
He3aperncTpupoBaHHbIX NEKAPCTBEHHbIX CPeAcTB, MpedHasHaYeHHbIX ANs MPOBEAEHUS KIMHUYECKUX
NCCreoBaHUM NEKapCTBEHHbBIX MpenapaToB, MPOBEAEHUSA 9KCMEepPTU3bl NEKapCTBEHHbIX CPEeACTB ANiA
OCYLLECTBIEHNST TOCYQApCTBEHHON pEerncTpauumn fekapCTBEHHbIX MpenapaTtoB WM AOns OKa3aHus
MEOULMHCKON MOMOLLUU MO XM3HEHHBIM MOKa3aHUAM KOHKPETHOro nauueHta nvbo ob oTkase B Bbigaye
YKa3aHHOro paspelleHus NPOU3BOAATCA B CPOK, He MpeBblllalowmnn natu pabounx gHen. lNnata 3a
BblJayvy yka3aHHOro paspeLleHns He B3MMaeTCs.

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

KoHcynbTaHTlntoc: npumeyaHue.
C 01.01.2024 4. 3.1 cT. 47 yTpaumBaeT cuny (P3 ot 27.12.2019 N 475-03).

3.1. JonyckaeTtca BBo3 B Poccuickyto ®efepaunmto KOHKPETHOW NapTUM He3aperncTpupoBaHHbIX
nekapCTBEHHbIX MpenapaToB, COAepXKallMX HapKoTMYeckue cpeactsa UNM NCUXOTPONHbIE BellecTsa, B
nopsiake, yctaHoBneHHoM [lpaButenbctBoM Poccuiickon ®depepaumu, Ong okasaHus MeOULMHCKOM
MOMOLLM MO XXM3HEHHbIM MOKA3aHWSAM KOHKPETHOro nauveHTa Wnu rpynnbl NauueHToB B Criyyae, ecnuv
umeeTcs pelleHve BpadebHON KOMUCCMU MEOMUMHCKOW oOpraHm3aumm o HedddEKTUBHOCTU UMK
HEBO3MOXXHOCTU MPUMEHEHUS Y KOHKPETHOro MauueHTa MHbIX 3aperMcTpuUpoBaHHbIX FEKapCTBEHHbIX
npenapaTtoB, B TOM 4YMCIe cCOAepXallux Apyrve OeCTBYHLLME BELLECTBA, U O HEOOXOOMMOCTU BBO3a
ONpefeneHHoro  He3aperucTpypoBaHHOIO  JIEKApCTBEHHOrO  Mpenapata C  yka3aHMeM  ero
MEeXOYHapOAHOro HENATEHTOBAHHOIO (MMM XMMUYECKOTO, UMK FPYNNMPOBOYHOI0) HaMMEHOBaHNS, (POPMbI
Bbilycka M KonudectBa. [lepeyeHb 3aboneBaHUMM M COCTOSIHUA U COOTBETCTBYHOLUMX FlEKapCTBEHHbIX
npenapaToB, coAepXallMx HapKOTUYEeCKMEe cpeacTBa WM MNCUXOTPOMHbIE BeLlecTBa, B LEnsx
OCYLLECTBMEHNS WX BBO3a B COOTBETCTBMM C TpeboBaHMAMM HaCTOSAWEN YacTu YyTBepXKaaeTcs
YNOMHOMOYEHHbIM (beepanbHbIM OpraHOM UCMOMHUTENBHOW BMNACTW.

(vacTb 3.1 BBegeHa dPepepanbHbiM 3akoHOM OT 27.12.2019 N 475-93)

3.2. Oo 31 pekabps 2022 roga gonyckaloTca BBO3 Ha Tepputopuio Poccuiickon Pegepaumu u
obpaweHne B Poccuiickon ®efepauum ¢ y4eToM OCOOEHHOCTEN, YCTaHOBMEHHbIX [lpaBUTensCTBOM
Poccuiickon ®epepauunn, 3aperMcTpUpoBaHHbIX NEeKapCTBEHHbIX MNpenapaToB ANS  MeAUUMHCKOro
NPYMEHEHNSA B yNakoBKax, NpefHasHavyeHHbIX AN obpalleHnss B MIHOCTPaHHbIX rocyfapcTBax, B cry4yae
AedekTypbl NEeKapCTBEHHbIX MpenapaTtoB UMM pUCKa €€ BO3HWKHOBEHMSI B CBS3W C BBEOEHMEM B
OTHoweHun Poccuiickon denepaumm OrpaHUYMTENBHBIX MEP 3KOHOMMYECKOrO Xapaktepa npu ycrioBum
COOTBETCTBMSI BBO3MMbIX J1IEKAPCTBEHHbLIX MNpenapaTtoB TpeboBaHWsIM, YCTAHOBMEHHbIM MpU  UX
perncTpaumm, 3a UCKIYeHMeM TpeOOBaHUA K MEPBUYHON YMaKOBKE, BTOPUYHOM (NOTPEOMTENbCKOW)
YNaKkoBKE, a Takke TMpU HanmMuMm Ha BTOPUYHOM (NOTPEOUTENBCKOM) YNaKOBKE JEKAPCTBEHHbIX
npenapaToB, HaxOAsLWMUXCA B obOpalleHuMM, CaMOKIEsLEeNncs 3TUKETKN, copepxalen nHdopmauumio o
nekapCTBEHHOM MNpenaparte Ha PYCCKOM SA3bIKe.

(vacTb 3.2 BBeaeHa dPepepanbHbIM 3akOHOM OT 26.03.2022 N 64-D3)

4. B Poccuiickylto denepaumto MOXHO BBO3UTb Jl€KApCTBEHHbIE CPEACTBA, KAayeCTBO KOTOPbIX
noareepXxaeHo CepTI/ICbI/IKaTOM npounssBoanTena NNIeKapCTBEHHbIX cpeacTs, yOoCcToBepALLNM
COOTBETCTBME BBO3UMbIX JI€KAapCTBEHHbIX CpeAcTB TpeboBaHwsM papmakonewHbix ctaTen nmbo B
cny4yae nx oTCyTCTBUA HOpMaTI/IBHOI7I OOKYyMeHTaunmn nnn HopMmaTuBHOIo OOKyMeHTa.

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

5. Banpewaetca BB0o3 B Poccuiickyto Pepepaumio anbcnmunpoBaHHbIX fekapCTBEHHbIX
CpeLacTB, HEA0OPOKAYECTBEHHbIX NEKAPCTBEHHBLIX CPEACTB, KOHTPaaKTHbIX NEKAPCTBEHHBLIX CPEACTB.
(B peqn. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

6. danbcuduruMpoBaHHbIe IEeKapCTBEHHble CPeacTBa, HeaobpokayecTBEHHblE NeKapCTBEHHbIe
cpeacTBa noanexaT U3bATUIO U NOCMeayoLLEeMY YHUUTOXEHUIO UK BbiBO3Y U3 Poccuiickoin depepaumu,
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KOHTpadaKTHble NEeKapCTBEHHbIE CPEACTBA - U3BATUIO U MOCMEAYILEMY YHUMTOXKEHUIO. YHUYTOXEHNE
unn BbIBO3 13 Poccuiickon ®depepaumn  anbCUPUUMPOBAHHBIX — FIEKAPCTBEHHbLIX  CPEACTB,
HeJOOpOKayeCTBEHHbIX  fIeKapCTBEHHbIX  CPEACTB,  KOHTpadhaKkTHbIX  FleKapCTBEHHbIX  CPeAcTB
OCyLLEeCTBMSETCS 3a CYeT nwvua, OCYLIeCTBMBLUErO WX BBO3. [lOPSAOK YHUYTOXEHUSA U3BbATHIX
danbcmnLMpOBaHHbIX JEKapCTBEHHbIX CPEACTB, HeLOoOPOKaYeCTBEHHbIX FEKApPCTBEHHbIX CPeacTB,
KOHTpadhaKTHbIX flekapCTBEHHbIX CpeacTB ycTaHaBnmBaeTcs NpasuTensctBom Poccuiickon degepaunn.
(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-03)

7. Jlnua, ocywectensawwme BB03 B Poccunckyto ®depepaumio  danbcuuLmpoBaHHbIX
nekapCTBEHHbIX  CpeAcTB, HedoOpOKaYeCTBEHHbIX  NEKApCTBEHHbIX  CPEACTB,  KOHTpadaKTHbIX
neKapCTBEHHbIX CPeACcTB, HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C TAMOXEHHbIM 3aKOHOA4ATENbCTBOM
TamoxxeHHoro coto3a 1 (Mnm) 3akoHogaTenbcTBoM Poccunckon ®efepaumm o TaMOXEHHOM gene.

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

8. BbiBO3 nekapcTBeHHbIX cpeacTB u3 Poccuinckon ®epepauumn ocyulectensaetca 6e3 npuMeHeHus
OrpPaHNYEeHUN, YCTAHOBMEHHbIX TaMOXEHHbIM 3aKoHOAATeNnbCTBOM TaMOXEeHHOro cowsa u (unu)
3akoHofdaTtenbcTBom Poccuiickon ®Pepepaumm O rocygapCTBEHHOM PeryrnvpoBaHUM BHELUHETOProBoOun
OEeATENbHOCTH.

(B pea. PegepanbHbix 3akoHoB oT 06.12.2011 N 409-®3, o1 25.11.2013 N 317-93, oT1 22.12.2014 N 429-
P3)

9. BBOA B rpaxgaHCKM 0OOPOT fekapCTBEHHbIX NpenapaTtoB A MEeOUUUHCKOrO MpPUMEHEHNS,
BBE3eHHbIX B Poccuiickyto degepaunio, ocylectsnseTca ¢ cobnogeHmem TpeboBaHui, yCTaHOBMEHHbIX
ctatben 52.1 HacToswero depepanbHOro 3akoHa.

(vacTb 9 BBegeHa PeaepanbHbiM 3akoHOM OT 28.11.2018 N 449-93)

KoHcynbTaHTlntoc: npumedaHue.
C 01.09.2023 cT. 47 pononHsietcs Y. 10 (P3 ot 02.07.2021 N 317-D3).

Cratbsa 48. lOpuauyeckue nuua, KOTOpbiM paspelleH BBO3 JIeKapCTBEHHbIX CpeAcTB B
Poccuiickyro ®epepaumio
(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-03)

JNekapcTtBeHHble cpeacTBa B Poccuiickyto ®efepauuio MOryT BBO3UTD:
(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) npousBoguTenu fekapCTBEHHbIX CpeacTB Ans  uenei CcobCTBEHHOro MNpOM3BOACTBA
nekapCTBEHHbIX CPeACTB;

2) WHOCTpaHHble pa3paboTyMKkn FEeKapCTBEHHbIX CPeAcTB UM WMHOCTPaHHblE MPOU3BOAUTENM
neKapCTBEHHbIX CPEACTB UMW Apyrue puanyeckme niua no nopyyYeHnto paspaboTymka ekapCcTBEHHOrO
cpenctBa Ansa NpoBefeHUst KIMHUYECKUX UCCnedoBaHui nekapCTBEHHOro npenapaTa, OCyllecTBreHUs
rocygapCcTBeHHOW  peructpaumn  fekapCTBEHHOro  npenapaTa, BKIYeHus  dpapmaueBTU4eCcKon
cybCcTaHuMKM B rocyaapCTBEHHbIN PeecTp NeKapCTBEHHbIX CPEACTB, KOHTPOMSA KayeCTBa fEeKapCTBEHHbIX
CpeacTB Npu Hannuuu paspeLleHns YynosIHOMOYEHHOro cedepasnibHOro opraHa UCMOMHUTENBLHON BNacTu
Ha BBO3 KOHKPETHOM NapTun NnekapCTBEHHbIX CPeacTs;

3) opraH13aumm onTOBON TOProBrv NekapCcTBEHHbIMU CPeACTBaMU;

4) HayyHO-UccriegoBaTenbCkMe oOpraHu3auumu, obpasoBaTenibHble OpraHuM3auuvM  BbiCLUEro
obpasoBaHus, MPOM3BOAUTENN JEKAPCTBEHHbLIX CPEenCTB ANnd pas3paboTkv, UCCNeAoBaHWUNM, KOHTPOS
OesonacHocTn, kayecTBa, 9SMEEKTMBHOCTU JIEKAPCTBEHHbIX CPEeACTB MPU  HanMMumMu  paspeLleHust
YNONTHOMOYEHHOTO befieparnbHOro opraHa UCMOSTHUTENBHON BNacTy;

(B pea. PenepanbHoro 3akoHa ot 02.07.2013 N 185-d3)

5) MeguuMHCKME opraHn3aumm, MHble yKasaHHble B NyHkTax 1 - 4 HacTosLeln cTaTby opraHu3aumm
ONA OKa3aHugd Me,EI.I/ILI.I/IHCKOI7I noMoLwn No XM3HEeHHbIM NMOoKa3aHUAM KOHKPETHOro nauneHTa npun Hanndnm
paspeLleHns ynoriHOMOYEHHOro heaepanbHOro opraHa UCMOSNTHUTENBHOW BACTM Ha BBO3 KOHKPETHOM
napTun nekapcTBEHHOro npenapaTa, BblAaHHOMO B YCTAHOBMEHHOM Mopsiake B (hopme 3MneKTPOHHOro
AOKyMeHTa, NoAnncaHHOro YCUneHHom KBanmguumpoBaHHON 3NEKTPOHHON NOANUCKI;
(B peqn. PepepanbHoro 3akoHa ot 12.03.2014 N 33-03)
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KoHcynbTaHTlM0C: npumeyaHue.
C 01.01.2024 n. 6 cT. 48 yTpaumBaeT cuny (P3 oT 27.12.2019 N 475-D3).

6) rocygapCTBeHHbIe YHUTapHblEe NPeanpusaTus, UMYLLIECTBO KOTOPbIX Haxoautcs B dpeaepansHon
cobcTBeHHOCTH, onpegensiemble [lpaButenbctBoM Poccuiickon ®Pepepaumn, B 4acTu BBO3a B
Poccuiickylto  degepaumio  He3aperMcTpupoBaHHbIX — NIEKAapCTBEHHbIX  MpenapaToB, CoAepXKalumx
HapKOTMYeCcKMe CpeAcTBa MM MCUXOTPOMHbIE BELLECTBA, ANs OKa3aHus MeAMLMHCKOW MoMoWM no
XXM3HEHHbIM MOKa3aHUSM KOHKPETHOro MauMeHTa Wiv rpynnbl NauMeHTOB B COOTBETCTBUM C YacTbio 3.1
ctatbn 47 HacTosawero deaepanbHOro 3akoHa.

(n. 6 BBeaeH PegepanbHbiM 3akoHOM OT 27.12.2019 N 475-03)

Cratbs 49. [lokyMeHTbl, NpeAcTaBrisieMble B TaMOXeHHble opraHbl Poccuiickon ®epepaumm
npu BBO3e NieKapCTBEHHbIX cpeacTB B Poccuickyto ®Pegepauuio
(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. Mpn BBO3e nekapcTBeHHbIX cpedcTB B Poccuiickyio Pegepaumio B TaMOXEHHbIE OpraHbl
Poccunckon ®epepaumm Hapagy C OOKYMEHTamu, MpeacTaBfieHne  KOTOpbIX  MpeayCMOTPeHO
TaMOXEeHHbIM 3aKoHOOATeNnbCTBOM TaMOXEHHOro cow3a W (M) 3akoHogaTenbCTBOM Poccuickon
®epepaummn 0 TaMOXXEHHOM Aerie, NPeACTaBnAlTCA cneayroLlme JOKYMEHTbI:

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

1) cepTudmKaT NPOM3BOAUTENSA fEeKapCTBEHHOrO CPeACTBa, YAOCTOBEPSIOWMA COOTBETCTBME
BBO3VMMOIO feKkapCTBEHHOro cpeactsa TpeboBaHuaMm dapmakonenHon ctaTbm nmnbo B criyyae ee
OTCYTCTBMS HOPMaTUBHOW AOKYMEHTaL MU U HOPMATUBHOIO JOKYMEHTa;

2) paspewieHne ynosiIHoMO4YeHHOro cbe,u,epaanoro opraHa WCMONHUTENBbHON BracTM Ha BBO3
KOHerTHOVI napTmMn JneKapCTtBeHHOro cpenctBa B Cliydadax, YCTaAaHOBJIEHHbIX 4acCTbio 3 crtatbun 47
HacTodLllero CDe,u,epaanoro 3akKOHa.

2. [lokyMeHTbI, ykasaHHble B MyHKTax 1 M 2 yactu 1 HacTosien cTaTbu, NPeacTaBnAlTCS B
TaMOXeHHble opraHbl Poccunckonn ®egepauum npy NpubbITUM NEKAPCTBEHHBLIX CpeacTB B Poccuickyto
denepaumio.

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

Cratbsa 50. BBO3 nekapcTBeHHbIX npenapatoB B Poccuiickyo ®egepauuio ans NUMYHOro
MCNONb30BaHUSA U UHbIX HEKOMMEPYECKUX Liefnier, a Takke ANsli MCNONb30BaHUsA Ha TeppuTopum
MeXAyHapoAHOro MeAuULIMHCKOro Krnactepa
(B pea. PenepanbHbix 3akoHOB oT 06.12.2011 N 409-®3, o1 29.06.2015 N 160-$3)

1. JlekapcTBeHHble npenapaTbl MOryT ObiTb BBe3eHbl B Poccuickyilo Pepepaumio 6e3 yyeta
TpeboBaHW, NpefyCMOTPEHHbIX YacTamu 1 - 4 ctaTteun 47, ctatbamn 48 n 49 HacTosiwero degepansHoOro
3aKoHa, eCnun OHU NpeaHa3Ha4veHbl Ansa:

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

1) NUYHOro Mcnonb3oBaHUSA manyecknmn nuuamm, npnbsiBLMMK B Poccuiickyio Pepepaumio. Mpu
3TOM BBO3 B Poccuickytro ®enepaunto nekapcTBeHHbIX NpenapaToB, COAEPKaLLUX CUNTbHOOENCTBYOLLNE
n (Mnn) A00BUTbIE BELLIECTBA, BKIMIOYEHHbIE COOTBETCTBEHHO B CMMCOK CUNbHOAEWCTBYHOLLMX BELLECTB
ONS Lenen yronoBHOro 3akoHogartenbctBa Poccuickon ®epepaumm u B CNUCOK SAOBUTHIX BELLECTB A1
Luernen YronoBHOro 3akoHogaTenoctBa Poccuiickon Pepepauun, yTBepXaeHHble [MpaBUTENbCTBOM
Poccuiickon degepaumm, ocylecTBASETCA NPU HAaNU4Mn OOKYMEHTOB (3aBEPEHHbIX KOMWUN OOKYMEHTOB
UNN 3aBEPEHHbIX BLIMUCOK M3 HKX), MOATBEPXOAlWMX HasHadeHue U3NYECKOMY IMLy YKa3aHHbIX
nekapCTBEHHbIX MpenapaToB (3a WCKIMIOYEHWEM JEKapCTBEHHbLIX MPenapaToB, 3aperMcTpYpOBaHHbIX B
Poccuiickon ®egepauun n otnyckaembix B Poccuiickon depepaumm 6e3 peuenta Ha fekapCTBEHHbIN
npenapart). lMoaTBepxaatowme OOKYMEHTbI (MX 3aBEPEHHbIE KOMWWM UM 3aBEPEHHbIE BbIMUCKA U3 HUX)
OOIMKHbI  codepXaTb CBeAEHWss O HaMMEHOBAHUM W KONMUYECTBE Ha3HAYEeHHOro JleKapCTBEHHOro
npenapata. B cnyyae, ecnn nopgTBepxpatolime OOKYMEHTbI (MX 3aBEPEHHbIE KOMUW UMW 3aBEPEHHbIE
BbIMUCKN M3 HWUX) COCTaBIIEHbl HA MHOCTPAHHOM $13blKE, K HUM MpuraraeTcs HoTapuanbHO 3aBEPEHHbIN
nepesBof Ha PYCCKUM A3bIK;

(n. 1 B pea. ®egepanbHoro 3akoHa oT 02.06.2016 N 163-$3)

2) ucnonb3oBaHWsA  paboTHMKaMKM  OUNIIOMAaTMYECKOro  Koprnyca WnM  NpeAacTaBUTENsMU
MeXAyHapOAHbIX OpraHu3aunin, akkpeanToBaHHbIX B Poccuickon denepauny;
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3) nedeHus naccaxmMpoB M UNEHOB 3SKUMAXeW TPaHCMOPTHbIX CPEeACTB, Moe3gHbix Gpurag wu
BOAUTENEN TPaAHCMOPTHBLIX CpeacTs, NpmbbiBLLMX B Poccuiickyto degepaumio;
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

4) neYyeHVss YYacTHUKOB MEXAYHAPOAHbIX KyNbTYPHbIX, CMOPTUBHBLIX MEPOMNPUSTAA M Y4aCTHUKOB
MeXOyHapoOHbIX SKCneauUuii;

5) neyeHus KOHKPETHbIX >KMBOTHbIX B 300Mapkax, 300cajax, Luupkax, oKeaHapuymax,
aenbuHapusax, neYeHns OMKUX >KUBOTHbIX, MOCTOSIHHO WM BPEMEHHO HAaCENsAWNX TEpPPUTOPUIO
Poccuiickon depgepaumm, HaxodaWMXCA B COCTOSSHUM €CTECTBEHHOW cBOGOAbI M MpuHagnexawmux K
BMaam, 3aHeceHHbiM B KpacHyto kHury Poccuiickon ®Pepepauum n (Mnm) KpacHble KHUMM CYyObLEKTOB
Poccuickon ®Pepgepauunmn, a Takke XUBOTHbIX, BBO3UMbIX B Poccuinckyto degepaumio ans ydactus B
CMOPTUBHbBIX N 3PENTULLHBLIX MEPONPUATUSX;

(B pea. PenepanbHbix 3akoHoB OT 06.12.2011 N 409-®3, ot 02.08.2019 N 297-03)

6) MCNoNb30BaHUS HA TEPPUTOPUN MEXAYHAaPOAHOro MeAULMHCKOTO KnacTepa.
(n. 6 BBeaeH ®enepanbHbIM 3akoHOM OT 29.06.2015 N 160-93)

2. B cny4yasix, npeqyCMOTPEHHbIX YacTbio 1 HacTosLWen cTaTbn, ONYCKaeTcs BBO3 B Poccuinckyto
denepaumio nekapcTBEHHbIX NPenapaToB, He 3aperncTpmpoBaHHbix B Poccuiickon deaepauun.
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

3. IlekapcTBeHHble NpenapaThbl, NpeAHa3HavYeHHble ANg ryMaHuTapHouW noMoLm (CogencTBnst) unm
MOMOLLM MNPV 4YpesBblYalHbIX CUTyauusx, BBO3SATCA B Poccuiickyto Pegepaumio B MOPsAKe,
ycTaHoBreHHoMm [MpaButenbctBom Poccuiickon ®epepaumn. 3anpewaeTca BB0O3 B Poccuiickyto
®Pepepaumio  He3aperucTpuMpoBaHHbIX  feKapCTBEHHbIX  NpenapaTtoB, NpeAHasHayeHHbIX  Ang
ryMmaHWTapHOW NOMOLLM (COAENCTBMSA) MU MOMOLLM NMPU Ype3BblYaHbIX CUTYaLMsX.

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

Ctratba 51. CoTpyaHuuyecTBO cbedepanbHOroO oOpraHa WCMONHUTENLHOW  BRacTy,
YNoNIHOMOYEHHOro B o6nacT¥ TaMOXeHHOro Aena, U ApYrux YNorHOMOYeHHbIX deaepanbHbIX
OpraHoB UCMNOJTHUTENILHOW BracTu

1. YNONHOMOYEHHbIE cbep,epaanble OopraHbl NCMNOSIHNUTENBHON BRacTu npegocTaBndaloT B
pacnopsaxeHune cbe,u,epaanoro opraHa UCMOSHNTENBHON BacTw, YNOJTHOMOYEHHOIoO B obnactu
TaMOXXeHHOro paena, Focyﬂ,apCTBeHHbIVl peecTtp nekKapCTBEHHbIX CpeacTB, a TaKXe I/IH(bOpMaLI,VIIO (0}
BblJAaHHbIX pa3peleHnax Ha BBO3 KOHerTHOVI napTnunm neKkapCTBeHHbIX CpeacTtB B CrlyyasX,
YCTaHOBJI€HHbIX 4YaCTbHO 3 cTaTbu 47 HacTosLero CDe,qepaanoro 3aKOHa.

2. ®epepanbHbIi OpraH WCMOMHUTENBbHOW BNACTWU, YMONTHOMOYEHHLIN B 06MacTM TaMOXEHHOro
aena, nHopMmpyeT yKasdaHHble B YacTn 1 HacTosLen cTaTbM YNONMHOMOYEHHbIe dhefeparnbHble opraHbl
WUCNONMHUTENBHOM BNacTM O BBO3e IeKapCTBEHHbIX cpedcTB B Poccuiickyio defepaunio U BbiBO3E
nekapcTBeHHbIX cpeacTs U3 Poccuitickon depepaumm no ¢opmMe 1M B Nopsiake, KOTOpble YCTaHOBMEHbI
MpaButenbctBoM Poccuiickon ®eagepaunn.

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

Masa 10. PAPMALEBTUYECKAA OEATENNIbHOCTb
Cratbsa 52. OcywecTBneHue dpapmMaleBTUYECKON AeATENbHOCTU

1. ®dapmaueBTMyeckass OeATENbHOCTb OCYLUECTBMSIETCS OpraHu3auusMm OnTOBOWM TOProBMU
NEKapCTBEHHbIMM  CpeacTBamMu,  anTeYyHbIMM  OpraHusauusamu, BETEPVHAPHBIMU  AnNTEYHbIMU
opraHusaumsmu, MHAMBUAYanbHbIMU npeanpuHUMaTensiMu, MMerLwmMmm NULLEH3UIo Ha
hapmaLeBTMIECKYD [OeATENnbHOCTb, MELUUUHCKMMMU  OpraHuM3aumsiMi, WMELWUMU  JIMLEH3UI0  Ha
hapmaLeBTMIECKYD OesTeNnbHOCTb, M WX 000cobneHHbIMM noapasgeneHvamu  (ambynartopusamu,
denbaepckummn 1 denbawepcko-akylepckMMM  MyHKTaMu, LeHTpamu  (oTOeneHusMn)  obLuen
BpayeOHOM (CEMENHOW) MpPaKkTWUKK), PAaCrONIOXEHHbIMU B CENbCKUX HACENEeHHbIX MYHKTax, B KOTOPbIX
OTCYTCTBYIOT anTeYHble OpraHu3auuu, U BeTEPUMHAPHLIMU OpraHuM3auusiMi, UMEKLUMN NMLEH3NIO Ha
apMaLeBTUYECKYHO AeATENbHOCTb.

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

2. ®dusmyeckne nvua MOryT OCYLLECTBNATb (hapMaueBTUYECKYD OEeATEeNbHOCTb MpY Hanuyuu
BbICLLEro Unun cpegHero gpapMaleBTUYeckoro o6pasoBaHnsa U cepTudukaTa creunanmncTa, BbiCLIEro unm
cpeaHero BeTepuHapHoro o6pasoBaHnsa U cepTudUKaTa cneumanncTa, a Takke BbICLIETO UMW CpeaHero
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MeauUMHCKOro obpasoBaHus, cepTudukaTa crneuuanucTa M [OMOSHUTENBHOMO MNpodeccMoHanbHoro
o6pa3oBaHMs B 4aCTW PO3HWYHOW TOProBMM NEKAPCTBEHHLIMW NpenapaTaMu npu ycrnoBun nx paboTsbl B
060c0o6neHHbIX NoApa3sAeneHnsax MeEAULIMHCKUX OpraHn3aLmii, ykazaHHbIX B 4acTu 1 HacTosILLel cTaTbMm.
(4acTb 2 B pen. PepepanbHoro 3akoHa ot 27.07.2010 N 192-03)

KoHcynbTaHTln0C: npumeyaHue.

JlekapcTBeHHbIE NpenapaThbl 4N MeAULMHCKOTO NMPUMEHEHWS, BBEAEHHbIE B rpaXaaHCKUin o6opoT Ao
29.11.2019, nognexart XpaHeHuto, nepeBo3Ke, OTMYCKy, peanu3aumn, nepefade, NpUMEHEHUo Ao
ncteveHms cpoka nx rogHoctun (P3 ot 28.11.2018 N 449-03).

CraTtbsa 52.1. BBoa B rpaxxgaHcKui o60poT nekapcTBEeHHbIX NpenapaToB AN MeAULMHCKOro
NnpUMeHeHus1
(BBegeHa depepanbHbIM 3akoHOM OT 28.11.2018 N 449-03)

1. Nepen BBOAOM B rpaxgaHcknini 060pOT KaXKAOW Cepun UNN Kaxkaon napTum nNpov3BeSeHHOro B
Poccuiickon depepaumm nekapCTBEHHOro npenapata Ans MEOULUHCKOrO NPUMEHEHMS, 3a UCKIIOYEHNEM
UMMYHOOMOMOrMYECKNX  NIEKAapCTBEHHbIX MpenapaToB, MNPOM3BOAUTENb TaKOro  JIEKAPCTBEHHOTrO
npenapata npeacTtaBnsieT B pefeparnbHblid OpraH UCMONHUTENBHOW BNACTW, OCYLLECTBASIOLNIA (YHKLMM
Mo KOHTPOMKO M Haasopy B cdepe 34paBOOXPaHEHMs, OOKYMEHT MNPOM3BOAMTENSA JEKapCTBEHHOrO
cpenctea, MOATBEPXKOAMOWMIA  KAa4eCcTBO  NEKApCTBEHHOrO  MnpenapaTta, W NOATBEPXAEHWE
YNOJSIHOMOYEHHOTO fMUA MPOU3BOAUTENSA JIEKAPCTBEHHbLIX CPEACTB COOTBETCTBUSI JIEKAPCTBEHHOINO
npenapata TpeboBaHUsIM, YCTaHOBMEHHBIM NPW €ro rocyaAapCTBEHHOW perncTpawmu.

2. lNepen BBOAOM B rpaxaaHCKMA OOOPOT KaXXAOM CEepuu MMM Kaxgow napTum BBO3MMOIO B
Poccuiickyilo  ®depepauvio  nekapCcTBEHHOro npenapata Ang  MeguUUHCKOro  NMpUMEHeHus, 3a
WCKIMIOYEHNEM MMMYHOOMONOTMYECKUX JIEKAapCTBEHHBIX MpenapaToB, OpraHv3auusi, OCyLLecTBhsioLlas
BBO3 fekapcTBeHHOro npenapata B Poccuickyio degepaumnio, npeacrasnseT B eaepanbHbli opraH
WUCMONMHUTENBHOM BNAcTW, OCYLECTBNAWMIA QYHKUMM MO  KOHTPOMK W  Haasopy B cdepe
3[paBooOxXpaHeHusi, cepTudukaTt Mpou3BOAUTENS NEKApPCTBEHHOrO CpPeAcTBa, YAOCTOBEPSOLLMIA
COOTBETCTBME BBO3UMOIO JIEKAPCTBEHHOIO npenapaTta TpeboBaHusM apmakonewHon cTtaTtbu, a B
cnydyae oTcyTCcTBUS  papMakonerHonm cTatbuM TpebOBaHMAM HOPMATMBHOW  OOKYMEHTauuu, u
noATBepXaeHVe npeacraBuTens opraHusauum, ocyLLecTBNALWEN BBO3 NeKapCTBEHHOro npenapara B
Poccuiickyto ®egepauuio 1 ynorHOMOYEHHOW MHOCTPaHHbLIM MPOU3BOAUTENEM fEeKapCTBEHHbLIX CPEACTB,
COOTBETCTBMS BBO3MMOIO JIEKAPCTBEHHOro mnpenapata TpeboBaHUSIM, YCTAHOBMEHHbIM MPU  €ero
rocygapcTBeHHOW perncrpaumm.

3. lNMopsigok npeacTaBneHUs B COOTBETCTBUM C YacTamMu 1 M 2 HacTosdLlen ctatbu JOKYMEHTOB U
CBEeOEHVMN O JIeKapCTBEHHbIX MpenapaTax, BBOAMMbIX B rpaxaaHCKMn o0OopoT, ycTaHaBNMBAaETCS
MpaButenbctBOoM Poccuiickon ®eagepaunn.

4. B oTHOWeEHWUN nepBbIX TPeX Cepun unM napTUn reKkapCTBEHHOro npenapaTa, Brepsble
npounseeneHHoro B Poccunckon depepaumm unu Bnepsble BBO3UMOro B Poccunckyto ®epepauuio, B
denepanbHbI opraH UCNONHUTENBHOW BNACTU, OCYLLECTBSIOWNA (PYHKLMM NO KOHTPOMO U Haas3opy B
cihepe 3OpaBOOXpaHEHUS, AOMOSHUTENbHO NpPeacTaBnAeTCss MPOTOKOM WUCMbITAHMM O COOTBETCTBMM
cepun Unn NapTuUK NIeKapCTBEHHOro npenapaTa Ans MeguumMHCKOro NPUMEHEHNs NoKasaTensam KkadvecTsa,
npeaycMOTPEHHbIM HOPMAaTMBHOW [JOKyMeHTauuen (ganee - MpPOTOKON WUCMbITaHW), NPOBOAMMbBIX
aKKpeaMTOBaHHbIMM B COOTBETCTBUM C 3akoHoAaTenbcTBOM Poccuiickon ®enepauumn o6 akkpeautaumm B
HaUWOHanNbHOM  CUCTEME  akkpegutTaumm  degepanbHbiMA  FTOCYAAPCTBEHHBIMU  OHOIKETHLIMMU
yypexgeHmsamu, NnoAaBe4OMCTBEHHBLIMMU denepansHomMy opraHy NCMNOJSTHUTESTbHON BracTu,
ocyLlecTBRsoWweMy QYHKLUUKN MO BbIpaboTKe 1 peanu3auumn rocygapCTBEHHOW NMONMTUKA U HOPMATUBHO-
nNpaBOBOMY pPerynmpoBaHuio B cdepe 34paBooOXpaHeHus, n hegepanbHOMY OpraHy WUCMAOMHUTESTbHON
BflacTu, ocylwlecTtensawoweMy yHKLMM MO KOHTPOM U Hag30py B cdepe 3apaBooxpaHeHus. [lopsaok
Bbldayn yKasaHHbIMM doefepanbHbiMM  TOCYAaPCTBEHHLIMU  OHOMKETHBIMU  YUPEXOEHUAMN  OAHHOTO
npoTtokorna W pasvep nnaTbl 3a ero Bbigady YycrtaHaenueawTcda [lpaButensctBoMm Poccuiickon
degepaumn.

5. ExerogHo He no3gHee 1 cheBpans NPou3BoANTENM NEKAPCTBEHHLIX CPEACTB UMK OpraHu3aumu,
OCYLLECTBMSAIOLWME BBO3 JlEKapCTBEHHbIX npenapaToB B Poccuickyio Penepaumio, npeacTtaBnsaloT B
deaepanbHbIi opraH MCNOMHUTENbHOW BRAcTU, OCYLLECTBASOWMA (PYHKLMM MO KOHTPOMO M Haa3opy B
cdepe 30paBOOXpaHEHNs, MPOTOKOST UCMbITAHUIM MOCTYMNMBLLErO B TEYEHME rofda B rpaxgaHckun obopoT
neKkapCTBEHHOIO Mpenapata KOHKPETHOro npousBoauTens (Ha OdHYy Cepuilo  KaXgoro TOProBoro
HaVMEHOBaHUSI C y4eTOM feKapCTBEHHOW (POPMbl M OO3VMPOBKU), MPOBOAMMbBIX aKKpeOUTOBAHHLIMU B
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COOTBETCTBMM C 3akoHogaTenbcTBoM Poccuiickon depepaumm o6 akkpeguTaumMm B HaLMOHAIbHOW
cucTeMe akkpeguTauum ncnbiTaTenbHbIMU NabopaTopusaMm (LLeHTpamm).

6. [lpou3BoaMTENM nEKapCTBEHHbIX CPEACTB WM OpraHuM3auun, OCYLLEeCTBIsoWMe BBO3
nekapcTBeHHbIX npenapatoB B Poccuiickyto depepaumio, He MeHee YeM 3a OAWH roA A0 MiaHuMpyeMbixX
NPUOCTAHOBIEHUA WNW NpeKpalleHnMs MpOM3BOACTBA JleKapCTBEHHbIX MpenapaToB MAM KX BBO3a B
Poccuiickyto ®depepauunio yBegomnawT 06 9ToM deaepanbHbil OpraH UCMNOMHUTENbHOW BRacTw,
OCYLLECTBAAOLWUNA OYHKLMN NO KOHTPOMO U HaA30py B cdepe 30paBOOXpaHEHUS U dheaepanbHbIn opraH
WUCMONMHUTENBHOM  BRAcTW, OCYLIECTBASAWMIA  QYHKUUMKM N0 JIMUEH3UMPOBaHUID  NPOW3BOACTBA
rnekapCTBEHHbIX CPeacTB.

7. Beog B rpaxgaHckmi obOpOT KaXkOoW cepum UnmM Kaxkgon naptmm UMMYHOOMONOrMYeckoro
nekapcTBeHHOro npenapaTta, npousseaeHHoro B Poccuiickon ®enepaunm mnm BBo3umoro B Poccuiickyto
denepaumio, OCYLLECTBASETCS Ha OCHOBaHWMM paspelleHus, BbldaHHOrO deaepanbHbIM  OpraHoMm
WUCMONMHUTENBHOM BMNAacTW, OCYWeCTBASWUM YHKUMM N0  KOHTPONO W Hagsopy B cdepe
3[paBoOXpaHeHnsi, Ha OCHOBaHWW BbldaHHOIrO deaepanbHbIMM  FOCYAAPCTBEHHLIMU - BIOAKETHBIMU
yYpexXaeHuamMM, ykasaHHbIMM B 4YacTu 4 HACTOALLEN CTaTbW, 3aKMYEHUst O COOTBETCTBUM CEpUM Unn
napTmm UMMYHOBMOMNOrMYECKoro nekapcTBEHHOro npenapata TpeboBaHMAM, YCTaHOBIEHHbIM MpPU €ro
rocygapcTBeHHON peructpauun. MNMopsiaok Bblgavym paspeLleHus Ha BBOL B rpaxaaHckui obopoT cepum
U1 NapTMm MMMYHOBUONOrMYECKOro NieKapCTBEHHOIO NpenapaTta, a Takke NopsiAoK BblAadn yKasaHHOro
3aKMYeHMss U pasvep nnaTtbl 3a ero Bbligadyy ycTaHaBnuBaloTcs [lpaBuTenbcTBOM Poccuinckon
degepaumn.

8. 3a HenpeacTaBneHue WM HECBOEBPEMEHHOE MNpeaCTaBreHUe [OKYMEHTOB U CBEAEHWN,
npeaycMOTpeHHbIX YacTamn 1, 2, 4, 5 n 6 HacTosLwen cTaTbn, NPON3BOANTENMW NEKAPCTBEHHbLIX CPEACTB U
opraHu3auumm, OCyLLeCTBNSALWME BBO3 NeKapCTBEHHbIX npenapatoB B Poccuinckyio Pegepaumio, HecyT
OTBETCTBEHHOCTb B COOTBETCTBMU C 3aKoHoAaTenscTBoM Poccuiickon degepauum.

9. lMNpeacTtaBneHne LOKYMEHTOB M CBeAEHUW, NPefyCMOTPEHHbIX Yactamu 1, 2 u 4 HacTosawen
cTatbW, W MNONy4YyeHWe npegyCMOTPEHHOrO YacTbld 7 HACTOsLEW CTaTbWM paspelleHus Ha BBO4
UMMYHOBMOMNOrMYEeCcKoro NneKkapCTBEHHOro Mnpenaparta B rpaxpaHckum obopoT He TpebywTtes B
OTHOLLUEHMN [IEKAPCTBEHHbIX MpenapaToB, MpeAHasHa4YeHHbIX AN NPOBEAEHMSI  KITMHUYECKMX
nuccneaoBaHW NEKapCTBEHHbIX MpenapaToB, MPOBEOEHUs 3KCNepTU3bl FEKApPCTBEHHbIX CPeacTB Ans
OCYLLIECTBMNEHMS TOCYOAPCTBEHHOW pEerncTpaumm nekapCTBEHHbIX MpenapaTtoB, a Takke B OTHOLUEHUMU
He3aperMcTpMpoBaHHbIX FIEKAPCTBEHHBIX MpenapaToB, NpegHasHayYeHHbIX AN oKaszaHWMs MeauLMHCKOWN
MOMOLLM MO >KU3HEHHbIM MOKa3aHWAM KOHKPETHOro nauuMeHTa Wnu rpynnbl NauuMeHToB, BBO3MMbIX B
Poccuiickyto ®efepaumio B cooTBETCTBUM € YacTamu 3 n 3.1 ctaTbn 47 Hactodwero denepansHoOro
3aKoHa.

(B pea. PenepanbHoro 3akoHa ot 27.12.2019 N 475-03)

10. Mpn BbISBNEHWM B rpaxgaHckom obopoTe cepuv WM NapTuM fiekapCTBEHHOro npenapara,
OOKYMEHTbl U CBeJeHUss O KOTOpbIX, NMPedyCMOTpPeHHble Yactamu 1, 2 n 4 HacToswen craTtbu, He
npeacTaeneHsl B edepanbHbii OpraH WCMONHUTENbHOW BacTW, OCYLLECTBIAIOWNA QYHKLMK MO
KOHTPOMIO U Haasopy B cdepe 3apaBooxpaHeHus, nubo cepum unu naptum MMMYHOBMONOrMYECcKoro
neKkapCTBEHHOro rnpenapaTta, He WMEKLWMX paspelleHMs Ha BBOA B rpaxagaHckui oboporT,
NPeayCMOTPEHHOIo 4acTbio 7 HacToswWen cTaTbu, dedeparnbHblii opraH WCNOMHUTENBHOW BRacTwy,
OCYLLECTBAOWMA  (DYHKUMM MO KOHTPOMIO M Hag3opy B cdepe 34paBOOXpPaHEHUs, B MOPSAKe,
ycTtaHoBreHHoM [paButensctBom Poccunckon ®depepaunn, MPUHUMAaET pelleHne O npekpaleHum
rpaxxgaHckoro obopoTa Takmx cepum Unm napTum 4o npeacTaBneHus ykasaHHbIX JOKYMEHTOB U CBEAEHWN
nMBo nonyyYeHns ykasaHHOrO paspeLleHus.

KoHcynbTaHTlM0C: npumeyaHue.
C 01.09.2023 pokymeHT gononHsietcs cT. 52.2 (93 ot 02.07.2021 N 317-93).

Cratba 53. lNpopaxa, nepepaya neKapCTBEHHbIX CPeACTB OpraHU3auusiMM OMNTOBOM
TOProBnu nekapcTBeHHbIMU cpeacTBaMm

1. OpraHu3aLmm onNTOBOW TOProBMN NEKAPCTBEHHBIMU CPEACTBAMU MOTYT OCYLLECTBIATH Npoaaxy
nekapcTBeHHbIX CPeACTB UNU nepefasatb WX B YCTAHOBMEHHOM 3aKoHOAaTenbCTBOM Poccumnckon
depnepaumm nopsake (3a UcknoyeHnem dapmanleBTUYEeCKon CyGCTaHL MM cnmpTa STUNOBOro (aTaHona):
(B pea. PenepanbHoro 3akoHa ot 27.12.2019 N 481-03)

1),1:|,pyr|/|M opraHmsaunam ONTOBOWN TOProBJ11 NeEKapCTBEHHbIMU CpeaCcTBaMU;
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2) Npon3BOAUTENSAM NEeKapCTBEHHbIX CPEACTB ANs Lienen Npon3BoACTBa NeKapCTBEHHbIX CPeACTB;
3) anTe4HbIM OpraHn3aunsiMm N BeTepMHapPHbIM anTe4YHbIM OpraHM3aumsaM;
4) Hay4yHO-MCCneaoBaTENbCKUM OpraHM3aumnsam Ans Hay4YHO-MUccnegoBaTensckon paboThbl;

5) wHOouBMAyanbHbIM NpegnpuHMMaTENsM, MMEWMM  JULEH3NIO Ha  hapmMaueBTUYECKYHO
AEeATENbHOCTb UNN NULIEH3NIO HA MEOULIMHCKYI AesTENbHOCTb;

6) MeaMLMHCKMM OpraHvM3aunsiM, B TOM YUCIe CO34aHHbIM U 3aperMcTpupoBaHHbIM B COOTBETCTBUM
C 3aKkoHOOaTemnbCTBOM WHOCTPaHHOro rocygapcrBa - 4neHa OpraHusaumm  3KOHOMMYECKOrO
coTpyaHunyectBa " pasBuTUA WHOCTPaHHbIM lopygnMdeckumMm  nuuam, MHOMBUOYaNbHbIM
npeanpuHMMaTensiM, SBRSALWUMCA y4acTHMKaMn nNpoekTa B cooTBeTcTBuM ¢ defepanbHbiM 3akoHom "O
MeXOyHapOAHOM MeAVLMHCKOM KracTepe Y BHECEHUN U3MEHEHUN B OTAENbHbIE 3aKOHOA4ATENbHbIE aKThl
Poccuickon denepaummn”, n BeTepmHapHbiM OpraHn3aumsam;
(B peqn. PepepanbHoro 3akoHa ot 26.07.2019 N 240-93)

7) opraHu3auMaM W WHAMBUAYalbHbIM MPeanpvHUMAaTensM, OCYLEeCTBNSAIWMM pasBeaeHue,
BblpalllMBaHNE W COAEpXKaHWe >KMBOTHbIX (32 WCKIOYEHMEM nNpojaxu UM dapMaueBTUYECKUX
cybcTaHuun nnu nx nepegayn).

(n. 7 B pea. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-93)

2. OpraHusauun ONTOBOW TOProBMNW JI€KapCTBEHHbIMW CPeACTBaMM He BMpaBe OCYLEeCcTBNAATb
npogaxy (nepedadyy B YCTAHOBIMEHHOM 3akoHodaTenbCcTBoMm Poccuiickon ®Pepepaumm nopsagke)
apmavneBTnYeckon cybcTaHumm cnmpTa 3TUMNOBOro (3TaHona).

(vacTb 2 B pen. PenepanbHoro 3akoHa ot 27.12.2019 N 481-03)

Cratbs 54. MpaBuna onToBOW TOProBM NleKapCTBEHHbIMU CpeacTBaMu

1. OnTtoBasi TOProBMsi JEKAPCTBEHHbIMW CPEeACTBaMM OCYLLECTBISIETCA MPOU3BOAUTENSIMU
NeKapCTBEHHbIX CPeacTB W opraHvM3auusiMM ONTOBOW TOProBfM JEKapCTBEHHbIMW CcpeacTBamu Mo
npaeunamMm Haanexatien gUCTpMOLIOTOPCKOM NPaKTUKX U NpaBuiiaM Hagnexalen nNpakTUKM XpaHeHus n
NnepeBO3KN FEKapCTBEHHbIX MpenapaTtoB, YTBEPXOEHHbIM COOTBETCTBYIOLMMU  YNOMHOMOYEHHBIMU
denepanbHbIMM OpraHamMmu UCMNONTHUTENBHOW BNacTu.

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

2. OpraHusauusa ONTOBOW TOProBnM NeKapCTBEHHbIMM CpeacTBamm 06si3aHa cobnogaTb
npeaernbHble CPOKM OTIPY3KM 3aTpeboBaHHbIX anTeYHOW opraHn3auuen nekapcTBeHHbIX NpenapaTos Ans
MEOWLMHCKOrO MNPUMEHEHWS W He BrpaBe OTKa3biBaTb anTe4yHOW OpraHumsauum, C KOTOpPOW y Hee
3aKMoYeH COOTBETCTBYHOLLMIA LOTOBOP O MOCTaBKax SfEKapCTBEHHbIX MpenapaToB ANs MeAWULMHCKOro
NPUMEHEHWs, B MOCTaBKe fleKapCTBEHHbIX MpenapaToB Afs MEeAWLUMHCKOrO MPUMEHEHWS NpU HamnmMymm
3aTpeboBaHHbIX NEKapCTBEHHbIX NpenapaToB ANs MEAWMLUUHCKOro NpUMEHEHWs Y opraHvM3aumu onToBOW
TOProBnn fekapcTBeHHbIMM cpeacTBamu. [pedenbHble CPOKM OTIPy3kM 3aTpeboBaHHbIX anTeyHon
opraHu3auMen nekapCTBEHHbIX NpenapaTtoB AN MEeAMUMHCKOrO MpUMEHeHWs B 3aBWCMMOCTWU OT
pacnonoXeHnss MecTa OTIPY3KM NEKapCTBEHHbIX MpenapaToB ANS  MEeOULMHCKOTO  MPUMEHEHMUs
yCTaHaBMNMBaKTCH YNONHOMOYEHHbIM doegepanbHbIM OPraHOM UCMOMHUTENBbHOW BNacTw.

(vacTb 2 BBegeHa degepanbHbiM 3akoHOM OT 26.03.2022 N 64-$3)

Cratba 55. MopsAoK pO3HMYHOWN TOProBnU NekapcTBeHHbLIMU NpenapaTamm

1. PO3HMYHas TOProBnsl NEeKapCTBEHHbIMU Mpenapartamu B KOnuMyecTBax, HEOOXOAMMbIX AN
BbINOMHEHUsT BpayvebHbIX (henbalepckux) Ha3Ha4YeHU WM Ha3Ha4YeHWn CchneuuanncToB B o6nacTu
BETEPVHAPUN,  OCYLLECTBNSAETCA  anTeYHbIMW  OpraHu3auusmMu,  BETEPUHAPHLIMU  anTeYHbIMU
opraHusaumamu, MHAMBUAYanbHbIMU npeanpuHUMaTensiMu, UMeLLUMM NLEH3NIO Ha
apmaLeBTMIECKYD AeATENbHOCTb, MEOUUUHCKMMM  OpraHuM3aumsmMu, WMEHLWMMU  NULEH3NID  Ha
dapmaLeBTMYECKYl0 JdesaTenbHOCTb, M WX 060cobneHHbIMM noapasgeneHvamu  (ambynartopusamu,
denbawepckumn 1 enbawepcKo-akyLepCkMMM  MyHKTaMu, LUeHTpamu  (oTaeneHusMmn)  obLien
BpayebHOM (CEMENHON) MpakTUKK), PACMONOXEHHbIMA B CENTbCKMX HACENIEHHbIX MyHKTax, B KOTOPbIX
OTCYTCTBYIOT anTeYHble OpraHu3auuu, U BEeTEepVMHapPHbIMM OpraHn3auusMn, UMEKLUMUN FULEH3NI0 Ha
dapmaLeBTMYECKYl0 OeATenbHOCTb. PaspellueHa po3HMYHAs TOProeBrsi TOMBbKO JIEKAPCTBEHHbLIMU
npenapaTtamu, 3apermcTpuMpoBaHHbiMM B Poccuiickon ®egepauum unu U3roTOBMEHHBIMW anTeYHbIMM
opraHusaumsamu, BETEPUNHAPHBLIMU anTeyHbIMK opraHusauusimu, MHAUBMAYanbHbIMU
npeanpuHMMaTens M, MMEILWMMU MULEH3NI0 Ha  dapMaueBTUYECKYI0 OeATenbHOCTb. PO3HWYHas
TOProBIiA FIeKapCTBEHHbIMW NpenapataMu OCYLLECTBNSETCA MO nNpasBunamM Hagnexallen anTeyHowm
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NPakTUKKN, YyTBEPXKAEHHBIM YNONHOMOYEHHbLIM dbeeparibHbIM OpraHoOM UCMOMHUTENbHOWM BNacTy.
(B peq. PepepanbHbix 3akoHOB 0T 25.11.2013 N 317-93, o1 22.12.2014 N 429-03)

1.1. Po3HM4Has TOpProBnsl NEeKapCTBEHHbIMW NpenapartaMmu Ans MeamMUMHCKOro MpUMEHeHus (3a
WCKIIOYEHMEM NeKapCTBEHHbIX MpenapaToB, OTNYCKaeMbIX MO peuenTy Ha NeKkapCTBEHHbLIN npenapar,
HapKOTMYECKUX NEKapCTBEHHbIX MpenapaTtoB U MCUXOTPOMHbIX MEKapCTBEHHbIX MpenapatoB, a Takke
CNMpTOCOAEpXKaLLUNX NEKAPCTBEHHbIX MpenapaTtoB C OObEMHOM Aonen 3TUIOBOro cnupta cBbiwe 25
NMPOLIEHTOB) MOXET OCYLEeCTBASATLCA anTeYHbIMM  OpraHm3aumsiMym  AUCTaHUMOHHBIM  CNOCOOOM.
PoO3HMYHYIO TOProBmto NekapCTBEHHbIMU NpenapaTtamMm Ang MeguuMHCKOro NpUMEHeHUs AMCTaHUMOHHbIM
€cnocobom MOryT OCYLLECTBMATE anTeyHble OpraHn3auumn, MMeKLLMe NMUEH3NI0 Ha dapMaLeBTUYECKYHo
AeATENbHOCTb W COOTBETCTBYOLLEE pa3pelleHve denepanbHOro opraHa WCMNOMHUTENbHOW BriacTy,
OCYLLECTBAOLEro yHKUUM MO KOHTPOMO M Hag3opy B cdepe 3apaBooxpaHeHus. Mopagok Bblgaym
paspeLUeHnNst Ha OCYLLLECTBIIEHNE PO3HUYHOW TOProBMM NEKapCTBEHHbIMM MpenapaTaMmy QUCTaHLMOHHbIM
crnocobom, TpeboBaHUS K anTe4YHbIM OpraHu3aumsiM, KOTOpble MOMyT OCYLLECTBMSATbL TaKytd TOProemo, 1
nopsigoK ee OCYLLIEeCTBMEHMS, a TakkKe MpaBuna AOCTaBKM NEeKapCTBEHHbIX NpenapaTtoB rpaxgaHam
ycTaHaBnuBatTca [lpaButensctBom Poccunckon depepaumun. WHdopmauua 06 onnayveHHbIx
(OTNyLWeHHbIX) N NOMYyYEeHHbIX NEKAPCTBEHHBIX NpenapaTax BHOCUTCSA B CUCTEMY MOHUTOPUHIA OBUXKEHUSI
NeKapcTBEHHbIX MpenapaToB AN MEAMUMHCKOro NpUMEHEHUsa B nopsake, NnpeaycMOTPEHHOM 4acTblo 7
cTatbu 67 HacTosawero deaepansHOro 3akoHa.

(vacTb 1.1 BBegeHa PepepanbHbiM 3akoHoMm oT 03.04.2020 N 105-93)

2. Buabl anTeyHblIX oOpraHuMsauuin K npaBuna OTNycka feKapCTBEHHbIX npenapaTtoB Ans
MEOWNLMHCKOrO MNPYMEHEHUsT anTeYHbIMWU OpraHusauusamMn, WHAVBUAYanbHbIMW NpeanpuHMMaTensmMu,
UMEKLWMMN  FIMUEH3MI0 Ha dapMaueBTMYECKYI0 AeATeNnbHOCTb, a Tawkke npasuna oTnycka
nekapCTBEHHbIX MpenapaTtoB Ans MEeOUUMHCKOTO NPUMEHEHWs MEeOULMHCKMMKU — OpraHm3aumsamu,
UMELLMMU FIMLEH3NIO Ha hapMaLeBTUYECKYIO AeATenbHOCTb, U X 060CO6NeHHbIMY NogpasgeneHmsamm
(ambynatopusimu,  benbawepckuMm M PENbALIEepPCKO-aKyLepCKUMN  NyHKTamu,  LeHTpamu
(oToeneHuamun) obwen BpavyebHOM (CEMENHON) NPaKTUKK), PACMONOXKEHHBIMU B CENbCKUX HaceneHHbIX
NyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeYHble OpraHusauun, YTBEpXOalTCsa  YNONHOMOYEHHbIM
dheneparnbHbIM OPraHOM UCTONHUTENBHON BRACTW.

(B pea. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

3. MNpaBuna oTnycka HapKOTUYECKUX CPEACTB U MCUXOTPOMHbBIX BELLECTB, 3aperncTpUpoBaHHbIX B
Ka4yeCTBe J1eKapCTBEHHbIX MpenapaTtoB, JeKapCTBEHHbIX npenapaTtoB, codepXalwnx HapKoTudeckune
cpeAcTBa M NCUXOTPOMHbIE BellecTBa, YTBEPXAAKTCH YMNOMHOMOYEHHbIM deaeparnbHbiM - OpraHom
WUCMOMNHUTENbHOMN BMacTM MO COrfacoBaHMO C cpe,uepaanbuvl opraHom WCMONMHUTENBHOMN BnacTu,
YMNOSTHOMOYEHHbIM B cdpepe BHYTPEHHMX Aen.

(B pea. PegepanbHoro 3akoHa ot 03.07.2016 N 305-$3)

4. JlekapcTBeHHble npenapaTbl Afsi BETEPUHAPHOTO MPUMEHEHMSI noanexat  OTNycKy
BETEPUHAPHBLIMW anTeYHbIMW OpraHM3auMsiMK, BETEPUHAPHBLIMU OpraHuM3auusiMu, WHAMBUAYaNbHBLIMM
npeanpunHnmaTtenamMmu, mnvewwmmMmn  nNUUEH3NK Ha (*)apMaLl,eBTI/NeCKyIO OeATeNnbHOCTb. OTI'IyCK
NNeKapCTBEeHHbIX MnpenapatoB ANnA BeTepuHapHOro npuMeHeHua OcCyLlecTBAeTCA B COOTBEeTCTBUU C
npasunamu Hap,nemau.l,eﬂ anTevyHon NPaKTUKMN TIeKapCTBEHHbIX nMnpenapaTtoB AONnA BeTepuHapHOro
NPUMEHeEHNs1, YyTBEPXOEHHbIMWN YNONHOMOYEHHbLIM deaepanbHbiM OpraHoM UCMONHUTENBHOW BNAcTw.

(B peq. PepepanbHoro 3akoHa ot 02.08.2019 N 297-03)

5. TlepeyeHb MeOWLMHCKUX OpraHusauui, MMeLWnx nuueH3nio Ha dapMaueBTUYeCKyo
AesATenbHOCTb, N X 060cobneHHbIX nogpasaeneHun (ambynatopuii, denbawepcknx u genbalepcko-
aKyLLepCKUX NMyHKTOB, LIEHTPOB (oTaeneHun) obuien spayebHon (CEMENHOW) NPaKTUKKM), PACMONOXEHHbIX
B CENIbCKUX HaCeNeHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeYHble OpraHu3auun, a Takke nepeveHb
nekapCTBEHHbIX NpenapaTtoB, Npoga)xa KOTOPbIX MOXET OCYLLECTBNATbCA YKa3aHHbIMY OpraHu3auusiMy u
ux 000COGneHHbIMN MoApasfeneHnsaMy, YCTaHaBMUBAKOTCA OpraHamu WUCMONHUTENbHOW  BRacTu
cybbekToB Poccunckon ®epepaumn.

(B peq. PepepanbHbix 3akoHOB OT 25.11.2013 N 317-93, ot 03.04.2020 N 105-03)

6. AnTeyHble opraHu3auuv, wWHAMBWAYaANbHblE MpeanpuHUMaTeny, WMelLWmne nULEH3NI0 Ha
dhapmaLeBTMYECKYI0 [OeATenbHOCTb, 00sa3aHbl obecneumBaTb yTBEPXAEHHbIM  [1paBUTENbLCTBOM
Poccuiickon ®egepaummn n hopMmpyemMbli B yCTAHOBIEHHOM UM MOPSAKE MUHWMAarbHbIA aCCOPTUMEHT
neKkapCcTBEHHbIX NpenapaToB, HE06XOANMbIX AfS OKa3aHWs MeAMLMHCKOW NMOMOLLW.

(4acTb 6 B pen. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

7. AnTeuHble opraHv3auuu, WHAMBMAYanbHble MNpeanpuHMMaTenu, WUMelolMe TIULEH3NI0 Ha
dhapmaLeBTUYECKY0 OeATeNbHOCTb, Hapsay C  JleKapCTBeHHbIMU nNpenapaTaMu  MMET NpaBo
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npuobpetatb U npogaBaTb, B TOM 4MUCME AOUCTAHUMOHHLIM CMOCOBOM, MeAWMUMHCKME WU3aenus,
Ae3vHuUUpyoLwmne cpeacrtea, npeaMeTbl M CpeacTBa JIMYHOM TUMMEHbI, nocydy Anis MeOULMHCKUX
uenen, npeameTbl U CpeacTBa, NMpedHasHavyeHHble Ansd yxoga 3a OOSfbHbIMKU, HOBOPOXOEHHLIMU U
AEeTbMMW, HE OOCTUMLMMM BO3pacTa Tpex NeT, OYKOBYH OMNTUKY U CpeacTBa yxoda 3a Hell, MUHeparbHble
BOAbl, NPOAYKTbl Ne4yebHOoro, OeTCKOro M ANETUYECKOro MUTaHus, GMonornyeckn akTMBHble A00aBKM,
napdoMepHble U KOCMETMYECKME CpeacTBa, MeAULMHCKUE U CaHUTAPHO-MPOCBETUTENbHbLIE NeYvaTHble
n3gaHus, npegHasHavYeHHble Ans nponaraHabl 300poBOro obpasa XusHu.

(B pea. PegepanbHbix 3akoHoB oT 27.07.2010 N 192-d3, o1 25.11.2013 N 317-®3, ot 03.04.2020 N 105-
3)

8. [edatenbHOCTb anTeuHbIX opraHu3auun BoopyxeHHbix Cun Poccunckon depepauuu, Opyrux
BOWCK, BOMHCKMX (POPMMPOBaHUIN WU OpPraHoB, B KOTOPbIX 3akoHodaTenbcTBoM Poccuickon deaepauum
NpegycMOTPEHO MPOXOXOEHWE BOEHHOW CrnyxObl unu degepancHON rocygapCTBEHHOW CRyxXoObl,
CBSI3aHHOW C MpPaBOOXPaHUTENBHON AeATENbHOCTbI0, pernameHTupyeTcsl HactoswmMm PegeparnbHbIM
3aKOHOM U YTBEPXAEHHLIMU COOTBETCTBYHOLMMN beaepanbHbiMM OpraHamMun MCNOSIHUTENBHON BAAacTu
nonoxeHnsmn. KoHTpone 3a cobniogeHnem ykasaHHbIMW anTeYHbIMU OpraHu3aumsaMmn  MonoXeHUn
HacToswero denepanbHOro 3akoHa OCYLLECTBMSETCA COOTBETCTBYHOLUMMU hbeaepanbHbIMU OpraHamum
WCMNOSTHUTENBHOM BNacTu.

(B pea. PepepanbHoro 3akoHa ot 13.07.2015 N 262-$3)

9. Ytpatun cuny ¢ 1 aHBaps 2021 roga. - PegepanbHbiii 3akoH ot 03.04.2020 N 105-3.

Cratbsa 56. U3roTtoBneHue n oTnyck fieKapCTBEeHHbIX NpenapaToB

KoHcynbTaHTlntoc: npumedaHue.
C 01.03.2023 B 4. 1 c1. 56 BHOCcATCS M3MeHeHust (P3 ot 30.12.2021 N 463-93). Cm. byaywyto
pefakumio.

1. WNarotoBneHue JNIeKapCTBEHHbIX npenapaTtoB anTe4YHbiIMKU oOpraHn3aunamMmmn, BeTepUHapPHbIMU
anTevyHbIMW OpraHnsaunamMun, wuHOmMBMAyanbHbIMU nNpeanpuHnMmatTenaMmu, UMernMn JInueH3no Ha
(bapmau,eBTquCKyro 0eATernbHOCTb, OCYyLWEeCTBNAeTCA No peuenTtamM Ha NekapCTBeHHble npenapartbl, no
Tpe6OBaHVIF|M MeaNLIMHCKNX opraHmaaumVl, BeTEepUHapPHbIX opraHmsaumﬂ B COOTBETCTBMU C npaBunamu
N3roToBIieHNA n oTnycKa NleKapCTBEeHHbIX npenapartos, yTBEpPXOAEHHbIMU YNOJTHOMOYEHHbIM
cbe/:l,epaanblm opraHom MCMONHUTENbHOW BRacTu.

2. MNpwn N3roToBMEHUN NeKapCTBEHHbIX NpenapaToB anTe4YHbIMXU OpraHn3aumsiMm, BeTepuHapHbIMMU
anTeYHbIMU OpraHu3auusamMun, VHAMBUAYaNbHbIMU NPEeANPUHUMATENAMMN, WUMEKOLWMMN MULEH3NIO Ha
dapMaLeBTUYECKYHD OeATEeNbHOCTb, WCMNONb3yTCca (apMaueBTU4eckme cyocTaHuMW, BKIOYEHHbIE
COOTBETCTBEHHO B rOCY4apCTBEHHbIA PEecTp NeKapCTBEHHbIX CPEACTB AN MEeOULIMHCKOTO MPUMEHEHUS U
roCcyapCTBEHHbIV PEecTp NeKApCTBEHHbIX CPEACTB AS1 BETEPUHAPHOIO NPUMEHEHNSI B YCTAHOBNEHHOM
nopsigke. He ponyckaeTcs M3roToBrneHWe anTeyYHbIMU OpraHu3aumsiMm, BeTEPUHAPHBIMU anTeYHbIMU
opraHusaumsimMu, MHAVBMAYanbHbIMU npegnpuHuMaTensimu, MMerLWnMmn NULLEH3UIO Ha
dhapMaLeBTUHECKYID OEATENBHOCTb, JIEKAPCTBEHHLIX MpenapaToB, 3aperncTpupoBaHHbIX B Poccuiickon
degepaumn.

3. MapkrpoBKka IeKapCTBEHHbIX MPENapaToB, W3roTOBMEHHbIX anTeYHbIMM OpraHM3auusimMu,
BETEPUHAPHBLIMU anTeYHbIMU OpraHU3auusMu1, WHOMBUAYANbHBIMU NpeanpuHUMaTensaMu, UMeELWUMM
MVLEH3MI0 Ha hapmaLeBTUYeCKyld [AesdATenbHOCTb, U OOpPMIEHNe Takux npenapaToB [OOSKHbI
COOTBETCTBOBATL NpaBuUiaM, ykasaHHbIM B 4acTu 1 HacTosLLEN CTaTbMU.

4, AnTeyHble opraHusauduu, BeTepnHapHble anTteyHble opraHuzauuu, nHauneuayanbHble
npeanpuHMMaTteny,  MMerwue  nNUueHsno  Ha - dapmaueBTUYecKyld  OeATenbHOCTb,  HecyT
OTBETCTBEHHOCTb 3a HecoOmnoaeHe NpaBun U3rOTOBMEHUS U OTMNyCKa flekapCTBEHHbIX NMpenapaToB B
COOTBETCTBUU C 3aKOHOAaTensCcTBOM Poccunckon ®egepaumn.

Crtatba 57. 3anpeweHue npogaxu (anbCUPULUPOBaAHHbLIX JleKapCTBEHHbLIX CpPeacTs,
HefoGpoKayeCTBEHHbIX NIEKaPCTBEHHbIX CPeACTB, KOHTPadaKTHLIX NleKapCTBEHHbIX CPeacTB

Mpopaxa hanbCnUUUMpPoBaHHbIX neKkapCcTBEHHbIX cpencTs, Heo0bpoKayeCTBEHHbIX
nekapcTBEHHbIX CPeACTB, KOHTpapakTHbIX NeKapCTBEHHbIX CPeACTB 3anpeLyaeTcs.

CraTtbsa 58. XpaHeHue NneKkapCTBEeHHbIX CPeACTB
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1. XpaHeHne nekapCTBEHHLIX CPEACTB OCYLLECTBAETCA MNPOM3BOAUTENSAMU JEKAPCTBEHHbIX
CPEeACTB, OpraHusaumMssMm  OMTOBOW  TOPrOBMM  JIEKAPCTBEHHbIMM  CPEACTBaMW,  anTeYHbIMU
opraHusaumsimMu, BETEPMHaPHbLIMU anTeYHbIMK opraHnsaumsiMu, MHOUBMAYyanbHbIMU
npeanpuHMMaTensiMm, UMeLWMMA NNLEH3NI0 Ha ddapMaLeBTUYECKYHD OeATENbHOCTb UK NIMLEH3NIO Ha
MEANLMHCKYI0 [OesATeNbHOCTb, MEAWLMHCKMMU OpraHu3auusmMn, BETEPUMHAPHbIMW OpraHuM3auusMm U
WHBIMW  OpraHmMsauusimi, OCYLLEeCTBRAWNMN obpalleHne nekapcTBEHHbIX CpPeacTB. XpaHeHue
NeKkapcTBEHHbIX CPeACTB ANA BETEPUMHAPHOro MNPUMEHEHWUS OpraHu3auuaMu 1M UHAMBUAYANbHbIMU
npeanpMHMMaTtenssMm B Criyydyasix, €CNM  OHW  UCMOMb3YITCA MCKMUYUTENBHO MpU  pas3BedeHuu,
BblpallMBaHMKM, coaepXXaHnm n fneYeHnn XUBOTHBIX, MOXET OCYLLEeCTBNATbCA 6e3 nonydeHus nuueHsum
Ha pbapmaLeBTMYECKYIO AeATENbHOCTb.

(B pea. PenepanbHoro 3akoHa ot 22.10.2014 N 313-03)

2. ﬂpaBMna XpaHeHuA J1IeKapCTBEHHbIX cpencTts yTBEepXaarTCA COOTBETCTBYHOLLNM
YNOJIHOMOYEHHbIM (*)eﬂ,epa]'leblM opraHom WCMNONHUTENbHON BRacTu.

3. XpaHeHne HapKOTUYECKUX NEKAPCTBEHHbLIX CPEeACTB, MCUXOTPOMHbIX NEKapCTBEHHbIX CPEACTB,
paguodapmaLeBTUYECKNX  NIEKApPCTBEHHbIX  CPEACTB  OCYLLIEeCTBRsieTCa B COOTBETCTBMM  C
3akoHogaTtenbcTBOM Poccuiickon ®epgepaunn.

Cratba 58.1. [lpeaMeTHO-KONMYECTBEHHbIA Yy4YeT JieKapCTBEHHbIX CpeacTB AnA
MeOULUHCKOro NnpMMeHeHus
(sBegeHa depepanbHbIM 3akoHOM 0T 25.12.2012 N 262-93)

1. MNepeyeHb NekapCcTBEHHbIX CPeACTB AN MEAMLMHCKOrO NPMMEHEHWS, noanexalumx npeaMeTHO-
KONMUYECTBEHHOMY Y4YeTy, YTBEpPXAAEeTCs YNOMHOMOYEHHbIM defeparnbHbiM OpraHoM WCMONHUTENbHOM
BMnacTw.

2. nOpﬂﬂOK BKIIOHEHNA JNeKapCTBEHHbIX CcpeacTB And MeaUuUMHCKOro npuMmeHeHumda B nepedeHb
NeKkapcTBEHHbIX CPeACTB ANt MEAMLUMHCKOrO NMPUMEHEHWS, NoAnexallumx npeaMeTHO-KONMYeCTBEHHOMY
y4yeTy, YCTaHaBMnMBaeTCs YMNONMHOMOYEHHbIM hedepanbHbiM OpraHoM WCMNOMHWTENbHOW Bractu no
cornacoBaHuio ¢ efepanbHbIM OpraHOM UCMOMHUTENLHOW BMacTW, YNONHOMOYEHHbIM B cdepe
BHYTPEHHMX Aen.

(B pea. PegepanbHoro 3akoHa ot 03.07.2016 N 305-$3)

3. MNpeaMeTHO-KONMMYECTBEHHbIM YYET NEKAPCTBEHHbIX CPEACTB ANS MEAWMUMHCKOro NpUMEHEHMS
BedyT NPOW3BOAUTENU FEeKapCTBEHHbIX CPEeACTB, OpraHv3auuv ONTOBOW TOPrOBMM NEKapCTBEHHbIMU
cpeAcTBaMu, anTeuvHble OpraHvM3auuv, UHAMBUAyanbHble NpeanpvHUMaTenu, UMELLME MULEH3NI0 Ha
chapmaLeBTUYECKYIO AeSATENBHOCTL UMM NULEH3UI0 HAa MEOMLMHCKYI0 AesiTENbHOCTb, U MeOWULMHCKME
opraHusaumu, ocyllecTensiiowme obpalleHne nekapcTBEHHbIX CPeaCTB AMsi MEANLMHCKOrO NPUMEHEHNS,
nyTem pervctpaumu nobbix CBA3aHHbIX C MX obpalleHnem onepauui, Npu KOTOPbIX WM3MEHSIETCH WX
KONMUYECTBO U (MNN) COCTOSIHUE, B CneLmManbHbIX XypHanax ydyeta ornepauui, CBsi3aHHbIX C obpalleHrem
neKapCTBEHHbIX CPEACTB ANst MEAULMHCKOrO NPUMEHEHMS (4anee - cneuunanbHble XXypHarbl).

4. MNpaBuna perucTpauuy onepauui, CBsA3aHHbIX C OOpalleHUeM NekapCTBEHHbIX CpeacTB Ans
MELMLMHCKOrO MPUMEHEHUS, BKIMIOYEHHbIX B MEpeYeHb INEKapCTBEHHbLIX CPeACTB Ans MeauLMHCKOro
NpUMeHeHWs1, noanexaluyux npeaMeTHO-KONMYECTBEHHOMY yYeTy, B CreLmanbHbIX XypHanax u npasuna
BEEHNS W XpaHeHWsl crneuuarnbHbIX >XYpHanoB YTBEPXAAKTCA YMNONMHOMOYEHHbLIM eaeparnbHbIM
OpraHoM UCMONHUTENbHON BNacTw.

5. KoHTponb 3a cobGrniogeHveMm npaBun perncrpauumn onepaumi, CBsi3aHHbIX C obpalleHvem
neKapCTBEHHbIX CPEACTB ANs MeAWUMHCKOrO MPUMEHEHUS, BKITHOYEHHbIX B MepeyvYeHb JIeKapCTBEHHbIX
CpeacTB AN MeOMUMHCKOTO MNPUMMEHeHUsi, Moarexawmx npeaMeTHO-KONMYECTBEHHOMY YyyeTy, B
cneumanbeHbIX >XypHanax, a Tawkke 3a cobnogeHvem npaBun BeAeHUS WM XpaHeHWUs crneumarnbHbIX
XXYpHanoB Bo3naraeTcs Ha ynofIHOMOYeHHble defeparnbHble OpraHbl MCNOMHUTENBHOW BriacTy U OpraHbl
UCMONHUTENbHON BnactTn cybbekToB Poccuickon ®epepaumu, OCyWeCTBRSAWME NULEH3NPOBaHWE
NPOM3BOACTBA eKapCTBEHHbIX CPeAcTB, apMaueBTUYECKOW [OeATeNbHOCTM UM MeOULMHCKON
AesATeNbHOCTU, 1 OCYLLIECTBISETCA B paMKaX JIMLEH3VOHHOIO KOHTPONS.

naea 11. YHWYTOXEHUE JIEKAPCTBEHHbLIX CPEACTB
Cratba 59. OcHOBaHMA 1 NOPAAOK YHUUTOXEHUSA NIeKapCTBEHHbIX CPeACTB

1. HepobpokayecTBeHHblE NEKAapCTBEHHblE CPeAcTBa, (PanbCUPULMPOBAHHBIE FeKapCTBEHHbIE
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cpeactBa noanexar W3bATMIO M3  obpalleHuMs UM YHUYTOXEHMIO B nopsgke, YCTaHOBIIEHHOM
MpaButenbctBoM Poccuiickon Pepepaummn. OcHOBaAHMEM ONSA YHUYMTOXEHWUS] NEKapCTBEHHbIX CPencTB
ABMNSETCA  pelleHMe  Briagenbla  JeKapCTBEHHbIX  CPEACTB,  pEelleHne  COOTBETCTBYHLLEro
YMONTHOMOYEHHOro befeparnbHOro opraHa UCMONTHUTENbHOW BNACTW UK peLleHne cyaa.

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

2. KoHTpadakTHble nekapCTBeHHbIE CpeacTBa MOANEXaT U3bATUIO U3 OOpaLLEHUSA U YHUHTOXEHUIO
no peleHunto cyga. MNMopsaok YHUUTOXEHUST KOHTpadaKTHbIX flekapCTBEHHbLIX CPpeaCcTB yCTaHaBMMBaeTCs
MpaButensctsoM Poccunckon ®enepavmn.

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

3. Pacxogbl, cBfi3aHHble C YHUYTOXEHWEM KOHTPadhaKTHbIX JIEKAPCTBEHHbLIX CPEACTB,
HeZOOpOKaYeCTBEHHbIX JIEKAPCTBEHHbLIX CpeacTB, (anbCcuULMPOBaHHbLIX NEKapCTBEHHbIX CPEACTB,
BO3MELLAKTCA NX BriagenbLeM.

4. Bnagenew nekapCTBEHHbIX CPeACTB AOMMKEH NPeACTaBUTb B YNONMHOMOYEHHbIN dheaepanbHbIn
opraH WCMNOSNIHUTENbLHOW BNacTU AOKYMEHT MMM 3aBEPEHHYD B YCTAHOBIIEHHOM MOPSIAKE €ro Komnuio,
noareepxaatowme dakT YHUMTOXEHNS] NEeKapCTBEHHbLIX CPEACTB.

5. CooTBETCTBYHOLWMIA YMNONMHOMOYEHHbI dhedepanbHbIii  OpraH MWCMOSHUTENbHOW  BRacTw,
NPUHSBLUMIA peLlleHne 00 YHUYTOXEHMM NEeKapCTBEHHbIX CPEACTB, OCYLECTBMSET KOHTPOMb 3a WX
YHUYTOXEHNEM.

6. YHWUYTOXEHME NEeKapCTBEHHbIX CPEACTB NPOU3BOAUTCHA  OpraHu3auusamu, UMEeHLLMU
COOTBETCTBYIOLLYIO MMLEH3NIO, Ha creumanbHO 000pyAoBaHHbIX NoLwaakax, MoNMroHax U B creuunanbHo
obopyaoBaHHbIX MoMeLleHnsax ¢ cobnogeHmem TpeboBaHun B 06nacTu oxpaHbl OKpyXatollen cpedbl B
COOTBETCTBMM C 3akoHoAaTensCcTBoM Poccuinckon ®eaepauumn.

7. HapkoTuyeckne nekapCTBEHHble CpPeacTBa, MNCUXOTPOMHbIE NEKapCTBEHHbIE CpeacTsa,
paguodapmaueBTMYECKNE  NEKApPCTBEHHble  CpeacTBa  YHMUTOXKAKTCA B COOTBETCTBUM  C
3akoHogaTtenbcTBOM Poccuinckon ®eaepaunn.

Mnaea 12. FOCYOAPCTBEHHOE PEIYJIMPOBAHUE LIEH
HA NEKAPCTBEHHbIE NMPENAPATbI AnA MEAUUUMHCKOIO NPUMEHEHUA

Cratba 60. Focy.qachBeHHoe perynmpoBaHne LUeH Ha nekapcTBeHHble npenapaTtbl AnNA
MeaAULUUNHCKOIro npuMmeHeHuns

1. FocynapcTBeHHOE perynvMpoBaHMe LEH Ha NeKapcTBeHHble npenapatbl Ans MeaWLMHCKOro
NPUMEHEHNS OCYLLECTBNSETCS NOCPEACTBOM:
(B pea. PenepanbHoro 3akoHa ot 26.03.2020 N 67-d3)

1) ytBepxaeHus lNMpasutenbctBom Poccuiickon Pefepaumm NepeyHs XU3HEHHO HEeOOXOAUMBIX U
BaXKHeMLINX nekapCTBEHHbIX MpenapaTtoB, KOTOPbIA opMupyeTca M He pexe OAHOro pasa B rof
nepecMaTpuBaeTcsi B YCTAHOBIIEHHOM WM MOPSiAKE HA OCHOBE KOMMITEKCHOW OLIEHKU NEKapPCTBEHHbIX
npernapaToB, BKNOYas aHanua CcBedeHWA O CPaBHUTENbHOW KINWHUYECKONn 3dPEKTUBHOCTU U
0e30nacHOCTU  NeKapCTBEHHOTO CPEACTBA, OLEHKY 9SKOHOMMWMYECKUX TMOCMEACTBMIA  NPUMEHEHUs
NEKapPCTBEHHOrO cpeacTBa U U3ydeHue OOMOSHUTESbHbIX MOCNEeACTBUA NMPUMEHEHUS] NEKAPCTBEHHOIO
CpeAcTBa;

(B pea. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, ot 13.07.2020 N 206-d3)

2) yTBEPXOEHUS METOOAMKM pacyeTa npedenibHbIX OTNYCKHbIX LeH npou3BoauTenen Ha
NeKapcTBEHHbIe Mpenapartbl, BKIKOYEHHbIE B MNEPEYEHb >XU3HEHHO HEOOXOAUMBIX W BaXKHEMLUMX
NeKapCTBEHHbIX NpPenapaToB, a Takke BHEAPEHUS MEXaHM3MOB (DOPMMPOBAHNST CUCTEMbI pePePEHTHBIX
LieH;

(B peq. PepepanbHbix 3akoHOB 0T 22.12.2014 N 429-®3, o1 06.06.2019 N 134-03)

3) rocygapCTBEHHOW perncTpaumm npedernbHbiX  OTMYCKHbIX  LEeH Npou3BoguTenen Ha
nekapcTBeHHble MpenapaTbl, BKMYEHHbIE B MNEPEYEHb XM3HEHHO HEoOXOOAMMBIX U  BaKHEWLIMX
nekapCTBEHHbIX NpenapaTos.;

(B pea. PenepanbHoro 3akoHa ot 06.06.2019 N 134-03)

4) BegeHUs TOCYOApCTBEHHOrO peecTpa mnpederibHbIX OTMYCKHbIX LeH Mpou3BoauTeniein Ha
neKkapcTBeHHble npenapaTbl, BKIOYEHHble B MEpeYeHb >KM3HEHHO HEeOoOXOAUMBIX W BaXKHEWLLUX
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neKapcTBEHHbIX NpenapaTos;

5) yTBepxOeHus MeTOOUKM YCTaHOBMIEHMSI OpraHamMu WCMOMHWUTENBHOW BNactM CyObEKTOB
Poccuiickon ®epepaumn npeaenbHbIX pa3MepoB ONTOBbIX HaabaBOK M npeaenbHbIX pa3MepoB
PO3HUYHbIX HaabaBoK K aKTUY4EeCKUM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM MNPOU3BOAMTENSMU
nekapcTBEHHbIX MpenapaTtoB, Ha NeKapCTBEHHble MpenapaTbl, BKIOYEHHbIE B MEpPeYeHb XU3HEHHO
Heob6X04MMBIX U BaXKHEWLLMX NEKapCTBEHHbIX Npenaparos;

6) ycTaHOBNEHMS NpefenbHbIX pa3MepoB ONTOBbIX HaA0aBOK M NpedernbHbIX PpasMepoB PO3HUYHbIX
Hag6aBoK K QaKTUYECKUM OTMYCKHbIM LieHaM, YCTAHOBMEHHbIM MPOU3BOAMTENSMWU NEKAPCTBEHHbLIX
npenapaTtoB, Ha JlekapCTBEHHblE MpenapaThbl, BKMOYEHHbIE B MEpPeYEHb XXM3HEHHO HEOOXOAUMBIX M
Ba)XHEMLUMX NEeKapCTBEHHbIX NpPenapaTos;

7) yTBEpXAeHMs Mopsiika Bbl4auu MpeanucaHuim opraHaMm WUCMNOMHUTENbHOW BRacTu CyObeKToB
Poccunckon degepauumn o npMBeaeHUn B COOTBETCTBME C 3aKoHoOaTenbCcTBOM Poccuinckon ®epepaunn
pelieHnn o6 yCTaHOBMEHUN MNpedenbHbIX pasMepoB OMTOBbIX HaAbaBOK M npeneribHbiX pa3MepoB
PO3HUYHbIX HaabaBoKk K aKTUY4EeCKUM OTMYCKHbIM LiEeHaM, YCTAHOBSIEHHbLIM NPOW3BOAUTENAMU
NeKapcTBEHHbIX MpenapaTtoB, Ha fekapCTBEHHble MpernapaTtbl, BKIHOYEHHblE B MEpPeYeHb XXU3HEHHO
HeobXooMMbIX U BaXXHEMLIMX JNEeKapCTBEHHbIX MNpenapaToB, €CNN OHW MPUHATHI C  HapyLlUeHUEM
3akoHopaTtenbcTBa Poccunckon denepaumm, B nopsigke, yctaHoBneHHoM [paButenbcTtBom Poccuiickomn
denepaumu;

8) HanpaBneHns ynonHOMOYEHHbIM edeparibHbiM OpPraHOM WCMOMHWUTENBHOW BRacTy opraHam
ucnonHuTenbHoW Bractu cybbektoB Poccuiickon ®egepauun npegnucaHn o NpvBeOEeHWU B
COOTBETCTBME C 3akoHopatenbcTBOM Poccuiickon ®depepauum  MNPUHATBIX € HapylleHWem
3akoHogartenbctBa Poccuickon ®egepaumn pelweHuin o6 yCTaHOBMEHWM MpedenbHbiX pa3mepoB
ONTOBbIX HagAbaBOK W npedernbHbIX PasMepoB PO3HUYHbIX HaAbaBOK K LEeHaM Ha fekapCTBeHHble
npenaparbl, BKMIOYEHHbIE B MEepevYeHb >KM3HEHHO HEeOOXOAUMBIX W BaKHENLIMX NeKapCTBEHHbIX
npenaparos;

9) ocyuwecTtBneHms egepanbHOro rocygapcTBEHHOro Haasopa B cdepe obpalieHus
NEKapCTBEHHbIX CPeACTB U PErnoHanbHOro roCygapCTBEHHOrO KOHTPOMsS 3a MNPUMEHEHWEM LEeH Ha
nekapcTBeHHble MpenapaTtbl  COOTBETCTBEHHO  YMOSIHOMOYEHHbIMM  befeparnbHbiMM  OpraHaMmu
WCMOMHMTENBHOW BfacTu WU opraHamu WUCMOMHWUTENbHOM Bnactu cybbekToB Poccunckon Pepepaumm
COrnacHo X KOMMNeTeHUMM B Nopsiake, ycTaHoBneHHoM [MpaBuTtensctBom Poccuiickon depepauny;

(n. 9 B pen. ®egepanbHoro 3akoHa o1 25.06.2012 N 93-93)

10) npumeHeHWs NpeayCMOTPEHHbIX 3akoHoaaTenscTBoM Poccuiickorn  ®epepauun  mMep
OTBETCTBEHHOCTM 3a HapyleHue nopsgka LUeHoobpas3oBaHMs Ha IeKkapcTBeHHble npenaparbl,
BKIMOYEHHbIE B NEPEYEHb XXU3HEHHO HEOOXOANMBIX U BaXKHEMNLUMNX NTIEKAPCTBEHHbIX NpenapaTos.

(B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 475-$3)

2. B ycnoBusix YpesBbl4aiHOM cuUTyauuu U (Mnn) Npy BO3HUKHOBEHUWU Yrpo3bl pacnpocTpaHeHus
3aboneBaHus, NPeACTaBSAOLEr0 ONAaCHOCTb AMNA OKPYXKalLWmx, a Takke B Clny4vae, ecnv B TeyeHue
TpuguaTu KanengapHbix gHen nocrne npuHaTtus lNpasutensctBom Poccuickon ®egepauun pelueHns o
NPOBEAEHNN MOHUTOPUHIa PO3HUYHBIX LLlEH Ha NEKapCTBEHHbIE Npenaparbl, He BKIMOYEHHbIE B NEpPeYeHb
XW3HEHHO HEOOXOOMMbBIX UM BaXHEWLIUX JEKAPCTBEHHbIX MNPenapaToB, Ha TEPPUTOPUSIX CyOBEKTOB
Poccuiickon ®epepaumun BbiIBNEH POCT PO3HUYHBIX LEH Ha yKa3aHHble NeKapCTBEHHbIe npenapaTtbl Ha
TpMauatb npoueHToB u 6Gonee, [lpaButenbctBo Poccuiickon ®epepaumMm BnpaBe YCTAHOBUTb
npegenbHble OTMYCKHble LUeHbl MNPOW3BOAMTENEN Ha YyKasaHHble feKapcTBeHHble npenapaTbl,
npegenbHble pa3mMepbl ONTOBbIX HagbaBOK W NpefenbHble pasMepbl PO3HUYHbLIX HagbaBoOK K
daKTUYeCKUM OTMYCKHbIM LieHaM Npou3BoaAUTENe Ha ykasaHHble fekapcTBeHHbIe npenapartbl. [lepeyeHb
nekapCTBEHHbIX MpenapaTtoB, He BKIMIOYEHHbIX B MEPeYeHb XXM3HEHHO HEOOXOOAUMBIX W BaKHEMWLLMX
nekapcTBeHHbIX MpenapaToB, M MOpsgoK ero ¢opmupoBaHnsa onpegenstotcs [1paBUTeNnbLCTBOM
Poccuickon degepaumm.

(4acTb 2 BBegeHa denepanbHbimM 3akoHOM oT 26.03.2020 N 67-03)

3. B TeyeHue geBsHOCTa KaneHAapHbIX AHEN CO OHA yTBepxaeHus lNMpaButenscTBoM Poccuiickomn
denepaumm NepeyHs, ykasaHHOro B 4YacTu 2 HacTosLLen CTaTbW, HEe JOMYyCKalTCa peanusauusa u oTnyck
BKIMIOYEHHbIX B HEro fiekapCTBEHHbIX NpenapaTtoB MO LieHaM, NpeBbILaLWLM npeferibHble OTnYCKHbIe
LeHbl npou3BoAUTENEN Ha yKasaHHble IeKapCTBEHHble npenapaTtbl, npefenbHble pasMepbl ONTOBbIX
HanbaBoOK W npefenbHble pa3Mepbl PO3HUYHBIX HaabaBoOK K PaKTUYECKUM  OTMYCKHbIM  LieHaMm
npovsBoauTenen Ha ykasaHHble NekapCcTBEHHble npenapatbl C y4eToM Hanora Ha [obaBneHHyo
CTOUMOCTb.
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(vyacTtb 3 BBegeHa denepanbHbimM 3akoHOM oT 26.03.2020 N 67-03)

KoHcynbTaHTln0C: npumeyaHue.
3apeructpupoBaHHble o 07.06.2019 npepenbHble OTMYCKHbIE LEeHbl noanexaTr obs3aTenbHou
nepepeructpaumm B 2019 - 2020 rogax B cootBeTcTBUM €O CT. 2 3 0T 06.06.2019 N 134-D3.

CrtaTba 61. FocyaapcTBeHHasi peructTpauusi U nepepermcrpauus npeaenbHbIX OTMYCKHbIX
ueH npousBoauTenen Ha IeKapCTBeHHble MpenapaTbl, BKMK4YeHHble B NepevyeHb XU3HEHHO
HeobXxoAUMbIX N BaXXHENLLUX JlIeKapCTBEeHHbIX NpenapaToB

(B peq. ®PepepanbHoro 3akoHa ot 06.06.2019 N 134-03)

1. NpepenbHas oTNyckHasa LieHa NPOU3BOAWUTENSI Ha NEKapCTBEHHbIM npenapar, BKIHOYEHHbIN B
nepeyeHb KU3HEHHO HeobXOoAMMBbIX W  BaXXHEMWWX JIeKapCTBEHHbIX NpenapaTtoB, MNOANEXUT
rocyaapCTBEHHOW perncrTpauum B nopsigke, ycraHosneHHoMm [pasutensctsoMm Poccunckon depepaumm,
Ha OCHOBaHWW NPeACTaBfEHHOr0 B YMNOMHOMOYEHHbIN deaepanbHbIl OpraH UCNONHUTENbHON BRacTu
3a8BMNeHNs gepxaTensa unum Brnagenbua perMcTpaumoHHOro yaoCTOBEPEHUS NTIEKApCTBEHHOMo npenapara
(ynonHOMO4YeHHOro M nuua).

2. 3aperucTpvpoBaHHas MpedenbHasi OTMNYCKHAs LeHa MpOU3BOAMTENs Ha FeKapCTBEHHbIN
npenapaT, BKIOYEHHbIN B MEpeYeHb XXWU3HEHHO HEOOXOAMMbBIX W BaXHEMWUX NeKapCTBEHHbIX
npenapaTtos, MOXeT OblTb NepeperncTpupoBaHa B CTOPOHY YBENUYEHUS OOUH pa3 B KaneHgapHOM rogy
Ha OCHOBaHWW NPeACTaBEHHOro B YNONHOMOYEHHbIW hedepanbHbii OpraH MCNONMHUTENBHOW BRactn Ao
1 okTabpsa Kakgoro roga 3asBreHWs depxaTens unv Bnagenbua perncTpauMoHHOro yAoCTOBEPEHUS
nekapCTBeHHOro npenaparta (YynonHOMOYEHHOro UM nuua).

3. 3apeructpupoBaHHasi npedenbHas OTMYCKHas LeHa MpOoM3BOAUTENS Ha JleKapCTBEHHbIN
npenapaT, BKMIOYEHHbIA B MNEpPeYeHb >KU3HEHHO HEOOXOOANMbBIX W BaXXHEWLWWUX NeKapCTBEHHbIX
npenapaToB, MOXeT ObITb NepeperncTpmpoBaHa B CTOPOHY CHUXKEHUSA HAa OCHOBaHMU NpeacTaBNeHHOro B
YNOMHOMOYEHHbIM  dhefepanbHbIl - OpraH  MUCMONMHUTENbHOM BacTU  3asdBfeHUs gepxatensa wnu
BnagenbLa perucTpauMoHHOro YAOCTOBEPEHMUS NEKapCTBEHHOro npenapaTta (YnOfIHOMOYEHHOro UM
nmua).

4. [epxaTenb unu Brnagenel perucTpauMoHHOrO YAOCTOBEPEHUs! NEKAPCTBEHHOrO npenapaTa
(ynonHomMo4yeHHOe MM nuuo) obs3aH npeacTtaBuTb B YNONHOMOYEHHbIN  hefepanbHbIl - opraH
WCMOMHUTENBLHOW BMNacTW 3asiBIeHWe O NepeperncTpauum 3aperncTpypoBaHHoOW nNpeaenbHON OTMYCKHOW
LieHbl NPOU3BOAMTENS Ha NeKapCTBEHHbIN NpenaparT, BKMHYEHHbIA B NepeyeHb XU3HEHHO HEOBX0aNMbIX
1 BaXKHEMLLUMX NIeKapCTBEHHbIX NPEnapaToB, B CTOPOHY CHWKEHUS B CIEAYIOLLUX CryYasix:

1) CHUXXEHWE LeHbl B MHOCTPaHHOW BamntoTe Ha NekapCTBEHHbIN NpenapaT B CTpaHe Npou3BoauTens
n (Unn) B cTpaHax, B KOTOPbIX FEKApCTBEHHbIN MpenapaT 3apernctpuMpoBaH U (Mnu) B KoTopble
NnocTaBnseTcsl NPOU3BOANTENEM;

2) CHWKeHVe ueH Ha pedepeHTHble NeKapCTBEHHble npenapaTtbl B COOTBETCTBUM C MYHKTOM 1
HacToswWen Yactu (Ans COOTBETCTBYIOLIMX BOCMPOU3BEAEHHbIX, OuoaHanorosbix (6nonogobHbIX)
nekapCTBEHHbIX NpenapaToB);

3) npeBbiWweHMe NpeaenbHON OTMYCKHOM LieHbl Ha MepBbi BOCNPOM3BEAEHHbIN, BroaHanorosbin
(6ronoaoObHbIN) NekapCTBEHHbIV MpenapaT MHOCTPAHHOIO MPOW3BOACTBA HaA MPELEeribHON OTMYCKHON
LileHOI NpOoM3BOANTENS Ha BTOPOW BOCMPOU3BEAEHHbIV, OMoaHanoroBbi (6MONO40OHLIN) NekapCTBEHHbIN
npenapaTt, paccYMTaHHON B COOTBETCTBUM C METOAMKOWN, yTBepxaeHHoM [MpaButensctBoM Poccuiickon
depepauymy;

4) npeBblWeHe NpeaeribHON OTMNYCKHOMW LeHbl Ha NepBbli BOCNPOM3BEAEHHbIN, BroaHanorosbin
(bronoagobHbIA) NeKkapCTBEHHbIM NpenapaTt Mpou3BOAUTENSA rocygapcTea - uyneHa EBpasuiickoro
9KOHOMMYECKOrO  COoK3a Hajg npefenbHoOM  OTNYCKHOW  LUEeHOW  Mpou3BoAUTEenss Ha  BTOPOW
BOCMPOU3BEAEHHbIA, OMoaHanoroBbIn (OMONOAOGHbLIA) NEKapCTBEHHbIA NpenapaT Mpou3BoanTENs
rocygapcrea - uneHa EBpasmiickoro 3SKOHOMMYECKOrO COK3a, pacCUMTaHHOW B COOTBETCTBUM C
MeToauKon, yTeepxaeHHon MpasuTtensctBoMm Poccunckon ®enepauun.

5. Tlopsgok  nepepeructpauum  3aperucTpMpoBaHHbIX — NpeferibHblX  OTMYCKHbIX  LieH
npou3BoauTENen Ha NeKapCTBEHHbIE Npenaparbl, BKITHOYEHHbIE B NMepPeYeHb XMU3HEHHO HEeOOXOAMMbIX U
Ba)XXHEWLUNX NEKapCTBEHHbIX MpenapaToB, B Cryyasx, NPedyCMOTPEHHbIX YacTaMmu 2 - 4 HacTosen
cTaTtbn, ycTaHaBnueaeTcs NpaButensctBoM Poccunckon ®epepauun.
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6. OKOHOMWYECKMN aHanu3 npeaenbHON OTMYCKHOW LieHbl NMPOU3BOAUTENS Ha NeKapCTBEHHbIN
npenapaT, BK/MIOYEHHbIA B MNEPEYEHb >KUBHEHHO HEOOXOAMMBIX UM BaXKHENWMUX JeKapCTBEHHbIX
npenapaToB, MNpuM €€ TrocydapCTBEHHOW perncTpauum wunu nepeperucrTpaumMm OCYLLECTBSIETCS
denepanbHbiM  OpraHOM  WUCMOJSIHUTENBHOM BMNAcTW, OCYLUECTBNSAWMM  (OYHKUUMM MO  MPUHATUIO
HOPMaTUBHbLIX MPaBOBbIX aKTOB W KOHTpoOmnk 3a cobniogeHnem 3akoHogaTenbcTBa B cdepe
rocyapCTBEHHOrO perynupoBaHus LeH (Tapmndor) Ha ToBapsbl (ycnyru).

7. Pac4yeT npefgenbHbIX OTMNYCKHbIX LEH, YKa3aHHbIX B YacTax 1 M 2 HacTosilen ctaTbu, Npu ux
rocyaapCTBEHHOW perncrpauumn mnv nepeperncrpauum ocyLLecTBnseTcs B COOTBETCTBUM C METOLMKOWN,
yTBepxaeHHou NpaBsuTtenbctBom Poccuiickon defepaumm n ydnTbiBatoLWen B TOM YUCHE:

1) cobniogeHvne GanaHca MHTepecoB NOTpebuTenel NekapcTBEHHbIX MPENnapaToB, BKIMHOYEHHbIX B
nepeyeHb XM3HEHHO HEOBXOAUMbIX U BaXKHEWMLIMX NEeKapCTBEHHbLIX MpenapaTtos, W npousBoauTenei
NeKapCTBEHHbIX MNpenapaToB, BKMOYEHHLIX B MEepPeYeHb JKU3HEHHO HeoBXOAUMbIX W  BaXKHEWLLIMX
neKkapcTBEHHbIX Npenaparos;

2) dakTnyecKyto OTNYCKHYIO LieHy Ha nekapcTBeHHble npenapatbl B Poccunckon ®egepaunm, LeHy
BBO3a IleKapCTBEHHbIX NpenapatoB B Poccuiickyto ®egepauuio, a Takke LeHbl Ha aHanornyHble
nekapcTBeHHble nNpenapaTthbl, Haxogdawmecs B obpalleHun B Poccuiickon ®epepauuu;

3) 3aTpaTbl NpOM3BOAUTENS JIEKAPCTBEHHOrO Trpenapata Ha MpPOM3BOACTBO WM peanusauuio
nekapcTBEHHOro npenapara;

4) LueHy Ha nekapCcTBEHHbI Npenapar, ero LeHy B CTpaHe NpPOoM3BOAUTENS U B CTpaHax, B KOTOPbIX
nekapcTBEHHbIN NpenapaTt 3aperucTpupoBaH 1 (Mnn) B KOTOpPbIe NOCTaBNSETCA NPOM3BOAUTENEM.

8. He A0onycKarTCA peann3auna N OTNYyCK JNieKapCTBEHHbIX NMpenapaTtoB, BKIMOYEHHbIX B NepevyeHb
XXN3HEHHO HeobXOAMMbIX M BaXKHEMLINX NNeKapCTBEeHHbIX MnpenapaToB, Ha KOTOpble npousBoanTenamMu
NeKapCTBEeHHbIX npenapaTtoB He 3aperucTtpupoBaHa npepnerfibHaa OTNyCKHad LUeHa, peann3auuna
npon3sBognTeNAaAMMN NeKapCTBeHHbIX npenapartoB No uUeHam, npeBbillalolWnM 3apermcTtpupoBaHHblie Uin
nepeperncTtpmnpoBaHHble npeaesribHble OTNYCKHbIE LUEeHbl Ha JIeKapCTBEHHbIE nNpenapaTbl C y4eTOM Hanora
Ha ﬂ,O6aBJ’IeHHyPO CTOUMOCTb.

9. OcobeHHOCTN rocygapCTBEHHOIO perynMpoBaHuns NpeaerbHbIX OTNYCKHbIX LeH Npou3BoauTenen
Ha NneKapCTBEHHble Mnpenapatbl, BKMOYEHHbIE B MEPEYEHb XM3HEHHO HEODXOOUMBIX W BaXKHEWLLNX
NEeKapCTBEHHbIX MpenapaToB, B 3aBUCUMOCTM OT SKOHOMMYECKMX W (MNKn) coumanbHbIX KpUTEpUEB
(n3meHeHne ycnoBuir, nNopsidka W CTOMMOCTM  MPOM3BOACTBA  JIEKAPCTBEHHbLIX  MNpenapaTos,
NCNonb30BaHUE HOBbIX (YOPM, METOAOB W CrNocOOOB rOCyNapCTBEHHONO pEerynupoBaHus LEH Ha
nekapcTBeHHble npenapaTtbl, B TOM YMCINe Ha OCHOBE MexaHu3Ma pedepeHTHOro ueHoobpasoBaHUS,
N3MEHEHWI nopsaka okasaHus MeOULMHCKOW NMOMOLLM, N3MEHEHME Kypca MHOCTPAHHOW BanioThl U UHbIE
n3mMeHeHwus ) yctaHasnuaatoTtcs [NpasuTtensctBom Poccuiickon ®epepauuu.
(B pea. PenepansHoro 3akoHa ot 08.03.2022 N 46-93)

Cratbsa 62. NocynapcTBeHHbIA peecTp npeaeribHbIX OTMYCKHbIX LieH npou3sBoguTenen Ha
neKapcTBeHHble Mnpenaparbl, BKITHOYEHHblE B NepevyeHb XU3HEHHO HEOOXOAMMbLIX U BaXKHENLIUX
neKapcTBeHHbIX NpenapaToB

1. 3apeructpyMpoBaHHble WU  NEPEpPerucTpupoBaHHble  MpeferibHble  OTMYCKHbIE  LiEHbI
npon3BoguTENEN Ha NeKkapCTBEHHbIE MpenapaThbl, BKITOYEHHbIE B MEpPeYEeHb XXU3HEHHO HEOOXOOUMbBIX U
Ba)XXHEWMLUMX JIEKAPCTBEHHbIX MNpenapaToB, MOAMeEXaT BKIOYEHUIO B TOCYAApPCTBEHHbIA peecTp
npefenbHbIX OTNYCKHbIX LeH NPOM3BOAUTENEN HA NeKapCTBEHHbIE NMpenapaThl, BKMOYEHHbIE B NEPEYEHb
XN3HEHHO HEOOXOOUMbIX M BaXXHEMLLUX NeKapCTBEHHbIX NpenapaToB.

(B pea. PenepanbHoro 3akoHa ot 06.06.2019 N 134-03)

2. FocynapcTBEHHbIN PeecTp MpefenbHbIX OTMYCKHbIX LEH NPOU3BOAWUTENeN Ha NeKapcTBEeHHbIe
npenapartbl, BKIH4YEHHble B nMepeyvYeHb >XU3HEHHO HeOGXOﬂ,VIMbIX N BaXHENLLNX J1eKapCTBEHHbIX
npenapaTos, COAEPXUT B cebe crieayroLLyto MHopMaLmio:

1) HaumeHoBaHMe JepxaTtens WU Bragenbua  PermcTpauuoHHOro  yOOCTOBEPEHUS
nekapcTBEHHOro npenapaTa, HaMMeHOBaHWE NPOW3BOAMTENS NEeKapCTBEHHOro npenapara, CBeaeHus o
perucTpaumm pepxaTtens wnM Bnagenbla perncTpaumoHHOro yOOCTOBEPEHMSI NEeKapCTBEHHOro
npenapaTa, CBeAEHMs1 O perncTpauum Npon3BOAUTENS NEKAPCTBEHHOro npenaparta ang MeauumMHCKOro
NPUMEHEHNsST B Ka4yecTBe Hamnoronnartenblivka B CTpaHe peructpaumu (Ons pOCCUACKMX HOPUANYECKUX
ny - MAeHTUUKALMOHHBIM HOMep HanoronnaTensiwmka (MHH), onsa MHOCTpaHHbLIX HPUANYECKUX UL, -
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CTpaHa peructpauun, HauMeHOBaHWE PErncTPUPYHOLWEro opraHa, PerMcTpauvoHHbBIA HOMep, KoA
HanoronnartenbliMka B CTpaHe perucTpauum (MHKopropauuu) UM ero aHarsnor), MecTo HaxOoXAaeHus
NPOWN3BOACTBEHHbIX MSIOWAAO0K, Y4acTBYHOLWMX B NpoLuecce Npou3BOACTBa JIEKapCTBEHHOrO NpenapaTta, ¢
yKasaHuem cTagum npouecca Npov3BoACTBa;

(n. 1 B pea. ®egepanbHoro 3akoHa oT 28.12.2017 N 425-93)

2) HauMMeHoBaHMe feKapCTBEHHOro npenapata (MeXxayHapoOoHOe HenaTeHTOBaHHOoe, WK
rpynnUPOBOYHOE, MUITM XMMUYECKOE U TOProBOE HaMMEHOBaHWS);
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) HOMep PEerMcTpaLMoHHOIO YOOCTOBEPEHUS NIEKapCTBEHHOMO Npenapara;

4) nekapcTBeHHas dopma C ykasaHMeM [O03UPOBKU feKapCTBEHHOro npenaparta v ero KonmyecTsa
BO BTOPUYHOW (NOTPEOUTENbLCKON) YNaKkoBKe, a Takke KOMMNIEKTHOCTb;
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

5) sapeructpupoBaHHas npegernbHasi OTNYCKHas LieHa Ha NekapCTBEHHbI npenapaT B pyonsx;
(B pen. PepepanbHoro 3akoHa ot 27.12.2019 N 475-93)

6) gpata u Homep npukasa ynorHOMOYEHHOro hefepansHOro opraHa MCMONMHUTENBHON BracTu O
rocygapCTBEHHOM perncrpauum unm nepepeructpauny npegensHon oTnyCcKHOW LieHbl Ha NEKapCTBEHHbIN
npenapart, BK/IOYEHHbI B MepeyYeHb XW3HEHHO HEOOXOAMMBIX W BaXKHENLUX NeKapCTBEHHbIX
npenaparos;

(B pea. PenepanbHbix 3akoHOB 0T 22.12.2014 N 429-®3, o1 06.06.2019 N 134-93)

6.1) naTa BCTYNIEHUs B CUNY NpUKa3a ynofIHOMOYEHHOro dhefeparbHOro opraHa UCNOMHUTENbHOM
BMacTM O TrOCyQapCTBEHHOW perncrpauum wunv nepeperncrpaumm npegenbHOn  OTMYCKHOM  LieHbl
NPOM3BOAMTENS] Ha NEeKapCTBEHHbIA MpenapaT, BKMOYEHHbI B MepeyeHb XU3HEHHO HeobXoauMbIX U
Ba)XHEWLLNX NEeKapCTBEHHbLIX NPenapaTos;

(n. 6.1 BBegeH ®epepanbHbiv 3akoHoM oT 06.06.2019 N 134-$3)

7) WTPUXOBOW KOL, HAHECEHHbI Ha BTOPUYHYIO (NOTPEOUTENbLCKYK) YNaKoBKY NeKapCTBEHHOMO
npenapara;
(n. 7 BBegeH ®PepepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

8) ko4 nekapCTBEHHOro npenaparta MO aHaTOMO-TepaneBTUYECKO-XMMMUYECKOW Krnaccudukamu,
pekomMmeHaoBaHHOW BcemupHon opraHmMsaumen 3agpaBooXpaHeHUs.
(n. 8 BBegeH ®eaepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

3. TocygoapcTBeHHas perucrpauus unu nepeperncrpauust npefenibHbiX OTMYCKHbIX LEeH Ha
NeKkapcTBEHHble Mpenapartbl, BKIIOYEHHbIE B MNEPEYEHb >XU3HEHHO HEOOXOAWMBIX U BaXKHENLUMX
NEeKapCTBEHHbIX MpenapaTtoB, BeOeHWEe TrOCY4apCTBEHHOrO peecTtpa MpedenbHbIX OTMYCKHbIX LEeH
npon3BoauTENEN Ha NeKkapCTBEHHbIE NpenapaThbl, BKMOYEHHbIE B NEPEYEHb XU3HEHHO HEobXoauMbIX U
BaXHEWLINX  NEKApPCTBEHHbIX  MpenapaToB, OCYLECTBNSATCA B  MNOpsiAKe,  YCTAHOBMEHHOM
MpaButenbctBOoM Poccuiickon ®eagepaunn.

(B pea. PenepanbHoro 3akoHa ot 06.06.2019 N 134-03)

Cratba 63. YcTtaHOBNeHMe opraHaMu MCNONHUTENbLHOW BracTu cyo6bekToB Poccumckon
®depgepauun npeaeribHbIX pa3MepoB ONTOBbIX HaAGaBOK M NpeAenbHbIX Pa3MepoB PO3HUYHBLIX
HapgbaBoOK K  (PpakKTMYECKMM  OTMYCKHbIM  LieHaM, YCTaHOBJIEHHbIM  MPOWU3BOAUTENAMMU
neKapcTBeHHbIX MNpenapaTtoB, Ha JeKapCTBEHHble MnpenapaTtbl, BKMNIOYEHHble B MNepe4veHb
XMN3HEHHO Heo6X0AMMbIX U BaXXHEMLUMX JIeKapCTBEHHbIX NpenapaTros
(B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 475-93)

1. OpraHbl ucnonHUTENbHOW Bnactu cyobektoB Poccuiickon ®Pepepauumn ycTaHaBNMBaAOT
npedenbHble pasmepbl OMNTOBbIX HanbaBoOK WM MpedernbHble pasMepbl PO3HUYHLIX HagbaBoK K
akTU4eCKnm OTMNYCKHbIM LeHaM (6e3 yyeTa Hamora Ha [o00aBnEHHY CTOMMOCTL), YCTAHOBIIEHHbLIM
npoun3BoaUTENSAMM JeKapCTBEHHbLIX MNpenapaToB, Ha JekapcTBeHHble npenapaTtbl, BKMIOYEHHblE B
nepeYeHb >XM3HEHHO HEOOXOAMMbIX W BaXKHEWMLIMX JeKapCTBEHHbIX MNpenapaTtoB, B COOTBETCTBMM C
yTBEPXAEHHOW B nopsiake, ycTaHoBrneHHom [lpaButenbctBoMm Poccuickon depepauun, MeTOAUKON
YCTaHOBMEHUA opraHamMm WUCNONHUTENbHOM Bnactu cybbekTtoB Poccuiickon ®depepauumm npenenbHbIX
pa3mepoB ONTOBLIX HaA0aBOK M MNpeferibHbiX pPasMepoB PO3HUYHbIX HaabaBOK K  hakTU4eckum
OTMYCKHbIM LieHaM, YCTaHOBIIEHHbIM NPOU3BOAUTENSAMM NIEKAPCTBEHHbIX NMPenapaToB, Ha JIeKapCTBEHHbIE
npenapaTbl, BKMOYEHHbIE B MepeyYeHb XXU3HEHHO HEOOXOAMMBIX W BaXKHEWWMX JEeKapCTBEHHbIX
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npenapaToB. [1poeKTbl peLleHnini OpraHoB MCMOMHUTENbHOW BNacTn cydbekToB Poccuiickon denepaumm
00 ycTaHoBneHMn u (MNn) M3MEHEHUN NpedenbHbIX Pa3MepPoB OMTOBbIX HaAbaBOK U MNpeaesibHbIX
pa3MepoB PO3HUYHbIX HA40aBOK K (haKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBIEHHbIM MPOU3BOAUTENAMMU
rnekapCTBEHHbIX MpenapaToB, Ha INEKapCTBEHHble MpenapaTbl, BKMOYEHHbIE B MEPEYEHb >KMU3HEHHO
HEOOXOOMMbIX M BaXHEMWMX JeKapCTBEHHbIX MpenapaToB, MOAMNeXaT  COrnacoBaHW  C
YMONTHOMOYEHHbIM doeeparnbHbiM OPraHoOM WCMOSNTHUTENbHOW BNacTW, OCYLLIECTBASALWNM YHKLUKU MO
NPUHATUIO HOPMaTUBHbLIX NPAaBOBbLIX AKTOB W KOHTPOSO 3a cobniogeHneM 3akoHodaTtenbcTBa B cdepe
rocygapCTBEHHOro perynupoBaHuns uUeH (TapudoB) Ha ToBapbl (ycryru), B Mopsiake, YCTaHOBEHHOM
MpaButenscteoM Poccuinckon depepaumn.

(B pea. PenepanbHbix 3akoHOB OT 13.07.2015 N 241-®3, o1 27.12.2019 N 475-03)

2. OpraHusauun ONTOBOW TOProBMAW J€KapCTBEHHbIMW CpeacTBaMu, anTeyHble opraHv3auunu,
uHaMBUAyanbHble MpeanpuHUMaTeny, MMerLlme NUUEH3MI0 Ha dapMaueBTUYECKY OeATenbHOCTb,
MeOULUMHCKME OpraHu3auun, VMeLMe J§UUEH3NI0 Ha apmMaueBTUYECKyl0 OEeSTEeNbHOCTb, M UX
o6ocobneHHble nogpasgeneHus (ambynatopun, denbawepckne u genbawepcko-akyLepckne nyHKTb,
LUeHTpbl (oTaoeneHusa) obuwen BpayebHOM (CEMENHOW) MpakTUKK), PacCrONOXEHHbIe B CEnbCKUX
HaCemneHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHu3auuu, OCYLLEeCTBNSAIT peanu3auuto
nekapCTBEHHbIX MpenapaToB, BKIIOYEHHbIX B MepeyYeHb >KU3HEHHO HEOBXOAMMbBbIX W  BaKHEWLIUX
nekapCTBEHHbIX MpenapaTtoB, MO LUeHaMm, KOTopble (OpPMUPYIOTCS B COOTBETCTBMM C MOPSAKOM,
ycTaHoBneHHbIM [paButensctBoM Poccuinckon Pepepaumm, n ypoBeHb KOTOPbIX (6e3 yyeTa Hamnora Ha
AODaBneHHyl0 CTOMMOCTb) He [OIDKEeH MpeBbllwaTb CyMMy (PakTMYeCKOM OTMYCKHOW  LiEHBb,
yCTaHOBIEHHONM MPOU3BOANTENEM FIEKApPCTBEHHOMO Npenapara, He NpeBbILalLLen 3aperncTpupoBaHHOM
WU NepeperMcTpupoBaHHON NpeaenbHON OTMYCKHOM LeHbl Mpou3BoauTens (Ha JdaTty peanuvsauuu
neKkapCTBEHHOro MpenapaTta nNpovM3BOAMTENEM), U pa3Mepa ONTOBOW Hagbaskum u (Mnu) pasmepa
PO3HUYHOWN HaabaBkW, HE MpPEBbILIAILLMX COOTBETCTBEHHO pasmepa npefenibHOW ONTOBOW HagbaBku U
(vnn) pasmepa npegenbHOM PO3HMYHOWM HaabaBKK, YCTAHOBIEHHbIX B cyOobekTe Poccuiickon ®egepauun.
(vacTb 2 B peq. PegepanbHoro 3akoHa ot 27.12.2019 N 475-93)

3. OpraHbl ucnonHuTenbHom BnactM cybbekToB Poccuiickon Pegepauun pasmeLlaloT B CeTU
"MHTepHeT" nHopMaLmio O 3apermcTPMPOBaHHbIX NpeaernbHbIX OTNYCKHbIX LieHax npousBoauTenen Ha
rnekapcTBeHHble MpenapaTbl, BKMYEHHbIE B MNEpPeYEeHb XU3HEHHO HEobXOoOAMMBIX W  BaXKHEMWLUMX
nekapCTBEHHbIX MnpenapaTtoB, 00 yCTaHOBMEHHbIX B cybbekTte Poccuiickon depepaunn npenenbHbixX
pasMepax OnToOBbIX HagbaBoOK M (MNW) NpeAenbHbIX pa3mepax PO3HUYHbIX HAaAOaBOK K YCTAHOBIEHHBLIM
Npon3BOAMTENSIMU JIEKAPCTBEHHBIX NpenapaToB hakTUYECKMM OTMYCKHbIM LIEHAM Ha JIEKApPCTBEHHbIE
npenapaTbl, BK/OYEHHbIE B MEPEYEHb >KU3HEHHO HEOOXOOMMbBIX W BaXKHEMLIMX FEeKapCTBEHHbIX
npenapaToB, a Takke O CyMMe 3aperMcTpMpoBaHHbIX NpeaeribHbiX OTMYCKHbIX LIeH NPou3BoanUTeEnen Ha
NeKkapcTBEHHble MpenapaTtbl, BKIIOYEHHbIE B MNEPEYEHb >XU3HEHHO HEOOXOAWMBIX W BaXKHENLUMX
NeKapcTBEHHbIX MpenapaToB, YCTaHOBMNEHHbIX B cybbekte Poccunckon ®depepaumn npepenbHbIX
pasmepoB ONTOBbIX HaAbaBOK M MNpedenbHbIX pPa3MepoB PO3HUYHbIX HaabaBOK W Hamnora Ha
[obaBneHHy CToMMOCTb. MHhopmaums, npegycMOTpeHHAs HACTOALEN 4acTblo, OOMMKHA HAaXO4MTbCSA
TakkKe B anTeYHbIX OpraHn3aumax B AOCTYMHOW ANS BCEX 3aMHTEPECOBaHHbIX vl hopme n o6HOBNATLCA
no Mepe ee pa3MeLLeHNs opraHaMm UCMONHUTENBHOW BriacTu cybbekToB Poccuickonn Pegepaumm B cetu
"HTepHeT".

(vacTb 3 B peq. PenepanbHoro 3akoHa ot 27.12.2019 N 475-d3)

4. YTtpatun cuny ¢ 1 mapta 2020 roga. - PegepanbHblil 3akoH oT 27.12.2019 N 475-03.

Masa 13. MOHUTOPUHI QO PEKTUBHOCTU U BESOMNACHOCTHU
NEKAPCTBEHHbIX NPENAPATOB, HAXOOALWUXCA B OBPALLEHUA
B POCCUNCKOWU ®EOQEPALIUN
(B peq. ®PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Cratbs 64. ®apmakoHansop
(B peq. ®PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. JlekapcTBeHHbIE NpenapaTbl, Haxogswmecs B obpawenun B Poccurickon ®epgepaumm, nognexar
MOHUTOPUHTY 3dEKTMBHOCTM U GE30MacHOCTU B LENSAX BbISIBIIEHUS BO3MOXHbIX HEraTUBHbIX
NMocrneaCcTBUN UX MPUMEHEHWs!, UHOMBUAYANbHOW HEMEePEeHOCUMOCTU, MNPeaynpexaeHnss MeOULMNHCKUX
paboTHMKOB, CneunanucToB B 0bOnacTn BeTEpUMHapWUW, NAUMEHTOB WU BNageNibLEB XMBOTHBIX U UX
3aWMThbl OT NPUMEHEHNA TaKNX NIEKAapPCTBEHHbIX NpenapaToB.

(B peqn. PepepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. d)apmaKOHa/J,sop ocyliecTBndeTcaA COOTBEeTCTBYWLWMM  YNOJTHOMOYEHHbIM (be/:l,epaanblm
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OpraHOM MWCMOMHUTENbHOW BNacTu B YCTaHOBNEHHOM MM Nopsdke nyTem aHanusa npeaoctaBrnsemon
cybbektamn obpalleHns neKapCTBEHHbIX CPeACTB  MHgopmauum O  MNOBOYHbIX  AENCTBUSX,
HexxenaTtenbHbIX peakuusiX, Cepbe3HbIX HexenaTernbHbIX peakuusix, HenpeaBuaeHHbIX HexenaTenbHbIX
peakumsax npu MNpUMEHEeHWM feKapCTBEHHbIX npenapaToB, 06 WHAMBUAYaNbHOW HenepeHOCMMOCTMH,
oTCyTCTBUM 3DDEKTUBHOCTU NIEKaPCTBEHHbIX MpenapaTos, a Takke 06 nHbIX dakTax n obcToAaTensCcTBaXx,
nNpeacTaBnsoWmMX Yrpo3y >KU3HM WM 300POBLI0  YerioBeka nMbo KMBOTHOrO MpU  MPUMEHEHUM
nekapCTBEHHbIX NpenapaToB M BbISIBNEHHbIX HA BCeX aTanax obpalleHns nekapcTBEHHbIX npenapaTos B
Poccuiickon ®egepaunn 1 opyrux rocygapcraax.

3. CybbekTbl obpalleHns nekapCTBEHHbIX CPEACTB B NOPSAKE, YCTAHOBNEHHOM YNOMHOMOYEHHbBIM
denepanbHbIM - OpPraHOM — MCMOMHWUTENbHOM  BracTh, o06s3aHbl  coobwate B YNONTHOMOYEHHbIV
deneparnbHbIi OpraH WCNOMHUTENbHOW BNacTu O MOBOYHBLIX AEWCTBUAX, HeXenaTenbHbIX peakuusx,
Cepbe3HbIX HexenaTerbHbIX peakunsax, HenpeaBUAEHHbIX HeXenaTernbHbiX peakunsx npu npuMeHeHun
neKkapcTBeHHbIX MpenapaToB, 00 WMHAWBMAYanbHOW HEMNepeHOCUMOCTW, OTCYTCTBUM 3PEKTUBHOCTH
neKkapCcTBEHHbIX MpenapaToB, a Tawkke 06 WHbIX dakTax n obCcTosATENbCTBAX, NPeACTaBASIOWMX Yrposy
XWU3HW UNn 300pOBbI0 YernoBeka NMBO >KMBOTHOMO MPW MPUMEHEHUM NEeKapCTBEHHbLIX MpenapaToB U
BbISIBMIEHHbIX Ha BCeX dTanax obpalleHus nekapcTBeHHbIX npenapaTtosB B Poccuiickon degepauun u
ApYrvux rocygapcraax.

4. NepxaTtenu unu BnagenbLbl PErMcTpauMoHHbIX YOOCTOBEPEHUI NEKAapPCTBEHHbIX Mpenapartos,
topyanyeckme nuua, Ha MMs KOTOPbIX BblaHbl paspeLleHnst Ha NpPoBeAeHME KITMHUYECKUX UCCneaoBaHWN
B Poccuiickon ®epepauummn, nubo ynomHOMOYEHHbIE UMW OpYyrue pUAMYECKME Nuua B pamMkax
obecneyeHnssi ~ ©6e30MacHOCTU  feKapCTBEHHbIX  MpenapaTtoB B MOpsigke,  YCTaHOBMEHHOM
COOTBETCTBYIOLLUMM YNONTHOMOYEHHLIM befepanbHbiM OpraHoOM WCMONMHUTENBHOW Bnactu, 006a3aHbl
OCYLLECTBNATbL Npuem, y4et, obpaboTky, aHann3 n xpaHeHue MOCTynawLmx B UX agpec OT CyObLeKkToB
obpalleHnss nekapcTBEHHbIX CPeaCTB M OpraHOB roCyAapCTBEHHOW BMacTu cCOOOLIEHWA O MOBGOYHbIX
OEVNCTBUAX, HEXenaTemnbHbIX  peakuusiX, Cepbe3HbiX HeXenaTenbHbIX W HenpeaBUAEHHbIX
HexenaTenbHbIX peakuMax npu MNPUMEHEHUN neKapCTBEHHbIX MpenapaTtoB, 06 0OCOBEHHOCTAX UX
B3aMMOJENCTBUA C APYrMMWU NEeKapCTBEHHbIMW MpenapaTamMmu, UHAUBMAYaNbHOW HEMNEPEHOCMMOCTU, a
Takke 00 MHbIX (hakTax U O0BCTOATENbLCTBAX, NPEACTABNSAOLNX YrPO3Y XU3HU UMW 340POBbLI0 YeroBeka
NMBO XMBOTHOMO UMW BIUSAIOLNX HA U3MEHEHWE OTHOLLEHWS OXUOAeMOM MoJb3bl K BO3MOXHOMY PUCKY
NPUMEHEHNS NEKAPCTBEHHbBIX NPenapaToB.

5. Mpu BbISBNEHNM MHDOPMAaLMU O CEPbE3HBbIX HEXEMATENbHLIX peakuusx U HenpeaBUOEHHbBIX
HexxenaTesibHbIX peakuusix Mpu MPUMEHEHWM IeKapCTBEHHbIX MNpenapaToB, 006 0OCOBEHHOCTAX WX
B3aUMOAENCTBUA C APYrMU JIeKapCTBEHHbIMI MpenapataMu, WHAMBUAYarnbHOW HenepeHOCMMOCTH, a
Tarke 06 UHbIX hakTax U 0BCTOATENbCTBAX, BUAIOLLUX HA UBMEHEHME OTHOLLEHWS OXMaaeMo Nosib3bl K
BO3MOXXHOMY PUCKY MPUMEHEHWUs1 FEeKapCTBEHHbIX MNpenapaTtoB, JAepxaTtenu Wnu  Bragenblbl
PEerMcTpaumoHHbIX YAOCTOBEPEHUI NEKAPCTBEHHBLIX MPenapaTtos, puaMYeckue nuua, Ha UMsi KOTOpbIX
BblAaHbl pa3pelLeHNs Ha MPOBEdEHUE KIMUHUYECKUX uccrenoBaHuii B Poccuiickoin Pepepauum, nméo
YNONHOMOYEHHbIE UMW [pyrue topuandeckre nuua obsi3aHbl MPUHATL MEPbl, HaMpaBreHHblE Ha
yCTpaHeHWe  HeraTuBHbIX  MOCMNEACTBUIA  MPUMEHEHUs  TakuxX  JeKapCTBEHHbIX  MpenapaTos,
npenynpexaeHue NpuyYMHEHUs Bpeaa >XU3HU UNu 3[0POBbI0 YeNoBeka NGO XKMBOTHOTO, 3alUUTy UX OT
NPUMEHEHNS TAaKMX NEKAPCTBEHHbIX NPenapaToB, Ha AOMONHUTENbHBIN cBOp AaHHbIX 06 3hheKTUBHOCTM
1 6e30MacHOCTM TaKMX fieKapCTBEHHbIX NpenapaTos.

6. 3a HecooOLEeHNE UM COKPbITUE MHAOPMALIMK, MPEAYCMOTPEHHOW YacTblo 3 HACTOSILLEN CTaTbH,
aepxatenu wnuM  Bnagenblbl  PErMCTPaUMOHHBIX  YOOCTOBEPEHUA  NIEKAPCTBEHHLIX MNpPenapaTos,
ropuanyeckme nuua, Ha MM KOTOpbIX BbldaHbl paspeLleHnst Ha NpoBeAeHNe KIMHUYECKUX nccnegoBaHuii
B Poccunckonn ®egepauun, nubo YNonNHOMOYEHHbIE WMW OpYrUe OpPUAMYECKME §uua, a Takke
OOMMKHOCTHbIE ML, KOTOpbIM 3Ta MHAOpMauus cTana M3BecTHa Mo pogy ux npodeccrMoHarnbHom
AEeATENBHOCTU, HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKoHOAaTeNnsCcTBOM Poccuiickon depepaunn.

7. NMpu nony4yeHun ynoriHOMOYEeHHbIM doefepanbHbiM OpraHoM UCMONHUTENBHOW BNacTu B pamKax
OCYLLECTBIEHNs UM papmakoHaa3opa [oKa3aTenbCTB O HECOOTBETCTBMU JIeKapCTBEHHOro npenapara
YCTaHOBMEHHbIM TpeboBaHWAM UNM MNpu NOMyYeHUn WUHMOPMaLMM O HEeCOOTBETCTBUM [AaHHbIX 00
adpcpekTMBHOCTM 1 0 Be3onacHOCTM fekapCTBEHHOro npenapaTa AaHHbIM O flekapCTBEHHOM npenaparTe,
cofepxXalmmcs B MHCTPYKLMU MO ero NPUMEHEHMIo (B TOM YUCIe BbISIBIIEHHbLIX B XOA4E OCYLLIECTBNEHUS
hapmakoHaz3opa KOHTPOSbHO-HAA30PHLIMU OpraHamMn MHOCTPaHHbIX rocy4apcTB), YNONHOMOYEHHbIV
deaepanbHbI opraH UCNONHUTENBHOW BNACTU B YCTAHOBNEHHOM UM NOPSAKE paccMaTpyBaeT BOMNPOC O
NPUOCTAHOBIIEHUN NPUMEHEHUA TaKOro fiekapCTBEHHOro npenapara.

CrtaTtbs 65. NpnocTaHoBNeHne NpMMeHeHUA NleKapCTBEHHOro npenapara
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)
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1. Mpu nony4yeHnn MHOPMaLMM O HexenaTenbHbIX peakumsx npu NPUMEHEHUU NEKAapPCTBEHHOIO
npenapara, He yKkasaHHbIX B WMHCTPYKUUM MO MPUMEHEHWIO NeKapCTBEHHOro npenaparta, Cepbe3HblX
HexxenaTtesnbHbIX peakuusix, 06 O0COOGEHHOCTAX ero B3auUMOAENCTBUSI C OPYrMMU NeKapCTBEHHbIMM
npenapartamu, KOTOpble MOTYT NPeacTaBnsATh Yrpo3y XKMU3HW UM 340POBbLI0 YeroBeka NMbo XMBOTHOTO, a
Takke O HECOOTBETCTBMU AaHHbIX 06 3¢heKTMBHOCTM M O GE30MacHOCTM fiekapCTBEHHOrO npenapaTa
AaHHbIM O NeKapCTBEHHOM Npenapare, coaepXKalumcs B MHCTPYKLMM MO ero NpUMeEHEHUo, B TOM Yucrne
OT YMONTHOMOYEHHbIX OpraHoB MWHOCTPaHHbLIX rocydapcTB, OOMEH KOTOPOM OCyLecTBnsieTcs B
COOTBETCTBMM C COMNAaLIEHUsIMU MeXAy YMNONHOMOYEHHbIM dedeparnbHbiM OpraHoM MCMONHUTENbHOM
BNacT M YMNONHOMOYEHHbIMM OpraHamMu MHOCTPaHHbIX roCyaapcTB, YMNONHOMOYEHHbIW dheaepanbHbii
opraH MCMONHUTENbHOW BacTu paccMaTpuBaeT BOMPOC O BO3MOXHOCTY NPUOCTaHOBIEHMS 06palleHns
TaKoro JeKkapCTBEHHOro npenapata B Mopsiake, YCTAHOBMEHHOM YMOSHOMOYEHHbIM deaeparnbHbIM
OpraHoOM UCMOSHUTENBHON BRacTy.

2. Tlpy HEWCMONMHEeHUN WIM HeHaaneXxalwlem WCMONHEHUN aepXaTtenaMmu wunu Brnagenbuamm
pPerncTpaumMoHHbIX YOOCTOBEPEHMIN NEKApPCTBEHHbLIX MpenapaToB, HPUOMYECKMMW NUUaMKM, Ha UMS
KOTOpPbIX BblAaHbl paspeLleHnsi Ha NpoBeAeHNE KITMHUYECKMX uccnegosaHmi B Poccunckon degepaumum,
UM YNOSTHOMOYEHHBIMU UMW OPYTUMU IOPUONYECKMMU NMLAMN 00S3aHHOCTEN, YCTAHOBIIEHHbIX YacTsMu
3 1 4 ctatbn 64 HacTosiwero deaepanbHOro 3akoHa, NMMbo B cnyyasx NnpeacTaBneHns COOTBETCTBYHOLLMM
YNOMHOMOYEHHbIM befeparnbHbiM OpraHOM MCMOMHUTENbHOW BiacTy 3aKMioYeHUs O HeLOCTOBEPHOCTU
pes3ynbTaToB KMMHNYECKOTO NCCREeA0BaHNS NIEKAapCTBEHHOrO npenapara Anst MeANLMHCKOIro NpUMeEHeEHNs,
KOTOpOE OCHOBaHO Ha pesyrbTaTax MPOBEpPKM MeAUUMHCKOW opraHvM3auuu, NpoBOAMBLUEN yKa3zaHHOEe
KITMHUYECKoe UCCReAoBaHNe C HapyLlLUeHMeM NpaBuil Haanexatlen KINMHUYECKON NpakTUKK, U NpUBENo K
NonyyYeHnto HeJOCTOBEPHbLIX pPe3ynbTaToB, NIMOO B Crydae HEBbLIMOSHEHUS MpeanucaHusl, BblOaHHOro
YNONHOMOYEHHbIM dhefeparnbHbiM  OpraHOM WCMONHUTENBHOM BfacTM MO UTOram OCYLLIECTBMEHUS
BbIOOPOYHOro KOHTPONSA Ka4yecTBa NleKapCTBEHHOro npenapaTta, YNoNIHOMOYEHHbIN deaepanbHbIi opraH
WCMOSTHUTENBHOM BNAcTU B YCTAHOBMEHHOM MM MOPSAKE pacCMaTpuBaET BOMPOC O NMPUOCTAHOBEHUMU
NPUMEHEHNsT TAKOro NeKapCTBEHHOrO npenaparTa.

3. YnonHomouyeHHbIi dheaepanbHbiil OpraH WCMOMHUTENbHOW BNacTv Npu npeactaBneHun emy
CBeeHNNn O HeCOOTBETCTBMM MNPOU3BOAMTENS FeKapCTBEHHbIX CpeacTB TpeboBaHuAM npaBun
Hagnexalleln NPoM3BOACTBEHHOW MPAKTUKN U (UMW) O HapYLUEHUW MNULEH3NOHHBIX TpeboBaHWI, KOTOpble
Obinn BbISIBNEHbl B XO4€e MPOBEAEHWNS MHCMEKTUPOBaHWS NPOM3BOAUTENS NeKapCTBEHHbIX CPEACTB WK
OCYLLIECTBIEHMS MULEH3NOHHOIO KOHTPONsA B cdhepe NpoM3BOACTBA fleKapCTBEHHbIX CPEACTB U NpUBenu
WM MOryT NPMBECTM K NPOM3BOACTBY feKapCTBEHHbIX MpenapaTtoB Afs MeAVMUMHCKOro NpUMEHeHWus,
NPUYVHMBLLNX UMM CMOCOBHBIX NPUYUHUTBL BPen XMU3HU UM 340POBLI0 rPpaXaaH, paccMaTpusaeT BONpoC
O NPUOCTaHOBIEHUN MPUMEHEHUSA NEKapCTBEHHbIX MpenapaTtoB AN MEeOULMHCKOrO MpUMEHeHus B
YyCTaHOBMEHHOM MM NMOpsiAKe B CMEAYIOLNX Criydasnx:

1) coctaB n (UnNu) TEXHOMOrMA MNPOM3BOACTBA JIEeKapCTBEHHOro npenapara Ans MeauuUMHCKOro
NpUMeEHEeHWs (C onucaHWeMm cTaguii NPOM3BOACTBA) OTMMYAKOTCA OT 3asBNEHHbIX B PerucTpauyoHHOM
AOCbE;

2) ﬂeKapCTBeHHbIVI npenapat gna MeguumuHCKOro npuMmeHeHund npomn3seeH Ha I'IpOVI3BOD,CTBeHHOI7I
nnowaake, He yKa3aHHOI7I B pernctpayMoHHOM OoChbe;

3) y npousBogouTens rekapcTBEHHbIX CPEACTB OTCYTCTBYIOT [OOKYMEHTbI, MOATBepXAaroLmne
COOTBETCTBME KayecTBa IEKAapCTBEHHOrO npenaparta Ans MeOWUUHCKOTO MpUMEHEHWsl, BBOAUMOIO B
rpaxgaHckuin o6opoT, TpeboBaHUsIM, YCTAHOBIEHHBLIM NPU €ro rocyapCTBEHHOW perncTpaumuy;

4) npou3BOAOMTENEM IIeKApCTBEHHbIX CPEACTB B COrMacoBaHHbIi C  COOTBETCTBYHOLLUM
YNONTHOMOYEHHBbIM dhefepasnibHbiM OpraHoM WCMOSTHUTENBHOW BAcTU CPOK HE YCTpPaHEeHbl HapylleHus
TpeboBaHWi NpaBun Hagnexalwen NPou3BOACTBEHHOW MPAKTUKM M (MNK) NULEH3UOHHBIX TpeboBaHuw,
KoTopble ObiNu BbisIBNEHbl B Xo4e MNPOBeAeHUS WHCMEKTMPOBAHMS MNPOW3BOAUTENS NeKapCTBEHHbIX
CpeacTB WM OCYLLECTBIEHUS JIMLLEH3UOHHOTO KOHTPONs B cdepe NPOM3BOACTBA JlEKAPCTBEHHbIX
CpeaoctB W MpUBENU WM MOTYT MNPUMBECTM K MPOU3BOACTBY JIEKAPCTBEHHbLIX MpenapaToB ANns
MEANLIMHCKOTO NMPUMEHEHUS, MPUHMUHUBLUMX WM CMOCOOHbIX MPUYMHUTL BPEd KU3HW WUNU 300POBbLHO
rpaxagaH.

(vyacTtb 3 BBegeHa denepanbHbiM 3akoHOM oT 04.06.2018 N 140-93)

4. YNOSHOMOYEHHbIN hefepanbHbI OpraH MWCMOMHUTENbHOM BRacTM MNpU HanmuyMm y Hero
CBEOEHUN O HECOOTBETCTBUM MPOM3BOAUTENS FEKAPCTBEHHbLIX CpPeacTB TpeboBaHMsM npaBuil
Hagnexalluen npou3BOACTBEHHON MPaKTUKM N (MNN) O HapPYLLUEHUN NULLEH3UOHHBIX TpeboBaHWA, KOTopble
Obinn BbISIBNEHbI B XOA4Ee NMPOBEAEHUS] UHCMEKTMPOBAHMSA MPON3BOAUTENS NEKAPCTBEHHbLIX CPeacTB Unn
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OCYLLECTBEHUS NINLEH3UOHHOIO KOHTPOMS B chepe NPOU3BOACTBA NEKAPCTBEHHbLIX CPEACTB U NMPUBESM
WM MOTYT MPVBECTM K NMPOU3BOACTBY NE€KapCTBEHHbLIX MpenapaToB OJisi BETePUHapHOro MpUMeHeHus,
MPUYMHUBLUMX WM CMOCOGOHbLIX MPUYMMHWUTL BPEd XW3HW WM 300POBLI0 KMBOTHBIX, paccMmaTpuBaeT
BOMPOC O TpPUOCTAHOBIIEHWM peanu3aunv W MpPYMEHEHUs JeKapCTBEHHbIX npenapaToB  Ans
BETEPVHapHOro NPYMEHEHWsI B YCTAHOBIIEHHOM MM MOPSAKE B CeAyoLWmMX Cryyasx:

1) cocTaB ¥ (UnM) TEXHOJOIMS MPOM3BOACTBA JIEKAPCTBEHHOIO NpenapaTa Ansl BETepUMHapHOro
npuMeHeHus (C onucaHWem cTaguii NPOM3BOACTBA) OTMMYAOTCA OT 3aABMEHHbLIX B PErncTpaLuoHHOM
[lOCbE;

2) nekapCTBEHHbIV Npenapat A BeTeprHapHOro NpuMeHeHusi NPou3BeAeH Ha NMPOU3BOACTBEHHO
nrowagke, He ykasaHHOWM B perucTpaunoHHOM [OCbE;

3) y npousBoauTens rekapcTBEHHbIX CPEeACTB OTCYTCTBYIOT [OOKYMEHTbl, MOATBepxaaroLmne
COOTBETCTBME KayecTBa NeKapCTBEHHOro npenaparta Ans BeTEepUMHApHOro NMpuMMEHeHWsl, BBOAUMOIO B
rpakgaHckuin o6opoT, TpeGoBaHUSM, YCTAHOBIEHHBIM NMPU €ro rocyAapCTBEHHON perncTpaumuy;

4) npousBogMTENEM JEKapCTBEHHbIX CPEACTB B  COMMacoBaHHbIA C  COOTBETCTBYHOLLUM
YNOSIHOMOYEHHbIM (hefeparnbHbiM OpPraHoOM WCMOSIHUTENBHOW BNAcTM CPOK HEe YCTPaHeHbl HapyLUeHWs
TpeboBaHWi npaBun Hagnexawewn NPousBOACTBEHHOW NPAKTUKM M (MNK) NULEH3NOHHbIX TpeboBaHuwn,
KOTopble Obinu BbISIBMEHbl B XO4€ NPOBEAEHUSI WMHCMEKTMPOBAHUS MNPOU3BOAWTENS NEKAPCTBEHHbIX
CpeacTB MMM OCYLLECTBIEHUS NULEH3NOHHOTO KOHTPONs B cdepe NpOM3BOACTBA fEeKapCTBEHHbIX
CpeacTB M MpVMBENU WNW  MOTYT TMNPMBECTU K MPOW3BOACTBY FEKAPCTBEHHbIX MpenapaToB AN
BETEPUHAPHOIO MPUMEHEHUS!, MPUYMHMBLUUX MIN CMOCOOHbBIX MPUYUHUTL BPEL XWU3HW UMK 340POBbLHO
XMBOTHbIX.

(4acTb 4 BBeaeHa ®eaepanbHbiM 3akoHoM OoT 04.06.2018 N 140-93)

KoHcynbTaHTlm0c: npumeyaHue.
C 01.01.2026 cT. 65 gononHgaeTcsa 4. 5, 6 (P3 o1 27.12.2019 N 475-03).

KoHcynbTaHTlmoc: npumeyaHue.
C 01.09.2023 cT. 65 gononHgaetcsa 4. 7 (3 ot 02.07.2021 N 317-$3).

Cratbsa 66. UHdopmauma o pesynbTaTtax hapmakoHagsopa
(B peq. ®PenepanbHoro 3akoHa ot 27.12.2019 N 475-03)

YNONHOMOYEHHbIN  pefepanbHbld - OpraH  UCMOMHUTESNIbHOW  BfacTW,  OCYLUECTBMSOLWMN
¢hapmakoHaa3op, Mo ero pesynbTaTaM pa3MellaeT Ha cBoeM oduumanbHOM canTe B cetu "MHTepHeT"
WHopmauunio o:

1) BbISIBIEHWM HOBbIX TMOATBEPXKAEHHbLIX [OaHHbIX O MOGOYHBLIX AENCTBUAX, HexXenaTernbHbIX
peakUusix, CepbesHbIX HeXenaTenbHbIX peakuusix, HenpeaBMOEHHbIX HeXenaTerbHbIX peakuusix npu
NpUMEHEeHUM NeKkapCTBEHHOro npenapaTa, B TOM YUCHe BIUSIOLINX Ha OTHOLLEHUE OXMUOAeMOW Nonb3bl K
BO3MOXXHOMY PUCKY NPUMEHEHNS1 JaHHOIO fiekapCTBEHHOrO npenapara;

2) NPUHSATBIX PELUEHMSIX O BHECEHUN U3MEHEHWUIA B MHCTPYKLMIO MO NPUMEHEHUIO FleKapCTBEHHOMO
npenapaTa, 0 NPUOCTAHOBNEHMU NMPUMEHEHUS NEeKapCTBEHHOrO npenaparta, 06 M3baATUM 13 obpaLLeHus
neKkapcTBEHHOro npenapara Unu o Bo306HOBMEHMN NPUMEHEHUS NeKapCTBEHHOIO NpenapaTa.

Masa 14. AHOOPMALUUA O NNIEKAPCTBEHHbIX MPENAPATAX. CUCTEMA
MOHUTOPUHIA ABUWXEHUA NEKAPCTBEHHbBIX MPENAPATOB
ana MEQUMUMHCKOIO NPMMEHEHUA
(B peq. ®enepansHoro 3akoHa ot 28.12.2017 N 425-03)

Crtatbsl 67. UHdopMauusa o nekapcTBeHHbIX Npenapartax. CucTeMa MOHMTOPUHIra ABUXeHUs
nekapcTBeHHbIX NpenapaToB ANSA MeAULIMHCKOro NpMMeHeHUs
(B pea. PegepanbHoro 3akoHa ot 28.12.2017 N 425-93)

1. NHdopMaumna o nekapCTBEHHbIX MpenapaTtax, OTNyCKaeMblX MO peLenTy Ha NeKapCTBEHHbIN
npenapaT, OOSbKHA COAEPXaTbCA TOMbKO B CMELManuM3MpoBaHHbIX U3OaHUSAX, NpedHasHavyeHHbIX Ans
MeauLUMHCKMX, hapMaLeBTU4eckmx paboTHUKOB, crneLmanucToB B obnactu BeTepuHapuu. MHgopmauums
O NeKapCTBEHHbIX Mpenapatax Ans crneuManucToB B obnactm obpalleHus nekapCTBEHHbIX CPeacTB
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MOXET cofepXaTbCsi B MOHOrpadusix, CnpaBOYHMKAX, HAYYHbIX CTaTbsX, B AOKMagax Ha KOHrpeccax,
KOH(DEpPEeHUMaX, CUMMNO3NYyMax, Hay4yHblX COBETax, a TakkKe B MWHCTPYKUMSX MO MNPUMEHEHUIO
neKkapcTBEHHbIX NpenapaTos..

(B pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. MHdbopmaumsa o nekapcTBEHHbIX nMpenapaTtax, oTnyckaembix 6e3 peuenTta Ha NeKapCTBEHHbIN
npenapaT, MOXeT coaepXaTbCs B Nybnukaumax um obbsBNEeHUAX cpeacts MaccoBoW MHGOpMaLMM,
Ccneumanm3mpoBaHHbIX M OOLMX NeyvyaTHbIX U3OaHUSX, UHCTPYKUMSX MO NMPUMEHEHUI0 NeKapCTBEHHbIX
npenapaToB, MHbIX U3gaHnsXx CyObEKTOB O0bpalleHnsa nekapcTBeHHbIX CpeacTB. PeknamHble maTepuansl
O IekapCTBEHHOM mnpenapaTe, OTNyckaeMoM ©0e3 peuenTta Ha IeKapCTBEHHbIA npenapar, OOJPKHbI
COOTBETCTBOBATb MHCTPYKLMM NO NPUMEHEHUIO NIEKAPCTBEHHOMO Npenapara.

3. ,D,OFIYCKaeTCFI NCNonb3oBaHne IbbIX MaTtepuarbHbIX HocuTenen, MNO3BONAOLLNX XPaHUTb,
nepegaBsaTtb U UCNOJ1b30BATb I/IHCbOpMaLI,I/IIO O NeKapCTBEHHbIX npenaparax 0e3 ee nckaxeHus.

4. [Ona uenen uvaeHTUUKALMM YNAKOBOK NEKApPCTBEHHbIX MpenapaToB Ans MeOMLMHCKOro
NPYMEHEHNS MPOU3BOAUTENM NEKAPCTBEHHBLIX CPeACcTB B Mopsake, YCTaHOBMEHHOM [1paBuUTENbCTBOM
Poccuiickon ®egepauun, HaHOCAT Ha NEPBUYHYIO YMAKOBKY (B OTHOLLEHMMW NIEKapCTBEHHbIX MpenapaToB
ANst MeAWLMHCKOrO NPUMEHEHWs!, ANS KOTOPbIX He MpegyCcMOTpeHa BTOpMYHAs YNakoBKa) U BTOPUYHYIO
(MoTpebuTenbCKkylo) yNnakoBKy fiekapCTBEHHbIX MpenapaToB ANs MEeOULUHCKOro MpUMEHEHUS CpeacTBa
naoeHTudrKaumm, 3a MWCKITIOYEHUEM fleKapCTBEHHbIX MpenapaToB ANs MeOMUMHCKOrO MNPUMEHEHNS,
NPOn3BOAMMBIX AMs NPOBEAEHUS KIMUHUYECKUX UCCNeaoBaHWM, SKCMopTa, NeKapCTBEHHbIX MpenapaTtoB
ONA MeAMUMHCKOro NMpUMMEHEHUs, yKkal3aHHbIX B YacTax 5 u 8 cratbm 13 Hactosiwero depepanbHOro
3aKoHa, paanodapMaLeBTUYECKUX FNEKApCTBEHHbLIX MpenapaTtoB, MUSIBOK MEOULUHCKMX U ras3oB
MEANLIMHCKMX.

(vacTb 4 BBegeHa degepanbHbiM 3akoHOM OT 28.12.2017 N 425-93 (pea. 27.12.2019))

5. XapakrepucTuki cpeactsa ngeHTnudunkaumm, Nnopsaok ero HaHeceHus u TpeboBaHns K CTPYKType
n cdopmaty wuHGOpPMaUMM, KOTOPYID COOEPXUT CPeacTBO  MAeHTMdMKauuW, onpenenstorcs
MpasuTtenscteom Poccuiickon ®eaepaunn.
(vacTb 5 BBegeHa PegepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

6. [llopsgok cosgaHws, pasBuTWs, BBoAA B SKCMMyatauuioo, 3Kcnnyartauum U BbiBOAA U3
3KcnnyaTaumMmM CUCTEMbl MOHUTOPUHIA [ABWXKEHMSA JEeKapCTBEHHbLIX MpenapaToB AfS MeOULMHCKOro
NPUMEHeHUs, MopsAoK MpefocTaBneHns uHdopMaumm, cogepxallencss B CUCTEME MOHUTOPUHra
OBWKEHUS NeKkapCTBEHHbIX NpenapaToB ANS MEAULMHCKOro NpUMEHEHUs, U NopsiaoK B3anMOAENCTBUA
YKa3aHHOW  CUCTEMbI C  WHbIMW  TOCYOAPCTBEHHbIMWU  MHAPOPMALMOHHLIMW  cuCTEMaMU U
WHDOPMALIMOHHBIMU CUCTEMAaMU IOPUAMYECKMX NULL U UHOMBUAYaNbHBIX NpeanpuHumMaTenen, ykasaHHbIX
B yacTtsax 7 u 10 HacTosiwewn ctaTbu, ycTaHaenusatoTcsa [lpaButensctBoM Poccunckon Pegepaumm.
OnepaTopamMu CUCTEMbI MOHWUTOPUHra ABWXEHUS NeKapCTBEHHbIX MpenapaTtoB ANd MeAMLMHCKOro
NPMMEHEHNs ABMAOTCSA  dedepanbHbii  OpraH  MCMOMHWUTENbHOM BRactu u  (Mnu) opraHm3auus,
yrnonHoMoueHHble MNpaBuTtensctBom Poccuiickon ®epepauuu.

(vacTb 6 BBegeHa ®eagepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

7. FOpugnyeckre nuua n nHAMBMAyanbHble NpeanpuHMMaTeny, ocyLLeCTBsAOWMe NPOn3BoACTBO,
XpaHeHue, BB03 B Poccunckyto ®epepauuio, OTNYyCK, peanusauuvio, nepegady, MNpUMEHEHME W
YHUYTOXEHME NEKAapCTBEHHbIX MpenapaToB A1 MeAULMHCKOrO NPUMeHEeHUs, obecneynBatoT B NOpsiake U
B COCTaBe, KOTOpble ycTaHoBreHbl [lpaButenscTBomM Poccunckon ®Pepepaumm ¢ y4yeTom Buga
OCYLLIeCTBMNSAEMOW UMW [OeATEeNnbHOCTU, BHECeHue WHAOopMauun O IeKapCTBEHHLIX npenapaTtax Ans
MeAVLIMHCKOrO MPUMEHEHUS B CUCTEMY MOHWUTOPUHra [OBWXEHUS TNeKapCTBEHHbIX npenapaToB Ans
MeAULIMHCKOro NpUMEHeHUs.

(vacTb 7 BBegeHa deagepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

7.1. JlekapcTBeHHble npenapaTtbl AN MEAUUMHCKOrO NPUMEHEeHUs, npefHa3HavyeHHble Ans
obecneyeHns nuy, GOMbHLIX reModunMen, MyKOBUCLUMAO30M, MMnodun3apHsiM HaHU3MOM, GonesHbto
lowe, 3noka4yecTBEHHbIMW HOBOODOPaA3oBaHUAMWU NMMAONOHON, KPOBETBOPHOW W POACTBEHHBLIX WM
TKaHeNn, paccesHHbIM CKIIepO30M, 1L, MOCrie TPaHCMaHTaLmMm OpraHoB U (Mnn) TKaHew, MPon3BedeHHbIe
0o 31 pexkabps 2019 roga, a Takke MHble NeKapCTBEHHbIE Npenapartbl ANs MeAULUMHCKOrO NMPUMEHEHUs,
npovsseneHHole Ao 1 wuona 2020 ropa, noanexart XpaHeHuio, MepeBOo3Ke, OTNYCKYy, peanusaunu,
nepegave, npumeHeHutio 6e3 HaHeceHus CpeacTB MAEHTUMUKALMN 0 UCTEYEHUS CpOKa MX FOOHOCTM.
MpaButenbctBo Poccunckon Pepepauumn BnpaBe YCTAaHOBUTb OCOOEHHOCTM BBOAA B TPaXKAaHCKUN
000pOT nekapCTBEHHbIX NpenapaToB AN MeOULMHCKOro MPUMEHEHUs, Npou3BeaeHHbIX B nepuog ¢ 1
mionsa 2020 roga no 1 oktabpsa 2020 roga. B uensix BBoga B rpaxgaHCKuM 0OOPOT NeKapCTBEHHbIE
npenapaTtbl AN  MEOMWLMHCKOTO MNPUMEHEHUs, 3a UCKMYEHWEeM feKapCTBEHHbIX MpenapaTos,
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npegHasHadeHHbIx Ans obecneyeHns nuu, 60MbHBIX remModunuen, MyKoBUCLUOO030M, rMnodur3apHbIM
HaHM3Mowm, 6onesHblo Mowe, 3nokayecTBEHHbIMM HOBOOGpa3oBaHMAMM NTMMEOULHON, KPOBETBOPHON U
POACTBEHHbIX UM TKaHeW, pacCesHHbIM CKIEPO30M, UL, MOCNe TPaHCMIaHTaLuMmn OpraHoB 1 (Mnun) TKaHen,
npounsBeneHHble 3a npegenamu Tepputopumn Poccuiickon ®epepaumm go 1 oktabpa 2020 roga, moryT
ObiTb BBe3eHbl B Poccuiickyto ®Pepepauunto go 1 sHeapss 2021 roga B nopsigke, YCTAHOBIIEHHOM
MpaButenbctesoM Poccuickon ®egepaumm, 6e3 HaHeceHUs cpeacTs naeHTudmKauum.

(B pea. PenepanbHbix 3akoHOB OT 27.12.2019 N 462-®3, ot 13.07.2020 N 206-d3)

8. OpraHuszaums MH(OPMALMOHHOTO B3aUMOAEWCTBUSI CUCTEMbI  MOHUTOPMHIA  OBMXKEHUS
NeKapcTBEHHbIX NpenapaTtoB Ans  MEAMUMHCKOrO MPUMEHEHUSS C  UHBIMW  FOCYOapCTBEHHbLIMU
MHOPMALMOHHBIMKU  cMcTeMamMmn obecrnednBaeTcs B TOM 4YMCRe MOCPEACTBOM MHMPACTPYKTYpHI,
obecneumnBatolerr MHPOPMALIMOHHO-TEXHONOMMYECKOE B3auMoZeNCcTBUE WHGOPMALMOHHBLIX CUCTEM,
ncnonb3yemblX Ans MNPeAoCTaBfEHUS FOCYQAPCTBEHHBIX W MyHMUMNANbHBIX YCAYr U UCMOSIHEHUSA
rocyAapCTBEHHbIX U MyHULMMANbHbLIX PYHKLMIA B 3NEKTPOHHON cbopMe.

(4acTb 8 BBegeHa denepanbHbiM 3akoHOM oT 28.12.2017 N 425-03)

9. OO6wepnocTtynHaa uWHpOpMauus, codepXawasacs B CUCTEME MOHUTOPUHra ABWKEHUSA
NeKapcTBEHHbIX MpenapaToB ANs MEAUUMHCKOrO NPUMEHEeHWs, pasMellaeTcss B MHOPMaLUOHHO-
TeneKoMMyHMKaUNOHHOW ceTn "UHTepHeT" (B TOM 4ucrne B popme OTKpbITbIX AaHHbIX) B MOpsiAKe,
ycTaHoBrneHHoM [paButenscteom Poccuickon ®egepauum.

(vacTb 9 BBeaeHa ®eaepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

10. NponsBoanTeNN NeKapCTBEHHbLIX CPEACTB MOMyYaloT coaepKallylocs B CUCTEME MOHUTOPUHTA
OBWXKEHUS1 NEeKapCTBEHHbIX MpenapaToB Ansi MeAWULMHCKOro NPUMEHEHWUs MHAOpMauuio O cepusix U
napTUsiX NekapcTBEHHbIX MpenapaToB, NPOM3BOAMMbBIX UMW U HaXOOsILLMXCS B rpaxaaHckom obopoTe B
Poccuiickon ®epepauun, 6€3803mMe3aHO.

(4acTb 10 BBegeHa PepepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

11. 3a npon3BOACTBO UNM NPOAAxXy NEKapCTBEHHbIX NpenapaToB AN MeOULMHCKOrO NpUMeHeHus
6e3 HaHeceHus cpeAcTB maeHTUMKaumMm, ¢ HapylweHMeM YCTaHOBMEHHOro Nopsiika MX HaHeceHus, a
Takke 3a HECBOEBPEMEHHOE BHeCEeHMEe [AaHHbIX B CUCTEMY MOHWTOPWHra OBWXXEHWUS INeKapCTBEHHbIX
npenapatoB Ans MEeOULMHCKOTO MPUMEHEHUS WM BHECEHWEe B Hee HeOOCTOBEPHbIX OaHHbIX
lopyavyeckme nuua M uHaMBuAyanbHble NpeanpuHMMaTenu, ykasaHHble B 4acTsax 4 v 7 HacTosuen
cTaTbM, HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKkoHoAaTenbcTBoM Poccunckon ®egepavmu.
(vacTb 11 BBegeHa deaepanbHbIM 3akoHOM OT 28.12.2017 N 425-$3)

12. TpaButenbctBo Poccuiickon ®Pepepaumy BrnpaBe YCTAaHOBUTb OCOOEHHOCTW BHeOpeHus
CUCTEMbl MOHUTOPUHra [ABWXKEHUA neKapCTBEHHbIX npenapaToB AN MeAUMUMHCKOro MpUMEHEeHUs,
BKMOYash CPOKM €€ BHEeAPEHMs,, B OTHOLIEHMM IeKapCTBEHHbIX MpenapaToB ANsd MeOULMUHCKOro
NPUMEHEHNS], BKITIOYEHHBIX B MEpPeYeHb XXWU3HEHHO HEOOXOOAUMBIX W BaXKHEWLMX NeKapCTBEHHbIX
npenapaToB, IeKapCTBEHHbIX MpenapaTtoB, NpeAHa3HavyeHHbIX Ans obecneyeHunss nuy, G0NbHbIX
remopunuen, MyKOBUCLMAO30M, rmMnodu3apHbiM HaHU3MoM, 6onesHbio [oue, 3nokavyecTBEHHbIMU
HoBooObpa3oBaHUsAMU NMMMEMONOHON, KPOBETBOPHON U POACTBEHHbLIX UM TKaHEW, pacCesHHbIM CKNepo3oM,
niy nocne TpaHCNMaHTauum OpraHoB M (MNnM) TKaHeW, WHbIX JEeKapCTBEHHbLIX NpenapaToB Angd
MeAULIMHCKOro NPUMEHEHUS.

(vyacTb 12 BBegeHa deaepanbHbIM 3akOHOM OT 28.12.2017 N 425-03)

Maea 14.1. OrPAHUYEHUA, HATTAT AEMbIE
HA OPTAHU3ALUUUN, OCYLWWECTBINAKLWUME OEATENBbHOCTb
MO OBPALLEHUIO NEKAPCTBEHHbLIX CPEOCTB
(BBegeHa degepanbHbiM 3akoHOM OT 25.11.2013 N 317-03)

Cratbsa 67.1. OrpaHuyeHusi, Hanaraemble NpPU OCYLLUECTBNEHMU OeATEeNbLHOCTU B cdepe
obpalleHus nekapcTBeHHbIX CPeAcTB

1. OpraHusauun, 3aHumawLwmecs paspaboTkol, Npou3BOACTBOM U (MnM) peanu3aunen
nekapcTBEHHbIX NpenapaToB ANs MeauLUHCKOro NpUMEHeHUs, opraHnsaumm, obnagatolwme npaBamm Ha
ncnonb3oBaHWe TOProBoro HAaMMeHOBaHMS NIeKAapPCTBEHHOIO Npenapara Ans MeauUMHCKOro NPUMeHeHus,
opraHusaumMmM ONTOBOW TOProOBNMWM JIEKApCTBEHHbIMW  CpeAcTBaMM, anTeyHble opraHu3aumm (KX
npeacTaBuTenu, UHble U3NYECKUe U Ipuandeckme nuua, OCYLWEeCTBNSALME CBOK AeATENbHOCTb OT
UMEHU 3TUX OpraHmsauui) B OTHOLUEHUU MEeOMLIMHCKUX PabOTHWKOB M pykoBoauTenen MeauuuHCKUX
opraHusaumin He Brpase:

1) Bpy4aTb Mofapku, BbiNSiauMBaTb AEHEXHbIE CPEACTBA (3a UCKIOYEHWEeM BO3HarpaxgeHwuid no
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AOroBOpaM MNpu  MPOBEAEHWM  KIIMHWYECKMX WCCREdOBaHWA  NEKapCTBEHHbIX TMpenapaTtoB  Ans
MELMULUMHCKOrO MPUMEHEHWUS, BO3HArpPaXXOEHW, CBSI3aHHbIX C  OCYLLECTBIIEHWEM  MELULMUHCKMM
paboTHMKOM neJaroryeckoi u (Unm) HayvyHoM OesATENbHOCTM), B TOM YMCIE OnayvBaTh pasBlieyeHus,
OTAbIX, NPOEe3 K MECTy OTAbIXa, a Takke NMPUBMEKaTb K y4acTUo B pasBriekaTesbHbIX MepornpuUSTUsX,
NMPOBOAMMBIX 3@ CYET CBOUX CPEACTB;

2) 3aknwyaTb COrMalleHUss O Ha3Ha4YeHWM WM pekoMeHAauuMuM nauMeHTam JeKapCTBEHHbIX
npenapaToB 45151 MEAULMHCKOrO NPUMEHEHMS (3a UCKIIOYEHNEM LOrOBOPOB O NPOBEAEHUMU KIMHUYECKUX
nccrneoBaHUn NekapCTBEHHbIX NpenapaToB 4518 MeANUMHCKOrO NPUMEHEHS);

3) npenocTaBliATb 06pa3u,b| JNIeKapCTBEHHbIX npenapaTtoB AnAd MeanunHCKOro npuMmeHeHuna B Lendx
Bpy4YeEHUA MNMauyneHTam (3a WUCKIKO4YeHneM CcliydaeB, CBA3aHHbIX C nNpoBedgeHneM  KIMHUYEeCKnX
nccnegoBaHui NeKapCTBEHHbIX NpenapaTtoB And MeguLHCKOro I'IpI/IMeHeHI/IH);

4) npepocTaBnATb HEOOCTOBEPHYID W (MMM) HENOMHYH WMHAOPMaLMIO O NEKapCTBEHHbIX
npenaparax ans MeauLUuHCKOro NpUMeHeHus;

5) nocewatb ux B paboyee Bpemsi Ha paboymx MecTax, 3a UCKMYEHNEM CrydYaeB, CBSI3aHHbIX C
NpoBeAEHMEM  KIMHUYECKUX WUCCReaoBaHUM  fieKapCTBEHHbIX MpenapaToB  Ans  MeAMUMHCKOro
NPUMEHEHNUS1, C y4acTUeM B MopsiaKke, YCTaHOBMEHHOM pyKOBOAMTENeM MeOULMHCKOM opraHusauun, B
cobpaHMaX MeaUUMHCKMX PabOTHUKOB W MHbIX MEPONPUSTUSIX, HampaBfieHHbIX Ha MOBbILEHWE WX
npodeccUoHanbHOro YpoBHS MMM Ha npefocTaBrieHne MHGOPMaLMK, CBSI3aHHOW C OCYLLEeCTBIIEHMEM
MOHUTOPUHIra 6e30NacHOCTM NeKapCTBEHHbIX NpenapaTos;

6) noGyxaaTb K BbINUCLIBAHWUIO NEKAPCTBEHHbLIX Mpenapartos AN MeaULMHCKOTO MPUMEHEHUs Ha
GnaHkax, codepXxalimx MHOPMaLMIO PeKNamMHOro Xapakrtepa, a Takke Ha peLenTypHbiX GraHkax, Ha
KOTOPbLIX 3apaHee HaneyataHo HauMeHOBaHWe neKapcTBEHHOro mnpenapara Aansa  MeauuUHCKOro
NpUMEHEHMsI.

2. OpraHusauuun, ykasaHHble B ab3ale nepBoM Yact 1 HacTosiLLen CTaTbu, U UX NpeacTaBuTeNn B
OTHOLUEHMWN hapMaLEBTUYECKNX PabOTHMKOB U PYKOBOAUTENEN anTeyHbIX OpraHn3aLuin He BrpaBse:

1) Bpy4aTb NogapkKu, BbinfladymBaTb OEHEXHbIE€ CpeacTBa, B TOM YUCIIe onjiavynBaThb pa3BlieqHeHus,
OoTAbIX, npoe3n K MeCTy OoTAbiXa, WU npuBrekatb K y4aCTUO B pasBliekaTesibHbIX MeponpUuaTuax,
npoBOAMMBIX 3a CHET CBOUX CPeacCTB;

2) npepocTaBnATb 0bpasLubl NEKAPCTBEHHbIX NpenapaTtoB AN MEAMLMHCKOrO NpUMEHeHWs Ans
BPYYEHUSI HACENEHMUIO;

3) 3aKkn4aTtb corfnaweHna O npeanoXeHun HacelneHno onpeaenieHHbIX JNeKapCTBEHHbIX
npenapartoB Anla MeanunHCKOro npuMeHeHus;

4) npepocTaBnATb HEOOCTOBEPHYID W (MMM) HENOMHYK MHAOPMauMio O NEeKapCTBEHHbIX
npenaparax Ans MeAUUMHCKOro NpUMEHEHWs, B TOM 4WCMe UMELMX OAMHAKOBOe MeXAyHapoaHoe
HenaTeHTOBaHHOE HavMeHOBaHue.

Cratbsa 67.2. TpeGoBaHMA K OpraHvM3auvMm U NPOBEAEHUID Hay4YHbIX MEPOMPUATUN, UHBbIX
MeponpuATUA, HanpaBneHHbIX Ha noBbllleHUe npocecCMoOHaNbLHOro YPOBHA MeAULIMHCKUX
pabGoTHUKOB UNKU Ha NpepocTaBrneHne MHGopmMmauum, CBA3aHHON C OCYLEeCTBIIEHNEM MOHUTOPUHIa
6e3onacHOCTM NeKapCTBEHHbIX NpenapaToB

1. MNpu npoBeAeHUN HayYHbIX MEPONPUSATUI, UHBIX MEPONPUATUIA, HanpaBneHHbIX Ha MOBbILLEeHne
npoceccuoHanbHOro ypoBHA MEAMUMHCKMX pabOoTHMKOB WM Ha npefocTaBfeHve CBA3aHHOM C
OCYLLEeCTBMEeHNeM  MOHMTOpMHra 6e3onacHOCTM  MeKapCTBEHHbIX  npenapaTtoB  MHopMauuw,
opraHudyemblx OpraHuM3aumsamm, ykasaHHbiMW B abs3aue nepBoM 4actu 1 ctaTbum 67.1 HacTosLero
®egepanbHOro 3akoHa, WX MpegcTaBuTensMu U (Unn) uUHaAHCUpPYyeMbIX 3a CYeT CPeAcTB 3TUX
opraHusaumMm ¥ ux npegcraBuTenen, 3anpewaeTtcs MpensaTcTBOBaTb Yy4yacTUO B yKasaHHbIX
MEPONPUATUAX WMHbIX OpraHu3auunin, KoTopble NPOU3BOAAT UMM peanuayloT NekapcTBeHHble npenaparhbl
ANs MeOUUMHCKOTO MPUMEHEHUS CO CXOXMM MEXaHM3MOM (hapMakofiorMyeckoro AencTeus, nmbo
co3fasaTb [ANCKPUMWHAUMOHHbIE YCMOBUA AN OOHUX YYaCTHUKOB MO CPaBHEHUIO C  ApYyrumu
yyacTHUKaMu, a UMEHHO:

1) NpeoCcTaBnNATbL Pa3fMYHOE KOIMYECTBO BPEMEHW AJ1S BbICTYMNIIEHWUI YY4aCTHUKOB, PasfnnyHble Mo
pa3Mmepy 3aHMMaeMoii nroLaamM MecTa OAns AeMOHCTpaumn obpasuoB fekapCTBeHHbIX npenapaTtos Ans



MeOULIMHCKOIro npuMeHEeHUa Wnn peknamMHbIX MaTtepuanioB O JieKapCTBEHHbIX nMpenapatax Aand
MeOULIMHCKOIro npnMeHeHna Ha 3KCno3numax, cteHaax, 3a UCKIYeHnem criydaeB, eclii Takme yCcloBusa
3aKpeneHbl B COorfnaleHnax 3Tux OpFaHVI3aL|,VIl7I, nx Hpeﬂ,CTaBMTeﬂeVI o QJVIHaHCVIPOBaHVIVI YKa3aHHbIX
MepOHpMﬂTMVI n 06yCJ'IOBJ'IeHbI pas3fnmiM4HbIMK 3aTpaTamMn y4aCTHUKOB Ha UX OpraHn3auunio;

2) ycTaHaBnvBaTb pa3mep B3HOCA Afsl Y4aCTHUKOB MepOnpuATWA, yKasaHHbIX B ab3aue nepsoMm
HaCTosLLEeN YacTu, NpeBbillaloLLMA CYMMY 3aTpaT Ha OpraHu3aumnio ykasaHHbIX MEPONPUSTUN U BeyLLMIA
K HEOBOCHOBAHHOMY OrpaHNYeHUo YMcna Nx y4acTHUKOB.

2. OpraHusaumu, ykasaHHble B ab3aue nepBom yactu 1 ctatem 67.1 Hactosiwero ®enepansHOro
3aKoHa, X MpeacTaBMTENW, OCYLLECTBMSAOWME OpraHM3aumio n (Mnv) rHaHCMpOBaHWE MEPONPUATUR,
yKa3aHHbIX B YacTu 1 HacTodwewn ctaTtby, obs3aHbl obecneunBaTb AOCTYN K MHOpMauumn o gate, Mecte
W BPEMEHM NPOBEAEHUS YKa3aHHbIX MepONpuUATWUA, NraHax, nporpaMmmax MpoBEeAEeHUs YKa3aHHbIX
MEpPONPUATMIA U Temax, NraHUpyeMbIX Ans paCCMOTPEHUS, COCTaBe UX YYaCTHUKOB NyTeM pasmMeLleHns
COOTBETCTBYIOLLEN NHPOPMALMM HA CBOMX OdumumManbHbIX canTax B cetTu "MIHTepHeT" He nosgHee OByX
MecsIiLieB 0O Havana NpoBeAeHUst yKa3aHHbIX MEPONPUATUIA.

3. Undbopmaumsa o npoBeaeHUn MeponpusTUR, yKasaHHbIX B 4acTu 1 HacTosLWen CTaTbu, B CPOK,
YCTaHOBMEHHbIA YacTblo 2 HacTosWwen craTbl, OOfkHa ObiTb HanpaBneHa B dedepanbHbI opraH
WCMONHWUTENbHON BMacTW, OCYWECTBNSAWMA QYHKUMM N0  KOHTPOMK W  Hags3opy B cdepe
30paBoOXpaHeHns, Ans nocrneaylLwero pasmeLleHns ee Ha ouumanbHOM calTe 3TOro opraHa B CeTu
"UnTepHeT".

Maea 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATEIIbCTBA
POCCUUCKOW ®EOEPALIUM NMPU OBPALLEHUU NNEKAPCTBEHHbIX CPEACTB
M BO3MELLEHUE BPEQOA, MPUYUHEHHOIO 3[0OPOBbLIO rPAXXOAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX MPEMNAPATOB

Cratbsa 68. OTBeTCTBEHHOCTb 3a HapylweHue 3akoHopaTenbcTBa Poccuinckon depepauum
npu obpaleHnun nekapCcTBeHHbIX CpeacTB

1. HapyweHue 3akoHogatenbctBa Poccuickon ®Pepepaumm npu obpalleHUun NeKapCTBEHHbIX
CpeacTB Brnevyet 3a cobOM OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOOATENbCTBOM Poccunckon
denepaumm.

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

2. 3a HenpeacTtaBneHuMe WNM HECBOEBPEMEHHOE MpeAcTaBrneHne wuHdopmaumm u  (unm)
OOKYMEHTOB  nubO  MNpefcTaBfieHWe  HeAOCTOBEPHbIX  MHGoOpMaumm U1 (MnNv)  OOKYMEHTOB,
NpeaycMOTPEHHbIX HacTosWwmMM deaepanbHbIiM 3aKOHOM, CyObekTbl 0bpalleHns NekapCTBEHHbBIX CPEACTB
HeCyT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKoHogaTenbcTBOM Poccunckon ®enepaumu.

(yactb 2 BBegeHa denepanbHbIM 3akoHOM OT 22.12.2014 N 429-03; B pea. ®enepansHOro 3akoHa oT
04.06.2018 N 140-93)

CtaTbsa 69. BosmelieHMe BpeAa, NPUYMHEHHOro 300POBbLI0 rpaxdaH BcreacTBUe
npUMeHeHUs1 NeKapCcTBeHHbIX NpenapaToB

1. npOI/I3BOD,I/ITeJ'Ib JNIeKapCTBEHHOIo npenaparta 06s13aH BO3MECTUTb Bpen, FIpI/ILII/IHeHHbIIZ
340pOBbIO rpaxagaH Bcreacrtene npuMeHeHna nekapCcTtBeHHOro npenaparta, eciin AoKa3aHo, 4To:

1) nekapCTBEHHbIN MpenapaTt NPUMEHSNCS MO Ha3HAYeHU B COOTBETCTBUM C WMHCTPYKUMEN Mo
NMPUMEHEHWI0 NeKapCTBEHHOrO npenapaTta W MPUYMHOW Bpeda sIBUNICS BBOA B IPakgaHCKUA oGopoT
Heo6GpoKaYeCTBEHHOTO NEKAPCTBEHHOTO Npenapara;

2) Bpen 300pOBbH MPUYMHEH BCreACTBME HEOOCTOBEPHOM WHGOpMauuu, coaepxallencs B
WHCTPYKUUKX NO MPUMEHEHUIO NeKapCTBEHHOMO npenapaTta, u3gaHHoW Npou3BoAUTENEM NEKapCTBEHHOro
npenaparTa.

2. B cnyyae, ecnv Bped 300pOBbi0 rpaxkaaH NpUYMHEH BCreacTBUe NPUMEHEHUS NIeKapCTBEHHOIo
npenapara, Npullelero B HErogHOCTb B pe3ynbTaTe HapylUeHWs MpaBun XpaHeHUs MeKapCTBEeHHbIX
CPeacTBs, Mpaswun OMTOBOW TOPrOBMM NEKapCTBEHHbIMU MpenapaTtaMu, npasun OTNYCKa NeKapCTBEHHbIX
npenapatoB, NpaBuSl M3rOTOBIIEHUS M OTMyCKa JleKapCTBEHHbIX MpernapaToB, BO3MelLleHMe Bpea
OCYLLECTBNAETCA COOTBETCTBEHHO OpraHu3aluei ONTOBOW TOProBMM eKapCTBEHHbIMU CpeacTBamMu,
anTeyHoW opraHusauuen, wuHOMBMAYaANbHLIM  MPeAnpUHUMATENneM, WMeLWMMN JNULEH3NI0 Ha
dhapMaLeBTUYECKYI0 AEATENbHOCTb UMM NIULEH3NI0 HA MeOMLUMHCKYI OeATeNbHOCTb, MeauLMHCKON
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opraHusaumein, MMeLWen JIULUEH3NI0 Ha apMaleBTUYECKYO OeaTenbHoCcTb (ee 060cob6neHHbIM
nogpasgeneHunem (ambynaTopuen, cdenbawepckum n denbalepcko-akyLlepckuM nyHKTaMu, LEHTPOM
(oToeneHnem) obuien BpadebOHOM (CEMENHOWN) NMPaKTWMKK), PAacMoSyIOKEHHbIM B CENbCKOM HaceneHHOM
MyHKTE, B KOTOPOM OTCYTCTBYET anTeyHas opraHu3auusi), JOMYCTUBLLUMMU NPOAAXKY MM OTMNYCK Takoro
neKkapcTBEHHOro npenapara.

(B pea. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

3. BoswmelweHve Bpega, MPUYMHEHHOrO 340POBbLI0 rpaXpaH BCNeacTBUE  MPUMEHEHUS
nekapcTBEHHbIX MpenapaToB WNU COBEPLUEHUS NPOTMBOMPAaBHbIX AEWCTBMN cybbekTamu obpalieHuns
neKapCTBEHHbIX CpPEeACTB, OCYLLEeCTBMNSETCA B COOTBETCTBMM C 3akoHogaTenbcTBOM Poccuiickon
denepaumm.

Mnaea 16. 3AKITIOYUTENBbHbIE NMOJIOXKEHUA

Cratba 70. O npu3HaHMM YTPaATUBLUMMU CUNY OTAENbHbIX 3aKoHoAaTesNbHbIX aKTOB
(nonoxeHun 3akoHoAaTeNbHbIX akToB) Poccuickon ®egepaumm

MpusHaTb yTPaTUBLLMMU CUNY:

1) ®epgepanbHbin 3akoH OT 22 wuoHa 1998 roga N 86-®3 "O nekapcTBeHHbIX cpeacTeax”
(CobpaHue 3akoHogaTenbcTBa Poccunckon ®epepaumm, 1998, N 26, ct. 3006);

2) ®epepanbHbIn 3akoH oT 2 aHBaps 2000 roga N 5-®3 "O BHeCceHUM N3MEHEHWS U AOMNOMHEHUN B
depepanbHbii 3akoH "O nekapcTBeHHbIX cpegctBax" (CobpaHve 3akoHopaTenbcTBa Poccuiickon
depepaumm, 2000, N 2, cT. 126);

3) ctaTbto 40 depepanbHoro 3akoHa oT 10 aHBapsa 2003 roga N 15-93 "O BHECEHUN U3MEHEHUI 1
[OMOMHEHUIN B HEKOTOpble 3akoHoAdaTesnbHble akTbl Poccuiickort denepaumn B CBSI3U C MPUHSATUEM
depepanbHoro 3akoHa "O  NMUEH3UPOBaHWM  OTAENbHLIX  BUAOB  AesTenbHocTn" (CobpaHue
3akoHogatenscTBa Poccunckon ®egepaunn, 2003, N 2, cT. 167);

4) ctaTtbto 31 depepanbHoro 3akoHa ot 30 noHs 2003 roga N 86-d3 "O BHeCEHUN U3MEHEHUI 1
OOMOJSIHEHUI B HEKOTOpPbIE 3akoHoAaTenbHble akTbl Poccuiickon ®enepauun, NpuaHaHUM yTpaTMBLLUMMU
cuny OTAenbHbIX 3akoHopaTemnbHbiXx akToB Poccuiickon ®epepauun, NpeaocTaBneHUMU OTAEMbHBbIX
rapaHTUi COTPYAHMKAM OpPraHOB BHYTPEHHWUX A, OpraHoB MO KOHTPOM 3a 060pPOTOM HapKOTUYECKUX
CpencTB M MCUMXOTPONMHBIX BELLECTB M ynpasgHsaeMblx efeparnbHbiX OpraHoB HaroroBon nonuumv B
CBSI3W C OCYLLECTBIIEHMEM Mep MO COBEPLUEHCTBOBAHWMIO rocyaapcTBeHHoro ynpasnenus" (CobpaHue
3akoHogatenbcTBa Poccuiickon ®epepauun, 2003, N 27, cT. 2700);

5) ctatbto 101 depepanbHoro 3akoHa ot 22 asrycta 2004 roga N 122-93 "O BHeCEHUN N3MEHEHUI
B 3aKkoHogaTenbHble akTbl Poccuiickon Pepepauumn M NpuUsHaHWM YTPaTUBLLUMMK CUMY HEKOTOPbIX
3akoHogaTenbHbiX akToB Poccuinickon degepaumm B c€BA3M C nNpuHaTnem depepanbHbiX 3akoHoB "O
BHECEHUN W3MEHEHWN W gornonHeHun B degepanbHbin 3akoH "O6 0OWMX NpUHUMNAX opraHu3auuu
3aKoHoAdaTeNbHbIX (NPEeACTaBUTENbHBLIX) WM UCMOMHUTENbHBIX OPraHoOB TrOCYOAapCTBEHHOW BriacTu
cybwektoB Poccunckon ®Pegepaummn” n "O6 obwmux npuHUMnNax opraHnu3aumMm MecTHOro camoynpasneHus
B Poccuiickon ®epepaummn” (CobpaHue 3akoHopaTtensctBa Poccuickon ®epepaumm, 2004, N 35, cT.
3607);

6) ctaTbio 28 PepnepanbHoro 3akoHa ot 18 gekabpsa 2006 roga N 231-93 "O BBegeHwun B felcTBUE
yactu uvetBepTon [paxpgaHckoro kopekca Poccunckon Pepepaumn” (CobpaHue 3akoHopaTenbcTea
Poccuiickon ®epepauuu, 2006, N 52, cT. 5497).

Cratbs 71. BctynneHme B cuny Hactosiwero ®epgepanbHoOro 3akoHa

1. Hactosiwmn ®eaepanbHbivi 3akoH BCTynaeT B cuny ¢ 1 ceHTabps 2010 ropa.

2. JlekapcTBeHHblE CpeacTBa, 3aperucTpupoBaHHble A0 [AHSA BCTYMINEHUS B CUIY HACTOSILLEro
defepanbHOro 3akoHa, NMoAexaTt BKIYEHUIO B FOCY4apCTBEHHbIE PEECTPbI NTIEKAPCTBEHHBIX CPEACTB C
BHECEHMEM YyKasaHHblX B 4YacTu 1 ctatbu 33 HacTtoswero dPefepanbHOro 3akoHa cBefdeHui o6 3Tux
nekapcTBeHHbIX cpeacTBax 6e3 MPOXOXAeHWS BHOBb NpoLedypbl rocygapCTBEHHOM perucTpaumu
neKkapcTBEHHbIX NpenapaTos.

3. MocynapcTBeHHast perucTpaumns nekapcTBEeHHbIX NpenapaToB, 3a UCKIMYEHNEeM NEKapCTBEHHbIX
npenapatoB AN MeOWMLMHCKOTO NMPUMEHEHUs, MPEACTaBIEHHbIX Ha YKa3aHHYH perucTpauuil 4o AHs
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BCTYNJEHUs1 B cuNy HacTosero ®enepanbHOro 3akoHa, OCYLLECTBMSIETCA B COOTBETCTBMM C HACTOSLLMUM
depeparnbHbIM 3aKOHOM Ha OCHOBAHWMW AOKYMEHTOB WM AaHHbIX, NPEACTABIEHHbIX A0 AHS BCTYMNIEHUS B
cuny Hactosilero deaepanbHOro 3akoHa.

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

3.1. F'ocymapcTBeHHasi pernctpaumsi eKapCTBEHHbIX NpenapaToB AN MeAULMHCKOTO NPUMEHEHNS,
NPeAcCTaBneHHbIX Ha roCyAdapCTBEHHYK perucTpaumio A0 [OHS BCTYMNMEHUA B CUNY HacCTOSLLEro
depnepanbHOro  3akoHa, W rocyfapCcTBEHHas perncrpauus  nNekapcTBEHHbIX —npenapaToB  Ans
MEOWLMHCKOrO NPUMEHEHNs), NpeacTaBneHHbIX Ha 3KCNepTU3y NeKapCTBEHHbIX CpeacTB A0 [HA
BCTYMMEHUS B cuny Hactosiwero ®egepansHOro 3akoHa B LensX MX Nocneayrollen rocygapCTBeHHON
peructpaumm, OCYLLECTBIISIOTCA Ha OCHOBaHWM [OOKYMEHTOB W [aHHbIX, MPeACTaBMEHHbIX OO [AHS
BCTYMMEHNS B cuny Hacrtoswero degepanbHOro 3akoHa, a TakkKe 3asBleHWst O rocy4apCTBEHHOMN
peructpaummM FneKapCTBEHHOro npenaparta, MpeacTaBNEeHHOrO MNpPOM3BOAMTENEM  fleKapCTBEHHbIX
npenapaToB UM YNOSTHOMOYEHHbIM MM FIMLOM B COOTBETCTBUM C HacToAwmm PegepanbHbiM 3aKOHOM B
YNOSIHOMOYEHHbBIA  doegepanbHbIl  opraH wucnonHutensHon Bractv o 1 maprta 2011 roga, 6Ges
TpeboBaHWs ynnaTtbl rocy4apCTBEHHOW MOLUNWUHBI, NPeaYCMOTPEHHON 3akoHoAdaTenbcTBOM Poccuiickon
®epgepaumm o Hanorax n cbopax.

(vactb 3.1 B pea. PenepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.2. [llogTBepxaeHwe rocydapCTBEHHOW perucTpaumvM NekapcTBEHHbIX MpenapaTtoB  Ans
MEeOULMHCKOTO MPUMEHEHUS, NpeaCcTaBNeHHbIX AN MOATBEPXKAEHUS TrOCY4apCTBEHHOW perncrpauun oo
OHA BCTyNneHuWss B cuny HacTosiwero ®egepanbHOro 3akoHa, M MNOATBEPXAEHME TOoCyAapCTBEHHOW
peructpaumm nekapCTBEHHbIX MNpenapatoB ANA MeOWMUMHCKOrO MNPUMEHEHUS, MpeacTaBfeHHbIX Ha
3KCMEePTU3Y NEKAPCTBEHHbIX CPEACTB OO0 AHA BCTYNMeHMs B cuny Hactoswero denepanbHOro 3akoHa B
Luenax nocrneayloLwero MOATBEPXKOEHNA WX T[OCYOApPCTBEHHOW perncrpaumv, OCYLLUECTBASKTCSA Ha
OCHOBaHWN [OKYMEHTOB W [aHHbIX, MPEeACTaBMEHHbIX A0 [HA BCTYMMEHUS B CUMYy HacTOsLLEero
degepanbHOro 3akoHa, a Takke 3asiBNeHus O MOATBEMKAEHUM rOCyAapCTBEHHOW perncrpaumm
NeKapcTBEHHOro npenapaTta, NPeACTaBMEHHOro MPOM3BOAUTENEM FEKAPCTBEHHbIX MpenapaTtoB Wnm
YNOMHOMOYEHHbBIM MM fMLIOM B COOTBETCTBUM C HacToswmum degepanbHbIM 3aKOHOM B YNONTHOMOYEHHbIV
denepanbHbIl opraH ucnonHutensHon Bnactm go 1 mapta 2011 roga, 6e3 TpeboBaHusa ynnatbl
rocygapCTBEHHOM MOLWNHBI, NPefyCMOTPEHHOM 3akoHoaaTenbcTBom Poccuiickorn ®efepaumm o Hanorax
n cbopax.

(vacTb 3.2 B peq. ®egepansHoro 3akoHa ot 29.11.2010 N 313-03)

3.3. [llpuHATME pelweHNns O BHECEHUM WU3MEHEeHWA B [JOKYMEHTbl, codepxaluecs B
perucTpaumoHHOM [OCbe Ha 3apermcTpyMpoBaHHbIN JeKapCTBEHHbIM npenapat Ans MeAMLUHCKOro
NPMMEHEeHNs U NpeacTaBfeHHble A0 OHSA BCTYMNEeHWs B cuny Hactoswero degepanbHOro 3akoHa, U
NPUHATME peLleHns O BHECEHUN N3MEHEHWI B JOKYMEHTbI, cogepXalleecs B permcTpaumMoHHOM A40Cbe Ha
3aperncTpupoBaHHbIv NeKkapcTBEHHbIN NpenapaT AN MeaUUMHCKOro NpuMeHeHnsa 1 npeacTaBreHHble Ha
3KCMEePTU3Y neKapCTBEHHbIX CPeACTB A0 OHSA BCTYMNNeHWs B cuny Hactoswero deaepanbHOro 3akoHa,
OCYLLECTBMSAKTCA Ha OCHOBAHWU OOKYMEHTOB W AaHHbIX, MPeACcTaBneHHbIX A0 AHS BCTYMMEHUS B Cuny
HacToswero ®defepanbHOro 3akoHa, a TaKke 3asiBeHUs O BHECEHUUW WU3MEHEHWA B [OKYMEHTb,
cofepxalumecs B perucTpaurMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIN NeKapCTBEHHbIM npenapart Ans
MeOULMHCKOro MNpUMEHeHUs, MNpeAcTaBneHHOro npousBoauTeneM nekapCTBEHHbIX npenapaToB Wu
YNONTHOMOYEHHbIM UM NULIOM B COOTBETCTBUM C HacTosAwmm PegeparnbHbiM 3aKOHOM B YNOSIHOMOYEHHbIN
dedepanbHbI OopraH ucnonHutensHonm Brnactu o 1 mapta 2011 roga, 6e3 TpebosaHus ynnathbl
rocyaapCTBEHHON MOLUIMHbI, MPeAYCMOTPEHHON 3akoHogaTenbCcTBOM Poccuiickon depepaumm o Hanorax
n cbopax.

(vactb 3.3 B peq. PepepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.4. Bblgava paspemeHwﬁ Ha npoBegeHne KINMHNYeCKnx nccnegoBaHumn JNIeKapCTBEHHbIX
npenaparoB And MeguunHCKOro npuMmeHeHua no 3asBleHudam, nogaHHbIM 00 OHA BCTYMJNEHUA B CUny
HacTogdulero CDe,qepaanoro 3aKOHa, a TakkKe Nno 3adBlieHnAM, NoaaHHbIM Nocre OHA BCTYNNeHUa B cuny
HacTodulero CDe,qepaanoro 3akOHa Ha OCHOBaHuM 3KCNepTns, npoBeneHHbIX 00 AHA BCTYNJieHnAa B cUny
HacTogdulero CDe,qepaanoro 3aKOHa, ocyulecTBnAeTCcA B COOTBETCTBMM C HaACTOALMM d>enepaanb|M
3aKOHOM Ha OCHOBaHWUM OOKYMEHTOB U OaHHbIX, NpeacTtaBieHHbIX NN NOJTy4YEeHHbIX 40 OAHA BCTYN/eHNA B
cuny Hacrtodlwero Cbep,epaanoro 3aKOHa, a TakKke Ha OCHOBaHWW Konuu npegBapuTesibHOro goroesopa
obs3aTenbHoro CTpaxoBaHUA XXU3HU, 340pPOBbA NAaUMEHTOB, y4aCTBYHOLNX B KITMHUYECKOM UccrnenoBaHnm
NeKapCTBeHHOro npenapara Agna MeguumHCKOro npuMeHeHuda, mnm Konmm pgoroesopa obsi3aTenbHOro
CTpaxoBaHMA  XWU3HW, 300POBbA NnauneHTOoB, ydqyacTBywOwnx B KIMHUYECKOM ncecnengoBaHUn
NeKapCTBEHHOro npenapara anda MegunumHCKOro npmMeHeHud, nuéo I'Ipeﬂ,CTaBJ'IeHHOﬁ Konnn goroesopa
obsasarenbHoro CTpaxoBaHu4d, 3aKrnt4eHHOro B COOTBETCTBUMN C TUMNOBbLIMU npaBuiiamMmun obs3aTtenbHoOro
CTpaxoBaHUA, C YyKa3aHuem npe/:l,eanon YNUCNEHHOCTUN nNauneHToB, Yy4YacCTBYyWOLWMUX B KIMHUYECKOM
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uccrnegoBaHUM NeKapCTBEHHOro npenapata Ans MeAMUUHCKOro npumeHeHusi, 6e3 tpeboBaHus ynnarbl
rocyapCTBEHHOW MOLUSMHbI, NPeAYCMOTPEHHON 3akoHoaaTenbCcTBOM Poccuiickon ®Pepepaumm o Hanorax
n cbopax.

(vacTb 3.4 B peq. PepepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.5. 3apeructpupoBaHHble B MHOCTPaHHOW BanTe A0 OHS BCTYMMEHUS B CUMY HACTOSALLEro
degepanbHOro  3akoHa npedernbHble  OTMYCKHble  LEeHbl  MHOCTPaHHbIX  MNpou3BoAuTEnen  Ha
nekapcTBeHHble npenapaTtbl, BKMIOYEHHblE B MNEepeyYeHb >KU3HEHHO HEOOXOOAUMBIX W  BaXHEMLIUX
nekapcTBeHHbIX NpenapaToBs, noanexaTt nepecdeTty B pybnu no kypcy LieHTpanbHoro 6aHka Poccuickom
depepaumm Ha gaty, yctaHoBrieHHyto lNMpaButenbctBoM Poccuiickon Pepepauunmn, 6e3 npegcraBneHust
3asBIieHNs O nepecyeTe LeHbl C BHECEHWEM COOTBETCTBYHOLLMX U3MEHEHUI B rOCYAapCTBEHHbIV peecTp
npegernbHbIX OTNYCKHbIX LeH Npou3BoaUTENEN Ha NeKapCTBEHHbIE NMpenapaThl, BKOYEHHbIE B NEPEYEHb
XM3HEHHO HEOOXOAUMBIX Y BaXXHEMNLLMX NEKapCTBEHHbIX NpenapaTos.

(4acTb 3.5 BBegeHa dPeaeparnbHbiM 3akoHOM OT 11.10.2010 N 271-03)

3.6. 3apernctpuvpoBaHHble 0O [AOHS BCTYMINEHUs B cuny Hactosiwero ®epgepanbHOro 3akoHa
npegenbHble  OTMYCKHblE LUEeHbl POCCUMUCKUX MPOU3BOAUTENEN Ha JeKapCTBEHHble MpenapaTsl,
BKMIOYEHHbIE B MEpPeYEHb >KM3HEHHO HEOOXOAMMBIX W BaXKHENWMX NEeKapCTBEHHbIX MNpenapaTos,
nognexaT wuHaekcaumm ¢ 1 Hosi6psi 2010 roga ucxods M3 NPOrHO3MPYEMOrO YPOBHS WMHNSAUMK,
ycTaHoBreHHoro ®egepanbHbiM 3akoHOM oT 2 Aaekabps 2009 roga N 308-93 "O denepansHoM BrogkeTe
Ha 2010 roa v Ha nnaHoBbIn nepunog 2011 n 2012 rogos" Ha 2011 rog.

(vacTb 3.6 BBegeHa PepepanbHbiM 3akoHoM oT 11.10.2010 N 271-$3)

3.7. MNMocne 1 mapta 2011 roga He gonyckarTcsl NPOU3BOACTBO U BBO3 B Poccuiickyto Peagepauuto
NneKkapcTBEHHbIX NpenapaToB B yNakOBKax C MapKUPOBKON, KOTopas Obina HaHeceHa OO0 OHsSI BCTYNEeHUs
B cuny Hactosiwero degepansHoro 3akoHa. 10 nCTevYeHUn ykasaHHOro Cpoka OaHHble NEKapCTBEHHbIe
npenapaTbl MOFyT OTMNYCKaTbCH, peanu3oBbIBaTbCS, NepedaBaTbCs M NPUMEHSATLCA 00 UCTEYEHUS KX
Ccpoka rogHocTu.

(B pea. PepepanbHbix 3akoHOB 0T 29.11.2010 N 313-93, o1 06.12.2011 N 409-93)

4. Co pHs BCTynneHust B cuny Hactosuwero ®epepanbHoro 3akoHa n no 30 anpensa 2011 roga
BKMIOUMTENBHO  OOMyCKAaeTCA MNpPOBEOEHUE  IKCNepTu3bl  NIEKAPCTBEHHbIX CPeacTB  JKcnepTamu
9KCMEPTHOTO  YUYpEeXaeHUs A0 MNPOXOXAEHUS MMW  aTTecTauum B NOpsigke, YCTAHOBMEHHOM
YNOMHOMOYEHHbIM (beiepanbHbIM OpraHOM UCMOMHUTENBHOW BMNAaCTW.

5. Co gHA BCTynneHusa B cuny HacToswero degepansHoro 3akoHa u no 31 gekabpsa 2013 roga
BKMIOUUTENBHO OCYLLECTBMSETCA Nepexod K NpousBOACTBY feKapCTBEHHbIX CPeACTB B COOTBETCTBUM C
npasunaMmy opraHusauum npon3BoACTBa U KOHTPOMS KayecTBa feKkapCTBEHHbIX CPEACTB, YKa3aHHbIMU B
yactmh 1 crtatem 45 HacTtosiwero ®PepepanbHOro 3akoHa, B nonHoM obbeme. Cpoku nepexona
NPOM3BOACTBA MeKapCTBEHHbIX CPEeACTB K WX MNPOM3BOACTBY B COOTBETCTBMM C  KOHKPETHbIMM
TpeboBaHMAMM JaHHbLIX NPaBui, BKOYas CPOKM aTTecTaumm YNnOoSTHOMOYEHHbIX NUL, YKa3aHHbIX B YacTHaX
6 1 7 ctatbu 45 HacToswero degepanbHOro 3akoHa, yctaHaenvBatTcs [paBuTensctBoM Poccuimckon
denepaumm.

6. JluueHsMn Ha Npou3BOACTBO NEKapCTBEHHbIX CpPeAcTs, BblgaHHble Ao 1 aHBapa 2014 roga,
dewncteytoT nocrie 1 aHBaps 2014 roga 0O UCTEYEHUSA cpoka UX OEeNCTBUS MpU YCNOBUU COOTBETCTBUSA
nuueHsnMaTa npaBunaM opraHuMsauuu NpPOU3BOACTBA M KOHTPOMS KadecTBa NeKapCTBEHHbLIX CPeacTB,
yKa3aHHbIM B YacTu 1 ctaTtbu 45 HacTosiwero PepgepanbHOro 3akoHa.

7. ®opmupoBaHME rOCYOApPCTBEHHOIO 3afdaHusl Ha MpPOBEAEHME 3KCMepTM3bl JIEKAPCTBEHHbIX
cpencte deaepanbHOMy rocygapCTBEHHOMY OHOIKETHOMY YYpPEXOEHUIO MO MPOBEAEHUIO IKCMEPTU3bI
nekapCTBEHHbIX CpeAcTB U MHaAHCOBOE obecneveHne BbIMONIHEHMS 3TOr0 3a4aHWNsi OCYLLECTBIIAIOTCS B
nopsiake, yctaHosrneHHoM ®defnepanbHbIM 3akoHOM OT 12 aHBaps 1996 roga N 7-®3 "O HekoMMep4ecKMx
opraHmsaumnax".

(vacTb 7 BBegeHa denepanbHbiM 3akoHOM oT 29.11.2010 N 313-93)

Mpe3ngeHT
Poccuiickon depepaumm
O.MEOBELEB
Mocksa, Kpemnb

12 anpensa 2010 roga
N 61-93
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