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CnncoK N3MeHSILWNX JOKYMEHTOB
(B peg. PegepanbHbix 3akoHOB oT 27.07.2010 N 192-93,
ot 11.10.2010 N 271-®3, ot 29.11.2010 N 313-®3, ot 06.12.2011 N 409-93,
o1 25.06.2012 N 93-93, ot 25.12.2012 N 262-d3, ot 02.07.2013 N 185-3,
o1 25.11.2013 N 317-93, ot 12.03.2014 N 33-d3, ot 22.10.2014 N 313-03,
o1 22.12.2014 N 429-93 (pea. 13.07.2015), ot 08.03.2015 N 34-93,
o1 29.06.2015 N 160-93, ot 13.07.2015 N 233-93, ot 13.07.2015 N 241-93,
ot 13.07.2015 N 262-®3, o1 14.12.2015 N 374-®3, o1 29.12.2015 N 389-93,
ot 02.06.2016 N 163-®3, ot 03.07.2016 N 261-®3, ot 03.07.2016 N 305-93,
o1 03.07.2016 N 350-®3, o1 29.07.2017 N 242-®3, ot 29.07.2017 N 278-93,
o1 28.12.2017 N 425-93 (pen. 27.12.2019), ot 04.06.2018 N 140-®3,
o1 28.11.2018 N 449-93, o1 27.12.2018 N 511-®3, ot 06.06.2019 N 134-$3,
oT 26.07.2019 N 240-®3, ot 02.08.2019 N 297-®3, o1 27.12.2019 N 462-P3,
o1 27.12.2019 N 475-®3, o1 27.12.2019 N 478-93, o1 27.12.2019 N 481-93,
o1 26.03.2020 N 67-®3, ot 01.04.2020 N 98-®3, ot 03.04.2020 N 105-93,
ot 13.07.2020 N 206-®3, ot 08.12.2020 N 429-93, o1 22.12.2020 N 444-93,
ot 11.06.2021 N 170-®3, ot 02.07.2021 N 317-®3, ot 08.03.2022 N 46-03,
o1 26.03.2022 N 64-®3, ot 14.07.2022 N 311-d3, ot 20.10.2022 N 405-03,
o1 05.12.2022 N 502-93, ot 19.12.2022 N 519-93, o1 28.04.2023 N 149-93,
oT 28.04.2023 N 171-®3, ot 24.07.2023 N 341-®3, ot 04.08.2023 N 428-93,
o1 04.08.2023 N 474-®3, ot 19.10.2023 N 503-93)

Magea 1. OBLUUE NOJNTOXEHUA
Crtartbs 1. lpeameT perynupoBaHma HacToswero ®epepanbHOro 3akoHa

1. Hacrosiwmin ®egepanbHbii 3aKOH PEryniMpyeT OTHOLLEHWS, BO3HMKaKWLWMe B CBA3N C obpalleHuem -
pa3paboTkon, JOKITMHUYECKUMN nccrneaoBaHUsaMN, KIMMHUYECKMMN nccnenoBaHusaMN, 3KCNepTU3on,
rocyLapCTBEHHOW perncrpauuent, Co ctaHgapTusaumen u ¢ KOHTPONEM KavyecTBa, NPOM3BOACTBOM, U3rOTOBIIEHMEM,
XpaHeHneM, nepeBo3kor, BBO3oM B Poccurnckyto denepaumio, BbiBo3oM M3 Poccuiickon denepaunn, peknamon,
OTMyCKOM, peanu3aunen, nepegadyen, NPUMeHEHNEM, YHUUTOXEHMEM NIEKaPCTBEHHbLIX CPEACTB.

(B pea. ®PepepanbHoro 3akoHa ot 06.12.2011 N 409-d3)

2. Hactoswmin ®epgepanbHbii 3aKOH yCTaHaBMMBAET MNPUOPUTET FOCYOAPCTBEHHOIO pPeryrnMpoBaHust
6e3onacHOCTU, kKayecTBa M IPPEKTUBHOCTM NEKAPCTBEHHbIX CPEACTB MpU X oOpaLleHun.
(B peq. ®epepaneHoro 3akoHa ot 25.06.2012 N 93-03)

Cratba 2. Cpepa npumeHeHus HacTosiwero depnepanbHOro 3akoHa
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

Hactoawun ®egepanbHbIi 3akOH MNPUMEHSIETCA K OTHOLUEHMSIM, BO3HMKawWuMM npu  obpalieHun
neKkapCcTBEHHbIX CPeACTB Ha TeppuTopumn Poccunckon degepaumn.

CratbAa 3. 3akoHOgaTeNbCTBO 06 OOpaLleHUM NIeKapCTBEHHbIX CPeACTB

1. 3akoHogaTtenbcTBO 00 OOpalleHnMM NEeKapCTBEHHbIX CPeacTB COCTOUT M3 Hactosiwero demepanbHOro
3aKoHa, apyrnx dpeaepanbHbIX 3aKOHOB U MHbIX HOPMAaTUBHBIX NPaBOBbLIX akToB Poccunckon ®epepaumm.

1.1. 3akoHopatenbcTBO 00 oOOpalleHUM IEeKapCTBEHHbIX CPEACTB B OTHOLUEHUWN IOPUAMYECKUX UL, U
WHAMBUAOYyanbHbIX NpeanpuHUMarenei, OCYLLECTBSAWUX OEATENbHOCTE Ha TEeppuTOpUMM  MEeXOyHapOL4HOro
MEeAMLIMHCKOro KnacTtepa, NpMMEHSIeTCA C Y4eTOM 0coBeHHOCTeN, YyCTaHOBNEHHbIX PefeparnbHbiM 3aKOHOM OT 29
nioHs 2015 roga N 160-d3 "O mexayHapogHOM MELMLMHCKOM KnacTepe M BHECEHWM U3MEHEHWUA B OTAErNbHble
3akoHogaTenbHble akTbl Poccuinckon ®egepaunn'.

(vactb 1.1 BBegeHa ®PepepanbHbiM 3akoHoM OT 29.06.2015 N 160-93; B pen. demepanbHOro 3akoHa OT
04.08.2023 N 428-03)

2. [JeiictBMe HacToswero ®efepanbHOro 3akoHa PacrnpoCTpaHseTcsl Ha obpalleHne HapKOTUYECKMX
NEeKapCTBEHHbIX CPEACTB UM MCUXOTPOMHbIX JIEKAPCTBEHHBLIX CPEACTB C YYETOM OCOBEHHOCTEW, YCTAaHOBIEHHbIX
3akoHogaTtenbcTBoM Poccuiickoli defepauuym 0 HApKOTUYECKUX CPedcTBax, MCUXOTPOMHbIX BellecTBax U 06 ux
npekypcopax.

3. Oencrtene HacTosLero depepanbHoOro 3aKkoHa pacnpocTpaHsercs Ha obpalleHne
pagnodapmMaLeBTUYECKUX NIEKaPCTBEHHbLIX CPEACTB C Y4eTOM 0COOEHHOCTEN, YCTAHOBMNEHHbLIX 3aKOHOA4ATENbCTBOM
Poccurnckon ®egepaunm B obnactn obecneyeHnst pagmalmMoHHon 6e3onacHoCTu.

4. Ecnn mexpyHapogHbiM gorosopoM Poccuiickon ®depepaumn yCTaHOBMEHbI WHblE nNpasuna, 4Yem Te,
KOTopble MpedycMOTpeHbl HacToawum PegepanbHbIM - 3aKOHOM, MPUMEHSIIOTCA  MpaBuna  MeXxgyHapOogHOro
Aorosopa.

4.1. PelleHusi MEXroCyLapCTBEHHbIX OpraHoB, MPUHSITBIE HA OCHOBAHWM MONIOXKEHUN MEXOyHapPOOHbIX
poroBopoB Poccuiickon degepauunmn B nx UCTONKOBaHMM, NpotmBopedallem KoHctutyumm Poccuiickon denepaumum,
He nognexart ucnonHeHuo B Poccuiickon ®egepauun. Takoe NpoTMBOpeYMe MOXET ObITb YCTAHOBIEHO B NMOPSIAKE,
onpegeneHHom chegepanbHbIM KOHCTUTYLIMOHHBIM 3aKOHOM.

(vacTb 4.1 BBegeHa PenepanbHbiM 3akoHOM 0T 08.12.2020 N 429-03)

5. B Poccuickon degepaummn B COOTBETCTBUM C MEXAYyHaApOAHbIMKU goroBopamu Poccuickon ®egepauun m
(M) Ha ocHoBe MpWHUUNA B3aMMHOCTWU MPU3HAKTCHA pe3ynbraTtbhl KMMHUYECKUX UCCMegoBaHWi nekapCTBEHHbIX
npenapatos AN MEAMLNHCKOro NPUMEHEHNs, NPOBEAEHHbIX 3a nNpegenamMmu TeppuTtopun Poccuinckon degepaumn.

Ctatbs 4. OCHOBHbI€ NOHATUSA, ncnonb3yemMblie B HacToswem dJe.qepaanOM 3aKOHe

[nsa uenen HacTosaLlero d)ep,epaanoro 3akKOHa NCNonb3yrTCA crneayumne OCHOBHbIE NOHATUA:

1) NNeKapCTBeHHble cpeacTtBa - BeuwlecTBa UK UX KoMOMHauun, BCTynawwine B KOHTAKT C OpraHn3Mom
yerioBeka UM XmBOTHOTIO, NMPOHUKalLWmne B OopraHbl, TKAHW OpraHM3Ma 4erioBeka Unn XUBOTHOIO, NpUMeHAeMble
ana I'IpO(*)l/IﬂaKTI/IKM, ONarHoCTuKun (38 NCKITIOYEHMEM BELLEeCTB WM MX KOMOMHaUMKW, He KOHTakTupyrowmx ¢
OopraHn3mMomMm 4ernoBeka Wunn )KI/IBOTHOFO), neyeHnss 3aboneBaHus, pea6l/IJ'II/ITaLI,I/II/I, ana  coxpaHeHuA,
npenorspalleHna Uinn npepbiBaHUA 66peMeHHOCTM M nony4YeHHble U3 KpoBU, Nnia3mbl KpPOBU, N3 OPraHOB, TKaHewn
opraHnama 4enoBeka WIn >XMBOTHOIO, paCTeHI/IIZ, MUHEepanoB MeTogamMm CUHTE3a Win C MNpUuMeHeHunem
oGuonoruyecknx TexHonornn. K NleKapCTBeHHbIM CpeacTBaM OTHOCATCA d)apMaLl,eBTl/l‘-leCKl/le Cy6CTaHLI,l4M n
JleKapCTBEHHbIE Nnpenaparthl;

2) dapmaueBTmdeckas cybcTaHuMsi - nekapCTBEHHOE CpPEeACTBO B BMAE OAHOMO WM HECKOSbKUX
obragarowmnx ¢apmMakoriormyeckon akTMBHOCTbIO [ENCTBYHOLUMX BELLECTB BHE 3aBMCUMOCTU OT MNpUpOAbI
NPOUCXOXOEHUSA, KOTOpOe MnpeaHasHayeHOo ANnd MPOM3BOACTBA, W3rOTOBMEHMS IeKapCTBEHHbIX npenapaToB U
onpegensieT nx aEKTUBHOCTb;

(n. 2 B pea. PenepanbHoro 3akoHa oT 22.12.2014 N 429-93)
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

3) BCnomoratesibHble BewecTBa - BeuleCtBa HEOpraHn4eckoro win opraHn4eckoro nponcxoxaeHud,
ncnornb3dyemble B MNpouecce npoun3BoacTBa, WU3rOTOBNIEHUA JEKAPCTBEHHbIX npenapartoB OnAa npuaaHnda UM
HeobXoaAMMbIX CbVISVIKO-XVIMVI‘-IeCKVIX CBOWCTB;

4) nekapCTBEHHble MpenapaTbl - NIeKapCTBEHHbIE CPEACTBA B BuAE NEKAPCTBEHHbIX (DOPM, NMPUMEHSEMbIE
AN NpouNakTUKK, AMarHOCTMKKU, nedeHust 3aboneBaHusi, peabunutaumm, Ons CoxpaHeHus, npenoTBpalleHus
UNn npepbiBaHNsi 6epeMEHHOCTY;

5) nekapcTBeHHass )opMa - COCTOsIHME JleKapCTBEHHOrO npenapaTta, COOTBETCTBYyHLlee crnocobam ero
BBEAEHUS N NPUMEHEHUS U obecnednBarolLee JOCTUXKEHNE HeoBXoaAMMoro nevedHoro adhdekra;

5.1) po3upoBka - cogep)kaHMe OOHOro WIM HECKONMbKMX AEeNCTBYHOLNX BELECTB B KONMUYECTBEHHOM
BbIPaXXEHUN Ha eduHMUYy A03bl, NN eauHuly obbema, Mnu eauMHULy MacCbl B COOTBETCTBUM C FEKapCTBEHHOM
dopmoit NMnBo AN HEKOTOPbIX BUAOB NeKapCTBEHHbIX (DOPM KOMNMYECTBO BbICBOOOXOAEMOro U3 NekapCcTBEHHOMW
hopMbl AENCTBYIOLLIErO BELLECTBA 3a eAUHULLY BPEMEHU;

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

6) nepeyvyeHb >XM3HEHHO HEeOBXOAMMbLIX W BaXHEMWLMX feKapCTBEHHbIX MpenapaToB - yTBepXAaeMbli
MpaButensctBoM Poccuiickon Pegepauum nepeveHb NEeKapCTBEHHbIX npenapaToB  ANS  MeauUMHCKOro
npMMeHeHus1, obecneumBaloLWMX MNPUOPUTETHbIE NOTPEOHOCTM 3OpaBOOXpaHeHMs B LUensax NpoUNakTukM u
neveHuns 3abonesaHuin, B TOM Yncne npeobnagatowmx B CTpykType 3abonesaemoctn B Poccuickon ®eaepaunn;

(B pen. ®PenepanbHoro 3akoHa ot 13.07.2020 N 206-$3)

6.1) opdaHHble nekapCTBeHHble npenapaTtbl - feKapCcTBeHHble npenaparbl, MNpeAHa3HaYeHHble
NCKMIOYNTENBHO ONA OUArHOCTUKM UMM NaTOrEHETUYECKOro fnevYeHns (NeYeHnsi, HanpaBneHHOro Ha MexaHu3m
pa3BuTuA 3abonesaHuns) pegkmx (opdaHHbIX) 3abonesaHnin;

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

KoHcynbraHnTlntoc: npumevaHue.
C 01.04.2024 B n. 6.2 cT. 4 BHOocsTCA uameHeHust (P3 ot 04.08.2023 N 466-P3). Cm. OyayLlyo pegakuuio.

6.2) BuonorvyeckMe nekapCTBeHHble MpenapaTtbl - NeKapCTBeHHble npenapatbl, eNCTBylollee BeLeCTBO
KOTOPbIX MPOM3BEAEHO UIM BbIAENEHO M3 BMONOrMYEecKOro MCTOMHWKA U ANsi ONpeaeneHusl CBOMCTB U KadecTBa
KOTOpbIX Heobxoguma KOMOMHauums ©Ouonormdyecknx u  (OU3UKO-XMMUYECKMX MeTogoB. K Guonorndeckum
NeKapCTBEHHbIM MpernapataMm OTHOCATCA UMMYHOOMOMOrMyeckne nekapcTBEHHble Npenapathbl, NeKapCTBEHHbIE
npenaparbl, NOMy4YeHHblIE U3 KPOBM, MMas3Mbl KPOBWU YENOBEKa M XMBOTHbIX (3@ WMCKMOYEHMEM LEMNbHOW KPOBMU),
OMOTEXHONOrMYEeCKNe NiekapCcTBEHHbIE NpenapaThl, reHoTepaneBTUYECKME NleKapCTBEHHbIE Npenaparhbl;

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

7) MMMYyHOOMONOrMYeckMe NeKapCTBEHHbIE NMpenapatbl - NeKapCTBEHHblE Mpenapartbl, NpegHa3HayYeHHble
ans opMMpoBaHMS aKTMBHOMO WM MACCUBHOTO MMMYHMTETA NMOO AMArHOCTUMKU Hannyuus MMMYHUTETa WK
ONarHoCTUKM cneumnduryeckoro nNpMobpPETEHHONO U3MEHEHNST MMMYHOMOrMYECKOro OTBETA Ha anneprusvpytowme
BewectBa. K MMMyHOOMONOrM4ecknM neKapCTBEHHbIM MpenapataMm OTHOCSTCS BaKUMHbI, aHAaTOKCUHbI, TOKCUHBI,
CbIBOPOTKN, MUMMYHOITIOOYNMHbI U anneprexsbi;

(n. 7 B pea. PenepanbHoro 3akoHa oT 22.12.2014 N 429-93)

7.1) OWOTEXHOMOIMYecKne IneKapCTBEHHbIE TMpenapartbl - JIeKapCTBEHHblEe Mpenaparbl, MNPOM3BOACTBO
KOTOPbIX OCYLLECTBNSAETCA C UCMONMb30BaHNEM OMOTEXHONMOIMYECKNX MpoLieccoB u metogoB (B ToM uumcne OHK-
PEKOMOVHAHTHON TEXHOMOMMW, TEXHOSIOMMU KOHTPONMPYEMOW SKCMPECCUUN TEHOB, KOOUPYIOLLMX OMONornvecku
aKTUBHbIE OenkM B MpoKapuoTax U 3yKapuoTax, BKMOYas M3MEHEHHbIE KITETKU MITEKOMUTAIOLLMX), TMOPUOOMHOIO
MeToda M MeTOA4a MOHOKITOHamNbHbIX aHTUTEN;

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

7.2) reHOTepaneBTUYECKME NEKAPCTBEHHbIE Mpenaparbl - NIeKapCTBEHHbIE Mpenaparbl, hapMaueBTuyeckast
CybCTaHUUA KOTOPbIX SABNSETCS PEKOMOVHAHTHOW HYKNENHOBOW KUCHOTOW UMW BKMOYAET B ceba peKOMOUHAHTHYHO
HYKNEWHOBYIO KUCMOTY, MO3BOMSIOLLYI0 OCYLIECTBMATbL perynupoBaHue, penapauuio, 3ameHy, gobasneHue unu
yAaneHue reHeTUYeCcKom NocneaoBaTeribHOCTY;
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

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

8) HapkoTMyeckume nekapCTBEHHble CpeacTBa - JleKapCTBEHHble npenapaTtbl UM dapmaueBTudeckmne
cyGCcTaHuuKn, coaepxalime HapKkoTUYeckue cpeactBa W BKMOYEHHble B [lepeyeHb HApPKOTUYECKMX CPEencTB,
NMCUXOTPONMHbIX BELLIECTB 1 UX NMPEKYPCOPOB, nognexalunx KoHTponto B Poccuiickon ®egepaunm, B COOTBETCTBUU C
3akoHogaTenbcTBoM Poccunckon ®depepaumu, mexayHapogoHbiMu gorosopamu Poccuickon depepauuun, B TOM
yucne EanHom KoHBeHUMEN O HapKoTudecknx cpeacteax 1961 roga;

9) ncuMxoTponHble fekapCTBEHHble CpeAcTBa - JlekapCTBEHHble npenapatbl U dapmaueBTuyeckue
cybcTaHuun, codepxalume MCUXOTPONHbIe BeLlecTBa W BKIOYEHHble B [lepevyeHb HapKOTUYeCKMX CpencTs,
NMCUXOTPONMHbIX BELLIECTB 1 UX NMPEKYPCOPOB, nognexalunx KoHTponto B Poccuiickon ®egepaunm, B COOTBETCTBUU C
3akoHogaTenbCcTBoM Poccunckon depepaumu, mexayHapogoHbiMu gorosopamu Poccuiickon ®depepauuun, B TOM
yncne KoHBeHumen o ncuxoTponHbix Bewecteax 1971 roga;

10) pagmoapmaLeBTUYeCcKne NekapCcTBEHHbIE CPeCTBa - NeKapCTBEHHbIE CPEACTBa, KOTOpble coaepXarT B
roTOBOW [N UCMOMb30BaHUs opMe OAMH PaAMOHYKNUA WU HECKOMbKO pafWOHYKNUAOB (pafnoaKTUBHbBIX
N30TOMNOB);

10.1) opurnHanbHbI NEKapCTBEHHbIN MpenapaTr - NeKapCTBEHHbIM npenapar € HOBbIM AENCTBYIOLUM
BELLEeCTBOM, KOTOpbIN NepBbIM 3apernctpypoBaH B Poccunckon ®egepaumm nnm B MHOCTPaHHLIX rocygapcTaBax Ha
OCHOBaHUW pe3ynbTaToB AOKMUHUYECKMX UCCReaoBaHWN NeKapCTBEHHbIX CPEACTB M KIMHUYECKUX UCCneqoBaHui
neKapcTBEHHbIX NpenapaTtoB, NOATBEPXAaLMX ero ka4ecTBo, 3PeKTMBHOCTb U 6e30nacHOCTb;

(n. 10.1 BBeaeH ®eagepanbHbIM 3akoHOM OT 27.12.2019 N 475-93)

11) pedbepeHTHbIM MeKkapCTBEHHbLIN MnpenapaTr - feKapCTBEeHHbIW Mpenapat, KOTOpbi MCMonb3yeTca Ans
OLEHKN OMO3KBMBANEHTHOCTU WM  TepaneBTUYECKON 9SKBUBANEHTHOCTM, KadecTBa, 3P(PEKTUBHOCTU MU
©e30nacHOCTM  BOCMPOU3BEAEHHOrO FNEKApCTBEHHOrO npenapata unm  GuoaHanorosoro  (6uonogo6HOro)
nekapcTBeHHoro npenapata (6uoaHanora). B kayectBe pedepeHTHOro meKkapCTBEHHOro mnpenapara Ans
MEOULMNHCKOrO NMPUMEHEHMUS UCMOMb3YEeTCs OpPUIMHanbHbIN fIeKapCTBEHHbIM npenapat nnbo, ecnu opurMHarnbHbIn
NeKapCTBEHHbIN NpenapaTt He 3aperucTpupoBaH UNM He Haxoautcst B obopoTe B Poccuickon Pepepauum m He
HaxoguTcs B 00OpOTE B MHOCTPaHHbIX FOCY4ApCTBaX, BOCMPOWM3BELAEHHLIN JIEKAPCTBEHHbBIM MNpenapar unu
H6uoaHanorosbii (buonogobHbIN) NekapCTBEHHbIN Npenapat (buoaHanor), KOTopbI NepBbiM 3aperncTpupoBaH u3
yncna Haxogsawmxcs B obopote B Poccunckon ®Pepepaumv, OGMOSKBMBANEHTHOCTb MMM TepaneBTudeckas
9KBMBANIEHTHOCTb, KavyecTBO, 3(eKTUBHOCTL M 6Ee30MacHOCTb KOTOPOro OLEHMBanMCb MO OTHOLUEHUIO K
OpUrMHanNbHOMY JEeKapCTBEHHOMY MpenapaTty, a Takke KayecTBO, 3(pdeKTMBHOCTb U 6e30MacHOCTb KOTOPOro
NOATBEpPXOATCA pesynbratamu  ¢apMakoHag3opa W MNPOBEPOK COOTBETCTBMSA JIEKAPCTBEHHbIX CPEACTB,
HaxXo4sLLMXCA B rpaXKgaHCKOM 060poTe, YCTaHOBMNEHHLIM TpeboBaHMSAM K nx kadecTBy. B kauectBe pedepeHTHOro
NeKapCTBEHHOro npenaparta g BETEPUHAPHOINO MPUMEHEHUS MCMONb3YETCA NEKapCTBEHHbLIN npenapar Ans
BETEPMHAPHOIO MNPUMEHEHUs, 3aperncTpupoBaHHbii B Poccuinckon depepaumm Ha OCHOBaHUW pPe3yrnbTaToB
OOKINMUHNYECKUX UCCRefoBaHWUMA  NIEKAPCTBEHHbIX CPEACTB UM KIIMHUYECKMX WUCCMNEAOBaHWA  NeKapCTBEHHbIX
npenapaToB, NOATBEPXOALLNX ero Ka4ecTBo, 3PEKTMBHOCTbL M 6E30MaCHOCTh;

(n. 11 B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 475-93)

12) BoOCMpOU3BEAEHHbIM NEKAapCTBEHHbIN Mpenapat - JIeKapCTBEHHbIN Mpenapat Ans  MeAWLMHCKOro
NPUMEHEHWS, KOTOPbIM NMEET SKBMBANEHTHbIN peepeHTHOMY fiekapCTBEHHOMY npenapaTy KayeCTBEeHHbIN CocTaB
N  KONMMYECTBEHHbLIN COCTaB [OENCTBYIOLWMX BELLECTB B OKBMBANIEHTHOW JekapcTBeHHOW dopme, nmbo
nekapcTBEHHbIN MNpenapaTt And BeTepUHAPHOro MPUMEHEHUs, KOTOpPbIM UMEET Takue Xe, YTO U pedepeHTHbIN
neKkapCcTBEHHbIN Npenapar, Ka4eCTBEHHbIN COCTaB M KONMMYECTBEHHbIN COCTaB OEUCTBYIOLWNX BELLECTB B TaKOMW Xe
NeKapCcTBEHHOW  ¢popme,  OMOSKBMBANEHTHOCTb UMM TepaneBTUYecKass  SKBMBAIIEHTHOCTb  KOTOPbIX
COOTBETCTBYOLWEMY  pedepeHTHOMY  NeKkapCTBEHHOMY npenapaTty MOATBepXAeHa  COOTBETCTBYHOLLMMMU
nccnefoBaHNsaMU;

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

12.1) TepaneBTMYEeCKass 9SKBMBANIEHTHOCTb JIEKAPCTBEHHbIX MNpenapartoB - AOCTUXKEHWE KIIMHWUYECKM
conocTaBUMbIX TepaneBTuyeckoro acpdekta n nokasarenen ahdekTMBHOCTM n 6e3onacHOCTM Npy NPUMEHEHUU
neKapcTBeHHbIX NpenapaToB ANS MEeAULIMHCKOTO NMPUMEHEHUS, UMELWMX OOHO MeXOyHapoaHoe HernaTeHToBaHHOoe
(M xummyeckoe, MAM rPyNMUPOBOYHOE) HaMMEHOBAaHWE, B 3KBMBANEHTHbLIX AO3MPOBKAax MO OOHUM W TEM Xe
MoKasaHMsAM K MPUMEHEHUIO 1 MPU OQNHAKOBOM Criocobe BBeAEHWS Y OAHOMW U TOW e rpynnbl GOMbHbIX;
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

(n. 12.1 B peq. PegepanbHoro 3akoHa ot 27.12.2019 N 475-03)

12.2) ©wnoaHanoroBeln (6nonogobHbIM) NekapCTBeHHbI npenapaTr (6uoaHanor) - 6Guonornyeckui
nekapCTBEHHbIN Npenapart, CXOXUin MO napameTpamMm kavectBa, 3PEKTMBHOCTU N B6e30nacHOCTN C pedepeHTHbIM
BMonorn4yeckMMm nekapcTBEeHHbIM MpenapaTtoM B TaKOW Xe MeKapCTBEHHOW opMe U UMeLWUA NUOEeHTUYHbIN
cnocob BBeaeHus;

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

12.3) B3aMMo3aMeHsieMblll NEeKapCTBEHHbLIM nNpenapar - NeKapCTBEHHbI npenapar C [AOoKa3aHHOW
TepaneBTUYECKON IKBMBANEHTHOCTbIO UM BGMO3KBUBANEHTHOCTBIO B OTHOLLEHUN ped)epeHTHOro fekapCTBEHHOMO
npenaparta, UMeKLNA SKBUBAINEHTHbIE €My KayeCTBEHHbIN COCTaB M KOMWYECTBEHHbIA COCTaB AEWCTBYHOLLUX
BELLEeCTB, COCTaB BCOMOraTesnbHbIX BELWECTB, TeKapcTBEHHY hopMy 1 cnocob BBeaeHUS;

(n. 12.3 BBeaeH ®eagepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

12.4) GWO3KBMBANEHTHOCTb JIeKApCTBEHHbIX MNpenapartoB - [AOCTWXKEHWE COMoCTaBMMbIX MoKasarenen
CKOPOCTM BCaCbIBaHWUs, CTEMEHW MOCTYNSIEHNs K MeCTy OeVCTBMSA U CKOPOCTU BblBEAEHUS OLHOMO MMM HECKOMbKMX
obnagarwmx apmakonornyeckon akTUBHOCTbIO [AEWCTBYIOLWMX BeLeCcTB MpU MNPUMEHEHUW NeKapCTBEHHbIX
npenapaToB ANA MEAMUMHCKOrO MPUMEHEHWS, WUMEKLMX OAHO MEXAyHapodHOe HenaTteHTOBaHHoe (unu
XMUMUYECKOE, UMK TPYNNMPOBOYHOE) HAMMEHOBaHWE, B 3KBMBANEHTHbIX OO3MPOBKaxX W Npyu OAMHAKOBOM crnocobe
BBEAEHUS;

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

13) nekapcTBEHHOE paCTUTENbLHOE CbIpbe - CBEXWE WU BbICYLUEHHbIE pacTeHusi nMbo uX 4acTu,
ncnonb3yemble Ans NPOM3BOACTBA NEKapCTBEHHbLIX CPEACTB OpraHU3aumsiMu - NMPOM3BOAUTENSIMU NEKapCTBEHHbIX
CPeacTB WM M3rOTOBMEHMUSI NIEKApCTBEHHbIX NpPenapaTtoB  anTeyHbIMU  OpraHu3auusimy, BeTepUHapPHbLIMM
anTeyHbIMM  OpraHu3auusMy,  WMHAMBUAOYanbHbIMW  MPEANpUHUMATENAMK,  UMEKLWMMKU  JIULEH3NI0  Ha
dhapmaLeBTUYECKYIO AeATENbHOCTb;

14) nekapCTBeHHbI pacTUTENbHbIM nNpenapaT - feKapCTBEHHbIN Mpenapart, MPOU3BEAEHHbIN Unn
W3roTOBMEHHBIN M3 OOHOIO BMAA NEKAPCTBEHHOIO PacTUTENbHOIO CbiPbsl UMW HECKOSBbKMX BMAOB TaKoro Chipbs U
peanu3yemsbiii B pacacoBaHHOM Bue BO BTOPUYHOW (MOTPeOMTENLCKOM) YNakoBKe;

15) romeonatMyeckuin NeKapCTBEHHbLIN npenapaTr - JeKapCTBEHHbI npenapat, NPOM3BEOEHHbIN UMK
N3roTOBMEHHbIN K3 (papmaueBTUYECKON CyOCTaHuMM WnuM dapMaueBTUYecKnx cybcTaHuun B COOTBETCTBUU C
TpeboBaHMAMM 0OOWMX papmakonewmHbIX CTaTen K romMeonartMyeckum mneKapCTBEeHHbIM npenaparam unm B
COOTBETCTBUM C TpeboBaHuAMN dhapmakoneun CTpaHbl NPON3BOANTENS TAKOro NeKapCTBEHHOMO Npenapara;

(n. 15 B pea. ®eagepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

16) MexayHapoaHOe HenaTeHTOBaHHOE HauMeHOBaHMEe JIEKapCTBEHHOMO CpeacTBa - HauMeHOBaHue
JelicTBytollero BellecTBa apmaueBTMdeckon cybcTaHuun, pekomeHaoBaHHOe BceMupHol opraHu3aumen
30paBOOXPaHEHUS;

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

17) TOproBoe HauMMEHOBaHWE FeKapCTBEHHOINO CpeacTBa - HaMMEHOBaHWE IeKapCTBEHHONO CpencTBa,
MPUCBOEHHOE ero paspaboTyMkoM, JepxaTtenem wnu BrnagenbLeM PerMcTpauMoHHOIO  YAOCTOBEPEHMUS
rnlekapCTBEHHOro npenapara;

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

17.1) rpynnuMpoBOYHOE HaMMEHOBaHWE fEeKapCTBEHHOINO npenapara - HauMeHOBaHWEe J1eKapCTBEHHOro
npenaparta, He UMeLLEero MexXayHapoAHOro HeNaTeHTOBaHHOIO HaMMEHOBaHWS, UM KOMOVHaLUUK NeKkapCTBEHHbIX
npenapatoB, WCMonb3yemoe B Lensx obbeavHeHWs ux B rpynny no4 eavHbiM HavMEHOBaHWEM ucxogsd Y3
OMHaKOBOro cocTaBa AeNCTBYIOLUX BELLECTB;

(n. 17.1 BBeaeH denepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

18) obwasa cdapmakoneriHasa cTatbs - AOKYMEHT, YTBEPXKAEHHbIN YNONHOMOYEHHbIM deaepanbHbiM OpraHoMm
WCMOSNTHUTENBHOW BRAacTu 1M COAepXalluii nepeyveHb nokasartenen kadectsa M (MnM) METOAOB KOHTPOMS KavecTBa
KOHKPETHON FfeKapCTBEHHOW OPMbl, NEKapCTBEHHONO PacTUTENbHOMO CbIpbs, ONMUCAHUS BUONOrMYeckuX,
BUOXMMUYECKNX, MUKPOBMONOrMYECKMX, (UINKO-XUMNYECKUX, UNYECKNX, XMMUYECKMX W OPYrMx MeTodoB
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

aHanusa nekapCTBEHHOrO CpeacTBa, a Takke TpeboBaHUsi K UCMOMb3yeMbiM B LEMsSX NPOBeAEHUs [aHHOro
aHanusa peakTuBam, TUTPOBAHHbLIM pacTBOpaMm, MHAMKaTopam;
(B peq. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

19) dapmakonenHas cTaTbs - OOKYMEHT, YTBEPXAEHHbIA YMNOMHOMOYEHHbIM deaepanbHbiM  OpraHoMm
WCNOMHUTENBHOM BRacTM W CcodepXallui nepedeHb NokasaTenen kadecTBa M METOAOB KOHTPOMs KayecTBa
neKapCcTBEHHOrO CpeacTBa;

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

19.1) ctaHgapTHble obpasLbl - BeLwecTsa, NOCPEACTBOM CPaBHEHUSI C KOTOPbIMU OCYLLIECTBNAETCA KOHTPOSb
KadecTBa UccriegyemblX NEeKapCTBEHHbLIX CPEACTB C MOMOLLBI (PU3NKO-XUMUYECKUX U BMOMNOrMYeckux MeTOLOB B
Luensx noaTBEepPXOEHUS1 COOTBETCTBUS NEKapCTBEHHbIX CPeAcTB TpeboBaHMSM HOPMAaTMBHOW [OKYMEHTaLuK,
YCTaHOBMEHHbIM MPW OCYLLECTBNEHWUM FOCYAapPCTBEHHOW pPerncTpaunm, U KoTopble NPUMEHSIOTCS ANs KanubpoBKu
CTaHZapTHbLIX 00pa3sLoB NPOM3BOANUTENS NEKAPCTBEHHbLIX CPEACTB, UCMONb3yeMbIX ANt KOHTPOS KayecTBa U MHbIX
uenew npu obpalleHnmn neKkapcTBEHHbIX CPEACTB;

(n. 19.1 BBeaeH ®eagepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

19.2) dhapmakonenHbln cTaHAapTHLIV obpasel, - cTaHA4apTHbIN obpasel, NPOM3BE4EHHbIN B COOTBETCTBUU C
hapmakonenHon cratben;
(n. 19.2 BBeaeH ®eagepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

20) HopMaTMBHasi OOKYMEeHTauusi - OOKYMEHT, coaepallui nepeyeHb OonpeaensieMbliX Mo pesynbratam
COOTBETCTBYHOLLMX IKCMEPTM3 rNoKasaTenei kayecTBa NieKapCTBEHHOrO CPeAcTBa ANsl MeAMULMHCKOro NpUMEHEHUS,
METOZOB KOHTPOSISl €ro Ka4ecTBa W YCTAHOBJIEHHbIV €ro Npou3BoaUTENEM;

21) HOpMaTWMBHbIA [OOKYMEHT - [OKYMEHT, COAepXaluMn nepedyeHb OnpegensemMbix Mo pesynsratam
COOTBETCTBYIOLUMX IKCMEpTM3 Mnokasatenen kavyectsa WM (MnM) METOOOB KOHTPOMNSA KadecTBa JleKapCTBEHHOW
dopMbl, onucaHus Buonornyecknx, BUoXMMMYeckux, MUKPOBMONOrMYecknx, MU3INKO-XUMUYECKUX, (U3NYECKUX,
XUMUYECKMX U APYIMX METOAOB aHanu3a rfekapcTBeHHbIX CPpeAcTB ANs BETEPUMHAPHOro NpuMeHeHus, TpebosaHms K
ncronb3yemMbiM B LeNsiX NpoBedeHUs 4aHHOro aHanvsa peakTuBamM, TUTPOBAaHHbIM pacTBOpaM, WUHAMKaTopam u
YCTaHOBIEHHbIV €ro NPon3BoaNTENEM;

21.1) oOLWMIN TEXHUYECKUIN OOKYMEHT - KOMMIEKT OOKYMEHTOB M MaTepuarnoB, COCTOALLMIA M3 HECKONbKUX
pasgenoB - OOKYMEHTauun agMUHUCTPATMBHOMO XapakTtepa, XMMUYeckon, hapMaLeBTUYeCKOn 1 BMonornyeckom
OOKyMeHTaumn, apmMakorormyeckon, TOKCUKOMOIMYECKON [OOKYMEHTaLMW, KIUHUYECKOW OOKYMEHTaumm Wu
NnpeacTaBnsemMblii OOHOBPEMEHHO C 3asiBIEHWEM O FOCYAapCTBEHHOW perncrpauum nekapCTBEHHOro npenapara
ONs  MeauMUMHCKOro MnpvMeHeHuss B dopmaTte, YCTaHOBMEHHOM YMOMHOMOYEHHbIM deaepanbHbIM  OpraHoMm
NCMOSTHUTENbHOW BNacTu;

(n. 21.1 BBegeH ®eaepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

22) Ka4yecTBO JIEKapCTBEHHOr0 CpeACcTBa - COOTBETCTBME JIEKAPCTBEHHOrO cpeactBa TpeboBaHMAM
dapmakonenHon crtatbn nMBO B Cryvyae ee OTCYTCTBUSI HOPMAaTUBHOW [AOKYMEHTauuMum WM HOPMaTUBHOMO
OOKYMEHTa;

23) 6e3onacHOCTb J1eKapCTBEHHOIO CpeacTBa - XapakKTePUCTUKa J1ieKapCTBEHHOIo cpeacTtBa, OCHOBaHHaA Ha
CpaBHUTENTbHOM aHanmae ero SCbeeKTMBHOCTVI N pUCKa NnpuninHeHnda spena 3gopoBbio;

24) 3apeKTUBHOCTb JIEKAPCTBEHHOIO Mpernapara - XapaKTepuUCTMKa CTEMEHU MONOXUTENbHOrO BITUSIHUS
NeKapCTBEHHOIO Mpenapata Ha TevyeHwe, MpOAOIKUTENbHOCTL 3aboneBaHus wunu ero npegoTBpalleHune,
peabunuTaumio, Ha coxpaHeHue, NpeaoTBpaLleHue nnm npepbiBaHne 6epemMeHHoOCTY;

25) cepua nekapcTtBeHHOro cpeacrtBa - KOnMU4ecTBO JiEKapCTBEHHOro cpeacrtBa, npou3BegeHHOoEe B
pesynbrate ogHOro TeXHOJI0rM4eCcKoro Lukrna ero npon3soanTenemMm,

26) pernctpaunoHHOe YAOCTOBEpPEHWE MNeKapCTBEHHOro npenaparta - AOKYMEHT, MoATBepaalowmini dakt
rocyaapCTBEHHON perncTpaLmmn nekapcTBEHHOro npenapara;

26.1) oepxarenb wunun Bnageney pernctpaunmoHHOro yaoCTtoBepeHUdA JeKapCTBEHHOro npenapara -
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

pa3paboTyMK NekapCTBEHHOIO cpeacTBa, MPOU3BOAUTENb NIEKAPCTBEHHbBIX CPEACTB UMM MHOE HpUanYeckoe nuuo,
obnagawllee NpaBOM BRafdeHUs PerMcTpauMoOHHbIM YOOCTOBEPEHUEM, KOTOPbIE€ HECYT OTBETCTBEHHOCTb 3a
KadyecTBO, 3(phEeKTUBHOCTL M HE30MacHOCTb NleKapCTBEHHOTO Npenapara;

(n. 26.1 BBegeH ®enepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

27) perucTpaumoHHbIii HoMep - kogoBoe 0603HayYeHue, NPUCBOEHHOE feKapCTBEHHOMY npenapaTty npu ero
rocyaapCTBEHHON perucTpaumu;

28) obpallueHue nekapcTBEHHbIX CPeACTB - pa3paboTka, AOKMMHUYECKME WCCMNEedOBaHWs, KIMHUYECKMe
nccrnefoBaHus, 3KCMepTu3a, roCydapCTBEHHAst perucrpauus, CcTaHgapTusaumMs U KOHTPOSib  KavecTBa,
Npov3BOACTBO, U3rOTOBIEHME, XpaHeHue, nepeBo3ka, BBo3 B Poccuiickyio deaepaumio, BbiBO3 U3 Poccuiickon
denepauun, peknama, oTnyck, peanusaumns, nepegaya, NPUMEHEHUE, YHUUTOXEHNE NEKAPCTBEHHbLIX CPEACTB;

(B pea. ®PeapepanbHoro 3akoHa ot 06.12.2011 N 409-93)

29) cybbekTbl 06palleHnsl NeKapCTBEHHbIX CPEACTB - (IU3NYeckuMe nuua, B TOM YWCne WHAMBUAOYanbHble
npeanpuHUMaTteny, U lopuaMyeckue nuua, OCYLLECTBMSOWME OEATENbHOCTb NPU O6palleHUN NeKapCTBEHHbIX
CpeacTs;

30) paspaboTumk nekapCTBEHHOrO CpeacTBa - oOpraHuMsauus, obnagawowasi npaBamMm Ha pesynbrarhl
OOKMUHUYECKNX  UCCIefoBaHUA  NeKapCTBEHHOTO CPEACTBA, KIMMHWMYECKUX WUCCredoBaHWui  NIeKapCTBEHHOIO
npenaparta 1 (Mnun) Ha TEXHOSOIMI0 MPOU3BOACTBA NIEKAPCTBEHHOIO CPEACTBA;

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

31) npon3BoACTBO J1€KapCTBEHHbIX CpeacCTB - OeATEeNIbHOCTb MO MNpPOM3BOACTBY JIEKapCTBEHHbIX CpeacTB
opraHnsauuammn - npounssognTendamMum nekapCTBeHHbIX CpeacTB Ha OOHOW CTaguun, HECKONbKUX UMK BCEX CTaausiX
TeXHOJ10r'M4eCKoro npotecca, a Takke no XxpaHeHuo n peanndaumm npomseeneHHbIX NekapCTBeHHbIX CPeacTB;

31.1) npou3BoACTBEHHas Mnowagka - TepputopuanbHo 060COBNEHHbLIN KOMMMEKC MNPOM3BOAMTENS
NeKapCTBEHHbIX CpeacTB, NpedHasHauYeHHbI Ansi BbIMOMIHEHWUSI BCEro npouecca MNpov3BOACTBa NeKApCTBEHHbIX
CPencTB UK ero onpeneneHHon cTaanu;

(n. 31.1 BBeaeH ®eaepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

32) npousBoaMTENb JIEKAPCTBEHHbIX CPEACTB - OpraHu3auusi, OCyLlecTBnswas NpOn3BOACTBO
neKapCTBEHHbIX CPEACTB B COOTBETCTBUM € TpeboBaHmAMN HacToswero ®egepansHOro 3akoHa;

33) chapmaueBTMUeckasi OEATENbHOCTb - [OEATENbHOCTb, BKMOYarwwas B cebs onToByl TOProBrto
neKkapcTBEHHbIMM CPEACTBaMU, WX XpaHeHuWe, MNepeBO3KYy W (MNM) PO3HWYHYK TOPFrOBMK JEKAPCTBEHHLIMU
npenapatamu, B TOM u4uUClEe AUCTAHLMOHHBLIM CrMocoGOM, WX OTMYCK, XpaHeHwe, NepeBO3KY, W3roTOBfEHWEe
nekapcTBEHHbIX NpenapaTos;

(B peq. ®epepanbHoro 3akoHa ot 03.04.2020 N 105-93)

34) opraHuniauua onToBOW TOproenn nekapCTBeHHbIMM cCpencTBaMn - oOpraHum3auund, OcCyLecTBrndrowan
ONTOBYK TOProBJllO JieKapCTBEHHbIMU CpencTBaMU, UX XpaHeHue, nepeBO3Ky B COOTBETCTBUU C Tpe6OBaHM$|MI/I
HacTodLlero CDep,epaanoro 3aKOHa;

35) anTevyHas opraHuM3auus - opraHuMsauusi, CTPYKTYpHOe noapasgerieHne MeOULMHCKOM opraHv3auumu,
OCYLLIECTBIIAIOLIME PO3HUYHYIO TOPrOBIKO JIEKAPCTBEHHbIMW MpenapatamMmm, B TOM 4uUCINe ANCTaHLUMOHHBbIM
crnocobom, XpaHeHue, NepeBO3Ky, W3rOTOBIEHME M OTMYCK JIEKAPCTBEHHbIX MpenapartoB AN MeLMLMHCKOro
NPUMEHEHNS B COOTBETCTBMM C TpeboBaHMAMM HacToswero ®egepanbHOro 3akoHa;

(B peq. ®epepanbHbIX 3akoHOB oT 25.11.2013 N 317-®3, ot 03.04.2020 N 105-93)

36) BeTepuHapHas anTtevyHas opraHmM3auusi - OopraHusauusi, CTPYKTYpHOE MnoppasfeneHne BeTepuHapHOMN
opraHu3aumu, OCYLLEeCTBSIoWMNEe PO3HUYHYIO TOPrOBMIO fIEKApCTBEHHLIMW Mpenapatamu, B TOM 4ucrie
ANCTaAHLUMNOHHbIM CI'IOC060M, XpaHeHue, N3rotoBrieHne " OTNYCK JieKapCTBEHHbIX npenapaTtoB And BeTepuHapHOro
NPMMEHeHMs1 B COOTBETCTBUM C TpeboBaHUsIMM HacTosiero defeparnbHOro 3aKoHa;

(B peq. ®epepanbHoro 3akoHa ot 03.04.2020 N 105-93)

37) danbcnurumMpoBaHHOE neKapCTBEHHOE CpPeacTBO - fleKapCTBEHHOe CpeacTBO, CONPOBOXAaeMoe
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

NOXHOW MHcbopMaLmeli 0 ero cocTaBse U (Mnn) NpoussoanTerne;

38) HemoGpokayeCcTBEHHOE NEKapCTBEHHOE CPeacTBO - fleKapCTBEHHOE CPEeACTBO, He COOTBETCTBYHOLLEE
TpeboBaHMAM dhapmakonenHon ctatbm NMbo B cryyae ee oTCyTCTBUS TPEBGOBaHUAM HOPMATMBHOW AOKYMEHTaLuu
U1 HOPMaTMBHOIO AOKYMEHTA;

39) koHTpadhakTHOe nekapCTBEHHOE CPEACTBO - JIeKapCTBEHHOE CPeacTBO, Haxopslleecss B oGopoTte ¢
HapyLUeHVeM rpaXkaaHCKOro 3aKkoHO4aTeNbCTBa;

40) poknuHMYEecKoe uccrenoBaHMe NeKapCTBEHHOro CpeacTBa - Buonorudeckue, mukpobuonornyeckue,
UMMYHOMOrM4Yeckune, TOKCMKoNorndyeckme, hapmakonormyeckmne, pusndeckme, XMMmnyeckne n apyrme nccrenoBaHus
neKkapCTBEHHOro cpeacTsa nNyTemM MPUMEHEHMSI Hay4YHbIX METOOOB OLEHOK B LEnsX MofyvyeHust OoKa3aTenbCcTB
6e3onacHOCTK, Ka4ecTBa U IPPEKTUBHOCTU NEKAPCTBEHHOTO CPEACTBa;

41) KNMHMYECKOE WUCCMNedoBaHWE NEKApPCTBEHHOrO npenapara - U3yvyeHue AnarHOCTUYECKUX, nedyebHbIX,
npodmnakTU4eckmx, hapmMakonormyeckmx CBOWCTB NIEKApPCTBEHHOrO npenaparta B NPOLEecCe ero npuMeHeHus y
YyernoBeka, XMBOTHOro, B TOM YMCre MPOLIECCOB BCACbIBaHUS, pacrnpeneneHnsi, UBMeHeHUs 1 BbIBEOEHUS, NyTeMm
NPUMEHEHNS HaAy4HbIX METOAOB OLUEHOK B LEnsX MNonydeHus [okasatenbCTB 06e30onacHoOCTW, KadecTBa U
3(pPeKTUBHOCTM NEKApCTBEHHOrO mnpernaparta, [OaHHbIX O HeXenaTenbHblIX peakuMsX OpraHusma 4Yernoseka,
XMBOTHOFO Ha MpUMMEHEHWe neKkapCcTBEHHOro npenapata M 06 adpekTe ero B3aMMOAENCTBMS C  APYrMMM
nekapCTBEHHbIMW NpenapaTtamMu 1 (MUnu) NULLEBLIMU NPOAYKTaMu, KOpMamu;

42) MHOrOLEHTPOBOE KIIMHUYECKOE UCCriedoBaHWe feKkapCTBEHHOro mnpenapata Ans  MeAMLMHCKOro
NPUMEHEHMs - KIUMHUYECKOe WCCredoBaHVe J1eKapCTBEHHOro npenaparta Ans MEAUUMHCKOrO MpUMEHEHUS,
npoeoavMoe pa3paboTynkoM NekapCTBEHHOro npenapara B OByX W 6Gonee MeguUMHCKUX OpraHuM3auusx o
€[IMHOMY MPOTOKONY KIMUHUYECKOro UccrneaoBaHus NekapcTBEHHOro npenapara;

43) MeXOayHapoaHOe MHOIoueHTpoBOe KIMHUYeCKoe WwuccnenoBaHMe JeKapCTBEHHOro npenapara Agnsd
MeOUUMNHCKOro npuMeHeHnAa - KIIMHU4YeCKoe wuccneaoBaHne JeKapCTBeHHOro npenapara and MeamunHCKOro
NnpuMeHeHund, nposoanmMmoe pa3pa6OT‘-IMKOM NIeKapCTBEHHOrNo npenapara B pas3fiMdHbiX CTpaHax no eauHomy
NPOTOKONY KIMMHNYECKOIro nccnenoBaHna nekapCTtBeHHOro npenapara;

44) nocTpercTpaunoHHOE KMMHWYECKOEe MccrenoBaHue fekapcTBeHHOro npenapara ans MeauLMHCKOro
NPUMEHEHMs - KMUHUYECKOe WCCredoBaHVWe MeKapCTBeHHOro npenapara Ons MEAULIMHCKOrO MpUMeHeHUs,
npoBoavMOe MpPOM3BOAUTENEM NEKapCTBEHHOro npenapara, rpaxaaHckuii oBopoT KOTOPOro OCYLLECTBMAETCA
nocrie rocygapCTBEHHOM perucTpauuu, B Lensx OomnonHuMTeNnbHoro cGopa AaHHbIX O ero 6esonacHocTu U
3P (DEKTUBHOCTU, paCLUMPEHNA MOKa3aHWN K MPUMEHEHWIO [OAHHOIO JleKapCTBEHHOro npenaparta, a Takke
BbISIBNIEHNS HEXEeNaTeNbHbIX peakumii NaLMeHToB Ha ero AencTeue;

45) nccnepoBaHne GUOSKBMBANEHTHOCTU NEKAPCTBEHHOMO npenapara - BuA KMMHUYECKOro MccneaoBaHus
NekapCTBEHHOro npenapara, NpoBeAeHNe KOTOPOro OCYLLECTBISAETCH AN ONpeaeneHus CKOpoCTU BCACbIBAHUSA U
BbIBEAEHMSI OOHOIO MMM HECKONbKUX obragarowmx hapMakorormieckon akTMBHOCTbIO AEWCTBYHOLIUX BELLECTB,
KONnM4yecTBa JIEKAPCTBEHHOrO Mpenapara, AOCTUralrolWero CUCTEMHONO KPOBOTOKA, M pe3ynbraTbl KOTOPOro
MO3BONAT cAenatb BbIBOA O OMOSKBMBANEHTHOCTU BOCMPOM3BEAEHHOIO JIEKAPCTBEHHOrO npenaparta B
onpefeneHHbIX NekapCcTBEHHOW (POpMe M [O03UPOBKE, COOTBETCTBYHOLIMX hopMe U [03MpOBKE peddepeHTHOro
rnlekapCTBEHHOro npenapara;

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

46) nccnegoBaHve TepaneBTUYECKON 3KBMBANEHTHOCTU MEeKapCTBEHHbIX MpenapaTtoB - BUA KIMHUYECKOro
nccregoBaHns NekapCTBEHHbIX NpenapaTtoB, NPoBeAeHNEe KOTOPOro OCYLLECTBNSETCS ANs BbiBMEHUS OOQUHAKOBbIX
CBOWCTB NeKapCTBEHHbIX MpenapaTtoB onpenerieHHon nekapcTBeHHOM (OpMbl, a Takke HanMyus OLMHaKOBbIX
nokasatenen 6e3onacHocTn N apHEKTMBHOCTU NEKAPCTBEHHbBIX NPenapaToB, OOUHAKOBbIX KIMHUYECKMX 3eKkToB
npu NX NPUMEHEHNN;

47) npOTOKON KIIMHUYECKOTO WCCIEAOBaHUSA JEKApCTBEHHOrO Mpenapara - [OOKYMEHT, B KOTOPOM
onpenenarTca  uenu, CbOprI opraHuzaumm wn MetTogornorma  nposegeHuna KIMHUYeCcKoro uccrnegoBaHus,
cTatucTuieckme Metodbl 06paboTkM pesynbTaToB Takoro UccrneaoBaHnsa M mepbl Mo obecrnedeHnto 6e3onacHoCTm
m3nYeCKUX NnL, yHaACTBYHOLLMX B KIIMHUYECKOM UCCIeaoBaHUM NeKapcTBEHHOMO Npenapara;
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

48) 6pounopa ncecnegosartend - CBOAOHOE WU3NOXEeHWEe pe3ynbraTtoB  OOKITMHUYEeCKOro wmccrnengoBaHud
NNIeKapCTBEHHOINo cpeacrtea WU KIMHUYECKOro wmccrnenoBaHnda JnekapCcTtBeHHOro npenapara ana mMeguuuHCKOro
NPUMEHEHUA;

49) NHPOPMALIMOHHBLIN NUCTOK NaLMeHTa - AOKYMEHT, B KOTOPOM COAEepXaTcs B AOCTYNHOW hopMe cBeaeHus,
KacaloLlmecsa npoBOAMMOrO KIMHUYECKOro UCCreaoBaHWS fekapCTBEHHOro npenapata, U B NMUCbMEHHOW chopme
[obpoBoNnbHOE cornacue NauMeHTa Ha yyYacTve B KITMHUYECKOM MCCeaoBaHuMn NekapCTBEHHOMO Npenapara nocrie
O3HaKOMJIEHNSI C OCODEHHOCTSAMM KITMHUYECKOrO WMCCeAoBaHus, UMEKLWUMUN 3HAaYEHNE AN BbIPAXKEHUS] TaKoro
cornacus;

50) nobouyHoe OencTBME - peakuusi opraHmsama, BO3HMKLIAS B CBA3M C NMPUMEHEHUEM feKapCTBEHHOro
npenapata B [03aX, PEKOMEHAYEMbIX B WHCTPYKUUW MO €ro NpUMEHeHUIo, AN NpodunakTUkA, OUarHOCTUKN,
neyeHns 3abonesaHusa unu gnsa peabunuraumu;

50.1) HexenaTenbHas peakuust - HenpegHamepeHHast HeGnaronpusTHasi peakuusi opraHuama, KoTopas
MOXET ObITb CBSI3aHa C NpUMEHEeHMEM NeKapCTBEHHOIO npenapaTa;
(n. 50.1 BBeaeH ®eagepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

51) cepbes3Hasn HexenatenbHas peakums - HexernatenbHas peakuusi opraHnama, CBsidaHHasi ¢ NPUMEHEHNEM
neKkapcTBEHHOro npenapara, NpuvBeALasl K CMepTW, BPOXAEHHbIM aHoManusm WnuM fnopokam passButus nnbo
npegcrtaensowas cobon yrposy >xu3Hu, Tpebylollas rocnMTanusauum unv npvBedwasi K CTOMKOW yTpaTte
TPy4ocnocobHOCTH U (M) NHBANVUAHOCTY;

52) HenpenBuaeHHas HexenaTenbHasa peakuus - HeXenaternbHasi peakuus opraHvuamMa, KoTopasi CBsidaHa C
NpUMEHEHMEM INEeKapCTBEHHOrO Mnpenaparta B [03aX, PEKOMEHAYEMbIX B MNPOTOKOMNE €ro  KAMHUYECKOro
uccnegoBaHus, Opollope uccregoBaTend, WM ¢ NPUMEHEHMEM FIeKapCTBEHHOro npenapata B A03aXx,
pPEKOMEHAYEMbIX B UHCTPYKLUN MO €ro NPUMEHEHU0 ANs NPOUNaKkTMKK, JUarHOCTUKK, nedeHns 3abonesaHms unm
MEeOULUVHCKON peabnnutaumm naymeHTa, n CyLLHOCTb, TSXKECTb UM MCXOM, KOTOPOM HEe COOTBETCTBYET MHopMaLmm
O INeKapCTBEHHOM Mpenaparte, cogepallencsa B NPOTOKOMe €ro KrMHUYECKOro uccreqoBaHus, Opolutope
nccregoBartenst U B MHCTPYKLMK MO NPUMEHEHMIO NIEKapCTBEHHOIO Npenapara;

(n. 52 B pen. PenepansHoro 3akoHa ot 22.12.2014 N 429-93)

52.1) dapmakoHagsop - Bu4 AEATENbHOCTM MO  MOHWUTOPWMHIY 3adpekTMBHOCTM U BesonacHocTm
neKapCTBEHHbIX MpenapaToB, HanpasfeHHbI Ha BbISIBMIEHWE, OUEHKY W MNpegoTBpalleHue HexenarenbHbIX
NocneacTBuUiA NPYMEHEHNS NeKapCTBEHHbIX NPenaparos.;

(n. 52.1 BBeaeH ®eagepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

52.2) nnaH ynpaeneHus puckamuM - MOAPOOHOE OnucaHWe MeponpuATUA No  dpapMakoHaa3opy,
HanpaBMneHHbIX Ha BbISIBNIEHME, OUEHKY W NpefoTBpalleHne WNM MUHUMWU3ALUI0 PUCKOB, CBSA3a@HHbIX C
NeKapCTBEHHbIMW MpenapaTtamMu, BKIHoYasa OLEeHKY 3(PEKTUBHOCTI AaHHbIX MEPONPUATUI;

(n. 52.2 BBegeH denepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

KoHcynberaHTlnoc: npumeyaHue.
C 01.03.2025 B n. 53 cT. 4 BHOCATCA M3meHeHuns (P3 ot 30.12.2021 N 463-D3).

53) peuenT Ha nekapcTBEHHbIN NpenapaTt - MeAULUHCKUA OOKYMEHT YyCTaHOBMEHHON hOpMbl, coaepXallmi
Ha3HayeHue NekapcTBEHHOro npenapara ans MeauuMHCKOro NpUMeHeHUsl, BblAaHHbIA MeguUUMHCKUM paboTHUKOM
B LeNnisX OTMyCKa NeKapCTBEHHOIro mpernapata UM ero M3roToBMEHUsSI U OTNycka Ha OymaKHOM HocuTene unm ¢
cornacusi nauMeHTa Wn ero 3akOHHOro npeacTaBuTENs B (POPME 3MEKTPOHHOrO LOKYMEHTA, MOAMUCAHHOMo C
NCNOMb30BaHMEM YCUITEHHOW KBaNMPUUUPOBAHHOW 3rEKTPOHHOM MOAMNuUcu MeauuMHCKOro paboTHuka, nmbo
OOKYMEHT YCTaHOBMNEHHOW (hOpMbl, CopepXallMi Ha3Ha4YeHWe IeKapCTBEHHOro npenapata Ansi BETEPMHapHOro
NPUMEHEHNS!, BblAaHHbIA CNeunanMcTom B obnactu BeTepuMHapumn B LEensax OTMycKka feKkapCTBEHHOro npenapara
WINN ero U3roTOBMNEHUS U OTMyCKa Ha DyMakHOM HocUTere;

(B peq. ®enepanbHbIX 3akoHOB oT 29.07.2017 N 242-03, ot 02.08.2019 N 297-03)
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

KoHcyneraHTlnoc: npumeyaHue.
C 01.03.2025 n. 54 cTt. 4 n3naraetcsa B HoBow pegakuum (O3 ot 30.12.2021 N 463-D3).

54) TpeboBaHWe MEOULMHCKOW oOpraHu3auun, BETEPUHAPHOW OpraHu3auun - OOKYMEHT YCTaHOBMEHHOW
bopMbl, KOTOPbINA BbINUCAH MEOULMHCKUM paboTHUKOM WMMK CreunanvcToM B o6nactu BeTepMHapun, MMeLwmMn
Ha 3TO NPaBO, U COAEPXKMT B NMUCbMEHHON (POPME YKasaHWe anTe4yHOl OpraHu3auum Unu BETEPUHAPHOW anTevHon
opraHu3aummn o6 oTnycke nekapcTBEHHOro npenapara WM O ero UsrotoBrieHun n o6 oTnycke ans obecneveHus
ne4ebHOro npouecca B MeQULMHCKON opraHm3aunm, BETEpMHAPHON opraHm3aunm;

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

55) komnnekcHas oueHKka neKkapCTBEHHOro npenapata - OueHKa 3aperMcTpMpoBaHHOIO fleKapCTBEHHOMO
npenapata, BKnioyawowasa B ceba aHanui uHGOpMauuM O CPaBHUTENIbHOM KIMHUYECKOW 3EEKTUBHOCTM W
6e3onacHOCTN MeKapCTBEHHOro npenapaTa, OUeHKY SKOHOMWYECKUX MOCIEACTBUMA €ro NpUMEHeHUs, usyyeHue
OOMNOMHUTENBHBLIX MOCMEACTBUA NPVMEHEHUs] feKapCTBEHHOro npenapara B UeNsx MpPUHATUMSA peLueHni o
BO3MOXHOCTW BKIIIOYEHNS FEKapCTBEHHOro npenapata B MNepeyeHb XXM3HEHHO HEeOoOXOAMMBIX W BaXKHEWLIMX
neKapcTBEHHbIX NpenapaTtoB, HOPMAaTMBHbIE MPAaBOBble aKTbl M WHble AOKYMEHTbl, Onpeensiowue nopsgok
oKasaHus MegULMHCKON MOMOLLM, UITN UCKIIOYEHUS ero U3 yKasaHHbIX NepeYvHsl, akToB U JOKYMEHTOB;

(n. 55 BBegeH PeneparnbHbIM 3akOHOM OT 22.12.2014 N 429-$3)

56) cuctema MOHWUTOPVHIa ABWXEHMSI NEKapCTBEHHbIX MpenapaTtoB Ans MeAWLMHCKOrO MNPUMEHEHUs -
denepanbHas rocyqapcTBeHHasi MHpopMaLWOHHas CUCTEMa MOHUTOPUHIA OBMKEHUS NTEKapCTBEHHbIX NpenapaToB
AN MeauLMHCKOTO NMPUMEHEHMsT OT NPOU3BOAMTENS A0 KOHEYHOro NOTPeGUTENs C UCMONb30BaHMEM B OTHOLLEHUM
neKapCcTBEHHbIX NpenapaToB AN MeaULUHCKOro NPUMEHEHUs cpeacTB MaeHTUdUKaLWN.

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

Maga 2. MONTHOMOYUA PEOEPANBbHbLIX OPFTAHOB MCMNONHUTENBHOMN
BINACTWU, OPTAHOB UCMNONHUTENBbHOW BITACTU CYBBEKTOB POCCUUCKON
®EJEPALUU NP OBPALLEHUU NEKAPCTBEHHbIX CPEACTB

CtatbAa 5. MMonHomouus penepanbHbIX OPraHOB WCNONMHUTENLHOM BrRacTu npu o6GpaweHuun
rNleKapCTBEHHbIX CpeaAcTB

K nonHomounsam cbep,epaanblx OopraHoB WCMNOMHUTENBbHOW BNacTu npu o6pau.|,eva| JNeKapCTBEHHbIX CpeacTB
OTHOCATCA:

1) npoBeageHne B Poccuickon Pepepauumn equHON rocygapCTBEHHOW MONUTMKM B obnactyu obecnedeHust
nekapcTBeHHbIMK NpenapaTtamu rpaxaaH B Poccuiickon ®egepauun;
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

2) yTBepxaeHve o6Wmnx dapMakonenHblx cTtaTer, apmakonerHbIX cTaTel, u3gaHue rocyaapCTBEHHOM
cdhapmakoneu, co3gaHne u BegeHne peectpa papMakonenHbix cTaHAapTHbIX 06pasuoB.;
(B peq. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) ocyulecTBneHne denepanbHoOro rocydapCTBEHHOrO KOHTponsa (Hagsopa) B cdepe obpalyeHus
neKkapCTBEHHbIX CPEACTB;
(B peq. ®enepanbHbIX 3akoHOB OT 25.06.2012 N 93-93, o1 11.06.2021 N 170-$3)

4) nnueH3MpoBaHME NMPOM3BOACTBA JIEKAPCTBEHHbBIX CPEACTB, B TOM vncne denepanbHbiil rocyaapCTBEHHbIN
NNUEH3NOHHbLIN  KOHTPOMb  AEHATENbHOCTM MO  NPOM3BOACTBY FEKAPCTBEHHLIX CPEeACTB, Mepuoamnyveckoe
noaTBepXXaeHue COOTBETCTBUSA NULEH3MaTa, UMerLero AMLEH3nio Ha NPON3BOACTBO fIeKapCTBEHHbLIX CPeacTB, 1
hapmaueBTUYECKOM AeATENBHOCTM B COOTBETCTBMM C 3aKoHoAaTenbcTtBoM Poccuickon depepaumu;

(B pea. PepepanbHoro 3akoHa ot 11.06.2021 N 170-d3)

5) opraHunsauuna 3KCnepTu3bl JNieKapCTBEHHbIX CpPeacTs, 3TUYECKOM 9KCNepPTNU3bl BO3IMOXHOCTU MNMpoBeaeHNA
KIMNHNYECKOro unccriegoBaHnA JneKkapCTtBeHHOro npenapara Anda MeanuunHCKOro npuMeHeHuA, 3KCNepTu3bl
OOKYMEHTOB, npeactaBlieHHbIX OnA onpeneneHnsa BO3MOXHOCTU pacCMatpuBaTb J'IeKapCTBeHHbIVI npenapar and

www.consultant.ru CrpaHuua 11 u3 123
HageXHasa npaBoBas noaaepXKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=436453&dst=100027
https://login.consultant.ru/link/?req=doc&base=LAW&n=330696&dst=100017
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&dst=100057
https://login.consultant.ru/link/?req=doc&base=LAW&n=457647&dst=100012
https://login.consultant.ru/link/?req=doc&base=LAW&n=342001&dst=100010
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&dst=100060
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&dst=100061
https://login.consultant.ru/link/?req=doc&base=LAW&n=449314&dst=100011
https://login.consultant.ru/link/?req=doc&base=LAW&n=387172&dst=100337
https://login.consultant.ru/link/?req=doc&base=LAW&n=440513&dst=102517
https://login.consultant.ru/link/?req=doc&base=LAW&n=451852&dst=100098
https://login.consultant.ru/link/?req=doc&base=LAW&n=440513&dst=102518

®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

MELMLMHCKOrO MPUMEHEHUS NPW FOCYAapCTBEHHOW perncTpaumMm B KadecTBe OpdhaHHOro rekapCTBEHHOro
npenapara;
(B peq. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

5.1) opraHu3aums npoBedeHUs] KOMMMEKCHOW OLEHKM JeKapCTBEHHOro npenapata B LEnsxX NPUHATUS
peLleHMn O BO3MOXHOCTM BKIIIOMEHMST JIEKAPCTBEHHOrO Npenapata B MNepevYeHb XXM3HEHHO HeobXoaAuMbIX W
BaXKHEMLINX NEKAPCTBEHHLIX NpernapatoB, HOPMAaTMBHbIE NPaBOBbLIE aKTbl M MHble OOKYMEHTbI, onpeaenstoLine
NOPSIAOK OKa3aHUsi MEAVLMHCKOM NMOMOLLIM UM UCKIIOYEHMST €70 U3 YKa3aHHbIX NEPEYHS], aKTOB U JOKYMEHTOB;

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

6) Bblgava paspelleHnii Ha NpoBeAEHME KIMHUYECKNX UCCNEAOBAaHUIN NeKapCTBEHHbIX NpenapaToB, BeaeHue
peecTpa BblAaHHbIX pa3peLleHuin Ha NpoBeAeHne KNMHUYECKMX NCCNeaoBaHni NekapcTBEHHbIX Npenaparos;

7) rocynapcTBEHHasi permcrpaumsi 1eKapCTBEHHbIX MpenapartoB, BefeHWe rocydapCTBEHHOIO peecTpa
NeKapCTBEHHbIX CPeaCTB;

8) opraHunsauus u (Mnu) npoBedeHne MHCNEKTUPOBaHMS CybbekToB obpalleHus nekapCcTBeHHbIX CpeacTB Ha
COOTBETCTBME MpaBuiam Hagnexaiien nabopaTtopHON NpakTuku, NpasBunam Hagnexawen KNMHUYECKoN NpakTuku,
npaBvnaMm Hagnexaiwlen npakTUKM XPaHeHWss M MNepeBO3KM MeKapCTBEHHbIX npenapaToB Ans MeaMUMHCKOro
NPMMEHEHWs1, MpaBuiaM XpaHeHUs NeKapCTBEHHbIX CPEACTB ANs BeTepMHApPHOro MPUMEHeHMs, npasunag
Haanexawiemn gucTpnbbioTOPCKOM NPaKTUKK, NpaBunaM Hagnexallen anTe4Hon NPakTUKK;

(B pen. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-03, ot 28.04.2023 N 171-$3)

8.1) opraHusaumsa u (Mnn) NpoBegeHNe MHCNEKTUPOBaHUSA CyObEKTOB OBpalLeHNs neKkapCTBEHHbIX CpeacTB
Ha cooTBeTcTBME TpeboBaHUAM MpaBui Hagnexawen npov3BOACTBEHHOW MNPAaKTWKKW, Bblgadya 3aknioyeHun o
COOTBETCTBMM MPOM3BOANTENS NEKAPCTBEHHbIX CpeacTB TpeboBaHMAM MpaBun Hagnexalen npov3BOACTBEHHOMN
NpPaKkTuKu;
(n. 8.1 BBegeH PegepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

8.2) ycTtaHoBneHve nopsgka BeAeHUs U BeOEHWE rocygapCTBEHHOMO peecTpa 3akiioYeHUin O COOTBETCTBUU
NPOV3BOAUTENS NEKAPCTBEHHbIX CPeacTB TpeboBaHNSAM NpaBui Haanexalen Npou3BoACcTBEHHON NPAKTUKN;
(n. 8.2 BBegeH depepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

9) rocygapCTBeHHas perucrTpaumsi npegenbHbIX OTMYCKHbIX LIEeH MNPOW3BOAUTENENW Ha NEeKapCTBEHHbIE
npenaparbl, BKMOYEHHbIE B MNEpeYeHb XU3HEHHO HEOOXOOMMbIX U BaXKHEWMLUIMX NEeKapCTBEHHbIX MpenapaToB, U
BeeHVWe TOCYOapCTBEHHOr0 peecTpa MnpefernbHbiX OTMYCKHbIX LEeH MPOW3BOAMTENEN Ha JleKapCTBEHHbIE
npenaparbl, BKNOYEHHbIE B NEPEYEHb XN3HEHHO HEOOXOANMBIX N BaXKHENLLMX NEKAPCTBEHHbIX Npenaparos;

(B peq. ®epepanbHoro 3akoHa ot 06.06.2019 N 134-03)

9.1) cornacoBaHuMe MPOEKTOB pELUEeHU OpraHoB MWCMOMHUTENbHOW Bnactu cybbektoB Poccumnckon
degepauun 06 yctaHoBneHUM M (MNKU) U3MEHEHUU MpedenbHbIX pa3mMepoB OMNTOBbIX HagbaBOK M MpedenbHbIX
pasMepoB PO3HMYHBbIX HagbaBOK K (PaKTUYECKMM OTMYCKHbIM LEeHaM, YCTaHOBMEHHbIM MPON3BOAUTENSAMM
neKapCTBEHHbIX NpenapaToB, Ha NeKkapCTBEHHbIE Mpenaparbl, BKIIOYEHHbIE B NepeYeHb XXU3HEHHO HEOOXOAMMBIX U
Ba>KHEWLUNX NEKapCTBEHHbIX Npenaparos;

(n. 9.1 BBegeH ®epepanbHbIM 3akoHOM OT 13.07.2015 N 241-03)

10) Bblgaya, ycTaHOBMEHWE MOPSAKa BblAavyM paspelleHus Ha BBO3 KOHKPETHOM MapTuUW NeKapCTBEHHOro
cpenctea B Poccuiickyto ®enepaumio;
(n. 10 B pea. ®eagepanbHoro 3akoHa ot 02.08.2019 N 297-$3)

10.1) Bblgada, ycTaHoOBneHWe nopsiaka Bbldadnm M (popMbl AOKYMEHTa, KOTOPbIN MOATBEPXKOAET, 4TO
NPOu3BOACTBO NEeKapCTBEHHOro npenaparta Ans MeAWLMHCKOro MPUMEHEHUS OCYLLECTBIIEHO B COOTBETCTBUM C
TpeboBaHMAMM MNpaBui Hagnexallen MNpPOM3BOACTBEHHOW MPaKTUKM WM YTO JeKapCTBEHHbLIM npenapaT Aans
BETEPUHAPHOIO NPUMEHEHUS JONyLLEeH K obpalleHntio B Poccuiickon ®enepaumu, 1 NognexuT npeacTaBneHmnio no
TpeboBaHMIO YNOMHOMOYEHHOIO OpraHa CTpaHbl, B KOTOPYHO BBO3MTCSH fIEKAPCTBEHHbLIN Npenapar;

(n. 10.1 BBeaeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93; B peq. PepepanbHoro 3akoHa ot 02.08.2019 N
297-03)

www.consultant.ru CrpaHuua 12 u3 123
HageXHasa npaBoBas noaaepXKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&dst=100062
https://login.consultant.ru/link/?req=doc&base=LAW&n=449392&dst=100012
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&dst=100063
https://login.consultant.ru/link/?req=doc&base=LAW&n=203764&dst=100011
https://login.consultant.ru/link/?req=doc&base=LAW&n=210619&dst=100010
https://login.consultant.ru/link/?req=doc&base=LAW&n=366338&dst=100010
https://login.consultant.ru/link/?req=doc&base=LAW&n=448586&dst=100010
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&dst=100065
https://login.consultant.ru/link/?req=doc&base=LAW&n=446097&dst=100011
https://login.consultant.ru/link/?req=doc&base=LAW&n=191811&dst=100010
https://login.consultant.ru/link/?req=doc&base=LAW&n=326205&dst=100010
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&dst=100067
https://login.consultant.ru/link/?req=doc&base=LAW&n=191811&dst=100010
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&dst=100069
https://login.consultant.ru/link/?req=doc&base=LAW&n=449392&dst=100012
https://login.consultant.ru/link/?req=doc&base=LAW&n=326252&dst=100010
https://login.consultant.ru/link/?req=doc&base=LAW&n=182628&dst=100012
https://login.consultant.ru/link/?req=doc&base=LAW&n=330696&dst=100019
https://login.consultant.ru/link/?req=doc&base=LAW&n=191811&dst=100010
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&dst=100072
https://login.consultant.ru/link/?req=doc&base=LAW&n=330696&dst=100021

®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

10.2) Bblgaya, ycTaHOBNEHWE nopsigka Bblgaynm M QOpMbl JOKYMEHTA, COAEpKallero CBedeHus 0 CTaansix
TEXHOMOIMMYEeCKOro mnpouecca MNpoM3BOACTBA JIEKAPCTBEHHOIO CpeacTBa A MEOULMHCKOTO MPUMEHEHMS,
OCYLLIECTBSAEMbIX Ha TeppuTOopUN EBpasnMnckoro 3KOHOMMYECKOrO CO3a;

(n. 10.2 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-93, B peq. PegepansHoro 3akoHa ot 13.07.2015 N
241-03)

11) co3gaHne CoBETOB MO BOMpPOCaM, CBA3aHHbIM C obpallieHeMm NneKkapCTBEHHbIX CPeACTB;
12) atTectauus n ceptudukauus cnewmnanncTos;
13) ytpatun cuny ¢ 1 ceHTa6psa 2013 roga. - PegepanbHbivi 3akoH ot 02.07.2013 N 185-93;

14) ocywiecTBneHne apMakoHaz3opa;
(n. 14 B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

15) yyactne B MexayHapOAHOM COTPYAHUYECTBE;

16) nony4yeHune no 3anpocam YNnosTHOMOYeHHOro dheaepasnibHOro opraHa UCMOSIHUTENbHOW BMACTU OT OpraHoB
UCNoNHUTENbHOM BnacTn cyGbekToB Poccuiickoi Penepaumm, a Takke oT CyObeKToB obpalleHns NekapCTBEHHbIX
CpeacTB Ans MeauMUMHCKOTO MPUMEHeHWst MHopMauuy No BOMpocaM YCTaHOBIEHUS U MPUMEHEHUS] LUEH Ha
nekapcTBeHHble NpenapaTtbl U Haa6aBoK K HUM;

17) npumeHeHne Mep OTBETCTBEHHOCTM 3a HapyLUeHne 3akoHodartenbctea Poccurickon ®egepaunu;

18) yTBepxaeHue npaBun Hagnexawen nadbopaTopHOM NPaKTUKM, NpaBuUIl Haanexallenh KIMHUYECKON
NPakTUKW, NpaBun Hagnexalwen npou3BOACTBEHHOW NPAKTUKKW, NpaBui Hagnexaiwlenh npakTUKM XpaHeHus WU
nepeBo3KM NeKapCTBEHHbIX MpenapatoB ANd MeAWMUMHCKOro MpUMEHEHUs, MpaBuil XpaHeHUs NeKapCTBEHHbIX
CpencTB AOns BETEPUHAPHOro MNPUMMEHEHUs, MpaBui  Hagnexaiwlen OUCTPUOBLIOTOPCKON NPaKTUKK, MpaBun
Hagnexallen anTeqyHou NpakTUKW, NpaBuIl Hagnexatllen NpakTukn papMakoHaasopa fekapCTBEHHbIX NpenapatoB
AN MEOULUHCKOrO NPUMEHEHNS;

(n. 18 BBegeH denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B peg. PegepancHoro 3akoHa ot 28.04.2023 N
171-93)

19) ycraHoBneHve nopsaka opMmpoBaHMSA PerncTpauMoHHOrO AOCbe Ha feKapCTBEHHbIM npenapat u
TpeboBaHMIN K JOKYMEHTaM B €ro CoCTaBe;
(n. 19 BBegeH PeneparnbHbIM 3akoHOM OT 22.12.2014 N 429-$3)

20) yTBeEpXOEHWE npaBun pauMoHanbHOro BbIOOpa HaMMEHOBaHWW NEeKapCTBEHHbIX MpenapaTtoB Ans
MEeOVLNHCKOrO NPUMEHEHNS;
(n. 20 BBegeH deanepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

21) yTBEpXXAEHWNE NEepevHs HaMMEeHOBaHWI NIeKapCTBEHHbIX (OPM;
(n. 21 BBegeH PeneparnbHbIM 3akoHOM OT 22.12.2014 N 429-$3)

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

23) yTBepxaeHue TpeboBaHNA K UHCTPYKLUM MO MEOULUHCKOMY MPUMEHEHUIO NTEKapCTBEHHbIX NMpenapaToB v
K MHCTPYKLMKN MO BETEPMHAPHOMY NPUMEHEHNIO NTEKapCTBEHHbIX NpenapaTtos;
(n. 23 BBegeH PeneparnbHbIM 3akOHOM OT 22.12.2014 N 429-$3)

24) NpuHATUE peLLEeHUR, ABRSIOLNXCA OCHOBAHUSIMU ONSA BKMAOYEHUS AOMEHHbIX UMEH U (Unn) ykasaTenen
CTpaHuy, ca’WToB B WMHMOPMAaLMOHHO-TENEKOMMYHUKALUMOHHON ceTn "MHTepHeT", a Takke ceTeBblX agpecoB B
eaVHYy0 aBTOMaTU3NPOBaHHYH MHAOPMAaLMOHHYK cucTemy "EOMHbIN peecTp AOMEHHbIX WMEH, YykasaTtenen
CTpaHuy, canToB B MHGPOPMaLMOHHO-TENEKOMMYHUKaLMOHHON ceTn "VIHTepHeT" 1 ceTeBbIX agpecoB, NO3BOMNSAIOLLNX
noeHTnuumMpoBatb canTbl B MH(OPMAaLMOHHO-TENEKOMMYHUKAUMOHHON ceTu  "UHTepHeT", copepxalyune
MHcpopmaumo, pacnpoctpaHeHne kotopon B Poccunckon ®epepaumm 3anpelleHo”, B OTHOLEHMM MHopMaumu,
cofeprkalien npegnoxeHne o pO3HMYHOW TOProere fiekapCTBEHHbIMK NpenapaTtamMu, B TOM YMcne AUCTaHUWUOHHbIM
crnocobom, pPO3HUYHAs TOProBnsi KOTOPbIMW OrpaHMdYeHa WnM 3anpeleHa B COOTBETCTBMM C  HACTOSILLMM
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?;i’ze‘?:'l’gbi% 32%'(2%*3 ot 12.04.2010 N 61-03 [okymeHT npepocTasneH KoHcynbTaHTI0C

"06 obpalleHun nekapcTBEHHbIX cpeacTs” Aata coxpanerua: 24.01.2024

depepanbHbIM - 3aKOHOM, M (MnM)  UWHGOPMaUMK, CoAepXallel npeasioKeHNne O PO3HUYHOW TOProBne
neKkapcTBEHHbIMM NpenapaTtamu, B TOM YMCe AUCTaHUMOHHbIM CrocoboM, nuuamun, He UMELWUMN JINLEH3UN U
paspeLUeHns Ha OCYLLIECTBNEHME TaKOW AeATENbHOCTU, €CMX NOMyYeHNE NULEH3NN U pa3peLLeHmnsl NTPeayCMOTPEHO
3aKkoHoaaTenbCTBOM 06 06palLeHn NekapcTBEHHbIX CPEACTB;
(n. 24 B pen. PepepansHoro 3akoHa ot 03.04.2020 N 105-93)

25) Bblgaya paspelleHMd Ha BBOA, B TpakgaHCKUiA OBGOPOT UMMYHOOMOMOrMYEeckUX eKkapCTBEHHbIX
npenapaTos.
(n. 25 BBegeH PeaepanbHbiM 3akoHOM OT 28.11.2018 N 449-03)

26) perynupoBaHue BOMPOCOB, CBSI3@HHbIX C B3aMMO3aMEHSEMOCTbI0 NEKAPCTBEHHbIX MpenapaTtoB ANns
MELMLMHCKOrO NPUMEHEHUS.
(n. 26 BBegeH PenepanbHbiM 3akoHOM OT 19.10.2023 N 503-$3)

KoHcynbranTlntoc: npumedaHue.

Ct. 5.1 pacnpocTpaHsieTcsa Ha MOMHOMOYMS, KOTOpble He MnepedaHbl Ans  OCYLWEeCTBMEeHWs opraHam
rocygapctBeHHoMW Brnactm cybbektoB P® n opraHam MeCTHOrO CamOyrnpaBrieHWs COOTBETCTBYHOLLMMM
denepanbHbiMy 3akoHamn (P3 ot 13.07.2015 N 233-93).

Cratba 5.1. MNepegauya ocywecTBneHust NofiHoMouMn denepanbHbIX OPraHOB MCMONIHUTENbLHOM
BnacTM npu obpalleHun neKapCTBEeHHbIX CpPeACTB opraHaM MCMOMHUTEeNbHOW BRacTu cybbLekToB
Poccuiickon ®egepauun

(BBegeHa PepneparnbHbIiM 3akoHoM oT 13.07.2015 N 233-93)

MonHomounsa dhenepanbHbIX OpPraHOB UCMOMHUTENBHOW BriacTv npu obpalleHnn nekapcTBeHHbIX CPEeAcTB,
npegycMoTpeHHble HacTodwmum ®depepanbHbiM 3aKOHOM, MOMYT nepefaBaTbCs ONA OCYLLECTBNEHMS OpraHam
ncrnonHuTensHon Bnactu cybbekTtoB Poccuiickon ®epepauun nocrtaHosneHusmu [NpasutensctBa Poccuickon
depepauun B nopsgke, yctaHosneHHoM degepanbHbiM 3akoHOM oT 6 okTabpsa 1999 roga N 184-d3 "O6 obmx
NpMHUMNax opraHmsauum 3akoHodaTtenbHblX (MPeacTaBUTENbHbIX) U MCNOMHUTENbHBIX OPraHoOB rocy4apCTBEHHON
Bnactu cyobekToB Poccuickon Gepepaummn”.

Ctatba 6. MonHomMo4Ynsi opraHoB UCMONIHUTENbLHOW BnacTu cy6bekta Poccuitickon degepauunmn npu
oGpallleHMM NeKapCTBEHHbIX CPeAcTB

K nonmHomouusim opraHoB ucnonHuTensHol Bractu cybbekta Poccuiickon ®epepaumm npu obpalieHun
NEeKapCTBEHHbIX CPEACTB OTHOCATCS:

1) paspabotka u peanusaums pernoHanbHbIX Nporpamm obecnedyeHus HacerneHus neKapCTBEHHbIMU
npenaparamu;

2) ycTaHOBIeHWe NpeaenbHbIX pasmMepoB ONTOBbLIX HaAbaBoK U NpederbHbIX PasMepoB PO3HUYHBIX HaabaBokK
K (paKTUYecKUM OTMYCKHbIM LEHaM, YCTAHOBINEHHbIM MNPOVU3BOAMTENAMU JEeKapCTBEHHbLIX MNpenapaToB, Ha
neKkapcTBeHHble npenaparbl, BKMIOYEHHbIE B MepeyYeHb XU3HEHHO HEOBXOAMMBIX U BaKHEWLLIMX NeKapCTBEHHbIX
npenaparos;

3) ocyllecTBneHe perMoHanbHOro rocygapCTBEHHOMO KOHTPONSA 3a NPYMEHEHUEM LieH Ha neKapCTBeHHble
npenapaTtbl, BKMYEHHble B MepeveHb XWU3HEHHO HeoOXOoOMMbIX W BaXKHEWLIMX NeKapCTBEHHbIX MpenapaTos,
opraHvM3auvsMy  ONTOBOW  TOPrOBMW  JIEKApPCTBEHHbIMW  CPeACTBaMW,  anTeYHbiMW  OpraHM3auusiMu,
WHAMBMOYaNbHbIMW  MPEANPYHUMATENAMW, UMEKLWMMM  NULEH3NI0 Ha apmaueBTUYEeCKyl0 OesATenbHOCTb,
MEAMUMHCKAMM  OpraHM3auusMy, UMeWMMU  NUUEeH3NI0  Ha dapmaueBTUYECKYl0 OeSTenbHOCTb, U KX
060cob6neHHbIMM  nogpasgeneHvamu  (ambynatopusamu,  enbawepckumn 1M henbaLlepcko-akyLwepCKumm
nNyHKTaMu, ueHTpamu (otaeneHmsamn) oblien BpadyebHOW (CEeMENHOW) NMPakTUKKX), PacnonoXeHHbIMU B CENbCKUX
HacerneHHbIX NyHKTax, B KOTOPbIX OTCYTCTBYIOT anTe4YHble OpraHu3aunu;

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

4) npuHATHE pelleHus o6 MCMNoOnb3oBaHWWM Ha TeppuTopun cybbekTa Poccuiickon ®enepaunmn Hapsgy C
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peuenTaMM Ha nekapcTBeHHble npenapaTtbl, OMOPMMEHHbIMA Ha OyMaXHOM HocuTene, peuenToB Ha
nekapcTBeHHble npenapaTtbl, COOPMMUPOBaHHLIX B (hOPME 3MEKTPOHHbBIX JOKYMEHTOB.
(n. 4 BBegeH PeaepanbHbiM 3akoHOM OT 29.07.2017 N 242-03)

Maea 3. TOCYOAPCTBEHHASA ®APMAKOINEA
Cratbsa 7. Pa3paboTka u usgaHue rocygapctBeHHon papmakoneu, pasmelleHne gaHHbIX O Her

1. log rocymapcTBeHHOW dapmakoneen mnoHUMaeTca cBoAa obwux dapmakonerHblx cTaten u
drapMakonemnHblx cTaTen.

2. Paspabotka obuimx hapmakonenHbix ctatern n apmakonenHblix ctaten, B TOM 4mcne capmakonemnHbix
ctaten Ha dapmakonerHble CcTaHgapTHble obpasubl, W BKMNOYEHME WX B TFOCYAAPCTBEHHYK hapmakoneto
OCYLLECTBAOTCA B MNOpsSAKe, YCTAaHOBNEHHOM YMOMHOMOYEHHbIM bedepanbHbiM  OpraHoOM  UCMOMHUTENbHON
BracTu.

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

3. PaspaboTtka ¢hapmakonenHon ctaTbM Ha pedepeHTHbI NeKapCTBEHHLIA npenapaTt U BKIOYEHME ee B
rocy4apCcTBEHHYI0 bapmakoneto B TeYeHUEe Cpoka OEeNCTBMS 3alumUTbl UCKIMIOYUTENBHOTO NpasBa, YAOCTOBEPEHHOMO
naTeHTOM Ha pedbepeHTHbIN NEeKapCTBEHHbIV Npenapar, OCYLLEeCTBASIOTCS C cornacus ero paspaboTtyuka.

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

4. TocypapcTBeHHas dapmMakones n3gaetcs YNornHOMOYEHHbIM dpedeparnbHbiM OpraHOM WCMONHUTENBHON
BacTu 3a cyeT cpeacTB heaepanbHOro GromKeTa 1 NOANEXUT Nepens3aaHnsam He pexxe YeMm OauH pas B NSATb NET, B
nepuvog Mexgy KOTOPbIMW M3JalTCA MNPUNOXEHUS K rocydapCTBeHHOM hapmakonee, cogepxawwve obwme
dapmakonenHble ctatb K (MnNu) dapmakonenHble CTaTbW, YTBEPXKAEHHbIE MOCNe W34aHus UNn nepensgaHus
rocygapcTBeHHON hapmakoneu.

5. YnonHomo4eHHbIN befeparbHbIi opraH UCMOMHUTENBHOW BNAcT pasMeLlaeTt AaHHble O rocyAapCTBEHHON
hapmakoriee n npuUoXeHUaX K Hel Ha CBOeM oduumanbHom cante B ceTn "MHTepHeT" B yCTAHOBMEHHOM UM
nopsake.

Maea 4. TIMUEH3UPOBAHUE NPON3BOOCTBA JIEKAPCTBEHHbIX CPEACTB
N ®APMALIEBTUMECKOWN OEATENIbHOCTU, TOCYOAPCTBEHHbIN KOHTPOIb
(HAO30P) B COEPE OBPALWLEHUA NEKAPCTBEHHbLIX CPEACTB
(B peq. PenepanbHoro 3akoHa ot 11.06.2021 N 170-93)

Crtatba 8. JlMueH3MpoBaHMe NPOM3BOACTBA JlieKapCTBEHHbLIX CpeAcTB U  hapMaueBTUYEeCKOW
OeATeNbHOCTU

1. JlnueHsmpoBaHMe nNpoOu3BOACTBA JIEKAPCTBEHHbLIX CPeAcTB U dapMaueBTUYECKOW OeATEeNbHOCTU
OCYLLIECTBIISIETCS B COOTBETCTBUM C 3akoHoZaTenbcTBoM Poccuinckon depepaumm.

2. OGs3arenbHbIM ycnosmemMm npenocrtaBrnieHna InuueH3nMm Ha npoun3BoACTBO J1€eKapCTBEHHbIX CpencTsB
ABNAETCA NpUNoXKeHne K 3adBlIEHUIO cOouckatena JMUEeH3Un nepedHa JeKapCTBEHHbIX (bOpM n (I/IJ'II/I) BMOOB
CbapMaLJ,eBTI/I‘-IeCKVIX Cy6CTaHLI,Ml71, KOTOpPbI€ NPON3BOANTESb JTEKAPCTBEHHbLIX CPpeaCTB HaMepeH Npon3BoAUTb.

3. B cnyyae HeobGXOOMMOCTM pacClUMpeHnss MNPOM3BOACTBA JIEKAPCTBEHHbIX CPeaCTB 3a CYET HOBbIX
neKkapCTBEHHbIX (OOpM 1 BUAOB hapMaueBTUYECKNX CybCTaHLMIA MPON3BOAMTENb NIEKAPCTBEHHbBIX CPEACTB JOIMKEH
nogatb B JMUEH3VPYIOLWMIA OpraH 3asiBlieHne O BHECEHWM U3MEHEHWW B PEECTp JIMLEH3UA Ha MPOM3BOACTBO
neKapCTBEHHbIX CPEACTB.

(B peq. ®epepaneHbIxX 3akoHoB oT 02.08.2019 N 297-03, ot 11.06.2021 N 170-$3)

4. JlnueHsns Ha NpPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB (dhapMaueBTMYEecKoW cybcTaHumm cnvpTta
3TWUIMOBOrO (3TaHomna) BbiJAETCS NPU YCNOBUM HaNMW4YnNs y opraHM3auumn Ha npaBe COOCTBEHHOCTU, XO3ANCTBEHHOMO
BEOEHVS WU OMepaTMBHOIO YMpaBNeHUs OCHOBHOIO TEXHOMOrM4eckoro obopydoBaHus NS NpoM3BOACTBa
3TWUIOBOrO CNUpTa, 3apeErncTpMPOBaHHOIO B COOTBETCTBMM CO cTaTbeln 14.1 depepanbHOro 3akoHa oOT 22 Hos10ps
1995 rogpa N 171-®3 "O rocygapCTBEHHOM perynMpoBaHUM MNPoOM3BOACTBa M 0BOpoTa STUIIOBOMO CNUpTa,
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ankorofieHOW W cnupTocodepXallen npogykumm m ob orpaHuyeHun notpebneHus (pacnutus) ankororbHOW
npoaykumm".
(vacTb 4 BBegeHa PepepanbHbiM 3akoHOM OT 27.12.2019 N 481-03)

Cratba 8.1. OcobOeHHOCTM NUUEH3UPOBaHUS MNPOMU3BOACTBA  JIeKAPCTBEHHbIX  CpPeacTB
(dbapmaueBTUUYECKOM CyOCTaHLUN CNMPTa 3TUIIOBOro (3TaHona)
(BBegeHa PepgeparnbHbiM 3akoHOM OT 27.12.2019 N 481-93)

1. JencTtBre nuueH3nm Ha NPOM3BOACTBO NeKapCTBEHHbIX cpeacTs (hapmaueBTnyeckon cybectaHumm cnupta
3TUIOBOrO (3TaHoMna) MPUOCTaHaBMMBAETCS B 4acTU MpaBa Ha MPOU3BOACTBO hapMaueBTU4eckon cybcTaHuum
cnupTa 3TWMOBOIO (3TaHoma) NMUEH3VPYIOWMM OpraHoM B Cry4vasx, onpeferneHHbix ctateen 20 degepanbHOro
3akoHa oT 4 mas 2011 roga N 99-®3 "O nuueH3npoBaHUMN OTAENbHLIX BUOOB AEATENbHOCTU", @ Takke Ha CpOoK
NPUOCTaAHOBMNEHUS  OEWCTBUS  NULEH3UM Ha  MPOM3BOACTBO  JTWMOBOrO  ChNupTa Ans  NpoM3BOACTBa
dhapmaneBTUYeCcKo cybcTaHuum cnvpta STUMNOBOrO (3TaHomna), BbldaHHOW B cooTBeTcTBUM C¢ DepeparnbHbiM
3akoHOM OT 22 Hosi6pst 1995 roga N 171-®3 "O rocygapcTBEHHOM perynupoBaHUM npousBoacTBa M obopoTa
3TUIIOBOIO CNMpTa, ankorofibHOW M cnupTocodepaluen npogykumm n o6 orpaHudeHun notpebnexus (pacnuTns)
ankoronbHOW npoaykuun'.

2. [lencTtBume NUMUEH3MN Ha NPOU3BOACTBO JIEKAPCTBEHHbIX CpeacTB (hapmaieBTuyeckon cybcTaHumm cnvpta
3TUIOBOrO (3TaHona) B 4YacTu MpaBa Ha NPOWM3BOACTBO (hapMaLeBTUYECKOW cybcTaHuMu cnuvpTa 3TUIIOBOIO
(aTaHona) npekpaLLaeTcs NMULEH3NPYIOLLUM OPraHOM B Criyyasix, onpegeneHHblx ctatbern 20 ®egepanbHoOro 3akoHa
oT 4 masa 2011 roga N 99-®3 "O nuueH3MpoBaHUM OTAENbHbIX BUOOB OeATENbHOCTU", a Takke C Aathbl
npekpawieHs UnM aHHynMpoBaHus AenCcTBUS NULEH3MM Ha MPOU3BOACTBO 3TUMOBOMO CnNupTa AN Npov3BOACTBa
hapmaueBTUYECKOM CyOCTaHuuM cnupta 3TUMOBOMO (3TaHomna), BbldaHHOM B cOOTBeTCTBMM € depeparnbHbIM
3aKkoHOM OT 22 Hosi6ps 1995 roga N 171-03 "O rocygapcTBEHHOM perynupoBaHuM npoussBogcTea M obopota
3TUIIOBOIO CNMpTa, ankorofibHOW M cnupTocodepXaluen npogykumm n o6 orpaHudeHun notpebnexHus (pacnmTns)
arkorornbHowm npoayKumm",

KoHcynbraHnTlntoc: npumevaHue.
Ct. 8.2 Ha TeppuTopusix [doHeukor HapogHow Pecnybnuku, JlyraHckon HapogHon Pecny6nukm, 3anopockom
obnactu, XepcoHckon obnactu npumeHsietca ¢ 01.09.2024 (P3 ot 04.08.2023 N 428-d3).

Cratba 8.2. OcobeHHOCTM nuuUeH3MpoBaHMA apmMaLeBTUYECKON [eATeNIbHOCTU B 4acTu
ocyLlecTBIIeHMS ONTOBOM TOProB/U NleKapCTBEeHHbIMU cpeacTBaMm
(BBegeHa depneparnbHbiM 3akoHOM OT 04.08.2023 N 428-93)

1. JeicTtBre nuueHsum Ha apMaLeBTUYECKYO0 AeATENbHOCTb B YacTU OCYLLECTBNEHNST ONTOBOW TOProBmuv
nekapcTBeHHbIMW cpeacTBaMy ANA MeOULUHCKOrO MPUMEHEHUs MnpekpallaeTcs NUUEH3UPYILWMM OpraHoMm B
cnydvasx, onpegerneHHblx ctatben 20 deagepanbHoro 3akoHa ot 4 mas 2011 roga N 99-903 "O nuueH3nmpoBaHum
OTAENbHbIX BUAOB AEATENbHOCTUN", @ Takke MO PEeLIEHMI0 JIMLEH3NPYIOLLEro opraHa, NPUHATOMY B COOTBETCTBUU C
HacTosWwen 4vacTblo. B cnyyae BbISiBMeHMS npu OcCyLlecTBreHun dyegepansHoro rocygapcTBEHHOrO KOHTPOMs
(Hagsopa) B cdepe obpalleHMs IeKapCTBEHHbIX CPEACTB HapYLWEHMs1 OpraHuM3auven OMnTOBOW TOProBmuv
neKkapCcTBEHHbIMM cpeacTBamu TpeboBaHui yacten 1 - 3 ctatbu 53 HacToswero PenepanbHOro 3akoHa AeNCTBME
nMUeH3nn Ha apMaLeBTUYECKYD OEATENbHOCTb B YaCTW OCYLLECTBMEHUS OMTOBOW TOPrOBMW JIEKAPCTBEHHbLIMU
cpeacTBamMu Anst MeaMUMHCKOTO MPUMEHEHMSI NMPUOCTaHABIIMBAETCA B TeYeHWe OecsATM paboumx OHEW CO OHS
BbISIBMEHUS1 YKa3aHHOro HapylweHus. [eictBve nuuUeH3MuM Ha dapmaueBTUYECKYlo AeATenbHOCTb B 4acTu
OCYLLIeCTBMEHUS  ONTOBOW  TOProBfM  NEKapCTBEHHbIMW  CpeacTBaMUM AN MEeOULMHCKOro  MpUMEHEHUs
NpUOCTaHaBNUBAETCA Ha CPOK, KOTOPbIN ONpeaenseTcsl NULEH3UPYIOLNUM OpraHoM (HO He MeHee YeM Ha OoauvH
MecsiL), N0 UCTEYEHMU KOTOPOro AeWCTBME AaHHOW NUUEH3UW NOAMNEXUT MpekpalleHUI0 Ha OCHOBaHUU peLleHust
NMLIEH3MPYIOLLLErO OpraHa, 3a UCKIYeHMeM Cnyyas, yKazaHHOro B YacTu 2 HacTosILEN CTaTbu.

2. encteme nuueH3MM Ha papMaueBTUYECKYIO AeATENbHOCTb B YacTU OCYLLECTBIEHWUss ONTOBOM TOProBfv
NeKapCTBEHHbIMM CpeacTBaMy AN MEOULUHCKOTO MPUMEHEHUs, [OeNcTBMEe KOTOPOW MPUOCTAHOBIIEHO B
COOTBETCTBUM C YacTblo 1 HacTosien cTaTbW, MNOANEXUT BO3OOHOBNEHWO B Criyyae, ecnv B nepuoa
NPUOCTaHOBNEHNST OENCTBUS OAHHOW NULEH3UM B pamkax gocyaebHoro obxanoBaHWsA pelueHMe KOHTPONbHOro
(Hag3opHOro) opraHa B 4YacTuM BbISIBMEHHOrO HapylleHus TpebosaHui yactenm 1 - 3 cratbum 53 HacTosLlero
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

depepanbHOro 3akoHa OTMEHeHo. B ykasaHHOM cnyvae [JeWCTBME JMUEH3UM Ha  hapMaueBTUYECKYHO
OEeATENbHOCTb B YacTU OCYLLECTBMEHMUST ONTOBOW TOProBMM NEKapCTBEHHbIMU CpeacTBaMy AN MeAULMHCKOro
NpUMeHeHWs1 BO30OHOBNSETCS He nNo3gHee OfHoro pabovero AHS CO AHS OTMEHbl PELUEHWUSt KOHTPOSIbHOro
(Hag3opHoOro) opraHa.

Cratbsa 9. locynapcTBeHHbIN KOHTPONb (HaA30p) B cepe obpalleHUsA nekapCcTBEHHbIX CpeacTB
(B pea. PepepansHoro 3akoHa ot 11.06.2021 N 170-93)

1. FocyaapCTBeHHbIV KOHTPOMb (Haasop) B ciepe obpalleHns neKkapcTBEHHbIX CPEACTB OCYLLECTBNSAETCS
nocpencteoM dedeparnbHOro rocygapCTBEHHONO KOHTpons (Hagsopa) B cdepe obpalleHus NekapCTBEHHbIX
cpeactB M dpedepanbHOro rocygapCTBEHHOMO  FIMLEH3MOHHOTO KOHTPOMsS AeATEeNnbHOCTM MO  NPOM3BOACTBY
NeKapCTBEHHbIX  CpeAcTB,  OCyllecTBRAsemblXx  dedeparnbHbiMM  OpraHaMuM  WUCMOMHWUTENbHOW  BriacTw,
ynonHomMouYeHHbIMK MNpasutenscteom Poccuinckon Pegepaunu.

2. Npegmetom depepanbHOro rocyaapCTBEHHOMO KOHTpons (Haa3opa) B cdepe obpalleHms NekapCTBEHHbIX
CpencTB ABMSTCA:

1) cobniogeHne obsizatenbHbIX TpeGoBaHNi B cdhepe obpalleHUsi NeKapCTBEHHbIX CPEACTB, B TOM YMCTE:

a) TpeboBaHWUi K OOKNUHUYECKUM UCCNEeAOoBaHUAM NEKAPCTBEHHbIX CPEACTB, KNMHUYECKUM UCCNeaoBaHUAM
NekapcTBEHHbIX MpenapaTtoB, M3rOTOBMEHMIO, XpaHEHUIO, NepeBo3ke, BBO3y B Poccuiickylo denepaumto, OTnycky,
peanusauuv, nepefdadye, npoAaxe JeKapCTBEHHbIX CPEACTB, MNPUMEHEHWUIO TEeKapCTBEHHbIX MNpenaparos,
YHUYTOXKEHMIO NeKapCTBEHHbIX CPEACTB, YCTAHOBMEHWIO NMPOW3BOAMTENSIMU NEKAPCTBEHHbIX MpenapaTtoB LEH Ha
NeKapcTBEHHbIE Mpenaparhbl, BKIIOYEHHbIE B NMEPEYEHb XKU3HEHHO HEOBGXOAMMbBIX U BaXKHEWLUMX TEKapCTBEHHbIX
npenaparos;

0) TpeboBaHUM K COOTBETCTBMIO FEKAPCTBEHHbIX CPEeACTB, Haxoaswmxcss B obpalleHun, nokasarensam
kKayecTtBa, 3(peKTUBHOCTM M GE30MacHOCTW, YCTaHOBMEHHbBIM B COOTBETCTBUMM C Hactoswum PenepanbHbIM
3aKOHOM;

B) TpeboBaHuin Kk cobrnogeHuto cybbekTammn obpalleHus NeKapCcTBEHHbIX CPEACTB, yKasaHHbIX B yacTu 1
ctatb 67.1 HacTodwero PenepanbHOro 3akoHa, OrpaHUYeHUA, Hanaraemblx ctatbamMu 67.1 n 67.2 HacTodllero
depnepanbHOro 3akoHa;

2) cobniogeHne NUUEH3NOHHbIX TpeboBaHMI K OCYLLECTBIEHNIO (hapMaLEeBTUHECKON AeATeNnbHOCTY;

3) cobniogeHne TpeboBaHM K NpegoCcTaBreHuo cyObekTamu oOpalleHusi neKapCTBEHHbIX CpPeacTB
WHopMaLnM 0 NeKapCTBEHHbIX CpeacTBax 1 (MNKU) NekapCTBEHHbIX NpenapaTax, NpeaycMoTpeHHon ctatbsamu 9.1,
52.1 n 64 HacToswero deaeparnbHOro 3aKoHa;

KoHcynberaHTlnoc: npumeyaHuve.
C 01.03.2026 n. 4 y. 2 c1. 9 yTpaumBaet cuny (®3 ot 20.10.2022 N 405-D3).

4) cobnogeHne npegycMOTPeHHbIX cTatben 55.1 Hactosiwero ®PegepanbHOro 3akoHa TpebGoBaHUA K
NPOBEOEHNIO 3KCMEPUMMEHTaA MO OCYLLUECTBMEHUIO PO3HUYHOW TOProBMM FEKapCTBEHHLIMU Npenaparamu Ans
MEONLIMHCKOrO MPUMEHEHWS, OTNycKaemMbiMW MO pPeLenTy Ha JeKapCTBEHHbI npenapar, OUCTaHLMOHHbLIM
crnocobom.

(n. 4 BBegeH PegepanbHbiM 3akoHoM oT 20.10.2022 N 405-93)

3. Mpu ocywecTBneHMn denepansHOro rocyaapcTBEHHOIO KOHTpons (Hagsopa) B cdepe obpalleHus
NeKapCTBEHHbIX CPEACTB NPOBOAATCS CreayloLne Buabl KOHTPOMNbHbLIX (HAaA30PHbIX) MEPOMNPUSATUIA:

1) BOKyMeHTapHas NpoBepKa;
2) Bble3gHas NpoBepKa;

3) BbIGOPOUHBIV KOHTPOSb KavyecTBa;

www.consultant.ru CrpaHuua 17 u3 123
HageXHasa npaBoBas noaaepXKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=440513&dst=102523
https://login.consultant.ru/link/?req=doc&base=LAW&n=449314&dst=100011
https://login.consultant.ru/link/?req=doc&base=LAW&n=449314&dst=100011
https://login.consultant.ru/link/?req=doc&base=LAW&n=429415&dst=100034
https://login.consultant.ru/link/?req=doc&base=LAW&n=429415&dst=100010
https://login.consultant.ru/link/?req=doc&base=LAW&n=449314&dst=100011

®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”
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4) KOHTpOrnbHasi 3aKynka;
5) MHCNEKUMOHHbIV BU3WUT;

6) HabnogeHve 3a  cobnogeHMeM  obsizaTenbHbiX  TpeboBaHWA  (MOHMTOPUHN  6e3omacHOCTH)
(dbapmakoHagsop).

4. OpraHusaumsi 1 ocyllecTeBneHne denepansHOro rocyaapCTBEHHOrO KOHTpons (Hagsopa) B cdepe
obpalleHnst nekapCTBEHHbIX CpeacTB perynupytotca ®enepansHbiM 3akoHoM oT 31 mnons 2020 roga N 248-93 "O
rocyfapcTBEHHOM KOHTporne (Hag3ope) u myHuumnanbHOM KoHTpone B Poccuickon depepaumn”.

5. BHennaHoBbIi BbIOOPOYHBIA KOHTPOMb KadyecTBa NMPOBOAMTCS B TOM YMCiie Ha OCHOBaHWM MporpamMmbi
MPOBEPOK.

6. lNnaHoBbIN BbIOOPOYHbIN KOHTPOMb Ka4eCcTBa He MPOBOAUTCS.

7. Mo pesynsratam BbIGOPOYHOIO KOHTPONSA KayecTBa Hapsdy C  pelleHusMKU, NpedycMOTPEHHbIMU
®epepanbHbiM 3akoHoM oT 31 wmona 2020 roga N 248-©3 "O rocygapcTBeHHOM KOHTpore (Hagsope) wm
MyHUUMNanbHOM KoHTpone B Poccuiickon ®epepaunn”, depepanbHbiMU OpraHamu UCMOSHUTENBHOW BRNacTH,
YMONTHOMOYEHHBIMU Ha OCYLLIECTBMNEHNE BbIOOPOYHOIO KOHTPOISA Ka4ecTBa, NPUHUMAIOTCS CrieyloLme peLleHmns:

1) 0 panbHenweM rpaxgaHckom obopoTe cepun, NapTMM COOTBETCTBYHOLLErO NEKAapPCTBEHHOINO CPEACTBa B
cny4vyae noartBepXxAaeHuAa no pesynbrataMm npoBeaeHHbIX MCMbITaHUIA COOTBETCTBUSA Ka4decTBa NeKkapCTBeHHOro
cpencTea yCTaHOBMEHHbIM TpeboBaHNAM;

2) 06 n3bATMM U3 rpaxaaHckoro obopoTta cepuu, NapTUM COOTBETCTBYHIOLLErO NeKapCTBEHHOMO CpeacTBa B
criyyae BbISIBIiEHMSI MO pesynbratam MNPOBEAEHHbIX UCMbITAHUA HECOOTBETCTBUS KayecTBa JeKapCTBEHHOIO
cpefcTBa ycTaHOBMEHHbIM TpeboBaHMAM;

3) o0 nepeBoae NekapCTBEHHOrO CPeAcTBa Ha NOCEPUNHBINA BbIOGOPOYHBIA KOHTPOMb KayecTBa feKapCTBEHHbIX
CpencTB B Crlyyae NOBTOPHOIO BbISIBIIEHUS] HECOOTBETCTBUSI KayecTBa flekapCTBEHHOIO CpefcTBa YCTAaHOBMEHHbIM
TpeboBaHusIM U (MpU HeoBXoaMMOCTM) O NpoBepke cybbekTa oGpalleHusl NeKapCTBeHHbIX cpedcTsB. Pacxofbl,
CBA3aHHble C MpOBEdEHWeM TMOCEePUMHOrO  BbIDOPOYHOTO  KOHTPOMS, OMfaduMBaloTCs  Npou3BoauTeNeM
nekapcTBEHHOro  cpedcTtBa nNvGo  gepxaTenemM WNM  BragenbLeM  PerucTpauMoHHOIO  YAOCTOBEpeHus:
nekapcTBEHHOro npenapara.

8. ®epepanbHbli  rOCYOAPCTBEHHbLIA  MULEH3UOHHBI  KOHTPOMb  AEATENbHOCTM MO NPOU3BOACTBY
neKapCcTBEHHbIX CPEACTB OCYLLECTBISETCS B COOTBETCTBUM C 3aKOoHOAaTeNbCcTBOM Poccuiickon ®enepauun.

Cratbs 9.1. Nporpamma npoBepok
(BBegeHa depeparnbHbiM 3akoHOM OT 11.06.2021 N 170-03)

1. B uensx opraHuM3auumM BbIGOPOYHOTO KOHTPONS KayecTBa IeKapCTBEHHbIX cpedcTB dhopMmupyeTcs
nporpamma rnpoBepokK.

2. ina uenen peanusauun nporpammbl MPOBEPOK NPOU3BOAUTENMN NEKapCTBEHHbLIX CPeACTB U opraHusaLmu,
OCYLLIECTBIIAIOLLIME BBO3 JIEKAapCTBEHHbIX cpencTB B Poccunckyto denepaumio, NpeaocTaBnsaiOT B OTHOLLEHUM
NEeKapCTBEHHbIX CPeAcTB ANs  MEOWUUHCKOTO MNPUMEHEHWst B YMNOMHOMOYEHHbIN  defdeparnbHbli  opraH
WCMOINMHUTENBHOWM BracTW, OCYLUECTBNSALWMA (DYHKUMM MO KOHTPOM M Hag3opy B cdepe 3apaBOOXpaHEHUS, B
OTHOLLUEHUWN NEKAPCTBEHHBLIX CPEACTB A1 BETEPUHAPHOIO NPUMEHEHMS B YNOMHOMOYEHHLIN beagepanbHbIi opraH
WCMONMHUTENBHON BNAacTh, OCYLLIECTBRAAKWMIA (YHKUMM MO KOHTPOMK M Haasopy B cdepe obpalieHus
NeKapCTBEHHbIX CPEACTB Afs BETEPUHAPHOrO MNPUMEHEHMUS, CBEOEHMSI O Cepusix, MapTUsiX NeKapCTBEHHbIX
CpencTB, NocTynawwux B rpaxgaHckui obopoT B Poccurickon depepauuun, B nopsgke, coctaBe n obbeme,
YCTaHOBIEHHbIX YKa3aHHbIMU qae,qepaanblmm opraHamu VCMNONHUTENbHOW BNacTW B OTHOLLUEHWUU NNeKapCTBEHHbIX
cpeacte aAnd MeauuuHCKOro npuMeHeHuna 1 B OTHOLWUEeHUU JeKapCTBEeHHbIX CpeactB And BeTepuHapHOro
NnpUMeHeHNA COOTBETCTBEHHO.

3. [llporpamma npoBepok opMUPYeTCS Ha KaneHaapHen rogq B cpok o 30 pekabps roga,
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npealwecTByrolero rogy nposeaeHuA Bbl60p0'~IHOFO KOHTPONA.

4. B cny4yae HacTynneHuns cobblTuiA, ykadaHHbIX B nognyHkTax "6" n "B" nyHKTa 2 4actu 6 HacTosILWEen cTaTby,
denepanbHbIM OpraHOM UCMONHUTENbHOW BNAcTU, OCYLLECTBASIOLWUM PYHKLMM NO KOHTPOMO U Haa3opy B cdepe
30paBoOXpaHeHus, eaepanbHbIM OPraHoOM UCMOMHUTENbBHOM BNAacTu, OCYLLECTBAOWUM PYHKLUN MO KOHTPOSO U
Haasopy B cdpepe obpalleHnss nekapcTBEHHbIX CPeacTB AN BETEPUMHAPHOIO NPUMEHEHWs, Npu HeoBXoaAMMOCTH
BHOCSITCH COOTBETCTBYHOLLME USMEHEHNS B MPOrpamMmy nNpoBepOK.

5. B nporpamMmmy NpOBEPOK MOryT BKMAOYATLCA MEPONPUSATUS C YHETOM HapyLUEHWN, BbISIBNIEHHbIX B paMKax
KOHTPOIbHbIX (HAA30pHbIX) MEPOMNPUATUI 3a NPpeablayLLMIA KaneHaapHbIn rod.

6. Nporpamma NpoBepPOK COAEPKUT:

1) nepeveHb nEKapCTBEHHbIX CpPeacTB, OTOOp 0OpasLoB KOTOPbIX OyAeT OCyLecCTBAATbCA B paMKax
BbIOOPOYHOrO KOHTPOIs, hopMMpyeMbIN C yHETOM pPE3YNbLTaTOB rOCYOapCTBEHHOrO KOHTpons (Hagsopa) B cdepe
obpalleHnss nekapCTBEHHbIX CPeACTB 3a KaneHAapHbIN rod, NpeaLlecTBYOWMIA rogy NpoBeaeHus BbIOOPOYHOro
KOHTpOns;

2) YKa3aHune Ha cobbiTue, HacCTynmieHne KOToporo ABnAeTcA OCHOBaHMEM ON1A OCYLUEeCTBNEeHUA Bbl60p0‘-IHOFO
KOHTpONA:

a) nonyyeHue ceBefeHW, NpPeacTaBnsemMbiX B COCTaBe U 0bbeme, yCTaHOBMEHHbIX deaepanbHbiM OpraHoM
WCMONMHUTENBHON BRacT, OCYLLECTBASALWMM (YHKLUUM MO KOHTPOMO UM Haa3opy B cdepe 34paBOOXPaHEHUS,
denepanbHbIM OpraHOM UCMONMHUTENbHOW BNAcTU, OCYLLECTBASIOWUM PYHKLMM NO KOHTPOMO U Haa3opy B cdepe
obpalleHns nekapcTBEHHbIX CPeAcTB AN BETEepMHApPHOrO MPUMEHEHUS, O CepusX, NapTuaX JeKapCTBEHHbIX
CpencTB, MOCTynawLWmX B rpaxagaHckui obopot B Poccuiickon depepauun, ykasaHHbIX B MyHKTe 1 HacTodAwen
YyacTu, opraHu3auusiMy, OCyLLECTBSIOLLMMY NPOM3BOACTBO NIEKAapCTBEHHbIX cpeacTB B Poccuiickon depepaumu u
BBO3 TleKapCTBEHHbIX CPeAcTB B Poccuiickyto ®Penepauuio;

©) monyyeHne nocTtynawoLen B nopsake, YCTaHOBMNEHHOM cTaTben 64 Hactoswero denepansHOro 3akoHa,
WHpopMaumm o noBOYHBLIX [OENCTBUSIX, HEXenaTeNnbHbIX peakuusiX, CEepPbe3HbIX HeXenaTenbHbIX peakuusX,
HenpenBUAEHHbIX HeXenaTenbHbIX peakumsax npy NpPUMEHEHNN NeKapCTBEHHbIX NpenapaToB, 00 uHanBMAyanbHON
HENepeHOCMMOCTN, OTCYTCTBMM 3PPEKTUBHOCTU NEKAPCTBEHHbIX NpenapaToB, a Tawke 00 WHbIX pakTax u
obcToATENBbCTBAX, NPEACTABNALLMX YIPO3Y XU3HU UMM 300POBLI0 YenoBeka NMBO XXMBOTHOMO NPU MPUMEHEHUN
NeKapCTBEHHbIX MpenapaTtoB U BbISIBMEHHbIX Ha BCEX 3Tanax obpalleHus nekapCTBEHHbIX MpenapatoB B
Poccunckon ®enepaumm n apyrux rocyaapcraax;

B) nonyyeHne B cootBeTcTBUM C PepepanbHbiM 3akoHoMm oT 31 wumwonsg 2020 roga N 248-93 "O
rocy4apCTBEHHOM KOHTpore (Hag3ope) M MyHuuunansHoOM KoHTpone B Poccuiickon depepauummn” cBegeHun o
NpUYMHEHNW Bpega nnm 06 yrpose NpuYMHEHNs Bpeaa XusHu, 300pOBbIO rPaxaaH U XUBOTHbIX.

Cratba 9.2. NocyaapCTBeHHbIM KOHTPONb (HaA30p) 3a peanusauuen opraHamMuM MCNONTHUTENIbHOWM
Bnactu cyobektoB Poccuinickon denepaumm nonHomoumm B cpepe obpalleHns nekapCcTBeHHbIX CPeacTB
ANs MeAULIMHCKOro NpUMeHeHusA

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

1. TocynapCTBEHHbIN KOHTPOMNb (HaA30p) 3a peanv3auueit opraHamu UCMONHUTENBHOW BnacTu CyObeKkToB
Poccuinickon ®epepauumn nonHomoumii B cdepe obpalleHUst nekapcTBEHHbIX CcpeacTB Ans MeaULUHCKOro
NPMMEHEHMS1  OCYLLECTBNSIETCA  yrnorHomodeHHbiM  [MpaButensctBoM  Poccuiickonn  ®depepaumm  OpraHom
WCNOMHUTENbHONM BNacTu.

2. NpeameToM rocygapCTBEHHOTO KOHTpoOrsa (Haa3opa) 3a peanv3aumelt opraHaMy UCMONMHUTENBHON BNacTu
cybbektoB Poccunckonn depepaumm  nornHoMouuMn B cdepe obOpalleHus NekapCTBEHHbIX CpeacTB  Ans
MEONLIMHCKOrO MNPUMEHEHUST SIBNSIETCS COOMNOAEHNE  YMONHOMOYEHHBIMM OpraHamMm MWCMONHUTENLHOW BMAcTU
cybbekToB Poccuiickonn Pepepaumm METOAUKM YCTaHOBIEHWUSI MPeEAEeNibHbIX pa3MepoB ONTOBbIX HagbaBOK W
npegenbHblX pasMepoB  PO3HUYHbIX HAA0aBOK K (PAKTUYECKMM  OTMYCKHbIM  LIEHAM, YCTaHOBIIEHHbLIM
Npov3BOAUTENSMM FEKapPCTBEHHbIX NpenapaToB, Ha IleKapCTBEHHble Mpenaparbl, BKMAYEHHble B MepeyeHb
XWU3HEHHO HEOBXOAMMBIX N BaXKHEWLLMX NEeKapCTBEHHbIX Npenaparos.
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3. lNpwu ocyLlecTBNeHMN rocyaapCTBEHHOIO KOHTPONS (Hag3opa) 3a peanv3aunelt opraHamm UCMONMHUTENbHOW
BnacTn cyobektoB Poccuickon degepaumm nonHomoumi B cdepe obpalleHusi NekapCTBEHHbIX CpeacTB Anis
MEeANLIMHCKOro NpMMEHEHMS MPOBOAATCS CriefytoLme BUAbI MEPONPUATUN:

1) DoKyMeHTapHbIe NPOBEPKY;
2) Bble3gHblE MPOBEPKM.

4. OpraHusaums M OCyLIeCTBMNEHME roCyOapCTBEHHOr0 KOHTponsa (Hagsopa) 3a peanusaumen opraHamu
NCNonHUTEnNbLHOM Bnactu cyobekToB Poccuiickon denepaumm nonHomoumn B cepe obpalleHms nekapcTBEHHbIX
CpencTB Ans MeaULUHCKOrO NpuMeHeHust perynupytotca degeparnbHbiM 3akoHOM OT 6 okTabpsa 1999 roma N 184-
®3 "O6 obwmx npuHUMNax opraHM3auuMu 3akoHodaTerbHbIX (NPeacTaBMTENbHbLIX) U UCMONMHUTENbHBIX OPraHoB
rocygapcTBeHHoON Bnactu cyobektoB Poccuiickon degepaummn”.

5. lMNonoxeHne 0 rocygapcTBEHHOM KOHTpone (Hag3ope) 3a peanu3auuein opraHaMmm UCMONTHUTENbHOW BracTy
cybbektoB Poccunckon ®Pegepaumm nonHoMoumMnm B cdepe obpalleHuWs fekapCTBeHHbIX CcpeacTB  Ans
MeaVLMHCKOro NnpuMeHeHus yTeepxaaetca [Npasutensctsom Poccunckon Pegepaumn.

Ctratba 9.3. PernoHanbHbI rocyfapCTBeHHbIM KOHTponb (Hag3op) 3a NpuUMeHeHueM LeH Ha
JfleKapCcTBeHHble npenapaTtbl, BKMIOYEHHble B MNepeyYeHb XU3HEHHO HeobXoOMMbIX W BaXHeMLIUX
JNleKapCTBEeHHbIX NpenapaToB

(BBegeHa PepepanbHbiM 3akoHOM oT 11.06.2021 N 170-93)

1. PervoHanbHbIfl rOCYyQapCTBEHHbIV KOHTPOMb (Haga30p) 3a NPMMEHEHMEM UeH Ha fleKkapCTBeHHble
npenapaTtbl, BKMOYEHHblE B MepevYeHb XXM3HEHHO HeobXOoOMMbIX W BaXHEWMWWUX FeKapCTBEHHbIX MNpenapaTos,
OCYLLECTBISIETCA OpraHoM WCMonHuTeNnbHOM Bnactu cybbekta Poccuiickon Pegepaumm, YNOMHOMOYEHHbLIM
BbICLUMM MCNOMHUTENbHBIM OPraHOM rocy4apCTBEHHON BracTu cybbekta Poccuiickon ®eagepaunm.

2. TlpegmMeTOM pernoHanbHOro rocyAapCTBEHHOIO KOHTpONsA (Hagsopa) 3a MpuUMEHeHVWeM LUeH Ha
neKkapcTBeHHble npenapaTbl, BKIIOYEHHblE B NepeveHb XU3HEHHO HEeOOXOAMMbIX M BaKHEMLUX NeKapCTBEHHbIX
npenapaToB, £BnseTcA cobniogeHne opraHvM3auMsMy ONTOBOW TOPrOBMAW JleKapCTBEHHbIMU  CPeAcTBaMM,
anTe4yHbIMM  OpraHu3auusMu,  UHOMBUAYanbHbIMW  NpeanpuHUMaTEnsaMK,  UMEKLWMMU  JIULEH3NI0  Ha
dapmaueBTNYeCKyl0  OeAATeNnbHOCTb,  MEeOWUMHCKMAMM  OpraHuM3auusMu,  MMeWwuMy  NULEH3WI0  Ha
dapmaLeBTNYEeCKy0 AeATENbHOCTb, U NX 060CO6NeHHbIMM NodpasaeneHnsamu (ambynatopusamu, denbawepckumm
N benballepcKo-akyLepPCKUMKU NMyHKTaMu1, LeHTpamun (otgeneHusamun) obuien BpadyebHON (CeMEeNHOW) npakTuku),
pacnonoXeHHbIMY B CEMNbCKUX HACEMEHHbIX MYyHKTax, B KOTOPbIX OTCYTCTBYIOT anTe4Hble OpraHusauuu, npu
peanu3aumMuM nekapCcTBEHHbIX npenapaToB TpeboBaHWMA K MPUMEHEHWIO LEH, YPOBEHb KOTOPbIX He [OOMXKEH
npesbiwaTe CyMMYy hakTU4ECKOW OTMYCKHOW LieHbl, YCTaHOBIIEHHON NPON3BOANTENEM NIEKAapPCTBEHHbIX Npenaparos,
N KOTOPbl€ He MPEBbLILAIOT 3aperncTpMpoBaHHbIX NPeAenbHbIX OTMYCKHbIX LiEH, 1 pa3mMepoB ONTOBbIX HA46aBoK U
(M) pasmMepoB PO3HMYHBIX HagbaBOK, HE MPEBbIWAWMX COOTBETCTBEHHO pa3MepoB NpPedenbHbIX OMTOBbIX
HagbaBok M (Mnn) pasmMepoB npefdenbHbIX PO3HUYHBIX HaAbaBOK, YCTAHOBMEHHbIX B CyObekTe Poccuinckon
deaepauyuu.

3. OpraHu3auusi 1 oCyLLECTBIIEHNE PEMMOHANBHOMO rocyAapCTBEHHOTO KOHTPOMS (Haa3opa) 3a NpMMeHeHNeMm
LUEeH Ha nekapcTBEHHble npenapaTbl, BKMOYEHHbIE B MepeyYeHb XW3HEHHO HeobxoauMbIX U  BaXKHEMLMX
NeKapCTBEHHbIX npenapaToB, perynupytotca PepepanbHbeiM 3akoHoM oT 31 wmons 2020 roga N 248-03 "O
rocyaapCTBEHHOM KOHTpore (Hag3ope) u myHuumnanbHOM KoHTpone B Poccuinckon depepaumn”.

4. TlonoxeHne O pernoHanbHOM TOCYOAPCTBEHHOM KOHTpore (Hag3ope) 3a NPUMEHEHWEM LEH Ha
rnlekapcTBeHHble npenapaTbl, BKMAOYEHHblIe B MepevYeHb XU3HEHHO HEOOXOAUMbBIX M BaXKHEWMLLMX NeKapCTBEeHHbIX
npenapartoB, YTBEPXXOAETCH BbICLUMM MCMOSNHUTENBHBIM OpPraHOM rOCYLapCTBEHHONM BracTu cybbekTa Poccumckon
depepauuu.

Ctratbfa 9.4. ®PenepanbHblii rocyfapCTBEHHbIM JIULEH3UOHHbLIA KOHTPONb [AEeATENbLHOCTU No
Npou3BOACTBY NIEKapCTBEHHbLIX CPeacTB
(BBegeHa PepeparnbHbiM 3akoHOM OT 11.06.2021 N 170-03)

1. ®depepanbHbIl  TOCYAAPCTBEHHbIA  JIMUEH3NOHHLIN  KOHTPOSb  OEATENbHOCTM MO MPOM3BOACTBY
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?;i’zeﬁml’gb% 32%'(2%*3 ot 12.04.2010 N 61-03 [okymeHT npepocTasneH KoHcynbTaHTI0C

"06 obpalleHun nekapcTBEHHbIX cpeacTs” Aata coxpanerua: 24.01.2024

NeKapCTBEHHbIX  CPEACTB  OCyLlecTBnsieTcd  dpedepanbHbIMW  OpraHamu  MUCMOMHWUTENbHOW  BracTy,
ynonHoMouYeHHbIMK MNpasutenscteom Poccuinckon Pegepauuu.

2. ®epepanbHbll  TOCYAApCTBEHHbIA  NIULEH3UOHHBLIN  KOHTPOMb  AEATENbHOCTUM N0 NMPOU3BOACTBY
nekapCcTBEHHbIX CPeACTB OCYLLECTBMSETCA B COOTBETCTBMM ¢ PepepanbHbiM 3akoHOM OT 4 mas 2011 roga N 99-93
"O nuueH3npoBaHUKM oTaenbHbIX BUOOB AesaTenbHocTn" n degepanbHbiM 3akoHoM oT 31 utons 2020 roga N 248-93
"O rocygapCTBEHHOM KOHTposne (Haasope) M MyHuuunanbHOM KoHTpone B Poccuickon ®egepaumn”. B pamkax
degepanbHOro rocygapCTBEHHOMO JIMLEH3MOHHOIO KOHTPONsS AeATENbHOCTU MO NPOU3BOACTBY NEKapCTBEHHbIX
CpencTB MilaHOBble KOHTPOSbHble (HAA30pHblE) MEeponpuUsTUS He MpoBOAATCS, MNpU  STOM  MNpPOBOAUTCS
Nnepuoanyeckoe MoATBEPXKOEHNE COOTBETCTBUS JNULEH3MATOB JIMLEH3MOHHBIM TpeOOBaHWSIM B COOTBETCTBUM C
depepanbHbiM 3akoHOM OT 4 mast 2011 roga N 99-03 "O nuueH3npoBaHUKM OTAENbHLIX BUOOB AEATENbHOCTH".

Maea 5. PASPABOTKA, AOKITMHWYECKUE NCCIIEAOBAHUA
JIEKAPCTBEHHbIX CPEACTB, A TAKXE KITMHUWYECKUE UCCNEOOBAHUA
JIEKAPCTBEHHbIX NMPEMAPATOB AnAd BETEPUHAPHOIO NPUMEHEHUA

Crartbsa 10. PazpaboTka nekapCTBeHHbIX CpeacTB

1. PaspaboTka NnekapCTBEHHbIX CPeacTB BKMOYaeT B cebs MOMCK HOBbIX (hapMaKONorMyecku akTUBHbIX
BELLEeCTB, MNoCreayolee M3yyYeHWe MX JEeKapCTBEHHbIX CBOWCTB, AOKMWHUYECKME WCCNeaoBaHus, pas3paboTky
TEXHOMNOrnii NPoM3BoACTBa (hapMaLEeBTUYECKUX CyGCTaHUUIA, pa3paboTKy COCTaBOB WM TEXHOMOMMI NMpPou3BOACTBA
NeKkapcTBEHHbIX MpernapaTos.

2. duHaHcoBoe obecneveHne pa3paboTkmM NeKapCTBEHHbIX CPEACTB OCYLLECTBMSIETCA 3a CYET:
1) cpencTB cbegepanbHoro GompxkeTa;
2) cpencTB pa3paboTyMKOB NEKapCTBEHHbIX CPeACTB;

3) cpeacTs I'IpOI/I3BOD,VITeJ'Iel7I JleKapCTBEHHbIX CpeacCTB MNMpwu BbIMOJIHEHNN HAYyYHO-UCCNenoBaTeNIbCKNUX pa60T
no OoroBopy mexay pa3pa6OT‘-II/IKOM J1eKapCTBEHHbIX CPeacCTB U Npon3BoanTeENemM neKkapCTBeHHbIX CPEACTB;

4) nHbIX He 3anpeLleHHbIX 3akoHodaTenbcTBoM Poccuiickon ®egepaumm NCTOYHNKOB.

3. I'IpaBa pa3pa60TqMKa JNIEKapCTBEHHOIo cpeacTBa OXpaHAKTCA rpaXXaaHCKMM 3aKoOHOO4AaTENTbCTBOM.

Cratba 11. [oknuMHuYeckoe wuccrnepnoBaHue NeKapCcTBeHHOro cpeacrtea And MeaAUUMHCKOro
npuMeHeHusA

1. JoknuHnyeckoe uccnegoBaHue nekapcTBEHHONO cpeacTsa Ans MeAUUMHCKOro NpUMeHeHUs NpoBOAUTCS
NyTeM MPUMEHEHUSA HayYHbIX METOAOB OLIEHOK B LIENSAX MOMy4YeHusl LoKasaTenbCTB 6e30nacHOCTU, KadecTBa U
3 PEKTUBHOCTU NTEKapCTBEHHOIO CpeacTBa.

2. [loknMHMYeCcKoe 1ccrnegoBaHne NekapCTBEHHOMO CpeacTsa Anst MeANLMHCKOIo NPUMEHEHNsI NPOBOAMTCS B
COOTBETCTBMM C MpaBuiiaMu Haanexawlen nabopaTopHOM MPaKTUKW, YTBEPXKAEHHBIMU  YMONTHOMOYEHHbLIM
degepanbHbIM OpraHOM UCMONMHUTENBHOW BNAcTW.

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

3. Ons opraHvsauuMm u nNpoBedeHWs AOKMIMHMYECKOrO WCCNEeaoBaHUSA JEKApCTBEHHOrO CpeacTBa [AJis
MEOVLUWHCKOTO  MPUMEHEHUa  pa3paboTumKkym  NEeKapCTBEHHbIX  CPEACTB  MOryT  MpuUBMeKaTb  Hay4Ho-
nuccnegoBaTenbCckne  opraHmsauumu, obpasoBaTenbHble  OpraHusauMm  BbICWIEro 00pas3oBaHus, uMeLlime
HeobXOAMMYH0 MaTepuarnbHO-TEXHUYECKYD 0asy M KBanuUUMPOBAHHBLIX CMEeuManMcToB B COOTBETCTBYHOLLEN
obnacTu uccrnenoBaHust.

(B peq. ®epepanbHoro 3akoHa ot 02.07.2013 N 185-03)

4. [JoknnHMYecKkoe nccneqosaHne nekapcTBEHHOro CcpeacTsa AN MEAULIMHCKOrO NPUMEHEHUS MPOBOANUTCS
no yTBEpPXOEHHOMY pa3paboTyMKOM IEeKapCTBEHHOTO CPEeACTBa MnaHy C  BedeHWeM MpoToKona  3Toro
“ccrnefoBaHUsl U COCTaBMNEHMEM OTYETa, B KOTOPOM COAepKaTcsl pesyrbraThbl 3TOro UCCreoBaHMs U 3aKroYeHne o
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

BO3MOXXHOCTWU TMpoBeAEeHUA KIMMHUYECKOro wuccrnegoBaHna nekKapCTtBeHHOro npenapara gnda  mMeanumnHCKoro
NPpUMEHEHUA.

5. MNpoBeaeHne NpoBepok cobnogeHusa npasun Hagnexawen nabopaTtopHOW NPaKTUKU U NPaBOBbLIX HOPM
NCMONb30BaHUS XMBOTHbIX NPU MPOBEAEHUM [OOKMMHUYECKMX WCCNEeqoBaHWA JIEKapCTBEHHbLIX CPEeACTB AnA
MEONLIMHCKOrO MPUMEHEHNS1 OCYLLECTBNSIETCA YMNOMHOMOYEHHbIM dhefeparibHbiM  OpraHoM  MCNOSHUTENbHOM
BracTu.

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

6. PesynbraThl JOKMMHUYECKOrO UCCNEAOBaHUA NEKapCTBEHHOrO CpeacTBa Ans MeOULMHCKOro NpUMEHEHMS
MOryT ObITb NpeacTaBneHbl B yNONHOMOYEHHbIN dheaepanbHbIi OpraH UCNOMHUTENBHON BNacT B YCTAHOBMEHHOM
nopsifke B LIeNsX rocy4apCTBEHHOW pernctpauumn nekapcTBEHHOro npenapara.

CraTtbsa 12. JOKNMHNYeCcKoe nccrnegoBaHue NneKkapCcTBEeHHOro cpeacTBa U KINIMHNYeCKoe nccnegoBaHue
neKapCcTBEeHHOro npenapara Ans BeTepUHaApHOro NnpMmMeHeHus

1. [JOoKnNuHM4eckoe nccnegoBaHme JNIeKapCTBEHHOIo cpeacTtBa And BeTepunHapHOro npmMeHeHmna npoBognTcaA
nyTemMm npMMeHeHunA Hay4YHblX METOOAOB OLEHOK B LeENdX noriydeHunAa [OoKas3aTeslbCTB ©Ge3onacHoOCTK, kadecTBa U
Sd)(*)eKTVIBHOCTI/I JIeKapCTBEHHOro cpenctea, B TOM 4UCIEe onpeaerneHnda CpoKa ero BbiBEAeHUA U3 opraHn3ma
XMBOTHOro, B Lensix obecnevyeHus Ge3onacHOCTH npoayKumMn KMBOTHOTO MPOUCXOXOEHUA nocne npuMeHeHuA
COOTBETCTBYHOLLEro nekapCTtBeHHOro npenapara.

2. [JoknunHun4yeckoe nccnenoosaHne - nekapctBeHHOro  cpeactea n KnnHn4yeckoe nccnenoesaHue
J1IeKapCTBEHHOIo npenapara Aand BeTepuHapHOro npnMeHeHua, nccrnegopaHune OMO3KBMBANEHTHOCTH YKa3aHHOro
NNIeKapCTBEHHOIo npenaparta npoBoaodATCA B COOTBETCTBUM C MNpaBuiiamun, ytBepXAeHHbIMU YMNOJIHOMOYEHHbIM
cbe,uepaanblM opraHom WCNOMHUTENbHOM BNacTu.

3. [JoknuvHuuyeckoe uMCCrefoBaHWE  NEKapCTBEHHONO CPEeACTBA W KIMHWYECKOe — uccrnefoBaHue
neKkapcTBEHHOro npenaparta Ans BETePUMHAPHOro MPUMEHEHUS NMPOBOAATCA MO YTBEPXKAEHHOMY pa3paboTynMkom
neKkapcTBEHHOro cpeacTBa MnaHy C BeAeHVMEM MPOTOKOMOB 3TUX WCCNELOBaHWA W COCTaBlIEHWEM OTYETOB, B
KOTOPbIX cogepXaTcsl pesynsraTtbl 3TUX UCCMea0BaHU.

4. [ns opraHuM3auuMnm U nNpoBeAeHUs [OKMMHWYECKOrO WCCIefoBaHus ekapCTBEHHOrO Cpeactsa WU
KMMHWYECKOrO WUCCNEefoBaHWUs JIeKapCTBEHHOro npenaparta Afs BeTepuHApHOro NpUMEHEHMsT pa3paboTyumk
neKapcTBEHHOMO CpeacTBa MOXET NpUBMeKaTb OpraHM3aLmn, UMerLwmne HeoBXoAMMYH0 MaTepmarnbHO-TEXHUYECKYHO
6asy 1 KBanMULNPOBaHHbIX CrieLManncToB B COOTBETCTBYOLLEN 06nacTu nccrneqoBaHus.

5. KnuHunyeckne nccnepoBaHns JNTEKapCTBEHHbIX NMpenapartoB ANA BETEPUHAPHOIo NpMMeHeHna npoBoAATCA
B BETEPUHAPHbIX OpraHn3aunax n B opraHn3auusax, oCyLleCTBNALWNX pa3BeaeHune, BblipalimBaHme n cogepxxaHume
XMBOTHBbIX, B LenAx:

1) yCTaHOBMEHMS NEPEHOCMMOCTHU NEKAPCTBEHHbIX NPenapaToB 340POBLIMU XXUBOTHBIMMU;

2) rlo,u,60pa onTMarsibHbIX OO03MPOBOK JIEKAPCTBEHHbLIX NpenapaTtoB U Kypca NevyeHnd Ha KOHerTHOVI rpynne
XMBOTHbIX C onpeaeneHHbiM 3aboneBaHunem;

3) yctaHoBneHus 6e30nacHOCTU M 3PEEKTMBHOCTM MEKApCTBEHHOrO npenapara, npegHasHayeHHoro Ang
nieyeHnst onpepeneHHbiXx 3aboneBaHUM >XUBOTHBIX, WM 3P(EKTMBHOCTM JNIEKAPCTBEHHOrO npenaparta Ans
npodnnakTuKkM 3aboneBaHni 30OPOBLIX XXUBOTHbIX;

4) n3y4vyeHus BO3MOXHOCTEN pacmnpeHna nokasaHun K NMPUMEHEHNIO 3aperncTpnpoBaHHOro fiekapCTBEHHOIo
npenapara 1 BbliABI1EHNA paHee HeN3BECTHbIX No6GOYHbIX AENCTBUIA.

6. KnuHunyeckoe uccrnegoBaHWe NEKApCTBEHHOTO npenapata  Ans  BEeTEPUHApHOro  NMpUMeHeHUs
OCYLLIECTBSETCS 3a CYET CPEACTB pa3paboTymnka NekapCTBEHHOMo cpeacTaa.

7. Otyetbl 0O pesynbratax AOKIMHUYECKOro uccrnegoBaHuna InekapCcTtBeHHOro cpencrtesa M KINMHUYECKOro
nccnegoBaHnA JeKkapCTBEHHOro npenapara AnAa BeTepuHapHOro npuMeHeHuA COCTaBNAKTCA pa3pa6OT‘-IMKOM
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?;i’ze‘?:'l’gbi% 32%'(2%*3 ot 12.04.2010 N 61-03 [okymeHT npepocTasneH KoHcynbTaHTI0C

"06 obpalleHun nekapcTBEHHbIX cpeacTs” Aata coxpanerua: 24.01.2024

JleKapCTBeHHOro cpeacrtea C Yy4eTomMm 3aKn4eHnmn OpI'aHVI3aU,VIl7I, NpUHMMaBLWNX Yy4dacTne B OpraHun3aunun wm
npoBegeHnn 3Tux nccrnegoBaHun.

8. KoHTponb 3a npoBegeHUeM [OOKMMHUYECKMX WCCeaoBaHMIA NEKapCTBEHHbIX CPEeACTB M KMMHUYECKUX
nccrneaoBaHuii NekapCTBEHHBLIX NPenapaToB ANsl BETEPUHAPHOIO NPUMEHEHNS OCYLLECTBISETCS YNONMHOMOYEHHbLIM
denepanbHbIM OpraHOM UCMONHUTENBHOW BNAacTu.

Mnaea 6. OCYLLECTBIIEHUE FOCYAAPCTBEHHOW PEFMCTPALIUMU
NEKAPCTBEHHbIX NMPEMNAPATOB

CrtaTtbsa 13. FlocyaapcTBeHHasi perMcTpaumsa fiekapcTBeHHbIX NpenapaToB
(B peqg. PeaepanbHoro 3akoHa o1 22.12.2014 N 429-03)

KoHcynbraHnTlntoc: npumedaHue.

HonyckaeTcs NpUMEHeEHNE B MEOULMHCKMX LIENsAX HE 3aperncTpmpoBaHHbIX B PO nekapcTBEHHbIX NpenapaTos,
cofepXalux HapKkoTUYeCcKMe CpeacTBa MMM NMCUXOTPOMHbIE BELLEeCTBa, BBE3EHHbIX B PP B COOTBETCTBUM C M.
3.1 cT1. 47 paHHoro gokymeHTa (M. 8 c1. 3 ®3 o1 27.12.2019 N 475-03).

1. B Poccuickon Pegepaumn OONycKaTCa MPOU3BOACTBO, W3rOTOBIEHWE, XpaHeHue, nepeBo3ka, BBO3 B
Poccunckyto depepaumio, BbIBo3 13 Poccuickon depepauun, peknama, OTNyCcK, peanusaumsi, nepegaqa,
NMPMMEHEHMEe, YHUYTOXEHME IEeKapCTBEHHbIX MpenapaTtoB, €CNN OHWM 3aperncTpuMpoBaHbl COOTBETCTBYOLLUM
YMONHOMOYEHHBIM dbeepanbHbIM OpraHoOM UCMOMHUTENBHOM BMAcTU.

(4actb 1 B pen. PegepanbHoro 3akoHa ot 13.07.2015 N 241-03)

2. locygapcTBeHHOW perncTpauumn nognexar:
1) Bce nekapcTBeHHble NpenapaTbl, Brepsble Noanexaluve seody B obpalleHue B Poccuiickon ®egepaumu;

2) nexkapcCTBEHHbIE Npenaparbl, 3aperncTpupoBaHHble paHee, HO NPOU3BedEHHbIE B APYrUX NEKapCTBEHHbIX
dopmax B COOTBETCTBUM C MepevyHeM HauMMEHOBaHWA JleKapCTBEHHbIX ()OpM, B HOBOM [J0O3MPOBKE Mpu
JoKasaTernbCTBe ee KIMMHNYECKOW 3Ha4YMMOCTN N 3PPEKTUBHOCTH;

3) HOBble KOMBUHaLMK 3aperncTpnpoBaHHbIX paHee NekapCTBEHHbIX NMpenapartos.

3. TocymapcTBeHHast perucTpauusi JeKapCTBEeHHbIX MNpenapaToB OCYLIEeCTBMSieTCs Mo  pesynbratam
3KCMepTU3bl NeKapCTBEHHbIX CPEACTB, a rocyaapCTBEHHas perMcTpaums opdaHHbIX NeKkapcTBEHHbIX MpernapaToB
OCYLLECTBMSAETCA MO pesynsrataM 3KCNepTUsbl AOKYMEHTOB, NpeAcTaBreHHbIX AnA onpeaeneHns BO3MOXHOCTU
paccmaTpuBaTb  NEKApCTBEHHbIM  npenapaT AN MeOWUMHCKOTO  MPUMEHEHWs  Mpu  OCYLLEeCTBIeHWUK
rocyapCTBEHHON perucTpaumMm B KadyecTBe OPGAHHOIO reKkapCTBEHHOro npenapata, M Mo pesynsraram
SKCMEepTU3bl NeKapCTBEHHbLIX CPEACTB.

4. TocymapCTBEHHasi perucTpauusi rekapCTBEHHOro npenapata OCYLLEeCTBMSETCS COOTBETCTBYHOLUM
YNONHOMOYEHHbIM hejeparnbHbiM OpraHoM MCMONHUTENBHOW BNAcTU B CPOK, HE MPEBLILIALLNIA CTa LUECTUAECATU
paboumnx AHew Co AHA NPUHATUS COOTBETCTBYHOLLErO 3asiBMEHUSI O FOCYAapCTBEHHON PerncTpaumnm nekapcTBEHHOro
npenapata. B ykasaHHbIN Cpok BkM4aeTcss Bpemsi, HeobXxoaumMoe [Ansi NOBTOPHOrO MPOBEAEHUsI SKCMNEPTM3bI
NeKapCcTBEHHOrO cpefacTBa B COOTBETCTBUMM CO cratbeir 25 HacToswero ®egepanbHoro 3akoHa. Cpok
rocyfapCTBEHHON perncTpauum NeKkapCcTBEHHOTO Mnpenapata WCYUCIISETCS CO AHS MPUHSATUMS COOTBETCTBYIOLLMM
YMONMHOMOYEHHbIM  hefieparnbHbiM — OpraHOM  UCMONMHWUTENBHOM  BRacTU  COOTBETCTBYIOLLETO  3asiBieHWUsT O
roCyJapCTBEHHONM perMcTpaummu nekapCTBEHHOro npenapata ¢ NpuriokeHnem HeobXoayMbIX JOKYMEHTOB MO AeHb
Bbl4a4y PErMCTPALMOHHOIO YOOCTOBEPEHMS NlekapCTBEHHOMO npenaparta. Bpems, Heobxoaumoe Ans HarnpaeeHus
YNONMHOMOYEHHbIM chelepanbHblM OpraHoOM MCMOMHUTENBLHOW BRACTW 3arnpoca O MNpeacTaBrneHun HeobxoauMbix
mMaTepuanoB U NpefcTaBleHUs 3asBUTENEM OTBETA Ha [aHHbI 3anpoc B COOTBETCTBUU CO cTaTbamu 16, 19 u 23
HacTosiLlero ®efepanbHOro 3akoHa, He YYMTLIBAETCS NPU UCHUCIIEHWM CPOKa rOCYAapCTBEHHOW perucrpaumu
nekapcTBEHHOrO npenapara.

5. focygapcTBEHHOW pernctpaumm He nognexar:
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

KoHcyneraHTlnoc: npumeyaHue.
C 01.03.2025 B n. 1 4. 5 cT. 13 BHOCATCA M3meHeHus (P3 ot 30.12.2021 N 463-D3).

1) nekapcTBeHHble MpenapaTbl, U3roTOBMEHHbIE anTeYHbIMM OpraHM3auusiMy, BETEPUHapHbIMU anTeYHbIMU
opraHusauvsiMu, UHOUBMAYarbHLIMU NPEANPUHUMATENSIMU, KOTOpble UMEeKT NULEH3NI0 Ha (hapmaLeBTUYECKYIO
AesiTenbHOCTb, MO peuenTaM Ha JieKapCTBeHHble npenapatbl U TpeboBaHMSM MeOMLMHCKMX OpraHu3aumi,
BETEPVHAPHBIX OpraHU3auunii;

2) nekapcTBeHHble npenapartbl, NpuobpeTeHHble uanmdeckumn nuvuamm 3a npegenamu  Poccunckon
depepauun n npegHasHayYeHHbIe 118 IMYHOMO UCNOMNb30BaHMUS;

3) nekapcTBeHHble Npenaparsbl, BBo3uMble B Poccuiickyto Pegepauuio ons okasaHUst MEQULUHCKON NOMOLLM
MO >XM3HEHHBIM MOKa3aHWsIM KOHKPETHOMO MauMeHTa Ha OCHOBaHUWM pa3peLleHusi, BbiAAHHOTO YMNOIHOMOYEHHbIM
denepanbHbIM OPraHOM UCMNONMHUTENBHOW BNACTW;

4) NeKapCTBeHHble CcpeacrtBa, BBO3MMbleE B Poccvu7|0|<y+o d>ep,epau,mo Ha OCHOBaHWM BblOAHHOIO
YNOJTHOMOY€EHHbIM cbe,qepaanblm opraHom WCMNOMHUTENBbHOM BRacTu paspewieHna n npegHasHadYeHHble OnA
npoBeaeHna KIMHNYeCKnx nccnegoBaHum JIEKapCTBEHHbIX nNpenapartoB w“ (I/IJ'II/I) npoeegeHna J3KCcnepTu3bl
JNIeKapCTBEHHbIX CpeacCTB AJ1A OCyLleCTBI1eHUA rocy,u,apCTBeHHoﬁl perncTtpaunm nekapCrtBeHHbIX Npenaparos;

5) pbapmaueBTnyeckue cybctaHumm;

6) pap,mocbapmaueamqecme NleKapCTBeHHbIEe TMpenapartbl, W3rotoBlieHHble HenocpeaCTBEHHO B
MeONUMNHCKUX opraHun3aumax B  nopAagke, YCTAHOBJIEHHOM  YNOJIHOMOYEHHbIM cbep,epaanblM opraHomMm
NCMOSTHUTENbHOM BNacTu;

7) NnekapCTBEHHbIE NpenapaTbl, NPON3BOAMMbIE A5 SKCMopTa.
6. He ponyckaertcs rocynapcTBeHHast peructpauus:

1) nekapCTBEHHbIX MpenapaTtoB, OTMMYaLWMXCA APYr OT Apyra KavyeCTBEHHbIM COCTaBOM OEWCTBYHOLLMX
BELLEeCTB, N0 OAMHAKOBbLIM TOProBbIM HAVMEHOBaHNEM;

2) ogHOro nekapcTBEHHOro npenapara, NpeAcTaBlNeHHOro Ha rocya4apCTBEHHYHO perucTpaumio B OTHOLUEHUN
OOHOIo M TOTO Xe AepxaTensa unu eragenbla perMcTpauuoHHOro YAOCTOBEPEHMUS NEKAPCTBEHHOMO Mpenapara B
BMAE OBYX 1 Donee nekapCTBEHHbIX NpenapaToB Nof pasfMyHbIMU TOProBbIMM HAMMEHOBaHUSIMU.

(n. 2 B pea. PenepansHoro 3akoHa oT 04.06.2018 N 140-$3)

7. Mo 3anpocy (B aneKTpoHHON hopme unm Ha BymakHoM HocuTene) cybbekTa obpalleHns nekapcTBEHHbIX
cpeacTB  COOTBETCTBYHOLUMM  YMOMHOMOYEHHbIM  ddedepanbHbiM - OpPraHoM  MCMOMHMTENbLHOM  BRacTw,
OCYLLECTBIISAOLWMM roCygapCTBEHHYO PErMcTpaumio neKkapCTBEHHbIX NPenaparoB, B YCTAHOBMEHHOM UM Mopsake
OCYLLECTBISETCA Hay4YHOE KOHCYNbTMPOBaHWE MO BOMpOCaM, CBA3aHHbIM C NPOBEAEHUEM  OOKITMHUYECKMX
nccrnefoBaHuii, KNMHUYECKUX UCCNeqoBaHUA NeKkapCTBEHHbLIX NpenapaToB, SKCNePTU3bl KayecTBa NekapCTBEHHbIX
cpeacTB, adpeKTMBHOCTM M 6e30MacHOCTU, C OCYLLECTBIIEHUEM FOCYLApPCTBEHHOW perMcTpaumm NekapcTBEHHbIX
npenapatoB. KOHCynbTMPOBaHWE OCYLLECTBNSAETCS C NpUBreYeHneM eaepanbHbiX rocyaAapCTBEHHbIX OHOOXKETHBLIX
yuYpexaeHuin, NoaBeNOMCTBEHHbLIX AaHHOMY defepanbHOMY opraHy UCMOMHUTENBHOM BMAcTU U He y4aCTBYOLLUX B
opraHusaumMm npoBedeHMsT 3KCNepTU3bl KavyecTBa JIEKAPCTBEHHbIX CPEeACTB B LENAX OCYLIECTBMEHUs WX
rocyfapCTBEHHOW perncrpaLmm B COOTBETCTBUMN CO cTaTben 16 HacToswero PeaeparnbHOro 3akoHa, B BUae OoTBeTa
B NMNCbMEHHOW hopMe YMNONMHOMOYEHHOro deneparnbHOro opraHa WCNOMHUTENbLHOW BriacTu Ha 3arnpoc. Pasmep
B3MMaeMoW C 3asBUTENSA Nrathl ONpeaenseTcsi B COOTBETCTBUM C 3akoHoaaTenbcTBOM Poccuiickon deagepaumm ob
opraHusaumm npegocTaBreHNs roCyAapCTBEHHbIX M MyHMUMNanbHbIX ycnyr. MHdopmaumsa o6 ocylecTBneHun
Hay4YHOro KOHCYIbTMPOBaHUS, B TOM 4Yucre ctaTtbu, 00630pbl, CNpaBOYHbe MaTtepuarnbl U MHas MHdopmauus ob
OCYLLECTBEHNM HAY4YHOrO KOHCYNbLTMPOBaHWSA, pas3mellaeTtca Ha oduumnanbHOM canTe  YNOrHOMOYEHHOro
degepanbHOro opraHa WCMNOMHUTENbHOW Bractm B ceTu  "VIHTepHeT" C  cobniogeHneM  orpaHuyeHum,
YCTaHOBIEHHbIX 3aKOHOAATENbLCTBOM O NEPCOHANbHbLIX A4AHHBLIX, KOMMEPYECKON 1 (UNW) roCyAapCTBEHHOW TalHe.

8. NocynapcTBeHHasi perucTpauus nekapCTBeHHbIX MpernapaToB, KOTopble NpeaHasHayYeHbl 4N NpYMeHeHus!
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

B YCNOBUSIX BOEHHbLIX AEWCTBMIW, YpEe3BblYaHbIX CUTyauuh, NpeaynpexaeHus 4pesBblYanHbIX CUTyaLun,
NpodunakTuKM n neyveHns 3aboneBaHW, MPEACTaBNSAOLWMX OMAaCHOCTb AN OKpyXXawlmx, 3aboneBaHuin u
NMOpaXXeHW, MOJMyYeHHbIX B pe3ynbrate BO3AEWCTBUS  HeOnaronpusTHbIX  XMMUYECKUX, ONONornyeckux,
paguMaumoHHbIX (akTopoB, W KOTOpble paspaboTaHbl B TOM 4uUcre NO 3agaHuio  deneparnbHbiX OpraHoB
WCNOMHUTENbBHOM BracTu, YNONHOMOYEHHbIX B 0b6nactn ob6opoHbl cTpaHbl U 6e30nacHOCTU rocynapcTea, a Takke
nekapcTBEHHbIX CPeACTB B Criyyae Mx AedeKTypbl UK pucka BO3HUKHOBEHUSI AedeKTYpbl B CBSI3M C BBEAEHNEM B
OTHoweHun Poccunckon ®epepaumn OrpaHMYNUTENbHBIX MEp 3KOHOMUYECKOro XapaKTepa OCYLLeCTBNSAETCS B
nopsiake, yctaHosneHHoM [NpasuTtensctBomM Poccuiickon epepauun.

(B peq. ®epepaneHbix 3akoHOB 0T 01.04.2020 N 98-93, ot 08.03.2022 N 46-93)

CrtaTtbsa 14. MpUHUMNbI 3KCNEPTU3bI NEKaPCTBEHHbIX CPEeACTB
(B peqg. PenepanbHoro 3akoHa o1 22.12.2014 N 429-03)

1. BkcnepTu3a nekapcTBEHHbIX CPEACTB OCHOBBIBAETCS Ha MPUHLUMNAX 3aKkOHHOCTW, cobniogeHus npae u
ceobon dernoBeka W rpaxaaHuHa, NpaB PUAOMYECKOrO fvua, He3aBMCUMOCTWM 3KcnepTa, 0BObeKTUBHOCTH,
BCECTOPOHHOCTM M MOMHOTbI UCCNEAOBaHNI, NPOBOAUMBIX C UCMOMNb30BAHUEM COBPEMEHHBIX JAOCTUXEHWUIA HayKN 1
TEXHUKM, OTBETCTBEHHOCTM beaepanbHOro rocygapCTBEHHOrO OIOMKETHOTO YYpexaeHWs Mo NPOBEAEHMIO
3KCNEepTM3bl NNIEKAPCTBEHHbIX CPEACTB U 3KCMNEPTOB 3a NPOBEAEHNE N KAYECTBO SKCNEPTU3bI.

2. SKcnemesa JNIeKapCTBEHHbIX NMpenapartoB And MmeanunHCKOro npuMeHeHna BKIO4aeT B cebs:

1) 9KcmepTM3y [OKYMEHTOB, MPEACTaBMEHHbIX [Ans  OMNpeaeneHuss BO3MOXHOCTU  pacCcMaTpuBaTtb
NeKapCcTBEHHbIN NpenapaTt Anst MeQULMHCKOTO NPUMEHEHUS NMPU OCYLLECTBINEHUN FOCYAapCTBEHHON perncTpaumm B
kayecTBe opchaHHOro NnekapCcTBEHHOrO Npenapara;

2) JKCNepTn3dy npennoxXeHHbIX MEeTOoAOB KOHTPOJIA KaydecCcTBa JieKapCTBEHHOINo cpeacrtBa WM KadecTtBa
npeancTtaBlieHHbIX O6pa3LI,OB JIEKapPCTBEHHOIO cpeacTtBa C MUCMNONb3oOBaHMEM 3TUX METOO0B (p,anee - 3KCnepTtunsa
Ka4vyecTBa J1ieKapCTBEHHOIo Cpeﬂ,CTBa);

3) 9KCMepTM3y OTHOLLEHUS OXWOAeMOW Monb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUST NeKapCTBEHHOro
npenapara;

4) 3KCNepTu3y perncTpauuoHHOro [OCbe Ha JIeKapCTBEHHbIM Mpenapar B Uensx onpegeneHus
B3aMMO3aMEHSIEMOCTM NleKapCTBEHHbIX NpenapaToB AN MEAULMHCKOro NPUMEHEHNS.
(n. 4 BBegeH ®epepanbHbIM 3aKOHOM OT 27.12.2019 N 475-03)

3. OkcnepTr3a nekapcTBEHHbIX NpenapaToB AN BETEPUHAPHOIO NPUMEHEHNS BKIOYAET B cebst akcnepTusy
KayecTBa IEKapCTBEHHOIO CPEACTBA M 3KCMNEPTU3Y OTHOLUEHUS OXWAAEMOW MOMb3bl K BO3MOXHOMY PUCKY
NpYMEeHEeHWs1 NekapCcTBEHHOTO Npenapara.

Crartbsa 15. ¢e,qepaanoe rocyaapcTtBeHHoe 6rookeTHOE yypexaeHuwe no npoBeAeHNIO 3KCNepTu3sbl
JNleKapCTBeHHbIX cpeAacTB

3KcnepTusa nekapcTBEHHbIX CPeACTB  MpoBOAMTCS  defieparnbHblM  FOCYAapCTBEHHBIM  BHOMKETHBIM
yyYpexaeHueM COOTBETCTBYHOLLETO YNOMHOMOYEHHOro heaeparnbHOro opraHa UCMONMHUTENBHONM BRacTh, CO3AaHHbIM
Anst obecnevyeHnst UCMOMHEHNs MOTHOMOYMI 3TOro heaepanbHOro opraHa no Bbiave paspeLUeHnii Ha NpoBeaeHue
KIMUHUYECKUX WUCCRefoBaHuii  JleKapCTBeHHbIX npenapatoB M (UMM) MO roCyOQapCTBEHHOW  perucrpaumu
NeKapCTBEHHbIX NMpenapaToB (danee - 3KCNepPTHOE yupexaeHve).

Crtatbsa 16. OpraHusauus npoBeAeHUs IKCNEePTU3bl NIeKAPCTBEHHbIX CPeacTB
(B peq. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. 3Kcnepmsa NNIeKapCTBEHHbIX CpeacTB MNpoBOAUTCA KomMuccumen 9KCNepToB J3KCMEePTHOro y4pexaeHusd,
Ha3Ha4YeHHOW ero pykosoguTenem, Ha OCHOBaHUM 3ajaHNA Ha nNpoBeaeHne 3KCNepTnu3bl NeKapCTBEHHOIO CpencTea,
BblJaHHOIMO YNOJIHOMOYEHHbIM cbep,epaanblM opraHomMm NCMOSTHUTENbHON BNAacTMW. PYKOBO,EI,I/ITeJ'Ib 9KCNepTHOro
yypexaeHua obecrneymBaeT Hagnexatiee npoeegeHne 3KCNepTu3bl JNIeKapCTBeHHbIX CpeacTB B COOTBETCTBUM C
3agaHuneM, BblgaHHbIM YMNOJIHOMOYEHHbIM cpe,u,epaanblM OopraHom WCMNOMHUTENBHOW BRacTu, wu opraHusyet
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

NoAroToBKy CBOAOHOIO 3aKrlo4YeHus aTon kommccumn. B coctaB 3ToM KOMMCCUM MO peleHnto pykoBoauTenAa
OQKCNEPTHOro y4ypexaneHua MoryTt OblTb BK/OYEHbI B KavecTBe JKCNepToB JnMua, He pa60Taloume B AaHHOM
OQKCNEPTHOM YyupexaeHun, eciim ux cneuuanbHble 3HaHUA Heobxoaumbl Onis npoBeneHna 3KCNepTu3bl U Takme
9KCNepTbl OTCYTCTBYOT B JAHHOM 3KCNEPTHOM YyYpexaeHUn.

2. 3KCI'IepTOM Nno npoBedeHno 3KCnepTu3bl JIEKapCTBEHHbIX CpPencCTB ABJIAETCA aTTeCTOBaHHbIN pa6OTHI/IK
OQKCNEPTHOro y4dypexaneHus, KOTOprVI nMmeet BbiCcllee MeguunHcKoe, (*)apMaLl,eBTVI'-IeCKOG‘, BGuonoruyeckoe,
BE€TEepMHapHoe win XmmMum4yeckoe oGpasosaHMe N nNpoBOOUT 3KCNepTudy JieKapCTBEHHbIX CpPpeaAcCTB B MNopdAakKe
WCNOSHEHNST CBOUX OOIMKHOCTHbLIX 0013aHHOCTEN (p,anee - SKCI'IepT).

3. MNpu npoBegeHUM 3KCNEpPTU3bl NEKAPCTBEHHbIX CPEACTB IKCNEepT He MOXET HaxoauTbCs B Kakom-nmbo
3aBMCMMOCTM OT fMLUA, Ha3Ha4vBLLEro 3Ty 3KCNepTusy, paspaboTymka nekapCTBEHHOro cpeacTBa unu Apyrux
3aMHTEPECOBaHHbIX B pe3yrnbraTtax 3KCnepTusbl fuL.

4. MNpw npoBedeHUn IKCMepTM3bl NIekapCTBEHHbIX CPedCTB He Aonyckaetcs uctpebosatb y 3asaBuTensd nubo
WHbIX WL, MaTepuansl, Heobxoanmble Ans NpoBedeHus 3KcnepTu3bl. B crnyyae HegocTaTouHOCTU NpeacTaBneHHbIX
SKCNepTy MaTtepuanoB Afs [ayn 3aKMyveHuUs 3KCnepT CTaBWUT BOMPOC O MpeAcTaBfieHun eMy HeobXOAMMBbIX
mMaTtepuarnoB nepesi PyKOBOAWTENEM 3JKCNEPTHOrO YYpEXAEeHWs, KOTopbi obpalaercs C COOTBETCTBYIOLLUMM
3anpocoM B YMOMHOMOYEHHbIN dedepanbHbii OpraH WCMOMHMTENbLHOW BNacTu, BblgABLUMWA 3adaHue Ha
npoBeAeHne 3KCNepTU3bl NIEKapCTBEHHOIO CPEeACTBa. YKasaHHbIN dpeaepanbHbii OpraH UCMONMHUTENBHOW BNacTu B
TeyeHue NaTn pabounx gHEN co AHSA MOCTYNIEeHWs 3anpoca PyKoBOAUTENS SKCNEPTHOro yupexaeHus Hanpaenser
3as8BMTENI0 3anpoc O MnpeacTaBneHMn HeobxoamMmbix martepuanoB. [aHHbln 3anpoc MoxeT ObiTb nepepaH
YMONHOMOYEHHOMY NPEACTaBUTENO 3asBUTENS NMUYHO NOA Pacnucky, HanpasneH Nno nNovTe 3akasHbiM MMCbMOM UMK
nepefaH B 3MeKTPOHHOW hopMe NO TeNeKOMMYHMKAUMOHHBIM KaHanam cBsa3u. B cnyvae HanpaBneHws gaHHOro
3anpoca Mo MoyvTe 3akasHbIM MNUCbMOM OH CYMTAEeTCs MOMlyYeHHbIM MO MCTEYEeHVMM LWecTM AHen C Aathbl
HanpaeneHWs 3aKa3Horo nNucbma.

(vacTb 4 B peq. degepanbHoro 3akoHa ot 25.11.2013 N 317-93)

4.1. 3aasutenb 0064A3aH NpeacTaBUTb OTBET Ha 3anpoc  YMNONMHOMOYEHHOro deaepanbHOro opraHa
WCMONMHUTENBHOW BNacTM B CPOK, He MpeBbllaloWwmn geBsHocTa pabodnx AHEeNW CO OHS ero NofyyveHwus.
YNOrMHOMOYEHHbIN  pefeparnbHbii  OpraH WUCMNOMHUTENbLHOW BNacTW, BblAaBWWA 3aaHMe Ha npoBefeHune
3KCMepTM3bl NIEKaPCTBEHHOrO CpeacTBa, B TeYeHne NaTn pabodmx gHen co AHSA NOCTYMNEeHUs OT 3asBUTeNs oTeBeTa
Ha [aHHbIA 3anpoc HarnpasnseT Takol OTBET B SKCMepTHoe yupexgdeHue. B cnyyae HenpeacrtaeneHus no
ncTedeHUn AeBAHOCTa pabouux OHeW 3asiBMTenem OTBETa Ha AaHHbIA 3anpoc YMNONMHOMOYEHHbIN deaepanbHbIii
opraH WCMONMHUTENBLHOW BNAcTW, BblAABLUWA 3aJaHue Ha NpoBeAeHWe SKCNepTusbl NeKapCTBEHHOro CPeAcTBa, B
TedeHne nATM paboumx AHeW HanpaBnseT B 9KCMEepPTHOe yupexaeHve yBedoMIleHMe O HenpeacTaBreHun
3asBUTENEeM OTBETa Ha 3anpoc YykKa3aHHOro opraHa. Bpemss co [OHs HanpaeneHus 3anpoca 9KCNepTHOro
yuYpexaeHust B YNonHOMOYEHHbIN deaeparnbHblil opraH UCMONMHUTENBHOW BracTu A0 AHS NOMyYeHWUst SKCNepTHLIM
yypexaeHnem oTBeTa Ha 3anpoc MUnv yBeJoMIeHMs O HernpeacTaBneHnM OTBETA Ha 3anpoc He y4uTbiBaeTcs npu
NcYNCNEeHNN cpoka NpoBeAEHUS SKCMEePTU3bl IeKapCTBEHHOIo cpeacTea.

(vactb 4.1 BBegeHa PeagepanbHbiM 3akoHOM OT 25.11.2013 N 317-$3)

4.2. Ecnn B cocTaBe perncrpauuoHHOrO [OCbe Ha JleKapCTBEHHbLIN npenapar Ans  MeauLMHCKOro
NPUMEHEHUS coaepXnTca npedycMoTpeHHas ctatbein 18, yactbio 1.1 ctatbm 30 u cratbert 34 HacTosLLero
dPenepanbHOro 3akoHa KOMUS PeELUEHUs YNONTHOMOYEHHOrO doedepanbHOro opraHa WMCMONHUTENBHOW BriacTu o
NpoBeOEHNN UHCMEKTUPOBAHUS NPOM3BOAUTENS NEKAPCTBEHHbIX CPeACTB, IKCNEPTY OO ODOPMIIEHUS pe3yrnbLTaToB
3KCMNepTU3bl NIEKAPCTBEHHOIO CPEACTBA MPEAOCTaBMSETCS B MOPSAKE U HA YCMOBMSX, KOTOpble NPenyCMOTPEHbI
yacTamu 4 n 4.3 HaCTOsILEN CTaTbM, KONMUA 3aKIOYEHUS O COOTBETCTBUM NPOU3BOANTENS NIEKAPCTBEHHbLIX CPEACTB
TpeboBaHMAM NpaBuIl Hagnexailen NpoM3BOACTBEHHON NPaKTUKKU, BblIGAHHOMO YMOSIHOMOYEHHbIM doedeparnbHbIM
OpraHoM UCMOSHUTENbHOM BNacTu.

(vacTb 4.2 BBegeHa PenepanbHbiM 3akoHoM oT 04.06.2018 N 140-03)

4.3. 3asBuTenb 0b6s3aH NpeacTaBUTbL B YNOMHOMOYEHHbIV hedeparnbHbIi OpraH UCMONMHUTENBHOW BracTu
KOMUIO 3aKITOYEHNsI O COOTBETCTBUM NPOU3BOANUTENS NEKAPCTBEHHBLIX CPeACTB TpeboBaHUSAM NpaBun Hagnexailemn
NPOU3BOACTBEHHON MPaKTUKN B CPOK, HE MPEBLILWALWNA CTa BOCbMUOECATU paboumx OHEW CO OHSI MoryyYeHus
3anpoca O ee npefocTaBrieHnn. YNONMHOMOYEHHbIN heaepanbHbli OpraH UCMOMHUTENBHOM BNacTu, BblOaBLUWIA
3ajaHve Ha npoBedeHue IKCMepTM3bl JEeKapCTBEHHOTO CpeacTBa, B TedyeHMe naTM paboumx OHeW co OHSA
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

MOCTYMMEHUsT OT 3asiBUTENsS KOMWM 3aKrYeHUs O COOTBETCTBUM MNPOM3BOOUTENS EKapCTBEHHbIX CPEeAcTB
TpeboBaHMAM NpaBun Hagnexallen Npon3BOACTBEHHON NPaKTUKX, HanpaBrisieT ee B 3KCMNepTHoe yuypexaeHve. B
cryyae HENpeacTaBneHusl 3asiBUTENeM B yKa3aHHbIN CPOK KOMWM 3aKMloYeHUs O COOTBETCTBUM MpPOU3BOAUTENS
nekapcTBEHHbIX cpeacTB TpeboBaHMAM MpaBun Hagnexailen MpOM3BOACTBEHHOW MNPAKTUKU YNOMHOMOYEHHbIN
dbeaepanbHbIn OpraH UCMONHUTENBHOW BNAcTW, BblAABLUUA 3aaHne Ha NpoBeaeHne 3KCNepTUsbl NIeKapCTBEHHOMO
cpeactBa, B TeyeHWe nATM  paboumx AOHEW HanpaBnseT B 9KCMEPTHOE yypexaeHwe yBedoMIleHWe o
HenpeacTaBneHnn 3asBUTENEM KOMUWU 3aKMiOYeHUs O COOTBETCTBUM NPOU3BOAUTENS NEKaApCTBEHHbIX CPEeAcCTB
TpeboBaHMAM NpaBun Haanexaiwlen npou3BOACTBEHHOW MpakTukn. Bpems co gHA HanpaeneHus 3anpoca
3KCMNEPTHOrO yYpeXaeHUs1 B YNONMHOMOYEHHbIM heaepanbHbIi OpraH UCNOMHUTENBHON BNACTU OO OHSA NOMyYeHus
9KCMEPTHBbIM  YYPEXAEHNEM KOMWM 3aKIMIOYEHUST O COOTBETCTBUM MNPOM3BOOUTENS NEKApCTBEHHbIX CPeacTB
TpeboBaHMAM NpaBun Hagnexalen Npou3BOACTBEHHON NPAKTUKM UM YBEOOMIIEHMS O ee HenpeacTaBleHun He
YUUTBIBAETCS MPU UCHUCIIEHUN CPOKA NPOBEAEHNSI SKCNEPTU3bl JIEKAPCTBEHHOIO CpeacTBa.

(yactb 4.3 BBegeHa PenepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

5. 3kcnepT npu NpoBEAEHVUU MOPYYEHHOW €My PYKOBOAUTENEM SKCMEPTHOMO YUYPEXOAEHUs 3KCNepTUsbl
neKkapcTBEHHOro cpeacTBa 06s13aH:

1) NpoBECTU MNOJIHOE nccnegoBaHne npencrtaBli€EHHbIX eMy 0ObEKTOB, martepuanoB, OaTtb 060CHOBaHHOE "
OObEKTMBHOE 3aKOYeHNe Mo MOCTaBIEHHbIM nepeg HMM BonpocamMm WM MOTUBUPOBaHHOE 3akito4yeHune o
HEBO3MOXHOCTU npoBeaeHnAa MM 3KCNepTu3bl N1IEKapCTBEHHOIO CcpeacTBa, €Crin NnoctaBfieHHbI€ BOMPOCHI BbIXOOAT
3a npepgenbl cneunanbHbIX 3HaHWN 9KCnepTa, 00beKTbl MccregoBaHUm U mMmartepuanbl HenpurogHbl wWnn
HeOoCTaTo4Hbl ONA npoBeaeHusA nccneqoBaHUM 1 gadn 3akroyeHns nmbo COBpeMeHHbIVI YPOBEHb pPa3BUTUA HAYKN
He No3BONdeT OTBETUTb Ha NoCTaBJI€HHble BOMPOCHI;

2) HE pasrmawaTtb cBegeHud, KOTopble CTaln eMy W3BECTHbl B CBA3WM C nNpoBeAeHUEeM 3KCnepTu3bl
NNeKapCTBEHHOIo cpeacrtea, a TakKXKe cBeaeHuA, coctaBnArwmne rocygapCrtBeHHy0, KOMMEPYECKYyH WM UHYIKO
OXpaHAeMYyH 3aKOHOM TaVIHy;

3) obecneunTb COXpaHHOCTb NPeacTaBNeHHbIX OObEKTOB NCCEeN0BaHWIA U MaTepuarnos.
6. OKkcnepT He Bnpas.e:

1) NpoBOAUTL 3KCMEPTU3Y NTIEKAPCTBEHHOIO CpeacTBa No obpalleHMo HEeNOCPEeACTBEHHO K HEMY OpraHmn3aLmmn
UnNu pU3NYECKnx nuu;

2) camocTosiTeNbHO cobupaTb MaTepuarnbl Afsi NPOBeAEHUs IKCNepTU3bl TeKapCTBEHHOIO CpeacTBa;
3) NpoBoOANTL 3KCNEPTM3Y NEKAPCTBEHHOIO CPeACcTBa B Ka4eCTBE HEroCyaapCTBEHHOMO aKcnepTa.

7. B cnyyae HeobxoguMmoOCTM 3KCNepT BMpaBe Xo4aTaWcTBOBaTb Nepes PYKOBOAMTENEM SKCMEPTHOro
yupexaeHusi 0 NPUBEYEHNM K NPOBEAEHUIO SKCMEPTM3bl NIEKAPCTBEHHOIO CPEACTBA APYrMX SKCMEpTOB.

8. Kaxpgplin akcnepT, BXOASLMIA B COCTAB KOMUCCUM 3KCNEPTOB, KOTOPOW NMOPYHYEHO NPOBEAEHNE IKCNEPTU3bI
NEeKapCcTBEHHOIO CpPeACTBa, HE3aBUCMMO W CaMOCTOSITENbHO MPOBOAWUT WCCIEOOBaHWs, OLEHUBAET pesynbraThl,
MOSyYEHHbIE UM JNIUYHO M APYrMMK 3KcnepTamu, U POpMynMpyeT BbIBOAbI OTHOCUTENBHO NOCTaBMEHHbIX BONPOCOB
B npefenax CBoux cnewumarnbHbIX 3HaHWNA.

9. Pe3yanaTb| 9KCNepTn3bl NIEKApCTBEHHOIo cpeacTBa Od)OpMJ'IﬂPOTCFI 3aKr4yeHnemMm KOMUCCcmm aKCnepToB. B
3aKINK4YeHnn KOMUCCUM 3KCNepToB YKa3biBAKOTCA nNepedYeHb nccrnenoBaHun, obbem npoBeAeHHbIX KaXXablM
JKCnepTomMm nccrnenoBaHuim, YCTaHOBJI€HHbIE KaXOblM N3 HUX (*)aKTbI N caenaHHble B pesynbrate nccnenoBaHun
BblBOAblI. 3KCFIepT, MHEeHMe KOTOpOoro He coBnagaeTt C peleHneMm KOMUCCUKU ISKCNepToB, BrnpaBe Bbipa3nTb CBOE
MHEHME B MUCbMEHHON cbopme, KOTOpOoe ﬂpl/I06LLl,aeTCF| K 3aKJ1t04eHNI0 KOMUCCUN SKCNEepTOB.

10. OKkcnepThl, BXoAsLWME B COCTaB KOMUCCUW, NpeaynpexaatoTcs o6 OTBETCTBEHHOCTU B COOTBETCTBUM C
3akoHogaTtenbcTBoM Poccuiickoin depepauuy 3a [gady 3aknioyeHusl, cogep)kallero HeobOoCHOBaHHble WK
dhanbcndrLMpoBaHHble BbIBOAbLI, O YEM OHM Aat0T NOANUCKY.

11. OnpepgeneHne ypoBHS NPOdEeCCUOHarIbHOM MOATOTOBKM SKCMEPTOB WM aTTecTaumsi UX Ha npaBo
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

npoeeneHunsa 9KCNepPTU3bl JIeKapCTBEHHbIX cpencTe OCyuWwlecTBnA0TCA SKCI'IepTHO-KBaJ'IVI(bVIKal.lVIOHHbIMVI
KoMuccmamm B nopAagke, YyCTaHOBJIEHHOM COOTBETCTBYHWOLWMM  YNOJIHOMOYEHHbIM c*)ep,epaanblM opraHom
UCMOSTHUTENbHON  BRacTu. ypOBeHb ﬂpO(*)eCCVIOHaﬂbHOVI NnoAroToBKM 3KCNEepToB nNoAJNIEXUT nNepecMoTpy
YKa3aHHbIMU KOMUCCUAMU HE pexe YeM O4WMH pa3 B NATb JET.

12. MpaBuna nNpoBeAeHUs SKCMEePTU3bl NEKAPCTBEHHbLIX CPEACTB U OCOBEHHOCTU 3KCMEPTU3bl OTAENbHbIX
BMOOB  IIEKAPCTBEHHBLIX MpenapaToB (pedepeHTHbIX NEeKapCTBEHHbIX NpenapaTtoB, BOCMPOU3BEOEHHbIX
neKapcTBEHHbIX NpenapatoB, OWONMOrMYeECcKNX rekapCTBEHHbIX MpenapaTtoB, OuoaHanoroBbix (6MoONOAO06HbLIX)
neKkapcTBEHHbIX NpenapaTtoB (6MoaHanoroB), roMeonaTUYecKMX IEKAPCTBEHHbLIX MpenapaToB, feKapCTBEHHbIX
pacTUTEenbHbLIX NpenapaToB, KOMOMHALMI NIeKaPCTBEHHbIX NpenapaToB), opMbl 3aKMOYEHUA KOMUCCUM SKCNEPTOB
yCTaHaBMUBAOTCSH COOTBETCTBYHOLUMM YNOMHOMOYEHHBbIM heaeparnbHbiM OpraHOM UCMOMNHUTENbHON BNacTy.

(vacTb 12 B peq. PeaepanbHoro 3akoHa ot 22.12.2014 N 429-03)

KoHcynbraHnTlntoc: npumedaHue.

[o 31.12.2024 onga npenapatoB, Npon3BeAeHHbIX B PP B Liensax nmnopro3amelleHunsl, ycTaHaBNMBaETCS PEXUM
YCKOPEHHOW MpoLeaypbl rocpermctpaumMm B COOTBETCTBMM C [locTaHoBneHuem [lpaButensctBa P® ot
12.03.2022 N 353.

Cratba 17. Nopaya n paccMoTpeHue 3asiBNIEHUA O roOCyAapCTBEHHOM perucrpauuu nekapcTBeHHOro
npenapara Ans BeTePMHAPHOIro NpMMeHeHus
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. [Onsa rocynapCTBEHHOW perucTpaumm rnekapcTBEHHOro npenapara A BETEPUMHAPHOro MpPUMEHEHUs
pa3paboTyMK TaKoro fiekapCTBEHHOro npenaparta uny ynomHOMOYeHHOe MM Apyroe iopuanyeckoe nuuo (ganee B
HacToslen cTaTbe - 3asdBWUTENb) MPEACTaBnsAeT B YMOMIHOMOYEHHbIN defaepanbHbii OpraH WCMOMHUTENbHOW
BracT, OCYLUECTBSAOWUA rocyAapCTBEHHYIO PErucTpauuio NekapCTBEeHHbIX MnpenapaToB AN BETEPUHAPHOro
NPUMEHEHWS, B 3MEKTPOHHOW opMe unu Ha BymakHOM HocuTene 3asiBreHue O rocyAapCTBEHHOW pernmcrpaunu
nekapcTBeHHOro npenapata pAns BEeTEepUHApHOro npUMEHeHWs, a TaKKke B nopsake, YCTaHOBIEHHOM
COOTBETCTBYIOLLMM YMNOMHOMOYEHHbIM defeparnbHbIM OpraHoM UCNONMHUTENbLHOW BNacTu, B AreKTPOHHOM dopme
unn Ha BymaxHOM HocuTene HeobxoauMMble OOKYMEHTbI, U3 KOTOPbIX (hopMUpYeTCH perncTpaunoHHOe A0Cbe Ha
nekapcTBeHHbIN nNpenapar Ans BeTepUHapHOro NpMMeEHEHUs.

2. B 3agBneHun o FocyﬂapCTBeHHOVI pernctpaunmn JnekapCTtBeHHOro npenapara And BeTepuHapHOro
NPUMEHEHNA YKa3blBalOTCA:

1) HanmeHoOBaHWEe M agpec 3asaBuTens, paspaboTymka U NPou3BOaUTENS NEKAPCTBEHHOro npenaparta Ans
BETEPMHAPHOIO MPUMEHEHUS U agpec MecTa OCYLLUECTBMEHUA MPOM3BOACTBA IEKAPCTBEHHOrO npenapara Ans
BETEPMHAPHOIO NPUMEHEHUs (B Criydyae Hanmyms HECKONbKMX YYaCTHUKOB MpoLiecca Mpou3BOACTBA HEOOXooMmMo
yKasaTb KaXXAoro u3 HuX);

2) HanMmeHoBaHME JeKapCTBEHHOro npenapara pAana BeTepuHapHOro npuMeHeHusa (Mem,u.yHapop,Hoe
HenaTeHToOBaHHOE, UInn rpynnnupoBoYHOE, UM XMMnNM4eckoe n Toproesoe HaI/lMeHOBaHI/Iﬂ);

3) nepeyeHb AGVICTByIOLIJ,I/IX M BCrnomMmorateslibHbIX BelecTB, BXOOALLKMX B COCTaB JIEKApPCTBEHHOIO npenaparta
Ona BeTepuHapHOro npuMeHeHus, ¢ ykasaHmem KoJimdecTBa KaXXaoro n3 HUX;

4) nekapcTBeHHasi hopma, A03MpoBKa, CNOcobbl BBEAEHUS U NMPUMEHEHMUS!, CPOK rOAHOCTM NeKapCTBEHHOIO
npenapara ans BETEPUHAPHOTO NPUMEHEHWS;

5) chapmakoTepaneBTMyeckas rpynna;

6) HeobXxoaAnMoCTb npuMeHeHusa yCKOpeHHOI7I npouenypbl 3KCNepTu3bl JIeKapCTBEHHbIX CpeacTB B LUendAx
Focyﬂ,apCTBeHHOIZ perncrtpauunm nekapCTtBeHHOro npenaparta,

7) KOMUM JOKYMEHTOB, NOATBEPXKAAOLWMX YNIaTy rocyAapCTBEHHOW MOLLIUHbI:

a) 3a npoBefeHne 3KCNepTu3bl KayecTBa NeKapCTBEHHOrO CPeACcTBa U AKCMePTU3bl OTHOLLEHUSA OXMAaemom
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

Nosb3bl K BO3MOXXHOMY PUCKY NMPUMEHEHUSI NeKapCTBEHHOIO npenapara Afs BeTepMHapHOro NpUMeHeHUst Npu ero
rocyJapCTBEHHON perucTpaumu;

©0) 3a Bblgayy perncTpaumoHHOro yaOCTOBEPEHUS TeKapCTBEHHOTO NpenapaTa;

8) Hanuuue cornacusi, NPeayCMOTPEHHOrO YacTbl 7 HACTOSILLEN CTaTbW, €CNKM C MOMEHTa perucTpauunu
pedepeHTHOro NeKkapcTBEHHOIO NpenapaTta A5t BETEPUHAPHOIO NPUMEHEHUS NMPOLLINIO MEHEE YEM LLECTb NET.
(B peq. ®epepanbHoro 3akoHa ot 13.07.2015 N 241-03)

3. PeructpauvMoHHOe [0Cbe B LensxX 3KCNepTu3bl fEeKapCTBEHHOro npenaparta Ang BeTepUHapHOro
npuMeHeHns opMUPYETCS M3 CNeayoLLMX JOKYMEHTOB U CBEAEHWI:
(B peq. ®epepanbHoro 3akoHa ot 27.12.2019 N 478-03)

1) cBegeHWss O pJaTe npedoCTaBNeHUs W PEerucTpauMoHHOM HOMepe FMUEH3NM Ha MpOM3BOACTBO
neKapCcTBEHHbIX CPeacTB, NPeoCTaBleHHOW MPOM3BOAUTENIO PErMCTPUMPYEMOrO fieKapCTBEHHOro npenaparta Ans
BETEPUHAPHOIO NPUMEHEHMWS, AN POCCUNCKNX MPON3BOANTENEN;

(B pea. PepepanbHbix 3akoHoB OT 04.06.2018 N 140-d3, ot 27.12.2019 N 478-93)

2) ceBegeHuss O [pfaTte MPedoCTaBMEeHUss M PEerucTpauMoHHOM HOMEpe JULEH3UM Ha MpOWU3BOACTBO
NeKapCTBEHHbLIX CPeAcTB, MNPefoCTaBEHHOW MNpPOoM3BOAUTENIO dapMaueBTU4eckon cybcTtaHuun, Bxogsllen B
COCTaB PEerucTpupyeMoro JieKapCTBEHHOrO Mpenapata Afns BETEPUHAPHOTO MPUMEHEHUHA, ONA  POCCUNCKMX
npoussoaunTenew;

(B pen. PenepanbHbix 3akoHOB oT 04.06.2018 N 140-P3, ot 27.12.2019 N 478-93)

2.1) konusi OOKYMeHTa, BblAAHHOIMO YMOMHOMOYEHHbIM OpraHOM CTpaHbl MpPOu3BOAMTENS AONA Kaxaou
NPOU3BOACTBEHHOMN NMOLAAKN PEMMCTPUPYEMOrO NeKapCTBEHHOrO npenapaTta Ans BETEPUHAPHOIO NPUMEHEHUS U
noATBepXOalolero COOTBETCTBME  NPOM3BOAMTENSA  fleKapCTBEHHOro npenapata TpeboBaHwam  npasun
Hagnexaluen NpOW3BOACTBEHHOW MPAaKTUKW, U ero MepeBOA Ha PYCCKUN A3blK, 3aBEPEeHHble B YCTAHOBNEHHOM
nopsiake, a TakkKe KOMUSA 3akMioYeHUst O COOTBETCTBMM MPOU3BOAUTENS NeKapCTBEHHbIX CpeacTB TpeGoBaHMAM
npaBun Hagnexaiwen npon3BOACTBEHHOW MPAaKTUKK, BbIAAHHOTO YMOMHOMOYEHHbIM dedeparnbHbIM  OpraHoM
NCMOMHUTENbHOM BRacTM ANA  KaX4oW MNpPOU3BOACTBEHHOW NMOWAAKM PerncTpupyemoro fekapcTBEHHOro
npenapata pAnd BeTepMHapHOro MpUMeHeHus, nNnbo Komus pelleHMs O MPOBEAEHUM WHCMEKTMPOBaHUSA
Npou3BoANTENS NIEKapPCTBEHHbIX CPEACTB, NMPUHATOrO YNOMHOMOYEHHbLIM heaepanbHbiM OPraHOM MCNOMHUTENBHON
BMacTu [Ans  KaxdouW nNpOM3BOACTBEHHOW MfoWwagkM perncTpyMpyemMoro nekapCTBEHHOro npenapata  Ans
BETEPUHAPHOIO MPUMEHEHUS. YKasaHHble [AOKYMEHTbl MPeAcTaBnsloTCs B Cryyae, €ecnu  npov3BOACTBO
nekapcTBEHHOro npenaparta ocyLLecTBnseTcs 3a npegenamu Poccuiickon ®egepaumu;

(n. 2.1 BBegeH PegepanbHbIM 3akoHOM OT 04.06.2018 N 140-93)

2.2) konusi JOKYMEHTa, BblAAHHOIO YNONHOMOYEHHBIM OpPraHoOM CTpaHbl MPOM3BOANUTENS hbapMaLieBTUHECKOA
cyb6CcTaHUMM U NoaTBepXKAatoLLero COOTBETCTBUE MPOM3BOAUTENS dhapMaLeBTUYeckon cybcTaHumn, BxoasLlen B
COCTaB PErnCTPMPYEMOro NeKapCTBEHHOro npenapara A/ BETEPUHAPHOIO NPUMEHEHUs, TpeboBaHWAM MpaBun
Hagnexaluel NpPOW3BOACTBEHHOW MPAaKTUKW, U €ero MepeBOf Ha PYCCKUM A3blK, 3aBEPEHHbIE B YCTAHOBIIEHHOM
nopsiake, B Cryyae, ecnu npousBOACTBO dhapmaueBTUYeckon cyOGCTaHUMM OCYLLECTBMSIETCS 3a npegenamu
Poccunckon ®enepauny;

(n. 2.2 BBegeH PegepanbHbIiM 3akoHOM OT 04.06.2018 N 140-93)

3) NPOEKT HOPMAaTNUBHOIO AOKYMEHTa Ha ﬂeKapCTBeHHbIVI npenapar and BeTepuHapHOro npuMeHeHuns,;

4) [OOKYMEHT, COAepXaluin criegylwy UWHpopmauuio o dapmaueBTUYeckon cybcTaHumm  unm
dhapmaueBTUYeCKNX CybCcTaHumMsX, BXOOAWMX B COCTaB JI€KapCTBEHHOrO npenapata Ans BETepUMHAapHOro
NPUMEHEeHNA:

a) HanMeHoBaHWe hapMaLeBTU4eCcKon cybcTaHuum, ee CTpyKkTypa, obLlime cBoncTBa (Npy rocyaapCTBEHHOM
perucTpaumMm  UMMYHOOMONOrMYECKMX  fleKapCTBEHHbIX MpenapatoB Ans  BETEPUMHApPHOro  MpPUMEHEHUst
NPeacTaBnAlTCs CBeAeHWs O LiTaMMe, BKMYasi ero HavMeHOBaHWe, WMHopMauuio O NPOUCXOXAEHWW, ero
CBOWCTBAXx, XapakTepmucTkax n mecte AenoHUPOBaHUS);

(B peq. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-03)
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

6) HanMeHoBaHMe N agpec Npon3BOAUTENA;

B) TeXHOosrorna npoun3esoactea C onnMcaHnem cTagun npon3BoacTBa MU METOOOB KOHTPOSiA Ha BCeX CTagudax
npoun3BoaCTBa,

r) wuWHdopMaumss O npumecax (He  MpeacTaBnsieTcs  MNpU  rOCyAapCTBEHHOW  pernctpauuu
UMMYHOBMONOrMYECKNX NEKapCTBEHHbIX NPenapartoB A1 BETEPUHAPHOMO NMPUMEHEHUS);
(B peq. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-03)

4) crneundukaums Ha papmaueBTUYECKyl0 CyOoCTaHUuio (He npeacTaBnaAeTcss npu rocyoapCTBEHHOMW
perncTpaumm MMMyHOBMONOrMYECKUX NeKapCTBEHHbIX NpenaparoB A5l BETEPUHAPHOIO NPUMEHEHUS);
(B peq. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-03)

e) onncaHne MeTogunkK KOHTPOIlA Ka4eCTBa,

X) pesynbraTbl aHanusa cepumn papmaueBTU4eckon cybcTaHumm (He npeacTaBnsanTCca Npu rocyaapCTBEeHHON
permcTpaumMm UMMyHOBUOMNOrM4YEeCKUX NeKkapCcTBEHHbIX NPenapaToB A4S BETEPUHAPHOrO NPUMEHEHMNS);
(B pea. ®eapepansHoro 3akoHa ot 02.08.2019 N 297-$3)

3) NepeyeHb CTaHJapTHbIX 06pa3sLOB UNK BELLECTB, UCMOMb3yEMbIX NMPU OCYLLECTBMEHUN KOHTPOIS Ka4ecTBa;
1) onucaHue xapakTepUCTMK U CBONCTB YNaKOBOYHbIX MaTtepuarnoB U1 YKyNopoYHbIX CPeACTB;

K) [aHHble 0  cTabunbHOCTM  (HEe  MPEeACTaBnsalTCA  NpUM  FrocydapCTBEHHOW  perncrpauuu
NMMYHOBMONOrMYECKNX NEKapCTBEHHbIX NPenapartoB AN BETEPUHAPHOMO NPUMEHEHUS);
(B peqn. ®PenepanbHoro 3akoHa ot 02.08.2019 N 297-93)

1) CPOK rOAHOCTU, YCNOBUS XPaHEHUS;

KoHcynbraHnTlntoc: npumevaHue.

lMpn ycKopeHHOW npoLenype perucrpaumm BOCNPOM3BELEHHOIO Mpenaparta [OoMycKaeTcsl HenpencTaBneHue
OnMcaHnsa METOOO0B M UX AOKYMEHTaNbHOIo NOATBEPKAEHUS, MPU MUCbMEHHOM 0053aTENbCTBE UX NPEACTaBUTb
B TeueHune 12 mecsaueB co gHa peructpaumm (MocrtaHoeneHue MNpasutensctea PO ot 12.03.2022 N 353).

5) oTyeT 0 pesynbratax AOKMMHMYECKOrO UCCNEAOBaHUSA NEKapCTBEHHOro cpeactBa Ang BeTEPUHAPHOro
NPUMEHEHMNS, BKIOYAOLWMIA ONMcaHne METOAOB OMpenerneHns OCTaTOYHbIX KONMMYEeCTB OEeNCTBYIOLLEro BellecTBa
(DencTBylOWMX BeLLeCTB), AoCTUrarowlero (JOCTUralwLmMx) CUCTEMHOIO KPOBOTOKA, B MNPOAYKLUUWU XMBOTHOMO
NPOUCXOXOEHMSA NOCMe NPUMEHEHUS TAKOro JIEKAPCTBEHHOIO CPEACTBA, a Takke AOKYMEHTaNbHoe NoaTBepXaeHne
(Banuaaums) ykazaHHbIX METOAOB;

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

6) OT4yeT O pesynbratax KIMHUYECKOro uccnenoBaHUA JeKapCTBEHHOIo npenaparta And BeTepUHapHOro
NPUMEHEHNA Yy KaXXOoro snaa XXMBOTHbIX, YKa3aHHbIX B UHCTPYKUUKN NO BETEPUHAPHOMY NMPUMEHEHMUIO;

7) NPOEKT WHCTPYKUUM NO BETEPUHApPHOMY TMNPUMEHEHWIO JEeKapCTBEHHOro Mnpenaparta, coAepXallen
cregyolive ceegeHus:

a) HaMMeHOBaHMe feKapCTBEHHOro mnpenapara [AnA BETEPUHAPHOro MpuUMeHeHus (MexayHapogHoe
HenaTeHTOBaHHOe, UMK rPYMMNMPOBOYHOE, UMK XMMUYECKOE U TOProBOE HaMMeHOoBaHus);

6) leKapCcTBeHHasaA (bopma C yKasaHunem HaMMEHOBaHMN N KONIMYECTBEHHOIO COCTaBa ,D,eIZCTByPOIJJ,I/IX BeLlecTB
N Ka4eCTBEHHOIo coCTtaBa BCNoMoraTesibHbIX BELWWECTB;

B) onucaHne BHeLWHero Buga nekapCTtBeHHOro npenaparta ana seTepuHapHoOro npuMeHeHus,

r) dapmakoTtepaneBTU4eckas rpynna nekapCTBEHHOro npenapara Ans BETEPUHAPHOrO MPUMEHEHUS UNn
yKasaHue "romeonaTnyeckuin nekapCTBeHHbIN npenapar”;
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?;i’ze‘f:'l’gbig 32%'(2%*3 ot 12.04.2010 N 61-03 [okymeHT npepocTasneH KoHcynbTaHTI0C

"06 obpalleHun nekapcTBEHHbIX cpeacTs” Aata coxpanerua: 24.01.2024

A) apmakogvHamMuka U (hapMaKoKMHETMKa (33 MUCKMYeHWeM (apMakoKMHETMKM T[OMEONaTUYeCKUX
NeKapCTBEHHbIX NMpenapaToB W pacTUTENbHbIX IeKapCTBEHHbIX NMPenapaToB) UM onnucaHne MMMYHOGUOMOrMYEeCcKNX
CBOWCTB JleKapCTBEHHOIO Npenapara;

€) NnokasaHusa ons NPUMEHEHUS;
) NPOTUBONOKa3aHNs ANsi MPUMEHEHNS;
3) Mepbl NPEAOCTOPOXHOCTU MPU NMPUMEHEHMU;

VI) YKa3aHne BO3MOXHOCTU U ocobeHHocTen NPUMEHEHNA Y 66peMeHHbIX XUMBOTHbIX, Y XUBOTHbIX B Nepunon
NakTauumn, y noTOMCTBaA XUBOTHbIX]

K) PeXum [O03MPOBaHWsi, CNocobd BBeAEHWST W NPUMEHEHWs,, MNpu HeobxogumocTu Bpems npuema
neKkapcTBEHHOro npenaparta A5 BETEPUHAPHOro NPUMEHEHUS!, NPOAOIPKUTENBHOCTD NEYEHNS;

J'I) BO3MOXHble MOOOYHbIE [OEWNCTBUS, HeXenaTernbHble peakuunn npu npuMeHeHunm nekKapCcTtBeHHOro
npenapara anda setepunHapHOro npuMmeHeHu4;

M) CUMMTOMbI NepPeao3VPOBKM, MEPbI MO OKa3aHWIo NMOMOLLM NPU NepPeao3vpPOBKE;
H) B3aMmoZencTBUe C APYrMU NeKapCTBEHHLIMUW NpenapaTtamu 1 (Mnv) kKopMmamu;
0) chopMbl BbINycka NekapCTBEHHOTO Npenaparta Ans BETepUHAPHOTO NPpUMEHEeHUS;

n) ykasaHue (nNpu HeobxogumocTn) ocobeHHOCTeW OeNCTBUS NEeKapCTBEHHOro mnpenapata Ans
BETEPUHAPHOIO NPUMEHEHWS NPU NEPBOM NPUEME UIK MNPK er0 OTMEHE;

p) onucaHue (Npu HeobXoAUMOCTM) AENCTBUI crieumanucTa B obnactv BeTepuHapuu, BnagenbLa XUBOTHOTO
npu Npornycke npuema oHOM U HECKOMbKMX 403 NIEKapCTBEHHOrO Npenaparta Ans BETEPUHAPHOTo NPUMEHEHUS;
(B pea. ®PeapepansHoro 3akoHa ot 02.08.2019 N 297-$3)

C) CPOK rogHOCTMN U YyKa3aHue Ha 3anper npuMeHeHua nekapCTtBeHHOro npenapara Anld BeTepuHapHOoro
NpUMEHEeHA No NCTeYEHNN CPpOKa rMAHOCTU;

T) YCNOBMWS XpaHEHWS;

y) YKasaHue Ha HeobxoaAnMOoCTb XpaHeHua nekapCcTtBeHHOro npenapara ana BeTepuHapHOro npuMeHeHuna B
MecCTaXx, HeOQOCTYNHbIX O4NA aeten;

@) ykasaHue (npy HeobXxoAMMOCTW) cneumanbHbIX Mep MNPEeLOCTOPOXKHOCTU  MNPU  YHUUTOXEHMM
HENCNOmb30BaHHbIX JIEKAPCTBEHHbIX NPenapaToB A5 BETEPUHAPHOIO NPUMEHEHUS;

X) CPOKN BO3MOXHOI0 MUCMOJNIb30BaHUA NMPOAYKUNN XXMBOTHOTO NMPOUCXOXAEHUA NOCNe BBeAEHUA XXNBOTHOMY
JleKapCTBEHHOro npenaparta gnAa BeTepnHapHOro npuMeHeHu4;

L) yCnoBusl OTMyCKa;

4) HAMMEHOBaHWA U agpeca NPOM3BOACTBEHHbIX NMOLLAA0K NPOM3BOAMTENS NeKapCTBEHHOro npenapara ans
BETEPMHAPHOIO NPUMEHEHNS;

LLI) HanmveHoBaHue, agpec opraHmn3auum, yﬂOﬂHOMOquHOVI aepxarenem mnnn BrnagenbuemMm
perncTpaunoHHOIo yooctoBepeHud nekapCcTtBeHHOro npenapara Ha npuHAaTue ﬂpeTeH3MI7I oT I'IOTpe6I/lTeJ'IF|;

8) NpoekTbl MakeTOB NEPBUYHOW YMAKOBKM W BTOPWMYHOW YMaKOBKM JleKapCTBEHHOrO npenapata ans
BETEPMHAPHOIO NPUMEHEHNS;

9) cnepyolume cBefeHUs o NekapcTBEHHOM npenapare Ons BeETepUHapHOro NPUMEHeHMs:
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"06 obpalleHun nekapcTBEHHbIX cpeacTs” Aata coxpanerua: 24.01.2024

a) onuMcaHue 1 cocTaB NekapCTBEHHOro Npenaparta Afis BETePUHaAPHOro NpUMEHeEHMS;
©) onncaHne dapmaleBTMyecKon pa3paboTky;

B) onucaHMe npouecca MNpou3BOACTBA WM €ro KOHTPONs, MNOANWCaHHOe B MOpsiake, YCTaHOBIIEHHOM B
COOTBETCTBMM C YaCTbto 1 HACTOALLEN CTaTbK;
(B peq. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-03)

r) onucaHme KOHTPOMS KPUTMYECKMX CTaaui NpoOM3BOACTBA M MPOMEXYTOYHOW NpoayKuun, NogrnmMcaHHoe B
nopsifike, yCTaHOBNEHHOM B COOTBETCTBUM C HaCTbiO 1 HACTosLLEeN cTaThby;
(B peq. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-03)

A) HanMeHoBaHus 1 agpeca paspaboTunka, gepxartens unu snagenbua perncTpaumMoHHOro yAoCTOBEPEHUS
neKapcTBEHHOro npenapara, NPOW3BOACTBEHHbIX MMOLWAA0K MPOWM3BOAWUTENS FEeKapCTBEHHOro npenapara Ans
BETEPMHAPHOIO MPUMEHEHMS C YyKasaHWeM CTagui TEeXHONOrMYecKoro mnpouecca, OCYLECTBASEeMbIX Ha
NPOU3BOACTBEHHbIX NMoLwagkax Nnpon3BoanTeNs NieKapCTBEHHOTO nNpenaparTa Ans BETEPUHapPHOro NPUMEHEHNs;

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

e) dhapmaueBTnyeckas COBMECTUMOCTb;
X) MUKpOBMONOrM4eckne xapakTepucTmku;
3) MaTepuanbHbI 6anaHc ans NPoM3BOACTBa CEPUN roTOBOIO NPOAYKTA;

VI) onncaHme XxapaktepucTtuk n CBOWCTB YNakKOBOYHbIX MarepunasnoB 1 YKYNOPO4HbIX CPeNCTB;

KoHcyneraHTlnoc: npumeyaHue.

Mpu perncTpaunm No yCKopeHHoW npoueaype A0NyCcKaeTcsa HenpeacTaBrneHne JOKYMEHTOB, NMPeayCMOTPEHHbIX
nn. "k" n. 9 4. 3 cT. 17, Npx ycrnoBmM NMCbMEHHOTO 0ba3aTenbCTBa MX NPegocTaBuTb B TedeHne 12 mecsiueB co
OHs pernctpaunm (MoctaHosneHwue MNMpasutensctea PO ot 12.03.2022 N 353).

K) JOKyMeHTanbHoe nogreepxaeHuve (Banvgaums) npoLeccoB U (MNn) Ux oLeHKa;

n) TpeboBaHUs K KayecTBy BCrOMOraTernbHbIX BeLecTB (cepTudumkart, cneuudukaumns Ha BCrnomMmoraTerbHble
BeLlecTBa 1 Ux 060CHOBaHUeE);

KoHcynbraHnTlntoc: npumevaHume.

[Mpun perncTpaumm nNo yCKOPEHHOW npoLeaype AOoNnyckaeTcs HenpeacTaBleHne OOKYMEHTOB, NMPeayCMOTPEHHbIX
nn. "mM" n. 9 4. 3 ct. 17, Npn ycrnoBum NMCbMEHHOrO 06513aTenbCTBa UX MPeaoCTaBUTb B TeveHne 12 mecsiLleB co
OHsa peructpauum (MoctaHoenenme MNpaeutensctea PP ot 12.03.2022 N 353).

M) aHanuMTM4eckue MeToaMKW, UCMONb3yeMble NMPU OCYLUECTBIEHUN KOHTPOMS KadyecTBa BCroMoraTerbHbIX
BELLIeCTB;

KoHcynesraHTlntoc: npumeyaHuve.

[Mpn perncTpaummn No yCKOPEHHOW npoueaype AonyckaeTcs HenpeacTaBneHne OKYMEHTOB, MPeayCMOTPEHHbIX
nn. "H" n. 9 4. 3 cT. 17, NpM yCnoBMn NUCbMEHHOIO 06A3aTenbCTBa UX NPEAOCTaBUTbL B Te4eHne 12 mecdues co
aHs pervctpaumm (MoctaHoeneHue MNpasuTtenbctea PO ot 12.03.2022 N 353).

H) OOKyMeHTalnbHOe noarBepxaeHue (Banm,qau,m) aHannMTN4eCknx MeToguk, WUCNorib3yemMblX TMpu
OCYyLUECTBIIEHNN KOHTPOJA Ka4eCTBa BCNoMoraTesibHblX BELWECTB;

0) MHdopMauusa 00 uCnonb3oBaHUMM  BCMOMOraTefibHbIX BELECTB  YEIIOBEYECKOrO0 U KMBOTHOTO
nponcxoxaneHusa,;
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?;i’zeﬁm;gbi% 32%'(2%*3 ot 12.04.2010 N 61-03 [okymeHT npepocTasneH KoHcynbTaHTI0C

"06 obpalleHun nekapcTBEHHbIX cpeacTs” Aata coxpanerua: 24.01.2024

n) ytpatun cuny. - PegepanbHbiii 3akoH oT 02.08.2019 N 297-93;

p) TpeboBaHMs K KavyeCcTBY NEKapCTBEHHOro npenaparta Ansi BETEPUHAPHOro nNpuMeHeHus (cepTudumkar,
crneumdukaLms Ha nekapCcTBEHHbIN npenapar U ux 0boCHoBaHue);

C) aHanmTn4yeckne MeToaunkn, MUcnosfib3dyemMblie MNpu OCYLEeCTBIIEHUN KOHTPOJIA KadecCTBa J1IEKApPCTBEHHOIo
npenapara and setepunHapHOro npuMmeHeHud;

KoHcyneraHTlntoc: npumedaHue.

Mpun perncTpaumm no yCKOPeHHOW npoLeaype AOonyckaeTcs HenpeacTaBneHne AOKYMEHTOB, NPedyCMOTPEHHbIX
nn. "t n. 9 4. 3 ct. 17, npu ycrnoBun NUCbMEHHOro 06513aTenbCTBa UX NPEefOCTaBUTb B TedeHne 12 mecsueB co
OHsa peructpauum (MoctaHoeneHue MNMpaButensctea PP ot 12.03.2022 N 353).

T) AOOKyMeHTalnbHOe noaTBepXxXaeHne (BaJ'IVID,aLI,VIﬂ) aHalmMMTn4eCckKnx MeToauK, WUCNnoNb3yeMbiX nNpu
OCYyLLECTBIIEHUN KOHTPOJIIA Ka4yeCTBa JIeKapCTBEHHOIO npenaparta ana BeTepnHapHOro NpuMeHeHuA,;

y) OOKYMEHT, NOATBEPXAaloWMWA KavyeCTBO [leKapCTBEHHOIMo mnpenapara TpexX MNPOMBILWSIEHHbIX Cepui
(npoTokon aHanusa wnu ceptudukaTr aHanu3a), OgHa Cepus KOTOpOro OofkHa coBnagatb C cepven obpasua
nekapcTBEHHOro Npenapara, NoAaHHOro Ha PerncTpawmio;

&) xapakTepucTuka npumMecen;

X) nepeyeHb CTaHAapTHbIX 00pas3uoB, WCMNOMb3yeMbiX MPW  OCYLLECTBNEHWM KOHTPONS KayecTea
neKkapcTBEHHOro npenapara AN BETePUHAPHOro NPUMEHEHUS;

KoHcynbranTlntoc: npumevaHue.

[Mpn yckopeHHOW npoueaype perucrTpaumyM BOCNPOM3BEOEHHOro npenaparta [OonyckaeTcs HenpeacTtaBrneHve
CBeAEeHU, npeaycMoTpeHHbIX nn. "u" n. 9 4. 3 cT. 17, Npu NMCbMEHHOM 00sA3aTenbCTBE UX MPefoCTaBUTb B
TeyeHue 12 mecsueB co gHA pernctpaumm (MNoctaHosnenne MNMpasutensctea P® ot 12.03.2022 N 353).

Ll,) AaHHble 0 CTabUNbHOCTU JIeKapCTBEHHOrIO npenaparta ana BeTepnMHapHOro npuMeHeHuA,

10) Konua OOKyMeHTa, codepKallero MHopMauuio o0 Hannymm unm o6 OTCYTCTBUM (hakTOB permcrpaumm
nekapCTBEHHOro npenaparta Ang BeTepMHapHOro NpumeHeHns 3a npeaenamu Poccuiickon depepauyuu;

11) cornacve B nNUCbMEHHOW opmMe, MpPegyCMOTPEeHHOe YacTbio 7 HacToswen cTtaTbu, B Cchnydae
pervcTpaumm BOCNpPON3BEAEHHOIO NIEKAPCTBEHHOIO Npenapara;
(B peq. ®epepanbHoro 3akoHa ot 13.07.2015 N 241-03)

12) Konusi JOKYMEHTa Ha PYCCKOM si3blKe, 3aBEPEHHOMO B YCTaHOBIIEHHOM MOPSiAKE M MOATBEPXKOAOLLETO
NMPaBOMOYHOCTb 3asiBMEHWUS O FOCYLAPCTBEHHOM perucTpauum NekapCTBEHHOrO npenapata Ans BeTEpUHapHOro
NpMMEeHeHs (4OBEPEHHOCTb);

KoHcynbraHTlnoc: npumeyaHue.

o 31.12.2030 poccuicknm Npon3BOANTENSAM paspeLLleHo He NpPeacTaBnAaATb CBeAeHMs B COOTBETCTBMM ¢ M. 13
y. 3 ct. 17 npu perncTpauum UMMYHODOUONOIMYECKNX FNeKapCTBEHHbIX npenapartoB (lMocTaHoBNeHue
MpaButenbctBa P® ot 12.03.2022 N 353).

13) cBemeHMss O TrOCydapCTBEHHOW perucTpaumm reHHO-MHXEHEPHO-MOANPULMPOBAHHbBIX OpPraHM3MOB,
npeaHasHa4YeHHbIX O71s BbiMyCka B OKpyXatowlyto cpegy (Npu rocygapCTBEHHOW PerucTpauumn neKkapCTBEHHbIX
npenapaTtoB O BETEPUMHAPHOIO  MPUMEHEHUs!,  MOMyYEHHbIX C  MPUMEHEHWEM  F€HHO-UHXEHEPHO-
MOANULMPOBAHHBIX OPraHM3MOB UITN COOEPXKALLUMX TAKNE OPraHN3Mbl).

(n. 13 BBegeH denepanbHbiM 3akoHOM OT 02.08.2019 N 297-93)
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

4. Mpw NpoBeAeHNN YCKOPEHHOW MpoLueaypbl IKCNepTU3bl NeKapCTBEHHOIO npenaparta Ansi BETepUHapHOro
NPMMEHEHMS (3a UCKIIOYEHMEM JTIEKapCTBEHHOTO npenapara 419 BETEPUHAPHOIo NPUMEHEHMS, YKa3aHHOro B YacTu
4.1 HacTosILEN CTaTbW) B LiENsX ero rocygapCTBEHHON perncrpauumn BMECTO oT4yeTa paspaboTymka O pesyrnbrarax
OOKNMHNYECKOrO WCCMNedoBaHUsl NEeKapCTBEHHOTO cpeacTsBa Ansl BETEPUHAPHOro NpUMEHEHUs MOXeT ObiTb
npeactaesneH 0030p HaydHblX paboT O pesynbratax  OOKIUMHUYECKOro  uccnegoBaHus  pedepeHTHOro
nekapCcTBEHHOro npenapara Ans BEeTepUHApPHOro MpMMEHEHUs, a BMECTO OT4eTa O pesynbratax KIWMHUYECKOro
nccneaoBaHNs NeKkapCcTBEHHOrO npenapara Ansg BETEPUHAPHOro NPUMEHEHUs OTYET O pesynbraTtax uccrneaoBaHui
B1O3KBMBANEHTHOCTU BOCNPOM3BEAEHHOMO NEKapCTBEHHOrO Npenapara Ans BETepUHAPHOIO NPUMEHEHUS.

(B peq. ®epepankbHbix 3akoHOB oT 02.08.2019 N 297-03, o1 28.04.2023 N 171-03)

4.1. Npyn NpoBeAeHNN YCKOPEHHONM NpoLeaypbl 3KCNepTM3bl NIeKapCTBEHHOIO nNpenapaTa Ansi BETEPMHAPHOIo
NPUMEHEHNs1, NpeaHasHa4YeHHOro Ansi fieYeHns JOMAaLUHNX XUBOTHBIX, onpeaeneHHbix PegepanbHbiM 3aKOHOM OT
27 pekabpsa 2018 roga N 498-d3 "O6 oTBeTCTBEHHOM O6OpalLeHUN C XUBOTHBIMA U O BHECEHUN N3MEHEHUI B
OoTAenbHble  3akoHopaTenbHble akTbl Poccuickon ®epepauun”, u  3aperMCTpUpoOBaHHOIO B KayecTBe
nieKapCTBEHHOro npenaparta Ans MeauLMHCKOro NPUMEHEHWs!, B LIeNsiX ero rocy4apCTBEHHON perncTpaumm BMecTo
oTyeta paspabotyvka O pesynbratax AOKIMHWYECKOrO WCCNedoBaHMSsI JIeKapCTBEHHOrO cpeacTtBa  Ans
BETEPUHAPHOIO MPUMEHEHUS1 MOryT OblTb MpeacTaBneHbl pesynbraTtbl  OOKIMHUYECKOTO  UCCrenoBaHus
COOTBETCTBYIOLLENO NeKapCTBEHHOMO cpeacTBa ANs MeAULMHCKOrO NPUMEHEHUs!, 8 BMECTO OTYeTa O pesynbraTax
KIMHNYECKOro MCCreaoBaHWst NIeKapCTBEHHOrO npenapara Afs BETEePUHAPHOro MpUMEHEHUst - 0630p Hay4HbIX
paboT 0 pesynbratax KIMHUYECKMX UCCIeqoBaHWIA NEeKapCTBEHHOIO Npenaparta ans MeauuuHCKoro NpUMeHeHns Ha
BMAAX XXUBOTHbIX, KOTOPbIM NpeaHa3Ha4YaeTcs Uccneayembll NeKapCTBEHHbINM Npenapar.

(4acTb 4.1 BBegeHa PeneparnbHbIM 3akoHOM OT 28.04.2023 N 171-93)

5. Ha akcnepTnsy pasnuyHbIX NeKapCTBEHHbIX (POPM OOHOMO WM TOrO Xe NEeKapCTBEHHOro npenaparta Aans
BETEPMHAPHOIO MPUMEHEHUS 3asiBUTENb MPEACTaBMNSET OTAENbHblE 3asBMEHUS U PErncTpaumoHHble OOCbe Ha
KaXaylo nekapcTBeHHyto ¢opmy. Npu ycrnoBum ogHOBPEMEHHOM NOJayM Ha 3KCNEpPTM3Y OL4HOW NEeKapCTBEHHOM
opMbl C pas3nNUYHBIMKM LO3NPOBKON, KOHLEHTpauuen, oObeMOM 3asBUTENb NPEACTABMSET OAHO 3asiBieHUE U
perucTpaumMoHHOE [0Cbe C MPUINOXEHNMEM MaKeETOB MEPBUYHOM YNaKOBKM WU BTOPUYHOW ynakoBkM. Ha makeTtax
NMepBUYHON YMaKOBKM WM BTOPMYHOW YMAKOBKM YKa3biBAlOTCA BCE MPOW3BOAMMbIE [O3MPOBKWU, KOHLUEHTpauuw,
06beMbI 1 KONMMYECTBO 03 B yNaKoBKe NIEKAPCTBEHHOIO Npenapara A9 BETEPMHAPHOIO NPUMEHEHMUS.

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

6. B cnyyae HenpecTaBneHus c 3asBrieHMeM O rocygapCTBEHHON perncTpauun nekapcTBEHHOro npenapara
ONs  BETEPMHapHOro MnpUYMEHEHWs AOKYMEHTOB, MoATBepXAalwwWwux ynnaty rocy4apCTBEHHOW MOLWSMHBL U
yKa3aHHbIX B MyHKTe 7 4acTu 2 HacTosLLen cTaTbu, CBEAEHUN O NULIEH3NAX, YKa3aHHbIX B nyHKTax 1 un 2 yactn 3
HacTosiLLen cTaTbW, a Takke BbiAaBaeMblX (NPefocTaBrseMblX) YMONHOMOYEHHbIMU beaepanbHbIMKM opraHamm
WCNOMHUTENbLHOM BNactTu [OKYMEHTOB (CBedeHWM), yKasaHHbIX B NyHKTe 2.1 yactu 3 HacToswen cratby,
YMONMHOMOYEHHbIN  (beaepanbHbll - OpraH  UCMOMHUTENbLHOW  BRacTy  3anpalivMBaeT  YyKa3aHHble  [OKYMEHThI
(cBedeHus) B nopsaKe MEXBEAOMCTBEHHOTO UHDOPMALIMOHHOTO B3aUMOAENCTBUS.
(vacTb 6 B pea. ®egepanbHoro 3akoHa ot 27.12.2019 N 478-3)

7. He ponyckaeTcsi MCMOMb30BaHNE B KOMMEPYECKUX Lensx UHdopMaumm o pesynbratax AOKIMHUYECKUX
WCCNEAOBaHNA NEKAapPCTBEHHbIX CPEACTB M KITMHUYECKMX MWCCIeOBaHMN JeKapCTBEHHbIX MNpenapaTtoB  Ans
BETEPUHAPHOIO NMPUMEHEHWs, NPEACTABMNEHHON 3asiBUTENEM Ansi rocygapCTBEHHOW perncTpaunm nekapcTBEHHbIX
npenapatoB, 6e3 ero cornacusi B TEYEHUE LIECTM NEeT C AaTbl FOCYAapCTBEHHOW perucrpauun pedepeHTHoro
nekapcTBeHHOro npenapara B Poccunckon deaepaumn.

8. [epxartenb wunu Bnageney perucTpauuoHHOro YOOCTOBEPEHUs] JEKApCTBEHHOrO MpenapaTta Ans
BETEPMHAPHOIO MPUMEHEHUS NPEACTaBMNSET B YMNOMHOMOYEHHbIV heaepanbHbli OpraH UCMOMHUTENbHOW BIiacTu
OTYET NO pesyrnbrataM hapmMakoHaZ30pa OUH pa3s B LLUECTb MECSILEB B TEYEHME ABYX JIET NOCNe rocyaapCTBEHHOM
perncTpaumm nekapcTBeHHoro npenapara B Poccuiickon denepaumm, 3aTeM €XErogHo B TEYEHUE MocrenyoLwmx
Tpex NeT 1 B fanbHenweM Of4vH pa3s B TpU roga.

(vacTb 8 BBeneHa PenepanbHbiM 3akoHoM oT 02.08.2019 N 297-03)

Crtatbsa 18. NMopgaya M paccMoTpeHue 3asiBfIeHUS O rOCyAapCTBEHHON perucrpauum rnekapcTBeHHOro
npenapara Ansi MeauLUUHCKOro npMMeHeHus
(B peq. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

1. Ona rocygapCTBEHHOW perucTpaumy nekapCTBEHHOrO npenapara And MeOWMUUHCKONO MpUMEHEHUS
lopyandeckoe nuuo, AencTBylollee B COOCTBEHHbIX MHTEpecax Win ynoNTHOMOYEHHOE MpeAcTaBnATb UHTEpechl
OpYyroro puan4eckoro nuua n 3aaensioLLlee nekapcTBEHHbIN NpenapaTt Ha rocy4apCTBEHHYI0 perncrpaumio (ganee
B HacToslLen cTaTbe - 3asBWUTENb), NPEeACTaBNsAeT B YNONMHOMOYEHHbIM deaepanbHbli opraH UCNOMHUTENbHOM
BMacTW, OCYLLECTBASAOLWMIA FOCYOapCTBEHHYIO pPerucTpauuio fnekapcTBEHHbIX MpenapaTtoB Ang MeOULUHCKOro
NPUMEHEHNs, B 3NEKTPOHHOW (hopMe M Ha OGyMakHOM HOcuTene 3asiBNeHMe O rocy4apCTBEHHOW perncrpauum
nekapcTBEHHOro npenapata [Ans MEeOUUUHCKOrO MNPUMEHEHWsi, a Takke B MNOpsaKke, YCTaHOBMNEHHOM
YNOMHOMOYEHHbIM dheaepanbHbIM OpPraHoOM WCMOMHUTENbHOW BRacTu, B 3MNEKTPOHHOW ¢opMe U Ha OymakHOM
HocuTene Heobxooumble OOKYMEHTbI, M3 KOTOpbIX (DOPMMUPYETCA PEerMcTpauMoHHOE [OCbe Ha JIeKapCTBEHHBIN
npenapart Ans MeguLMHCKOrO NPUMEHEHMUS.

(vacTb 1 B pea. ®eagepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. B 3asBneHnM O TrocygapCTBEHHOW perucTpaumy rekapcTBEHHOro npenapara Ans MeauuMHCKOro
NPUMEHEHMS YKa3blBalOTCS:

1) HavMeHOBaHWe, agpec 3asBUTENs W NPOU3BOAUTENS NEKapCTBEHHOro npenapara Ans MeguuMHCKOro
npuMeHeHusl, cBegeHns o0 KX perucTpaummM B KadecTBe HaroronnatefbluMka B CTpaHe peructpaumn (ans
POCCUMINCKMX OPUONYECKNX NUL - MOEHTUUKALMOHHBIA HOoMep Hanoronnatenbwwmka (MHH), ana vMHocTpaHHbIX
IopuanNYeckux nuy - cTpaHa permcTpauuv, HamMeHoBaHWEe PerucTpupyroLLero opraHa, permcTpaumoHHbI HoMep,
Kog HarnoronnarenbluMKka B CTpaHe permctpauuy (MHKopnopaummn) unv ero aHarsnor) u agpec Mecrta OCyLeCTBNeHNs
nNpou3BoACTBa fEKapCTBEHHOro npenapara (B Cryvae HamnmuMyuMs HECKOMbKMX Y4YaCTHUMKOB Mpouecca ero
npoussoAcTBa HeEOOXOAMMO yKa3aTb KadKAOro yyacTHMKa B COOTBETCTBUM C  OCYLLECTBNSAEMOW CTaguen
npov3BoacTBa);

(n. 1 B pea. PegepanbHoro 3akoHa ot 28.12.2017 N 425-d3)

2) HanMeHoBaHME JIeKapCTBEHHOIo npenapara ana MeauunHCKOro npuMeHeHund (MemuyHapop,Hoe
HenaTteHToOBaHHOE, Uin rpynn1mpoBo4HOE, U XMMmn4eckoe n Toproeoe HaVIMeHOBaHI/IFI);

3) nepeyeHb Ll,eI7ICTByIOLIJ,I/IX M BCnomMmorateslbHbIX BelecTB, BXOOALKMX B COCTaB JIeKapCTBEHHOIO npenaparta
ona MmeguumnHCKOro npuMeHeHus, C ykasaHmem KoJlm4vecTBa KaXXaoro n3 HUX;

4) leKapcTBeHHad cbopma, Ao3npoBKa, crnocobbl BBEAEHUS U NPpUMEHEHUA, CPOK roaHOCTU JN1eKapCTBEHHOIo
npenapara anda MmeguumHCKOro npuMeHeHu4;

5) dapmakoTepaneBTMyeckad rpynna, Kog aHaTOMO-TepaneBTUYECKO-XUMUYECKOW — Kraccudmkauum,
pekoMmeHAoBaHHOW BcemunpHOM opraHusaumen 3apaBoOXpaHeHus, 3asBnsemMble MokKasaHus Ons NpUMeHeHust
nekapcTBeHHOro npenaparta ans MeauumHCKoro NpUMeHeHus;

6) oTcyTcTBME HEOOXOOAMMOCTW NPEefoCTaBneHuUst oTyeTa O pesynbratax KIMHUYECKOrO MWCCrneaoBaHus,
nccrnenoBaHns GUO3KBUBANEHTHOCTU NEKapCTBEHHOIO NpenapaTa, pa3peLleHHoro Ans MeauUMHCKOro NpUMeHEeHNs
B Poccuiickonn ®epepaunm Gonee aBaguatv NeT, ¢ ykasaHneM HOPMAaTUBHbIX NPaBOBbIX aKTOB, NMOATBEPXAatoLWwmnx
OaHHbI CPOK NPUMEHEHNS;

7) HeobxoaumocTb odbopmIieHns paspelleHns Ha BBO3 B Poccuiickyto Pefepauunto KOHKPETHOW MapTuu
3aperMcTpUpOBaHHbIX U (MNN)  HEe3aperncTpupoBaHHbLIX JEKAPCTBEHHbIX CPEACTB, MNpegHasHa4YeHHbIX Ans
NpoBeaeHNs IKCNEPTU3bI NIEKAPCTBEHHbLIX CPEACTB B LIENsAX rocy4apCTBEHHOW perncTpaunm;

8) Heo6X0AMMOCTb MPOBEOEHNsA SKCNEPTU3bl AOKYMEHTOB, NPEACTaBMNEHHbIX A5 onpeaeneHns BO3MOXHOCTU
paccmaTpuBaTh  NEKApCTBEHHbIM  npenapar AN MeOWUMHCKOTO  MPUMEHEHWs  Mpu  OCYLLEeCTBIEeHWUM
rocyaapCTBEHHON perncTpaummn B kKadecTse opdaHHOro NekapCcTBEHHOro npenapara;

9) HeobXxoaAnMoCTb npuMeHeHusa yCKOpeHHOI7I npouenypbl 3KCNepTu3bl JIeKapCTBEHHbIX CpeacTB B LUendAx
Focyﬂ,apCTBeHHOIZ perncrtpauunmn nekapCTtBeHHOrO npenaparta,

10) KonNuM JOKYMEHTOB, MOATBEPXKAAKLUMX YNIaTy rocy4apCTBEHHOW MOLUSUHDI

a) 3a nposegeHne JKCneptusbl OOKYMEHTOB, MNpeacTtaBfieHHbIX Ond  onpegeneHnsa  BO3MOXHOCTU
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

paccmaTpuBaTb  JIeKapCTBEHHbIM  npenapaT Ans  MeOMUMHCKOTO  MPUMEHEHWST  MpU  OCYLLEeCTBIIEHWUM
rocyfapCTBEHHOM perucTpaummn B kKadyecTBe opthaHHOro fieKapCTBEHHOIO Nnpenapara;

©) 3a npoBeaeHVe 3KCNepPTU3bl Ka4ecTBa NEKapCTBEHHOIO CPeAcTBa M 3KCNEepPTU3bl OTHOLLEHUS OXuaaemMon
nonb3bl K BO3MOXHOMY PWUCKY NPUMEHEHWS NEeKapCTBEHHOro npenapara, paspeLlleHHOro And MeguuUHCKOro
npumeHeHus B Poccunckon ®enepaunm 6onee asaguaTtu net, Npu ocyLLeCcTBNEHNM rOCyAapCTBEHHOW permctpawmm
NleKapCTBEHHOro npenapara;

B) 3a nNpoBefeHne 3KCNepTu3bl KayecTBa NeKapCTBEHHOrO CPeACTBa U IKCMEPTU3bl OTHOLLEHUSA OXMAaemomn
NoNb3bl K BOSBMOXHOMY PUCKY NPUMEHEHUA NekapCTBeHHOro npenapara anda MeamunHCKoOro npuMeHeHua npu ero
rocyfapCTBEHHOWN perncTpauum;

r) 3a NpoBedeHne 3KCMepTU3bl KayecTBa NeKapCTBEHHOIO CPeacTBa U 3KCMEePTU3bl OTHOLLIEHMSI OXMaaeMoN
nonb3bl K BO3MOXHOMY PUCKY MPUMEHEHUsI JIeKapCTBEHHOro npenapata Ans MeauuUMHCKOTO MPUMEHEHUs, B
OTHOLLEHMN KOTOPOro NpoBedeHbl MeXAayHapoaHble MHOMOLEHTPOBbIE KIMHUYECKWE WCCNeaoBaHus, 4acTb M3
KOTOpbIX npoBegeHa B Poccuiickoit ®depepauun, NpyU  OCYLUECTBIEHWM TOCYOapCTBEHHOW perucTpaumm
NeKkapcTBEHHOro npenapara;

11) Hanuume cormacmsi npousBoauTENs NEKapCTBEHHOro npenapata, MPOU3BOACTBO  KOTOPOro
ocyulecTBnsieTca 3a npegenamu Poccuiickon ®enepaunn, Ha NpoBedeHVEe MHCNEKTUPOBAHMS NPOM3BOAUTENS Ha
cooTBeTCTBME TpeboBaHUAM NpaBui Hagnexallen NpomM3BO4CTBEHHOW NPaKTUKK;

12) Hanuume cornacus, NpegycMOTPEHHOIO YacTbio 18 HacTosLwen cTaTby;

13) ykasaHve BuOa nekapCTBEHHOro npenaparta, NpPeacTaBMeHHOro Ha perucTpaumnio  (pedepeHTHbIN
neKapCTBEHHbIV npenapar, BOCMPOM3BEAEHHbIV FEeKapCTBEHHbIM npenapart, OMonorMyeckun nekapCTBEHHbIN
npenapat, 6OwuoaHanorosbin (6uonodoOHLIN) fekapcTBEHHbIM npenapaT (6uoaHanor), romeonaTuyeckun
NeKapCTBEHHbIV Npenapar, NIeKapCTBEHHbINA pacTUTENbHbIN Npenapar).

(vacTb 2 B pea. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. PernctpaumoHHoe [Jocbe Ha NEKAPCTBEHHbIN Mpenapat ANnst  MeAWLUMHCKOTO  NMPUMEHEHUs
npepocTaensieTcs B oopMe 0bLLEro TEXHUYECKOTO JOKYMEHTA.
(vactb 3 B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-03)

4. Pasgen OOKYyMeHTauun agMMHNCTPaTUBHOIO XapaKkTepa BKIo4aeT B cebsi:

1) 3asBneHve O TroOCydapCTBEHHOW perucTpaumy nekapcTBEHHOro npenapata Ans  MeauLMHCKOro
NPUMEHEHMNS B 3NEKTPOHHOM hopMe 1 Ha ByMackHOM HocuTene;

2) KONuio OOKYMEeHTa Ha PYCCKOM A3blKe, 3aBepeHHOro B YyCTaHOBJIEHHOM nMopsagke un noaresepXaakllero
NnpaBOMO4YHOCTb 3adBUTENA NoAaBaTb 3asABlieHNE O rocyp,apCTBeHHon perncrtpaunn nekapcTtBeHHOro npenapara
ana meanunHCKoro npuMeHeHnA (ﬂ,OBepeHHOCTb);

3) cBedeHnss O [paTe nNPEOoOCTaBIEHUS U PErucTPauuoHHOM HOMEpe JMLUEH3MM Ha MNPOM3BOACTBO
NEeKapCTBEHHbIX CPEeACTB UMW CBEOEHUs O Aare NpPefoCTaBlEHUst U PErMcTPauuMoHHOM HOMEpPE 3aKIT4eHust O
COOTBETCTBUMN MPOUIBOAMTENS NEKAPCTBEHHbIX CPEeAcTB TpeboBaHMAM npaBui Hagnexailen nponsBogCTBEHHOM
NPaKTUKW, Bbl4aHHbIX (MPeLoCTaBMNEHHbLIX) YNOTHOMOYEHHBIM ddedeparnbHbiM OpraHoOM UCMOSTHUTENbHOW BracTu B
OTHOLUEHUN NPOU3BOACTBEHHOM NMOLWAAKA PErMcTpupyemMoro nekapCTBEHHOrO Mpenaparta, B Clyvae, ecrnu
Npou3BOACTBO JIEKAaPCTBEHHOIO Npenaparta ocyllecTensercs B Poccuiickon Penepauuu;

(B peq. ®epepanbHbIxX 3akoHOB oT 04.06.2018 N 140-93, o1 27.12.2019 N 478-03)

4) KoOnW NPenoCTaBMEHHOW  YMONIHOMOYEHHBIM  OPraHOM  CTPaHbl  MPOWM3BOAUTENS NMLEH3UMM  Ha
MPOM3BOACTBO EKAPCTBEHHOIO MNpenapata U ee MepeBOf Ha PYCCKUi S3blK, 3aBEPEHHble B YCTAHOBIIEHHOM
nopsiike, a Takke KOMWUI0 3aKMYeHWUsl O COOTBETCTBUW MPOU3BOAMTENS JIEKAPCTBEHHbIX CPEACTB TpebGoBaHUAM
npaBun Hagnexawie MPOM3BOACTBEHHOW MPAKTVKM, BbIAAHHOMO YMOMHOMOYEHHbIM eaepanbHbIM OpraHoM
WCNONMHWUTENBLHOW BMacTM B OTHOLUEHWW NPOW3BOACTBEHHOW MNMOWAAKU PErucTpUpyeMoro nekapcTBEHHOTO
npenaparta, WNWM KOMUIO PELUEHUsI YMONHOMOYEHHOro deepanbHOro opraHa WCMOMHUTENbBHONW BRactn o
NpPOBEAEHNN WHCMEKTUPOBAHUS NPOU3BOAMTENSI TEKAapCTBEHHbIX CPeACTB, B Crnyvae, ecnu Npou3BOACTBO
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

neKkapcTBEHHOIO Npenaparta OCyLLECTBSIETCA 3a nNpeaenaMmu Poccuiickon ®enepaumu;
(B peq. ®epepanbHbix 3akoHOB oT 04.06.2018 N 140-93, o1 27.12.2019 N 478-03)

5) NpOEKT WHCTPYKUMM MO MELULMHCKOMY TMPUMEHEHUIO NeKapCTBEHHOIO Mpenaparta, cogepallen
crnegyoLine cBeeHUst:

a) HanmMmeHoBaHWME JNeKapCTBEHHOIO npenaparta (Me>+</:|,yHapop,Hoe HenaTteHToBaHHOE, U rpynnmpoBo4HOE,
nnn xmmMmn4eckoe n Toprosoe HaVIMEHOBaHVIFI);

©) nekapcTBeHHas hopma C ykazaHMeM HaUMEHOBaHMUI U KONMYECTBEHHONO COCTaBa AENCTBYHOLLUX BELLECTB
W KayeCTBEHHOrN0 COCTaBa BCMOMOraTernbHbIX BewecTB (Npu HeobXOAMMOCTU KONMMYECTBEHHOrO COCTaBa
BCMOMOraTenbHbIX BELLECTB);

B) OnNuMcaHne BHELLHEro B1aa NekapCTBEHHOro npenapara Ans MeauuMHCKOro NpUMeHeHuNs;
r) hm3mKo-xmmMm4eckne CBoNCTBa (Ans pagmodapMaLeBTUYECKNX NekapCTBEHHbIX NpenapaTos);

4) dapmMakoTepaneBTUYecKkas rpynna, Kog fekapCTBEHHOrO npenapara ans MeguuuHCKOro NpUMEHEHUs no
aHaTOMO-TepaneBTUYECKO-XMMMYECKOM  Knaccudumkauuu, pekomeHaoBaHHOW  BcemupHom — opraHusaumen
34paBOOXPAHEHNS, NN YKa3zaHWe "roMmeonaTnyecknin nekapcTBEHHbIN npenapart”;

e) dapmakognHammka W apMaKOKMHETMKA (3a WCKMYEeHNEM (apMaKOKMHETUKM FOMeOonaTuyeckux
nekapCcTBEHHbIX MpenapaToB N pacTUTENbHbLIX NEKapCTBEHHbIX NpenapaToB);

) NokasaHua ans NpYMeHeHus;
3) NpOTMBOMOKAa3aHNA AnA NPUMEHEHUS,
1) Mepbl NPeOoCTOPOXHOCTU NPU NPUMEHEHWM;

K) yKkaszaHMe BO3MOXHOCTU M OCOOEHHOCTEN MpUMEHEHMs NeKkapCTBEHHOro npenapata Ansi MeauuMHCKOro
NpMMeHeHus1 6epeMeHHbIMUN XKEHLUMHAMMU, XKEHLIMHAMK B Nepuog rpyaHoro BCkapMivBaHus, 4eTbMU, B3POCTbIMU,
UMELLUMKN XPOHMYeCKne 3aboneBaHus;

Nn) pexMm [o3MpoBaHus, crnocobbl BBEAEHUS M MPUMEHEHUS, MpW HeobXoAMMOCTM BpeMsl npuema
nekapcTBEHHOro npenapata Ans MeauLMHCKOro NPMMEHEHUS!, MPOAOIMKUTENBHOCTL JlIeYeHusl, B TOM YnChe Y aeTeit
[0 1 nocne ogHoro roga;

M) BO3MOXHble HeXenaTtelibHble peakuun npun npuMeHeHnn nekapcTtBeHHOro npenapara ana MmeamuuHCKoro
NPUMEHEHNA;

H) CUMNTOMbI NEPEO3UPOBKM, MEPbI MO OKa3aHWI0 NOMOLLM NPY Nepeao3UPOBKE;
0) B3aMmMopencTBme ¢ ApyrMMiy NEKapCTBEHHbIMY NpenapataMu 1 (Mnu) NULLEeBbIMY NPOAYKTaMMU;
n) hopMbl BbiNycka NekapCTBEHHOIO Npenapara;

p) ykasaHue (npu HeobxoammocTn) ocobeHHOCTen AeNCTBUS NTEKapCTBEHHOTO Npenapara 48 MeauuMHCKOro
NPUMEHEHUs Nnpu NepBoM Npueme Unu npu ero oTMeHe;

c) onucaHue (Npu HeobxogMmMocTK) AecTBUiA Bpada (pbenbalwepa) u (Mnu) naumMeHTa npu nponycke npuema
OHOW WUIN HECKONbKNX A03 NeKapCTBEHHOro npenapata AN MeauLMHCKOro NpUMeEHEHWs;

T) BO3MOXHO€ BIMAHME J1eKapCTBEHHOro npenapara Aand MeguumHCKOro npuMeHeHua Ha CNocoBHOCTb
ynpaenATb TPAHCNOPTHbLIMU CpeacTBaMn, MEXaHU3MaMU;

y) CPOK rogHOCTM U YyKadaHue Ha 3anpetr npuMeHeHuA IneKapCTBeHHOro npenapara ond mMmegununHCKoro
NpUMEHEeHNA No NCTe4eHnn Ccpoka roaHOCTU;
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&) ycrnoBusi XxpaHeHus;

X) yKasaHue Ha HeobXooMMOCTb XpaHEeHWUs! NEKapCTBEHHOro npenaparta Ans MegUUMHCKOTrO NMPUMEHEHUS B
MecTax, HeOCTYMNHbIX AN AeTew;

Uu) ykasaHve (Mpy HeoOXOoAMMOCTWM) cheumarnbHbiX Mep NPEegOCTOPOXKHOCTU MNPU  YHUYTOXKEHUM
Hencnonb30BaHHbIX JTIEKAPCTBEHHBIX NpenapaToB A1 MeQULMHCKOTO NMPUMEHEHNS;

4) yCrnoBsus OTMNyckKa;
L) HAMMEHOBaHWA 1 agpeca NPOU3BOACTBEHHbIX NMOLWAA0K NPOM3BOAUTENS NIEKapCTBEHHOIO Npenapara;

) HaumMeHoBaHWe, agpec opraHu3auuu, yYNorHOMOYEHHOW  AepxaTenem  wunu  Bragensuem
pPErncTpaumoHHOro yAOCTOBEPEHUSI NEKAPCTBEHHOrO npenapara Ans MeauMLMHCKOrO MPUMEHEHUS Ha MPUHATME
npeTeH3ni OT noTpeduTens;

6) MHCTPYKLUUIO MO MEAMLMHCKOMY NMPUMEHEHUIO UMN KPaTKYI0 XapakTepuUCTUKY NekapCTBEHHOro npenapara,
yTBEPXXOEHHbIE B CTpaHe Npou3BoanTeNs;

7) NpOeKTbl MaKeTOB MEPBUMYHOW YMaKoBKM WM BTOPUYHOM YMAKOBKM FEKapCTBEHHOro npenaparta Ans
MELMLMHCKOrO NPUMEHEHUS;

8) NPOEKT HOpMaTI/IBHOI7I AOOKyMeHTauun mnm HoOpmMaTuBHOIO OOKYMEHTa Ha J'IeKapCTBeHHbIIZ npenapar and
MeanunHCKOro npuMeHeHunA nméo YKazaHune COOTBGTCTByI-OLU,QI?I (bapMaKOHGVIHOVI cTaTtbW;

9) [OOKYMEHT, cogepXalimi MWHOpMauuK O Hanuuum unm o6 oTCcyTCTBUM (PakTOB permcrpauuu
nekapCTBEHHOro npenaparta ansg MeauumHCKoro npumeHeHnst 3a npegenamu Poccuiickon depepauuu;

10) KON OOKYMEHTOB, 3aBe€peHHbIX B YCTaHOBJIEHHOM NopdaAKe U noareepXxaarolnx (*)aKT perncrtpauunmn
JleKapCTBEHHOIo npenapara B MHOCTPAHHbIX rocygapCTBax B Ka4ecTBe Op(*)aHHOFO JNIeKapCTBEHHOIO Nnpenapara;

11) nnaH ynpaBneHuss puckamu Ans BMonorMyeckux nekapcTBEHHbIX NpenaparoB Ans MeAULUHCKOro
NPUMEHEHWS;

12) OOKYMEHT O cucteme cbaplvlaKOHa,u,sopa nepxarena nnu snagenbua permctpayMoHHOro yaqoctosepeHumnsa
J1eKapCTBEHHOIo npenapara,

13) BOKYMEHT, NOATBEPXOALINA KAYeCTBO JIEKApPCTBEHHOrO npenapaTta TpeX MPOMbILIIEHHbBIX Cepui
(mpoTokon aHanmM3a unu ceptuduKat aHanmsa), ogHa cepus KOTOpPOro AOIMKHa coBnagaTtb C cepuen obpasua
NeKapCTBEHHOro npenapata Ans  MeOWUMHCKOrO MPUMMEHEHUsl, MpeacTaBleHHOro Ha  rocydapCTBEHHYHO
perncTpaumio.

(vacTb 4 B pea. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

5. Pazgen xumunyeckon, hapmaueBTUYECKOM 1 BMONOrMYeCcKon AOKYMEHTALMM BKITIOYAET B Ce0s JOKYMEHTDI,
copgepxawme nHpopmaumo o hapmaueBTUYECKON CyOCTaHUUM 1 NEKapCTBEHHOM npenapare Ansi MeAMLMHCKOro
NPUMEHEHs1, NpoLiecce ero NPou3BOACTBA M METOAAX KOHTPOMS Ka4ecTBa, B TOM YUCTIE;

1) KONV [OKYMeHTa, COAEepXallero criefyrllyo MHgopmaumo o dapmaueBTUYECKONn cybGcTaHUMKM unm
hapmaLeBTUYECKNX CyOCTaHUUSX, BXOASALMX B COCTaB JIEKAPCTBEHHOrO MpenapaTta, 3a MWCKIIYeHUeM
nHdpopmaumm o dapMaLeBTUYECKNX CyOCTaHLMSAX, BKMOYEHHBIX B TOCYAAPCTBEHHbIA PEECTP JeKapCTBEHHbIX
CpencTB B COOTBETCTBMM CO cTaTbel 34 HacTosiwero ®egepanbHOro 3akoHa:

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

a) HaumeHoBaHue bapmaueBTMYeCcKOn cybcTaHUMKW, ee CTPyKTypa, obLime CBOWCTBA;
6) HavMeHOBaHWe 1 agpec NPOM3BOAUTENS;

B) TEXHOMOMMA NpoM3BOACTBa C ONMMCaHWEeM CTagun NPOU3BOACTBA M METOAOB KOHTPOMS Ha BCeX CTaaumsax
npon3BoacTBa,

www.consultant.ru CrpaHuua 38 us 123
HageXHasa npaBoBas noaaepXKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&dst=100256
https://login.consultant.ru/link/?req=doc&base=LAW&n=341770&dst=100011

®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
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r) onucaHue pa3paboTku nNpoLecca NpoM3BOACTBa;

[) onMcaHne KOHTPONS KPUTMYECKUX CTaaui NPOM3BOACTBA U MPOMEXYTOMHON NPOJYKLNK;
€) OOKyMeHTarnbHoe NoAaTBepXaeHne (Banngauust) NpoLeccoB U (Unn) NX OLEHKa;

) CBONCTBA M CTPYKTYpa AEUCTBYHOLLNX BELLECTB;

3) XapakTepucTvka npumecen;

1) cneundukaumsa Ha papMaLeBTUYECKyHo CyOCcTaHUMIo U ee 060CHOBaHME;

K) aHanmTn4yeckne Metoaukum, Ucnornb3dyemMble Npu OCYLEeCTBNEeHUN KOHTPONA Ka4vecTBa q)apmaueBqueCKon
cybcTaHuup;

J'I) OOKyMeHTalnibHOe noarBepXxXneHue (Banwp,au,vm) aHannMTn4yecknx MeToaukK, Uncnonb3yembiX Mpu
OCYyLLECTBIIEHNN KOHTPOJ1A Ka4yecTBa cbapmau,eBTquCKon Cy6CTaHLJ,VIVI;

M) pe3ynkraThl aHanu3a cepun bapMmaueBTUYeckon cybctaHumm;

H) NepeyveHb CTaHOapTHbIX 06Pa3LOB UM BELLECTB, MCNOMNb3yeMbIX NMPU OCYLLECTBNEHNN KOHTPOMS KavyecTBa;

0) onNMcaHWe XxapakTepUCTUK N CBOMNCTB YNakOBOYHbIX MaTepranoB 1 YKyNOpPOYHbIX CPEACTB;

n) AaHHble 0 cTabunbHOCTU hapmaueBTUYEeCcKOon cybcTaHumm;

P) CPOK rOaQHOCTY;

1.1) B OTHOWeHMN pbapmaueBTMYeCKMX cybCcTaHuui, BXOASALWMX B COCTaB NEKapCTBEHHOro npenapara wu
BKITIOYEHHbIX B rOCYAapCTBEHHbIA PeecTp NeKapCTBEHHbIX CPeacTB B COOTBETCTBUM CO cTaTben 34 HacTosLero
PenepanbHOro 3akoHa, - Konusa AoKyMeHTa, cogepXallero cregyoLyo MHopmaLmio:

a) HaumeHoBaHue (bapmaLleBTUYeCcKon cybcTaHUmK, ee CTPyKTypa, obLume CBOWCTBA;

0) HaumeHoBaHWe 1 agpec NPoM3BOaUTENS;

B) pe3ynbraThl aHanu3a cepun hbapmaueBTUYecKon cybcTaHumm;

) CPOK rOAHOCTY;
(n. 1.1 BBegeH PegepanbHbIM 3akoHOM OT 27.12.2019 N 462-93)

2) [OOKYMEHT, coaepalluMii cregylolue CBeOeHUs O JleKapCTBEHHOM npenapate AN MeOUUUHCKOro
NpUMEHEHUS:

a) onucaHne 1 CocTaB NeKapCTBEHHOro npenapara Ans MeAMLUHCKOro NPUMEHEHUS;

0) onvcaHue chapmaueBTUYeckon paspaboTku (obocHoBaHWe Bblibopa cocTaBa, NEPBUMYHOW YNaKOBKM U
WHOro);

B) TexXHosJorma npounsesoacTesa C onncaHunem cTagun npon3BoacTBa U MeToOO0B KOHTPOJIA Ha BCeX CTagundax
npon3BoacTBa,

r) onucaHue KOHTPONS KPUTUYECKUX CTaauMi NpoLiecca Npon3BoACTBa M MPOMEXYTOUYHOWM NPOAYKLMU;
[) HauMeHoBaHVWe W agpec MecTa OCYLUEeCTBMEHUS MNPOM3BOACTBA JEeKapCTBEHHOro npenapata Ans
MeOULIMHCKOrO MpuUMeHeHus (B criyvae Hanuumsi HeCKOMbKMX y4acTHUKOB npoLiecca npousBoacTsa HeoGXxoauMo

yKasaTb Kakgoro U3 HuX);

€) hapmaueBTMYECKas COBMECTUMOCTD;
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X) MUKpOBMONormyeckne xapakTepucTuKu;

3) matepuanbHbI 6anaHc Anst NPon3BoACTBa CEPUM FOTOBOMO NPOAYKTa;

1) onucaHne xapakTepucTuK N CBONCTB YMaKOBOYHbIX MaTteprasnos W YKYNOPOYHbIX CPeaCTB;

K) OOKYMeHTanbHoe noarBepxaeHue (Banvaauus) npoLeccoB NPON3BOACTBA U (MMK) NX OLEHKa;

n) TpeboBaHUs K KayecTBy BcrioMoraTerbHblX BellecTe (cepTudukart, cneuudukauns Ha BcrnomMmoraTernbHble
BeLecTBa U X 000CHOBaHUE);

M) aHanuMTM4eckme MeTOOMKW, UCMOMb3yeMble NMPW OCYLUECTBIEHUN KOHTPOMS KadyecTBa BCroMoraterbHbIX
BELLECTB;

H) OOKyMeHTalibHOe noAaTrBepXaeHune (BaJ'II/I,EI,aLI,VIFI) aHanMTU4eCKnX MEeToanK, UCnorb3yemMblX TMpU
OCYLLECTBIIEHUN KOHTPOJ1A Ka4yeCTBa BCNnoMoraTesibHbIX BELWECTB;

0) wvHdopmaumss 06 WCMOoNb30BaHUM  BCMOMOraTENbHbIX BELLECTB 4YENOBEYECKOr0 W KMBOTHOMO
NPOUCXOXOEHNS;

ﬂ) VIH(*)OpMaU,I/IFI 00 ncnonb3oBaHUN HOBbLIX BCMIOMOraTerNbHbIX BELLECTB;

p) TpeboBaHMs K KayecTBy JleKapCTBEHHOro npenapara Ans MeAUUMHCKOro MpuMeHeHust (cepTudukar,
cneundrKaumns Ha rieKapCTBeHHbIN Npenapart U X 06oCHOBaHUE);

C) aHannTnyeckne MeToauKn, Ucnosnb3yemMble MNpu OCyLLeCTBITIEeHUN KOHTPOJIA KadecTBa J1eKapCTBEHHOro
npenapara anda meguunHCKoOro npuMeHeHuns;

T) OOKyMeHTanbHOe noareepXxaneHune (Banwp,au,m) aHaINUTUYEeCKNX MEeToOuK, UCNOoSNb3yeMblX MNpu
OCYyLLECTBITEHNN KOHTPOJA Ka4eCTBa JNIeKapCTBEHHOIO npenapara anda MeaunumHCKOro npuMeHeHus;

y) pesynsrathl aHanM30B Cepuii IeKapCTBEHHOIO Npenaparta ansg MeauunHCKOro NpUMeHeHs;
@) xapakTepucTuka npumecen;

X) nepeyeHb CTaHAApPTHbIX 00pa3uoB, WCMOMb3yeMbiX MPW  OCYLUECTBMEHUM KOHTPOMNS KayecTea
nekapcTBEHHOro npenaparta AN MeaAULUHCKOro NPUMEHEHUS;

L) AaHHble O CTabUNbHOCTU NEKAapPCTBEHHOIO Npenapara 4518 MEAULMHCKOrOo MpUMEHEHUS.
(vacTb 5 B pea. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. Paspen cbapmakonornyeckom, TOKCUKOMNOrMYeCckon JOKYMEHTauumn BKoYaeT B ceds oTYeThl O pesynbrarax
OOKITMHMYECKMX UccnegoBaHUN NekapCTBEHHOrO cpeacTasa And MeguumMHCKOro NpuMeHeHus, B TOM Yuchne:

1) oT4eT 0 hapMakoanHaMUYECKNX UCCNEeaOoBaHUAX;
2) oTyeT 0 hpapMaKOKUHETUYECKNX NCCNEAOBAHMSX;

3) OTYET O TOKCMKONMOrMYECKUX NCCneaoBaHUsX.
(vacTb 6 B pea. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7. Pasgen KnuHmnyeckon OOKYyMeHTalun BKI4YaeT B cebsa oTyeThbl 0 pesynberatax KInNMHN4YeCcKnx nccnegosaHumn
NleKapCTBEHHOro npenaparta ana MeanumuHCKoro npuMmeHeHund, B TOM 4mucne:

1) OT4YeTbl 06 UccneaoBaHUNAX 6I/IO,CI,OCTyI'IHOCTM N BGMO3KBNBANEHTHOCTUN, UCCINEAOBaHUSIX, yCTaHaBnnBawLwmnx
Koppenaunko pesynbratoB, NofyYeHHbIX B YCIOBUAX in vitro un in vivo;

2) oT4yeTbl 0 hapMaKOKMHETUYECKUX UCCIIEN0BaHUSX;

3) OTYEeThI O d)apMaKO,EI,MHaMM‘-IeCKI/IX ncenenoBaHnAX;
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4) OTYHETbI O KITMHUYECKNX nccriegoBaHnAX S(b(beKTVIBHOCTVI n 6esonacHocTy;

5) oT4YeT 0 NOCTPErNCTPALIMOHHOM OMbITE NPUMEHEHUS (NPU HaNNyuK).
(vacTb 7 BBegeHa PenepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

8. TpeboBaHus Kk obbemy MHOpMaLMKU, NPeaoCTaBlsieMO B COCTABE PEMMCTPaLMOHHOIO AOCbe, AnSs
OTAENbHbIX  BWOOB  JIEKApPCTBEHHbIX NpenapatoB Ans  MEOUUMHCKOrO  MPUMEHEHMSI  yCTaHaBMMBaKOTCS
YMNOMHOMOYEHHbIM hefepanbHbIM OPraHOM UCMONHUTENBHOW BRACTW.

(vacTb 8 BBegeHa PepepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

9. B OTHOLLEHUN nekapCTBEHHbIX NpenapaToB, pa3peLleHHbIX ANs MeAULMHCKOro npuMeHeHus B Poccumnckon
®egepauun bonee pgBaguatM NeT U B OTHOLIEHUW KOTOPbIX HEBO3MOXHO MNPOBEAEHWE WCCEefOoBaHUn KX
OMO3KBUBANEHTHOCTU (3@ UCKMOYEHMEM DMONOTMYECKMX NNEKAPCTBEHHBIX NpenapaToB), OMYCKAeTCsl BKIKOYEHME B
cocTaB pasgerna apMaKkoriormieckon, TOKCMKONOrMYECKON JOKYMEHTALUMM U pasaena KNMHUYECKoN JOKYMeHTaunm
BMECTO OT4YeTa pas3paboTumka O pesynbratax COOCTBEHHbIX AOKIMHUYECKMX WCCreaoBaHWU FeKapCTBEHHbIX
CPeacTB U KIMHUYECKUX WCCINELOBaHUA NEKapCTBEHHbIX MpenapaTtoB Anst MeAWMUMHCKOrO NpuMeHeHusi ob3opa
Hay4yHblXx paboT O pesynbratax [OOKMMHUYECKUX WCCReaOBaHWA NeKapCTBEHHbIX CPEACTB U KIMHUYECKUX
nccrnefoBaHvUii OaHHbIX JIEKAapCTBEHHbIX MpenapatoB, B TOM 4YWCMe BKMoYasi OnbiT MX MOCTPErMCTPaLMOHHOMO
NPUMEHEHMS.

(vactb 9 BBegeHa PegepanbHbIM 3akoHOM oT 22.12.2014 N 429-93; B pea. PeaepanbHoro 3akoHa ot 27.12.2019
N 475-$3)

10. [pu rocynapCTBeHHOW perucTpauuy  BOCMPOU3BEAEHHbIX JIeKapCTBEHHbIX —nNpenapaTtoB  Ans
MeOULIMHCKOTO NPUMEHEHNS [OMNyCKaeTCs BKIOYEHNE B COCTaB pasgena ¢apmMaKkonormieckom, TOKCMKONOrMYeckon
AOKYMEeHTaLuM 1 pasaena KMMHUYEeCKon JOKyMeHTaUMn BMECTO oT4eTa paspaboTymka o pesynbratax COGCTBEHHbIX
JAOKIMMHUYECKUX UCCed0BaHM NeKapCcTBEHHbIX cpeacTB o63opa HayuHbIX paGoT o pesyrnbraTtax AOKIUMHUYECKMX
nccnenoBaHuii pedepeHTHOro NekapCTBeHHOro npenapara v NpeacTaBneHme BMEecTo KIMHUYECKUX UCCreaoBaHui
B NonHom obbeme, YCTaHOBMNEHHOM Pa3fenom KMMHUYECKOW JOKYMeHTauuM, otyeta o pesynsrarax uccrieqosaHuin
BGUOSKBMBANEHTHOCTM BOCMPOU3BEOEHHOrO NeKapCTBEHHOro npenaparta Ans MeaWUMHCKOro npuMeHeHus. He
TpebyeTca npedcTaBneHne oTyeTa O pesynbrarax WCCneaoBaHuii GUOSKBUBANEHTHOCTM BOCMPOU3BEAEHHOrO
NeKkapcTBEHHOro npenapaTta AOns  MEAMLUMHCKOTO MPUMEHEHUsl, €CN  PEerucTpupyroTcs  BOCMPOU3BEAEHHbIE
nekapcTBeHHble npenaparbl AN MeAULIMHCKOrO NPUMEHEHWS, KOTopble:

1) npegHasHayeHbl Ons  MapeHTepanbHOro  (MOAKOXHOMO,  BHYTPUMBILLIEYHOTO,  BHYTPUBEHHOTO,
BHYTPWINa3HOro, BHYTPMUMONOCTHOIO, BHYTPUCYCTABHOIO, BHYTPMKOPOHapHOr0) BBEAEHUSI U NpeacTaBnsioT cobon
BOZHbIE PacTBOPbI;

2) npeacTaBnsaoT coO0M pacTBOpbI 419 NepoparbHOr0 NPUMEHEHUS;
3) nponsBeneHbl B hopme MOPOLLKOB UNu NModunnmnsaToB Ansi NPUroTOBNEHUSA PacTBOPOB;
4) aABnAOTCA rasamu;

5) ABMSATCA YIWHLIMU UMW [Ma3HbIMK NeKapCTBeHHbIMU NpenapaTamu, NpousBedeHHbIMU B (DOpMe BOAHbIX
pacTBOpOB.;

6) NpegHa3Ha4YeHbl ANs MECTHOMO NPUMEHEHUST U NPUrOTOBNEHBI B (DOPME BOAHbIX PACTBOPOB;

7) npenctaensoT cobovi BoAHble pacTBOPbl Afs UCMOMb30BaHUS B (QOPME MHransumi ¢ MOMOLLbH
HeOynansepa nnu B kKa4ecTBe Ha3arbHbIX CMPEEB, MPUMEHSIEMbIX C MOMOLLbIO CXOOHbLIX YCTPOWCTB.
(vacTb 10 BBegeHa PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

11. Ana cnyyvaes, ykasaHHbIX B MyHkTax 1 - 3, 5 - 7 yactm 10 HacTosiwen crtaTtbu, BOCNPOU3BEAEHHbIN
nekapcTBeHHbIM Mpenapar Ans MeAuUMHCKOro NpUMEHEeHUs [OIMKEeH codepXaTb Takue Xe BCrnomorartenbHble
BELleCTBAa B TakUX >e KonuyecTBax, Kak W pedepeHTHbI NeKkapCTBeHHbIM npenapaTl. Ecnu cocTtasbl
BCMOMOraTernbHbIX BeLeCcTB pasnuyarloTcs, 3asBuTenb [OMMKEH MpeacTtaBuTb [oKasaTenbCcTBa TOro, 4YTO
ncnonb3yemble B AaHHbIX KOHLEHTpauusix BCMoOMoOraTterbHble BellecTBa He BMAMAOT Ha GesonacHoCcTb U (unn)
3(PPEKTUBHOCTL NEKAPCTBEHHOIrO npenapara Ans MeauuMHCKOro npumeHeHus. B criyyae, ecnu 3asasutens He
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

MOXeT MpeAcTaBUTb Takne JoKa3aTenbCTBa M (MnM) He MMeeT AO0CTyNa K COOTBETCTBYIOLUM AAHHbIM, OH OOMKEH
MPOBECTM COOTBETCTBYHOLLME UCCIEA0BaHNA AN AOKa3aTeNbCTBa OTCYTCTBUSA BMUSHWUS pa3HbiX BCMOMOraTenbHbIX
BELLECTB UM BCNOMOraTesfbHbIX YCTPOWUCTB Ha 6e3onacHocTb 1 (unun) adbdeKTUBHOCTL NeKapCTBEHHOMO Npenapara
Ong  MeauMUMHCKOro MpUMEHeHMs B COOTBETCTBMM C akTamu, CocTaBnsiiowumum npaso  EBpasunckoro
3KOHOMMYECKOrO COH3a.

(vacTtb 11 BBegeHa PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-93; B pen. PegepanbHoro 3akoHa ot 22.12.2020
N 444-03)

12. Tpu rocygapCTBEHHOW perucTpaumm KombuHauuin paHee 3apermcTpupoBaHHbIX JeKapCTBEHHbIX
npenapaToB AnS MeAWLMHCKOTO NPYMEHeHUst AOonycKaeTcs BKMYeHWe B COCTaB pasgena apmakorornyeckou,
TOKCMKOMNOrM4eCKOM AOKYMEHTauMn W pasfena KIMHWYECKOW [OOKYMEeHTauMu BMeCTO oTyeTa paspabortyvka o
pesynbratax COOCTBEHHbIX AOKIMHUYECKUX MCCNedOBaHUi NeKkapCTBEHHbIX cpedcTB o0630opa HayyHbix pabor o
pesynsratax AOKIUHWYECKUX WCCNeaoBaHWn pedepeHTHbIX NEeKapCTBEHHbIX NpenaparoB, BXOAAWMX B COCTaB
KOMOMHaUMM NekapCTBEHHbIX NpenapaTtos, 1 06 OTCYTCTBMM UX B3aNMOAENCTBUS B OOHOW fleKapCTBEHHON hopme.
(vactb 12 BBegeHa PegeparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)

13. Ha akcnepTusy pasnmyHbiX NeKapCTBEHHbLIX POPM OAHOrO M TOrO e JleKapCTBEHHOro npenapara ans
MEOWLNHCKOTO MPUMEHEHUST 3asiBUTENb NPeAcTaBnsieT OTAeNbHble 3asiBNEeHUst U perncTpaumoHHble A0Cbe Ha
Kaxkgyto nekapcTtBeHHyto dopmy. NMpu ycrnoBunm ogHOBPEMEHHOW Nogayvn Ha 3KCNEepTU3y OA4HOW NeKapCTBEHHOM
POpMbl C pasfMYHBbIMU JO3UPOBKOW, KOHLEHTpauuen, oObeMom 3asiBUTENb MNPEACTaBnsieT OQHO 3asBIieHue W
perncTpaumoHHoe OoCbe C MPUMNOXKEHWEM MaKETOB YMNaKOBOK HAa KaXdyl OO03UPOBKY, KaKOyl KOHLEHTpauuio,
Kaxgbli 0OObeM U Kakgoe KONMMYecTBO 403 B YNaKOBKeE.

(vactb 13 BBegeHa PegeparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)

14. MMpun rocygapcTBEHHOW perucrpaumMm opdaHHOro nekapcTBEHHOro npenapara 3asiBUTeNb NpeacTaBnsieT
WHpopmaumo, Heobxoammyro Ons  GopMUpPOBaHWUS pasdena  KIMHUYECKOM OOKYMeHTauuuM, B obbeme,
YCTaHOBIEHHOM YMOIHOMOY€EHHbIM dhefeparnbHbIM OpraHoOM UCTMONMHUTENBHOWN BrAcTU.

(vacTb 14 BBegeHa PegepanbHbIM 3aKoHOM 0T 22.12.2014 N 429-03)

15. MNpwn peructpaumm GMONOrM4YECcKOro NekapcTBEHHOro npenaparta, Nofy4YeHHOro U3 KpoBU, MrasMbl KPOBU
YernoBeka, B COCTaBe PErMcTpPaLMOHHOIO JOCbE Ha NeKapCTBEHHbIW npenapaTr ANns MeAULMHCKOrO MpUMEHEHMWS
OOIMKHbI ObITb NPeACcTaBNEHbI 4OMOMHUTENBHO:

1) B pasgene [OKyMEHTAUUW agMUHWUCTPATMBHOIO XapakTepa [OOKYMEHT, COAepXaliui WHdgopmauuo o
cybbekTax obpalleHnss JOHOPCKOW KPOBW U (MIM) ee KOMMOHEHTOB, O TOM, rae Obina ocyliecTBrieHa AoHauust
(kpoBUM M (MM) NNasMbl KPOBW), a Tawke [aHHble 00 WHMEKUMOHHbIX 3abonesBaHusax, nepenarLLmxcs
napeHTepanbHbIM nNyTem, nHdopmMauma o cybbekTax obpallieHus AOHOPCKOM KPpOBU U (MNN) ee KOMMOHEHTOB, B
OTHOLLEHUN KOTOPbIX OCYLLIECTBMSETCA KOHTPOrb AOHOPCKOMW KPOBU U (1K) ee KOMMOHEHTOB;

2) B pa3gene xmumMum4eckon, doapmaLeBTMYECKON N OMONOrMYeckon JOKYMeHTaUmMK:

a) KpuTepum un cnocobbl oTOOpa, TPaHCMOPTUPOBAHUA W XpaHEHUs LOOHOPCKOW KpoBM W (Mru) ee
KOMMOHEHTOB;

6) pesynbraTtbl UCCNegoBaHWin OTOGPaHHbIX AOHOPCKOW KPOBWU M (MNK) Mnasmbl KPOBU U NYNOB Ha Hanuune
BO3OyauTenein MHGEKUMI, BKMoYas MHopMaumio 06 MCMoNb3oBaHHbIX METoAMKaxX MccregoBaHui U B criydae
nuccnefoBaHUs  MynoB  Na3Mbl  KPOBM  pe3ynbTaTbl  AOKYMEHTanbHOro  MoATBepxaeHus  (Banupauum)
NCMOMb30BaHHbIX METOAMK;

B) TEXHUYECKNE XapaKTEPUCTUKN YNakOBKM A5 OTOOpa AOHOPCKOM KPOBU M (UNn) nnasmbl KPOBW, BKIOYas
nHdopmaumio 06 NCNONb30BaHHbIX PACTBOPAX aHTUKOArynsHTOB.
(vactb 15 BBegeHa PegepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

16. KnnHnyeckne nccnenoBaHust NekapcTBEHHOIO npenaparta Ans MeauunHCKOro NpUMeHeHUst B LUensix ero
rocyfapcTBeHHON peructpaumu nposoastcs B Poccuiickon ®enepaunn B nopsake, ycTaHOBMEHHOM cTtaTbsiMu 38 -
44 nactosiwero ®enepanbHoro 3akoHa. OTYET O MPOBEAEHHbLIX MCCIEAOBaHUAX BKOYAETCS B COCTaB pasgena
KITMHNYECKON [OKYMEHTaUuUM pPerncTpaumMoHHOrO [[OCbe Ha JEeKapCTBEHHbIA Mpenapar Aang MeauumHCKOro
npuMeHeHns. [N nNeKapCTBEHHbIX MNpenapaTtoB AN MEOULUHCKOTO MPUMEHEHUS, B OTHOLUEHWM KOTOPbIX B
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

pesynbrate 3KCMNepTu3bl [OOKYMEHTOB, MPEACTABIEHHbIX AN OnpedernieHns BO3MOXHOCTM paccMaTpuBaTb
NleKapCTBEHHbIN npenapar ansg MeauuMHCKOro NPUMEHEHUS B KadecTBe OpdlaHHOro fiekapCTBEHHOro npenapara,
Takas BO3MOXHOCTb MpuM3HaHa M B OTHOLLUEHUW KOTOPbIX NPOBeAEeHbl KIMHUYECKUE MUCCNEeaoBaHUs], BbINOSIHEHHbIE
3a npegenamu Poccuickon depepauum B COOTBETCTBMM C MpaBunamMu Hagnexailen nabopaTtopHON MpakTUKKA u
npasunaMyM Hagnexallem KrMHUYECKOW NPaKTUKKW, OOMYCKaeTCsl BKMYEHWe B COCTaB pasgena KrMHUYeCKOWn
OOKYMEeHTauMm BMECTO OTyeTa O pesynbratax KIMUMHWYEeCKUX MCCNneaoBaHUM NekapCTBEHHOro npenapara Ans
MEeOULWHCKOrO MpMMEHEHUs, npoBefeHHbiXx B Poccunckon depepauuun, otyeTa O pesynbratax KIMHUYECKMX
nccrnenoBaHUK, BbINOMHEHHbIX 3a npegenammn Poccuinckon degepaunn.

(vacTb 16 BBegeHa PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

17. B cnyyae HenpeactaBneHuss C 3asBfeHMEM O [OCYAApCTBEHHOW perucTpauumM nekapCTBEHHOro
npenapata Ans MEAULMHCKOIO NPUMEHeHUs LOKYMEHTOB, NOATBEPXXAaoLWMX ynnaTy rocy4apCTBEHHOW NOLWNMHLI U
ykasaHHbix B nyHkte 10 4yactm 2 HacTtoswew cratbu, a Takke BblgaBaeMblx (NpegocTaBnseMbiX)
YMONHOMOYEHHbIMU dhedeparnbHbIMU OpraHaMy UCMONHUTENbHOW BNacTh AOKYMEHTOB (CBEOEHMN), YKa3aHHbIX B
nyHktax 3 n 4 yactm 4 HacTosiwen ctaTtbW, YNONMHOMOMYEHHbIN begepanbHbIl OpraH WCMONHUTENBHOW BNAacTy
3anpawvBaeT YyKasaHHble [OOKYMeHTbl (CBedeHus)) B NOpsgKe MEXBEAOMCTBEHHOIO  MHEOPMALMOHHOIO
B3anMOAENCTBUS.

(4actb 17 B pea. ®egepanbHoro 3akoHa ot 27.12.2019 N 478-93)

18. He ponyckaetcst ncnonb3oBaHNWe B KOMMEPYECKUX Lensix nHdopmaumm o pesynsratax AOKITUHUYECKMX
nccrnefoBaHnWii  NEKapCTBEHHBIX CPeACTB U KIMMHUYECKUX WCCIEeLOBaHUA NeKapCTBEHHbIX MpenapaTtoB Ans
MEeAVLIMHCKOrO NPUMEHEHUS, NpeacTaBneHHoN 3asBUTenem Ans rocygapCTBEHHOW pernctpauum nekapcTBEHHOro
npenaparta, 6e3 ero cornacus B TeYeHWe LeCcTW NneT C AdaTbl rocyAapCTBEHHOW peructpaumm pedepeHTHoro
nekapcTBeHHoro npenaparta B Poccuiickon ®egepauun.

(vactb 18 BBegeHa PegeparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)

19. [Jepxatenb unu Bnageney perucTpaumoHHOrO YAOCTOBEPEHUS JIeKapCTBEHHOrO npenapara Ha
BUOTEXHONMOrMYECKUA UM opdaHHbIN NeKapCTBEHHbIN Npenapar obs3aH NpeaocTaBnsaTe HA BO3ME34HOW OCHOBe
06pa3ubl pedepeHTHOro fiekapcTBEHHOIO npenaparta 3asBUTensaM Ana NpoBeeHUs KIMHUYECKMX UCCNenoBaHuN.
CtoumocTb obGpasua pedepeHTHOro feKkapCTBEHHOro npenapaTta, BKIIOYEHHOTO B MepeyYeHb KM3HEHHO
HeobXOAMMbIX W BaXHEMNLWMX FeKapCTBEHHbIX MpenapatoB, He [OIbKHa NpeBbiWaTb 3aperucTpupoBaHHYo
npeaernbHY OTMYCKHYIO LieHY Ha pedepeHTHbIN NeKapCTBEHHbIN Npenapar unu LieHy Ha fieKapCcTBEeHHbIN npenapar
B CTpaHe npoussoauTens.

(vactb 19 BBegeHa PegeparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)

20. 3agBrneHue O rocygapCTBEHHOW perumcTpauun BOCNPOU3BEOEHHOro NeKapCTBEHHOro npenapata Ans
MEOWLIMHCKOrO MPUMEHEHNs] MOXET ObITb MOAAHO B YMOSIHOMOYEHHbIN defdeparnbHbli OpraH MCNOMHUTENbHON
BMacTW, OCYLLECTBASAIOLNA rOCyAapCTBEHHYIO perncTpaumnio nekapcTBEHHbIX NpenapaTos, N0 UCTEYEHUU YeTbIpex
neT ¢ AaTbl FoCyAapCTBEHHOW perucTpaumm ped)epeHTHOro nekapcTBeHHOro npenaparta B Poccuiickon degepauun.
(yactb 20 BBegeHa PegeparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)

21. 3asiBneHMe O TroCydapCTBEHHOW perncrtpauum OuoaHanoroBoro (6Monogo6GHOro) nekapCTBEHHOMO
npenaparta (buoaHanora) MoXeT ObITb MOAAHO B YMNOMHOMOYEHHbIN heeparnbHbli OpraH UCMNOMNHUTENBHOM BNacTy,
OCYLLECTBSAOLLMNIA FOCYLAaPCTBEHHYIO PEMMCTPALMIO NIEKAPCTBEHHbLIX MpenapaToB, N0 UCTEYEHUN Tpex NEeT ¢ Aatbl
rocyfapcTBEHHON perncTpaunm pedepeHTHOro nekapcTBeHHoro npenapara B Poccuiickon depepavmu.

(vacTb 21 BBegeHa PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

22. [epxatenb wunu Briageney, pernctpaumoHHOro  yAOCTOBEPEHUA NeKapCTBEHHOro npenapara
npegcTaBnser B YNONHOMOYEHHbIM dyeaepanbHbI OpraH UCNOSTHUTENBHOW BNacTW, OCYLLECTBNALWNN YHKUUN NO
KOHTPOMIO U Haas3opy B cdepe 34paBOOXpaHEHUs, OTYET MO pesynbrataMm apmMakoHaasopa oAuH pa3 B LUeCTb
MecsiLeB B TedeHue OBYX NeT rnocre rocygapCTBEHHOW peructpauuu nekapctBeHHoro npenapata B Poccuiickon
depnepauun, exerogHo B TeHeHUe nocneayowmnx Tpex neT U B JarnbHenemM oauH pas B NTb NeT.

(vacTb 22 BBeeHa PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

Crtatba 19. lMpuHATME pelleHUA O BblAave IKCNEPTHOMY YUpPeXAeHUH 3adaHUA Ha npoBefAeHue
3KCNepTU3bl NeKapCTBEHHOro cpeacTBa
(B peq. ®PenepanbHoro 3akoHa o1 22.12.2014 N 429-03)
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

1. B TeueHune pecatn paboumx OHENW CO OHS MPUHATUA 3asiBIEHWS O rOCYOapCTBEHHOW pervcTpauunu
neKkapcTBEHHOMO rnpenapaTta COOTBETCTBYHOLLMNIA YNONHOMOYEHHBIN dhefeparnbHbI OpraH UCMOSTHUTENBHOW BacTu
NPOBOAMT MPOBEPKY MOSHOTLI, AOCTOBEPHOCTM U MPaBUIIbHOCTM OOPMIIEHNsT MPeacTaBneHHbIX OOKYMEHTOB
PEerucTpaumMoHHOrO [OCbe Ha JeKkapCTBEHHbIN npenapar M NPUHMMAET pelleHMe O Bblgave 3agaHus Ha
npoBeneHue:

1) 9KCNepPTnU3bl AOOKYMEHTOB, nNpeacTtaBlieHHbIX And onpegerneHna  BO3MOXHOCTM  paccMmaTpuBaTb
ﬂeKapCTBEHHbIVI npenapar gna MeamumnHCKOro npuMmeHeHusa rnpun ocywecTBiieHnn I'OCWJ,apCTBeHHOIZ perncrtpauunn B
Ka4yecTtBe Opd)aHHOI'O JIeKapCTBEHHOrIO npenapara,

2) 9KCNepPTU3bl JNEKApPCTBEHHOIoO CcpeactBa B 4aCTU 3KCNEpTU3bl KaydecTBa JieKapCTBEHHOINo cpeactea U
9KCNepTn3bl OTHOLLEHNA oXngaemowm nonb3bl K BO3MOXXHOMY PUCKY NpUMEHEeHUA NneKkapCTBeHHOro npenapara ansa
MEeONLNHCKOro NpuMeHeHn4;

3) aKcnepTu3bl fIEKapCTBEHHOTO CPEACTBA B YacTW SKCNEPTU3bl Ka4yecTBa JfieKapCTBEHHOIO CpeacTsa M
9KCNEPTM3bl OTHOLLEHWUSI OXXMOAEMOW NOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHMST NeKapCTBEHHOroO npenaparta ans
MELMLMHCKOrO NPUMEHEHUS B MOPSAKE YCKOPEHHOW MpoLeaypbl 3KCNEpPTU3bl NEKapCTBEHHLIX CPEeAcTB B
COOTBETCTBUM CO CTaTben 26 HacToswero degepanbHOro 3aKoHa;

4) JKCMNepTn3bl NEKApCTBEHHOINo cpeactBa B OTHOLWIEHUW NEKAPCTBEHHOro npenapara AnAa BeTepuHapHOro
NpUMEHEeHUA.

2. YNonHomoYeHHbIn hedeparbHbI OpraH MCNOMHUTENBHON BNAacTU yBEOOMIIAET B ANEKTPOHHOW hopMe Unm
Ha BymMaXHOM HOcuTene 3asiBUTENs M 3KCMEePTHOE YYPEXAEHWe O MPUHATOM peLleHun O Bblgadve 3agaHvi Ha
npoBedeHne 3KCNepTn3, NPegyCMOTPEHHbIX YacTblo 1 HACTOsLWEN cTaTbu, U B Criydae HeobxogumocTu O Bblgade
paspelleHns Ha BBO3 B Poccwuiickylo degepaumio KOHKPETHOW NapTun, Cepuu 3aperMcTpupoBaHHbIX K (Mnn)
He3aperncTpMpoBaHHbIX NEKapCTBEHHbIX cpeacTB unu o6 oTkase B MpoBedeHWU NpedyCMOTPEHHbIX JKCNepTus ¢
yKasaHueMm MNpuyvH Takoro oTkasa.

3. B cnyyae BbifIBNEHWs OTCYTCTBUSI UMW HEOOCTOBEPHOCTW MHdOpMaLuW, cofdepxallencs B
NpeacTaBreHHbIX 3asiBUTENEM [OKYMEHTax, YMNOMHOMOYEHHbI eaepanbHblli opraH WCMOMHWUTENbHOW BRactu
HanpaensieT 3asBuTENto 3anpoc 06 YTOYHEeHWM 3ToW WHGopMauuu (ganee - 3anpoc  YNONHOMOYEHHOro
defepanbHOro opraHa WCMONMHWTENBHOW  BRAcTM), KOTOpbI MOXeT OblTb nepefdaH  YrnorHOMOYEHHOMY
npeacTaBuTento 3asiBUTENs NMUYHO MOA4 PacnuCKy, HampaBneH Mo MoyTe 3akasHbiM MUCbMOM WM MepefdaH B
SMEKTPOHHON (opMe MO TereKOMMYHMKAUMOHHbIM KaHarmam cBsisn. B cnyyae HanpaBneHus 3anpoca
YMONHOMOYEHHOro heepanbHOro opraHa UCMOMHUTENBHOW BACTM MO MOYTE 3aKasHbIM MUCbMOM OH CYMTAEeTCs
NOMy4YeHHbIM MO UCTEYEHUU LIECTM AHEW C AaThl HANPaBneHUsi 3aKasHoro NUCbMa.

4. 3BasButenb 0053aH NpeacTaBUTb OTBET Ha 3anpoc  YMNOIHOMOYEHHOro defeparnbHOro opraHa
WCMOINMHUTENBHON BMacTu B CPOK, HE MpeBbIIALWUA OeBAHOCTA pabounx gHewn co OHA ero nonydvenusi. Cpok,
yKasaHHbln B YacTu 1 HacToslen cTaTbW, NMPUOCTaAHABNMBAETCS CO [OHSA HanpaBreHusa 3aaBuTEnNto 3anpoca
YNOMHOMOYEHHOro hbedepanbHOro opraHa MCAOMHUTENBHOM BRacTM A0 OHA MOMNyYeHUs MM COOTBETCTBYHOLLErO
oTBeTAa.

5. OcHoBaHMeM [Afisi 0TKasa B OpraHusauuu aKCnepTus, npedycMOTPEHHbIX YacTblo 1 HacTosiweln craTbh,
ABNSIETCA NpeacTaBrneHne HeobXoaMMbIX ANsi NPOBEAEHMs NPeayCMOTPEHHbIX SKCNEePTU3 JOKYMEHTOB B HEMOSTHOM
o6beMe WNM HenpeacTaBrieHWe 3asiBUTENEM B YCTAHOBIEHHbIA CPOK OTBETa Ha 3anpoc YrofHOMOYEHHOro
denepanbHOro opraHa WCNOMHMTENbHOW BracTW, a Takke npeAcTaBrneHne [OKYMEHTOB, He coaepXalumx
ncYepnbIBatoLLLEro nepeyHst He0GXOAMMbBIX CBEAEHUN.

6. MNpn oTkase B opraHM3auuu SKCNepTusbl, NPeayCcMOTPEHHOW MyHKTOM 4 4acTu 1 HacToslen cTaTbu,
OOKYMEHTbI, BXOASLME B COCTaB PErMCTPaLMOHHOIO AOChbe Ha NEeKapCTBEHHbIA MpenapaT Ans BeTepUHapHOro
NPUMEHEHWS1, MOTyT ObITb BO3BpALLEHbI 3asiBUTENO HAa OCHOBAHMU €ro MMCbMEHHOMO 3anpoca, HanpaBiEHHOro B
YMONHOMOYEHHBIN (beaepanbHbIl OpraH UCMONMHUTENBHOW BNacTM B TeYeHUe Tpuauatn paboymx OHEW co AHs
MPUHATMS YNONMHOMOYEHHbIM dheieparibHbIM OPraHOM UCMONHUTENBHOM BNacTh pelleHns ob oTkase B opraHu3aumm
Takon 3KCnepTuabl. YMNOMHOMOYEHHLIN heaepanbHbli OpraH WUCMOMHUTENbLHOW BNacTW BO3BpaLLaeT 3asiBUTENO
yKasaHHble [OKYMEHTbl B TeyeHue p[ecsatu paboumx OHerW CO AHS MOornyyYyeHus COOTBETCTBYHOLLEro 3anpoca
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3asaBUTENS.
(4acTb 6 BBegeHa PepepanbHbiM 3akoHOM oT 02.08.2019 N 297-03)

Cratba 20. 3kcnepTM3a [OOKYMEHTOB, nNpeACTaBfEeHHbIX Ans onpeaesieHusi BO3MOXHOCTHU
paccmaTpuBaTb FEeKapCTBEHHbIA Mnpenapat Ans MEeOULMHCKOro MNPUMEHEHUA MNpu  OCYLeCTBIEeHUM
rocynapcTBeHHOM permcTpauum B kayectse opdaHHOro nekapcTBeHHOro npenapara

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

1. O3kcneptMsa [OOKYMEHTOB, MpPEeACTaBMNeHHbIX Ans  onpedeneHuss BO3MOXHOCTM — paccmaTtpuBaTth
NleKapCTBEHHbIN Npenapar ansg MeauuMHCKOro NpMMEHEHMS NPU OCYLLIECTBIIEHNN rOCY4apCTBEHHOW permctpaummn B
KayecTBe Op(aHHOINO JIEKapCTBEHHOro Mpenapara, COCTaBlEHMEe KOMWUCCUMEN 3KCMEepTOB 3akfOYeHMst O
BO3MOXXHOCTM WM HEBO3MOXHOCTU paccMaTtpuBaTb JIEKapCTBEHHbIN Npenapat Afis MeAULMHCKOIo NpUMEHEHMS
Nnpyv OCYLECTBIIEHMM TOCYAAPCTBEHHOW perncrpaumm B KadecTBe OpdaHHOrO JNeKapCTBEHHOro mnpenapara u
HanpaBneHne [AaHHOIO 3aKrYeHUst B YMNOMHOMOYEHHLIN hedepanbHbli  OpraH  WCMONHUTENbHON  BRacTyu
OCYLLIECTBIAKTCA B CPOK, He nNpeBbllalWmi Tpuauatu pabounx OHenm co OHA MOMyYeHUs SKCMEepPTHbIM
yupexageHmem 3afdaHusi YNONTHOMOYEHHOro dedepanbHOr0 opraHa WCMOMHUTENbHOW BracTM U B 3NIEKTPOHHOM
dopme nnm Ha BymMakHbIX HOCUTENSIX HEOOXOOAUMbIX AOKYMEHTOB, YKa3aHHbIX B nyHkTax 1, 2, 5, 6, 10 yactn 4 n B
Yyactun 7 ctatbmn 18 HacToswero ®egepansHOro 3akoHa.

2. ,D,OKYMeHTbI, coaepxawpmeca B permctpauynoHHOM oCbe Ha J'IeKapCTBeHHbIVI npenapar n nocrtynmeLline Ha
6yMa)KHbIX HOCUTENAX B J3KCMNEepTHOE Yy4dYpexageHune AOnd OCYLWEeCTBIieHNA WX J3KCNepTu3bl ANnA onpeneneHus
BO3MOXXHOCTWU paccMaTpuBaTb HeKapCTBeHHbIVI npenapart and MmeamunHCKoro npMMeHeHna B Kavyecrtee Opd)aHHOFO
J1IeKapCTBEHHOro npenapara, noanexar BOo3BpaTy B yI'IOJ'IHOMO‘-IeHHbIﬂ cbe,qepaanbM OopraH NCNONHNTENBHOM
BfacTn O gHOBPEMEHHO C 3aKI4YeHnAMN COOTBETCTBYHOLLMX SKCNEPTUS.

Crtatbsa 21. PewweHne 0 BO3MOXHOCTU paccMaTpuBaTh JIeKapCTBEHHbIN NpenapaTt Npu oCyLeCTBIIEHUU
rocynapcTBEHHOM permcTpauum B kayecTse opdaHHOro nekapcTBeHHOro npenapara
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B cpok, He MpeBbilaWKA NATU paboymx AHEN CO AHSA MOMyYeHUs 3aKmoYeHUsl, yKasaHHOro B Yactu 1
ctatbu 20 HacToswero deaepanbHOrO 3aKoHa, YNONTHOMOYEHHbIV dheeparnbHbli OpraH UCMONHUTENBbHON BNacTu
OCYLLECTBIISAET OLEHKY MOMYYEHHOro 3aKMYeHUss Ans OnpeaeneHns ero COOTBETCTBUS 3aaHWMI0 HA NpoBedeHue
COOTBETCTBYIOLLEN 3KCMEPTU3bl U YBEOOMIISIET 3asiBUTENS B SMEKTPOHHOW hopMe nnm Ha GyMaKHOM HocuTene o
pe3ynbratax MNpPOBEAEHHOW 3KCMepTU3bl C MNPUIOXKEHMEM KOMWMM 3KCMEPTHOTO 3aKMOYEHUs] (C COXpaHEHMEM
KOHMAEHUMANbHOCTN MHAOPMaLUN O COCTaBe 3KCMEPTHOW KOMWUCCUM) U O BO3MOXHOCTU WM HEBO3MOXHOCTM
paccMmatpuBaTb  JIEKApCTBEHHbIW  Mpenapat  Ans  MeOUUMHCKOTO  MPUMMEHEHMS NpW  OCYLLECTBNEHUU
rocy4apCTBEHHOWN perncrTpaunm B kKayecTse opaHHOro fiekapCTBEHHOIO nNpenapara.

2. Mpn BblHECEHUM KOMMUCCUEN 3KCMEPTOB 3aKMOYEHMS O BO3MOXHOCTW paccMaTpuBaThb JeKapCTBEHHbIV
npenapat Ans MeauUMHCKOro MPUMEHEHUS NPW OCYLLECTBNEHUU TOCYAapCTBEHHOW peructpauuy B KavecTBe
opdaHHOro nekapcTBeHHOro npenapara yrnonHOMOYEHHbIW deaepanbHblil OpraH UCMONTHUTENBHOW BNAcTU B CPOK,
He MpeBbILWALWMA NATN pabounx AHEeW Co AHA NONyYeHWs AaHHOrO 3aKMioYeHWs, NPUHUMAET peLleHe O Bbiaave
3ajaHva Ha NpoBefeHMe 3KCNepPTU3bl KayecTBa NEeKapCTBEHHOMO CPEACTBa N 3KCMEPTU3bl OTHOLLEHUS OXUAaeMown
nonb3bl K BO3MOXHOMY PWUCKY NPUMEHEHWs NeKapCTBEHHOro mnpenapara Ansg MeauUMHCKOro NpUMEeHeHus B
nopsfke YCKOPEHHOW npouenypbl SKCNepTu3bl NeKapCcTBEHHOro cpeactsa B COOTBETCTBUM CO cTaTtben 26
HacTosLero ®efepanbHOro 3akoHa.

3. B cnyyae npuHATUS peLLeHMs O HEBO3MOXHOCTU paccMaTpvBaTb JEeKapCTBEHHbIV npenapaTt ans
MEOWLIMHCKOrO MPUMEHEHUSI NPWU TOCYOapCTBEHHOW perncTpauum B KavyecTBe OpdaHHOIo JleKapCTBEHHOrO
npenapata YMNonHOMOYEHHbIA hbeaepanbHbli  OpraH  WCMOMHWUTENbLHOW BMAcTUM MpekpalwiaeT npoueaypy
rocy4apCTBEHHOW perncrpalumn nekapcTBEHHOrO npenapara. 3asButenb Bnpase obpaTuTbCA B PerMcTpupytoLLmii
OpraH c 3asiBNeHNEM O rocy4apCTBEHHOW perncTpaumm ykasaHHoOro fiekapCTBEHHOMO Npenapara B COOTBETCTBUM CO
ctatben 18 HacToswero degepanbHOro 3akoHa.

Cratbsa 22. YTpatuna cuny ¢ 1 vrona 2015 roaa. - PegepanbHbin 3aKoH oT 22.12.2014 N 429-P3.

Cratba 23. dkcnepTv3a KavyecTBa NEKAPCTBEHHOro CpeAcTBa M 3KCMepTU3a OTHOLUEHUA OXMOaeMomn
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

Nonb3bl K BO3MOXHOMY PUCKY NPUMEHEHUs JieKapCTBEHHOro npenapaTa ANA MeAULUHCKOro NpuMeHeHus
(B peqg. PenepanbHoro 3akoHa o1 22.12.2014 N 429-03)

1. 3Okcneptu3a kavecTBa IEKapCTBEHHOrO CpeacTBa W 3KCNepTM3a OTHOLUEHUSA OXmaaemoWm nonb3bl K
BO3MOXXHOMY PMWCKY MNPUMEHEHWs NeKapCTBEHHOro npenaparta Ang MeOULMHCKOrO MNPUMEHEHWsi, COCTaBneHue
KOMUCCUSMM SKCMEPTOB 3aKMNIOYEHUN MO pesyrnbrataMm NPOBEAEHHbIX IKCMEPTU3 U HaMpaBneHne 3TUX 3aKroyeHumn
B YNONMHOMOYEHHbIV heaepanbHbi OpraH UCNONHUTENbHOW BRacTy OCYLLECTBASOTCA B CPOK, HE NpeBbiLlatoLLmi
cTa pecsatm pabounMx [OHEeW COo [OHA MNOMyvYeHMs1 9SKCMEPTHbIM YyYpeXaeHMeM COOTBETCTBYHOLLEro 3agaHusd
YNOMHOMOYEHHOIO heaeparnbHOro opraHa UCMNOMHUTENBHON BNactTu U HEOOXOOMMbIX JOKYMEHTOB B 3NIEKTPOHHON
dhopmMe unu Ha BymMaKHbIX HOCUTENSX.

KoHcynbranTlntoc: npumedaHue.

Mo 3asenenuto, nogaHHoMy B MuH3gpas Poccun go 11.04.2022, npy HEBO3MOXHOCTW NPOBEAEHNSA SKCMEPTU3bI
KayecTBa NEeKapCTBEHHbIX CPEACTB B 3KCMEPTHOM Yy4pexaeHuun, OOMycKaeTcs ee MpoBedeHVe MOoCpeacTBOM
OVCTaHLMOHHOTO B3aMMOAENCTBUSA, NOpSAoK U (DOPMbl KOTOPOrO ONpeaenstoTcs 9KCNEPTHbIM yYpexaeHnem no
cornacoBaHuio ¢ 3asasutenamu (MoctaHosneHwue Mpasutensctea P® ot 05.04.2022 N 593).

2. B TeyeHne [aeBsiHOCTA [HeEW CO [OHSA MOMyYeHWs peLueHusl YNONMHOMOYeHHoro deaepanbHOro opraHa
MCNONHWUTENBHOWM BNacTh O NPOBEAEHUM 3KCMEPTU3, NPEeOyCMOTPEHHBIX YacTbio 1 HacTosILEN cTaTbu, 3asiBUTENb
NpeacTaBnsieT B 3KCMEPTHOE yuypexAeHwe Ans NpoBefdeHMsI 3KCMepTu3bl KayecTBa IeKapCTBEHHOro CpeacTea
obpasupbl nekapcTBEHHOro npenaparta Ans MEAULUMHCKOrO NPUMEHEHUs, MPOW3BEOEHHOTO B COOTBETCTBUMU C
TpeboBaHMSAMY OMbITHO-NPOMbILLIEHHOIO U (UMW) NPOMBILLIIEHHOTO PernamMmeHToB, YTBEPXKAEHHbIX PyKOBOAUTENEM
Npon3BOAMUTENS NEKAPCTBEHHbIX CPEACTB, @ TakkKe B COOTBETCTBYHLUMX Cryyasx obpasubl hapmaueBTUYECKOn
cybcTaHuun, TECT-LUTaMMa MUKPOOPraHNM3MOB, KyNnbTYpbl KNETOK, 06pasLbl BELLEeCTB, NPUMEHSIEMbIX ANs KOHTPONs
KayecTBa NEKapCTBEHHOrO cpeacTBa MyTEM CPaBHEHWSt C HUMW WUCCIELYEeMOro IeKkapCTBEHHOro cpeacTea, B
KonunyecTBax, HeobxoaMMbIX A11s1 BOCNPOU3BEAEHWS METOOB KOHTPOIS KA4ecTBa.

3. MNpu nony4eHun obpasuoB NekapCTBEHHOro npenaparta 1 apmaueBTU4eckon cybcTaHumMM aKcnepTHoe
yypexaeHue BblOaeT 3asBUTEN0 AOKYMEHT, NOATBEpXAaloWwmii nofyyeHne ykasaHHbIX obpasuoB, U B CPOK, He
npeBbIaoWmMn Tpex paboumx AHew, yBeOOMNSAET B 3MeKTPOHHOW dopmMe unu Ha BymaxHOM HocuTene o6 3ToM
YMNOIMTHOMOYEHHbIN pefeparbHbIi OpraH UCMOMHUTENBHOW BNAacTu.

4. YKasaHHble B 4YacTax 2 WU 3 HacTosdleWn cTaTbu CpOK And npencrtaBlieHna 3adaBUTENEM O6pa3LI,OB
JleKapCTBEHHOIo npenapara un (bapMaU,eBTVI‘-IeCKOIZ Cy6CTaHLI,I/II/I M CPOK yBeOMJ1eHNA 3KCNEPTHbIM y4ypexaeHnem
06 3Tom Ha 6yMa)KHOM HOcuTene YynorIHOMOYeHHOro (bep,epaanoro opraHa WCMONMHUTENbHON BRacTn He
BKITHOHAKOTCA B CPOK NpoBefeHnA 3KCnepTus, npegyCMOoTpeHHbIX YaCTbio 1 HacTosiLEen cTaTbu.

5. [JokyMeHTbI, NOCTYNUBLLME B 3KCNEPTHOE yypexaeHwe ONA NpoBedeHUss SKCNepTus, NpefyCMOTPEHHbIX
YyacTblo 1 HacTosWwen cTaTtbW, Nnoanexar BO3BpaTy B YMNOMHOMOYEHHbIN defeparnbHblid opraH MCMNONHUTENbHON
BMacTn OAHOBPEMEHHO C 3aKMOYEHUSIMU, NONYyYEeHHbIMU NO pesyrkrataM COOTBETCTBYIOLUX SKCNepTUs.

CratbAa 24. 3KCI'IepTVI3a Ka4dyecTBa JNieKapCTBEeHHOro cpeactBea U 3KCcnepTtu3a OTHOLUEHUA oXugaemon
Nonb3bl K BOSMOXHOMY PUCKY NPUMeHeHUA neKapCTtBeHHOro npenaparta ona BeTepuHapHoOro npumeHeHus

1. OkcnepTm3a kavecTBa IeKapCTBEHHOIO cpeacTBa W SKCMepTM3a OTHOLUEHWS OXuOAeMon nonb3bl K
BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro npenapara Ans BETEPUHAPHOro MPUMEHEHWs, cocTaBrneHue
KOMUCCUSIMM 3KCMNEPTOB 3aKMOYEHUI MO pesynsTataM yKasaHHbIX SKCNepTU3 U HanpaefeHne Takux 3akmioveHnin B
YMNOIMTHOMOYEHHbIN dhefeparnbHbIi OpraH UCMOMHUTENBHOW BNACTN OCYLLIECTBNAIOTCHA B CPOK, HE MpeBbILLaoLWni cta
Aecsatn paboymx gHeWn CO AHSA MONyYEeHUS IKCMEPTHbIM yupexaeHnem 3adaHus ynonHOMOYEHHOro dhegepanbHOro
opraHa UCMOSMHUTENBHOW BIacTu C OOKYMEHTaMu, YKasaHHbIMKU B YacTu 3 ctatbu 17 Hactosiwero deaeparnbHOro
3aKoHa.

(B pea. ®PegepanbHbix 3akoHOB oT 22.10.2014 N 313-93, ot 13.07.2015 N 241-$3)

2. B TeyeHve TpuauatM paboumx OHen co AHS MOMyYeHWs peLleHust YroSfIHOMOYeHHoro deaepanbHoOro
opraHa UCMOMHMUTENbHOM BNacT O NPOBedeHWM YKa3aHHbIX B 4acTu 1 HacTosLIeN cTaTbM IKCNepTU3 3asaBuUTEnNb
NpeacTaBnsieT B SKCMEPTHOE yuypexAeHuWe Ans NpoBedeHMsl IKCMepTusbl KayecTBa JIeKapCTBEHHOro CpencTBa
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

o0pasubl NekapCTBEHHOro npenapata Ansg BEeTEPUHAPHOro MPUMEHEHMUs, MPOU3BEAEHHOIO B COOTBETCTBUM C
TpeboBaHMAMM TEXHOMOIMYECKNX PErNaMeHTOB, YTBEPXOEHHbIX PYKOBOAUTENEM MPOU3BOAUTENS NEKAPCTBEHHbIX
CpencTB, a Takke B COOTBETCTBYIOLLMX Clyvasx TeCT-LiTaMMbl MUKPOOPraHM3MOB, KyNbTypbl KINETOK, obpasubl
hapmavueBTUYeCcKor cybcTaHuumn, obpasLbl BELLECTB, MPUMEHSIeMble ANS KOHTPONSA KadecTBa leKapCTBEHHOrO
CpeacTBa, B KoNn4yecTBax, HEOOXOAMMbIX AN BOCNPOU3BEAEHUA METOOO0B KOHTPONSA Ka4yecTBa.

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

3. lMpu nonyyeHmn obpasuUoB NEKapCTBEHHOro npenapata u hapmaueBTMYECKON CyOCTaHUMM JKcnepTHoe
yupexaeHue BblOaeT 3asiBUTEN0 OOKYMEHT, MOATBEPXOAloLWUA MoryYeHre yKasaHHbIX 00pasuoB, U B CPOK, He
NpeBbILLAKLLNA TpeX padbounx gHeRn, yBeAOMNSET B MMCbMEHHON hopme 06 3TOM YNONTHOMOYEHHbIN heaepanbHbii
OopraH UCMONMHUTENBHON BriacTu.

4. Cpok ansa npencrtaeneHust 3asBuTenem obpasuoB NeKapCTBEHHOIMO npenapata u dapmaueBTU4eCcKon
cybCcTaHuumM 1 CpoK YBEOOMMEHUS IKCMEPTHLIM yyYpexaeHnem ob 3TOM B NUCbMEHHOW hopMe YynOrTHOMOYEHHOTO
hbenepansHOro opraHa UCMOMHUTENBHON BNACTK, YKa3aHHbIe B YAcTaX 2 U 3 HAaCTOSILLEN CTaTbK, HE BKIHOYAKOTCA B
CPOK NpoBeAeHUs yKa3aHHbIX B YacTu 1 HacTOSALLEN CTaTbn SKCNEpPTU3.

5. [JokyMeHTbI, NOCTYMNMBLLME B IKCMEPTHOE yuYpexaeHue A58 NpOBeAeHNs yKa3aHHbIX B YacTn 1 HacTosLwen
cTaTby 9KCMepTwus3, noanexar BO3BpaTy B YMNOMHOMOYEHHbIN defepanbHbid OpraH MCMOMHWUTENbHOW BNacTu
OOHOBPEMEHHO C 3aKITIOYEHNSIMU NO pesyrnbTaTtam yKasaHHbIX 9KCNepTus.

Cratbsa 25. [loBTOpHOE NpoOBeaAeHMne IKCNepPTU3bl JIeKapCTBEHHbIX CPeacTB
(B pea. ®PegepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

1. B cnyyasix HegocTaTouHOW 060CHOBAHHOCTM UMW HEMOMHOThI 3aKIMOYEHUsI KOMUCCUM 3KCMEePTOB, HanNM4us
B HEM MPOTUBOPEUMBBLIX AaHHbIX, hanbcubukaLuy BbIBOAOB 3KCNEPTU3bI NIEKAPCTBEHHOTO CPEACTBA, COKPbITUS OT
YNONMHOMOYEHHOro hefiepanbHOro opraHa UCMOMHUTENBHOW BNacTM OCHOBaHMWI A1t 0TBoAa 3KcnepTa BCMeAcTBUE
€ro 3auMHTEepecoBaHHOCTU B pe3ynbTaTax COOTBETCTBYIOLUEN 3SKCMEPTM3bl, Hanuyns AaHHbIX O npsiMom nnbo
KOCBEHHOM BMeLLIATENbCTBE B NPOLECC COOTBETCTBYHOLLEN IKCMEPTU3bI NL, HE Y4aCTBYIOLMX B €€ NPOBEAEHUN,
HO OKa3aBLUMX BMMSHWE Ha MPOLECC W pe3ynbTaTbl €e NpoBeAeHUs, YNONHOMOYEHHbIM heaepanbHbIM OpraHoM
WCMOMHUTENBbHOW BMNacTU Ha3HavyaeTcsd MOBTOPHas 3KCMepTM3a fekapCTBEHHOro cpefacTtBa W (unu) aTnyeckas
aKcnepTn3a.
(B pea. ®PepepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

2. MoBTopHas aKkcrnepTU3a IeKapCTBEHHOrO CPeacTBa MPOBOAMTCA C  YY4ETOM pesynbratoB paHee
NpPOBEOEHHON 3KCNEPTU3bl B CPOK, YCTAHOBIMEHHbBIA YNONMHOMOYEHHBIM (hefepanbHbIM OpraHOM UCMOMHUTENbHON
BNacTu U He NpeBbILIAWUIA TpUALATN pabounx AHEN CO OHS MOMYyYEHUs IKCMEPTHBLIM yUpexaeHWeM 3afaHusi Ha
npoBedeHNe NOBTOPHOM 3KCNEPTM3bI NEKapCTBEHHOMO CPEACTBA.

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

3. ®uHaHcoBoe obecneyeHne BbINOMHEHUS 3adaHMsi Ha NpPoOBeAeHMEe MOBTOPHOM  3KCNepTU3bl
NeKapCTBEHHOIO CpeacTBa He OCYLLECTBIISETCS.
(B peq. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

CTaTtbs 26. YcKopeHHasi npoueaypa 3KCnepTusbl NieKkapcTBEHHbIX CPeacTB

1. YckopeHHasa npouenypa 3KCnepTusbl JNIEKAPCTBEHHbIX CPEeACTB B LIENsIX rOCYAapCTBEHHOW perucrpaumm
NeKapCTBEHHbIX NpenapaToB MPUMEHSIETCA B OTHOLUEHMM OpchaHHbIX NIEKAPCTBEHHbIX MpenapartoB, NEepBbIX TPex
NeKapCTBEHHbIX MpenapaToB, pernctpupyembix B Poccunckon Pepepauum B KayecTBE BOCMPOU3BELEHHbBIX
NeKapCTBEHHbIX MpenaparToB, 04EPEAHOCTbL KOTOPbIX OMNPEAENnseTcsi B COOTBETCTBMM C HOMEPOM WM 4ATON BXOOALLMX
3as8BMNEeHMIA O TOCYAapCTBEHHOW perncTpauum fekapCTBEHHbIX NpenapaTtoB B paMKax OOHOMO MEXAYyHapOLHOro
HENaTEeHTOBAHHOIO HAMMEHOBaHWS  JIEKAPCTBEHHOrO Mpenapara WM rpynnMpoOBOYHOIO  HaMMeEHOBaHUS
riekapCTBEHHOro npenapara, NekapCTBEHHbIX NpenapaToB ANs BETEPUHAPHOro MPUMEHeEHUs, NpeaHasHa4YeHHbIX
ONs neyYeHns oOMaLlHUX XUBOTHbIX, onpeaeneHHbix ®eaeparnbHbiM 3akoHOM OT 27 gekabps 2018 roga N 498-03
"O0 OTBETCTBEHHOM OOpalleHUn C XKUBOTHBIMU U O BHECEHUM U3MEHEHUI B OTAENbHbIE 3aKoHoAATeNbHbIE aKTbl
Poccuinckon degepauumn”, n 3aperncTpMpoBaHHbIX B Ka4ecTBe JfieKapCTBEHHbIX MpenapaToB ANA MeAMLNHCKOro
NPUMEHEHNsI, W JNEeKapCTBEHHbLIX MpenapartoB, MpefgHasHaYeHHbIX  MWCKMIOYUTENbHO ANnd  NPUMEHEHUS
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

HEeCOBEPLUEHHONETHUMY TPpaXXaaHamu.
(B peq. ®eapepanbHbIx 3akoHOB OT 22.12.2014 N 429-03, ot 13.07.2015 N 241-®3, o1 28.04.2023 N 171-93)

2. YcKopeHHas npouefdypa 3KCrnepTu3bl NeKkapCTBEHHbLIX CPeACTB B LIENSX FOCYLapCTBEHHOW peructpaumm
NeKapCTBEHHbIX NpenapaToB HE NMPUMEHSIETCS B OTHOLLEHUN:

1) GuoaHanoroBbIx (61ONogO6HbIX) NNEKapCTBEHHLIX NpenapaTtoB (6MoaHanoroB);

2) pebepeHTHbIX NekapCTBEHHbIX NpenapaTtoBs (3a UCKIYeHeM OpdaHHbIX NekapCTBEHHbIX Npenaparos);

KoHcynbraHTlntoc: npumevaHue.

o 31.12.2024 poccuicknm npou3BoauTENAM fEKapCTBEHHbIX npenapaTtoB ANsl BETEPUHAPHOro NpUMEHEHUS
paspeLleHo nofgaBaTh PErMCTPaLMOHHOE 4OCke MO YCKOPEHHON npouenype 6e3 yyeta TpeboBaHuii n. 3 4. 2 CT.
26 (MoctaHoBneHue lNpasutensctea P® ot 12.03.2022 N 353).

3) BOCNpom3BeAEeHHbIX NEKAPCTBEHHbIX MpenaparoB (3@ WCKYEHMEM MEepBbIX TPEX PErucTpupyembix B
Poccunckon ®epepauum B KavyecTBe BOCMPOM3BEAEHHbIX IEKAPCTBEHHbIX MpPEenapaTtoB M NeKapCTBEHHbIX
npenapatoB, NpegHa3HAYeHHbIX UCKMIOUYUTENbHO AN NPUMEHEHNS] HECOBEPLLUEHHOMNETHUMM rpakaaHamu, a Takke
NeKapCTBEHHbIX MpenapaToB, MpegHas3HadeHHbIX ANs  feYeHuMst  AOMalLHUX  XUBOTHbLIX, OMNpeaeneHHbIX
depepanbHbiM 3akoHOM OT 27 aekabps 2018 roga N 498-d3 "O6 oTBETCTBEHHOM OBpaLLEHUN C XKMBOTHBIMU U O
BHECEHMM U3MEHEHUI B OTAENbHbIE 3aKoHoAaTemnbHble akTbl Poccuinckon depepauumn”, U 3aperncTpupoBaHHbIX B
KayecTBe fiekapCTBEHHbIX NpenapaToB A1 MeAULMHCKOTO NMPUMEHEHUS);

(B peqn. ®PenepanbHoro 3akoHa ot 28.04.2023 N 171-$3)

4) HOBbIX KOMBMHaLWI 3aperMcTPUPOBaHHbIX paHee fekapCTBEHHbIX NpenapaTos;

5) NNeKapCTBEHHbIX npenapaTtoB, 3aperncCTtpnupoBaHHbIX paHee, HO Npou3BeeHHbIX B APYIUX NeKapCTBEHHbIX
cbopmax B COOTBETCTBUU C NepevHHem HauMeHOBaHMWI1 JNIeKapCTBEHHbIX (bOpM 1 B HOBOW AO03NPOBKE;

6) nekapCTBEHHbIX NpenapaTtoB 4S9 MeQULMHCKOro NpUMEHEHWs, rocygapCcTBEeHHas perncrpauus KoTopbixX
OTMEHEHa, NMPpU NX perncTpaummn B Ka4ecTBe NIeKapCTBEHHbIX NPenapaToB ANs BETEPUHAPHOTO NPUMEHEHMS.
(n. 6 BBegeH PenepanbHbiM 3akoHOM OT 28.04.2023 N 171-93)
(4acTb 2 B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-d3)

3. YckopeHHas npouedypa  9KCNEpTU3bl  FIEKAPCTBEHHbLIX CPEACTB  MNPOBOAUTCA MO PELUEHUIo
COOTBETCTBYIOLLENO YMNOMHOMOYEHHOIO dhefepanbHOro opraHa UCMOMHUTENBHOW BNacTy Ha OCHOBaHUK 3asiBIEHUS
3aaBUTENA B CPOK, HE MpEeBbIAKWMA BOCbMUAECATN paboymx gHen. [Npu 3TOM 3KCnepTM3a [OOKYMEHTOB,
COAEpXaLnxcsl B PErmcTpauuoHHOM J0CbE Ha fleKapCTBEHHbIN npenapar, NPoOBOAUTCS B CPOK, HE MPEBbILLAOLLNI
aecatn paboumx OHEen, SKcrnepTM3a KavyecTBa NIeKapCTBEHHOrO CPEACTBA M 3KCMEPTU3a OTHOLLEHUS OXuaaemon
nonb3bl K BO3MOXHOMY PUCKY NMPUMEHEHWUS NEeKapCTBEHHOro npenapara NpoBoAATCA B CPOK, HE MpeBbillatoLLmi
LecTnaecaTy paboumx gHewn.

(vacTb 3 B pea. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3.1. B oTHoweHun opdaHHbIX EeKapCTBEHHbIX MpenapaTtoB MOryT ObiTb nNpeacTaBneHbl pesynbraThbl
OOKINMUHUYECKUX UCCrefoBaHUM  NEKapCTBEHHbIX CPEACTB U KIMHUYECKUX UCCNEedoBaHW  NieKapCTBEHHbIX
npenapaTtoB Ans MEeOMUMHCKOTO MNPUMEHEHWs, BbIMOMHEHHbIX 3a npegenamu Poccuiickon ®depgepaunm B
COOTBETCTBMM C MpaBuriaMyM Hagnexaiwlen nabopaTtopHOM MPaKTUKM U MpaBuiamMn Hagexallen KrMHUYEeCKom
NPaKTUKN.

(yactb 3.1 BBegeHa PegeparnbHbIM 3akoHOM OT 22.12.2014 N 429-$3)

4. YckopeHHasa npouefypa aKCnepTusbl NekapCTBEHHbIX CpeacTB MpoBOAUTCHA B NOpsiAke, YCTaHOBMEHHOM
ctatbsiMn 17 - 20, 23 u 24 Hactosiwero degepanbHOro 3akoHa, U He O3HA4YaeT CHMXeHUs TpeboBaHui K
6e3o0nacHOCTU, Ka4ecTBYy N A(PPEKTUBHOCTU NIEKAPCTBEHHLIX NPenapaTos.

CrtatbAa 27. PewweHne o rocyaapCTBEHHOW perucTpaumm siekapcTBeHHOro npenapara

1. B cpokK, He NpeBbIWALWMNA OecaTn paboynx gHEN CO OHS NOyYEeHUsT 3aKITFYEHUI KOMUCCUN 3KCNEPTOB MO
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

pesynbrataM 3KCNepTU3bl KayecTBa NEKapCTBEHHOIO CPEACTBA U 3KCMEepPTM3bl OTHOLLEHWUS] OXMAAeMOW Nofb3bl K
BO3MOXXHOMY PUCKY NMPUMEHEHMS NIEKapCTBEHHOIO NpenapaTta, COOTBETCTBYIOLLNIA YNONHOMOYEHHbIN dheaeparnbHbii
opraH UCMOMHUTENBHON BRacTu:

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

1) pasmellaeT Ha cBoeM odmumansHOM canTe B ceT "MIHTepHET" COOTBETCTBYIOLLME 3AKIIOMEHUS KOMUCCUMN
9KCMEePTOB M OCYLLECTBNSAET NX OLEHKY Ans onpeaerneHnsa COOTBETCTBUS 3a4aHWI0 Ha NPOBEAEHNE 3TUX IKCMEPTU3;
(n. 1 B pea. PepepanbHoro 3akoHa oT 22.12.2014 N 429-93)

2) NnpuUHMMaEeT peLleHne O rocydapCTBEHHOW perncrpaumm rnekapcTBEHHOro npenapata unu ob otkase B
rocyfapCcTBEHHON perncTpaunm nekapCTBEHHOro npenapara;

3) BHOCWT NpW NPUHATUM peLLeHNs O roCyAapCTBEHHOW perncTpaumn nekapcTBeHHOro npenapara gaHHble O
3aperncTpnupoBaHHOM NeKapCTBEHHOM npenapare, B TOM yucne o hapmaueBTU4eckon cybctaHuum, BXOASALEN B
COCTaB NeKapCTBEHHOro npenaparta, B rocy4apCTBEHHbIA PeecTp fieKkapCTBEHHbIX CPeACTB U BblAaeT 3asBUTENio
perncTpaurMoHHoe YAOCTOBEPEHUe fekapCTBEHHOro npenapara, hopma KOToOporo yTBepKaaeTcst yrorHOMOYEHHbIM
denepanbHbiM OpraHOM MCMOMHUTENBHOW BRACTW, COrMAacOBaHHble HOPMATMBHYKO AOKYMEHTaLuo, HOPMaTUBHbIV
AOKYMEHT, MHCTPYKLUMIO NO NMPUMEHEHWIO NTeKapCTBEHHOIO npenapara v MakeTbl MepPBUYHON YNaKOBKN U BTOPUYHOM
(noTpebutenbckon) ynakoBKU C yKasaHWEM Ha HUX HOMeEpa PEerucTpaumMoOHHONO YAOCTOBEPEHWUs! NeKapCTBEHHOro
npenapata W pAaTtbl €ro rocygapCTBEHHOW perncrpauum wunm B Cryvae MpuHATUS pelleHns ob oTkase B
rocy4apCTBEHHOW perMcTpauumn fnekapCTBEHHOro npenaparta yBeooMMseT B NMUCbMEHHON dopme 3assutens ob
3TOM C YyKa3aHuMeM NPWYUH Takoro oTkasa. 3a Bblgadyy PerncTpaumoHHOrO YOOCTOBEPEHUSA feKapCTBEHHOro
npenaparta B3vMaeTcsl rocygapCTBeHHas MOLUMMHA B COOTBETCTBUM C 3akoHodaTenbcTBoM Poccuickon ®egepauun
0 Harnorax n cbopax.

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

2. OcHoBaHuem pfAna oOTKa3a B rOCyAapCTBEHHOW perncTpaumu nekapCTBEHHOro npenaparta Ans
MEeAVLIMHCKOrO NMPUMEHEHNS SBISIETCA 3aKkMioYeHne COOTBETCTBYIOLLEr0 YNONMHOMOYEHHOro hegepanbHOro opraHa
WCMONMHUTENBHON BriacT O TOM, YTO KayecTBO WU (Mnun) 3(PPEKTUBHOCTb PErmcTpuMpyemoro eKkapCTBEHHOro
npenaparta Ans MeguuMHCKOro NPUMEHeHNs He NoATBepPXAeHbI MONyYeHHbIMU AaHHBIMU UIN YTO PUCK MPUYUNHEHNS
Bpeda 300pOBbI0 YernoBeka BcriedcTBME Npuema NekapCTBEHHOro npenapara Ans MeAUUUHCKOro MpUMEHEHWs
npesbiaeT aPPEeKTUBHOCTb ero NPUMeHeHus.

(vacTb 2 B pea. ®epepanbHoro 3akoHa ot 04.06.2018 N 140-d3)

3. [loBTopHOe npegcTaBneHve B  COOTBETCTBYIOLWMIW  YMOMHOMOYEHHbIN  ddedeparnbHbii  opraH
NCNOMHUTENbHOW BNacTu NeKkapCTBEHHOro npenapara, B OTHOLIEHUM KOTOPOro MOslyYeH OTKa3 B rocyfapCcTBEeHHOM
perncTpaumm M KOTOpbIA BMOCNEACTBUM MOABEPrcs W3MEHEHUI0 B 4acTuM ero cocraBa, paccMaTpumBaeTcs Kak
npegcraBneHe HOBOro feKapCTBEHHOro npenapara Ha ero rocygapCTBeHHY permctpaumio He3aBuCUMMO OT
COXpaHeHUs ero NepBUYHOro HaMMeHOBaHMS.

(4actb 3 B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-03)

4. MNpw NpeaocTaBneHnn 3asiBUTENEM B COCTaBe PerncTpaLnoHHOro 4ocke Ha NekapCTBeHHbIV Npenapar Ans
BETEPUHAPHOIO NMPUMEHEHMUS KOMUWN PELLEHUS YMONTHOMOYEHHOIO dhefeparnibHOro opraHa UCMOSIHUTENBLHOW BNacTy
O MNpOBEOEHUN WHCMEeKTUPOBAHUS NPOU3BOAUTENS JEKAPCTBEHHbIX CPEACTB CPOK MPUHATUS pelleHust o
rocyaapCTBEHHOWN perncTpaumm NEeKapCTBEHHOrO npenaparta ans BETEPMHAPHOIO NPUMEHEHUsI
NPUOCTaHaBNNBAETCA CO AHS MOIyYEHUS 3aKMOYEHNA, yKa3aHHbIX B YacTu 1 HacTosIwen ctaTbM, A0 OHSA NPUHATUSA
YMNOITHOMOYEHHbLIM hefeparnbHbiM OPraHOM UCMOSHUTENBHOM BIAcTX peLLeHns O Bblgaye unm ob oTkase B Bbigaye
3aKIIO4YEHMST O COOTBETCTBUM MPOU3BOAUTENS JEKAPCTBEHHbIX CPEACTB TpeboBaHMAM MpaBun Haanexaiwen
NPOV3BOACTBEHHOWN NPAKTUKK, HO HE Bonee Yem Ha CTO BoceMbAECAT pabounx gHen.

(vacTb 4 BBeneHa PenepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

5. OcHoBaHuMem pfgns oOTKa3a B rOCYydapCTBEHHOW perncrpaumu nekapCTBEHHOrO mnpenapata Ans
BETEPMHAPHOIO MPUMEHEHUS SABMSETCS 3aKIIOYEHUE YMONTHOMOYEHHOro doedeparnbHOro opraHa WMCMNONHUTENbHOMN
BMNacTM O TOM, 4YTO KayecTBO MU (unu) 3GPdEKTUBHOCTL PETMCTPUPYEMOrO JIEKApCTBEHHOrO npenapaTta ans
BETEPUHAPHOIo npuMeHeHna He noarBepXaeHbl NofyvYeHHbIMM AaHHbIMWU UMK YTO PUCK NPUYMUMHEHUA Bpeaa
300pOBbIO  XKMBOTHOTO BCMEACTBME MpuMeMa JekapCTBEHHOro npenapata Ansg BETEepPUHApHOro MpUMEHEHMS
npeBbiwaeT 3PPEeKTNBHOCTb €ro NPUMEHEHUS, OTKa3 YNONHOMOYEHHOro dhefeparbHOro opraHa UCHOMNHUTENBHOM
BMacTu B Bblgaye 3aK/loYeHUs O COOTBETCTBMM MPOU3BOAUTENS NIEKApCTBEHHbIX CpeacTB TpeboBaHUAM npasun
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

Hagnexalleh npPOM3BOACTBEHHON MNPaKTUKM ONS KaXOOW MPOM3BOACTBEHHOW MNIOWAAKN perncTtpupyemoro
NleKapCTBEHHOro npenapara A/ BETEPMHApPHOro MPUMEHEHUS B Crlyvae, ecniv MpOoV3BOACTBO JIeKapCTBEHHOMO
npenapata Ansi BETEPUHAPHOIO MPUMEHEHUS OCYLLEeCTBRseTca 3a npegenamu Poccurickon ®epepaumn, unm
OTCYTCTBUE TaKOro 3aKMOYEHNS.

(vacTb 5 BBegeHa PepepanbHbiM 3akoHOM oT 04.06.2018 N 140-93)

KoHcynbraHTlntoc: npumevaHue.
O nopsgke W Ccpokax oOnpefeneHusi B3avMO3aMEHSEMOCTU FleKapCTB FEeKapCTBEHHbIX Mpenapartos,
3apernctpupoBaHHbix Ao 01.03.2020, cm. cT. 3 ®3 o1 27.12.2019 N 475-03.

Cratbsa 27.1. B3anmo3aMeHAeMOCTb fieKapCTBEHHbIX MpenapaToB AN MeAULMHCKOro NpUMeHeHus
(B pea. PepepanbHoro 3akoHa ot 27.12.2019 N 475-93)

1. B3aumosameHseMOCTb NeKapCTBEHHbIX MpenapaTtoB Afs MeOUUMHCKOro NpUMMEHeHWs onpeaensieTcs
YMOMHOMOY€EHHbIM  dbefepanbHbiM  OpPraHOM  WUCMOSIHUTENbHOW  BRAacTW, OCYLLECTBASIOWMM [OCYAapCTBEHHYHO
perncTpaumio nekapcTBeHHbIX NpenapatoB Ans MeAMLMHCKOro NMPUMEHEHWS, B pamMKax OOQHOro MeXayHapoaHOro
HenaTeHTOBaHHOIO (UM XMMWUYECKOro, UK rpynnMpOBOYHOIO) HAaMMEHOBaHWS Ha OCHOBE 3aKMHYEHMS KOMUCCUU
SKCNEepPTOB 3JKCMEPTHOMO YYpeXOEeHUs O B3anMO3aMeHAeMOCTM fleKapCTBEHHOro npenapaTta AN MeavuMHCKOro
npuMeHeHnss nMbo O TOM, YTO MNeKapCTBEHHbIW npenapaTr AN MEeAVMUMHCKOrO MPUMEHEHMS He sBhsieTcs
B3aMmo3amMeHseMbiM. [lopsaok  onpedeneHnss  B3aMMO3aMEHSEeMOCTM  NIeKapCTBEHHbIX MpenapaTtoB  Ans
MEOVLMHCKOrO MNPUMEHEHUS W  dopMa 3aKkmioYeHUs KOMUCCUMM 3KCMEepTOB IKCMEPTHOro  YYpeXAeHus o
B3aMMO3aMEHAEMOCTU NEeKapCTBEHHbIX MpenapaToB ANA  MeOULMHCKOrO npuvMeHeHns nubo o TOoM, 4TO
neKapCTBEHHbIN npenapar ANs MeguLMHCKOro NPUMEHEHUS He ABNsAeTCH B3aMmMo3aMeHsieMblM, yCTaHaBnmMBalTCs
denepanbHbIM OpraHoOM UCMOMHUTENBHOW BriacTu, OCYLECTBRASOWMM YHKUUK Mo BbipaboTke M peanu3aumm
rocyqapCTBEHHOW MONWTUKM W HOPMAaTMBHO-MPABOBOMY pPErynupoBaHWio B cdepe 34paBOOXpPaHEeHWus, Mo
cormacoBaHutio C degepanbHbiM  OpPraHOM  UCMOMHWUTENbHOW  BRacTW, OCYLECTBASOWMM  (YHKUMM  NO
NMUEH3VMPOBaHMWI0 NPOM3BOACTBA NEKAPCTBEHHbIX CPeACTB.

(B peq. ®epepanbHoro 3akoHa ot 19.10.2023 N 503-93)

2. Komwuccusi 3KCNEPTOB SKCTMEPTHOMO  YUYPEXOEHUS [[aeT  3akiioyeHue O  B3anMO3aMEHSIEMOCTM
neKkapcTBEHHOro npenaparta Anst MeAWLMHCKOro NMpuUMeHeHWs nMbo O TOM, YTO NeKapCTBEHHbIM npenapar Ans
MELMLMHCKOrO MPUMEHEHUS He $BMSETCS B3aMMO3aMEHSIEMbIM, Ha OCHOBaHWM CriedyloLlnx KpuUTepueB
(xapakTepucTuk):

1) akBMBaneHTHOCTb (ans GuoaHanoroBbix (6uMonogoOHbLIX) NEeKapCTBEHHbIX MpenapatoB (OvoaHanoros) -
COMOCTaBUMOCTb) KaYeCTBEHHbIX W KOMWYECTBEHHbIX XapakTepucTuk dapMaueBTUYeckux cybctaHumi wunu
COMOCTaBUMOCTb aHTUIEHHOrO COCTaBa BakuUWH. Mcnonb3oBaHMe pasnuyHbiX corner, 3UpPoB, KOMMIEKCOB,
N30MEepoB, KpUCTannuyeckux ¢opM M Apyrux NpOM3BOAHLIX OAQHOMO M TOMO Xe OEeNCTBYHLEro BellecTBa He
ABMSETCA MpensaTcTBMEM ANS OonpefeneHns B3anMO3aMEeHSEMOCTU NEeKapCTBEHHbIX MNpenapaToB, e€cnu npu
npoBegeHMn  uccriegoBaHnss  GMO3KBMBANEHTHOCTM  NIEKApCTBEHHOrO  Mpenapata WM uccrnegoBaHus
TepaneBTUYECKOW 3KBMBANEHTHOCTWU fEKapCTBEHHOIO Mpenapata [OoKa3aHO OTCYTCTBME KIMHUYECKM 3HAaYUMBbIX
pasnuuun apMakokKMHETUKN U (M) 9PEEKTMBHOCTU UM 0Ee30MacHOCTM FNEeKapCTBEHHOro npenapara [Aans
MELMLMHCKOro NPUMEHeHUS;

2) O9KBMBaNeHTHOCTb fekapCcTBeHHOM opmbl. [log 9KBUMBaNEHTHbIMU  MEKapCTBEHHbIMK  hOpMamMu
MOHUMAIOTCA Pa3Hble NeKapCTBEHHble (hOPMbl, UMEIOLLME OQMHAKOBbIE CMOCOO BBEOEHMS U CNOCOD NpUMEHEHNS,
obnagatowme conoctaBnMbiMM PapMaKOKMHETUYECKMMMN XapaKTepucTnkamm 1 papmakonormyeckum gencTsmem u
obecneymBaomne TaKke AOCTMKEHWE HEOBXOAMMOro KnuHudeckoro addpekta. Pasnuumsa nekapcTBeHHbIX opMm
He SABNHAIOTCA NPEensaTCcTBMEM ANSA onpederneHns B3anMo3aMeHsIeMOCTU NeKapCTBEHHbIX NpenapaTtoB, ecnv npu
npoBegeHMn  uccriegoBaHnss  GMO3KBMBANEHTHOCTM  NIEKApCTBEHHOrO  Mpenapata WM uccrnegoBaHus
TepaneBTUYECKOW 3KBMBANEHTHOCTWU fEeKapCTBEHHOro npenaparta [oKa3aHO OTCYTCTBME KIMHUYECKM 3HaYUMBbIX
pasnuumMn  apmMakokMHETUKM U (unn) 3dpekTUBHOCTM U 6Ge30onacHOCTM JNEeKapCTBEHHOrO npenapara Ans
MeONLIMHCKOro NPUMEHEHUS;

3) OKBUBAJNIEHTHOCTb UJTM CONOCTaBMMOCTb COCTaBa BCNoMoOrateribHbIX BELWECTB JIEKAPCTBEHHOIO npenapara
Ons MeguuUMHCKOro npuMeHeHns. Pasnuumna coctaBa BCoMOraTenbHbIX BELWECTB fIeKapCTBEHHOMO npenapata He
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

ABMAKOTCA MpensaTcTBMEM AN OnpedeneHns B3anMO3aMEHSIEMOCTU FeKapCTBEHHbIX MpenapatoB, €cniv npwu
npoBegeHMM  uccregoBaHnst  OMOSKBMBANEHTHOCTM  JNIEKAPCTBEHHOrO  Mpenapata WM UccrnegoBaHus
TepaneBTUYECKOW 3KBMBANEHTHOCTW FEKAapCTBEHHOIO Mpenaparta [OoKa3aHO OTCYTCTBME KIMHUYECKM 3HAaYUMBbIX
pasnuuun apMakokKMHETUKN K (Mnn) 9dPEKTMBHOCTU M Oe30macHOCTU NeKkapCcTBEHHOro npenapara ans
MEOULUUHCKOTO npuMeHeHuda. [pu Hanuumm KIMHUYECKM 3HAYMMbIX pasnuuuii  apMakoKMHETUKM u  (1nwu)
apcpekTMBHOCTM M Be3omacHOCTM  NeKapCTBEHHOrO  npenapata Ans  MeauUMHCKOrO  MpUMEHEHUs
B3aMMO3aMEHSEMOCTb ONpeaenseTcs C ykazaHMeM Ha UCKNIYEeHUe OTAEeNbHbIX rPynn NauneHToB;

4) NMOEHTUYHOCTb cnocoba BBedeHWst U criocoba NMPUMEHEHUA;

5) cooTBeTCTBME NpPOM3BOAUTENS IEKApCTBEHHOro cpeactsa TpeboBaHWAM MpaBun  Hagnexallewn
NpOV3BOACTBEHHON NPAKTUKMN.

3. OﬂpeﬂeJ'IEHVIe B3anMMO3aMEeHAEMOCTU BOCNpoOn3BEOEHHbIX  NE€KapCTBEHHbIX npenaparoB  AOnsa
MeONUMNHCKOro npuMeHeHua, YyKa3aHHbIX B 4acTu 10 cratbm 18 HacToswWwero CDep,epaanoro 3aKOHa,
ocyulecTBndaeTca 0e3 HeobxoaMMOoCTN goKasaTenbcTBa NX BUO3KBMBANEHTHOCTH.

4. OcobeHHOCTM onpegeneHns B3aMMO3aMeHSIEMOCTM OMONorMyecknx neKkapCTBEHHbIX MpenapaTtos,
KOMOMHUPOBAHHbLIX NEeKapCTBEHHbIX MpenapaToB (cogepxawmx KomMOuHaumio OByx w 6Bonee AenCTBYHOLMX
BELLEeCTB), NeKapCTBEHHbIX MpenapaTtoB AN MNapeHTepanbHOro MNUTaHWs U HeAO3MPOBAHHbIX JEKapCTBEHHbIX
npenapaToB ycTaHaBnueawTcst doefepanbHbIM OpraHoOM UCTONHUTENBHOW BNacTh, OCYLLECTBNALWMM (DYHKLUK MO
BblpaboTke WM peanusauuy rocygapCTBEHHOW MNOMUTUMKM U HOPMAaTMBHO-MPAaBOBOMY PErynMpoBaHuMio B cdepe
30paBOOXpaHeHNsi, MO COrnacoBaHuio C hedeparnbHbIM OpPraHOM MWCMOMHUTENBHOW BNAacTW, OCYLLECTBSAOLWNM
dPyHKUMM MO NMLEH3NPOBaHMIO MPON3BOACTBA NEKAaPCTBEHHbIX CPEACTB.

(B peqn. ®PenepanbHoro 3akoHa ot 19.10.2023 N 503-$3)

5. Orlpe/J,eneHme B3anMMO3aMeHAEeMOCTN HEe OCYLLEeCTBNAETCA B OTHOLUEHNN NeKapCTBEHHbIX paCcTUTeNnbHbIX
npenaparos, romeonaTtn4yeCkmnx riekapCTBeHHbIX NpenapartoB.

6. (DOpMVIpOBaHMe nepeyHAa B3aMMO3aMeEeHAEMbIX J1eKapCTBEHHbIX nMNpenapartoB AOnd MeanunHCKoro
NPpUMEHEHNA OCYLLEeCTBNAETCA J3KCNEepTHbIM  y4YpexaeHunem nocpencrtsom obbeanHeHus JIeKapCTBEHHbIX
npenaparos B OTAellbHble Tpynnbl, B Kaxgon 13 KOTOPbIX J1eKapCTBEHHbIE nNpenapaTtbl ABNAKOTCA
B3anMo3aMeHAEeMbIMW.

7.B Clniy4ae BKIMKOYEeHUA B UHCTPYKUUKO MO MeOUUMHCKOMY MNMPUMEeHEeHU0 JIeKapCTBEeHHOro npenapara Ha
OCHOBaHMK pesyrbraTtoB COOTBETCTBYHOLLNX nccregoBaHui NokasaHum gngd NPpUMEHeHNdA, KOTopble OTIIn4aroTCA OT
nokasaHun ans NnpUMEeHEeHNA OPYrnx rieKkapCTBeHHbIX npenapartoB U3 rpynrnbl B3aMMO3aMeHAEMbIX JTIEKapCTBEHHbIX
npenaparoB, B NnepevyHe B3aMMO3aMEeHAEMbIX J1eKapCTBEHHbIX nMpenapartoB AOnd MeOUuUMHCKOro npuMeHeHuaA
OOmkHa ObITb YKa3aHa COOTBETCTBYHOLAA VIH(bOpMaU,VIFI.

8. [lepeyeHb B3aMMO3aMeHSIEMbIX JIEKAPCTBEHHbIX MpenapatoB [Ans MEeOULUHCKOrO MNPUMEHEHMS
pasmeLlaeTcs  YNosIHOMOYEHHbIM  doefeparnbHbiM  OpPraHoOM  UCMOMHUTENBbHOM  BMAAcTW,  OCYLLECTBNSALWNM
roCydapCTBEHHYIO pPerucTpauuio fekapCTBEHHbIX npenapaTtoB AN MeAWUUHCKOro MNPUMEHEHUHA, Ha CBOeM
otbmumansHom cante B cetun "WMHTepHeT". WH(popmaums B nepeyHe B3aMMO3aMEHSIEMbIX JIEKapCTBEHHbIX
npenapatoB Anst MeQULMHCKOrO NPUMEHEHNS OOHOBMSIETCA yKa3aHHbIM hegeparnbHbiM OpraHOM MCMONHUTENBHOM
BMacTh C YY4ETOM HOBbIX 3aperncTpupoBaHHbIX NEKaApCTBEHHbIX MpenapaTtoB AN MeAULMHCKOro NpuMeHeHus 1
BHECEHHbIX M3MEHEHUN B [JOKYMEHTbl, coepXalliMecs B permcTpauuoHHbIX OOCbe Ha 3aperMcTpupoBaHHble
nekapcTBeHHble npenapaTbl ANg MeAULMHCKOrO NPUMEHEHNS.

9. lMopagok MCNonb3oBaHMA WHGOPMaUMM O B3auMMO3aMEHSAEMbIX JIEKAPCTBEHHbIX Mpernapatax Aans
MEOUVLMVHCKOrO NMPUMEHEHUST N NOPSAOK Aayn pa3bsCHEHUN MO BOMpPOCaM B3aUMO3aMEHSEMOCTU FIEKapCTBEHHbIX
npenapaToB Ansi MEANLIMHCKOIO NPUMEHEHMS YCTaHaBnNmMBatoTca hegepanbHbIM OpraHoOM UCMOSNTHUTENbHOW BIACTH,
OCYLLECTBAOLWMM (PyHKUMM NO BbIpabOTKE U peanunsalmmn rocyaapCTBEHHON NOMUTUKA U HOPMATMBHO-NPaBOBOMY
perynmpoBaHnio B cdepe 34paBOOXPaHEHUS, MO COrnacoBaHulo ¢ defeparnbHbiM OpPraHOM MCMOMHUTENLHOM
BMAcCTU, OCYLLECTBMAILMM PYHKLMKN MO NMLEH3UPOBAHMIO MPOU3BOACTBA JIEKAPCTBEHHBLIX CPEACTB.

(B peq. ®epepanbHoro 3akoHa ot 19.10.2023 N 503-03)
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?;i’ze‘?:'l’gbi% 32%'(2%*3 ot 12.04.2010 N 61-03 [okymeHT npepocTasneH KoHcynbTaHTI0C

"06 obpalleHun nekapcTBEHHbIX cpeacTs” Aata coxpanerua: 24.01.2024

KoHcyneraHTlnoc: npumeyaHue.

Cpok peructpaLmm nekapCTBEHHOro npenapara Ans BeTepuMHapHOro npumMeHeHus, uctekawowmn ¢ 14.03.2022
no 31.12.2022, a takke B 2023 roagy, npoaneH Ha 12 mecsaueB ([MoctaHoBneHune [paButensctBa PO ot
12.03.2022 N 353).

KoHcyneraHTlnoc: npumedaHue.

Cpokn [OencTBuMs  PerucTpaLMoHHbIX YOOCTOBEPEHUM NEKAPCTBEHHbIX MNpenapaToB  ANs  MeLULMHCKOro
npuMeHeHus1, KoTopble uctekatoT B 2024 1. npoaneHsl Ha 12 mecsues (MoctaHoBneHue NpaButensctea PP ot
12.03.2022 N 353).

Cratbsa 28. PeructpaumMoHHoe yaoCTOBepeHMe NIeKapCTBEHHOro npenapara

1. PernctpaumoHHoe yOoCTOBEpPEHME NEKAPCTBEHHOrO npenapaTta C yKa3aHWeMm neKkapCTBEHHbIX hopMm U1
OO03MPOBOK BblaeTcss 6eccpodHO, 3a WCKMYEHMEM  PEerucTpaumMoOHHOrO YAOCTOBEPEHUS NEKapCTBEHHOrO
npenapara, Bbl4aBaeMOro CO CpOKOM AEWCTBMSA NAThb JET, HA BNepBble pernctpupyemele B Poccunckon depepaumm
nekapcTBEHHbIE Npenaparhbl.

2. o ncreveHnn YKa3aHHOro B 4actu 1 HacTodLWeN cTaTby CpOKa BblaaeTcd 6eCCpO‘-IHOG perncrtpaumnoHHoe
yOoCTOoBEepEeHUE NNEKapCTBEHHOIO NMpenaparta npu ycnosun nogrBepXxgeHua ero rocyp,apCTBeHHoﬁ perncrtpaunn.

3. B cnyyae BHeceHus B cooTBeTcTBMM cO cTaTbamm 30 n 31 HacTosiwero ®egepanbHOro 3akoHa U3MEHEHUN
B codepaliMecs B pPerncTpaumoHHOM AO0Cbe Ha 3apermcTpyMpoBaHHbIN NEeKapCTBEHHbIV npenapat OOKYMEHTH,
3aTparmBalonX CBEAeHWs, OTpaXKeHHble B PerucTpauMoHHOM YAOCTOBEPEeHWM fleKapCTBEHHOro npenapara,
YMOMHOMOYEHHbIV  bedepanbHbIi  OpraH  UCMOMHWTENbHOW  BNacTM  BblaeT HOBOE  perMcrpaumoHHoe
YAOCTOBEPEeHUe fekapCTBEHHOIO npenapara, Coaepallee BHEeCEeHHbIe B HEMO U3MEHEHNS.
(vacTb 3 BBeoeHa PenepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-03)

4. B cnyyae yTpaTbl UNn NOBPEXAEHUS PErNMCTPaLMOHHOIO yOOCTOBEPEHUS NIEKAPCTBEHHOrO npenapara no
3a8BMEHM0 B MUCbMEHHOM hopMe Jepxkatensa wnu Bragenbla pPerMcTpaumMoHHOr0  YOOCTOBEPEHMS
NeKapCTBEHHOro npenapata Wnu yYnoriHOMOYEHHOro UMW OPYroro lpuanveckoro nvua o Bbligade aybnukata
pPErncTpaumnoHHOrO YOOCTOBEPEHMS NIEKAPCTBEHHOrO npenapaTta  YMNONHOMOYEHHbI  doeaepanbHbI - opraH
WCMOIMTHUTENBHON BMAacTM B CPOK, HE MPEBbIAOWMA AecaTU pabounx OHEN CO OHS1 MOCTYMNEHUsl 3asiBNeHwus,
BblgaeT Aybnuvkar perncrpauMoHHOrO yAOCTOBEPEHWS FeKapCTBEHHOrO npenapata. 3a Bbigady Aybnvkara
pervcTpaumMoHHOro YOOCTOBEPEHUSA IJIEKApPCTBEHHOrO Mpenapata B3VMMaeTcsl [oCy4apCTBEHHas MowWfvMHa B
COOTBETCTBUM C 3akoHoAaTenbCcTBOM Poccuiickon ®eanepaumm o Hanorax n cbopax.

(vacTb 4 BBegeHa PenepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-03)

KoHcynbranTlntoc: npumevaHue.

Cpok perucTpauumn nekapcTBeHHOro npenapata Ans BETEPMHAPHOrO NpUMeHeHus, nctekawwmun ¢ 14.03.2022
no 31.12.2022, a takke B 2023 roagy, npoaneH Ha 12 mecsaueB ([MoctaHoBneHue [lpaButensctBa P® ot
12.03.2022 N 353).

Cratba 29. NoaTBepXxaeHWe rocyaapCTBeHHON perucrpaumm fiekapcTBeHHOro npenapara
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. TNoaTBepXaeHue rocyaapCTBEHHOW perucTpauMyM JeKapCTBEHHOIO Mpenapara OCyLeCcTBNsSeTcs npu
Bblgaye OecCpOYHOro pervcTpauMoHHONO yAOCTOBEPEHMS NEKAapCTBEHHOrO npenaparta B criyyae, yka3aHHOM B
YyacTtu 2 ctatbu 28 HacTosiwero ®egepanbHOro 3akoHa, B CPOK, HE MPEBbILLALLMIA LWecTuaecaTM paboynx gHewm co
OHS  MOMyYeHUst COOTBETCTBYIOLLMM  YMONMHOMOYEHHbIM  dbedeparbHbiM  OpPraHOM  UCMONMHUTENBHOM  BMAcTU
3asIBNEeHNA O MOATBEPXOEHUM FOCYLApCTBEHHOW perMctpaumy NekapcTBEHHOro npenapara. He ocyuwiecTsnsieTcs
nogTBEpPXOEHNE rOCYyAapCTBEHHOW PerncTpauum B OTHOLLEHMW NEKapCTBEHHOrO npenapaTa, He HaxoguBLlerocs B
obpaweHnn B Poccuiickorn depepaummn B TedeHUe Tpex M Oonee net, a Takke B OTHOLUEHWM NEKAPCTBEHHOIO
cpencTBa, NMPOM3BEAEHHOIO C HapylleHnem TpebOoBaHWs, YCTaHOBMEHHOro 4vacTbto 3.7 cTatbk 71 HacToswero
depnepanbHOro 3akoHa.
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

2. 3asBneHve O MNOATBEPXKAEHWM TOCYAAPCTBEHHOW perucTpaumm nekapcTBEHHOrO rfpenapata Aans
MELMLMHCKOrO MPUMEHEHUST NPEeACTaBnsieTcss B COOTBETCTBYIOLUMIA YNONHOMOYEHHBIN heaepanbHblil  opraH
WCMOMHUTENBbHOW BNacTu He paHee YeM 3a CTO BOCEMbAECAT [OHEW [0 WCTEYEHWs Cpoka [AeWCTBUS
perncTpaunoHHOro yooctoeepeHua nekapCcTteseHHOro npenapara gna MmeguumMHCKoro npuMeHeHus.

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

2.1. 3asiBneHuMe O NOATBEPXKAEHWM TOCYLAPCTBEHHOW perMcTpauuyM nekapcTBEHHOro npenapaTta Aans
BETEPMHAPHOIrO MNPUMEHEHUs] MPEACTaBMSIETCS B COOTBETCTBYHLIMA YNONHOMOYEHHbIN dbeaepanbHbIi  opraH
WCMOMHUTENBbHOW BNacTu He paHee YeM 3a CTO BOCEMbAECAT [OHEW [0 WCTEYEHWs Cpoka [AeWCTBUS
PErMCTPaLMOHHOIO YAOCTOBEPEHUSI NIEKAPCTBEHHOIO Mpenaparta Ans BETEPUHAPHOTO NMPUMEHEHUS U He Mo3aHee
OKOHYaHMsA CpoKa ero AenCcTBuSI.

(vacTb 2.1 BBegeHa PegepanbHbiM 3akoHoMm oT 02.08.2019 N 297-03)

3. MopTtBepxaeHWe rocyaapCTBEHHOW perncTpaumMu InekapcTBEHHOro npenapaTta OCyLecTBRAseTCs Mo
pe3ynbrataM 3KCNepTM3bl OTHOLLEHMS OXWAAEMOW MOSb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NEKapCTBEHHOrO
npenapata Ha OCHOBaHUWM pe3ynbTaToB MOHWUTOPUHra 3deKTUBHOCTM U 6e30MacHOCTM  NEeKapCTBEHHOTO
npenapara, NpoOBOAUMOrO AepxaTtefieM Wnu BnafenbueM pPerucTpaurMoHHOro YAOCTOBEPEHUST N1EeKapCTBEHHOIO
npenapaTta NM6o YMNONHOMOYEHHLIM UMW OPUAONYECKMM MMLOM, a Takke COOTBETCTBYHOLIMM YMNONHOMOYEHHbLIM
chepepanbHbIM OpraHoOM WCMOMHUTENbLHOW BracTu B COOTBETCTBUM C TpeboBaHMsAMW cTaTb 64 HacTosLero
depepanbHOro 3akoHa.

4. K 3asBneHuo O MNoATBEPXOEHWU TOCYLAPCTBEHHOW perucTpauumM JekapcTBEHHOro npenapaTta Aans
MELMLMHCKOrO NPYMEHEHNsI NpunaratTcs:

1) AOKYMeHTbI, cogepxalyne pesynbratbl MOHUTOpPUHra addekTMBHOCTM 1 6e3onacHOCT NeKkapCTBEHHOro
npenapata Ans MeOuUMHCKOrO MpUMEHEHUs, NPOBEAEHHOro AepxaTtenem unu BnagenbueMm peructpaumoHHOro
YOOCTOBEPEHMS NEeKapCTBEHHOrO mnpenapata And MeaMUMHCKOTO MpUMEHeHMs 5Mbo  YyNONMHOMOYEHHBIM UM
IOPUONYECKUM NULIOM, NO PopMe, YTBEPXKOAEHHOM YNOMHOMOYEHHbIM dyefepanbHbiM OpraHoM WUCMOMHUTENbHOM
BMacTu;

2) cBegeHns O paTe nNpPedoCTaBneHUs W PerucTpauuoHHOM HoMepe MUMUEH3MM Ha MNpOU3BOACTBO
NeKapCTBEHHbIX CPEACTB WNW CBEAEHUS O AaTe npegocTaBfieHust U permcTpaumoHHOM HOMEpPE 3aKNYeHnsa o
COOTBETCTBUWN NMPOU3IBOAMTENS NEKAapPCTBEHHbLIX CPeAcTB TpeboBaHMAM npaBui Haanexailern npouns3BoaCcTBEHHOM
NPaKTUKWN, NPeaoCTaBreHHbIX YNOMHOMOYEHHbIM hefeparnbHbiM OpraHoOM UCMOMHUTENBHOW BNacTu B OTHOLUEHUMU
NPoOV3BOACTBEHHOW MMOLWAaaKM NekapCTBEHHOro npenapata Ang MeAuUMHCKOro MpUMEHEHUs, rocydapCTBeHHasi
peructpaumsa KOTOPOro MOATBEPXOAETCA B Clyyae, ecnv Mnpou3BOACTBO JleKapCTBEHHOro npenapaTta Ans
MEeOVLMHCKOro NpuMeHeHus ocyllecTtensietca B Poccuiickon ®epepauum;

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

3) konus NpegoCcTaBEHHON YNOMHOMOYEHHLIM OPraHOM CTpaHbl MPOU3BOANTENS NTMLEH3MN Ha NMPON3BOACTBO
NeKapCTBEHHOrO npenapata Ans MeauUMHCKOTO MPUMEHEHUS U ee NEepPeBOL Ha PYCCKUM SA3blK, 3aBEPEHHbLIE B
YCTaHOBINEHHOM MOPSIAKE, @ TakkKe KOMUs 3aKIYeHUs O COOTBETCTBUM MPOU3BOANTENS JIEKAPCTBEHHbLIX CPEACTB
TpeboBaHMAM NpaBun Hagnexalwen NpoM3BOACTBEHHOW MPaKTUKW, BbIAAHHOTO YMNONMHOMOYEHHBIM (oeaepanbHbIM
OpraHoM MCMOSTHUTENbHOM BNacTU B OTHOLLEHMW MPOW3BOACTBEHHOW MNoLladkM NekapcTBEHHOro npenapaTa ans
MEOULMVHCKOTO MPUMEHEHUS, TOCYLApCTBEHHAs PEerMcTpauus KOTOporo MOATBEPXOAETCH, WM KOMUS peLueHus
YMNOITHOMOYEHHOTO  oefepanbHOro  opraHa  UCMOMHWUTENbHOWM  BMAacTM O  MPOBEAEHMM  MHCMEKTMPOBaHMS
NPOV3BOAUTENSA JEKAPCTBEHHbLIX CPEACTB B Crlydae, €Cnu MNpoM3BOACTBO JIEKAPCTBEHHOrO npenaparta Ans
MEeOUVLMHCKOro NpUMEHEHNs OCYLLIECTBISETCA 3a npegenamm Poccuiickon degepaumm.

(B pea. ®PegepanbHoro 3akoHa ot 27.12.2019 N 478-$3)
(vacTb 4 B pea. ®enepanbHoro 3akoHa ot 04.06.2018 N 140-d3)

4.1. B oTHOLUEHUN BNONOrUYECKUX J1IeKapCTBEeHHbIX npenapartoB Ana MmeguunHCKOro npuMeHeHuna 3aaBuUTelb
OOMOIMHUTENBbHO NPEACTaBnaeT pesynsraTbl MepornpuAaTUR, NPefyCMOTPEHHLIX MNIIaHOM YrpaBneHUs puckamu,
YTBEPXOEHHBIM  YNONMHOMOYEHHbIM  (befieparnbHbIM - OpPraHoM  UCMOSHUTENBHOW BNAcTU MpU  OCYLLECTBIIEHUN
roCcy4apCTBEHHOW perncTpauum rekapcTBEHHOro npenapara Ans MeauuuHCKOro npuMeHeHus.

(vacTb 4.1 BBegeHa PegepanbHbiM 3akoHoM oT 04.06.2018 N 140-03)

4.2. K 3aaBneHunto o noaTBepXaeHnun FOCWJ,apCTBeHHOIZ perncTtpaunmn nekapcTtBeHHOro npenapara agnsa
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

BETEPMHAPHOIO MPMMEHEHUS NpUNaraTcs JOKYMEHTbI, coepallne pesyrnbraTtbl MOHUTOPUHra 3peKTUBHOCTHU 1
0©e30MacHOCTM NeKapCTBEHHOrO npenapara Afsi BEeTEPUMHAPHOro NMpPUMEHEHUs, MPOBOAMMOrO AepaTenem wunm
BNagenbuemM perucTpauMoHHOrO YOOCTOBEPEHMSI NEKAPCTBEHHOrO npenapata Ansi BETEPUMHAPHOIO NPUMEHEHUSI
Mo yNONHOMOYEHHBLIM UM OPUOUYECKUM NULIOM, NO hopMe, YTBEPXKAEHHON YNOMHOMOYEHHBIM dheaeparnbHbIM
OpraHoM WCMOMHUTENBHOW BracTu, M OOKYMEHTbI, yKasdaHHble B NyHkTax 1, 2 - 2.2, nognyHkTtax "a", "6", "k", "n"
nyHkta 4 yactu 3 ctatbm 17 HacTtodwero ®degepanbHOro 3akoHa. B OTHOWEHMM MMMYHOGMONMOrMYECKMX
neKkapcTBEHHbIX NpenapaToB Ans BETEPMHApPHOrO NPUMEHEHWUs He MNPeaCTaBnslTCA CBEAEHUSl, YKa3aHHble B
noanyHkte "K" nyHkta 4 yactu 3 ctatbn 17 Hactoswero degepanbHOro 3akoHa. B oTHOLWEHWMM nekapCTBEHHbIX
npenapaTtoB  Ans  BETEPUHAPHOIO  NPUMEHEHWUs,  MNOMyYEeHHbIX C  MNPUMEHEHWEM  FeHHO-UHXEHEPHO-
MOOVMULMPOBAHHbBIX OPraHM3MOB WM COAEPXaljuMX Takue OpraHuambl, [OOMOSIHUTENbHO MNPEACTaBNSAOTCS
cBefeHus], ykasaHHble B nyHKTe 13 yactn 3 ctatbn 17 HacTosawero ®PenepanbHOro 3akoHa.

(yactb 4.2 BBegeHa ®PegepanbHbiM 3akoHOM OT 04.06.2018 N 140-93; B pen. demepanbHOro 3akoHa OT

02.08.2019 N 297-®3)

4.3. 3asBuTenb Bnpase NpeacTaBuTb C 3asiBIEHWEM O MOATBEPXAEHUN FOCYAapCTBEHHOW perncrpauun
NeKapCTBEHHOrO npenaparta Konuilo AOKyMEeHTa, MogTBepXhalowero ynnaty rocygapCTBEHHOW MOLWMWHbI 3a
nogTBepXaeHue roCydapCTBEHHOM perMcTpaummM NeKapcTBEHHOro nmnpenapata, a Takke BblgaBaemble
(npepocTaBnsieMble)  YNONMHOMOYEHHbIMU  befepanbHbIMU - OpraHaMmy  UCTIONHUTENBHOW  BNAactu  JOKYMEHTbI
(cBegeHus), ykasaHHble B NyHkTax 2 M 3 4vacTm 4 HacTosiwewn cTraten. B cnyyae wux HenpeactaBneHus
YMOMHOMOYEHHbIV  bedepanbHbI  OpraH  WCMOMHUTENbHOM BAacTU  3anpalmBaeT yKa3aHHble [AOKYMEHThbI
(cBegeHus) B nopsiake MeXBeAOMCTBEHHOMO MHEPOPMALIMOHHOIO B3aMMOAENCTBHUS.

(yactb 4.3 B peg. PenepanbHoro 3akoHa ot 27.12.2019 N 478-93)

5. B TeyeHue pecatn paboumx OHeEW CO AHA NPUHATUS 3asBMEHUS O MOATBEPXKAEHWW rOCyAapCTBEHHOMW
permcTpaumm nekapcTBeHHOro npenapara v JOKYMEHTOB, coaepXalux pesynsratbl MOHUTOPUHra 3deKTUBHOCTH
n B6e3onacHOCTM NekapCTBEHHOro npenapara, NpPoBOAMMOro AepXaTenem unu BnagenbueMm pernctpaumoHHOro
YAOCTOBEPEHUS fieKapCTBEHHOrO npenaparta N1Mbo YNomHOMOYEHHBIM MU I0PUANYECKUM NINLOM, YNOSTHOMOYEHHbIN
denepanbHbI OpraH UCNOMHUTENBHOM BaCTu:

1) npoBOAUT NPOBEPKY MOMHOTHI CBEAEHUIA, CoAepXKaLLUXCHA B NPeACTaBMNEHHbIX 3asBUTENEM OOKYMEHTAX;

2) NnpUHNMaEeT pelleHne o npoBeaeHun unum 00 oTkase B nposegeHnn aKCcnepTu3bl OTHOLLEHNA oXngaemom
NoJ1b3bl K BO3MOXXHOMY PUCKY NPUMEHEeHUA NIeKapCTBEHHOIO rnpenapara Ha OCHOBaHUN pe3ysibTtatoB MOHUTOPUHIA
Sd)(*)eKTVIBHOCTI/I n GesonacHocTun JNIeKapCTBEHHOIoO nMnpenapara, npoBoaAMMOro aAepxxarenem unmn srnapgenbuem
perncTpaunoHHOro yaocTtoBepeHnd JeKapCTBEHHOro npenapara nnbo YNONMHOMOYEHHbIM UMW  HOPUONYECKNM
JIMUOM, a TaKxXe cben,epaanblM opraHomMm NCMNOSHUTENBbHOM BNacTu B COOTBETCTBUMU C Tpe6OBaHMFIMI/I cTatbkn 64
HacTodALlero Cbep,epaanoro 3aKOHa;

3) yBegoMnsieT B 3NEKTPOHHON hOpMe UNKU NUCbMEHHOW hopMe 3asBMTENS UM IKCMEpPTHOE yupexgeHue o
MPUHATOM peLLeHnn nMbo B Cnyvae NpuHATUA pelleHrs ob oTkase B MpoBedeHMM IKCNepTU3bl yKkasblBaeT NPUYMHbI
Takoro oTkasa.

6. B cnyyae BbISIBNEHUS HEQOCTOBEPHOCTM W (MNKM) HEQOCTATOMHOCTW WHOpMauuW, coaepxallencs B
npeacTaBleHHbIX 3asBUMTENEM [OKYMEHTax, YMONHOMOYEHHbIN beaepanbHbil OpraH WUCMOMHUTENBHOW BRacTy
HanpaBndeT 3asBUTEN0 3anpoc 00 YTOYHEHUM YKa3aHHOW WHdopMaumn. 3anpoc  YNOSIHOMOYEHHOMO
degepanbHOro opraHa MWCMNOMHUTENbHOM BractM MOXeT ObiTb nepegaH YnofIHOMOYEHHOMY npeacTaBUTENO
3aABUTENS NIMYHO MO, PACMUCKY, HAanNpaBneH Mo Nno4yTe 3akasHbIM NMUCbMOM UK NepeaaH B 3NIEKTPOHHON dhopme Mno
TENEKOMMYHMKALMOHHBIM KaHanaMm cBaA3u. B cnyyae HanpaBneHusi 3anpoca YMNONHOMOYEHHOro denepasnbHOro
opraHa UCMOSMHUTENBHOW BACTM MO MoYTe 3akas3HbiM MUCbMOM OH CUYMTAETCS MOSlyYeHHbIM MO UCTEYEHMM LLECTU
[OHeWn ¢ aaTbl HanpaBneHUsa 3aKka3Horo NUcbma.

7. BasBuTtenb 00s3aH npeacTaBUTb OTBET Ha 3anpoc  YMNOMIHOMOYEHHOro chegepanbHOro opraHa
WCMNOSMHUTENbHOM BracT B CPOK, HE MPEBLILWAKLWMIA AeBAHOCTa paboumx OHen co OHA ero nony4veHusi. Cpok,
yKasaHHbIn B 4acTu 5 HacToslen cTaTbW, NMPUOCTaAHABNMBAETCS CO [OHSA HanpaBreHusa 3aaBuTEnNto 3anpoca
YNOMHOMOYEHHOro hbeaepanbHOro opraHa MCAOMHUTENBHOM BRlacTM A0 OHA MOMNyYeHUs MM COOTBETCTBYHOLLErO
OoTBETa W He Y4YUTbIBAaeTCsa MNpU  UCYUCINEHUM CpOKa MOATBEPXKAEHUS roCy4apCTBEHHOW perncrpaumm
nekapcTBEHHOro npenapara.
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8. OcHoBaHMEM [Onsi OTKa3a B MPOBEAEHMMU 3KCMEPTM3bl OTHOLUEHUSA OXWOAEMOWM MONb3bl K BO3MOXHOMY
PUCKY MPMMEHEHUS NIEKAapCTBEHHOIO Npenapara ABnseTcs NPpeAcTaBleHne AOKYMEHTOB, COAepXKallmxX pesynbsraThl
MOHUTOPUHra 3 eKTUBHOCTM 1 6€30MaCHOCTUN NleKapCTBEHHOMO Npenaparta, 1 (Mnv) B OTHOLEHUN BUONOrMYecKux
nekapcTBEHHbIX NpenapaTtoB pe3ynsTaToB OCYLLECTBMEHMS MEPONPUATUIA B COOTBETCTBUM C MMAaHOM ynpaBneHus
puckamu, yTBEPXAEHHbIM  YNONMHOMOYEHHbIM  deaepanbHbiM — OPraHOM — UCMOMHUTENBbHOW  BRactu  npu
OCYLLIECTBMEHUN rOCYAAPCTBEHHOM perucTpauumn nekapcTBEHHOro npenapara, B HernornHoM obbeme, OTCYyTCTBUE
WHpopmaumm, NnoaTeepXKaatoLLen akT ynnaTbl rocygapCTBEHHOW NOLUNWHbBI 3@ NOATBEPXAEHNE roCyaapCTBEHHOM
perncrTpaumm nekapCcTtBeHHOro npenapara, nmbo HenpeacTaBrneHne 3asBUTENEM B YCTAHOBIEHHbIW CPOK OTBETa Ha
yKasaHHbIi B 4acTn 6 HacTosiwen cTaTbW 3anpoc YMNOMHOMOYEHHOro dedepanbHOro opraHa MCMONHUTENbHON
BMacTn, a Takke OTCYTCTBME B yKa3aHHbIX OKYMEHTaxX MHpopMaLun, KoTopasi A0IMKHA ObITb B HUX OTpaXkeHa.

9. OKkcnepTmsa OTHOLIEHWS OXMAAEeMOW MONb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSA NeKapCTBEHHOMO
npenapata B Uensx MOATBEPXAEHWS rocydapCTBEHHOW perucTpauuu nekapCTBEHHOro npenaparta npoBOAMTCS
KOMUCCMEN IKCNIEPTOB IKCNEPTHOIO yYpeXOEeHUs B CPOK, HE MPEBbILLAOLWLNIA COpoKa pabounx gHeN.

10. B cnyyae HegocCTaTOMHOCTWM MPEACTaBMEHHbLIX 3KCMepTy MaTepuanoB ANS OadM 3aKMdeHUst aKcnepT
obpallaeTcsl K pyKOBOAUTENIO 3KCMEPTHOrO Y4YpeXxaeHus O MNpedocTaBleHnn emy HeobxoauMbiX MaTepuarnos.
PykoBoguTenb 3KCMEPTHOrO yuypexaeHusi obpallaeTcsl C COOTBETCTBYHOLIMM 3arnpoCOM B YNOSTHOMOYEHHbIV
degeparnbHbIi OpraH MCMONMHUTENbHOM BRAacCTW, BblAaBLUMIA 3a4aHMe Ha NpPOBeAEeHWEe 3SKCNepTU3bl OTHOLLEHUS
OXMOAeMOW Nonb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSI NIEKApPCTBEHHOIO Mpenapata Ha OCHOBaHMM OOKYMEHTa,
coaepXallero pesyrnbsratbl MOHUTOpPUHIa 3eKTUBHOCTM M BE30MacHOCTM NeKapCTBEHHOro npenapara. B TeveHne
natn paboynmx [HEeMm Cco AHS MOCTYMNSeHUs 3anpoca pPYKOBOAUTENS 3KCMEPTHOrO YYpexAeHWUs YKasaHHbIN
benepanbHbIi OpraH UCNOMHUTENbHOW BNACTU HaMnpaenseT 3asiBUTEMO 3anpoc O NnpeacTaBneHun HeobXxoamMMbixX
MaTepuanoB, KOTOpbI MOXET ObiTb NepedaH yNnonHOMOYEHHOMY NPeACTaBUTENIO 3asBUTENS NIMYHO MOA PaCUCKY,
HanpaeneH MO Mo4YTe 3akasHbiM MMCbMOM WU MNepefaH B AMEeKTPOHHOM dopmMe Mo TENEKOMMYHUKALMOHHbIM
KaHanam cBsisau. B cnyyae HanpaerneHusa 3anpoca YMNoNHOMOYEHHOro dedepanbHOro opraHa WMCMNOMHUTENbHOMN
BMACTU MO NOYTE 3aKa3HbIM MUCbMOM OH CHMTAETCH MOSTyYEHHbIM MO UCTEYEHWUM LLECTUN AHEN C AaTbl HaMpaBeHNs
3aKasHoro nucbma.

11. BagBuTenb o0043aH npeacTaBUTb OTBET Ha 3anpoc  YMNOMHOMOYEHHOro deaepanbHOro  opraHa
WCNOMHUTENBHOM BNacTu B CPOK, HE NPEBbILIAOLWMI LIECTUAECATN pabounx OHEN CO OHS NMOSyYeHUs1 YKazaHHOro
3anpoca. YnornHOMOYeHHbIN heaeparbHbI OpraH UCNONHUTENBHOW BNacTu, BblAaBlIUKW 3aJaHue Ha npoBedeHue
3KCNepPTU3bl OTHOLLEHUS OXUOAaeMOW MOomb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS FleKapCTBEHHOro npenapata Ha
OCHOBaHWM  [OKyMEHTa, COAEepXallero pesynbraTtbl  MOHMTOpWHra  adpdpekTuBHOCTM © 6Ge3onacHoCTM
nekapCTBEHHOro npenapara, B Te4eHue natn paboymx gHen co gHSA NOCTYMMeHUs OT 3asiBUTENS OTBETA Ha 3anpoc
YMNOMHOMOYEHHOro (pefepanbHOro opraHa WCMOMHUTENbHOW BRACTW HanpaensgeT 3STOT OTBET B 3KCNepTHoe
yupexaeHue. B crnyyae HenpeacTtaBneHUst MO MUCTEYEHUM LUECTUAECATU pabouvx OHEN 3asABuTeremM OTBETa Ha
yKasaHHbIA 3anpoc YMNONHOMOYEHHbIN (hbefdeparnbHbli opraH WCMOMHUTENbHOW BNacTu, BblAaBWIWKA 3ajaHue Ha
nposefeHne 3KCNepTU3bl OTHOLUEHWUS OXUOAeMOMN MOorb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSI NeKapCTBEHHOrO
npenapata Ha OCHOBaHMW OOKYMeEHTa, COAepXallero pesynsraTtbl MOHUTOPUHIa 3deKTUBHOCTU 1 Be30nacHOCTM
NeKapCTBEHHOrO Npenapara, B Te4eHne nATM paboyunx gHeWn HanpaBnsaeT B 3KCMEPTHOE yYpexaeHne yBeAoMsIeHne
O HenpeacTaBrneHun 3asiBUTENeM OTBETa Ha 3anpoc ykasaHHOro opraHa. Bpemsa co gHA HanpaeneHwus 3anpoca
3KCNEPTHOro yyYpexaeHna B YNOSTHOMOYEHHbIN doefepanbHblid OpraH UCNOMTHUTENBHOW BNacTyu A0 AOHS MOnyYeHns
3KCNEepPTHbIM Yy4YpexgeHMeM OTBEeTa Ha 3anpoc WUNW yBeOOMSIEHUS O HenpeacTaBneHUun OTBeTa Ha 3anpoc He
YYUTBIBAETCA NPU MUCYUCIIEHMM CPOKa NPOBEOEHUS IKCNepTu3bl OTHOLLEHUS OXWOAEMOW MOofb3bl K BO3MOXHOMY
pUCKY MPUMEHEHMS FeKapCTBEHHOro nmpenapata Ha OCHOBaHMM [AOKYMEHTa, coepxalwero pesynbratbl
MOHUTOPUHra acpdEKTUBHOCTU N BE30NaCHOCTM NeKapCTBEHHOIO Npenapara.

12. B cpok, He NpeBbILAKWNA 4eCATM pabounx HEeN Co OHS NOMyYeHUs 3aKMoYeHNsT KOMUCCUM SKCMEPTOB
Nno pesynsrataMm 3KCNepTU3bl OTHOLLEHWS OXMAAEMOW NOSMb3bl K BO3SMOXHOMY PUCKY MPUMEHEHUS fieKapCTBEHHOro
npenapara, COOTBETCTBYIOLLMIA YNOSTHOMOYEHHbIN dhefepanbHbI OpraH UCMOMHUTENbHOW BNacTu:

1) OCyLLEeCTBINAET OLUEHKY 3TOro 3aKkrnk4eHua and onpenerneHna ero CooTtBeTcTtemnAa 3aaHUO Ha npoBegeHne
yKa3aHHOIZ 9KCNEPTUI3bI;

2) NpVYHMMAaeT pelleHne O NOATBEPXKAEHUN rOCYAapCTBEHHOW perncTpaummn nekapcTBEHHOroO npenaparta unm
06 oTkase B NoATBEPKAEHUN roCyAapCTBEHHOW PerncTpaunm fiekapcTBeHHOro npenapara;
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3) BHOCWT MpW MPUHATMU PEeLleHUs O MOATBEPXKAEHWM FOCYAapCTBEHHOW PermcTpauuv NekapCTBEHHOTO
npenapaTta CBeOEHWUs B FOCYAAPCTBEHHbIA pPeecTp NeKapCTBEHHbIX CPeACTB W BblaaeT 3asBuTento 6eccpoyvHoe
perncTpauroHHoe yaoCTOBEPEHUE NIEKAPCTBEHHOTO Npenapara.

13. OcHoBaHMeM Onis O0TKasa B NOATBEPXKAEHUN rOCyAapCTBEHHOW perncTpaumm nekapcTBEHHOro npenaparta
SIBNSETCS 3aKroyeHne COOTBETCTBYIOLLEro YNONMHOMOYEHHOro deaepansHOro opraHa MCMNOMHUTENBHOW BRactu O
TOM, YTO PUCK MPUYMHEHMS Bpeda 340POBbK YeroBeKka WM >KMBOTHOIO BCREACTBUE MpUMeMa JieKapCTBEHHOIO
npenaparta npesbillaeT 3QPEKTUBHOCTb €r0 NMPUMEHEHMS.

(B peq. ®epepanbHoro 3akoHa ot 04.06.2018 N 140-03)

14. B nepvop npoBeadeHus npouenypbl NOATBEPXAEHUS FOCYyAApCTBEHHOW peructpauum nekapCTBEHHOro
npenapara ero obpatiueHne B Poccuiickon ®egepaumm He NpnocTaHaBNMBAETCA.

15. JonyckaeTcsi obpalleHre nekapCcTBEHHbIX NpenapaTtoB 0 UCTEYEHUSI CPOKa rOAHOCTU, NPOU3BEAEHHbIX B
Te4yeHue CcTa BOCbMUAECATUN KaneHaapHbIX AHEN Nocne AaTbl MPUHATUA YNONMHOMOYEHHBLIM dbeaeparnbHbIM OpraHoM
WCNONMHWUTENBHOW BNacTu peLleHWsl O MNOATBEPXKAEHUU TOCYAapCTBEHHOW perucTpaumm, B COOTBETCTBUM C
nHcpopMaLmelt, coaepxallencs B JOKYMEHTax perucTpauMoHHOro JOCbe Ha NMeKkapCTBEHHbIN npenapaTt Ao AaTbl
NPUHSATUS TAKOTO PELLEHNS.

(8 pea. ®eapepansHoro 3akoHa ot 02.08.2019 N 297-$3)

Cratbsa 30. BHeceHne M3MeHeHUN B OOKYMEHTbl, copaepxalimecss B pPermcTpaumMoHHOM [OOCbe Ha
3aperMcTpupoBaHHbIN NNeKapCTBEeHHbIN Npenapar Ans MeaULUHCKOro NnpMMeHeHus

1. B uensx BHECEHMS W3MEHEHWA B [OOKYMEHTbl, COAepXalumecsi B PEerncrpauMoHHOM [OCbe Ha
3apermcTpupoBaHHbIA NEKAPCTBEHHbIM Mpenapart Ans MeguuWMHCKOrOo MPUMEHEHUs1, AepXaTenb unu Bnagenewy
pPeErncTpaumoHHOro yAOCTOBEPEHUSI NIEKAPCTBEHHOIO Mpenapara Unu yrnoriHOMOYeHHOEe MM Apyroe lopuandeckoe
nvuo (ganee B HacTosdlen cTaTbe - 3adBUTeENb) NpeacTaBnser B YNONMHOMOYEHHbIM deadepanbHbli opraH
WCMOINMHUTENBHOWN BNAacTW 3asBlIEHNE O BHECEHUN TaKUX U3MEHEHWI No bopme, YCTaHOBEHHOW YMONTHOMOYEHHbBIM
denepanbHbIM OpraHoM UCMOSNHUTENBHOW BNacTw, U Npunaraemble K HEMY U3MEHEHUS B yKa3aHHblE JOKYMEHTHI, a
Takke JOKYMEHTbI, NoaTBEPXKAALWME HEOOXOAMMOCTb BHECEHUSA TAKUX U3MEHEHUIA.

(B pea. PegepanbHbIx 3akoHOB OT 22.12.2014 N 429-03, ot 04.06.2018 N 140-$3)

1.1. MNpyn HeobxoOMMOCTM BHECEHWUSI B [OKYMEHTbl, CoAepXXalimecss B PErmMcTpauMoHHOM [ocbe Ha
3aperncTPUPOBaHHbIA NIEKAPCTBEHHLIN NpenapaT Ans MeaWMLUMHCKOTO MPUMEHEHUS, U3MEHEHWN, YKa3aHHbIX B
nyHKTEe 3 YacTu 2 HacTosILLEN cTaTby U TPebytoWmMX NPOBEeAEHNsT SKCNEePTU3bl Ka4yecTBa NeKapCTBEHHbIX CPEACTB,
3as8BUTENb AOMONMHUTENBHO NPEACTAaBMSET B YMNOMHOMOYEHHbIM dhedeparbHbIii OpraH WCNOMHUTENBHOW BracTu
CBedeHUss 0 aaTe MnpenocTaBeHust U PerucTpauMoHHOM HOMEpPE NULEH3UW Ha NPOM3BOACTBO NEKApPCTBEHHbIX
cpedcTB WM cBedeHust O AaTe NpedoCTaBleHUsl U PerucTpaLuoHHOM HOMEpEe 3aKM4YeHUss O COOTBETCTBUM
npon3soaunTena nekapCTtBeHHbIX Cpeacts Tpe6OBaHI/IF|M npasun Ha,qnemau.l,eﬁ I'IpOI/I3BO,EI,CTBeHHOIZ NPaKTUKK,
BblOaHHbIX (MPeaoCTaBneHHbIX) YNONHOMOYEHHbIM ddedeparibHbIM OPraHOM UCMONHUTENBHON BNAcTU B OTHOLLEHUM
WU3MEHEHHOW U (Mnn) OOMNOMHEHHON MPOM3BOACTBEHHOW MIOLLAAKU NIEKApCTBEHHOMO npenapara, B cryvae, ecnv
Npou3BOACTBO fIEKApPCTBEHHOMO npenapaTa ocylwlectensiercs B Poccuiickon ®enepaunn, nubo ceepeHuss o gate
npepocraBneHna n perncrtpaumMoHHOM Homepe BbI,EI.aHHOVI YNONTHOMOYEHHbIM OpraHoOM CTpaHbl npousBoauTend
NULUEH3MM Ha NPOM3BOACTBO fEKapCTBEHHOMO Mpenapata M ee NepeBod Ha PYCCKUA A3blK, 3aBepeHHble B
YCTaHOBEHHOM MOpPSAKe, a Takke CBeAeHUs O AaTe NPeaoCTaBneHus U permcTpaLmoHHOM HOMEpPE 3akiiodYeHns O
COOTBETCTBUM MPOM3BOAUTENS NEKapCTBEHHbIX CPeacTB TpeboBaHVAM MpaBun Haanexallenh npov3BOACTBEHHOM
MPakTUKK, BbIOGAHHOMO YMNOMHOMOYEHHbIM (heaeparnbHbiM  OpraHOM MWCMOMHUTENbHOW BRAacT B OTHOLUEHUU
N3MEHEHHON N (MNKN) AONONHEHHON NMPOU3BOACTBEHHOW MIOLLAAKM FeKapCTBEHHOIO npenapaTa, UNn cBedeHust o
JaTe npenocTaBfieHMsi UM pPerucTpauMoHHOM HOMepe peLueHusi YNonHOMOYEeHHoro deaepanbHOro opraHa
UCNOMNMHUTENbHOM BRacTu O npoeseneHnn MHCNEKTUpPOBaHUA npousBoauTend NeKapCTBEeHHbIX CcpeacTB B Clydae,
€Crnn Npon3BOACTBO JIeKapCTBEHHOIO Npenaparta ocyLecTBnsieTcs 3a npegenamu Poccuiickon ®eaepaunn.

(vactb 1.1 BBegeHa ®PepgepanbHbiM 3akoHOM OT 04.06.2018 N 140-93; B pen. depepanbHOro 3akoHa OT
27.12.2019 N 478-d3)

1.2. I'IpM HeobXOAMMOCTN BHECEHUs B OOKYMEHTbI, coepxawuneca B pernctpayMoHHOM [OO0Cbe Ha
38peFI/ICTpI/IpOBaHHbIl71 J'IeKapCTBeHHbIVI npenapat Ana MeaunuunHCKOro npuMeHeHu4d, N3MEHEHUN, YKa3aHHbIX B
MNYyHKTE 4 yacTn 2 HacTosLWEN CTaTby U Tpe6yrou.|,|/|x npoBegeHna 3KCnepTmn3bl Ka4ecTBa N1eKapCTBEHHbIX CPEACTB,
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3asBMTENb AOMNOMHUTENbLHO NPEACTaBMSET B YMNOMHOMOYEHHbI (deAepanbHbli OpraH WCMOMHUTENBHOW BriacTu
CBedeHus 0 gaTte MnpefocTaBlieHVst M PerucTpauMoHHOM HOMEpPE NULEH3UM Ha NPOM3BOACTBO JIEKAPCTBEHHbIX
cpeacTB WM CBedeHus O AdaTe MpefocTaBfeHus U perMcTpauuoHHOM HOMEpEe 3akM4YeHUss O COOTBETCTBMM
NPON3BOANTENS JIEKAPCTBEHHbIX CPEeACTB TpeboBaHMsIM MNpaBuil Hagnexalwen npou3BOACTBEHHON MPaAKTUKK,
BblAAaHHbIX (I'IpeJZI,OCTaBJ'IeHHbIX) YNOJTHOMOYEHHbIM cbe,qepaanblM opraHom WUCMONHUTENTIbHOW BNAacTU B OTHOLLIEHUMN
NpOV3BOACTBEHHON NMOLAAKM JeKapCTBEHHOro npenapata, B Cryyae, ecnu Mnpov3BOACTBO NEKApPCTBEHHOMO
npenapata ocyuwecTtenserca B Poccuiickon ®epepaumm, nubo cBegeHns O aate npegocTaBneHus 1
perncrtpauymMoHHoM Homepe BblﬂaHHOVI YNONTHOMOYEHHbIM OpraHoM CTpaHbl npou3sBoguUuTenda JnuUUeH3n Ha
NpoOM3BOACTBO NEKApCTBEHHOrO npenapata U ee NepeBOS Ha PYCCKUM £3blK, 3aBEPEHHble B YCTAHOBMEHHOM
nopsigke, a Takke CBeAeHUs O AaTe NpedoCTaBMNeHUs U PermcTpaLMoHHOM HOMEpEe 3aKIoYeHMS O COOTBETCTBUM
Npou3BOANTENST NIEKAPCTBEHHbBIX CPEACTB TpeboBaHMAM MNpaBun Hagnexawen MNpou3BOACTBEHHON NPAKTUKM,
BbIJAHHOMO YMNONTHOMOYEHHbIM dhefepanbHbIM OpraHOM UCMONHUTENBHOW BNAcTW B OTHOLLUEHUN NPOU3BOACTBEHHOMN
nrnowagkM NekapcTBEHHOro npenaparta, WM CBEAEHUs O AaTe NPeAoCTaBMEeHUss U PEermcTpalMoHHOM HoMepe
peLleHns ynorHOMOYEHHOro defepanbHOro opraHa MCMOMHUTENbHOM BNacTM O MPOBEAEHUM MHCMEKTMPOBAHWSA
nNpou3BoanNTENsS] NEKapCTBEHHONO CpeacTBa B Cnydae, €cniv  NPOM3BOACTBO FIEKAPCTBEHHOrO Mpenaparta
ocyLecTBrnseTcs 3a npegenamm Poccuiickon depepauuu.

(yactb 1.2 BBegeHa ®PepepanbHbim 3akoHoM OT 04.06.2018 N 140-93; B pen. demepanbHOro 3akoHa OT
27.12.2019 N 478-03)

1.3. MpuHATVE pelieHns O BHECEHUUN U3MEHEeHWA unu ob oTKase BO BHECEHUW U3MEHEHWUW B OOKYMEHTbI,
cogepxawmecsa B pPerncTpauMoHHOM [OCbe Ha 3aperncTpvpoBaHHbIA  NeKapCTBEHHbI npenapar  And
MEAMLMHCKOrO MPUMEHEHWS, B Cnyvae HeobxoAMMOCTU MpPOBEAEHUs 3IKCNEepTu3bl KavecTBa JleKapCTBEHHbIX
CPEACTB U (MNK) IKCNEPTU3bl OTHOLLUEHNA OXMAAEeMOMN MOfMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NIeKapCTBEHHOro
npenapata ns MeguuUMHCKOrO MPUMMEHEHMST OCYLLECTBISETCA B CPOK, He MpeBblllalowmi AeBAHOCTa paboumnx
OHEN, a B OCTanbHbIX CIy4asx B CpOK, He MpeBbllarwmi Tpuauatn pabounx AHEen CO AHS MNPUHATUSA
YMONHOMOYEHHbIM (heaepanbHbIM OPraHoOM UCMOMHMTENBHON BRAcTU 3asiBNEHUS O BHECEHWUW TakMX U3MEHEHWUNA.
(vacTb 1.3 BBegeHa PenepanbHbiM 3akoHoM oT 04.06.2018 N 140-03)

1.4. YnonHomoueHHbIW deadepanbHbli  OpraH  UCMNOMHWUTENbHOW BMACTM C  YY4EeTOM  pes3ynsraToB
(bapmakoHaa3opa U NpoOBEepOK COOTBETCTBMS NEKAPCTBEHHbLIX CPEACTB, HAXOASALLMXCHA B rpa)kgaHckoM oboporTe,
YCTaHOBMEHHbIM TpeboBaHMAM K WX KayecTBy B TeYEeHWe [ecATM paboumMx [HEeW CO [OHSA MNOCTYnieHus
COOTBETCTBYIOLLEN WHPOpMaUUM pas3MeLlaeT Ha CBoeM odumumanbHoOM cainTe B ceTu "WHTepHeT" cBegeHus o
HEeOOXOAMMOCTUN BHECEHMS B UHCTPYKLMIO MO MEOULMHCKOMY MPUMEHEHUIO NEKAPCTBEHHOIO Npenaparta N3MeHeHun
B OTHOLUEHUN CBEAEHMI O NOKa3aHUAX ANs NPUMEHEHUS N NPOTUBOMOKAa3aHUAX AN NPUMEHEHNsT NEKAPCTBEHHOMO
npenaparta, BbIsIBNEHHbIX MOOOYHbIX OENCTBUAX, HEXernaTemnbHbIX peakuusax npuv MPUMEHEHUN NEeKapCTBEHHOrO
npenapata u yBegomnseT o6 3TOM B 3MEKTPOHHOM hopMe MNnM NUCbMEHHOW dopme (Ha BymaxHOM Hocutene)
Jepxarensa vnu  Bragenbuba  perucTpauMoOHHOIO  YAOCTOBEPEHWUs  NIeKapCTBEHHOro npenapata  (unu
YMNOTHOMOYEHHOE MM [pYroe HpUAMYEcKoe IuUO), a Takke AepxaTteneh unu BragernbLueB PerMcTpauyMoHHbIX
YOOCTOBEPEHMI NEKAPCTBEHHbLIX NpenapaTtoB (UKW YNOMHOMOYEHHbLIX VMU APYrMX HOPUAMYECKUX NUL), KOTopble
ABNAKTCA B3anMO3aMeHSAEeMbIMU.

(vacTb 1.4 BBegeHa PenepanbHbIM 3akoHOM OT 27.12.2019 N 475-03)

1.5. Hdepxarenb vnu Bnagenew perMcTpaumMoHHOrO yoOCTOBEPEHUS NIEKApPCTBEHHOrO npernaparta, a Takke
aepxarenu wunu  Bnagenblbl  PErMcTPaLMOHHBIX  YAOCTOBEPEHWUA  JIEKAPCTBEHHbIX  MpenapaTtoB  (uUnu
YMNOITHOMOYEHHbIE UMUK  APYrMe HpPUAMYECKME §uua), KOTOpble SBMSKTCA B3auMO3aMeHsieMbIMK, 00sA3aHbI
npeactaBuUTb B YMNOSIHOMOYEHHbLIM dhedeparnbHbIi OpraH UCMOMHUTENbHOM BRacTu 3asdBfeHNs O BHeCeHUMU
U3MEHEH B AOKYMEHTbI, coAepXallnecs B perucTpauuoHHbIX OCbe Ha 3aperncTpupoBaHHble NEKapCTBEHHbIe
npenapatbl ANS MEAULNHCKOrO NPUMEHEHWs!, B OTHOLLEHUW CBEAEHUN, YKa3aHHbIX B UHCTPYKUUN MO MEAULIMHCKOMY
NPUMEHEHUIO FNEKapCTBEHHbIX MpenapatoB, B Te4vyeHMe copoka pabounmx [OHelW COo [AOHS pasMelleHust
YMNOMHOMOYEHHbIM befieparnbHbiM OpraHoM WCMOMHUTENBHOW Briactu MHGOpMauuKW, ykasaHHowW B 4actu 1.4
HacTosilen cTtatbu. [aHHoe TpeboBaHME He pacrnpOCTPaHAETCSA Ha Clydau BHECEHUS B WUHCTPYKUUIO MO
MEeOUUUHCKOMY MPUMEHEHUIO NEKapCTBEHHOro mnpenapara M3MEHEHUW B OTHOLLUEHUW HOBbIX MOKa3aHWi Ans
NPUMEHEHNS NTEKapCTBEHHOTO Npenapara Ha OCHOBaHUU pPe3yrsTaToB COOTBETCTBYOLLMX NCCIEL0BaHWMN.

(yactb 1.5 BBegeHa PegeparnbHbIM 3akoHOM OT 27.12.2019 N 475-93)

2. 3KCI'IepTM3a NEKapCTBEHHbIX CpeacTB B 4aCTW 3KCNEPTU3bl Kay4eCTBa J1eKapCTBEHHOIO cpeactBa U (MJ'II/I)
9KCNEePTU3bl OTHOLLUEHWUA oXngaemomn nonb3bl K BO3MOXXHOMY PUCKY NPUMEHEHUA NeKapCTBEHHOro npenapara ansa
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

MeaNUMHCKOro npuMmeHeHunda npoBoauTcA B Cllydae BHECEeHUd N3MEHEeHN B AOOKYMEHTbI, coaepxalwunecda B
perncTtpaumMoHHOM O0CbEe Ha 3aperMCTpMpOBaHHbll7I J'IeKapCTBeHHbIVI npenapart, B OTHOLWEHNA:

1) cBeAeHWI, yKasaHHbIX B MHCTPYKLUMM N0 MEAULNHCKOMY NMPUMEHEHUIO NIeKapCTBEHHOIO Npenapara:

a) JNleKapcTBeHHasn (bopma C yKazaHunem HaUMeHOBaHWM N KONIMYECTBEHHOMO CoCcTaBa ,EleVICTByPOU.LMX BeLllecTB
N Ka4deCTBEHHOINo CcocCTaBa BCnomMoraTtelibHbIX BeELIeCTB (I'IpVI HeobXoaAMMOCTN  KONMMYEeCTBEHHOINO COCTaea
BCromoratesibHbIX BeLlJ,eCTB);

0) dapmakognHammka W apMakoKMHETMKa (3a MWCKMYEeHNEM (apMaKOKMHETUKM FoMeonaTuyeckux
nekapcTBEHHbIX NpenapaToB N pacTUTENbHbIX NeKapCTBEHHbIX NpenapaToB);

B) NokasaHusi Ans NpUMEHEHUS;
r) NPOTUBONOKAa3aHWUsA ANs MPUMEHEHWS;
[) Mepbl NPeaoCTOPOXHOCTM MPY NPUMEHEHNMU;

€) ykasaHue BO3MOXHOCTM U OCOGEHHOCTEW NMPMMEHEHWs NeKapCTBEHHOro npenapaTta Ans MeauuMHCKOro
NpUMeHeHns1 GepeMEHHbIMU XKEHLLMHAMM, XXEeHLWUHAMWN B NEPUOA MPYAHOTO BCKapMIMBaHWUS, AETbMU, B3POCTbIMU,
NUMEIOLLIMMUN XPOHNYECKNE 3aborneBaHus;

)K) pexunm Oo3nmpoBaHuA, cnocobbl BBeOEHUS U NnpuMEeHeHuaA, npu HeobxoanMocCTH BpemMA npuema
JleKapCTBEHHOro npenaparta, npoaoJKUTENIbHOCTb NNeYeHnd, B TOM HUCne y AeTen oo 1 nocrne ogHoro roaa;

3) BO3MOXHble MNOOOYHbIE ,D,eVICTBI/Iﬂ N HeXenatenbHble peakuun npm npuMeHeHUn nekapCcTtBeHHOro
npenapara;

1) CUMNTOMbI NEPENO3UPOBKM, MEPbI MO OKa3aHWIo NOMOLLM NPY Nepeao3uPOBKE;
K) B3anMoZencTeme ¢ ApyruMuy fiekapCTBEHHbIMU NpenapaTamMmu 1 (Unu) NULLEBbIMU NPOaYKTaMu;
n) chopMbI BbiNycka NEKapCTBEHHOrO Npenapara;

M) ykasaHue (Npu HeoGXOAMMOCTM) OCOGEHHOCTEN OEMCTBUS NeKapCTBEHHOro npenaparta npu nepeoMm
npuemMe Wu Npu ero OTMEHE;

H) cBeeHna O BO3MOXHOM BIMAHUMN J1eKapCTBEHHOINo npenapara And MeaununHCKOro npuMeHeHua Ha
CnocobHOCTb ynpaenATb TPAHCNOPTHbIMU CpeacTBaMn, MEXaHU3MaMU;

0) CPOK roAHOCTU W yKaszaHMe Ha 3anpeT NpUMEHEeHWUst NeKapCTBEHHOro npenapata Nno UCTEYeHUU cpoka
rogHoCTH;

M) YCNOBUWSI XpaHEHUS;

p) yCroBusi oTnycka;

2) cocTaBa nekapcTBEHHOro npenapara 4ns MeauUMHCKOro NpUMeHeHs;

3) n3mMeHeHUs MecTa NpoM3BOACTBA NeKapCTBEHHOro Npenapara Ans MeauUMHCKOro NpUMEHEHNS;

4) n3ameHeHWs1 NokasaTenen KayecTBa NIEKapCTBEHHOrO npenapara Ans MeguLUHCKOro NpUMeHeHnst u (Mnm)
METOLOB KOHTPOSS KayecTBa fiekapCTBEHHOIO npenapaTa ans MegULUHCKOrO NPUMEHEHWS;

5) M3MEeHEHUA CPpOKa rogHOCTU NeKapcTBeHHOro npenapara and MmeamunHCKoro npuMeHeHuns,

6) cBegeHuin 0 HeOBXOAMMOCTY BHECEHMS! UHBIX U3MEHEHWUIA B UHCTPYKLMIO MO MEAMLMHCKOMY NMPUMEHEHUIO
NeKapCTBEHHOrO npenapaTta, a Takke B WHble [OKYMEeHTbl, CofepKaliuecss B pPerucTpauMoHHOM [OCbe Ha
3apPErMCTPUPOBaHHbIA NEKAPCTBEHHbIV Mpenapat. [pyu 3ToM pelleHVe O NpOoBedEeHWM IKCMepTU3bl KadyecTBa
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

NeKapCTBEHHbIX CPEACTB U (Mnn) 3KCNepPTU3bl OTHOLUEHUST 0XXNMOAeMOoN Nomb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
NleKapCTBEHHOro npenapaTta Ans MeAWUMHCKOrO NMPUMEHEHUs] NMPUHUMAETCS B COOTBETCTBUM C YTBEPXKAEHHOWN
YMNOSTHOMOYEHHbIM (hefepanbHbiM OpraHoOM MUCMONMHUTENBHOW BracTy krnaccudmkaumern n3meHeHnin, BHOCUMbIX B
OOKYMEHTbI, CoAepXaLlmecst B perucTpaLmMoHHOM AOCke Ha 3aperMcTpMpoBaHHbIN NeKapCTBEHHbIV Npenapar.
(vacTb 2 B pea. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. 3agdButenb BnpasBe MNpeacTaBuTb NO COGCTBEHHOM MWHMLMATUBE BMECTe C 3asBfEHNEM O BHEeCEeHWUU
N3MEHeHN B OOKYMEHTbl, coepalimecs B perMcTpauuoHHOM AOCbe Ha 3apermcTpupoBaHHbIVE NIeKapCTBEHHbIV
npenapaTr Ans MeaWUMHCKOTO MPUMEHEHUS, KOMWM AOKYMEHTOB, MOATBEPXAAloLWMX YNnaTy rocyaapCTBEHHOW
MOLWMMHBI 3a BHECEHME B [AOKYMEHTbl, coaepXallMecs B PerucTpauvoHHOM [AOCbe Ha 3aperncTpupoBaHHbIV
neKkapcTBeHHbIN npenapaTt Ans MeaVUUHCKOTO NMPUMEHEHWs, M3MeHeHUn, Tpebylowmnx npoBeaeHns 3KCnepTusbl
NeKapcTBEHHbIX CpeACTB B YacTW IJKCNEpPTU3bl KayecTBa JIeKapCTBEHHOrO CpeactBa M (MnM) 3KCNepTusbl
OTHOLUEHUA OXMAaeMoW nofb3bl K BO3MOXHOMY PWUCKY MNPUMEHEHWUs feKkapCTBEHHOro npenapata Aans
MEAVLMHCKOrO MPUMEHEHWS, TOCYAapCTBEHHOW MOLWMWHbI 338 BHECEHWe B [OKYMEHTbl, CoAaepXalimMecs B
perncTpaumMoHHOM OOCbe Ha 3aperMcTpUpoOBaHHbIM MEeKapCTBEHHbIV npenapar Ans MeauUMHCKOTO NMPUMEHEHWs,
M3MeHeHn, He Tpebylwmnx npoBedeHUs 3KCMEePTU3bl MEeKapCTBEHHOrO CcpeacTBa, a Tawkke BblAaBaeMmble
(npemocTtaBnsiemMble) YNOMHOMOYEHHbIMW  befepanbHbiMM - OpraHamMu  UCNOMHUTENbLHON  BNactu  AOKYMEHTHI
(cBepeHus), ykasaHHble B yactsx 1.1 u 1.2 HacToswewn ctatbn. B cnydae nx HenpeacTaBneHust yNoHOMOYEHHbIN
degepanbHbIl OpraH MCMONHWUTENbHOW BRACcTW 3anpalivMBaeT YyKas3aHHble AOKYMeHTbl (CBedeHws) B Mnopsake
MEXBEeJOMCTBEHHOIro MHPOPMaLMOHHOIO B3aUMOAENCTBYS.

(4actb 3 B pen. PegepanbHoro 3akoHa ot 27.12.2019 N 478-03)

4. B TeuyeHve pecatn paboumx OHENW CO AHA NOCTYNMeHMs yKasaHHOro B 4actu 1 HacTosiwen craTbu
3asBneHns n HeobxoaMMbIX JOKYMEHTOB YNONMHOMOYEHHbIN begepanbHbIf OpraH UCNOMHUTENbHOW BNacTu:

1) npoBOOUT NPOBEPKY TMOJNHOTbBI WU OOCTOBEPHOCTU cBeaeHUn, cogepXawmxca B npeactaBlie€HHbIX
3adaBuUTenemMm martepumanax;

2) NpUHMMaeT pelleHne O MPOBEAEeHWMM YyKasaHHbIX B YacTu 2 HacTosleN cTaTbW COOTBETCTBYHOLLMX
3KCMepTM3 NEeKapCTBEHHOro cpeacTsa unm ob oTkase B UX NMPOBEAEHWM;

3) yBeoOMMSAET B 3MEKTPOHHOM UMNWN NUCbMEHHON hopMe 3asBMTENS O MPUHATOM PELUEeHMU UMK B criyyae
NMPUHATMSA peLleHnsa 06 oTkase B MPOBEAEHMNN COOTBETCTBYHOLLEN IKCNEPTU3bI C YKa3aHUEM MPUYMH TaKoro oTkasa.
(B peq. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4.1. B cny4yae BbISIBNEHWS HEOOCTOBEPHOCTU CBEOEHWIN, COAepXaluxcs B NpeacTaBneHHbIX 3asBUTenem
mMaTepuanax, yrnorHOMOYEHHbIVM dhedeparnbHbI OpraH MCMOMHUTENBHOW BracTu HanpasnsdeT 3asBuTento 3anpoc ob
YTOYHEHUM YKa3aHHbIX cBefdeHwun. [laHHbii 3anpoc MoxeT ObiTb nepegaH YnOrHOMOYEHHOMY MpeacTaBUTENIO
3as8BUTENSA NIMYHO MOA PACMUCKY, HaMpaBreH No NoYTe 3aKasHbIM MUCbMOM UNW NepeaaH B 3NeKTPOHHOW hopme no
TeNneKkoMMYHUKaUMOHHBIM KaHanam cBasu. B cnyyae HanpasneHnst AaHHOro 3arnpoca Mo rnoYvre 3akasHbiM NMMCbMOM
OH cYMTaeTCcs Nony4YeHHbIM NO UCTEYEHUM LLIECTU OHEN C AaThl HaMpaBreHNs 3aka3Horo nucbma.

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

4.2. 3asButenb o00sA3aH NpeacTaBUTb OTBET Ha 3anpoc  YMNONHOMOYEHHOro deaepanbHOro opraHa
WCMNOMHUTENbHOM BracTV B CPOK, He MpEeBbILALWUA OEeBAHOCTa paboumx OHEW CO AHsSI MONyYeHus LaHHOro
3anpoca. Cpok, yKasaHHbIA B 4acTh 4 HACTOsILEN CTaTbW, NPUOCTAHABIIMBAETCSA CO OHA HaMnpaBrieHUs 3asBUTEIHO
3anpoca YMoSIHOMOYEHHOrO hefepanbHOro opraHa WCMOMHUTENbHOW BNacTM A0 AHA MOMyYeHus MM OTBEeTa Ha
OaHHbIA 3anpoc M He Y4YUTbLIBAETCA NPU UCYUCIIEHUM CPOKA MNPUHATUS PELIEHUSS O BHECEHUN W3MEHEHUA B
OOKYMEHTbI, cofepKallnecs B perMcTpauMoHHOM [0Cbe Ha 3aperMcTpupoBaHHbIV NEeKapCTBEHHbIM Npenapart Ans
MeOWLNHCKOrO NPUMEHEHMUS.

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

5. OcHoBaHVEM [Nsi OTKa3a B MPOBEAEHMM YKa3aHHbIX B YacTW 2 HACTOSILLEN CTaTbW IKCMNEpPTU3 SABMSETCA
NpeacTaBneHne LOOKYMEHTOB, MEPEYUCHIEHHbIX B 4Yactax 1 u 3 HacTosiwenm cratbW, B HEMNOSIHOM 0Obeme,
HenpegcTasneHne 3adBuTENEeM B YCTAHOBMEHHbLIM CPOK OTBETa Ha YyKasaHHbli B 4acTu 4.1 HacToswen ctaTbiu
3anpoc  YNonHOMOYEHHOro defepanbHOro opraHa WCMOMHUTENbHOM BRAcTW, a Takke OTCYTCTBME B
npeacTaBneHHbIX AOKYMEHTax AOCTaTOYHbIX CBEAEHUIN, NOATBEPXKAAOWNX HEOBXOOAUMOCTL BHECEHUS U3MEHEHW,
UnNu oTcyTCcTBME MHpOpMaLMK, noaTBepXaatoLen akT ynnaTbl rocyaapCTBEHHbIX MOLUMNMH, YKa3aHHbIX B 4Yactu 3
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

HacTosILLEeN cTaTby.
(B peq. ®epepanbHbix 3akoHOB OT 25.11.2013 N 317-93, o1 22.12.2014 N 429-93)

6. YkasaHHble B 4acTu 2 HaCTOsLLEeN CTaTbl 9KCNEPTU3bI NPOBOAATCS B NOPSAKE, YCTAHOBMNEHHOM CcTaTben 23
HacTtosiwero defepansHOro 3akoHa.

7. B cpok, He npeBbiWwatoLLniA AecATn pabounx OHEN CO OHS NOMYyYEeHUs 3aKOHYEHUA KOMUCCUI SKCNEPTOR Mo
pesynbrataM yKas3aHHbIX B 4YacTy 2 HACTOSALWEW CTaTbWM 3IKCNEpPTU3, YMNONHOMOYEHHbIM dhedepanbHbIi OpraH
NCMOSNTHUTENBHOW BNacTu:

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

1) NPpUHMMaET peleHne 0 BHECEHUN N3MeHeHu B AOOKYMEHTbI, cogepXxalimnecqa B permctpaunoHHOM OocCbe
Ha 3apeFI/ICTpI/IpOBaHHbIl7I ﬂeKapCTBeHHbIVI npenapar gna MeamunHCKOro npuMmeHeHud, nin 00 oTkase BO BHECEHUM
TaknUX N3MEHEHWI;

2) BHOCWT B rOCyAapCTBEHHbI pPEecTp JEeKapCTBEHHbIX CPEACTB Ha OCHOBAHMWU PELUEHWS O BHECEHUU
N3MEHEHWN B JOKYMEHTbI, coaepXalimecsi B perMcTpaLuuoHHOM JOCbe Ha 3apermcTpupoBaHHbIA NIEKAPCTBEHHbI
npenapart Ans MeAMLMHCKOro NpUMeHeHUsi, HeobxoaNMble U3MEHEHUS U BO3BPALLAET UX 3asIBUTENIO;

3) BblOaeT 3asBUTENO HOBOE PEerucTpaumvoHHOE YAOCTOBEPEHWME NEeKapCTBEHHOrO npenapaTta B cryyae
N3MEHEHNs1 CBEAEeHUIA, coaepXKalluXcsl B HEM.
(n. 3 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

8. OcHoBaHMeM [Onsi OTkasa BO BHECEHMU U3MEHEHWI B OOKYMEHTbI, CopepXalimecs B permcTpalMoHHOM
0OCbe Ha 3aperncTpyMpoBaHHbLI NEKapCTBEHHbLIM npenapaT Ans  MeAUUMHCKOTO NPUMEHEHUs, sBRsieTcs
3aKnoyeHre  YMONMHOMOYEHHOrO (efdepanbHoro opraHa WCMOMHUTENbHOW BRAcTU O BO3MOXHOCTU CHWXEHUS!
6Ge3onacHoCTU, kayecTBa, 3PPEKTUBHOCTU NIEKAPCTBEHHOIO CPeACcTBa B Cly4yae BHECEHUSI TakuX U3MEHEHIA.

9. [onyckaeTca obpalleHue nekapcTBEHHbIX NpenapaToB Anst MEAMUMHCKOrO NPUMEHEHUs] OO UCTEYEHUs
CpOKa roHOCTM, NPOMU3BEAEHHbLIX B TEYEHWE CTa BOCbMWAECATW OHEWN nocne Aatbl NPUHATUS YNONHOMOYEHHbIM
denepanbHbIM OpraHoOM UCMOSNHUTENBHOM BMACTU PELLEHNS O BHECEHUN U3MEHEHUI B IOKYMEHTbI, CoAepXalumecs
B PerncTpauMoHHOM J0Cbe, B COOTBETCTBMM C MH(pOpMaLMeEN, cogepxallencs B JOKYMEHTaxX PerncTpaunoHHOro
[OCbe Ha NeKapCcTBEHHbIN NpenapaTt A0 AaTbl NPUHSTUSE Takoro peLleHus.

(4actb 9 B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-d3)

10. MpaBuTtenbctBo Poccuiickon Pepepaumn BnpaBe YCTaHOBUTb OCOOEHHOCTM BHECEHWUS U3MEHEHUA B
OOKYMEHTbI, cofepXallnecs B perMcTpauMoHHOM O0Cbe Ha 3aperMcTpupoBaHHbI NEeKapCTBEHHbIW Npenapart Ans
MEOWLIMHCKOrO MNPUMEHEHWs!, B criydae AedeKTypbl UMW puUcKa BO3HWKHOBEHWUs] AedeKTypbl FeKapCTBEHHbIX
npenapaToB B CBA3U C BBeAeHNEM B OTHoweHun Poccuickon degepanmn orpaHudmTernbHbIX Mep 3KOHOMNYECKOrOo
Xapakrepa.

(vactb 10 BBegeHa PegepanbHbiM 3akoHOM oT 08.03.2022 N 46-$3)

Cratbsa 31. BHeceHMe u3MeHEeHMW B [OKYMEHTbI, coAepXawmecs B PErucTtpauMoHHOM [OCbe Ha
3aperucTpMpoBaHHbIM NEKapCTBEHHbIW Npenapar AN BETEPUHAPHOro NPMMeHeHUs

1. B uenax BHECEHUS W3MEHEHUN B [OKYMEHTbI, COAepXallMecs B PEerncTpauuoHHOM [OCbe Ha
3apermcTpupoBaHHbI NIeKapCTBEHHLIN MpenapaTt Ans BETEPMHApHOro NPUMEeHeHus, gepxaTenb Wnu Bnageney,
pervcTpaumMoHHOro yAOCTOBEPEHMUS FIEKAPCTBEHHOIO Npenapara WM yrnoriHoOMOYeHHOE MM LpYroe lpuanyeckoe
nMuo (ganee B HacTosdllen cTaTbe - 3adBUTENb) NpeacTaBnsieT B YNONHOMOYEHHbIM dedepanbHbli opraH
WCNOSMHUTENbHOM BNAacTu 3asiBIIEHNE O BHECEHUM TaKUX U3MEHEHU No dopMe, YCTAaHOBEHHON YNOMHOMOYEHHbLIM
dbegepanbHbIM OpraHOM UCMOSTHUTENBbHOW BMAacTW, N NpunaraemMble K HeMY U3MEHEHNsI B YKa3aHHble JOKYMEHTHI, a
Takke [OOKYMEHTbl, MOATBEpXAawlme HeobXoOMMOCTb BHECEHUS Takux waMmeHeHuin. [lpyu HeobxogmmocTu
BHECEHUSI U3MEHEHWA B [OKYMEHTbl, COAEpXallMecsi B PErMcTpauMoHHOM [OCbe Ha 3aperncTpupoBaHHbIN
NeKapCTBEHHbIA MnpenapaTr Ons BEeTEepUMHAPHOro MNPUMEHEHWsI, B CIyyasX W3MEHeHWss U (Mnn) [ONOSHEHMUS
NPOV3BOACTBEHHON MIOWAAKN JIEKAapCTBEHHOIO CPEACTBA, a Takke W3MEHeHWs MokasaTernen KadyecTBa
nekapcTBEHHOro npenapata AN BETepUMHapHOro MpUMEHeHus U (MnNu) MeTO4OoB KOHTPOMs  KadecTBa
NeKapCcTBEHHOro npenapata Ansi BETEPUHAPHOrO MNPUMEHEHUSI 3asiBUTENb [LOMOSIHUTENbHO NpeacTaBnseT B
YMNOMHOMOYEHHbIN hefepanbHbIi OpraH UCNOMHUTENBHOW BNacTy cneaytoLine AOKyMeHThbl (CBeaeHus):
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

(B peq. ®epepanbHoro 3akoHa ot 27.12.2019 N 478-03)

1) cBegeHus o parte nNpenocTaBneHUs U PEerucTpauuoHHOM HOMEpe MnUUEH3MM Ha MNpPOM3BOACTBO
neKkapcTBEHHbIX CPeAcTB, MpeoCTaBMNeHHOW NPOM3BOAUTEMNIO fEKapCTBEHHOro npenapata Ans BeTEPUHApPHOro
NpUMeEHeHNs, ANs POCCUACKUX MPOU3BOAUTENEN;

(B peq. ®epepanbHoro 3akoHa ot 27.12.2019 N 478-03)

2) cBegeHuss O pfaTte MPedoCTaBMEeHUss M PEerucTpauMoHHOM HOMEpe INUUEH3UM Ha MpPOWU3BOACTBO
NeKapCTBEHHbIX CpeacTB, MNPegoCTaBEHHOW MNpoM3BOAUTENIO apMaueBTU4eckon cybcTtaHuun, Bxogsllen B
COCTaB NeKapCTBEHHOIO Npenapara Ans BETePUHApHOro NpyMeHeHus!, Ansi POCCUMCKUX MPOU3BOAUTENEN;

(B peq. ®epepanbHoro 3akoHa ot 27.12.2019 N 478-03)

3) KomusA [OKYMEHTa, BbIAAHHOMO YMONHOMOYEHHbLIM OpPraHoOM CTpaHbl MNPOU3BOAUTENS AN KaXOow
NpPOV3BOACTBEHHON NNOLAAKM NEKAPCTBEHHOrO Npenapara Aisi BETEPUHAPHOTo NPMMEHEHUS U NOATBEPXKAAOLLENO
COOTBETCTBUE npon3BoANTENS nlekapCTBEHHOro npenapata  TpeboBaHUSAM npasun Haanexallen
NpPOV3BOACTBEHHOW MPaKTUKK, U €ero NepeBod Ha PYCCKUIA A3blK, 3aBEPEHHLIE B YCTAHOBIEHHOM MOpsiAKe, a Takke
KOMMS 3aKIMOYEHNs1 O COOTBETCTBUN NPOU3BOANTENS NIEKAPCTBEHHbLIX CpeacTB TpeboBaHMAM NpaBuil Hagnexallemn
NPOV3BOACTBEHHON MPAaKTUKW, BblAAHHOIO YMOSIHOMOYEHHbIM dedeparnbHbIM OpraHOM WCMONTHUTENBHON BRacTy
ONS KaXKO0W NPOM3BOACTBEHHOW NIOLWALKM NEKapCTBEHHOro npenapara Ans BETEPUHAPHOIrO NpuUMeHeHus, nmbo
KOMuS pelleHnMs O MpOBedEHUN WHCMEKTUPOBAHUSA MNPOM3BOAUTENSA NEKAPCTBEHHbIX CPeacTB, MPUHSTOrO
YNOMHOMOYEHHbIM heaepanbHbIM OpraHoOM MCMOMHUTENBHOW BRacTW ANS KaXA0W NPOU3BOACTBEHHOMN MIOLLaaKM
rnekapCTBEHHOro npenapara Ansi BETEPMHAPHOro NpMMeHeHus. YkasaHHble JOKYMEHTbI NPeACTaBnsaTCA B criyyae,
€cnn MpOM3BOACTBO FEKApPCTBEHHOro Mpenapata Andg BeTepuMHapHOro MpUMEHEHUs OcyLlecTBnsieTcs 3a
npegenamu Poccuiickon ®egepaumm;

4) xonMsa AOKYMEHTa, BblJAHHOMO YNOMHOMOYEHHbIM OpraHoM CTpaHbl NpounssoauTens dapmaueBTUYeCKon
cybcTaHuumM 1 NoATBEPXKAAILWEro COOTBETCTBME NPOM3BOAUTENS (bapmaueBTMYECKONn cybcTaHuuM, BXOASLWEN B
COCTaB IeKapCTBEHHOr0 npenapata Ans BETEPUHAPHOro MNPUMeEHEHWs, TpeboBaHWSAM npaBui Haanexalien
NPOU3BOACTBEHHOMN NPAaKTUKKN, N ero nepeBog Ha PYCCKUN A3bIK, 3aBEpPeHHbIe B YCTAaHOBNEHHOM Nopsigke, B criyyae,
ecrnn Npon3eBoacTBo hapmaueBTuyeckomn cybcTaHumm ocylecTanseTcs 3a npegenamu Poccuiickon ®egepaunn.
(vacTb 1 B pea. ®enepanbHoro 3akoHa ot 04.06.2018 N 140-03)

1.1. B cny4yae uameHeHuns u (Mnun) OONOMHEHUs NPOU3BOACTBEHHOM MNMOLWAAKM NeKkapcTBEHHOro cpeacrtsa
OOKYMEHTbI, YyKa3aHHble B YacTu 1 HACTOsLLEN cTaTby, NPeacTaBnsATCA 3asiBUTENIEM B OTHOLLEHUM U3MEHSIEMON U
(vnn) gononHsemMon NPoM3BOACTBEHHONM MNMOLWAAKN NTEKapPCTBEHHOTO CpeacTBa. PelleHne 0 BHECEHUN N3MEHEHWI
B AOKYMEHTbI, COAEepXaLlecs B permcTpaumoHHOM A0Cbe Ha 3aperncTpupoBaHHbIA NEeKapCTBEHHbIN npenapat ans
BETEPMHAPHOIO NPUMEHEHUs], NN 00 OTKase B UX BHECEHMU MPUHUMAETCH B CllyYae HeobXoaMMOCTU NPOBEAEHUS
3KCMNepTU3bl NIEKAPCTBEHHOIO CPeacTBa B CPOK, HE MPEBbILAKWNA OeBAHOCTA paboumx OHEW, a B OCTamnbHbIX
Cny4vasix B CPOK, HE MPEBbILLAKLLNA TpuaLaTu pabounx gHen co OHA NPUHATUS YNONMHOMOYEHHbIM deaeparnbHbiM
OpraHoM UCMOMHUTENBHOM BNACTU 3asiBNEHNS O BHECEHUN TakUX U3MEHEHUIA.

(vactb 1.1 BBegeHa PegepanbHbiM 3akoHOM OT 04.06.2018 N 140-$3)

1.2. B cnydyae peopraHusaumm pepxarens unv Bnagenbua perncTpaumoHHOro  yAOCTOBEpPeHUs
NeKapCTBEHHOrO npenapata [Ans  BEeTEepPUHApPHOro  MNpPUMMEHeHus, pa3paboTyvMka WM NPOU3BOAMUTENS
neKapCTBEHHOrO npenaparta Ans BETEPMHAPHOIO NPMMEHEHWS B 3asBNEHUN O BHECEHUW U3MEHEHWI B JOKYMEHTbI,
cogepXawmecs B pErMcTpauMoOHHOM [OCbe€ Ha 3apervcTpupoBaHHbI  NIEKAapCTBEHHbIM  npenapar  Ans
BETEPUHAPHOIO NMPUMEHEHMS, YKa3bIiBalOTCA AaHHble JOKYMEHTa, NOATBEPKAAIOLLEro BHECEHNE COOTBETCTBYOLLNX
n3MeHeHn B EQWHBIN rocyadapCTBEHHbIN PEeecTp Ipuandecknx nuuy (4ns opraHusauunn, 3aperncTpMpoBaHHbIX Ha
Tepputopumn Poccunckon ®egepaumm), Unum MHOro JOKYMEHTa, NOATBEPXKAAOLLErO peopraHM3auuio opuan4eckoro
nvua (ons opraHusauui, He 3aperncTpupoBaHHbIX Ha Tepputopun Poccuiickon depepauuun). 3aasneHue o
BHECEHUM U3MEHEHWA B [OKYMEHTbI, codepXaliMecss B perucTpauMoHHOM [OCbe Ha 3aperncTpmpoBaHHbIN
nekapcTBEHHbIN NpenaparT Ans BETEPUHAPHOro NpUMEHEHUd, 1 NpunaraemMble K HemMy JOKYMEHTbl NpeacTaBnsaoTCs
B YMNONIHOMOYEHHbIA doefepanbHbIi opraH MCMNOMHUTENLHOW BMAacTM He Mo3gHee YeM 4epes3 Tpuauatb paboymx
OHen co OHA BHECEHUS COOTBETCTBYIOLLMX U3MEHEHUN B EANHBIN rocyqapCTBEHHbIN peecTp opuanyeckux nu (ons
opraHusauui, 3aperMcTpupoBaHHbIX Ha Tepputopun Poccuitickon depepaumn) unnm cCo  OHSA  NPUHATUSA
COOTBETCTBYIOLLENO AOKYMEHTa, MOATBEPXKAAIOLWEro peopraHmM3aunio IpMaMYeckoro nuua (4ns opraHu3auumi, He
3aperncTpupoBaHHbiX Ha Tepputopum Poccuiickon Pegepaumm). B criyyae peopraHvsauuu gepxartens wunm
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

Brnagenbua pPerucTpauMoHHOrO YOOCTOBEPEHMST JIEKAPCTBEHHOrO npernaparta Ansi BETEPUMHAPHOIO MNPUMEHEHUsI
3asiBIeHNe O BHECEHUW MW3MEHEHUM B [OOKYMEHTbl, CoAepXallMecss B pPerucTpaumMoHHOM [OOCbe Ha
3apermcTpuUpoBaHHbIA NIEKApPCTBEHHbIN NpenapaTt Ans BETEPUHAPHOIO NPUMEHEHUs, MNoAaeTcsl HPUANYECKAM
nMLoM, KOTOPOMY B X0fe peopraHusaumnm nepegaHo npaBo BrageHUs TakuM permcTpaunuoHHbIM YA0CTOBEPEHNEM.
(vacTb 1.2 BBegeHa PenepanbHbiM 3akoHoMm oT 02.08.2019 N 297-03)

2. B cnyyae BHeECEHMSI M3MEHEHUN B [OKYMEHTbI, cogepXaluecs B PperucTpauvoHHOM [OCbe Ha
3aperMcTpUpOBaHHbIA JNIEKAPCTBEHHbBIA MpenapaTt Ansi BETEePUHAPHOr0 MPUMEHEHUS, B OTHOLUEHUW CBEAEHWUW,
yKasaHHbIX B nognyHkTtax "e", "x", "k", "n", "H", "c", "X" nyHkTa 7 yactu 3 ctatbn 17 HacTosiwero ®egepanbHOro
3aKOHa, U3MeHeHust 1 (Mny) OOMOSNHEHMS MPOU3BOACTBEHHON MMOLWAOKM NeKapCTBEHHOrO CPeACcTBa, a Takke B
crnyyae M3MEeHeHMsl nokasaTeneyn KayecTBa JlIekapCTBEHHOro npenapara A9 BETEPMHAPHOIO NPUMEHEHUst U (Unn)
METOOOB KOHTPONS KadecTBa JIEKAapCTBEHHOro Mpenapata ANnd BETEPUHApPHOro NPUMEHEHWUsT MPOBOAUTCS
3KCMepTM3a NeKapCcTBEHHOro cpeacTBa Ans BETEPMHAPHOro npumeHeHus. B crnyyae HeobGxoaMMocTu BHeCeHus
WHbIX W3MEHEHWA B [OOKYMEHTbl, cCoaepXaliMecss B pPEerucTpauuoHHOM [OCbe Ha 3aperncTpupoBaHHbIN
neKapCTBEHHbI npenapar Ans BETepPMHapHOro MNPUMEHEHUS, 3KCNnepTu3a nekapCTBEHHOro cpeacTsa  Ansd
BETEPMHAPHOIO NMPUMEHEHUS HE NPOBOAMTCS.

(B pea. PegepanbHbix 3akoHOB OT 22.10.2014 N 313-d3, o1 22.12.2014 N 429-$3)

3. 3asaBuTenb BnpaBe NpeacTtaBUTb MO COOCTBEHHOM MHMUMATMBE BMECTE C 3asiBIEHUEM O BHECEHMM
N3MEHEHN B AOKYMEHTbI, codepXallMecss B permcTpauuoHHOM OOCbe Ha 3aperncTpupOBaHHbIA NEKAPCTBEHHbIN
npenapat Ons BETEPUHAPHOrO MPUMEHEHUS, KOMMM OOKYMEHTOB, NMOATBEPXAANLWMX yNnaTy rocygapCTBEHHOM
MOLLMMHbI 32 BHECEHWE B [OOKYMEHTbl, COAEpXalluecs B perncTpaumoHHOM [0Cbe Ha 3apermcTpupoBaHHbIN
neKkapCTBEHHbIM npenapaT Ans BETEPUHAPHOIO MPUMEHEHUS, U3MEHEHUA, TPedyoLWuX NPoOBEAEHUST AKCNEePTU3bI
NeKkapCcTBEHHOro cpeacTBa, UM U3MEHEHUN, He TPebyoLWnX NpoBeaeHNA 3KCNePTU3bl NIEKapCTBEHHOIO cpeacTaa.
B cnyyae HeobxoaMMoOCTU UW3MEHEHUA CBEAEHWW, COOepXallMxcs B PErucTpauuoHHOM  YOOCTOBEPEHUMU
rnekapCTBEHHOro npenapaTa Ans BETEPUHAPHOIO NMPUMEHEHUS, C 3asBMNeHNEM, yKadaHHbIM B YacTu 1 HacTosien
cTaTbu, 3asBUTENb BrpaBe NpeacTaBUTb MO COOCTBEHHOW WHWMLUMATMBE KOMUIO OOKYMEHTa, MOATBEPXKAAMLLEro
ynnaty rocygapcTBEHHOW MOLUMMHbI 3a Bbl4ayy PErMcTpauMoHHOIO YOOCTOBEPEHMS FeKapCTBEHHOrO npenapara.
3aaBuTENb BNpaee NpeacTaBUTb No COOCTBEHHOW MHULMATUBE CBEAEHNS O NIULIEH3USAX, YKa3aHHble B NyHKTax 1 1 2
yactu 1 HacTosWen cTaTbM, a Takke BblAaBaeMble YMONHOMOYEHHbIMY defepanbHbiMU  OpraHaMu
WCMOINMHUTENBHOW BRacTU [JOKYMEHTbl, YyKa3aHHble B nyHKTe 3 4vactm 1 Hactosdwewn cTtateM. B cnydae
HenpeacTaBneHnss ykasaHHbIX JOKYMEHTOB (CBe4eHWU) YNONHOMOYEHHbIW dedepanbHbli opraH UCMONHUTENBHOW
BMacCTW 3anpalivBaeT YKasaHHble OOKYMEHTbl (CBeAEeHWs!) B MOpSOKE MEXBEAOMCTBEHHOIO MHEHOPMALMOHHOMO
B3aUMOOENCTBUS.

(vacTb 3 B pea. ®enepanbHoro 3akoHa ot 27.12.2019 N 478-03)

4. B cpok, He NpeBbllWalLLniA AecsaTn pabodnx OHeW Co OHS MOCTYNIEHNA YKa3aHHOro B YacTu 1 HacTosLEN
cTaTby 3asABNEHUS U HEOOXOAMMbIX JOKYMEHTOB, YNOMHOMOYEHHbIN dhefeparnbHbI OpraH UCNOMHUTENBHON BRACTHU:

1) npoBOOUT NpPOBEPKY MOMHOTbI W [AOCTOBEPHOCTU CBEAEHWIN, COAEpPXalUMXCs B NpeacTaBleHHbIX
3asBUTENEM JOKYMEHTaX;

2) NPpUHNMaET peleHne O npoBeaeHUn J3KCNepPTU3bl JeKapCTBEHHOIoO cCpeactBa ANd BeTepuHapHOro
NnpUMEHEeHUA nnn 00 oTKase B ee npoBegeHnun;

3) yBegoMnsieT B NMUCbMEHHOW hopMe 3asiBUTENS O NMPUHATOM PELUEHUM UMW B CryYae NPUHATUA peLueHus
06 oTkase B NPOBEOEHMUN IKCMEPTU3bI NIEKAPCTBEHHOIO CPEACTBA ANs BETEPUMHAPHONO MPUMEHEHMUSI C yKasaHUEM
MPUYUH TaKOro OTKa3a.

4.1. B cnydae BbISBMEHUS HEOOCTOBEPHOCTU M (UNM) HEeOOCTaTOMHOCTM CBEAEHUN, COoAepXalluxcs B
npeacTaBleHHbIX 3asBMTENEM [OKYMEHTax, YMONHOMOYEHHbIN beaepanbHbil OpraH WUCMOMHUTENBHOW BRacTy
HanpaenseT 3asiBUTeNto 3anpoc 06 YTOYHEHUW YyKa3aHHbIX CBedeHMW. 3anpoc MOXeT ObiTb nepedaH
YMNOITHOMOYEHHOMY NPEeACTaBUTENIO 3asiBUTENS MOA4 PaCMMCKy, HampaerieH Mo MnoyTe 3akasHbiM MMCbMOM WUIU
nepegaH B SreKTPOHHOM hopMe Mo TENEKOMMYHMKALMOHHBIM KaHanam cBa3u. B criyyae HanpaeneHust 3anpoca o6
YTOYHEHMM YKa3aHHbIX CBEAEHWI MO NoYvTe 3aKkasHbIM MUCbMOM OH CYMTAETCS MOJSTyYEHHbIM MO UCTEYEHMM LLECTU
OHen ¢ aaTtbl HanpaBieHUsa 3aKa3Horo NUcbma.

(vacTb 4.1 BBegeHa PegepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

4.2. 3asBuTenb o00s3aH NpeacTaBUTb OTBET Ha 3anpoc  YMNOfHOMOYEHHOro dyegepanbHOro opraHa
WCMNOMHUTENbHOM BracTM B CPOK, He MpeBbILALWNA OeBAHOCTA paboumx OHEeW CO AHS MONyYeHusl OaHHOro
3anpoca. Cpoku, ykasaHHble B 4acTm 1.1 HacToslwen cTaTbW, NPUOCTAHABMNMBAKOTCA CO AHS HarnpaereHus
3aaBUTENIO 3anpoca YyNorHOMOYEHHOro doeaepansHOro opraHa UCNONHUTENbHOW BriacTy A0 AHS NONyYeHns oTBeTa
Ha JaHHbIA 3anpoc U He YYUTLIBAKOTCA MPU UCYUCIIEHUN CPOKa NPUHATUS peLleHUs O BHECEHUW U3MEHEHWA B
OOKYMEHTbI, CoaepXallmecss B permcTpaumoHHOM A0Cbe Ha 3aperncTpupoBaHHbIA NeKkapCTBEHHbIN npenaparT Ans
BETEPMHAPHOIO NPUMEHEHUS.

(vacTb 4.2 BBegeHa PenepanbHbiM 3akoHoM oT 04.06.2018 N 140-d3)

5. OcHoBaHveM fOnis OTKasa B MPOBEAEHUWN IKCMEPTM3bl NEKApCTBEHHOIO cpeacTBa ANA BETEpMHAapHOro
NPMMEHEHVS SBNSIETCS NPeACTaBreHne JOKYMEHTOB, YKa3aHHbIX B YacTsax 1 u 3 HacTosiwen ctaTtby, B HEMOMHOM
obbemMe wunu OTCYTCTBME B MpeACTaBMEeHHbIX [JOKYMEHTax [OCTaTOYHbIX CBEAEHWW, MNOATBEPXKAaoLMX
HeOBOXOAMMOCTb BHECEHUS] M3MEHEeHUn, Nnbo HenpeacTaBneHne 3asBUTENEM B YCTaHOBMEHHLIN CPOK OTBETA Ha
yKasaHHbIi B 4actu 4.1 HacToswen cTtatbu 3anpoc YnorHOMOYEHHOro dhedeparnibHOro opraHa WCMONHUTENbHON
BMacTu.

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

6. SKcnemesa NeKapCTBEHHOro cpeacrtea And BeTepunHapHoro npuMmeHeHnd B Lendax BHeCeHUsA N3MEHEHNI B
AOOKYMEHTbI, cogepXxalinecda B permctpauMoHHOM OOCbe Ha 3aperl/ICTpI/IpOBaHHbll7l ﬂeKapCTBeHHbIVI npenapart ansa
BETEPMHAPHOIO TMNMPUMEHEHUA, OCyLWleCcTBNAeTCA B Nopdnke, YCTaHOBIEHHOM ctatben 24 HacToslLero
Cbep,epaanoro 3aKOHa.

6.1. B cpok, He NpeBblaoLWmi AecaTn pabounx gHewn co AHS NOMyYEeHUs 3aKMioYEeHUsT KOMUCCUM IKCNEPTOB
No pesynbratam yKa3aHHOW B 4acTW 2 HaCTOsILLEW CTaTbW 3KCMEepTU3bl, YNONMHOMOYEHHbIM heaepanbHbIi opraH
NCMOMHUTENbHON BNacTu:
(B pen. ®PenepanbHoro 3akoHa ot 02.08.2019 N 297-93)

1) NPYHUMAaET peLleHne 0 BHECEHUW U3MEHEHUI B AOKYMEHTbI, COAepXKalluecs B PerncTpaumMoHHOM A0Cbe
Ha 3aperMcTpuMpOBaHHbIA FEKApPCTBEHHbIN Npenapar Ansi BETEPUHAPHOrO MNpUMEHEeHUs, unu ob oTkase BO
BHECEHUW TaKUX U3MEHEHWUI;

2) BHOCUT B FOCY,D,apCTBeHHbIﬁ peecTp nekapCTtBeHHbIX CpeacTB Ha OCHOBaHMU pelleHnA O BHEeCeHUU
N3MEHeHN B OOKYMEHTbI, coaepalimnecd B permctpauyMoHHOM OOCbe Ha 3apeFMCTpMpOBaHHbIVI J'IeKapCTBeHHbIIZ
npenapar and seTepuHapHOro npuMeHeHun, HeobxoanMMble U3MEHEHUS U BO3BpaLlaeT 3T AOKYMEHTbI 3adABUTENIO,

3) BblgaeT 3asBUTEND HOBOE PEruMcTpauMoHHOE YOOCTOBEPEHWE IEeKapCTBEHHOro npenaparta Ans
BETEPVMHAPHOIO MNPUMEHEHNUST B Cryvyae HeoODXOOMMOCTU WU3MEHEHWUs1 CBEAEHWNA, COOEepXalmMxcsa B HeM, C
COXpaHEeHMeM HOMepa paHee BbIOAHHOIO PErMcTpauMoHHOrO YOOCTOBEPEHMS NEKAPCTBEHHOrO npenapata Ang
BETEPMHAPHOIO MPUMEHEHUS.

(n. 3 BBegeH depepanbHbIM 3akoHoM oT 02.08.2019 N 297-03)
(vacTb 6.1 BBegeHa PenepanbHbiM 3akoHOM oT 22.10.2014 N 313-93)

6.2. B cnyyae BHeCEeHMA W3MEHEHUA B [AOKYMEHTbl, codep)alumeca B perucrtpauuMoHHOM [JOoCbe Ha
3aperncTpupoBaHHbIN  IeKapCTBEHHbBIA npenapaTt ANna BeTepuMHApHOro MNpPUMEHEHUs, B 4acTu, Kacarollencsa
N3MEHEHNsT 1 (UnK) OONONHEHUS NMPOU3BOACTBEHHOW NITOLALKN JIEKapCTBEHHOIO npenaparta, Nnpu npeacraBneHmum
3asBMTENEM B COOTBETCTBMM C MYHKTOM 3 4actm 1 HacTodAwen CcTaTbM KOMUW peLleHnsa YrnOorTHOMOYEHHOro
denepanbHOro opraHa UCMNONHUTENBHOW BNacTX O NPOBEAEHNN NHCNEKTUPOBAHNA NPON3BOANTENS NEKAPCTBEHHbIX
CpeacTB CPOK, yKasaHHbIN B 4YacTh 6.1 HacTosilwen cTaTby, NPUOCTAHABMMBAETCS CO AHS MONYyYEHUs! 3aKnioveHUs
KOMUCCUM IKCMEPTOB A0 AHS MNPUHATUS YNOMHOMOYEHHbIM dedeparnbHbIM OpraHOM WCMNOMHUTENbHOW BRacTu
pelleHnss o Bblgade unn ob oTkase B BblAaye 3aKMOYeHUs O COOTBETCTBMM MPOU3BOAUTENS NEKapCTBEHHbIX
cpencTB TpeboBaHMAM NpaBui Hagnexallen NpoM3BOACTBEHHOWM NPaKTUKN, HO He Bonee YeM Ha CTO BOCEMbAECAT
pabounx gHen.

(yacTb 6.2 BBegeHa PegeparnbHbiM 3akoHOM OT 04.06.2018 N 140-$3)

7. OcHoBaHMeM ONSA OTKkasa BO BHECEHWMU U3MEHEHUN B OOKYMEHTbI, coaepXalimeca B permctpaumMoHHOM
Aocbe Ha 38peFMCTpMpOBaHHbII7I J'IeKapCTBeHHbIﬁ npenapar OnAa BeTepUuHapHOro rnpuMeHeHua, B crnydasax, He
Tpe6y+0|.|.|,|/|x npoBeneHna JKCNepTu3bl NeKapCTBEHHOIo cpencrtBa, dBndeTca npencrtaBnieHne OOKYMEHTOB,
YKa3aHHbIX B 4acTdaXx 1 n 3 HacTosllen cTaTbu, B HENONHOM obbeme wunu OTCYyTCTBUE B nNpencraBlieHHbIX
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

OOKYMEHTax CBeOEeHWUN, KOTopble AOMMKHbI ObITb B HUX OTpa)keHbl, NIMOO HenpencTaBrneHne 3asBUTENEM B
YCTaHOBMNEHHbIA CPOK OTBETa Ha YyKasaHHbIM B 4acTu 4.1 HacTosileh cTaTbW 3anpoc YnosfIHOMOYEHHOro
dregepanbHOro opraHa UCMNoNMHUTENBHOM BNAacTu.

(vacTb 7 B pea. ®enepanbHoro 3akoHa ot 04.06.2018 N 140-d3)

7.1. OcHoBaHvneM Ans oTkasa BO BHECEHWM U3MEHEeHUW B AOKYMEHTbl, CoaepXalumecs B perncTpalMoHHOM
AOCbe Ha 3apermcTpupoBaHHbIA MeKapCTBEHHbIM npenapar And BETEepUHapHOro MNPUMEHEHWs, B Ccryyasx,
TpebyLWwmnx NPOBEAEHMS 3KCNEepTU3bl NeKapCTBEHHOrO CpeAacTBa, SBNSETCA 3aKoveHvWe YnOoNHOMOYEHHOro
degepanbHOro opraHa WCMOMHUTENbHOW BNactM O BO3MOXHOCTU CHMXeHus 6e3onacHocTW, KayecTsa,
3h(PeKTMBHOCTM feKapCTBEHHOro npenapaTa BCNeACTBME BHECEHUS U3MEHEHUN B yKasaHHble JOKYMEHTbI, OTKa3
YMOMHOMOYEHHOro deaepanbHOro opraHa MCNOMHUTENbHOW BNactTu B Bblgaye 3aKlYeHUMs O COOTBETCTBMU
Npon3BOANTENSA NEKapCTBEHHbIX CPeACTB TpeboBaHuAM MpaBun Hagnexallen NPOM3BOACTBEHHOW MpaKTUKU B
criyyae M3MeHeHuss W (unu) LOMOSIHEHWS MPOW3BOACTBEHHOW NMOLWAAKM JfekapCTBEHHOrO npenaparta, ecnu
NpoM3BOACTBO FEeKapCTBEHHOro npenapaTta Ans BeTepUMHApHOro NPUMEHEHUs] OCYLLECTBRSETCA 3a npegenamu
Poccuiickon ®egepaummn, nnm oTCyTCTBUE ITOMO 3aKMOYEHUS.

(vactb 7.1 BBegeHa PegepanbHbimM 3akoHOM OT 04.06.2018 N 140-$3)

8. Honyckaetca obpalleHne nekapcTBEHHbIX NpenapaToB AN BETEPUHAPHOIO NMPUMEHEHNS OO UCTEYEHUS
cpoKa rogHOCTW, MPOU3BEAEHHBLIX B TEYEHWe CTa BOCbMWAECSTWU OHEW Mocne AaTbl MPUHSATAA YNONMHOMOYEHHbIM
chepepanbHbIM OpraHOM WUCMOMHUTENbLHOW BMACTU PeLleHNst O BHECEHUN U3MEHEHUIA B IOKYMEHTbI, coAepaLimecs
B PErncTpaumoHHOM [0Cbe Ha NeKapCTBEHHbI Mpenapart, B COOTBETCTBUM C WHpopMaumei, coaepxallencs B
[OKYMEHTax permcTpaunoHHOro 4oCbe Ha NEKapCTBEHHBIN Npenapat A0 AaTbl MPUHATUS TaKOro peLIEeHUs.

(4acTb 8 B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-03)

Cratbsa 32. OTMeHa rocyaapCTBEHHOM perucTpauum nekapcTBeHHOro npenapara

PeweHne o6 oTMmeHe rocyp,apCTBeHHoﬂ pernctpaunm nekapctBeHHOro npenapara W WUCKIHYEeHUN
NleKapCTBEHHOro npenapara wu3 TrocygapCrtBeHHOro peecrtpa JieKapCTBeHHbIX Cpencts  NpUHUMaeTcA
YNOJTHOMOYEHHbIM cbe,qepaanblM opraHom NCMONHUTENBbHON BNacTu B crniy4yae:

1) npeacTaBrneHVsi COOTBETCTBYIOLLUMM YNOMHOMOYEHHBIM (beaeparnbHbiM OpraHoM UCMOMHUTENBHON BRacTu
3aKMHOYEHMNS O pUCKe Unu 06 yrpo3e 340POBbHY, XKU3HM YENOBEKA UIN XXMBOTHOTO MPU NPUMEHEHUN NEKapPCTBEHHOIO
npenapara, npeBblaWmMx ero 3dEKTUBHOCTb, MO pe3ynbrataM OCYLLECTBMSIEMONO WM  MOHUTOPUHra
6e30nacHOCTU NekapCTBEHHOro Npenapara;

2) nogaun gepxatenem unu BnagenbLeM PerMcTpaLvoHHOrO YOOCTOBEPEHUS NEKapCTBEHHOrO npenapara
NN yNONMHOMOYEHHBIM UM APYIMM HOPUANYECKMM NWLIOM 3asaBfieHns o6 OTMeHe rocydapCTBEHHOW permcTpauunu
nekapcTBEHHOrO Npenapara;
(B pea. ®PepepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

3) HenoaTBepXaeHusa FocyﬂapCTBeHHOVI perncrpaunm nekapcTtBeHHOro npenapara no WUcted4eHnn CcpokKa
DencTems permcTpaumoHHOro yaqoctoeepeHud, BbliI4aHHOINo Ha NATb NeT;

4) HenpencTaBreHusi 3asiBUTENeM WHopMauun, KoTopasi MOXET noBrevb 3a coboil HeobGXoauMOoCTb
BHECEHUS W3MEHEHW B [OKYMEHTbl, COOEepXallMecss B PEerncTpauMoHHOM [OCbe Ha 3aperncTpypOBaHHBbIN
NeKapCTBEHHEIN Npenapar, B Te4eHne TpuaLat pabounx AHen Co AHS HACTYMMEHUS 3TUX U3MEHEHUI;

5) ocylwlecTBneHuMs rocygapCTBEHHOW  perncrtpauum INekapcTBEHHOro npenapata nog  TOpProBbiM
HaMMeHOBaHNEM 3aperMcTpMpoBaHHOIO paHee Nof 3TMM TOProBbIM HaMMEHOBaHMEM NeKapCTBEHHOro rnpenapara,
OTNMYaIOLLErocs Ka4eCTBEHHBIM COCTaBOM AENCTBYIOLLNX BELLECTB;

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

6) ocyllecTBneHMs rocygapCTBEHHOW perucTpaumM OAHOMO WM TOro e JeKkapCTBEHHOro npenapaTta B
OTHOLLEHUN OOHOrO M TOrO XXe JepXaTens wunu Brnagenbla perncTpauuoHHOro Y4OCTOBEPEHMS NTEKAPCTBEHHOIO
npenaparta B Buae AByx 1 6ornee nekapCTBEHHbIX NpenapaToB Nof pasnuyHbIMU TOProBbIMU HAVMEHOBAHUSMNA;

(n. 6 B pea. PenepanbHoro 3akoHa oT 04.06.2018 N 140-$3)

7) BbIHECEHWS CYAOM PpeLleHVsi O HapylleHun npaB npaBoobnagatens OGbLeKTOB WHTENNeKTyanbHOwM
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

CcoBCTBEHHOCTU npu 06pau.|,eva| JIeKapCTBEHHbIX CPeaCTB;

8) oTcyTCTBMA NEeKkapcTBEHHOro nNpenapara B obpalueHumn B Poccuickon ®enepaunm B TeueHne Tpex u bonee
ner;
(n. 8 BBeageH depepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

9) HeBbINOMHEHNS OepXaTeneM unuM BragernbLemM pPerucTpauMoHHOIO YOOCTOBEPEHUS NEKAPCTBEHHOTO
npenaparta MO0 YMNOMHOMOYEHHBIM MMW APYIMM  OPUAMYECKMM JNULOM MeponpuaTuin no obecneyeHuto
0©e30MacHOCTM NEKAPCTBEHHbIX MNPEnapaToB, YCTAHOBMIEHHbIX YMOMHOMOYEHHbIM d)edeparibHbIM — OpraHoMm
NCMOSTHUTENbLHOW BNacTM B COOTBETCTBMM C 4vacTamum 3 u 4 crtatbm 64 Hactoswero denepanbHOro 3akoHa, B
pamkax ocyLLecTBneHnss apmakoHaasopa;

(n. 9 BBegeH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

10) oTkasa pgepxartenst Mnu BrnagenbLa perncTpauuoHHOro YAOCTOBEPEHMS JEKApCTBEHHOro npenapara
B0 yNorHOMOYEHHOIO MU APYroro PUANYECKOTO NMua OT BHECEHWUSI UBMEHEHUIA B MHCTPYKLMIO MO MPUMEHEHUIO
NeKapCTBEHHOrO Mpenapara, KacalLwmxcs HOBbIX MOATBEPXKAEHHbIX AAHHbIX O TOM, YTO PUCK MPUYMHEHUS Bpeaa
300pOBbI  YEeroBeKa WM KUMBOTHOTO  BCMNEACTBME MpMemMa JIeKapCTBEHHOrO npenaparta npeBblaeT
3hPEKTUBHOCTb ErO MPUMEHEHUS.
(n. 10 BBegeH PeneparnbHbIM 3akOHOM OT 22.12.2014 N 429-$3)

KoHcyneraHTlnoc: npumeyaHue.
C 01.01.2026 cT. 32 gononHsietca n. 11 (®3 ot 27.12.2019 N 475-93).

Cratbsa 33. locynapCTBEHHbIN peecTp JieKapCTBEHHbIX CPeAcTB

1. TocynapCTBEHHbIN peecTp NeKapCTBEHHbIX CPEACTB COAEPXKUT NepeyeHb MeKkapCTBEHHbIX MpenapaTos,
NpoLUEeALIMX FOCYAAPCTBEHHYIO perucTpauuio, nepeveHb apMaueBTUHECKMX CyOCTaHUMKA, BXOASALWMX B COCTaB
NekapcTBEHHbIX MpenapaTos, U cneayoLLyo MHopMaLmMio:

1) B OTHOLLIEHUW NeKapCTBEHHbIX NpenapaTos:

a) HaMMeHOBaHWe NeKapCTBEHHOro npenaparta (MeXxgyHapogHoe HenaTeHTOBaHHOE, WK TpynnupoBOYHOE,
U XMMUYECKOE N TOProBOE HAMMEHOBAHUS);
(B peq. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6) nekapcTBeHHast cdhopma C yKasaHMEM [03MPOBKU IEKApCTBEHHOrO MpenapaTta W ero KonvyecTsa B
NoTpebuTENbLCKO YNaKOBKE;

B) HauMeHOBaHVEe Jepxatens wnu Brnagenbla pPerucTpauMoHHONO YOOCTOBEPEHUS JEKAapCTBEHHOMO
npenapata W CBedeHMs O perucTpaummM Jepxatens wnv Bnagenbua pPerncTpauyMoHHOro  yaoCTOBEPEHUS
rnekapCTBEHHOro npenapata Ans MeOWLMHCKOrO MNPUMEHEeHWs B KayecTBe Hanoronnartenbliyuka B CTpaHe
perncTpaumm (4ns pOCCUNCKUX IOPUANYECKUX NNLL - MOAEHTUUKALMOHHLIN HoMep Hanoronnartensiimka (MHH), ana
WHOCTPaHHbIX OPUAMYECKMX NWL, - CTpaHa perucTpauuM, HauMeHOBaHME PEerucTpupylollero opraHa,
pervcTpaumoHHbI HOMep, KOf, HanoronnaTtenbLiMka B CTpaHe peructpaunm (MHKoprnopawumm) Unm ero aHanor);

(nn. "B" B peg. ®egepanbHoro 3akoHa ot 28.12.2017 N 425-93)

r) HaMMeHoBaHWEe W aJpec NPOM3BOOUTENS JEKAPCTBEHHOrO Mpenapata WM CBEOEHWs O perucTpaumm
NpoV3BOAUTENS NEeKapCTBEHHOIO npenapaTa Ansi MeAUUMHCKOro NPUMEHEHUs B Ka4ecTBe HarnoronnaTenblinka B
CTpaHe perucTpauum (Ons POCCUICKUX HOPUANYECKMX NUL - MOEHTUUKALMOHHBI HOMEpP HanoronnartenbLlimka
(MHH), oNA MHOCTPaHHBLIX PUAMYECKMX UL, - CTpaHa perncrpauum, HaMMeHOBaHUE PErncTPUPYIOLLErO OpraHa,
pervcTpaumoHHbIN HOMEp, KOf, HanoronnaTtenbLMka B CTpaHe peructpaumm (MHKoprnopawumm) Unm ero aHanor);

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

A4) dapmakoTepaneBTuyeckas rpynna, Kog JieKapCTBEHHOro npenapata Mo aHaToMO-TepaneBTUYecKo-
XMMUYECKOM Kraccudmkalmm, pekomeHgosaHHoW BceMmpHon opraHusaunein 3agpaBooxpaHeHuns;
(mn. "g" B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

€) NoKasaHunsl U NPOTMBOMNOKa3aHUSA K NPUMEHEHUIO NIEKAPCTBEHHOIO Npenapara;
X) NoboYHbIE AENCTBMA NeKapCTBEHHOrO Npenapara;

3) CPOK ro4HOCTU NeKapCTBEHHOrO Npenapara;

1) YCrOBUSA XpaHeHMWs NieKapCTBEHHOMO npenapara;

K) YCNnoBusi OTNycKa NeKapCTBEHHOro npenapara;

1) HoMep hapMaKonenHo cTaTby UMM B Criyyae ee OTCYTCTBUSI HOMEP HOPMAaTMBHON JOKYMeHTauuuM nuéo
HOPMAaTUBHOTO JOKYMEHTa;

M) faTa rocyaapCTBEHHOW perncrpauumn NnekapcTBEHHOro npenapata M ero permcTpauymoHHbIi HoMep, aata
3aMeHbl PEerncTpauuoHHOro YAOCTOBEPEHUSI NEeKapCTBEHHOrO npenapata Ha 6GeccpoyHoe perncrpauvoHHoe
YOOCTOBEPEHME FEeKapCTBEHHOro rMpenapaTa, gata nodayn 3asBreHuMst O MOoATBEepPXXOEHUU rocydapCTBEHHOW
peructpaumMm rekapcTBEHHOro npenapata, [aTa OTMeHbl FOCYAapCTBEHHOM perucrpauum neKkapcTBEHHOro
npenapara;

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

H) Ka4yeCTBEHHbIN COCTAB M KOMWYECTBEHHbIN COCTaB [OENCTBYIOLMX BELLECTB U KAYEeCTBEHHbLIA COCTaB
BCMOMOraTenbHbIX BELLECTB NIeKapCTBEHHOroO nNpenapaTa;
(nn. "H" BBegeH PenepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

0) MHGopMaumsa 060 Bcex paspelleHHbIX BUAaX BTOPUYHON (NOTpebUTEnbCKON) ynakoBKy;
(nn. "o" BBegeH dPenepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

n) pJgara npUHATMS peleHMsl O BO3MOXHOCTM paccMaTpuBaTb JIEKApCTBEHHbIM npenapar  npu
rocyfapCTBEHHOW perucTpaumMm B KadecTBe Opd)aHHOro neKkapCTBEHHOro npenapata (ans nekapCTBEHHbIX
npenapatoB AN MEAULUHCKOIo NpUMEHEHUS);

(nn. "n" BBegeH depepanbHbIM 3akoHOM 0T 22.12.2014 N 429-03; B pea. ®PegepanspHoro 3akoHa ot 27.12.2019 N
475-93)

p) HanMuMe nekapcTBEHHOro npenaparta B NepeyHe XXU3HEHHO HeoBXoAMMbIX U BaXKHENLLNX NeKapCTBEHHbIX
npenapaTtoB (4N NekapCTBEHHbIX NpenapaToB ANs MeANLMHCKOrO NMPUMEHEHS);
(nn. "p" BBegeH PegepanbHbiM 3akoHOM oT 22.12.2014 N 429-93; B pea. PegepanbHoro 3akoHa ot 27.12.2019 N
475-93)

C) Hamuuve B 5eKapCTBEHHOM MpenapaTte HapKOTUYECKUX CPeAcTB, MCUXOTPOMHbIX BELLECTB U KX
MpeKypcopoB, nognexalwimx KoHTpomnto B Poccwuiickon ®egepaunn, B COOTBETCTBMM C 3aKOHOOATENbLCTBOM
Poccunckon ®epepauun, MexayHapoaHbiMM AoroBopamm Poccuiickon ®depepauum, B ToOM 4ucne EpauHon
KOHBEHUMen 0 HapkoTudeckmx cpedcTteax 1961 roga un KoHseHumen o ncmxoTponHbix Belectsax 1971 roga;

(nn. "c" BBeaeH ®egepanbHbIM 3aKkoHOM OT 22.12.2014 N 429-93)

T) uHdopmMauma o TOM, SIBMSIETCS N [AaHHbIA NEeKapCTBEHHbIV Mpenapat pedepeHTHbIM NeKapCTBEHHbIM
npenapatom;
(nn. "T" BBegeH ®enepanbHbIM 3akKoHOM OT 22.12.2014 N 429-03)

y) CBegeHuss O nogade 3asiBlieHUst O BHECEHMM WU3MEHEHWA B [OOKYMEHTbl, COAepxawuecs B
perncTpaumoHHOM A0ChE Ha NIEKApCTBEHHbIV Mpenapar;
(nn. "y" BBeaeH ®egepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

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

X) CPOK BBEEHWSI NEKAaPCTBEHHOIO NpenapaTta B rpaxgaHckuin 060opor;
(nn. "x" BBeaeH ®egepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

2) B OTHOLLEHUN (hapMaLleBTUHECKMX CyOCTaHLMN:
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

a) HaumeHoBaHve dapMaueBTMYECKOM  cybCcTaHuMM  (MEeXAyHapodHOE  HenmaTeHTOBaHHOE,  WIK
rPynNnMpOBOYHOE, UMM XMMUYECKOE U TOPFOBOE HAaUMEHOBaHUS);
(B peq. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

©) HanmeHoBaHWe 1 agpec npoussoanTens papmavueBTnyeckon cybectaHumy;
B) CPOK rogHOCTU hapmaLeBTMYECKON cyDbcTaHumK;
r) yCrnoBus XpaHeHus papmaueBTUHECKON cybcTaHuuu;

[) HoMep hapMaKomnenHo cTaTby UM B Criyyae ee OTCYTCTBUSI HOMEp HOPMAaTMBHON JOKYMeHTauuuM nnéo
HOPMAaTUBHOTO JOKYMEHTa;

€) Hanu4une dhapmaueBTU4ECKON cybCTaHUMM B NepedHe HApKOTUYECKMX CPeacTB, MCUXOTPONHbLIX BELLECTB 1
NX MNPeKypcopoB, Moanexalwimx KoHTponio B Poccunckon degepaummn, B COOTBETCTBUM C 3aKOHOAATENLCTBOM
Poccunckon ®epepauun, mexagyHapogHbiMu goroBopamm Poccuiickon ®depepaumu, B TOM uucne EpguHon
KOHBEHLIMEN O HapKoTnyeckux cpeacteax 1961 roga n KoHBeHUMen 0 NCMXOTPonHbIX BewecTBax 1971 roga.
(nn. "e" BBegeH PenepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

2. ®dapmaueBTuyeckas cybcTaHuMs, npou3BedeHHas And  peanusauuv, MOXeT OblTb BKMOYeHa B
rocy4apCTBEHHbI peecTp feKapCTBEHHbIX CPEACTB Ha OCHOBaHWM 3asiBfieHus paspaboTyvka unu nponsBoanTens
NeKapCcTBEHHOrO CcpeacTBa fMBO YNOMHOMOYEHHOMO UMW HOPUAMYECKOro fvua npy yCrioBUM MPOBEOEHVS B
OTHOLUEHUN Takon dapMaLeBTUYeCcKOW CyOCTaHuMM 3KCMepTu3bl kavecTBa (papmaueBTnyeckon cybctaHuumn B
nopsigke, ycTaHOBMEHHOM cTaTben 34 Hactosiwero degepanbHoOro 3akoHa. B oTHoweHuun hapmaueBTnyeckmx
cybcTaHuun, npouMsBEedeHHbIX Ans peanusauun, B [OCY4apCTBEHHOM peecTpe fekapCTBEHHbIX CpeacTs
cogepxXuTca cnegyowas nHcopmaumns:

1 ) HanmveHoBaHune cbapmaueBTqueCKoﬂ Cy6CTaHLI,I/II/I (Mex(,u,yHaponHoe HenaTteHToBaHHoOe, nnn
rpynnmpoBoYHOE, Ui XMMU4eCKoe 1 Toproeoe HaVIMeHOBaHVIﬂ);

2) HaumeHoOBaHME, agpec Mpou3BoaMTENA dapmaueBTUdeckon cybcTaHummM, a Takke B OTHOLLUEHMM
NEeKapCTBEHHbIX CPEeACTB AN MEOULUHCKOTO MNPUMEHEHUs CBedEHWss O peructpauuMuM  npov3BoauTEns
dapmaLeBTUYEeCKO CcybCcTaHUMM B KayecTBe HarnoronnarenbliMka B CTpaHe peructpauuun (ans pOCCUNCKMX
opuanYeckMx nuy - naeHTUudUKaunoHHbIn Homep Hanoronnatenswmka (MHH), ona nHocTpaHHbIX lopuandeckmx
Ny - CcTpaHa perncrpauun, HaMMeEHOBaHWE PErucTpupyroLLEero opraHa, pPerucTpauuoHHbI HOMep, Kopa
HanoronnaTenbLiuKa B CTpaHe permctpaumm (MHKopnopawmmn) Unv ero aHaror);

(n. 2 B pea. PenepanbHoro 3akoHa oT 28.12.2017 N 425-93)

3) cpok rogHoCTU thapmaueBTnyeckon cybctaHumm;
4) ycrnoBus xpaHeHust hapMaLeBTU4EeCKon cybcTaHLmuy;

5) Homep chapmakonenHom ctatby NMMOO B Criyyae ee OTCYTCTBUS HOMEP HOPMATUBHOW LOKYMEHTaUUU UIn
HOPMAaTMBHOIO AOKYMEHTA;

6) Hannune cbapmaueBTUYECKON CyDOCTaHLMN B NepeYHe HAPKOTUYECKUX CPEOCTB, NMCUXOTPOMHbIX BELLECTB U
NX MPEeKypcopoB, Mognexalwimx KoHTponio B Poccunickon depepaumun, B COOTBETCTBUM C 3aKOHOAATENLCTBOM
Poccunckon ®epepauun, MexayHapoaHbiMM AoroBopamu Poccuiickon ®depepauumu, B TOM 4ucne EpauHon
KOHBEHLMEN 0 HapKkoTudeckux cpeacteax 1961 roga n KoHBeHumen o NncnxoTponHbIx BewecTsax 1971 roga;

7) pata BkMoYeHus chapmaueBTudeckon cybcTaHuum B roCydapCTBEHHBIN peecTp NIekapCTBEHHbIX CPeacTB,
[aTta BHECEHUS U3MEHEHUI B JOKYMEHTbI dhapMaLeBTUYecKon cybcTaHumm, aata UCKoYeHnss hbapMaLleBTUYECKOn
cybCcTaHuum U3 rocygapCTBEHHOIO peecTpa fiekapCTBEHHbLIX CPEACTB.
(vacTb 2 B pea. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. MopaAnok BeAeHus rocyqapcTBEHHOMO peecTpa NMeKapCTBEHHbIX CPEACTB AN MeOULMHCKOTO NpUMEeHEeHMs!
M MOpsAOK BeOEHUs TOCYAapCTBEHHOTO peecTpa JIeKapCTBEHHbIX CPEACTB AN BETEPUHAPHOIO MPUMEHEHWs
YyTBEPXKAAKTCSH COOTBETCTBYIOLMM YNONHOMOYEHHbIM dhefeparibHbIM OpraHoM UCMONMHUTENBHOM BRacTy.
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

CtatbsA 34. BknioyeHue B rocyfapCTBeHHbIN peecTp NeKapCTBEHHbIX CPeACTB U MUCKI4YeHue u3
rocynapcTBeHHOro peecTtpa JleKapCTBeHHbIX cpeacTB hapmaueBTUYecKoW cy6cTaHUuuUM, Npou3BeneHHOM
Ons peanusauun
(B peq. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. [lna BkntoveHusa hapmaueBTUYeCcKon CcyBCcTaHLmMmn, Npon3BeAeHHON AN peanu3aunn, B rocyaapCTBEHHbIN
peecTp nekapCcTBEHHbIX CPeacTB, NPOBOANTCS SKCNepTn3a ee KavyecTea.
(B peq. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. 3OkcneptvM3a KadecTBa ykaszaHHOM B 4actu 1 HacToslen cratbyn dpapmaueBTUYeckon cybcTaHumm,
COCTaBIEHNE KOMMUCCMEN ISKCMEepTOB 3aKkfOYeHW Mo pesynbratam 3TOW 3KCMEepTU3bl U UX HanpaeBrneHue B
YMNOMHOMOYEHHbIN dheaepanbHbI OpraH WUCMOMHUTENbHOW BMACTU OCYLLECTBASAIOTCS B CPOK, HE MPEBbILIAOLLMNA
wectugecatn pabounmx AHeW CO AHA MOMyYeHUs1 SKCNEPTHbIM y4ypexaeHuem COOTBETCTBYHLWEro 3agaHus
YMONHOMOYEHHOro heaepanbHOro opraHa UCMOMHUTENBHON BracTu U CReayoLwWwnx JOKYMEHTOB (CBeaeHun):

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

1) cBegeHuWss O pQaTe MpedoCTaBMNeHUs W PErMCTPaLMOHHOM HOMEpPEe JIMLEH3UW Ha MpPOW3BOACTBO
NeKapCTBEHHbLIX CPEeACTB WKW CBEAEHUS O [aTe MpedoCTaBreHusl U PerncTpaumoHHOM HOMEpE 3aKMYeHUs O
COOTBETCTBMM MPOM3BOANUTENS NEKAPCTBEHHbIX CPeAcTB TpeboBaHMAM NpaBun Hagnexallen npou3BOACTBEHHON
NPaKkTWKK, BblAaHHbIX (MpedoCTaBneHHbIX) YNOMHOMOYEHHbIM defeparnbHbIM OpraHoM MCMNOMHUTENBHON BracTu, B
cny4vae, ecnv Npon3BOACTBO NIEKapCTBEHHOMO CpeacTBa ocyulecTensercs B Poccunckon ®enepauny;

(B pea. PegepanbHbix 3akoHOB OT 04.06.2018 N 140-d3, ot 27.12.2019 N 478-93)

2) konusi OOKYMEHTa, BblAAHHOIO YMOMHOMOYEHHbIM OpPraHoOM CTpaHbl MPOWU3BOAUTENS FEKapCTBEHHOIO
cpencTBa U NOATBEPXKAAMLLErO pa3peLleHne Npon3BOACTBa 1EKapCTBEHHOMO CPeACTBa, M ero NePEBO, Ha PYCCKUI
A3bIK, 3aBEepPEeHHble B YCTAHOBIEHHOM MOpPsiAKE, @ Takke KOMWUs 3aKMHYeHWs O COOTBETCTBUM MPOU3BOAUTENS
NEeKapcTBEHHbIX CpedcTB TpeGoBaHWAM nNpaBun  Hagfexalle nNpou3BOACTBEHHOW MpPaKTWUKW, BbIAAHHOTO
YNONMHOMOYEHHbIM befeparnbHbiM OpraHOM WCMOMHWUTENbLHOW BRactu, NGO KOMUS pelleHnst YNonHOMOYEHHOro
degepanbHOro  opraHa  WMCMOMHUTENbHOW  Bnactu O  MNPOBEAEHUM  WHCMEKTUPOBAHMS  NPOW3BOAMTENS
NeKapCTBEHHOrO CpeAcTBa. YKasaHHble [OKYMEHTbl MNpeacTaBnsoTcs B Cnyvae, €ecnv  MNpou3BOACTBO
nekapCcTBEHHOrO CpeAcTBa OCyLLecTBNseTcs 3a npeaenamu Poccuiickon ®epepaumu;

(n. 2 B pea. PegepansHoro 3akoHa ot 04.06.2018 N 140-d3)

3) AOKYMEHT, cogepXaliuin cneayowmne ceegeHms o doapmaueBTMYEeCKoN cyOcTaHLmm:
a) HaumeHoBaHue (bapmaLeBTUYeCcKon cybcTaHUmKM, ee CTPyKTypa, obLume CBOMCTBa;
0) HaumeHoBaHVe 1 agpec NPOM3BOAUTENS;

B) TexXHOosIorma npounseoacTesa C onncaHunem cTagumn npon3BoacTBa U MEeToOO0B KOHTPOA Ha BCeX CTagundax
npon3BoacTBa,

r) onucaHue pa3paboTku npoLecca NpoM3BOACTBa;

[) onMcaHne KOHTPONS KPUTMYECKUX CTaaui npoLecca NpoM3BoACTBa U MPOMEXYTOYHOM NPOAYKUNN;
€) OOKyMeHTanbHoe NoAaTBepXaeHne (Banngauust) NnpoueccoB U (Unn) NX OLEHKa;

) CBONCTBA U CTPYKTYpa AENCTBYIOLLNX BELLECTB;

3) XapakTepucTuka npumecen;

1) cneumndurkauma Ha dpapMaLeBTUYECKYH0 CyOCTaHLMIO U ee 0OOCHOBaHME;

K) aHanmTnyeckne MetToaukum, Ucnorb3yemMble Npu OCyLeCTBEeHUN KOHTPONA Ka4vecTBa cpapmau.eBTquCKoPl
cybecTaHuuu;

J'I) OOKyMeHTalnbHOe noaTBepXxaeHune (BaJ'IMﬂ,aLI,I/Iﬂ) aHannMTn4eCkKnx MetToaukK, UcCnosrb3yemMblX MNpu
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

OCYLLECTBIIEHNM KOHTPONS KayecTBa hapmMaueBTUYecKon cybcTaHumnm;
M) pe3ynbsraThl aHanu3a cepui bapmaleBTUYeckon cybctaHumm;
H) NnepeYeHb CTaHAapTHbIX 06pa3uoB NN BELLECTB, MCMOMb3yeMbIX NPW OCYLLECTBIEHNN KOHTPOMS KayecTBa;
0) onucaHue XxapakTepUCTUK U CBOMCTB YNaKOBOYHbIX MaTepuaroB U yKyNOpOYHbIX CPeACTB;
n) gaHHble 0 cTabunbHOCTK hapMaLeBTUYECKON CybCcTaHLmu;
p) CPOK roOgHOCTY;

4) [OOKYMEHT, cofepXalluii CBeoeHUs O perucrpaumm npou3BOAWUTENS JNEeKapCTBEHHbIX CpeacTB Ans
MELMLUMHCKOrO MPUMEHEHMSI B KavyecTBe Hamnoronnatenblivka B CTpaHe perucTpauum (4ns  pOCCUMCKMX
IOPUANYECKUX NUL, - MAEHTUMUKALUMOHHBIN HOMep Hanoronnatenswmka (MHH), ona MHoCTpaHHbIX IopUanYecKmnX
My - cTpaHa perucTpauun, HauMeHOBaHWe pPEerucTpupyroLero opraHa, perncTpauuMoHHbIi HOMep, Kop
HarnoronnaTenbluMKa B CTpaHe permcrpaumm (MHKoprnopawuum) Ui ero aHaror).

(n. 4 BBegeH PenepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)
(4actb 2 B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pea. 13.07.2015))

3. [lna npoBegeHus aKCNepTu3bl KadecTBa yKasaHHOM B YacTu 1 HacTtoswen ctaTbm dapmaueBTUYeCcKon
cybcTaHuum 3aaBuTens NPeAcTaBnseT B YNONHOMOYEHHbIV dheaeparnbHbli OpraH NCNONHUTENBHOW BNACTW:

1) 3asBneHMe O BKMOYEHUNM B TOCYAAPCTBEHHbIA PEEeCcTp FeKapCTBEHHbIX CPeAcTB  OaHHOW
hapmaLneBTUYECKOM cybcTaHUuu;

2) KkonMuA [OOKYMEHTa, MoaTBEPXAAloLWero ynnaty rocyAapCTBEHHOW MOLWUMMHbI 3@  BKIKOYEHME B
rocy4apCTBEHHbIN PEeCcTp JeKapCTBEHHbIX CpeacTB hapmaueBTnyeckon cybcTaHumMM, MNpov3BEOEHHOW [Ons
peanusaumn, nNn6o0 NO COOCTBEHHOW WHULMATUBE YKa3aHHbI OOKYMEHT. B cnyvae ero HenpenctaBneHus
3aaBuUTENeM YMNONHOMOYEHHbIN defepanbHbI OpraH WCMNOMHUTENBHOWM BRAcTU npoBepseT akT ynnathbl
rocy4apCTBEHHOM NOLUMUHbI 3asiBUTENEM C UCMOMb30BaHMEM UHdopmaumm o6 ynnarte rocyaapCTBEHHOW MOLLSUHBI,
coaepxaueincs B [ocyaapcTBEHHON MHPOPMALIMOHHOW CUCTEME O rOCYAapCTBEHHbIX Y MyHULUUNAMNbHbIX NnaTexax,
Ha OCHOBaHMW NpeacTaBreHHOW 3asBUTENEM KOMuUUM AOKYMEHTa, noATBepXAaroLlero ynnaty rocygapcTBeHHOMU
MOLUSIWHBI;

(n. 2 B pea. PenepanbHoro 3akoHa oT 22.12.2014 N 429-93)

3) DOKYMEHTbI, yKa3aHHbIe B YacTW 2 HACTOSILLEN CTaTby;
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

4) 3asBneHne O Bblgaye paspeleHns Ha BBO3 B Poccuiickylo ®defepaunio KOHKPETHOW MNapTum
He3aperncTpMpoBaHHOIO NIEKaPCTBEHHOIO CPEACTBA, NPeAHA3HAYEeHHOro Ansl NPOBEAEHUS YKa3aHHOWM 3KCNepPTU3bI.
(n. 4 BBegeH ®enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

3.1. B cny4ae HenpeacTaBreHus C 3asBfIEHNEM O BKIIIOYEHWW B rOCYAapCTBEHHbIN peecTp feKapCTBEHHbIX
cpencTts hapmaueBTMHecKon cybcTaHUMM OOKYMEHTOB, NOATBEPXKAAIOWMNX YNaTy rocynapCTBEHHON MOLUMWHbI U
yKasaHHbIX B MyHKTe 2 YyacTu 3 HAcTOsILLeN CTaTby, a Takke BblAaBaeMblx (MpeaocTaBnsembiX) yNoIHOMOYEHHbIMU
denepanbHbIMU OpraHamMu UCMONHUTENBHOW BNAcTU AOKYMEHTOB (CBeAEHWI), YKa3aHHbIX B MyHKTax 1 U 2 yactu 2
HacTosILLeN cTaTbW, YNONMHOMOYEHHbIM heaepanbHbli OpraH MCMOMHUTENbHON BacTy 3anpaluvMBaeT yKa3aHHble
OOKYMEHTbI (CBeAeHWs) B NOpsiAKe MeXBeAOMCTBEHHOIO NMH(OPMaLMOHHOIO B3aMMOAENCTBUS.

(vacTb 3.1 BBegeHa PenepanbHbIM 3akoHOM OT 27.12.2019 N 478-03)

4. B TeyeHne gecatn paboumx OHEW CO OHS MPUHSATUSA 3asiBNEHUS O BKIOYEHMU yka3aHHOW B 4yactu 1
HacTosilen ctatbk apmaueBTM4ecKon cybCcTaHuuM B roCydapCTBEHHbIA PEECTP JIEKAPCTBEHHbLIX CPEACTB M
JOKYMEHTOB, NepeyvmcrieHHbIX B 4acTn 1 1 NyHKTe 2 YyacTn 3 HacTosLWwen cTaTbu, YNONMHOMOYEHHbIN hefeparnbHbii
opraH UCMNONHUTENBHOM BracTu:

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

1) NPOBOAMT MPOBEPKY MOIHOTbI ¥ JOCTOBEPHOCTU AaHHbIX, COAEPKaLLMXCS B MPEACTaBEHHbIX 3asBUTENEM
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

OOKYMEHTaXx;
(B peq. ®eapepanbHoro 3akoHa ot 25.11.2013 N 317-03)

2) NpUHUMAaET peLLeHne O HanpaBneHMM B 3KCNEepTHOE yupeXaeHue 3afaHus Ha NpoBedeHMEe 3KCNepTu3bl
KayecTBa yKasaHHOW B 4acTm 1 HacTodwen ctatbu hpapmaueBTuyeckon cybcraHumm unm o6 oTkase B TakoM
HanpaBneHuu;

3) yBeOOMMSET B SMEKTPOHHOM UMW NUCbMEHHOW hopMe 3asiBUTENS O MPUHATOM PELUEHMU UMK B criyyae
OTKasa C yKasaHWeM NPUYNH TaKoro oTkasa.
(B peq. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4.1. B cny4yae BbISIBNIEHNS1 HEOOCTOBEPHOCTU CBEAEHWI, coaepXaliuxcs B npeacTaBneHHbIX 3asiBUTENEM
MaTepuanax, yrnorHOMOYEHHbIV defepanbHbI opraH UCNONHUTENBHOWM BracTu HanpaBnseT 3asBUTEN0 3anpoc 06
YTOYHEHUM YyKasaHHbIX CBedeHwin. [laHHbli 3anpoc MoOXeT ObiTb nepedaH YnorHOMOYEHHOMY MpeacTaBUTENIo
3asBUTENS NIMYHO NOA PACMUCKY, HaMpaBneH no no4yTe 3akasHbIM MMCbMOM UMW NepeaaH B 3NeKTPoHHON dopme no
TEerNeKoMMYHUKaLMOHHbLIM KaHanaMm cBs3u. B cnyyae HanpaBneHUst AaHHOro 3anpoca Mo no4vTe 3akasHbiM NUCbMOM
OH cYMTaeTCcs Nony4YeHHbIM Mo UCTEYEHNM LLIECTU OHEN C AaTbl HAMpaBneHNs 3aKkasHoro NMcbma.

(yacTb 4.1 BBegeHa PeaepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

4.2. 3assutenb o064A3aH NpegcTaBUTb OTBET Ha 3anpoc  YMNONMHOMOYEHHOro deaepanbHOro opraHa
WCNOMHUTENBHOM BracTv B CPOK, He MpeBbIALWUN OeBAHOCTa paboynx AHEW CO AHS MNOMyYeHus LaHHOro
3anpoca. Cpok, yKasaHHbI B 4acTu 4 HacTOsILEN CTaTbW, NPUOCTAHABIIMBAETCSA CO OHSA HanpaBfieHUs 3asiBUTENHO
3anpoca YnosTHOMOYEeHHOro deaepanbHOro opraHa MCMONMHUTENbHOW BNacTM A0 AHS MOSTyYeHUs UM OTBETa Ha
OaHHbIN 3anpoc N He yYUTLIBAETCS NPU UCHUCIIEHMM CPOKa 3KCMNEePTU3bl KadecTBa papmMaLeBTUYECKOM CyOCcTaHLmu,
Heuncnosnb3yemMon Npu NPoOM3BOACTBE NleKapCTBEHHbIX NPenapaTos.

(yacTb 4.2 BBegeHa PeaepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

5. OcHoBaHMeM [And OTKasa B HanpasneHuuM B 3KCMEepTHOE YYpexaeHue 3afjaHus Ha npoBedeHue
9KCMepTM3bl KayecTBa YyKasaHHOW B 4actu 1 HacTtodwew ctatbu papmauesTnyeckon cybcrtaHuum aBnsieTcs
HenpeacTaBneHne [OKYMEHTOB, YKa3aHHbIX B 4acTW 2 HacToslen craTbl, OTCYTCTBUE WHOPMaLNK,
noaTBepxaarllen dakT ynnaTtbl rocyAapCTBEHHON MOLLMUHBLI 3a BKMYeHve dapMaueBTU4eckon cybctaHumu,
NnpousBedeHHON ANnA peanu3auun, B ToCyOapCTBEHHbIN pPEeecTp JeKapCTBEHHbIX CPeAcTB, HenpeacTasneHve
3asBUTENEeM B YCTAHOBMEHHLIN CPOK OTBETa Ha YKasaHHbIM B 4actu 4.1 HacTosWweWn cTaTbyu 3anpoc
YMONHOMOYEHHOro (pefepanbHOro opraHa WCMNOMHUTENbHOW BracTM WNUM  NPeAcTaBreHne [OKYMEHTOB, He
coepXallux ncyepnbiBatoLLero nepeyHs HeobxoaMMbIX CBEAEHUIA.

(4actb 5 B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-03)

6. B TeyeHve nATHaguaTM paboumx AHeW CO OHSA MOMyYeHUS peLleHUst YNOoNHOMOYEHHOro dyefaeparnbHOro
opraHa UCMOMHUTENbLHOW BNacTu O HanpaBeHUn B 3KCNEPTHOE yUYpexaeHue 3afaHus Ha NpoBeaeHne 3KCnepTusbl
KayecTBa yKka3aHHOM B 4acTu 1 HacTosien ctatby dhapmaueBTMHecKon cybcTaHuun 3asBUTENb NpeacTaBnser B
9KCNepTHOE YyupexaeHve AN NpoBedeHWs AaHHOW 3KcnepTusbl obpasubl dapmaueBTUYeckon cybGCcTaHumm B
Konunyectse, HeobGxoQMMOM AN BOCNPOU3BEAEHUS METOOOB KOHTPOSsS KavecTBa. OKCNepTHOEe yupexaeHue npu
nonyyeHun o6pasuoB yka3aHHOMW B 4acTm 1 HacTosiwen cTaTbu papmaueBTUyeckon cybcTaHuunM Bbloaet
3asBUTENMI0 AOKYMEHT, NOATBEPXAAIOLWUIA NoryyYeHne aTnx obpasuoB, U B CPOK, HE NMpeBbILLaWuA Tpex pabounx
OHEN, yBedOMMSET B 3NEKTPOHHOW WM MUCbMEHHON ¢opme 06 3TOM YMOMHOMOYEHHbIM hegepanbHbI OpraH
WCMOSTHUTENBHOW BNacTu. 3TV CPOKM HEe BKIKOYAKOTCA B CPOK NPOBEAEHUSA AaHHOW 3KCNepTU3bl.

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

7. ,D,OKyMeHTbI, nocTynueLLME B SKCNEpPTHOE y4pexaeHne and npoBeaeHua akCnepTu3bl Kad4ecTBa yKa3aHHOI7I
B 4Yactu 1 HacToswen cratbu (bapmaueBqueCKoPl Cy6CTaHLI,MM, nognexar BO3Bpaty B yﬂOJ'IHOMO‘-IeHHbIVI
cbep,epaanbll?l opraH MCNONHNTENBHOW BRacTu OAHOBPEMEHHO C 3aKIllo4YeHUAMU Mo pedylbratam I'IpOBe,El,eHHOVI
9KCNepPTU3bI.

8. B cpok, He nmpeBbIWaLWmMn NaT1 pabounx gHEN CO OHS MOyYeHMs 3aKMioYEeHUS KOMUCCUMM 9KCMepToB Mo
pesynbrataM 3KCMepTM3bl KayecTBa yKa3aHHOM B 4acTu 1 HacTosilen ctatby hapmaueBTMYeckon cybcTaHumm,
YMNOMHOMOYEHHbIN hefiepanbHbli OpraH UCNOMHUTENBHON BNACTU:

1) ocyLLEeCTBNAET OLIEHKY TAKOro 3aKYeHUs AN onpeaeneHns ero COoTBETCTBMSA 3afaHuio Ha NpoBedeHne
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

OaHHON OKCNepTn3bl;

2) npuHMMaeT pelleHWe O BKIIYEeHWM YKadaHHOW B 4acTu 1 HacTtoswen ctatbh dapmaueBTUYECKOn
cybcTaHuum B rocydapCTBEHHbIN peecTp NEeKapCTBEHHbIX CPEACTB UK peLleHne 06 oTkase B TakOM BKIOYEHWUN;

3) BHOCMT nNpW MPUHATAM pPELUEHUS O BKIIOYEHUW YKasaHHOW B 4Yactu 1 HacTosiwen crtatbu
dhapmaLeBTUYeCKor CcybCcTaHLMM B rOCy0apCTBEHHBIN peecTp NIEKapCTBEHHbIX CPEACTB NPEAYCMOTPEHHYIO YacTbio
2 ctatbh 33 Hactosiwero deaepanbHOro 3akoHa WHgopMauuMio M yBedoMNsAeT 06 3TOM B 3MEKTPOHHOM UMK
NMCbMeHHOM hopme 3asBuTens.

(B peq. ®epepanbHbIX 3akOHOB OT 22.12.2014 N 429-03, o1 27.12.2019 N 462-03)

9. OcHoBaHVMeM Ons OTKasa BO BKJIHOYEHUM yKaszaHHOM B 4YacTu 1 HacTosilwewn ctaTbu dhapmauleBTUYECKON
cybCcTaHUMM B rOCydapCTBEHHbIA pPeecTp NeKapCTBEHHbIX CPeACTB SIBMSIETCA 3aKMlYeHWe COOTBETCTBYHOLLEIO
YMNOITHOMOYEHHOIO heepanbHOr0 OpraHa WCMOMHUTENbHOWM BracTM O TOM, YTO Ka4yecTBO ¢hapmaueBTUYECKON
cybcTaHuMM He NoATBEPXKAEHO NONYYEHHLIMU AaHHBIMMU.

(4actb 9 BBegeHa PepepanbHbiM 3akoHoM oT 22.10.2014 N 313-93; B pea. PegepanbHoro 3akoHa ot 04.06.2018
N 140-$3)

10. He ponyckaetcsi BKMOYEHWE B TOCYOAPCTBEHHbLIN pPEECTP JeKapCTBEHHbIX CPeacTB  OOHOW
hapmaueBTMYECKOM CcybCcTaHuMn, nNpou3BeOeHHOW [fs peanusauum U BbiNyCKAEMOW OOHUM U TeM Xe
npoussoaunTenem, B BUae AByX 1 bonee peecTpoBbIX 3anuncen.

(yactb 10 BBegeHa PeneparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

11. BHeceHve W3MEHEHUN B [OKyMEHTbl Ha dapmaueBTM4eckylo cybCcTaHumioo, NPOW3BEAEHHY AN
peanu3aunMy 1 BKMIOYEHHYIO B rOCY4apCTBEHHbIN PEecTp NeKapCTBEHHbIX CPeAcTB, OCYLUECTBMASETCS B Nopsake,
yctaHoBneHHoMm cTtatbsamun 30 n 31 HacToswero PegepanbHOro 3akoHa, € ynnaTton rocydapCTBEHHOW MOLUMHbI,
npegycMOTpeHHOW 3akoHodaTenbcTBoM Poccuiickon ®egepaunm o Hanorax n céopax.

(vactb 11 BBegeHa PegepanbHbliM 3akOHOM OT 22.12.2014 N 429-93)

12. [onyckaetca o6palieHne dapmaueBTUYeckux cybcTaHumiA, Mpou3BedeHHbIX AN peanusauuv, B
TedeHMe CcTa BOCbMWAECATM [OHEW [0 MW NOocre MpUHATUSA  YMNONIHOMOYEHHbIM hbedepanbHbIM  OpraHom
NCMOMHUTENBbHOW BracTW pelueHUs O BHECEHUW U3MEHEHUIN B AOKYMeHTbl Ha dhapmaueBTMYecKyto cybcTaHuuio,
Npou3BedeHHY0 ONA peanu3aummn 1 BKNIOYEHHYH0 B rOCY4apCTBEHHbIV PeecTp nekapCTBEHHbIX CPEACTB.

(vactb 12 BBegeHa PegeparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)

13. PelueHne 06 UCKMOYEHUN U3 FrOCyAapCTBEHHOIO peecTpa NeKapCTBEHHbIX CPEACcTB hapMaLeBTUYECKOi
cy6GCTaHUMM, NpOM3BEAEHHON AnA peanusauuu, MPUHYMAETCA  YMOSTHOMOYEHHbIM doeaeparnbHbiM  OpraHoM
UCMOSHMUTENBHOWM BMAcTW B cryyae:

1) npencraBnieHna CoOoTBETCTBYHOLWWMM YNONTHOMOYEHHbIM cpe,qepaanbuvl opraHom WCMNOSTHUTENBHOW BRacTn
3aKn4yeHna o pucke unm 06 yrpose XusHu unm 300poBbHO YerioBeka nnbo XMBOTHOIO npmn ucnonb3oBaHUn
JleKapCTBEHHOIo cpeacTBa;

2) nogaun pa3paboTYMKOM flekapCTBEHHOTO CpeACcTBa UMK NpousBoanuTeNeM NekapcTBEHHONo cpeacTea Moo
YNONHOMOYEHHbIM UMW APYTMM HOPUONYECKUM NULOM 3asiBNeHMsl 06 UCKIOYEeHUN U3 rocydapCTBEHHOrO peecTpa
nNekapcTBEHHbIX cpeacTs dhapMaLeBThYeckon cybcTaHumMm, NpousBeaeHHON ANa peanusaumuy;

3) otcyTcTBMs hapmaueBTMYeckon cybcTaHumm, Npou3BEAEHHOW fns peanu3auuu, B obpalleHun B
Poccunckon ®egepaunm B Te4eHne Tpex 1 bonee rner.
(vacTb 13 BBegeHa PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

Crtatba 35. YTpaTtuna cuny ¢ 1 uronsa 2015 roaa. - PeaepanbHbin 3akoH oT 22.12.2014 N 429-P3.

CrtaTtbsa 36. OGxanoBaHue pelleHUs 06 OTKase B Bblgaye paspelleHusi Ha NpoBeAeHUe KIUHUYEeCKOro
uccrneaoBaHUA reKapCcTBeHHOro Mnpenapata, pelieHust o6 oTkase B FocyAapCTBEHHOM perucrpauuu
NleKapCTBEHHOro npenapaTta, 3aKfl4YeHUss KOMWUCCUM IKCNEePTOB 3IKCMEPTHOro YuUpeXaeHus Wnu
3aKnYEeHUsA coBeTa No 3TUkKe

(B peq. PenepanbHoro 3akoHa o1 22.12.2014 N 429-03)
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

PelueHne cooTBeTCTBYIOLLENO YNOIHOMOYEHHOro oeeparbHOro opraHa UCNOMHMTENBHOM BracTn o6 oTkase
B BblJaye paspeLleHVsl Ha NpOBEAEHUE KIMHUYECKOTO WCCNEeAOBaHMS JeKapCTBEHHOro npenapara, pelueHve
yKasaHHOro dpeagepanbHOro opraHa MWCMOnHUTENbHOW BnacTm o6 oOTka3e B roCygapCTBEHHOW permcrpauuu
neKapCTBEHHOro npenapara, 3akitoYeHne KOMUCCUMN SKCNEPTOB AKCNEPTHOIO YUYPEXOEHNS UNK 3aKIioYeHne coBeTa
no 9Tuke MoxeT ObITb 0BXamnoBaHO B Mopsiike, YCTAHOBMEHHOM 3akoHoaaTenbCcTBoMm Poccuiickon denepaumn.
3aknioyeHne KOMUCCUM 3KCMEPTOB IKCMEPTHOTO YUPEXKAEHNS O B3aNMO3aMEHAEMOCTN NEKapCTBEHHbIX NpenapaTos
ONs MeOUUUHCKOro npumMeHeHnsa nnbo o TOM, YTO NeKapCTBEHHbIM npenapart Ang MeauLMHCKOro NpUMEHeEHUst He
ABMSETCA B3aMMO3aMeHSIeMbIM, MOXET ObiTb ObxanoBaHO AepXatenem unu Bnagensuem perncTpaumMoHHOro
YOOCTOBEPEHMS NEKapCTBEHHONO npenapara B YNONHOMOYEHHbIN deaepanbHbli OpraH UCMOSNHUTENBbHOW BriacTy,
KOTOPbIA MPUBMEKAET K PacCMOTPEHUIO YyKa3aHHOW anobbl NOABEAOMCTBEHHbIE €My HayyHble OpraHm3aumn u
obpasoBaTenbHble OpraHn3aLun BbiCLLErO 06pa3oBaHUSA, OCYLLECTBASIOWME OeATeNbHOCTb B cdepe obpalleHus
NeKapCTBEHHbIX CPEeACTB. 3aKkioYeHNe KOMUCCUM SKCNEPTOB IKCMEPTHOIO YUYpEXAEeHUs!, 0POPMIIEHHOE MO UTOramM
nepecmotpa 06)karnoBaHHOIO 3aKMYEeHUs1 3KCnepTa, MOXET OblTb OCMOpPEeHO AepXarenem Wnv BhagenbLem
pervcTpaumMoHHOro YOOCTOBEPEHUS NEKAPCTBEHHOIO npenapara NMbo ynorHOMOYEHHbIM VMU NINLOM B MOpPSAKeE,
yCTaHOBNeHHOM 3akoHopaTenscTBoMm Poccuickon degepaummn. [Npun obxanoBaHWM pelleHns YNorHOMOYEHHOro
denepancHOro opraHa MCMONHUTENBbHOW BNACTW, 3aKMOYEHUs 3KCmepTa UM KOMUCCUWM 3KCMEPTOB 3KCMEPTHOrO
yupexaeHus, 3akriovyeHWs coBeTa MO 3TUMKe AepxaTtefb WAM Briagenel perncTpauyMoHHOro yAoCTOBEpeHus
neKapCcTBEHHOro npenapara nubo yrnorHOMOYEHHOE WMMW MNWLO BrpaBe NPeACTaBUTb pesynbraTbl 3KCNEepTUsbl
NeKapCTBEHHOro npenapara, NPOTOKOSMbl MOMYyYEHHbIX aKKpPeAUTOBAHHLIMW UCMbITAaTENbHBIMKU NabopaTtopusmm
(ueHTpamm) pe3ynsTaToB UCCeqoBaHWUA, UCNbITAHWNA.
(B pen. ®PenepanbHoro 3akoHa ot 27.12.2019 N 475-93)

Ctatba 37. WHdopmauusa, cBssaHHas C OCYLIECTB/IeHMEM T[OCYAapCTBEHHOW perncrpauuu
neKkapcTBeHHbIX MNpenapaToB, MH(pOpPMaLMsi O 3aperMCTPUPOBAHHbLIX JieKapCTBEHHbIX MNpenapaTax W
nekapcTBeHHbIX NpenapaTax, UCKIIOUYEeHHbIX U3 rocyAapCTBEHHOro peecTpa JiekapCTBeHHbIX CPeacTB

1. CoOTBETCTBYIOLUMNIA YNOMHOMOYEHHbIN edepanbHbli OpraH WUCMOMHUTENbHOW BNacTM pasMellaer Ha
cBoeM oduumansHOM cante B cetu "MHTepHeT" MHdopmaumio, CBA3aHHYIO C OCYLLECTBMEHMEM roCyAapCTBEHHOM
perncTpaumM nekapcTBEHHbIX NpenapaToB, B TOM YuCNe MNpoBefeHWEM 3KCNepTu3bl NeKapCTBEHHbIX CPEeACTB
(Bknodan pesynsraTtbl €e NpoBedeHUs), MHAOPMaLMIO O 3aperMcTPUpPOBaHHbIX MEeKapCTBEHHbIX MpenapaTax u
nekapcTBeHHbIX rnpenaparax, UCKIMYEHHbIX U3 rocy4apCTBEHHOIO peecTpa fieKapCTBEHHbIX CPeACTB, He Mo3gHee
YeM yepes3 NATb paboumx AHEW CO AHSA MOMyyYeHWs YNONHOMOYEHHbIM bedeparnbHbIM OpraHOM MCMONMHUTENBHON
B1acTW COOTBETCTBYIOLLEN UHDOPMALINN.

(B peq. ®epepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-03, o1 02.08.2019 N 297-03)

2. Cpoku 1 NOpsiAoK pasMeLleHns yka3aHHOW B YacTu 1 HacTosLWen ctaTbu MHpopMauun ycTaHaBnmneawTCs
YMNOITHOMOYEHHbIM  dbefeparnbHbIM  OpraHoM UMCronHuTenbHon Bractu. WHdopmaumsa, ykasaHHasa B 4actn 1
HacTosILen cTaTbW, SABMASETCS OTKPbITOM U OOLIeAOCTYNHOW U NpedoCTaBnseTcs 3aMHTepecoBaHHbIM nuuam B
COOTBETCTBUM C 3akoHodaTenbcTBOM Poccuiickon ®egepaumm.

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

Maea 7. KMIMHWYECKUE UCCNEONOBAHUA NNEKAPCTBEHHbIX
MNPENAPATOB AnA MEOAULUMHCKOIO NPUMEHEHUA, AOTOBOP
OB UX MPOBEAEHWU, NMPABA NALUMEHTOB, YHACTBYIOLWNX
B 3TUX UCCINEAOBAHUAX

CtatbAa 38. KnuHuuyeckume unccnefoBaHusi reKapCTBEeHHbIX nNpenapaTtoB AnA MeAWLMHCKOro
npUMeHeHust

1. KnnHnyeckne mccnegoBaHus NeKapCcTBEHHbIX NpenapaToB AN MEAULMHCKOIO MPUMEHEHUS, B TOM Yucne
MEeXOyHapoOHble MHOMOLEHTPOBLIE, MHOIOLIEHTPOBbLIE, MOCTPErNCTPaAUMOHHbIE, MNPOBOAATCS B OOHOW WU
HECKOSNbKNX MEeOULMHCKMX OpraHM3auusix B COOTBETCTBUM C NpaBuiaMy Haanexailen KIMHUYECKOW MpPaKTUKW,
YTBEPXAEHHBIMW  YMONMHOMOYEHHBIM  befeparnbHbiM  OpraHoOM  MCMOSHUTENbHOW BNacTW, COOTBETCTBEHHO B
cneayoLwmx Uensx:

(B peq. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

1) ycTaHoBrneHWe 6e30MacHOCTV JleKapCTBEHHbIX MpenapaTtoB Ans 340POBbIX A0OPOBOMbLEB U (MNn)
NepeHOCUMOCTM WX 300POBbIMM [AOOPOBOMbLAMM, 33 WCKIIOYEHUEM TakMX WCCNEAOBaHWUA NeKapCTBEHHbIX
npenapaToB, NPou3BeAEHHbIX 3a Npeaenamu Poccuiickon Geaepaunu;

2) nogbop onTMMarnbHbIX [O03MPOBOK JIEKAPCTBEHHOrO Mpenapata M Kypca nevYeHust Ans nauuMeHToB C
onpepeneHHbiM  3aboneeBaHveM, OMNTUMAlbHbIX 403 W CXEM  BaKUMHAUMM  UMMYHOBMOMOrM4eckummu
neKkapcTBEHHbIMM NpenapaTaMu 340poBbIX 4OOPOBOSbLEB;

3) yctaHoBneHne 6e30nacHOCTM NEeKapCTBEHHOro npenapata u ero apgeKkTUBHOCTM ANs NauMeHToB C
onpefgeneHHbIM 3abonesaHnem, npodunNakTU4eckon 3aPMPEKTUBHOCTY UMMYHOBUONOrNMYECKUX NEeKapCTBEHHbIX
npenapaToB st 300POBbIX AO0OPOBONbLEB;

4) n3yvyeHne BO3MOXHOCTU pacLunpeHund nokasaHun gns MeamuUUHCKOro NpUMEeHeHNA 1N BbIABIIEHNA paHee
HEN3BECTHbIX NOOOYHbIX AENCTBUI 3aperncTpnpoBaHHbIX NIEKAapPCTBEHHbIX NMpenaparos.

2. B OTHOWeEHUN BOCMPOU3BEAEHHbIX FEKApCTBEHHbIX MpenapaTtoB Ans MEAULMHCKOro NpUMEHEeHUs
NpoOBOAATCH WCCNeaoBaHMs OUO3IKBMBANEHTHOCTM W (MNU) TepaneBTUYECKOW SKBMBaNEHTHOCTU B MOPSAkKe,
YCTaHOBNEHHOM YNOMHOMOYEHHbIM dheaepanbHbIM OpraHOM UCTIONMHUTENBHOW BiacTu.

3. OpranaaLl,mo npoeegeHna KrnnmHn4ecknx nccnegoBaHui JIeKapCTBEHHOro npenapara gna MeguumHCKOro
NnpUMEeHEeHusA BnpaBe OCYLWECTBNATb:

1) pa3paboTymnk nekapcTBEHHOro npenapara Uy ynoriHOMOY€HHOE UM NULO;

2) obpasoBaTefnbHble  OpraHusauMyM  BbicWiero  obpasoBaHWsl,  OpraHuM3auMuM  OOMNONHUTENbHOro
npodeccroHanbLHoOro 06pasoBaHus;
(n. 2 B peq. PepepansHoro 3akoHa ot 02.07.2013 N 185-03)

3) Hay4HO-MccregoBaTenbCKMe opraHmsaguu.

4. KnuHnyeckne nccrneqoBaHuUs nekapCTBEHHOMO npenapara Ans MeavMuuHCKOro MpuMeHeHust MpoBOAATCSA Ha
OCHOBaHWUM paspeLleHns Ha MpoBedeHME KIMHMYECKOTO WUCCNeoBaHWsl NeKapCTBEHHOMO npenaparta, BblgaHHOro
YMONIHOMOYEHHbIM hbeaeparnbHbIM OpraHoM WCMONMHUTENBHOW BRAAcTU. YMNONMHOMOYEHHbIN doedepanbHbIi opraH
WCMONMHUTENBHON BnacTy BedeT PeecTp BbiAaHHbIX pa3pelleHuMin Ha NpoBedeHMe KIMMHUYECKUX WcCcrieaoBaHun
NeKapCTBEHHOIO npenaparta, CogepXalluMi yKasaHue Ha WX Lenb UMM Lenu, B YCTAHOBMEHHOM 3TMM OpraHoM
nopsigke.

(B peq. ®epepanbHbIx 3akOHOB OT 22.12.2014 N 429-03, ot 13.07.2015 N 241-03)

5. YTpatun cuny ¢ 1 uiona 2015 roga. - PegepansHblid 3akoH 0T 22.12.2014 N 429-03.

6. K opraH13aumu npoBeeHUst KIMHUYECKNX UCCreqoBaHUI NEKAapCTBEHHOIO Npenapara Anst MeanLMHCKOro
NpUMeEHEHNsT pa3paboTyYNKOM FEeKapCTBEHHOMO npenapara MOryT MpUBMEKaTbCs topuandeckne nuua nobdow
OpraHM3aLMOHHO-NPaBoBON (POpMbI MpK yCroBun obecneveHns COOTBETCTBUS ITUX MUCCReaoBaHUA TpeboBaHMAM
HacTosilero ®efepanbHOro 3akoHa.

KoHcynbraHTlnoc: npumeyaHue.

B HacTosilee BpeMsi AeCTBYOLLMM 3aKOHOOATENBCTBOM HE YCTAaHOBMEH NOPAOOK akKpeauTaumm MeguumnHCKnX
opraHvM3auui Ha npaBo MNPOBEAEHUSI KIMHUYECKUX WCCRedoBaHWA NeKapCTBEHHbIX MpenapatoB Ans
MeauunHckoro npumeHerus. o 01.01.2021 gencreoano MoctaHoBneHue lNMpasutensctea PO ot 03.09.2010
N 683.

7. KnnuHnyeckune nccnenoBaHus NekapCTBEHHbIX NMpenapaToB 415 MEeANLMHCKOro NPUMEHEHNs NPOBOAATCH B
MEOVLMHCKUX OpraHn3aumsix, akkpeguTOBaHHbIX YMOMHOMOYEHHbIM defepanbHbiM OpraHoM WCMOMHUTENBHOM
BMacTu B nopsiike, yctaHosneHHoM [NpasutensctBoMm Poccuiickon denepaLmm.

8. lNepeyeHb MeOMLMHCKMX OpraHusauuii, UMEWUX MpaBo MNPOBOAUTL KIIMHUYECKME WCCREenoBaHUS
NeKapCTBEHHbIX MpenapaToB AN MeQULMHCKOTO NMPUMEHEHWs!, U PeecTp BbiAaHHbIX pa3peLleHnid Ha NpoBeaeHue
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

KNMMHUYECKUX UCCNEOOBAHUN NeKapCTBEHHbIX NpenapaTtoB onybrnMKOBLIBAOTCA M pa3MeLLaTcsa YNONMHOMOYEHHbIM
dhenepanbHbIM OpraHoOM UCMOMHUTENBHOW BNAcTy B YCTAHOBIIEHHOM UM MopsigKe Ha CBoeM oduumnanbHOM canTe B
cetn "NIHTepHeT".

Cratbsa 39. PewweHne o npoBeaeHUN KNMHUYECKOro UCCenoBaHUA NeKapCTBEHHOro npenapara Aans
MeaAULMHCKOro NpuMeHeHus
(B peq. PegepanbHoro 3akoHa o1 22.12.2014 N 429-03)

1. KnuHnyeckoe nccnegosaHune NeKapCTBEHHOIOo npenapara anda MeanmumnmHCKoOro npuMmeHeHna npoBognTca Ha
OCHOBaHUKM pa3peleHna Ha npoBeaeHne KIMHU4YeCcKoro unccrnegoBaHuda JNekapCTBeHHOIo npenapara, BblAaHHOIo
YNOJTHOMOY€EHHbIM cbep,epaanblM opraHom WCMOMHUTENbHON BRacTn no pe3ynbrataMm 3KCNepTnu3bl OOKYMEHTOB,
HeobxoamMbIX Ans nonyyeHuna paspeweHnda Ha nposegeHne KrmMHU4eckoro uccrnengoBaHuna JneKkapCTBeHHOro
npenapara un 3TUYECKON 9KCNepTn3bl.

2. [Insi nonyyeHusi paspeLleHnst Ha NpPoBeAeHMe KIMHUYECKOro UCCNEeNOBaHNS NEKApPCTBEHHOIO npenapara
ANs MEOMUMHCKOrO MPUMEHEHUs 3asiBUTENb NpeacTaBnsieT B YNOMHOMOYEHHbIM  degepanbHbll  opraH
NCMOMHUTENBbHOM BNacTu:

1) 3adaB/ieHne O Bblaa4ye pa3peleHnAa Ha npoBegeHune KIMHUYeCKOro uccnegoBaHuA JekapCcTBEeHHOro
npenapara anda MmegmumHCKOro npuMeHeHu4;

2) KONuWM OOKYMEHTOB, MOATBEPXKOAIOLWMX ynnaTy rocyAapCTBEHHOW MOLWMMHBLI 3a NPOBEAEHNE 3TUYECKON
3KCMEepTM3bl, IKCNEPTU3bl JOKYMEHTOB Ha NeKapCTBEHHbIM npenapart A58 NofyYeHns pa3peLleHns Ha nposegeHune
KMMHMYECKOro WCCredoBaHUSA JieKapCTBEHHOro npenapata  Ans  MEeAUUMHCKOrO NPUMMEHeHWs, 3a Bblgady
paspelleHns Ha MpoBedeHMe KIMHUYECKOro WCCReAOBaHUs NeKapCTBEHHOro npenapara AN MeguuUMHCKOro
NpUMeHeHnsl, 3a NpoBedeHNe 3KCNepTM3bl AOKYMEHTOB Ha NeKapCTBEHHbIN npenapart A5 NonyyYeHns paspeLleHus
Ha npoBedeHVe MeXOyHapOAHOro MHOMOLEHTPOBOMO KIMHWYECKOro MCCredoBaHusi fiekapCTBEHHOro npenaparta
ANns MedVLUHCKOTO MPUMEHEHWs, 3a BblAayy pas3pelleHns Ha MpoBeAeHVe MeXAYHapOOHOro MHOrOLEHTPOBOro
KMMHWYECKOro MCCefoBaHWs flekapCTBEHHOro npenaparta Ans MeaWUMHCKOrO MpPUMEHEHMWs, 3a npoBedeHue
3TMYECKOWN 3KCNepTU3bl, IKCMEPTM3bl JOKYMEHTOB Ha feKapCTBEHHbIN npenapar Ans MnofnyvyeHus paspeLleHns Ha
npoBegeHne NoCTPErMcTPaLUMOHHOIO KNMHUYECKOTO CCeqoBaHNs NekapCTBEHHOro npenapara Ans MeauuUMHCKOro
NMPMMEHeHWsl, 3a Bblgayy paspelleHns Ha npoBedeHue MOCTPErucTPauMOHHONO KAMHUYECKOro MccregoBaHus
nekapCcTBEHHOro npenapara Ans MeguuUHCKOro NPUMEHEHNS;

(B pea. ®PepepanbHoro 3akoHa ot 27.12.2019 N 478-93)

3) NPOTOKOI KNMHWYECKOrO UCCNefoBaHUSA NeKapCTBEHHOMO Npenapara Ans MeguuUHCKOro NpUMEHEHNS;
4) 6poLutopy nccnegosarens;
5) nHOpMaLIMOHHBIA NNCTOK NaLUEHTa;

6) cBegeHunst o6 onbiTe paboTbl MccnegoBaTenen MO COOTBETCTBYHOLLMM CMeunanbHOCTSIM M UX OnbiTe
paboTbl NO MPOBEAEHMIO KITMHUYECKMX NCCIELOBaHNN;

7) cBegeHMss O MEeOUUMHCKUX OpraHu3aumsx, B KOTOpbIX Mpeanornaraercsi npoBefeHWe KIMHUYECKOro
nccrnefoBaHns  FIekapCTBEHHOrNO npenapata  Ans  MEeOUUUHCKOrO MNpUMeEHeHWst (MOMHOEe U COKpalleHHoe
HaMMeHOBaHWsi, OpraHU3aLnoOHHO-NpPaBoBas PopMa, MECTO HAXOXAEHUS U MECTO OCYLLECTBMNEHUSI OEeATENBHOCTY,
TenedoH, Tenedakc, aapec ANEKTPOHHON NOYThl KaXXA0W MEAMULIMHCKON opraHm3auun);

8) cBeageHMss O MpeanonaraembiXx CpoOKax MPOBEAEHUs KMMHUYECKOro WCCrenoBaHus NeKkapcTBEHHOro
npenapara ans MeguLMHCKOro NpuMeHeHus;

9) KOnun goroBopa 06s3aTenbHOro CTpaxoBaHuA, 3aKri4YeHHOro B COOTBETCTBUMN C TUMOBbIMKU NMpaBuiamMmiu
obs13aTenbHOro CTpaxoBaHusa, C yKadaHuem npep,eanon YNUCNEHHOCTUN NauynueHToB, y4aCTBYHOLWMX B KITMHNYECKOM
nccnegoBaHuM nekapCTBeHHOro npenapara agnda MmeanumnHCKOro npuMeHeHus,

10) nHcpopmaLmio 0 cocTaBe NnekapCTBEHHOIO Npenapara Anst MEAULMHCKOTO NMPUMEHEHWS;
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

11 ) OOKYMEHT, COCTaBJIEHHbIN npon3soauTerniem nekapCTtBeHHOro npenapara gna megunumuHCKoro npuMmeHeHnA
n co,qep>|<au.|,|/||7| nokasarenu (XapaKTepI/ICTVIKVI), a TaKXke cBegeHnda O JieKapCTBeHHOM npenaparte and
MeanUMNHCKOro npumMmeHeHuna, npom3seaeHHom ana nposeaeHna KnmMHN4YeCcKnx nccnegoBaHui;

12) cBegeHuss o pJdaTe nNpPefoCTaBneHWss U PerncTpauuMoHHOM HOMEpe fMLUEH3MM Ha MpOou3BOACTBO
NeKapCTBEHHbIX CPEACTB B Criydae, €Cnu NPOM3BOACTBO JIEKAPCTBEHHOrO rMpenapaTta OCYLUEeCTBMsETCA B
Poccuiickon ®epepaummn, Unu ceefeHnss 0 gate NpefocTaBlieHUss U perMcTpauMoHHOM HOMEpPE 3aKIoveHust o
COOTBETCTBMM  NPOM3BOAMTENS  JIEKAPCTBEHHOrO  npenapata  TpebGoBaHMsSIM  MpaBun  Haanexaiuei
NMPOWU3BOACTBEHHOW  MPaKTUKW, MNPEOOCTaBMEHHOMO  YMNOMHOMOYEHHbIM  OpPraHoOM  CTpaHbl  NPOU3BOAUTENS
neKkapcTBEHHOro npenapara.

(B peq. ®epepanbHbix 3akoHOB oT 04.06.2018 N 140-93, o1 27.12.2019 N 478-03)

2.1. B cnyyae HenpeactaBneHus ¢ 3asiBNEHMEM O Bblaye paspelleHus Ha NpoBedeHue KIMHUYECKOro
UCCneaoBaHWs NEKapCTBEHHOro npenapata  Ans  MeOUUMHCKOrO MPUMMEHEHUS OOKYMEHTOB (CBegeHun),
NOATBEPXOAWMNX ynnaTy rocyaapCTBEHHON MOLUMMHbI U YKa3aHHbIX B MyHKTE 2 4acTu 2 HacTodAwen ctatbu, a
Takke BblaBaeMblx (MpesocTaBnsieMblX) YNOMHOMOYEHHbIMU ddeaepanbHbIMU OpraHamMn UCNOMNHUTENbHOW BnacTu
OOKYMEHTOB (CBEeAEHWI), YKa3aHHbIX B NyHKTEe 12 yacTu 2 HacTosIWEN CTaTbu, YNONMHOMOYEHHbIM hegepanbHbIn
OpraH UCMOMHUTENbHOW BRacTU 3anpallvBaeT yKa3aHHble JOKYMEHThI (CBEAEHUs) B NoOpsaKe MEXBEOOMCTBEHHOIO
NMH(OPMALIMOHHOIO B3aMOLENCTBMSA.

(yactb 2.1 BBegeHa PeneparnbHbIM 3akoHOM OT 27.12.2019 N 478-93)

3. B cpok, He npeBblwaoWmn nATn pabounx OHEN CO AHS MPUHATUS yKa3aHHOro B nyHkTe 1 yactm 2
HacTosiLen CcTaTbuM 3asABneHus W HeoOXOAMMbIX [OKYMEHTOB, YMOMHOMOYEHHbIM dedepanbHbli  OpraH
NCMOMHUTENbHON BNacTu:

1) npoBoOUT NpPOBEPKY TMOMHOTbl W [OOCTOBEPHOCTU CBEAEHW, COAEpXaluMxcs B NpeAcTaBreHHbIX
3asBUTENEM JOKYMEHTaX;

2) npuHMUMaeT peweHne o npoBedeHUN JIKCNepTusbl OOKYMEHTOB A5id NOoJlyYeHUdA paspelleHnda Ha
npoeegeHne KIMHU4YeCKoro wuccriegoBaHna nekapCTBeHHOro npenapara and MeaunuuHCKOro npumMeHeHusa u
3TUYECKOWN 9KCNEePTU3bl UNn 00 oTKase B npoBeneHnn yKa3aHHbIX 3KCNepTns;

3) yBeooMnsieT B 3NEKTPOHHON hopMe unu Ha ByMakHOM HocuTene 3asBUTENS O MPUHATOM peLleHun nmbo
B CNyyae NpuHATUS pelleHnst 06 oTkase Takke C yKkazaHMeM NPUYMH Takoro oTkasa;

4) noarotTaBnMBaeT N HanNpaBlideT B 3KCNEPTHOE y4pexaeHune n COBEeT NOo 3TUKe 3aaHue Ha npoBegeHune
COOTBETCTBYHLUMX 3KCNEepTuns.

4. B cny4ae BbISIBMEHUS HEMNOMHOTbI M (MNWM) HEAOCTOBEPHOCTM MHAOpPMaLun, codepxallencs B
npeacTaBneHHbIX 3asiBUTENneM [OOKYMeHTax, YMOMHOMOMYEHHbIN beaepanbHbll OpraH WUCMONHUTENbHOW BRacTu
HanpasnsdeT 3adABUTEnNto 3anpoc 06 yTOYHEHUM yKasaHHOW MHdopMauun. [aHHbIN 3anpoc MoXeT ObiTb nepepaH
YNOITHOMOYEHHOMY NPEeACTaBUTENIO 3asiBUTENS FIMYHO MNOA PacnucKy, HanpasneH rno noyTe 3akasHbIM NMMCbLMOM UIu
nepefaH B AreKTPOHHOM (hopme No TenekoOMMYHMKaLMOHHBIM KaHanam cBsasu. B cnyyae HanpasneHws gaHHoro
3anpoca Mo noyTe 3aka3HbIM MUCbMOM OH CYMATAETCA MOMyYEHHbIM MO WCTEYEHUW LWeCcTU AHen ¢ Aathbl
HanpaeneHus 3akasHoro nucbMa. 3asBuTenb o00s3aH MpeacTaBUTb OTBET Ha 3anpoc  YMOMHOMOYEHHOro
denepanbHOro opraHa MCNOMHUTENBHOWM BMAacT B CPOK, HE MPEeBbILIAOLWMIA AeBAHOCTa pabounx gHeN Co OHS ero
nonyyeHns. CpokK, ykasaHHbIW B 4acTM 3 HaCTOsILLEeW cTaTbW, NPUOCTAHABNMBAETCA CO [OHSA HarpasreHus
3as8BUTENIO 3anpoca YMNOoNHOMOYEHHOro hefepanbHOro opraHa WUCNOMHUTENLHOM BRacTu A0 OHA MOMyYeHus UM
COOTBETCTBYIOLLENO OTBETA U HE YUYUTLIBAETCA NPU UCHUCTIEHNU CPOKa NPUHATUSA YNONHOMOYEHHBIM heaeparbHbIM
OpraHoM UCMOSTHUTENBHOW BNacTu peLleHns O NPoBEAEHUN 3KCNEePTU3bl AOKYMEHTOB AN NofnyvYeHus paspeLueHus
Ha NpoBefeHWe KITMHUYECKOro UccnefoBaHns nekapcTBeHHOro npenapaTa ansg MeauumHCKOro npuMeHeHus.

5. OcHoBaHveM Onsa oTkas3a B nposeneHnn 3KCNepTu3bl OOKYMEHTOB OJ1d NOofydYeHua paspelleHna Ha
npoeegeHne KIMHU4YeCKoro uccriegoBaHna nekapCTBeHHOro npenapara and MeaunuuHCKOro npumMeHeHua wu
3TUYECKOWN JKCNepTU3bl ABNAETCA npencrasneHne JOKyMEeHTOB, NpeyCMOTPEHHbIX 4YacTbio 2 HacTosien cTatby, B
HenonHoM obGbeme, HenpeacrtaBneHne 3adaBuTernemMm B yCTaHOBﬂeHHbIVI CpPpOK OTBeTa Ha yKESaHHbIVI B yactm 4
HacTosLen ctaTbm 3anpoc ynoJiIHOMO4YeHHOro cbep,epaanoro opraHa NCMONMHUTENbHOW BNacTu NnMbo OTCyTCTBUE B
npencraBfieHHbIX JOKYMEHTax ncyepnbiBaroLero nepeyHa HeobxoamMmon MH(*)OpMaLI,MM nnn I/IH(bOpMaLI,MM, KOoTOopas
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

JOKHa OblTb OTpaXeHa B HUX, a Takke OTCYTCTBME WHOpMauuu, noATBepXaatowWwen akT ynnatbl
rocyAapCTBEHHONM MOLMMHBI 3a NPOBEAEHNE STUYECKOW IKCMEPTU3bl, IKCNEPTM3bl JOKYMEHTOB Ha JeKapCTBEHHbIN
npenapart Ans NonyYeHusl paspeLlleHnsl Ha NpoBedeHNe KIIMHUYECKOro UCcCcriefoBaHusl JiIekapCTBEHHOO npenapara
ONs MeOMUMHCKOTrO MPUMEHEHUsl, 3a Bblgadyy paspelleHusl Ha npoBedeHWe KIMHWYEeCKOro WccregoBaHust
neKkapcTBEHHOro npenaparta Ons MeOUUMHCKOrO MPUMEHEHUS, 3a NPOBEAEHME IKCMepTU3bl [OKYMEHTOB Ha
neKkapcTBEHHbI NpenapaTt Ans MofyyYeHus paspelleHust Ha MpoBedeHWe MeXOyHapOAHOro MHOMOLEHTPOBOIO
KMMHMYECKOrO WCCreOoBaHUs JleKapCTBEHHOrO npenapata  Ans  MEeOUUMHCKOro MNpUMMEHeHWsl, 3a Bblaavy
paspelleHnst Ha NpoBedeHne MexAyHapoAHOr0 MHOTOLEHTPOBOMO KIMMHUYECKOro UCCreaoBaHUs nekapCcTBEHHOro
npenapara ans MeaMUMHCKOro NPpUMEHEHUs!, 3a NPOoBeaeHMEe STUYECKON 3KCMEepTH3bl, IKCNEPTU3bl JOKYMEHTOB Ha
NeKapCTBEHHbIN MpenapaT Ans noflyYeHust paspelleHnst Ha MpoBeAeHUe NOCTPErncTPaLMOHHOMO KIMHUYECKOTO
nccrnefoBaHUsl NEeKapCTBEHHOro npenapaTta afs MEeQUUMHCKOrO TMNPUMEHEHWs, 3a Bblgadvy paspelleHust Ha
npoBeAeHNe NOCTPErMCTPALIMOHHOIO KITMHUYECKOTO UCCIEAoBaHUS NEKAPCTBEHHOMO Npenapara Ans MeanLMHCKOro
NpUMeHeHusl.

6. lNpoBeneHne akcnepTMsbl AOKYMEHTOB [Af1S1 MOMyYEeHUs paspeLlleHns Ha npoBedeHUE KMMHUYECKOro
UCCnedoBaHWs NEKapCTBEHHOrO npenapata  Ang  MeOMUMHCKOTO MPUMEHEHUS M 3TUYECKOW 3KCNepTusbl,
COCTaBMEHNE KOMUCCUEN IKCMEPTOB M COBETOM MO ITUKE 3aKMOYEHUA O BO3MOXHOCTU WUIIM HEBO3MOXHOCTMU
NpoBeAeHNs TakOro KMMHMYECKOr0 WCCNEedOBaHWs W HanpaBneHue 3TUX 3aKIYeHMA B YNONHOMOYEHHbIV
denepanbHbIi opraH MCNOMHUTENBHOM BACTU OCYLLECTBATCA B CPOK, HE MPEeBbILLAWMA Tpuguatm pado4umx
OHEN CO [HS MOMyYeHUs1 3KCMEPTHbIM y4pexAeHVemM 3adaHusa YMoNHOMOYEHHOro heaepanbHOro opraHa
WCMOSTHUTENbHOW BRacTu C NPUIOXEHNEM OOKYMEHTOB, YKasaHHbIX B nyHkTax 3, 4, 10 n 11 yactu 2 HacTosLen
cTaTbW, U COBETOM MO 3TWKE 3aJaHus YMONHOMOYEHHOro doefdepanbHOro opraHa WCMOMHWUTENbHOW BriacTu C
NPUIOXEHNEM LOKYMEHTOB, YKa3aHHbIX B NMyHKTax 3 - 6, 8 1 9 yacTu 2 HacTosILen cTaTbu.

7. B cpok, He npeBbllWaLWni AT paboumx OHeW CO AHSA MOMyYeHUs 3aKmioYeHUN, YKasaHHbIX B YacTu 6
HacTosILLEeN CTaTbm, YNOMHOMOYEHHbIN dedepanbHbIn OpraH UCMOMHUTENBHON BracTu:

1) ocyulecTBndAeTr OUEeHKY NOoCTynuBLUnX 3aKn4eHnn ans onpeaeneHnda nx CcooTBeTCTBUA 3adaHUAM Ha
npoeseaeHne CoOoTBETCTBYHOLLMX 3KCNEPTUI;

2) npuHMMaeT peweHne O Bbloa4vye paspelwleHna Ha npoBedeHune KIMHUYEeCKOoro wuccnegoBaHuA
NleKapCTBEHHOro npenaparta anda MeanuynHCKoro npuMmeHeHna mnnm 00 oTkase B Bblgaye YKa3aHHOro paspeLlieHuns;

3) BblOAET paspelleHne Ha nposeaeHne KIMMHU4YeCKOoro umccrieqoBaHuda JekapCTBeHHOro npenaparta and
MeONUNHCKOro npuMeHeHuna munnm pelueHume 06 oTkase B Bblgaye YKa3aHHOro paspelweHunda C ykasaHnem npuydmnH
OTKasa.

8. OcHoBaHMeM pfnsi oTKasa B Bblgaye paspewieHna Ha nposegeHne KInHU4eckoro wuccneagoBaHuA
NleKapCTBeHHOro npenaparta anda MeaunuunHCKOro rnpuMeHeHUA dBnAeTcA Hanndme 3aknioy4eHnda KOMUCCUn
9QKCNEPTOB WIIN 3aKIik4YeHua coBeTa Mo 3TUKe O HEeBO3MOXHOCTU MnpoBedeHUA KIMMHUYEeCKOro wumccriegoBaHus
NleKapCTBEHHOro npenapara Aand MeaOuUuMHCKOro npuMeHeHuda no pesynbrataMm MnpoBeAeHHbIX 3KCNepTus,
npenycMoTpeHHbIX YacTblo 6 HacTosLeln cTaTbu.

9. PelueHune o6 oTkase B NpOBEAEHUN KCNEPTU3bl JOKYMEHTOB A1 MOMYyYEHUS paspeLleHnst Ha NpoBeaeHne
KITMHNYECKOrO UCCNEeAOoBaHUSA JeKapCTBEHHOrO npenapata Ans MEeOULUHCKOTO MPUMEHEHUS U 3TUYECKOM
3KCMepTU3bl U B Bbldaye paspelleHnss Ha NpoBedeHMEe KIMHMYECKOrO UCCIefoBaHWs fIeKapCTBEHHOMO npenapara
ONs MeOULUMHCKOrO MpUMeHeHust MoxeT ObiTb obanoBaHO B MOpsiake, YCTaHOBMEHHOM 3akOHOAATENbCTBOM
Poccuinckon denepaunn.

Cratbsa 39.1. Tn4eckasn akcnepTmusa
(BBegeHa deneparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

1. OTnyeckasa JKCneptnsa npoBoauTCcA COBETOM MO 3TUKe, Cco3daHHbIM B nMopdAgke, YCTaHOBIIEHHOM
YNOJTHOMOYEHHbIM cbe,qepaanbnvl opraHom WCMNONHUTENBHON BNACTK, B LENsSX Bblgaun 3aknoveHus 06 aTuyeckon
060CHOBAHHOCTM BO3MOXHOCTU npoBegeHna KInMHMYeCKoro wuccriegoBaHna JekapCTBEHHOIo npenaparta Aand
MeONLUNHCKOro NnpumMeHeHus.

2. 3KCI'IepTaMI/I coBeTa no J3TUKE MOryT ObITb npegcrasutTenn MeanunHCKuUX opransau,MVl, Hay4HbIX
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

OpFaHMSaLLMVI, 06paaoBaTeanb|x OpFaHMSaLlVIVI BbICLUEIO O6pa3OBaHMﬂ, a Takxke npencrasutenmn 00LEeCTBEHHbIX
OpFaHMSaLLMVI, PENMUTNMO3HbIX OpI'aHI/I3aLJ,VIl7I n cpencrte MaccOBOW VIHCbOpMaLI.VIVI. [aHHble 9KCNepTbl HE AOJIKHbI
HaxoOUTbCA B KaKoW-nMbo 3aBMCUMOCTU OT paSpa6OT‘-IVIKOB NIeKapCTBEHHbIX MNpenapatoB W AOpyrnx nud,
3auHTepeCOBaHHbIX B pedynbratax 3TUYECKON OKCNepPTU3bl.

3. Onnarta ycnyr 3KCnepToB COBEeTa MO 3TMKE OCYLUECTBMSETCA Ha OCHOBaHWUW [AOroBOpa, 3aKMOYEHHOro
MeXay YNOSIHOMOYEHHbIM deepanbHbIM OpraHOM WMCMOSIHUTENBHOW BacTu, KOTOPbIM CO3[aH COBET MO 3TUKE, U
3KCMepToOM coOBeTa MO 3TUKe, 3a CYET OHMKETHbIX aCCUIHOBaHUW, NPEAYCMOTPEHHbIX YMNONTHOMOYEHHOMY
degepanbHOMy opraHy UCMNOMHUTENbHOM BRacTh, KOTOPbIM CO34aH COBET MO 3TWKe, B deaeparnbHOM bogKeTe Ha
COOTBETCTBYIOLUMIA rog Ha obecrnevyeHue ero OesTenbHOCTW, B pas3mepax, YCTaHOBIEHHbIX [1paBUTENbCTBOM
Poccuinckon ®egepauun.

4. JkcnepTbl COBETA MO 3TMKE HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKoHoAaTenbCTBoM Poccuickom
degepauun.

5. CoctaB coBeTa Nno 3TuKe, NonoxeHme ob 3ToM CcoBeTe, nopAOoK ero aeAtTeribHOCTH, Tpe6OBaHM9| K
KBaJ'II/I(*)VIKaLI,I/IVI n onbiTy pa6OTbI no SKCI'IepTHOI7I OUEeHKe Hay4HbIX, MeONUMNHCKUX W J3TUYECKNUX acCreKkToB
KITMHUYECKMX MCCreaoBaHuin NNIeKapCTBEHHbIX MpenapartoB And MeOUUMHCKOro npuMeHeHud, npeabsaBideMble K
3KCneptam coBeTa Nno 3Tuke, NopAaaoK opraHm3aunun n npoeseneHunsa 3TU4ECKOMN 9KCNepTus3hbl, dopma 3aKnoyeHus
coBeTa MNo 3TUKe yCTaHaBnMBaKTCA YMNOJTHOMOYEHHbIM (be,El,epaJ'leblM opraHomMm McnonHuTenbHoM Bnactu. Ymcno
I'IpeﬂCTaBI/ITeJ'IeVI MeaNLMNHCKNX opraHmsau,mVl He MOXEeT npeBbilaTtb NONTOBUHY OT obwero yncna 9KCNepToB coBeTa
Nno 3TUKe.

6. lhdhopMaLmsa o coctaBe coBeTa No aTuKe, NraHax ero padoTbl U TeKyLLEen 4eATENbHOCTU pa3MeLLaeTcsa Ha
odmumanbHOM canTe YNosIHOMOYEHHOro defepanbHOro opraHa MCMNOMHUTENBHOW Bnactu B ceTu "WHTepHeT" B
YCTaHOBIEHHOM UM MOpPsiaKe.

Cratba 40. [lpoBegeHMe KIUHUYECKOrO WUCCNeAOBaHUSA JIeKapCTBEHHOro nmnpenaparta Ansa
MegUUMNHCKOro npuMeHeHus

1. PykoBoguTenb MEOULUHCKOW OpraHusaumy, KoTopasi MpoBOOAUT  KIMHMYECKOE  uccrnegoBaHue
NeKapCTBEHHOro npenaparta Ans MeauLMHCKOro NMpPUMEHEHUs, HasHavaeT uccrnegoBaTensi, OTBETCTBEHHOIO 3a
NnpoBefeHNe TaKoro WUCCNeaoBaHUS U MMetoLlero nevyebHyto cneumanbHOCTb, COOTBETCTBYIOLLYHO MPOBOAVMOMY
KNMMHUYECKOMY WUCCReOBaHMIO JIEKapCTBEHHOMO Mpenapara, Co CTaXem paboTbl Mo nporpaMMaM KIMHUYECKUX
NCCNEeAOBaHUA JeKapCTBEHHLIX MPEnapaTtoB He MeHee 4YeM Tpu roga M MO €ero npeanoXeHuo HasHadvaet
cowvccriegoBarenen 13 Ynucna Bpaden 3Ton MeanuMHCKOM opraHn3aumu.

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

2. NccnepoBaTtenb OCYLLECTBNSET BbIOOP NauMeHTOB, KOTOPbIE MO MEAULMHCKMM MoKasaHusiM MoryT ObiTb
MpVBreYeHbl K Yy4acTMiO B KIMHWYECKOM WCCNEAOBaHMM NeKapCTBEHHOro npenapata Ansi MeauUMHCKOro
NPUMEHEHMS.

3. WccneposaTens n couccnegoBateny AOMKHbI OblTb O3HAKOMIEHbI C pe3ynsTaTaMu OOKIMHUYECKOTO
nccnefoBaHUsi NekapcTBEHHOIO CPeACcTBa, cofepXalmmucs B Gpolutope nccrnenosatens, MPOeKTOM MpoTokona
KMMHMYECKOr0 WCCNefoBaHUs ekapCTBEHHOro npenaparta Ans MeOUUMHCKOrO MPUMEHeHUsi, pa3paboTaHHbIM
pa3paboTyYMKOM NEKAPCTBEHHOrO npenaparta UM UHbIM PUANYECKMM NULOM, NPUBMAEKaeMbIM K opraHu3auum
NpoOBEAEHNsT KIMUHWYECKOrO WCCREeAOBaHUs JIeKapCTBEHHOIO npenapaTta Ansg MeAVMUUHCKOrO NPUMEHEHUs, ©
ApyruMy matepuvanamm Takoro MccrneoBaHusl.

3.1. PykoBogutenb MeOMUMHCKOW OpraHu3aLuu B CPOK, He MpeBbILLAWMIN Tpex pabounx OHen co OHSA
Ha4yana nNpoBeAeHUs KITMHUYECKOro UCCneaoBaHUs fiekapCcTBEHHOro npenapata aons MeauUMHCKOro NpuUMeHeHus,
coobuwiaer o6 3TOM B YNONHOMOYEHHbIN ddefepanbHbli OpraH UCMOMHUTENLHOW BNAacTW, BblAABLUMIA pa3peLueHne
Ha NpoBeAeHne Takoro uccnegoBaHnd, No yCTaHOBIEHHOW UM (hopMme.

(vactb 3.1 BBegeHa PeagepanbHbiM 3akoHOM OT 29.11.2010 N 313-$3)

4. OpFaHI/I3aLI,I/IM, ocyuiecTensaoumne opraHmsauunto npoBegeHunsa KINMNHNYECKOro ncenenoBaHunA
NeKkapCTBeHHOro npenapara gnda MeauumHCKOro npmMmeHeHumda M ykasaHHble B 4acTu 3 ctatbu 38 HacTosLero
d)e/:l,epaanoro 3aKOHa, B Cly4ae HeobX04MMOCTN BHECEHUS NUBMEHEHWI B MNPOTOKOI KITMHNYEeCKOro nccnenoBaHuaA
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

NeKapCTBEHHOIO npenapata AN MeOULMHCKOTO NpUMeHeHWst coobuwalTr 06 3TOM B YNMOMHOMOYEHHbIN
cdhenepanbHbI OpraH UCMOMHUTENBHOW BRacTu, BbiAABLUMIA paspeLlleHne Ha NpoBeAEeHNe Takoro nccregoBsaHuns, no
YCTaHOBMNEHHOW UM (hopme.

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

4.1. CDopma COOOLLEHNSA O BHECEHUN N3MEHEHWI B NPOTOKOJT KIMTMHNYECKOIo nccnenoBaHua nekapCcrtBeHHOoro
npenapara and MegmumnmHCKOro npuMeHeHna goJpKHa coaepiKaTtb crnegytowimne ceegeHuns:

1) HanmeHoBaHue, NaeHTUPUKALNOHHBIA HOMEP U AaTa NPOTOKoNa KNMHNYECKOro NCCcrneqoBaHus;
2) nata BHECEHNS U3MEHEHUIN B MPOTOKOS KITMHUYECKOIO NCCNeaoBaHus;
3) HaUMEHOBaHNE N MECTO HaXOXAEHWS 3asiBUTENS;

4) HaMeHOBaHWe opraHu3auun, NPMBNEYEHHON pa3paboTuMKOM NekapCcTBEHHOro npenapara K opraHusauum
nNpoBeaeHNs KNMHUYECKOro UCCrneqoBaHns (Mpu Hanmuum);

5) HanMmeHoBaHNA N MeCTa HaxoxXaeHusa MmeanuunHCKNX opraHM3au,vu7|, B KOTOPbIX MPOBOAUNTCA KITMHNYECKOoeE
nccnegoBsaHue;

6) narta Bbla4vu paspelieHna Ha npoBeeHne KnnmHn4eckoro nccrnengoBaHna n HOoMep 3Toro paspellueHuns;

7) N3MEHEHUs1, BHOCUMbIE B NPOTOKON KIMHUYECKOTO NCCeaoBaHmsl.
(yactb 4.1 BBegeHa PeaepanbHbiM 3akoHoM OT 11.10.2010 N 271-$3)

5. B cpok, He npeBbIalowmn Tpuauatn paboumx gHen Co AHsS NOMyYeHNs YKasaHHOro B 4acTu 4 HacTosLeN
cTatby COOOLLEHMs, YNOMHOMOYEHHbIN heaepanbHbii OpraH WCMOMHUTENbHOW BAAacTM paccMaTpuBaeT 3To
coobLleHne B YCTAHOBMEHHOM WM MOPSAKEe WM MPUHUMAET pelleHUne O BHECEHWM W3MEHEHWA B MPOTOKON
KMMHUYECKOTO MCCreaoBaHus fnekapCTBEHHOro npenaparta Ans MeavuMHCKOro MpuMeHeHus unu o6 oTkase BO
BHECEHUW TaKMX M3MeHeHuN. Npu paccmoTpeHun coobLueHns 0 HeobxoaNMOCTU BHECEHUSI U3MEHEHMWIN B MPOTOKON
KMMHMYECKOro MCCnedoBaHUs NeKapCTBEHHOro npenaparta And MeaWMUMHCKOTO MPUMEHEHUS B LEnsX OLEHKU
060CHOBaHHOCTW NpegnaraeMbiX U3MEHEeHWA W onpegeneHus CTerneHn pucka Ans NauMeHToB, MPUHMMAaIOLLMX
yyacTme B KIMHUYECKMX WMCCNegoBaHusX, YNONHOMOYEHHbIM degepanbHbiM OpraHoM MCMOMHUTENbHOW BRacTu
MOryT MPUBNEKaTbLCHA IKCNEPTbI COBETA MO 3TUKE.

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

6. KnuHunyeckoe nccneqoBaHve nekapcTBEHHOro npenapaTta Anst MegULMHCKOrO NPUMEHEHUS MOXET ObITb
NPUOCTAHOBMNEHO WUNU NpPeKpaLleHo, ecrnn B MpoLecce ero npoBefeHuss obHapyXeHa OnacHOCTb ANl KU3HMW,
300poBbs NaumeHToB. B crnyvyae BO3HMKHOBEHUSA OMACHOCTWU ANSA XWU3HW, 340POBbS NauueHTa, y4yacTBYHOLLEro B
KNMUHUYECKOM UCCneaoBaHMU fekapCcTBEHHOro npenaparta Ansg MeauUMHCKOro MnpUMeEHeHus, uccnegosaTtenu
0653aHbl NponHdOopMNPOBaTh 00 3TOM PYKOBOAMTENS MEOULMHCKON OpraHm3auun U opraHn3auuio, nonyyuBLIyiO
paspeLleHne ynonHOMoYeHHoro deaepanbHOro opraHa WCMNOMHUTENbHOM BNacTW Ha opraHW3auuio NpoBedeHUst
KNMUHUYECKOro UCCnedoBaHUSA NekapCTBEHHOro npenaparta. PelleHve o0 NpvOCTaHOBNEHUUM  KIMHUYECKOro
UCcnefoBaHWS NEKapCTBEHHOro npenapara Ans  MeAWUMHCKOro MPUMEHEHUSI MPUHUMAKOT  PYKOBOAUTENb
MEOVLMVHCKON opraHm3auun u (Mnu) opraHusauusi, nonydvelIas paspelleHre YNorTHOMOYEHHOro dheaepanbHOro
opraHa WCMNONHUTENbHOW BMACTM Ha OpraHM3aumio NPOBEAEHUSA KIIMHMYECKOro UCCreaoBaHUs fneKkapCTBEHHOro
npenapata Ansa MeguuMHCKOrO MPUMEHEHUs, pelleHne O npekpaweHUun Takoro WccneoBaHus npuUHUMaeT
YMNOIMTHOMOYEHHbIN dheepanbHbii OpraH WCMOMHUTENBHOM BNAacTU Ha OCHOBaHUWM COOOLLEHMS B MUCbMEHHON
dopMe pykoBoaAUTENA MEAULMHCKON OpraHM3aumm nnu opraHu3aums, nonyvmeLlas paspeLleHne ynoraHOMOYEHHOro
befepanbHOro opraHa MCMNONMHUTENbHOW BracTM Ha OpraHusauuio NPoBeAEeHUs! KIMHUYECKOro uccneaoBaHus
nekapcTBEHHOro npenapata Ang MeauumHCKOro npUMeHeHus.

7. B cpok, He npeBblwawWwuin natM pabounmx AHEN CO [HA 3aBepLleHus, NPUOCTaAHOBIEHWS UMK
npekpaLwleHs KIMHUYEeCKOro UCCrnegoBaHus NekapCTBEHHOro npenapata Ans MeauuuHCKOro NpUMeHeHus,
cooOueHne 00 STOM HampaensieTcs OpraHM3auusiMM, ykasaHHbiIMM B 4Yactu 3 cTatbuM 38 HacTosLlero
depepanbHOro 3akoHa, B YNOMHOMOYEHHbIN dheaeparnbHbI OpraH UCMONTHUTENBHON BNACTU MO YCTAHOBIIEHHOW UM

dopme.
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

8. <Dopma coobueHuns o 3aBepLleHnn, NpnuocTaHoBIIEHUN U NMpeKpaweHUn KIMHNYeCcKoro nccrnegoBaHuA
JleKapCTBEHHOro npenapara gna MeguumHCKOro npuMmeHeHna OormKHa coaepxxartb:

1) nHdopMauUMiO O MEOULUHCKOW OpraHm3aumm uUnm MeguuuHCKUX OopraHusauusax, NpoBOAMBLUMX AaHHOEe
nccrnegoBaHue;

2) onncaHmne gaHHoro nccnenoBaHuA;

3) paHHble wuccneposatenda (pamumnuga, uMsi, 0TYeCTBO, MecCcTO paboThl, 3aHMMaemas [OOMKHOCTb,
crneumanbHOCTb, CTax paboTbl MO MporpaMmmamM  KIMHUYECKMX WCCMEedOBaHWA NeKapCTBEHHbIX Mpenaparos,
nepeveHb KNMHUYECKNX UCCNEAOBaHNA NEKapCTBEHHbIX NpenapaToB, B KOTOPbIX OH NpUHMMan yyactue (nepvogbl
y4acTus) B Ka4ecTBe nccrnegoBartens unm couccnegoBartens);

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

4) pesynbraT OaHHOTO UCCnegoBaHWs (3aBeplueHve, MPUOCTaHOBMEHWE WNU npekpalleHne [aHHOro
nuccrnegoBaHMs C ykasaHmem MX NPUYUH UM BAMSIHAS Ha OLUEHKY ero pesynbraToB, OOyl OUEeHKy pucka u
oXugaemon nonb3bl OT MPUMEHEHUs MCCreQyeMoro neKkapCTBEHHOro npenapaTta, a Takke npegnonaraemMble
AanbHevwne 4encTems).

8.1. lMNpu BbIsBNEHMM denepanbHbiM OPraHOM WCMNOSIHUTENbHOW BRAACTWU, OCYLLUECTBASAOWMNM (YHKLMM MO
KOHTPOIIO U Haas3opy B cdpepe 34paBOOXPAHEHUs, HapyLLEeHW NpaBuIl Hagnexawen KIMHUYECKOW NPakTUKKU npu
NPOBEAEHNM KIMHWYECKOro WCCregoBaHMsA feKapCTBEHHOro npenapata, BAWAIOWMX Ha MOMHOTY M (Mnu)
[OCTOBEPHOCTb AaHHOTO KIMMHNYECKOro UCCNENOBaHUs, YKa3aHHbIN deaeparnbHbIi opraH UCMONMHUTENBHOW BracTu
npuocTaHaBnMBaeT nposefeHne OaHHOIo KIMHUYECKOro NccnefoBaHus 1 BLIHOCUT MEAULIMHCKOW opraHusauun, B
KOTOPON MNpPOBOAMTCA [AaHHOE KIMHUYEeCKoe WCCnegoBaHue, npegnucaHne o6 yCTpaHeHUM  BbISIBIIEHHbIX
HapyweHun. [Npu HeycTpaHEeHMM MEAMUUHCKON OpraHv3aumen BbISIBNEHHbIX HapyleHWA B YCTAHOBMEHHbIA B
npeanMcaHum CpoK yKasaHHbIM  bedepanbHbll  OpraH  UCMOMHUTENbHOMW BRacTM MPUHMMAaET pelleHne o
npekpalweHMn npoBEAEHUS KMMHUYECKOrO WCCNEedOBaHUSA NeKapCTBEHHOro npenapara W HanpasnseTr B
denepanbHbIi OpraH MCNOMHMTENbBHOM BRacT, OCYLECTBAAWNA (YHKUUMM No BbipaboTke M peanu3auuu
rocyfapcTBEHHOW MOMUTUKM N HOPMAaTUBHO-NPaBOBOMY PEryrnvpoBaHuio B cpepe 30paBoOOXpaHEHUs, 3aKnioveHne
O BbISBMEHUN NpPU NPOBEAEHUU [OAHHOTO KIMHUYECKOro WCCNEAOBaHUA HapyLleHWn npasBun Haanexaiewn
KMMHWYECKOW NPaKTUKN ANs NPUHATUS pelleHnss 06 oTMeHe paspeLleHnst Ha opraHusauuio NpoBedeHuss AaHHOro
KNMWUHWUYECKOTO UCCrefoBaHWs C AaTtbl NPUHATUS PeLleHus O MNPUOCTAHOBIIEHUU MPOBEOEHUS KITMHUYECKOro
nccrefoBaHusa nNekapcTBEHHOro npenapara.

(vacTb 8.1 B pea. ®epepanbHoro 3akoHa ot 13.07.2015 N 241-03)

9. YnomHomMoueHHbIN dedepanbHbI opraH MCNOMHUTENbHOW BNacTu onybrnvMkoBbIBAET M pasMellaer Ha
cBoeM odmumnansHoOMm cante B ceTn "VIHTepHeT" cooblieHre 0 3aBepLUeHUn, MPUOCTAHOBAEHUN UNKU NPeKpaLLeHnm
KNMWHUYECKOTO MCCreaoBaHUa feKkapCcTBEHHOro npenapara Ans  MeauuMHCKOro MPUMEHEHMS B CpPOK, He
NpeBbILIALWMI NATM pabounx AHEW CO OHSA ero NofnyyYeHus, B yCTaHOBIIEHHOM MM MOPSIAKE.

10. YnonHomoueHHbI deaepanbHbii opraH UCNONHUTENbLHOW BMNacTh OCYLLECTBNSET BeAeHue peecTpa
nccneposartenen, NPoBOAALWLMX NN NPOBOAMBLUNX KITMHUYECKME UCCNeaoBaHUSA NeKapCTBEHHbIX npenapaTosB A
MEOULUHCKOTO NPUMEHEHWNs!, B COOTBETCTBUN C YTBEPXAEHHbIMW UM NpaBunamu v pasMellaeT ero Ha CBOeM
oduuymnansHom cante B ceTu "WIHTepHeT" B YCTAHOBMNEHHOM WM MoOpsAKe. YKasaHHbI peecTp COAEepPXUT
NMHpopMaumio, NpegyCMOTPEHHYIO MYHKTOM 3 YacTu 8 HacTosLen cTaTby.

11. OT4eT O pesynbratax KMNMHUYECKOrO WCCMEeoBaHWS feKapCTBEHHOro npenapara Ans MeaumuuHCKOro
NPUMEHEHUs COCTaBNSAETCH OpraHu3aumen, ykasaHHon B Yactu 3 ctatbn 38 HacTosiwero PefeparnbHOro 3akoHa, Ha
OCHOBaHWWN 3aKMioYeHNn MeOMLMHCKUX OpraHusauuii, nNpoBOAMUBLUMX 3TO UCCNedoBaHWe, W npeacraBnsieTcs B
YMNOIMTHOMOYEHHLIN beaeparnbHbIi OpraH UCNOMNHUTENBHOW BNAacTu, BblAaBLUMIA pa3peLlleHne Ha npoBeadeHue 3Toro
nccnefoBaHWsl, B CPOK, He MpeBblllaloWnni TpeX MecsueB CO [AHS ero 3aBeplUueHusi, MPUOCTaAHOBIIEHUA WU
npekpaLleHus, B nopsake, yCTaHOBNEHHOM YNOMHOMOYEHHbBIM befieparibHbIM OpraHoOM UCMONHUTENBLHOW BNacTu.

12. HapylueHune npaBun Hagnexalen KnMHU4YecKon npakTuku, danbcudunkaums pesynsratoB KNMHUYECKOro
nccrnegoBaHnsa NekapcTBEHHOIo npenapara Anst MeaULMHCKOro NpUMEHeHUs BNeEKYT 3a cobOoW OTBETCTBEHHOCTL B
COOTBETCTBUM C 3akoHoAaTenbLcTBOM Poccuiickon denepavmm.

(B peq. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)
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13. lpu npoBedeHUn KAMHWYECKOrO WCCNEAoBaHWUSA IEeKapCTBEHHOro npenapata Ans MeguuMHCKOro
npuMeHeHns gonyckaercs 3abop y nauneHToB buonornyecknx matepmanos (obpasubl 6MONOrMYecKmx XMaKocTen,
TKaHeW, CeKPeToB M MPOAYKTOB XM3HEeAeATeNIbHOCTU YernoBeka, (oU3nMonormiyecknx 1 naTonormyecknx BolgeneHun,
Ma3KoB, COCKOOOB, CMbIBOB, MWKPOOPraHM3MOB, OVOMNCUMHLIM MaTepuan) Ans UX u3ydeHns B Poccuinckon
depepauun n (unu) 3a npegenamu Poccunckon degepaumn.

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

14. Tlopsagok BBo3a B Poccuitckyito Pepepaumto M BbiBO3a 3a npegensl Poccunckon ®Pepepaunn
OMONOrMYecknx MaTepuanoB, MOMYYEHHbIX MPU MPOBEAEHUM KIMHUYECKOTO WCCNEeAOBaHUSA JeKapCTBEHHOIO
npenaparta ans MeauumHCKoro npumeHeHnsi, yctaHaenuaaetcs [NpaButenbctBoM Poccuiickon degepaumu.

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

CraTtbsa 41. [loroBop 0 NnpoBeAeHUN KINMHUYECKOro UCCriegOoBaHUA NeKapCTBEHHOro npenapara ans
MeAULUNHCKOro npumMmeHeHuns

1. KnnHnyeckoe 1ccnegosaHne nekapCcTBEHHOMo npenapara ans MeauUUHCKOro NPMMEHEHUs NPOBOAMTCA B
COOTBETCTBMM C [OTOBOPOM O MPOBEAEHMM KIMHWYECKOro MWCCNeqoBaHua NeKkapCcTBEHHOro npenaparta Aans
MeOULIMHCKOrO NPUMEHEHUS, 3aKMioYaeMbiM MEXAy opraHusauueit, NonyymslLei paspeLleHne YNonHOMOYEHHOo
denepanbHOro opraHa WCMOMHUTENLHOW BMAacTU Ha OpraHu3auuilo MNpoBEedeHUA Takoro WccnenoBaHus, W
MeOMLMHCKON opraHu3alumnei, ocyLecTBNAILLEN NPoBeAeHNe Takoro nccrnenoBaHus.

2. ﬂOFOBOp O npoBegeHun KrnHM4ecCcKoro uccregoBaHua nekapCcTtBeHHOro npenapara anda MeaumuuHCKOro
NnpuMeHeHna OOJMKeH coaepXXaTb:

1) YCInoBUuA n CPoKM npoBeaeHnAa gaHHoOro nccnegoBaHuA,

2) onpegeneHve obWwen CTOMMOCTM MNpPOrpaMmbl  OAHHOMO WCCMNEAOBaHWSA C  yKa3aHMeM CyMMbl,
npegHasHavatoLwwencs Ans BeinnaTt uccriegoBatensm, COMCCneaoBaTensm;

3) onpepeneHne ¢opMbl NPEOCTaBMEHNsT Pe3ynbTaToB [AaHHOMO WCCNedoBaHWUs B YNOMHOMOYEHHbIN
denepanbHbI OpraH UCNOMHUTENBHOM BRAacTu.

Ctatba 42. ®uHaHcoBoOe obGecrneyeHue KIIMHUYECKOro MuccriefgoBaHuUA NNeKapCTBeHHOro npenaparta
AnA MeAUUUNHCKOro npyumMmeHeHuns

duHaHcoBoe obecneveHne KIMHUYECKOro UccnenoBaHus NeKapCTBeHHOro npenapara gna mMmeguumHCKoro
npnMeHeHNAa OCYLLEeCTBIAETCA 3a CHeT.

1) cpencTB cbegepanbHoro GompkeTa;

2) cpefcTB opraHuM3auuin, Nomy4YmMBLUNX paspeLleHre Ha opraHM3aunto NpoBEAEeHUS OAHHOIO MCCrenoBaHus,
B COOTBETCTBUM C YCINOBUSIMI JOrOBOPA O €ro NPOBEAEHUN;

3) MHbIX He 3anpeLLeHHbIX 3akoHoaaTenLcTBOM Poccuiickon degeparmm UCTOYHUKOB.

Crtatba 43. npaBa nauynMeHToB, y4acTBywOWUX B KIIMHW4YEeCKOM uUcCcrnenooBaHUN neKapCTBeHHOro
npenaparta gna meguuyMHCKOro npumeHeHuns

1. Yyactve nauueHToB B KIMHWUYECKOM MWCCReaoBaHuu J1eKapCTBEHHOro npenapara Ana meanuunHcKoro
NpUMeHeHNAa ABNAETCA ,ElO6pOBOﬂbeIM.

2. MauneHT nnu ero 3aKOoHHbIN NpeacTaBUTENb AOMMKEH ObiTb MHHOPMMPOBAH B MMCbMEHHOW hopMe:

1) O NnekapCTBeHHOM npenapare and MeauunHCKOro npuMmeHeHna n CyuwHOCTU KITMHNYEeCKOro nccrengosaHuaA
9TOro J1eKapCTBEHHOIO npenaparta,

2) o 6esonacHOCTM feKapCTBEHHOro npenapara Ans MeOUUMHCKOTO MPUMEHEHWS, ero OXuaaemow
3 PEKTUBHOCTU M CTEMEHU pUCKa ANA NAUUEHTa;
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3) 00 yCrnoBudax y4yactua nauuneHta B KIIMHUYECKOM WCClregoBaHUM JieKapCTBEHHOro rnpenapara and
MeaNUNHCKOro npuMeHeHnA;

4) O uenn mnn uendax n npoaosnKUTenbHOCTU KIMMHNYECKOro nccrneaoBaHnAa nekapCcTtBeHHOro npenapara and
MeanUnHCKOro npuMeHeHunA;,;

5) 0 mencTBMSIX NauMeHTa B criyyae HenpeaBuaeHHbIX 3¢pdeKTOB BNUSIHWUSA NEeKapCTBEHHOMO Npenaparta Ans
MeOULIMHCKOIO NMPUMEHEHWST Ha COCTOSIHWE €ro 340POBbS;

6) 06 ycnoBusx 06a3aTenbHOr0 CTpaxoBaHUA XN3HW, 300POBbS NALMEHTa;

7) O rapaHTuax KOHd)VIﬂeHLI,VIaJ'IbHOCTVI ydactnd nadueHta B KIMTMHUYEeCKOM uccriegoBaHun nekapCTtBeHHOro
npenapara anda MmegmumHCKOro npumMmeHeHus4.

3. [obpoBonbHOe cornacuMe nauuMeHTa Ha yyacTue B KIWMHWYECKOM WCCNeAoBaHMU JeKapCTBEHHOro
npenaparta ons MeaMUUHCKOrO NPUMEHEHUs MOATBEPXOAETCS €ro MOAMWCHI0 UMW MOAMUCHID €ro 3aKOHHOro
npeactaBuTenNst Ha MHPOPMAaLMOHHOM NIUCTKE NauneHTa.

4. TlauMeHT WM ero 3aKOHHbIN npeancrtasuTeNnlb UMeEeT npaBo OTKa3aTbCA OT y4dactua B KITMHU4YE€CKOM
nccnegosaHnM nekapcTtBeHHOro npenapara gna MeguumHCKOro npuMeHeHua Ha nobon cragum npoeeneHus
TaKoro nccriegoBaHus.

5. NpoBegeHne KNMHNYECKOrO NCCrefoBaHNs NeKapCTBEHHOIO npenapaTa Ans MeguuUHCKOro NPpUMEHEHUs ¢
y4yacTMeM B KayecTBe MauMeHTOB AeTen OOoMyCcKaeTCsl TONMbKO C cornacus B NMCbMEHHOW hopme ux poautenen,
ycbiHOBUTENEN. [JeTn MoryT paccMaTpuBaTbCA B KayecTBe MOTEHUMarnbHbIX MaUMEHTOB Takoro MCCriegoBaHus,
TONbKO €Cnn ero NpoBeAeHne HeobXxoauMOo AN YKPENeHns 340Pp0Bbst AeTEN UM NPOdUNaKTUKN UHPEKLMOHHBIX
3aboneBaHnin B OETCKOM Bo3pacTe NMbO ecnv Lenbilo Takoro MCCneaoBaHUsi SBNSIETCS MOflydeHMe OaHHbIX O
Haunydlen JO3MPOBKE FIeKapCTBEHHOIO npenapara Ans nevyenus geten. B atux cnydasx Takomy mccriefoBaHuio
OOIMKHO MpeawecTBoBaTb KNMHUYECKOe WCCredoBaHWe JeKapCTBEHHOro npenapata  Aans  MeauuuHCKOro
NPUMEHEHNSA HA COBEPLUEHHOMNETHUX rpaXkgaHax, 3a UCKIOYEHNEM Cry4vaeB, €CNU UCCNEeAYEMbIA NEKapCTBEHHbIN
npenapatr  gns  MEOWUMHCKOrO  MPUMEHEHUs  NpedHasHavyeH  UCKMIYUTENbHO  ANs  MCMONb30BaHUs
HeCOoBEpPLUEHHONETHUMU rpaxgaHamu.

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

6. 3anpeu.|,aeTC$| npoBegeHne KrnmHn4ecKkoro nccnegoBsaHna nekapcTtBeHHOro npenapara anda meanumnHcKoro
npuMeHeHnd C ydactnemM B Ka4ecTee NauneHToB:

1) peten-cmMpoT 1 geTen, ocTaBLUMXCa 6e3 noneyeHnst poguTenen;

2) XeHWwuH B nepuog GepeMEeHHOCTU, >XEHLWUMH B Mepuop TPYAHOro BCKAPMMBAHMWS, 3a MWCKIOYEHUEM
CryyaeB, ecrnv MpoBOAMTCS KIMHWYECKOE WUCCefoBaHWEe fiekapCTBEHHOro npenaparta, npegHasHadYeHHoro Ans
YKa3aHHbIX >KEHLUMH, MPU YCIOBUM HEOOXOAMMOCTM MOMyYeHUss MHpopMaLMM TONbKO BO BpeMsi MPOBEAEHUs
COOTBETCTBYIOLUMX KIMHUYECKMX WCCREedOoBaHUA M MPUHSATUSE BCEX HEOOXOAMMbIX Mep MO MUCKIIOYEHWUIO pucka
HaHeceHWUs Bpefa XeHLWuHe B nepuon 6epeMeHHOCTH, XKeHLLMHe B Nepuoa rpyaHoOro BCKapMiMBaHus, Nnogy unu
pebeHky;

3) BOEHHOCNYyXalluX, 3a UCKIoHeHneM criyydyaeB nposeaeHmna KInnHNM4eCcKoro nccnegoBaHnA nekapCTtBeHHOro
npenapara, cneuuvarnbHO pa3pa60TaHHoro Ona npuMmeHeHuma B YCNOBUAX BOEHHbIX OencTBun, ‘-Ipe3BbI‘~IaVIHbIX
CI/ITyaLI,I/IIZ, I'IpO(*)VIﬂaKTMKI/I N nedveHust 3aboneBaHun © nopa>|<eH|/|l7|, Nnony4YeHHbIX B pe3ylnbraTte BO34ENCTBUSA
HeGJ'IarOI'IpI/IFlTHbIX XUMUYECKNX, Bronornyeckux, pagnaunoHHbIX (baKTopOB. KnnHnyeckoe mnccnegoBaHue Takoro
NleKapCTBEeHHOro npenapara MOXeT npoBoAUTbCA C y4YaCTuemMm B KadecTBe NauMeHTOB BOEHHOCIyXallux, 3a
MCKINKYEeHneM BOEHHOCNyXallnx, npoxogAumnx BOEHHYHO cny>|<6y no npusbiBy, C cobntogeHnem TpeGOBaHI/IVI,
YCTaHOBJ1€HHbIX HACTOALLUM CDep,epaanblM 3aKOHOM B OTHOLLUEHUN rpaKgaHCKuX i,

4) COTPYOAHMKOB NPaBOOXpPaHUTENbHbIX OPraHoOB;

5) nuy, oTObIBAKOLNX HAKa3aHMe B MecTax NnuweHus cBobodbl, a Takke nuu, HaxogsaLwmnxcsa noa CTpa>|<e171 B
CcneacTBeHHbIX n3ondatopax.
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7. OonyckaeTcsi npoBeAeHUe KINMHUYECKOTO UCCeqoBaHNs NekapCTBEHHOMO npenapara Ans MeauuMHCKOro
NPMMEHEHWs1, NpeaHa3Ha4YeHHoro Ans fie4eHns ncmxm4eckux 3abonesBaHwi, € yyacTMEM B KayecTBe NauMeHTOoB
My ¢ ncuxuyecknmy  3aboneBaHuAMW, NPU3HAHHBLIX  HEOeecrnocoOHbIMM B Mopsigke,  YCTAHOBIIEHHOM
3akoHogaTenbcTBoM Poccuiickon ®epepauun. KnuHuyeckoe mccnegoBaHue nekapcTBEHHOrO npenapara B STOM
cny4ae NpPoBOAMTCA NPU HaNMyuKn corracus B MMCbMeHHON hopMe 3aKOHHbIX NpeacTaBuTenen ykazaHHbIX nuy,.

Crtatbsa 44. O6s3aTenbHOE CTpaxoBaHUe XXU3HU, 340POBbSA NaLMeHTa, y4acTBYHOLWEro B KNMHUYECKOM
unccnegoBaHUM NeKapCTBEHHOro npenapara Ans MeguUUHCKOro npuMeHeHus
(B peq. PepepanbHoro 3akoHa ot 29.11.2010 N 313-03)

1. OpFaHVI3aLI,VIFI, nonyymBllaa paspeweHne Ha opraHm3auunio nposeaeHuAa KImnmHU4eckoro uccrengoBaHuA
J1eKapCTBEHHOro npenaparta Aand MeguumHCKOro npuMeHeHu, 06si3aHa B KayecTBe cTpaxoBartena cTpaxoBaTb pUCK
npu4nHEHnA Bpeaa >XW3HW, 300pOoBbH NMauuMeHTa B pe3ynbrate npoBeaeHunAa KrMHU4eckoro wuccnenoBaHUA
NleKapCTBeHHOro npenaparta agla MeaununHCKOro rnpuMeHeHua 3a CBOM cueT nyTemMm 3aKni4vYeHnAa [oroBopa
obsi3aTenbHOro CTpaxoBaHuA.

2. ObbekToM 00653aTEeNbHOIO CTPaxOBaHUA SBMSIETCA MMYLLECTBEHHbIN MHTEPEC MnauueHTa, CBS3aHHbIN C
NMPUYMHEHVEM Bpeda €ero XW3HW WNu 340pPOBbI0 B pesynbrate MNPOBEAEHWUS KIMHWYECKOro UccregoBaHus
neKkapcTBEHHOro npenapara 4N MeanLUHCKOro MPUMEHEHUS.

3. CTpaxoBblM cryyaeM MO [OroBopy 00s13aTENbHOrO CTPaxoBaHWUS SBMNSETCA CMepTb MNauueHTa unu
yXy[LleHne ero 300poBbsi, B TOM 4ucrne Briekyllee 3a coboW yCTaHOBMEHUEe WHBanuMAHOCTW, NPW Hanmuuuu
MPUYUHHO-CNEACTBEHHON CBA3M MeEXAY HacTynieHneMm 3Toro cobbiTUst M yYyacTMeM nauveHTa B KITMHUYECKOM
nccnegoBaHMKM NekapcTBEHHOro npenapara.

4, Tpe6OBaHI/I$| O BOo3MelleHnn Bpeda, NpUYNHEHHOIo XMU3HW Unn 300pOBbHO NauneHTa, NpeabABAKTCA B
Te4YyeHne CpoKoB NCKOBOW JaBHOCTU, YCTaHOBJIE€HHbIX rpaXXaaHCKMM 3aKOHOOaTESIbCTBOM.

5. Paamep cTpaxoBon BbiNmnaTbl N0 4OroBopy 06a3aTenbHOro CTpaxoBaHUsA COCTaBMseT:

1) B Cllydae cCMepTun nauueHTta [ABa MUIJIMOHA py6nel7| Ha KaXxaoro nauuneHta, y4dacTBOBaBLUEIoO B
KIMNHNYECKOM nccneagoBaHuUn fiekapCTBEHHOIO Nnpenaparta,

2) npu yxygLweHnn 30opoBbs NaumeHTa:

a) noBrekwem 3a cobom yCTaHOBJ1IEHNE UHBAaNMMAHOCTU I rpynnbl, OANH MUJIJTMOH NATLCOT ThICAY py6ne|7| Ha
KaXxaoro nauneHTa, ydactBoBaBLUEro B KITMHMYECKOM UCCenoBaHNKM NNEKapCTBEHHOIO npenapara;

0) noenekwem 3a cobow ycTaHOBREeHWe uHBanuMaHocTw Il rpynnbl, oguH MWUAMAMOH pybrnenm Ha Kaxgoro
nawumeHTa, y4acTBOBaBLLEro B KNMHWYECKOM UCCregoBaHNM NiekapCTBEHHOTO npenapara;

B) noenekweM 3a coboi yctaHoBneHuwe wHBanuaHoctu Il rpynnbl, NATLCOT ThicAY pybrnen Ha Kaxgoro
nauuneHTa, y4acTBOBaBLLErO B KIIMHUYECKOM 1CCIleqoBaHMK NekapCcTBEHHOro npenapara;

r) He NOBMeKLWeM 3a cCOOO0N YyCTAaHOBIEHUS MHBANUOHOCTU, He Bonee Yem TpucTa Thicsiy pybren Ha Kaxgoro
naumeHTa, y4acTBOBaBLUEIO B KITMHUYECKOM MCCREeLOBaHMM NIEKapCTBEHHOMO npenapara, ucxogs u3 HOpMaTuBOB,
OTpaXalwLUMX XapakTep M CTENeHb MOBPEXAEHUs 300POBbs, a Tawkke (aKTUYECKU MOHECEHHbIX MaLMEHTOM
pacxonoB, BbI3BaHHbLIX MOBPEXAEHWEM 300POBbS, HA MEOMLMHCKYHO MOMOLLb, MPUOBpPETEHNE NEKAPCTBEHHbIX
npenapartos.

(nn. "r" B pea. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. YTpatun cuny ¢ 1 uionsa 2015 roga. - PegepanbHbiii 3akoH 0T 22.12.2014 N 429-03.

7. Cpok gorosopa 0653aTeflbHOro CTpaxoBaHns He MOXeT BbITb MeHee, YeM CPOK NPOBeAeHUs KIUHUYECKOro
“ccrnefoBaHUsA NekapCTBEHHOro npenapara.

8. Ycnosus goroeopa obsazaTenbHOro CTpaxoBaHud, B TOM 4uUCIe CTpaxoBble Tapl/ld)bl no o6;|3aTeanomy
CTpaxoBaHM, nepeyeHb HeobxoanmbIX OOKYMEHTOB AnA OocyuwleCTBrieHusA CTanOBOIZ BbInfartbl, NOpAAoK
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YCT@HOBMEHNS  CTpaxoBaTeneM  MHOUBMAYanbHOMO  MAEHTUMUKALMOHHOMO  Koda  MauueHTa,  MOPSiAOK
MHOPMMPOBAHUSA  CTpaxoBaTerneM CTPaxoBLiMKa O MNPUBMEYEHHbIX K  KIWMHUYECKOMY  WCCedoBaHUIo
NeKapCTBEHHOrO npenapara A MeauUMHCKOro NMPUMMEHEHUS NauveHTax, NopsgoK ynnaTbl CTPaxoBOW Mmpemun,
nopsifok peanu3auny onpeneneHHblx HacToswmm defepanbHbiM 3aKOHOM U ApyrMMy dheaepanbHbIMU 3aKoHaMK
npae u 00A3aHHOCTEN CTOPOH MO LOroBOpYy 00SA3aTENnbHOrO CTPaxOBaHWA, a Takke HOpMaTMBbI, OTpaxaiwluune
Xapaktep M CcTeneHb MOBPEXOEHWUs 340POBbsi, YCTaHABMMBAKTCA TUMOBBLIMK MNpaBunamMy obsi3aTenbHoro
CTpaxoBaHus.

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

9. B cnyyae npuuMHEHMsI Bpeda XW3HM MauueHTa, y4yacTBOBaBLUEIO B KIIMHWYECKOM WCCrenoBaHUu
fieKapCcTBEHHOro npenapaTta, BblrogonpuobperaTensmMmm Mo [OOroBopy 00si3aTenbHOro CTPaxoBaHMs SIBMSOTCA
rpaxkgaHe, UMeOLLME NPaBoO Ha BO3MELLEHMEe Bpeda B Cllydyae CMepPTU KOpMUIbLia B COOTBETCTBUN C FrpayKaaHCKUM
3aKoHO4aTENbCTBOM, MpPWM  OTCYTCTBUM TakKUX T[paxgaH - poAauTenu, Cynpyr, AeTM YyMepLuero nawuueHTa,
y4yacTBOBaBLUEIO B KMMHUYECKOM WCCReaoBaHWM JeKapCTBEHHOro npenaparta, B Crydae CMepTu MauueHTa,
y4yacTBOBaBLUENO B KIIMHWYECKOM WCCefoBaHMM NeKapCTBEHHOMO npenapata U He UMEBLLEr0 CaMOCTOSITENbHOIO
aoxopa, - rpaxkaaHe, Ha MKONBEHUN KOTOPbIX OH Haxoauncsl, B OTHOLLEHMN BO3MELLEHWUSI pacxogoB Ha norpebeHune
nawuMeHTa, y4acTBOBaBLLErO B KMMHUYECKOM UCCNEeaOoBaHMMU flekapCTBEHHOrO npenapata, - 1uo, NoHecLlee Takue
pacxofbl.

10. CTanOBaﬂ BbllMJjlata B CHET BO3MeELWleHNA Bpeaa, NpuiYnHEHHOro XM3HM nauneHta, y4dacTtBoBaBLUEIO B
KIMNMHNYECKOM WUncCcrnegoBaHnMn JeKapCTBEHHOIO npenapara, pacnpegendertca mexay BbIFO,D,OﬂpVIO6p6‘TaTeﬂFIMVI
nponopunoHanbHO X KONMNYeCTBY B paBHbIX O0NAX.

1. I'IpM HacTynieHnn cCTpaxoBoOro criy4yada nauneHT, yLlaCTBOBaBLLIVIIZ B KIIMHNYECKOM WcCcrnegoBaHnn
NleKapCTBEHHOro npenaparta, BbII'OD,OI'IpVIO6peTaTeJ'Ib BrnpaBe npegbABUTb HENOCPeACTBEHHO CTpaxOBLUUKY
Tpe6OBaHVIe O BO3MeWEeHUn npuinHeHHoOro Bpena. CTanOBaﬂ BbllMJjlata OCYLECTBNAETCA CTpPaxoBLIMKOM B
Te4YyeHne TpuguaTtun OHen co aHA npencrasiieHnA HeobXxoanMbIX OOKYMEHTOB. MaunenT, y‘-IaCTBOBaBLIJVIﬁ B
KIMNMHNYECKOM UccrnegoBaHnn JekKapCTBEHHOIoO npenapara, Wnn BbIFO,EI,OI'IpVIO6peTaTeJ'Ib 0bsi3aH coobLWNTb
CTpaxoBLWKMKy O5nA OCYyLUeCTBIIeHUA CTanOBOVI BblMnartbl I/IH,D,VIBI/I,D,yaJ'IbeIﬂ VID,eHTI/Id)VIKaU,I/IOHHbIﬁ Ko4 nauuneHTa,
yCTaHOBJ'IeHHbII7I CTpaxoBaTtenieM B COOTBETCTBMN C TUNOBbLIMU NMpaBuiamu obsizaTenbHoro CTpaxoBaHusa.

12. Jo nonHoro onpegerneHna pasmMmepa noanexallero BosMeleHno Bpeaa CTpaxoBLUMK MO 3aABJ1EHUO
nayneHTa, ydacTtBoBaBLUEro B KIIMHUYECKOM WUCcnenoBaHUM neKapCTBEHHOro npenapara, wunn 3adBfieHUro
Bblro,u,onpmo6peTaTen;| BrpaBe OCyWwecCTBUTb 4acCTb CTanOBOVI Bbiniatbl, COOTBETCTBYIOLUYH (*)aKTVI‘-IeCKVI
onpe/:l,eneHHoﬁ 4YacTun npu4nHEHHOro sBpeaa.

13. CtpaxoBas Bbinnarta B COOTBETCTBMM C [[OrOBOPOM 06s3aTenbHOro CTpaxoBaHUSA OCYLLEeCTBrsSieTcH
He3aBMCMMO OT BbIMNNAT, MPUYUTAOLLMXCA MO APYTMM Buaam CTPaxoBaHMUS.

14. He OOnycKkaeTcqa y4dactue nauneHta B npoBedeHUn KIMMHUYECKOro uccriegoBaHuAa JnekapCcTtBeHHOro
npenapara npn oTCyTCTBUM O0roBopa 00s13aTenbHOro CTpaxoBaHuA.

15. KoHTpornb 3a ucnonHeHnem opraHusauuen, MnoryymslUen paspelleHve Ha opraHMsauuio nposBefeHust
KIWHUYECKOro MccnefoBaHMsa NekapCTBEHHOro npenapaTta Ansg MeAUUMHCKOro MpUMEHEeHUs, YCTaHOBNEHHOW
HacTosien ctatbert 06a3aHHOCTM MO 0ba3aTenbHOMY CTPaxOBaHWIO XW3HU, 300POBbS MauMeHTa, y4yacTBYOLEro
(yyacTBOBaBLUErO) B KIMHWYECKOM  WCCNEAOBaHMM  JIEKapCTBEHHOrO  npenaparta,  OCyLeCTBMASEeTCA
YMONHOMOYEHHbIM (hbeaepanbHbiM OpraHoOM WCMONMHUTENBHOW BMacTu, BblAaBLUMM paspelleHne Ha nposefdeHue
KNVHUYECKUX NCCreaoBaHni NieKapCTBEHHbIX NpenapaToB Ans MeguUMHCKOTO NPUMEHEHNS.

aea 8. MPOU3BOACTBO N MAPKMPOBKA NEKAPCTBEHHbIX CPELCTB
Ctatbs 45. [lpon3BoACTBO NeKapCTBEeHHbIX CpeacTB

1. |_|p0I/ISBOp,CTBO NNeKapCTBEeHHbIX CpeacTB AOJINKHO COOTBETCTBOBATb TpGﬁOBaHI/IFlM npasun Ha,qnemau.geﬁ
I'IpOI/ISBO,D,CTBeHHOVI NPaKkTukn, YyTBepXAeHHbIM YNOJIHOMOYEHHbIM cpe,qepaanuM opraHomMm NCNONMHUTENbHON
Bnactn. OcoBeHHOCTU nepexoda MPOM3BOACTBA OTAENbHbIX JIEKAPCTBEHHbIX CPEACTB K WX MPOM3BOACTBY B
COOTBETCTBMM C TpeboBaHMAMM NpaBuUIT  Hagnexailer Mnpou3BOACTBEHHOW MPaKTUKM  YCTaHaBNMBAOTCA
MpaButensctBom Poccuiickon ®enepaumn. Boigada 3akrno4eHnii 0 COOTBETCTBUN NPOU3BOAUTENS JIEKAaPCTBEHHbIX
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

cpenctB TpeboBaHMSIM MpaBWil Hagnexallen NPoOu3BOACTBEHHOM MPaKTUKA OCYLLECTBISIETCSA MO pesynsratam
WHCNEKTMPOBAHMA NPOU3BOAUTENEN JIEKAapCTBEHHbIX CpPeacTB B MOpsigKke, YCTaHOBREHHOM [lpaBUTENbCTBOM
Poccunckon ®enepauumn. Pasmep nnatbl 3a Bblgady 3ako4eHUs O COOTBETCTBUM NPOU3BOANTENS FIEKAaPCTBEHHbIX
cpencts TpeboBaHMSAM npaBui Hagnexallen NpPou3BOACTBEHHOW MPaKTMKM ycTaHaenueaeTcs [1paBuTENbLCTBOM
Poccunckon ®epepauun. [lopssgok  opraHusaumm UM NPOBEOEHUS  MHCMEKTMPOBAHMSA  NpousBoguTenen
neKkapcTBEHHbIX CPeacTB Ha cooTBeTCTBME TpeboBaHUAM MpaBun Haanexaiwlen npou3BOACTBEHHOW MNPaKTUMKU
ycTaHaenusaetcs NpasutensctBom Poccuinckon denepavmm.

(B peq. ®epepanbHbIx 3akoHOB OT 25.06.2012 N 93-93, o1 22.10.2014 N 313-93, o1 22.12.2014 N 429-93)

2. NMpoun3BOACTBO JflekapCTBEHHbIX cpeacTB B Poccuiickon Pegepaumm ocyLLECTBNSAETCA MPON3BOAUTENSMMN
NeKapCTBEHHbIX CPEACTB, UMEKLIUMM JIMLUEH3NI0 Ha MPOU3BOACTBO lEeKapCTBEHHbIX CpeacTB. lMoaTeBepxaeHune
COOTBETCTBMS IULEH3MaTa npaBuiiaMm Hagnexallen NpouM3BOACTBEHHOW MPaKTUKM OCYLLECTBISIETCS B paMKax
NMLIEH3MOHHOIO KOHTPONsi B COOTBETCTBMM C 3akoHogatenbcTBOM Poccuickon ®depepaumm € yyeTom
0CcobeHHOCTEN, YKka3aHHbIX B YacTu 1 HacTOsILEeNn cTaTbu.

(B pea. PegepanbHbIx 3akoHOB OT 22.10.2014 N 313-d3, o1 22.12.2014 N 429-$3)

2.1. lns uenen NMUeH3NpoBaHUS NPOM3BOACTBA JIEKAaPCTBEHHbLIX CPeaCcTB A4S MeAMLMHCKOrO NMPUMEHEHMUS U
WMHCNEKTMPOBaAHNUS CyObeKTOB oOOpalleHMsi NEeKapCTBEHHbIX CPEeACTB Ha COOTBETCTBME TpPeOOBaHWSIM MpaBun
Hagnexallen Npou3BOACTBEHHOW MpakTUKM deaepanbHbiA opraH WCMNOMHUTENbHOW BNAacTU, OCYLLECTBNSOWMA
rocy4apCTBEHHYIO PErncTpaumio fiekapCTBEHHbLIX MpenapaTtoB AN MeAMUMHCKOro NMpUMEHEeHUs, npeaocTaBnsieT
degepanbHOMy oOpraHy WCMOMHUTENbHOW BRacTW, ocyllecTBnsaloweMy denepanbHbli  rOCy4apCTBEHHbIN
NLEH3NOHHBIA  KOHTPOMb  OEATENbHOCTU MO MNPOU3BOACTBY FEKAapCTBEHHbIX CPEACTB Ans  MeOMLMHCKOro
NPUMEHEHNs, NO ero 3anpocy B pamMKax MeXBeOOMCTBEHHOrO MH(OPMALMOHHOIO B3aMMOOENCTBUS B MOpPSiAKe,
YCTaAHOBNEHHOM dbedepanbHbiM  OpraHoM  MCMONTHUTENBbHOW  BNAcCTW, OCYLUECTBASOWMM  NMLEH3UPOBaHUE
NpoM3BOACTBA JIE€KAPCTBEHHbLIX CPeaCTB ANd  MEeAUUMHCKOro NpuMeHeHus, W dedepanbHbiM - OpraHoM
WCNOMHUTENBHOW BMNAacTW, OCYLLECTBNSAOLWMM rOCy4apCTBEHHYO PErncTpaumio NnekapCTBEHHbIX MpenaparoB Ansi
MEeANLIMHCKOrO NPUMEHEHWSI, CBEAEHUSI O NEKAPCTBEHHbLIX CPEeACTBax, yKaszaHHble B YacTu 5 ctatbn 18 HacToswero
denepanbHOro 3akoHa, B TOM YuCrie B Cryyae, ecrv Takme CBeAEHUsI COCTaBIAOT KOMMEPYECKYHO TaliHy.

(vacTb 2.1 BBegeHa PegepanbHbiM 3akoHOM oT 14.07.2022 N 311-93)

3. Mpoun3BoACTBO NeKapCTBEHHbIX CPEACTB OCYLLECTBNSAETCA ¢ cobnogeHnem TpeboBaHuii NPOMBbILLNEHHOTO
pernamMmeHTa, KOTOpbI YTBEPXAAEeTCs PYKOBOAMTENEM NPOU3BOAMTENS NEKapCTBEHHbIX CPEACTB M BKIOYAET B cebs
nepeveHb UCMOoNb3yeMbIX hapMaLleBTUYECKUX CyOCTaHLMIA 1 BCMOMOraTerbHbIX BELLECTB C YKazaHWeM KOnnyecTsa
Ka)xgoro M3 HuUX, AaHHble 06 ucnonb3yeMom o6opynoBaHUM, onucaHWMe TEXHOMOTMMYECKoro npouecca M MeTogoB
KOHTPOMs Ha BCEX 3Tanax Npou3BOACTBa fekapCTBEHHbIX CPeACTB.

4. Tpn nNpou3BOACTBE NEKapCTBEHHbLIX MpenapaTtoB Afs MeOULMHCKOTO MNPUMEHEHWS UCMOoMb3yTCH
dhapmaLeBTUYECKNE CyOCTaHLMM, CBEOEHNS O KOTOPbIX COAEPXATCH B roOCyAapCTBEHHOM PEEeCcTpe NeKapCTBEHHbIX
CpencTB Anst MEOULMHCKOTO MPUMEHEHUS U (MnNn) eAMHOM PeecTpe 3apermcTpUpPOBaHHbIX NTEKAPCTBEHHbLIX CPEACTB
EBpasnmnckoro aKOHOMMYECKOro CO3a, 3a UCKIYEeHMEM hapMaueBTUYECKMX cybCcTaHuuiA, NpoM3BOAMMBIX OIS
npoBeAeHNsT KNMHUYECKUX nccnegoBaHmi n (unun) gnsa akcnopta. [Npu nponsBoacTBe NeKapCTBEHHbIX CPEACTB AN
BETEPMHAPHOIO NPUMEHEHNST UCNONB3YHTCA hapMaLleBTMYeckne cybcTaHumn, CBEAEHMS O KOTOPbIX CodepXartcs B
rocy4apCTBEHHOM pPeecTpe NeKapCTBEHHbIX CPEACTB AN BETEPUHAPHOIO NPUMEHEHUS, U (MNK) roCyaapCTBEHHOM
peecTpe rneKkapCcTBEHHbIX CpeacTB And  MeAMUMHCKOro  NPUMEeHeHus, U (unu) eguHoMm  peectpe
3aperncTpupoBaHHbIX BETEPUHAPHBIX NEKapCTBEHHbIX NpenapaTtoB EBpasninckoro SKOHOMUYECKOro coto3a, U (Unu)
€OWHOM peecTpe 3aperucTpMpoBaHHbIX IeKapCTBEHHbIX CpeacTB EBpasuiickoro 3KOHOMWYECKOro coksa, 3a
UCKMoYeHneM hapmMaLeBTUYECKUX CyOCTaHUU, NPOM3BOAUMBIX A1 NPOBEAEHUS KIMHUYECKUX UCCINELOBaHUA U
(vrm) pna akcnopta. K npoueccy npousBoacTBa hapmaueBTMHECKON cybcTaHUumM OTHOCATCA nobble cTagvu
TEXHONMOMMYEeCcKoro mnpouecca, MO3BOMSIOWME MOMYYUTb TOTOBbLIA MPOAYKT, COOTBETCTBYHLNA TpeboBaHUAM
hapmakornernHon cTatbn, B TOM 4Yncne epMeHTauus, 3KCTpakums, O4UCTKa, BblAeneHue, nepekpucrtannusaums,
BbICYLLUMBaAHME, u3MmenbieHne. B crnyvyae HeoOXOAMMOCTW MCMONb30BaHWSA STUITOBOrO CNupTa, B TOM 4ucne
hapmaueBTUYECKOM CyOCTaHUMKM cCnupTa 3TUMOBOMO (3TaHoma), Npyu MPOM3BOACTBE JIEKAPCTBEHHbLIX CPEACTB B
KayecTBe OEWCTBYHLLErO U (MrM) BCMIOMOraTeribHOro BELLECTBA, @ TakKe B MHbIX TEXHOMOrMYECKUX LEensiX AOoMmKHa
ObITb MCMONb30BaHa TONMbKO hapMaLeBTMYecKasa CyoCcTaHLmMsa cnupTa STUIOBOro (3TaHon).

(B peq. ®enepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, ot 27.12.2019 N 462-03, ot 27.12.2019 N 481-93, ot
24.07.2023 N 341-03)
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

4.1. TlepeyeHb NEKapCTBEHHbIX MpenapaTtoB AN MEOWMLMHCKOrO MPUMEHEHWS, B OTHOLUEHWM KOTOPbIX
yCTaHaBnuBawTcss TpeboBaHuA K 0Obemy Tapbl, YNakOBKE W KOMMMEKTHOCTW, MepeyeHb J1eKapCTBEHHbIX
npenapaToB Afsi BETEPUHAPHOIO NPUMEHEHUS, B OTHOLLEHWM KOTOPbIX yCTaHaBnuBaloTCcs TpeboBaHus K obbemy
Tapbl, a Takke TpeboBaHuA Kk obbemMy Tapbl, YNaKOBKE M KOMMMEKTHOCTM JeKapCTBEHHLIX MpenapaTtoB Ans
MEOULMWHCKOrO MNpuMeHeHus, TpeboBaHuA K obbemy Tapbl NEeKapCTBEHHbIX MpenapaToB AN BETEPUHAPHOro
NPUMEHeEHNs onpeaensatTCsl COOTBETCTBYIOLLMMY YNONHOMOYEHHbIMKU dheaepanbHbiMUM OpraHamMy UCNONHUTENBHOM
BMacTu B nopsiake, ycraHoBneHHoM [pasutensctBom Poccuinckon ®epepavmm.

(vacTb 4.1 B pea. ®epepanbHoro 3akoHa ot 14.12.2015 N 374-03)

4.2. OpraHu3aumn, OCYLLECTBASIIOWNE MPOU3BOACTBO (papmaueBTM4eckon cybcTaHuum cnupTta 3TUITOBOIO
(aTaHomna) ons NPoM3BOACTBA CNMPTOCOAEPXKALLMX JIEKAapCTBEHHbBIX MpenapaTtoB, 00s83aHbl OCYLLECTBNSATb YYET B
nopsigke, yCTaHOBMNEHHOM cTaTtbsiMM 8 M 14 ®deaepanbHOro 3akoHa oT 22 Hosiopa 1995 roga N 171-9¢3 "O
roCydapCTBEHHOM  perynMpoBaHWM  Mpou3BoACTBA M 0bBoOpoTa  STUNOBOIO  CMMPTa,  ankorofibHOM U
cnupTocodepxallern npogykumm wn 06 orpaHuyeHun noTtpebneHns (pacnuTus) ankoronibHOW npoaykuun".
MponsBoacTBo (hapMaLeBTUYECKON CyDOCTaHLMN cnMpTa 3TUMAOBOIO (3TaHona) 4ONYCKaeTCsa TOMNbKO OpraHn3aumen,
OCYLLECTBISAIOWEN NPOU3BOACTBO PEKTUPMKOBAHHOIMO 3TMIIOBOrMO CNUpTa W3 MNULWEBOTO CbipbA Ha OCHOBaHUM
MMUEH3MM Ha NPOM3BOACTBO 3TUMOBOrO ChAMpTa Ans MPOM3BOACTBA hapmaueBTMYEeCcKon cybcTaHumMm cnupTa
3TUIOBOrO (3TaHoMa) B COOTBETCTBMM C TpeboBaHuaMn PegepansHoro 3akoHa ot 22 Hosbpsa 1995 roga N 171-93
"O rocygapCTBEHHOM  pErynupoBaHMM MPOWM3BOACTBA W obopoTa STUNOBOIO CNWMPTa, arkoronbHOW U
cnupTocodepxallern npogykumm n o6 orpaHnyeHun noTpedneHus (pacnutus) ankorofleHoOW Npoaykuun®, MeTogom
pa3BefeHNsi BOAOW OYULLEHHOW Takoro 3TUOBOrO CMMpTa, NPOW3BEAEHHOrO OAaHHOW OpraHu3auuen no MecTy
OCYLLECTBIEHNSI NPOM3BOACTBA hapMaLeBTUYECKOM CybCTaHUmMM cnupTa 3TUMOBOIO (3TaHoMa).

(yactb 4.2 BBegeHa depepanbHbiM 3akoHoM oT 03.07.2016 N 261-03; B pen. PemepanbHoro 3akoHa oOT
27.12.2019 N 481-03)

4.3. VHgvBugyanbHble npegnpuHUMareny W 1opuandeckMe nvua, OCYLLIECTBASIWME 3aKymnky W
ncnonb3oBaHue dapmaueBTU4eckon CcybCcTaHUMM cnvpTa STUMOBOMO (3TaHomna), a Takke NPOW3BOACTBO,
N3roToBrneHne u (Mnm) obopoT (3a MCKIIOYEHWEM PO3HUYHOW MPOAaXM) CAMPTOCOAEPXKALUMX FeKapCTBEHHbIX
npenapatoB, 00s13aHbl OCYLLECTBMATL UX YYeT U AeKnapupoBaHUe B NOpsSAKe, YCTaHOBMEHHOM cTaTbsmu 8 u 14
depepanbHOro 3akoHa ot 22 Hosbpsa 1995 roga N 171-P3 "O rocygapCTBEHHOM perynvpoBaHuy Npov3BoACTBaA U
obopoTa 3TMIIOBOrO CNUpTa, ankorofibHOM M CNMpPTOCOZEpXKallen MpodyKumMm u o6 orpaHnyeHun notpebneHus
(pacnuTuns) ankoronbHOW NpogyKummn".

(vactb 4.3 BBegeHa PegepanbHbIM 3akoHOM OT 29.07.2017 N 278-$3)

4.4, Tpn Npou3BOACTBE JIEKAPCTBEHHbIX MpenapaTtoB AN BETEPMHAPHOIO MPUMEHEHUS JomnyckaeTcs
NCMOMNb30BaHNE MNPOU3BEAEHHbIX AN peanu3auun  hapmaueBTUYECKMX  CYOCTaHUMIKA, BKMOYEHHBIX B
rOCYy4apCTBEHHBIN PEecTp NeKapCTBEHHbIX CPEACTB YMNONHOMOYEHHBIM ddedeparibHbIM OpPraHOM MCMOMHUTENbHON
BMacTW, OCYLLECTBMAIOWMM BeAEHUE FOCYOAPCTBEHHOINO peecTpa JfeKapCTBEHHbLIX CPeAcTB AMNs MeOULMHCKOro
NPUMeEHeHMs.

(vacTb 4.4 BBegeHa PenepanbHbiM 3akoHoM oT 02.08.2019 N 297-3)

5. 3anpellaeTtca nponsBoaCcTBO:

1) nekapcTBEHHbIX CPEeACTB, CBEAEHWS O KOTOPbIX HEe codepxXaTcsd B rocydapCTBEHHOM peecTpe
neKapCTBEHHbIX CPeACTB AN MeOUUMHCKOro NpMMeHeHusl, U (Mnu) rocynapCTBEHHOM peecTpe reKapCTBEHHbIX
CpeacTs Ans BETEPUHAPHOrO MNpPUMEHEHWs, U (AnU) edMHOM peecTpe 3aperncTpupoBaHHbIX NeKapCTBEHHbIX
cpedcTB EBpa3snnckoro aKOHOMUYECKOro Cok3a, U (MnM) eguHOM peecTpe 3aperMcTpUpOBaHHbIX BETEPUHAaPHbIX
neKkapcTBeHHbIX npenapaToB EBpasvMnCcKOro 3KOHOMUYECKOro COHo3a, 3a UCKMIOYEHNEM NEeKapCTBEHHbLIX CPEACTB,
NpoOu3BOANMbIX AN NPOBEAEHNST KNMHUYECKNX UCCegoBaHUi U ANs 3KCnopTa;

(n. 1 B pea. PegepanbHoro 3akoHa ot 24.07.2023 N 341-d3)

2) hanbcMdpUUMPOBaHHbIX NEeKapCTBEHHbIX CPEACTB;
3) nekapcTBEHHbIX cpeacTs 6e3 NMUeH3nn Ha NPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB;

4) NleKkapCTBEeHHbIX CpeacTB C HapyLweHueM npaBuil opraHn3aumm npom3BoacTBa U KOHTPONA KadecTBa
NNIeKapCTBEHHbIX CPeCTB,;
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

5) ytpatun cuny. - ®egepanbHbli 3akoH oT 27.12.2019 N 481-03;

6) cnupTtocoaepxaliMx feKapCTBEHHbIX MpenapatoB MO MECTy OCYLUEeCTBNEHUS MPOM3BOACTBA
hapmavueBTUYeCcKor cybcTaHumMm cnmpTa 3TUMOBOrO (3TaHona) u (Mnu) No MecTy OCYLLUEeCTBNEHNs Npou3BOACTBa
3TUMOBOrO CNNPTA;

(n. 6 BBegeH ®enepanbHbIM 3akOHOM OT 27.12.2019 N 481-03)

KoHcynbraHTlntoc: npumevaHue.
depepanbHbiM 3akoHOM OT 22.12.2020 N 436-93 c1. 14.1 ®3 ot 22.11.1995 N 171-O3 mn3noxeHa B HOBON
pepakumm, Hopma n. 1.1 ct. 14.1 ctapon pegakummn 3 cooTBeTCcTBYET HOpME N. 2 CT. 14.1 HOBOW pegakuumn.

7) dapmaueBTUYeCKoM cybCcTaHUMM cnvpta  aTunoBoro (3taHona) wu  (unn)  CnMpTOCOAepXKallmx
NeKapCTBEHHbLIX MpenapaTtoB Ha OCHOBHOM TEXHOMOrM4yeckom oOopyaoBaHMM Ans NPOM3BOACTBA 3TUOBOIO
cnupTta, ykasaHHoM B nyHkTe 1.1 ctatbum 14.1 ®degepanbHoro 3akoHa oT 22 Hosi6ps 1995 rogpa N 171-d3 "O
roCydapCTBEHHOM  perynMpoBaHWyM  Mpou3BoAcTBa UM 0bopoTa  STUMIOBOIO  CMMPTa,  ankorofibHOW U
cnupTocodepxallern npogykumm n o6 orpaHnyeHmMmn noTpebneHms (pacnutus) ankoronbHOW Npoagykuun'.

(n. 7 BBegeH PepepanbHbiM 3akoHOM oT 27.12.2019 N 481-03)

6. MNpu BBOAE NEKapCTBEHHbIX CPEACTB B rPaXaaHCKU OBOPOT YMOMHOMOYEHHOE NWLUO MNpou3BoauTENsd
neKapCTBEHHbIX CPEACTB OCYLUECTBASET NoATBEpPXAEHUWE COOTBETCTBUSA MEKapCTBEHHbLIX CPEACTB TpeboBaHUSM,
YCT@HOBMEHHLIM NPW WX TFOCYAapCTBEHHOW perncTpaumn, W rapaHTUpyeT, 4YTO feKapCTBEHHble CcpeacTsa
nponsBedeHbl B COOTBETCTBUM C TpebOBaHUSAMM NpaBun Haanexaluen npom3BoACTBEHHON NPAKTUKW.

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

7. YNONMHOMOYEHHbIM MULOM NPOU3BOAUTENS FEKAPCTBEHHbIX CPEeaCTB SABNAETC ero paboTHuK,
aTTECTOBAHHbIN B YCTAHOBIEHHOM YMONTHOMOYEHHbIM heaepanbHbiM OPraHOM UCMONMHUTENBHON BNAaCTU NoOpsiake m
UMEeLMAn cTa paboTbl HE MeHee 4Yem nATb NeT B obnacTM NpPOM3BOACTBA U (MNM) KOHTPOMsS KayecTBa
neKkapCcTBEHHbIX CPeacTB, Bbicllee obpas3oBaHMe COOTBETCTBEHHO MO OAHOMW M3 crneumanbHOCTEN U (Mnn) ogHOMY
N3 HanpaefeHUN noarotoBku: Guonorusi, GuotexHonorusa, BeTepuHapusi, BETEPUMHAPHO-CaHUTapHas 3KCnepTuaa,
KNUHM4Yeckas MeguumHa, paguauuoHHasi, XuMmudeckas u buonorudeckas sawuta, bapmaums, dyHoaMmeHTanbHas
MeauLmMHa, XMMNYecKkasi TEXHOMNOMMS, XUMUSI.

(B peq. ®epepanbHbIX 3akoHOB 0T 22.10.2014 N 313-93, ot 02.08.2019 N 297-03)

8. lNMpoussognTenu nekapcTBEHHbIX CPEACTB (3a ucknioyveHvem dapmMaueBTudeckon cybcTaHuumn cnupta
3TUINOBOrO (3TaHona) MOryT OCYLeCTBNSATbL MpoAaxy NeKapCcTBEeHHbIX CpeacTB WMAM nepegjaBatb UX B
yCTaHOBNEHHOM 3akoHogaTtenbcTBoM Poccuiickon ®egepaumm nopsgke:

(B pea. ®PepepanbHoro 3akoHa ot 29.07.2017 N 278-$3)

1) APYTVIM NPOU3BOAUTENSIM NEKAPCTBEHHbLIX CPEACTB AN NPOM3BOACTBA JIEKAPCTBEHHBLIX CPEACTB;
2) opraHu3aumsiM OnTOBOWM TOProBMM NekapCTBEHHbIMU CpeacTBaMu;

3) anteyHbiM  OpraHuM3auMaAM,  BETEepPUHapPHbIM  anTeyHbiM  OpraHu3auuaM,  UHOUBUAYanbHbIM
npeanpuHUMaTenam, UMeWUM nuueH3ulo Ha dapmaueBTUYeckylo AeATeNnbHOCTb MNU  NIULEH3NI0  Ha
MeOULIMHCKYIO OeATENbHOCTb;

4) Hay4HO-MCCreaoBaTenbCkMM OpraH13aUuamM Ans HayYHO-UCCneaoBaTenbCKon paboThbi;
5) MeaULMHCKUM OpraHM3aumsam U BeTepUHAPHbIM OpraHn3aunsMm;

6) opraHuszaunam n nHameugyarnbHbIM npegnpuHuMarenam, ocyuwlecTenAalwmnmMm pa3sejeHne, BblpalliuBaHne
N coaepXKaHue XUBOTHbIX (3a UCKMOYeHneM nNpodaxu MM hapMaleBTUYEeCKNX CyOCTaHUMIN Unn Ux nepegayn);
(n. 6 B pea. PegepansHoro 3akoHa ot 02.08.2019 N 297-d3)

7) ncnbltTaternbHbIM na6opaTopva (LI,eHTpaM), npoBoALIMM UCNbITaHNA B obnactu KOHTPOIIA Ka4vecTBa
NNeKapCTBEHHbIX CpeAcTB, akKKpeauToBaHHbIM B COOTBETCTBMM C 3aKOHOOATENbCTBOM Poccunckon d>e,u,epau,v|v| 06
akkpeamTaumm B HaUMOHanbHOM cucTteme akkpeguTauumun.
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

(n. 7 BBegeH ®eaepanbHbiM 3akoHOM oT 04.08.2023 N 428-03)

9. MNpoussoautenu capmaueBTMyeckon cybcTaHuum cnupTta 3TUIOBOrO (3TaHona) 06s3aHbl OCYLLECTBNATb
peanusaumio  (nepegady B YCTaHOBNEHHOM  3akoHogatenbcTBOM  Poccumckon  depepauum  nopsgke)
hapmavueBTUYECKO CyBCcTaHuuKM cnupta 3TUMMOBOMO (3TaHoMa) NPOM3BOAUTENSIM NEKapCTBEHHbIX CpeacTB Ansd
Npov3BOACTBA IEKApPCTBEHHbLIX CPeacTB, npousBoauTensMm (M3roTOBUTENAM) MeOMLUMHCKUX u3genui  ans
NPOU3BOACTBA W U3rOTOBIEHNSI MEAMLMHCKMX U3OENNA B eMKOCTAX 0ObeMOM He Gonee 1 nutpa u (Mnu) He meHee
1000 nuTpoB, a opraHu3aunsaMm, ykasaHHbIM B MyHKTax 3 - 5 n 7 yacTu 8 HacTosien ctaTbu, B Tape 06beMOM He
bonee 1 nutpa.

(vacTb 9 BBegeHa PepepanbHbiM 3akoHOM oT 29.07.2017 N 278-93; B pea. PenepanbHbix 3akoHOB oT 27.12.2019
N 481-93, o1 22.12.2020 N 444-93, ot 04.08.2023 N 428-93)

10. Peanusauusa (nepegada B YCTaHOBNEHHOM 3akoHogaTenbCcTBOM Poccuiickon ®degepaumm nopsgke)
hapmavneBTUYECKOM CyOCTaHLMM cnMpTa STUIIOBOro (3TaHona) opraHM3aumsaM ONTOBOW TOProBIM fIeKapCTBEHHbIMU
cpeacTBamu He JonycKaeTcs.

(yactb 10 BBegeHa PenepanbHbiM 3akoHOM OT 27.12.2019 N 481-93)

11. TlepeBo3kn bapmaueBTUYECKON CyOCTaHUMM CcnvpTa 3STUNOBOMO (3TaHoMa) OCYLLECTBIATCA C
cobntogeHnem TpeboBaHWiA, YCTAHOBIEHHbIX ab3aueM 4eTBepTbiM NyHKTa 3 ctatbm 9 degepanbHOro 3akoHa ot 22
Hos16psa 1995 roga N 171-®3 "O rocygapCTBEHHOM perynupoBaHuUM nNpom3BoacTBa M 0OopoTa 3TUNOBOrO CnvpTa,
ankorofnibHOW W cnupTocogepxaler npogykumm m ob orpaHuyeHun notpebneHus (pacnutus) ankororbHOW
npoaykumm".

(vactb 11 BBegeHa PenepanbHbiM 3akOHOM OT 27.12.2019 N 481-93)

Crtatbsa 46. MapknpoBKa nekapcTBeHHbIX CpeacTB

1. neKapCTBeHHble npenapartbl, 3a UCKIIOYEHNEM NNEKAPCTBEHHbLIX NnpenapaTtoB, U3roToBMEHHbIX anTe4YHbIMU
opraHmsauuamun, BeTepuUHapHbIMKA  anTe€4YHbIMKU  OpraHun3aunaMun, uHaOuBuayaribHbIMU  npeanpuHnMmatendamMmu,
nMerwmmn nMueH3nto Ha (bapMaU,eBTVI‘-IeCKYIO 0eATeNbHOCTb, AOJIKHbI NOCTYNaTb B 06pau.|,eHV|e, ecnu:

1) Ha ¥MX NEepBMYHOW ynakoBKEe (3a WUCKIHOYEHMEM MEPBUYHOM YMAKOBKM JIEKAPCTBEHHbIX PaCTUTENbHbIX
npenapaTtoB) XOPOLWIO YUTaeMbiM WPUAPTOM Ha PYCCKOM £A3blKE€ YKa3aHbl HaUMEHOBaHME NEKAPCTBEHHOMO
npenapata (MexayHapoaHOe HenaTeHTOBaHHOE, WU TpynnMpPOBOYHOE, WU XUMWYECKOE, WM  TOProBoe
HavMeHOBaHWE), HOMep cepuu, data Bbinycka (4N UMMYHOOMONMOrMYECKUX NEKapCTBEHHbBIX NMpenapaTtoB), CPOK
roAHOCTM, AO3MPOBKA MM KOHLUEHTpaLuusi, 00beM, akTUBHOCTb B eANHULAX AENCTBUSI UM KONMYECTBO J03;

(B peq. ®epepanbHbIx 3akoHoB oT 11.10.2010 N 271-®3, ot 22.12.2014 N 429-93)

2) Ha UX BTOPMYHON (MOTPEOUTENBCKON) yNakoBKe XOPOLUO YNTAEMbIM LUPUATOM Ha PYCCKOM A3blKe yKa3aHbl
HavMeHOBaHVMe feKkapCTBEHHOro npenapaTta (MexayHapogHoe HenaTeHTOBaHHOEe, WNKU rpynnUpPOBOYHOE, UMK
XMMUYECKOE W TOProBOE€ HaWMEHOBaHWs), HauMeHOBaHWe MNPOU3BOAUTENS NEeKapCTBEHHOro npenapara, Homep
cepun, gaTta BbiMycka (AnNs MMMYHOBMOMOrMYECKUX FeKapCTBEHHbIX MpenapaTtoB), HOMEpP PerncTpalmoHHOro
YOOCTOBEPEHUSI, CPOK TOAHOCTM, CMocob MpUMEHeHWs, OO3MPOBKAa WM KOHLEHTpauus, obbem, akTUBHOCTb B
eavHMUax Aewnctems NnbO KOnMYecTBO O03 B YNakoBKe, nekapcTBeHHass dopma, YCrnoBWS OTMyCKa, YCNoBUS
XpaHeHwus, npegynpeanTenbHble Haanucw.

(B peq. ®epepanbHbIx 3akoHoB oT 11.10.2010 N 271-®3, o1 22.12.2014 N 429-®3)

2. ®apmaueBTUYECKME CyOCTaHUUKM OOIMKHbI MOCTynaTb B OOpalleHne, ecrnv Ha UX NepBUYHON YyMaKoBKe
XOpOLIO YMTaeMbIM LIPUPTOM Ha PYCCKOM £3blKE yKasaHbl HauMeHoBaHMe dapmaueBTU4EeCcKon CybcTaHuum
(MexxgyHapogHOe HenaTeHTOBaHHOE, WU TPYMMNUPOBOYHOE, WM XMMWUYECKOEe U TOProBOE HaMMEHOBaHUS),
HavMeHOBaHNEe NPON3BOAMTENSA hapMaLeBTUYECKON CybCTaHL MK, HOMEP CEPUN 1 AaTa U3FOTOBMEHUS, KONIMYECTBO
B YMAKOBKE M eAMHULbI UBMEPEHUS KONNYECTBA, CPOK FOAHOCTU U YCIOBUSI XpPaHEHMS.

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

3. ﬂeKapCTBeHHble cpenctBa B KaydeCTBe CbIBOPOTOK AOJDKHbI NOCTynaTb B 06pau.|,eHV|e C YKasaHuem
XXMBOTHOIO, N3 KPOBU, Nina3mbl KpOBU, OpraHoB “ TKaHeun KOTOPOIro OHW NOJ1yYeHbl.

4. Ha BTOpuYHYIO (NOTpebunTenbCKylo) yNakoBKy NEKapCTBEHHbIX CPeAcCTB, MOMYYeHHbIX U3 KPOBM, Mnasmbl
KpOBW, OpPraHoOB U TKaHeW YenoBeka, AoMmkHa HaHOCUTbCA Haanuck: "AHTutena k BUY-1, BUY-2, k Bupycy renatuta
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

C 1 NOBEPXHOCTHbIA aHTUreH BUpyca renatuta B oTcyTcTBytoT".

5. Ha nepBuyHyl0 ynakoBKy W BTOPUYHYK (MOTPeOMTENbCKY) YNakoBKYy paanodapmMaLeBTUYeCcKnx
nekapCcTBEHHbIX CPEACTB AOMKEH HAHOCUTBLCH 3HaK paanaunoHHONW ONAaCHOCTM.

6. Ha BTOpu4HYyt0 (MOTPEOUTENbLCKYH0) ynakoBKY rOMeOonaTUYeCcKMX NeKapCTBEHHbIX MpenapaTtoB [OIKHAa
HaHocuTbCsA Hagnuck: "MomeonaTnyecknn”.

7. Ha BTOpmYHylo (NOTpebUTENbCKYD) YNaKOBKY rEeKapCTBEHHbIX pacTUTENbHbIX MpenapartoB AOSKHa
HaHoCcUTbCS Hagnuce: "MNpoayKkunsa npoLwna pagnaumoHHbIN KOHTPONb".

8. Ha nepBuYHyto ynakoBKy (ecnv Ans 3TOr0 CyLECTBYET TeXHU4Yeckasi BO3MOXHOCTb) M BTOPMYHYH
(noTpebuTenbckyto) ynakoBKy NEKapCTBEHHbIX NMpenapatoB, NpegHasHaYyeHHbIX ANs KIMMHUYECKMX UCCregoBaHun,
[OMKHa HAHOCUTbLCSA Haanueb: "Onga KNMHNYeCKMx nccnegoBaHnin®.

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

9. YnakoBka NEKapCTBEHHbIX CPEACTB, NpeaHa3HavYeHHbIX WCKIIOUUTENBHO A1 3KCMopTa, MapKupyeTcs B
COOTBETCTBMU C TPeOOBaAHNAMU CTPaHbI-UMMOpTEpPA.

10. Ha TpaHcnopTHylo Tapy, koTopasi He npegHasHayeHa ONs NoTpebutenein M B KOTOPYD MOMELLEHO
nekapcTBEHHOe CPefCTBO, A0KHA HAHOCUTLCS MHAPOPMAaLUA O HAaMMEHOBaHUW, CePUM NEKapCTBEHHOIO CPeacTea,
JaTe Bblnycka, KONM4ecTBe BTOPUYHbLIX (NMOTPEOUTENbCKMX) YNakoBOK NeKapCTBEHHOro CpeacTBa, Npou3BoauTene
NEeKapCTBEHHOIO CPEeACTBa C yKasaHMEeM HauMEHOBaHWSI U MECTOHAxXOXAEHUs MPOU3BOAUTENSI NEKapCTBEHHOrO
cpencTea (agpec, B TOM Yncre cTpaHa U (Mnv) MecTo Npon3BOACTBA JIEKAPCTBEHHOIO CPEACTBA), a Takke O CPOKe
rOOHOCTU NEeKapCTBEHHOrO cpeactBa UM 06  yCroBUSIX €ro  XpaHeHWsi W MepeBo3ku, Heobxoaumble
npeaynpeauTensHbie HagnMeu U MaHUNyNATOPHbIE 3HAKW.

11. Ha nepBu4YHyl0 ynakoBKy WM BTOPWUYHYIO (MOTPEOWTENbCKYHD) YMAKOBKY NEKapCTBEHHBIX CPEACTB AJS
BETEPUHAPHOTO NPUMEHEHUS IOMKHA HAHOCUTLCS Haanuck: "[ns BETEpMHAPHOTO NPpUMeHeHMs".

12. Ha BTOpUYHYyt0 (NOTPEOUTENBLCKYHD) YNAKOBKY NEKAapCTBEHHOIO Npenapara HaHOCUTCS LUTPUXOBOW KOA.

Maea 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUNCKYIO ®EQEPALIMIO U BbIBO3 NEKAPCTBEHHbLIX CPEACTB
N3 POCCUNCKOWN ®EOEPALIUN
(B peq. PenepanbHoro 3akoHa o1 06.12.2011 N 409-03)

Cratba 47. lMNopspgok BBO3a neKapCcTBeHHbIX cpeacTB B Poccuiickyio ®epepauuio M BbIBO3a
NeKkapcTBeHHbIX cpeacTB u3 Poccumckon Penepaumm
(8 pea. ®PepepansHoro 3akoHa ot 06.12.2011 N 409-d3)

1. BBO3 nekapcTBeHHbIX CpeacTB B Poccuiickyto ®enepaumio ocyLecTBNsIETCA B NOPSiAKE, YCTAHOBIEHHOM
MpaButensctBom Poccuiickon denepaumm, B COOTBETCTBUM C TaMOXEHHBbIM 3aKOHOOATENbCTBOM TaMOXEHHOro
cot3a B pamkax EBpA3IC (oanee - TaMOXeHHbIN coto3) 1 (Mnu) 3akoHogaTenscTBoM Poccuiickon depepauum o
TaMOXeHHOM fene.

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

KoHcynberaHTlnoc: npumeyaHuve.

[o 31.12.2024 poccuickMM Npon3BoaNTENSM paspeLleHo B YBEAOMUTENbHOM MOpsaKe BBO3UTb HE BHECEHHbIE
B peectp apmaueBTnyeckme cybcTaHuum Ong  BEeTepMHapHOro MpMMEHEHVUs Ans  Npov3BOACTBa
3aperMcTpupoBaHHbIX nekapcTBeHHbIx cpeacTB (MoctaHoBneHue MNpasuTensctea PO ot 12.03.2022 N 353).

2. Bposumble B Poccuiickyto depepaumio nekapCTBEHHble CpeacTBa [OSPKHbl  CoAepXaTbCcs B
rocyfapCTBEHHOM peecTpe NeKapCTBEHHbIX CPEACTB.
(B peq. ®epepanbHbIx 3akoHOB oT 06.12.2011 N 409-®3, ot 27.12.2019 N 462-93)

3. Honyckaetca BBO3 B Poccunckyto Pepepaumio KOHKPETHOW MapTUM 3aperncTpupoBaHHbIX U (Mnn)
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

He3aperMcTpMpPoOBaHHbIX  FIEKAPCTBEHHbLIX  CPEeACTB, MpedHasHayYeHHbIX Ons  NpoBedeHUs1  KIUMHUYECKUX
nuccrnenoBaHWA  NEeKapCTBEHHbIX MpenapaToB, MpPOBEOEHUs1 3KCMepTU3bl  NEeKapCTBEHHbIX CPEeACTB  Afls
OCYLLECTBEHNsI TOCYQapCTBEHHON PEerMcTpauny nekapcTBEeHHbIX MpenapatoB WiWM AN OKasaHus MeauLMHCKON
MOMOLLUM MO XKU3HEHHbIM MNOKA3aHMSIM KOHKPETHOrO MalMeHTa Ha OCHOBaHMM paspelleHusi, BblAaHHOro
YMNONHOMOYEHHbIM (hegeparnbHbIM OpraHoOM UCMONHUTENBHOWM BACTU NO 3asiBNIEHMAM MWL, YKa3aHHbIX B cTaTbe 48
HacTosiwero ®epnepanbHOro 3akoHa. PaccMOTpeHMe Takoro 3asiBNeHuss U MPUHATUE pPeLleHuMst O Bblhade
paspeLleHnst Ha BBO3 KOHKPETHOM MapTuu 3aperMcTpUpoBaHHbIX U (MNnN) HE3aperMcTPUPOBaHHbLIX IEKapPCTBEHHbLIX
CpencTs, npedHasHa4YeHHbIX [AOns MNPOBedeHUs KIMHUYECKUX WCCReooBaHWUA NeKapCTBEHHbIX Mpenapartos,
NpoBeOEeHNs1 3KCMEPTU3bl JIEKAPCTBEHHbIX CPEACTB [ANs  OCYLWECTBMEHUS T[OCYAapCTBEHHOW permcrpaumm
nieKkapCTBEHHbIX NpenapaToB Unu Anst okasaHus MeOULMHCKON MNOMOLLM MO KM3HEHHBbIM NMOKa3aHWsAM KOHKPETHOrO
naumeHTa nubo o6 oTkase B Bblgaye yKasaHHOIO paspelleHMsi MPOU3BOASTCH B CPOK, He MpeBblllatoWmii NSt
pabounx gHen. NnaTta 3a Bblaavy ykasaHHOro paspelleHns He B3auMaeTcs.

(B pen. ®PenepanbHoro 3akoHa ot 06.12.2011 N 409-03)

3.1. YTpatun cuny c 1 anBaps 2024 roga. - PegepanbHbin 3akoH oT 27.12.2019 N 475-93.

3.2. o 31 pekabpsi 2024 roga gonyckatoTcs BBO3 Ha Tepputoputo Poccuickon ®epepauum n obpalleHue B
Poccunckon degepaumm ¢ ydyetoMm 0COBEHHOCTEN, ycTaHOBMEeHHbIX [MpaButenbctBoM Poccuiickon ®epepaunn,
3apEerMcTpUpPOBaHHbIX  JIEKAPCTBEHHbIX  MpenapaToB  ANs  MEOMUUHCKOrO  MPUMMEHEHWs B yMaKoBKax,
npegHasHayYeHHbIX ANnd obpalleHWss B MHOCTPaHHbIX rocygapcrBax, B criyvyae AedeKTypbl feKapCTBEHHbIX
npenapatoB WM puUcKa ee BO3HUKHOBEHUS B CBSA3M C BBEAEHMEM B OTHoweHun Poccunckon depepaumm
OrpaHUYMTENBbHBLIX MEpP 3SKOHOMMYECKOrO XapakTtepa npu YCIOBUM COOTBETCTBMSI BBO3UMbIX JIEKAPCTBEHHbIX
npenapatoB TpeboBaHUAM, YCTAHOBMEHHbIM MPU WX perucTpaumu, 3a WCKIoYeHneMm TpeboBaHui K NepBUYHON
yrnakoBKe, BTOPWYHOMW (MOTPeBbUTENbCKON) ynakoBKe, a Takke MpUM HanmMyuym Ha BTOPUYHOW (MOTpebuTernbCcKon)
yrnakoBKe FeKapCTBEHHbIX MpenapaToB, HaxXOAAWMXCA B OOpalleHWW, CaMOKNEsLENcs ITUKETKU, COoaepKallen
nHOPMaLMIO O NEKaPCTBEHHOM npenapare Ha pPyCCKOM SA3bIKe.

(vacTb 3.2 BBegeHa PenepanbHbiM 3akoHOM oT 26.03.2022 N 64-93; B pea. PenepanbHoro 3akoHa ot 19.12.2022
N 519-®3)

4. B Poccuickyto Pegepauuio MOXHO BBO3UTb NeKapCTBEHHbIE CPEACTBA, Ka4eCTBO KOTOPbIX NOATBEMKAEHO
cepTUguKaTtom MPOU3BOAUTENS  JIEKapCTBEHHbLIX CPeAcTB, YAOCTOBEPSIOLMM  COOTBETCTBME  BBO3WMbIX
nekapcTBeHHbIX cpeacTB TpeboBaHuAM dapmakonerHblXx ctaten nubo B cnydyae WX OTCYTCTBUS HOPMaTUBHOW
OOKYMeHTauuu UnM HopMaTUBHOIO JOKYMEHTa.

(8 pea. ®PepepansHoro 3akoHa ot 06.12.2011 N 409-d3)

5. Banpewaetcsa BBo3 B Poccuiickyio ®epepauunio danbCuUUMPOBAHHBLIX NEKAPCTBEHHbIX CpeacTs,
He[oOpOKa4YeCTBEHHBIX NEKAPCTBEHHbIX CPEACTB, KOHTPadaKTHbIX NIEKApPCTBEHHbLIX CPEACTB.
(B peq. ®epepanbHoro 3akoHa ot 06.12.2011 N 409-03)

6. PanbcnduLMpoBaHHbIe MeKapCTBEHHble CPEeACTBa, HefobpokavyeCTBEHHble NeKapCTBEHHble CPeacTBa
nognexar U3bATUIO 1 NocregyrLleMy YHUYTOXEHUIO unn BbiBo3y M3 Poccuickon Pegepaumun, KOHTpadakTHbIe
neKapcTBEHHbIE CPEACTBA - U3BATUIO U NOCNeayoLWeMY YHUUITOXEHUIO. YHUUTOXEHUE Nnn BbIBO3 U3 Poccuiickon
®enepaunn dhanbcnOULMPOBAHHbBIX NEKAPCTBEHHbIX CPEACTB, HegobpOKa4eCTBEHHbIX NeKapCTBEHHbIX CPeAcCTB,
KOHTpadaKTHbIX NEKapCTBEHHbLIX CPEACTB OCYLUECTBASETCS 3a CYeT nuua, OCyLlecTBMBLUEro UX BBO3. [lopsaok
YHUHMTOXEHMSA U3bATbIX hanbCcuULMPOBaHHbIX NIEKapCTBEHHbIX CPeACcTB, HeA0OpOoKaYeCTBEHHbIX NeKapCTBEHHbIX
cpencTB, KOHTpadaKTHLIX NekapCTBEHHbIX cpeAcTB ycTaHasnuaaetcs lNpasuTtenscTtBomM Poccuiickon ®epepaumm.
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-d3)

7. INuua, ocywectensawwmne BBo3 B Poccuiickyio ®epepaumio hanbCuUUMPOBaHHBLIX NeKapCTBEHHbIX
cpeacTB, HegobpoKayecTBEHHBLIX FEKApPCTBEHHbLIX CPeAcTB, KOHTpadaKTHbIX JeKapCTBEHHbIX CPeacTB, HecyT
OTBETCTBEHHOCTb B COOTBETCTBUM C TaMOXEHHbIM 3aKOHOAATENbCTBOM TaMOXEHHOro cotw3a u (i)
3akoHopatenbcTBoM Poccuiickon ®enepaumm o TamoXXeHHOM gene.

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

8. BbiBO3 nekapcTBeHHbIX cpedctB u3 Poccuiickon Pepepauum ocywecTBnseTrca 06e3 npuMeHeHus
OfPaHMYEHUN,  YCTAHOBMEHHbIX  TaMOXEHHbIM  3aKOHOAATENbCTBOM  TaMOXeHHOro cow3a u  (nnm)
3akoHogatenbcTBoM  Poccuiickorn  ®degepaumm O rocygapCTBEHHOM — PErynvpoBaHMM  BHELLHETOPrOBOM
OesaATenbHOCTU.
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

(B peq. ®epepanbHbix 3akoHOB oT 06.12.2011 N 409-®3, o1 25.11.2013 N 317-93, o1 22.12.2014 N 429-03)

9. Beog B rpaxkgaHcKkuin 000poT NekapCTBEHHLIX NpenapaToB ANa MeANLMHCKOrO NPUMEHEHUS, BBE3EHHbIX B
Poccunckyto ®epepaumnio, ocyuwiectensgerca ¢ cobrniogeHnem TpeboBaHWNA, YCTAHOBMEHHbIX CcTaTtben 52.1
HacTosiwero PenepanbHOro 3akoHa.

(vactb 9 BBegeHa PegeparnbHbiM 3akoHOM OT 28.11.2018 N 449-03)

KoHcynbraHTlntoc: npumevaHue.

Y. 10 ct. 47 He pacnpoCTpaHAETCA Ha Cepun IekapcTB OJi BETEPUHAPHOIO MPUMEHEHUS), BBEAEHHbIE B
rpaxkgaHckuii obopot o 01.09.2023, koTopble nognexar NPUMMEHEHMUIO OO UCTEYEeHUs cpoka ux rogHoctu (P3
ot 02.07.2021 N 317-®3).

10. BBop B rpaxxgaHckui 060poT NekapCTBEHHLIX NMpenapaToB Af1sl BETEPMHAPHOTO NMPUMEHEHUS!, BBE3EHHbIX
(nepemelleHHbIX) B Poccuiickyto ®epepaumto, ocyllecTBnseTca ¢ cobniogeHmem TpeboBaHWI, YCTaHOBIEHHbIX
ctatben 52.2 HacToswero PegepanbHOro 3akoHa.

(yactb 10 BBegeHa PepnepanbHbiM 3akoHoM oT 02.07.2021 N 317-93)

CrtaTtbsa 48. lOpugnyeckue nuua, KOTOpbIM paspelleH BBO3 NleKapCTBEeHHbIX cpeAcTB B Poccumckytro
denepauuto
(B pea. ®PeapepanbHoro 3akoHa ot 06.12.2011 N 409-93)

JlekapcTBeHHble cpeacTtBa B Poccuickyto degepaumio MOryT BBO3UT:!
(B pea. ®PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1) npoun3sBoaunTenn nekapcTtBeHHbIX cpeactB Ansd uenen cobCTBEHHOroO npon3BoACTBa JieKapCTBEHHbIX
CpeacTs,;

2) VHOCTpaHHble pa3paboTynky NeKapCTBEHHbIX CPEACTB U MHOCTPaHHbIe MPOWU3BOAMTENMW NEKapCTBEHHbLIX
CpeacTB uWnv  Apyrve lopuauveckue nvua no nopyyeHuto paspaboTuvka fiekapCTBEHHOro CpeacTeBa  Ans
NpPOBEeOEHNsT  KIMHUYECKMX WCCMEedoBaHUi JleKapCTBEHHOrO npenapaTta, OCYLECTBMEHUs FOCY4apCTBEHHOM
perncTpaumu nekapcTBEHHOrO npenapara, BKIOYeHWs dapmaleBTUYeckoW Cy6CTaHUMM B roCyAapCTBEHHBIN
peecTp neKkapCTBEHHbIX CPEACTB, KOHTPONS KavyecTBa MNEKapCTBEHHbIX CPeACTB MpU HanuyMu paspelleHus
YNONHOMOYEHHOro defeparnsHOro opraHa UCMOMHUTENbHON BNAcTU Ha BBO3 KOHKPETHOW NapTUM NeKapCTBEHHbIX
CpencrTs;

3) opraHu3aLmm onToBOWM TOProBNM fIeKapCTBEHHLIMU CPEACTBAMU;

4) Hay4yHo-uccrnegoBaTenbCkue opraHvM3auuM, obpasoBaTenbHble OpraHvM3auuM Bbicliero obpasoBaHus,
NpPOM3BOAUTENUN NEKapCTBEHHbIX CPEACTB ANsi pa3paboTku, MccrenqoBaHWi, KOHTponst 6e3onacHOCTU, KavyecTsa,
3(hPEKTUBHOCTU NEKAPCTBEHHbLIX CPEACTB MPU HanmMuuyM paspeLleHnsl YNorHOMOYEHHOro dedepanbHoro opraHa
MCNOMHWUTENBLHOW BMacTu;

(B pea. ®epepanbHoro 3akoHa ot 02.07.2013 N 185-$3)

5) mMeguuMHCKMe opraHuM3auun, MHble yKasaHHble B MyHkTax 1 - 4 HacTosLWew cTaTby opraHusauum ans
oKa3aHUsl MEOULMHCKOM MOMOLLM MO XM3HEHHbLIM MOKa3aHMUAM KOHKPETHOMO MauuMeHTa Npu HanMuum paspeLueHust
YMONIHOMOYEHHOIO hefepanbHOro opraHa MCMOMHUTENLHOW BNacTM Ha BBO3 KOHKPETHOM NapTUKM NEKapCTBEHHOIO
npenapara, BblAaHHOIO B YCTAHOBIIEHHOM MOpsiAke B (POPME 3NEKTPOHHOIO AOKYMEHTA, MOAMNUCAHHOIO YCUIIEHHOW
KBannuUMpoBaHHON 3N1EKTPOHHOWN NOANUCHIO;

(B peq. ®epepanbHoro 3akoHa ot 12.03.2014 N 33-03)

6) ytpatun cuny ¢ 1 aHBaps 2024 roga. - PegepanbHbin 3akoH OT 27.12.2019 N 475-93.

Cratba 49. [loKyMeHTbl, NpeAcTaBnsfieMble B TaMOXeHHble opraHbl Poccuinckon ®Pepepauum npum
BBO3€ NeKapcTBeHHbIX cpeacTB B Poccuinckyro ®egepauuro
(B peq. ®epepaneHoro 3akoHa ot 06.12.2011 N 409-03)

www.consultant.ru Crpanuua 90 u3 123
HageXHasa nNpaBoBas noaaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=454112&dst=100832
https://login.consultant.ru/link/?req=doc&base=LAW&n=421014&dst=101120
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&dst=100667
https://login.consultant.ru/link/?req=doc&base=LAW&n=312097&dst=100017
https://login.consultant.ru/link/?req=doc&base=LAW&n=389012&dst=100035
https://login.consultant.ru/link/?req=doc&base=LAW&n=389012&dst=100036
https://login.consultant.ru/link/?req=doc&base=LAW&n=389012&dst=100010
https://login.consultant.ru/link/?req=doc&base=LAW&n=454112&dst=100834
https://login.consultant.ru/link/?req=doc&base=LAW&n=454112&dst=100835
https://login.consultant.ru/link/?req=doc&base=LAW&n=464272&dst=101846
https://login.consultant.ru/link/?req=doc&base=LAW&n=397815&dst=100013
https://login.consultant.ru/link/?req=doc&base=LAW&n=201711&dst=100082
https://login.consultant.ru/link/?req=doc&base=LAW&n=420491&dst=100095
https://login.consultant.ru/link/?req=doc&base=LAW&n=454112&dst=100837

®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

1. MNpn BBO3e nekapCTBEHHbIX cpeacTtB B Poccuickyto denepauunio B TaMoXeHHble opraHbl Poccumnckom
degepauun Hapagy C AOKYMEHTaMu, NpedcTaBieHe KOTOPbIX NMPegyCMOTPEHO TaMOXEHHbIM 3aKOHOA4ATENbCTBOM
TamoxeHHoro cot3sa u (Mnu) 3akoHogaTenbcTBom Poccuiickon ®egepaunm 0 TaMOXEHHOM Aene, npeacTaBnsoTcs
cnegyoLlimMe AOKYMEHTbI:

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

1) cepTudukat NpPouM3BOAMTENSA JEKAPCTBEHHOTO CPEACTBa, YAOCTOBEPSIOWMIA COOTBETCTBME BBO3MMOIO
NeKapCTBEHHOIO cpeacTBa TpeGoBaHMAM hapMaKomnenHow cTaTbM NGO B Criyyae ee OTCYTCTBUS HOPMAaTUBHOW
AOKYMEHTaLUM UM HOPMaTMBHOIO JOKYMEHTA;

2) paspelueHue ynorHOMOYEHHOro deaepanbHOro opraHa WCMOMHUTENbHOW BMACcTW Ha BBO3 KOHKPETHON
napTuu fnekapCTBEHHOro CPeACcTBa B CryyasiX, YCTAHOBMEHHbIX YacTbio 3 cTatbk 47 Hactosiwero ®eaepansHoro
3aKoHa.

2. [JoOKyMeHTbI, yKa3aHHble B NyHKTax 1 1 2 4Yactu 1 HacTosilen cTaTbM, NPEeAcTaBNATCA B TaMOXEHHbIE
opraHbl Poccuiickorn ®egepauun npy npubbITUM NekapCTBEHHbIX cpeacTB B Poccuiickyo degepaumio.
(B pen. ®PenepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratba 50. BBO3 nekapcTBeHHbIXx npenapatoB B Poccuiickyo Pepepauuio AnNA  JIMYHOTO
MCNONb30BaHMA W WHbIX HEKOMMEpPYECKUX Leried, a TakKke [ONs UCNOoNb30BaHUA Ha TeppuTopum
MeXAyHapoaAHOro MeaAuLMHCKOro Knacrepa
(B pea. ®eaepanbHbix 3akoHoB oT 06.12.2011 N 409-d3, ot 29.06.2015 N 160-$3)

1. JlekapcTBeHHble npenapaTbl MOryT ObiTb BBE3eHbl B Poccuiickyto ®egepaunto 6e3 yyera TpeboBaHui,
npegycMOTPeHHbIX Yactamu 1 - 4 ctatbn 47, ctatbsamu 48 1 49 HacToswero ®enepanbHOro 3akoHa, eCniv OHU
npegHasHayeHbl ANs:

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

1) NU4YHOro Mcnonb3oBaHMa U3MYECcKUMKU nuuamu, npubsiBwnMn B Poccuiickyto ®egepauuio. MNpu aTom
BBo3 B Poccunckyto Pegepauunio nekapCTBEHHbIX NpenapaToB, COAepXKalluMX CunbHOAeWCTByoLWwmMe u (unwu)
SAOBUTbIE BELUECTBA, BKIKYEHHbIE COOTBETCTBEHHO B CMUCOK CUNbHOLEMWCTBYHOLLUMX BELECTB AMns  Lenen
YrONMoBHOrO 3akoHopaTenbcTBa Poccuiickon Penepauum v B CNUCOK SAOBUTLIX BELLECTB ANsi Lenen YrornoBHOro
3akoHogartenocTBa Poccuiickon ®epepaumn, yTBepxaeHHble [lpaButenbctBoM Poccunckon depepauuu,
OCYLLECTBAETCH MPU HanMunm JOKYMEHTOB (3aBEepPeHHbIX KOMWUN JOKYMEHTOB UMW 3aBEPEHHbIX BbIMUCOK U3 HUX),
NoATBepXOalLWnNX HasHavyeHne OU3NYECKOMY NULY yKasaHHbIX NeKapCTBEHHbIX npenapaToB (3a UCKIYeHueM
nekapcTBEHHbIX MpenapartoB, 3aperucTpupoBaHHbIX B Poccunckon depepaumm n otnyckaembliX B Poccumnckon
depepauun 6e3 peuenTta Ha nekapcTBEHHbIM Npenapar). [Noaresepxaarowime AOKYMEHTbl (MX 3aBEPEHHbIE KOMUK
UNU 3aBepeHHble BbIMUCKU U3 HUX) OOIMKHbI coepxaTb CBeAeHUA O HaMEHOBaHUN N KONMYecTBe HasHayeHHoro
nekapcTBeHHOro npenapata. B cnyvae, ecnu noaTBepxpawlimMe AOKYMEHTbl (MX 3aBEpPEeHHbIe KOMUU Unu
3aBEpEHHbIE BbINMUCKN N3 HNX) COCTABIEHbI HA MHOCTPAHHOM A3bIKE, K HUM NpunaraeTcs HoTapuarbHO 3aBEPEHHbLIN
nepesof Ha PYCCKUI SA3bIK;
(n. 1 B pea. PegepansHoro 3akoHa ot 02.06.2016 N 163-d3)

2) ncnonb3oBaHWs pPaboTHUKaMK AWNIIOMATMYECKOro Kopryca WnM npeacTaBUTENsSMU MeXOyHapoaHbIX
opraHM3aumn, akkpeamToBaHHbIX B Poccuinckon degepauuu;

3) neYeHus MaccaxxupoB W YMEHOB 3JKMMAXen TPaHCMOPTHbIX CPEeACTB, MOe3fHbix bpurag v BogwuTenewn
TPaHCMOPTHLIX CPEACTB, NpubbIBLLMX B Poccuickyto degepaunio;
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-d3)

4) nevyeHVs Y4aCTHUKOB MeXOYHApPOAHbIX KYMbTYPHbIX, CMOPTUBHbLIX MEPOMNPUATUA U Y4aCTHUKOB
MeXOyHapOOHbIX aKCNeanUni;

5) ne4veHMs KOHKPETHbIX >XMBOTHbIX B 300Mapkax, 300cajax, UMpKax, OKeaHapuyMmax, AenbduHapusx,
NeYeHNsT OUKMX XXMBOTHbIX, MOCTOSIHHO WM BPEMEHHO Hacensowmx Tepputoputo Poccuinckon depepauun,
HaxoAsLLMXCA B COCTOSIHUN eCTECTBEHHOW cBOBOAbI U NpuHaanexalimx K Buaam, 3aHeceHHbIM B KpacHyto KHury
Poccunckon ®epepauum un (unu) KpacHole KHUrM cybbektoB Poccuiickon denepauumu, a Takke XUBOTHbIX,
BBO3MMbIX B Poccuiickyto ®efepaumio Ans y4acTusi B CNOPTUBHbBIX U 3pENULLHBIX MEePONPUATUSX;
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?;i’ze‘?:'l’gbi% 32%'(2%*3 ot 12.04.2010 N 61-03 [okymeHT npepocTasneH KoHcynbTaHTI0C

"06 obpalleHun nekapcTBEHHbIX cpeacTs” Aata coxpanerua: 24.01.2024

(B peq. ®epepanbHbix 3akoHOB oT 06.12.2011 N 409-®3, ot 02.08.2019 N 297-93)

6) Mcnonb3oBaHKs Ha TEPPUTOPMM MEXOYHAaPOAHOro MEAMLMHCKOIO KnacTtepa.
(n. 6 BBegeH ®epepanbHbIM 3akoHOM OT 29.06.2015 N 160-D3)

2. B cnyyaax, npegoyCcMOTPeHHbIX 4YacTbio 1 HacTosiwen cTatbW, AonyckaeTcs BBO3 B Poccuiickyto
degepauuto nekapcTBEHHbLIX NpenapaToB, He 3aperncTpupoBaHHbix B Poccuiickon ®egepaumm.
(B peq. ®eapepanbHoro 3akoHa ot 06.12.2011 N 409-03)

3. JlekapcTBeHHbIEe Npenapatbl, NpeAHa3HavYeHHble AN ryMmaHuTapHon nomoLun (COAenCcTBUSA) UM NOMOLLU
npy 4pesBblyarHbIX CUTyauusix, BBO3ATCA B Poccumnckyio ®depepaumio B nopsiake, YCTAHOBMNEHHOM
MpaButenscTBOM Poccunckon depepauun. 3anpelaetcs BBO3 B Poccunckyto denepauuio
HEe3apermcTpUpoOBaHHbIX  JIEKApPCTBEHHbLIX MpenapaTtoB, NpeQHa3Ha4YeHHbIX AN FyMaHWTapHOW  MOMOLLM
(comencTBums) MU NOMOLLM NMPU Ype3BbIYANHbBIX CUTYaLMSX.

(B pen. ®PenepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Ctatba 51. CoTpyAHuUecTBO (hefeparbHOro opraHa UCMONIHUTENbHOM BracTU, YNONTHOMOYEHHOro B
obnacTu TamoXeHHOro pAena, U APYruX YMNOMHOMOYEHHbIX cpeAepanbHbIX OpPraHOB MCMOMHUTENbLHON
BracTm

1. YnonHomoudeHHble deaeparnbHble OpraHbl UCMOMHUTENBHOM BNacTu NPeaoCTaBnslOT B pacnopsiKeHune
degepanbHOro opraHa MWCMOMHUTENbHOW  BMACcTW, YMOMHOMOYEHHOrO B 06nactM TaMOXEHHOro pgena,
rocy4apCTBEHHbIN PEecTp NEeKapCTBEHHbIX CPeACTB, a Takke WH(OopMaLMio O BblAaHHbIX paspeLleHnsiXx Ha BBO3
KOHKPETHOW MNapTUM NEKAPCTBEHHbIX CPEACTB B Cry4dasiX, YCTaHOBMEHHbLIX 4acTbio 3 cTaTtbl 47 HacTosILLEro
depnepanbHOro 3akoHa.

2. ®epepanbHblil OpraH MWCMNOMHUTENbLHOM BrAcTW, YMOMHOMOYEHHbIM B 0BMacTM TaMOXEeHHOro gena,
WHPOPMMPYET YyKasaHHble B 4YacTm 1 HacToswen cTaTbM YMNOMHOMOYEHHble dedeparnbHble  OpraHbl
NCMONHUTENBHOW BNacT O BBO3e NeKkapCTBEHHbIX cpeacTB B Poccuickyo degepaumnio 1 BblBO3E NeKkapCTBEHHbIX
cpencTts u3 Poccunckon ®egepaunm no dopme 1 B NOpsiAKE, KOTOPble yCTaHOBNEHbI [MpaBuTenscTBomM Poccumnckon
degepauun.

(B pea. ®PepepanbHoro 3akoHa ot 06.12.2011 N 409-d3)

Maea 10. PAPMALEEBTUYMECKAA OEATENBHOCTb
Crtartbs 52. OcyuiecTBneHne cpapmaLeBTUHECKON AeATeNbHOCTU

1. PapmaueBTMIeCKasn OEATENBHOCTb OCYLLECTBISIETCS OpPraHn3aL MMy ONTOBOW TOProBMv NeKapCTBEHHbLIMU
cpencTtBamMu, anTtedHbIMM  OpraHM3auusMu, BETEPUHAPHLIMW ANTEYHbIMU  OpraHM3aumsiMyi, WHOMBUOYanbHbIMU
npeanpuHUMaTensM1, UMEKLWUMM  NMUEH3NI0  Ha  dapMaueBTMYECKYID  OeATEeNbHOCTb, MELULMHCKUMU
opraHMsaumMsMy, UMELWUMM  JULEH3MIO Ha (apMaLeBTUYECKYHD [OeATEeNbHOCTb, M UX 060COBNEeHHbIMU
nogpasgeneHnsmn (ambynatopusimn, enbawepckuMm 1 PenballepcKo-akyLWepCckMMM  MyHKTaMK, LeHTpaMu
(otoeneHuammn) obuiern BpayebHoM (CeMEHON) NPaKTUKK), PacroNTIOKEHHBIMU B CEIbCKMX HACENeHHbIX MyHKTax, B
KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHu3auuu, U BeTEPUHAPHLIMWU OpPraHM3auusMy, UMEKLMMM JIMLEH3UI0 Ha
hapmMaLeBTUYECKYIO AEATENBbHOCTb.

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

KoHcynberaHTlnoc: npumeyaHuve.

Y. 2 cT. 52 (B pea. ®3 ot 28.04.2023 N 149-d3) B yactu akkpeauTaLlmm CneLmanmcToB C BbICLUMM UITM CPEAHUM
BETEpUHapHbiM 06pa3oBaHMEM, OCYLLECTBASIWNX apMaLeBTUYECKyl0 AeATenbHOCTb, MNPUMEHSIETCA C
01.03.2026. CepTndukaTbl Takum nuuam Belgatotea no 28.02.2026 n gencreytoT He 6onee 5 nert.

2. dusmyeckne nuua MoryT OCYLLECTBMATb (PapMaLeBTUYECKyO AeATENbHOCTb MPW HanMuuK BbICLIETO MM
cpeaHero chapMaueBTMYeckoro obpas3oBaHuMA U cepTUdMKaTa cneuuanucta NuGo NpoiaeHHOW akkpeauTauum
creumanncTa, BbICLLIErO WM CpedHero BeTepuHapHoro obpasoBaHWA W cepTudukata crneuuanucta nmbo
MPOMOEHHON aKKkpeauTauuu creuuanvcTa, a Takke BbICLIEro WU CpegHero MeAULMHCKOro obGpasoBaHus,
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

ceptudmkata cneumanucta nmMbO  NPOWAEHHOW  akKkpeguTauuMuM  cneuyuanucta W OOMNOSHUTENbHOMo
npodeccuoHanbHoOro obpas3oBaHMs B 4acTM  PO3HWYHOM TOPrOBMM JIEKApPCTBEHHBIMM Mpenaparamu  Ans
MEOWLIMHCKOrO MPUMEHEHUS Mpu  YCnoBuM ux paboTbl B 000COOGMEHHbIX MogpasgeneHnsax  MeguuMHCKUX
opraHmsaumi, ykasaHHbIX B YacTu 1 HacToSLen cTaTbu.

(vacTb 2 B pea. ®enepanbHoro 3akoHa ot 28.04.2023 N 149-03)

KoHcynbraHTlntoc: npumevaHue.

JlekapcTBeHHble npenapatbl ANS MEeOUUMHCKOTO MPUMEHEHUS, BBEOEHHbIE B rpadKdaHCKMi o6opoT Ao
29.11.2019, noanexar XpaHeHuto, nepeBo3Ke, OTMYCKY, peanusauuun, nepegade, NPUMEHEHUO 0O UCTEYEHUs
cpoka ux rogHocTu (®3 o1 28.11.2018 N 449-$3).

Cratba 52.1. BBog B rpaxpaHCKMA OOOPOT JieKapCTBEeHHbIX MNpenapaTtoB AN MeguLUHCKOro
npuMeHeHus
(BBegeHa PepepanbHbiM 3akoHOM OT 28.11.2018 N 449-03)

1. MNepen BBOOOM B rpaxkgaHCKuMii 060pOT KaXaon CepuUmn UIn KaXKaon napTum NponsBegeHHoro B Poccuiickon
depnepauun neKkapcTBEHHOro npenapata  Aans MeANLIMHCKOro NPUMEHEHNS, 3a WCKIMIOYEHNEM
NMMYHOBOMOMOrMYEeCKNX JNEeKapCTBEHHbIX NpenapaToB, MNPOM3BOAUTENb TaKOro JleKapCTBEHHOro mnpenaparta
npeactaensieT B dedeparbHbli opraH MCMONHUTENbHOM BMACTW, OCYLUECTBASIOWNA (PYHKUMM MO KOHTPOMO U
Haa3opy B cdepe 30paBOOXPaHEHUs, OOKYMEHT Npou3BOaMTENst NEKapCTBEHHOrO CpeacTBa, MOATBEPXAatoLimi
Ka4yecTBO NEeKapCTBEHHOro npenapara, U NoOATBEPXAeHWE YNONMHOMOYEHHOro n1Lua Npon3BoanTenst NekapCTBEHHbIX
CpencTB COOTBETCTBUSI NIEKApCTBEHHOro npenaparta TpeboBaHMsIM, YCTAHOBMEHHbIM MPU €ro rocyaapCTBEHHON
perncTpaumu.

2. MNepen BBOOAOM B rpaxgaHCKui 0BOpPOT KaXKAoW Cepuu UM Kaxaow napTum BBO3MMOro B Poccuickyro
denepauunto  nekapcTBEHHOro  npenapata AN MeOUUMHCKOrO  MPUMEHEHMUs,,  3a  UCKIYEeHneM
UMMYHOBMONMOrMYECKNX FEeKapCTBEHHbIX MNPEenapaToB, OpraHv3auusi, OCYLLEeCTBMsALWAs BBO3 J€KapCTBEHHOMO
npenapata B Poccuiickyto Pegepaunto, npencraBnser B dedepanbHbii OpraH MCMOMHUTENbHOW BracTwy,
OCYLLIECTBAIOLNA OYHKLMN MO KOHTPOMIO 1 Haasopy B cdepe 3apaBoOXpaHeHusi, cepTudukaT npousBoanTens
neKapCcTBEHHOrO CpeacTBa, YAOCTOBEPSIOLNIA COOTBETCTBUE BBO3UMOTO NEKapCTBEHHOrO npenaparta TpeboBaHusam
dapmakonenHon cTaTbM, a B Cry4yae OTCYTCTBMS (apMakonenHoW cTaTbu TpeboBaHWsM HOpMaTUBHOMN
OOKYMeHTauun, u MOATBEPXAEHWE npeacTaBuTens oOpraHu3auuun, OCYLLEeCTBMAAILWEN BBO3 NEeKapCTBEHHOro
npenapata B Poccuiickyio ®Pegepauuto U YNnOoHOMOYEHHOW WHOCTPaHHbIM MPOM3BOAUTENEM JIEKapCTBEHHbIX
cpeacTB, COOTBETCTBUSA BBO3MMOIO JIEKAPCTBEHHOrO Mnpenapata TpeboBaHMsAM, YCTaHOBIIEHHbIM MpU  €ero
rocyfapCcTBEHHOW perncTpauum.

3. MNopsagok NnpeacTaBneHnsa B COOTBETCTBUM C YacTsiMu 1 U 2 HACToSLLEN CTaTbW JOKYMEHTOB U CBEOEHUN O
neKapCcTBEHHbIX npenapartax, BBOAMMbIX B rpaxkgaHckuin obopor, yctaHasnusaetcs lNpaBuTensctsom Poccuiickon
degepauun.

4. B oTHOLWUEHUM NEePBbIX TPEX CEPUN UMM NaPTUIA NIeKapCTBEHHOIO npenapara, BnepBble Npon3BedeHHOro B
Poccunckon ®epepaunn wunu BrnepBble BBo3uMoro B Poccuickyio ®depepauuvio, B dedepanbHbii  opraH
WCMONMHUTENBHON BMacTW, OCYLLECTBSALWNA (PYHKUMM MO KOHTPOSO U HaA3opy B cCdepe 30paBOOXpPaHEHWs,
OOMNOMHUTENBbHO NPEACTaBNSAETCS MPOTOKOM MCMbITAHUA O COOTBETCTBMM CEPUM WUNU NapTUN NeKapCTBEHHOro
npenapata pAns  MeOWUMHCKOrO MNPUMEHEHWs MokKas3aTensM KadecTBa, MpegyCMOTPEHHbIM  HOPMAaTUBHOM
OOKyMeHTaumen (ganee - nNPOTOKOM  MCMbITAHWA), MPOBOAMMbBIX aKKPEOUTOBAHHBIMW B COOTBETCTBUM C
3akoHogartenbcTBoM Poccunckon ®denepaumm 06 akkpeguTauMm B HaLMOHANbHOW CUCTEME aKKpeauTauuu
denepanbHbIMU rOCYyAapPCTBEHHBIMU BHOMKETHBIMU YYPEXOEHUAMK, NOABEAOMCTBEHHBIMU deaeparnibHOMYy OpraHy
WCNOSMHUTENbHOM BNACTW, OCYLLECTBNSAIOLWEMY (PyHKLMM NO BbipaboTKe U peanv3aummn rocyaapCTBEHHON NONUTUKM
N HOPMaTMBHO-MPABOBOMY PErynuMpoBaHui0 B cdepe 34paBOOXpaHeHusi, U dedepanbHOMYy — OpraHy
WCMOINMHUTENBHOM BNacTW, OCYLLECTBASIOWEMY (OYHKLMM MO KOHTPOIMKO U Haasopy B cdepe 34paBOOXPaHEHMUS.
Mopsiaok BblgayM ykasaHHbIMKM  hbegepanbHbIMU  TOCYAAPCTBEHHBIMU  OIOKETHBIMU  YUPEXAEHUSIMU  AAHHOTO
NpoTOKOMa 1 pasMep nnatbl 3a ero Bbigady yctaHaenueatoTcs MNpaBuTenbcTBom Poccuiickon degepavumu.

5. BExerogHo He nosgHee 1 deBpans MNpPOU3BOAUTENW JleKapCTBEHHbIX CPeacTB WM opraHusauuu,
OCYLLIECTBIIAIOLLME BBO3 JIEKAPCTBEHHbIX NpenapaTtoB B Poccuiickyto ®Pegepaunto, npeactaBnstoT B doegeparnbHbIN
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

OpraH UCNOMHWUTENbLHONM BNacTW, OCYLLECTBMAAOLWMIN (PYHKLMKU MO KOHTPOIO U Hag3opy B cdepe 3a4paBoOOXpaHeHUs,
MPOTOKOM MCNbITAHWA MOCTYMUBLUEIO B TEYEHWe rofja B rpaKAaHCKMW oOOpoT NeKapCTBEHHOro mnpenapara
KOHKPETHOIO NPOM3BOAMTENS (Ha O4HY CEPUIO KaXKO0ro TOProBOro HAaMMEHOBaHUS C Y4ETOM JIEKapCTBEHHOW (POPMbI
W OO3UPOBKM), MPOBOAUMbBIX aKKpeaAMTOBaHHbIMU B COOTBETCTBMU C 3akoHopaTenbcTBOM Poccuiickon denepavmm
06 akkpeguTauuun B HaLMOHarNbHOM CUCTEME aKKpeauTauum ucnblTatenbHbiMyM nabopatopmsiMu (LeHTpamu).

6. lNMponssoanTenu neKapCTBEHHbIX CPEACTB MMM OpraHuW3auun, OCYLLECTBMSIOLWME BBO3 JIEKAPCTBEHHbIX
npenapatoB B Poccuiickyo degepaumio, HE MeHee YeM 3a OOWH rod OO0 NIaHWpPyeMbIX MPUOCTAHOBMAEHUS WIN
npekpalleHns NPOM3BOACTBA JIEKapCTBEHHbIX NpenapaToB unu nx Beo3a B Poccuiickyto ®egepaumto yBegomnsoT
06 aToM dhedeparnbHbI OpraH UCMOMHUTENBHON BNACcTW, OCYLLECTBASIOWMIA (PYHKLMU NO KOHTPOMIO U Haa30py B
chepe 3gpaBooxpaHeHus u edepanbHbli OpraH WCMOMHUTENBbHOW BflACTW, OCYLLECTBASAWMA GYHKLMMA MO
NMLEH3MPOBaHNIO NPOM3BOACTBA NEKAPCTBEHHbIX CPEACTB.

7. BBog B rpaxxgaHckmii 060pOT KaxKAOW Cepyn UNK KaxXaon napTum UMMYHOBUOMOrM4eckoro fieKapCTBEHHOrO
npenapata, npoussBedeHHoro B Poccuiickon ®egepaumm unm BBOo3uMoro B Poccuiickyto  Pegepaunio,
OCYLLECTBISIETCA Ha OCHOBaHUWM pa3pelUeHusi, BblAaHHOro deaeparnbHbiM OpPraHoOM WCMOSMHUTENBHOW BRacT,
OCYLLECTBMSALWMM (DYHKLMM MO KOHTPOMK M Haa3opy B cdepe 34paBOOXPaHEHUs, Ha OCHOBaHWMWM BblOAHHOIO
denepanbHbIMU FOCYAAPCTBEHHBIMU BIOMKETHBIMU YUPEXKOEHUSAMM, YKa3aHHbIMU B 4YacTu 4 HacTosWwen cTaTbM,
3aKMIOYEHMA O COOTBETCTBMM Cepuv Wnv  napTum  UMMYHOOMOMOrMYeckoro neKkapcTBEHHOro npenapara
TpeboBaHMAM, yCTaHOBMEHHbIM NPU €ro rocyaapCTBEHHON pernctpaunn. Nopagok Bolgayuy paspeLleHns Ha BBOA B
rpaxgaHckvuin obopoT cepum Unn napTum MMMYHOBKMONOrM4EeCcKoro fiekapCTBEHHOro npenapara, a Takke Nnopsaok
Bbl4a4yn yKa3aHHOroO 3akryeHnst 1 pa3Mep nnarbl 3a ero Bbigadvy yctaHaesnumeatotces NpasutensctBoMm Poccuickom
degepauun.

8. 3a HenpencTaBrneHWe WM HECBOEBPEMEHHOE NpefcTaBlieHWe [OOKYMEHTOB W  CBEAEHMWIA,
npeaycMOTPeHHbIX YacTamu 1, 2, 4, 5 U 6 HacTosilei cTaTbi, MPOM3BOAWUTENWN NIEKAapPCTBEHHbLIX CPEACTB U
opraHusauuu, OCYLLEeCTBISIOWME BBO3 JleKapCTBeHHbIX npenapatoB B Poccuiickyto denepaumio, HecyT
OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKoHoAaTenbcTBoM Poccuiickoi ®enepauun.

9. lMNpegcTaBneHne OOKYMEHTOB U CBeOEHWIN, NPegyCMOTPEHHbIX YacTamu 1, 2 n 4 HacToswWwen cTaTtbu, U
nony4yeHne npeaycMOTPEHHOro 4acTbld 7 HACTOALWEN CTaTbM paspeLlleHus Ha BBOL MMMYHOBUONOrm4eckoro
NieKapCTBEHHOro npenaparta B rpaxgaHckuin obopoT He TpebyrTcA B OTHOLLUEHMM fIEKapCTBEHHbIX Mpenapartos,
npegHasHa4yeHHbIX ANs NPOBEAEHUS KIMHUYECKUX WCCNeoBaHUN JieKapCTBEHHbIX MpenapaTtoB, MNpoBeAeHUs
3KCNepTU3bl NEeKapCTBEHHbLIX CPEeACTB ANA OCYLEeCTBMEHUS roCydapCTBEHHOW peructpauum fnekapCTBeHHbIX
npenapartoB, a Takke B OTHOLLUEHUN HE3aPErMCTPUPOBaAHHbLIX NEKAPCTBEHHbIX NpenapaToB, NpegHas3HayYeHHbIX Ans
OKaszaHUs MegUUUHCKON NOMOLUM NO XKM3HEHHBbIM MOKa3aHWsM KOHKPETHOro nauueHTa unu rpynnel NauueHTos,
BBO3UMbIX B Poccuinckyto degepauunto B COOTBETCTBUU € yacTamu 3 1 3.1 ctatbu 47 HacTosdwero ®enepanbHoro
3aKoHa.

(B pea. PepepanbHoro 3akoHa ot 27.12.2019 N 475-93)

10. lNMpw BbISIBNEHNM B rpaxkgaHCKOM 0bopoTe cepun Unn NapTyMmn fieKapCTBEHHOro npenapara, AOKYMEHTbI U
CBELEHNS O KOTOPbIX, NPedyCMOTPEHHbIE YacTamu 1, 2 1 4 HacTosLwen cTaTbu, He NpeacTaBneHbl B heaeparbHbIi
OopraH UCNOMNHUTENbLHOW BNACTW, OCYLLECTBNAAIOWMN DYHKLMKX NO KOHTPOSIIO U HAA30py B cdepe 3apaBOOXpaHEHUS,
nmbo cepun UM NapTMM UMMYyHOBUONMOIMYECKOro NNEKapCTBEHHOIO Npenaparta, He MMEeLNX pa3peLleHns Ha BBOS
B rpaxgaHckuii obopoT, NpegyCMOTPEHHOIO YacTbio 7 HacTOsILLEen cTaTbu, dpeaepanbHbli OpraH UCMONHUTENbHOW
BMacT, OCYLUECTBASAWUA QYHKUMM NO KOHTPOMO W Haa3opy B cdepe 3ApaBOOXPaHEHUs, B MOPsaKe,
ycTtaHoBneHHoMm [NpaButenbctBom Poccuiickon degepaunn, NPUHMMAET peLleHne O MpeKpaLlleHUn rpaykgaHCcKoro
obopoTa TakMx cepun unu napTuvM OO NPeAcTaBfeHUs yKa3aHHbIX AOKYMEHTOB M CBeAeHW nmbo nonyyeHus
yKa3aHHOro paspeLleHus.

KoHcynbraHTlnoc: npumeyaHue.

CT1. 52.2 He pacnpocTpaHsieTcs Ha CepuM nekapcTB AN BETEPMHAPHOIO MNPUMEHEHUs, BBEAEHHblE B
rpaxagaHckui obopot o 01.09.2023, koTopble noanexar NPUMMEHEHUIO OO UCTEYEeHUs cpoka nx rogHoctu (P3
ot 02.07.2021 N 317-®3).

Cratba 52.2. BBoa B rpaXpaHCKMM OOOPOT neKapCTBEeHHbIX nNpenapaTtoB AnNs BeTepUHapHOro
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

npUMeHeHusA
(BBegeHa PepepanbHbiM 3akoHoM oT 02.07.2021 N 317-93)

1. MNepen BBOAOM B rpaxkgaHCkMi 0OOPOT Kakaow cepumn npoumsBegeHHoro B Poccuiickon depepaumm
neKkapCcTBEHHOro npenapata [Ans BeTepuMHApHOro MNPUMEHEHUs, 3a MWCKMYEHNEM WMMMYHOBMONOrM4EeCcKoro
rnekapCTBEHHOro npenapara Ans BETePUHapHOro NpUMeHeHNs, NPOU3BOAMTENb Takoro NekapCTBEHHOro npenapara
npeacTaBnseT B yBeAOMUTENbHOM Mnopsiake B dpefeparnbHblid OpraH UCMONMHUTENBHOW BNACTW, OCYLLECTBASAOLLMIA
OyHKLMM MO KOHTpOMto (Haa3opy) B cchepe obpalleHns nekapcTBEHHbIX CPEACTB AN BETEPUHAPHOrO NPUMEHEHNS:

1) AOOKYMEHT npoun3BoanTena JeKapCTBEeHHbIX Cpencts, I'IOD,TBGp)KJJ.GiOLLI,VIVI COOTBETCTBME KayecCTBa
NIeKapCTBEHHOrIo npenapara and BeTepunHapHoro npuMmeHeHund, sBoanMoro B I'pa)KJJ,aHCKVIIZ 060p0T, TpeGOBaHVIFIM,
YCTaHOBJIEHHbIM MPU ero rocyp,apCTBeHHoM pernctpaunu;

2) noaTBepXKAEeHWe YMONMHOMOYEHHOMO nula NPOU3BOAUTENSI JIEKAapPCTBEHHbIX CPEACTB COOTBETCTBUS
NEeKapcTBEHHOrO npenapata Ans BETepUHapHOro MpuMeHeHust TpeboBaHWsIM, YCTAHOBMEHHLIM MNpPU  €ro
rocyiapCTBEHHOW perucTpaumm.

2. lepen BBOOOM B rpaxgaHckum oBOpOT Kakaon cepum BBO3MMOro (nepemeltaemoro) B Poccuiickyto
degepaunto  neKapcTBEHHOro  npenapara Ans  BETEPUMHAPHOMO  MPUMEHEHWs,,  3a  UCKIIYeHUEM
MMMYHOBMONOrMYECKOro  NeKapCTBEHHOTO  npenapata And  BETepPMHapHOro  MNpUMMEHEHWs,  OpraHu3auus,
ocyulecTBrsowas BBO3 (NepemMelleHne) InekapCcTBEeHHOro npenapata Ans BETepPUHapHOro MPUMEHEHUA B
Poccuiickyto ®enepaunio, NnpeactaBnseTr B yBeAOMUTENbHOM nopsake B hegepanbHbin opraH MCNOMHUTENbHON
BMacTu, OCYLLEeCTBASIOWMI DYHKLUUN NO KOHTpomo (Haasopy) B cepe obpalleHns nekapcTBeHHbIX cpeacTs Ans
BETEPMHAPHOIO NPUMEHEHNS:

1) [OKYMEHT npou3BOAUTENsi IEeKapCTBEHHbIX CPeACTB, MNOATBEPXAALWMA COOTBETCTBME KayecTBa
neKkapcTBEHHOro npenaparta Afsi BETepMHapHOro NpYMeHeHUsi, BBOOUMOrO B rpaxaaHckuii o6opoTt, TpeboBaHuaM,
YCTaHOBIEHHbIM NMPUY €ro rocyAapCTBEHHOW perucTpauuu;

2) noATBepXAeHWe nuua, YMNONMHOMOYEHHOro JepaTteneM Wnv  BrnagernbUeM  perucTpauuoHHOro
YOOCTOBEPEHNSA eKapCTBEHHOMo npenaparta Ans BeTepUHapHOro NMPUMEHEHUS, COOTBETCTBUSA 1eKapCTBEHHOIO
npenapata [Ans BeTEpUHApPHOro MNPUMEHEHUs TpeboBaHUSIM, YCTaHOBMEHHbIM MpPU  €ro  rocyaapCTBEHHOM
perucTpaumu.

3. BBoa B rpaxaaHckui 060poT BBO3MMOro (nepemettaemoro) B Poccurickyto ®efepaunio nekapCTtBEHHOTO
npenapara AOnda BeTepuHapHOro npMMeHeHUa OCYLEeCTBNAEeTCA npu Halnndnnm 3akrniyeHnda O COOTBETCTBUU
npon3soaunTena nekapCTBeHHbIX Cpeacts Tpe6OBaHI/IF|M npasun Ha,qnemau.l,eﬁ I'IpOI/I3BO,EI,CTBeHHOIZ NPaKTUKK,
BblJaHHOIMO YMNOJIHOMOYEHHbIM q)ep,epaanblM opraHom WUCMONMHUTENBHOW BacTu anda I'IpOI/I3BO£I,CTBeHHOI7I
NnoLLaaKky NekapcTBEHHOIO Npenapata Afsi BETEPMHAPHOro NPUMEHEHUs, BBOOUMOTO B rpaXaaHCKMin 06opoT.

4. J_|I/ILI,O, YNONMHOMOYEHHOEe  AepXaTenem nnm Briagernbuem perncTtpaumoHHoOro yaocToBepeHna
NleKapCTBEHHOro npenaparta Aand BeTepuHapHOro npuMeHeHud, OOJMKHO ObITb aTTecToBaHO B YCTaHOBJTIEHHOM
YNOJTHOMOYEHHbIM (*)ep,epal'leblM opraHomMm WCMOMHUTENbHOW BNacTu nopaake U UMeTb CTax pa6OTbI HEe MeHee
YyeMm MATb NeT B 06nacTv Npov3BOACTBa U (MNN) KOHTPOMS KayecTBa fekapCTBEHHbIX cpeacTs nubo B obnacTtu
MOHUTOPMHra 3P(PEKTUBHOCTM M GE30NacHOCTM NeKapCTBEHHbIX MpenapaToB ANs BETEePMHApPHOIO MPUMEHEHUS,
NPOBOAMMOTO AepXaTenem unu ernagensuem perucTpalMoHHOro yaoCTOBEPEHNs NEeKapCTBEHHOro npenapaTa Ans
BETEPMHAPHOIO MPUMEHEHUA NWBO YMNONHOMOYEHHbIM VMU  IOPUAMYECKMM NMUOM, Bbicllee obpa3oBaHue
COOTBETCTBEHHO NO OAHOW W3 creuwanbHOCTen Wu (MnM) OQHOMY W3 HanpaBreHUWM MNOoAroToBkW: Guonorus,
OGUoTeXHONOrNsA, BETEPUHAPUS, BETePMHApPHO-CaHWTapHas 3KCNepTu3a, KIvHMYeckas MeguuvHa, paguauuoHHas,
XMMuyeckass n 6uornornyeckas 3sawmTa, dapmauus, dyHoameHTanbHas MeauuuHa, XMMWYeckas TexXHONorus,
XUMUS.

5. MNMopsigok npefcraBneHnsa B COOTBETCTBUM C YacTaMu 1 1 2 HACTOSILLEN CTaTbU JOKYMEHTOB U CBEAEHUN O
NeKapCTBEHHbIX Mpenapatax Ansi BETEPUHAPHOIO MPUMEHEHUs, BBOAWMbBIX B rpaxpaHckun o6opor,
ycTaHaenuaetcs NpasutensctBom Poccuickon degepaumn.

6. B OTHOWEHMM NepBbiIX OBYX CEpWid NeKapCTBEHHOro mnpenapara Ons BeTepUHApPHOro MpPUMEHEHWs,
BrnepBble NpousBeneHHoro B Poccuiickoin ®enepauunn unv Bnepsble BBO3MMOro (nepemMellaemoro) B Poccuiickyto
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depgepaunio, B heaepanbHbii OpraH MCNOMHUTENbHOM BNacTW, OCYLLUECTBAAWNA (YHKLMM MO  KOHTPOSIO
(Hag3opy) B cdepe obpalleHust JeKapCTBEHHbIX CpeAcTB ANs BETEPUMHAPHOIO MPUMEHEHUS, Hapsgy C
OOKYMEHTaMu, NpedyCMOTPEHHbIMM YacTaMu 1 1 2 HacTosIWen cTaTbW, NpeacTaBnAlnTCA NPOTOKOSbl UCMbITaHUIA O
COOTBETCTBUMN ITUX CEPUIM NEKapCTBEHHOro npenapara Ans BETEPUHAPHOro NPUMEHEHUsI nokasaTensam KayecTtsa,
npeaycMOTPEHHbIM HOPMATUBHBLIM AOKYMEHTOM (ganee - NpoTOKON UCMbITaHWI), MPOBOAMMbIX aKKpeaUTOBaHHbIMU
B COOTBETCTBMM C 3akoHodatenbCctBoM Poccuiickon ®depmepaumm 06 akkpeauvtauum B HaUMOHaNbHOW cucteme
akkpeguTauumn ncnbeltatenbHbiMY naboparopuamm (LeHTpamu).

7. ExerogHo He nosgHee 1 deBpans NPOW3BOAMTENW FNeEKapCTBEHHbIX CPeACTB WM  opraHv3auuu,
OCyLLecTBrsiOLLME BBO3 (MepemMeLleHre) NeKapCTBEHHbIX MpenapaToB ANs BETEPUHAPHOIO MPUMMEHEHVS B
Poccuinckyto ®epepaumio, npeactasnaoT B degepanbHbii OpraH UCNOSHUTENbHOW BAAcTW, OCYLLECTBAHOLWMIA
dbyHKUUM MO KOHTpoMto (Hag3opy) B cdepe obpalleHnst TeKapCTBEHHbIX CPEACTB A1 BETEPMHAPHOIO NPUMEHEHUS,
MPOTOKOMN WUCMbITAHMI MOCTYMNUBLLEIO B TEYEHWE roga B rpakgaHCKMn oBOpOT nekapCTBEeHHOro npenapara Ans
BETEPUHAPHOIO NPUMEHEHWNST KOHKPETHOTO NPom3BoAMTENs (Ha OAQHY CEepuio KaXgoro TOProBoro HauMeHOoBaHuS C
y4eTOM fekapcTBeHHOM OpMbl, a ANs NeKapCTBEHHOro npenaparta Ans BeTepUMHApPHOro MPUMEHEHUs, He
ABMSAIOLWErocss MMMYHODMONOIMYECKMM, Takke C Y4YeTOM [O3MPOBKW), MNPOBOAMMbBIX aKKpeAWTOBaHHbIMW B
COOTBETCTBMM C 3akoHopaTenbcTBoMm Poccuiickon ®egepauum o6 akkpeguTauMm B HaUMOHANbHOW cucTeme
aKkkpeauTaumm ucnbltTatenbHbIMY nabopaTopusamm (LeHTpamu).

8. BBog B rpaxgaHckun o60poT MMMYHOBMOMOrM4EeCKoro NeKapCTBEHHOMO nMpenaparta Afna BETEPUMHApPHOro
npMMeHeHus1, npousBefeHHoro B Poccuiickon depepaumm vnu BBO3MMOro (nepemellaemoro) B Poccuiickyto
depnepaunio, OCyLLECTBNSAETCA HA OCHOBaHMU paspeLleHunsi, Bbl4aHHOMO dyeaeparnbHbiM OpraHoOM UCMONHUTENbHOWN
BMacTu, OCYLLECTBAAIOWMM PYHKLUKN MO KOHTPOMO (Hag3opy) B cdepe obpalleHns nekapcTBEHHbIX cpeacTB Ans
BETEPVMHAPHOIO MNPUMEHEHUs. YKasaHHOe paspelleHne BblAAETCA Ha OCHOBaHWMM MPOTOKOMa MCMbITAHWN,
NPOBOAMMBIX aKKpPeAMTOBaHHbIMM B COOTBETCTBUM C  3akoHogaTtenbcTBoM Poccunckon Pegepauumn 06
aKkKkpeguTauum B HaLMOHanNbHOW CUCTEME akKkpeauTauum opraHmsaumsimm, nogBedoMCTBEHHbIMU dheaepanbHOMY
OopraHy WCMOMHWUTENbHOW BAcTWU, OCYLLECTBASLWEMY (YHKUMU NO BbIpabOTKE rOCYy4apCTBEHHOW MOMUTMKA Y
HOPMaTMBHO-NPaBOBOMY pPErynMpoBaHui0 B Cdepe arponpoMbILLIfIEHHOrO KOMMSeKca, BKM4vas obpalleHue
NeKapCTBEHHbIX CPEACTB A1 BETEPMHAPHOIO NPUMEHEHUs, unu degepanbHOMY OpraHy MCMOMHUTENLHOW BracTw,
ocyulecTersitolleMy (OYHKUMM MO KOHTponto (Hagsopy) B cdepe obpalleHWs NekapCTBEHHbIX CpeacTB Ans
BETEPUHAPHOIO NPUMEHEHUSs], @ TaKKe JOKYMEHTOB M CBEAEHMUN, NPegyCMOTPEHHbIX YacTbio 1 (NS npenapartos,
npousBedeHHbIX B Poccuickon ®depepaumm) mnu vactblo 2 (O4Na npenapatos, BBO3UMbIX (NepemellaemMbix) B
Poccunckyto denepauuio) HacTosiLLEN CTaTbMy.

9. CpokK Bblgauun paspelleHusi, ykasaHHOro B YacTu 8 HacTosILLEen CcTaTbu, COCTaBMSET NATb paboynx gHewn co
OHA NpeacTaBneHns MNpou3BOAUTENEM JIEKAPCTBEHHBIX CPeACTB MIUM OpraHuM3auuer, OCyLLeCTBRAKLWEN BBO3
(nepemelleHne) NekapCTBEHHOrO Mpenaparta Ans BETEpUHapHoOro npuMmeHeHust B Poccuiickyto ®enepauuto, B
defepanbHbIi OpraH WUCMONHUTENbHOW BNAcTW, OCYLLECTBRAAIOWNA YHKUUM NO KOHTpono (Haasopy) B cdepe
obpalLeHns nekapCTBEHHbIX CPEeACTB A4S BETEPMHAPHOTO NPUMEHEHUS, LOKYMEHTOB, NPEAYyCMOTPEHHBIX YacTbio 8
HacTosILLEen cTaTbMm.

10. Pa3pelueHue, ykaszaHHOEe B YacTu 8 HacTosLLen CcTaTbM, BbIAAETCH B OTHOLLEHUM KaXXOoM U3 NepBbIX OBYX
cepun MMMYHOOMONOrMYECKOro JeKapCTBEHHOrO Mnpernaparta [Afis  BETEPUHAPHOro MPUMMEHEHUs, BrepBble
npoussegeHHoro B Poccunckon ®egepauumn unu BnepBble BBO3UMOro (nepemellaemoro) B Poccuickyto
depepauunto. Takoe paspelleHWe BbldaeTcsi Ha BeCcb CpoOK oObOpalleHuss cepuv  MMMYHOOMOMNOrM4Yeckoro
neKkapcTBEHHOro npenapara Afsi BETEPUHAPHOro NPMMEHEHUs!, B OTHOLLEHUN KOTOPOM OHO BblgaHo. B oTHowweHMn
nocnegywLwmMx cepuin 0AHOrO TOProBOro HAMMEHOBaHUA MMMYHOBMOMNOrMYECKOro ekapCTBEHHOMO Npenapara Aans
BETEPMHApHOro npuMeHeHus, npoussegeHHoro B Poccuiickon ®denepaumm unu BBO3MMOro (NepemMeLlaemoro) B
Poccunckyto defepaumio, Takoe paspelleHne BbliJaeTCsd CPOKOM Ha Tpu roga. [opsaok BblAayun paspeLleHns Ha
BBOO B rpaXOaHCKuUin oBOpOT MMMYHOOMOOrMYecKoro JieKkapCTBEHHOrO rMpenapara Ansg BeTepuMHapHOro
NPUMEHEHNs, MOPSAOK Bbl4ayyM MNPOTOKOSMA WMCMbITAHUKW, yKa3aHHbIX B 4acTM 8 HaACToAWEen cTaTtbu, a Takke
METOAMKa ornpefeneHnst pasMepoB NnaTthl 3a Bblgady YKa3aHHOrO MPOTOKONa WCMbITAHUA YCTaHaBMNMBAETCS
MpaButensctBom Poccunckon ®enepaumm.

1. MMMyHOGMOﬂOFquCKMe NeKapCTBeHHble npenapatbl And BeTepuHapHOro npuMeHeHud, BBedeHHblE B
rpa>|<,1:|,aHC|<|/||7| O60pOT B COOTBETCTBUM C YacCTblo 8 HacTosLWen cTaTbk, nognexar XpaHeHuo, nepeBo3ke, OTMYCKY,
peanu3aunun, nepegadve, npuMeHeHnto A0 NCTEeYEHNA CPOKa X roOOHOCTU.
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12. 3a HenpeacTaBneHWe WAM  HECBOEBPEMEHHOE MNpPeACTaBfieHNE [OKYMEHTOB W CBEOEHUNM,
npeaycMOTpPeHHbIX Yactamm 1 - 3, 6 n 7 HacTosilen cTaTbW, MPOU3BOAUTENN NEKapCTBEHHbIX CPEACTB WU
opraHM3aumun, OcyLllecTBRsoWmMe BBO3 (NepeMeLleHne) neKapCTBEHHbIX MpenapaToB A BETEPUHAPHOIo
NpUMEHEHNA B POCCVIVICKyPO d)enepaumo, HEeCyT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATEelbCTBOM
Poccunckon ®epepaumm.

13. MNpeacraBneHne JOKYMEHTOB U CBEAEHUI, NPeaYCMOTPEHHbIX YacTamu 1 - 3, 6 U 7 HacTosLWEN CTaTbu, U
nonyvyeHne paspelleHunsi, YKasaHHOro B YacTu 8 HacTosLwen ctatbi, He TpebyroTCcsa B OTHOLUEHUM NEKapPCTBEHHbIX
npenapaTtoB ffsi BETEPUHAPHOro NPUMEHEHUs, NpedHasHaveHHbIX Ansi BbiBo3a U3 Poccuiickon Pepepaumm,
npoBedeHNst  OOKIMHUYECKUX  WCCNEedOBaHWA  NEeKApCTBEHHbIX  CPEACTB,  KIMHUYECKUX  UCCrenoBaHUin
NeKapCTBEHHbIX NpenapaToB Aflsl BEeTEPMHAPHOrO NPMMEHEHUS U BBO3a ASs Lienen, yKasdaHHbIX B MyHKTe 5 yacTtu 1
ctatbn 50 Hactosiwero ®epepanbHOro 3akoHa, a Takke 00pas3uoB NEKapCTBEHHbIX NpenapaToB Ans
BETEPMHAPHOIO NMPUMEHEHMS, NPpeAHa3HaYeHHbIX NS NPOBEAEHUS SKCMEPTU3bl NEKapCTBEHHbIX CPEACTB B LIEnsaX
OCYLLIECTBMEHUS TOCYOAPCTBEHHOW PpErMcTpaumm nekapCTBEHHbIX MpenapaTtoB Afs BETEPUMHAPHOIO MpPUMEHEHMS
UNN BHECEHUSI M3MEHEHUN B pPErucTpauMOHHOE [OCbe Ha JIeKapCTBEHHbIM Mpenapar And BeTepuHapHOro
NPUMEHEHNS.

Cratba 53. lMpopaxa, nepegava JeKapCTBeHHbIX CpPeACTB OpraHusauMaMm ONTOBOW TOProBmnU
neKapcTBeHHbIMU cpeacTBaMu

1. OpraHusaumm ONTOBOW TOPrOBMAM J€KapCTBEHHbIMW CPEeACcTBaMM MOTYT OCYLWECTBNATb NpoJaxy
neKapCcTBEHHbIX CPEACTB WM nepefaBaTb MX B YCTAHOBMEHHOM 3aKoHOAaTenbCTBOM Poccuickon $epepaumu
nopsiake (3a ucknoveHnem dapmaueBTUYeCcKon CybGCcTaHuMmn cnupta 3TUOoBOro (3TaHomna) ¢ yvyetom TpeboBaHui
Yyactu 3 HacTosLWwen cTaTbm:

(B pea. PegepanbHbIx 3akoHOB OT 27.12.2019 N 481-03, ot 04.08.2023 N 428-$3)

1) opyrym opraHusaLmsiM ONTOBOW TOProBMM NeKapCTBEHHLIMU CPeACTBaMY;

2) npou3BoauTEnsiM NEKapCTBEHHbIX CPEACTB AN1s Lene NpoM3BOACTBa NEKapCTBEHHbIX CPEACTB;
3) anTeyHbIM OpraHM3aUmMsaM 1 BETEPUHAPHBIM anTeYHbIM OpraHM3aLmnsm;

4) Hay4Ho-MCCnefoBaTeNbCKMM OpraHM3aunsaM Ans Hay4YHo-uccneaoBaTenbCkon paboThbi;

5) uHanBUAyanbHbIM NpegnpuHMMaTENsM, UMeLWUM NULEH3NI0 Ha hapMaLeBTUYECKYO0 AeATEeNbHOCTb Un
FIMLEH3MI0 HAa MELULMHCKY0 AenTenbHOCTb;

6) MeaMUMHCKUM OpraHusauusiM, B TOM 4YWUCle CO34aHHbIM U 3aperucTpupoBaHHbIM B COOTBETCTBMU C
3aKoHo4aTENbCTBOM WMHOCTPAHHOIO rocygapcTBa - uneHa OpraHusaumMm 3KOHOMWYECKOro COTpyAHMYECTBa M
pasBUTMS  WHOCTPAHHLIM  OPUOUYECKUM  FMUAM, WHOUBMAYanbHbIM  NPeanpuHMMaTensaM,  SBMSOLWMMCS
ydyacTHMKaMu npoekta B cooTBeTcTBUM ¢ PepepanbHbiM 3akoHoM oT 29 wmoHa 2015 roga N 160-903 "O
MEXOYyHapooHOM MEOULMHCKOM KrnacTepe U BHECEHUM W3MEHEHUN B OTAENbHble 3aKoHOAATEeNbHble aKThbl
Poccunckon ®egepaunn”, n BeTepMHapHbIM OpraHM3aLmsam;

(B pea. PegepanbHbIx 3akoHOB OT 26.07.2019 N 240-93, ot 04.08.2023 N 428-93)

7) opraHM3auusM 1 MHAMBMOYanbHbIM NpeanpuHUMAaTEnsM, OCYLLECTBNSIOWMM pa3BedeHmne, BbipallBaHme
N coAepXXaHMe XUBOTHbLIX (3@ UCKIMOYEHMEM Npodaxy UM dhapMaLeBTUYECKNX CyOCTaHLUMI UNn UX Nepegayn).
(n. 7 B pea. PenepansHoro 3akoHa oT 02.08.2019 N 297-93)

2. OpraHu3aumy ONTOBOW TOPrOBMWU JIE€KAPCTBEHHbIMW CPEACTBAMW He BMpaBe OCYLECTBNATb MNPOAaxy
(nepegavy B ycTaHOBMEHHOM 3akoHopaTenbcTBom Poccuiickon Pegepaumm nopsgke) dapmaueBTMYecKon
cybCcTaHuumM cnupTa STUIOBOIO (3TaHorna).

(vacTb 2 B pea. ®enepanbHoro 3akoHa ot 27.12.2019 N 481-d3)

KoHcynbraHTlnoc: npumeyaHue.
Y. 3 ct. 53 Ha Ttepputopusix OHP, JIHP, 3anopoxckonm obnactn, XepCOHCKOM obnactu npuMeHseTcs C
01.09.2024 (3 o1 04.08.2023 N 428-93).
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3. OpraHu3sauum onToBOW TOProOBMM JEKAPCTBEHHBIMI CPEACTBAMM MOTYT OCYLLECTBISATL Npodaxy (nepegadvy
B YCTAHOBNEHHOM 3akoHofdaTenbCcTBOM Poccuiickon ®degepauuy nopsigke) NekapcTBEHHOrO npenaparta Aans
MeOULIMHCKOTO NMPUMEHEHUsT C MeXayHapoaHbIM HENaTeHTOBaHHbIM HaMMeHOBaHeM "OTaHon":

1) lopyanyeckum nuuam, UMELLMM NULEH3MIO Ha dapMaLEeBTMYECKYIO AeATENbHOCTb B cdepe obpalleHns
neKkapCcTBEHHbIX CPEACTB ANA MEAULIMHCKOrO NPUMEHEHNS;

2) nHonBuayanbHbiM npegnpunHnMartenam, MMmerwmnm JnmMUeH3Nno Ha c*)apMau,eBqueCKy}o OEeATENbHOCTb B
ccpepe 06pau.|,eHV|9| JNIeKapCTBEHHbIX CpeacTB And MeanUMHCKOIo NpuMeHeHns;

3) MHauBMAyanbHbIM NpeanpUHUMaTENSM, UMEIOLWMM NULEH3NI0O HA MEOULNHCKYIO AeATENbHOCTD;
4) 1opyaNYECKMM NULaM, UMEIOLLIMM NINLIEH3MI0 HA MEQULIMHCKYIO AESTENBHOCTb;

5) WHOCTpaHHLIM OPUAMYECKMM §NMUAM W UHOUBMAOYyalNbHbIM  MNpeanpuHUMaTensaM, CO34aHHbIM U
3aperncTpupoBaHHbIM B COOTBETCTBMM C 3aKOHOOATENbCTBOM MHOCTPAHHOrO rocygapcrtea - uneHa OpraHusauumm
3KOHOMMYECKOTO COTPYAHMYECTBA W pPa3BUTUS, SBMASIOWMUMCS Yy4acTHMKaAMM MNpoeKkTa B COOTBETCTBUM C
®epgepanbHbiM 3akoHOM OT 29 umioHA 2015 roga N 160-#3 "O mexgyHapogHOM MeOMLMHCKOM Khnactepe u
BHECEHMM U3MEHEHUN B OTAENbHbIE 3aKoHoAaTenbHble akTbl Poccuinckon depepauun®;

6) vcnbiTatenbHbIM nabopatopusaM (UeHTpaMm), MpPoBOAAWMM UCMbITaHMA B 0BnacTu KOHTPOMsS KavecTsa
neKapCTBEHHbIX CPeacTB, akKpeaMTOBaHHbLIM B COOTBETCTBUMM C 3akoHodaTtenbcTtBoM Poccuickon ®epepauun o6
aKkkpeauTaumm B HaLMOHarbHON CUCTEME akKpeauTauun.

(vactb 3 BBegeHa PenepanbHbiM 3akoHOM OT 04.08.2023 N 428-$3)

Cratbsa 54. [paBuna onToOBOW TOProBsy fieKapCTBEHHbIMU cpeacTBaMm

1. OnToBas TOProBfs NEKapCTBEHHbIMW CpPeACTBaMW OCYLLECTBNSETCS MPOU3BOAUTENAMW NeKapCTBEHHbIX
CPEeAcTB M opraHu3auusiMM OMTOBOW TOProOBMW fleKapCTBEHHbIMW CpPeAcTBaMM MO MpaBunaM  Hagnexailew
ONCTPUOBLIOTOPCKON NPaKkTWKW, MpaBuiaM Hagnexalwle npakTUKM XpaHeHWs W NepeBO3KN NeKapCTBEHHbIX
npenapaToB Ans MeAULMHCKOrO NPUMEHeHNs, NpaBunaM XpaHeHus nekapCcTBEeHHbIX CPpeACTB ANns BETEPUMHAPHOro
NPUMEHEHWsl,  YyTBEPXXAEHHbIM  COOTBETCTBYHOLMMW  YMNONHOMOYEHHbIMM  dedepanbHbiMW  OpraHamu
NCMONHNTENBHOW BNacTu.

(B pea. PegepanbHbIx 3akoHOB OT 22.12.2014 N 429-03, ot 28.04.2023 N 171-$3)

2. OpraHusauns ONTOBOW TOProBNY NeKkapCTBEHHbIMU cpeacTBaMu obs3aHa cobnogaTte npeaenibHble CPOKM
OTrpy3ku 3aTpeboBaHHbIX anTe4yHOW opraHM3aLumner nekapCTBEHHbIX NpenaparoB ANA MeaULMHCKOro NPUMEHEHNS 1
He BNpaBe OTKa3blBaTb anTeYHOW OpraHusauumu, C KOTOPOM y Hee 3aKriyeH COOTBETCTBYHOLLMA [OroBOP O
MoCTaBKax fleKapCTBEHHbIX NpenapaToB Ans MeAMLMHCKOrO MPUMEHEHUS, B MOCTaBKe fieKapCTBEHHbIX NpenaparoB
ANs MeQULMHCKOro MpUMEHEHMs Npu Hanuunm 3aTpeboBaHHbIX NeKapCTBEHHbIX npenapaToB Ans MeOWLMHCKOro
NPUMEHEHWS Yy OpraHusauuM ONTOBOW TOProBMAM fEeKapCTBEHHbIMU cpeacTBamu. [lpedenbHble CPOKM OTIPY3Ku
3aTpeboBaHHbIX anTe4YHoOW oOpraHu3auvMen nekapCTBEHHbIX MpenapartoB AN MeOUUMHCKOTO MpPUMEHEHVS B
3aBMCMMOCTM OT PacMoONOXEHUs MecTa OTIPy3KU NeKapCTBEHHbIX MpenapaToB ANs MeOULMHCKOTO MpUMEHeHUs
yCTaHaBNUBAaKTCS YNOMHOMOYEHHbIM pegeparnbHbiM OPraHOM MCMONTHUTENBHOW BNacTy.

(yacTb 2 BBegeHa PepeparnbHbiM 3akoHOM OT 26.03.2022 N 64-D3)

Ctatba 55. Mopsanok po3HUYHOW TOProBrM NeKapCTBEHHLIMU NpenapaTamu

1. Po3HUYHasi TOProBnsi fieKapCTBEHHbIMWU MpenapataMu B KONMUYecTBax, HEOOXOAMMbIX A1 BbIMNOMTHEHMWS
BpayebHbIX (dbenbOlepcknx) Ha3Ha4YeHUn WM HasHayeHuMn CchneuuanuctoB B obracT  BeTepuHapuu,
OCYLLECTBIISIETCA anTeYHbIMU OpPraHn3aLnsMmn, BETEPUHAPHBIMU anTeYHbIMU OpraHu3auMsaMu, MHOUBMAYaNbHLIMU
npegonpuHUMarensiMM, UMeELWUMN  NMUEH3MI0  Ha  apMaueBTMYECKYD  OEesTENbHOCTb,  MEOULMHCKUMM
opraHMsaumMs MM, UMELWUMM JINLEH3MI Ha (apMaLeBTUYECKYHD OeATEeNbHOCTb, M KX 06O0COONEeHHbIMU
nogpasgeneHnsmn (ambynatopusimn, enbawepckuMmm 1 enballepcKo-akyLWepCckMMM  MyHKTamMK1, LeHTpaMu
(otaeneHuammn) obuiern BpayebHoM (CeMEHON) NPaKTUKK), PacMoNTIOKEHHBIMU B CEIbCKMX HACENeHHbIX MyHKTax, B
KOTOpbIX OTCYTCTBYIOT anTeYyHble OpraHu3auuv, U BeTepUHapHbIMW OpraHM3auusMy, UMEKLMMM JIMLEH3UI0 Ha
hapmaLeBTUYECKYI0 AeATenbHOCTb. PaspelueHa po3HMYHasi TOProBrfsi TOMbKO JIEKAapCTBEHHbIMW MpenapaTtamu,
3apermcTtpupoBaHHbiMn B Poccuiickon ®epepaumnm WM M3FOTOBMEHHBIMW  anTeYHbIMU  OpraHu3auumsmu,
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

BETEPUHAPHBIMW anTEeYHbIMY OpraHn3aumsaMn, MHOMBUAYaNnbHbIMU NpeanpuHUMaTensiMm, UMeLL MM JINLEH3NIO Ha
hapmaLeBTUYECKYI0 AeATEeNbHOCTb. PO3HMYHAs TOProBns feKapCTBEHHbIMK MpenaparamMyn OCyLLEeCTBRSAETCA No
npaBunaM Haanexawlenl anTedHON MNPaKTUKW, YTBEPXAEHHbIM YMOMHOMOYEHHbIM dedeparnbHbIM  OpraHoMm
WCNOMNHUTENbLHOW BNacTu.

(B peq. ®epepanbHbIx 3akoHOB OT 25.11.2013 N 317-93, o1 22.12.2014 N 429-93)

1.1. Po3HMYHas TOProBnsi JiekapCTBEHHbIMM MpenapataMmy Ans MeAUUMHCKOro MNpuMeHeHusa (3a
WCKITIOYEHMEM JIEKapCTBEHHbIX MNpenapaToB, OTMNyCKaeMblX MO pPeuenTy Ha JieKapCTBEHHbI Mpenapar,
HapPKOTUYECKMX JIEKAPCTBEHHbLIX MNpenapaTtoB W  MCUXOTPOMHbIX JIEKAPCTBEHHbIX MpenapatoB, a Takke
crnvpTocodepXallmx fieKkapCTBEHHbIX NpenapaTtoB ¢ 0ObLEMHOW AONen STUITOBOrO CrupTa CBbIle 25 MpoLeHTOB)
MOXET OCYLLECTBNATLCS anTEeYHbIMU OpraHm3aumsiMm OUCTaHUMOHHBIM  cnocobom. PO3HWYHYHO TOProemnto
rNlekapCTBEHHbIMM MpenapatamMu ans MeguLUHCKOro NMpUMEHEHUS AUCTaHUMOHHBLIM CNOCOOOM MOTYT OCYLLECTBMSATb
anTeyHble oOpraHu3auuu, UMelolMe IUMUEH3UI0 Ha dapmaueBTUYeCcKylo OeATenbHOCTb UM COOTBETCTBYyHOLLEE
paspelleHne denepanbHOro opraHa WCMNOMHUTENbHOW BNacTu, OCyLecTBhsowero (yHKUUM MO KOHTPOM U
Haa3opy B cdepe 3aopaBooxpaHeHus. Mopsagok Bblgady paspelleHns Ha OCyLLeCcTBeHMe PO3HUYHOM TOProBMM
nekapcTBEHHbIMM NpenapartaMmyM OUCTaHLMOHHBIM CNocoboM, TpeboBaHMA K anTeYHbIM OpraHM3auusimM, KoTopble
MOTYT OCYLLIECTBNATb TaKyt TOProBio, U NOPSAOK ee OCYLLECTBMNEHWS, a TakKe npaBuna JOCTaBKM NEKaPCTBEHHbIX
npenapaTtoB rpaxpaHam ycTaHaenueatotcsa [lpasButensctBom Poccunckon Pegepauun. WUHdpopmauus o6
onnayeHHbIX (OTMYLEHHbIX) WM MOMyYeHHbIX eKapCTBEHHbIX Mpenaparax BHOCUTCS B CUCTEMY MOHWUTOPWHra
OBWXEHWS NeKapCTBEHHbIX NpenapaToB AN MEAMLMHCKOrO NpUMEHEHUs B nopsiake, NpeaycMOTPEHHOM YacTblo 7
cTtatbk 67 HacToswero PegepanbHOro 3akoHa.

(yactb 1.1 BBegeHa PenepanbHbimM 3akoHoM oT 03.04.2020 N 105-93)

2. Bugpl anTeyHblX opraHuM3aumMii M npasBuna OTMyCKa feKapCTBEHHbIX MpenaparoB ANd MeaMUMHCKOro
NPUMEHEHWST anTeYHbIMY OpraHuM3aunsiMy, VHAMBUAYaANbHbIMWU NPEAnPUHUMATENSMU, UMEIOLWMMM MULEH3NI0 Ha
hapmaLeBTUYECKYI0 AeATenbHOCTb, a Takke npaBuna OTMyCcKa NeKapCTBEHHbIX NpenapaToB ASA MEeAVLUHCKOro
NPUMEHEHNS MEANLMHCKMMU OpraHn3aumsamMmn, MMeoLLMMN NNLEH3NI0 Ha hapMaLeBTUYECKYI0 OeATENbHOCTb, U UX
o6ocobneHHbIMU  noapasgeneHuamy  (ambynatopuamu,  denbawepckuMm U penbaepcko-akyLwepcKuMm
NyHKTaMu, LeHTpamu (oTtaeneHusmn) obLuert BpadebOHOM (CEMENHOW) NPakTUKKX), PacnofoXeHHbIMU B CENbCKUX
HaceneHHbIX MNyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHusauuu, YTBEepXAalTcs YNONHOMOYEHHbIM
denepanbHbIM OpraHoOM UCMOMHUTENbHON BNacTy.

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

3. MNpaBnna oTnycka HapKOTUYECKUX CPEACTB M MCUXOTPONMHbIX BELLECTB, 3apErMCTPUPOBAHHBLIX B Ka4ecTBe
NEeKapCTBEHHbIX MNpenapaToB, JEKapCTBEHHbIX MNpenapaToB, CoAepXallMx HapKoTMYeckne cpeacrtea U
MCUXOTPONMHbIE BELLIECTBA, YTBEPXKAATCA YNONHOMOYEHHBIM begepanbHbiM OpraHoM UCMONMHUTENBHON BNAacTy Mo
cornacoBaHuio ¢ doeepanbHbIM OpraHoOM UCNOMHUTENbHON BMACTU, YNONTHOMOYEHHbIM B cdhepe BHYTPEHHMX Aen.
(B peq. ®epepanbHoro 3akoHa ot 03.07.2016 N 305-93)

4. JlekapCTBeHHble npenapaTtbl ANA BETEPUHAPHOrO MNPUMMEHEHUST MOANeXaT OTNYyCKy BeTepUHapHbIMU
anTeyHbiMM  OpraHM3auusiMK, BETEPUMHAPHbIMU  OpraHM3auMs My, UHOMBWUAOYanbHbIMKW  NpeanpuHUMaTensiMu,
UMELMMN NNLEH3NIO Ha apmaueBTnyeckyto peatenbHocTb. OTNyCK FNEeKapCTBEHHbLIX MpenapartoB Ansi
BETEPMHAPHOIO MPMMEHEHUST OCYLLECTBNSAETCA B COOTBETCTBMM C MpaBuiiaMy Haganexailen anTeyHOW MpakTuKK
NEeKapCTBEHHbIX MNpenapatoB AN BETEPUMHAPHOTO  NPUMEHEHUsl,  YTBEPXKOEHHLIMU  YMONTHOMOYEHHBIM
degepanbHbIM OpraHOM UCMONMHUTENBHOW BNAacTu.

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

5. MNepeyeHb MeOULNHCKNX OpraHn3auui, UMeoLNX NMLEH3NI0 Ha hapMaLeBTUYECKY0 AeATeNbHOCTb, U NX
060Cco6neHHbIX noapasgeneHni (ambynatopun, denbawepckmx u genbaLepcko-akyLepckux MNyHKTOB, LIEHTPOB
(otoeneHuin) obuiern BpayebHOM (CEMEWHOM) MPakTUKW), PacrnofioXEHHbIX B CENbCKUX HACENeHHbIX MyHKTax, B
KOTOPbIX OTCYTCTBYIOT anTeYHble OpraHM3aLmm, a TaKkke nepeyeHb NeKapCTBEHHbIX NpenapaToB, NpogaXxa KOTOpbIX
MOXET  OCYLLUECTBNATbCS  yKas3aHHbIMM  OpraHusaumsiMm U1 UX  0DOOCOOMEHHbIMM  MOApa3deneHns MU,
yCTaHaBNUBAKTCS OpraHamMm UCNoNHUTENbHOM BnacTu cybbekToB Poccuiickon ®eepaumm.

(B peq. ®epepanbHbIX 3akoHOB oT 25.11.2013 N 317-®3, ot 03.04.2020 N 105-93)

6. AnTeyHble oOpraHus3auuu, UHAMBUOYyanbHble  MPeanpUHMMaTenu, UMeKLWMe  JIMUEH3UKI0  Ha
hapmaLeBTUYECKYI0 [eATeNbHOCTb, 00sa3aHbl obecnedmBaTh YTBEpXAeHHbIM [paButensctBoM Poccuickon
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?;i’ze‘f:'l’gbig 32%'(2%*3 ot 12.04.2010 N 61-03 [okymeHT npepocTasneH KoHcynbTaHTI0C

"06 obpalleHun nekapcTBEHHbIX cpeacTs” Aata coxpanerua: 24.01.2024

depgepauun 1 HOPMUPYEMbIA B YCTAaHOBIEHHOM MM MOPSAKE MUHMMAIbHBIA ACCOPTUMEHT JIEKAPCTBEHHBIX
npenapaToB, HEOOXOAUMBIX AN OKasaHWs MeANLMHCKON NOMOLLW.
(vacTb 6 B peq. ®egepanbHoro 3akoHa ot 25.11.2013 N 317-93)

7. AnTeyHble opraHusauun, WHAMBWAYyamnbHble  NPeanpuHMMAaTENK, UMelLWwne  NUUEH3NK  Ha
hapmaLeBTUYECKYI0 AeATENbHOCTb, Hapsay C NekapcTBEHHbIMM npenaparamu MMeroT npaBo npuobpetate U
npogasaTb, B TOM 4YMCMe AUCTAHLUMOHHBIM CMOCOOOM, MEAMUMHCKME W3aenuvs, AesvHduumpyrowme cpeacTsa,
npeaMeTbl W CpeacTBa fMYHOW  TUrMEeHbl, nocydy Ans  MEeAVMUMHCKMX Uenen, npeaMeTbl UM CPeacTsa,
npegHasHayYeHHble Ans yxoda 3a 60nbHbIMW, HOBOPOXAEHHBIMW U AEeTbMW, HE AOCTUrLUMMM BO3pacTa Tpex feT,
OYKOBYIO OMTUKY W CPEACTBa yxoda 3a Hel, MMHeparbHble BOAbl, MPOAYKTbl ne4ebHOro, AeTCKOro 1 ANEeTUYeCcKoro
nuTaHus, 6uonorumyeckn akTuBHble Ao06aBku, napdOMepHble W KOCMETWYeCKMe CPeacTBa, MeOMUMHCKME U
CaHWTapHO-NPOCBETUTENbHbIE NeYaTHbIe N3AaHns, NpeaHasHa4YeHHble 4N nponaraHabl 300poBOro obpasa XuUsHu.
(B pea. ®PeagepanbHbix 3akoHoB oT 27.07.2010 N 192-93, ot 25.11.2013 N 317-$3, ot 03.04.2020 N 105-93)

8. [eATenbHOCTb anTeyHblX opraHusauni BoopyxkeHHbix Cun Poccunckon ®epepaunn, ApPYrnx BOMWCK,
BOWHCKMX (DOPMMPOBaHUA N OpraHoB, B KOTOPbIX 3akoHopatenbcTBoMm Poccuiickon degepaumm npegycMoTpeHOo
NpoxXoXaeHne BOEHHOW crnyX0bl nn degepansHOM rocyqapCTBEHHON CryXbbl, CBA3aHHOW C NPABOOXPaHUTENbHON
OeATENbHOCTLIO, pernaMmeHTupyeTcs HacToswmm degeparnbHbiM 3aKOHOM U YTBEPXAEHHBIMU COOTBETCTBYOLLMMM
denepanbHbIMY OpraHamMu UCMOMHUTENbHON BMAacTu MNonoxeHusiMu. KoHTponb 3a cobniogeHuem ykasaHHbIMU
anTeYHbIMM OpraHu3aumsaMun NonoXxeHun HacTosiwero ®egepanbHOro 3aKoHa OCYLLECTBSETCA COOTBETCTBYHOLLMMM
denepanbHbIMKU OpraHamMmun UCMOSNTHUTENBHOW BNacTw.

(B pea. ®eapepansHoro 3akoHa ot 13.07.2015 N 262-$3)

9. Y1partun cuny c 1 siHeaps 2021 roga. - PegepanbHbiii 3akoH ot 03.04.2020 N 105-93.

KoHcynberaHTlnoc: npumeyaHue.
C 01.03.2026 cT. 55.1 ytpaumnBaert cuny (®3 ot 20.10.2022 N 405-93).

Cratbsa 55.1. Mopsnok ocywecTBNeHUsi PO3HUYHOW TOProBfv JNieKapCTBEHHbIMU NpenapataMu ans
MeAULIMHCKOrO NPMMEeHeHUs, OTNyCcKaeMbIMU MO peuenTy Ha JieKapCTBEHHbIM npenapar, AUCTaHLMOHHbIM
cnoco6om

(BBegeHa depneparnbHbiM 3akoHOM oT 20.10.2022 N 405-93)

1. B nepuog ¢ 1 mapta 2023 roga no 1 mapta 2026 roga B ropoge denepanbHoro 3HadeHuss Mockse, B
Benropogckon n MockoBckon obnactax (ganee B HacToswen cratbe - cybbekTbl Poccuiickon ®depepaumm)
npegycMmaTpvBaeTCcs npoBedeHne IKCMepuMeHTa MO OCYLLUECTBMEHWI0 PO3HWYHOM TOProBMW NEKapCTBEHHbIMU
npenapatamv Ans MeOULMHCKOrO MPUMEHEHWs, OTMyCKaeMbIMW MO peuenTy Ha NekapcTBEHHbIM npenapar,
ANCTaHLUMOHHBIM CMOCOOOM (Janee - 3KCNepuMeEHT).

2. B pamkax 3KCMepuMMeHTa ero y4acTHWKW BrpaBe AMCTaHLUMOHHBIM CMOCOOOM OCYLLECTBIATL PO3HUYHYHO
TOProBr0 NeKapCcTBEHHbIMU MpenapartaMmu AN MeOULUHCKOro NPUMEHEHWs, OTnyckaeMbiMWM MO peuenTy Ha
nekapcTBeHHbIM npenapaTt (B TOM u4ucrne copMUPOBaHHOMY B (POpME SMEKTPOHHOro AOKYMEHTa B NUYHOM
kabvHeTe rpaxgaHvHa B dedepanbHOM rocygapCTBEHHOW MHOpMauuoHHon cucteme "EuHbIn  nopTan
rOCYOapCTBEHHbIX M MYHULMNAMbHbBIX YCnyr (PyHKUMRA)" 1 (MNK) Ha pernoHanbHbIX nopTanax rocygapCTBEHHbIX U
MYHULMMAMNbHbLIX YCIYr) U BKMIOYEHHBIMU B MepeyeHb feKapCTBEHHbIX MpenapaTtoB M hapmakoTepaneBTUYeCKmX
rpynn NeKapCTBEHHbIX MpenapaToB, paspeLleHHbIX K peanusauunm B pamMKax 3KCNEepUMMEHTa, YTBEPXKAEHHbIN
YMONMHOMOYEHHbIM  dpefeparnbHbiM  OpraHOM  UCTOMHUTENbHOM  BNacTM  (3a MWCKIMIOYEHWEM  JTeKapCTBEHHbIX
npenapaToB, CoAepXallux HapKoTUYeckme CpeacTBa, NCMXOTPONHbIE BELLEeCTBa U UX MPEKYPCOpPbI, NeKapCTBEHHbIX
npenapaToB, coepXallnx CUNbHOOENCTBYWOWMNE BellecTBa, pagvodapmaleBTU4ECKUX MeKapCTBEHHbIX
npenapaTtoB, MMMYHOBMONMOrMYECKNX NEKAPCTBEHHBLIX NPenapaTtoB, a Takke JIeKapCTBEHHbLIX Npenaparos, AN
KOTOPbIX B COOTBETCTBMM C WHCTPYKUMEN NO MPUMEHEHUI0 feKapCTBEHHOro mnpenapata YyCTaHOBMEH
TemnepaTypHbI pexnm xpaHeHus Hwxke 15 rpagycos Llenbcus, cnnptocogepalumx nekapCTBeHHbIX NpenapaTos
Cc oObemHoOM [onew 3TUNOBOrO cnupTa CBbile 25 MPOLEHTOB M JIEKAapCTBEHHLIX NPENapaToB, WU3roTOBMEHHbLIX
anTeyHbiMM opraHusauusamn). Kputepuy BKMAOYEHUS NEKapCTBEHHbIX MpenapatoB M hapmakoTepaneBTUYeCKmX
rpynn nekapCTBEHHbIX MNpenapaTtoB B YKasaHHbIA MepeyeHb ycTaHasnuealTca [lpaButensctBoM Poccuinckon
Penepauun. NMonoxeHns HACTOSLLEN CTaTbM HE PAcNPOCTPaHSIOTCA Ha fNekapCTBEHHbIE npenapartbl, OTNyCKaemble
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

fOecnnaTHO UM CO CKMAOKOW rpagaHam, UMEKLWUM npaBo Ha obecrnedyeHne feKkapCTBEHHbIMM Mpenapatamun 3a
CYeT CpedcTB OWMKETHbIX accurHoBaHui degepanbHoro Orogketa M OtogkeToB cybbektoB Poccuickonm
degepauuu.

3. YyacTHukamm akcnepuMeHTa SIBASTCA YNOMHOMOYEHHbIN dheaepanbHbIi opraH UCNOMHUTENBHON BiacTy,
YNOMHOMOYEHHbIE OpraHbl  MCMONHUTENbHOW BRactn cybbektoB Poccunckon dPepepauun, MeguuMHCKUe
opraHMsaumMmM M anTedHble OpraHuM3auuu, COOTBETCTBYHOLIME TpeboBaHMAM, YCTAHOBMEHHbIM B COOTBETCTBUM C
YyacTbto 4 HACTOSILLEN CTaTbMU.

4. TlonoxeHne O MNOpsAAKEe MNPOBEOdEHUs SKCrepuMeHTa, B TOM uucrne TpeboBaHUs K MEAULIMHCKUM
opraHMsauvsiM 1 anTevyHblM OpraHM3auuaM, ABNAOLWMMCS Y4acTHUKaMU SKCNepUMeHTa, NopsaaoK OCYLLECTBEeHMs
PO3HUYHOW TOProBNM NEKapCTBEHHbIMM MpenaparaMn Ans MEeAMLMHCKOTO MNPUMEHEHUs,, OTMNyCKaeMbiMK MO
peLenTy Ha NeKapCTBEHHbIN Npenapart, AUCTaHUMOHHbLIM cnocobomM, TpeboBaHNs K 4OCTaBKe TakMX JIeKapCTBEHHbIX
npenapaToB rpaxdaHaMm, npaBuna Bblgayy paspelleHuss Ha  OCYLLEeCTBIIEHME  PO3HWYHOW  TOProBMnx
nekapcTBEHHbIMU npenaparaMi Ans MeAULIMHCKOrO NMPUMeHeHUs, OTMyCcKaeMbIMU Mo peLenTy Ha NekapcTBEHHbI
npenapart, AUCTaHUMOHHBLIM criocobom, yTBepxaaeTcs MpaeutenbctBom Poccuiickoin denepaunn. TpeboBaHus K
anTeyHbiM oOpraHusauusiM, SBMSIOWMMCS Y4YacTHUKAMK 3KCNepUMeHTa, He MoryT ObiTb Huke TpebGoBaHwi,
YCTaHOBMEHHbIX K anTe4yHbIM OpraHu3aunsiM B COOTBETCTBUM C YacTbio 1.1 cTatbu 55 HacTosiwero ®enepanbHoro
3aKoHa.

5. YNonHomo4eHHbIN heaepanbHbIi OpraH UCMONMHUTENBHON BRacTu:

1) OCyLLECTBNSIET METOANYECKOE COMPOBOXAEHME 3KCMEpUMEHTa, BKIOYasi METOANYECKOE COMPOBOXAEHWE
AesTENbHOCTY MEAMUMHCKUX OpraHu3aumMidi U anTeyHblX OpraHu3auuii, y4acTBYIOLMX B 3KCMNEPUMEHTe, Mo
0bOPMIIEHUNIO, UCMOSNb30BAHNID U XPaHEHWIO PELENTOB Ha JIeKapCTBEHHbLIA nNpenapat, B TOM 4ucre
chopMMpOBaHHbIX B hopMe 3MEKTPOHHbLIX JOKYMEHTOB;

2) npeactaenset B [lpaButensctBo Poccuiickon depepaumm npegBaputenbHbii (B Mepuog npoBeaeHus
3KCMepuMeHTa, HO He No3fgHee YeM 3a ABa Mecsua OO0 UCTEeYEeHMs Cpoka NpoBedeHMs SKCnepuyMeHTa) N UTOroBbIv
(NO OKOHYaHWWM 3IKCMEepVMMeHTa, HO He Mo3fdHee YeM 4vepe3 ABa Mecsua MOoCre UCTeYeHUs cpoka NnpoBedeHUs
3KCnepuMeHTa) Aoknagbl O pe3ynbTaTax NpoBedeHWs 3KCNepUMEHTa U NPenfiokeHns O BHECEHWM M3MEHEHWI B
3aKkoHogaTenbCcTBO 06 06paLleHnn ekapCTBEHHbIX CPEACTB.

6. YNONHOMOYEHHbIV OpraH UCNOMNHUTENBHOM BNacTu cybwekta Poccuiickon degepauuu:
1) BNpaBe ycTaHOBUTb OCOGEHHOCTU MPOBEOEHNS SKCNIEPUMEHTA;

2) yTBepxgaeT nopsaok otbopa MEAMUMHCKUX OpraHuMsaumid U anTedHbiX OpraHv3auuin Ons yyactus B
3KCNEepUMEHTE, a Takke NPOBOAUT Takow OTOOP M yTBEPXKAAET nepevyeHb MeaMLIMHCKMX OpraHu3aunuii u nepeveHb
anTeyHbIX OpraHuM3auui, COOTBETCTBYHLUMX TpeboBaHUSAM, YCTAaHOBMIEHHbIM B COOTBETCTBMM C YacTbio 4
HacCTOsILLEeN CTaTby, U ABMSAOLLNXCA YHAaCTHUKAMM 3KCMEPUMEHTA;

3) ocyLwecTBnNsAeT MOHUTOPUHI MNPOBEAEHUS 3KCMEPUMEHTA W NpeacTaBnsieT ero pesynbsratel B
YMNOMHOMOYEHHbIN hefiepanbHbli OpraH UCNOMHUTENBHOW BNAacCTW;

4) obecneunBaeT MHEMOPMALMOHHO-TEXHMYECKOe obecneyeHne MNpOBEeAeHUs] 3KCMeprMeHTa MocCpeacTBOM
NCMONb30BaHUS rocyaapCTBEHHOW MHOPMaLMOHHOW cncTeMbl B cdpepe 3apaBooxpaHeHnst cybbekta Poccuickon
degepauum 1 (MNN) MEOMUUHCKMX WHEPOPMALMOHHBIX CUCTEM MEOUUMHCKUX OpraHu3auui, SBhASOLINXCS
yvyacTHMKaMM SKCNepumeHTa, U Ux B3auMOOEeWCTBUSA C eOUHOW rocyaapCTBEHHOW MHAOPMAaLUNOHHOW CUCTEMON B
cdepe 30paBoOXpaHEHUS.

7. Me,D.I/ILI,I/IHCKI/Ie opraHmsauunm n anteyHble opraHm3auun BrpaBe OTKa3aTbCA OT y4aCTUA B 3SKCNepuMeHTe,
nofaB B YMOSTHOMOYEHHbIA OpraH MCMONTHUTENbHOW BnacTu cybbekta Poccuiickon depgepaumm COOTBETCTBYHOLLEE
obpalleHne B MMCbMEHHON hopme.

8. AnTeyHble opraHusauum, dBndawwmecda YydaCTHUKaMn 3SKCNepuMeHTa, 006s13aHbl npn npopaxe
OVCTaHUMOHHBLIM cnocobom NekapCTBeHHOro npenapara Aand MeguunHCKOro npuMmeHeHud, OTrnyCckaemMmoro no
peuenty Ha J'IeKapCTBeHHbIVI npenapar, obecneynTb npun oOCyLllecCTBlieHUn OOCTaBKU I/I,El,eHTI/Id)I/IKaLI,I/IIO JINYHOCTHN
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rpakgaHvHa, Nony4vatoLero Takon NeKapCTBEHHbIV Npenapar, B LeNsaxX YCTaHOBNEHWS COOTBETCTBUS €ro NIMYHOCTU
W nuua, yKasaHHOro B peuenTe Ha fekapCcTBEHHbIM npenapar (ero 3akoHHOro npegctaBuTens), nubo nuua,
YMOMHOMOYEHHOIO NMLOM, YKa3aHHbIM B peLienTe Ha NIeKkapCTBEHHbIN npenapar (ero 3akoHHbIM NpeacTaBuTenem),
Ha nonyyeHve nekapcTBEHHOro npenapara (ganee B HACTOSALLEN CTaTbe - NUUO, YKadaHHOe B peLenTe (3aKOHHbIN
npeacraBsuTenb, YNONHOMOYEHHOE NULO).

9. Jlvuo, ocyulecTBrsioLlee [OCTaBKY JlEKAapCTBEHHOMO Mpenapata AN MeOUUMHCKOrO MNpUMEHEHWs,
OTNycKaeMoro no peuenTy Ha fekapCTBEHHbIM npenapat, 06si3aHo noTpeboBaTh y rpaxkaaHuHa, Mony4varoLero
TaKOW NEKAPCTBEHHLIN npenapat, NpeabsBUTb OOKYMEHT, YOOCTOBEPSIOWMNIA €ro NIMYHOCTb, ANst UAEeHTUdMKaLmm
MIMYHOCTM 3TOMO TPaXAaHWHA W YCTaHOBIIEHUS COOTBETCTBUSI €0 JNIMYHOCTM WM NWUa, YKa3aHHOro B peuenTe
(3akOHHOrO NpeacTaBUTENS, YMNOMHOMOYEHHOrO nuua). B cnyyae BbIsSIBNEHWS HeECOBMAOEHUS NMYHOCTU
rpaxgaHuHa, noslyyatoLlero nekapcTBEHHbI Npenapart, U nnua, ykasaHHOro B peLenTe (3aKOHHOro npeacTaBuTens,
YMONMHOMOYEHHOMO nuua), a Takke B Cryvae OTKasa rpaxgaHuHa, Mony4valollero nekapCTBEHHbIV npenapar,
npeobsiBUTb OOKYMEHT, YAOCTOBEPSIIOLWIMIA €ro NMYHOCTb, JINLO, OCYLUECTBAsioWee [OOCTaBKy JeKapCTBEHHOMo
npenapata gnsi MegUUUHCKOro NPUMEHEHUs!, OTNYCKaeMoro no peuenTy Ha NekapCTBEHHLIN npenapart, obssaHo
BEPHYTb TaKoW fiekapCTBEHHbIN NpenapaTt B anTedHyo opraHn3aumio.

10. lMNoaTtBepxaeHvem pakTa nepegayy nekapcTBEHHOro npenapata Ans MeAWMUMHCKOrO MpUMeHeHUs,
OTnyckaeMoro Mo peuenTy Ha feKapCTBEHHbIN Mpenapar, nwuuy, YykasaHHOMY B peuenTe (3aKOHHOMY
npeacTaBuTeNto, YNOMHOMOYEHHOMY 1KWLy), SBNATCSA KacCOBbIM YeK WM Mognvcb fvua, MOMyYMBLUEro Takow
neKapcTBEHHbI npenapaTt, Ha [AOKyMEeHTe O MOMny4YeHWM Takoro JiekapCTBEHHOro mnpenapara no dopme,
YyTBEPXXAAEMOWN  YMNONMHOMOYEHHbIM  (begepanbHbIM — OpraHoM  UCMonHUTENbHOM BriacTu. [locrne nepegayn
neKapCTBEHHOro npenaparta nuuy, ykasaHHOMy B peuenTe (3aKOHHOMY MpeacTaBuTento, YNomHOMOYEHHOMY nuly),
3TOT OOKYMEHT nepepaeTcs nuuoM, OCYLLIECTBMBLUMM [OCTaBKy TakoOro NEKapCTBEHHOro npenapara, B anTeyHyto
OopraHusaumio, OCyLLEeCTBMBLLYKO OTMYCK NeKapCTBEHHOro npenaparta. B cnyyae BbisiBneHvs npu nepegadve nviudy,
yKkasaHHOMYy B peuenTte (3aKkOHHOMY NpeacTaBuUTEmNto, YMOMHOMOYEHHOMY nuuy), NeKapCTBEHHOro npenapara
haKkToB MEXaHMYECKOro NoBpeXAeHNs ero nm ero ynakoBKU TakoW fieKapCTBEHHbIV npenapaTt NULOoM, YKasaHHbIM
B peuenTe (3aKOHHbIM NpeAcTaBUTENeM, YMOMHOMOYEHHBIM fMLOM), HE NMpUHUMaeTcs 1M Bo3Bpallaetcs 6e3 ero
onnaTbl nuuy, OCYLLECTBMBLUEMY [OCTaBKy JieKapCTBEHHOro npenapaTta v obecneyvBatoliemMy ero BO3BpaT B
anTeyHylo opraHusaumio.

11. 3a HapyweHusa 3akoHogatenoctBa Poccuiickon ®egepaunn, CoOBepLUEHHbIE MpU  NPOBEAEeHUN
9KCMEepUMEHTa, €ro Y4YacTHUKM HeCyT OTBETCTBEHHOCTb, YCTAHOBMEHHYI0 3akoHoAdaTenbCTBOM Poccuinckon
degepauun.

12. KoHTponb 3a ucnornHeHnem TpeboBaHWiA, CBA3aHHbIX C MPOBEOEHMEM 3KCMEPUMEHTA, OCYLLECTBIISIETCS
denepanbHbIM OpraHoOM MCMOMHUTENBHOW BMACTU, OCYLLECTBAIOWMM PYHKLUUM NO KOHTPOM U Hag3opy B cdepe
30paBOOXpaHeHUs, B nopsiake, yctaHosrneHHom depeparnbHbiM 3akoHoM oT 31 uona 2020 roga N 248-03 "O
rocygapCTBEHHOM KOHTpore (Hag3ope) u myHuumnanbHOM KoHTpone B Poccuickon degepaumn”.

CrtaTtbA 56. M3aroToBneHune n oTnyck rnekapcTBeHHbIX NpenapaToB

KoHcynbraHTlnoc: npumeyaHue.
C 01.03.2025 B u. 1 cT. 56 BHOCATCA n3MeHeHus (O3 ot 30.12.2021 N 463-D3).

1. MI3roToBneHne nekapCTBEHHbIX MpenapartoB anTeYHbIMU OpraHu3aumMsiMn, BETEPUHAPHLIMW anTeYHbIMU
OopraHMsaumsiMy, UMEeRLLMMUN NULIEH3NIO Ha hapMaLeBTUYECKYHO OEATENbHOCTb, OCYLLECTBMASIETCA NO peuentam Ha
nekapcTBeHHble Mnpenapartbl, No TpeboBaHMAM MeAUUMHCKUX oOpraHM3auui, BeTepUHapHbIX OpraHu3auum B
COOTBETCTBMM C MNpaBUamMy WU3rOTOBMIEHUA W  OTMNyCKa J1IEKAPCTBEHHbIX MNPenapaTtoB, YTBEPXAEHHbIMU
YMONTHOMOYEHHBIM dbeepanbHbIM OpraHoOM UCMOMHUTENLHOM BMAcTU.

(B peq. ®epepanbHoro 3akoHa ot 05.12.2022 N 502-93)

2. [py W3roTOBMEHWN NEKaApPCTBEHHbIX MpenapaTtoB anTeYHbIMU OpraHu3auuaMu, BeTepUHapPHbLIMU
anTeYHbIMM OpraHM3auusiMu, UMELWUMM JULEH3NI0 Ha dapMaueBTUYeCKylo [OesiTENbHOCTb, WCMONb3yTCs
NeKkapcTBeHHble npenapatbl W (Unu) apmaueBTUdeckne cybCcTaHUMKM, BKHOYEHHbIE COOTBETCTBEHHO B
rOCYAapCTBEHHBIN PeecTp NEeKapCTBEHHbIX CPEACTB A1 MEeQULMHCKOTO MPUMEHEHWs!, ToCyaapCTBEHHbIA peecTp
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neKapCTBEHHbIX CPeACTB Afsi BETEPMHAPHOIO MPUMEHEHUS, €4MHbIA PEECTP 3aperMcTpUpPOBaHHbIX JIEKAPCTBEHHbIX
cpeacTB EBpasumckoro 3KOHOMUYECKOrO COlo3a B YCTAHOBNEHHOM nopsigke. He pgonyckaeTcss M3rotoBneHue
anTeYHbIMM  OpraHM3auusaMn, BETEPUMHAPHLIMU  anTeYHbIMW  OpraHM3auusaMu, KMELWUMU FUMUEH3WI0  Ha
hapmaLeBTUYECKYI0O AeATEeNbHOCTb, FEeKapCTBEHHbIX MNpenapaTtoB, 3aperucTpupoBaHHbIX B Poccunckon
depnepauun.

(vacTb 2 B pea. ®enepanbHoro 3akoHa ot 05.12.2022 N 502-03)

3. MapkupoBKka nekapCTBEHHbIX NMpenapaToB, U3rOTOBMEHHbIX anTEYHbIMW OpraHn3auusiMu, BeTepUHapHbIMU
anTeyHbIMW OpraHn3auusIMmn, UMELLUMN NINLEH3NI0 Ha (DapMaLIEBTUYECKYHO AEATENbHOCTb, U OOOPMIIEHNE TaKMX
npenapaToB AOSMKHbI COOTBETCTBOBATL MpaBunam, yka3aHHbIM B YacTu 1 HacTosILEeN cTaTby.

(B peq. ®epepanbHoro 3akoHa ot 05.12.2022 N 502-93)

4. AnTeyHble oOpraHu3auuKn, BETEpPUHAPHbIE anTevyHble oOpraHuMsauuMv, UMeKLLue MULEH3UI0 Ha
hapmaLeBTUYECKYI0 AeATENbHOCTb, HECYT OTBETCTBEHHOCTL 3a HecoOnioaeHUe npaBun U3roTOBIIEHUSA U OTMycKa
nekapcTBEHHbIX MpenapaToB B COOTBETCTBUM C 3akoHoAaTenbcTBoM Poccunckon depepaumm.

(B peqn. ®PenepanbHoro 3akoHa ot 05.12.2022 N 502-$3)

Ctatba 57. 3anpeweHue npodaxum anbcuUPUUMPOBaHHbLIX JIeKapCTBEHHbIX CPeAacTs,
Heao6pOoKa4YeCTBEHHbIX NIEKapCTBEHHbIX CPEACTB, KOHTPA(aKTHLIX NIEKAPCTBEHHbLIX CPeacTB

Mpopaxa anbCcMUUNPOBaHHBIX JEKAapCTBEHHLIX CPEACTB, HEeAoOGpPOKaYeCTBEHHBLIX feKapCTBEHHbIX
cpeacTB, KOHTpadaKTHbIX NNEKapCTBEHHbLIX CPeACTB 3anpeLuaeTcs.

CtaTtbsa 58. XpaHeHMe nekapCcTBeHHbIX CpeacTB

1. XpaHeHue nekapCTBEHHbIX CPEACTB OCYLIECTBMASETCS NPOU3BOAMTENAMU JEKapCTBEHHbIX CPeAcTB,
opraHv3aumsMy ONTOBOW TOProBNM feKapCTBEHHbIMU CPeACTBaMM, anTe4HbIMU OpraHu3auusiMun, BETEPUHapHbIMU
anTe4yHbIMM  OpraHu3auusMu,  UHOMBUAYanbHbIMW  NpeanpuHUMaTensaMy,  UMEKLWMMU  JIULEH3NI0  Ha
dapmaueBTNYECKyl0 OEATENbHOCTb  WNW  JIMLEH3UI0  Ha  MEAVMUMHCKYI0  AeSTenbHOCTb,  MeAULUUHCKUMU
opraHv3auvsMy, BeTepvHapHbIMW OpraHM3aunMaMyM U UHbIMW OpraHM3auMsMy, OCYLUEeCTBNALWMMU obpalleHue
neKapCcTBEHHbIX CpeacTB. XpaHeHne NekapCTBEHHbIX CPeACTB ANA BETEPUHAPHOIO NPUMEHEHUS OpraHn3aumnsamMmn n
NHAMBMOYaNbHLIMW NPEANPUHUMATENSMM B Cy4YasaX, €CfM OHW UCMONb3YIOTCA UCKMIOYUTENBHO MPU pasBedeHuw,
BblpalUBaHNM, COOEPXKaHUA W JNEYEHUN XKMBOTHBIX, MOXET OCYLLeCTBNATbCA 6e3 nomnyvyeHWs nuMueH3uM Ha
drapmMaueBTUYECKYIO OeATENbHOCTb.

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

2. I'IpaBVlna XpaHeHUA IneKapCTBEeHHbIX CpencTB YTBepXAakTCA COOTBETCTBYHLWUMM YMNOJIHOMOYEHHbIM
cbep,epaanblM opraHom NCNOMHUTENbHOM BNacTu.

3. XpaHeHme HapPKOTUYECKMX INEeKapCTBEHHbIX CpeacTB, MCUXOTPOMHbIX JeKapCTBEeHHbIX CpencTs,
pap,mocbapmau,esmqecmx NeKapCTBEeHHbIX CpeacCTB OCYLeCTBNAeTCA B COOTBETCTBUM C 3aKOHOOATENIbCTBOM
Poccunckon ®enepaunm.

CtratbA 58.1. lpeaMeTHO-KONMMYECTBEHHbIW Y4YeT JeKapCTBeHHbIX CpPeaAcTB AN MeAULMHCKOro
npuMeHeHus
(BBegeHa deneparnbHbiM 3akoHOM OT 25.12.2012 N 262-93)

1. I'Iepequb JNIEKapCTBEHHbIX Cpeacts AOnd MeguuuHCKOro npumMeHeHua, noanexawnx npegmMmeTHo-
KONMM4YeCTBEeHHOMY Yy4eTy, yTBepXaaeTcd ynoJIHOMOYE€HHbIM (bep,epaanblM opraHom NCMNONMHUTENBbHOM BRACTW.

2. Tlopsgok BKHOYEHUS JIEKAPCTBEHHbIX CPEACTB ANs  MEOULMHCKONO TMNPUMEHEHWS B MepeveHb
NEeKapCTBEHHbIX CPeacTB ANs MEOULUHCKOTO MPUMEHEHMS1, noafiexawmx npeaMeTHO-KONIMYECTBEHHOMY Y4eTY,
yCTaHaBNMBAETCA YMOSIHOMOYEHHbIM hbeaeparnbHbiM OPraHOM UCMOMHUTENBHOW BAacTM MO COMMacoBaHUKID C
denepanbHbIM OpraHoM UCTONMHUTENBHOWM BracTH, YNOSIHOMOYEHHBIM B cdhepe BHYTPEHHUX Aern.

(B peq. ®epepanbHoro 3akoHa ot 03.07.2016 N 305-93)

3. lMNpeamMeTHO-KONMMYECTBEHHbI YYeT IEeKapCTBEHHbIX CPeacTB AN MEOMLMHCKOrO NpUMEHeHUs BeayT
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NPOV3BOAUTENM JIEKAPCTBEHHbIX CPeacTB, OpraHu3auum ONTOBOM TOPrOBMAWM JFIEKAPCTBEHHBLIMU CPEACTBaAMM,
anTeyHble OpraHu3auuu, VHAMBUAYanbHble MpeanpUHUMAaTEnu, MMerWue FUMUEH3N0 Ha dapmMauleBTUYECKYHo
OEATENbHOCTb UMM NNLIEH3NIO HA MEOULMHCKY AesATEeNbHOCTb, U MEeQMUMHCKME OpraHM3auuun, ocyLlecTBhsowme
obpalleHne nekapCTBEHHbIX CPeACTB AN MEAMLIMHCKOrO NMPUMEHEHMUS, NyTeM perncTpauun nobbiX CBA3aHHbLIX C
ux obpallieHuem onepauui, NpyU KOTOPbIX U3MEHHAETCA WX KOMMYECTBO W (UnM) COCTOsiHME, B cneuunarbHbIX
XypHanax ydeTta onepauun, cBasaHHbIX ¢ obpalleHnemM nekapCTBEHHbIX CPEACTB ANS MEeOULMUHCKOTO NpUMEHEHMS
(banee - cneymanbHble XXypHanbl).

4. TlpaBuna perucTpauuy onepauuii, CBsI3aHHbIX C oOOpalleHWem JeKapCTBEHHbIX CPeacTB Ans
MeOULIMHCKOTO NMPUMEHEHWs], BKITIOYEHHBIX B NEpeYeHb JEKapCTBEHHbIX CPEACTB AN MEeAMLMHCKOrO NPUMEHEHMUS,
noanexatimx npeaMeTHO-KOTMYECTBEHHOMY YYeTy, B crieumarnbHbIX XypHanax 1M npaBuna BeAeHUs! U XpaHeHUs
crneumanbHbIX XXypHaroB yTBEPXKAATCs YNOMHOMOYEHHbIM dhefgeparibHbiM OpraHoM UCMONMHUTENBHOM BRacTy.

5. KonTponb 3a cobrnitogeHvem npasun peructpauuy onepauui, CBa3aHHbIX C 0bpalleHneM NeKkapcTBEHHbIX
cpeacTB Ans MeOMUMHCKOTO NPUMEHEHWS, BKITIOYEHHbIX B MepeYeHb NEeKapCTBEHHbIX CPeacTB Ans MeauLUHCKOro
NpUMeEHeHWs, noanexawux npegmMeTHO-KONMYeCTBEHHOMY YYeTy, B chneumasnbHbIX >XypHamax, a Takke 3a
cobniogeHneM npaBui BeAEHWS W XpaHeHUs CrneuumanbHbIX >KypHarnoB BO3MaraeTtcs Ha YMNOSIHOMOYEHHble
denepanbHble OpraHbl MCMNOMHWUTENbBHOW BRAcTW W OpraHbl MCNOMHUTENbHOW BRacTu cybbekToB Poccuiickown
degepauun, ocCyLLECTBASIOWME NULEH3MPOBaHNE MPOU3BOACTBA NEKapCTBEHHbIX CPEeAcTB, hapmaueBTUYecKon
AeATeNbHOCTU U MEANLMHCKOW AEATENBHOCTU, N OCYLLECTBMAETCS B paMKax NIMLEH3MOHHOMO KOHTPOSS.

Maga 11. YHUUYTOXEHUE NEKAPCTBEHHbLIX CPEACTB
Ctatbsa 59. OCHOBaHMA M NOPAAOK YHUUTOXEHUSA JIeKapCTBEHHbIX CPeACTB

1. HepobpokayecTBeHHblE NEKAPCTBEHHbIE CPeAcTBa, dhanbCcuumuMpoBaHHbIE JEKApCTBEHHbIE CpeacTBa
nognexar M3bATUIO M3 OOpalleHus U YHUUTOXEHUIO B MOpsiake, ycTaHoBneHHoM [MpaButensctBoM Poccuickon
®epepauun. OCHOBaHMEM [ONSA  YHUYTOXKEHUS] JIEKAPCTBEHHBLIX CPEACTB SBMSIETCA pelleHve Bnagernbua
NEeKapCTBEHHbIX  CPeACTB, pPELUeHMe  COOTBETCTBYIOLIErO  YMOMIHOMOYEHHOro  defepanbHoOro  opraHa
WCMOINMHUTENBHOW BNAcTW UMK peLleHre cyaa.

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

2. KoHTpadhakTHble NnekapCTBEHHble CPEACTBa MOAMEXaT U3bATUI0 U3 OOpaLEeHUs U YHUYTOXEHWUIO MO
peweHnio cyda. [lopsgok  YHUUTOXKEHUS  KOHTpPadakTHbIX JIEKAPCTBEHHBLIX CPEACTB  yCTaHaBnMBaeTCA
MpasuTtensctBOoM Poccuiickon ®eaepaunn.

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

3. Pacxogbl, CBA3aHHbIE C YHUUYTOXEHUEM KOHTPadaKTHbIX NEKAapPCTBEHHbIX CPEACTB, HeOOPOKaYeCTBEHHbIX
neKapCTBEHHbIX CPEACTB, hanbCUPULMPOBAHHBIX NIEKAPCTBEHHBLIX CPEACTB, BO3MELLATCS MX BNagenbLeMm.

4. Bnapeney, JNIeKapCTBEHHbIX CpeacTB AOOJNKeH npeacrtaBunTb B yrIOJ'IHOMO‘-IeHHbIﬂ cbep,epaanblVl opraH
NCMOSTHUTENbHON BNacTun OOKYMEHT unn 3aBepeHHy B YyCTaHOBMEHHOM nopsaake ero Konuk, noarsepxaaruimne
(baKT YHUYTOXEHNA NeKapCTBEHHbIX CPEeACTB.

5. CoOTBETCTBYIOLWMIA YMNOIMHOMOYEHHbIN deaepanbHbli OpraH MWCMOMHWUTENbHOW BRAacTU, MNPUHABLUUA
pelleHne 06 YHUUTOXEHWUMW NTIEKapCTBEHHbIX CPEACTB, OCYLLECTBIISAET KOHTPOMb 3@ UX YHUYTOXEHUEM.

6. YHUYTOXEHUE NEKAPCTBEHHbLIX CPEACTB MPOU3BOAUTCA OpPraHM3auusMn, MMEKLWMMU COOTBETCTBYOLLYIO
NULEH3MIO, Ha crneuvanbHO 00OpydoOBaHHbIX Mrowagkax, MonuMroHax W B chneunanbHo 000pyLOBaHHbIX
nomMeLleHmsix ¢ cobniogeHnem TpeboBaHuiA B 0obGnacTu oOxpaHbl OKpyXKalLllen cpegbl B COOTBETCTBUM C
3akoHopatenbcTBoM Poccuiickon ®enepaumn.

7. HapkoTnyeckme  nexkapcTBEHHblE CpeAacTBa, NMCUXOTPOMHbLIE  JIEeKAapCTBEHHblE  CPEeAcCTBa,
pagnocapmaLeBTUYECKME NEKAPCTBEHHbIE CPEACTBA YHUYTOXAKTCA B COOTBETCTBMM C 3aKOHOOATENbCTBOM
Poccunckon ®epepaunm.

Maea 12. FOCYOAPCTBEHHOE PErYNIMPOBAHUE LIEH
HA NEKAPCTBEHHbIE NMPEMNAPATbI And MEANUUHCKOIo NPUMEHEHUA
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

Ctatba 60. [locymapcTBeHHOe perynupoBaHMe LUeH Ha JleKapCTBeHHble mnpenapartbl Ans
MeAVLMHCKOro NpUMEHEHMUs

1. NocyaapcTBEHHOE perynupoBaHUe LEH Ha NeKapCcTBEHHbIE MpenapaTtbl ANns MEAULMHCKOrO NpuMeEHeHNs
OCYLLIECTBISIETCS NOCPEACTBOM:
(B peq. ®epepanbHoro 3akoHa ot 26.03.2020 N 67-03)

1) ytBepxaenus lNMpasutensctBoMm Poccunckon Pegepauumn nepeyHs KXM3HEHHO HEOOXOOUMbIX 1 BaXKHENLLIMX
NeKapCTBEHHbIX MpenapaTtoB, KOTOpbI (DOPMMPYETCS U HE pexe OOHOro pas3a B rog nepecMaTpuBaeTcsl B
YCT@HOBIIEHHOM WM MOPSIAKE Ha OCHOBE KOMMSIEKCHOW OLEHKU fEeKapCTBEHHbIX MpenapaToB, BKMYas aHanus
CBELOEHUN O CPABHUTENBHOW KIMHWYECKOW adheKTUBHOCTM U 6e30nacHOCTU NEeKapCTBEHHOIO CPeAcTBa, OLEHKY
3KOHOMMYECKUX MOCNEACTBUIA NMPUMEHEHUSA NEKAPCTBEHHOIO CPEeACTBA U NU3yYeHUe SONONMHUTENbHbBIX NOCneaCcTBUi
NPMMEHEeHWs NIeKapCTBEHHOIO CPeAcCTBa;

(B pea. PegepanbHbIx 3akoHOB OT 22.12.2014 N 429-03, ot 13.07.2020 N 206-$3)

2) yTBEPXOEHWUS METOAMKM pacyeTa npefenbHblX OTMYCKHbIX LieH MPOW3BOAMTENEN Ha JfeKapCTBEHHbIE
npenaparbl, BKIOYEHHbIE B MEPEYEHb XM3HEHHO HEOOXOOUMBIX MU BaXHEMWLUMX JIEKapCTBEHHbIX MpenapaTos, a
Takke BHEOPEHMS MEXaHU3MOB (hOPMUPOBAHNS CUCTEMbI pehEePEHTHBIX LIEH;

(B pen. PenepanbHbIx 3akoHOB OT 22.12.2014 N 429-03, ot 06.06.2019 N 134-$3)

3) rocygapCTBEHHOW perncTpauum npedenbHbIX OTMYCKHbIX LEeH MPOW3BOAMTENEN Ha neKapCTBEHHbIe
npenaparbl, BKITIOYEHHbIE B NepeYeHb KN3HEHHO HEOBXOONMbIX U BaXKHENLLNX NeKapCTBEHHbIX Npenaparos;
(B peqn. ®PenepanbHoro 3akoHa ot 06.06.2019 N 134-$3)

4) BegeHWst rocyqapCTBEHHOINO peectpa npefernbHbIX OTMYCKHbIX LleH NPOoM3BOAUTENEN Ha NeKapCTBEHHble
npenaparbl, BKIOYEHHbIE B NepeYeHb KU3HEHHO HEODXOANMbIX Y BaXKHENLLNX NeKapCTBEHHbLIX NPenapaTos;

5) yTBepXOeHUs MeTOOMKM YCTAHOBIEHMSI OpraHaMy WCMONMHWUTENbHOW Bnactn cybobekTtoB Poccuiickon
depepauun npegenbHbIX pasMepoB OMTOBbIX HaabaBOK W npedenbHbIX pa3MepoB PO3HUYHLIX HagbaBoOK K
hakTU4EeCKMM  OTMYCKHbIM  LieHaM, YCTaHOBIEHHbIM MNPOWU3BOAMTENSAMU JEKAPCTBEHHbIX MpenapatoB, Ha
nekapcTBEHHble npenapaTbl, BKMAOYEHHbIE B MepevYeHb XU3HEHHO HEOOXOOAUMbBIX UM BaXKHEWMLLMX NEeKapCTBEHHbIX
npenaparos;

6) ycTaHOBNEHUs npeaernbHbiX pasmepoB ONTOBbIX HaA6aBoOK U NpedenbHbIX pa3MepoB PO3HUYHLIX HaabaBoK
K (PaKTUYECKUM OTMYCKHbIM LiEHaM, YCTAHOBMEHHbIM MPOM3BOAUTENSMU JeKapCTBEHHbIX NpenapaToB, Ha
nekapcTBeHHble npenapaThl, BKIHOYEHHbIE B NepeveHb XU3HEHHO HEOOXOAMMbIX U BaKHEMLIUX reKapCTBEHHbIX
npenaparog;

7) yTBEePXXOEHUS nopsagka Bbli4ayu NpeanvMcaHui opraHam MCNorHUTENbHON BnacTu cybbekToB Poccuickon
depepauun o npuvBegeHUM B COOTBETCTBME C 3akoHodaTenbCcTBoM Poccuiickon ®deagepaumm pelleHuin o6
YCTaAHOBINEHNN NPeAernbHbIX Pa3mMepoB OMTOBbIX HAL0aBOK WM MpederibHbiX Pa3MepoB PO3HUYHBLIX HaabaBOK K
(PaKTUYECKMM  OTMYCKHbIM  LieHaM, YCTAHOBJIEHHbIM MPOW3BOAUTENSMM JIEKAPCTBEHHbIX NpenapaTtoB, Ha
NeKapCTBEHHbIE NpenapaTbl, BKMOYEHHbIE B MEPEYEHb XMU3HEHHO HEOOXOOMMBIX U BaXKHEMLUMNX JTIEKapCTBEHHbIX
npenapaTtoB, €CnvM OHU MpPUHATBHI C HapyleHuem 3akoHopatenbcTBa Poccuiickon depepauuun, B nopsiake,
ycTaHoBneHHoMm lMpaButensctBom Poccuickon ®enepauny;

8) HanpaBneHus YMNOrMHOMOYEHHbIM pedepanbHbIM — OpraHOM  UCMOMHUTENBHOW  BRacTu  opraHam
NCMNONMHUTENBHOM Bnactn cybbektoB Poccuickon ®epepauum npeanvcaHnii 0 NpUBEAEHUN B COOTBETCTBME C
3akoHogaTenbCcTBoM Poccunckon depepauumn MpUHATBIX € HapylleHMeM 3akoHogaTternbcTBa Poccumnckon
depepauun peleHnii 06 yCTaHOBMEHUU MpefernbHbIX pasMepoB OMTOBbIX HAA0aBOK WM MpefernbHbIX pPasMepoB
PO3HMYHbBIX HAA0aBOK K LieHaM Ha JieKapCTBEHHbIE NpenapaThbl, BKMOYEHHbIE B MEPEeYeHb XXU3HEHHO HEOOXO4MMbIX
N BaXXHENLUNX NeKapCTBEHHbIX NpenapaTtos;

9) ocyllecTBneHus deaepanbHOro rocygapcTBEHHONO Haasopa B cdepe oOpalleHuss NeKkapCTBEHHbIX
CpeacTB M pervoHarnbHOro rocygapCTBEHHOIO KOHTPOMS 3a MPUMEHEHMEM LiEH Ha NeKapCTBeHHble npenapatbl
COOTBETCTBEHHO  YMONTHOMOYEHHbIMU  d)efeparnbHbIMU - OpraHamMuM  UCMOMHUTENbHOW BracTM M opraHamu
ucnonHuTensHoM Bnactn cybbektoB Poccuiickon deagepalmm CcOrmacHO WX KOMMETEHUUM B NOpsAKe,
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?;i’ze‘f:'l’gbig 32%'(2%*3 ot 12.04.2010 N 61-03 [okymeHT npepocTasneH KoHcynbTaHTI0C

"06 obpalleHun nekapcTBEHHbIX cpeacTs” Aata coxpanerua: 24.01.2024

ycTaHoBneHHoM [MpasuTtensctBom Poccunckon denepaumum;
(n. 9 B pea. PepepanbHoro 3akoHa oT 25.06.2012 N 93-93)

10) npMmMeHeHusa npegyCMOTPEHHbIX 3akoHoaaTenscTBOM Poccuiickon ®egepaunm mep OTBETCTBEHHOCTU 3a
HapylleHne nopsiaka LeHOOOpa3oBaHUA Ha NeKapCTBEHHble MpernapaTtbl, BKIOYEHHbIE B MNepeyeHb XU3HEHHO
HeOBXOAMMBIX N BaXKHEWNLLMX NEKapCTBEHHbIX NpenapaTos.

(B peq. ®epepanbHoro 3akoHa ot 27.12.2019 N 475-03)

2. B ycnoBumsix 4pesBbl4alHOW cuTyaumm w (MnNu) nNpyv  BO3HUKHOBEHWM Yrpo3bl PacnpoCTpaHEeHMUs
3aboneBaHus, NpeacTaBnsaloLeEro OnacHOCTb AMNS OKPYXawLmMX, a Takke B Chyvae, ecnu B TedeHue TpuauaTu
KaneHgapHblx gHen nocne npuHATUS [paButensctBom Poccunckon depepauuu pelleHuss O NpoBedeHun
MOHUTOPWMHIa PO3HWYHBIX LEH Ha NeKkapcTBEHHble npenapaTbl, He BKMOYEHHbIE B MNEpPeYeHb KU3HEHHO
HeobXoAMMbIX N BaXKHENLIUX fekapCTBEHHbIX MpenapaTos, Ha TeppuTopusax cybbektoB Poccuiickon degepaumn
BbISIBMIEH POCT PO3HUYHBLIX LEH Ha YyKasaHHble NekapCTBEHHble npenapaTtbl Ha TpuauaTb NpoueHToB u bonee,
MpasuTtenbctBo Poccuiickon ®egepaunn BnpaBe yCTaHOBUTb NpedenbHble OTMYCKHbIe LieHbl NpoM3BoguTenen Ha
yKa3aHHble NlekapCTBEHHble Npenapatbl, NpefenbHble pa3Mepbl ONTOBbIX HAA0aBOK M npedernbHble pasmepb
PO3HUYHBIX HaObaBOK K (PAKTUYECKMM OTMYCKHbIM LIEHaM MpPOU3BOAMTENEN Ha YKa3aHHble JeKapCTBEHHbIE
npenapatbl. NepeyeHb NeKapCTBEHHbIX MpPenapaTtoB, HE BKITHOYEHHbLIX B MEPEYEHb KU3HEHHO HEOoOXOoOWMBbIX W
Ba)KHEWLUMX FNEeKapCTBEHHbLIX MpenapatoB, WU MNOpsdok ero dopmupoBaHusa onpegensitorcs [MpaBuTenscTBOM
Poccuinckon ®epgepauun.

(yacTb 2 BBegeHa PeneparnbHbiM 3akoHOM OT 26.03.2020 N 67-D3)

3. B TeyeHve peBsHOCTa KaneHOapHbIX AHEN CcO AHA yTBepxaeHwus [lpaBuTenbctBom Poccuickon
Pegepauun nNepevHs, YKasaHHOro B 4acTuM 2 HaAcTosWeW CcTaTbW, He [OMycKalTCcs peanu3auns u OTnycK
BKIIIOYEHHBIX B HEro fekapCTBEHHbIX MpenapaToB MO LeHaM, NpeBblllalWwyM npeaeribHble OTMYCKHble LeHbl
npousBoAMTENEN Ha YyKasaHHble feKapCTBeHHble npenapatbl, npedenbHble pasMepbl OMNTOBbIX HaAbaBoOK W
npegenbHble pa3mepbl PO3HUYHbIX HaA0baBOK K haKTUYECKMM OTMYCKHbIM LieHaMm Npou3BOAMTENeN Ha ykasaHHble
neKkapcTBeHHbIe npenapartbl C y4eTOM Hanora Ha AobaBfieHHy0 CTOMMOCTb.

(vacTb 3 BBeeHa PepepanbHbiM 3akoHOM oT 26.03.2020 N 67-93)

KoHcynbranTlntoc: npumevaHue.
3apeructpupoBaHHble go 07.06.2019 npegenbHble  OTMYCKHble  LEHbl  nognexar  obsisaTenbHom
nepepeructpauum B 2019 - 2020 rogax B cootBetcTBUM CO CT. 2 ®3 0T 06.06.2019 N 134-D3.

Ctatba 61. lNocypapcTBeHHas peructTpauvMsa v nepeperucrpauusi npeaenbHbIX OTNYCKHbIX LieH
npowsBop.MTeneﬁ Ha nekKkapcTBeHHble npenapartbl, BK/IOYeHHbIe B nepe4vyeHb XU3HEHHO HeOGXOAMMbIX n
Ba)XHEWLLUNX JIeKapCTBEeHHbLIX npenapaTtoB

(B pea. PepepansHoro 3akoHa ot 06.06.2019 N 134-93)

1. I'Ipe,u,eanaﬂ OTNyCKHad uUeHa npoussoauTena Ha ﬂeKapCTBeHHbIVI npenapar, BKNIOYEHHLIA B nepevyeHb
YKN3HEHHO HEOOXOAMMbIX U BaXKHEMLLUNX JIeKapCTBEHHbIX MpenapaTtoB, NOANEXUT rocyp,apCTBeHHoﬁ perncrtpauun B
nopaanke, ycTtaHOBJIEHHOM npaBMTeJ’IbCTBOM Poccuinckon CDep,epau,MM, Ha OCHOBaHMW nMNpeacTtaBNeHHONO B
yﬂOﬂHOMOLIeHHbIVI (bep,epaanblﬁ opraH WCMOSNHUTENbHOM BNacTu 3asdBneHust aepxarena wnu Bhagenbua
perncTpaunoHHOro yooctoBepeHud nekapCTtBeHHOro npenapara (yﬂOﬂHOMO‘-IeHHOI'O nm nmu,a).

2. 3apeructpupoBaHHasa npefernbHas OTNyCKkHAs LieHa MNPOM3BOAUTENS Ha JIEeKApCTBEHHLIN Mpenapar,
BKIMIOYEHHBLIN B MEPEeYeHb XU3HEHHO HEeOOXOOUMBbIX U BaXKHEWLUMX NEKApCTBEHHbIX MpernapaTtoB, MOXeET ObiTb
nepeperucTpupoBaHa B CTOPOHY YBENWYEHUS OAMH pa3 B KaneHaapHOM rofy Ha OCHOBaHUWM NpeacTaBliEHHOMo B
YMONHOMOYEHHbIN (befepanbHbIl OpraH WUCMNONMHUTENBHOW BRactu Ao 1 okTabpsa Kaxgoro roga 3asiBreHust
Jepxartens unu Bnagenbla perncTpaLMoHHOrO yAOCTOBEPEHMS NEKapCTBEHHOro npenaparta (YnorHOMOYEHHOro
UM nuua).

3. 3apeructpupoBaHHasi npegernbHasi OTMyCKHas LeHa MpOM3BOAUTENS Ha FNEKapCTBEHHbIN npenapar,
BKIIOYEHHBI B MepeyYeHb XMU3HEHHO HEeOOXOOMMBIX U BaXKHEMLMX NEeKapCTBEHHbIX MpenapaToB, MOXeT ObiTb
nepeperncTpMpoBaHa B CTOPOHY CHWKEHMUS Ha OCHOBaHWW MpeACcTaBlEHHOTO B YNOMHOMOYEHHbIV dhedepanbHbii
opraH WCMOSIHUTENBHOW BracTu 3asBleHUs AepkaTens Wnu Bnagenbua PerncTpauuoHHOMO YAO0CTOBEpPeHMs:
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[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

nekapcTBEHHOro npenapara (YnolHOMOYEHHOTo UM nuua).

4. [epxatens wunu BRagenel pPermcTpaumMoHHOro  yOOCTOBEPEHWs  NEeKapCTBEHHOro  npenaparta
(ynonHoMo4eHHOe UM nuuo) 06s3aH NpeacTaBUTb B YNOMHOMOYEHHbIM defepanbHbll opraH UCMOMHUTENBHON
BMacTu 3asiBeHne O nepeperncTpaunm 3aperMcTpupoBaHHON MpeaerbHON OTNYCKHOW LeHbl Npou3BoanTENs Ha
NeKapCTBEHHbIN Mpenapart, BKMYEHHbIN B NepedYeHb XM3HEHHO HEeOoBXOAMMbIX M BaXKHEWLUNX IeKapCTBEHHbIX
npenapaToB, B CTOPOHY CHWKEHMWS B CIeAYIoLWMX Cry4vasx:

1) cHWXeHWe ueHbl B MHOCTPaHHOW BantoTe Ha NekapcTBEHHbIN npenapaT B CTpaHe npou3soguTens un (unu) B
CTpaHax, B KOTOPbIX INEKapCTBEHHbI npenapaTr 3aperncTpupoBaH U (MnNn) B KOTOpble MNOCTaBMSETCA
npov3BoanTenem;

2) CHMXeHne uUeH Ha pecbepeHTHble JleKapCTBEHHbIE Nnpenapartbl B COOTBETCTBUU C MYHKTOM 1 HacTosweNn
4Yactu (}J,J'Iﬂ COOTBETCTBYHOLKNX BOCNpOn3BeOEHHbIX, OroaHanoroBbIx (6M0ﬂ0ﬂ,06HbIX) JNeKapCTBEHHbIX npenapaTOB);

3) npeBblleHNne npeaenbHOW OTNYCKHOM LeHbl Ha nepBbld  BOCNPOM3BEAEHHbIN, BGuoaHanorosbin
(6ronogobHbIN) NeKapCTBEHHbLIN MNpenapat WHOCTPAHHOINO MpPOM3BOACTBA HaA NpenenbHOM OTMYCKHOW LEeHOM
Npov3BOAUTENS Ha BTOPOM BOCMPOM3BELAEHHbIN, GuoaHanoroBbin (6MONOOOGHbLIN) NEKapCTBEHHbIM Npenapar,
paccyMTaHHOW B COOTBETCTBMU C METOAMNKON, yTBEpXAeHHow [paButenscTBom Poccuickon ®egepauuu;

4) npeBbllleHWE MpedenbHON OTMYCKHOW LEeHbl Ha MepBbIi  BOCMPOU3BEAEHHbIA, OMoaHanorosbIn
(6ronogobHbIN) NekapCTBEHHBIN NpenapaTt NPOM3BOAMTENS rocyaapcTBa - YrieHa EBpasuinckoro sKoOHOMUYECKOro
col3a Hapg npenenbHOW OTMYCKHOW LIEHOW MPOW3BOAMTENS Ha BTOPOW BOCMPOM3BEOEHHbIW, OMOaHanoroBbIv
(6ronogobHbIN) NekapCTBEHHBIN NpenapaTt NPOM3BOAMTENS rocyaapcTBa - YrieHa EBpasuinckoro sKOHOMUYECKOro
COl03a, pacCyYNTaHHON B COOTBETCTBUM C METOAMKOW, yTBepxAeHHoM MpasuTtensctBoM Poccuickon ®egepaunn.

5. Topsigok nepeperucTpaumm 3aperncTpupoBaHHbLIX MpeaernbHbIX OTMYCKHbIX LIEH Npou3BoauTenen Ha
nlekapCTBEHHble npenapaTbl, BKMAOYEHHblIe B MepevYeHb XU3HEHHO HEOOXOOAUMbBIX UM BaXKHEWMLLMX NEeKapCTBEHHbIX
npenapartos, B Cny4vasx, NPegyCMOTPEHHbIX YacTaMM 2 - 4 HacTosILLEeN cTaTby, ycTaHaBnuBaeTcs [paBUTENsCTBOM
Poccuinckon depgepauun.

6. OKOHOMUYECKUA aHanu3 npedenbHON OTMYCKHOW LeHbl NMpou3BOAWTENS Ha NeKapCTBEHHbIM Mpenapar,
BKITIOYEHHbIN B MepeyYeHb XWU3HEHHO HEeOoOXOAUMbIX W BaXXHEWWWUX NeKapCTBEHHbIX npenapaToB, Mpu ee
rocygapCcTBEHHOW perncrpaummn unm nepepernctpaumm ocylecTsnseTca dpegepanbHbiM OpraHoM MCNOMHUTENBHON
BMacTu, OCYLLECTBASOWMM PYHKLUUN NO MPUHSATUIO HOPMATMBHBLIX MPaBOBbIX aKTOB M KOHTPOMO 3a cobniogeHnem
3aKkoHoaaTenbCcTBa B chepe rocygapcTBEHHOro perynupoBaHus LeH (TapudoB) Ha Tosapsbl (ycnyri).

7. PacyeT npegenbHbIX OTMAYCKHbIX LEH, YKasaHHbIX B 4actax 1 M 2 HacTosiwewn crtatbW, npu ux
rocydapCTBEHHOW perucTpauumM unuv nepepeructTpaumm OCYLLeCTBRASeTCS B COOTBETCTBUM C  METOAMKOW,
yTBepxaeHHon NpasutensctBom Poccuinckon denepaumm 1 y4nTbiBatoLLENA B TOM YMCHE:

1) cobntogeHne banaHca NHTEpecoB n0Tpe6|/|Tenel71 JNIEKapCTBEHHbIX MpenapartoB, BKIMKOYEHHbIX B Nepe4yeHb
XU3HEHHO HeobXooMMbIX U  BaXXHEWLINX NeKapCTBEHHbIX TMpenapaTtoB, W I'IpOM3BOﬂ,MTeJ'IeIZ JIeKapCTBEHHbIX
npenaparoB, BKIMOYEHHbIX B NepeyeHb XN3HEHHO HeoBOX0AMMbIX N BaXKHENLLIMX JNIEKapCTBEHHbIX NMpenapaToBs;

2) dakTuyeckyo OTMYCKHYHO LieHYy Ha nekapcTBeHHble npenapatbl B Poccuiickon depepauun, LeHy BBO3a
nekapcTBeHHbIX npernapatoB B Poccuiickyto Pepepauunto, a Takke UEHbl Ha aHanornyHble JeKapCTBEHHbIE
npenaparbl, Haxogswwmecs B obpatleHumn B Poccuiickon depepaumu;

3) 3aTpatbl Npou3BOAMTENS NIEeKapCTBEHHOrO Mpenaparta Ha NPoW3BOACTBO UM peanu3auuio NekapcTBEHHOro
npenapara;

4) ueHy Ha nekapcCTBEHHbIA MpenapaT, ero LeHy B CTpaHe Mpou3BoauTenst U B CTpaHax, B KOTOPbIX
nieKkapCTBEHHbIN Npenapar 3aperMcTpupoBaH 1 (UNKn) B KOTOPble NOCTaBMSIETCS NPOMU3BOAUTENEM.

8. He 00MyCKakTCA peann3auna N OTNyCK NeKapCTBEHHbIX npenapaTtoB, BKIMKOYEHHbIX B nepevyeHb XU3HEHHO
HEeoOXOAMMbBIX W BaXXHEMLLMX JNIEKapCTBEHHbIX TMpenapaTtoB, Ha KOTOpble MNpon3BoaAUTENAMUN JNEKAPCTBEHHbIX
npenaparoB He 3aperncTtpnpoBaHa npenernbHada OTnyCKHaA UeHa, peanndauma npon3BoanTenaMmm nekapCcTtBeHHbIX

www.consultant.ru Crpanuua 107 ns 123
HageXHasa npaBoBas noaaepXKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=202790&dst=100020
https://login.consultant.ru/link/?req=doc&base=LAW&n=366679&dst=100408

®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

npenaparoB no ueHam, npeBbillalOWMM 3aperncTtpunpoBaHHble WM  nepeperncTtpupoBaHHbie npenesribHblie
OTNMYCKHbI€ LiEHbl Ha J1eKapCTBEHHbIE Npenapartbl C y4€TOM HaJlora Ha ﬂ,06aBﬂeHHy}O CTOMMOCTb.

9. OcobBeHHOCTN rocyqapCTBEHHOIO perynupoBaHus npefenbHbIX OTNYCKHbIX LieH Mpou3BoguTenen Ha
nekapcTBeHHble npenapaTbl, BKMAOYEHHbIE B MepevYeHb XU3HEHHO HEOOXOOAUMbLIX UM BaXKHEWLLMX NEeKapCTBEHHbIX
npenapaToB, B 3aBUCMMOCTU OT 9KOHOMUYECKUX M (UNKN) coLmanbHbIX KpUTEPUEB (U3MEHEHME YCMNOBUIA, Nopsaka 1
CTOMMOCTM MpPOU3BOACTBA JEKApPCTBEHHbLIX MpenapaTtoB, WUCMOMb30BaHWE HOBbIX (POpM, METO4OB U CMocoboB
rOCyOapCTBEHHOIO perynumpoBaHMs LEH Ha JeKapCTBEHHble mnpenapaTbl, B TOM YMUCIle Ha OCHOBE MexaHu3ma
pedepeHTHOro LieHoobpa3oBaHWsl, M3MEHEHMI MOpPsSAKa OKa3aHus MEOMLMHCKOW MOMOLUM, M3MEHeHMe Kypca
WHOCTPaHHOW BantoTbl U MHblE M3MeHeHUs) ycTaHaBnuaatoTcs lNpaButenbctBoM Poccuinckon denepaumm.

(B peq. ®epepanbHoro 3akoHa ot 08.03.2022 N 46-93)

Cratba 62. [ocypmapCTBeHHbIN peecTp nMnpedeNibHbIX OTNYCKHbIX LEeH npou3BoguTenen Ha
JfleKapCTBeHHble npenapaTtbl, BKMIOYEHHble B MNepeyYeHb XU3HEHHO HeobXoOMMbIX W BaXHeMLIUX
JNleKapCTBEeHHbIX NpenapaToB

1. 3aperMcTpupoBaHHble UNN NepeperncTpmpoBaHHble NPeaenbHble OTNYCKHbIE LIEHbl NPOM3BOAUTENEN Ha
nieKkapCTBEHHbIE Mpenaparhl, BKIOYEHHbIE B MepedeHb XU3HEHHO HEOOXOOMMBbIX U BaXKHEMLLMX NeKapCTBEHHbIX
npenapaTtoB, NOASEXaT BKMOYEHUIO B roCyAapCTBEHHbIV peecTp npeaenbHbiX OTNYCKHbIX LEH Npou3BoauTenei Ha
neKapcTBeHHbIe Mpenaparbl, BKIHOYEHHbIE B NEPEYEHb XM3HEHHO HEOOXOAMMbBIX U BaXKHEWMLUNX NeKapCTBEHHbIX
npenapartos.

(B peqn. ®PenepanbHoro 3akoHa ot 06.06.2019 N 134-$3)

2. [ocypapcTBEHHbIN peecTp npeaenbHbIX OTAYCKHbIX LeH NpoM3BOAUTENEN Ha NekapCTBEHHbIe npenaparsbl,
BKITIOYEHHbIE B MEepeYeHb XN3HEHHO HEOOXOAMMbBIX U BaXXHEMNLLMX NEKapCTBEHHbIX MpenapartoB, CoOaepXuT B cebe
crnegyoLLyo MHAOPMaLmIo:

1) HaumeHOBaHWe [epxartens wnu Briagenbua pPerncTpaumoHHOro YAOCTOBEPEHUS NeKapCTBEHHOIO
npenaparta, HauMeHoBaHWe NPOU3BOAMUTENSA NEKapCTBEHHOro npenapara, CBeAeHWs O perncrpauumn aepxarens
unu Briagernbua perucTpauMoHHOro YAOCTOBEPEHUS JIeKapCTBEHHOro rpenapara, CBedeHuUs O peructpauuu
Npov3BOANTENSA NeKapCTBEHHOro npenapara A5 MeANUMHCKOro NpUMEeHeHWss B Ka4yecTBe HarnoronnaTenbLlinka B
CcTpaHe perucTpauum (4ns POCCUMNCKUX HOPUANYECKMX NUL - MAESHTUEUKALMOHHBIN HOMEp HanoronnaTtenbLlimka
(MHH), oNA MHOCTpaHHbIX PUAMYECKMX NUL - CTpaHa perncrpauum, HaMMeHOBaHWe PerncTpupyoLwwero opraHa,
perncTpaumMoHHbI HOMep, KO Haroronnatenbliyka B CTpaHe permctpaumm (MHKopnopauuu) unu ero aHaror),
MECTO HaxoXOeHWs NPOW3BOACTBEHHbLIX NIIOWAA0K, Y4acTBYIOLMX B Mpouecce Mpou3BOACTBA NeKapCTBEHHOMO
npenapara, ¢ ykasaHuem cTaauu npouecca npon3BoacTsa;

(n. 1 B pea. PenepanbHoro 3akoHa oT 28.12.2017 N 425-93)

2) HaumeHoBaHWE NeKapCTBEHHOIO Mnpenapara (MexayHapoaHOe HenaTeHTOBaHHOE, UMW rpynnupoBOYHOE,
UM XMMMYECKOE U TOProBOE HaMEHOBaHUS);
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

3) HOMeEP perncTpaunoHHOro yonoCctoBepeHnd nekapCTBeHHOro npenapara,

4) nekapctBeHHas opma C ykasaHMeM [03VPOBKM MeKapCTBEHHOro npenapara M ero Konuyectsa BO
BTOPMYHON (NOTPebUTENbCKOWM) yNakoBKe, a TakKe KOMMMIEKTHOCTb;
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

5) sapeructpupoBaHHas npeaenbHas OTNyCcKHas LieHa Ha NIeKapCTBEHHbIN nNpenapat B pyonsix;
(B peq. ®epepanbHoro 3akoHa ot 27.12.2019 N 475-03)

6) mata M HOMep npwuKkasa YMNoOfHOMOYEHHOro hefgepanbHOro opraHa MCMONHUTENbHOW Bnactn o
rocyadapCTBEHHOW perucTpauum wunu nepeperncrpaumm npegensHon OTMYCKHOM LeHbl Ha  NleKapCTBEHHbIN
npenapar, BKIIFOYEHHbIV B NepeYeHb XU3HEHHO HEOOXOOANMBIX U BaXKHENLLUX NIEKAPCTBEHHbIX NPEenapaTtos;

(B pea. PegepanbHbIx 3akoHOB OT 22.12.2014 N 429-03, ot 06.06.2019 N 134-$3)

6.1) nara BCTynneHuda B cuny npukasa ynosiHOMO4eHHOro d)e,qepaanoro opraHa MCNONMHUTENBLHOM BMacTu o
Focy,lJ,apCTBeHHOVI pernctpaunm unn nepeperncrtpaunmn npe/:l,ean0|7| OTI'IyCKHOIZ UeHbl npoun3BoanTena Ha
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NeKapcTBEHHbIA MpenapaTt, BKMYEHHbIA B NepeyYeHb XXM3HEHHO HEOBXOAMMbIX U BaXXHEMWLUMX JEKAPCTBEHHBLIX
npenaparTos;
(n. 6.1 BBegeH d®epepanbHbiM 3akoHOM OT 06.06.2019 N 134-03)

7) LWUTPUXOBOM KO, HAHECEHHbIN Ha BTOPUYHYIO (MOTPEBUTENBLCKYI0) YNaKOBKY NeKapCTBEHHOMO nNpenapara;
(n. 7 BBegeH ®enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

8) Koo nekapCTBEHHOro npenapara MO aHaToOMO-TEePaneBTUYECKO-XMMUYECKON  Kraccudukauum,
pekomeHaoBaHHOW BceMnpHon opraHusaumen 3apaBoOXpaHeHns.
(n. 8 BBeaeH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

3. FocygapcTBeHHas perucrTpauus Unu nepepeructTpaumns npenenbHbiX OTMYCKHbIX LeH Ha fekapCTBEHHble
npenapatbl, BKIHOYEHHblE B MepeyYeHb XXU3HEHHO HEOOXOAMMBIX W BaXKHEMWLIMX FNeKapCTBEHHbIX Mpenaparos,
BeeHWe TrOCydapCTBEHHOro peecTpa npedenbHblX OTMYCKHbIX LEeH MPOU3BOAMTENEeN Ha JeKapCTBEHHble
npenapatbl, BKIHOYEHHblIE B MepeyYeHb XXU3HEHHO HEOOXOAMMLIX W BaXKHEMLIMX FNeKapCTBEHHbIX Mpenaparos,
OCYLLECTBAOTCA B Nnopsiake, yctaHoeneHHom lMpaeutensctBoM Poccuiickon deaepaunn.

(B peqn. ®PenepanbHoro 3akoHa ot 06.06.2019 N 134-93)

Crtatbsa 63. YcTaHOBReHMe opraHaMyu UCMONHUTENbLHON BnacTu cybvekrtoB Poccuinckon denepauumn
npegenbHbIX pa3MepoB ONTOBbLIX HafAb6aBOK WM MNpeAderibHbIX pPa3MepoB pPO3HUYHbIX HaAbaBOK K
haKTMYECKUM OTMYCKHbIM LieHaM, YCTaHOBJIEHHbIM NMPOU3BOAUTENSAMM JieKapCTBEHHbIX NpenaparoB, Ha
neKapcTBeHHble npenapatbl, BKMO4YEHHble B MNepe4vyeHb XU3HEHHO HeOOGXOAMMbIX W BaXXHEWLIMX
neKapcTBeHHbIX NpenapaToB
(B pen. PenepanbHoro 3akoHa ot 27.12.2019 N 475-93)

1. OpraHbl ucnonHUTenbHOW BnacTn cybbektoB Poccuiickon Pepepaunn ycTaHaBnMBalT NpeaerbHble
pa3mMepbl ONTOBbLIX HAaA0aBOK U NpeaernbHble pasMepbl PO3HUYHbIX HAA0aBOK K PaKTUYECKMM OTMYCKHbIM LeHaMm
(6e3 yueTta Hanora Ha obaBNEHHY CTOMMOCTb), YCTAHOBINEHHBIM MPOU3BOANTENSIMU NTIEKAPCTBEHHbIX MPEnaparos,
Ha NekapcTBEHHbIE Npenaparbl, BKITIOYEHHbIE B NEPEYEHb XU3HEHHO HEOOXOAMMbIX Y BaXKHEMNLLMX JIEKAPCTBEHHbIX
npenapaTtoB, B COOTBETCTBMM C YTBEPXOEHHOW B MOpsAKe, ycTaHoOBreHHOM [lpaButensctBOoM Poccuinckon
denepauun, METOOMKON YCTaHOBMNEHUS OpraHaMy UCMOMHUTENbBHOM BnacTu cybwektoB Poccuickon depepauum
npegenbHbIX pasMepoB OMTOBbLIX HAA0aBOK W MpedernbHbIX Pa3mMepoB PO3HWMYHBIX HaabaBOK K (haKTUYECKUM
OTMYCKHbIM  LieHaM, YCTaHOBMNEHHbIM MPOU3BOAMTENSMWN NEKapCTBEHHbIX MpenaparoB, Ha JeKapCTBEHHble
npenapatbl, BKMOYEHHbIE B MEPEYEHb XXM3HEHHO HEOOXOAMMbBbIX U BaXKHEWLUMX NEeKapCTBEHHbIX NpenapaTos.
[MpoeKkTbl pelleHnin opraHoB WCMONHWUTENbHOW Bnactn cybbektoB Poccuiickon Pepepauumn o6 ycTaHOBNEHUU U
(M) M3MeHeHUN npegernbHbIX pa3MepoB OMTOBbIX HaAb0aBOK M NpedernbHbIX Pa3MepoB PO3HMYHBLIX HagbaBOK K
PaKTUYECKMM  OTMYCKHbIM  LileHaM, YCTaHOBMEHHbIM MNPOM3BOAUTENSAMU NEKaApCTBEHHbIX nNpenapaToB, Ha
neKapCTBEHHbIE Mpenaparbl, BKIHOYEHHbIE B NEPEYEHb XM3HEHHO HEOOXOAMMbBIX U BaKHEWMLUMX JIEKAaPCTBEHHbIX
npenapaToB, MoAnexaT COrnacoBaHWIO C YMOMHOMOYEHHbIM beaeparnbHbiM OpraHoM WCMOMHUTENBHOW BRacTy,
OCYLLECTBSAOWMM  (PYHKLUUM NO NPUHATUIO HOPMATUBHBLIX MPAaBOBLIX AKTOB W KOHTPOMKO 3a cobntogeHuem
3aKkoHoaaTenbCcTBa B cdepe rocygapCTBEHHOMO perynvpoBaHus LeH (TapudoB) Ha Tosapbl (ycnyru), B nopsake,
ycTaHoBneHHoMm lMpaButensctBom Poccuickon ®epepaumm.

(B pea. PepepanbHbix 3akoHoB oT 13.07.2015 N 241-03, ot 27.12.2019 N 475-93)

2. OpraHusauun ONTOBOM  TOProBfM  NEKAPCTBEHHbIMW  CpPeACcTBaMM, anTeyHble  opraHu3auuu,
WHAuBMAYyanbHble NpeanpuUHUMaTenu, UMeloLLne NULEH3NI0 Ha hapMaLeBTUYECKYI0 AeATenbHOCTb, MeanLnHCKne
opraHusauum, umetoLme NuUeH3no Ha dapMaLeBTUYECKYHO OeATeNnbHOCTb, U nx 06ocobneHHble nogpasgeneHus
(ambynatopwuun, cdenbalepckne n denbalepcko-akyLepckme NyHKTbl, LEHTPbl (OTAeneHus) obwen BpavyebHOM
(cemenHoOW) NpakTUKK), pacrnonOXeHHble B CEMNbCKUX HACEeNeHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYHOT anTeyHble
opraHMsaumu, OCYLLECTBMSIOT peanu3auuio NEeKapCTBEHHbLIX MPenapartoB, BKIOYEHHbIX B MEPEYEHb KUIHEHHO
HEeOBXOAMMbBIX U BaXXKHEWLUMX FEKAaPCTBEHHbIX NMpenapaToB, MO LieHaM, KOoTopble hOpMUPYIOTCS B COOTBETCTBUMN C
NopsiikKOM, YCTaHOBIEHHbIM [paButenbcTtBoM Poccuiickon deagepawmm, n ypoBeHb KOTopbix (6e3 ydeta Hanora Ha
O00aBMNeHHyl0 CTOMMOCTb) He [OOMKeH MpeBbilaTb CYMMYy (PakTUYeCKOM OTMYCKHOM LEHbl, YCTaHOBIIEHHON
npovsBoaunTenemM NeKapCTBEHHOIO npenapara, He npeBbILWaoLLEen 3aperncTpmpoBaHHoOM unu
nepeperncTpMpoBaHHON MNpeLernbHOM OTMYCKHOW LieHbl MpoM3BOAUTENS (Ha gaTy peanu3auun NekapCTBEHHOMo
npenapata npousBoauTenemMm), M pasmepa OMTOBOM HaabaBku W (unu) pasmepa poO3HUYHOW Haabasku, He
npeBbILLAOLLNX COOTBETCTBEHHO pasMepa npedenbHoW onToBoW Haabaskum u (unu) pasmepa npenenbHou

www.consultant.ru Crpanumua 109 n3 123
HageXHasa npaBoBas noaaepXKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=449392&dst=100012
https://login.consultant.ru/link/?req=doc&base=LAW&n=326252&dst=100037
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&dst=100695
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&dst=100697
https://login.consultant.ru/link/?req=doc&base=LAW&n=326252&dst=100039
https://login.consultant.ru/link/?req=doc&base=LAW&n=420491&dst=100060
https://login.consultant.ru/link/?req=doc&base=LAW&n=449392&dst=100012
https://login.consultant.ru/link/?req=doc&base=LAW&n=368352&dst=100083
https://login.consultant.ru/link/?req=doc&base=LAW&n=362490&dst=100014
https://login.consultant.ru/link/?req=doc&base=LAW&n=182628&dst=100036
https://login.consultant.ru/link/?req=doc&base=LAW&n=420491&dst=100061
https://login.consultant.ru/link/?req=doc&base=LAW&n=449392&dst=100012
https://login.consultant.ru/link/?req=doc&base=LAW&n=368352&dst=101011

®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

pPO3HMYHOW HagbaBKM, yCTaHOBMNEHHbIX B cyobekTe Poccuiickon degepauuu.
(vacTb 2 B pea. ®eagepanbHoro 3akoHa ot 27.12.2019 N 475-03)

3. OpraHbl ucnonHutensHon Bractu cybbektoB Poccunckon depepauun pasmelwtaror B cetn "UIHTepHeT"
MHMOPMALMIO O 3aperMcTpupoBaHHbIX MpedernbHbIX OTMNYCKHbIX LeHaxX Mnpou3BoauTenen Ha neKapCTBEHHble
npenaparbl, BKIOYEHHbIE B NEPEYEHb XXM3HEHHO HEOBXOAMMBIX W BaXHEMNLIMX NeKapCTBEHHbIX npenapaTos, 06
yCTaHOBMNEHHbIX B cybbekTe Poccuiickon Pepepaumu npegenbHbIX pasMepax OMTOBbIX HagbaBok v (Mnm)
npegenbHbIX pasmepax PO3HUYHbIX HaAbaBOK K YCTAHOBIEHHbLIM NMPOW3BOAUTENSMU NEKAPCTBEHHbIX NpenapaToB
hakTU4eCKnM OTMYCKHbIM LIEHaM Ha JieKapCTBEHHble npenapaTbl, BKMAKYEHHbIE B MNEPEYEHb >KU3HEHHO
HeoOXOAMMbIX N BaXKHEWLUMX NeKapCTBEHHbIX NMpenapaTtoB, a Takke O CyMMe 3aperncTpupoBaHHbIX MpeaenbHbIX
OTMYCKHbIX LIEH MpOou3BOAWTENEN Ha MNeKapCTBEHHble Mpenaparbl, BKIOYEHHblIE B MEepevYeHb XWU3HEHHO
HeobXOAMMbIX N BaXKHEWLUMX FeKapCTBEHHbIX NMpenapaToB, YCTaHOBIEHHbLIX B cybbekTe Poccuickon degepaumm
npegenbHbIX pasMepoB OMTOBbIX HaAbaBOK W MpedernbHbIX pasMepoB PO3HWYHBIX HagbaBOK M Hamora Ha
nobaBneHHyo cToMMocTb. UHgopmaumnsa, npegyCMOoTpeHHas HaCTOSILLEN 4YacTbi, OOIMKHA HaxXoouTbCH Takke B
anTeyHbIX OpraHuM3aumsix B AOCTYMHOW ANS BCEX 3aMHTepecOBaHHbIX Nuu dopMe M OBHOBRATLCA MO Mepe ee
pa3MeLLeHns opraHamu UCNONHUTENbHOW BnacTu cybbektoB Poccuickon ®eaepaunm B cetn "UHTepHeT".

(vacTb 3 B pea. ®enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

4. YTtpatun cuny ¢ 1 mapta 2020 roga. - PeagepanbHbiii 3akoH oT 27.12.2019 N 475-03.

Maea 13. MOHUTOPUHI 3PPEKTUBHOCTU N BE3ONACHOCTU
JIEKAPCTBEHHbIX MPEMNAPATOB, HAXOOALLUUXCA B OBPALLEHUMN
B POCCUUCKOWN ®EOEPALNU
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Cratbsa 64. PapmakoHansop
(B peg. PegepanbHoro 3akoHa o1 22.12.2014 N 429-03)

1. JlekapcTBeHHble Mpenapatbl, Haxogswwmecda B obpaiweHun B Poccuiickon Pegepaumn, noanexar
MOHUTOPUHIY 3dEKTUBHOCTU M BE30NMacHOCTU B LIENSX BbISIBNEHUS BO3MOXHbIX HeraTMBHbLIX MOCHeOCTBUA KX
NPUMEHEHWS, MHOUBMOYANbHON HENEPEHOCUMOCTU, NpeaynpexaeHus MeguuuHCKMX paboTHMKOB, CNELManncToB B
obrnactM BeTepuvHapuu, NaUMEHTOB WM BnagenbLeB >XUBOTHbIX WM WX 3aluTbl OT MPUMEHEHUS Takux
neKkapCTBEHHbIX NpenapaTos.

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

2. ®dapMakoHag30p OCYLLECTBISETCA COOTBETCTBYIOWMM YMONHOMOYEHHBIM  dbefepanbHbiM - OpraHoM
MCMOMHUTENbHOW BMacTu B YCTaHOBIEHHOM WM MOpPsAKe MyTeM aHanusa npegocTaBnseMon cybbektamu
obpalleHns nekapcTBEHHbIX CpeAacTB MHgopmauum o noboYHbIX AENCTBUSX, HexenaTeNbHbIX peakumsx,
Cepbe3HbIX HeXernaTenbHbIX peakuusx, HenpeaBUOEHHbIX HeXenartenbHbIX peakumsx npu  NpuUMeEHeHUU
neKkapcTBeHHbIX npenapatoB, 00 WHAMBMAyanbHOW  HEMNEepeHOCUMOCTW,  OTCYTCTBUM  3dDEKTUBHOCTU
neKapCcTBEHHbIX NpenapaTos, a Takke 06 MHbIX dakTax n obcTosATenbCTBaX, MPEACTABNSAIOWMX YIPO3Y KU3HN UNn
300pOBbIO YernoBeka NMBO KMBOTHOMO NP NMPUMEHEHUWN JIEKApCTBEHHbIX NPEnapaToB U BbIIBMEHHbIX Ha BCEX
aTanax obpalleHns nekapcTBeHHbIX NpenapaTtoB B Poccuiickon degepaumm n gpyrmx rocygapcraax.

3. CybObekTbl obpalleHus rekapCTBEHHbIX CpeacTB B MOpsAKe, YCTAHOBMIEHHOM  YMOMHOMOYEHHbIM
denepanbHbIM OpraHOM UCMOMHUTENBbHON BriacTu, 06s3aHbl coobLlaTtb B YNOMHOMOYEHHbIA dhedeparnbHbIi opraH
NCMOMHUTENbHON BRacTM O MOBOYHbIX AEeNCTBUSIX, HexenaTeflbHbIX peakuMsX, CepbesHblX HexenaTenbHbIX
peakumnsx, HenpeaBUOEHHbIX HexenaTenbHbIX peakuusx Npu MPUMEHEHUW NeKapCTBEHHbIX npenapatoB, 06
NHAMBMAOYanNbHON HENEPeHOCMMOCTH, OTCYTCTBMN 3PPEKTUBHOCTM feKapCTBEHHbIX NpenapaToB, a Takke 06 MHbIX
dhaktax n obCTOATENLCTBAX, MPEOCTABMSAOWMUX YrPO3y >XKM3HW WIM 340POBbI0 YernoBeka NMbO KMBOTHOMO Mpu
NMPMMEHEHMN §eKapCTBEHHbIX MNpenapaToB M BbISBMEHHbIX Ha BCex 3Tanax obpalleHus nekapCTBEHHbIX
npenapatoB B Poccuiickon ®egepaunm n gpyrux rocygapcraax.

4. [epxatenu wnu Bnagenblbl pPeErMcTpauMoHHbIX YAOCTOBEPEHUI NEKapCTBEHHbLIX Mpenapartos,
lOpUAOMYECKME NMLA, HA MMS KOTOPbIX BblAAHbl pas3peLleHusi Ha NpoBedeHUEe KIMMHWYECKUMX WUccredoBaHui B
Poccuiickon ®epepaumu, nmbo YNomHOMOYEHHblIE WMW Opyrve lopuavyeckme nuua B pamkax obecneveHus
6e30nacHOCTM NeKapCTBEHHbIX npenapaToB B MopsiAke, YCTAHOBMEHHOM COOTBETCTBYIOLMM YMNONTHOMOYEHHbIM
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denepanbHbIM OpraHoM WCMOMHUTENBHOW BnacTu, 00s3aHbl OCYLLECTBASATb MpueMm, ydeT, obpaboTky, aHanu3 u
XpaHeHve nocTynawwmx B WX agpec OT CcyObeKkToB obpalleHus nekapcTBEHHbIX CPeACcTB M OpraHoB
roCydapCTBEHHOM BriacT CcoObOLWEeHnA O MNoDOOYHbIX AENCTBUAX, HEeXenaTerbHbIX peakuusiX, Cepbe3HbIX
HeXenaTtenbHbIX U HenpeaBMaeHHbIX HeEXeNnaTernbHbIX peakumnax npu npuMeHeHnn nekapCcTBeHHbIX npenaparos, o6
OCOBEHHOCTAX WX B3auUMOZEWCTBMS C  APYrMMU  fEeKapCTBEHHbIMW  npenaparamu,  WHAMBUOYyanbHOW
HenepeHoCcnMMocCTun, a Takke 06 MHbIX (baKTaX n O6CTOF|TeJ'IbCTBaX, npencraBnAaroWnX yrpody X1U3Hu mnm 3gopoBbio
yenoBeka NMBO XMBOTHOMO UMK BNndarLLnX Ha n3sMeHeHne OTHOLUEeHUSA o>|<|/|p,ae|v|0|7| Nnonb3bl K BO3MOXHOMY PUCKY
NPpUMEHEeHUA NeKapCTBEHHbIX NpenapaTtos.

5. Tlpu BbISBNEHNUN WHPOPMALMN O Cepbe3HbIX HeXenaTenbHbiX peakuusx W  HenpeaBUOEeHHbIX
HexxenaTenbHbIX peakumax npu NpUMMEeHeHnM NekapCTBEeHHbIX npenapaToB, 06 0COBEHHOCTAX MX B3aMMOAENCTBUS
C ApPYrMMW NeKapCTBEHHbIMW npenapatamu, WHOMBUAOYanbHOW HEenepeHOCUMOCTM, a Takke 06 MHbIX dhakTax u
obcTosATenbCTBaX, BANAIOWMX HA U3MEHEHNE OTHOLUEHMUST OXMAAEeMOWN MONb3bl K BOSMOXXHOMY PUCKY MPUMEHEHMUS
neKapCTBEHHbIX NpenapaTtoB, AepXaTenu unu Brnagenblbl PerncTpaunoOHHbIX YOOCTOBEPEHUN NeKapCTBEHHbIX
npenapaToB, OPUOANYECKNE NULa, Ha UMS KOTOPbIX BbldaHbl paspelleHns Ha MpOoBeAeHNe KIMHUYECKNX
nccrnegosaHun B Poccuiickon ®epgepauun, nmbo ynormHOMOYEHHbIE UMW Opyrve opuaumyeckme nuiua obssaHbl
MPUHATbL MEpbl, HanpaBrieHHble Ha YCTPaHeHWe HEeraTUBHbIX MOCNeACTBMN MPUMEHEHUS TakuxX feKkapCTBEHHbIX
npenapartoB, NpeaynpexaeHne NpUYMHEHNs Bpeaa XWU3HW Unu 300pOBbI0 YenoBeka NMBo XKMBOTHOTO, 3almTy UX
OT MPMMEHEHUS TaKUX FeKapCTBEHHbIX NpenaparoB, Ha AOMNOMHWUTENbHbIV COOp AaHHbIX 06 3dEKTUBHOCTN M
6e30nacHOCTM TakuX NlekapCTBEHHbIX NpenapaTos.

6. 3a HecooblweHMe WM COKpbITUE WHAOPMaLMKW, NPedyCMOTPEHHOW YacTblo 3 HacTosilen crtatbw,
aepxarenu nnu enagenblibl PerMcTpaLMoHHbIX YAOCTOBEPEHUI NIEKAPCTBEHHbIX NPenaparToB, puanyeckne nuua,
Ha MMsi KOTOPbIX BblAaHbl pa3peLlleHns Ha NpoBedeHMe KIMHUYEeCKUX uccnemoBaHui B Poccuiickon denepaumm,
nMbo ynonHOMOYEHHbIE MU ApYyrMe Ipuanyeckue nuua, a Takke AOMKHOCTHbIE nuua, KOTOpbIM 3Ta MHdopMauus
cTana mM3BecTHa MO poAay MX NpodeccUoHanbHOW OEeATENbHOCTU, HEeCYT OTBETCTBEHHOCTb B COOTBETCTBUM C
3akoHopaTtenbcTBoM Poccunckon denepaumn.

7. lpu nonyyeHun ynorHOMOYEHHbIM dyefepanbHbiM OpraHoM WCMOMHUTENbHOW BNacTu B paMKax
ocyLlecTBreHns UM papmakoHags3opa [oKas3atenbCTB O HECOOTBETCTBUM  fleKapCTBEHHOro npenapara
YCTaHOBMNEHHbIM TPEBOBaHUSAM MUK NPU NOMyYeHUU MHpOpMaLMM O HECOOTBETCTBMU AaHHbIX 06 ahHEeKTMBHOCTMN U
0 6e3onacHOCTW reKapCTBEHHOro fpenapara fAaHHblM O JeKapCTBEHHOM npenapare, cogepxalumcsa B
WHCTPYKUMM NO €ero npuMMeHeHuo (B TOM u4uCre BbISIBNEHHbIX B XOA4e OcylwecTBneHus dapmakoHagsopa
KOHTPOIbHO-HaA30PHLIMW  OpraHaMyv  MHOCTPaHHbIX rOCYAapcTB), YNOMHOMOYEHHbIN deaepanbHbii  OpraH
NCNOMHUTENbLHOM BriacTu B yCTAaHOBNEHHOM MM MOpsifike paccmaTpmuBaeT BONPOC O NMPUOCTAHOBMEHUN NMPUMEHEHUS
TaKoro nekapcTBeHHOro npenapara.

Crtatba 65. NpuocTtaHoBNeHMe NPMMeEHEHNA NeKapCTBEHHOro npenapara
(B peqg. PegepanbHoro 3akoHa o1 22.12.2014 N 429-03)

1. MNpwn nonyyYeHnn MHopMaLmMmn 0 HexXenaTenbHbIX peakumsix Npu NPUMEHEHUN NekapCcTBEHHOTO Npenapara,
He yKa3aHHbIX B MHCTPYKLMU MO NMPUMEHEHWIO NIEKapCTBEHHOTO Npenapara, CepbesHbIX HeXenaTenbHbIX peakuusix,
06 0COBGEHHOCTAX €ro B3aMMOOENCTBUA C APYIMMW NeKapCTBEHHbIMU NpenaparaMu, KOTopble MOryT NpeacTaBnsTh
YIrpOo3y >XKU3HW UV 300POBbIO YeroBeka b0 KMBOTHOTO, a Takke O HECOOTBETCTBUM AaHHbIX 06 3O DEKTUBHOCTU 1
o 6esonacHOCTM JieKapCTBEHHOrO MpenapaTta [aHHbIM O JIeKapCTBEHHOM Mpenapate, codepXaluumcs B
WHCTPYKLUM MO €ro NpUMeHeHWto, B TOM Yucrie OT YNOSTHOMOYEHHbIX OPraHOB MHOCTPaHHbIX rocydapcTs, OOMeH
KOTOpOW OCYLLECTBMNSIETCH B COOTBETCTBUM C COMMALUEHUAMU MEXOY YNONMHOMOYEHHbIM dheeparnbHbiM OpraHom
WCMOMHWUTENBHON BMacTM W YNONMHOMOYEHHBIMU  OpraHaMu  WMHOCTPaHHbIX  FOCYAApPCTB,  YNONHOMOYEHHbIN
chefepanbHbIi OpraH WCMOMHUTENBLHOW BRACTM paccMaTpuBaeT BOMPOC O BO3MOXHOCTM MPUOCTAHOBEHUS
obpalleHns Takoro rnekapcTBEHHOro rnpenaparta B Mopsiike, YCTAHOBMEHHOM YMOMMHOMOYEHHBLIM deaeparnbHbIM
opraHoM UCMOMHUTENBHON BNAacTu.

2. Tlpy HeucnormHeHMM WNU  HeHagfnexawem UCMOfHEeHUW JepxatensaMmm unv  Bragensuamu
perncTpaumMoHHbIX YOOCTOBEPEHUN JeKapCTBEHHbIX MpenapaToB, PUAUYECKUMU nUUaMW, Ha UMS KOTOPbIX
BbldaHbl paspelleHnss Ha npoBeOeHue KIMHUYECKMX wuccnegoBaHui B Poccunckon ®epepauun, unm
YNOMHOMOYEHHBIMW UMW APYTUMU IOPUANYECKUMU NLaMn 0653aHHOCTEN, YCTAHOBMEHHbIX YacTamu 3 1 4 ctaTbu
64 HacTosiwero denepanbHOro 3akoHa, NGO B crnyvasx NpeacTaBneHnss COOTBETCTBYIOLLMM YNOMHOMOYEHHbIM
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cbep,epaanblM opraHomMm WCMNOMHUTENbHON BRacTU 3aKo4YeHus O HEOOCTOBEPHOCTUN pe3ynbraTtoB KITMHUYECKOro
nccnegoBaHnA nNekapcTtBeHHOro npenapara anda MmeamumHCKoro npnMeHeHud, Kotopoe OCHOBaHO Ha pedylbrartax
NpPOBEPKN MeANLNHCKOMN opraHunsauum, ﬂpOBO,CI,VIBLUeﬁ YKa3aHHO€ KIIMHM4YecKoe uccrieaosaHme C HapyulweHunem
npasun Hagnexawen KNMHNU4YecKon NPaKTUKN, N NpuBeno K MONyvyeHUo HeOOCTOBEPHbIX pPe3yrbraTos, nnbo B
Cny4yae HeBbINOoNMHEeHUA npeanmncaHuna, BblAaHHOMO YMNOMHOMOYEHHbIM d)e,qepaanblm opraHom NCMNOMHNTENBHOMN
Bfnactm no wutoram oOcCyLlleCTBrieHnsA BbI60pO‘-IHOFO KOHTPOINA KayecCcTBa JieKapCTBEHHOro npenaparta,
yI'IOJ'IHOMO‘-IGHHbIVI q)e,qepaanblﬁ opraH MCMNOMHNTENBLHOM BNacTn B yCTaHOBNMEHHOM UM nopsadke paccMatpuBaeTt
BOMpPoOC O NPUOCTAaHOBNEHUN NPUMEHEHNA TAaKOro fieKkapCTBEHHOIO npenaparta.

3. YnonHomoueHHbIn dheaepanbHbIi OpraH UCMOMHUTENBHOW BRacTyu Npu NpeacTaBneHnn emy CBeaeHuin o
HeCOOTBETCTBUM MPOU3BOANTENS NEKAPCTBEHHbIX CpeAcTB TpeboBaHMAM NpaBun Hagnexallen Npon3BoOACTBEHHON
NpakTMkn n (MAM) O HapyLEHWM NULEH3UOHHBIX TpeboBaHWIN, KOTOpble ObINM BbISBMEHbI B XOA4E NpPOBEOEHWUS
WHCNEKTMPOBAHMA NPOU3BOAUTENST NEKAPCTBEHHbIX CPeaCTB MMM OCYLUECTBMEHUS NULEH3UOHHOrO KOHTPOMNs B
ccepe Npom3BoACTBa NEKAPCTBEHHbBIX CPEACTB U MPUBENN WU MOTYT NMPUBECTU K NPOU3BOACTBY NEKaPCTBEHHbIX
npenapaTtoB AN MeAOULMHCKOrO MPUMEHEHUS, MNPUYMHUBLUUX WKW CMOCOOHBIX MNPUYMHUTL BPEA >KU3HW UMK
300POBbBI0 FpaXdaH, pacCMaTpuUBaET BOMPOC O NMPUOCTAHOBEHUN NMPUMEHEHUST NEKAPCTBEHHbIX NpenapaToB Anis
MEOULMNHCKOrO NMPUMEHEHUS B YCTaHOBNEHHOM UM MOPSIAKE B CrieayoLwmx cnyyasx:

1) COoCTaB Kn (I/IJ'IVI) TEXHOJ10I'MA Npomn3BoacTBa JieKapCTBEHHOIO npenapara anda MmeanumuHCKoro npuMeHeHnA (C
onucaHuem ctagumn I'IpOVI3BO£I,CTBa) OTNN4aKTCA OT 3adABJIEHHbIX B pernctpaumMoHHOM O0CbE;

2) nekapcTBEHHbI npenapar AnAsS MeOULMHCKOTO MpPUMEHEeHMs Mpou3BedeH Ha NPOWU3BOACTBEHHOW
nrnowagke, He ykasaHHON B PErncTpaLuoHHOM OOCLE;

3) y npov3BoauTEns NeKapCTBEHHbIX CPeACTB OTCYTCTBYHOT AOKYMEHTbI, MOATBEpXAaloLlMe COOTBETCTBUE
KayecTBa NeKapCTBEHHOro rnpenaparta ANs MEeOULMHCKOrO MPUMEHEHWs, BBOOAMMOrO B rpaKaaHCkui o6opor,
TpeboBaHMsAM, YCTaHOBIEHHBIM NPU €ro rocyAapCTBEHHON perncrTpauuy;

4) npousBoAWTENEM FNEKAPCTBEHHbLIX CPEACTB B COIMACOBaHHbLIA C COOTBETCTBYHLUMM YMONTHOMOYEHHbBIM
denepanbHbIM - OpraHoOM  MCMOMHWTENbHOW BNAcTM CPOK HEe YCTpaHeHbl HapylieHWss TpeboBaHui npaBwn
Haanexallen NpoM3BOACTBEHHOW MPAKTUKM U (UNN) NULEH3MOHHBLIX TPeOOBaHWIN, KOTOpble OblNM BbISIBEHBI B XO4€
NpoBeOEHNsT MHCMNEKTUPOBAHUSA MPOU3BOAMTENS JIEKAPCTBEHHBIX CPEACTB WM OCYLUECTBIIEHUS JTULEH3NOHHOMO
KOHTpornsa B cdepe MpOU3BOACTBA NEKAPCTBEHHbLIX CPEACTB M MPUBENU WM MOTYT MPUBECTU K MPOU3BOACTBY
NeKapCTBEHHbIX NpenapaToB ANst MEOUUUHCKOTO MPUMEHEHMUS, MPUYMHUBLUMX UMK CNOCOBHBLIX NMPUYUHUTL Bpesn
XU3HWU NNK 300POBbLI0 FPaXKaaH.

(vacTb 3 BBegeHa PepepanbHbiM 3akoHOM oT 04.06.2018 N 140-03)

4. YNonHoMouYeHHbI hefeparnbHbli OpraH WCMNOMHUTENBbHOW BNacTU NPU Hanmuyuu y HeEro CBedeHun o
HEeCOOTBETCTBMM NPON3BOAMTENS NEKAPCTBEHHbIX CpeacTB TpeboBaHNAM NpaBui Haanexatlern Npon3BoaCcTBEHHOM
NPakTUkKn 1 (MKM) O HapyLEHWU JULEH3UOHHBIX TpeboBaHWI, KOTOpble ObINM BbISBNEHbI B XOA4E NpPOBEOEHUS
WHCMEKTUPOBAHUSI NPOU3BOAMTENS JEKAPCTBEHHbIX CPELACTB WM OCYLLECTBIEHMS JIMLEH3NOHHOIO KOHTPOMsS B
cdepe NPOM3BOACTBA NEKAPCTBEHHbLIX CPEACTB U MPUBENU UIMNU MOTYT MPUBECTU K NPOU3BOACTBY JIEKAPCTBEHHbIX
npenapaTtoB Afsl BETEPUMHAPHOrO MNPUMEHEHUS, MPUUYUHUBLLUUX WUIM CMOCOOHBLIX MPUYUHUTL BPEO XXWU3HWU UMK
3[00POBbI0 XUBOTHbIX, paccMaTpuBaeT BOMPOC O NMPUOCTAHOBNEHUN peanu3auun U NMPUMEHEHUs NiekapCTBEHHbIX
npenapartoB 151 BETEPUHAPHOIO NPUMEHEHMS B YCTAHOBIEHHOM UM MOPSAAKE B CMEAYOLMX CIyyasx:

1) CoCTaB K (I/IJ'IM) TEXHOJ0orma npomn3BoacTBa JiekapCTBEHHOro npenapara AnAa BetTepnHapHOro npumMmeHeHua
(C onvcaHnem ctagun I'IpOI/I3BOLI,CTBa) OTNM4arTCA OT 3adABIIEHHbIX B pernctpauMoHHOM O0CbE;

2) nekapCTBEHHbI npenapat [Ans BeTEPUHAPHOrO MPUMEHEHUs MPOM3BEeAEeH Ha MPOM3BOACTBEHHOA
nroLwagke, He yka3aHHOW B PerncTpaLnoHHOM 4OChE;

3) Yy npousBoguTernd nekapCTBeHHbIX CcpencTB OTCYTCTBYHOT OOKYMEHTbl, noAoTBepXXaakwwne COooTBeTCTBue
Ka4dyecTBa JieKapCTBEHHOro rnpenapara And BeTepuMHapHOro npmMMmeHeHusd, BBOAMMOIO B rpa>|<,1:|,aHCKvu71 O60p0T,
Tpe6OBaHMﬂM, YCTaHOBJ1€HHbIM MNMpU ero Focyﬂ,apCTBeHHOIZ perncTtpauunu;

4) Npou3BOAUTENEM FEKAPCTBEHHbIX CPEACTB B COMMAcOBaHHbIA C COOTBETCTBYIOLLMM YMNOMHOMOYEHHbIM
henepanbHbIM  OpPraHOM  UCMOMHUTENBHOM BracTM CPOK He YCTpaHeHbl HapylweHust TpebGoBaHwuii npaBwuis
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

Haanexallemn NpoM3BOACTBEHHOW MPAKTUKM U (UNN) NULEH3MOHHBIX TpeOOBaHWIN, KOTOpble OblNM BbISIBEHBI B X04€
NpoBeOEeHNst MHCMEKTUPOBAHUSA MPOWU3BOAMTENS JIEKAPCTBEHHbBIX CPEACTB WM OCYLUECTBIEHUS JTMLEH3NOHHOMO
KOHTpomns B cdepe MpOU3BOACTBA NEKAPCTBEHHbIX CPEACTB M MPVMBENU WM MOTYT NMPUBECTU K MPOU3BOACTBY
neKkapCcTBEHHbIX NpenapaToB ANg BETEPUHAPHOro MPUMEHEHUS, NPUYUMHUBLLUX WM CMOCOOHBLIX NPUYMHUTL Bpea
XXU3HW UMK 300POBBH0 XXUBOTHbIX.

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

KoHcynbraHTlntoc: npumevaHue.
C 01.01.2026 cT. 65 gononHsetcs Y. 5, 6 (P3 ot 27.12.2019 N 475-3).

7. B nopsgke, npegyCMOTPEHHOM 4acTbio 4 HacCTosiLen cTaTbu, YNOMHOMOYEHHbIW henepanbHbii opraH
WCNOMHUTENBHOM  BNacTuM paccMaTpuBaer BOMPOC O MPUOCTAHOBMEHUM peanu3aumm U NPUMEHEHNUS
nekapCTBEHHOro npernapata Ans BETEPUHAPHOINO MPUMMEHEHUS B Cryvae BbISIBNEHUS B rpaxgaHCkoMm obopoTte
cepum neKkapCTBEHHOro npenapata Ansg BETEPUHAPHOIO MPUMEHEHUS, AOKYMEHTbl W CBEOEHUss O KOTOpOW,
npegycMoTpeHHble yactamm 1 - 3 m 6 ctatbm 52.2 HacToswero denepanbHOro 3akoHa, He MPeACTaBMEeHbl B
yKa3aHHbIi opraH, nunbo cepunm KMMMYyHOOMOMOIMYECKOrOo JIeKapCTBEHHOro Mpenapata s BeTepuHapHOro
NPUMEHEHWS, HE UMEIOLLEN pa3peLleHmnsl, NpegyCMOTPEHHOro YacTbto 8 ctatbm 52.2 HacToswero ®egepansHOro
3akoHa. B ykasaHHOM cny4ae ynornHOMOYEHHbIN deneparnbHbli OpraH WCMNONMHUTENBbHOW BRacTy MpUHUMAaET
pelleHMe O MPUOCTAHOBMEHUN peanu3auum n MPUMEHEHUS TakUX CEpUn OO0 NpPencTaBeHust yKasaHHbIX
OOKYMEHTOB M cBeeHWn Nnbo 40 NonyyYeHus yKasaHHOro pa3peLueHms.

(yactb 7 BBegeHa PepnepanbHbiM 3akoHom oT 02.07.2021 N 317-93)

Cratbsa 66. UHcopmauusa o pesynsraTtax hapmakoHagsopa
(B pea. PepepanbHoro 3akoHa ot 27.12.2019 N 475-93)

YNONHOMOYEHHbIN (heaeparnbHbln OpraH UCMONMHUTENBHOM BIacTy, OCYLLEeCTBNAWLWNA hapmakoHaasop, no
ero pesynesratam pasmMeLlaeT Ha cBoeM oduumansHoM canTe B ceTu "UIHTepHeT" nHdopmauuio o:

1) BbISIBNEHUM HOBbIX MOATBEPXKAEHHbIX AAHHbIX O MOGOYHLIX OEWCTBUSAX, HEXenaTemnbHbIX peakuusx,
CepbesHblX HeXenaTesrlbHbIX peakuusx, HenpeaBUOEHHbIX HeXenaTenbHbIX peakuusx Mpu  NpUMeEHEHNUM
NeKkapcTBEHHOro npenapara, B TOM YMCNE BNUSAIOLWIMX Ha OTHOLLEHWE OXMOAemol MNomb3bl K BOSMOXHOMY PUCKY
NpUMeHeHWs1 JaHHOTo NekapcTBEHHOro npenapara;

2) NPUHATBLIX pelleHnAX 0 BHECEHUN N3MEHEHUI B MHCTPYKUMIO NO NpMMEHEHUIO NNEeKapCTBEHHOro npenapara,
O MpPUOCTaHOBNEHUN NpPpUMEHEHUA NeKapCTBEHHOro npenaparta, 006 u3bATUM U3 o6pau.|,eHV|;| JNIeKapCTBEHHOIo
npenapara uin o BO30OHOBNEHUU npuMeHeHnA nekapCcTBeHHOro npenaparta.

Maea 14. UH®OPMALINA O NNIEKAPCTBEHHbIX MPEMNAPATAX. CACTEMA
MOHUTOPUHIA OBUXEHWUA NEKAPCTBEHHbLIX NPEMAPATOB
anda MEAUUUHCKOIro NPUMEHEHUA
(B pea. PegepanbHoro 3akoHa ot 28.12.2017 N 425-93)

Ctratbaa 67. WUHdopmauma o nekapcTBEHHbIX npenapatax. CucTtemMa MOHUTOPMHra [OBUXEHUS
neKapcTBeHHbIX NpenapaTtoB ANS MeAULIMHCKOro NpuMeHeHusA
(B peq. ®epepanbHoro 3akoHa ot 28.12.2017 N 425-03)

1. MiHdpopmaumsa o nekapcTBEHHbLIX Npenapartax, OTryckaeMblX MO peLenTy Ha NekapCTBEHHbIM Mnpenapar,
[OIKHa CofepXaTbCsl TOMbKO B CMELUanuM3vpoBaHHbIX W3[aHUsIX, MpefHa3HayYeHHbIX AN  MeAWMLUHCKUX,
chapmaLieBTUYECKMX pabOTHMKOB, cheuManucToB B obnactu BeTepuHapuu. VHdopmaums o nekapCTBEHHbIX
npenapaTtax Ans crneuvanuctoB B obrnactv ob6palleHusi NeKapCTBEHHbIX CPeACTB MOXET CoAepXaTbCs B
MOHoOrpadusax, CnpaBovYHMKAX, Hay4HbIX CTaTbsX, B JOKNagax Ha KOHrpeccax, KOHdepeHuusax, cumnosnymax,
Hay4HbIX COBETAX, a Takke B UHCTPYKLUUAX MO NPUMEHEHUIO NeKapCTBEHHbIX Npenaparos.

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

2. I/Ichopmau,vm O NeKapCTBEHHbIX npenaparax, OTnyCKaeMbIX be3 peuenTta Ha J'IeKapCTBeHHbIVI npenapar,
MOXET CcOoAepXaTbCA B I'Iy6J'IMKaLI,I/IF|X n obbaABNEHUAX cpeacTs MaccOBOW I/IHC*)OpMaLI,MM, cneunanmn3npoBaHHbIX U
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

OGLLUMX MeyaTHbIX W3OaHUAX, WHCTPYKUUSX MO MPUMEHEHUI0 eKapCTBEHHbIX MpenapaTtoB, MHbIX W3daHUAX
cybbekToB o0b6palleHuss NeKkapcTBeHHbIX cpeacTB. PeknamHble MaTepuanbl O TekapCcTBEHHOM Mpenapare,
oTnyckaeMom Ge3 peLienTa Ha NekapcTBeHHbI npenapart, AOMKHbI COOTBETCTBOBATb UHCTPYKLMKU MO NMPUMEHEHWIO
nekapcTBEHHOro npenapara.

3. ,D,OI'IyCKaeTCFI ncnonb3oBaHne nobbIx mMaTtepunanbHbIX HocuUTenemn, NO3BOSIAOLLMX XpaHUTb, nepenaBaTtb U
ncnonb3oBaTb I/IHCbOpMaLI,VII'O O NeKapCTBEHHbIX npenaparax 6e3 ee nckaxeHus.

KoHcynbraHTlntoc: npumedaHue.
C 01.04.2024 B 4. 4 cT1. 67 BHOCATCS M3meHeHus (®3 ot 04.08.2023 N 428-d3). Cm. ByayLuyto pegakumio.

4. Ina uenei maeHTUdUKALMM YNAKOBOK NEKAPCTBEHHbIX MpenapaToB Afs MEAMLMHCKOrO NpUMeHeHUs
Npon3BOAMNTENM NEKAPCTBEHHbIX CPEACTB B Nopsigke, ycraHoBneHHom [NpasutensctBom Poccuiickon ®epgepaunu,
HaHOCAT Ha NEepPBUYHYIO YMAKOBKY (B OTHOLUEHUW feKapCTBEHHbIX MpenapaTtoB Ans MeAWLMHCKOro MPUMEHEHUS,
ONs  KOTOpbIX He npedycMOTpeHa BTOpMYHAs YMakoBKa) W BTOPUYHYO (NOTPeOMTENbCKY0)  ynakoBKY
neKapCcTBEHHbIX MpenapaTtoB AN MeOWMUMHCKOTO NPUMEHEeHWs CpeacTBa MAeHTUdMKauum, 3a UCKIYeHeM
neKapCTBEHHbIX NpenapaTtoB Ans MEeAMLMHCKOrO MPYMEHEHUsl, NMPOU3BOAUMBbIX AN MPOBEAEHWS KIMHUYECKNX
nccnegoBaHUI, IKCNOPTa, NeKapCTBEHHbIX NpenapaTtoB A1 MeQULMHCKOrO NPUMEHEHMWS, yKa3aHHbIX B 4acTax 5 u
8 ctatbm 13 HacToswero degepanbHOro 3akoHa, paaModapMaueBTUYECKNX NeKkapCTBEHHbIX NpenapaTtos, NUSABOK
MELMLMHCKUX U ra30B MEAMNLIMHCKMX.

(4acTb 4 BBegeHa PeneparnbHbiM 3akoHOM OT 28.12.2017 N 425-93 (pea. 27.12.2019))

5. XapaktepucTukm cpeactea naeHTudukauumn, nopsigok ero HaHeceHust U TpeboBaHWS K CTPYKType U
dopmaTty MHGOPMaLMK, KOTOPYH COAEPXUT CpeacTBo wuaeHTudukauum, onpegenstoTtcs [lpaBUTENLCTBOM
Poccuinckon ®egepauun.

(vacTb 5 BBegeHa PenepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

6. MNopsgok cosgaHus, pasBuMTUSA, BBOAA B 3KCMMyatauuio, dKcnryatauum v BbiBoda M3 3KCniyaTauum
CUCTEMbl MOHMWTOPUHIA [ABWKEHWUSI JeKapCTBEHHbIX MpenapaTtoB ANd MEeAWUMHCKOrO MNPUMEHEHWs, MOopsSaoK
npeaocTasneHns nHdopmauuu, cogepxallencs B CUCTEME MOHUTOPUHIA OBWXEHUA NeKapCTBEHHbIX npenapaToB
ONa MeaWLMHCKOro NpuMeHeHus, 1 Nopsiiok B3aMMOAENCTBUS YKa3aHHOW CUCTEMbl C MHBbIMW rocy4apCTBEHHbIMU
WH(POPMALMOHHBIMK CUCTEMaAMU U UH(OPMALMOHHBIMKU CUCTEMAMU IOPUOUYECKUX NUL, U UHOUBUAYATbHbIX
npeanpuHUMaTtenen, ykasaHHbIX B 4actsax 7 m 10 HacToswen cTtaTbW, ycTaHaenuBawTcs [lpaBUTENnLCTBOM
Poccunckon ®depepaumn. OnepatopamMy CUCTEMbI MOHUTOPUHra OBUXEHUS IeKapCTBEHHLIX MnpenapaTtoB Ans
MeOULUUHCKOrO NpUMEHeHNs aBnstoTca defepanbHbii opraH WUCMNOMHUTENbHOW BRactu U (Mnu) opraHusauus,
ynonHomMoudeHHble NMpaButensctBom Poccunckon denepaumm.

(4acTb 6 BBegeHa PeneparnbHbiM 3akoHOM OT 28.12.2017 N 425-93)

7. FOpugnueckne nuua n MHAMBMAYanbHble NpeanpuHUMaTen, oCcyLLEeCTBAIOWME NPON3BOACTBO, XPaHEHNE,
BBO3 B Poccunckyto ®Pegepauuto, oTnyck, peanv3aunio, nepenadvy, NpuMeHEHNE U YHUUTOXEHWNE NEKAPCTBEHHbIX
npenapaTtoB Ansi MEAMLMHCKOrO NpUMEHEHWsi, obecneymBatoT B MOPsSAKE U B COCTaBE, KOTOPbIE YCTaHOBMEHbI
MpaButensctBom Poccuickon dPepepauum ¢ y4eTom Buaa OCYLLECTBNAEMOW UMW OeSATENbHOCTU, BHECEHue
MHGOPMaLMK O NeKapCTBEHHbIX NMpenaparax Ans MeguLMHCKOrO NPUMEHEHMS B CUCTEMY MOHUTOPUHIA OBMXEHUS
rniekapCTBEHHbIX NpenapaToB ANt MeaULMHCKOrO NPUMEHEHUS.
(yactb 7 BBegeHa PeneparnbHbliM 3akoHOM OT 28.12.2017 N 425-93)

7.1. JlekapcTBeHHble npenapaTtbl Ans MeOUUWHCKOro NPUMEeHeHWsl, npeaHasHavyeHHble ans obecneyveHus
N1y, BonbHBLIX reMoUNnen, MyKOBUCLMAO30M, rMnocum3apHbIM HaHU3MOM, GonesHbto Iowe, 3nokayecTBEHHbLIMU
HOBOOOpa3oBaHUSMN NUMEONOHON, KPOBETBOPHOW U POACTBEHHbLIX UM TKaHEW, pacCesiHHbIM CKIepo3oM, nuL
nocrne TpaHcnnaHTauuyM opraHoB W (unu) TkaHewn, npomsBedeHHble Ao 31 aekabps 2019 roga, a Takke WHble
rniekapcTBeHHble npenapatbl Ans MeauLUMHCKOro npuMeHeHusl, npouseedeHHble o 1 uona 2020 roga, nognexar
XpaHeH1to, NepeBo3Ke, OTMNYCKy, peanu3auunv, nepegade, NpUMeHeHUo 6e3 HaHeceHUs CpPeacTB UaeHTUdMKauum
00 UCTeYeHust cpoka ux rogHoctu. MNpaeutenbcTtBo Poccuiickon ®epepauun BrnpaBe YCTAaHOBUTH OCOOGEHHOCTU
BBOAA B rpakgaHCKMA 0BOPOT NEeKapCTBEHHbLIX MpenapaToB A MEOULMHCKOTO NMPUMEHEHWs, NPOU3BEOEHHbIX B
nepuog ¢ 1 monsa 2020 roga no 1 okta6psa 2020 roga. B uensx Beoda B rpaxgaHCKuin 060pPOT feKapCTBEHHbIe
npenapartbl A5 MEAMLMHCKOrO MPMMEHEHMS!, 3a MCKIIOYEHNEM NEKAPCTBEHHbIX MpenapaToB, NpegHa3Ha4YeHHbIX
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

ans obecnedeHusa nuu, GONbHBIX rEMOMUAMEN, MYKOBUCLMOO030M, rMNnodn3apHbiM HaHU3MOM, GonesHbto louwe,
3110Ka4eCTBEHHBIMU HOBOOOPA30BaHMAMWN NIMMAOMAHOWN, KPOBETBOPHOW U POACTBEHHBLIX UM TKaHEWN, paccesiHHbIM
CKIIepo30M, WL, nocrie TpaHCnnaHTaumMM OpraHoB U (MNn) TKaHen, NpouM3BELAEHHbIe 3a Npeaenamn TeppuTopum
Poccuiickon ®egepaummn o 1 oktabps 2020 roga, moryT 6bITb BBE3eHbl B Poccuickyro ®egepaumnio oo 1 sHesaps
2021 roga B nopsake, yctaHoeneHHoMm [lpasutenbctBoMm Poccuiickon ®epepauun, 6e3 HaHeceHus cpeacTs
naeHTndmkaumn.

(B peq. ®epepanbHbIX 3akoHOB OT 27.12.2019 N 462-03, ot 13.07.2020 N 206-93)

8. OpraHusaumsa MHMOOPMAaLMOHHOIO B3aVMOAENCTBUSA CUCTEMbl MOHUTOPUHIa ABWKEHWS NeKapCTBEHHbIX
npenapaToB AN MEAWLMHCKOrO MPUMEHEHUS C WHbIMU TOCYAAPCTBEHHLIMW MH(OPMAaLMOHHBIMU CUCTEMaMKU
obecrneynBaeTca B TOM 4WChe MOCPeACTBOM  MHAPACTPYKTypbl, obecneunBaiollen MHHOPMaLMOHHO-
TEXHOMornyeckoe B3aMMOOenCcTBME  UHAOPMALMOHHBLIX  CUCTEM, MWCNOMb3yemblX Afs  NpegocTaBneHus
rOCyAapCTBEHHbIX M MYHMLMNANbHbBIX YCIYr W WUCMOSHEHWUS TFOCYOAPCTBEHHbIX W MyHUUMMAnNbHbIX (DYHKUMN B
3MNEeKTPOHHOW hopMme.

(vacTb 8 BBegeHa PeneparnbHbliM 3akoHOM OT 28.12.2017 N 425-93)

9. UHdopmaums, cogepxallasca B CUCTEME MOHWUTOPWMHIa OBWXEHWUS NeKapCTBEHHbIX MpenapaTtoB Ans
MEONLIMHCKOrO MpPUMEHEHUs, sBNsieTcss MHOPMaUMen OrpaHMYeHHOro AocTyna B COOTBETCTBUMM CO cTaTben 9
depepanbHoro 3akoHa oT 27 utons 2006 roga N 149-03 "O6 nHdbopmaumm, MHPOPMALMOHHBLIX TEXHOMOMNSAX U O
3awmTte uHdopmaumm', 3a UCKMNYEHMEM WHAOPMaLMK, HEOONyCTUMOCTb OrpaHMYeHUs [[OCTyna K KOTOpOW
yCTaHoBNeHa deaepanbHbiMU 3aKoHaMW, a Takke WHgopmaumn, oTtHeceHHou [lpaBuTenscTBoM Poccuiickon
degepauumn B COOTBETCTBMM C HactosAwmMm PegepanbHbiM  3aKOHOM K obLedocTynHON  MHopmaumn.
ObwepocTtynHas MHpoOpMauus, cogepXalascs B CUCTEME MOHUTOPUHIA ABWXKEHUS NeKkapCTBEHHbIX NpenapaTos
ONs MeOMLMHCKOro NpUMEHEHWs, pa3MeLlaeTcsi B MHPOPMAaLMOHHO-TENEKOMMYHMKALMOHHON ceTn "MHTepHeT" (B
TOM ymcne B hopme OTKPbITbIX AaHHBLIX) B Nopsigke, yctaHoBneHHoM lNMpasutensctBoM Poccuiickon ®eaepaunn.
(vacTb 9 B pea. ®enepanbHoro 3akoHa ot 04.08.2023 N 474-03)

9.1. [HocTyn K uWHdopMauun, codepxallencs B CUCTEME MOHUTOPUHIA [ABWXEHUSA NeKapCTBEHHbIX
npenapaToB ANA MeAULMHCKOro MpuMmeHeHusl, obecrneumBaeTcsl onepatopoM CUCTEMbl MOHWUTOPUHIa OBWKEHUS
nekapcTBeHHbIX MpenapaTtoB Afs MeAUUMHCKOro nNpuMeHeHuss B rnopsake, ycTaHOBreHHOM [lpaBuTensCTBOM
Poccuiickon ®degepaummn, B COOTBETCTBUM C 3akoHogatenbcTBOM Poccuiickon ®egepaunyn 06 uHdopmaumu,
MHOPMALIMOHHBIX TEXHONMOMMSX M O 3awuTe uHdopmauumun, 3akoHogaTenbcTBom Poccuiickon ®depepaunm o
rocygapcTBeHHOW TaviHe, 3akoHogaTenbcTBoM Poccuickon Pegepaumm 0 KOMMEPYECKONW W MHOW OXpaHSEeMOWN
3aKOHOM TalHe U C YYEeTOM MNOMOXEeHUN HacTosiwen ctaTtbun. [NpasButenbcTBo Poccuiickon depepaumm Bnpase
yCTaHaBnuBaTb MepedYeHb JeKapCTBEHHbIX NpenapaToB ANS MeAWUMHCKOTO MpUMEeHeHus u  (unu) rpynn
neKapCcTBEHHbIX NpenapaTtoB ANs MEAMLMHCKOrO NpMMEeHeHnss N 0cobeHHOCTU AocTyna K uHdopMauum O Takux
neKapcTBEHHbIX Nnpenaparax, CoaepXallencs B CUCTEME MOHUTOPUHIa OBWKEHWS NEeKapCTBEHHbIX MpenapaTos
AN MeQULMHCKOro NPUMEHEHUS.

(vacTb 9.1 BBegeHa PenepanbHbiM 3akoHOM oT 04.08.2023 N 474-03)

9.2. lMonb3oBatenu CUCTEMbl MOHUTOPWHIa OBWXEHWSI NEKApCTBEHHbIX MpenapaTtoB ANs MEeOULUHCKOro
npuMeHeHns obnagalT MpaBoM AocTyna K MHdopMauuu, copepXallenca B CUCTEME MOHUTOPUHra OBVKEHUS
NeKapCTBEHHbIX MpenapaTtoB ANA MEOUUMHCKOTO MPUMEHEHMS, C YYETOM OrpaHuMdeHuii OOCTyna K yKasaHHON
nHdopmaumMm 1 ee nocriegyrollen obpaboTtke, ycTaHOBMEHHbIX HacToAwum denepanbHbiM 3aKOHOM UM UHBIMU
HOpMaTMBHbLIMM MpPaBoBbIMK akTamu Poccuiickon ®egepaumn.

(vacTb 9.2 BBegeHa PenepanbHbiM 3akoHOM oT 04.08.2023 N 474-03)

9.3. depepanbHble oOpraHbl MWCMOMHUTENbBHOW BRACTU W OpraHbl WCMOSMHWUTENbHOW Bnactu CybbekToB
Poccunckon ®epepaumm B uensix, onpegeneHHbix [NpaButensctBoM Poccuiickon dPepepauun, MMeT MNpaBo
Joctyna K uHdopmaumm o cybbektax obpalleHust NekapCcTBEHHbIX CPEACTB, O NEeKapCTBEHHbIX npenaparax n o6
000opoTe Takux NeKkapCTBEHHLIX MpenapaToB, HEOOXOOUMOWM AN BbINOMHEHUS 3a4ay U OCYLLECTBNEHN OYHKUUNA,
BO3ITOXEHHbIX Ha (hefepanbHble OpraHbl UCMOMHUTENBHON BNACTU U OpraHbl UCMOMHUTENBHOW BracTu CyObekToB
Poccuiickon ®egepauun, ctatucTudeckon nHdopmaumm 0 NekapcTBEHHbIX NpenapaTtax u 06 nx obopoTe, a Takke
K obwenoctynHon nHcpopmauyun. CoctaB 31O MHAOPMALMKU ONpeaenseTcs cornaweHmsamm o6 MHpopmMaunoHHOM
B3aMMOAENCTBUK, 3aKMOYEHHbIMWU ONepaTopoM CUCTEMbI MOHWUTOPUHIa ABMXEHUS feKapCTBeHHbIX npenapaToB
ONa  MeauLMHCKOro npuMeHeHuss ¢ dedeparnbHbIMU - OpraHamMu  UCMOMHUTENbHOWM BnacTu WNM  opraHamu
nucnonHuTensHon Bnactu cybwektoB Poccuiickon ®epepaunm un degepansHbiM OpraHoM UCMOMHUTENBHOM BRacTuy,
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

OCYLLECTBISAOLWMM (PYHKLMK MO BbiIpaboTKe 1 peanusaunv rocyaapcTBEHHOW NOMUTUKM U HOPMATUBHO-NPaBOBOMY
perynupoBaHuio B cpepe 30paBOOXPaHEHUS.
(vacTb 9.3 BBegeHa PegepanbHbiM 3akoHOM oT 04.08.2023 N 474-03)

9.4. CybGbekT obpalleHns nekapcTBEHHbIX CPEACTB MMEET NpaBo AO0CTyna K uHdopmaumm ob onepaumsx c
NekapCTBEHHbIMU Npenapatamn Anst MeauLMHCKOro MPUMEHEHUS], COBEPLUEHHbIX 3TUM CyObekToM obpalleHus
neKapCTBEHHbIX CPEACTB, a Takke K 00LefoCTynHOM nHhopmaumn.

(vacTb 9.4 BBegeHa PegepanbHbiM 3akoHOM oT 04.08.2023 N 474-03)

9.5. Onepatop CWUCTEMbI MOHWUTOPUHIa [ABWXEHWS JEKapCTBEHHbIX MpenaparoB AN  MeOULMHCKOro
npumeHeHnsi obrnagaetr nNpaBoMm AOCTyna K MHdOpMauMu, cogepXallencs B CUCTEME MOHUTOPWUHIa OBMKEHUS
neKkapCTBEHHbIX NpenapaToB Ans MeAULMHCKOrO NMPUMEHEHUS, BKINoYas MHPOPMaLMo orpaHU4eHHOro 40oCTyna, ¢
BO3MOXHOCTbIO ee 06paboTkuM, B TOM YMCNe ee NpeaoCTaBeHns U pacnpocTpaHeHusl, obecnedyeHnss 4OCTyna K Hel
N OKa3aHus ycnyr ¢ ee ucnonb3oBaHvem (ganee - obpabotka).

(vacTb 9.5 BBegeHa PenepanbHbiM 3akoHOM oT 04.08.2023 N 474-03)

9.6. Onepatop cCUCTEMbI MOHWUTOPUHIA [ABWXEHWS IeKapCTBEHHbIX MpenaparoB Aff  MeOULMHCKOro
NPUMEHEHMS MOXEeT OCyLLeCTBNATbL 06paboTKy MHdOpMaLmM OrpaHUYEeHHOro AOCTyNna, CoaepXallencs B cucteme
MOHWUTOPVHIa [OBWXEHWS FeKapCTBEHHbIX MpenapatoB Anf  MEeOWUMHCKOrO MNPUMEHEHWs, Npu  YCNoBuK
obsA3aTenbHOro 06e3nmyMBaHMsa Takon MHAOpPMaLun B COOTBETCTBUM C yTBEpXaaeMbiMun hegepanbHbiM OpraHoM
NCMONHUTENBHOW BriacTu, OCYLLECTBAAIOWMM (OYHKLUMM NO BbipaboTke 1 peanusauny rocygapCTBEHHON NOMUTUKN U
HOpPMaTMBHO-NPaBOBOMY pPEerynupoBaHuio B cdepe 34paBOOXPaHEHWs, NO CcorfacoBaHuio € dedepanbHbIM
OpraHoM WCMOMHUTENbHOW BracT, OCYLECTBASIOWMM  (YHKUMWM MO KOHTPOMK WM Hags3opy B cdepe
MHAOPMALIMOHHBIX TEXHOMOTMN U CBA3W, W dedepanbHbiM OpraHOM MCNOMHUTENIbHOM BracTu B obnacTtu
obecneyeHunsi 6esonacHoCcTM TpeboBaHMAMM K 06e3nMYMBaHNIoO Takon MHOopMaLun 1 MeTogamy obesnnunBaHns
Takon wuHdopmaumun. Ob6esnuyeHHas WHQOPMaumMs, MofyYyeHHas B pe3ynbrate ykaszaHHoOW o6paboTkn wu
cofepxallascsl B CUCTEME MOHUTOPUHIa ABWKEHUSA NeKapCTBEHHbIX NpenapaTos A MeAULMHCKOTO NPUMEHEHNS,
AaBnAerca WHopmauuen orpaHnyeHHoro poctyna. O6e3nuyeHHas uWHdoOpMaumsi, AOCTyn K KOTOpOW Obin
obecrneyeH onepaTopoM CUCTEMbI MOHWTOPUHra [OBWXEHUS feKapCTBEHHbIX MpenapaTtoB Ans MeAMUMHCKOro
NMPMMEHEHMS B LensX OKa3aHusA YCNyr C ee WCMONb30BaHWEM, MOAMEXUT XPaHEHUI0 B CUCTEME MOHUTOPUHra
OBWKEHNS NeKapCTBEHHbIX npenapaToB A MEAUMUUHCKOrO MpUMEHeHMs He MeHee nATM neT C  Aathl
npegocTaBneHms OocTyna K o00e3nMyeHHOW WHGOpMauMu, U Ha Hee He pacnpocTpaHsalTca TpeboBaHudA K
WMHpopMaLnM orpaHN4EeHHOro A0CTyna, yCTaHOBIEHHbIE HACTOSILLEN CTaTbeN.

(vacTb 9.6 BBegeHa PenepanbHbiM 3akoHOM oT 04.08.2023 N 474-03)

9.7. OnepaTop CMUCTEMbl MOHUTOPMHIA [OBWKEHUS JeKapCTBEHHbIX MpenapatoB Afs MeOULUHCKOro
NPUMEHEHMS MOXET OCYLLECTBNATL 00paboTKy MHOPMaLMN OorpaHMYeHHOro JOCTyNa, CoaepXallencs B cucteme
MOHWUTOPWHIa ABWXKEHMWS NIEKAPCTBEHHBLIX NpenapaToB A8 MeAWLMHCKOro NMPUMEHEHMS, MONy4YEHHOW OT cyObekTa
obpalleHnst NekapCTBEHHbLIX CPEACTB, 3aperncTpUpOBaHHOIO B CUCTEME MOHUTOPUHIra ABMXEHUSA NEKAPCTBEHHbIX
npenapaToB Ans MEOWLMHCKOrO NMPMMEHEHUS N NpeaCcTaBmMBLLENO B HEE CBEOEHUS, B MHTEpecax U no nopyyeHuto
Takoro cybbekTa obpalleHnsa nekapCcTBeHHbIX cpeacTs 6e3 o6e3nnunBaHma MHpopMaLm orpaHNYEHHOro 4ocTyna.
(vacTb 9.7 BBegeHa PenepanbHbiM 3akoHOM oT 04.08.2023 N 474-03)

9.8. OnepaTop CMCTEMbl MOHUTOPMHIA [OBWKEHUS JeKapCTBEHHbIX MpenapaTtoB Ans MeaULUHCKOro
NPMMEHEHMS1 BNpaBe OKa3blBaTb Ha HELWUCKPMMWHALMOHHOW OCHOBE YCMyrM C WUCMONb30BaHWEM 06e3nn4eHHON
WHopMaunm, coaepxawencs B CUCTEME MOHUTOPWHra OBWXKEHWS FNeKapCTBEHHbIX npenapaToB AN
MEOULMHCKOTO NPUMEHEHUS, cyObekTam obpalleHus NeKapCTBEHHbIX CPeacTB, MOPSAOK M CTOMMOCTb OKalaHusi
KOTOPbIX OMpeensitoTca OonepaTtopoM CUCTEMbl MOHUTOPWHIA [OBWXKEHWS JEKApCTBEHHbIX MpenapatoB Ans
MEOUVLMVHCKOTO NMPUMEHEHUS, C y4EeTOM OrpaHuMYeHnn JocTyna K 00e3nuueHHon WHopMaumm, YCTaHOBIEHHbIX
HacTosLWEen cTaTbeh. YKasaHHble MOpSAOK M CTOMMOCTb OKa3aHUA TakuMX YCryr pasmeLlarTcsl onepartopom
CUCTEMbl MOHMWTOPWUHIra [OBWXKEHWUs] JIEKAPCTBEHHbIX MNpenapaToB Ansi MEOULMHCKOTO MPUMEHEHUs Ha canTe
CUCTEMbl  MOHUTOPWHra [ABMXEHUS  JIEKApCTBEHHbIX MNpenapaTtoB Ans  MEOUUMHCKOrO MPUMEHEHMS B
WH(POPMALIMOHHO-TENEKOMMYHUKAUMOHHON ceTn  "WHTepHeT" ©n nognexaT KOHTPOMi B COOTBETCTBUM C
aHTUMOHOMONbHLIM 3akoHoaaTenbCcTBoM Poccuiickon depepauumun. YkasaHHble NOPSAOK U CTOMMOCTb OKasaHus
TaKMX YCNyr OOIMKHblI OblTb €eaMHbIMM ANs BCEX N, OOpalLalrolMxcsi 3a OKasaHWeM YCMyrM B OTHOLUEHUM
OfMHaKoBbIX Buaa, obbema u coctaBa npegocrasnsemon nHopmauun. Cybrektam obpalleHusa nekapCTBeHHbIX
CpeacTB 3anpellaeTcs npeaocTaBnsiTb M pacnpoCTpaHATb WHGOpMaUMio, MOMy4YeHHY0 B COOTBETCTBUU C
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

HacTosILLEeN YacTblo.
(vacTb 9.8 BBegeHa PegepanbHbiM 3akoHOM oT 04.08.2023 N 474-03)

10. [pousBoguTenb NeKapCTBEHHbIX CPeacTB, AepxaTtenb nunbo Bnagenel perucTpalyoHHOro
YOOCTOBEPEHMS NEKapCTBEHHOMo npenapara unu npeactaBUTENbLCTBO MHOCTPAHHOW OpraHusauun, sSBAsSHOLLEncs
aepxartenem nubo BrnagenbLem perncTpaumoHHOro YAOCTOBEPEHUSA NEKapCTBEHHOro npenapara, Ha TeppuTopun
Poccuiickon ®epnepaunmn, 3aperMcTpupoBaHHbie B CUCTEME MOHWUTOPWHIA OBWKEHWSI NeKapCTBEHHbIX NpenapaToB
ONs MeauUMHCKOTO MPUMEHEHUSA U NPEeACTaBMBLUME B HEE CBEAEHUS O HAaHECEHWUM CPEeACTB MOEHTUdUKaLMKN Ha
YyMaKoBKM JTEeKapCTBEHHbIX NpenapaTtoB, Hapsgy C MHgopMmauuen, ykasaHHoW B 4acTh 9.4 HacTosilen cTaTbM,
nornyyaeT codepXallylocs B CUCTEME MOHMTOPWHIA ABWXKEHUS feKkapCTBEHHbIX NpenapaToB Afs MeaWLMHCKOro
NPMMEHEeHNsT MHOPMaLNI0 OFPaHUYEHHOro AOCTyna O CepusiX M MapTuax ITUX JeKapCTBEHHbIX NpenapaToB
6e3B03Me3HO M BMpaBe OCYLLECTBNATL CAMOCTOATENBHO UK NopyyaTb 06paboTKy Takon uHdopmaunm TONbKO B
cobcTBEHHbIX MHTEepecax. [Npun aTom JOCTyN K Takor uHdopmaumm unm pesynsratam ee obpaboTkn MMeeT TOMbKo
OaHHbIN cyObekT obpalleHus nekapCTBEHHbIX CPeacTB MMM NULO, KOTOPOMY OH nopy4yun obpabotky. CoctaB
NnpeaocTaBnsgemMon B COOTBETCTBUM C HACTOsIWEN 4acTblo uHopmauum onpegendetca [lpaBuTensCTBOM
Poccuiickon ®egepaumm.

(vactb 10 B pea. ®epepanbHoro 3akoHa ot 04.08.2023 N 474-03)

11. 3a nNpou3BOACTBO WM NPOAAxXy feKapCTBEHHbIX MpenapaToB ANA MeAULMHCKOro npumeHeHus 6es
HaHeceHNs cpeacTB WAeHTUMMKaUMKM, C HapylleHWeM YCTaHOBMIEHHOrO MOpsAKa WX HaHeceHwus, a Takke 3a
HeCBOEBpPEMEHHOe BHeCEeHWe OaHHblX B CUCTEMY MOHWUTOPUHra ABWXEHWS feKapCTBEeHHbIX npenapatoB ANng
MEAVLIMHCKOrO NMPUMEHEHNS UNN BHECEHWE B HEE HEAOCTOBEPHbIX AaHHbIX KOpUaANYecKne nuua u MHAMBMAyarnbHble
npeanpuH1Umareny, ykasaHHble B 4YacTsax 4 M 7 HacTosWen CTaTbW, HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C
3akoHogaTtenbcTtBoM Poccuickon ®eaepaunn.

(vactb 11 BBegeHa PenepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

12. lMpaBuTtenbctBo Poccuiickon degepaumm BrpaBe YCTaHOBUTb OCOOEHHOCTW BHELPEHMS CUCTEMBI
MOHWUTOPVHIa [OBWXEHUS] NEKapCTBEHHbIX MpenapaTtoB AN MeOULMHCKOTO MPUMEHEHUS, BKITHOYasl CPOKM ee
BHEOPEHUS, B OTHOLLUEHUN NEKAPCTBEHHBIX MpenapaToB AN MEAWLMHCKOrO MPUMEHEHMS, BKITIOYEHHBIX B NepeyeHb
XWU3HEHHO HeOoOXOOMMBIX M BaXHEWLWWUX JEKAapCTBEHHbIX MpenapartoB, EKapCTBEHHbIX MNpenapaTos,
npeaHasHayYeHHbIxX ona obecneveHuns nuy, 60MbHbIX remounnen, MykoBUCLMA030M, rMnodmnsapHbiM HAaHU3MOM,
bonesHblo owe, 3nokayeCTBEHHLIMW HOBOOOPA30BaHUSAMU NUMAOUAHOW, KPOBETBOPHOW W POACTBEHHbLIX WM
TKaHEeWn, pacCesiHHbIM CKIIepOo30M, UL, NOCne TpaHCnnaHTauum OpraHoB WU (Mnn) TKaHEW, MHbIX NEKapCTBEHHbIX
npenapatoB 451 MeAULMHCKOIo NPUMEHEHMS.

(yactb 12 BBegeHa PegeparnbHbIM 3akoHOM OT 28.12.2017 N 425-93)

MaBa 14.1. OFPAHUYEHUA, HANNIATAEMbIE
HA OPTAHU3ALUMU, OCYLLECTBNAIOLWUNE OEATENBHOCTb
MO OBPALLUEHUIO NEKAPCTBEHHbLIX CPEACTB
(BBegeHa PepeparnbHbIM 3akoHOM OT 25.11.2013 N 317-03)

Crtatbs 67.1. OrpaHuMyeHus, Hanaraembie Npu OCYLLECTBIIEHUN AeATEeNbLHOCTU B cepe obpalleHus
JIeKapCTBEeHHbIX cpeacTB

1. OpraHusauun, 3aHumalwLwmecs paspaboTkon, Mpou3BOACTBOM M (MNn) peanusaunen NeKapCTBEHHbIX
npenapaToB Ans MEAULMHCKOro NpMMEHeHWsl, opraHn3auumn, obnagaroLume npaBamMmu Ha UCMONb30BaHMe TOProBoro
HauMeHOBaHMWS FeKapCTBEHHOro npenapara Ans MeaWUMHCKOro MPUMEHEHUs, OpraHusauuyM OnNTOBOW TOProBnv
neKkapcTBEHHbIMW CpedCcTBaMu, anTeyHble opraHu3auun (Mx npeactaBuTenn, uHble usndeckne un opuanyeckme
nmua, OCYLUeCTBNALWME CBOKW AeATENbHOCTb OT MMEHM 3TWX OpraHu3auvi) B OTHOLIEHWM MEAMLMHCKUX
paboTHWMKOB 1 pyKoBOAUTENEN MEAULMHCKMX OpraH1M3aLmnii He BnpaBse:

1) Bpy4aTb Nogapku, BbiNfa4MBaTb AeHEXHblE CPeacTBa (3a WCKMYEHUEM BO3HArpaXXaeHUn no JorosBopam
npy MPOBEAEHWUM KIMHUYECKUX MWCCMedOBaHUA JeKapCTBEHHbIX MpenapaToB AN MEeAWUMHCKOrO NMPUMEHEHUS,
BO3HarpaxgeHun, CBA3aHHbIX C OCYLUECTBEHUEM MEAULMHCKMM pabOTHMKOM Megarormyeckon u (Mnv) HayyHon
OeATenbHOCTM), B TOM YWCMe OnnavmMBaTb pa3BrieYeHus, OTAbIX, NPOe3d K MeCTy OTAbixa, a Takke npuBnekatb K
yyacTuio B pasBriekaTernbHbIX MeponpuaTuaX, NPOBOAMMbIX 38 CHET CBOMX CPEACTB;
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2) 3aKkrnk4aTb corfnalleHnda 0 HadHa4YeHnn unn pekoMmeHgauum nauneHTam JieKapCTBEHHbIX npenaparoB AnA
MeONUNHCKOro npuMmeHeHund (3a NCKINK4YeHnemMm [oroBopos O nposegeHnn KInHUYeCKnx nccrnenoBaHun
NleKapCTBEHHbIX npenapaTtoB Ajd MegnLUmMHCKOro I'IpVIMeHeHVIFI);

3) npeanocTaBnATb 06pa3u,b| NeKapCTBeHHbIX npenapartoB And MeaULUUHCKOro npuMeHeHna B Lendax
Bpy4vyeHuna nauueHTam (33 NCKNK4YeHneMm crny4yaenB, CBA3aHHbIX C NpoBeAeHUEM KITMHUYECKUX nccrnegoBaHunmn
NNeKapCTBEHHbIX nNpenapaTtoB AJ1d MeQULMHCKOro FlpVIMeHeHVIFI);

4) npenocTaBnsTb HEAOCTOBEPHY U (MNK) HENOMHyH MHAOPMaUUI0O O NeKapCTBEHHbIX npenapatax Ans
MEeOULUHCKOrO NPUMEHEHUS;

5) nocewatb uMx B paboyee BpeMsi Ha pabounx MecTax, 3a WCKIIOYEHMEM CIly4aeB, CBS3aHHbIX C
NpoBeOEeHNEM KIMHUYECKUX MWCCIeO0BaHWU feKapCTBEHHbIX MpenapatoB Ans MeAVMUMHCKOrO MPUMEHEHUS, C
yyacTuem B Nopsiake, YCTAHOBIIEHHOM PYKOBOAMTENEM MeOMLUMHCKON opraHusaumun, B cobpaHusix MeauLMHCKUX
pabOTHUKOB UM WHbIX MEPOMPUSATUAX, HAMPaBEHHbIX Ha MOBbILEHWE WX MPOGECCUOHANbHOMO YPOBHSA WM Ha
npegocTaerneHve MHGOpMaUuKM, CBSA3aHHOM C OCYLECTBIIEHMEM MOHWUTOPWHra 6e30MacHOCTU feKapCTBEHHbIX
npenaparos;

6) nobyxaaTb K BbIMUCLIBAHWIO NEKapCTBEHHbIX MpenapaToB AN MeAULMHCKOTO NMpUMEHeHWs Ha GnaHkax,
coaepxalnx MHGOPMaLMIO PEKIIaMHOMO XapakTepa, a Takke Ha peuenTypHbiX GnaHkax, Ha KOTOpbIX 3apaHee
HaneyaTaHo HavMeHOBaHWe NIeKapCTBEHHOIO Npenaparta Ans MeauUMHCKOro NpUMEHeHUS.

2. OpransaLwlM, YKa3aHHble B absaue nepBoMm 4acTtu 1 HacToswen ctatbW, U KX npencraBuTenn B
OTHOLUEHUN cbapmaueBTquCKmx pa6OTHl/IKOB n pyKOBOﬂMTeﬂeVI anTeYyHbIX OpFaHVI3aLI,VIl7I He BrnpaBe:

1) Bpy4YaTb Mogapku, BbiNfadMBaTb AEHEXHble CpeacTBa, B TOM YMUCIEe OnnayvnBaTh pas3BrevYeHusi, oTapblx,
npoesn kK MecTy OoTAbIXa, U NPUBIEKaTb K y4acTUIo B pa3BrekaTerbHbIX MeponpuaTUsiX, NPOBOAUMBIX 3a CHET CBOUX
cpencTs;

2) npepocTtaBnsaTb 06pasubl NekapCTBEHHbIX NpenapaTtoB AN MeOWULMHCKOTO NMPUMEHEHUS Ansi BpyYeHus
HaceneHwuio;

3) 3aKkrnk4aTb cornaweHuna O npearnoXeHnn HaceneHuto onpenernieHHbIX JIeKapCTBEHHbIX npenapartoB AOnA
MeanUNHCKOro npuMeHeHnA;

4) npenocTaBnATb HEOOCTOBEPHY M (MrM) HEMOSMHYK WHEOPMAaLMI O NEKAPCTBEHHbIX Npenaparax ans
MELMLMHCKOrO MNPUMEHEHUs,, B TOM 4YWUCME WMELWMX OAMHAKOBOE MEXAyHapoOHOEe HenaTeHToBaHHOe
HauMeHOBaHMe.

Ctatba 67.2. TpeboBaHuA K oOpraHusauMm W MNPOBEAEHUID Hay4YHbIX MEpPONPUATUNA, MHbIX
MepOonpUATUN, HanpaBneHHbIX Ha NOBbiWeHWe NpPodeCCMOHaNbHOro YPOBHS MEAULMHCKUX PabGoTHMKOB
MNnu Ha npepocTaBrieHne WHdopmauun, CBA3AHHOM C OCYLUECTBIEHMEM MOHWUTOpPMHra 6e3onacHocTu
neKapcTBeHHbIX NpenapaToB

1. lpu npoBedeHMM HayYHbIX MEpPONPUATUA, WHbIX MEPOMNPUATUIN, HaMnpaBfeHHbIX Ha MoBbILEHNe
NpodeCCUOHANBHOIO YPOBHA MEOULMHCKUX PabOTHMKOB MM Ha NpedoCcTaBlieHne CBA3AHHOWM C OCYLLECTBIIEHMEM
MOHWUTOPMHra ©€e30NacHOCTM NeKapCTBEHHbIX NpenapaTtoB WHgoOpMauuW, OpraHU3yeMbIX OpraHM3auusiMu,
yKasaHHbIMK B ab3aue nepBoM yactu 1 ctatbu 67.1 HacTosiwero degepanbHOro 3akoHa, UX NpeacTaBUTENSMU U
(vnn) bmnHaHCKMpyeMbIX 3a CYET CPeacTB 3TUX OpraHmM3aumi U Ux NpeacTaBUTENEN, 3anpeLlaeTcsa NnpensiTCTBoBaTh
y4acTUIO B yKasaHHbIX MEPOMNPUATUSX MHbIX OpraHM3auun, KOTopble NPOU3BOAAT UMW peanuaytoT feKapCTBEHHbIE
npenapartbl 4N MeOULMHCKOTO MPUMEHEHUSI CO CXOXMM MEXaHU3MOM (hapMakosiorMyeckoro OencTeud, nmbo
co3gaBaTb OUCKPMMWHALMOHHBLIE YCMOBUS ANA OOHUX YYaCTHUKOB MO CPaBHEHUID C OPYrMMKU yyYacTHUKaMu, a
WMEHHO:

1) NpenoCcTaBnsATb PasfMYHOE KOMMYECTBO BPEMEHW OIS BbICTYMNEHUA YY4aCTHUKOB, pasfinyHble No pasmepy
3aHMMaeMon nrowaan Mecta Ans AeMOHCTpauuyn obpasuoB JeKapCTBEHHbIX MpenapatoB AN MeOULMHCKOro
NMPUMEHEHNS NN peKnaMHbIX MaTepuanoB O NeKapCTBEHHbIX Mpenapartax Ans MeOWUMHCKOrO NMpUMEHeHWs Ha
9KCMO3MLMSAX, CTEHAAx, 3a WCKIYEHMEM CMyyaeB, €CNM Takue YCIOBUS 3aKpenneHbl B COrMalleHUsX 3TuX
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opraHusauui, ux npeacTtaBuTenein o pUHAHCMPOBAHMK YKa3aHHbIX MEPOMNPUSTUA U 00YCNOBMEHbI Pa3fMyHbIMU
3aTpaTamy y4acTHUKOB Ha X OpraHu3auuio;

2) ycTaHaBnueaTb pa3mep B3HOCA AN Y4aCTHUMKOB MEPONPUSATUI, yKasaHHbIX B ab3ale NnepBoM HacTosiLLEeNn
YacTu, NpesbIalLWMA CyMMY 3aTpaT Ha OpraHM3aumio yka3aHHbIX MEpPONpUATUIA U BegyLUNn K HeO6OCHOBaHHOMY
OrpaHUYEHUIO Yncna ux y4acTHUKOB.

2. OpraHusauuu, ykasaHHble B ab3aue nepBom yactu 1 ctatbu 67.1 Hactoswero ®egepansHOro 3akoHa, ux
npegcTaBuTENK, OCYLLECTBASIOWME OpraHn3auunio 1 (unmn) drHaHCUpOBaHME MEPONPUSTUNA, YKa3aHHbIX B Yactu 1
HacToswen ctatbu, 0baA3aHbl obecnevmBaTb AOCTYN K WHoOpMauum O pate, MecTe U BpeMeHW MnpoBeaeHus
yKa3aHHbIX MEepOonpusaTUI, NnaHax, nporpaMmmax NpPoBeAeHUs yKasaHHbIX MepOornpuATUA N Temax, nnaHnpyemblx
0N pacCMOTPEHMs, COCTaBe WX YYaCTHUMKOB MNyTeM pa3MeLleHUs COOTBETCTBYHLLEN MHGPOPMAaLMM Ha CBOUX
odmumanbHbIX camtax B cetu "MIHTepHeT" He nosgHee OBYX MecsAueB A0 Hadvana MnpOBEAEHWUs YKa3aHHbIX
MepOnNpPUSATUNA.

3. WHdopmauma o npoBedeHUM MEpPONPUSTUIA, YKasaHHbIX B 4Yactu 1 HacToswen ctaTtbl, B CPOK,
YCTaHOBIEHHbIN YacTblo 2 HACTOSLLEN CTaTbW, AOMMKHA OblTb HaMpaeneHa B dyeaepanbHbli OpraH UCTIONHUTENBHON
BMacTW, OCYLLECTBSIOWMA (PYHKLMM MO KOHTPOSMO M HaA3opy B cdepe 3apaBOOXpaHeHUd, Ans MocregyoLwero
pa3mMelleHus ee Ha odmumanbHOM canTe 3Toro opraHa B cetu "MHTepHet".

Maea 15. OTBETCTBEHHOCTb 3A HAPYLUEHME 3AKOHOOATEJIbCTBA
POCCUUCKON ®EOEPALIMWN NPU OBPALLEHUWN NEKAPCTBEHHbIX CPEACTB
M BO3MELLEHUE BPEOA, MPUMUHEHHOIO 3[OPOBbLIO NrPAXKAAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX NPEMAPATOB

Crtatbsa 68. OTBeTCTBEHHOCTbL 3a HapylueHue 3aKkoHopaartenbcTBa Poccuitickon degepauun npwu
oGpallleHMMn NeKapCTBEHHbIX CPeAcTB

1. HapyweHune 3akoHogatenbcTBa Poccuiickonn ®Pepepaummn npy obpalleHun NeKapCTBEHHBIX CPEACTB
BrieyeT 3a cobor OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKoHodaTenbcTBOM Poccurickon ®eagepaunn.
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

2. 3a HenpeacTaBreHWe UMM HECBOEBPEMEHHOE MpeAcTaBrieHne uHdopmaumm u (unu) OKyMeHToB Nunbo
npegcTaBneHne HEOOCTOBEPHbIX MHGopmauum ©  (MNn)  [OKYMEHTOB, MNPEAYCMOTPEHHbIX  HAaCTOSALLMM
denepanbHbIM 3aKOHOM, CyObeKTbl OOpaLLeHUs1 NEKapCTBEHHbBIX CPEACTB HECYT OTBETCTBEHHOCTb B COOTBETCTBUM
C 3akoHogatenscTBoM Poccuiickon ®egepaumn.

(vacTb 2 BBegeHa PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pea. ®egepansHoro 3akoHa ot 04.06.2018
N 140-$3)

Crtatbs 69. BoamelleHue Bpeaa, NPUYMHEHHOro 34OPOBLI0 rpaxaaH BCreACTBUME NPUMEHEHUS
rleKapCTBEHHbIX NpenapaToB

1. MNpounsBoaguTenb NnekapcTBeHHOro npenapata 0653aH BO3MECTUTb Bpes, NMPUYUHEHHbIN 340PpOBbLI0 rpaXxaaH
BCNeACTBME NPUMEHEHWS NeKapCTBEHHOro Npenaparta, ecriv JokasaHo, YTo:

1) NekapCTBEHHbIV NpenapaTt NPUMEHSISICS MO Ha3Ha4YeHWI0 B COOTBETCTBUM C UHCTPYKLMEN MO MPUMEHEHMIO
NeKapCcTBEHHOro npenapaTta v MpUYMHON Bpeda SIBUCS BBOA B rpaxkAaHCKuii oGopoT HedoGpoKavyecTBEHHOro
NeKapCTBEHHOrO Npenapara;

2) Bpeqd 340pOBbl0 MPUYMHEH BCNeacTBUe HedOoCTOBEepPHOW MHpopMaLMK, coaepkalleinca B UHCTPYKLUUK Mo
NPUMEHEHWIO NeKapCcTBEHHOro npenapara, U3gaHHo Npou3BoaMTeneM nekapcTBeHHOro npenapara.

2. B cnyvyae, ecnu Bped 300pOBbI0 IpaxgaH MPUYUHEH BCNEACTBME NPUMEHEHUS TEeKapCTBEHHOroO
npenaparta, npuvlieawero B HEroJHOCTb B pesynbrate HapylleHUs NpaBuil XpaHeHWUsl NEeKapCTBEHHbIX CPEACTB,
npaBu ONTOBOW TOProBNM NeKapCTBEHHbIMU NpenapaTtamMu, NpaBum OTNycKa rNekapCcTBEeHHbIX NpenapaTos, npasun
M3rOTOBSIEHNST U OTMyCKa NEKapCTBEHHbIX MpernapaToB, BO3MELLEHWe Bpeaa OCYLLECTBIISIETCS COOTBETCTBEHHO
opraHusauvelri ONTOBOW TOProBNM JEKAPCTBEHHLIMM CPEACTBaMM, anTedyHOW opraHusauvein, UHAMBUAYaSbHbIM
npeanpuHUMartenem, WMEWMMY JIMLEH3NI0 Ha (apMaueBTUYECKylD AeATeNlbHOCTb WM JIMLEH3MI0  Ha
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[aTta coxpaHeHus: 24.01.2024

MEOVLMHCKYI0 [OedATenbHOCTb, MEeOMUMHCKOW opraHuM3aumen, UMeKLWen nuueH3nio Ha dapmaueBTUYECKYHo
aesaTenbHOCTb (ee obocobneHHbIM noapasgerneHneMm (ambynatopuen, enbawepckum 1 enbawepcKo-
aKyLUEPCKMM MyHKTaMK, LEHTpPOM (OoTaeneHmem) obwen BpavyebHOM (CEMENHON) NPaKTUMKKU), PacnosfioKeHHbIM B
CENbCKOM HaCEerNeHHOM MyHKTe, B KOTOPOM OTCYTCTBYET anTeyHasi opraHum3auusi), OMYCTUBLLUMMMW NPOLAXY WM
OTNYCK TaKoro fiekapCTBEHHOrO nNpenapara.

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

3. BoamelueHune Bpeaa, MNpuUYnHEHHOro 300pOBbH TrpaXgaH BCleacTtene npuMeHeHuUdA JeKapCTBEHHbIX
npenaparoB UM coBepLUEeHUA NMPOTUBONPaBHbIX OencTBumn Cy6'beKTaMVI O6paLLl,eHVIF| JNIeKapCTBEHHbIX CpeacCTB,
OCyLllecCTBNAETCA B COOTBETCTBMN C 3aKOHOOATENIbCTBOM Poccuiickon (Dep,epau,mm.

Maea 16. 3AKITIOYUTEJIbHbLIE NMONOXEHUA

Ctatba 70. O npu3HaHUM YTPaTUBLUMMU CUNY OTAENbHbLIX 3aKOHOAATENbHbLIX AaKTOB (NMONOXEeHWUN
3aKkoHogaTtenbHbIX akToB) Poccuiickon Penepaumm

Mpur3HaTb yTPaTUBLLUMMK CUMY:

1) ®epepanbHbii 3akoH oT 22 uioHA 1998 roga N 86-®3 "O nekapcTBeHHbIX cpeacTtBax” (CobpaHue
3akoHogarenbcTBa Poccuiickon ®epepaumm, 1998, N 26, ct. 3006);

2) ®epepanbHbin 3akoH oT 2 aHBapa 2000 roga N 5-&3 "O BHeceHMM WM3MEHEHMS U JOMOMHEHMN B
depepanbHbin 3akoH "O nekapcTBeHHbIX cpeacTtBax” (CobpaHue 3akoHopaTtenbcTBa Poccunckon depepaumm,
2000, N 2, cT. 126);

3) ctatbto 40 depepanbHoro 3akoHa oT 10 aHBaps 2003 roga N 15-®3 "O BHeCEHMM U3MEHEHMN U
OOMOMHEHUN B HEKOTOPbIE 3akoHoAaTenbHble akTbl Poccunckon degepaumm B ¢BA3n ¢ npuHatem degepansHoro
3akoHa "O nuvueH3MpoBaHWWM OTAENbHbIX BUAOB AedtenbHocTu" (CobpaHue 3akoHogaTtenbcTBa Poccuiickon
depepauun, 2003, N 2, cT. 167);

4) ctatbto 31 ®epepanbHoro 3akoHa oT 30 umoHa 2003 roga N 86-®3 "O BHeCeHMM W3MEHEHUN W
OOMOMHEHU B HEKOTOpble 3akoHopaTenbHble akTbl Poccuiickon ®Pepepauun, NpusHaHWM yTPaTUBLLUMMU CUMY
OTAEnNbHbIX 3akoHodaTemnbHbIX akToB Poccunckon ®epepaunn, NpegocTaBnNeHnM OTAENbHbIX  rapaHTUiA
COTPYOHMKaM OpraHoB BHYTPEHHUX [eNl, OpraHoB MO KOHTPON0 3a OOOPOTOM HApKOTUYECKUX CpeacTB U
MCUXOTPOMHBIX BELLECTB W ynpasfgHAeMblX dedepanbHbiX OpraHoB HanoroBon MonvMuum B CBA3N  C
OCYLLIECTBMIEHNEM Mep MO COBEPLUEHCTBOBAHMIO rOCyAapCTBeHHOro ynpaenenuns" (CobpaHve 3akoHoaaTenbCTBa
Poccunckon ®epepaunn, 2003, N 27, cT. 2700);

5) cratbto 101 depepanbHoro 3akoHa oT 22 asrycta 2004 roga N 122-®3 "O BHeceHUM U3MEHEHUN B
3aKkoHofatenbHble akTbl Poccuickon ®Pegepauum n NpUsHaHUM yTpaTMBLLUUMU CUIY HEKOTOPbIX 3aKoHOAATENbHbIX
aktoB Poccuitickon ®denepaumm B CBA3N € npuHATMEM PegepanbHbiX 3akoHOB "O BHECEHUN W3MEHEHUA W
aononHeHun B PegepanbHbii 3akoH "O6 00LWKUX NpUHLMNAx opraHn3auun 3akoHodaTenbHbIX (MPeACcTaBUTENbHBIX)
N UCMNOMHMUTENbHLIX OpPraHOB rOCyAapCTBEHHOW Bractu cybbektoB Poccuiickon depepaummn” n "O6 obwmx
NpYHUMNax opraHu3aumm MecTHoro camoynpasrneHunst B Poccuiickon ®epepauunn” (CobpaHue 3akoHoaaTenbCcTBa
Poccunckon ®epepaunn, 2004, N 35, cT. 3607);

6) ctatbio 28 PenepanbHoro 3akoHa ot 18 gekabps 2006 roga N 231-03 "O BBegeHWM B OEWCTBUE YacTu
yetBepToM [paxpgaHckoro kogekca Poccuiickon ®epepauun” (CobpaHve 3akoHopaTenbcTBa Poccuiickon
depnepauun, 2006, N 52, cT. 5497).

Cratba 71. BctynneHue B cuny Hacrtosiwero ®eaepanbHOro 3akoHa

1. Hactosawmin ®depepanbHbiii 3akoH BCTynaeT B cuny ¢ 1 ceHTabpst 2010 roga.

2. llekapCTBEHHbIE CPEACTBA, 3aperncTpupoBaHHble 4O OHA BCTYMNEHUS B cuny HacToswero ®egepanbHoro
3aKoHa, noanexart BKIMIOYEHUIO B roCy4apCTBEHHbIE peecTpbl NEeKapCTBEHHbIX CPEACTB C BHECEHUEM YyKa3aHHbIX B
yactm 1 ctatbn 33 Hactodwero degepanbHOro 3akoHa CBedeHW 06 3TMX NEKapCTBEHHLIX cpeacTtBax 6e3
NPOXOXAEHWS BHOBb NpoLeaypbl rocyapCTBEHHON perncTpaumm nekapcTBeHHbIX NpenapaTos.
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

3. locypapcTBeHHas perucTpauusi NekapCTBEHHbIX MNpenapaToB, 3a WCKMOYEHUEM NEKapCTBEHHbIX
npenapaToB A4S MEAWLMHCKOrO MPUMEHEHMs, MpeACcTaBNeHHbIX Ha YKa3aHHYo perycTpaunio 4o AHS BCTYMNEHNS B
cuny Hactoswero ®efepanbHOro 3akoHa, OCYLLECTBIISIETCA B COOTBETCTBUM C HacToAwmM degepanbHbiM 3aKOHOM
Ha OCHOBaHMW OOKYMEHTOB W [aHHbIX, NPEACTAaBMEHHbIX OO AHA BCTYNNeHus B cuny HacTosiwero deaepanbHOro
3aKoHa.

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

3.1. TocygoapcTBeHHasi peructpauusi NeKapCTBEHHbIX MpenapaToB Ans MeOULMHCKOrO MNPUMEHEHUS,
npeacTaBneHHbIX Ha FOCYAAPCTBEHHYKO perncTpaumuio OO OHS BCTynneHus B cuny Hactoswero ®degepanbHoro
3aKOHa, W TOCyQapCTBEHHas peructpauusi neKapCTBEHHbIX MpenapaTtoB AN MEAWMLMHCKOrO MpPUMEHEHMS,
npeacTaBeHHbIX Ha SKCNepTU3y NeKapCTBEHHbIX CPeACTB A0 OHsSI BCTYNIeHns B cuny Hactosiwero degepanbHoro
3aKoOHa B LensiX X nocneayoLwen rocyqapCTBEHHON perncTpanmm, ocyLLeCcTBNAITCH Ha OCHOBaHMN LOKYMEHTOB U
OaHHbIX, NPeAcTaBNeHHbIX OO OHA BCTYMMEHMSA B cuny HacToswero degepanbHOro 3akoHa, a Takke 3asBneHus o
rocygapCTBEHHOW perncrTpauum nekapcTBEHHOro npenaparta, NPeacTaBneHHOro Npou3BoanTenemM nekapcTBEHHbIX
npenapaTtoB WM YMOMTHOMOYEHHbIM WM FMLOM B COOTBETCTBUMM C HacToswwmm PegepanbHbiM  3aKOHOM B
YMNOMHOMOYEHHbIN dheaepanbHbI opraH ucnonHuTeneHon Bnactu ao 1 maprta 2011 roga, 6e3 TpeboBaHusa ynnatbl
rocy4apCTBEHHON MOLUMMHbI, NPeayCMOTPEHHON 3akoHogaTenbcTBoM Poccunckon ®egepaunm o Hanorax n cbopax.
(vactb 3.1 B pea. ®eagepansHoro 3akoHa ot 29.11.2010 N 313-93)

3.2. lMopTBepxaeHne rocydapCTBEHHOW perncTpaumm rfekapcTBEHHbIX MpenapatoB Afs MeLMUUHCKOro
NPUMEHEHWs, NPeacTaBneHHbIX ANS NOATBEPXKAEHUS roCy4apCTBEHHOW perncTpauun Ao OHs BCTYNSEHUS B CUNY
HacToswero ®egepanbHOro 3akoHa, W MOATBEPXKAEHME T[OCYOApPCTBEHHOW perncTpaumm rekapCTBEHHbIX
npenapaTtoB ANnd MeOMLMHCKOrO NPpUMEHEHUs, NMPeacTaBnNeHHbIX Ha 3KCMEePTU3y NEeKapCTBEHHbIX CPeacTB A0 AOHS
BCTYNNeHns B cuny Hactoswero ®denepanbHOro 3akoHa B UEMsiX NOCNedylLwero noaTBEPXKAEHMS  UX
rocy4apCTBEHHOW perncrpauumn, OCyLLEeCTBAITCA Ha OCHOBaHMN AOKYMEHTOB M AaHHbIX, MPeACTaBNeHHbIX 0O AHSA
BCTYNNeHnsa B cuny Hactodwero degepanbHOro 3akoHa, a Takke 3asiBNneHust O NOATBEPXAEHUM roCy0apCTBEHHOMN
pervcTpaumm NekapcTBEHHOro npenapara, NpeAcTaBneHHOro NpoM3BOAUTENEM fIEKapCTBEHHbLIX MpenapaTtoB UIn
YMOMHOMOYEHHBIM MM JMLOM B COOTBETCTBUM C HacTosawum PepeparnbHbiM 3aKOHOM B YNMOMHOMOYEHHbIN
denepanbHbIvi opraH ucnonHutensHon Bnact oo 1 mapta 2011 roga, 6e3 TpeboBaHua ynnaTbl rocy4apCTBEHHOM
MOLUNMHbI, NTPeayCMOTPEHHON 3akoHoAaTenbCTBOM Poccuiickon denepaumm o Hanorax u cobopax.

(vacTb 3.2 B pea. ®epepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.3. MNpuHATHE pelleHns 0 BHECEHUW U3MEHEHUI B AOKYMEHTbI, CoaepKalimecs B perncTpaumoHHOM OOCbe
Ha 3aperMcTpUpoBaHHbIA NEeKapCTBEHHbIV npenapar Ansg MeQUUMHCKOrO NPUMEHEHNs U NpeacTaBreHHble A0 AHSA
BCTYMMeHNss B cuny Hactoswero ®denepanbHOro 3akoHa, U MPUHATME peLleHUs O BHECEHWM W3MEHEHUN B
OOKYMEHTBI, cofepxalleecsi B permcTpaumMoHHOM [0Cbe Ha 3aperucTpupoBaHHbIN NeKapCTBEHHbINM nNpenapar ans
MEeOVLIMHCKOro MPUMEHEHUS U NPEeACTaBrieHHble Ha 3KCNEepPTU3y feKapCTBEHHbIX CPEACTB A0 AHA BCTYNMEHUS B
cuny Hactosiwero ®defepanbHOro 3akoHa, OCYLWECTBMAAKTCA Ha OCHOBAaHUMM [OOKYMEHTOB W [aHHbIX,
npegcTaBneHHbIX A0 AHA BCTYNNEHNs B cUy HacTosiwero deaeparnbHOro 3akoHa, a Takke 3asiBreHnsi 0 BHECEHUU
N3MEHEHW B OOKYMEHTbI, coAepXallumecs B PermcTpaumMoHHOM [OCbe Ha 3apervcTpupoBaHHbIA NEeKapCTBEHHbIN
npenapat Ans MeauUMHCKOro NpUMEHeHUs!, NpeacTaBneHHoro Npou3BoanTeNneM fnekapcTBeHHbIX npenapaTtos Unu
YMOMHOMOYEHHBIM MM JMLOM B COOTBETCTBUM C Hactoswum depepanbHbiM 3aKOHOM B YNOMHOMOYEHHbIN
dhenepanbHbI opraH ucnonHutensHon Bnact oo 1 mapta 2011 roga, 6e3 TpeboBaHWsa ynnaTbl rocyaapCTBEHHOM
MOLNMHBI, MPeayCMOTPEHHON 3akoHoaaTenscTBom Poccuiickon degepaumm o Hanorax n cbopax.
(vacTb 3.3 B pea. ®epepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.4. Bblgaya paspelleHuin Ha npoBeaeHue KMUHUYECKUX UCCReOoBaHWUiA NeKapcTBeHHbIX npenapaToB ans
MeOULIMHCKOTO NMPUMEHEHUS MO 3asiBNeHUsIM, NoAaHHbIM A0 [AHS BCTYNneHus B cuny HacTosiwero degeparnbHoro
3aKoHa, a Takke Mo 3asBrneHusM, NoAaHHbIM Nocrne AHS BCTYNNeHUs B cuny HacToswero deaepanbHOro 3akoHa Ha
OCHOBaHUW OKCMEpPTWU3, MNPOBEAEHHbIX [0 [OHA BCTYNNeHWss B cuny HacTosiero ®degepanbHOro 3akoHa,
OCYLLECTBMSAETCA B COOTBETCTBUU C HacToAwmM dedepanbHbiM 3aKOHOM Ha OCHOBaHWM OOKYMEHTOB U AaHHbIX,
NpPeAcTaBneHHbIX UMK MOMyYeHHbIX 00 AHSA BCTYMNMeHus B cuny Hactosulero ®eaeparnbHOro 3akoHa, a Takke Ha
OCHOBaHUW KOMWUM MpeaBapuUTenbHOrO [0oroBopa 06A3aTeNnbHOMO0 CTPAaxoBaHUS JKU3HW, 300POBbSA MaLMEHTOB,
yYacTBYIOLLUMX B KMUHUYECKOM WCCMEedoBaHUM MeKapCTBEHHOro npenapara Ans MeguuMHCKOro NPUMEHEHUs, Unu
KOMMU [oroBopa 0GA3aTenbHOro CTPaxXOBaHWA >XWM3HW, 300POBbs MAaLMEHTOB, Y4YaCTBYIOLWMX B KIMMHUYECKOM
nccnegoBaHMM NEKapCTBEHHOro npenapaTta Ansa MeOULMHCKOro MNpUMEHeHWUs, nubo npeacTasrneHHon Konuu
Joroeopa oba3aTensHOro CTpaxoBaHUsA, 3aKMiOYEHHOro B COOTBETCTBUM C TUMOBLIMU MpaBunamy obs3aTenbHoro
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.10.2023)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

CTpaxoBaHWsi, C yKazaHMeM NpenesibHOM YMCIEHHOCTM MauMEHTOB, YYacTBYIOLWMX B KITMHUYECKOM UCCIeaoBaHUM
NleKapCTBEHHOro npenapata Afns MeOMUMHCKOro npuMeHeHusi, 6e3 TpeboBaHus ynnatbl rocyaapCTBEHHON
MOLUIMHbI, NPegyCMOTPEHHON 3akoHoaaTenscTBoM Poccunckon ®eaepaumm o Hanorax n cbopax.

(vacTb 3.4 B pea. ®epepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.5. 3apernctpypoBaHHble B MHOCTPaHHOW BamnkoTe A0 [AHSI BCTYMNEHUst B cumy Hactosiwero deaepanbHOro
3aKoHa npepfernbHble OTMYCKHbIe LeHbl WMHOCTPaHHbIX MPOM3BOAMUTENEW Ha nekapCTBEHHble npenaparthl,
BKMIOYEHHbIE B MNEpeYeHb XU3HEHHO HeOoDXOAMMBIX W BaXKHEWLWMX NeKapCTBEHHbIX MpenapaTtoB, Noanexar
nepecyetry B pybnu no kypcy LleHTpanbHoro 6aHka Poccuiickoin ®Pepepaumm Ha [OaTy, YCTAHOBIEHHYHO
MpaeuTensctBom Poccuiickon ®epepauunn, 6e3 npeactaBneHUs 3asiBfieHWs O MepecyeTe LeHbl C BHECEHWEM
COOTBETCTBYHOLUMX WM3MEHEHWUA B TFOCYAAPCTBEHHLIA peecTp npefernbHbIX OTMYCKHbIX LieH Mpou3BoauTenen Ha
nekapcTBEHHble npenapaTbl, BKIOYEHHbIE B NepeyYeHb XM3HEHHO HEOOXOAUMBIX U BaXKHEMWLLUX NeKapCTBEHHbIX
npenaparTos.

(vactb 3.5 BBegeHa PeaepanbHbimv 3akoHoM OT 11.10.2010 N 271-$3)

3.6. 3apernctpupoBaHHble OO0 OHS BCTYMNEHMs1 B cuny HacTosiwero ®egepanbHOro 3akoHa npederbHble
OTMNYCKHblE LIEHbl POCCUMACKMX MNPOM3BOAMUTENEN Ha FeKapCTBEHHble npenapaTtbl, BKIIHOYEHHblIE B MEPEYEHb
XN3HEHHO HEOOXOAMMbIX U BaXKHEWLUMX NEeKapCTBEHHLIX MpenapaTtoB, nognexar uHaekcauum ¢ 1 Hosibps 2010
roga Ucxoast U3 NPOrHO3MpPyeMoro ypoBHS MHGNSILUMK, ycTaHoBNeHHOro ®egepanbHbiM 3aKkoHOM OT 2 aekabpst 2009
roga N 308-®3 "O denepanbHom Grogkete Ha 2010 rog u Ha nnaHoBbIv nepuog 2011 n 2012 rogos” Ha 2011 rog.
(yactb 3.6 BBegeHa PeaepanbHbiM 3akoHoM OT 11.10.2010 N 271-$3)

3.7. Mocne 1 mapta 2011 roga He [JonyckalTCa MPOM3BOACTBO M BBO3 B Poccuiickyto Penepaumio
NeKapCTBEHHbIX NPenapaToB B YMaKOBKax C MapKMpOBKOW, KOTopas Obina HaHeceHa [0 OHsS1 BCTYMIEHWS B CuUIy
HacTosilero ®PegepanbHOro 3akoHa. 1o MCTeYeHMn yKasaHHOrO cpoka AaHHble NeKkapCTBEHHbIe npenapaTtbl MoryT
OTMyCcKaTbCs, peann3oBbiBaTbCS, NepefaBaTbCs U MPUMEHSITBCS [0 UCTEYEHUS UX CPOKa rOHOCTM.

(B peq. ®epepanbHbIxX 3akoHoB oT 29.11.2010 N 313-®3, ot 06.12.2011 N 409-3)

4. Co gHs BCTynneHus B cuny Hactosiwero ®egepanbHoro 3akoHa n no 30 anpens 2011 roga BKNOYUTENBHO
OOMnyckaeTcs MNpOBEeAeHNe IKCMepTM3bl MeKapCTBEHHbIX CPedCcTB 3JKCnepTamu 3KCMEpTHOro y4vpexgeHus o
NpoOXoXAeHnss wMW aTTectauum B Mopsigke, YCTAHOBIEHHOM  YNOMHOMOYEHHbIM deaepanbHbiM - OpraHoMm
NCMONMHNTENBHOW BNacTu.

5. Co pHs BCTynneHus B cuny Hactosiwero ®PepepanbHoro 3akoHa M no 31 pgekabpsa 2013 roga
BKIMIOUYNTENBHO OCYLLIECTBNAETCS Nepexoq K Npou3BOACTBY NeKapCTBEHHbLIX CPeACTB B COOTBETCTBMMU C MpaBunamu
opraHMsaummM NpPou3BOACTBA U KOHTPOMS KayecTBa JIEKApCTBEHHbIX CPeAcCTB, yKasaHHbIMM B 4acTu 1 crtatbu 45
HacToswero degepanbHOro 3akoHa, B NonHoM obbeme. Cpoku nepexofa Npon3BoACTBa NIEKAPCTBEHHbIX CPEACTB K
MX NPOU3BOACTBY B COOTBETCTBUM C KOHKPETHbIMU TPeOOBaHMSIMW AaHHbIX NpPaBWI, BKKOYas CPOKM aTTecTtaumm
YMONMHOMOYEHHbIX MWL, YKasaHHblX B 4actax 6 wu 7 crtatem 45 Hactosiwero PegepansHOro 3akoHa,
ycTaHaenueatotcs lNMpaButensctBom Poccunckon ®egepaumn.

6. JluueHsnm Ha Npom3BOACTBO NEeKapCTBEHHbLIX CPEeACTB, BbldaHHble Ao 1 aHBaps 2014 roga, AeCTBYIOT
nocne 1 saHBapsi 2014 roga 4O NCTEYEHUsI CPOKa UX AEWCTBUA MPU YCIIOBMU COOTBETCTBUS NULIEH3naTta npasunam
OopraHusaumm Npov3BOACTBA M KOHTPONS KayecTBa JeKapCTBEHHbIX CPEACTB, YKa3aHHbIM B 4actu 1 crtatbu 45
HacToswero defgeparnbHOro 3akoHa.

7. dopmupoBaHME TOCYLApPCTBEHHOIO 3aJaHus Ha MNPOBELAEHWE 3SKCNEPTU3bl JIEKAPCTBEHHBLIX CPeacTB
denepansHOMy rocygapCTBEHHOMY OHMKETHOMY YYPEXOEHUIO MO MNPOBEAEHUIO IKCMEPTU3bl JIEKAPCTBEHHbIX
cpeacTB M omHaHcoBoe obecrneyeHre BhINOMHEHNST 9TOr0 3aaHusl OCYLLECTBIAOTCA B NOPSAKE, YCTAaHOBIEHHOM
deaepanbHbiM 3akoHOM OT 12 sHBapsa 1996 roga N 7-®3 "O HekoMMepYeCKMX opraHmnsaumnax".

(vacTb 7 BBegeHa PenepanbHbiM 3akoHOM oT 29.11.2010 N 313-93)

MpesngeHT
Poccunckon ®enepaunmn
O.MEOBEOEB
Mocksa, Kpemrb
12 anpens 2010 roga
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OKYMEHT npefocTtasneH KoHcynbTaHTIoc
(pen. ot 19.10.2023) A .
"06 obpalleHun nekapcTBEHHbIX cpeacTs” Aata coxpaHehua: 24.01.2024
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