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CrnMCOK U3MEHSAOLWNX AOKYMEHTOB
(B pen. ®enepanbHbIX 3aKOHOB OT 27.07.2010 N 192-03,
o7 11.10.2010 N 271-®3, o1 29.11.2010 N 313-®3, o1 06.12.2011 N 409-03,
oT 25.06.2012 N 93-03, ot 25.12.2012 N 262-®3, o1 02.07.2013 N 185-03,
oT 25.11.2013 N 317-®3, o1 12.03.2014 N 33-®3, o1 22.10.2014 N 313-03,
0T 22.12.2014 N 429-®3 (pea. 13.07.2015), ot 08.03.2015 N 34-03,
oT 29.06.2015 N 160-®3, ot 13.07.2015 N 233-®3, o1 13.07.2015 N 241-03,
oT 13.07.2015 N 262-®3, o1 14.12.2015 N 374-®3, o1 29.12.2015 N 389-03,
oT 02.06.2016 N 163-®3, ot 03.07.2016 N 261-®3, ot 03.07.2016 N 305-03,
oT 03.07.2016 N 350-®3, o1 29.07.2017 N 242-®3, o1 29.07.2017 N 278-03,
oT 28.12.2017 N 425-®3 (pea. 27.12.2019), ot 04.06.2018 N 140-03,
oT 28.11.2018 N 449-®3, o1 27.12.2018 N 511-®3, o1 06.06.2019 N 134-03,
oT 26.07.2019 N 240-®3, ot 02.08.2019 N 297-®3, o1 27.12.2019 N 462-03,
0T 27.12.2019 N 475-®3, o1 27.12.2019 N 478-®3, o1 27.12.2019 N 481-03,
oT 26.03.2020 N 67-®3, ot 01.04.2020 N 98-03, o1 03.04.2020 N 105-93,
oT 13.07.2020 N 206-®3, o1 08.12.2020 N 429-03, o1 22.12.2020 N 444-03,
oT 11.06.2021 N 170-®3, ot 08.03.2022 N 46-®3, oT 26.03.2022 N 64-03,
oT 14.07.2022 N 311-®3)

Masa 1. OBLUMUE NOJIOXEHUA

CraTtba 1. NMpeamer perynnpoBaHus Hactosuwero degepanbHOro 3aKoHa

1. Hactoswmin ®deaepanbHblii 3aKOH peryiMpyer OTHOLIEHWUS, BO3HUKAWOLWIME B CBA3M C
obpaweHneM - pa3paboTKOM, AOKIMHUYECKUMU WUCCNEefOBaHUSAMU, KIMHUYECKUMU UCCNefoBaHUSMKU,
DKCNepTU30M, rocyaapCTBEHHOW pernuctpauuen, co craHgapTM3auMen W C KOHTPONIEM KaudecCTBa,
Npou3BOACTBOM, W3rOTOB/IEHMEM, XpaHEHWEM, MepeBO3KOoM, BBO3OM B Poccuinckyo degepauumio,
BbIBO30M U3 Poccuinckon degepaumun, peknamon, OTnycKoM, peanusaunen, nepegadven, npuMeHeHneM,
YHUUTOXEHMEM NIeKapCTBEHHbIX CpeaCTB.

(B peqn. ®epepanbHoro 3akoHa ot 06.12.2011 N 409-03)

2. Hacroswun  ®egepanbHbii  3aKOH  yCTaHaBAMBaeT  MNPUOPUTET  FOCYAapCTBEHHOIrO
perynnpoBaHuss 6e30macHOCTM, KadectBa W 3(PEHEKTUBHOCTU JIEKAPCTBEHHLIX CPEeACTB MNpu  KuX
obpaweHunu.
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(B pea. ®egepanbHoro 3akoHa ot 25.06.2012 N 93-03)

Cratbsa 2. Chepa npuMeHeHUs HacTosiulero deaepanbHOro 3akoHa

HacTtoswuii ®denepanbHblii 3aKOH NPUMEHSIETCA K OTHOLLIEHMSIM, BO3HMKAKOLWMUM Npu obpalieHum
NeKapCcTBEHHbIX CPeACTB Ha TeppuTopumn Poccuiickoi ®eaepaunu.

Cratbsa 3. 3akoHoAaTenbCcTBO 06 06paLieHnmn neKkapCcTBeHHbIX CpeacTs

1. 3akoHopaTenbctBo 06 ob6palleHnn nekapCTBEHHbIX CPeACTB COCTOUT W3 HacTosWero
depepanbHOro 3akoHa, ApyruMx depepanbHblX 3aKOHOB UM WHbIX HOPMAaTUBHbLIX MPaBOBbIX aKTOB
Poccuinckon Gepepaunn.

1.1. 3akoHoaaTenbCcTBO 06 O6paLLeHNN NeKapCTBEHHbIX CPEACTB B OTHOLIEHMU IOPUANYECKUX NNL,
M MHAMBUAYANbHbLIX MNpeanpuHUMaTENien, OCYLIECTBASKOWMUX AOeATEeNbHOCTb Ha TeppuTopumn
MEXAYHapOAHOro MeAMUMHCKOro Kjactepa, NMPUMEHSIETCS C YYEeTOM 0COB6eHHOCTel, YyCTaHOBJIEHHbIX
depepanbHbiM 3akoHOM "O MexayHapOAHOM MEeAMUMHCKOM KracTepe M BHECEHWUM U3MEHEHUN B
OTAENbHbIE 3aKOHOAATENbHbIE akTbl Poccuiickon ®eaepaumn’.
(vyacTtb 1.1 BBeaeHa ®eaepasnbHbIM 3aKOHOM OT 29.06.2015 N 160-93)

2. [dencrtBue Hactoawero ®deaepanbHOro 3akoHa pacnpocTpaHseTcs Ha obpalweHue
HapKOTUYECKNX JNleKapCTBEHHbIX CpPeACTB W MNCUXOTPOMHbIX JIEKApCTBEHHbIX CPeAcTB C YYeTOM
0cobeHHOCTeN, YCTaHOBJIEHHbIX 3aKOoHoAaTenbCTBOM Poccuiickoii @degepaunm O HapKOTUYECKUX
cpeacTBax, NMCUXOTPOMHbIX BewecTBax U 06 nx npekypcopax.

3. [HenictBue Hactoawero ®denepanbHOro 3akoHa pacrnpocTpaHseTcs Ha obpaleHue
paanodapMaLEeBTUUYECKUX JIEKAPCTBEHHbIX CPEACTB C Y4YeTOM OCOBEHHOCTEN, YCTaHOBJIEHHbIX
3aKoHoAaTenbCTBOM Poccuiickon deanepaumm B obnactu obecrnedyenHms pagmalnoHHoW 6e30nacHoOCTH.

4. Ecnu mMexayHapoaHbiM AoroBopoM Poccuiickoit deaepaumm yCcTaHOBEHbI MHblE MpaBuia, Yem
Te, KOTOpble MpeaycMOTpeHbl HacTosawmuM deaepasnbHbiM - 3aKOHOM, TMPUMEHSAIOTCA npaBuia
MeX/AyHapOoAHOro 40roBopa.

4.1. PeweHNss MeXrocyaapCTBEHHbIX OpPraHoB, TMNPUHATbBIE Ha OCHOBaHUW  MOJIOXEHUN
MeXAyHapoAHbIX AorosopoB Poccuitckonn ®degepaumm B UX  UCTOMKOBAHWM, MpoTMBOpeYvalleM
KoHcTuTyumnmn Poccuiickon ®depepauumn, He noanexart UCNoSHeHuIo B Poccuinckon depepaunn. Takoe
npotMBopevne MoxeT O6bITb  yCTaHoBAeHO B  Nopsake, onpeaeneHHoM  denepasnbHbIM
KOHCTUTYLMNOHHbLIM 3aKOHOM.

(vyacTb 4.1 BBeaeHa denepanbHbiM 3akoHOM OT 08.12.2020 N 429-03)

5. B Poccuinckon ®deaepaunmm B COOTBETCTBMM C MeXAYHApOAHbIMM AOroBopamu Poccuinckon
Qdepepaumm n (MAM) Ha OCHOBE MpuMHUMNG B3aWMMHOCTM MPU3HAKTCA pe3ynbTaTbl KAMHUYECKMX
nccnenoBaHUi  NIEKAPCTBEHHbIX NpenapaTtoB ANs MeAMUMHCKOro MNpUMEHEHWUs, NpoBeAeHHbIX 3a
npeaenamm tepputopun Poccuinckon deaepaumu.

CtaTbs 4. OCHOBHbIE NOHATUSA, UCNOJIb3yeMble B HacTosiweMm deaepasibHOM 3aKOHe

Ansa uenen HacTosiwero ®eaepanbHOro 3aKoHa UCMONb3YOTCA Cneaytolme OCHOBHbIE NMOHATUS:

1) nekapCcTBEHHble CpeacTBa - BELWECTBA WM MX KOMOWHaUWM, BCTyMnawlWMe B KOHTAKT C
OpraHM3MOM YEenoBeKa MW XMBOTHOIO, MPOHMKAKLWMNE B OpraHbl, TKaHW OpraHu3Ma 4YesioBeKa Wi
XMBOTHOIO, MPUMEHSIEMblE AN NpodUNAKTUKN, ANATHOCTMKM (32 WUCK/IIOYEHMEM BELWLECTB WU KX
KOMOMHALUNIN, HE KOHTAKTUPYHOLWMX C OPraHM3MOM YenoBeKa UM XUBOTHOMO), NledeHus 3aboneBaHus,
peabunutaunu, AN COXPaHeHus, NMpeaoTBpPallEHUS WU NpepbiBaHUS 6€peMEHHOCTU U MOJSTyUYEHHbIE
M3 KpOBW, MJa3Mbl KPOBW, U3 OPraHoB, TKaHel opraHmsMa YesIOBEKA WU XWUBOTHOIO, PacTeHUW,
MWUHEpPAsioB METOAAMU CUHTE3A WU C NMPUMEHEHUEM BMONOrMYECKNX TeXHONOrnii. K nekapcrBeHHbIM
cpeAcTBaM OTHOCATCS hapMaueBTUYeckue cybCcTaHUMKM U NeKapCcTBEHHbIE NpenapaThl;

2) dapmMaueBTnyeckasa cybctaHumMsa - NekapCcTBeHHOe CpPeACTBO B BMAE OAHOMO MM HECKObKUX
obnagatowmx dapMakonormMyeckorm akKTUBHOCTbIO AENCTBYHOLWMX BewecTB BHE 3aBUCUMMOCTM OT
npupoabl  MNPOUCXOXAEHUs, KOTOpoe  npefdHasHayeHo Ang  NpOM3BOACTBA,  U3roTOBAEHUSA
neKapCcTBEeHHbIX NpenapaTos u onpeaenseT nx 3@PeKTUBHOCTb;

(n. 2 B pea. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)
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3) BcnomoraTenbHble BelwecTBa - BewecTBa HEOpraHMyeckoro WM  OpraHnyeckoro
NPOUCXOXAEHUSI, WCNOMb3yeMble B MNpoLecce MNpPOU3BOACTBA, W3rOTOB/IEHUS N€KAPCTBEHHbIX
npenapaToB ANS NPUAAHUS UM HEO6XO0ANMbIX (DU3NKO-XMMUUYECKNX CBOICTB;

4) nekapcTBeHHble MnpenapaTbl - NeKapCTBEHHble CpeacTBa B BMAE JIEKAPCTBEHHbIX ¢opM,
npuUMeHsieMble ANa NpodUNakTUKM, AMArHOCTUKMU, fedeHus 3aboneBaHus, peabunutaummn, Ans
COXpaHeHus, NpeaoTBpaLLeHns N NpepbiBaHUs 6epeMeHHOCTH;

5) nekapctBeHHas ¢opMa - COCTOSHME NeKapCTBEHHOrO npenapaTa, COOTBETCTBYoWee cnocobam
€ro BBeAeHns 1 npmMmeHeHusa n obecnedmsaroliee JOCTMXEHNE Heobxoanmoro neyebHoro adpdekTa;

5.1) po3upoBka - coAdepXaHue OAHOro MUAM  HECKOSIbKMX AEUCTBYIOLWKMX BeEWecTB B
KO/IMYECTBEHHOM BbIPaXeHUN Ha eauMHUUy A03bl, MAN eanHuuy obbema, UM eamHULy MaccCbl B
COOTBETCTBUM C JNlekapcTBeHHon dopmon nnbo Ang HEeKOoTOopbIX BWUAOB NeKAapCTBEHHbIX (opM
KO/IMYECTBO BbICBOOOXAAEMOro W3 NeKapCTBEHHOM (OpPMbl AEWCTBYIOWErO BELWECTBA 3a eauHuUy
BpPEMEHMU;

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

6) nepeyeHb IKWU3HEHHO HeOH6XOAUMBIX W BaXHENWWUX JfeKapCTBEHHbIX NpenapaToB -
yTBepxaaemblin NpaBnutenbCcTBOM Poccuiickon degepaumm nepedyeHsb SieKapCTBEHHbIX NpenapaToB AMd
MeANUNHCKOrO MpUMeHeHus, obecneunBawWnX MNPUOPUTETHbIE NOTPEBHOCTU 34paBOOXpaHeHUs B
uensax npod@unakTukm u nedyeHmsa 3abonesaHuin, B TOM u4ucne npeobnagaroWwinx B CTPYKType
3aboneBaemocTtn B Poccuiickoin deaepaunm;

(B pea. ®egepancHoro 3akoHa ot 13.07.2020 N 206-93)

6.1) opdaHHble nekapcTBeHHble npenapaTbl - JieKapCTBEHHbIe MpenapaTbl, NpeAHa3Ha4YeHHble
NUCKNOUYUTENBbHO ANS ANArHOCTUKW UM NaTOreHeTUYecKoro fedyeHus (fievyeHus, HanpaBfeHHOro Ha
MexaHW3M pa3BuTuna 3aboneBaHus) penkmnx (opdaHHbIxX) 3aboneBanunii;

(n. 6.1 BBeaeH ®eaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

6.2) buonornyeckne nekKapcCTBEHHbIE MpenapaThbl - JIEKAPCTBEHHbIE MpenapaTtbl, AENCTBYOLLEE
BELLECTBO KOTOPbIX NPOU3BEAEHO UM BbIAENEHO U3 BUONOrMYECKOr0 UCTOUYHMKA U ANS onpeaeneHuns
CBOMCTB W KayecTBa KOTOPbIX HeobxoauMma KOMOBMHaUMA OMONOrMYecknx uM @GU3NKO-XUMUYECKNX
metonoB. K 6uonorMyeckMm nekapCcTBeHHbIM MnpenapaTtaM OTHOCATCS UMMMyHobuonormyeckue
neKkapCcTBeHHble npenapaTtbl, JSIeKapCTBEHHbIE MnpernapaTbl, MOAYYEHHble U3 KPOBM, MNa3Mbl KPOBW
yenoBeKa M XUBOTHbIX (3@ WUCK/IKOYEHWEM LENbHOM KpPOBM), BMOTEXHONOrMYECKUEe NeKapCTBEHHbIE
npenapaTbl, reHOoTepaneBTUYECKME NieKapCTBEHHbIE NpenaparThl;

(n. 6.2 BBeaeH deanepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

7) wnMMyHOBuonornyeckme nekapcTBeHHble npenapatbl - JiIeKapCTBEHHble npenapathl,
npeAHasHayeHHble ana GopMMPOBaHUS akKTUBHOIMO MM MAaCCMBHOIO MMMyHUTETa NM60 AMArHOCTUKMU
HaMuMsg  MMMYHUTETa  WAW  AWMArHOCTMKWM  cneumduyeckoro  npuobpeTeHHOro  U3MEHeHUs
MMMYHOJIOrMYECKOro oTBeTa Ha anneprmsupyowme Bewectsa. K nMMyHobuonorndeckmnm
NlekapCTBEHHbLIM  NpernapataM  OTHOCATCA  BaKUMHbl, a@HaTOKCUHbI,  TOKCWHbI,  CbIBOPOTKM,
WMMYHOIN06YUHbI U annepreHs.l;

(n. 7 B pen. ®epepanbHOro 3akoHa ot 22.12.2014 N 429-03)

7.1) 6unoTexHonoruyeckme nekapCTBeHHble rMpenapatbl - JieKapCTBEHHble npenapaThl,
NPOM3BOACTBO KOTOPbIX OCYLECTBASAETCS C MCMNO/b30BaHUWEM OWOTEXHONOMMYECKNX MpPoOLEecCoB W
mMeTonoB (B TOM uncne AHK-peKOMOUMHAHTHON TEXHONOMMKU, TEXHOIOMMU KOHTPOJIMPYEMON 3KCNpeccnm
reHoB, KOAMPYIOWNMX OMoNormyeckn akTuBHble 6enKMm B MpokapuoTax WM 3yKapuoTax, BKIO4Yas
M3MEHEHHble K/IeTKN MaeKonuTawwmx), rmbpmaoMHOro MetToaa U MeToaa MOHOK/IOHASIbHbLIX aHTUTeN;
(n. 7.1 BBeaeH ®enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

7.2) reHoTepaneBTUYECKME JieKapCTBEHHble MpenapaTbl - NleKapCcTBeHHble npenapaThl,
dapmaueBTnyeckas cybCctaHuMsa KOTOPbIX SBASeTCS PeKOMOUHAHTHOM HYKIEMHOBOW KWUCIOTOMW Wn
BKAOUYaeT B cebs peKOMOMHAHTHYI HYKIEeMHOBYK KUCAOTY, MO3BOISAIOWY OCYLeCTBAATb
perynnposaHue, penapaumio, 3aMeHy, nobasneHune nnu yaaneHve reHeTU4YecKom
nocnenoBaTesibHOCTH;

(n. 7.2 BBeaeH ®eaepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-03)

8) HapKoTUYeCcKMe NeKapCTBEHHble CPeACTBa - IeKapCTBEHHbIe NpenapaThl U dapMaueBTUYeckme
cybCTaHuMK, coaepKallMe HapKoTUYEeCcKMe CpeacTBa W BK/IOYEHHble B [lepeyeHb HapKOTUYECKMX
CpeacTB, MCUXOTPOMHbLIX BELEeCTB W WX MNPEKYpPCOpPOB, MOANEXALIMX KOHTpono B Poccuiickol
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degepaumun, B COOTBETCTBMM C 3aKoHOAATENbCTBOM Poccuinckon ®depepauun, MexayHapoAHbIMU
aorosopamu Poccuinckon ®depepaumnn, B TOM dynucne EAMHON KOHBEHUMEN O HAapKOTMYECKMX CpeacTBax
1961 roaa;

9) NCMXOTpOnNHbIe fIeKapCTBEHHble CpeAcTBa - NekapCTBeHHble npenapaThl U dapMauesTUYeckne
cybcTaHumMKn, copepxalime MNCUXOTPOMHble BewecTBa W BKAOYEHHble B [lepedyeHb HapKOTUYECKMX
CPeACTB, NCUXOTPOMHbIX BEWeCTB W WX NPeKypCcopoB, MnoAsexawux KOHTponto B Poccuitckon
depepaunn, B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuinckon Odepepauumn, MexXAyHapOAHbIMU
aorosopamm Poccuiickon ®epepaunm, B ToM umcne KoHBeHUMEN O MCUMXOTPOMHbIX BewectBax 1971
roaa;

10) paavodapmMaueBTMYECKME NEKAPCTBEHHbIE CPeACTBa - JIEKapCTBEHHbIE CpeAcTBa, KOTOpble
coaepxkaT B roToBOWM ANs UCNoNb3oBaHUs hopMe oAVMH paaNOHYKIMA MW HECKOJSIbKO PaaMOHYKINAO0B
(paAnoaKTUBHbIX U30TOMOB);

10.1) opurnMHaneHbIt NEeKapcTBEHHbIM npenapaT - JleKapCTBEHHbLIA npenapat C  HOBbIM
OENCTBYIOLWMM BeLLeCTBOM, KOTOpbIA MepBbIM 3aperncrpuvpoBaH B Poccuitckon ®egepaumn nam B
MHOCTPaHHbLIX  rocydapcTtBax Ha  OCHOBaHWUM  pe3ynbTaToB  AOK/IWMHUYECKUX  UCCNefoBaHUm
NEeKapCTBEHHbIX  CPeACTB UM KIMHUYECKUMX  UCCNeAOoBaHWM  JIeKapCTBEHHbIX  MNpenapaTos,
NOATBEPXAAOLWNX ero KayecTBo, 3PPEeKTUBHOCTb U 6€30NacHOCTb;

(n. 10.1 BBegeH ®enepanbHbIM 3aKOHOM OT 27.12.2019 N 475-03)

11) pedepeHTHbIA NeKapCTBEHHbLIA MpenapaT - JIEKApPCTBEHHbIW MpenapaTt, KOTopbIn
NcnosiblyeTcsa oA oueHKM BMO3KBMBANIEHTHOCTU MM TeparneBTUYECKON 3KBUBASIEHTHOCTM, Ka4yecTBa,
3dpeKTMBHOCTM M 6e30MacHOCTM  BOCMPOM3BEAEHHOrO  JIEKAPCTBEHHOro  npenapata Waun
6buoaHanorosoro (6bmonomobHoro) fiekapcTtBeHHoro npenapata (6bwoaHanora). B  kauectBe
pedepeHTHOro NIeKapCTBEHHOro rpenapata Al MeAMUMHCKOrO MNPUMEHEHUS  WUCMOJIb3yeTcCs
OpUrMHaNbHbIA NEKApPCTBEHHbIM Npenapart nbo, ecnu OpUrMHaabHbIN JIEKAPCTBEHHbIM MpenapaTt He
3aperncTpmpoBaH UnmM He HaxoamTcs B obopoTe B Poccuiickon degepaunmn n He HaxoamTcs B obopoTe
B MHOCTPaHHbIX rocyfapcrBax, BOCMPOM3BEAEHHbI NeKapCTBEHHbIN npenapaT uan 6MoaHanorosbIn
(buononobHbIN) nekapcTBeHHbIM npenapaT (6woaHanor), KOTOpbI NEpPBbIM 3aperncTtpMpoBaH U3
uncna Haxoaauwmxca B obopotre B Poccumckon depepaumm, 6MO03KBMBANIEHTHOCTb MU
TepaneBTUYeCKass 3SKBUBANEHTHOCTb, KauyecTtBo, 3(PdeKTUBHOCTbL WU 6e30MacHOCTb KOTOPOro
OLUEHMBANIMCb MO OTHOLWEHWUKD K OPUIMHANbHOMY JieKapCTBEHHOMY MnpenapaTy, a TakKXe KauyecTso,
3 PeKTMBHOCTL M 6€30MacHOCTb KOTOPOro MOATBEPXAAKTCSA pe3ynbTaTamum dapMakoHaa3opa W
NPOBEPOK COOTBETCTBUS JIEKAPCTBEHHbLIX CPEeACTB, HaxoAsAWMXCa B rpa)aaHckoMm obopoTe,
YCTaHOBJ/IEHHbIM TpeboBaHMAM K X KayecTBy. B KayecTBe pedepeHTHOro NeKapCcTBEHHOro npenapara
AN BETEPUHAPHOro MPUMEHEHUS UCMNOMNb3YeTCs JIEKApCTBEHHbIM npenapaT A/g BETEPUHAPHOro
NPUMEHEHUS, 3aperncTpuvpoBaHHbIi B Poccuickon depepaunmm Ha OCHOBAHWKM  pe3ynibTaToB
OOK/IMHUYECKMX  UCCNeAOBaHUM  NIeKapCTBEHHbIX  CPeaACTB W KJMHUYECKUMX  UccnesoBaHum
NneKapCcTBEHHbIX NpenapaToB, NOATBEPXAAKLWNX ero KayecTBo, 3hdPeKTUBHOCTb U 6€30NacHOCTb;

(n. 11 B pea. ®egepanbHOro 3akoHa ot 27.12.2019 N 475-03)

12) BoCnpom3BeAEHHbLIN JIeKAPCTBEHHbIM nNpenapaT - JNleKapCTBEHHbIN npenapat Ans
MEAVUUMHCKOro MNPUMEHEHUS, KOTOPbIK WMMEEeT 3SKBUBANIEHTHbIN pedepeHTHOMY J/1eKapCTBEHHOMY
npenapaTty KauyeCTBEHHbIN COCTaB W KOJIMYECTBEHHbLIN COCTaB [AEUCTBYHOLWUX BeELWECTB B
3KBUBANIEHTHOM NeKapCTBeHHON d¢opMe, NMbo NeKapCTBEHHbLIN rMnpenapaT AN BeTEPUHAPHOro
MPUMEHEHUS, KOTOPbIN KMMEET Takue Xe, 4YTo U pedepeHTHbIA neKapCTBEHHbIA npenapar,
KaQuUeCTBEHHbIN COCTaB U KOJIMYECTBEHHbIN COCTaB AENCTBYIOLLMX BELLECTB B TAaKOM Xe NeKapCTBEHHOM
¢dopmMe, 6MO3KBMBANIEHTHOCTb WM TeparneBTUYEeCKas 3KBMBAJSIEHTHOCTb KOTOPbIX COOTBETCTBYHOLLEMY
pedepeHTHOMY NIeKapCTBEHHOMY npenapaTty NOATBEPXAEHA COOTBETCTBYHOLWMMU NCCIIeA0BAHUSMU;

(n. 12 B pea. ®eaepanbHOro 3akoHa ot 27.12.2019 N 475-03)

12.1) TepaneBTMYecKass 3SKBWBAJIEHTHOCTb JIEKAPCTBEHHbIX MNpenapaTtoB - AOCTUXEHMue
K/IMHUYECKM COMOCTaBMUMbIX TepaneBTMYeckoro addekta U nokasatenen 33HPeKTUBHOCTU ¢
6e30nacHOCTM Mpu MPUMEHEHUN JIeKapCTBEHHbIX MpenapaTtoB AN MeAUUMHCKOro MpUMEHEHMUS,
UMELWNX OAHO MeXAYHApOAHOEe HenaTeHToBaHHoe (MW XMMUYEeCcKoe, WU TpynnupoBOYHOE)
HanMeHoBaHue, B 3KBMBANEHTHbIX AO3UMPOBKax MO OAHMM U TEM XKe NOoKa3aHWAM K NMPUMEHEHUIO N Npu
OAVHAKOBOM criocobe BBeAEHUSA Y OAHOW U TOM Xe rpynnbl 60/bHbIX;

(n. 12.1 B pen. ®eaepanbHOro 3akoHa ot 27.12.2019 N 475-93)

12.2) 6uoananorosbin (6nonoaobHbIN) nekapcTBeHHbIN npenapat (buoaHanor) - 6nonornyeckmin
JIeKapCTBEHHbIM MpenapaT, CXOXWA Mo napaMeTpaM KauyecTBa, 3PdeKTUBHOCTM M 6e30MacHOCTU C
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pedepeHTHbIM BUONOrMYECKNUM JIEKApPCTBEHHLIM MpenapaToM B TaKOW e JieKapCTBEHHOW ¢opMe WU
MMELWMIH NAEHTUYHbIN cnocob BBeAEHUS;
(n. 12.2 BBegeH ®enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

12.3) B3anMo3aMeHseMbIN NeKapCTBEHHbIN NpenapaT - J1eKapCTBEHHbIN npenapaT C AOKa3aHHOM
TepaneBTUYECKON 3SKBUBANEHTHOCTbIO WM OMOIKBUMBANEHTHOCTbID B OTHOWEHUU pedepeHTHOro
NeKapcTBEHHOro npenapaTta, WMEKWWn  3SKBMBANEHTHblE €My  KayeCTBeHHbIl CcocTaB M
KONIMYEeCTBEHHbIN COCTaB AENCTBYHOLWMX BELWECTB, COCTAaB BCMNOMOraTefibHbIX BELWECTB, 1IeKapCTBEHHYIO
¢dopMy n cnocob BBEAEHUS;

(n. 12.3 BBeaeH ®enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

12.4) 6WO03KBUBANEHTHOCTb JIEKAPCTBEHHbLIX MNpenapaTtoB - AOCTMXKEHME COMOCTaBUMbIX
nokasaTenier CKOpOCTU BCACbIBAHWUSA, CTENEHU MNOCTYNJ/IEHNA K MECTy AENCTBUSA N CKOPOCTU BbiBEeAEHUS
OZHOr0 NN HeCKOoNbKNX obnagarwmx papMakonormyeckom akTUMBHOCTbIO AEeNCTBYOWMX BELWECTB Npu
NPUMEHEeHUN JIeKapCTBEHHbIX TrpenapaTtoB A4Nn8 MeAMUMHCKOro TMpUMEHEHUs, UWMeKLWwmnx O0A4HO
MeXAyHapoA4HOe HenaTeHTOBaHHOe (MM XUMUYECKOoe, WAW rpynnupoBOYHOE) HauMMeHOoBaHue, B
3KBMBANEHTHbIX AO3UPOBKAxX U Npu OAMHAKOBOM crnocobe BBeAeHUS;

(n. 12.4 BBeneH ®enepalbHbIM 3aKOHOM 0T 27.12.2019 N 475-03)

13) nekapcTBEHHOE pacTUTENbHOE Cbipbe - CBEXWE WU/IN BbICYLUEHHbIE pacTeHus nnbo Mx 4actu,
NCNoJib3yeMblE ANA MNPOM3BOACTBA JIEKAPCTBEHHbLIX CPEACTB OpraHvM3auusMuM - MNpoU3BOAUTENAMMU
NEKApPCTBEHHbIX CPEACTB UM U3rOTOB/IEHUSA NIEKAPCTBEHHbIX NPenapaToB anTe4YHbIMU OpraHn3aunsamu,
BETEPUHAPHbLIMKU anTeYHbIMWU OPraHM3auuaMu, UHAUBUAYANbHbIMM NPEeANnPUHUMATENAMU, UMEOLWMMU
JIMLEH3UI0 Ha (hbapMaLEeBTUYECKYIO AEATENbHOCTb;

14) nexkapCTBEHHbIN pacTUTEeNbHbIN NpenapaT - 1eKapCTBEHHbIN nNpenapaT, NPOU3BeAEHHbIN NN
WU3roTOBJIEHHbIA M3 OAHOr0 BWAA JIEKAPCTBEHHOrO pPacTUTENIbHOMO CbipbA MM HECKOSIbKUX BUAOB
TaAKOro Cbipbsi U peanm3yembin B pacdacoBaHHOM BMAE BO BTOPUUHOM (MOTPEOUTENBCKON) YNaKOBKE;

15) romeonaTtnyeckmii NeKapCTBEHHbIV NpenapaT - JIeKapCTBEHHLIA NMpenapaTt, Npou3BeaeHHbIN
WIN WN3roTOBNEHHbIN W3 dapmMaueBTUYeckor cybctaHumMm wnm dapmaueBTUdeckmx cybctaHumm B
cooTBeTCTBMU C TpeboBaHMAMKU 06WMX apMaKonenHbIX CTaTel K roMeonaTtnyecknm nekapCTBeHHbIM
npenapataM WM B COOTBeTCTBMWM C TpeboBaHumaMM Gapmakonenm CTpaHbl NPOM3BOAMUTENS TaKoro
neKapcTBEHHOro npenapara;
(n. 15 B pea. ®eaepanbHOro 3akoHa ot 22.12.2014 N 429-03)

16) MexayHapogHOe  HenaTeHTOBaHHOE HauMMeHOBaHWe  NleKapCTBEeHHOro  cpeacresa -
HauMeHoBaHUe [AencTByloWero BewecTtBa QapMaueBTUYeckon cybctaHumMn, pekoMeHAOoBaHHoe
BceMupHOM opraHusaumen 34paBoOXpaHEHUS;

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

17) ToproBoe HaumMeHOBaHWe JleKapCTBEHHOro cpeacTBa - HAaUMMeHOBaHME NeKapCcTBEeHHOro
cpeacTtsa, MpUCBOeHHoe ero paspaboTumkoM, aepxaTenem uAuM BRagensueM perucTtpaumoHHOro
yOOCTOBEPEHUSA NeKapCTBEHHOro npenapara;

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

17.1) rpynnMpoBOYHOE HaMMeHoBaHuMe JeKapCTBEHHOro nmnpenapata - HauWMeHoBaHue
NleKkapCTBEHHOro npenapara, He UMEKLWEero MexxayHapoAHOro HeNnaTeHTOBAHHONO HAMMEHOBAHNA, UK
KoMbuHauMM NnekapcTBEHHbIX MpenapaTtoB, MCNOosb3yeMoe B Lensax obbeaAnHeHWs MxX B rpynny noa
€NHbIM HaMMeHOBaHWEeM UCXO0AS U3 OAMHAKOBOro COCTaBa AeNCTBYIOLWMX BELWECTB;

(n. 17.1 BBegeH ®enepalibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

18) obwasa dapmakonenHaa craTtbd - AOKYMEHT, YTBEpPXAEHHbI  YMNOJIHOMOYEHHbIM
denepanbHbIM OpraHoOM MCMAOSIHUTENBLHOM BAcTU U coAepXXalwuin nepedvyeHb NokasaTenen Kkavyectsa u
(nnn) MeToAoB KOHTPONS KayecTBa KOHKPETHOW sfekapCTBeHHOW GOopMbl, NleKapCTBEHHOro
pPacTUTENbLHOIro Cbipbsi, OMUCAHMUS BUONOrNMYECKNX, BUOXMMUYECKMX, MUKpPOBMONornyeckmnx, Gusmnko-
XUMUYECKNX, (DUNYECKUX, XUMUYECKUX W APYrMX METOAOB aHanu3a J1IeKapCTBEHHOro CpeAacTBa, a
Takxe TpeboBaHMSA K MWCNOAb3yeMblM B LUeNsax MNpoBeAeHMs [AAaHHOMo aHanusa peakTuBaM,
TUTPOBaHHbIM pacTBopaM, MHANKATOpaM;

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

19) dapmakonenHas cTaTbs - AOKYMEHT, YTBEPXAEHHbI YMNOJHOMOYEHHbIM deaepanbHbIM
OpraHoM MCMOMIHUTENIbHOW BfIACTU M COAEPXalUMii nepeyeHb MoKasaTefiel KavectBa M METOAOB
KOHTPOJIS KauecTBa JIEKAPCTBEHHOI0 CPEACTBA;
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(B pen. ®egepanbHOro 3akoHa ot 22.12.2014 N 429-03)

19.1) ctaHaapTHble obpa3ubl - BewecTsa, NocpeaCTBOM CpaBHEHUS C KOTOPbIMU OCYLLECTBSEeTCS
KOHTPO/b KayecTBa WCCNeAyeMbiX JIeKapCTBEHHbIX CPEeACTB C MOMOLWb (MU3NKO-XUMUYECKUX W
brnonormyecknx MeToaoB B LEeNsSX NOATBEPXAEHMS COOTBETCTBUS JIEKAPCTBEHHbIX CPeacTB
TpeboBaHUSIM HOPMATMBHOW AOKYMeHTauuu, YCTAaHOBJIEHHBIM MPU OCYLLECTBAEHUN FOCYAApPCTBEHHOM
pernctpaumm, u KoOTOpble MPUMEHSITCA ANs KanubpoBKM CTaHAApTHbIX 06pasuoB MNpoM3BOAUTENS
NeKapCTBEHHbIX CPeACTB, WCMNOJb3yeMbIX AN KOHTPONSA KayecTBa WM WMHbIX uenen npu obpaweHuu
NleKapCTBEHHbIX CPeACTB;

(n. 19.1 BBeaeH ®enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

19.2) dapmMakonenHbln CTaH4apTHbIA obpaseu - CTaHAapTHbIA obpa3el, Npou3BeAeHHbI B
COOTBETCTBMU C hapMaKonemnHom cTtaTben;
(n. 19.2 BBeaeH ®eaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

20) HOpMaTMBHasa [AOKYMEHTaUMs - [IOKYMEHT, COAEpXallUuih nepeyeHb onpeaensembix o
pesynbTaTaM COOTBETCTBYIOLIMX 3KCNEepTU3 MoKa3aTenell KayecTBa JIeKapCTBEHHOro cpeacTBa A4S
MEANLUMHCKOro MNPUMEHEHUs, MeTOAOB KOHTPONS €ero KadecTBa W  YCTAQHOBJIEHHbIN  ero
npoun3BoANTENEM;

21) HOpMaTMBHbIA AOKYMEHT - [AOKYMEHT, coAepXaluMii nepeyeHb onpeaensieMblX Mo
pesynbTaTaM COOTBETCTBYIOLMX 3KCNEepTU3 MokaslaTenen kadectBa WM (MAM) MeTOAOB KOHTPONSA
KayecTBa SleKkapCTBEHHOW (hOpPMbl, ONMCaHUsa BUONOrMYEecKnX, BUMOXMMMUYECKUX, MUKPOBNONOrMYECKMX,
pu13nKo-xnMmnyeckmnx, GUanveckmx, XMMMYECKMX U Apyrnx METOA0B aHamn3a JIeKapCTBEHHbIX CPeacTB
AN BETEPUMHApPHOro MNpUMeHeHusi, TpeboBaHMS K MCMNOJSb3yeMbIM B LENsX MNpOBeAEHUs AaHHOro
aHanu3a  peakTMBaM, TUTPOBaHHbLIM  pacTBOpaM, MHAWKATOPAM U  YCTAHOBJSIEHHbLIN  €ero
Nnpou3BoANTENEM;

21.1) o6bWKNA TEXHUYECKUIA OOKYMEHT - KOMIMIEKT AOKYMEHTOB M MaTepuanoB, COCTOAWMIKA U3
HECKONbKMUX  pasaenoB -  AOKYMEHTauuMu  aAMMHUCTPATUMBHOIO  XapakTepa, XWUMUYECKOMH,
dapMaLeBTUYECKON M OMOMOrMYECKON AOKYMeHTauun, dapMakosiormdeckor, TOKCMKOSIOMMYEeCKOMn
AOKYMEeHTauMu, KAWHUYECKON AOKYMEHTauun M npeacraBfisieMbli OAHOBPEMEHHO C 3asiBJIEHMEM O
rocyaapCTBEHHOW perucTtpaummM nekapCcTBEHHOro npenapata AN MeAWMLMHCKOro MpUMEHEHUS B
dopmMaTe, yCTaHOBJ/IEHHOM YTMOMHOMOYEHHbIM (befepanbHbIM OpraHoM UCMOJIHUTENbHOW BNAaCTU;

(n. 21.1 BBeneH ®enepalbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

22) Ka4yecTBO JIeKApCTBEHHOrO CpeacTtBa - COOTBETCTBME  JIEKAPCTBEHHOrO  CpeAacTsBa
TpeboBaHuaM dapMakonemHom ctatbn ANMBGO B Cliyyae ee OTCYTCTBMSA HOPMaTUBHOM AOKyMeHTauuu
NN HOPMaTMBHOIO AOKYMEHTa;

23) 6e30MacHOCTb /1IeKapCTBEHHOIO CPEACTBA - XapaKTepuUCTMKa J1IeKapCTBEHHOro CpeacTBa,
OCHOBaAHHaA Ha CpPaBHUTENbHOM aHanuse ero 3pdPeKTUBHOCTN U PUCKA NPUUYMHEHMS Bpeaa 340pOBbio;

24) a2(pdheKTMBHOCTb SIEKAPCTBEHHOrO MNpenaparta - XapaKTeEPUCTMKA CTEMEHU MOSIOXUTENbHOIo
B/IMSIHUS JIEKAPCTBEHHOro rMpenapaTta Ha TeyeHue, NpoAO/IKUTENbHOCTL 3aboneBaHuss WM ero
npeaoTBpalweHne, peabunutauMilo, Ha  COXpaHeHue, NpeaoTBpalleHMe WAW  MpepbiBaHue
6epeMeHHOCTH;

25) cepus NeKapCTBEHHOro CPeACTBa - KOSIMUYECTBO JIEKAPCTBEHHOMO CPeACTBa, MpoM3BeAeHHoe
B pe3ynbTaTe 04HOro TEXHOIOMMUYECKOro LMK/ ero npou3BoaAnTENEM;

26) perncTtpaunoHHOe  YAOCTOBEPEHME  NIEKAPCTBEHHOMo npenaparta - OOKYMEHT,
noaTBepXAarWwmin pakT rocyaapCTBEHHOW perncTpaunm nekapCTBEHHOrO nNpenapaTa;

26.1) pepxxaTtenb Unu Bnagenewl perncTpauMoHHOro yAOCTOBEpPEHUS NeKapCTBEeHHOro npenapara
- pa3paboTuMK J1IeKapCTBEHHOro CpeacTBa, MNpPOU3BOAUTENb JIEKAPCTBEHHbIX CPeAcTB WM UMHOoe
opmanyeckoe nunuo, obnagatouwee npaBoM BAaAEHUS PEerncTpauMOHHBLIM yAOCTOBEPEHMEM, KOTOpbIE
HeCyT OTBETCTBEHHOCTb 3a Ka4yecTBo, 3(hdHEKTUBHOCTb M 6€30MaCHOCTb IEKapPCTBEHHOIO Npenapara;
(n. 26.1 BBeaeH ®enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

27) PperncTtpaumoHHbIA HOMeEp - KoaoBoe o0603HavyeHue, MNPUCBOEHHOE J1EKApCTBEHHOMY
npenapaTy NMpu ero rocyaapCcTBEHHON perncrpaunm;

28) obpalleHne NeKapCTBEHHbIX CPeACTB - pa3paboTka, AOKIMHUMYECKME UCCNefoBaHus,
KMHUYECKNE WCCNeAoBaHUs, 3KCNepTu3a, rocyAapCTBeHHas perncrpaunsi, craHgaptusaums u
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KOHTPOJIb KayecTBa, MNPOU3BOACTBO, W3roTOB/IEHWE, XpaHEeHWe, nepeBo3Ka, BBO3 B POCCMINCKYO
O®epepaunto, BbIBO3 M3 Poccuinckon degepauunn, peknama, OTNYCK, peanusaumsa, nepepada,
NpUMEHEHWE, YHNUUTOXEHNE NEeKapCTBEHHbIX CPenCTs;

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

29) cybbekTbl o0bpaweHuss JfieKapCTBEHHbIX CpeacTB - u3nyeckme nuua, B TOM  yuche
nHAuBMAyanbHble MpeanpuHUMATENnN, U KpUANYEeCcKMe nuua, OoCyLecTBAsSWmMe AedTeNbHOCTb MNpwu
obpalleHnn nekapCTBeHHbIX CPeacTB;

30) pas3paboTumk nekapCcTBEHHOro CpeacTBa - opraHusauus, obnagawowas npasaMm Ha
pe3ynbTaTbl AOKJIMHMYECKUX UCCMe[0BaHMN NEeKAapCTBEHHON0 CPeAacTBa, KJMHUYECKUX UCCefoBaHuiM
NleKapCTBEHHOro npenapata v (MAK) Ha TEXHOIOMNIO NPON3BOACTBA NNIEKAPCTBEHHOIO CpeacTBa;

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

31) Npon3BOACTBO NEKAPCTBEHHbIX CPEACTB - AESATENbHOCTb MO NPOU3BOACTBY JIEKAPCTBEHHbIX
CPEeACTB opraHusaunsaMmn - NpoM3BOAUTENSAMN JIEKAPCTBEHHbIX CPeACTB Ha OAHOM CTaauu, HECKONbKMX
WKW BCEX CTaausax TEXHONOrMYEecKoro npolecca, a TakKXe TMNOo XPaHeHWw W peanu3auuu
NpoOn3BeAEHHbIX NEKAPCTBEHHbIX CPEeACTB;

31.1) npousBOACTBEHHas  nnowaaka -  TepputopumanbHO  060COBMEHHbIN  KOMMeKc
NpoOM3BOANTENS JIEKAPCTBEHHbIX CPeACTB, MpeaHa3HauvYeHHbI ANg BbINOJIHEHWSA BCEro mnpouecca
NPOM3BOACTBA JlIeKapCTBEHHbIX CPeACTB WAWN ero onpeaesieHHoN CTaauu;

(n. 31.1 BBegeH ®enepalbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

32) npou3BoauTENb NIEKAPCTBEHHbIX CPeACTB - OpraHM3aumsi, OCyLLeCcTBAsOWas Npou3BOACTBO
NeKkapCTBEHHbIX CPeACTB B COOTBETCTBUMN C TpeboBaHMAMN HacToswero ®efepanbHOro 3aKoHa;

33) dapmaueBTMUECKasa AeATENbHOCTb - AeATeNIbHOCTb, BKJOUalowasa B cebsa onToBYO TOProB/ito
NeKapcTBeHHbIMM  CpeacCTBaMW, WX XpaHeHue, TnepeBo3Ky W  (MNM) PO3HUYHYHD  TOProBJO
NeKapcTBeHHbIMM MpernapaTtaMu, B TOM 4uUCNe AUCTaHUMOHHBIM CrocoboMm, KX OTNYCK, XpaHeHwue,
nepeBO3KYy, U3roTOBIEHMNE /IEKAPCTBEHHbIX NpenapaTos;

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

34) opraHuMsauus OMNTOBOW TOProBAM JIEKAPCTBEHHbIMW  CpPeACTBAMW -  OpraHMsauus,
OCYLLIECTBNAIOLWASA ONTOBYI TOProBfAl0 JIEKAPCTBEHHbIMU CPEeACTBaMM, MX XpaHEHue, MNepeBo3KYy B
COOTBETCTBMM C TpeboBaHUAMU HacTosAlero deaepanbHOro 3akoHa;

35) anTeyHas opraHuMs3aumsa - opraHusauus, CTPYKTypHOe noapasjeneHne MeanumMHCKON
opraHmsaumu, oCyLecTBASKWME PO3HUYHYIO TOProB/l0 JIeKapCTBEHHLIMU NpenapaTtaMn, B TOM 4yucne
OVUCTaHUMOHHBIM  CcrocoboM, XpaHeHue, NepeBO3KYy, W3roToBAeHWEe U OTNYCK JIeKapCTBEHHbIX
npenapaTtoB AN MeAUUMHCKOro TMpUMEHEHUs B COOTBETCTBMM C TpeboBaHUSAMM HACTOSALWEro
depepanbHOro 3aKoHa;

(B pen. ®enepanbHbIX 3aKOHOB OT 25.11.2013 N 317-®3, o1 03.04.2020 N 105-03)

36) BeTepuHapHass anTeyHass opraHusauusl - opraHmsauua, CTPYKTypHoe noApasaesieHne
BETEPMHAPHOWN  OpraHu3auun,  OCYLIECTBASKOWME  PO3HUYHYKD  TOProBAKO  JIEKAPCTBEHHbLIMU
npenapatamMu, B TOM 4uCNe AUCTAHUMOHHbLIM CMocoboM, XpaHeHue, MU3roToB/eHME W OTNycCK
JIeKapCTBEHHbIX MNpenapaToB A9 BETEPUHAPHOro MpPUMEHEHUA B COOTBETCTBUM C TpeboBaHUAMMU
HacToswero defepasibHOro 3aKoHa;

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

37) danbcuduumpoBaHHoe  NleKapCTBEHHOEe  CPeACTBO -  JIeKApCTBEHHOE  CpPeacTBo,
COMNpoBOXAaeMoe /I0XKHOW MHdopMauKnen o ero coctase u (U1M) NnpousBoanTENE;

38) HepnobpokauyecTBeHHOE NeKapCTBEHHOE CpeAcTBO - JleKapCTBEHHOEe CpeacTBO, He
cooTBeTcTBYOWEee TpeboBaHuaM dapMakonemnHom ctaTtbn NMbO B ciyyae ee OTCYTCTBUSA TpeboBaHMAM
HOPMaTMBHOMN AOKYMEHTaLMN UIN HOPMATUBHOIO AOKYMEHTA;

39) KkoHTpadakKTHOEe feKapCTBEHHOE CpeACTBO - JIeKAapCTBEHHOEe CpeacTBO, Haxojsileecs B
0b60opoTe C HapyLweHneM rpaxaaHCKoro 3aKoHOAaTeNbCTBA;

40) [OK/IMHMYECKOe  WUCCnefoBaHWe — NleKapCTBEHHOro  cpeactBa - 6uonorudeckue,
MUKpobMonornyeckne, MMMyHOMOrMYeckmne, ToKCUKonormyeckme, dapmakonornyeckme, usnyeckue,
XUMUYECKMe W [pyrue wuccnenoBaHusi NeKapCcTBEHHOrO CpeacTBa MyTeM MPUMEHEHUS Hay4HbIX
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METOAOB OLEHOK B LUENaxX MNonyyeHus AoKa3aTenbCTB 6e30MacHOCTU, KayecTBa M 3 dHEKTUBHOCTU
NTeKapCTBEHHOr0 CPeAcCTBa;

41) KNMHMYECKOe uccneAoBaHWEe NeKapCTBEHHOro npenapaTta - M3yYeHue AMarHOCTUYECKMX,
ne4yebHbIX, npodunakTuyecknx, dapMakonorMyeckux CBOWCTB JIEKApCTBEHHOro npenapata B
npouecce ero MpPUMEHEHUSI Yy uYenoBeKa, >XWUBOTHOrMO, B TOM 4UC/le NpPOLECCOB BCACbIBaHUS,
pacnpeageneHnda, MaMeHEHNA U BbIBEAEHUA, NYTEM NPUMEHEHUA HAY4YHbIX METOAOB OUEHOK B UeENAx
nosy4YeHuss AokasaTenbCTB 6e30nacHOCTM, KadectBa M 3(PEKTUBHOCTM NeKapCTBEHHOrO npenapaTa,
OAHHbIX O HeXenaTeNbHbIX peakumsax OopraHu3Ma uYenoBeKa, >XWMBOTHOMO Ha MNpUMEHEHKue
NleKapCTBEHHOro npenapata M 06 a3ddekTte ero B3aMMOAENCTBMS C APYrMMWU JIEKApPCTBEHHbLIMMU
npenapatamm 1 (UAN) NULWEBbLIMM NPOAYKTAMMN, KOPMaMu;

42) MHOMOLEHTPOBOE  K/IMHWYECKOE MWCCNefoBaHWEe NeKapCTBEHHOro npenapata Ans
MEANLMHCKOro TMPUMEHEHUSI - K/IMHUMYECKOE WCCeAOoBaHWe JfleKapCTBEHHOro npenapata Ans
MEANLMHCKOro MPUMEHEHUs1, NPOBOAMMOE Pa3paboTUMKOM JleKapCTBEHHOro mMpenapata B ABYX WU
6onee MeAMUMHCKUX OpraHm3aumsax Mo eauMHOMY TMpPOTOKONY  KJMHUYECKOro  MCCleaoBaHus
NeKapCTBEHHOTrO NMpenapara;

43) mMexAayHapoAHOe MHOrOLEHTPOBOE KJIMHMYECKOe UCC/efoBaHMe NieKapCTBEHHOro npenaparta
AN MEAMLMHCKOro MpUMEHEHUs - KJMHWYEeCKoe uccneaoBaHWe NekapCTBEHHOro npenapaTta Ans
MEeAMUNHCKOro NMpUMEHEHUS, NPOBOANMOE pa3paboTyMKOM NeKapCTBEHHOro npenapaTta B pas/ivyHbIX
CTpaHax Mo eAMHOMY NPOTOKO/Y K/IMHUYECKOro UCCNeAoBaHWUs IeKapCTBEHHOIO npenapaTa;

44) nocTperncTpauMoHHoe KJIMHUYEeCKoe WuccnenoBaHMe JieKapCTBEHHOro npenapata  Ans
MEeAMUMHCKOro MNpUMEHEHUS - KJIMHWMYEeCKOoe ucc/eaoBaHWe JflekapCTBEHHOro rnpenapata  Ans
MEAMUMHCKOro  NMPUMEHEHUs, MNpPOBOAMMOE  NpPOU3BOAUTENIEM  JIEKApCTBEHHOro  npenapaTa,
rpaxaaHckum 060pOT KOTOPOro OCYLLECTBNAETCSA MOCNe rocyAapCTBEHHOW perncrpauum, B Lensx
AOMNOSIHUTENBHOro cbopa AaHHbIX 0 ero 6e30NacHOCTU U 3PPEKTUBHOCTU, paCLUMPEHUNS MOKa3aHUN K
NPUMEHEHUIO AAHHOro JIEKAapCTBEHHOrO MpernapaTa, a TaKXe BbISIBNEHUS HeXenaTesflbHbIX peakuui
NauMeHTOB Ha ero AeNCTBUE;

45) wccnepoBaHne 6MO3KBMBANEHTHOCTM NEKapCTBEHHOro npenapata - BuA KIAMHUYECKOro
nccnenoBaHUs  NIeKapCTBEHHOro  rnpenapaTta, MpoBeAeHMe  KOTOpPOro  ocywecTBnsgeTca  Ans
onpegeneHnsl CKOPOCTM BCacCbiBaHMA W BbIBEOEHUS OAHOrO WM  HECKONbkKux obnagatowmx
hapMaKoorM4eckom akKTUBHOCTbIO AENCTBYIOLWNX BELLECTB, KOMYECTBa SIEKApPCTBEHHOrO npenapara,
[OCTUraroLllero CUCTEMHOro KpOBOTOKa, W pe3ysibTaTbl KOTOPOro MO3BOMAKT caenaTtb BbIBO4 O
6MO3KBMBANIEHTHOCTM  BOCMPOM3BEAEHHOr0  /IeKapCTBEHHOrO  Npenapata B onpeaeneHHbIX
nekapcTtBeHHoOM dopMe W [A03MPOBKe, COOTBETCTBYHOWMX dopMe n [o3mpoBke pedepeHTHOro
NleKapCTBEHHOIO npenapara;

(n. 45 B pen. ®egepanbHOro 3akoHa oT 22.12.2014 N 429-03)

46) wuccrnegoBaHue TepaneBTUYECKOMW 3KBMBANIEHTHOCTU NeKapCTBEHHbLIX rMpernapaTtoB - BuUA
KNMHNYECKOro mnccnefoBaHUsa NekapcTBeHHbIX MNpenapaToB, MNpoBeAeHWe KOTOpOro oCyLwecTBAseTcs
A9 BbISIBIeHUS OAMHAKOBbLIX CBOWCTB J/eKapCTBEHHbIX MpenapaTtoB OnpenesieHHON JfieKapCTBEHHOM
¢dopMbl, @ TakXe HanMuuMs OAMHaKOBbIX rMokasatenen 6e3onacHoCTM U 3PEOEKTUBHOCTU
NeKapCTBEHHbIX NpenapaToB, 0AMHAKOBbIX KIIMHNYECKMX 3P HEKTOB NPpU UX MPUMEHEHUN;

47) NpoTOKONA KJIMHUYECKOrO UCC/EA0BAHUSA JIEKAPCTBEHHOrO NpenapaTta - AOKYMEHT, B KOTOPOM
onpenensawTca  UenM, GOpPMbl  OpraHM3aumMum U  MEeTOAONOrMsA  NPOBEAEHMS  KIIMHUYECKOro
nccneaoBaHus, cTaTUCTUUeckne Metoabl 06paboTKM pe3ynbTaToB Takoro MCCneAoBaHWUst U Mepbl Mo
obecneyeHnto 6e30MacHOCTU  UIMYECKUX ML, Y4YacTBYOWMUX B KJINHMYECKOM WCCea0BaHUM
NleKapCcTBEHHOro Npenapara;

48) 6powtopa wuccnegoBaTenss - CBOAHOE WU3/IOXKEHME  Ppe3ysbTaTOB  AOKJAMHUYECKOro
NCCNenoBaHUa NeKapCcTBEHHOIO CPEACTBA M KIIMHUUYECKOro UCCeA0BaHUA NeKapCTBEHHOro npenaparta
ANA MeAULMHCKOrO NMPUMEHEHUS ;

49) WHMOPMAUMOHHbBIA JIMCTOK MauneHTa - AOKYMEHT, B KOTOPOM CoAepXaTcs B AOCTYMNHOMU
¢dopMe cBedeHUs, Kacawwmecs MNpoOBOAMMOIr0 K/AWHUYECKOro WCCnefoBaHWsa  JIeKapCTBEHHOMO
npenapata, U B NMCbMeHHON dopMe A06pOBOMbHOE cornacue nauuMeHTa Ha y4dyacTue B KIIMHUYECKOM
nccnefoBaHUM NeKapCTBEHHOrO rnpenaparta nocsie 03HAaKOMAEHUS C OCOBEHHOCTAMU KIAMHUYECKOro
NccnefoBaHUs, UMELWNMU 3HAYEHNE AN BbIPaXXeHUA Takoro cornacus;

50) nobouyHOe [AencTBME - peakuusi OpraHu3Ma, BO3HMKLIAA B CBA3M C MPUMEHEHMEM
NIEKApPCTBEHHOrO Mpenapata B [03aX, PEKOMEHAYEMbIX B MHCTPYKLMW MO €ro NpUMEHEeHuto, AN
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I'IpOd)VIJ'IaKTVIKVI, ANarHoCtnkKun, nevyeHums 3aboneBaHus nnu ans pea6mnMTau,vw|;

50.1) HexenaTenbHasa peakuus - HenpegHaMmepeHHas HebnaronpusaTHas peakuuss opraHusma,
KoTopas MoXeT 6bITb CBA3aHa C NPMMeHeHMeM fIeKapCTBEHHOro npenapaTta;
(n. 50.1 BBegeH ®enepalnbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

51) cepbe3Hasa HexenaTeNnbHas peakuus - HexenaTenbHas peakuumsi opraHuM3aMma, CBsi3aHHas C
NpUMEHEHMEM JIEKApCTBEHHOrO MnpenapaTta, npuBeAllass K CMEpTU, BPOXAEHHbIM aHOManusM Wau
nopokam pasButusa nnbo npeacTasnsowan cobon yrposy XusHu, Tpebytowas rocnutannsaumm mnm
npueBeallas K CTOMKOW yTpaTe TpYAoCnocobHOCTM N (MAK) MHBANNAHOCTH;

52) HenpeaBuaeHHas HexenaTtesnbHas peakuus - HexenaTenbHas peakuus opraHusma, Kotopas
CBsi3aHa C MPMMEHEHMEM JleKapCTBEHHOro npenapaTta B A03aX, PEKOMeHAYyeMbIX B MPOTOKONE ero
KIMHUYECKOro wuccnegosaHus, 6pouwtope uccnepgoBaTtens, WAKM C MNpPpUMEHEHUEM JlieKapCTBEHHOro
npenapata B A03ax, PEKOMEHAYEMbIX B WHCTPYKUMM NO €ro npuMeHeHuto Ans8 npodunakTuKku,
ANArHOCTUKK, NedyeHus 3aboneBaHuUs WAN MeAUUMHCKON peabunutaumm naumeHTa, U CYLWHOCTb,
TSXKECTb WM MUCXO4 KOTOpPOM He COOTBETCTBYEeT WH@OpMauunm O JeKapCTBEHHOM rpenaparTe,
cogepxxawencsa B MNPOTOKOSE €ero KJMHUMYECKOro uccnenoBaHus, 6powope uccnegoBaTens UM B
MHCTPYKLUWK MO NPUMEHEHUNIO SIEKAPCTBEHHOrO NMpenapaTa;

(n. 52 B pea. ®egepanbHOro 3akoHa oT 22.12.2014 N 429-03)

52.1) dapmakoHaasop - BMA AeSATENbHOCTU MO MOHUTOPUHIY 3D@PEKTUBHOCTM M 6€30MacHOCTH
NleKapCTBEHHbIX MpenapaTtoB, HamMpaB/ieHHbIA Ha BbIsIBJIEHWE, OUEHKY W npegoTBpalleHue
He)xenaTesbHbIX NOCNeACTBMIN MPUMEHEHMS NeKapCTBEHHbIX NpenapaTos;

(n. 52.1 BBegeH ®enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

52.2) nnaH ynpaBneHus puckamm - noapobHoe onmcaHue MeponpuaTuii Nno dapMakoHaa3opy,
Hanpas/iEHHbIX Ha BblISBfIeHWE, OUEHKY M NpeaoTBpalleHne UIN MUHUMN3ALMIO PUCKOB, CBA3AHHbIX C
NleKapCTBEHHbIMUM NpenapaTtamMu, Bko4Yas oueHKy 3 deKTUBHOCTM AaHHbIX MEPOMPUSATUNA;

(n. 52.2 BBeaeH ®eagepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

KoHcynbTaHTl0C: npuMeYyaHue.
C 01.03.2023 B n. 53 cT. 4 BHOCATCA naMmeHeHusa (O3 ot 30.12.2021 N 463-93). CM. byayLuyo
pefakuuto.

53) peuent Ha fieKapCTBEHHbLIN MNpenapaT - MEeAWUMHCKUA LOKYMEHT YCTaHOBJIEHHOW (OpMbl,
coAepXalwmMin Ha3Ha4YeHne NeKapCTBEHHOro npenapaTta ANs MeAUMLMHCKOrO NMPUMEHEHUS, BblAAHHbIN
MeANUNHCKNUM pabOoTHMKOM B LENsAX OTNyCKa JIeKapCTBEHHOrO npenapaTta WM ero M3roToBSIEHUS WU
oTnycka Ha 6yMaXXHOM HocuTene Wam C cornacums naunmeHTa WM ero 3aKOHHOro npeacraBuTens B
dopMe 3/1eKTPOHHOro AOKYMeHTa, NoANUCAaHHOMO C MCNOJIb30BaHMEM YCUITEHHOW KBanuduUMpoBaHHOM
3NEeKTPOHHOW noAnucKM  MeaAUUMHCKOro paboTHuka, nuMbo [AOKYMEHT YCTAHOB/IEHHOW QOpMbl,
cogepxalwmi HasHadeHne nekapCTBEHHOro npenaparta Af8 BeTepUHApPHOro NpUMeHeHWUs, BblAAHHbIN
cneyuanmctoMm B obnactm BeTepuMHapum B UeNnsx OTnycKa JieKapCTBEHHOrO npenapata WM ero
N3roToBJ/IEHMS N OTNyCKa Ha 6yMaXKHOM HocuTene;

(B pea. ®enepanbHbIX 3aKOHOB OT 29.07.2017 N 242-®3, o1 02.08.2019 N 297-93)

KoHcynbTaHTlNOC: NnpuMeYaHue.
C 01.03.2023 n. 54 cT. 4 u3naraetcs B HoBoW pepakumm (®3 ot 30.12.2021 N 463-D3). CM.

Syayulyto peaakumio.

54) TpeboBaHne MegMUMHCKOW OpraHuM3auum, BeTepuvHapHOW opraHu3auuMm - [OOKYMEHT
YCTaHOBJ/IEHHON (POPMbI, KOTOPbIA BbINMUCAaH MEAULUMHCKUM pabOTHUKOM WUAM Cneumanuctom B obnactu
BETEPMHAPUN, UMEKLIMMKM Ha 3TO MpaBO, U COAEPXWUT B MUCbMEHHOMN dopMe yKasaHue anTedyHomn
opraHusaunm nnn BeETEPUHAPHOM anTeuyHoM opraHm3aunmn ob oTnycke NeKapCTBEHHOro nNpenaparta uim
O ero wu3rotoBneHunm wn 06 oTnycke pana obecneyeHumss neyebHOro npouecca B MegULMHCKOMN
OpraHmsaumu, BETEpUHApPHOM OpraHusaunu;

(B pen. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-03)
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55) KkoMnnekcHas oueHKa JieKapCTBEHHOro rmpenapata - OUEHKa 3apernctpmpoBaHHOro
NeKapcTBEHHOro npenapaTa, BkAw4vawowas B ceba aHanu3 uHpopMaumm O CpaBHUTENbHOM
KNnHn4Yeckon acp@pekTnBHOCTM M 6e30NacHOCTU NeKapCTBEHHOro npenapaTa, OUueHKY 3KOHOMWUYECKMX
nocneacTBui  ero  MpuUMEHeHusl,  M3yyeHue  AOMNOSHUTENIbHbIX  MNOCNEeACTBUMA  MPUMEHEeHus
NeKapCTBEHHOro npenapaTa B Lenax NpUHATUSA pelleHnin 0 BO3MOXHOCTU BKAKOYEHUS NeKapCTBEHHOro
npenapata B MNepeyeHb XU3HEHHO Heob6X0AUMMbIX W BaXHEWWWUX JeKapCTBEHHbIX MnpenapaTos,
HOpPMaTWBHbIE NPaBOBblE aKTbl U WUHblE AOKYMEHTbI, onpeaensowme nopsaoK oKazaHus MeauLUHCKOM
MOMOLLM, UIN UCK/TIOYEHUSA €ro U3 yKasaHHbIX NepeyHs, akToB U JOKYMEHTOB;

(n. 55 BBeneH ®enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-13)

56) cucrtemMa MOHUTOPUHra ABUMXEHUSA JieKapCTBEHHbIX nMpenapaTtoB AN MeaULMHCKOro
npuMmeHeHusa - deaepanbHasl rocyaapcTBeHHas WMHMOpPMaLMOHHas CUCTEMA MOHUTOPWUHIa ABUXEHUS
NleKapCTBEHHbIX rMpenapaTtoB AN MeAULUHCKOro MpPpUMEHEeHMs OT MNpom3BoauTens A0 KOHEe4YHOoro
notpebutens C WUCNONb30BaHWMEM B OTHOLIEHWM JIEKAPCTBEHHbIX MNpernapaTtoB Aa8 MeaAWLMHCKOro
NMPUMEHEHUSA CPeacTB naeHTudnKaumu,

(n. 56 BBeaeH deaepanbHbIM 3aKOHOM OT 28.12.2017 N 425-03)

Mmaga 2. NONTHOMO4YUA ®EAEPANbHbLIX OPTAHOB UCMNONTHUTENIbHON
BITACTU, OPTAHOB UCNONHUTENbHOW BIIACTU CYEbEKTOB POCCUACKOWN
PEOEPALIMU NPU OBPALLEHUN JIEKAPCTBEHHbIX CPEACTB

Cratbss 5. [MosnHoMoumsa d¢enepanbHbIX OPraHOB WCMOJIHUTENIbHOW B/AacTU nNpwm
o6palieHnn eKapCcTBEHHbIX CPeAcCTB

K nonHoMmouusaMm denepanbHblX OpPraHoB  MCMOMHUTENbHOW  BRactm npu  obpalleHuu
NeKapCTBEHHbIX CPeACTB OTHOCSATCS:

1) npoBeaeHne B Poccuiickoin deaepaumn eamHON rocyaapCTBEHHOW NONUTMKM B obnactu
obecneyeHuns nekapCTBEHHbIMW NMpenapaTtamMu rpaxgaH B Poccuinckon degepaumu;
(B pen. ®epepanbHOro 3akoHa ot 22.12.2014 N 429-93)

2) yTBepxaeHue obwmx dapMakonenHblXx CcTaTten, dapMakonenHblX CcTaTeEN, wu3aaHue
rocynapcrtBeHHonm dapMmakonen, co3gaHue U BeAeHue peecTpa dapMaKonerHbiX CTaHAapTHbIX
o6pa3uoB;

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

3) ocyuwlecTBieHne deaepanbHOro rocyaapCTBEHHONO KOHTponsa (Hagsopa) B cdhepe obpalleHus
neKapCTBEHHbIX CPeacTB;
(B pea. ®enepanbHbIX 3aKOHOB OT 25.06.2012 N 93-03, ot 11.06.2021 N 170-03)

4) NUUEH3NpPOBaHME MNPOM3BOACTBA JIEKAPCTBEHHbLIX CpPeaAcTB, B TOM uucne deaepanbHbii
roCyAapCTBEHHbIN  JIMLUEH3MOHHbLIA KOHTPOJSIb  AEATEeNIbHOCTM N0 MNPOM3BOACTBY JIeKApPCTBEHHbIX
CPeAcTB, nepuogmyeckoe MnoaTBepXAeHNe COOTBETCTBMS JNMUEH3MATa, MMEIOWEro JINUEH3UI0 Ha
NPOM3BOACTBO JIEKAPCTBEHHbLIX CpeacTB, W dapMaueBTUYECKON AesATeNbHOCTM B COOTBETCTBUM C
3aKoHoAaTeNnbCTBOM Poccuiickoinn deagepaunm;

(B pen. ®epepanbHOro 3akoHa ot 11.06.2021 N 170-93)

5) opraHmsaums aKcnepTm3bl JIEKAPCTBEHHbIX CPEeACTB, 3TUYECKOW 3KCMepTu3bl BO3MOXHOCTU
NPOBEeLEHNA  KJIMHWUYECKOro MWCCNeAoBaHUsA  JIeKapCTBEHHOro npernaparta  Angd  MeauuMHCKOro
NMPUMEHEHUHA, 3KCNepTu3bl AOKYMEHTOB, [MPEACTAaB/IEHHbIX A9  OnpefesieHUs  BO3MOXHOCTU
paccMaTpuBaTb JIEKApCTBEHHbLIA NpenapaT ANS MeAWUWMHCKOro MpUMEHEHMS MNpu rocyaapCTBEHHOWN
permcrpaumm B Kadyectse opdaHHOro nekapcTBeHHOro npenapaTta;

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

5.1) opraHusaumsa npoBeAeHUs KOMMJIEKCHOM OLUEHKW JfleKapCTBEHHOro npenapaTta B uensx
NPUHATUSA PELLEHNIA O BO3MOXXHOCTU BK/IOUYEHUS NNIEKAPCTBEHHOrO rnpenaparta B NepeyvyeHb XWU3HEHHO
HEeO6XO0AUMBbIX UM BaXHEUWMUX JfIeKApCTBEHHbIX MpenapaTtoB, HOPMaTUBHbLIE MPAaBOBble aKTbl U MUHble
OOKYMeHTbl, onpenensiowme nopsagok OKasaHusa MeauUMHCKOW MOMOLWM WAW UCKIKYEeHUs ero u3
yKa3aHHbIX NepeyHs, akTOB U JOKYMEHTOB;

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

6) Bblaa4a pa3pemeHM|7| Ha npoBegeHne KIANMHNYECKNX nccnenoBaHui NEKapCTBEHHbLIX
npenapartoB, BeEAEHNE peECTpPpa BblAadHHbLIX pa3peLU€HVIl\/'I Ha nposeaeHne KJIIMHN4YeCKnxX nccnegoBaHum
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NeKapCTBEHHbLIX NMpenapaTos;

7) rocyaapcTBeHHas perncrpaumsa NnekapcTBeHHbIX MpenapaTtoB, BeAeHMEe TocyAapCTBEHHOMO
peecTpa IeKapCTBEHHbIX CPEACTB;

8) opraHuzaumsa u (Mnn) NpoBeAeHNE UHCMEKTUPOBaHUA CybbeKTOB obpalleHns TeKapCTBEHHbIX
CpeacCTB Ha COOTBETCTBME NMpaBunam Hagnexawen nabopaTopHOM NpPaKTMKKM, NpaBuiaM Hagnexallemn
KNMHNYECKON NpaKTUKW, NpaBuiamM Hagnexallen npakTukm XpaHeHs 1 nepeBo3Ku JIeKapCTBEHHbIX
npenapaToB, NMpasunaM Hagnexawen AMCcTpubbloTOPCKON NMpakTUKK, NpaBuiiaM Haanexallemn
anTe4yHOM NpaKTUKK;

(n. 8 B pea. ®epepanbHOro 3akoHa ot 22.12.2014 N 429-03)

8.1) opraHmsaums u (UAM) npoBeAeHNE UHCMeKTUpoBaHus cybbekToB  obpalleHus
NeKapcTBeHHbIX CpeaCTB Ha COOTBeTCTBME TpeboBaHMAM MpaBui Hagnexalwen nponsBoaCTBEHHOM
NpakTUKK, Bblgadya 3aK/4YeHUM O COOTBETCTBMM NPOU3BOAUTENS  JSIeKApPCTBEHHbLIX CpeAacTB
TpeboBaHUSAM NpaBua Hagnexawen Npon3BoACTBEHHON MPaKTUKK;

(n. 8.1 BBeaeH ®enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

8.2) ycTtaHoBneHue nopsaka BeAeHUs U BeAeHue roCyAapCTBEHHOrO peecTpa 3aK/Il4eHuin o
COOTBETCTBMW MPOU3BOAMTENSA NIEKApCTBEHHbIX CpeacTB TpeboBaHMAM nNpaBun  Haanexawen
NPOM3BOACTBEHHOM NPaKTUKK;

(n. 8.2 BBeaeH ®enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

9) rocyaapCTBeHHass perucTpaums npeaenbHbiX OTMYCKHbIX LEH MpousBoauTesnern Ha
NleKapCTBEHHbIE MpenapaTtbl, BK/AKOYEHHblIE B MepeyYeHb >XMU3HEHHO HeobXoAUMbIX W BaXHeMWwux
JIeKapCTBEHHbIX MNpenapaTtoB, U BeAeHME TroCyAapCTBEHHOrO peecTpa npefenbHbiX OTAYCKHbIX LEH
NMpon3BOANTENEN HA JIeKApPCTBEHHbIE MpenapaTbl, BK/IOYEHHbIE B MepevyeHb XU3HEHHO HEOOXOAUMBbIX
M BaXXHeMLWKnX NIEKapCTBEHHbIX NpenapaTos;

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

9.1) cornacoBaHWe NPOEKTOB pELIEHMNIA OPraHOB UCMONIHUTENbHOM BNacTn cybbekToB Poccuiickom
Qdepepaunm o6 ycraHoBaeHUM U (UMW) M3MEHEHUM npenenbHbIX pa3MepoB OMNTOBbIX HagbaBoK w
npenenbHbIX PasMepoB PO3HUYHbIX HagbaBoOK K (haKTUMUYECKUM OTMYCKHbIM LEeHaM, YCTaHOBJIEHHbIM
Npon3BOANTENSIMM JIeKapCTBEHHbLIX MpenapaToB, Ha JlIeKapCTBEHHble npenapaTbl, BK/KOYEHHbIE B
nepeyeHb XM3HEHHO HEOBXOAMMbBIX U BaXXHENLWKNX JIeKapCTBEHHbLIX NpenapaTos;

(n. 9.1 BBeaeH deaepanbHbIM 3aKOHOM OT 13.07.2015 N 241-D3)

10) Bbigaya, YyCTaHOBJ/IEHME nMOpsiAKa BblAa4yM pa3pelleHMss Ha BBO3 KOHKPETHOW napTuu
NneKapcTBEHHOro cpeacTsa B Poccuinckyto Geaepauuio;
(n. 10 B pea. ®enepanbHOro 3akoHa ot 02.08.2019 N 297-03)

10.1) Bblgaya, ycTraHoBAeHMEe Nopsika Bblgayn M GopMbl AOKYMEHTa, KOTOpblii MOATBEPXKAAET,
UyTO MPOW3BOACTBO JIEKAPCTBEHHOrO npenapata ANd MeAUUMHCKOrO NMpPUMEHEHUA OCYLLeCTB/IEHO B
COOTBETCTBUM C TpeboBaHMAMM MpaBui  Hagfexawen Nponu3BOACTBEHHON MPaKTUKM WUAM  4YTO
NleKapCTBEHHbIN MnpenapaT 4/ BEeTEPUHAPHOro NMpUMeEHEeHUs donyleH K obpalweHuto B Poccuiickom
depgepaunm, N nNoaneXuT npeactaBieHMIO Mo TpeboBaHMIO YMNOSHOMOYEHHOrO OpraHa CTpaHbl, B
KOTOPYI0 BBO3UTCS SIEKAPCTBEHHbIN Npenapar;
(n. 10.1 BBeaeH ®enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03; B pea. deaepanbHOro 3akoHa oT
02.08.2019 N 297-03)

10.2) Bblgava, yctaHoBAeHWe nopsigka Bblgadun n hopMbl AOKYMEHTA, CcoAepXKallero cBegeHus o
CTagmnax TEeXHONOrM4yeckoro npouecca npou3BOACTBA JIEKAPCTBEHHOMO CpeactBa Al MeAMUUMHCKOro
NPUMEHEHUS, OCYLLECTBNAEMbIX HA TEpPPUTOpUKM EBPA3NINCKOro 3KOHOMMYECKOro CO3a;

(n. 10.2 BBeaeH defepasnibHbIM 3aKOHOM OT 22.12.2014 N 429-03, B pea. ®egepanbHOro 3akoHa oT
13.07.2015 N 241-03)

11) co3paHne cOBETOB MO BOMNpPOCaM, CBA3aHHbIM C 0bpalleHneM JIeKapCTBEHHbIX CPeACTB;
12) atrectaumsa n ceptudmnkauma cneumnanncros;
13) ytpatun cuny c 1 centabpsa 2013 roga. - ®egepanbHblin 3akoH oT 02.07.2013 N 185-03;

14) ocyuwecTtBneHne apMakoHan3opa;
(n. 14 B pea. ®eaepanbHOro 3akoHa ot 22.12.2014 N 429-03)
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15) yyactue B MeXxayHapoAHOM COTPYAHUYECTBE;

16) nonydeHne No 3anpocam ynosHOMoYeHHoro deaepanbHOro opraHa UCNOSIHUTENBHOW BacTu
OT OpraHoB MWCMOJSIHUTENbHOW BNacTM Ccyb6bekToB Poccuitckolr depepaunun, a TakXe OT CyObekToB
06palleHnss NIEKApCTBEHHbIX CPeACTB ANA MeAULMHCKOro NpUMEeHEeHUs WMHdOopMauuM no Bornpocam
YCTaHOB/IEHUA N NPUMEHEHUSA LIEH Ha JIEKAPCTBEHHbIE NMpenapaTthl U HaA6aBOK K HUM;

17) npuMeHeHMe Mep OTBETCTBEHHOCTM 3@ HapylweHue 3akoHogaTenbctBa Poccuickon
denepaunm;

18) yTBepxaeHue npaBun Hagnexawen nabopaTOpHOM NpaKTUKK, MpaBua  HaAnexallen
KNIMHNYECKON MNpaKTUKW, NpaBua Haanexawen npousBOACTBEHHON MPaKTUKK, NpaBwusl HaAnexallen
NPaKkTUKW  XpaHEHMS U  NepeBO3KW  JleKapCTBEHHbIX MNpenapaToB, MpaBuvn  Hagsexallemn
ONCTPUOBIOTOPCKON NpakTUKKW, MNpaBua Hagsexawen anTe4YHOW npakTUKKW, NpaBua Hagnexallemn
NpaKkTUKKW papMakoHaA30pa NeKapcTBeHHbIX npenapaToB ANs MeAUUMHCKOro NnpuMeHeHus;

(n. 18 BBeaeH ®egepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

19) ycTaHoBneHue nopsaka GOPMUPOBAHUSA PEernucTpaunMoOHHOro [0Cbe Ha JIeKapCTBEHHbIN
npenapat 1 TpeboBaHNIN K AOKYMEHTAM B €ro CoCTaBe;
(n. 19 BBeaeH denepasnbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

20) yTBepxaeHue rnpasua paumoHanbHOro Bblbopa HaMMEHOBAHUN NIEKAPCTBEHHbLIX MpenapaToB
AN8 MeANUMHCKOro NpUMeHeHus;
(n. 20 BBegeH ®enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

21) yTBEepxaeHue nepevyHss HAMMEeHOBaHUN NTeKapCTBEHHbIX POopM;
(n. 21 BBeaeH ®enepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

22) ytpaTtun cuny ¢ 1 mapta 2020 roga. - ®egepasbHbii 3aKoH 0T 27.12.2019 N 475-03;

23) yTBepxaeHue TpeboBaHUI K UMHCTPYKUUM NO MEAULMHCKOMY MPUMEHEHUI0 NeKapCTBEHHbIX
npenapaToB U K MHCTPYKLUU MO BETEPUHAPHOMY NMPUMEHEHUIO JIEKAPCTBEHHbIX NpenapaTos;
(n. 23 BBeaeH denepasnbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

24) NpUHATME pelleHUMr, SBASLWMUXCS OCHOBaHUAMU A9 BKAKOYEHUS AOMEHHbLIX UMeH u (nnn)
yKasaTtenemn cTtpaHul canTtoB B MHGMOOPMAUMOHHO-TENEKOMMYHUKALMOHHOM ceTn "MHTepHeT", a Takxe
ceTeBbIX aApecoB B eAWHYID aBTOMaTU3MPOBAHHYK WHQOPMaUMOHHYD cucTeMy "EAMHBIR peecTp
OOMEHHbIX MMEH, yKasaTenenm CTpaHuy CcanToB B MHGMOPMAUMOHHO-TENEKOMMYHUKALMOHHOM CeTu
"MHTepHeT" M ceTeBbIX aApecosB, MO3BONAWMX WAEHTUDUUMPOBATbL CalTbl B MHGPOPMALMOHHO-
TENEeKOMMYHUKaUMOHHOMN ceTn "UNHTepHeT", cogepxawme nHdopmaumio, pacnpocTpaHeHne KOTOpol B
Poccuirickonn ®epepaumm 3anpeweHo"”, B OTHOWeHUU uHdOpMauum, COAepXalien npeanoxeHuve o
PO3HWUYHOM TOProBne JNeKapCTBEHHbIMW MpenapaTtamMuM, B TOM 4ucie AUCTAHUMOHHBIM Cnocobom,
pPO3HMYHAsA TOProeBsisd KOTOPbIMW OrpaHuMyeHa WM 3anpelleHa B COOTBETCTBMM C  HaCTOSILUUM
®epepanbHbIM 3aKOHOM, U (Mnn) nHdboOpMaunm, coaepxxallen npeanoxeHue O po3HUYHOW Toprosne
neKapcTBeHHbIMM MpenapaTtamMu, B TOM 4ucae AUCTAHUMOHHBLIM CNOCO60M, NMuaMu, He WMelLWwMUMU
NVNLUEH3MN U paspelleHns Ha OocCyllecTBNeHUne Takon AesaATeNbHOCTWU, eCnn MNoaydYeHue JSINUEH3Un n
pa3pelleHns npeaycMOTpeHO 3aKOHOAATeNbCTBOM 06 obpalleHnn nekapCcTBeHHbIX CpeacTB;

(n. 24 B pea. ®epepanbHOro 3akoHa ot 03.04.2020 N 105-®3)

25) Bblgava paspeweHWit Ha BBOA B rpaxaaHckuin o6opoT  MMMYyHO6MONOrMvyeckmx
NeKapCTBEHHbIX NpenapaTos.
(n. 25 BBeneH ®enepanbHbIM 3aKOHOM OT 28.11.2018 N 449-03)

KoHcynbTaHTlOC: NpuMeYyaHue.

Ct. 5.1 pacnpocTpaHseTcsa Ha NOJIHOMOYMSA, KOTOPblE HE nepefaHbl AN OCYLEeCTB/IEHUS OpraHaM
rocyaapCTBEHHON BfacTu cybbekToB PO 1 opraHam MeCcTHOro camoynpaBieHus
COOTBETCTBYOLWNMMKU dheaepanbHbiMi 3akoHaMu (O3 ot 13.07.2015 N 233-03).

Cratba 5.1. Tlepepauya ocywecTBneHUss NoJIHOMOuMi ddeaepanbHbiX OpPraHoB
MCMNOJIHUTE/NIbHOMN B/1acCTMU npu ob6paweHMn nekapcTBeHHbIX CpPeAcCTB  opraHam
MCNONTHUTENbHON BNacTn cybbekToB Poccuickon depgepaumm

(BBegeHa degepanbHbiM 3akoHOM OoT 13.07.2015 N 233-03)
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MNonHoMounsa deaepanbHbiX OPraHOB MUCMONHUTENBHOW BNacTu npu obpalleHnn nekapcTBEHHbIX
CpeacTB, npeaycMoOTpeHHble HacTtosawuMm deaepanbHbIM - 3aKOHOM, MOryT nepeaaBaTbCa AN
OCYLLECTB/IEHMS  OpraHaMm  MWCMNOSIHUTEeNbHOW  Bnactn  cybbekToB  Poccuitickonn  depepaunm
nocraHosneHmamu [NpaButensctBa Poccuinckon  depepaumm B Nopsake,  YCTaHOBEHHOM
®denepanbHbIM 3aKOHOM OT 6 OkTa6ps 1999 roga N 184-®3 "06 06wmx NpuHUMNAX OpraHM3auum
3aKoHoAaTeNbHbIX (NpeacTaBUTENbHBLIX) W UCNOMHUTESNIbHLIX OPraHoB rocyAapCTBEHHOM BRacTu
cybbekToB Poccuiickon ®epnepaummn”.

Cratba 6. lNMonHOMOUMSA OpPraHoOB MWCMNOJIHUTENbHOM BAacTu cybbekta Poccuiickon
depnepaummn npm obpaweHnmn neKapcTBeHHbIX CPEeAcTB

K NoMHOMOYMSAM OpraHoB WCNOMHWUTENBHOW Bnactu cybbekta Poccuinckon @epepaunn npu
obpalleHnn nekapCTBeHHbIX CPeaCcTB OTHOCATCS:

1) paspaboTka W peanusauusi pervoHasnbHbiX MNporpaMM  obecrneyeHuss HaceneHus
NTeKapCTBEHHbIMM NpenapaTamu;

2) YyCTaHOB/IEHME npeaefbHbIX pa3MepoB OMNTOBbIX HaabaBOK U  nNpeAenbHbIX pasMepoB
PO3HUYHbIX HaabaBoK K (HAKTUYECKMM OTMYCKHbIM LEeHaM, YCTaHOBJIEHHbIM MNpPOU3BOAUTENSIMU
NeKapCTBEHHbIX MpPenapaToB, Ha NIeKapCTBEHHbIe NnpenapaTtbl, BK/OYEHHbIE B MEpPEYEHb XU3HEHHO
HEeo6X0AMMbBIX U BaXXHENLLMX NeKapCTBEHHbIX NpenapaTos;

3) ocCyLwecTBneHne pervoHanbHOro roCyAapCTBEHHOrO KOHTPOSSA 3a MNpPUMMEHEeHMEeM UueH Ha
NneKapcTBEHHble npenapaTbl, BK/KYEHHble B MepeyeHb XMU3HEHHO HeobXoAUMbIX W BaXXHEWULWKNX
NeKapCTBEHHbIX MpenapaTtoB, OpraHuM3aumMsiMM OMNTOBOM TOProBNAM /NeKapCTBEHHbIMW CpeacCTBaMMU,
anTeYHbIMM OpraHM3aunaMm, WMHAMBUAYANbHbIMU NpeanpUHUMATENSIMU, WUMEKLWNMU ULEH3NI0 Ha
papMaueBTUYECKYO AeATeNbHOCTb, MEeAUMUMHCKUMW OpraHuMsauusiMyM, MUMEKWMMN  NINLEH3MI0 Ha
dapMaueBTUYECKYD [AeATeNbHOCTb, M ux 060cobneHHbIMM nogpasgeneHnammn (ambynatopusamm,
denbawepckumMmn M denbaliepcko-akywepckMMn  NyHKTaMM, UeHTpamu (oTheneHumsamu) obuien
BpayebHoM (CeMenHOM) NpaKkTUKK), PacnosiOXEHHbIMU B CE/IbCKUX HaCeNeHHbIX MYHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeYHblE OpraHmM3aunm;

(B pen. ®epepanbHbiX 3akoHOB OT 25.06.2012 N 93-®3, o1 27.12.2019 N 475-®3)

4) npuHATME pelleHns o6 Mcnosb3oBaHMM Ha Tepputopunm cybbekTa Poccuinckon ®deaepaunmn
Haps4y C peuenTtaMuM Ha JNleKapCTBEHHble npenapaTtbl, OPOpPMJ/IEHHbIMM Ha OyMaXKHOM HocuTene,
pPELIENTOB Ha JIeKapCTBEHHbIE npenapaTtbl, COOPMMPOBAHHbBIX B OPME 3/IEKTPOHHbIX AOKYMEHTOB.

(n. 4 BBeaeH ®eaepanbHbiM 3aKOHOM OT 29.07.2017 N 242-03)

Masa 3. TOCYJAPCTBEHHAA ®APMAKOIESA

Cratba 7. Pa3paboTrka M wu3gaHuMe rocypapcrBeHHoM ¢apmMmakoneum, pa3MmeweHue
AAHHDbIX O HEU

1. Moa rocynapcCTBeHHOW dapMakoneer MOHMMAETCs CBOA 06WKMX dapMakKonenHblX cTaTen u
chapmakonerHbIx cTaTen.

2. Paspabotka obwmx dapmakonenHblXx cTtatern W QapMakonenmHbiXx cTaTen, B TOM uucne
dapmakonenHblx cTaTter Ha dapMakonenHble CcTaHAapTHble o6pasubl, U BKAKOYEeHWe ux B
rocyfapCTBEHHYIO (apMakoner OCYLEeCTBAATCA B MOpAAKe, YCTAaHOBIEHHOM YMNOJIHOMOYEHHbIM
denepanbHbIM OpraHoM UCMNOSTHUTEIbHOW BNACTW.

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

3. PaspaboTka dapMakonemHon CcTaTbM Ha pedepeHTHbIN JNeKapCTBEHHbIM npenapaTt W
BK/AKOYEHME €ee B TroCyaapCTBEHHYK dapmakonew B TeYeHWe Cpoka AeNCcTBus  3aluThbl
WUCKNIOUYUTENBHOIO nNpaBa, YAOCTOBEPEHHOrO MAaTEHTOM Ha pedepeHTHbI NeKapCTBEHHbIA Npenapar,
OCYLLECTBIAOTCS C cornacms ero paspabortumka.

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

4. TocypapctBeHHas dapmMakoness wu3gaeTcsas YMNONHOMOYEHHbIM deaepasnbHbIM - OpraHoM
NCNONHUTENbHOM BNacTU 3a cyeT cpeacTB denepasnbHoOro 6roaxera U NOANEXUT nepensgaHusam He
pexe 4YeM oAWH pa3 B NATb JIeT, B MNepuoa Mexay KOTOPbIMM WM3ZAOTCS MNPUNOXKEHUS K
rocynapcrtBeHHon dapmakonee, coaepxawme obuwme dapmakoneHble crtatbn U (Mnn)
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dapmakonenHble CcTaTbW, YTBEPXAEHHbIE TMOCNEe U34aHUA WAW MepensfaHns rocyaapCTBEHHOM
dhapmakonewn.

5. YnonHoMoueHHbIn denepanbHblA OpraH WCMONHUTENbLHON BRacTM pasMellaeT AaHHble O
rocyaapctBeHHoOn apMakonee U MNPUIOXKEHUSX K Hel Ha cBoeM oduuManbHOM calTe B CeTu
"MHTepHeT" B yCTAaHOB/IEHHOM UM MopsiAaKe.

Maea 4. IMLEH3UPOBAHUE NPOU3BOOCTBA JIEKAPCTBEHHbIX CPELCTB
N ®APMALEEBTUYECKOW OEATENBHOCTU, FOCYOAPCTBEHHbLIA KOHTPOIb
(HAO30P) B COEPE OBPALLEHUA NEKAPCTBEHHbLIX CPELOCTB

(B pen. ®epepanbHoro 3akoHa ot 11.06.2021 N 170-03)

CraTtbs 8. JinueHsnpoBaHue npou3BoACTBa JleKapCTBEHHbIX  CpeAacCTB n
¢papMaueBTUUECKON AEATE/IbHOCTHU

1. JInueH3MpoBaHME TMpPOU3BOACTBA JIEKAPCTBEHHbIX CpeacTB M dapMaueBTUYECKON
NeSATENbHOCTU OCYLLIECTB/ISIETCSA B COOTBETCTBMU C 3aKOHOAATeNbCTBOM Poccuiickon degepauni.

2. ObsazaTenbHbIM YyCNOBMEM MNpeAoCTaBNeHUs JIMUEH3UW Ha NPOU3BOACTBO JIeKapCTBEHHbIX
CpeacCTB ABMSETCA NPUNOXKEHNE K 3a8BNIEHNIO COMCKATENS IMLEH3NN NepeyHs TIeKapCTBEHHbIX (OpPM 1
(nnn) BmnpoB dapmaueBTUHECKNX CybCTaHUM, KOTOpble MNpPOM3BOAUTENb JIeKapCTBEHHbLIX CPeacTB
HaMepeH Npou3BOAMUTD.

3. B cny4yae Heo6xoAMMOCTM pacllnpeHns NpomM3BOACTBa JIEKAPCTBEHHbLIX CPeACTB 3a CYET HOBbIX
NleKapCTBEHHbLIX $HOpM U BUAOB (dapMaueBTUYECKUX CcybCTaHUMN NpOou3BOAMTENb JleKapCTBEHHbIX
CpeAcTB AO/MKEH MoAaTb B JIMLEH3UPYHOLWUIA OpraH 3asiBJlIeHMe O BHECEHUW M3MEHEHWA B peecTp
JNLEH3MIN Ha NPOMN3BOACTBO NIEKAPCTBEHHbIX CPeacTB.

(B pen. ®epepanbHbiX 3akoHoB oT 02.08.2019 N 297-®3, ot 11.06.2021 N 170-93)

4. JInueH3nss Ha NpOU3BOACTBO JIEKAPCTBEHHbLIX CpeAcTB (dapMaueBTuyeckon cybcTaHumm
cnupta 3TWUA0BOro (3TaHona) BblAAETCA MNpU  YCNOBUM  Hanuumsa Yy OpraHuMsaumm Ha npase
CO6CTBEHHOCTN,  XO3AMCTBEHHOrO0  BEAEHMS WM OMepaTUBHOrNO  ynpaBJfieHUss  OCHOBHOIO
TexHosnorndeckoro obopyaoBaHus ANs Mpou3BOACTBA 3TMIOBOr0 CNUpTa, 3aperucTpMpoBaHHOIO B
COOTBETCTBUM CO cTaTber 14.1 depepanbHOro 3akoHa OT 22 Hosa6psa 1995 roga N 171-903 "O
rocysapCTBeHHOM perynMpoBaHuM Npou3BoACTBA M 060poTa 3TUOBOrO CNMpTa, anKOrosibHOM U
cnupTocodepxallen npoaykuum u 06 orpaHumdeHum notpebneHns (pacnutmsa) ankKorobHOM
npoaykummn".

(4yacTtb 4 BBegeHa denepasnibHbIM 3aKOHOM 0T 27.12.2019 N 481-03)

Cratbsa 8.1. Oco6eHHOCTU UL EeH3UpPOBaHUSA NPOU3BOACTBA JiIeKapCTBEHHbIX CPeacTB
(dpapmaueBTMUeckomn cy6CcTaHLUMM cNMpTa 3TUNOBOro (3TaHona)
(BBeaeHa denepanbHbIM 3aKOHOM OT 27.12.2019 N 481-03)

1. [denctBue JNLUEH3UM Ha nNpOU3BOACTBO JleKaApCTBEHHbIX cpeacTB (dapMaueBTUyYecKom
cybcTaHumMn cnmpTta 3TMNOBOro (3TaHona) MPUOCTAHABMBAETCA B 4acTW MpaBa Ha MPOM3BOACTBO
dapmaueBTUHeCcKon cybcTaHuMM cnupTa 3TUAO0BOro (3TaHoNa) NMUEH3NPYIOWMM OpraHoM B cnydasx,
onpeaeneHHsix ctatber 20 PenepanbHOro 3akoHa oT 4 mas 2011 roga N 99-03 "O nMueH3MpoOBaHUN
OTAEsNbHbIX BWAOB AEATENIbHOCTU", @ TaKXe Ha CpPOK MPUOCTAHOBAEHUS AeNCTBUA NUUEH3UU Ha
NpoOM3BOACTBO 3TWUIOBOro CNuMpTa ANna Npou3BOoACTBa dapMaueBTUYECKOn cybcTaHummM cnupTa
3TUNOBOro (3TaHona), BblAAHHOM B COOTBETCTBMU C dDedepasnbHbIM 3aKOHOM OT 22 Hoabpsa 1995 roaa
N 171-®3 "O rocynapCTBEHHOM peryinpoBaHuM Mpou3BoAcTBa M o06opoTa 3TUIOBOro COMpTa,
afnKorosibHOM W cnupTocodepxawen npoaykumn u 06 orpaHudyeHnn noTpebneHna (pacnutus)
afKorosibHOM Npoaykunm",

2. [dencrBme NMUEH3UM Ha TMNPOU3BOACTBO JIEKAPCTBEHHbIX cpeacTB (dhapMaueBTUYECKOMN
cybcTtaHumMu cnupTta 3TuioBoro (3TaHosa) B 4YacTM MnpaBa Ha MpPOM3BOACTBO dapMaLeBTUUYECKOWN
cybcTaHuMn cnupTta 3TUAOBOro (3TaHo/a) NpeKpallaeTcsa JNMUEH3UPYIOWMM OpraHoM B Cly4dasy,
onpeaeneHHbix cTatber 20 denepanbHOro 3akoHa oT 4 mas 2011 roga N 99-®3 "O nMuUeH3MpOBaHUK
OTAENMbHbIX BUAOB AEATENbHOCTM", a TakXke C AaTbl NpeKpalleHUs! UM aHHYIMPOBaHUA OENCTBUS
JIMLUEH3MN Ha MpPOU3BOACTBO 3TUNIOBOro cCnupTa A7 NMPOU3BOACTBA (apMaueBTMYECKOM cybcTaHumu
cnupTa 3TuaoBoro (3TaHona), BblAAHHOM B cOOTBEeTCTBUMM C PeaepasnibHbIM 3aKOHOM OT 22 Hos6ps
1995 roga N 171-®3 "O rocynapCTBEHHOM peryampoBaHuMM npom3BoacTBa M 060poTa 3TUAOBOrO
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CnnpTa, aNKorosibHOM N CNUPTOCOAEPXKALLEN NpoayKUMM 1 06 orpaHn4yeHun notpebnenuns (pacnutmns)
aJIKOroNbHOM npoaykKummn".

Cratbs 9. NlocyaapcTBeHHbIW KOHTpOib (Haa3op) B cpepe obpaleHUs IeKapCTBEHHbIX
cpeacTs
(B pea. ®enepanbHoro 3akoHa ot 11.06.2021 N 170-93)

1. TocyaapcTBeHHbIn KOHTponb (Haa3op) B cdepe obpalleHus neKapCTBEHHbIX CpeacTB
OCYLLEeCTBNAETCA nocpeacTBoM deaepasbHOro rocyaapcTBeHHoOro KoHTpons (Hag3opa) B cdepe
obpalleHnss nNekapCTBEHHbIX CpeaCTB U deaepanbHOro rocyAapCTBEHHOrO JIMLEH3UOHHOIO KOHTPONS
AesITENbHOCTM MO  NpPOU3BOACTBY JIEKAPCTBEHHbIX CPEeACTB, OCYyLWecTBAsieMblX deaepanbHbIMU
OpraHamMu UCMOJSIHUTENIbHOW BNACTK, YNOMHOMOYEHHbIMK paBuTensCTBOM Poccuiickon degepaunn.

2. lNpeaometoM deaepanbHOro rocyaapcTBEHHOro KOHTpons (Hap3opa) B cdhepe obpalleHus
NIeKapCTBEHHbIX CPEeACTB SABASOTCS:

1) cobnogeHne obazatenbHbix TpeboBaHuin B chepe obpalleHna nekapCTBEHHbIX CPeACTB, B TOM
yucne:

a) TpeboBaHWN K [OOK/IMHUYECKUM WCCNENO0BAHUAM JIeKapCTBEHHbIX CPEACTB, K/IMHUYECKUM
NCCNeaoBaHUAM NIEKAapCTBEHHbLIX MpPEenapaTtoB, M3roTOB/IEHUIO, XPaHEHUI, MNEpPEBO3KEe, BBO3Yy B
Poccuiickyto ®deaepauuto, OTNyCcKy, peanus3auuu, nepeaade, npoAaxke JIeKapCTBEHHbIX CpeacTs,
NPUMEHEHUIO NEKAPCTBEHHbIX MPENapaToB, YHUUTOXEHWUIO NeKapCTBEHHbIX CPEeACTB, YCTAHOBMEHUIO
NpPoOu3BOAUTENSIMU JIEKAPCTBEHHbIX MPenapaToB LEeH Ha SleKapCTBEHHbIE MpenapaThl, BKAOYEHHbIE B
nepeyeHb XU3HEHHO HEOBXOANMbIX U BaXXHENLLMX IEKAPCTBEHHbIX NMpPenapaTos;

6) TpeboBaHUMN K COOTBETCTBUIO NEKAPCTBEHHbLIX CPeACTB, HaxoAswMxcs B obpaleHuu,
nokasartensiM KadectBa, 3pdeKTMBHOCTM U 6e30MacHOCTM, YCTAHOBNEHHbIM B COOTBETCTBMU C
HacToswnM PeaepasibHbIM 3aKOHOM;

B) TpeboBaHuih K cobnogeHnto cybbekTaMn obpalleHns nekapCTBeHHbIX CpeaCTB, YKa3aHHbIX B
yactu 1 ctatbm 67.1 HacToawero ®egepasbHOro 3aKkoHa, OrpaHUYEeHUn, Hanaraembix ctatbaMm 67.1 un
67.2 HacToswero deaepanbHOro 3aKOHa;

2) cobnwageHne  NUUEH3NOHHBLIX TpeboBaHMI K  OCYLUECTB/IEHUIO  (apMaLeBTUYECKOM
OessTENbHOCTY;

3) cobnwgeHne TpeboBaHuM K npeaoctaBneHu cybbekTamm obpalleHuns fieKapCTBEHHbIX
cpeacts  MHdMOpMaUMM O leKapCTBEHHbIX cpeactBax W (MAWM)  NleKapCTBEHHbIX npenapartax,
npeaycMoTpeHHon ctatbsaMm 9.1, 52.1 u 64 HacToswero ®eaepanbHOro 3aKoHa.

3. Mpu ocywectBneHnn ddeaepanbHOro rocyaapcTBEHHOro KoHTpons (Hap3opa) B cdepe
obpaleHnss neKkapCcTBEHHbIX CPeAcCTB MPOBOASATCSA Crieaylowme BuAbl KOHTPOJbHbIX (HAA30PHbIX)
MepOonpUATUIA:

1) pokyMeHTapHas npoBepKa;

2) Bble3aHas NpoBepkKa;

3) BbI6GOPOYHbIV KOHTPO/Ib Ka4yecTBa;
4) KOHTpONbHas 3aKynKa;

5) MHCNEKUMOHHbIN BU3UT;

6) HabnioaeHne 3a cobnogeHneMm obssatenbHbiXx TpeboBaHWW (MOHUTOPUHI 6e30MacHOCTH)
(dbapmakoHaasop).

4, OpraHmszaumsa n ocyuwecteneHue deaepanbHOro rocyfapcTBeHHOro KoHTpons (Haa3opa) B
cepe obpalleHus nekapcTBEHHbIX CpeaAcTB perynmpytotcs degepasnbHbiM 3akOHOM oT 31 miona 2020
roga N 248-93 "O rocygapCTBeHHOM KOHTposie (Haga3ope) U MyHUUMNanbHOM KOHTpone B Poccuinckon
depepauynn”.

5. BHennaHoBbli BbI6OPOUYHbIA KOHTPOJIb KayecTBa MPOBOAUTCA B TOM 4UC/AE HA OCHOBAHWUM
nNporpaMMbl NPOBEPOK.

6. MNnaHoBbIN BbIBOPOUHbIM KOHTPOJIb KayecTBa He NpoBOAUTCS.

https://www.consultant.ru/cons/cgi/online.cgi?from=424657-55&req=doc&rnd=MfUajQ&base=LAW&n=422023#xuHCXITIZygWX7HX 15/110



26.09.2022, 13:26 denepanbHbIii 3akoH oT 12.04.2010 N 61-93 (pea. ot 14.07.2022) "O6 obpalleHun nekapcTBeHHbIX C... \ KoHcynstaHT noc

7. Mo pe3ynbTaTtaM BbIBOPOYHOIrO KOHTPO/ISI KAYeCTBa HapsaAy C peleHnsamMu, npeaycMoTpeHHbIMU
®enepanbHbIM 3akKOHOM oT 31 mionga 2020 roga N 248-93 "O rocygapcTtBeHHOM KOHTpose (Haa3ope) u
MYHUUMNANBbHOM KOHTpone B Poccuickon ®depepaunn”, depepanbHbIMM OpraHaMn MCNONHUTENbHOW
BNlACTW, YMOSIHOMOYEHHbIMWU HA OCYLECTBeHMe BbI6OPOYHOrO KOHTPONA KadecTBa, NPUHMMAKOTCSH
cneaywlwme peleHus:

1) o panbHenweM rpaxgaHckoM obopoTe cepun, MapTMK COOTBETCTBYHOLLEro JSieKapCTBEHHOMO
CpeacTBa B C/yyae MOATBEPXAEHMS NO pe3ysbTataM MNpoOBeAEHHbIX WCMbITAaHUI COOTBETCTBMUS
KauecTBa JIeKapCTBEHHOro CpeAcTBa YCTAHOB/IEHHbIM TpeboBaHUAM;

2) 06 n3baTun M3 rpaxaaHckoro obopoTta cepum, nNapTumM COOTBETCTBYHOLWErO JIEKApPCTBEHHOIO
CpeAcTBa B C/lydae BbISIBAEHUSA NO pe3y/sibTaTaM NpoBeAeHHbIX UCMbITaHMM HEeCOOTBETCTBUS KayecTBa
NleKapCTBEHHOro cpeAcTBa yCTaHOB/IEHHbIM TpeboBaHUAM;

3) 0 nepeBoAe NeKApPCTBEHHOro0 CpeacTBa Ha MOCEPUNHBLIN Bbl6OPOYHBIN KOHTPOSb KadecTsBa
NeKapcTBEHHbIX CpeAaCcTB B Cflydae MOBTOPHOrO  BbISIBIEHUS  HECOOTBETCTBMUA  KadecTBa
NeKapCTBEHHOro cpeacrsa YCTaHOBNEHHbIM TpeboBaHusaM M (Npu HeobXoAMMOCTM) O nMpoBepke
cybbekTa obpalleHns nekapcTBeHHbIX CpeacTB. Pacxoabl, CBA3aHHble C NpoBeAeHMEM MOCEPUIMHOIO
BbIGOPOYHOro  KOHTPONSA, OnayMBalroTCd NPOU3BOAUTENEM JIeKapCTBEHHOro cpeacrtea mbo
AepxxaTteneMm unuv BnagenbueM perncTpaumoHHOro yaAoCTOBEPEHUS NEKapCTBEHHOMO npenaparTa.

8. depepanbHbll rocyAapCTBEHHbIN JIMUEH3UOHHbIA KOHTPOSb AesATeNbHOCTU MO MPOU3BOACTBY
NeKapCcTBEHHbIX CPeAcTB OCYLWEeCTBASeTCs B COOTBETCTBUMM C  3aKOHOAATENbCTBOM Poccuickomn
denepaunn.

Cratbsa 9.1. MporpaMmmMma npoBepokK
(BBeaeHa degepasibHbiM 3aKoHOM oT 11.06.2021 N 170-03)

1. B uenax opraHusauuMmM BbIGOPOYHOro KOHTPOSS KayecTBa JIEKApCTBEHHbIX CpeacTs
¢bopMUupyeTCcs nporpamMma NpoBEpPOK.

2. Ana uenen peanusauuMn NporpaMmMbl NPOBEPOK MPOU3BOAUTENN NEKAPCTBEHHbLIX CPEeACTB U
opraHusauum, OCYLLUEeCTBASKOWMNE BBO3 JleKApCTBEHHbIX cpeacTtB B Poccunckyto  ®depepaumio,
NpeaoCTaBNsAlOT B OTHOWEHMW JleKapCTBEHHbIX CpeacTB AN  MeAUMUMHCKOrO MpUMEHEeHUs B
YNO/IHOMOYEHHbIN deaepanbHbii OpraH MCNOMHUTENBHOW BACTU, OCYWeEeCTBAAWMNA PYyHKUMN MO
KOHTPOK W HAA30py B cdepe 34paBOOXpaHEHUs, B OTHOWEHWUM JNeKapCTBEHHbLIX CpeacTB ANd
BETEPUMHAPHOr0 MpPUMEHEHNS B YMNOSHOMOYEHHbINM deaepanbHbll OpraH MCMNOJIHUTENbHOW BACTK,
OCYLLECTBASAOWMA PYHKUMM MO KOHTPONO M Haa30py B cdepe obpalleHna nekapCTBEHHbIX CPeacTB
AN BeTepuUHapHOro rMpUMEHEeHUs, CBeAeHUS O Ccepusx, napTUAX JfleKapCTBEHHbIX CpeacTs,
NOCTynawLwWmnx B rpaxkaaHckmii obopoT B Poccuiickon depepaunmm, B nopsake, coctaBe un obbeMe,
YCTaHOBJ/IEHHbIX YKa3aHHbIMK deaepanbHbIMM OpraHamu WCMOSIHUTENbHOMW BflaCcTM B OTHOLWIEHWUU
NeKapCTBEHHbIX CPeACTB A1 MEeAMLMHCKOro MPUMEHEHUS U B OTHOLWEHWU JIEKAapCTBEHHbIX CPeAcTB
ANS BETEPUHAPHOrO NPUMEHEHUS COOTBETCTBEHHO.

3. Mporpamma npoBepok GopMMpyeTCcs Ha KanenaapHbin rog B cpok ao 30 aekabps roaa,
npeawecTByoLWero roay npoBeaeHms BbI6OpOYHOro KOHTpONS.

4. B cny4yae HactynseHums cobbiTUi, yKasaHHbIX B noanyHkTtax "6" u "B" nyHkTa 2 yactm 6
HacTosLen cTaTbn, peaepanbHbIM OPraHOM MUCMOMAHUTENBbHON BNACTU, OCYLWECTBASWNM DYHKUNK MO
KOHTPOJII0 U HaA30py B cdhepe 34paBooOxXpaHeHus, denepasnbHbiIM OpraHoM UCMOSIHUTENIbHOM BAacTK,
OCYLLECTBNAWNM DYHKUMM NO KOHTPOJIO U Haa3opy B cdhepe obpalleHUs fieKapCTBEHHbIX CPeacTB
ANA BEeTEPUHAPHOro NpUMEHeHUsi, NMpu HeobXoAMMOCTM BHOCSTCS COOTBETCTBYHOLWME WU3IMEHEHUS B
nporpaMMy rnpoBepoK.

5. B nporpaMMy npoBepoK MOryT BKAOYATLCSA MepOnpUATUS C YYETOM HapyLUeHWI, BbiBAEHHbIX
B paMKaxX KOHTPOMbHbIX (HAA30PHbIX) MepoNpuATMIA 3a NpeablayLunii KaneHgapHbii rog.

6. MporpaMMa NpPoBepoOK COAEPXKMUT:

1) nepeyeHb NEKapCTBEHHbIX CPeacTB, OT60p 06pasLoB KOTOPbIX Oy[eT OCYLIeCTBNATbCS B
paMKax Bbl6OPOYHOr0 KOHTPOIS, (OPMUPYEMbIN C YUYETOM Pe3y/bTAaTOB rOoCyAapCTBEHHOIO KOHTPOJIS
(Hag3opa) B cdepe obpalleHns NeKapCTBEHHbIX CPeACTB 3a KajieHAapHbIM rof, MpeawecTByoWmn
roay npoBeAeHnsi BbIBOPOUYHOro KOHTPOSIS;
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2) yKkasaHue Ha cobbiTve, HaCTynaeHue KOTOpPOoro SABASETCS OCHOBaHWEM ANS OCYLLeCTB/IEHUS
BbIBOPOYHOro KOHTPONS:

a) nony4vyeHue CBeAeHMN, NpeacTaBasieMblX B COCTaBe U o6beMe, yCTaHOB/IEHHbIX deaepanbHbIM
OpraHoM MCMOJHUTENbHOM BNACTU, OCYLLECTBAAKOWMM (YHKUMM MO KOHTPOAK M Haa3opy B cdepe
34paBooOXpaHeHns, deaepanbHbIM OpraHoM UCMOMHUTENbHOW BNACTM, OCYLLECTBAAKWNM DYHKLUK MO
KOHTPOJII0 1 Haa3o0py B cdhepe obpalleHns neKkapCTBEHHbIX CPeACTB A1 BETEPUHAPHOI0 NMPUMEHEHMS,
0 Cepuax, NapTuax NeKapCTBEHHbIX CPeACTB, MOCTynawwmx B rpaxaaHckuii obopoT B Poccuimckon
depepaumun, yKasaHHbIX B MNyHKTe 1 HacToAwen 4acTu, OpraHuM3aumsMu, OCYLLECTBASIOWNMU
NpOM3BOACTBO NIEKAPCTBEHHbIX CpeacTB B Poccuirickon denepaumn n BBO3 NIeKApCTBEHHbIX CPeACTB B
Poccuinckyto ®Gegepaunio;

6) nonyyeHme nocTtynatouwen B Nnopsiake, YCTaHOBIEHHOM CTaTbell 64 HacToswero deaepanbHOro
3aKOHa, MWHdopMaumm o0 MOoBOYHbIX AEUCTBUSX, HeXenaTesfbHbIX peakumsx, Cepbe3HbIX
HeXenaTeNbHbIX peakuusix, HenpeaBUAEHHbIX HeXenaTesibHbIX peakumsax npu  MNpUMEHEeHUU
NeKapCTBEHHbIX MpenapaTtoB, 06 MHAMBUAYaANbHOMW HENEepeHOCUMOCTWU, OTCYTCTBUU 3DPEKTUBHOCTU
NeKapCTBEHHbIX MpenapaToB, a Takxke 06 MHbIX dakTax U 06CToATENbCTBAX, NPeACTaBAAOWMX Yrpo3y
XXU3HWU WU 340POBbI0 YenioBeKa JIM6O XUBOTHOIMO MpU MPUMEHEHUWN NEKAPCTBEHHbIX MpenapaTtoB U
BbISIBJIEHHbIX Ha BCcex 3Tanax obpalleHuns nekapCTBEHHbIX npenapaTtoB B Poccuiickoin depepaumm u
ApYrnxX rocyaapcreax;

B) NoOJlyyeHue B COOTBETCTBMU ¢ DepepanbHbIM 3akoHOM OT 31 uwong 2020 roga N 248-03 "O
rocyfapCTBeHHOM KOHTposne (Hag3ope) M MyHuuunanbHoM KoOHTpone B Poccuiickon ®epepaumun”
CBeAeHUN O NpPUUYMHEHMKN Bpena unam ob yrpose NpuUMHEHUs Bpeda >XW3HU, 340POBbK rpaxkaaH WUam
XXUBOTHbIX.

Cratba 9.2. lNocyaapcTBeHHbIH KOHTpoJsib (Hap3o0p) 3a peanusauMen opraHamm
MCNONHUTENbHOM Bsactu cybbekToB Poccuiickon dPepaepaumm nonHOMouMhn B chepe
obpaleHns nekapCcTtBeHHbIX CPeACTB AN MEAULIMHCKOIoO NpMMeHeHUs

(BBegeHa degepasnbHbiM 3aKoHOM OoT 11.06.2021 N 170-03)

1. lFocygapcCTBeHHbIN KOHTpONAb (Haa3o0p) 3a peanms3aumen opraHaMm WUCMONHUTENbHOM BNacTu
cybbekToB Poccuinckon degepaunmn nosHOMo4Ynin B cepe obpalleHuss nekapCTBEHHbIX CPeacTB Ans
MEAVUUMHCKOro TMPUMEHEHMS OCYLLECTBASAETCS  YMONHOMOYEHHbLIM [lpaBUTENbLCTBOM Poccmninckon
denepaumm opraHoM UCMNOSTHUTENLHOM BNACTW.

2. [lpeamMeToM rocynapCTBEHHOro KOHTponsi (Hag3opa) 3a peanuMs3aumenn  opraHamum
NCNOJIHUTENbHON BnacTn cybbekToB Poccuiickon @epepaunn nosHoMoumii B cdepe obpalleHus
NeKapCcTBEHHbIX CpeacTB A9 MeAUUMHCKOrO NpUMEHEeHUs saBNSeTca cobnofeHne yrnolHOMOYEHHbIMU
opraHamMu WCNOSIHUTENBbHOMW BRactu cybbekToB Poccuinckon depepaunm METOAMKM YCTAHOBJIEHUS
npegenbHbIX pa3MepoB ONTOBbIX HaabaBOK UM nNpefesnbHbIX pa3MepoB PO3HUYHBLIX HaabaBoK K
haKTMYEeCKMUM OTNYCKHbIM LeHaM, YCTaHOBNEHHbIM NPOU3BOANTENSAMM IEKAPCTBEHHbIX NpenapaToB, Ha
NeKapCTBEHHbIE npenapaTbl, BK/IOYEHHbIE B MNepeyeHb XU3HEHHO HeobXOAUMbIX W BaXKHEWULWKNX
NeKapCTBEHHbIX NpenapaTos.

3. TMpn ocywecTBNEHMN rOCYAApPCTBEHHOro KOHTpons (Haa3opa) 3a peanus3aumen opraHamm
NCNOJIHNTENbHON BRacTn cybbekToB Poccuiickon ®epepaunn nonHoMmoumii B cdepe obpalleHus
NIeKapCTBEHHbIX CpPeACTB AN  MeAMUMHCKOrO MNPUMEHEHUS MPOBOAATCA Ccheaylouwme  BUAbI
MEeponpuUaTUA:

1) noKyMeHTapHble NpoBEpPKU;
2) Bble3Hble NPOBEPKU.

4. OpraHusauuss M OCyLWecTBIEHME roCyAapCTBEHHOro KOHTponsa (Haa3opa) 3a peanusauuen
opraHamMu wucnonHuTenbHOM Bnactn cybvekTtoB Poccuinckoinn degepaumm nonHomouuii B chepe
obpalleHnsa nekapCTBEHHbIX CPeACTB 4S9 MeAULMHCKOro npuMeHeHus perynupyrTtca denepanbHbiM
3aKOHOM OT 6 okTa6psa 1999 roga N 184-®3 "O6 06wmMx NpMHUKMNAX OpraHM3aunm 3aKoHoAaTeNbHbIX
(npeactaBUTENbHbLIX) U UCMOJIHUTENIbHBIX OPraHOB FOCYyAapCTBEHHOW Bnactu cybbekToB Poccuinckom
denepaunn",

5. TlonoxeHne 0 rocygapCTBEHHOM KOHTposie (Haa3ope) 3a peanuM3aunenn opraHamu
UCNONTHNUTENBLHOM BNacTn cybbekToB Poccuinckon ®depepaumm nonHoMmoumin B cdhepe obpalleHus
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JIEKapCTBEHHbIX CpeAcTB AN MeAWLUMHCKOro MNpUMEHEHUs  yTBepxaaetcs [1paBUTENbCTBOM
Poccuinckon depepauunn.

Cratbs 9.3. PervoHanbHbIA rocyfapCrBeHHbI KOHTpoJib (HaA30p) 3a NpUMEeHEeHMeM
LeH Ha NleKapCcTBeHHble npenapartbl, BK/JIlOYEHHbIEe B NepeyYyeHb >XU3HEHHO Heo6xoaANMbIX U
Ba>XHeMNLUUX JIeKapCTBEHHbIX Npenaparos

(BBegeHa degepasibHbIM 3aKOHOM oT 11.06.2021 N 170-03)

1. PervoHanbHbIA rocynapCTBEHHbIA  KOHTponb (Haa30p) 3@ MNPUMEHEHMEM LUEH Ha
nekapCcTBeHHble npenapaTbl, BK/OYEHHble B MepeyeHb XMU3HEHHO Heob6XO0AMMbIX W BaXKHEMLWUX
NeKapCTBEHHbIX MpenapaTtoB, OCYLWECTBASeTCS OpraHoM WCMNOSIHUTENbHOW BfacTn cybbekTa
Poccuinckon ®depepauunn, YMNoOSIHOMOYEHHbIM BbICWUMM WUCMONHUTENBbHBIM OpPraHOM rocyAapCTBEHHOM
BfacTn cybbvekTa Poccuinckom degepaunn.

2. NpeomeToM perMoHasbHOro rocyAapCTBeHHOro KOHTpOAs (Hag3opa) 3a NMpUMMEeHeHMeM LEH Ha
NeKapCTBEHHbIE MnpenapaTbl, BKJ/IOYEHHbIE B MNepeYeHb XU3HEHHO HEeOo6XOAUMbIX U BaXXHEMLWKNX
NeKapcTBEHHbIX MNpenapaTtoB, fABngerca cobnwgeHne  opraHuMs3aumsaMuM  ONTOBOM  TOProB/n
NeKapcTBEHHbIMK CpeaCTBaMK, anTeYHbIMW OpraHM3aunamMm, HAMBMAYaNbHbIMU NpeaAnpUHMMaTENaMU,
UMELWNMM  JIMLEH3NID Ha QapMauLeBTUYECKYD AeATeNbHOCTb, MeAUMUMHCKUMU OpraHusaumsamu,
UMELWNMM  NTULEH3NI  Ha  dapMaueBTUYECKYl  AedATenbHOCTb, W ux  060cobneHHbIMK
nogpasgeneHnamm (ambynatopusmn, denballepckumMm n  Qenballepcko-aKyLlwepCckuMn MyHKTamu,
ueHTpamu (otaeneHmsamm) obuen spadvebHON (ceMerHON) NpakTUKK), PacrnofiOXXeHHbIMU B CebCKUX
HacefeHHbIX TMyHKTaxXx, B KOTOpPbIX OTCYTCTBYKT anTeyHble oOpraHusauum, npu peanmsaymu
neKapcTBeHHbIX npenapaTtoB TpeboBaHUM K TMPUMEHEHMI0 LEeH, YPOBEHb KOTOPbIX He AOJIKeH
npesbiWwaTb CyMMy (haKTUUYECKOM OTNYCKHOW LeHbl, YCTAaHOBJIEHHOM NpomM3BoaMTeNneM sieKapCTBEHHbIX
npenapaToB, W KOTOpble He MpEeBbIAOT 3aperncTpupoBaHHbIX MpeaefbHbIX OTMYCKHbIX LEH, U
pa3MepoB OMTOBbIX HaabaBok W (MAM) pa3MepoB pPO3HWUYHbLIX HaabaBOK, He NpeBbIlaoWmMx
COOTBETCTBEHHO pa3MepoB npeaesibHblX ONTOBbIX HaabaBoK W (MNKM) pas3MepoB npeaenbHbIX
PO3HUYHbIX HaabaBOK, YyCTaHOBNEHHbIX B cybbekTe Poccuirickon degepaumu.

3. OpraHusaums U OCYLLeCTB/IEHWE PeruoHanbHOro rocyAapCcTBEHHOro KOHTpons (Haa3opa) 3a
NPUMEHEHNEM LIEH Ha NleKapCTBEHHbIE NpenapaTbl, BKOYEHHbIE B NepeyeHb XU3HEHHO HeobX0oANMbIX
M BaXKHENLLNX NEKAPCTBEHHbLIX NMpenapaToBs, perynnpytotca GepnepanbHbiM 3akoHOM oT 31 uionga 2020
roga N 248-03 "O rocyaapCTBEHHOM KOHTpoJe (Haa3ope) U MyHUUMnanibHOM KOHTpose B Poccuinckom
®epepaunn”.

4, TonoXeHne 0 permoHanbHOM rocyaapCTBEHHOM KOHTposie (HaAa3ope) 3a NPUMEHEHUEM LIEH Ha
JIeKapCTBEHHbIE MpenapaTbl, BK/YEHHble B MNepevYeHb XWU3HEHHO HEOOBXOAMMbIX W BaXXHEMLUUX
NIeKapCTBEHHbIX MpenapaToB, YTBEpPXAaeTcsl BbICWUMM WMCMNOAHUTENIbHbIM OpPraHOM rOCyAapCTBEHHOM
BnacTu cybvekTa Poccuiickon degepaunn.

Cratbs 9.4. ®epepasibHbi rOCyAapCTBEHHbINA JIMLEH3UOHHbIA KOHTPOJ/b AEATENIbHOCTU
no Npou3BOACTBY JIeKapCTBEHHbIX CPEeAcCTB
(BBeoeHa ®epepasnibHbiM 3aKoHOM OT 11.06.2021 N 170-03)

1. ®epepanbHbI rOCYAapPCTBEHHbIA NULEH3MOHHbI KOHTPO/Ib AESTE/IbHOCTU MO MPOU3BOACTBY
NTEKApPCTBEHHbIX CPEACTB OCYLECTB/ISETCS eaepasnbHbIMU  OpraHaMu MCMOSIHUTENbHOM BMacTy,
ynosiHOMo4YeHHbIMKU MpaBuTenbCcTBOM Poccuiickon deaepauumn.

2. ®epepanbHbin rOCYyAAPCTBEHHbBIN JINUEH3UOHHbIA KOHTPOAb AEATEeNbHOCTU MO NPOU3BOACTBY
NeKapCTBEHHbIX CPeACTB OCYLLEeCTBASeTCs B COOTBETCTBMU C PepepanbHbiM 3aKOHOM OT 4 Mmas 2011
roga N 99-®3 "O nuueH3npoOBaHUN OTAENbHbIX BUAOB AeATeNbHOCTU" n ®deaepanbHbIM 3aKOHOM OT 31
nons 2020 roga N 248-®3 "O rocynapCTBEHHOM KOHTpone (Haa30ope) U MyHUUMNaibHOM KOHTPOJE B
Poccuinckon ®depepaumn". B pamkax denepanbHOro rocyfapCTBEHHOr0 JMUEH3MOHHOINO KOHTPONs
OEeATeNbHOCTM MO MNPOU3BOACTBY JIEKAPCTBEHHbLIX CPEACTB MJlaHOBble KOHTPOJibHble (HaA30pHbIE)
MEpPONpUATUA He MPOBOASTCSA, NPM 3TOM MNPOBOAUTCH Mepuogmyeckoe NoATBepXXAEeHWE COOTBETCTBUS
JIMLEH3MATOB INLUEH3NOHHbLIM TpeboBaHMAM B cooTBeTCTBMM C DeaepasnbHbiM 3akoHOM OT 4 Mas 2011
roga N 99-03 "O nMueH3MpoBaHUN OTAEbHbIX BUAOB AEATENbHOCTN".

Maea 5. PASPABOTKA, AOKNMMHUYECKUE NCCITEAOBAHUA
NEKAPCTBEHHbLIX CPEACTB, A TAKXXE KITMHUWYECKUE UCCINIEQOBAHUA
JIEKAPCTBEHHbIX NMPEMNAPATOB ANl BETEPUHAPHOIO NPUMEHEHUA
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CraTbs 10. Pa3paboTka eKkapCTBEeHHbIX CpeAcCTB

1. Pa3paboTka NeKapCTBEHHbIX CPeACTB BK/OYaeT B cebS MOUCK HOBbIX (apMakonorm4yecku
aKTUBHbIX BeLIeCTB, MOCNeaylllee UW3YUEHME WX JIEKAPCTBEHHbIX CBOWCTB, [AOK/IMHUYECKUE
nccnenoBaHuns, pa3paboTKy TEXHOOMMI NpomM3BOACTBa (hapMaLEBTUYECKUX CybCcTaHUMA, pa3paboTky
COCTaBOB W TEXHOJIOMMIA NPON3BOACTBA NNIEKAPCTBEHHbIX NMpenapaTos.

2. dnHaHcoBoe obecrneveHne pa3paboTKM IeKapCTBEHHbIX CPEACTB OCYLLECTBASETCS 3a CYET:
1) cpeacts denepanbvHoro broaxeTa;
2) cpeacTB pa3paboTumMKOB 1EKAPCTBEHHbIX CPEACTB;

3) cCcpeacTB MNpou3BOAUTENElN  NEKAPCTBEHHbIX  CPeACTB  MPW  BbIMOJIHEHUM  HAY4YHO-
nccnepoBaTeNbCkMX paboT Mo A0roBopy Mexay pa3paboTuyMKOM JleKapCTBEHHbIX CPeacTB W
Npon3BoANTENEM JIEKAPCTBEHHbIX CPEACTB;

4) MHbIX He 3aMnpeLweHHbIX 3aKoHogaTenbCTBOM Poccuiickon ®egepaumm UCTOYHUKOB.

3. MpaBa  pa3paboTumka  IEKApPCTBEHHONO  CPEACTBAa  OXPAHAKTCA  rpa)KAaHCKUM
3aKOHOAATENbCTBOM.

CraTtbsa 11. [JokauvHuM4yeckoe uccrneaoBaHUE JieKapCTBEHHOro cpeacrtea AnfA
MeAULIMHCKOro npMMeHeHus

1. JJoknnHmn4yeckoe wuccrenoBaHue NeKapCTBEHHOro cpeacrteBa Ans MegUUMHCKOro NpuMeHeHUs
npoeBoaAnTCA nNytTeEM MNpuUMEHEHUNA Hay4HbIX METOAOB OLEHOK B UeNndxX noJiydyeHunAa A0Ka3aTeNbCTB
6e30I'IaCHOCTI/I, KayectBa U 3¢¢EKTMBHOCTI/I NIeKapCTBEHHOIO CpeacTBa.

2. [oknnHW4Yeckoe uvccnefoBaHWe neKapcTBEHHOro cpeacTsa And MeAUUMHCKOro MpUMeHeHUs
NpoBOAUTCSA B COOTBETCTBMM C MpaBwiaMn Hagnexaiien nabopaTtopHON NpaKTUKKU, YTBEPXAEHHbIMU
YNO/IHOMOYEHHbIM dheaepasibHbIM OpraHOM UCAOSTHUTENbHOW BACTW.

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

3. [na opraHusaumu n NpoBeAeHUs AOK/IMHWYECKOr0 UCCrenoBaHus fieKapCTBEHHOMO CpeacTBa
ANS MeaMLMHCKOro NpuMMeHeHus pa3paboTumku NeKapCTBEHHbIX CpeACTB MOryT MPUBAEKaTb Hay4HO-
nccnenoBaTenbCkue opraHusaunm, obpasoBaTesbHble OpraHu3aLUnm Bbicllero 06pasoBaHus, NMeKLLIne
HeobxoaAMMYlO  MaTepuanbHO-TEXHUYECKYD 6a3sy UM KBanan@UUMPOBAHHbIX CAELMASIUCTOB B
cooTBeTCTBYlOLWEN 06n1acTn nccnenoBaHus.
(B pea. ®eagepansHoro 3akoHa ot 02.07.2013 N 185-03)

4. [JOKIMHMYeCcKoe uccrnenoBaHue neKapcrBeHHoro cpeactesa Al MEAUMUMHCKOro npuMeHeHu4a
npoBoAUTCA MO YTBEPXAEHHOMY pa3pa6OTl-IVIKOM NeKapcTtBeHHOro cpeactBa ruiJjlaHy C BeAEHUEM
MPOTOKOJ1a 3TOr0 nccnegoBaHna m CoCtaB/IEHNEM OTHETA, B KOTOPOM COAEPXKATCA pe3yJibTaTbl 3TOMO
nccecneaosaHmA M 3akKnw4veHmne o0 BO3MOXHOCTU nposeaeHuns KITIMHNUYECKOIro wmnccnengoBaHunsa
NeKapCcTBEHHOro npenapaTta aada MEAUNLUUNHCKOIO NpUMMEHEHNSA.

5. TpoBeaeHne npoBepok cobnwaeHns npasun Hagnexawen nabopaToOpHOM MNpPaKTUKU W
NpaBoOBbIX HOPM WCMOSIb30BAHUA XXWMBOTHbLIX MpPU NpPOBEAEHUN AOK/INMHUYECKUX WCCef0BaHuiM
NleKapCTBEHHLIX CPeACTB AN  MeAMUMHCKOro TMpUMEHEHUS OCYLUEeCTBASeTCA YMNOJIHOMOYEHHbIM
denepanbHbIM OpPraHoOM MCMNOSIHUTENbHOW BACTW.

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

6. Pe3synbTaTbl AOKIAWMHUYECKOrO UCCNefoBaHUsS NleKapCTBEHHOro cpeactea ANns MeauuMHCKOro
NpUMeHeHns MOryT 6biTb NpeacTaB/ieHbl B YNO/IHOMOYEHHbIN deaepanbHbii OpraH MCNOSHUTENbHOMN
BNacTM B YCTAHOBNEHHOM TMOpsAKe B UensaX roCcyAapCTBEHHOW pervcrpaumm nekapCcTBeHHOro
npenapara.

CraTtbs 12. [lOKJIMHNUYECKOE UCC/iefO0BaHMeE JIEKAapCTBEHHON0 CpeAcTBa U KJIMHUYECKoe
MuccsiegoBaHUe JIeKapCTBEHHOro npenaparTa A/l BEeTepUHAPHOIro NnpMMeHeHus

1. JoknuHMYecKkoe MccnenoBaHWe NEeKapCTBEHHOrO CpeacTBa AN BETEPUHAPHOrO MpUMEHEHUS
NpoOBOAUTCA MNYTEM TMPUMEHEHUS HAYUHbIX METOAOB OLEHOK B LUENSAX MOJyYeHUA [0Ka3aTeNbCTB
6e30nacHOCTM, KadectBa U 3DPEKTUBHOCTU NEKApPCTBEHHOrO CPEeACTBa, B TOM 4UuUCNe onpeaeneHus
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CpOKa ero BbIBEAEHMS M3 OpraHM3aMa XXMBOTHOMO, B Lensx obecrneyeHnss 6e30nacHOCTU MpPOAYKLNU
YXMBOTHOIO MPOUCXOXAEHMS NOC/E NMPUMEHEHUS COOTBETCTBYIOLLEr0 1IeKapCTBEHHOMO Npenaparta.

2. [oknuMHu4yeckoe wuccnenoBaHue NeKapCTBEHHOrO CpeacTBa M KIMHMYECKOe uccienoBaHue
NeKapcTBEHHOro npenapata Ans BeTepMHApPHOro NMpuMEHeHUusl, uccrnepoBaHne 6MO3KBMBANEHTHOCTMU
YKa3aHHOro NekapCTBEHHOro npenapaTta NpoBOASATCA B COOTBETCTBMM C NMpaBuiaMu, YTBEPXAEHHbIMU
YMNOJIHOMOYEHHbIM heaepasnbHbIM OPraHoOM UCMOSIHUTENbHOM BNAcTU.

3. [JOK/IMHUYECKOE WCCNeloBaHNE JIEKAPCTBEHHOINO CPEeACTBa W KIMHUUYECKOE WCCNefoBaHue
NNEKApCTBEHHOrO rMpenapata Aana BETEPUMHAPHOro MPUMEHEHUS MpPOBOAATCA MO YTBEPXAEHHOMY
pa3paboTUMKOM NeKapCTBEHHOro CpPeACTBa MiaHy C BeAEHWEM MNPOTOKOMOB 3TUX WUCCNeaoBaHW u
COCTaBJIEHMEM OTUYETOB, B KOTOPbIX COAEPXKATCA pe3yfbTaTbl 3TUX UCCEeA0BaHUNA.

4. On4 opraHundaunmnm n npoBeaeHnAa AOKINHUYECKOIro nccneaoBaHna 1€KapCTBEHHONO CpeactBea m
KIMHUYECKOIro unccneaoBaHna nNeKapCTtBEHHONo npenapata  Anld  BETEPUMHAPHOro npuMEHEHUA
pa3pa60TqMK NEeKapCTBEHHOINoO CpeactBa MOXET NpuBAEKATb OpraHM3auunn, UMeELne HeOGXO,EI,I/IMYIO
MaTeEPUNA/ZIbHO-TEXHNYECKYIO 6a3y n KBaJ'II/ICbVILI,MDOBaHHbIX cneunanncTtoB B COOTBETCTBYIOLLI,GIZ obnacrtun
nccneaoBaHuA.

5. KnnHunyeckme mnccnepoBaHuMs NekapCTBEHHbIX MpenapaTtoB A1 BETEPUHApPHOro npuMeHeHus
npoBoAATCA B BETEPUHAPHbIX OpraHuMsaunax m B OpraHM3auumdax, ocylecTBndrwmx pa3BegeHune,
BblpallnBaHne N cogep>XaHne XXMBOTHbIX, B LENAX:

1) ycTaHOB/IEHUS NEPEHOCMMOCTM NIeKapCTBEHHbIX MpenapaToB 340POBbIMU XUBOTHbLIMU;

2) noabopa ONTMMalbHbIX A03MPOBOK JIEKAPCTBEHHbLIX MNpenapaTtoB W Kypca JfleYeHUs Ha
KOHKPETHOI rpynne >XMBOTHbIX C onpeaeseHHbIM 3a60/1eBaHnEM;

3) ycTaHoBneHuna  6e3onacHOCTU n  3b@eKTUBHOCTM  JfleKapCTBEHHOrO  npenapara,
npeaHasHaAYeHHOro ANns fnedvyeHus onpeneneHHblx 3aboneBaHuit XXMBOTHbLIX, WM 3PEHOEKTUBHOCTU
NeKapcTBEHHOro npenapata Ass NpodunakTMkmn 3aboneBaHnin 340POBbIX XUBOTHbIX;

4) M3y4YeHMs BO3MOXHOCTEN pacClIMpPEHUs MoKa3aHM K MNPUMEHEHUIO 3aperncTpUpoBaHHOrO
NleKapCTBEHHOro Npenaparta W BbiSIB/IEHUS paHee HEN3BECTHbIX NOBGOYHbIX AENCTBUNA.

6. KIMHWYEecKoe uccneaoBaHME NeKapCTBEHHOrO npenapata Afs BETEPMHAPHOro MpUMEHEHMUS
OCYLLIECTBNAETCS 3a CYET CPEACTB pa3paboTumka TIEKAPCTBEHHOIO CPeACTBa.

7. OTyeTbl 0O pe3ynbTaTax AOKAMHUYECKOro WCCNeAoBaHUA JfeKapCTBEHHOro cpeacrea WU
KIMHUYECKOIro unccneaoBaHna nNeKapCTtBEHHONo npenapata  Anld  BETeEPUMHAPHOro npuMeEHEHUA
CoCTaBnda0TCA pa3pa6OT‘-IVIKOM nekapcrtBeHHOro cpeacrtea C YYe€TOM 3aKJ/II04YEeHUI opraHmsauMﬁ,
npuHNMMaBWNX y4acCTtne B opraHnsaunn n npoBeaeHnn 3Ttnx nccnenoBaHui.

8. KOHTpOl'Ib 3a nposeaeHneMm AOKITNMHUYECKUX nccneaoBaHum NEeKapCTBEHHbLIX CpeaCTB WU
KIMHUYECKUX  MUCCrenoBaHUM NEeKapCTBEHHbLIX MNpenapaTtoB A4 BETEPUHAPHOIro nNpuUMeEHEHUA
OCyLleCTBNAETCA YNOJIHOMOYEHHbIM d)e,u,epaanblM OopraHom MCNOJIHNTENIbHOM BNacTw.

Mmaea 6. OCYLWECTBIEHUE TOCYOAPCTBEHHOW PETUCTPALIUMN
NEKAPCTBEHHbIX NMPEMNAPATOB

Cratbsa 13. Nl'ocyaapcTBeHHaA perucrpauusa neKapcTBeHHbIX npenapaTtos
(B pea. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

KoHcynbTaHTlNoC: NnpuMeYyaHue.

JlonyckaeTcsa npMMeHeHne B MEAULIMHCKNX LeNsIX HE 3apermcTpmpoBaHHbixX B PO nekapCTBEHHbIX
npenapaToB, CoAEpXalMX HApPKOTUYECKNE CpeacTBa UK MCUXOTPONHbIE BELWECTBA, BBE3EHHbIX B
P® B cooTBeTcTBUMM C Y. 3.1 CcT. 47 pgaHHOro aokymeHTa (n. 8 ct. 3 ®3 01 27.12.2019 N 475-03).

1. B Poccuinckon @epepaunm [ONYCKAKOTCA MNPOM3BOACTBO, W3rOTOBMEHWE, XPaHeHue,
nepeso3ka, BBO3 B Poccuincky deaepaunto, BbiBO3 M3 Poccuiickon depgepaumn, peknama, oTnyck,
peanusaums, nepeaada, MNPUMEHEHME, YHUUYTOXEHUE JIEKApCTBEHHbLIX MpenapaTtoB, €C/N OHWU
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3apernMcTpupoBaHbl COOTBETCTBYIOLIMM YMNOMHOMOYEHHbLIM deaepasibHbiIM OpraHoOM MCNOSHUTENbHOM
BNacTu.

(yactb 1 B pea. PeaepanbHoro 3akoHa ot 13.07.2015 N 241-®3)
2. FocypapcTBeHHOM permcrpaumm nognexar:

1) Bce nekapcCTBeHHble MNpenapaTbl, BrnepBble nogsexawme Beoay B obpaweHne B Poccuinckon
denepaunm;

2) nekapCTBeHHble npenapaTbl, 3aperncTpupoBaHHble paHee, HO MpPOM3BEAEHHble B APYrunx
NeKapCTBEHHbIX hOpMax B COOTBETCTBUM C NMEPEYHEM HAMMEHOBAHMUI IEKAPCTBEHHbIX (POPM, B HOBOI
[l03MPOBKE MpW A0KA3aTENbCTBE €€ K/IMHUYECKOW 3HAUYMMOCTU U 3P eKTUBHOCTH;

3) HOBble KOMBMHALUMWN 3aperncTPUpPOBaHHbIX paHee NekapCcTBEHHbIX NpenapaTos.

3. FocynapcTBeEHHas perncTpaums neKapCTBEHHbIX MPenapaToB OCYLEeCTBAAETCA MO pe3ybTaTaM
SKCMNEepTU3bl JIEKAPCTBEHHbIX CPEACTB, @ roCyAapCTBEHHAas perncrpaums opdaHHbIX NeKapCTBEHHbIX
npenapaTtoB OCYLIECTBASAETCA MO pe3y/bTaTaM 3KCNepPTU3bl [OKYMEHTOB, MpeACTaB/eHHbIX AN
onpeaeneHnss BO3MOXHOCTW  paccMaTpuMBaTb JIEKAPCTBEHHbIM MpenapaTt Ans  MeAWUMHCKOro
NPUMEHEHUA MNpPU  OCYLLECTBNIEHMM T[OCYAApPCTBEHHOW perncTpaunm B KadectBe oOpdaHHOro
NeKapCcTBEHHOro npenapaTta, U No pesynbTaTaM 3KCMNepTU3bl JIEKAPCTBEHHbIX CPEACTB.

4, ocypapcTBeHHas perncrpauns NeKapCTBEHHOro rnpenaparta ocyLlecTBngeTcs
COOTBETCTBYIOLWMM YNOAHOMOUYEHHbIM deaepanbHbiM OpPraHOM MCMHOSIHUTENbHOW BAAcTU B CPOK, He
NpeBbIWaoWmMn cTa wectmnaecsatn paboumx gHen co AHS NPUHATUS COOTBETCTBYHOLWEro 3asBAEeHUs O
rocynapCTBeHHOW perucrpauum nekapCTBeHHOro npenaparta. B ykasaHHbI CpOK BKAKOUAETCs BpeMms,
HeobxoanMoe ans NOBTOPHOIO NpOBeAEHUS] SKCNEPTU3bl IEKAPCTBEHHOIO CpeAcTBa B COOTBETCTBMM CO
cTatbert 25 Hactoswero ®depepanbHoro 3akoHa. CpoK TrOCyAapCTBEHHOW  perucrpauum
NeKapCcTBEHHOro npenapaTta WUCUYUCASETCAa CO AHSA MNPUHATUSA COOTBETCTBYHOLWMM YMNOSHOMOYEHHbIM
denepanbHblM OpraHOM WMCMOMHUTENIbHON BNAacTU COOTBETCTBYIOLEro 3asiBIeHUs O rocyAapCTBEHHOM
perucrtpaumm nekapcTBEHHOro npernapata C MNpUIOXKEeHNEM HeobXoaMMbIX [OKYMEHTOB MO [AeHb
BblJaun perncTpaumoHHOro yAoCTOBEpPEeHUs fleKapCTBEHHOrO npenapaTa. Bpems, Heobxoanmmoe Ang
HanpaBneHus YMNOJIHOMOYEeHHbIM denepanibHbIM OpraHoOM WCNOMHUTENBbHOW BRacTM 3anpoca o
npeacraBfeHn Heob6xXoaAMMbIX MaTepmanoB U NpeacTaBNeHns 3asBUTeNeM OTBETa Ha AaHHbIA 3anpoc
B COOTBETCTBMM CO cTaTtbaMu 16, 19 u 23 HacTosdwero deaepanbHOro 3aKOHa, He YYUTbIBAETCHA Mpu
NCYNCNEHMN CPOKa rocyAapCTBEHHOM perncrpaumm nekapcTBeHHOro npenapara.

5. FocyaapCTBeHHOW perncrpaunm He nogsexar:

KoHcynbTaHTlIOC: npuMeYyaHue.
C 01.03.2023 B n. 1 4. 5 cT. 13 BHOCATCHA M3MeHeHuns (O3 oT 30.12.2021 N 463-D3). Cwm.
Oyayulyto pesakumio.

1) nekapcTBeHHble npenapaTtbl, U3rOTOB/IEHHblE anTeYHbIMW OpraHuM3auusiMU, BETEPUMHAPHbLIMU
anTeYHbIMU OpraHn3aunsaMmn, NHANBUAYANbHbIMU NPEeANPUHMMATENAMU, KOTOPbIE UMEIOT JIMLEH3NI0 Ha
(hapMaueBTUUECKYO AEATENbHOCTb, MO peuenTaM Ha JleKapCTBEeHHble npenapaTtbl U TpeboBaHUAM
MEANLMHCKMX OPraHu3aunii, BEeTepMHapPHbIX OpraHn3auui;

2) neKkapcTBEHHble MpenapaTtbl, MpuobpeTeHHble GU3MYECKMMM NMLAMW 3@ Npeaenamu
Poccuiickoli deagepaumm M NpeaHasHavyeHHble ANs JIMYHOMO MCMO/Ib30BaHUS;

3) nekapcTBeHHble npenapaTbl, BBO3UMble B Poccuiickyto deaepaunto Ana  oKasaHuUs
MEAMUMHCKOM TMOMOWM MO >KM3HEHHbIM TOKa3aHMSIM KOHKPETHOro nauueHTa Ha OCHOBaHWKU
pa3peLlleHuns, BblAAHHOIO YNO/HOMOUYEHHbIM deaepasibHbIM OpraHoOM UCMONHUTENIbHOM BlacTu;

4) nekapcTBeHHble CpeAcTBa, BBO3UMble B Poccuiickyto denepaumio Ha OCHOBAHUM BbIAAHHOIO
YNOSHOMOYEHHbIM peaepasibHbIM OPraHOM UCMOMHUTENBHON BIACTU pa3pelleHns U npeaHasHayeHHble
AN NPOBEAEHUA KAMHUYECKUX WCCNeAOoBaHWM NeKapCTBEHHbIX npenapaTtoB U (Mau) npoBeaeHus
SKCNEepTU3bl JIeKapCTBEHHbIX CPEACTB ANA  OCYLECTB/IEHUA roCyAapCTBEHHOW  perucrpauuu
NleKapCTBEHHbIX NpenapaTos;

5) dapmaueBTuyeckme cybcraHumm;
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6) paanodapMaueBTUYECKME JIEKapCTBEHHblE MpenapaTbl, M3roTOB/IEHHblE HEMOCPEACTBEHHO B
MEAMUMHCKMX OpraHusauusax B nopsiake, YCTaHOBMIEHHOM YMOSIHOMOYEHHbIM defepanbHbIM OpraHoM
NCNONMHUTENbHON BNacCTK;

7) NeKapcTBeHHble npenapaTbl, NPON3BOANMbIE ANS SKCMOpPTa.
6. He ponyckaeTcs rocyaapcTBeHHasi perucrpaums:

1) NekapcTBEHHbIX MpenapaToB, OTIMYAKWMXCA APYr OT Apyra KauyeCTBEHHbIM COCTaBOM
[AENCTBYIOWNX BELEeCcTB, No4 OANHAKOBbIM TOProBbIM HaMMEHOBaHMWEM;

2) ofHOro fiekapCTBEHHOrO NpenapaTa, NpeAcTaB/eHHOro Ha rocyfapCTBEeHHYI0 perucrpaumio B
OTHOLIEHMN OAHOr0 WM TOro Xe gepxaTtena unu BAagenbua perucTpaumoHHOro yAOCTOBEpPEeHuUs
NeKapCTBEHHOro npenapaTta B Buae ABYyX M 6onee nekapCTBEHHbIX MpenapaTtoB MNoA pas/iMyHbIMU
TOProBbIMM HAUMEHOBAHUSAMM.

(n. 2 B pea. ®epgepanbHoro 3akoHa ot 04.06.2018 N 140-03)

7. Mo 3anpocy (B aneKkTpoHHOW dopMe unnm Ha byMaxkHOM HocuTene) cybbekTa obpaweHus
NeKapCTBEHHbIX cpeacTtB COOTBETCTBYHOLLNM YMNOSIHOMOYEHHbIM denepanbHbIM opraHom
WCNOMHUTENIbHOM  BNAacTW, OCYLUECTBASIOWMUM rOCYAapCTBEHHYIO PErucTpauuio  JIeKapCTBEHHbIX
npenapaToB, B YCTAHOBSIEHHOM WM TMOpPsSAKE OCYLWEeCTBASETCS HayyHoe KOHCY/bTUpOBaHWE Mo
BOMpOCaM, CBA3aHHbIM C NpoBeAeHUEM AOKIMHUYECKUX UCCefOoBaHWUW, KIMHUYECKUX UCCneaoBaHumn
NeKapCTBEHHbIX MpernapaToB, 3KCNEepTU3bl KayecTBa JieKapCTBEHHbIX CcpeacTB, 3PPEeKTUBHOCTU W
6e30MacHoOCTN, C OCYyLWeCTBNeHMEM TroCyAapCTBEHHOW perncTpauum nekapcTBeHHbIX npenapaTtos.
KoHcynbTUpoBaHWe OCYLEeCTBNSEeTCS C npuBnedyeHneM deaepasnbHbiX FrOCyAapCTBEHHbIX 610KeTHbIX
yupexaeHui, noaBefOMCTBEHHbIX AaHHOMY deaepanbHOMY OpraHy MWCNOSIHUTEeNbHOW BAAcTM U He
y4yacTBYOLWMX B OpraHmMsaumMm nNpoBefeHMsa 3KCNEepTU3bl KadecTBa JieKapCTBEHHbIX CPeACTB B Lendax
OCYLLECTB/IEHMSA WX [OCYAapCTBEHHOM perncrtpaunm B COOTBETCTBMM CO cTaTbel 16 HacToswero
depgepanbHOro 3akoHa, B BuAe OTBeTa B MWUCbMEHHOM (opMe YMNOJIHOMOYEHHOro dgeaepanbHOro
opraHa MCMosIHUTENbHOW BflIaCTU Ha 3arnpoc. Pasmep B3MMaeMoOW C 3asaBUTENsa nnaTbl onpeaenseTcs B
COOTBETCTBMM C 3aKoHoAaTenbCTBOM Poccunckon Odepepaumm 06 opraHusauuMm npeaocTaB/ieHUs
rocygapCTBeHHbIX W MyHuUuunanbHblX  ycnyr. WHdopmauma 06  ocywecTBneHMn  HayvyHoro
KOHCY/IbTUPOBaHUSA, B TOM 4duc/ie cTaTbW, 0630pbl, CNpaBoYHbIE MaTepuanbl U UHaAg nHdopMmaumsa ob
OCYLWECTB/IEHMN  HAYYHOrO  KOHCY/NbTUpPOBaHWA,  pasMelaetrcd Ha  oduuymanbHoM  cauTe
YNO/IHOMOYEHHOr0  deaepasbHOro opraHa WCMNONHUTEeNbHOM BAactm B ceTu  "WHTepHeT" C
cobnofeHneM OorpaHMYeHun, YCTAHOBNEHHbIX 3aKOHOAATENbCTBOM O MEPCOHasNbHbIX AAHHbIX,
KOMMep4yecKkon n (Mnm) rocyaapcTBeHHOM TanHe.

8. locypapcTBeHHasi perucrpaums NeKapCTBEHHbIX MpenapaToB, KOTOpble NpeAHa3HadeHbl Ans
NMPUMEHEHUS B YC/OBUAX BOEHHbIX AEWCTBMI, 4pe3BblYalHbIX CUTyauuin, npeaynpexaeHus
ype3BblYalHbIX CUTyauuii, NpoduUNaKkTUKU N nedyeHns 3aboneBaHnin, NpeacTaBNSaOWMX OMNACHOCTb A
OKpyXawwmx, 3aboneBaHuMit WM  MOPaXeHWi, NOJIYyYEHHbIX B  pe3ynbTaTe  BO3AeNCTBUSA
He61aronpuSaTHbIX XMMUYECKNX, BMOMOrMYecKmnx, paanaumoHHbiX GakToOpoB, U KOTOpblie pa3paboTaHbl
B TOM u4ucne no 3agaHuio deaepanbHbiX OpraHOB MCMHOSHUTENbLHOW BMacTu, YMNOJHOMOYEHHbIX B
obnactn 060poHbI CTpaHbl M 6@30MNacCHOCTU FOCYAapCTBa, a TaKXe JIeKapCTBEHHbIX CPeACTB B Cliyyae
nx pnedekTypbl WM PUCKa BO3HUKHOBEHUS paedekTypbl B CBSI3M C BBEAEHMEM B OTHOLLUEHMMU
Poccuiickon ®depepaunn orpaHMuMTENbHbIX Mep 3KOHOMMYECKOro XapakTepa OCyLlecTBiseTcs B
nopsiake, yctaHoBneHHOM lpaButenscTtBoM Poccuiickon deanepaunn.

(B pea. ®enepanbcHbiX 3akoHOB 0T 01.04.2020 N 98-03, ot 08.03.2022 N 46-03)

CtraTtba 14. MpUHLUNNBI 3KCNEPTU3bl JIEKAPCTBEHHbIX CPeACTB
(B pea. ®enepanbHOro 3akoHa oT 22.12.2014 N 429-03)

1. DKcnepTM3a NeKapCTBEHHbIX CPEACTB OCHOBbLIBAETCS Ha MPUHLMMNAX 3aKOHHOCTU, cobntoaeHus
npaB M cBoboa YenoBeka W rpaxxaaHuWHa, MpaB HOPUAMYECKOro nuua, HE3aBUCMMOCTM 3KCNepTa,
06bEKTUBHOCTN, BCECTOPOHHOCTM W MOMIHOTbI MCCNeAoBaHWn, MPOBOAUMbBIX C MWCMNOJIb30BaHUEM
COBPEMEHHbIX AOCTUXEHUIN HayKM N TEXHUKM, OTBETCTBEHHOCTU QeaepanbHOro rocyaapCTBEHHOMO
6IO4KETHOrO y4YpexaeHUs Mno MNpPOBEAEHMIO 3KCMepTU3bl NIEKAPCTBEHHbIX CPeACTB M 3KCMepTOoB 3a
NpoBefEHME N KAUYeCTBO 3KCNEPTU3bI.

2. 3KCI'IepTl/I33 NEKapCTBEHHbIX NpenapaTtoB And MEANLUMHCKOIoO NpnMEHEHNA BKTHOYAET B cebs:

1) aKkcnepTM3y [AOKYMEHTOB, MpPeAcTaBfeHHbIX ANA onpeaeneHnss BO3MOXHOCTU paccMaTpuBaThb
NIEKAPCTBEHHbIN NpenapaTt ANs MeAULMHCKOro MPUMEHEHUSA MpU OCYLLECTBNEHUN FOCYAAPCTBEHHOM
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perncTtpaumMm B KayecTtBe OpCbaHHOI'O NeKapCcTBeHHOro npenaparta,

2) SKCNeEPTU3Y nNpeanoXeHHbIX METOAOB KOHTPO/AA KaydeCTBa J/1EKApPCTBEHHOINO CpeactBa WU
Ka4yecCcTtBa MNpeactaB/IEHHbIX O6pa3LI,OB NeKapcTtBeHHOro cpeacrtea C MUCMOJZIb30OBaHWEM 3TUX METOA0B
(.qanee - OKCNepPTMN3a KayecCcTtBa JIeKapCTBEHHOIO Cpe,El,CTBa);

3) D2KCNepTM3y OTHOWEHUSA OXMAAEMOM nMOMb3bl K BO3MOXHOMY pPUCKY TMPUMEHEHMUS
/leKapCTBEHHOr0 npenaparta;

4) 3KCNepTU3y perucTpaumoHHOro A0Cbe Ha NIeKapCTBEHHbIM npenapaT B Uenax onpeaeneHus
B3aMMO3aMEHSEeMOCTM IeKapCTBEHHbIX NpenapaToB AN MeguUMHCKOro NpuMeHeHus.
(n. 4 BBeneH ®enepanbHbiM 3aKOHOM OT 27.12.2019 N 475-03)

3. DKcnepTM3a NIeKapCTBEHHbIX NpenapaToB AN BETEPUHAPHOr0 NMpUMEHEHUs BKIOYaeT B cebs
3KCNepTu3y KayecTBa N1eKapCTBEHHOrO CPeAcCTBa WM 3KCNEepPTU3y OTHOLWEHUS OXWMAAEMOW MNOMb3bl K
BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOMO npenapara.

Cratba 15. ®epepanbHoe rocyaapcrBeHHoe 6op)keTHOe yupeXxaeHue no nposeAeHuto
3KCMNepTusbl JIEeKapCTBEHHbIX CPeAcCTB

JKCnepTM3a IEKAPCTBEHHbIX CPeACTB NpoBoAUTCS peaepanbHbIM rOCYAapCTBEHHbIM BHOAXETHbBIM
yypexaeHneM COOTBETCTBYIOLEro YNOJHOMOYEHHOro deaepanbHOro opraHa UCNoJIHUTENbHOW BNacTy,
CO34aHHbIM Ans obecneyeHuss MCMOSIHEHUA MOSHOMOYMIA 3Toro deaepasibHOro opraHa no Bblaade
pa3pelweHnin Ha npoBeaeHne KIIMHUYECKUX WUCCNeAoBaHMI NeKapCTBEHHbIX NpenapatoB M (Man) no
rocynapCTBEHHOW permcTpaunm nekapcTBEHHbIX NpenapaToB (Aasiee - 3KCNepTHOE yuypexaeHue).

Ctatbs 16. OpraHmsauuns npoBeAeHUS dKCNEPTU3bl JIEKAPCTBEHHbIX CPeAcCTB
(B pea. ®egepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. DkcnepTtvMsa neKapCTBEHHbIX CPeACTB MPOBOAMTCS KOMUCCUENW 3SKCNEPTOB 3KCMEpPTHOro
yupexaeHusi, Ha3sHauYeHHOW ero pyKoBOAMTENIEM, HA OCHOBAHWM 3aJaHUs Ha NPoBeAEHME 3KCNEepPTU3bl
NTeKapCTBEHHOrO CpeAcTBa, BblAAHHOMO YMNOSIHOMOYEHHbLIM deaepasbHbIM OpraHoOM MCNOMHUTENIbHOW
BNactTu. PykoBoAMTENb 3KCNEPTHOrO YyuypexaeHuss obecrneuymBaeT Haanexallee npoBeAeHue
3KCNepTU3bl JIEKAPCTBEHHbLIX CPEACTB B COOTBETCTBMM C 3aAaHWEM, BblAAHHbIM YMNONHOMOYEHHbIM
¢enepanbHbIM OpPraHoM MCNOMHUTENBHOW BNAacTu, U OpraHU3yeT MOAroTOBKY CBOAHOIMO 3aK/loYeHUs
3TOM KOMMCCUMU. B cocTaB 3TOM KOMUCCUM MO PELUIEHUID PYKOBOAMUTENS SKCMEPTHOro ydpexaeHus
MOryT 6biTb BKJ/IHOYEHbl B KayecTBE 3KCMepTOB /vua, He paboTawlmne B [AHHOM 3KCMEPTHOM
yUYpexaeHun, ecnm ux chneumnanbHble 3HaHUS HeobXoAWMbl AN NMPOBEAEHWUS 3KCMNEPTU3bl U Takue
3KCMepTbl OTCYTCTBYIOT B AHHOM 3KCMNEPTHOM yUYpexaeHuu.

2. DKCNepToM MO MNpPOBEAEHUID SKCMEpPTU3bl NNIEKAPCTBEHHbIX CPEACTB SAB/SIETCA aTTEeCTOBAHHbIN
pabOTHUK 3SKCNEPTHOro Yy4upexAaeHus, KOTOpPbIX WMEET BbICLUEE MEeAULMHCKOe, dapMaLeBTUYECKOE,
buonornyeckoe, BeTepuUHaApHOe WAM XuMuyeckoe obpasoBaHMe W NPOBOAUT  3KCNEpPTU3y
NeKapCcTBEHHbIX CPeAcTB B MNoOpsiaKe MWCMONHEeHUS CBOUX AO/MKHOCTHbIX obsi3aHHocTen (panee -
aKcnepT).

3. Mpu npoBeAeHUN 3KCNEPTU3bl JIEKAPCTBEHHbIX CPEACTB 3KCMEpT HE MOXEeT HaxoaAuTbCs B
Kakon-nnmbo 3aBUCMMOCTM OT NMLA, Ha3HauMBLUEro 3Ty 3KCNepTu3y, paspaboTyMka /eKapCTBEHHOro
CpeacTBa UMW ApPYrMX 3anHTEpPecoBaHHbIX B pe3ysibTaTax aKcnepTusbl Au.

4, Mpwu nNpoBeAeHUN 3KCMNepTuU3bl NeKaAapCTBEHHbIX CpeacTB He jpgonyckaeTcsa wucrtpebosaTb Yy
3aasutensg nuMbo WHbIX NUL MaTepuanbl, HeobxoAuMble ANA NpoBeAeHus 3KcrnepTusbl. B cnydae
HeAOCTaTOYHOCTU MNpeAcTaBfIeHHbIX 3KCNepTy MaTepuanos ANA Aayvn 3aKN4YeHUs 3KCnepT CTaBuT
BOMPOC O nMpeacTaBleHnn eMmy HeobxoAuMbIX MaTepuanoB nepen pyKoBOAUTENEM 3KCNEPTHOro
yupexaeHusi, KOTopbl obpallaeTcs ¢ COOTBETCTBYOLWMM 3anpoCcoM B YMNOJITHOMOYEHHbIN deaepanbHbIn
OpraH WCNOSIHUTENbHOM BfacTW, BblAABLWMA 3ajaHuMe Ha MpoBeAeHWe 3KCNepTU3bl JIeKapCTBEHHOMO
cpeacTBa. YKasaHHbIN eaepanbHbIl opraH UMCNOSIHUTENbHOM BNAacTU B TedeHune natn paboumx aHen
CO [OHS MOCTYMN/JeHMs 3anpoca pyKOBOAUTENS 3KCAEPTHOro y4ypexaeHus HanpasnseT 3asBuUTeNto
3anpoc O nMpeAcTaBAeHUM HeobxoauMMbiX MaTepuanoB. [aHHbI 3anpoc MoXeT 6biTb nepeaaH
YNO/THOMOYEHHOMY MNpeAcTaBuUTeNo 3asBMTeNs JIMYHO NO4A pachnuCcKy, HanpasfeH Mo no4yTe 3aKa3HbIM
NMMCbMOM WAWN NepenaH B 3/1IEKTPOHHOM (hopMe N0 TeNEKOMMYHUKAUNOHHBIM KaHanam cBsa3u. B cnydae
HanpaBNeHUsT AaHHOrO 3ampoca MO MoYTe 3aKa3HblM MMCbMOM OH CUYMTaeTCs MOJIyYeHHbIM MO
NCTEYEHUN LWEeCTN AHEeN C AaTbl HanpaB/ieHUs 3aKa3Horo nMcbMa.

(yacTtb 4 B pea. PeagepanbHOro 3akoHa ot 25.11.2013 N 317-®3)
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4.1. 3agBuTenb 06s3aH NpeacTaBUTb OTBET Ha 3anpocC YNO/JHOMOYEHHOro beaepanbHOro opraHa
NCNOJSIHNTENbHOM BNACTM B CPOK, He NMpeBbIWAaOWKN AEBSHOCTA paboynx gHeln Co AHS ero noayyeHus.
YnonHoMo4eHHbIn deaepasnbHbiil opraH UCNOAHUTENBHOM BAacTu, BblAaBLWMIM 3a4aHne Ha NpoBeAeHune
3KCNEepTU3bl NEKapCTBEHHOro CpeacTBa, B TeyeHue naTu pabouymx AHEN CO AHSA MOCTYNNEHUs oT
3a8BUTENSA OTBETaA Ha AAaHHbIN 3aNpoC HanpaBfseT TaKol OTBET B 3KCNEpTHOe yupexaeHue. B cnydae
HenpeacTaB/ieHNs NO UCTeYeHUM AeBsAHOCTa paboumx AHEN 3asaBUTENIeM OTBETa Ha AaHHbIM 3anpoc
YNOJIHOMOYEHHbIN (beaepanbHblii OpraH MCNOSTHUTENBbHOW BNAaCcTW, BblAaBLUWIA 3a4aHMe Ha NpoBeaeHne
3KCNepTU3bl JIEKAPCTBEHHOIO CpeacTBa, B TeyeHne natu pabouymx AHen HanpaBasieT B 3KCNepTHoe
yuypexaeHne yBeaoM/IEHME O HenpeacTaB/IEHMM 3asiBUTE/IEM OTBETA Ha 3arnpocC yKa3aHHOro opraHa.
Bpemsa co gHS HanpaB/eHUs 3anpoca 3KCMNEPTHOro YYpexxAaeHus B YMONHOMOYEHHbLIN deaepanbHbli
OopraH UCMONHUTENIbHOM BMACTU A0 AHS NMONYYEHUS SKCMEPTHLIM YYpEXAEHMEM OTBETa Ha 3amnpoc UIn
yBeaOM/IEHUST O HenpeAcCTaB/ieHMM OTBETa Ha 3arnpoC He Y4YUTbIBAeTCs MpPUM WUCUYMCIEHUMM CpokKa
NnpoBenEeHMNS dKCNepTMU3bl JIEKAPCTBEHHOrO CpeacTBa.

(4actb 4.1 BBegeHa PegepasibHbiM 3akoHOM OT 25.11.2013 N 317-03)

4.2, Ecnn B cocTaBe peructpaumMoHHOro AOCbE Ha JIEKAapCTBEHHbIM NpenapaTt Ans MeauLMHCKOro
NMPUMEHEHUS COAEPXUTCA NpeaycMoTpeHHasa crtaTtben 18, uactbto 1.1 ctatbu 30 m cTtaTben 34
HacTosiwero ®eaepanbHOro 3akoHa KOMUS pPeLEeHUs YMNOJIHOMOYEHHOro deaepasbHOro oOpraHa
NCMOJIHUTENbHOMN BJIAaCTU O MPOBEAEHNU MHCMEKTUPOBAHMUS MPOM3BOAUTENS JIEKAPCTBEHHbLIX CPeAcCTB,
aKcnepTy A0 odopMSIeEHNs pe3ysibTaTOB 3KCMNepTM3bl JIeKapCTBEHHOIO CpeAcTBa MpeaocTaBisieTcs B
nopsiake W Ha YCN0BUSX, KOTOpble NpeayCMOTPeHbl 4YacTsMu 4 1M 4.3 HacTosWwen CTaTbu, KOMNus
3aKJ/IlOYEHMST O COOTBETCTBMM NpPOM3BOAUTENS JIEKAPCTBEHHbLIX CpeacTB TpeboBaHMAM MpaBun
Hagnexalwlen npon3BOACTBEHHOW MNpPaKTUKWU, BbIAAHHOMO YMNO/JAHOMOYEHHbIM deaepanbHbIM OPraHoM
NCMNONTHNTENbHOM BNacTu,

(vyacTb 4.2 BBeaeHa ®egepanbHbiM 3akoHOM OT 04.06.2018 N 140-d3)

4.3. 3aasutenb 06s3aH NpeacTaBuUTb B YMNOJIHOMOYEHHbIN denepasnbHbI opraH MCNOHUTETbHOM
BN1AaCTM KOMMIO 3aK/KYEHUS O COOTBETCTBUM MPOU3BOAUTENS NIEKAPCTBEHHbIX CpeAcTB TpeboBaHMAM
npaBua Hagnexalwen nponsBOACTBEHHOMW MPaKTUKU B CPOK, He MpeBbIWaloWwmin CTa BOCbMUAECATU
pabounx AHen cCo AHSA MOAyYeHWUs 3anpoca O ee NpeAoCTaBfeHUU. YNOMHOMOYEHHbIN deaepanbHbli
OopraH WCNOJIHUTENbHOM BAACTW, BblAABLWIWMA 3aJaHME Ha MpoBeAeHWE 3KCMepTuU3sbl SIeKapCTBEHHOrO
cpeacTBa, B TeyeHue naATn pabounx AHEN Co AHSA MOCTYMN/IeHUS OT 3asBUTENs KOMWUU 3akloYeHus o
COOTBETCTBMW MpPOU3BOAMTENS NIEKAPCTBEHHbIX CpeacTB TpeboBaHMSAM npaBun  Haanexawen
NpOM3BOACTBEHHOW MNpaKTMKKW, HanpaBAseT ee B 3JKCNepTHoe yupexaeHune. B  cnydae
HenpeacTaBNeHUSd 3asBUTENEeM B YKas3aHHbIA  CPOK KOMUU  3aK/IlOYEHUSs O COOTBETCTBMMU
Npou3BOANTENS JIeKApCTBEHHbIX cpeacts TpeboBaHMAM NpaBuna Hagnexawen npou3BOACTBEHHOW
NPaKTUKKW YMONHOMOYEHHbI deaepasbHbIi OpraH MCNOSIHUTENbHOW BMacTW, BblAABLIMIM 3ajaHWe Ha
npoBefeHne 3KCnepTM3bl NIeKapCTBEHHOro CpeacTBa, B TedeHue naTtu paboumx gHen HanpasnseT B
SKCMNepTHOE Yy4ypexaeHue yBeAOMJIEHME O HenpeacTaBAeHUW 3asiBUTENEeM KOMUU 3aK/IlYeHUs o
COOTBETCTBMM MPOU3BOAMTENSA NleKapCTBEHHbIX CpeAacTB TpeboBaHMsM nNpaBun  Haanexauwen
Npou3BOACTBEHHOW NpaKTUKW. BpeMa co AHA HanpaBfieHUs 3arpoca 3KCMepTHOro y4ypexaeHus B
YNOSIHOMOYEHHbIN deaeparnbHbli OpraH WCMOSIHUTENbHOMW BRactTu A0 AHS MOAYYEHUSA DKCNEPTHbIM
yuypexaeHneM KOMuM 3aK/IlYeHUs O COOTBETCTBUMM NpPOU3BOAUTENS JIeKapCTBEHHbIX CpeacTB
TpeboBaHNAM nNpasua  Hagnexawen Mnpou3BOACTBEHHOMW MNPAKTUKU WAU  YBEAOMJIEHUA O €€
HenpeacTaB/EHUN HEe YUUTBIBAETCA NPU UCUYUCIIEHUM CPOKA MPOBEAEeHUs 3KCNepPTU3bl IEKapCTBEHHOMO
cpeacTsa.

(yactb 4.3 BBeaeHa PenepasnbHbiM 3akoHOM OT 04.06.2018 N 140-93)

5. DkcnepT npu MpoOBEAEHUM TMOPYYEHHON €My PYKOBOAUTENEM 3KCMEPTHOrO YUYpexaeHus
3KCNepTu3bl NeKapCTBEHHOrO cpeacTBa 0653aH:

1) npoBecT MONHOE WCCneAoBaHWe MNpeACTaBleHHbIX €My O6bekToB, MaTepuanos, AaTb
060CHOBaHHOE © O6BLEKTMBHOE 3aK/YeHWe Mo MOCTaB/feHHbIM Mepea HUM  BOMpocaM  Uau
MOTMBMPOBAHHOE 3aK/IOUYEHME O HEBO3MOXHOCTU MPOBEAEHMS MM 3KCMEPTU3bl J1I€KApPCTBEHHOIO
CpeaAcTBa, €C/M MOCTaBJ/IEHHbIE BOMPOCHI BbIXOAAT 3a MNpefenbl CheuuasnbHbiX 3HaHUIA 3KChepTa,
06bEeKTbl WCCNeAoBaHWii M MaTepuanbl  HEMPUroAHbl  WAWM  HEAOCTATOUHbI AN MPOBEAEeHUs
NCCNEeNoBaHUM M AauyM 3aKIUeHUss 60 COBPEMEHHbIA YpPOBEHb PA3BUTUS HAyKU HE MO3BONSET
OTBETUTb Ha MOCTABJIEHHbIE BOMPOCHI;

2) He pasrnawaTb CBeAeHM s, KOTopble CTalln eMy M3BECTHbl B CBA3M C NpoBeAeHNEM 3KCMNepTU3bI
NekapcTBEHHOrO CPeACTBa, a TakxKe CBeAeHUs, COCTaBAsOWME roCyAapCTBEHHYO, KOMMEPYECKY0 UK
NHYIO OXPaHSEMYo 3aKOHOM TalHy;
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3) obecneynTb COXPAaHHOCTb MPEACTaB/IEHHbIX 0OBEKTOB MCCEA0BAHUN U MaTeEpPMaroB.

6. DKcnepT He Bnpase:

1) NnpoBOAUTbL 3KCMEPTU3Y NeKapCTBEHHOrO CpeAcTBa Mo o6palleHU0 HENOCPEACTBEHHO K HeMy
opraHusauun unmn dusndeckux nuu;

2) CaMOCTOATENIbHO CO6MpaTb MaTepuanbl Anda npoBeaeHUA 3SKCNEPTU3bl NEKAPCTBEHHOIO
cpeacTea,

3) NpoBOANTb SKCNEPTU3Y IEKapCTBEHHOIO CPeACTBa B Ka4YeCTBE HErocyaapCTBEHHOr0 aKcnepTa.

7. B cnyyae Heob6xoaMMOCTM 3KCNepT BMNpaBe Xo4aTalCTBOBaTb Mepesi pyKoBoaAUTENeM
SKCMEPTHOrO YYpexaeHuss O MNpPUBMEYEHUN K MPOBEAEHUIO IKCMEPTU3bl JIEKAPCTBEHHOrO CpeacTBa
APYrUX 3KCMNepToB.

8. Kaxablii aKcnepT, BXOASLWNNA B COCTaB KOMUCCMW IKCMEpPTOB, KOTOPOM MOpy4YeHo nposejeHune
S5KCMNepTu3bl IEKApCTBEHHOr0 CpeacTBa, HE3aBMCUMMO WM CaMOCTOATENIbHO MNPOBOAWUT UCCIEAOBaHUS,
OLEeHMBAeT pe3ynbTaTbl, MOJIyYEHHbIE UM JINYHO U APYrMMKM 3KCNepTamMun, u (GOpMYynnpyeT BbiBOAbI
OTHOCUTENIbHO NMOCTaBMIEHHbIX BONPOCOB B npeaenax CBOMX CneunasnbHbIX 3HAHWUM.

9. Pe3ynbTaTbl 3KCNEPTU3bl NEKAPCTBEHHOIO cpeAcTBa OMOPMAAITCSA 3aK/IHOUYEHMEM KOMUCCUM
3KCnepToB. B 3aKk/i0OYEHMM KOMUCCUW 3SKCMEPTOB YKasblBalOTCA MNepevyeHb WCCNeAoBaHWui, o6bem
NpPOBEAEHHbIX KaXAbIM 3KCNEpPTOM UCCNeAOoBaHWUN, YCTaHOBMEHHbIE KaXAbIM M3 HUX GakTbl U
cAenaHHble B pe3ynbTaTe MWCCNeAoBaHWI BbiBOAbl. DKCMNEPT, MHEHWE KOTOPOro He CcoBMnagaeT C
pelleHneM KOMUCCUM 3KCMNepToB, BMpaBe BbipasuTb CBOE MHEHME B MUCbMEHHOl ¢dopMe, KoTopoe
NpMo6bLLAETCs K 3aK/IIOYEHNI0 KOMUCCUU SKCMEPTOB.

10. 3kcnepTbl, BXoAsAWME B COCTaB KOMUCCUM, npeaynpexaatTcs 06 OTBETCTBEHHOCTM B
COOTBETCTBMW C 3aKOHOAaTeNnbLCTBOM Poccuiickon depepaumun 3a gady 3akOUYeHUs, coaepxallero
Heob0OCHOBaHHbIE MU PanbCUPUUNPOBAHHbIE BbIBOAbI, O YEM OHW AAKOT MOAMMUCKY.

11. OnpepeneHne ypoBHS NpodeccMOHanbHOM NOArOTOBKM 3KCNEPTOB M aTTECTALMSA MX HA NpaBo
NPOBEAEHNSI SKCMEPTMU3bl IEKAPCTBEHHbIX CPEACTB OCYLLECTB/ISIOTCA 3KCMEPTHO-KBANUPUKALMOHHBIMU
KOMUCCUSIMW B nopsiaKe, YCTaHOB/IEHHOM COOTBETCTBYIOLMM  YMNOMHOMOYEHHbIM deaepanbHbIM
OpraHoM WCMOMHUTENbHOW BNacTu. YpoBeHb npodeccMoHanbHOl MOAFOTOBKM 3KCMNEPTOB MOANEXMUT
nepecMoTpy yKasaHHbIMW KOMUCCUSIMU He pexe YeM OAMH pa3 B NATb JIeT.

12. MpaBnna npoBeaeHUs 3KCNepTU3bl NeKapCTBEHHbIX CPeaACTB U 0COHEHHOCTM 3KCNepTU3bl
OTAENIbHbIX BWAOB JIEKAapCTBEHHbLIX rMpenapatoB (pedepeHTHbIX JleKapCTBEHHbIX npenapaTos,
BOCMPOU3BEAEHHbIX JIEKApCTBEHHbIX rpenapaTtoB, OMONOrMUYECKNX JIeKapCTBEHHbLIX MpenapaTos,
buoaHanoroebix (6MONOAOGHLIX) NeKapCTBEHHbIX npenapaToB (6uMoaHanoros), romMeonaTUYecKux
NeKapCTBEHHbLIX  MpenapaToB,  JlIeKAapCTBEHHbIX  pacTUTENbHbIX  MNpenapaTos, KOMOUHaumm
NeKapCTBEHHbIX npenapaTtoB), GOPMbl 3aKAKOYEHU KOMWUCCUM  IKCNEPTOB YCTaHaBIMBAKOTCSH
COOTBETCTBYHLMM YNOSTHOMOYEHHbIM befepanibHbIM OPraHoOM UCMONHUTENbHOW BNAacTU.

(yacTtb 12 B pen. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

KoHcynbTaHTIIOC: npuMeYyaHue.

CM. 0CcO6eHHOCTHK pa3pellnTebHbIX pexnmMoB B cepe obpalleHnsa nekapCTBEHHbIX NpenapaToB
AN BETEpPUHAPHOro npuMeHeHusd, yTe. NoctaHosneHunem lNpasutenscrea PO ot 12.03.2022 N
353.

Cratbss 17. MNMopaua M paccMOTpeHue 3asBJ/IEHUS O rocyAapCTBEHHOM perncrpauvm
JieKapCTBEHHOro npenaparta g1 BEeTepuHapHOro npuMeHeHus
(B pen. ®epepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. [ns rocynapCTBEHHOW perucrtpauuMu JieKapCTBEHHOrO MpenapaTta AfS BETEPUHApHOro
NnpUMeHeHUs pa3paboTumMK TaKOro JIeKapCTBEHHOro npenapaTta WM YMNOJIHOMOYEHHOE MM Apyroe
opuanyeckoe nmuo (ganee B HaAcCTOSIWEN CTaTbe - 3asiBUTENb) MpeacTtaBsisieT B YMNOJIHOMOYEHHbIN
denepanbHbll OpraH WCNOSIHUTENbHOM BAACTU, OCYLUECTBASKWNNA FOCYAapCTBEHHYIO perncrpauuio
NIeKapCTBEHHbIX MpenapaToB A/19 BETEPUMHAPHOrO MPUMEHEHMUS, B 3/IEKTPOHHOW QoOpMe WM Ha
6yMaXxHOM HOCUTeNne 3asiB/iIeHMEe O rocyAapCTBEHHOW perncrpauumn fiekapCTBEHHOrO npenapaTta Ans
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BETEPUMHAPHOIrO0  MPUMMEHEHWs, a TakXke B NopsAaKe, YCTaHOBJIEHHOM  COOTBETCTBYIOLWUM
YMNOSIHOMOYEHHbLIM deaepanbHbIM OpraHOM WCMOSIHUTENbLHOW BNacTM, B 3/EeKTPOHHOM dhopMe mnm Ha
6yMaXkHOM HocuTene HeobxoAuMble AOKYMEHTbl, M3 KOTOPbIX (POPMUPYETCA perncrpaumoHHOe A0Cbe
Ha NeKkapCcTBEHHbIN NpenapaT ANs BEeTepMHAPHOro NpMMeHeHus.

2. B 3adBNeHUM O TrocyAapcCTBEHHOW perucTpaumMm JfleKkapCTBEHHOro npenaparta And
BETEPUHAPHOIO NMPMMEHEHUS YKa3bIBAOTCS:

1) HauMMeHOBaHMe W aApec 3asaBuTeNs, pa3paboTyMka M NpPOU3BOAUTENS JIEKAPCTBEHHOrO
npenapata ANs BETEPUHAPHOro TMpPUMMEHEeHUSs U aapec MecTa OCyLWecTB/IeHUs MNpoM3BOACTBA
NNEKApPCTBEHHOrO npenapaTta AN BETEPUHAPHOrO MNpUMEHEHUA (B clydae Hananuusa HECKONbKUX
YUYaCTHUKOB Mpouecca nponsBoACcTBa HEO6X0AMMO yKa3aTb KaXaoro U3 HUX);

2) HanMeHoOBaHNe NeKapCcTtBeHHOro npenaparta ansa BETEPUHAPHOIO NMPUMEHEHUA
(ME)KLI,YHapOD,HOG HENATEHTOBAHHOE, WKW TPyNnnNMpoBOYHOE, ninm XUMHUYECKOE N  TOpro.eoe
HaVIMeHOBaHVIFI);

3) nepevyeHb AENCTBYHOLWMX WU BCMOMOraTesibHbIX BEWECTB, BXOASALWMNX B COCTAB JIEKAPCTBEHHOIO
npenapara Ana BETEPMHAPHOro NPUMEHEHUS, C YKa3aHUEM KOSIMYECTBA KaXAoro U3 HUX;

4) nekapcTtBeHHas dopMa, A03MPOBKa, CMOCO6bl BBEAEHWUS W TMPUMEHEHUS, CPOK rOAHOCTU
NeKapCTBEHHOro npenapaTa A1 BETEPUHAPHOro NpuUMeHeHus;

5) dbapMakoTepaneBTUYeckas rpynna;

6) HeobX0AMMOCTb NPUMEHEHUS YCKOPEHHOM MpoLefypbl SKCNepTU3bl IeKapCTBEHHbIX CPeacTB B
Lensix rocyAapCTBEHHOW perncTpaummn nekapcTBEHHOMO Npenapara;

7) KOMUN AOKYMEHTOB, NOATBEPXAAWLWNX ynaTy FOCYﬂapCTBeHHom MOLWUHDbI:

a) 3a NpoBeAeHne 3KCMepTU3sbl KayecTBa NIeKapCTBEHHOro CPeAcTBa U 3KCMEepTU3bl OTHOLLEHMS
0XWAAEeMOM MOfMib3bl K BO3MOXHOMY pPUCKY TMpPUMEHEHUS JIEKApCTBEHHOro mMpenaparta A
BETEPUHAPHOro NMPUMEHEHUS NPU Ero rocyAapCTBEHHON perncrpauum;

6) 3a BblAa4yy pPerncTpaLMoOHHOr0 y40CTOBEPEHUS SIeKapCTBEHHOMO Npenaparta;

8) Hanuume cornacums, NpPeaycMOTPEHHOr0 4acTbid 7 HACTOSLEA CTaTbM, €CNM C MOMEHTa
pernctpaummn pedepeHTHOro NeKapCcTBEHHOro npenapata Afs BeTePUHAPHOro NMpUMEHEHUs MpoLUIo
MEHEee YeM LIECTb JIET.

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

3. PerucrtpaumoHHOe pgocCcbe B Uenax 23SKCnepTusbl JleKapCTBEHHOro npenapaTta Ans
BETEPUHAPHOro NpUMeHeHnsa GopMUPYeTCs U3 CeayroWwmnx JOKYMEHTOB U CBEAEHUN:
(B pea. ®egepanbHOro 3akoHa ot 27.12.2019 N 478-03)

1) cBegeHnsa o gate npenocTaBieHUs U PeruMcTpaumoHHOM HOMepe NULEH3UMU Ha NMPOM3BOACTBO
NeKapCTBEHHbIX CpeacTs, NpeaoCTaB/IeHHOW MNPOM3BOAUTEND PErucTpupyeMoro JseKapCTBEHHOro
npenapaTa A/ BETEPUHAPHOIo NPUMEHEHUs, ANS POCCUMCKUX MPOU3BOAUTENEN;

(B pea. ®enepanbcHbiX 3akoHOB 0T 04.06.2018 N 140-®3, o1 27.12.2019 N 478-®3)

2) cBeAeHUs O AaTe npeaocTaBfeHUs U perncTpauuMoHHOM HOMepe NIMLEH3UM Ha MPOM3BOACTBO
NneKapCTBEHHbIX CpeAcTB, MpeaoCTaBNeHHON npomssoauTento dapmaueBTMUecKor cybctaHumu,
BXOASLEN B COCTaB permcTpupyeMoro ieKapCTBEHHOro npenapaTa ANs BETEPUHAPHOro NpuUMeHeHUs,
A1 POCCUNCKUX MpOoM3BOAUTENENn;

(B pea. ®epepanbHbix 3akoHOB 0T 04.06.2018 N 140-®3, o1 27.12.2019 N 478-13)

2.1) konusi AOKYMEHTa, BblAAHHOMO YMOJIHOMOYEHHbIM OPraHOM CTpaHbl MNpou3BoAUTENs ANs
Ka)xZoM NpPOM3BOACTBEHHOW MJIOWAAKN PErncTpMpyeMoro fekapcTBeHHOro npenapata Ans
BETEPUHAPHOIO MPUMEHEHUS W MNOATBEPXAAKLWEro COOTBETCTBME MPOU3BOAUTENS JSIEKAPCTBEHHOMO
npenapata TpeboBaHMSM MpaBu/l Haasexallen Mpou3BOACTBEHHOW MPaKTUKWU, U ero nepeBos Ha
PYCCKMI $13blK, 3aBEPEHHbIE B YCTAHOBMIEHHOM MOPSAAKE, @ TaKXe KOMus 3ak/Il0YeHUss 0 COOTBETCTBUM
NpoOM3BOANTENSA /IEKAPCTBEHHbIX CPeacTB TpeboBaHUSAM MNpaBu Haanexallen npon3BoACTBEHHOM
NPaKTUKK, BbIAAHHOIO YMNOJIHOMOYEHHbIM denepasibHbIM OPraHoM MWCMNOJIHUTENbHOW BRactu Ans
Ka)xgoh Npou3BOACTBEHHOW MJOWAAKW  PErucTpMpPyeMoOro JflIeKapCTBEHHOro npenapaTta Ans
BETEPUHAPHOI0 NPUMEHEHUS, NMBO KOMUS PELLEHUS O NMPOBEAEHUM MHCNEKTUPOBAHMS NPOM3BOAMTENS
NTeKAaPCTBEHHbIX CPeACTB, MPUHSATOrO YMOJIHOMOYEHHbIM efepasbHbIM OPraHoM MUCMNOSIHUTENbHOM
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BN1ACTM AN Ka)XA0W NPOU3BOACTBEHHONM MOWAAKN PErNCTPUPYEMOro NeKApCTBEHHOro npenapaTa ans
BETEPMHAPHOro NpMMeHeHns. YKasaHHble JOKYMEHTbI NMpeacTaBnstoTca B caydae, ecfim Npom3BoACTBO
NlekapCTBEHHOro npenaparta ocyLwecTBaseTca 3a npeaenamm Poccuinckon Gegepaunm;

(n. 2.1 BBeaeH ®PeagepanbHbIM 3akOHOM 0T 04.06.2018 N 140-D3)

2.2) KonMusA [AOKYMEHTA, BbIAAGHHOIO YMNO/HOMOYEHHbBIM OpPraHoM CTpaHbl MPOM3BOAUTENS
dhapmMaLeBTUYECKOMN cybcTaHumm n noaTeepXxaatLlero COOTBETCTBME nponssoanTens
dapmaueBTHHeCckon cybcTaHuMKM, BXOAsWLEN B COCTaB PErMCTpPUPYEMOro JSIEKApPCTBEHHOro npenaparta
AN BETEPUHAPHOro NpuUMeHeHus, TpeboBaHMSAM MpaBuN Haasexalwen Npou3BOACTBEHHOW MPAaKTUKK,
M ero nepeeBoj Ha PYCCKUW $N3blK, 3aBEpPEHHble B YCTAHOBJIEHHOM MoOpsAKe, B Ciy4dae, €c/u
Nnpon3BoACTBO dapMaueBTUYeCKon cybCTaHUMM oOCylecTBNsieTca 3a npeaenamMu Poccuimckom
denepaunn;

(n. 2.2 BBeaeH ®enepanbHbIM 3aKOHOM 0T 04.06.2018 N 140-03)

3) nMpoekT HOpPMaTUBHOro [OKYMEHTa Ha J1IeKapCTBEHHbLIA nMpenapaTt Ang BeTepuHapHOro
NPUMEHEHUS;

4) AOKYMEHT, coaepxawuin cneaywuwy mHdbopMaunio o dgapMaueBTUyeckon cybctaHuum mnum
dapmaueBTUYeCKnX cybCcTaHUMAX, BXOAAWMX B COCTaB JleKapCTBEHHOro npenapata Ans
BETEPUHAPHOrO NPUMEHEHMUS:

a) HaunMeHoBaHWe dapMalUeBTUYECKON CyObCTaHUMK, ee CTpyKTypa, obuwmue cBoictBa (npu
rocyaapCTBEHHOW  permcrpaunm  UMMYyHOBMONOrMYecKMx  NEeKapCTBEHHbLIX  MpenapatoB  Anas
BETEPUHAPHOIo MPUMEHEHUS MNPeAcCTaBAAOTCS CBEAEHMS O LWTaMMe, BKJKOYas ero HanmMeHoBaHwue,
MH(OPMaLMIO O MPOUCXOXAEHUN, €r0 CBOMCTBAX, XapaKTEPUCTUKAX N MecTe A4eNOHMPOBaHMKS);

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

6) HanmeHoBaHWe 1 agpec Npou3BOAUTENS;

B) TEXHO/10MMA Npomn3BoacCTBa C ONMCaHneMm cTaaunmn npomn3BoACcTBa U METOA0B KOHTPOJZIA Ha BCeEX
CTagunax npon3eoAacTBa,

r) wuHdopMmauua o npuMmecax (He npeacrtaBngeTcs npu  rocyfapcTBEHHOMW perncrpauum
MMMYHOBUMONOrMYEeCcKNX NeKapCTBEHHbIX NMpenapaToB AN BETEPUHAPHOrO NPpUMEHEHNS);
(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

A) cneumdukaumsa Ha  dapmaueBTMdeckyt  cybctaHuuio (He  npeacTtaBnsieTcs  npu
rocynapCTBeHHOM  perncrpaumm  MMMYHOOMONOrMYEeCcKMX  JIeKapCTBEHHbLIX  MNpenapaToB  Ans
BeTepPMHAPHOro NpuUMeHeHus);

(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

e) onncaHne MeETOAMNK KOHTPOAA KayecTBa,

X) pe3ynbTaTbl aHanusa cepuih dapmayeBTnyeckon cybctaHumm (He npeacrtaBnalTCa npu
rocynapCcTBeHHOM  perncrpaumm  UMMMYHOOMONOMMYECKMX  JIeKapCTBEHHbLIX  MNpenapaTos  Ans
BEeTEPUHAPHOro NpUMeHeHus);

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

3) nepevyeHb CTaHAapTHbIX 06pa3LUoB WM BELLECTB, MWCMONb3YEMbIX TMPU OCYLLECTBIIEHUN
KOHTPONS KayecTBa;

I/I) ONMnUCaHne XapakKTepUCTuK n CBOWCTB YMNaKOBOYHbIX MaTeEPMNaNOB N YKYNOPOYHbIX CPEACTB,

K) AaHHble O cTabunbHOCTM (HEe npeacTaBnsATCA NpU  rOCyAapCTBEHHOM  perncrpaumu
NMMYHOBMONOrMYECKNX NeKapCTBEHHbIX NpenapaToB A/19 BETEPUHAPHOr0 NPUMEHEHUSR);
(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-93)

N) CPOK FOAHOCTW, YC/TIOBUS XPaHEHUS;

KoHcynbTaHTlNOC: NnpuMeYyaHue.
Mpu perncrTpaumm BOCNpomM3BeLeHHOr0 npenapaTa rno YCKoOpeHHOW npoueaype A0nycKaeTcs
HenpeacTaB/ieHNne CBEAEHUA B YaCcTM ONUCAHMUS METOA0B, NX AOKYMEHTANbHOIro NMOATBEPXAEHUS

https://www.consultant.ru/cons/cgi/online.cgi?from=424657-55&req=doc&rnd=MfUajQ&base=LAW&n=422023#xuHCXITIZygWX7HX 27/110



26.09.2022, 13:26 denepanbHbIii 3akoH oT 12.04.2010 N 61-93 (pea. ot 14.07.2022) "O6 obpalleHun nekapcTBeHHbIX C... \ KoHcynstaHT noc

npu NMCbMeHHOM 0643aTeNnbCTBE UX NPeAoCTaBUTb B TeueHue 12 Mecsaues Co AHSA perucrpaunm
(MocTtaHoBneHue Mpasutenbcrea PO ot 12.03.2022 N 353).

5) otyer 0 pe3ynbrtatax AOKJIMHMYECKOro WCCNefoBaHUs JleKapCTBEHHOro cpeacTea  Ans
BETEPUHAPHOIrO NMPUMEHEHUS, BK/IIOYAOWNIA ONMCAaHNE MEeTOA0B onpeaesieHnss OCTaTOYHbIX KONMYeCTB
AencTBytollero BewecTBa (AENCTBYHOLWNMX BeLWecTB), AocTurawmouwero (AocTurarowmx) CUCTEMHOro
KpOBOTOKa, B MPOAYKLUU XUBOTHOMO MNPOUCXOXAEHUSA MNOCE MNPUMEHEHUS TaKOro JfieKapCTBEHHOro
CpeAcTBa, a TakXke AOKYMeHTanbHoe noATeepxaeHue (Banniaumsa) ykasaHHbIX MEeToLO0B;

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

6) oTvEeT O Ppe3ynbTatTaxX KIMHUYECKOIro wuccneaoBaHmnAa JIEKApPCTBEHHONO nMnpenaparta And
BETEPUHAPHOIo nNpPpUMEHEHUA Yy KaXaoro BMAaA XKMUBOTHbIX, YKa3aHHbIX B WHCTPYKUMKN MO
BETEPUHAPHOMY NMPUMEHEHUIO,

7) nNpPOEeKT WHCTPYKUMWU MO BeTEPUHAPHOMY MNPUMEHEHUIO JlIeKApPCTBEHHOrO nMpenapaTa,
colepallen cneagyoume cBeaeHus:

a) HauMMeHOoBaHWEe  NeKapCTBEHHOro npenapata ANf  BEeTEepUMHApPHOro  MNPUMEHEHUS
(MexayHapoAHOe HernaTeHTOBaHHOE, WAM  TPYNMUMPOBOYHOE, WAM  XMMWUYECKOe U  Toprosoe
HanMeHOBaHuSA);

6) NeKapcTtBeHHas cbopMa C YKa3aHUEM HaMMEHOBaHMN N KONNYECTBEHHOIO COCTaBa
,ﬂeVICTBy}OU.lMX BewecCTB N Ka4eCTBEHHOIO COCTaBa BCNMoMoraTtesibHbIX BELWECTB,

B) OMMCaHWEe BHELHEro BMAa JIeKapCTBEHHOro npenapaTta A/ BeTEPUHAPHOIr0 NpPUMEHeHUs;

r) apmakoTepaneBTU4Yeckass rpynna JAekapCTBEHHOro npenapata JAns BeTEepUMHApPHOro
NPUMEHEHNS UK yKa3aHue "romeonaTnyeckuin neKapcTBeHHbI npenapat”;

n) dapMakoaMHamMuka UM dapMakokMHeTMKa (3@  MCKYeHmeM  apMaKOKMHETUKU
romeonaTMyeckmnx NeKapCTBEHHbIX MpernapaToB M pacCTUTE/IbHbIX I€KapCTBEHHbLIX MpenapaToB) Wan
onMcaHne MMMYHO6MON0rMyeckmnx CBOMCTB NIEKAPCTBEHHOrO NpenapaTa;

e) nokasaHus ANns NpUMEHEHUS;
) NPOTUBOMNOKa3aHWUs ANs MPUMEHEHUS ;
3) Mepbl NPEeAOCTOPOXXHOCTU MPU NMPUMEHEHUN;

N) yKasaHume BO3MOXXHOCTU N O0COBEHHOCTEN NPpUMEHEHNS Y 6EpPEMEHHbBIX XXMBOTHbIX, Y XXUBOTHbIX
B Nepuoja fnaktaumm, y NOTOMCTBA XWUBOTHbIX;

K) PeXwuM A03MpOBaHUs, CNOCO6 BBEAEHUS U MPUMEHEHUS, NMPU HEOB6XOAMMOCTU BpeMsi npuema
NleKapCTBEHHOTrO NMpenapaTa AN BETEPUHAPHOro NMPUMEHEHUS, NPOAOSIXKUTENBHOCTb NlIeUeHuUs ;

J'I) BO3MOXHbIE nobouHble ,D,eVICTBMH, HeXenaTes/ibHble peakunm npu NMPUMEHEHUN
NEeKapCTBEHHOIO NpenapaTta Angd BETEPUHAPHOIo NpUMEHEHUA,

M) CUMMATOMbI NEPEA03MPOBKU, MEPbI MO OKA3aHUIO NMOMOLLM NpU Nepeao3npoBKE;
H) B3aUMOAENCTBME C APYTMMWN JIeKapCTBEHHbIMM NpenapaTtaMu u (UNKM) KopMaMmu;
0) opMbl BbiNycKa JIEKAPCTBEHHOrO Npenaparta A/ BETEPUHAPHOIO NPUMEHEHUS ;

n) ykasaHue (npum HeobxoAMMOCTM) OCOBEHHOCTEN AENCTBUSA NeKapCTBEHHOro npenapaTta Aans
BETEPUHAPHOro NPUMEHEHMS NPUX NMNEPBOM MNPUEME UK MPU €ro OTMEHE;

p) onncaHune (Npn Heob6xoaAMMOCTN) AENCTBUI cneumanucta B ob61actn BeTepuHapuun, Bnagenbua
XMBOTHOrO MpW Nponycke npuemMa OAHON WM HECKONbKMX A03 JEeKapCTBEHHOro npenapaTta Aans
BETEPMHAPHOro NpUMEHEHNS;

(B pen. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-93)

C) CpOK rOAHOCTM M YyKasaHMe Ha 3anpeT MpUMEHEeHUs JIeKapCTBEHHOro mnpenapaTta And
BETEPUHAPHOI0 NPMMEHEHUSA MO UCTEYEHUM CPOKa FOAHOCTU;

T) YCNOBUS XpaHEHUS;
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y) YyKasaHue Ha HeobXoAMMOCTb XPaHEHUs JleKapCTBEHHOro npenapaTta Ans BeTepUHapHOro
NPMMEHEHUSA B MeCTaxX, HeAOCTYMHbIX 4SS AETeEN;

$) ykazaHue (Npu HEO6XO0AMMOCTWU) chneumanbHbIX Mep MPeAOCTOPOXHOCTM MPU YHUUTOXEHUU
HENCNONb30BaHHbIX IEKAPCTBEHHbIX NpenapaToB A1 BETEPUHAPHOIro MpUMEHEHUS ;

X) CPOKM BO3MOXHOIo MCnoJsib3o0BaHMA NpoaAyKUUN XXMBOTHOIMO NMpPOUCXOXXAEHUA MOCNE BBEAEHUA
XNBOTHOMY J1eEKapCTBEHHOIO npenapaTta Al1d BeTepnHapHOro npuMeHeHum4,

L) yCnoBusi 0Tnycka;

4) HaMMeHOBaHWA W agpeca NpPOU3BOACTBEHHbIX MNOLWAAOK MPOM3BOAUTENS JIEKAPCTBEHHOMO
npenapaTa A1 BETEPUHAPHOIO NPUMEHEHUS;

W) HauMeHOBaHMe, aapec opraHusauuu, YrNoJAHOMOYEHHOW JAepxaTeseM WM BhagesbleM
perncTpaunMoOHHOr0 yAOCTOBEPEHUS JIEKAPCTBEHHOrO npenapata Ha MPUHATME MNPETEH3UN OoT
notpebutens;

8) NpoekTbl MakeToB MEepPBMYHOMN YNaKOBKM M BTOPUYHOM yNakoBKW NeKapCcTBEHHOrO npenapaTa
ANS BETEPMHAPHOro NpUMEHEHNS;

9) cneaytowme cBeAeHMS 0 NeKapCTBEHHOM npenapaTe ANs BETEPUHAPHOrO NPUMEHEHUS:
a) onMcaHMe N COCTaB SIeKapCTBEHHOIO Nnpenaparta Ans BETEPUHAPHOIO NPUMEHEHMUS;
6) onmcaHmne dpapmMaUeBTUYECKON pa3paboTku;

B) onucaHue npouecca Npon3BOACTBA WM €ro KOHTPONsA, NOANMMCaHHoe B NopsaKke, YCTaHOBAEHHOM
B COOTBETCTBUM C YacTbto 1 HacTosLWeN cTaTbu;
(B pea. ®enepancHoro 3akoHa o1 02.08.2019 N 297-03)

r) onucaHme KOHTPONS KPUTUUYECKUX CTaauii NpomM3BOACTBA M MPOMEXYTOYHOM NpoayKuuUun,
noanucaHHoe B Nopsiake, yCTaHOB/IEHHOM B COOTBETCTBMW C YacCTbi 1 HACTosALLEN CTaTby;
(B pen. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-03)

D.) HaMMEHOBaAHNA W ajapeca pa3pa60TqMKa, AEpXXaTend wWanm Bnagenbua pernctpaumoHHOro
YAOCTOBEPEHNA  NNTEKAPCTBEHHOIo npenapara, MpPOnU3BOACTBEHHDbIX naowagoKk npounsBoaunTeENs
NeKapCcTtBeHHOro npenaparta ana BeTEpUHAPHOro NnpMMeEHEHNA C yKasaHMEM CTaAuN TEXHOMOMrMYeCcKoro
npouecca, OCyLWeCTBNAEMbIX Ha MPOU3BOACTBEHHbLIX MJoWaAKaxX MNpon3BoaAnNTENAd NEKapCTBEHHOIO
npenaparta Agna BeTepMHaApHOro npnMeHeHun4,

(B pea. ®enepanbHbIX 3akoHOB 0T 13.07.2015 N 241-®3, o1 02.08.2019 N 297-93)
e) dbapMaueBTUUYECKass COBMECTUMOCTb;
) MUKpobuonoruyeckne XxapakTepucTuku;
3) MaTepuanbHbIn 6anaHc Ansg NpoM3BOACTBA CEPUN FOTOBOrO NPOAYKTA;

n) onucaHMe XapakKTepPUCTUK U CBONCTB YNAKOBOYHbIX MAaTeEPMasioB N YKYMNOPOYHbIX CPEACTB;

KoHcynbTaHTlA0C: npuMevaHue.

Mpwn perncTtpaunm No yCKOPEHHOW npouenype AonyckaeTcs HenpeacTaB/ieHne JOKYMEHTOB,
npeaycMoTpeHHbIX nn. "k" n. 9 u. 3 cT. 17, Npn ycnoBuUmn nMMCbMEHHOro o06s3aTenbCcTBa MX
npenocTaBuTb B TedeHne 12 Mecsues CO AHS pernctpauun (MoctaHosneHune lMNpasutenbctesa PO
oT 12.03.2022 N 353).

K) AOKYyMeHTanbHoe noaTeBepxaeHue (Banngaumsa) npoueccos n (MNn) nx oueHka;

n) TpeboBaHMSA K KauyecTBy BcCrnoMmorartefibHbiX BewectB (ceptudukar, cneuudumkaums Ha
BCrNoOMoOraTesibHble BelwecTBa U nx obocHoBaHue);

KoHcynbTaHTl0OC: npuMevaHue.
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Mpwn pernctpaunm No yCKOpPEHHOW npoueaype AonycKaeTcs HenpencTaB/eHne JOKYMEHTOB,
npenycMoTpeHHbIX nn. "M" n. 9 4. 3 cT. 17, Npn ycnoBmn NMCbMeHHOro obs3atenbCcrea mx
npenocTaBuTb B TedeHne 12 MecsiueB CO AHS pernctpauumn (MoctaHosneHue lMNpasutenbctsa PO
oT 12.03.2022 N 353).

M) aHannTnyeckmne M™MeToamkKun, WncCnosiblyemble TnMnpn OCyLLeCTB/IEHNN KOHTPOJA KaydecCcTBa
BCrioMoraTtesibHbIX BELLECTB,

KoHcynbTaHTlNOC: npuMeYyaHue.

Mpwn perncTpaunm No yCKOpPEHHON npoueaype AonyckaeTcs HenpeacTaB/ieHne JOKYMEHTOB,
npenycMoTpeHHbIX nn. "H" n. 9 4. 3 cT. 17, Npu yCoBUM NUCbMEHHOro oba3aTenbCcTBa UX
npenocTaBuTb B TedeHmne 12 mMecsiueB CO AHS pernctpauun (MoctaHoBneHune lMNpasutenbctea PO
oT 12.03.2022 N 353).

H) AOKYMeHTa/lbHOE noATBepXAeHNe (BaJ'IMLI,aLI,MFI) aHaIMTNYECKNX METOAUK, UCNOJIb3YEMbIX MPU
OCyLLEeCTBIEHNN KOHTPOJ14 Ka4eCTBa BCNOMOraTes/ibHbIX BELWLECTB,

0) uHdopMauus o6 UCNoNb30BaHUM BCMOMOraTesibHbIX BELIECTB YE/I0BEYECKOr0 M XWMBOTHOIO
NPOUCXOXIAEHUS;

n) yTpatun cuny. - ®eaepanbHbin 3akoH oT 02.08.2019 N 297-03;

p) TpeboBaHMA K KayecTBY JieKapCTBEHHOro npenapaTta ANs BeTEPMHAPHOro MNpUMeHeHUs
(ceptudukar, cneundmrkauns Ha nekapCcTBEHHbIN npenapaT U nx 060CHOBaHUE);

C) aHalnTnyeckmne MeToaunkKun, WCNoJIb3yeMble MNpU OCYLUECTBJIEHNN KOHTPOJZIA Ka4ecCTBa
NeKapCcTBeHHOro npenaparta And BETEPUHAPHOIro NpuMeEHEHUA,

KoHcynbTaHTl0C: npuMevaHue.

Mpu perncrTpaumm No yCKOPEHHOM Npoueaype A0oMNyCKaeTcs HenpeacTaB/ieHne JOKYMEHTOB,
npeaycMoTpeHHbIX nn. "1" n. 9 u, 3 cT. 17, Npn ycnoBuUmn nMCbMEHHOIro oba3aTenbCcTBa MX
npeaocTaBuTb B TeueHne 12 Mecsues co AHSA pernctpaunm (MocraHosneHue Mpasutenscrea PO
oT 12.03.2022 N 353).

T) AOKYMEHTAa/IbHOE noATBEPXAEHNE (Banmaaum) dHANMNUTUNYECKNX METOANK, NCMOJIb3YEMbLIX MpPU
OCYyLLECTBTIEHNN KOHTPOJ1A Ka4yeCTBa JIEKAPCTBEHHOIO rnpenaparta Anaa BeTepnMHapHOro npuMeHeHun4,

y) AOKYMEHT, MOATBEPXAAKLWMIN KAYecTBO JIeKapCTBEHHOro npenapaTta Tpex MpOMbIlIEHHbIX
cepuin (NpoOTOKO/ aHanmsa Wunn cepTudukaT aHanmsa), oAHa CeEpUs KOTOPOro AO0JIKHa coBnajaTb C
cepuei obpa3sua nekapCTBEHHOro npenapaTta, NOAaHHOIO Ha perucTpaunto;

&) XxapakTepucTuka npmmecen;

X) nepeyeHb CTaHAAPTHbIX 06pasLOB, UCMONb3YEMbIX MPU OCYLLECTBIEHUN KOHTPONS KayecTBa
NeKapCTBEHHOrO Npenaparta AN BETEPUHAPHOr0 NPUMEHEHUS;

KoHcynbTaHTlII0C: npnMeYvaHue.

Mpwn perncTtpaunm BOCNpPOn3BeAEHHOIO 1eKapCTBEHHOro npenapaTa rno yCKOpeHHoM npoueaype
JonycKaeTcs HenpeacTaB/ieHne cBeaeHnn, npeaycMoTpeHHbix nn. "u" n. 9 4y, 3 ct. 17 npu
NUCbMEHHOM 0653aTeNbCTBE UX NMPeaoCTaBUTb B TeueHne 12 MecsiLueB CO AHA perncrpaumm
(NocTtaHoBneHue Mpasutenbctea PO ot 12.03.2022 N 353).

L) AaHHble O CTAabMUIbHOCTM NIEKAPCTBEHHOrO NnpenapaTa Ans BETEPUHAPHOrO NPUMEHEHUS ;
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10) konms OOKyMeHTa, cogepxawero MHMOpMaUMKo O Haanymm uam o6 OTCYyTCTBUM (aKToB
perncrtpaumm JfieKapCTBEHHOrO npenapata Ansa BeTepuHapHOro MpUMEHEeHUs 3a npeaenamm
Poccuinckon Gepepaunn;

11) cornacne B NMCbMeHHOW dopMe, NpeayCMOTPEHHOE YacTblo 7 HACTOSLWEN CTaTbU, B Cly4yae
perncrpaunm BoCrnpon3BeaeHHOro IeKkapCTBEHHOro npenapara;
(B pen. ®epepanbHoOro 3akoHa ot 13.07.2015 N 241-93)

12) Kkonus [OOKyYMeHTa Ha pPYCCKOM $3blke, 3aBEPEHHOro B YCTAHOBMEHHOM nopsigke W
NOATBEPXAAlOLEro MpaBOMOYHOCTb 3asiBIEeHMSS O rOCyAapCTBEHHOW perncrpaumMm nekapcTBeHHOro
npenapaTa ANs BETEPUHAPHOIo NpUMeHeHns (AO0BEPEHHOCTL);

KoHcynbTaHTlN0C: npnMeYaHue.

[0 31.12.2022 poCCUINCKMM NPON3BOAUTENSM pa3peLleHo He NpeacTaBisaTbh CBEAEHMUS B
COOTBETCTBMU C N. 13 4. 3 cT. 17 npu perncrpaymm MMMyHO6MONOrMYecKknx iekapCTBEHHbIX
npenapatoB (MocTtaHoBneHune MNpaBuTtenbcTBa PO ot 12.03.2022 N 353).

13) cBepeHMss O TrocyAapCTBEHHOW perucrpauum reHHO-UHXEHEPHO-MoANMDULMPOBAHHbIX
OpraHm3MoB, npefHa3sHayeHHbIX AN9 BbiNyCcKa B OKpyxawwyto cpeay (npu rocynapcTBeHHOMU
perncrpaumm nexkapCTBEHHbIX MpernapaTtoB AN BETEPUHAPHONo TMPUMEHEHUS, MOJIYYEHHbIX C
NPUMEHEHUEM TeHHO-UHXEHEePHO-MOANMDUUMPOBAHHLIX OpPraHW3MOB WM  coAepXKalinx Takue
OpraHmsmMbl).

(n. 13 BBegeH ®epepanbHbiM 3aKOHOM 0T 02.08.2019 N 297-®3)

4. Tpun npoBeAeHUU YCKOPEHHOW npoueaypbl 3KCNEpPTM3bl JIeKApPCTBEHHOro npenaparta Aans
BETEPUHAPHOI0 MNPUMEHEHUS B LensaxX ero rocyfapCTBEeHHOM perncrpauum BMecTO OTdeTa
paszpaboTuMka 0 pe3ynbTaTtax AOKIMHUYECKOro WCCciefoBaHUs JieKapCTBEHHOrO cpeacrea  Ans
BETEPUHAPHOIo MNpuMMeHeHnss MoxXeT ObiTb npeacTassieH 0630p Hay4HbIX paboT O pesynbTaTax
OOK/IMHMYECKOro wuccrenoBaHms pedepeHTHOro JsekapCTBEHHOrO mnpenapata Af8 BeTepuHapHOro
NPUMEHEHUS, a BMECTO OT4yeTa O pe3ynbTaTaX KIANHUYECKOrO0 WCCNeAoBaHUS JeKapCTBEHHOro
npenaparta ans BETEPUHAPHOIo NpPUMeHeHUs oTyeT o] pesynbTaTax nccnenoBaHmin
6MO03KBMBANEHTHOCTN  BOCMPOM3BEAEHHOr0 JIeKapCTBEHHOrO0 npenapata Ans  BeTepUMHApHOro
NPUMEHEHMUS.

(yactb 4 B pea. PeaepanbHoro 3akoHa ot 02.08.2019 N 297-03)

5. Ha 3kcnepTu3y pasnnyHbIX JSI€KApCTBEHHbIX (OPM OAHOrMO WM TOrO Xe JIeKAapCTBEHHOrO
npenapaTta AnS BETEPUHAPHOrO MPUMEHEHUS 3as8ABUTENb MNpeacTaBnseT OTAe/lbHble 3asaBeHUs W
perncTpaumoHHble A0CbE Ha KaXAyk nekapcTBeHHy dopMy. MNMpu ycnoBumM OAHOBPEMEHHOW NoAaywu
Ha 3KCnepTU3y OAHOWM sIeKapCTBEHHOM (POPMbl C pas3sIMYHbIMU AO3NPOBKOWN, KOHUEHTpaumen, obbemom
3as8BUTENb MpeacTaBnseT OAHO 3asiBiIeHMe UM perncTpauMoHHOe A0oCbe C MNPUIOXKEHWEM MaKeToB
NEepBMYHON YMNAKOBKM M BTOPUYHOW YyNaKoOBKM. Ha MakeTax NEepBMYHOW YMNAKOBKM M BTOPUYHOW
yNaKoBKW YKasblBalOTCSA BCE MPOM3BOAMMbIE AO3MPOBKMW, KOHLEHTpaunm, o6beMbl 1 KONMYECTBO 403 B
ynakoBKe NeKkapCTBEHHOro npenapata 4/ BEeTEpPUHAPHOro NpMMeHeHUs.

(B pen. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-93)

6. B cnyyae HenpeacTaBneHUs C 3asB/IeHUEM O rOCYAApPCTBEHHOW permcrpaumnm nekapcTtBeHHoro
npenapata And BETEPUHAPHOr0  MPUMEHEHUS  AOKYMEHTOB, noaTeepxXxparwwmx  ynnaTy
rocyaapCTBEHHOW MOLWJIMHBI M YKa3aHHbIX B MYyHKTE 7 4acTW 2 HAcTOsLWeW CTaTbW, CBEAEHUN O
NNUEH3MAX, YKasaHHbIX B MNYHKTax 1 M 2 4yactm 3 HacTosWweWn cTaTbW, a TakKXe BblAABAEMbIX
(NnpepocTtaBnseMbix) YNOIHOMOYEHHbIMU  deaepanbHbIMM  OpraHammM  UCMONHUTENbHOW  BNacTu
OOKYMEHTOB (CBeAeHWN), YKa3aHHbIX B MNyHKTe 2.1 4yactu 3 HacToswen CcTaTbW, YNOSHOMOYEHHbLIN
denepanbHbIn OpraH UCNOAHUTENBEHOM BNAacTW 3anpaluvBaeT yKas3aHHble AOKYMeHTbl (CcBeAeHus) B
nopsiake MexxBeAoMCTBEHHOro MH(MOPMauMOHHOIO B3aUMOAENCTBUS.

(yacTtb 6 B pea. denepanbHOro 3akoHa oT 27.12.2019 N 478-®3)

7. He ponyckaeTcs WCMoNb30BaHME B KOMMeEpYecKMX Uensx WHopMauuu o pesybTaTax
AOKNNHNYECKUX nccnenoBaHum NneKapcTtBeHHbIX cpeacTs n KNMUHUYECKUX nccnenoBaHum
NneKapCcTBeHHbIX MpenapaTtoB ANA BETEPUMHAPHOIro rnpuMeHeHu4d, npe,D,CTaBneHHOVI 3aaBuTteneM Aansd
FOCYﬂapCTBEHHOﬁ perncTtpaunm nekapCrBeHHbIX NpenapaTtos, 6e3 ero cornacust B TeYeHME LLIECTU NeT
C AaTbl rocyaapCTBEHHOM peructpauumnm pedepeHTHOro NIeKapCTBEHHOro npenapata B PoCcCcUNCKOM
denepaunn.
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8. [OepxaTtenb wAn BRageney perncTpaumMoHHOro yAOCTOBEPEHWUS NleKapCTBEHHOro npenapaTta
ANS  BeTepuMHApHOro mMpuUMeHeHUs NpeacTaBnsieT B YNOJHOMOYEHHbIM deaepanbHbii  opraH
WMCNONMHUTENBbHON BNacTWU OTYET MO pe3yfnbTaTaM dapMakoHaz30opa OAMH pa3 B LWeCTb MecsueB B
TeuyeHne ABYX NIeT Nocne rocyfapCTBEHHOW perncrpaumn nekapcTBeHHOro npenapaTta B Poccuinckom
Qepepaunmn, 3aTeM exerogHo B TeyeHue rnocseayowmx Tpex NeT n B AasibHelweM OAWH pas B Tpu
roga.
(vyacTtb 8 BBegeHa ®epepanbHbIM 3aKOHOM 0T 02.08.2019 N 297-03)

Cratba 18. MNMopaua m paccMoTpeHue 3asiBJIEHUS O rocyfapCTBEHHOM permcrpauvm
JieKapCTBEHHOrO npenapara Asisa MegqUuLUMHCKOro npuMeHeHus
(B pea. ®egepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. [na rocynapCTBEHHOM perncrpauuMm JIeKapCTBEHHOro mnpenapata Ans MeauUMHCKOro
NPUMEHEHUS OPUAMYECKOE NULO, AENCTBYIOWEE B COOCTBEHHbIX MHTEpecax W/AW YMNOJIHOMOYEHHOE
npeacTaBnsaATb UHTEPECHI APYrOro IOPUANYECKOro NuLa M 3asBnsalollee NeKapCTBEHHbIN NpenapaTt Ha
rocyfapCTBEHHYIO peructpaumio (Janee B HacTosllel cTaTbe - 3asBUTENb), MNPEACTaBAsIET B
YMNONTHOMOYEHHbIN denepanbHbIn opraH NCMONTHUTENbHOM B/1acCTH, OCYLLECTBNSAKOLLMNMA
roCyAapCTBEHHYIO Perncrtpaumto NieKapCTBeHHbIX MpenapaTtoB ANs MeAULMHCKOro rnpuMeHeHus, B
3NEeKTpoHHON ddopMe M Ha OyMaxHOM HocCuTene 3asiBjieHMe O roCyAapCTBEHHOW perncrpaumm
NIeKapCTBEHHOro npenapaTta 418 MeAWUMHCKOro NMpuUMEeHeHMUsl, a TakXe B MopsaKe, YCTaHOBJ/IEHHOM
YNOJIHOMOYEHHbIM deaepanbHbiM OpPraHOM WCNOJIHUTENIbHOMW BNacTU, B 3/1eKTPOHHOM dopMe M Ha
6yMaXxHOM HocuTesie HeobxoaMMble AOKYMEHTbI, M3 KOTOPbIX (DOPMUPYETCSA PEMMCTPALMOHHOE A0Chbe
Ha NleKapCTBEHHbIN NpenapaT A8 MeAULMHCKOro NpuMeHEHUS.

(yactb 1 B pea. PenepanbHOro 3akoHa oT 22.12.2014 N 429-03)

2. B 3aaBneHMM 0O TrOCyAapCTBEHHOM peructpauumM JekapCTBEHHOro npenapaTta Ans
MEANLMHCKOro NPpUMEHEHNs yKasblBaloTCa:

1) HamMmeHOBaHuWe, agpec 3asdABUTENS U MPOM3BOAUTENS NeKapCTBEHHOro rnpenapata Ans
MeAMLUMHCKOro NpuMeHeHus, ceegeHnsa 06 ux perncrpaumm B KadecTBe Hasloronnatenblnka B CTpaHe
pervcrpaunmu (ans pPOCCUNCKUX OpUaAnYecKnx iy - NAEHTUHOUKALNOHHbIN HOMep
Hanoronnatenswuka (MHH), Ana WHOCTpaHHbIX OPUANMYECKUX NUL - CTpaHa peruvcrpaumm,
HauMeHoBaHWe perncTpuvpyroLwero opraHa, perucTpaumoHHbIl HOMep, KO Hanoronnartenbuwuka B
CTpaHe permcrtpaunm (MHKoprnopaumu) UM ero aHasnor) n agpec Mecrta oCcyLlecTB/IeHNS NpoM3BOACTBa
NeKapcTBEHHOro npenapata (B c/yyae Hanmumsa HeCKOSIbKUX YY4acTHUKOB npouecca ero npon3BoACTBa
Heo6xoAMMO yKazaTb KaXAoro Yy4yacTHMKA B COOTBETCTBMM C  OCYLIEeCTB/SEMOM CcTaauvewn
Nnpon3BOACTBaA);

(n. 1 B pean. ®epepanbHOro 3akoHa ot 28.12.2017 N 425-03)

2) HaMMeHoBaHMe  fleKapCTBEeHHOro  npenapata  Ans MeAUUMHCKONO  MpPUMEHEeHUs
(MexgyHapogHoe HenaTeHTOBaHHOE, WM  FPynnMpOBOYHOE, WAWM  XUMUYECKoe U TOoprosoe
HanMeHoBaHuA);

3) nepe4yeHb ,D,El‘/JICTBy}OLLI,MX M BCNOMOraTesibHbIX BELWECTB, BXOAALWNX B COCTaB N€KAapCTBEHHOIoO
npenaparta gna MeanumnHCKOro npuMeHeHmd, C yKkasaHMeEM KOJIM4ECTBa KaXaoro n3 HuX,

4) nexkapcTtBeHHas ¢dopMa, [A03MpOBKa, Cnocobbl BBEAEHUS W MPUMEHEHUS, CPOK rOAHOCTU
NIeKapCTBEHHOTrO NMpenapaTta AN MeAUUMHCKOro NPUMEHEHUS ;

5) apmakoTepaneBTUYeckas rpynna, Kona QHATOMO-TepaneBTUYECKO-XMMUYECKOM
Knaccudukauum, peKoMeHAOBaHHOW BceMUpHO opraHusaumMein 34paBoOOXpPaHEHUs, 3asaBfsieMble
NMoKasaHusa AN NPUMEHEHMUA NNeKapCTBEHHOro npenapaTa A1 MeAULMHCKOro NpuUMeHeHus;

6) oTcyTcTBME HeobXoAMMOCTM MNpeaocCTaB/ieHNs OT4YeTa O pe3ynbTaTaX KAMHWUYECKOro
nccneaoBaHus, uccnenoBaHnsa 6M0aKBMBANEHTHOCTU SIeKApCTBEHHOMO rnpenapaTa, pa3peweHHoro ans
MEeAUUMHCKOro npuMmeHeHmns B Poccuinickoin ®depepaumn 6onee pasaguatM neT, C YKasaHWEM
HOPMaTMBHbIX MPaBOBbIX aKTOB, NOATBEPXAAIOLWNX AaHHbIA CPOK NMPUMEHEHUS;

7) HeobxoaAnMMOCTb O(pOopMNIEeHMA pa3pelleHms Ha BBO3 B Poccuickyo deaepaumnio KOHKPETHOM
napTum  3aperncTtpuMpoBaHHbIX W (MNKM)  HE3APerncTpMpoBaHHbIX  JIeKAapCTBEHHbIX  CPeACTB,
npeaHasHayYeHHbIX ANS NPOBeAEHUS 3KCNepTu3bl JIeKapCTBEHHbIX CPEACTB B LEeNnax rocyaapCTBEHHOM
perncrtpaumu;
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8) Heob6xoAMMOCTb NMPOBEAEHWUS 3KCMEpPTM3bl AOKYMEHTOB, MPEeACTaBEHHbIX ANS ONpefeseHus
BO3MOXHOCTW paccMaTpvMBaTb JleKapCTBEHHbIA npenapaT Ans MeAUMUMHCKOro TMpUMEHEHUs npu
OCYLLECTBNEHUM FOCYAapCTBEHHOM perncTpaunmn B kayectse opdaHHOro nekapcTBEHHOrO Npenapara;

9) Heob6x0AMMOCTb NPUMEHEHUS YCKOPEHHOM MpoLedypbl SKCMepTU3bl 1IeKapCTBEHHbIX CpeacTB B
Lensx rocyAapCTBEHHOM perncTpaumn nekapcTBEHHOrO Npenapara;

10) KONMM AOKYMEHTOB, NOATBEPXAALUMX YNAATY roCyAapCTBEHHOM MOLWINHbI:

a) 3a npoBeAeHWe 3KCNEepTU3bl AOKYMEHTOB, NMpeACTaB/EHHbIX ANa onpeaeneHnss BO3MOXHOCTU
paccMaTpvBaTb JIeKApPCTBEHHbIM MpenapaTt Ans MeAMUMHCKOro MPUMEHEHUS MpU  OCYLUECTB/IEHUU
roCyAapCTBEHHOW perncrpaumm B kKadectBe opdaHHOro SiekapCTBEHHOro npenapaTa;

6) 3a npoBeAeHME IKCMEPTU3bl KAuecTBa SIEKAPCTBEHHOrO CPEACTBA W 3KCMEPTU3bl OTHOLLEHUS
0XXMAaeMOW MoMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NIEKAPCTBEHHOrO MNpenapaTta, pa3peleHHoro
AN MeAULMHCKOro npuMeHeHns B Poccuiickon ®eaepaumm 6onee Asaguatu fIeT, Npy OCYLLECTB/IEHUM
rocyapCTBEHHOM perucTpauum nekapCcTBEHHOro npenapara;

B) 3a NpoBeAeHMe 3KCNepTU3bl KayecTBa SieKapCTBEHHOMO cpeacTBa M 3KCNEPTU3bl OTHOLUEHUS
OXMAaeMoOM nMoJfib3bl K BO3MOXHOMY pPUCKY TMPUMEHEHUs JIeKapCTBEHHOro rmpenapata Ans
MeANUNHCKOrO NPUMEHEHNS MPU ero rocyaapCTBEHHON perncrTpauunmn;

r) 3a NpoBeAeHME 3KCMNEepPTU3bl KAuecTBa JIEKAPCTBEHHOIO CPeACTBa M 3KCNEepTU3bl OTHOLLEHUSA
0XWZAAaeMOM MOMb3bl K BO3MOXHOMY pUCKY TpPUMEHEHUS NeKapCTBEHHOro nmnpenapaTta Ans
MEANLMHCKOro NMPUMEHEHMUS, B OTHOLIEHUN KOTOPOro MpOBeAEHbl MEXAYyHapOoAHble MHOMOLEHTPOBbIE
KNMHUYECKNE WCCNeNoBaHUA, 4YacTb M3 KOTOpbIX NpoBeAeHa B Poccuiickon ®egepauunun, npu
OCYLLECTB/IEHUM TOCYAapPCTBEHHOM perMcTpaunmn NeKapcTBEHHOro nNpenapara;

11) Hanuume cornacusi NPou3BOAMTENS JIEKAPCTBEHHOrO NpenapaTta, NPOM3BOACTBO KOTOPOro
ocyllecTBnseTcs 3a npeaenamm Poccuiickoi ®depepauuun, Ha NpPOBEAEHWE WHCMEKTUPOBAHUS
NpoM3BOAMTENSA HA COOTBETCTBME TPebOoBaHWSAM NpaBua HaaNexallein NponsBoACTBEHHON MPAKTUKW;

12) Hanuumne cornacus, NpeayCcMOTPEHHOro YacTbio 18 HacTosLEN CTaTby;

13) ykasaHue BuAa JNeKapCTBEHHOro npenapaTta, MNPeACTaB/EHHOrO0 Ha perucrpaumio
(pedepeHTHbIN  NEeKapCTBEHHbLIN  NpenapaT, BOCNPOM3BEAEHHbLIN JIeKapCTBEHHbIM  npenapar,
6MONOrMUYEecKNin  NeKapCTBEHHbLIN npenapaT, 6uoaHanoroBbli (6MonNoAo6HbIN) NeKaAapCTBEHHbIN
npenapat (buoaHanor), romeonaTMYeCKNUN NEKapPCTBEHHbIN NpenapaT, IeKapCTBEHHbIA pPacTUTENbHbIN
npenapar).

(4acTb 2 B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-03)

3. PerncrtpaumoHHoe [0Cbe Ha JeKapCTBEHHbIM npenapaTt Ans MeaMUMHCKOro MNpUMEHEHUS
npeaocrasnseTcsa B popme obwero TeXHNYECKOro AOKyMeHTa.
(yacTtb 3 B pea. PeaepanbHOro 3akoHa oT 22.12.2014 N 429-03)

4. Pasgen AOKYMeHTauuu aagMUHUCTPATMBHOMO XapaKTepa BKJIIOYaEeT B cebs:

1) 3agBneHne 0 rocygapCcTBeHHOW perncrpauum nekapcTBeHHOro npenaparta Ans MegmumHCKOro
NpUMeHEeHUs B 21eKTPOHHOM dopMe U Ha ByMaXKHOM HocuTene;

2) KOMUK [OKYMEHTA Ha PYCCKOM A3blke, 3aBEPEHHOr0 B YCTAHOBIEHHOM MOpPsiAKE MU
NnoATBEpPXXAAlOLWEro NpaBoOMOYHOCTb 3asiBUTENS NoAaBaTb 3asiB/IEHNE O rOCYAApPCTBEHHOW permcTpaumm
NekapcTBEHHOro Npenapara ANs MeAULMHCKOro nNpuMeHeHus (40BEPEHHOCTb);

3) cBedeHUs 0 AaTe NpeaocCTaBNeHUS U PerncTpauMoHHOM HOMepe NMLEH3UM Ha NMPOM3BOACTBO
NleKapCTBEHHbLIX CpeaCTB WM CBefleHUss O AaTe npeaocTaBfieHMs U perucTpauymoHHOM HOMepe
3aK/IIOYEHMS O COOTBETCTBMW TMPOM3BOAMTENS JeKApCTBEHHbIX CpeacTB TpeboBaHMSAM npaBun
Hagnexauwen npou3BOACTBEHHON MPaKTUKK, BblAAHHbLIX (NpPeAoCTaB/EHHbIX) YMNOAHOMOYEHHbIM
denepasbHbIM  OpraHOM WCNOAHUTENIBHOM BNacTUM B  OTHOLWIEHMWM MPOU3BOACTBEHHOM MAOLWAAKK
perMcTpupyemMoro JfiekapCcTBeHHOro npenapaTta, B Cny4yae, ec/v NpoOU3BOACTBO JleKapCTBEHHOro
npenaparta ocyulectensaeTtcsa B Poccuinckon degepaumnn;

(B pea. ®enepanbHbix 3akoHOB 0T 04.06.2018 N 140-®3, o1 27.12.2019 N 478-93)

4) KON NpeaoCTaB/IEHHON YMNOJIHOMOUYEHHbIM OPraHoM CTpaHbl MPOU3BOAUTENS JIMLIEH3UM Ha
NpPoOn3BOACTBO JIEKAPCTBEHHOrO Mpenapata M ee NepeBos Ha pPYCCKUMIA $3blKk, 3aBEpPEHHble B
YCTaHOB/IEHHOM TMOpPSAAKE, @ TaKXe KOMUI 3aK/IlDYEHUA O COOTBETCTBMW MNPOM3BOAUTENS
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NeKapCTBEHHbIX CpeAcTB TpeboBaHMSAM MpaBuil  Hagnexallen npou3BOACTBEHHOM MNPaKTUKK,
BblAQHHOIMO YMOJHOMOYEHHbIM deaepasnibHbIM  OpraHoM UCMOSIHUTENBbHOM BNACTM B  OTHOLUEHUM
NpOM3BOACTBEHHONM NMJOLWAAKN PErmcTpupyeMoro fieKapCTBEHHOro npenapaTta, Win KOMNUK pelueHus
YNOJIHOMOYEeHHOro deaepanbHOro opraHa MCNOSIHUTENbHON BAacTu O NMpoBeAEeHUU MHCNEKTMPOBAHMUS
Npou3BOANTENS NEeKapCTBEHHbIX CpeACcTB, B C/yyae, ec/in npouM3BOACTBO JIeKapCTBEHHOro npenapaTta
ocyuwecTengeTcs 3a npegenamun Poccuiickon depnepaunn;

(B peq. ®enepasnbHbIX 3aKOHOB OT 04.06.2018 N 140-®3, o1 27.12.2019 N 478-03)

5) MpPOEeKT MHCTPYKUMWU MO MeaAUUMHCKOMY MPUMEHEHUIO JleKapCTBEHHOrO MpenapaTa,
coaepxaluei cneayowme cBeAeHNs

a) HauMeHoBaHMe JeKapCTBEHHOro npenapata (MeXxayHapoAHOEe HenaTeHTOBAaHHOE, WU
rpynnUpPOBOYHOE, UM XMMUYECKOE U TOProBOE HAaUMEHOBaHUS);

6) nekapctBeHHas ddopMa C YyKa3zaHMEM HAWUMEHOBAHMM U KONIMYECTBEHHOrO0 COCTaBa
OENCTBYIOLWNX BELLECTB M KAayeCTBEHHOMO COCTaBa BCroMoraTesbHbIX BewecTB (Npy Heo6XoAMMOCTH
KO/IMYECTBEHHOIO COCTaBa BCNOMOraTeNlbHbIX BELLECTB);

B) ONMMcCaHWe BHELWHero BMaa ieKapCTBEHHOro npenapaTa a5 MeamuMHCKOro NpuMeHeHus;
r) dusnko-xmmmyeckmne ceoncTea (415 pagmodapMaleBTUYECKMX TeKapCTBEHHbIX NpenapaTos);

A) dapMmakoTepaneBTMYecKkasa rpynna, Koh JieKapCTBEHHOro rnpenapata Ans MeauUMHCKOro
MPUMEHEHMUA MO  aHATOMO-TEpaneBTUYECKO-XMMMYECKON  Knaccudukaumy, peKoMeHAOBaHHOM
BcemmpHOM oOpraHmsaunern 3ApaBOOXpPaHEHUs, WM YyKa3aHue '"romeonaTUYecKMi JieKapCTBEHHbIN
npenapat";

e) (dapmakognHammka M (papMakoOKMHETMKaA (3@  UCKIKYEeHMEM  dapMaKOKMHETUKU
roMeonaTMyeckmnx fieKapCTBEHHbIX NpenapaToB U pPacTUTENbHbIX IEKAPCTBEHHbIX NMPenapaTos);

) MoKasaHusa AN NpUMeHeHus;
3) NPOTUBOMOKA3aHWUA AN NMPUMEHEHUS;
n) Mepbl NPeaoCTOPOXKHOCTU NPU NMPUMEHEHUN;

K) YyKa3aHme BO3MOXHOCTUM W O0COBEHHOCTEN NpPUMEHEHWUS JNIeKapCTBEHHOro npenaparta Ans
MeAMUMHCKOro MpUMeEHeHUs1 6epeMEHHbIMM  XEHLWMHaMK, XKEHWWHaMW B Nepuos rpyaAHOro
BCKapMAMBaHUA, AeTbMWN, B3POC/bIMU, UMEIOLWMMIN XPOHUYECKne 3aboneBaHus;

Nn) pexuM 403UPOBaHUS, CNOCO6bl BBEAEHUA U MPUMEHEHUS, NP HEOBXOAMMOCTU BpeMsa npuema
NeKapCTBEHHOro npenaparta Ans MeAULMHCKOro MpUMEHEeHUs, MPOAO/IKUTENbHOCTb JIEYEHUSA, B TOM
yucne y AeTein 4o v nocfe oHOro roaa;

M) BO3MOXXHblE€ HeEXeNaTtes/ibHble peaKuun npwun npuMeHeEHMn neKapCTtBEHHONO rnpenapata And
MEeANUNHCKOIo NpMEHEHUA;

H) CUMNOTOMbI Nepefo3nUpPOBKN, Mepbl MO OKasaHWio NOMOLLM NpU Nepefo3npoBKeE;
0) B3aMMoAencTBme C ApyrMMu nekapCTBEHHbIMU npenapatamMu n (Uam) NUWEBbIMU MPOAYKTaMU;
n) dopMbl BbiNyCKa 1eKapCTBEHHOro Npenapara;

p) YKasaHue (npuv HeobxoAMMOCTU) OCOBEHHOCTEN AEeNCTBMUS NeKapCTBEHHOro npenaparta Ans
MeAMLMHCKOro NPUMEHEHUSA NPW NEPBOM MPUEME WU NPU €ro OTMEHE;

C) onucaHme (Npun HeobxoaMMOCTW) AelcTBuiA Bpada (denbawepa) u (nam) naumeHTa npu
nponycke npuemMa OAHOM WNM HEeCKONbKUX [03 NeKapCTBeHHOro npenapata Ansgd MeauuMHCKOro
NPUMEHEHUS;

T) BO3MOXHOE BJ/IMAHME NEKAPCTBEHHOINo npenapata Aanda MeanumnHCKOro rnpumMMeHEHnA Ha
CnocobHOCTb ynpaBnidTb TPAaHCNOPTHbIMKU CpeaACTBaMN, MEXAaHU3MaMU,

y) CpOK TrOAHOCTM W YyKasaHue Ha 3anpeT MNpUMMEHEHUS JNleKapCTBEHHOro rnpenapaTta Ans
MEeAMUNHCKOro NPUMEHEHUs MO UCTEYEHUM CpoKa roAHOCTU;

@) ycnosusa xpaHeHus;
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X) YyKasaHuMe Ha HeobxX0AMMOCTb XPaHEHWUsI JIEKApCTBEHHOro npenapaTta ANns MeaULUMHCKOro
NPMMEHEHNS B MeCTaxX, HeAOCTYMHbIX ANS AeTeEN;

Ll,) YKa3aHue (I'Ipl/l HGO6XO,CI,VIMOCTVI) cneunazibHbIX MEpP NpeaoCTOPOXHOCTU MPU YHUYUTOXEHUU
HENCMOJ/Ib30BAHHbIX JTEKAPCTBEHHbIX MpenapaTtoB And MeaANLUMNHCKOIro npuMeHeEHun4,

4) ycnoBus oTnycka;

W) HauMMeHOBaHMA M agpeca MPOU3BOACTBEHHbLIX MOWAA0K MPOM3BOAUTENSA JIeKapCTBEHHOIoO
npenapaTa;

) HaWMeHoBaHWe, agpec opraHusauuu, YMNOoJIHOMOYEHHOW JAepXaTefleM WAW  BnajaesnbueM
PErMcTPaUMOHHOro YyA0CTOBEPEHUS NeKAapCTBEHHOrO MpenapaTta Ans MeaAuUMHCKOro NMPUMEHEHUS Ha
NPUHATUE NPETEH3UI OT NOTpPebUTENS;

6) MHCTPYKLUMIO MO MEAMLNHCKOMY MPUMEHEHUIO MW KPATKYH XapaKTEpPUCTUKY SIeKapCTBEHHOMO
npenaparta, yTBEpPXAEHHbIE B CTPaHe Npou3BoauTeNs;

7) NpoeKTbl MaKeTOB MEPBMYHOM YNaKOBKW M BTOPUYHON YNMaKOBKM SleKapCTBEHHOro npenapaTa
AN MEAULMHCKOro NMpUMEHEHUS ;

8) NpoeKkT HOPMATUBHOW [AOKYMEHTALMM WMAN HOPMATUBHOINO [AOKYMEHTA Ha JNIEKApPCTBEHHbIN
npenapat AN MeAWUMHCKOro npuMeHeHusa nnbo yKasaHMe COOTBETCTBYHLWEN dapMakonenHomn
cTatbu;

9) AOKYMEeHT, coaepxawmi nHdopMaunio 0 Hannuymm nam ob oTCyTCTBUM (DaKTOB perncrpauunm
NleKapCTBEHHOIO npenaparta 418 MeaULMHCKOro npMMeHeHuns 3a npeaenamun Poccuiickon denepaunm;

10) KonuMW OOKYMEHTOB, 3aBEPEHHbIX B YCTAHOBMEHHOM MopsiaKe W noaTBepxaarwux ¢akT
perucTpaumMm nekapcTBEHHOrO Mpenapata B WMHOCTPAHHbIX rocyAapCcTBax B KadecTBe opdaHHOro
NekapcTBEHHOro Npenapara;

11) nnaH ynpaBneHuss puckamMum AN 6MONOrMUYECKMX JIeKapCTBEHHbIX MpenapaToB  Ans
MeANUMHCKOro NpUMEHEHNS ;

12) poOKyMeHT 0 cucTeMe dapMakoHan3opa JAepXaTens WAW Bhagenbua perncrtpaumoHHOro
YAOCTOBEPEHUS NNEKapCTBEHHOro npenapaTa;

13) [OKyMeHT, NoATBEpPXAALWNA KAyveCTBO NIeKapCTBEHHOro npenaparta TpexX MPOMbIWAEHHbIX
cepuin (NpOTOKON aHanusa wunu ceptTudukaT aHanmsa), ogHa Cepus KOTOPOro AOJIXKHa coBnajaTb C
cepuen obpasua nekapCTBEHHOro npenaparta Ang MeauuMHCKOro NpUMEHEeHUs, NpeacTaB/IEHHOro Ha
rocyAapCTBEHHYIO permcrpauuio.

(4acTtb 4 B pea. ®epepanbHOro 3akoHa ot 22.12.2014 N 429-03)

5. Pasgen xummyeckon, dapMmaueBTMYECKON M BMONMOrM4YeCcKom AOKYMeHTauun BKAKOYaeT B cebs
OOKYMEeHTbI, coaepxawme unHdbopMaumo o dapMaueBTUYECKOM CYybCTaHUMM UM  NeKapCTBEHHOM
npenaparte A8 MeAMUMHCKOro NpUMEHEeHUs, npouecce ero npousBOACTBA WM MeToAax KOHTpons
KayecTtBa, B TOM yucne:

1) Kkonuio [JOKyMeHTa, cogepxawero cneaywowyr wuHdbopMmauuo o dapMaueBTUYecKomn
cybcTtaHumn unu dapmaueBTUHecKknx cybcTtaHUMAX, BXOASAWMX B COCTaB /ieKapCTBEHHOro npenapara,
3a UCKoYeHMeM MHpopMaumm o papMaueBTUYeCcKMX CybCcTaHUunAaX, BKAKOYEHHbIX B rOCYAapCTBEHHbIN
peecTp /IeKapCTBEHHbIX CPEACTB B COOTBETCTBMU CO cTaTbelr 34 HacToswero denepanbHOro 3akoHa:
(B pea. ®enepanbHOro 3akoHa ot 27.12.2019 N 462-03)

a) HauMeHoBaHMe dapMaueBTUYecKon cybcTaHumm, ee CTpykTypa, obuwme CBOMNCTBA;
6) HanMeHoBaHMe N aapec Npou3BoAUTENS;

B) TEXHONOIMMA nponseoactesa C onmMcaHmMeM cTaaunmn npon3sBoAacTBa U METOAOB KOHTPOJ/IA Ha BCEX
CTaanax npom3soAacTBa,

r) onucaHue pa3paboTku npouecca Npov3BOACTBaA;
[) onucaHue KOHTPONSA KPUTUUYECKUX CTaAaui NPOU3BOACTBA U NMPOMEXYTOUHON NPOAYKLUMK;

€) AOKYMeHTanbHOoe noaTBepXaeHne (Banmaauns) npoueccos u (Man) Nx oueHka;
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)K) CBOMCTBA M CTPYKTYypa AENCTBYOLWMX BELLECTB;

3) XapakTepUCTUKa NpUMECEN;
n) cneuymndukaumsa Ha dapMaleBTUYECKYO cybcTaHUMO U ee 06boCHOBaHUE;

K) aHanuTUYeckne MEeTOAMKW, WCMNOJSIb3YyEMble MNpPU OCYLUECTBEHUM KOHTPOAS KadecTBa
dapmaueBTUHeckon cybctaHunm;

N) AOKYMeHTanbHOoe NoATBepxAaeHne (Bannaaums) aHanuTUYecknx MeToAmnK, UCNosb3yeMblX Npu
OCYLLECTBNIEHUM KOHTPOSS KayecTBa (apMaueBTUYECKON cybCcTaHumu;

M) pe3ynbTaTbl aHanu3a cepuin papMaleBTMYeCcKon cybcTaHumu;

H) nepeyeHb CTaHAapTHbIX O6pa3LI,OB M1 BELWECTB, WCMOJIb3YEMbLIX TMNpPpU OCYyLWECTBIAEHUN
KOHTPOJZ14 Ka4eCcTBa,

0) ONMCaHMe XapaKTEPUCTUK U CBOMNCTB YNaKOBOYHbIX MaTepPUasioB U YKYMOPOYHbIX CPEACTB;
n) AaHHble O cTabunbHOCTM hapMaLeBTMYECKON cybcTaHumu;
p) CPOK rOAHOCTH;

1.1) B oOTHOWweHuMn papmaueBTUHecKnx CcybCcTaHuMin, BXOASAWMX B COCTaB NEeKapCTBEHHOro
npenapaTta W BK/OYEHHbIX B FOCYAapCTBEHHbLIMN peecTp JieKapCTBEHHbIX CPeACTB B COOTBETCTBUU CO
ctratben 34 Hacrtoswero deaepanbHOro 3akoHa, - KOMUSA [AOKYMEHTa, COAEpiXKallero CreayoLyto
WHdOopMaUmIo:

a) HauMeHoBaHMe apMalUeBTUYECKON cybcTaHUMmM, ee CTpYKTypa, obume CBOMNCTBA;
6) HanMeHoBaHWe 1 agpec Npous3BoAUTENS;
B) pe3y/nbTaTbl aHanM3a cepun dpapMaLeBTUUYECKON CybCcTaHUMu;

r) CpOK rogHoCTu;
(n. 1.1 BBeaeH ®enepanbHbIM 3aKOHOM 0T 27.12.2019 N 462-03)

2) [OKYMEHT, coAepxallni cneaylowme CBEAEHUA O JIEKAPCTBEHHOM MpenapaTte And
MEANLMHCKOro NPpUMEHEHUS:

a) ONMCaHME N COCTaB JIEKAPCTBEHHOrO npenapaTta A1 MeAUUNHCKOro NPUMEHEHUS ;

6) onucaHune ddapmMauesTuyeckon paspaboTkm (obocHoBaHme BbI6opa cocTaBa, MEepPBUYHOM
YyNakKoBKW N MHOTO);

B) TEXHONOIMMA npomnssoacrtea C onmcaHmMeM cTaaunmn npon3seoacTBa M METOAOB KOHTPOJIA Ha BCEX
CTaanax npomn3soacTtBa,

r) OonucaHme KOHTPONA KpUTUYECKMX CTaaun npouecca Mnpoum3BoACTBA W MPOMEXYTOUHOWN
npoayKumu;

[) HauMeHOBaHMe N aApec MecTa OCYLUECTBNIEHUS MPOM3BOACTBA JIEKAPCTBEHHOrO npenapara
AN MEeAVMLUMHCKOro npuMmeHeHus (B ciydae Hanmuns HeCKONIbKMX YYaCTHUKOB Mpouecca NpoM3BOACTBa
Heo6X0ANMO yKasaTb KaXKaAoro U3 HuX);

e) hapMaueBTUYECKass COBMECTMMOCTb;

) MUKPOBUMonorM4Yeckne XxapakTepUcTuKu;

3) MaTepuanbHbin 6anaHc A9 NpoM3BOACTBa CEPUN FOTOBOrO NPOAYKTA;

M) onMcaHmne XapaKTePUCTUK U CBOWCTB YNaKOBOYHbIX MaTepUanoB U YKYNOPOUHbIX CPeACTB;

K) AOKYMEHTaslbHOE noATBepXxaeHne (Banmaaums) npoLeccoB npomnsBoacTtBa U (UN) X OLUEHKA;

n) TpeboBaHMs K KadecTBy BCMoMoraTesibHbiX BeuwectB (ceptudukart, cneumdukaumss Ha
BCMoOMoraTtesibHble BelecTBa U nx o6ocHoBaHue);

M) dHaAIUTN4eCKne M™MeToamkKn, WCnoJib3yemMble TMpn OCYyLWEeCTBJIEHUN KOHTPOJIA Ka4eCTBa
BCNOMOraTeJibHbIX BELWECTB,
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H) AOKYMEHTaNbHOe noATBepXAeHue (Banuaauus) aHanUTUYECKUX METOAMUK, UCMONb3YEMbIX NpU
OCYLLECTBIEHNN KOHTPOJIS KAaUecTBa BCNOMOraTesibHbIX BELWECTB;

0) WHdopMauus o6 UCNONb30BaHUM BCMOMOraTesibHbIX BELIECTB YESI0OBEYECKOr0 M XUBOTHOMO
NPOUCXOXIEHUSA;

n) nHgopmMaums 06 NCNob30BaHNUM HOBbIX BCMOMOraTebHbIX BELLECTB;

p) TpeboBaHMa K Ka4decTBY JleKapCTBEHHOro npenapaTta Ans MeAUMUUMHCKOrO MNpUMEHeHUs
(cepTudukat, cneundmrkauns Ha nekapCcTBEHHbIN npenapaT U nx o60CHOBaHME);

C) aHanUTU4YecKne METOAUKU, WCMOJIb3yeEMblE MNPU OCYLWECTBNEHUN KOHTPOJS KayecTBa
NleKapCTBEHHOro npenapaTa 4/ MeAMLMHCKOrO MPUMEHEHUS;

T) AOKYMEHTa/IbHOE NoATBEPXAEHNE (Banmaau,ma) aHaJIMTUYECKNX METOAUK, UCMOJIb3YEMbIX MpU
OCYLWECTBNEHNN KOHTPONIA Ka4veCTBa JIEKAPCTBEHHOIO npenapata and MeEANLMHCKOro NnpnMeHeEHUA,

y) pe3ynbTaTbl aHa/IM30B CEPUI NIEKAPCTBEHHOrO NpenapaTa ANs MegMUMHCKOro NpUMeHeHUs;
&) XxapakTepucTtnka npuMecen;

X) nepeyeHb CTaHAAPTHbIX 06pasuOB, UCMONb3YEMbIX MPU OCYLLECTBIEHUN KOHTPOMS KayecTBa
NleKapcTBEHHOrO Npenaparta AN MeAULWHCKOro NpUMEHEHUS ;

L) AaHHble 0 CTabMNBHOCTN NeKapCTBEHHOro npenaparta Al MeANUNHCKOroO NpUMEHEHUS.
(4actb 5 B pea. PenepanbHOro 3akoHa oT 22.12.2014 N 429-03)

6. Pasgen cbapMaKonormquKoﬁ, TOKCMKOIOMMYECKOW AOKYMEHTaUMUnM BK/THOYAET B cebs oTyeThl 0
pe3ynbtataX AOKINHUYECKNX nccneaoBaHumn neKapcrBeHHoro cpeacrtrBa and MeamumnHCKoro
NMPpUMEHEHNA, B TOM YUCNE!

1) oTyeT 0 papMakoAMHAMUNYECKMNX UCCNeaoBaHUSX;
2) OTYEeT 0 (hapMaKOKMHETUYECKUX NCCNEeA0BaHUSX;

3) oTYEeT 0 TOKCUKONOrMYEeCKUX NCCNeaoBaHUNAX.
(yacTtb 6 B pea. PeaepanbHOro 3akoHa oT 22.12.2014 N 429-03)

7. Pazpgen KnuMHun4yeckou AOKYMEHTaUuuUn BKMIKOYAET B cebsa oT4yeTbl O pe3ynbTataX KAMHUYECKUX
nccneaoBaHum J1eKapCTBEHHOrIo npenapaTta and MeEANLMHCKOro npuMeHeHnsa, B ToOM Yncne:

1) oTueTbl 06 wnccnepoBaHUsaX 6MOAOCTYNHOCTM UM OGUMO3KBMBANEHTHOCTU, WCCeA0BaHUSX,
yCTaHaB/IMBAIOLMX KOPPENAUMIO pe3ynbTaToB, NOIyYEHHbIX B YCNOBMAX in vitro u in vivo;

2) oT4yeTbl 0 hapMaKOKMHETUYECKNX NCCNeaoBaHNSAX;
3) oTueTbl 0 papMaKoANHAMUYECKNX NCCIeA0BaHUSX;
4) oTYETbl O KJIMHNYECKMNX uccnenoBaHnax adpdeKkTUBHOCTN U 6e30NacHOCTH;

5) oTueT 0 NocTperncTpaumMoHHOM onbITe NMPUMEHeHUs (Mpu HaNnuun).
(4acTb 7 BBegeHa ®enepalibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

8. TpeboBaHuna Kk 06beMy MHbOpPMaUUM, NpeaocTaBnseMor B COCTaBe permcTpaunmoHHOro Aockbe,
ON9  OTAEenbHbIX  BWAOB  JlIeKapCTBEHHbIX  MpenapatoB  Af9  MegUUMHCKOrO  NpUMEHeHus
yCTaHaBAMBAKOTCHA YNOHOMOUYEHHbIM henepasibHbIM OpraHoOM UCNOSTHUTENbHOW BACTW.
(yacTtb 8 BBegeHa denepalbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

9. B OTHOLWEHNM NTEKAPCTBEHHbIX NPenapaToB, paspelleHHbIX AN MEAMLMHCKOro NpuMeHeHus B
Poccuiickoli ®epepaumn 6onee aBaguaTy NeT U B OTHOLIEHMU KOTOPbIX HEBO3MOXHO MpoBeAeHue
nccnepoBaHuii  MX  6MOIKBMBANEHTHOCTM (3@ UCK/IOYEHMEM  BMONMOrMYECKUX  JIeKapCTBEHHbIX
npenapaToB), AOMYCKAaeTCa BK/OYEHME B COCTaB pasaena (apMakosornyeckom, TOKCUKOIOrMUYECKom
AOKYMEHTAUMN U pasgena KINHUYECKON AOKYMEHTauMn BMecTo oTdeTa paspaboTumka O pedynbTaTax
COBCTBEHHbIX AOK/IMHNUYECKNX NCCNeA0BaHNI NeKapCTBEHHbIX CPEACTB U KIMHUYECKUX UCCNenoBaHuiM
NleKapCTBEHHbIX MpenapaToB ANs MeAUMLMHCKOro NnpuMeHeHus o063opa Hay4Hbix paboT O pe3ynbTaTax
AOK/IMHUYECKUX WUCCNeA0oBaHUM NeKapCTBEHHbIX CPEACTB U KIIMHUYECKUX WCCNefoBaHW AaHHbIX
NleKapCTBEHHbIX NpernapaToB, B TOM YMC/E BK/KOYAS OMbIT UX NOCTPErUCTPAUMOHHOIO NPUMEHEHUS.
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(4acTb 9 BBeaeHa ®eaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03; B pea. ®eaepanbHOro 3akoHa
oT 27.12.2019 N 475-03)

10. Mpwn rocynapCTBEHHOW perncTpaumm BOCMPOU3BEAEHHbIX JIeKAapPCTBEHHbIX MpenapaToB AN
MEANLIMHCKOTrO MNPUMEHEHUS [ONYyCKAeTCcs BKJ/IOYEHME B COCTaB pasaena ¢apMakonorMyeckon,
TOKCMKOJIOTMYECKON OOKYMeHTauuMu U pasfena  KAMHUYECKOM [AOKYMEHTauum BMeCcTo OT4yeTa
pa3paboTumka 0 pe3ysibTaTax CO6CTBEHHbIX AOKIIMHUYECKUX UCCeA0BaHUM NIEKAPCTBEHHbIX CPeacCTB
o630pa HaydHbix paboT o0 pe3ynbTatax AOKJIMHUYECKUX  UCCefoBaHuMit  pedepeHTHOoro
NIeKapCTBEHHOro npenapaTta U NpeacTaBNeHne BMECTO KIMHUYECKNX UCCenoBaHUi B NOSTHOM 06beME,
YCTQHOBJ/IEHHOM pas3AenioM K/IMHUYECKOM [AOKYMEHTauuM, OT4eTa O pe3y/bTaTax uccnegoBaHui
6M05KBMBANEHTHOCTM  BOCMPOU3BEAEHHOr0  JIEKApPCTBEHHOrO MNpenapata Ans8  MeaMUMHCKOro
NPUMEHEHUS. He  TpebyeTtcs npeacTtaB/ieHMe  OT4yeTa O  pe3ysbTaTax  MUCCNeaoBaHUMN
6M03KBMBANEHTHOCTM  BOCMPOU3BEAEHHOIrO  JIeKAPCTBEHHOrO MNpenapata Ans  MeaULMHCKOro
NPUMEHEHUS, €CNN  PErNCTPUPYIOTCA  BOCMPOM3BEAEHHbIE  NIeKAapCTBEHHble MpenapaTbl  ANns
MeAMLUMHCKOro NpUMEHEHUs, KOTopble:

1) npeaHa3HayeHbl ANA NapeHTepasbHoro (NOAKOXHOro, BHYTPUMBbILLIEYHOTO, BHYTPUBEHHOrO,
BHYTPUINA3HOro, BHYTPUMONOCTHOrO, BHYTPUCYCTABHOrO, BHYTPMKOPOHApPHOro) BBEAEHUS W
npeacTaBnsatoT coboi BoAHblE PacTBOPbI;

2) npeactasngaoT cobon pacTBopbl 415 NepopasibHOro NpUMeHeHus;
3) npousBeneHbl B GOpMe NMOPOLIKOB U NTMOPUIN3ATOB 4SS MPUTOTOB/IEHUS PacTBOPOB;
4) ABNSAOTCS raszamu;

5) saBnaTCca yWHbIMA WMAWM [Na3HbIMKM NIEKAPCTBEHHbIMW MpenapaTtaMu, MNpou3BeAEeHHbIMU B
dopMe BOoAHbIX paCTBOPOB;

6) NpeaHasHayeHbl A1 MECTHOMO NPUMEHEHUS U NPUIrOTOB/IEHbI B (hOpMe BOAHbIX pacTBOPOB;

7) npeacTtasnsaoT coboi BoAgHble pacTBOpbI 419 UCMOSb30BaHNA B pOpMe MHransiumMn ¢ NoMOLLbIO
Hebynansepa wan B KayecTBe HasaslbHbIX CApeeB, MPUMEHseMbIX C MOMOLbI CXOAHbIX YCTPOMUCTB.

(vyactb 10 BBegeHa depepasnbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

11. [Ona cnydyaes, yKas3aHHbIX B nyHkTtax 1 - 3, 5 - 7 vactm 10 HacToAwen CTaTbM,
BOCNPOU3BEAEHHbIN fleKapCTBEHHbIN npenapaT A8 MeAUUMHCKOrO NMpUMEeHEeHUsa AO0SHKeH coaepXaTb
TakuMe e BCrOMOraTesibHble BewecTBa B TakKUX Xe KOoJudecTBax, Kak U pedepeHTHbIN
neKapcTBeHHbIM npenapaTt. Ecin cocTaBbl BCMOMOraTesibHbIX BeELWeCTB pasfinyatoTcs, 3asBuTeNb
OOJ/KEH npeactaBuTb  AoKasaTenbCTBa TOro, 4YTO WCNONb3yeMble B  AaHHbLIX  KOHUEHTpauusax
BCMOMOraTesibHble BewecTBa He BAMAIT Ha 6e3onacHocTb U (MAKn) 3hPEKTUBHOCTb IeKapCTBEHHOMO
npenapata ANng MeAULUMHCKOro npuMeHeHuda. B cnyyae, ecnu 3asgBuTenb He MOXET NpeAcTaBuUTb Takue
AokasaTtenbctBa U (MNM) He MMeeT AO0CTyna K COOTBETCTBYIOWMWM AaHHbIM, OH AO/KEH MpoBecTu
COOTBETCTBYIOLWME nccnenoBaHms ans JoKa3aTenbCcTBa OTCYTCTBUSA BIIMAHNSA pas3HbIX
BCNOMOraTeflbHbIX BEWeCcTB WM BCNOMOraTesibHbIX YCTPOMCTB Ha 6e3onacHoctb u  (MNn)
3(pHEKTUBHOCTb SIEKAPCTBEHHOro npenapaTta Anad MeAWUWMHCKOro MpUMEHEHUA B COOTBETCTBUMU C
aKTaMu, coCTaBAAWMMN NpaBo EBpa3ninckoro aKOHOMMYECKOro coko3a.

(yactb 11 BBeaeHa deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03; B pea. PegepasbHOro 3akoHa
oT 22.12.2020 N 444-03)

12. Mpu rocynapCTBEHHOW  perucrtpaumm  KOMBWHaUMA  paHee  3aperucTpupoBaHHbIX
NeKapCTBEHHbIX MNpenapaToB ANs MeAUUMHCKOro MNpUMEHEeHWs AOoMnycKaeTcs BKIKOYEHWEe B COCTaB
pasgena dapMako/IOrMyeckom, TOKCUKOMOrMYECKOM AOKYMEHTauunm u pasaena  KIAMHWUYECKOM
AOKYMEHTauMm BMEeCTO oOT4yeTa paspaboTtumka O pe3ynbTaTax CoOOBCTBEHHbIX AOKAMHUYECKUX
nccnenoBaHUi IEKApCTBEHHbIX CpeacTB 0630pa HayudHbiXx paboT o0 pesynbTaTaX AOKIAMHUYECKUX
nccnenoBaHui  pedepeHTHbIX JieKapCTBEHHbIX MNpenapaToB, BXOASWMX B COCTaB KOMBMHaumu
NleKapCTBEHHbIX NpenapaToB, U 06 OTCYTCTBUU UX B3aUMOAENCTBUA B O4HOW fieKapCTBEHHON dopMe.
(yacTtb 12 BBeaeHa deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

13. Ha 3KkcnepTtM3y pasnnyHbiX NeKapCTBEHHbLIX (OPM OAHOrO U TOr0 Xe& NEKapCTBEHHOro
npenapata Ansa MeAWMUMHCKOro MpPpUMEHEHUs 3asiBUTeNb NpeacTaBnsieT OTAeNIbHble 3asiBNeHUs wn
pernMcTpaumoHHbie A0CbEe HA KaXAyl NeKapCTBEHHYK ¢opMy. Mpu ycnoBum OA4HOBPEMEHHOW Moaaym
Ha 3KCrMepTM3y OAHOWM NIEKAPCTBEHHOM (POPMbI C pa3/IMYHbIMA A03UPOBKOM, KOHUEHTpaumen, obbemMoM
3a8BUTENb NPEACTaBASAET OAHO 3asiBIEHWE U perncrpaumMoHHOe [0Cbe C MNPUIOXEHWEM MaKeTOB
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YNaKoBOK Ha KaXAyl AO03UPOBKY, KaXAYyl KOHLEHTpauuto, Kaxabl 06beM 1 Kaxaoe KOIMYecTBoO 403
B yNaKoOBKe.
(yactb 13 BBeaeHa deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

14. Tpu rocypapCTBeHHOM perucrpaumm opdaHHOro sieKkapCTBEHHOrO npenaparta 3asiBUTenb
npeacraenser wuHdbopmauuo, Heobxoammyro ans  GopMmmpoBaHMa  pasgena  KJAMHUYECKOWM
AOKyMeHTauun, B  obbeMe, YCTaHOBJIEHHOM  YMOSIHOMOYEHHbIM  deaepanbHbiIM  OpraHom
NCNONTHUTENIbHOM BNACTW.

(4acTtb 14 BBeaeHa deaepasnbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

15. Mpu peructpaunm 6MonorM4yeckoro feKapCTBEHHOrO npenaparta, MoJlyYeHHOro U3 KpOBMW,
nnasMbl KpOBM YesioBeKa, B COCTaBe PEerncrpauuoHHOro AoCbe Ha NekapCTBEeHHbIM npenapaTt Ans
MeAMLUMHCKOro NPUMEHEHUS AO/MKHbI 6bITb NpeacTaBieHbl 4OMNONHUTENbHO:

1) B pasgene [OKYMEHTaUMM aAMUMHUCTPATMBHOIO XapakTepa [AOKYMeHT, coaepXawni
nHdopMaumio o cybbekTax obpaweHns 4OHOPCKON KPOoBWM U (UNIM) ee KOMMOHEHTOB, O TOM, rae 6bina
ocyulectBfieHa AoHaumsa (kpoBu U (MAM) nnasmbl KPOBKM), a TakXe JAaHHble 06 MHMEKLUMOHHbIX
3aboneBaHnsaX, nepefarwWwmxcs napeHTepanbHbiM NyTeM, MHpoOpMaumsa o cybbekTax obpalleHus
AOHOPCKOM KpOBWU W (MIN) ee KOMMNOHEHTOB, B OTHOLWEHWM KOTOPbIX OCYLLECTBASETCH KOHTPOJb
AOHOPCKOM KPOBU U (MNIN) ee KOMMOHEHTOB;

2) B pasaene XxmuMu4yeckomn, dapMmaLeBTMUYECKON 1 BMOMOrMYeCcKon AOKYMEHTaLNN:

a) Kputepun n cnocobel otbopa, TpaHCNOPTUPOBAHUS U XPAaHEHUS AOHOPCKOM KpoBU U (1nun) ee
KOMMOHEHTOB;

6) pe3ynbTaTtbl MCCIeA0BaHUN OTOOPAHHbIX AOHOPCKOM KPOBU U (MK) Nna3Mbl KPOBU U NMYJSIOB Ha
Hanuumne BO3byaMTENEN WHMeKUUn, BKIOYas UHDOpMaunto 06 KCNONb30BaHHbIX METoAUKaX
NCccnegoBaHUM U B Crlydae WCCenoBaHMs MynoB Ma3Mbl KPOBWU pe3ynbTaTbl AOKYMEHTa/IbHOMO
noaTeepxaennsa (Bannaaumm) MCNonb30BaHHbIX METOAMK;

B) TEXHMYECKME XapaKTepuUCTUKM YMakKoBKM AN OT6bopa AOHOPCKOM KpoBM U (MAM) nnasmbl
KpoBU, BKOYAsA MHGpOpMaLnIo 06 MCNOMIb30BaHHbIX pacTBOpax aHTUKOArynsHTOB.
(vyacTtb 15 BBeaeHa ®eanepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

16. KnmHunyeckne nccnenoBaHmsa NeKapCTBEHHOro npenapaTa 4ass MeANUMHCKOro nNpMMeHeHus B
Lensx ero rocyaapCcTBEHHON perncrpaunmm nposoaatcs B Poccuinckon depepaumm B nopsiake,
yCTaHOB/IEHHOM cTaTbAMM 38 - 44 HacTtoswero ®depepanbHoro 3akoHa. OTyeT O npoBeAEHHbIX
NccnenoBaHMaX BKIHOYAETCA B COCTaB pa3Aesna KJIMHMYECKOW AOKYMEHTaUUM perMcTpaumMoHHOro 4ocke
Ha NeKapCTBEHHbIM npenapaT 418 MeAULMHCKOro nNpuMeHeHus. [ns NneKapCcTBEHHbIX NpenapaToB AMS
MEANUNHCKOrO TMPUMEHEHMS, B OTHOLIEHMW KOTOpPbIX B pe3y/ibTaTe 3KCMepTu3bl [AOKYMEHTOB,
npeacTaB/iEHHbIX AN ONpeAeneHuss BO3MOXHOCTM pacCMaTpuBaTh JIeKApCTBEHHbLIA MNpenapaT Ans
MeANLNHCKOrO NMPpUMEHEHMSA B KadecTBe opdaHHOro JieKapCTBEHHOMO npenapaTta, Takast BO3MOXHOCTb
NpuU3HaHa M B OTHOLIEHMW KOTOPbIX MNPOBEAEHbl KIMHUUYECKME WCCNEeAO0BaHUSA, BbINOJIHEHHbIE 3a
npeaenamm Poccuiickoin ®depepaumm B COOTBETCTBMM C MpaBwaaMu Hagnexaiwien nabopaTopHOM
NPaKTUKN W NpaBuaMM Hagnexalwen KIMHUYECKOM MPaKTUKKM, AOMYCKAEeTCs BKAKYEHME B COCTaB
pasgena KJMHMYECKOW AOKYMEHTauuM BMECTO OT4yeTa O pe3ysibTaTax KIAMHUYECKMX UCCNenoBaHUmn
NleKapCTBEHHOro npenapata Ans MeAUUMHCKOro TMPUMEHEHMUSs, TMpPOBeAEHHbIX B Poccuiickon
depepaunmn, oTyeTa O pe3ynbTaTax KIMHUYECKUX WCCNenoBaHWi, BbLIMOJIHEHHbLIX 3@ npeaenaMm
Poccuinckon Gepepauunn.

(vyacTtb 16 BBeneHa depepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

17. B cny4ae HenpeacTaBfieHUs C  3agB/IeHMEM O T[OCYAApCTBEHHOW  permcrpayum
JIeKapCTBEHHOro npernaparta ang MeauuMHCKOro NpUMMEHEHNa NOKYMEHTOB, MOATBEPXAAWWMX yrnaTy
rocyAapCTBEHHOW MOWJ/MHBI M YKasaHHbIX B NyHKTe 10 vyacTm 2 HacTosduwen craTbW, a Takxe
BblAaBaeMblx (npenocrtaBnseMblX) YMNOAHOMOYEHHbIMWM defepasibHbIMWU OpraHaMm UCNONHUTENbHOM
BNacTu [AOKYMeHTOB (CBeAeHWI), YKasaHHbIX B NyHKTax 3 M 4 4acTum 4 HacTosWwen CTaTbM,
YNO/ITHOMOYEHHbIN  deaepanbHblli - OopraH  WCNOAHWUTENIbHOM  BAACTWU  3anpalmBaeT YyKasaHHble
OOKYMeHTbl (cBeAeHUs) B NopsaKe MeXBeaOMCTBEHHOro MHMOPMALMOHHOIO B3auMoaencTems.

(vacTtb 17 B pen. denepasnbHOro 3akoHa ot 27.12.2019 N 478-03)

18. He ponyckaeTcs WCMosb30BaHME B KOMMEPYECKUX Uenax WHdopMauuum o pe3ynbratax
AOKJIMHUYECKUX  UCCNeAoBaHUM  JIEKAPCTBEHHbIX  CPeACTB M KJMHUMYECKUMX  UCCIefoBaHUM
NEKAPCTBEHHbIX MpenapaToB AN MEAULMHCKOro MNPUMEHEHUSA, MPEACTAB/EHHON 3aABUTENEM AN
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rocynapCTBEHHOW perncrpaumu nekapcTtBeHHoOro rnpenaparta, 6e3 ero cornacus B TedeHue WecTn net
C AaTbl rocyaapCTBEHHOM pernctpaunmn pedepeHTHOro nekapCTBeHHOro npenapata B POCCUMNCKOM
denepaunn.

(yacTb 18 BBegeHa deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

19. [epxaTenb wnu BRageneyl perncrpaumoHHOro yAOCTOBEPEHUS NIEKAapCTBEHHOro npenapaTta
Ha 6wuoTexHonormdecknii mnm opdaHHbIN JIeKapCTBEHHbLIA npenapaT 06s3aH npeaocTaBnsATb Ha
BO3Me34HOM ocHoBe o06pa3ubl pedepeHTHOro JieKapCTBEHHOro npenapaTta 3asaBuTensM  Ans
NpoBeAeHUs KIWMHWUYECKUX uccneposaHui. CrommocTb obpasua pedepeHTHOro nekapcTBeHHOro
npenapaTta, BK/IIOYEHHOro B MepeyvYeHb >XWU3HEHHO HeobXoAMMbIX W BaXHEULWWUX JeKapCTBEHHbIX
npenapaToB, He JAOoJ/KHA nMpeBblwaTb 3aperncTpupoBaHHY0 MNpeaesibHY OTMYCKHYK LeHYy Ha
pedepeHTHbIN JIeKapCTBEHHbIA nNpenapaT WM UeHYy Ha JNeKapCTBEHHbI npenapaT B CTpaHe
npounssBoanTens.
(4acTtb 19 BBeaeHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

20. 3agdBneHuMe O rocyfapCTBEHHOMW perncrpauuvm  BOCNPOU3BEAEHHOro NIeKapCTBEHHOro
npenapaTta Ansg MeguMUMHCKOro NpUMEHeHUs MOXeT 6biTb NOAAHO B YMNOJIHOMOYEHHbIM deaepanbHbIi
opraH WCNoONHWUTENbHOW BNACTW, OCYLLUECTBASIOWMNIA FrOCyAapCTBEHHYO PerncTpaumio NeKapCTBEHHbIX
npenapaToB, MO MWCTEYEHUU YeTblpex NeT C AaTbl rocyaapCTBEHHOM perucrpaunm pedepeHTHOro
neKapcTBeHHOro npenapata B Poccurickon denepaumu.

(yactb 20 BBegeHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

21. 3asBneHue O TrOCydapCTBEHHOW perncrpaumm 6uoaHanorosoro (6monogobHoro)
NlekapCTBEHHOro npenapata (6voaHanora) MoXxeT ObiTb NOAAHO B YMOSIHOMOYEHHbLIN deaepasnbHbIn
OpraH MCNoJSIHUTENbHOW BAcCTWU, OCYLLECTBASIIOWMNA FOCYAApPCTBEHHYO PErmcrpaunto 1eKapCTBEHHbIX
npenapaTtoB, MO WCTEYEHUW Tpex neT C AaTbl FOCYAapCTBEHHOW perucrtpaunm pedepeHTHOro
NlekapCcTBeHHOro npenaparta B Poccuinckon denepauunn.

(4actb 21 BBeaeHa deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

22. [JepxaTtenb wunuM Bnagenel perncrpaumoHHOro yaoCTOBEpPEHUS NeKapCTBEHHOro npenaparta
npeacrasnsieT B YNOJAHOMOYEHHbIN denepasnbHblii opraH MCNOAHUTENbHOM BNAaCcTU, OCYLUECTBASAOLWMA
GYHKUMWM MO  KOHTPOAK W Haa30opy B cdepe 34paBOOXpaHeHWUsl, OTYET MO pe3ynbTaTam
dapmakoHag3opa oAMH pa3 B LWeCTb MecsiueB B Te4dyeHue ABYX JEeT nocje rocyaapCTBEHHOM
perncrtpaunmm fneKapCcTBEHHOro npenapata B Poccuiickon depepaumm, exXerogHo B TedeHue
nocneaywLwmx Tpex neT n B AanbHeNLeM OANH pa3 B NATb NET.

(yacTb 22 BBeaeHa deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

Cratba 19. MNpuHATHME pelleHUs O Bblfjaue DKCMNEepTHOMY Yy4peXxAeHUI0O 3ajaHUsA Ha
npoBefeHne 3KCnepTu3bl JIeKapCTBEHHOro cpeacTBa
(B pea. ®epepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. B TeueHue pgecatn pa6oq|/|x OHEeNn co pAaHsA NMPUHATUA 3adBieHnd O FOCY,CI,apCTBeHHOVI
perncrtpaunmn nekKapCrBeHHOro rnpenaparta COOTBeTCTBYPOU.LMVI ynOﬂHOMOquHbIVI q)enepaanblﬁ OopraH
NCMNONTHNUTENbLHOM BMacTu npoBOANT NMPOBEPKY MOJIHOTbI, AOCTOBEPHOCTUN N NMPaBUJIbHOCTU OCbOpMJ'IGHMFl
npeacrtaB/IEHHbIX AOKYMEHTOB pPeErnctpaunMoHHOro AoCb€ Ha ﬂeKapCTBeHHbIVI npenapat n NpUHNMaeT
peweHne o Bbigave 3agaHna Ha NpoBeaAEHNE:

1) aKCnepTu3bl AOKYMEHTOB, MpeACTaBIEHHbIX AN OnpeaeNieHUs BO3MOXHOCTU paccMaTpuBaTb
NleKapCTBEHHbIV npenapaT ANs MeAUUMHCKOro MNpUMEHEHUs Mpu OCYLEeCcTBIEHUN FOCyAapCTBEHHOM
permcTpaumMm B kayectse opdaHHOro f1IeKapCTBEHHOro npenapaTa;

2) 3KCMNepTM3bl JIEKAPCTBEHHOrO CpPeACTBa B YaCTM 3KCMNEepTM3bl KayecTBa JIEKAPCTBEHHOrO
CpeacTBa W 3KCNEepTM3bl OTHOLIEHMS OXMAAEMOW MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
NlekapcTBEHHOro Npenapara AN MeAULMHCKOro NpuMeHeHUs ;

3) 3KCnepTu3bl NEeKapCTBEHHOrO CpeAcTBa B 4acTM 3KCMEepTU3bl KadecTBa 1I€KapCTBEHHOMO
CpeAcTBa UM 3KCMEpPTU3bl OTHOLUEHWUSI OXMAAEMOW TMONb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
NTeKapCTBEHHOro npenapaTta A/ MeaMUMHCKOro NMPpUMEHEeHUs B MopsiAKe YCKOPEHHONM npoueaypbl
3KCNepTU3bl JIEKAPCTBEHHbIX CPEACTB B COOTBETCTBUM CO CTaTbeil 26 Hactoswero ®deaepanbHOro
3aKoHa;

4) OKCNEPTU3bl JNIEKApPCTBEHHOIO CpeactBa B OTHOWEHWM NEKapCTBEHHONO npenapata And
BETEPNUHAPHOIo NpUMeEHEHUA.
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2. YNONHOMOYEHHbIN deaepanbHbii opraH MCNOSIHUTENbHON B/lIaCcTU YBEAOMSAET B 3/1EKTPOHHOMN
dopMe nnan Ha 6yMaxKHOM HOCUTEesNe 3asiBUTENIS U SKCMepTHOE yypexAeHWe O MPUHATOM peleHnun o
BblAaye 3afaHWUM Ha NpoBeAeHMe 3KCMepTu3, NpeayCMOTPEHHbIX 4YacTbio 1 HacToslwen ctaTbu, M B
cnlydae Heob6XxoAMMOCTM O BblAade pa3spelleHuss Ha BBO3 B Poccuickyto depepaumto KOHKPETHOM
napTun, Cepuvun 3aperncTpmpoBaHHbIX U (MIN) HE3APErUCTPUPOBAHHbLIX JIEKAPCTBEHHbIX CPeACTB WK
06 oTKa3e B NMpoBeAEHNM NPEeAYyCMOTPEHHbIX 3KCNEPTU3 C YKa3aHMEM NPUUYNH TAaKOro oTkasa.

3. B cnyyae BbisBNEeHMS OTCYTCTBUS WIN HEQOCTOBEPHOCTU MHMOpMauuMu, copepxallencs B
NpeACTaB/IEHHbIX 3asBUTENEM AOKYMEHTaX, YNOJIHOMOYEHHbIN deaepasbHbll OpraH UCNONHUTENbHOMN
BNacTM HanNpaBnseT 3asaBuUTeNto 3anpoc 06 YyTOYHEHMM 3TOM UMHopMaumu (Janee - 3anpoc
YMNOJIHOMOYEHHOro deaepasnbHOro opraHa MCNOMHUTENIbHON BRacTu), KOTOPbIA MoOXeT 6biTb nepeaaH
YyNOJIHOMOYEHHOMY MNpeACTaBUTENI0 3aaBUTeNS JIMYHO MO PacnucKy, HarnpasieH Mo no4yte 3aKasHbiM
NMMCbMOM WAWN NepeaaH B 3/1IEKTPOHHOM dhopMe Mo TeNEKOMMYHUKAUNOHHbLIM KaHanaMm cBs3u. B cnydae
HanpaBneHna 3anpoca YNoSHOMOYEHHOro geaepanbHOro opraHa MCMOMHUTENIbHON BNacTM No nouyTe
3aKa3HbIM MWUCbMOM OH CYMTAEeTCA MNOJSIyYEHHbIM MO WUCTEYEHMWU LeCTU AHEW C AaTbl HanpaBleHus
3aKa3Horo nucbMa.

4. 3asBuTenb 0653aH NpeacTaBUTb OTBET HA 3anpoc YNOJIHOMOUYEHHOro deaepanbHOro opraHa
NCMOJIHUTENIbHOW BNIAaCTU B CPOK, HE MPEBbIWAOWMIA AeBAHOCTa pabounx AHENn Co AHA ero nosyyYeHus.
CpoK, YyKasaHHbih B 4YacTM 1 HacTosAWel CcTaTbM, MPUOCTAHAB/IMBAETCA CO [AHA HanpasfieHUs
3a8ABUTENI0 3anpoca YMNOJIHOMOYEHHOro deAepasibHOro OpraHa WCMOSHUTENIbHOM BNacTM A0 AHS
NoJsly4YeHUs UM COOTBETCTBYHOLLErO OTBETA.

5. OCcHOBaHMEM ANs 0TKasa B OpraHu3auuu 3KCNepTus, NpeayCMOTPEHHbIX YacTbio 1 HacTosLen
CTaTbW, SABNSAETCA NpPeACTaB/IEHNE HEO6XOAMMbIX AN NPOBeAeHUs NPeayCMOTPEHHbIX 3KCMEpPTU3
J[IOKYMEHTOB B HEMOJSIHOM O06bEME UMM HEMPEACTaBNEHME 3aABUTENIEM B YCTAHOBJ/IEHHbIN CPOK OTBETA
Ha 3anpoc YMNOSIHOMOYEHHOro deaepanbHOro oOpraHa WCMOSIHUTENbHOM BMAcTU, a TakKxe
npeacTaB/ieHNe LOKYMEHTOB, HE CoAepXKalUMX NCUYEpPNbIBAOWEro NnepeyYyHst Heo6X0ANMbIX CBEAEHWUA.

6. MNpu oTKase B OpraHusauMn 3KCnepTUsbl, NPeayCMOTPEHHOM MYyHKTOM 4 4yacTu 1 HacToswen
CTaTbW, AOKYMEHTbl, BXOASWME B COCTAaB peruMcTpaumMoHHOro A0Cbe Ha NieKapCTBeHHbI npenapat Ans
BETEPUHAPHOIo NMpUMEHeHUs, MOryT 6biTb BO3BpaLLeHbl 3asBUTEN0 HAa OCHOBAHWM ero NUCbMEHHOro
3anpoca, Hanpas/ieHHOro B YMOJIHOMOYEHHbI denepanbHbli OpraH WCNOAHUTENbHOM BRactu B
TeyeHue Tpuauatn paboumx AHEeNW Co AHA MPUHATUS YMNOSHOMOYEHHbIM deaepasibHbiM OpraHoM
WUCNOJSIHNTENBbHOMN BAAacTU peweHus o6 oTkase B OpraHuM3auum Takoh 3KcnepTu3bl. YMONHOMOYEHHbIN
denepanbHbIl OpraH WCNONHUTENbHOW BfACcTM BO3BpalLlaeT 3asABUTENIO YKa3aHHble AOKYMEHTbl B
TeueHue gecatn pabounx gHeEN Co AHA NOSyYeHUs COOTBETCTBYHOLLErO 3anpoca 3asaBuTens.

(4acTb 6 BBeaeHa dPeaepanbHbiM 3akoHOM oT 02.08.2019 N 297-03)

Cratbas 20. DJkcneptMsa [AOKYMEHTOB, HMNpeaAcTaBJIEHHbIX ANA  onpeaeneHus
BO3MO>XXHOCTM pacCMaTpuBaTb JiIeKapCTBEHHbIA npenapaTt AJI9 MeAULMHCKOro rnpuMeHeHus
npu OCyLleCTBJ/IEHUMN rocyfapcTrBeHHOM perncrpauum B KauectBe opdgaHHOro
JieKapCTBEHHOI0O npenapara

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

1. DKkcnepTnsa AOKYMEHTOB, MpeAcTaB/ieHHbIX A9 ornpeaeneHns BO3MOXHOCTU paccMaTpuBaTth
NleKapCTBEeHHbIN npenapaTt Ans MeauuMHCKOro MpUMEHEHUs NMpu OCYLLEeCTBSIEHUM FOCyAapCTBEHHOM
perncrtpaunmm B KadectBe oOpdaHHOrO JNeKapCTBEHHOro npenapaTta, COCTaBNeHMe KOMMUCCUen
3KCNEepTOB 3aK/IlOUYEHUS O BO3MOXHOCTM WM HEBO3MOXHOCTM paccMaTpuBaTb JleKapCTBEHHbIN
npenapaTt 4ns MeAMUMHCKOrOo MpUMEHEeHUs Mpu OCYLLEeCTB/IeHWM FoCyAapCTBEHHOM peruvcrpaumu B
kauvectee opdaHHOrO JieKapCTBEHHOrO nMpenapata W HanpaB/ieHWe [aHHOro 3aK/to4yeHus B
YMNO/IHOMOYEHHbIN denepanbHbIA  OpraH WCNOSHUTENbHOM BflACTU  OCYLLUECTBASIOTCS B CPOK, He
npesblWaoWMn Tpuauatn pabouynx AHEN CO AHSA MOJSIYYEHUS 3SKCMEepPTHbIM YydypexaeHueM 3agaHus
YNOSIHOMOYEHHOro eaepasbHOro opraHa UCNOMHUTENBLHOMN BAacTU U B 2NEKTPOHHON (opMe UM Ha
6yMaXKHbIX HOCUTENAX HEOB6XOAMMbIX AOKYMEHTOB, YKa3aHHbIX B nyHkTax 1, 2, 5, 6, 10 yvactm 4 n B
yactu 7 ctatbn 18 HacToswero ®egepanbHOro 3aKoHa.

2. [JOKyMeHTbl, coAep<alMecss B PErucTpauMoOHHOM [OCbE€ Ha JIEKApCTBEHHbIM MpenapaTt u
NOCTYNMBLUME HA O6YMa>KHbIX HOCUTENSIX B 3KCMEPTHOE YyupexAeHue AN8 OCYLWEeCTB/IEHUS UX
3KCMepTM3bl AN OnpefesieHUss BO3MOXHOCTM pacCMaTpuBaThb JlIeKapCTBEHHbIM npenapaT Ans
MEeAMLMHCKOro NpUMEHeHUs1 B KayecTBe opdaHHOro JieKkapCTBEHHOro npenaparta, noasexaT Bo3BpaTy
B YMOJIHOMOYEHHbIN (eaepanbHbli OpraH MCNOSHUTENIbHOW BNIAaCTM OAHOBPEMEHHO C 3aK/IHUYEHUAMMU
COOTBETCTBYHOLMX IKCMEPTU3.
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Cratba 21. PewneHMe 0 BO3MOXXHOCTU paccMaTpuMBaTb JIeKapCTBEHHbIA npenapart npu
OCyL|eCTB/IEHUN rOoCyAapCTBEHHOM perucrpauuMm B KauvyecTtBe op¢gaHHOro JieKapCTBEHHOro
npenapara

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

1. B cpokK, He npeBblWaoWwmn N9t pabouymx gHen co AHS MONYYEHMUS 3aKII0YEHMS, YKa3aHHOro B
yactm 1 crtatbm 20 HacTtoswero denepanbHOro 3akKOHa, YMNOSHOMOYEHHbIVM deaeparnbHbll opraH
NMCNONHUTENIbHON BNAacCTU OCYLLECTBASET OLUEHKY MOJSIyYEHHOr0o 3aK/Il4YeHUs AN onpeaeneHus ero
COOTBETCTBUS 33a4aHUI0 Ha MpoBeAeHWEe COOTBETCTBYIOLLEN 3KCMEepPTU3bl U YBEAOMSET 3asBUTENs B
SN1eKTPOHHOMW dopMe wunm Ha O6yMaxHOM HocuTene O pe3ynbTaTax MpoBeAeHHOW 3KCNepTusbl C
NPUIOXEHUEM KOMUW 3KCNEPTHOrO 3akntoyeHnsa (C coxpaHeHneM KOHMUAeHUManbHOCTU nHgopMaumm
O COCTaBe D>KCMNepTHOM KOMWUCCMM) WM O BO3MOXHOCTM WM HEBO3MOXHOCTM paccMaTpuBaTthb
NeKapcTBeHHbIN npenapaT 479 MeAULMHCKOro NMpUMEHEHUS Mpu OCYLECTBNEHUN FOCyAapCTBEHHOM
pervcrpaumm B Kadyectse opdaHHOro neKkapcTBeHHOro npenaparta.

2. MNpun BbIHECEHMN KOMMUCCUEN 3SKCNEPTOB 3aK/OYEHMS O BO3MOXHOCTM paccMaTpuBaTb
NIeKapCTBEHHbIN MnpenapaT As8 MeAUMUMHCKOro MPUMEHEHUS MPU OCYLWECTBNEHUN FOCYAapCTBEHHOMN
perncrtpaumm B KadectBe OpdaHHOro sieKapCTBEHHOro npenaparta YMNoJIHOMOYEHHbIN denepasnbHbli
OopraH WCMoSIHUTENbHON BNAcTM B CPOK, He MpeBbllakowWmni NSt pabouymx AHer co AHSA MOJyUYEHUS
AAHHOr0 3aKJ/ItoYeHMsl, MPUHUMAET peLleEHNE O BblAaye 3aaHus Ha NpoBeAEeHNE 3KCNEPTU3bl KayecTBa
NIeKapCTBEHHOIO0 CpeAcTBa WM 3KCMNEPTU3bl OTHOLUEHUS OXMAAEMOW MOMb3bl K BO3MOXHOMY PUCKY
NPUMEHEHUS NTEKapCTBEHHOrO npenapaTta Ans MeAMUMHCKOro MPUMEHEHUS B MOPSAKE YCKOPEHHOW
npoueaypbl 3KCMepTu3bl JIEKAPCTBEHHOINO CpeAcCTBa B COOTBETCTBMM CO CTaTbel 26 HaCTOSLLEro
®degepanbHOro 3akoHa.

3. B cnyyae nNpuHATUS pELIEeHMS O HEBO3MOXHOCTM PacCMaTpuBaTh JIEKAPCTBEHHbIN npenapaT
AN MEAMLMHCKOrO MPUMEHEHUS MNpPU FOCYAapCTBEHHOW perncrpaumMm B KadyecTBe opdaHHoro
NeKapCTBEHHOro npenapaTta YMoJIHOMOYEHHbIN deaepanbHblii  OpraH WCMOMHUTENIbHOM  BNacTu
npekpalwaeT npoueaypy rocyAapCTBEHHOW perncrpauum seKapCcTBEHHOro npenapaTa. 3asBUTENb
BnNpaBe 06paTUTbCA B PErUCTPUPYHOLWMIA OpraH C 3asiBIEHMEM O TrOCYAAPCTBEHHOW perucrpaumm
YKa3aHHOro JIeKapCTBEHHOro MpernapaTta B COOTBETCTBUWM CO CTaThbel 18 Hactoswero deaepanbHOro
3aKoHa.

CraTtbsl 22. YTpatuna cuny c 1 niona 2015 roga. - ®PeaepanbHbIv 3aKOoH oT 22,12.2014
N 429-03.

Cratbs 23. DKcnepTu3a KadecTBa JIeKapCTBEHHOro cpeAcrBa M 3KCnepTtusa OTHOLWIEHUs
0>XKMAAEMON MNoJib3bl K BO3MOXXHOMY PUCKY NMPUMEHEHUS JieKapCTBEHHOro npenapara ans
MEeANLMHCKOIro NpMMeHeHus

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

1. DKcnepTv3a KayecTBa J/1IeKapCTBEHHONO CPeACTBA M IKCMEPTM3a OTHOLWEHMS OXWAAEMOMN
Nosb3bl K BO3MOXHOMY PMWCKY TMPUMEHEHUS JIeKapCTBEHHOro npenapaTta AnsS MeAMLMHCKOro
NMPUMEHEHUS, COCTAB/IEHME KOMUCCUMSAMM DKCMEPTOB 3aK/IOYEHUI MO pe3ynbTaTaM MNPOBEAEHHbIX
S3KCNEepTU3 W HanpaBfeHWe 3TUX 3aK/IYEHWIA B YMNOJIHOMOYEHHbIN deaepanbHbii  opraH
NCNONTHUTENbHOWM BNACTU OCYLLECTBASAIOTCA B CPOK, He MpeBbllAWNA cTa AecsaTM pabounx AHEN Co
[HS  MOJlyYEeHUSS SKCMEPTHbIM  YUYPEXAEHWEM COOTBETCTBYIOLIEro 3a4aHUA  YNOSHOMOYEHHOIO
denepanbHOro opraHa MCNoNHUTENbHOW BACTU U HEOB6XOAMMbIX AOKYMEHTOB B 3/IEKTPOHHOW dopMe
WK Ha ByMaxxHbIX HOCUTENAX.

KoHcynbTaHTlI0C: NpuMeYyaHue.

Mo 3asBneHunto, nogaHHoMmy B MmnHsgpas Poccum o 11.04.2022, npy HEBO3MOXHOCTU
npoeeseHns nabopaTopHOM 3KCNEepTU3bl KadecTBa SIeKapCTBEHHbIX CPeACTB B 3KCNEPTHOM
yypexaeHun, AonycKaeTcs ee nposBeaeHne NocpeacTBOM ANCTAHUMOHHOIO B3auMOAencTens,
nopsAaoK 1M opMbl KOTOPOro onNpeaensitoTCa 3KCNEPTHbIM yUpexxaeHUEM Mo COoriacoBaHuIo C
3aasutensamn (MoctaHoBneHue Mpasutenoctea PO ot 05.04.2022 N 593).
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2. B TeyeHue aeBsIHOCT@ AHEW CO AHA MNOJSYYEHUS peleHUs ynosHOMoYeHHoro deaepanbHoro
opraHa MCNoSHUTENbHOW BNAaCTU O NPOBEAEHUWU IKCNEepTU3, NpeAyCMOTPEHHbIX YacTblo 1 HacTosawen
CTaTbM, 3asaBUTENb NPeACTaBNsSET B SKCMEPTHOE y4dpexAaeHne ANs NpoBeAeHUs dKCNepTu3bl KayecTBa
neKapcTBEHHOro cpeactBa ob6pasubl SIeKapCTBEHHOro npenapaTta A8 MeAUUMHCKOro MNpuUMeHeHus,
Npou3BeAeHHOro B COOTBETCTBMU C TpeboBaHUSAMU OMNbITHO-MPOMbIWLAEHHOIO U (MN) NPOMbILLIEHHOIO
pernamMeHToB, YTBEPXAEHHbIX PYKOBOAUTENEM MNPOU3BOAUTENS JIEKAPCTBEHHbIX CPeACTB, a TakXe B
COOTBETCTBYOLLUNX cnydasax obpa3subl hapmMavueBTUUECKOm cybcTaHuumu, TecT-wraMmma
MWUKPOOPraHM3MOB, KYNbTypbl KNETOK, 06pasubl BeLWEeCTB, MNPUMEHAEMbIX ANA KOHTPONA KayecTBa
NIeEKapCTBEHHOrO CpeAcTBa MyTeEM CPaBHEHUS C HUMU UCCEAYEMOro JIeKapCTBEHHOrO CpeacTBa, B
KonunyecTeBax, Heo6xXoaMMbIX AN BOCNPOU3BEAEHUSA METOAOB KOHTPO/SA KayecTsa.

3. Mpu nonydyeHmn ob6pas3uoB NeKapCTBEHHOro npenapata v dapMaueBTUYecKon cybcTaHuum
3KCNepTHOe yuypexAeHue BblaaeT 3asdBUTeNto AOKYMEHT, MNOATBepXXAAWKWA noslydeHne yKasaHHbIX
06pasuoB, N B CPOK, He NpeBblWatoWUn Tpex pabounx AHeN, yBeAoOMAsSeT B 3NEeKTPOHHON dhopme nnum
Ha 6yMaxHOM HocuTene ob 3TOM YyrnoSHOMOYEHHbIN denepasnbHblii OpraH UCNOMHUTENbHOW BAcTw.

4. YKasaHHble B 4acTax 2 WM 3 HacTosdweWn CcTaTbWM CpPOK Ana npeacTtaB/eHUs 3asBuUTeneM
ob6pa3uoB neKapCTBEHHOro npenapata W QapMaueBTU4eckon cybctaHuMm WM CpOK YyBeAOMSIEHUS
3KCNEepPTHbIM yupexaeHneM 06 3ToM Ha 6yMa>kHOM HocuTene ynosHOMOYEHHOro peaepanbHOro opraHa
WUCNOJSIHNTENBbHOM BNACTU He BKIKYAKTCHA B CPOK NPOBEAEHMS IKCNepTU3, NpeayCMOTPEHHbIX YacTbio 1
HacTosLen cTaTbu.

5. ﬂ,OKYMEHTbI, NnoCTynmBLIME B 3SKCNEPTHOE Yy4dpexaeHune Ana npoBeaAeHUAaA 3KCNepTus,
npeayCcMOTPEHHbLIX 4acCTbiO 1 HacToswen CTatbn, noAanexartr BO3BpaATy B ynOﬂHOMOHeHHbIVI
cbe,u,epaanblﬁ opraH MCNOJIHNTENBHOMN BNacTu OAHOBPEMEHHO C 3aKJIKOYEHUAMU, NONTYHEHHBIMU MO
pe3ynbTaTaM COOTBETCTBYHOLWNX 3KCMNEPTUI.

Cratbsa 24. DKCNnepTM3a KayecTBa JIeKapCTBEHHOro cpeacrBa M 3KCrnepTu3sa OTHOLWUEHUA
0XXMaaeMom Nosb3bl K BO3MOXHOMY PUCKY NPUMEHEHNA NeKapPpCTBEHHOrNo npenapata AnsA
BeTEepnHaApHOro npnMeHeHuns

1. 3KkcnepTu3a KaudecTBa JIeEKApCTBEHHOrO CpeacTBa W 3KCNEepTU3a OTHOLWEHUSA OXunaaemoun
MoNb3bl K BO3MOXHOMY pPWUCKY T[PUMEHEHUS JNeKapCTBEHHOro npenapata ANd BeTEPUHAPHOro
NPUMEHEeHUs, COCTaBfieHNe KOMUCCUAMM 3SKCMNEPTOB 3aK/AOYEHM MO pe3ysbTaTaM  YKa3aHHbIX
3KCNepTn3 W HanpaBfieHWe TaKMX 3aK/IYeHUM B  YMOJIHOMOYEHHbIM denepanbHbIM  OopraH
WCNOSIHUTENBbHOM BAACTU OCYLLECTBASIOTCSA B CPOK, He npeBbilWanwWwnii cTa gecatu paboumx gHen co
OHS  MOSly4YeHUs 3KCNepTHbIM Yy4ypexxaeHMeM 3a4aHus  YynosHOMoYeHHoro denepanbHOro opraHa
WCNOSIHNTENbHON BMacTM C AOKYMeHTaMM, YKasaHHbIMM B 4acTu 3 CcTaTtbM 17 HacTosdwero
®egepanbHOro 3akoHa.

(B pea. ®epepanbHbIX 3aKOHOB 0T 22.10.2014 N 313-®3, o1 13.07.2015 N 241-®3)

2. B TeueHue Tpumaguatm paboumx AHEN CO AHA MONYYEeHUs pelleHUs YNOJHOMOYEHHOro
denepanbHOro opraHa MWCMOSIHUTENbLHOMW BAacTM O MNPOBEAEHUM YKa3aHHbIX B 4YacTum 1 HacToswewn
CTaTbW 3KCMEpPTU3 3asBUTENb NPEACTaBsSEeT B SKCNEPTHOE yypexaeHne AN npoBeaeHUs 3KCrnepTusbl
KayecTBa JieKapCTBEHHOro cpeacrtsa obpasubl sIeKapCTBEHHOro npenapata A7 BeTepuUHapHOro
NpUMEHEHUs, MNPOM3BEAEHHOr0 B COOTBETCTBMU C TpeboBaHUAMU TEXHONOrMYECKUX PpernaMeHToB,
YTBEPXAEHHbIX  pyKoBoAMUTENeM  NpOM3BOAUTENS  NIEKApCTBEHHbIX CPeacCTB, a Takxe B
COOTBETCTBYIOLWMX  Clydaax TeCcT-WTaMMbl  MWUKPOOPraHU3MOB, KYJbTypbl KfeTok, ob6pasubl
¢dapmaueBTuyeckon cybctaHumu, obpasubl BewecTB, MNpuUMeHseMble AN KOHTPONsS KadvecTBa
NeKapcTBEHHOro cpeacTsa, B KonmyecTsBax, HeobxoAuUMbIX A9 BOCNPOU3BEAEeHUS MeTOAOB KOHTPOSS
KauecTsa.

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

3. Mpu nony4vyeHmn o6pas3uoB NeKapCTBEHHOro npenapata v dapMaueBTUYecKon cybcTaHuum
3KCNEepTHOe YyuypexAeHue BblAaeT 3asaBuTeNto AOKYMEHT, MNOATBepXXAAKLWKWA NoslydeHne YKasaHHbIX
06pasuoB, N B CPOK, He Mnpesblaowmn Tpex pabounx AHEN, yBeaomnsaeT B nucbMeHHon dhopme 06
3TOM YMONHOMOYEHHbI dheaepasnbHbIi OpraH MCNOSHUTENbHOM BAAcTw.

4. Cpok A4ansa npeacraBneHuns 3asButeneM o06pa3uoB JIEKAPCTBEHHOro npenapata W
dapmaueBTMYEeCKON CybCTaHUMM U CPOK YBEAOMNEHMS 3SKCNEpPTHbIM YyupexaeHnem o6 3ToM B
NMMCbMEHHOM opMe ynosHoMo4YeHHOro deaepanbHOro opraHa UCMONHUTENbHOM BNacTKU, YKa3aHHbIe B
yactax 2 M 3 HacTosWeN cTaTbM, HE BKYAKTCS B CPOK MPOBeAeHUs YKas3aHHbIX B 4yactm 1
HacCTosILLEN CTAaTbW SKCNEPTU3.
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5. JOKyMeHTbI, NOCTYNUBLUME B 3KCMEPTHOE yUpexaeHne A1 NpoBeAeHUs yYKa3aHHbIX B Yactu 1
HacTosIlen CTaTbWM 3KCNepTu3, noanexaT BO3BpaTy B YMNOJHOMOYEHHbIM deaepanbHbli OpraH
NCNONTHUTENIbHON BNACTU OAHOBPEMEHHO C 3aK/II0YEHUSMU MO pe3y/ibTaTaM yYKa3aHHbIX 3KCNepTus.

CraTtbsa 25. lMoBTOpHOE nNpoBefieHNue 3KCNepTU3bl JIeKapCTBEHHbIX CPeAcCTB
(B pea. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. B cnyyasx HepocTtaTo4yHOM O6OCHOBAHHOCTM W/W HEMOJSIHOTbl 3aK/IlOYEHUS KOMUCCUM
S5KCMNepToB, HaIMunUsa B HEM NPOTUBOPEUMBLIX [AaHHbIX, danbcudukaunm BbIBOAOB 3KCMepTU3bI
NeKapCTBEHHOMo0 CpeAcCTBa, COKPbITUSA OT YMNOJIHOMOYEHHOro geaepanbHOro opraHa MCNONHUTENbHOWN
BNacTM OCHOBaHWW Af19 OTBOAA 3KCnepTa BC/eACTBUME ero 3auHTEepecoBaHHOCTU B pe3yribTaTtax
COOTBETCTBYHOLEN 3KCNEePTU3bl, HaNMuMa AaHHbIX O MNPSAMOM IM60 KOCBEHHOM BMeLIATeNbCTBE B
npoLecc COOTBETCTBYIOLWEN 3KCNEPTU3bl SIML, HE Y4YacTBYHOLWWMX B ee MNpoBeAeHUU, HO OKa3asLUUX
BAVSHWE HAa Npouecc W pesynbTaTbl ee npoBefeHUs, YMNOJIHOMOYEeHHbIM deaepanbHbiM OpraHom
WCNOSIHUTENbHOM BfIACTWM Ha3HA4YaeTCsa MOBTOpPHasd 3KCNepTu3a JIeKapCTBEHHOrO cpeactea v (Mnum)
3TMYeCcKad aKcrnepTusa.

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

2. MoBTOpHas aKcnepTM3a NeKapCTBEHHOro cpeacTBa NpoOBOAUTCSA C YYETOM pe3y/bTaToB paHee
NnpoBeAEeHHOM 3KCMepPTU3bl B CPOK, YCTAHOBMEHHbLIA YMNOJHOMOYEHHbIM deaepanbHbiM OpraHoM
WCMNONIHUTENbHOM BMAcTUM W He npesbllaowmn Tpnaguatu paboumx AHEn CO AHS NONy4YeHus
3KCMEPTHbIM Y4YpexXOAeHMEM 3adaHuMs Ha NpoBeAeHMEe TMOBTOPHOM 3KCNepTM3bl NEeKapCTBEHHOrO
cpencrea.

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

3. ®unHaHcoBoe obecneyeHue BbIMNOSHEHUA 3aAaHUSa Ha MpoBeAeHWe MOBTOPHOM 3KCNepTU3bl
JNIeKapCTBEHHOro CpeAcTBa He OCyLLeCTBsEeTCS.
(B pea. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

CtaTbsl 26. YCKOpeHHasa npoueaypa sKCnepTusbl JIeKapCTBEHHbIX CPeACTB

1. YckopeHHas npoueaypa 3KCNepTU3bl NIEKApPCTBEHHbLIX CPeAcCTB B Lensax rocyaapCTBeHHOW
perncTtpaunm neKapcTBEHHbIX MpenapaToB MPUMEHSIETCS B OTHOLWEHUU OpdaHHbIX SIeKapCTBEHHbIX
npenapaToB, NEPBbLIX TPEX IEeKapCTBEHHbIX NpenapaTtoB, perncTpupyemoix B Poccuinckon ®epnepaumu
B KayecCcTBe BOCMNpOM3BEAEHHbIX NIeKapCTBEHHbIX NpernapaToB, o4epeaHOCTb KOTOPbIX onpeaenseTcs B
COOTBETCTBUM C HOMEPOM M AaTOM BXOAAWMX 3asBNEHUIA O TroCyAapCTBEHHOM perucrpauum
NleKapCTBEHHbIX MNpenapaTtoB B paMKax OAHOro MeXAyHapoAHOro HenaTeHTOBaHHOI0 HauMMeHOBaHUS
NleKapCTBEHHOrO npenapaTta wau rpynnMpoBOYHOrO0 HaMMeHOBaHUSA NeKapCTBEHHOro npenapaTa, u
NIeKapCTBEHHbIX rnpenaparTos, npegHa3HavYeHHbIX UCKJTIOUYUTESNTBbHO ans NMpUMeHeHus
HeCcoBepLEHHOIETHUMU FpaxKaaHaMu.,

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

2. YckopeHHasi npoueaypa 3KCNepTu3bl JIEKAPCTBEHHbIX CPEACTB B LENsX rocyAapcTBEHHOWM
perncTpaummn NeKapCcTBEHHbIX NPenapaToB He MPUMEHSETCA B OTHOLUEHUN:

1) 6uoaHanoroBbix (6MonoaobHbIX) NekapCTBEHHbIX NpenapaTtoB (bnoaHanoros);

2) pedepeHTHbIX NEeKapCTBEHHbIX MpenapaToB (3a MCKNUYEHMEM OpdaHHbIX JIeKapCTBEHHbIX
npenapaTos);

KoHcynbTaHTlAOC: npuMedvaHue.

[o 01.09.2023 poCcCMUCKMM NPOU3BOAUTENAM JIeKapCTBEHHbIX NpenapaTos 4719 BeTeEPUHAPHOro
NpUMEHEHUs pa3peLleHo NoaaBaTb PerMcTpaunoHHOE A0Cbe MO YCKOpeHHoW npoueaype 6e3
ydyeTa TpeboBaHuii n. 3 4. 2 cT. 26 (MoctaHoBneHue lMpaBuTenbctBa PO ot 12.03.2022 N 353).

3) BOCNpoM3BEAEHHbIX JIEKAPCTBEHHbIX MpenapaTtoB (3a WCK/AKOYEHUMEM TMEPBbIX Tpex
peructpupyembix B Poccuinckon degepaumm B KadecTBe BOCMPOU3BEAEHHbIX JIeKapCTBEHHbIX
npenapatoB W NeKapCTBEHHbLIX MpenapaTtoB, nNpeaAHa3HA4Y€HHbIX WUCKAKYUTENIbHO AnA MNpUMEHEHUA
HeCOoBEPLUEHHONETHNMUA rpa>|<p,aHaMM);

4) HOBbIX KOMBUHaLUMI 3a permcTtpnpoBaHHbIX paHee NeKapCTBEHHbIX NMpenapaTos,
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5) nekapcTBeHHbIX MpenapaToB, 3aperncTpupoBaHHbIX paHee, HO MPOU3BEAEHHbIX B APYrux
NleKapCTBeHHbIX hopMax B COOTBETCTBUM C NepeyHEM HAaMMEHOBAHUIN NeKapCTBeHHbIX (hOpM 1 B HOBOM
[03UpOoBKe.

(yacTtb 2 B pea. PengepanbHOro 3akoHa oT 22.12.2014 N 429-03)

3. YCKOpeHHada npoueaypa 3KCMNepTusbl JIEKAPCTBEHHbIX CpeaCTB MNPOBOAUTCS MO pPELUEHULD
COOTBETCTBYHOLEr0 YNO/JIHOMOYEHHOro deaepasbHOro opraHa UCMoSIHUTENbHOM BacTU Ha OCHOBaHWUMU
3as8BNeHNS 3a8BUTENSA B CPOK, HE NpEeBbIWAWUA BOCbMNaecAaTn pabounx gHen. MNMpu 3TOM sKcnepTusa
AOKYMEHTOB, COAEPXKALUNXCS B PErMCTPAUMOHHOM A0CbE Ha SIeKapCTBEHHbIM npenapaT, NpoBOAUTCS B
CPOK, He MpeBblWaWnn gecatn pabounx AHen, 3KCNepTu3a KadecTBa JSIeKapCTBEHHOrO cpeacTBa U
3KCNepTn3a OTHOLUEHUSA OXWMAAEMOW MNOJib3bl K BO3MOXHOMY PUCKY MPUMEHEHUs JieKapCTBEHHOro
npenapaTa NpoBOAATCS B CPOK, He MNpeBbIWAOWNIA WecTnaecaTn pabounx gHen.

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

3.1. B oTHoweHun opdaHHbIX JieKapCTBEHHbIX MpenapaTtoB MOryT ObiTb MpeacTaBieHbl
pe3ynbTaTbl AOKIMHUYECKUX UCCNeAO0BaHWUI JIEKAPCTBEHHbLIX CPEACTB U KIIMHUYECKUX uccnenoBaHui
NleKapCTBEHHbIX rpenapaTtoB As9 MeAUMUMHCKOrO TMpPUMEHEHUS, BbLIMNOJHEHHbLIX 3@ npeaenaMu
Poccuiickon ®depepaumn B COOTBETCTBMW C MpaBuiaMu Haanexawen nabopaTopHOM NpakTUKU W
npasuaaMm Hagnexawen KINHNYECKON NpaKTUKK.

(4acTb 3.1 BBeaeHa ®egepasibHbIM 3aKOHOM 0T 22.12.2014 N 429-03)

4. YcKopeHHas npoueaypa 3KCNepTU3bl JSeKapCTBEHHbIX CpeaACTB MNpoBOAUTCA B rMopsake,
YCTaHOB/IEHHOM cTaTtbsaMm 17 - 20, 23 u 24 Hactosawero depepanbHOro 3akoHa, W He O3Hayaer
CHMXXeHuns TpeboBaHnii K 6€30MacHOCTN, KavyecTBY U 3(p(PEKTUBHOCTM IEKAPCTBEHHbIX NpPenapaTos.

CtaTtba 27. PewneHue 0 rocyAapCTBEHHON perncrpaunm 1IeKapCTBEHHOro npenapara

1. B cpok, He npeBblWaloWmMn gecatn paboumx AHEN CO AHS MOJYUYEHUS 3aKTHOUYEHUN KOMUCCUN
3KCMNepToB MO pe3y/bTaTaM 3KCMNepTU3bl KadecTBa JIEKApPCTBEHHOrNO0 CpeacTBa M 3KCNepTU3bl
OTHOWEHMS 0XMAaeMoW nofb3bl K BO3MOXHOMY pPWUCKY MPUMEHEHMSI NeKapCTBEHHOro npenapaTa,
COOTBETCTBYIOLLMA YNOJHOMOYEHHbIN deaepanbHbii OpraH MCNONHUTENbHOM BNACTU:

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

1) pa3MelwaeT Ha cBoeM oduumManbHOM canTe B ceTu "MHTepHeT" COOTBETCTBYIOLLMNE 3aKITIOUYEHMS
KOMUCCUM 3DKCNEpPTOB W OCYLIECTBASEeT MX OUEHKY AN onpeaeneHus COOTBEeTCTBUSA 3adaHWUo Ha
npoeefeHne 3TUX 3KCrnepTns;

(n. 1 B pen. ®epepanbHOro 3akoHa ot 22.12.2014 N 429-03)

2) NpUHUMaET pelleHne 0 rocyaapCTBEHHOM perucTpaunm fiekapCcTBEHHOro npenapaTta mnam o6
OTKa3e B rocyAapCTBEHHOW perucrpaunm nekapcTBeHHOro npenapaTa;

3) BHOCMUT Npn NPUHSATUN pPELLEHMS O roCyAapCTBEHHONM perncrpaummn nekapcTtBeHHOro npenapara
AaHHble O 3aperncTpMpoBaHHOM JleKapCTBEHHOM MpenapaTte, B TOM 4ucne o dapMaueBTUYECKOM
cybcTaHuMKn, BXOAsSLLEN B COCTaB JIEKApPCTBEHHOrO npernapaTta, B TOCY4ApPCTBEHHbINM peecTp
NleKapCTBEHHbLIX CpeaCTB W BblAAeT 3asBUTENI0 PEerncrpaumoHHOE yAOCTOBEPEHME NeKApCTBEHHOrO
npenapaTta, ¢@opMa KOTOPOro YyTBEPXAAETCA  YMNOJHOMOYEHHbIM  (deaepasnbHbIM  OpraHom
WMCMNONIHNTENbHOM BNACTU, COrnacoBaHHble HOPMATMBHYIO AOKYMEHTauWto, HOPMATUBHbLIN OOKYMEHT,
MHCTPYKUWIO MO TMPUMEHEHUID NEKApPCTBEHHOro rnpenapata M MaKeTbl MNEPBMYHOM YMaKOBKU U
BTOPMYHOM (NOTPEbUTENBCKOM) YMNAaKOBKM C YKas3aHMEM Ha HWUX HOMepa perucrtpaumoHHOro
YAOCTOBEpPEHMS NIeKapCTBEHHOro npenaparta u AaTbl ero rocy4apCTBeHHOM perncrpaummn unm B ciydae
NPUHATMSA pelleHns o6 OoTKase B TroCyAapCTBEHHOW perucrtpaumu nekapcTBEeHHOro npenapaTta
yBeaoMnsieT B MNUCbMEHHOM ¢opMe 3aaBuTensd o6 3TOM C yKasaHMeM MpUYMH TakKoro oTkasa. 3a
Bblgauy perncrpaumMoHHOro y4OCTOBEPEHUS /leKapCTBEHHOro npenapaTa B3MMaeTcs rocynapCcTBeHHas
nowsinHa B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuickon degepaumm o Hanorax u cbopax.

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

2. OcHoBaHMeM ans OoTKasa B rocyAapCTBEHHOW perncrtpaumn nekapCTBEHHOro npenapaTta Ans
MEeAMUMHCKOro  MNpPUMMEHEHUs  SBNSieTCA  3aK/lloYeHMe  COOTBETCTBYHOLWEro  YNoSIHOMOYEHHOro
denepanbHOro opraHa WCMONHUTENIbHOW BNMacTM O TOM, 4YTO KadectBo U (unmn) 3hDPEeKTUBHOCTb
pPErMCcTpUpyeMoro sieKapCTBEHHOrO npenapata Af9 MeAULMHCKOro MPUMEHEHUSI He MOATBEPXAEHbI
NOJZTIYYEHHbIMW AA@HHLIMW UM YTO PUCK MPUYMHEHUS Bpeaa 340POBbH UYesloBEKa BCeACTBME nMpuema
NIeKapCTBEHHOro npenapata Ans MeguMUMHCKOrO NpUMEHeHUs npeBblwaeT 3PpMdEeKTUBHOCTL €ero
NPUMEHEHUS.
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(YacTtb 2 B pea. PeaepanbHoro 3akoHa oT 04.06.2018 N 140-®3)

3. lNoBTOpHOE npeacTaBfieHME B COOTBETCTBYIOLWMA YMOHOMOYEHHbLIN denepanbHbliA opraH
WUCMNOJIHNTENbHOM BNAcTU JIEKApPCTBEHHOro rnpenapaTta, B OTHOLWEHMM KOTOPOro nojslyyeH OTKa3 B
rocynapCTBEHHOM perncrpauum M KOTOpbI BNOCNEACTBUW TMOABEPrCs WM3MEHEHUI0 B 4YacTu €ero
cocTaBa, paccMaTpyMBaeTCs KakK MpeacTtaBfieHMe HOBOro JIeKapCTBEHHOro nmnpenapata Ha ero
rocyAapCTBEHHYIO PErmMcTpaumto He3aBUCUMO OT COXPaHEHUS ero NepBMYHOro HaMMeHoOBaHMS.

(yacTtb 3 B pea. PeaepanbHOro 3akoHa oT 22.12.2014 N 429-03)

4. Mpwn NpenocTtaBNeHUN 3asBUTENIEM B COCTaBe PEerncTpaunMoOHHOro A0Cbe Ha NeKapCTBEHHbIN
npenapaT 475 BETEPUHAPHOIN0 NPUMEHEHUS] KONUN peLleHns YNOJTHOMOYEHHOro deaepasibHOro opraHa
WMCNOJSIHUTENbHOM BNAaCcTU O MNPOBEAEHUN WMHCNEKTUPOBAHMS MPOU3BOAUTENS JIeKapCTBEHHbIX CPeacTB
CPOK TMPUHATUSA peLleHns O roCydapCTBEHHOW pernucrpauum nekapCcTBEHHOro npenapata  Aans
BETEPMHAPHOrO0 MPUMEHEHUS MPUOCTAHABIMBAETCSA CO AHS MONYyYEHUS 3aKOYEHWUN, YKa3aHHbIX B
yactm 1 HacTosAwen CcraTtbM, A0 AHS MPUHATUS  YNOJIHOMOYEHHbIM deaepasibHbiM OpraHoMm
NCMNOJIHNTENIbHOM BMlIACTU peELeHns O Bblaaye uan o6 oTKkase B Bblaade 3aK/Al4YeHUS O COOTBETCTBUM
NPON3BOANTENS J1EKAPCTBEHHbIX CpeacTte TpeboBaHWSAM NpaBui HaaNeXalwen npon3BoACTBEHHOM
NpaKkTUKK, HO He Bosnlee yeM Ha CTO BoceMbaecAT pabounx gHeN.

(4acTb 4 BBegeHa ®egepasnbHbiM 3aKOHOM OT 04.06.2018 N 140-03)

5. OcHoBaHMeM Ans oTKasa B rocyAapCTBEHHOW perucrpaumu nekapCTBEHHOrO rnpenaparta Ans
BETEPMHAPHOr0 rMPUMEHEHUSA SABNAETCA 3aKNloyeHMe YNoJSIHOMO4YeHHoro deaepanbHOro opraHa
WCNOSIHNTENbHOM BAAcTM O TOM, YTO KayectBO U (umam) 3PGHEKTUBHOCTb PErncTpupyemoro
JIeEKapCTBEHHOr0 npenapata A/l BETEPUHAPHOro MPUMEHEHMS HEe NOATBEPXAEHbI MOJTYUYEHHbLIMU
OaHHBIMM  WAIWM  4YTO PUCK MPUUYMHEHUA Bpeda 340pOBbK  XWMBOTHOMO BCAeACTBUE npuema
JIeKapCTBEHHOrO npenapata AN BEeTEPUHAPHOro MNpUMEHEHUs npeBbliwaeT 3MPEKTUBHOCTb €ero
NPUMEHEHUs, OTKa3 YNoJIHOMOYeHHOro deaepasnbHOro opraHa WCNOJHUTENbHOM BNacTM B Bblgaye
3aK/Il0YEHMS O COOTBETCTBMW TMPOU3BOAMTENS J1IEKAPCTBEHHbIX CpeacTB TpeboBaHMSAM npasun
Hagnexaiwen npon3BOACTBEHHOW  MpPaKTUKUM  ANS  KaXAoM  NpPOU3BOACTBEHHOW  MJoWanKu
perncTpnmpyeMoro JsekapCTBEHHOro mnpenapaTta ANs BeTEpPUHApPHOro MNpUMEHeHUst B Cciydae, ec/u
Npon3BOACTBO JIeKapCTBEHHOro npenapata 418 BeTEPUHAPHOro MPUMEHEHUS OCYLLUEeCTBASETCa 3a
npeaenamm Poccuinckon depepaunmn, nam OTCYTCTBME TaKOro 3aKlOUEHUS.

(vacTtb 5 BBeaeHa ®eanepanbHbIM 3aKOHOM 0T 04.06.2018 N 140-03)

KoHcynbTaHTla0C: npuMedvaHue.
O nopsaake n cpokax onpeneneHns B3anMo3aMeHSaeMOCTH NIeKapCTB JIeKapCTBEHHbIX Npenapartos,
3aperncrpupoBaHHbix 4o 01.03.2020, cm. cT. 3 ®3 01 27.12.2019 N 475-03.

Cratbsa 27.1. B3anMOo3aMeHSIEMOCTb JIEKaApCTBEHHbIX MNpenapartoB AN MeaULMHCKOro
NnpUMeHeHuns
(B pen. ®epepanbHOro 3akoHa ot 27.12.2019 N 475-03)

1. B3aMM0O3aMeHSIeMOCTb JIeKapCTBEHHbIX MpenapaToB AN MeAULMHCKOro MpUMEHEHUS
onpeaensieTcs yrnosHOMOYEeHHbIM deaepanbHbiM OpraHoM UCMONIHUTENTbHOWM BNIACTU, OCYLLECTB/ISAIOLWNM
roCy/lapCTBEHHYIO PErncTpauunto NeKapcTBEHHbIX MNpenapatoB ANA MeAULMHCKOro MpUMEHEeHUs, B
paMKax OAHOro MeXAYHapOAHOro HenaTeHTOBaHHOro (MAM XMMWYECKOro, WAU TFPYRNUPOBOYHOINO)
HAaWMEHOBAHWS HAa OCHOBE 3aK/IIOYEHUS KOMUCCUW 3SKCMEPTOB ISKCMEPTHOINO YUYPEXAEHUS O
B3aMM0O3aMEHAEMOCTM JIEKAPCTBEHHOrO MNpenapaTta A/ MeAMUUHCKOro NMpUMeHeHus nnbo o TOM, 4To
JIEKAPCTBEHHbIN npenapat Ansa MeAUUMHCKOrO TMPUMEHEHUSI HE SBASIETCS B3aMMO3aMEHSIEMbIM,
Mopsaaok onpeAeneHnss B3aMMO3aMEHSIEMOCTM JIEKAPCTBEHHbIX MpenapaTtoB ANs MeauMUMHCKOro
npMMeHeHUsa W dopMa 3aKIlYEeHUSs KOMUCCUMU  SKCMEPTOB  IKCMEPTHOIO  Y4YpexAeHus o
B3aMM0O3aMEHAEMOCTM NEKAPCTBEHHbIX NPENapaToB ANA MEAULMHCKOro npuMeHeHus nmbo o ToM, 4YTo
NEKAPCTBEHHbIM npenapaTt Ana MeAULMHCKOro TMPUMEHEHUSS HE SBNSETCA B3aMMO3aMEHSIEMbIM,
ycTaHaBnmBatoTca MNpaBuTenbCcTBOM Poccuiickont deaepaumn.

2. KoMuccmsa aKCNepToB 3KCNEPTHOrO y4ypeXkAeHUs AaeT 3aKIlyeHne O B3auMO3aMeHSIeMOCTU
NneKapcTBEHHOro npenapaTta Ans MeAWUMHCKOro rnpuMeHeHus nmMbo O TOM, 4YTO J1IeKapCTBEHHbIN
npenapat Ansg MeAUUMHCKOrO TMpUMEHEeHUS He SABNAsSeTCd B3auMO3aMeHseMblM, Ha OCHOBaHWUU
cneaywLwmx Kputepmes (XapakTepucTuk):
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1) 3kBuBaneHTHoCTb (Ans 6uoaHanoroBbix (6MONOAOOHbLIX) JNEKAPCTBEHHbLIX MNpenapaToB
(bnoaHanoroB) -  COMOCT@aBMMOCTb)  Ka4eCTBEHHbIX W  KOJIMYECTBEHHbIX  XapaKTepucTuk
dapMaueBTUUYECKNX CyBCTaHUMI UM CONOCTAaBMMOCTb aHTUIEHHOro COCTaBa BaKUMH. Mcnonb3oBaHue
pa3/INyHbIX conen, apunpoB, KOMMNNEKCOB, M3OMEPOB, KpUCTaNNM4yeckmux hopM 1 apyrmx Npomn3BOAHbIX
OAHOrO W TOro Xe€ [AENCTBYHOLWEro BewecTBa He SBASETCS NpensaTtcTBUEM AN OornpenesieHus
B3aMMO3aMEHSIEMOCTM  JIEKapCTBEHHbIX MpenapaTtoB, €CnM npuv  NpPOBEAEHUN  UCCNEeAOBaHUS
6M03KBMBANEHTHOCTM  NIeKapCTBEHHOro  npenapata WAW  WUCCNeaoBaHWA  TepaneBTUYeCcKOoM
SKBWBANIEHTHOCTU JIeKApCTBEHHOrO npenapata [AoKa3aHo OTCYTCTBME KMHUMYECKM 3HAYUMbIX
pasnnunin dapMakoKMHETUKN U (MNn) apdeKTUBHOCTU M 6e30MacHOCTM NIEKApPCTBEHHOIO MNpenapara
AN MeAULMHCKOro NpUMEHEHUs ;

2) 3KBWBAJIEHTHOCTb JIeKapCTBEHHOM opMbl. 104 3KBMBANEHTHbIMU NEeKapCTBEHHbIMU (DOopMamMu
NMOHUMAIOTCA pa3Hble NeKapCTBeHHble (OpMbl, MMelWKne oAMHaKoBble Cnocob BBeAeHMS U Crocob
npuMmeHeHus, obnagatowme COMNOCTaBUMbIMM  (PapMaKOKMHETUYECKMMU  XapaKTepucTukamm w
¢dapmakonormyeckum  AenctemeM 1 obecneymBawwme Takxke  AOCTMXEeHMe  Heobxoammoro
KnuHuyeckoro 3addekTta. Pasnmumsa nekapcTBeHHbIX (OPM He SABASIOTCS NpensTtcTBMeM  Ans
onpenesnieHnss B3aMMO3aMEHSIEMOCTM  JIEKApCTBEHHbIX MpenapaTtoB, €ecAu npu  NpoBeAeHUU
nccnenoBaHus 6103KBMBANEHTHOCTH NleKapCTBEHHOro npenapaTta nnm nccnenoBaHus
TepaneBTUYECKON 3KBMBANEHTHOCTU NIEKAPCTBEHHOrO npenapaTta AO0Ka3aHO OTCYTCTBME KJIMHUYECKM
3HAYMMbIX pas3NMuUU dapMakoOKMHETUKN U (Mnn) 3dDPeKTUBHOCTU M 6e30NaCHOCTU NeKapCTBEHHOrO
npenapaTa 475 MeaMUMHCKOro NMPUMEHEHUS;

3) 3KBMBANEHTHOCTb W/IN COMOCTAaBMMOCTb COCTaBa BCMOMOraTesibHbIX BELLECTB JSleKapCTBEHHOMO
npenapata Ans MeAMUMHCKOro npuMeHeHusi. Pasnuuma coctaBa BCNoMoraTeslbHbIX BeLlecTB
NeKapCTBEHHOro npenapaTta He SBASKTCA MPenaTCTBMEM AN onpeaeneHns B3anMO3aMeHSEMOCTU
NeKapCTBEHHbIX MNpenapaToB, eCcnuM npu  MNpoBeAeHuW  uccnenoBaHnss  6UMOIKBUMBANEHTHOCTU
NneKapcTBEHHOro npenapaTta Win nccnefoBaHUs TeparneBTUYECKOW 3KBUBANEHTHOCTU N1IeKapCTBEHHOrO
npenapaTta A0Ka3aHO OTCYTCTBME KIIMHMYECKM 3HAUMMbIX pasnnunin dapMakoKUMHETUKN n (1nu)
apdhekTnBHOCTU N 6e30NaCHOCTM SIeKApCTBEHHOMO npenapaTta 478 MeAULMHCKOro npumeHeHus. MNpu
Hanu4YnuM KIVMHUYECKU 3Ha4uYuMbIX pasnuMuuin  QapMakokMHeTUkn wun  (unn) 3hPeKTUBHOCTU U
6e30nacHOCTM fleKapCTBEHHOro npenapaTta And MeaAMUMHCKOro MpUMEHEHUS B3aMMO3aMeHSeMOCTb
onpeaenseTcsa C yKasaHMeM Ha UCK/IYeHWe OTAeNbHbIX rpynn NauMeHTos;

4) MAOEHTMYHOCTL cnocoba BBeaeHms u crocoba NMPUMEHEHUA;

5) cooTBeTCTBME NMPOM3BOANTENS JIEKAPCTBEHHOIO CpeacTBa TpeboBaHMSAM MpaBusl Haanexallen
NPOM3BOACTBEHHOW MPaKTUKMW,

3. OnpepeneHne B3aMMO3aMEHSIEMOCTM BOCMNPOM3BEAEHHbLIX JIeKapCTBEHHbIX MpenapaTtoB ANg
MeAUUMHCKOro NpUMeHeHUs, yKasaHHbIX B 4Yactm 10 ctatbu 18 HacTosawero ®defepasnbHOro 3akoHa,
ocyuecTsnsieTcs 6e3 Heo6xoanMMOCTM AoKasaTenbCTBa UX BMO3KBMBANEHTHOCTM!.

4, OcobeHHOCTM onpejeneHMa  B3aMMO3aMeHSeMOCTM  B6MONOrMYecKuUx  eKapCTBEeHHbIX
npenapaToB, KOMOMHUPOBAHHbLIX JleKApPCTBEHHbIX npenapaToB (codepalwmnx KoMbuHauuio ABYX U
6onee [AencCTBYOWMX BeLEeCTB), JIeKAapCTBEHHbIX MpenapaTtoB AflS MNapeHTepasibHOro nuTaHus W
HeAO03MPOBaHHbLIX JIeKapCTBEHHbIX MNpenapaToB YycTaHaBnamBatTca [lpaBuTenbCTBOM POCCUNCKOWN
denepaunn,

5. Onpe,u,eneHme B3aMM0O3aMeHAEMOCTNU HE OCYLLeCTBNAETCA B OTHOLWWEHUWN JNEKAPCTBEHHbIX
pPacCTUTENbHbIX NpenapaTtoB, roMeonaTn4eCcKmnX JIEKApCTBEHHbLIX NMPENAapaToB.

6. DopMMpOBaHME NepeyYHsi B3aMMO3aMeHSIEMbIX JIEKAPCTBEHHbIX NMpenapaToB AJs MeAULUHCKOro
NPUMEHEHWNS OCYLLECTBSIETCA KCMEPTHbIM yUpeXxaeHNeM NocpeacTBoOM 06beaMHEHNS TeKapCTBEHHbIX
npenapaTtoB B OTAEsNbHble TPynnbl, B KaXAOMW M3 KOTOPbIX SleKapCTBEHHble MNpenapaTtbl SBAAKOTCA
B3aMMO3aMeHSIEMbIMM.

7. B cnyyae BkAWOYEHMS B MHCTPYKLUMIO MO MEANUMHCKOMY MPUMEHEHWUID JIeKapCTBEHHOMO
npenapata Ha OCHOBAHMM pe3ysibTAaTOB COOTBETCTBYKOLWMUX WUCCAeA0BaHM MNOKasaHuUM  ans
NPUMEHEHWNS, KOTOpble OTAMYAOTCA OT MNOKa3aHuM ANns NPUMEHEHUS APYrUX JIEKAPCTBEHHbIX
npenapaTtoB M3 T[pynnbl  B3aMMO3aMEHSIEMbIX  JIEKAPCTBEHHbLIX MpernapaTtoB, B  NepeyHe
B3aMMO3aMEHSEMbIX JIeKAapCTBEHHbIX MNpernapaTtoB A8 MeAMLUMHCKOro MNpUMEHeHUs A[OoJIKHa ObiTb
yKasaHa cooTBeTcTBYyowasa nHopmaums.

8. [MepeyeHb B3anMMO3aMeHSEMbIX JIEKAPCTBEHHbIX MpernapaTtoB /19 MeAUUMHCKOro npuMeHeHus
pa3MmellaeTca ynoJiIHOMOYEHHbIM d)e,u,epaanblM OpraHom WUCMOSIHNTENBLHOM BNacTu, ocyLllecTBndowmnm
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rocyaapCTBEHHYIO Pperucrpaumto J1eKapCTBEHHbLIX MpenapaTtoB ANS MeAWUMHCKOro MpUMEHEHWUs, Ha
cBoeM oduumanbHoM canTte B cetn "WHTepHeT". WNHdopMauma B nepeyHe B3aMMO3aMEHSIEMbIX
NeKapCTBEHHbIX NMpenapaToB AN MeAULUHCKOro NpuMeHeHust 06HOBNSETCSA yKasaHHbIM deaepanbHbIM
OpraHoM UCMNOSTHUTENIbHOM BMAcTU C YYETOM HOBbIX 3aperncTpMpoBaHHbIX eKapCTBEHHbIX NpenapaToB
AN MeAWUMHCKOro nMpUMEHEeHWs W BHECEHHbIX W3MEeHeHW B [AOKYMEHTbl, cojepxawuecs B
pernMcTpaumoHHbIX A0Cbe Ha 3aperncTtpupoBaHHble fleKapCTBEHHble npenapaTbl And MegUUMHCKOro
NpUMEHEHUS.

9. MopsAAoOK MCNOMNb30BaHMA MHMOPMaUMM O B3aMMO3aMeEHSEMbIX JIeKApCTBEHHbIX Mpenapartax
AN MeAWUMHCKOro NpUMEHEHUS U NOPSAOK AAaYM pas3bsACHEHWUIM NO BOMPOCaM B3aWMO3aMEHSEMOCTU
NeKapCTBEHHbIX MNpenapaTtoB ANS MeAWUMHCKOro MNpUMeHeHus ycTaHaBnueatoTca [MpaBuTebCTBOM
Poccuinckon ®epepaunn.

KoHcynbTaHTlIt0C: npuMedyaHue.

Cpok perucrpaumu ekapCTBEHHOrO nNpenapaTta 4/ BeTepMHapHOro NpuMeHeHns, NcTekatowmm ¢
14.03.2022 no 31.12.2022, npoaneH Ha 12 mecsues (lMocTtaHoBneHue lMpaButensctea PO oT
12.03.2022 N 353).

Cratbsa 28. PerncrpaumoHHoOe yaOCTOBEpPEHMeE JieKapCTBEHHOro npenapara

1. PermctpaumMoHHoe y40CTOBEpPEHNE JIEKApPCTBEHHOrO NMpenapaTta C yKa3aHMEM JleKapCTBEHHbIX
dopM M [03MpoOBOK BblAaeTcss 6eCCPOYHO, 3a WCKIOYEHMEM PErncTPauUMOHHOIO YAOCTOBEPEHUS
NeKapCTBEHHOro npenapaTa, Bbl4aBaeMoOro CO CPOKOM JAeWCTBUS NSTb  JIET, Ha Bhnepsble
peructpupyemble B Poccuiickon ®deaepauunm nekapcTBeHHble npenapaTbl.

2. Mo ucTeyeHMM yKasaHHOro B YactM 1 HacTosulel CcTaTbM CpoKa BblaaeTca 6eccpoyHoe
perMcTpaumMoHHOEe Y/ZI0OCTOBEPEHUE NleKapCTBEHHOro npenapata Mnpu YCNoBUW MOATBEPXKAEHUS €ro
roCyAapCTBEHHOWN perncrpauumu.

3. B cny4yae BHeceHusa B cooTBeTCTBUM cO cTaTbadMu 30 n 31 HacTodwero denepasibHOro 3aKoHa
U3MEHEHUN B cojepXalluecs B PerncTpaunmoOHHOM [0Cbe Ha 3apernucTpupoBaHHbI NeKapCTBEHHbIN
npenapaTt AOKYMEHTbI, 3aTparvealoWwmx CBEAEHUHA, OTPaXEHHbIE B PErMCcTpauMOHHOM YAOCTOBEPEHUU
NeKapCcTBEHHOro npemnapaTa, YNo/HOMOYEeHHbIN peaepasnibHbli OpraH UCNOSIHUTENbHOW BAAcTU BblaaeT
HOBOE perncrpauvoHHoe YAOCTOBEpPEHME JieKapCTBEHHOrO nperapaTa, coAepXallee BHECEHHble B
HEro U3MeHeHwus.

(yactb 3 BBeageHa ®enepalibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

4, B cnyyae yTpaTtbl MM MOBPEXAEHUS PErUCTPALMOHHOIO YAOCTOBEPEHUS NEKAPCTBEHHOIO
npenapaTta Mo 3asB/IEHUIO B MNUCbMEHHOM GOpMe aepXaTenss Wuau Bnagenbua PerucTpaumoHHOro
yAOCTOBEPEHMUS NNEKapCTBEHHOMO NpenapaTta Wan YynoJIHOMOYEHHOIO UMUK APYrOro PUANYECKOro nuua
0 Bblgade aybnmkata  pernctpaunMoOHHOro  yAOCTOBEPEHMs  JleKapCTBEHHOro  npenapaTta
YMNOSTHOMOYEHHbIN deaeparnbHbii OpraH UCNOJIHNTENbHOM BNacTU B CPOK, HE MpEBbIIAOWMNIA AECATU
pabounx gHel Co AHA NOCTYMNJIEHUS 3aABNEeHUS, BblAaeT Aybankat perMcTpaumoHHOro yaoCcToBepeHus
NeKapCcTBEHHOro npenapaTta. 3a Bblgady agybnukarta  perucrtpaumMoHHOro  yAOCTOBEpPEHMS
NIeKapCTBEHHOro  npenapata B3MMaeTCs  rocydapCTBEHHass MOWJ/MHA B COOTBETCTBMM  C
3aKkoHoAaTenbCTBOM Poccuiickon degepauunm o Hanorax u cbopax.

(vyacTtb 4 BBegeHa denepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

KoHcynbTaHTl0C: npuMeYvaHume.

CpoK perucrpaunm ekapCTBEHHOro npenapaTa 4151 BETEPUHAPHOIro NPUMEHEHNS, UCTEKAOLWNI C
14.03.2022 no 31.12.2022, npoaneH Ha 12 mecsues (lMocTtaHoBneHue lMpaButensctea PO oT
12.03.2022 N 353).

Cratbss 29. [MoAaTBep>xAeHMEe TroCcyAapCTBEHHOW perucrpauum NeKapCTBEHHOro
npenaparta
(B pea. ®enepanbHOro 3akoHa oT 22.12.2014 N 429-03)
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1. NoaTBepxaeHne rocyaapCTBEHHOM perncrTpaumn ekapcTBEHHOro npenaparta ocyLecTBAseTCs
npu Bblaaye 6eCCpoYHOro perncTrpaumoHHOro yaoCTOBEpPEHUS NeKapCTBEHHOro npenapaTta B ciy4ae,
yKaszaHHOM B 4actm 2 ctatbM 28 Hactoawero defepanbHOro 3akoHa, B CPOK, He MpeBbllatowui
WwecTnaecatm paboymx AHeENn CO AHS MNONYYEHUS COOTBETCTBYIOLWMM YNOSHOMOYEHHbIM deaepanbHbIM
OpraHoM MCMOSIHUTENbHOWM BNAacTU 3adBNeHUs O MNOATBEPXAEHUU roCyAapCTBEHHOW peruvcrpaunm
neKapcTBEeHHOro npenapaTta. He ocylwecTBnseTca NoATBepXAeHWe rocyfapCTBEHHOW peruvcrpaunm B
OTHOLLUEHMWN NNEKapCTBEHHOIO nNpenaparta, He Haxoauswerocs B obpaweHun B Poccuiickon ®eaepaumm
B TeueHue Tpex U bonee neT, a TakKe B OTHOLIEHUWN SIEKAapCTBEHHOMO0 CpPeAcTBa, NMPOU3BEAEHHOro C
HapyweHnem TpeboBaHUs, YCTAaHOBNEHHOro 4acTtbto 3.7 ctatbm 71 HacTtoswero ®deaepanbHOro
3aKoHa.

2. 3asBneHne o MoATBepXAEHUW roCyfapCTBEHHOW perncrpauuMm nekapCTBEHHOro npenaparta
ANS  MeAUUMHCKOro nNpuUMeHeHWs  MpeacTaBnsieTcd B COOTBETCTBYIOWMMA  YMONHOMOYEHHbIN
denepanbHbI OpraH UCNOSIHUTENbHOM BAACTU HE paHee YeM 3a CTO BOCEMbAECAT AHEN A0 UCTeYeHUs
CpoKa AEeNCTBUS perncTpaunmoHHOro yAOCTOBEpPEHMSs nekapCTBEHHOro npenapata Ans MegumumHCKOro
NpPUMeEHEeHUS.
(B pea. ®egepancHoro 3akoHa ot 02.08.2019 N 297-03)

2.1. 3aaBneHne 0 NMOATBEPXAEHMN FOCyAapCTBEHHOW perncrpauum nekapcTBEeHHOro npenaparta
ON9  BeTepMHapHOro nNpuUMeHeHUs nMnpeacTaBaseTcd B COOTBETCTBYHOLWMIA  YNOJHOMOYEHHbIN
denepanbHbIi OpraH UCNOSIHUTENBLHOW BAACTU HE paHee 4YeM 3a CTO BOCEMbAECAT AHEN 00 UCTeUYeHUs
CpOKa AelCTBMS perMcTpaumoHHOro yaoCTOBEPEHUS NNIEKapCTBEHHOrO npenaparta AJsi BETEPMHAPHOro
NPUMEHEHUSA N He NO34Hee OKOHYaHUS CpoKa ero AencTBuS.
(vyacTtb 2.1 BBeaeHa deaepanbHbiM 3akoHOM OoT 02.08.2019 N 297-03)

3. MoaTBepXAaeHne rocyAapCTBEHHOW perucTpaLnm neKkapCcTBEHHOrO nNpenapaTta OCyLIecTBNAETCS
Nno pe3yfbTaTaM 3KCNEepTU3bl OTHOLLUEHUS OXWUAAEMOW MOJSb3bl K BO3MOXHOMY PWUCKY MNPUMEHEHUS
NIEKApCTBEHHOrO npernapata Ha OCHOBAHMW Ppe3ynbTaTOB  MOHUTOPMHra 3PHEKTUBHOCTM U
6e30nacHOCTM  JIeKapCTBEHHOro npenapaTta, MNpPOBOAMMOro AepXaTenem WM Bnaaenblem
pPErncTpaumMoHHOro YyAOCTOBEPEHUS JNIeKapCTBEHHOro npenapata J/snMbo YMNOSIHOMOYEHHbIM UMM
lopnaMYECKMM JIMLOM, a TaKXe COOTBETCTBYHLIMM YMNOJHOMOYEHHbLIM deaepanbHbiM  OpraHoM
WUCNONHUTENbHOM BNacT B COOTBETCTBUM C TpeboBaHuAMM cTaTbn 64 HacTtosawero denepanbHOro
3aKoHa.

4. K 3asBNeH1I0 0 NOATBEPXAEHUN FOCYAAPCTBEHHON pernucTpaumm nekapcTBEHHOrO npenapara
ANt MEAULMHCKOro NMpUMEHEHUS NpuiaraTcs:

1) [OKYMeHTbl, coaepxaliMe pe3ynbTaTbl MOHUTOPUHIra 3GGHEKTUBHOCTM U 6e30MacHoCTH
NIeKapCTBEHHOrO rMpenapaTta AN MeAUMUMHCKOrOo MNPUMEHEHUS, MPOBEAEHHOro JAepXaTeneMm unu
BNlafleNbLeM PpernMcTpaunmoHHOro YyAOCTOBEPEHUS JIeKapCTBEHHOro rnpenapata Ans MeaUUMHCKOro
NPMMEHEHUS JNMNBO0 YMNOSIHOMOYEHHbIM UM  OPUAUYECKUM JNULOM, Mo dopMe, YTBEPXAEHHOM
YyNOSHOMOYEHHbIM beaepanbHbIM OpraHoM UCMONHUTENbHOM BNAacCTu;

2) cBeAeHUs O AaTe NPeaocTaBNeHUSs U PErMCTPALMOHHOM HOMEpe NULEH3UM Ha NMPOU3BOACTBO
JIeKapCTBEHHbIX CpPeACTB WM CBEAEHUS O JAaTe NpeAoCTaB/ieHUs U PEermcTpaLmoHHOM HoMepe
3aK/IIOYEHUSS O COOTBETCTBMW TMPOU3BOAMTENS JEKAPCTBEHHbIX CpeAcTB TpeboBaHUSAM npaBun
Haanexallen npoun3BOACTBEHHON MNPAKTUKWU, MPEeAoCTaB/EHHbLIX YMOJMHOMOYEHHbIM deaepanbHbiM
OpraHoM MWCMOJIHUTENbHOM BNACTU B OTHOWEHWM MNPOU3BOACTBEHHOM MJIOWAAKM JIeKapCTBEHHOMO
npenapata Ana  MeAWMUMHCKOro  MNPUMEHEHUs, roCcyAapCTBEHHas  perncrpauuMs  KoToporo
NOATBEPXAAETCA B CNyyae, ecnM MpoM3BOACTBO JIEKAPCTBEHHOro npenapata AN MeauuMHCKOro
NnpMMEHeHUs ocyulecTenseTcs B Poccuiickon deaepaunm;

(B pen. ®enepanbHoOro 3akoHa ot 27.12.2019 N 478-03)

3) Konus npeaocTtaBle€HHOW YMOSIHOMOYEHHbIM OpPraHoM CTpaHbl Npou3BoAMTENs NULEH3MWN Ha
NpoOn3BOACTBO SIEKAapCTBEHHOrO npenapaTa Assg MeaAnuMHCKOro NpMMEHEHMS U ee NepeBos Ha pyCCKUi
S13blK, 3aBEpPEHHble B YCTAHOBJIEHHOM MOpsAKe, a TaKkXe KOMMUSA 3aK/YeHMsT O COOTBETCTBUU
Npon3BOANTENS JNEKapPCTBEHHbIX cpeacTts TpeboBaHWSAM NpaBui HaaNeXxawen nponu3BoACTBEHHOM
NPaKTUKK, BbIAAHHOIMO YMNOJIHOMOYEHHbLIM (denepanbHbIM OpPraHoOM WCMONHUTENbHOM BMacTu B
OTHOWIEHMN NpPOM3BOACTBEHHOM MOWAAKM NEKaApCTBEHHOro npenapata A4ns  MeauMUMHCKOro
NPUMEHEHWs, roCyAapCTBEHHAas perncrpaumsi KOTOpOro MNOATBEPXAAETCS, WM KOMUS PpeLleHus
YNOJITHOMOYEHHOro deaepasbHOro opraHa UCMOMHUTEIbHOW BfIACTU O MPOBEAEHUUN UHCMNEKTMPOBAHMUS
NpoOM3BOANTENS JSIEKAPCTBEHHbIX CPEACTB B C/y4yae, ec/in NpoM3BOACTBO JSIeKapCTBEHHOMO npenaparta
AN MeAUMLUMHCKOro NMpUMeEHEHUS OCYLLECTBNSAETCS 3a npeaenaMmn Poccuiickon Geagepaunn.

(B pen. ®enepanbHOro 3akoHa ot 27.12.2019 N 478-93)
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(4acTb 4 B pea. PepepanbHoro 3akoHa oT 04.06.2018 N 140-®3)

4.1, B oTHOWEHNN BMONOrMUYECKNUX NeKapCTBEHHbIX NpenapaTtoB ANa MeAULMHCKOro NpuMeHeHus
3a8BUTENb AONOJIHUTENbHO TMPEACTABNASET pe3ynbTaTbl MEPONpPUATUN, MPEeAYCMOTPEHHbIX MaHOM
ynpaB/iE€HUSA PUCKaAMU, YTBEPXAEHHbIM YMOJIHOMOYEHHbIM (enepanbHbIM OPraHOM MCNOJIHUTENbHOWN
B/IACTU TMPU  OCYLLECTB/IEHUN TOCYAApCTBEHHOW perucrtpauum JeKkapcTBEHHOro rnpenapaTta  Ans
MeANLMHCKOro MPpUMEHEHMUS.

(vyacTb 4.1 BBeaeHa PeaepanbHbIM 3akoHOM oT 04.06.2018 N 140-P3)

4.2. K 3agBneHu0 o0 nNoATBepXAEHWU [OoCyAapCTBEHHOM permcrtpaunum nekapcTBEeHHOro
npenapaTta 418 BETEPUHAPHOrO MPUMEHEHUA NpunaralTcsad AOKYMEHTbl, coAepXalwume pe3ynbTaTbl
MOHUTOPUHIra 3hdPEeKTUBHOCTM M 6e30MacHOCTU JNIeKapCTBEHHOro npenapaTta AN BEeTepUHApPHOro
NPUMEHEHUs, MPOBOAMMOIro JAepXaTeseMm WIn BhajenbueM pernmcTpaumoHHOro yaocToBepeHus
JleKapCTBEHHOro npenapata Ans8 BeTEPUHAPHOro npuMeHeHuss nnMbo  yno/sIHOMOYEHHbIM UM
opManyeckmMm nauuoMm, no dopMme, YTBEPXAEHHOM YMNOJHOMOYEHHbIM denepasbHbIM  OpraHoM
NCNOJIHNTENbHOM BNAcTU, U AOKYMEHTbl, YKa3aHHble B NMyHKTax 1, 2 - 2.2, nognyHkrax "a", "6", "k",
"n" nyHktTa 4 wyactm 3 cratbM 17 Hactoswero ®degepanbHOro 3akoHa. B oTHoweHun
MMMYHOBMONOrMYECKUX JleKapCTBEHHbIX MNpenapaToB A9  BETEPUHAPHOr0  MNpPUMEHEHUa  He
NpeacTaBnsAloTCa CBEAEHUSA, YKa3aHHble B noanyHKTe "K" nyHKTa 4 4yactu 3 ctaTtbk 17 HacToswero
®denepanbHOro 3akoHa. B oTHOWEHMW NleKapCTBEHHbBIX NpernapaToB ANS BETEPUHAPHOIrO NpUMeHeHus,
NOSIYYEHHbIX C MPUMEHEHNEM FE€HHO-UHXEHEePHO-MOANPULMPOBAHHBIX OPraHM3MOB UM COAEepIKaLLUMX
TakKne OopraHusMbl, AOMNOJHUTENLHO MPeAcCTaBAATCA CBeAeHUs, YKas3aHHble B nyHKkTe 13 vactn 3
ctatbn 17 Hactoawero ®enepanbHOro 3aKoHa.

(yactb 4.2 BBeaeHa ®epepanbHbiM 3akoHOM oOT 04.06.2018 N 140-®3; B pean. denepanbHOro
3akoHa oT 02.08.2019 N 297-®3)

4.3. 3asaBuTenb BMpaBe npeacTaBUTb C 3asBIEHWEM O MOATBEPXKAEHUW TOCyAapCTBEHHOM
perMcrtpaummM nekapCTBEHHOro npenapata KoOMWio  AOKYMEHTa, noATBepXaawlwero ynnaty
rocyfapCTBEHHOW MOW/NHbI 3@ NOATBEPXAEHUE rOoCyAapCTBEHHOMW perucrpaumu JfekapCTBEHHOro
npenapaTta, a TakXe BblAaBaeMble (NpefocTaBnsgemMble) YNOJHOMOUYEHHbIMU deaepanbHbIMKU OpraHamm
NCNOJSIHUTENbHOW BNACTU AOKYMeHTbl (CBeAeHWs), YKasaHHble B MYHKTax 2 M 3 4yacTu 4 HacToslen
ctatbu. B cnyyae mx HenpeactaBneHUs YNOAHOMOYEHHbIN deaepasnbHbii OpraH WCMOJHUTENbHON
BflAaCTM 3anpalmBaeT YyKas3aHHble [JOKYMeHTbl (CBeAeHMs) B NOpsaKe MeXBeAOMCTBEHHOMo
MHPOPMALMOHHOIO B3aMMOAENCTBMS.

(YacTtb 4.3 B pean. ®eaepanbHOro 3akoHa ot 27.12.2019 N 478-03)

5. B TeueHne pecatn paboumx pgHeM CO AHSA NPUHATUMS 3asBNeHMs O NOATBEPXAEHUU
rocynapCTBEHHOW perncrpaummn nekapCTBEHHOr0 npenapaTta M AOKYMEHTOB, coAepXalmX pe3ynbTaTbl
MOHUTOPUHIra 3PdEeKTUBHOCTM M 6e30MacHOCTM NeKapCTBEHHOro npenaparta, MNpOBOAMMOIO
AepXXaTeneM uan BnajenbleM perucTpaunoHHOro yAOCTOBEPEHUS NNIEKAapCTBEHHOro npenaparta amnbo
YNO/IHOMOYEHHbIM UMW  IOPUANYECKUM  NIMUOM,  YMOJHOMOYEHHbIW  (deaepanbHblin  OpraH
NCNOSTHUTENIbHON BNAcCTun:

1) npoBOAWT NpPOBEPKY MOMHOTbI CBEAEHWI, COAEPXALUMXCS B MPEACTaB/IEHHbIX 3asiBUTENEM
AOKYyMeHTax;

2) NPpUHUMAET peLleHne O NpoBeAEHUN UM 06 OTKase B NMPOBEAEHUM 3KCNEPTU3bl OTHOLIEHUSN
0XWAaeMol Mosb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NEKapCTBEHHOro npenapata Ha OCHOBAHWMU
pesynbTaToB  MOHUTOPWHra 3ddeKTUBHOCTM KU 6e30MacHOCTM  NeKapCTBEHHOro  npenapara,
NpoBOAMMOIO JAepXaTeneM WAW BrajenbLeM perncTpauuMoHHOro YAOCTOBEPEHUS JleKapCTBEHHOro
npenapata AM60 YMNOSIHOMOYEHHbLIM MMU OPUAMYECKMM JIMLOM, a Takxe denepanbHbiM OpraHoM
NCMONMHUTENbHON BNacTM B COOTBETCTBMM C TpeboBaHMAMKM cTaTbn 64 HacTosiwero deaepanbHOro
3aKoHa;

3) yBegoMnseT B 3NE€KTPOHHON opMe WM NUCbMEHHOW opMe 3asaBuTenss M 3KCnepTHoe
yuypexxaeHne O MPUHATOM peweHnn nmbo B ciiyydae MpuHATUS peweHuns o6 oTkase B nNpoBeAeHUMn
3KCMNepTu3bl YKa3blBAaeT MPUYMHbI TAKOro OoTKasa.

6. B cnyyae BbIIBNEHUA HEAOCTOBEPHOCTM U (MAM) HEAOCTAaTOYHOCTU  WMHpOpMaLuK,
coaepxalleincss B NpeAcTaB/EHHbIX 3asBUTENEeM AOKYMeHTaX, YNo/IHOMOYEHHbIN deaepanbHblii opraH
WCMONMHUTENbHON BfIACTM HanpaBnsieT 3asiBUTENt0 3anpoc 06 YTOYHEHUW YyKasaHHOM MHdopMauuu.
3anpoc ynosHoMo4YyeHHoro deaepanbHOro opraHa WCMNOMHUTENBHOW BNAcTU MOXET 6biTb nepeaaH
YNOSIHOMOYEHHOMY MPEACTAaBUTENIO 3asABUTENSA JIMYHO MNOA PACnUCKy, HamnpasfieH Mo no4yTe 3akasHbIM
NMUCbMOM WX NEepedaH B 3NeKTPOHHON popMe No TeNeKOMMYHUKALMOHHbLIM KaHanaM cBsaA3u. B cnyyae
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HamnpaB/IEHUs 3anpoca YNosIHOMOYEHHOro deaepasibHOro opraHa MCMOSIHUTENbHOW BacTU Mo noyTte
3aKa3HblM MUCbMOM OH CYMUTAETCS MOJIYYEHHbLIM MO WCTEYEHUWU LIEeCTM AHEW C AaTbl HamnpaBieHUs
3aKa3Horo nMcbMa.

7. 3asBuTtenb 06s3aH NpeacTaBUMTb OTBET Ha 3anpoc ynoJIHOMoYeHHoro denepanbHOro opraHa
NCMONMHUTENbHOIN BNIAaCTU B CPOK, HE MpPEeBbIWALWNIN AeBAHOCTA paboumx AHEN Co AHSA ero noslyyeHus.
CpoOK, YKasaHHbIii B 4acTm 5 HacToslel CTaTbW, MPUOCTAHABIMBAETCA CO AHS HarnpaBieHus
3asBMTEN0 3anpoca YMNOSIHOMOYEHHOro deaepanbHOro opraHa WCNOMHUTENbHOW BRacTM A0 AHS
NoSTyYEeHUS UM COOTBETCTBYIOLLErO OTBETA U HE YUYUTLIBAETCS MPU UCUNCIIEHUM CPOKA MOATBEPXKAEHUS
roCyAapCTBEHHOW perncrpaumm nekapcTBEHHOro npenapara.

8. OcHoBaHMeM AN OTKa3a B MNPOBEAEHUMW 3KCNEePTU3bl OTHOLIEHWS OXWAAEMOW MNOMb3bl K
BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro npenaparta ABMASeTCs npeacTaB/ieHne AOKYMEHTOB,
coaepXalwmx pesynbTaTbl MOHUTOPUHIa 3PheKTUBHOCTM 1 6€30NacHOCTN NIeKapCTBEHHOrO npenapara,
n (unn) B OTHOWEHUU BWMONOrMYEecKMX NeKapCTBEHHbIX MpenapaToB pe3ynbTaToB OCYLLEeCTBAEHUS
MeponpuaTUin B COOTBETCTBUM C NJIAHOM YNpaBfeHUS PpUCKaMU, YTBEPXAEHHbIM YMOJHOMOYEHHbIM
denepanbHbIM OPraHOM UCMNONHUTENBHOW BNACTU NMPU OCYLLECTBNIEHNN FOCYAApPCTBEHHON perncrpaunm
NeKapCcTBEHHOro npenaparta, B HernonHoM obbeme, OTCYyTCTBUME UHGOpMaumu, noaTsepxaatowen axkT
ynnatbel rOCyAapCTBEHHOW  MNOW/WHBI 3@ MNOATBEPXAEHMEe  roCcyAapCTBEHHOW  perucrpaumu
neKapcTBEHHOro npenapata, nnMbo HenpeacTaBAeHWe 3asiBUTeNeM B YCTAHOBJIEHHbI CPOK OTBETa Ha
YKa3aHHbIA B 4YacTu 6 HaACcTOsWeEWN CTaTbM 3anpoc YMNOSIHOMOYEHHOro deaepasbHOro opraHa
WMCNOMHUTENIbHON BAAcTU, a TakKXe OTCYTCTBME B YKa3aHHbIX AOKYMeHTax WHgopMauuu, KoTopas
AO0JKHA 6bITb B HUX OTpaxeHa.

9. D2kcneptu3a OTHOWEHUS O0XMAAEMOW MNOJIb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS
NleKapCTBEHHOro  npenapata B UensX  MOATBEPXAEHUS  rOCyAapCTBEHHOMW  perncrtpauunm
NleKapCTBEHHOro npenapaTta NpPoBOAUTCS KOMUCCUEN 3KCMEPTOB 3KCMEPTHOrO y4YpexaeHUs B CPoK, He
npesbllaloWmnin copoka pabounx aHewn.

10. B cnyyae HenoCTaTOYHOCTM NMPeACTaB/IEHHbIX SKCNEpTYy MaTepuasnoB ANS AAYM 3aKIHOYeHUs
akcnept obpawaetca K PYKOBOAWUTENO 3IKCMNEPTHOr0 y4ypexAaeHuss O NpefoCTaB/ieHUn emy
HEeobXxoANMbIX MaTtepuasnos. PykoBoauTenb  3KCNEPTHOro  y4ypexaeHus obpawaeTcs C
COOTBETCTBYIOLWMM 3anpocoOM B YMNOJIHOMOYEHHbLIN defepanbHblil OpraH MCNOSIHUTENBbHOW BAacTy,
BblAABLUMMA 3ajaHWe Ha NpoBeAeHMe 3KCMNepTU3bl OTHOWEHWUS O0XMAAEMOM MNOoMb3bl K BO3MOXHOMY
PUCKY NPUMEHEHNS NeKapCTBEHHOro NpenapaTta Ha OCHOBaHWM AOKYMEHTa, COAepXXallero pesysibTaThbl
MOHUTOPUHIa 3MPEKTUBHOCTN M 6€30NaCHOCTU NIEKApCTBEHHOrO npenapaTa. B Teyenne natm paboumnx
AHEeM CcOo pAHS  NOCTYn/eHMs 3anpoca pPyKOBOAMTENS SKCMEPTHOro y4upexAeHWUst YyKasaHHbIN
denepanbHblA OpraH WCMNOSIHUTENbHOM BfACTWU HaNpaBAseT 3asBUTENO0 3anpoc O NpeacTaBlEeHUN
HeobXxoAUMbIX MaTepuasnoB, KOTOPbIM MOXeT 6biTb nepesaH YMNOSHOMOYEHHOMY MpeacTaBUTESIO
3a8BUTENS NIMYHO NOA4 pPacnucKy, HanpasaeH Mo no4yTe 3akKasHbIM MWCbMOM WM nepegaH B
3N1eKTPOHHOM (opMe Mo TeNEeKOMMYHUKAaUWOHHbIM KaHanaMm cBA3W. B cnyyae HanpaBneHus 3anpoca
yMoJIHOMOYEeHHOro deaepanbHOro opraHa WCNOJIHUTENbHOM BNACTM MO MOo4YTe 3akKa3HbIM MUCbMOM OH
CYMTAETCH NOJSIYYEHHbIM MO UCTEYEHUN LLIECTU AHEN C AaTbl HanpaB/ieHMs 3aKa3Horo nMcbma.

11. 3assutenb 06a3aH NpeacTaBUTb OTBET Ha 3anpocC YNOJIHOMOYeHHOro denepasnbHOro opraHa
WUCNOSIHNUTENIbHOM BNAcTU B CPOK, He MpPEeEBbLIWAKWUNA WecTnaecaTn paboumx gHen Co AHSA NOydYeHus
YyKa3aHHOro 3anpoca. YNoJHOMOYeHHbI deaepanbHbii OpraH UCNOAHWUTENbHOW BAAcCTW, BblAABLUUN
3ajaHuMe Ha TnpoBeAeHWe 3KCNepTu3bl OTHOLUEHUSA OXMAAEMOW MONb3bl K BO3MOXHOMY PUCKY
NPUMEHEHUs NeKAapCTBEHHOro npenapata Ha OCHOBaHMW [OKYMEHTa, coAepyKallero pesynbTaTbl
MOHUTOPUHIra 3PEeKTUBHOCTN 1 6e30MacHOCTV JIeKapCTBEHHOIo npenaparta, B TeyeHne natn paboumnx
AHEN CO AHSA NOCTYyNNeHUsa OT 3asBUTENS OTBETa Ha 3anpocC YNOJIHOMOYEHHOro deaepanbHOro opraHa
WCNONMHUTENBbHON BNacTW HanpaBnseT 3TOT OTBET B 3KCNEepTHoe YyupexiaeHune. B cnydae
HenpeacTaBAeHUs MO UCTEYEHUWU LWecTuaecaTn paboumx AHer 3asgBUTENEeM OTBETa Ha YKa3aHHbIU
3anpoc YMoNHOMOYEHHbIV defepanbHblil OpraH MCNOJHUTENbHOW BNacTW, BblAaBWWK 3ajaHWEe Ha
NnpoBefleHne 3KCMNepTu3bl OTHOLUEHUSA OXMAAEMOW MOSb3bl K BO3MOXHOMY pPUCKY MpPUMEHEHUS
NeKapcTBEHHOro rnpenapata Ha OCHOBaHWM [OKYMEeHTa, COoAepXalwero pe3yfnbTaTbl MOHUTOPUHra
3(pdeKTUBHOCTM U 6e30MacHOCTU JIeKapCTBEHHOrO MpenapaTta, B TedeHne natu paboumx aHen
HanpaBNaeT B 3KCMNEepTHOe yupexaeHue yBedOM/IeHMe O HernpeacTaBfeHUW 3asBuTeneM oTeBeTa Ha
3anpoc ykKasaHHOro opraHa. Bpemsa co AHA HampasfieHMs 3anpoca 3KCNepTHOro y4ypexaeHus B
YMOSIHOMOYEHHbIN deaeparnibHbll OpraH WCMNOSIHUTENbHOW BAAcTU A0 AHSA MNOJIyYeHUS 3KCNepTHbIM
yuypexieHneM OoTBeTa Ha 3anpoc WAM yBeAOMNEHUS O HernpeacTaB/fieHMW OTBEeTa Ha 3anpoc He
YUYUTbIBAETCA MPU WUCYUCIIEHMW CPOKa MNpPOBeAEHUS 3KCNepTU3bl OTHOLUEHUS OXWAAEMOW MNOMb3bl K
BO3MOXHOMY pWUCKY TNpPUMEHEHUS JleKapCTBEHHOro rpernapata Ha OCHOBaHWUW  [OKYMEHTa,
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coaepXxalwlero pe3ynbTaTbl MOHUTOPUHra 3P@PeKTUBHOCTM U 6e30MNacHOCTM JIEKAPCTBEHHOMO
npenapara.

12. B CpOK, HE HpeBbIUJa}OU.lMVI AECATHU pa6ow|x AHeN co aHs nony4yeHnsa 3akKno4eHnsa KOMMCCnm
SKCrNnepTtoB MO pe3ysibTaTaM 3KCNEPTU3bl OTHOLUEHUA 0XMAaeMon noNnb3bl K BO3MOXXHOMY PUCKY
NMPUMEHEHNA NEKAPCTBEHHOIO npenaparta, COOTBGTCTBYFOLLI,VIVI YI'IO}'IHOMOl-IeHHbIﬁ daep,epaanblVl opraH
MCMNOJIHNTENBLHOM BNacTu:

1) ocywecTBNAeT OUEHKY 3TOr0 3aK/IlOUYeHUs AN onpeaeneHus ero COOTBETCTBMS 3aaHUI0 Ha
npoBeAeHne yKa3aHHOM 3KCNepTu3bl;

2) NpUHMMaEeT peleHne O MNOATBEPXKAEHUWU TOCYAApPCTBEHHOW perucTpaummn neKapcTBEHHOrO
npenapata unM o6 OTkase B NOATBEPXAEHUM FOCYAAPCTBEHHOW perncTpaumMm JeKapcTBEHHOMO
npenapara;

3) BHOCUT nNpU MPUHATUN pELUEHUA O MNOATBEPXKAEHUN T[OCYAapCTBEHHOW perucrpaumm
NTeEKapCTBEHHOTO MNpenapaTta CBeAeHUs B rOCYAapCTBEHHbI PEECTP IEKAPCTBEHHbIX CPEACTB M BblAaeT
3asaBuTENt0 6eCCPOUYHOE perncTpaunmoHHoOe yaoCTOBEPEHMNE JIEKAPCTBEHHOrO NpenaparTa.

13. OcHoBaHueM A/15 OoTKasa B NOATBEPXAEHUN rOCYAapCTBEHHOM perncTpaunm nekapCTBEHHOro
npenapaTta $SBASETCS 3aK/lO4YeHMe COOTBETCTBYHOWEro YMNOJHOMOYEHHOrO deaepanbHOro opraHa
WCNOJSIHNTENbHON BNACTU O TOM, YTO PUCK MPUYMHEHUS Bpeda 340POBbI 4YesioBeKa WAW XMBOTHOMO
BCNeaCTBME rNpuveMa SieKapCTBEHHOro npenaparta npeBbiwaeT 3PPeKTUBHOCTb ero NpUMEHeEHUS.

(B pen. ®epepanbHoro 3akoHa ot 04.06.2018 N 140-d3)

14, B nepunoa npoBeaeHUs nMpoueaypbl MNOATBEPXAEHUSA TOCYAapCTBEHHOW permcrpaumm
NeKapCcTBEHHOro npenapaTta ero obpauweHune B Poccuinckoin depgepaunm He NpUOCTaHaBINBAETCS.

15. [donyckaetcs obpalleHne fekapCTBEHHbIX MpernapaTtoB A0 WUCTeYeHUss CpoKa roAHOCTH,
NpOM3BEAEHHbIX B TeYeHMe CTa BOCbMUAECATW KaneHAapHblX AHEW nocne AaTtbl NPUHATUSA
YMOSIHOMOYEHHbIM defepanbHbiM OPraHOM WCMNONHUTENBHOW BfIaCTU peLleHUss O MNOATBEPXAEHUU
rocynapCTBeHHOW perncrpaumu, B COOTBETCTBUMM C MHQOpMauuen, coaepXKallencss B AOKYMeHTax
perncTpaumoHHOro AoCbe Ha leKapCTBEHHbIM NpenapaT A0 AaTbl NMPUHATUS TaKOro pelleHus.

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

Cratbs 30. BHeceHMe U3MeHEHMW B AOKYMEHTbl, coAep)kalmecs B perucTpayMoHHOM
AOCbE Ha 3aperucTpMpoBaHHbIN JIeKapCTBEHHbINA Npenapar AN MeAUMLUMHCKOro NnpuMeHeHunn

1. B uenax BHECEHUS U3MEHEHUWN B AOKYMEHTbI, CoAepXalwmecs B perncTrpaumMoHHOM A0Cbe Ha
3aperncTpupoBaHHbIN NleKapCTBEHHbIW npenapaT ANd MeAWUMHCKOro MpUMEHEHUs, AepXaTenb Wan
BNajeney perucrpaumMoHHOro yAOCTOBEpPEHUS JIeKapCTBEHHOMO npenapaTta Wav ynosHOMOYEHHOE UM
Apyroe opuaundeckoe nuuo (Aanee B HacToslWen cTaTbe - 3asaBUTENb) MpeacTaBnseTr B
YNO/IHOMOYEHHbIN defeparnbHbli OpraH WCMONMHUTENbLHOW BNacTU 3asBfieHNe O BHECEHUU TaKuX
U3MeHeHUn no Qopme, YCTaHOBMNEHHOW YMNOJIHOMOYEHHbIM defepanbHbiM OPraHoOM MUCMONHUTENLHON
BNacTu, U nNpunaraeMmble K HEMY W3MEHEHUA B YKa3aHHble AOKYMEeHTbl, a TakKXe [OKYMEHThI,
noaTeepxaatowme HeobXoANMOCTb BHECEHUS TAKNX U3MEHEHW.

(B pen. ®enepanbHbiX 3aKOHOB OT 22.12.2014 N 429-®3, o1 04.06.2018 N 140-93)

1.1. Npn HE0bXx0ANMOCTN BHECEHUSI B AOKYMEHTbI, coAepXKallnecss B permcTpauMoHHOM AOCbEe Ha
3aperncTpMpoBaHHbIf  IEKAPCTBEHHbIM NpenapaT 418 MeAWMLUMHCKOro TMPUMEHEHMUS, WU3MEHEHWUN,
yKasaHHbIX B MYHKTE 3 4acTu 2 HaCTOsIWEN CTaTbM M TPeOYOLWMX NPOBEeAEHUS 3KCNEPTU3bl KadyecTBa
NIeKapCTBEHHbIX  CpeacTB, 3asiBUTeNb  AOMNOJIHUTENbHO  MPEeACTaBAseT B YNOJIHOMOYEHHbIN
denepanbHbIi OpraH UCMOSIHUTENbHOW BIACTU CBEAEHUS O AaTe NpeaoCTaBNeHUs N PErncTPaunOHHOM
HOMepe NULEH3NM Ha NPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB UM CBEAEHUS O AaTe NPeaocTaBNEHUS
N perncTpaumoHHOM HOMepe 3aKJ/IlYeHUS O COOTBETCTBMM MPOU3BOAMTENS NeKapCTBEHHbIX CPeAcTB
TpeboBaHUAM MpaBua Haanexalwen Mpou3BOACTBEHHOM MPAKTUKKM, BblAaHHbIX (NpeaoCcTaBNeHHbIX)
YMNO/IHOMOYEHHbIM (eaepasibHbiM OpPraHOM WCMOJIHUTENbHOM BNACTU B OTHOLWIEHUW M3MEHEHHOW U
(vnn) AQOMONIHEHHOM NpPOM3BOACTBEHHOW MNOLIAAKM JIEKAPCTBEHHOrO Mpenaparta, B Ciydyae, eciu
Nnpoun3BOACTBO JIeKapCTBEHHOro npenapaTta ocyulectBnserca B Poccuinckon ®depepauun, nmbo
CcBeAeHUs 0 aaTe NpeaocTaBieHUSA U PEerncTpaunoHHOM HOMepe BblAAaHHOW YMOJTHOMOYEHHbLIM OpraHoOM
CTpaHbl MPOM3BOAUTENS JINLEH3UM Ha MPOM3BOACTBO JIEKAPCTBEHHOrO MpernapaTta M ee nepeBod Ha
PYCCKWIA 513blK, 3aBEPEHHbIE B YCTAaHOB/IEHHOM MOPSIAKE, @ TakKXe CBeAEeHUS O AaTe NpeaocTaBNeHUs U
pPernMcTpaumMoHHOM HOMEpEe 3aK/IloYEeHUS O COOTBETCTBMW MNpPOM3BOAUTENS JIEKAPCTBEHHbIX CPEeACTB
TpeboBaHUSM MNpaBul HaANeXalleh Npou3BOACTBEHHONW MPAKTUKM, BbIAAHHOIO YMNOSIHOMOYEHHbIM
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denepanbHbiM OpraHoOM MCMNOJHUTENBHOM B/ACTU B OTHOLWIEHUUM U3MEHEHHOM W (MNKN) AOMNOJSIHEHHOWM
NpOM3BOACTBEHHOW MAOWAAKM NEKapCTBEHHOro npenapaTta, Win CBeAeHns O gaTe NpeaoCcTaBfeHUsa U
perncTpaumoHHOM HOMepe peLlleHns YMnosIHoOMOYeHHoro deaepanbHOr0 opraHa WCNOSIHUTENbHOM
BNacTM O MPOBEAEHUMN WMHCNEKTUPOBAHUA MNPOU3BOAUTENSA NEKAPCTBEHHbIX CPEeACTB B Cry4dae, ecnu
Npo13BOACTBO JIEKAPCTBEHHOMO NpenapaTa OCyLecTBAsSETCs 3a npegenamm Poccunckon degepaumu.
(yactb 1.1 BBegeHa ®deaepanbHbiM 3akoHOM OT 04.06.2018 N 140-®3; B pea. ®enepanbHOro
3aKOHa oT 27.12.2019 N 478-®3)

1.2. Npu He0b6XO0ANMOCTN BHECEHMSA B AOKYMEHTbI, cogepXallimecs B perMcTtpaumoHHOM A0Cbe Ha
3aperucTpmpoBaHHbIA  NleKapCTBEHHbIM npenapaT Ana MeaAMUMHCKOro MNpUMEHEHUs, WU3MEHEHWUN,
yKa3aHHbIX B MYHKTE 4 4acTW 2 HacTosWel CTaTbn U TpebyrLlmnX NpoBeaeHUs 3KCNepTU3bl KayecTBa
NEKapPCTBEHHbLIX CpeacTs, 3adaBUTESb AONOJIHUTENTbHO npeacrtaBndeT B ynOﬂHOMOLIeHHbIVI
cbe,uepaanblﬁ opraH UCMOJTHUTENbHOM BACTU CBEAEHNA O AaTe NpeaocraBneHnda n permcTtpaumoHHOM
HOMepe NMLEH3NM Ha NPOU3BOACTBO JIEKAPCTBEHHbIX CPeACTB UM CBeAeHUs O AaTe NpeaocTaBieHns
N pernctpaumoHHOM HOMepe 3aKJIloYeHUS O COOTBETCTBMW MPOM3BOAUTENS SIeKApPCTBEHHbLIX CPEeACTB
TpeboBaHUAM NpaBuN Haasexallel Npou3BOACTBEHHOW MPaKTUKU, BblAaHHbIX (MpeaoCTaBNEHHbIX)
YMNOJITHOMOYEHHbLIM deaepasibHbIM OPraHoM UCMNOAHUTENIbHOM BAACTU B OTHOLIEHWUN NPOU3BOACTBEHHOM
naowankn nekapCTBEHHOro npenapaTta, B c/ly4vae, eCnm npou3BOACTBO JIeKapCTBEHHOro npenapara
ocyuwecrtensetrca B Poccuiickonn ®egepaunm, nmbo cBegeHMsa O AaTe  nNpeaocTtaBieHUsa U
perncTpauMoHHOM HoOMepe BblAaHHOW YMOJIHOMOYEHHbLIM OPraHOM CTpaHbl MPOU3BOANTENS JIMLEH3UN
Ha NpoM3BOACTBO JIEKAPCTBEHHOro npenapata M ee nepeBod Ha PYCCKUA A3blK, 3aBepeHHble B
YCTaHOBJ/IEHHOM MOPAAKE, a TaKXeE CBEAEHUA O AaTE npeaocrtaBsieEHNd U peErMcTtpaunoHHOM HoOMepe
3aKJ/IOYEHMS O COOTBETCTBMM NpPOM3BOAUTENS JIEKAPCTBEHHbLIX CpeacTtB TpeboBaHUAM MpaBun
Haanexawern npomsBOACTBEHHOM MPAKTMKW, BbIAAHHOMO YMOSHOMOYEHHbIM deaepanbHbIM OpPraHoMm
WUCNOJIHNTENbHOMN BACTU B OTHOLUEHWM MPOU3BOACTBEHHOW MJIOWAAKN NeKapCTBEHHOro npenapara,
WIN CBeAEeHUs O pJaTe NpenocTaB/ieHUs U PErncTpaumMoHHOM HOMEpEe peLlleHUst YMNOJTHOMOYEHHOro
denepanbHOro opraHa WMCNOAHUTENIBHOM BNACTM O MNPOBEAEHUMM WHCMEKTUPOBAHUSA NpPoOU3BOAUTENS
NleKapCTBEHHOro cpeactBa B cC/lyyae, eCiM NpoM3BOACTBO  JIeKapCTBEHHOro  npenapaTta
ocyllecTBnsieTcsa 3a npeaenamMmu Poccuiickon degepaunm.

(yactb 1.2 BBegeHa ®degepanbHbiM 3akoHOM OT 04.06.2018 N 140-®3; B pea. PenepanbHOro
3aKOHa oT 27.12.2019 N 478-®3)

1.3. TpuHaTUe pelleHUs O BHEeCeHWU U3MeHeHUn unm o6 OoTKase BO BHECEHWU WU3MEHEHWn B
OOKYMeHTbl, cofep)kalimecs B perncTtpauuMoHHOM [OCbe Ha 3aperucTpupoBaHHbIA NeKapCTBEHHbIN
npenapat Ansg MeauUMHCKOro mnpuMeHeHus, B cfiydae HeobXoaMMOCTM MpoBeAeHUs 3KCrepTu3bl
KauyecTBa JieKapCTBEHHbIX CpeaAcTB M (MAM) 3KCNEepTU3bl OTHOWEHUS OXWAAeMOM Mofb3bl K
BO3MOXHOMY PWCKY TMPUMEHEHUS JleKapCTBEeHHOro npenapata Al MeauUMHCKOro MNpUMEHeHUs
OCYLLECTB/ISIETCS B CPOK, He MpeBblllalowmin geBsHocTa pabounx AHen, a B OCTalbHbIX CAy4asix B
CpOK, He MpeBblWarnWwmn Tpnauatm paboumx gHEN CO AHA NPUHATUSA YNOTHOMOYEHHbIM dheaepanbHbIM
OpraHoM UCNOSIHUTENbHOW BNACTU 3asBIEHNSA O BHECEHUN TaKUX U3MEHEHW.

(vyacTtb 1.3 BBeaeHa denepanbHbiM 3akoHOM OoT 04.06.2018 N 140-d3)

1.4. YNonHOMOYEHHbIN deaepanbHbIA OpraH WCMOJIHUTENbLHOM BIaCTU C YUYETOM pe3ynbTaToB
¢dapMakoHag3opa M NpoOBEPOK COOTBETCTBUSA NIEKAPCTBEHHbLIX CPEACTB, HAaXOAAWMXCSA B rPagaHCKOM
obopoTe, yCTaHOBNEHHbIM TpeboBaHUAM K UX KadecTBy B TeyeHue AecsaTu paboumx AHEN Co AOHSA
NOCTYMNJIEHMUSA COOTBETCTBYHOWEN MHPOPMauMM pasMellaeT Ha cBoeM oduuMmanbHOM canTe B CeTU
"MHTepHeT" cBeaeHUs o0 HeobXO0AMMOCTU BHECEHMSI B WMHCTPYKUWMIO MO MeAULUMHCKOMY MNpUMEHEHUIo
NeKapcTBEHHOro npenapaTta W3MeHEeHWIr B OTHOLWEHUW CBEeAEHWM O MOKasaHMAX ANS MPUMEHEHUs U
NpOTUBOMOKAa3aHMAX ANs  MNPUMEHEHUsl JIeKapCTBEHHOro nmnpenapaTa, BbISAB/IEHHbIX MNOBOYHbIX
OENCTBUAX, HexenaTeslbHbIX peakuusax npu npuMeHeHUM sieKapCTBEHHOrO npenapaTta U yseaomnseT
06 3TOM B 3NEKTPOHHON OpMe MM NUCbMEHHOM dopme (Ha ByMaxkHOM HocuTene) aepXkatens Uiu
BNlajenbla perncTpaunoHHOro yaoCToBepeHUst NeKapCTBEHHOro npenapaTta (Uan ynosiHOMOYEHHOE UM
Apyroe puamyeckoe uuo), a TakKxXe jgepxaTtenen unmM  BragenbueB  perncTpauMoHHbIX
yOOCTOBEPEHUI IEKAPCTBEHHbIX NpenapaTtoB (MK YNOAHOMOYEHHbIX UMW APYIUX HPpUANYECKUX NnL),
KOTOpble SABASIIOTCSA B3aMMO3aMeHSAEMbIMU.

(vacTtb 1.4 BBeaeHa denepasibHbIM 3aKOHOM OT 27.12.2019 N 475-03)

1.5. [lepxaTenb unu Bragenel perncTpaumoHHOro yaoCTOBEPEHUNS NeKapCTBEHHOro npenaparta,
a TakKXe Aep)XaTenm Wian Bnadesiblbl PErMCTPAUMOHHBIX YOOCTOBEPEHUN sleKapCTBEHHbIX NpenapaToB
(MM YyNONMHOMOYEHHbIE UMW ApYrue lpuandyeckme numua), KoTopble SIBASIOTCS B3aMMO3aMeEHSIEMbIMMU,
06s513aHbl NpeacTaBUTb B YMOJIHOMOYEHHbI deaepasibHbli OpraH UCNOSIHUTENbHOM BIacTy 3asiB/IEHUS
O BHECEHMM U3MEHEHUN B [AOKYMEHTbl, coAepXalmecss B pPEerncrpauuMoHHbIX AOCbe Ha
3aperncTpMpoBaHHble JfieKapCTBEHHbIE MpenapaTbl AN MeAUUMHCKOro MNPUMEHEHUs, B OTHOLUEHWUMU
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CBeAEeHUN, YKa3aHHbIX B MHCTPYKLUUM NO MEANULMHCKOMY MPUMEHEHMUIO JIEKApCTBEHHbIX NpenapaTos, B
TeyeHMe copoka paboumx AHen CO AHS pasMelleHUs YNOSIHOMOYEHHbLIM deaepasibHblM OpraHoMm
WUCMNONIHUTENbHOM BRactu WHdopMaumu, ykKasaHHoM B 4acth 1.4 HacTodwen crtatbU. [aHHoe
TpeboBaHMe He pacnpoCcTpaHsAeTCsa Ha C/yvYan BHECEHUS B WHCTPYKUMIO N0 MeAULMHCKOMY
NPUMEHEHUID JIeKApCTBEHHOrO npernapata W3MEeHEeHM B OTHOLWEHWM HOBbIX MOKasaHuin Aans
NPUMEHEHUS  JIeKapCTBEHHOro npenapata Ha  OCHOBaHUW  pe3ynbTaTOB  COOTBETCTBYHOLMX
nccnenoBaHuUin.

(yacTtb 1.5 BBeaeHa degepasibHbIM 3aKOHOM OT 27.12.2019 N 475-03)

2. DKCnepTM3a NeKapCTBEHHbIX CPeACTB B 4YacTM 3SKCMepTu3bl KayecTBa JieKapCTBEHHOMo
cpeactBa M (MNKM) 3KCNEPTU3bl OTHOLIEHUS OXWMAAEMOM MNOJb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
neKapcTBEHHOro npenapata ANA MeAUMUMHCKOro MNpUMEHEHUs MNpOBOAUTCS B Cllyvyae BHECEeHUs
M3MEHEeHWI B J[AOKYMEHTbl, coAep)Xalinecss B pPerncrtpaumoHHOM [AOCbe Ha 3aperucTpuMpoBaHHbIN
NeKapCTBEHHbIM nNpenapaT, B OTHOLWEHWUU:

1) cBeaeHWi, yKasaHHbIX B WHCTPYKUMW MO MEAULMHCKOMY TMPUMEHEHUIO JIeKapCTBEHHOro
npenapara:

a) nekapctBeHHas @GopMa C YyKa3aHMEM HAMMEHOBAHWMA W KOJIMYECTBEHHOrO COCTaBa
AENCTBYIOWMX BELEeCTB M KayeCTBEHHOr0 COCTaBa BCMOMOraTesibHbIX BewecTB (NMpu HEobXoAMMOCTH
KONIMYECTBEHHOIr0 COCTaBa BCMNOMOraTe/lbHbIX BELECTB);

6) ddapmakoanHammka u  dapMakokmHeTmka (3a  UCKIOYeHMEM  hapMakKOKUHETUKMU
romMeonaTM4ecKmX SIeKapCTBEHHbIX NpPenapaToB U pacTUTENbHbIX NIEKAPCTBEHHbIX NpenapaToB);

B) MOKa3aHuWA AN NPUMEHEHUSN;
r) NPOTMBOMNOKA3aHUsa ANs NPUMEHEHUSN;
[1) Mepbl NPeaoCTOPOXHOCTU NPU MPUMEHEHUN;

e) yKasaHue BO3MOXHOCTM M OCOB6EHHOCTEN MNPUMEHEHUA NeKapCTBEHHOro npenapata Ans
MEAMLMHCKOrO MNpUMEHEeHUss 6epeMeHHbIMU >KEeHLWMHAMKU, XKEeHLMHaAMW B Mepuoa rpyaHoro
BCKapM/IMBaHUA, AETbMU, B3POC/IbIMU, UMEIOLLIMMU XPOHUUYECKNE 3a60neBaHns;

X) pexXuMm A03MpoBaHus, CNocobbl BBEAEHUS N MPUMEHEHUS!, NPU HEO6XOAMMOCTU BpeMs npuema
NekapCcTBEHHOrO npenapaTa, NPOAOC/HKUTENbHOCTb JIEYEHUS, B TOM YUCNe Yy AeTel A0 U MOC/e O4HOro
roaa;

3) BO3MOXHble MNO6OYHblE [ENCTBUS UM HEXenaTeslbHble peakuun npu  MNpUMEHEHUU
NeKapCcTBEHHOro npenapara;

W) CUMMNTOMbI Nepefo3MpPOBKN, Mepbl MO OKa3aHUo NOMOLWM Npu Nepefo3upoBKE;
K) B3aMMOAENCTBME C APYrMMN NeKapCTBEHHbIMU NpenapaTtaMmn u (MNn) NUWEBLIMN NPOAYKTaMM;
n) dopMbl BbiNyCKa NIeKapCTBEHHOro npenapara;

M) ykaszaHue (Npu HeobXxoaMMOCTU) OCOBEHHOCTEN AeNCTBMSA NeKapCTBEHHOrO npenapaTta npu
NnepBoM MpuemMe uian Npu ero OTMeHe;

H) CBEAEHMSS O BO3MOXHOM BJIMSAHMWM JNIeKApCTBEHHOro npenapaTta Aansa MeanuMHCKOro
NPUMEHEHUS Ha CNOCOBHOCTb YNpaBsTb TPAHCMNOPTHLIMK CpeACTBaMU, MEXaHU3MaMU;

0) CPOK FOAAHOCTM W yKa3aHWe Ha 3anpeT NpMMeHEeHNs NeKapCcTBEHHOro npenapaTa no UCcTedyeHumn
cpoKa rogHocTu;

M) yC/OBUS XpaHEHUS;
p) YCNOBUSA OTNycCKa;
2) cocTaBa /leKkapCTBEHHOrO Npenaparta AN MeAULMHCKOro NpUMeEHEHUS;

3) W3MeHeHuUss MecTa MpOoM3BOACTBA JIEKAPCTBEHHOro npenapata ANnsS MeAULMHCKOro
NPUMEHEHUS;

4) W3MEHEeHUs1 nokasaTeNlel KauyecTBa JlIeKapCTBEHHOro npenapata Ansa  MeAWUMHCKOro
npMMeHeHns n (MAKN) MEeToA0B KOHTPONS KayecTBa NleKapCTBEHHOrO npenaparta Ans MeauUMHCKOro

https://www.consultant.ru/cons/cgi/online.cgi?from=424657-55&req=doc&rnd=MfUajQ&base=LAW&n=422023#xuHCXITIZygWX7HX 54/110



26.09.2022, 13:26 denepanbHbIii 3akoH oT 12.04.2010 N 61-93 (pea. ot 14.07.2022) "O6 obpalleHun nekapcTBeHHbIX C... \ KoHcynstaHT noc
npnMeHeHus,

5) N3MEHEHNA CPOKa NrMAHOCTU NEKAPCTBEHHOIO NpenapaTta Anaa MeEAUUMNHCKOIo nNnpMMeEHEHUA,

6) cBeAeHUt 0 HEOH6XOAMMOCTU BHECEHUS UMHbIX U3MEHEHUI B WMHCTPYKUWUIO MO MEAULMHCKOMY
NPUMEHEHWIO JIEKApPCTBEHHOrO nMpenapaTta, a TakKXe B WHble [OOKYMEHTbl, coAepXXalimnecss B
pernMcTpaumoHHOM A0Cbe Ha 3aperucTpupoBaHHbIN JIeKapCTBEHHbLIN npenapat. [pu 3TOM peleHue o
NpOBEAEHUN 3SKCNepTM3bl KayecTBa JieKapCTBEHHbIX CpeactB U (MAM) 3KCNEpPTU3bl OTHOLLUEHUS
OXWAAEMOM MOJIb3bl K BO3MOXHOMY pPUCKY TMPUMEHEHUS JIEKAPCTBEHHOro npenapata Ans
MEANUNHCKOINO MNPUMEHEHUS TMPUHMMAETCS B COOTBETCTBUMU C YTBEPXAEHHOW YMNOSTHOMOYEHHbLIM
denepanbHbIM  OpraHoOM WCMOJIHUTENBLHOM BAACTU  KiacCMPUKaunMen WU3MEHEHUN, BHOCUMbIX B
OOKYMEeHTbl, coAep)kalmecs B pPerncrpauuMoHHOM [OCbe Ha 3aperucTpupoBaHHbIN NeKapCTBEHHbIN
npenapar.

(YacTtb 2 B pea. PenepanbHOro 3akoHa oT 22.12.2014 N 429-03)

3. 3agBuTenb BMNpaBe MNpeacTtaBUTb Mo CO6CTBEHHOMW WHULUMATMBE BMecTe C 3asiBfleHMeM O
BHECEHUN  UN3MEHEeHUMA B  OOKYMEeHTbl, cojepxawmecs B  peructpaumoHHOM  [0oCbe  Ha
3aperncTpupoBaHHbIM  NIEKApPCTBEHHbIM  npenapat A4ANS  MeAUUMHCKOro  MNPUMEHEHUs,  Konuu
AOKYMEHTOB, NOATBEPXAAWLWMNX YNaaTy rocyAapCTBEHHOM MOWIAMHbI 3@ BHECEHME B [AOKYMEHTHI,
cogepxawmecs B perMcTpauuMoOHHOM [0Cbe Ha 3aperncTpupoOBaHHbIA JIEKapCTBEHHbIM npenapart Ans
MEeAVLUMHCKOrO MNPUMEHEHUS, W3MeHeHuNn, Tpebylwmnx nNpoBeAeHUS 3SKCNEPTU3bl JIEKAPCTBEHHbIX
CpeACTB B 4acTM 3KCNepTU3bl KavyecTBa JieKapCTBEHHOro cpeacTtsa U (MN) 3KCNepTU3bl OTHOLLEHUS
0XMAAEMOM MONb3bl K BO3MOXHOMY PWUCKY TMNPUMEHEHUsI JleKapCTBEHHOro npenapaTta Ans
MeAMUMHCKOro NpMMeHEeHNs, rocyAapCTBEHHOM MOLWWIMHBI 3@ BHEeCEHWEe B AOKYMEHTbl, coaepiKalimecs
B PEerncTpaumMoHHOM AO0Cbe Ha 3aperucTpMpoBaHHbIA NeKapCTBEHHbIN npenapaTt AN MeAUMLMHCKOro
NPUMEHEeHUs, U3MEeHeHUNn, He Tpebylowmnx npoBeAeHUs 3KCNEepPTU3bl JIeKapCTBEHHOrO cpeacTBa, a
TakXxe  BblaaBaeMble  (NpefocTaBnsieMble)  YMNOJIHOMOYEHHbIMU enepanbHbiMM  opraHamm
NCNOJIHNTENBbHOM BNAaCTU LOKYMeHTbl (CBeAeHUs), yKa3saHHble B yacTax 1.1 u 1.2 HacToswen craTtbu.
B cnyyae ux HenpeacTtaBneHMs yMNoOSHOMOYEHHbIM (eaepanbHbii OpraH MCNONHUTENbHOW BacTu
3anpawmBaeT yKa3aHHble JOKYMeHTbl (CBeAEHNS) B NOpSAKe MeXBeAOMCTBEHHOro0 MHMOPMaLMOHHOIO
B3aMMOAEeNCTBUS.

(yacTtb 3 B pea. PenepanbHOro 3akoHa oT 27.12.2019 N 478-03)

4. B TeyeHne gecatm paboumx gHen Co AHSA NOCTYMNEHUS YKA3aHHOro B 4acTum 1 Hacrtoswen
CTaTbM 3asBNeHMS U  HeobXOAUMbIX [AOKYMEHTOB  YMNO/IHOMOYEHHbIM denepanbHbli  OpraH
NCNOSIHUTENbHOW BNacTU:

1) npoBOAUT NPOBEPKY MOJIHOTblI N AOCTOBEPHOCTU CBG,D,EHVIVI, coaepXalwnxca B npeacrtaBsieHHbIX
3aaBUTENEM MaTeEpUanax;

2) nNpUYHUMAeT pelleHMe O MNpoBeAeHUM YKasaHHbIX B 4YacTM 2 HacTosllel CcTaTbu
COOTBETCTBYIOLUMX SKCMEPTU3 SIEKAPCTBEHHOIO CpeacTBa MM 06 oTKase B UX NPOBEAEHUN;

3) yBeaoMAseT B 3N1IEKTPOHHOW WU NMUCbMEHHOW OopMe 3adaBuUTeNsd O NPUHATOM peLleHUN N B
cnyyae nNpuHATUMA pewleHusa o6 oTKase B NpoBeAeHUM COOTBETCTBYHOLWEN 3KCNepTU3bl C yKasaHUeM
NpUYNH Takoro oTkasa.

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

4.1. B cny4dae BbiSIBNeHUS HeAOCTOBEPHOCTU CBEAEHWN, COAEepXAaWMXCA B NpeAcTaB/IEHHbIX
3asBuUTENEeM MaTepuanax, YMNoNHOMOYeHHbIn deaepanbHbIA  OpraH  WUCMNOSHUTENbHOW  BacTu
HanpasAseT 3asaBUTEN0 3anpoc 06 YTOUYHEHUU YyKasaHHbIX cBedeHWN. [aHHbIA 3anpoc MOXeET O6bITb
nepegaH ynosHOMOYEHHOMY MNpeAcTaBUTento 3asBUTens JIMYHO NOA pacnucKy, Hanpae/fieH No nodrte
3aKa3HbIM NUCbMOM MK NepeaaH B 3/IeKTPOHHOM hopMe NO TeNEeKOMMYHMKAUWMOHHBIM KaHanaMm CBSA3MU.
B cnyyae HanpaBneHus AaHHOrO 3anpoca no noyTe 3aka3HbIM MUMCbMOM OH CYMTAETCH NOAYYEHHbIM MO
NCTEYEHUN LWECTU AHEN C AaTbl HaNpaBieHUS 3aKa3HOro nNucbMa.

(4acTb 4.1 BBegeHa ®egepasibHbiM 3akoHoM 0T 25.11.2013 N 317-93)

4.2. 3asBuTtenb 0653aH NpeAcTaBUTb OTBET Ha 3anpoc YNosIHOMOYEHHOro deaepasibHOro opraHa
NCMONMHUTENbHON BNAcTU B CPOK, He MNpeBbllalowmn AeBaHOCTa paboumx AHEel co AHS MoNyyYeHus
AaHHoOro 3anpoca. CpoK, YKasaHHbIi B 4acTu 4 HacTosiwel CcTaTbW, MPUOCTAHABMMBAETCA CO AHSA
HanpaB/eHWUs1 3asBUTESI0 3anpoca YNoJIHOMOYEHHOro deAepanbHOro opraHa UCMOSTHUTENTbHOW BRacTu
[0 OHSA MNOJIyYEeHUS UM OTBETa Ha AaHHbIA 3anpoc U He YYUTbIBAETCS NMPU UCHUCTIEHUN CPOKa NPUHSTUS
peleHns 0 BHECEHWW W3MEHEHWN B [AOKYMEHTbl, COAepXXaliMecs B PerncTtpauumoHHOM J0oCbe Ha
3aperncTpupoBaHHbIN IEKAPCTBEHHbIN NpenapaT AN MeAULUHCKOro NpUMEHEHUS.
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(4acTb 4.2 BBeaeHa PegepasibHbIM 3akoHoM 0T 25.11.2013 N 317-93)

5. OcHoBaHuMeM Ans oTKasa B NpoBeAeHUM YKa3aHHbIX B 4YaCcTU 2 HacTOsSLWeN CTaTbW IKCMepTus
ABASIETCS MnpeacTaB/ieHne AOKYMEHTOB, MepeuyUCeHHbIXx B 4actax 1 u 3 HacTosiwen craTtbu, B
HenosiHOM ob6beMe, HenpeAcTaB/ieHMEe 3asiBUTENEM B YCTaHOB/EHHbIA CPOK OTBETa Ha yKa3aHHbIM B
yactn 4.1 HacTosWen cTaTbM 3amnpoc YMNOSIHOMOYEHHOro deaepanbHOro opraHa WCMNOJIHUTENIbHOM
BNacTM, a TaKXe OTCYTCTBME B MpeAcCTaBNEHHbIX AOKYMEHTax [AO0CTaTOYHbIX CBEeAEHWUM,
NOATBEPXAAKWNX  HEeobXOAMMOCTb  BHECEHUS  U3MEHEHUW, WAW  OTCYTCTBME  MHdOopMaumu,
noAaTBepxaatowen hakT ynnaTbl roCyAapCTBEHHbIX MOWMH, YKa3aHHbIX B YaCTU 3 HACTOSILLEN CTaTbW.
(B pea. ®enepanbHbIX 3aKOHOB OT 25.11.2013 N 317-®3, o1 22.12.2014 N 429-03)

6. YKasaHHble B 4acTu 2 HaCcTosALWEN CTaTbW 3KCNepTU3bl NPOBOAATCA B NopsgKe, YCTaHOBEHHOM
cTaTben 23 HacToswero ®enepanbHOro 3aKoHa.

7. B CcpoOK, He mpeBblWwaowWmnin gecatn paboumx gHen co AHSA NOJSYYEHUS 3aKIKYEHUN KOMUCCUN
3KCMEePTOB MO pe3ysibTaTaM YKa3aHHbIX B 4YaCTM 2 HACTOSAWEWN CTaTbW 3KCNEPTM3, YMNOJITHOMOYEHHbIN
denepanbHbii OpraH UCMONTHUTENIbHOW BNacTu:

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

1) npuvHUMaEeT pelleHne O BHECEHUM U3MEHEHUA B OOKYMEHTbl, coAep)alwuecs B
perncTpauMoHHOM [AOCbe Ha 3aperncTpMpoBaHHbIA SIEKAPCTBEHHbIN MpenapaT Ans MeauMuMHCKOro
NpMMEHEHUNS, UK 06 oTKase BO BHECEHUWN TaKUX U3MEHEHWUIA;

2) BHOCUT B rOCYAApCTBEHHbIA peecTp NeKapCTBEHHbIX CPeACTB Ha OCHOBaHWM peLlleHus o
BHECEHMN  M3MEHEeHW B  [OOKYMEHTbl, cogepXalmecs B  pPerncrpaumMoHHOM  AoCbe  Ha
3aperncTpupoBaHHbIN NeKapCTBEHHbIA npenapat Ans MeaAWUMHCKOro MpUMEHeHusl, HeobxoamMmble
N3MEHEHMS N BO3BPALLAET UX 3aABUTENIO;

3) BblAaeT 3aaBUTENI0 HOBOE perncTpauuoHHoOe YAOCTOBEepeHue fneKapCTBEeHHOro npenapaTta B
cnyyae M3MeHEeHUs CBeAEHUN, COAEepPXKALLUXCSA B HEM.
(n. 3 BBeaeH denepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

8. OcCHOBaHMEM pANnsA O0TKa3a BO BHECEHUM U3MEHEHUI B [OKYMEHTbl, coAepXalunecs B
pPErncTpaumMoHHOM [A0Cbe Ha 3aperncTpMpoBaHHbIA JIEKAPCTBEHHbLIN NpenapaT Ans MeauMLUHCKOro
NPUMEHEHUSA, ABNAETCA 3aK/lOUEHME YMOSTHOMOYEHHOrO GeflepalbHOr0 opraHa WCMNOJIHUTENbHOM
BlACTU O BO3MOXHOCTU CHUXEHUA 6e30MacHOCTU, KadecTBa, 3(PhEKTUBHOCTM NEeKapCTBEHHOMO
CpeACcTBa B Cllydae BHECEHUSA TaKUX U3MEHEHWA.

9. [JonyckaeTca obpalleHne nekapCTBEHHbIX MNpenapaTtoB AN MeAMUMHCKOro MpUMEHEeHns Ao
NCTe4YeHnUs CpokKa roAHOCTM, NPOM3BEAEHHbIX B TeyeHMe CTa BOCbMWAECATM AHEeN nocne aathl
NPUHATUSA YNOAHOMOYEHHbIM deaepanbHbiM OPraHOM MCNOJHUTENbHOM BNACTU peleHns 0 BHECEeHWUMU
M3MEHEeHU B [JOKYMeHTbl, coAepXawmecs B perncrpaumMoHHOM Jocbe, B COOTBETCTBUM C
MHpOopMaLmen, coaepxalencs B AOKYMEHTaX PErmMcTpauMoOHHOro A0Cbe Ha JIeKAapCTBEHHbIM npenapaTt
[0 AaTbl NPUHATUS TaKoro peLleHuns.

(4acTb 9 B pea. PenepanbHOro 3akoHa oT 22.12.2014 N 429-03)

10. MpaButenbctBo Poccuiickor ®depepaumm BrnpaBe YCTaHOBUTb OCOBEHHOCTM BHECEHMS
M3MEHEHUI B [OOKYMEHTbl, COAEpXallMecss B PErncrpaumMoOHHOM [AOCbEe Ha 3aperncTpupoBaHHbIN
NleKapCTBEHHbIA npenapat A1 MeaAULUMHCKOro TMNpPUMEHEHUs, B ciydyae AedekTypbl WM puUcKa
BO3HMKHOBeHMs pedekTypbl JieKapCTBEHHbIX MNpenapaTtoB B CBSA3M C BBeAEHWEM B OTHOLUEHMUMU
Poccuiickon depepaunm orpaHUYNTENbHbLIX MEP 3KOHOMMYECKOro XapakTepa.

(yacTtb 10 BBeageHa ®eaepanbHbiM 3akoHOM OT 08.03.2022 N 46-03)

Ctratbna 31. BHeceHMe U3MeHEeHMN B [OKYMEHTbI, coAepiXaleca B perucTpaymoHHOM
AOCbe HA 3aperucTpyMpoBaHHbIA JleKapCTBEHHbIW nMpenapar pANAa BeTepUMHapHOro
npuMeHeHusn

1. B uenax BHECEHUS U3MEHEHUN B AOKYMEHTbI, COAEPXALIMECA B PEMMCTPALIMOHHOM J10Cbe Ha
3aperncTpupoBaHHbIf JIeKapCTBEHHbIN NpenapaTt Ans BETEPUMHAPHOro NMPUMEHEHUS, AepXaTeNb WUAu
Bflageney, perncTpauMoHHOro yAoOCTOBEPEHUS JIEKAPCTBEHHOrO npenapata WMan ynosHOMOYEHHOE UM
Apyroe wpuandeckoe nuuo (manee B HacTosIWEW CcTaTbe - 3asiBUTENb) MpeacTaBnsieT B
YNO/THOMOYEHHbIN deaepanbHbii OpraH WCMONHUTENIbHON BNAacTU 3asiB/IEHNE O BHECEHUM TaKuX
M3MEHEHUI No ¢opMe, YCTAaHOBIEHHOW YMNOJIHOMOYEHHbLIM deaepanbHbiM OPraHOM MUCMONHUTENbHOWN
BNacTu, W NpunaraeMble K HEMY W3MEHEHMS B YyKa3aHHble [AOKYMEHTbl, @ TaKXe [OOKYMEHThI,
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noATBepXxaatowme HeobxXxoANMMOCTb BHECEHUS TakKuMX U3MeHeHWh. lpu HeobXxoAMMOCTU BHeECeHUS
M3MEHEeHWN B [AOKYMEHTbl, CoAepXXalinecss B perncrpaumoHHOM [AOCbe Ha 3aperucTpuvpoBaHHbLIN
NeKapCcTBEeHHbIN rpenapaTt ANna BeTepUHApPHOro rMpUMEHEHUs, B CNy4YyasdxX W3MeHeHus un (unn)
OONOSTHEHUS  MPOM3BOACTBEHHOMW MNOWAAKN JIEeKApCTBEHHOro CPeAcTBa, a TaKXe U3MeHeHus
nokasaTefnielr KayecTBa JleKapCTBEHHOro npenapaTta ANg BeTepuHApHOro mnpuMeHeHns wu  (KUnun)
METOL0B KOHTPOJIA KayecTBa JIeEKapCTBEHHOIro npenapaTta 419 BETEPUHAPHOro NMpUMEHeHUs 3asaBuTesb
AONOSIHUTENBEHO MpeacTaBnAseT B YMNO/JHOMOYEHHbIN denepanbHbli OpraH WCMOSHUTENbHON BRacTu
cnepyrowme AOKYMeHTbI (CBeaeHus):

(B pen. ®enepanbHoOro 3akoHa ot 27.12.2019 N 478-03)

1) cBeaeHns o pate nNpeaocTaBNeHUs U perncTpauMoHHOM HoOMepe MULEH3UU Ha Npou3BOACTBO
NleKapCTBEHHbIX CpeacTB, MpeaoCTaB/EHHOW MPOU3BOAUTENIO JIEKApPCTBEHHOro npenapata AN
BETEPMHAPHOro NpUMEHEHUs, AN pOCCUICKUX NpousBoauTenen;

(B pen. ®epepanbHOro 3akoHa ot 27.12.2019 N 478-03)

2) cBeaeHus O AaTte npeaocTaBieHUa U perncTtpauuoHHOM HOMEpe NIMLEH3UUM Ha MPOM3BOACTBO
neKapcTBEHHbIX CpeacTB, MpeaocTaBNeHHON npoussoauTento dapmauesTMyeckon cybcrtaHuumu,
BXOAsLWEN B COCTaB NleKapCTBEHHOro npenapaTta ANg BETEPUHAPHOro MpUMEHeHUs, AN POCCUNCKUX
npoun3BoanTeNnen;

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

3) KoMuA [OKYMEHTa, BbIAAHHOIO YMOJIHOMOYEHHbIM OpraHOM CTpaHbl Mpou3BoAUTENS ANA
Ka)kAoM NpON3BOACTBEHHOM MMOWAAKM NIEKapCTBEHHOMO MNpenapaTta A/ BETePMHAPHOro NpuMeHeHus
M MOATBEpPXAALEro COOTBETCTBME MNPOM3BOAUTENS J1IEKAPCTBEHHOrO Mpenapata TpeboBaHUSAM
npaBu/i Haanexallen NponsBoACTBEHHON MPaKTUKWU, N ero nepeBoj Ha PYyCCKWUIA 513blK, 3aBEpPEHHbIE B
YCTaHOBJ/IEHHOM TMOpsiAKE, a TaKXe KOMus 3aK/4YeHUSs O COOTBETCTBMW MPOU3BOAUTESS
NIEKApCTBEHHbLIX CpeacTB TpeboBaHWMSIM  MpaBui  Haanexallen MNpou3BOACTBEHHOM MNPaKTUKM,
BblIAHHOIO0 YMOJIHOMOYEHHbIM deaepasnibHbIM OpraHoOM MWCMOSIHUTENbHOW BNacTM AN KaXaou
NPOM3BOACTBEHHOM MNOWAAKN NIEKApCTBEHHOrO MpenapaTta A/l BETEPUHAPHOro MpUMeEHeHusi, nnbo
KOMUA peLleHus O TMpPOBEAEHUU MWHCMEKTUPOBAHUA TMPOU3BOAUTENSA JIEKAPCTBEHHbIX CPeacTs,
NPUHATOrO  YMOJIHOMOYEHHbIM eaepanbHbiM OPraHoM WCMOJNIHUTENbHOM BNAacTU  ANSA  KaXaown
NPOM3BOACTBEHHOM MNMOWAAKM JNIEKAPCTBEHHOrO Mpenapata AN BETEPUHAPHOro MNpPUMEHEHMUS.
YKa3aHHble AOKYMEHTbl NpeaCTaBAsTCA B Clyyae, eClin NMpou3BOACTBO JIEKAPCTBEHHOrO npenapaTa
AN BETEPMHAPHOIro NpUMEHEHUS1 OCYLLECTBASETCS 3a npeaenamMmn Poccuinckon ®eaepaumn;

4) KONWUS LOOKYMEHTa, BbIAAHHOIMO YMOJIHOMOYEHHbIM OpPraHOM CTpaHbl MNPOU3BOAUTENS
dhapmMaLeBTUYECKOMN cybcTaHuum n NnoATBEpPXAALWENO COOTBETCTBME npousBoanTens
dapmaueBTMyeCcKON cybCTaHuMKW, BXxOoAsWENA B COCTaB JIeKApCTBEHHOrO npenaparta AN
BETEPUHAPHOIro nNpuMeHeHusi, TpeboBaHUSAM MpaBun Haasexalwen Npon3BOACTBEHHOW MNpPaKTUKKU, WY
€ro nepeBos Ha PYCCKMI 43blK, 3aBEpPeHHble B YCTAaHOBJEHHOM MNOpsiAKe, B Ciy4yae, ecnum
Npou3BoOACTBO ¢apMaueBTUHeCcKOn cybCcTaHuMM ocyllecTBaseTca 3a npegenamu Poccuickomn
denepaunn.

(yactb 1 B pea. PepepanbHoro 3akoHa ot 04.06.2018 N 140-®3)

1.1. B cnyyae naMeHeHnus 1 (Uamn) AONOSIHEHMS NPOU3BOACTBEHHOM MOLLAAKM NNEKAPCTBEHHOMO
CpeAcTBa [AOKYMEHTbl, YKa3aHHble B 4acTu 1 HaCTOAWEN CTaTbW, NPeacTaBNAlOTCA 3assBUTENEM B
OTHOWIEHMN WU3MEHSEMON U (MN) [OMOSIHAEMOM TMPOU3BOACTBEHHOM MAOWAAKN JIEKAPCTBEHHOIO
cpeactBa. PewleHne o BHECEHUM U3MEHEHUI B AOKYMEHTbI, COAEpPXALLNECs B PErMCTPaLMOHHOM A0Chbe
Ha 3aperncTpMpoBaHHbI NEKAPCTBEHHbIM NMpenapaT Asl BETEpUHAPHOIo NpPpUMEHEHUs, nam ob oTkase
B MX BHECEHUW MNPUHUMAETCS B C/lydyae Heob6XoAMMOCTM MNPOBEAEHUS SKCMepTM3bl JIEKAPCTBEHHOIO
CpeAcTBa B CpPOK, He npeBbllLaloWmUin aeBsaHoCTa pabounx AHEN, a B OCTallbHbIX Ciyyasx B CpPOK, He
npesbiWwawmin Tpuauatn pabouynx gHEN CO AHA MPUHATUSA YNOSIHOMOYEHHbIM deaepasnibHbIM OpraHoM
WCNONTHUTENbHOW BNacTu 3a9BAEHNS O BHECEHUU TaKUX U3MEHEHUNA.

(vactb 1.1 BBegeHa ®epnepasibHbiM 3akoHOM 0T 04.06.2018 N 140-93)

1.2. B cnyvyae peopraHusaummn aepxaTtens unu Bnafenbla PerucTpaunoHHOro yAOCTOBEPEHMUS
NeKapCTBEHHOro npenapaTa ANl BETEPUMHAPHOrO MPUMEHEeHUs, paspaboTumka WAM NPOU3BOAMUTENS
NleKapCTBEHHOro Mpenaparta Al BETEPMHAPHOIO NPUMEHEHUS B 3aBIEHUN O BHECEHUU U3MEHEHUI B
JIOKYMEHTbI, COAEepXXallnecss B PErmcTpauMoHHOM AOCbe Ha 3aperucTpUMpoBaHHbIN NEeKApPCTBEHHbIN
npenapaT Ans BeTepMHAPHOro MPUMEHEHUs, YKa3blBaloTCA AaHHble AOKYMEHTa, MOATBEpXAaloLlero
BHECEHME COOTBETCTBYIOLUMX U3MEHEHUI B EAMHbIN roCyAapCTBEHHbIV peecTp puandeckux nuu, (ans
opraHusaumii, 3aperncTpMpoBaHHbIX Ha TeppuTopun Poccuiickoin denepaunm), UM MHOMO AOKYMEHTa,
noATBEpPXAatoLWwero peopraHusaumio IOpMANYECKOrO nvua (ans opraHusauui, He
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3aperncTpmpoBaHHbIX Ha Tepputopun Poccuiickon deaepaunn). 3asaBeHne 0 BHECEHUN U3MEHEHUI B
AOKYMEHTbI, coAepXalwmecss B PerncrpaumoHHOM [0Cbe Ha 3aperucTpMpoBaHHbIA NEeKApCTBEHHbIN
npenapaT ANS BeTEpMHAPHOro NMpUMEHeHUs, U nNpunaraemble K HeMy AOKYMEeHTbl NpeAcCTaBasoTCa B
YNOSIHOMOYEHHbIN deaepasnbHbin OpraH WUCMOSIHUTENbLHOW BfAacTW He no3gHee 4YeM 4epe3 TpuauaTtb
pabounx gHen co AHHA BHECEHWUS COOTBETCTBYHOLWMX M3MEeHeHUNn B EAMHbIN rocyAapCTBEHHbLIA peecTp
opuandeckmnx nuy, (419 opraHusaumii, 3aperucTpupoBaHHbIX Ha Tepputopuun Poccuinckon depepaumn)
WAN CO [OHA NPUHATUS COOTBETCTBYIOWEro AOKYMeHTa, MOoATBepXAalwLllero peopraHusauuto
topuamyeckoro nuua (ANa opraHms3auuim, He 3aperncTpupoBaHHbIX Ha Tepputopum Poccuiickon
depepaumun). B cnyyae peopraHusauuMm  gepxaTtensa  wWaM - BRajenbua  perncTpaumoHHOro
YAOCTOBEPEHUSA JIEKapCTBEHHOIO npenapaTta Ans BETEPUHAPHOro NpUMeEHeHUs 3asB/IeHNEe O BHECEHUU
M3MEHEeHWN B [AOKYMEHTbl, CoAepXXalinMecs B PperncrpaumoHHOM J[AOCbE Ha 3aperucTpuvpoBaHHbIN
NeKapCTBEHHbIM npenapaTt ANns BEeTEpUHApHOro rMpUMEHeHus, NoAaeTCs PUANYECKUM  NIULOM,
KOTOPOMY B XOAe peopraHusauMu nepefaHo nMpaBo BladeHUs TakuUM  perncrtpaumMoHHbIM
YAOCTOBEPEHUEM,

(vacTtb 1.2 BBeaeHa denepanbHbIM 3akoHOM oT 02.08.2019 N 297-03)

2. B cnyyae BHeceHust U3MeHeHUI B AOKYMEHTbI, coAep)Kalunecs B perMcTpaumoHHOM A0Cbe Ha
3aperncTpuMpoBaHHbIi NEeKapCTBEHHbI npenapaTt AN BEeTEPMHAPHOro MNPUMEHEHUS, B OTHOLUEHUMU
CBeAEeHUN, yKa3aHHbIX B noanyHkTtax "e", "x", "k", "n", "H", "c", "X" nyHkTa 7 4actun 3 cTtatbum 17
HacTosiwero deaepanbHOro 3aKoHa, U3MeHeHUss U (MAK) AONOIHEHMUS MPOM3BOACTBEHHOM MAOLWAAKN
NleKapCTBEHHOIO CpeAcTBa, a TaKXe B C/yyae M3MEeHEeHUs MokKasaTeNlen KadecTBa JSIeKapCTBEHHOro
npenapaTta ANa BETEPMHAPHOro NpuMeHeHus un (MNM) MeToAOB KOHTPOAS KayecTBa JIEKapCTBEHHOMO
npenapaTta AN BETEPUHAPHOIo NPUMEHEHUS MPOBOANTCS 3KCMepTM3a JIEKApPCTBEHHOrO cpeacTBa Ans
BETEPMHAPHOro nMpuMeHeHus. B cnyyae HeobXOAMMOCTUM BHECEHUS MHbIX U3MEHEHWUIA B AOKYMEHTbI,
coaepxalwmecs B perncrtpauMoHHOM AO0CbE Ha 3aperncTpupoBaHHbLIA NEKAPCTBEHHbLIN mMpenapaT Aans
BETEPMHAPHOIrO0 MPUMEHEHUS, 3KCMepTu3a JIEeKapCTBEHHOro CcpeacTtBa AN BETEPUHApPHOro
NPUMEHEHUS HEe NPOBOAUNTCS.

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

3. 3asBuTenb BrpaBe MNpeAcTaBuUTb MO COH6CTBEHHOW WHMUMATMBE BMeCTe C 3asiBJIEHMEM O
BHECEHMW  U3MEHEHWW B  OOKYMEHTbl, CoAepXalmecsd B  PerucrpaumMoHHOM  [oCbe  Ha
3aperncTpupoBaHHbIl  fIeKapCTBEHHbIM NpenapaTt ANg BeTepUHapHOro MpuUMEHeHus, Konum
OOKYMEHTOB, MOATBEepXAAalWnx ynnaty rocyfapCTBEHHOMW MOWJ/NMHbI 3@ BHECEHWe B [OKYMEHThb,
cogepxawmecs B perncTtpauMoHHOM [0Cbe Ha 3aperucTpupoBaHHbIA NIeKapCTBEHHbIM MpenapaTt Ans
BETEPUHAPHOI0 MNpPUMEHEHUSA, U3MEHeHWn, Tpebywmnx npoBeAeHUs 3KCNepTU3bl JIeKAapCTBEHHOMO
CpeacTsBa, WAM U3MEHEeHWUN, He TpebyrLlmx npoBeAeHUs 3KCNepTU3bl SIeKApCTBEHHOrO cpeactea. B
cnyyae HeobXoAMMOCTM U3MEHEHUS CBeAEHWN, coAepXXaluMxXCs B PerncTpaumoHHOM yA0CTOBEpPEHUMU
NleKapCTBEHHOro npenapaTta A1s BETEPUHAPHOro NpPUMEHEHUs, C 3as8BNeHneM, yKasaHHbIM B 4actm 1
HacCTosILLEeN CTaTbW, 3aaBUTENb BNpaBe NpeacTaBuUTb N0 COOCTBEHHOW MHULMATMBE KOMUIO AOKYMEHTA,
NOATBEpXAaloWero ynnaTty rocyAapCTBEHHOW  MOWAWMHBI 3@  BblAadyy  perncTpaumoHHOro
YAOCTOBEPEHUSA JfleKapCTBEHHOro npenapaTta. 3asBuTenb BrpaBe nNpeacTaBUTb MO  COBCTBEHHOM
WHULUMATUBE CBeAEHWA O JIMLEH3UAX, YKas3aHHble B NMyHKTax 1 u 2 yactu 1 HacTtoduwen cratbu, a
TakKXe BbldaBaeMble YMNOJHOMOYEHHbIMU deaepasibHbIMWM  OpraHaMmM  WUCMOJIHUTESIbHOM  BacTw
OOKYMeHTbl, YyKa3aHHble B NyHKTe 3 vactum 1 Hacrtodwen crtaTtbn. B cnydyae HenpencTtassieHUs
yKa3aHHbIX AOKYMEHTOB (CBeAeHUN) YNOSIHOMOUYEHHbIN deneparnbHbl OpraH MCNOIHUTENbHOM BacTu
3anpalwmBaeT yKa3aHHble JOKYMEHTbl (CBeAeHMs) B nopsaake MexBeJOMCTBEHHOr0 MHAOPMALMOHHOMO
B3aMMOAeNCTBmS.

(4actb 3 B pea. ®epepanbHOro 3akoHa ot 27.12.2019 N 478-03)

4. B CpoK, He NpeBbIWAWMN AecAaTU pabounx AHEN CO AHSA NOCTYNNEHUA YKasaHHOro B 4yactu 1
HaCTOALLEN CTaTbW 3aABNEHUS U HEO6XOAUMbIX AOKYMEHTOB, YMNO/HOMOYEHHbIN (henepanbHbii opraH
NCMNOJIHUTENIbHOW BNACTU:

1) NpoBOAUT NMPOBEPKY MOSIHOTbI U AOCTOBEPHOCTU CBEAEHUI, COAEPKALMXCS B NPeACTaBAEHHbIX
3asBUTENEM AOKYMEHTAaX;

2) nNpuvHMMaeT peleHne O NpoBeAEeHMN SKCNepTu3lbl JIEKApCTBEHHOro CpeacTBa Ans
BEeTEPUHAPHOro NpuUMeHeHus nnu ob oTkale B ee NpoBeAeHUU;

3) yBeAOMNSIET B NMUCbMEHHOM (hopMe 3aaBUTENS O NPUHATOM PELIEHUU WU B Cllydae NPUHSTUS
peweHnsa o6 oTka3e B MNPOBEAEHMWU 3BKCMNEepTU3bl JlIeKapCTBEHHOro CpeacTBa AN BETEPUHApHOro
NpUMeHeHUs C yKasaHMeM NPUYNH TaKoro oTkasa.
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4.1. B cny4ae BbISIB1EHUSA HEAOCTOBEPHOCTM M (MAK) HeAoCTaTOYHOCTUM  CBEAEHUN,
coAepXalmnxcsa B NpeacTaBAeHHbIX 3asBUTeNeM AOKYMeHTaX, YNOJHOMOYEHHbIN deaepanbHblil opraH
NCNOJIHNTENBbHOM BNACcTU HanpasseT 3asaBUTENI0 3aNpoc 06 YTOYHEHUN yYKa3aHHbIX CBeAEHUI. 3anpoc
MoXeT 6bITb NepedaH yNoAHOMOYEHHOMY MNpeAcCTaBUTENO 3asaBUTENS NOA pacnucKy, HanpasBneH no
noyTe 3akasHbIM NUCbMOM W MepefaH B 31EKTPOHHONM popMe NO TENEKOMMYHUKALMOHHBLIM KaHanam
cBsi3an. B cnyyae HanpaBneHus 3anpoca 06 yTOYHEHMM yKa3aHHbIX CBEAEHMA MO MOYTEe 3aKa3HbIM
NMUCbMOM OH CYMTAETCH MOJIYyYEHHbIM MO UCTEYEeHUW LWeCTU AHEW C AaTbl HanpaBneHWs 3aKa3Horo
nmceMma.

(yacTtb 4.1 BBeaeHa degepasibHbiM 3aKoHOM 0T 04.06.2018 N 140-03)

4.2. 3aasutenb 06a3aH NpeAcTaBUTb OTBET Ha 3anpoc YMNOJIHOMOYEHHOro geaepanbHOro opraHa
WCNOSIHNTENBbHOM BMacTU B CPOK, He rMpeBblllaowmii geBsaHocta paboymx AHEeN cO AHSA NOJydYeHUs
AaHHoro 3anpoca. Cpoku, ykasaHHble B 4Yactu 1.1 HacToswen ctaTb, MPUOCTaHaABAMBAKTCA CO AHS
HanpaBNeHUs 3asBUTENI0 3anpoca ynoJHOMo4YeHHoro deaepanbHOro opraHa MCNOSIHUTENbHOM BAacTu
00 OHSA MOoNy4YeHus OTBETa Ha AaHHbIM 3anpocC U HEe YYUTbIBAKOTCA MPU UCUHUCITEHUN CPOKa MPUHATUS
peweHnss O BHECEHWM WU3MEHEHMI B [OKYMEHTbl, coAaepXalivecs B pPerncrtpauuMoHHOM [OoCbe Ha
3aperncTpupoBaHHbIN NeKapCTBEHHbIN NpenapaT AN1s BETEPMHAPHOro NpMMeHeHus.

(4acTb 4.2 BBegeHa PegepasibHbiM 3akoHoM oT 04.06.2018 N 140-03)

5. OcHoBaHMeM pgns oTKasa B MpoOBeAeHWM 3KCMNepTu3bl JseKapCTBEHHOro cpeacrsa  Ans
BETEPUHAPHOIo MNPUMEHEHUS SBNSETCS NpeacTaB/ieHne AOKYMEHTOB, YyKa3aHHbIX B 4Yactax 1 u 3
HacTosillen CcTaTbW, B HeNosIHOM ob6beMe WAM OTCYTCTBME B MNpencTaB/ieHHbIX AOKYMeHTax
OOCTATOYHbLIX CBEAEHMI, noATBepXaalwmx HeobxoAMMOCTb  BHECEHMSI  U3MEHeHulr, nbo
HenpeacTaB/ieHne 3asaBUTENEM B YCTAHOBJIEHHbI CPOK OTBETa Ha YKa3aHHbIM B 4YacTu 4.1 HacTosLwen
CTaTbW 3anpocC YyrnosHOMO4YeHHOro denepasnbHOro opraHa UCMoSIHUTENbHOM BAACTW.

(B pea. ®eagepansHoro 3akoHa ot 04.06.2018 N 140-93)

6. JKcnepTu3a NeKapCTBEHHOro cpeacTsa ANs BETEPMHAPHOrO MpPUMEHEHUs B Lensax BHeceHus
M3MEHEHUI B [OOKYMEHTbI, CoAepXallnmecss B pPerucrtpaumMoHHOM [A0Cbe Ha 3aperncTtpMpoBaHHbIN
NleKapCTBEHHbLIA npenapat A1s BeTEepUHaApHOro nNpUMEHEeHUs, OCYWeCTBAseTCaS B Nopsake,
YCTaHOBJ/IEHHOM CTaTbel 24 HacTosiwero defepanbHOro 3akoHa.

6.1. B cpok, He npeBbiwaowmni gecatm paboumx AHen co AHSA NOSyYEeHUS 3aK/II0YEHUS KOMUCCUN
3KCNepToB NO pe3ynbTaTaM yKa3aHHOW B 4YacCTW 2 HACTOSALWEN CTaTbWM SKCNepTU3bl, YNOJIHOMOYEHHbIN
denepasnbHbIM OpraH UCNOSHUTENbLHON BRacTu:

(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-93)

1) npuvHUMMaeT pelleHMe O BHECEeHUMM WU3MEHEeHW B AOKYMEHTbl, coAepXawuecs B
PEerMcTpauMoHHOM [0Cbe Ha 3aperncTpUpOBaHHbIN JIeKapCTBEHHbIM npenapaT AN BeTepUMHapHOro
NpUMeHeHns1, unm o6 oTKkase BO BHECEHUWN TAaKUX U3MEHEHUN;

2) BHOCWUT B rOCYAapCTBEHHbIA PEECTP JIEKAPCTBEHHbIX CPEACTB Ha OCHOBAHWUW pelleHus O
BHECEHUN  W3MEHEHWN B  OOKYMEHTbl, COAepXallMecsas B  PErucTpauMOHHOM  AO0Cbe  Ha
3aperncTpupoBaHHbIi NeKapCTBEHHbI NpenapaTt AN BeTEePUHAPHOro MpUMEHEHUS, HEO6XOoAUMbIe
N3MEHEHWNSA M BO3BPALLAET 3TN AOKYMEHTbI 3asBUTENIO;

3) BblAAET 3as9BUTENO HOBOE PErncTpaumoHHOE yAO0CTOBEPEHME NIEKAPCTBEHHOIO npenapaTa ans
BETEPMHAPHOr0 NPUMEHEHUS B C/lly4Yae HEOOXOAMMOCTU U3MEHEHUS CBEAEHWUN, COAEPXKALLUUXCS B HEM,
C COXpaHeHMEeM HOMepa paHee BblAAHHOMO PEerncTpauuoHHOro yAOCTOBEPEHMUSI JieKapCTBEHHOMO
npenapaTa Ans BEeTEPUHAPHOro NPUMEHEHUS.,

(n. 3 BBeaeH ®enepanbHbiM 3akoHOM OT 02.08.2019 N 297-03)

(4acTb 6.1 BBegeHa ®egepasibHbIM 3akKoHOM 0T 22.10.2014 N 313-03)

6.2. B cnyyae BHeECEeHUs U3MeHEeHU B AOKYMEHTbI, coAepXkalunecs B perucTpauMoHHOM A0Ckbe Ha
3aperncTpupoBaHHbIil  IeKapCTBEHHbIM nNpenapaTt A/l BeTEepUMHaApHOro rMpUMEHEeHUs, B 4acTy,
Kacawwencsd wusMeHeHmss wn (Uan) [ONOSIHEHUS MPOM3BOACTBEHHOM NAOWAAKM JIeKAPCTBEHHOMO
npenaparTa, Npu NpeacTaBieHUN 3aa9BUTENIEM B COOTBETCTBMU C MYHKTOM 3 4yacTu 1 HaCToALWEN CTaTbu
KOMUM peLlueHns YrosHOMOYEHHOro deaepasbHOro opraHa WCMOSIHUTENbHOW BfacTM O NpOBeAEHUMU
WHCMEKTUPOBaHUA NPOU3BOAUTENS NNIEKAPCTBEHHbIX CPEACTB CPOK, YKa3aHHbIN B YacTu 6.1 HacToawemn
CcTaTbW, NPUOCTAHABAMBAETCA CO AHA NOJSIYYEHUS 3aKTI0YEHUA KOMUCCUU 3KCNEPTOB A0 AHA NPUHATUSA
YNOSIHOMOYEHHbIM deaepasnibHbIM OpraHOM MWCMOJHUTENbHOM BNacTM pelweHus o Bblgade wnam o6
OTKa3e B BblAaye 3aKo4YeHnss 0 COOTBETCTBUM NPOU3BOANTENSA NNEKapCTBEHHbIX CpeacTB TpeboBaHUAM
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npaBu Haanexallen rnponsBOoACTBEHHOW MpakKTUKKU, HO He Bosiee YeM Ha CTO BOCEMbAECAT paboumnx
aHen.
(vyacTb 6.2 BBeaeHa deaepasnbHbIM 3akoHOM OT 04.06.2018 N 140-P3)

7. OcHOBaHMeM pgns oOTKasa BO BHECEHMM W3MEHEHUMW B [LOKYMEHTbl, coAepxalwunecs B
PErMcTpaumMoOHHOM A0Cbe Ha 3aperucTpupoBaHHbIN JIeKAapCTBEHHbIN MNpenapaT A8 BETePUHAPHOro
NpUMEHEHNs, B Cnyyasax, He Tpebywwmx nNpoBeAeHUS 3KCNepTu3bl JIEKAPCTBEHHOrO0 CpeacTBa,
ABNSETCA npeacTaBieHMe AOKYMEHTOB, YKa3aHHbIX B 4acTax 1 m 3 HacToslwen CcTtaTbW, B HEMNOSIHOM
obbeMe unm OTCYTCTBME B MPEACTaBNEHHbIX AOKYMEHTaX CBeAEHWI, KOTopble AO/XHbl 6biTb B HUX
oTpaxeHbl, NMb60 HenpeacTaBfeHMe 3asBUTENIeM B YCTaHOBJIEHHbLIM CPOK OTBeTa Ha YyKa3aHHbl B
yactu 4.1 HacToswen cTtaTbM 3anpoc YMNOSIHOMOYEHHOro deaepanbHOro opraHa MCNoSHUTENbHOW
BNacTu.

(yactb 7 B pen. ®epepanbHoro 3akoHa ot 04.06.2018 N 140-03)

7.1. OcHoBaHMeM Ans OTKa3a BO BHECEHMWM W3MEHEHUN B AOKYMEHTbl, cogepXkawimecss B
perncTpaunMoOHHOM AO0Cbe Ha 3aperucTpupoBaHHbIM NIEKAPCTBEHHbLIN NpenapaT Ans BETEepPMHApPHOro
NMPUMEHEHUS, B Ciyyasx, Tpebyownx NnpoBeaeHUs 3KCNepTM3bl JIEKApPCTBEHHOIO CpeacTBa, ABMSETCS
3aKJ/Il0YEHME YMNONHOMOYEHHOro deaepanbHOro opraHa WCNONIHUTENbLHOM BACTM O BO3MOXHOCTM
CHMXXeHnst 6e3onacHoCTU, kKadecTBa, 3P@PEKTUBHOCTM JleKAapCTBEHHOrO npenapata BCNEeACTBUE
BHECEHUSI M3MEHEHWN B YKa3aHHble AOKYMEHTbl, OTKa3 YMNO/JIHOMOYEHHOro denepanbHOro opraHa
WUCNOJSIHNTENbHON BfIACTU B BblAaye 3aK/lO4YEeHUS O COOTBETCTBMM MNPOU3BOAUTENS JSIeKapCTBEHHbIX
cpeacts TpeboBaHUSM MpaBun Hagnexalwen NponsBOACTBEHHOW MPaKTUKW B Cliydae WM3MEHEeHUS U
(nnn) OONOMHEHMA NPOU3BOACTBEHHOM MAOWAAKM NIEKApCTBEHHOro npenapaTta, eciu NpouM3BOACTBO
JleKapCTBEHHOro npenapaTta A7 BeTEPUHAPHOro MPUMEHEHUS OCYLUECTBASIETCA 3a npeaenaMu
Poccuinckon degepaumnn, nam oTCYyTCTBME ITOMO 3aK/IOUEHNS.

(4actb 7.1 BBeaeHa PenepasnbHbiM 3akoHOM 0T 04.06.2018 N 140-93)

8. HonyckaeTca obpauwleHne fieKapCTBEHHLIX NPenapaTtoB A1 BETEPUHAPHOr0 NPUMEHEHUS A0
NCTEYEHUSA CPOKa rOAHOCTM, MNPOU3BEAEHHbIX B TEYEHME CTa BOCbBMUAECATUM AHENH nocne AaTbl
NPUHATUSA YNOAHOMOYEHHbIM deaepanbHbIM OpPraHOM MCNOJHUTENbHOM BNACTU peleHns 0 BHEeCeHUu
M3MEHEHNI B AOKYMEHTbI, coaepKalmecs B permcTpaulMoHHOM AOCbE Ha NIEKapCTBEHHbIA Npenapart, B
COOTBETCTBUM C WUHDOpMauMen, coaepawemcs B AOKYMEHTaX perucTtpaumMoHHOro AocCbe Ha
NleKapCTBEHHbIM npenapaT A0 AaTbl NPUHATUSA TaKOro peLLeHuns.

(yacTtb 8 B pea. PeaepanbHOro 3akoHa oT 22.12.2014 N 429-03)

Cratba 32. OTMEeHa rocyapcTtBeHHOMN perucrpaumm JieKkapcTBeHHOoro npenapara

PelweHne 06 OTMEHE roCyAapCTBEHHOM perncTpaumm NeKapCTBEHHOrO npenapaTta U UCKIoYEeHUN
NeKapCTBEHHOro npenapaTta M3 rocyAapCTBEHHOrO peecTpa J1IeKapCTBEHHbIX CPeACTB MPUHUMAETCS
YNOJIHOMOYEHHbIM befiepanibHbIM OPraHOM UCMONHUTENTIbHOW BNAcTK B Clyyae:

1) npeacTaBleHNS COOTBETCTBYOLLNM YMO/THOMOYEHHbIM benepanbHbIiM opraHom
NCMNONMHUTENbHON BNAcTU 3aK/OYEHUSs O pUcke MM 06 yrpose 340POBblO, XW3HM 4YesloBeKa Wn
XWBOTHOIO MPU MPUMEHEHUM NEeKapCTBEHHOro npenapaTta, NpeBblwarowmnx ero 3hdeKTUBHOCTb, MO
pes3ysbTaTaM OCYLIECTB/ISEMOro UM MOHUTOPUHIa 6€30MacHOCTM NIeKapCTBEHHOro npenapaTa;

2) nojayn AepxaTeneMm unu BNagenbleM perucrpaunmoHHOro yAOCTOBEPEHUS NEKapCTBEHHOMO
npenapata WX YMNO/HOMOYEHHbIM WM APYrMM OPUANYECKUMM NMLOM 3asBfieHnss 06 oTMeHe
rocynapCTBeHHOW permcrpaunm nekapcTBEHHOro npenapara;

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

3) HEMOATBEPXAEHUS! FOCYAapCTBEHHONM perucTpaumm neKkapcTBEHHOrO npenaparta no UCTeuyeHumn
cpoka AeNCTBUS PErMCTPALMOHHOIO YAOCTOBEPEHWS, BblAAHHOIO Ha NsATb NET;

4) HenpeacTaBneHus 3asBuTeneMm  MHMOpMauMM, KoTopasl MOXET noBAedb 3a cobon
Heo6X0ANMOCTb BHECEHUS U3MEHEHUN B JOKYMEHTbI, COAEpXalLlMEecss B PErncTpaunMoOHHOM A0Cbe Ha
3aperucTpmpoBaHHbIA  JIEKAPCTBEHHbIM MpenapaT, B TedeHue Tpuauatn paboumx AHen co AHS
HaCTYNNEHUS 3TUX USMEHEHUN;

5) ocyuwlecTBneHnsa rocyaapCTBEHHOW perucrpaunm fieKapcTBEHHOro rnpenaparta noj TOProsbiM
HauMeHoBaHMWEM 3aperucTpupoBaHHOro paHee roj 3TMM TOProBbIM HaWMEHOBAHWEM JieKapCTBEHHOIro
npenapaTa, OT/IM4aLWerocsi Ka4eCTBEHHbIM COCTaBOM AENCTBYOWMX BELWECTB;

(B pea. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)
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6) OoCywecTBNEHUS [OCYAapCTBEHHOM perncrtpaunmm OfHOro M TOro Xe JIeKapCTBEHHOro
npenapata B OTHOWEHWW OJHOIO W TOrO Xe AepxXaTtens wuniu BhAagenbua perncrpauruoHHOro
yOOCTOBEPEHMS NIEeKapCTBEHHOrO MpenapaTta B BuAe ABYX M 6onee nekapCTBEHHbLIX MpenapaToB Noa
pa3NMyHbIMKU TOProBbIMM HAMMEHOBAHUSIMU;

(n. 6 B pen. ®epepanbHoro 3akoHa ot 04.06.2018 N 140-®3)

7) BblHECEHMS CyAOM PpelWeHus O HapyweHunm npaB npaBoobnagatens o6bekToB
MHTEeNNeKTyanbHON CO6CTBEHHOCTM Npu obpalleHnn nekapcTBEHHbIX CPeACTB;

8) oTcyTCTBMSA neKkapCTBEHHOro npenapata B obpaweHun B Poccunckon depepaunm B TeUeHue
Tpex n bonee net;
(n. 8 BBeaeH ®epepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

9) HEBbLINOMIHEHMA  AepXaTenem Wunu  BnagefibUueM  pernMcTtpaumoHHOro yaoCTOBEpeHUs
JIeKapCTBEHHOrO npenaparta NMbo YyNoHOMOYEHHbLIM UMU APYTUM HOPUANYECKUM JIULOM MEepOonpusiTUi
no obecneuyeHnto 6e30MacHOCTU NEKApPCTBEHHbIX MNpernapaTtoB, YCTAHOBMEHHbIX YMNOJIHOMOYEHHbIM
denepanbHbiM OpraHOM WCMONMHUTENIbHOM BNAacTM B COOTBETCTBUMM C 4YacTamMu 3 m 4 crtatbn 64
HacToswero deaepasnbHOro 3aKOHa, B paMKax ocylecTBrieHms hapMakoHaA30pa;

(n. 9 BBeaeH ®enepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

10) oTkasa pgepxaTtens wWan Bnajenbla PerncTtpaunoHHOro yAoCTOBEPEHWUs JSieKapCTBEHHOMO
npenapata nnMbo YNOAHOMOYEHHOrO0 UMW APYroro IpUAMYECKOro nuua OT BHECEHUS W3MEHEHUN B
MHCTPYKUMWIO MO MNPUMEHEHWUIO NEKAPCTBEHHOro npenapaTa, KacawwWMXCa HOBbIX MOATBEPXAEHHbIX
JAHHbIX O TOM, YTO PUCK MPUYNHEHUNS Bpeda 340POBbIO YesnioBeKa WM XXMUBOTHOMO BC/IeACTBME NpueMa
JNlekapCTBEHHOro npenaparta npesbiwaeT 3OPEKTUBHOCTb €ro0 NPUMEHEHUS.

(n. 10 BBeaeH denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-D3)

KoHcynbTaHTlAOC: npuMedvaHue.
C 01.01.2026 cT. 32 pononHsaeTtca n. 11 (O3 o1 27.12.2019 N 475-03).

Cratba 33. FocyaapcTBeHHbIN peecTp IeKapCTBEHHbIX CPeAcTB

1. rOCY,LlapCTBeHHbIIZ peecTtp NneKapCTBEHHbLIX CPeACTB COAEPXUT NnepedyeHb NeEKapPCTBEHHbIX
npenapaTtos, npoweawnx rocyaapCTtBEHHYIO perncrtpauuto, nepeyeHb q)apMaLl,eBTM‘-leCKVIX
CY6CTaHL|,Ml‘;I, BXOo4ALWNX B COCTAaB NEKAPCTBEHHbLIX NMpenapaTtoB, N CNEAYHOLWYIO MHCI)OpMaLI,VII'OI

1) B OTHOLWIEHNM IEKAPCTBEHHbIX NpenapaToB:

a) HauMMeHOBaHMe JNeKapCTBeHHOro npenapaTta (MeXxayHapogHoe HenaTeHToBaHHOe, WM
rpynnmMpoBOYHOE, N XMMUYECKOE U TOProBoe HamnMeHOBaHus);
(B pen. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

06) nekapctBeHHass ¢opMa C YKasaHMEM [J03UPOBKW JIEKApCTBEHHOro npenapata WM ero
KO/IMYecTBa B NOTPEOUTENLCKON YNaKOBKE;

B) HaMMeHOBaHMe pAepxatensd WAnM  BAagenbua  perucrtpaumMoHHOro  yAoCTOBEPEHMS
JIeKapCTBEHHOrNO npenapata W CBeAeHUss O perncrpaunm aepxartensa wam  BAagenbua
pernMcTpaumoHHOro yAOCTOBEPEHMS NeKAapCTBEHHOro npenapaTta Ans8 MeAUUMHCKOro NpUMEHeHUs B
KauyecTBe HasoronjaTenblunka B CTpaHe peructpaumn (4Nns POCCUIACKUX OPUANYECKUX vy, -
NAEHTUDUKAUMOHHBLIN HOMep Hanoronnatenbwmka (MHH), Ana MHOCTpaHHbIX HOPUAMYECKUX NuL -
CTpaHa perucrtpaumm, HauMeHOBaHMe pPerncTpupyrowwero opraHa, PerucTtpaumoHHbIA HOMep, Ko
HanoronaaTenblUMKa B CTpaHe perncrpaunm (MHKoOpnopauun) nau ero aHanor);

(nn. "B" B pea. ®eaepanbHOro 3akoHa ot 28.12.2017 N 425-03)

r) HauMeHoBaHWe W aapec MNpou3BOAMTENS JNEeKapCTBEHHOro mnpenapata W CBeAeHus
perucrtpaummM nNpousBOAUTENSA JNleKapCTBEHHOro rpenapata Ansg MeAUUMHCKOro rpuMeHeHus
KayecTBe HanoronnaTtenbliuka B CTpaHe perucrpaumm (AN POCCUUCKUX HOPUANYECKUX vy -
naeHTUUKaUMOHHbLIAN HOMep Hanoronnatenswmka (MHH), Ana MHOCTpaHHbIX OpuanYecknx nuy -
CTpaHa perucrpaumm, HauMMeHOBaHue perucTpupyroLwero opraHa, perucTtpaumoHHbIi HOMep, Ko
HanoronnaTtenblWUKa B CTpaHe perucrpaunm (MHKoprnopauum) Unm ero aHanor);

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

mw O
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A) dapmakoTepaneBTMyeckasa rpynna, KoA JieKapCTBEHHOro nmnpenapata no aHaToMo-
TepaneBTUYECKO-XMMUUECKON  Knaccudbukaumm, peKkoMeHAoBaHHOM BceMUpHOM  opraHusauuen
34paBOOXpPaHEHNS;

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

€) NnoKasaHusa 1 NMPOTUBONOKa3aHMsa K MPUMEHEHUIO JIEKAaPCTBEHHOIO NMpenapaTa;
K) NobouYHbIe AENCTBUSA NEKAPCTBEHHOrO npenapara;

3) CPOK rogHOCTM SieKapCTBEHHOIo NpenapaTa;

M) YCNOBUS XpaHEHUS JIEKAapCTBEHHOIO NMpenapaTa;

K) yCnoBus OTNyCKa JIeKapCTBEHHOIO npenapaTa;

n) HoMep dapMaKonemHom cTtaTbM WAKM B C/ly4ae ee OTCYTCTBUSA HOMEpP HOpMaTUBHOM
AOKYMeHTaumMn nnbo HOpMaTUBHOIO JOKYMEHTA;

M) paTa rocyaapCTBeHHOW permcrpaumm nekapcTBeHHOro npenapata M ero permcTpaumoHHbIN
HOMep, AaTa 3aMeHbl perncrpauMoHHOro yAOCTOBEPEHUS NeKapCTBEHHOro npenapaTta Ha 6eccpo4Hoe
perncTpaunMoHHOe YyAOCTOBEpPEHME JNIeKapCTBEHHOrO npenapaTta, JAaTta nodaynm 3asBieHus o
NOATBEPXAEHMN [OCYAAPCTBEHHOM perncTpauum ekapCcTBEHHOro npenaparta, JAgaTta OTMeHbl
rocyaapCTBEHHOW permcrpaunm nekapcTBeHHOro npenapara;

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

H) Ka4eCTBEHHbIA COCTaB M KOJIMYECTBEHHbIA COCTaB AENCTBYKOLWMX BELLECTB U KaYeCTBEHHbIN
COCTaB BCMNoMoOraTe/ibHbIX BELLECTB IEKAPCTBEHHOro npenapaTa;
(nn. "H" BBeaeH deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

0) nHdopMaumsa 060 BCcex paspelleHHbIX Bnaax BTOPUYHON (NOTpebuTebCKor) ynakoBKu;
(nn. "o" BBeneH ®epepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

n) Aata MNPUHSATUSA peLleHMs O BO3MOXHOCTM paccMaTpuBaTb JEKapCTBEHHbIA npenapaTt npu
rocynapCTBeHHOM perncrpaunMm B KadectBe oOpdaHHOro JfieKapCcTBEHHOro npenapata (ansg
JNleKapCTBEHHbIX NpenapaToB A9 MeAMUNHCKOro NpUMEHEHUSN);

(nn. "n" BBeaeH ®eaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03; B pea. denepanbHOro 3akoHa oT
27.12.2019 N 475-03)

p) Hannyme NeKapCTBEHHOro rnpenapata B MepevyHe >XWU3HEHHO HeobXOAMMbIX U BaXKHEMLWUX
NleKapCTBEHHbIX NpenapaTtoB (A8 NekapCTBEHHbIX NpenapaToB A9 MEAULMHCKOrO NpUMEHeHUs);
(nn. "p" BBeaeH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03; B pea. PenepanbHOro 3akoHa oT
27.12.2019 N 475-03)

C) Hanu4uume B IEKapCTBEHHOM MNpernapaTte HapKOTUYeCKUX CpeacTB, NCUXOTPOMHbIX BEWeCTB N UX
NnpeKkypcopoB, noanexawmx KOHTponww B  Poccuickon  degepaumn, B COOTBETCTBUM  C
3aKoHodaTenbCcTtBoM  Poccurickon  ®depepauun,  MexayHapoAHbIMM  AoroBopamMum  PoccuMcKom
®epepaumm, B TOM yncre EAMHON KOHBEHLUMEN O HApKOTUYeCKnX cpeactBax 1961 roga n KoHBeHUMEN
O NCUXOTPONHbIX BewecTBax 1971 roga;

(nn. "c" BBeaeH ®PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

T) uHdoOpMaumss O TOM, SBASETCS M JAaHHbIA NEKapCTBEHHbIA npenapaT pedepeHTHbIM
NeKapcTBEHHbIM NpenapaTomMm;
(nn. "T" BBeaeH ®eaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

y) cBeAeHusa o rnogaye 3asiBNeHMs O BHECEHMM WU3MEHEHUW B AOKYMEHTbI, coAepXalwmecs B
perncTpaunMoHHOM A0Cbe Ha JIEKAPCTBEHHbLIN nNpenapart;
(nn. "y" BBeaeH ®enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

&) ytpatun cuny ¢ 1 mapta 2020 roaa. - ®eaepanbHblii 3aKoH oT 27.12.2019 N 475-03;

X) CPOK BBeAEHWUS NEKAPCTBEHHOIO NpenapaTta B rpa)xaaHckuin o60poT;
(nn. "x" BBegeH ®epepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

2) B OTHOLWEHMN apMaLeBTUYECKMX CyBCTaHUMIA:
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a) HauMmeHoBaHue dapMaueBTUYeCKONn cybcTaHuum (MexayHapoAHOE HemnaTeHTOBaHHOE, WU
rpynnmMpoBOYHOE, N XMMUYECKOE U TOProBoe HamnMeHoBaHus);
(B pen. ®PenepanbHOro 3akoHa ot 22.12.2014 N 429-03)

6) HauMeHoBaHMe M agpec npomssoanTens dapMaleBTUYECcKon cybcTaHunm;
B) CPOK rogHocTu dapMauesTuyeckon cybcraHumnm;
r) ycnoBusa xpaHeHunsa dapMauyeBTMyeckorn cybctaHumm;

A) Homep (apMakoneHon CcTaTbM WAM B C/lydyae ee OTCYTCTBUS HOMEp HOpPMaTUBHOW
[OKYMeHTaunn nm6o HOpMaTUBHOIO [IOKYMEHTA;

e) Hanuuue dapmaueBTUUECKON CybCTaHUMKM B NepeyHe HAapKOTUYECKUX CPeacTB, MCUXOTPOMHbIX
BEWeCTB U UX NPeKypcopoB, noasexawmx KOHTpoat B Poccuiickon denepauunm, B COOTBETCTBUU C
3aKkoHodaTenbCTBOM  Poccunickon  depepauun,  MexayHapoaHbIMM  AoroBopamum  POCCMMCKOWM
depepaunm, B TOM Yncne EAMHON KOHBEHUMEN O HAapKoTU4ecknx cpeacreax 1961 roga v KoHeBeHUnen
0 NCMXOTpONHbIX BelwecTsax 1971 roaa.

(nn. "e" BBeaeH ®epepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

2. ®apmaueBTnyeckasa cybCctaHuus, Nnpom3BeaeHHas ANs peanusaumn, MOXET bbiTb BKAKOYEHA B
roCyapCTBEHHbIN PEECTP NIEKAPCTBEHHbIX CPeACTB Ha OCHOBaHWUM 3asiBfieHMs pa3paboTumka unu
Npou3BOANTENS NEKAPCTBEHHOrO CpPeacTBa JIM60 YNOJHOMOYEHHONO MMU HOPUAMYECKOrO Nnua Mnpwu
YCNOBUMN MNpPOBEAEHUS B OTHOLUEHMW Takon apMaueBTUYECKOW cybCcTaHUMM 3KCNepTU3bl KadecTBa
dhapMaLeBTMYECKON CYBCTaHUMKM B NOpsAKe, YCTAHOBNEHHOM cTaTbel 34 HacTtosauwero deaepanbHOro
3akoHa. B oTHoweHun dapmaueBTMuecknx cybCcTaHUMin, MPOM3BEAEHHbLIX ANA peanu3auun, B
rocyaapCTBEHHOM peecTpe NEKapCTBEHHbIX CPeaCTB COAEPXUTCA cneayrowas nHpopmaums:

1) HanMmeHoBaHMe dapMaLeBTUUYECKOW cybcTaHuuM (MexXAyHapoAHOe HEenaTeHTOBAaHHOe, WU
rpynnUpPOBOYHOE, UM XMMUYECKOE U TOProBOE HAaMMEHOBaHUS);

2) HaMmMeHoOBaHWe, aapec npoussoamTens dapMaueBTMYEeCKONn CcybCTaHUuMM, a TakKxe B
OTHOLUEHUWN JleKapCTBEHHbIX CpeacTB ANS MeAULUMHCKOro npuUMEeHeHUs CBeAeHus O permcrpauunm
npoussoanTens dapmaueBTUYeckon CcybCTaHUMKM B KayecTBe Hanoronnatenbuwuka B CTpaHe
perncrpaumm (ans POCCUINCKMX pUANYECKNX vy - naeHTUUKALNOHHBIN HOMep
Hanoronnatenbwuka (MHH), Aana WMHOCTpaHHbIX KPUAKMYECKUX UL - CTpaHa permcrpaumm,
HauMeHOBaHMe pPerncTpumpyrowero opraHa, perucTpaumMoHHbIl HOMep, KOA4 HajsoronnartenbuivMka B
CTpaHe peruncrtpaumm (MHKopropauum) Uian ero aHanor);

(n. 2 B pea. ®epepanbHOro 3akoHa ot 28.12.2017 N 425-03)

3) cpok rogHocTn dbapMaLeBTUUYECKOM CybCTaHLUmMK;
4) ycnosus xpaHeHusa dapMaLeBTMUYECKON CcybCcTaHuMn;

5) Homep dapmakoneiHol cTatbM NMbO B C/ydyae ee OTCYTCTBUS HOMEpP HOPMaTUBHOM
AOKYMEHTaUMnM Mnm HOpMaTMBHOIO AOKYMEHTA;

6) Hannuue apmMaueBTUYECKON CybCcTaHUMM B NepeyHe HapKOTUYECKUX CPeacTB, NCUXOTPOMHbIX
BEWEeCTB U UX NPeKypCcopoB, Moasexawmx KOHTpoat B Poccuiickon depepaunn, B COOTBETCTBUU C
3aKkoHogaTenbCTBOM  Poccuiickon  depepauun,  MexayHapogHbiMM  goroBopamum  POCCUMIACKOWM
depepaunm, B TOM uncne EAMHON KOHBEHUMEN O HapKoTu4eckmnx cpeacreax 1961 roga v KoHBeHUneNn
0 MCUXOTPONHbLIX BewecTeax 1971 roaa;

7) pata BK/AKOYEeHMa  dapmaueBTUYeCcKoM cybCTaHuMM B rOCYyAapCTBEHHbIA  peecTp
NeKapCTBEHHbIX CPeacTB, AaTa BHECEHUS U3MEHEHW B AOKYMeHTbl dhapMaLeBTUYeCcKon cybcTaHumu,
AaTa uckaodYeHms dapmaueBTMYeckon cybCTaHUuMM M3 rocyAapCTBEHHOIO peecTtpa NeKapCTBEHHbIX
CPEeAcCTB.

(4acTtb 2 B pea. PeaepanbHOro 3akoHa oT 22.12.2014 N 429-03)

3. MopanoKk BeAeHUa rocyaapCTBEHHOrO PEecTpa JIEKAPCTBEHHbIX CPeACTB A9 MeAULIMHCKOro
NPMMEHEHUA W NOPAAOK BEAEHUS T[OCYAapCTBEHHOINO peecTpa JIeKapCTBEHHbIX CPeacTB  A/d
BETEPUHAPHOIO MPUMEHEHUS YTBEPXAATCA COOTBETCTBYIOLIMM YMOSHOMOYEHHbIM (eaepanbHbIM
OpraHoM WUCMOJIHUTENIbHOW BMACTU.

Cratbss 34. BkJ/iIloMeHMEe B TrocyfapCTBEHHbIW peecTp JIeKapCTBEHHbIX CPeacTB M
MCKJIIOMEHME U3 FoCyAapCTBEHHOINO peecTpa JIeKapCTBEHHbIX cpeacTB ¢dhapMaueBTUYECKOMU
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cy6cTtaHuumn, nponssBeaeHHON AR peann3auum
(B pea. ®egepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. [Ona BkAYeHUs dapMaueBTUYeCKon cybCcTaHuuM, Npou3BEAEHHOM ANs peanusaunu, B
roCyAapCTBEHHbIN peecTp SIeKapCTBEHHbLIX CPeACTB, NMPOBOAUTCHA 3KCNEPTU3A ee KadecTBa.
(B pea. ®egepanbHOro 3akoHa ot 22.12.2014 N 429-03)

2. DKcrnepTusa KayecTBa YKasaHHOM B 4Yactu 1 Hacrtoawen craTbu dapMaleBTUYeCKon
cybCcTaHuMn, cocTaBneHne KOMUCCUEN IKCNEPTOB 3aK/OUYEHUIM MO pe3ynbTaTaM 3TOW 3KCNepTU3bl U uUx
HanpasfeHne B YNOJIHOMOYEHHbIV deaepanbHbii OpraH UCMOAHUTENbHOM BNACTU OCYLLECTBASAIOTCS B
CpOK, He MpeBblWakoWwmn WwecTtnaecatm pabounx gHEM Co AHA NOSyYEHUS SKCMEPTHbIM yypexaeHUeM
COOTBETCTBYHOLWEro 3aAaHWsa YMOJHOMOYEHHOro deaepanbHOro opraHa WMCNOMHUTENbHOW BNacTu u
cneayrwmx 4OKYMeHTOB (CBeAeHUn):

(B pen. ®egepanbHOro 3akoHa ot 27.12.2019 N 478-03)

1) cBeaeHns o pate nNpeaocTaBNeHUs U PerncTpauMoHHOM HOMepe JIMLEH3UW Ha Npou3BOACTBO
NIEKapCTBEHHbIX CpPeACTB WM CBeAeHUs O JAaTe MnpeaocTaBfiEHMS U PErucTpaumMoHHOM HOMepe
3aK/l0YEHMS O COOTBETCTBMW MPOM3BOAMTENS JleKapCTBEHHbIX cpeacTB TpeboBaHMSAM npasun
Hagnexawen npom3BOACTBEHHON MPaKTUKKM, BblAAaHHbLIX (NpeAoCTaBfeHHbIX) YMNOAHOMOYEHHbIM
denepanbHbIM OpraHOM WCNOSIHUTENbHOM BNacTW, B CNy4yae, eCcn MpoOM3BOACTBO JIEKAPCTBEHHOIro
cpencTea ocyllectsnseTca B Poccuinckon degepaumm;

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

2) KomnMusa [OOKYMeHTa, BblAAaHHOMO YMNOJIHOMOYEHHbIM OpraHoM CTpaHbl Mpou3BOAUTENS
IeKapCTBEHHOr0 CpeacTBa M MOATBEPXAAKLWEro paspelleHne Npou3BOACTBaA JIEKAPCTBEHHOIo
CPeAcTBa, M ero rnepeBoj Ha PYCCKUM 513blK, 3aBEPEHHbIE B YCTAHOBJIEHHOM MOPSAKe, a TaKXe KOomnus
3aK/IlOYEHMSA O COOTBETCTBMW TMPOU3BOAMTENS J1EKAPCTBEHHbIX CpeacTB TpeboBaHMSAM npasui
Haanexawlen npom3BOACTBEHHOM MPAKTUKKU, BbIAAHHOMO YMOJIHOMOYEHHbIM (eaepanbHbiM OpPraHoMm
NCNoNHUTeNbLHOM Bnactu, nAnMbo KOMUs pelleHnss YrMoJIHOMOYEeHHOro deaepasnbHOro opraHa
WCNOMHUTENbHON BNAcTM O MpPOBEeAEHWM UHCNEKTUPOBAHUSA MpPOU3BOAMTENS  JIeKapCTBEHHOro
cpeacTBa. YKasaHHble AOKYMEHTbl NpeacTaBAsioTCs B c/lyyae, ecnm Npou3BOACTBO JSIEKAPCTBEHHOMO
cpeacTBa OcyLlecTBnseTcs 3a npeaenamu Poccuiickon ®enepaumnu;

(n. 2 B pea. ®epepanbHoro 3akoHa ot 04.06.2018 N 140-03)

3) AOKYMEHT, coaepxallnin cnegyrlme ceegeHmsa o papmaueBTUYecKon cybctaHumm:
a) HauMeHoBaHue dapMalUeBTUYECKON cybcTaHUMM, ee CTpYKTypa, obume CBOMNCTBA;
6) HanMeHoBaHWE M aapec Npom3BoANTENS;

B) TEXHO1I0IMA Npomn3BoaCTBa C ONMCaHneM cTagui npom3soAcTtBa U METOA0B KOHTPOJZIA Ha BCEX
CTaandax npom3soacTtBa,

r) onncaHune paspaboTku npouecca Npon3BoACTBa;

[1) OMUCaHMEe KOHTPONSA KPUTUYECKUX CTaaui npolecca Mpou3BOACTBA M MPOMEXYTOYHOWM
npoayKLUnK;

€) ALOKYMeHTaNlbHOe noATBepXxaeHue (Bannaauuns) npoueccoB n (MAK) nxX oLUEeHKa;
)K) CBONCTBA U CTPYKTYypa AENCTBYIOWMX BELLECTB;

3) XapaKkTepucTMKa npuMecei;

1) cneumdukaumsa Ha dapMaueBTUYECKYIO cybcTaHUMO U ee 06OCHOBaHUE;

K) aHanuTMyeckme MeTOAUKM, WCMNOSIb3YEMbIE TMPUM  OCYLWECTBAEHUN KOHTPOSIS KayecTsa
dapmaueBTMUEeCcKon cybcTaHunm;

N) QOKYMEeHTanbHOe MoATBepXxAeHne (Banugaums) aHaauTUYecknx MeToAmuK, UCNoSib3yeMbIX Mpu
OCYLLECTBNEHUM KOHTPOSS KayecTBa hapMaueBTUYECKOl cybCcTaHumm;

M) pe3ynbTaTbl aHanusa cepui papmaLeBTMYeCcKon cybcTaHumu;

H) nepevyeHb CTaHAApPTHbIX 06paBLl,OB nnn BeWwecTB, WCMNoJib3yeMblX TMNpu OCYLLECTBIEHNN
KOHTPOJ14 Ka4yecCcTBa,
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O) OMNMMCaHne XapakKTepuUCcTukK u CBOMNCTB YNaKOBOYHbIX MaTepMaNOoB U YKYNOPOYHbIX CPeACTB,

n) AaHHble 0 cTabunbHOCTM (hapMaLeBTUYECKON cybcTaHumu;
p) CPOK rogHOCTH;

4) AOKYMEHT, CoAepXallMh CBEAEHMS O perncrTpaumm npousBoAUTENS NEKAPCTBEHHbLIX CPeacTB
ANS MeAMUMHCKOro mnpuMeHeHMs B KadyecTBe HanoronnaTtenbuwumka B CTpaHe peructpauum (4ns
POCCUNCKMX HOPUANYECKUX UL - MAeHTUdUKAUMOHHbBIM HoMep Hanoromnatenswumka (MHH), ans
WHOCTPaHHbIX OPUANYECKUX NUL, - CTpaHa perncrpauum, HaMMeHOBaHWE PEerucTpupylowero opraHa,
perMcTpaumoHHbIil HOMep, KoA4 HanoronjaTtefnblmKa B CTpaHe perncrpauum (MHKopropauun) mnm ero
aHanor).
(n. 4 BBeneH ®egepanbHbiM 3aKOHOM OT 28.12.2017 N 425-03)

(4acTb 2 B pea. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03 (pea. 13.07.2015))

3. [Ona npoBeAeHMs 3KCNepTU3bl KadecTBa YKasaHHOM B 4acTM 1 HacTosiwen CTaTbu
dapmMaLeBTUHeCKON cybCTaHUMKM 3asBUTENb NpeacTaBnseT B YNOAHOMOYEHHbIN denepanbHbii OpraH
NCNONMHUTENbHON BNacTun:

1) 3aaBneHMe O BKAKYEHUW B rOCYAAPCTBEHHbIN peecTp J/1eKapCTBEHHbIX CpeacTB AaHHOW
dapmMaueBTMUECKON cybCcTaHUNN;

2) KonNusa AOKYMeHTa, NnoATBepXAalwero ynnaTy rocyaapCTBEHHOW MOLWIWHbBI 3@ BK/KOYEHUE B
rocyAapCTBEHHbIN peecTp sieKapCTBEHHbIX cpeacTB dapmaueBTMHeckon cybcTaHuum, NpousseeHHON
ana peanusaumm, nmbo no CoH6CTBEHHOW WHUMUMATMBE YKas3aHHbIM [AOKYMeHT. B cnyyae ero
HenpeacTaBNeHUS 3asgBUTENEM YMNOJIHOMOYEHHbIN denepasnbHbIA OpraH WCNOJHUTENbHOW BRacTu
npoeepseT akT ynjaaTbl rOCyAapCTBEHHON MOLWAMHBI 3asBUTENEM C MCNOSb30BaHMeM MHdopMaumm ob
ynsaTte rocyaapCTBEHHOM MOLWWIMHBI, cogepxalencs B flocyaapcTBeHHOW MHMDOPMAUNOHHOM cucTteme o
rocyaapCTBEHHbIX U MYHMUMNANbHbBIX NiaTexax, Ha OCHOBaHWW NpeAcTaB/eHHOM 3asiBUTENIeM KOMun
AOKYMeHTa, NOATBepXAAtoLWero ynnaTy rocyAapCTBEHHON NOLWNHbI;

(n. 2 B pen. ®egepanbHOro 3akoHa ot 22.12.2014 N 429-03)

3) AOKYMEHTbI, YKa3aHHbl€ B YaCTW 2 HACTOSILLEN CTaTbW;
(B pen. ®egepanbHOro 3akoHa ot 22.12.2014 N 429-03)

4) 3asBneHne O Bblhaye paspewleHns Ha BBO3 B Poccuiickyto degepaumio KOHKPETHOM napTum
He3aperncTpupoBaHHOro fIeKapCcTBeHHOro cpeacTBa, NpeAHasHayYeHHOro ANns npoBeAeHUns YKasaHHoM
3KCNEepPTU3bI.

(n. 4 BBepeH ®epepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

3.1. B cnydae HenpeacTaBNeHUS C 3asB€HWEM O BKJ/IKOUYEHUW B FOCYAAPCTBEHHbLIA peecTp
NeKapCcTBEHHbIX cpeacTB dapMaueBTUYeckon cybCTaHummM AOKYMEHTOB, MNOATBEpXAatowmx ynnaaTy
roCyAapCTBEHHOW MOLWJ/MHbI M YKa3aHHbIX B MyHKTe 2 4acTu 3 HaAcTosIWEeW CcTaTbW, a TakKxe
BblAaBaeMbix (NpeaocraBnsieMblX) YMNOAHOMOYEHHbIMWM denepasibHbIMU OpraHaMm MCNOSHUTENIbHOM
B/lAaCTWU [AOKYMeHTOB (CBEAEHWMN), YKa3aHHbIX B MNyHKTax 1 M 2 4yactm 2 HacCTOosALWEN CTaTby,
YMOSIHOMOYEHHbIN  deaepanbHbli  OopraH  WUCMONMHUTENBbHOM  BAACcTM  3anpallMBaeT  YKa3aHHble
AOKYMeHTbl (CBeaeHns) B nopsake MexXBeLoMCTBEHHOMO MH(pOPMaUMOHHOMO B3anMoAenCcTBuUS.

(vyacTb 3.1 BBeaeHa deaepasnbHbIM 3aKOHOM OT 27.12.2019 N 478-03)

4. B TeuyeHne pgecatun paboumx AHEN CO AHSA MPUHATUA 3a8BNEHUA O BKIOYEHUW yKas3aHHOW B
yactm 1 Hacroswen cratbm dapMaueBTMyeckon cybcTtaHumMnm B rOCyAapCTBEHHbIN  peecTp
NeKapCTBEHHbIX CPeACTB M AOKYMEHTOB, NMepevYncneHHblX B 4acTh 1 M nyHKTe 2 4actu 3 HacToswen
CTaTbM, YNOJHOMOYEHHbIN deaepasnbHbli OpraH UCMOSHUTENbHOM BNacTu:

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

1) npoBoanT NpoBepKYy MOSHOTbI U AOCTOBEPHOCTM AAHHbIX, COAEPXALLMXCSA B NpeacTaBAeHHbIX
3aaBUTENEM AOKYMEHTax;
(B pea. ®egepanbHOro 3akoHa ot 25.11.2013 N 317-03)

2) NpYHMMaeT pelleHMe O HanpaB/IEHMW B IKCMEPTHOE yuypexaeHwe 3af4aHus Ha npoBeaeHue
SKCNepTU3bl KayecTBa YKa3aHHOM B 4acTu 1 HacTosawen cratbem dapmaueBTnyeckon cybctaHumm nnm
06 OoTKa3ze B TaKOM Hanpas/eHUu;
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3) yBEAOMNSET B 3/1IEKTPOHHON UAM NMUCbMEHHON dopMe 3asaBUTENS O MPUHSATOM pPELUEHUN UAU B
cnyyae OTKasa C yYKasaHWeM NPUYMH Takoro oTkasa.
(B pen. ®PenepanbHOro 3akoHa ot 22.12.2014 N 429-03)

4.1. B cnyyae BbISIBNEHUS HeLOCTOBEPHOCTU CBEAEHWI, COAEpXaWMXCs B MNpencTaB/ieHHbIX
3aaBuUTENIeEM MaTepuanax, YMNOJHOMOYEHHbIM deaepanbHbiA  OpraH  MWUCMNOJIHUTENbHOWM  BacTu
HanpaBNaeT 3asiBUTEN0 3anpoc 06 YyTOYHEHUM yKa3aHHbIX CBeAeHWI. [aHHbIA 3anpoc MOXeT 6bITb
nepenaH ynosiHOMOYEHHOMY MNpeAcTaBUTenNto 3asBUTeNs JIMYHO NOoA pacrnucKky, HanpaefeH no nodrte
3aKa3HbIM MUCbMOM WM NepeaaH B 3/1eKTPOHHOM dhopMe Mo TeNEeKOMMYHMKALUMOHHbIM KaHanaM CBS3U.
B cnyyae HanpaBneHUsa AaHHOMo 3anpoca No rno4yTe 3aka3HbIM MUCbMOM OH CYMTAEeTCHA NOYYEHHbIM MO
NCTEYEHUN WeCTN AHen C AaTbl HanpaBfieHUs 3aKa3Horo nMcbMa.

(vyactb 4.1 BBegeHa ®epgepasibHbIM 3aKoHOM OT 25.11.2013 N 317-03)

4.2. 3aasutenb 0683aH NpeacTaBUTb OTBET Ha 3anpoc YMNOJIHOMOYEHHOro eaepanbHOro opraHa
NCNOMHUTENBHOM BNacTM B CPOK, HE MpeBbllwamowmn ageBsHocTa paboumx AHEN Co AHSA NOy4vYeHus
AaHHOro 3anpoca. CpoK, yKa3aHHbIX B 4acTu 4 HacTosdWen cTaTbW, NPUOCTAHABAMBAETCH CO [AHSA
HanpaBneHUs 3as8BUTENI0 3anpoca YnosHoMo4YeHHoro deaepasnbHOro opraHa UCNOSIHUTENbHOM BNaCTU
A0 [OHA TMOJlydeHUs WM OoTBeTa Ha JAaHHbIM 3anpoC W He Y4YUTbIBAEeTCA MNpU MUCYUCIEHUM CpoOKa
3KCnepTu3bl KayectBa dapMaueBTMHecKkorM CcybCcTaHuMK, HeucnosibyemonM npu npousBOACTBE
JleKapCTBEeHHbIX NpenapaTos.

(4acTb 4.2 BBegeHa PegepasibHbiM 3akoHoM OT 25.11.2013 N 317-®3)

5. OcHoBaHMEM aAnsa oTKasa B HarnMpaBNEHMU B 3KCNEPTHOE yuypexaeHue 3a4aHna Ha npoBeaeHme
3KCMepTU3bl KayecTBa YKa3aHHOM B 4yactm 1 Hacrtosiwen cratbM dapMaueBTMYECcCKOn cybcTaHuum
ABASIETCS HenpeacTaBfeHne AOKYMEHTOB, YKa3aHHbIX B 4acTM 2 HAcCTOsIWEW CTaTbM, OTCYTCTBUE
MHdopMaumn, noaTeBepxaatowen dakKT ynaaTtbl FOCYAAPCTBEHHOW MOWJ/IMHbI 33 BKJIKOYEHME
dapmaueBTMUecKon cybcTaHUMM, NPOM3BEAEHHOMN ANS peanu3aumu, B rocyAapCTBEHHbIA peecTp
NIeKapCTBEHHbIX CpeacTB, HenpeacrtaBNieHUMEe 3asBUTENIEM B YCTAHOBJIEHHbLIA CpPOK OTBEeTa Ha
yKas3aHHbln B 4acTu 4.1 HacTosllwen cTaTbM 3arnpoc YMOSIHOMOYEHHOro deaepasnbHOro opraHa
WCNONIHUTENbHOM BNAacTU WM NpeacTaBNeHMe [OOKYMEHTOB, He coAepXalluxX ucyepnbiBatowero
nepedyHsa Heob6xoaMMbIX CBEAEHUN.

(yactb 5 B pean. ®epepanbHOro 3akoHa ot 22.12.2014 N 429-03)

6. B TeuyeHue naTHaguatTM paboumx AHEN CO AHA MONYYEHUSA peLlleHUd YMNONHOMOYEHHOro
denepanbHOro opraHa WUCNOJIHUTENbHOM BNACcTW O HanpaBfieHUWN B 3KCNEPTHOE yuypexaeHune 3a[aHus
Ha NpoBefeHMe 3KCMepTM3bl KadecTBa YKa3aHHOM B 4YacTu 1 HacToswen ctatbn dapmaueBTUHECKON
cybcTaHuMn 3asaBuUTEeNb NpeAcTaBAseT B 3KCNEpPTHOEe yupexaeHue AN nNpoBeAeHuMs LaHHOM
akcnepTnsbl ob6pa3ubl dapmaueBTMyeckon cybctaHumm B KonmdyectBe, HeobxoaumMoM  Ans
BOCMNpPOU3BEAEHMNS METOAOB KOHTPOSSA KayecTBa. DKCNepTHoe ydypexzaeHue npu noayyeHumnm obpasuos
yKasaHHOM B 4acTu 1 HacToswen ctaTbu dapMaueBTUYecKon cybCcTaHUMK BblAaeT 3asBUTENtO
OOKYMEeHT, NoATBep)KAAloWmun noslyvyeHne 3aTux obpasuos, U B CPOK, He MpeBbilatowmii Tpex paboumnx
AHEN, yBEeAOMNSET B 3/IEKTPOHHON MM NUCbMEHHON dopme 06 3TOM YNOTHOMOYEHHbIN peaepanbHbIn
OpraH UCrosIHUTENbHOM BMACTU. DTN CPOKU He BKJIKOHAOTCHA B CPOK NPOBEAEHUS AaHHOW 3KCNepTu3bl.
(B pen. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

7. JOKYMEHTbI, NOCTYNUBLUME B SKCMEPTHOE yupexaeHne ANns npoBeaeHUs 3KCNEePTMU3bl KauyecTBa
yKasaHHOM B 4yacTum 1 HacTtosduwen crtaTbM dapMaueBTUUYECKOW cybCTaHuMu, noanexaT BO3BpaTy B
YMOJTHOMOYEHHbIN deaepanbHbIii OpraH UCMOSIHUTENBHOW BAACTM OAHOBPEMEHHO C 3aK/IHOYEHUSAMU MO
pe3ynbTaTaM NpoBeAEeHHOW 3KCNepTu3bl.

8. B cpok, He npeBblwawWmUn NATU pabounx AHEN CO AHSA MONYYEHUS 3aKIYEeHUS KOMUCCUU
SKCMNepToB MO pe3yfnbTaTaM >3KCNepTu3bl KayecTBa YKas3aHHOM B 4acTu 1 HacToswen craTbu
dapmaueBTUHeckomn cybcTaHUnmM, YNOSTHOMOYEHHbLIN ddeaepanbHbii OpraH MCNOAHUTENbHOM BAACTK:

1) ocyLwecTBnsieT OUEHKY TaKOro 3aKa4deHus A5 onpeaeneHns ero COOTBETCTBUA 3a4aHUI0 Ha
npoBeaeHME AaHHOW 3KCNEPTM3bI;

2) TpUHMMAET peleHne O BKJKYEHUM YKA3aHHOM B 4YacTu 1 HacTodwen CcTaTbu
dapmaueBTUUeCKOn cybCTaHuMU B roCyapCTBEHHbIN peecTp JIeKapCTBEHHbIX CPeACTB WU pelleHune
06 OTKa3e B TaKOM BKJ/THOYEHUU;

3) BHOCUT MpU MNPUHSTUN pELUEHUS O BKJIIOYEHUM YKa3aHHOMW B 4acTuM 1 HacTosiwelh cTaTbu
bapmaueBTMYeckol  cybCTaHUMM B TOCYAAPCTBEHHbI  peecTp  JIeKapCTBEHHbIX  CPeacTB
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NpeaycMOTPEHHYIO 4YacTblo 2 crtatbM 33 Hacrtoswero ®enepasnbHOro 3akoHa MWHMOpMauuo u
yBegoMnsieT 06 3TOM B 3/IEKTPOHHOM MM NUCbMEHHOW popMe 3asaBuTens.
(B pea. ®eaepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, o1 27.12.2019 N 462-03)

9. OcHoBaHmeM nans oOTKa3a BO BKJ/OYEHMW YKa3aHHOM B 4Yactu 1 HacToswen craTbu
dapmaueBTuyeckon cybCTtaHUMM B TOoCyAapCTBEHHbIM peecTp JeKapCTBEHHbIX CpeacTB sBAsSeTcs
3aK/Il0YeHMe COOTBETCTBYHOLWEro YNOJHOMOYEHHOro deaepanbHOro opraHa MCNOSTHUTENIbHON BacTu O
TOM, YTO KayecTBO (papMaueBTUYECKON CybCTaHUMM HE NOATBEPXKAEHO MNONYYEHHbIMU AAHHbBIMWN,
(4acTb 9 BBeaeHa deaepanbHbIM 3aKOHOM OT 22.10.2014 N 313-03; B pea. ®enepasnbHOro 3akoHa
oT 04.06.2018 N 140-®3)

10. He ponyckaeTcs BKAOYEHWE B rOCyAapCTBEHHbIN peecTp /eKapCTBEHHbIX CPeacTB OAHOM
dapmMaueBTMYECKON CybCTaHUMK, NPOU3BEAEHHOW ANSA peanm3aunm U BbIMYCKAEMOW OAHMM U TEM Xe
nponsBoanTeneM, B Buae AByx n 6onee peecTtpoBbiX 3anncen.

(yactb 10 BBeaeHa deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

11. BHeceHne M3MEHEHWUIn B AOKYMEHTbl Ha dapMaueBTUUYECKY CybCTaHUMIO, MPOU3BEAEHHYIO
ANs  peanu3auuMm U BK/KOYEHHYKO B TOCYAapCTBEHHbIA peecTp JIeKapCTBEHHbLIX CpeacTs,
OCYLWEeCTBSEeTCA B nopsgke, yCTaHoOBNeHHOM cTaTbaMu 30 n 31 HacToswero ®enepasbHOro 3akoHa, C
ynaTon rocygapCTBEHHOM MOW/INMHLI, NpenyCMOTPEHHON 3aKoHOA4AaTeNbCTBOM Poccuiickon degepaumm
0 Hanorax u cbopax.
(yactb 11 BBeaeHa deaepasbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

12. [onyckaetca obpaweHue dapmaueBTMyeckux cybctaHuuin, npousBedeHHbIX Ans
peanusaumm, B TedeHMe CTa BOCbMWAECATM JAHEW A0 W nocsae MNpUHATUS  YNOSNHOMOYEHHbIM
denepanbHbIM OpraHOM UCNOMHUTENbHOW BMAcTU pelleHus O BHEeCEHUN U3MEHEHWI B AOKYMEHTbl Ha
dapmaueBTnyeckyto  cybcTtaHuMIO, NpoOU3BEAEHHYID ANa  peanv3auuMm U BKAKYEHHYI0 B
rocy4apCTBEHHbIN peecTp NeKapCTBEHHbIX CPeACTB.

(yacTtb 12 BBeaeHa deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

13. PeweHne 06 WUCKIOYEHNUM U3 TOCYAAPCTBEHHOrO0 peecTpa JieKapCTBEHHbIX CpeacTB
dapmaueBTUUYECKON CcybCTaHUMK, NPOU3BEAEHHOW AN peanu3aunu, NpUHMMAaeTcs YNOSHOMOUYEHHbIM
denepanbHbIM OpraHoM UCMOSTHUTENIbHOW BNACTU B Cy4vae:

1) npeacTaB/eHns COOTBETCTBYOLUNM YMO/HOMOYEHHbIM benepanbHbIiM OopraHom
NCMOMHUTENbHOMN BJIAaCTU 3aK/IIOYEHUSI O PUCKE UM 06 Yyrpose XW3HU UM 340POBblO YenoBeka nmM6o
XXWBOTHOIO MPU MCNONb30BAHMUN NeKapCTBEHHOro CPeACTBa;

2) nogaun pas3paboTumMKoM JieKapCTBEHHOrO cCpeacTBa W/AW MPOM3BOAUTENEM JIEKapCTBEHHOMO
cpeacTtBa MB0 YNOMHOMOYEHHBIM UMW APYIMM HOPUANYECKUM JINLOM 3asBlieHns 06 UCKIOYEHUN U3
rocyaapCcTBeHHOro peecTpa NleKapCTBEHHbIX cpeacTs dapmaueBTUYeCcKomn cybcTaHuun,
npon3BeAeHHON AN peannsauunn;

3) oTcyTcTBUS dhapMaueBTMYECKon cybcTaHumMK, Npon3BeaAeHHON ANs peann3aunm, B obpalieHnm
B Poccuinckon degepaunmn B TevyeHmne Tpex n bonee ner.
(yacTtb 13 BBeaeHa deanepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

Cratbna 35. YTpatuna cunay c 1 mionsa 2015 roaa. - ®egepanbHbii 3aKOH oT 22.12.2014
N 429-03.

Cratba 36. O6>kanoBaHue pewieHus 06 oTkase B Bbljaue pa3spelieHUs Ha npoBeAeHue
KJIMHNYECKOro MUCCneaoBaHUSA JieKapCTBEHHOro npenaparta, peuweHua o6 oTkasze B
rocyfapCTBEHHOM permcTtpauuMm JiIeKapCTBEHHOro npenapaTta, 3aKJ/JloYeHUs KOMMUCCUM
SKCMNEPTOB 3KCMNEPTHOro yupexkaeHUs UM 3aK/1loueHUs coBeTa no 3Tuke

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

PelleHne COOTBETCTBYIOLLEro YNOJIHOMOYEHHOro deaepanbHOro opraHa MCNOMHUTENbHON BNacTu
06 OTKkase B BblAa4Ye Pa3pPELLUEHUS HA MpPOBEAEHMEe KIMHUYECKOro MCCNeAOBaHUS NEKApPCTBEHHOro
npenaparta, pelleHne YyKasaHHoOro deaepanbHOro opraHa WCMOMHUTENbHON BracTM 06 oTkase B
roCyAapCTBEHHOW perncrpauuy JfIeKapCTBEHHOro npenaparta, 3ak/l4YeHWe KOMUCCUUM 3SKCNepToB
SKCMEPTHOro Y4YpexaeHUs WA 3ak/loveHne COBETa MO 3TMKE MOXeT 6biTb 06anoBaHO B Mopsiake,
YCTQHOB/IEHHOM 3aKoHoAaTeNbCTBOM Poccuiickoli depepauum. 3ak/lOYeHMe KOMUCCUM 3SKCMepToB
3KCMEPTHOro YyupexaeHusl 0 B3aMMO3aMeHSIeMOCTM JIeKapCTBEHHbIX MpenapaTtoB Ans MeAULMHCKOro
npuUMeHeHns nM6o 0 TOM, UYTO NeKapCTBEHHbIM npenapaTt A1 MeAUUMHCKOro NPUMEHEHMUs He ABNsSieTCs
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B3aMMO3aMeHsieMbIM, MOXeT 6bITb 06XanoBaHO AepxaTeneM Wau BrnajenbueM perucTtpaunoHHOro
yOOCTOBEPEHNS  NIeKApCTBEHHOro  npenapata B YNOJIHOMOYEHHbIN  dedepanbHbIA - opraH
WCNOJSIHNTENbHON  BlAaCTW,  KOTOPbIA  MNpUBAEKaeT K  pPacCMOTPEHUIO  YKa3aHHOM  Xanobbl
NnoABEAOMCTBEHHbIE €My Hay4Hble opraHusaumm u obpa3oBaTeflbHble OpraHusauuMn BbICLLIEro
obpaszoBaHug, OCylecTBAAKWME AedATeNlbHOCTb B cdepe obpalweHus neKapCTBEeHHbIX CpeacTB.
3aKNyeHne KOMMUCCUM IKCNEPTOB IKCMEepPTHOro y4ypexaeHuns, odopMaeHHoe no utoraMm nepecMmoTpa
06>XanioBaHHOrO 3aK/l4YeHUs 3KCnepTa, MoXeT ObiTb OCNOpeHO AepxaTenem win BhnagensueM
perncTpaumoHHOro ya0CToBEPEHNS JIEKapCTBEHHOMo npenapaTa 6o ynoaHOMOYEHHbIM UMW NINLOM B
nopsiaKe, YCTaHOBMIEHHOM 3aKoHOAATeNbCTBOM Poccuinckon ®enepauunmn. MNMpu ob6xanoBaHUM pelleHus
yrnosIHOMOYeHHOro deaepanbHOro opraHa WCMOAHUTENbHOM BAcTW, 3ak/lYeHUs 3Kcnepta wunu
KOMUCCUM 3KCNEPTOB 3KCMEPTHOrO Y4YpeXAeHUs, 3aK/IlYEeHUs COBeTa MO 3TUMKe AepxaTenb Wan
BNageney perncTpaumMoHHOro yAOCTOBEPEHUS JleKapCTBEHHOro rnpenapata AmMbo ynosHOMOYeHHoe
UMW NUUO BNpaBe NpeacTaBuUTb pe3ynbTaTbl 3KCNEPTU3bl 1eKapCTBEHHOro npenapaTa, MpoTOKONbI
NOSTyYEeHHbIX aKKpeAUTOBaHHbIMM  UCMbITaTeNbHbIMXW  nabopatopusaMm  (LeHTpaMu) pe3ynbTaToB
nccneaoBaHum, UCMbITaHUNA.

(B pea. ®enepanbHOro 3akoHa ot 27.12.2019 N 475-03)

Cratba 37. MWHdopMauuma, cBsi3aHHaAs C OCYyLW|EeCTBJIEGHUEM TroCyAapCTBEHHOM
perucrpauumM JieKkapCTBEHHbIX npenapaTtoB, WHoOpMauuMa O 3aperucTpupoBaHHbIX
JleKapCTBEHHbIX TMpenapatax W JieKapCTBEHHbIX Mpenapatax, WCKJIOYEHHbIX U3
rocyaapcTtBeHHOro peecrpa IeKapCTBEeHHbIX CpeACTB

1. CoOTBETCTBYKOLWMA YMNONHOMOYEHHbIN denepanbHbli  OpraH WCNOAHUTENBHOW BNacTu
pa3MmewaeTr Ha cBoeM oduumanbHOM camte B ceTn "WHTepHeT" WHQOpMauuio, CBA3aHHYK C
OCyLeCcTB/IEHMEeM TrOoCyJapCTBEHHOMW perncrpauum nekapcTBeHHbIX MpenapaTtoB, B TOM 4ucne
npoBefeHMeM 3KCNepTU3bl JIeKApCTBEHHbLIX CpeAcTB (BKKYaa pe3ynbTaTbl €e  npoBeaeHus),
WH(OpMaLMIO O 3aperucTpupoBaHHbIX JIEKAPCTBEHHbIX MNpenapatax M JieKapCTBEHHbLIX MnpenapaTax,
NCKIOYEHHbIX M3 roCyAapCTBEHHOINO peecTpa JlIeKapCTBEHHbIX CPEeACTB, He NO34HEee YeM yepes NAaTb
pabouynx AHen CO AHSA NOMYyYEHUS YNOSHOMOYEHHbIM deaepasibHbIM OpraHoOM WUCMOSIHUTENIbHOW BAAcTu
COOTBETCTBYIOLWEN NHDOPpMaLUN.

(B pea. ®egepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, o1 02.08.2019 N 297-03)

2. Cpokn n nopsaaok pasMeleHUss yKasaHHOM B 4YacTu 1 HacTtoswen ctatbuM uHbOpMauum
yCTaHaB/NBAKOTCA YMNOJIHOMOYEHHbIM hefepanbHbiM OPraHOM MCNOMHUTENBHOM BacTn. MHdopmauums,
yKa3aHHas B YyacTu 1 HacCTOoSALEN CTaTbU, ABNSAETCS OTKPbITOA M 06LEAOCTYNHOW N NMpeaoCcTaBNsaeTcs
3aMHTEpPEeCcoBaHHbLIM finLaM B COOTBETCTBMUM C 3aKoHoAaTenbCTBOM Poccuiickon deagepaunn.

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

Masa 7. KMMHUYECKUE UCCINEAOBAHUA NEKAPCTBEHHbIX
NMPENAPATOB AnA MEOULMUHCKOIO NPUMEHEHUA, OTOBOP
OBb UX NPOBEOEHWUN, MPABA NMALUUEHTOB, YHACTBYIOLLUX
B 3TUX UCCIJIEAOBAHUAX

Cratbsa 38. KnuHunueckue nceneaoBaHnga NeKapCcTBeHHbIX npenapartoB ans
MeAUMLMHCKOIro npmMmeHeHunsa

1. KnnHnuyeckne nccnenoBaHns NeKapcTBeHHbIX NpenapaToB 4719 MeAULUHCKOro NpuMeHeHus, B
TOM 4ucne MexayHapoAHble MHOIMOLEHTPOBbIE, MHOTOLEHTPOBbIE, MOCTPErncCTpaunoOHHbIE, MPOBOAATCAH
B OAHOM MM HECKOJIbKMX MeAVUMHCKMX OpraHusaumsax B COOTBETCTBMM C MpaBuaMn Haanexallemn
KJIMHWYECKON NMpaKTUKK, YTBEPXKAEHHbIMW YNOHOMOYEHHbIM deaepasibHbIM OPraHoOM UCMONHUTENbHOM
B/1IACTW, COOTBETCTBEHHO B C/1eAYHOWMX LeNnsx:
(B pen. ®egepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1) yctaHoBneHne 6e30MacHOCTM NeKapCTBEHHbIX MNpenapaToB AN 340pOBbiX A06pPOBONbLLEB WU
(nnn) nepeHOCMMOCTM WUX 340pPOBbIMM  A06POBOMAbLLAMM, 3@ WUCKIOYEHMEM TaKUX WCCIef0BaHUN
neKapCcTBEHHbIX NpenapaTos, NPpOU3BeAEHHbIX 3a npeaenamu Poccuinckon depepauymu;

2) nomgbop onNTMManbHbIX [03MPOBOK JIEKAPCTBEHHOrO Mpenapata M Kypca JledyeHus Ans
nauuveHToB C onpeaefieHHbIM  3abonieBaHMEM, OMTUMMalbHbIX [03 WU CXEeM  BaKuuHauuu
MMMYHO6MOTIOrMYECKUMN NTEKAPCTBEHHbBIMM NpenapaTaMm 340p0BbIX A06POBONbLEB;
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3) ycTaHoBnieHMe 6e30MacHOCTU JIeKapCTBEHHOro nmnpemnapata M ero 3O@PEKTUBHOCTU AN
nauneHToB C onpegeneHHbIM 3abonesaHueM, npodunnakTMyecKomn 3 PeKTUBHOCTH
NMMYHOBMONOrMYEeCKNX NekapCTBEHHbIX NpenapaToB AN 340pO0BbiX 406pOBONbLEB;

4) u3yyeHMe BO3MOXHOCTU pacCLUMPEHUs MoKa3aHWn ANA MeAUMUMHCKOro MpUMEHEHUS U
BbIIBMIEHNS paHee HEeW3BECTHbIX MO60YHbIX [AEUCTBUN 3aperucTpMpoBaHHbIX NleKapCTBEHHbIX
npenaparos,

2. B oTHOweHun BOCNpPOM3BEAEHHbIX J1EKAPCTBEHHbLIX nMpenapatoB And MeauMUuMHCKOro
npnMmeHeHun4a npoBoAATCA ncecneanosaHuA 61O3KBNBANIEHTHOCTH n (I/U'IVI) TepaneBqueCKoﬁ
3KBUBAJIEHTHOCTU B nopsaake, YCTAaHOBJIEHHOM YMNOJIHOMOYEHHbIM d)ep,epaanblM OopraHomMm
NCNOJSIHNTENBbHOM BNacTu.

3. OpraHmaaumo npoeeageHnNA KINHUYECKUX nccneagoBaHum NeKapCcTtBeHHOro npenaparta Ans
MEeANLUMNHCKOIo NnpuMeEHEHNA BrnpaBe OCYLWECTBNATb.

1) paspaboTumk nekapcTBEHHOro npenaparta Uam ynosHOMOYEHHOE UM N1LO;

2) obpasoBaTefnbHble oOpraHuMs3aumu Bbicero obpa3oBaHWsA, opraHu3auum AOMNONHUTENBHOMO
npodeccnoHanbHoro obpasosaHus;
(n. 2 B pea. ®epepanbHoro 3akoHa ot 02.07.2013 N 185-03)

3) Hay4yHoO-UccneagoBaTeNbCKNe opraHmnsauuu.

4. KnnHu4yeckue wuccrnenoBaHuMa NeKapCTBEHHOro npenapaTta 4ns MeauuMHCKOro npuMeHeHud
NnpoBOASATCA Ha  OCHOBAaHUM  paspelleHns Ha rMpoBeAeHMe  KJIIMHMYECKOro  uccrefoBaHus
JleKapCTBEHHOro npenaparTa, BblAaHHOMO YMOJIHOMOYEHHbIM degepanbHbIM OPraHOM MCNOAHUTENbLHOMN
B/IACTU. YMOSIHOMOYEHHbIN deaepanbHblii OpraH WUCNOMHUTENBHOM BAACTM BeAeT peecTp BblAaHHbIX
pa3pelweHnin Ha NpoBeAEeHMNE KIIMHUYECKMX UCCNeA0BaHNI NeKapCTBEHHOrO npenaparta, CoAEpXaLunm
yKasaHue Ha uX uenb Uin uenum, B yCTaHOBNIEHHOM 3TUM OpraHoMm rnopsake.

(B pen. ®epepanbHbiX 3aKOHOB OT 22.12.2014 N 429-®3, o1 13.07.2015 N 241-03)

5. ¥YTpatun cuny ¢ 1 uonga 2015 roga. - ®egepanbHbiv 3aKoH 0T 22.12.2014 N 429-03.

6. K opraHusaumn npoBefeHUusi KIMHUYECKUX UCCneaoBaHWM fekapCTBEHHOrO npenapaTta Ans
MeAMUMHCKOro MnpuUMeHeHuss pa3paboTuMkoM feKapCTBEHHOro rnpenapata MOryT npuBAeKaTbCs
opuandeckme nauua  nwbon  opraHU3aunMOHHO-NpaBoBOM GOpMbI  MNpu  ycnoBuu obecrnedeHus
COOTBETCTBUSA 3TUX UccnenoBaHnii TpeboBaHmaM HacTosdwero ®egepasibHOro 3aKkoHa.

KoHcynbTaHTlIIIOC: NpuMeYvaHue.

B HacTosWee BpeMsa AENCTBYIOWMM 3aKOHOA4ATEbCTBOM HE YCTaHOBJ/IEH MOPSIAOK aKKpeauTauum
MeANLNHCKNX OpraHM3aunin Ha MpaBo NPoBeAeHUs KITIMHNYECKMUX UCCIeA0BaHNN NeKapCTBEHHbIX
npenapaToB 4/ MeanumHCKoro npmumeHeHusa. o 01.01.2021 ageincrsoBano [locTaHOBNEHME
Mpasutenbctea P® ot 03.09.2010 N 683.

7. KnuHnyeckme unccneaoBaHUs fieKapCTBEHHbIX MpenapaToB ANS MeAMUMHCKOro MpUMEHeHMus
NpoBOAATCA B MEAMUMHCKUX OpraHusaumsax, akKKpeauTOBaHHbIX YMNOJIHOMOYEHHbLIM deaepasnbHbIM
OpraHoM MWCNOJIHUTENbHOW BNacTM B NOpsiAKe, YCTaHOBMIEHHOM [lpaBuTenbCTBOM Poccuiickowm
denepaunn.

8. [llepeyeHb MeAMUMHCKMX OpraHuMsauuii, UWMeWux MnpaBo NpPOBOAUTb  KAMHUYECKMe
nccnenoBaHMA NekapcTBEHHbIX MNpenapaTtoB AN MeAUUMHCKOro MNpUMEHeHUs, U peecTp BblAAHHbIX
paspelleHMin Ha npoBeAeHne  KIMHUYECKUX  UCCNefoBaHWMW  fleKapCTBEHHbIX  MNpenapaToB
onyb/nKOBbLIBAOTCA M pa3MelatoTcs YMoJHOMOYeHHbIM deaepanbHbiM OpraHoM WUCNOAHUTENbHOM
BNlaCTU B YCTAHOBMIEHHOM UM MOpsAKe Ha CBOeM oduunanbHOM carTe B ceTu "HTepHeT".

Cratba 39. PeweHue 0 npoBeAeHUMN KJIIMHUYECKOro MUCCNefoOBaHUA JieKapCTBEHHOro
npenapara aJia MeAULIMHCKOro NnpuMeHeHuUs
(B pea. ®egepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. KnnHunyeckoe wuccnenoBaHue NeKapCTBeHHOro npenaparta Anda MeanunHCKoro npuMeHeHwuAd
npoBoAUNTCA Ha OCHOBaHWMH pa3peleHuns Ha nposeageHne KJIMHNYEeCKOro nceneaoBsaHuA
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nekapcTBEHHOro mnpenaparta, BblAaHHOMO YNOSIHOMOYEHHbIM deaepanbHbIM OPraHOM MUCMONHUTENbHOWN
BlACTWU MO pe3ynbTaTaM 3KCNepTU3bl AOKYMEHTOB, HEO6XOAUMbIX ANS MOJYYEHUSI paspelleHust Ha
npoBeaeHne KNMHNYECKOro UCCeA0BaHNs JIEKAPCTBEHHOrO NpenapaTa U 3TUYECKON IKCMEepPTU3bI.

2. lna nonyyeHusa paspelleHns Ha npoBedeHne KIMHUYECKOro UCCNneaoBaHUs NEKApCTBEHHOro
npenapata Ansg MeAMUMHCKOro MNpUMEHEeHUs 3asaBuUTeNb MPEeAcTaBnAseT B YMNOJHOMOYEHHbIN
denepanbHbIin OpraH UCMONMHUTENbHOW BNacTu:

1) 3aaBjieHnMe O Bblaayde pa3peweHnda Ha npoBeaeHune KIMHU4YeCKoro wuccnieaoBaHus
NeKapCTBeEHHOro npenapata angd MeamMumMHCKoOro npnMeHeHuns,

2) KOMUM [OKYMEeHTOB, NOATBEPXAAKWMX YyNiaaTy rocygapCTBEHHOW MOLWIMHBI 3a NpoBedeHune
3TUYECKON 3KCNEepTU3bl, 3KCMepTu3bl AOKYMEHTOB Ha J/eKapCTBEHHbIM npenapaTt ANna Mony4yeHus
paspeweHnss Ha npoBeAeHue KIMHUYECKOro UCCefoBaHUsA JNeKapCTBEHHOro npenaparta  Ans
MEeAULUMHCKOro MPUMEHEHUs, 3a Bblaaydy pas3peleHuss Ha npoBeAeHue KIMHUYECKOro mnccriefoBaHus
NleKapCTBEHHOro npenapata And MeaAWUMHCKOro TMpUMEHEHUs, 3a MpoBeAeHMe 3KCNepTu3bl
OOKYMEHTOB Ha JieKapCTBEHHbI npenapaT ANls MoNy4YeHusl paspelleHMs Ha npoBeAeHue
MeXAYyHapOoAHOro MHOrMoUEeHTPOBOro K/IMHUYECKOro MUCCneAoBaHUs JieKapCTBEHHOro npenapata An4
MeANUNHCKOrOo MNpUMEHeHWs, 3a Bbldady paspelleHMss Ha npoBeAeHne  MexAayHapoAHOro
MHOIOLEHTPOBOIro KJ/IMHUYECKOro uccnefoBaHUA JieKapCTBEHHOro rpenapata Anaa MeauunHCKOro
NpUMeHeHUs, 3a NpoBefeHUe 3TUYECKOW 3KCNepTU3bl, 3KCNEepTU3bl AOKYMEHTOB Ha JieKapCTBEHHbIN
npenapaTt ANnga rnoJiyyeHna paspelleHns Ha rpoBefAeHne MNOCTPErucTpaumMoHHOIo KJMHUYECKOro
nccneaoBaHUs JIEKAapCTBEHHOrO npenapaTa Ang MeauumMHCKOro rnpUMMeHeHus, 3a BblAayy pa3peLlleHuns
Ha npoBeAeHWe TMOCTPErncTpPaUMOHHOIO0 KJIMHUYECKOro WCCNefoBaHWs NeKkapCTBEHHOro npernapara
A8 MeAUUMHCKOro NpUMeHeHus;

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

3) NpOTOKON KIMHUYECKOr0 WCCNeLOBaHMs NeKapCTBEHHOro npenapata Ans MeaUUMHCKOro
NPUMEHeHUs;

4) bpowltopy uccnegoBaTens;
5) nHdopMaUMOHHBLIN NNCTOK MaumeHTa;

6) cBeaeHus o6 onbiTe paboTbl UccneaoBaTeneln MO COOTBETCTBYHLWMM CNeuManbHOCTAM U UX
onbiTe paboTbl MO NPOBEAEHNIO KIIMHUYECKUX UCCITEA0BaHNIA;

7) cBegoeHMs O MeaMUMHCKMX OpraHuMsaumax, B KOTOpbIX npeanosiaraetcs npoBeaeHue
KJIMHWYECKOro nccnefoBaHns nekapCcTBEHHOrO npenaparta anas MeauuMHCKOro npuMmeHeHns (NosHoe w
COKpalleHHOe HauMMeHOBaHWs, OpraHM3auuoHHO-NMpaBoBas (opMa, MeCTO HaXOXAEHUS WU MecTo
OCyLLUeCTBNEHNA AeAaTenbHOCTM, TenedoH, Tenedakc, aapec 3NEKTPOHHOM NOYTbl  KaXAown
MeANLUNHCKOWN OpraHusauumn);

8) cBeaeHMss O nNpeanosiaraeMblX CpPoOKax MPOBEAEHUS  K/IMHUMYECKOro UCCNeAoBaHUs
NIeKapCTBEHHOTrO NMpenapaTta ANl MeAUUNHCKOro NPUMEHEHUS ;

9) KON Aoroeopa obazaTenbLHoOro CTpaxoBaHusd, 3aK/IIOYEHHOI0O B COOTBETCTBUN C TUNMOBbLIMU
npasmniamMu obazaTenbLHoro CTpaxXxoBaHuUd, C YKa3aHWEM npe,qeanon YNCNEHHOCTM NaUNEHTOB,
yyactBywowmnx B KJIMHUYECKOM HUCCNeaoBaHUNM NeKapCTBEHHONo npenapata Anad MeAUUMHCKOro
NMPUMEHEHUA;

10) nHdopmMaunio o cocTaBe sieKapCTBEHHOIMO NpenapaTta 419 MeaAnUMHCKOro npuMeHeHus;

11) fOKYMEHT, COCTaBfIEHHbIN MPOM3BOAUTENEM SleKapCTBEHHOMO npenaparta A1 MeauLMHCKOro
NPUMEHEHUS W coAepXXaluni nokasatenm (XapakTepucTuku), a TakKXke CBeAeHUS O NEeKapCTBEHHOM
npenapate And MeauUMHCKOro mnpuMeHeHusl, Npou3BEeAEHHOM A9 TMpoOBeAeHUs KIMHUYECKUX
nccneaoBaHum;

12) cBegeHuns 0 gate npenoCTaBAeHUs N perncTtpauMoHHOM HOMepe NMLEH3MM Ha NPOU3BOACTBO
NleKapCTBEHHbIX CPeACTB B C/llyyae, eCcfiv NpoM3BOACTBO JIEKAPCTBEHHOMO NpernapaTa oCyLWwecTBASeTCH
B Poccuiickon ®depepaumn, vnu ceeaeHns O paTte npenocTtaBNeHUss U perncrpaumoHHOM HoMmepe
3aK/Il0YEeHMsT O COOTBETCTBMW MPOM3BOAMTENS JIeKapCTBEHHOro npenapaTta TpeboBaHuAM npasun
Hagnexawen npous3BOACTBEHHOW MpPaKTUKK, NMpeaoCTaBfI€HHOro YMNOJIHOMOYEHHbIM OPraHOM CTpaHbl
Nnpon3BoOANUTENS JIEKAPCTBEHHOIO rnpenapara.

(B pea. ®enepanbHbix 3akoHOB oT 04.06.2018 N 140-®3, o1 27.12.2019 N 478-93)
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2.1. B cnyyae HenpeacTtaBneHus C 3asiBIeHMEM O BblAaye paspelleHns Ha npoBeaeHue
KIIMHWYECKOro  MUCCeAoBaHMs  JIEKapCTBEHHOro npenapata AnS  MeAMUMHCKOro  NpUMeHEeHUs
OOKYMeHTOB (CBefeHuin), noaTeBepXaalowmx ynnaaTy rocyaapCTBEHHOW MOWJMHbI U YKa3aHHbIX B
MyHKTE 2 4acTu 2 HacTosIWEeNn CTaTbW, a TakXKe BblAaaBaeMblX (NpeaocTaBnsieMbliX) YNOJHOMOYEHHbIMUN
denepanbHbIMM OpraHaMm UCMONHUTENbHOW BACTU AOKYMEHTOB (CBeAEHWI), YKa3aHHbIX B NyHKTe 12
yacTu 2 HacTosWwen CcTaTbu, YMNOJIHOMOYEHHbIN deaepanbHblii OpraH WCNOAHUTENbHOMW BAacTU
3anpalwmBaeT yKasaHHble JOKYMeHTbl (CBeAeHUs) B nopsaake MexBeAOMCTBEHHOro MHAOPMaLMOHHOMO
B3aMMOAeNCTBUS.

(yacTtb 2.1 BBeaeHa degepasibHbIM 3aKOHOM OT 27.12.2019 N 478-03)

3. B cpok, He npeBbiWwawWmMn NaTM paboumx AHEN CO AHS MPUHATUA YKa3aHHOro B MyHkTe 1
4acTu 2 HacTosILLEelN CTaTbM 3asiBIEHUSA U HEOBXOANMbIX AOKYMEHTOB, YNOIHOMOUYEHHbIN deaepanbHbIi
opraH UCNOMIHUTENbHOM BNAaCTU:

1) NnpoBOAMT NpoOBEPKY MOJSIHOTbI U AOCTOBEPHOCTM CBEAEHWI, COAEPXKALUMXCS B NPeACTaBNEeHHbIX
3aaBUTENIEM AOKYMEHTax;

2) NpUHMMAET peLleHne 0 NPOBEAEHUN SKCNEPTU3bl AOKYMEHTOB AJ1S MOJIyYEHUS pa3peLlleHus Ha
npoBeAeHMe  KJIWMHMYECKOrO WUCCNeAOBaHUs  JIeKapCTBEHHOro npenapata Ans  MeauUMHCKOro
NPMMEHEHUS N 3TUYECKOM IKCNepTu3bl nnm 06 O0TKase B NPpOBEAEHUM YKa3aHHbIX 9KCNepTus;

3) yBeooMnsieT B 3MeKTPOHHOM dopMe mam Ha 6yMaxKHOM HocuTene 3asiBUTeNnss O MNPUHSTOM
peweHnn NMbo B criyvyae NpuHSATUS peleHns 06 oTKase TakXKe C YKa3zaHWEM MPUUYMH TaKoro 0Tkasa;

4) noaroTaB/IMBAET N HaANpaB/IAET B 3KCNEPTHOE y4ypexageHne m COBET MO 3TUKE 3adaHUE Ha
npoBeageHNE COOTBETCTBYHOLWNX SKCNEPTUS.

4. B cny4yae BbISIBIEHUA HEMONHOTbI U (UIN) HEAOCTOBEPHOCTU MHPOPpMALMK, COAEPXKALLENCS B
NnpeacTaB/IEHHbIX 3asBUTENEM AOKYMEHTAX, YMOJHOMOYEHHbIM deaepanbHbii OpraH UCMOSHUTENbHOM
BNaCTU HanpaBfsieT 3asBUTENO 3anpoc 06 YTOYHEHUWM YKazaHHOM MHdopMaumu. [daHHbIN 3anpoc
MOXeT OblITb nepeAaH YMNOJHOMOYEHHOMY MNpeaACTaBUTENO 3asBUTENs JIMYHO NoA  pacrnucky,
HanpaBNneH MNO Mo4YTe 3akKa3HbIM MNUCbMOM WNM NepedaH B  3/IEKTpOHHOM  dopMme o
TENEKOMMYHUKAUMOHHbLIM KaHanaMm CcBs3u. B cnydyae HanpaBneHuss AaHHOro 3anpoca Mo noyte
3aKa3HbiM MUCbMOM OH CUMTAETCHA MNOJIYYEHHbIM MO WUCTEYEHUM LLIECTU AHEN C AaTbl HarnpaB/ieHus
3aKa3HOro nucbMa. 3asBuTenb 0653aH npeactaBUTb OTBET Ha 3anpoc  YMNO/HOMOYEHHOro
denepanbHOro opraHa UCMONIHUTENIbHOW BM1IACTU B CPOK, HE MPEBbIWAOLWNA AEBAHOCTa pabounx AHEN
CO AHS ero nonydyeHus. Cpok, yKasaHHbIA B 4acTM 3 HACTOsLLEN CTaTbW, NPUOCTAaHABIMBAETCS CO AHS
HanpaBneHUsa 3asBUTENIO 3anpoca YNoJHOMOYEHHOro deaepanbHOro opraHa MCMoJSIHUTENbHOM BNacTm
00 [HS MONYYEHUS WM COOTBETCTBYMOLLErO0 OTBETA WM He Y4UYUTbIBAETCS MNPU WUCYUCIEHUU CPOKa
NPUHATMUS  YIMOJIHOMOYEHHbIM  (eaepasibHbIM  OpraHOM  UCMOSIHUTE/IbHON BAACTU  peELUeHUs O
NpoOBEAEHUN 3SKCMEepPTM3bl AOKYMEHTOB AJ1 MONYYEHMUSI pa3pelleHnst Ha NpoBeAeHUE KIMHUYECKOro
nccnenoBaHMs NEKApCTBEHHOrO npenapaTa Ans MeaMUMHCKOro NPUMEHEHMS.

5. OcHoBaHMeM 415 O0TKa3a B NPOBeAEHUMN 3KCNEpPTU3bl LOKYMEHTOB A5 NOSly4YeHNs pa3pelleHms
Ha npoBeAeHNEe KIMHUYECKOro WCCNeaoBaHUs NeKapCTBEHHOro npenapata Ans MeauumMHCKOro
NMPUMEHEHUSA N DTUYECKOW 3SKCNEepTU3bl SABNSETCS NpeacTaB/ieHne AOKYMEHTOB, NpeayCMOTPEHHbIX
YacTblo 2 HaAcTosLEN CTaTbW, B HENONMHOM 06beMe, HenpeacTaB/ieHUe 3asBUTENIEM B YCTAHOB/IEHHbIN
CPOK OTBETa Ha YKa3aHHbIX B 4aCTM 4 HACTOSLEN CTaTbW 3anpocC YNOJHOMOYEHHOro deaepanbHOro
opraHa MCnonHUTENbLHOM BNacTn NMbo OTCYTCTBME B NpeACTaBNEHHbIX AOKYMEHTaxX McYepnbIiBalLWEero
nepeydyHsa Heobxoammon uMHdboOpMaumm nnan MHdopMaunm, KoTopas Ao/MKHA O6biTb OTpa)eHa B HUX, a
TakXe OTCyTCTBMe MHbopMaunm, noaTsepxaatowen @akT ynnaTbl roCyAapCTBEHHON MOLWINHBI 3@
NnpoBeAEeHNE 3TUYECKOM 3KCMEePTU3bl, IKCMEPTU3bl AOKYMEHTOB Ha JIEKapCTBEHHLIA Npenapat Ans
NOJSIlyYEHUS pa3pelleHnss Ha npoBeAeHne KJMHMYECKOro uccienoBaHUs fiekapCTBEHHOrO npenapaTta
Ana  MeaAUUMHCKOro TMpUMEHEHMs, 3a Bblgady paspeleHmss Ha MnpoBeAeHMe  KIIMHUYECKOro
nccnenoBaHUs NIeKapCTBEHHOro npenapata  Ans MeaguMUMHCKOro npuMEHeHus, 3a npoBeaeHue
DKCNEepPTU3bl AOKYMEHTOB Ha JSIeKapCTBEHHbIA NpenapaT ANa MNoAyyYeHuUs paspelleHns Ha nNpoBeaeHue
MeXAYHapOAHOro MHOMOLEHTPOBOr0 K/MHMYECKOro MUCCcneaoBaHWs JIEKApCTBEHHOrO npenapata Ans
MEAMUMHCKOro MNPUMEHEHMs, 3@ BblAa4yy pas3peweHMss Ha npoBeAeHne  MexXAyHapoAHOro
MHOIMOLEHTPOBOIr0 KJ/IMHWYECKOro WCCNeaoBaHUA JNIEKApPCTBEHHOrO npenapata Ans MeanuMHCKOro
NPUMEHEHUS, 3@ NpPOBEAEHME STUYECKOMN 3KCNEPTU3bl, IKCMEPTU3bl AOKYMEHTOB Ha JIEKAPCTBEHHbIN
npenapaTt 408 NOJAyYeHUss paspelleHns Ha npoBeAeHne MOoCTPerncTpaumMoHHOr0 KAMHUYECKOro
nccnenoBaHUs NIeKapCTBEHHOIO nMpenapaTta ANns MeEAULMHCKOro NMPUMEHEHMS, 3a BblAdayy pa3peLlleHuns
Ha npoBeAeHMe MOCTPErnCTPaLMOHHOIO KIMHUYECKOro WCCeAoBaHMs JieKapCTBEHHOrO npenapaTa
AN MeAUUMHCKOro NpuMeHeHus.
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6. T[poBegeHne 3KCNEpPTU3bl [AOKYMEHTOB A1 MNOJlyYeHUs pas3pelleHnsl Ha nposedeHune
KJIMHUYECKOro WCCnenoBaHWA NEeKapCTBEHHOro npenapata Ansa MeauUMHCKOrO MNPUMEHEHUs WU
3TMYECKON 3KCNepTU3bl, COCTaBfIeHME KOMMUCCUEN ISKCNEpPTOB WM COBETOM MO 3TUKE 3aK/IYEHUn o
BO3MOXHOCTU UM HEBO3MOXHOCTU MPOBEAEHMS TAKOr0 KJIAMHUYECKOro UCCNeaoBaHUa W HanpaBieHue
3TUX  3aKk/l4YeHU B YNOJHOMOYEHHbIN  deaepanbHblii  OpraH  UCMNOJHUTENbHOW  BRacTu
OCYLLECTB/ISAIOTCSA B CPOK, HE MpeBbilwatowmii Tpuauatm paboumx gHEN CO AHS NONYyYEHUS SKCNEPTHbIM
yuypexaeHneM 3agaHums  YNONMHOMOYEHHOro deaepanbHOro opraHa MWCNOAHUTENbHOM BNactm C
NPUIOXEHNUEM AOKYMEHTOB, yKa3aHHbIX B NyHKTax 3, 4, 10 n 11 yactM 2 HacTosWwen cTtaTbu, U
COBETOM MO 3TMKE 33a4aHUSa YNOSHOMOYEHHOro denepasbHOro opraHa WCNOSHWUTENbHOM Bfactn C
NPUNOXEHUEM AOKYMEHTOB, YKa3aHHbIX B MYHKTax 3 - 6, 8 1 9 yacTu 2 HacTosiLlen CTaTbu.

7.B CpOK, HE HpeBbIUJa}OU.lMVI nAaTU pa60q|/|x AHen co aHs nony4yeHuns 3a|<moquV|17|, YKa3aHHbIX B
yacTn 6 HacTosLEN CTaTtbu, YI'IOJ'IHOMOLIeHHbIl\;I q)e,u,epaanblVl opraH MCNOMHUTENLHOM BNacTu:

1) ocylecTBAsieT OUEHKY MOCTYMNUBLUMX 3aK/IlOYEHUN ANs onpeaeneHnss UX COOTBETCTBUS
3a/laHNAM Ha NpoBeeHNE COOTBETCTBYIOLNX SKCNEPTUS;

2) NPUHUMaET pelleHWe O Bblaaye paspelleHnss Ha NpoBeAeHMEe KIMHMYECKOro MUCCefoBaHus
NeKapcTBEHHOro npenapata Ans MeAWUMHCKOro MpMMeHeHus unu o6 oTKase B BblAaye yKasaHHoro
paspelleHus;

3) BblAAeT paspelleHne Ha MpoBeAeHne KJINMHUYECKOrO WUCCIeA0BaHUSA JIEKapCTBEHHOIO
npenapata A0S MeAULMHCKOrO MNPUMEHEHUA WU pelleHne o6 oTKase B Bblgaye YKas3aHHOro
paspelleHnsa C yKa3zaHneM NpuumnH oTkasa.

8. OcHoBaHMeM 415 0TKasa B Bblgauye pa3peweHnda Ha npoBeaeHne KIIMHNM4YeCcKoro nccnegoBaHums
NeKapCcTBeEHHOro npenapata Aand MeanumHCKOro rnpuMeHeHuda 4dBNAEeTCAa Halandme 3aKr4vYeHusd
KOMUCCUU SKCNEPTOB UMK 3aKNTKOYEHNA COBETA MO 3TUKE O HEBO3MOXHOCTU NpoBEAEHUNA KITMHNYECKOIO
nccneaosaHnAa nNeKapcrBeHHOro npenapata Aand MeaAnuMHCKOro npumMMeHeEHUA no pe3y/ibTaTaM
NPOBeAEHHbLIX 3KCMNEPTU3, NPeAYCMOTPEHHbIX YacTbio 6 HacTosILLEeN CTaTbu.

9. PeweHune o6 oTKkase B NPOBEAEHUMN SKCNEPTU3bl AOKYMEHTOB A8 MONyYEeHUs paspelleHus Ha
npoBeAeHMEe KJIIMHUYECKOrO WCC/EeNOBaHUA JIEKApCTBEHHOro npenapata Ana  MeauuMnHCKOro
NPUMEHEHUA U STUYECKOW SKCMEepTU3bl U B BblAaye paspellieHns Ha npoBeAeHMe KINMHUYECKOro
NccneaoBaHUa NeKapcTBEHHOro npenapaTa ANnsg MeAULMHCKOro NPUMEHEHNSA MOXET 6biTb 06)KasioBaHO
B NMops/AKe, yCTaHOB/IEHHOM 3aKOHOAATENLCTBOM Poccuiickoin denepauum.

Cratbsa 39.1. OTMUecKas 3KcnepTmsa
(BBeaeHa degepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

1. DTunuyeckass 3KcnepTu3a MpPoOBOAUTCS COBETOM MO 3TUKE, CO3A4aHHbIM B TMOPSAKE,
YCT@HOBJ/IEHHOM YMOJIHOMOYEHHbIM beaepasbHbIM OpraHoM UCMONMHUTENBHOW BNACTU, B LENAX BblAaun
3aK/4deHns 06 3TMyeckoin 060CHOBAaHHOCTM BO3MOXHOCTM NPOBEAEHUS KIIMHUYECKOr0 UCCNeloBaHns
NTEKApPCTBEHHOrO NMpenaparta A58 MEAULIMHCKOrO NPUMEHEHMUS.

2. JKCrneptaMum coBeTa MO 3TMKE MOryT 6biTb NpeacTaBUTeNn MeaAUUMHCKUX OpraHu3auumn,
HayuHbIX OpraHusauuii, obpas3oBaTesbHbIX OpraHM3aunin BbiCllero obpasoBaHMs, a Takxe
npeacrtaBmTenn O6LWECTBEHHbLIX OpraHusauun, Ppenurno3HbiX OpraHmM3auuMn M Ccpeacts MacCoBOW
MHpopMaumn. [aHHble 3KCMepTbl HE AO0/MXKHbI HaxoAuMTbCA B Kakon-nnbo 3aBMCUMOCTM OT
pa3paboTuMKOB JfIEKAapCTBEHHbIX MpenapaToB W APYruX Nul, 3auHTEPEeCOBaHHbIX B pe3yfbTaTax
3TMYECKON 3KCMnepTm3bl.

3. Onnata ycnyr 3KCNepTOB COBeTa MO 3TMKe OCYLEeCTBSETCS Ha OCHOBaHWUM [0roBopa,
3aKJ/IIOYEHHOro MeXxay YNOJIHOMOYEHHbIM dheaepanibHbIM OpraHoM WMCMOMHUTENbHOM BNacTu, KOTOPbIM
Cco34aH COBEeT MO 3TUKe, W 3KCMepTOM COoBeTa MO 3TUKe, 3a cyeT OlAXeTHbIX acCCUrHOBaHWM,
NpeayCcMOTPEHHbIX YMOJIHOMOYEHHOMY deaepasibHOMY OpraHy WCMNOAHUTENIbHOW BIAaCTU, KOTOPbIM
Cco34aH COBET Mo 3TuKe, B deaepanbHOM 6loxeTe Ha COOTBETCTBYHOLWMI roa Ha obecneveHune ero
AEesTeNbHOCTUN, B pa3Mepax, YCTaHOBNEHHbIX MpaBuTenbcTBOM Poccuinickoin depepaumu.

4. DKcnepTbl CcoBeTa MO 3TUKE HeCyT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuiickon depepaunn.

5. CoctaB coBeTa MO 3TUKE, MOJIOXKEHME 06 3TOM COBETE, MOPSAOK €ro AeATeNbHOCTY,
TpeboBaHUA K KBanMdUKaLUM u onbiTy paboTbl MO 3KCMNEPTHON OLIEHKE HAy4HbIX, MEAULIMHCKUX WU
S3TUYECKMX ACMEKTOB K/MHUYECKUX WCCNEeAOBaHWIN NeKapCTBEHHbIX MpenapaToB AN MeAULIMHCKOro
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NMPUMEHEHUS, MPEADBSBSIEMbIE K 3KCMNEPTAM COBETA MO 3TUKe, MOpPsSAOK OpraHu3aumMu U npoBeAeHUs
3TMYECKON 3KcnepTusbl, opMa 3aK/KYEeHUS COBETa MO 3TUKE YCTaHaBNMBAOTCS YMOJTHOMOYEHHbIM
denepanbHbIM OpraHoM UCNOJSIHUTENbHON BNAacTKU. YMcno npeacraBuTenen MeguuUMHCKMUX opraHusauuni
HEe MOXEeT MpeBblWaTb NOJOBMHY OT 06Lero Yncna sKCnepToB COBETa MO 3TUKE.

6. VIHdopMauma o cocCTaBe coBeTa MO 3TUKE, MJlaHax ero paboTbl M Tekywen AeATEeNbHOCTU
pa3sMelaeTca Ha oduuMasbHOM calTe YMNOSIHOMOYEeHHOro denepanbHOr0 opraHa WCMOJHUTENbHOMN
BnacTu B cetn "MHTepHeT" B yCTAHOB/IEHHOM UM MNOpsAKe.

Cratba 40. NpoBeaeHne KJIMHUYECKOro UCC/ief0BaHUA JIeKapCTBEHHOro npenapara anas
MeAMULMHCKOIro NpMMeHeHuns

1. PykoBoauTenb MeaMUMHCKOW OpraHuM3auum, KoTopasl NMpoBOAUT KJIMHUYECKOE WUCCMeAoBaHue
NleKapCTBEHHOro npenapata Al MeaMUMHCKOrO MNPUMEHEHUs, Ha3Ha4daeT uccnenoBaTens,
OTBETCTBEHHOIro 3a MPOBEAEHWE TaKOro WCCNeAOBaHUS U UMelWero feyebHyl CneuranbHOCTb,
COOTBETCTBYIOLWY MPOBOAMMOMY KMHUYECKOMY WCCNENOBAHUIO JleKapCTBEHHOrO MpenapaTta, Cco
cTaxkeM paboTbl MO NMporpaMMaM KIAMHUYECKUX UCCNEeAOBaHWUN NIeKapCTBEHHbLIX NpenapaTtoB HE MeHee
yeM TpM roda M MO €ero nNpeasioXeHUK Has3HayaeT couccregoBaTenem M3 4Yucia Bpader 3Ton
MeANLNHCKON OpraHu3auunn.

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

2. WccnepoBaTenb OCyLWECTBASET BbIOGOp MaLMEHTOB, KOTOpble MO MEAMLMHCKUM MOKa3aHuaM
MOryT 6bITb NMPUBNEYEHbI K YYaCTUIO B KIMHUUYECKOM UCC/IeA0BaHUM JIEKApCTBEHHOrO npenapaTa Ans
MEeANLMHCKOro NPUMEHEHUS.

3. WccnepoBaTtenb W couccnenoBaTenu  AOMKHbI  6biTb  03HAKOMJEHbl C pe3ynbTaTamu
AOK/IMHWMYECKOrO  UCCNefoBaHUS  NeKapCTBEHHOrO  CPeAcTBa,  coAepXawumuca B 6pouwtope
nccnepoBaTens, NPOeKTOM MPOTOKO/A KIMHUYECKOrO MCCNeaoBaHUsl NeKkapCTBEHHOro npenaparta Ans
MEeAMUNHCKOro NpUMeHeHUs, pa3paboTaHHbIM pa3paboTuMKOM N1eKapCTBEHHOMO npenapaTta WM MHbIM
IOPUAMYECKUM JIMLIOM, MPUBJIEKAEMbIM K OpraHu3auuMm MpoBeAeHUs KAWHWUYECKOro WCCNeLoBaHuUs
NekapCcTBEHHOro npenapata Ans MeAUUMHCKOro MNPUMEHEHUs, W APYrMMUM MaTepuanaMmm Takoro
nccnepoBaHus.

3.1. PykoBoauTenb MEAULMHCKOW OpraHm3auum B CpPOK, He MPEBbLIWAWNNA TpEX pabounx AHEWN
CO AHS Hayana npoBeAEeHUS K/MHMYECKOro MucCnenoBaHust JIEKapCTBEHHOro npenapata  A4ns
MEAUUMHCKOro MnpuMeHeHus, coobuwaetr o6 3TOM B YMNOJIHOMOYEHHbIA deaepanbHbli  OpraH
WCNOJIHUTENbHON BfacTW, BblAaBLWIWNIA pa3pelleHne Ha MNpoBeAeHUEe TaKoro wuccaegoBaHus, Mo
YCTaHOBJ/IEHHON UM (popMe.
(4yacTtb 3.1 BBeaeHa denepasibHbIM 3aKOHOM OT 29.11.2010 N 313-03)

4. OpraHusaumuy, OCYLLEeCTBASKWME OpraHmM3aunilo NpoBeAeHUs KIMHUYECKOro uccnefoBaHus
NleKapCTBEHHOro npenapaTta AN MeaAuUMHCKOro MPUMEHEHUS M yKasaHHble B 4Jactu 3 ctaTtbu 38
HacTosiwero denepanbHOr0 3akoHa, B clyyae HeobXoAMMOCTM BHECEHUS WU3MEHEHUM B MNPOTOKON
K/IMHUYECKOro nccneaoBaHus nekapCcTBeHHOro npenaparta ans MeamunMHCKOro npMMmeHeHus coobuwatoT
06 3TOM B YNOJIHOMOYEHHbIN beaepanbHbIi OpraH UMCNOAHUTENbHOW BAAcTU, BblAaBLUMI pa3pelleHne
Ha NpoBeAeHMEe TaKOro nccneaoBaHus, No YCTaHOBAEHHOW UM opMe.

(B pea. ®epepanbHoro 3akoHa o1 11.10.2010 N 271-03)

4.1. ®opMa coobLeHNs O BHECEHUM U3MEHEHMI B MNPOTOKOJ KJIMHMYECKOro uccnegoBaHus
NleKapCTBEHHOro npenapata Ans MeaAuUMHCKOro MpUMEHEHUsT A0J/IXKHa coAepXaTb creaylolune
cBefeHuns:

1) HanMeHoBaHue, VID,GHTVId)VIKaLI,VIOHHbIVI HOMEP n AaTta NnpoToOKO1a KJIMHNU4YEeCKOro
ncecneaoBsaHmA,

2) AaTa BHECEHUSA N3MEHEHUN B NMPOTOKOJ/1 KJIMHNYECKOIro nccneaoBaHum4,
3) HanMEHOBAHME N MECTO HaXOXAEHUA 3aABUTENA,

4) HanMeHOBaHWe OpraHu3auumn, NpuBeYeHHON pa3paboTUMKOM JIeKapCTBEHHOrO npenapaTta K
opraHmsaumu npoBeaeHnst KIIMHNYECKOro nccnegosaHus (Npu Hanmuum);

5) HaMMeHOBaHUS W MecTa HaxXoXAEHUS MegULMHCKUX OpraHmsaumii, B KOTOPbIX MpPOBOAUTCS
KIMHNU4YEeCKoe nccnegoBaHme,
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6) AaTa BblAauM paspelleHUss Ha MNpoBeAeHME KMHUYECKOro WCCeAoBaHUst M HOMEp 3TOro
paspeLlleHus;

7) U3MEHEeHMUs, BHOCUMble B MPOTOKO/ KIIMHNYECKOro nccneaoBaHus.
(vyactb 4.1 BBegeHa ®egepasibHbiM 3akoHoM 0T 11.10.2010 N 271-®3)

5. B cpok, He npeBbiwaoWwmn TpuauatTv paboumx gHEN Co AHSA NONYYEHUS YKA3aHHOro B Yactm 4
HacTosLen CTaTbu COOOLUEHUS, YNOSHOMOYEHHbIN denepasnbHbli OpraH WMCNOJIHUTENBHOW BAacCTU
paccMaTpuBaeT 3TO cooblleHne B YyCTaHOB/EHHOM MM MNOpsAKe UM MPUHMMAET pelleHMe O BHEeCEeHMMU
M3MEHEHMU B NPOTOKOJ KIMHNUYECKOrO UCCef0BaHMs fIeKapCTBEHHOMO npenapaTa s MeguumHCKOro
NMPUMEHEHUS WM 06 OTKase BO BHECEHUU TaKMX WU3MEHEHMUW. [pu pacCcMOTPEHMM COO0bLLEHMS O
Heo6X0ANMOCTU BHECEHUS M3MEHEHUW B MPOTOKON KAMHUMYECKOro MCCNeAoBaHUS NeKapCTBEHHOMO
npenapata 409 MeAUUMHCKOro MNpUMEHEHMS B UensiXx oueHKn 060CHOBAHHOCTM Mpeanaraembix
W3MEHEHUI U onpeaeneHns CTerneHn pucka ANs naumMeHToB, NMPUHUMAKLWNX yYacTme B KJIMHUYECKNX
NccnegoBaHMAaX, YMNOJIHOMOYEHHbIM  denepasibHbIM  OPraHoM  UCMOJIHUTENbHOW  BAACTU  MOryT
NpuBAeKaTbCA 3KCNEPTbl COBETA MO 3TUKE.

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

6. KnuHunuyeckoe wuccnegoBaHWe NeKapCTBEHHOrO Mpenaparta ANns MeAMUMHCKOro NpuMeHeHUs
MOXeT 6biTb MPUOCTAHOB/IEHO WM MpEeKpalLeHo, ecnM B NpoLecce ero npoBeaeHust obHapyXeHa
ONACHOCTb A/ XW3HW, 340POBbS MNAUMEHTOB. B crlyyae BO3HWKHOBEHMS OMACHOCTU ANS XXWU3HMU,
3[10pOBbS MaLMEHTa, YYacTBYIOWEro B KJIMHNUYECKOM WUCCNeAOoBaHMM NIeKkapCTBEHHOMO npenaparta ans
MEeAMUNHCKOro MpUMEHeHUs1, nccnegoBatenn o6s3aHbl NpoMHboOpMMpoBaTb 06 3TOM pyKoBOAUTENS
MEAMUMHCKON opraHuMsauuM U  OpraHusauuio, MONYUMBLLYH paspelleHuMe  YNOSHOMOYEHHOro
(bepepanbHOro opraHa WCMOMHUTENbHOM BNAcCTU Ha OpraHm3auuilo MpoBeAeHUs KJIMHUYECKOro
NCCNeaoBaHUA  NIeKapCTBEHHOro npenapata. PeweHne O  NPUOCTAHOBAEHUM  KIMHUYECKOrO
NCCNeaoBaHUA  NIEKAPCTBEHHOro  npenapata  And  MEeAULMHCKOro  MPUMEHEHUS  MPUHUMAOT
pyKoBOAUTENb MEAULMHCKOM oOpraHmMsaunm wu (unu) opraHusauus, MoJyyYuBLUAs paspelleHue
YyNO/HOMOYEHHOro deaepanbHOro opraHa WCNOMHUTENbHON BNAacTM Ha OpraHM3auuio npoBeAeHUs
KJIMHWYECKOro MCCefoBaHMs NIeKapCTBEHHOrO npenapaTa Ans MeAWLMHCKOro NpuMeHeHus, pelleHune
0 nMpeKpalweHuM Takoro wuccnenoBaHWsl MPUHMMAET YMOSHOMOYEHHbIN deaepasnbHbIi  opraH
WUCMONMHUTENbHON BNAacTM Ha OCHOBaHWMKM CcooblweHuss B MNUCbMEHHON dopMe pyKoBoaAUTENS
MEAMUMHCKON OpraHM3aumm WM  OpraHusauusi, MoJyyYuBLIAs paspelleHne  yrnosIHOMOYEHHOro
(benepanbHOro opraHa WCMOMHUTENBbHOM BNAcTU Ha OpraHM3auuilo MNpoBeAeHUs KJIMHUMYECKOro
nccnepoBaHUs NlekapCcTBEHHOMO NpenapaTta ANns MeAULUMHCKOro NpUMeHeHUs.

7. B cpok, He npeBbiaowWwmnin NaTM pabounx AHen co AHS 3aBepLleHUsi, NPUOCTAHOBNEHNS UK
npeKkpawleHns KJAMHUYECKOro UCCNefoBaHUs JIEKApCTBEHHOro npenapata AN  MeauuMHCKOro
NnpuUMeHeHUs, cooblleHne 06 3TOM HampaBisieTCs OpraHmM3aumsiMM, yKasaHHbIMW B YyacTu 3 cTaTbn 38
HacTosiwero ®enepanbHOro 3akoHa, B YMOJIHOMOYEHHbIN deaepanbHbli OpraH MCMOAHUTENbHOM
B/1ACTW NO YCTAHOB/EHHOW UM dopme.

8. CDopMa coobuweHnsa o 3aBepuweHnn, npuoctaHoeBneHMn wnin npekpaweHnmn KianHN4YeCckKoro
ncecneaoBaHnAa NEKapCTBeHHOro npenaparta and MEAUUNHCKOro npnMeHeHnd AOJI>KHa COAEPXKATb.:

1) nHdopMauno 0 MeEAUULNHCKON opraHM3aumm UM MeaMuUUHCKUX opraHmM3auusx, NpoBOAUBLLNX
AaHHOEe UccrneaoBaHue;

2) onmncaHme AaHHOro nccneagoBaHn4,

3) aaHHble uccnegosatensa (dbamunnsa, UMsl, 0TYECTBO, MeCTo paboTbl, 3aHMMaeMast AOJIXXHOCTb,
cneumanbHOCTb, CTax paboTbl NO nporpaMMaM KAMHUMYECKUX WCCNefoBaHUM  NeKapCTBEHHbIX
npenapaToB, MepeyeHb KIANHUYECKUX WCCeAOBaHMIN neKapCTBEHHbIX MNpernapaToB, B KOTOPbIX OH
npuHMMan y4dactme (Nnepmoabl y4acTms) B KadyecTBe nccnegoBartens nnm comccnegosartens);

(B pea. ®enepanbHoro 3akoHa o1 11.10.2010 N 271-93)

4) pe3ynbTaT AAHHOro uccnenoBaHus (3aBeplleHne, NPUOCTAHOBMEHUE WAM NpPeKpalleHune
OAHHOM0 MccneaoBaHUs C yKasaHUEM MX MPUYUH U BAWMSHUS Ha OLEHKY €ro pe3ynbTatoB, obulyio
OLIEHKY pUCKa M OXMAAEMOW NOMb3bl OT NMPUMEHEHUS UCCNEeAYEMOro NeKapCTBEHHOro npenapaTa, a
TakKXe npeanonaraemMble ganbHelhlne AeNCcTems).

8.1. Mpu BbisBNeHUM deaepanbHbIM OPraHoM WCMOSIHUTENbHOM BIAcTU, OCYLLECTBASIOWMM
(byHKUMM MO KOHTPONO WM Haa3opy B cdepe 34paBOOXPaHEHWUs, HapyLeHWi npaBui Haanexaluewn
KIMHWYECKOW MPaKTUKU NpU NPoOBEAEHUN KIMHUYECKOro MCCneaoBaHWUs NekapCTBEHHOMO npenapara,
BIUSIOWLMX Ha MOMHOTY U (MNM) AOCTOBEPHOCTb AAHHOMO K/MHUYECKOro MCCNeAoBaHUs, YKas3aHHbIN
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denepanbHbll  OpraH  UCMOSIHUTENBLHOW  BAAcTUM  NpPUOCTaHaBNMBAaeT MNpoBeAeHue  AaHHOro
KNMHNYECKOro UccneoBaHusa U BbIHOCUT MEAULMHCKOW OpraHm3auuMmn, B KOTOPOW NpoOBOANTCSH AAHHOE
KNIMHWYecKkoe wuccneaoBaHue, npeanucaHve o6 YyCTpaHEHUU BbISBNEHHbIX HapyweHuni. [pu
HeyCTpaHeHMU MeOULMHCKOW oOpraHusaumen BbISIBNEHHbIX HapyweHU B  YCTAaHOBMEHHLIA B
npeanucaHnm CpokK ykasaHHbln deaepanbHbli OpraH UCNONHUTENbHOM BAACTU NPUHUMAET peLleHune o
npekpalleHnn nNpoBefeHns KIIMHUYECKOro uccnefoBaHusa IeKapCcTBEHHOMO nNpenaparta n HanpasnseT B
denepanbHbIA  OpraH MWCNOMHUTENbHON BAacTu, ocywecTeagwowmin dyHKuMM no BbipaboTke w
peanu3aummM rocyaapCTBEHHOW TMOJUTUKM U HOPMaATMBHO-NMPaBOBOMY perynmMposaHuio B cdepe
34paBOOXpPaHEHNs, 3aK/Il0YeHUEe O BbIABAEHWUM TMpU  MPOBEAEHUM  OAHHOI0  KJMHWYECKOro
nccnefoBaHUs HapyLleHUA NpaBua Haanexawen KIMHUYECKOW NPakTUKKU ANs NPUHATUSA pelleHns ob
OTMEeHe pas3pelleHns Ha opraHm3aumio NpoBefleHNs AAaHHOMo KAMHWUYECKOro WUccrefoBaHus C Aatbl
NPUHATUSA peLleHns O NPUOCTAHOBNEHUN MPOBEAEHNA KJIMHUYECKOro uUccnenoBaHUs siekapCTBEHHOro
npenapara.

(yacTtb 8.1 B pean. ®enepanbHOro 3akoHa ot 13.07.2015 N 241-93)

9. YnonHoOMouYeHHbl denepanbHbIA  OpraH MWCMNOJIHUTENbHOM BAacTu ONyb/MKOBbIBAET W
pa3MellaeTr Ha cBoeM oduumaibHOM cante B cetn "WNHTepHeT" coobueHme o0 3aBeplleHunH,
NPUOCTAHOBNEHNUN UM MNPEKpaLLeHUN KIMHUYECKOro MccnefoBaHus sieKapCTBEHHOro npenapara Ans
MeAMLUMHCKOro NpUMeEHeHMs B CPOK, He NpeBbiwatowmii natm paboumx AHEN CO AHSA ero nosyvYeHus, B
YCTaHOB/IEHHOM MM MoOpsiAKeE.

10. YNonHOMOYeHHbIN deaepanbHbii OpraH WUCNOAHUTENbHOM BAACTU OCYLUECTBASET BeaAeHue
peectpa uccneposaTesien, MNpPOBOASAWMX  WAW  MNPOBOAMBLUMX  KIMHUYECKME  UCCefoBaHus
NeKapCTBEHHbIX NpenapaToB AN MeAULUWHCKOro NpUMEHEHUs, B COOTBETCTBUMU C YTBEPXKAEHHLIMU UM
npasuiaMmn M pasMellaeT ero Ha CBoeM oduumanbHOM canTe B ceTh "NHTepHeT" B YCTaHOBNEHHOM UM
nopsake. YKasaHHbI peecTp coAepXuT UWHPOpMaUMKD, MNpPeayCMOTPEHHYI TMYHKTOM 3 4actm 8
HacTosILLEN CTaTbMW.

11. Otyer 0 pe3yabTaTax KJIAMHUYECKOrO WCCAeAO0BaHMS JIEKAapCTBEHHOro npenapaTta Ans
MEeAMLUNHCKOrO TMPUMEHEHUST COCTaBASIETCS OpraHuM3auuen, ykKasaHHOM B 4yactu 3 ctatbu 38
HacTosiwero deaepanbHOro 3akOHa, Ha OCHOBAHWUM 3aK/IOUYEHUA MEeAMUMHCKUX OpraHm3auui,
NpOBOAMBLUMX 3TO MWCCNeAoBaHWe, W MpeacTaBisieTCa B YMNOJHOMOYEHHbIA deaepanbHbli OpraH
WCMNOJIHUTENBbHOW BNacTW, BblAaBLIMA pa3pelleHne Ha NpoBeAeHME 3TOr0 MCCNeaoBaHWUsi, B CPOK, He
NpeBbIWAWMN Tpex MecsileB CO AHS €ro 3aBepLUeHUsl, NMPUOCTAHOB/IEHUS WKW MPeKpalleHusl, B
nopsiake, yCTaHOBNEHHOM YMNO/HOMOYEHHbLIM heaepasibHbIM OpraHOM UCMNOSTHUTENLHOW BacTu.

12. HapyweHue npaBun Hapnexalwen KIAMHUYECKOW MpakTuku, danbcndukaumsa pesynbTaTos
KJIMHWYECKOro UccrieaoBaHMs NekapCTBEHHOro npenaparta 475 MeAUUUHCKOro nNpuMeHeHus BNEKYT 3a
Cco60M OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuiickon degepauun.

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

13. Tlpu npoBeAeHUMN KIIMHUYECKOro WCCeAoBaHUA JIeKapCTBEHHOro npenapata Ans
MeANUNHCKOro NpuMeHeHnsa aonyckaetcs 3abop y naumeHToB 6uMonornyeckux matepuanos (obpasupbl
buonornyecknx XKuMAKoCTen, TKaHen, CeKpeToB W MNpoAYKTOB >KU3HeAesATes/IbHOCTU 4esioBeka,
duUsnoNorMyecknx U naTosiorMyeckmx BblAeNEeHUNn, Ma3KoB, COCKOH6OB, CMbIBOB, MWKPOOPraHU3MOB,
6noncunHbIN MaTepman) Ana ux ulydeHus B Poccuinckon depgepaumn mn (Mnn) 3a npepenamu
Poccuiickon depepaunn.

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

14. Nopsagok BBo3a B Poccuickyo depepaunto U BbiBO3a 3a npenensl Poccuiickon depepaunm
6uonornyecknx MaTepumanos, TMOJIYYEHHbLIX NpPU  NPOBEAEHUM  KJIMHWYECKOro  uccnenoBaHus
NeKapCcTBEHHOro npenapata Ans MeAWUMHCKOro NpUMEeHEeHUs, ycTaHaBnusaeTcs [lpaBUTeNnbCTBOM
Poccuinckon denepaumn.

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

Cratba 41. [JoroBop O NpoBeAE€HMMU KJIMHUYECKOro MuccnefoBaHUSA JieKapCTBEHHOro
npenaparta oA MeAULUHCKOro npuMeHeHus

1. KnnHunyeckoe wuccnegoBaHue neKapCTBEHHOro npenapaTta Als MeAMUUMHCKOro rnpuMeHeHus
npoeoantca B cCooTBeETCTBMM C AOroBopoMm O npoBeaeHUnN KAMHUYECKOro wuccnegoBaHud
NeKapCTBEHHOro npenapaTta Af8 MeAUUMHCKOro NpUMeHEeHUs, 3aK/lo4YaeMbiM Mexay opraHusauunen,
nosiyymsBlleln paspeweHne yrnosiHoMoYeHHoro denepasbHOro opraHa MCNOSIHUTENBbHOM BAACTU Ha
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opraHu3aumio NpoBeAEHUS TaKOro UCCAeAoBaHUs, U MEAMLMHCKON OpraHu3aumen, ocyLecTBsoWen
npoBeAeHMe Takoro UccnenoBaHus.

2. ,ﬂOFOBOp O npoBeAeEHNN KIUMHNYECKOIro uccneaoBaHmsa JNeKapCTBEHHONO npenapata And
MeANUUNHCKOIo NpuUMeEHEHNA AOJIXKEH CoOAEPXaTb.

1) ycnoBusa n cpoku NpoBeAeHUs AaHHOMO UCCNef0BaHUsA;

2) onpeaeneHune obwei cronmocTu nporpamMmMmbl AaHHOro uccneaoBaHuna C ykKazaHMeM CyMMbl,
npeaHa3Hal-|arou.Le17|C$| An4a BblnnaTtT nccnegoBaTtensaMm, ConccnenoBaTtenisamMm;

3) onpepeneHne @GOpMbl  NpeacTaBfieHUs  pe3ynbTaTOB  [aHHOMo  UcCnefoBaHUs B
YNO/HOMOYEHHbIN befepanbHblil OpraH UCMONHUTENbHOW BNacTu.

Ctatbsa 42. ®nHaHcoBoOe obecneueHue KJIMHUYECKOro UccneaoBaHusa JieKapCTBEHHOro
npenapara aJia MeAMLMNHCKOro npuMeHeHusn

®unHaHcoBOoe obecrnedyeHne KAMHMYECKOrOo UCCenoBaHuUs NeKkapCcTBeHHOro npenaparta Agnd
MeANUMHCKOIro NnpnMMeHeHnsa OCYLLECTBNAETCA 3a CYET:

1) cpencts deanepanbHoro 6roaxeTa;

2) cpeacTts opraHM3aum7|, nonyymslwnx pa3peleHne Ha opraHmsaumto nposeaeHunsa AaHHOro
nccecneaosaHmnAa, B COOTBETCTBUU C YC/TOBUAMU A0OroBopa O €ro nposeaeHumun,

3) MHbIX He 3anpeLleHHbIX 3aKkoHodaTenbCTBOM Poccuninckon degepaunm NCTOUHUKOB.

Ctatbs 43. [lpaBa nNaUMEHTOB, YYaCTBYWLWMX B KJ/IMHUUYECKOM WcCCefoBaHUMU
NleKapCTBEHHOro npenaparta Ansa MegUMUMHCKOro NnpuMeHeHus

1. YyacTme nMaumeHTOB B K/IMHWYECKOM UCCNefoBaHUW NeKapCTBEHHOro npenapaTta A4ns
MeANUNHCKOrO NpUMEHeHns BnseTcst 406 pOBObHbIM.

2. MauMeHT nnm ero 3aKOHHbIA npeacTtaBuTenb Ao/XeH 6blTb MHPOPMUMPOBAH B MUCbMEHHOW
dopme:

1) o nekapcTBeHHOM npenapaTe AN MeAUWLUMHCKOro MPUMEHEHUS U CYLLHOCTU KIWMHUYECKOro
NCccneaoBaHUsA 3TOro IeKapCTBEHHOMO Npenaparta;

2) o 6e30MacHOCTU JIEKApCTBEHHOro npenapata Ans  MeAULMHCKOro TMpPUMEHEHUSA, €ero
oxuaaemoin achPEKTUBHOCTU U CTEMEHN PUCKa ANS NaUMEHTa;

3) 06 YCNoBUAX ydaCtuna naumeHTa B KIIMHUNYECKOM UCCIeAOBaHUN NeKapCTBEHHOIMO npernaparta
Ana MEANUMNHCKOINoO NpMMEHEHUA,;

4) O uenn unnn uenax m npoaosNKUTENbHOCTU KIIMHUYECKOIro HUCCneaoBaHUA NEKapCTBEHHOIO
npenapata and MeanumnHCKOro npuMeHeHuns;

5) O OENCTBUAX MauUMEHTa B cnydyae HenpeasunaeHHbIX 3q)d)eKTOB BINAHUA NEKapCTBEHHOIO
npenaparta gna MeaAnNUMHCKOro npuMeHeHnsAa Ha COCToAHUNE €ro 340poBbA,;

6) 06 ycnoBusax o6s3atenibHOro CTpaxoBaHMS XN3HU, 340POBbS MaUNeHTa;

7) O rapaHTuax KOHCIDVI,CI,eHLWIaJ'IbHOCTVI ydyaCctna nauunmeHtTa B KIWMHUYECKOM UCCieaAOoOBaHUN
NeKapCTBEHHOIo npenapata angd MeamumMHCKOro npnMeHeEHA.

3. [Jo6poBofibHOE cOrfacMe nauueHTa Ha yyacTMe B KJIWMHUYECKOM  MCCNeaoBaHun
NEKApCTBEHHOrO Mpenapata Ana MeAULMHCKOro MPUMEHEHMS MNOATBEPXKAAETCA €ro MOAMUCHI0 UK
NnoAnMuUCbIO ero 3aKOHHOIro NpeAcTaBUTENs Ha MHPOPMALNOHHOM SIMCTKE NauMneHTa.

4. TlauMeHT uNM ero 3aKOHHbIN npeactaBuUTElb UMEET MNpaBO O0TKa3aTbCA OT Y4acCTud B
KIMHNYECKOM NCCNeENOBAHUN NEKAPCTBEHHOINO npenaparta Anad MeEANLMHCKOro npuMeHeEHmMA Ha nto6oi
CTaann npoBeaeHnNd TakKoro nccneaoBaHus.

5. lTpoBeaeHne KAMHUYECKOro MCCNenoBaHWs JieKapCTBEHHOrO rnpenaparta asis MeauMuuHCKOro
npnMeHeHuna € y4yactmem B Ka4vecTtBe naumneHToB aeten AOMYyCKaeTCA TOJZIbKO C cornacua B MMCbMEHHOWM
cbopMe nXx pop,MTeneﬁ, YCbIHOBMTeﬂeVI. JeTn Moryt paccMaTpuMBaTbCs B KadecTBe MNoTeHUManbHbIX
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NnaunmeHToOB TakKoro wuccnenoBaHUsi, TOMbKO €C/IM ero npoBeAeHuMe HeobxoaAuMOo AN yKpenseHus
300p0OBbsa AeTeNn UAN NpodunakTUKnM MHGPEKUMOHHbIX 3aboneBaHun B AETCKOM Bo3pacTte mbo ecnu
Lesnblo Takoro uccneaoBaHmns ABNSETCA NONYyYEeHUE AAHHbIX O Hauay4llen A403UMPOBKe IeKapCTBEHHOIo
npenapaTta Ansd neyeHua aeten. B 3TuUX cnydaax TakoMy MCCNeAoBaHWUIO AOMKHO NpealecTBoBaTb
KNMHWYecKkoe uccnegoBaHWe nekapCcTBEHHOro npenapata Ans MeaAuUMHCKOro MNpUMEHeHus Ha
COBEpPLUEHHONETHUX rpaXaaHax, 3a MWCK/YEeHWEeM Cciy4daeB, eCfiM UCCieayeMbll eKapCTBEHHbIM
npenapaTt 408 MeAWLUMHCKOro MNpUMEHEHUA npeAHa3HAYeH WCK/IYUTENbHO A1 UCMOb30BaHUSA
HEeCOBepLUEHHONIETHUMU rpaxaaHamu.

(B pen. ®epepanbHoro 3akoHa ot 22.10.2014 N 313-03)

6. 3anpewlaeTca npoBeAeHMe KJIAMHUYECKOro WcCienoBaHus JfiekapCTBEHHOro npenaparta ans
MEANUNHCKOIo NnpuUMeEHEHNA C Y4aCTUNEM B Ka4eCTBE NaUNEHTOB:

1) peten-cupoT 1 geten, octaBwnxcsa 6e3 nonedeHns poamTenen;

2) XeHWMH B nepuos 6epeMeHHOCTW, XXEeHWWH B nepuoa rpyaHOro BCKapM/AMBaHUA, 3a
NCKJIIOYEHNEM ClyYaeB, eCc/iM NPOBOAUTCS KIIMHUYECKOE WUCCNef0oBaHMe NeKapCTBEHHOro npenapara,
npeAHasHAUYeHHOro AN YKa3aHHbIX XEHLWWH, Npu yCoBUU HEOBXOAMMOCTU MOSydYeHns MHbopMaumm
TONbKO BO BPEeMsi MPOBEAEHUS COOTBETCTBYIOLMX KIAMHUYECKUX MUCCNEeAOBaHWM W MPUHSATUS BCeX
HeobX0oAMMbIX Mep MO WCK/IIYEHUK pUCKa HaHEeCeHUs BpeAa XeHLWMHe B nepuos 6epeMeHHOCTH,
XEHLLMHe B Nepuos rpyAHOro BCKapMAMBaHUS, nioay unu pebeHky;

3) BOEHHOCAYXalWMx, 3a WCK/IOYEHMEM CJlydaeB MpoBeAeHUs KAMHUYECKOro uccienoBaHus
NleKapCTBEHHOro npenaparta, cneuuanbHo pa3paboTaHHOro Ass MPUMEHEHUS B YCIOBUSAX BOEHHbIX
ONENCTBUIA, 4pe3BblYalHbIX CUTyauun, npodUIakTUKN U nedyeHns 3aboneBaHUn W  MNOPAXEHUN,
NOJSIYYEHHbIX B pe3ynbTaTe BO3AEUCTBUS HebNaronpuaTHbIX  XMMWUYECKUX, Buonornyeckux,
paanaumMoHHbIX dakTopoB. KnnMHMYEcKoe uccaenoBaHME TaKoro JleKapCTBEHHOrO npenapaTta MOXET
NpoBOANTBCA C y4YaCTMEeM B KayecTBe MauUMEHTOB BOEHHOC/YXaWMX, 3@ MWCKIIYEHNEM
BOEHHOC/Y>XaLUNX, MNpOXoAsiwmnx BOEHHYK cnyxby no npusbiBy, C cobnogeHnem TpebosBaHun,
YyCTaHOBJ/IEHHbIX HacToAwmMM PeaepanbHbiM 3aKOHOM B OTHOLLIEHUW FPa)XXAaHCKNX NuL,;

4) COTPYAHMKOB MpaBOOXpPaHUTENbHbIX OPraHoB;

5) nny, OTObIBAOWMX HaKa3aHMe B MecCTax JINEHNS CBOGO[l,bI, a TaKXe nuny, Haxoasawnmxca noa
CTpa)Kel\/'l B CNeACTBEHHbLIX N30/14ATOpax.

7. [onyckaeTcs NpoBeAeHME KIIMHUYECKOr0 MWCCeAoBaHUS JIEKApCTBEHHOro npenaparta Ans
MEAMUMHCKOrO MNPUMEHEHUS, MNpeAHAa3HAYeHHOro ANs JIeYeHUs NCUXMYecknx 3abonieBaHun, C
yyacTMeM B KayecTBe MauUMEHTOB /ML C  MNCUXMYECKUMMM  3aboneBaHUsIMU,  MPU3HAHHbIX
HefeecnocobHbIMM B MNopsiAKe, YCTaHOBJIEHHOM 3aKoHoAaTenbCTBOM Poccuiickoii  depepauumu.
KnuHuyeckoe unccnenoBaHue nekapCcTBEHHOMO rnpenapaTa B 3TOM C/lyyae NMpoOBOAMTCA MPWU HanMyuu
cornacusi B NTMCbMeHHOM popMe 3aKOHHbIX NpeacTaBUTeNen ykasaHHbIX uL.

CtaTtba 44. O6sa3aTesibHOe CTpaxoOBaHMUE >XU3HU, 340POBbA NAaLMEHTa, Y4aCTBYIOLWEro B
KJIMHUYECKOM UCCNief0BaHUM JSiIeKapCTBEHHOro npenaparta AN MeaUuLUUHCKOro rnpuMeHeHus
(B pen. ®epepanbHoOro 3akoHa ot 29.11.2010 N 313-03)

1. OpraHumsaums, NONyuMBLLUAA paspelleHne Ha OopraHM3auuio npoBeaeHUs KIAMHUYECKOro
ncecneaoBaHnAa NEKapCcTtBeHHOro npenaparta And MeAUUMHCKONro npmMMeHeEHUus, obsa3aHa B KadecTBe
CTpaxoBaTena CTpaxoBaTb PUCK MNMPpUYUHEHUA Bpe€da XU3HWU, 340POBbKO MalUMEHTa B peE3yJ/ibTaTe
npoeeaeHna KIANMHUYECKOro wunccneaoBaHuna JNeEKapCTBEHHONoO npenapata  Anda  MeanumHCKoro
NPpUMEHEHNA 3a CBOW cyeT nyTeM 3aKroyeHna 4oroeopa obs3aTenLHOro CTpaxXoBaHUA.

2. Ob6bekTOoM o069a3aTenbHOro CTpaxoBaHUS SBNSAETCA WMYLWECTBEHHbIN MHTEpeC nauWneHTa,
CBSI3aHHbIM C MNpUYMHEHMEM BpeAa €ero >XW3HW WA 340POBbD B pe3ysbTaTe nNpoBeAeHUs
KJIMHNYECKOro nccnenoBaHna NekapCcTBEHHOro npenaparta Ans MeanunHCKOro NpuMeHeHus.

3. CTpaxoBbIM C/lydaeM Mo AOroBopy 06s3aTefibHOro CTpaxoBaHUsS SIBNSIETCS CMEpPTb MNauMeHTa
NN yxyAlWeHWe ero 340poBbs, B TOM uuMc/e BfieKyllee 3a coboli yCTaHOBEHNE MHBANMAHOCTU, NpU
HaIMUYNM NMPUYNHHO-CNEACTBEHHOM CBA3M MeXAy HACTYM/I€HUEM 3TOro CobbITUS M yYacTMEM NauueHTa
B KJIMHWYECKOM UCCNeA0BaHMM NNeKapCTBEHHOro npenaparTa.

4., TpeboBaHMA O BO3MELLEHUM Bpeaa, MNPUYNHEHHOIO X>XWU3HWU WAN 3[40POBbH MaUMEHTa,
npeabsBnsalOTCAd B TEYEHUE  CPOKOB  MCKOBOW  AABHOCTW, YCTAHOBJIEHHbIX  TPaXAaHCKUM
3aKOHOAaTeNbCTBOM,
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5. Pasmep CTanOBOVI BbIM/1aTbl MO AOrOBOPY obs3aTenbHOro CTpaxXoBaHWNA COCTaB/IAET.

1) B C/Zly4yae CMePTU NaumeHTa ABa MUJIMOHA DY6ﬂel>’1 Ha KaXAaoro nauneHTta, y4actBoBaBLUEIo B
KIMHNYECKOM nccneaoBaHMn NeKapCTtBEHHONo npenaparta,

2) Npu yxyalWeHun 340poBbs NaLMeHTa:

a) noBnekleM 3a coboi yCTaHOBEHNE MHBANUAHOCTU I rpynnbl, OAMH MUASIMOH NATLCOT ThICAY
pybnei Ha KaxZoro nauueHTa, y4acCTBOBaBLUErO0 B K/MHUYECKOM WCC/eAO0BaHUW NeKapCTBEHHOIoO
npenapaTa;

6) noBnekweM 3a coboil ycTaHOBNEHME WHBanuaHoctu II rpynnbl, OAWH MWUAAWOH py6nei Ha
Ka)kgoro nauueHTa, y4acTBOBaBLIEro B KJIMHUYECKOM UCC/IeA0BaHUM NIeKapCTBEHHOro npenapaTa;

B) nossiekwem 3a cobon yctaHosneHne uHsannaHoctu III rpynnbl, NATbCOT ThicAY pybnen Ha
KaX4oro nauueHTa, y4yacTBoBaBLlWero B KJIMHUYECKOM NccneaoBaHUM NekapCTBEHHOro rnpenapaTa;

r) He noBnaeKweM 3a coboi yCTaHOBNEHUS MHBANMAHOCTU, He 6onee yem TpucCTa Thicay pybnen
Ha KaxAoro naumeHTa, y4acTBOBAaBLUEro B K/MHUYECKOM UCCNEeAOBaHUM NIeKapCTBEHHOrO npenapara,
UCXo4d M3 HOPMATMBOB, OTPa)AWLWMX XapakTep W CTeneHb MOBpeXAeHUs 340pOBbHA, a TakKxe
paKTUYeCKn TMOHECEeHHbIX NAUMEHTOM PpacxoAoB, BbI3BAHHbIX MOBPEXAEHWEM 340pOBbs, Ha
MeANUNHCKY0 NOMOLb, NpnobpeTeHne nekapCTBEHHbIX NpenapaTos.
(nn. "r" B pen. ®enepanbHOro 3akoHa oT 22.12.2014 N 429-03)

6. YTpatun cuny ¢ 1 nona 2015 roga. - ®egeparnbHbii 3aKOH 0T 22.12.2014 N 429-03.

7. Cpok goroBopa 06A3aTeNbHOro CTPaxoBaHUs He MOXET 6blTb MEHee, YEM CPOK MpoBeaeHUs
KIMHUYECKOro UCCcneaoBaHMa NeKapcTBEHHOro npenapara.

8. Ycnosus porosopa o06s3aTeNbHOr0 CTpaxoBaHUS, B TOM 4ucne cTpaxoBble Tapudbl Mo
oba3aTenbHOMY CTpaxoBaHWIO, nepedeHb HEObXOAMMbIX AOKYMEHTOB A1 OCYLUECTBEHUS CTPaxoBOW
BbIMJaTbl, MOPSAOK YCTAHOBMEHUSA CTpaxoBaTeneM WHAUMBUAYANbHOro MAEHTUHOMKALMOHHOIO Koaa
naumeHTa, nopsaoK WHGPOPMMPOBAHMA CTpaxoBaTe/lEM CTPaxoBLIMKA O TMPUBJIEYEHHbLIX K
KIMHNYECKOMY  MCCNeAOBaHWID JIEKApPCTBEHHOro npenapata  Ang  MeauMUMHCKOro  MpUMeHeHus
nauMeHTax, nopsaoK ynsaaTbl CTPaxoBOW MpeMun, NOpSAOK peasiv3aunm onpeneneHHbIX HacToSsIWUM
depepanbHbIM 3aKOHOM U ApyruMm degepanbHbIMM 3aKOHaMM MNpaB M 0653aHHOCTEN CTOPOH Mo
aorosopy o6sa3aTesibHOro CTpaxoBaHWsl, @ TakXe HOpMaTMBbI, OTpaXalwwme xapakKTep U CTeneHb
NoBpEXAEHNS 340POBbS, YCTaHABNMBAIOTCS TUMOBbIMM NpaBuiamMu 06s3aTtenbHOro CTpaxoBaHus.

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

9. B cnyyae npuUYMHEHUS Bpeda >XW3HM NaUMEHTa, Y4YacTBOBABLUEr0 B KJIMHUYECKOM
NccnenoBaHUM NeKkapCcTBEHHOro npenapaTa, BbirogornpuobpeTaTensMn no aoroBopy o6s3aTenbHOro
CTpaxoBaHuUA SBNSIOTCA rpa)aaHe, MMewllMe npaBo Ha BO3MeLleHWe Bpeda B c/lydae CMepTu
KOpMWUbLA B COOTBETCTBMW C MPa)AaHCKUM 3aKOHOAATENbCTBOM, MPU OTCYTCTBUW TaKUX FpaxkaaH -
poaAUTENU, Cynpyr, AEeTU YMepLUero nauueHTa, Y4acTBOBABLUEro B K/MHUYECKOM WCC/EeA0BaHUU
NIEKApCTBEHHOrO nMpenapaTta, B Clyyae CcMepTU nauuMeHTa, Y4YyacTBOBAaBLUEr0 B  K/IMHUYECKOM
NccneaoBaHUM NeKapCTBEHHOro npenapata M He MMEBLUEro CaMOCTOATENbHOrO A0X0A4a, - FpaxAaHe,
Ha WXAMBEHUM KOTOPbIX OH HAXOAWNCHA, B OTHOWIEHMW BO3MELLUEHUA pPaCxXxoZloB Ha norpebeHue
nauMeHTa, y4yacCTBOBABLUEro B K/IMHMYECKOM WCCNEeAOBaHUM NeKapCcTBEHHOro npenapaTa, - auuo,
NoHecLlIee Takue pacxoabl.

10. CrtpaxoBasi BblNjlaTa B CYET BO3MELLEHWUS BpeAa, MNPUUYMHEHHOIO >XW3HM MaUMEHTa,
y4yacTBOBaBLUEro B KJIMHUYECKOM MCC/IeJ0BaHMUW TeKapCTBEHHOrO npenapaTa, pacnpenensieTcs Mexay
BblrolonpunobpeTaTensiMm NponopLUNOHANbHO UX KOMMUYECTBY B PaBHbIX A0NSX.

11. TpyM HacTynaeHunM CTPaxoBOro cay4yas MauMeHT, Yy4yacTBOBaBWMA B  KJIMHUYECKOM
nccnegoBaHMM  NNEKAPCTBEHHOIO npenapaTa, BblrogonpuobpeTtaTenb BrpaBe npeabsBUTb
HENOCPEACTBEHHO CTPaxoBUWIMKY TpeboBaHME O BO3MELWEHUMWU NpUYMHEHHoro Bpeaa. CTpaxoBas
BbINJlaTa OCYLUECTBNAETCA CTPaxoOBLIMKOM B TeuyeHuMe Tpuauatu AHel Cco [HA rnpeacTaB/ieHus
HeobXoAUMbIX  AOKYMEHTOB. MaumeHT,  y4dacTBOBaBLUWM B  KJIMHWYECKOM uccnenoBaHMu
NleKapCTBEHHOro npenapaTta, Win Bbirogonpuobpetatent 0683aH CcoOO6WMUTL CTPaxoBWMUKY AN
OCYLLECTB/IEHMS CTPaxoBOM BbIMJaTbl WHAMBUAYANbHbIM  MAEHTUMMKAUMOHHBIA KOA4 MaumeHTa,
YCTQHOBJ/IEHHbIA CTpaxoBaTe/lleM B COOTBETCTBMM C TUMOBbIMM rMpaBunamm 0653aTenbHOro
CTpaxoBaHus.
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12. [o nonHoro onpeaeneHusi pasMepa noasiexallero BO3MELLEHMIO Bpeda CTPaxoBLUMK MO
3asIBJIEHUIO MaUMEHTa, Y4acTBOBABLUEro B KJIMHWMYECKOM MCC/eA0BaHMM NeKapCTBEHHOIO npenapara,
WNN  3asiBNeHUto  BbirogonpuobpeTatenss BrnpaBe OCYWECTBUTb 4YacTb CTPaxoBOW  BbiMjaThl,
COOTBETCTBYIOLWWYI0 (PaKTUUECKN ONpeaeneHHON YacTu NPUUYMHEHHOMO Bpeaa.

13. CTanOBaFl BbiNs1laTa B COOTBETCTBMM C A0roBopoM obazaTenbHOro CTpaxXxoBaHu4
OCyLLeCTBNAETCA HE3AaBNCMMO OT BblM1aT, NPUYUTAOWNMXCA MO APYyrMM BnAaM CTpaxoBaHUA.

14. He ponyckaeTcs ydacTuMe nauymeHTa B MNpoBedeHUM KAMHUMYECKOro uccrieaoBaHus
N1eKapCTBEHHOro npenapaTta npun oTCyTctBmum Aorosopa obazaTenbLHOro CTpaxoBaHuA.

15. KoHTponb 3a WCNOJIHEHUMEM oOpraHusauumen, nosyvYuBlLEN paspelleHue Ha opraHusauuto
NnpoBeaAeHNs  KJMHUYECKOro MUCCnefoBaHMs fleKapCTBEHHOro npenapata  Ans  MeaMLUMHCKOro
NPUMEHEHUS, YCTAHOBMEHHOM HaCTosWeNn cTtaTben 0653aHHOCTM MO 0653aTefibHOMY CTPaxOBaHMIO
XXM3HW, 300pOBbS MauUMeHTa, ydacTeytowero (yyacTBoBaBLIEro) B K/AMHUYECKOM WUCCenoBaHUK
JlIeKapCTBEHHOrO0  npenapaTta, OCYLLeCTBASeTCa  YNOJIHOMOYEHHbIM denepanbHbIM  OpraHoMm
WUCMNOJIHNTENbLHOM BNAcTW, BbIAABLUMM pa3pelleHne Ha NpoBeAeHUE KIMHUYECKUX WCCNeaoBaHuin
NeKapCcTBEeHHbIX NpenapaTosB 4158 MeAUUMHCKOrO NMPUMeHEHMS.

Mnasa 8. NIPOU3BOACTBO N MAPKUPOBKA JIEKAPCTBEHHbIX CPEACTB

Cratbsa 45. NNpon3BOACTBO JiIeKapCTBEHHbIX CPeAcCTB

1. Mpoun3BOACTBO NEKapCTBEHHbIX CPeaCTB AO/HKHO COOTBETCTBOBATb TpeboBaHMSAM npasun
Hagnexawen npouM3BOACTBEHHOW MNPaKTUKK, YTBEPXAEHHbIM YMOJHOMOYEHHbIM deaepanbHbIM
OpraHoM UCnosHUTeNnbHOM Bnactn. OCobeHHOCTU nepexona NMpou3BOACTBa OTAESNbHbIX JIEKAapCTBEHHbIX
cpeactTB K MX NPOM3BOACTBY B  COOTBETCTBMM C TpeboBaHWsAMWM  MpaBun  Haanexawen
NpoOVU3BOACTBEHHOW MNpaKTUKW ycTaHaBnueatoTcs lpaButenbctBoM Poccuinickon depepaumun. Bbigaya
3aK/IlYEHU O COOTBETCTBMU MNPOU3BOAUTENSA NEeKapCTBEHHbIX cpeacTB TpeboBaHUAM npaBun
Hagnexawen npou3BOACTBEHHON MPaKTUKM OCYLLEeCTBASETCS MO pe3ynbTaTaM WHCNeKTUPOBaHMUS
npoussoanTenein NekapcTBeHHbIX CPeAcTB B Nopsake, yCTaHOBAeHHOM [lpaBuTenbCTBOM POCCUMCKOWN
Q®epepaunmn. Pazmep nnaThbl 3a BblAavy 3aKAKOYEHUS O COOTBETCTBUM MPOU3BOAUTENS JIEKAPCTBEHHbIX
cpeacts  TpeboBaHMSM NpaBua  Hagnexawenm MNpou3BOACTBEHHOM MpPaKTUKM  yCTaHaBMBAETCS
MpasutenbcTBOM Poccuinckon depepauunn. MNMopsaaok opraHusaumMn v nposBefeHUs MHCNEKTUPOBAHUSA
Nnpou3BOANTENEN JIeKapCTBEHHbLIX CPeACTB Ha CcooTBeTCcTBMe TpeboBaHMAM npaBua Haanexauwen
Npon3BOACTBEHHOWM NPaKTMKK ycTaHaBnmnBaeTcs MpaButenbcTBoM Poccuinckomn denepaumnn,

(B pea. ®epepanbHbiX 3akoHOB OT 25.06.2012 N 93-03, oT1 22.10.2014 N 313-®3, oT 22.12.2014 N
429-03)

2. T[pouM3BOACTBO JleKaApCTBEHHbIX cpeacTB B Poccuiickon ®depepaumm  ocylecTBAsSeTCs
NpOMN3BOANTENSIMU NNIEKAPCTBEHHbIX CPeACTB, MMELWMMN IMLEH3MI0O Ha NPOU3BOACTBO JIEKAPCTBEHHbIX
cpeacts. [lloaTBep)XAeHMe COOTBETCTBMA fiMUEH3MaTa npasBuiaM Haanexawen npou3BOACTBEHHOM
NPaKTUKN OCYLLECTBNAETCS B paMKax JIMLEH3MOHHOIMO KOHTPOSi B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccuinckonm degepaumnn ¢ y4eToM 0COBEHHOCTEN, YKa3aHHbIX B YaCTU 1 HACTOSALWEN CTaTbMu.

(B pea. ®enepanbHbIX 3aKOHOB 0T 22.10.2014 N 313-®3, o1 22.12.2014 N 429-03)

2.1. Ona uenen NVUEH3MpPOBaHUSA MNPOU3BOACTBA JIeKAPCTBEHHbIX CPeACTB AN9 MeAULMHCKOro
NPUMEHEHUS U MHCNEKTUpoBaHUA CcybbekToB obpalleHus NeKapCTBEHHbLIX CPpeACTB Ha COOTBETCTBUE
TpeboBaHuaM npaBun  Hagnexawen Npou3BOACTBEHHOW  MNpakTuUKM  deaepanbHblil  OpraH
WCNONMHUTENIbHON  BNacTW, OCYLWECTBASIOWMUA FOCYAapCTBEHHYIO PEerucTpaumio  JieKapCTBEHHbIX
npenapatos  And  MeAUMUMHCKOro  MNpUMEHeHus,  npepoctaBnsdeTr  defepanbHOMYy  OpraHy
WMCNOMHUTENBbHON BNacTu, OCYyLleCcTBAsWeMy deaepanbHbli  FOCYyAapCTBEHHbLIA  IMLEH3NOHHbIN
KOHTPOJIb AEeATENIbHOCTU MO MPOU3BOACTBY JIeKapCTBEHHbIX CPeACTB A/ MEAULMHCKOro NMpUMEHeHUs,
Nno ero 3anpocy B paMKax MeXBeAOMCTBEHHOro WHQOPMaLMOHHOro B3aMMOAEUCTBUA B Mopsake,
YCTaHOBJIEHHOM denepanbHbIM OpraHom NUCMONHUTENBbHOMN BnacTu, OCYLLEeCTBAAWMM
NUUEH3MpOBaHMe NpPOU3BOACTBA JIEKAPCTBEHHbLIX CPeAacTB ANnd MeAUUMHCKOrOo MNpUMEHEeHUs, W
denepasbHbIM OpraHOM MCMNOSIHUTENbHOW BJIACTU, OCYLECTBSIWNM rocyAapCTBEHHYIO perncrTpaunto
NeKapcTBEHHbIX rMpenapaTtoB A7 MeAUUMHCKOrO rMpUMEHEeHUs, CBeeHUs O J1eKapCTBEHHbIX
CcpeAcTBax, ykKasaHHble B yactm 5 craTbu 18 Hactodwero deaepasbHOro 3akoHa, B TOM 4yucne B
c/yyae, ec/in Takue CBefleHUsi COCTaBNAT KOMMEPYECKYHO TalHy.

(4acTb 2.1 BBeaeHa ®enepasibHbIM 3akoHOM OT 14.07.2022 N 311-®3)
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3. [pon3BOACTBO JIEKAPCTBEHHbIX CPEACTB OCYyLIecTBAsdeTcs C cobnwoaeHmeMm TpeboBaHUM
NPOMbILLIEHHOrO pernameHTa, KOTOpbIA  yTBepXAaeTcs pyKOBOAUTENEM npounsBoanTens
NEeKapCTBEHHbIX CpeaACTB W  BKA4YaeT B cebs nepeyeHb MWCMNONb3yeMbIX (apMaueBTUUYECKNX
cybCcTaHUMN M BCroMoraTesibHbIX BELWECTB C yKa3aHMeM KONMYecTBa KaXAoro M3 HUX, AaHHble 06
NCnoJib3yeMoM 060pyaoBaHNM, ONMCaHUe TEXHOSIOMMYECKOro npouecca U MeToaoB KOHTPONS Ha BCEX
3Tanax Npou3BO/ACTBA JIEKAPCTBEHHbIX CPE/ACTB.

4. Tpn NpoM3BOACTBE NIEKAPCTBEHHbIX CPeACTB MCMOMb3YHTCA apMaueBTMyeckme cybcrtaHumum,
CBelleHUsd O KOTOpbIX COAEepXaTCAd B rOCYAapCTBEHHOM peecTpe JieKapCTBEHHbIX CpeacTB, 3a
NUCKNOYEeHNEM dapMaueBTUYEeCKNX CybCTaHuui, Npou3BOAMMbBIX ANS MNPOBEAEHUS KIMHUYECKUX
nccnepoBaHM UM ana  akcnopta. K npoueccy npousBoacTBa dapmaueBTuyeckon cybctaHumm
OTHOCATCA Ntobble CTagMn TEXHOOMMYECKOoro rnpouecca, no3sonsolwme rnoayymTb roToBbIA NMPOAYKT,
COOTBETCTBYOWMIN TpeboBaHMAM (apMakONemHON cTaTbl, B TOM uucie depMeHTaums, aKCTpakuus,
O4YUCTKA, BblaeneHne, nepekpucTanansauns, BbicyllmsaHue, naMenbyeHue. B cnyyae Heo6xoanMocCTum
NCNoJSIb30BaHMS 3TUAOBOIO CNupTa, B TOM yucne dapMaueBTUHeckon cybCTaHuMn cnmpTa 3TUOBOro
(3TaHona), npu nMpOM3BOACTBE JIEKAPCTBEHHbLIX CPeACTB B KadecTBe pencreywowero v (umnm)
BCNOMOraTeflbHOro BELeCTBa, a TakKXe B MHbIX TEXHOMOMMYECKMX LensixX A0/HKHA 6biTb MCMOosb30BaHa
TONbKO hapmMaueBTuyeckas cybcrtaHumsa cnmpTa 3TUI0BOrO (3TaHoM).

(B pea. ®epepanbHbiX 3aKOHOB OT 22.12.2014 N 429-®3, ot 27.12.2019 N 462-®3, oT 27.12.2019
N 481-03)

4.1. lNepeyeHb NeKapCTBEHHbIX MNpenapaToB 4S9 MeAULMHCKOro MNpUMEHEeHWUs, B OTHOLIEHWUU
KOTOpbIX YyCTaHaBnmBalwTca TpeboBaHuMA K 06beMy Tapbl, YNakoBKe W KOMMAEKTHOCTW, MNepeyveHb
NeKapCcTBEHHbIX MNpenapaTtoB AN9  BETEPUHAPHOrO  MPUMEHEHUS, B  OTHOWEHWU  KOTOPbIX
yCTaHasnmeawTca TpeboBaHus kK o6beMy Tapbl, a Takxe TpeboBaHua K 0b6beMy Tapbl, ynakoBke WU
KOMMNEKTHOCTU NIEKapCTBEHHbIX NpenapaToB A9 MeAULMHCKOro npuMeHeHus, TpeboBaHus K obbemy
Tapsobl NleKapCTBEHHbIX rnpenapaToB ans BeTepuHapHoro NpUMeHeHUs onpeaensawTcs
COOTBETCTBYIOLWMMMU  YMOSHOMOYEHHbIMKN  deaepanbHbIMM  OpraHaMm  MUCNOSIHUTENbHOMW BflacTM B
nopsiake, yctaHoB/eHHOM lMpaBuTenbcTtBoM Poccurckon degepaumu.

(4acTtb 4.1 B pean. ®egepanbHOro 3akoHa ot 14.12.2015 N 374-03)

4.2. OpraHusauum, ocyllecTBasilowmne NpousBoACTBO dapmaueBTUUeCKon cybcTaHumu cnmpTa
3TMAO0BOro (3TaHosa) ANng NpomM3BOACTBA CNMPTOCOAEpXKalunX NeKapCTBEHHbIX npernapaTtoB, 06a3aHbl
OCYLLECTB/IATb YUET B NOPSAKE, YCTAHOB/IEHHOM CTaTbsaMu 8 U 14 OeaepanbHOro 3akoHa oT 22 HOs16ps
1995 roga N 171-®3 "O rocynapCTBEHHOM peryamMpoBaHMKM Npom3BoACcTBa M 060poTa 3TUIOBOrO
CnnpTa, aJKOrosibHOM N CNUPTOCOAEPXKALLEN NpoayKUMM 1 06 orpaHudyeHun notpebnenunsa (pacnutmns)
ankoronbHoM npoaykuun". [lpom3BoACTBO apMaueBTUYECKON cybcTaHumMM cnmpTa 3STUIOBOTO
(3TaHoOMa) AOMyCcKaeTCcs TO/NbKO OpraHM3auuen, OCYLLECTBASOWENA NPONU3BOACTBO PEKTUMDUKOBAHHOIO
3TUI0BOMO CnMpTa U3 MULLEBOrO Cblpbs HA OCHOBAHUW JIMLEH3MM HA NPOU3BOACTBO 3TWUI0BOro CNMpTa
ANns NpouM3BOACTBa (papMaueBTUYECKOM CybCTaHuMM cnupTa aTuNoBoro (3TaHosa) B COOTBETCTBUM C
TpeboBaHusaMn depepanbHOro 3akoHa oOT 22 HosaA6bpsa 1995 roga N 171-03 "O rocypapCTBEHHOM
perynnpoBaHum NpousBoAcCTBa M 060poTa 3TUIOBOrO CAMpTa, ankKOrofibHOM M CNMpTOCOAepXKalleln
npooykumn u 06 orpaHnyeHun notpebneHus (pacnutusa) ankorosbHOM npoaykuum", MeToa0oM
pa3BeAeHns BOAON OYULLEHHON TaKoro aTU/I0BOrO cnNupTa, NpouU3BEeAEHHOr0 AaHHOW OpraHmM3aumnen no
MECTY OCYLLECTBNEHMS NMPON3BOACTBA (phapMaLeBTUYECKON cybcTaHumMmM cnupTa 3TMNoBoro (aTaHona).
(yactb 4.2 BBegeHa ®epepanbHbiM 3akoHoMm oT 03.07.2016 N 261-®3; B pea. deaepanbHOro
3aKOHa oT 27.12.2019 N 481-®3)

4.3. NlugMBuayanbHble npearnpuHMMaTeny U lopuaMdeckne nuua, OCyLecTBASWMeE 3aKyrnKy u
Mcnonb3oBaHMe dapMaueBTMYeCKoM CcybCTaHuumM cnupta 3TUMNOBOro (3TaHona), a Takxe
NpOM3BOACTBO, M3roTosseHne wu (nmnm) o060poT (3@ WUCKAKYEHMEM  PO3HUYHOM  MPOAAXM)
CNMPTOCOAEPXALMX  NEeKapCTBEHHbIX npenapatoB, 06s3aHbl  OCYWeCTBAATb MUX  Yy4yeT U
AeKnapupoBaHue B Nopsaake, YCTAHOBIEHHOM cTaTbsiMM 8 U 14 ®enepanbHOro 3akoHa oT 22 Hos6ps
1995 roga N 171-®3 "O rocyanapCTBEHHOM perynmposaHuMn npom3BoacTBa M 06opoTa 3TWUAOBOro
CnupTa, anKoroabHOW M cnupTocoAepXkallen npoayKuum n ob orpaHnvyeHmnu notpebneHunsa (pacnutmsa)
aNKorosibHOM NpoayKunm".

(4actb 4.3 BBegeHa ®egepasibHbIM 3akoHOM 0T 29.07.2017 N 278-03)

4.4, Tlpu npou3BOACTBE JIEKAPCTBEHHbIX MpenapaTtoB Al BETEPUHAPHOro MNPUMEHEHUS
[IONyCKaeTcsl WMCNoNb30BaHME MPOM3BEAEHHbIX AN peanusaumm dapMaueBTUYecKnx cybctaHumi,
BKJ/TIOYEHHbIX B FOCYAAPCTBEHHbIN peecTp NieKapCTBEHHbIX CPeACTB YMOJIHOMOYEHHbIM deaepanbHbIM
OpraHoM MCMOMIHWUTENbHOW  BNacTu, OCYLIEeCTBAAKLWNM BeLeHMe ToCyAapCTBEHHOrO peecTpa
NeKapCcTBEHHbIX CPeACTB AN MEAULIMHCKOIO NPUMEHEHWS.
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(4acTb 4.4 BBeaeHa PenepanbHbIM 3akoHOM oT 02.08.2019 N 297-03)

5. 3anpellaeTcs Npon3BoOACTBO:

1) nekapCcTBEHHbIX CpeACTB, HE BKJ/IIOYEHHbIX B FOCYAAPCTBEHHbLIA peecTp JIeKapCTBEHHbIX
CpeacTB, 3a UCKIOYEHUEM NleKapCTBEHHbIX CPeacTB, NMPOU3BOAUMbBIX ANS MPOBEAEHUSI KITMHUYECKUX
nccnepoBaHUe U 4N 3KCNopTa;

2) danbcmdrumMpoBaHHbIX 1eKapCTBEHHbIX CPEACTB;
3) nekapcCTBeHHbIX cpeacTB 6e3 NnMuUeH3nn Ha NPoOu3BOACTBO JIEKAPCTBEHHbIX CPEACTB;

4) nekapCTBEHHbIX CPEeACTB C HapyLleHWEeM MnpaBwui OpraHM3auMm MPOM3BOACTBA WM KOHTPOSS
KauyecTBa SlIeKapCTBEHHbIX CPEeACTB;

5) ytpatun cuny. - ®eaepanbHbii 3aKoH OoT 27.12.2019 N 481-03;

6) cnupTocoaepXkalnMX NEeKapCTBEHHbIX MpernapaTtoB MO MECTy OCYLWECTB/IEHMS MpPOU3BOACTBA
dapmaueBTMyeCcKONn cybcTaHumMM cnmpTta 3TunoBoro (3taHona) U (MAn) No MeCTy OCYLLECTBAEHUS
NpoM3BOACTBa 3TUJIOBOIO CNMPTa;

(n. 6 BBegeH ®epepanbHbIM 3aKOHOM OT 27.12.2019 N 481-03)

7) dapMaueBTMYECKON CybCTaHuMM cnupTa 3Tunosoro (3TtaHona) u (Mnn) cnmprocoaepiKaLimx
NleKapCTBEHHbLIX MNpenapaTtoB Ha OCHOBHOM TeXHOMOrM4yeckoM obopyaoBaHUM ANs MNpou3BOACTBa
3TUNIOBOrO CruMpTa, YKasaHHOM B nyHkTe 1.1 ctatbn 14.1 degepanbHOro 3akoHa oT 22 Hosibpsa 1995
roga N 171-®3 "O rocynapCTBEHHOM perynMpoBaHUM NpouM3BoACTBa M 06opoTa 3TUOBOro CNuMpTa,
aJIKOrosIbHOM W cnupTocoAepXKallen npoaykumm u 06 orpaHudeHum notpebnenms (pacnutus)
aJIKOrosibHOM mpoaykumn",

(n. 7 BBeaeH ®enepanbHbiM 3aKOHOM OT 27.12.2019 N 481-03)

6. lMpun BBOAE nNEKAPCTBEHHbLIX CPEACTB B rpaXAaHCKMN o060pOT YMNOJIHOMOYEHHOE /MU0
nponssoanTens NleKapCTBEHHbIX CpeacTs ocyLwecTBnsaeT noaTBepxaeHue COOTBETCTBUA
NeKapCTBEHHbIX CPeacTB TpeboBaHMAM, YCTAHOBJIEHHbIM MPU MX FOCYAAPCTBEHHOW peruvcrpaunm, u
rapaHTUMpYeT, YTO NIeKapCTBEHHbIE CPeacTBa Mpou3BeAeHbl B COOTBETCTBMU C TpeboBaHUSMU MpaBul
Hagnexallen NpomM3BoACTBEHHON NMPaKTUKMU.

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

7. YNONHOMOYEHHbIM IMLOM NPOU3BOAMTENS JIEKAPCTBEHHbLIX CPEACTB SABASIETCA €ro paboTHuUK,
aTTeCTOBaHHbIA B YCTAHOBJIEHHOM YMNMOJIHOMOYEHHbIM begepanbHbIM OpPraHOM MCNOAHUTENbHOM BNacTu
nopsiake U mMewwmin ctax paboTbl He MeHee 4yeM nNATb feT B ob6nactu npousBoacTea u (KMnum)
KOHTPO/IS KayecTBa NleKapCTBEHHbIX CPeACTB, Bbicwee obpa3oBaHWe COOTBETCTBEHHO MO OAHOM M3
cneumanbHocten wn  (MNM) OAHOMY M3 HanNpaBNeHW NOoAroToBkKWU: 6uonorusa, 6UOTEXHONOrUs,
BeTepuHapusi, BeTepuMHapHO-CaHMTapHas 3KCnepTusa, KAMHUYEeCcKass MeauuumHa, paguauMoHHas,
XMMmnyeckas wn buonormyeckas 3awmta, dapmauus, QyHAaMeHTanbHas MeauumHa, XuMMuyeckas
TEXHONOMMSA, XUMUSI.

(B pea. ®enepanbHbIX 3aKOHOB 0T 22.10.2014 N 313-®3, o1 02.08.2019 N 297-93)

8. HDOVISBO,CI,VITGJ'IVI NNEKapCTBEHHbIX CpeacCTB (3a MCKNTIOYEHUNEM d)apMal_l,eBTVIL‘leCKOI‘/JI CY6CTaHL|,VIVI
CnnpTa 3TUI0BOro (3TaHOJ'Ia) MOIryT OCYLLECTB/IATb NpoAa>Ky NeKapCTBEHHbLIX CpEACTB WIN NeEpeENaBaATb
MX B YCTAQHOBJZIEHHOM 3aKOHOAATENNBLCTBOM Poccuinckoi CDeﬂ,epau,MM nopsaake:

(B pea. ®egepanbHoOro 3akoHa ot 29.07.2017 N 278-03)

1) ApyrMM npou3BOAMTENSAM JNIeKapCTBEHHbIX CPeAcTB A/ MPOW3BOACTBA JIEKAPCTBEHHbIX
cpeacTs;

2) opraHusaunsaM ONTOBOW TOProB/IN fIeKapCTBEHHbIMU CpeacTBaMu;

3) anTeyHbiM OpraHusauMsiM, BETEpPUHAPHbIM anTEe4YHbIM OpraHM3auuaMm, WHAUBMAYANbHbIM
npeanpuHMMaTensM, UMEKLWNM NMLUEH3MI0 Ha dapMaLeBTMYECKYD AeATENbHOCTb WMAW JINLEH3UIO Ha
MEANLMHCKYIO AesTEeNbHOCTb;

4) Hay4yHO-UCcnenoBaTeNbCKUM OpraHm3aumsam Ans HayyHo-uccnenoBaTesibCkon paboTbl;

5) MeaAUUMHCKMM OpraHn3aunaMm n BeTepmHapHbIM OpraHn3aunam,;
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6) opraHusauMsaM 1 WHAMBUAYaAsSbHbIM MpeanpuHUMATENSM, OCYLLECTBASIOWMM pa3BeieHune,
BblpallMBaHMUe U CoAepXaHue XMBOTHbLIX (33 WCKAKYEHMEM nNpoAaxXu UM dapMaueBTUYECKNX
cybcTaHuMn unn Mx nepegayn).

(n. 6 B pea. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-03)

9. lMpoussoantenn ddapMaLeBTMUYECKON CybCTaHUMKM cnmpTa 3TunoBoro (3TaHona) o6sa3aHbl
OCYLWEeCTBNATbL peanusaumio  (nepegady B YCTAHOBJ/IEHHOM  3aKoHOAATeNbCTBOM  Poccuiickomn
depepaunm nopsake) dapMaueBTUYECKON CybCcTaHUMK CcnmpTa 3TMNoBoro (3TaHona) Npou3BOANTENSIM
NleKapCTBEHHbLIX CpeaACTB  ANs  NpOM3BOACTBA  JIEKAPCTBEHHbLIX  CpeacTB, MNpou3BoAMTENNSM
(n3roToBUTENAM) MEANLMHCKUX U34ENUA ANS1 NPOU3BOACTBA U U3rOTOB/IEHUS MEANULMHCKUX U3AENUNA B
eMKoCTax o6beMoM He 6onee 1 nutpa n (nnn) He meHee 1000 NUTpoB, a opraHMU3aumaM, yKkasaHHbIM B
nyHkTax 3 - 5 yactn 8 HacTosWwen ctaTbM, B Tape 06beMOM He 6onee 1 nuTtpa.

(vacTb 9 BBegeHa degepanbHbiM 3aKOHOM OT 29.07.2017 N 278-®3; B pea. ®eaepanbHbiX 3aKOHOB
0T 27.12.2019 N 481-®3, o1 22.12.2020 N 444-03)

10. Peanusauusa (nepefadvya B YCTaHOBMIEHHOM 3aKOHOAATenbCTBOM Poccuiickon ®depepaumu
nopsake) dapMaueBTUUYECKOW cybCTaHUMM cnupTa 3TunoBoro (3TaHona) opraHuM3aumsiM OMNTOBOM
TOProB/v NeKapCTBEHHbLIMN CPeACTBaMM HE A0MNYyCKaeTCcs.

(vactb 10 BBeaeHa deaepanbHbIM 3aKOHOM OT 27.12.2019 N 481-03)

11. NepeBo3kn hapMaueBTUUECKON CyBCTaHUMN cnMpTa 3TUA0BOro (3TaHoMa) OCYLWECTBASTCS C
cobnoaeHnem TpeboBaHUI, YCTAaHOB/IEHHbIX ab3aueM 4eTBepTbiM NyHKTa 3 cTaTbM 9 depepasibHOro
3aKOHa oT 22 Hoabpsa 1995 roga N 171-®3 "O rocyaapCTBEHHOM PerysiMpoBaHUM Npou3BOACTBA MU
obopoTa 3TWIOBOro CNMpTa, alKOrosibHOM M cnupTocoaepXXallel npoaykKumm M o6 orpaHMYeHUm
notpebneHuns (pacnmTmsa) ankoronbHoOW nNpoaykumnm",

(yacTtb 11 BBeaeHa ®eaepanbHbIM 3aKOHOM OT 27.12.2019 N 481-03)

Ctatba 46. MapkupoBKa NeKapCTBEHHbIX CpeACTB

1. JlekapCTBEHHblE MpenapaTbl, 3a UCKIOYEHUEM NEKAPCTBEHHbIX MpenapaToB, M3rOTOB/IEHHbIX
anTeUYHbIMM OpPraHu3aumsaMn, BETEPUHAPHbLIMKM anTEYHbIMW OpraHM3auusaMu, WHAUMBUAYANbHbIMU
npeanpuHUMaTeNs MU, WMELWNUMM  JIMLEH3UKD Ha ¢GapMaueBTUYECKYO [AesATeNbHOCTb, AOJIKHbI
nocTtynaTb B obpalleHune, ecnu:

1) Ha uX nepBUYHOW YynakoBKke (3a WCKJIIOYEHMEM MNEPBUYHON YMNAKOBKW J1IEKAPCTBEHHbIX
pacTUTeNbHbIX NpenapaToB) XOpPOLWO YATAEMbIM WPUEPTOM Ha PYCCKOM S3blKe YKa3aHbl HAMMeHOBaHMe
NleKapCTBEHHOro npenapaTta (MeXayHapoAHOEe HenaTeHTOBAaHHOE, WAM  TPYNNUPOBOYHOE, WK
XUMUYECKOoe, unm  Toproeoe HauMeHoBaHue), HOMep  cepuwm, paTta BbIMyckKa (ans
MMMYHOB6MONOrMYeCcKnx ieKapCTBEHHbIX NpenapaToB), CPOK FOAHOCTU, A03MPOBKA UM KOHLLEHTpauus,
06beM, aKTUBHOCTb B eAMHMLAX AEACTBUS UIN KOTMYECTBO A03;

(B pen. ®epepanbHbiX 3akoHoB OT 11.10.2010 N 271-®3, o1 22.12.2014 N 429-03)

2) Ha nx BTOPMYHOM (MOTPEBUTENLCKOM) YMNAKOBKE XOPOLWO YUTAEMbIM WPUEDOTOM Ha PYCCKOM
A3blKe YKa3aHbl HAUMEHOBaHMe fieKapCTBEHHOroO npenapaTa (MexayHapoaHoe HenaTeHTOBaHHoe, UK
rpynnmMpoBOYHOE, MM XMMUYECKOEe U TOProBoe HauMMeHOBaHWs), HaMMeHOBaHWE MNpOU3BOAUTENS
NleKapCTBEHHOro npenapaTta, HoOMep cepuu, JdaTa Bbilycka (4ns  MMMYHOBMOMOrMYyeckmx
NleKapCTBEHHbIX MpenapaTtoB), HOMEpP PEerucTpaumoHHOro YyAOCTOBEPEHUS, CPOK FOAHOCTMU, CNocob
NPUMEHEHNS, A03MPOBKA WM KOHUEHTpauusa, 06beM, aKTMBHOCTb B eAuMHMUax Jenctems nmbo
KO/IMYECTBO 03 B YMNaKoBKe, NleKapCTBeHHass ¢opMa, YCNoBMS OTNyCKa, YCOBUS XpaHEHUS,
npeaynpeanTesibHble HaAMUCK.

(B peq. ®enepasnbHbiX 3akoHOB 0T 11.10.2010 N 271-03, o1 22.12.2014 N 429-03)

2. ®apmaueBTUyeckne cybcrtaHumm AO0MKHbI NocTynaTb B obpalleHue, ecin Ha MX NepBUYHOWN
ynakoBKe  XOpOWO 4YMTaeMbiM  LWPUEPTOM Ha PYCCKOM  NA3blKE  YyKasaHbl HaMMEHOBaHUWe
dapmaueBTmyeckon cybctaHumm (MexayHapoAHOE HenaTeHTOBAaHHOE, WM FPYNnNUpPOBOYHOE, WK
XUMUYECKOoe W TOproBoe HaMMEHOBaHWUS), HaAMMeHOBaHMe npoussoauTens dapMaLeBTUUYECKON
cybCTaHuMu, HOMEp cepun W AaTa U3roTOBJIEHUS, KOJIMYECTBO B YMNAKOBKE W €4MHULbI U3MEpeHUs
KONmM4yecTBa, CPOK FrOAHOCTU U YCIOBUS XpaHEHMUs,

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

3. JlekapcTBeHHble cpeacCTBa B KayecTBe CbIBOPOTOK AO/MKHbI NocTynaTtb B obpalleHne ¢
yKa3saHWeM XXMBOTHOIo, U3 KPOBM, MSa3Mbl KPOBM, OPraHOB N TKaHeN KOTOPOro OHW MONYYEHbI.
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4. Ha BTOpUYHYIO (NOTPebUTENbCKYI0) YMNAKOBKY J/1I€KApCTBEHHbIX CPeACTB, MOSYYEHHbIX U3
KpOBM, MNNa3Mbl KPOBM, OPraHOB W TKaHeW 4enoBeKka, AO/HKHA HAHOCUTbCA Haanucb: "AHTuUTena K
BU4Y-1, BUY-2, k Bupycy renatuta C n NOBEpPXHOCTHbLIN aHTUIreH BMpyca renatmta B otcyTcTBytoT".

5. Ha NepBUYHYIO yMaKoBKY n BTOPUYHYIO (noTpebutenbckyto) yMaKoBKYy
paanodapMaueBTUUYECKMX JIEKAPCTBEHHbIX CPEeACTB [AOJ/IKEH HAHOCUTbLCS 3HaK paAauauuOHHOM
OMacHOCTMU.

6. Ha BTOpunYHYyto (NOTpebmnTenbCKyO) YNaKoBKY rOMeonaTU4YecKnX IeKapCTBEHHbIX NpenapaToB
JOJIXKHa HAHOCUTbCS Hagnucb: "foMmeonaTuyeckmin'.

7. Ha BTOpuyHyo (NoTpebuTenbCKkyl) YNakoBKY JIeKAapCTBEHHbIX pPacTUTENbHbIX MNpenapaTtoB
AOJIXKHA@ HAHOCUTbCS HaAnMUcb: "MpoayKums npowna pagvaunoHHbIN KOHTPObL".

8. Ha nepBuYHYlO ynakoBky (ecnm Ansa 3TOro CyLIeCTBYEeT TexXHW4Yeckass BO3MOXHOCTb) W
BTOPMYHYO (NOTpebUTENbCKY) YMNakKoBKY JIeKapCTBEHHbIX MpenapaToB, NpeAaHa3HaJYeHHbIX A
KIMHNYECKNX NCCNneaoBaHUi, AOXHA HAHOCUTbLCA Haanuck: "ONnsa KNMHUYECKUX uccneaoBaHuin".

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

9. YnakoBKa JIeKapCTBEHHbIX CPeACTB, MNpeAHa3HA4YeHHbIX WCKAYUTENbHO AN 3KChopTa,
MapKMpPYETCS B COOTBETCTBUMN C TPE6OBAHUSAAMU CTpaHbI-MMMopTepa.

10. Ha TpaHCnopTHYK Tapy, KOTopas He npedHa3HayeHa ANns notpebutenem n B KOTOPYHO
MOMELLEHO NeKapCTBEHHOE CpPeACTBO, AO/HKHA HAHOCUTbCA WMH@OpMauMss O HaMMEHOBaHWK, cCepuun
JIeKapCTBEHHOrO CpeacTBa, AaTe BbiINyCKa, KOMMYECTBE BTOPUYHLIX (MOTPEOUTENLbCKMX) YNaKoBOK
NleKapCTBEHHOro CpeacTsa, NpousBoanTene sieKapCTBEHHOIO CpeacTBa C yKa3aHMeM HauMMeHOBaHusA n
MEeCTOHaX0XAeHnsl NpON3BOANTENS NleKapCTBEHHOro cpeacTtsa (agpec, B TOM uyucie cTpaHa n (unum)
MEeCTO NpOU3BOACTBA JIEKAPCTBEHHOrO CPEeACTBA), @ TaKXe O CpOKe roAHOCTM JIEKAPCTBEHHOrO
cpeacTtBa M 06 yC/IoBUSIX €ro XpaHeHUs M NepeBo3KK, HeobxoamMble npeaynpeanTenbHbie Haanmcu m
MaHUNYNATOPHbIE 3HAKMW.

11. Ha nepBWYHYIO YMakoOBKY W BTOPUYHYIO (NOTpebuUTenbCKyl) YNaKoBKY JleKapCTBEHHbIX
CpeacTtB AN BETEPUHAPHOr0 MPUMEHEHUS AO/IHKHA HaHOCUTLCA Haanucb: "[ns BeTepuHapHOro
npumeHeHusa".

12. Ha BTOpuuYHy (NOTpebuTenbCKyl) YNaKOBKY JIEKApPCTBEHHOro rMpenapata HaHOCUTCSH
LWTPUXOBOWN KOA.

Fmaea 9. BBO3 JIEKAPCTBEHHbLIX CPEOCTB
B POCCUNCKYIO ®EAEPALMIO U BbIBO3 NIEKAPCTBEHHbLIX CPEACTB
N3 POCCUMNCKOWN ®EOEPALIUN
(B pea. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratba 47. MopsAaok BBO3a JiIeKapCTBEHHbIX cpeactB B Poccuickyro depepauunio um
BbiBO3a JIeKapCTBEHHbIX cpeacTtB u3 Poccuinickon deaepauum

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

1. BBO3 nekapcTBeHHbIX cpeAcTB B Poccuiickyto ®denepaunio OCyLeCcTBRAdeTcs B Mnopsake,
ycTaHoBsieHHOM [lpasutenbctBOM Poccuiickon ®degepaumn, B COOTBETCTBMM C  TaMOXEHHbIM
3aKoHoAaTeNbCTBOM TaMOXeHHOro cot3a B pamkax EBpA3SC (panee - TaMOXeHHbIW co03) u (unin)
3aKoHoAaTenbLCTBOM Poccuiickon denepaunm 0 TaMOXEHHOM Aene.

(B peqn. ®epepanbHoro 3akoHa ot 06.12.2011 N 409-03)

KoHcynbTaHTlIOC: npuMevyaHue.

[0 01.09.2023 poCCUINCKMM NPOU3BOAUTENSM pa3pelleHo B YBeAOMUTEIbHOM Mopsiake BBO3UTb
He BHeCeHHble B peecTp (apmaLueBTMyeckne cybctaHuum ang BeTepMHapHOro NpuMeHeHns Ans
NpOM3BOACTBA 3aperMcTpMpoOBaHHbIX 1eKapCTBeHHbIX cpeacTB (MocTtaHoBneHue MpaBuTenbCTBa
P® ot 12.03.2022 N 353).

https://www.consultant.ru/cons/cgi/online.cgi?from=424657-55&req=doc&rnd=MfUajQ&base=LAW&n=422023#xuHCXITIZygWX7HX 83/110



26.09.2022, 13:26 denepanbHbIii 3akoH oT 12.04.2010 N 61-93 (pea. ot 14.07.2022) "O6 obpalleHun nekapcTBeHHbIX C... \ KoHcynstaHT noc

2. BBo3uMble B Poccuiickyto ®degepaumio NeKapcTBEHHble CpeacTBa AO/DKHbI CoAepXaTbCs B
rocynapCTBeHHOM peecTpe NeKapCTBEHHbLIX CPeaCTB.
(B pea. ®enepanbHbiX 3aKOHOB 0T 06.12.2011 N 409-®3, o1 27.12.2019 N 462-03)

3. JonyckaeTtca BBO3 B Poccumnckyto defepaumio KOHKPETHOM MapTuM 3aperncTtpuMpoBaHHbIX W
(nnn)  He3zaperucTpupoBaHHbLIX JIEKAPCTBEHHbIX CPEACTB, MNpeaHa3Ha4YeHHbIX Ansi MpoBeaeHus
KJIMHWYECKNX MCCneaoBaHWI NeKapCTBEHHbIX MpenapaToB, NpOBeAeHUS 3KCNepTU3bl 1eKapCTBEHHbIX
CpeacTB ANS OCYLEeCTBNEeHUS roCyAapCTBEHHOW perucrpaunm nekapcTBEHHbIX MpenapaTtoB Mnu Ans
OKa3aHUs MeAMUMHCKOM MOMOLUM MO XM3HEHHbIM MOKa3aHMSAM KOHKPETHOro naumeHTa Ha OCHOBaHUMU
pa3pelleHuns, BblAAHHOIO YMNOSIHOMOYEHHbIM deaepanbHbIM OpPraHoOM WCMNOSHUTENBbHOM BAacTU Mo
3as8B/IeHNAM UL, YKa3aHHbIX B cTaTbe 48 Hactosauwero degepanbHOro 3akoHa. PaccMoTpeHmne Takoro
3as8B/IeHN U MPUHATUE pelleHnss O Bblhade pa3speleHnss Ha BBO3 KOHKpPeTHON napTum
3aperncTpmMpoBaHHbIX N (MN) He3aperncTpMpoBaHHbIX SIeKApCTBEHHbLIX CPeacTB, npeAHa3HauYeHHbIX
AN NpoBeAeHUNs KIMHMYECKNX UCCe0BaHui NeKapCTBEHHbIX NpenapaToB, NPOBeAEHUS SKCMepTU3bl
NeKapCTBEHHbIX CpeacTB A/  OCYLLeCTBAeHUS TroCyAapCTBEHHOW perucrpaumm  nekapCTBEeHHbIX
npenapaTtoB WAW p[as OKa3aHUs MeAUUMHCKOM MOMOLWM MO >XU3HEHHbIM MOKa3aHUSAM KOHKPETHOro
nauneHta nmbo 06 oOTKase B BblAaye YKA3aHHOrO paspelleHns MNpouM3BOAATCA B CPOK, He
npeBbiWaoWni NaTn pabounx aHen. MNnata 3a BblAavy yKa3aHHOrO paspelleHuns He B3UMaeTcs.

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

KoHcynbTaHTlIIOC: NpuMeYyaHue.
C 01.01.2024 4. 3.1 cT1. 47 yTpauuBaeT cuny (®3 ot 27.12.2019 N 475-03).

3.1. JonyckaeTcsa BBO3 B Poccuiickyto denepaunto KOHKpPEeTHON napTum He3aperncTpupoBaHHbIX
NeKapCcTBEHHbIX NpenapaToB, CoAepXalnx HapKOTUYecCKne cpeacTBa UM NCUXOTPONMHbIE BeLlecTBa, B
nopsaKe, ycTaHoBsieHHOM [lpaBuTenbCcTBOM Poccmnckon degepaunmu, ANS OKasaHWA MeaUMUMHCKOMN
NOMOLLM MO XM3HEHHbIM NOKa3aHUSM KOHKPETHOro nauueHTa wau rpynnbl NAUUMEHTOB B Cllyyae, ecnu
nMeeTcs pelweHne BpavyebHOM KOMUCCUM MEAMLMHCKOM OpraHusaumm o Hes3(pdeKTUBHOCTU WNu
HEBO3MOXXHOCTU MPUMEHEHUNSA Y KOHKPETHOro rnauMeHTa MHbIX 3aperMcTpupoBaHHbIX JIeKapCTBEHHbIX
npenapaTtos, B TOM 4YuC/e coAepXalnx Apyrne AenCcTByoWmne BewecTsa, U 0 Heo6xXxoAMMOCTN BBO3a
onpefesieHHOro  He3aperncTpupoBaHHOrO  SIeKAapCTBEHHOro  rnpenapata C  yKasaHueM  ero
MeXAYHapoAHOr0 HenaTeHTOBAHHOro (MM XMMWYECKOro, WAW rpPynnuMpoOBOYHOr0) HaMMeHOBaHus,
¢dopMbl  BbiNycka W Konu4yecTBa. [lepeyeHb 3aboneBaHW WM COCTOSHUMA W COOTBETCTBYHOLUMX
neKapCcTBEHHbIX MNpenapaToB, coAepXalnx HapKoTUdeckue cpeacTtBa M MCUXOTPOMHbIE BewlecTsa, B
Lensax OCyLlecTB/eHUs UX BBO3a B COOTBETCTBUM C TpeboBaHUAMUM HaCTOSLWeN 4yacTu yTeBepxaaeTcs
YMNOJIHOMOYEHHbIM deaepasnibHbIM OPraHoOM UCNOSIHUTENbHOM BNacTu.

(vyacTtb 3.1 BBeaeHa denepasibHbIM 3aKOHOM OT 27.12.2019 N 475-03)

3.2. o 31 pekabpsa 2022 roga AonyCcKawTCA BBO3 Ha TeppuToputo Poccuinckon depepaumun m
obpaweHne B Poccuiickon depepaumm C y4eTOM OCODBEHHOCTEN, YCTaHOBMEHHbIX [MpaBUTENbCTBOM
Poccurickoi ®depepauunmn, 3apermcTpyupoBaHHbIX JleKapCTBEHHbIX MpenapaToB A4S MeaAUUMHCKOro
NpUMEHEHNs B YyMNaKoBKax, MpeAHasHayeHHbiX Ans obpalleHns B MHOCTPAHHbIX rocyAapcTBax, B
cnydae pedeKkTypbl IeKapCTBEHHbIX NMpenapaToB UKW pUCKa ee BO3HUKHOBEHUSI B CBA3M C BBEAEHWEM
B OTHOWeEHMN Poccuitckon depepaunm OrpaHUYMTENbHbIX Mep 3KOHOMWYECKOro XapakTepa npwu
YCNIOBMWN COOTBETCTBUS BBO3UMbIX JIEKAPCTBEHHbIX NMpenapaTtoB TpeboBaHMSAM, YCTAaHOBAEHHbIM NPU NX
perncrpaumm, 3a UckadeHneMm TpeboBaHMn K NEPBUYHOMN YMaKoBKe, BTOPUYHOM (NMOTpebuTenbcKom)
ynakoBKe, a TakKXe Mpu HalanMumm Ha BTOPUYHOM (NOTpebuTenbCKor) YynakoBKe JieKapCTBEHHbIX
npenapaTtoB, HaxoAsiWMXCS B 0bpalleHuMn, CaMOKJeALWEeNcs 3TUKETKU, codepKawen MHdopMaunto o
NneKapcTBEHHOM rnpenapaTte Ha PyCCKOM fi3blKe.

(vyactb 3.2 BBegeHa PepgepasibHbIM 3aKOHOM OT 26.03.2022 N 64-03)

4, B Poccunckyto ®epepauntio MOXHO BBO3UTb JIeEKAapCTBEHHble CpPeAcTBa, KadecTBO KOTOPbIX
noATBEPXAEHO cepTudMKaATOM MPOM3BOAUTENS  JIEKAPCTBEHHbIX  CPeAcTB,  YAOCTOBEPSOLWUM
COOTBETCTBME BBO3WMbIX JIeKApCTBEHHbIX cpeacTB TpebosaHuAM dapMakonenHblx craten nanbo B
cnyyae nx OTCYTCTBMS HOPMATUBHOW AOKYMEHTaUUKU UM HOPMATUBHOIO AOKYMEHTa.

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

5. 3anpewaetcs BBO3 B Poccuiickyto deaepaunio danbCUPUUNMPOBAHHBIX JleKapCTBEHHbIX
cpeacTB, HefobpoKayeCTBEHHbIX JIEKAPCTBEHHbIX CPEACTB, KOHTPA(aKTHbIX eKapCTBEHHbIX CPeACTB.
(B pea. ®enepanbHoro 3akoHa ot1 06.12.2011 N 409-03)
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6. danbcmduumMpoBaHHble NeKapCTBEHHble CpeacTBa, HenobpoKayecTBEHHble NleKapCTBEHHble
cpeAcTBa noasiexaT W3bATUIO U NOCNeAYIOWeEMY YHUUTOXEHUIO WM BbIBO3Y U3 Poccunckon
Qepepaunmn, KOHTpadaKTHble NIeKapCTBEHHbIE CpeACTBa - U3BATUIO N MOCEAYIOWEMY YHUUTOXEHUIO.
YHUUTOXEHME wunnm BbIBO3 U3 Poccuinckon ®degepaunn  danbCUPULUMPOBAHHbBIX JIEKApCTBEHHbIX
cpeacTts, HenobpoKayecTBEHHbIX NNIEKAPCTBEHHbIX CPeAcTB, KOHTPadaKTHbIX /IeKapCTBEHHbIX CPpeacTB
OCYLWEeCTBNSAETCS 3@ Cc4yeT nuua, OCyLWecTBMBLUEro uX BBO3. [1OpSAOK YHUUTOXEHUSA U3bATbIX
danbcMdrUMpoBaHHbIX NEKapCTBEHHbIX CPeACTB, HeAobpoKayeCTBEHHbIX NIeKapCTBEHHbIX CPeACTB,
KOHTpadaKTHbIX  NleKapCTBEHHbIX CpeaCTB  ycTaHaBnuBaeTca  [paBUTeNbCTBOM  POCCUMMACKOM
denepaunn.

(B pea. ®egepancHoro 3akoHa ot1 06.12.2011 N 409-03)

7. Jlvua, ocyuwecTtensawowme BBO3 B Poccuiickyro  ®depepaunto  danbCUdUUMPOBaAHHbIX
NeKapCTBEHHbIX CPeacTB, HenobpoKayeCTBEHHbIX JIeKAPCTBEHHbIX CpPeAcTB, KOHTpadaKTHbIX
NeKapCTBEHHbIX CPeacTB, HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C TAMOXEHHbIM 3aKOHOAATEbCTBOM
TaMOXXeHHOro cot3sa un (nnn) 3akoHogaTenbCTBOM Poccuiickon depgepaunm 0 TaMOXEHHOM aene.

(B pen. ®epepanbHoro 3akoHa ot 06.12.2011 N 409-d3)

8. BbIBO3 NNIeKapCTBEHHbIX CpeacTB U3 Poccuickon degepaunmn ocylectensetcs 6e3 npuMeHeHus
OrpaHWYeHU, YCTAHOBMEHHbIX TAaMOXEHHbIM 3aKOHOAATeNIbCTBOM TaMOXEHHOro cot3a u (unan)
3aKoHoaaTenbcTBoM Poccuinckon degepaunu o0 rocyaapCTBEHHOM peryinpoBaHUW BHELHETOProBou
[esaATeNIbHOCTH.

(B pean. ®epgepanbHbiX 3akoHoB OT 06.12.2011 N 409-®3, ot 25.11.2013 N 317-03, ot 22.12.2014
N 429-03)

9. BBoA B rpaxaaHCKuh ob0opoT NeKapCTBEHHbIX NpenapaTtoB ANs MeAUUMHCKOro NMpUMEHeEHUs,
BBEe3eHHbIX B Poccuinickyto  ®deagepaunto, OCYyLLECTBASETCA € cobnogeHnem  TpeboBaHun,
YCTaHOBJIEHHbIX CcTaTbel 52.1 HacToswero ®enepanbHOro 3akoHa.

(yacTtb 9 BBeaeHa degepanbHbIM 3aKOHOM OT 28.11.2018 N 449-03)

KoHcynbTaHTlNOC: npuMeYyaHue.
C 01.09.2023 cT. 47 pononHseTca 4. 10 (®3 o1 02.07.2021 N 317-03).

Cratbsa 48. HOpuanyeckue nmua, KOTOpPbIM pa3pelleH BBO3 JIEKapCTBEHHbIX CPeACTB B
Poccuiickyro depepaumnio
(B pea. ®enepancHoro 3akoHa ot 06.12.2011 N 409-03)

JlekapcTBeHHble cpeacTBa B Poccuinckyto degepaumio MOryT BBO3UTD:
(B pen. ®epepanbHOro 3akoHa ot 06.12.2011 N 409-d3)

1) npousBOAUTENM NIEKApPCTBEHHbIX CPeACTB ANsS  uUenel COBCTBEHHOro npou3BOACTBA
NleKapCTBEHHbIX CPEACTB;

2) WHOCTpaHHble pa3paboTUMKN NIEKAPCTBEHHbIX CPEACTB W WHOCTPaHHble MPOM3BOAUTENM
NeKapCTBEHHbIX CPeACTB  WAW  ApYyrMe  lpuAMYEecKMe nuua  no  MNopyyeHuto  paspaboTumka
NleKapCTBEHHOro CpeAcTBa AN NPOBeAeHUs KITMHUYECKUX UCCIeAoBaHWIA NeKapCTBEHHOroO npenapaTa,
OCYLLECTB/IEHUA  rOCYAapCTBEHHOW  perncrpaumMmM  JIEKapCTBEHHOro  npenapaTa,  BK/YEHUs
apmaueBTMUeCcKko cy6CTaHUMM B TOCYAApCTBEHHbIA pPeEeCcTp NIEKAPCTBEHHbLIX CPEACTB, KOHTPOJS
KauecTBa JleKapCTBEHHbIX CPEeACTB MpU HaAW4YMKM paspeLleHnss YMNoJIHOMOYEHHOro deaepanbHOro
opraHa MCMOJIHUTENIbHOM BNACTX Ha BBO3 KOHKPETHOM NapTUM JIEKApPCTBEHHbIX CPEACTB;

3) opraHusaunm onToBO TOProB/IN NEKAPCTBEHHbLIMU CPEACTBaMMU;

4) Hay4HO-uUcCcnegoBaTeNbCKMe OpraHu3auum, obpasoBaTesibHble OpraHmM3auuMu  BbICLUEro
obpasoBaHusl, NMPOU3BOANTENN SIeKAapPCTBEHHbIX CPeAcCTB ANns pa3paboTku, nccnesoBaHui, KOHTPONS
6e3onacHOCTM, KaudecTBa, 3(PEdEKTUBHOCTU JIeKApPCTBEHHbIX CPEeACTB MpWU HanMumu paspelleHuns
YNOJIHOMOYEHHOro eaepanbHOro opraHa MCNOSIHUTENbHOW BACTU;

(B pea. PeagepansHoro 3akoHa ot 02.07.2013 N 185-93)

5) MeaAMUMHCKME OpraHu3aumu, WHble YyKasaHHble B MNyHKTax 1 - 4 HacTosAlwen CcTaTby
opraHusauuMmM Ana oKasaHuMsS MeAWLMHCKOM MOMOLWM MO XXU3HEHHbIM TMOKa3aHUAM KOHKPETHOro
nauMeHTa Mnpu HalanMuyMmM paspelleHnss YMnoJIHOMOYEHHOro deaepanbHOro opraHa WCMNOIHUTENbHOM
BlACTU Ha BBO3 KOHKPETHOW MapTUW NEKApCTBEHHOro npernapaTta, BblAAHHOIMO B YCTaHOBMIEHHOM
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nopsake B ¢dopMe 3/EeKTPOHHOro AOKYMEHTa, MNOAMMCAHHOIo YCWEHHOMW KBannduunpoBaHHOWN
3/1EKTPOHHOM NOAMNMUCHIO;
(B pen. PenepanbHOro 3akoHa ot 12.03.2014 N 33-93)

KoHcynbTaHTlA0C: npuMedvaHue.
C 01.01.2024 n. 6 cT. 48 yTpaumeaeT cuny (®3 o1 27.12.2019 N 475-03).

6) rocynapcTBeHHblE YHUTapHble NpeanpuaTus, UMYLLLECTBO KOTOPbIX HaxoauTcsa B deaepanbHOn
cobcTBeHHOCTU, onpegensdemble [pasuTenbcTBoM Poccuinckon depgepaumn, B 4acTu BBO3a B
Poccuinckyro  ®degepauumio  He3aperucTpMpoBaHHbLIX  IeKAPCTBEHHbIX MpenapaTtoB, coAepiKalux
HapKoTMyeckue cpeacTBa WM MNCUXOTPOMHble BelwlecTsBa, AN OKa3aHua MegMUMHCKOW MOMOLWM Mo
XXU3HEHHbIM MNOKa3aHWAM KOHKPETHOro nauuveHTa Wan rpynnsl NauyMeHTOB B COOTBETCTBUMWM C YaCTblO
3.1 ctatbu 47 HacTosiwero ®efgepanbHOro 3aKoHa.

(n. 6 BBeaeH ®epepanbHbIM 3aKOHOM OT 27.12.2019 N 475-03)

Cratbs 49. [OKyMeHTbl, NpeAcTaBNsieMble B TaMO)>Xe€HHble opraHbl Poccuinckon
depepaunm Nnpm BBO3e JieKapCTBEHHbIX cpeacTB B Poccuiickyro deagepaumto
(B pea. ®enepancHoro 3akoHa ot 06.12.2011 N 409-03)

1. Mpu BBO3e NeKapCTBEHHbIX CpeacTB B Poccuiickyio degepaunto B TaMOXEHHbI€ OpraHbl
Poccuinckon deapepaunmm Hapaay C  AOKYMEHTaMKM, MNpeacTaB/ieHUME KOTOpbIX MNpeayCcMOTpPEHO
TaMOXEHHbIM 3aKOHOAATENbCTBOM TaMOXEHHOro cot3a M (KMnM) 3aKoHOAATENbCTBOM POCCUIACKOM
depepaumm 0 TaMOXEHHOM Aene, NpeacTaBfsaTCsa creaytowme JOKYMEHTbI:

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

1) cepTudukaT nNpou3BOAMTENSA JIeKAapCTBEHHOro CpeAcTBa, YAOCTOBEPSIOWMIA COOTBETCTBME
BBO3MMOIO JIEKAPCTBEHHOrO cpeAacTBa TpeboBaHMAM dapMaKkoneiHon cTtaTbM Mb60 B Clyyae ee
OTCYTCTBUSI HOPMATUBHOM JOKYMEHTaUUWU UM HOPMATMBHOMO AOKYMEHTA;

2) pa3pelleHue YMnonHOMOYeHHOro deaepanbHOro opraHa WCMNONHUTENbHOW BfacTU Ha BBO3
KOHKPETHOIM NapTMM NEKAapCTBEHHOro CPeACTBa B C/y4yasiX, YCTAaHOBJIEHHbIX 4acTbi 3 cTaTbu 47
HacToswero ®eaepanbHOro 3akoHa.

2. [JOKyMeHTbl, yKa3aHHble B MyHkTax 1 u 2 yactu 1 Hactoswen CcTtaTbu, NPeacTaBnsdloTCA B
TaMOXeHHble opraHbl Poccuinckon depepaunm npu npmbbITUM NeKapCcTBEeHHbIX CpeacTB B POCCUMNCKYIO
denepaumio.

(B pea. ®enepancHoro 3akoHa ot1 06.12.2011 N 409-03)

CraTtbsi 50. BB0O3 fiekapcTBeHHbIX nNpenapaTtoB B Poccuiickyio deaepaumio Ans JIM4HHOro
MCMOJ/Ib30BaHUAA M MHbIX HEKOMMEpPYECKUX LeJsiel, a TakKXe ANA WUCNOoNb30BaHUS Ha
TeppuToOpuMu MeXaAyHapoaHOro MeaAuLMHCKOro Kknacrepa
(B pen. ®epepanbHbiX 3akoHoB OoT 06.12.2011 N 409-®3, ot 29.06.2015 N 160-93)

1. JlekapcTBeHHble npenapaTtbl MOryT ObiTb BBe3eHbl B Poccuiickyto depepaumio 6e3 yuyeta
TpeboBaHUN, NpenycMOTpPeHHbIX 4Yactamm 1 - 4 crtatbn 47, ctatbsMum 48 m 49 Hacrtosiwero
®efepanbHOro 3aKoHa, eC/in OHU NpefHa3HavYeHbl ANns:

(B pen. ®epepanbHoro 3akoHa ot 06.12.2011 N 409-d3)

1) AMYHOrO MCNONBL30BaHMSA (PU3NYECKUMU Nuuamm, NpubbiBWKMMK B Poccuinckyo depepauumio.
Mpu 3ToM BBO3 B Poccuiickyto ®degepaumio  NeKapCcTBEHHbLIX MNpenapaToB, CcoAepKalinx
CunbHoZencTeyowme wn (MAnM) a80BUTble BewecTBa, BKJIKOYEHHblE COOTBETCTBEHHO B CNMCOK
CUNbHOAENCTBYOLIMX BELWLECTB A5 Liefei yrosoBHOro 3akoHoaartenbctBa Poccuinckon ®depnepaumm n B
CMMUCOK SO0BUTbIX BELWECTB ANS LUefen YrosoBHOro 3akoHogaTtenbcrBa Poccuiickon depepaunm,
yTBeEpXAeHHbIe [paBnTenbCcTBOM Poccuinckoin depgepaunm, oCyLLeCcTBASETCS NPpU HaAUYnMmM OKYMEHTOB
(3aBEpEeHHbIX KOMWUIA AOKYMEHTOB WN 3aBEPEHHbIX BbIMMCOK U3 HUX), NOATBEPXAAMLWMX Ha3HaAYeHue
dU3MYECKOMY JNMLY YKa3aHHbIX J1IeKapCTBEHHbIX MpenapaTtoB (3a WCK/IIOYEHUEM JieKapCTBEHHbIX
npenapaToB, 3aperncrtpupoBaHHbiX B Poccuinickonn ®depepaumm u  OTNyCKaembiX B PoccuincKom
Qepepaunm 6e3 peuenta Ha JieKapCTBEHHbIW nNpenapaT). [lloaTBepxaawwme A[OKYMeHTbl (uX
3aBEpeHHble KOMWU WAWM 3aBEepeHHble BbIMUCKWM U3  HWUX) AO/KHbI CcoAdepXaTb CBeAeHUs o
HauMEHOBaHUM U KOJMYECTBe HAa3HA4YeHHOro JleKapCTBEHHOro npenapata. B cnyuae, ecnum
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noaTeepxpatwowme [OKYMeHTbl (MX 3aBEepeHHble KOMUUM WM 3aBEPEHHbIE BbIMUCKU U3 HUX)
COCTaBNlI€Hbl Ha MHOCTPAHHOM fNA3blKe, K HUM MpufaraeTcs HoTapuasibHO 3aBEepeHHbIN nepeBod Ha
PYCCKURA A3bIK;

(n. 1 B pea. ®epepanbHoro 3akoHa ot 02.06.2016 N 163-03)

2) Wcnonb3oBaHMsA paboTHMKaAMM  AUNAOMAaTUYecKoOro Koprnyca WM  npeacTaBUTENSIMU
MeXAYHapOAHbIX OpraHM3auuin, akkpeanToBaHHbIX B Poccuiickon depnepaunm;

3) neyeHMa MaccaXMpoB W UYNEHOB 3SKUMAXKEW TPAHCMOPTHbIX CPeACcTB, Noe3aHbiXx 6purag u
BOAUTENEN TPAHCNOPTHbIX CpeacTs, NpubbiBMX B Poccuinckyto Gepepaumio;
(B pea. ®epepancHoro 3akoHa o1 06.12.2011 N 409-03)

4) neyeHus y4acTHUKOB MeXAYHapPOAHbIX KYNbTYpPHbIX, CMOPTUBHbLIX MEPOMPUSTUIA U YUACTHUKOB
MeXAYHapOoAHbIX 3KCMeanLUnii;

5) neyeHnsa KOHKPETHbIX >WBOTHbIX B 300Mapkax, 300cafdaxX, LUMpKaX, OKeaHapuyMmax,
AenbPuHapunax, nedyeHns AUKUX XMUBOTHbIX, MOCTOSHHO W/IWN BPEMEHHO Hacensowux TeppuToputo
Poccuinckon depepaumm, HaAxXoasaWMXCS B COCTOSIHUM eCTeCTBEHHOM cB060Abl M MpuHaAnNexawmx K
BUAAM, 3aHeCeHHbIM B KpacHyw KHury Poccuinckon ®depepaumu u (Mnm) KpacHble KHUMM CyH6bekToB
Poccurickon depepaumn, a TakxKe XUBOTHbIX, BBO3MMbIX B Poccunckyto degepauuio AN yyacTusa B
CMOPTUBHbIX U 3peULLHbIX MEPONPUATUAX;

(B pea. ®enepanbHbiX 3akoHOB 0T 06.12.2011 N 409-®3, o1 02.08.2019 N 297-®3)

6) UCMoNb30BaHNA Ha TEPPUTOPUN MeXAYHAPOAHOro MeaULUMHCKOrO Knactepa.
(n. 6 BBeaneH ®epepanbHbIM 3aKOHOM OT 29.06.2015 N 160-93)

2. B cnyydaax, npefyCMOTpPEeHHbIX YacTblo 1 HacTosWen cTaTbk, AOMNYCKAETCSA BBO3 B POCCUINCKYIO
deaepaumto NeKapCTBEHHbIX NpernapaToB, He 3aperncTtpmpoBaHHbIX B Poccuinckon deagepauymu.
(B pea. ®epgepansHoro 3akoHa ot 06.12.2011 N 409-03)

3. JlekapcTBeHHble npenapaTbl, NpeAHa3HavyeHHble 479 FyYMaHuTapHOW nomowm (CoaencTBuS)
WA MOMOLWM MpU Ype3BblYaMHbIX CUTyaumax, BBO3ATCA B Poccuitckyio ®epepauunio B nopsiike,
ycTaHoBsieHHoOM [lpaBuTenbcTBoM Poccurickon ®epepaunn. 3anpewaetcs BB03 B PocCUUCKYIO
Qepepaunio  HesaperncTpupoBaHHbIX  NIeKapCTBEHHbLIX  MNpenapaTtoB, MpeAHa3Ha4yeHHbIX  Ans
rymMaHuTapHom nomowm (COAEeNCTBUS) UAN MOMOLM NPU UYpe3BblYaMHbIX CUTyaunsaXx.
(B pen. ®epepanbHoro 3akoHa ot 06.12.2011 N 409-93)

Cratbss 51. CortpyaHumuectBo ¢eaepanbHOro oOpraHa MCMOJIHUTE/IbHOW BJIACTH,
YNOJIHOMOYEHHOro B 06J1aCTU TaMOX>XEHHOro pena, WM [ApyrMx YNOJIHOMOYEHHbIX
¢denepanbHbIX OPraHoB UCMOJIHUTENIbHOWU BJIaCTU

1. YnonHoMoueHHble eaepanbHble OpraHbl MWCMONHUTENBHOMW BAAcTM NpPeAoCTaBMSOT B
pacrnopsikeHne ¢deaepanbHOro opraHa WCMONIHUTENbHOM BNAacTyM, YMNOMHOMOYEHHOro B o6nactm
TaMOXEHHOro Jena, rocyAapCTBEHHbI peecTp JieKapCTBEHHbIX CPeACcTB, a Takxe WHbopMauuk o
BblJAHHbIX pa3pelleHUsX Ha BBO3 KOHKPETHOM MNapTUM JIEKAPCTBEHHbLIX CPeaACcTB B Cclydasx,
YCTaHOBJ/IEHHbIX YacTbto 3 cTaTbn 47 HacToswero deaepanbHOro 3akoHa.

2. ®enepanbHbli OpraH WCNOAHUTENIbHOM BAACTWU, YMNOJAHOMOYEHHbIM B 06/1aCTU TaMOXEHHOro
aena, MHMOOpMUPYET YKasaHHble B 4acTM 1 HacTodwer cTaTbM YMNOAHOMOYeHHble denepasnbHble
opraHbl WCMNOSIHUTENIbHOW BflIaCcTM O BBO3e JleKapCTBEHHbIX cpeAcTB B Poccuickyro ®degepaunto wm
BbIBO3€ JIeKapCTBEHHbIX cpeacTB u3 Poccuinckon ®depepaumm no ¢dopme M B Nopsake, KoTopble
yCTaHoB/eHbl [paBnTenLcTBOM Poccuickon degepaunu.,

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

Masa 10. PAPMALIEBTUHMECKAA OEATENBHOCTb

Cratbna 52. OcyuwectBneHue bapMaLeBTUUECKON AeATeNIbHOCTU

1. ®@apmaueBTMYecKass AeATeNbHOCTb OCYLLECTBASETCA OpraHmM3aumsMm ONTOBOW TOProsnu
NeKapcTBeHHbIMM  CcpeAcCTBaMW,  anTeyHbIMU  OpraHmMsaumsMu,  BeTEepUHApPHbLIMW  anTeyHbIMU
opraHmsaumsamu, MHAMBUAYANTbHBbIMU npeanpuHMMaTensamm, nMerLwmnmMm NVLEH3UI0 Ha
dapMaueBTUUECKY AesTeNbHOCTb, MEeAMUMHCKUMWU OpraHm3aumsamMm, UMELWMMU JINLEH3UI Ha
dapMaueBTUUECKYD AeaTenbHOCTb, U uX 060cobneHHbIMM nogpasgeneHnsmn  (ambynatopusmu,
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denbawepckmmm M denbalepcko-akKylWepckMMMU  MyHKTaMKW, UeHTpamMn (oTaeneHmsammn) obuien
BpayebHol (CeMelHOMN) NpaKTUKKN), PacnofOXEHHbIMU B CE/IbCKMX HaCeSIeHHbIX MYyHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeuyHble OpraHu3aumu, U BeTEpUHapHbIMW OpPraHM3aunusMm, UMELMMU TULEH3UNIO Ha
hapMaLeBTUYECKYO AEeATENbHOCTb.

(B pea. ®eagepanbHoOro 3akoHa ot 25.11.2013 N 317-03)

2. dusmyeckme nuua MOryT OCYLECTBMATb (rapMaueBTUYeCKYl AesTE/IbHOCTb MPU Hanmuum
BbICLLErO WM cpeaHero gapMaueBTnyeckoro obpasoBaHMs U cepTuduKkaTa crneumanncra, BbICLLIEro
WIN cpedHero BeTepuHApHOro obpa3oBaHMA M cepTUdUKaTa CneunanucrTa, a TakXke BbICLUEro Wau
cpegHero  MeauumHckoro  obpasoBaHus, cepTudukata cneumannucrta v AOMNOAHUTENbHOro
npodeccrnoHanbHoro ob6pasoBaHns B 4aCTM PO3HMYHOM TOProOB/IN IEKAPCTBEHHbLIMU NpenapaTtamMu npu
ycnosum mnx pabotbl B 060C06NEHHbIX MoapasaeneHusax MeaAnuMHCKUX opraHusauuii, yKasaHHbIX B
yactn 1 HacTosALWEN CTaTbM.

(4acTtb 2 B pea. PeaepanbHOro 3akoHa ot 27.07.2010 N 192-®3)

KoHcynbTaHTlAOC: npuMedvaHue.

JlekapcTBeHHble NpenapaTbl 4158 MeAULUNHCKOrO NPMMEHEHUS, BBEAEHHbIE B rpa)AaHCKnii 06opoT
00 29.11.2019, nognexaTt XpaHeHUt0, NepeBoO3Ke, OTNYCKY, peanusaunn, nepegave,
MPUMEHEHUIO A0 UCTEYEHUA CpoKa nxX roaHocTn (M3 ot 28.11.2018 N 449-D3).

Cratba 52.1. BBoag B rpaAaHCKuUM O06GOpPOT JileKapCTBEHHbIX nMNpenapaTtoB pAns
MeAWULMHCKOro NpUMeHeHus
(BBeaeHa degepasibHbiM 3aKOHOM OT 28.11.2018 N 449-03)

1. Mepea BBOAOM B rpaaaHCKUM 060pOT KaXkaoh CepuUn UM KaxXaon napTUM NpouM3BEeAEHHOIO B
Poccuiickon ®epepaumn nekapcTBEHHOro npenapata Ang  MeguMUMHCKOrRO  MNpUMEHeHus, 3a
UCKOYEHUEM  MMMYHOBMONOrMYecKnx JieKapCTBEHHbIX MNpenapaToB, MpouM3BOAUTENbL  TaKoOro
neKapCcTBEHHOro npenapata npeacrtasnsder B denepanbHbii  OpraH  WCNOAHWUTENBHOW BRacTy,
OCyLeCTBAAWMIA PYHKUMU MO KOHTPOSK W Haa30py B cdepe 34paBOOXpaHEHUs, LOKYMEHT
Npoun3BOANTENS SIEKAPCTBEHHOIO CPEeACTBaA, NOATBEPXAALWMA KAaYyeCTBO SIeKapCTBEHHOIO npenapara,
N NoATBEPXAEHWE YMOMHOMOYEHHOro siMua Npou3BOAUTENS NIEKApCTBEHHbIX CPeACTB COOTBETCTBUSA
neKapcTBEHHOro npenaparta TpeboBaHMSAM, YCTAHOBNEHHbIM NPU €ro rocyaapCTBEHHOW permcrpaunm.

2. lMepen BBOAOM B rpaxkaaHCKMin ob6OpOT KaXKAoh Cepuu UM Kaxaon napTum BBO3UMOIMO B
Poccuitickyto  depepaunto  NekapCcTBEHHOro npemnapata A1  MeAMUMHCKOrO  MNpuUMEHeHus, 3a
NCKNOYEHNEM UMMYHOBMONOrMYEeCKNX nekapCTBEHHbIX MpenapaToB, OpraHusaumsl, ocCyLllecTBAsowWas
BBO3 JlIeKapCTBEHHOro npenapaTta B Poccuiickylo ®epepaunto, npeacrasnseT B deaepasbHbil opraH
WUCNOJSIHUTENbHON BMacTW, OCYLLECTBASAKWNA  (YHKUMM MO KOHTPOMA M Haasopy B cdepe
34paBoOOXpaHeHns, cepTuduKaT nNpomn3BoAUTENSA JIeKapCTBEHHOro CpeacTBa, YAOCTOBEpSALWNiI
COOTBETCTBME BBO3MMOI0 JIEKAPCTBEHHOro npenapata TpeboBaHuAM dapMakonemHOW CcTaTbM, a B
cnydae oTcyTCcTBMS apMakKonemHom CcTtaTbu TpeboBaHMSAM HOPMATUBHOWM AOKYMEHTauuu, W
NOATBEPXAEHUE MpeacTaBUTENd OpraHmn3aumu, OCYLLECTBASAIOLWEN BBO3 JIEKAPCTBEHHOrO npenapaTta B
Poccuinickyro ®depepaumto M YNOTHOMOYEHHOM MHOCTPaHHbIM  MPOU3BOAUTENEM NleKapCTBEHHbIX
CpeAcTB, COOTBETCTBMSA BBO3MMOIO JIeKapCTBEHHOrO npernapaTta TpeboBaHWsM, YCTAHOBJIEHHbIM Mpu
€ro rocyaapcTBeHHOW perncrpauun.

3. Nopsanok npeacTtaBneHUs B COOTBETCTBMU C YacTsaMM 1 v 2 HacToAWwen CTaTbW AOKYMEHTOB U
CBeAeHMN O neKapCTBEHHbIX MpenapaTax, BBOAMMbIX B rpaxaaHCkMin 060poT, ycTaHaBnMBaeTcCs
MpaBuTenbcTBoM Poccuiickon denepaumu.

4, B OTHOWEHMW nNepBbIX TPeEX CEpUN UNM NapTUA NeKapCTBEHHOro rnperapaTta, BNepsble
npounseegeHHoOro B Poccuinckon depepaumn mnm Bnepeble BBO3MMOro B Poccuinckyro degepaunto, B
denepanbHbIi OpraH UCNOMIHUTENIbHOMW BNACTU, OCYLLECTBASWUA PYHKUMN NO KOHTPOO N Haa30opy
B cdepe 34paBOOXpPAHEHUSA, AOMNOAHUTENIbBHO MpPeAcTaBNsdeTCs NPOTOKOS UCMAbITAHUA O COOTBETCTBUMU
cepyy WAM NapTuu fIeKapCTBEHHOro npenapata Anad MeaAuUUMHCKOro MpuMeHeHUs rnokasaTensam
KayecTea, NpeaAyCMOTPeHHbIM HOPMaTWUBHOM JAOKyMeHTauuen (panee - MNpPOTOKOA MCMbITaHUN),
NpOBOAUMbBIX aKKpeAMTOBAHHbIMW B COOTBETCTBMW C 3aKoHoAaTenbCTBOM Poccuiickon ®epepauum ob
aKKkpeauTaumMm B HauMOHaNbHOM CUCTeMe akkpeauTauum deaepanbHbIMU  FOCYAapCTBEHHbLIMU
6100XKETHbIMWN yupexxaeHUsMN, NoaBefOMCTBEHHbIMU deaepanbHOMY OpraHy WUCMOJIHUTENbHOM BNacTw,
ocyuwecTtenawwemy @GyHKUMM no BblpaboTke W peanuMs3aumm rocyAapCTBEHHOW MOMUTUKU U
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HOPMaTMBHO-MPABOBOMY perynnpoBaHuto B cdepe 34paBooxpaHeHus, n deaepanbHOMY OpraHy
WCNOJSIHUTENbHOM BRacTu, ocywecTteaswowemMy AGOyHKUMM MO0 KOHTPOJKO UM  Haasopy B cdepe
34paBooxpaHeHuns. Mopsaok BblAayM yKasaHHbIMKU denepasnibHbIMU rocy4apCTBEHHbIMU 6H04XKETHBLIMMU
yupexaeHussMM AaHHOro npoToKoNa W pa3Mep nMnaTtbl 3a €ro  Bbldadvy YycTaHaBAMBAlOTCA
MpaButenbcTtsom Poccuinckon degepaumn.

5. ExxerogHo He no3gHee 1 eBpans Npon3BOAUTENN JIEKAPCTBEHHbIX CPeACTB UM OpraHmM3auunm,
OCYLLEeCTBNAKLWMNE BBO3 JIeKApCTBEHHbIX NpenapatoB B Poccunckyto depepauunto, npeactaBAsioT B
denepanbHbIn OpraH UCNOMHUTENBHOM BACTU, OCYLECTBASIOWMNA PYHKLMN NO KOHTPOMK U HaA30py
B cepe 34paBOOXPAaHEHUSA, MPOTOKOS WMCMAbITAHWI MOCTYNUBLUEro B TEeYEHMe roja B rpaxAaHCKUM
060pOT /leKapCTBEHHOro nmnpenapaTa KOHKPETHOro npou3soantTens (Ha OA4HY Cepuio  Kaxaoro
TOProBoro HauMMeHOBaHMS C YYE€TOM JlIeKapCTBEHHOMW (OpMbl WM  A03MPOBKWU), MPOBOAUMBIX
aKKpeANTOBaHHbIMKM B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuiickonn ®epepauunm o6 akkpeanTaunm
B HaUMOHANbHOW CMCTEME akKpeauTaumn ncnbiTatenbHbiMn nabopatopusmm (LeHTpammn).

6. [MpousBoanTENn NEKAPCTBEHHbIX CPeACTB WAM OpraHM3auum, OCyLWeCcTBAsWwmMe BBO3
NleKapCTBEHHbIX NpenapaToB B Poccuinckyto degepaunto, He MEHEE YEM 3@ OAMH rod A0 MAaHUpPyeEMbIX
NPUOCTAHOB/IEHUS WX MpeKpalleHUs NpoM3BOACTBA JIEKAPCTBEHHbIX MpenapaTtoB WAM MX BBO3a B
Poccuinckyto ®epepaumio yeBedaoMNawT 06 3ToM deaepanbHbid OpraH MCNOSHUTENIbHOW BNacTy,
OCYLUECTBASAKOWMA PYHKUMM MO KOHTPOIKO U Haa30py B cdepe 3apaBooOXpaHeHus u denepasnbHbIn
opraH WCNO/HUTENbLHOM BMAcTU, OCYLWECTBASOWNA (QYHKUUMM MO NMLEH3MPOBAHUIO MNpPOU3BOACTBA
NeKapCcTBEHHbIX CpeacTB.

7. BBoA B rpaXxgaHCKun ob60pOoT KaxXaon cepuu WM KaXkaoh napTMm MMMYHOBMONOrn4yeckoro
neKapcTBEeHHOro npenaparta, npou3BeaeHHoOro B Poccuiickon Odepepaunm uwnmM  BBO3UMMOro B
Poccuiickyro ®efepaumio, OCyLLeCTBASETCAS Ha OCHOBaHWM paspelleHuns, BblaaHHOro denepasbHbIiM
OpraHoM MCMOSIHUTENbHOM BNAcCTU, OCYLUECTBASIOWMM (QYHKUMM MO KOHTPOSO M Haa3opy B cdepe
34paBOOXPAHEHNS, Ha OCHOBaHWM BblAAHHOIMO deaepanbHbIMU FOCYAApPCTBEHHBIMU  61OAXETHLIMU
yUYpexaeHnaMm, yKasaHHbIMM B 4acTu 4 HaCTOSWEN CTaTbM, 3aKNKOYEHUS O COOTBETCTBUM CEPUN NN
napTmm MMMYHOBMONOrMYECKOro NeKapCTBEHHOrO npenapaTta TpeboBaHUSM, YCTAHOBNEHHbIM NpU ero
rocygapcTBeHHoOM perncrtpaumun. Mopsaaok BblAayuuM paspelleHus Ha BBOA B rpaxaaHckuin obopoTt
cepuu uUnu napTMm MMMyHoO6MONOrMUYECKOro NekapcTBEHHOro npernapaTta, a TakXe nopsaoK Bblaun
YKa3aHHOro 3aK/l4yeHUs W pasMep naaTtbl 3@ €ro BblAadyy YycTaHaenmeatTca [lpaBUTENbCTBOM
Poccuinckon ®Gepepaunn.

8. 3a HenpeacTaB/ieHWE WANM HECBOEBPEMEHHOE TMpeAcTaBfieHMEe [AOKYMEHTOB W CBEAEHWUMN,
npeaycMOTpeHHbIX 4YactamMm 1, 2, 4, 5 n 6 HacToswel cTaTbM, NPOU3BOAUTENN NEKAPCTBEHHbIX
CPpeAcTB M OpraHuMsauum, OCYLIEeCTBNSOLWME BBO3 JIEKAPCTBEHHbIX MpenapaToB B Poccuitckyto
denepaunto, HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATENbLCTBOM Poccuiickoin deaepaumu.

9. lMpeacTaBneHne AOKYMEHTOB WM CBeAEHMUM, NpeayCMOTPEeHHbIX 4YacTtamu 1, 2 n 4 Hacrtoswen
CTaTbW, M MNONy4YeHUe npeayCcCMOTPEHHOro 4acTblo 7 HACTOSWEN CTaTbW paspelleHnss Ha BBOS4
NMMYHOBMONOrMYECKOro J1IeKapCTBEHHOrO npenapata B rpax4aHCKuh o060poT He TpebytoTcs B
OTHOWEHMN JleKapCTBEHHbIX MpenapaToB, MpegHa3HauYeHHbIX AA8 MNPOBefeHUs  KIMHUYECKUX
nccnenoBaHUKM fleKapCTBEHHbLIX MpenapaTtoB, NPOBEeAEHUSA IKCNEPTU3bl JIEKAPCTBEHHbIX CPeaCTB ANnd
OCYLUEeCTB/IEHNS FOCyAapCTBEHHOM perncrpaunm nekapCTBEHHbIX NMPenapaToB, @ TakXe B OTHOLEHUU
He3aperncTpupoBaHHbIX  JleKapCTBEHHbIX  MpenapaTtos, npegHasHa4yeHHbIX AN OKa3aHus
MeANUNHCKON MOMOLLM MO XWU3HEHHbIM MOKa3aHWSM KOHKPETHOro nauuMeHTa WanM rpynnbl NauneHTos,
BBO3MMbIX B Poccuiickyto ®depepaumio B COOTBETCTBMM C 4YacTamMm 3 m 3.1 cTtaTbu 47 HacTosLEro
®denepanbHOro 3akoHa.

(B pen. ®egepanbHOro 3akoHa ot 27.12.2019 N 475-03)

10. Mpu BbIABNEHWM B rpaxKAaHCKOM 060poTe cepuu Unm NapTum nekapcTBEHHOro npenapaTta,
OOKYMEHTbl U CBeAeHUSI O KOTOPbIX, NMpeayCcMOTpeHHble YacTtaMum 1, 2 n 4 HacToawen ctaTbu, He
npeacrasfieHbl B deaepanbHbli OpraH WCMNOMHUTENbHOW BNacTW, OCYLWECTBAAWMA GYHKUMU MO
KOHTPOJIIO M Haa30py B cdepe 3apaBooOXpaHeHus, Nnbo cepun mnm naptTmm MMMYHOBGMONOrM4YeckKoro
NleKapCTBEHHOro npenaparta, He MWMEWLWWX paspeleHns Ha BBOA B rpaxaaHckumii  obopor,
NpeaycMOTPEHHOro 4YacTbio 7 HacTosiwen craTbu, deaepanbHblii OpraH WCMNOMHWUTENbHOM BNacTw,
OCYLLUECTBASAKOWMA (PYHKLUMM NO KOHTPOAK M Haa30py B cdepe 34paBOOXpaHEHUSA, B TMOPSAKE,
yCTaHoBrieHHOM [lpaBuTenbCTBOM Poccuiickon ®denepauunmn, MNpuUHUMaeT pelleHMe O NpekpaweHun
rpaxaaHckoro ob6opoTa Takumx cCepuM UAW NapTMM A0 MpeacTaBNeHMs YKa3aHHbIX AOKYMEHTOB W
cBefeHun NnMbo nonyyeHnsa ykasaHHOro paspeLueHums.
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KoHcynbTaHTIIOC: npuMeYyaHue.
C 01.09.2023 pokyMeHT gonosiHgeTca cT. 52.2 (®3 ot 02.07.2021 N 317-03).

Cratbs 53. Mpoagaka, nepepnava NleKapCTBEHHbIX CpeacCTB OpraHu3auussMu ONTOBOM
TOProBJiN JIieKapCTBEHHbIMM CpeaCTBaMu

1. OpraHmsaunmn onNToBOM TOProBAM NIeKapCTBEHHbIMU CpeACTBaMM MOMYT OCYLWECTBAATb Npodaxy
NleKapCTBEHHbIX CpeaCTB MNM nepepaBaTb MX B YCTAHOB/IEHHOM 3aKOHOAATENbCTBOM POCCMIACKOM
Qdenepaumm nopsaake (3a UCKAOYeHMEM dapMaueBTUYEeCKOM CcybCTaHuuMm cnupTa 3STUIOBOrO
(3TaHona):

(B pen. ®egepanbHOro 3akoHa ot 27.12.2019 N 481-03)

1) Apyrum opraHusauusM onTOBOW TOProB/WN NeKapCTBEHHbIMU CpeaCcTBaMMu;

2) Nnpou3BoAUTENSIM NlIeKapCTBEHHbIX CPEACTB ANS Lefiel Npou3BOACTBA JIEKAPCTBEHHbIX CPEACTB;
3) anTeyYHbIM OpraHn3aumMsM N BETEPUHAPHbLIM anTeYHbIM OpraHM3aumnsM;

4) Hay4HO-MUCCneaoBaTeNbCKUM OpraHmM3aumnsaM ans Hay4yHo-nccnenoBaTeslbCkon paboTol;

5) wuvHAMBMAYaNbHbIM NpeanpUHMMATENSAM, WMEKLWNUM NMLUEH3NI0 Ha dapMaueBTUYECKYO
AESATENbHOCTb WU NIMLEH3UI0O HA MeAMLMHCKYO AeSATEeNbHOCTb;

6) MeaMUMHCKUM opraHusauusM, B TOM 4YWCNe CO34aHHbIM W 3aperncTtpupoBaHHbIM B
COOTBETCTBMWU C  3aKOHOAATENbCTBOM  WMHOCTPaHHOrO rocygapcrtea - u4neHa OpraHmsauunu
3KOHOMMYECKOro COTPYAHMYECTBA M PasBUTUS MHOCTPAHHbLIM LOPUANYECKUM NULAM, UHAMBUAYANIbHbIM
npeanpuHMMaTenamM, SBASKOWWUMCSA YY4aCTHMKaMW NMpoekTa B COOTBETCTBUM C DeaepanbHbIM 3aKOHOM
"O mMexayHapoAHOM MeAMUMHCKOM KlacTepe M BHECEHUW U3MEHEHWUIM B OTAE/IbHble 3aKOHOAATE IbHbIE
akTbl Poccuiickon ®depepaumn”, n BeTepnHapHbIM OpraHm3aunsamM;

(B pen. ®epepanbHOro 3akoHa ot 26.07.2019 N 240-93)

7) opraHusauusM W WHAUMBUAYANbHbIM NpeanpuHMMaTENSM, OCYLLECTBSIOWWM pa3BeaeHune,
BblpallMBaHUe U CcoAepXaHue XMUBOTHbIX (3@ WCKAYEHMEM nNpoAaxu UM dapMaLeBTUYECKUX
cybcTaHuMn unu Mx nepegayn).

(n. 7 B pea. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-®3)

2. OpraHusaumu ONTOBOM TOProBAM JleKapCTBEHHbIMW CpeACTBaMM He BMpaBe OCYLEeCTBNASATb
npoaaxy (nepegadyy B YCTaHOB/JEHHOM 3aKoHopaTenbCcTBOM Poccuiickon Odegepaunm nopsigke)
dapmaueBTUYeCcKon cybCcTaHUMM crnmpTa 3TMNOBOro (aTaHona).

(4yacTtb 2 B pea. ®egepanbHOro 3akoHa ot 27.12.2019 N 481-03)

Cratbsa 54. NMpaBuna OonTOBOM TOProBJin neKapcrBeHHbiMU cpeacreamm

1. OntoBas TOpProeas JieKApCTBEHHbLIMW CpeACTBAMM  OCYLLECTBASIETCS MPOM3BOAUTENSAMU
NleKapCTBEHHbIX CpeacTB WM OpraHmsaumsiMM OMTOBOM TOProBAM JIEKAPCTBEHHbIMM CpeacTBaMuM Mo
npaBuiaM Hagnexaulen ancTpnbblOTOPCKOM NMPaKTUKN KU NpaBuiaM Haanexallen npakTUKyu XpaHeHus
N NepeBO3KW JIEKAPCTBEHHbLIX MpPEnapaToB, YTBEPXAEHHbIM COOTBETCTBYHOLUMMU YMNOJTHOMOYEHHbLIMU
denepanbHbIMM OpraHamMmum UCNOSTHUTENLHOW BacCTy.

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

2. OpraHumsauus ONTOBOM TOProBAW JIeKapCTBEHHbIMKM CcpeacTBamMum ob6s3aHa cobnogaTb
npeaenibHble CPOKU OTrpy3KkM 3aTpeboBaHHbIX anTe4YHOM OpraHu3aumen fekapCTBEHHbIX NpenapaToB
AN MeaMUMHCKOrO NMpUMEHEHUS U He BNpaBe 0TKa3bliBaTb anTeYHOM OpraHusauum, C KOTOPOM y Hee
3aK/Il0YEH COOTBETCTBYHOLWNI AOrOBOP O MOCTaBKaX NEKApCTBEHHbIX MpenapaTtoB ANs MeANUMHCKOro
NpUMEHEHUs, B NOCTaBKe JIeKapCTBEHHbIX NpenapaToB AN MeAULMHCKOro NPUMEHEHUS NPU Halnuum
3aTpeboBaHHbIX J/1IEKApCTBEHHbIX MNpenapaToB AN MeAWUMHCKOro MNpUMEHEHUst Yy oOpraHmsauunm
ONTOBOW TOProBAM NeKapCTBEHHbIMW cpeacTBaMu. [peaenbHble CPOKM OTrpy3ku 3aTpeboBaHHbIX
anTe4YHOM oOpraHu3auMen neKapcTBEHHbIX MNpenapaTtoB AN  MeAMUMHCKOro MNpUMEHEHUs B
3aBUCUMOCTU OT PaCrofiIoXKEHNS MecCcTa OTrpy3KM JleKapCTBEHHbIX MNpenapaTtoB ANa MeAMUMHCKOro
NpUMEHEHNS YCTaHaBAMBAKTCS YNOAHOMOYEHHbIM deaepasibHbIM OpraHoOM UCMONMHUTENBHON BNACTW.
(yacTtb 2 BBeaeHa deanepanbHbIM 3aKOHOM OT 26.03.2022 N 64-03)
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Cratbna 55. Mopaaok po3HUYHOM TOProB/M JIeKapCTBEHHbIMM NpenapaTtaMmm

1. Po3HMYHas TOProBns JEKApPCTBEHHbIMM MpenapatamMm B KOJIMYECTBax, Heobxogumbix Ans
BbIMONIHEHNSA BpaudebHbix (denbalepcknx) HaszHadYeHUM WUAM Ha3HaA4YeHM cneuymanucTtoB B obnactu
BETEPUHAPUM,  OCYLLECTBASETCS  anTeYHbIMKM  OpraHM3auussMu, BETEPUHAPHbIMW  anTEeYHbIMU
opraHmsaumsimm, NHAMBUAYANTbHBIMU npeanpuHUMaTensamu, nMerLwmnmm JNLEH3MUIO Ha
dapMaLeBTUHECKYD AesTeNbHOCTb, MeAMUMHCKUMW OpraHm3aumsmMum, UMeLWMMKU JINLEH3UK Ha
dapMaLeBTUUECKYD AesaATenbHOCTb, M MX o060cobneHHbIMM nogpasgeneHnsmn (ambynatopusiMm,
denbawiepckmmm M denbalepcko-aKylWepCKMMM  MyHKTaMKU, UeHTpaMun (oTaenenHmsimm) obuiewn
BpauyebHol (ceMelHOoM) NpakKTUKK), pPacrnosioXXeHHbIMU B CE/bCKUX HaCeNEHHbIX MYHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeyHble opraHM3auum, U BeTeEPMHAPHbIMMU OPraHU3aunsMn, UMELWNUMN JINLEH3UI0 Ha
dapMaLeBTUYECKYD AesTenbHOCTb. Pa3peweHa po3HMYHAs TOProBasi TOMbKO JIeKapCTBEHHbLIMU
npenapataMun, 3aperucTpupoBaHHbIMKU B Poccuinckor degepaunn UM U3rOTOBJIEHHBIMU anTeYHbIMU
opraHmsauymsimm, BETEPUHAPHbIMMU anTeyHbIMK opraHmsaumsamu, NHAMBUAYANbHbIMMU
npeanpuHMUMaTeNnsaMmn, MWMEKLWMMN JIMLEH3UIO Ha dapMaueBTUYECKYO AesTeslbHOCTb. PoO3HMYHas
TOProBns NeKapCTBEHHbIMWU MnpenapaTtaMyn OCYLLEeCTBASEeTCA MO MpaBwiaM Haanexawen anTeyHom
NPaKTUKWN, YTBEPXAEHHDbIM YNONHOMOYEHHbIM heaepanbHbIM OPraHoOM MUCMOAHUTENIbHOM BlacTu.

(B pea. ®enepanbHbiX 3akoHOB OT 25.11.2013 N 317-®3, o1 22.12.2014 N 429-93)

1.1. Po3Hn4yHasa TOproens nekapCTBEHHbIMM MpenapaTtaMum AN MeAUMLMHCKOro npumeHeHus (3a
NCKIOYEHUEM JIeKapCTBEHHbIX MpenapaTosB, OTNYCKaeMbIX MO peuenTy Ha SleKapCTBEHHbLIA Npenapar,
HapKOTUYECKUX SleKapCTBEHHbLIX NMpenapaTtoB M NCUXOTPOMHbIX NeKapCTBEHHbIX NpenapaToB, a Takxe
CnMpTOCOoAepXallunX JleKapCTBEHHbIX npenapaTtoB € 06beMHON Aosien 3TWUAOBOr0 cnupTta cBbiwe 25
NMPOLEHTOB) MOXET OCYLWeCTBAATbCA anTeyHbIMM OpraHusaumsaMm AUCTaHUMOHHBIM  CNOCO60M,.
PO3HMYHYIO  TOProBfl0  JsieKapCTBEHHbIMWM  MpenapatamMm A8  MeAWUMHCKOro  MpUMEHEHUs
ONCTAHUMOHHBIM Crocob60M MOryT OCYLUEeCTBASTb anTe4yHbie OpraHmM3auuu, UMerwme ULEH3UI0 Ha
dapMaueBTUYECKYD [edATeNbHOCTb W COOTBETCTBYHOLWee paspelweHuve deaepanbHOro opraHa
WCNOMHUTENBbHOM BAacTu, ocyuwecTBasawowero ¢GyHKUMM NO  KOHTPOAK W Haasopy B cdepe
340paBooxpaHeHuns. Topsaok BblAauM  paspeleHMss Ha  OCyLeCTB/IEHME PO3HMYHOM TOProBau
NeKapcTBEHHbIMM MpenapaTaMmm AUCTaHUMOHHbIM cnocoboMm, TpeboBaHUA K anTeyHbIM OpraHu3auusam,
KOTOpble MOryT OCYLWEeCTBAATb Takyl TOProB/to, W MOpsAOK ee OCYWeCTBNeHUs, a Takxe npasuna
OOCTaBKW JfleKapCTBEHHbIX MpenapaToB rpaxjaHaM ycTaHaBnuBakwTcsa [paBuTenbCcTBOM Poccuinckon
Q®epepaummn. WHdbopmaumsa 06 onnadyeHHbiX (OTAYLWEHHbIX) W MNOAYYEHHbIX J1IeKAapCTBEHHbIX
npenapatax BHOCUTCA B CUCTEMY MOHWUTOPMHra [ABWXEHUS JIeKapCTBEHHbIX rMpernapaTtoB Aans
MEeAMLUNHCKOrO TMpUMEHEeHUs B Mopsake, NpeayCMOTPEeHHOM 4acTblo 7 cTtatbM 67 HacTosawero
®degepanbHOro 3akoHa.

(yacTtb 1.1 BBeaeHa ®eaepanbHbIM 3akoHOM oT 03.04.2020 N 105-93)

2. Buabl anTeyHblX OpraHusauMin W npaswuia OTNyCKa JleKapCTBEHHbIX MpenapaTos AN
MeANUNHCKOrO MPUMEHEHUA anTeyHbiMWU OpraHuvsauuMsaMu, WHAMBUAYaSbHbIMW NpeanpuHUMaTeNnaMu,
UMELWNMU  NIMLEH3UID Ha dapMaUeBTUYECKYD [AedATeNbHOCTb, a TakKxke npaBuna oTnycka
NneKapCcTBEeHHbIX nMpenapaTtos ANg MeAUUWMHCKOro rMpUMEeHEHUs MeaULMHCKUMKWM OpraHu3auunsamu,
UMeLWnNMN  NINUEH3U  Ha  dapMaueBTUUECKY  AedATenbHOCTb, U uX  060cobneHHbIMU
noapasgeneHnamm (ambynatopusamn, denballepckumMm n  @enballepcKo-aKyLlwepCckuMn MyHKTamu,
ueHTpamu (otgeneHmamm) obuien BpayvebHOM (CeMerHOM) NPaKTUKKU), PacrnofOXEeHHbIMU B CebCKUX
HacefleHHbIX MNYHKTaxX, B KOTOpbIX OTCYTCTBYIOT anTeyHble OpraHusauun, YyTBepXAarTcs
YMNO/IHOMOYEHHbIM deaepasibHbIM OpraHoOM UCMOSTHUTENbHOM BACTW.

(B pea. ®enepanbHoro 3akoHa ot 25.11.2013 N 317-93)

3. MNMpaBnna oTnycka HapKOTUYECKUX CPEeACTB N NMCUXOTPOMHbIX BELWECTB, 3aperncCTpMpoBaHHbIX B
KayecTBe JleKapCTBEHHbIX MpernapaToB, JIeKapCTBEHHbLIX MpenapaToB, coAepXalwuX HapKoTuyeckue
CpeacTtBa M NCUXOTPOMHbIE BeWeCcTBa, YTBEPXAAKTCA YMNOJHOMOYEHHbIM defepanbHbiM OpraHoM
WCNOJSIHUTENBbHOM BAAcTU NO COMacoBaHWUIO C deaepanbHbiM OPraHOM MCMNOSIHUTENbHOM BNacTu,
YMNOJIHOMOYEHHbIM B cdepe BHYTPEHHUX Aen.

(B pea. ®egepancHoro 3akoHa ot 03.07.2016 N 305-93)

4. JlekapCTBeHHble npenapaTtbl AN BETEPUHAPHOro MNpUMEHEHUss noanexaTtT OTMycKy
BETEPMHAPHbLIMM aNTEYHbIMW OpPraHM3aunsiMu, BETEPUHAPHbLIMU OpraHuU3aumMsaMn, UHAUBUAYANbHbIMU
npeanpuvHMMaTensMm, UMeLWUMn AUUEH3MI0 Ha dapMaueBTUyeckyto aeaTenbHocTb. OTnyck
NleKapCTBEHHbIX MNpernapaTtoB A1 BeTEPUHAPHOro NpuMeHeHWUs OCYLLECTBSETCA B COOTBETCTBUMU C
npasujamMm Haanexallei anTeyHol NpaKTUKW JlIeKapCTBEHHbIX MpernapaToB ANs BeTepUHApPHOro
NPUMEHEHUS, YTBEPXAEHHBIMU YNOJNHOMOUYEHHbIM heaepasnibHbIM OPraHOM UCMOSIHUTENbHOW BAACTW.

(B pen. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-93)
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5. lMNepeyeHb MeaMUMHCKUX oOpraHuMsauni, uMelwmX AUUEH3NI0 Ha dapMaueBTUYeCcKyYo
0eATeNnbHOCTb, U X 060c0obneHHbIX noapasaeneHnii (ambynatopuin, denbawepcknx n genbalepcko-
aKyLepCcKNUxX MNyHKTOB, LUeHTpoB (oTaeneHmin) obwern BpadyebHoW (CeMEMHOW) MpaKTUKK),
pPacnofOXEHHbIX B CE/IbCKUX HACeNeHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeyHble opraHm3aunu,
a TaKXe rnepeyeHb JleKapCTBEHHbIX MNpernapaToB, MpoAaxa KOTOPbIX MOXET OCyLWeCcTBNATbCS
YKa3aHHbIMW OpraHm3aumamm n nx o6ocobneHHbIMM noapasaeneHusmu, yCTaHaBIMBaAKOTCA OopraHamum
NCNOSIHUTENBbHOM BNacTn cybbvekToB Poccuiickon deanepauunn.

(B pea. ®enepanbHbixX 3akoHOB 0T 25.11.2013 N 317-®3, o1 03.04.2020 N 105-93)

6. ANTeuyHble oOpraHuMsaumnm, wnHAMBUAYasNbHble MpeanpuHUMaTENN, WMelLWne JULEH3UI0 Ha
dapMaLeBTMUECKYD AesaTenbHOCTb, 06s3aHbl  obecnednBaTb YTBEPXAEHHbIM [1paBUTENbCTBOM
Poccuinckon depepaunn n popMmUpyembliii B YCTAaHOBNIEHHOM MM MOpPSAKE MUHUMAlIbHbIN aCCOPTUMEHT
NlIeKapCTBEHHbIX NpenapaTtoB, HEOOXOANUMbIX A1 OKa3aHMS MeAMUNHCKOM NMOMOLLMN.

(4acTtb 6 B pea. PeaepanbHOro 3akoHa ot 25.11.2013 N 317-®3)

7. AnTedHble oOpraHumsauumu, WHAMBMAYasbHble MpeanpuHUMaTEnn, UMelLlmne JULEH3UKD Ha
dapMaLEeBTMYECKYD AeATeNbHOCTb, Hapsay C J1eKapCTBEHHbIMW MpenapaTtaMm  UMMEKT NpaBo
npuobpetatb M npoAaBaTb, B TOM 4uCNe AUCTAaHUMOHHbIM crocoboM, MeauUMHCKUME u3genus,
aAesnHdununpywme cpeacrtsa, npeaMeTbl U CpeAcTBa JIMYHOM FUrMeHbl, Nocyay AN MeANUMHCKUX
uenen, npeaMeTbl U CpeacTBa, NpefHasHaydyeHHble Ans yxoga 3a 60/bHbIMW, HOBOPOXAEHHBLIMU WU
O€TbMK, He [OoCTUrwmMMM BO3pacTa Tpex JeT, O4UYKOBYK ONTUKY UM CpeacTBa yxoda 3a Hei,
MUHepanbHble BOAbl, MPOAYKTbl Jsied4ebHOro, AETCKOro W AMEeTUYECKOro nuTaHus, 6uonormyecku
akTuBHble p[o06aBkM, nap@lOMepHble M KOCMEeTUYecKkuMe CcpeacrtBa, MeaMUMHCKME W CaHUTapHO-
NPOCBETUTENbHbIE MeYyaTHble Mu34aHus, NpeaHa3HadeHHble A8 nponaraHabl 340poBoro obpasa
XKU3HWN.

(B pea. ®eagepanbHbix 3akoHoB oT 27.07.2010 N 192-®3, ot 25.11.2013 N 317-®3, ot 03.04.2020
N 105-®3)

8. [edATenbHOCTb anTeuyHbIX opraHusauun BoopyxeHHbIx Cun Poccuiickonn ®epepaunun, Apyrux
BOMCK, BOMHCKMX (POPMUPOBAHUI U OpPraHoOB, B KOTOPbIX 3aKOHOAATENbCTBOM Poccurickon depepaunm
NnpeaycMOTPEHO MNpPOXOXAEHWEe BOEHHOM Ccnyx6bl wnnn denepanbHOM rocynapCTBEHHOM CyXObl,
CBSI3@aHHOW C MNpPaBOOXPAHUTENIbHOW AeATeNbHOCTbI, perfamMeHTupyetrcs Hactoawmm depepasnbHbIM
3aKOHOM W YTBEPXAEHHbIMW COOTBETCTBYHOWMMU deaepasnibHbIMM OpraHaMm WUCMNOJSIHUTENbHOM BNacTu
nonoXxeHnsaMn. KoHTponb 3a cobnogeHneM yKasaHHbIMWM anTeYHbIMWU OpraHM3aumaMu MOSOXKEHUN
HacTosiwero ®eaepanbHOro 3aKOHa OCYLLECTBASETCS COOTBETCTBYHOWMMU deaepasnbHbIMM OpraHamu
WMCNONTHUTENIbHOM BNAcCTy.

(B pea. ®egepanbHoro 3akoHa ot 13.07.2015 N 262-03)

9. Ytpatun cuny c 1 auBaps 2021 roga. - ®egepanbHbii 3akoH oT 03.04.2020 N 105-93.

Cratbs 56. M3roTtoBieHMe U OTNYCK JiIeKapCTBEHHbIX NpenapaToB

KoHcynbTaHTlNoC: npuMeYyaHue.
C 01.03.2023 B 4. 1 cT. 56 BHOCATCA n3MeHeHus (O3 o1 30.12.2021 N 463-03). CM. 6yaywyto
pefakuumio.

1. N3rotoBnieHMe NeKapCTBEHHbIX MpernapaToB anTeYHbIMU OpraHu3auusiMu, BETEPUHAPHbLIMMU
anTeYHbIMM OpraHM3auussMum, WMHAMBUAYASIbHbIMKM MpeanpuHUMATENSaMN, UMEKLIUMU JINLEH3UKD Ha
dhapMaLeBTUYECKYO AeATENbHOCTb, OCYLLECTBSIETCS NO peLenTaM Ha SleKkapCTBEHHbIE NpenapaThbl, Mo
TpeboBaHUSAM MeaUUMNHCKMX OpraHM3auuin, BeTEPUHAPHbIX OpraHmM3aumin B COOTBETCTBMM C NMpaBuiaMm
M3roTOBJIEHUS W OTNYCKa JIEKAPCTBEHHbIX MNpenapaToB, YTBEPXAEHHbIMU  YNOJIHOMOYEHHbIM
denepanbHbIM OPraHoOM UCMOMTHUTENbHOM BNACTW.

2. MNpn U3roToBMEHUU NEKAPCTBEHHbIX NpenapaTtoB anTeuyHbIMWU OpraHM3aunusaMmn, BeTepmHapHbIMU
anTe4vYHbiMn opraHmnsaunamun, wuHAMBMAyasabHbIMU nNOpeaAnpUuHUMaTenamMm, MMERWMMMU NNUEH3UNIO Ha
(bapMaueBqueCKyro AEATENNBbHOCTb, WMCMNOJIb3YHTCA d)apMaLl,eBTI/l'-leCKVIe CY6CTaHLI,MM, BKJ/THOYEHHbIE
COOTBETCTBEHHO B FOCYD.apCTBeHHbI[;l peecTp neKapCTtBeEHHbIX CpeaACTB Anld MEANLUMNHCKOIO NpMMeEHEHUA
n I'OCY,D,apCTBEHHbIﬁ peecTtp JNeKapCTBEHHbIX CpeacTB And BETEPUHAPHOro nNpuMMeEHEHUA B
YCTaHOBJ/IEHHOM nopsanke. He AonycKaeTcd NU3roToBseHne anTe4yHbiMU opraHmsauunamm,
BETEPUHAPHBIMX anTe€YHbIMKN OpraHnsaunsamMn, NMHAMBUMAYaslbHbIMWU npeanpunHMmatenamm, MMeLWnMMn
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JIMLEH3UIO Ha (papMaLEBTUYECKYIO AEATENbHOCTb, IEKAPCTBEHHbIX NMpenapaToB, 3aperncTpMpoBaHHbIX
B Poccuickon degepaumnn.

3. MapKMpOBKa NEeKapCTBEHHbLIX MpenapaTtoB, W3roToBJIEHHbIX aNT€YHbIMW OpPraHmnsaunsamu,
BETEPUHAPHBLIMWN aNTEYHbIMU OpraHnsaunamMnM, UHAMBUAYaAJIbHbIMU NpeanpunHUMatTendaMmM, UMMerLWNMU
JNMLUEH3UNIO Ha CbapMaLI,EBTVILIeCKYI-O AEATENIbHOCTb, W OCbOpMJ'IEHl/Ie TakKux npenapaTtoB AO0J/1KHbI
COOTBETCTBOBATb NMpaBu/iaM, YyKa3aHHbIM B 4aCTu 1 HacTosiwen cTaTbu.

4. AnNTeYHble OpraHmM3aumu, BETEpPUHApHbie anTeYHble OpraHmM3auumu, UWHAUBUAYaASIbHbIE
npeanpuvHMMaTeny, WUMEeKWMe  JIMUEH3UK  Ha  dapMaueBTUUYECKY  [esiTe/IbHOCTb,  HecyT
OTBETCTBEHHOCTb 3a HECObIAEHNE MpaBUN U3roTOBIEHUA U OTNYCKa NEKApPCTBEHHbIX MpenapaToB B
COOTBETCTBUM C 3aKoHoAaTeNnbCTBOM Poccuinickoin depepaunn.

Cratbs 57. 3anpeweHue npogaku danbcnULUNPOBaAHHbIX JIEKAPCTBEHHbIX CPeAcCTB,
HeAo6poKaueCTBEHHbIX JIEKaPCTBEHHbIX CPEACTB, KOHTPAa(daKTHbIX JIeKapCTBEHHbIX CPeAcTB

Mpoaaxa dbanbcndurumnpoBaHHbIX NIeKapCTBEHHbIX cpeacTs, Hef06poKayYeCTBEHHbIX
NTeKapCTBEHHbIX CPEACTB, KOHTpadaKTHbIX JIEKAPCTBEHHbIX CPeACTB 3anpeLlaeTcs.

Cratbsa 58. XpaHeHue nnekapCTBEHHbIX CPEACTB

1. XpaHeHue nekapcCTBEHHbIX CpPeAcCTB OCYLECTBAAETCA MPOU3BOAUTENAMU JIeKapCTBEHHbIX
CpeacTB, OpraHusauuMsMm  ONMTOBOWM  TOProBAWM  JIEKAPCTBEHHbLIMKM  CpeAcTBaMM,  anTeYHbIMU
opraHmsaumsamu, BEeTEpUHapPHbLIMU anTeyHbIMU OopraHmsaumsamu, NHAMBUAYaNbHbIMU
npeanpyHUMaTENsaIMn, UMELWMMN NMLEH3NIO0 Ha dapMaueBTUYECKYIO AeATeNIbHOCTb UM JIMLEH3MIO HA
MeANUNHCKYI0 OeATeNbHOCTb, MeAUUMHCKUMW OpraHusaunsMn, BeTepuHapHbIMU OpraHms3auusamMu u
WHBbIMW OpraHmsaumsamu, ocywecTensawwmmMu obpalleHne fekapCTBEHHbIX CpeacTB. XpaHeHue
NleKapCTBEHHbIX CpeACTB A/ BETEePUHAPHOro MPUMEHEHUS OpraHMs3aumaMu M MHAMBUAYANbHbLIMU
npeanpuHMMaTensaMm B Ciydadx, €eC/in OHW WUCNONb3YITCA UCKKUYUTENbLHO MpuU  pa3BefeHun,
BblpalLUMBaHMKN, COAEPXKAHNUN U JIEYEHUN XUBOTHbIX, MOXET OCYLLECTBAATLCS 6e3 NonyyYeHUs nLeH3nm
Ha papMaueBTUYECKYIO AEATENIbHOCTb.

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

2. I'Ipanma XpPaHEHUA NneKapCTBeHHbIX cpeacrtse YTBEPXAAOTCA COOTBETCTBYHOLLMM
YNOJIHOMOYEHHbIM cbep,epaanblM OpraHom MCNOMHUTENLHOM BNacTun.

3. XpaHeHne HapKOTUYECKNX NIEKAPCTBEHHbIX CPeACTB, MCUXOTPOMHbIX JIEKapCTBEHHbIX CPEACTB,
paanodapMalUeBTUUYECKUX  NIEKAPCTBEHHbIX  CPeACTB  OCYLECTBASIETCS B COOTBETCTBUM C
3aKoHO4aTeNnbCTBOM Poccuirickon degepaunn.

Cratba 58.1. [lpeAMEeTHO-KOJIMUECTBEHHbIA YyuyeT JieKapCTBEHHbIX CpeaAcTB And
MeAMLIMHCKOro npMmMeHeHuns
(BBeaeHa denepanbHbIM 3aKOHOM OT 25.12.2012 N 262-03)

1. TlepeyeHb NeKapCTBEHHbIX CPeACTB AN MeAULMHCKOrO MNPUMEHEHUs, noAanexawmx
NpeAMEeTHO-KO/IMYECTBEHHOMY Y4eTy, YTBEPXAAETCA YMNONHOMOYEHHbIM deaepanbHbIM  OpraHoM
NCMNONTHUTENbHOW BN1ACTU.

2. MNMopsaoK BKNKYEHUS fleKapCTBEHHbIX CPeACTB ANs MeAUUMHCKOrO NPUMEHEHUsS B MepedveHb
NIeKapCTBEHHbLIX  CpeacTB  And MeANLMHCKOro NnpUMeHeHus, noasiexatymx npeaMeTHo-
KOJINYECTBEHHOMY yJerTy, yCTaHaB/IMBaeTCA YNOSTHOMOYEHHbIM denepanbHbIM opraHom
NCNOMHUTENIbHOM BAACTM MO COrnacoBaHuio C deaepanbHbiM OPraHOM WMCNOSHUTENIbHOM BAAacTH,
YNO/IHOMOYEHHbIM B cdepe BHYTPeHHUX aen.

(B pen. ®enepanbHoro 3akoHa ot 03.07.2016 N 305-93)

3. MpeaMEeTHO-KONMMYECTBEHHbIN YUYET JIEKAPCTBEHHbIX CPEACTB AN MEeAMUMHCKOro MpUMEHEHMUS
BeAyT NPOU3BOAUTENN NIEKAPCTBEHHbLIX CPEACTB, OpraHu3auMy OMTOBOW TOProBAM NEKapCTBEHHbLIMU
CcpeacTBaMu, anTeyHble OpraHM3aunun, MHANBUAYAsbHbIE MPEeAnpPUHMMATENN, UMEIOLLNE NIMLIEH3NIO HA
(hapMaueBTUUECKYIO AEATENBbHOCTb MW NIMLEH3UI0 Ha MEAULMHCKYI AEATENbHOCTb, U MeAULMHCKMNE
opraHuMsauum, ocyuwecTensoume obpalleHne NeKapCTBEHHbIX CPeacTB AN MeAUMUMHCKOro
NPUMEHEHUS, NYTEM PerucTpaumnmn nobblX CBA3AHHbIX C UX ObBpalleHVMEM ornepauuii, Npu KOTOpPbIX
M3MEHSIETCA WX KOMMYECTBO U (MNKM) COCTOsSIHME, B ChNeuuanbHbIX >XypHanax ydyeTa onepauui,
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CBSI3aHHbIX C ObpalleHneM NeKapCTBEHHbIX CPeacCTB AN MeAWUMHCKOro npuMmeHeHus (danee -
crneuunanbHbie XypHanbl).

4. lMpaBuna perncrpaumm onepaumii, cBasaHHbiX C obpalleHMeM nekapCTBEHHbIX CpeacTB Ans
MeAMUMHCKOro NMPUMEHEHUS, BKIIIOYEHHbIX B MepedyeHb /1eKapCTBEHHbIX CPeAcTB ANs MeAMLMHCKOro
NPUMEHEHNs, nogJsexawmnx npeaMeTHO-KONIMYECTBEHHOMY Y4yeTy, B CheuumanbHbIX >XypHanax wu
npaBuia BeAEHUS U XpPaHEeHUs! crneuuanbHbIX JXYpHanoB YTBEPXAalTCs  YMOJHOMOYEHHbIM
denepanbHbIM OpraHoM UCMOSTHUTENbHON BNACTW.

5. KoHTponb 3a cobntogeHMeM npaBu/l perucrpaumm onepaumii, CBSI3aHHbIX C ObpalleHueM
JNIeKapCTBEHHbIX CPeACTB AN MEAULMHCKOrO NMPUMEHEHMUS, BK/IIOYEHHbIX B MepeyYeHb NEKAaPCTBEHHbIX
CpeacTtB AN MeAMUMHCKOro MNpUMEHEHUs, noanexawux npeaMeTHO-KOMYECTBEHHOMY Y4eTy, B
cneumanbHbIX XypHanax, a TakXe 3a cobniaeHuMeM npaBu/l BeAEHUS U XpPaHEHUs crneuuanbHbIX
)XYpHanoB BO3NaraeTcss Ha YMOJIHOMOYEeHHble deaepanbHble OpraHbl MCMOJHUTENbHOM BNAacTu U
OopraHbl  WCMONMHUTENBbHOW BNactm cybbekToB  Poccuinckon  depepaumun,  OCYLWECTBASOWME
NNUEH3MPOBaHNE MPOU3BOACTBA JIEKAPCTBEHHbIX CpeacTB, dapMaueBTUYECKOW AeATENbHOCTU W
MeAMLMHCKON AesATENbHOCTU, N OCYLLECTBISIETCA B paMKax JIMUEH3UOHHOIO KOHTPONS.

Masa 11. YHUMTOXEHUE NEKAPCTBEHHbIX CPEACTB

Cratbsa 59. OCHOBaHMA N NOPAAOK YHUUTOXXEHUSA JIEKaPCTBEHHbIX CPeACTB

1. HepobpokayecTBeHHblEe JfleKApCTBEHHbIE CpeAcTBa, danbcuduUMpoBaHHblE 1IEKAPCTBEHHbIE
cpeacTtea noasexart wu3bATUID M3 obpalleHMs N YHUUTOXEHUIO B MNopsiake, YCTAaHOBMEHHOM
MpaButenbctBoM Poccuinckon ®epepaumn. OCHOBaHMEM ANSA YHUUYTOXEHUS NEKAPCTBEHHbIX CPeACTB
ABNSEeTCA  pelleHne  Bnagenbula  NEeKapCTBEHHbIX  CPeACTB, peleHMe  COOTBETCTBYHOLLEro
YNOJIHOMOYEHHOIro eaepanbHOro opraHa MCNOSIHUTENbHOW BACcTU MW peLLeHNE cyaa.

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

2. KoHTpadakTHble neKkapCTBeHHble cpeacTBa noasexaT WU3baATUI0 U3 obpaweHus u
YHUUTOXEHUIO NO peweHnto cypa. Nopsaaok YHUUTOXEHUS KOHTpadaKTHbIX NIeKapCTBEHHbIX CpeacTB
ycTaHaBnmBaeTcs NMpaButenbcTBoM Poccuimnckon deaepaumu.

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

3. Pacxogbl, cCBfi3aHHble C YHWYTOXEHMEM KOHTpPa(aKTHbIX JIEKAPCTBEHHbLIX CpPeacCTB,
HefobpoKaYeCTBEHHbIX JleKapCTBEHHbIX CpeacTB, (anbCUPUUMPOBAHHbLIX NeKapCTBEHHbIX CPeAacTB,
BO3MELLATCA UX BlagesbLeM.

4. Bnapeneu, neKapcTBeHHbIX CPEACTB [O/IXKEH NPeAcCTaBUTb B YMOJIHOMOYEHHbI deaepanbHblit
opraH WCMOJIHUTENbHOW BNACTU AOKYMEHT WM 3aBEPEHHYI B YCTAHOBJIEHHOM MOPSAKE €ro Konwuio,
noaTBepxaatolme hakT YHUUTOXEHUS NIeKapCTBEHHbIX CPEACTB.

5. CoOTBETCTBYWOWMA YMNOJIHOMOYEHHbLIN deaepanbHbli  OpraH UCMOMHUTENLHON  BfacTy,
NPUHABWMIN pewleHne 06 YHUUTOXEHUWN NeKapCTBEHHbIX CPeAcTB, OCYLLEeCTB/AeT KOHTpPONb 3a WX
YHUUTOXEHMEM.

6. YHMUYTOXEHME NeKapCTBEHHbIX CpeacCTB MNpPOM3BOAUTCS  OpraHM3aumsamMu, UMELWNMU
COOTBETCTBYHOLLYIO JIMUEH3UIO, Ha cneunanbHo 060pyAoOBaHHbIX Mowankax, MoJIMroHax U B
crneumanbHo 060pyAOBaHHbLIX MNOMELWEHUAX C cobnogeHneM TpeboBaHuU B 06/1aCTM  OXpaHbl
OKpY>XaloLWen cpedbl B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuickon degepauymu.

7. HapkoTuyeckme nekapcTBeHHble CpeacTBa, MNCUXOTPOMHbIE JleKapCTBEHHble CpeacTBa,
paanodapMaueBTMYECKMEe  fleKapCTBEHHble  CpeAcTBa  YHMYTOXAKTCA B  COOTBETCTBMM C
3aKoHo4aTeNbCTBOM Poccurckon degepaumn.

Maea 12. TOCYOAPCTBEHHOE PEINYNIMPOBAHUE LIEH
HA NEKAPCTBEHHbIE NMPENAPATbI And MEAULUUHCKOIO NPUMEHEHUA

Cratbsa 60. NocyaapcTrBeHHOE perysimpoBaHMe LeH Ha JieKapCTBEeHHble npenapartbl gns
MeANLMHCKOro NnpMMeHeHus

1. locypapcTBeHHOe perynvpoBaHMe LeH Ha JNeKapCTBeHHble npenapaTtbl Ans MeauuMHCKOro
NPpUMEHEHNA OCYLLECTBNIAETCA NOCPEACTBOM!
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(B pea. ®egepanbHOro 3akoHa ot 26.03.2020 N 67-03)

1) yTBepxaenuns lMNMpasutenbCTBOM Poccuinckon degepaumn nepeyHs XM3HEHHO HeobXoauMbIX U
BaXKHENLNX NeKapCTBEHHbIX MpenapaTtoB, KOTOPbIN (OPMUPYETCA M He pexe OAHOro pasa B rog
nepecMaTpmMBaeTCs B YCTAQHOBJIEHHOM MM MOpPSAKE Ha OCHOBE KOMMJIEKCHOW OLEHKM NeKapCTBEHHbIX
npernapaToB, BKJ/OYas aHaam3 CBeAEHUN O CPaBHUTENbHON KIMHUYECKON 3(PEHEKTUBHOCTU W
6e30nacHOCTM leKapCTBEHHOro CpeacTBa, OUEHKY 3SKOHOMUYECKMX MOCNeACTBUA  MPUMEHEHUS
NeKapCcTBEHHOro CpeacTBa M M3ydeHue AONONHUTENbHbIX MOCNeACTBUA NPUMEHEHUS NEeKapCTBEHHOrO
cpencTBsa;

(B pea. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, o1 13.07.2020 N 206-®3)

2) YTBEpPXAEHMS METOAMKW pacyeTa npenesibHbiX OTMYCKHbIX LUeH npou3BoguTenien Ha
NleKapCTBEHHblE MNpenapaTbl, BK/KYEHHble B MNepevyeHb XWU3HEHHO HeobX0AMMbIX W Ba)KHEMLIUX
NeKapCcTBEHHbIX MpernapaTtoB, a TakXe BHeApPeHUd MexaHusMoB (OpPMUPOBAHUSA  CUCTEMBI
pedepeHTHbIX LiEH;

(B pea. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 06.06.2019 N 134-®3)

3) rocynapCTBEHHOW perucrtpauMm npefenbHbiX OTAYCKHbIX UEeH NpouM3BoAUTENEN  Ha
NneKapcTBEHHble npenapaTbl, BK/IOYEHHble B MepeyYeHb XMU3HEHHO HeobXOAUMbIX W BaXXHEMULWKNX
NleKapCTBEHHbIX NpenapaTos;

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

4) BeAeHUs rocyAapCTBEHHOrO peecTpa npeaefibHbiX OTMNYCKHbIX LUEeH Mpou3BoAMTENein Ha
NeKapcTBEHHbIE MpenapaTbl, BK/OYEHHbIE B MEPEYEHb >XWU3HEHHO HEOB6XOAMMbIX W BaXHEMLINX
NeKapCcTBEHHbIX NpenapaTos;

5) yTBEPXAEHUS METOAMKM YCTAHOB/IEHMS OpraHaMum UCMONHUTENBHON BacTn Ccyb6bekToB
Poccuinckon ®depepaumn npenenbHbIX pa3MepoB ONTOBbIX HanbaBoOK W npenenbHbIX pa3MepoB
PO3HMYHbIX HaabaBoK K (aKTUYECKUM OTMYCKHbIM LEHaM, YCTaHOBMEHHbIM MPOM3BOAUTENSIMU
NleKapCTBEHHbIX MpenapaToB, Ha JIeKapCTBEHHbIE MpenapaTbl, BK/KOYEHHbIE B MepeYeHb XXM3HEHHO
He06X0ANMbIX U BaXXHENLINX NEKAPCTBEHHbIX NpenapaToB;

6) YCTaHOBNEHUS nNpeaenbHbiX pa3sMepoB ONTOBbIX HaabaBoK UM NpeaenbHbIX pasMepoB
PO3HUYHbIX HaabaBokK K AKTUYECKMM OTMYCKHbIM LIEHaM, YCTAHOBJ/IEHHbIM MPOU3BOAUTENSIMU
NeKapCTBEHHbIX MpenapaToB, Ha JleKapCTBEHHble MnpenapaTtbl, BK/OYEHHbIE B MEpPeYEeHb XXM3HEHHO
HeobX0AMMbIX U BaXKHEMLINX NeKapCTBEHHbIX NpenapaTos;

7) yTBEpPXAEHUS NopsAKa Bbldauu NpearnncaHuii opraHaM MCNOSIHUTENbHOM BAacTu Cy6bekToB
Poccuinckon ®depgepaumMn O nNpuBEAEHMM B COOTBETCTBME C 3aKOHOAATENbCTBOM Poccuiickowm
depepaunmn peweHunn o6 yctaHOBNEHWM NpenesibHblX pa3MepoB ONTOBbIX HaabaBOK M npeaesnbHbIX
pa3MepoB  PO3HMYHbIX HaabaBOK K  (PaKTUYECKMM  OTMYCKHbIM  LUeHaM, YCTAHOBJIEHHbIM
Npou3BOANTENAMU JIEKApPCTBEHHbLIX MpenapaToB, Ha JfleKapCTBeHHble npenapaTbl, BKJKOYEHHbIE B
nepeyeHb XM3HEHHO HEO6XOANMbBIX U BaXXHEULWNX NeKapCTBEHHbIX NpenapaToB, eC/In OHU MPUHATHI C
HapyweHneM  3akoHopaTenbctBa  Poccunckon  Qdepepaumu, B nopsiake,  YCTAaHOBIEHHOM
MpaButenbcTtBoM Poccuinckon degepaumu;

8) HanpaBneHns yNo/HOMOYEHHbIM (efepanbHbIM OPraHOM MWCMONHUTENLHON BAAacTW opraHam
NCNOJIHUTENbHON Bnactn cybbektoB Poccunckon ®Pepepaumnm npeanucaHUn o TMpuUBEAEHUN B
COOTBETCTBME C 3aKkoHoAdaTenbCTBOM  Poccuinickon  depepaumm  NPUHATBIX € HapylleHueMm
3akoHogaTenbcTBa Poccuiickon ®epepaumun peweHnit 06 yCTaHOBNEHUW rMpefesibHbIX pa3MepoB
onToBbIX HaabaBOK W NpefenbHbIX pa3MepoB PO3HUMYHbLIX HAA6aBOK K LEHaM Ha JieKapCTBEHHbIe
npenapaTbl, BK/IIOYEHHblE B MepeyeHb >XU3HEHHO HEeOobXOAUMbIX W BaXHEUWWUX JieKapCTBEHHbIX
npenapaTos;

9) ocyuwecTBneHusa denepanbHOro rocygapcTBeHHOro Haasopa B cdepe obpaweHus
NIeKapCTBEHHbIX CPeACTB U pPEermoHasbHOro rocynapCTrBEeHHOro0 KOHTPONS 3a MPUMEHEHMEM LUeH Ha
NleKapCTBEHHbIE Mpenapatbl COOTBETCTBEHHO  YMOSIHOMOYEHHbLIMWU  deaepanbHbIMU  OpraHamm
WUCMNOSIHNTENbLHOM BAACTM M OpraHaMm WCMONHUTENbHOW Bnactu cybbekTtoB Poccuiickon depepaumm
COrNlacHO UX KOMMeTEHUWN B NopsaKe, yCTaHOBNEeHHOM lpaButensctBoM Poccuinickon deaepaunm;

(n. 9 B pea. ®egepanbHOro 3akoHa ot 25.06.2012 N 93-03)

10) npuMeHeHMa NpeayCcMOTPEHHbIX 3aKoHOAATeNnbLCTBOM Poccuinckon ®depepaummn  Mmep
OTBETCTBEHHOCTM 3@ HapylweHue nopsaka ueHoobpa3oBaHMA Ha JleKapCTBEHHble npenapaThl,
BKJ/IIOUEHHbIE B NepeyYeHb XU3HEHHO HEO6XOANMBIX U BaXHENLWMX NeKapCTBEHHbIX NpenapaTos.
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(B pen. ®egepanbHOro 3akoHa ot 27.12.2019 N 475-03)

2. B ycnoBusx ypesBblHaliHOM cuTyaumm n (Mnm) Nnpm BO3HUKHOBEHUW YIpO3bl pacrpocTpaHeHus
3aboneBaHuns, NpeacTaBaslOWEro ONacHOCTb ANS OKPYXalwwmx, a TakxXKe B C/yyae, eCim B Te4yeHue
TpuauaTh KaneHdapHbix gHen nocne npuHatua lMNMpaeutenbCctBoM Poccuiickon depepaunm peweHns o
NpoOBEeAEHUN MOHUTOPUHIa PO3HWUYHBIX LEH Ha JIeKAapCTBEHHble npenapaTbl, He BKJIIOYEHHbIE B
nepeyeHb XM3HEHHO HEeO6XOAMMbIX U BaXKHEMLWWUX JIEKAapCTBEHHbIX MNpenapaTtoB, Ha TeppUTOpPUSX
cybbekToB Poccuinckon depepaumun BbiIBNEH POCT PO3HUYHbLIX LEH Ha yKa3aHHble NleKapCTBEHHble
npenapaTtbl Ha TpuauaTb npoueHToB U 6onee, [lpaBuTenbcTBO Poccuintckon depepaunmn Brnpase
YCTaHOBUTb NpefefibHble OTMNYCKHbIE LeHbl Mpou3BoAMTENEeN Ha YKasaHHble JieKapCTBEHHble
npenapaTtbl, NpefenbHble pa3Mepbl ONTOBbLIX HAA6aBOK U nMpeaenbHble pa3dMepbl PO3HUYHbIX HaabaBoK
K (dakKTU4yeckMM OTMYCKHbIM LeHaM Mpou3BoauTENEeN Ha YKasaHHble JieKapCTBEHHble MpenapaTol.
MepeyeHb NekapcTBeHHbIX MNpenapaToB, He BKJ/YEHHbIX B MepeyeHb >XWU3HEHHO HeobxoAUMbIX U
BaXKHENLWNX JfleKapCTBEHHbIX nMpenapaTtoB, W nopsaok ero ¢GopMMpoBaHMS  onpenensioTcs
MpasuTenbcTtBoM Poccuiickon degepaumn.

(vyacTtb 2 BBeaeHa deaepanbHbIM 3aKOHOM OT 26.03.2020 N 67-03)

3. B TeyeHne aeBAHOCTa KaneHAapHbIX AHEN CO AHA yTBepXAeHus MNpaBuTenbCTBOM POCCUMNCKOWN
depepaunm nepeyHs, yKasaHHOro B 4acTu 2 HacTosWweln CTtaTbM, He AOMYyCKAlTCs peanm3aums wu
OTNYCK BK/KYEHHbIX B Hero JsieKapCTBEHHbIX MpenapaTtoB MO LEeHaM, MNpeBblWaloWwmM npeaesbHble
OTNYCKHbIE LEeHbl NPON3BOAUTENIEN HA YKa3aHHble SIeKapCTBEHHble NpenapaTbl, NpeaenbHble pa3Mepsbl
ONTOBbIX HaabaBOK M NpegesibHble pa3Mepbl PO3HMYHbIX HaAbaBoOK K paKTUYECKUM OTMYCKHbIM LleHaM
Nnpou3BoAUTENIE HA YKa3aHHble NeKapCTBEHHble MnpenapaTbl C YYETOM Hasora Ha A06aBNEHHYIO
CTOUMOCTb.

(yacTtb 3 BBeaeHa denepanbHbIM 3aKOHOM 0T 26.03.2020 N 67-3)

KoHcynbTaHTlNOC: NnpuMeYaHue.
3apeructpupoBaHHble Ao 07.06.2019 npeaenbHblie OTNYCKHbIE LIeHbI NoasiexaTt o6s3aTenbHoOn
nepepernctpaumm B 2019 - 2020 rogax B COOTBETCTBUN CO CT. 2 ®3 oT 06.06.2019 N 134-03.

Cratba 61. TocyaapcTBeHHas perucrpaumMss M nepeperucrpaumsa  npeaesbHbIX
OTNYCKHbIX LIleH NPpou3BOoAMTEeNIei Ha IeKapCTBEHHbIe NpenapaTtbl, BKJIDUEHHbIE B NepeyYeHb
YKU3HEHHO He06X0AMMbIX U Ba>KHENLUMX JSIEKapCTBEHHbIX NpenapaTtoB

(B pea. ®enepanbHoro 3akoHa ot 06.06.2019 N 134-03)

1. NpenenbHasa OTMNyCKHas LeHa Npou3BOAUTENS HA NeKapCTBEHHbLIN npenapaT, BKAIOYEHHbIN B
nepeyeHb XWU3HEHHO HeOobXOoAUMbIX U BaXKHENWWUX NeKapCTBEeHHbIX MpenapaToB, MNOANEXUT
rocyfAapCTBEHHOW  permcrpaunmm B MNopsgke, ycTaHoBAeHHOM [lpaButenbctBOM  Poccuinckon
Q®epepaunm, Ha OCHOBaAHWUM NpeACTaBNEHHOr0 B YMNOJIHOMOYEHHbIn  denepanbHbli  OpraH
WCNOJSIHUTENBbHOMN BNAacTU 3asBNEeHUS AepXXaTens uau Bragenbua pPerncTtpaunoHHOro yaoCTOBEpeHus
NleKkapCcTBeHHOro npenaparta (YnosIHOMOYEHHOro UM nua).

2. 3apeructpuvpoBaHHas MpeaenbHass OTMYCKHAas LEeHa NpoM3BOAMUTENA Ha JIEKAPCTBEHHbIN
npenapaTt, BK/OUYEHHbIA B MNEpPeYeHb XXU3HEHHO HEO6XOAMMbIX M BaXXHENLWUX NEeKapCTBEHHbIX
npenapaToB, MOXeT 6biTb MepeperucTpupoBaHa B CTOPOHY YBENMUYEHWS OAMH pa3 B KaneHAapHOM
rooy Ha OCHOBaHMM MPEACTAB/IEHHONO B YMOSIHOMOYEHHbIV deaepanbHblii opraH WCMONHUTENbHOWM
BNacTM A0 1 OKTA6ps KaxAoro rofa 3asiBfieHUs AepxaTens WavM Bnajenbla perucTpaumMoHHOro
yZAOCTOBEPEHUS NIeKapCTBEHHOro npenaparta (yno/JIHOMOYEHHOro UM nvua).

3. 3apeructpupoBaHHas npeaenbHasa OTMNYCKHas UeHa npou3BoAMTENS Ha J1eKapCTBEHHbIN
npenapaT, BK/AIOYEHHbIA B NepeyYeHb >XWU3HEHHO HeobXoAMMBbIX W BaXHENWUX NeKapCTBEHHbIX
npenapaTtoB, MoXeT ObiTb NepeperucTtpyupoBaHa B CTOPOHY CHMXEHMA Ha  OCHOBaAHWUMU
NpeacTaB/IEHHOr0 B YMOJSIHOMOYEHHbIN deaepanbHbii OpraH MCNOJHUTENbHOW BfAaCTU 3asiBEHUS
aepxartensas wau  Bnagenbua perucrtpauuMoHHOro yAOCTOBEPEHUS NIeKapCTBEHHOro npenapara
(YynonHOMOYEHHOro UM nnua).

4. [JepxaTenb uMnu Bnagenewl perncrpaumMoHHOro yAOCTOBEpPeHMS NeKapCTBEHHOro npenapaTta
(ynonHoMoyeHHoe WM nuuUo) o06s3aH npeactaBuTb B YMNOJIHOMOYEHHbIVM deaepanbHbiii  OpraH
WCNOMHUTENBbHOM BNAacTU 3asiBleHWEe O NepeperncrtpaumMm 3aperucTpMpoBaHHOM  npeaesbHOM
OTMNYCKHOW LEeHbl MPOU3BOAUTENS Ha JIEKAPCTBEHHbIM NMpenapaT, BKKYEHHbIA B NepeyvyeHb XXM3HEHHO

https://www.consultant.ru/cons/cgi/online.cgi?from=424657-55&req=doc&rnd=MfUajQ&base=LAW&n=422023#xuHCXITIZygWX7HX 96/110



26.09.2022, 13:26 denepanbHbIii 3akoH oT 12.04.2010 N 61-93 (pea. ot 14.07.2022) "O6 obpalleHun nekapcTBeHHbIX C... \ KoHcynstaHT noc

HEO6XOAMMBIX W BaXHEWLWUX NEeKapCTBEHHbIX MpenapaToB, B CTOPOHY CHUXEHUS B ClAeayloLnx
cnyvasx:

1) CHWXeHMe LUeHbl B WHOCTPaAHHOW BajlOTe Ha JIeKapCTBEHHbIN TMpenapaTt B CTpaHe
npounssoanTens u (UIKN) B CTpaHax, B KOTOPbIX 1eKAapCTBEHHbIM NnpenapaT 3aperncTpMpoBaH u (unu) B
KOTOPble NMOCTABASIETCA NPON3BOAUTENEM;

2) CHMXeEHMe ueH Ha pedepeHTHble NeKapCTBEeHHble npenapaTbl B COOTBETCTBUM C MYHKTOM 1
HacTosiwen yactm (ANs COOTBETCTBYHLWMUX BOCMPOU3BEAEHHbIX, 6uoaHanorosbix (6MoNoao06HbLIX)
JleKapCTBEHHbIX NpenapaTos);

3) npeBblWeHMe NpeaenbHON OTNYCKHOM LEeHbl HA NepBbIN BOCNPOU3BEAEHHbIN, BMoaHaNorosbIn
(6MonoaobHbIN) NeKapCTBEHHLIN nNpenapaT MHOCTPAHHOIo NMPOM3BOACTBA HaA NMpeaesibHON OTNYCKHOM
LEeHOW npousBoaAUTENS Ha  BTOPOM  BOCMpPOM3BEAEHHbLIN, 6uoaHanorosbii  (6MonoaobHbIN)
NlIeKapCTBEHHbLIA npenapaT, pacCYMTaHHOM B COOTBETCTBMM C METOAMKON, YTBEPXAEHHOW
MpaBuTenbCcTBOM Poccuiickon ®epepauun;

4) npeBbllLleHNe NpeaenbHOM OTNYCKHOW LieHbl Ha MepBblA BOCNPOU3BEAEHHbIN, BLoaHanoroBbli
(bnonopobHbIN) nekapCTBEHHbIM MNpenapaTt nNpou3BoAMTENa rocygapcrsa - 4neHa EBpasunckoro
SKOHOMMYECKOro Ccolo3a Hah npeaenbHolM OTNYCKHOM  LEHOM Mnpou3BoauTeNns Ha  BTOpOM
BOCNpousBeAeHHbI, 6uoaHanorosbin (6monofo6HbIN) fekapCTBEHHbIW MNpenapaT npouM3BoauTens
rocygapcrea - uneHa EBpasuNCKOro 3KOHOMMYECKOro COK3a, pacCyYMTaHHOMW B COOTBETCTBUMWU C
METOANKOW, yTBepXAeHHON NMpaBuTenbcTBOoM Poccuimnckomn degepaumu.

5. Tlopsaok  nepeperncrtpauuy  3aperncTpMpoBaHHbIX — MNpeAenbHbIX — OTMYCKHbIX  LeH
NpoM3BOANTENEN HA NIEKAPCTBEHHbIE MpernapaTbl, BK/OYEHHbIE B MEPEUYEHb XU3HEHHO HEO6XOAUMbBIX
N BaXHEWLINX NNIEKAPCTBEHHbIX NPEenapaToB, B cydasaX, NpeAyCcMOTPEHHbIX YacTaMu 2 - 4 HacTosALen
CTaTbW, ycTaHaBnmBaeTcsa MpaBuTenscTBoM Poccuiickon degepaunu.

6. DKOHOMMYECKUMA aHanu3 npeaesibHOM OTMYCKHOM LUeHbl NMPOU3BOAUTENS HA JIeKapCTBEHHbIM
npenapaT, BKJ/IOYEHHbIA B MepeyYeHb >XWU3HEHHO Heob6XOAMMBbIX W BaXXHEWLWUX JIeKapCTBEHHbIX
npenapaTtoB, NpuM ee TrocCcyAapCTBEHHOMW perucrpauum wnm nepeperucrpaunm OoCyLecTBseTcs
denepanbHblM  OpPraHoM WCNOMHUTENbHOM BacTu, OCYLWECTBAAKWMM  (DYHKUMWU N0  MNPUHATUIO
HOPMaTMBHbIX MPaBOBbIX aKTOB W KOHTPON 3a cobnogeHneMm 3akoHodaTenbCcTBa B cdepe
rocynapCTBEHHOro perynnpoBaHuns UeH (TapndoB) Ha ToBapbl (ycniyrun).

7. PacyeT npefenbHbIX OTNYCKHbIX LieH, yKa3aHHbIX B YacTax 1 n 2 HacToswen crtaTbu, Npu nx
rocyAapCTBEHHOW perncrpauum unuv nepeperucrpaumm ocyLwecTBigeTcsd B COOTBETCTBUM C METOAUKOMN,
yTBepxaeHHol NpaButenbcTBOM Poccuinckon degepaunm n yunutbiBatoWen B TOM Yncne:

1) cobniopeHne 6anaHca MHTepecoB noTpebuTtenel NeKapCcTBEHHbIX NpenapaToB, BKIKYEHHbIX B
nepeyeHb XU3HEHHO HeobXOoAMMbIX M BaXXHEMLWWUX JSIEKApCTBEHHbLIX MPenapaTtoB, U NpPOU3BOAUTENEN
NIeKapCTBEHHbIX TMpPenapaTtoB, BK/IKOYEHHbIX B Mepe4YeHb >XWU3HEHHO HeO6XOAMMBbIX U BaXXHEMLNX
NleKapCTBEHHbIX NpenapaTos;

2) daKTUYECKYo OTMYCKHYI LEHY Ha NIeKapCTBEHHble mpenapaTtbl B Poccuiickon depepaumu,
LeHy BBO3a /leKapCTBEHHbIX NpenapaToB B Poccuiickyto deaepaunto, a Takxe LeHbl Ha aHanornyHble
JlIeKapCTBEHHbIE NpenapaThbl, Haxoaswmecs B obpalleHnn B Poccuinckon degepaumm;

3) 3aTpaTbl Npou3BOAMUTENS NEKApPCTBEHHOrO npenapata Ha Mpou3BOACTBO W peanunsaunio
NIeKapCTBEHHOTO NMpenapara;

4) UeHy Ha NleKapCTBEHHbIi npenapaTt, ero ueHy B CTpaHe MNpouM3BOAWUTENSE M B CTpaHax, B
KOTOPbIX JIEKapCTBEHHbI MpenapaT 3apernuctpupoBaH wu (MAM) B KOTOpble MNOCTaBASIETCA
npon3BoANTENEM.

8. He ponyckawTca peanusaumss M OTNYCK JIeKapCTBEHHbIX MNpenapaTtoB, BK/KYEHHbIX B
nepeyeHb >M3HEHHO He06XOAUMbIX U BaXHEWLWWUX JIEKAPCTBEHHbIX MpernapaToB, Ha KoOTopble
Npon3BOANTENSIMU NIEKAPCTBEHHbLIX NMPenapaToB He 3aperncTpyMpoBaHa npefenbHasi OTMNyCKHas LeHa,
peanusauns  NpPOM3BOAUTENAMM  JIEKAPCTBEHHbIX MpernapaTtoB MO  LEHaM, MpeBblAOWUM
3aperncTpupoBaHHble NN NepeperucTpupoBaHHbIe npeaenbHble OTNYCKHbIE LIEHbI HA NIEKAapCTBEHHbIEe
npenapaTbl C y4eTOM Hanora Ha Aob6aBNeHHY0 CTOMMOCTb.

9. OcCO6EeHHOCTM  roCyAapCTBEHHOro  pPeryaMpoBaHuWsi  MpefesibHbiIX  OTMYCKHbIX  LEH
nponsBoAnTeNen Ha JIeKapCTBEHHble MpernapaTbl, BKOUYEHHbIE B NepeyeHb XMU3HEHHO Heo6XoAMMbIX
N BaXXHEWLWMX NeKapCTBEHHbIX MpenapaToB, B 3aBUCMMOCTM OT 3KOHOMUYECKUX U (MUNIU) coumanbHbIX

https://www.consultant.ru/cons/cgi/online.cgi?from=424657-55&req=doc&rnd=MfUajQ&base=LAW&n=422023#xuHCXITIZygWX7HX 97/110



26.09.2022, 13:26 denepanbHbIii 3akoH oT 12.04.2010 N 61-93 (pea. ot 14.07.2022) "O6 obpalleHun nekapcTBeHHbIX C... \ KoHcynstaHT noc

KpuTepues (M3MEHeHMe YyCN0BUM, nopsaka U CTOMMOCTU NMPOU3BOACTBA NIEKAPCTBEHHbIX MpenapaTos,
NCnonb3oBaHMe HOBbIX (OpM, MeToAOB M CrnocoboB rocyAapCTBEHHOMO peryinpoBaHus LEH Ha
neKapCcTBEHHbIE MpenapaTbl, B TOM YMUC/NEe Ha OCHOBE MeXaHu3Ma pedepeHTHOro ueHoobpasoBaHus,
M3MEHEeHMN nopsiaka OKa3aHus MeAWLUMHCKOM MOMOLUWM, M3MEHEHWEe Kypca MHOCTPAHHOM BantoTbl U
WHblE U3MEeHeHns) ycTaHasnneaTca NpaButenscTBOM Poccuinckon ®Gegepaunu.

(B pea. PeagepanbHoro 3akoHa ot 08.03.2022 N 46-03)

CraTtbs 62. FlocyaapCcTBEHHbIW peecTp npeaesibHbIX OTNYCKHbIX LleH Npou3BoanTenen Ha
NeKapCcTBEeHHble MnpenapaTtbl, BK/IOYEHHble B rMepevyeHb >XU3HEHHO Heo6XoAMMbIX U
Ba)KHEMWLUMX JIeKapCTBEHHbIX NMpenapaTos

1. 3aperucTtpupoBaHHble WX TMEepeperncTpupoBaHHbIe MpefesibHble  OTMNYCKHblE  LEHbl
npousBoAnTENEen Ha NeKapCTBEHHbIE npenapaTbl, BKAOYEHHbIE B NMepeyeHb XU3HEHHO HeobXoAnMbIX
N BaXHenWwmnx JreKkapCTBEHHbIX MpenapaTtos, MoASexaT BKJKYEHWUKD B rOCyAapCTBEHHbIN peecTp
npeaenbHbIX OTNYCKHbIX LEH Mpou3BOAUTENEN Ha JleKapCTBEHHble rMpenapaTbhl, BKJKOYEHHbIE B
nepeyeHb XXU3HEHHO HEOBXOAMMbIX U BaXKHENLWINX fleKapCTBEHHbIX NpenapaTtos.

(B pea. ®enepancHoro 3akoHa ot 06.06.2019 N 134-03)

2. [oCynapCTBEHHbIN peecTp npeaenbHbIX OTNYCKHbIX LEH MPOU3BOAUTENIEN Ha JIEKAPCTBEHHbIE
npenapaTbl, BK/IIOYEHHble B MNEepeYeHb XMU3HEHHO HEOO6XOAMMbIX W BaXHEMWKNX JIEKAPCTBEHHbIX
npenapaToB, COAEpPXUT B cebe cneayrowyo nHdopMaumio:

1) HaumMeHoOBaHue pgepxatend wWAKM  BAagenbua  pPerncTtpauMoHHOro  yaoCTOBEpPEHMUS
NleKapCTBEHHOro npenapaTa, HaMMeHOBaHME NpouU3BOAUTENS NIeKAapPCTBEHHOIO Npenaparta, CBeAEHUS O
perncrpaunm gepxaTtens waiuM Bragenbua perncrtpaumoHHOro YAOCTOBEPEHMS J1EeKApCTBEHHOro
npenapara, CBeAeHUs O perncrpauum nNponusBoamTens NeKapCcTBEHHOro npenapara Ans MeaumunHCKOro
NPUMEHEHUS B KAUeCcTBe HasoronsaTenblimMKka B CTpaHe perncrpaunn (Ans pocCUNCKMX HOpUaANYECcKuX
iy - naeHTUdMKaUMOoHHbI HoMep Hanoronnartenbimka (MHH), Ans MHOCTpaHHbIX LOPUANYECKUX NNL
- CTpaHa perncrpauum, HamMeHoBaHMe PEerncTpupylrollero opraHa, pervcTpaumoHHbI HOoMep, Ko
HanoronnaTesblMKa B CTpaHe permcrtpaunm (MHKOpropauum) MM ero aHasaor), Mecto HaxoXAeHWs
NPOM3BOACTBEHHbIX NJIOWAA0K, YHACTBYHOLWNX B NpoLecce Npou3BOACTBa IeKapCTBEHHOro npenaparTa,
C yKasaHueM CTagmum npouecca npoM3BoAacTBa;

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

2) HauMMeHOBaHWe JIeKapCTBEHHOro nmnpenapaTta (MexayHapoaHOe HenaTeHTOBaHHoe, Wn
rpynnmMpoBOYHOE, MM XMMUYECKOE U TOProBoe HamnMeHoBaHus);
(B pen. ®epepanbHOro 3akoHa ot 22.12.2014 N 429-03)

3) HOMEep perncTpaLMoHHOro YA0CTOBEPEHUS IEKapCTBEHHOMO Npenapara;

4) nekapcTBeHHass ¢opMa C YKa3aHMeM [O03UMPOBKM JieKapCTBEHHOro nMpenapata WU ero
Konn4yecTBa BO BTOPUYHOM (NOTPpeOUTENBCKON) YNAaKoBKe, a TakKXe KOMMIEKTHOCTb;

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

5) 3aperncrtpupoBaHHag npeaenbHas OTNYCKHAs LEeHa Ha NeKapCTBEHHbIN npenapaT B pybnsx;
(B pen. ®enepanbHOro 3akoHa ot 27.12.2019 N 475-03)

6) naTa n HOMep npuKasa YNnoJHOMOYEHHOro deaepanbHOro opraHa UCMOSIHUTENbHOW BNAacTn o
rocyoapCTBeHHOW  perncrtpauMm WM nepeperucrpaunm  npeaenibHOM  OTMYCKHOM  UEeHbl  Ha
NeKapCTBEHHbIM MpenapaTt, BKJ/OYEHHbIAW B MNepeyYeHb XMU3HEHHO HEeOobXOAUMbIX W BaXKHEenLWuX
NneKapCTBEHHbIX NpenapaTos;

(B pen. ®enepasibHbIX 3aKOHOB OT 22.12.2014 N 429-03, o1 06.06.2019 N 134-03)

6.1) pata BCTyNAeHMS B CWUAY MNpuKasa YMNOJIHOMOYEHHOro deaepanbHOro opraHa
WCNOSIHNTENbHOM BNAacTM O roCyAapCTBEHHOM permcrpaumm WanM nepeperncrpaunm npeaenbHOn
OTMYCKHOW LEeHbl NPOM3BOANTENS HA NIeKApCTBEHHbINM NpenapaT, BKJIOYUEHHbIN B NepeyeHb XXM3HEHHO
HEOBXO0ANMBIX U BaXXHENLIMX NEKApPCTBEHHbLIX NpenapaTos;

(n. 6.1 BBeageH ®egepanbHbiM 3aKOHOM OT 06.06.2019 N 134-03)

7) WTPUXOBOM KOA, HAHECEHHbI Ha BTOPUYHYIO (MOTpebuTenbCKyro) yNakoBKY NeKapCTBEHHOrO
npenapara;
(n. 7 BBeaeH ®enepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)
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8) KoaA nekapCTBEHHOro npenaparta Nno aHaTOMO-TepaneBTUYECKO-XMMUYECKON Knaccmdukauumn,
peKkoMeHAoBaHHOW BceMmpHOW opraHusaumen 34paBooxXpaHeHUs.
(n. 8 BBeaeH ®eaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

3. locynapcTBeHHas perucrpaumss wamMm nepeperncrpaumns npegenbHbiX OTNYCKHbIX LEH Ha
NleKapCTBEHHble npenapaTbl, BK/KYEHHble B MNepedYeHb XWU3HEHHO HeobX0AMMbIX U Ba)KHEMLIUX
NeKapCTBEHHbIX MNpenapaToB, BeAeHMe roCyAapCTBEHHONO0 peecTpa npeaenibHbIX OTAYCKHbIX LeH
NnpomM3BOANTENEN HA NleKapCTBEHHble npenapaTbl, BKAOYEHHbIE B NepeyeHb XU3HEHHO HeobXoaMMbIX
N BaXHEWWUX JleKapCTBEHHbIX MpenapaTtoB, OCYLEeCTBAATCA B MNopsAake, YCTaHOB/IEHHOM
MpaBuTenbcTBoM Poccuiickon deanepaumu.

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

Ctatbsa 63. YCcTaHOB/IeHME OpraHaMyu MCMNOJIHUTENbHON BnacTn cybbekToB Poccuinckom
depepaumm npeaesibHbIX pa3sMepoB ONTOBbIX HaabaBOK W npeaenbHbIX pa3MepoB
PO3HMYHbIX Haa6aBok K daKTuueckmm OTNYCKHbIM LueHaM, YCTaHOBJIEHHbIM
NpoM3BOAUTENIAMMN JIeKAapCTBEHHbIX MNpenapaTtoB, Ha JieKapCTBEHHble npenaparbl,
BKJ/IlOUEHHbIe B MNepe4YeHb >WU3HEHHO Heo6XoAMMbIX W BaXXHEMLWIUX JIeKapCTBEHHbIX
npenapartoB
(B pen. ®enepanbHOro 3akoHa ot 27.12.2019 N 475-03)

1. OpraHbl ucnonHuTenbHoOW Bnactnm cybbvekToB Poccuitckon ®epepaumn  ycTaHaBAWBaKT
npepenbHble pa3Mepbl ONTOBbIX HanbaBoOK W npegefibHble pasMepbl PO3HUYHbIX HanbaBok K
daKTUYECKMM OTMNYCKHbIM LieHaMm (6e3 ydyeTa Hanora Ha A06aBNIEHHYHO CTOMMOCTb), YCTAHOBJSIEHHbIM
Npou3BOANTENSIMM JIEKApPCTBEHHLIX MpPEenapaToB, Ha JIEKApCTBEHHblE npenapaTbl, BK/KOYEHHbIE B
nepeyeHb XM3HEHHO HeOo6XoAMMbIX W BaXKHEMWWUX NeKAapCTBEHHbIX NpenapaTtoB, B COOTBETCTBUM C
YTBEPXAEHHOW B nopsiake, ycTtaHoBneHHoM [lpaButenbctBoM Poccuickon ®depepaumm, MeTOAMKOWN
YCTQHOBJIEHMSI OpraHaMm UCMNONHUTENbHON Bractn cybbekTtoB Poccuiickon deapepaumn npeaenbHbIX
pa3MepoB ONTOBbIX HaabaBOK W nNpeaesibHbIX pPa3MepoOB PO3HUYHbLIX HafbaBOK K (aKTUYeCKUM
OTNYCKHbIM  LEeHaM, YCTaHOB/NIEHHbIM  MPOU3BOAUTENSAIMW  JIEKAPCTBEHHbLIX  MpenapaTtoB, Ha
NneKapCTBEHHblIe npenapaTbl, BK/IOYEHHble B MepeyYeHb XU3HEHHO HeobXoAUMbIX U BaXXHEMLWUNX
NeKapCTBEHHbIX npenapaToB. [1pOeKTbl PpeleHnin OpraHoB MUCMOJHUTENbHOMW BflacTu Cyb6beKkToB
Poccuinckon ®depepaumm 06 yctaHoBneHunm u (MNN) U3MEHEHUWU TMPEeAEsbHbIX Pa3MepPOB OMTOBbIX
HagbaBoK WM npedesbHbIX pPa3MeEpPoOB PO3HMYHbIX HaAAbaBOK K (aKTUYECKUM OTMYCKHbIM LEeHaM,
YCTQHOBJ/IEHHbIM MPOU3BOAUTENSIMW NE€KAPCTBEHHbIX TMpPenapaTtoB, Ha JeKapCTBEHHble rMpenaparhl,
BK/IIOUEHHbIE B MepeyYeHb XWU3HEHHO HEO6XOAMMbIX W BaXHENWUX JieKapCTBEHHbLIX MNpPenapaTos,
noanexarT COrnacoBaHMIO C YMOJIHOMOYEHHbIM deaepasibHbiM OpraHoOM WCMNOJIHUTENBHOW BacTw,
OCYLWECTBAAOWMM  (QYHKUMXU MO TMPUHATUIO HOPMATMBHbLIX MNpPaBOBbIX aKTOB WM KOHTPOJIO 3a
cobniogeHneMm 3akoHoAaTenbCTBa B cdepe rocyaapCTBEHHOro perynnposaHunst ueH (TapudoB) Ha
TOoBaphbl (ycnyrun), B nopsake, yctaHoBAeHHOM [paBuTenbCTBOM Poccuiickon ®epepaumm.

(B pea. ®enepasnbHbIX 3aKOHOB OT 13.07.2015 N 241-03, o1 27.12.2019 N 475-03)

2. OpraHuzaumm ONTOBOW TOProBAM neKapCTBEHHbIMU CpeacTBaMW, anTeyHble opraHmsauumu,
nHaMBUAYanbHbIE MNpeAnpuUHUMATENN, UMelLwne AuUeH3n Ha dapMaueBTUYeCcKy AeATeNbHOCTb,
MeANUMHCKWE opraHuvsauum, uMerlme nuueH3no Ha dapMaueBTUUeCcKyl AesTesbHOCTb, U UX
obocobneHHble noapasaenennsa (ambynatopumn, denbaliepckne u denbilepcko-akywepckme NyHKThI,
ueHTpbl (oTaeneHns) obuwen BpadebHoM (CeEMENHON) MpPaKTUKK), PacrosioXXeHHbIE B CeNbCKUX
HacesieHHbIX NYHKTaxX, B KOTOPbIX OTCYTCTBYIOT anTeuHble OpraHusaunm, oCyweCcTBASIOT peannsaunto
NleKapCTBEHHbIX MpenapaToB, BKJ/IOUYEHHbIX B MepeyYeHb XWU3HEHHO HeO6XOAMMbIX U BaXKHEnLWWnx
NeKapCTBEHHbIX MNpenapaToB, MO LUeHaM, KOTopble (OPMUPYIOTCA B COOTBETCTBMM C MNOPSAKOM,
yCTaHOB/EeHHbIM [paBuTenbcTBOM Poccuinckon Geaepaumnm, n yposeHb KOTopbix (6e3 yyeTa Hanora Ha
A06aB/IeHHY0 CTOMMOCTb) He [AO0/KeH npeBbiwaTb CyMMy @daKTUYeCKoM OTMYCKHOM  LeHbl,
yCTaHOBJIEHHOM npoussoanTenem NleKkapcTBeHHOoro npenapara, He npesblwatoLemn
3aperncTpMpoBaHHOW WU NepeperncTtpuMpoBaHHON npeaenbHON OTMYCKHOW LeHbl npoussoanTens (Ha
AaTy peanusaumu nekapcTBEHHOro npenapata npou3BoauTeneM), U pasMepa ONTOBON HagbaBku u
(nnn) pasMepa pPO3HUYHOM HaabaBKWM, He MpeBbIWAKLWNX COOTBETCTBEHHO pa3Mepa npeaenbHON
onTtoBoM Hapbaskn u (MNM) pasMepa npeaesibHOM po3HNUYHOW HanbaBKW, YCTAHOBNEHHbLIX B CybbekTe
Poccuiickon ®epepaunn.

(yacTtb 2 B pea. PeanepanbHOro 3akoHa ot 27.12.2019 N 475-03)

3. OpraHbl MCMOAHUTENbHOM BNactn cybbekToB Poccuiickor degepaunm pasMewwaroT B CeTU
"MHTepHeT" MHMOPMaUUIO O 3aperncTpupoBaHHbIX MpeaesibHbIX OTAYCKHbIX LEeHax MpouM3BOAUTENEN
Ha NeKapCTBEHHble MNpenapaTbl, BK/OYEHHble B MepevYeHb XXM3HEHHO HEeO6XOAMMbIX U BaXXHEMLNX
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JNlIeKapCTBEHHbIX MnpenapaTtoB, 06 yCTaHOBNEHHbLIX B cybbekTe Poccuiickon depepaumm npeaenbHbIX
pa3sMepax oONToBbIX HaabaBok W (Mnn) npenenbHbiX pasMepax PpPO3HUYHbLIX HagbaBoK K
YCTaHOB/IEHHbIM MPOM3BOAUTENAMMU NleKApCTBEHHbIX MpenapaTtoB (PakTUYEeCKMM OTMYCKHbIM LEeHaM Ha
NlekapCTBeHHble npenapaTbl, BK/KYEHHble B MNepedyeHb XWU3HEHHO HeobXOAMMbIX U BaXKHEMLIUX
NeKapCTBEHHbIX MpenapaTtoB, @ TakXe O CyMMe 3aperucTpMpoBaHHbIX MpedenbHbIX OTAYCKHbIX LeH
Nnpomn3BOANTENEN HA NleKapCTBEHHble NpenapaTbl, BK/OYEHHbIE B NepeyeHb XU3HEHHO HeobXxoauMbIX
N BaXHeMWMUX NeKapCTBEHHbIX MNpenapaToB, YCTAHOBNEHHbIX B cybbekTe Poccuiickon depepaumu
npeaenbHbIX pa3MepoB ONMTOBbIX HaabaBOK M NpeAesibHbIX pa3MepoB PO3HUMYHbLIX HaabaBoK W Hasora
Ha p[ob6aBneHHYl CToMMOCTb. WHdbopMauus, npenycMoTpeHHass HacTosiwen 4acTbiko, A0JIKHA
HaxoAuTbCsl TaKXe B anTeuyHblX OpraHmM3aumsax B AOCTYMHOM A/ BCeX 3auHTepecoBaHHbIX nL popme
n 06HOBNATBLCS MO Mepe ee pa3MelleHns opraHaMn MCNOJSIHUTENBHOW BAacTu Cyb6bekToB POCCHMMCKOM
®enepaumm B cetn "UHTepHeT".

(vacTtb 3 B pea. PenepanbHOro 3akoHa oT 27.12.2019 N 475-03)

4, Ytpatun cuny ¢ 1 mapta 2020 roga. - ®egepanbHbii 3aKOoH OT 27.12.2019 N 475-03.

Maga 13. MOHUTOPUHI 3®PEKTUBHOCTU U BE3OMNMACHOCTU
NEKAPCTBEHHbIX MPEMAPATOB, HAXOASLLUUXCS B OGPALLEHUA
B POCCUUCKOW ®EOEPALIMUA

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

Cratbsa 64. ®apMmakoHaasop
(B pea. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. JlekapcTBeHHble npenapaTtbl, Haxoaswmecsa B obpaweHnn B Poccuitickonn ®depepauunn,
noanexar MOHUTOPUHIY 3HOMEKTUBHOCTM U  6e30MacHOCTM B UeNsaxX BbISIBIEHMS BO3MOXHbIX
HeraTMBHbIX MNOCNEeACTBMIA MX MPUMEHEHMUS, UHAMBUAYA/bHOMW HENepeHOCUMOCTU, npeaynpexaeHns
MEeAUUMHCKNX paboTHWKOB, cneunannctos B 06nacTm BeTepuHapuu, MNauUMEeHTOB WM BNaaesnbLeB
XUBOTHbIX N UX 3aWNTbl OT NPUMEHEHNA TaKUX NIeKapCTBEHHbIX NpenapaTos.

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

2. ®apMakoHaA30p OCYLIECTBNSIETCA COOTBETCTBYHOLIMM  YMNOMHOMOYEHHbIM  deaepasnbHbIM
OpraHoM WCMONHUTENbHON BNAcTUM B YCTAaHOB/IEHHOM MM Mopsiake NMyTEM aHanu3a npeaocTaBsieMol
cybbekTamMm o6palleHMs  JIEKApPCTBEHHbIX CpeacTB MHMOpMauMm 0O MNoBOYHbIX  AEUCTBUSIX,
HeXxenaTeNbHbIX peakumsx, CcepbesHbIX HeXenaTeNbHbIX peakuusx, HenpeaBUAEHHbIX
HeXenaTeNbHbIX peakunsx npu MPUMEHEHUN NEKApCTBEHHbIX MpenapaToB, 06 WHAWBUAYAsIbHOM
HENepeHoCUMOCTHN, OTCYTCTBUMU 3DDEKTUBHOCTU JIEKAPCTBEHHbIX MpPEenapaToB, a Takke 06 WHbIX
haktax u 06CTOATENLCTBAX, NPEACTABASOWMX Yrpo3y >XWU3HW WX 340pPOBbK  4YenoBeka nunb6o
YXMBOTHOIO NMpY NPUMEHEHMW NEKAPCTBEHHbIX NPenapaToB U BbiSIBNIEHHbIX Ha BCEX 3Tanax obpalieHus
nekapcTBEHHbIX NpenapaToB B Poccuiickoit ®enepaumn v aopyrmx rocyaapcraax.

3. CybbekTbl obpalleHns neKapCTBEHHbLIX CPEACTB B Nopsiake, YCTaHOBEHHOM YNOJTHOMOYEHHbIM
denepanbHbiM  OpraHoM WCMNONMHUTENBHON BNAacTtM, o06s3aHbl cooblWwaTb B YMNO/IHOMOYEHHbIN
denepanbcHblii OpraH MCNOSIHUTENBHOW BAacTM O NO6OYHbIX AEUCTBUAX, HeXenaTeslbHbIX peakuusx,
Cepbe3HbIX HexXenaTeNbHbIX peakumsax, HenpeaBMAEHHbIX HeXenaTeNbHbIX peakumsax npu
NPUMEHEHUN JleKapCTBEHHbIX Mnpenapatos, 06 wWHAMBMAYANbHOW HENepeHOCUMMOCTU, OTCYTCTBUMU
3(pHEKTUBHOCTN JfeKapCTBEHHbIX MpenapaTtoB, a Takxe 06 wuHbix dakTax u o0b6cToATeNnbCTBAX,
NPeACTaBASOWMX Yrpo3y >XXM3HWU WAN 300pPOBbI0  4YenoBeka JsMbO XMBOTHOrO MNpU MNPUMEHEHUU
NeKapCTBEHHbIX NpenapaToB W BbISIB/IEHHbIX Ha BCEX 3Tanax obpalleHns nekapCcTBEHHbIX NpenapaTos
B Poccuinckon ®epepaumm n agpyrux rocygapcreax.

4. [epxaTenn unvn Bnagenblbl PerMCTPaUMOHHbIX YAOCTOBEPEHUI NeKapCTBEHHbIX MpenapaTos,
lopuaMYEecKMe JfMua, Ha WMS  KOTOPbIX BblAdHbl pPaspelleHnss Ha npoBeAeHME  KIIMHUYECKUX
nccnepoBaHuii B Poccuiickoit ®enepaumn, Nnmbo ynonHOMOYEHHbIE UMW Apyrue ropuandeckme nuua B
paMkax obecnedyeHns 6e30MacHOCTU /leKapCTBEHHbLIX MpenapaTtoB B MopsiAKe, YCTAaHOBMNEHHOM
COOTBETCTBYIOLWUMM YMOJIHOMOYEHHbIM deaepanbHbiM OpPraHOM WCMONHUTENbHOM BRactu, o6s3aHbl
OCYLLECTBNATL NMpUEM, y4yeT, 06paboTKy, aHann3 u XpaHeHne NocTynawLwmx B UX aapec OT Cy6bekToB
obpalleHnss NeKapCTBEHHbIX CPeACTB M OpPraHOB rOCYAapCTBEHHOM BMAacTU COO6LLEHWUI O MOBOYUHbIX
AEUCTBUSIX, HeXenaTeNbHbIX  peakuMsiXx, CEepbe3HbIX HexXenaTesbHbIX W  HenpeaBUAEHHbIX
HeXxenaTeNbHblIX peakuusax MNpu MNPUMEHEHUN JIeKapCTBEHHbIX MpenapaToB, 06 0COB6EHHOCTAX UX
B3aMMOAENCTBUA C APYrMMW NeKapCTBEHHbIMU MpenapaTtamMmun, UHAMBUAYANbHOW HernepeHoCUMOCTH, a
Takxe 06 MHbIX ¢akTax W 06CToATENbCTBAX, MNPEACTaBAAIOWMNX Yrpo3y >XWU3HWU WKW 340POBbIO
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yenoseka NM60 >XMBOTHOMO WAW BAUSKOWMX Ha WM3MEHEHWE OTHOLIEHUS OXMAAEMOW NONb3bl K
BO3MOXHOMY PUCKY MPUMEHEHUSI NeKapCTBEHHbIX MpenapaToB.

5. Mpwn BbIIBNEHNMN MHOPMALUN O CEPbE3HbIX HeXenaTeNbHbIX peakumnax M HenpeaBUAEHHbIX
HeXenaTesibHbIX peakunsax Mnpu MPUMEHEHUN NEKAPCTBEHHbLIX MpenapaTtoB, 06 0COBEHHOCTAX UX
B3aMMOAENCTBMA C APYrMMU NEKapCTBEHHbIMW MpenapaTtamMmu, MHAMBMAYANbHON HENEepPeHOCUMOCTH, a
Takxke 06 WMHbIX (akTax u 06CToATENbCTBAX, BAUSAKWMUX HA W3MEHEHME OTHOLUEHUS OXUAAEMOM
NoJib3bl K BO3MOXXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHbIX NpenapaToB, AepXaTenaum unau Bragenblbl
PErMCTPauMOHHbIX YAOCTOBEPEHMI NIEKAPCTBEHHbIX MpernapaToB, Hpuaudyeckne nuua, Ha uMs
KOTOpbIX BblAaHbl pa3pelleHns Ha nNpoBeAeHMe KIMHUYECKMX uccnegoBaHunm B Poccuintckoin
®epepaunmm, nnbo YMNoONHOMOYEHHbIE UMUK ApYyrMe puanyeckne numua o6s3aHbl NMPUHATL Mepbl,
HanpasfieHHble Ha YCTPaAaHEHME HEeraTUBHbLIX MOCNEACTBUIN NPUMEHEHUS TaKUX NeKapCTBEHHbIX
npenapaToBs, NnpeaynpexaeHmne NpuuYnHEHs Bpeaa XXU3HU UK 340pOBbI0 YenoBeka Mbo XMBOTHOrO,
3alNTY UX OT NPUMEHEHUS TaKNX NEeKapCTBEHHbIX NpenapaToB, Ha AOMNOSHUTENbHLIN C60p AaHHbIX 06
3P PeKTUBHOCTM N 6&30NaCHOCTM TaKMX JIEKAPCTBEHHbLIX NpenapaTos.

6. 3a HecoobulleHMEe WAN COKPbITME WHGOPMauuMK, MPeayCMOTPEHHOW YacTbio 3 HaCTosLWENn
CcTaTbU, AepxaTtenu unu Bnagesnblbl perucTpaumMoHHbIX YAOCTOBEPEHMN NeKapCTBEHHbIX NpenapaTtos,
opuanyeckme nmua, Ha UMSA KOTOpPbIX BblAdHbl paspelleHus Ha npoBeAeHue  KIAMHUYECKUX
nccnepoBsaHui B Poceniickon ®epepaunm, nMbo ynosiHOMOYEHHbIE UMW ApYyrue opuauveckmne nuua, a
TakXke [O/DKHOCTHble uua, KOTOpbIM  3Ta  WHGoOpMaumsa crana uM3BeCTHa Mo poay wux
npodeccnoHanbHOM AeATeNbHOCTU, HEeCYyT OTBETCTBEHHOCTb B COOTBETCTBMW C 3aKOHOAATE/IbCTBOM
Poccuinckon denepauunn.

7. Mpn nony4yeHMn ynonHOMOYEHHbIM heaepasibHbIM OPraHoOM MUCMOSIHUTENbHOW BNACTU B paMKax
ocylwecTBneHms um dapMakoHaa3opa AoKasaTenbCTB O HECOOTBETCTBMW NIEKApPCTBEHHOrO npenapaTta
YCTaHOBJ/IEHHbIM TpeboBaHMSM WMNM NPU MOAYYEHUN WHDOPMALMM O HECOOTBETCTBMW [AaHHbIX 06
addekTMBHOCTM M 0 6e30MacHOCTM NeKapCTBEHHOrO npenapata AaHHbIM O J1eKapCTBEHHOM
npenaparte, CoAepXalMMCsa B MHCTPYKLMW MO €ro npuvMeHeHuto (B TOM 4YUC/e BbISIBNEHHbIX B XoAe
ocylwecTBneHmsa dapMakoHaa3opa KOHTPOSbHO-HAA30PHbIMU OpraHaMn MHOCTPaHHbIX rOCyAapcTs),
YNOJIHOMOYEHHbIN deaepanbHblil OpraH WCNOSIHUTENbHOW BflacTM B YCTAaHOBJIEHHOM WM nopsiake
paccMaTpuBaeT BOMNPOC O NMPUOCTAHOB/IEHUM NPUMEHEHNS TaKoro 1IeKapCTBEHHOrO nNpenapara.

Cratbs 65. lNpuocTtaHoBJIeHMe NPpUMEHEHUS JIeKapCcTBEHHOro npenapara
(B pea. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. Mpu nony4yeHnn nHpopMaLmMn 0 HeXenaTeNbHbIX peakuusxX Npu NPpUMMEHEHNN NeKapCTBEHHOMoO
npernapaTta, He YKa3aHHbIX B WMHCTPYKLUUU MO NPUMEHEHUIO NIEKAPCTBEHHOrO MNpenapara, CEPbE3HbIX
HeXxenaTesbHbIX peakuusx, 06 0CO6eHHOCTAX ero B3auMOAEWUCTBUS C APYIrMMU JeKapCTBEHHbIMU
npenapataMy, KOTOpble MOryT MPeACTaBAATb Yrpo3y >XW3HM WM 340pPOBbIHO  yenoBeka Jmbo
XXMBOTHOrO, a TaKXe O HEeCOOTBETCTBMM JaHHbIXx 06 3addekTMBHOCTM UM 0 6He3onacHoCTU
NIeKapCTBEHHOro npenaparta AaHHbIM O IEKAPCTBEHHOM MpenapaTe, CoAepXalWMMCS B MHCTPYKLUNM MO
€ro MNpWUMEHEHUI0, B TOM 4MC/ie OT YMNOJIHOMOYEHHbIX OpPraHOB MHOCTPAHHbLIX rocyaapcTts, obmeH
KOTOpPOI OCYLLUECTBNSIETCA B COOTBETCTBUWU C COralEHUSAMU MEXAY YMONHOMOYEHHbIM (beaepasnbHbIM
OpraHoM WCHOJIHUTENBHOMW BAAacTM W YNOJTHOMOYEHHbIMWM OpraHaMm WHOCTPaHHbLIX rocyaapcTs,
YNO/THOMOYEHHbIN  deaepasnbHbii  OpraH WCHONIHUTENbHOM BAacTUM  paccMaTpuBaeT BOMPOC O
BO3MOXHOCTW TMPUOCTaHOBMEHNS 0OpalleHns TaKoro JIEKApCTBEHHOro npenapata B MNOpsAKe,
yCTaHOBJ/IEHHOM YMOJIHOMOYEHHbIM heaepasibHbIM OPraHoOM UCMOSTHUTENbHOM BNaCTW.

2. Tpn HeucnonHeHUM WM HeHaAasexalleM MWCNOoSIHEHUN aepxXkaTensaMm UM BRagenbuamm
pPerncTpaumoHHbIX YAOCTOBEPEHWUIN NEKapCTBEHHbIX MPenapaToB, PUAMYECKUMU AMLAMU, Ha WUMS
KOTOPbIX BblAaHbl pa3pelleHnsa Ha MnpoBeAeHME KIMHUYECKMX WUCcneaoBaHnin B Poccuitckomn
depepaumn, WM YMNONHOMOYEHHBIMW UMW  APYTUMW  IOPUANYECKMMM  NMUAMKU  0653aHHOCTEN,
YCTAQHOBJIEHHbIX 4YacTaMu 3 U 4 cTaTtbn 64 Hactosiwero depepanbHOro 3akoHa, nmbo B ciy4dasx
npeacraB/ieHnsl COOTBETCTBYIOWMM  YMOSIHOMOYEHHbIM deaepasibHbIM  OpraHoM UCMONHUTEIbHOWN
BN1IACTU 3aKJ/IIOYEHUS O HELOCTOBEPHOCTU PEe3yNbTaTOB KJIMHMYECKOro UCCnenoBaHNs NeKapCTBEHHOIO
npenapata A4na MeauuMHCKOro TmMpuMeHeHUsl, KOTOpoe OCHOBAaHO Ha pe3ynbTaTaX MNpoBepKu
MeAMUNHCKON OpraHm3aumu, NpoBOAMBLUEN YKa3aHHOE K/IMHUMYECKOe ucclefoBaHMe C HapyleHueMm
npaBui Hagnexalwen KIANHUYECKON MpaKTUKM, W MNpuBeno K MNOJYYEeHUD HenoCTOBEPHbIX
pesynbTtaTtoB, Mb60 B Cfydae HEeBbINOJIHEHMA NpeanucaHns, BblAAHHOIMO  YMNOJIHOMOYEHHbIM
denepanbHbIM OPraHOM UCMOJIHUTENbHOM BNACTU MO UTOraM OCYLLUECTB/IEHUS BbIBOPOYHOIro KOHTPOAS
KayecTBa JIEKApPCTBEHHOro npenapaTta, YMNOJIHOMOYEHHbIN deaepanbHbii OpraH MCNOJHUTENbHOMN
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B/IACTU B YCTAHOB/IEHHOM WM TMOpPsSAKE PacCMaTpMBAET BOMPOC O MPUOCTAHOBIEHUMU MNPUMEHEHUSN
TaKoro JIEKAapCTBEHHOrO npenapara.

3. YnonHoMoueHHbI denepanbHbli OpraH MCNOSHUTENbHOM BfacTU Npu NpeacTaBieHUn emy
CBeJeHMN O HeCOoOTBETCTBUM MpPOoM3BOAUTENS JIeKapCTBEHHbIX CpeacTB TpeboBaHUsM npaBui
Hagnexaiwen MpoM3BOACTBEHHOMW MPaKTUKM U (MAM) O HapyLeHMU JUUEH3MOHHbIX TpeboBaHum,
KOoTOpble 6blIN BbISIB/IEHbI B XO4e MNPOBEeAEHUS MHCMEKTUPOBAHUS MPOM3BOAMTENS JSIeKAPCTBEHHbIX
CpeacTB MW OCYLECTBAEHUSA JIMLEH3MOHHONO KOHTPONSA B Cdepe NpoM3BOACTBA JIEKAPCTBEHHbIX
CpeAcTs U MnpuBenn WM MOryT NpPUBECTU K TMPOU3BOACTBY JIeKApCTBEHHbIX MpenapaTos AN
MeAMLUMHCKOro NPUMEHEHUS, MPUYUHUBLLUNX MM CMOCOBHbBIX MPUYUHUTD BPEeA XW3HU WK 340POBbHO
rpaxkaaH, paccMaTpmBaeT BOMPOC O NPUOCTAHOBMEHUN NMPUMEHEHUS JleKapCTBEHHbIX MpenapaTtosB Ans
MeANLUNHCKOrO NPUMEHEHNS B YCTAHOBJIEHHOM UM NOpsAKe B clefylowmx cnydvasx:

1) coctaB n (MNKN) TEXHONOrMSA MPOM3BOACTBA JIEKAPCTBEHHOro npenapaTta ANns MeAUUMHCKOro
npMMeHeHusa (C onNMcaHWeM cTaauii Npou3BOACTBA) OT/IMYAKOTCS OT 3asiBNIEHHbIX B PerncTpaumMoHHOM
[OCbe;

2) neKkapCTBEHHbIA  npenapaT Ans  MeAMUMHCKOro  MpPUMEHEHWsI  MNpou3BeAeH  Ha
Npon3BOACTBEHHOW NioLwaaKke, He yKa3aHHOW B permcTpaumMoHHOM AOCLE;

3) y npousBoauUTENS NEKapCTBEHHbIX CpeACTB OTCYTCTBYIOT [AOKYMEHTbl, noATBepXaatoline
COOTBETCTBME KauyecCcTBa JIEKAapCTBEHHOro npenapaTta ANns MeguMUMHCKOro NpuUMEHeHWs, BBOAMMOIo B
rpaxaaHckuii 060poT, TpeboBaHMAM, YCTAHOBIEHHbBIM MPU ero rocyaAapCTBEHHOW perncrpauunmn;

4) npouvu3BOAUTENEM JleKAapCTBEHHbIX CPeACTB B  COMMACOBAHHbLIA C  COOTBETCTBYHOLWMUM
YNO/IHOMOYEHHbIM efepanbHbIM OPraHOM UCMONMHUTENBHON BAACTU CPOK HE YCTPaHEHbl HapylleHus
TpeboBaHU NpaBun Hagnexawen Npou3BoOACTBEHHOM NPakKTUKN U (UNK) TNLEH3UOHHbIX TpeboBaHuii,
KoTopble 6blIIN BbiSIB/IEHbl B Xo4e MNpOBeAeHUS MHCNEeKTUPOBAHUS MPOM3BOAMTENS JSleKapCTBEHHbIX
CPEeACTB MM OCYLLECTB/IEHMS JIMLEH3NOHHOMO KOHTposis B cdepe Npou3BOACTBA JieKapCTBEHHbIX
CpeAcTB U npuBenn WM MOTryT NpUBECTU K TMPOU3BOACTBY JieKapCTBEHHbIX MpenapaToB Ans
MeAMUMHCKOro NpPUMEHEHUS, MPUYNHUBLLUNX UM CMOCOBHbLIX MPUYUHUTL BPEA XWU3HU WK 340POBbLIO
rpaxaaH.

(yacTtb 3 BBeaeHa deaepanbHbiM 3aKOHOM 0T 04.06.2018 N 140-03)

4. YNO/IHOMOYEHHbIM deaepanbHbiA OpraH WCMOMHUTENbHOW BNACTU MPU HaIMUMKU Y HEro
CBeAEHMN O HEeCOOTBETCTBMM NPOU3BOANTENS JIeKApPCTBEHHbIX CpeacTB TpeboBaHMsIM NpaBui
Hagnexalwen npou3BOACTBEHHON MNpaKTUKNM W (MAKM) O HApPYWEHUU JIMUEH3NOHHbLIX TpeboBaHWUNA,
KoTopble 6bliM BbiSiB/IEHbl B XO0A4€ MNPOBEAEHMS MHCNEKTUPOBAHMS MNPOM3BOAUTENS JleKapCTBEHHbIX
CpeacTB MM OCYLECTBAEHUS JIMLUEH3MOHHOINO KOHTPONs B cdepe NpoM3BOACTBA JIEKAPCTBEHHbIX
CpPeACTB M MNpMBENM WAW MOTyT MNPUBECTM K TMPOM3BOACTBY JIEKAPCTBEHHbIX MpenapaToB Ans
BETEPUHAPHOI0 MPUMEHEHUS, MPUYNHUBLUNX UM CMOCOOHLIX MPUUYMHUTL BPEA XWU3HWU UKW 340pPOBbIO
XMBOTHbIX, pacCMaTpMBAET BOMPOC O MPUOCTAHOB/IEHUU peann3aumm N NMpUMEHEHUS NEKapCTBEHHbIX
npenapaToB AJ11 BETEPUHAPHOIO NMPUMEHEHUS B YCTAHOBIEHHOM UM MOPSAKE B CIEAYOLWMX CyYasX:

1) coctaB n (MKN) TEXHOMNOrMS NPOM3BOACTBA JIEKAPCTBEHHOMO MpernapaTta A/l BETEPUHApHOro
NpUMeHeHns (C onucaHMeM CTaauii NpPoM3BOACTBA) OT/IMYAKOTCS OT 3asIB/IEHHbIX B PErnMcCTpauMoOHHOM
Aocbe;

2) NeKapcTBEHHbIM npenapaT Ans  BETEPUHAPHOrO  MPUMEHEHUS  MNpPOU3BEAEH  Ha
Npon3BOACTBEHHOM NNoOLWaAKe, He YyKa3aHHOW B perMcTpauuMoHHOM A0CbE;

3) y npoum3BoauTens JeKapCTBEHHbIX CPEeACTB OTCYTCTBYKOT AOKYMEHTbl, MNoATBepXAatowue
COOTBETCTBME KayecTBa JIeKapCTBEHHOro npenapaTa A/ BeTepUHapHOro NpMMeHeHUs, BBOAMMOrO B
rpaxaaHckuii 060poT, TpeboBaHMAM, YCTAHOBIEHHbBIM MPU ero rocyaapCTBEHHOW perncrpauunm;

4) npouv3BoAUTENIEM JleKApCTBEHHbIX CPeACTB B COMMACOBAHHbLIA € COOTBETCTBYHOLWMM
YNOMHOMOYEHHbIM deaepanbHbIM OpraHOM UCMONHUTENbHON BAACTU CPOK HE YCTpaHEeHbl HapylueHus
TpeboBaHW NpaBun Hagnexawen NpoMs3BoACTBEHHOM NPakTUKN U (UNK) TNLEH3UOHHbIX TpeboBaHuii,
KoTopble 6blIIN BbiSIB/IEHbl B Xo4e MNpOBeAeHUs MHCNEeKTUPOBAHUS MPOM3BOAMTENS JSieKapCTBEHHbIX
CPeACTB WM OCYLLECTB/IEHMS JIMLEH3MOHHOINO KOHTposis B cdepe Npou3BOACTBA JieKapCTBEHHbIX
CpeacTB U MpuBEAM WAW MOTyT MNPUBECTM K TMPOM3BOACTBY JieKApCTBEHHbIX NpenapaToB Ans
BETEPUHAPHOrO MPUMEHEHUS, NPUUNHUBLUMX UM CNOCOOHBLIX MPUYMHUTDE BpPea XWU3HU UAN 340POBbIO
XXUBOTHbIX.

(yacTtb 4 BBeaeHa dPenepanbHbiM 3akoHOM oT 04.06.2018 N 140-03)
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KoHcynbTaHTlA0C: npuMeYyaHue.
C 01.01.2026 cT. 65 pononHgetca u. 5, 6 (®3 o1 27.12.2019 N 475-03).

KoHcynbTaHTlAOC: npuMedvaHue.
C 01.09.2023 cT. 65 gononHseTca U. 7 (®3 o1 02.07.2021 N 317-D3).

Cratbsa 66. MHdopMauuna o pesynbratax papMakoHag3opa
(B pea. ®egepanbHOro 3akoHa ot 27.12.2019 N 475-03)

YNONHOMOYEHHbI  deaepanbHbii  OpraH  WUCMNOJHUTENbHOM  BAacTu,  OCYLLEeCTBSOLWNI
¢apmakoHansop, NoO ero pesysbTaTtaM pasMelaeTr Ha csoeM oduumanbHoM canTe B ceTn "UHTepHeT"
nHpopMaumo o:

1) BbISBNIEHUM HOBbIX MOATBEPXAEHHbLIX AAHHbIX O MO6OYHLIX [AENCTBUAX, HexXenaTeNbHbIX
peakuuax, CEPbE3HbIX HeXenaTesbHbIX peakuusix, HEMpeaBUAEHHbIX HeXenaTenbHbIX peakuuax npu
NPMMEHEHNM NEKAPCTBEHHOrO NMpenapaTa, B TOM UYMC/le BAUSIOWNX Ha OTHOLLEHWE OXMAAEMOW MOMb3bl
K BO3MOXHOMY PUCKY MPUMEHEHUS AaHHOrO IeKapCTBEHHOMO NpenapaTa;

2) NPUHATBIX peLleHUsaIX 0 BHECEHUN N3MEHEHWNI B MHCTPYKLMIO MO NMPUMEHEHMUIO 1eKapCTBEHHOMO
npenapata, O MPUOCTAHOB/IEHUN TMPUMEHEHUA JflIeKapCTBEHHOro npenapata, 06 U3bATUU W©3
obpallleHnsi NeKapCTBEHHOro mnpenapata WAM O BO30OHOBMEHUM TMPUMEHEHUA JIeKapCTBEHHOro
npenapara.

Masa 14. UHPOPMALUA O NNEKAPCTBEHHbIX NMPEMNAPATAX. CACTEMA
MOHUTOPUHIA OABUXEHUA NEKAPCTBEHHbLIX MPEMNAPATOB
anAa MEOQUUMHCKOIo NPUMEHEHUA

(B pea. ®enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

Cratba 67. MHpopMauusa o0 nexkapcTBeHHbIX npenapatax. CucremMma MOHUTOpPMHra
ABMXXEHUSA JSieKapCTBEHHbIX NpenapartoB AN MeAULMHCKOro NpuMeHeHuUs
(B pea. ®enepanbHOro 3akoHa ot 28.12.2017 N 425-03)

1. UHdopmaumsa o nekapCTBeHHbIX Mpenapartax, OTnyCKaeMblX MO peuenTy Ha JIeKapCTBEHHbIN
npenapaTt, AO/HKHA CoAepXaTbCsA TONbKO B CMeuManuM3npoBaHHbIX U34aHUAX, NpefHa3HavyeHHbIX ANns
MeAVMUMHCKUX, dapMaueBTUYeCKnx paboTHMKOB, cneunannctos B  obnactm  BeTepuHapuu.
MHdopMauma o0 nekapCTBEHHbIX npenapatax Ana cneunannctos B obnactm  obpauweHus
NeKapCTBEHHbIX CPEeACTB MOXET COAepXaTbCs B MOHOrpadusax, CnpaBOYHWMKAX, HAy4YHbIX CTaTbsX, B
AOKNajax Ha KOHrpeccax, KoHdepeHumsaX, CMMNO3nyMax, Hay4HbIX COBETaxX, a TaKXe B MHCTPYKLMSX
NoO NPUMEHEHUIO JIEKAPCTBEHHbIX NpenapaTos.

(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-93)

2. MHdopmMaumsa o nekapCTBEHHbIX MpernapaTax, OTNycKaeMbix 6e3 peuenTa Ha SIEKAPCTBEHHbIN
npenapaT, MOXET CoAepXaTbCA B NybaMKauusax M o6bABNEHUAX CPeACTB MacCoBOW MHdopMauuu,
cneunanmampoBaHHbIX U 06LWMX NeYaTHbIX M3AAHUSAX, NHCTPYKUMUAX MO MPUMEHEHUIO NNEKAPCTBEHHbIX
npenapaToB, WHbIX M34aHMSAX CybbekToB ob6palleHnss neKapCTBEHHbIX CpeacTB. PeknaMHble
MaTepuasnbl O JIEKAPCTBEHHOM Mpenaparte, oTNnyckaeMoM 6e3 peuenTa Ha /1eKapCTBEHHbIM Npenapar,
AO/MKHbI COOTBETCTBOBATb MHCTPYKLUWM NO NMPUMEHEHUIO NEKAPCTBEHHOIO npenapaTta.

3. JonyckaeTca wmncnosb3oBaHue Nto6bIX MaTepuaibHbIX HoCUTeNnen, NO3BONSAIOLLUMX XPaHUTb,
nepeanaBaTtb N UCNOJb30BaTb VIH(bOpMaLI,VHO O JIEKapCTBEHHbIX NpenapaTtax 6e3 ee nckaxeHus.

4. Ona uenen uaeHTUGMKaAUMM YNAKOBOK JIEKAPCTBEHHbIX MNpenapatoB Ans MeAULMHCKOro
NPUMEHEHUSA MPOM3BOAUTENMN JIEKAPCTBEHHbIX CPEACTB B MOPSAKE, YCTaHOB/IEHHOM [1paBMTENbCTBOM
Poccuiickoli ®depepaumm, HAHOCAT Ha MEpPBUYHYK YynakoBky (B OTHOLIEHWUM JIEKAPCTBEHHbIX
npenapaToB A1l MEAMUNHCKOro NpPUMEHEHUS, AN KOTOPbIX HE NpeaycMoTpeHa BTOPUYHAs yNaKoBKa)
M BTOPUYHYLO (NOTPebUTENbCKYIO) YMaKOBKY JleKapCTBEHHbIX MpernapaToB ANS MeaUMUMHCKOro
NPUMEHeHUs cpeacTBa WAEHTUDUKAUMM, 3@ UCKIOUYEHMEM JNIeKapCTBEHHbIX npenapaTtoB Ans
MEAMUMHCKOrO MPUMEHEHUSI, TMPOU3BOAUMBLIX ANA  MNPOBEAEHUSI KIUHUYECKUX WUCCNefoBaHUi,
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3KCNOPTa, NIEKApCTBEHHLIX NpernapaTtoB AN MeAULMHCKOro NMPUMEHEHUS, YKa3aHHbIX B YyacTtax 5 u 8
ctatbm 13 HacToswero ®depepanbHOro 3akoHa, pagumodapMaueBTUUYECKUX  JleKapCTBEHHbIX
npenapaTtos, NMABOK MeANLUMHCKNX U Fra30B MeaULMHCKUX.

(yacTtb 4 BBegeHa dPeagepanbHbIM 3aKOHOM 0T 28.12.2017 N 425-03 (pea. 27.12.2019))

5. Xapaktepuctmku cpeactsa wuaeHTudukaumu, nOpsiAOK ero HaHeceHus m TpeboBaHus K
CTpYKTYype n cdopmaTy MHPOpPMaLMM, KOTOPYID COAEPXMUT CPeACTBO maeHTUdMKauum, onpenensitotcs
MpaBuTenbcTtBoM Poccuiickon ®eaepaumn.

(4yacTtb 5 BBegeHa ®enepanbHbIM 3aKOHOM OT 28.12.2017 N 425-03)

6. [lNopsgok co3paHus, pasBuTUS, BBOAA B 3KCM/yaTauuo, 3KciayataumuM M BbiBOAA W3
aKCAyaTaumm CUCTEMbl MOHUTOPUHIa ABWXKEHUS NeKapCTBEHHbIX MpenapaTtoB ANs MeauuMHCKOro
NpUMEHEHNs, NOopsAOK npeaocTtaBneHns uHdOpMauum, coaepxxallencs B CUCTEME MOHUTOPMUHra
OBWXEHUS NeKapCTBEHHbIX NMpernapaToB AN MegUUMHCKORO NPUMEHEHUS, U NOPSAOK B3aUMOAENCTBUS
YKa3aHHOM  CUCTEMbI C  WHbIMM  TOCYAAPCTBEHHbIMM  MH(POPMAUMOHHBIMM  CUCTEMAMU U
WHPOPMALUMOHHLIMN  CUCTEMAMU  OPUONYECKMX UL U UHAMBUAYANbHbIX NpeanpuHUMATENEN,
yKasaHHbIX B 4acTtax 7 u 10 HacTosllen cTaTbM, ycCTaHaBnmatoTcs [lpaBuTenbCcTBOM Poccuiickomn
Qdepepaunm. OnepaTopaMn CUCTEMbl MOHUTOPMHIA ABMXEHWS JNeKapCTBEHHbLIX MnpenapaToB A4S
MEAUUMHCKOIo TMPUMEHEHNSA SBASOTCA deaepanbHblii OpraH WCMOMHUTENbLHOW Bnactm wn (unu)
opraHmsaumsl, ynosHOMo4eHHble NpaBuTensLCcTBOM Poccuinckon deagepaunm.

(4acTb 6 BBegeHa deagepasnbHbIM 3aKOHOM OT 28.12.2017 N 425-03)

7. lOpuanyeckme nuua n MHAMBMAYaNbHble NpeAnpUHMMATENN, OCYLLECTBASOWNME NPOM3BOACTBO,
XpaHeHune, BBO3 B Poccuickyo degepaunio, OTNyCK, peanusauuio, nepenady, nNpuUMEHEHne u
YHUUTOXEHME JIeKapCTBEHHbIX MNpenapaTtoB ANA MeAWLWMHCKOro npuMeHeHus, obecneynmBalroT B
nopsiake M B COCTaBe, KOTOpble yCTaHOB/EeHbl lMpaBuTtenbcTtBOM Poccuitckoin degepaumm C yy4eToMm
BUAA OCYLIECTBASEMON UMK AeATeNbHOCTU, BHeceHue MHdOopMauumM O JleKapCTBEHHbIX MNpenapaTax
ANg MeAMUNHCKOro NMpUMEeHeHUs B CUCTEMY MOHUTOPUHIa ABUXEHUA NeKapCTBEeHHbIX NpenapaTos AN
MeANLUNHCKOrO NpUMeHeHMs.

(vyacTtb 7 BBegeHa ®epepanbHbIM 3aKOHOM 0T 28.12.2017 N 425-03)

7.1. JlekapcTBeHHble npenapaTbl ANg MeAUUMHCKOro MpUMEHeHus, npefHasHayeHHble A4
obecneueHns nuu, 60AbHbLIX remodunMen, MyKOBMCUMAO30M, rMNodu3apHbIM HaHWU3MOM, 60ne3Hbto
lfowe, 3n0KayecTBEeHHbIMM HOBOOGpa3oBaHUAMU NUMPOUAHOW, KPOBETBOPHOM W POACTBEHHbLIX WM
TKaHel, pacCesiHHbIM CK/epo30M, /ML Nocne TpaHcnnaHTauum opraHoB W (MNM) TKaHewn,
npouseeneHHble A0 31 pgekabpa 2019 roga, a TakXke WHble NeKapcTBeHHble npenapaTtbl A4
MeAUUMHCKOro npuMeHeHud, npousseaeHHble a0 1 wona 2020 roaa, noanexaTtT XpaHEeHMUIo,
nepeso3ke, OTNYCKY, peanusauunm, nepegade, npuMeHeHnto 6e3 HaHeceHUs CpeacTB UaeHTUduKaumm
A0 UcCTeyeHuss cpoka ux rogHoctu. [lMpaBuTenbcTBo Poccuinckon depepaumm BnpaBe YCTaHOBUTb
ocobeHHOCTM BBOAA B rpaxAaHCKMA o060pOT /feKapCTBEHHbLIX MpenapaTtoB ANs MeAUUMHCKOro
npuMeHeHus, nNpomnsBedeHHbIX B nepmod ¢ 1 miona 2020 roga no 1 oktabpsa 2020 roga. B uenax
BBOAA B rpaxaaHCKuh o060pOT fieKapCTBEHHblE npenapaTtbl ANS MeAWUWMHCKOro MNpUMEHEHUs, 3a
NCKIOYEHNEM JIEKapCTBEHHbIX MpenapaTtoB, MpeaHa3HaydyeHHbiX And obecnedeHus nuuy, 60MbHbIX
remounnen, MyKOBUCUMAO30M, rMNodu3apHbIM HaHWU3MOM, 60ne3Hbl lowe, 3/10KaYeCTBEHHbIMU
HOBOOOpaszoBaHUAMN NUMPONAHON, KPOBETBOPHOWM U pPOACTBEHHbLIX WM TKaHEW, pacCesHHbIM
CKNEepo30oM, Nuy nociae TpaHCnaHTaumMu opraHoB M (MNM) TKaHen, npousBefeHHble 3a npeaenamm
Tepputopun Poccuinckon depepaumm o 1 oktabps 2020 roga, MoryT 6biTb BBE3€Hbl B POCCUICKYIO
Qdepepaunto o 1 aHeaps 2021 roga B nopsake, yCTaHOBMeHHOM [lpaBUTenbCTBOM Poccuickomn
®epepaunn, 6e3 HaHeceHUsa CpeacTB NAeHTUMUKaUNK.

(B pea. ®egepanbHbIX 3aKOHOB OT 27.12.2019 N 462-®3, o1 13.07.2020 N 206-93)

8. OpraHmsaumss MHGPOPMALMOHHOIO B3aUMOAENCTBUS CUCTEMbI MOHUTOPUHIA ABUXEHUS
NIeKapCTBEHHbIX MpenapaTtoB AAs MeAULUMHCKOro MPUMEHEHUS C  UHbIMU  FOCYAApPCTBEHHbIMU
WH(OPMaALMOHHBIMKN  cucTteMamm obecrneymBaeTcss B TOM 4ucie MNOCPeACTBOM WMHGpPaCTPyKTypbl,
obecneumBatowlern MHOOPMALMOHHO-TEXHONOITMYECKOE B3auMMOAENCTBME WHMOPMALUMOHHbLIX CUCTEM,
NCNoJib3yeMblX A7 NpeaoCTaB/ieHUsl TOCyAApPCTBEHHbIX W MYHUUMMANbHbBIX YCAYT W WUCMOJSIHEHUS
rocyaapCTBEHHbIX U MYHUUMNaNbHbIX OYHKLUMWIK B 3N1EeKTPOHHON dopMe.

(4acTb 8 BBeaeHa deaepanbHbiM 3aKOHOM OT 28.12.2017 N 425-03)

9. O6uwepoctynHas wuHdOpMauusa, CoAepXalascs B CUCTEME MOHUTOPUHra ABUXEHUS
NIeKapCTBEHHbIX MNpenapaTtoB ANs MeAVLUMHCKOro MpUMEHEHUs, pa3Meliaetrca B WMHOOPMaLMOHHO-
TeneKkoMMYHUKaUMOHHOM ceTn "UHTepHeT" (B TOM uucne B (oOpMe OTKPbITbIX AAHHbIX) B MOPSAKe,
yCTaHoBJIeHHOM [MpaBuTenbCcTBOM Poccuiickon denepauun.
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(4acTtb 9 BBegeHa ®enepalbHbIM 3aKOHOM OT 28.12.2017 N 425-03)

10. Mpon3BoanTENnN NEeKapCTBEHHbIX CPeACTB NOYyYaloT COAEPXKALLYOCA B CUCTEME MOHUTOPUHIa
OBUXXEHUS NEKAPCTBEHHbLIX MpenapaToB A8 MeAUUMHCKOrO MPUMEHEHUS MHAMOPMaUUd O CeEpUSIX U
napTusX NeKapCTBEHHbIX NpenapaToB, MPOU3BOAUMbBIX MMM N HAXOASALWNXCS B rpaxkaaHCKom obopoTe B
Poccuinckonm denepauunn, 6€3803Me3aHO0.

(vacTtb 10 BBeaeHa ®eaepanbHbiM 3aKOHOM OT 28.12.2017 N 425-03)

11. 3a npou3BOACTBO WM MNpoAaxy JeKapCTBEHHbIX nNpenapaTtoB A8 MeauUMHCKOro
npuMeHeHus 6e3 HaHeceHus cpeacTB maeHTUdMKaUMM, C HapyLleHMeM YCTaHOBAIEHHOro nopsaka ux
HaHeCeHMs, a TakKXe 3a HecBOeBpeMeHHOe BHeCeHMe AaHHbIX B CUCTEMY MOHUTOPMHIa OBUXEHUS
NeKapCTBEHHbIX NpenapaToB A8 MeAULMHCKOro MPUMEHEHUS UM BHECEeHME B Hee HeAOCTOBEPHbIX
OaHHbIX lopugnyeckme nuua n mHamMBMAayanbHble NpeanpuHMMaTenn, yKasaHHble B 4yactax 4 mn 7
HacToslLwen CTaTbW, HECyT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATENbCTBOM POCCMICKOWN
denepaunn.

(yactb 11 BBeaeHa PeaepanbHbiM 3aKOHOM OT 28.12.2017 N 425-03)

12. MpaButenbctso Poccuiickon ®eaepaumm BNpaBe YCTaHOBUTb OCOOEHHOCTU BHeApeHUs
CUCTEMbl MOHUTOPUHra ABUXEHUSA NeKapCTBEHHbLIX MpenapaToB ANs MeAUUMHCKOro MNpUMeHeHus,
BK/MOYAsi CPOKM ee BHeApeHUs, B OTHOLWEHWW NeKapCTBEeHHbIX npenapaToB ANn8 MeAULMHCKOro
NPUMEHEHUS, BKJIIOYEHHbIX B MNepeyYeHb XM3HEHHO Heob6X0AMMbIX WM BaXKHEWLWMUX JieKapCTBEHHbIX
npenapaToB, JeKapCTBEHHbIX MpenapaToB, MpefAHa3sHaudeHHbIX Ana obecneyeHus nuy, 601bHbIX
remodunnen, MyKOBMUCUMAO30M, runodmsapHbIM HaAHWU3MOM, 6Gone3Hblo [owe, 3/10KaYeCTBEHHbIMU
HoBOOOpa3oBaHMAMN NMMMONAHON, KPOBETBOPHOM U POACTBEHHbIX WM TKAHEN, pacCcesiHHbIM
CKN1EPO30M, 1ML, NOCNe TPaHCMaHTauMm opraHos n (MAN) TKaHEN, MHbIX eKapCTBEHHbIX NMpenapaTos
AN MeAUUMHCKOro NpuMeHeHus.

(4acTb 12 BBeaeHa ®eaepanbHbIM 3aKoHOM OT 28.12.2017 N 425-03)

Fnaea 14.1. OTPAHUYEHUA, HANATAEMbIE
HA OPTAHU3ALIUN, OCYLUECTBIAKWUE OEATEINIbHOCTb
MO OBPALLEHUIO NEKAPCTBEHHbIX CPEOCTB
(BBeaeHa denepanbHbIiM 3aKOHOM OT 25.11.2013 N 317-03)

Ctatbsa 67.1. OrpaHMuyeHMn, HasaraeMmblie Npu OoCyLlecTBIEHUN AeATeNnbHOCTN B chepe
o6palweHnna neKkapCcTBeHHbIX CpeacTB

1. Opranmsaumu, 3aHuMawwmecs paspaboTkon, nNpom3BoACTBOM U (KUAuM) peanusaumnen
NeKapCTBEHHbIX MpenapaToB ANS MeAUMLMHCKOrO NpUMEHEHWs, opraHusauum, obnajarowme npasamm
Ha WCNOJIb30BaHME TOProBoro HaMMEHOBaHUA JN1IeKapCTBEHHOro npenapata Ang MeguUMHCKOro
NpUMEHEHNs, OpraHm3aunm ONTOBOM TOProBAN NEKAPCTBEHHbIMW CPeACTBaMM, anTedHble opraHnu3auum
(nx npeacraBuTenu, MHble pUNYECKMe N lopuamdeckne nuua, ocyLwecTBgWme CBo AedATe/IbHOCTb
OT MMeHW 3TUX OpraHms3auMin) B OTHOLWEHUN MeaUUMHCKUX paboTHMKOB W pyKoBoAuTeNemn
MeANUNHCKNX OpraH1M3auni He Bripase:

1) Bpy4aTb nogapku, BbiNja4ymBaTb AEHEXHble CpeAcTBa (3@ UCKIIYEHWEM BO3HarpakaeHuin no
AOroBopaM npu nNpoBeAeHUN KIMHUYECKUX WUCCIeAOBaHWM NeKapCTBEeHHbIX MpenapaToB Ans
MeAMUMHCKOro MNpPUMEHEHUs, BO3HarpakaeHu, CBSA3aHHbIX C OCyLleCcTBNeHUEM MeAULWNHCKUM
paboTHMKOM neparormyeckon u (UMW) HAYYHOW AedATenbHOCTW), B TOM 4ucne onjaymseaTb
pasBnevyeHus, OTAbIX, Npoe3] K MeCTy OTAbIXa, a TakxXe MNpuB/eKkaTb K y4acTUO B pa3BriekaTesibHbIX
MeponpuUaTUAX, NPOBOAUMBIX 3@ CYET CBOUX CPEACTB;

2) 3aK/ilo4aTb cCorjawleHna O Ha3Ha4YeHunm Wuin pexkoMeHaauun nauneHTaM JNEKAPCTBEHHbIX
npenapatos And MeanuunHCKOro rnpuMeHeHn4A (3a MCKNTIOYEHMEM A0roBopoB O nNpoBeEAEHNUN
KITMHUYECKUX NCCcneaoBaHnmn NNEKAPCTBEHHbIX NMpenapaTtoB And MeEAULUMNHCKOro I'IpMMeHeHVIFI);

3) npenoctaBnAaTb 06pasubl JIEKAPCTBEHHbIX MpenapaTtoB A/ MeAMLUMHCKOrO MPUMEHEHUs B
Luenax Bpy4YeHus nauveHTaMm (3a WUCKIUYEHMEM C/lyvyaeB, CBSA3aHHbIX C NMpoOBeAeHUMEM KIMHUYECKMX
nccneaoBaHuii NeKkapCcTBEHHbIX NpenapaToB A MEANLMHCKOIO NPUMEHEHNS);

4) npeaocTaBnATb HEAOCTOBEPHYD W (MAW) HenosHyl MHGOPMauMIo O JNeKapCTBEHHbIX
npenapaTax Ans MeanUMHCKOro NMpUMEHEHUs;
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5) nocewatb ux B paboyee BpeMs Ha paboumx MecTax, 3a UCK/IKOYEHUEM ClTy4YaeB, CBA3aHHbIX C
NpoBeAEHMEM  KJ/IMHUYECKUX WUCCNeAOoBaHWI NIeKapCTBEHHbIX MNpenapaToB AN  MeAUMUMHCKOro
NPUMEHEHUNS, C YY4aCTUEM B Nopsigke, YCTaHOB/IEHHOM PYKOBOAWTENEM MeAMLMHCKOW OpraHusauuun, B
cobpaHnax MeaMUMHCKUX paboOTHUKOB M MHbIX MEpPOMNMpUATMSAX, HamnpaB/eHHbIX Ha MOBbIWEHME WX
npodeccnoHanbHOr0 YPOBHS MM Ha nNpeaocTtaBneHne MHMOpMaumm, CBA3AaHHOM C OCYLLUECTBJIEHUEM
MOHUTOPMHIra 6€30MacHOCTN NIEKAPCTBEHHbIX NMpenapaTos;

6) nNobyxaaTb K BbIMUCbIBAHWIO JIEKAPCTBEHHbIX NpenapaToB Ans MeAULMHCKOro NpuUMeHeHUs Ha
6naHkax, cogep>awmnx HGOpMaLMIO peKIaMHOro XxapakTepa, a TakXe Ha peuenTypHbiX 6raHkax, Ha
KOTOpbIX 3apaHee HaneyaTaHO HaUMeHOBaHWEe JieKapCTBEHHOro npenapata AnsS MeAUUMHCKOro
NPUMEHEHMUS.

2. OpraHusaumm, ykasaHHble B ab3aue nepBoM YacTu 1 HacToswen cTaTb, U UX NpeacTaBuTenm
B OTHOLWIEHNM bapMaLleBTUUYECKNX PabOTHUKOB U PYKOBOAUTENEN aNTEYHbIX OpraHn3auuin He BrpaBe:

1) Bpy4yaTb noaapKu, BbinJla4nBaTtb [A€EHEXHbIE CpeactBa, B TOM 4ucne onjaadvymBaTb
pa3BaevYeHnd, OTAbIX, Npoe3a K MEeCTy OTAbiXa, W MNpuUBJEKATb K Y4YaCTUO B pa3B/iEKATEJIbHbIX
MeponpuaTnax, NpoeBoanMbIX 3a CHET CBOUX CPEACTB,

2) npenocTaBnsaTb 06pasubl NeKapCTBEHHbIX MpenapaToB A/ MeAMUMHCKOro MpUMEeHeHus Ans
BPYY€HUS HaceneHuo;

3) 3aKnw4aTtb cornaweHmna o NpeanoXeHUMn HaceneHno onpeaeneHHbIX NeKapCTBEHHbIX
npenapartoB ansa MegnUMHCKOro npMMeHeHu4,

4) nNpefocTaBnsATb HeAOCTOBEPHY U (MNM) HEMnonHyk WHMOopMauMio O NeKapCTBEHHbIX
npenapaTtax Ans MeAUMLUHCKOro MPUMEHEHUs, B TOM YUC/Ie MMEKLUX OAMHAKOBOE MeXAyHapoaHoe
HEenaTeHTOBAaHHOE HaMMeHOBaHue,

Cratbs 67.2. Tpe6oBaHMA K OpraHM3auuMuM W NPOBEAEHMUI0 HAY4YHbIX MEpOonpuUATHUM,
MHbIX MEPOMNPUATUWA, HamMNpaBJ/IEHHbIX Ha TMOBbIWEHNEe NpPo(eCcCUOHANIbHOIO YPOBHS
MeAMLMHCKMX PpaboTHMKOB WAM Ha npepocraBseHuMe uHPopMauumm, CBA3aHHOW C
ocyuecTtBiIeHUeM MOHUTOpPUHra 6e30NacHOCTU IeKapCTBEHHbIX NpenapaTtoB

1. Mpn npoBeAeHUN HayUYHbIX MEPOMPUSATUI, NHBIX MEPOMNPUATUI, HanNpaB/IEHHbIX Ha MOBbIWEHNE
npodeccMoHanbHOr0 YPOBHA MeAUUMHCKMX paboTHUKOB WM Ha NpeaocTaB/ieHNE CBS3aHHOW C
OCYLLECTB/IEHMEM  MOHWMTOpPMHra 6e30MacHOCTU  NeKaApCTBEHHbIX  MpenapaTtoB  MHdbopMauuu,
OpraHM3yeMbix OpraHuM3auMsiMM, yKasaHHbIMWM B ab3aue nepBoM 4actm 1 ctatbu 67.1 HacTosAwero
denepanbHOro 3akoHa, WX npeactaBuTensMum M (UAM) GUHAHCUPYEMbIX 3a CYET CPeAacTB 3TUX
opraHusauuMm W uxX npeacTaBUTENen, 3anpewaeTca npensTCTBOBaTb Y4yacTUO B yKa3aHHbIX
MEpPONPUATUSAX UHbIX OpraHn3aumin, KOTOpble NPOM3BOAAT WX peanin3yloT NeKapCcTBEHHbIe npenapaTbl
ANS MeAMUMHCKOrO MPUMEHEHUSI CO CXOXWM MEexXaHM3MOM (apMaKosiorM4yeckoro Aencreusi, nmnbo
cospaBaTb AUCKPUMWHALUMOHHbIE YCNOBUA ANl OAHUX YYACTHUKOB MO CPaBHEHWIO C ApPYyrMMuK
YYaCTHUKAMKN, @ UMEHHO:

1) npenocTtaBnATb pasfIMYHOE KOMMYECTBO BPEMEHWU ANS BbICTYMEHUN YYACTHUKOB, pasfinMyHble
no pa3Mepy 3aHMMaeMol nnowaan Mecta AN AeMOHCTpauun obpasuoB SieKapCTBEHHbIX NMpenapaTos
AN MEAMUMHCKOrO MPUMEHEHUS UM pekslaMHbIX MaTepuasioB O JIeKapCTBEHHbIX Mpenapartax Aans
MEAMUMHCKOrO MPUMMEHEHUS Ha 3KCMO3MUMSIX, CTeHAAaX, 3a MWCK/IOYEHMEM C/y4yaeB, €C/M Takue
YCNOBUS 3aKpernsieHbl B COrNalleHusax 3TUX OpraHusauun, ux npeacraButeneit o puHaAHCMPOBAHUMU
yKasaHHbIX MeponpusaTuii U 06yCnoBAeHbl pa3/inyHbIMK 3aTpaTaMu yY4aCcTHMKOB Ha UX OpraHusaumio;

2) yCTaHaBMBaTb pasMep B3HOCA AN YYACTHUKOB MepOnpUSATUIA, YKas3aHHbIX B ab3ale nepBoM
HACTOALWEN YacTW, MpEBbIWAKLWWIA CyMMy 3aTpaT Ha OpraHM3auuio YKasaHHbIX MeponpuaTUin U
BeAyLMA K HEOBOCHOBAHHOMY OrpaHMYEHUIO YMca UX YYaCTHUKOB.

2. OpraHusaunmn, ykasaHHble B ab3ale nepBoM yactn 1 ctatbu 67.1 HacTosuwero deaepanbHOro
3aKOHa, WX npeacraBuTenn, OCywecTBaswowme opraHmsaunto u  (nan)  duHaHCKMpoBaHue
MEPOMNPUATUIA, YKasaHHbIX B 4YacTu 1 HacTtoswen cratbM, o6sa3aHbl obecneymBaTb AOCTYM K
nHdopmaumm o gate, Mecte U BpeMeHU NpoBeAeHUS yKa3aHHbIX MeponpusaTUiA, niaHax, nporpammax
NpOBeAEHMS YKa3aHHbIX MeponpusaTUA W Temax, MNAaHUPYEeMbIX ANS PacCMOTPEHUs, COCTaBe MX
YYaCTHMKOB NYTEM pa3MeLleHUs COOTBETCTBYHLWen MHbopMaummM Ha CBOMX OduUManbHbIX canTax B
cetn "MIHTepHeT" He No3gHee ABYX MecsiLeB A0 Havana npoBeneHuns yKasaHHbIX MeponpusaTUn.
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3. UHdopmaumsa o nposeaeHNUN MEPONPUATUIA, YKa3aHHbIX B YacTu 1 HacTosawen cTtaTbu, B CPOK,
YCTQHOBJ/IEHHbIA 4YacTblo 2 HacTosAWweWn cTaTbW, AOMKHA ObiTb HanpaBneHa B deaepasbHbIA OpraH
WUCMOSIHNTENbHOM BMacTW, OCYLUECTBASAWMIA (YHKUMM MO0 KOHTPOJO UM Hag3opy B codepe
34paBOOXpaHEHUs, AN nocneaylowero pa3MeLweHns ee Ha opuunanbHOM CalTe 3TOr0 OpraHa B CeTu
"MHTepHeT".

Maea 15. OTBETCTBEHHOCTb 3A HAPYWEHUE 3AKOHOOATEJIbCTBA
POCCUNCKOW ®EOQEPALIUM NPU OBPALLEHUWN NEKAPCTBEHHbIX CPELCTB
M BOSMELLEHUE BPEOA, NPUYUNHEHHOIO 30OPOBbLIO NPAXKOAH
BCNEOCTBUE NPUMEHEHUA NEKAPCTBEHHbLIX MPEMNAPATOB

Cratba 68. OTBeTCTBEHHOCTb 3a HapylweHue 3aKoHopaaTenbcTBa Poccuiickon
depepauumn npm obpauleHUn NeKapcTBEHHbIX CPeACTB

1. HapyweHne 3akoHopaTenbcTBa Poccuiickonn depepaumm npu obpalleHUM NeKapCTBEHHbIX
cpeacts BneyeTr 3a coboii OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuiickomn
®depepaunm.

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

2. 3a HenpeacTaBfeHWe WM HecBOEBpPeMeHHOe npeacTtaBneHne wuHdopmauun u  (uMnu)
AokyMeHTOB nmbo npeacrtaBneHne  HeAOCTOBEPHbIX  MHdopMaumm w (MAnM)  LOKYMEHTOB,
NnpeayCcMOTPEeHHbIX HacTosawmMm ®degepanbHbIM  3aKOHOM, Cyb6bekTbl oOb6palleHus JeKapCTBEHHbIX
CpeACcTB HeCyT OTBETCTBEHHOCTb B COOTBETCTBMW C 3aKOHOAATeNbCTBOM Poccunckon degepaumu.
(4acTb 2 BBeaeHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03; B pea. ®enepanbHOro 3akoHa
oT 04.06.2018 N 140-®3)

Cratba 69. Bo3MeweHue Bpeaa, NMPUUUHEHHOrNOo 3A0pPOBbIO rpakaaH BcCsieacTBue
nMpMMEeHEeHUA JIeKapCTBEHHbIX nNpenapaTtoB

1. rlpOVIBBO[l,VITeJ'Ib NEKAPCTBEHHOINO rnpenaparta ob6a3aH BO3MeCTUTb Bpea, HpVIHVIHEHHbIVI
340pOBbIO rpa>xgaH scneacreme rnpuMeHeEHnd NeKapCTtBeEHHOrNro npenaparta, ecjin A40Ka3aHo, YTo.

1) nekapcCTBEHHbIN NpenapaT NMPUMEHSANCS MO Ha3HAYeHU B COOTBETCTBUM C UHCTPYKUMEN MO
NPMMEHEHUIO NEKaApCTBEHHOrO Mpernapata WU NpUUYMHON Bpeda SBUJICS BBOA B rpa)AaHCKUMA o6opoT
HenobpOoKaYeCTBEHHOMO N1IeKapCTBEHHOro npenapara;

2) Bpea 340pOBbl0 MPUYMHEH BCNEACTBME HEAOCTOBEPHOW MHMOpMauUUKU, coaepkalleincs B
MHCTPYKLUMM MO  MPUMEHEHWUI0  NeKapCTBEHHOro  npenapaTta, W34aHHOM  Mpou3BOAMTENEeM
NeKapCcTBEHHOro npenapara.

2. B cnyyae, ecnu Bpen 340pOBbI0 FpaXkaaH NpUYMHEH BCeACTBUE NPUMEHEHNS NEKAapPCTBEHHOIMO
npenapaTta, npumweawero B HEroagHOCTb B pe3ysibTaTe HapyleHUs npaBuil XpaHEHUS NeKapCTBEHHbIX
CpefcTB, NpaBu/ ONTOBOW TOProBNM NIEKAPCTBEHHbLIMU NpenapaTtaMn, rnpaBua OTNYCKa NIEKAPCTBEHHbIX
npenapaTtoB, NpaBWN U3roTOBJIEHUS M OTNyCKa JIEKAPCTBEHHbLIX MNpernapaTtoB, BO3MELleHME Bpeaa
OCYLLIECTB/IAETCS COOTBETCTBEHHO OpraHM3auMen OMNTOBOM TOProB/iM JIEKAPCTBEHHbLIMWM CpeacTBaMu,
anTe4yHOM opraHuM3auven, WHANMBMAYA/IbHBIM MpeanpuHNUMaTeNeM, MUMEKWWMMN  JIMLEH3UI0O  Ha
dapMaLeBTUYECKYD AEATENbHOCTb WAW JINLUEH3UIO Ha MEeAMUMHCKYI0 AesiTe/IbHOCTb, MeaULMHCKOMN
opraHmsaumen, WMeEWeENn NUUEH3ND Ha dapMaueBTUUECKYID aAeaTenbHOCTb (ee 060co6/eHHbIM
noapasaeneHnem (ambynatopuen, denbalepckuM M denbalepcko-aKyLePCKMM NYHKTaMN, LEHTPOM
(oTaeneHmneM) obuieint BpayebHo (ceMerHOoN) NMpakKTUKK), pacrnoflOXEHHbIM B CelbCKOM HacesleHHOM
NYHKTE, B KOTOPOM OTCYTCTBYET anTeyHas opraHusauuns), 4oNyCTUBLUMMU NPOoAaXy WAK OTAYCK Takoro
JleKapCTBEHHOIro npenapara.

(B pea. ®egepanbHoro 3akoHa ot 25.11.2013 N 317-93)

3. Bo3MeweHne Bpeda, MNPUYMHEHHOrO 3[0pPOBbLI0 rpaxaaH BCAeACTBUE TMPUMEHEHUS
NIeKapCTBEHHbIX MpenapaTtoB WM COBEpLUEHUS MPOTUBOMNPAaBHLIX AeNUCTBUM cybbekTamun obpalieHuns
NIeKapCTBEHHbIX CpeAcCTB, OCYLLECTBNAETCHS B COOTBETCTBMM C 3aKOHOAATENbCTBOM POCCUMNCKON
®depepaunm,

Masa 16. SAKINIOYUTESNIbHbIE NOJIOXEHUA
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Cratba 70. O nNpu3HaHUM YTPAaTUBLUMMMU CWJIY OTAEJIbHbIX 3aKOHOAATEJIbHbIX aKTOB
(nono)xeHui 3aKkoHoAaTeNbHbIX aKTOB) Poccuinckoin degepauumn

Mpu3HaTb YTpaTUBLUMMKU CUITY:

1) ®epepanbHbin 3akoH OT 22 uioHa 1998 roga N 86-03 "O nekapcTBeHHbIX cpeacTBax”
(Cobpanune 3akoHogaTenbcTBa Poccuiickon depgepaunn, 1998, N 26, ct. 3006);

2) ®eanepanbHbIi 3akOH OT 2 ssHBaps 2000 roga N 5-03 "O BHeceHUN U3MEHEHUS U AONOSIHEHUN
B ®epnepanbHblii 3akoH "O nekapcTBeHHbIX cpeacteBax" (CobpaHue 3akoHopatenbcTBa Poccuintckon
®enepaunm, 2000, N 2, cT. 126);

3) ctaTtbio 40 PeagepanbHoro 3akoHa ot 10 aHBaps 2003 roga N 15-03 "O BHeceHUN U3MEHEHUN
W OOMOSIHEHNI B HEKOTOpble 3aKoHoAaTesNbHble akTbl Poccuiickon depepaunm B CBA3N C NPUHATUEM
Q®epepanbHoro 3akoHa "O NMUEH3MpOBaHWKM OTAeNbHbIX BUAOB AeatenbHocTu" (CobpaHue
3aKoHopaTenbcTtBa Poccuimckon degepaumn, 2003, N 2, cT. 167);

4) ctaTtbio 31 PepgepancHoro 3akoHa oT 30 uoHa 2003 roga N 86-93 "O BHECEHMN U3MEHEHUN U
OOMOJIHEHUA B  HEKOTOPble 3akoHoAaTesNbHble akTbl Poccuiickon @epepaunn, NpU3HAHUK
YyTPaTUBLWIMMKU CUNY OTAENbHbIX 3aKOHOAATENbHbIX akTOB Poccuinckon depepaumnm, npenocTaB/iEHUN
OTAENMbHbIX FapaHTUIA COTPYAHWKAM OpPraHOB BHYTPEHHMUX A€/, OpraHoB MO KOHTPOJI0 3a 060pOTOM
HapKOTMYECKUX CPEeACTB W TMCUXOTPOMHbIX BELWECTB W ynpasgHsaeMblx deaepanbHbiX OpraHoB
Ha/ZIoroBOM MONULUMM B CBSI3U C OCYLLECTBJIEHMEM MEP MO COBEPLUEHCTBOBAHWUI FOCYAapPCTBEHHOMO
ynpasneHusa" (CobpaHue 3akoHoaaTenbcTtBa Poccuinckonm denepaunn, 2003, N 27, ct. 2700);

5) cratbto 101 ®depepanbHOro 3akoHa oT 22 asrycta 2004 roga N 122-03 "O BHeceHuu
M3MEHEeHMWI B 3aKoHoAaTeNbHble aKTbl Poccuiickon depepaumm n MpU3HAHUM YTPATUBLUMMWU CUNY
HEKOTOpbIX 3aKoHoAAaTeNbHbiX akToB Poccuiickonn depepaumm B CBA3M C npuHaTMeM deaepanbHbiX
3akoHOB "O BHeECEeHMW W3MEHEeHW M AonofHeHuMin B depepanbHbih 3akoH "O6 obwmx npuHUMNiax
opraHusaumm 3akoHodaTeNbHbIX (NpeACTaBUTENbHBLIX) U UCNOMHUTENbHbIX OPraHoB rocyAapCTBEHHOM
BfactTn cybbekTtoB Poccuiickonn ®deapepaunmn” un "0O6 o06WKX npuHUMNAX OpraHM3aumm MeCcTHOro
camoynpaBneHust B Poccuinckon ®egepaumn” (CobpaHme 3akoHogatenbcTBa Poccuitckon depepaunm,
2004, N 35, cT. 3607);

6) cTtaTbto 28 depmepanbHOro 3akoHa ot 18 pekabpa 2006 roga N 231-03 "O BBeaeHun B
AecTBne 4Yactu JeTBepToir [paxpaHckoro kogekca Poccuickon @epepaummn” (CobpaHue
3aKoHopaTenbcTBa Poccuinckonm degepauunn, 2006, N 52, ct. 5497).

Cratbs 71. BctynneHme B cuay Hacrosiwero deaepanbHOro 3akoHa

1. HacToawmn ®eanepanbHbIvi 3aKOH BCTynaeT B cuny ¢ 1 ceHTabpsa 2010 roaa.

2. JlekapCTBeHHble CpeacCTBa, 3aperucTpMpoBaHHble A0 AHS BCTYMJIEHWS B CUy HacTosiLero
denepanbHOro 3akoHa, noanexart BKKYEHUIO B roCyAapCTBEHHbIE PEeCTpbl IEKAPCTBEHHbIX CPEACTB
C BHECEHMEM yKa3aHHbIX B YacTu 1 ctatbk 33 HacTosiwero denepanbHOro 3akoHa CBeAeHU 06 3TUX
NeKkapcTBEHHbIX cpeacTBax 6e3 MpOXoXAeHWs BHOBb MNpoLeaypbl rocyAapCTBEHHOW perncrpauum
NeKapcTBEHHbIX NpenapaTos.

3. TlocypapcTBeHHass  peructpauusi  /eKapCTBEHHbIX  MpenapaTtoB, 3a  WUCK/IKOYEHUEM
NleKapCTBEHHbIX MpenapaTtoB A7 MeAMUMHCKOro MpPUMEHEHUs, MNpeACTaBAEHHbIX Ha YKa3aHHYHo
perncrpaumito A0 AHSA BCTYNAeHUS B CUMNY Hactoswero degepasbHOro 3akOHa, OCYLLECTBASETCS B
COOTBETCTBUM C HacTtoawmMm degepanbHbIM 3aKOHOM Ha OCHOBAaHWMWM [OOKYMEHTOB W AaHHbIX,
npeacTaB/ieHHbIX A0 AHS BCTYMN/IEHUS B CUNY Hactoswero deaepanbHOro 3akoHa.

(B pen. ®epepanbHoro 3akoHa ot 11.10.2010 N 271-93)

3.1. TlocynapcTBeHHasi perncrpauus NeKapCTBEHHbIX MNpenapaTtoB Ans  MeAULMHCKOro
NPUMEHeHUs, MpeACTaB/ieHHbIX Ha rOCYAapCTBEHHYH perucTpaumio Ao AHS BCTYMJIEHUS B CUNY
HacTosiwero ®eaepanbHOro 3akoHa, M rocyAapCTBEHHas perucTpaumsi NekapcTBEHHbIX MpernapaTos
AN MEAMLMHCKOro MpUMEHEeHUs, NpeacTaBfieHHbIX Ha 3KCMEepPTM3Yy JIEKAPCTBEHHbIX CPeAcCTB A0 AHS
BCTYMJIEHUSI B CUNy HacTosiwero defepanbHOro 3akoHa B LEensx ux nocneaylowein rocyaapcTBeHHOM
perucTpaumMm, OCYLEeCTBASIIOTCS HA OCHOBAHWW AOKYMEHTOB W AaHHbIX, MNPEeACTaBNEHHbIX A0 AHSA
BCTYN/IeHUs B Cuiy Hactosuwero deaepanbHOro 3akoHa, a TakXe 3asiBeHUs 0 rocyAapCTBEHHOWN
perMcTpaumMm NeKapCTBEHHOro npenapaTta, MpeaACTaBfEHHOrO MpPOM3BOAMTENEM JleKapCTBEHHbIX
npenapaTtoB UM YNOJIHOMOYEHHbLIM UM NIULOM B COOTBETCTBUM C HacTosiwmM PenepasibHbIM 3aKOHOM B
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YNO/THOMOYEHHbIN efepanbHblil OpraH uUcnonHuTenbHon Bnactm o 1 mapta 2011 ropa, 6es
TpeboBaHusa ynnaTbl rOCy4apCTBEHHOM MOLWJIMHbI, NPpeayCMOTPEHHOM 3aKoHOA4AaTeNbCTBOM POCCUNCKOWM
®epepaunmn o Hanorax u céopax.

(vyacTtb 3.1 B pea. ®PegepanbHOro 3akoHa ot 29.11.2010 N 313-93)

3.2. loatBepXaeHue rocygapCTBEHHOW perucrtpaumMu NIeKapCTBEHHbIX MpenapaTtoB  Ans
MeANUNHCKOrO MPUMEHEHUS, NMpeAcTaBAEeHHbIX A/ MOATBEPXAEHMS rOCYAApPCTBEHHOM pervcrpaunm
00 OHS1 BCTYM/ieHUs B cuily Hactosiwero deaepanbHOro 3akoHa, M NOATBEPXAEHUE roCyAapCTBEHHOM
perncrtpaunmm nekapcTBeHHbIX MpenapaTtoB AN MeAULMHCKOro MPUMEHEHMUs, npeacTaBfieHHbIX Ha
IKCNEepPTU3y NeKapCTBEHHbIX CPeACTB A0 AHSA BCTYMEHMSA B CUMAY HacTosiwero ®egepanbHOro 3aKoHa B
Lensx nocneaylowero MNoATBEPXAEHMS WX FOCYyAapCTBEHHOM perncrpauum, OCyLeCcTBASITCS Ha
OCHOBAHUM [AOKYMEHTOB W [AaHHbIX, NpeACTaBNEeHHbIX A0 AHS BCTYMNEHMS B CWUY HacTosWwero
depepanbHOro 3akoOHa, a TakKXKe 3asB/ieHns O MOATBEPXAEHMU TroCyfapCTBEHHOM perucrpaumu
JIeKapCTBEHHOro rnpenapaTta, NpeacCTaBNEHHOro MpPOM3BOAUTENEM JIEKAPCTBEHHbIX MNpenapaTtoB WK
YMOSTHOMOYEHHbIM WM  JNIMUOM B COOTBETCTBMM C HacTosawmm deaepasbHbIM  3aKOHOM B
YMOSTHOMOUEHHbIN deaepanbHbli OpraH WCMonHUTENbHOM Bnactm ao 1 mapta 2011 roaa, 6e3
TpeboBaHUA yniaTbl rocyAapCTBEHHOM MOLLJIMHbBI, NPeAyCMOTPEHHON 3aKOHOAaTe/IbCTBOM Poccuinckon
depnepaummn o Hanorax u céopax.

(4yacTtb 3.2 B pea. ®enepanbHOro 3akoHa ot 29.11.2010 N 313-93)

3.3. TllpuHATME peweHnss O BHECEeHWM W3MEHEeHM B LOKYMEHTbl, coAep)kawuecs B
perncTtpaumoHHOM [AOCbe Ha 3aperncTpMpoBaHHbIA NeKapCTBEHHbIA MpenapaT Ansa MeauLMHCKOro
NPUMEHEHUS U MpeAcTaB/ieHHble A0 AHSA BCTYMJAeHUs B cuiy Hactosdwero degepanbHOro 3akoHa, w
NPUHATME peLleHUS O BHECEHUU U3MEHEHUN B AOKYMEHTbI, CoAepXKalleecs B perMcTpaunmoHHOM A0Cbe
Ha 3aperncTpuvpoBaHHbLIA  NeKapCcTBEHHbIM  npenapat AnA9 MeAUUUMHCKOro  MpUMEHEHUs U
npeacTaB/ieHHblE HA 3KCNEpPTU3Y NEKapCTBEHHbIX CPeAcTB A0 AHSA BCTYMIEHUS B CUY HaCTOSLWero
denepanbHOro 3aKOHa, OCYLLECTBAAKTCA Ha OCHOBAHMM AOKYMEHTOB W AaHHbIX, NpeAcTaBfiieHHbIX A0
OHS BCTYMJIeHMs B CUAYy HacTtoswero ®defepanbHOro 3akoHa, a TakXke 3asB/eHUs O BHeCeHWUU
M3MEHEeHWN B [AOKYMEHTbl, CoAepXXallnecss B perncrpaumoHHOM J[AOCbE Ha 3aperucTpuvpoBaHHbIN
NeKapCTBEHHbIM npenapaTt Ans MeAUUMHCKOro MpUMEHEeHUs, MNpeAcTaB/eHHOro MNpou3BoAUTENEM
NeKapCTBEHHbIX MNpenapaToB WAM YNOAHOMOYEHHbIM WM JWUOM B COOTBETCTBMM C HACTOALWMM
®epepanbHbIM 3aKOHOM B YMNO/IHOMOYEHHbIM denepanbHbIA OpraH WCNOAHUTENbHOM Bnactm no 1
mapta 2011 ropa, 6e3 TpeboBaHusa ynnaTbl rocyJapCTBEHHOW MOWJ/IUHbBI, MNPeayCMOTPEHHOMU
3aKoHoAaTenbCTBOM Poccuiickon denepauunm o Hanorax u céopax.

(vyacTtb 3.3 B pea. denepanbHOro 3akoHa ot 29.11.2010 N 313-93)

3.4. Bblgaya pa3peleHMin Ha nMpoBeAeHNE KIIMHUYECKMX WCCNeA0BaHUN NEeKapCTBEHHbIX
npenapaTtoB A1 MEANUNHCKOrO NMPUMEHEHMS NO 3asAB/IEHUAM, NOAAHHbIM A0 AHS BCTYMJIEHUS B CUNTY
HacTosiwero degepanbHOro 3aKOHa, a TakKXe MO 3asB/eHUsM, NOAAHHbIM MOCAEe AHA BCTYMN/EHUS B
cuny Hactosiwero ®eaepanbHOro 3aKoHa Ha OCHOBaHUM 3KCNEPTU3, NPOBEAEHHbIX A0 AHA BCTYNJeHus
B cuiy HacTtoawero ®PegepanbHOro 3akoHa, OCYLWECTBASETCA B COOTBETCTBMM C  HaCTOALWMM
denepanbHbiM 3aKOHOM Ha OCHOBaHMW LOKYMEHTOB M AAHHbIX, NPeACTaB/IeHHbIX UK MOAYYEHHbIX A0
OHS BCTynneHus B Cwuiy Hactosiwero ®deaepanbHOro 3akoHa, a TakXe Ha OCHOBaHWUM KoMnuu
npeaBapuTenbHOro  Aorosopa o06s3aTefibHOr0  CTpaxoBaHWUS  XW3HWM, 340POBbS  MNALMEHTOB,
y4yacTBYHOLWMX B KJIMHMYECKOM WCCeAOBaHMM JIEKApCTBEHHOro npenapata Ans MeaAuUMHCKOro
NPUMEHEHUS, WM KOMWUM Jorosopa o06s3aTesIbHOr0 CTPaxOBaHUS >XW3HW, 340pPOBbS MALMEHTOB,
Y4YacTBYOLWNX B KJIIMHUYECKOM WCCNeAOBaHUM JIeKapCTBEHHOro npenapata A4nas MeaAnUMHCKOro
npuMeHeHus, NMbo npeacTaB/eHHON KONMKU AOroBopa 0653aTe/lbHOro CTPaxoBaHUS, 3aKJIIOYEHHOTO B
COOTBETCTBMW C TUMOBbIMM MpaBuiamm o06a3aTenlbHOro CTPaxoBaHWUs, C YKas3aHWeEM npeaenibHoM
YMCNEHHOCTN MNAUMEHTOB, Y4acTBYHOLMX B KIMHWUYECKOM MCCNeAoBaHWM NeKapCTBEHHOro rnpenapara
AN MeAVMUMHCKOro npuMmeHeHusi, 6e3 TpeboBaHMa ynnaTbl roCyAapCTBEHHOM  MOLUAWHGI,
npeayCcMOTPEHHOM 3aKoHO4ATENbCTBOM Poccuiickon denepaumm o Hanorax n céopax.

(4actb 3.4 B pea. ®epepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.5. 3aperucTpmpoBaHHble B WMHOCTPaHHOW BankTe A0 AHS BCTYMNEHUS B CWUY HACTOsSLero
denepanbHOro 3akoOHa nNpeaesibHble  OTMYCKHble LUeHbl MHOCTPAHHbIX Npou3BoauTener Ha
NeKapCTBEHHblIe npenapaTbl, BKIIOYEHHbIE B MepevYeHb XWU3HEHHO HEeob6XOAUMbIX W BaXXHEWULWKNX
NeKapCTBEHHbIX MpenapaToB, noanexar nepecyetry B pybnam no kypcy LeHTpanbHoro 6aHka
Poccuitckon ®depepaumn Ha paTy, yCTaHoBneHHyk [paBuTenbcTBOM Poccuiickon ®epepaumun, 6e3
NpeacTaBfeHUs 3asBNeHUS O MnepecyeTe UeHbl C BHECEHWEM COOTBETCTBYHLWNMX W3MEHEHUN B
roCcyAapCTBEHHbI peecTp npefefibHblIX OTMYCKHbIX LeH Mpou3BoanTeNnel Ha NlekapCTBeHHble
npenapaTbl, BK/IIOYEHHbIE B MepPeYeHb >XMU3HEHHO HEOb6XOAMMBbIX W BAXHENUWWUX JieKapCTBEHHbIX
npenapaTos.
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3.6. 3aperncrpmpoBaHHble A0 AHS BCTYMJieHuMs B Ccuiay Hacrtoswero ®enepanbHOro 3akKoHa
npeaesnbHbie OTMYCKHbIE LEHbl POCCUMCKUX MPOU3BOAUTENEN HA J1eKapCTBEHHbIE MpenapaThl,
BK/IIOYEHHbIE B TMepeyvYeHb XWU3HEHHO HeOOXOAMMbIX W BaXKHEWLWIMX JNeKapCTBEHHbIX MNpenapaTos,
noanexart uHAaekcaumm c 1 Hosi6pa 2010 roga mcxoas U3 MNPOrHO3MPYEMOro YPOBHS WMHMNSUUM,
yCTaHoBsieHHoro ®egepasnbHbiM 3aKOHOM OT 2 paekabps 2009 roga N 308-03 "O denepanbHoOM
6roaykete Ha 2010 rog n Ha nnaHoBbIn nepuog 2011 n 2012 rogos" Ha 2011 roa.

(4acTb 3.6 BBegeHa PenepasibHbiM 3akoHoM oT 11.10.2010 N 271-03)

3.7. Nocne 1 mapta 2011 roga He AOMyCcKakwTCa NpPOM3BOACTBO M BBO3 B Poccuinckyto
depepaumio nekapcTBEHHbLIX MpenapaTtoB B yNakKoBKax C MapKMpOBKOW, KoTopas 6bina HaHeceHa Ao
OHSA BCTYynneHuMs B CcuUNy Hacrtoswero ®depepanbHOro 3akoHa. 10 MCTEYEeHUMWM YKa3aHHOro Cpoka
JaHHble JNeKapCTBEHHble npenapaTbl MOryT OTNYCKaTbCH, peann3oBbiBaTbCd, nNepenaBaTbCa U
NPUMEHATBLCA A0 UCTEYEHUSA NX CPpOKa rO4HOCTW.

(B pea. ®enepanbHbiX 3akoHOB 0T 29.11.2010 N 313-®3, o1 06.12.2011 N 409-®3)

4, Co AOHA BCTynneHus B cuny Hactosuwero depepansHoro 3akoHa n no 30 anpena 2011 roaa
BK/IIOUMUTENBHO AOMNYCKAaeTca NpoBeAeHMe 3SKCNepTU3bl NeKapCTBEHHbLIX CpeaCTB  3aKcrnepTamu
SKCNEepPTHOrO yuypexaeHus [0 [MpOXOXAEeHUs UMK aTTecTauum B rnopsake, YCTaHOBMNEHHOM
YNO/IHOMOYEHHbIM dheaepasibHbIM OpraHOM UCMOSTHUTENbHOW BAcTu.

5. Co gHs BCTyn/sieHMs B cuiy HacTtosiwero degepanbHoro 3akoHa n no 31 agekabpsa 2013 roga
BKIOUNTENBHO OCYLLECTBASETCS Nepexos K Npou3BOACTBY JIEKAPCTBEHHbIX CPeACTB B COOTBETCTBUM C
npasuiaMm opraHm3aunm nNponsBoACTBa U KOHTPOJIS KayecTBa SIeKapCTBEHHbIX CPeACTB, YKa3aHHbIMU
B vactu 1 crtatbm 45 HacTtoswero ®depepasnbHOro 3akoHa, B NoaHOM obbeme. Cpokum nepexopna
NPOM3BOACTBA JIEKAPCTBEHHbIX CPeACTB K WX MNPOM3BOACTBY B COOTBETCTBMW C KOHKPETHbLIMU
TpeboBaHUAMM AaHHbIX MNpaBu, BKAOYAA CPOKW aTTecTaumm YMNOSHOMOYEHHbIX NUL, YKa3aHHbIX B
yactax 6 m 7 cratbn 45 Hacrtosiwero degepanbHOro 3akoHa, ycTaHaBnauBakwTcs [1paBUTENbCTBOM
Poccuiickon depepaunn.

6. JIMueH3MNn Ha MpPOU3BOACTBO JSIeKAPCTBEHHbIX CPEACTB, BblaaHHble A0 1 dHBapsa 2014 roaa,
aencteytoT nocne 1 aHBapa 2014 roga A0 UCTEYEHUS CPOKa UX AENCTBMS NpPU YCOBUM COOTBETCTBUSA
NMueH3naTa npaBuiaM opraHmsaumm NpoM3BOACTBA M KOHTPONA KadecTBa JieKapCTBEHHbIX CpPeacTs,
yKa3aHHbIM B YyacTtu 1 ctaTtbn 45 HacToswero ®egepanbHOro 3akKoHa.

7. ®opMupoBaHMe rocynapCTBEHHOro 3adaHus Ha MnpoBeAeHMe 3KCNepTU3bl JSleKapCTBEHHbIX
cpeacts denepanbHOMY rocyaapCTBEHHOMY OHOAXETHOMY YyUYpEeXAEHWUIO MO NMPOBEAEHUID 3KCAEPTU3bI
NeKapCcTBEHHbIX CPeacTB U uHaHCcoBOe obecneveHne BbINOSIHEHUS 3TOr0 3a4aHUA OCYLECTBAITCS B
nopsake, ycrtaHoBieHHOM ®eaepanbHbIM 3akoHOM OT 12 gHBapa 1996 roma N 7-03 "O
HEKOMMepYeCcKnx opraHmsaumnsax”.

(yacTtb 7 BBegeHa ®epepanbHbIM 3aKOHOM 0T 29.11.2010 N 313-03)

Mpe3naeHT
Poccuinckon degepauunm
O.MEOBEAEB
Mocksa, Kpemib

12 anpenga 2010 roga
N 61-03
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