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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpalleHnM nekapcTBeHHbIX cpeacTs"” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

12 anpena 2010 roga N 61-03

POCCUNCKAA ®EOEPALINA
®EQEPANbHBbIA 3AKOH
Ob OBPALLEHUM NEKAPCTBEHHbIX CPEACTB

MpuHat
NocypnapcteeHHoM [dymowm
24 mapta 2010 roga

OpobpeH
CoBeTom degepaunmn
31 mapTta 2010 roga

CnmncokK N3MEHSLLMX JOKYMEHTOB
(B pea. PepepanbHbix 3akoHoB OT 27.07.2010 N _192-93,

oT 11.10.2010 N 271-®3, o1 29.11.2010 N 313-®3, o1 06.12.2011 N 409-93,
oT 25.06.2012 N 93-®3, o1 25.12.2012 N 262-93, o1 02.07.2013 N_185-03,
o7 25.11.2013 N 317-®3, ot 12.03.2014 N 33-93, o1 22.10.2014 N 313-93,

o1 22.12.2014 N 429-®3 (pea. 13.07.2015), ot 08.03.2015 N _34-®3,
o1 29.06.2015 N 160-®3, ot 13.07.2015 N 233-®3, ot 13.07.2015 N 241-®3,
oT 13.07.2015 N 262-®3, o1 14.12.2015 N 374-93, o1 29.12.2015 N _389-93,
o1 02.06.2016 N 163-93, ot 03.07.2016 N 261-®3, ot 03.07.2016 N _305-93,
o1 03.07.2016 N _350-®3, ot 29.07.2017 N 242-®3, ot 29.07.2017 N 278-®3,

oT 28.12.2017 N 425-®3 (pea. 27.12.2019), ot 04.06.2018 N _140-93,
o1 28.11.2018 N 449-®3, ot 27.12.2018 N 511-®3, ot 06.06.2019 N _134-®3,
oT 26.07.2019 N 240-®3, ot 02.08.2019 N 297-®3, ot 27.12.2019 N 462-93,
0T 27.12.2019 N 475-®3, o1 27.12.2019 N 478-93, o1 27.12.2019 N 481-93,

0T 26.03.2020 N 67-93, ot 01.04.2020 N 98-®3, o1 03.04.2020 N 105-93,

oT 13.07.2020 N 206-®3, ot 08.12.2020 N 429-®3, ot 22.12.2020 N 444-93)

Maea 1. OBLUUE MNOJTOXKEHUA
Cratba 1. [pegmeT perynupoBaHua HacTosiwero depepanbHOro 3akoHa

1. Hactoswun deaepanbHbIi 3aKOH perynupyeT OTHOLLEHUS, BO3HMKAaKLWME B CBA3N C obpalleHuem -
paspaboTkon, OOKITUHUYECKNMU ncecnegoBaHNAaAMM, KNMUHNYECKUMU nccnegoBaHnaMu, 3KCnepTU3on,
rocyaapCTBEHHOW perucrpaumen, C€O CTaHgapTM3auMen W C  KOHTPONEeM KadecTBa, MNPOU3BOACTBOM,
N3roTOBMEHNEM, XpaHeHWeM, nepeBOo3kor, BBO30OM B Poccunckyto Pepepauuio, BblBO30OM K3 Poccuinckomn
depepaumun, pekrnamMon, OTMyCKOM, peanu3auunen, nepegaden, NPUMEHEHNEM, YHUYTOXEHNEM NEKAPCTBEHHbLIX
cpencTs.

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

2. Hacroswwmin depepanbHbli 3aKOH yCTaHaBNMBaeT MPUOPUTET FOCYAapCTBEHHOIO pPeryrnMpoBaHust
GesonacHoCcTH, kayecTBa U 3PEKTMBHOCTU NEKAPCTBEHHbLIX CPeacTB NPU UX obpallleHUN.
(B pea. PepepanbHoro 3akoHa oT 25.06.2012 N 93-93)

Crtatbs 2. Chepa npumeHeHusi HacTosiwero MenepanbHOro 3aKoHa

Hactosiwun ®epepanbHbli  3aKOH MPUMEHSIETCA K OTHOLUEHMSIM, BO3HMKaKOLWMM Npu  obpalleHmm
neKkapCcTBEHHbIX CPeacTB Ha Tepputopun Poccunckon degepaumm.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

CraTba 3. 3akoHoAaTeNnbLCTBO 06 0b6paLLeHMN nekapcTBeHHbLIX CpeacTB

1. 3akoHogaTtenbcTBO 06 ObGpalleHMn NekapCTBEHHbLIX CPEACTB COCTOMT M3 HacToswero PepeparnbHOro
3akoHa, apyrmx degepanbHbiX 3aKOHOB U MHbIX HOPMaTMBHBIX MPaBOBLIX akToB Poccuickon deaepaumm.

1.1. 3akoHogaTenbCcTBO 06 OGpalleHUN NeKapCTBEHHbIX CPEACTB B OTHOLLUEHUU HOPUAMYECKUX NULL U
WHAMBMAYANbHLIX MPEeAnpUHUMATENEN, OCYLLUECTBMAIOWMNX AESTENBHOCTb Ha TEPpPUTOPUM MEXAYHapPOOHOro
MeOULMHCKOrO Knactepa, NpUMEHsieTcs C y4eToM OCOGEHHOCTEeN, ycTaHoBMeHHbIX PeneparnbHbiM 3akoHoMm "O
MeXOyHapO4HOM MEAMLMHCKOM KrnacTepe W BHECEHUN W3MEHEHWA B OTAeNbHble 3aKkoHOAaTerbHble akTbl
Poccuinckon ®egepauun'.

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

2. [enctBne HacToswero dPefepanbHOro 3akoHa pPacrnpoCTpaHsaeTCcs Ha obpalleHne HapKOTUYeCKMX
neKapCTBEHHbIX CPEACTB M NMCUXOTPOMHbIX NEKapCTBEHHbIX CPEACTB C y4eTOM OCODEHHOCTEN, YCTaHOBMEHHbIX
3akoHogatenbcTtBoM Poccuiickon ®egepaumm 0 HAPKOTUYECKNX CpeacTBaX, NCUXOTPONHbIX BellecTBax n 06 nx
npekypcopax.

3. [ewnctsue HacTosiwero  degepanbHOro  3akoHa pacnpocTpaHsieTcs Ha  oOpalleHne
pagvocdapMmaueBTUYECKUX  JIEKAPCTBEHHbIX cpencTs C y4yeTom ocobeHHocTEN, YCTaHOBIEHHbIX
3akoHogatenbctBoM Poccunckon egepaumm B obnactn obecneveHns pagnaumoHHon 6e30nacHoOCTy.

4. Ecnn mexayHapoAHbiM foroBopoM Poccunckon depepaumm yCTaHOBMEHbI MHble MpaBuna, 4emMm Te,
KOTOpble MNpPeaycMOTpeHbl HacTtoswum PegeparnbHbIM 3aKOHOM, MPUMEHSIOTCA MNpaBuiia MeXayHapoaHOro

aorosopa.

4.1. PelueHNs MEXrocyfapCTBEHHbLIX OPraHoB, MPUHSITBIE HA OCHOBAHWM MOJSIOXKEHUN MeXOYHAPOLHbIX
poroBopoB Poccunckonn ®depepaumm B MX  UCTOMKOBaHuMM, npoTmBopedawemMm KoHctutyumm Poccuiickon
depepaummn, He nognexaTr wucnonHeHuto B Poccurickon Pepepauuun. Takoe nNpoTMBOpevMe MOXeT ObiTb
YCTaHOBMEHO B Mopsaake, onpeaeneHHoM defeparnbHbIM KOHCTUTYLIMOHHBIM 3aKOHOM.

(4acTb 4.1 BBegeHa PepepanbHbiM 3akoHoM oT 08.12.2020 N 429-93)

5. B Poccunckon ®enepauumn B COOTBETCTBUM C MeXAyHapoaHbIMU JoroBopamn Poccuiickon epepavm un
(vnn) Ha ocHOBe MpMHUMMNA B3aMMHOCTU NPU3HAKTCS pe3yrbTaThl KIMMHUYECKUX UCCNeaoBaHUIN NeKapCTBEHHbIX
npenapaToB ANs MEOWMUMHCKOrO NPUMEHEHUsI, MPOBEAEHHBIX 3a Mpegenamun TeppuTopumn Poccuimnckon
denepaumn.

CtatbA 4. OCHOBHbIE NOHATUSA, UCNIONb3yeMble B HacTosileM degepanbHOM 3aKoHe
Onsa uenein HacTosiwero ®efepanbHOro 3akoHa UCMOSb3YTCA CriedyoLLMe OCHOBHbIE MOHATUSA:

1) nekapcTBeHHble CpeAcTBa - BellecTBa UMM UX KOMGUHALMKW, BCTynawolMe B KOHTaKT C OpraHW3MOM
YyernoBeka UMK XMUBOTHOIO, NPOHUKAIOLLME B OpraHbl, TKaHW OpraHuama YenioBeka Uim XXUBOTHOTO, NPUMEHSeMble
ANa NPodUNaKTUKK, OMArHOCTUKA (32 WCKITIOYEHMEM BELLUEeCTB WM WX KOMOWHALMiA, He KOHTaKTUPYIOLIMX C
OpraHM3MOM YerioBeKka Wnn KMBOTHOIO), IeyeHusi 3aborneBaHusi, peabunutauun, ANsS  COXpaHeHWs,
npeaoTBpaLLeHUst UNu NpepbIBaHNs GepeMeHHOCTUN U NOoMyYeHHbIe U3 KPOBU, Nasmbl KPOBU, U3 OPraHoB, TKaAHEN
opraHusma 4ernoseka WNM JKUBOTHOTO, PacTeHWid, MUHEepanoB MeTodaMu CUHTe3a WUNM C MpPUMEHEHUEM
Guonoruyecknx TexHonornin. K nekapcTtBeHHbIM CpeAcTBaM OTHOCATCA dpapmaueBTuyeckue cybecTaHumn u
nekapcTBeHHble NpenaparThbl;

2) dapmaueBTUYeCkas CcybCcTaHuMa - JNEeKapCTBEHHOE CPeACTBO B BUAE OOHOrO UMM HECKOMbKUX
obnagatowmx apMakoriormyeckon akTMBHOCTbIO [OEWCTBYIOLUMX BELLECTB BHE 3aBUCUMOCTM OT Npupoabl
NMPOUCXOXAEHUSI, KOTOpOe MnpefHa3Ha4YeHo Ansi NPOM3BOACTBA, W3rOTOBMEHUS NEKAPCTBEHHbIX NpPenapaToB M
onpeaensieT ux addPeKTUBHOCTD;

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

3) BCnomMoraTtesnbHble BelleCcTBa - BelleCTBa HeOopraHn4eckKoro wunmM opraHM4Yeckoro npoucxoxgeHud,
ncnonb3dyemble B npouecce npom3BoacTBa, M3roToBIIEHUA JEeKapCTBEHHbIX npenapatoB And npuaaHuva UM
HeobxoaMMbIX CbI/I3VIKO-XI/|MI/I‘-IeCKI/|X CBOWCTB;

4) nekapCTBEHHbIE MpenapaTbl - NEKAPCTBEHHbIE CPeACTBa B BUAE NEKAPCTBEHHLIX (POPM, NpUMEHSIEMbIE
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

ONs NpodUNakTUKK, ONarHoCTUKK, NnedveHns 3aboneBaHus, peabunutauum, Ons coxpaHeHus, NpeaoTBpalleHNs
Unn npepbiBaHns 6GepeMeHHOCTY;

5) NeKkapcTBeHHasn cbopma - COCTOdAHME nekapCTBEHHOro npenapara, COOTBETCTBYHOLLEE crnocobam ero
BBeAEHNA N NpMMEeHeHna n obecneunBatoLlee OCTUKEHNE HEODXOANUMOro NnevedbHoro Sq)d)eKTa;

5.1) po3vpoBka - copep)aHue OOHOro WM HECKONbKUX OEWCTBYIOLLMX BELLEeCTB B KONMMYECTBEHHOM
BbIPaXEHUN HA edunHMLY A03bl, UKW eanHuLy obbema, UM eavHULY Maccbl B COOTBETCTBMMU C JIEKAPCTBEHHOM
cdopmoii Nnbo Ans HEKOTOPbIX BUAOB FEKapCTBEHHbLIX (POPM KONMYEeCTBO BbICBOGOXAAaEMOro 13 NekapCTBEHHOM
dhopMbl AENCTBYIOLLLENO BELLECTBA 3a €AUHULY BPEMEHU;

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

6) nepeyeHb XU3HEHHO HEOBXOOMMBbIX WM BaXKHEMLIMX JeKapCTBEHHbIX MpenapaTtoB - YTBEPXOAAeMbli
MpaButenbctBoM Poccuiickoh dPefepaumm nepeyveHb NekapCTBEHHbIX MpenapaToB AN  MeAULMHCKOro
NpUMeHeHWs1, obecneuynBaloLMX MNPUOPUTETHbIE NOTPEBHOCTM 34PaBOOXPAHEHUS B LENAX MNPOMUNakTUkM u
neyeHuns 3abonesaHuin, B TOM Yncrie npeobnagarmolmx B CTPyKType 3abonesaemocTtu B Poccuiickon ®epepauuy;
(B peq. PenepanbHoro 3akoHa ot 13.07.2020 N 206-$3)

6.1) opdaHHble neKkapcTBEHHble MpenapaTbl - JIEKApPCTBEHHble Mpenapartbl, NpegHasHa4YeHHble
WCKIMIOYUTENBHO ANst AWArHOCTMKN UMM MaTOreHeTUYECKOro feYeHus (rfeyeHunsl, HanpaBfieHHOro Ha MeXaHWu3m
pa3BuTusa 3aboneBaHus) peakux (opdaHHbIX) 3a0oneBaHunii;

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

6.2) buonornyeckne nekapCcTBEHHbIE MpenapaTthbl - JIeKapCTBEHHbIE NMpenaparbl, 4eNCTBYOLLEE BELLECTBO
KOTOpbIX NPON3BEAEHO UIM BbIOAENEHO N3 BMOMNOrMYeckoro UCTOMHUKA M ANs onpeaernieHnst CBOMCTB U KadyecTBa
KOTOpbIX Heobxoauma KOMOMHaUUS OMONOrMYEecKUX U  PUINKO-XMMUYECKMX MeTogdoB. K  Guonornyeckum
neKkapCTBEHHbIM MpenapaTtam OTHOCATCH MMMYHOOMOMornyeckne nekapcTBeHHble npenapaTbl, NeKapCTBEHHbIe
npenapaTtbl, NOMy4YeHHble U3 KPOBW, Mra3Mbl KPOBWU YErOBEKA W XKMBOTHbIX (32 UCKMOYEHMEM LeNIbHON KPOBM),
OMOTEXHONOMMYECKMEe NekapCcTBEHHbIE NpenapaThbl, reHoTepaneBTUYeCckue NekapCTBeHHbIe Npenaparhl;

(n. 6.2 BBeaeH denepanbHbIM 3aKoHOM OT 22.12.2014 N 429-03)

7) nmmyHobrnonornyeckne nekapcTBeHHble npenaparbl - fiekapCTBeHHbIEe npenaparbl, NpeaHa3HayYeHHble
anda (bOpMVIpOBaHVIﬂ aKTMBHOIO U naccuBHOro UMMyHUTETa nmbo ONarHOCTUKMU Hanndna MMMyHUTEeTa Unn
ONarHocTMKN cneumdunyeckoro NpuobpeTEHHOro 3MEHEHUS UMMYHONOMMYECKOro oTBeTa Ha anneprusvpyoLme
BewlectBa. K MMMyHOBMOMOrMYeCckMM nekapcTBEHHbIM NpenapaTamM OTHOCSTCS BaKLUMHbI, aHATOKCUHbI, TOKCUHbI,
CbIBOPOTKMN, MIMMYHOFMOBYNNHBI U anneprexsbl;

(n. 7 B pea. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7.1) OuoTexHomnorvyeckne nekapcTBeHHble npenapaTbl - JleKapCTBEHHble npenapaTbl, NPOM3BOACTBO
KOTOpbIX OCYLUECTBMSAETCA C WCMNOfb30BaHMEM OMOTEXHOMOrMYEeCcKNX MNpoLEeccoB M MeTodoB (B TOM uucne
OHK-pekoMObVHaHTHON  TEXHOMOrMM,  TEeXHOMOTMM  KOHTPOMMPYEMOW  3KCMNPECCMU  TEeHOB,  KOOUPYHLLMX
Buonornyeckn akTuBHble 6enkyu B NpokapuoTax U aykapuoTax, BKMYas M3MEHEHHbIE KNeTKN MMAeKOnuTarLwmXx),
rmbpmaomMHOro Metoda U MeToda MOHOKMOHANbHbIX aHTUTEN;

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

7.2) reHOTEepaneBTUYECKNE NEKAPCTBEHHbIE NpenapaThl - IEKapCTBEHHbIE Npenaparthbl, hapmaueBTuyeckas
cybCcTaHuusa  KOTOpbIX SABMSETCS  PEKOMOWHAHTHOW  HYKNEMHOBOW  KUCMOTOM WNM  BKNoYaeT B cebsd
PEKOMOUHAHTHYIO HYKNEWHOBYIO KMCMNOTY, NMO3BOMSIOLLYI0 OCYLECTBMAATL perynMpoBaHue, penapauuio, 3aMeHy,
nobasneHve nnu yaaneHne reHeTu4eckomn nocrneaoBaTenbHOCTH;

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

8) HapkoTMyeckMe rekapCTBeHHble CpeacTBa - JIeKapCTBEHHbIE Mpenapatbl U apMaueBTU4eckue
cybCTaHuuK, cogepxalime HapKOTMYEeCKMe CpeacTBa M BKIOYEHHble B [lepeyeHb HapKOTMYECKUX CPeacTs,
NMCUXOTPOMHbIX BELLECTB U X NMPEKYPCOPOB, noanexalumx koHTponto B Poccunckon ®epepauun, B COOTBETCTBUM
C 3akoHopaTenbcTBOM Poccuiickon ®enepauun, mexayHapoaHeiMy gorosopamu Poccuiickon depepaumm, B TOM
yncne EgmHom koHBeHLMEN O HapKkoTMYecknx cpeacteax 1961 roaa;

9) NCUXOTPOMHbIE NEKAPCTBEHHbIE CPEACTBA - JIEKAPCTBEHHbIE Npenapatbl M dapMaueBTUYECKNE
cybcTaHuuM, coaepxaline NCUXOTPOMHble BeELLeCTBa M BKMOYEHHble B [lepeyeHb HapKOTUYECKUX CpencTs,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

NMCUXOTPOMHbIX BELLECTB U MX MPEKYPCOPOB, Nnoanexawimx KoHTposnto B Poccuinckon ®epgepauun, B COOTBETCTBUM
C 3akoHopgaTenbcTBOM Poccuickon ®epepauunn, mexayHapogHbeiMy gorosopamu Poccuiickon degepaumm, B TOM
yncne KoHBeHumelr o NCnMXoTponHbIX BelwecTtsax 1971 roaa;

10) paguodapmaLieBTYECKME NEKAPCTBEHHbIE CPEACTBA - IEKAPCTBEHHbIE CPEeACTBa, KOTopble coaepxaT
B FOTOBOM AMsi MCMONb30BaHUA hopmMe OOVH PaguMOHYKNUA UM HECKOSbKO PagUOHYKIMOOB (pagmoaKkTMBHBIX
N30TOMoB);

10.1) opuruMHanbHbIA NeKapCTBEHHLIN npenapaTt - NekapCTBEHHbI npenapaT C HOBbIM [eNCTBYHOLLUM
BELLECTBOM, KOTOPbIA NEPBbIM 3aperncTpupoBaH B Poccuiickon degepauny UM B UHOCTPaHHBLIX rocygapcTBax
Ha OCHOBaHWM pe3ynbTaToB [OOKIMHUYECKMX WCCMEOOBaHUN FEeKapCTBEHHbIX CPeACTB W KITMHUYECKMX
nccrnegoBaHun nekapCTBEHHbIX NpenapaToB, NOATBEPXKAAIOLWMX ero Ka4ecTBo, 3PPEKTUBHOCTL U 6E30NaCHOCTb;
(n. 10.1 BBegeH PenepanbHbiM 3akoHOM OT 27.12.2019 N 475-d3)

11) pedepeHTHbIN NEeKapCTBEHHbIA NpenapaT - JIeKapCTBEHHbIA Npenapar, KOTOpbI MCMOoNb3yeTca Anis
OUEHKN OWO3KBUBANEHTHOCTU UMM  TepaneBTUYECKON SKBMBANEHTHOCTW, KadvecTBa, 9(PdEKTUBHOCTU W
©e30nacHOCTU  BOCMPOWM3BELEHHOIO IeKapCTBEHHOro npenapata wunu  6GuoaHanorosoro (6uonogobHoro)
nekapctBeHHoro npenapaTta (buoaHanora). B kadecTBe pedepeHTHOro nekapCTBEHHOro npenaparta Ans
MEeOULMHCKOTO MPUMEHEHUS UCMONb3YETCst OPUrMHAINbHbIM NEKAPCTBEHHIN NpenapaT nMbo, ecnu opurMHanbHbIN
NeKapCTBEHHbIV MpenapaT He 3aperMcTpupoBaH UM He HaxoguTtcst B obopoTe B Poccuiickon depgepaumm m He
HaxoauTca B obOOpoTe B MHOCTPaHHbIX FOCYAapcTBax, BOCMPOM3BEAEHHbIN IEKAapCTBEHHbIM NpenapaTt Wnu
OuroaHanoroBbin (6MonoaobHbIN) NekapCTBEHHLIN Npenapart (GMoaHanor), KOTopbI NEPBLIM 3apPerMcTpMpoBaH n3
yucna Haxogsawmxcs B obopote B Poccunckon depepaumm, OGUOSKBMBANEHTHOCTb MMM TepaneBTUYECKas
3KBMBANEHTHOCTb, KayecTBO, 3P(PeKTUBHOCTE U 6Ee30MacHOCTb KOTOPOro OUEHMBANMCb MO OTHOLUEHUIO K
OpurMHanNbHOMY feKkapCTBEHHOMY Mpenapaty, a Takke KavyecTBO, 3(pdeKTMBHOCTb M 6e30MacHOCTb KOTOPOro
NnoAaTBepXOalTca pesynbTaTamm  dapmakoHaasopa WM NPOBEPOK COOTBETCTBUS FIEKAPCTBEHHbLIX CPencTs,
HaxoAsLWMXCA B TpaXgaHCKOM 000poTe, YCTaHOBMEHHbIM TpeboBaHMsIM K WX kadectBy. B kauvecTtBe
pedepeHTHOro NeKapCTBEHHOro npenapaTta Ans BEeTEepUMHApHOro NMPUMEHEHWUS] UCMOMb3yeTCs JeKapCTBEHHbIN
npenapaT ANsa BETEPUHAPHOro MPUMEHEHMS, 3aperncTpupoBaHHbii B Poccuiickon degepaumm Ha OCHOBaHWUM
pe3ynbTaTtoB AOKMMHUYECKUX WUCCNEeOOBaHWMM EKApPCTBEHHbIX CPeaCcTB M KIMHUYECKUX  MCCnegoBaHui
nekapCTBEHHbIX NpenapaToB, NOATBEPXKAAMOLLMX €r0 Ka4ecTBO, 3PEKTUBHOCTL U 6E30NaCHOCTD;

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

12) Bocnpou3BeOeHHbIN MeKapCTBEHHbIV NpenapaTt - NeKapCTBEHHbIM npenapaTt Ang MeguuUHCKOro
NPUMEHEHWs1, KOTOPbIN UMEEeT 3KBUBAmNEHTHbIN pedepeHTHOMY NneKkapCTBEHHOMY npenapaTty KavyeCTBEHHbIN
COCTaB M KONMYECTBEHHBIN COCTaB AEWCTBYHOLLMX BELLECTB B 3KBMBANEHTHOW NekapcTBeHHoW dopme, nmbo
neKkapCTBEHHbIN MpenapaT Ans BeTEPUHAPHOrO NMPUMEHEHMWS, KOTOPbIA UMEET TaKue Xe, YTO U pedepeHTHbIN
neKapCTBEHHbIN Npenapart, Ka4eCTBEHHbIN COCTaB M KONMYECTBEHHbIN COCTaB AeNCTBYIOMUX BELLECTB B TAKOW e
nekapcTBeHHow  copme, OMO3IKBMBANEHTHOCTb  WMAM  TepaneBTUYECKas  3KBMBANEHTHOCTb  KOTOPbIX
cooTBeTCTBYyOWEMY pedepeHTHOMY NekapCTBEHHOMY npenapaTty MOATBEPXAeHa COOTBETCTBYHOLLUMU
nccrnegoBaHUsaMK;

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

12.1) TepaneBTMYeCKas 3KBMBANIEHTHOCTb fIEKAPCTBEHHbIX NpenapaTtoB - [AOCTUXEHWE KIMHUYECKU
COMNOCTaBUMBbIX TepaneBTMYeckoro addekta u nokasarenen apPekTMBHOCTU 1 Ge3onacHOCT NPU NPUMEHEHNN
NeKkapCTBEHHbIX NpenapaTtoB  ANs  MEOUUMHCKOTO  MPUMEHEHMs, UMEKLWUX OAHO  MexayHapoaHoe
HenaTeHTOBaHHOE (MM XMMWYECKOoe, UNn rpynnMpoBOYHOE) HaMMEHOBaHWE, B 3KBMBANEHTHbIX AO3MPOBKaXxX Mo
OOHVM U TEM e MoKa3aHUsAM K NPYMEHEHWUI0 U Npyu oaMHaKoBOM criocobe BBeAEeHUS Y OOHOW M TOW Xe rpynnbl
BOnbHbIX;

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

12.2) OwoaHanoroBbl (6MONOAOGHEIN) nekapcTBeHHbIM npenapat (buoaHanor) - 6Guonornyeckuii
neKapCTBEHHbIN Npenapart, CXOXMI No napameTpam kavyecTBa, 3dodpeKTMBHOCTM 1 6e30nacHOCTU C pedepeHTHbIM
Buonornyeckum nekapcTBeHHbIM MpenapaToM B TakoW e feKapCTBEHHOW (opMe U UMELMA MAEHTUYHBIN
cnocob BBeAeHUS;

(n. 12.2 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

12.3) B3anmo3aMeHsieMbld NeKapCTBEHHbIM MpenapaTt - feKapCTBEHHbIW npenapaT € [oKa3aHHOW

www.consultant.ru CrpaHuua 4 13 108
HafeXHasa npaBoBas noaaepXxka


consultantplus://offline/ref=F3519F225A26460ADC463CFC1BAD30CFFA717B2DEA43E3F6FDD43A6DD37285AA80BECDA5D5D03B093D3973B1E3c8wAG
consultantplus://offline/ref=F3519F225A26460ADC463CFC1BAD30CFF8777B2AE540E3F6FDD43A6DD37285AA92BE95A9D4D225083F2C25E0A5DE1897A4F619BADFC80729cCw4G
consultantplus://offline/ref=F3519F225A26460ADC463CFC1BAD30CFF8777B2AE540E3F6FDD43A6DD37285AA92BE95A9D4D225083D2C25E0A5DE1897A4F619BADFC80729cCw4G
consultantplus://offline/ref=F3519F225A26460ADC463CFC1BAD30CFF8777B2AE540E3F6FDD43A6DD37285AA92BE95A9D4D225083B2C25E0A5DE1897A4F619BADFC80729cCw4G
consultantplus://offline/ref=F3519F225A26460ADC463CFC1BAD30CFF8777B2AE540E3F6FDD43A6DD37285AA92BE95A9D4D22508392C25E0A5DE1897A4F619BADFC80729cCw4G
consultantplus://offline/ref=F3519F225A26460ADC463CFC1BAD30CFF877782DE244E3F6FDD43A6DD37285AA92BE95A9D4D2250B362C25E0A5DE1897A4F619BADFC80729cCw4G
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

TepaneBTMYECKOW SKBMBANIEHTHOCTBIO UM OMOSKBUBANEHTHOCTLIO B OTHOLLEHUN pedepPEHTHOrO fleKapCTBEHHOIO
npenapaTa, UMELWMA IKBUBASIEHTHLIE €MY KayYeCTBEHHbLIN COCTaB W KOMWYECTBEHHbIA COCTaB AENCTBYHOLLMX
BELLECTB, COCTaB BCMOMOraTenbHbIX BELLECTB, NNIeKapCTBEHHYHO hopmMy 1 cnocob BBEAEHNS;

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

12.4) OMO3KBUBANEHTHOCTb JIEKAPCTBEHHbLIX MNPEnapaToB - AOCTMXKEHME COMOCTaBMMbIX MoKasaTeren
CKOPOCTU BCACbIBaHWS, CTENEHN NMOCTYNNEHNS K MECTY OENCTBUS U CKOPOCTU BbiBEAEHUS] OAHOIO UITM HECKOITbKMX
obnagarowmx dapmakonormiyeckon akTUBHOCTbIO AEWCTBYIOLLUMX BELECTB NPU MPUMEHEHUN NEKapPCTBEHHbIX
npenapaToB AN MEAUUMHCKOrO MPUMEHEHUS, UMEKLWMX OAHO MEeXAyHapOoAHOe HenaTeHToBaHHoe (Mnu
XUMUYECKOE, UMW TPYNMMPOBOYHOE) HAMMEHOBaHUE, B 3KBUBANEHTHbLIX JO3MPOBKaX U MpU OAMHAKOBOM crnocobe
BBEOEHNS;

(n. 12.4 BBegeH PenepanbHbiM 3akoHOM OT 27.12.2019 N 475-03)

13) nekapcTBEHHOE pacTUTENbLHOE CbIpbe - CBEXWE WIU BbICYLIEHHbIE pacTeHnss NnMbo ux vactw,
nucnonb3yemble AN MNPOM3BOACTBA  JIEKAPCTBEHHBLIX CPEACTB  OpraHuM3auusiMM -  NPOU3BOAMTENSMU
NeKapCTBEHHbIX CPEACTB WMW  W3TOTOBMEHMSI FEKapCTBEHHbLIX MpenapaToB anTeyHbIMW  OpraHM3aumsivMu,
BETEPUHAPHBLIMW anTEYHLIMU OpraHN3auMaIMn, UHAMBMAYANBHBIMU NPEANPUHUMATENSAMU, UMEIOLLMMMW NIULLEH3UIO
Ha hapMaLeBTUYECKYIO AeATENbHOCTb;

14) nekapcTBeHHbIN pacTUTENbHLIA MNpenapaT - feKkapcTBeHHbI npenapaTt, MNPOW3BEeAEHHbIA UK
N3roTOBMEHHBIN U3 OQHOTO BMAA NIEKAPCTBEHHOIO PACTUTENbHOIO ChiPbS UITM HECKOSBbKMX BUAOB TAKOrO Chipbs U
peanuayembiin B pacacoBaHHOM BUAE BO BTOPUYHOW (MOTPEOUTENBCKON) YNAKOBKE;

15) romeonaTuyeckuii neKkapCTBEHHbIN nNpenapaTt - NeKapCTBEHHbIN npenapart, NPOU3BEOEHHbIA UMK
N3roTOBMEHHBIN M3 hbapmaueBTUYECKOM CcyOCcTaHumMM unn dapMaueBTUYeCKUX CyOCTaHUMA B COOTBETCTBUM C
TpeboBaHMAMM OOLWNX hapMaKkonemHblX CTaTel K romMeonaTU4YecKMM JeKapCTBEHHbIM MpenapataMm unn B
COOTBETCTBMM C TpeboBaHMAMN hapmakonen CTpaHbl MPOU3BOAUTENS TAKOTO NEKapCTBEHHOMO Npenapara;

(n. 15 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

16) MexagyHapoOHOe HenaTeHTOBaHHOE HaVMMEHOBaHWE JeKapCTBEHHOIO CpeacTtBa - HauMMeEHOBaHMWE
OeVicTBylOLLEro BellecTBa papmaueBTUYeckon cybcTaHuumn, pekoMeHgoBaHHoe BcemupHow opraHv3aumen
3[4paBOOXPaAHEHNS;

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

17) TOproBoe HauMMeEHOBaHWE NeKapCTBEHHOrO CPeAcTBa - HaMMEHOBaHWE NEeKapCTBEHHOro CpefcTBa,
NpUCBOEHHOe ero pa3paboTyvKkoM, [JepxaTenem unu BrnagenbLueM PerucTpauvoHHOro  yAOCTOBEPEHUS
nekapcTBEHHOro npenapara;

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

17.1) rpynnupoBO4YHOE HaMMEHOBaHWe eKapCTBEHHOro npenaparta - HavMeHOBaHWe NeKapCTBEHHOro
npenaparta, He WMElOWero MeXayHapoAHOro HenaTeHTOBaHHOMO0  HauMMEHOBaHWsA, Wnu  KOMOMHauuu
neKapCcTBeHHbIX NpenapaToB, UCMOMb3yemMoe B Lensax obbeanHeHus ux B rpynny nog eavHbiM HauMeHOBaHWeEM
ncxogsa M3 0gUHaKoBOro COCTaBa AeNCTBYIOLWMX BELLECTB;

(n. 17.1 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-d3)

18) obwas dapmakonenHass ctatbs - OOKYMEHT, YTBEPXOEHHbLIN YMNOMHOMOYEHHbIM deaeparnbHbIM
OpraHoMm WCMNONHUTESNbHON BNacTy U COAePXaLUui nepeveHb nokasartesen kayecTsa n (Mnn) MeTO4OB KOHTPOSS
KayecTBa KOHKPETHOW FeKkapCTBEHHOM (pOpMbl, JNEKapCTBEHHOrO PACTUTENBHOINO  Cbipbs,  ONUCAHUSA
OMonormyecknx, BUOXMMUYECKUX, MUKPOBMONMOrMYEecKnx, UNKO-XUMUYECKUX, UBNYECKUX, XUMUYECKUX W
OPYrMxX MeTOLOB aHanusa IekapCTBEHHOTO CpPeACTBa, a Tawkke TpeboBaHMS K MCNONb3yemMbiM B LEnsx
NpoBeAeHNs JaHHOIo aHanM3a peakTMBam, TUTPOBaAHHLIM pacTBopaM, MHAMKaTopaM;

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

19) capmakoneniHas cTaTbs - OOKYMEHT, YTBEPXAEHHbIN YNOMHOMOYEHHbIM dedeparnibHbIM OpraHom
MCMNOMHUTENBHOW BrlacT U cogepXalwui nepedveHb nokasaternen KayectBa U MeTOAOB KOHTPOMs KadvecTBa
NeKapCTBEHHOro CPeACTBa;

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

19.1) crtaHpapTHble obpasubl - BewecTBa, MOCPEACTBOM CpaBHEHWS C KOTOPbIMU OCYLLEeCTBNSeTCS
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

KOHTPOSb Ka4yecTBa UCCreayeMbIX NeKapCTBEHHbIX CPeACTB C MOMOLLbI (PUUKO-XMMUYECKUX M BMOMOrMYEeCcKmX
METOAOB B UENsx NoATBEepXOEHUS COOTBETCTBUS JEKApCTBEHHLIX cpedcTB TpeboBaHUSIM HOPMaTUBHOM
OOKYMeHTauMm1, yCTaHOBMNEHHbIM NPW OCYLLECTBIEHUM FOCY4AaPCTBEHHON perncTpaummn, u KoTopble NPUMEHSIOTCS
ONnsa  KanvbpoBKM CTaHOApTHbIX 00pasuoB NPOU3BOAUTENST JIEKAPCTBEHHLIX CPEACTB, MCMNONb3yeMblX Ans
KOHTPOMS Ka4ecTBa U UHbIX Lienei npy obpalleHnm NekapcTBEHHbIX CPeaCTB;

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

19.2) chapmakonenHbln cTaHaapTHbIN obpasel - cTaHAapTHbIN obpasel, Npon3BedeHHbIV B COOTBETCTBUN C
dapmakonenHom cTaTben;
(n. 19.2 BBegeH ®enepansHbiM 3aKoHOM OT 22.12.2014 N 429-03)

20) HopmaTMBHAs OOKYMEHTaLusl - OOKYMEHT, COAepXallumi nepeyeHb onpenensieMbix no pesynbraTam
COOTBETCTBYIOLUMX 3KCMNEPTU3 MoKas3aTenen kKayecTBa JIEKApPCTBEHHOrO CPeacTBa Anst  MeOULMHCKOro
NPUMEHEHMWS, METOLAOB KOHTPONSA €ro KayecTBa U YyCTaHOBMNEHHbIN €ro Npon3BoanTeNeM;

21) HOpMaTMBHbIA OOKYMEHT - [OOKYMEHT, coAepXallMi nepeyeHb OnpedensieMbix Mo pesyrbTaTam
COOTBETCTBYIOLMX IKCNEepTM3 Mnokasaternen kadectsa u (Mnn) METOOOB KOHTPONSA KayecTBa JieKapCTBEHHOW
hOpMbI, onMcaHns BUONOrnYecKnx, BUOXUMUYECKNX, MUKPOBNOMOrMYECKUX, PU3UKO-XUMUYECKNX, (DUINYECKUX,
XMMUYECKMX 1 ApYrMX METOA0B aHanu3a NnekapCcTBEHHbIX CPEACTB AN BETEPUHAPHOTO NpMMeHeHus1, TpeboBaHus
K Mcnosb3yeMbiM B Liensx NpoBeAeHnss AaHHOro aHanv3a peaktuBam, TUTPOBaHHbIM pacTBopaMm, MHauKaTopam v
YCTaHOBIIEHHbIN ero npon3soanTenem;

21.1) oBWNA TEXHUYECKMI AOKYMEHT - KOMMMEKT AOKYMEHTOB U MaTepuanoB, COCTOALLMIA U3 HECKOMbKUX
pas3genoB - 4OKYMEHTaLUun agMUHUCTPATUBHOIO XapakTepa, XMMUYEeCKoW, hapMaLeBTUYECKON U BMonornyeckon
OOKyMeHTaumu, ¢apMakosiorMyeckon, TOKCUMKONOrMYECKON [OKYMEHTaUWUW, KIMHUYECKOW [OOKYMEHTauunm U
npeacTaBnsieMbIi OQHOBPEMEHHO C 3asiBMEHUEM O FOCYyAapCTBEHHOW permctpaumm fekapcTBEHHOro npenapara
AN MEeOUUUHCKOrO MNpuUMeEHeHust B dopmaTte, YCTaHOBIIEHHOM YMOJNIHOMOYEHHbIM eaepanbHbIM  OpraHoM
NCMNONHUTENbHON BNacTu;

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

22) Kka4yecTBO JEKApCTBEHHOrO cpeacTBa - COOTBETCTBME JIEKApCTBEHHOrO cpefctBa TpeboBaHUSM
hapmakonenHon crtatbn NMOO B criyyae ee OTCYTCTBMS HOPMATUBHOW AOKYMEHTaUMM WM HOPMAaTMBHOTO
OOKYMEHTa;

23) Ge3onacHocTb JIeKapCTBEHHOIo cpeacrtBa - XapakTepuctuka nekapCTtBeHHOro cpeacrtea, oCHOBaHHaA
Ha CpaBHUTEJIbHOM aHalnin3e ero Sq)q)eKTI/IBHOCTVI N pUCKa npn4nHeHna spena 3aopoBbio;

24) ahheKTMBHOCTb NEKAPCTBEHHOrO Mpenapata - XapakTepucTuka CTEeneHW MONOXUTENbHOMO BINAHUS
NeKkapCTBEHHOrO mnpenapaTa Ha TedeHue, NPOOOSPKUTENBHOCTL 3aboneBaHusi wnu ero npeaoTBpalleHune,
peabunuTaumio, Ha CoXxpaHeHue, NpeoTBpaLLeHne Unn npepbiBaHe 6EPEMEHHOCTMY;

25) cepua NeKkapCTBEHHOrO CpedcTBa - KOMMYECTBO JIeKapCTBEHHOrO CpeacTBa, MNPOU3BEAEHHOE B
pes3ynbTate o AHOro TexXHONorM4eCckKoro UuKkna ero npon3soanTenem;

26) perucTpaumoHHoe YA0CTOBEepeHWe NeKkapcTBeHHOro npenaparta - AOKYMEHT, NoAaTeepxaaowwmin dakt
rocyapCTBEHHOW pPerMcTpaummn nekapcTBeHHOro npenapara;

26.1) pepxatenb wnu Briagenel perucTpaumMoHHOro YAOCTOBEPEHUS IeKapCTBEHHOro npenaparta -
pa3paboTunK nekapcTBEHHOro CpeAacTBa, NPOM3BOAWTENb NEeKapCTBEHHbIX CPeACTB WM UHOE lopuanyeckoe
nvuo, obragarollee NnpaBoM BnageHWs pPerMcTpauvoHHbIM YOOCTOBEPEHMEM, KOTOpble HECYT OTBETCTBEHHOCTb
3a KayecTBO, 3P (PeKTUBHOCTL M 6e30MacHOCTb NeKapCTBEHHOIO npenapaTa;

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

27) perncTpaunoHHbI HOMep - KoloBoe 0603HaYeHne, NPUCBOEHHOE NIeKapCTBEHHOMY Mpenapary npu ero
rocy4apCTBEHHOMN perncTpaumu;

28) obpalleHne nekapCTBEHHbIX CPeacTB - pa3paboTka, OOKNMHUYECKME WUCCnenoBaHusl, KNUHUYecKue
nccrnefoBaHus,  3KCMepTM3a, roCyapCTBEHHas peructpauusi, CraHgapTu3aumsi M KOHTPOSb  Ka4vecTsa,
NMPON3BOACTBO, M3rOTOBMIEHUE, XpPaHEHUE, NepeBo3ka, BBO3 B Poccuiickyto ®epepaumto, BbIBO3 U3 Poccuiickoi
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

denepaumu, peknama, oTnyck, peanusauus, nepegada, npUMeHeH1e, YHUUTOXEHNE NEKaPCTBEHHBIX CPEACTB;
(B peq. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

29) cyObekTbl 06pallleHnsl NekapCTBEeHHbIX CPeACTB - dmn3nyeckne nuua, B TOM Y1cre MHAMBUAOYamNbHble
npeanpuHMMaTenu, 1 lpuaMyeckue nuua, ocylecTBsoWMe AeATeNbHOCTb Npy obpalleHnn NekapCTBEeHHbIX
CpeqacTs;

30) paspaboTumMk nekapCTBEHHOrO cpeAcTBa - OpraHu3auusi, obnapjawlias npaBaMu Ha pes3ynbTaThbl
JOKMUHUYECKUX WCCNeNoBaHUA NEKapCTBEHHOro CpeacTBa, KIMHUYECKUX WCCrenoBaHUn NeKkapcTBEHHOro
npenapara u (Mnun) Ha TEXHONOIMI0 NPOM3BOACTBA NEKapCTBEHHOIO CPEACTBA;

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

31) npon3BOACTBO JNeKapCTBEHHbIX CpencTB - OeATeNIbHOCTb MO NMpOou3BOACTBY J1I€KapCTBEHHbLIX CpeacTs
opraHmn3aunamMmun - npon3soanTeENAMUN NeKapCTBEHHbIX CPeACTB Ha OAHOWN CTaaun, HECKONbKMX NN BCEX CTaausx
TEXHOJ1I0r'M4YeCKOoro npouecca, a Takke no XxpaHeHuo n peann3aunm npon3BeeHHbIX JIeKapCTBEHHbIX CPEACTB,;

31.1) npoussBoAcTBEHHas nnowagka - TeppuTopuanbHO 060COBMNEHHbIN KOMMMEKC npousBoauTens
nekapCTBEHHbIX CpeacTB, NpefHasHavYeHHbIN A5S BbINOMHEHNS BCEro npouecca Npov3BOACTBaA FeKapCTBEHHbIX
CpPeacTB Unun ero onpeaeneHHon cTaamu;

(n. 31.1 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

32) npousBoaMTENb FEKAapCTBEHHbIX CPEACTB - OpraHuM3aums, OCyLLecTBRsowas npousBoacTBo
NeKapCTBEHHbIX CPeACTB B COOTBETCTBUM C TpeboBaHuaMY HacTosAwero ®egeparnbHOro 3akoHa;

33) dhapmaueBTUYeckas OEATENbHOCTb - [OEATEeNbHOCTb, BKIlOYawwas B cebs ONTOBYH TOProesio
NEKapCTBEHHbIMM CpPeacTBaMM, WX XpaHEeHWe, NepeBo3Ky U (M) PO3HUYHYIO TOPrOBMK JIEKAPCTBEHHBIMU
npenapatamu, B TOM YuCNe OUCTAHUUOHHBIM CMocoboM, UX OTNYCK, XpaHeHue, MNepeBO3KYy, W3roTOBMNEHWe
NneKapCTBEHHbIX NpenapaTos;

(B peq. ®enepanbHoro zakoHa ot 03.04.2020 N 105-93)

34) opraHuzauuMsi ONTOBOW TOPrOBMW NEKApPCTBEHHLIMU CpedcTBaMM - OpraHu3auumsi, OcCylLlecTBhstoLlas
OMNTOBYIO TOPrOBMO NEKAPCTBEHHLIMU CPEACTBaAMU, UX XpaHeHWe, NepeBo3ky B COOTBETCTBMU C TpebGoBaHUSMU
HacTosiLero PefepanbHOro 3aKoHa;

35) anTedHas opraHmsaumsi - opraHusauusi, CTPyKTypHOe nogpasfaeneHne MeauuUHCKOW opraHusauum,
OCYLLECTBASOLWMNE PO3HUYHYKD TOProBMIO JeKapCTBEHHbIMM MNpenapataMmyi, B TOM YuCNEe [UCTaHLMOHHBIM
crnocobom, XpaHeHue, NepeBO3Ky, M3rOTOBMEHWE W OTMNYCK NEKapCTBEHHbIX NpenapaToB Ans MeOULMHCKOro
NPUMEHeHNs1 B COOTBETCTBUN ¢ TpeboBaHMsMM HacTosiLero PegeparnbHOro 3akoHa;

(B peq. PenepanbHbix 3akoHOB OT 25.11.2013 N 317-®3, o1 03.04.2020 N 105-93)

36) BeTepvHapHas anTevyHas opraHM3auusi - opraHu3auusi, CTPYKTYpHOe nogpasgeneHve BeTepuHapHOM
opraHu3aumu, OCYLLUECTBNSOWME PO3HMYHYIO TOProBMO FeKapCTBEHHbIMKM Mnpenapatamu, B TOM 4uche
ONCTaHUMOHHBLIM CNOCOOOM, XpaHeHWe, N3roTOBIEHNE M OTMYCK NeKapCTBEHHbIX NpenapaToB ANs BETEPUHAPHOIro
NpUMEHeHUs1 B COOTBETCTBUM C TpeboBaHMsAMNU HacTosLero PenepanbHOro 3akoHa;

(B pea. PepepanbHoro gakoHa ot 03.04.2020 N 105-93)

37) danbcuduuMpoBaHHOE neKapCTBEHHOE CPEeACTBO - NEeKapCTBEHHOE CpeacTBO, CONpoBOXOaemMoe
NOXHOW MHOpMaLMen o ero coctase u (Mnu) nponssoguTene;

38) HepobpokayeCTBEHHOE feKapCTBEHHOEe CPEeACTBO - NleKapCTBEHHOEe CPeAcTBO, He COOTBETCTBYOLLEe
TpeboBaHnaM apmakonemHom cTatbn nMBO B cnydae ee OTCyTCTBMS TpeboBaHWSM HOPMaTUBHOM
OOKyMeHTauum Nnmnm HopMaTUBHOIO JOKYMEHTA;

39) koHTpachakTHOe nekapCcTBEHHOe CPeACTBO - JIeKapCTBEHHOE CPeACcTBO, Haxopslieecs B oGopoTe C
HapyLleHWeM rpaXkaaHCKoro 3akoHoAaTeNbCTBa;

40) OOKIMMHN4YeCcKoe uccnenoBaHne rekapCTtBeHHOro cpeactea - Buonoruyeckue, MMKpO6MOJ’IOFW—IeCKMe,
MMMYHOJIOrM4eckmne, TOKCUKOJiorn4eckue, (bapMaKOJ'IOI'I/I‘-IeCKMe, (*)VISI/I‘-IeCKI/Ie, XMMu4eckme u - gpyrue
ncernegoBaHna JNiekapCTtBeHHOro cpeactesa nytemM npuMeHeHnA Hay4dHbIX MeTOLOB OUEHOK B UendAX MnojlyyYeHud
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

[AoKa3aTenbCcTB 6e30nacHOCTU, KavyecTBa U 3P HEKTUBHOCTU NEKAPCTBEHHOTO CPEACTBA;

41) knNUHMYEcCKoe UuccrefoBaHWe feKapCcTBEHHOro npenapata - M3yYyeHue OMarHoCTUYEeCKMX, neyvebHbIX,
npodunakTnyecknx, apmakonormyecknx CBONCTB fieKapCTBEHHOro npenapara B npouecce ero NpMMeHeHus y
4yeroBeka, XMBOTHOrO, B TOM YMCIle MPOLECCOB BCACbIBaHWS, pacnpeaeneHuns, U3MeHeHus 1 BblBe4eHUs, nyTem
MPUMEHEHMSA Hay4HbIX METOAOB OLEHOK B LEensax MonyyYeHns pJdokasatenbcts 6GesonacHOCTM, KayecTBa W
a(pPEeKTUBHOCTN NEKApPCTBEHHOro npenapara, OaHHbIX O HeXenaTenbHbIX peakuusix OpraHM3aMa 4YenoBeka,
XMBOTHOMO Ha MNPUMEHEHWEe neKapCcTBeHHOro npenapata u ob addekte ero B3auMOAEWNCTBUS C APYrMMM
nekapCcTBeHHbIMW NpenapaTtaMu 1 (Unun) NULLEBLIMU NPOAYKTaMM, KOPMaMU;

42) MHOrOLIEHTPOBOE KMMHMYECKOe WCccredoBaHWe IeKapCTBEeHHOro npenapata Aans MeauLMHCKOro
NMPUMEHEHMs1 - KMUHUYECKOe WCCredoBaHWe NekapCTBEHHOro npenapata Onsg MEeAULMHCKOro MpUMEeHEeHMs,
npoeBoaumoe pa3paboTyMKOM NeKapCTBEHHOro npenapata B OBYX W Gonee MeOMLMHCKUX OpraHmsaumsix no
eMHOMY MPOTOKONY KIMMHUYECKOro UCCreaoBaHus NiekapcTBEHHOrO npenapara;

43) mexayHapoOoHOe MHOTOLIEHTPOBOE KIMHWYECKOEe MWCCliefoBaHUE IeKapCTBEHHOrO rnpenaparta ans
MEAMLIMHCKOrO MPUMEHEHNUA - KNMHMYEeCKoe WccrieqoBaHne neKkapCcTBEHHOro nmpenaparta ans MeauuMHCKOro
NpUMEHeHWs1, NPoBOAMMOE pa3paboTyuMKOM MeKapCTBEHHOro npenapaTta B pasnuyHbIX cTpaHax Mo eduHoMy
MPOTOKOMY KIMMHWUYECKOro UCCreaoBaHus NekapcTBEHHOro npenapara;

44) nocTperncTpaumoHHOe KIMHWYeCcKoe MccriefoBaHue JieKkapCTBEHHOro nmpenaparta Ans MeavUMHCKOro
NMPUMEHEHMs1 - KMUHUYECKOe WCCredoBaHWe NekapCTBEHHOro npenapata Ons MEeAULMHCKOro MpUMEeHEeHMs,
NpoBOAMMOE MPOU3BOAMTENEM NEeKapCTBEHHOro npenapara, rpaxagaHckuii oGopoT KOTOPOro OCYLLEeCTBRAeTCs
nocrie rocygapCTBEHHOW perucTpauuu, B LensX OOMNonHWTenbHoro c6opa AaHHbIX O ero 6e3onacHocTU U
3P (EKTMBHOCTH, paCLUMPEHUS TMOKa3aHWM K MPUMEHEHWI0 [daHHOro JIeKapCTBEHHOrO MNpenapata, a Takke
BbISIBIIEHUSI HEXenaTerbHbIX Peakuuii NaLMeHToB Ha ero AencTBue;

45) ncenegosaHne BMOIKBMBANEHTHOCTM NEKapCTBEHHOrO npenapara - Bug KNMHUYEeCKoro uccrneaoBaHus
nekapCTBEHHOro npenapaTta, NpoBegeHne KOTOPOro OCyLLEeCTBNASETCH Ans OnpeaeneHnss CKopocTu BCaCbiBaHUA U
BblBEJEHUS] OQHOr0 UMM HECKONbK1X obnagarowmx apMakonorMyeckon akTMBHOCTbIO AENCTBYIOLLMX BeLLecTB,
KonuuyecTBa NeKapCTBEHHOro npenapara, OOCTUralollero CUCTEMHOrO KPOBOTOKA, W pes3ynbTaTbl KOTOPOro
MoO3BONAT cAenatb BblBOA O OWOSKBMBaNEHTHOCTU BOCMPOM3BEOEHHOrO feKapCTBEHHOro mnpenapaTta B
onpefeneHHbIX NekapcTBEHHOW hopMe 1 [03NPOBKE, COOTBETCTBYIOLMX (PopMe M JO3NPOBKE pedepeHTHOro
nekapCTBEHHOro npenapaTa;

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

46) nccrnegoBaHne TepaneBTUYECKOW SKBMBANEHTHOCTU NeKapCTBEHHbLIX MPenapaToB - BUA KIMHWYECKOro
nuccrnegoBaHUSA  NEeKapcTBEHHbIX MpenapaToB, NpoBedeHVMe KOTOPOro OCYLUECTBRSETCS AN BblSBMEHUS
OOWHAKOBbLIX CBOWCTB NEKapCTBEHHbIX NpenapaToB onpederneHHoW nekapCTBEHHON (hopMbl, a Takke Hanuyung
OOMHAKOBbLIX Mokasaternen 6esonacHOCTM U 3PMEKTUBHOCTM NEeKapCTBEHHbIX MpenapaToB, OAWHAKOBbIX
KNMUHMYeCKNX 3 eKToB Npu UX NPUMEHEHUN;

47) nNpOTOKONM KIMHUYECKOrO WCCNEeAOBaHWS eKapCTBEHHOro npenapata - [AOKYMEHT, B KOTOPOM
onpegensalTca uenu, opmbl opraHu3auum U MEeTOAONIorMs MNPOBEAEHMS  KIIMHUYECKOrO WCCNedoBaHus,
cTaTtucTnyeckue MetToabl 06paboTkun pesynbTaToB Takoro MccnegoBaHus U Mepbl No obecneveHnto 6esonacHoOCTU
hM3n4eCcKMX N1L, y4acTBYIOLLMX B KNMMHUYECKOM UCCINEeLoBaHUM NEKapCTBEHHOTO Npenapara;

48) Opolopa wuccnegoBaTtens - CBOAHOE W3NOXEHWEe pes3ynbTaToB AOKMIMHMYECKOrO MCCnegoBaHus
NlekapCTBeHHOro cpeactea M KIMMHUYEeCKOro uccnenoBaHuA InekapCTBeHHOro npenaparta anda mMegumuunHCKoro
NPUMEHEHNS;

49) WH(OPMALUMOHHBLIN NUCTOK MauueHTa - OOKYMEHT, B KOTOPOM codepxaTcs B AOCTyrnHowm dopme
cBefeHusl, Kacalolimecs MpoBOAMMOIO KIMHWYECKONO WCCNeaoBaHWs NekapCcTBEHHOro mnpenapata, UM B
NUCbMEHHOWN ¢)opme ,qo6posoanoe cornacune nauuMeHTa Ha Yy4dyactune B KIMMHUYECKOM WUcclienoBaHumn
neKkapCTBEHHOrO npenaparta nocrie 03HaKOMITEHWUsI C OCODEHHOCTAMM KITMHUYECKOTO UCCNeaoBaHNsi, UMEKLLUMN
3HayYeHue 4N BbIpaXEHUSA TaKOro cormnacusi;

50) noboyHoe OencTBMe - peakuusi OpraHuM3mMa, BO3HMKLIAS B CBA3W C MPUMEHEHUEM JEeKapCTBEHHOrO
npenapaTta B J03aX, PEKOMEHOYEeMbIX B WHCTPYKUUW MO €ro NpuMMEHEHMWIo, Ans NpoMUnakTuki, OUarHOCTUKM,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

nevyeHuns 3aboneBaHnsa Unn ans peadunutaumu;

50.1) HexenaTtenbHas peakuus - HenpegHaMepeHHas HebnaronpusiTHasi peakuusi opraHuama, KoTopas
MOXeT ObITb CBSi3aHa C NPUMEHEHNEM NeKapCTBEHHOrO NpenapaTa;
(n. 50.1 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

51) cepbesHasi HexenaTtenbHasi peakuusi - HexenaTtenbHas peakuusi opraHusma, cBsi3aHHas ¢
NpUMEHeHWEM NeKapCTBEHHOro npenapara, NpuBedllasl K CMepTW, BPOXAEHHbIM aHOManusiM UMM nopokam
pa3BuTMs NBo npeacTaBnsiowas cobon yrpoay xusHu, TpebytoLas rocnutanusaumum Unu NpuBeaLLas K CTOMKOM
yTpaTte Tpy4ocnocoGHOCTM U (Mnu) MHBaNUOHOCTY;

52) HenpenBuaeHHas HexXenaTernbHasa peakums - HexenaTenbHasi peakuusa opraHMama, Kotopasa cBa3aHa ¢
NpUMEHEHNEM IEeKapCTBEHHOro npenapata B [03aX, PEKOMEHAYEMbIX B MNPOTOKOME €ero KAMHUYECKOro
nccrieqoBaHus, Opolllope UccrnefoBaTtens, WM C MPUMEHEHMEM JIEeKapCTBEHHOro npenapata B [403aXx,
peKOMEHAYEMbIX B MHCTPYKUUWN MO €ro NPUMEHEHUIO AN NPpodUNaKkTUKK, AMAarHOCTUKN, NlevyeHns 3aboneBaHus
NN MEeaMUMHCKOW peabunuraumn naumeHTa, M CyLWHOCTb, TSXKECTb WM UCXOL KOTOPOW He COOTBETCTBYET
MHdOpMaUMM O NekapCTBEHHOM npernaparte, coaepXallencs B MPOTOKOMe ero KMMHUYECKOro MccrefoBaHus,
OpoLutope ncecnegoBaTens UM B UHCTPYKLUUKU MO MPUMEHEHUIO NNEKapCTBEHHOTO Npenapara;

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

52.1) dapmakoHaa3op - BuO [OEATENbHOCTM MO  MOHUTOPUHTY 3(MEEKTUBHOCTM ” ©6e30nacHOCTU
NEKapCTBEHHbIX MpenapaToB, HaMpPaBIiEHHbI Ha BbISIBNIEHWE, OLEHKY M NpegoTBpalleHne HexenaTesrbHbIX
nocneacTBUN NPUMEHEHMWS NEKAPCTBEHHbIX NPenapaTos;

(n. 52.1 BBegeH ®enepansHbiM 3akoHOM OT 22.12.2014 N 429-03)

52.2) nnaH ynpaBneHuMs puckamum - nogpobHOe onucaHne MeponpuAaTUA No  dhapmakoHan3opy,
HanpaBIiEHHbIX Ha BbISBMEHWE, OUEHKY W npefoTBpalleHne WM MUHUMU3ALUI0 PUCKOB, CBSA3@HHbLIX C
nekapcTBEHHbIMY NMpenapatamu, BKNYast oLeHKY 3EKTUBHOCTU AaHHbBIX MEPONPUATUN;

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

53) peuenT Ha NekapCTBEHHbIV NpenapaTt - MeAULMHCKUI JOKYMEHT YCTaHOBMIEHHON (DOPMbI, COAepKaLLMA
HasHayYeHWe neKkapCTBEHHOro npenapata Ans MeOUUMHCKOrO MPUMEHEHUs, BblAaHHbIA  MeaULMHCKAM
pa60THI/IKOM B Uendax OTnyCka IeKapCTBEHHOro npenaparta unn ero M3rotoerieHUA U OTNyCKa Ha 6yMa)KHOM
HocuTene Wnu ¢ cornacus nauuMeHTa Unu ero 3akoHHOro NpeacTaBuTens B popmMe 3NeKTPOHHOro AOKYMEHTa,
MOAMUCAHHOIO C WCMONb30BaHWEM YCUIIEHHOW KBanvMUUMPOBAHHOW 3IIEKTPOHHOW MNOAMUCUA MEOMLMHCKOro
paboTHMKa, MO0 JOKYMEHT YCTaHOBMEHHOW (DOPMbI, COAEPXKALLMI HAa3HAaYeHUe NeKapCTBEHHOro npenapara Aans
BETEPVMHAPHOIO MNPUMEHEHWs, BblAaHHbIA CleuuannucTtom B 0bnacTM BeTepuHapuum B LEensx OoTnycka
nekapCTBEHHOro npenaparta Ui ero U3roToBneHns 1 oTrnycka Ha BymaxHoM HocuTene;

(B pea. PenepanbHbix 3akoHOB 0T 29.07.2017 N 242-03, o1 02.08.2019 N 297-93)

54) TtpeboBaHne MeOWLMHCKOW OpraHv3auvu, BeTEepMHApPHOW OpraHusauuy - OOKYMEHT YCTaHOBIEHHOW
dOopMbI, KOTOPbIV BbINMCAH MEANLIMHCKUM PaboOTHMKOM MNn cneumnanucToM B obnactn BetepnHapvmn, UMeroLLmMmMm
Ha 3TO NpaBO, W COOEPXMT B MUCbMEHHOW (POopMe yKasaHue anTeyHoW opraHu3auun wunu BeTepuHapHOWn
anTe4yHoM opraHusaumm ob oTnycke NekapcTBEHHOro npenapara unu o ero M3rotoBrneHunm n ob otnycke Ang
obecneyeHuns nevyebHOro npouecca B MEAMLMHCKON OpraH1M3auumn, BEeTEpPMHapHON opraHusauuu;

(B peq. ®PenepanbHoro zakoHa ot 02.08.2019 N 297-93)

55) komnnekcHas OueHKa fnekapCTBEHHOro mnpenapaTta - OueHKa 3aperncTpupoBaHHOrO JfieKapCTBEHHOro
npenapaTa, BKkMovawwasa B ceba aHanui uHgopmaumm O CpPaBHUTENBHOM KIUHUYECKON 3(PEKTUBHOCTM U
6e30nacHOCTM NeKkapCTBEHHOro npenapaTta, OUEeHKY 3KOHOMWYECKUX MOCNEACTBUA €ro NPUMEHEHWs, U3yveHue
OOMONHUTENbHBLIX MOCMEeACTBUA MPUMEHEHMST JEKApCTBEHHOrO npenapaTa B LUEensx MNpUHATUS PELUEHUA O
BO3MOXHOCTM BKIMIOYEHWSI FIEKAPCTBEHHOIO MnpenapaTta B MNepevYeHb XU3HEHHO HEOOXOOUMBIX U BaXKHEMLLMX
NeKapCTBEHHbIX MNpenapaTtoB, HOPMAaTWMBHbIE MPABOBbIE aKTbl W WMHblIE OOKYMEHTbI, Onpefensiowme nopsigok
OKasaHus MegULMHCKON MOMOLLIM, UINN NCKITOYEHUS €ro N3 YKka3aHHbIX NEPEYHsi, akTOB U JOKYMEHTOB;

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

56) cucTeMa MOHWTOPWHIa OBWXKEHMUS JNeKapCTBEHHbLIX NpenapaToB AN MeOWUMHCKOTO MpUMEHeHus -
denepanbHas rocygapCTBEHHasi WH(OPMALMOHHAsi CUCTEMa MOHWUTOPUHIa [ABWKEHWUS  J1eKapCTBEHHbIX
npenapartos AN MEAMLMHCKOrO NMPUMEHeHNUs OT Npou3BOaMTENs A0 KOHEYHOro NoTPeduTens ¢ UCMonb3oBaHNEM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

B OTHOLLEHMW fIeKapCTBEHHbIX NpenapaToB Ans MeAMLMHCKOro NPUMEHEHUs CpeacTB naeHTudmkaumum.
(n. 56 BBegeH PeaepanbHbIM 3akoHOM OT 28.12.2017 N 425-93)

naea 2. MNOJIHOMO4UA ®EQEPAJIbHLIX OPFTAHOB I/ICI'IOJ'IHVITEHbI-JOVI .
BJITIACTU, OPTAHOB MCNOJNHATENTbHOU BNACTU CYBBEKTOB POCCUUCKOU
SEAEPALIUU NMPU OBPALLEHUN NEKAPCTBEHHbIX CPEACTB

CtratbAa 5. MonHomouusa cenepanbHbIX OPraHOB WCMNONIHUTENLHOM BRAacTU Npu oGpaleHUmn
rnekapcTBeHHbIX CPeacTB

K nonHomouunsm (bep,epaanblx opraHoB NCMNONHNTENBLHON BRNacTu npu o6pau.|,eH|/|V| J1eKapCTBEHHbIX
cpencTB OTHOCATCA:

1) nposeneHne B Poccuickonn depepauun eguHON rocygapcTBEHHOM NONUTUMKU B obnacTtn obecnedeHus
nekapcTBeHHbIMY Npenapatamu rpaxaaH B Poccuiickon ®epepauuu;
(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

2) yTBepxaeHue obwmux cdapmMakonenmHblX cTaTen, hapMakonenHbiXx CTaTeln, u3gaHue rocygapCTBEHHOM
hapmakorneu, co3gaHue u BeaeHve peectpa hapmakonenHblx CTaHAapTHbIX 06pa3uoB;
(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

3) ocylecTBneHne [OCyaapCTBEHHOIO KOHTPONS (Haasopa) B cchepe obpalleHusi NekapCTBEHHbIX CPEACTB;
(B pea. PegepanbHoro 3akoHa oT 25.06.2012 N 93-$3)

4) nuueH3upoBaHWEe NPOM3BOACTBA JIEKAPCTBEHHLIX CPeacTB M hapmaueBTUYECKOW OEeATENbHOCTU B
COOTBETCTBUW C 3aKkoHoAdaTeNnbCTBOM Poccuiickon ®epepaunu;

5) opraHusauusa akcnepTu3bl NEKapCTBEHHbIX CPEACTB, 3TUYECKON 3KCNepTU3bl BO3MOXHOCTU NpOBeaEeHUs
KMMHMYECKOro WCCMefoBaHWUsA NeKapCTBEHHOro mnpenapata Ans MeOUUMHCKOTO MNPUMEHEHWs, 3KCnepTu3bl
[LOKYMEHTOB, NpeACTaBleHHbIX ANs1 onpefeneHnst BO3MOXHOCTW paccMaTpyBaTh NEKapCTBEHHBIN nNpenapat Ans
MELMLMHCKOro MNPUMEHEHWUS MpWU roCy4apCTBEHHOW peructpaumm B KadecTBe OpdaHHOro JekapcTBEHHOro
npenapara;

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

5.1) opraHu3aums npoBeOeHMs KOMMMEKCHOW OLEHKM NeKapCTBEHHOro npenapata B UensX MPUHATUSA
peLleHnii 0 BO3MOXHOCTW BKMIOYEHWS NEeKapCTBEHHOro npenapata B OepeyveHb >XWM3HEHHO HeobXOAMMbIX WY
Ba)KHENLUNX NEeKapCTBEHHbIX MpenapaToB, HOPMAaTMBHbIE MPAaBOBbIE aKTbl U UHble AOKYMEHTbI, onpegensoLwme
NopsiAoK OKasaHs MegULMHCKOW MOMOLLIM UMW NCKITIOYEHUS €ro N3 YKka3aHHbIX NePEYHsi, akTOB U JOKYMEHTOB;

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

6) Bblgaya paspelleHuini Ha NpoBedeHMEe KIMHUYECKUX WCCREedoBaHW NeKapCTBEHHbIX MpenapaTos,
BEeEHNe peecTpa BblAaHHbIX paspelleHWin Ha NpoBeAeHWe KIMHUYECKUX WCCreOoBaHWUi JieKapCTBEHHbIX
npenaparos;

7) rocygapCrtBeHHaa perncrtpauma InekapctBeHHbIX npenapartoB, BedeHMe TroCygapCTBEeHHOro peectpa
JIeKapCTBEHHbIX CPeacCTB;

8) opraHmsauus u (unu) npoBedeHne NHCNEKTUPOBaHNS CyObeKTOB 0BpalLLeHNst eKapCTBEHHbIX CPEACTB Ha
COOTBETCTBME NpaBunam Hagnexatlien nabopaTopHOW NpakTUKX, IpaBunamM Haanexailew KnmHUYeCKom
NpaKkTUKY, 0paBunam Haarnexallen NpakTUKN XpaHeHNst U NepeBO3KN NlekapCTBEHHbIX NpenapaTos, Npasuiam
Hagnexatlien oncTpubbioTOPCKOWM NPaKTUKX, NpaBuiaM Haanexallen anTeqyHon NpakTuky;

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

8.1) opraHusaums n (unun) nposeaeHMe NHCNEKTUPOBAHMSA CyOBbeKTOB 00palleHnsi nekapCTBEHHbIX CPeacTB
Ha cooTBeTCTBME TpeboBaHWAM NpaBWUi Hagnexalle’ NpPoOM3BOACTBEHHOW NPaKkTMKW, Bbidava 3akrioyeHun o
COOTBETCTBMW NPON3BOAMTENS NEKAPCTBEHHbIX CpeacTB TpeboBaHMAM NpaBun Hagnexallen Npon3BoACTBEHHON
NpaKTUKu;
(n. 8.1 BBegeH degepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

8.2) ycTaHoBMneHve nopsaka BedeHus 1 BeAeHve rocyaapCTBEHHOr0 peectpa 3aKmoveHnin 0 COOTBETCTBUM
nNpon3BoaunTENs NeKapCTBEHHbIX CPEACTB TpeboBaHNSAM NpaBun Haanexallen NpoM3BOACTBEHHON MPaKTUKK;
(n. 8.2 BBegeH dPepepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

9) rocygapCTBEHHasi perMctpaumsi npefenibHbIX OTMYCKHbIX LEH MNPOVM3BOAMTENEW Ha NeKapCTBEHHble
npenapaTbl, BKIMOYEHHbIE B MEpPEeYEeHb XN3HEHHO HEOOXOOUMbBIX U BaXXHENMLUMX JIEKAPCTBEHHbLIX Npenapartos, U
BeJEHME TrOCyJapCTBEHHOIO peecTpa MnpeAenbHbiX OTMYCKHbIX LEeH MpoM3BOAUTENEN Ha JeKapCTBEHHble
npenapaTbl, BKIIOYEHHbIE B NEPEYEHb XN3HEHHO HEOBXOAUMbBIX U BaXXHENLLUX NEKapCTBEHHbIX NPenapaTos;

(B peq. ®enepanbHoro zakoHa ot 06.06.2019 N 134-93)

9.1) cornacoBaHuMe MNPOEKTOB pPELUEHUA OpraHoB WCMONHUTENbHOM BnacTu cyobekToB Poccuiickon
denepaummn o6 ycTaHOBREHUN N (UNN) U3MEHEHUWN NpeAenbHbIX pa3MepoB OMNTOBbIX HaA6aBoOK W MpedenbHbIX
pasMepoB PO3HWYHbIX HagbaBOK K (pakTUYECKUM OTMYCKHbIM LeHaM, YCTaHOBMEHHbIM MpOU3BOAUTENSIMM
neKapCTBEHHbIX NpenapaToB, Ha NekapcTBEeHHbIE Npenaparhbl, BKITIOYEHHbIE B NepeYeHb XN3HEHHO HEOOXOANMbIX
N BaXKHEWLUMNX NeKapCTBEHHLIX NPenapaTos.;

(n. 9.1 BBegeH depepanbHbiM 3akoHoM oT 13.07.2015 N 241-03)

10) Bblgaya, ycTtaHoOBEHWe Nopsaka Bblhady paspelleHus Ha BBO3 KOHKPETHOW MapTuu nekapCTBEHHOro
cpeactsa B Poccuiickyto ®enepaumio;
(n. 10 B pen. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-03)

10.1) Bblgada, yCTaHOBrEeHWe nopsgka Bbldadn M OpMbl AOKYMEHTa, KOTOPbIA MNOATBEpXAaeT, 4To
NPOM3BOACTBO JleKapCTBEHHOro npenapaTta Ans MeauuMHCKOro NpUMEHEHUsT OCYLLEeCTBIIEHO B COOTBETCTBUN C
TpeboBaHWAMKU MpaBun Hagnexallen NpovM3BOACTBEHHOW MNPAKTMKA UMW YTO NEKapCTBEHHbIN npenapaT Ans
BETEepUHapHOro npvMeHeHust gonyueH K obpaweHuio B Poccuiickon ®eaepaumu, U NOANEXUT NpeacTaBneHunto
no TpeboBaHMIo YNONIHOMOYEHHOrO OpraHa CTpaHbl, B KOTOPYIO BBO3WUTCHA fleKapCTBEHHbIN Npenapar;

(n. 10.1 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93; B pea. PepepanbHoro gakoHa ot 02.08.2019
N 297-03)

10.2) Bblgava, ycTaHoOBMEHVE N0pAAKa Bbiaaun 1 opMbl AOKYMEHTA, COAEPKALLEro CBeAEHMS O CTagusx
TEXHOJIOrMYECKOro npouecca npouM3BOACTBA JIEKApCTBEHHOrO CpeAcTBa Ansi MEAUMUMHCKOTO MPUMEHEHMS,
OCYLLIECTBNSIEMbIX HA TeppuTopMn EBpasninckoro SkKOHOMUYECKOro COH3a;
(n. 10.2 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-93, B pea. PepepanbHoro 3akoHa ot 13.07.2015
N 241-$3)

11) cosgaHune cCoBETOB MO BONPOCaM, CBA3aHHbIM C OOpalleHNeM fiekapCTBEHHbIX CPEACTB;

12) atTectaums n ceptTudukaums cneLmanmcTos;

13) ytpatun cuny c 1 ceHtabps 2013 roga. - ®egepanbHbivi 3akoH ot 02.07.2013 N 185-03;

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

15) yyacTne B MexgyHapogHOM COTPYAHUYECTBE;

16) nony4yeHme no 3anpocamMm YynoJsIHOMOYEeHHOro cbep,epaanoro opraHa NCMONHUTENBbHON BNactu oOT
opraHoB NCMNOMHNTENBHON BRacTu Cy6'beKTOB Poccurickon CDep,epaLuAVl, a Takke OoT CY6'beKTOB o6pau.|,eva
JIeKapCTBEHHbIX CpeacTts Alid MeaUMUMHCKOro npumMeHeHusa I/IHd)OpMaLI,VIVI no BonpocamMm YCTaHOBJIEHUA WU
NnpuMeHeHns LUeH Ha JieKapCTBeHHble npenapartbl U HagbaBoOK K HAM;

17) npymeHeHe Mep OTBETCTBEHHOCTM 3a HapyLLeHne 3akoHofaTenbcTBa Poccunckon ®enepaunu;

18) yTBepxaeHue npaBun Haanexaiwlen nabopaTtopHOW NPaKTUKW, NpaBUIl Hagnexawen KIMHUYECKON
NpaKkTUKW, OpaBu Haanexaiwienh Mnpou3BOACTBEHHOW NPaKTUMKW, NpaBuil Hagfexallen MNPakTUKM XpaHeHust n
NepeBoO3KM feEeKapCTBEHHbIX NpenapatoB, NpaBun  Hagnexawen AUCTPUOBIOTOPCKON NpPaKkTUKWA, npaBun
Hagnexallem anTedHoW nNpakTUKW, MpaBuUn  Hagnexalwen npakTukM dapmMakoHaasopa nekapCTBEHHbIX
npenapaToB ANs MEOULMHCKOTO NPUMEHEHNS;

(n. 18 BBegeH deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

www.consultant.ru Crpanuua 11 n3 108
HafeXHasa npaBoBas noaaepXxka


consultantplus://offline/ref=F3519F225A26460ADC463CFC1BAD30CFFA7A7B25E243E3F6FDD43A6DD37285AA92BE95A9D4D225083E2C25E0A5DE1897A4F619BADFC80729cCw4G
consultantplus://offline/ref=F3519F225A26460ADC463CFC1BAD30CFF877782DE244E3F6FDD43A6DD37285AA92BE95A9D4D2250F372C25E0A5DE1897A4F619BADFC80729cCw4G
consultantplus://offline/ref=F3519F225A26460ADC463CFC1BAD30CFF8757224E644E3F6FDD43A6DD37285AA92BE95A9D4D225083C2C25E0A5DE1897A4F619BADFC80729cCw4G
consultantplus://offline/ref=F3519F225A26460ADC463CFC1BAD30CFF8717C2FE640E3F6FDD43A6DD37285AA92BE95A9D4D225083E2C25E0A5DE1897A4F619BADFC80729cCw4G
consultantplus://offline/ref=F3519F225A26460ADC463CFC1BAD30CFFA7B782BE14AE3F6FDD43A6DD37285AA92BE95A9D4D225083C2C25E0A5DE1897A4F619BADFC80729cCw4G
consultantplus://offline/ref=F3519F225A26460ADC463CFC1BAD30CFF8707A2BEA44E3F6FDD43A6DD37285AA92BE95A9D4D22508372C25E0A5DE1897A4F619BADFC80729cCw4G
consultantplus://offline/ref=F3519F225A26460ADC463CFC1BAD30CFF877782DE244E3F6FDD43A6DD37285AA92BE95A9D4D2250E3C2C25E0A5DE1897A4F619BADFC80729cCw4G
consultantplus://offline/ref=F3519F225A26460ADC463CFC1BAD30CFF8707A2BEA44E3F6FDD43A6DD37285AA92BE95A9D4D2250B3F2C25E0A5DE1897A4F619BADFC80729cCw4G
consultantplus://offline/ref=F3519F225A26460ADC463CFC1BAD30CFF97B7824E644E3F6FDD43A6DD37285AA92BE95A9D4D225083E2C25E0A5DE1897A4F619BADFC80729cCw4G
consultantplus://offline/ref=F3519F225A26460ADC463CFC1BAD30CFF97B7824E644E3F6FDD43A6DD37285AA92BE95A9D4D3250A3E2C25E0A5DE1897A4F619BADFC80729cCw4G
consultantplus://offline/ref=F3519F225A26460ADC463CFC1BAD30CFF877782DE244E3F6FDD43A6DD37285AA92BE95A9D4D2250E3A2C25E0A5DE1897A4F619BADFC80729cCw4G
consultantplus://offline/ref=F3519F225A26460ADC463CFC1BAD30CFFA7B782BE14AE3F6FDD43A6DD37285AA92BE95A9D4D225083A2C25E0A5DE1897A4F619BADFC80729cCw4G
consultantplus://offline/ref=F3519F225A26460ADC463CFC1BAD30CFF97B7E29E442E3F6FDD43A6DD37285AA92BE95A9D4D32D0D3F2C25E0A5DE1897A4F619BADFC80729cCw4G
consultantplus://offline/ref=F3519F225A26460ADC463CFC1BAD30CFF877782DE244E3F6FDD43A6DD37285AA92BE95A9D4D2250E3B2C25E0A5DE1897A4F619BADFC80729cCw4G
consultantplus://offline/ref=F3519F225A26460ADC463CFC1BAD30CFF973792AE546E3F6FDD43A6DD37285AA92BE95A9D4D225083F2C25E0A5DE1897A4F619BADFC80729cCw4G
consultantplus://offline/ref=F3519F225A26460ADC463CFC1BAD30CFFA7A7B25E243E3F6FDD43A6DD37285AA92BE95A9D4D225083E2C25E0A5DE1897A4F619BADFC80729cCw4G
consultantplus://offline/ref=F3519F225A26460ADC463CFC1BAD30CFF9727A2BE24BE3F6FDD43A6DD37285AA92BE95A9D4D225083E2C25E0A5DE1897A4F619BADFC80729cCw4G
consultantplus://offline/ref=F3519F225A26460ADC463CFC1BAD30CFF877782DE244E3F6FDD43A6DD37285AA92BE95A9D4D2250E392C25E0A5DE1897A4F619BADFC80729cCw4G
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

19) yctaHoBneHue nopsigka OpMUPOBAHUS PErMCTPALMOHHOIO OOCbEe Ha JIeKapCTBEHHLINM Mpenapart U
TpeboBaHW K JOKYMEHTaM B €ro COCTaBE;
(n. 19 BBegeH PepepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

20) yTBepxaeHve OpaBwuil pauMOHarnbHOro BblibOpa HaVMeHOBaHWW feKapCTBEHHbIX MpenapaToB ANnd
MEeANLMHCKOrO MPUMEHEHNS;
(n. 20 BBegeH PepepanbHbIM 3aKkoHOM OT 22.12.2014 N 429-93)

21) yTBEpXAEHME NepeyuHs HaMMeHOBaHUIN NekapCTBEHHbIX PopM;
(n. 21 BBegeH deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

22) ytpatun cuny ¢ 1 mapta 2020 roga. - PegepanbHbin 3akoH oT 27.12.2019 N 475-93;

23) yTBepxaeHne TpeboBaHWi K MHCTPYKLUM MO MEAULMHCKOMY NMPUMEHEHMWIO NEKAPCTBEHHbIX NpenapaTos
N K MHCTPYKLMW NO BETEPUHAPHOMY NMPUMEHEHWIO NIeKapCTBEHHbIX NpenapaTos;
(n. 23 BBegeH PeaepanbHbIM 3aKkoHOM OT 22.12.2014 N 429-93)

24) NnpuHATHE peLleHniA, ABMSIOLLUXCS OCHOBaHUAMU ANS BKMOYEHUS JOMEHHbIX UMEH U (Mnn) ykasaTernen
CTpaHuL, calToB B MHMOPMAaLUNOHHO-TENEKOMMYHUKAUNOHHOM ceTn "UIHTepHeT", a Takke ceTeBblX aJpecoB B
€AVNHYI0 aBTOMaTMU3NPOBAHHYIO WHAOPMAaLMOHHYKD cuctemy "EOMHBIA peecTp OOMEHHbIX WMEH, yKasaTeneu
CTpaHuy, calToB B WH(POPMAaLMOHHO-TENEKOMMYHUKALMOHHON ceTn “"MHTepHeT" ©n ceTeBbIX aapecos,
NO3BOMSAIOWMX MAEHTUDUUMPOBATL CalTbl B  MHAOPMAaLMOHHO-TENEKOMMYHMKAUMOHHOW ceTun "HTepHeT",
cogepxalime nHpopmaumo, pacnpocTpaHeHue kotopon B Poccunckon denepaunn 3anpeLleHo”, B OTHOLLEHUN
MHdOpMaLnK, coaepxallen npeanoXxeHne 0 PO3HMYHOW TOProBre fieKapCTBEHHbIMW NpenapaTtaMmn, B TOM 4Yuchne
ONCTaHUMOHHBIM CMOCOOOM, PO3HWYHAs TOProBrfsl KOTOPbIMW OrpaHMYeHa WNKU 3anpelleHa B COOTBETCTBMM C
HacTosAwmMM PeagepanbHbIM 3aKOHOM, U (MNK) MHCpOPMaLMK, coaepKaLleln NpeanoXeHne o PO3HUYHOWM TOProerie
NeKkapcTBEHHbIMM NpenapataMmu, B TOM YMcre AUCTaHUMOHHLIM CMOCOOOM, NMuaMun, He MMEKLLMMU NTULIEH3UN 1
paspelleHns Ha OCYLUEeCTBNEeHME TaKoW [AeATEeNbHOCTW, €Cnu MNofnydYeHue MUUEH3MUM U paspeLleHns
NnpeaycMoTpeHo 3akoHoAaTeNbLCTBOM 06 obpalleHnn NnekapCTBEHHLIX CPeACTB;

(n. 24 B pen. ®epepanbHoro 3akoHa ot 03.04.2020 N 105-93)

25) Bblgava paspelleHun Ha BBOA B rPaXgaHCKUM OOOPOT UMMYHOBMOMOrMYEcKUX JeKapCTBEHHbIX
npenapaTos.
(n. 25 BBegeH PepepanbHbiM 3akoHOM OT 28.11.2018 N 449-93)

KoHcynbTaHTlnoc: npumeyaHue.

Ct. 5.1 pacnpocTpaHsieTcsa Ha MOSIHOMOYMS, KOTOpble He nepefaHbl AfS OCYLECTBMEHUs opraHam
rocygapCTBeHHOM Bractu cybbektoB P® n opraHam MECTHOro camoyrnpaBfiEHUsi COOTBETCTBYHOLLMMM
denepanbHbiMu 3akoHamu (P3 ot 13.07.2015 N 233-03).

Cratbsa 5.1. lMepepaya ocyuecTBNeHUsi NonHoMouun deaepanbHbIX OPraHOB MCMONIHUTENbLHON
BNacTu npu obpaleHMn neKapCcTBEHHbIX CpPeACcTB oOpraHamMm WCNONHUTENbHOM BRacTU Ccyb6bekToB
Poccuickon ®epepauum

(BBepeHa ®epepanbHbiv 3akoHoM oT 13.07.2015 N 233-93)

MonHomouus cbegepanbHbIX OPraHoB MCMOMHUTENBHOWM BracTy nNpu oOpalleHnn NekapcTBEHHbIX CPeaCTB,
npeaycMoTpeHHble HacToswmm degeparnbHbIM 3aKOHOM, MOTYT nepenaBaTbCs ANS OCYLIECTBMEHUS OpraHam
UCNONMHUTENBLHOM BriactTu cybbekTtoB Poccuiickon depepaumm noctaHoBneHusimu pasutensctBa Poccuinckon
depepaumun B nopsigke, yctaHoBneHHoM ®deaepanbHbiM 3akoHoM OT 6 okTsiopsa 1999 roga N 184-d3 "O6 obLmx
NpyHUMNax opraHM3aumnm 3akoHogaTernbHbIX (MPeACcTaBUTENbHBLIX) Y UCMOMHUTENBHBIX OPraHoOB rocy4apCTBEHHOM
BnacTtu cyowektoB Poccuiickonn degepaummn”.

Crtatbs 6. lonHOMOUYMA opraHOB MCNONHUTENbLHOM BnacTu cyobekta Poccuinckon denepaunm npm
obpalueH1n nekapcTBeHHbIX CPeaAcTB

K nonHomMou4vam opraHoB WMCMONHUTENbHOM Bnactn cybbekta Poccuiickon ®epepauun npu obpalieHum
neKapCTBEHHbIX CPEACTB OTHOCATCS:
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

1) paspaboTka W peanusaumsi perMoHarnbHbiX MNporpaMM obecrievyeHus HacesnieHnst NeKapCTBEHHbIMU
npenaparamu;

2) ycTaHOBMeHWE MpefenbHbIX pasMepoB ONTOBbIX HaAGaBOK M NpeferibHbIX Pa3MEPOB PO3HWUYHBIX
HanbaBoK K hakTUYECKMM OTMYCKHbIM LIEHaM, YCTAHOBMEHHbIM NMPOU3BOAWTENSIMUA NIEKAPCTBEHHbIX NPenaparos,
Ha JleKkapCTBEHHble TpenapaTbl, BKMOYEHHbIE B [E€PEYEHb JKU3HEHHO HEOBGXOAUMBLIX W BaXKHEWLUNX
NeKapCTBEHHbIX NpenapaTos;

3) ocyLlecTBNeHne pernoHanbHOro rocyaapCTBEHHOrO KOHTPONSA 3a NPMMEHEHNEM LIeH Ha NekapCTBeHHbIe
npenapartbl, BK/OYEHHblE B NepeyvYeHb XM3HEHHO HEeOOXOAUMbIX W BaXKHEWLMX feKapCTBEHHbIX npenapaTos,
opraHvM3aumMsMy  ONTOBOW  TOProBMW  feKapCTBEHHbIMWM  CPEeACTBaMM,  anTeYHbIMWM  OpraHu3auusiMm,
HAMBUAOYanNbHbIMW NPeanpUHUMATENAMKU, VMEKLWUMA MULUEH3NI0 Ha apmMaueBTUYECKyl0 OesTeNbHOCTb,
MEOULMHCKUMU  OPraHu3auvsmMy, UMeLWUMU FUMUEH3MI0 Ha dapMaueBTUYeCcKyld AeAaTenbHOCTb, U KX
o6ocobneHHbIMM  nogpasgeneHvuaMn  (ambynatopusamu, enbalepckumn 1M denbalepcko-aKyLepCKMmMm
nyHKTaMu, LeHTpamu (oTgeneHvsmn) obuien BpadyebHoM (CeMenHOo) NpakTUKM1), pacrnonoXeHHbIMU B CEIbCKMX
HaceneHHbIX NyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyvHble opraHu3auuu;

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

4) NpuHSATUE pelleHuss 06 MCnonb3oBaHUM Ha Tepputopun cybbekta Poccunckon ®egepauun Hapsay C
peuenTamMy Ha JNekapCTBEHHble rMpenapaTtbl, OMOPMAEHHbIMA Ha OyMaXHOM HoOcuTene, peLenToB Ha
nekapcTBeHHbIe npenapaThbl, CHhOPMUPOBAHHBIX B DOPME SNEKTPOHHBLIX JOKYMEHTOB.

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

Maea 3. FTOCYOJAPCTBEHHAA ®APMAKOINEA
CratbAa 7. Paspa6oTka u usgaHue rocyaapcTseHHoln papmakoneu, pasMmelleHre AaHHbIX O Hell

1. lMog rocymapCTBeHHOW dhapmakoneen MNOHMMaEeTCs CBOA OOWMX apMakonenHbiXx cTaTen wu
drapmakonemnHblx cTaTen.

2. Pa3paboTka obuimx dpapmakonenHblx ctatern n gpapmMakonerHbix ctaten, B TOM Ymcre dpapmaKkonenHbIxX
cTaTe’i Ha (hapMakonenHble CTaHOapTHble oOpasubl, M BKAYEHME WX B rOCy4apCTBEHHY chapmakoneto
OCYLLECTBMAITCA B OOPAOKE, YCTAHOBMEHHOM YMOMHOMOYEHHbIM deaepanbHbIM OpraHoM WUCMOMHUTENBHOW
BNacTu.

(B pea. PenepanbHOro gakoHa ot 22.12.2014 N 429-$3)

3. PaspaboTtka dapmakonerHon ctatbl Ha pedepeHTHbIA NeKapCTBEHHbIM NpenapaT M BKIOYEHNE ee B
rocygapCTBEHHY0 hapMakomneto B TeYEHNE Cpoka AEVCTBUS 3aLUMTbl UCKITKOYMTENBHOMO NpaBsa, yaoCTOBEPEHHOMO
naTeHTOM Ha pedepeHTHbIN NEKapCTBEHHbIN Npenapart, OCYLLECTBSITCA C cornacusa ero paspabortyuka.

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

4. l'ocypapcTBeHHas hapmakones U3gaetcs YNoHOMOYEHHbIM doeeparbHbiM OPraHOM MCMONMHUTENBHON
BMacTh 3a CYeT CPeAcTB dpedeparnbHOro GiogKeTa v NoanexuT NepensgaHnsM He pexe YeM OduH pa3 B NATb
neT, B NEPUOA MEXAY KOTOPbIMU U3LAKTCA NPUITOXEHUS K rocyaapCTBEHHOM hapMakonee, cogepxaline obme
hapmakonemnHble ctatbn U (Mnn) dbapmakonemnHble CTaTbW, YTBEPXKAEHHbIE NOCMe M34aHus UNu nepevsgaHus
rocyaapCTBeHHoN hapmakoneu.

5. YnonHOMouYeHHbIn depepanbHbli  OpraH  UCMOMIHUTENbHOM BflacTM  pasMellaeT [faHHble o
rocygapCTBeHHOM hapMakornee M NpunoXeHnax K Hen Ha cBoeM oduumanbHOM cante B ceTn "VIHTepHeT" B
YCTaHOBMEHHOM MM MopsiaKe.

Masa 4. TOCYAAPCTBEHHbIWA KOHTPOJIb MPU OBPALLEHUX
NEKAPCTBEHHbIX CPEACTB

Cratba 8. JluueHaMpoBaHMe nNpPOU3BOACTBA JIEKAPCTBEHHbLIX CpPeaAcTB M ¢apmaueBTUYECKOMN
OeATeNnbHOCTU

1. ﬂMLI,eH3VIDOBaHVIe npon3BoacTBa Ji€KapCTBEHHbIX cpeactB wu cbapmau,eBTquCKoﬁ OeATernIbHOCTU
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

OCyLLEeCTBIIAETCA B COOTBETCTBMU C 3aKOHOAATENIbCTBOM Poccuiickon CDep,epau,MVl.

2. ObszaTenbHbIM ycnosmem npenoctaBiieHnAa InUUeH3NMnM Ha MNpoun3BOACTBO J1IEeKapCTBEHHbIX CpeacTB
ABNAETCA NPUIoXeHne K 3adaABNeHUK Ccouckatenda nuueH3nn nepedvHa nekapCTBEeHHbIX ¢)OpM n (I/IJ'IVI) BMOOB
q)apmaueBTquCKle Cy6CTaHLI,I/IVI, KOTOpble Npon3BOOUTENDb NNEKAPCTBEHHbIX CPEACTB HAaMepeH Npon3BoaNTb.

3. B cnyyae HeobOXx0QMMOCTU paclIMpeHVst MPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB 3a CYET HOBbIX
NeKkapcTBeHHbIX ¢hopM M BMAOB dapmaueBTUYECKMX CyOCTaHUUn MNpoM3BOAUTENb NEKAPCTBEHHbIX CpencTB
OOImKeH NepeodopMUTb NULLEH3MIO HA NPOM3BOACTBO NIEKaPCTBEHHbIX CPEACTB.

(B peq. ®enepanbHoro zakoHa ot 02.08.2019 N 297-93)

4. JlnueHsnsi Ha NpPOM3BOACTBO JIEKAPCTBEHHbIX CcpeAcTB (hapMaueBTUYeCKOM CcybcTaHuMM cnmpTa
3TUNOBOro (3TaHona) BblAAaeTCss NpW  YCIOBUM HanmuMuusa Yy OpraHus3auum Ha npaBe COOCTBEHHOCTH,
XO35IMCTBEHHOrO BEAEHUS UM OnepaTUBHOIO YNpaBrneHWss OCHOBHOMO TEXHOMOrMyeckoro obopyaoBaHusa Ans
npon3BoACTBa 3TUIMOBOrO CNMPTa, 3aperncTpMpoOBaHHOrO B COOTBETCTBUM cO cTatben 14.1 PepepanbHoro
3aKkoHa oT 22 Hosbps 1995 roga N 171-®3 "O rocygapCTBEHHOM perynupoBaHMM NPouM3BOACTBa M obopoTa
3TWUMOBOrO CNMpTa, anKOorofibHOM U CIMPTOCOAEPXKALLEN NpoayKumMm 1 06 orpaHudeHnn notpebnexms (pacnutns)
ankoronbHOM NpoayKummn".

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

Cratbss 8.1. OcobGeHHOCTM TNULUEH3UPOBaHUA MNPOU3BOACTBA JIEKapCTBEHHLIX CpPeAcTB
(dbapmaueBTMUYECKON CyGCTaHLMKM cNMpTa 3TUNOBOIO (3TaHONaA)
(BBeaeHa depepanbHbIM 3aKkoHOM OT 27.12.2019 N 481-93)

1. OewncrtBue nuueH3MM Ha NPOM3BOACTBO NEKapCTBEHHbIX CPeAcTB (dapMaueBTuyeckon cybcTaHuum
cnupta 3TUIMOBOrO (3TaHona) NpuOCTaHaBnMBaeTCA B 4YacTM NpasBa Ha NPOM3BOACTBO (hapmMaueBTU4ECKOW
cybcTaHuumM cnvpTa 3TMINOBOro (3TaHona) NULEH3MPYIOLWMM OpraHoM B Crny4vasix, onpefeneHHbix cratben 20
depepanbHoro 3akoHa oT 4 mas 2011 roga N 99-03 "O nuueH3npoBaHUN OTAENbHbLIX BUAOB AeATENbHOCTU", a
Takke Ha CPOK NPUOCTAHOBIEHUS OENCTBUSA JIMLEH3UN Ha NPOM3BOACTBO 3TUIIOBOMO CNvpTa Ans NPOM3BOACTBA
hapmaueBTUYECKON CyOCTaHUMM ChvMpTa STUITOBOrO (3TaHona), BblAAHHOW B COOTBETCTBMM C PeaepanbHbIM
3aKoHOM OT 22 Hos16pst 1995 roga N 171-®3 "O rocymapCTBEHHOM perynupoBaHMM NpoM3BOACTBa M obopoTa
3TUMOBOrO CNMpPTa, anKkoroNbHOW U CMpTOCOAEpXKaLLen npoaykumMm 1 o6 orpaHudeHnn notpebnexHms (pacnuTns)
arnkoronbHOM NpoayKuun".

2. [encteume nUUEH3MM Ha MNPOM3BOACTBO JIEKAPCTBEHHbIX CpeAcTB (dhapmaueBTUYECKOW CyOCcTaHLmm
cnvpTa 3TUNOBOrO (3TaHomna) B 4acTu npaBa Ha MpoOM3BOACTBO (hapMaLleBTUYECKOW CyOCcTaHuMu cnupTta
3TUNOBOro (3TaHomna) npekpawlaeTca NULEH3NPYIOWMM OpraHoM B cry4vasiX, onpedeneHHbix cratben 20
depnepanbHoro 3akoHa ot 4 masa 2011 roga N 99-®3 "O nuueH3MpoBaHUM OTAENbHbIX BUOOB AedATenbHocTn", a
Takke C AaTbl NpekpaLleHnss UM aHHYNMPOBaHUS AEWCTBUSA NIMLEH3UN HA NPOM3BOACTBO 3TMUITOBOrO cnvpTa Anis
npou3BoAcTBa hapmaueBTUYecKkor cybcTaHuum cnupTa 3TUNOBOrO (3TaHona), BbiAAHHOW B COOTBETCTBMM C
depepanbHbiM 3akoHOM OT 22 Hosbpsa 1995 roga N 171-03 "O rocyaapCTBEHHOM perynMpoBaHnM Npon3BoacTBa
n obopoTa STUMOBOrO CNMPTa, ankorosibHON M CNMPTOCOAEPXKaLLEN NPOoAyKUMn 1 06 orpaHnyeHnn notpebnenns
(pacnuTura) ankoronbHOW NpoayKumn".

Crartbs 9. locyaapcTBeHHbIN KOHTPOIb (Haa3op) B cdepe obGpalleHUs nekapcTBeHHbIX CPeacTB
(B pea. PepepanbHoro gakoHa ot 25.06.2012 N 93-93)

1. FocyoapCTBEHHbIN KOHTPOIb (Hag30p) B cdhepe obpalleHns nekapCcTBEHHbIX CPeACTB BKIOYaAET B cebs:

1) JMUEH3MOHHBLIA KOHTpPONb B cdepe MPOM3BOACTBA JleKapCTBEHHbIX CpeacTB M B cdepe
(hapmaLeBTUYECKON OeATENBHOCTY;

2) chegepanbHbIN rocygapCTBEHHbIV Hag30p B chepe obpalleHns nekapCcTBeHHbIX CPeacTs;

3) BbIGOPOYHBI KOHTPOMb KAYEeCTBa NeKapCTBEHHbIX CPEACTB.
(n. 3 BBeaeH PepeparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

2. JIMUEH3NOHHbLI KOHTpONMb B cdepe NPOM3BOACTBA fEeKApCTBEHHbIX cpeAcTB U B cdepe
hapmaueBTUYECKON  OEATENbHOCTU  OCYLUECTBNSETCA  YMNONMHOMOYEHHbIMU  dbedepanbHbiM — OpraHoM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

NCNOJTHUTENBHOWM BACcTV M opraHaMm UCMOJTHUTENBHOWM BracTh cyobekToB Poccunckon depgepaumm cornacHo mx
KoMneTeHUMn B nopsgke, yctaHoBneHHom PefepanbHbiM 3akoHOM OT 26 gekabpst 2008 roga N 294-93 "O
3aWwmuTe nNpaB  OPUAMYMECKMX NUL W UHAMBMAYaANbHbIX  MNpeanpuHUMaTenein npu  OCyLLEeCTBIEHUN
rocyapCTBEHHOro KOHTpoOns (Haasopa) U MyHUUMNanbHOro KOHTpons", ¢ y4eTOM OCOBEHHOCTEN opraHmMsauum u
npoBefeHns MNpoBepoK, YCTaHoBMNEeHHbIx ®PenepanbHbiM 3akoHom oT 4 mas 2011 roga N 99-03 "O
NMLEH3NPOBaHUN OTAENbHbLIX BUOOB AeATenbHoOCTH".

3. ®epepanbHbll  rocygapcTBeHHbIM  Haas3op B cdepe obpalleHus neKkapCcTBEHHbIX  CpeacTs
OCYLLECTBMAETCH YMNOMHOMOYEHHbIMU dedeparnbHbIMU opraHamm WUCMNOMHUTENbHOW BriacTu (ganee - opraHbl
rocyapCTBEHHOr0 Haas3opa) COrfacHO WX KOMMeTeHuMM B [Oopsake, YCTaHOBMEHHOM [lpaBMTenbCTBOM
Poccuiickon ®egepaumn.

4. ®epepanbHbI rocyaapCTBEHHbIM Haa30p B cdepe obpalleHus nekapCTBEHHbIX CPEeACTB BKMOYaeT B
cebs:

1) opraHusauuio 1 NpoBeaeHMe NPOBEPOK cobnoaeHnst cybbekTammu obpalleHns NekapCcTBEHHbIX CPEACTB
YCTaHOBMEHHbIX HacTosAwmm PenepanbHbiM  3aKOHOM U MPUHATBIMU B COOTBETCTBUM C  HUM  MHbLIMU
HOpMaTuBHbLIMW MpaBoOBbIMKM akTamu Poccuiickon ®egepauun TpeboBaHUA K AOKIUHUYECKMM UCCNEeaOBaHUAM
NeKapCTBEHHbIX CPeacTB, KIMHUYECKUM WCCnefoBaHWsM feKkapCTBEHHbLIX NpenapaTtoB, XPaHeHWto, nepeBoske,
BBO3Y B Poccuiickylo Pegepaumto, oTnycKy, peanvsaumm nekapCcTBEHHbIX CPEACTB, MPUMEHEHUIO NIeKapCTBEHHbIX
npenapaToB, YHUUYTOXEHWIO NEKapCTBEHHbIX CPEACTB, YCTAHOBIIEHWIO MPOW3BOAUTENAMU FEeKapCTBEHHbIX
npenapaToB LEH Ha feKkapCTBeHHble mnpenapaTbl, BKMYEHHble B [epeveHb >XW3HEHHO HeobXoAWMbIX W
BaXXKHEWLLNX NeKapCTBEHHbIX NpenapaTtoB, a Takke CObMnoaeHNs yNonHOMOYEHHbIMWU OpraHaMy NCMONTHUTENbHOM
Bnactu cybwektoB Poccuiickon ®egepauny MeToauKM YCTaHOBMNEHUS NpedernbHbIX pa3mepoB ONTOBbIX HaabaBok
W npefenbHbIX pa3MepoB pPO3HUYHbIX HaA0aBOK K (PaKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBIEHHbIM
NPON3BOAMTENAMW NEKAPCTBEHHbIX MpenapaToB, Ha NeKapCTBEHHble Mpenapatbl, BKIIOYEHHble B MNepeyeHb
XKM3HEHHO HEOBXOAMMbIX U BaXKHENLLUX NleKapCTBEHHbIX NpenapaTos (4anee - oba3aTtenbHble TpeboBaHus);

(B peq. PepepanbHoro 3akoHa ot 27.12.2019 N 475-93)

2) opraHunsauuio 1 npoBegeHnMe MnpoBepoOK COOTBETCTBUA JIEKAPCTBEHHbIX CpeacTB, HaxogdAluxca B
rpaxgaHckom 060p0Te, YCTaHOBJ1I€HHbIM Tpe6OBaHI/IF|M K NX Ka4eCTBY;,

2.1) npoBefdeHMe KOHTPOMbHbLIX 3aKyrnoK B LEnsx NpoBepku cobniogeHus cybbektamm obpalleHus
NnekapCTBEHHbIX CpeacTB, OCYLLECTBASIOWMMM PO3HUYHYIO TOPrOBMIO NEeKapCTBEHHbIMM npenapatamu  Ans
MeOULMHCKOTO NPUMEHEHWs, NpaBui OTMNycKa NeKapCTBEHHbIX npenapaTtoB AN MeAUUUHCKOro MPUMEHEHUS U
(unn) 3anpeta npodaxn  anbCMUUMPOBAHHBIX  JIEKApCTBEHHbIX  CpPeAacTB, HegobpoKavecTBEHHbIX
neKapCTBEHHbIX CPEACTB U KOHTpadaKTHbIX NIeKapCTBEHHbIX CPEACTB;

(n. 2.1 BBegeH PepnepanbHbiM 3akoHOM oT 27.12.2018 N 511-03)

2.2) npoBefeHWe KOHTPOSbHbIX 3aKynmoK B Lensax npoBepku cobniogeHus cybbektamu obpalieHus
NEeKapCTBEHHbIX CPEeACTB, OCYLIECTBMSOWMMA PO3HUYHYKO TOProBIO JEeKapCTBEHHLIMWM MpenapataMmu Ans
BETEPVMHAPHOr0 MPUMEHEHWs!, NpaBui Haanexalleh anTe4YHOW NPaKTUKM NeKapCTBEHHbIX MpenapatoB Afs
BETEPVMHAPHOrO MPUMEHeHWs W (Mnu) 3anpeTa npoaaxu anbCMULMPOBAHHBIX NEKapCTBEHHbLIX CPEeAcTs,
He[0OpOKa4YeCTBEHHbIX NIEKAPCTBEHHbIX CPEACTB N KOHTPadhaKTHbIX NTEKAPCTBEHHbIX CPEACTB;

(n. 2.2 BBegeH PepepanbHbiM 3akoHom oT 02.08.2019 N 297-93)

3) opraHusaumto 1 npoBeeHe apMakoHaa3opa;

4) npvMmeHeHWe B NOpsidke, YCTaHOBMEHHOM 3akoHodaTtenbcTBom Poccuiickon Pegepauun, mep no
npeceyeHnio BbISIBNIEHHbIX HapyLleHui obs3aTenbHbiX TpeboBaHWi U (UNK) YCTPaHEHWI0 NOCNeaCcTBUIA Takux
HapyLleHWn, B TOM YMCMe NPUHATUE peLLeHUs O HaxOoXOEeHUW NekapCTBEeHHbIX CPeAcTB B obpalleHun, Bblgady
npegnucaHMn 06 yCTpaHeHUW BbISBMIEHHbIX HapyleHun obsasaTenbHbiX TpeboBaHWM W npuBredeHne K
OTBETCTBEHHOCTW N1L, COBEPLUMBLUMX TaKNe HapyLUeHus.

(4acTb 4 B pea. PegepanbHOro gakoHa ot 22.12.2014 N 429-93)

5. ®@epepanbHbii  TOCYOapCTBEHHbIA Hag3op B cdepe obOpalleHWss nekapCTBEHHbIX CpeacTs
ocyLlecTBRsieTcsa B nopsigke, ycraHoeneHHom ®PefepanbHbiM 3akoHoM oT 26 gekabpsa 2008 roga N 294-03 "O
3aWwmuTe nNpaB  OPUAMYMECKMX NWL W UHOMBMAYANbHbIX  MpeanpuHUMaTenein npu  OCyLLECTBIIEHUN
rocyAapCTBEHHOrO KOHTPONS (Haa3opa) M MyHMLMNAnbHOro KOHTpons", ¢ y4eTOM OCOBEHHOCTEN, YCTAHOBEHHbIX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

HacTosillen cTaTbell. [peaBapuTeEnbHOE COrnacoBaHME C oOpraHamMy NpoKypaTypbl CPOKOB MpOBeaeHUs:
BHEMNNaHOBOW MpOBeEpPKM CyObeKkToB oObpalleHns neKkapCTBEeHHbIX CpPeAcTB, a Tawkke npegBaputenbHoe
yBegomMrneHne ropnany4eckmux nuud, nHonemayanbHbIX npe,qanHmmaTeneﬁ O Havane nposegeHus aTOoM NnpoBEpPKU
He TpebyeTcsA. OpraHbl NpPoOKypaTypbl M3BELLATCA O MNPOBEAEHUU BHEMSAHOBOW MNPOBEPKU CYyObLEKTOB
obpallleHns nekapCTBEHHbIX CPEACTB MOCPEACTBOM HamnpaBneHWsi COOTBETCTBYIOLUMX OOKYMEHTOB B TeYeHue
Tpex pabounx gHel C MOMEHTa OKOHYaHUS NPOBEAEHMS YKa3aHHOWM BHEMNIAHOBOW NPOBEPKM.

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

6. [JomKHOCTHble nuua opraHa rocygapCTBEHHOro Hag3opa B Nopsgke,  YCTAHOBIEHHOM
3akoHogaTenbcTBOM Poccuinckon degepauunm, MMeOT NpaBo:

1) nmonmyyaTb Ha OCHOBaHWM MOTUBMPOBAHHBLIX MWCbMEHHbIX 3anpocoB OT CcybbekToB obpalleHus
nekapCTBEHHbIX CpPeAcTB, OPraHoB WCMONMHWUTENbLHOM Bnactu cybvektoB Poccuiickon depepaunn 1 opraHos
MECTHOr0 camoynpaBfieHnst 4OKYMEHTbI M MH(OpMaLMIo MO Bonpocam 06palleHnsi NnekapCTBEHHbIX CPEACTB;

2) becrnpenaTCTBEHHO MO NMpeabsBeHNM CIy)XeOHOro ygoCTOBEPEHMS M KOMUKU Mpukasa (pacrnopsiKeHns)
opraHa rocyaapCTBEHHOrO Haf3opa O Ha3HaYeHUU NPOBEPKU NoceLLaTb UCMOMb3yeMble pUanYecknMmm nuuamm,
nHamengyanbHbiMN npegnpuHMMaTenamMmun, AsndarWLMMAUCA Cy6'beKTaMI/I o6pau.|,eH|/|;| NeKapCTBEeHHbIX CpeacTs,
MNPy OCYLLECTBIEHNM CBOEN [OEATENbHOCTU TEPPUTOPUN, 3OaHWS, MOMELLEHUS M COOPYXEHUsI B Lensix
NpoBeAeHUs MEPONPUSTUI NO KOHTPOSHO;

3) npoBoguTb OTOOp 0OpasuoB NEKAPCTBEHHbIX CPEACTB, NpegHas3Ha4YeHHbIX AN peanusauum wu
peanunsyemMbiX cy6be|<Ta|vw| 06pau.|,eva leKapCTBeHHbIX CpeacTB, A4 NMPOBEPKU WMX KadecTBa, npoBeneHUnd
nccrnegoBaHUM,  UCMbITAHMA B COOTBETCTBMM C  npaBunamm  oTbopa o0pasuoB, YCTaHOBMEHHLIMM
YMNONHOMOYEHHbIM heeparnbHbIM OpraHoM UCMONHUTENBHON BRacTy;

3.1) npoBOAUTbL KOHTPOSbHbIE 3aKyMKW feKkapCTBEHHbIX MpenapaTtoB Ans MeAWMLMHCKOro NPUMEHEHUs B
uensax nposepkn cobnogeHns cybbektamm obpalleHus NeKapCTBEHHbIX CPeACTB, OCYLECTBASOLWMMM
PO3HUYHYIO TOProBMKO JeKapCTBEHHbIMY nNpenapataMmum A5 MEeOUUMHCKOro MNPUMEHEHUs, MpaBun OTnycka
neKapCTBEHHbIX NpenapaToB ANA MeAMUMHCKOro NpUMeHeHUs 1 (nn) 3anpeTta npoaaxu danbcuuumpoBaHHbIX
neKapCTBEHHbIX CpeAcTB, HeaobpoKa4YeCTBEHHbIX feKapCTBEHHbIX CPeACTB M KOHTpadaKTHbIX NeKapCTBEHHbIX
CpPeacTs;

(n. 3.1 BBegeH depepanbHbIM 3akoHOM oT 27.12.2018 N 511-93)

3.2) NnpoBOANTL KOHTPOJbHLIE 3aKYMKX JIEKAPCTBEHHbLIX NMPENapaToB AN BETEPUHAPHOIO NPUMEHEHUST B
uensax npoBepkn cobnogeHns cybbekTamm obpalleHus NeKapCTBEHHbIX CPEACTB, OCYLLECTBAALLMMM
PO3HNYHYIO TOProBIt0 NIEKApPCTBEHHbIMU NpenapaTtaMu 41 BETEPMHAPHOrO NPUMEHEHMUS!, NpaBuU Haanexatiemn
anTe4yHOM MPaKTUKM NEKapCTBEHHbLIX NpenapaToB A4S BETEPUHAPHOro NPUMEHEHUsT 1 (Mnn) 3anpeTta npoaaxmu
hanbCUPULNPOBAHHbBIX  NEKApPCTBEHHbIX CPeacTB, HeAoOpOKaYeCTBEHHbIX FIEKAPCTBEHHbIX CPEACTB W
KOHTpadaKTHbIX NIeKapCTBEHHbLIX CPEACTB;

(n. 3.2 BBegeH PenepanbHbiM 3akoHoMm oT 02.08.2019 N 297-03)

4) BbigaBaTb cybbekTtam obpalleHns nekapCTBeHHbIX CPeAcTB NPeAnucaHns O NpekpalleHun HapyLleHun
obsA3aTenbHbIX TpeboBaHW M 06 yCTpaHEeHUM BbISIBNEHHbIX HapyLLIEeHU 06a3aTenbHbIX TpeboBaHni;

5) HanpaBnsiTb B YMONHOMOYEHHbIE OpraHbl MaTepuvarnbl, CBSI3aHHble C HapylUeHUsIMU 06s3aTeNbHbIX
TpeGoBaHWi, ANsl peLleHnsl BOMPOCOB O BO30YXAEHWN YroNoBHbIX Aer MO Npu3Hakam NpecTynieHui.

7. BbIGOpOQHbIIZ KOHTPOJIb KayecCTBa JIeKapCTBEHHbIX CpeacTB OcylwecTBndaAeTca YnoJIHOMOYEHHbIM
cbep,epaanblM opraHom MCMNONHUTENbHON BNacTu B YCTaHOBJIEHHOM UM NOpPAAKE N BKIKO4YaeT B cebs:

1) obpaboTky cBegeHun, B obs3aTeNnbHOM MOpsAKe NpenocTaBnseMblXx CybObekTamy obpalleHus
NeKapCTBEHHbIX CPEACTB, O CEpUsiX, MapTUSX NeKapCTBEHHbIX CPEACTB, MOCTyNalLWmnx B rpaXaaHckuin o6opoT B
Poccuiickon ®epepaunm;

2) oTbop 06pa3LOB NEKAPCTBEHHbIX CPEACTB Yy CyObekToB obpalleHUs NekapCTBEHHbIX CPEACTB B LiENsX
npoesegeHuns MUCMbITAHMN Ha MX COOTBETCTBUE Tpe6OBaHVIF|M HOpMaTI/IBHOI7I OOKyMeHTauunm unnn HopmMaTUBHbIX
OOKYMEHTOB,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

3) NpuHsTE Mo pesynbTaTaM NPOBEAEHHbIX UCMbITaHWIA PeLleHns O AanbHelleM rpaxaaHckoMm obopoTe
COOTBETCTBYIOLLErO NNeKapCTBEHHOro CPeaCcTBa;

4) NpUHSTUE YNONMHOMOYEHHBLIM defiepanbHbIM OpraHOM UCMONHUTENBHON BMACTU PELUEHUS O NepeBoe
NeKkapcTBEHHOrO CPeacTBa Ha NOCEPUIAHBIN BbIGOPOYHBIA KOHTPOIb Ka4yecTBa fieKapCTBEHHbIX CPEACTB B Criyyae
MOBTOPHOIO BbISIBIIEHUS] HECOOTBETCTBUSI KAyecTBa J1eKapCTBEHHOro CpeAcTBa YCTaHOBIMEHHbIM TPeboBaHNAM U
(npn HeobxogumocTn) o npoBepke cybbekTa obpalleHus nekapCTBEHHbIX cpeacTB. Pacxoabl, cBA3aHHble C
npoBeEeHMEM MOCEPUAHOIO BbIGOPOYHOrO KOHTPOSsSl KayecTBa JI€KAPCTBEHHbIX CPEACTB, OMNiayunBalTCs
Npou3BOAMTENEM fNeKapCTBEHHOro cpeacTsa nubo gepxaTtenem uwnu  BnagenbleM  perMcTpaunoHHOro
Y[IOCTOBEPEHMSI NEKAPCTBEHHOTO Npenapara.

(4acTb 7 BBeaeHa PeaepanbHbIM 3akoHoM OT 22.12.2014 N 429-93)

naea 5. PABPABOTKA, AOKINMHNYECKUE UCCINEAOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KNMHUYECKUE UCCIIEAOBAHUA
NEKAPCTBEHHbIX MPENAPATOB OJ14 BETEPUHAPHOIO MPUMEHEHUA

Cratbsa 10. PaspaboTka nekapCcTBeHHbIX CPeACcTB

1. PaspaboTka nekapCTBEHHbIX CpeAcTB BKIOYAEeT B Ce0s MOUCK HOBbIX (DApMaKONOrMyeckm akTUBHbIX
BeLLeCTB, Mocrneaylollee M3yvyeHWe WX NeKapCTBEHHbIX CBOWCTB, AOKMMHUYECKME UCCNEeAoBaHusi, pas3paboTky
TEXHOIOorMn Npou3BoacTea dapmaueBTUYecknx cybcTaHuuin, pa3paboTKy COCTaBOB U TEXHOMOIMMIA NpoM3BOACTBa
nekapcTBEHHbIX NpenapaTos.

2. duHaHcoBoe obecneyeHne pa3paboTKn NeKapCTBEHHbIX CPEACTB OCYLLECTBNAETCA 3a CYET:
1) cpeacTB hefepansHoro GrooxeTa;
2) cpencTB pa3paboTyYNKOB NEKAPCTBEHHbBIX CPEACTB;

3) cpeacTe MpoM3BOAMUTENEN NEKapCTBEHHbIX CPEACTB MpY BbINOMHEHUU HayYHO-MCCMENOoBaTENbCKUX
paboT no [OoroBopy Mexay pa3paboTyMKOM fEeKapCTBEHHbIX CPEACTB U MPOU3BOAMTENIEM NEeKapCTBEHHbIX
CpencTs;

4) nHbIX He 3anpeLleHHbIX 3akoHodaTenbcTBOM Poccuiickon deagepalimm UCTOYHUKOB.
3. MNpaBa pa3paboTunka NekapCcTBEHHOro CPEACTBA OXPaAHAIOTCS rpaXK4aHCKMM 3aKkOHOAATENbCTBOM.

Cratba 11. [JoknuHu4Yeckoe wuccrneaoBaHMEe JeKapCTBEHHOro cpeacTBa Ansi MeAULIMHCKOro
npUMeHeHus

1. JoknnHuyeckoe nccnefoBaHue nekapcTBEHHOro cpeacTsa AN MeQULUHCKOro NpMMEHEeHUs NpoBoaMTCS
nyTeM MPMMEHEHMST Hay4HbIX METOAOB OLEHOK B LEeNnsX NoslydeHus fokasaTernbcTB 6e30MacHOCTU, KayecTBa U
3 PEKTUBHOCTU NTEKapCTBEHHOIO cpeacTaa.

2. [JoKNMHU4YecKoe nccnegoBaHne NeKkapCTBEHHOIO CPEACTBa AN MeAULMHCKOrO NPUMEHEHUS] MPOBOAUTCSA
B COOTBETCTBMM C MpaBuiiamMu Haanexailen nabopaTopHOW MNPaKTUKU, YTBEPXOEHHBbIMW YMOMHOMOYEHHBLIM
deaepanbHbIM OpraHoM UCNOSTHUTENBHOM BacTu.
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-$3)

3. Ona opraHv3aumm 1 NPOBEAEHUS LOKIMMHMYECKOTO MWCCreAoBaHWS NEKapCTBEHHOro CpeacTtBa Ansd
MEeOULMHCKOro NPYMEHEeHNs pa3paboTynKm NeKapCTBEHHbIX cpencTs MoryT npvBnekaTb
Hay4YHO-UCcrnegoBaTenbCKkMe opraHv3aumy, obpasoBaTerbHble OpraHvM3auun BbiCLLEro obpasoBaHus, MMeloLme
HeobxooMMyt0 MaTepuanbHO-TEXHUYECKYD a3y M KBanMMUUUPOBAHHbLIX CMELManncToB B COOTBETCTBYIOLLEN
obnactu nccnegoBaHus.

(B peq. ®enepanbHoro zakoHa ot 02.07.2013 N 185-93)

4. [JoknuHM4ecKoe UccrneaoBaHne NekapcTBEeHHOro CpeacTsa AN MeAMLMHCKOTO NpUMEHEHMS MPOBOAUTCS
No YTBEPXOEHHOMY pa3paboTYMKOM FMeKapCTBEHHOro CcpeacTBa MnaHy C BedeHMeM MpoToKona  3Toro
nccnenoBaHWA W COCTaBMeHMEM OT4YeTa, B KOTOPOM cofepaTcsl pesynbTaTbl 3TOr0 MCCregoBaHus U
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

3aKnw4yeHne O BO3MOXHOCTU npoBeaeHna KIMHUYECKOro wuccneagoBaHuA JeKapCTBEHHOro npenapata pgnda
MeaULUMHCKOIro NnpuMeHeHus.

5. MpoBeaeHne NpoBepok cobnoaeHUs NpaBun Haanexatllen nabopaTopHOM NPaAKTUKU U NPaBOBbIX HOPM
MCNOMb30BaHUSI XMBOTHbLIX MNPV MNPOBEAEHUU [OOKIMUHUYECKUX WCCREAOBaHUI NeKapCTBEHHbIX CPeAcTB Ans
MELMLUMHCKOrO MPUMEHEHMs OCYLLUECTBNSETCA YNONHOMOYEHHbIM defepanbHbIM OpraHoM WCMOMHUTENBHOM
BMacTu.

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

6. Pesynbtatbl [OKIMMHMYECKOTO WCCNEAOBaHUS FEeKapCTBEHHOTO CpeacTBa Ans  MeAULMHCKOro
NpUMeHeHns1 MoryT GbiTb NMpeAcTaBreHbl B YNONIHOMOYEHHbIN dheaeparnbHblii OpraH UCTONHWTENbHOW BRacTu B
YCTaHOBIIEHHOM MOPSAKE B LIENAX rOCYAapCTBEHHONM perncrpaumm nekapcTBEHHOro npenapara.

Ctatba 12. [oknuHuYeckoe wuccrnegoBaHue NeKapcTtBeHHOro cpeacrtBa W KIMHU4YeckKoe
nccnegoBaHue neKapCcTtBeHHOro npenapara gnd seTepunHapHoOro npuMmeHeHus

1. JOKNMHMYECKoe UCCrefoBaHUE JIeKapCTBEHHOrO CpeacTBa AN BETEPUHAPHOMO  MPUMEHEHWS
MPOBOAUTCA MyTEM MPUMEHEHUs Hay4YHbIX METOOOB OLIEHOK B LIEMsX NonyvyeHusl okasaTenbcTs 6e3onacHocTy,
KayecTBa M 3PDEKTUBHOCTN NEKAPCTBEHHOrO CPEeACTBa, B TOM 4uMcre onpederieHnst cpoka ero BbiBedeHus u3
opraHusamMa XWBOTHOTO, B Liensix obecneyeHuss 6e30nacHOCTU NPOAYKLMM XXMBOTHOIO MPOWUCXOXAEHUs rocre
NpUMeHeHNs1 COOTBETCTBYHOLLIErO NTeKapCTBEHHOro Npenapara.

2. [oknuMHunyeckoe uccnegoBaHue NekapCTBeHHOro cpeagctBa W KNKMHUYEeCKoe - uccnenosaHue
JleKapCTBEHHOro npenaparta anda setTepuHapHoro npuMeHeHua, nccnegosaHmne OVO3KBMBANEHTHOCTM YKa3aHHOro
NekapCTBeHHOro npenaparta npoBoaATCcA B COOTBETCTBMM C NpaBuiamu, yTBepXaeHHbIMU YNOJTHOMOYEHHbIM
cbep,epaanblM opraHom WCNONHUTENBbHOW BNacTu.

3. [oknuHuyeckoe unccnegosaHue NekapCTBeHHOro cpeacrtBa W KNKMHUMYEeCKoe - uccnenosaHue
leKapCTBEeHHOro npenaparta gna BeTepnHapHOro npuMMeHeHuna npoBogdaTCA Nno yTBepXaeHHOMY paspa6owvu<0|v|
lekapCTBeHHOro cpeactea niaHy C BeaeHneM MNpoTOKONIoB 3TUX nccrnegoBaHnini U CocTaBreHNEM OTYETOB, B
KOTOPbIX coAepXKaTcAa pe3yrbTaTbl 3TUX nccnegoBaHun.

4. [na opraHu3auuvM u npoBedeHus! OOKMMHUYECKOrO WCCIeqoBaHUsl JEeKapCTBEHHOIO CpeacTBa U
KMWHUYECKOrO UCCIefoBaHUsi feKapCTBEHHOro npenapaTta [Ans BETEPUHAPHOIO MpUMEHeHUsT pa3paboTyuk
nekapcTBEHHOro cpeacTea MOXeT npuenekaTb opraHusaumu, umeroLne Heobxoaumyto
MaTepuanbHO-TeXHUYECKYl0 6a3y U KBanuULMPOBAHHLIX CMELManucToB B COOTBETCTBYHLUEA obnacTu
nccnenoBaHus.

5. KnuHunyeckue uccrnenoBaHMs NeKapCTBEHHbIX NpenapaTtoB  Ans  BEeTEepPUHAPHOrO  NPUMEHEHWUs
NPOBOASATCA B BETEPUHAPHBIX OPraHn3aumsax 1 B opraHusauusix, OCyLLEeCTBISAOLMX pa3BefeHre, BblpalimBaHme v
CofiepXKaHWe XUBOTHBIX, B LIENsX:

1) yCTaHOBNEHUSI NEPEHOCUMOCTU NIEKAPCTBEHHbIX NPenapaToB 340POBbIMU XUBOTHLIMY;

2) rlop,6opa onTMaribHbIX OO3UPOBOK JIEKAPCTBEHHbLIX MNpenapatoB M KypCa JedYeHUda Ha KOHerTHOIZ
rpynne XnBOTHbIX C onpenerieHHbIM 3aboneBaHunewm;

3) ycTtaHoBneHua 6esonacHoOCTN U 3ahPEKTUBHOCTM NEKAPCTBEHHOrO npenapaTta, npegHasHayeHHoro Ans
neyeHnst OnpedeneHHbix 3aboneBaHMM KMBOTHLIX, MMM 3dEKTMBHOCTM JEKAPCTBEHHOINO npenapata Aans
npocunakTuku 3aboneBaHnin 340POBbLIX KUBOTHbIX;

4) M3y4YeHMS BO3MOXHOCTEN pacliMpeHMs MNoKa3aHun K MPUMEHEHMIO  3aperMcTpupoBaHHOMO
nekapCTBEHHOro npenaparta 1 BbiSBIIeHNs paHee HEM3BECTHbIX MOBOYHbIX AENCTBUN.

6. KnuHuueckoe wWccriefoBaHMe NeKapCTBEHHOrO npenapaTta AN BETePUHAPHOTO  MPUMEHEHMS
OCYLLECTBNAETCS 3a CYET CPeACTB paspaboTymKa NekapcTBEHHOro CPeacTBa.

7. OtyeTbl 0 pe3ynbTatax AOKIMMHUYECKOro uccregoBaHua JnekapCTBeHHOro cpeancrtesa M KIMHUYECKOro
ncenenoBaHnAa nekapCTtBeHHOro npenapara Ana BeTepUHapHOro npuMMeHeHusa COCTaBIAKTCA pa3pa6OT‘-II/IKOM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

NEeKapCTBEHHOIrO CpeacTBa C YYEeTOM 3aK/IYEeHMI OopraHusauuii, NMPUHMMAaBLUMX y4yacTMe B OpraHu3aumu u
NpoBeaeHUN 3TUX UCCTeaoBaHWIA.

8. KoHTponb 3a npoBegeHMEM OOKIMHUYECKUX WCCNEAOBAHWA NeKapCTBEHHbIX CPEACTB M KITMHUYECKUX
uccrnedoBaHWM  NEeKapCTBEHHbIX — MpernapatoB AN BeTepurHapHOro  MPUMEHEHMsI  OCYLLEecTBsieTCs
YNOSTHOMOYEHHBIM heaeparibHbIM OPraHOM UCMONHUTESNbHOW BRACTHU.

Masa 6. OCYLWECTBJIEHUE TOCYOAPCTBEHHOW PETUCTPALIUN
NEKAPCTBEHHbIX MPENAPATOB

CrtaTtbsa 13. locyaapcTBeHHas perMcTpaums rnekapcTBeHHbIX NpenapaToB
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

KoHcynbTaHTlntoC: npumedaHue.

[onyckaeTcd MpUMEHeHMEe B MEOMUMHCKMX Lensx He 3aperncrpypoBaHHbix B P®  nekapCTBeHHbIX
npenapaToB, cogepXalmx HapKoTU4eckne cpenctBa UMM MCUMXOTPOMHbIE BELLECTBa, BBE3EHHbIX B PP B
cooTBeTCTBMM C Y. 3.1 CT. 47 gaHHoro gokymeHTa (0.8 c1. 3 3 o1 27.12.2019 N 475-93).

1. B Poccuitckon depepaumm oonyckaroTcs NPOU3BOACTBO, U3rOTOBMEHWE, XpaHeHue, NepeBo3ka, BBO3 B
Poccuiickyto Pepepaumto, BbiBO3 U3 Poccuitickon Pepepauuun, peknama, OTNyCK, peanusauusi, nepepada,
NMPYMEHEHME, YHUYTOXEHME IEeKapCTBEHHbIX NpenapaToB, €CnM OHU 3apernmcTpyMpoBaHbl COOTBETCTBYHOLLUM
YNOSTHOMOYEHHbIM (heaeparnbHbIM OPraHOM UCTONHUTENBHON BNAcTu.

(4acTb 1 B peq. PepepanbHoro gdakoHa ot 13.07.2015 N 241-93)

2. [ocymapCTBEHHON permcTpauumn nognexar:

1) Bce nekapcTBeHHble npenapaTthbl, BrnepBble MoAnexawme BBody B obpaweHue B Poccuiickon
depnepauuy;

2) nekapCTBeHHble NpenapaTbl, 3aperncTpMpoBaHHble paHee, HO MPOV3BEAEHHbIE B APYTUX NTeKapCTBEHHbIX
dopmax B COOTBETCTBUM C [epevyHeM HavMEHOBaHWW feKkapCTBEHHbIX ¢OpM, B HOBOW [O3UPOBKE Npwu
AokKasaTenbCcTBe ee KNMHUYECKON 3Ha4YMMOCTU 1 3hHEKTUBHOCTY;

3) HoBble KOMBMHaLUWK 3aperMcCTPUMPOBaHHbIX paHee NeKapCTBEHHbIX NpernapaToB.

3. locynoapcTBeHHasi perucTpaumsi NeKkapCTBEHHbIX MpenapaToB OCYLIECTBMAETCA Mo  pesynbratam
3KCNEepTM3bl NEKapCTBEHHbLIX CPEACTB, a rocyAapCTBEeHHas perncTpaumns opdaHHbIX NekapCTBEHHbIX Npenaparos
OCYLLECTBNAETCS MO pe3ynbTaTtaM 3KCNepTu3bl JOKYMEHTOB, NPEACTaBNEHHbIX AMs onpeaeneHns BO3MOXHOCTY
paccmaTpuBaTb NEKApCTBEHHbI npenapat Ans  MEAMUMHCKOrO  MPUMEHEHWS MpU  OCYLLECTBIEHUM
rocy4apCTBEHHOM perucTpauum B KayecTBe OpdpaHHOro MeKapCTBEHHOro npenaparta, M Mo pesynbratam
9KCNepTun3bl NIeKapCTBEHHbIX CpencTB.

4. TocymapcTBeHHasi perucrpauusi JeKapCTBEHHOrO Mpenapata OCYLIEeCTBMNSAETCA COOTBETCTBYHOLIUM
YMNOSIHOMOYEHHbIM  (beeparibHbIM  OpraHOM  WCMONHUTENIbHOM BfacTM B CPOK, He MpeBbIAKLWNA CcTa
wectngecaTn pabounx AHEN Co OHSA NPUHATUS COOTBETCTBYHOLLENO 3asiBIEHNsI O rOCY4apCTBEHHOM perncrpaumm
nekapcTBEHHOro npenapara. B ykaszaHHbIN CPOK BKIOYAETCA BpeMsi, HE0OX0aMmMoe 4115 NOBTOPHOIO NpOBeAEHUs
3KCMNepTM3bl NEKapCTBEHHOrO CpPeacTBa B COOTBETCTBUM CO cTaTben 25 HacTodulero denepanbHOro 3akoHa.
Cpok rocyoapCTBEHHOW perucTpauum nekapCcTBEHHOro npenapata WCHUCNSETCA CO  OHA  NPUHATUSA
COOTBETCTBYIOLUM YNOMHOMOYEHHbIM hbefepanbHbIM OpPraHoOM WCMOSTHUTENBHOW BAcTU COOTBETCTBYHOLLENO
3asBNEeHNss O TOCYAapCTBEHHOW peructpauumn NeKapCTBEHHOro npenapata C MNpUoXeHMeM HeobXoanMbIX
OOKYMEHTOB MO [EeHb BblgauuM pPeErucTpaumMoHHOIO YAOCTOBEPEHUS JeKapCTBEHHOro npenapaTta. Bpewms,
HeobxoamMmoe Anga HanpaeBneHust YNONMHOMOYEHHbIM beepanbHbIM OpraHOM UCMOMNHUTENBHOW BAacTy 3anpoca o
npeacraBneHnn HeobXoaMMbIX MaTepuanoB W NpeacTaBfneHuss 3asiBUTENEM OTBETa Ha [aHHbIA 3anpoc B
COOTBEeTCTBUMM CO cTaTbaMu 16, 19 u 23 HacTodwero defepanbHOro 3akoHa, He YYMTbIBAEeTCS NPU UCUHUCTIEHUN
CpOKa rocyjapCTBEHHOW perncrTpauum rnekapCcTBEHHOro npenapara.

5. FocygapcTBEHHOM perMcTpanmm He noanexar:
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

1) nekapcTBeHHbIe NpenapaTbl, M3rOTOBMEHHbIE anTeYHbIMM OpraHM3auusiMy, BeTepUHapHbIMK anTeYHbIMU
opraHusaumsiM1, UHOUBMAYaNbHLIMU NPEANPUHUMATENAMM, KOTOPbIE UMEIOT MULIEH3NI0 Ha (hapMaLEeBTUYECKYIO
AesATenbHOCTb, MO peLenTaM Ha neKkapcTBeHHble npenapatbl M TPeGoBaHUAM MeOULMHCKMX OpraHv3auui,
BETEPMHaPHbIX OpraHn3aLmii;

2) nekapcTBeHHble npenapaTtbl, NPUOOPETEHHble U3NYEeCKUMK Nuuamu 3a npegenamu Poccuiickon
depepaumm n npegHasHayYeHHbIe 118 JIMYHOrO UCMOSb30BaHUS;

3) nekapcTBeHHble npenapaTbl, BBO3UMble B Poccuiickyto depepauumio And okasaHUs MeauUMHCKON
MOMOLLUM MO >KU3HEHHbIM MOKa3aHMWsIM KOHKPETHOro MnauueHTa Ha OCHOBaHWM paspelleHusi, BblOaHHOro
YMNOSTHOMOYEHHbBIM (heaeparnbHbIM OpraHOM UCMNONHUTENBHON BNAacTy;

4) nekapcTBeHHble cpeacTBa, BBO3uMble B Poccuiickylo degepaunio Ha OCHOBaHUWM BblAaHHOMO
YNOMTHOMOYEHHBIM (heaeparnbHbIM OpraHOM WCMONHUTENbBHOW BIAcTU paspelleHus U npedHasHayeHHble Ans
NPOBEAEHUS] KITMHUYECKUX WCCINEeQoBaHUiA JEeKapCTBEHHbIX MNpenapaToB M (Unv) MNPOBEAeHMs 3KCMepTU3bl
NeKapCTBEHHbIX CPeACTB AN OCYLECTBNEHUS FOCYAapCTBEHHON perMcTpaummn nekapcTBEeHHbIX NPenapaTos;

5) chapmaneBTMYECKME CYyOCTaHLNW;

6) paguodapmaleBTUYeCKMe IeKapCTBEHHble Mpenapatbl, W3roTOBIEHHbIE HEMNOCPeACTBEHHO B
MEOMLMHCKMX OpraHu3auuax B MOopAdKe, YCTaHOBMEHHOM  YMOMHOMOYEHHbIM dedepanbHbiM — OpraHoM
UCMNOMHUTENBLHOW BMACTHK;

7) NekapCTBEHHbIE NpenapaThl, NPOM3BOAMMbIE AN 3KcnopTa.
6. He ponyckaeTtca rocygapcTBeHHasi permcrpaums:

1) NIEKapCTBEHHbIX NpenapartoB, OTInYarLlmnxXca Apyr ot Apyra Ka4eCcTtBeHHbIM COCTaBOM ,EleVICTByIOU.J,MX
BelwecTB, Nnog ognHakKoBbIM TOProBbiIM HaMMeHOBaHNEM;

2) OpHOro IeKapCcTBEHHOro mpenapaTta, nNPeacTaBleHHOr0 Ha roCyAapCTBEHHYK peructpaumio B
OTHOLLEHMN OLHOrO WM TOrO Xe AepXkaTens wunv Brnagenbla perMcTpaunMoHHOro yA0CTOBEPEHUSI NEKAPCTBEHHOIO
npenapara B BUAe ABYX 1 Gofiee NnekapCTBEHHbLIX NpenapaToB NoA pas3fnuyHbIMM TOProBbIMU HaUMEHOBaHUSIMU.
(n. 2 B pea. PegepanbHoro 3akoHa ot 04.06.2018 N 140-93)

7. To 3anpocy (B 93nekTpoHHoW dopme wunn Ha OymaxHOM HocuTene) cybbekta obpalleHus
NeKapCTBEHHbIX CPEACTB COOTBETCTBYIOLLMM YMNOMHOMOYEHHbIM beaeparnbHbiM  OpraHoM  MCMONHUTENBHON
BMacTu, OCYLLECTBSALNM rOCyAapCTBEHHYIO PEMMCTPALIMIO NIEKAPCTBEHHBIX NpenapaToB, B YCTAHOBIIEHHOM UM
OOpAOKE OCYLEeCTBNSETCA HayyHOEe KOHCYNbTMPOBaHME MO BOMpOCaM, CBA3aHHbIM C  MNPOBEAEHVEM
OOKIMMHNYECKUX UCCeaoBaHNI, KITMHUYECKUX UCCNEea0BaHUIN NekapCTBEHHbIX NpenapaToB, SKCNepTu3bl kayecTBa
neKkapcTBEHHbIX CPeacTB, IPDEKTMBHOCTN U 6E30MaCHOCTH, C OCYLLLECTBIIEHNEM FOCYAapCTBEHHOW perncrpauum
nekapcTBeHHbIXx npenapaToB. KoHCynbTUpoBaHME OCYyLWIECTBNAETCA C  npuBnevyeHveM  heaepanbHbIX
rocy0apCTBEHHbIX  OHOMKETHbIX  YYpeXOeHWA, NOoABEOOMCTBEHHbIX OaHHOMY  dedepanbHOMYy — OpraHy
NCMOMHMTENBHOW BNAacTW U HE y4acTBYIOLLMX B OpraHu3auun npoBeAEeHUs IKCNepTU3bl Ka4ecTBa NIEKAPCTBEHHbIX
CpeacTB B LieNnsAxX OCYLECTBEHNA UX roCya4apCTBEHHOW perncTpauum B COOTBETCTBUM CO CTaTben 16 HacTosLwero
depepanbHOro 3akoHa, B BuAe OTBeTa B MNUCbMEHHOW dopme YMONMHOMOYEHHOro dheaeparnbHOro opraHa
WCNOSNTHUTENBLHOW BNAacTU Ha 3anpoc. Pasmep B3nmMaemon ¢ 3aaBuTeNs nnatbl onpeaenseTca B COOTBETCTBUM C
3akoHogatenbcTBOM Poccuiickon ®depepaumm 06 opraHus3aumMmM NpPeAoCTaBfeHusl roCydapCTBEHHbIX W
MyHULMnanbHbIX yenyr. MHgopMauusa o6 ocyLiecTBNEHMN HAyYHOro KOHCYIbTMPOBAHWUSl, B TOM YUCIe CTaTbM,
00630pbl, crnpaBoYHbIE MaTepuanbl U UHas MHopMauus 00 OCYLLEeCTBIIEHWM HAyYHOrO KOHCYNbTUPOBaHUA,
pasmMellaeTca Ha odmumanbHOM canTe YNOSIHOMOYEHHOro hefepanbHOro opraHa WUCMOMHUTESNTbHON BriacTn B
cetn "IHTepHeT" ¢ cobnogeHnem orpaHNYeHnin, YCTaHOBIEHHbIX 3aKOHOA4ATENMbCTBOM O MEPCOHANbHbLIX OAHHbIX,
KOMMep4Yeckon u (Mnu) rocygapCTBeHHON TarHe.

8. TlocypapcTBeHHasi perucTpaumsi JeKapCTBEHHbIX MpenapaToB, KOTopble MpefgHasHadeHbl AOng
NPUMEHEHNS B YCIOBUAX BOEHHbLIX AENCTBUW, Ype3BblHavHbIX CUTyauui, npegynpexneHvs 4vpesBblHanHbIX
cuTyauun, npodunakTukm u nedyeHus 3aboneBaHun, MNPeACTaBMASIOWMX OMacHOCTb AMNS  OKPYXaloLmX,
3aboneBaHNi W MOPaXeHUW, MOMyYeHHbIX B pesynbTate BO3OENCTBUA HebnaronpusaTHbIX XUMUYECKUX,
Buonornyeckunx, pagnaumoHHbix akTopoB, U KOTOpble pa3paboTaHbl B TOM 4YuUcie Mo 3afjaHuio deneparnbHbIX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

OpPraHoB MCMOJTHUTENbHOM BNACTW, YNOTHOMOYEHHbIX B 0611acT 060pOoHbI CTpaHbl U 6e30MacHOCTY rocyaapcTBa,
OCYLLIECTBNSIETCA B MOpsaake, ycTaHoBrneHHoM [NpaButenscTtBom Poccuiickon deagepaumm.
(vacTb 8 B pen. PenepanbHoro 3akoHa ot 01.04.2020 N 98-03)

Ctatba 14. NMpnHUMNBbI 3KCNEePTU3bl NeKapCTBEeHHbIX CpeacTB
(B pen. PepepanbHoro gakoHa ot 22.12.2014 N 429-93)

1. SKcnemesa NNIeKapCTBEHHbIX CpeACTB OCHOBbIBAETCA Ha npuHUMnax 3akOHHOCTH, cobntogenus npae u
csobon 4enoseka U rpaxgaHmHa, npaB puanYeckoro nuua, He3aBUCMMOCTU 3IKCnepTa, OOBbEKTUMBHOCTMH,
BCECTOPOHHOCTUN N NONHOTLI nccnegoBaHum, NPOBOAUMBIX C UCNOJ1Ib30OBAHMEM COBPEMEHHbIX OOCTKEHUN HayKun
N TEXHUKN, OTBETCTBEHHOCTU (be/:l,epaanoro rocynapCTtBeHHOro OomxeTHOro yypexageHma no nposeaneHuro
9QKCNEPTU3bI JTEKAPCTBEHHbIX CPEACTB U 3KCMNEPTOB 3a NpoBeaeHne N Ka4eCTBO 3KCNEPTU3bI.

2. JkcnepTusa NekapCcTBEHHbIX NpenapaToB Anst MEAULMHCKOrO NPUMEHEHMWS BKITIOYaET B cebs:

1) 9KcnepTM3y [OOKYMEHTOB, MNpeacTaBfeHHbIX Ans onpedeneHus BO3MOXHOCTU paccMmaTpuBaTb
NeKapCTBEHHbIN NpenapaT asisi MEAVLUMHCKOTO NMPUMEHEHNS MPY OCYLLIECTBIIEHUM FOCYAAPCTBEHHON perncTpaumm
B kKa4yecTBe ophaHHOro fekapCTBEHHOro Npenapara;

2) 3KcnepTW3y MPEeaAnoXeHHbIX METOA0B KOHTPOMNs KadyecTBa NEeKapCTBEHHOrO CPeacTBa M KavyecTsa
npeacTaBneHHbIX 06pasLOoB NEeKapCTBEHHOTO CPeACcTBa C WUCMOMb30BAHMEM 3TUX METO[OB (Hanee - aKcrepTuaa
Ka4yecTBa NeKkapcTBEHHOro CPeacTBa);

3) aKCnepTM3y OTHOLUEHUS OXWOAEMOW MNOoMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS JeKapCTBEHHOro
npenapara;

4) 3KCMepTU3y pPerucTpauuMoHHOro [O0Cbe Ha JIeKapCTBEHHbIM Mpenapat B UensX onpeaerneHus
B3aMMO3aMeHSIEMOCTM NIEKAPCTBEHHbIX NpenapaToB A8 MeAULMHCKOro NPUMEHEHMS.
(n. 4 BBegeH PefeparnbHbiM 3akoHOM OT 27.12.2019 N 475-03)

3. OkcnepTv3a JekapCTBEHHbIX MpenapatoB Afis BETEPUHApHOrO MPUMEHEHUsI BKMo4YaeT B cebs
9KCMepTU3y KauyecTBa NEeKapCTBEHHOTO CPEACTBA W 3KCMEPTU3Y OTHOLLIEHMSI OXMOAEMOW MoNb3bl K BO3MOXHOMY
pUCKY NPUMEHeHUs NiekapCTBEHHOIO NpenapaTa.

Crartbsa 15. CDe,qepaanoe rocygapcrtBeHHoe 6rooxeTHOE yypexgeHue no npoBegeHNIO 3KCNepTU3bl
JNIeKapCTBeHHbIX cpeAacTB

OKcnepTusa NeKkapCTBEHHbIX CPeAcTB MpoBoAUTCS  dheaeparnbHbiM  FOCYAapCTBEHHLIM  GIOMKETHLIM
yyYpexaeHMeM COOTBETCTBYIOLLErO YMOMHOMOYEHHOro defepanbHOro opraHa  MCMONHUTENbHON  BRacTy,
co3faHHbIM Ansi obecrnevyeHnss UCMOMHEHUsI MOMTHOMOYUIA 3TOro dhelepanbHOro opraHa no Bbigave paspeLUeHuii
Ha MpoBefEeHUE KIUHUYECKUX WUCCINENOBaHUA NEKAapCTBEHHbLIX MNpenapaTtoB W (Mnu) MO rocyAapCTBEHHOM
perncTpaumm nekapcTBeHHbIX NpenapaToB (4anee - 3KCNepTHOE yyYpexaeHue).

Crtatbs 16. OpraHmsauus NnpoBeAeHUA IKCNEPTU3bl NIEKapPCTBEHHbIX CPeaAcTB
(B pea. PenepanbHoro gakoHa ot 22.12.2014 N 429-$3)

1. OKcnepTusa NekapcTBEHHbIX CPeACTB NPOBOAMTCS KOMUCCUEN 3KCMEpPTOB SKCMEPTHOrO Y4YpexaeHus,
Ha3Ha4YeHHON ero pyKoBOOWTENEM, Ha OCHOBaHWM 3adaHUs Ha MNpPOBedEeHWe 3KCMepTU3bl JEKaPCTBEHHOTO
CpeacTBa, BbIOAHHOIO YMONHOMOYEHHbIM beadeparnbHbIM OpraHoOM MCMOSIHUTENIbHON BracTu. PykoBoauTenb
SKCMEPTHOro yupexaeHnsa obecnedvBaeT Haanexallee npoBedeHWe IKCNepTM3bl NMeKapCTBEHHbIX CPeacTB B
COOTBETCTBUW C 3adaHMeM, BblOaHHbIM YNOMHOMOYEHHbLIM defeparnbHbIM OpraHoM UCMOMHUTENLHOW BRacTu, U
opraHusyeT MOAroTOBKY CBOHOMO 3akrouvyeHuss 3TOoM komuccun. B cocTaB 3TOM KOMWUCCUMM MO PELLEHMIO
PYKOBOAUTENS 3KCMEPTHOIO YUYpeXXaeHUsl MoryT GbiTb BKIOUYEHbI B KaYecTBe 9KCMepToB Nuua, He paboTatolive B
AaHHOM 3KCMEPTHOM YYPEXAEHUW, ECIN MX CrieumnanbHble 3HaHWs HeobxoauMbl A1l MPOBEAEHUs! KCNepTU3bl 1
TaKne 9KCNepTbl OTCYTCTBYIOT B JAHHOM 3KCTIEPTHOM YUPEXKOEHNUM.

2. 3KCI'IepTOM Nno npoBegeHunto 3KCnepTusbl NIeKapCTBEHHbIX CPeaCTB ABNAETCA aTTeCTOBaHHbIN pa60THI/IK
OKCNEepPTHOro y4pexaneHud, KOTOprIZ MMEET BbiIClLEee MeanLnHCKoe, (bapmaueBqueCKoe, obuonorunyeckoe,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

BETEPMHApHOE UMM XMMuyeckoe o6pa3oBaHVME W NPOBOAUT IKCMEPTU3Y NEKAapCTBEHHbLIX CPEACTB B MOPSAKE
NCMNOMHEHNs1 CBOMX AOMKHOCTHbIX 0653aHHOCTEN (aanee - akcnepr).

3. Mpy npoBeaeHUM 3KCNepTU3bl NEKapCTBEHHbIX CPeACTB 9KCNepPT He MOXEeT HaxXxoAMTbCs B Kakon-nn6o
3aBMCMMOCTU OT fiMUa, Ha3HauYMBLUEro 3Ty 3KCMepTusy, pas3paboTynka NeKkapcTBEHHOro CpeacTBa UMM Opyrux
3aMHTEPECOBaHHbIX B pe3yrbTatax 3KCnepTusbl nn,.

4. Mpu npoBeAeHNM IKCNEPTU3bI NTIEKAPCTBEHHbIX CPEACTB He AonyckaeTcs uctpebosatb y 3asaButens nméo
WHbIX WY MaTtepuanel, Heobxoaumble [Ns NpoBedeHuMs 3KcnepTu3bl. B criyyae HegocTtaTOYHOCTM
npeacTaBneHHbIX 3KCNepTy MaTepuanoB ANd Aadvu 3aknioveHus SKCrnepT CTaBUT BONPOC O NpeacTaBneHun emy
HeoOXOOMMbIX MaTepuarioB Mepes PyKOBOAWUTENEM 3JKCMEPTHOrO yuypexaeHus, KoTopbi obpaliaetcsa ¢
COOTBETCTBYHLLMM 3anpoCcOM B YMNONMHOMOYEHHLIN bedepasibHbIi OpraH MCNOSIHUTENBHOW BNacTu, BblAaBLUUN
3afjaHve Ha npoBedeHMe JKCNepTu3bl NeKapCTBEHHOIO CpeAcTBa. YKasaHHbIM - dpedeparnbHblii - opraH
WCMONHUTENBbHON BNacTu B TeyeHWe nATM paboumx [OHel Co AHA MOCTYMIeHWs 3anpoca pyKkoBOAUTENS
3KCMEPTHOIO YYPEXOEHUS HanpaBrisieT 3asBUTENI0 3anpoc O NpPeACTaBMNEHUM HEOOXOAMMBIX MaTepuaros.
[aHHbIi 3anpoc MoxeT ObiTb nepegaH YNorHOMOYEHHOMY MpeacTaBUTENO 3asBUTENSA JIMYHO MO4 PachuCKy,
HanpasrieH Mo noyTe 3akasHbIM NMUCbMOM UMW nepedaH B SMNEKTPOHHOW (hopme no TeneKoMMYHUKaUNOHHBIM
kaHanam cBs3n. B cnyyae HanpaBneHwus gaHHOro 3anpoca MO MNoyTe 3akasHbIM MUCbMOM OH CYMTaeTCs
Nony4YeHHbIM NO UCTEYEHUUN LIECTUN OAHEN C AaTbl HANPaBEHUs 3aKa3HOoro NMcbMa.

(vacTb 4 B peq. PenepansHoro zakoHa ot 25.11.2013 N 317-93)

4.1. 3asBuTenb 00sa3aH NpeacTaBUTb OTBET HA 3anpoc YMOSTHOMOYEHHOro dedeparnbHOro opraHa
WCMNOMHMTENBbHOW BracTU B CPOK, He MpeBblllalowni geBaHOCTa paboyumx OHEW CO OHS ero MnosfyyveHus.
YNONHOMOYEHHbIN  (befepanbHbii OpraH MWCMONHUTENbHOW BriacTW, BblAaBLIWA 3agaHWe Ha npoBedeHue
3KCNepTU3bl NEKapCTBEHHOrO CPEACTBa, B TeyeHue nATM paboumx OHer CO AHSA MOCTYNfeHus OT 3asiBUTENs
OTBETa Ha JaHHbIV 3anpoc HanpaBrseT Takoh OTBET B 3KCMEPTHOE yypexaeHue. B crniyyae HenpeacraeneHus no
NcTeYeHnn geBsHocTa pabounx OHEN 3asiBUTENeM OTBETa Ha AaHHbIMA 3anpoc YNOMHOMOYEHHbIN dhegepanbHbIl
OpraH UCMOMHMTENBHOW BNacTW, BblOaBLUWIA 3aaHNe Ha MPOBeAEHNe 3KCNepTU3bl JIEKapCTBEHHOrO CpeacTea, B
TeyeHne nATM paboumx OHeW HanpaBnseT B JKCNepTHOe yuypexaeHue yBedOoMIeHue O HenpeacTaBreHun
3asBMTENEeM OTBeTa Ha 3anpoc YykasaHHOro opraHa. Bpems co AHs HanpaBneHus 3anpoca 3KCMepTHOro
yyYpexaeHus B yNornHOMOYEHHbIN deaepanbHbI opraH UCMONMHUTENbHOW BNAcTU A0 AHSA MONyYeHUs 9KCMepPTHbIM
yypexaeHmem oTBeTa Ha 3anpoc Uiy yBeJOMITEHNSI O HENPEACTaBNEHUN OTBETA HA 3anpoc He y4YUTLIBAETCH Mpu
NCYMCIEHUN CPpOKa NMPOBEAEHNST IKCNEPTU3bl JIEKAPCTBEHHOTO CpeacTBa.

(4acTb 4.1 BBegeHa depeparnbHbiM 3akoHOM OT 25.11.2013 N 317-03)

4.2. Ecnu B cocTaBe pPerncTpaumMoHHOro [[OCbe Ha IeKapCTBEHHbIM npenapat Ana MeAULUHCKOro
NPUMEHEHUsT COOEepPXUTCA NpedycMOTpeHHas ctaTber 18, yactbio 1.1 ctatbnm 30 u cTaTben 34 HacTosLero
depepanbHOro 3akoHa KOMUS peLleHust YNOMHOMOYEHHOro dedepanbHOro opraHa WCMOMHUTENBHOW BRactu o
NPOBEAEHUN MHCMEKTUPOBAHUS MNPOU3BOAMTENS JIEKAPCTBEHHbIX CPEACTB, 3KCNepTy A0 OdopMIeHnUs
pes3ynbTaToOB 3KCMEepTU3bl NIEKAPCTBEHHOrO CpeAcTBa NPefoCTaBNsAETCA B MOPSOKE M Ha YCNOBUSIX, KOTOPble
npegycMoTpeHbl Yactamn 4 n 4.3 HacTosiwen cTaTbW, KONUA 3akrYeHUss O COOTBETCTBUM MpPOM3BOAUTENS
NeKkapcTBEHHbIX CpeAcTB TpeboBaHWSM nNpaBui  Hagnexallem nPOU3BOACTBEHHOW NPaKTUKWU, BbladaHHOIO
YMONTHOMOYEHHbLIM chefiepanbHbIM OpraHoM UCMOMNHUTENBHOWM BrAacTU.

(4acTb 4.2 BBegeHa PepepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

4.3. 3aaBuTenb 065A3aH NpeacTaBuUTb B YNONHOMOYEHHbIV hefepanbHbI OpraH UCMOMHUTENBHOW BracTu
KOMWIO 3aKkMioYeHUs O COOTBETCTBMM MPOU3BOAMTENS JEKApCTBEHHbIX CPeAcTB TpeboBaHusSM  OpaBwn
Hagnexalleln NpoM3BOACTBEHHON NPAKTMKM B CPOK, HE MPEBbLILIAIOLWMI CTa BOCbMUAECATN pabounx gHeNn co AHA
nornyyeHns 3anpoca O ee npegocTaBneHnn. YNONHOMOYEHHbIN defeparnbHbii OpraH UCMONHUTENBbHON BNacTw,
BblAaBLUNM 3adaHve Ha NpoBedeHne 3KCMepTM3bl NIEKapCTBEHHOMO CPeacTBa, B TeyeHne natn pabounx gHen co
OHS1 MOCTYNNEHWS OT 3asdBUTENst KOMWM 3aKkioyeHnss O COOTBETCTBUM MPOU3BOAUTENS NEKapCTBEHHbIX CPeACTB
TpeboBaHMaM npaBun Hagnexaien Npon3BoACTBEHHOW NPaKTUKK, HanpaBnsaeT ee B 9KCNepTHoe yupexaeHue. B
crnyyae HenpecTaBneHus 3asBUTENEM B YKa3aHHbIA CPOK KOMWUW 3aKkMioYeHWss O COOTBETCTBMMU NPOU3BOAUTENS
neKkapCTBEHHbIX CpeacTB TpeboBaHMsAM MpaBun Hagnexallen Npou3BOACTBEHHOW MPaKTUKM YMONHOMOYEHHbIN
denepanbHbIi  OpraH  WCMOMHMTENbHOW BRacTW, BblAaBLUWA 3adaHMe Ha MpoBedeHMe  9KCrnepTusbl
NeKapcTBEHHOro cpeacTBa, B TedeHWe nATM paboumx [OHen HanpaBnseT B 3KCMEPTHOE  yupexaeHue
yBeOOMIIEHNE O HenpeacTaBneHun 3asBuUTeneM KOMWM  3akiioyeHWss O COOTBETCTBUM MPOM3BOAUTENS
nekapCcTBeHHbIX cpeacTs TpeboBaHUAM nNpaBwun Hagnexallenh Npous3BOACTBEHHOW MpakTukM. Bpems co aHs
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

HanpaBfieHMs 3anpoca 3KCMEPTHOro YyYpexaeHna B YNOSIHOMOYEHHbIM heaepanbHbIi opraH MCAONMHUTENbHON
BNacTU JO [OHSA MOMyYeHUs1 SKCMEPTHbIM YyYpPEeXOEHWEM KOMUU 3aKMYEHUS O COOTBETCTBUM MPOM3BOAUTENS
nekapcTBEHHbIX cpeacTB TpeboBaHUAM NpaBun Hagnexallen NnpomM3BoACTBEHHON NPaKTUKA UNN YBEAOMIIEHNSA O
ee HenpeactaBneHUN He YYUTbIBAETCA MPU UCHUCIIEHUM CpoKa MNPOBEAEHMSI 3KCMEPTU3bl NEeKapCTBEHHOro
cpencTea.

(yacTb 4.3 BBegeHa PepepanbHbiM 3akoHoM oT 04.06.2018 N 140-03)

5. OkcnepT npy NpoBeeHUMU MOPYYEHHOW €My PYKOBOAMTENEM 3KCMNEPTHOrO YYPEXOEHUS IKCMepTu3bl
nekapcTBEHHOro cpefcTea 0653aH:

1) NpoBeCTV MOJIHOE MCCNeAoBaHMe NPeACTaBeHHbIX eMy 06bEeKTOB, MaTepuarnos, 4aTb 060CHOBaHHOE U
06bEKTUBHOE 3aKMioYeHue MO MOCTaBMeHHbIM Meped HUM BOMpocaM WM MOTMBUPOBAHHOE 3akmioveHue o
HEeBO3MOXHOCTM NPOBeAEeHNs UM SKCMepPTU3bl NIeKapCTBEHHOrO CPeACcTBa, eCrii NoCTaBMNeHHbIe BOMPOCH! BbIXOAAT
3a npedenbl cneumanbHblX 3HAHWIA aKcnepTa, OGbEeKTbl MccrnenoBaHWW W MaTepuanbl HEnpUrogHbl UMK
HedoCTaToYHbl AN MPOBEAEHUs] UCCredoBaHUiA U Aadn 3aknoyeHuss 6o COBPEeMEHHbI YPOBEHb Pa3BUTUS
HayKu He NO3BONSeT OTBETUTb Ha NOCTaBIEHHbIE BOMPOChI;

2) He pasrnawlatb cBeaeHWud, KOTopble CTann emMy WU3BEeCTHbl B CBA3WM C NpoBedeHUWEeM 3KCnepTu3bl
leKapCTBeHHOro cpencTtea, a Takke cBedeHusd, CcoCTaBndwwme rocygapCrBeHHyH, KOMMEep4YeCKyo UIn UHYHO
OXpaHAeMyH 3aKOHOM TaIZHy;

3) obecneunTb COXpPaHHOCTb NPeACTaBMEHHbLIX 00 HEKTOB UCCeaA0BaHUN U MaTepuarnos.
6. QKkcnepT He Bnpaee:

1) nNpoBOAWNTbL 3SKCMEPTM3Y JEKAPCTBEHHOrO CcpeactBa no obpalleHuM HEMNOCPEeACTBEHHO K Hemy
opraHnsaumi unu U3nN4eCcKmx nu;

2) camocTosATENBHO cObMpaTh MaTepuarnbl Afsi NPOBEAEHUSI 9KCNEPTU3bI NTeKapCTBEHHOIO CPeacTBa;
3) npoBOANTL BKCMEPTU3Y NeKapCTBEHHOro CpeacTBa B Ka4ecTBe HErocyapCTBEHHOro aKcnepTa.

7. B cnyyae HeoGXOAMMOCTU 3KCTepT BrpaBe XodaTalWcTBOBaTb Mepep PYKOBOAMTENEM 3KCMepTHOro
YYpEXOEHUs O NPUBEYEHUN K MPOBEAEHMIO 3KCMEPTU3bl JIEKAPCTBEHHOTO CPeACTBa APYIMX SKCMEepPTOB.

8. Kaxgbll akcnepT, BXOOAWMWA B COCTaB KOMUCCUWM 3SKCMEPTOB, KOTOPOW MOPYyYEHO npoBeaeHue
3KCMNepTM3bl JIEKAPCTBEHHOIO CpeacTBa, HE3aBUCUMO M CaMOCTOSITENIbHO MPOBOAUT MUCCNeOoBaHWs, OLEHNBaeT
pe3ynbTaTtbl, MOMYYEHHbIE UM JIMYHO W APYruMK 3KCnepTamu, U OpPMynMpyeT BbIBOAblI OTHOCUTENBLHO
NnocTaBrIeHHbIX BOMPOCOB B NpeAenax CBOMX cneumnanbHbIX 3HaHWUN.

9. PesynbTaThl 9KCNepTU3bl JIEKapCTBEHHOMO CPEACTBA OPOPMIIAIOTCS 3aKMOYEHNEM KOMUCCUN 3KCMEPTOB.
B 3akniouyeHUM KOMUCCUM IKCMEPTOB YKa3biBAOTCA MEPEYEHb WCCreaoBaHWii, 06beM MPOBEAEHHBIX KaXObIM
3KCMEPTOM UCCMENOBaHWNMN, YCTAaHOBINEHHbIE KaXObIM U3 HUX (hakTbl U coenaHHble B pe3ynbTate uccrnenoBaHui
BbIBOZbI. OKCNEPT, MHEHWE KOTOPOrO HE COBMAaAaeT C PELLEHMEM KOMUCCUW SKCTMEpPTOB, BNpaBe Bbipa3uTb CBOE
MHEHWEe B NCbMEHHOI hopMe, KOTOpoe NPUOBLLAETCS K 3aKMOYEeHUI0 KOMUCCUI SKCMNepTOoB.

10. OKcnepTbl, BXoAsLIME B COCTaB KOMUCCUW, NpeaynpexaatoTcs o6 oTBETCTBEHHOCTU B COOTBETCTBUM C
3akoHonaTenbcTBoM Poccuiickoin degepaunn 3a gady 3aKmlOYMEHWUs, cofepkalero HeoBGOCHOBaHHbIE WK
hanbcndULMPOBaHHbIE BbIBOALI, O YEM OHU AAtOT MOATMCKY.

11. OnpefeneHne ypoBHSA NpodeccMoHanbHOM MNOArOTOBKM 3KCMEPTOB M aTTectaumss UxX Ha npaso
NPOBEAEHUS  3KCMEPTU3bl  NEKAPCTBEHHbLIX CPEACTB  OCYLUECTBIISOTCS  9KCMEPTHO-KBANUMMKALMOHHBIMM
KOMUCCUSIMM B [OpSOKE, YCTAaHOBMEHHOM COOTBETCTBYHLUMM YMOSIHOMOYEHHbIM beaeparnbHbiM  OpraHoM
NCMONHUTESNBbHON BracTn. YpoBeHb MpodbeccMOoHanbHOM MNOArOTOBKM OKCMEPTOB MOASIEXUT MNepecMoTpy
YKa3aHHbIMU KOMUCCUAMU HE peXe YeM OOUH pas3 B NATb J1eT.

12. MpaBuna npoBeAeHUss 3KCNEPTU3bl NEKAPCTBEHHBLIX CPEACTB U OCOBEHHOCTU 3KCMEPTU3bl OTAEMbHbIX
BMOOB JleKapCTBEHHbIX nNpenapaTtoB (pedepeHTHbIX NeKapCTBEHHbIX MpenapaTtoB, BOCMPOU3BEAEHHbIX
NEeKapCTBEHHbIX MpenapaTtoB, OGUMONOrMYECKMX JEKapCTBEHHbIX MpenapaTtoB, GuoaHanoroBbix (6nonoaobHbIX)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

NeKapCTBEHHbIX NMpenapaTtoB (OMoaHanoroB), roMeonaTUyYecknX NEKapCTBEHHbIX MpenapaToB, JIEKAPCTBEHHbIX
pacTuUTenbHbIX MpenapaTtoB, KOMOWMHaUMIA NEKapCTBEHHbIX NpenapaTtoB), (OPMbl 3aKMOYEHUA KOMUCCUU
3KCMepPTOB YCTaHaBNUBAKOTCA COOTBETCTBYHOLUUM YMOMHOMOYEHHbIM befepanbHbiM OpraHOM UCMOMHUTENBbHON
BracTu.

(vacTb 12 B peq. ®PenepansHoro gakoHa ot 22.12.2014 N 429-93)

Cratbsa 17. Nogaya u paccMoTpeHMe 3asiBNIEHUA O rocyfapCTBEHHOW perncTpauum fieKapcTBeHHOro
npenaparta Ans BeTePMHaApPHOro NnpuMeHeHus
(B pen. PepepanbHOro gakoHa ot 22.12.2014 N 429-93)

1. ns rocyaapCTBEHHOW perucTpauum NeKapCcTBEHHOro npenaparta Ansi BEeTEPUMHAPHOTO MpPUMEHEHMS
pa3paboTymMK Takoro fieKapCTBEHHOTO NpenapaTa Uy ynonHOMOYEHHOE MM ApYyroe opugudeckoe nuuo (ganee B
HacTosILLEN CcTaTbe - 3asBMTENb) NPeacTaBnsieT B YMNONTHOMOYEHHbIM diedepanbHbiii OpraH MCMONHUTENbHOM
BMacTh, OCYLLECTBMSIOLWMIA FrOCYAapCTBEHHYHO PEerncTpaumnito NekapcTBEHHbIX MpenapaTtoB Ans BeTEepUHapHOro
NPUMEHEHWS, B 3NEKTPOHHON hopMe UNnn Ha BymMaxxHOM HOcuTene 3adBreHve O rocyfapCTBEHHOW perncrpaumm
nekapCTBEHHOro nMnpenapaTta Ans BETEpPUHapHOro MNpUMEHEeHWs, a Takke B [opgaake, YCTaHOBMEHHOM
COOTBETCTBYIOLLUM YMOSTHOMOYEHHbIM ddedeparbHbIM OpraHoOM UCMOSNTHUTENbHOWM BIacTU, B 3NEKTPOHHON hopme
nnmn Ha BymaxHoM HocuTene HeobxoanMble AOKYMEHThI, U3 KOTOPbIX (POPMUPYETCS perucTpaumMoHHOe AoCke Ha
nekapCTBEHHbIV Npenapar Ansi BETEPUHAPHOIro MPUMEHEHMS.

2. B 3zaaBneHun o Focyﬂ,apCTBeHHOﬁ pernctpaunmn nekapcrtBeHHOro npenaparta ana BeTepuMHapHOro
NPUMEHEHNA YKa3blBaKTCA:

1) HaMmeHoBaHVe U aapec 3asaBuTens, pas3paboTuvka U NPOVU3BOAUTENSA NEKapCTBEHHOro npenaparta ans
BETEPMHAPHOro MPUMEHEHUs U aJpec MecTa OCYLLECTBIEeHUA NPOou3BOACTBA NeKapCTBEHHOro npenaparta ans
BETEPMHAPHOro NPMMEHEHUs (B Criydae Hanmuns HecKONbKMX Y4acTHMKOB npoLiecca NpousBoAcTBa HEOGX0AMMO
yKasaTb KaXKaoro u3 Hux);

2) HaumeHOBaHMEe IEeKapCTBEHHOro npenaparta Ans BEeTEPUHAPHOTO MPUMEHEHUs (MexayHapoLHoe
HenaTeHTOBaHHOE, UMW TPYMNMPOBOYHOE, UMM XUMUYECKOE U TOProBOEe HAaUMEHOBaHWS);

3) nepeyeHb ﬂeVICTByPOUJMX N BCnoMoratesibHbiX BelwecTB, BXOOAWWMX B COCTaB Ji€KapCTBEHHOro
npenaparta anda BeTepuHapHoOro npumMmeHeHusa, ¢ ykasaHmem KoJim4ecTBa KaxKgoro n3 HuX;

4) neKkapcTBeHHaa cbopma, A031MpOBKa, crnocobbl BBeAEHUS 1 NPpUMEHEeHUA, CpPOK rogHOCTU JieKapCTBEHHOIO
npenaparta anda BeTepnHapHOro npuMeHeHus,;

5) dbapmakoTepaneBTuyeCcKkas rpynna;

6) HeobxoauMOCTb NPpUMEHEeHUA yCKOpeHHOIZ npouenypbl 3KCNepTnu3bl N1eKapCTBEHHbIX CpeacCTB B LenAax
FOCYﬂapCTBEHHOVI perncrtpaunmn riekapCTtBeHHOro npenapara,

7) KON JOKYMEHTOB, NOATBEPXKAAIOLLMX yNnaTy rocyaapCTBEHHOWN MOLUSNHBI:

a) 3a NpoBeJeHMe IKCNEPTM3bl KAa4YeCcTBa NTEKAPCTBEHHOIO CPEACTBA M 3KCMEPTU3bl OTHOLLEHUS OXMOAEMOW
Nnonb3bl K BO3MOXHOMY PWUCKY MPMMEHEHMS1 NEKAapCTBEHHOro npenapara A/ BETEPUHAPHOro NpUMEHEHUs Npu
€ro rocyapCTBEHHOWN perncrTpaumu;

©) 3a Bblgavy permcTpaLmMoHHOro yaoCTOBEPEHUS IEKapCTBEHHOMO Npenapara;

8) Hannuue cornacus, NPeayCMOTPEHHOrO YacTbl 7 HACTOsILLEN CTaTbW, €CNM C MOMEHTa perucTpaumm
pedepeHTHOro NekapcTBEHHOro Npenapara Ansi BETEPUHAPHOIO MPMMEHEHUS NPOLLIO MEHEE YEM LLECTb feT.

(B peq. PenepanbHoro zakoHa ot 13.07.2015 N 241-93)

3. PerncrtpaumoHHoe pgocbe B LensX SKCnepTusbl JEeKapCTBEHHOrO Mpenaparta Afsi BeTepUMHapHOro
npuMeHeHnst HOpMUPYETCA U3 CrEAYOLWMX JOKYMEHTOB U CBEAEHUNA:
(B pea. PenepanbHOro gakoHa ot 27.12.2019 N 478-$3)

1) cBeaeHnAa O pgarte npepnoctaBlieHna U permcTtpauuMoHHOM HOmMepe JuueH3nn Ha npoun3BoAcTBO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

neKapCcTBeHHbIX CpeacTB, NpefoCTaBneHHON NPOM3BOAUTENIO PErCTPUPYEMOro NekapCTBEHHOrO npenapara ans
BETEPVHAPHOro NpMMEHeHUs, Anst POCCUNCKUX NPOU3BOANTENEN;
(B pea. PenepanbHbix 3akoHOB 0T 04.06.2018 N 140-®3, o1 27.12.2019 N 478-93)

2) cBedeHus O pfaTte MpefocTaBfieHUss M PErucTpauMoHHOM HOMEpEe JIMUEH3MUM Ha MNpPOM3BOACTBO
NEKapCTBEHHbIX CpPeacTB, NPeaoCTaBIEHHOW MPOM3BOAUTENO hapMaueBTMYECKOM CyOCTaHuMM, BXOASLWEN B
COCTaB pPErUCTPMPYEMOrO JeKapCTBEHHOrO Mpenaparta M BETePUHApPHOro MPUMEHEHUS, ANA POCCUACKMX
npoussoguTenen;

(B peq. PenepanbHbix 3akoHOB 0T 04.06.2018 N 140-®3, o1 27.12.2019 N 478-03)

2.1) Konusi OOKYMEHTA, BbIJAHHOTO YMOSIHOMOYEHHbLIM OpPraHOM CTPaHbl MPOW3BOAUTENS AN KaKOOW
NMPOW3BOACTBEHHOW MMOLLAAKN PErMCTPUPYEMOrO NeKapCTBEHHOrO npenaparta Ansi BEeTePUHapHOro NpuMeHeHus
N NOATBEPXKAAloLWero COOTBETCTBME NPOM3BOAUTENS JIeKapCTBEHHOro npenapata TpeboBaHWsAM MpaBun
Haanexallen NpoOV3BOACTBEHHOW MPAKTUKW, U €ro NepeBos Ha PYCCKUA A3blK, 3aBEPEHHbIE B YCTAHOBIIEHHOM
nopsiake, a Takke KOMWUsi 3aKMYEHUs O COOTBETCTBUM MPOM3BOAUTENS NIEKAPCTBEHHbLIX CPEACTB TpebGoBaHMsSIM
npaBun Haanexaiwen npou3BOACTBEHHOW MNPAaKTUKW, BblOAHHOMO YMONIHOMOYEHHbIM deaeparbHbIM OpraHoM
WCMONHUTENBHON BnacTM AN Kaxgoh MNpPOU3BOACTBEHHOM MOWAAKM PErMCTPUPYEMOrO  NEKAPCTBEHHOIO
npenapata AN BETEPUHAPHOIO MNPUMEHEHUs, NMOO KOMWS peLUeHUss O MPOBEAEHUN WHCMEKTMPOBaHUS
npous3BoauTenst  NIEKApPCTBEHHbIX  CPeACTB, MPUHSITOTO  YMOSMIHOMOYEHHbIM  dhedepanbHbiM  OpraHoMm
NCMNONHUTENBbHOW BnacTy Ans KaXZoW NPOM3BOACTBEHHOW MroWaikM PerMcTpupyemoro JiekapCTBEHHOro
npenapata ans BeTEPUHAPHOIO NPUMEHEHWs. YkasaHHble [OKYMEHTbl NpeacTaBnsalTCcs B criyvae, ecnu
NPOVN3BOACTBO JIEKAPCTBEHHOIO NpenapaTta ocyLecTBnseTcs 3a npeaenamu Poccuiickon ®enepaumu;

(n. 2.1 BBegeH PepnepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

2.2) Konusi  JOKYMEHTa, BblJAHHOTO  YMNOMHOMOYEHHbLIM  OpraHoM  CTpaHbl  NPOW3BOAMTENS
dhapmaueBTMUECKON cybCTaHUMM WM NOATBEPXKAAMOLWEro COOTBETCTBME MpoM3BOAUTENS dapmaueBTUYECKON
cybcTaHuMM, BXOAsLEN B COCTaB PErMcTpUpyemoro JekapCTBEHHOrO npenapata [Afs BeTEepUHapHOro
NpUMeHeHWs1, TpeboBaHMSM OpaBua Haanexalleh NpPou3BOACTBEHHOW MPAKTUKW, U €ro NMepeBOof Ha PYCCKUiA
A3blK, 3aBEPEHHbIe B YCTAHOBMEHHOM Nopsiake, B Crydae, ecnu NpousBoAcTBO hapMaueBTudeckon cybcTaHumm
ocyLliecTBnsieTcsa 3a npegenamu Poccuiickon ®epepaumu;

(n. 2.2 BBegeH PenepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

3) NpoeKT HopMaTMBHOTO JOKYMEHTAa Ha fieKapCTBEHHbIN NpenapaT AN BEeTEPUHAPHOTO NMPUMEHEHNS;

4) [OKYMEHT, coJepxaliui cnegyowy uHdopMaumio o dapMaueBTUYeckon cybctaHuum unm
hapmaueBTUYECKMX CYBCTaHLMSX, BXOASLWMX B COCTaB eKapCTBEHHOro npenaparta Ansi BeTepUHapHOro
NMPUMEHeHUs:

a) HaumeHoBaHuWe dapmaueBTMYecKon cybcTaHuuKu, ee  CTpykTypa, obwume cBonctBa (npu
rocy0apCTBEHHOM perucTpaumm MMMYHOOMOMOTMYECKMX FeKapCTBEHHbLIX MNpPenapaTtoB Afs BeTEPUHapHOro
NPYMEHEHUS TNPEACTaBNATCA CBeAEeHMs O LTaMMe, BKYasi €ero HauMeHoBaHue, WHdopmauui o
NMPOUCXOXAEHUN, er0 CBONCTBAX, XapakTepUCTMKaX N MecTe OENOHUPOBAHNS);

(B peq. PepepanbHoro zakoHa ot 02.08.2019 N 297-93)

6) HaMmeHoBaHVe 1 aapec NpousBoaUTENS;

B) TEXHOSorMs NPou3BOACTBA C ONUCaHMEM CTaaumii NPOM3BOACTBA U METOOOB KOHTPOSSA Ha BCeX CTagusix
npon3BoACTBa,

r) WHpopMaums O npuMecsx (He MPeAcTaBnsieTcs MNpU FOCYAAPCTBEHHOW  perucrpaumm
NMMYHOBNONOrMYECKNX NeKapCTBEHHbIX NPenapaToB Ans BETEPUHAPHOMO NPUMEHEHWS);
(B peq. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

4) cneundmkaumsi Ha cpapmaueBTUYeckyto cybctaHuuio (He npeacTaBnsieTcs Mnpu rocyaapCTBEHHON
perucTpaumm UMMyHOBMONOTMYECKNX NEKapCTBEHHbIX NpenapaToB A1 BETEPUHAPHOIO NPUMEHEHUS);
(B pea. PepepanbHoro gakoHa ot 02.08.2019 N 297-93)

e) onncaHne MeToguK KOHTpPOA KavyeCTBa,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

X) pesynbTaTtbl aHanusa cepui  apmaueBTUYEeCKOn cybocTtaHumMM (He npeacTaBnsloTcs  Mpu
rocyapCTBEHHOW perucTpauum MMMYHOOMOMNOMMYECKUX JEKAPCTBEHHbLIX MpenapaToB AN BETEPUHAPHOro
NpUMEHeHs);

(B peq. ®enepanbHoro zakoHa ot 02.08.2019 N 297-93)

3) nepeyeHb CTaHAapTHbIX 06pasLOB UMM BELWECTB, UCMOSIb3yeMbIX MPU OCYLUECTBIIEHUM KOHTPOSS
Ka4yecTea;

n) onncaHme xapakTepUCTUK U CBOMCTB YNaKOBOYHbIX MaTeEpUarnoB U YKYMOPOYHbLIX CPEACTB;

K) [QaHHble O crabunbHOCTM (He  MpeacTaBnsaAlTCA  MNpU  FOCYOAPCTBEHHOM  perncrpauum
UMMYHOBMONOrMYECKUX NekapCTBEHHbLIX NPenapaToB A1 BETEPUHAPHOro NpUMEHeHNs);

(B pea. ®enepanbHoro zakoHa ot 02.08.2019 N 297-93)

1) CPOK rogHOCTU, YCINOBUSI XpPaHEHUS;

5) oTyeT 0 pesynbTaTax OOKMMHUYECKOrO MCCneaoBaHUs NEKapCTBEHHOro CpeacTBa Afs BETEPUHapPHOro
NPVYMEHEHWS, BKITOYAOLLNIA ONUCaAHNE METOLO0B OnpeaenieHMs OCTaTOYHbIX KONMMYECTB AENCTBYHOLLENO BELLECTBA
(memncTByOWMX BeELLECTB), AOCTUraloLlero (OOCTUrawLlmx) CUCTEMHOIO KPOBOTOKA, B MPOAYKUUWU XMBOTHOMO
MPOUCXOXAEHNST MOCMne MNPUMEHEHWsT Takoro JeKapCTBEHHOIO CpeAcTBa, a Takke [AOKyMEeHTanbHoe
noaTBepxaeHne (Banmgauns) ykasaHHbIX METOAOB;

(B pea. PenepanbHoro gakoHa ot 02.08.2019 N 297-$3)

6) oTyeT O pesynbTaTax KIMHUYECKOrO MCCIEeLoBaHUSI NEKapCTBEHHOrO Mpenaparta Ans BeTepUHapPHOro
NMPUMEHEHVS Y KaXKaoro Buaa KMBOTHbIX, YKa3aHHbIX B MHCTPYKLMU MO BETEPUHAPHOMY MPUMEHEHMUIO;

7) NPOEKT WHCTPYKUUM MO BETEePMHaAPHOMY MPUMEHEHWI0 NeKapCTBEHHOro npenapaTa, codepKallei
crieayloLime cBeaeHNs:

a) HauMeHOBaHMEe IeKapCTBEHHOro npenaparta Ans BEeTEPUHAPHOTO MPUMEHEHUs (MexayHapoLHoe
HenaTeHTOBaHHOE, UMW TPYMNMPOBOYHOE, UMM XUMUYECKOE U TOProBOEe HAaUMEHOBaHWS);

6) JNleKapcTBeHHasn cbopma C YKa3aHuem HaMMeHOBaHUN W KONWYECTBEHHOrO CcoOCTaBa ,EleVICTByIOU.J,MX
BellecCTB N Ka4eCTBEHHOro CoctaBa BCrnomMmoraTtesibHbIX BELECTB,

B) onncaHme BHeLUHEero Bnaa rnekapCcTrBeHHOro npenapara gna BetTepnHapHoOro npuMeHeHuA,

r) chapmakoTepaneBTMYeckas rpynna JieKapCTBEHHOro npenapaTta Ans BETEPUHAPHOrO MPUMEHEHUS UMK
yKasaHue "romeonaTnyeckui nekapCcTBeHHbI npenapat”;

A) hapmakoguHamuka W dpapMaKoKMHeTMKa (33 WCKIoYeHneM (hapMaKoKMHETUKM romMeonaTuyeckmx
NEeKapCTBEHHbIX  MpenapaTtoB W pacTUTENbHbIX  JIEKApCTBEHHbIX  NpenapaToB)  WAM  OMNWCaHue
MMMYHOGMOOrMYECKNX CBOMCTB NIEKApCTBEHHOIO npenapara;

€) nokasaHus 4N NPUMEHEHNS;

) NPOTMBOMOKa3aHWs ANs NPUMEHeHWS;

3) Mepbl NPeaoCTOPOXHOCTU NPU NMPUMEHEHUN;

1) yKazaHne BO3MOXHOCTU 1 0COBEHHOCTEN NPUMEHEHUS Y GEPEMEHHbIX JKUBOTHBIX, Y KMBOTHbBIX B MEPUOA
nakTauuu, y NoTOMCTBa XMUBOTHBbIX;

K) pexum [o3npoBaHunA, cnocob BBedeHUs WU NPpUMEHEHUA, nNpu HeobxoaMMoCTun BpemMAa npuema
JIeKapCTBEHHOIO Mnpenaparta anAa BeETEPUHAPHOIro NpuMeHeHund, NpoaoJKNTESIbHOCTb JIEHYEHUA;

J'I) BO3MOXHble MOOOYHbIE [OEWCTBUS, HexenaTerbHble peakunn npu npuMeHeHnnm nekapCTtBeHHOoro
npenaparta anga BeTepnHapHOro npuMeHeHus,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

M) CUMMATOMbI MEPEAO3NPOBKN, MEPLI MO OKa3aHUI0 MOMOLLM NPV NEPEAO3NPOBKE;
H) B3aUMOLENCTBUE C APYrMMUY NeKapCTBEHHbIMU NpenapataMmu u (Mnu) kKopmamu;
0) hopMbl BbiNycKa fekapCTBEHHOIO Npenaparta Afs BEeTEPMHAPHOIo NPUMEHEHUS;

n) ykasaHne (Npu HeoBxoOMMOCTM) OCOBEHHOCTEe [OEeWCTBUA feKapCTBEHHOro npenapata Ans
BETEPMHAPHOro NpYMEHEHWs Npu NePBOM NpUeMe UMK Npu ero OTMeHe;

p) onucaHue (npu HeobxooMMOCTW) AEWCTBMM chneumanucta B obnactu BeTepuHapuu, Brnagenbua
XXUBOTHOMO MpY Nponycke npvema OOHOW UMM HECKOMbKNX 03 NeKapCTBEHHOro npenapata ans BeTepuHapHoro
NPUMEHEHNS;

(B peq. ®enepansHoro zakoHa ot 02.08.2019 N 297-93)

C) CPOK roaHOCTU U yKa3aHue Ha 3anpeT npuMeHeHua nekapcTtBeHHOro npenapara Aand BetepuHapHOoro
npuMeHeHnsa Nno uctedeHnn Cpoka rogHoCTu;

T) YCINOBUSI XpaHEHUS;

y) yKka3aHue Ha HeoGXOAUMOCTb XpaHeHUs NiekapCTBEHHOro Npenapara Ans BETEPUHAPHOro NPUMEHeHUs B
MecTax, He[OCTYMHbIX AN AeTew;

&) ykasaHve (Npy HeobxoguMOoCTM) creumanbHbiX Mep MNPegoCTOPOXHOCTU MPU  YHUUTOXEHWM
HEeNCNoJ1b30BaHHbIX NIEKAPCTBEHHbLIX NpenapaToB ANnA BeTepUuHapHOro NnpuMeHeHun4;

X) CPOKM BO3MOXKHOIO UCMNOoJib30BaHNA NPOAYKUNN XXNBOTHOIO NPOUCXOXAEHUA MOCIe BBeAEeHUA XXUBOTHOMY
JIeKapCTBEHHOrO npenaparta anAa BeTePUHApPHOro NpuMeHeHn4;

L) yCNnoBus OTNycka;

4) HaMMEHOBaHWA M agpeca MPOM3BOACTBEHHbLIX MIOLLaA0K NPOU3BOAUTENS NEKAPCTBEHHOrO nMpenapara
AN BETEPUHAPHOIO NPUMEHEHWS;

LIJ) HanveHoBaHue, agpec opraHusauuu, yI'IOJ'IHOMO‘-IeHHOIZ aepxarenem mnnn BnagenbLuemMm
perncTpaumMoHHOro yaoCtoBepeHua neKkapCTtBeHHOro npenaparta Ha nNnpuHATne npeTeH3vu7| oT n0Tpe6|/|Ten;|;

8) NpoekTbl MaKeTOB NEPBWYHOW YMAKOBKM M BTOPUYHOW YMAKOBKM JIEKAPCTBEHHOro npenapata ans
BETEPUHAPHOro NPUMEHEHNS;

9) cnenytoLne CBeAEHNS O NeKAapCTBEHHOM Npenapare Afsi BETEPUHaPHOTo NPUMEHEHNS:
a) onucaHue 1 cocTae NIekapCTBEHHOro npenapaTa Ans BeTEPUHAPHOro NPUMEHEHNS;
©0) onucaHne hapmMaLeBTMYECKON pa3paboTky;

B) onucaHue npoLecca NpoM3BOACTBA M €ro KOHTPOns, MOAMMCaHHOe B MOpsiAke, YCTaHOBMEHHOM B
COOTBETCTBUM C YaCTb 1 HACTOSILLIEN CTaTbW;
(B peq. ®PenepanbHoro zakoHa ot 02.08.2019 N 297-93)

) ONUCaHUEe KOHTPONS KPUTUYECKMX CTaaui NPOU3BOACTBA M MPOMEXYTOYHOW MPOAYKLMMK, NOANMCAHHOE B
nopsiake, yCTaHOBIEHHOM B COOTBETCTBUM C YaCTbi0 1 HACTOsLEN CTaTbMy;
(B peq. ®enepanbHoro zakoHa ot 02.08.2019 N 297-93)

[0) HaumeHoBaHMS W agpeca paspaboTuuka, gepxatens WU Bragenbua perncTpauyoHHOro
YOOCTOBEPEHUSI NEKapCTBEHHOro npenapaTta, Npou3BOACTBEHHbLIX MIOWAA0K MPOU3BOAUTENS FEKapCTBEHHOMO
npenapata Ans BeTEPUHAPHOro MPUMEHEHMSI C YyKasaHMeM CTaaui  TexXHOSOorM4eckoro npoLecca,
OCYLLECTBMSAEMbIX Ha MNPOM3BOACTBEHHbLIX MMOLWaAkax MpPOU3BOAUTENSA JleKapCTBEHHOrO npenaparta Ans
BETEPUHAPHOIo NPUMEHEHMS;

(B pea. PepepanbHbix 3akoHOB oT 13.07.2015 N 241-93, o1 02.08.2019 N 297-93)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

e) hapmaueBTMYecKasi COBMECTUMOCTb;

) MUKpOBUONorMyeckne xapakTepucTukm;

3) MaTepuanbHbIi GanaHc Anst NPon3BOACTBa CEPUUN FOTOBOIO NPOAYKTa;

1) onncaHne xapakTepUCTUK U CBOMCTB YNaKoOBOYHbIX MaTEPUAoB N YKYMOPOYHbLIX CPEACTB;
K) JOKYMEHTanbHOe NOATBepXAeHNe (Banuaaums) NnpoLeccoB U (Un) UX OLEHKA;

J'I) TpeGOBaHMH K KayeCTBy BChnoMoraTtesibHbIX BeulwlecCcTB (CepTI/Id)MKaT, CI'IeLI,I/Id)I/IKaLI,I/IFI Ha
BCnomoraTtesibHble BeLlleCTBa N nx 06OCHOBaHVIe);

M) aHanuMTUYecKne MeTOAMKMN, UCMOoMb3yeMble MPU OCYLLECTBMNEHU KOHTPOMS KavyecTsa BCMOMOraTenbHbIX
BELLIeCTB;

H) OOKyMeHTallbHOe noaTsepXxaeHune (BaJ'IVID,aLI,I/Iﬂ) aHalMNTU4YEeCKnXx MeToauK, WUCNOoJIb3yeMblX MNpu
OCYLLeCTBJTIEHUN KOHTPOJ1A Ka4yeCTBa BCNomMmoraTesibHblX BELWLECTB,;

O) Mchopmau,vm 00 uncnonb3oBaHMM BCMoMoOraTerNbHbIX BELIECTB YENIOBEYECKOr0 W KMBOTHOIO
NPONCXOXOAEHUA,

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

p) TpebGoBaHUs K KayecTBY NekapCTBEHHOro npenaparta Ans BeTepUHaApPHOro NpUMeEHeHus (cepTudmkart,
cneunduKauns Ha NekapcTBeHHbIN npenapaT U X 060CHOBaHMWE);

C) aHannTnyeckne MeToauKu, UCnosib3dyemMble MNMpUu OCYLLEeCTBIIEHUN KOHTPOJA KadecCTBa JeKapCTBEHHOro
npenaparta anda BeTepmHapHOro npMuMeHeHus,

T) [OKyMEeHTanbHoe MNoATBepXaeHue (Banugauns) aHanuMTUYecKUX MEeTOAMK, WCMONb3yeMbIX MNpu
OCYLLECTBMEHUN KOHTPOMA KayecTBa NekapCTBEHHOro npenaparta Ans BeTePUHaAPHOro NPUMEHEHUS,

y) [OOKYMEHT, MOATBEPXKAAloWMiA KayeCTBO IEKapCTBEHHOro npenapaTta TPexX MPOMbILLTEHHBLIX Cepuii
(NpoTOKON aHanua3a unu cepTUdUKaT aHanuaa), ogHa cepust KOTOPOro AOMKHa coBnaaaTb C cepuen obpasua
nekapcTBEHHOro npenapara, No4aHHOro Ha PerncTpaLyio;

&) xapakTtepucTtuka npumecen;

X) nepeyeHb CTaHOapTHbIX 06pasuUoB, MWCMONb3yeMblX MPW  OCYLLECTBIIEHMM KOHTPOMNsS KadyecTsa
nekapcTBEHHOro npenaparta Ans BETePUMHaAPHOro NPUMEHEHUS,

Ll,) AaHHble 0 CTabuNbHOCTH JNIEKapCTBEHHOIO nNpenaparta anAa BeTepnHapHoro npuMmeHeHun4;

10) Konust AOKYMeEHTa, coaepKallero nHpopMaumo 0 HanuumMmM nnn o6 oTCyTCTBMM (PaAKTOB perucTpaLmm
nekapcTBEHHOro npenapara Ansi BeTEpMHApPHOro npMMeHeHus 3a npegenamm Poccunckon ®epepauum;

11) cormacme B NMCbMEHHOW opme, NPedyCMOTPEHHOE 4YacTbio 7 HacTosLEen cTaTbW, B Cry4ae
pervcTpaunm BoCnpou3BeeHHOro fiekapCTBEHHOrO NpenapaTa;
(B peq. PenepanbHoro 3akoHa ot 13.07.2015 N 241-93)

12) Konusi 4OKYMEHTa Ha PYCCKOM $i3blke, 3aBEPEHHOIO B YCTAHOBMIEHHOM MOpsiAKE M NOATBEPXKAAIOLLErO
NMPaBOMOYHOCTb 3asIBNIEHUSI O FOCYAAPCTBEHHOW perMcTpauuy rekapcTBEHHOro npenapata Ans BETEPUHAPHOro
NpUMeHeHUs (0OBEPEHHOCTD);

13) cBegeHus O rocygapCTBEHHOW perucTpaumyv reHHO-UHXEHEePHO-MOANMDULMPOBAHHBIX OpPraHn3MoB,
npegHasHavYeHHbIX ONS Bbifycka B OKpYXalLylo cpedy (Mpu rocyaapCTBEHHOW PerucTpauum rnekapcTBEeHHbIX
npenapaTtoB ans BETEPUHAPHOro NpPUMEHEeHWS, NONyYeHHbIX c NpUMeHeHVem
F€HHO-MHXXeHePHO-MOANMDULIMPOBAHHbBIX OPraHM3MOB UMK COAepPXKaLLnX Takme OpraHn3mbl).

(n. 13 BBegeH PepepanbHbiM 3akoHoMm oT 02.08.2019 N 297-93)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

4. Mpn NnpoBeAeHWUN YCKOPEHHOW MpoLeaypbl SKCNepTu3bl NekapcTBEHHOro npenapaTta Ans BeTepuMHapHOro
NMPMMEHEHMs B LENAX ero rocydapCTBEHHOW perncrpauum BMecTO oTyeTa paspabotumka O pesynbTatax
OOKITMHNYECKOro UCCrefoBaHUSA MNekapCTBEHHOro CpeAacTBa AN BETEPUMHAPHOro MPUMEHEHUs MOXeT ObiTb
npeacrtaBneH 00630p HayuyHbix paboT O pesynbTaTax [OOKIMHMYECKOro uccreaoBaHus pedepeHTHOro
neKkapCTBEHHOro npenaparta Ans BeTEPUHApPHOro NpUMEHEeHWsl, @ BMECTO OTyeTa O pesyrnbTaTax KIMHUYECKOro
NccnegoBaHWs NEeKapCTBEHHOro npenapata [ANns  BETEpUMHApHOro MpMMEHeHUs OoT4yeT O pesyfbTaTtax
nccnegosaHnii BMO3KBMBANIEHTHOCTM BOCMPOM3BEAEHHOrO MEeKapCTBEHHOro npenapata Ans BeTepUHapHOro
NPUMEHeHMS.

(4acTb 4 B pea. PepepanbHoro gakoHa ot 02.08.2019 N 297-93)

5. Ha akcnepTusy pasnuuHbiX NnekapCcTBEeHHbIX (hOpM OAHOro U TOrO Xe fNeKkapcTBEHHOro npenapara ans
BETEPMHAPHOro NpUMEHeHNsa 3asBUTENb NPeAcTaBnseT oTAeNbHble 3asBfIeHUs U permcTpauuoHHble JOoCbe Ha
KaXayto nekapctBeHHyo dopmy. [Npu ycnosun ogHOBPEMEHHOM MOSAYN Ha SKCMEpPTU3y OOHOW NneKapCTBEHHOW
POpMbI C pasNUYHbIMM OO3MPOBKOW, KOHLIEHTpauuen, obbemMom 3asdBuTENb NPEACTaBnsieT OOHO 3asiBrieHue u
perncTpaumoHHoe 0OCbe C NPUNOXEHWEM MaKeTOB MEepBUYHOM YMaKoBKUM U BTOPUYHOM ynakoBku. Ha makeTax
NepBMYHOM YNaKOBKM WU BTOPUYHOM YMNAKOBKM YKasblBalOTCA BCE MPOM3BOAUMbIE [O3UPOBKM, KOHLUEHTpauuwu,
0OBbEMBI 1 KONMYECTBO 403 B YNAKOBKE NIEKAPCTBEHHOIO NpenapaTa Ansg BETEPUHapPHOro NPUMEHEHNS.

(B peq. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

6. B cnyvae HenpegcTtaBneHUss C 3asiBNEeHMEM O [OCYAapCTBEHHOW perncrpaumm nekapCTBEHHOro
npenapata pAns BeTEpUHapPHOro nNPUMEHEHWs [OOKYMEHTOB, MNOATBepXAalowWwmx Yynnaty rocyfapCTBEHHON
OOLUNWNHBI W YKa3aHHbIX B MYHKTE 7 4acTu 2 HAcTosILWEN CTaTbW, CBEAEHUN O NULEH3UAX, YKadaHHbIX B MyHKTax 1 u
2 yactn 3 HacTosien cTaTbW, a Takke BblAaBaemblX (MPeaocTaBnseMblX) YNOMHOMOYEHHbIMU hegepanbHbiMu
opraHamu WCMOMHUTENbHOW BNacTy AOKYMEHTOB (CBedeHWM), yka3aHHbIX B NyHkTe 2.1 yactm 3 HacTosewn
cTaTbW, YNOMHOMOYEHHbIN befepanbHbI OpraH UCMOMHUTENBbHOW BNAacTW 3anpallvMBaeT yKasdaHHble OOKYMEHTbI
(cBegeHus) B nopsgke MexBefoOMCTBEHHOIO MH(POPMaLMOHHOIO B3aMMOAENCTBUS.

(vacTb 6 B peq. PenepansHoro zakoHa ot 27.12.2019 N 478-93)

7. He ponyckaeTtcsa ncnonb3oBaHWe B KOMMEPYECKMX Lensax uHpopmaumm o pesynbTaTax AOKITMHUYECKMX
nccnegoBaHMM NEKapCTBEHHbIX CPEACTB U KIMMHUYECKMX WUCCNedoBaHMN IeKapCTBEHHbIX MpenapaToB Ansg
BETEPUMHAPHOrO  MPUMEHEHUd, MpeacTaBfeHHON  3asiBUTenemM Ons  rocyAapCTBEHHOW  perncrpaumm
nekapCTBEHHbIX NpenapaToB, 6e3 ero cornacusi B TedeHue LIeCcTu NneT ¢ AaTbl rocygapCTBEHHON perncrpauum
pedepeHTHOro nekapCcTBEHHOro Npenaparta B Poccuinickon degepauuu.

8. [epxatenb wnuM Bnageney perncrpaumoHHOro yOOCTOBEPEHUS NEeKapCTBEHHOro npenapaTta Ans
BETEPVMHAPHOIO NMPUMEHEHUS NPEACTABNSET B YNONHOMOYEHHbIA dhefepanbHbli OpraH UCNOMHUTENbLHOM BNAacTy
OTYET MO pesynbTatam GapmMakoHag3opa OAuH pa3 B LIEeCTb MecsueB B TeYeHWe [AByX neT nfocrne
rocyapCTBEHHOW perncTpauumn rekapcTBeHHoro npenapata B Poccuiickon ®epepauun, 3aTeM eXerogHo B
TeyeHue NocneayoLmx TpexX NeT U B AarnbHENLWEM O4MH pa3 B TpK roaa.

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

Crtatbs 18. NMogaya n paccMmoTpeHune 3asiBeHNUs O rocyAapcTBeHHOW perucTpauumn nekapcTBeHHOro
npenaparta aAnsa MeauUMHCKOro NnpuMeHeHus
(B pea. PenepanbHoro gakoHa ot 22.12.2014 N 429-93)

1. [na rocynapCTBEHHOW permctpauuu NekapCTBEHHOro npenapaTta Ans MeAUUMHCKOrO MNpUMEHEHUS
topuguyeckoe nuuo, SeNCTByloLlee B COGCTBEHHbBIX MHTEpecax UM ynorHOMOYEHHOE NpeacTaBnsaATb UHTEpPECHI
Opyroro opuan4eckoro nuua u 3agdBnsiollee NeKapCTBEHHbIM npenapat Ha rocyapCTBEHHYKO peructpawumio
(panee B HacTodllen cTaTbe - 3asdBUTENb), NpPeacTaBnseT B YNONHOMOYEHHbLIN eaepanbHbIin  opraH
WCMNOMHUTENBHOW BACTU, OCYLLECTBISAIOWNA roCyaapCTBEHHYIO PErMCTPaLMIO NIEKapCTBEHHbIX NpenapaToB Ans
MEAMLMHCKOrO NPUMEHEHWS], B NIEKTPOHHON bopMe 1 Ha BymMakHOM HOCUTene 3asiBlieHNe O rocygapCTBEHHOM
perncTpaumm nekapCcTBEHHOro npenapara Anis MeQULUHCKOro NpMMEHEHMUS, a Takke B NOpsaKe, YCTAaHOBEHHOM
YMOSTHOMOYEHHbIM (befeparnbHbIM OPraHoOM WUCMOMHUTENBbHOW BNAcTW, B 3MNEKTPOHHOW hopMe U Ha ByMadkHOM
HocuTene HeobGXoouMble AOKYMEHThI, U3 KOTOPbIX (DOPMUPYETCS PErMCTPaLMOHHOE AOChbEe Ha JeKapCTBEHHLIN
npenapaT ans MeaAUUMHCKOro NPUMEHEHNS.

(4acTb 1 B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

2. B zagBneHunm O rocyaapCTBEHHOW perucTpauum nekapCcTBEHHOro npenaparta Ans MeaWLUMHCKOro
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

NPMMEHEHNA YKa3blBalTCA:

1) HaumMeHoBaHVe, agpec 3asiBUTENs U NPOU3BOOUTENS JIEKAPCTBEHHOro npenapaTta Ans MeguuuHCKOro
NPUMEeHeHWs1, cBeeHus o0 WX peructpaumMm B KayecTBe Haroronnartenbliyka B CTpaHe perncrpauun (ans
POCCUMCKMX HOPUONYECKUX MWL, - MOEHTUMUKALUOHHBIM HOoMep Hanoronnatenswymka (MHH), ans wHocTpaHHbIX
IOPUONYECKMX NNLL, - CTPaHa perncrpauumn, HaMMeHOBaHUE PErMcTPUpPYHOLLEro opraHa, PermcTpaumoHHbIN HOMEp,
Ko4 HamnoronnaTenblivMka B CTpaHe peructpauum (MHKOpnopauum) wWnu ero adHanor) m agpec Mecrta
OCYLLECTBMNEHNS MPOM3BOACTBA JIeKapCTBEHHOrO npenapata (B Clyvae Hanvyuus HEeCKOSbKUX Y4aCTHUKOB
npouecca ero npousBoacTBa HEOOXOAMMO yKasaTb KaXKAoro yyacTHMKa B COOTBETCTBMM C OCYLLECTBISIEMOM
cTaauen NpousBoOACTBa);

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

2) HauMMeHOBaHWe JeKapCTBEHHOro mnpenapaTta ANs MeAWUUMHCKOro NpUMeEHeHust (MexayHapopHoe
HenaTeHTOBaHHOE, UM PYNMNMPOBOYHOE, UMM XMMUYECKOE N TOPrOBOE HAUMEHOBAHMS);

3) nepeyeHb [OEWCTBYIOLIMX U BCMOMOraTenbHbIX BeELIeCTB, BXOOSALWMUX B COCTaB JeKapCTBEHHOro
npenapara Ans MeauLMHCKOro NMPUMEHEHWs], C YKa3aHWEM KONMMYEeCTBa KaXaoro U3 HUX;

4) NeKkapcTBeHHasn cbopma, A031MpOBKa, cnocobbl BBEAEHUS U NPpUMEHEHUA, CPOK rogHOCTWN JIeEKapCTBEHHOIO
npenaparta gna meamunHCKOro npuMeHeHuns;

5) dapmakoTepaneBTMyeckass rpynna, KOA4 aHaTOMO-TepaneBTMYECKO-XMMUYECKOW Kraccudmkauum,
pekoMeHaoBaHHOW BcemunpHOM opraHusaumen 3apaBOOXpaHeHusl, 3asBrisieMble MOKasaHusa Arfs NpUMeHeHUs
nekapCTBEHHOro Npenapata Anst MeguLUMHCKOro NPUMEHEHUS;

6) oTcyTcTBME HeobXoOMMOCTM MPedoCTaBMeHns oTyeTa O pesynbraTax KMMHUYECKOro MccrnenoBaHus,
nccnenoBaHUs  GUOSKBUBANEHTHOCTM MEKapCTBEHHOro npenaparta, paspelleHHOro Aans  MeauLUHCKOro
npumeHeHns B Poccuiickon ®enepauuy Gonee AsaguaTt neT, C ykasaHUemM HOPMaTMBHbLIX MPAaBOBbLIX AKTOB,
noATBepPXKAaoLMX AaHHbIA CPOK NPUMEHEHNS;

7) HeobxoaumocTb ocopMneHnss paspelleHms Ha BBO3 B Poccuiickyto ®enepaunto KOHKPETHOW nmapTum
3aperucTpupoBaHHbIX U (MNK) He3aperncTpMpoBaHHbLIX JIEKAPCTBEHHbIX CPEeACcTB, NpeaHasHayeHHbIX Ans
npoBeAeHUs 3KCNepTU3bl NIEKapCTBEHHbIX CPEACTB B LIENAX rocyaAapCTBEHHOW pernctpaumu;

8) HeoGxoOMMOCTb MNPOBEAEHUA SKCMEepTU3bl [OKYMEHTOB, MPEACTaBMeHHbIX And onpeaeneHus
BO3MOXHOCTU paccMaTpuBaTth NEeKapCTBEHHbIN npenapaT Ans MeaULMHCKOTo NMpUMEHeHUs Npu OCYLLeCTBNEHNN
rocyaapcTBEHHON perncTpaumm B kayecTse opdaHHOro nekapcTBEHHOro npenapara;

9) HeoBXOAMMOCTb MPUMEHEHMSI YCKOPEHHOWM MPOLIeypbl 3KCMEPTU3bl NEKapCTBEHHbLIX CPEeACTB B LEensX
rocyaapCTBEHHOMN perncTpaLmm NekapCTBEHHOro npenapara;

10) KOnnn OOKYMEHTOB, NnoATBepXAakwWwmnx ynnaty FOCWJ,apCTBeHHOﬁ OOLLNWNHbI:

a) 3a npoBedeHVe IKCNepTM3bl [OKYMEHTOB, MPEACTaBMEHHbIX Ans OnpeaeneHuss BO3MOXHOCTU
paccmatpuBaTb NeKapCTBEHHbI npenapat AnA  MeOULUMHCKOrO  MNPUMEHEHUs TMpPU  OCYLLEeCTBREHUM
rocyaapcTBEHHON perucTpaumm B kayecTse opdaHHOro rekapCcTBEHHOro npenapara;

©0) 3a npoBegeHNEe IKCNepPTM3bl KAYECTBA NIEKAPCTBEHHOIO CPEACTBA U AKCMEPTU3bl OTHOLLEHUS OXMOAEMOW
nonb3bl K BO3MOXHOMY PWCKY MPUMEHEHMSI NEeKapCTBEHHOro npenapara, paspeLlleHHOro Anst MeauuUMHCKOro
npumeHeHnss B Poccuiickon depepaumm 0Gonee paeaguatu neT, NpyY  OCYLLECTBNIEHUN TOCYLapCTBEHHOM
perncTpaumm nekapcTBEHHOro npenapara;

B) 3a NpOBEAEHNE IKCMEPTU3bI KaYeCTBa JIEKAPCTBEHHOIO CPeaCcTBa M IKCMEPTU3bl OTHOLLEHUS OXNOAEMOM
Nonb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS NEeKapCTBEHHOro npenaparta ansa MeavumMHCKOro NpUMeHeHns npu ero
rocynapCTBeHHOW perncrpaumm;

F) 3a npoBeaeHne 3KCnepTmnabl Ka4eCTBa JIEKApCTBEHHOIo cpeactea U 3KCNepTu3bl OTHOLLEHUA oXngaemom
noJib3bl K BO3MOXXHOMY PUCKY TMPUMEHEHUA J5eKapCTBEHHOro npenaparta anda MeguunHCKOro rnpmumMmeHeHud, B
OTHOLUEHUN KOTOpPOro nposedeHbl MexayHapodHble MHOroueHTpoBble KIMMHU4YeCcKue uccrieaoBaHud, 4actb U3
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

KoTopbiX npoBeaeHa B Poccuiickon degepaumu, Npu  OCYLLECTBIIEHUM T[OCYAAPCTBEHHOW perncrpaumm
nekapCTBEHHOro npenapaTa;

11) HanuuvMe cornacusi MPOM3BOAUTENS JIeKapCTBEHHOro Mpenaparta, MNpoM3BOACTBO  KOTOPOro
ocyllecTBnsieTcs 3a npegenamu Poccuiickoin denepaunm, Ha NpoBeaeHVe MHCNEKTUPOBAHNUSA NPOU3BOAMTENS Ha
COOTBETCTBME TPeboBaHNAM NpaBun Haanexatllen nNpomM3BoACTBEHHOW NPaKTUKK;

12) Hanuume cornacus, NpegyCMOTPEHHOro YacTblo 18 HacTosLLen cTaTby;

13) ykasaHme BMAa NEKapCTBEHHOro mnpenapaTta, MNPeAcTaBrIeHHOro Ha pernctpauunio (pedepeHTHbIN
nekapCTBEHHbIV MpenapaTt, BOCMNPOM3BEAEHHbIN NEeKapCTBEHHbIN npenapaTt, GuonorMyeckuin nekapcTBEHHbIN
npenapat, OuoaHanoroBbin (6MONOAOOHLIN) NEeKapCTBEHHbI npenapat (OuoaHanor), romeonaTuyeckui
nekapcTBEHHbIN Npenapart, NekapCTBEHHbIN pacTUTENbHbIA Npenapar).

(vacTb 2 B peq. PenepansHoro gakoHa ot 22.12.2014 N 429-93)

3. PeructpaunoHHoe [Jocbe Ha NEKapCTBEHHbI npenapat Ans  MEeOWLMHCKOrO  NPUMEHEHUs
npegocTasnseTcy B (popme obLuero TeEXHNYeCKoro JOKyMeHTa.
(vactb 3 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4. Pasgen AOKyMeHTaUuuy agMUHUCTPaTUBHOIO XapakTepa BKMoYaeT B cebs:

1) 3adsriedme o FocyﬂapCTBeHHOIZ pernctpaunn nekapcTtBeHHOro npenapara Aanda MeagunuunHCKoro
NPUMEHEHNA B SJ'IeKTpOHHOIZ cbopme N Ha 6yMa)KHOM HOCcUTENE,

2) KOMUIO AOKYMEHTa Ha PYyCCKOM fA3blke, 3aBEPEHHOro B YCTAaHOBEHHOM MOpSiAKe U MOATBEpXKAalowero
NPaBOMOYHOCTb 3asiBUTENSA NoAaBaTb 3asiBMiEHNe O rocyAapCTBEHHOW perucTpaummn nekapcTBEHHOro npenapara
AN MeQULMHCKOTo NpUMeHeHUs (LOBEPEHHOCTD);

3) cBedeHns o pate nNpedoCTaBneHWs U PErnCTPaUMOHHOM HOMEpPE fMUEH3UM Ha NpPOU3BOACTBO
JleKapCTBEeHHbIX CpeacTs Unn ceedeHna o Agate npenocrtaBleHna U permctpaumoHHoOM HoMepe 3aknkyeHuda o
COOTBETCTBUM NPONU3BOOUTENA NEKapCTBEHHbIX CpeaCcTB TpGﬁOBaHVIHM npasun Ha,u,ne»(au.l,eﬁ I'IpOI/I3BO,EI,CTBeHHOVI
NpakTUKK, Bbl4aHHbIX (NPeAOCTaBMNEHHbIX) YNONMHOMOYEHHbIM dhegepanbHbiM OpraHoOM UCTIONHUTENBHOW BriacTu B
OTHOLLEHMN MPOM3BOACTBEHHOW NIOLWAAKA PErMCTPUPYEMOro feKapCTBEHHOrO npenaparta, B crnyvae, ecnu
NPOVN3BOACTBO JIEKAPCTBEHHOIO Npenapara ocylecTnsieTcs B Poccuiickon denepauumm;

(B peq. PenepanbHbix 3akoHOB 0T 04.06.2018 N 140-93, o1 27.12.2019 N 478-03)

4) Konuio NPefoCTaBMEHHOW YMNOMHOMOYEHHbLIM OpraHoOM CTpaHbl MPOU3BOAUTENS FMLEH3MM Ha
NMPON3BOACTBO 1EeKapCTBEHHOrO NpenapaTta U ee NepeBof Ha PYCCKUM S3blK, 3aBEPEHHblE B YCTaHOBEHHOM
nopsadKe, a Takke KOMWI0 3aKMYEHUS! O COOTBETCTBUM MPOU3BOAUTENS NEKAapCTBEHHbIX CPeacTB TpeboBaHMAM
OpaBui Hagnexawewn NpPOoV3BOACTBEHHOM NPAKTUKM, BblAAHHOMO YMOSIHOMOYEHHbIM (heaepanbHbIM OpraHoOM
WCMOSHUTENbHOW BracT B OTHOLUEHMW MPOM3BOACTBEHHOW MMOLWAAKN PEFMCTPUPYEMOrO feKapCTBEHHOro
npenapaTta, WM KOMWUIO pPeLUeHUs YNOSTHOMOYEHHOro dhedepanbHoOro opraHa WCMONHUTENbHOW BnactM o
NPOBEAEHUN WHCMEKTMPOBAHNSI MPOM3BOAMTENS FEKApCTBEHHbIX CPeacTB, B Clyvae, ecnu npousBoacTBO
neKkapcTBEHHOrO NpenapaTa OCyLLeCcTBsieTcs 3a npeaenamu Poccuiickon depepaunm;

(B pea. PenepanbHbix 3akoHOB 0T 04.06.2018 N_140-93, o1 27.12.2019 N 478-93)

5) NPOEKT WHCTPYKUMM MO MEAULMHCKOMY MPUMEHEHUIO NeKapCTBEHHOrO MpenapaTa, CcoAepKallen
criegyioLine cBeaeHus:

a) HaMMeHOBaHWe NekapcTBEHHOrO npenapaTa (MeXayHapoAHOe HenaTeHTOBaHHOE, UMW rPYNnMpPoOBOYHOE,
UMN XMMUYECKOE 1 TOProBOE HaMMEHOBaHNA);

6) JNleKapCcTBeHHasnA cbopma C YKa3aHunem HaMMeHOBaHUN W KONWYECTBEHHOrO CcOCTaBa ﬂeVICTByIOU.LMX
BeLleCTB U Ka4eCTBEHHOIo coctaBa BCMomMoraTesibHbIX BELWECTB (I'Ipl/l HeobXxoQMMOCTM KONMYECTBEHHOIO COCTaBa
BCnomoraTtesibHbIX BeLlJ,eCTB);

B) onucaHume BHeLLHEero Bnaa rnekapcrBeHHoro npenapara gna MmeamumnHCKoro npuMeHeHuns,

r) dousmnko-xmMmyeckme cBoicTea (ans pagnodapMaLeBTUHECKNX NIEKAPCTBEHHbIX NpenapaToB);

www.consultant.ru Crpanuua 31 n3 108
HafeXHasa npaBoBas noaaepXxka


consultantplus://offline/ref=F3519F225A26460ADC463CFC1BAD30CFFA7A7B25E243E3F6FDD43A6DD37285AA92BE95A9D4D225083E2C25E0A5DE1897A4F619BADFC80729cCw4G
consultantplus://offline/ref=F3519F225A26460ADC463CFC1BAD30CFF877782DE244E3F6FDD43A6DD37285AA92BE95A9D4D2270A3B2C25E0A5DE1897A4F619BADFC80729cCw4G
consultantplus://offline/ref=F3519F225A26460ADC463CFC1BAD30CFF877782DE244E3F6FDD43A6DD37285AA92BE95A9D4D2270C3A2C25E0A5DE1897A4F619BADFC80729cCw4G
consultantplus://offline/ref=F3519F225A26460ADC463CFC1BAD30CFF872732DE540E3F6FDD43A6DD37285AA92BE95A9D4D2200A392C25E0A5DE1897A4F619BADFC80729cCw4G
consultantplus://offline/ref=F3519F225A26460ADC463CFC1BAD30CFFA7A7F2DEB47E3F6FDD43A6DD37285AA92BE95A9D4D2240B3F2C25E0A5DE1897A4F619BADFC80729cCw4G
consultantplus://offline/ref=F3519F225A26460ADC463CFC1BAD30CFFA7A7B25E243E3F6FDD43A6DD37285AA92BE95A9D4D225083E2C25E0A5DE1897A4F619BADFC80729cCw4G
consultantplus://offline/ref=F3519F225A26460ADC463CFC1BAD30CFF97A7329E143E3F6FDD43A6DD37285AA92BE95A9D4D2250B3C2C25E0A5DE1897A4F619BADFC80729cCw4G
consultantplus://offline/ref=F3519F225A26460ADC463CFC1BAD30CFF8767B2FE146E3F6FDD43A6DD37285AA92BE95A9D4D224003F2C25E0A5DE1897A4F619BADFC80729cCw4G
consultantplus://offline/ref=F3519F225A26460ADC463CFC1BAD30CFF8747825E44AE3F6FDD43A6DD37285AA92BE95A9D4D2260F3B2C25E0A5DE1897A4F619BADFC80729cCw4G
consultantplus://offline/ref=F3519F225A26460ADC463CFC1BAD30CFFA7A7B25E243E3F6FDD43A6DD37285AA92BE95A9D4D225083E2C25E0A5DE1897A4F619BADFC80729cCw4G
consultantplus://offline/ref=F3519F225A26460ADC463CFC1BAD30CFF97A7329E143E3F6FDD43A6DD37285AA92BE95A9D4D2250B3D2C25E0A5DE1897A4F619BADFC80729cCw4G
consultantplus://offline/ref=F3519F225A26460ADC463CFC1BAD30CFF8767B2FE146E3F6FDD43A6DD37285AA92BE95A9D4D224003C2C25E0A5DE1897A4F619BADFC80729cCw4G
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

A) bapmakoTepaneBTnyeckas rpynna, kog NekapCTBEHHOro npenapaTta Ans MeAMLMHCKOro MpUMEHEHNs no
aHaToOMO-TepaneBTUYECKO-XMMNYECKON  Knaccudukaumm, pekoMmeHgoBaHHon  BcemupHom — opraHusauuen
3[paBOOXpPaHEHUs, UK ykasaHune "romeonaTuyeckuin NekapCcTBeHHbIN npenapat”;

e) cdapmakogvHamuka M apMakokMHeTUKa (3a WCKMYeHMEM (hapMakoOKMHETUKM TFOMeOonaTUYecKux
NeKapCTBEHHbIX MPEenapaToB U pacTUTENbHbIX JIEKapCTBEHHbIX NMPEnapaToB);

XX) NnokasaHua aAnsa NpYMeHeHus;

3) NPOTUBOMNOKA3aHUS AJ1si TPUMEHEHWS;

1) Mepbl NPEeA0CTOPOXHOCTU NPV MPUMEHEHWUN;

K) ykazaHMe BO3MOXHOCTM U 0COBEHHOCTEW NMPUMEHEHNS NIeKapCTBEHHOro npenaparta Ans MeauuMHCKOro
NMPUMEHEHNs1 GEepeMeHHbIMU JKEHLUMHAMW, >XEHLMHaMW B nepuod rpPyaHOro BCKapMMUBaHUS, OeTbMU,

B3pOCIbIMUN, UMELLNMUN XPOHNYECKNEe 3aboneBaHus;

n) pexvM [03MpoBaHusl, crnocobbl BBEAEHWMS W MPUMEHEHWsi, MpU HeobXOoOUMOCTW BpeMsi npuema
NIeKapCTBEHHOro npenapata Agnsi MeguUMHCKOrO MPUMEHEHUs!, NPOAOIHKUTENBHOCTb JIeYEeHNsl, B TOM 4ucrne y
JeTen 0o v nocne o4Horo roaa;

M) BO3MOXHbI€ HeXelnaTelrlbHble peakuun npu npuMeHeHn neKapCTBEHHOro npenapata Aand
MeaNLMHCKOIro NpuMeHeHus;

H) CMMNTOMbI NEPeO3NPOBKM, MePbI MO OKa3aHWo NOMOLLM NpU Nepego3npoBKeE;
0) B3aUMOAEeNCTBMNE C OPYrMMU fieKapCTBEHHbIMU Npenaparamm 1 (UNn) NULLEeBbIMU NPOAYKTaMu;
n) dopMbl BbIMyCKa fieKapCTBEHHOro npenapara;

p) ykasaHue (Npu HeobXoOMMOCTM) OCOGEHHOCTEN [OEeWCTBUS FeKapCTBEHHOro npenapata Ans
MELMLMHCKOro NPYMEHEHUS MPY NMEPBOM NMPUEME WUIN NMPU ero OTMEHE;

C) onucaHue (Mpu HeoOXOogMMOCTW) OeWCTBUA Bpada (cdenbawepa) u (Mnv) naumeHTa npu nponycke
npvema ogHON U HECKONMBbKNX A03 NIeKapCTBEHHOIO npenapara Ans MeAnLMHCKOro NPUMEHEHMS;

T) BO3MOXHO€ BJIIMAHME JeKapCTBEHHOro npenapara And MeaunuuHCKOro npumMeHeHua Ha CnocoBHOCTb
ynpaendaTb TPAHCNOPTHLIMKU CpeacTBaMu, MexaHn3mamu,

y) CPOK IrogHOCTN U yKa3aHue Ha 3anpeTt npuMmeHeHud JeKapCTBEeHHOro npenapara and MeguunHCKoro
NnpuMeHeHnsa No NCTe4yeHnm Ccpoka rogHoCTH;

&) ycrnoBus xpaHeHus;

X) yKkasaHue Ha HeobXoaMMOCTb XpaHeHWs NTeKapCTBEHHOMO Npenapara ansi MeaULMHCKOTO NPUMEHEHUS B
MecTax, HeoCTYMHbIX ANs AeTew;

Ll,) YKasaHue (ﬂpl/l HGO6XOLI,VIMOCTVI) cneynanbHbIX Mep npeaoCTOPOXHOCTU  nNpu  YHUYTOXEHUU
HEeWNCNoJib30BaHHbIX NIEKAPCTBEHHbIX nNpenapaTtoB And MeanumnHCKOro npuMeHeHuA,

4) YCroBUA OTNYCKa;

L) HAMMEHOBaHWS U agpeca NPOM3BOACTBEHHbIX MMOLLAA0K NPOU3BOAUTENS NIEKapCTBEHHOIO Npenapara;

) HaMmeHoBaHWe, agpec opraHusauuu, YNoNIHOMOYEHHOW JdepXaTtenem unv  BnagenbLem
perncTpaumoHHOro yaoCTOBEPEHUST NEKAPCTBEHHOMO npenapara Ans MeguuMHCKOro NPUMEHEHUsa Ha MpuHATUe

npeTeH3ni oT NoTpebuTtens;

6) MHCTPYKLMIO MO MEAMLMHCKOMY NPUMEHEHUIO UIN KPATKYHO XapakTepUCTUKY NekapcTBEHHOroO npenapara,
YyTBEPXKAEHHbIE B CTPaAHE NPON3BOAMTENS;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

7) NpOEeKTbl MaKeTOB MepBUYHOW YMaKOBKM W BTOPUYHOWM YMaKOBKW JIEKAPCTBEHHOTO npenaparta Ans
MEAMLIMHCKOro NPpUMEHEHUS;

8) NPOEKT HOpMaTMBHOﬁ OOKyMeHTauunm ninn HoOpMaTtuBHOINo JOKYyMEHTa Ha J'IeKapCTBeHHbIIZ npenapar gnsd
MeaNLUMHCKOIro npuMeHeHund nnéo YKa3aHune COOTBeTCTByI'OLLI,eﬂ cbapmakonePlHon CTaTbW;

9) [OKYMEHT, coaepxawun uHgopmaumio O Hanuumm unm o6 OoTcyTCTBUM (PakTOB perucrpalmm
nekapcTBEHHOro npenapara Anst MeANLMHCKOro NpuMmeHeHus 3a npegenamu Poccuiickon ®epepalimu;

10) KOMMN OOKYMEHTOB, 3aBEPEHHbIX B YCTAHOBIIEHHOM MOPSIAKE M MOATBEPXKAAOLMX haKT perncrpaumm
neKkapcTBEHHOro npenapaTta B MHOCTPaHHbIX rocyAapcTBax B KavecTse opdaHHOro NekapcTBeHHOro npenapara;

11) nrnaH ynpasneHnda pUCKamMun ana BGronorn4yeckmx NNeKapCTBEHHbIX MpenapatoB AnA MeaULNHCKOro
NPUMEHEHUA;

12) pokymeHT o cucteme papmakoHag3opa pfepxatensa wnu Bragensua perncTpaloHHOro
yOOCTOBEPEHUS NeKapCTBEHHOMO Npenapara;

13) AOKYMEHT, noATBEPXXAaloWUN Ka4yeCTBO JIEKAPCTBEHHOrO npenapaTta TpeX MPOMbILWIIEHHBIX CEepuUi
(MpoTokon aHanu3a unu cepTudmkaT aHanmsa), ogHa cepust KOTOPOro OOIhKkHa coBnagatb C cepuen obpasua
NeKapCcTBEHHOro npenapata Ans MeOUUMHCKOTO MNPUMEHEHWsl, NPeACTaBlEeHHOro Ha roCy4apCTBEHHYIO
perncTpaumto.

(vacTb 4 B peq. PenepansHoro zakoHa ot 22.12.2014 N 429-93)

5. Paspgen xumunyeckon, apmaueBTMYECKOW M OMONOrMyeckor [AOKYMeHTaumm BKOYaeT B cebs
OOKYMEHTbI, cofepxaliue vHdopmauuio 0 dhapmaueBTMYecKon cybcTaHUmmM M NekapCTBEHHOM npenapare Ans
MeaMLIMHCKOro NpUMeEHeHMs, npoLiecce ero NponM3BoACTBa U MeTOAax KOHTPOS KayecTBa, B TOM Yucne:

1) KOMMIO OOKYMEHTa, COAepXalero criefyLyo nHgopmMaumio o dapmaueBTUYeckon CybcTaHLmMm unm
hapmaueBTUYECKUX CYOCTaHUMAX, BXOAAWMX B COCTaB JIEKAPCTBEHHOro npenapaTta, 3a MCKIIYEHNEM
WHpopmaumm o papmaLeBTUYECKMX CyOCTaHLMAX, BKIOYEHHBbIX B FOCY0APCTBEHHBLIN PEECTp NeKapCTBEHHbIX
CpeAcTB B COOTBETCTBMM CO cTaTben 34 HacTosiwero deaepanbHOro 3akoHa:

(B peq. PenepanbHoro zakoHa ot 27.12.2019 N 462-93)

a) HaumeHoBaHue hapmaueBTUYeckon cybcTaHuun, ee CTpykTypa, obLime CBONCTBA;

©0) HaumMeHoBaHVe 1 agpec NPOU3BOAUTENS;

B) TexHosnorna npon3eBoacTea C onnmcaHunem cTagunn npoun3BoAcTBa U MeTOA4OB KOHTPOJNIA Ha BCeX CTaauax
npon3BoACTBa,

r) onncaHme pa3paboTku npoLiecca NPon3BoACTBa;

[) onMcaHne KOHTPOIS KPUTUHECKMX CTagu NPON3BOACTBA U MPOMEXYTOUYHOM NPOAYKLMN;
€) AOKyMeHTanbHOoe NoaTBepXaeHue (Banvgauus) npoLeccoB 1 (Mnn) nx OLEHKa;

) CBOMCTBaA W1 CTPYKTypa OENCTBYIOLLNX BELLECTB;

3) XapaKkTepucTuka npumecen;

1) cneundurkaumsa Ha dapMaLeBTUYECKYI0 CyBCcTaHUMIo 1 ee 0BOCHOBaHWE;

K) aHanUTU4ecKMe MeToauKN, UCTOMNb3yeMble MPU OCYLLECTBIIEHUN KOHTPOSS KavyecTBa hapMaLeBTUYECKON
cybcTaHuuy;

J'I) OOKyMeHTallbHOe noAaTBepXxaeHune (Banm,u,au,m) aHannTn4eCcknx MeToauK, WucCnosib3yemMbiX npu
OCyLUECTBIIEHUN KOHTPOIIA KavecTBa d)apmaueBqueCKon Cy6CTaHLI,VIl/I;

M) pe3ynbTaTthl aHanusa cepuii apmMaLeBTU4eckon cybctaHumm;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

H) nmepeyeHb CTaHAAPTHbIX 0OOpasLOB WM BELLECTB, MCMOSb3YeMbIX MPU OCYLLECTBIIEHUM KOHTPOSsS
Ka4yecTea;

0) ONMcaHWe XapaKTePUCTUK 1 CBOWCTB YNaKOBOYHbIX MaTepuarnoB 1 YKYNOpPOYHbIX CPEACTB;

n) 4aHHble 0 cTabunbHOCTY hapmaLeBTUYECKON CybCcTaHumK;

p) CPOK rogHOCTY;

1.1) B OoTHOWeEHUN hapmaueBTUYECKMX CyOCTaHLMIN, BXOASLWMX B COCTaB JIeKapCTBEHHOro npenaparta u
BKITHOYEHHbIX B rOCY4apCTBEHHbIV peecTp fnekapCTBEHHbIX CPeACcTB B COOTBETCTBUM CO CTaTben 34 HacTosLwero
degepanbHOro 3akoHa, - Konus OKYMeHTa, CoaepaLlero cneayoLLyo nHpopmauumio:

a) HanmeHoBaHue hapmaueBTUYECKON cybCcTaHUMK, ee CTPYKTypa, 00LLMe CBONCTBA;

6) HanmeHoBaHWe 1 agpec NPoOU3BOAUTENS;

B) pesynbTaTbl aHanu3a cepuin papmaueBTUYecKon cybcTaHuuuy;

) CPOK rogHOCTY;
(n. 1.1 BBegeH ®enepanbHbIM 3aKkoHOM OT 27.12.2019 N 462-03)

2) OOKYMEHT, coaepxaluii crefylolumMe CBeOEeHWs O NekapCTBEeHHOM npenapate Ans MeauLIMHCKOro
NpPUMEHEHMS:

a) onncaHme n CcoCTtaB JiIeEKapCTBEHHOIO npenaparta gna MmeanunHCKoro npmMeHeHus;

©) onucaHne capmaueBTuyeckon paspaboTtkn (obocHoBaHMe BblIGOpa cocTaBa, MEPBUYHOM YNAKOBKA U
WHOro);

B) TEXHOSorMs NPon3BOACTBA C ONUCaHMEM CTaaumin NMPOM3BOACTBA U METOOOB KOHTPOSSA Ha BCeX CTagusix
npon3BoACTBa,

r) onucaHue KOHTPONS KPUTUYECKUX CTadui Npouecca NPoM3BOACTBa U MPOMEXYTOUYHOW NPOAYKLMU;

[) HaumeHoBaHWe W adpec MecTa OCYLUECTBMEHUS MPOU3BOACTBA IEKapCTBEHHOro npenapata Ans
MEAMLIMHCKOro NpuUMeHeHUs (B criyyae HanmMumsi HeCKOMbKMX YYaCTHUKOB MpoLecca Npou3BoACcTBa HEOBGXOAMMO
yKasaTb KaXKaoro U3 Hux);

e) bapmMaueBTUYECKast COBMECTUMOCTb;

) MUKPOGUONOrM4Yeckne XapakTepucTuku,;

3) MaTepuarnbHbIi GanaHc Ans NpoVM3BOACTBA CEPUM FOTOBOMO NPOAYKTA;

1) onucaHne xapaKTepUCTUK U CBOMCTB YNakoBOYHbIX MaTepuarnos 1 yKyrnopodHbIX CpeacTs;

K) IOKYMeHTanbHOe NOATBepXaeHne (Banuaaums) NnpoLeccoB NPON3BOACTBA U (MNN) UX OLEHKA;

J'I) TpeGOBaHMH K KayeCTBy BChnoMoraTtesibHbIX BeuwlecTB (CepTI/Id)MKaT, CI'IeLI,I/Id)I/IKaLI,I/IFI Ha
BCnomoraTtelibHble BeLlleCTBa N nx 06OCHOBaHVIe);

M) aHanuMTUYecKne MeTOAMKMN, UCMOoMb3yeMble MPU OCYLLECTBMNEHU KOHTPOMS KayecTsa BCMOMOraTenbHbIX
BELLIeCTB;

H) OOKYyMeHTallbHOe noAaTBepXxaeHune (BaJ'IVID,aLI,I/Iﬂ) aHalMNTUYEeCKnX MeToduK, WUCNOoJIb3yeMblX MNpu
OCYLLIeCTBITIEHUN KOHTPOJ1A Ka4yeCTBa BCNomMmoraTesibHbIX BELWECTB,;

O) Mchopmau,vm 00 uncnonb3oBaHMM BCMoMoOraTerNlbHbIX BELIECTB YENIOBEYECKOr0 W KMBOTHOIO
NPONCXOoXOAEHUA,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

n) nHcpopmauusi 06 NCNorb30BaHUM HOBbIX BCMOMOraTeNbHbIX BELLECTB;

p) TpeboBaHMA K KayecTBy NeKkapCcTBEHHOro npenapaTta Ans MeAULMHCKOro npumMeHeHus (cepTudomkar,
cneunduKauma Ha nekapcTBeHHbIN npenapaT 1 X 06oCHOBaHMWE);

C) aHannuTnyeckne MeToauKu, UCnosib3yemMble MNMpU OCYLLEeCTBIEHUN KOHTPOJIA Ka4vecCTBa J1eKapCTBEHHOro
npenaparta gna MeanmunHCKOro npuMeHeHus;

T) OOKyMeHTallbHOe noATBepXaeHune (Banwp,au,m) adHaIlMUTU4YEeCKNX MeToaMuK, WUncCnosnb3yemMbiX npu
OCYLLeCTBJTIEHUN KOHTPOJ1A Ka4yeCTBa J1ieKapCTBEHHOro npenapata ana MmeanumHCKoro npuMeHeHus;

y) pe3ynbTaTbl aHanu3oB Cepuii IeKapCTBEHHOTO Npenapara 4515 MEAULIMHCKOrO NPUMEHEHNS;
&) xapakTepucTtuka npumecen;

X) nepeyvyeHb CTaHOAPTHbIX o6pasu,oa, MCNnosNb3yeMblX nNpu OCYLLEeCTBIIEHUN KOHTPONA KadecTBa
J1eKapCTBEHHOrO npenaparta Ana MeagunumnHCKOro npuMeHeHuA,

L) AaHHble O CTabMbHOCTU NEeKapCTBEHHOro npenapaTa Ansg MeaMUUHCKOro NpUMeHeHUs.
(4acTb 5 B pea. PeaepanbHOro gakoHa ot 22.12.2014 N 429-93)

6. Paspen (*)apMaKOJ'IOFW«-IeCKOIZ, TOKCUKOSOMM4eCKom OOKYyMEeHTauun BKIo4YaeT B cebss oTyeTbl O
pesynbTatax AOKIMNHUYEeCKUX nccnegoBaHumn JIeKapCTBEeHHOro cpencrtea And MeamunHCKoro npMMeHeHusa, B TomM
yucne:

1) oT4eT 0 hapMaKkoAMHAMUYECKNX NCCINEOOBAHUSIX;
2) oTyeT 0 hapMaKOKMHETUYECKNX UCCNEOOBaAHMSX;

3) OTYET O TOKCMKOMOIMYECKUX UCCNeaoBaHMsIX.
(4acTb 6 B peq. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

7. Paspgen KnuHWYeckon OOKyMeHTauunm BKN4YaeT B ceba oTyeTbl O pe3ynbTatax KrINMHUYeCKnUX
nccnegoBaHuin NNIeKapCTBEHHOrO npenaparta aAna MeguumuHCKoro npuMmeHeHna, B ToM Yncre:

1) ordyeTbl 00 wnccrnegoBaHMsAX  OGMOOOCTYMHOCTM U OMO3KBMBANEHTHOCTW,  UCCNeOoBaHUsX,
yCTaHaBMnMBaloLMX KOPPEnsumMIo pesynbTaToB, NoNyYeHHbIX B YCNOBUAX in Vitro 1 in vivo;

2) 0T4eTbI 0 PapMaKOKUHETUHECKUX NCCIIEN0BAHUSIX;
3) oT4yeTbl 0 hapmMakoANHAMNYECKUX UCCNESOBAHMSX;
4) oTYeTbI O KIMHUYECKMX MccnenoBaHmsax adhpeKkTMBHOCTM 1 6e3onacHoCTy;

5) oTyeT 0 nocTperncTpauMoHHOM ONbITE MPUMEHEHMWS (NPY HanNu4uu).
(4acTb 7 BBegeHa degepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

8. TpeboBaHug k obbemy MHdOpMauuW, NPeaocTaBnNAeMOn B COCTaBe PerncTpaumMoHHOro Aocbe, ANnd
OTAENbHbIX BWAOB JEKapCTBEHHbIX MpenapatoB ANA  MeOWUMHCKOrO NPUMMEHEHWs  yCTaHaBnuBakoTCA
YMOSTHOMOYEHHbIM hefepanbHbIM OpraHoOM UCNOMHUTENBHOWN BRacTu.

(4acTb 8 BBegeHa depepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

9. B OTHOWeEHNM neKapCTBEHHbIX MpenapaToB, paspelleHHbIX ANA MEeAWLMHCKOro MPUMEHEHUs B
Poccuinckon ®depepauun 6Gonee pgsaguatym feT M B OTHOLWIEHWM KOTOPbIX HEBO3MOXHO MpoBedeHue
nuccregoBaHun ux BOMOSKBMBANEHTHOCTM (3@ WCKMOYeHMeM OMOoNorMyeckmx nekapcTBEHHbIX NpenapaTos),
AonyckaeTcs BKIOYEHWEe B COCTaB pasgena papmakonornyeckon, TOKCUKONOrMYeckon AOKyMEeHTauum 1 pasgena
KNMMHMYECKOW [OOKYMEeHTauuuM BMeCTO oTyeTa paspaboTyvka O pesynbTraTax COOCTBEHHbIX AOKITMHUYECKUX
NccnefoBaHWA NeKapCTBEHHbIX CPeACTB M KIUMHWMYECKMX WCCNEeAOBaHWiA NeKapCTBEHHbIX npenapatoB And
MEOVLUMHCKOrO MpUMEHeHMs ob3opa HayyHbix paboT O pesynbTatax AOKIMHUYECKMX —UCCredoBaHui
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

NeKapCTBEHHbIX CPEACTB M KIMHWYECKMX UCCNEeAOBaHWWA OaHHbIX NEeKapCTBEHHbIX NpenapaTtoB, B TOM 4ucre
BKITHOYAS OMbIT MX NOCTPErMCTPaLMOHHOIO MPUMEHEHUS.

(4acTb 9 BBegeHa PeaepanbHbiM 3akoHoM OT 22.12.2014 N 429-03; B peq. PeagepansHoro zakoHa ot 27.12.2019
N 475-93)

10. Tlpn rocygapcTBEHHOW perucTpauumM BOCMPOM3BEAEHHbIX JIeKapCTBEHHbIX MpenapaTtoB  Afis
MEOULUMHCKOTO  MpUMEHeHMs  JOMycKaeTcsa  BKIMKOYEHMe B cocTaB  pasgena  hapmakonornyeckowu,
TOKCMKOMNOTrM4eCcKomn OOKyMeHTauum 1 pasgena KIMMHNYECKON OOKyMeHTauum BMEeCTO OT4veTa pa3pa60TLwn<a (o]
pesyrnbTaTtax COOCTBEHHbLIX OOKMMHUYECKUX UCCNEeOOBaHWUA NEeKapCTBEHHbIX cpeAcTB 0630pa HayyHbIX paboT o
pesynbTatax AOKIMMHWYECKUX WCCNefoBaHUN pedepeHTHOro NEeKapCTBEHHOro npenapata WM npeacTaBreHue
BMECTO KINMHWYECKUX UCCIef0BaHUA B NOTHOM 06beMe, YCTAaHOBIIEHHOM pa3fAenioM KIIMHUYECKON JOKYMEHTaLWK,
oTyeTa O pesynbTatax MccnenoBaHWi OMOIKBMBANEHTHOCTM BOCMPOM3BEAEHHOIO NEeKapCTBEHHOrO npenapaTa
Ons MeauuUMHCKOro npuMmeHeHusi. He TpeOyeTca npecTaBneHne otyeTa O pesynbratax uccnegoBaHun
OMNoaKBMBaANEHTHOCTHU BOCnpou3BeaeHHOro iekapCTtBeHHOro npenaparta gnda mMeguMunHCKOro npuMeHeHusa, ecrnn
perncTpupyloTcs BOCNPOM3BEAEHHbIE NeKapCTBEHHbIE Npenapathbl AN MeAULMHCKOro NPUMEHEHNs], KOTOpPbIE:

1) npepHasHayeHbl AN MapeHTepanbHOro  (MOAKOXHOIO,  BHYTPUMBILLEYHOrO,  BHYTPWUBEHHOTO,
BHYTPUIrNasHOro, BHyTPUMOSIOCTHOrO, BHYTPUCYCTABHOMO, BHYTPUKOPOHAPHOIO) BBEAEHNS U NPeacTaBnsitoT coGoM
BOJHbIE pPacTBOpSI;

2) npeacTtaBnsaloT cobon pacTBOpbI AN NepopanbHOro NPUMEHEHNS;
3) npou3BeaeHbl B (hopme MOPOLLKOB M NMOUNM3aToB AN NPUrOTOBNEHUSA PacTBOPOB;
4) ABnAlTCA rasamu;

5) SsBNAOTCS YLUHBIMU UMW FMasHbIMK EKapCTBEHHLIMK NpenapaTamu, Npon3BeAeHHbLIMU B hOpMe BOOHbIX
pacTBOpOB;

6) NnpeaHasHayveHbl A1 MECTHOTO NMPUMEHEHNS U MPUrOTOBIEHBI B pOpMe BOAHbLIX PacTBOPOB;

7) npeActaBnsAlT cobon BoAHbIE pacTBOPbLlI AN MCMONb30BaHUS B (opMe WHransumMi ¢ MnoMOLLbHO
HeGynansepa uUnu B Ka4eCTBE HasarnbHbIX CNPEEB, MPUMEHSIEMbIX C MOMOLLIbIO CXOAHbLIX YCTPOUCTB.
(yactb 10 BBegeHa depepanbHbiM 3aKkoHOM OT 22.12.2014 N 429-03)

11. Ona cny4aes, ykasaHHblX B NyHkTax 1 - 3, 5 - 7 yactn 10 HacToswWen cTaTbl, BOCNPOM3BEOEHHbIN
NeKapCTBEHHbIN npenapar Ans MeAuUUMHCKOro NPUMEHEHUsI OOMMKEH codepKaTb Takue Xe BCrnoMoratesnbHble
BELleCTBA B TakMX >e KONMUYeCTBaX, Kak U pedepeHTHbIN NeKapCTBeHHbI npenapat. Ecnu cocTtasbl
BCMOMOraTeslbHbIX BELLECTB pasfnnyalTcs, 3asBUTENb [OOJDKEeH MNpeAcTaBuUTb [JoKasaTenbCTBa TOro, 4TO
ncnonb3yemble B OaHHbIX KOHLEHTpaUuMsiX BCOMOraTesibHble BELLECTBa He BIMSAIOT Ha 6e3onacHocTb M (Mnn)
3 PEeKTUBHOCTL NEKAPCTBEHHOrO npenapara Ansi MeAUMUMHCKOro npuMmeHeHusi. B cnyyae, ecnu 3asButenb He
MOXET NpeacTaBUTb Takne AokasaTenbCTBa U (UNn) He MMeeT A0CTyNna K COOTBETCTBYHOLMM AaHHbIM, OH AOMKEH
NpoBeCcTM COOTBETCTBYIOLIME  WCCMEOOBaHWA AONA  JokasaTenbCTBa  OTCYTCTBUSA  BRAMSIHUA  pasHbIX
BCMOMOraTenbHbIX BELLECTB WM BCMOMOraTenbHbIX YCTPOWUCTB Ha OGe3onacHocTb U (Mnun) acdeKTUBHOCTb
NekapCTBEHHOro npenaparta ans MEQULUHCKOrO NPUMEHEHMST B COOTBETCTBUM C akTaMu, COCTaBNALWMMY NpaBo
EBpasninckoro aKOHOMMYECKOro coto3sa.

(vactb 11 BBemeHa PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93; B pen. deneparnbHOro 3akoHa OT
22.12.2020 N 444-03)

12. Tpu rocyaapCcTBEHHOW pernctpauMm KoMOWHaUWMA paHee 3aperMcTpyMpoBaHHbIX feKapCTBEHHbIX
npenapaTtoB Afns MeAMLMHCKOro NPYMEHeHUs JonycKaeTCs BKIOYEHNe B COCTaB pasgena dapmakoriorniyeckon,
TOKCUKONOMMYECKON AOKYMEHTauuMuM u pasgena KIMHWYECKOM AOKYMeHTauuMuM BMecCTO oTyeTa paspabotymka o
pesyrnbTaTtax COBCTBEHHbIX OOKMMHUYECKUX UCCNeaoBaHWA NekapcTBEHHbIX cpedcTB o63opa HayyHbiX paboT o
pesynbTatax AOKIMMHWYECKUX UCCMEefoBaHUN peddepeHTHbIX NeKapCTBEHHbIX MpenapaToB, BXOASLWMX B COCTaB
KOMOMHaUMM neKapCTBEHHbIX MpenapaToB, M 006 OTCYTCTBMM WX B3aMMOOENCTBUSA B OAHOW NeKapCTBEHHOW
dopme.

(vacTb 12 BBegeHa deaeparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)

13. Ha 3KCNepTn3y pasninyHbIX NeKapCTBEHHbIX (*)OpM OOHOIro N TOro e NekapCTtBeHHOro npenaparta gns
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

MeaVLMHCKOro NpUMEeHeHns 3asiBuTenb NpeAcTaBnseT OTAerbHble 3asiBlEHUS U permcTpauuoHHble OOoCbe Ha
KaXaoyto nekapcTsBeHHyo dopmy. [Npu ycnosun ogHOBPEMEHHOM MOSAYN Ha SKCMEepTU3y OOHOW fneKapCTBEHHOW
POpMbI C pasNUYHbIMKU OO3MPOBKOW, KOHLIEHTpauuen, obbemMom 3asdBuTENb NPEACTaBnsieT OOHO 3asiBrieHue u
perncTpaumoHHoe A0Cbe C MPUMOXEHMEM MaKeTOB YNaKOBOK Ha KaXKAyt OO3UPOBKY, KaXOyl KOHUEHTpauumio,
KaXXObli OOBbEM U KaXO0€ KONMYECTBO 03 B YNAKOBKE.

(4acTb 13 BBegeHa defepanbHbIM 3aKkoHOM OT 22.12.2014 N 429-03)

14. MNpu rocyaapCTBEHHON perncTpaumm opdaHHOro fekapcTBEHHOro npenapara 3asBuTenb NnpeacTaBngaeT
nHdopmaumo, Heobxogumylo Ons  OPMUMPOBaHUS pas3gena  KIMHUYECKOW [OOKyMeHTauuu, B 00beme,
YCTaHOBMEHHOM YMNOMHOMOY€EHHbBIM dheaeparnbHbIM OPraHOM UCMOSTHUTENbHOM BNAacTU.

(4acTb 14 BBegeHa defepanbHbiM 3aKkoHOM OT 22.12.2014 N 429-03)

15. Mpw perncTpaumm GMONOrMYECcKOro NekapcTBEHHOro npenapara, Noy4eHHOro U3 KPOBW, NasMbl KPOBU
YyeroBeka, B COCTaBe PerMcTpaumoHHOro AoCbe Ha NeKapCTBEHHbIN npenapaTt Ans MeAMUMHCKOro NpuMeHeHus
[OIMKHbI ObITb NPpeAcTaBneHbl AONOMHUTENLHO:

1) B pasgene OOKYMEHTaLMM agMUHUCTPATUBHOIO XapakTepa AOKYMEHT, COAepXaluum MHdopmauuio o
cybbekTax obpalleHns AOHOPCKOM KPOBWU U (MNIM) ee KOMMOHEHTOB, O TOM, rae Obina ocyllecTBneHa goHauus
(kpoBM M (MnM) nNNasMbl KPOBM), a Tawke [AaHHble 00 WHGEKUMOHHLIX 3aboneBaHUsiX, nepenaroLLmMXcs
napeHTepanbHbIM MyTeM, UHpopMaunst o cydbekTax obpalleHns JOHOPCKOW KPOBU U (UNN) ee KOMMOHEHTOB, B
OTHOLLUEHMUN KOTOPbIX OCYLLECTBIISAETCS KOHTPOSb JOHOPCKOW KPOBU U (MNN) €€ KOMMOHEHTOB;

2) B pasgene XMMmnieckon, hapmaueBTuyYeckon n 6Monormyeckon AoKyMeHTaumm:

a) KpuTepuum M cnocobbl 0TGOpa, TPAHCTMOPTUPOBAHUS WM XpaHeHUsI OOHOPCKOW KpoBM M (Mnun) ee
KOMMOHEHTOB;

6) pe3ynbTaThl UCCreaoBaHMin 0TOBpaHHbLIX JOHOPCKOM KPOBU U (MNK) Nnasmbl KPOBU U MyMOB Ha Hanuuve
BO30yauTenen nHdpekuuii, BkoYas MHdopMaLmnio 06 UCMonb3oBaHHbIX METOAMKaX MCCNedoBaHuii U B criyyae
nccrnedoBaHWs MynoB  Mfa3Mbl  KPOBM  pesynbTaTbl  [JOKYMEHTanbHOrO MOATBEPXOEHUs  (Banugaumm)
UCMOb30BaHHbIX METOAMUK;

B) TEXHUYECKNE XapaKTEPUCTUKM YNaKkoBKM Ans otbopa 4OHOPCKOM KPOBWU U (Mnn) nnasmbl KPOBM, BKMOYAs
NHopmaumio 06 UCNONb30BaHHbIX PacTBOpax aHTUKOarynsHTOB.
(yactb 15 BBegeHa defepanbHbiM 3aKkoHOM OT 22.12.2014 N 429-03)

16. KnuHnyeckune nccnegoBaHms nekapCTBEHHOMO npenapaTa s MeanLMHCKOro NPUMeHeHNs B LIENsX ero
rocyaapCTBeHHOW peructpauum nposoasTtcs B Poccuiickon ®epepauun B nopsgke, YCTaHOBIEHHOM CTaTbsiMU
38 - 44 Hactoswero degepanbHoro 3akoHa. OT4YEeT O MPOBEAEHHbIX UCCREAOBaHUSAX BKMOYAETCs B COCTaB
pasgena KAVHUMYECKOM [OKYMEeHTauuu perucTpauMoHHOro [0Cbe Ha fekapCTBEHHbIW npenapat Aang
MeANLMHCKOro npuMeHeHna. [na nekapCTBEHHbIX npenapaTtoB Ans MegUUMHCKONo MPUMEHEHUS, B OTHOLLEHUU
KOTOpbIX B pes3ynbTaTe 3KCNepTusbl [OKYMEHTOB, MpPEeACTaBIIEHHbIX ANS  OnpefeneHuMs BO3MOXHOCTU
paccmatpvBaTb fEKapCTBEHHbIM npenapat Ansg  MEOUUUHCKOrO MPUMEHEHUs B  KadecTBe OpdaHHOro
neKkapcTBEHHOro npenapara, Takasi BO3MOXHOCTb MpU3HaHa U B OTHOLLEHMM KOTOPbLIX NPOBEeAEHbl KIMMHUYECKMe
nccnegoBaHns, BbIMOMHEHHble 3a npegenammn  Poccuinckon ®depepaumm B COOTBETCTBUM C  MpaBunamu
Hagnexaller nabopaTopHOM MpPaKkTUKM W OpaBuaamMy Hagnexawlen KIMHUYECKOW MNpaKkTWKKW, [AOnycKaeTcs
BKMNIOYEHNEe B COCTaB pasgena KIMHUYECKOW AOKyMeHTauum BMECTO OTveTa O pesynbTatax KIAMHUYECKUX
nuccrnegoBaHNn fiekapCcTBEHHOro npenapata Ans MeauuMHCKOro NpUMEHEHUd, npoBedeHHbIX B Poccuinckon
degepaumun, ot4yeTa O pesynbTatax KIMHUYECKUX UCCNedoBaHWM, BbIMOMHEHHbLIX 3a npegenamm Poccuinckomn
depepauuu.

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

17. B cnyvyae HenpeacTaBreHuMsi C 3asiBIEHWEM O TOCY[apPCTBEHHOW perncTpauum rekapcTBEHHOro
npenapaTa gnst MEAULMHCKOrO NPUMEHEeHUs JOKYMEHTOB, MOATBEPXAAIOLWNX YyNnaTy rocygapCTBEHHOM MOLUSUHbI
W ykazaHHblx B nyHkte 10 yacTu 2 HacTosilen cTaTbM, a Takke BblAaBaeMblX (NpefocTaBnAeMbix)
YNOMHOMOYEHHbIMU heaeparnbHbIMU OpraHamMn UCNONHUTENBHOW BNacTU LOKYMEHTOB (CBeAeHMUI), yKa3aHHbIX B
nyHkTax 3 1 4 yactn 4 HacTosWwen ctaTbu, YNOMHOMOYEHHbIN dheaepanbHbii opraH UCMOMHUTENbHOW BracTu
3anpawvBaeT yka3aHHble [OOKYMeHTbl (CBedeHus)) B nNopsgke MeXBeOOMCTBEHHOrO MHMOPMaLMOHHOMO
B3aUMOOENCTBUA.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

(vactb 17 B peq. PenepansHoro gakoHa ot 27.12.2019 N 478-93)

18. He ponyckaeTcsa MCnonb3oBaHMe B KOMMEPYECKUX LieNsAX MHOopMaLumn 0 pesynbtatax OKIMHUYECKUX
nccnegoBaHMM NEKapCTBEHHbIX CPEACTB U KIMHUYECKUMX WUCCNedoBaHMN JeKapCTBEHHbIX MpenapaToB Ang
MeAMLMHCKOro NpUMeHeHUs1, NpeacTaBneHHON 3asBuTenem Ang rocygapCTBEHHOW perucTpaumm nekapcTBeHHOro
npenapata, 6e3 ero corrnacus B TeYeHMEe LIECTM NET C AaTbl rocy4apCTBEHHOW perncrtpauumn pedepeHTHoro
nekapcTBeHHoro npenapaTta B Poccunckon ®egepaumm.

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

19. [depxatenb wnu Bnageney perncTpauumoHHOro yOOCTOBEPEHMSI NEKapCTBEHHOro npenaparta Ha
OMOTEXHONOMMYECKUIA NN opdhaHHbIN NeKapCTBEHHbLIN NpenapaT 006s13aH NpPeaoCcTaBNsaATb HAa BO3ME3QHOW OCHOBE
obpasubl pedepeHTHOro NEeKapCTBEHHOro npenapata 3asBuTensM Ofs  NpOBeAeHUs  KITMHUYECKMX
nccnegosaHmn. CtommocTb obpasua pedepeHTHOro fekapCTBEHHOrO npenapara, BKIIHOYEHHOr0 B MNEPEYEHb
XW3HEHHO  HEOOXOOMMbBbIX W BaXHEWWMX JIEKapCTBEHHbIX MpenapatoB, He [OfkKHa nNpeBbiWaTh
3aperncTpupoBaHHy0 NpeaenbHY OTMNYCKHYK LUeHy Ha pedepeHTHbIN NeKkapCTBEHHbIN nNpenapaT Unu LieHy Ha
neKapCTBEHHbIN NpenapaT B CTpaHe NpoM3BoaUTENS.

(vacTb 19 BBegeHa deaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

20. 3asBneHne o rocygapCTBEHHOW perucTpauuy BOCNPOM3BEAEHHOrO NeKapCTBEHHOro npenapata Angd
MEeOULMHCKOTO MPUMEHEHUS MOXET ObiTb MO4AaHO B YNOMHOMOYEHHbIW dhedeparnbHblli opraH UCMONHUTENbHOM
BMacTW, OCYLUECTBSALWUA FOCYyAapCTBEHHYIO PerMcTpaumio fekapCTBEHHbIX MpenapaTtoB, MO UCTEYEeHUM
YyeTblpex feT ¢ AaTbl rocy4apCTBEHHON pernctpaummn pedepeHTHOro nekapcTBeHHOro npenaparta B Poccuickon
degepauum.

(vacTb 20 BBegeHa deaeparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)

21. B3asBneHrMe 0O rocyaapCTBEHHOW perncrtpauum 6GuoaHanoroBoro (6MonogobHOro) nekapCTBEHHOMO
npenapata (bvoaHanora) mMoxeT ObiTb MOAAHO B YMOMHOMOYEHHbIM (heaepanbHbll OpraH WUCMONTHUTENbHOM
BMacTh, OCYLUECTBMSIOWMA rOCYJAPCTBEHHYIO PErMcTpaumio JIEKapCTBEHHbIX MpenapaTtoB, MO UCTEYEHUN TPex
neT Cc patbl roCydapCTBEHHOM perucTpauum pedepeHTHOro fekapCcTBEHHOro npenapata B Poccunckon
depepayuu.

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

22. [epxaTenb wnu Briageney perucTpauMoHHOro yOOCTOBEPEHMS TEKapCTBEHHOro mnpenapaTa
npegcraBnsaeT B YNoSIHOMOYEHHbIM doeepanbHbli OpraH MCNOSTHUTENBHOM BacTX, OCYLLECTBASOWNA (PyHKUUK
Mo KOHTPOMK WM Hag3opy B cdepe 34paBOOXpaHEeHUsl, OTYET MO pesynbTataMm hapmakoHagl3opa OAuH pa3 B
LWeCTb MecsueB B TedeHue ABYX NeT Mocre rocygapCTBEHHOW perucrpaumm rnekapcTBEHHOro npenaparta B
Poccuiickon depepalmm, exxerogHo B TedeHre nocrneayoLwmx Tpex neT n B JanbHenwemM oavH pas B NATb nerT.
(vacTb 22 BBeaeHa defepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

Crtatbs 19. MpuHATUE pelleHUs O Bblgave 3KCMEPTHOMY yYpeXAeHWIo 3adaHusi Ha npoBeAeHue
3KCMepTU3bl NEKapCTBEHHOrO cpeAcTBa
(B pen. PepepanbHOro gakoHa ot 22.12.2014 N 429-93)

1. B TeyeHve OecsaATn paboumx AHEN CO OHSA MPUHATUS 3asBIIEHUS] O TOCYAapCTBEHHONW perucrpaumu
NeKapCTBEHHOro npenapata COOTBETCTBYIOLMIA YNONTHOMOYEHHbIN dhedepanbHblii opraH  WUCMONHUTENbHOM
BIAcTU TMPOBOAMT MPOBEPKY MOSHOTHI, AOCTOBEPHOCTU U MPaBUNbHOCTU OGOPMIIEHMST MpPeACcTaBleHHbIX
JIOKYMEHTOB PerncTpaLmnoHHOro A4oCke Ha NeKapCTBEHHbIM npenapar U NpuMHMMaeT pelleHre O Bblaaye 3agaHus
Ha npoBedeHwue:

1) 3KcMepTM3bl [OOKYMEHTOB, MPEeACTaBMeHHbIX AN  onpedeneHns BO3MOXHOCTM — paccMaTpuBaTb
NeKapCTBEHHbIN NpenapaT asisi MEAVLUMHCKOTO NMPUMEHEHNS MPY OCYLLIECTBIIEHUM FOCYAAPCTBEHHON perncTpaumm
B kKa4yecTBe ophaHHOro fekapCTBEHHOro Npenapara;

2) QKCMNEPTU3bl NNIEKAPCTBEHHOIO CpeacrtBa B 4YaCTh 3KCNEPTU3bl KayeCTBa J1€KapCTBEHHOro cpeacrtsa u
9QKCNEPTU3bl OTHOLLEHNA OXngaemomn nosnb3abl K BO3MOXHOMY PUCKY NPUMEHEHNA NEeKapCTBEHHOIO nNpenapara ans
MeaULIMHCKOIro nNnpuMeHeHus;

3) QKCMNEPTU3bl NMEKAPCTBEHHOIO CcpeactBa B 4YaCTh IKCNEPTU3bl KayeCTBa J1€eKapCTBEHHOro cpeacrtea U
9KCNEPTU3bl OTHOLLEHNA 0Xnoaemomn nosnb3abl K BO3MOXHOMY PUCKY NPpUMEHEHNA NEeKapCTBEHHOIO nNpenapara anA
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

MEOMLMHCKOTO NPUMEHEHNST B MOPSAKE YCKOPEHHOW npouedypbl 3KCNepTU3bl JeKapCTBEHHbLIX CPeAcCTB B
COOTBETCTBMM CO cTaTben 26 HacToswero PeaepanbHOro 3akoHa;

4) 9KCMNEepPTU3bl NNEKAPCTBEHHOIO CpeacTtBa B OTHOLUEHUU NTEKApPCTBEHHOIO npenapara And BeTepunHapHOro
NPUMEHEHMUA.

2. YNOnMHOMOYEHHbIN hefepanbHbli OpraH UCMOMHUTENBLHON BNacTM yBeOOMIISeT B AMNeKTPOHHOW dopme
nnu Ha ByMaxxHOM HocuTene 3asABUTENS U IKCMEPTHOE YUPEXAEHME O NPUHATOM PeLLUeHNM O Bbiaade 3aJaHuni Ha
npoBefeHne 3KCnepTus, NPeayCMOTPEHHbIX YacTblo 1 HacTOsILLEN CTaTbu, U B Cnyvyae HeobXoAMMOCTM O Bblaaye
paspelleHns Ha BBO3 B Poccuiickyto defepaumnio KOHKPETHOW MapTum, Cepuu 3aperncTpupoBaHHbIX M (Unu)
He3aperncTpMpoBaHHbIX JIEKapCTBEHHbIX CPeAcTB nnv 06 oTkase B NpoBeOeHUN NpegyCMOTPEHHbIX 3KCMepTu3 C
yKasaHveM NpuYmH Takoro oTkasa.

3. B cnyyae BbISIBNEHUss OTCYTCTBUS WM HEOOCTOBEPHOCTM WHGOpMauuuM, coaepxallencs B
npeacTaBrneHHbIX 3asBuTenemM OOKYMEeHTaX, YMNONHOMOYeHHbIV dedeparnbHbli OpraH UCMOMHUTENBHON BRacTu
HanpaenseT 3asBWUTEN0 3anpoc 00 YTOYHeHuW 3TOM wHdOopMaumu (Janee - 3anpoc YNOITHOMOYEHHOro
degepanbHOro opraHa WCMOMHWUTENbHOW BriacTu), KOTOPbIM MOXeT ObiTb nepegaH  YNnosIHOMOYEHHOMY
npeacraBuUTenio 3adaBuUTeNA NIMYHO No4 pacnucKy, HanpabBrieH Nno noyte 3aka3HbiM NMUCbMOM WU nepefaH B
ANEKTPOHHON opMe MO TenekoMMYHMKAUMOHHbIM KaHanam c¢Ba3n. B cnyyae HanpasneHus 3anpoca
yMNonHOMOYeHHOro defeparnbHOro opraHa UCMNOMNHUTENbHOW BNAcTu No NoYTe 3akasHbIM NMMCbMOM OH CUUTaeTCs
MOSTy4YEeHHbIM MO NCTEYEHMU LLIECTN AHeN C AaTbl HanpaBneHns 3akasHoro nucbma.

4. 3aasutenb 00s3aH npeacTtaBUTb OTBET Ha 3anpoc YMNONHOMOYEHHOro dhefdepanbHOro opraHa
NCMNOSHMTENBHOW BNacTM B CPOK, He MpeBblalLWni geBAHOCTa pabounx gHen co OHs ero nonyyeHusi. Cpok,
yKkasaHHbIi B YacTu 1 HacTosLllen cTaTbW, NMPUOCTaHaBMNMBAETCS CO [AHS HaMpaBreHUs 3asBUTEMNO 3arnpoca
YMONTHOMOYEHHOro dheepanbHOro opraHa UCMOMHMTENBHOW BNAcTU A0 OHS MOJTyYEHMS UM COOTBETCTBYHOLLENO
oTBeTa.

5. OcHoBaHVeM NSl 0TKasa B opraHM3auumy 3KCNepTus, npeaycMOTPEHHbIX YacTbio 1 HacTosieln cTaTby,
ABNSeTCA npeacTaBfieHne HeobxoOWMbIX ANs MPOBEAEHUs NpedyCMOTPEHHbIX 3KCMepTU3 [OOKYMEHTOB B
HernonHoM oObeMe WNM HenpeacTaBlieHne 3asiBUTENeM B YCTAHOBMIEHHbIE CPOK OTBeTa Ha 3anpoc
YNOSTHOMOYEHHOTO dhefepanbHOro opraHa WUCMONHUTENBHOM BIacTu, a Takke NpeAcTaBfeHne OOKYMEHTOB, He
coaepXallnx NcYepnbiBatoLLEro NepeYHsi He0OX0AMMbIX CBEAEHWIA.

6. MNpu oTkase B opraHM3auLMKM 3KCNEPTU3bl, NPESYCMOTPEHHOM MYHKTOM 4 YyacTu 1 HacTosilen cTaTbM,
OOKYMEeHTbI, BXOAsLNe B COCTaB PerMcTpaLMoHHOrO A0Cbe Ha NeKkapCTBeHHbIW npenapaT Ans BeTepuHapHoro
NPVYMEHEHMs, MOTyT ObiTb BO3BpALLEHbI 3asBUTENO Ha OCHOBAHWMM €ro MUCbMEHHOTO 3anpoca, HarnpaBneHHOro B
YMOSTHOMOYEHHbIN hefeparnbHbIii OpraH UCMOMHUTENBHOW BNacTu B TedeHue Tpuauatyu paboumx gHem co AHs
NPUHATUSA  YNONTHOMOYEHHbIM  doefeparnbHbiM  OpraHOM WCMOMHUTENBbHOM BNacTu pelweHMs o6 oTkase B
opraHmsauuy Takon 3KCnepTusbl. YNOMHOMOYEHHBIN beepanbHbli opraH UCNONTHUTENBHOM BNacTn Bo3BpallaeT
3as8BMTENO yKa3aHHble OOKYMEHTbl B TeYEHMEe fecATM paboyumx AHEN CO AHSA MOSyYeHWst COOTBETCTBYHOLLENO
3anpoca 3aaBuTens.

(4acTb 6 BBegeHa PenepanbHbiM 3akoHoM oT 02.08.2019 N 297-03)

Ctatba 20. JkcnepTu3a [OOKYMEHTOB, TMpeACTaBleHHbIX ANs onpeaeneHUs BO3MOXHOCTU
paccMaTpuBaTb NeKapCTBEHHbLIN npenapat Ans MeAULMHCKOro MpPUMEHEHUs1 MpU  OocCyLUeCTBEeHUN
rocynapcTtBeHHOM perncTpaumnm B KayecTse opchaHHOro fiekapcTBEHHOro npenapara

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

1. OkcneptvMsa [JOKYMEHTOB, MNpPeacCTaBMNEHHbIX ANa OonpegeneHns BO3MOXHOCTM — paccMaTtpuBaTh
nekapcTBEHHbIN Npenapar A8 MeAULMHCKOro NPUMEHEHUS Npy OCYLLECTBEHUN roCyAapCTBEHHON perncTpauum
B Ka4yecTBe OpchaHHOro neKkapCTBEHHOro npenapaTa, COCTaBfEeHME KOMUCCUEW 3JKCMEPTOB 3aK/YEeHUs o
BO3MOXHOCTU UNN HEBO3MOXXHOCTM paccMaTpuBaTh JieKapCTBEHHbLIN NpenapaT Ansi MEAULMHCKOrO NpUMeHeHNUs
Mpy OCYLLECTBMNEHUN FOCYAAPCTBEHHOW pervctpaumm B KadecTBe OpchaHHOro IeKapCTBEHHOro npenaparta M
HanpaBfieHMe [aHHOrO 3aKM4YeHUss B YMOMHOMOYEHHbIN bedeparbHbIi OpraH WCMOSHUTENBHOM BRacTU
OCYLLECTBMSIOTCS B CPOK, HE MpeBblaloWni Tpuauatu paboumx OHEeW CO AHS MONYyYEHUs] SKCMEPTHLIM
yupexaeHmeM 3agaHus YNorHOMOYEHHOro defeparnbHOro opraHa WUCMONHUTENBHOM BracTM U B 3NEKTPOHHOMN
hopMe Mnm Ha BymakHbIX HOCUTENAX HEOOXOAMMBIX LOKYMEHTOB, YKa3aHHbIX B NyHkTax 1, 2, 5, 6, 10 yactTn 4 n s
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

yacTtu 7 ctaTbn 18 HacToswero CDe,D,epaanoro 3aKOHa.

2. [lokymeHTbI, cogepallnecs B perucTpaLnoHHOM OOCke Ha NEeKapCTBEHHbIM npenapaTt v nocTynMeLIne
Ha GyMaXHbIX HOCUTENSX B IKCMEPTHOE Y4YpexaeHue Ans OCYLECTBNEHUS WX 9KCMepTu3bl Ans onpeaeneHus
BO3MOXXHOCTM paccmaTpuBaTb JIEKapCTBEHHLIN Mpenapat Ans MeOMUMHCKOTO MPUMEHEHUSI B KayecTBe
opdhaHHOro nekapCTBEHHOro MpenapaTta, noAnexaT Bo3BpaTy B YMNONHOMOYEHHbIM dedepanbHblii opraH
UCMONTHUTENBHOW BIACTU OQHOBPEMEHHO C 3aKIMOYEHUSIMU COOTBETCTBYHIOLLMX SKCNEPTUS.

Cratba 21. PeweHuMe O BO3MOXHOCTM pacCMaTpuBaTb JleKapCTBEeHHbIM npenapaTr npu
OCyLLEeCTBIIEHUU rocyaapCTBEHHOM perncTpauum B Ka4ecTee opcpaHHOro feKapcTBEHHOro npenapara
(B pen. PepepanbHoro zakoHa ot 22.12.2014 N 429-03)

1. B cpok, He npeBbialWni NSt paboumx HEW CO OHA NOMNyYEeHUS 3aKYEHUs, YyKa3aHHOro B Yactu 1
ctatby 20 HacToswero PengepanbHOro 3akoHa, yNosIHOMOYEHHbIN dpeaeparnbHbI OpraH NCNOSTHUTENBHOW BNacTu
OCYLLECTBMSAET OLEHKY MOMYyYEeHHOro 3aKioYeHns Ans onpegeneHns ero COOTBETCTBMSA 3a4aHNI0 Ha NpoBeaeHne
COOTBETCTBYIOLLEN 3KCNepTU3bl U yBEOOMIISET 3asBUTENS B ANEKTPOHHON hopMe nnu Ha BymMakHOM HocuTene o
pesynbTatax MNpPOBEAEHHOW 3KCNepTusbl C MNPUIIOXEHUEM KOMUU 3KCMEPTHOrO 3aKrovYeHus (C CoxpaHeHuem
KOHMAEHUMANbHOCTN NHAOPMALMN O COCTaBe 3KCMEPTHOM KOMUCCUM) U O BO3MOXHOCTU MITM HEBO3MOXHOCTM
paccmaTpvBaTb  fIEKAPCTBEHHbLI Mnpenapar And  MeOWUUHCKOrO  MNPUMEHEHWsT MNpuM  OCYLLECTBIEHUM
rocygapCTBEHHON perncTpaumm B kayectse opaHHOro fiekapCTBEHHOrO npenapara.

2. MNpn BbIHECEHMM KOMWUCCUEWN IKCMEPTOB 3AKITOYEHUS O BO3MOXHOCTU paccMaTpuBaTh NEeKapCTBEHHbIN
npenapaTt 4ng MeLWUUHCKOrO NMPUMEHEHUS MPW OCYLLECTBEHUW TFOCYLAPCTBEHHOW PperucTpaumm B KayecTBe
opchaHHOro nekapcTBEHHOrO npenaparta YNoNHOMOYEHHbIM dedepanbHbIi OpraH MCMOMHUTENbHON BAAacTu B
CPOK, HE MPEBbLILLAKLNA NATU paboumx OHEN CO OHS MOSlyYeHUs aHHOTO 3aKITYEHUs], NPUHNUMAET peLleHne o
Bbldaye 3a4aHus Ha NpOBEAEHME SKCMEPTU3bl KavyecTBa JIEKapCTBEHHOrO CPeACcTBa U 3KCNEepPTU3bl OTHOLLEHUS
OXMOAEMOW MOMb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUSI NEKApCTBEHHOro npenapata Angd MeguuuHCKOro
NPUMEHEHNsT B MNOPSIAKE YCKOPEHHOW Mpoueaypbl 3KCNEepTU3bl NeKapCTBEHHOIO0 CpeacTBa B COOTBETCTBUM CO
crtatben 26 HacTosiwero PegepansHOro 3akoHa.

3. B cnyyae nNpuHATMSA pelleHus O HEBO3MOXHOCTU paccmaTpuBaTh fekapCTBEHHbI npenapaTt Ans
MEeOULMHCKOTO MPUMEHEHUS MpU FOCYyAapCTBEHHOW perucTpauum B KadvecTBe OpdaHHOro JieKapCTBEHHOro
npenapaTta YMNOMHOMOYEHHbIV deaepanbHbIl  OpraH UCMOMHUTENbHOW BRacTM MpekpallaeT npoueaypy
rocygapCTBEHHON perucTpaunm nekapCTBEHHOro npenapaTta. 3asiBuTenb BnpaBse obpaTUTbCA B PEMMCTPUPYHOLLMIA
OpraH c 3asiBliEHNEM O rOCyAapCTBEHHOW perucTpaumy yKkasaHHOro fiekapCTBEHHOMO npenaparta B COOTBETCTBUU
co ctatben 18 HacTosiwero ®egepanbHOro 3akoHa.

Crtatbs 22. YTpaTtuna cuny ¢ 1 uronsa 2015 roaa. - ®eaepanbHbiv 3akoH oT 22.12.2014 N 429-D3.

CrtaTbs 23. dKcnepTM3a KayecTBa NleKapCTBEHHOro CpeAcTBa U 3KCNepTU3a OTHOLLEHUs1 OXuAaeMoMn
Nonb3bl K BO3MOXHOMY PUCKY NTPUMeEHeHUs NeKapCTBeHHOro npenaparta ans MeAULMHCKOro NpUMeHeHus
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. OkcnepTnsa kayecTBa NEKAPCTBEHHOrO CpPeacTBa M 3KCMEepTM3a OTHOLUEHMSI OXMOAAEMOMW MOMb3bl K
BO3MOXHOMY PUCKY NMPUMEHEHUSA NeKapCTBEHHOro npenaparta Afs MeOULUHCKOrO NpUMEHEHWsi, CoCTaBneHune
KOMUCCUSIMM  3KCMEPTOB  3aKMOYEHM MO pes3ynbTataM MNpPOBEAEHHbIX 3KCMEpPTU3 W  HanpaefeHue 3TuX
3aKIMOYEHWIN B YMONTHOMOYEHHbIA hefeparnbHbIi OpraH UCMOMHUTENBbHOW BNAcTy OCYLLECTBISIOTCS B CPOK, He
NpeBbIaLLNA CTa AeCATU paboyumx OHEW CO OHS MOMyYeHWUst SKCMEPTHbIM YYpexaeHNeM COOTBETCTBYIOLLErO
3afaHusa YNonHOMOYEHHOro defepanbHOro opraHa UCMOMTHUTENBHOM BRacTM U HeobXoouMMbIX OOKYMEHTOB B
ANEKTPOHHON hopMe NN Ha ByMadkHbIX HOCUTENSX.

2. B TeyeHne pesBsAHOCTa OHen cCO AHA nony4yeHna peweHua ynosIHOMOYEeHHOro cbep,epaanoro opraHa
NCMNONHNTENBHON BracTn O nposegeHnn akcnepTns, npeayCMoTpeHHbIX YacTbio 1 HacTosLWEeNn cTaTby, 3asBUTENb
npeacrtaeBndeT B 3KCNepTHoe y4dpexaeHune Ond npoBefeHua 3KCnepTu3bl KadeCTBa NeKapCTBEHHOro cpeactea
06pasu,b| NekapCTBeHHOro npenapara Anda MeauuuHCKOro npumMeHeHua, npou3seeHHOro B COOTBEeTCTBUU C
Tpe6OBaHI/IF|MM ONbITHO-NPOMBbILLUINTEHHOIO n (MJ'II/I) NPOMbILLJIIEHHOIO pernamMmeHToB, YTBEPXOEHHbIX
pykoBoauTenemM npoun3BoanTeNna JekKapCTBEHHbIX CPpenCTB, a TakKkKe B COOTBETCTBYHLUX cCry4daax o6pasu,b|
cbapmaueBqueCKon Cy6CTaHLI,VIVI, TeCT-lUTaMMa MUKPOOPraHM3mMoB, KYyJlbTypbl KIEeTOK, o6pa3u,b| BellecCTB,
npuMeHdaeMblX AnA KOHTPOJid Ka4vecCcTBa J1IeKapCTBEHHOro cpencrtBa nytem CpaBHEHUA C HUMU Uccrneayemoro
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

J1eKapCTBEeHHOro cpeacTBsa, B KOJIN4YecTBax, HeobxoaMMbIX aAns BocnpounsseaeHnda MetTogoB KOHTPOJ1A KayecTBa.

3. Mpu nonyyeHnn obpasLoB NekapCTBEHHOrO npenaparta 1 apmMaueBTU4eckon cybcTaHLMmn aKCnepTHoe
yupexaeHue BblgaeT 3asiBUTENO LOKYMEHT, MOATBEPXKOAIOLWUA NofnyvyeHne ykasaHHbIX 06pasLoB, U B CPOK, He
npesbiaLWLni Tpex paboynx gHEN, yBeOOMISET B 3NIEKTPOHHOW hopMe unm Ha BymaxHoM HocuTerne ob aTom
YNOSTHOMOYEHHbIN doeaepanbHbI OpraH NCNOSTHUTENBHOM BACTMU.

4. YkasaHHble B 4YacTax 2 M 3 HacToslllel cTaTbW CPOK AN npeacTaBreHust 3asiBUTeneMm obpasLoB
nekapCTBEHHOro npenapaTa u dhapmaLleBTUYECKON CyOCTaHLUM N CPOK YBEAOMIIEHUS AKCMEPTHLIM YUYpEeXAEHNEM
06 aTtom Ha OymaxHOM HOcCuTEene YNONHOMOYEHHOro dedepanbHOro opraHa WCMOMHUTENBHOW BRactu He
BKITHOYAKOTCS B CPOK NPOBEAEHMS SKCNEPTN3, NpeqyCMOTPEHHbIX YacTbio 1 HacTosILEeNn CcTaTbMm.

5. ﬂ,OKyMeHTbI, nocTynueLLIMe B 3KCNEpPTHOE ydpeXxaeHne Ond npoBeaeHnd 3KCnepTtmns, npeayCMOTPEeHHbIX
yacTblo 1 HacTosLen cTtatby, noanexar BO3BpaTy B yl'IOJ'lHOMO‘-IeHHbIIZ cbe,u,epaanbM opraH NCMNONHNTENBHOW
B1aCTth 0 AHOBPEMEHHO C 3aKITto4eHUAMN, NoJTy4YeHHbIMU NO pe3yJibTaTaM COOTBETCTBYHOLLMX 3KCNEepPTUs.

Ctatbs 24. dkcnepTM3a KayecTBa NIeKapCTBEHHOro cpeacTBa M 3KCNepTM3a OTHOLUEHUS OXUOaeMOWn
nonb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUs1 FNeKapCTBEHHOro npenapata AnsA BeTepuHapHOro
npUMeHeHus

1. OKkcnepTM3a kayecTBa feKapCTBEHHOTO CpeAcTBa M 9KCMepTM3a OTHOLUEHWS OXMOAAeMOW Monb3bl K
BO3MOXXHOMY PWUCKY MPUMEHEHWS feKapCTBEHHOro rnpenaparta Ans BeTepuHapHOro MPUMEHEHWs, CoCTaBneHue
KOMUCCUSIMM 9KCMEPTOB 3aKNOYEeHU No pesyrnbTaTtaM yKasaHHbIX 3KCNepTU3 1 HanpasneHne Taknx 3aknioyeHun
B YMNOMHOMOY€EHHbIN dhedeparnbHbI OpraH UCMOMHMTENBHOW BRacTu OCYLLECTBAAIOTCSA B CPOK, HE MPEBbILLaoLLMM
cTa pecsatTm paboumx OHEN CO [OHHA MONyYeHUs1 SKCMEePTHbIM YYpeXAeHWeM 3afdaHust YNONHOMOYEHHOro
denepanbHOro opraHa UCMNOSIHUTENbBHOW BRAacTV C JOKYMEHTaMW, yKa3aHHbIMW B YacTu 3 cTatbu 17 HacTosILLero
PenepanbHOro 3akoHa.

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

2. B TeyeHve Tpuauatu paboumx OHEN CO OHS MOMyYeHUs1 peLleHust YNosIHOMOYEHHOro dedepanbHoro
opraHa WCMOSMHWUTENbHOM BNAcT O NPOBEAEHUN yKa3aHHbIX B YacTV 1 HaCTOsILEN CTaTbh SKCNEPTU3 3asaBUTENb
npeacTaBnsieT B 3KCMEPTHOE yupexaeHWe ANl NPOBEeAeHUst SKCMepTU3bl KavyecTBa JIekapCTBEHHOIO cpeacTBa
o6pasLbl feKkapCTBEHHOrO npenaparta Ans BeTepUHapHOro MpUMEHEHUS!, NMPOM3BEAEHHOro B COOTBETCTBUM C
TpeboBaHNSAMM TEXHONOMMYECKUX PErNTaMeHTOB, YTBEPXAEHHbIX PYKOBOAMUTENEM NPON3BOAUTENS NTEKAPCTBEHHbIX
cpeacTs, a Takke B COOTBETCTBYIOLLMX Cly4vasX TECT-LUTaMMbl MUKPOOPraHM3MOB, KyrbTypbl KNeTok, obpasupl
hapmareBTMyeckon cybcTaHumm, obpasubl BELECTB, NPUMEHSIEMbIE ANsi KOHTPOMNS KadecTBa feKkapCTBEHHOMO
cpencTea, B KOnuyecTBax, HeobxoanMbIX Ansi BOCNPOU3BEAEHMS METOA0B KOHTPONS KayecTsa.

(B pea. PegepanbHoro gakoHa ot 02.08.2019 N 297-93)

3. Mpun nonyyeHnn obpa3LoB NekapCTBEHHOrO npenapara u gapmMaueBTU4eckon cybcTaHLmMmn aKcnepTHoe
yypexaeHue BbiaaeT 3asBUTENI0 JOKYMEHT, NMOATBEPXKAaloWUiA NonyvyeHe ykasaHHbIx o6pasLoB, U B CPOK, He
npeBbilLaOWMN  Tpex pabouux pAHen, yBedoMnsieT B MUCbMeHHOW dopMe 06 3TOM  YMNOSTHOMOYEHHbIV
deaepanbHbI opraH NCNOSHUTENBHOW BNacTMu.

4. Cpok ans npeacraBneHus 3asiBuTenem obpasuoB NekapcTBEHHOro npenapaTta u dapmaueBTUYecKon
cybcTaHUuM 1 CPOK YBEAOMIIEHUS 3KCNEPTHBIM yypexaeHnem o6 3ToM B NMUCbMEHHON (hopMe YNOMHOMOYEHHOIO
denepanbHOro opraHa UCNOMHUTENbHOW BNACTK, yKa3aHHble B YacTaX 2 U 3 HAcTOsILLEeN CTaTbM, He BKITHOYaloTCA
B CPOK NMpOBeAeHUs YKasaHHbIX B 4acTu 1 HacTosALWen CTaTby 3KCNepTu3.

5. [OKyMEeHTbl, MOCTYNMBLUME B IKCMEPTHOE YyuYpexaeHue Ans NPOBEeAeHWs YyKasaHHbIX B 4Yactu 1
HacTosILLEN CTaTbW 3KCMNEepTU3, Noanexar Bo3BpaTy B YNOSIHOMOYEHHbIN deaeparnbHblii OpraH UCMNOSTHUTENbHOW
BMacTU OQHOBPEMEHHO C 3aKMOYEHUSIMU NO pe3yrnbTaTam ykasdaHHbIX 3KCNePTU3.

Crtatbs 25. [loBTOpHOE NpoBeAeHNe 3KCNepPTU3bl NeKapCTBEHHbIX CPeACcTB
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-$3)

1. B cny4vaax HegoCcTaTOuHOM OOOCHOBAHHOCTU UMW HEMOMHOThl 3aKIHYEHUs KOMUCCUK 9KCNepToB,
Haln4yma B HEM NPOTUBOPEYMBLIX OAHHbIX, (baﬂbCl/ICbVIKaLUAI/I BbIBOAOB 3KCNEPTU3bl NIEKAPCTBEHHOro cpeactea,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

COKpbITUSI OT YMOJSIHOMOYEHHOrO beaepanbHOro opraHa MCMOMHUTENBHOM BNAcTM OCHOBaHWA AN oTBoAda
aKcrnepTa BCNEACTBME €ro 3auHTEPECOBAHHOCTM B pes3ynbTaTax COOTBETCTBYHOLLEN IKCMEepTU3bl, Hanuuus
OaHHbIX O MpssMOM NGO KOCBEHHOM BMELLATENLCTBE B MPOLECC COOTBETCTBYHOLLEN 3SKCNepTusbl Nvu, He
y4acTBYyHLMX B €e MNpPOBEeOEeHUN, HO OKaslaBLUIMX BIUSIHAE Ha npouecc M pesynbTaTtbl €e npoBeAeHus,
YNOfMIHOMOYEHHbIM (befepanbHbIM  OpraHoOM WCMOSMIHUTENBHOM BMACTUM Ha3Ha4aeTCsl MOBTOPHAsd 3JKcnepTu3a
nekapcTBEHHOro cpeacTBa 1 (Mnu) aTnyeckas akcnepTmsa.

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

2. loBTopHas 3KchnepTM3a JeKapCTBEHHOr0 CpeacTBa MNPOBOAUTCS C y4eTOM pe3ynbTaToB paHee
NpOBEAEHHOW 3KCMEPTU3bl B CPOK, YCTAHOBIEHHbIN YNONTHOMOYEHHbIM ddedeparnbHbiM OpraHOM UCMONTHUTENbHOM
BMacTh 1 He MpeBbILLALWLMIA TpuaLaTn pabounx gHEN CO AHSA NOMyYeHUs SKCMEPTHLIM yYpeXxaeHnem 3agaHus Ha
npoBefieHne NOBTOPHON SKCNEPTU3bl TEKapCTBEHHOrO CpeacTaa.

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

3. ®uHaHcoBoe obecneyeHne BbLINOMHEHUS 3adaHWs Ha NPOBEAEHME MOBTOPHOW  3KCMEpPTM3bl
nekapcTBEHHOro CpeAicTBa He OCYLLECTBSETCS.
(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

Crtatbs 26. YcKkopeHHas npoueaypa 3KCnepTu3bl IEKapCTBEHHbIX CPeACTB

1. YckopeHHas npouenypa 3KCnepTuabl NEKapCTBEHHbIX CPEACTB B LIENsAX rocy4apCTBEHHOW permcrpawmm
NeKapCTBEHHbIX NpenapaToB NMPUMEHSETCS B OTHOLLIEHMM OpdaHHbIX NIEKAPCTBEHHbIX NpenapaToB, NEPBLIX TPEX
nekapCTBEHHbIX MpenapaToB, perucTpupyembix B Poccuiickon Pegepauum B KadecTBe BOCMPOU3BEOEHHbIX
NEeKapCTBEHHbIX MpenapaTtoB, O4YepedHOCTb KOTOPbIX OnpedensieTcs B COOTBETCTBMM C HOMEPOM U OaTomn
BXOOSLLUMX 3asiBIEHUA O TroCydapCTBEHHOM perucTpauuu JiekapCTBEHHbIX MNpenapaToB B pamMKkax OAHOro
MEXOYHApOAHOro HenaTeHTOBaAHHOIO HaMMEHOBaHUS NIEKapCTBEHHOrO Mpenapata  unvM  rpynnupoBOYHOrO
HanMMeHOBaHUA NIEKapCTBEHHOrO npenapaTta, U NeKapCTBEHHbIX NpenapaTtoB, NpegHa3HaYeHHbIX UCKMUYUTENBHO
ONsi NPUMEHEHNS HECOBEPLUEHHONETHUMU rpaXkaaHaMMu.

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

2. YckopeHHasi npoleaypa aKkcnepTuabl NeKkapCTBEHHbIX CPEACTB B LIENSX rocygapCTBEHHOW pernctpauum
NeKapCTBEHHbIX NpenapaToB He NPUMEHSETCS B OTHOLLEHUN:

1) GnoananoroBbix (6onogoOHbIX) NeKapCTBEHHbIX NpenapaToB (OMoaHanoros);
2) pedepeHTHbIX NNeKapCTBEHHbIX NpenapaToB (3a UCKINIYEHNEM OpdaHHbIX NeKapCTBEHHbIX NpenapaTos);

3) BOCMpOM3BEAEHHbIX NeKapCTBEHHbIX MpenapaToB (3a UCKIOYEHWEM MEPBbIX TPEX PErucTpupyemMbixX B
Poccuiickon depgepauum B KayecTBe BOCMPOU3BEAEHHBbIX JEKAPCTBEHHbIX MPEnapaToB W JIeKapCTBEHHbIX
npenaparos, npegHasHaYeHHbIX UCKMIOUYUTENBHO AN NPUMEHEHNA HECOBEPLUEHHONETHUMI rpaxaaHamu);

4) HOBbIX KOMGUHALMI 3aPErMCTPUPOBAHHBIX PaHee NeKapCTBEHHbIX NpenapaTos;

5) nekapCTBEHHbIX nNpenapatoB, 3aperncTpuMpoBaHHbIX paHee, HO MNPOM3BEAEHHbIX B  APYrux
nekapcTBeHHbIX dopMax B COOTBETCTBMM C MEepeyHeM HauMEHOBaHWWA NeKapCTBEHHbIX )OpM M B HOBOW
O03MPOBKe.

(vacTb 2 B peq. PenepansHoro gakoHa ot 22.12.2014 N 429-93)

3. YckopeHHas npouedgypa 9KCMepTU3bl  JeKapCTBEHHbIX CpPeacTB  MPOBOAMTCA MO PeLUeHUto
COOTBETCTBYIOLLErO YMONTHOMOYEHHOro (beaepanbHOro opraHa WCMNOMHUTENbHOW BnacTM Ha OCHOBaHWU
3asBMNeHUst 3asiBUTENs B CPOK, He MpeBblllallmMin BOCbMUAECATM paboumx AHen. [Mpu aTOM akcnepTmsa
JOKYMEHTOB, coepXallMxcsa B perucTpaLMoHHOM LOCbe Ha NeKkapCTBEHHbIN npenapar, NpoBOAUTCS B CPOK, HE
npesbilIaWNA  gecatn paboumx [OHeW, 3KCMepTM3a KadecTBa JIEKapCTBEHHOrO CPeAcTBa M 9KcnepTusa
OTHOLLIEHUA OXMOAeMOM MOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHMS NeKapCTBEHHOro npenapara npoBoaaTcs B
CPOK, HE MPEBbILLALLNNA LUECTUAECATM Ppabounx OHEN.

(4acTb 3 B pea. PeaepanbHOro dakoHa ot 22.12.2014 N 429-93)

3.1. B oTHoweHun opdaHHbIX JeKapCTBEHHbIX MpenapaTtoB MOryT OblTb NpeAcTaBrieHbl pe3yrbTaTbl
OOKIMUHUYECKUX WCCINEAOBaHUA JIEKaPCTBEHHbIX CPEACTB W KIIMHWYECKMX WCCRedOoBaHWM NeKapCTBEHHbIX
npenapatoB AN MEAMUMHCKOrO MpUMEHEHMS!, BbINOMHEHHbIX 3a npedenamu Poccuiickon depepauun B
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

COOTBETCTBMM C MpaBuriaMym Haanexailen nabopaTopHOW MPakTUKM M MNpaBuiamMu Hagnexalwen KIMHUYeCcKon
NPaKTUKN.
(vactb 3.1 BBegeHa PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

4. YckopeHHas npoleypa aKCcnepTusbl NeKapCTBEHHbIX CPeacTB NPOBOAUTCA B Nopsake, YCTAHOBIIEHHOM
ctatbamn 17 - 20, 23 n 24 Hactosiwero degepanbHOro 3akoHa, M He O3HA4YaeT CHWKeHUs TpeboBaHUM K
©e3onacHoCTH, KayecTBy U 3PEKTMBHOCTUN NEKAPCTBEHHbIX NpenapaTos.

Cratba 27. PewueHue o rocyaapCcTBEHHON perucTpaumm nekapcTBeHHOro npenapara

1. B cpok, He npeBbIWaoWmi Aecatn pabounx OHEN CO OHSA MOMyYeHMs 3aKMOYEHUI KOMUCCUKN SKCNEPTOB
no pesynbTaTam 3KCMepTU3bl KayecTBa JIEKapCTBEHHOrO CpeacTBa M 3KCMEPTM3bl OTHOLLEHWS OXUOAeMOoMu
Nnonb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUs] NEKAPCTBEHHOro npenapara, COOTBETCTBYHOLLMIA YNOSIHOMOYEHHbIV
denepanbHbIN opraH UCNOMHUTENBHOW BNaCTK:

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

1) pasmewaeTr Ha cBoeM odmumanbHOM canTte B ceTu "VIHTepHeT" COOTBETCTBYIOLLME 3aKITHYEHMS
KOMWCCUM 3KCMEPTOB U OCYLLECTBISAET UX OLEHKY Ansl OnpeferieHusl COOTBETCTBUS 3aJaHuio Ha npoBedeHue
3TUX IKCNEpPTUS3;

(n. 1 B pea. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) NpuHUMaeT pelleHne O rocyAapCTBEHHOM perMcTpaumu fiekapCcTBeHHOro npenapata unu o6 oTkase B
rocyapCTBEHHON PerncTpaLmmn NekapcTBEHHOro npenapara;

3) BHOCUT MpuW NPUHATUMU PELLEHUSA O FOCYAapPCTBEHHOW perncrpauumn nekapCTBEHHOro npenapara gaHHble
O 3aperucTpMpoBaHHOM fIEKapCTBEHHOM Npenapare, B TOM Yucie o bapmaueBTUYecKon cybcTaHumm, BXoasLen
B COCTaB JI€KapCTBEHHOrO npenaparta, B TFOCyAapCTBEHHbI pPeecTp IeKapCTBEHHbIX CPEeACTB U BbloaeT
3a8BMTENO0 PErMcTpauMoHHOe YAOCTOBEPEHWE feKkapCTBEHHOro npenapaTta, popMa KOTOporo yTBepXaaeTcs
YMNONTHOMOYEHHbIM  befeparnbHbiM  OpPraHOM  UCMOJSIHUTENbHOW  BracTW, COrfacoBaHHble  HOPMAaTUBHYHO
OOKYMEHTaUM0, HOPMATUBHBLIA AOKYMEHT, UHCTPYKLUMIO MO NMPUMEHEHMWIO NEKapCTBEHHOMO npenaparta U MakeThbl
NepBUYHONM YMAKOBKM M BTOPUYHOW (NOTPEOUTENBLCKOM) YNaKoBKN C yKasaHNMEM Ha HUX HOMepa PerMcTpaumoHHOro
yOOCTOBEPEHUS NEKapCTBEHHOIO NpenapaTa u gaThl ero rocyaapCTBEHHON perncTpauum unm B criyvyae npuHATUS
pelweHns o6 oTka3e B rocydapCTBEHHOW permcTpauuu NeKapCTBEHHOro npenaparta yBegoMnseT B NMCbMEHHOM
dopme 3asBuUTEnNs 06 3TOM C ykasaHMeM MPUYMH Takoro oTkasa. 3a BblAayy pPerMcTpauMoHHOro yAoCTOBEPEHUS
NeKapCTBEHHOrO npenapaTta B3WMaeTcsl rocyfapCTBEHHasi MOLUNMHA B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuiickon ®enepauum o Hanorax u cobopax.
(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

2. OcHoBaHvMeM [Ans oOTkasa B [OCYOapCTBEHHOW perucTpauuy nekapcTBeHHOro npenapata  Ans
MEOULMHCKOTO MPUMEHEHMST SIBMSIETCA 3aKiiOYeHWe COOTBETCTBYHOLLENO YMNONIHOMOYEHHOro dhepepansHoro
opraHa WCMONHUTENbHOW BracTM O TOM, YTO KayecTBO U (Mnn) 3GEKTUBHOCTL PErMCTPUPYEMOrO
neKkapcTBEHHOro npenapaTta Ans MeaUUMHCKOro NMPUMEHEHUST He NOATBEPXAEHbI MOMYYEHHBIMU AAHHBIMW UK
YTO PUCK MPUYMHEHWUS Bpeda 340POBLI0 YerioBeka BCREACTBME Npuema JlekapCTBEHHOro npenapata Ans
MEeONLMHCKOrO NpUMeHeHMs1 npeBbiaeT 3HEKTUBHOCTL EM0 MPUMEHEHMS.

(vacTb 2 B peq. PepepanbHoro 3akoHa ot 04.06.2018 N 140-93)

3. [loBTopHOE npeacTaBneHne B COOTBETCTBYIOLLMW  YNOMHOMOYEHHbIM  dbefepanbHbli  opraH
WCMOMHMTENBHOW  BRAcTU  JIEKapCTBEHHOrO npenapata, B OTHOLWEHUM KOTOPOro MoflyYeH oTka3 B
rocygapCTBEHHON permcTpaumMm 1 KOTOPbIA BMOCNEACTBMM MOOBEPICA M3MEHEHUI0 B 4acTu ero CcocTaBa,
paccmaTtpuMBaeTCs KaK MNpeAacTaBrieHMe HOBOro JIeKapCTBEHHOro nMpenapata Ha ero  rocyaapCTBEHHYHO
perncTpaumio He3aBnMCcUMO OT COXPaHEeHUs ero NePBMYHOrO HaMMEHOBaHWS.

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

4. MNpwv npegocTaBrneHnn 3asiBUTENEM B COCTABE PErMCTPALIMOHHOIO AOChE Ha JieKapCTBEHHbIN npenapat
ONsi BEeTePUHAPHOrO MPUMEHEHUS KOMUM PeLLEeHUs] YNOMTHOMOYEHHOro defepanbHOro opraHa MCMONMHUTENbHON
BMacT O NPOBEAEHUN WHCMEKTMPOBAHUS MPOU3BOAUTENS NEKAPCTBEHHBLIX CPEACTB CPOK NPUHSATUS PELLEHUs O
rocydapCTBEHHOW  pernctpaumMum  NekapCTBEHHOro  npenapata  Ans  BeTEpUHaAPHOrO  MPUMEHEHUS
NpUOCTaHaBNMBAETCA CO AHS MOMyYeHUs 3aKMYEHWUN, yKasaHHbIX B 4YacTM 1 HacTosielr cTaTbl, OO0 AHS
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

MPUHATMS YNOMHOMOYEHHbIM defepanbHbIM OpraHoOM MCMOMHUTENBHOW BacTu pelleHus O Bblgade unmn ob
OTKase B Bblgaye 3aknyeHus O COOTBETCTBUM MPOU3BOOUTENS NEKAPCTBEHHbIX CPeACcTB TpeboBaHMAM npasun
Hagnexallen NpomM3BOACTBEHHOM NPAKTMKN, HO HE Bornee YeM Ha CTO BOCEMbAECAT pabounx gHEN.

(vacTb 4 BBegeHa denepanbHbiM 3akoHoM OT 04.06.2018 N 140-03)

5. OcHoBaHvemM ansg oTkasa B [OCYyOapCTBEHHOM perucrpaumMmM IekapCTBEHHOro npenaparta [AJnis
BETEPMHAPHOrO NPUMEHEHUS SBMSETCS 3aKNoveHMe YNofIHOMOYEHHOro dheepanbHOro opraHa UCNoNMHUTENbHOM
BMNacTM O TOM, YTO KayecTBO M (Mnn) 3PPEKTUBHOCTb PErmcTpupyemMoro rnekapCTBEeHHOro npenaparta Ans
BETEPMHAPHOrO MPUMEHEHUS He MNOATBEPXAEHbl MOMyYEeHHbIMU AaHHBIMU UMW YTO PUCK MPUYMHEHUS Bpeaa
340POBbI0 XXMBOTHOrO BCMEACTBME MNpPUMEMA NEKapCTBEHHOro npenapaTta Ansi BeTePUHAPHOro NPUMEHEHUS
npesbilaeTr 3PEHEKTUBHOCTL  €ro  NPUMEHeHWsl, O0TKa3  YMOMHOMOYEHHOro  defepanbHoro  opraHa
WCMONHNTESNTbHOW BRacTW B Bblgade 3akfyeHUst O COOTBETCTBUM MPOU3BOAUTESNS NEKapCTBEHHbLIX CPeacTB
TpeboBaHMsIM MpaBuIl Hagnexawen nNpPou3BOLACTBEHHOW MPAKTUKM ONS KaXOoW MPOM3BOACTBEHHOM MoLanKu
perncTpmpyemMoro nekapCTBEHHOro npenaparta And BeTepUHapHOro NpUMeHeHUst B criyvyae, ecrnv npou3BoaCTBO
nekapcTBEHHOro npenaparta ANns BeTepMHaApPHOro MpUMMEHEHUs1 OCYLLEeCTBRseTca 3a npegenamu Poccunckon
depnepaLmm, Unu oTCYTCTBME TAKOro 3aKmnioveHus!.

(yacTb 5 BBegeHa PepepanbHbiv 3akoHoM oT 04.06.2018 N 140-93)

KoHcynbTaHTlIn0C: npumeyaHue.
O nopsigke © cpokax ornpefeneHvs B3aMMO3aMEHSIEMOCTWU JIEKapCTB JTEKapCTBEHHbIX MNpenaparos,
3apernctpmpoBaHHbix Ao 01.03.2020, cm. c1. 3 $3 o1 27.12.2019 N 475-03.

Cratbsa 27.1. B3anmosameHAEMOCTb NleKapCTBEHHbLIX NpenapaToB ANA MegULUUHCKOro NpMMeHeHuUs
(B pea. PenepanbHoro 3akoHa ot 27.12.2019 N 475-03)

1. B3aMmo3ameHsieMOCTb JIeKapCTBEHHbIX NpenapatoB Ans MeOULMHCKOrO MpUMEHEHWs onpegenseTcs
YMOSTHOMOYEHHbIM  ddeeparnbHblM  OpraHOM WCMOSTHUTENbHOW BIacTW, OCYLUECTBISAOWUM FOCYAapCTBEHHYHO
perncTpaumio nekapcTBEHHbIX NpenapaToB A4S MEANLMHCKOrO NMPMMEHEHUS, B paMKax OQHOr0 MeXAyHapoaHOro
HenaTeHTOBaHHOro (UNN XMMUYECKOro, NN rpynnMpoOBOYHOr0) HAMMEHOBAHUS Ha OCHOBE 3aKMioYeHUsS KOMUCCUM
3KCMNEepPTOB IKCMEPTHOrO ydpexaeHnss 0 B3auMO3aMeHSeMOCTU NeKapCTBEHHOro npenapara Ans MeauUMHCKOro
NPMMEHeHUs MO O TOM, YTO NEeKApPCTBEHHbIM MpenapaT Afis MeOUUMHCKOTO MPUMEHEHMS He SABMsSeTCs
B3aumo3amMmeHsiemMbiM. [lopagok onpedeneHus B3anMMO3aMEHAEMOCTM  JIeKapCTBEHHbIX MpenapaToB  Ans
MEOULMHCKOTO MpUMEHeHMs 1 (opma 3aKmioyeHUs KOMWCCUM JKCMEPTOB IKCMEPTHOrO  y4pexaeHus o
B3aMMO3aMEHSIEMOCTM JIEKAPCTBEHHbBIX MpenapaTtoB Afs MEOUUMHCKOrO MpuMeHeHusa nunbo o Tom, 4To
nekapcTBeHHbIM  npenapat Ans  MeAUUMHCKOro  NPUMEHEHUs He  SBMseTCs  B3auMO3aMeHSIeMbIM,
ycTaHaBnuBatoTcs MNMpaButensctBoM Poccunckon degepaumn.

2. Komwuccusi 3KCNepToB 3KCMNEPTHOrO yypexaeHns pfdaeT 3aknioyeHue O B3aumOo3aMeHAeMOCTU
nekapCTBEHHOro npenapara Ansg MeguumMHCKOro npuMeHeHus nbo O TOM, YTO NEeKapCTBEHHbIN npenapart Ans
MEOULMHCKOTO MPUMEHEHUS He SBNAEeTCs B3auMO3aMeHSIEMbIM, Ha OCHOBaHWW Cneayrowmx Kputepues
(xapakTepucTuk):

1) akBMBaneHTHOCTb (onst GuoaHanoroBbix (6MonoaobHbIX) NekapCTBEHHbIX nNpenapaToB (bnoaHanoros) -
COMOCTaBUMOCTb) KaYeCTBEHHbIX W KOMMMYECTBEHHbLIX XapakTepUCTMK dapmaueBTUYecKUx cybcTaHumn wunm
COMOCTaBUMOCTb aHTUIEHHOTO cocTaBa BakuUMH. VIcnonb3oBaHWe pasfuyHbIX conel, 3UpPOB, KOMMIIEKCOB,
N30MEpPOB, KpUcTannmnyeckmx ¢opm M OpyrMx Npou3BOOHLIX OOHOMO W TOrO Xe OEWCTBYHOLLEro BeLLecTBa He
ABNSETCA NPEnATCTBMEM AONSA OMNpeferieHnsi B3aumMo3aMeHSeMOCTM JIEeKapCTBEHHbIX MpenapaTtoB, ecnv npu
npoBedeHUn  uccregoBaHuss  OMOSKBMBANEHTHOCTM  FIeKApCTBEHHOrO  Mpenapata  wWnM  UccnefoBaHus
TepaneBTMYECKON 3KBUBAINIEHTHOCTU fEeKapCTBEHHOrO npenaparta goKa3aHO OTCYTCTBME KIMHUYECKN 3HAYUMBbIX
pasnuumin  hapmMakoKMHETUKM U (M) 3PdEKTMBHOCTM M ©e30nacHOCTM NeKapCTBEHHOro mnpenapara Ans
MEeOULMHCKOTO NPUMEHEHUS;

2) 9KBMBAseHTHOCTb JleKkapCTBEHHOM copMbl. [lod 9SKBMBANEHTHLIMU JIEKAPCTBEHHLIMK  hopMamu
MOHMMAOTCS pa3Hble NiekapCTBEHHble hOPMbI, MMEIOLLME OAMHAKOBbLIE CNOCOD BBEAEHWS 1 CMOCOO NpPYMEHEeHMs,
obnagaroLine conocTaBUMbIMU (DapMaKOKMHETUYECKMIN XapakTepucTkamu 1 papmakosiornyeckum geicTenem
n obecneuvBalollne Takke AOCTUXKEHUE HeoGXoaMMOro KNMuMHUYeckoro addekta. Pasnuumsa nekapcTBEHHbIX
copMm He SBMSAOTCA NPensTCTBUEM ANS ONpeeneHnsl B3aMO3aMeEHSIEMOCTU NIeKapCTBEHHbIX NpenapaToBs, ecnu
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

npu nNpoBeAeHUN UWCCrnedoBaHMs OVOIKBMBANEHTHOCTM JIEKapCTBEHHOrO Mpenapata WM UccnefoBaHus
TEepaneBTMYECKOW 3KBMBANEHTHOCTM NEKAPCTBEHHOIO MnpenapaTta 4oKa3aHO OTCYTCTBUE KIMHUYECKU 3HAYUMbIX
pasnuuuin  apmMakoKUHETUKM U (Mnn) 9PdEKTMBHOCTM M ©e30nacHOCTU NeKapCTBEHHOro mnpenapara Ang
MeaMLMHCKOro NpUMEHeHMS;

3) 9KBMBANEHTHOCTb MWIM COMOCTABMMOCTb COCTaBa BCMOMOraTeNlbHbIX BELEeCTB JIeKaPCTBEHHOIO
npenapata AnNs MeOWUUMHCKOrO MpuUMeHeHusl. Pasnunums cocTaBa BcroMoraTenbHbIX BeLecTB NeKapCTBEHHOro
npenapata He ABNSIOTCS NPEnATCTBMEM AN ONpefeneHns B3avMo3aMeHSEMOCTU NeKapCTBEHHbIX Npenaparos,
€Cnn npu NPOBEAEHUN UCCrefoBaHWs GUMOIKBMBANEHTHOCTM IEKapCTBEHHOrO Mpenapata WnuM UCCrefoBaHus!
TepaneBTUYECKOW 3KBMBANEHTHOCTM NeKapCTBEHHOro npenaparta [Joka3aHO OTCYTCTBUE KIUMHUYECKU 3HAYMMbIX
pasnuunii  hapMakoKMHETUKN U (MNn) 3chdeKTUBHOCTM M 6Ge30macHOCTM NeKapCTBEHHOro npenaparta Aass
MELMUMHCKOrO MNpUMEHEHUs. [pu HanmuuuM KIMHUYECKM 3HAYMMbIX pPasnvunii papMakoKUHETUKM U (Unn)
aheKTMBHOCTM UM 6Ge3onacHOCTM  NeKkapCTBEHHOro  npenapata Ans  MeOWUUMHCKOrO  NMpUMeHeHUs
B3aMMO3aMeHSeMOCTb ONpeaenseTcs ¢ ykasaHneM Ha UCKMoYeHWe OTAeNbHbIX rpynn nauueHToB;

4) NMOeHTUYHOCTb cnocoba BBegeHUs 1 cnocoba NMPUMEHEHUA;

5) cooTBeTCTBME MNPOU3BOAUTENS FEKAPCTBEHHOrO cpeacTtBa TpeboBaHMAM OpaBun  Hagnexallen
NpOn3BOACTBEHHOW NPaKTUKU.

3. OnpepeneHne B3aMMO3aMEHSIEMOCTU  BOCMPOM3BEAEHHbIX JIEKAPCTBEHHbIX MpenapaToB  Ans
MEOWLMHCKOrO MPUMMEHEHUs!, YyKa3aHHbIXx B 4actm 10 crtatbm 18 Hactosiwero deaepanbHOro 3akoHa,
ocyLlecTBnsieTca 6e3 Heo6xoaUMOCTM AoKa3aTenbCTBa X BMOIKBMBANEHTHOCTH.

4. OcobeHHOCTU OnpedeneHns B3auMO3aMeEHSEMOCTM OMONOrMYecknx rekapCTBEHHbIX MpenapaTos,
KOMOWHMPOBAHHbBIX JEKAapCTBEHHLIX MpenapaTtoB (codepXawmx KomOuHauuio AByxX M 6Gonee [eNCTBYHOLMX
BELLECTB), NEeKapCTBEHHbIX MpenapaToB Ans MnapeHTepanbHOro NMUTaHUS M HeAO3UPOBaHHLIX NEeKapCTBEHHbIX
npenapaToB ycTaHaBnmBatloTcs MNpaButenscteoM Poccunckon degepaumn.

5. OnpepeneHne B3anMo3aMeEHSIEMOCTU HE OCYLLECTBISETCA B OTHOLIEHWUMN NIEKAPCTBEHHbIX PACTUTESNbHbIX
npenapaToB, FOMeOoNaTUYECKNX NTeKapCTBEHHbLIX NPenapaTos.

6. (DOpMI/IpOBaHI/Ie nepeyvyHsa B3aMMO3aMeHAEMbIX JieKapCTBEHHbIX TMpenapatoB And MeguLMHCKOro
NPUMEHEHNA OCYLLECTBIIAETCA O3KCNepTHbIM YydpexXaeHnem nocpencresom 0b0beauHeHns J1eKapCTBEHHbIX
npenapartoB B OTAEJIbHble T[pynnbl, B Kakgon u3 KOTOPbIX JiIeKapCTBEHHbIE nMNpenapaTtbl ABIAKTCA
B3anmMmo3amMeHAeMbIMW.

7. B cnyyae BKMNIOYEHUS] B MHCTPYKUMIO MO MEAULMHCKOMY MPUMEHEHMIO NeKapCTBEHHOro npenapaTa Ha
OCHOBaHUW pe3ynbTaToB COOTBETCTBYHLIMX UCCMEA0BaHWIA NoKasaHui ANs NPUMEHEHNS!, KOTOpble OTNMYaloTCs
OT MOKasaHun pAns MpUMEHeHUs [pYrMx neKapCTBEHHbIX MpenapaToB M3 [pynnbl  B3anMO3aMeHAEeMbIX
NeKkapcTBEHHbIX NMpenapaToB, B NepevyHe B3anMO3aMeHSIEMbIX NEKapCTBEHHbIX NpenapaTtoB Ans MeAULMHCKOro
NPUMEHEHMS J0MKHa ObITh YKasaHa COOTBETCTBYOLAst MHopMaLus.

KoHcynbTaHTlnoc: npumeyaHue.

[MepeyeHb B3anmMo3aMeHAEMbIX NEKAPCTBEHHbIX MpenapaTtoB, B OTHOLLUEHWUM KOTOPbIX MMEKTCS pe3ynbTaThbl
nccrnegoBaHnin GUOSKBUBANEHTHOCTU UMM TEPANEBTUYECKOW IKBMBANEHTHOCTU, JOMMKEH ObITb chopmMmMpoBaH
1 pasmMelleH Ha oduumansHoM cante Munsgpasa Poccun oo 01.07.2020. (©3 o1 27.12.2019 N 475-93).

8. [lepeyeHb B3aMMO3aMEHSIEMbIX JIEKAPCTBEHHbIX MNpenapatoB Ans MEeOULMHCKOTO MNPUMEHEHUS
pasmellaeTca YMNorHOMOYEHHbIM dhedepanbHbiM  OpraHOM  UCMOMHUTENbHOW  BNacTh, OCYLECTBNSAOLLMM
rocyapCTBEHHYIKO PerncTpaumio fnekapcTBEHHbIX NpenapaTtoB And MeAWLMHCKOro MNpUMEHEHUs, Ha CBOEM
odumumanbHom cante B cetn "UHTepHeT". WMHopmaums B nepevyHe B3anMMO3aMEHSIEMbIX NEKapCTBEHHbIX
npenapatoB Ans  MEOWLUMHCKOrO  MNPUMEHEHWsT ODHOBMSETCA  yKa3aHHbIM  doedeparnibHbiM  OpraHoMm
NCMNOMHUTENBHOW BIACTU C y4ETOM HOBbIX 3apErMCTPMPOBAaHHBIX JTEKAPCTBEHHbIX NMpenapaToB 4718 MeAULMHCKOro
NPUMEHEHNST N BHECEHHbIX W3MEHEHWMM B [OOKYMEHTbl, COAepXallMecs B PErncTpaumMoHHbIX [O0Cbe Ha
3aperncTpupoBaHHble NeKapCTBEHHbIE Npenapathl 418 MeAULMHCKOro NPUMEHEHMS.
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"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

9. [opagok vcnonb3oBaHWs WMHQOPMauMn O B3aMMO3aMEHsieMblX JleKapCTBEHHbIX npenapatax Ang
MEeOULMHCKOTO NMPUMEHEHWS U MOPSAOK Aadn pasbACHEHU N0 BONPOCaM B3auMO3aMeHSEMOCTU NEKapCTBEHHbIX
npenapaToB Ans MeQULMHCKOrO NPUMeHeHNs ycTaHaBnmeatoTcs lNpasuTensctBoMm Poccuiickon deagepaumn.

KoHcynbTaHTlnoc: npumeyaHue.
Cpok peructpaumm nekapcTBeHHOro npenapara, uctekawowmi ¢ 15.03.2020 no 31.12.2020, npogneH Ha 12
mecsiues ([octaHoBnenue MNpasuTtensctea P® ot 03.04.2020 N 440).

CratbA 28. PernctpaunoHHoe yaocToBepeHue NieKapCTBEHHOro npenapara

1. PernctpauyoHHOe ya0CTOBEepeHne NekapcTBEHHOro npenapaTa C ykasaHWeM NekapCTBeHHbIX dopMm U
[O3MPOBOK BbIAAeTcsl 6eccpoyHO, 3a WCKIYEHWEM PErMcTpPaLMOHHOTO YOOCTOBEPEHUSl NeKapCTBEHHOro
npenaparta, BbldaBaemMoro CO CPOKOM [EWCTBUA MATb eT, Ha BrepBble pernctpupyemble B Poccuickol
degepaummn nekapcTBeHHble NpenaparThbl.

2. Tlo wncTeyeHum ykaszaHHOrO B YacTu 1 HacTosAwen cTaTbM Cpoka BblgaeTcss ©GeccpoyHoe
perncTpaumoHHoe yOOCTOBEpPEHME NeKapCTBEHHOro npenapata npyv  YCNOBMM  NOATBEPXKAEHMS  ero
rocyapCTBEHHOW perncTpaumm.

3. B cnyyae BHeceHuss B cootBeTcTBUM co cTaTbsamu 30 u 31 Hactosiwero denepanbHOro 3akoHa
NU3MEHEHN B COAEpXaljmecs B PerMcTpauMoHHOM [OCbe Ha 3aperMcTpuMpoBaHHbIN NEKAPCTBEHHbIV npenapar
OOKYMEHTbI, 3aTparMBalolLnX CBeAEHUsl, OTpaXeHHble B PEerncrpaumoHHOM YAOCTOBEPEHUN FEeKapCTBEHHOro
npenapaTa, yNnofHOMOYEHHbIN dhefepanbHblii opraH UCMOMHUTENbHOW BNACcTU BblJaeT HOBOE peructpauuoHHoe
yOOCTOBEPEHUNE NIEKAPCTBEHHOMO Npenapara, cofepxallee BHECEHHbIE B HEMO N3MEHEHNS.

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

4. B cny4ae yTpaTtbl U NoBpeXAEHUS permcTpaunoHHOro yaocToBEPEHMS NeKapCTBEHHOroO npenapara no
3a8BneHno B MUCbMEHHOW popMe [fepxaTens wnu Briagenbla perucTpaLMoHHOro  yAoCTOBEpEeHUs
NeKkapCTBEHHOrO npenaparta Wiy YNoriHOMOYEHHOrO UMW APYroro Hpuamnyeckoro nvua o Bblgade aybrnuvkara
pPerncTpaumoHHOro YAOCTOBEPEHUSA JEKAapCTBEHHOrO npenaparta YMNOoNHOMOYEHHbIM diegepanbHbIl - opraH
WCNOSTHUTENBHOW BNACTU B CPOK, HE MPEBbLILWAKLWNA AecAaTn pabounmx OHEN CO AHS MOCTYMIEHUs 3asiBNEHUs,
BbldaeT aybnukat perncrpaumoHHOro yAOCTOBEPEHUS feKapCTBEHHOro npenaparta. 3a Bblgady aybnuvkarta
perncTpaumoHHOro YyAOCTOBEPEHUS NEeKapCTBEHHOro npenapaTta B3MMaeTCs roCyfapCTBEHHas NownvHa B
COOTBETCTBMM C 3akoHoAaTenbCcTBOM Poccuiickon ®egepaumm o Hanorax u cbopax.

(4acTb 4 BBeaeHa PeagepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

KoHcynbTaHTlInoC: npumeyaHue.
Cpok peructpauumn fnekapcTBeHHOro npenapata, ucrekarowmn ¢ 15.03.2020 no 31.12.2020, npoaneH Ha 12
mecsiueB (MoctaHoBneHue MNpaButensctea PO ot 03.04.2020 N 440).

Cratbsa 29. NoagrBepXxAaeHMe rocyaapCTBeHHOW perucTpaumm nekapcTBeHHOro npenapara
(B pea. PenepanbHoro zakoHa ot 22.12.2014 N 429-03)

1. MoaTeepxaeHne rocygapCTBEHHOM perucTpauuy nekapcTBEHHOro npenapaTta OCyLIeCTBRAsSeTcs npu
Bblgavye 6eccpoyHOro permcTpaumoHHOro yooCTOBEPEHMS FIeKapCTBEHHOrO npenaparta B cry4vae, yka3aHHOM B
Yyactu 2 ctaTtbu 28 HacTodwero ®efepansHOro 3akoHa, B CPOK, He MPEBbIWALWNA WecTuaecaTu paboymx gHewn
CO [AHSA NOMNy4YeHUs COOTBETCTBYIOLMM YMNOMHOMOYEHHbIM defeparnbHblM OpraHoM WCMOMHUTENbLHON BnacTu
3asBreHns 0 NOATBEPXKAEHUN roCygapCTBEHHON perncrpauumn nekapcTBeHHoro npenapaTta. He ocylwectenseTcs
noaTBepPXaeHe rocyaapCTBEHHON perncTpaumm B OTHOLLIEHUU NEeKapCTBEHHOro npenapaTta, He HaxoAMBLUIErocs
B obpalteHnn B Poccuiickon defepaunm B TeHeHUe Tpex n dornee neT, a Takke B OTHOLLIEHWM JIEKapCTBEHHOMO
CpeAcTBa, NPOU3BEOEHHOrO C HapylleHnem TpeboBaHusl, YCTAaHOBMEHHOIO YacTbio 3.7 cTaTtbl 71 HaACTOSLErO
depepanbHOro 3akoHa.

2. 3asiBneHve O MNOATBEPXOEHUM TOCYAAPCTBEHHON perucTpaumMn rnekapcTBEHHOro mnpenaparta Ans
MEAMLMHCKOrO MPVMMEHEHUS] MPEACTaBNseTCs B COOTBETCTBYIOLLMIA YMONHOMOYEHHbI hedeparnbHblii opraH
WCMONHUTENBHOM BNacTM He paHee Yem 3a CTO BOCEMbAECAT [OHel [0 WCTeYEeHUs Cpoka [OeicTBUS
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

PerncTpaumMoHHOro YA0CTOBEPEHMS NTEKAPCTBEHHOIO Npenaparta Ans MeguuUHCKOro NpUMeHeHNs.
(B pea. PegepanbHoro gakoHa ot 02.08.2019 N 297-$3)

2.1. 3asiBrneHne O MOATBEPXOEHWM TOCYAapCTBEHHOW pErMcTpauMm JekapCTBEHHOrO Mpenapata Aang
BETEPVMHAPHOIO NPUMEHEHUS] MPeacTaBnseTcd B COOTBETCTBYHOLUMIA YNOMHOMOYEHHBIN doefeparnbHbIil opraH
WCMONTHUTENBHOM BIAacTM He paHee YeM 3a CTO BOCEMbAECAT [OHEW OO0 WCTEeYEeHMs1 cpoka [OeNcTBus
perncTpaumoHHOro yaoCTOBEPEHUS NNEKAPCTBEHHONO NpenapaTa A41s BeTEPUHAPHOro NPUMEHEHUS 1 He Nno3gHee
OKOHYaHWUSA CpOKa ero encTaung.

(vacTb 2.1 BBegeHa depepanbHbiM 3akoHoM oT 02.08.2019 N 297-03)

3. MoaTBepxaeHWe rocyaapCTBEHHOW perucTpauMu neKapcTBEHHOrO MpenapaTa OcCyLlecTBrnseTcs Mo
pesynbTataMm aKCnepTn3bl OTHOLUEHUS OXMUAAEMOW MOfb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS NeKkapCcTBEHHOro
npenapata Ha OCHOBaHUW pe3ynbTaToOB MOHUTOpPUHra 3pdekTMBHOCTM M 6e30nacHOCTM feKapCTBEHHOro
npenapaTa, NPOBOAUMOrO AepXXaTeneM Unu BragenbLeM PerncTpauuoHHOro YAOCTOBEPEHUS! NIEKapCTBEHHOMO
npenaparta fnMbo YrnorHOMOYEHHbLIM UMW HOPUANYECKMM FULOM, @ TakKKe COOTBETCTBYHOLUMM YNONHOMOYEHHbIM
denepanbHbIM OpraHoM WCMOMHUTENBHOW BNacT B COOTBETCTBUM C TpebGoBaHMsSMK cTaTbl 64 HacTosiLero
depnepanbHOro 3akoHa.

4. K 3asgBneHuio o noaTeepXxageHun Focyﬂ,apCTBeHHOﬁ pernctpaumnmn nekapCcTtBeHHOro npenaparta and
MeaANLIMHCKOIro NpuMeHeHna npunararoTca:

1) BOKYMEHTbI, cogepalume pesyrnbTaTtbl MOHUTOPUHIa 3pPeKTUBHOCTM U BE30NacHOCTU NIEKAPCTBEHHOIO
npenapaTta Ansg MeguLMHCKOro NpUMEeHeHWsl, NPOBEOEHHOro aep)aTenem wunvm Bnagenbuem pernctpauuoHHOro
YOOCTOBEPEHUS NIEKAPCTBEHHOro npenapata Ans MeauUMHCKOrO MPUMEHEHUs NGO yNorHOMOYEHHBIM UM
IopyaMYECKMM NULIOM, Mo opMe, YTBEPXKOEHHON YMONTHOMOYEHHbLIM ddefeparibHbIM OpraHoOM WUCMONTHUTENbHOM
BNacTu;

2) cBegeHus O paTe nNpefocTaBneHnss M PermcTpauuoHHOM HOMepe MULEH3MM Ha NpoU3BOLCTBO
NeKapCTBEHHbIX CPeACTB UMM CBEOEHUs O gaTe NpeaoCTaBNeHus U permcTpaumoHHOM HOMeEpe 3akNiYeEHUsd O
COOTBETCTBMM NPOM3BOAUTENS NEKAPCTBEHHLIX CPeACTB TpeboBaHNSAM NpaBuid Haanexallen NPon3BOACTBEHHOMN
NpaKkTUKK1, NPegoCTaBMEHHbIX YNOMHOMOYEHHbIM doeeparibHbiM OPraHOM MCMOSTHUTENBHON BNACT B OTHOLLEHWM
NPOV3BOACTBEHHOW MIOLLAAKM NEKAPCTBEHHOrO npenapaTta Ansg MeguuMHCKOro NPUMEHEHWs, rocyaapCTBeHHas
perncTpaumsi KOTOporo MOATBEpXOaeTcsa B Clnyyae, ecnv npouM3BOACTBO JIEKAPCTBEHHOrO npenapaTta Ans
MeAMLMHCKOro npuMeHeHus ocylecternseTcs B Poccunckon ®egepaunn;

(B peq. PenepanbHoro zakoHa ot 27.12.2019 N 478-93)

3) Kkonusi nNpenoCTaBEHHOM  YMOJTHOMOYEHHBIM OpraHoM CTpaHbl MNPOUM3BOOAUTENS JULEH3MM Ha
NMPOM3BOACTBO FIEKAPCTBEHHOIO Npenaparta Anst MegUUMHCKOro NPUMEHEHUs U ee NMepeBof Ha PYCCKUIN S3bIK,
3aBepeHHble B YCTAHOBMEHHOM Mopsiake, a TakkKe KOMusi 3aKM4YeHUs O COOTBETCTBUM MPOU3BOAUTENS
NeKkapcTBEHHbIX CpeAcTB TpeboBaHWSM nNpaBui  Haanexallem nPOU3BOACTBEHHOW NPaKTUKW, BblAaHHOIO
YMONTHOMOYEHHbLIM  (befiepanbHbIM - OpraHOM  UCMOMHUTENBHOW BNacTM B OTHOLIEHUA MNPOW3BOLACTBEHHOMN
nrnowagkM nekapcTBEHHOro npenapata Ans MeOMUUHCKOrO MNPUMEHEHWsi, FOCyAapCTBEHHas pervcrpaums
KOTOpPOro MOATBEPXOAETCS, UM KOMUSA PELUEHUs YMOSTHOMOYEHHOro dheaepanbHOro opraHa MCMONHUTENbHOM
BNacTM O TMpPOBEAEHUN WHCMNEKTUPOBAHUS MPOM3BOAMTENS JEKApCTBEHHbIX CPEeACTB B Cryvae, €ecnu
NPOM3BOACTBO JIEKAPCTBEHHOro npenaparta Anst MeauuUMHCKOro NMPUMEHEHUS OCYLLECTBNSIETCA 3a Npeaenamu
Poccuiickon ®epepauuu.

(B peq. PenepanbHoro zakoHa ot 27.12.2019 N 478-93)
(4acTb 4 B pen. PepepanbHoro gakoHa ot 04.06.2018 N 140-93)

4.1. B oTHOWeHUN OBUOMNOrMYEeCKUX neKapCTBEHHbIX MpenapaToB AN MEeAUUUHCKOrO MNpUMEHeHUs
3aaBuUTENb AONOMHUTENBHO NPEACcTaBnsAeT pesynbTaTbl MEPONPUATUA, NPegyCMOTPEHHLIX NNaHOM ynpaBneHus
puckamu, YTBEPXAEHHbIM YMOMHOMOYEHHbIM defeparnbHbiM  OpraHOM  MCMOMHUTENbHOW  BRactu  npwu
OCYLLIeCTBIEHWM rOCYyAapCTBEHHOW perncTpaumm nekapcTBEHHOro npenaparta ans MeauuUMHCKOro NpMMeEHeHus.
(4acTb 4.1 BBegeHa depeparnbHbiv 3akoHoM oT 04.06.2018 N 140-93)

4.2. K 3aaBneHuio o noarsepXxgeHun rocy,qapCTBeHHoﬁ perncTtpaunmn nekapCtBeHHOro npenapara Aand
BeTepmnHapHOro NpUMEeHEeHUsA npunararoTcd OOKYMEHTHI, coaepxailine pe3ynbTaTthbl MOHUTOPWUHIa
SQ)(beKTVIBHOCTI/I n 6esonacHocTu JIeKapCTBEHHOIo npenapara glda BetepuHapHOro npuMeHeHud, nposogmmoro
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

aepxatenem wunu  BrnagenbuLeM  PerncTpaumMoHHOro YAOCTOBEPEHWs JIeKapCTBEHHOro npenaparta [Aans
BETEPMHAPHOrO MNpUMEHeHUs NGO YMONMHOMOYEHHBIM UM OPUANYECKUM NULOM, MO dhopme, YyTBEPXKOEHHOM
YNOMHOMOYEHHbIM dhefeparnbHbIM OpraHoM UCMOMHUTENBHOW BNAacTX, U AOKYMEHTbI, yKa3aHHble B NyHKkTax 1, 2 -
2.2, noanyHktax "a", "6", "k", "n" nyHkta 4 yactu 3 ctaTtbu 17 HacToswero ®enepansHOro 3akoHa. B oTHoLeHun
NMMYHOOMOMNOIMYECKNX FEeKapCTBEHHbLIX MpenapaToB AONs BETEPUHAPHOrO MPUMEHEHUS He NpeacTaBnsoTCS
cBefleHus, ykasaHHble B noAnyHkte "K' nyHkta 4 yactu 3 ctatbn 17 Hactoswero depepanbHoro 3akoHa. B
OTHOLLEHUW JEKapCTBEHHbIX MNpenapaTtoB ANns BETEPUMHAPHOIO MPUMEHEHUS, MOJTYYEHHbIX C MNMPUMEHEHNEM
reHHO-UHXEHEPHO-MOAMMULNPOBAHHBLIX OPraHM3MOB WMW COAEPXALUMX Takme OpraHuM3Mbl, LOMOSTHUTENBHO
NpeacTaBnsalTCa cBeAeHus, ykasaHHble B nyHkTe 13 yactu 3 ctatbn 17 HacTosiwero ®egepansHOro 3akoHa.
(vactb 4.2 BBegeHa PepepanbHbiM 3akoHoMm OT 04.06.2018 N 140-93; B pen. depepanbHOro zakoHa oOT
02.08.2019 N 297-03)

4.3. 3asaBuTEnNb BNpaBe NpeacTaBuUTb C 3asiBNEHWEM O NOATBEPXKAEHWUM FOCYOAPCTBEHHOW pervcrpaumm
leKapCTBEeHHOro npenaparta KoOnuw AOOKyMeHTa, noareepXaawuwero ynnaty FOCy,lJ,apCTBeHHOVI MOLWIINHbI 3a
NOATBEPXAEHNE rOCYOAPCTBEHHOM perncTpauuMn nekapCTBEHHOro MnpenapaTta, a Takke BblJaBaemble
(npepoctaBnsemMble) YNOMHOMOYEHHBIMU (hefepanbHbIMA  OpraHamMmu  UCMOSNTHUTENbHON BracTu  OOKYMEHTHI
(cBepeHus), ykasaHHble B NyHKTax 2 M 3 yactm 4 HacTtosiwen crtatbu. B cnyyae wx HenpegcTtaeneHus
YNOSTHOMOYEHHbIN  doefepanbHbli  OpraH WCMAOMHUTESNbHOW BRacT 3anpalunBaeT yKasaHHble [OOKYMEHTbI
(cBeaeHus) B nopsgke MeXBeqOMCTBEHHOIO MHGPOPMALMOHHOTO B3aUMOLENCTBUS.

(4acTb 4.3 B pea. PegepanbHoro gakoHa ot 27.12.2019 N 478-93)

5. B TeuyeHune OecsATU pabounx OHEeih CO OHA NMPUHATUS 3asiBNIEHNS O MOATBEPXXOEHUM roCyAapCTBEHHOW
perucTpaumMm JieKapCTBEHHOro npenapata W [OOKYMEHTOB, CoAepXalux pesynbTaTbl  MOHWUTOPWHIA
3hheKTUBHOCTM M Ge30nacHOCTM NekapCTBEHHOrO MnpenapaTa, NpPoBOAMMOro AepxaTteneM unu BrnagenbLuem
PerncTpaLmMoHHOro yAOCTOBEPEHNA NEKapCTBEHHOro npenapata NnMGo YnonHOMOYEHHbIM MMU PUONYECKUM
NMLIOM, YNOMTHOMOYEHHBI dhefepanbHblii opraH UCMONHUTENbHON BNacTu:

1) NpoBOAMT NPOBEPKY MOSTHOTLI CBEAEHWI, COAEPXKaLLUMXCS B NPeACTaBIEHHbIX 3asiBUTENIEM JOKYMEHTaX;

2) NpYHUMAaET peLleHne o NPoBedeHMN U 06 OTKase B NPOBEAEHMUN SKCNEPTU3bl OTHOLLEHUST OXXMOAEMOW
nonb3bl K BO3MOXHOMY PMUCKYy MPUMEHEHUS JIEKapCTBEHHOrO Mpenaparta Ha OCHOBaHUWM pe3yrnbTaToB
MOHUTOPMHIra 3(PEKTUBHOCTN U BE30MACHOCTU NEKapCTBEHHOrO MpenapaTta, MPOBOAMMOrO AepXaTenem unm
BNagenbLeM perncTpaumMoHHOro YAOCTOBEPEHWUs NeKapCTBEHHOrO npenapaTta Nnbo yNOHOMOYEHHBIM MMM
ropngn4ecknMm  nuMuoM, a TakKxe cpe,qepaanbuvl OopraHom WCMNOMNHUTENBbHON BRNacTh B COOTBETCTBUM C
TpeboBaHusiMn cTaTbk 64 HacTosiwero ®eaepansHOro 3akoHa;

3) yBedoMINsieT B SNEKTPOHHON (DOPME UMM MUCbMEHHOWN hopMe 3asiBUTENS U IKCMEepTHOE yYpeXXaeHue o
MPUHATOM peELUeHMU NMBo B Criyyae MNPUHATUS pelueHusi o6 oTkase B MPOBEAEHWM IKCMEPTM3bl yKasbiBaeT
MPUYMHBI TAKOrO OTKa3a.

6. B cnyyae BbIsiBNeHWs HeJOCTOBEPHOCTUM U (MNW) HEJOCTAaTOYHOCTUM WMHopMaumu, codepxallencs B
NPeACTaBMeHHbIX 3asBUTENEM [OKYMEHTaX, YMOSIHOMOYEHHbIM dbeaepanbHbll OpraH MCMNOMHUTENBHON BNACTy
HanpaenseT 3asiBUTEN0 3anpoc 06 yTOYHEHUM YyKaszaHHOW MHdopmauun. 3anpoc  YNorTHOMOYEHHOro
dregepanbHOro opraHa MCMNOMHUTENBHOW BRacTU MoOXeT ObiTb nepefdaH YnofIHOMOYEHHOMY MNpPeACTaBUTENHO
3aaBUTENs NIMYHO NOA PACMUCKY, HANpaBfeH Mo NoYTe 3akasHbiM MMCbMOM UKW NepeaaH B 3NeKTPOHHOW dhopme
no TenekoMMyHMKAUMOHHbIM KaHanaMm cBsa3M. B cnyyae HanpaBneHus 3anpoca  YNOMHOMOYEHHOro
defepanbHOro opraHa MCMOSIHUTENbHOW BiAcTU MO NOYTe 3aka3HbIM MUCbMOM OH CHMTAETCS MOSTyYEHHbIM MO
NCTEeYEHMM LIECTN OHEN C AaTbl HanpaBfieHWsi 3aKas3Horo nNucbma.

7. 3asBuTenb o6sA3aH NpeacTaBUTbL OTBET Ha 3anpoc YMNONMHOMOYEHHOro deaeparnsbHOro opraHa
UCMOMHUTENbLHOW BNAacTU B CPOK, He MpeBbllLaoLLMiA AeBAHOCTa paboumx aHel co AHA ero nomny4deHust. Cpok,
yKasaHHbIi B YacTu 5 HacTosileit cTaTbW, NPUOCTaHABNMBAETCA CO [OHA HanpaBreHus 3asiBUTEN0 3anpoca
YNOSTHOMOYEHHOTO (oefeparibHOro opraHa UCMONMHUTENbHOW BNAacTh A0 AHS MOMyYeHUs MM COOTBETCTBYHOLLErO
OTBETA MW He Y4YuTbiBAeTCs MpPU WCYMCIIEHUM CPOKa MNOATBEPXKAEHWUS TOCYOAapPCTBEHHOW perucTpauum
nekapcTBEHHOro npenapara.

8. OcHoBaHueM ans oTkasa B npoBeageHnn aKCcnepTun3bl OTHOLLUEHUA oXngaemon nonb3bl K BO3MOXHOMY
PUCKY TNpPpUMEHEeHUA TJeKapCTBEHHOro npenapata sdaBndeTcd npeacraBnedHne  LOOKYMEHTOB, coAepiKalnx
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

pesynbTaTbl MOHUTOPMHIa 3pdEKTUBHOCTU 1 BE30MacHOCTN NeKapCTBEHHOMO npenapara, u (Unu) B OTHOLLEHWM
ounonornyeckmx NNeKapCTBEHHbIX npenapatoB pe3ynbTaToB OCYyLleCTBIIEeHNA MepOI'IpI/IFITI/IVI B COOTBETCTBUUN C
nnaHoM ynpasrieHna puckamu, ytTBepXaeHHbIM YMNOJIHOMOYEHHbIM (i)ep,epaj'leblM opraHomMm MCMNOSTHUTENbHOWN
BMacTh Npu OCYLLECTBIEHNM FOCYAAPCTBEHHON perncTpaLumn nekapCcTBEHHOro npenapara, B HEMOSIHOM 06beMe,
oTCyTCTBME WHpbopMaumu, noaTBepxaawwen akT ynnaTel rocy4apCTBEHHOW MOLUMMHbI 3a MOATBEPXAEHUE
rocygapCTBEHHOM perncTpauun nekapCTBEHHOro npenaparta, fmMbo HenpeacTaBrneHue 3asBUTENEM B
YCT@HOBMEHHbI CPOK OTBeTa Ha YyKasaHHbIl B 4acTU 6 HacTosilen cTaTbM 3anpoc YNOSTHOMOYEHHOro
degepanbHOro opraHa MCMONTHUTENbHOW BMNAacTW, a Takke OTCYTCTBME B YKa3aHHbIX JOKYMEHTax MHdopmauuu,
KOTOpaA O0JKHa ObITb B HUX OTpaxeHa.

9. 3kcneptusa OTHOLUEHUS OXMOAEMOW Mofb3bl K BO3MOXHOMY PUCKY MNPUMEHEHWS feKapCTBEHHOro
npenapaTa B Lensx NoATBepXOeHWs rocyaapCTBEHHOW perncrpauumn rnekapcTBeHHOro npenaparta npoBoanUTCS
KOMMUCCUEN IKCMEPTOB IKCNEPTHOTO YYPEXAEHUSA B CPOK, HE NPEBbLILLAOLLMI CoOpoka paboyvmx gHEWN.

10. B cny4yae HegoCTaTOMHOCTU NpeACcTaBNeHHbIX 3KCNepTy MaTtepuarnoB ANs Aayu 3aKknioyYeHuUs akcnepT
obpallaeTcs K pyKOBOAMTENIO 3KCMEPTHOIO y4pexaeHus o npegocTaBrieHnM eMy HeobxoauMbiX MaTepuarioB.
PykoBoamnTenb SKCMEpTHOro yypexaeHus obpalwaeTcss ¢ COOTBETCTBYHLMM 3anpocoM B YMNOSIHOMOYEHHbIV
defepansHbIi opraH MCMOMHUTENbHOW BRacTW, BblOaBLUMA 3afaHuWe Ha npoBefeHMe 3KCMepTM3bl OTHOLLEHUS
OXMAAeMOW MOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHUSI NEKAapPCTBEHHOrO npenaparta Ha OCHOBaHWWM OOKYMEHTa,
copepallero pesynbTtaTbl MOHUTOPUHra 3dEKTUBHOCTU M Oe3onacHOCTU NekapcTBEHHOro npenapata. B
Te4yeHne NsaTn paboynx AHEN co OHsI MOCTYMNMEHMS 3anpoca PYKOBOAUTENST 3KCMEPTHOIO YUYPEXKAEHUSA YKa3aHHbIN
dpegepanbHbIi OpraH UCMOJSTHUTENbHOM BNACTW HaMpaBnseT 3asBUTENIO 3anpoc O NpeacTaBleHUN HeObXOANMbIX
MaTepuarnoB, KOTOpbIA MOXEeT ObITb nepedaH YMNOMHOMOYEHHOMY MNPeACTaBUTENO 3asBUTENST JIMYHO Mop
pacnvcky, HanpasfeH Mo novYTe 3akasHbiM MUCbMOM WNW nepedaH B 9NEKTPOHHOW dopme no
TENEeKOMMYHUKALMOHHBbIM KaHanam cBA3u. B cnyyae HanpaBneHus 3anpoca ynorHOMOYEHHOro dpefepansHoro
opraHa UCMofHUTENbHOM BNACTU NO NOYTe 3aKa3HbIM NMMCbMOM OH CHUTAETCS NOMYYEHHbIM MO UCTEYEHUN LLECTH
OHen c gaTbl HanpaBnNeHUs 3akasHoro NMCbma.

11. 3asButenb o0653aH npeacTaBUTb OTBET Ha 3anpoc YNOSHOMOYEHHOro defepanbHOro opraHa
WCNOSTHUTENBHOW BACTU B CPOK, HE MPEBbLILLAOLLNIA LWEeCTUAECATN paboumx OHEN CO AHS NOMYy4YEeHUS YKa3aHHOro
3anpoca. YNorHOMOYEHHbI heaepanbHbIi opraH UCNOSTHUTENBHOM BNacTy, BblAaBLUNN 3agaHne Ha npoBeaeHne
3KCMEePTM3bl OTHOLLEHMS OXMOAEMOW NOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHWST NTIEKapCTBEHHOrO NpenapaTa Ha
OCHOBaHWM [OKYMEHTa, COAepXallero pesynbTatbl MOHMTOPUHIa 3dQEKTUBHOCTM U Ge3onacHoCTh
NIEKapCTBEHHOro npenapaTa, B TedeHue nsatv pabouymx OHEen cCo OHA MOCTYMSfeHUst OT 3asdBUTENs OTBeTa Ha
3anpoc YNOfHOMOYEHHOro dhedepanbHOro opraHa MWCMOMHUTENbHOW BRacTW HarnpasnseT 3ToT OTBET B
3KCnepTHOE yypexaeHune. B cnydyae HenpeacTaBneHns N0 UCTEYEHUN LLIECTUAECATU pabounx OHEN 3asBUTENeEM
OTBETa Ha YyKasaHHbIN 3anpoC YMNOMHOMOYEHHbIV defeparnbHblii opraH MCNOMHUTENbHOW BRacTW, BbiAaBLUUIA
3afaHNe Ha NpOBedEHME 3IKCMEPTU3bl OTHOLUEHMSI OXWUOAEMOW MOSb3bl K BO3MOXHOMY PUCKY MNPUMEHEHMS
NeKapCTBEHHOIO  Mpenapata Ha OCHOBaHWMM  [OKYMEHTA, CoAdepXallero pesynbTaTtbl  MOHWUTOPWHra
appekTMBHOCTM M ©e30nMacHOCTU JNleKapCTBEHHOrO MnpernapaTa, B TeyeHne natu paboymx OHen HanpaenseT B
3KCMNepTHOE yUYpexaeHne yBeAOMIEHNE O HENPeACTaBlIeHUM 3asiBUTENEM OTBETA Ha 3anpocC yKka3aHHOro opraHa.
Bpemsi co OHs HanpaBneHus 3anpoca 9KCMEPTHOro YYpexaeHUs B YMNONHOMOYEHHbIV beneparnbHbii opraH
WCNOSMHUTENBLHOW BNAcTN A0 AHSA NOMYYEHUS 3KCMEPTHbIM ydpexaeHnem OTBeTa Ha 3anpoc Unu yBeaoMIieHus o
HenpeacTaBleHNM OTBETa Ha 3anpocC He Y4YUTbIBAETCA NPU UCYUCIIEHUU CpOKa MPOBEAEHUSA 3SKCMEepPTU3bl
OTHOLUEHUS OXXMAAeMOWN MOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS] NEKAPCTBEHHOMO MpenapaTta Ha OCHOBaHWUU
OOKYMEHTa, COoAepXallero pesynbTaTbl MOHUTOPUHra 3ddekTMBHOCTM M 6e30MacHOCTM JFIEKapCTBEHHOrO
npenaparTa.

12. B cpoK, He NpeBbIlLaLWMA 4ecaTn pabovmx AHEN CO OHSI NONYYEHUS 3aKIMIOYEHMS KOMUCCUM SKCNEPTOB
Mo pesynbTaTtaM 3KCMEPTU3bl OTHOLUEHUA OXWAAEMOW MOMb3bl K BO3MOXHOMY PUCKY MNPUMEHEHNS
neKkapCTBEHHOro npenaparta, COOTBETCTBYHOLMIA YNONHOMOYEHHbLIN (heaepanbHbIi OpraH MUCMOSTHUTENbHOM
BNacTu:

1) OCyLUEeCTBNAET OUEeHKYy 3TOro 3aki4YeHua aOnd onpegerieHna ero CooTBeTCTBUMA 3adaHUK Ha
npoeegeHne yKa3aHHOl7I 9QKCNEePTU3bI;

2) NpUHMMaET peLleHre O NOATBEPXAEHUN roCygapCTBEHHOW perucTpauuy rnekapCTBEHHOro npenapaTta
unu o6 oTkase B NOATBEPXKAEHUM rOCy4apCTBEHHOW perucTpauum nekapcTBeHHOro npenapaTa;
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3) BHOCUT MpWU MPUHSTAM PELLUEHUS O MOATBEPXKAEHWM TOCYAAPCTBEHHOM PEerncTpaumm NekapcTBEHHOTO
npenaparta CBeAeHWUs B rocyaapCTBEHHbIN PeecTp NekapcTBEHHbLIX CPeACTB U BblaaeT 3asiBuUTento 6eccpoyHoe
perucTpaunoHHoe yA0CTOBEPEHNE NEKapCTBEHHOrO npenapara.

13. OcHoBaHuMem And oTKasa B MOOTBEPXOEHWM T[OCYSAPCTBEHHOM perucTpauum nekapCTBEHHOMO
npenapata SBMseTCA  3aKMOYEHWE  COOTBETCTBYHOLWIErO  YMOSIHOMOYEHHOro  doedeparnbHOro  opraHa
NCNOSTHUTENBHOM BACTU O TOM, YTO PUCK NMPUYMHEHUS] Bpeaa 340POBbLI0 YenoBeka Unn XXMBOTHOMO BCreacTeme
npuema nekapCcTBEHHOro npenapara npesbilaeT 3PHEKTUBHOCTb €r0 NPUMEHEHNS.

(B peq. ®enepanbHoro zakoHa ot 04.06.2018 N 140-93)

14. B nepuwog npoBegeHus npouenypbl NOATBEPXKAEHNA roCy4apCTBEHHOW perucTpauum nekapcTBeHHOro
npenapaTta ero obpatieHne B Poccuinckon Pegepaumm He npuocTaHaBnmMBaeTcs.

15. JonyckaeTcs obpalleHne nekapCTBEHHbIX MpenapaToB OO UCTEYEHMS CPOKa FO4HOCTU, NPON3BEOEHHbIX
B TEYEHMWEe CTa BOCbMMUAECATWU KaneHOapHbIX OHeW nocfe faTbl MNPUHATUS YMONIHOMOYEHHbIM defeparnbHbIM
OpPraHoM WCMOJTHUTENbHOM BRAcTU peLIeHnst O NOATBEPXKAEHUN rOCY4apCTBEHHOW pernctpaumm, B COOTBETCTBUN
C MH(popMaumen, coaepxallencs B JOKYMEHTax permcTpaumMoHHOro 4ocbe Ha fiekapCTBEHHbIM Npenapat Ao AaThl
NPUHATUSA TAKOrO peLLEeHUS.
(B pea. ®enepanbHoro zakoHa ot 02.08.2019 N 297-93)

Crtatba 30. BHeceHMe M3MeHEHUA B OOKYMEHTbI, coAepaluMeca B perMcTpauMoHHOM [oOCbe Ha
3aperMcTpupoBaHHbLIW NeKapCTBEHHbIM NpenapaTt Ans MegULUUHCKOro NnpuMeHeHus

1. B uensix BHeCEHWs W3MEHEHUWA B [OOKYMEHTbl, CoAepXallnecsa B PerncTtpauumoHHOM [OCbe Ha
3aperncTpUpOBaHHbIN NEKapCTBEHHbLIM NpenapaTt Ansi MeauMUMHCKOro NPUMEHEHWUd, OepxaTtenb unv Brnagenew
PErMcTpaLnoHHOro yaOCTOBEPEHMUS NIEKAPCTBEHHOTO Npenapara UM yrnonHOMOYEHHOE UM Apyroe puanyeckoe
nvuo (ganee B HacToslen cTaTbe - 3asBUTENb) MpeAcTaBrisieT B YNOMHOMOYEHHbIN dedepanbHbIi OpraH
WCMONTHUTENBHOW BMacTM 3asiBieHMEe O BHECEHUW TaKMX M3MEHEeHUn no ¢opMe, YCTaHOBIEHHOM
YMNOSIHOMOYEHHbIM hbeaepanbHbIM OpraHOM MCMOMHUTENbHOW BRacTu, U npunaraemble K HEMY U3MEHEHUs B
yKa3aHHble AOKYMEHThI, @ Takke AOKYMEHTbI, NoATBEPXAaoLWMe HeO6X0OUMOCTb BHECEHUSI TAKNX N3MEHEHW.

(B peq. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-93, o1 04.06.2018 N 140-d3)

1.1. Tpn HeobGXOAMMOCTM BHECEeHUs] B [OOKYMEHTbI, codepXaliMecsi B PErucTpauMoHHOM [JOCbe Ha
3aperncTpuUpoOBaHHbIN NIEKAPCTBEHHbBIA NpenapaT Ans MegULMHCKOrO MPUMEHEHUS, N3MEHEHUI, YKa3aHHbIX B
nyHKTe 3 YacTu 2 HacTosILLEN cTaTbl 1 Tpebyowmnx NpoBeaeHNs SKCNepTusbl kKayecTBa fekapCTBEHHbIX CPEACTB,
3aaBuUTENb OOMNOMHUTENBHO MPeaCcTaBnseT B YNONHOMOYEHHbIN defeparnbHbld opraH UCMNONTHUTENBHOW BNacTu
CBeeHus1 0 JaTte NpeaocTaBrieHUst U PernMcTpaumMoHHOM HOMepe NULEH3UM Ha MPOM3BOACTBO NEKAPCTBEHHbIX
CPEACTB WIM CBEAEHWs O AaTe NpeaocTaBfieHuMst U PermcTpauuoHHOM HOMEpPE 3aKYeHWs O COOTBETCTBUM
Npon3BOOMTENS JNEKAPCTBEHHbLIX CpeAcTB TpeboBaHMAM NpaBwui Hagnexalen npon3BOACTBEHHOW MPAKTUKWU,
BbldaHHbIX (MPEAOCTaBMEHHbIX) YMNOMIHOMOYEHHbIM d)eaepanbHbiM  OpPraHoM  MCMOMHUTENbHOW BRactm B
OTHOLUEHUN W3MEHEHHON W (Mnn) AONOMHEHHOW NPOW3BOACTBEHHON MNIOLWAAKM NeKapCTBEHHOro npenapara, B
crny4ae, ecnv Npou3BOACTBO JleKapCTBEHHOrO npenapara ocyuiectensieTcsas B Poccuickon Pegepauun, nubo
CcBefieHMs O JaTe NpeAoCTaBleHUs U perMcTpauroHHOM HOMepe BblAAHHOW YNONHOMOYEHHBIM OPraHoOM CTpaHbl
npon3BoauTenst NUUEH3MM Ha MNPOM3BOACTBO JIEKAPCTBEHHOIO Mpenapata U ee NepeBof Ha PYCCKUA A3bIK,
3aBepeHHble B YCTaHOBJIEHHOM MOpSAKE, a Takke CBeOeHUs O gaTe NpPeAoCTaBfeHUMst U pPermcTpauyuoHHOM
HOMEepe 3akrl4YeHUss O COOTBETCTBUM MNPOM3BOAUTENSA J1EKAPCTBEHHbLIX CPEACTB TpeboBaHMAM npaBun
Hagnexaliem npou3BOACTBEHHOW MPaKTUKWA, BbIAAHHOMO  YMNOMIHOMOYEHHbIM  heaeparnbHbIM  OpraHoM
WCNOSNTHUTENBHOW BAcTU B OTHOLIEHWN WM3MEHEHHOW W (MNn) LOMNOSIHEHHOW MPOM3BOACTBEHHOM NMOLLaaKM
NeKkapcTBEHHOro npenapaTta, WM CBeAeHWUst 0 gaTe MpefoCTaBIieHUs U PEerucTpalMoOHHOM HOMEpE pelleHust
YMOSTHOMOYEHHOro  befeparnbHOro opraHa WCMOSNHWUTENbHOM BAAacTM O MPOBEAEHUN WHCNEKTUPOBAHMS
Npon3BOOMTENS JeKapCTBEHHbIX CPeACTB B Crlydae, €cnu NPOW3BOACTBO JIEKAPCTBEHHOrO Mpenapara
ocyLecTBnsieTcs 3a npegenamu Poccuiickon ®epepaumn.

(yactb 1.1 BBegeHa PepepanbHbiM 3akoHoMm OT 04.06.2018 N 140-93; B pen. PepepanbHOro 3zakoHa OT
27.12.2019 N 478-03)

1.2. Tlpyn Heo6XxoOAMMOCTM BHECEHUS B [OOKYMEHTbl, COAepXalimecs B pPerncTtpaumoHHOM [OCbe Ha
3aperMcTpUpoBaHHbIA NeKapCTBEHHbIM npenapaTt ANnd MeAWMUUHCKOrO MPUMEHEHUS, U3MEHEHWUW, YKasaHHbIX B
NyHKTE 4 YacTn 2 HacTosILLEN cTaTbl 1 Tpebyowmnx NpoBeaeHNs SKCNepTusbl kKavyecTBa fekapCTBEHHbIX CPEACTB,
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3aaBUTENb OOMNONHUTENBHO MPEeACTaBnseT B YNOJIHOMOYEHHbIN defeparnbHbli OpraH UCMOSNTHUTENBHOW BNacTu
CBeLEeHUs O AaTte NpedocTaBrieHUs U PeruMcTpaumMoHHOM HOMEpe NULEH3MM Ha MPOM3BOACTBO JIEKAPCTBEHHbIX
CPEeACTB UNM CBeAEHWs O AaTe MNpeaocTaBfeHus U PermcTpauuoHHOM HOMEpEe 3aKMYeHWs O COOTBETCTBUM
npou3BoaUTENST NEeKapCTBEHHbLIX cCpeAcTB TpeboBaHUSM NpaBun Hagnexallen npou3BOACTBEHHOW MPaKTUKW,
BblOAHHbLIX (MPEedoCTaBMEHHbIX) YMONHOMOYEHHbIM befepanbHbiM  OpraHoOM  UCMOSHUTENBHOW Bractu B
OTHOLUEHMN MPOU3BOACTBEHHOW NIIOWAAKM FEeKapCTBEHHOro npenapaTta, B criyyae, €cnv MNpOM3BOACTBO
NekapCTBEHHOro npenapata ocyulectBnsietca B Poccuiickon ®depgepaumm, nubo cBegeHuMss O paTe
npenocTaBrieHnss U perMcTpaumMoHHOM HOMEpPE BbIOAHHOW YMOSIHOMOYEHHBIM OpraHOM CTpaHbl MPoM3BOAUTENS
NNLEH3MM Ha NPOWM3BOACTBO NEKApCTBEHHOrO npenapata M ee NepeBod Ha PYCCKUMMA A3blK, 3aBEpPEHHble B
yCTaHOBMEHHOM MOpsAKe, a TaKkke CBeAeHUs O AaTe NpeaoCTaBneHnst U permcTpaLmoHHOM HOMepe 3aKmnioveHus
O COOTBETCTBMM MNPOM3BOAUTENS  JIEKAPCTBEHHbIX CPeACcTB  TpeboBaHMsIM  MNpaBui  Hagnexallen
NPON3BOACTBEHHOW MPAKTMKW, BblAAaHHOIO YMONTHOMOYEHHbLIM hefepanbHbIM OPraHOM UCMONMHUTENBHOM BriacTu B
OTHOLLIEHMWN MPOM3BOACTBEHHON MIOLLAAKM NEKaPCTBEHHOMO Npenapara, Unn CBeAeHns O JaTe NpedoCcTaBreHus
N perucTpauuoHHOM HOMEpe peLleHUs YNoSIHOMOYEHHOro defeparnbHOro opraHa MCMNOMHUTENbHOW BNacTu O
NpoOBEAEHUN MHCMEKTUPOBAHUA NPOU3BOOMTENS NEKapCTBEHHONO CpeacTBa B Cryvae, €Cnu Npou3BOACTBO
nekapcTBEHHOro npenapara ocyLlecTBnseTcs 3a npegenammn Poccumnckon ®epepauun.

(vactb 1.2 BBegeHa PepepanbHbiM 3akoHoMm OT 04.06.2018 N 140-93; B pen. depepanbHoro zakoHa OT
27.12.2019 N 478-93)

1.3. MNpuHATHME pelleHna 0 BHECEHUU U3MEHEHMI UM 06 OTKase BO BHECEHUN U3MEHEHUA B AOKYMEHTHI,
cogepxawmecsas B pPerncTpaumMoHHOM [OOCbe Ha 3aperMcTpupoBaHHbIA  NEKApCTBEHHbIM Mpenapat  Ans
MEOULMHCKOTO MPUMEHEHUS, B crydyae HeobXoOMMOCTM MPOBEAEHUS] IKCMEPTU3bl KavyecTBa J1EKAPCTBEHHbIX
cpeactB M (MnM)  9KCMEpPTU3bl  OTHOLLUEHUS OXWOAEMOW MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
NIEKapCTBEHHOro npenaparta Ans MeOuUMHCKOrO MPUMEHEHUS OCYLIECTBNSAETCA B CPOK, He MpEeBbILLALLNA
OeBsiHocTa paboyumx AHEW, a B OCTaslbHbIX Cry4yasiX B CPOK, HE MPEeBbILAKWNA TpuaLuaTi paboumx QHen co OHS
NPUHATUA YNOSIHOMOYEHHbIM dheaepanibHbiM OPraHoOM WCMONTHUTENbHOW BacTW 3asiBIEHWSI O BHECEHUWN TakuxX
M3MEHEHWUN.

(vacTb 1.3 BBegeHa depepanbHbiM 3akoHoM OT 04.06.2018 N 140-93)

1.4. YnonHoMouyeHHbIi edeparnbHblii  OpraH MCMNOMHWUTENBHOM BRactTu C  y4eTOM pesynbTaToB
(hapmakoHaa3opa M NPOBEPOK COOTBETCTBMS NEKAPCTBEHHbIX CPEACTB, HAaXOASLWMXCA B rpaxgaHckoMm obopoTe,
YCTaHOBIMEHHbIM TpeboBaHWSAM K WX KayecTBy B TeYeHUe [ecsaATu paboumx OHerW COo OHSA MOCTynneHus
COOTBETCTBYIOLLEN MHOPMaLUKN pasmelllaeT Ha CBOeM oduumnansHOM canTe B ceTu "WHTepHeT" cBefeHus o
HeODXOAMMOCTU BHECEHWsI B WHCTPYKUMIO MO MEAMLMHCKOMY MPUMMEHEHMIO FeKapCTBEHHOro npenapara
N3MEHEHNA B OTHOLLUEHUW CBEAEHUA O NnokKasaHuaX AN NPUMEHEHWs U NPOTMBONOKasaHUAX AN NpUMEHeHUs
NEeKapCTBEHHOro npenapaTa, BbISABMEHHbIX MOOOYHbIX AEUCTBUAX, HEXenaTeNnbHbIX peakumsx npu npuMeHeHun
neKkapcTBEHHOro npenapata u yBegoMndetr o6 3TOM B 3MEKTPOHHOW hopme unM nucbMeHHon dopme (Ha
OymaxkHoM HocuTene) pJepxaTens wnu Bnagenbua pPerncTpaumoHHOrO YAOCTOBEPEHUST NEeKapCTBEHHOMO
npenapaTta (MnM YNOMHOMOYEHHOE MM [pYyroe puaMyeckoe Nnuuo), a Takke AepxaTtenen unu snagensLeB
PErMCTPauUMOHHbIX  YAOCTOBEPEHWUMA JIEKapCTBEHHbIX MpenapaTtoB (WM YMONTHOMOYEHHbLIX UMW  APYruX
IOPUANYECKMX UL, KOTOPbIE ABMAIOTCS B3aMMO3aMeHSEMbIMMU.

(4acTb 1.4 BBegeHa PepepanbHbiM 3akoHOM OT 27.12.2019 N 475-03)

1.5. depxaTtenb unv Brnageney perucTpaumoHHOro yYAOCTOBEpPEHUA NeKkapCTBEHHOro npenapara, a Takke
aepxatenu wnM  Bnagenbubl  PErMCTPaLMOHHBLIX  YOOCTOBEPEHWI  JIEKAPCTBEHHbIX MpenapaTtoB  (Mnu
YMONTHOMOYEHHbIE VMW OpYyrue puanyeckne nuvua), KOTopble SBAAOTCA B3anMMO3aMeHAeMbiMU, 00s3aHbl
npeacTaBuTb B YMOMHOMOYEHHbIN bedepasribHbIi OpraH WUCMOMHUTENBLHOW BRacTU 3asBfeHNd O BHECEeHUU
NU3MEHEHN B JOKYMEHTbI, COAepXKaLLMecss B PErMCTPaLMOHHbBIX AOCbE HA 3aperMcTpMpoBaHHbIE NIEKAPCTBEHHbIE
npenapaTtbl ANS MEAUUMHCKOrO MPUMEHEHUS,, B OTHOLUEHUW CBEOEHUWN, YKasaHHbIX B WHCTPYKUUU MO
MEOULMHCKOMY MNPUMEHEHWNIO JeKapCTBEHHbLIX MNpPEenapaToB, B Te4yeHMe copoka paboynx [HeW co  OHs
pasmeLlleHus YNonHOMOYEHHbIM (hedeparnbHbIM OpraHoM UCMOSNHUTENBHOW BNacTu MHGOpMaLuMK, ykasaHHON B
yacTu 1.4 HacTosiwen ctaTbu. [laHHoe TpeboBaHMe He pacnpoOCTPaAHSETCA Ha Cryvyan BHECEHUS] B UHCTPYKLUMIO MO
MEOWLMHCKOMY MNPUMEHEHMNI0 EeKapCTBEHHOro npenaparta W3MEHEHWA B OTHOLUEHWW HOBbIX MOKa3aHUn Ans
NpUMEHEHNs NeKapCTBEHHOrO npenapaTa Ha OCHOBaHUM pe3yNbTaToB COOTBETCTBYHOLLUX MCCNES0BaHUN.

(vacTb 1.5 BBegeHa depepanbHbIM 3akoHOM OT 27.12.2019 N 475-03)

2. OKkcnepTn3a nekapCTBEHHbIX CPeACTB B YaCTU 9KCNEPTM3bl Ka4eCcTBa JIeKapCTBEHHOrO CPeAcTBa U (Mnn)
SKCMEePTU3bl OTHOLLEHUS OXUAAEMOW NOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHWNSA NEeKapCTBEHHOro npenapara ans

www.consultant.ru Crpanuua 51 n3 108
HafeXHasa npaBoBas noaaepXxka


consultantplus://offline/ref=E22F22ECF5A30A0BCC46A88ED68B490455975BCFB1C19C95EE6EE240C6C3CC51BF79CD4194489E5D0FAFA48C193CB4EFBC91054E8971CD1Ed6wEG
consultantplus://offline/ref=E22F22ECF5A30A0BCC46A88ED68B490457995CC7BECC9C95EE6EE240C6C3CC51BF79CD4194489C590BAFA48C193CB4EFBC91054E8971CD1Ed6wEG
consultantplus://offline/ref=E22F22ECF5A30A0BCC46A88ED68B4904569757CBBBC59C95EE6EE240C6C3CC51BF79CD4194489F5B0BAFA48C193CB4EFBC91054E8971CD1Ed6wEG
consultantplus://offline/ref=E22F22ECF5A30A0BCC46A88ED68B4904579B5FCDBBC09C95EE6EE240C6C3CC51BF79CD4194489D5F0CAFA48C193CB4EFBC91054E8971CD1Ed6wEG
consultantplus://offline/ref=E22F22ECF5A30A0BCC46A88ED68B4904569757CBBBC59C95EE6EE240C6C3CC51BF79CD4194489F5B08AFA48C193CB4EFBC91054E8971CD1Ed6wEG
consultantplus://offline/ref=E22F22ECF5A30A0BCC46A88ED68B4904579A5FC8BFC69C95EE6EE240C6C3CC51BF79CD4194489F5B0CAFA48C193CB4EFBC91054E8971CD1Ed6wEG
consultantplus://offline/ref=E22F22ECF5A30A0BCC46A88ED68B4904579A5FC8BFC69C95EE6EE240C6C3CC51BF79CD4194489F5B0AAFA48C193CB4EFBC91054E8971CD1Ed6wEG
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

MEOMLMHCKOTO MPUMEHEHUs] NMPOBOAWUTCS B CryYae BHECEHUS U3MEHEHWA B OOKYMEHThbl, copepxaliuecsi B
perucTpauvoHHOM AOChbe Ha 3apervcTPUPOBaHHLIN NEeKapCTBEHHbIV Npenapar, B OTHOLLEHUM:

1) cBeaeHun, YKa3aHHbIX B UHCTPYKUUN NO MeOUUMNHCKOMY NPUMEHEHUIO NeKapCTBEHHOro npenapara:

a) nekapcTBeHHass opMa C yKasaHWeM HauMeHOBaHWN M KOMWYECTBEHHOro cocTaBa AeNCTBYIOLLMX
BELLECTB M Ka4eCTBEHHOro CocTaBa BCMoMoraTernbHbIX BeLecTB (Mpy HeOBXOAMMOCTU KONMYECTBEHHOro cocTasa
BCMoMoraTesnbHbIX BELLECTB);

6) dhapmakogMHaMuka W hapMakoKMHETUKA (32 WCKIOYEeHMEM (PapMaKOKMHETUKM TFOMEeOoNaTUYeCcKux
NeKkapcTBEHHbIX MPenapaToB U pacTUTENbHbIX JIeKapCTBEHHbIX NMPenapaToB);

B) NokasaHusi Ans NpUMeHEeHUsI;
r) NPOTUBOMNOKA3aHUA ANA NPUMEHEHUS,
[) Mepbl NPeoCTOPOXXHOCTU NPU NPUMEHEHMUN;

€) ykasaHne BO3MOXHOCTU U O0COBEHHOCTEN NPMMEHEHNS NeKapCTBEHHOro npenaparta ans MeauuUMHCKOro
NPUMEHEHNST BEepPEMEHHBIMU KEHLUHAMK, >KEHLWWHaMWU B Nepuod TrpyaHoro BCKapMNMBaHUS, OeTbMWU,
B3pOCIbIMU, UMEILLIMMU XPOHUYECKUe 3aboneBaHuns;

X) PeXuM [03MpOBaHusl, CrnocoObl BBEAEHMSI U MPUMEHEHUs, MpPU HeobxoaMMOCTM Bpemsi npuema
NekapcTBEHHOro npenapara, NPOAOCIKUTENBHOCTL NIeYeHUs!, B TOM YiCne Yy AeTeit A0 U Nocre OaHOro roaa;

3) BO3MOXHble MOOOYHbIE OENCTBUA U HexenaTenbHble peakuuyu Npu MpPUMEHEeHUU NeKapCTBEHHOro
npenapara;

1) CUMNTOMbI NEPEAO3NPOBKM, MEPbI MO OKa3aHWo NOMOLLM NpU Nepego3npoBKe;
K) B3aMMOoAeNCcTBME C APYrMMY fieKapCTBEHHbIMUY NpenapaTaMu 1 (Mnv) NUWEBbIMU NPOAYKTaMu;
n) dopMbl BbIMyCKa NekapcTBEHHOrO npenapara;

M) ykasaHue (npu HeobXoouMOCTM) OCOGEHHOCTeN OEeWCTBUS NeKapCTBEHHOro mpenaparta mnpu nepBoM
npueme Unu npu ero OTMeHe;

H) cBeieHnA O BO3MOXHOM BIMMAHUKU NEeKapCTBEHHOro npenaparta gna MeguuuHCKOro npumMeHeHma Ha
CrnocobHOCTb ynpaendaTb TPAHCNOPTHLIMKU CpeaCTBaMU, MeXaHn3mMmamu,

0) CpPOK rodHOCTM U yKasaHWe Ha 3anpeT NMpPUMEHEHWsI NeKkapCTBEHHOro npenaparta No UCTeYeHUMU cpoka
rogHoCTH;

n) yCNOBUSI XpPaHEHWS;

p) YyCroBUsA OTNYCKa;

2) cocTaBa fnekapCTBEHHOro npenaparta Anst MeguUMHCKOro NPUMEHEHNS;

3) n3aMeHeHMs MecTa NPOM3BOACTBA NEKAapCTBEHHOro npenapaTa Ans MeguLMHCKOro NpUMMEHEHMS;

4) M3MEHEHNA NokasaTenen kavyecTea JIEKapCTBEHHOrIO npenaparta ana MmeanunHCKoro nppumMmeHeHna n (VIJ'II/I)
MEeTOO0B KOHTPOJ1A Ka4eCTBa JiekKapCTBeHHOro npenaparta and MmeguunHCKoro npumMmeHeHus,

5) N3MEeHeHnA CpoKa rogHoOCTU NNekapCTBEHHOro npenaparta ana MeguumMHCKOro npuMeHeHu4;

6) cBeieHNii 0 HeOBXOAMMOCTM BHECEHMUS UHBIX U3MEHEHUI B UHCTPYKLMIO MO MEAULMHCKOMY NPUMEHEHUIO
NeKkapcTBEHHOro npenapaTa, a Takke B UWHble OOKYMEHTbl, coAepXalluecs B PerucrpauvoHHOM [0Cbe Ha
3aperncTpupoBaHHbIi NeKapcTBEHHbIN npenapaT. [Npyu 3TOM pelleHWe O MPOBEAEHWM 3KCMepTM3bl KavecTsa
neKapcTBEHHbIX CPeAcTB U (UNK) 3KCNEePTU3bl OTHOLLEHWUSI 0XXMAAEMON NONb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS

www.consultant.ru CrpaHuua 52 n3 108
HafeXHasa npaBoBas noaaepXxka


https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

NIeKapCTBEHHOro npenapara Ansg MeguuMHCKOro NMpPUMEHEHMST NMPUHUMAETCA B COOTBETCTBUM C YTBEPXKOEHHOWN
YMNOSIHOMOYEHHbIM dhefieparnbHbIM OpraHoOM MCMOMHUTENBHOW BnacTu knaccudukaumen 3MeHeH1n, BHOCUMbIX B
OOKYMEHTbI, coaepKallmecst B permcTpaumoHHOM A0ChE Ha 3aperMcTpMpoBaHHbIN NIeKapCTBEHHbIN Npenapar.
(vacTb 2 B peq. ®enepansHoro 3akoHa ot 22.12.2014 N 429-93)

3. 3asButenb BnNpaBe nNpeAcTaBWUTb MO COOCTBEHHOW MHWUMATMBE BMECTe C 3asiBieHMEM O BHECEHUM
N3MEHEeHU B JOKYMEHTbI, CoAepXallmecs B permcTpaumMoHHOM AOCbe Ha 3aperncTpupoBaHHbIV NIeKapCTBEHHbIN
npenapaTt Ansg MeguumMHCKOrO MPUMEHEHUS, KOMUM OOKYMEHTOB, MOATBEPXKOAlLWMX ynnaTty rocygapcTBEHHOM
OOWNNHBLI 38 BHECEHME B JOKYMEHTbl, COAepXallMecs B PerncTpauMoHHOM JOCbe Ha 3aperncTpyvpoBaHHbIN
neKkapCTBEHHbIN nNpenapaTt Ans MeQUUMHCKOrOo NMpUMEHEHUS!, 3MeHeHW, TpebyloLmMX NpoBeAeHNs IKCnepTu3bl
NeKapCTBEHHbIX CPEeACTB B YacTWM 3KCNepTu3bl KayecTBa feKapCTBEHHOrO cpeAcTBa M (Unv) IKCNepTu3bl
OTHOLLEHMS OXMOAEeMOW MoMb3bl K BO3MOXHOMY PUCKY MNPUMEHEHWS FeKapCTBEHHOro npenapata Ans
MEOULMHCKOTO MPUMEHEHUS, FOCYyAapCTBEHHOW MOWMWHbI 33 BHECeHMe B [AOKYMEeHTbl, coaepxaiimecs B
perMcTpaumoHHOM A0Cbe Ha 3aperncTpuMpoBaHHbIN NEKapCTBEHHBIN NpenapaT Ans MeauUMHCKOro NPUMeEHEHWs,
N3MeHeHu, He TpebylLmMX NPOBEAEHMS IKCNEepTU3bl JIEKAPCTBEHHOro CpeAcTBa, a Takke BblAaBaeMble
(npepocTaBnsiemMble) YNONHOMOYEHHbIMW beaepanbHbiMU  OpraHaMuM  UCNOMHUTENbHOW BRacTh  OOKYMEHTbI
(cBepeHunsn), ykasaHHble B YacTsax 1.1 n 1.2 HacToswern ctateun. B cnyvae nx HenpeacTaeneHns ynoriHOMOYEHHbIN
denepanbHbIi OpraH WCMOMHWUTENbHOW BNacTu 3anpallnBaeT ykasaHHble AOKYMEeHTbl (CBedeHus) B nopsgke
MeXBEe4OMCTBEHHOrO MH(POPMaLMOHHOIO B3aMMOAENCTBMS.

(4acTb 3 B pea. PeaepanbHOro dakoHa ot 27.12.2019 N 478-93)

4. B TeuyeHune gecsTu paboumx OHEN cO OHA MOCTYMNEHUs ykasaHHOro B 4YacTu 1 HacTosien ctaTtbu
3asBMeHUs] U HEOOXOAUMBIX LOKYMEHTOB YNOMHOMOYEHHbIV heeparnbHblii OpraH UCMONHUTENBHOW BRACTU:

1) npoBOAUT MPOBEPKY MOJIHOTbI WM AOOCTOBEPHOCTU cBegeHun, coaepxawmxca B npeactaBlieHHbIX
3adaBUTENIEM MaTepuanax;

2) NpuHMMaeT pelleHVe O MNPOBEAEeHWMM YKasaHHbIX B YacTW 2 HacTosiel cTaTbW COOTBETCTBYHOLLMX
9KCMepTU3 NeKapCTBEHHOrO cpecTBa U 06 OTkase B UX NPOBEAEHUU;

3) yBegoMnsieT B aMEeKTPOHHOW UMK MUCbMEHHOWN (hOpMe 3asiBUTENS O MPUHSATOM pELUEHWU UNK B criyyae
NpUHATUS pelieHns o6 oTkase B MPOBEAEHUM COOTBETCTBYHOLLEN SKCNEepTM3bl C yKaszaHWeM MNPUYUH Takoro
oTKa3a.

(B pea. PenepanbHOro gakoHa ot 22.12.2014 N 429-$3)

4.1. B cny4yae BbISIBIIEHNSI HEOOCTOBEPHOCTU CBEAEHMWIN, COOAepXaluXca B NpeACcTaBMNEHHbIX 3asiBUTENEM
MaTtepuanax, ynosIHoMoveHHbl doegeparnbHbii OpraH UCMOMHUTENBHOW BNacTy HanpaenseT 3asBUTENO 3anpoc
00 yTOYHEHUUN yKa3aHHbIX cBeAeHW. [laHHbIA 3anpoc MOXET ObITb NepefaH ynorHOMOYEHHOMY NPeaCcTaBUTENIO
3aaBUTENs NIMYHO NOA PACMUCKY, HANpPaBfeH Mo NoYTe 3akasHbIM MMCbMOM MUY NepeaaH B 3MeKTPOHHOW dhopme
no TenekoMMyHUKaLUWOHHbIM KaHanam cBsA3n. B cnyyae HanpaBneHus gaHHOro 3ampoca no noyre 3akasHbiM
NMMCbMOM OH CYMTAETCS MOMYYEHHbIM MO UCTEYEHWM LLECTU OHEN C AaTbl HANPaBlieHMs 3aKa3HOro NUCcbMa.

(4acTb 4.1 BBegeHa PepepanbHbiM 3akoHOM OT 25.11.2013 N 317-03)

4.2. 3asButenb 00a3aH npeacTaBUTb OTBET HaA 3anpoC YMONHOMOYEHHOro doefepanbHOro opraHa
NCMNONHUTENBHOW BMNAacTM B CPOK, He MpPEBbILAOWMA AeBAHOCTA paboynmx OHEN CO OHSA MONy4YeHWst O4aHHOro
3anpoca. Cpok, ykasaHHbIV B YacTu 4 HaAcTOsILLEN CTaTbW, NPMOCTAHABIMBAETCA CO AHS HanpaBeHns 3asBUTENHO
3anpoca ynofTHOMOYEHHOro deAepasnbHOro opraHa MCMOMHUTENbHOW BacTu OO AHSA MOMy4YeHWs MM OTBeTa Ha
OaHHbIA 3aMpoC M He Y4MTbIBAETCS MPU MUCYUCIIEHMU CPOKa MPUHATUS pELUeHMS O BHECEHUM WU3MEHEHWA B
OOKYMEHTbI, coaeprKallnecs B perucTpaumMoHHOM A0Cbe Ha 3apermcTpuUpoBaHHbIN NIEKAPCTBEHHbIN NpenapaT 4s
MEeAMLMHCKOro NpUMEHEHMS.

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

5. OcHoBaHMeM AOnis OTkasa B NPOBEAEHMM YKAa3aHHbIX B YacTW 2 HACTOSILLEN CTaTbW 3KCMNEPTU3 SABMSIETCS
npeacTaBneHne LOOKYMEHTOB, MEPEuYUCNeHHbIX B 4Yactsax 1 u 3 HacToswen cratbu, B HEMNONMHOM obbeme,
HenpeacTaBneHne 3asiBUTENEM B YCTAHOBMNEHHbIA CPOK OTBETA Ha ykasdaHHbIN B 4acTu 4.1 HacTosilen cTaTbu
3anpoc ynosiHOMOYEHHOro hedepanbHOro oOpraHa WCNOMHUTENBHOW BRAcTW, a Takke OTCyTCTBME B
NPeACTaBMeHHbIX [OOKYMEHTax [AOCTaTOYHbIX CBEOEeHW, MOATBEPXKOAAWMX HeobXoaMMOCTb BHECEHWUS
M3MEHEHWUW, WNM OTCYTCTBME MWHpopMauun, noaTBepxaawowen (akT ynnaTbl FOCYAapCTBEHHbIX MOLUSVH,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

yKasaHHbIX B YacTu 3 HacTosILLEN CTaTbW.
(B pea. PegepanbHbix 3akoHOB 0T 25.11.2013 N 317-®3, o1 22.12.2014 N 429-03)

6. YKasaHHble B 4acTu 2 HacTOsILLEN CTaTbM 3KCMEPTU3bl NPOBOAATCS B MOPSIAKE, YCTAHOBIEHHOM CTaTbew
23 HacToswwero ®efepanbHOro 3akoHa.

7. B cpok, He npeBblWaoLWwun AecaTn pabounx AHen co AHSA NonydYeHUs 3akro4YeHnin KOMUCCUA 3KCNepToB
no pesynbTaTtaM yKa3aHHbIX B YacTW 2 HACTOSLLEN CTaTbW 3KCNEepPTU3, YNONMHOMOYEHHbIN dheaeparbHbIi opraH
NCMONHUTENBHON BNacTu:

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

1) NpYHUMaET peLleHne 0 BHECEHUN U3MEHEHWIA B AOKYMEHTLI, coaepXalmecs B pernctpaLMoHHOM 4ocke
Ha 3aperncTpupoBaHHbIA NEKAPCTBEHHbIM npenapaT Ans MeAUMUMHCKOro MpUMEHeHusl, unm ob oTkase BO
BHECEHUU TaKUX N3MEHEHUIA;

2) BHOCWUT B FOCYAapPCTBEHHbIN PEECTP NeKapCTBEHHbIX CPEACTB HAa OCHOBAHUW PELUEHWUS O BHECEHUU
N3MEHEeHWU B JOKYMEHTbI, CoAepXKalunecs B perMcTpaLMoHHOM 0OCbe Ha 3aperncTpUpoBaHHbIA NIEKAPCTBEHHbI
npenapar Ansg MeauLMHCKOro NpUMEHEeHWs1, HeobXxoanMble U3MEHEHMS 1 BO3BPaLLAET NX 3asiBUTENIO;

3) BblAaeT 3asBUTEN0 HOBOE PErmcTpauuMoHHOE yOOCTOBEPEHWE NeKapCTBEHHOro npenapaTta B cryyae
N3MEHEHNs1 CBeAEHUN, COOEPXKALLUMXCH B HEM.
(n. 3 BBeaeH ®egepanbHbIM 3akoHOM OT 22.12.2014 N 429-$3)

8. OcHOBaHMEM ANl OTKa3a BO BHECEHWM U3MEHEHWUI B JOKYMEHTbI, CoAepXalimecss B permMcTpaLmoHHOM
0OCbe Ha 3apermcTpupoBaHHbIA NEeKapCTBEHHbIM Mpenapat AN MeOMUMHCKOTO MNPUMEHEHUs, SIBRSIeTCS
3aKIMHOYEHME YMNONMHOMOYEHHOTO dedeparnbHOro opraHa WMCMOMHUTENbHOW BRAcT O BO3MOXHOCTU CHWXKEHUS
©e3onacHoOCTH, KayecTBa, 3PPEKTUBHOCTM NEKAPCTBEHHOIO CPEeACTBA B Cllydae BHECEHMS TaKUX U3MEHEHUN.

9. OonyckaeTtcs obpalleHve nekapCTBEHHbIX NMpenapaToB NS MeOUUMHCKOTO NPUMEHEHNs OO0 UCTeYeHUs
CpoKa rogHOCTU, NPOU3BEAEHHBLIX B TE4YEHNE CTa BOCbMUAECATU AHEW nocne Aatbl NPUHATUS YNOHOMOYEHHbIM
degepanbHbIM - OpraHOM  UCMOMHUTENbHOW  BRacTu  peleHnss O BHECEHUW WU3MEHEHUA B OOKYMEHTbI,
cofepxalimecs B perncTpaumoHHOM [OCbe, B COOTBETCTBUM C MHOPMaLMen, cogepxallencs B AOKYMeHTax
perMcTpaumoHHOro OCbE Ha NeKkapCTBEHHbIN npenapaT Ao AaTbl NPUHATUS TAKOro peLUEeHUs.

(vacTb 9 B peq. PenepansHoro gakoHa ot 22.12.2014 N 429-93)

CtatbA 31. BHeceHMe M3MeHEHUA B AOKYMEHTbI, coAepKalyMecAa B PerMcTpauMoHHOM [OCbe Ha
3aperMcTpMpoBaHHbLIV NeKapCTBeHHbIW Npenapart Ansa BeTepUHApPHOro NpuMeHeHust

1. B uensx BHeCeHWs W3MEHEHUA B [OOKYMEHTbl, coAepXallmecsas B pPerncTpauumoHHOM [OCbe Ha
3aperncTpupoBaHHbIN NekapCTBEHHbIN NpenapaTt Ans BeTepuHapHOro NpuUMeEHeHUs, AepxaTenb unv Bnageney,
perncTpaumoHHOro yaocToBEPEHUs NeKapCTBEHHOMo npenapara unu ynonHOMoOYeHHoe UM Apyroe puamyeckoe
nMuo (Ooanee B HacTOsALWEWN CTaTbe - 3asBMTENb) NPEeACTaBnsieT B YMNONIHOMOYEHHbIN dedepanbHbii OpraH
UCMOMNHUTENbHOW BNacTM 3asiBfieHMe O BHECEHUMM Takux WU3MEeHeHun no ¢opme, YCTaHOBNEHHOW
YNOMHOMOYEHHbIM (hbeaepanbHbIM OpraHOM MCMOMHUTENbHOW BRacTu, U npunaraemble K HEMY U3MEHEeHWUs B
yKkasaHHble JOKYMEHTbI, @ TakkKe OOKYMEHTbl, NOATBEPXAAoWMEe HEOOXOOUMOCTb BHECEHUSI TakMX U3MEHEHWN.
Mpn HeoOXOAMMOCTU BHECEHWS U3MEHEHWA B [OOKYMEHTbI, COAEepXalluecs B perucTpauMoHHOM Jocbe Ha
3aperncTpupoBaHHbIN NeKkapCcTBEHHbIN NpenapaT And BeTepMHapHOro MPUMEHEHUS, B Criyyasx U3MEHEHUs ©
(Mrn) OONONHEHUS NPOV3BOACTBEHHON MITOLLAAKN NEKAapCTBEHHOIO CPEACTBa, a Takke M3MEHEHMWs nokasaTenen
KayecTBa NIeKapCTBEHHOro npenapara Ansi BETEPMHAPHOrO NpUMEHEeHnsa u (Mnu) MeTOLOB KOHTPOIS KayecTBa
NeKapCcTBEHHOro npenapaTta And BeTEepMHapHOro MPUMEHEHUs 3asBUTENb AOMNOMHUTENbHO NpeacTaBnseTr B
YMNOMHOMOYEHHbIV dhefeparnbHblid OpraH UCNONHUTENBHOW BNACTK crefytoLlime JOKYMEHThI (CBeAeHUs):

(B peq. PenepanbHoro zakoHa ot 27.12.2019 N 478-93)

1) cBegeHvss 0 paTe nNpenoCTaBMEHUA U PErMcTpauMoOHHOM HOMEpPE JMUEH3UM Ha NPOU3BOACTBO
NeKapCTBEHHbIX CPEACTB, NPeaoCTaBNeHHOM NMPOM3BOAUTENIO NEKapCTBEHHOrO npenaparta Ans BeTepuHapHOro
NPUMEHEHNS, AN POCCUNCKUX NPOn3BoaAUTENEN;

(B peq. PenepanbHoro zakoHa ot 27.12.2019 N 478-93)

2) cBeaeHna O pate npenocrtaBleHnda U perncTtpauMoHHOM HoMepe nuueH3nn Ha npou3BoACTBO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

NEeKapCTBEHHbIX CpeacTB, NPeaoCTaBIEHHOW MPOM3BOAUTENO hapMauleBTMYECKOM CyOCTaHumMM, BXOASLWEN B
COCTaB NekapCTBEHHOTrO npenapaTa 4J19 BETEPUHAPHOro NPUMEHeHUs1, Anst POCCUNCKNX NPpOoU3BoOaUTENen;
(B pea. PenepanbHoro gakoHa ot 27.12.2019 N 478-$3)

3) KonuA [OOKYMEHTa, BblAAHHOMO YMONHOMOYEHHbIM OpPraHOM CTpaHbl MPOW3BOAMTENS AN KaXOaow
MPOM3BOACTBEHHON  NIOWAAKM  JIeKapCTBEHHOTO  MpenapaTa Ans  BeTepMHApHOTrO  MPUMEHEHUS U
NoATBEPXKAAOLLErO COOTBETCTBME MPOU3BOAMTENS  JIEKapCTBEHHOro npenapata TpeboBaHWsSM  OpaBui
Hagnexallen Npou3BOACTBEHHOW MPaKTUMKM, U ero NepeBof Ha PYCCKUN A3blK, 3aBEpPEHHbIE B YCTAHOBMEHHOM
nopsake, a Takke KOMusi 3akMYeHUs 0 COOTBETCTBUM NPOU3BOAUTENS NEKApPCTBEHHbLIX CpeacTB TpeboBaHUSM
npaBun Haanexalleid MNPOU3BOACTBEHHON MpPAKTWKW, BblOAAHHOMO YMONHOMOYEHHbIM dedeparnbHbIM OpraHoM
UCMONMHUTENbHOW BracTM AN KaXaoW NpoW3BOACTBEHHOW NIOLWAAKM JIeKapCTBEHHOrO rpenapata Aass
BETEPVMHAPHOrO TMPUMEHEHWs!, MO0 KOMWA peLieHUss O MPOBEAEHUN WHCMEKTMPOBaHUS MPOU3BOAUTENS
NEeKapCTBEHHbIX CPEACTB, NPUHATOIO YNOMHOMOYEHHBIM (hedepanbHbiM OpraHoM WCMOMHUTENBHOW BRacTu Ans
KaXKdOW NpPOW3BOACTBEHHOW MIOLLaAKM JIeKapCTBEHHOrO Mpenapata [Ansi BeTEePUHaAPHOro  MpUMEHEHMs.
YkazaHHble [AOKYMEHTbl MPEeACTaBnslTCS B Cnyvyae, ecnvM MNPOW3BOACTBO FNEKAPCTBEHHOrO npenapata Ans
BETEepMHapHOro NpMMeHeHUs ocyLLecTBnsieTcs 3a npegenammn Poccuiickoi ®egepaumu;

4) xonusa OOKyMEHTa, BblAAaHHOMO YNOMHOMOYEHHBIM OPraHoOM CTpaHbl NPOM3BOANTENS hapMaLeBTUYECKON
cybcTaHuumn 1 NOATBEPXKAAKLWEro COOTBETCTBUE NpousBoauTens apmaueBTudeckon cybctaHunm, BXoasLen B
COCTaB IeKapCTBEHHOro npenapata [Ansi BETEPUMHApPHOro NpuMMEeHeHusi, TpeboBaHWAM NpaBuil Haanexallen
NPON3BOACTBEHHOW MPaKTUKW, U ero nepeBoj Ha PYCCKUN A3blK, 3aBEepPeHHble B YCTAHOBMEHHOM nopsiake, B
criyyae, ecnv npou3BoAcCTBO hapmMaueBTUYeckon cybcTaHuMM ocyllecTBnaeTca 3a npedenamu Poccuinckon
depepauun.

(vactb 1 B peq. PepepanbHoro zakoHa ot 04.06.2018 N 140-93)

1.1. B cnyyae nameHeHus u (Mnn) ONONHEHNSA MPOU3BOACTBEHHON MNOLLAAKM NeKkapCTBEHHOro cpeacTBa
OOKYMEHTBI, yKa3aHHble B YacTu 1 HacTOsILLEN CTaTbW, NPEACTABNSATCS 3asBUTENEM B OTHOLLIEHUM N3MEHAEMOMN
n (Mnn) AOononHsAemMon NPOW3BOACTBEHHOW MNMOLLAAKMA JIEKapCTBEHHOro cpeacTtea. PeleHne o BHeceHWUn
N3MEHEHN B JOKYMEHTbI, COAEpXKaLlMecs B permcTpauuoHHOM A0Cbe Ha 3aperMcTpMpoBaHHBIN NIEKAPCTBEHHbIV
npenapaTt Ans BETEPUHAPHOro MNpUMEHeHMs, unn o6 oOTKase B WX BHECEHUU MPUHMMAETCs B Chnydae
HeobXxoQMMOCTV MPOBEAEHUS SKCMEPTU3bl FIEKAPCTBEHHOrO CPEeACTBa B CPOK, HE NpeBbILIAOLWMIA OeBAHOCTA
pabounx OHel, a B oCTarnbHbIX CNy4asix B CPOK, HE MpeBbILWAWMIA Tpuauatu paboyunx gHen co OHsI NPUHATUS
YMOSTHOMOYEHHbIM hefiepanbHbIM OpraHoOM UCMOMNHUTENBHOW BIACTU 3asiBNEHUSA O BHECEHUN TAKUX U3MEHEHWN.
(vacTb 1.1 BBegeHa depeparnbHbiv 3akoHoM oT 04.06.2018 N 140-93)

1.2. B cnyyae peopraHusaumu pgepxatens unuM Bnagenbua perncTpaumoHHOro  yaoCTOBEpeHUs
neKkapCTBEHHOro npenapaTta Afns BEeTEepMHApHOro npuvMeHeHusi, paspaboTymMka WM Npou3BOAUTENS
neKkapCcTBEHHOro rnpenapaTta [Anf BETEePUHapHOro MNPUMEHEHWs B 3asBleHNM O BHECEHUM W3MEHEHUN B
OOKYMEHTbI, CoAepXalumecs B permcTpaumMoHHOM JOCbe Ha 3aperncTpupoBaHHbIN NekapCTBEHHbIN npenapar Ans
BETEPVMHAPHOrO  MPUMMEHEHWs,  yKa3blBalOTCA  AdaHHble  OOKYMEeHTa, MOATBEPXKAAloLWero  BHeceHue
COOTBETCTBYIOLWMNX U3MEHEeHUN B EAuMHBLIN rocydapCTBEHHbIN peecTp puanydecknx nuy (4ns opraHusauum,
3aperucTpupoBaHHbIX Ha TeppuTopun Poccuiickon degepauun), MM MHOrO AOKYMEHTa, MOATBEPXKOAOLLEro
peopraHvMsaumio lopuan4eckoro nuua (4na opraHnsauuin, He 3aperMcTpupoBaHHbLIX Ha Tepputopun Poccumnckon
®epepaumn). 3asgBneHne 0 BHECEHUWN U3MEHEHUI B AOKYMEHTbI, coAepXalinecs B peructpaumoHHOM JOCbe Ha
3aperucTpupoBaHHbIA NeKapCTBEHHbIN npenapart Ansg BeTepuHapHOro MNMpUMEHEeHUs, U npunaraemble K Hemy
OOKYMEHTbI NMpeacTaBnalnTCa B YNOMHOMOYEHHbIN defeparbHbii OpraH UCMONHUTENbHOW BNacTu He nosgHee
yem uyepe3 Tpuauatb pabounmx [[HEN CO [OHA BHECEHWsT COOTBETCTBYIOLUMX W3MeHeHMn B EauHbIn
rocy0apCTBEHHbIN peecTp lopuandeckux nvy (4ns  opraHusauun, 3apermcTpupoBaHHbIX Ha TeppuTopum
Poccuickon ®depepaunn) wnuM  co  OHA  MPUHATUSA  COOTBETCTBYIOLLEro [OOKYMEHTa, noATBepXaaroLero
peopraH3aumio IopManyeckoro nuua (4nd opraHnsauni, He 3aperMcTpupoBaHHbIX Ha TeppuTopun Poccuinckoi
®egepaumun). B cnyyae peopraHusauuy gepxartens wnu Brnagenbla pPerncTpaumMoHHOro yAOCTOBEpPEeHMWs
nekapCTBEHHOro npenapaTa A8 BeTepUHapHOro NpUMeHeHNs 3asiBNeHne 0 BHECEHUN N3MEHEHUI B AOKYMEHThI,
cogepxaiwimeca B PErucTpaumMoHHOM [OCbe Ha 3aperMcTpypoBaHHbIA  NEKapCTBEHHbIN npenapart  Ang
BETEPVMHAPHOro MNpUMEHEeHUs, NnodaeTcsa PUANYECKUM IULOM, KOTOPOMY B XOAE peopraHusauun nepegaHo
npaBo BnageHus Takum perncTpaumoHHbIM YAOCTOBEPEHNEM.

(yacTb 1.2 BBegeHa PepepanbHbiM 3akoHoMm o1 02.08.2019 N 297-03)

2. B cnyyae BHeceHWs W3MEHEHWA B [OKYMEHTbl, codepxalimecs B pPerncrpauumoHHOM [OCbe Ha
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

3aperucTpupoBaHHbIA NeKapCTBEHHbIM npenapaT Ans BEeTEepUHapPHOro NPUMEHEHWUs, B OTHOLLUEHUWU CBEAEHUN,
yKasdaHHbIX B nognyHkrax "e", "x", "k", "n", "H", "c", "X" nyHkTa 7 yactn 3 ctatbn 17 HacToswero ®egepansHOro
3aKOHa, U3MEHEHUS W (Mnn) JOMOSTHEHWS NPOU3BOACTBEHHON NNOLLAAKN NEKapCTBEHHOro CpeacTBa, a Takke B
crnyyae n3MeHeHus nokasaTenen KayecTBa fieKapCTBEHHOro npenapara ans BeTepMHaApHOro NPUMEHEHNS 1 (Unu)
MEeTO[AOB KOHTPOMs KayecTBa JleKapCTBEHHOro npenapata Ans BeTepuHapHOro npUMEHEHUs MNpoBOAUTCS
3KCnepTn3a NekapCTBEHHOro CpeAcTBa AfA BETEepUHAPHOro nprvMeHeHus. B crniyyae HeobGxoaMMOCTN BHECEHUS
MHbIX W3MEHEHMN B [OKYMEHTbl, COAepXaluMecs B pPerncTpauuMoHHOM [OCbe Ha 3aperncTpvpoBaHHbLIN
nekapcTBeHHbIN npenapaT Afs BETEepUMHapHOro MNPUMEHEHWUs, 3KCnepTu3a NeKapCTBEHHOro cpeactesa Ans
BETEPMHAPHOro NPUMEHEeHNs He NPOBOANTCA.

(B pea. PenepanbHbix 3akoHOB 0T 22.10.2014 N 313-93, o1 22.12.2014 N 429-03)

3. 3asiBuTenbL BnpaBe NpeAcTaBUTb MO COBCTBEHHOM WMHMLMATMBE BMECTE C 3asdABIIEHWEM O BHECEHWM
N3MEHEHN B JOKYMEHTbI, COAEpXKaLlMecs B permcTpauuoHHOM A0Cbe Ha 3aperMcTpMpoBaHHbIN NEKAPCTBEHHbIN
npenapaT 4ns BETEPUHAPHOIO NPUMEHEHUS, KONMUN OOKYMEHTOB, MOATBEPXOAIOWMX ynnaTy rocygapCTBEHHOM
MOLUMMHBbI 3a BHECEHME B [JOKYMEHTbl, coAepXalliMecss B pernctpaumoHHOM O0Cbe Ha 3aperncTpupoBaHHbIN
nekapCTBEHHbIV Npenapart Ans BETEPUHAPHOIO NMPUMEHEHUS, U3MEHEHUI, TPEDOYIOLMX NPOBEAEHMS KCNEPTU3bI
NEeKapCTBEHHOIO CPEeACTBa, WNN W3MEHEHWI, He TpebyllMX MpoBeAeHNss 3KCNepTM3bl feKapCTBEHHOMO
cpeactBa. B cnyyae HeoGXoOuMOCTM U3MEHEHWS CBEOEHWW, COAEepXalMXCd B  PErmcTpaurMoHHOM
YOOCTOBEPEHMM NEKAPCTBEHHOrO npenapaTta Ansd BETEPUMHAPHOro MPUMEHEHUs, C 3asiBNIEHNEM, YKa3aHHbIM B
yacTn 1 HacTosILLEN CTaTbu, 3asiBUTENb BNpaBe NPeAcTaBuMTb MO COOCTBEHHOW WHWULMATMBE KOMWUIO OOKYMEHTa,
noaTBepXxaaroLwero ynnaTy rocygapCTBEHHOW MOLWMMHBbI 3@ Bblgady perncTpaumoHHOro YAOCTOBEpPEHUs
nekapCTBEHHOrO npenaparta. 3asBuTeENb BrpaBe MpeacTaBuTb MO COOCTBEHHOW MWHUUMATUBE CBELAEHUS O
nnuUeH3nsax, ykasaHHble B MyHKTax 1 1 2 yactu 1 HacToswWen cTaTtbU, a Takke BblAdaBaeMble YNONHOMOYEHHbIMN
deaepanbHbIMU OpraHamm UCMNOSHUTESNbHON BRacTU LOKYMEHTbI, YKasaHHble B MyHKTe 3 4actu 1 HacToswen
cTaTbu. B cnydae HenpeacTaBneHns ykazaHHbIX 4OKYMEHTOB (CBeAEHMIN) YNONHOMOYEHHbIV dpedeparbHbIn opraH
WCNOSNTHUTENBHOM BriacTW 3anpaluvBaeT yKasaHHble OOKYMEHTbl (CBEAEeHMs) B MOpsiake MEeXBEOOMCTBEHHOro
WHOPMALIMOHHOIO B3aMMOAENCTBIS.

(vacTb 3 B peq. PenepansHoro zakoHa ot 27.12.2019 N 478-93)

4. B cpok, He npeBblWwawWwmi gecatn paboumx OHeW CO OHS MOCTYMMEHWs yKaszaHHOro B 4Yactu 1
HacTosALEeN CTaTbh 3asBMEHUs W  HeobXoOUMbIX [AOKYMEHTOB, YMONTHOMOYEHHBIN deaepanbHbI  opraH
NCNOMHUTENBHOW BNacTu:

1) NpPOBOAMT NPOBEPKY TMOMHOTbEI M OOCTOBEPHOCTM CBEAEHWI, COoAepXaluxcs B NpeacTaBreHHbIX
3anaBUTENEM OOKYMEHTaXx;

2) NMPUHUMaET pelleHne O MnpoBeaeHnn J3KCNnepTu3bl J1IeKapCTBEHHOINoO cpeanctesa Ald BeTepUuHapHOro
NPUMEHEHUNA UNn 00 oTkase B ee npoBeaeHnn;

3) yBegomnsieT B MMCbMEHHOWN popMe 3asaBUTENs O MPUHATOM PELLEHVNU UMK B Cryvae NPUHATUS peLLeHns
06 oTkase B NpoBeAEeHUN SKCMepPTM3bl NeKapCTBEHHOro cpeAcTBa AN BETEPUHAPHOTO MPUMEHEHUS C YKa3aHeM
MPUYUH TaKOro oTKasa.

4.1. B cny4vae BbISIBNEHUS HEQOCTOBEPHOCTM M (UNKN) HEeJOCTaTOYMHOCTU CBedEeHMN, copepXaluxcs B
NpeacTaBrneHHbIX 3asiBUTENeM AOKYMEHTaX, YNONMHOMOYEHHbIV denepanbHbll OpraH MCNOMHUTENBHON BNAcTy
HanpaBnsieT 3asBUTENO 3anpoc 00 YTOYHEHUW YyKasaHHbIX CBeAeHui. 3anpoc MoxeT ObiTb nepenaH
YMNONIHOMOYEHHOMY MpeacTaBuUTEeNo 3asBUTENs MO PacnucKy, HampaBneH Mo NoyTe 3akasHbiM NMUCbMOM WK
nepeaaH B 3MIEKTPOHHOW dhopme Mo TeNeKOMMYHMKaLMOHHBLIM KaHanam ceasu. B cnyyae HanpaBneHus 3anpoca
06 YyTOYHEHUW yKasaHHbIX CBEAEHWI MO MOoYTe 3akasHbIM MUCbMOM OH CYMTAETCH MNOMYYEeHHbIM MO UCTEeYeHUU
LIeCTn gHel ¢ AaTbl HanpaBreHns 3aKkasHoro NUCcbMa.

(4acTb 4.1 BBegeHa PepepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

4.2. 3asBuTenb 00si3aH NpeacTaBMTb OTBET Ha 3anpoc YMONHOMOYEHHOro dedeparibHOro opraHa
WCMONHUTENBHON BMNacTu B CPOK, He MpEBbIAWMIA AeBAHOCTa pabounmx AHEer CO AHS MOMyYeHUs OaHHOro
3anpoca. Cpoku, ykasaHHble B 4acTu 1.1 HacTosieih cTaTbW, MPUOCTAHABMNMBAKOTCA CO AOHSA HanpaBreHus
3as8BUTENIO 3anpoca YNoNIHOMOYEHHOro dheaepanbHOro opraHa MCMOMHUTENbHOW BracTW OO0 AHS MONyYeHUs
OTBETA Ha [aHHblil 3anpoc U He YYUTLIBAIOTCH MPU WUCUUCIIEHUM CPOKa MNPUHSATUS PELUEHUS O BHECEHMU
N3MEHEHWUI B JOKYMEHTbI, CoAepXKallnecs B perMcTpaLMoHHOM AOChe Ha 3aperncTpUpoBaHHbIA NIEKAPCTBEHHbI
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

npenapar 48 BeTepMHAPHOIO MPUMEHEHUS.
(vacTb 4.2 BBegeHa depepanbHbiv 3akoHoM OT 04.06.2018 N 140-93)

5. OcHoBaHveM ONns oTkasa B MpOBeOEHUWM 3KCMepTU3bl NIEKApCTBEHHOro cpeacTBa Ans BeTepuHapHOro
NPUMeEHEeHNs 9BNSeTCS NpeAcTaBneHne AOKYMEHTOB, yKa3aHHbIX B YacTsx 1 n 3 HacToswen cTatbu, B HEMOSTHOM
obbeme wunu OTCYTCTBME B MNpPeACTaBNEeHHbIX [AOKYMEHTax [AOCTaTOYHbIX CBeAEeHUW, MoATBEepPXAatoLLmX
HeobX0AMMOCTb BHECEHUSA M3MEHEHUIN, MO0 HenpeacTaBneHe 3asBUTENEM B YCTAHOBIEHHbIN CPOK OTBETa Ha
yKasdaHHbI B 4Yactn 4.1 HacTosLWwen cTaTtby 3anpoc ynorTHOMOYEHHOro doeaepansHoro opraHa UCNONHUTENbHON
BNacTu.

(B peq. ®enepanbHoro zakoHa ot 04.06.2018 N 140-93)

6. OkcnepTM3a nekapCcTBEHHOrO CPEACTBA AN BETEPUHAPHOTO NPUMEHEHNS B LIENSX BHECEHWUSI U3MEHEHWIA
B JOKYMEHTbI, COAepXallumMecs B perMcTpaumMoHHOM AOCbe Ha 3aperMcTpMpoBaHHbIA NeKapCTBEHHbIM npenapaTt
Onsi BETEPUMHApPHOro MPUMEHEHMWS, OCYLLECTBMSIETCS B MOPSiAKEe, YCTAHOBMEHHOM cTaTben 24 HacTosLlero
denepanbHOro 3akoHa.

6.1. B cpok, He MnpeBblllaWnMA JecatTn paboumx OHEen CO AHS MONyYeHUs 3aKMiYeHUs KOMUCCUM
3KCMEepTOB MO pes3ynbTaTaM yKasaHHOM B YacTM 2 HacCTOsLWEeW CcTaTbM IKCMEPTM3bl, YMNOSIHOMOYEHHbIN
deaepanbHbI opraH NCNONMHUTENBHOW BNACTU:

(B peq. ®PenepansHoro zakoHa ot 02.08.2019 N 297-93)

1) NPUHMMAET peLLEHNE O BHECEHNM U3MEHEHUI B JOKYMEHThI, CoAepXalunecs B perncTpauMoHHOM 40Chbe
Ha 3aperucTpyMpoBaHHbIA JIeKapCTBEHHbIV MnpenapaTt AN BETEPUHAPHOro NpUMMEHeEHWsi, unu o6 oTkase BO
BHECEHUN TaKUX U3MEHEHWIA;

2) BHOCUT B roCydapCTBEHHbIN peecTp JieKapCTBEHHbIX CPEACTB Ha OCHOBaHWMM PELLUEHMSI O BHECEHUU
N3MEHEHWUIA B [JOKYMEHTbI, COAEpsKallMecs B permcTpaLlmoHHOM AOChbE Ha 3aperMcTPUpPOBaHHbIA NeKapCTBEHHbIN
npenapat AN BETEPUHAPHOrO MPUMEHEHUsl, HeobXxoauMble W3MEHEHVSI M BO3BpallaeT 3TU [JO0KYMEHTb
3asBUTENIO;

3) BblgaeT 3asBUTENI0O HOBOE pPErvcTpaLMOHHOE YOOCTOBEPEHME JIeKapCTBEHHOro mpenapaTta ans
BETEPVMHAPHOIrO MNPUMEHEHUS B crydae HeobGXOOUMOCTU W3MEHEHWUS CBEAEHW, coaepkaluxcs B HeMm, C
COXpaHeHMeM HOMepa paHee Bbl4aHHOIO PErncTpauMoHHOrO YAOCTOBEPEHUsI NeKapCTBEHHOrO npenaparta ans
BETEPMHAPHOr0 NPUMEHEHMUS.

(n. 3 BBegeH ®efeparnbHbiM 3akoHoM oT 02.08.2019 N 297-93)
(yacTb 6.1 BBegeHa PepepanbHbiM 3akoHoM oT 22.10.2014 N 313-03)

6.2. B cnyyae BHeCEHMS M3MEHEHUN B [OOKYMEHTbl, CoepxaliMecs B pPerucTpauumoHHOM [OCbe Ha
3aperncTpupoBaHHbIN NEKapCTBEHHbIA npenapaT Ans BeTepPMHApPHOro NPUMEHEHWs, B 4acTu, Kacarollencs
U3MeHeHns u (unu) [ONOMHEeHWs NPOU3BOACTBEHHOW NMoLWaAKkM fekapcTBEeHHOro npenaparta, npu
npeacraBneHnn 3asiBUTENEM B COOTBETCTBMM C MNYHKTOM 3 4YacTm 1 HacToslwen cTaTbu KOMUU peLleHus
YNOMHOMOYEHHOro  beflepanbHOrO OpraHa UCMOSHUTENbHOW BracTM O MpoBedeHUW WHCMEKTUPOBaHUSA
npou3BoaMTENSA  NIEKapCTBEHHbIX CPeacTB  CpPOK, YKasaHHblh B 4Yactu 6.1 HacTosiwen cTatby,
NPUOCTaHaBNMBAETCHA CO OHA NOSYYEHNS 3aKMOYEHNA KOMUCCUM SKCNEPTOB A0 AHS NMPUHATUSA YNOTHOMOYEHHbIM
hegepanbHbIM OpraHoM MCMOSTHUTENLHOM BNACTU pelleHnst O Bblgade unu ob oTkase B BblAade 3akioyeHus O
COOTBETCTBMM NPOM3BOAUTENS NEKAPCTBEHHbIX CPeACcTB TpeboBaHUSAM OpaBwui Haanexallen Npon3BoLCTBEHHOW
NpakTuKK1, HO He Doree Yem Ha CTO BOCEMbOECAT pabounx gHEN.

(4acTb 6.2 BBegeHa depeparnbHbiv 3akoHoM oT 04.06.2018 N 140-93)

7. OcHoBaHMeM Ans OTKa3a BO BHECEHUWN M3MEHEHWI B JOKYMEHTbI, coaepXalimecs B perncrpalmoHHOM
[OCbe Ha 3aperncTpupoBaHHbIV feKapCTBEHHbIM npenapaT AN BeTepvHapHOro NPUMEHEHUsi, B Cryvasx, He
Tpebylowmx npoBeAeHMs 3SKCNepTu3bl JIeKapCTBEHHOro CpeacTBa, SABMSETCA npeacTaBreHne LOKYMEHTOB,
yKasaHHbIX B 4YacTax 1 M 3 HacToslen cTaTbW, B HENOMHOM OO6bemMe WM OTCYTCTBME B MpeACcTaBfEHHbIX
OOKYMeHTax CBedeHWN, KOTopble AOIMKHbl ObiTb B HUX OTpakeHbl, NMbO HenpeacTaBneHve 3asiBuTenem B
YCTaHOBMEHHbIA CPOK OTBETa Ha yKasaHHbii B 4Yactu 4.1 HacToslwen cTaTbu 3anpoc YMNOSIHOMOYEHHOrO
dhegepansHOro opraHa UCNOMHUTENBHOW BRiacTu.

(vacTb 7 B peq. ®enepansHoro zakoHa ot 04.06.2018 N 140-93)

7.1. OcHoBaHVeM AOns 0Tkasa BO BHECEHUWN U3MEHEHWI B LOKYMEHTbI, coaepXalinecs B perncTpalmoHHOM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

[OCbe Ha 3aperMcTpupoBaHHbIA JEKAPCTBEHHbIN MNpenapaT ANs BETEePUMHAPHOro MNPUMEHEHUsI, B Cry4asX,
TpebyoLwmx NpPoBEeAEHNsT SKCNepTU3bl JIEKApPCTBEHHOMO CPeAcTBa, SBNSAETCHA 3aK/OYEHME YNOSTHOMOYEHHOro
denepanbHOro opraHa MWCMNOMHUTENbHOW BRactM O BO3MOXHOCTU CHWXeHua 6e30nacHoOCTM, KayecTBa,
3 peKTUBHOCTM NEKapCTBEHHOro NpenapaTa BCNeACTBME BHECEHUS U3BMEHEHUIN B YKa3aHHbIE JOKYMEHTbI, OTKa3
YMONTHOMOYEHHOrO befepanbHOro opraHa WCMOMHUTENbHOW BNacTv B Bblgaye 3aKIiOYEHUss O COOTBETCTBUM
Npon3BoauTENS NEKAPCTBEHHbLIX CPEACTB TpebOoBaHWSM MNpaBwuil Hagnexalwen Npou3BOACTBEHHOW MPaKTUKA B
cnydyae u3MeHeHuss 1 (Mnn) OONOSIHEHMs] MPOM3BOACTBEHHOW MNIOLAAKM NEeKapCTBEHHOro npernapaTa, ecnu
NpOM3BOACTBO JIEKAPCTBEHHOrO npenapara Ansg BeTepMHApHOro MPMMEHEHMST OCYLLECTBIISIeTCa 3a npenenamm
Poccuinckon ®egepauun, Unm oTCyTCTBME ITOrO 3aKMOYEHUs.

(vacTb 7.1 BBegeHa depepanbHbiM 3akoHoM OT 04.06.2018 N 140-93)

8. [onyckaeTcsa obpalleHne nekapCTBEHHbIX NPenapaToB ANs BETEPUHAPHOrO NPUMEHEHNS [0 UCTEYEHUS
CpOKa rogHoCTu, npon3eBeneHHbIX B Te4eHne Cta BOCbMUOECATU ,qu|7| nocne gatbl NPUHATUA YNOJTHOMOYEHHbLIM
cpe,uepaanuM OopraHom WUCMONMHUTENbHON BRacTu peweHna O BHeCeHUn U3MEHEeHUn B OOKYMEHThI,
cofepalimecs B peructpauMoHHOM [OCbe Ha NeKapCTBEHHbIM npenapaT, B COOTBETCTBUM C MHOpMaLMEN,
coaepxalluencst B JOKYMEHTaxX PErMcCTpaLMOHHOro 4OCbe Ha NekapCTBEHHbIN npenapaT Ao AaTbl NPUHATUS Takoro
peLleHuns.

(vacTb 8 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Cratba 32. OTMeHa rocyfapCTBEHHOM perucTpauum nekapcTBeHHOro npenapara

PeweHne 06 OTMEHe rocydapCTBEHHOM perucTpauuy INekapcTBEHHOro mnpenapara W UCKITHYeHUN
NeKapCcTBEHHOro npenapaTa W3 T[OCYAapCTBEHHOrO peecTpa JIeKapCTBEHHbIX CPEACTB  MPUHMMAaEeTCs
YNOSTHOMOYEHHBIM heaeparibHbIM OPraHOM UCMOSTHUTENBHOW BAacTy B criyyae:

1) npeacTaBneHUst COOTBETCTBYIOLIMM YMNOMHOMOYEHHLIM (beeparnbHbiM OpraHoOM  UCMOMHUTENbHOM
BacTU 3aKMOYEHUS O pPUCKe MMM 06 yrpo3e 3[0POBbi0, KM3HW YEroBeKa MIM XKMBOTHOTO MPU MPUMEHEHUM
NeKapcTBEHHOro Mpenapara, MNpeBblllaWmx ero 3deKTUBHOCTb, MO pe3ynbTaTtaM OCYLIECTBISEMOro UM
MOHUTOpPMHra 6e30MacHOCTM NeKapCTBEHHOro npenapara;

2) nogauv gepxartenem unv BrnagernbLeM perMcTpaunoHHOro yaoCTOBEPEHUS NIEKapCTBEHHOMO nNpenapaTta
UM YyNonHOMOYEHHBIM UM APYTYM OPULANYECKMM NULIOM 3asiBfieHMs1 06 OTMEHe rocyapCTBEHHOW perncTpauum
neKkapcTBEHHOro NpenapaTa;
(B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) HenoaTBepXaeHuna FOCWJ,apCTBeHHOﬁ perncTtpaunmn nekapCTtBeHHOro npenapara no Uctev4eHnn cpoka
nencTBeus perncTpaumMoHHOro yanoCctoeepeHud, BbiIJaHHOIO Ha NATb JeT;

4) HenpeacTaBneHusl 3asBuUTeneM WHgopmaummn, KoTopas MOXeT noBrevb 3a coboil HeoGXOAMMOCTb
BHECEHUS W3MEHEHWI B [OKYMEHTbl, CodepXaliMecs B PErMcTpauMoOHHOM [OCbe Ha 3aperncTpUpPOBaHHBbIN
NekapcTBeHHbIV Npenapar, B Te4eHVe TpuauaTt pabounx gHew co AHSA HacTYNNeHUst 3TUX U3MEHEHWI;

5) ocyllecTBMNeHMs TOCyQapCTBEHHOW perncTpaumm IekapCTBEHHOro npenapata Mno4  TOProBbIM
HaMMEHOBaHMEM 3aperncTpMpoOBaHHOIO paHee Mo4 STMM  TOProBbiM HaWMEHOBAHWEM  FIEKAPCTBEHHOro
npenapaTa, OTNMYaloLLErocs Ka4eCTBEHHbIM COCTaBOM AENCTBYIOLLMX BELLECTB;

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

6) ocCyLleCcTBNEHNsT TOCYOapCTBEHHOW pernctpauum OAHOroO U TOro e JIeKapCTBEHHOro npernapata B
OTHOLLIEHMN OOHOMO M TOrO Xe AepXaTens unu Bragenbla perncTpaunoHHOro yaoCTOBEPEHUS NEKaPCTBEHHOTO
npenapaTa B Buae AByXx 1 6onee nekapCTBEHHbIX NpenapaToB noj pasnuyHbIMU TOProBbIMU HAMMEHOBAHUAMU;
(n. 6 B pea. ®epepanbHoro 3akoHa ot 04.06.2018 N 140-03)

7) BblHECEHMSI CYOOM peLUeHWs O HapylleHuM MpaB npaBoobnagaTtensi 06bEKTOB WHTENNeKTyanbHOM
CcOBCTBEHHOCTM Npy 0BpaLLEeHUN NEKAPCTBEHHbIX CPEACTB;

8) OoTCyTCTBUSI NEeKapCTBEHHOrO npenapaTta B obpaweHun B Poccuiickon Pefepaumm B TeHeHWe Tpex U
bonee ner;
(n. 8 BBeaeH PepeparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

9) HeBLINONMHEHUs1 AepXXaTenem unu BragenbLuemM PerncTpauuoHHOro yaOCTOBEPEHMS NleKapCTBEHHOIo
npenapata nMboO YMNOMHOMOYEHHBIM UMW APYITUM  IOPUANYECKUM JTMLOM MEeponpuatui no obecneyeHuto
0©e30nNacHOCTU NeKapCTBEHHbIX MpenapaTtoB, YCTAHOBMEHHbLIX YMOMHOMOYEHHbIM deaepanbHbiM  OpraHoMm
NCMONHNTENbHON BNAacTU B COOTBETCTBUM C vacTamum 3 n 4 ctaTbn 64 HacTosiwero degepanbHOro 3akoHa, B
paMKax ocyLlecTBeHnNst hapMakoHan3opa;

(n. 9 BBegeH PegepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

10) oTkasa gepxartensa wnu BnagenbLla perncTpauMoHHOro YAOCTOBEPEHMS NeKkapCTBEHHOro npenapara
nMBo YNOIHOMOYEHHOrO WMMMK [OPYroro HpPUAOWYECKOTO Nuua OT BHECEHUS W3MEHEHUN B MHCTPYKUUIO MO
NMPYMEHEHWIO NEKapCTBEHHOTO MpenapaTta, KacaloLlMXCsi HOBbIX MOATBEPXOEHHbIX AAHHbIX O TOM, YTO PUCK
NpUYVHEHNs Bpeda 340POBbI0 YENOBEKa WM KMBOTHOIMO BCREACTBME MpuemMa fiekapCTBEHHOro npenapara
npesblaeT 3PPEKTUBHOCTb €ro NPUMEHEHUS.

(n. 10 BBegeH depepanbHbIM 3aKkoHOM OT 22.12.2014 N 429-93)

KoHcynbTaHTlnoc: npumeyaHue.
C 01.01.2023 cT. 32 pononHsaetca n. 11 (@3 ot 27.12.2019 N 475-93).

Crtatbs 33. locyaapcTBEHHbIN peecTp NeKapCTBEHHbIX CPeacTB

1. Focy/J,apCTBeHHbM RPEECTP NeKapCTBEeHHbIX CPpeaCTB COOEepPXUT nepedvyeHb J1eKapCTBEHHbIX MpenapaTos,
npoweaumnx rocygapCrtBeHHyr permcrpauuto, nepedeHbo cbapmaueBqueCKMx CY6CTaHLI,I/Il7I, BXogdALWKMx B CoCTaB
JleKapCTBEHHbIX npenapartos, 1 crnegyLllyro Mchopmau,vuo:

1) B OTHOLUEHUN NeKkapCTBEHHbIX NpenapaTos:

a) HaMMeHOBaHWe nekapcTBEHHOro npenapaTta (MexayHapoaHOe HenaTeHTOBaHHOE, UMK rPYNNMPOBOYHOE,
UMM XMMUYECKOE 1 TOProBOE HAUMEHOBaHWS);
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-$3)

6) NeKapCcTBeHHasn cbopma C YyKas3aHneM [OO3UPOBKW JeKapCTBEHHOro npenaparta M ero Konun4yectea B
I'IOTpe6VITeJ'IbCKOI7I YNaKoOBKe;

B) HavMeEHOBaHWEe [epxaTens unuM Bnagenbua perucTpauMoHHOrO YAOCTOBEPEHUA NeKapCTBEHHOro
npenapata W CBeAEHMS O perucTpauuu aepxarens wnM Bhnagenbua perucTpaLyoHHOro YAOCTOBEpPEeHUs
NeKapCcTBEHHOro npenapaTta Ans MeOuUMHCKOTrO MPUMEHEHUSI B KadyecTBe HamnoronnaTenbliMka B CTpaHe
pervctpaumm (anst POCCUNCKUX HOPUANYECKUX UL, - MOEHTUMUKALMOHHBIA HOMep Hanoronnatenswuka (MHH),
AN MHOCTPaHHBLIX HOPUAMYECKUX ML, - CTpaHa perucrpaumMM, HauMeHOBaHWE PEerucTpupylowero opraHa,
perncTpaumoHHbIN HOMEpP, KOA4 HanoronnaTenbLMka B CTpaHe pernctpauum (MHKopnopauun) Uim ero aHasnor);
(nn. "B" B pea. PegepanbHoro gakoHa ot 28.12.2017 N 425-93)

r) HauMmeHoBaHWe W agpec NPOW3BOAMTENS FEeKapCTBEHHOro npenapata M CBedeHUs O perucrpaumm
NPON3BOAMTENSA NEKApCTBEHHOrO NpenapaTa Ans MeauLMHCKOro NPMMEHEHNs B Ka4ecTBe HarnoronnarenbLimka B
CTpaHe pervctpaumm (ans pOCCUMCKMX IOPUAMYECKMX NUL, - UAEHTUMUKALMOHHBLIN HOMEp HanoronnatenbLlimka
(MHH), ANa MHOCTPaHHLIX PUANYECKUX NUL, - CTPaHa perncTpaumm, HaMMeHoOBaHNe PErncTpUpyoLLEero opraHa,
perMcTpaumoHHbIN HOMep, KO HanoronnartenbLlmka B CTpaHe pernctpaumm (MHKopnopawun) unu ero aHarnor);
(nn. "r" B peq. ®enepansHoro dakoHa oT 28.12.2017 N 425-03)

a) hapmakoTepaneBTnyeckas rpynna, koa nekapCcTBEHHOro npenaparta no
aHaTOMO-TepaneBTUYECKO-XMMUYECKON  Krnaccudmkaumm, pekomeHgoBaHHoW  BceMmupHoW — opraHusauuen
3[paBOOXpPaHEHUS;

(mn. "g" B pen. ®epepanbHoro zakoHa ot 22.12.2014 N 429-03)
€) NoKasaHusa 1 NPOTUBOMOKa3aHWs K MPUMEHEHUIO NekapCTBEHHOMO Npenapara;
) NoboYHbIe OECTBUA NeKkapCTBEHHOro npenapara;

3) CPOK rOAHOCTU NeKapCTBEHHOro npenapara;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

1) YCIOBWS1 XpaHEHUs! NIeKapCTBEHHOIo Npenapara;
K) yCrnoBMsi OTMNycKa NekapCcTBEHHOro npenapara;

n) HoMmep hapmaKkonenHom cTaTby NN B Clydae ee OTCYTCTBUS HOMEP HOPMAaTMBHOWM JOKyMeHTauun nmdo
HOPMAaTMBHOIO OOKYMEHTAa;

M) JaTa rocyapCTBEHHOW permcTpaumm fekapCcTBEHHOTO NpenapaTta 1 ero perMcTpaumnoHHbIA Homep, AaTta
3aMeHbl PEerncTpauuoHHOIO YAOCTOBEPEHUS NEKApPCTBEHHOrO Mpenapata Ha OGeccpoyHoe perncrTpaumoHHoe
yOOCTOBEPEHME JIEKAPCTBEHHOrO npenaparta, gaTa nogadn 3asiBleHusi O MOATBEPXOEHUN rocyAapCTBEHHOWN
perncTpaumm nekapCTBEHHOro mnpenapaTa, gaTa OTMEHbl FOCYLapCTBEHHOW perucrpaumm fekapcTBEHHOro
npenapaTa;

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

H) Ka4yeCTBEHHbIA COCTaB N KONIMYECTBEHHbIN COCTaB AEWCTBYIOLLMX BELLECTB U Ka4yeCTBEHHLIN COCTaB
BCMOMOraTesbHbIX BELLLECTB JIEKapCTBEHHOMO npenapara;
(nn. "H" BBeaeH PegepanbHbIM 3akoHOM OT 22.12.2014 N 429-$3)

0) MHdopMaums 060 BCcex paspeLleHHbIX BUAax BTOPUYHON (MOTPeObUTENbCKOM) YNaKoBKY;
(mn. "o" BBeaeH depeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

n) pata nMpPUHATUS pelleHnss O BO3MOXHOCTM paccMaTpuBaTb JIeKapCTBEHHbIM MNpenapaT npu
rocyapCTBEHHOW perucTpaumMm B KavyecTBe OpdaHHOro ekapCTBEHHOro npenapaTa (ons rekapcTBEHHbIX
npenapaTtoB A MEAULIMHCKOrO NPUMEHEHNS);

(nn. "n" BBeaeH deaepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pea. PeaepanbHoro 3akona ot 27.12.2019 N
475-93)

p) HanuMuMe nekapCTBEHHOrO npenapata B [EPEYHE IKUBHEHHO HEOOXOAMMbBIX W BaXKHEMLLMX
neKapCcTBEHHbIX NpenapaToB (A5t NEKAPCTBEHHLIX NpenapaToB ANnst MEAULMHCKOrO NPUMEHEHWS);
(nn. "p" BBeaeH ®enepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pea. PeaepanbHoro 3akona ot 27.12.2019 N
475-93)

C) HanuuMe B JEKApPCTBEHHOM MpenapaTte HapKOTUYECKUX CPEACTB, MCUMXOTPOMHbIX BELECTB U UX
MpeKypcopoB, Moanexalimx KoHTponto B Poccunckon Pepepaumm, B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuiickon ®epepaumn, mexagyHapoaHbiMu goroBopamu Poccuiickon depepaumm, B Tom uncrie EgunHon
KOHBEHUMeWN 0 HapkoTuyeckux cpeacteax 1961 roga n KoHBeHumeln 0 NCMXOTPONHbIX BewectBax 1971 roga;

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

T) MHbopMaumst O TOM, SBNSIETCA MW AaHHbIA NEKAPCTBEHHBIN npenapaTt pedepeHTHbIM NeKapCTBEHHbIM
npenapaTom;
(nn. "1" BBeaeH ®egepansHbIM 3akoHOM OT 22.12.2014 N 429-$3)

y) cBedeHus O nopade 3asdBEeHWst O BHECEHMM W3MEHEHWA B [OOKYMEHTbl, cofepXawmecs B
pervcTpaumoHHOM A0Chbe Ha NeKapCTBEHHbIV Npenapar;
(mn. "y" BBegeH ®enepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

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

X) CPOK BBEAEHMWS NeKapCTBEHHOro nNpenaparTa B rpaxaaHCcKkun obopoT;
(nn. "x" BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

2) B OTHOLLEHUN (hapMaLIEBTUYECKMX CyBCTaHLMI:
a) HauMmeHoBaHMe bapMaueBTU4eckon cybcTaHumm (MeXayHapoAHOe HenaTeHTOBaHHOE, UMK
rpynnMpoBOYHOE, UM XMMNYECKOE N TOProBOE HaMMEHOBaHNS);

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

0) HanmeHoBaHWe n agpec NpounsBoauTens apmaueBTUYECKO cybcTaHuuu;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

B) CPOK rogHOCTU chapmMaLeBTMYECKOW CybCcTaHuuu;
r) ycnoBusi XxpaHeHus hbapmaueBTU4eckon cybctaHumu;

) HoMmep hapMmaKonenHom cTaTby UK B Clydae ee OTCYTCTBUS HOMEP HOPMAaTMBHOW JOKyMeHTauun nmdo
HOPMAaTMBHOIO OOKYMEHTAa;

€) Hann4yne hapMaLeBTUYECKOW CyOCTaHUUM B NepeyHe HapKOTUYECKNX CPeacTB, MCUXOTPOMHbLIX BELLECTB
N UX NPeKypcopoB, noanexalmx KoHTponto B Poccunckon depepaumm, B COOTBETCTBUU C 3aKOHOAATENbCTBOM
Poccuiickon ®epepaunn, mexagyHapoaHbiMu goroBopamu Poccuiickon depepaumm, B Tom unucrie EgunHon
KOHBEHUMeWN 0 HapkoTuyeckux cpeacteax 1961 roga n KoHBeHuUmelr 0 NCMXOTPONHbIX BelecTBax 1971 roga.
(nn. "e" BBeaeH ®egepanbHbIM 3akoHoM OT 22.12.2014 N 429-$3)

2. ®dapmaueBTuyeckad cybcTaHUusA, NpoOM3BEAEHHas AONA peanu3auun, MOXeT ObiTb BKIIOYEHa B
roCy0apCTBEHHbIN  peecTp feKapCTBEHHbIX CpPeaCcTB Ha OCHOBaHMM  3asiBNeHus  paspaboTyuka  vnu
npon3BoguTENS NEKapCTBEHHOro cpeacTtBa nNMBO yNnosTHOMOYEHHOTO MMMU OPUAUYECKOro Ivua npu yCrnoBum
npoBefeHNs B OTHOLUEHUN Takon dhapmaueBTUYECKOW CyOCTaHUMM 3KCMepTM3bl KayecTBa hapmaueBTUYECKON
cybcTaHuun B nopsigke, yCcTaHOBNEHHOM cTatbel 34 Hactosiwero PepepanbHoro 3akoHa. B oTHowweHun
hapmaueBTMieckMx cybCcTaHUMi, Npou3BedeHHbIX Ans  peanu3auuM, B rOCyJApCTBEHHOM  peecTpe
neKapCTBEHHbIX CPeACTB COAEPXUTCS crneayoLas nHpopmauums:

1) HaumeHoBaHve dapmaueBTUYeCKON CcybCTaHuMM  (MexOyHapoaHOoe  HenaTeHTOBaHHoe,  Unu
rpynnUpPOBOYHOE, UITU XMMUYECKOE 1 TOProBOe HaMMEHOBaHUS);

2) HauMeHoOBaHve, agpec npou3BoauTENs dapmMaueBTUYECKON CyOCTaHUMKM, a Takke B OTHOLLUEHWM
NEKAPCTBEHHbIX CPEACTB AN  MEeOULMHCKOTO MNPUMEHEHUsT CBEOeHUs O perucrpaummM npousBoguTens
hapmaLeBTMYeckon cybCTaHUMM B KayecTBe HanoronnartenbliMka B CTpaHe perncrpauun (ans poCCUNCKMX
IOPUONYECKUX NUL, - MOEHTUMUKALMOHHBIA HOMep Hanoronnartenbsluka (MHH), ans MHocTpaHHbIX lopUaNYecKux
niy - CcTpaHa perucrpauuu, HauMMEHOBAHWE PEerncTpUpPYIOLLEro OpraHa, PerMcTpaumoHHbIA HOMeEp, Koz
HanoronnartenbLyKa B CTpaHe pernctpaummn (MHKoprnopauum) unmn ero aHaror);

(n. 2 B pea. PegepanbHoro 3akoHa ot 28.12.2017 N 425-03)

3) cpok rogHOCTM (hapmMaLleBTUHECKON CyOCTaHLMW;
4) ycnoBusi xpaHeHus hapmMaleBTUieckon cybctaHumm;

5) HoMep hapmakonenHoii ctaTtbM NGO B Criyyae ee OTCYTCTBUA HOMEP HOPMAaTUBHOWM AOKYMEHTauuu unm
HOPMaTWUBHOIO JOKYMEHTa;

6) Hannune hapmaueBTUYECKON CYOCTaHUUKN B NepeYHe HAapKOTUYECKMX CPEACTB, NCUXOTPOMHLIX BELLECTB
N UX NPeKypcopoB, noanexalimx KoHTpomnto B Poccunckon depepaumm, B COOTBETCTBUN C 3aKOHOAATENLCTBOM
Poccuiickon ®depnepauun, mexayHapoaHbeiMu gorosopamu Poccuiickon depepaumu, B ToM uucrnie EawnHomn
KOHBEHLIMEN O HApKOoTU4ecKkux cpeacrBax 1961 roga n KoHBeHUMEN o NCUXOTPONHbIX BewecTBax 1971 roaa;

7) pata BKNYeHus dapmaueBTUYeckon cybcTaHuum B rocydapCTBEHHbIN peecTp NeKkapCTBEHHbIX
CpeAcTB, AaTta BHECEHUS M3MEHEHUN B [OKYMEHTbl apmaueBTMYECKOW cybcTaHumu, gata  WCKMYeHUs
hapmaLeBTMIECKON CybCTaHLMM U3 rOCYyAapCTBEHHOIO PEECTPA NEKAapPCTBEHHbLIX CPEACTB.

(vacTb 2 B peq. PenepansHoro gakoHa ot 22.12.2014 N 429-93)

3. [opsnok BegeHWss roCyOapCTBEHHONO peecTpa JeKapCTBEHHbIX CPeACTB Ans  MeaUUMHCKOro
NPYMEHEeHUs1 U MOPSAAOK BeAeHWUs roCyLapCTBEHHOro peecTpa JleKapCTBEHHbIX CPeacTB AN BeTepUHapHOro
NPUMEHEHUST YTBEPXOAOTCA COOTBETCTBYHOLUMM YMONIHOMOYEHHbIM (hefepanbHbiM OpraHoM UCMONTHUTENbHOM
BnacTu.

Cratbsa 34. BknroyeHue B rocygapCTBeHHbIA peecTp JIeKapCTBEHHbIX CPeACTB M UCKIOYeHue u3
rocyfapCcTBEHHOro peecTpa JfieKapCTBEHHbIX CpeAcTB ¢hapmaueBTUYECKON CyOcTaHLMu, NpousBeaeHHOMN
Ans peanusauum
(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

1. [Ons BknoyeHus  dapmaueBTMyeckon cybcTaHuuKn, Npou3BEeOeHHOW Anst  peanusauuun, B
rocy4apCTBEHHbIN PeecTp NekapCTBEHHbIX CPeACTB, NMPOBOAUTCS IKCNEPTU3a ee KadecTBa.
(B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. OKcnepTmM3a kavecTBa yKasaHHOM B 4acTM 1 HacTosiwen cTatbu dapMaueBTUYEeCKon cybcTtaHuum,
COCTaBfiEHNE KOMWUCCUEN IKCMEPTOB 3aKMOYeHW Mo pesynbTaTaMm 3TOW 3KCNepTU3bl M WX HanpasfeHue B
YMOSTHOMOYEHHbIN hefepanbHbli OpraH UCMONTHUTENbHOM BACTU OCYLLECTBIIAOTCS B CPOK, HE MPEBbILLAOLLMNA
wectugecatm paboymx OHENW CO AHA MOMyYEeHUs 3KCMEePTHbIM YYpeXAeHUMEM COOTBETCTBYIOLLErO 3agaHus
YMOSTHOMOYEHHOro befeparnbHOro opraHa UCMONMHUTENBHON BNAacTu U cnegyowmx OKYMEHTOB (CBeAeHUN):

(B pea. PenepanbHoro gakoHa ot 27.12.2019 N 478-$3)

1) cBegeHuss o paTe NpefoCTaBfEHUs W PErMcTpPauMOHHOM HOMEpe JFMUEH3MM Ha NpPOM3BOLACTBO
NeKapCTBEHHbIX CPEACTB UMW CBedeHUs O AaTe MpefoCTaBreHUs U PerncTpaumMoHHOM HOMepe 3aKIioYeHusi O
COOTBETCTBMM NPOM3BOAUTENS NEKAPCTBEHHbLIX CPEeACTB TPebOBaHNSAM NpaBui Hagexallen Npon3BOACTBEHHON
NPaKTUKK, BblAaHHbIX (MpedocTaBreHHbIX) YNONHOMOYEHHbIM dheaeparnbHbIM OpraHOM UCMOMNHUTENBHOW BAACTW,
B Cnyyae, ecrnv npon3BoACTBO NeKapCTBEHHOro cpeacTBa ocyllectsnsaeTca B Poccuiickon depepaumuy;

(B peq. PenepanbHbix 3akoHOB OT 04.06.2018 N 140-®3, o1 27.12.2019 N 478-d3)

2) Konna OOKyMeHTa, BblAaHHOMo YnoJyiIHOMOYEeHHbIM OpraHoM CTpaHbl nMpou3BoAuUTEeNnA JeKapCTBEHHOro
cpeactea M MOATBEPXKOAIOLWEro paspelleHne Npou3BOACTBa eKapCTBEHHOrO CPEeACTBa, M ero nepeBod Ha
PYCCKUA $3blK, 3aBEPEHHble B YCTAHOBMEHHOM MOpAAKe, a TakkKe KOMWs 3akmlyeHust O COOTBETCTBUM
Npon3BoOaMTENST NEKAPCTBEHHbIX CpeacTB TpeboBaHWsIM OpaBuIl Hagnexallen Npou3BOACTBEHHOW MPaKTUKM,
BblJAHHOMO YMOJSIHOMOYEHHbIM doefeparnbHblM OPraHOM MWCMOMHUTENBHON BRacTn, Nubo Komus peLueHus
YMOSTHOMOYEHHOrOo  befepanbHOro opraHa WCMOSNHUTENbHOM BAacTM O MPOBEAEHUW MHCMNEKTUPOBAHMS
npou3BoauTENs NEeKapCTBEHHOrO cpeacTBa. YKasaHHble [OOKYMEHTbl NPEACTaBnsAlTCA B Cryyvae, €ecnu
Npon3BOACTBO NIEKapCTBEHHOMO CpeacTBa OCyLLecTBNAeTca 3a npegenamu Poccuinckon depepaumu;

(n. 2 B pea. ®epepanbHoro 3akoHa ot 04.06.2018 N 140-93)

3) AOKYMEHT, coaepXallmii cnegyrowmne cBegeHnst o hapmaueBTUHECKON CyOCTaHLMK:

a) HaumeHoBaHue hapmMaueBTUYeCcKor cybcTaHLmm, ee CTPyKTypa, obLime CBOMCTBA;

0) HanmeHoBaHWe n agpec NPoN3BoaUTENS;

B) TEeXHOorma npon3soactea C onncaHnem cragun npon3BoacTBa U MeTogoB KOHTPOJ1A Ha BCeX CTaguax
npon3BoAcTBa,

r) onucaHme pa3paboTku npoLiecca Npon3BoACTBa;

[) onMcaHne KOHTPOIS KPUTUYECKMX CTAUIM NpoLecca Npon3BoAcTBa U MPOMEXYTOYHOW NPOAYKLMMY;
€) [OKyMeHTanbHoe nogTeepXxaeHve (Banuaaums) NpoLeccoB v (Mnn) X OLEHKa;

) CBOMCTBA M1 CTPYKTypa AEeNCTBYIOLLNX BELLECTB;

3) XapaKTepucTiKa npumecen;

n) cneundurkaumsa Ha dhapMaLeBTUYECKYHO CyOCTaHUMIO U ee 0OOCHOBAHWE;

K) aHannTnyeckne MeToaukn, ncnonbdyemble Nnpu oCyLeCTBIEHNN KOHTPOIIA Ka4eCcTBa cpapmaueBTquCKoPl
cybecTaHuuu;

n) [OoKyMeHTanbHoe MOATBepXaeHWe (Banvgauusl) aHanuTUYecKxX METOAMK, WCMOMb3yeMbIX MNpu
OCYLLECTBEHUN KOHTPOSS kKayecTBa hapMaLeBTUYECKON cybcTaHuuy;

M) pe3ynbTaTbl aHanus3a cepuit hapmaLeBTUHECKON CyOCTaHLMW;

H) nmepeyeHb CTaHAAPTHbIX 0OOpasLOB WM BELLECTB, MCMOSb3YeMbIX MPU OCYLLECTBIIEHUM KOHTPOSS
Ka4yecTea;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

0) ONMCaHWe XapaKTEPUCTUK N CBOMCTB YNAKOBOYHbLIX MaTEPUAanoB 1 YKYNOPOYHbLIX CPEACTB;
n) faHHblEe O cTabunbHOCTY hapmaLeBTUYECKON CyOCTaHLNK;
P) CPOK rO4HOCTMU;

4) DOKYMEHT, cofepxallumi cBedeHUs O perucrpaumu npous3BoauTeEnst NeKapCTBEHHbIX CPeAcTB Anis
MEOVLMHCKOrO MPMMEHEHUss B KayecTBe HaroronnarenbluMka B CTpaHe peructpauumn (ans pOCCUMACKUX
IopManyYecknx nuy - naeHTMUKaUMOoHHbIM HoMep Hanoronnatenswyka (MHH), 4ns nHOCTpaHHbIX KpUanYecknx
nvy - CcTpaHa perucrpauvv, HauMeHOBaHWe pPervcTpypyrowero opraHa, pPerucTpauuoHHbIn HOMep, Kopg
HanoronnaTtenblUuKa B CTpaHe perucrpaumm (MHKopnopawum) unm ero aHarnor).

(n. 4 BBegeH ®egepanbHbIM 3akoHoM OT 28.12.2017 N 425-$3)
(4acTb 2 B ped. PepepanbHoro dakoHa ot 22.12.2014 N 429-93 (pea. 13.07.2015))

3. [Ins npoBeAeHnsa aKCNepTU3bl KadecTBa yKasaHHOW B YacTu 1 HacToswen ctaTbn hapmaueBTU4EeCKOn
CyGCTaHLlMVI 3adaBuTeNnb NpeacraBndeT B yI'IOJ'IHOMO‘-IeHHI:IVI q)ep,epaanbuZ opraH WUCMOSTHNTENBHON BNAacTW:

1) 3asBneHMe O BK/IOYEHUM B TOCYOAPCTBEHHLIN pPEecTp JIeKapCTBEHHbIX CPeACcTB  JaHHON
hapmaLeBTMYECKON CybCTaHLmK;

2) Komusa [OOKYMEeHTa, MOATBEpPXAalolWero ynnaty rocygapCTBEHHOMW [OWNWHLI 3a BKIIOYEHWE B
rocylapCTBEHHbIA peecTp NeKapCTBEHHbIX CPeACTB hapmaueBTUYeCcKon cyOCcTaHumMM, Npou3BEeAeHHON Ond
peanusauuv, NGO No COBCTBEHHOW MWHMUMATUBE YyKa3aHHbIM OOKyMeHT. B cnyyae ero HenpeacrtaBneHus
3asBMTENEM YMNOMHOMOYEHHbIN dheaeparnbHblii OpraH WCMOMHUTENbLHOW BnacTu nposBepsieT akT ynnathbl
rocyAapCTBEHHOW MOLMWHbI 3asBUATENEeM C MWCMoMb3oBaHWeM wuHdopmaumm o6 ynnate rocyaapCTBEHHOW
MOLWInuHLI, copepxawenca B [ocygapCcTBeHHOW UMHAOPMALMOHHOW CUCTEME O T[OCYyOapCTBEHHbLIX U
MYHULMNAnbHbIX NraTexax, Ha OCHOBaHWUM NpeACcTaBleHHON 3asBMTeNeM Konum OKyMeHTa, noaTreepxaatoLero
ynnaTy rocygapCTBeHHON NOLUNNHBI;

(n. 2 B pen. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) BOKYMEHTbI, yKasaHHbIe B 4acTu 2 HacTosILLEN cTaTby;
(B pea. PenepanbHOro gakoHa ot 22.12.2014 N 429-$3)

4) 3agBneHve O Bblgaye paspelleHns Ha BBO3 B Poccuiickyio ®egepaumnio KOHKPETHOW napTum
He3aperncTpypoBaHHOTO JIEKApCTBEHHOro  CpeacTBa, NpPefHasHaYeHHOro Ans  MNpoBedeHUs  yYKasaHHOW
KCMEepPTU3bI.

(n. 4 BBegeH ®egepanbHbIM 3akoHOM OT 22.12.2014 N 429-$3)

3.1. B cnyyae HenpeacTaBneHns ¢ 3asiBNIEHNEM O BKITHOYEHUN B FOCYAAPCTBEHHbIV PEECTP NTIEKapCTBEHHbIX
cpencTte hapmMaueBTUYECKOW CyOCTaHLMM AOKYMEHTOB, NOATBEPXKAAKLNX yNnaTy rocygapCTBEHHON MOLLUSMHbI U
yKa3aHHbIX B TMNyHKTe 2 4YacTm 3 HacToswen cTaTbW, a Takke BblgaBaeMblX (NpedocTaBnAeMbiX)
YMOSTHOMOYEHHbIMKU (hefepanbHbIMU OpraHaMn UCNOMHUTENBHOW BriacTU JOKYMEHTOB (CBEAEHW), yKa3aHHbIX B
nyHkTax 1 1 2 yactnm 2 HacToswen ctaTbu, YNOMHOMOYEHHbIM dbeaepanbHblil opraH UCMOMHUTENbHOW BRacTu
3anpalyvBaeT yka3aHHble [JOKYMEHTbl (CBedeHMs)) B MNOpsigke MeXBEeOOMCTBEHHOIO MHAOPMaLMOHHOMO
B3aUMOJENCTBUS.

(vacTb 3.1 BBegeHa depeparnbHbiM 3akoHOM OT 27.12.2019 N 478-93)

4. B TeuyeHve pecstn paboumx OHEW CO OHA MPUHATMSA 3as8BNEHUS O BKIOYEHUM YyKasaHHOW B yactu 1
HacTosILLEN CcTaTbM (hapMaueBTUYECKOW CyOCTaHuuM B roCyLapCTBEHHbLIN PEECTP NeKapCTBEHHbIX CPEACTB U
OOKYMEHTOB, MEPEYUCIIEHHbIX B 4Yactu 1 M nNyHKkTe 2 yacTm 3 HacTosien CcTaTbW, YNOSIHOMOYEHHBIN
deaepansHbI opraH UCNOMHUTENBHOW BNacTu:

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

1) NpoBOAMT MPOBEPKY MOMHOTHI W OOCTOBEPHOCTM [aHHbIX, COAEPXKalMXCS B MPEeACTaBMEHHbIX
3as8BUTENEM [OKYMEHTAX;
(B peq. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

2) NpMHUMaeT pelleHne 0 HanpaBlieHUMN B SKCNEepTHOE y4pexaeHne 3agaHna Ha nposeaeHmne akCnepTu3bl
Ka4vyecTtBa yKaBaHHOVI B 4YacTu 1 HacTosien cTaTbu (*)apMaLleBTMHeCKOVI CY6CTaHLI,I/IVI unm o6 oTkase B TakoMm
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

HanpaBJlieHuu;

3) yBegomnsieT B 3NEKTPOHHON UM NMUCbMEHHOW (hopMe 3asiBUTENS O NMPUHATOM PELUEHUN UMK B Criydae
oTKa3a C yKkasaHMeM NPUYMH TaKoro oTkasa.
(B pea. PenepanbHoro gakoHa ot 22.12.2014 N 429-93)

4.1. B cny4yae BbISBNEHUS HEOOCTOBEPHOCTM CBEAEHUI, COOepXKaLLMXCA B NpeacTaBNeHHbIX 3asiBUTENem
MaTepuanax, yrnorlHOMOYEHHbIN dheaepanbHbIi OpraH UCNONTHUTENBHOW BNAacTU HanpaenseT 3asBUTENO 3anpoc
00 YTOYHEHUM yKa3aHHbIX CBeAEHUN. [JaHHbIN 3anpoc MOXeT ObiTb nepegaH YNnonHOMOYEHHOMY NpeacTaBuTeNto
3a8BMTENS NIMYHO NOA PacnMCKy, HanpaBfieH Mo NoYTe 3akasHbIM MMCbMOM UMW NepefaH B 3NEeKTPOHHOW hopme
no TenekoMMYHMKaALMOHHbIM KaHanam cBssn. B cnyyae HanpaBneHusi gaHHOro 3ampoca Mo no4vre 3akasHbiM
NMMCbMOM OH CUYMTAETCs NOSTYYEHHbBIM MO UCTEYEHMM LLECTU OHEN C AaTbl HAanpaBfeHnst 3aKkas3Horo nucbma.

(4acTb 4.1 BBegeHa PepepanbHbiM 3akoHoM oT 25.11.2013 N 317-93)

4.2. 3aaBuTenb 00si3aH NpeacTaBuMTb OTBET Ha 3anpoc YMONHOMOYEHHOro dedeparibHOro opraHa
NCMOSHUTENbHOW BMacTM B CPOK, He MpeBbILAOWMA AeBSHOCTA paboymx AHEeN CO OHS MONy4YeHWUst AaHHOro
3anpoca. Cpok, ykasaHHbI B YacTu 4 HacTosILEeN CTaTby, NPMOCTAHABNMBAETCH CO AHSA HanpaBneHus 3asBUTENHO
3anpoca ynorTHOMOYEeHHOro dhefepanbHOro opraHa UCMOMHUTENBHOW BracTu 40 AHSA MOMy4YeHUs MM OTBeTa Ha
OaHHbI 3anNpoC U He YYUTbIBAETCA MpU MCUYUCIEHMM CpoKa IKCMepTusbl kadecTBa apmaLeBTUHECKON
cybcTaHumMm, HeMcnonb3yeMoi Npy NPOU3BOACTBE NEKAPCTBEHHLIX NpenapaToB.

(4acTb 4.2 BBegeHa PepepanbHbiM 3akoHOM OT 25.11.2013 N 317-03)

5. OcHoBaHueM [ns OTKasa B HamnpaBneHUW B IKCMEpPTHOE yupexaeHue 3ajaHus Ha nposefeHve
3KCNepTU3bl KayecTBa YyKasaHHOW B 4yacTv 1 HacTosilen cTaTbu hapmaueBTUYeckon cybcTaHuMu SBNsieTcs
HenpeacTaBreHne [OKYMEHTOB, YKa3aHHbIX B 4YacTM 2 HaCTOAWEW CcTaTbu, OTCYTCTBME WHOPMaLUK,
noaTBepxaatwen akt ynnaTbl rocygapCTBEHHON OOLWNWHBI 3@ BKMOYEHUe dapmaueBTU4eckon cybctaHumm,
npou3BefeHHOoN AnA peanu3auun, B roCyAapCTBEHHBI PeecTp JleKapCTBEHHbIX CPeACTB, HenpencTasrieHve
3agBuUTENeM B YCTaAHOBIMEHHbLIN CPOK OTBeTa Ha YykasaHHbIM B 4YactTm 4.1 HacToswen craTbu 3anpoc
YMOSTHOMOYEHHOro dyeeparnbHOro opraHa WCMNONMHUTENbHOW BRAacTM WNWM nNpeacTaBreHne AOKYMEHTOB, He
coaepXaLlmx ncHepnblBatoLLEro NepeyHst He06XOAMMbIX CBEAEHWN.

(vacTb 5 B peq. PenepansHoro gakoHa ot 22.12.2014 N 429-93)

6. B TeyeHne naTHaguaTtn paboumx OHEN CO OHA MOMyYEeHMsT peLleHns YNosTHOMOYEHHOro dpeaepansHoro
opraHa WCMOSHUTENbHOM BMACTUM O HanpaBfeHMM B 3KCMEPTHOE YuYpeXAeHue 3adaHus Ha npoBefeHue
3KCMEepTM3bl KayecTBa ykasaHHOW B 4acTu 1 HacToswen ctaTby hapMaueBTUYecKon cybcTaHuum 3asiBUTENb
NpeacTaBnsieT B 3KCMEPTHOE yuypexaeHue NS NpoBefeHUs OAHHOM aKcnepTu3bl obpasubl hapmaueBTUYeCKON
cybcTaHuum B KonmnyecTBe, HeobxoAMMOM [AMisi BOCMPOM3BEAEHUS METOLOB KOHTPOMsS KayecTBa. JOKCNepTHoe
yuypexaeHve npu noryyeHnn oOpasLoB yKasaHHOM B 4Yactm 1 HacTosilen cTaTbu GapmMaueBTUYECKON
cybCTaHuuM BblgaeT 3asiBUTENIO AOKYMEHT, MOATBEPXOAWLWMA MNofydeHne 3Tux obpasuoB, U B CPOK, He
npesbilaoWni  Tpex pabounx AOHeW, yBedOMMseT B 3NEKTPOHHOM WM NUCbMeHHOM ¢opme 06 aToMm
YMNOMHOMOYEHHbIV  (befeparnbHbli  OpraH WCNONHUTENBHOW BNAcTU. 3TWM CPOKU He BKIKYATCA B CPOK
NpoBeAEHUS AaHHOW 3KCNepPTU3bI.

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

7. ﬂ,OKyMeHTbI, nocTtynumeLlMe B O3KCNEepTHOE Yy4pexaeHune AOna npoBeaeHna 3SKCNepTu3bl KadecTBa
yKa3aHHOIZ B 4acTu 1 HacTosiwen cratbu d)apmau,eBTquCKoﬁ Cy6CTaHLI,I/II/I, nognexartr BO3BpaTty B
yﬂOﬂHOMOLIeHHbIIZ (be/:l,epaanbM opraH NCMOSHNTENBHON BnacTun OAQHOBpPEMEHHO C 3aKfMl4YeHnAMn 1o
pes3ynbTatam I'IpOBeD,eHHOI?I 9KCNEePTN3bI.

8. B cpok, He npeBbIWaLWwmn NATM pabounx AHEen co AHSA NOMyYeHUs 3aKMnyYeHns KOMUCCUM 3KCMepToB MNo
pesynbTaTtaM 3KCNepTM3bl KayecTBa yka3aHHOW B YacTu 1 HacTosileln ctaTby hapMaLeBTUIECKON CybGCcTaHLmK,
YNOMHOMOYEHHbIV dhefeparbHbli opraH UCMONHUTENbHOW BNAcTu:

1) ocywecTBNAEeT OLEHKY TakOoro 3akfiveHus AN onpedeneHnst ero COOTBETCTBMS 3a[aHUK0 Ha
npoBefeHne JaHHOW 3KCNepTU3bI;

2) MPUHMMAET pELUEeHNE O BKIHYEHUN YKa3aHHOM B 4YacTu 1 HacToslen ctatbl hapmMaueBTU4ECKOW
cybcTaHuum B rocygapCTBEHHbIN peecTp NeKapCTBEHHbIX CPEeACTB MIn pelleHre 06 0TKase B TaKOM BKITHOUEHUU;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

3) BHOCUT nNpU MPUHATUX pPELUEHUS O BKITOYEHMM YKa3aHHOW B 4YacTu 1 HacTosienh cTaTbu
hapmaueBTMyeckon cybcTaHUMM B FOCYyAapCTBEHHbIV PeecTp NeKapCTBEHHbIX CPeAcTB MNpeayCMOTPEHHYHo
YyacTbto 2 ctatbm 33 HacTosiwero degepansHOro 3akoHa MHGoOpMauMio 1 yBegoMnsaeT o6 3TOM B 3MNeKTPOHHOW
UNn NUCbMEHHON hopme 3aaBuUTENS.

(B peq. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, o1 27.12.2019 N 462-03)

9. OcHoBaHMeM ONng OTKa3a BO BKIOYEHUWN yKa3aHHOW B YacTu 1 HacTosLwwen ctaTbl papmMaueBTU4eckomn
cybCTaHUUM B rocyapCTBEHHLIN PEECTp NEKapCTBEHHbIX CPEACTB ABMSETCA 3akMi4YeHMe COOTBETCTBYHOLLETO
YNOMHOMOYEHHOro hbefiepanbHOro opraHa UCMNOMHUTENBHOM BRacTM O TOM, YTO KayecTBO hapmMaLeBTUYECKON
cybcTaHuumn He NOATBEPXKAEHO MONYYEHHBIMU AaHHBIMU.

(yactb 9 BBeaeHa deaepanbHbiv 3akoHoM oT 22.10.2014 N 313-93; B pe. eagepansHoro 3akoHa ot 04.06.2018
N 140-93)

10. He ponyckaeTcs BKMIOYEHWE B TOCYOAPCTBEHHbIA pEECTP JIeKapCTBEHHbIX CPeacTB  OAHOWN
hapmaueBTMUeckon cybCcTaHUMKU, MNPOU3BEAEHHON AN peanusauMyM U BbIMyCKAeMOW OOHUM M TEM Xe
Npoun3BOAMTENEM, B BUAE ABYX U Goriee peecTpoBbIX 3amnmcei.

(vacTtb 10 BBegeHa deaeparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)

11. BHeceHMe W3MEHEHUA B AOKYMEHTbl Ha papmMaueBTUYECKyl0 CyOCTaHUMIO, NPOU3BEAEHHYHO OIS
peanu3aumy 1 BKITIOYEHHYIO B FOCYLapCTBEHHbLIN PEECTP NEeKapCTBEHHbLIX CPEACTB, OCYLLECTBNSAETCA B NOPSAKE,
yctaHoBneHHoM ctatbsamn 30 u 31 HacTosiwero defepanbHOro 3akoHa, ¢ ynnaTon rocygapcTBEHHOW MOLUMWHLI,
npeaycMoOTPEHHON 3akoHogaTenscTBOM Poccuiickon ®egepauum o Hanorax n cbopax.

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

12. [HonyckaeTtcs obpalleHve dapmaueBTUyYecknx cybcTaHUMIi, Npov3BedeHHbIX ONA peanu3auun, B
TeYyeHne cTa BOCbMWOECATM AHeW OO W Mocre MpUHATMS YNONHOMOYeHHbIM dedepanbHbiM  OpraHoM
NCMONHWUTENbHON BracTW pPeLleHnss 0 BHECEHUWN U3MEHEHUN B AOKYMEHTbI Ha hapMaLeBTUYeCKyo CybcTaHLmio,
Npou3BeAeHHYI0 ANs peanu3auny 1 BKITHOYEHHYI0 B FOCY4apCTBEHHbIN PeecTp NekapCTBEHHbIX CPeacTB.

(4acTb 12 BBegeHa PefepanbHbIM 3akoHOM oT 22.12.2014 N 429-93)

13. PelueHne 06 UCKMOYEHMM U3 FOCYAaPCTBEHHOIO peecTpa NekapCTBEHHbIX CPeAcTB hapMaLeBTUYECKON
cybcTaHuun, npousBedeHHOW AN peanu3auuu, MNpUHUMAaETCsl YMOSIHOMOYEHHbIM hegepanbHbIM  OpraHoM
NCMONHUTESNbHOW BNacTu B criyvae:

1) npeacrtaBiieHNA COOTBETCTBYHOLWKMM  YNOJTHOMOYEHHbIM cbe/:l,epaanblm OpraHom NCMNONHNTENBHOW
BMaCcth 3aKrito4YeHuna O pUcke unm 00 yrpose Xu3Hm wunn 300pOBbH0  4YesioBeKa nmbo  XKMBOTHOTO npu
McnoJsib3oBaHMM NekapCTBeHHOro cpencTBa;

2) noaavun pa3pa60Tqv||<0M NeKapCTBEHHOIo cpenctea Ui Npom3BoguUTeENEM JneKapCTBeHHOro cpeactBa
nmbo YNONTHOMOYE€HHbIM MU OPpYyrUM Opngny4ecknumMm JnLoM 3adaBlieHUA 00 UCKMYeHUn u3 rocynapCrtBeHHOro
peecTpa lieKkapCTBEHHbIX CpencTB d)apMaLl,eBTVI‘-IeCKOIZ CY6CTaHLI,VIVI, I'IpOl/ISBEﬂ,eHHOIZ ana peannsauunin;

3) oTcyTcTBUA hapmaueBTMYECKOW cyDOCTaHuMM, MPOU3BEAEHHOM ANnA peanusauumu, B obpaleHun B
Poccuiickon ®enepaumnm B Te4eHne Tpex 1 bonee ner.
(vacTb 13 BBeaeHa deaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

Cratbsa 35. YTpatuna cuny ¢ 1 vions 2015 roga. - ®egepanbHbi 3akoH oT 22.12.2014 N 429-P3.

Ctratba 36. OOxanoBaHue pelleHMss 06 OTKase B BblAave paspelleHusl Ha npoBeaeHue
KINMMHMYECKOro uccnenoBaHWUs JIeKapCTBEHHOro npenapara, peleHMsi o6 oTkase B rocygapcTBeHHOM
perucTpauuu nekapcTBeHHOro npenapara, 3akni4YeHUsi KOMUCCUU IKCMEePTOB IKCMEePTHOro yupexaeHus
WNK 3aKnoYeHUs coBeTa Mo 3TUkKe

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

PelueHne cooTBETCTBYIOLErO YNOMHOMOYEHHOrO dyefeparnbHOro opraHa WCMONHUTENbHON Bnactu o6
OTKase B Bbldaye paspelleHus Ha npoBedeHWEe KIMHUYECKOro WccrefoBaHWsl NekapCcTBEHHOro npenapaTa,
pelleHne ykasaHHOro egepanbHOro opraHa MWCNOMHUTENbHOW Bnactu o6 oTkase B rocyaapCTBEHHOW
perucTpaumm nekapcTBEHHOro npenapaTa, 3akfioyeHue KOMUCCMU IKCMEepPTOB IKCMEPTHOrO YYpexaeHus unwu
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

3aKroYeHne coBeTa MO 3TMKe MOXeT ObiTb oBxanoBaHO B Mnopsake, YCTAHOBIEHHOM 3aKoOHOOATENbCTBOM
Poccuiickon ®epepauun. 3aknoveHne KOMUCCUM 3KCMEePTOB IKCMEPTHOMO yYpexaeHns O B3aumo3amMeHAeMOCTH
neKapcTBeHHbIX MpenapaToB ANA MeAMLMHCKOro npumeHeHus nnubo o ToM, YTO feKapCTBEHHbIM npenapaTt Ans
MEOULMHCKOTO MPUMEHEHNS He SABNSeTCS B3anMoO3aMeHAeMblM, MOXeT ObiTb 06xanoBaHO AepxaTenem unu
BNagernbLeM permcTpaLoHHOro yaoCTOBEPEHUS NekapCTBEHHOMO npenapaTta B YNonHOMOYEHHbIN heaepanbHbIn
opraH UCMONHWUTENbHON BMacTW, KOTOPbIN NPUBIEKAET K PACCMOTPEHMIO YKa3aHHOM xanobbl NoaBefOMCTBEHHbIE
eMy HayyHble opraHmsaummM u obpasoBaTeflbHble OpraHu3auuy BbiCLLEro OOpa3oBaHWs, OCYLLeCTBRSALME
AeATenbHOCTb B cdepe obpalleHns nekapCTBeHHbIX cpeacTB. 3akroyeHne KOMUCCUM IKCNEepPTOB SKCNEPTHOro
yypexaeHus, oopMieHHoe No uToraMm nepecmoTpa 06XanoBaHHOMO 3akflYeHUs aKkcnepTta, MoxeT ObiTb
OCMOpPEeHO AepxaTteneMm unu BnagenbueM permMcTpaunoHHOro yAOCTOBEPEHNS NeKkapCcTBEHHOro npenapara nmbo
YMOSTHOMOYEHHbIM UMW NULOM B Nopsigke, yCTaHOBNEHHOM 3akoHogaTenbcTBoM Poccuickon ®epepaumn. MNpu
06kanoBaHWM peLLeHus YNOrIHOMOYEHHOro deaeparnbHOro opraHa WCMOMHWUTENbHON BRNacTv, 3aKMoveHus
aKcnepTa UNM KOMUCCUWM IKCTMEPTOB 3KCMEPTHOMO YYpexaeHWs, 3aKMoveHns coBeTa Mo 3TUKe AepKaTtenb Unu
BrageneL, perMcTpauuoHHOro yooCTOBEPEHUS fleKapCTBEHHOro npenapata nmMbo ynonHOMOYEHHOe WMK MULO
BNpaBe npPeAcTaBUTb pe3ynbTaTbl 3KCNEPTU3bl fIeKapCTBEHHOrO npenapaTta, MpPOTOKOMbl  MOMYyYeHHbIX
aKKpeaUTOBaHHbIMY UCNbITaTeNbHbIMU TabopatopusMm (LeHTpaMmn) pe3ynbTaToB MCCNEeaoBaHNN, UCMbITaHUN.

(B pea. PenepanbHoro gakoHa ot 27.12.2019 N 475-$3)

CtratbAa 37. WHdopmauus, cBfA3aHHaA C OCYLIeCTBJIEHMEM TOCyAapCTBEHHOW perncrpauum
NeKapCcTBeHHbIX NpenapaTtoB, MH(popMauusi O 3aperMcTPpMpPOBaHHbIX JIeKapPCTBEHHbIX MpenapaTtax u
JNleKapCTBEHHbIX NMpenapaTtax, UCKIHYEeHHbIX U3 rOCyAapCTBEHHOrO peecTpa JIeKapCTBEHHbIX CPeAcTB

1. CooTBETCTBYIOLMIA YNONTHOMOYEHHbIN heaepanbHbl OpraH UCMONHUTENbHOW BRacTu pasMellaeT Ha
cBoeM odumumanbHoMm canTe B cetu "UHTepHeT" nHgopmMaLmio, CBA3aHHYIO C OCyLLEeCTBNEHNEM rocyaAapCTBEHHON
pervcTpaumm nekapCcTBEHHbIX NpenapaTtoB, B TOM 4YMCre NPOBeOEeHWEM 3KCMEPTU3bl JIEKAapCTBEHHbIX CPeacTB
(Bknoyasi pesynbTatbl €e NpoBeAeHUs), MHAOPMAaLMI0 O 3aperMcTPUPOBaHHbBIX NEKAPCTBEHHbIX Mpenapatax M
NeKapCTBEHHbIX Mpenapartax, MCKIMIOYEHHbIX M3 FOCyJapCTBEHHONO peecTpa JieKapCTBEHHbIX CPeacTB, He
nosgHee 4eMm 4epes3 NsATb paboumMx AHENM CO AHS MOMyvYeHUs1 YMOMHOMOYEHHbIM defepanbHbIM OpraHoM
NCMNOMHUTENBHOW BNacTy COOTBETCTBYOLLEN MHOpMaLmK.

(B pea. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-03, o1 02.08.2019 N 297-93)

2. CpokM U nNOpsiAOK pasMelleHust YyKasaHHOW B Yactu 1 HacTosilen cTaTbn MHGOPMaLMK
yCTaHaBnMBalTCA YMNOMHOMOYEHHbIM d)efeparnbHbiM  OpraHoOM  UCMNONHUTENbHOM Bractu. WHgopmaums,
yKkasaHHad B 4acTu 1 HacToswWen cTaTbl, SABMASETCH OTKPbITOM M OOLedOoCTYNnHOW M npegocTaBnseTcs
3auHTEepecoBaHHbIM NMLAaM B COOTBETCTBMU C 3akoHoAdaTensCcTBOM Poccuiickon deaepaunu.

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

Mnaea 7. KMIMHWYECKMUE UCCNEOOBAHUA NEKAPCTBEHHbIX
NMPENAPATOB OANnA MEAULUMHCKOIO NPUMEHEHUA, 0OMOBOP
Ob UX NMPOBEAEHUU, MPABA NMALMUEHTOB, YHYACTBYIOLLUX
B 3TUX UCCINTIEAOBAHUAX

Cratba 38. KnuHuueckme wuccrnegoBaHuA JNNeKapCTBeHHbIX MpenapaTtoB AnA MeAUUMHCKOro
npuMeHeHus

1. KnuHunyeckne ncenenoBaHNA nekapCTBeHHbIX npenapaTtoB And MeguuMHCKOro npuMeHeHud, B TOM
yMcne MexayHapoaHble MHOrOLEHTPOBbIE, MHOrOLEHTPOBbIE, NOCTPErMCTPaLNOHHbIE, NPOBOAATCA B OOHOW MUnu
HECKOMNbKMX MeOMLMHCKMX OpraHu3aumusix B COOTBETCTBUM C MpaBUnamy Haanexailenh KIMHUYECKON NpaKTUKW,
YTBEPXAEHHBIMU  YMONHOMOYEHHbIM hefeparnbHbIM OpraHOM WCMOSNHUTENBHOW BMacTW, COOTBETCTBEHHO B
crieyloLwmx Lensx:

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

1) ycrtaHoBneHue ©e30MacHOCTU IEKapCTBEHHbIX NpenapaToB AMs 340POBbIX A0OpPOBOMbUEB U (MnK)
NepeHoCMMOCTM UX 340POBbIMM A0OPOBOMbLAMM, 3@ WUCKIOYEHWEM TakuxX WCCNEAOBaHWUNA NEKapPCTBEHHbIX
npenapaToB, NPoOn3BeAeHHbIX 3a npeaenammn Poccuiickon ®epepauuu;

2) r|0/:|,60p OonTUMalibHbIX O03MPOBOK JIEKAapCTBEHHOro npenaparta U Kypca nedeHuda And nauneHToB C
onpeaeneHHbIM 3aboneBaHneM, ONTMMarnbHbIX [03 W CXeM  BakuuHauum VIMMyHO6I/IOJ'IOI'I/I‘-IeCKI/IMI/I
JleKapCTBEHHbIMU NpenapaTtamMmn 340pPOBbIX ,L'J,OGpOBOJ'IbLI,eB;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

3) ycraHoBneHne 6e30MacHOCTU NEKapCTBEHHOro npenaparta u ero 3MeKTVBHOCTA NS MauMeHToB C
onpegeneHHblM 3aboneBaHvem, NpodunakTnyeckon 3PGEKTUBHOCTM MMMYHOBUONOrMYECKUX JeKapCTBEHHbIX
npenapaToB A 340PpO0BbIX 4OOPOBONbLLEB;

4) n3yyeHve BO3MOXHOCTM paclUMpPEHUsi MoKasaHuii Ans MeauUMHCKOro NpUMeHeHUs! U BbisSIBIIeHUs1 paHee
Hen3BeCTHbIX MOGOYHbIX OEVNCTBUI 3aperncTpMpoBaHHbIX JIEKAPCTBEHHbIX NpenapaToB.

2. B oTHoweHun BOCnpon3seaeHHbIX J1eKapCTBEHHbIX npenapatoB And MeaUMLMHCKOro npuMeHeHud
npoBOAATCA WccneagoBaHuA OMO3KBUBANIEHTHOCTU U (I/IJ'IVI) TepaneBTquCKon OKBMBAJIEHTHOCTU B MNOPAOKE,
YCTaHOBJ1IEHHOM YNOJIHOMOYEHHbIM cbep,epaanuM OpraHom NCMONHNTENbHON BNacTu.

3. OpraHmsaumm npoeegeHna KInnHN4YeCKmnx nccnegoBaHumn NekapCTBeHHOro npenapara ana MmegumunHCcKoro
npnmMeHeHnsa Brnpase OCyLLeCTBIATb!:

1) pa3paboTymK SIeKapCTBEHHOMO Npenapara UM yrosHOMOYEHHOE UM NINLIO;

2) obpasoBaTtenbHble OpraHusauuMum BbiCIEro oOpasoBaHusl, OpraHu3auMn  OOMOSIHUTENbHOMO
npodeccuoHansLHoro obpasoBaHus;
(n. 2 B pea. PepepansHoro gakoHa ot 02.07.2013 N 185-93)

3) Hay4Ho-nUccnegoBaTeNbCKME OpraHn3aLmm.

4. KnuHnyeckue nccrnegoBaHns NekapcTBEHHOro npenapara ansg MeguumHCKoro NPUMeHeHust NpoBOAsTCA
Ha OCHOBaHWW paspelleHuss Ha MpoBeAeHne KIMHWYECKOro WCCrefoBaHMsa FeKkapCTBEHHOro npenapara,
BblAAHHOIO  YMOSTHOMOYEHHbIM  (befdeparnbHbIM -~ OpraHoOM  UCMOMHUTENbHOW  BNacTu.  YMNOMHOMOYEHHbIN
dedepanbHbIl OpraH WCMONMHUTENbHOW BRacTu BedeT peecTp BblOaHHbIX paspelleHun Ha npoBeaeHue
KMVHUYECKNX MUCCrefoBaHU NeKkapCTBEHHOro MpenapaTta, COoAepXallui ykasaHue Ha WX uenb unuv uenu, B
YCTaHOBMNEHHOM 3TUM OpraHoM Nnopsiake.
(B pea. PenepanbHbix 3akOHOB 0T 22.12.2014 N 429-03, o1 13.07.2015 N 241-93)

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

6. K opraHvMsaumm npoBefeHWs KIIMHWYECKMX WCCNEAOBaHWA FNEeKapCTBEHHOrO MpenapaTta Ang
MEOULMHCKOTO MPUMEHEHNs] pa3paboTyMKOM FEeKapCTBEHHOrO npenaparta MOryT MPUBIEKaTbCHA topuanyeckne
nua nbon opraHn3auMoHHO-NPaBoBOM HOPMbI MPU YCroBMK obecnevyeHns COOTBETCTBUA ITUX NCCNEAOBaAHUN
TpeboBaHusM HacToswero ®eaepansHOro 3akoHa.

7. KnuHnuyeckue nccnenoBaHus nekapcTBeHHbIX NpenapaToB AN MeULMHCKOro NpUMeHeHNs NpoBoaaTCs
B MeOMLMHCKUX OpraHu3aumsax, akkpeamToBaHHbIX YNONMHOMOYEHHbIM deaepanbHbiM OpraHoM MCMOMHUTENbHOM
BNacTu B nopsiake, yctaHoBneHHoM [NpaBuTtensctBom Poccuiickon Peaepavmm.

8. lepeyeHb MeOUUUHCKMX OpraHusauuin, MMEeKLWUX MnpaBo MpPOBOAUTb KIMHUYECKUE UWCCNeaoBaHus
NeKapCTBEHHbIX NpenapaToB AN MeOULUHCKOrO NMPUMEHEHUS!, U PEECTP BblAaHHbIX pa3peLleHnin Ha NpoBeaeHne
KIMHUYECKUX  MCCIefoBaHWA  JIEKApCTBEHHbIX  MpenapaTtoB  ONyONMKOBLIBAKOTCA U pasMeLLalTcs
YMNOSTHOMOYEHHBbIM oefeparibHbiM OpraHOM MCMOMHUTENbHOW BNAacTU B YCTAHOBIEHHOM UM MOpPsiAKe Ha CBOEM
oduymnansHoMm cante B cetun "MHTepHeT".

CrtaTbsa 39. PelweHne o0 npoBeAeHUM KITMHUYECKOTrO UCCefoBaHUA NeKapcTBeHHOro npenapara Ans
MeAULMHCKOro NPpUMeHeHus
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. KnnHunyeckoe nccrnenoBsaHne NnekapCTtBeHHOro npenapara anda MeguunHCKOro npuMeHeHmna npoBoanTcA
Ha OCHOBaHMWM paspelleHVst Ha MpPOBEedeHUE KIMMHUYECKOro WCCMeaoBaHUA NekapCcTBEHHOro npenapara,
BblJAHHOMO YMOMHOMOYEHHLIM befiepanbHbIM OPraHOM MCMOSHUTENLHOM BNacTu Mo pesynbTaTam IKCrnepTusbl
[IOKYMEHTOB, HeOOXOAMMbIX LN MOMyYeHUs paspelleHWss Ha NpoBedeHMe KIMHUYECKOro UccrenoBaHus
feKapcTBEHHOro npenapara v 3TUYECKON SKCMepTU3bl.

2. Ons nony4yeHusa paspelieHmna Ha nposeaeHne KnnHn4eCcKoro nccrnegoBaHuna nekapCTtBeHHOro npenaparta
ana  MeauMunHCKOro npumMeHeHua 3asaBUTENb npeacrtaBndaAeT B yﬂOJ'IHOMO‘-IGHHbIVI d)e,u,epaanblﬁ opraH
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

NCMONHUTESNbHON BNacTu:

1) 3adaBlieHne O Bbladye pas3pelleHnd Ha npoBegeHne KIMMHUYeCKoro uccnegoBaHuda JeKapCTBEeHHOro
npenaparta gna meanmunHCKOro npuMeHeHuns;

2) kOnNuM OOKYMEHTOB, NMOATBEPXAAKLMX ynnaTy rocygapCTBEHHON OOLNUHBI 3a NPOBEAEeHUEe 3TUYECKOW
3KCMEepTU3bl, 3SKCNepTU3bl AOKYMEHTOB Ha JieKapCTBEHHbIM MpenapaTt Ans MNofyvYeHns paspelleHus Ha
npoBedeHue KIMHUYECKOro MCCNedoBaHUs NEeKapCcTBEHHOro npenaparta Ans MeguUUMHCKOro MpuMeHeHus, 3a
BblJayy paspelleHnss Ha npoBedeHVe KIMHWYECKOro UCCreaoBaHUs fneKkapCTBEHHOro npenaparta Ang
MEOVLMHCKOrO NPUMEHeHWs, 3a MpoBedeHWe 3JKCNepTU3bl [OKYMEHTOB Ha NeKkapCTBEHHbI npenapaT and
MonyyeHns paspelleHVs Ha NpoBeAeHME MeXOyHapOAHOr0 MHOMOLIEHTPOBOrO KIMHWYECKOro MccregoBaHns
nekapCTBEHHOro npenapata Ans MeAMUMHCKOro NPUMEHEHWs, 3a Bbldayy paspelleHus Ha npoBedeHune
MEeXOYHapOAHOTO  MHOTOLIEHTPOBOrO  KIMMHUYECKOr0  MCCregoBaHWs  NeKapCTBEHHOro  npenapaTta  Ans
MEOULMHCKOTO MPUMEHEHUs, 3a nNpoBedeHue OTUYECKOW OKCMEepTU3bl, 3KCNepTusbl [OKYMEHTOB Ha
neKkapCTBEHHbIN Npenapart Ans NofnyyYyeHus paspelleHust Ha NpoBeAeHne NOCTPErMcTPaLnoHHOIO KIMHUYECKOro
nccnegoBaHWs NEeKapCTBEHHOro npenapaTta Ans MeauUMHCKOrO MNPUMEHEHWs, 3a Bblgayy paspelleHus Ha
npoBedeHne MOCTPErncTPauMoOHHOrO  KIMHUYECKOrO  MCCredoBaHUs  MeKapCTBEHHOro npenapata  Ansg
MEeOULMHCKOrO NPUMEHEHUS;

(B pea. PenepanbHoro gakoHa ot 27.12.2019 N 478-$3)

3) NPOTOKON KITMHUYECKOIo NCCeJoBaHNs NIEKapCTBEHHOTO nNpenapara 4719 MEAULMHCKOrO NMPUMEHEHNS;
4) 6poLutopy nccnegoBaTens;
5) MHPOPMAaLMOHHbLIV NMUCTOK NAUMNEHTA;

6) cBegeHua o6 onbiTe paboTbl MccrnegoBaTenen No COOTBETCTBYIOLWMM CNELUManbHOCTAM U UX OMbiTe
paboTbl N0 NPOBEAEHWNIO KITMHUYECKUX UCCIEAOBaHWN;

7) cBefeHus 0 MEAMUMHCKMX OpraHmsauusix, B KOTOPbIX Npegnosiaraetca npoBeAeHWE KIMMHUYECKOTO
nuccnegoBaHMs NEKapCTBEHHOrO npenapata Ans  MeOUUUHCKOrO NpUMeHeHus (MOfHOEe U COKpalleHHoe
HaMMEHOBaHWSl, OpraHM3aLuMOHHO-NpaBoBasl opmMa, MeCTO HaxOoXOEeHUs U MeCTO  OCyLLeCTBEeHUs
nedarenbHoOCTU, TenedoH, Tenedakc, aapec SNeKTPOHHOW NOYThl KaXaoW MegULUHCKOW opraHu3auunm);

8) cBedeHusi O npegnoniaraeMblXx CpoKax MPOBEAEHUS KIMHUYECKOTO MCCIeAOBaHUs feKapCTBEHHOro
npenapara Ans MeAULUHCKOrO NMPUMEHEHWS;

9) KOMMo goroesopa obsizaTenbHOro CTpaxoBaHu4d, 3aKIit4YeHHOro B COOTBETCTBMN C TUNOBLIMU NMPaBUI1aMu
0b6s3aTenspHOro CTpaxoBaHWA, C yKa3aHneM rlpe/:l,eanoﬁ YNCNEHHOCTU NauymnMeHTOoB, y4aCTBYHOLNX B KITMHNYECKOM
ncernenoBaHM nekapCTBeHHOro npenaparta and MmeguunHCKOro npuMeHeHus,

10) nHcpopmaLmio 0 cocTaBe NekapcTBEHHOro nNpenapaTa Ans MeaULUMHCKOro NpUMEHeEHUS;

11) [OOKYMEHT, COCTaBJieHHbI MPOU3BOAUTENIEM JIEKAPCTBEHHOrO Mpenapata Ans  MeAMUMHCKOro
NPUMEHEHMS U COAEpXKalLMi nokasaTenu (XapakTepuUCTMKM), a Takke CBEAEHUS O NeKapCTBEeHHOM npenapare
AN MEAULMHCKOro NPUMEHEHUS, NPOM3BeAEHHOM AN NPOBEAEHNS KIIMHUYECKMX UCCIe0BaHuiA;

12) cBegeHusa O paTe npedocTaBfieHMs UM PErMCTpPauMOHHOM HOMEPE IMLUEH3MM Ha MNpPOM3BOLACTBO
NEeKapCTBEHHbIX CpeAcTB B Cryvae, ecnv NPOU3BOACTBO JIEKAPCTBEHHOrO MpenapaTta OCyLecTBNsAeTcs B
Poccuiickon ®epepauun, nnm ceegeHus o gate npegocTaBNeHnss U PeruMcTpalMoHHOM HOMeEpEe 3akniyeHus o
COOTBETCTBMM  MNPOU3BOAMTENS  NIeKapCTBEHHOro  npenapata  TpeboBaHusM  OpaBun  Hagnexallen
NPOV3BOACTBEHHOW MNPAKTUKW, NPeaoCTaBNEHHOro YrNOMHOMOYEHHbIM OpraHoM CTpaHbl Mpou3BOAUTENS
nekapcTBEHHOro npenapara.

(B pea. PenepanbHbix 3akoHOB 0T 04.06.2018 N_140-93, o1 27.12.2019 N 478-93)

21. B CnyyYyae HenpeacrtaBlieHUA C 3adBlieHMeM O Bblaade paspelleHuna Ha npoBeaeHune KInHn4eckoro
nccnenoBaHna NekapCTtBeHHOro npenapata ana  MeauuuHCKOro npuMeHeHua OOKYMEeHTOB (CBe,D,eHMIZ),
noareepXxaakwnx ynnarty FOCYﬂapCTBeHHOVI NOLWJINHbI N YKa3aHHbIX B MYHKTE 2 4acTn 2 HacTosLen cTatbK, a
TakXe BblaBaeMbIX (I'Ipe,EI,OCTaBJ'IFIeMbIX) YNOJTIHOMOYEHHbIMU (*)eﬂ,epa]'leblMVl OopraHavu NCMONHNTENBHOWN
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

BNacTU [OOKYMEHTOB (CBEOEHWUN), yKa3aHHbIX B MyHKTe 12 4acTm 2 HacTosiwen cTaTbW, YMNOSIHOMOYEHHbIV
bedepanbHbI OpraH UCMOMHMTENbHOW BNacTy 3anpalivMBaeT yKa3aHHble AOKYMEHTbl (CBedeHus) B nopsiake
MeXBe4OMCTBEHHOro MH(POPMaLMOHHOIO B3aMMOAENCTBUS.

(4acTb 2.1 BBegeHa dPepfepanbHbiM 3akoHOM OT 27.12.2019 N 478-93)

3. B cpok, He npeBbiWakWmi NATU pabdbounx OAHEW CO OHSA MPUHATUS YKa3aHHOro B MyHkTe 1 4vactm 2
HacTosILLEeN cTaTbW 3asBMEeHUs W HeOoOXOAMMbIX [OKYMEHTOB, YMNOMHOMOYEHHbIM dedepanbHbii  opraH
NCNOMHUTENBbHOW BNacTu:

1) npoBOANT TMPOBEPKY MOJIHOTbI M OOCTOBEPHOCTU cBegeHun, coaepxawmxca B npenctaBlieHHbIX
3adaBuTenieM JOKyMeHTax;

2) npuHUMaeT peweHne O npoBedeHUN 3KCNepTu3bl OOKYMEHTOB Ad nolyyvYeHuA paspelleHunsa Ha
npoBegeHne KIMMHNM4YeCKoro uccnegoBaHnAa JekapCTBeHHOro npenaparta and MeguuuHCKOro npuMeHeHuna wu
3TUYECKON QKCMNepTU3bl nnn 00 oTkase B npoBeAeHUn yKka3aHHbIX 3KCNepTus;

3) yBegomnsieT B 3MEKTPOHHOM popMe unm Ha OymMaKHOM HocuTene 3asiBUTENs O NPUHATOM peLLeHUn
nmMobo B crny4vae NpUHATUS pelleHns 06 oTkase Takke C yka3aHMEM MPUYMH Takoro oTkasa;

4) nogroTaBnvBaeT U HaMpaBIsieT B 9KCNEPTHOE yuypexaeHue 1 COBeT Mo 3TWKe 3adaHune Ha npoBefeHue
COOTBETCTBYHOLLMX SKCMEPTUS.

4. B cnyyae BbIFBMEHUS HENOMNHOTHI M (MNU) HEeOOCTOBEPHOCTU WHopMauun, copepxallencs B
NpeACTaBMeHHbIX 3asBUTENEM [OKYMEHTAX, YMOSIHOMOYEHHbIN dbeaepanbHbll OpraH MCMNOMHUTENBHON BNACTM
HanpaenseT 3asBUTENO 3anpoc 06 yTOYHEHUU yKa3aHHOM MHopmMaumn. [JaHHbIn 3anpoc MOXeT ObITb nepeaaH
YMNOSTHOMOYEHHOMY MPEeACTaBUTENIO 3adBMTENS NIMYHO MOA PacnuMCKy, HanpaeneH no noyTe 3aka3HbiM MMCbMOM
Unu nepegaH B 3MEKTPOHHOM hopMe Mo TENEeKOMMYHMKALMOHHBIM KaHanam cBssu. B cnyyae Hanpasnenus
JaHHOro 3anpoca no NoYTe 3aKka3HbIM MUCbMOM OH CYUTaAETCsl NOSMyYeHHbIM MO UCTEYEeHUN LLeCTU AHen ¢ Aathbl
HanpaBreHus 3akasHoro nucbma. 3asBuTenb 00513aH NpPeAcTaBUTb OTBET Ha 3anpoc  YNONHOMOYEHHOro
doegepanbHOro opraHa UCMNOMNHUTENBHON BNAacTM B CPOK, HE MpeBbillaloWmMiA eBsSHOCTa paboumx gHen co OHs
ero nonydeHnsi. Cpok, ykasaHHbIA B 4YacTh 3 HacCTOsiLen cTaTbM, NPUOCTaAHABNMBAETCA CO AHS HanpaBieHus
3aaBUTENO 3anpoca YNoSTHOMOYEHHOro doeepanbHOro opraHa UCNOMHUTENBHOW BNAacTu A0 OHS MOMyYeHUs UM
COOTBETCTBYIOLLErO OTBETA M HE Y4YUTbIBAETCA MpPU  WUCHUCIEHUM CpoKa MNPUHATMS  YNONHOMOYEHHbBIM
denepanbHbiM OpraHOM UCMOMHUTENbHOW BNAcTU pelleHust O NPOBEAEHMM IKCNepTU3bl AOKYMEHTOB AN
NnonyyYyeHnst paspelleHusi Ha MpOBedeHUEe KIMHWMYECKOTO WCCrefoBaHUsl NEKapCTBEHHOro npenaparta Ans
MeOMLMHCKOro NPUMEHEHMS.

5. OcHoBaHveM Onsa OTKasa B MPOBEAEHUWM 3KCNepTU3bl AOKYMEHTOB ANS MOMyYeHUs paspelleHus Ha
npoBedeHUe KIMHUYECKOro MWCCNefoBaHMs NeKapCTBEHHOro npenaparta ans MeauuMHCKOro NPUMEHEHUs U
3TMYECKON IKCMepTM3bl ABNAETCA NpeAcTaBeHne JOKYMEHTOB, NpeyCMOTPEHHbIX YacTbio 2 HACTOSLLEN CTaTby,
B HEMonHoMm obbeme, HenpeacTaBneHve 3asiBUTenemM B YCTaHOBMIEHHbIN CPOK OTBETa Ha yKa3aHHbIN B Yactu 4
HacTosILLEeN CTaTby 3anpoc YNoTHOMOYEHHOro dyeaeparnbHOro opraHa MCMONHUTENbHOWN BracTu NMbo OTCyTCTBUE
B MpeAcTaBrieHHbIX OOKYMEHTaxX McyepnbiBalowWwero nepeyHss Heobxoammon uHdopmaumm unm uHdopmaumu,
KoTopas OOoSKHa ObITb OTpaXeHa B HUX, a Takke OTCyTCTBME WMHOpMauuun, noaTeepxaatowen dakt ynnaTbl
rocygapCTBEHHON [OWMMHbLI 3@ MPOBEAEHWE STUYECKOW SKCMepTU3bl, SKCNepTu3bl JOKYMEHTOB Ha
neKkapCTBEHHbI npenapat Ans MOfyyYeHUs paspelleHus Ha npoBedeHMe  KIMHUYECKOro UccneaoBaHus
neKkapcTBEHHOro npenapata Afs MEAWMUMHCKOro MNpPUMEHEHWs, 3a Bblgadvy paspelleHus Ha npoBeAeHue
KMMHMYECKOro McCcneaoBaHWs NeKkapCTBEHHOro npenapaTta Ans MeaWMUUHCKOro MpPUMEHEHWs, 3a npoBedeHue
9KCMEepTU3bl OOKYMEHTOB Ha NEKapCTBEHHbIM npenapat ANnd MofyyYeHus paspelleHus Ha npoBedeHue
MEeXOYHapOAHOTO  MHOTOLIEHTPOBOrO  KIMMHUYECKOr0  MCCregoBaHWs  NeKapCTBEHHOro  npenapaTta  Ans
MEeOULMHCKOTO MPUMEHEHUS, 3a Bblayy paspelleHus Ha npoBedeHue MeXAyHapoO4HOro MHOrOLEHTPOBOro
KMMHMYECKOro WUCCNeaoBaHWs NekapCcTBEHHOro npenapaTta Ans MeAMUMHCKOro MpUMEHEHWs, 3a npoBedeHue
3TMYECKOWN IKCNEepPTU3bl, IKCNEPTU3bl JOKYMEHTOB Ha NeKapCTBEHHbIV NMpenapaT Ans nofyyeHns paspeLleHns Ha
npoBedeHne MOCTPErncTPauMoOHHOrO  KIMHUYECKOrO  MCCRedoBaHUs  feKapCTBEHHOro npenapata  Ansg
MEOULMHCKOTO NMPUMEHEHUs, 3a Bbiayy paspelleHnss Ha MpoBedeHWe NOCTPEerncTpaumMoHHOro KIMHUYECKOro
nccrnegoBaHus nNekapCTBEHHOMo npenapara Ans MeauUUHCKOro NPUMEHEHNS.

6. I'IpOBep,eHme 9KCNepTn3bl OOKYMEHTOB OJ14 NOoJyvyeHua paspelleHnd Ha npoBeneHue KImMHUYeCKoro
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

nuccrnegoBaHNs  NieKapCTBEHHOrO npenapaTta Ana  MeguUMHCKOrO MNPUMEHEHNA U 3TUYECKOW 3KCMepTU3bl,
COCTaBIEHME KOMUCCMEN 3KCMEPTOB M COBETOM MO ITMKE 3aKIHOYEHMIA O BO3MOXHOCTU UMM HEBO3MOXHOCTU
NpoBeLEHNS TaKoro KIMHWYECKOro MWCCrefoBaHWst W HanpasfeHue 3TUX 3aKMlYEeHWA B YNOSIHOMOYEHHbIV
dheepanbHbIi OpraH UCMOMHUTENBHOW BNACcTM OCYLLECTBIISIOTCS B CPOK, HE NPEBbILLALWUA Tpuauati paboumx
OHen co [OHA NOomnyyvYeHust SKCNepTHbIM YyupexaeHueM 3ajaHusi YNonHOMOYEHHOro defepansHoro opraHa
WCNONMHUTENBHOW BNACTU C NPUMOXEHUEM [OKYMEHTOB, yKasaHHbIX B nyHkTax 3, 4, 10 n 11 yactn 2 HacTosiLwen
cTaTtbu, U COBETOM MO 3TUKE 3afaHus YMNOSIHOMOYEHHOro dpefeparnibHOro opraHa WUCMOMHUTENBLHOW BRactu C
NPUNoOXeHneMm JOKYMEHTOB, YKa3aHHbIX B NyHKTax 3 - 6, 8 n 9 yactn 2 HacTosLwen cTaTby.

7. B cpok, He npeBblwakowmii NATM paboyunx OHeN co OHA NOSydeHUsl 3aKMioYeHUI, yKasaHHbIX B YacTu 6
HaCTOsILLIEN CTaTbW, YNOTHOMOYEHHBIN hefepanbHbI OpraH UCMONHUTENbLHOW BNACTU:

1) OCyLUEeCTBIIAET OUEeHKY NOCTynuBLLUUX 3aKn4YeHnn ans onpepneneHna nx cooTBeTCTBUA 3adaHUAM Ha
npoesegeHne CoOOTBETCTBYHOLLUX SKCNEPTU3;

2) nNpvHMMaeT pelleHMe O Bbigaye paspelleHns Ha MpOoBeAeHUe KIMHUYECKOTO WCCredoBaHus
nekapcTBEHHOro npenaparta Ans MeguLMHCKOro NpMMeHeHns Unm o6 oTkase B Bbloaye yka3aHHOro paspeLleHus;

3) BblJaeT pa3pelleHne Ha npoBegeHue KIMMHUYeCKOoro mnccriegoBaHuA JrnekapcTtBeHHOro npenapara and
MeaNLUMHCKOIro npuMeHeHuna nin pelleHne 00 oTkase B Bblgaye YKa3aHHOro paspelieHua C yKka3aHunem npuymnH
OTKasa.

8. OcHoBaHveM pOns oTkasa B BbiJaye paspelleHus Ha MnpoBedeHue KIMHWUYECKOro uccrefoBaHus
nekapcTBEHHOro npenapaTta Ans MeOMUMHCKOrO MPUMEHEHUS SBNSAETCA Hanuyune 3akniovYeHUss KOMMUCCUM
3KCMEepTOB UMW 3aKrYeHUs coBeTa MO 3TUKE O HEBO3MOXHOCTWU MPOBEAEHUs KIMHWUYECKOrO MCCrefoBaHus
nekapcTBeHHOro npenapaTta And MeOUUMHCKOro NPUMEHEHWs Mo pesynbTataM MpPOoBefeHHbIX 3KCnepTus,
NpeayCMOTPEHHbIX YacTbio 6 HACTOSLLEN cTaTby.

9. PeweHne 06 oTka3e B MNpoBeAEHUWM IKCMepPTM3bl AOKYMEHTOB [ANs MOMNyYeHWs paspelleHus Ha
npoBedeHne KIMHUYECKOro MCCreaoBaHMs neKapCTBEHHOro npenaparta Ans MeAWLUMHCKOrO MPUMEHEHWs W’
3TMYECKON SKCNEePTU3bl N B Bbldaye pa3pellueHns Ha NpoBeAeHMe KIMHNYECKOrO NCCefoBaHNs nekapCTBEHHOro
npenaparta Aanda MeaguunHCKOro npuMeHeHna MoXeT ObITb 0OXanoBaHo B nopaake, YycCTtaHOBJ1IEHHOM
3akoHogaTenbcTBOM Poccuinckon egepaumm.

Ctatba 39.1. 3TM4Yeckasn aKkcnepTusa
(BBegeHa depepanbHbIM 3aKkoHOM OT 22.12.2014 N 429-93)

1. OTunveckasa JKCnepTn3a npoBoaAUTCA COBETOM MO 3TUKe, CO3OaHHbIM B Nopdanke, YCTaHOBJIEHHOM
YNOJTHOMOY€EHHbIM cbe,qepaanbuvl OopraHom WCMONHUTENbHOW BNacTW, B LENsX Bblgayn 3akniodeHns o6
3TU4ecko OOOCHOBAHHOCTU BO3MOXHOCTU npoBeaeHna KIMHMYEeCKOro wuccrnegoBaHnA nekapcTtBeHHOro
npenaparta gna meanmunHCKoro npuMeHeHuns.

2. Okcneptamy coBeTa MO 3TUKE MOryT OblTb MpeacTaBuUTENM MEAULMHCKUX OpraHusauui, Hay4dHbIX
opraHusaumin, obpasoBaTenbHbIX OpraHuM3aunii Beicllero obpasoBaHus, a Takke npeacTaBUTeNny o6LLECTBEHHbIX
opraHM3aumnin, PennrMo3HbliX opraHuMsauMii U cpeacTB MaccoBoW MHdopMauun. [aHHble 3KcnepTbl HE AOIMKHbI
HaxoouTbCs B KaKoOW-NMOO 3aBUCUMOCTM OT pas3paboTUMKOB JEKAPCTBEHHbIX NpernapaTtoB W ApYrux nu,
3aMHTEPECOBaHHbIX B pe3yribTaTax 3TU4EeCKON 3KCNepTU3bl.

3. Onnarta ycnyr akcnepToB cOBeTa MO 3TUKE OCYLLECTBMSIETCA Ha OCHOBaHWM LOroBopa, 3aKnto4YeHHOro
MeXay YrnorHOMOYEHHbIM heepanbHbIM OpraHoOM UCMOMTHUTENBHOW BNAcTU, KOTOPbIM CO3[1aH COBET MO 3TUKE, U
3KCMEepTOM coBeTa MO 3TUKe, 3a CYET OKIKETHbIX ACCUIHOBaHWA, MNPEeOYyCMOTPEHHbLIX YMNOMHOMOYEHHOMY
degepanbHOMy OpraHy UCMOSTHUTENbHOW BNacTW, KOTOPbIM CO3[aH COBET MO 3Tuke, B doedeparnsHoM OrompkeTe
Ha COOTBETCTBYIOLLMIA rog Ha obecnevyeHne ero OeAaTenbHOCTU, B pasMepax, yCTaHOBMNEHHbIX MpaBUTENbCTBOM
Poccuiickon depepauuu.

4. 3KkcnepTbl coBeTa MO 3TUKE HECYT QTBETCTBEHHOCTbL B COOTBETCTBUM C 3aKoHOOATeNbLCTBOM Poccuiickon
degepauum.

5. CocTaB coBeTa Mo 3TWKe, NonoxeHne o6 3TOM COBETE, MOPSAOK €ro AesiTenbHOCTW, TpeboBaHus K
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

KBaJ'IVI(bVIKaU,I/IVI n onbiTy pa6OTbI no SKCI'IepTHOVI OUeHKe Hay4HbIX, MeOAWUUHCKUX WU ITUYECKMX acCrneKkToB
KITMHUYECKMX UCCrenoBaHni NeKapCTBEHHbIX npenapaTtoB And MeguUUHCKOro npuMeHeHud, npebdaBndemMble K
9KCnepTaM coBeTa Mo 3TUKe, NOoPALNOK OpraHu3auum n nposeneHuna 3TUYECKON 9KCNepTu3hbl, @ogma 3aKn4vyeHunaA
coBeTa Nno 3Tnke yCtaHaBnMBakOTCA YNOJIHOMOYEHHbIM d)e,u,epaanblM opraHom McnonHuTenbLHon BnacTtu. Yncno
I'Ipeﬂ,CTaBI/ITeﬂeVI MeaNLIMHCKNX opransau,wZ HEe MOXeT NnpeBblllaTb MNOJIOBUHY OT obuwero uucna JKCNnepToB
coBeTa Mo 3TUKe.

6. Mudbopmauusa o coctaBe coBeTa MO 3TUKE, NaHax ero paboTbl U TEKyLIeN OeATENbHOCTM pas3MeLLaeTcs
Ha oduumanbHOM canTe YnorHOMOYEHHOro dheaepansHOro opraHa UCNonHUTeneHon Bnactu B cetu "UHtepHeTt"
B YCTaHOBMNEHHOM MM [OPSAKE.

Cratba 40. [lpoBegeHue KIIMHUYECKOrO WCCIeAOBaHUA JeKapCTBeHHOro nmnpenaparta Ansa
MeOULUMNHCKOro npuMmeHeHus

1. PykoBoguTenb MeOMUMHCKOW oOpraHusauuun, Kotopas MpoBOAMT  KIMHUWYECKOe uccrnegoBaHue
neKkapCTBEHHOro npenapaTta Ans MeQUUMHCKOrOo NpUMMEHeHWs, Ha3HavyaeT uccrnegoBaTensi, OTBETCTBEHHOrO 3a
npoBedeHne Takoro UCCnefoBaHNa U UMetoLero nevyebHyo cneunanbHOCTb, COOTBETCTBYIOLWYHO NPOBOAUMOMY
KMMHMYECKOMY MCCrefoBaHMI0 NeKapCTBEHHOro npenapaTa, co cTaxeM paboTbl MO nporpaMmaM KIMHUYECKNX
nccrnegoBaHU NeKapCTBEHHbIX MNpenapaTtoB He MeHee 4eM Tpu roga M Mno ero npeasiokeHuo HasHavaet
couccnegoBarernen n3 Yucna spadert 3Ton MeanuUMHCKOW opraHm3aumm.

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

2. ViccneposaTenb OCyLLECTBNAET BbIOOP NaLUMEHTOB, KOTOPbIE N0 MEAULIMHCKUM MOKa3aHUAM MOTyT ObiTb
npuBMeYeHbl K Yy4acTUi0 B KMNUHUYECKOM WCCMEeAOoBaHWM MeKapCcTBEHHOro npenapata ansa MeauLUHCKOro
NPUMEHEHMS.

3. Uccnepnosatens U couccrnenoBateny AOMKHbI BbiTb O3HAKOMIIEHbI C pe3yribTaTamu OOKMMHUYECKOro
CCreloBaHNs NEKapCTBEHHOIO CPeaCcTBa, CoAepXalmmmca B GpoLuope uccreaoBarernsi, NPOEKTOM NpoToKosa
KIMUHUYECKOr0 UCCRENoBaHNsA NeKapCcTBEHHOro npenapaTa Ans MeOWUUHCKOro MpuUMeHeHus, paspaboTaHHbIM
pa3pa6OT‘-II/IKOM NleKkapCTBeHHOro npenapara uin UHbIM LPUOANYECKMM JNULIOM, NpUBIiekKaeMbiM K opraHusaunum
NPOBEAEHMs KIMMHUYECKOTo MCCreaoBaHUs NEeKapCTBEHHOro npenapaTta Ans MEeOMLMHCKOTO MPUMEHEHUs, U
ApYriMy MaTepuanaMu Takoro UccriefoBaHus.

3.1. PykoBoguTenb MeOUUMHCKOM OpraHmsauum B CPOK, He MpeBblaroWmi Tpex paboumx AHen co AOHs
Ha4vana npoBeAeHnst KIMHMYECKOro NCCrefoBaHNs NnekapCcTBEHHOro npenaparta aAnsa MeanunHCKOro NpuMeHeHuns,
coobLiaeT 06 3TOM B YNOMHOMOYEHHBIN heepanbHbIl opraH MCNOMHUTENBHOW BNacTy, BblAaBLUUIA pa3peLLeHme
Ha npoBeJeHWe Takoro UccneaoBaHus, No YCTaHOBIIEHHON UM hopme.

(yactb 3.1 BBegeHa PepepanbHbiM 3akoHoM oT 29.11.2010 N 313-03)

4. OpraHvsauuy, OCYLLECTBISOWME OpraHu3aumio  NpOBEeOEeHUA  KIMMHMYECKOro  MccnegoBaHus
nekapCTBEHHOro npenapara Ans MegvUMHCKOro NpUMEHEHUs N yKkasdaHHble B YacTu 3 ctatbh 38 HacTtosLwero
depepanbHOro 3akoHa, B criydae HeOOXOAMMOCTU BHECEHUS W3MEHEHWA B MPOTOKON  KITMHWYECKOrO
uccregoBaHUSA  NIEeKapCTBEHHOrO MpenapaTta  Afis  MeOMUUWHCKOro npuMeHeHust coobwaT o6 3tom B
YNOSTHOMOYEHHbIN dhefeparnbHblid OpraH WCMNOMHUTENbHOM BracTW, BblAaBLUMK paspelleHne Ha npoBefeHue
TaKoro uccriefjoBaHns, No yCTaHOBNEHHOW UM bopMe.

(B pea. PegepanbHoro gakoHa ot 11.10.2010 N 271-$3)

4.1. dopma coobLIeHUss 0 BHECEHUWN U3MEHEHMI B MPOTOKOI KNMHUYECKOro UCCINEN0BaHNS NEKapCTBEHHOIO
npenapara ans MeavUuHCKOro NpUMeHeHUs JoImkHa cofiep)aTb crieaytolne cBeaeHs:

1) HaunveHoBaHune, I/I,EI,eHTM(*)MKaLIMOHHI:IIZ HOMEP U gaTta NpoToKona KIMHN4eCKoro nccregoBaHud,
2) JaTa BHECEHUS N3MEHEHUN B NPOTOKOJT KIMMHNYEeCKOro nccrnenoBaHusa,
3) HanmMmeHoBaHe N MeCTO HaxXoXAEHUA 3aABUTENA,

4) HauMMeHOBaHWe oOpraHuW3auuM, MpUBIIeYEHHON pa3paboTyMkoM JIEKapCTBEHHOrO Mpenapata kK
opraHusaLmmn NPoBeAeHNs KNMHUYECKOro uccrnenosaHns (Mpyu Hanuunm);
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

5) HaMMEHOBaHNA N MeCTa HaxXOoXAEeHNA MegULUMHCKMX opraHu3auui, B KOTOPbIX NPOBOAUTCA KIMHUYECKOe
nccnenoBsaHue;

6) AaTta BblAayvyn pa3pelleHna Ha npoBeageHne KnmHn4eckoro nccernegoBaHna n Homep 3Toro paspelleHuns;

7) N3MEHEHUs, BHOCUMbIe B MPOTOKOM KIMHUYECKOro NCCNeaoBaHus.
(4acTb 4.1 BBegeHa PepepanbHbiM 3akoHoMm oT 11.10.2010 N 271-93)

5. B cpok, He npeBblwaoWmn Tpuguatm pabounx AHEM CO OHSA MONyYEeHUsA YykasaHHOro B 4vactu 4
HacToslLLe CcTaTbW COOOLLEHUS, YMONTHOMOYEHHLIN  doedeparnbHbil  OpraH  WUCMOINTHUTENbHOW  BRacTu
paccmaTpuBaeT 3TO coobLLeHne B yCTaHOBNEHHOM UM OOPAOKE M NMPUHUMAET peLleHne O BHECEHUN U3MEHEHUN B
NPOTOKOJT KIIMHUYECKOro mccrnegoBaHuA nekapCTBeHHOro npenapara gnda MeauuuMHCKOro npuMeHeHua unm o6
OTKa3e BO BHECEHMW TaKkuX U3mMeHeHun. [py paccmMoTpeHun coobLLeHns 0 HeOOXOAUMOCTM BHECEHUS U3MEHEHMWN
B NMPOTOKON KIMMHUYECKOrO UCCrefoBaHUSA NeKapCTBEHHOrO npenapaTa Anst MeaULMHCKOrO NPUMEHEHMWS B LIeNsiX
OueHkM O0BOOCHOBAHHOCTU MpedfiaraeMblX WM3MEHEHUA W onpefdeneHust CTEneHW pucka AN NauueHToB,
MPYHUMAKLWUX y4acTue B  KIIMHWYECKMX WCCIeOoBaHuUsIX, YMOMMHOMOYEHHbIM dedepanbHbiM  OpraHoM
MCMNONHNUTENBbHOM BNacTu MOryT NpuBNeKaTbCA 3KCNepTbl cOBETA MO 3TUKE.

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

6. KnuHnyeckoe nccnegoBaHne nekapCTBEHHOro npenapara Ans MeguUMHCKOro MpUMEHeHNsA MOXeT ObiTb
MPUOCTaAHOBMIEHO UMW MpPeKpaLleHo, ecnu B Mpouecce ero npoBedeHus obHapyXeHa OnacHOCTb AN >KU3HW,
300pOBbs NaumMeHToB. B cnyvyae BO3HUMKHOBEHUS OMACHOCTW ANS XXWU3HW, 340POBbSA MaUUEHTa, y4acTBYHOLLEro B
KMMHUYECKOM MWCCNeaoBaHUM NeKkapCTBEHHOro npenapata And MeguumHCKOro MNpUMEHEHWs, uccrnegoBaTenm
06513aHbI NpovHgopMmnpoBaTbh 06 3TOM PyKOBOAMTENS MEOMLIMHCKON OpraHM3auum 1 opraHn3aumio, NonyymBLLYHO
paspeLleHne YnorTHOMOYEHHOro dheeparnbHOro opraHa UCMONHUTENbHOW BNAacT! Ha OpraHnsaumio npoBeaeHns
KMMHMYECKOro WCCrefoBaHWA MeKkapCTBEHHOro mnpenapaTta. PelweHne O nNpUOCTAHOBIEHWMM  KITMHWUYECKOro
nccnegoBaHWs NEKapCTBEHHOro npenapata Afs  MEAULMHCKOrO MPUMEHEHUS MNPUHMMAaloT  PYyKOBOAMTENb
MEeOULMHCKON opraHusauum v (Mnu) opraHusauus, nonyyvmslUas paspelleHne ynonHOMOYeHHoro eaepansHoro
opraHa WCMOSHUTENbHOW BMacTU Ha OpraHu3auuio NpoBEeAEeHUS KIMHWMYECKOro UCCNedoBaHUsA NeKkapCTBEHHOMO
npenapata Ansg MeOUUMHCKOTO MPUMEHEHUS, peLleHWe O MpeKpalleHUn Takoro uccnegoBaHus npuHUMaeT
YMONIHOMOYEHHbIN deaeparnbHbIi OpraH WCNOMHUTENbHOW BMAcT Ha OCHOBaHUWM COOOLLEHUS B MUCbMEHHON
dopme pykoBoaMTENS  MEOWLMHCKOW  OpraHWsaumMm wunM  opraHuMsauus, MonyuuBllas  paspelueHue
YMONIHOMOYEHHOro hefeparnbHOro opraHa UCMONHUTENbHOW BNAcT! Ha OpraHn3aumio NPOBEAEHUS KIMHUYECKOro
nccrnegoBaHus NekapCTBEHHOMO npenapara Ans MeauuUHCKOro NPUMEHEHNS.

7. B cpok, He npeBblwalwWmi NatM pabodnmx AHEN CO OHS 3aBepLueHusi, MPUOCTAHOBMIEHUS WK
npekpawleHnss KNMHUYeCKoro uccnefoBaHWs NeKapCTBEHHOro npenaparta Ans MegULMHCKOrO NpUMEHeHUs,
coobuleHne 06 3TOM HampaBnsieTCA OpraHM3auMsMK, Yyka3aHHbIMM B 4Yactu 3 cTatbum 38 HacToswero
depepanbHOro 3akoHa, B YMOMHOMOYEHHbIM hefeparnbHbli OpraH UCNOMHUTENBHOW BNACTU NO YCTAHOBIIEHHOWN

nm QQOQMG.

8. d)opma coobueHus o 3aBepLleHnn, NpnoCcTaHoBIIEHNN UITN NPEeKpaLWeHNN KIMMHNYEeCKOro nccrnenoBaHusa
JleKapCTBEeHHOro npenaparta gnlda MeanumMHCKoro npuMeHeHna oJnKHa cogepxaTtb:

1) I/IHd)OpMaLI,IMO O MeauLMHCKOWN opraHunsaunmm nnn MeanunHCKux opraHm3auunax, npoBoAMBLLNX OaHHOE
ncenegoBaHne;

2) onucaHue A4aHHOro UccrneaoBaHus;

3) maHHble wuccneposaTens (amunusa, KMMs, OTY4ECTBO, MecTo paboThbl, 3aHMMaemasi [OOMKHOCTb,
crneumanbHOCTb, CTaX paboTbl MO nporpaMMam KIMHUYECKUX WCCINefoBaHUWA NeKapCTBEHHbLIX MpenapaTos,
nepeYveHb KIMHUYECKMX CCreaoBaHWIM NekapCTBEHHbIX MPenapaTtoB, B KOTOPbIX OH NMPUHUMan yyactue (nepuogel
yyacTus) B Ka4ecTBe nccrnegoBaTens unm comccnenoBarens);

(B pea. PegepanbHoro gakoHa ot 11.10.2010 N 271-$3)

4) pesynbTaT [AaHHOIO WCCrefoBaHWA (3aBeplLueHue, NPUOCTaHOBIEHWE WM MpeKpalleHne AaHHOro
NCCNeaoBaHNs C yKasaHWeM WX MPUYMH M BAMSIHUSA Ha OLEHKY ero pesynbTaTtoB, OOLLyl0 OLEeHKy pucka wu
oXvpgaemon nonb3bl OT MPUMEHEHUs WCCNedyeMoro fekapCTBEHHOro npenapara, a Tawkke npegnonaraembie
AanbHeriwne 4encTeums).
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8.1. MNpu BbIsBNeHn deaepasnbHbIM OpraHOM MCMOSMHUTENbHOW BNacTu, OCYLLECTBASOWNM (PYHKLUMK NO
KOHTPOJSIIO 1 HaA30py B cdhepe 34paBoOXpaHEeHns, HapyLeHNn NpaBu Hagnexallen KnMHUYeCKON NpakTukn npu
NpoOBEAEHUN KIIMHWUYECKOrO WCCNeaoBaHMA FNEeKapCTBEHHOro npenapara, BAUSIOWMX Ha MOMHOTY U (Mnwn)
[OCTOBEPHOCTb [AAHHOr0 KIMHWYECKOro MCCNneaoBaHus, yKasaHHbln defeparnbHbldi opraH UCNOSTHUTENBHOM
BNacTu npuoCTaHaBnNuBaeT MNpoBeAeHWEe [OaHHOM0 KIMHUYECKOrOo WCCrefoBaHWs W BbIHOCUT MeOMLUMHCKOM
opraHu3auum, B KOTOPOW MPOBOAMTCA [OaAHHOE KIMHUYECKOoe MWccrnedoBaHve, npegnucaHve ob ycTpaHeHun
BbISIBMIEHHbIX HapylweHui. [lpn HeycTpaHEeHUM MeOULMHCKOW OpraHu3aumen BbISIBMIEHHbIX HapyLleHUn B
YCTaHOBMEHHbLIN B NMpefnucaHun CPoK yKasaHHbIN dhefepanbHbii opraH UCMOMHUTENbHOW BNacTu MpuHUMaeT
peLleHre O NpeKpaLleHun NpoBeaeHns KINMHUYECKOro NccrneqoBaHns NekapcTBEHHOro npenaparta U HanpasnseT
B (befepanbHbli opraH UCMOMHMTENBHOW BMAacTW, OCYLLECTBASOWMA (OYHKLUMM NO BblpaboTke M peanusaumm
rocyapCTBEHHOW MOMUTUKM U HOPMaTMBHO-NPaABOBOMY perynvpoBaHuio B cdepe 34paBoOXpaHeHus,
3aKknioyeHre O BbISBMEHMM NPU NPOBEAEHUMU [OaHHOro KIWMHWYECKOro WccneaoBaHUs HapylleHur npasun
Haanexallen KIMHUYECKOW MNPaKTUKM ANs MNPUHATUS pelleHns o OTMeHe paspelleHnss Ha OopraHu3auumio
NpoBeAEHNSA JAHHOIO KITMHUYECKOro CCneoBaHus € AaTthl NMPUHATUS PELLIEHUS O MPUOCTaHOBNEHUN NPOBESEHNS
KMMHUYECKOro UCCnefoBaHNA nekapCTBEHHOro npenapara.

(vacTb 8.1 B peq. ®enepansHoro gakoHa ot 13.07.2015 N 241-93)

9. YnonHomo4eHHbI efeparnbHbli OpraH UCMOMHUTENBbHON BNacTu onybrnmnKoBbIBaeT U pasMeLLaeT Ha
cBoeM odmumansHom cante B cetn "MHTepHeT" cooblweHne O 3aBeplleHuMu, MNPUOCTaAHOBEHUU WK
npekpaweHun KINNMHUYECKOro MccrefoBaHUs fekapCTBEHHOro npenapaTta Ans MeguuMHCKOro MpUMEHeHus B
CPOK, He NpeBbILIAIOLLMIA NATM pabounx AHEN CO OHSI ero Nony4YeHus, B yCTaHOBIIEHHOM UM MOPSIAKE.

10. YnonHoMo4eHHbI heaepanbHbIi OpraH UCMOMHUTENBHOW BIIaCTU OCYLLECTBASET BeJeHue peecTtpa
uccnegosarenen, NPOBOSALMX UMW MPOBOAMBLUMX KITMHUYECKME WCCNEeOOoBaHMS JEKAPCTBEHHbIX MpernapaToB
O5Ns MeANLMHCKOro NPUMEHEHNS, B COOTBETCTBUN C YTBEPXKAEHHBIMU UM IpaBunamMu U pasMeLlaeT ero Ha CBoem
oduumnansHoM carvite B cetu "UHTepHeT" B YCTaHOBNEHHOM WM nNopsaake. YKasaHHbIA peecTp CoaepXuT
WHopmMaLmio, NpegyCMOTPEHHYIO MYHKTOM 3 YacTu 8 HacTosLen cTaTbm.

11. OT4yeT 0 pesynbTaTax KIMHUYECKOro UCCNEAOBaHUsSI NeKapCTBEHHOrO npenaparta Anst MeguLMHCKOro
NPUMEHeHWs CoCTaBnseTCa opraHusaumen, ykasaHHon B yactn 3 ctaTbu 38 HacToswero degepansHoOro 3akoHa,
Ha OCHOBaHMM 3aKIMHYEHUI MEeOULIMHCKMX OpraHn3auuii, NPOBOAMBLUMX 3TO UCCNEAOBaHWE, U NPEACTaBnseTcs B
YNOMHOMOYEHHBIV heaeparnbHbIA OpraH WCMOMHUTENBHOW BNacTW, BbiAaBLUMIA paspeLleHWe Ha MnpoBeaeHue
3TOro MccnenoBaHus, B CPOK, HE MPEBbILLAIOLLNIA TPEX MECSILEB CO AHS €r0 3aBepPLLEHUS, MPUOCTAHOBIEHNS UK
npekpaLleHus, B nopsake, yCTaHOBNEHHOM YNOMHOMOYEHHBIM dedepanbHbiM OpraHoM UCMOMHUTENbBHOMW BacTu.

12. HapyweHnne npaBun Haanexaiwlen KrIMHUYECKOW MpakTuky, danbcudukaumsa pesynbTaToB
KIMMHUYECKOrO MCCnefoBaHMsl NIEKAPCTBEHHOIO npenaparta ans MeauuMHCKOro NMpUMEHEHMsT BNEKYT 3a CoboM
OTBETCTBEHHOCTb B COOTBETCTBMU C 3akoHoA4aTenscTBOM Poccuiickon degepaunm.

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

13. TMpu npoBegeHUN KIMHWYECKOrO MCCredoBaHUSA feKapCTBEHHOro npenapaTta ANns MeaULMHCKOro
NPUMEHEHMsT ponyckaeTcs 3abop y nauueHToB Guonornyeckux matepuanoB (obpasubl GUOMOrMYecKnx
XKMUOKOCTEWN, TKaHEW, CEKPETOB M NMPOOYKTOB XU3HEAEATENbHOCTU YenoBeka, U3NONOrMYECKNX U NATONOrMYECKNX
BblJENEHNI, Ma3KoB, COCKOOOB, CMbIBOB, MWKPOOPraHM3MOoB, OWOMCWUIAHBIA MaTepuan) Ans WX U3y4YeHus B
Poccuiickon ®egepaumm u (unn) 3a npegenamm Poccuiickon ®epepauun.

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

14. [opanok BBo3a B Poccuiickyto Pepepaumio 1 BbiBo3a 3a npegensl Poccuiickon ®epepaumu
Ouonormyecknx martepuarnoB, MOJSlyYEHHbIX MPU MPOBEAEHWUM KIMHMYECKOrO WCCREeAOBaHUSA JeKapCTBEHHOTO
npenapaTa Ans MeauuUHCKOro npumMeHeHus, ycraHasnmeaetcs NMpasutensctBom Poccuiickon ®eagepaumn.

(B pea. PenepanbHOro gakoHa ot 22.12.2014 N 429-$3)

Cratba 41. ,uOFOBOp O npoBegeHUN KnnHn4yeckoro nccrniegosaHunsa neKkapcreseHHoOro npenapara ansa
MeAULUMNHCKOro npumMmeHeHus

1. KnuHnyeckoe nccnegoBaHne nekapCcTBEHHOMO npenapaTa Ans MeauumHCKoOro npuMeHeHnUst MpoBOAMTCS
B COOTBETCTBMW C LOrOBOPOM O MPOBEAEHUWN KIMMHWYECKOrO WCCReoBaHUS NeKapCTBEHHOro npenapaTta Ans
MEeOULMHCKOTO MPUMEHEHUS, 3aKNto4aeMbiM MeXay opraHusaumen, nonyyYnBLIE pa3peLleHme YNorTHOMOYEHHOro
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

dengepanbHOro opraHa WUCMOMHUTENbHOW BMacTV Ha OpraHusauuio NPOBEeAeHUs Takoro WccrnegoBaHus, U
MeAMLMHCKOW opraHusauunen, ocyLLeCTBNAOLLEN NpoBeAeHe TaKoro NCCeaoBaHus.

2. ,D,OFOBOp O npoeegeHun KrnnMHU4ecKoro mnccrnenoBaHmna nekapCcrtBeHHOro npenaparta anda meguunHCKoro
NpUMEHEeHNA OO0IMKEeH cogepXaTb:

1) YCroBUs 1 CPOKM NMPOBEAEHMUS AaHHOIO UCCreoBaHus;

2) onpepenexHune obuwern cTonmocTm nporpamMmmbl  OaHHOro wuccnenosaHna C yKa3aHMemMm CyMMbl,
npeuHasHaqarou.l,eVlcq And BblinJjiaTt nccriegoBartenam, comccriegoBaTtensam;

3) onpegeneHve dopmbl NpeacTaBneHns pesynbTaToB AaHHOMO MCCNenoBaHusi B YNMOSTHOMOYEHHbIN
denepanbHbIN opraH UCNOMHUTENBHOW BRacCTMW.

Cratba 42. ®PuHaHcoBoe obecneyeHue KIIMHMYECKOro MccrenoBaHUA NeKapcTBeHHOro npenapara
AnA MeAULUMNHCKOro npuMmeHeHusA

durHaHcoBoe obecneveHme KIMHUYECKOro MccnenoBaHust JleKapCTBeHHOro npenaparta gna meguumHCcKoro
NnpuMeHeHnA OCYyLLIECTBIAETCA 3a CHET:

1) cpeacTB hegepansHoro GrooxeTa;

2) cpeacTB opraHMsauui, MOMyYMBLUMX paspelleHMe Ha opraHvM3aumilo  nNpoBedeHust  OaHHOro
nccrnegoBaHus, B COOTBETCTBUM C YCNOBUAMW 4OroBOpa O €ro NpoBeAeHnu;

3) MHbIX He 3anpeLleHHbIX 3akoHoa4aTenbCTBOM Poccunckon ®egepaumm NCTOYHUKOB.

Cratba 43. lpaBa nauMeHTOB, Yy4YacTBYHLIUX B KIUHUYECKOM UCCNefoBaHWU JEeKapCTBEHHOro
npenaparta AnsA MeaAULMUHCKOro NnpuMeHeHus

1. Yyactve nauMeHToOB B KIMHUYECKOM UCCNenoBaHUM NeKkapCTBeHHOro npenapara Aand MegunuuHCKoro
NPUMEHEHNA ABNAETCA ﬂ,O6p030]’|beIM.

2. MauneHT nnm ero 3aKOHHbIN NpeacTaBUTENb AOIMKEH OblTb MHOPMMPOBAH B NUCbMEHHOW hopMe:

1) O nekapcTBEHHOM npenapaTe Ans MEAUUMHCKOrO MPUMEHEHMSI U CYLLHOCTM  KITMHWYECKOro
UccnegoBaHns 3TOro NIeKapcTBEHHOro NpenaparTa;

2) o0 ©OesonacHocTu NIEKapCTBEHHOIo npenaparta And MeguuMHCKOro rnpuMeHeHusa, ero oXngaemom
3(*)(b€KTVIBHOCTI/I N CTENEHN pUCKa OnAa nauneHTa,

3) 06 ycnosuax y4yactma nauneHta B KIMMHUYEeCKOM UuccnenoBaHUM InekapCTBeHHOro npenaparta Ansd
MeaNLIMHCKOIro NpuMeHeHuns;

4) o uenu unun uensx U NPoAoCIHKUTENBHOCTU KIMHUYECKOro MCCcneaoBaHUs NeKapCTBEHHOrO npenapara
AN MEAWLMHCKOIo NpUMEHeEHUS;

5) O OencTBuaX NaumeHTa B Ccnyyae HenpeaBnaeHHbIX SCbeeKTOB BIMNAHUNA NEKapCTBEHHOro npenaparta
anda megmumHCKOro npuMmeHeHmnd Ha CoCTtodaHne ero 340p0OBbA;

6) 06 ycnoBusax ob6a3aTenbHOro CTpaxoBaHUs XXU3HW, 340P0BbsS NALUEHTa;

7) O rapaHTnax KOH(*)VI,D,eHLI,VIaJ'IbHOCTVI y4qyactua nadueHTa B KIMMHUYeCKOM nccrieqoBaHMn nekapCTtBeHHOro
npenaparta gna MmeanunHCKoro npuMeHeHus.

3. ,D,O6pOBOJ'|bHOG cornacuve nauueHta Ha ydactue B KIIMHUMYEeCKOM uccriegoBaHnMn nekapCTtBeHHOro
npenapara gna MeguuuHCKOro npuMeHeHud noarteBepXaaeTcd €ero noanmcbio unm noanmncbio ero 3akoHHOro
npencraBuUTeNA Ha VIH(*)OpMaLI,VIOHHOM JINCTKE nauneHTa.

4. TMauneHT unm ero 3aKoHHbLIN npeacraeuTesNib MMeeT MNpaBO OTKa3aTbCA OT y4acCcTuAa B KITMHUYECKOM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

nccneaoBaHUM NekapcTBEHHOro npenapaTta ans MeauUUHCKOro NMpUMeHeHUs Ha nboi cTagun npoBeneHust
TaKOro UccrnenoBaHus.

5. lNpoBeaeHne KINMHUYECKOro UCCNeaoBaHMs NiekapCTBEHHOMO nNpenapaTa Anst MeAULUMHCKOro NPUMEHEHNS
C y4yacTMeM B KayeCTBE NauMeHTOB AEeTeN AOMYyCKAeTCs TONbKO C COrnacus B NMMCbMEHHOW hopMe NX poauTenen,
ycbiHOBUTENEN. [leTn MoryT paccMaTpuBaTbCs B Ka4yeCTBe MOTEHUManbHbIX MauuMeHTOB Takoro uccrnenoBaHus,
TONMBbKO €crnn ero npoBedeHVMEe HeobXoaumo ANns  YKpenneHus 300poBbs  AeTerd WNu NpodUnakTuKu
WH(EKLMOHHBIX 3aboneBaHuMin B [EeTCKOM Bo3pacTe nmMbo ecnu uenbilo Takoro uccnegoBaHus SBNAeTCH
nonyyeHve OaHHbIX O Haunyylen A03MPOBKE NeKapCTBEHHOro npenaparta Ang nedyeHus geten. B atux cnyvasax
TaKoOMy MCCNefoBaHWI0 OOIMKHO NPefLecTBOBaTh KMMHUYECKOE MUCCredoBaHMe NekapCTBEHHOro npenapara ans
MEOULMHCKOTO NMPYMEHEHNSI Ha COBEPLLUEHHOMNETHUX FpaXkgaHax, 3a UCKITHYEHNEM Cry4aeB, eCnn Uccneayembii
NeKapCTBEHHbIN NpenapaTt Ans MeQULMHCKOrOo NPUMEHEHNS nNpedHasHayYeH UCKITYNTENBHO AN MCMOoSb30BaHUs
HECOBEPLUEHHONETHUMU FpaXxaaHaMu.
(B pea. PegepanbHoro gakoHa ot 22.10.2014 N 313-$3)

6. 3anpeu.|,aeTCH npoeeageHne  KInmHU4YeCcKoro uccnegoBaHuAa  JieKapCTBEHHOro npenaparta and
MeaULIMHCKOro npuMmeHeHuna ¢ y4actmemM B Ka4ecTtBe NMNaumneHTOB:

1) oeTen-cnpoT n aeTen, octaBumnxcs 6e3 noneveHnss poauTenen;

2) XeHWWH B nepuon GepeMEeHHOCTM, XEHLMH B Nepuon rpyaHOro BCKapMMMBaHUS, 3a WCKIOYEHWEM
criy4aeB, ecnv NpoBOAWTCS KNMHUYECKOe MCCIeAoBaHue nekapCTBEHHOro npenaparta, npegHasHayeHHoro Ans
YKa3aHHbIX >XEHLUWMH, NpU YCNoBUM HEOOXOAMMOCTU MONyYeHUs MHpopMauumn TOMbKO BO BPEMSI MPOBEAEHUS
COOTBETCTBYIOLUMX KIMHWUYECKMX WUCCMNEeQOBaHWN U MPUHATUS BCEX HEOOXOAMMbIX MEp MO WUCKMOYEHUI0 pucka
HaHeceHUsi Bpefia XeHLUuHe B nepuop 6epeMeHHOCTH, KEHLLUMHE B NepUoj rPyAHOrO BCKapMMBaHUS, NNOAY Uu
pebeHky;

3) BOEHHOCNyXallMX, 33 WCKMNOYEeHWeM clyYyaeB NPOBEAEHWA  KINUMHUYECKOro  UCCreaoBaHust
NeKkapcTBEHHOro npenaparta, creunanbHo pa3paboTaHHOro ONs MPUMEHEHMS B YCIOBUAX BOEHHbIX OEWCTBUN,
ypesBblYalHbIX CUTyauUui, NPOUNaKTUKLN U NevyeHns 3aGoneBaHuii U NopakeHWn, NonyyYeHHbIX B pesynbTaTte
BO3AEVCTBMS  HeBnaronpuaTHbIX XUMWYECKUX, Ouonornyeckux, paguaumoHHblX dakTopoB. KnuHuuyeckoe
nccrnenoBaHWe Takoro INEKapCTBEHHOrO MperapaTa MOXeT NMPOBOAWUTBLCA C y4YacTWeM B KayecTBe NalMeHTOB
BOEHHOCNYXalllMX, 33 WCKMIOYEHWEM BOEHHOCMYKAlUMX, MNPOXOAALMX BOEHHYI CMyxBy Mo npusbiBy, C
cobniogeHem TpeGoBaHWUi, YCTAHOBMEHHbIX HacToAlwmMM deaepanbHbiM 3aKOHOM B OTHOLLEHUW TpaXaaHCKUX
nvu,

4) cCOTpYyOHMKOB NPaBOOXpaHUTENbHbLIX OPraHoB;

5) nuu, oTbbIBaKOLLMX HaKa3aHWe B MecTax NULLIeHMs1 cBoOOAbI, a Takke NUL, HaXOASLWUXCS Noa CTpa>|<e171 B
CnegcTBeHHbIX n3ondatopax.

7. ,El,onyCKaech npoeegeHne KnnHn4eckoro nuccnegoBaHmna nekapCrteBeHHOro npenaparta ana MmegumunHCKoro
npuMeHeHund, npeaHasHa4eHHOro anda nedyeHma ncCUxXmveckmnx 3aboneBaHui, ¢ y4qyactnemM B KadeCTtBe naumneHToB
My ¢ NCUXMYEcKUMKU  3aboneBaHUsIMU, NPU3HAHHbLIX HeaeecnocobHbIMK B nopanke, YCTaHOBIIEHHOM
3akoHoAaTenbLcTBOM Poccuinckon CDep,epau,VlM. KnnHn4yeckoe nccnegoBaHue JNIEKapCTBEHHOIO nNpenaparta B 3TOM
Clny4ae npoBoOANTCA NMpn Hann4dmm corrnacua B NUCbMEHHOW cbopme 3aKOHHbIX I'IpeD,CTaBI/ITeJ'IeIZ YKa3aHHbIX Innl.

Cratba 44. OO6sAs3aTtenbHOe CTpaxoBaHME JXW3HU, 3A40POBbA NauUUeHTa, Yy4yacTBYHLEro B
KJIMHMYECKOM MCCreA0BaHMUM JIeKapCTBEHHOro npenapara ansa MeguumMHCKOro npuMmeHeHust
(B pea. PepepanbHoro zakoHa ot 29.11.2010 N 313-03)

1. Opranaau,Mﬂ, nony4yumBllaa paspeweHne Ha opraHm3aunio npoBefeHunA KrnHM4Yeckoro mnccnenoBsaHusA
JleKapCTBEeHHOro npenapara Aand MeauumHCKOro npmMeHeHu4, obsi3aHa B Ka4yecTBe CTpaxoBaTtesna CTpaxoBaTb
pUCK NpuUYNHEHNA Bpeda XU3HU, 300POBbI0 NalneHTa B pesynbTtate npoBeneHna KnnMHM4YecKoro nccriegoBaHua
NlekapCTBeHHOro npenaparta agnda MeguumHCKOro npumMeHeHua 3a CBOW cuyeT nyTemMm 3aKkrn4veHuna [oroesopa
obs13aTensHoOro CTpaxoBaHu4.

2. O6bekToM 06sA3aTeNIbHOI0 CTPaxoBaHUsS SBNSIETCA UMYLLECTBEHHBIN MHTepeC nauueHTa, CBS3aHHbIN C
NpUYMHEHNEM Bpeda €ro >KU3HW UMM 300POBbI0 B pesynbTaTte MpOoBeOeHUs KMMHUMYECKOro MccrnegoBaHus
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

JleKapCTBEeHHOro npenaparta gnlda MeanumHCKoro npuMeHeHus.

3. CTpaxoBbiM Crny4YaemMm Mo [J0roBopy 0GsA3aTenbHOr0 CTPaxoBaHWsl SIBMAETCA CMepTb MauueHTa unu
yXyZLIEHNE €ero 3[0pOoBbsl, B TOM 4MCre Briekyllee 3a COBON YCTaHOBMEHWE WHBANUOHOCTW, MPU HammMyuu
MPUHYHHO-CNEOCTBEHHON CBA3WM MEXOy HaCTyMneHWeM 3TOro COBbITUS U y4acTMeM MauMeHTa B KIMHUYECKOM
CCreloBaHMK NIeKapCTBEHHOIO npenapara.

4. Tpe6OBaHMF| O BO3MeLWleHnn Bpeaa, Npu4NHEHHOro Xn3Hn U1 300poBblo NauuneHTa, NpeabAaBnAlTCA B
Te4yeHne CpoKoB WNCKOBOW OaBHOCTH, YCTAHOBJ1€HHbIX rPa>KOaHCKUM 3aKOHOAATENIbCTBOM.

5. Paamep ctpaxoBow BbinnaTtbl N0 4OroBOpY 00s13aTENbHOIO CTPaxoBaHWsl COCTaBMSIET:

1) B Cliydae CMepTun nadumeHTta ABa MUIITIMOHa py6nel7| Ha KaXaoro nauveHTta, y4YacTBOBaBLUEIo B
KIMMNMHN4YEeCKOM nccnenoBaHMn nekapCTtBeHHOro npenaparta,

2) npu yxyALweHun 340poBbA NaumeHTa:

a) noBriekwem 3a cobon YCTaHOBJ1€HNE NHBAJNIMOHOCTU I rpynnbl, OOUH MUJTTTMOH NATbCOT TbICAY py6nel7| Ha
KaXxgoro nauneHTa, ydactBoBaBLUero B KIMHNM4YeCKOM UCCrieqoBaHNUKN NeKapCTBEHHOIO npenaparta,

6) roBrekwem 3a cobo yCTaHOBeHne MHBaNMMOHOCTU ] rpynnbl, oguH MWUINJINOH py6ne|7| Ha Kaxaoro
nauneHTa, ydactBoBaBLUEro B KIMMHUYECKOM UccrieqoBsaHM riekapCTBeHHOro npenapara,

B) MOBneKweM 3a cobon ycTaHoBreHue uHeanugHocTu Il rpynnbl, NATLCOT ThiCAY pybnenm Ha Kaxgoro
nauueHTa, y4acTBOBaBLUEro B KNMMHNUYECKOM UCCref0OBaHUK NIeKapCTBEHHOro npenapara;

r) He MoBMeKwWweM 3a cobol yCTaHOBMEHNSI MHBANUMOHOCTU, He Bonee YeM TpucTa ThiCsd pybnen Ha Kaxgoro
naumeHTa, Yy4acTBOBaBLUErO B KIIMHUMYECKOM WCCNEeAOBaHUM JeKapCTBEHHOrO npernapaTta, Wucxoas w3
HOPMaTUBOB, OTPaXKalLMX XapakTep M CTENeHb NOBPEXAEHWSI 340POBbs, a Takke (PaKTUYECKM MOHECEHHbIX
naumMeHTOM pacxOLOB, BbI3BaHHbLIX MOBPEXAEHWEM 3[40POBbsi, HA MEOULMHCKYIO MNOMOLLb, MpuobpeTeHne
NneKapCTBEHHbIX NpenapaTos.

(nn. "r" B peq. ®enepansHoro dakoHa oT 22.12.2014 N 429-03)

6. YTpatun cuny ¢ 1 nions 2015 roga. - PegepanbHbiii 3akoH oT 22.12.2014 N 429-03.

7. CpOK aoroesopa obsizaTenbHOro CTpaxoBaHNA HE MOXeT OblTb MeHee, 4eMm CPOK npoBeneHusd
KIMMMHNYECKOro nccnenoBaHnd nekapcrBeHHOro npenapara.

8. Ycnosus gorosopa o683aTensHOro CTpaxoBaHWs, B TOM Yncne CTpaxoBble Tapudbl no obssatensHOMY
CTPaxoBaHuio, nepedeHb HeOoOXOAMMbIX [OKYMEHTOB AN OCYLUEeCTBMEHWS CTpPaxoBOW BbiMnaTtbl, MOPSAOK
YCTaHOBMIEHUs1 ~ CTpaxoBaTeneM  WHAMBMAYanbHOrO  MOAEHTUUKALMOHHOTO  Koda  nauueHTa, Mnopsigok
MHOPMUPOBAHNS  CTpaxoBaTenem CTpaxoBLUMKa O MPUBIIEYEHHbIX K  KIMHWYECKOMY  MCCredoBaHuio
neKkapcTBEHHOro npenapara AN MeguuMHCKOro NPpYMEHEeHUs naumeHTax, NopsagoK ynmnaTtbl CTPaxoBOW Npemuy,
NOPSIAOK peanu3auunmn onpeaeneHHblx HacToswmM ®eaepanbHbIM 3aKOHOM U ApYTMMU dhefepanbHbIMU 3aKoHaMuM
npae M 0693aHHOCTEN CTOPOH MO AOroBopy obA3aTenbHOro CTpaxoBaHWs, a Takke HOpMaTuBbI, OTpaxatowme
XapakTep M CTeneHb MNOBPEeXAEeHUs 300pOBbs, YCTaHaBMNMBAKOTCA IUMOBbIMW _MpaBunamu o06sa3aTenbHOro
CTPaxoBaHus.

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

9. B cnyyae npuyYnHeHna Bpeda XU3HM nauueHTa, ydYacTtBoBaBLUEro B KIMHMYECKOM WUCCrenoBaHUn
NleKapCTBEHHOro npenapara, BbIFO,El,OI'IpI/IO6peTaTeJ'IF|MM no gorosopy obsi3aTenbHOro CTpaxoBaHNA ABNAKOTCA
rpaxgaHe, uMerwuime npaBo Ha BO3MelWleHWe Bpeada B Criydae CMepTu KopMuiibla B COOTBETCTBUM C
rpaxgaHCKMM 3aKOHOAATesNIbCTBOM, MNpPU OTCYTCTBUM TaKUX rpaxdgaH - poauvutenu, cynpyr, AeTU ymMepLuero
nauyneHTa, yyYactBoBaBLUEro B KIIMHMWYECKOM WUCCneaoBaHMM JeKapCTBEHHOro npenaparta, B cliydae CMepTu
nauyneHTa, y4dacTtBoBaBLUEero B KIIMHUYECKOM WUCCnegoBaHMM J1eKapCTBEHHOro npenapata WU He uMmeBLlero
CaMOCTOATENNbHOro Aoxona, - rpaxgaHe, Ha WXauBeHUn KOTOPbIX OH Haxoawuncd, B OTHOLUEHUW BO3MeLleHUA
pacxogoB Ha norpe6eHMe nauyneHTa, y4yacTtBoBaBLUEro B KIIMHUWYECKOM WccnegoBaHuUn rnekapCcTtBeHHOro
npenaparta, - nmuo, NnoHecLwlee Takme pacxoabl.

www.consultant.ru CrpaHuua 76 n3 108
HafeXHasa npaBoBas noaaepXxka


consultantplus://offline/ref=E22F22ECF5A30A0BCC46A88ED68B490457995ECDBFC19C95EE6EE240C6C3CC51BF79CD4194499F5809AFA48C193CB4EFBC91054E8971CD1Ed6wEG
consultantplus://offline/ref=E22F22ECF5A30A0BCC46A88ED68B4904579A5CCFB8C29C95EE6EE240C6C3CC51BF79CD419448995A0EAFA48C193CB4EFBC91054E8971CD1Ed6wEG
consultantplus://offline/ref=E22F22ECF5A30A0BCC46A88ED68B4904579A5CCFB8C29C95EE6EE240C6C3CC51BF79CD419448995A0CAFA48C193CB4EFBC91054E8971CD1Ed6wEG
consultantplus://offline/ref=E22F22ECF5A30A0BCC46A88ED68B4904559857C6BEC49C95EE6EE240C6C3CC51BF79CD4194489F5F06AFA48C193CB4EFBC91054E8971CD1Ed6wEG
consultantplus://offline/ref=E22F22ECF5A30A0BCC46A88ED68B4904579A5CCFB8C29C95EE6EE240C6C3CC51BF79CD419448995A0DAFA48C193CB4EFBC91054E8971CD1Ed6wEG
consultantplus://offline/ref=E22F22ECF5A30A0BCC46A88ED68B4904579A5FC7B0C79C95EE6EE240C6C3CC51BF79CD41944A985F0FAFA48C193CB4EFBC91054E8971CD1Ed6wEG
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

10. CtpaxoBas BbinfaTta B CYET BO3MELLEHUS Bpeaa, NPUYMHEHHOIO XU3HW NauueHTa, y4acTBOBaBLUErO B
KMUHUYECKOM WCCReaoBaHUM NeKapCTBEHHOro npenaparta, pacrnpeaensetca mexay BbirogonpuobpeTtatenamu
NPONOPLMOHANbHO UX KONMUYECTBY B PaBHbIX OOMSX.

11. Mpy HacTynfieHNM CTPaxoBOro Cryyas MauMeHT, Y4acTBOBaBLUMIA B KIMHWMYECKOM WCCredoBaHum
neKkapcTBEHHOro npenaparta, BbirogonpuobpeTatent BrpaBe MNPeAbsABUTb HEMOCPEACTBEHHO CTPaxXOBLUUKY
TpeGoBaHVe O BO3MeELLeHUU MNpuunHeHHoro Bpeda. CTpaxoBasi BbiMnata OCYLLIECTBMSAETCA CTPaXOBLUMKOM B
TeyeHne TpuauaTW AHENn Co OHA NpeacTaBneHns HeobxoOuMbIX OOKYMeHTOB. [auueHT, y4yacTBOBaBLUWUIA B
KMMHUYECKOM WCCreaoBaHUM NEeKapCTBEHHOro npenapaTa, Wnu BbirogonpuobpeTtatens o06s3aH coobLWnUThL
CTPaxoBLUMKY AN OCYLLECTBIIEHUS] CTPaxXoBOW BbiNnaTbl MHANBUAYANbHbIA MOEHTUMVKALMOHHLIN Ko NauueHTa,
YCTaHOBIEHHbI CTpaxoBaTerieM B COOTBETCTBMU C TUNOBLIMY NpaBuiamy o6si3aTenbHOro CTpaxoBaHus.

12. o nonHoro onpepeneHna pasmMmepa nognexaiwero so3aMelleHNUo Bpega CTpaxoBLUMK NO 3aABE€HUI0
nauyneHTa, y4yacteBoBaBLUero B KIMHUYECKOM WUCCNenoBaHUM JeKapCTBEHHOro npenapara, wunnM 3adaBl1eHUHo
BbIFO,D,OFIpMO6peTaTeﬂ$| BrnpaBse OCyLeCTBUTb 4acCTb CTanOBOVI BbiNiaTbl, COOTBETCTBYHLLYHIO (baKTM‘-IeCKI/I
OI'IpGﬂ,GﬂEHHOVI YacTn NpnYNHEHHOro Bpeaa.

13. CtpaxoBasa Bbinnata B COOTBETCTBUM C AOrOBOPOM 06SA3aTENbHOrO CTPaxOBaHUA OCYLLECTBASETCS
He3aBMCMMO OT BbIMMaT, NPUYUTaIOLLNXCS MO APYrUM Buam CTpaxoBaHUS.

14. He ponyckaeTcsi y4acTve nauueHTa B MPOBEAEHUM KIMHWYECKOrO WCCREeQOBaHWsl IeKapCTBEHHOO
npenapaTta npu oTCYTCTBUM 4OroBopa 0643aTenbHOro CTpaxosaHus.

15. KoHTponb 3a MCMoNHeHMEM OpraHu3auuein, nonyyvBlIei paspelleHne Ha opraHu3aumio NpoBedeHus
KMMHUYECKOTO WCCMEeAoBaHMs feKapCTBEHHOro npenaparta ans MeAUUMHCKOrO MPUMEHEHUs, YCTaHOBMEHHOM
HacTosiLeln cTaTbelt 06553aHHOCTM MO 06513aTENbHOMY CTPAXOBaHMIO XKU3HW, 300POBbS MaUMEHTa, Y4acTBYIOLLEro
(yyacTBOBaBLIEr0) B  KNMHWYECKOM  WCCMEAOBaHWM  NeKapCTBEHHOro  Mpenaparta,  OCyLLecTBrseTcs
YNONMHOMOYEHHBLIM (hbefepanbHbIM OpraHoM UCMOMHUTENIbHOW BRacTW, BblAABLUMM paspelleHne Ha NpoBeaeHue
KIMUHUYECKUX UCCMENOBaHWI NeKapCTBEHHbIX NpenapaToB AMs MEAULMHCKOTO NPUMEHEHMS.

Mnaea 8. NIPON3BOOCTBO U MAPKUPOBKA JIEKAPCTBEHHbLIX CPECTB
Cratbs 45. Ipon3BoACTBO NeKapCTBEHHbIX CPeACcTB

1. Npon3sBoacTBO NEKAapCTBEHHbIX CPEACTB AOMKHO COOTBETCTBOBaTL TpeboBaHMSAM NpaBui Haanexallen
NPON3BOACTBEHHOW MPaKTUKN, YTBEPXOEHHbIM YNONMHOMOYEHHbIM eaeparnbHbIM OpraHoM UCMOMHUTENbHOM
Bnactu. OcobeHHOCTM nepexofa MpPOM3BOACTBA OTAENbHbLIX JIEKAPCTBEHHBIX CPEACTB K WX MPOU3BOACTBY B
COOTBETCTBMM C TpeboBaHMsIMM NpaBuUIT Haanexawen MNpou3BOACTBEHHOW MPaKTUKU YyCTaHaBMBalOTCSA
MpaButenbctBom Poccuiickon depepaumn. Bbigaya 3akno4eHUMn O  COOTBETCTBMM  MPOM3BOAUTENS
nekapcTBEHHbIX CpeacTB TpeboBaHMAM NpaBun Hagnexallen NPon3BOACTBEHHON MPAKTUKM OCYLLECTBNAETCH No
pesynbTataM WHCMNEKTUPOBAHUA NPOU3BOAMTENEN NEeKapCTBEHHbIX CPeacTB B MNoOpsAke, YCTaHOBMEHHOM
MpasutenbctBoMm Poccuiickon dPepepaumn. Pasvep nnatbl 3a Bblgayy 3aknioyeHMss O COOTBETCTBUMU
npoun3BoaUTENST NEKAapCTBEHHbIX CPeAcTB TpeboBaHMAM MNpaBui Hagnexalwen MNpou3BOACTBEHHOW MNPaKTUKK
ycTaHaBnmBaeTca [lpaButenbctBoM Poccuinickon depgepaumn. [lopagok opraHusaumMmM U NpoBefeHus
WHCNEKTMPOBAHNS MNPOU3BOAMTENEN IeKApCTBEHHbIX CPEACTB Ha COOTBETCTBME TpeboBaHusM npaBun
Haanexallen NpoM3BOACTBEHHON NPaKTMKM ycTaHaBnmBaeTcs lNpasutensctBom Poccuiickon deaepaumn.

(B peq. PenepanbHbix 3akoHOB 0T 25.06.2012 N 93-93, o1 22.10.2014 N 313-d3, o1 22.12.2014 N 429-03)

2. Npon3BOACTBO NEKapCTBEHHbIX cpeacTB B Poccuiickon ®enepaumm ocyLLeCcTBSETCA NPON3BOANTENSIMM
NEKapPCTBEHHbIX CPEeACTB, MMEKLMMU NIMLEH3NIO Ha NPOU3BOACTBO IEKApCTBEHHbIX cpeacTB. lMoareepxaeHue
COOTBETCTBMS NULEH3MaTa npaswnam Hagnexailen npou3BOACTBEHHON MPAaKTUKU OCYLLECTBMSETCS B paMKax
NNLIEH3MOHHOTO KOHTPONA B COOTBETCTBMM C 3akoHodaTtenbcTtBoMm Poccuiickon ®epepauumn ¢ yyeTom
0COBEHHOCTEN, YKa3aHHbIX B 4acTu 1 HAaCTOALLEN CTaTbMy.

(B pea. PenepanbHbix 3akoHOB 0T 22.10.2014 N 313-93, o1 22.12.2014 N 429-03)

3. [pou3BOACTBO NEKapCTBEHHbIX CPEACTB  OcylecTBnsetrca c  cobniogeHvem  TpeboBaHui
NPOMBILLIIEHHOTO perfaMeHTa, KOTOpbIA YTBEPXOAeTCss PYKOBOAUTENEM MpOoM3BOAUTENS NEeKapCTBEHHbIX
cpencTB M BKIOYaeT B cebsi nepeyeHb UCMOMb3yeMbix hapmaueBTUYECKMX CYOCTaHUMIA M BCNoOMOraTenbHbIX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

BelwecCTB C YyKas3aHMeM KoJimyecTtBa KaXaoro M3 HUX, AOaHHble 00 ncnoJsib3yemMmom OGOpy,CI,OBaHVIVI, onucaHue
TEeXHOJNTorm4ecKkoro npouecca n MeTogoB KOHTPOJ1A Ha BCeEX 3Tanax Npon3BoACTBa JIeKapCTBEHHbIX CpeaCTB.

4. Tpun Npon3BOACTBE NeKapCTBEHHbIX CPEACTB NCMONb3ytoTCa hapmaLueBTnyeckue cybcTaHummn, cBegeHns
O KOTOpbIX cofdepxaTcsa B rOCYyAapCTBEHHOM peecTpe feKapCTBEHHbIX CpeAcTB, 3a WCKIHYEeHMEM
dapmaueBTMiecKkMx cybcTaHUmMn, NPOM3BOAUMBIX ANA MPOBEAEHUS KIMHUYECKMX UCCredoBaHUi 1 Ans 3KcnopTa.
K npoueccy npous3BoactBa papmaueBTUHECKOW CyOCTaHUMM OTHOCATCA ftobble CTaguu TEeXHOMOrm4eckoro
npouecca, MNO3BONSAKLWIME MONYYUTb FOTOBbLIN MPOAYKT, COOTBETCTBYHOLWMN TpeboBaHuAM dapmMakonenHom
cTaTbUl, B TOM 4vucne dpepMeHTaums, IKCTpakums, O4MUCTKa, BblAeneHune, nepekpuctannusaums, BbiCylIMBaHUe,
nsmenbyeHne. B cnyyae HeobxoQMMOCTU MCNOMb30BaHUS STUMOBOrO CNMpTa, B TOM Yucrne hapmaueBTUYeCKow
cybctaHuuM cnvpta STMNOBOro (3TaHona), NpW MPOM3BOACTBE JIEKApPCTBEHHbIX CpPeAcTB B KavecTse
AEeNCTBYIOLLEro 1 (unun) BCrnomoraTenbHOro BELEeCTBa, a Takke B UHbIX TEXHONOrMYECKUX Lensax AoSkHa ObiTb
ncnonb3oBaHa TOMbKo hapmaueBTudeckas cybcTaHUmMa cnmpTa STUMOBOO (3TaHOM).
(B pea. PenepanbHbix 3akOHOB 0T 22.12.2014 N 429-03, o1 27.12.2019 N 462-93, o1 27.12.2019 N 481-93)

4.1. [epeyeHb NeKapCTBEHHbLIX MpenapaTtoB ANs MEAUUMHCKOrO MPUMEHEHUS, B OTHOLUEHUN KOTOPbIX
yCTaHaBnMBalTCs TpeboBaHMsi K OObeMy Tapbl, YMNaKOBKE W KOMMJIEKTHOCTW, MNEepeyvYeHb J1eKapCTBEHHbIX
npenapaToB 451 BETEPUHAPHOrO NPUMEHEHNS, B OTHOLLEHUN KOTOPbLIX YCTaHaBMNMBalTCa TpeboBaHMs K 06bemy
Tapbl, a Takke TpeboBaHWs K OObEMY Tapbl, yNakOBKE WM KOMMMEKTHOCTU JeKapCTBEHHbIX MNpenapaToB AN
MEeOULMHCKOTO NpuMeHeHusi, TpeboBaHus K 00beMy Tapbl NIEKAPCTBEHHLIX MpenapatoB Ans BETEPUHAPHOro
NpPUMeHeHs onpenensitoTcs COOTBETCTBYOLLUMMU YMOSTHOMOYEHHbIMU denepanbHbIMU opraHammu
NCNONHUTENBLHOW BNacTu B Nopaake, yctaHoBneHHoM [pasutenscTBoM Poccuinickon degepaumu.

(vactb 4.1 B peq. PepepanbHoro 3akoHa oT 14.12.2015 N 374-93)

4.2. OpraHv3saummn, OCyLLECTBISOWNE NPON3BOACTBO hapMaLeBTUYECKON cybCcTaHumm cnmpTa 3TUOBOrO
(aTaHONa) 4ns Npou3BoOACTBa CNMPTOCOAEPXKALLMX NEKAPCTBEHHbIX NpenapaToB, 00653aHbl OCYLLECTBNATL YYET B
nopsigke, yctaHoBneHHoMm cratbamu 8 n 14 PepgepanbHOro 3akoHa oT 22 HoAb6psa 1995 roga N 171-03 "O
rocygapCTBEHHOM  perynupoBaHMM  Npou3BoAcTBa K obopoTa 3TWMNOBOTO  CMMpTa, ankorofbHOW U
cnupTocodepXalien npoaykumm u o6 orpaHudeHun notpebneHns (pacnuTns) ankoronbHOW npoaykumn".
MpousBoactBo  hapmaueBTUYECKONM CcyObCcTaHuMM cnupTa 3TUMNOBOro  (3TaHona) [AonyckaeTCa  TOSbKO
opraHunsaumen, oCcyLLEeCTBSAIOWEN NPON3BOACTBO PEKTUUKOBAHHOMO 3TUMOBOMO CNMPTa U3 MULLEBOrO ChiPbs Ha
OCHOBaHWUM NMLEH3MM Ha NPOM3BOACTBO 3TUMOBOrO CNMpTa AN NPOM3BOACTBa (bapmaLueBTUYECKON cyOcTaHumm
cnupTa 3TUNOBOrO (3TaHoma) B COOTBETCTBUM C TpeboBaHusmu PefepanbHOro 3akoHa ot 22 Hosiopsa 1995 roga
N 171-®3 "O rocygapCTBEHHOM perynmpoBaHuM npou3BoacTBa M obopoTa STUMOBOrO CNMPTa, ankorosbHOM u
cnupTocodepXalwien npoaykumm u o6 orpaHudeHun noTtpebneHns (pacnuTns) ankoronbHOW npoaykumn®,
MEeTOAOM pasBedeHus BOAOW OYULLIEHHOW Takoro 3TUNOBOro cnupTta, NpousBeeHHOro JaHHOW opraHusauunen no
MECTY OCYLLECTBMNEHNS MPoM3BOACTBA hapMaLeBTUYECKOW CyOCTaHLMM CnupTa 3TUIOBOrO (3TaHona).

(vactb 4.2 BBegeHa PepepanbHbiM 3akoHoMm oT 03.07.2016 N 261-3; B pea. PenepanbHoro zakoHa oOT
27.12.2019 N 481-93)

4.3. WNHamBupgyanbHble npegnpuHMMaTeny W OpuanydeckMe nvua, OCYLLECTBMSWNE 3aKynky W
ucrnonb3oBaHne apmaLeBTUYECKON CyOCTaHUuMM chnupTa 3TUNOBOro (3TaHona), a Takke NpoM3BOACTBO,
N3roToBreHne n (Mnu) obopoT (3a WCKITYEHMEM PO3HWYHOM MPOAAXWU) CNUPTOCOAEPXKALLUX JEKAPCTBEHHbIX
npenapaToB, 06513aHbl OCYLLECTBNATb MX YYET U AEKNapMpoBaHUe B MOPSiAKe, YCTaHOBMEHHOM cTatbamu 8 u 14
depepanbHoro 3akoHa ot 22 Hosibpa 1995 roga N 171-d3 "O rocygapCTBEHHOM perynmpoBaHumn NpomMsBoaCcTBa U
obopoTa 3TMMOBOro CNMpTa, ankorofibHOM W CNNPTOCOAEepKallen npodyKumMm n o6 orpaHuyeHun noTpebneHus
(pacnuTra) ankoronbHOW NpoayKummn".

(vacTb 4.3 BBeageHa depepanbHbiM 3akoHoM OT 29.07.2017 N 278-93)

4.4. MNMpu Npou3BOACTBE NEKAPCTBEHHbIX MpenapaTtoB AN BETEPUHAPHOTO NPUMEHEHUs [onycKaeTcs
ncrnosfb3oBaHWe MNPOM3BEAEHHbIX Ans  peanusauun  dapmMaueBTUYEeCKUX CYOCTaHUWMA, BKMOYEHHbIX B
rocyapCTBEHHbIN PeecTp NeKapCTBEHHbIX CPEACTB YNONIHOMOYEHHbIM hefepanbHbIM OpraHoM UCMONTHUTENbHOM
BMacTyh, OCYLLECTBMSOLWUM BeAEeHNE rOCyLapCTBEHHOrO peecTpa JieKapCTBEHHLIX CPeAcTB ANs MeaULMHCKOro
NPUMEHEHMS!.

(4acTb 4.4 BBegeHa PepepanbHbiM 3akoHoMm oT 02.08.2019 N 297-03)

5. 3anpelaeTca NnponsBoaCcTBO:
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

1) nekapCTBEHHbIX CPEACTB, He BKIIIOYEHHbIX B rOCYOapCTBEHHbIA peecTp NeKapCTBEHHbIX CPeacTB, 3a
UCKIMIOYEHMEM NEKapCTBEHHbIX CPeACTB, NPOU3BOAUMbLIX ANSA MPOBEAEHMS KMMHUYECKUX WCCMedoBaHuin U ans
3KCNopTa;

2) cbanbcndrUMPOBaHHBIX TEKAPCTBEHHbIX CPEACTB;
3) nekapcTBeHHbIX cpeacTs 6e3 NULIEH3NM Ha NPOM3BOACTBO NEKAPCTBEHHbIX CPEACTB;

4) J1eKapCTBEHHbIX CpeacTB C HapylweHuem npaBuil opraHunsaunn nponm3BoAcCTBa U KOHTPONA Ka4vecTBa
J1eKapCTBEHHbIX CPeaCTB;

5) ytpatun cuny. - ®egepanbHbiin 3akoH oT 27.12.2019 N 481-03;

6) cnupTocodepXalimMx JIeKapCTBEHHbIX MNpenapaTtoB MO MeCTy OCYLeCTBMEHUS MNpOM3BOACTBA
hapmaLeBTUYECKON CyBCTaHLMKM cnupTa 3TUNOBOrO (3TaHona) 1 (MnM) No MECTY OCYLLECTBMEHMS NMPOM3BOACTBA
3TMIOBOIO CNMPTa;

(n. 6 BBeaeH PepgeparnsbHbIM 3akoHoM OT 27.12.2019 N 481-93)

7) dapmaueBTNYeCckon cybcTaHuMM cnmMpTa STUMMOBOrO (3TaHoma) w  (unu)  cnupTocodepKallmx
NEKapCTBEHHbIX MpenapaToB Ha OCHOBHOM TEXHOMOrMYeckoM obopyaoBaHWM Onsi MPOM3BOACTBA 3TUIIOBOrO
cnupTa, ykasaHHoM B nyHkTe 1.1 ctatbun 14.1 ®depgepanbHoro 3akoHa ot 22 Hos6psa 1995 roga N 171-93 "O
rocygapCTBEHHOM  perynupoBaHMM  Npou3BoAcTBAa W obopoTa  3TUMNOBOrO  CNMpTa,  ankorofbHOW U
cnupTocoAepKaLlen npogykumm n o6 orpaHndeHun notTpedbneHuns (pacnuTns) ankoronbHOW NpoayKumn'.

(n. 7 BBegeH ®egepanbHbIM 3akoHoM OT 27.12.2019 N 481-93)

6. MNpn BBOOE NEKApCTBEHHbIX CPEACTB B rpaxgaHckuii 0BOpoT YNOSTHOMOYEHHOE NULO NPOU3BOAUTENS
nekapCTBEHHbIX CPEACTB OCYLLECTBNSAET NOATBEPXKAEHNE COOTBETCTBUS NEKAPCTBEHHbLIX cpeacTB TpeboBaHMsAM,
YCTaHOBMEHHBIM MPU WX FOCYJAPCTBEHHOM PperncTpauun, M rapaHTupyeT, YTO JlekapCTBEHHble CpeacTBa
npoun3BefeHbl B COOTBETCTBUM C TPeOOBaHMAMUN OIpaBUI HaAexallen Npon3BoACTBEHHON NPaKTUKN.

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

7. YNOMNHOMOYEHHbIM IULOM MNPOU3BOAUTENS NEKAPCTBEHHbLIX CPEACTB SBMSieTCs ero paboTHUK,
aTTECTOBaHHbIV B YCTAHOBIIEHHOM YMNOMHOMOYEHHBIM doeeparibHbIM OPraHoOM MUCMOMNHUTENBHOW BNAcTu Nopsiake
N MMELWNA cTax paboTbl HE MeHee 4eM NATb feT B obnacty nNpov3BOACTBa M (MNM) KOHTPONS KavecTBa
NeKapCTBEHHbIX CPeACTB, Bbicllee obpa3oBaHNEe COOTBETCTBEHHO MO OAHOM U3 cneunanbHOCTEN U (Mnn) ogHOMY
N3 HanpaBfeHUn NoAroTOBKU: Brnonorusi, GBUOTEXHONOINS, BETEPUHApUsI, BETEPUHAPHO-CaHNTapHas aKcnepTunsa,
KNuHM4Yeckas MeguumHa, pagvaLmoHHas, xumMmyeckas n buonornyeckas sawwmra, dapmaums, dyHagaMmeHTanbHas
MeauLNHA, XMMUYeckas TEXHOIOMNS, XUMUS.

(B peq. PenepanbHbix 3akoHOB OT 22.10.2014 N 313-®3, o1 02.08.2019 N 297-d3)

8. lNpownssoguTenu nekapCTBEHHbIX CPEACTB (3a MCKMoYeHnem dapmaueBTUYecKon cybcTaHumMM cnvpTa
3TUNOBOro (dTaHoma) MOryT OCYyLWEeCTBNATb NPOOaXy JNEeKapCTBEHHbIX CPeACcTB wnM nepepaBaTb UX B
yCTaHOBMEHHOM 3aKoHoAaTensCcTBoM Poccuickon denepaunm nopsgke:

(B peq. ®PenepanbHoro zakoHa ot 29.07.2017 N 278-93)

1) opyrMm Npon3BOANTENSM NIEKAaPCTBEHHbBIX CPEACTB AN1S NPOM3BOACTBA NNEKAPCTBEHHbIX CPEACTB;

2) opraHv3aunsiMm oNTOBOW TOProBNM NIEKAPCTBEHHLIMU CPEACTBaMU;

3) anTeyHbiM  OpraHu3auusiM, BETEPMHAPHbIM  anTEeYHbIM  OpraHuM3auusM,  MHAMBUOYaNbHBIM
npeanpuHMMaTtensM, WMEeLWNUM NUMUEeH3NI0 Ha @dapMaueBTUYECKY0 [OeATENbHOCTb UMM NULUEH3NI0  Ha
MEeAMULIMHCKYIO AesATeNbHOCTb;

4) Hay4HO-UCccneaoBaTeNbCKUM OpraHM3aLmaM Ans Hay4YHO-MccnegoBaTesbCckon paboThbl;

5) MeaANLMHCKUM OpraHn3aumam n BeTepuHapHbIM OpraHn3aunam;

6) opraHuMsauusMm M MHOMBMAYaNbHbIM  MPEeANPUHUMATENsM, OCYLUECTBNSAWUM  pa3BefeHuve,
BblpalLyBaH/e 1 coaepKaHne XMBOTHbIX (3a UCKMHYEHNEM NPOoAaXn UM (hapMaLleBTUYECKUX cyBCTaHUMI Nin nxX

www.consultant.ru Crpanvua 79 n3 108
HafeXHasa npaBoBas noaaepXxka


consultantplus://offline/ref=E22F22ECF5A30A0BCC46A88ED68B490455975FC7B8C59C95EE6EE240C6C3CC51BF79CD4194489F5E0EAFA48C193CB4EFBC91054E8971CD1Ed6wEG
consultantplus://offline/ref=E22F22ECF5A30A0BCC46A88ED68B4904579A5FC8B0C29C95EE6EE240C6C3CC51BF79CD4194489F560AAFA48C193CB4EFBC91054E8971CD1Ed6wEG
consultantplus://offline/ref=E22F22ECF5A30A0BCC46A88ED68B4904579A5FC8B0C29C95EE6EE240C6C3CC51BF79CD4194489F560BAFA48C193CB4EFBC91054E8971CD1Ed6wEG
consultantplus://offline/ref=E22F22ECF5A30A0BCC46A88ED68B490457995FC8BECC9C95EE6EE240C6C3CC51BF79CD479140940B5FE0A5D05C6BA7EEBD91074D95d7w2G
consultantplus://offline/ref=E22F22ECF5A30A0BCC46A88ED68B4904579A5FC8B0C29C95EE6EE240C6C3CC51BF79CD4194489F5609AFA48C193CB4EFBC91054E8971CD1Ed6wEG
consultantplus://offline/ref=E22F22ECF5A30A0BCC46A88ED68B490455975FC7B8C59C95EE6EE240C6C3CC51BF79CD4194489F5E0EAFA48C193CB4EFBC91054E8971CD1Ed6wEG
consultantplus://offline/ref=E22F22ECF5A30A0BCC46A88ED68B4904579A5CCFB8C29C95EE6EE240C6C3CC51BF79CD41944899590EAFA48C193CB4EFBC91054E8971CD1Ed6wEG
consultantplus://offline/ref=E22F22ECF5A30A0BCC46A88ED68B490455995ECFB0C39C95EE6EE240C6C3CC51BF79CD4194489F5C0FAFA48C193CB4EFBC91054E8971CD1Ed6wEG
consultantplus://offline/ref=E22F22ECF5A30A0BCC46A88ED68B4904579D5EC9B0C29C95EE6EE240C6C3CC51BF79CD4194489F580FAFA48C193CB4EFBC91054E8971CD1Ed6wEG
consultantplus://offline/ref=E22F22ECF5A30A0BCC46A88ED68B490457995FC8BFC79C95EE6EE240C6C3CC51BF79CD4194489C5B06AFA48C193CB4EFBC91054E8971CD1Ed6wEG
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

nepegayn).
(n. 6 B pea. PegepanbHoro gakoHa ot 02.08.2019 N 297-93)

9. MNpounsBognTenu hapmMaueBTUYECKOW CyGCTaHLMM CnMpTa 3TUNOBOrO (3TaHomna) 06A3aHbl OCYLLECTBNATD
peanu3aumio (nepegady B YCTaHOBMEHHOM  3akoHodaTenbcTBoM Poccuiickon ®epepaumm  nopsake)
dhapmaLeBTMyeckon cybcTaHuMn cnvpTa 3TMITOBOrO (3TaHoMa) NPOM3BOAUTENSAM feKapCTBEHHbIX CPEeACTB ANd
NpoOM3BOACTBA JIEKAPCTBEHHbLIX CPEACTB, NPOM3BOAUTENSAM (M3rOTOBUTENSIM) MEOUUMHCKUX U3Oenun  ans
Npon3BOACTBa M MU3rOTOBMEHUS MEOULMHCKUX M3OEeNUnA B eMKOCTsX obbemom He Gonee 1 nuTtpa u (unu) He
meHee 1000 nuTpoB, a opraHn3auusiM, ykazaHHbIM B NyHKTax 3 - 5 4yactu 8 HacToswen ctaTtbn, B Tape 06 beMom
He bonee 1 nutpa.

(yacte 9 BBegeHa ®depepanbHbiM 3akoHoM oT 29.07.2017 N 278-93; B pen. depepanbHbiX 3aKOHOB OT
27.12.2019 N 481-®3, o1 22.12.2020 N 444-93)

10. Peanusauusa (nepefada B yCTaHOBMEHHOM 3akoHogaTenbcTBOoM Poccuiickon ®epepauun nopsgke)
hapmaLeBTMyeckon  cybcTaHuMM  cnupTa  3TUNOBOro  (3TaHomna) opraHv3aumsiM  OMTOBOW  TOProBnu
nekapCTBEHHbIMWU CPEACTBAMU HE JOMyCKaeTcs.

(vactb 10 BBegeHa deaeparnbHbIM 3akoHOM OT 27.12.2019 N 481-93)

11. TNepeBo3kn dapmMaLeBTUYECKON CyOCTaHUMM cnupTa STUMOBOro (3TaHOMa) OCYLLECTBISOTCS C
cobntogeHnem TpeboBaHuWi, yCTaHOBNEHHbIX ab3auem YyeTBepTbiM NyHkTa 3 cTtatbu 9 PeaepanbHOro 3akoHa oT
22 Hos6psa 1995 roga N 171-03 "O rocygapCTBEHHOM perynmpoBaHMM NPouM3BOACTBAa M 0bopoTa STUIOBOMO
CrvpTa, ankorofibHOW W CNMPTOCOAEpXalen npoaykumm u o6 orpaHuveHun noTpebrneHunsa (pacnutus)
arkoronsHon npoayKunn”.

(vactb 11 BBegeHa PefepanbHbIM 3akoHOM oT 27.12.2019 N 481-93)

CtaTtbsa 46. MapkmnpoBKa nekapCTBeHHbIX CpeacTB

1. JlekapcTBeHHble npenapaTbl, 3a WCKMIOYEHMEM FeKapCTBEHHbIX MpenapaToB, W3roTOBMEHHbIX
anTevHbiMn opraHu3aumnamm, BeTepUHapPHbIMU anTevYHbiMn opraHusaumamu, nHaneunayanbHbIMU
npeanpunHnmartenamuy, mMmerwmmMmmnm JnuueHs3nr Ha (*)apMaLl,eBTI/I‘-IeCKyI-O 0eATenbHOCTb, AOJDKHblI NOCTynaTb B
obGpalleHne, ecnu:

1) Ha WX NepBUYHOM ynNakoBKe (3a WCKMOYEHMEM MEePBMYHON YMaKOBKM NEKAPCTBEHHbLIX PacTUTENbHbIX
npenapaToB) XOPOLUO YUTaeMbiM LIPUEPTOM Ha PYCCKOM $i3blke YKaszaHbl HaMMEHOBaHWE feKapCTBEHHOro
npenapata (MeXxayHapoO4HOE HenaTeHTOBAHHOE, WU TPYNnMPOBOYHOE, WM XUMWYECKOe, WM TOproBoe
HaVMeHOBaHWE), HOMepP cepuu, AaTa BbiMycka (AN MMMYHOOMONOrMYECKMX FIeKapCTBEHHbLIX NpenapaToB), CPOK
rofHOCTU, [J03MPOBKA UMY KOHLEHTpaUus, 00beM, aKTMBHOCTb B eANHMLAX OeNCTBUS UMK KONUYECTBO 03,

(B pea. PepepanbHbix 3akoHOB 0T 11.10.2010 N 271-®3, o1 22.12.2014 N 429-03)

2) Ha ux BTOpUYHOM (MOTPEeBbMTENbCKOW) YMakOBKE XOpPOLIO 4YuMTaeMbliM LIPUAPTOM Ha PYCCKOM NA3blke
yKkasaHbl HaMMeHOBaHWe NeKkapCTBEHHOrO npenaparta (MexayHapoaHoe HenaTeHTOBaHHOe, Unu rpynnMpoBOYHOE,
WM XMMUYecKoe W TOProBOe HavMeHOBaHWS), HaumeHOBaHWe MNPOW3BOAMTENS NeKapCTBEHHOro npenaparta,
HoMep cepwun, pata Bbilycka (409 UMMYHOBMOMOrMYECKUX NEeKapCTBEHHbIX MpenapaToB), HoMep
perncTpaumoHHOro YAOCTOBEPEHMWS, CPOK rOAHOCTW, CNOCO6 NPUMEHEHWS, 4O3MPOBKa UM KOHLEHTpauus, obbem,
aKTMBHOCTb B eAnHMLaxX AeACTBUs Nnbo KONMYeCcTBO 03 B yNakoBKe, NekapcTBeHHas hopma, yCrnoBust oTnycka,
YCNOBUS XpaHeHwus, NpeaynpeanTenbHble Hagnucu.

(B peq. PenepanbHbix 3akoHOB OT 11.10.2010 N 271-93, o1 22.12.2014 N 429-03)

2. ®apmaueBTUYeckne cybcTaHUMM OOSMKHbI MOCTyNnaTh B OGpalleHne, ecnn Ha MX NepBUYHON yrnakoBKe
XOpOLLO YMTaeMbiM LPUEDTOM Ha PYCCKOM si3blke yKasaHbl HavMeHoBaHWe dapmaueBTUYeckon cybcTaHumm
(MexxgyHapoaHoe HenaTeHTOBaHHOE, WM FPYNMMPOBOYHOE, WM XMMUYECKOEe W TOProBOe HauMeHOBaHMs),
HaMMeHOBaHWe MpousBoanTensa dapMaLeBTMYECKON CyOCcTaHUMM, HOMep cepuuM WM gaTa  WU3roTOBIEHWs,
KONMYECTBO B YNAKOBKE M €AMHULIbI UBMEPEHUS KONMYECTBA, CPOK FOAHOCTU U YCNOBUS XPaHEHUS.

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

3. ﬂeKapCTBeHHble cpenctBa B Ka4vecCTBe CbIBOPOTOK OOJPKHbI MOCTynaTb B o6pau.|,eH|/|e C YyKazaHuem
XMBOTHOrIO, U3 KPOBMU, Ni1a3mMbl KpOBU, OPraHoOB U TKaHen KOTOPOro OHWM NoJly4eHbl.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

4. Ha BTOpuYHyto (NoTpebuTenbCKyto) YNakoBKy feKapCTBEHHbIX CPEACTB, NMOMYyYEeHHbIX U3 KPOBW, Nnasmbl
KpOBW, OPraHoOB M TKaHeW 4enoseka, OOIDKHA HaHocuTbCA Haanuck: "AHTuTena k BUY-1, BUY-2, k Bupycy
renatuta C 1 NOBEPXHOCTHbLIV aHTUreH Bupyca renatuta B otcytcTeytoT".

5. Ha nepBuYHyl0 ynakoBKy M BTOPUYHYIO (NOTPEBGUTENbCKYID) ynakoBKy papunodapmaleBTU4ecKUx
NEKapCTBEHHbIX CPEACTB AOMKEH HAHOCUTLCS 3HaK PaavaLMOHHON OMacHOCTH.

6. Ha BTOpMYHyl0 (NOTPeOUTENBLCKYD) YNakoBKy roMeonaTuyeckMx NeKapCTBEHHbIX MpenapaToB AOShKHA
HaHocuTbcsA Hagnuck: "MomeonaTudecknin".

7. Ha BTOpuyHyto (NOTPebuTEnbCKylo) ynakoBKy feKapCTBEHHbIX PacTUTENbHbIX MpenapaTtoB AOMkHa
HaHOCMTbCSA Haanuck: "Mpoaykuns npowuna pagmaumnmoHHbIA KOHTPONb".

8. Ha nepBuYHyl0 ynakoBKy (ecnv Ansi 3TOro CyLecTBYeT TEXHUYeckas BO3MOXHOCTb) M BTOPUYHYIO
(MOTpPebUTENBLCKYI0) YNAKOBKY JIEKAPCTBEHHbIX NpenapaTtoB, NpeAHas3HauYeHHbIX Ans KNMHUYECKUX UCCIefoBaHnmn,
[JOJIKHA HAHOCUTbLCA HaanNueb: "[nsa KNMHUYECKNX nccnegoBaHuin”.

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

9. YnakoBKa NeKapCTBEHHbIX CPEACTB, NpeAHasHauYeHHbIX UCKIIOYUTENBHO AN IKCnopTa, MapkupyeTcs B
COOTBETCTBUM C TPeBOBAHUSMU CTpaHbI-MMMopTepa.

10. Ha TpaHcnopTHylo Tapy, KoTopas He MnpedHasHadeHa AN notpeGuteneit U B KOTOPYH MOMELLEHO
neKkapcTBEHHOe CpeAcTBO, [OMKHA HAHOCUTLCA WHGOPMAaLMS O HauMEHOBaHWM, Cepun NeKapCTBEHHOro
cpencTBa, AaTte BbiMycKa, KONMMYECTBE BTOPUYHBLIX (MOTPEBUTENbCKMX) YMakoBOK NEKapCTBEHHOro cpencTsa,
npoussoamTesie NeKapcTBEHHOro CPeACTBa C yKasaHMeM HauMeHOBaHWUSA U MeCTOHaXOXAEHWS NPOoV3BOAUTENS
neKkapcTBEHHOro cpefcTsa (agpec, B TOM u4ucre cTpaHa W (MnM) MecTo NPOM3BOACTBA NEKapCTBEHHOro
cpeacTBa), a Takke O CPOKe FOAHOCTU NeKapCTBEHHOro cpeacTsa M 06 YCMOBUAX €ro XpaHeHUs U NnepeBo3Ku,
HeobxoauMble NpeaynpeanTenbHble HaaNMCU U MaHUNyNATOPHbIE 3HAKW.

11. Ha nepBWYHyI0O ynakoBKy M BTOPUYHYIO (MOTPebUTEnbCKyl) ynakoBKY fEeKapCTBEHHbIX CpeAacTB AN
BETEPMHAPHOro NPUMEHEeHNs AOoMKHa HAHOCUTLCA HaanNuek: "Ons BeTepMHapHOro NpuMeHeHus".

12. Ha BTOpUYHYt0 (NOTpebuTensCcKyo) ynakoBKy fieKapCTBEHHOMO Npenaparta HAaHOCUTCS LUTPUXOBOW Kof,.

nasa 9. BBO3 JIEKAPCTBEHHbIX CPECTB
B POCCUMNCKYIO ®EOEPALIUIO U BbIBO3 NNIEKAPCTBEHHbLIX CPEACTB
U3 POCCUNCKOWN ®EQEPALIMUA
(B pea. PenepanbHoro zakoHa ot 06.12.2011 N 409-93)

Cratba 47. lMopspok BBO3a nekapcTBeHHbIX cpencTB B Poccuickyro ®Pepepauuio M BbiBO3a
neKkapcTBeHHbIX cpencTB U3 Poccuickon Pegepauum
(B pea. PegepanbHoro gakoHa ot 06.12.2011 N 409-$3)

1. BBO3 nekapcTBeHHbIX cpeacTte B Poccuiickyto Peaepaumio ocyLLECTBSETCS B NopaaKe, YCTaHOBIEHHOM
MpaBuTtenbcTBom Poccuiickoit denepaummn, B COOTBETCTBUM C TAMOXEHHBIM 3aKOHOAATENbCTBOM TaMOXXEHHOro
coto3a B paMkax EBpA3OC (ganee - TamoxeHHbIN coto3) 1 (unn) 3akoHogaTenbctBoM Poccuiickon ®epepauum o
TaMO)XXeHHOM Jerne.

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

2. BBosumble B Poccuiickyto ®depepaumto rekapcTBeHHble CpefAcTBa [OOMKHbl copepXaTbCs B
rocyapCTBEHHOM PEECTpPE feKapCTBEHHbIX CPEACTB.
(B peq. PenepanbHbix 3akoHOB OT 06.12.2011 N 409-3, o1 27.12.2019 N 462-03)

3. Honyckaetca BB03 B Poccuiickylo depnepauumio KOHKPETHOW NapTuM 3apermcTpupoBaHHbIX WU (Unu)
HEe3aperMcTpUpOBaHHbIX  FIeKapCTBEHHbLIX CPEeACTB, MpedHasHa4yeHHbIX AONS  NPOBEeAEHUsT  KITMHUYECKMX
NCCrefoBaHUM  NEKapCTBEHHbIX MpenapaTtoB, MNPOBEAEHUS 3IKCMEpPTU3bl FeKapCTBEHHbIX CPEeACTB AN
OCYLLECTBIEHUS FOCYAapPCTBEHHOW pernctpaumm nekapCTBEHHbIX NpenapaToB Uiy AN okasaHus MeauUMHCKOW
MOMOLLUM MO >KU3HEHHbIM MOKa3aHWsIM KOHKPETHOro nauueHTa Ha OCHOBaHWM paspelleHusi, BblgaHHOro
YNOHOMOYEHHbIM heaeparnbHbIM OpraHoOM UCMOMIHUTENBHOM BNACTU NO 3asBMIEHUAM NUL, YKa3aHHbIX B CTaTbe
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

48 HacTtosiwero ®epepanbHOro 3akoHa. PaccMoOTpeHMe Takoro 3asBheHus WM MPUHATME pelleHusi O Bblgade
paspeLLeHnss Ha BBO3 KOHKPETHOW NapTuUm 3aperncTpMpoBaHHbIX U (MK) He3aperncTpUpoBaHHbIX NEKapPCTBEHHbIX
cpencTte, npegHasHadYeHHbIX AOnd nposefeHuna KIMHUYeCKux I/ICCJ'IeD,OBaHI/IVI NleKapCTBEeHHbIX MnpenapaTos,
NpOBEAEHUS 3KCMEPTU3bl JEKAapPCTBEHHbIX CPEACTB ANs OCYLECTBMNEHUS TOCYAapCTBEHHOW perucrpaumm
neKkapCcTBEHHbIX NpenapaToB UK AN okasaHWs MEAUUMHCKOM NMOMOLLM MO XXW3HEHHbIM MOKa3aHWAM KOHKPETHOro
nauueHTa nmbo o6 oTkase B Bblgaye ykasaHHOro paspeLleHusi NPOM3BOASTCSH B CPOK, HE MpeBbIIAKLWMA NSTH
pabouunx gHen. MNnaTa 3a Bblgayvy ykazaHHOrO paspeLleHNst He B3UMaeTCs.

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

KoHcynbTaHTlnoc: npumeyaHue.
C 01.01.2024 4. 3.1 cT1. 47 yTpauusaet cuny (®3 o1 27.12.2019 N 475-03).

3.1. [Honyckaetca BB03 B Poccuiickyto ®degepaumio KOHKPETHOW MapTUM He3apermcTpupoBaHHbIX
nekapcTBeHHbIX NpenapaToB, CoAepXaLlnxX HapKOTUYeCcKne cpeacTBa UM NCUXOTPONHbIE BELLECTBa, B Nopaake,
ycTaHoBneHHoM [lpaButenbctBoM Poccunckon Pepepauun, [ns okasaHuss MeOUUMHCKOM MOMOLM Mo
XWU3HEHHbIM MOKa3aHWsIM KOHKPETHOro naumMeHTa Wunu rpynnbl NauMeHToB B Chydae, ecrnv MMmeeTcs pelleHue
BpayYeObHOM KOMUCCUN MEOULIMHCKOW OpraHu3aumm o Hedd{EKTUBHOCTM UNN HEBO3MOXHOCTU MPUMEHEHUS Y
KOHKPETHOro naumeHTa WHbIX 3aperMcTpupoBaHHbLIX NEeKapCTBEHHLIX MpernapaTtoB, B TOM YUCIe coaepxaliux
apyrve [OencTBylolMe BeLWecTBa, U O HeoOXOOMMOCTM BBO3a OMNPEAENEeHHOro He3aperncTpMpoBaHHOIoO
NeKkapCTBEHHOIO MpenapaTta C yKasaHWEM €ro MeXAyHapOA4HOro HEeMnaTeHTOBAHHOIO (MMM XUMWYECKOro, Wmu
rPynnUMpPOBOYHOr0) HaumeHoBaHWs, POPMbl BbiMycka U konuyecTtBa. [lepeyeHb 3aboneBaHU M COCTOSHUIA W
COOTBETCTBYIOLLUMX JIEKAPCTBEHHbIX MNpenapaToB, CoAepXalluMxX HapKOTUYEeCKMe CpeacTBa M MCUXOTPOIMHbIEe
BELLECTBA, B LEMsX OCYLIECTBIEHMS WX BBO3a B COOTBETCTBUM C TpebOBaHMSAMW HACTOSILLEN YacTu
yTBEPXAAeTCs YNONMHOMOYEHHbIM befieparibHbIM OpraHoM UCMOMHUTENbLHOW BracTu.

(yactb 3.1 BBegeHa PepepanbHbiM 3akoHOM OT 27.12.2019 N 475-03)

4. B Poccunckyto Pegepaunio MOXHO BBO3WUTb JleKapCTBEHHble CPEACTBa, KayeCTBO KOTOPbIX
NOATBEPXKAEHO CepTUdPMKATOM NPOU3BOAUTENSA FEKapCTBEHHbIX CPEeACTB, YyOOCTOBEPSIOWMM COOTBETCTBUE
BBO3UMbIX feKapCTBEHHbIX CpeAcTB TpeboBaHWaM apmakonelHbIXx cTater nubo B cnyvyae WX OTCYTCTBUSA
HOpMaTMBHOW AOKYMEHTauu1 uiv HopMaTMBHOMO AOKYMEHTa.

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

5. Banpewaetca BBo3 B Poccuiickyio denepaumio anscnmLmMpoBaHHbIX MEKapCTBEHHbIX CPeacTs,
He0OpOoKayYeCTBEHHbIX JIEKAPCTBEHHBIX CPEeACTB, KOHTpadaKTHbIX JIEKAPCTBEHHbLIX CPEACTB.
(B pea. PegepanbHoro gakoHa ot 06.12.2011 N 409-93)

6. ®anbcmdruMpoBaHHbIe NeKapcTBEHHbIE cpeacTBa, HeaobpokadyeCcTBEHHbIE NeKapCTBEHHbIe CpeacTBa
noanexaT U3bATUIO N NOoCNeayLWweMy YHUHTOXEHNIO Unn BbiBO3dy 13 Poccuickon depepaumm, KOHTpadaKkTHbIe
neKkapCTBEHHble CPEACTBa - U3bATUIO 1 MOCNEAYIOLLEMY YHUHTOXEHNIO. YHUUTOXEHNE UNK BbIBO3 U3 Poccuiickon
Pepepaumun dhanbcnOULMPOBAHHbBIX NIEKAPCTBEHHbIX CPeACTB, HeJoOpOKaYeCTBEHHbIX JlIeKapCTBEHHbIX CPeaCTB,
KOHTpadaKTHbIX NleKapCTBEHHbIX CPeACTB OCYLLECTBAETCA 3a CYeT nuua, OCyLleCcTBMBLUEro ux Beo3. [10panok
YHUUTOXEHUSs  M3bATbIX  (panbCuUUMPOBaAHHBLIX — MEeKapCTBEHHbIX  CPeAcTB,  HegoOpoKavyeCTBEHHbIX
NekapCTBEHHbIX CPeacTB, KOHTpadaKTHbIX feKkapCTBEHHbIX CpeacTB YycTaHaBnuBaeTcs [1paBUTENbCTBOM
Poccuiickon ®epepauuu.

(B peq. ®PenepanbHoro zakoHa ot 06.12.2011 N 409-93)

7. Jlnua, ocywecTtensiowme BBo3 B Poccuiickylo ®egepaumio danbCudPULNPOBAHHBIX NEKAapPCTBEHHbIX
CpeacTB, HeaobpokayeCTBEHHbIX MEKAPCTBEHHbIX CPEACTB, KOHTpadakTHbIX NEeKapCTBEHHbIX CPeacTB, HEcyT
OTBETCTBEHHOCTb B COOTBETCTBUM C TaMOXEHHbIM 3aKkoHOAATenbCTBOM TaMOXEHHOro cot3a u  (unu)
3akoHogaTenbcTBOM Poccuinickon degepaumm o TaMoXXEHHOM aerne.

(B pea. PenepanbHoro gakoHa ot 06.12.2011 N 409-93)

8. BbiBO3 nekapcTBeHHbIX cpeAcTB u3 Poccuinckon Pepepauunmn ocyuectenseTca 6e3 npumeHeHus
OPaHUYEHUN,  YCTAHOBMEHHbIX TaMOXEHHbIM  3aKoHOA4ATeNnbCTBOM  TaMOXEHHOro cow3a u  (4Mnu)
3akoHonatenbctBoM Poccuiickon ®egepaumm 0 rocy4apCTBEHHOM  PErynupoBaHWM  BHELUHETOProBOW
AeATernbHOCTW.

(B pea. PegepanbHbix 3akoHoB OT 06.12.2011 N 409-93, o1 25.11.2013 N 317-®3, o1 22.12.2014 N 429-93)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

9. BBoa B rpaxxgaHcKkuin 060poT fekapCTBEHHbLIX NpenapaToB 4S9 MeAULMHCKOrO NPUMEHEHUS!, BBE3EHHbIX
B Poccuinckyto denepaumio, ocyuiectensieTca ¢ cobniogeHnem TpeboBaHUIM, YCTAHOBMEHHbIX cTaTben 52.1
HacTosdwwero PenepanbHOro 3akoHa.
(4acTb 9 BBegeHa PegepanbHbIM 3akoHoM oT 28.11.2018 N 449-93)

CrtaTbna 48. lOpuanyeckme nuua, KOTOpbIM paspeLleH BBO3 NIeKapCTBEHHbIX cpeAcTB B Poccuitckyro
depepaumio
(B pea. PegepanbHoro gakoHa ot 06.12.2011 N 409-$3)

JlekapcTBeHHble cpeacTBa B Poccuinckyio defepaumio MoryT BBO3UTL:
(B peq. ®enepanbHoro zakoHa ot 06.12.2011 N 409-93)

1) npousBoguTENN NEKapCTBEHHbIX CpeacTB ANs Lenen COOCTBEHHOrO MPOWM3BOACTBA NeKapCTBEHHbIX
CPeAacTs;

2) MHOCTPaHHble Pa3paboTUMKN NTEKAPCTBEHHbIX CPEACTB M MHOCTPaHHbIE NPOW3BOAMTENN NTEKAPCTBEHHbIX
cpeactB wnv Apyrue opugudeckue nvua no nopyvyeHuto pas3paboTymka MekapCTBEHHOIO CpeacTBa AN
NPOBELEHNS KIMMHUYECKUX WCCNEeLOBaHUA NEeKapCTBEHHONO npenapaTta, OCYLUECTBMNEHUS TFOCy4apCTBEHHOM
perncTpaumm nekapCTBEHHOro npenapaTa, BKMo4YeHus dapmaueBTUYeckon cybCcTaHumm B rocyaapCTBEHHbIN
peecTp neKkapCTBEHHbIX CPeaCTB, KOHTPONSA KayecTBa NEKapCTBEHHbIX CPEACTB NPU Hannuuu paspeLleHus
YMONTHOMOYEHHOTrO (hefiepanbHOro opraHa UCNOSTHUTENBHOM BNAcTW HA BBO3 KOHKPETHOM NapTWM NTEKapCTBEHHbIX
CpencrTs;

3) opraHu3aLmmn oNToBOWM TOProBM NeKapCTBEHHbIMY CPEACTBaMM;

4) Hay4yHO-uUccrnegoBaTenbCKkMe opraHusauuu, obpasoBaTenbHble OpraHv3auumv BbiCLEro obpasoBaHus,
Npon3BOAUTENY NEeKapCTBEHHbIX CpeacTB Ans pa3paboTku, nccnegoBaHMn, KOHTpons Ge3onacHoOCTW, kavyecTsa,
3P (PEKTUBHOCTM NEKAPCTBEHHLIX CPEACTB MPU HaNU4MM paspeLleHnst YynorHOMOYEHHOro deaepanbHOro opraHa
NCNOSTHUTENBLHOW BNacTy;

(B peq. ®enepanbHoro zakoHa ot 02.07.2013 N 185-93)

5) MeguuMHCKME opraHu3auun, UHble ykasaHHble B MyHKTax 1 - 4 HacTOsILLEN CTaTbW OpraHv3auuun Ons
oKasaHWs MEeOULVNHCKOW NMOMOLLIM MO XXM3HEHHBIM NMOKa3aHMsSIM KOHKPETHOro nauMeHTa Npu HanMyunm paspeLueHus
YMNOMIHOMOYEHHOro  beepanbHOr0  OpraHa UCNOSMHUTENBHOM  BNacTU  Ha BBO3  KOHKPETHOW  nmapTum
nekapcTBEHHOro npenapaTta, BblAaHHOMO B YCTAHOBMEHHOM Qopsake B (PopMe 3MNEeKTPOHHOro [OKyMEHTa,
NOANMUCAHHOIO YCUIEHHON KBanNnUUUPOBAHHOWM 3NIEKTPOHHON MOANUCHIO;

(B pea. PepepanbHoro 3akoHa oT 12.03.2014 N 33-93)

KoHcynbTaHTlntoC: npumedaHue.
C 01.01.2024 n. 6 cT. 48 yTpaunsaet cuny (P3 ot 27.12.2019 N 475-93).

6) rocyoapCTBeHHble YHWUTapHble OPEeaAnpUATUS, WMYLLECTBO KOTOPbIX Haxoautca B dedepanbHOu
cobcTBeHHOCTH, onpepensiemble [NpaButensctBoM Poccunckon ®epepauun, B 4actu BBo3a B Poccunckyto
defepaumio He3apermcTpMpoBaHHbIX JIEKAPCTBEHHLIX NpenapaToB, CoAepXKallMx HapKoTU4ecKne cpencrtea unu
NMCUXOTPOMHbIE BeLlecTBa, AN OKa3aHUs MEAMUMHCKOW MOMOLUM MO XM3HEHHbIM MNOKa3aHUAM KOHKPETHOro
naumeHTa unu rpynnbl NauMeHToB B COOTBETCTBMU C YacTbio 3.1 cTaTbn 47 HacTosiwero degepanbHOro 3akoHa.
(n. 6 BBeaeH ®egepanbHbIM 3akoHOM OT 27.12.2019 N 475-93)

Cratbsa 49. [JokyMeHTbl, NpeacTaBnsieMble B TaMOXeHHble opraHbl Poccuinckon ®Peaepauum npwm
BBO3e€ JieKapCTBeHHbIX cpeacTB B Poccuickyo ®epepauuio
(B peq. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1. MNMpun BBO3e nekapcTBeHHbIX cpeacts B Poccuiickyto ®egepauuio B TaMOXeHHble opraHbl Poccuiickon
depepaumm  Hapsgy € OOKYMeHTamMu,  NpeAcTaBrneHuMe  KOTOpPbIX  MpeayCMOTPEHO  TaMOXEHHbIM
3aKkoHoAaTenbCTBOM TaMOXeHHOro coto3a 1 (Mnu) 3akoHogaTenbcTBOM Poccunckon denepaumm o TaMoXeHHOM
aene, NpeAcTaBNATCA criegyolme JOKYMEHTbI:

(B peq. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

1) cepTudmkaT Npon3BOOUTENS JIEKAPCTBEHHOrO CpeacTBa, YAOCTOBEPSIOWMA COOTBETCTBUE BBO3MMOIO
NeKapcTBEHHOro cpeacTtea TpeboBaHMsIM hbapMakonemHon ctatb NMBO B Criydyae ee OTCYTCTBUS HOPMaTUBHOWN
OOKyMeHTaunnm nnn HoOpMaTnMBHOIO JOKYMEHTA,

2) paspelleHne YNoTHOMOYEHHOTO doefeparibHOro opraHa WCNOMHUTENbHONW BacTV Ha BBO3 KOHKPETHOA
napTUX JIeKapCTBEHHOro CPEeACTBa B Cllyyasix, yCTaHOBMEHHbIX YacTbio 3 ctaTbn 47 HacToswero degepansHoro
3aKoHa.

2. [lokyMeHTbI, ykasaHHble B nyHKTax 1 u 2 yactn 1 HacTosilwen cTaTtby, NPeAcTaBnsTCs B TaMOXeEHHble
opraHbl Poccuiickon defepaumm npy npnbbiTnK NeKapcTBEHHbIX CpeacTB B Poccuickyto degepaumio.
(B peq. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

Ctratbsn 50. BBo3 nekapcTBeHHbIX npenapatoB B Poccuiickyio ®Pepepauuio Ans  fUYHOro
MCNONb30BaHUA WU MHbIX HEKOMMEPYECKUX Lenen, a TakKkKe ANs UCMONIb30BaHUA Ha TeppuTOpuUKU
MeXAyHapoaHOro MeAuLMHCKOro Knacrtepa
(B pea. PenepanbHbix 3akoHOB 0T 06.12.2011 N 409-93, o1 29.06.2015 N _160-93)

1. JlekapcTBeHHble npenapaTtbl MOryT ObITb BBe3eHbl B Poccuiickyto Pegepaumio 6e3 ydeta TpeboBaHmn,
nNpeaycMOTPEHHbIX YacTammn 1 - 4 ctatemn 47, ctatbsiMu 48 n 49 HacToswero ®enepanbHOro 3akoHa, €Crnm OHU
npegHasHayeHbl ons:

(B peq. ®PenepanbHoro zakoHa ot 06.12.2011 N 409-93)

1) NMYHOrO MCNONb30BaHMA U3MYecKUMMU nuuamu, npubsiBwKMK B Poccuiickyto Pepepaumto. [Npu aTom
BBO03 B Poccunckyto Pefepaumnio nekapCTBEHHbIX NpenapaTtos, codepXawux CurbHOAenCTByowme u (unu)
A00BUTbIE BELLEeCTBa, BKMIOYEHHble COOTBETCTBEHHO B CHOUCOK CUMbHOOEWCTBYIOLUMX BELLECTB ANs uenen
YronoBHOro 3akoHogartenbcTBa Poccuiickon ®egepaumm n B COUCOK SAOBUTLIX BELLECTB ANA LEenein YyronoBHOro
3akoHogatenocTBa Poccuiickon ®epfepauun, yteepxaeHHble [lpaButenbctBoMm Poccuiickon ®epepauun,
OCYLLECTBMAETCH MPU HANNYUN JOKYMEHTOB (3aBEPEHHbIX KOMWUI JOKYMEHTOB UM 3aBEPEHHbIX BbIMNCOK U3 HUX),
NMOATBEPXKAAILWMX Ha3HaYeHne (PU3nM4ecKomy M1y yKasaHHbIX NIeKapCTBEHHbIX MpenapaToB (3a UCKMYEHMEM
nekapcTBEHHbIX MpenapaToB, 3aperncTtpupoBaHHbix B Poccunckon depepauum n otnyckaemblx B Poccumnckomn
depepaumun 6e3 pelLenTta Ha NekapCcTBEHHbIN nNpenapar). MNoaTBepxaatoLme AOKyMEHTbl (MX 3aBEPEHHbIE KOMUK
U 3aBEPEHHBIE BbIMUCKN U3 HUX) LOIMKHBI CogepXaTb CBEAEHNSt O HAUMEHOBAHMU U KONMYECTBE Ha3Ha4YeHHOro
nekapcTBEeHHOro npenapaTta. B cnyyae, ecnu noarBepxgawlwme AOKYMEHTbl (MX 3aBEpPEHHbIE KOMUMU UMK
3aBEPEHHbIE BbIMUCKA M3 HUX) COCTaBIiEHbl Ha WHOCTPaHHOM £3blke, K HWM MpwuniaraeTcs HoTapuanbHO
3aBepeHHbIN NepeBo Ha PyCCKUM A3bIK;
(n. 1 B pea. PegepanbHoro gakoHa ot 02.06.2016 N 163-93)

2) ncnonb3oBaHusA paboTHMKaMKM AMNIIOMATUYECKOrO Kopryca WAvM MNPeACTaBUTENSAMU MeXOYyHapPOOHbIX
opraHunsauui, akkpeamToBaHHbIX B Poccuiickon deagepaumm;

3) neyeHus NaccaXxvpoB W YNEHOB 3KUMAXEW TPaHCMOPTHbLIX CPeacTB, Moe3dHbIX Opurag n BoguTenen
TpaHCNOPTHLIX CpeacTs, NpubbiBLIMX B Poccuiickyto deaepaumio;
(B pea. PegepanbHoro gakoHa ot 06.12.2011 N 409-93)

4) neveHust YYaCTHUKOB MeEXOYHaAPOOHbIX KyNbTYPHbIX, CHOPTUBHbLIX MEPONpUATMA U  Yy4aCTHUKOB
MeXayHapoaHbIX aKcneanLmni;

5) neveHns KOHKPETHbIX XMBOTHbIX B 300Mapkax, 300Cafax, uuMpkax, okeaHapuymax, OenbhuHapusix,
neYeHns OMKUX KUBOTHbIX, MOCTOSIHHO MMM BPEMEHHO Hacenswwmx Tepputopuio Poccuiickon Pepepauun,
HaxXo4sALWNXCA B COCTOSAHUN €CTECTBEHHOW CBOOOAbLI 1 NpUHaAnexallmx K Buaam, 3aHeceHHbIM B KpacHyto KHury
Poccuiickon depepaumm 1 (Mnun) KpacHble KHUrM cyObekToB Poccuickon depepaumn, a TakkKe >KUBOTHBIX,
BBO3MMbIX B Poccuiickyto ®efiepauuio Ans y4acTusi B COPTUBHBIX U 3pENULLHBIX MEPOMPUATUSAX;

(B pea. PenepanbHbix 3akoHOB 0T 06.12.2011 N 409-93, o1 02.08.2019 N 297-93)

6) ncnonb3oBaHUS Ha TEPPUTOPUN MEXOYHAPOAHOrO MEeAMLMHCKOrO KracTtepa.
(n. 6 BBegeH defeparnbHbiM 3akoHOM OT 29.06.2015 N 160-93)

2. B cnydasax, npegyCMOTpeHHbIX 4YacTbio 1 HacTodAwen ctaTbu, gonyckaeTcs BBO3 B PoccuiAcKyro
denepaumio nekapcTBEHHbIX NpenapaToB, He 3aperncTpmpoBaHHbix B Poccuiickon deagepaunn.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

(B peq. ®enepanbHoro zakoHa ot 06.12.2011 N 409-93)

3. JlekapcTBeHHbIE NpenapaTthbl, NpeaHa3Ha4YeHHble Ans 'yMaHUTapHOW NoMoLM (COAENCTBUS) UM MOMOLLM
npu 4pesBblManHbIX CcUTyauusix, BBO3SATCA B Poccuiickyto Pepepaumio B OOpadke, YCTAHOBEHHOM
MpasutensctBom  Poccuinckon  depepauun.  3anpewlaetcs BBO03 B Poccuiickyto  ®epgepaumio
HEe3aperMcTpUpoBaHHbIX JEKAPCTBEHHbLIX MpenapaTtoB, NpPeAHa3HaYeHHbIX ANs  [YMaHWTaApHOMW  MOMOLLM
(copencTamsa) UM NOMOLLM MPU Ype3BbIYaMHbLIX CUTYyaLMSX.

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

Cratbsa 51. CotpyaHuyecTBO heaepanbLHOro opraHa UCNOSTHUTESIbLHOW BRacTu, YNOJIHOMOYEHHOrO B
obnactu TaMOXeHHOro pgena, MU ApPYrux YMNosIHOMOYEeHHbIX drefepanbHbIX OPraHOB MCMOJNIHUTENbLHOWM
BnacTm

1. YnonHomMouYeHHble heneparnbHble opraHbl UCNOSTHUTENBHOM BAACTU NPeaoCTaBnsAlT B pacnopsiKeHue
degepanbHOro opraHa WCMOMHUTENbHOW BMAacTW, YMNOMHOMOYEHHOro B o06nactM TamOXeHHOro pAena,
rocyaapCTBEHHbIA PeecTp NeKkapCTBEHHbIX CPEACTB, a Takke MHAOPMALUIO O BblAAHHbIX paspeLleHnsix Ha BBO3
KOHKPETHOM NapTuWM NeKapCTBEHHbIX CPeACTB B Cry4yasiX, YCTaHOBIIEHHbIX YacTbio 3 cTaTby 47 HacTosLLero
depepanbHOro 3akoHa.

2. ®epgepanbHbli OpraH MWCMOMHUTENBHOW BriacTW, YMNOMHOMOYEHHbI B 0oBnactu TamoOXeHHoro Aena,
MHOPMMPYET YyKasaHHble B 4YacTu 1 HacToswen cTaTbW YNONHOMOYEeHHble deaepanbHble  opraHbl
MCNOMHUTENBHOW BNacTn O BBO3e NeKapCTBEHHbIX cpedcTB B Poccuickyto defepaumnto U BblBO3E NEKapCTBEHHbIX
cpeacts u3 Poccunckon ®depepaumm no d¢opmMe M B O0Opsake, KOTOpble YCTaHOBMEeHbl [1paBuUTenbLCTBOM
Poccuiickon ®egepaumn.

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

Maea 10. PAPMALEBTUYECKAA OEATEJNIBHOCTb
Crtartbs 52. OcyuecTBneHue hapMmaleBTMHECKOWN AeATeNbHOCTU

1. ®dapmaueBTuYeckass [OeATENbHOCTb  OCYLLECTBMSIETCH  OpraHu3auusiMM  ONTOBOW  TOProBmu
NeKapCcTBEHHbIMW CpeacTBamMu, anTeyHbIMW OpraHu3auusiMi, BETEPUHAPHBIMU anTEYHbIMU OpraHM3aumMsMu,
WHAMBMAYANbHBIMU  NPEeANPUHUMATENAMKU, UMEKLWMMUA NULEH3MI0 Ha dapMaueBTUYECKYD AeATENbHOCTb,
MEOULUMHCKUMW  OpraHnsaumsamMun, UMeWUMn MUMUEH3N0 Ha dapmaueBTUYeckylo OesTenbHOCTb, U KX
060cobneHHbIMM  MoApa3feneHusiMu - (ambynaTtopuamu,  enbalepckuMu U - enbaepcko-aKyLepcKMmim
NyHKTaMu, LueHTpamu (oTgeneHvsammn) obuien BpadyebHOM (CeMENHO) NPaKTUKM), PacronoXeHHbIMU B CEITbCKMX
HaceneHHbIX MyHKTaxX, B KOTOPbIX OTCYTCTBYKOT anTe4Hble OpraHu3auuu, U BeTepUHApHbLIMK OpraHW3auusMu,
VUMEIOLLMMU NNLEH3NIO Ha (hapMaLLEBTUYECKYO AeATENbHOCTb.

(B pea. PegepanbHoro gakoHa ot 25.11.2013 N 317-$3)

KoHcynbTaHTlntoc: npumevanue.

O6 ycrnosusx ponycka B 2021 rogy K OCYyLWeECTBMNEHUIO apMaueBTUYEeCKOW AesTernbHocTn nuy 6e3
cepTudukata cneuymanucta v (M) No  CNeuManbHOCTAM, He MpefyCMOTPEHHbIM  CepTUdUKaToM
cneunanucra, cMm. [Ipukas MuHsgpasa Poccum ot 08.02.2021 N 58H.

2. duanyeckre nvua MoryT OCyLLEeCTBNATL hapMaLeBTUYECKYH0 AeATENbHOCTb NPU HannMymMm BbICLLEro Unu
cpegHero dapmMaueBTMyeckoro obpas3oBaHust M cepTudmKata crneuuanqcTta, BbICLLIEro WnuM  cpegHero
BeTepuHapHoro obpasoBaHus M cepTudmkata crneumanqcta, a Takke BbICLLIEro wnv cpeaHero MeauuUMHCKOro
obpasoBaHus, cepTudmkata cneumanucta 1M AONONHWUTENbHOro npodpeccuoHanbHoro obpas3oBaHUs B 4acTu
PO3HWYHOW TOProBNW JieKapCTBEHHbIMW nNpenapatamu nNpu  ycnosun wx paboTel B 0BOCOBMEHHbIX
nogpasgeneHmsax MeauuMHCKUX OpraHn3auuin, ykasaHHbIX B 4acTu 1 HacTosLWwen cTaTtby.

(4acTb 2 B pea. PepepanbHoro gdakoHa ot 27.07.2010 N 192-93)

KoHcynbTaHTlnoc: npumeyaHue.

JlekapcTBeHHble MpenapaTbl AN MEeAUUMHCKOro NPUMEHEHWs, BBEAEHHble B rpaxaaHckui obopoT Ao
29.11.2019, noanexat XpaHeHuto, NepeBo3ke, OTMYCKY, peanusauuun, nepegade, NPUMEHEHUIO OO UCTEYEHUS
cpoka ux rogHoctn (®3 o1 28.11.2018 N 449-93).
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

Cratba 52.1. BBoag B rpaxaaHCKMM OOOpPOT ekapCTBEeHHbIX MNpenapaToB ANs MeAULUHCKOro
npuMeHeHust
(BBegeHa depepanbHbiM 3akoHoM OT 28.11.2018 N 449-93)

1. MNepen BBOAOM B rpaxgaHCKMn OBOPOT KaXAOW Cepun WUNN KaxKAOW napTuM MNpPOM3BEAEHHOro B
Poccuickon ®efepauumn nekapcTBeHHOro npenapata Ans MEAUMLUUHCKOrO MPUMEHEHUs, 3a WCKIYEeHMEM
NMMYHOOMONOrMYECKNX FeKapCTBEHHbIX MNpenapaToB, MPOM3BOAUTENb TaKOro rekapCcTBEHHOro mnpenapaTa
npeactaenseT B dredeparbHbll oprad UCMONMHUTENBLHON BNacTW, OCYLLECTBAIOWMA PYHKLUUN MO KOHTPOMO U
Haa30py B cdepe 30paBoOXpaHEeHUs, JOKYMEHT NPOU3BOAUTENS NEKapCTBEHHOIO CpeacTBa, NOATBEPKAaOLLMN
KayecTBO JleKapCTBEHHOro npenapara, W MOATBEPXAEHWE  YMOMHOMOYEHHOro nuua npousBoauTens
nekapCTBEHHbIX CPeACTB COOTBETCTBMS NeKapCTBEHHOro npenapaTta TpeboBaHusM, yCTaHOBMEHHbIM NpU €ero
rocyaapCTBEHHOWN perncTpaumm.

2. MNepen BBOAOM B rpaXgaHCKMiA 0O0OPOT KaXKOOW CEpuUM U Kakgow napTuv BBO3MMOro B Poccunckyto
depepaumio  nekapcTBEHHOro npenapata AN MEOUUMHCKOTO  MPUMEHEHWsl, 3@  UCKIIOYEHNEM
MMMYHOBMONOrMYeCcknx feKapcTBEHHbIX MpenapaTtoB, OpraHusauusi, OCYLIECTBNALWAs BBO3 JIEKAPCTBEHHOro
npenapata B Poccunckyio ®Pegepaumio, npeacraenset B eaepanbHbli opraH WCNOMHWUTENBHOW BMacTy,
OCYLLECTBASAOLWUNA PYHKLMM MO KOHTPOMIO 1 Haa3opy B cdepe 30paBOOXpaHEHUs1, cepTudumkaT npomssoguTens
NeKapCTBEHHOINO  CpPeAcTBa, YAOCTOBEPSIOWUA  COOTBETCTBME BBO3MMOMO JIEKApPCTBEHHOrO npenapara
TpeboBaHnsAM papmakonevHonm cTaTbM, a B Clydae OTCYTCTBUSA apMakonenHon cratbn TpeboBaHusAM
HOPMaTUBHOW [JOKyMeHTauuu, W noATBepXAeHue NpeacTaBuTeNns OpraHu3auun, OCYLLECTBNALWENA BBO3
nekapcTBeHHoro npenapata B Poccuiickyio ®egepaumio U ynosiIHOMOYEHHON MHOCTPAHHBIM MPOU3BOAUTENEM
NeKapcTBEHHbIX CPEACTB, COOTBETCTBMS BBO3UMOIO fIEKAPCTBEHHOrO npenapaTa TpeboBaHWsIM, YCTAHOBIIEHHbIM
npu ero rocyaapCTBEHHON perncTpaummn.

3. [Nopsgok npefcTaBneHns B COOTBETCTBMM C YacTamMu 1 1 2 HaCTosILWEN CTaTbM JOKYMEHTOB U CBEAEHNIA
O JeKapCTBEHHbIX MpenapaTtax, BBOAMMbLIX B Fpa)K,lJ.aHCKI/IVI 060pOT, yCTaHaBnnBaeTCca |_|paBI/ITeJ'IbCTBOM
Poccuickon ®egepauun.

4. B oTHOLIEHWM NepBbIX TPeX cepuin NN NapTUn ekapcTBEHHOro npenapaTta, Bnepsble NPon3BeLeHHOro B
Poccwuiickonn ®epgepaumm mnu BrnepBble BBo3nMMoro B Poccuiickyto ®epepauunio, B dedepanbHbini  opraH
NCNONMHUTENBHOW BMacTW, OCYLLECTBIAIOWNA (DYHKLUUU NO KOHTPOMIO M Haa3opy B cdepe 34paBoOXpaHeHus,
OOMNMONTHUTEeNbHO npeacTaBnAaAeTCca NPOTOKOI MCMNbITAHUA O COOTBETCTBUU cepun nnn napTmm nekapcrBeHHOro
npenapata Ang MeAMUUHCKOrO MPUMEHEHUS MNoKasaTensMm KadecTBa, nNpeayCMOTPEHHbIM HOPMAaTUBHOM
JOKyMeHTaumen (Oanee - nNPOTOKON WUCMbITAHWA), MPOBOAUMbBIX aKKpPeAUTOBaHHbIMW B COOTBETCTBUM C
3akoHogatenbcTBoM Poccuiickon ®Pepepaumm 06 akkpeoutTauuMum B HaUMOHANBHOW CUCTEME aKKkpeauTauuu
degepanbHbIMU  TOCYOAPCTBEHHLIMU  BIOIKETHBIMU - yUpPEXOEHVUAMY, MNOABEAOMCTBEHHBIMU  dhedeparnibHOMYy
OopraHy UCMOMHUTENBHOW BriacTu, OcylecTBhAsoWeMy yHKUMM Mo BbipaboTke U peanusauum rocyaapcTBEHHOW
MOMUTUKM N HOPMATMBHO-MPABOBOMY PErynupoBaHUiO B cdepe 34paBooOXpaHeHus, u dedeparnbHOMY opraHy
NCMNOMHUTENBHOW BNAcTW, OCYLLECTBRsAOWEMY PYHKLUUN NO KOHTPOMNIO U Haasopy B cdepe 30paBOoOXPaHEHWUS.
[lopagok BblgaYM ykasaHHbIMKM doedeparnbHbIMU FOCYAAaPCTBEHHLIMU BOXKETHBIMU  YYPEXAEHUAMN OAHHOMO
npoTokona v pasmep nnaTbl 3a ero Bbigayvy yctaHasnuaatotcs MNpasuTtensctBoMm Poccuiickon ®egepauuu.

5. BExerogHo He nosgHee 1 ¢eBpans NpPOM3BOAMTENU NEKAPCTBEHHbIX CPEACTB UMW OpraHusauuu,
OCYLLeCTBMsOLME BBO3 feKapCTBEHHbIX npenapatoB B Poccuiickyio ®egepaunio, nNpeactaBnsioT B
denepanbHbIi OpraH UCMONHUTENBHOW BRAcTW, OCYLLECTBASIOWMIA DYHKLUM MO KOHTPOSO U Haas3opy B cdepe
37paBoOXpaHeHs1, MPOTOKON UCMbITAHWI NOCTYMMUBLLETO B TEYEHWNE rOAa B PaXaaHCKUiA 060poT NnekapcTBEHHOMO
npenaparta KOHKPETHOrO MpPOU3BOAMTENS (Ha OAHY CEpuI0 KaKgoro TOProBOro HaMMEHOBaHMSI C Y4EeTOM
neKkapcTBeHHOW hopMbl U AO3UPOBKN), NPOBOAUMbIX aKKpeaAUTOBaHHbIMW B COOTBETCTBUM C 3aKOHOOATENbCTBOM
Poccuiickon depepaumm 06 akkpeautaumMmM B HaUWOHaANbHOW CUCTEME akkpeauTauum UcnbiTaTeNbHbIMU
nabopaTopusimu (LeHTpamm).

6. Mpon3BoanTenn nekapcTBEHHbIX CPEACTB WU OpraHu3aumu, OCYLLECTBIISIOWME BBO3 JIEKAPCTBEHHbIX
npenapatoB B Poccuiickyio deaepaunio, He MeHee YeM 3a OAUH rof A0 NAaHUpyeMblX MPUOCTAHOBMEHUS UK
npekpalleHns NpoM3BOACTBA JIeKapCTBEHHbLIX MpenapaToB WnM ux Beo3a B Poccuiickylo ®deaepaumio
yBeaoMIsAloT 06 3ToM hefiepanbHblii opraH UCMOMHUTENBHOW BNAcTW, OCYLLECTBSOWMIA (PYHKLMM MO KOHTPOSIHO
N Haasopy B cdepe 3OpaBoOXpaHeHUs U dedeparnbHbli opraH MCMOSIHUTENbHON BIacT, OCYLLECTBSIOWNIA
bYHKLUM MO NMLEH3MPOBaHMIO NPON3BOACTBA JIEKAPCTBEHHbIX CPEACTB.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

7. BBog B rpaxgaHCKuin 00OpPOT KaXdow Cepun WM Kaxgon napTum  UMMYHOBMOMNOrnyeckoro
NeKapCTBEHHOro npenaparta, npou3BegeHHoro B Poccuiickon Pepepauumn mnu BBO3MMOro B Poccuiickyto
depepaumio, OCyLIECTBNSAETCA Ha  OCHOBaHWW  paspelleHus, BbldaHHOro degepanbHbiM — OpraHoMm
WCNOSTHUTENBLHOM BNACTU, OCYLLECTBNAOLWMM (PYHKLMN MO KOHTPOMO U HAA30py B chepe 30paBOOXpaHEHUs!, Ha
OCHOBaHWUW BblAaHHOTO hefepanbHbIMY FOCyAapCTBEHHBIMW BIOIKETHBIMU YYpPEXOEHUAMM, YKa3aHHbIMU B YacTu
4 HacToslLLen cTaTbM, 3aKMOYEHMS O COOTBETCTBUM CEPUM UMW NapTUM MMMYHOBMONMOrMYECKOro NekapCTBEHHOMO
npenapata TpeboBaHMSAM, YCTaHOBMEHHbIM MpU €ro rocydapCTBEHHOW peructpaumu. [lopsgok  Bblgaym
paspelleHns Ha BBOL B rpagaHCkuMi OOOpOT cepuu mnn napTuM MMMYHOOMOMOrM4YecKoro rekapCcTBEHHOro
npenapaTta, a Takke MOPSOOK Bbl4AYM YKa3aHHOMO 3aKMyeHUs W pasMmep nnatbl 3a €ro Bblgavy
ycTaHaBnmBatoTcs MNMpaButensctBoM Poccunckon ®egepaumn.

8. 3a HenpeactaBneHWe WNM  HECBOEBPEMEHHOE MpeAcTaBfeHve [OKYMEHTOB W CBeOeHUNn,
npeaycMoTpeHHbIX Yactamun 1, 2, 4, 5 n 6 HacTosilen cTaTbW, MPOU3BOAUTENU NEKapCTBEHHbIX CPeacTB U
opraHusauuu, OCyLLeCcTBRSIOWME BBO3 JieKapCTBEHHbIX npenapatoB B Poccunckyio ®egepauuio, HecyT
OTBETCTBEHHOCTb B COOTBETCTBMU C 3akoHOAaTeNsCcTBOM Poccuiickon deaepaunu.

9. lMNpenctaBneHne JOKYMEHTOB M CBeAEeHUI, NPeayCMOTPEHHbIX YacTaMmn 1, 2 n 4 HacToswen ctaTbi, U
nonyyeHne npegycCMOTPEHHOTO YacTbio 7 HACTOSILWEN CTaTbM paspelleHus Ha BBOA MMMYHOOMOMOrMyeckoro
NeKapcTBEHHOro npenapara B rpaxaaHckuii o6opoT He TpebytoTca B OTHOLLEHUWN NeKapCTBEHHbIX NpenapaTtos,
npegHasHa4YeHHbIX Onsi NPOBEAEHUSI KIMMHUYECKUX WCCNeaoBaHUM NeKapCTBEHHbIX MpernapaTtoB, NpoBeaeHus
3KCNepTU3bl NEeKapCTBEHHbIX CPeACTB AN OCYLEeCTBNEHUs rocyJapCTBEHHOM perncrpauumn nekapCTBEHHbIX
npenapaToB, a TakKe B OTHOLUEHUW He3aperncTpUpOoBaHHbLIX NEKAPCTBEHHbIX MpenapaToB, NpegHasHaYeHHbIX
ONs oKasaHWa MeOULMHCKOM MOMOLUM MO >KWU3HEHHbIM MOKa3aHWAM KOHKPETHOro nauueHta wnu rpynnbl
naumMeHToB, BBO3MMbIX B Poccuickyto degepaumio B cOOTBETCTBMM C yacTamu 3 1 3.1 ctaTbn 47 HacTosiLLEro
depepanbHOro 3akoHa.

(B peq. PenepanbHoro zakoHa ot 27.12.2019 N 475-93)

10. MNpwu BbIABNEHUN B rpaXgaHCKoM 00OpOTE cepuu UM NapTUM NeKapCTBEHHOTO npenapaTa, 4OKYMEHThI
N cBedeHUa O KOTOpbIX, MPpeAyCMOTpeHHble Yactamm 1, 2 M 4 HacToswen cTaTbW, He npeacTaBfieHbl B
dhedepanbHbI OpraH UCMOMHUTENBbHOW BRacTy, OCYLLECTBSIOWMA PYHKLUN NO KOHTPOMO U Haasopy B cdepe
30paBooxpaHeHus, nMbo cepyuu Unu napTMM MMMYyHOBMONOTMYECKOro NeKapCTBEHHOroO npenapaTa, He UMEeRLLMX
paspeLUeHnst Ha BBOQ, B rpaxgaHcknii 06opoT, NpeayCMOTPEHHONO YacTbio 7 HacTosIWen ctaTtbu, hegepanbHbii
opraH WCMOMHUTENbHOW BracTW, OCYLLECTBSIOWNA YHKUMM MO  KOHTPOMK W  Haasopy B cdepe
3[paBOOXpaHeHNs], B Nopsaake, ycTaHoBreHHoM [paBuTtensctBom Poccuiickon degepaumm, NpUHUMAaET peLleHne
O MpeKpaLleHnn rpaxkgaHckoro obopoTa Takmx cepyum Unv napTum 4o NpeactaBneHus ykasaHHbIX AOKYMEHTOB U
cBefeHun NMbo NonyyYeHns ykasaHHOro paspeLleHus.

Crtatba 53. lMpopaxa, nepefaya reKkapCTBEHHbIX CPeACTB OpraHM3auusiMM ONMTOBOW TOProBnyv
nekapcTBeHHbIMU cpeacTBaMu

1. OpraHusaumm OMTOBOW TOProBfAW JIEKAPCTBEHHLIMW CPeaCcTBaMM MOTyT OCYLUECTBNATL MPOAaxXy
NeKkapcTBEHHbIX CPeACTB UNM nepedaBaTb MX B YCTAHOBMEHHOM 3akoHoaaTenbcTBoM Poccuiickon denepauun
nopsigke (3a ucknoyeHvem dapmMaLeBTMYECKON CybCcTaHLMK cnupTa 3TUNOBOro (3TaHona):

(B peq. PenepanbHoro zakoHa ot 27.12.2019 N 481-93)

1) opyrMm opraHusaumsim OnTOBOW TOProBNK NEKapCTBEHHBIMU CPeacTBaMy;

2) Npon3BOANTENAM NIEKAPCTBEHHBLIX CPEeACTB Ans Lenen Npon3BOACTBa JIEKAPCTBEHHBLIX CPEACTB;

3) anTey4HbIM OpraHn3aumsiMm 1 BeTEpPUHAPHbIM anTe4YHbIM OpraHM3auusiv;

4) Hay4HO-uccnenosaTesibCKMM opraHmnsaunam and Haquo-wccne,u,osaTeanKoﬁ pa60TbI;

5) nHgmMBuayanbHbIM NpeanpuHUMaTensaM, MMEeLMM NMULEH3N0 Ha dapMaueBTUYECKYo AesTeNbHOCTb
W NALIEH3NIO HA MEOVLMHCKYIO AESTENbHOCTb;

6) MeaANUNHCKUM oOpraHn3aundam, B TOM YHuUcne co3daHHbIM U 3apernctpnpoBaHHbIM B COOTBETCTBUMN C
3aKkoHOoa4aTesNIbCTBOM MHOCTpPAHHOIo rocygapcrea - 4drieHa Opranaau,MM OKOHOMUYECKOIo coTpyaHun4yecTtsa U
pa3BnTMaA  UHOCTPaHHbIM  lOpuandeckuMm  nuuam, unHameBumayarnbHbIM — npeanpuHnMmaTtenaMm, ABnAlowmnmMmcA
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

yyYaCTHUKaMu NpoeKkTa B COOTBETCTBUM ¢ PefepanbHbiM 3akoHoM "O MexayHapoAHOM MEeAULMHCKOM Knactepe U
BHECEHUN W3MEHEeHWN B OTAenbHble 3akoHodaTtenbHble akTbl Poccuickon ®egepaumn”, n BeTepuvHaPHbLIM
opraHusaumam;

(B peq. PenepanbHoro zakoHa ot 26.07.2019 N 240-$3)

7) opraHuM3auMsiM UM VHOMBMAYalbHbIM  MpeanpuUHUMAaTensM, OCYLUECTBISIOWMM  pas3BegeHue,
BblpallMBaHMe 1 CoaepKaHMe XMBOTHBIX (3@ UCKITHOYEHNEM NPOoAaXn UM hapmaueBTUYECKNX CyOCTaHLMA Unmn nx
nepegaun).

(n. 7 B pea. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. OpraHusaumm ONTOBOW TOPrOBAW fleKapCTBEHHbIMWM CpeacTBaMy He BrpaBe OCYLLEeCTBAATb Mpodaxy
(nepepayy B ycTaHOBNEHHOM 3akoHopaTenbcTBOM Poccunckon ®Pegepauum nopsgke) dapmaueBTUYeCcKom
cybCcTaHuumn cnupTta 3TUNOBOro (3TaHona).

(4acTb 2 B peq. PepepanbHOro gakoHa ot 27.12.2019 N 481-93)

Cratbs 54. MpaBuna onToBOW TOProBMM NleKapCTBEHHbIMU CpeaCcTBaMu

OnTtoBas TOproB/A nekapCTBeHHbIMM CpeancTBaMU OCYLLECTBIAETCA Npoun3BoAUTENAMUN JNEKapCTBEHHbIX
cpencte M opraHuzaunamm onToBOW TOproesnin nekapCcTtBeHHbIMU cpeacTBaMu Mo nNpaBuniam Hap,ne»(au.l,eﬁ
ONCTPUOBLIOTOPCKOM MPaKTUKM M OpaBunam Hagnexaiwen npakTUKU XpaHEeHMsI U MEepeBO3KU JeKapCTBEHHbIX
npenapatoB,  YTBEPXAEHHbIM  COOTBETCTBYHOLLMMW  YMNONHOMOYEHHbIMU  ddedeparbHbIMU  OopraHamu
NCMONHUTESNBHON BNacTy.

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

Crtatbs 55. [lopsanok po3HMYHON TOProBnu fieKapcTBEHHbIMU NpenapaTtaMmm

1. PO3HMYHasa TOpProens NnekapcTBEHHbIMY Npenapartamu B KONUYecTBax, HeoOXoauMbIX NS BbINOMHEHUS
BpayebHbIX (denbAlepckMx) HasHayYeHu WM HasHayeHun crneumanuctoB B obnactu BeTepuHapum,
OCYLLIECTBAETCA anTeyYHbIMW OpraHM3aumaMy, BEeTepMHapPHbIMU anTe4YHbIMW OpraHM3aumsaMm, UHAMBMAYaNbHbIMU
npegnpyHMMaTensMi, UMEKLWMMM  FNMUEH3MI0 Ha  (bapmaueBTUYECKyl0 OesTeNbHOCTb, MeAULUHCKMMM
opraHusauusmMu, UMeLWMMM MUUEeH3N Ha dapMaueBTUYECKyl0 OedTeNnbHOCTb, U Ux 06ocobneHHbIMU
nogpasgeneHusiMmu (ambynatopusamu, enbaepckumm U enbalepcKo-akyLUepPCKUMN MYHKTaMK, LieHTpamu
(oToeneHuamun) obuiern BpavyebHOM (CEMENHON) NPaKTUKKN), PACMONOXEHHLIMU B CEJNbCKUX HACEMNEHHbIX MYHKTaX,
B KOTOpPbIX OTCYTCTBYIOT anTeyHble OpraHmM3auun, 1 BeTepMHAPHbIMU OpraHn3aumnsamMu, UMEKLWUMU NNLEH3NI0 Ha
dapmaLeBTUYECKYI0 AeATenbHOCTb. PaspelleHa po3HWYHas TOProers TOMbKO feKapCTBEHHbIMU npenapaTtamu,
3apeructpupoBaHHbiMn B Poccuiickon ®egepaumn  unu - U3roTOBMEHHbIMM  anTeYHbIMU  OpraHu3aumsamu,
BETEPVHAaPHbLIMU anTeYHbIMU OpraHn3auMsaIMun, MHOUBMAYaNbHbIMU NpeanpuHUMaTensMm, UMeLWNMN NULEH3NI0
Ha (bapmaueBTUYECKY0 OesATeNbHOCTb. PO3HMYHAs TOProBns rnekapCcTBeHHbIMU NpenapaTtamMmmn ocyLLecTBseTCs
No npaBunaMm Hagnexaiwlenh anTeyHOW NPaKTUKW, YTBEPXKOEHHbIM YMNOMHOMOYEHHbIM deaeparnbHbiM OpraHoM
NCMONHUTENBbHON BNacTu.

(B peq. PenepanbHbix 3akoHOB OT 25.11.2013 N 317-93, o1 22.12.2014 N 429-03)

1.1. Po3HM4YHasi TOpProBnsi JeKapCTBEHHbIMW MpenapaTaMmuM AN  MeOWUMHCKOTO NpUMEeHeHus (3a
WCKIMIOYEHMEM JIEKAapCTBEHHbIX MpenapaTtoB, OTNyckaeMblX MO peLenTy Ha JieKapCTBEHHbIM npenapar,
HapKOTMYECKMX JIEKAPCTBEHHbIX MpenapaToB M MCUXOTPOMHbLIX JEKAPCTBEHHbIX MNPenapaTtoB, a TakKke
CMMPTOCOAEPXALLUX NTEKAPCTBEHHbIX MpenapaToB ¢ 00bEMHON OONen 3TUNOBOro cnvpTa ceBbiwe 25 NpoLeHTOB)
MOXeT OCYLLEeCTBMAATLCHA anTeYHbIMX OpraHu3auusMyM  AOMCTaHUMOHHBIM  CMOcOoBoM. PO3HUYHYIO TOpProsmto
nekapCcTBEeHHbIMW MpenapaTamMm  ANns  MeAUUMHCKOrO MNPUMEHEHUS  OUCTaHUMOHHBIM — Cnocobom  MoryT
OCYLLECTBMATL anTeyHble OpraHusauun, WMerLme MUUEeH3NI0 Ha dapMaueBTUYECKY0 OeATeNbHOCTbL U
COOTBETCTBYIOLEE pa3pelleHve dedepanbHOro opraHa UCMONHUTENbHOW BMNACTW, OCYLLECTBAOLWEro yHKUunn
Mo KOHTPOM W Hapg3opy B cdepe 3gpaBooxpaHeHus. [Mopsgok BblgauM paspelleHust Ha OCyLLEeCTBIEeHMEe
PO3HUYHOW TOProBnM NEKapCTBEHHbIMW MpenapaTtamMmv OUCTaHLMOHHBLIM cnocobom, TpeboBaHUS K anTeYHbIM
opraHu3auusaM, KOTopble MOryT OCYLLEeCTBMATb Takyld TOProBMi0, M MOPSOOK ee OCYLEeCTBMEeHUd, a Takke
npaBuna AOCTaBKM NeKapCTBEHHbIX MpenapaToB rpaxgaHam yctaHaenueawTcsa [MpaButensctBom Poccumnckon
®epepaumun. NHdopmauusi 06 onnayveHHbIX (OTNYLLEHHbIX) U NOSTyYEeHHbIX NIEKAPCTBEHHbIX NpenaparTax BHOCUTCA
B CUCTEMY MOHUTOPUHra ABWKEHUS NEKAPCTBEHHbIX MpenapaToB AN MEeAMLMHCKOro NMPUMEHEHMS B MOPSOKeE,
NpegyCMOTPEHHOM YacThio 7 cTaTbu 67 HacTodawero PegepanbHOro 3akoHa.

(vacTb 1.1 BBegeHa depeparnbHbimv 3akoHoM oT 03.04.2020 N 105-93)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

2. Buabl anTeuHbIX opraHMsauuii U mpaBuma OTMycka NeKapCTBEHHbLIX MpenapaTtoB AN MeAULMHCKOro
NPUMEHEHMS anTeYHbIMW OpraHn3aunusaMn, UHANBUAYaNbHLIMW NPeaAnpPUHUMATENSAMN, UMEIOLMMU NIMLEH3NIO Ha
dhapmaLeBTUHECKYO AeATeNbHOCTb, a Takke MpaBuaa OTNycka NekapCTBEHHbIX NpenapaToB Ans MEeAULMHCKOro
NPUMEHEHNS MEOULMHCKUMU OpraHn3aumsiMmmn, UMELWUMN NULEH3NI0 Ha (hapMaLEeBTUYECKYIO AeATEeNbHOCTb, U
nx o6ocobneHHbIMU noapasgeneHusMu (ambynatopusimm, denbaepckumm u  enbaLepcKo-aKyLepCKUMm
NyHKTaMu, LueHTpamu (oTgeneHvsammn) obuien BpadyebHOM (CeMENHO) NPaKTUKM), PacronoXeHHbIMU B CEITbCKMX
HaceneHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHu3auuu, YTBEpPXAAlTCs YMNONMHOMOYEHHbBIM
denepanbHbIM OpraHOM UCMONMHUTENBHON BRaCTy.

(B pea. PegepanbHoro gakoHa ot 25.11.2013 N 317-$3)

3. MNpaBuna oTnycka HApKOTUYECKMX CPEACTB M NMCMXOTPOMHbIX BELLECTB, 3apErMcTPUPOBaHHbIX B Ka4ecTBe
NEKapCTBEHHbIX MpenapaToB, JIEKAPCTBEHHbIX MpenapaTtoB, CoAepXalluMx HapkoTUdeckue cpeactea W
NCUXOTPOMHbIE BELLECTBA, YTBEPXKAATCA YNONIHOMOYEHHbIM hefeparnbHbIM OpraHOM UCMOSNTHUTENBHOW BRacTu
no cornacoBaHuio ¢ egeparnbHbiM OpraHoOM UCMONHUTENBHON BNACTW, YNONMHOMOYEHHbIM B cdhepe BHYTPEHHUX
oen.

(B peq. ®enepanbHoro zakoHa ot 03.07.2016 N 305-93)

4. JlekapcTBeHHble npenapaTbl Ans BETepPUHApPHOro MpPUMEHEHUs Moanexar OTMYCKy BeTepuHapHbIMU
anTevyHbiMW oOpraHun3aunamMmun, BeTEepUHapPHbIMU OpraHu3aumamMmun, wuHOMBMAyanbHbIMU NpeanpuHUMaTenamm,
UMELMMN MULEH3NI0 Ha apmaueBTudeckyto geatenbHocTb. OTNYCK NeKkapCTBEHHbIX MNpenapatoB Ang
BETEPVHAPHOIO NMPUMEHEHMS OCYLLIECTBINSAETCA B COOTBETCTBMM C NMpaBunaMy Hagnexailen anTe4yHom NpakTUKm
NeKapCTBEHHbIX MNpenapaTtoB Afs  BETEPUHAPHOrO  MPUMEHEHUS, YTBEPXOEHHLIMU  YMOSTHOMOYEHHBIM
deaepanbHbIM OpraHoM UCNOSTHUTENBHOM BacTu.

(B peq. PepnepanbHoro 3akoHa ot 02.08.2019 N 297-93)

5. MNepevyeHb MEONLMHCKNX OpraHn3aL i, UMEKLNX NMLUEH3NI0 Ha hapMaLeBTUYECKYHD OEATENbHOCTb, U
nx 060cobneHHbIX noapasgeneHnin (ambynaTopui, denbalepckux 1 enbaepcKo-akyLWepCcKnX MyHKTOB,
LeHTpoB (oTaeneHun) obuwiern BpavyeOHOM (CEMEWHOWN) MPaKTUKM), PACMOSIOKEHHbIX B CENbCKUX HaCeseHHbIX
MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeudHble OpraHu3auuu, a Takke nepeyeHb feKkapCTBeHHbLIX MnpenapaTos,
npopaxa KOTOPbIX MOXET OCYLUECTBNATbLCA yKasaHHbIMW  OpraHu3aumMsMum KM uMx 060CcOoBneHHbIMM
noapasgeneHmsiMmn, ycTaHaenmBatoTCsl opraHammn UCMONHUTENBHONM BNacTh cybbekTtoB Poccuiickon Pepepaumm.
(B peq. PenepanbHbix 3akoHOB OT 25.11.2013 N 317-®3, o1 03.04.2020 N 105-93)

6. AnTeyHble opraHuMsauuMu, UVHAMBUAOYasrbHble MNPEANPUHUMATENM, MMEKLWUEe  JIMUEH3UI0  Ha
hapmMaLeBTUYECKYID OeATenbHOCTb, 00s3aHbl obecneumBaTbh yTBEPXAEHHbIN [lpaBuTenbcTBOM Poccunckomn
depepaumm n HopMUPYEMbIN B YCTAHOBNEHHOM MM NOPAAKE MUHUMAIbHbLIA aCCOPTUMEHT feKapCTBEHHbIX
npenapaToB, HEOOXOAMMbIX A5 OKa3aHUsA MEAULMHCKOM NMOMOLLN.

(4acTb 6 B pea. PegepanbHoro gakoHa ot 25.11.2013 N 317-93)

7. AnTeuyHble opraHusauuu, WHAMBWUZYyanbHble NpeanpuHMMaTenn, MMellmMe  NULEH3UI0  Ha
hapMaLeBTMYECKYD OeATENbHOCTb, HapsiAy C flekapCTBEHHbLIMU MpenapataMmu MMEeKT npaBo npuobpeTtaTb U
npodaeaTtb, B TOM 4YuCrie AUCTaAHLMOHHBLIM CMOCOOOM, MEAMUMHCKME U3Aenusi, AesmHduumpyowmne cpeacTea,
npeameTbl M cpeacTBa JNUYHOW TUMMEHbl, MNocydy Ans MeOuUMHCKMX Lenein, npeameTbl UM cpeacTea,
npegHasHadeHHble Ans yxoda 3a 60nbHbIMW, HOBOPOXAEHHBIMW U AeTbMU, HE AOCTUrUMMK BO3pacTa Tpex nerT,
OYKOBYIO OMNTUKY U CPeAcTBa yxo4a 3a Hell, MMHeparnbHble BoAbl, MPOAYKTbI e4ebHOoro, AeTCKOro U AUeTuyYeckoro
nUTaHWsi, GUONOrMyYeckn akTUBHble A0GaBKM, NapOMeEpHbIe U KOCMETUYEeCKMEe CPeACcTBa, MeAULMHCKNE U
CaHMUTapHO-NPOCBETUTENbHbIE MeYaTHble W3aaHus, NpefHasHaYeHHble AONns nponaraHabl 340pOoBOro obpasa
KU3HW.

(B pea. PepepanbHbix 3akoHOB 0T 27.07.2010 N_192-®3, o1 25.11.2013 N 317-93, ot 03.04.2020 N 105-93)

8. HestenbHocTb anTeudHbIX opraHusauun BoopyxeHHbix Cun Poccuiickon ®epepaunu, OpYyrnx BOWCK,
BOMHCKMX (POPMUPOBaHWIA 1 OpraHoB, B KOTOPbIX 3akoHoAdaTenbcTBoM Poccuiickon deagepaLumm npegycMoTpeHo
NPOXOXAEHNe  BOEHHOW  cnyxObl wunu  cegepanbHOW  rocygapCTBEHHOM  CrykObl,  CBSI3aHHOW  C
NMPaBOOXPAHUTENbHON  OEeATENbHOCTBID,  pernameHTupyetcss  Hactoswum  degepanbHbiM - 3aKOHOM U
YyTBEPXXAEHHBIMM COOTBETCTBYHOLLMMU defepanbHbiMM  OpraHaMu  MCMOMHUTENBbHOW BNacTv  MOSTOKEHUSMMU.
KoHTponb 3a cobniogeHvem ykasaHHbIMW anTeYHbIMU OpraHu3auMsmMu NonoXeHun Hactoswero degepansbHOro
3aKOHa OCYLLECTBNSAETCA COOTBETCTBYOWMMY dhedeparibHbIMU OpraHaMy UCNOMNHUTENBHON BracTu.

(B peq. PenepanbHoro zakoHa ot 13.07.2015 N 262-93)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

9. YTtpatun cuny ¢ 1 suBapsi 2021 roga. - PegepanbHbiii 3akoH ot 03.04.2020 N 105-93.

Cratbsa 56. U3roToBneHue n oTnycK fieKapCTBEHHbLIX NpenapaToB

1. UNarotoBneHue JNIEKapPCTBEHHbIX npenapartoB anTe4YHbiIMU opraHn3aunamMmn, BeTepunHapHbiMU anTe4YHbIMU
opraHn3auuammn, unHaousuayaribHbiIMU npeanpuHnMmatendaMmm, UMMernwnMmn JnuueH3UK Ha c*)apmau,eBTqueCKyro
OeATesIbHOCTb, OCYLUeCTB/IAEeTCA No peuentamMm Ha JieKapCTBEeHHble npenapatbl, Mo TDGGOBaHVIﬂM MeaUNLUMHCKNX
opraHmsau,mﬁ, Be€TepPUHaAPHbIX opraHmsau,mVl B COOTBETCTBMM C NOpaBunamMmn U3roToBneHna wn OTnycka
NleKapCTBEeHHbIX npenapaTtoB, yTBepXAeHHbIMU YNOJTHOMOYEHHbIM q)ep,epaanblM OopraHom NCMNONHUTENBHOWN
BnacTu.

2. Tpu W3rOTOBMNEHWM JIEKAPCTBEHHbLIX MpenapaToB anTe4YHbIMKM OpraHu3auusiMu, BeTEpPUHAPHLIMU
anTeYyHbIMU  OpraHM3auusiMi,  WMHAMBUAYanNbHbIMKW  NPeanpvHUMAaTensMu,  UMEKLWMMU  FIMLEH3MI0  Ha
hapmaueBTUYECKY0  [esTeNbHOCTb,  UCMOMb3YlTCs  hapMaueBTUYeckne  cyGCTaHUMKM,  BKIHOYEHHblE
COOTBETCTBEHHO B TOCY[APCTBEHHbIN PEECTP NEKAapCTBEHHbIX CPEACTB ANt MELAULMHCKOrO NPUMEHEHUSI U
rocyoapcCTBEHHbI peecTp JeKkapCTBEHHbIX CPeACTB ANs BETEePUHAPHOro MPUMEHEeHVS B YCTaHOBEHHOM
nopsgke. He pgonyckaeTcs W3roTOBREHME anTeYHbIMKM  OpraHM3auusMy, BeTepUHApPHbIMKM — anTeYHbIMK
opraHusaumsiMi, WHAVBUAYanbHbIMK MPeanpUuHUMAaTENsMU, UMELWUMM NMLEH3NI0 Ha (hapMaLeBTUYECKYIO
AesiTENbHOCTb, NEKapCTBEHHbIX NpenapaToB, 3aperMcTpupoBaHHbIX B Poccuiickon depepaumu.

3. MapknpoBka nekapcTBEHHbLIX  MNpenapaToB, W3rOTOBMEHHbLIX  anTeYHbIMW  OpraHM3aunamu,
BeTEpPMHAPHLIMW anTeYHbIMWU OpraHn3aumMsaMu, MHAMBUAYanbHbIMWU NpeanpuHUMaTENAMU, UMEOLWNMU NULEH3NIO
Ha dbapmaLeBTUYECKYO OeATENbHOCTb, 1 0hOPMIIEHNE TakuX nNpenapaToB LOSMKHbI COOTBETCTBOBATL NpaBumnam,
yKasaHHbIM B YacTu 1 HacTodLWen cTaTbu.

4. AnTeyHble opraHM3aumun, BeTepUHapHbIE anTeYHble opraHu3aummn, UHAMBMAYanbHble NpeanpuHumMaTenmu,
UMetoLLME NULIEH3NIO Ha hbapMaLEBTUYECKYIO AeATENbHOCTb, HECYT OTBETCTBEHHOCTbL 3@ HECOONIOAEHNE NpaBUI
N3roTOBMEHNss U OTMNycKa IeKapCTBEHHbIX MpPenapaTtoB B COOTBETCTBMM C 3akoHoAaTenbCTBOM Poccuickon
depepayuu.

Ctatba 57. 3anpeweHve npogaxu anbCUPULUMPOBaAHHLIX JleKapCTBEHHbLIX CPeacTs,
HefoGpoKayeCcTBEHHbIX NIEKaPCTBEHHbLIX CPeACTB, KOHTPahaKTHLIX NleKapCTBEHHbLIX CPeacTB

Mpopaxa ¢anbCMpUUMPOBaHHBIX JTEKAPCTBEHHBLIX CPEeAcTB, HedoBGpOKayYeCTBEHHbLIX EKapCTBEHHbIX
CPeACTB, KOHTPadaKTHbIX JIEKaPCTBEHHbIX CPEACTB 3anpeLlaeTcs.

Crtatbsa 58. XpaHeHue nekapCcTBEeHHbIX CPEeACTB

1. XpaHeHne nekapCcTBEHHbIX CpeACTB OCYLLEeCTBNAETCA NPOU3BOAMTENSAMWU NeKapCTBEHHbIX CPEeACTB,
opraHvM3auMsMy  ONMTOBOW  TOProBMW  fEeKapCTBEHHbIMW  CPEeACTBaMM,  anTeYHbIMM  OpraHu3auusiMm,
BETEPVHAPHbLIMU anTeYHbIMWU OPraHn3aumsIMun, MHOUBMAYaNbHbIMW NpeanpuHuMaTensMm, UMeLWNMN NULEH3NI0
Ha dapMaLeBTUYECKYI0 OeATeNbHOCTb WM JNIULEH3UI0 Ha MEAUUMHCKYI0 AeATenbHOCTb, MeAULUUHCKUMM
opraHv3auMsMu, BeTEPUHAPHBIMW OPraHn3aumusIMm U UHbIMWA OpraHM3auMsMy, OCYLLEeCTBSLWMMM obpalleHre
NeKapCTBEHHbIX CPeACTB. XpaHeHWe nekapCTBEeHHbIX CPEACTB ANA BETEPUHAPHOro NMpUMEHEHMS OpraHM3aunsaMm
W MHOMBUAOYanbHbIMW NPeAnpuHMMaTensaMm B Cnyvasx, €CfM OHM WCMONb3YITCA WCKIIOYMTENBHO Mpw
pa3BefeHun, BblPALLMBAHUN, COOEPKaHUN W JIEYEHUWN KUBOTHBIX, MOXET OCyLeCcTBNATbCA 6e3 nonyyeHus
nMUeH3nn Ha hapmaLeBTUYECKYO AeATenbHOCTb.

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

2. lMpaBuna XxpaHeHWsl NeKapCTBEHHbIX CPEACTB YTBEPXOalTCs COOTBETCTBYIOLLMM YMNONHOMOYEHHbBIM
deaepanbHbIM OpraHoM UCNOSTHUTENBHOM BacTu.

3. XpaHeHuMe HapKOTUYECKUX FEeKapCTBEHHbIX CPEACTB, MCUXOTPOMHLIX JIEKAPCTBEHHbIX CPEACTB,
pagnodapMaLeBTUYECKUX JIEKAaPCTBEHHBIX CPEeACTB OCYLLECTBMSIETCA B COOTBETCTBUM C 33KOHOOATENbCTBOM
Poccuiickon ®egepaumn.

Cratba 58.1. lNpeamMeTHO-KONMYECTBEHHbLIN Y4YeT JeKapCTBEHHbIX CPeAcTB ANl MeAULMHCKOro
npUMeHeHus
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

(BBegeHa degepanbHbIM 3akoHOM OT 25.12.2012 N 262-03)

1. [epeyeHb nekapCTBEHHbIX CpeacTB AN MEOWULUMHCKOrO  MpPUMEHEHWs,  Moanexaliux
NPeaMETHO-KOMMYECTBEHHOMY  y4eTy,  YTBepXaaeTcs  YMOMHOMOYEeHHbIM  dpedepanbHbiM — OpraHom
MCMOMHUTENBHOW BNacTW.

2. [lopsagok BKIOYEHUS JIEKAPCTBEHHbLIX CPeAcTB Ans MeAWMUMHCKOTO MPUMEHEHMSI B NepeyeHb
NeKapCTBEHHbIX CPEACTB ANs MEAMUMHCKOrO MPUMEHEHUS, noanexalumx npegMeTHO-KONMYECTBEHHOMY YYETY,
yCTaHaBMNMBaeTCsl YMNONTHOMOYEHHbIM dedeparnbHbIM OpraHOM WCMOMHUTENBHOW BRAAcTM MO COrMacoBaHWUIO C
heepanbHbIM OpraHoM UCMOSNTHUTENbHOM BNAacTH, YNONIHOMOYEHHbIM B chepe BHYTPEHHUX Aen.

(B peq. ®enepanbHoro zakoHa ot 03.07.2016 N 305-93)

3. NMpeameTHO-KONNYECTBEHHBIN YYeT feKapCTBEHHbIX CPeACTB ANA MeOMLUMHCKOrO MpPUMEHEHWs BeayT
npon3BoauTENV NEKapCTBEHHbIX CPEeACTB, OpraHu3auMm ONTOBOW TOProBMM feKkapCTBEHHbIMU CpeacTBamMu,
anTeyHble OpraHuM3auuu, uHAMBMAyanbHble NpeanpuHMMaTenu, MMelLlme NUUEH3N Ha dapmaueBTUYECKyo
OEeATEeNbHOCTb UMW NINLEH3UI0 Ha MEAMLUHCKYIO AeATENbHOCTb, N MEeAULMHCKNE OpraHm3aumm, ocyLecTBrsowme
obpalleHne nekapcTBeHHbIX CPeaCTB AN MEAMLMHCKOrO NPUMEHEHWS, NyTeM pernctpaumm nobblx CBA3aHHbIX C
nx obpalleHnem onepauuni, Npu KOTOPbIX U3MEHHAETCH UX KONMMYEeCTBO U (MnM) COCTOsiHWE, B CrneumarnbHbIX
XypHanax y4eTa onepauui, CBfA3aHHbIX C obpalleHVem feKkapCTBeHHbIX CpeacTB Ans  MeOWMLMHCKOro
NpYMeHeHus (ganee - cneunanbHble XypHarbl).

4. I'IQanma perncrtpauunmn onepau,M|7|, CBA3aHHbLIX C o6pau.|,eH|/|eM JNIEKapCTBEHHbIX CpeacTtB Ond
MeAMLUMHCKOIro npuMeHeHud, BKIMHYEeHHbIX B TMepedyeHb JieKapCTBEHHbIX cpeacts and MeaumunHCKOro
npuMeHeHud, nognexawmnx npegmMmeTHo-KoNmM4yeCTBeEHHOMY y4eTy, B CreunarbHbIX XypHanax n npasunia segeHnda
n XpaHeHua cneunanbHbIX  XXypHanoB  yTBepXaarkTcA YNONMTHOMOY€HHbIM Cbe.l:l.epal'leblM opraHom
NCMNONHUTENbHON BNacTu.

5. KoHTponb 3a cobniogeHveM [paBwi permcTpauuy ornepauuii, CBA3aHHbIX C  obpalleHvem
NEeKapCTBEHHbIX CPeACTB AJ1S MeOQULMHCKOTO MPUMEHEHWs!, BKITIOYEHHbIX B MepeYeHb feKapCTBEHHbIX CpencTB
ANA MEAULIMHCKOro NMPUMEHEHWs!, NoAnexalunx npeaMeTHO-KONMMYECTBEHHOMY YUETY, B CreLmanbHbIX XypHanax,
a Takke 3a cobniogeHVem MpaBun BedeHUs W XpaHeHWs creumanbHbIX )KypHanoB Bo3naraetcs Ha
YNONMHOMOYEHHbIE hbefdepanbHble opraHbl WCMOMHUTENBbHOW BMacTM W opraHbl  WUCMOMHUTENbLHOW BraCTU
cy6bekToB Poccuiickoii degepaumn, OCYLWECTBMSAOWIME NULEH3MPOBaHME MNPOU3BOACTBA J1EKAapPCTBEHHbIX
cpeacTB, hapMaueBTUYECKON OeATEeNbHOCTM WM MeOMUMHCKOW OesiTENbHOCTM, W OCYLUEeCTBMSETCA B pamMkax
FTMLIEH3MOHHOIO KOHTPOTTS.

Mnaea 11. YHUHMTOXEHUE JIEKAPCTBEHHbLIX CPEACTB
CraTtbsa 59. OcHOBaHMA N NOPAAOK YHUUTOXEHUS NeKapCTBEHHbIX CPeACcTB

1. HepgobpokayecTBeHHbIE NEeKapCTBEHHbIE CPeacTBa, dpanbCuUULMPOBaHHbIE NIEKAPCTBEHHbIE CPEeACTBa
nognexaT U3bSATUIO M3 0OpaLLEeHNsT 1 YHUUTOXEHUIO B MOpsAKe, YCTAHOBMEHHOM [paBuTenscTBoM Poccuimckon
®epepaummn. OcHoBaHMEM [N YHUMTOXEHWS JNEKapCTBEHHbIX CPEACTB SABMSIETCA pelleHne Bnagenbua
NeKapcTBEHHbIX  CPeACcTB, peLleHMe  COOTBETCTBYHLLEro  YrNOofHOMOYEHHOro  dbedepanbHOro  opraHa
WCNONMHUTENBLHOW BNacTU UNu peLleHue cyaa.

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

2. KoHTpacpakTHble nekapcTBEeHHble cpeacTBa MOAMeXaT M3bATUI0 M3 OBpalLUeHUs U YHUYTOXEHWUKO Mo
peweHnio cyaa. [lopaaok YHUUTOXEHUS KOHTpadaKTHbIX JeKapCTBEHHbIX CPEeACTB YyCTaHaBnuBaeTCH
MpasutenbctBom Poccuiickon eagepaunn.

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

3.  Pacxogbl, CBsi3aHHble C  YHUYTOXEHMEM  KOHTpadhakTHbIX  JIEKAPCTBEHHbIX  CPEACTB,
HeqoOpOKa4YeCTBEHHbIX  JIeKapCTBEHHbIX  CPeacTB,  (anbCUULMPOBAHHbBIX — JNEKAPCTBEHHbIX  CPEACTB,
BO3MeLLATCs UX BnagenbLeM.

4. Bnapgeney nekapCTBEHHbIX CPeACTB AOSDKEH MNpencTtaBuTb B YNOSTHOMOYEHHbIM heaepanbHbIn opraH
WCNOSTHUTENBHOW BNACTU JOKYMEHT UM 3aBEPEHHYI0 B YCTAHOBMIEHHOM MOPSAKE ero Konuto, NoATBepXaalLmne
aKT YHUUTOXEHNS NeKapCTBEHHbIX CPEACTB.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

5. CoOTBETCTBYIOLMIA YMNONMHOMOYEHHbIN hedepanbHbli OpraH WCMONTHUTENbHOW BRAacTW, MNPUHSBLLMWNA
pelweHne o6 YHUYTOXEHNN NeKapCTBEHHbIX CpeaCTB, OCYLLEeCTBNAET KOHTPOJ1b 3a UX YHUYTOXEHNEM.

6. YHNUTOXEHNEe nekapCTBEHHbIX CPeACTB NPOU3BOANTCHA OpraHU3aumnsMn, UMeLLMMU COOTBETCTBYIOLLYIO
NWLEH3NI0, Ha cneumanbHO 060pyAoOBaHHbLIX MOLWadKkax, MOMMIoHax W B crneuvanbHO 000pyAoBaHHbIX
nomelleHusx ¢ cobniogeHnem TpeboBaHMI B 0ONacTu oxpaHbl OKpPYXXalollen cpedbl B COOTBETCTBUMM C
3akoHoaatenscTBoM Poccuickon depepaumm.

7. HapkoTuyeckume  nekapCTBEHHble  CpeACcTBa, MCUXOTPOMHbIE  NEKapCTBEHHble  cpeacTsa,
pagmodapMaleBTUYECKNE NEKapCTBEHHbIE CPEACTBA YHUUYTOXKAKTCS B COOTBETCTBUM C 33KOHOAATENbCTBOM
Poccuiickon depepauum.

Mnaea 12. TOCYOAPCTBEHHOE PETYJINMPOBAHUE LIEH
HA NNEKAPCTBEHHbBIE MPEMNAPATbLI ANA MEAULUNHCKOIO NPUMEHEHUA

Cratba 60. Focyp,apCTBeHHoe perynumpoBaHne LuUeH Ha InekKapCcTBeHHble npenapatbl AnsA
MeaUUMNHCKOro npumMmeHeHus

1. MocypnapcTBeHHOE perynupoBaHue LieH Ha NekapcTBEHHbIE npenapatbl And MeAULMHCKOro NpMMeHeHUs
OCYLLIeCTBNSIETCA NOCpPeaCTBOM:
(B peq. PenepanbHoro zakoHa ot 26.03.2020 N 67-d3)

1) yTtBepxaeHus [lpasButenbctBoM Poccuiickon ®egepaumn OepevHs >KU3HEHHO HeobXoOUMbIX W
BaXXHEWLLMX FeKapCTBEHHbIX MpenapaToB, KOTOPbLI opMupyeTcs U He pexe OJHOro pasa B rof
nepecMaTpmMBaeTCss B YCT@HOBMEHHOM WM [OPAOKE Ha OCHOBE KOMMMEKCHON OLEHKM NeKapCTBEHHbIX
npenapaTtoB, BKMiOYasi aHanu3 CBeAEHUA O CPaBHUTENbHOW KNMHUYECKOM 3addekTUBHOCTM KM Be3onacHocTu
NeKapCTBEHHOrO CPeAcTBa, OLEHKY 3KOHOMMWYECKMX MOCMEeACTBMIN MPUMEHEHMS NeKapCTBEHHOro CpeacTsBa U
n3yyeHne AONONHUTENbHBIX MOCNEACTBUA NMPUMEHEHWS NeKapCTBEHHOrO CPEACTBa;

(B pea. PenepanbHbix 3akoHOB 0T 22.12.2014 N 429-93, o1 13.07.2020 N 206-93)

2) yTBEepXOEHMA MeToaMKW pacyeTa npefenbHbIX OTMYCKHbIX LeH Npou3BoAMTENen Ha rnekapCTBeHHble
npenapartbl, BKMOYEHHbIE B MepeyeHb XU3HEHHO HeOOXOAMMbIX U BaXHEWLIMX NeKapCTBEHHbIX npenapartos, a
Takke BHEeAPEHUA MexaHn3MoB (DOPMMPOBAHUSA CUCTEMbI peepeHTHbIX LIeH;

(B pea. PenepanbHbix 3akoHOB 0T 22.12.2014 N 429-93, o1 06.06.2019 N 134-03)

3) rocyaapcTBEHHOW perncrpauvm npegenibHbiX OTMYCKHbIX LEH Mpou3BOAUTENEN Ha rekapCTBEHHble
npenapartbl, BKIIOYEHHbIE B NepeYeHb XNU3HEHHO HEOBXOANMBIX U BaXXHEWLLUMX NEKAPCTBEHHLIX NPenapaTos;
(B peq. PepepanbHoro 3akoHa ot 06.06.2019 N 134-93)

4) BeAeHUA rocyaapCTBeHHOro peectpa npeaesibHblX OTMYCKHbIX LEeH npowssop,meneﬁ Ha NneKapCTBEHHbIE
npenaparbl, BKIMIO4YEHHbIE B NepeyYeHb XN3HEHHO HeobXoAMMbIX U BaXKHENLLIMX JNIeKapCTBEHHbIX NpenapaTtoBs;

5) yTBEpXAEHMS METOAMKW YCTAHOBMNEHWUsI OpraHamu WUCMONHUTENbHOM Bnactu cybbekToB Poccumnckomn
depepaumm npeaenbHbIX pasmMepoB OMNTOBbIX HaabaBOK M npeferibHbIX pPasMepoB PO3HUYHBLIX HAO0aBOK K
PaKTUYECKMM OTMYCKHbIM LeHaM, YCTaHOBMEHHbIM MPOM3BOAUTENAMU NEKApCTBEHHbLIX NpenapaToB, Ha
nekapCTBEHHbIE MpenapaTbl, BKIMYEHHbIE B NEPEYEHb XU3HEHHO HEOOXOAMMbBIX U BaOXKHEWMLLNX FTEKAapCTBEHHbIX
npenapaTos;

6) ycTaHoBNeHWs npefenbHbIX pPa3MepoB OMTOBbIX HAA0aBOK W MNpedenbHbIX PasMepoB PO3HUYHbIX
HanbaBoK K (haKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM NPOM3BOAUTENSIMU NEeKapCTBEHHbIX NpenapaTos,
Ha neKkapCcTBEHHble npenapaTtbl, BKIOYEHHbIE B MEPeYeHb XU3HEHHO HEOOXOAUMBLIX U  BaXHEMLUX
NekapcTBEHHbIX MPenaparos;

7) yTBEepXAeHUs nopsiaka Bbligauun npeannucaHvuin opraHam UCnonHUMTENbHOM BnacTn cyobekToB Poccumnckon
denepaumm o0 npuBedeHMM B COOTBETCTBME C 3akoHopaTenbcTBOM Poccuiickon depepaumm pelleHuii ob
YCTaHOBMNEHUN MNPeLEeNbHbIX Pa3MepoB OMNTOBbIX HagbaBOK M NpefernbHbIX pasMepoB PO3HUYHBIX HagbaBOK K
haKTUY4ECKMM  OTMYCKHbIM L€HaM, YCTaHOBMEHHbIM MNPOM3BOAUTENSAMW FEKApCTBEHHbIX MpenapaToB, Ha
NeKapCTBEHHbIE NMpenapartbl, BKMIOYEHHbIE B MEPEYEHb XXU3HEHHO HEOOXOOAUMbBIX U BaXKHENMLLMX JNIEKAPCTBEHHbIX
npenapaToB, €CNU OHW MPUHATBI C HapyleHuem 3akoHopaTtenbcTBa Poccuiickon Pepepauun, B nopsagke,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

ycTaHoBneHHoM [NpaBuTtensctBom Poccuiickon Pepepaumu;

8) HanpaBneHus YnNorIHOMOYEHHbIM befeparnbHbiM  OpPraHOM  WUCMOMHUTENBHOW BflacTM  OpraHam
ncnonHuTeNbHOW Bnactn cybobekToB Poccuiickon ®epepauun npeanvcaHuini 0 nNpuBeAeHMM B COOTBETCTBUE C
3akoHogaTtenbcTBoM Poccunckon ®Pefepaumm MNpUHATBIX C  HapyleHWeMm 3akoHojaTenbctBa Poccunckon
depepaumm pelweHnn o6 ycTaHOBNEHUN npeneribHbIX pasMepoB ONTOBLIX HAaA0aBOK M NpeaeribHbIX pa3mMepoB
PO3HMYHbIX HagbaBOK K LEHaM Ha JeKapCTBEHHble mnpenapaThl, BKMAYEHHbIE B MNEPEYEHb >KUIHEHHO
Heo6X0OMMBIX U BaXKHEWLLMX NEKAaPCTBEHHbIX NpenapaTos;

9) ocyllecTBneHns denepanbHOro rocygapcTBEHHOro Hagsopa B cdepe obpalleHusi NeKapCTBEHHbIX
CPEACTB M PErnoHarnbHOro rocyJapCTBEHHOINO KOHTPOIS 3a NMPUMEHEHWEM LIEH Ha NeKapCTBEHHble npenapathbl
COOTBETCTBEHHO YMOJTHOMOYEHHbIMU  befeparnbHbIMW  OpraHamMn  UCMNOMHUTENbHOW BRacTM U opraHammu
ucnonHuTeneHoM Bnactu cybbektoB Poccuiickon depepaumm CornacHo WX KOMMAETEHUMM B MNopsigke,
ycTaHoBneHHoM [NpaBuTtenbctBom Poccuiickon ®epepanmu;

(n. 9 B pen. ®egepansHoro 3akoHa ot 25.06.2012 N 93-93)

10) npumeHeHNss NpedyCMOTPEHHbIX 3akoHoAaTenbcTBoM Poccuiickon denepaumm mMep OTBETCTBEHHOCTU
3a HapyLleHue nopsiaka LeHoobpa3oBaHust Ha NeKapCTBEHHbIE NpenapaThbl, BKOYEHHbIE B NEpeYeHb XN3HEHHO
HEeOOXOAMMbIX U BaXKHENLLUMX FlekapCTBEHHLIX NpenapaTos.

(B peq. PenepanbHoro zakoHa ot 27.12.2019 N 475-93)

2. B ycnoBusix u4pesBblMalHOW cuTyaumm U (MnNM) NpyM  BO3HUMKHOBEHMM Yrpo3bl pacnpoCTpaHeHus
3aboneBaHns, NpeacTaBnsLWEro ONacHOCTb AN OKPYXXAaKLWKUX, a Takke B Clyyae, ecrnv B TeYeHue Tpuguatu
KaneHgapHblx AHen nocne npuHatua [paButensctBoM Poccuiickon degepaumm pelleHns o npoBeaeHUM
MOHUTOPUHIa PO3HUYHbLIX LEH Ha JNeKapCTBEeHHble npenapaTtbl, He BKMOYEHHbIE B [EpeYeHb XU3HEHHO
HeOOXOAMMbIX U BaXKHEWLLNX NeKapCTBEHHbIX MpenapaToB, Ha TeppuTopusx cybbekToB Poccuiickon depepaumm
BbISIBNIEH POCT PO3HUYHBLIX LIEH Ha yKasaHHble NEeKapCTBEHHble Npenapartbl Ha TpuauaTb NpoueHToB U Gonee,
MpaBuTtenbctBo Poccuiickon Pegepaummn BnpasBe YCTaHOBUTL NpederibHble OTMYCKHble LieHbl npou3BoguTenen
Ha yKa3aHHble NekapCTBEHHbIE NpenapaTbl, NpeaenbHble pa3Mepbl ONTOBbIX HaabaBoK 1 NpefernbHble pasmepsbl
PO3HUYHbIX HagbaBOK K (OaKkTUYECKMM OTMYCKHbIM LieHaM MNpou3BOAMTENEN Ha YyKasaHHble JeKapCTBEHHbIE
npenapaTbl. [NepeyeHb NeKapCTBEHHbIX MpenapaToB, He BKIOYEHHbIX B NMepeyveHb XU3HEHHO HeobXOoAMMbIX U
Ba)KHEWLWNX NeKapCTBEHHbIX MpenapaTtoB, M NOPAAOK ero opmupoBaHua onpegensoTcs [MpaBUTENbCTBOM
Poccuiickon depepauum.

(vacTb 2 BBegeHa deaepanbHbiv 3akoHoMm 0T 26.03.2020 N 67-93)

3. B TeyeHne peBsiHOCTa KkaneHOapHblX AHeEW cO OHA yTBepxaeHus [lpaButenbcTBoM Poccuiickon
dPepepaummn nepeyHs, ykasaHHOro B 4acTu 2 HACTOsLWEN cTaTbW, He [ONyCcKalTcs peanu3aums M OThycK
BKITIOYEHHbIX B HEro JIeKapCTBEHHbIX MpenapaToB MO LeHaMm, MpeBbllallWmMM MNpeaenbHble OTMYCKHbIE LEeHbl
npou3BoguTENEeNn Ha YKka3aHHble IeKapCTBEHHblEe Mpenapathbl, NpeaerbHble pa3Mepbl OMTOBbIX HagbaBoOK U
npegenbHble pasMepbl PO3HNYHbIX HaABaBOK K (haKTUYECKMM OTNYCKHbIM LieHaM Npou3BoauTeNen Ha yKasaHHble
nekapCTBEHHbIE NpenapaTbl C y4eTOM Harora Ha fobaBneHHy0 CTOMMOCTb.

(vacTb 3 BBegeHa deaepanbHbIM 3akoHoM OT 26.03.2020 N 67-03)

KoHcynbTaHTlntoc: npumevanue.
3apernctpupoBaHHele o 07.06.2019 npefenbHble OTMYCKHblE  LEHbl  noanexar obsasaTensbHou
nepepeructpauumn B 2019 - 2020 rogax B cootBeTcTBUMN CO CT. 2 P3 07 06.06.2019 N 134-D3.

Cratba 61. lNocypnapcTBeHHas peructpauuss U nepepermcrpaums npeneribHbIX OTMYCKHbIX LieH
npousBoAuTenen Ha nNekapcTBeHHbIe NMpenapaTbl, BKIKOYEHHbIe B NepevyeHb XKU3HEHHO HEOOXO0AUMbIX U
Ba)XXHEWNLINX fleKapCcTBEHHbIX NpenapaTos

(B pen. PepepanbHoro gakoHa ot 06.06.2019 N 134-93)

1. MNpepenbHasa OTMycKHas LieHa NMPOU3BOAUTENS Ha NeKapCTBEHHbIN npenaparT, BKIYEHHbIN B NepeyeHb
YKM3HEHHO HEOOXOAUMBIX U BaXKHEMLUMX NeKapCTBEHHbIX NMPenapaToB, NMOASIEXUT roCy4apCTBEHHOW perucTpaumm
B nopsake, yctaHoBreHHoMm [paBuTtenbctBom Poccuiickon defepauum, Ha OCHOBaHWM MPEACTABIEHHOMO B
YNOMHOMOYEHHbI hefeparnbHbii OpraH WCMOMHUTENLHOW BNacTu 3asiBMeHUs AepxaTtens wunuv Brnajenbua
PerncTpaumMoHHOro Y0CTOBEPEHMWS NEKAPCTBEHHOTO Npenapara (YNofHOMOYEHHOro UM nuua).
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

2. 3aperucTtpvpoBaHHas npegernbHasi OTMNyCKHas LeHa MNpou3BOAUTENSI Ha NeKapCTBEHHbIA Mpenapar,
BKITHOYEHHbIN B MepedeHb KU3HEHHO HeobXOoOUMbIX U BaXKHEMLUMX feKkapCTBEHHbIX NpenapaToB, MOXeT ObiTb
rnepepervcTpupoBaHa B CTOPOHY YBENMYEHWUsI OAMH pa3 B KarneHgapHOM rogy Ha OCHOBaHWW NpPefCcTaBrieHHoro B
YMOSTHOMOYEHHbIN oefeparnbHbIi OopraH WUCMOMHUTENbHOW BnactM Ao 1 okTAbps kawaoro roga 3asiBNeHus
aepxartens unv Briagenbla perncTpaumMoHHOro yaOCTOBEPEHUS NEKAPCTBEHHOMO npenaparta (YynonHOMOYEHHOro
um nuua).

3. 3apeructpupoBaHHasa npegenbHas OTMYCKHasd LeHa Npov3BOAUTENSA Ha NeKapCTBEHHbIM npenapar,
BKITHOYEHHBIN B MepeYeHb KU3HEHHO HEOOXOOUMbBIX U BaXKHEMLUMX feKapCTBEHHbIX NpenapaToB, MOXeT ObiTb
nepeperncTpMpoBaHa B CTOPOHY CHWKEHUSI HA OCHOBaHWW NpeacTaBIEHHOro B YNONHOMOYEHHbIA dheaeparbHblii
opraH WCMONHUTENbHOW BRAcTW 3asiBNeHUs AepXaTens wnu Brnagenbua pernctpaurMoHHOro YAOCTOBEPEHUS
NlekapCTBEHHOro npenapata (YNnosIHOMOYEHHOTO UM Nnua).

4. [epxaTenb wWnu BriajeneLl perucTpaLMoHHOrO YAOCTOBEpPEHWsI JIeKapCTBEHHOro rnpenapara
(ynonHomMo4eHHoe UM NuLUO) 06s3aH NpPeAcTaBUTb B YNONMHOMOYEHHbIA ddefdeparibHbii opraH UCMOMHUTENBHON
BlacTW 3asiBNIeHME O NepeperucTpaummn 3aperucTpupoBaHHON NpeaenbHOW OTMNYCKHOWM LieHbl MPOM3BOAMTENS Ha
NEeKapCTBEHHbIN npenapaT, BKIYEHHbIN B NepeyeHb KM3HEHHO HEOBXOOMMbIX U BaXXHEMLIMX NEKapCTBEHHbIX
npenapaTtoB, B CTOPOHY CHIDKEHUS B CIIEeAYIOLLMX CryYvasix:

1) CHMXEHuEe LeHbl B I/IHOCTpaHHOIZ BanTe Ha ﬂeKapCTBeHHbIIZ npenapart B CTpaHe npon3soanTend n (VIJ']I/I)
B CTpaHax, B KOTOpPbIX ﬂeKapCTBeHHbIVI npenapar 3aperncTtpmposaH u (VIJ'IVI) B KOTOpble nNoCTaBiAEeTCA
npounssoguTenemMm;

2) CHMWXeHVe LeH Ha pedepeHTHbIE NEKapCTBEHHbIE MpenapaThl B COOTBETCTBUMU C NMYHKTOM 1 HacTosiLewn
YyacTu (ANs COOTBETCTBYIOLMX BOCMPOM3BEAEHHbIX, OWoaHanoroBbix (6MONOAOGHLIX) reKkapCTBEHHbIX
npenapaToB);

3) npeBbllleHNe npeaensHON OTMNYCKHOM LeHbl Ha MepBbli  BOCNPOU3BEOEeHHbIN, BGuoaHanorosbin
(6onoaoBHbIA) NekapCTBEHHLIN MpenapaTt MHOCTPAHHOrO MPOM3BOACTBA Hag MNpPefenibHOM OTMYCKHOW LEeHOM
npon3BoauTENst Ha BTOPOW BOCNPOM3BEAEHHbLIN, BGroaHanorosein (6MONO4OGHLIN) NEKapCTBEHHbIM Npenapar,
paccuyuTaHHOM B COOTBETCTBUU C METOAMKON, yTBepxaeHHoM NpaBuTensctBoMm Poccuiickon ®epepauuu;

4) npeBbleHWe npedenbHOW OTMAYCKHOW LUeHbl Ha nepBbii BOCMNPOWU3BEAEHHbIW, BrnoaHanorosbIn
(6buonoao6HbIN) NekapCTBEHHbIN NpenapaTt NpPoM3BoANTENS rocyaapcTea - YreHa EBpasminckoro 3KOHOMMYECKoro
colo3a Haj npefernbHOW OTMYCKHOW LIeHOW MpOW3BOAMTENS Ha BTOPOW BOCNPOU3BEAEHHbIN, GUOaHanoroBbin
(6uonogo6bHbIN) NekapCTBEHHbIN NpenapaTt NpPoM3BoAMTENS rocygapcTea - YneHa EBpasmMinckoro 3KOHOMMYECKoro
COH03a, pacCYMTaHHOM B COOTBETCTBMM C METOANKON, YTBEpXAeHHoW [paBnTenscTBoM Poccuiickon degepaumm.

5. Mopagok nepeperncTpauumn 3aperncTpupoBaHHbIX NpedenbHbIX OTMYCKHbIX LIeH NPou3BOAMTENEn Ha
nekapcTBeHHble npenapartbl, BKMOYEHHbIE B NepevYeHb XXU3HEHHO HEOOXOOAUMbBIX U BaXKHEMLLMX NEeKapCTBEHHbIX
npenapaToB, B CcrnyyasiX, MNpegyCMOTPEHHbIX 4YacTamu 2 - 4 HacTodwen cTaTbW, YyCTaHaBMNMBaeETCS
MpaButenbcTBoM Poccunckon ®egepaunn.

6. OkoOHOMUYECKMIA aHanu3 npeaernibHOM OTMYCKHOW LieHbl NPOM3BOAMTENSA Ha NeKapCTBEHHbLIN npenapar,
BKMIOYEHHbIA B MNEPEYEHb XXM3HEHHO HEeOoOXOOUMbIX M BaKHEWMLLMX JleKapCTBEHHbIX MpenapaTtoB, Npu ee
rocygapCTBEHHOM  perncrpauum  unu  nepeperucTpaumm  OCylecTBnAeTca  dedeparnbHbiM - OpraHom
NCNOJTHUTENBHOW BIIACTW, OCYLLECTBAALWMM (QYHKLMM MO NPUHATUIO HOPMATMBHBIX NPaBOBbLIX aKTOB U KOHTPOJO
3a cobniogeHnem 3akoHoAaaTenbCcTBa B cdhepe rocyfapCTBEHHOrO pPerynupoBaHus LeH (TapudoB) Ha ToBapbl

(ycnyrn).

7. Pacuet npegenibHblX OTMYCKHbIX UEeH, YKa3aHHbIX B 4YacTAX 1 1 2 HacToswen cTaTby, npn umx

rocygapCTBEHHON pernctpaumm unu nepepermcrpaumm OCyLLEeCTBMAeTCHd B COOTBETCTBUM C  METOLAMKOMW,
yTBepxaeHHow [NpasutensctBoM Poccunckon Pegepaumm n yunTbiBalowen B TOM YnCne:

1) cobniogeHve GanaHca WHTEpPecoB TMoTpebuTeneil NeKapCTBEHHbIX MpenapaTtoB, BKIIOYEHHbIX B
nepeyeHb >KU3HEHHO HeobXOOAMMbIX W BaXHEWLIMX JeKapCTBEHHbIX MpenapaToB, W MNpou3BoAMTENEN
NeKapCTBEHHbIX MPenapaToB, BKIIOYEHHbIX B NepeYeHb KN3HEHHO HEOOXOAUMBIX U BaXKHEMLUNX NEKAPCTBEHHbIX
npenaparos;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

2) hakTu4eckyto OTMYCKHYI LieHy Ha NekapCTBeHHble npenapatbl B Poccunckon ®epepaunm, LeHy BBo3a
nekapcTBeHHbIX npenapatoB B Poccunckyto Pegepaumio, a Takke UeHbl Ha aHanoruMyHble NEeKapCTBEHHbIe
npenapatbl, Haxoadwuecs B obpalleHun B Poccunckon egepaumu;

3) 3aTpathbl NPOM3BOAMTENS NEKapCTBEHHOrO npenapara Ha NPpoV3BOACTBO U peanu3aumio NieKapCTBEHHOro
npenapara;

4) LUEeHYy Ha .l'IeKapCTBeHHbIﬁ npenapart, ero ueHy B CTpaHe npoum3sBoauTenda U B CTpaHaX, B KOTOPbIX
ﬂeKapCTBeHHbIVI npenapart 3aperncTtpmnpoBaH n (I/IJ'IVI) B KOTOpPbIE MOCTABNAETCA NPONU3BOAUTENIEM.

8. He ponyckaiTcs peanusaumsi U OTMNYCK JEKApPCTBEHHbIX MpenapaToB, BKMAYEHHbIX B MNepedeHb
XNU3HEeHHO HeOGXOﬂVIMbIX U  BaXHeunLmnx NNeKapCTBEeHHbIX MNpenapaTtoB, Ha KOTOopbie MNpon3BoAUTENAMU
NekapCTBEHHbIX MpenapaTtoB He  3aperucTtpypoBaHa npegenbHas  OTNyCKkHast LeHa, peanusauus
npou3BoaMTENSIMA NEKapCTBEHHbIX MpenapaTtoB MO LeHaM, MpeBbIllaloWM 3aperMcTpupoBaHHbIe UMK
nepeperncTpupoBaHHble NPeAenbHble OTMNYCKHbIE LIEHbl HA JNEKAPCTBEHHbIE MpenapaTbl C y4eTOM Hanora Ha
[0b6aBNeHHY CTOMMOCTb.

9. OcobBeHHOCTN roCyaapCTBEHHOrO perynupoBaHus npefenbHbIX OTNYCKHbIX LUEeH npousBoauTenen Ha
nekapCTBEHHbIE MpenapaTbl, BKIMYEHHbIE B NEPEYEHb XU3HEHHO HEOOXOAMMbBIX U BaXKHEWMLLNX FIEKAapCTBEHHbIX
npenapaToB, B 3aBUCUMOCTU OT SKOHOMMUYECKMX U (MMn) coumarnbHbIX KpUTEPUEB (UBMEHEHUE YCIOBUI, Nopsiaka
N CTOMMOCTW MPOU3BOACTBA NIEKAPCTBEHHbBIX MpenapaToB, UCMOMb30BaHNE HOBbIX (hOPM, METOAOB U CMOCO6OB
rocyaapCTBEHHOrO PEerynmpoBaHnst LIeH Ha NEeKapCTBEHHble nmpenapaTtbl, B TOM 4YMCIle Ha OCHOBE MexaHu3Ma
pedepeHTHOro LeHoobpaszoBaHUA, U3MEHEHUI NOPSIAKA OKa3aHUs MeOULMHCKON NMOMOLUU, U UHbIE U3MEHEHUS)
ycTaHaBnuBatoTcs MNMpaButensctBoM Poccunckon ®enepaumn.

Ctatba 62. locynapcTBeHHbIA peecTp npedeNibHbIX OTMNYCKHbIX LeH MNpousBoguTenen Ha
nekapcTBeHHble TMpenapaTbl, BKIIOYEeHHble B TMepe4vyeHb XU3HEHHO HeOGXOAMMbLIX W BaXKHEWULMX
neKapCcTBeHHbIX NpenaparoB

1. 3apeructpupoBaHHble UNN NEPEPErMCTPUPOBaHHLIE NPeAEernbHbIE OTMYCKHbIE LeHbl MPON3BOANTENEN Ha
neKkapcTBEHHble MnpenapaThbl, BKMHOYEHHbIE B OePeYeHb KNU3HEHHO HEOBXOAUMBIX U BaXKHENLLNX NEKAPCTBEHHbLIX
npenapaTtoB, noanexaT BKIYEHNIO B rOCYJapCTBEHHbIA PEECTP MPeAenibHbIX OTMYCKHbLIX LiEH Npou3BOAUTENE
Ha nekapCTBEHHble npenapaTthbl, BKMOYEHHbIE B MNEPEYEeHb KM3HEHHO HEOBXOAMMbBbIX W BaXKHEMWMX
neKkapCTBEHHbIX NpenapaTos.

(B peq. PenepanbHoro zakoHa ot 06.06.2019 N 134-93)

2. TocynapcTBeHHbIE peecTp npefenibHbIX OTMYCKHbIX LEH MPOU3BOAMTENEA Ha NeKapcTBEHHbIE
npenapaTbl, BKIOYEHHbIE B MEPEYEHb XU3HEHHO HEOBXOAMMBIX W BaXXHEWLUMX NEKapCTBEHHbIX Mpenaparos,
copepxuT B cebe crneayioLLyio MHopMaLmio:

1) HavMeHOBaHWe pJepxaTens WM Bnagenbla PerMcTpaumMoHHOrO YAOCTOBEPEHUS] NeKapCTBEHHOMO
npenapaTa, HaMMeHOBaHVE NPOM3BOAMTENSA NEKApPCTBEHHOIO NpenapaTa, CBeAeHNst O perucTpaunm aepxatens
unu Bnagenbua perncTpauuoHHOrO YAOCTOBEPEHMS MEKapCTBEHHOIO npenapara, CBedeHuMs O perucrpaumm
npon3BoauTens NekapCTBEHHOro npenapaTa ANnd MeauuMHCKOro NPUMEHEHNS B Ka4ecTBe HanoronnatenbLlivka B
CTpaHe perucrpaumm (4ns pOCCUNCKUX HOPUONYECKMX MWL - MOAEHTUPUKALMOHHBIN HOMEpP HanoronnatenbLuka
(MHH), ona MHOCTPaHHbIX KPUAMYECKUX MWL, - CTPaHa perucTpauuun, HaumeHoBaHUe PErncTpUpytoLLLero opraHa,
PEerMcTpaunoHHbIA HOMEP, KoA HanoronnatenbliMka B CTpaHe permcrpaumu (MHKoprnopauum) uiv ero aHaror),
MECTO HaXOXOEHWS MPOM3BOACTBEHHbLIX MMOWAA0K, y4acTBYOLWMX B NPOLECCe NMPOU3BOACTBA JIEKapCTBEHHOMO
npenapara, C ykasaHueM cTagum npouecca NnponsBoicTBa;

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

2) HauMeHoBaHWe NeKapCTBEHHOrO NpenapaTa (MeXxayHapogHoe HenaTeHTOBaHHOE, UMW FPYMNNMPOBOYHOE,
UM XMMUYECKOE U TOPrOBOE HaUMEHOBaHWS);
(B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) HoMep perucTpaLMoHHOro yA0CTOBEPEHNS NEKAPCTBEHHOMO Npenapara;

4) nekapcTBeHHas opma C yKa3aHueMm [O3MPOBKM feKapCTBEHHOro npenapata WM ero Konvyectsa BO
BTOPWUYHOW (MOTPEBUTENBCKON) YNakoBKe, a TakKe KOMMMEKTHOCTb;

www.consultant.ru CrpaHuua 95 mn3 108
HafeXHasa npaBoBas noaaepXxka


consultantplus://offline/ref=6E2C2029F14A6725285395798C08CFCF03E9A56B2E4509942A987B49CE97B7B8F211671F5B992B0A8F1256DD5DD153AA6A7C58E4712E80BAe9w7G
consultantplus://offline/ref=6E2C2029F14A6725285395798C08CFCF03E9AB672D4409942A987B49CE97B7B8F211671F5B992B0A8C1256DD5DD153AA6A7C58E4712E80BAe9w7G
consultantplus://offline/ref=6E2C2029F14A6725285395798C08CFCF03EDA56C2D4009942A987B49CE97B7B8F211671F5B992B088A1256DD5DD153AA6A7C58E4712E80BAe9w7G
consultantplus://offline/ref=6E2C2029F14A6725285395798C08CFCF03EBA16E284309942A987B49CE97B7B8F211671F5B992B098C1256DD5DD153AA6A7C58E4712E80BAe9w7G
consultantplus://offline/ref=6E2C2029F14A6725285395798C08CFCF03EBA16E294409942A987B49CE97B7B8F211671F5B992D028F1256DD5DD153AA6A7C58E4712E80BAe9w7G
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

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

5) sapeructpupoBaHHas npegenbHas OTMyCKHas LieHa Ha NekapCTBEHHbIN npenapaT B pyonsx;
(B pea. PenepanbHoro gakoHa ot 27.12.2019 N 475-$3)

6) pata m Homep nMpuKasa YMONHOMOYEHHOro defepanbHOro opraHa MWCMOMIHUTENbHON BRactn o
rocygapCTBEHHOW pernuctTpauun unn nepeperucTpauumn npeaenbHOm OTMNYCKHOW LeHbl Ha  JfleKapCTBEHHbIN
npenapar, BKMHOYEHHbIN B nepeyvyeHb XXN3HEeHHO H606X0,D,I/IMbIX N Ba)KHEWLLINX J1eKapCTBEHHbIX NMpenapaTtos;

(B pea. PenepanbHbix 3akoHOB 0T 22.12.2014 N 429-03, o1 06.06.2019 N 134-93)

6.1) gata BCTynneHus B CUITy MpuKasa ynorHOMOYEHHOro befeparnbHOro opraHa UCMOSTHUTENbHON BNacTu
O rOCyAapCTBEHHOW perucTpauum unu nepeperncrpauum npegaernibHOM OTMYCKHOM LieHbl NMPOM3BOAMTENSA Ha
NEeKapCTBEHHbIA Npenapart, BKMOYEHHbIA B NEPEeYEeHb XU3HEHHO HEOOXOAMMbBIX U BaOXHENLINX JEKAPCTBEHHbIX
npenapaTos;
(n. 6.1 BBegeH PenepanbHbiM 3akoHoM oT 06.06.2019 N 134-03)

7) WTPUXOBOW KOL, HAHECEHHBI HA BTOPUYHYIO (MOTPEOUTENBCKYIO) YNAKOBKY NIeKapCTBEHHOIO NpenaparTa;
(n. 7 BBeaeH ®egepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

8) Kkof nekapCTBEHHOro nMpenapata MO aHaTOMO-TepaneBTUYECKO-XUMUYECKOW  Kraccudukauum,
pekomeHaoBaHHOW BcemMupHon opraHmsaumen 3agpaBooXpaHeHUs.
(n. 8 BBeaeH PepeparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

3. NocypapcTBeHHas permctpaumsa unm nepepeructpanmsa npegenbHbIX OTNYCKHbIX LIeH Ha NeKkapCTBEHHbIE
npenapaTbl, BKIOYEHHbIE B MEPEYEHb XM3HEHHO HEOOXOOAMMBLIX M BaXKHEWMLUMX NEKAPCTBEHHLIX MpenapaTos,
BeeHVe rocyJapCTBEHHOIo peecTpa npefenbHbIX OTMAYCKHbIX LEeH Mnpou3BoAuTENEn Ha NeKapCTBEHHble
npenapaTbl, BKIOYEHHbIE B MEPEYEHb XM3HEHHO HEeOOXOOAMMBIX M BaXKHEWLIMX NEeKapCTBEHHbIX MpenapaTos,
OCYLLIECTBNSIOTCS B Nopsake, ycTaHoBneHHoM lNpaButenscteomM Poccuinckon degepaumn.

(B peq. PenepanbHoro zakoHa ot 06.06.2019 N 134-$3)

Crtartbs 63. YcTaHOBNEHMe opraHamMmu UCNONHUTENbHOM BnacTu cy6bekTtoB Poccuiickon ®degepaumm
npepenbHbIX pasMepoB ONTOBbIX HaA6aBOK UM nNpedenbHbIX pPa3sMEpPoOB PO3HUYHbIX HaAGaBOK K
¢paKTU4YECKMM OTNYCKHbIM LieHaM, YCTaHOBJIEHHbIM NMPOU3BOAUTENAMM JIeKapCTBEHHbIX NpenapaTtoB, Ha
neKapcTBeHHble npenapartbl, BK/IOYEHHble B MNepevYeHb XU3HEeHHO HeobBXOAUMbIX W BaXHeMLIUNX
NeKapCTBEHHbIX NpenapaToB
(B peq. PenepanbHoro zakoHa ot 27.12.2019 N 475-93)

1. OpraHbl ucnonHWTeNbHOW BnacTu cybbekTtoB Poccuiickon depepaumy ycTaHaBnuBaOT NpeAenbHble
pa3mepbl ONTOBLIX HAA0aBOK M NpedernbHble pa3Mepbl PO3HUYHbIX HaabaBOK K PaKTUYECKMM OTMYCKHbIM LieHaM
(6e3 yyera Hanora Ha [obGaBNEHHYHD CTOMMOCTb), YCTAHOBIEHHbIM MPOM3BOAUTENSMU NEKAPCTBEHHbIX
npenapaToB, Ha fNeKapCTBEHHbIE NpenapaThbl, BKIYEHHbIE B NE€PEYEHb XXM3HEHHO HEODXOANMbBIX U BaXKHEMLLNX
nekapcTBEHHbIX MpenapaTtoB, B COOTBETCTBUM C YTBEPXOEHHOW B NOpdadKe, YCTaHOBMEHHOM [1paBuUTEenbLCTBOM
Poccuickon ®epnepaumm, METOAMKON YCTAHOBIIEHWS OpraHamMmn UCMOSNTHUTENBHON BriacTn cybbekToB Poccuinckon
depepaumm npegenbHbIX pa3MepoB OMNTOBbIX HaabaBOK WM MpederibHbiX pasMepoB PO3HUYHBLIX HaOQ0aBOK K
(PaKTUYECKMM OTMYCKHBbIM L€HaM, YCTaHOBJIEHHbIM MPOM3BOAUTENSAMU JEKAPCTBEHHbLIX MNpenapaToB, Ha
NeKapCTBEHHbIE NMpenaparthl, BKMIOYEHHbIE B NepeYeHb XXM3HEHHO HEOOXOAUMbBIX U BaXKHENLLMX NIEKAPCTBEHHbIX
npenapaToB. [poekTbl peLleHuit opraHoB WCMONHUTENbHOW Bractu cybwektoB Poccuiickon Pepepaumm 06
YCTaHOBMEHUN WU (MNM) WM3MEHEHWU NpenernbHbiX pa3MepoB OMNTOBbIX HaAb0aBOK W MNPeAeribHbIX pa3MepoB
PO3HUYHbIX Hag0aBOK K PhakTUYECKMM OTMYCKHbIM LieHaM, YCTAHOBIEHHbLIM MPOU3BOAUTENAMU NEKAPCTBEHHbLIX
npenapaToB, Ha JleKapCTBEHHbIE NMpenapaThbl, BKITOYEHHbLIE B NEPEYEHb XXM3HEHHO HEODXOOANMBIX U BaXKHEMLLNX
NEKapCTBEHHbIX MpenapaToB, MOAMeXaT COrfnacoBaHWiO C  YMOSTHOMOYEHHbIM heaepanbHbiM  OpraHoMm
NCNOSTHUTENBHOM BACTW, OCYLLECTBNALWMM (OYHKLMM MO NPUHATMIO HOPMATMBHbBIX NMPABOBbLIX aKTOB U KOHTPOJO
3a cobniogeHveM 3akoHodaTenbcTBa B cpepe rocygapCTBEHHOrO perynvpoBaHus UeH (TapudoB) Ha TOBapbl
(ycnyru), B nopsiake, yctaHoBneHHom pasuTtensctBoM Poccuiickon deagepaunn.

(B peq. PenepanbHbix 3akoHOB OT 13.07.2015 N 241-®3, o1 27.12.2019 N 475-93)

2. OpraHusauuy OMTOBOW TOPrOBMW  JIEKAPCTBEHHbIMW  CpeAcTBaMu, anTeyHble  opraHv3auuu,
WHOMBMAOYyanbHble MNpeanpuHUMaTeny, uMelwue nuueH3nio  Ha  apmMaueBTUYECKYlD  AeATEeNbHOCTb,
MeOVLMHCKUE OpraHusauum, MMeroLLe nuueH3ntio Ha dapMaueBTUYECKy0 AeATeNbHOCTb, U UX 060CobMNeHHbIe
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

nogpasgenexHuns (amdynatopuu, denbawepcke M denbalepcKko-akylepckue MnyHKTbl, LEHTPbl (0ToeneHus)
obwen BpayebHOM (CeMerHOWn) MpPakTUKK), PacrnorfioKEeHHbIE B CENbCKMX HAaCENeHHbIX MyHKTax, B KOTOPbIX
OTCYTCTBYIOT anTeyHble opraHmM3aLMm, OCyLLeCTBNAOT peannsaunio NekapCcTBEHHbIX NpenapaToB, BKIOYEHHbIX B
OlepeyYeHb >KU3HEHHO HEeobXOOMMbIX W BaXHEWLIMX JleKapCTBEHHbLIX MpenapaToB, MO LeHaM, KOoTopble
POPMUPYIOTCH B COOTBETCTBUW C OOPAAKOM, YCTaHOBrEHHbIM [lpaBuTensctBoMm Poccuinckon denepauun, u
YPOBEHb KOTOPbIX (0e3 yyeTa Hanora Ha Jo6aBfeHHY0 CTOMMOCTbL) HE AOMMKEH NMpeBbIWAaTh CyMMy hakTuieckon
OTMYCKHOW LEeHbl, YCTAHOBMEHHOW MNPOM3BOAMTENEM JIE€KApCTBEHHOIO MpenapaTta, He npeBblwaloLen
3aperMcTpupoBaHHON WM MNepeperMcTpupoBaHHON npedenbHOW OTMYCKHOW LeHbl npou3BoguTens (Ha party
peanusaumn nNekapCTBEHHOro npenapata npov3BoguTenem), U pasmvepa onToBoW Haabasku M (unu) pasmepa
PO3HUYHOW HagbaBkM, He MPEeBbIWAKLMNX COOTBETCTBEHHO pasmepa npeaenbHoW onToBOW Haabaeku u (Unu)
pa3Mmepa npefenbHoN Po3HNYHOM HaabaBky, YCTaHOBIEHHbIX B CyObekTe Poccuiickon Pegepaumm.

(4acTb 2 B pea. PepepanbHoro gakoHa ot 27.12.2019 N 475-93)

3. OpraHbl ncnonHuTenbHOW BnacTn cybbekToB Poccunckon Pegepaumm pasmewtaot B cetn "UHTepHeT"
MHOPMALMIO O 3apermcTpuMpoBaHHbIX MNpedenibHbIX OTMYCKHbIX LeHax Npou3BOoAUTENen Ha JeKapCTBEHHble
npenapartbl, BKNIOYEHHbIE B NepeyeHb XU3HEHHO HEOOXOAMMbIX U BaXXHEWLIMX fleKapCTBEHHbIX npenapartos, 06
yCTaHOBMEHHbIX B cybbekTe Poccunckon Pegepaumn npedenbHbIX pasMepax ONTOBbIX HagbaBok W (uMnn)
npedenbHbIX pasmepax PO3HUYHBLIX HaAOAaBOK K YCTAHOBMEHHbLIM MPOM3BOAUTENAMM NEKapCTBEHHbIX NpenapaTos
haKTUYEeCKMM OTMNYCKHbIM LEeHaM Ha JieKapCTBEHHble npenapatbl, BKMOYEHHblIe B MEepeYvYeHb KU3HEHHO
HEeOBOXOAMMbBIX U BaXKHEWLUNX NeKapCTBEHHbIX NpenapaTos, a Takke O CyMMe 3aperMcTpupoBaHHbIX NpeaenbHbIX
OTMYCKHbIX LEeH MpoM3BOAMTENEN Ha fekapCTBeHHble npenapaTtbl, BKMIOYEHHblE B MNepevYeHb >XU3HEHHO
HeobX0AMMbIX U BaXKHEMLUUX FeKapCTBEHHbIX NpenapaToB, yCTaHOBMNEHHbIX B cybbekTe Poccuiickon ®enepauum
npedenbHbIX pa3MepoB ONTOBbIX HAAbaBOK M MpedenbHbIX pPa3MepoB PO3HUYHbIX HagbaBOK W Hamora Ha
AobasneHHyo ctommocTb. MHbopmauus, npegyCMOTpeHHas HacTosLWen YacTbio, AOMKHA HAXOAUTLCH Takke B
anTeyYyHbIX OpraHM3auusx B AOCTYMHOW ANS BCEX 3aMHTepecoBaHHbIX nul hopMe U OBHOBRATHCA MO Mepe ee
pasMeLleHns opraHaMy UCNONHUTENBHON BriacTu cybbekToB Poccuickon ®egepauun B cetn "VIHTepHeT".

(vactb 3 B peq. ®enepanbHoro 3akoHa ot 27.12.2019 N 475-93)

4. Ytpatun cuny ¢ 1 mapta 2020 roga. - PeageparnbHbii 3akoH oT 27.12.2019 N 475-03.

Maea 13. MOHUTOPUHI QOPEKTUBHOCTU U BE3OMNACHOCTHU
NEKAPCTBEHHbIX NMPENAPATOB, HAXOOALWMXCA B OBPALLEHUN
B POCCUNCKOW ®EOEPALIUUN
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Cratbsa 64. ®apmakoHagsop
(B pen. PepepanbHOro gakoHa ot 22.12.2014 N 429-93)

1. JlekapcTBeHHble npenapatbl, Haxoaswmecss B obpaweHun B Poccunckon Pepepauunun, nopnexar
MOHUTOPUHIY 3(hdEKTUBHOCTM N BE30MAaCHOCTUN B LIENSIX BbISIBIIEHNS BO3MOXHbIX HEraTMBHbIX MOCEACTBUA UX
NPUMEHEHNS, UHONBUAYANbHOW HENEPEHOCUMOCTH, NpeaynpexaeHns MeguuMHCKUX paboTHUKOB, CNeLManncToB
B obnactm BeTepvHapuu, NaUMEHTOB WNM BNAZENbLEB >XUBOTHLIX U WX 3aWuUTbl OT MPUMEHEHMSI TakuX
nekapcTBEHHbIX NpenapaTos.

(B peq. ®enepanbHoro zakoHa ot 02.08.2019 N 297-93)

2. ®apmakoHaa30op OCYLLEeCTBMASAETCA COOTBETCTBYHOLLMM YMNOMHOMOYEHHbIM beaepanbHbiM  OpraHoM
MCMNOMHUTENbHOW BMAcTM B YCTAHOBMIEHHOM MM nopsgke MyTeM aHanu3a npegoctaBnseMon cybbektamu
obpalleHnss nekapCTBEHHbIX CpeacTB MHdopMauunm O MNOBOYHLIX AENCTBUSAX, HexXenaTenbHbIX peakuusix,
CcepbesHblX HexenaTterbHbIX peakuusx, HenpeaBuaeHHbIX HeXenaTernbHbIX peakuusx npu  MpuMeHeHun
neKkapcTBeHHbIX MpenapaToB, 00 wWHAMBUAOyanNbHOW  HENepeHOCMMOCTU, OTCYTCTBUM  3EKTUBHOCTM
neKkapCcTBEHHbIX NpenapaToB, a Takke 06 MHbIX dhakTax u 0BCToATENbCTBAX, MPEACTaBALMNX YIPO3Y XKU3HN UMK
300pOBbI0 YerioBeka NMbo XMBOTHOIO NPV MPUMEHEHWN NIeKapCTBEHHbIX NpenapaToB M BbISBMEHHbLIX HA BCEX
aTanax obpalleHuns nekapcTBeHHbIX NpenapaTtoB B Poccuiickon ®egepaunn n gpyrnx rocygapcraax.

3. CybbekTbl 0OpalleHUsi NeKapCTBEHHbIX CPeAcTB B MOPAAKE, YCTaHOBMEHHOM  YMONHOMOYEHHbLIM
dhenepanbHbIM OpraHoOM UCMOSTHUTENBHO BacTh, 0653aHbl coo6LLAaTh B YNOTHOMOYEHHBIV dheaeparnbHblii opraH
UCMONTHUTENBbHOW BRactu O MOGOYHbIX AEUCTBUSIX, HEXemnaTeNlbHbIX peakuusx, CEepbe3HblX HexenaTerbHbIX
peakuusix, HenpeaBUOEHHbIX HeXenaTenbHbIX peakuusix npu NpUMEeHeHWU NeKapCTBEHHbIX npenapaTtoB, 06
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

WHAVMBUOYanNbHON HENEepPeHOCUMOCTU, OTCYTCTBUM 3(PAEKTUBHOCTU NEKAPCTBEHHbIX MpenapaToB, a Takke 00
WHbIX paKkTax M O0BCTOATENbCTBAX, MPEACTABMAIOWMNX YIPO3Y XMU3HU UM 300POBLI0 YenoBeka NMmMbo XMBOTHOrO
npy MPUMEHEHUN NEKApPCTBEHHbIX MpenapaTtoB U BbISBNEHHbIX HA BCeX 3Tanax obpalleHuss nekapCTBEHHbIX
npenapaToB B Poccuinckon depepaumm n opyrux rocygapcraax.

4. [epxatenu wnu BRNagenblbl PerucTpaumMoHHbIX YOOCTOBEPEHUN FMeKapCTBEHHbIX npenapaTos,
lopyanMyeckme nvua, Ha MMsS KOTOPbIX BblaHbl pas3pelleHus Ha NpoBedeHue KIMHWYECKUX MCCredoBaHun B
Poccuickon ®Pegepaumm, nmbo ynonHOMOYEHHbIE UMW Apyrve tlopuanyeckme nvua B pamkax obecneveHus
6e30nacHOCTM NekapCTBEHHbIX MpenapaToB B [OPSAKE, YCTAHOBNEHHOM COOTBETCTBYHOLUMM YMNOMHOMOYEHHbIM
denepanbHbIM OpPraHoOM MCNOMHUTENBHOW BNacTu, ob6s3aHbl OCYLLECTBNATL npuemM, yveT, 06paboTky, aHanms u
XpaHeHWe noCcTynawwmx B WX agpec OT CyObeKkToB obpalleHus FeKapCTBEHHbIX CPeacTB W OpraHoB
rocyAapCTBEHHOW BNactu cooOLeHn O MOBOYHbIX AEWCTBUAX, HexenaTerbHbIX peakunsx, Cepbe3HbIX
HexenaTenbHbIX U HENPeaBUOEHHbIX HexenaTenbHbIX peakumnsix Npyu NpUMMEHEHUM NekapCcTBEHHbIX NpenapaTos,
06 0COBEeHHOCTSX WX B3auMMOAENCTBMA C [APYrMMW FNEeKapCTBEHHbIMW npenapatamu, WHOWBWUAYanbHOW
HenepeHocMMocTi, a Takke 006 WHbIXx dakTax U 0BCTOATENbCTBAxX, NPEACTaBMSALMX Yrpo3y XWU3HU UK
300pOBbI0 YenoBeka NMOO XMBOTHOTO WU BIUSAIOWMX HA M3MEHEHME OTHOLUEHUS OXWAaeMoW Monb3bl K
BO3MOXXHOMY PUCKY NPUMEHEHNS NlekapCTBEHHbIX NpenapaTos.

5. lpn BbISBNEHUN UWHGPOPMALUN O CEPbE3HbIX HEXenaTenbHbIX peakuusax u HenpeaBugeHHbIX
HeXenaTemnbHbIX  peakumsax npu  MPUMEHEHUN NEeKapCTBEHHbIX npenapaTtoB, 00 OCOOEHHOCTAX KX
B3aUMOJEWNCTBUSA C OPYTMMW NIEKAPCTBEHHLIMU NpenapatamMmu, UHAMBUOYanbHOW HENEPEHOCUMOCTH, a Takke 00
MHBbIX hakTax U oBCTOATENbCTBAX, BIUSAIOWNX HA U3MEHEHWE OTHOLUEHUS OXWOAEMOW MOfb3bl K BO3MOXHOMY
PUCKY NPUMEHEHUS NEKAPCTBEHHbIX MpenapaToB, Aep)XaTenu nnv snagenblbl PerMcTpaLMoHHbIX YA4OCTOBEPEHWI
NEKapPCTBEHHbIX NpenapaTtoB, HPUAMYECKME NMLa, HAa MMsI KOTOPbIX Bbl4aHbl paspelueHus Ha npoBefeHue
KNUHMYeckux nccnegosaHui B Poccunckon ®egepauun, nmbo ynonHOMOYEHHbIE UMW Apyrue pugudeckme niua
00513aHbl MPUHSATL Mepbl, HanpaBfieHHblE Ha YCTPaHEHWE HeraTtuBHbIX MNOCNEACTBMA NPUMEHEHUS] TaKuX
NeKapCTBEHHbIX MpenapaToB, NpefynpexaeHne NPUYUMHEHUST Bpeda >XM3HW WU 3[40pPOBbI0 YernoBeka Iunbo
XMBOTHOTO, 3aLUUTY UX OT NPUMEHEHUS] TaKMX FIeKapCTBEHHbIX NpenapaToB, HA OOMOMHUTENbHbBIN COOP OaHHbIX
06 adhpekTMBHOCTM 1 6e30NacCHOCTU Taknx NIEKAPCTBEHHbIX NpenapaTos..

6. 3a HecooOLieHNe WnM COKpbITUE WHAOPMAaLMK, NPEeayCMOTPEHHOW 4YacTbio 3 HACTOSILLEN CTaTbw,
aepxatenu unu Bnagenbubl PerMcTpauMoHHbIX YOOCTOBEPEHMI NEKAPCTBEHHbLIX MNPEnapaTtoB, HpUAMYECKME
nMua, Ha MMSA KOTOPbIX BbldaHbl paspelleHust Ha NPOBeAEeHMEe KIMHUYECKUX WCCredoBaHun B Poccumnckomn
depepaumm, MO0 YNOMHOMOYEHHbIE MU APYrUe IPUANYECKME NULA, a TakKe OOMKHOCTHbIE N, KOTOPLIM 3Ta
MHpopMaumss cTtana M3BecTHa MNo pody MX MpodyeccMoHarnbHOW OEATENbHOCTU, HECYT OTBETCTBEHHOCTb B
COOTBETCTBMM C 3akoHoAaTenbCcTBOM Poccuiickon ®eaepaunn.

7. Mpy nonyyYeHUn YMNOHOMOYEHHbIM dbedepanbHbiM OpraHOM MWCMOSIHUTENbHOM BRacTM B pamMkax
ocyllecTBleHuss MM papMakoHad3opa [oKasaTenbCTB O HEeCOOTBETCTBMU JIeKapCTBEHHOro mnpenapara
YCTaHOBIIEHHBLIM TPEOOBaHWUSM MW NPU NOMyYeHUM MHPOPMaLIMK O HECOOTBETCTBUM AaHHbIX 06 3hPeKTUBHOCTU
M o 6Ge30MmacHOCTM feKapCTBEHHOro npenapaTta AaHHbIM O JlekapCTBEHHOM npenapaTe, coaepXallMmcs B
WHCTPYKUMW NO €ro npuMeHeHuo (B TOM 4MCre BbISIBMEHHbIX B XO4e OCYLLECTBMEHMs hapmakoHaasopa
KOHTPOINbHO-HAA30PHLIMW  OpraHamMy  MHOCTPaHHbIX FOCydapcTB), YMONHOMOYEHHbIV deaeparnbHbii  opraH
UCMONHUTENbBHOW BflAcTM B YCTAHOBIIEHHOM MM [OpSAOKE paccMaTpvBaeT BOMPOC O MNPUOCTAHOBIEHUM
NPUMEHEeHWs1 TaKoro fiekapCcTBEHHOTO npenapara.

Cratbsa 65. [lpuocTtaHOBNEeHMEe NPUMEHeHUs NIeKapcTBEHHOro npenapara
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Mpy nony4yeHun uHOPMALUM O HexXemnaTeNbHbIX peakuusix Npu MNPUMEHEHUU NEeKapCTBEHHOrO
npenaparta, He YyKasaHHbIX B WHCTPYKUMM NO TMNPUMEHEHUIO JEKapCTBEHHOrO npenapaTa, CepbesHbIX
HexenaTernbHbIX peakuusx, 06 0COGEHHOCTSX ero B3anMOAeNCTBUSl ¢ APYrMMU NeKapCTBEHHbIMU NpenapaTtamu,
KOTOpble MOryT MpPeACTaBnsaTb Yrpo3y >KW3HW WNW 340POBbI YenoBeka NNBGO XMBOTHOTO, a Takke o
HEeCOOTBETCTBUM [aHHbIX 006 3pdeKTMBHOCTM M O 6e30nacHOCTU eKapCTBEHHOro npenapata AaHHbIM O
nekapcTBEHHOM MpenapaTte, COAepXalMMCsl B UWHCTPYKLUMM NO €ero MnpUMEHEeHWo, B TOM u4ucne OT
YNOMHOMOYEHHBIX OpPraHoB MHOCTPaHHbIX rOCyAapcTB, OOMEH KOTOPOW OCYLUECTBMNSIETCA B COOTBETCTBUM C
cornmawleHnsamMn  Mexay  YMOrHOMOYEHHbIM  defepanbHbIM — OPraHoM  WUCMONHWTENbHOW — BRactu U
YMNOMHOMOYEHHBIMM ~ OpraHaMu  WHOCTPaHHbIX  TOCYAApPCTB,  YMOMHOMOYEHHbI  dbedepanbHblii  opraH
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

NCMONHNTENBHON BRacTu paccmaTpmBaeT BOMpPOC O BO3MOXHOCTU TMPUOCTAHOBIEHUA o6pau.|,eH|/|;| TaKkoro
JlIeKapCTBEHHOro npenapata B 0O0Op4ddKe, YCTaHOBJIEHHOM YMNOJIHOMOYE€HHbIM (beﬂ,epa]'leblM opraHom
NCMONHUTESNbHON BNacTu.

2. Tlpn HeucnomHeHuM WnM HeHagnexawem WCMONHeHUM JdepxaTensaMu wnu  Bnagenbuamu
perucTpaumoHHbIX YAOCTOBEPEHUI feKapCTBEHHbIX MNpenapartoB, IOpUAVYECKUMWM NUUAMKU, Ha UMSA KOTOPbIX
BblJaHbl paspelleHus Ha MpoBedeHWe KIMHUYecKux wuccnegosaHui B Poccunckon ®depepaunn, wunm
YMNONIHOMOYEHHBIMW UMW APYTUMW IOPUANYECKUMU NMLAMU 06S3aHHOCTEN, YCTAaHOBMNEHHbIX YacTamn 3 1 4 cTaTby
64 HacToswwero ®efepanbHOro 3akoHa, nMMbo B criydasx npeacTaBneHns COOTBETCTBYIOLMM YNOMHOMOYEHHbLIM
degeparnbHbIM OpraHOM UCMOSNTHUTENbHOM BNACTW 3aKMYEeHUs O HEAOCTOBEPHOCTU Pe3ynbTaToB KIMHUYECKOro
nccrefoBaHus nekapCcTBEHHOro npenapaTta Ans MeAMUUHCKOro MpUMEeHeHUs!, KOTOpoe OCHOBAHO Ha pesyrnbTaTtax
NPOBEPKN MEAMLMHCKOW OpraHu3aumun, NpoBOAMBLUEN YKa3aHHOE KIMHWYecKoe UcCnefoBaHWe C HapylleHueMm
OpaBua Haanexallen KNMHUYECKOW MPaKTWKW, U NPUBENO K NOMYYeHU0 HEeLOCTOBEPHbIX pe3ynbTatos, nNvbo B
criy4ae HeBbIMOMHEHUs NPeAnnCaHns, BbIAAHHOIO YNONHOMOYEHHbIM dhedeparnbHbIM OpraHoM UCMONHUTENBbHON
BMNacTM MO MWTOraM OCYLIECTBNEHNss BbIGOPOYHOIO KOHTPOMS KavecTBa JleKapCTBEHHOro npenapara,
YMOSTHOMOYEHHbIN (befepanbHbIi OpraH UCNOMHUTENBHOW BracTu B yCTAHOBNIEHHOM UM [opadke paccMmaTtpusaeT
BOMNPOC O NPUOCTaHOBIIEHNW NPYMEHEHNSI TAKOro NeKapCTBEHHOMO npenapara.

3. YNONHOMOYEHHLIN (heaeparnbHbIi OpraH UCMONHUTENbHOW BNacTy Npu NpeacTaBrieHm eMy cBeeHun o
HEeCOOTBETCTBMM  NPOM3BOAMTENSA  fleKkapCTBEHHbIX  cpeAcTB  TpeboBaHvAM  OpaBun  Hagnexallen
NPON3BOACTBEHHOW NPAKTUKN U (MNW) O HapyLIeHWU NULEH3NOHHLIX TpeboBaHui, KoTopble Obinn BbiSBNEHb! B
Xo4e npoBedeHMs MHCNEKTUPOBAHUS MPOU3BOAMUTENS NEKapCTBEHHbIX CPeacTB UMW  OCYLLEeCTBNEHMUS
NMUEH3NOHHOIO KOHTPONs B cdepe NPOU3BOACTBA feKapCTBEHHbIX CPeACTB W MPpUBENW WM MOTYT MPUBECTU K
NMPON3BOACTBY J€KapCTBEHHbIX MpenapaToB ANS MEeAWLMHCKOTO MPUMEHEHWS, MPUYUMHMBLLMX WM CMOCOBHbIX
MPUYUHWUTDE BPEA >XU3HW UNWN 300POBbLI0 rpaxdaH, paccmaTpuBaeT BOMPOC O MPUOCTAHOBMAEHWW MPUMEHEHUS
nekapCTBEHHbIX MpenapaTtoB ANd MeOUUMHCKOTO NPUMEHEHWs B YCTAHOBMIEHHOM UM O0pAdKe B CriegyoLmx
cnyyasx:

1) cocTaB 1 (UnKn) TEXHONOMMS NPON3BOACTBA flIEKAPCTBEHHOTO NpenapaTa AN MeAULUMHCKOTO NPUMEHEHNS
(c onncaHWem cTaamin NPon3BOACTBAa) OTNIMYAIOTCS OT 3asiBNIEHHbIX B PErMCTPaLMOHHOM [OCbE;

2) J'IeKapCTBeHHbII;I npenapat Ana MeguuumHCKOro npumMmeHeHuna npoumsBeaeH Ha I'IpOI/I3BO£I,CTBeHHOIZ
nnowagke, He yKa3aHHOIZ B pernctpaymMoHHOM O0CbE;

3) Yy npou3BoguTena nekapCTtBeHHbIX CpencTB OTCYTCTBYHOT OOKYMEHTbI, noaTBepXxaarlme cooTBeTCcTtBmne
KayeCTBa IeKapCTBEHHOro npenaparta Aand MeauuuHCKOro npumeHeHud, BBOOMMOIO B Fpa>K,EI,aHCKVII7I O60p0T,
Tpe6OBaHI/IF|M, YCTaHOBJ1€HHbLIM Mpn ero FOCWJ,apCTBeHHOIZ pernctpaunu;

4) npousBoaMTeNneM fNeKapCTBEHHbIX CPeACTB B COIMacOBaHHbLIN C COOTBETCTBYIOLMM YNONHOMOYEHHbIM
degepanbHbIM  OpraHOM WCMOMHUTENbHOW BNacTM CPOK He YCTpaHeHbl HapyleHus TpeboBaHun npaBwun
Haanexatlie NPOV3BOACTBEHHOW MPaKTUKM U (MNW) NULEH3NOHHLIX TpeboBaHU, KOTOpble ObiNM BbISBNEHbLI B
Xo4e npoBedeHMs WMHCNEKTUPOBAHUS MPOU3BOAMUTENS NEKapCTBEHHbIX CPeacTB UMW - OCYLLEeCTBNEHMUS
NMUEH3NOHHOIO KOHTPONs B cdepe NMPOU3BOACTBA feKapCTBEHHbIX CPEACTB W MpUBENW WM MOTYT MPUBECTU K
NMPON3BOACTBY J€KapCTBEHHbIX MpenapaToB ANS MEeAWLMHCKOrO MPUMEHEHMWS, MPUYUMHMBLLMX WM CMOCOBHbIX
MPUYUHUTE BPE XM3HW UMK 340POBbLIO0 rpaxaaH.

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

4. YNONHOMOYEHHbIN heaepanbHbIi opraH WUCMOMHUTENbLHOW BNACTX NPU Hanmuvyuum y Hero cBefeHun o
HECOOTBETCTBUM  MPOU3BOAMTENS  JIEKAPCTBEHHbIX  CpeacTtB  TpeboBaHMsM npaBuMn  Hagnexailen
NPOV3BOACTBEHHOW MPaKTUKU U (UNIM) O HapPYyLUEHWUM NMLIEH3WOHHBIX TpeboBaHWIA, KOTOpble ObiNn BbISBMEHbI B
Xode MpoBeOEeHUs WHCMEKTUPOBaHMSA MNPOM3BOAUTENS NEKAPCTBEHHbIX CPEeACTB UMM OCYLLECTBIEHUS
NNLIEH3MOHHOIO KOHTPOMs B cdepe NPOU3BOACTBA NEKAPCTBEHHbIX CPEACTB U MPUBENWN MMM MOTYT MPUBECTU K
NPOM3BOACTBY JEKAPCTBEHHbIX MpenapaToB ANs BETEPUMHAPHOIO MPUMEHEHUS!, MPUYUHMBLUMX MU CMOCOOHBLIX
NPUYUHUTD Bpen XXU3HWU UM 300POBbI0 KMBOTHLIX, paccCMaTpuUBaeT BOMNPOC O NMPUOCTAHOBMEHUM peanunsaumm u
NMPVYMEHEHWS NIEKAPCTBEHHbBIX NpenapaTtoB Afs BETEPUHAPHOrO NPMMEHEHUS B YCTAaHOBMEHHOM WM MOpPSAKe B
cnenylLwmnx crny4vasix:

1) COCTaB W (MJ'lI/I) TEXHONOrMa npoum3BoAcTBa JieKapCTBEHHOINO npenaparta AnAa BeTepuHapHOoro
NpUMEHEeHUA (C onvcaHnem ctagum ﬂpOM3BOﬂCTBa) OTNMN4aTCA OT 3aABJIEHHbIX B PpErmcTpauMoHHOM O0CbE;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

2) nekapCTBEHHbI npenapat Ans BeTepVMHapHOro MPUMEHEHUS MNPOWM3BEAEH Ha MNPOU3BOACTBEHHOW
nrowiajke, He ykasaHHON B percTpaLMoHHOM [0ChE;

3) y npou3BoauTens rnekapcTBeHHbIX CPeACcTB OTCYTCTBYHT OOKYMEHTbI, NOATBEpXKAatoLiMe COOTBETCTBME
KayecTBa JlekapCTBEHHOro npenapaTa Afs BETEPUHAPHOIO MPUMEHEHUsl, BBOAUMOIO B rpakgaHckuit o6oporT,
TpeGoBaHNAM, YCTaHOBIIEHHBIM MPU €50 roCyAapCTBEHHON perncTpauum;

4) npousBoguTENEM IeKapCTBEHHbIX CPeACTB B COrMacoBaHHbIA C COOTBETCTBYHOLLUMM YNONHOMOYEHHbIM
defepanbHbIM  OpraHOM WCMOMHUTENBbHOW BMAcTU CPOK He YCTpaHeHbl HapylleHust TpeboBaHUM npaBwun
Haanexallen NPOV3BOACTBEHHOW MPaKTUKM U (UMW) NULEH3NOHHBIX TPebOoBaHU, KOTOpble ObINM BbISIBNEHbLI B
Xo4e MNpoBedeHUs WHCMEKTUPOBaHMSA MNPOM3BOOUTENS JNEKApCTBEHHbIX CPeacTB  WIM  OCYLLECTBIIEHUS
NNLIEH3MOHHOIO KOHTPOMsl B cdoepe NPOU3BOACTBA NIEKAPCTBEHHbIX CPEACTB U MPUBENWN UMM MOTYT MPUBECTU K
NpOM3BOACTBY NEKApPCTBEHHbIX NpenapaToB ANsi BETEPUHAPHOIO MPUMEHEHUS, NMPUYUHUBLLUX WUN CMOCOOHBLIX
NPUYNHNTD BPEA XU3HU UK 340POBbLHO KUBOTHbIX.

(vacTb 4 BBegeHa PenepanbHbiM 3akoHoM oT 04.06.2018 N 140-03)

KoHcynbTaHTlInoC: npumeyaHue.
C 01.01.2023 cT. 65 gononHsaeTca Y. 5, 6 (P3 ot 27.12.2019 N 475-03).

Cratbsa 66. UHcbopmaLma o pesynbTaTax papmakoHaasopa
(B pen. PepepanbHoro gakoHa ot 27.12.2019 N 475-93)

YNONHOMOYEHHbIN hefepalnbHbIi OpraH NCNOSTHUTENBHOW BlAaCTW, OCYLLECTBASOLWNA dhapMakoHaa3op, no
ero pesynbtartam pasmMmeLlaeT Ha cBoeM odmLmanbHOM canTe B ceTu "MIHTepHeT" nHcopmaumio o:

1) BbISIBNIEHWN HOBbLIX MOATBEPXAEHHbIX OAHHbIX O MOGOYHbIX AEWCTBUSIX, HEXenaTerbHbIX peakuusx,
Cepbe3HbIX HeXenaTeslbHbIX peakuusix, HenpeaBUAEHHbIX HexenaTerbHbIX peakuusix Mpyu  NpUMEHEeHUN
NeKkapcTBEHHOro npenaparta, B TOM YMCre BMUSIOLWMUX Ha OTHOLLEHME 0XWMOAeMOMN NomMb3bl K BO3MOXHOMY PUCKY
NpUMEHeHWs1 JaHHOro NeKkapcTBEHHOro npenapara;

2) MPUHATBIX PELUEHUSIX O BHECEHWM W3MEHEHW B WHCTPYKUMIO MO MPUMEHEHWUIO eKapCTBEHHOro
npenaparta, O MPUOCTaHOBMIEHWN MPUMEHEHUS] IEKapCTBEHHOrO rpenapata, 06 u3bATMM M3 obpalleHus
nekapcTBEHHOro npenaparta Unu o BO306HOBNEHUM NMPUMEHEHUs NeKapCcTBEHHONO npenapara.

Maea 14. UHPOPMALUA O NEKAPCTBEHHbIX NPENAPATAX. CUCTEMA
MOHUTOPUHIA ABUXEHUA NEKAPCTBEHHbIX MPEMNAPATOB
anda MEAUMUUHCKOIo NPUMEHEHUA
(B peqn. PenepanbHoro zakoHa ot 28.12.2017 N 425-93)

Ctatba 67. UHdopmMauma o nekapcTBeHHbIX MpenapaTtax. Cuctema MOHUTOPUHra ABUXKEHUS
nekapcTBeHHbIX NpenapaToB Ans MeAULMHCKOro NpUMeHeHus
(B peq. PenepanbHoro zakoHa ot 28.12.2017 N 425-93)

1. MHbopmaums 0 nekapCTBEHHbIX NpenapaTax, OTAyCKaeMbIX MO peLenTy Ha flekapCTBEHHbIN npenapar,
OOorkHa coaepxaTtbCs TOMbKO B CReunanunsMpoBaHHbIX M3OaHWAX, NpedHasHayYeHHbIX Ans MeOULMHCKMX,
hapmaueBTMyecknx paboTHMKOB, crneumanucTos B obnactu BeTepuHapuu. WHdopmaums o nekapcTBEHHbIX
npenaparax gnsg crneunanuctoB B obnactu obpalleHns NekapCTBEHHbIX CPEACTB MOXET coaepXaTbCsi B
MOHorpacusax, crnpaBOYHMKAX, Hay4YHbIX CTaTbsX, B [OKMNadax Ha KOHrpeccax, KOHepeHuusiX, CUMMNo3nymax,
Hay4YHbIX COBETax, a TaKke B MHCTPYKLMSAX MO NPUMEHEHWIO NTEKapCTBEHHbIX NPenapaToB.

(B peq. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

2. UHdopmaums o nekapcTBeHHbIX NpenapaTax, oTnyckaemMbix 6e3 peLienta Ha nekapcTBEHHbIV Npenapar,
MOXET coaepXkaTbcs B NyGnMKaumax n o6bsaBNEeHUsIX CPeACTB MaccoBoW MHopMaLMK, Creumanm3MpoBaHHbIX U
obLMX neyvaTHbIX W3OAHUSIX, WHCTPYKUMSIX MO TMPUMEHEHUIO TeKapCTBEHHbIX MNpenapaTtoB, WHbIX MW3AaHMsX
CcyObekToB obpalleHnsi NeKkapCTBEHHbIX CPeACTB. PeknamHble maTtepuanbl O JieKapCTBEHHOM npenapare,
oTnyckaemMom 6e3 peuenTta Ha JeKapCTBEHHbIN npenapaTt, AOMKHbI COOTBETCTBOBATb WHCTPYKLUUM MO
NpUMEHEHWI0 NekapCcTBEHHOIO npenapara.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

3. OonyckaeTcs MCrosnib3oBaHWe Mobbix MaTepuarbHbIX HOCUMTENEN, NO3BONSAIWNX XpPaHUTb, NepeaaBath U
MCnonb3oBaTh MHAOPMALIMIO O NeKapCTBEeHHbIX Npenapartax 6e3 ee UCKaKeHWs.

4. Ona uenen maeHTUUKaALMM YNAKOBOK NEKApCTBEHHbIX NpenapaToB A MeAMUMHCKOro MpUMeHeHUs
NPON3BOAMTENN NEKapCTBEHHbIX CpPeacTB B Mopsgke, ycTaHoBneHHom [paButenbcTBoM  Poccuickow
Pegepaumun, HaHOCAT Ha MEPBUYHYIO YMAKOBKY (B OTHOLLEHWW FeKapCTBEHHbIX NpenapaTtoB AN MeAULMHCKOro
NMPUMEHeHWs, AN KOTOpbIX HEe NPpedyCMOTpeHa BTOPUYHAs YNakoBKa) U BTOPUYHYIO (NOTPebuTenbCcKyo) ynakoBky
nekapCTBEHHbIX NpenapaTtoB Ans MeAUMLUHCKOro NMPUMEHEHWs CpeacTBa WAeHTUdUKauUW, 3a WUCKITYEHUEM
NnekapCTBEHHbIX NpenapaToB AN MeAULMHCKOro NpUMEHEHWs, NPOM3BOAMMbBIX A1 NPOBEAEHUS KITMHUYECKMX
nccnegoBaHWiA, 3KCNopTa, NEKapCTBEHHbIX NpenapaToB Afs MeOUUMHCKOrO NPUMEHEHMWS, YKa3aHHbIX B 4acTsx 5
n 8 cratbn 13 HacToswero ®egepanbHOro 3akoHa, pagnodapmaueBTUYECKMX feKapCTBEHHbIX npenapaTos,
MUABOK MEANLIMHCKUX 1 ra30B MEeOMLIMHCKNX.

(4acTb 4 BBegeHa PeaepanbHbiM 3akoHOM 0T 28.12.2017 N 425-93 (pen. 27.12.2019))

5. XapaktepucTukn cpefcrtBa uaeHTUdMKauMW, NOpPAAOK ero HaHeceHus u TpeboBaHWA K CTPYKType W
dopmaty uHdOpMauuM, KOTOPYH COAEpPXWT CpeacTBO WaeHTudmKauun, onpegenstoTtcs [lpaBuTensCTBOM
Poccuiickon depepauum.

(4acTb 5 BBegeHa PegepanbHbIM 3akoHOM OT 28.12.2017 N 425-93)

6. [lopsagok co3gaHusi, pasBuUTMS, BBOA4A B 3KCMyaTauuio, SKChnyaTauuyM U BbiBoda M3 3KchnyaTauum
CUCTEMbl MOHWUTOPVHIa [OBWXEHUS EeKapCTBEHHbLIX MNpenapatoB ANs MEAWLMHCKOro MNPUMEHEHWs, NopadoK
npegocTaBneHns MHGOpPMauMK, Ccoaepxawencs B CUCTEME MOHUTOPWMHra OBWXKEHUSA NEKapCTBEHHbIX
npenapaToB Ans MeOWUMHCKOrO MNPUMEHEHWS, M NOpsadoK B3aMMOAENCTBUSA YKa3aHHOM CUCTEMbl C WHbBIMM
rocygapCTBeHHbIMU MHAPOPMALMOHHBIMU CUCTEMaMU U UHEOPMALMOHHBIMWU CUCTEMAMW OPUOUYECKNX NN U
MHAMBKMAOYanbHbIX NpeanpuHMMaTenen, ykasaHHbiXx B 4Yactax 7 um 10 HacToswen craTbu, yCTaHaBMnMBaKTCS
MpaeuTtenbctBom Poccuiickon ®epepaummn. Onepatopamm CUCTEMbI MOHUTOPUHIA OBWKEHWUS] NEKAPCTBEHHbIX
npenapaTtoB ANs MEeOULMHCKOTO NPUMEHEHUsT ABMAIOTCA doefeparnbHbI OpraH UCMONTHUTENBHOW BRAactu u (unu)
opraHunsauusi, ynoriHoMoueHHble MpaBuTtenbctBoMm Poccuiickon ®egepauun.

(4acTb 6 BBegeHa PegepanbHbIM 3akoHOM OT 28.12.2017 N 425-93)

7. HOpugudeckve nuua W uvHOUBMAOyanbHble MpeanpUHUMAaTENK, OCYLLECTBRSAIOWNE NPOU3BOACTBO,
XpaHeHue, BBO3 B Poccuiickyto defepaumio, OTNycK, peanusauuio, nepegavy, npUMeEHeHWe N YHUYTOXEeHue
NIeKapCTBEHHbIX NpenapaToB A1 MEeOULMHCKOrO NpUMeHeHns, obecneunBaloT B NOPAAKE M B COCTaBe, KOTOpbIE
ycTaHoBneHbl MpaBuTtensctBom Poccuiickon degepaummn ¢ y4eToM BUAa OCYLLECTBASEMON MU OEATENbHOCTH,
BHeCeHMe nHopMaLMK O NeKapCTBEHHbIX NpenapaTtax Ans MeaMUMHCKOro NPUMEHEHNsT B CUCTEMY MOHUTOPUHIa
OBWKEHUS NEeKapCTBEHHbIX NpenapaToB Anst MeQUUMHCKOrO NPUMEHEHMS.

(vacTb 7 BBegeHa ®efepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

7.1. JlekapcTBeHHbIE MpenapaTtbl ANs MEeOULMHCKOrO NMpUMEHEHUsl, npegHasHayveHHble ansi obecnevyeHus
nnu, 60nbHBIX reMounmMen, MykoBMCLMA030M, rMnodu3apHbiM HaHM3MOM, 6onesHbo [oLwwe, 3noKka4YeCTBEHHbIMN
HOBOOOpa3oBaHUSIMKU NMMAONAHON, KPOBETBOPHOW UM POACTBEHHBIX MM TKaHEWN, pPacCesHHbIM CKNepo3oM, fuL
nocrne TpaHCMnaHTauMmM OpraHoB U (Mnu) TKaHen, npomsBefdeHHble 0o 31 gekabpsa 2019 roga, a Takke MHble
neKkapCcTBEHHble npenapatbl AN MEANLUMHCKOro NpuMeHeHust, npounsseneHHsle 4o 1 uons 2020 roga, nognexar
XpaHeHU1Io, NepeBo3ke, OTNYCKY, peanu3auuu, nepegade, NpMMeHeHuto 6e3 HaHeceHus CpeacTB naeHTndmrkauumn
00 ucTeyeHus cpoka ux rogHoctu. MNpasuTensctBo Poccuiickon degepaumm Bnpase yCTaHOBUTb OCOBEHHOCTM
BBOZa B rpaxxgaHCkMi 06opoT NekapCTBEHHbIX NpenapaToB AN MeAULUHCKOrO NPUMEHEHNs, NPON3BeaEHHbIX B
nepvoa ¢ 1 nonsa 2020 roga no 1 oktabps 2020 roga. B uensix BBoga B rpaXkaaHCKMiA 060pOT NeKkapCTBEHHbIEe
npenapaTtbl 4N MEAULMHCKOrO NPUMEHEHUS, 3a UCKITIOYEHNEM fEeKapCTBEHHbIX NpenapaToB, NpeaHa3Ha4YeHHbIX
anga obecneyeHnst nuy, 60MbHBIX reMOUIMEN, MyKOBUCLUA030M, rTMNOuU3apHbiM HaHN3MOM, 6oneaHbio MoLue,
3510Ka4eCTBEHHBIMU HOBOOOpPa3oBaHUsIMU NMMMAONOHON, KPOBETBOPHOW M POACTBEHHBIX UM TKAHEN, pacCesiHHbIM
CKIepo30oM, Nl Nocne TpaHCnaHTauum opraHoB U (Mnn) TkaHew, NPOM3BEAEHHbIE 3a npeaenaMmm TeppuTopun
Poccuinckon ®egepaummn go 1 oktabps 2020 roga, MmoryT GbITh BBE3€eHbI B Poccuiickyto egepaumio oo 1 aHeaps
2021 ropa B nopsiake, yctaHoBrneHHom [lpaButensctBoM Poccuinckon ®egepauunn, 6e3 HaHeceHUsi cpeacTs
naeHTndmkaumn.

(B pea. PenepanbHbix 3akOHOB 0T 27.12.2019 N 462-93, o1 13.07.2020 N 206-93)

8. OpraHunzaumsi MHPOPMALIMOHHOIO B3aMMOLENCTBUA CUCTEMbI MOHUTOPUHIA OBWXEHUSI NIEKAPCTBEHHbIX
npenapaToB Ans MeAULMHCKOro NPUMEHEHUS C MHbIMU FOCYyAapCTBEHHbIMU MHAOPMALNOHHBIMKU CUCTEMaMU
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

obecneunBaeTcs B TOM yncne NnocpeacTBOM WHPaCTPYKTYpbI, obecneunBaroLLEn
WH(POPMALIMOHHO-TEXHOMNOMMYECKkoe  B3aMmodencTtene  MHAPOPMALMOHHBIX  CUCTEM,  UCMOMb3yembiX  Ans
npeaocTaBfeHnss rocyAapCTBEHHbIX W MyHMUMNAnNbHbIX  YCAYr M WUCMAOMHEHUS FOCYLapCTBEHHbIX U
MYHULMNAnNbHbIX (PYHKLMIA B 3NEKTPOHHOW hopme.

(vacTb 8 BBegeHa ®enepanbHbIM 3akoHOM OT 28.12.2017 N 425-03)

9. O6wepocTynHasa MHdoOpMauus, cogepXallascsa B CUCTEME MOHUTOPUHIra OBWXKEHUS] NeKapCTBEHHbIX
npenapaToB AN MeAULMHCKOrO NpUMEHeHUs!, pasMeLlaeTcsl B MHpOpMaLNOHHO-TENEKOMMYHMKALMOHHON CETU
"MiHTepHeT" (B TOM uucne B (pOpMe OTKPbITbIX [aHHbIX) B OOpAAKe, YCTaHOBNEHHOM [lpaBuMTEnbLCTBOM
Poccuiickon ®egepaumn.

(yacTb 9 BBegeHa PepepanbHbIM 3akoHOM OT 28.12.2017 N 425-93)

10. lMpousBoguTenn neKapCTBEHHbLIX CPEACTB MOMy4valT COoOEepXKallylocsa B CUCTEME MOHUTOpPUHra
OBWXEHNs1 NeKkapCTBEHHbLIX MpenapaTtoB Anst MEAWLUMHCKOrO MpUMEHEHUSI MHOPMaLMIO O Cepusix U napTusix
neKapCcTBEHHbIX MpenapaToB, MPOM3BOAUMBLIX UMW M HAXOAALWMXCS B rpaxpaHckom obopoTe B Poccuiickoi
denepaumu, 6e3B03mMe3HO.

(vactb 10 BBegeHa deaeparnbHbIM 3akoHOM OT 28.12.2017 N 425-93)

11. 3a Npou3BOACTBO WM MpoJaxy NeKapCTBEHHbIX NpenapatoB ANs MeOULMHCKOrO NpuMeHeHus 6e3
HaHeceHus1 cpeacTB MAeHTUdMKaAUUN, C HapyLleHWEM YCTaAHOBIIEHHOINO MOpPsSAKa WX HAHECEHMs, a Takke 3a
HECBOEBPEMEHHOE BHECEHWE AaHHbIX B CUCTEMY MOHWUTOPUHra ABWKEHUSA FfeKapCTBEHHbIX MpenapaTtoB Ans
MEOMLMHCKOTO MPUMEHEHUS WM BHECEHME B Hee HeOOCTOBEPHbLIX [AaHHbIX lopuaudeckne nvua u
MHOuBMAYyanbHble NpeanpMHMMaTenu, ykasaHHble B 4acTax 4 1 7 HacTosILLEen cTaTbW, HECYT OTBETCTBEHHOCTbL B
COOTBETCTBMM C 3akoHoAaTenbCcTBOM Poccuiickon ®eagepaunn.

(vactb 11 BBegeHa deaepanbHbIM 3akoHOM OT 28.12.2017 N 425-93)

12. TpaButenbctBo Poccunckon degepaumm BnpaBe YCTaHOBUTb OCODEHHOCTW BHEAPEHMSI CUCTEMBI
MOHWUTOPMHIa ABWXKEHWUSI NeKapCTBEHHbIX NpenapatoB Ans MEAWLMHCKOro NPUMEHEHUs, BKMoYas CPOKM ee
BHEOPEHWS, B OTHOLUEHWM NEeKapCTBEHHbIX npenapaToB ANA MeAWLUHCKOrO NPUMEHEHWUs, BKIIOYEHHbIX B
nepeyeHb XXU3HEHHO HEOOXOAMMBIX M BaXKHEMLUMX NeKapCTBEHHbIX MpenapaToB, fekapCTBEHHbIX NpenapaTos,
npefHasHavYeHHbIX Ansg obecneyeHns nuy, 6onbHbIX reMounnet, MykoBUCLMAO30M, MNodn3apHbIM HAHU3MOM,
bonesHblo [owe, 3nokadecTBEHHLIMW HOBOODPA30BaHUAMU NUMAOUAHON, KPOBETBOPHOW WM POACTBEHHbLIX UM
TKaHEN, paccesiHHbIM CKIIepO30M, MWL, MOCMe TpaHCMNfaHTauuM OpraHoB M (UNN) TKAHEW, MHbIX JIEKapCTBEHHbIX
npenapaToB ANs MEeOULMHCKOTO NPUMEHEHNS.

(4acTb 12 BBegeHa PepepanbHbiM 3akoHOM oT 28.12.2017 N 425-93)

MnaBsa 14.1. OTPAHUYEHUA, HANNATAEMbIE
HA OPTAHU3ALUWWN, OCYLLECTBNAIOLWWE OEATENNbHOCTDb
MO OBPALLUEHUIO NEKAPCTBEHHbIX CPECTB
(BBepeHa depepanbHbIM 3akoHoM OT 25.11.2013 N 317-93)

Cratbs 67.1. OrpaHuyeHusi, Hanaraemble NPU OCYyLLEeCTBIIEHUN AeATeNnbHOCTU B cdepe obGpalleHus
rflekapCTBEHHbIX CPeAcTB

1. Opranusaumn, 3aHnmarolimecs pas3paboTkoin, NPOU3BOACTBOM W (UNM) peanu3aunen NekapCTBEHHbIX
npenapatoB AN MeOULMHCKOTO NPUMEHEHMs1, opraHusauuu, obnagatowume npaBamMy Ha UCMOfb3oBaHMEe
TOProBoro HaMMeHoBaHuA NeKapCTBEeHHOro npenaparta And MeanunHCKOro npuMeHeHusa, opraHmsaunm ONTOBOW
TOProBNN JIEKAPCTBEHHbLIMM CpeacTBaMu, anTeudHble opraHv3aumm (UX NpeacTaBUTENW, MHble U3NYeEcKMe U
lopuanyeckne nuua, OCYLLECTBISIOLME CBOK AESATENbHOCTb OT UMEHW 3TUX OpraHusauuii) B OTHOLUEHWUU
MeOULMHCKUX paboTHUKOB 1 pyKOBOAMTENEN MEANLMHCKUX OpraHu3aumii He BNpage:

1) BpyyYaTb MNoOAapku, BbiNfayMBaTb [OEHEXHble CPeAcTBa (3a WCKIMOYEHMEM BO3HArpaxgeHum no
[OroBopamM Mpu NPOBEAEHWMU KIMHUYECKMX WCCNeLOoBaHWA NeKapCTBEHHbIX npenapaTtoB AN MeOWLMHCKOro
NPUMEHEHWsI, BO3HArpaXaeHW, CBSI3aHHbIX C OCYLLUECTBNEHNEM MEeOULMHCKMM paboTHUKOM nedarormyeckon u
(Mnn) Hay4HOW AesATENbHOCTUN), B TOM YMCIe ONaynBaTh pa3BrieyeHns, OTAbIX, NPOe3s K MECTY OTAbIXa, a TakkKe
npuBnekaTb K y4acTUio B pa3BriekaTenbHbIX MEPONPUATUSIX, MPOBOANMbIX 3@ CHET CBOUX CPEACTB;

2) 3aKrn4yaTb cornaweHna o Ha3Ha4YeHun uUnm pekomMeHagauunnm naumeHtTam JNekapCTBEHHbIX npenapaTtoB
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

AN MeOULMHCKOTO MNPUMEHEHUS (3a MUCKMYeHneM [I0rOBOPOB O MPOBEAEHUUM KIUHUYECKUX WUCCedoBaHui
neKkapcTBEHHbIX NpenapaTtos Ans MeaULUHCKOro NpUMeHeHust);

3) npenocTaBnATb 00pasubl NEKapCTBEHHbIX MPenapaToB Ans MeOULUMHCKOrO MNMPUMEHEHUS B LENsAX
BpPyYEHUs] MauueHTaMm (3a WCKIOYEHUMEM CIy4yaeB, CBSI3aHHbIX C MPOBEAEHWEM KIMHUYECKUX MCCIiefoBaHUiA
NeKapCTBEHHbIX NpenapaToB Anst MeAULUHCKOTO NpUMeHeHust);

4) npenocTaBnATb HEQOCTOBEPHYO M (MNK) HEMOMHY MH(OPMAaLMIO O NEKapCTBEHHbIX Mpenapartax ans
MEAMNLMHCKOro NPUMEHEHUS;

5) nocewatb ux B paboyvee Bpems Ha pabouMx MecTax, 3a MWCKMYEHWEM CryvaeB, CBSA3aHHbIX C
npoeegeHnemMm KrnHU4eCKnx I/ICCJ'IeLI,OBaHI/IVI N1IeKapCTBEeHHbIX MnpenapaTtoB And MeOUUUMHCKOro npumMeHeHud, C
yyacTueM B nopsigke, YCTaHOBMEHHOM PYKOBOAMTENEM MEOULMHCKOW OpraHu3aumu, B COOpaHUsiXx MeanLMHCKNX
pabOTHUKOB M MHbLIX MEPOMNPUSATUSIX, HaNpaBeHHbIX Ha MOBbILEHME WX NPOdECCUOHANBHOMO YPOBHS WM Ha
npegocTaBneHne MHgpopMaLun, CBSA3AHHOMW C OCYLLECTBIEHMEM MOHUTOPWMHra Ge30MacHOCTM fekapCTBEHHbIX
npenaparos;

6) I'|06y)|<ﬂ,aTb K BbIMNCbIBAHNIO NNTEKAPCTBEHHbLIX npenapaTtoB AnAa MeguLmMHCKOro npuMeHeHuna Ha GnaHkax,
coaepxawmx VIH(bOpMaLI,I/HO PEeKnaMHOro xXxapakrtepa, a Takke Ha peuenTypHbIX OnaHkax, Ha KOTOpPbIX 3apaHee
Hane4vyaTtaHo HanMeHoBaHMe J1IeKapCTBEHHOIO npenaparta anda MeguumHCKOro npuMmeHeHu4.

2. OpraHusaumu, ykasaHHble B ab3aue nepBom 4acTu 1 HacToslen cTaTbW, U UX NPeAcTaBUTENU B
OTHOLLEHMUN bapmaLeBTUYECKNX PabOTHMKOB N PYKOBOAMTENEN anTeYHbIX OpraHn3aLmin He BNpaBe:

1) Bpy4yaTb noaapku, BbinyiadnBaTb OeHEeXHble CcpencrtBa, B TOM YuCrie onsfiavymBaTb pa3Bliied4eHnd, oTablX,
npoes3a K MecCTy OoTAbiXa, U nNpuBneKkaTtb K y4acCTuUo B pasBliekaTeslbHbIX MeponpuAaTuax, npoBoAMMbIX 3a CHeT
CBOUX CpeacTs;

2) npenocTaBiATb O6pa3Ll,bI JlIeKapCTBEHHbIX npenapaTtoB And MeanumHCKOro npuMeHeHuna Ona Bpy4veHus
HacelneHuto;

3) 3aKr4aTb cornawleHnda o npeanoXeHnn HaceneHuto onpeaerneHHbIX NekapCTtBeHHbIX npenapatoB AnA
MeaNLIMHCKOIro NpuMeHeHus;

4) npeAocTaBnsATb HEAOCTOBEPHYIO M (UNK) HEMNOMHY MHAOPMALMIO O NEKApCTBEHHLIX Mpenapatax ans
MEOULMHCKOTO MNPUMEHEHWUs, B TOM YMCMe WMeKLWUX OAMHAKOBOE MeXAyHapodHoe HenaTeHTOBaHHoe
HaMMeHOBaHWe.

Ctatba 67.2. TpeGoBaHMA K OpraHvM3auMM W MPOBEAEHUI0 Hay4HbIX MEPONPUATUN, MHbIX
MeponpuUaTUiA, HanNpaBrieHHbIX Ha NOBbileHMe NPod)eCCUOHANBbHOro YPOBHA MeAULMHCKUX PabOTHUKOB
WUNM Ha npepocTaBrnieHMe MHGOPMaUUKU, CBSAA3AHHOW C OCYLIEeCTBIIEHMEM MOHMTOpPUHra GesonacHocTU
neKapcTBeHHbIX NpenaparoB

1. lMpu npoBegeHUM HayYHbIX MepPOnPUATUA, WHBIX MEPOMNPUATUI, HanpaBfneHHbIX Ha MOBbILIEHWEe
NpodeCCUOHANBHOIO YPOBHA MEANLIMHCKNX pabOTHMKOB MITM Ha NpefoCTaBlieHNe CBA3aHHOW C OCYLLIECTBIIEHVEM
MOHUTOPMHra 6e30MacHOCTN JeKapCTBEHHbLIX MpenapaTtoB WHGOpMauMM, OpraHM3yeMbiX OpraHn3aumsiMu,
yKasaHHbIMK B ab3aue nepeoM vactu 1 ctatbm 67.1 HacToswero ®enepanbHOro 3akoHa, Ux NpPeacTaBUTENSIMA K
(M)  duMHaHcUpyeMmbiXx 3a CYyeT CpeacTB dTUX oOpraHuMsauuMn 1M ux  npegcrasuTenen, 3anpelaeTcs
NpensaTCTBOBaTb y4aCTUIO B YKa3aHHbIX MEPONPUSATUAX UHBbIX OpraHn3aumi, KOTopble NPOU3BOASAT UMK peanuayoT
neKkapcTBEHHble NpenapaTtbl ANs MeAUUMHCKOro NPUMEHEHUSI CO CXOXUM MEXaHM3MOM dapMaKkororm4yecKkoro
aencteus, nMbo cosgaBaTh OUCKPMMUHALMOHHBIE YCMOBUS ANSt OOHWX YYaCTHUKOB MO CPaBHEHWIO C APYrMMM
yYacTHUKaMn, a UMEHHO:

1) npegocTaBnsATb pasnUYHOE KOMWMYECTBO BPEMEHW AN BbLICTYNNEHWA YYACTHUKOB, pasfiuyHble Mo
pasmepy 3aHMMaeMoW nnowaaM Mmecta ANng AeMOHCcTpauuyn obpasuoB feKapCTBEHHbIX MpenapaToB And
MEeOULMHCKOTO MPUMEHEHUS UNW PeKraMHbIX MaTepuanoB O feKkapCTBeHHbIX npenapatax Ans MeauuMHCKOro
NMPUMEHEHUA Ha OKCMO3MLUUSAX, CTeHAaX, 3a WCKIIOYEHMEM CriyyaeB, €CfiM TaKue YCINOBMSA 3akperseHbl B
cornalleHnsix 3TUX opraHusauum, ux npegcrasutene o0 GUHAHCUPOBAHUWN YKa3aHHbIX MEPONpUATUN ©
06ycCrnoBneHbl pasnuMYyHbIMKU 3aTpaTtamMu y4aCTHUKOB Ha UX OpraHn3aLuio;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

2) ycraHaeBnuBaTb pa3mep B3HOCA AN YYaCTHUKOB MEpOnpuATWMI, YyKa3aHHblX B absaue nepeBoM
HacTosLWEen YacTu, MNpeBbIWAKLWUA CyMMY 3aTpaT Ha opraHv3auuio yKasaHHbIX MeponpuaTun u Bedywmin K
HeoBOCHOBaHHOMY OrpaHVYEHMIO YMcna Ux y4aCTHUKOB.

2. OpraHu3auumu, ykasaHHble B ab3aue nepBoM yactu 1 ctateun 67.1 HacToswero PenepanbHOro 3akoHa,
X NpeacTtaBUTENN, OCYLLECTBNAOLWME oOpraHmsaumio M (unu) ruHaHCMpPOBaHME MEpPONPUATUIA, YKa3aHHbIX B
yacTn 1 HacTosiwen crtaTbu, 00s3aHbl obecneumBaTb OOCTYNn K WMHOpMauuMmM O garte, MecTe U BpPEMEHMU
NpoBeAeHNs yKasaHHbIX MepOnpUATUA, NnaHax, nporpaMmmax NPoBeAEeHMSI YKa3aHHbIX MEPOnpUsaTUN U Temax,
nnaHupyembIX ANg pacCMOTPEHUs, COCTaBe UX y4aCTHUKOB MyTEM pasMeLleHnsi COOTBETCTBYHOLLEN UHopMaLmm
Ha cBoux odmumanbHbix caWTax B ceTu "WHTepHeT" He nosgHee AOBYX MecslUeB [0 Hayana npoBefeHus
yKa3aHHbIX MEPONPUATUN.

3. VHdopmauma o npoBedeHMU MeponpuUATMI, YKasaHHbIX B 4acTy 1 HacTosiwen cTtaTbu, B CPOK,
YCTaHOBIEHHbIA 4YacTbld 2 HacTosiwew cTaTbW, [AofkHa ObiTb HanpaeneHa B dedepanbHbIi  opraH
NCMNOMHUTENBHOW BRACTU, OCYLLECTBSIOWMA hYHKLMN NO KOHTPOIO M HAg30py B chepe 30paBoOXpaHeHnst, Ans
nocrnegyoLLero pasmelleH1s ee Ha oduLmanbHOM canTe 3Toro opraHa B cetn "MIHTepHeT".

Mnaea 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATEJIbCTBA
POCCUNCKON ®EOEPALIUM NPU OBPALLEHUM NEKAPCTBEHHbLIX CPEACTB
M BOSMELWEHWE BPEOA, NMPUYUHEHHOIO 300OPOBbLIO NrPAXXAAH
BCJNIEACTBUE NPUMEHEHUA NEKAPCTBEHHbBIX NMPENAPATOB

Ctatbsaa 68. OTBeTCTBEHHOCTbL 3a HapylueHuMe 3akoHopaTenbcTBa Poccuickon depepaumu npu
obpalleHMn NneKkapcTBeHHbIX CPeaAcTB

1. HapyweHne 3akoHogaTtenbctBa Poccunckonn Pepepaumm npy obpalleHUn NeKapCTBEHHbLIX CpeacTs
BneYeT 3a cobol OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATENbLCTBOM Poccuiickon Pegepaumn.
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

2. 3a HenpecTaBneHne nnNn HeCBOEBPEMEHHOE npeacTaBneHne nHopmaumm m (Mnn) 4OKYMeHTOB Nubo
npeacraBneHne HeLOCTOBEPHbIX WHdopMaumMm U (MNn) OOKYMEHTOB, MPEeAYyCMOTPEHHbIX HACTOSALLMM
depepanbHbiM  3aKOHOM, CyObekTbl 0DOpalleHWsi IEeKapCTBEHHbIX CPEACTB HECYT OTBETCTBEHHOCTb B
COOTBETCTBUW C 3aKoHogaTenbCcTBOM Poccuiickon ®epgepaumu.

(vacTb 2 BBegeHa PegepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pen. PeaepanbHoro 3akoHna ot 04.06.2018
N 140-93)

Cratbsa 69. Bo3melueHue Bpega, nNpuiMHEHHOro 3A00pPOBLIO rpaxaaH BcleacTteBue npuMeHeHus
JNNeKapCTBeHHbIX npenapatoB

1. lMpousBoguTenb NEKapcTBEHHOrO npenapata 06s3aH BO3MECTUTb Bpef, MPUYMHEHHbIN 340POBbIO
rpaxkgaH BCreAcTBME NPUMEHEHWNS NIeKapCTBEHHOro npenapara, ecrnm AokasaHo, YTo:

1) J'IeKapCTBeHHbIIZ npenapat npuMeHaAncd no Ha3Ha4YeHut B COOTBETCTBUM C MHCprKLI,I/IGVI no
NPUMEHEHUNIKD J1eKapCTBEHHOINo npenapata w I'IpVI‘-IVIHOVI Bpeaa 4dBuricCA BBOO4 B rpa>+<,anCK|/|17| 060pOT
HeQOGQOKa‘-IeCTBeHHOI'O J1IeKapCTBEHHOro npenapara;

2) Bpe[ 300POBbI0 NMPUYMHEH BCREACTBME HEAOCTOBEPHOW MH(OPMAaLUK, coaepX)alleicsa B UHCTPYKLMK Mo
NPUMEHEeHI0 NTeKapCTBEHHOTIO Npenapara, U3aaHHOW NPoM3BOAMTENEM NEKapCTBEHHOIO Npenapara.

2. B cnyyae, ecnu Bped 340POBbI0 rpaxgaH MPUYMHEH BCMEACTBUE MPUMEHEHMS MeKapCTBEHHOMo
npenapaTta, NpuweaLlero B HErogHOCTb B pe3yrnbTaTe HapyleHus npaBui XpaHeHUst NekapCTBEHHbIX CPeacTs,
npasuin ONTOBOW TOProBNW fEKapCTBEHHbIMU MpenapaTaMu, NpasBui OTNyCKa feKkapCTBEHHbIX MpenapaTos,
OpaBu W3rOTOBIIEHWS W OTNycKa NeKkapCTBEHHbIX MpenapaToB, BO3MelleHWe Bpeda OcCyLecTBnAeTCs
COOTBETCTBEHHO OpraHv3auuelri ONTOBOW TOProBMM JeKapCTBEHHbIMW CPeACcTBaMu, anTeyHOW opraHusaumen,
WHAMBMAYanbHbIM MNpegnpuHMMaTenem, VMeWUMn fMLEH3NK Ha dapmaueBTUYeckylo OesTenbHOCTb unu
MVLUEH3NI0 Ha MEeAUUMHCKYI0 OeATenbHOCTb, MEeOUUMHCKOW OopraHusauven, uMelwen IUUEH3MIo Ha
hapmaLeBTMYeckylo aeaTenbHOCTb (ee 0bocobneHHbIM nogpasgeneHvem (ambynaTtopuen, denbawepckum u
denbaLepcKo-akyLLepCckuM NyHKTaMu, LeHTpoMm (oTaeneHnem) obuwen BpavebHOM (CeMenHOWm) npakTuku),
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(c u3m. n gon., BCTYN....

pacronoXeHHbIM B CENbCKOM HAaCeneHHOM TMyHKTe, B KOTOPOM OTCYTCTBYeT anTeyHass opraHvi3aums),
OONYCTUBLUUMK NPOAAXKY MIW OTMYCK TaKOro fiekapCcTBEHHOro npenapara.
(B pea. PenepanbHoro gakoHa ot 25.11.2013 N 317-$3)

3. BosmelleHne Bpeda, NPUYMHEHHOrO 300POBLIO FpakgaH BCreacTBME MNPUMEHEHWNSA feKapCTBEHHbIX
npenapaToB WM COBEpPLUEHUNS] NMPOTUBOMNPAaBHLIX AEUCTBUI CyObekTaMu oOpalleHusi NTeKapCTBEHHbLIX CPEACTB,
OCYLLIECTBNSIETCA B COOTBETCTBUM C 3akoHOZaTenbcTBOM Poccuiickon ®epepauuu.

Mnaea 16. SAKITIOYUTENbHbIE NMOJIOXEHUA

Crtatba 70. O NpM3HaHUM YTPATUBLUIMMWU CUNY OTAESNbHbIX 3aKOHOAATeNbHbIX aKTOB (MOJOXEHWUN
3aKOHopaTenbHbIX akToB) Poccuickon Pegepaumm

Mpr3HaTb yTpaTUBLUMMU CUITY:

1) depepanbHbii 3akoH OT 22 moHA 1998 roga N 86-®3 "O nekapctBeHHbIX cpepcteax” (CobpaHue
3akoHogaTtenbcTBa Poccuiickon Peagepaumm, 1998, N 26, ct. 3006);

2) ®epepanbHbin 3akoH oT 2 gaHBapsa 2000 roga N 5-®3 "O BHeceHUW WU3MEHEHUS U OOMOMHEHU B
®epepanbHbin 3akoH "O nekapcTBeHHbIX cpeacTBax” (CobpaHue 3akoHopaTtenbcTBa Poccuiickon ®enepauum,
2000, N 2, cT. 126);

3) cratbio 40 depepanbHoro 3akoHa oT 10 aHuBapsa 2003 roga N 15-®3 "O BHeceHWW M3MEHEHUN U
OOMOSTHEHMA B HEKOTOpble 3akoHoaaTenbHble akTbl Poccuiickon dPegepaumm B CBA3UM C  MPUHATUEM
depepanbHoro 3akoHa "O NUUEH3NPOBaHWMM OTAENbHbIX BUAOB AesatenbHocTn" (CobpaHve 3akoHopgaTenbcTBa
Poccunckon ®egepauun, 2003, N 2, cT. 167);

4) cratbtio 31 depepanbHoro 3akoHa oT 30 wmoHsa 2003 roga N 86-®3 "O BHeceHUM U3MEHEHUN K
OOMONMHEHMIN B HEKOTOpble 3akoHodaTenbHble akTbl Poccuiickon ®Pegepauun, NpusHaHMU yTpaTUBLLUMMU CUNY
OTAENbHbIX 3aKOHOAAaTemNbHbIX akToB Poccuiickon depepaumn, nNpeaoCTaBneHUM OTAENbHbIX rapaHTui
COTPYAHUKAM OpraHoB BHYTPEHHUX [Efl, OpPraHoB MO KOHTPOM 3a OGOPOTOM HApPKOTUMYECKMX CPeacTB U
MCUXOTPOMHbIX BELWECTB W YynpasgHsemblX defepanbHbiX OpraHoB HasoroBo MoOnMuUMM B CBA3KM €
OCyLLEeCTBNEHNEM Mep MO COBEPLLUEHCTBOBAHMIO rOcydapcTBeHHOro ynpasnenuns" (CobpaHue 3akoHogaTenbcTea
Poccuiickon ®epepaumm, 2003, N 27, ct. 2700);

5) cratbio 101 PepepanbHoro 3akoHa oT 22 aerycta 2004 roga N 122-®3 "O BHeCEHMU N3MEHEHWI B
3aKkoHodaTenbHble akTbl  Poccuiickon  degepaumm M MpU3HaAHUM  YyTPATUBLUMMW  CUIY  HEKOTOPbIX
3akoHofdaTenbHbIX aktoB Poccunckon depgepaumm B €BA3nN ¢ npuHateMm PepeparnbHbix 3akoHOB "O BHeceHUn
n3MeHeHU n gononHeHun B ®depepanbHbii 3akoH "O6 06WMX MpUHUMNAX OpraHM3auuM 3akoHogaTemnbHbIX
(npeacTaBUTEmNbHBIX) WM UCMOMHUTENbHBIX OpPraHoB roCyAapCTBEHHOM Bnactn cybbektoB Poccuinckon
depepaummn” n "O6 o6WKMX NpUHUMNAX OpraHM3auum MecTHOro camoynpasneHus B Poccuiickon ®epepaumn”
(CobpaHue 3akoHopaTenbcTBa Poccunckon ®enepaumm, 2004, N 35, ct. 3607);

6) cratbio 28 denepanbHoro 3akoHa ot 18 gekabpst 2006 roga N 231-03 "O BBegeHUN B AEACTBME YACTU
yeTBepTon [paxgaHckoro kopekca Poccunckon ®Pepepauun” (CobpaHue 3akoHogaTenbcTBa Poccuickon
®epnepaumu, 2006, N 52, cT. 5497).

Cratbsa 71. BctynneHue B cuny Hactosiwero ®epgepanbHOro 3akoHa
1. Hactosawmn ®egepansHblin 3akoH BCTynaeT B cuny ¢ 1 ceHTsabpsa 2010 roaa.

2. JlekapCTBeHHble CpeacTBa, 3aperucTpypoBaHHble [0 [OHA BCTYMNMEeHUs B CUNy  HacTodaLwero
depepanbHOro 3akoHa, MOANeXarT BKIHOYEHWIO B TOCYAApPCTBEHHblE PEECTPbl JEKAPCTBEHHbIX CPEACTB C
BHECEHMEM YKa3aHHbIX B 4actm 1 ctatbum 33 Hactosiwero ®PepepanbHOro 3akoHa cBedeHud 06 3Tux
nekapCTBEHHbIX cpeAcTBax 6e3 NpoxoxaeHns BHOBb NpoLedypbl rocygapCTBEHHON perncTpaumm nekapcTBeHHbIX
npenapaTos.

3. locypapcTBeHHasi perucTpaumsi IeKapCTBEHHbIX MpenapaToB, 3a WCKIYEHUEM J1eKapCTBEHHbIX
npenapaTtoB A1 MEAULIMHCKOrO NPUMEHEHUs], MPeaCTaBIIEHHbIX HA YKasaHHY perncTpaunto 4o AHS BCTYNNEHUs
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

B cuny Hacrtosuwero degepanbHOro 3akoHa, OCYLLEeCTBASETCA B COOTBETCTBUM C HacToswmm PenepanbHbIM
3aKOHOM Ha OCHOBaHMM [OKYMEHTOB W [AaHHbIX, MPEACTaBIEHHbIX OO OHA BCTYMNNIEHWS B CUMY HaCTOALLEro
depepanbHOro 3akoHa.

(B peq. ®enepanbHoro zakoHa ot 11.10.2010 N 271-93)

3.1. TocypapcTBeHHass peructpauusi neKkapCTBEHHbIX npenapaToB AN MeOUUMHCKOTO MPUMEHeHUs,
NpeacTaBneHHbIX Ha roCyAapCTBEHHYIO perMctpauuio 4o AHS BCTYNNeHus B cuny Hactosiwero depepanbHOro
3aKoHa, W rocydapCTBEHHasd perncTpaums NekapCcTBEHHbIX npenapatoB ANnd MeAWMLMHCKOro MNpUMEHeHus,
NPeAcTaBrneHHbIX Ha 9KCMepTU3y MeKapCTBEHHbIX CPeAcTB [0 [AHA BCTYMMEHWs B CUMY HacToswero
®epepanbHOro 3akoHa B LUensaxX WX MNocreaylolwen rocygapCTBEHHON perncTpaumun, OCYLUEeCTBAATCA Ha
OCHOBaHUM OOKYMEHTOB WM AaHHbIX, NPeACTaBfeHHbIX A0 AHA BCTYyMMeHus B cuny Hactoswero ®egepanbHOro
3aKOHa, a TakkKe 3asBMeHWs O roCyAapCTBEHHOW perncrpaumm nekapCcTBEHHOro rnpenapara, NpeAacTaBneHHOoro
npon3soguTenemM nekapCTBEHHbIX NpenapaToB UMM YNONHOMOYEHHbIM UM FIMLOM B COOTBETCTBMU C HacCTOSALLUM
denepanbHbIM 3aKOHOM B YMNOMHOMOYEHHbIN dhedeparnbHbIi opraH UcnonHuTensHon snactm go 1 maprta 2011
roga, 6e3 TpeboBaHMs ynnaTbl rOCyAapCTBEHHOM NOLUMVHbI, NPegyCMOTPEHHOW 3aKoHOAaTeNnbCTBOM Poccuickoi
®epepaumu o Hanorax n cbopax.

(yactb 3.1 B pea. PepepansHoro 3akoHa ot 29.11.2010 N 313-93)

3.2. MNogTBepxaeHWe rocyaapCcTBEHHOW peructpaumm nekapCTBEHHbIX npenapatoB ANd MeauuMHCKOro
NpUMEHeHWs, NPeaCTaBeHHbIX AN NOATBEPXKAEHMS rOCyAapCTBEHHOW peructpaumm 4o OHS BCTYMMNEHUs B CUny
HacTosiwero ®enepanbHOro 3akoHa, W MOATBEPXOAEHUE TOCYAAPCTBEHHON pErncTpauum NekapcTBEHHbIX
npenapaTtoB AN9 MEQULMHCKOTO NMPUMEHEHWS, NPeACTaBlIEHHbIX HA SKCNEPTM3Y FNIeKapCTBEHHbIX CPEACTB A0 AHS
BCTYMNeHUs B cuny Hactoswero ®PegepanbHOro 3akoHa B UensX MOCreayrolwero MNOATBEPXKAEHUS WX
rocygapCTBEHHON perncTpaummn, OCyLeCcTBASITCA Ha OCHOBaHUM OOKYMEHTOB M AaHHbIX, NPeACTaBneHHbIX A0
OHS BCTYNneHus B cuny HacTosuwero ®egepanbHOro 3akoHa, a Takke 3asiBMeHWs O MogTBEepXKOEeHUM
rocygapCTBEHHONW  permcrpaumMu  feKkapCTBEHHOro  npenaparta,  MpeacTaBreHHOro  npoussBoauTenem
neKapCTBEHHbIX MpenapaToB WU YNOMHOMOYEHHBIM MM JIMLUOM B COOTBETCTBUM C HacToswmm degepanbHbiv
3aKOHOM B YMOJTHOMOYEHHbIV dedeparnbHbIi OpraH UcnofHuTensHon Bnactu go 1 mapta 2011 ropa, 6es
TpeboBaHMsl ynnaTbl rOCYyQapCTBEHHOM MOWWMHBI, NPeagyCMOTPEHHOM 3akoHodaTenbCTBOM Poccumnckon
depepaumm o Hanorax u cbopax.

(vacTb 3.2 B peq. PenepanbHoro gakoHa ot 29.11.2010 N 313-93)

3.3. MNMpuHATUE peLleHns 0 BHECEHUN U3MEHEHNI B JOKYMEHTbI, COAEPXKaLLMECs B permcTpaLmoHHOM JOCbe
Ha 3aperncTpMpoBaHHbIN JIEKAPCTBEHHBIN Npenapar Anst MEAMLMHCKOrO NPUMEHEHWS 1 NpeAcTaBlieHHble 40 OHS
BCTYNNeHna B cuny Hactosiwero denepanbHOro 3akoHa, M MPUHATUE pPeLUeHMS O BHECEHMM WU3MEHEHWIN B
OOKYMEHTbI, coaeprKallleecs B perucTpaumMoHHOM A0Cbe Ha 3apermcTpupoBaHHbIN NIEeKapCTBEHHbIN NpenapaT 4ns
MEeOMLMHCKOro NPUMEHEHUsT U NpeacTaBeHHbIe Ha 9KCNepPTU3y NeKkapCTBEHHbIX CPeACTB A0 OHS BCTYNNeHnsa B
cvuny Hacrtosiwero defepanbHOrO 3akoHa, OCYLLIECTBMSAKTCA Ha OCHOBAaHUM [OKYMEHTOB W [AaHHbIX,
NpeacTaBneHHbIX OO AOHS BCTyNneHuWss B cuny Hactoswero PefepanbHOro 3akoHa, a Takke 3asiBNeHus O
BHECEHUN W3MEHEHUN B [OKYMEHTbl, COAepXallMecs B PerucTpauMoHHOM [AOCbe Ha 3aperncTpypOBaHHbIN
NekapCTBEHHbIN NpenapaT AMs MEAULMHCKOrO NPUMEHEHNS, NpeaCcTaBeHHOro NMPOM3BOANTENEM NTIEKAPCTBEHHbIX
npenapaTtoB WNN YMNOSTHOMOYEHHLIM MM IMLOM B COOTBETCTBUM C HacToAwmm DegepanbHbIM 3aKOHOM B
YMOSTHOMOYEHHbIN beaepanbHbii opraH McnonHuTensHon Bnactm go 1 mapta 2011 roga, 6e3 TpeboBaHus
ynnaTbl rocy4apCTBEHHOW MOLUMMHbI, NPEAYCMOTPEHHON 3akoHoA4aTenbLCTBOM Poccuickon ®enepauum o Hanorax
n cbopax.
(vactb 3.3 B peq. PepepanbHoro gakoHa ot 29.11.2010 N 313-93)

3.4. Boigava paspeLueHM|7| Ha npoBegeHmne KIMHN4YeCKnx ncecneaoBaHuin NNeKapCTBEHHbIX MpenapaTtoB A4
MeQNUMNHCKOro npuMeHeHua no 3asaBieHnAam, nogaHHbIM 0O OHA BCTYMNEeHUA B CUIy HacToAlwero CDep,epaanoro
3akKOHa, a TakKkKe Nno 3adaBJIeHUAM, NoAaHHbIM Nocne OHA BCTYNNeHNndA B CUIly HactosAlero <Dep,epaanoro 3aKOHa
Ha OCHOBaHMWN 3KCNepTuns, npoBefdeHHbIX OO0 OHA BCTYMIEeHUA B CUly HacTodllero dJe,u,epaanoro 3aKOHa,
OCyLLEeCTBIIAEeTCA B COOTBETCTBUM C HACTOALLUUM d>ep,epaanb|M 3aKOHOM Ha OCHOBaHuUM OOKYMEHTOB U OaHHbIX,
npeacrtaBfieHHbIX UMK NONyYeHHbIX 0 AHA BCTYNNEeHUA B CUIy HacTtoAllero (De,u,epaanoro 3aKOHa, a TakKxe Ha
OCHOBaHMUK KoONMun npeaBapuUTeribHOro gorosopa 0bs13aTenbHOro CTpaxoBaHNA XWU3HW, 300pOBbA MNALMNEHTOB,
y4yacTByROLWNX B KITMHNYECKOM UCCIieoBaHNKN NeKapCTBEHHOro npenapara ana meguumHCKOro npuMeHeHusa, nnn
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goroBsopa obsizaTenbHOro CTpaxoBaHWUA, 3aKn4YeHHOro B COOTBETCTBMN C TUNOBbLIMU NpaBuiamMu obsizaTenbHOro
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

CTPaxoBaHus, C yka3aHMeM npeaernbHOM YMCNIEHHOCTU NaLMEHTOB, YYacTBYIOLMX B KIIMHUYECKOM UCCneaoBaHum
nekapCTBEHHOro npenaparta Ans MeauuMHCKOro npumeHeHus, 6e3 TpeboBaHus ynnaTbl rocygapCTBEHHON
NoLWWNMHBI, NpegycMOTPEHHON 3akoHoaaTensctBoM Poccuiickon defepaumm o Hanorax n céopax.

(vactb 3.4 B peq. PepepansHoro gakoHa ot 29.11.2010 N 313-93)

3.5. 3apernctpupoBaHHble B MHOCTPaHHOW BamnoTe 0 AHS BCTYMMEHUs B cuny Hactosiwero ®egepansHoro
3aKOHa npefenbHble OTMNYCKHbIE LEeHbl MHOCTPAHHbIX MNPOU3BOAMTENEN Ha FEeKapCTBEHHble Mpenaparsl,
BKIMIOYEHHbIE B NEpeYeHb XM3HEHHO HEeOoOXOOUMbIX WM BaXKHEMLUMX eKapCTBEHHbIX MpenapaTtoB, noanexat
nepecyety B pybnu no kypcy LleHTpanbHoro 6GaHka Poccuiickon ®depepaumm Ha [AaTy, YCTaHOBIEHHYHO
MpaBuTenbcTtBoM Poccuiickon ®epepaumu, 6e3 npefacTaBrneHUs 3asiBNEHUsI O NepecyeTe LeHbl C BHECEHUEM
COOTBETCTBYHOLUNX M3MEHEHUA B rOCYLAPCTBEHHbIN peecTp npefernbHbiX OTMYCKHbIX LieH NpoussoauTenei Ha
nekapcTBEHHble npenapaTbl, BKMHOYEHHbIE B NepeyYeHb XU3HEHHO HEOOXOAUMBIX Y BaXKHEMLIMX NEKapCTBEHHbIX
npenaparos.

(vactb 3.5 BBegeHa PepepanbHbiM 3akoHoMm oT 11.10.2010 N 271-93)

3.6. 3aperncTpmpoBaHHble OO OHS BCTYNNEeHUs B cuiy HacTosiwero ®egepanbHoro 3akoHa npeferbHble
OTMNYCKHblE LIEHbl POCCUMCKMX NPOW3BOAMTENEN Ha JIeKapCTBEHHblIe NpenapaTbl, BKMOYEHHblE B NepeyeHb
XN3HEHHO HEODOXOAMMbIX N BaXKHEWLUUX FEKapCTBEHHbIX MpenapaToB, noanexar nHaekcaumm ¢ 1 Hosiops 2010
roga mcxogsa us NporHO3Mpyemoro ypoBHA UHGNAUMK, ycTaHoBNeHHoro dedeparnbHbIM 3aKOHOM OT 2 Aekabps
2009 roga N 308-93 "O cdepepansHom btogxkeTte Ha 2010 rog n Ha nnaHoBbi nepuog 2011 n 2012 rogos” Ha
2011 rog.

(yactb 3.6 BBegeHa PepepanbHbiM 3akoHoM oT 11.10.2010 N 271-03)

3.7. MNocne 1 mapta 2011 roga He ponyckarTca NPOU3BOACTBO M BBO3 B Poccuiickyio depepauuio
nekapCTBEHHbIX MpenapaToB B yNakoBKax C MapKUPOBKOM, kOoTopas Oblna HaHeceHa 00 OHst BCTYMNEHUS B CUMY
HacTosilero depepanbHoro 3akoHa. Mo MCTEYEeHWMM yKasaHHOro cCpoka AaHHble NeKapCTBEHHble npenapatbl
MOryT OTNycKaTbCsl, peanv3oBbIBaTLCA, NepeaaBaTbCs U MPUMEHSTLCS 4O UCTEYEHUS UX CPpOKa rOAHOCTW.

(B peq. PenepanbHbix 3akoHOB OT 29.11.2010 N 313-93, o1 06.12.2011 N 409-03)

4. Co pHs BCTynneHus B cuny Hacrtosiwero PepepanbHoro 3akoHa m no 30 anpens 2011 roga
BKMOYUTENBHO [OMNycKaeTCcsl MpOBeAEHUEe 3KCMEepPTU3bl JEeKAapCTBEHHbLIX CPEACTB 3KCNepTaMu 3KCMepTHOro
yypexaeHus [0 NPOXOXOEHUs UMW aTTecTauuu B NOpAdKe, YCTAHOBMEHHOM YMOMHOMOYEHHBIM heaeparnbHbIM
OpraHoM MCMOSTHUTENBHON BNacTy.

5. Co pHa BcTynneHus B cuny Hactosiwero ®depepanbHoro 3akoHa u no 31 pekabps 2013 roga
BKITHOYMTENBHO OCYLLECTBMSETCA Nepexod K MPOW3BOACTBY JIEKAPCTBEHHbIX CPEACTB B COOTBETCTBUM C
npaBunaMy opraHusaLmn NPon3BOACTBA U KOHTPOMsi Ka4ecTBa JIeKapCTBEHHbIX CPEeACTB, YKa3aHHbIMU B 4acTu 1
ctatb 45 Hactoswero ®egepanbHoro 3akoHa, B MnonHoM obbeme. CpokM nepexoga Mpou3BOACTBA
NeKapCTBEHHbIX CPEeACTB K MX MPOU3BOACTBY B COOTBETCTBMMU C KOHKPETHbIMU TpeboBaHUSMM AaHHbIX NpaBun,
BKIIOYAs1 CPOKM aTTecTauum YnoriHOMOYEHHbIX IWL, YKasaHHbIX B 4acTax 6 m 7 cratbm 45 HacTosuwero
depepanbHOro 3akoHa, yctaHaBnmeatoTcs NMpaButensctBoM Poccunckon ®enepaumn.

6. JInueHanm Ha Npom3BOACTBO fEKapCTBEHHbBIX CPeAcCTB, BblaaHHble Ao 1 aHBapa 2014 roga, OenUCTBYOT
nocrnie 1 aHBapsa 2014 roga 4o NCTEYEHUS CpoKa UX OENCTBUS NPU YCNOBMM COOTBETCTBUS NMLIEH3MaTa npasunam
opraHMsaumm nNpouM3BOACTBA W KOHTPOMS KayecCTBa NEeKapCTBEHHbIX CPeACTB, YKa3aHHbIM B yactu 1 ctatbun 45
HacToswero degepanbHOro 3akoHa.

7. ®opmupoBaHMe TFOCyAapCTBEHHOIO 3aJaHusl Ha MpOBEAEHWe 3IKCNepTu3bl NEKAPCTBEHHbIX CPeacTB
denepanbHOMy rOCyAapCTBEHHOMY OHOIKETHOMY YUYPEXOEHU0 MO NPOBEAEHMIO 3KCMEPTU3bl NEKAPCTBEHHbIX
cpeAacTs u omHaHcoBOe obecrneyeHne BbINOIHEHNSI 3TOrO 3afaHus OCYLLECTBIAKTCA B NOpsAAKe, yCTaHOBNEHHOM
depnepanbHbIM 3akoHOM OT 12 gHBapa 1996 roga N 7-®3 "O HekomMMepyecknx opraHmsaumsax”.

(vacTb 7 BBegeHa ®enepanbHbiM 3akoHoM oT 29.11.2010 N 313-03)

Mpe3ngeHT
Poccuiickon depepanmm
O.MEOBELOEB
Mocksa, Kpemnb
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHuns: 12.03.2021

(c u3m. n gon., BCTYN....

12 anpensa 2010 roga
N 61-03
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