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12 anpens 2010 rona N 61-®3

POCCUNCKAA ®EOEPALINA
®EQEPAJIbHbIA 3AKOH
Ob OBPALLEHUU NEKAPCTBEHHbIX CPELCTB

ITpunsT
I'ocynapcrBennoit JJymoit
24 mapta 2010 rona

Onobpen
Coserom Denepanuu
31 mapra 2010 roga

CnucoK U3MEHSIIOIINX TOKYMEHTOB
(B pen. @enepanbubix 3aKk0HOB 0T 27.07.2010 N 192-D3,
ot 11.10.2010 N 271-®3, ot 29.11.2010 N 313-®3, o1 06.12.2011 N 409-03,
o1 25.06.2012 N 93-®@3, ot 25.12.2012 N 262-®3, ot 02.07.2013 N 185-D3,
o1 25.11.2013 N 317-®3, ot 12.03.2014 N 33-®3, o1 22.10.2014 N 313-®3,
o1 22.12.2014 N 429-@3 (pexn. 13.07.2015), ot 08.03.2015 N 34-D3,
o1 29.06.2015 N 160-®3, ot 13.07.2015 N 233-®3, ot 13.07.2015 N 241-03,
ot 13.07.2015 N 262-®3, ot 14.12.2015 N 374-®3, ot 29.12.2015 N 389-®3,
o1 02.06.2016 N 163-®3, ot 03.07.2016 N 261-®3, ot 03.07.2016 N 305-D3,
ot 03.07.2016 N 350-®3, ot 29.07.2017 N 242-®3, ot 29.07.2017 N 278-D3,
o1 28.12.2017 N 425-®3 (pexn. 27.12.2019), ot 04.06.2018 N 140-D3,
oT 28.11.2018 N 449-®3, o1 27.12.2018 N 511-®3, ot 06.06.2019 N 134-D3,
o1 26.07.2019 N 240-®3, ot 02.08.2019 N 297-®3, ot 27.12.2019 N 462-D3,
ot 27.12.2019 N 475-®3, o1 27.12.2019 N 478-®3, oT 27.12.2019 N 481-D3,
oT 26.03.2020 N 67-®3, ot 01.04.2020 N 98-®3, ot 03.04.2020 N 105-D3,
ot 13.07.2020 N 206-®3, ot 08.12.2020 N 429-®3, ot 22.12.2020 N 444-D3)

Mnaesa 1. OBLUUE MNMOJIOXKEHUA
Cratbsa 1. MpeameT perynupoBaHus HacTosiwero PepnepanbHOro 3akoHa

1. Hacrosmmii ®enepanbHblii 3aKOH peryjMpyeT OTHOLIEHMs, BO3HUKAIOIIME B CBSI3U C
oOpamieHueM - pa3paboTKOW, JOKIMHUYECKMMHU HCCIEIOBAHUAMH, KIMHUYECKUMHU MCCIEJOBAHUSAMM,
JKCIIEPTU30M, TIOCYJApCTBEHHOM pETUCTpaluel, CO CTaHAapTHU3alMedl M ¢ KOHTPOJIEM KayecTBa,
IIPOU3BOJCTBOM, H3TOTOBIEHUEM, XpaHEHHMEM, IIEPEeBO3KOH, BBO30M B Poccuiickyro ®enepanuto,
BbIBO30M M3 Poccuiickoit @enepanun, peKkiiamoil, OTIYCKOM, pealu3alue, nepegayei, TpuMEeHEHUEM,
YHUUYTO>KEHHUEM JIEKaPCTBEHHBIX CPEICTB.

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)
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2. Hacrosimumii denepanibHblii 3aKOH YCTAaHABIUBACT PUOPUTET TOCYIaPCTBEHHOTO PETyJIMPOBAHUS
Oe3omacHoCTH, KauecTBa 1 3(h(PEKTUBHOCTH JICKAPCTBEHHBIX CPEICTB MPU UX OOpAIICHHH.
(B pen. @enepanbHoro 3akona ot 25.06.2012 N 93-D3)

CraTtba 2. Cchepa npumeHeHns HacTosiwero PepepanbHOro 3akoHa

Hacrosmuii ®enepanbHblii 3aKOH NMPUMEHSETCS K OTHOLICHUSAM, BO3HUKAIOUIUM IIPpU OOpalieHun
JIEKApCTBEHHBIX CPEJICTB HA Tepputopuu Poccuiickonn @enepannu.

Cratbs 3. 3aKkoHoAaTeNnbLCTBO 06 OOpaLleHun NneKapCcTBEHHbIX CpeacTs

1. 3akoHOmaTensCTBO 00 OOpalieHUH JIEKAPCTBEHHBIX CPEACTB COCTOMT W3 HACTOSIIETO
@denepallbHOTO 3aKOHA, JPYTuX (enepanbHBIX 3aKOHOB M HMHBIX HOPMATHBHBIX IIPABOBHIX AaKTOB
Poccuiickoit denepanumn.

1.1. 3akoHOIaTENHCTBO 00 OOpAICHUH JIEKAPCTBEHHBIX CPEJCTB B OTHOLICHUH IOPUINYECKUX JTUI] U
WHJUBUIYAIbHBIX  NPEANPUHUMATENICH,  OCYHICCTBISIONIMX  JCATEIBHOCTH  HA  TEPPUTOPUU
MEXIYHAPOAHOTO MEIUIIMHCKOTO KIacTepa, MPUMEHSETCS C y4eTOM OCOOCHHOCTEH, YCTaHOBIIEHHBIX
®enepanbHbiM  3ak0OHOM "O  MEXIyHApOJIHOM MEIUIIMHCKOM KJIAaCTepe M BHECEHWHM HW3MEHEHUN B
OTJIeNbHBIE 3aKOHOJaTeNbHbIe akThl Poccuiickoit @eneparuu'.

(uactp 1.1 BBegena denepanbHbiM 3akoHOM OT 29.06.2015 N 160-D3)

2. JletictBue Hactosero deaepaabHOro 3aKOHA PaclpocTpaHsIeTcss Ha oOpalleHne HApKOTHUYECKUX
JIEKAPCTBEHHBIX CPEICTB M TICUXOTPOIMHBIX JICKAPCTBEHHBIX CPEACTB C YUYE€TOM OCOOCHHOCTEH,
YCTAaHOBJICHHBIX  3aKOHOJATenbcTBOM  Poccuiickoit  ®Pexepauri O  HApPKOTHYECKUX  CPENCTBAX,
MICUXOTPOITHBIX BEIMIECTBAX M 00 UX MPEeKypcopax.

3. [eiictBue Hactosmero @enepanbHOr0 3aKOHa  pacHpOCTpaHsSETCs Ha  oOpalieHue
pagunodapMaleBTUYECKUX JIEKAPCTBEHHBIX CPEACTB € YYETOM OCOOCHHOCTEH, YCTaHOBJIEHHBIX
3akoHoAarenbcTBOM Poccuiickoit denepanuu B o01actu odecredeHus paaualioHHON O€30MacHOCTH.

4. Ecnn mexyHapoaHbIM aoroBopoM Poccuiickoit denepanny ycTaHOBIEHBI WHBIE MpaBUia, YeEM
T€, KOTOpblE TNPENYCMOTPEHbl HacToAMUM DenepasbHbBIM  3aKOHOM, IPUMEHSIOTCS  IIpaBHIIa
MEXIyHapOAHOIO JOr0BOpA.

4.1. PemeHuss MeXrocyJapCTBEHHbIX OpraHOB, MPUHATBIE HAa OCHOBAaHUU IOJIOKEHUU
MEXIYHApOAHBIX A0roBopoB Poccuiickoir ®Penepanum B  UX HMCTOJIKOBAHHWM, IPOTHBOpEYAIIEM
Konctutynuu Poccuiickoit ®dexnepaiuu, He nojyiexxaTr ucnoiaHeHuto B Poccuiickoit denepanuu. Takoe
MIPOTUBOPEYNE MOXET OBITh YCTAHOBIICHO B TOPSKE, ONMPENCICHHOM (hefepatbHbIM KOHCTUTYITMOHHBIM
3aKOHOM.

(dactb 4.1 BBegena denepanbubiM 3akoHOM OT 08.12.2020 N 429-03)

5. B Poccuiickoii ®@enepainuu B COOTBETCTBUM C MEXAYHAapOJHBIMU JoroBopaMu Poccuiickoi
Oenepan ¥ (WIM) HA OCHOBE MPHUHIMIIA B3aUMHOCTH MPU3HAIOTCSA PE3YJbTAThl KIMHUYECKUX
HCCIICIOBAaHUN JIEKAPCTBEHHBIX MpEnaparoB IS MEIUIIMHCKOTO TPUMEHEHHUs, MPOBEACHHBIX 3a
npenenamu teppuropun Poccuiickoit denepanumn.

Crtatbs 4. OCHOBHbIE NOHATUA, ncnorsib3yemMblie B Hactosilem Cbep.epaanOM 3aKOHe
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Hns ueneit Hactosiniero denepanbHOr0 3aKOHA UCTIOIB3YIOTCA CIIEIYIOIINE OCHOBHBIC ITOHATHS:

1) nekapcTBEHHBIE CpEICTBAa - BEIIECTBA WM HX KOMOWHAIIMM, BCTYMAIOUIME B KOHTaKT C
OpraHM3MOM 4YEJOBEKA WM JKMBOTHOIO, NPOHMKAIOIIME B OpraHbl, TKAHW OpraHW3Ma 4YeJIOBEeKa WU
KUBOTHOTO, TNpPUMEHSAEMbIe I MPO(UIAKTUKH, TUATHOCTHKHU (32 HCKIIOYCHHEM BEILEeCTB WU UX
KOMOWHAIM, HE KOHTAKTUPYIOIIMX C OPTaHU3MOM YeJIOBEKAa WIJIM >KMBOTHOTO), JICUeHHUs! 3a00JIeBaHMS,
peabunuTanuu, A1 COXpaHEeHHs], MPEJOTBPAIICHUS W MpPEpbIBaHUs OEPEeMEHHOCTH U IOJYYECHHBIE U3
KpPOBH, IUIa3Mbl KPOBHU, U3 OPTaHOB, TKAHEHW OPraHU3Ma 4eJIOBEKa MJIM )KUBOTHOI'O, PACTEHUN, MUHEPAIIOB
METOJIaMU CHHTE3a WIH C MPUMEHEHHEeM OHMOJOTMYecKHX TexHojorui. K jekapcTBeHHBIM cpencTBaM
OTHOCSTCS (papMalleBTUYECKUE CYOCTAHILIUU U JIEKAPCTBEHHBIE IIPENapaThl;

2) dapmaneBTuueckas CyOCTaHIUs - JICKAPCTBEHHOE CPEACTBO B BHJE OJHOTO MM HECKOJIBKHX
obianaromux GapMaKoJIOTHICCKONW aKTUBHOCTBIO JICHCTBYIONIMX BEIIECTB BHE 3aBUCUMOCTH OT MPUPOJIBI
MPOUCXOXKACHUS, KOTOPOE TPEAHA3HAYCHO JUIsi [POU3BOJCTBA, HW3TOTOBICHHS JICKAPCTBEHHBIX
MperapaToB U omnpenesieT ux 3hHEeKTUBHOCTS;

(m. 2 B pea. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) BcioMoraTeNbHbIE BEIIECTBA - BENIECTBA HEOPTAHWMYECKOTO WIIH OPTaHUYECKOTO MTPOUCXOXKICHHS,
UCIIOJIb3yEeMBbIE B ITPOIIECCE MPOU3BOJICTBA, U3TOTOBICHHS JICKAPCTBEHHBIX MPENApaToOB ISl IPUAAHUS UM
HEOOXOIUMBIX (PH3UKO-XMMUYECKHX CBOICTB;

4) nexkapcTBEHHbIE IMpemapaThl - JIEKAPCTBEHHBIE CPEACTBA B BHUJE JICKAPCTBEHHBIX (HOpM,
OpUMEHSIEMbIE JUIA TPOQWIAKTUKH, JTHATHOCTHKH, JIEYeHHs 3a00JeBaHus, peaOWIMTaluM, JUIs
COXpPaHEHHUs, TPEIOTBPAIICHHS UITU TPEPbIBaHUs OEPEMEHHOCTH;

5) nekapctBeHHass opMa - COCTOSIHUE JIEKAPCTBEHHOT'O IIperapara, COOTBETCTBYIOIIEE CIIOCO0aM
€ro BBEJICHHS U IPUMEHEHHUS M 00eCIIeUnBaroIiee J0CTHKEHIE HE00X0AUMOro jieueOHoro s dekra;

5.1) no3upoBKa - coJepKaHue OJHOTO WJIM HECKOJBKHUX JEHCTBYIOIIMX BEUIECTB B KOJUYECTBEHHOM
BBIDQ)KEHUU HA E€AMHHUIYY J03bl, WIM EIUWHUIly o0beMa, WIM EIUHUIy MacChl B COOTBETCTBUU C
JeKapCTBEHHOH (¢GopMoli 7uOO0 s HEKOTOPhIX BHJOB JICKAPCTBEHHBIX (OPM  KOJIUYECTBO
BBICBOO0XK/1a€MOI'0 U3 JIEKAPCTBEHHON (hOPMBI IEHCTBYIOLIETO BELIECTBA 32 €IMHUILY BPEMEHH;

(m. 5.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

6) nepeueHb )KU3HEHHO HEOOXOAUMBIX M BaKHEHIINX JEKapCTBEHHBIX IPENapaToB - yTBEPKIAeMbIi
[IpaBurensctBoM Poccuiickoit denepanuu nepeyeHb JIEKaPCTBEHHBIX NPENApaToB Ui MEIUIMHCKOIO
IPUMEHEHHs, 00eCIIeUNBAIOIIUX IPUOPUTETHBIE MOTPEOHOCTH 3APAaBOOXPAHEHUS B LIETSAX NPO(YUIAKTUKH
U JIeYeHUs1 3a00JIEBaHUI, B TOM YHCIIE MPEoOIaaomuX B CTPYKType 3aboneBaemMocTn B Poccuiickoit
Oenepanuu;

(B pen. @enepanbHoro 3akoHa ot 13.07.2020 N 206-D3)

6.1) opcdanHbie JekapCcTBEHHbIE MpemapaThl - JEKapCTBEHHBIE IpemapaThl, MpeaHa3HAUYECHHBIE
WCKJTIOUUTENIFHO ISl JTUArHOCTUKHM WIIM TIATOTEHETHYECKOTrO JICUeHHUs (JICUCHHs, HAIpaBICHHOTO Ha
MEXaHHU3M pa3BUTHsA 3a00J1eBaHus) peaKuX (opdaHHbIX) 3a00ICBaHUI;

(m. 6.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

6.2) OuONIOTrMYEecKHE JIEKApCTBEHHBIE Mpenaparhl - JEKApCTBEHHbIE Mpenaparhbl, ACHCTBYIOIIEe
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"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
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BELIECTBO KOTOPBHIX MPOU3BEACHO WM BBIACICHO M3 OMOJOTMYECKOTO0 MCTOUYHMKA M JJISi ONpeiesieHUs
CBOWCTB M KadecTBa KOTOPBIX HEOOXOJMMa KOMOWHAIWS OHOJIOTHMYECKUX M (U3HKO-XHUMHUYCCKUX
MeTonoB. K OuonormueckuM JeKapCTBEHHBIM MpenaparaM OTHOCSTCS HMMMYHOOHOJIOTMYECKHe
JIEKApCTBEHHBIC TPEMapaThl, JICKAPCTBEHHBIC IMpernapaThbl, MOJYyYEHHbIE M3 KPOBH, IUIa3Mbl KpPOBU
YeloBeKa M JKUBOTHBIX (32 HUCKIIOYEHHEM IENbHONH KpOBH), OMOTEXHOJOTMYECKHUE JIEKapCTBEHHBIC
npenaparsl, TeHOTEpaNeBTUUECKHE JIEKAPCTBEHHBIE MPETapaThl,

(m. 6.2 BBeneH DenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

7) HMMMYyHOOHMOJIOTUYECKHE JIEKApCTBEHHBIE Ipemaparbl - JIEKAPCTBEHHBIE  IIpenaparsbl,
npelHa3HauYeHHble i1 (HOPMHUPOBAHHS AKTUBHOTO WM TMACCHUBHOIO MMMYHHTETa JHOO HUArHOCTUKU
HaJIn4us HMMYHUTCTA 501051 JUArHOCTHUKHN CHGLII/I(l)I/I‘IeCKOI‘O HpI/IO6p€T€HHOFO HU3MCHCHUA
MMMYHOJIOTMYECKOTO0  OTBETa Ha  ajuleprusupyronipe  BemecTBa. K MMMyHOOMOIIOTHUYECKUM
JICKAapCTBCHHBIM npenaparam OTHOCATCSA BaKIIMHBI, AHAaTOKCHUHBI, TOKCHUHBI, CBIBOPOTKH,
MMMYHOTJIOOYJIMHBI U aJUIePTEHBI;

(n. 7 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7.1) GUOTEXHOJIOIMUECKHUE JIEKAPCTBEHHbBIE MIPEapaThl - JIE€KapCTBEHHbIE Npenaparhl, IPOU3BOACTBO
KOTOPBIX OCYLIECTBIIAETCS C UCIOIb30BAaHUEM OMOTEXHOIOIMUECKUX MTPOLIECCOB U METO/I0B (B TOM YHUCIIE
JHK-pexoMOMHAHTHONH TEXHOJIOTUH, TEXHOJOTHMH KOHTPOJIMPYEMOW 3KCIPECCHU T'€HOB, KOJUPYIOLIUX
OMOJIOTUYECKN AaKTUBHBIE OCNKH B NPOKAPUOTaX M JYKApHOTaX, BKIIOYAs HM3MEHEHHBIC KIIETKU
MJIEKOIUTAIONINX ), THOPHIOMHOTO METO/Ia U METOa MOHOKJIOHAJIbHBIX aHTUTE;

(m. 7.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

7.2) TreHOTepamneBTHYECKHWE JICKApCTBEHHBIE Tpemaparbl - JIEKapCTBEHHBIE  Iperaparshl,
dapmareBTHUeCKass CyOCTaHIIUS KOTOPBIX SIBISICTCS PEKOMOMHAHTHON HYKJICMHOBOW KHCJIOTOW WU
BKJIIOYaeT B ce0s pPEKOMOMHAHTHYIO HYKJICHMHOBYIO KHCIOTY, TIO3BOJISIIOLIYIO OCYILECTBISATh
peryaupoBaHue, penapaluio, 3aMeHy, J00aBJIeHIe WK YAaJeHHe TeHETHUECKOM MOCIIeI0BaTEeIbHOCTH;
(. 7.2 BBeaeH denepanbHbIM 3akOHOM OT 22.12.2014 N 429-D3)

8) HapKOTHMYECKHE JIEKAPCTBEHHBIE CPEJCTBA - JIEKAPCTBEHHBIE Npenaparbl U (papMaleBTUYECKUE
CyOCTaHIIMM, COAEp)Kallle HApKOTMYECKHE CpeACTBa M BKIOYEHHble B [lepeueHb HapKOTHUECKUX
CPEICTB, ICUXOTPOIIHBIX BEUIECTB M HX IPEKypCOpPOB, NOMIEKAIIMX KOHTpouro B Poccuiickoit
@enepanyy, B COOTBETCTBHUM C 3aKOHOAarenbCcTBOM Poccuiickoit Penepanuu, MeEXIyHAPOIHBIMHU
norosopamu Poccuiickoit @enepannu, B TOM 4yucie ENMHOM KOHBEHIMEN O HAPKOTUYECKHUX CPEIACTBAX
1961 ropa;

9) MCUXOTPOITHBIE JEKAPCTBEHHBIE CPENCTBA - JIEKAPCTBEHHBIC Mpenaparsl U (hapMaleBTHUECKUE
CyOCTaHIIMM, COJEep)Kallhe ICUXOTPONHbIC BEIIeCTBA M BKIIOYEHHbIE B llepedeHb HApPKOTHUYECKUX
CPEICTB, ICUXOTPOIIHBIX BEUIECTB M HX IIPEKypCOpPOB, NOMIEKAIIMX KOHTpouro B Poccuiickoit
@®enepauny, B COOTBETCTBUM C 3aKOHOAATeNbCcTBOM Poccuiickoil ®enepanuu, MeXIyHAPOIHBIMHU
noroBopamu Poccuiickoit ®@enepanuu, B Tom uyucie KonBeHimeld o NMCHXOTPONMHBIX BemiecTBax 1971
roja;

10) pammodapmaneBTHYECKHE JIEKAPCTBEHHBIC CPEICTBA - JICKAPCTBEHHBIC CPEACTBA, KOTOPHIE
CoJiep>KaT B TOTOBOM /Jisi MCHOJb30BaHUSI (OopME OJUH PAAHOHYKIHI WIM HECKOJBKO PaJHOHYKIIHOB
(paaroaKTUBHBIX U30TOIMOB);

10.1) opuruHaNbHBIA JICKAPCTBEHHBIM IIpemapar - JICKapCTBEHHBIM Ipenapar ¢ HOBBIM
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

JEHCTBYIOIMM BEIIECTBOM, KOTOPBIA MEPBBIM 3apeructpupoBaH B Poccuiickoii @Denepanuu Ui B
WHOCTPaHHBIX FOCYJapCTBAX HA OCHOBAHUU PE3YyJIbTATOB JIOKJIMHUYECKUX HCCIICOBAHUN JIEKAPCTBEHHBIX
CPEICTB U KIMHUYECKUX UCCIICIOBAHHI JIEKAPCTBEHHBIX MPENapaToB, MOITBEPKIAIONINX €r0 KayecTBO,
3¢ (HeKTHBHOCT M 0€30MTaCHOCTH;

(m. 10.1 BBenen @enepasibHbIM 3aKOHOM OT 27.12.2019 N 475-D3)

11) peepeHTHBIN JT€KapCTBEHHBIN Ipenapar - JEeKapCTBEHHbIN IpernapaT, KOTOPbIA HUCIOJIb3YEeTCs
JUISL OLIEHKU OMO3KBUBAJICHTHOCTH HJIM TE€PAIEeBTUUECKON AKBUBAJIEHTHOCTH, KauyecTBa, Y3PPEKTUBHOCTH U
0€30MMacHOCTH BOCIIPOM3BEICHHOTO JICKAPCTBEHHOTO IperapaTa WM OMOaHajIoroBoro (OMOIMOJI00HOTO)
JIEKapCTBEHHOT0 mpernapara (6uoaHanora). B xadectBe pedepeHTHOro JEKapcTBEHHOIO Mpernapara uis
MEIUIUHCKOTO TPUMEHEHHsI HCIIOJB3YEeTCsS OPUTHMHANBHBIA JICKApPCTBEHHBIM Mpemnapar Jubo, eciu
OpPUTHHATBHBIA JIEKAPCTBEHHBIM IMpernapaT HE 3aperucTpUpOBaH WM HE HaXOJuTcs B 000poTe B
Poccuiickoit @enepanyy 1 He HAXOAUTCSA B 000pOTE B MHOCTPAHHBIX TOCYAPCTBAX, BOCIPOU3BEACHHBIN
JIEKApCTBEHHBIN Tpernapar Wik OMoaHaIoroBblid (OMOMOA00HKIN) JIeKapCTBEHHBIN nperapat (0noaHaior),
KOTOPBIA TEPBBIM 3apETUCTPUPOBAH M3 YHUCIA Haxomsaumxcs B obopore B Poccuiickoit denepamuu,
OMOPKBUBAJIEHTHOCTh WJIM  TepameBTUYECKas JKBUBAJIEHTHOCTh, KayecTBO, A(G(EKTUBHOCTh U
0€30MaCHOCTh KOTOPOTO OLIEHUBAIMCH MO0 OTHOIICHHUIO K OPUTHHAIBHOMY JIEKAPCTBEHHOMY IIpernapary, a
Takke KauyecTBO, J(P(EKTHBHOCT, U 0€30MaCHOCTh KOTOPOTO TMOJTBEPXKIAIOTCS pe3ybTaTaMu
(dapMakoHaa30pa M MPOBEPOK COOTBETCTBHUS JIEKAPCTBEHHBIX CPEACTB, HAXOMSIIMXCS B TPaXKIAHCKOM
000poTe, YCTaHOBJICHHBIM TpeOOBaHUSAM K MX KadecTBy. B kadecTBe pedepeHTHOro JIeKapCTBEHHOTO
mperapara JUIsi  BETEpUHAPHOTO TPUMEHEHHs HCIIONIb3YEeTCs JIGKAPCTBEHHBIM  NpemapaTr  Juis
BETEPUHAPHOTO TPHUMEHEHHUs, 3aperucTpupoBaHHbii B Poccuiickoit denepannu Ha OCHOBAaHUU
pe3yIbTaTOB JOKIMHUYECKUX HCCIEIOBAHHUN JIGKAPCTBEHHBIX CPEICTB M KIMHUYECKHX MCCIEIOBAHUIN
JIEKapCTBEHHBIX MPENapaToB, MOATBEPKAAIOIINX €r0 KauecTBO, 3(H(PEeKTUBHOCTH U 0€30M1aCHOCTb;
(m. 11 B pen. denepanpHoro 3akoHa ot 27.12.2019 N 475-D3)

12) Bocipou3BeICHHBIN JeKapCTBEHHBIN Mpenapar - JeKapCTBEHHBIN MpenapaT s MEIUIIUHCKOTO
MPUMEHEHUS, KOTOPBIA HWMEET HKBUBAJICHTHBIM pedepeHTHOMY JIEKApCTBEHHOMY IIpemnapary
KaueCTBEHHBIM COCTaB M KOJIMYECTBEHHBIM COCTAaB JEHUCTBYIOIIMX BEUIECTB B 3KBUBAJICHTHOU
JIeKapcTBEeHHON (hopMe, MO0 JIGKApCTBEHHBIM Mpenapar JUisi BETCPUHAPHOTO NMPHUMEHEHHUS, KOTOPBIMA
UMEeT TaKue K€, YTO U pePepeHTHBIM JeKapCTBEHHBIA IMpernapaT, KayeCTBEHHBIH COCTaB U
KOJIMYECTBEHHBIM  COCTaB  JCHCTBYIOIIMX BEIIECTB B TaKOW K€ JICKApCTBEHHOH  (opme,
OMOPKBUBAJIEHTHOCTh ~ WJIM  TEpaleBTHUYECKass HAKBHUBAJEHTHOCTh  KOTOPBIX  COOTBETCTBYIOIIEMY
pedepeHTHOMY JICKapCTBEHHOMY IpernapaTy MOATBEPkKICHA COOTBETCTBYIOIIUMHU UCCIICIOBAHISIMU;

(m. 12 B pen. denepanpHoro 3akoHa ot 27.12.2019 N 475-D3)

121) TCPANICBTUUYCCKAA 3KBUBAJICHTHOCTDL JICKAPCTBCHHBIX IMPEIIAPAaTOB - JOCTUXCHUEC KIMHHUYCCKU
COIIOCTaBUMBIX TepaneBTU4YecKoro 3¢ ¢exra u mokasareneld 3PQPEeKTHBHOCTH M O€30MacHOCTH MpHU
NPUMCHCHUM JICKAPCTBCHHBIX IIpCHaparoB IAJid MCAULNUWHCKOIO IPUMCHCHHA, HWMCHOIIHUX OJHO
MEKIYHAPOJAHOE HEMAaTeHTOBAaHHOE (WIM XHWMHYECKOe, WM TpPYNIHPOBOYHOE) HAMMEHOBaHHE, B
OKBHUBAJICHTHBIX AJO3HMPOBKAX IO OAHMM M TEM XKC IIOKa3aHUWAM K IMPUMCHCHUIO W IPpU OJHHAKOBOM
crioco0e BBEJICHHS Y OJJHOI U TOM e TPYMIIbI OOJIbHBIX;

(m. 12.1 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

12.2) OGuoaHanoroBblii (OMOIIOAOOHKII) JICKAPCTBEHHBIN TIpenapar (OmoaHayor) - OMOJIOTHYCCKUN
JIEKapCTBEHHBIN Tpemapar, CXOXHH 1O mMmapameTpaMm KadecTBa, 3(dexktuBHOCTH W 0€30macHOCTH C
pedepeHTHBIM OHOJIOTUYECKUM JIEKAPCTBEHHBIM IPEIapaToM B TaKOH JKE JIGKAPCTBEHHOW ¢GopMme U
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

MMEIOIIUI UIEHTUYHBIN c110c00 BBECHUS;
(m. 12.2 BBenen denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-D3)

12.3) B3auMo3aMeHSIEMbIN JIGKAPCTBEHHBINM Mpenapar - JEKapCTBEHHBIN IMpemapaT ¢ JA0Ka3aHHON
TEpaIeBTHUECKON HSKBHBAJICHTHOCTHIO WM OWOIKBUBAICHTHOCTHIO B OTHOIICHWUH pPePEepeHTHOTO
JIEKapCTBEHHOT'O Mpernapara, UMEIOLIUI YKBUBAJICHTHBIE €My KaueCTBEHHBIH COCTaB M KOJIMYECTBEHHBIH
COCTaB JICHCTBYIOIIMX BEIECTB, COCTAB BCIIOMOTATENILHBIX BEIIECTB, JICKAPCTBEHHYIO (OpPMYy U CIOCOO
BBEJICHUS;

(m. 12.3 BBenen denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-D3)

12.4) OHMOPKBUBAJIEHTHOCTh JIEKAPCTBEHHBIX MPEMapaToB - JIOCTHIKEHHE COIMOCTaBUMBIX
MOKAa3aTeJIe CKOPOCTH BCACHIBAHMS, CTEIIEHU MOCTYIUICHUS K MECTy JIEMCTBHS U CKOPOCTHU BBIBEICHUS
OJTHOTO WJIM HECKOJIbKMX 00Jafaromux (hapMaKoJIOTHYeCKOl aKTUBHOCTBIO JEHCTBYIONIMX BEIIECTB MPHU
MPUMEHEHUU JICKAPCTBEHHBIX TMPEMapaToB s MEAMIIMHCKOTO TMPUMEHEHHS, HWMEIOIINX OJIHO
MEXIYHapOJAHOE HEMaTeHTOBAaHHOE (WM XUMHUYECKOe, WM TPYNIHPOBOYHOE) HAaWMEHOBaHHUE, B
SKBUBAJICHTHBIX JO3UPOBKAX U MPU OJMHAKOBOM CIIOCOOE BBE/ICHHS;

(m. 12.4 BBenen @enepasibHbIM 3aKOHOM OT 27.12.2019 N 475-D3)

13) ;mexkapCTBEHHOE PACTHUTEIBHOE CHIPhE - CBE)KME WM BBICYNICHHBIC PACTCHUS MO0 WX YaCTH,
UCTOJIb3yeMbIC JUISl TPOU3BOJICTBA JICKAPCTBCHHBIX CPEJACTB OpraHU3alMsIMUA - TPOU3BOIUTEIISIMU
JICKaPCTBCHHBIX CPEJICTB MJIM M3TOTOBJICHUS JICKAPCTBEHHBIX IPEMApaTOB alTCYHBIMU OpPTaHHU3AIUSIMHU,
BETCPUHAPHBIMU ANTCYHBIMU OPTraHU3AIUSAMH, WHIUBUIYaTbHBIMU TPEANPUHUMATEIISIMU, UMCIOIIUMHU
JMIIEH3HIO HA (papMareBTUYECKYIO AEATEIbHOCTD;

14) nexkapCTBEHHBIM PACTUTEIBHBIN IpernapaT - JEKapCTBEHHBIM Mperapar, MPOU3BEICHHBIA HIIH
M3TOTOBJICHHBIM W3 OHOTO BHUA JIEKAPCTBEHHOTO PACTUTEIBLHOTO CBHIPhS WU HECKOJIBKUX BHUOB TAKOTO
CBIPBS M peann3yeMblil B pachacOBaHHOM BUJIE BO BTOPUYHOM (IOTPEOUTENHCKOI) yIIaKOBKE;

15) romeonaruyueckuii J€KapCTBEHHbIN MpenapaT - JeKapCTBEHHbIHN MpenapaT, IPOU3BEIeHHbIN WIN
U3TOTOBJICHHBI W3  ¢apMmaleBTHUYecKOod cyOcTaHIMM MWiM  (apManeBTUYECKUX CyOCTaHUui B
COOTBETCTBUM C TPeOOBAHUSIMM OOIIMX (apMaKONEHWHBIX CTAaTe K rOMEONaTHMYECKUM JIEKapCTBEHHBIM
npernaparaM WM B COOTBETCTBUM C TpeOOBaHMSIMU (apMakoled CTpaHbl MPOU3BOAMTENS TaKOTo
JIEKApCTBEHHOTO MpeIapara;

(n. 15 B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

16) MexayHapOJHOE HEMATCHTOBAHHOEC HAUMEHOBAHHE JICKAPCTBEHHOTO CPEACTBA - HAMMEHOBAHUE
JCUCTBYIOIIETO  BellecTBa  (papMalleBTUYECKOH  CyOCTaHIIMM, PEKOMEHJOBaHHOE  BcemupHoi
OpraHu3aIyel 3paBOOXPaHCHHUS;

(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

17) ToproBoe HaMMEHOBaHHE JICKAPCTBEHHOT'O CPEJICTBA - HANMEHOBAHNUE JIKAPCTBEHHOT'O CPEJICTBA,
MPHUCBOCHHOE €ro pa3pabOTYMKOM, JEp)KaTeIeM WM BJIAJENIbLIEM PErHCTPAIMOHHOTO YJOCTOBEPCHHS
JIEKApCTBEHHOTO TIpEeTapara;

(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

17.1) rpynnupoBOYHOE HAMMEHOBAHME JIEKAPCTBEHHOI'O Ipenapara -  HaUMEHOBaHHUE
JIEKapCTBEHHOI'0 IpenapaTa, He MMEIOILEro MEKIyHapOJHOr0 HENaTEeHTOBAHHOTO HAaWMEHOBAHUS, WIIU
KOMOWHAIIMH JICKAPCTBEHHBIX IPENapaToB, HCIOIb3YeMOE B LENIAX OOBEAUHEHUS WX B TPYIIY IO
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

€IMHBIM HAMMEHOBAHUEM HCXO/IS U3 OJMHAKOBOT'O COCTaBa JEHCTBYIONIUX BEIECTB;
(m. 17.1 BBenen denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-D3)

18) obmiast papmakorneiiHasi CTaThs - TOKYMEHT, YTBEPKACHHbBIN YIIOJTHOMOUYEHHBIM (eiepaibHbIM
OpraHOM HCIIOJIHUTEILHON BJIACTH W COJACpIKAlIUi TEpeueHb IoKa3zaresield KayecTBa W (MJIM) METOJOB
KOHTPOJII KayeCTBa KOHKPETHOHM JICKApCTBEHHOH (OPMBI, JIEKAPCTBEHHOTO PACTHUTEIBHOTO CBIPBA,
OMHUCaHUsI OMOJIOTUYECKUX, OMOXUMHYECKUX, MUKPOOUOIOTHYECKUX, (PU3UKO-XUMHUECKUX, (PU3NUECKHX,
XUMHYECKUX U JIPYrMX METOAOB aHallh3a JIGKApCTBEHHOTO CpPEICTBA, a Takke TpeboBaHUA K
WCIIONB3YEMBbIM B IEJISIX MPOBEACHHUS JaHHOTO aHajlu3a peakTUBaM, THUTPOBAHHBIM pPAaCTBOpaM,
WHIUKATOpaMm;

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

19) ¢apmakoneiiHas craThsi - JOKYMEHT, YTBEPXAECHHBIH YIOJHOMOUYEHHBIM (elepanbHbIM
Oopranom HUCIIOJHUTEIBHOM BIACTH U coaepmamm?l MEpCUYCHb MoKas3aTejiel KadecTBa U MCTOJO0B KOHTPOJIA
Ka4yecTBa JIEKAPCTBEHHOTO CPEJCTBA;

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

19.1) crangaptHbie 00pa3ibl - BEUIECTBA, MOCPEACTBOM CPAaBHEHHUS C KOTOPHIMH OCYIIECTBISETCS
KOHTPOJIb KaueCTBa HCCICAYEMBIX JICKAPCTBCHHBIX CPEICTB C IOMOIIBI0 (U3UKO-XUMHUYECKUX U
OMOJIOTMYECKUX METOJOB B IIENIAX MOATBEPKACHUS COOTBETCTBUS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSIM
HOPMAaTHUBHOM JOKYMEHTAI[UH, YCTAHOBJIICHHBIM MPU OCYIIECTBICHUH TOCYAapCTBEHHON perucTpanuu, u
KOTOpbIE MPUMEHSIOTCS s KaduOpOBKM CTaHJAPTHHIX 00pa3loB MPOU3BOAMUTENS JIEKAPCTBEHHBIX
CPEICTB, HCIIOJB3YyEeMbIX I KOHTPOJISI KauecTBAa M HWHBIX IIeJied TpuU OOpamieHUuu JIEKapCTBECHHBIX
CpPEeICTB;

(m. 19.1 BBenen denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-D3)

19.2) dapmakorneiiHblli CTaHAAPTHBIA oOOpa3ell - CTaHIAPTHBIM 0Opaseln, NPOU3BEICHHBIA B
COOTBETCTBHH C (hapMaKOIIEHHOM CTaTheH;
(. 19.2 BBenen denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-D3)

20) HOpMaTHBHas JOKYMEHTAalUsl - JIOKYMEHT, COJAEp)KAIlU{ IepeueHb OINpEeAeNsieMbIX 10
pe3ynbTaTaM COOTBETCTBYIOLIUX OSKCIEPTU3 II0KAa3aTelICH KadecTBa JIEKapCTBEHHOI'O CPEACTBAa I
MEIULUHCKOTO IPUMEHEHUS, METOJIOB KOHTPOJIS €r0 Ka4eCTBA U YCTAHOBIICHHBIN €TI0 IPOU3BOAUTEIIEM;

21) HOpMATUBHBIN JTOKYMEHT - JOKYMEHT, COJAEPKALIUI MepeueHb OMpeae/IIeMbIX M0 pe3ylbTaTaM
COOTBETCTBYIOIIMX JKCIEPTU3 TIOKa3aTelied KadyecTBa W (WJIM) METOJOB KOHTPOJS KadecTBa
JEKapCTBEHHOW  (OpMBbI, OMUCAaHUS  OMOJOTUYECKHX, OHMOXUMHYECKHX, MHUKPOOHUOIOTUYECKUX,
(UBHKO-XUMHYECKUX, PU3NICCKUX, XUMHUSCKAX M JPYTUX METOJOB aHAIHM3a JIGKAPCTBEHHBIX CPEICTB
JUISL BETEPUHAPHOTO MPUMEHEHUS, TPeOOBaHUS K UCIOJIB3YEMBIM B LIESIX MPOBEACHUS JTaHHOTO aHAln3a
peakTHBaM, TATPOBAHHBIM PACTBOPAM, UHIMKATOPAM U YCTAHOBJICHHBIN €TI0 MIPOU3BOIUTEIIEM;

21.1) oOwmuii TeXHUYECKUN AOKYMEHT - KOMIUIEKT JOKYMEHTOB U MAaTepuasoB, COCTOSLINI U3
HECKOJIbKMX  pa3feioB -  JOKYMEHTAallMd  aJMHUHHCTPATUBHOTO  XapakTepa, XUMHUYECKOH,
dapmaieBTUUECKON H OHONOTMYECKOW JOKYMEHTAluH, (papMaKoIOruueckoil, TOKCHUKOJIOTHYECKON
JTOKYMEHTAIlMH, KIMHUYECKOW JOKYMEHTAIlMd M TPEACTABIISIEMBbId OJHOBPEMEHHO C 3asBICHHEM O
roCy/1apCTBEHHOW PETUCTPALUU JIEKAPCTBEHHOTO Mpernapara A MeJUIIMHCKOro MpuMeHeHus B (popmare,
YCTaHOBJICHHOM YIIOJTHOMOYEHHBIM (pe/iepalIbHBIM OPTaHOM HCIIOJTHUTEIHLHON BIIACTH;

(. 21.1 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)
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22) Ka4yecTBO JIEKApCTBEHHOI'O CPEJCTBA - COOTBETCTBUE JICKAPCTBEHHOI'O CPEJICTBA TPeOOBAHUAM
(dapMakoneHoi cTaThy MO0 B Cllydae €e OTCYTCTBUS HOPMATHBHOM JTIOKYMEHTAIIMX WM HOPMATUBHOTO
JNOKYMEHTA,

23) 06e30macHOCTh JICKAPCTBEHHOTO CpEACTBAa - XapaKTePUCTHUKA JIEKAPCTBEHHOTO CPEJICTBA,
OCHOBaHHAas Ha CPABHUTEIILHOM aHalIu3e ero 3(()EKTUBHOCTH U PUCKA IPUIMHEHUS BpE/Ia 3I0POBbIO;

24) 3¢ ¢exTUBHOCTh JIEKApCTBEHHOTO TIpenapaTra - XapaKTePUCTHKA CTENEHH MOJOKHUTEIHHOTO
BIMSIHMS JIEKAPCTBEHHOIO IIpenapaTa Ha TEYEeHUe, MPOAOJDKUTEIbHOCTh 3a00J€BaHMUS WIH €ro
IIPEJOTBPALEHHUE, peaOUINTALUI0, HA COXPAaHEHUE, IIPEIOTBPAILEHUE NI IIPEPbIBAHUE OCPEMEHHOCTH;

25) CCpHA JICKAPCTBCHHOI'O CPCACTBA - KOJHUMYCCTBO JICKAPCTBCHHOI'O CPCACTBA, ITPOU3BCIACHHOC B
PE3YIBTATC OAHOTO TCXHOJIOIMYCCKOI'0 HUKJIa €ro IMPOU3BOAUTCIICM

26) perucTpaloHHOE yIOCTOBEpEHHUE JIEKAPCTBEHHOTO IpernapaTa - JOKYMEHT, MOATBEPKAAI0IINI
(axT rocy1apcTBEeHHOW PErHCTPALAH JIEKAPCTBEHHOTO IIperapara;

26.1) nmepkarenb WM BiajeJel] PEerMCTPAlMOHHOTO YIOCTOBEPEHHUS JIEKApCTBEHHOTO Ipemnapara -
pa3paboOTYMK JICKAPCTBEHHOTO CPEACTBA, MPOU3BOJUTENh JIGKAPCTBEHHBIX CPEJACTB WM HHOE
IOpUANYECKOE JUI0, OONajaroliee MpaBOM BIIAJICHUS PETUCTPALMOHHBIM YIOCTOBEPEHHUEM, KOTOPbHIE
HECYT OTBETCTBEHHOCTh 32 KauecTBO, 3(h(peKTUBHOCTH M 0€301MaCHOCTH JIEKAPCTBEHHOTO IIpenapara;

(. 26.1 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

27) perucTpalioOHHbII HOMEP - KOJ0BOE 0003HAUYEHHE, MPUCBOCHHOE JIEKAPCTBEHHOMY Ipernapary
IIPH €r0 TOCYIapCTBEHHOW PETUCTPALIUU;

28) oOpamieHue JIGKQpPCTBEHHBIX CPEICTB - pa3paboTKa, JOKIMHUYECKHE HCCIICIOBAHUS,
KIIMHUYECKHE HCCIEAOBaHUS, IKCIIEPTH3a, TOCYJapCTBEHHAs PEerucTpalus, CTaHIapTH3aIisI U KOHTPOJIb
Ka4yeCcTBa, MPOU3BOJCTBO, U3rOTOBJIEHUE, XpAHEHUE, TEPEBO3KA, BBO3 B Poccuiickyro deaepanuio, BbIBO3
u3 Poccuiickoit @enepanuu, pekiama, OTIYCK, pealu3anus, Iepenada, MPUMEHEHUE, YHHUUYTOKEHHE
JICKapCTBCHHBIX CPEJICTB;

(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-D3)

29) cyObekTbl OoOpamieHHus JIEKapCTBEHHBIX CPEACTB - (DM3WYECKHE JIMIAa, B TOM YHCIE
UH/MBUYyalbHbIE TPEeINPUHUMATENN, U IOPUIMYECKHE JIMLA, OCYLIECTBISIOUIME IESTEIbHOCTh IPHU
00paIIeHny JIEKapCTBEHHBIX CPE/ICTB;

30) pa3paboTUuK JIEKApCTBEHHOI'O CPEACTBA - OpraHu3alys, o0ajaroias npaBaMyu Ha pe3ysibTaThl
JOKIIMHUYCCKUX I/ICCJIGZ[OBaHI/Iﬁ JICKApCTBCHHOT'O CpeacTna, KIIMHUYCECKHUX I/ICCJIGZ[OBaHI/Iﬁ
JIEKapCTBEHHOT'0 Mpenapara u (WiKM) Ha TEXHOJOTHIO POU3BOCTBA JIEKAPCTBEHHOT'O CPEJICTBA;

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

31) IMPOU3BOACTBO JICKAPCTBCHHBIX CPCACTB - ACATCIIBHOCTb IO IMPOU3BOACTBY JICKAPCTBCHHBIX
CpCACTB OpraHu3aluiaMi - MNPOU3BOAHUTCIIIMU JICKAPCTBCHHBLIX CPCACTB Ha OI[HOf/i cTaguu, HECCKOJIBKUX
WM BCCX CTAAUAX TCXHOJOIHYCCKOI'O IMPOHCCCa, a TAKIKC I10 XPaHCHUIO U PCAIN3alluN IIPOU3BCIACHHBIX
JICKApCTBCHHBIX CPCACTB;

31.1) mpousBoOJCTBEHHAs IJIOLIAAKA - TEPPUTOPUAIBHO 00OCOOICHHBINH KOMILJIEKC MPOU3BOIUTEIS
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JIEKapCTBEHHBIX CPEJICTB, MpEAHA3HAUYEHHBIM Ui BBIIOJHEHHS BCEro IMpolecca MPOU3BOJICTBA
JIEKAPCTBEHHBIX CPEJICTB WJIM €r0 ONMPEIEIICHHON CTa/INH;
(m. 31.1 BBenen @enepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

32) npou3BOAUTEND JIEKAPCTBEHHBIX CPEJICTB - OpPraHU3alMsl, OCYILECTBISIOLIasl MPOU3BOJCTBO
JICKapCTBEHHBIX CPEACTB B COOTBETCTBUU € TPeOOBAaHUAMM HacTosiero denepanbHOro 3aKOHa;

33) dapmaneBTudeckas NeATEIBHOCTD - AEATEIBHOCTD, BKIIOYAIOMIAs B Ce0S ONTOBYIO TOPTOBIIIO
JCKapCTBEHHBIMU  CPEICTBAMH, UX XpaHCHHWE, NEepeBO3KYy U (WIM) PO3HUYHYIO TOPTOBIIIO
JICKApCTBCHHBIMU IIpCriapataMr, B TOM YHUCIC JUCTAHIMOHHBIM CHOCO6OM, HUX OTHYCK, XPaHCHHUC,
NIePEBO3KY, N3TOTOBJICHHUE JIGKAPCTBEHHBIX MTPENapaToB;

(B pen. @enepanbHoro 3akoHa ot 03.04.2020 N 105-03)

34) opraHuzanusi ONTOBOM TOPTOBIM  JIEKAPCTBEHHBIMU  CPEACTBAMH -  OpraHHU3aIlus,
OCYIIECTBIISIIONIAsT ONTOBYID TOPTOBIIIO JIEKAPCTBEHHBIMU CPEJICTBAMH, HUX XpaHEHHUE, TMEPEBO3KY B
COOTBETCTBHUH ¢ TpeOOoBaHUAMU HacTosero deaepanbHOro 3aKOHA;

35) anreyHas opraHuzanUs - OpraHU3alys, CTPYKTYpHOE MOJpa3JeieHue MEAUIIUHCKON
OpraHM3alfH, OCYIIECTBIISIONINE PO3HUYHYIO TOPrOBJIIO JIEKAPCTBEHHBIMU TpErapaTtaMy, B TOM YHCIIE
IMCTAaHIIMOHHBIM CIIOCOOOM, XpaHEHHE, TePEBO3KY, U3TOTOBICHHE M OTIYCK JIEKAPCTBEHHBIX IPEnapaToB
IUIS. MEIUIIUTHCKOTO IPUMEHEHHS B COOTBETCTBHH C TPEOOBAaHUAMH HacTosero denepaabHOro 3aK0Ha;

(B pen. @enepanbHbix 3ak0HOB OT 25.11.2013 N 317-®3, ot 03.04.2020 N 105-D3)

36) BerepuHapHas anTEYHAs OpraHU3allMs - OpPraHW3alMs, CTPYKTYpHOE MOJpa3zieicHue
BeTepHHapHOﬁ opranus3ann, OCymCCTBIAIOMMNE POSHUYHYIO TOPTOBJIIO JICKAPCTBCHHBIMU IIpCIIapaTaMu,
B TOM 4YHCJIE JAWCTAHIMOHHBIM CIIOCOOOM, XpaHEHHE, W3TOTOBJICHHE W OTIIYCK JIEKapCTBEHHBIX
npenaparoB Ajid BCTCPHUHAPHOIO IMPUMCHCHUA B COOTBCTCTBHUH C Tpe6OBaHI/I$[MI/I HaCTOAIICTO
denepanbHOTO 3aKOHA;

(B pen. @enepanbHoro 3akona ot 03.04.2020 N 105-03)

37) panpcupunrpoBaHHOE JIEKAPCTBEHHOE CPEICTBO - JEKAPCTBEHHOE CPEICTBO, COMPOBOXKIAEMOE
JI0XHOK HH(OPMAIHEH 0 ero COCTaBe U (W) POU3BOIUTETIE,

38) HemoOpokayecTBEHHOE JIEKAPCTBEHHOE CPEACTBO -  JIGKAPCTBEHHOE CPEACTBO, HE
COOTBETCTBYIOIEE TPeOOBaHMIM (papMaKONEHHOW CTaThW JTUOO B Cllydae €€ OTCYTCTBHS TPeOOBaHUSAM
HOPMATUBHOM TOKyMEHTALlUU WM HOPMAaTUBHOTO IOKYMEHTA;

39) koHTpadaKTHOE JIEKAPCTBEHHOE CPEICTBO - JIEKAPCTBEHHOE CPEACTBO, HAXOIAIIEECs] B 000poTe
C HapyIICHUEM IPaXJIaHCKOTO 3aKOHOJIATEIbCTBA;

40)  [OKIMHUYECKOE  HWCCIEAOBAaHHE  JICKAPCTBEHHOTO  CpEACTBA -  OMOJIOTMYECKHE,
MUKPOOHOJIOTUYECKHE, WMMYHOJIOTHYECKUE, TOKCHKOJIOTMYEeCKHe, (papMakojIoruueckue, (Qu3ndecKue,
XUMHUYCCKUC U APYTHUEC UCCICAOBAHUA JICKAPCTBECHHOI'O CPCACTBA MMYTEM HNPHUMCHCHHA HAayYHBIX MCTO/0B
OLICHOK B IIEJISIX TIOJYYCHHUS JI0KA3aTeILCTB OE30MacHOCTH, Ka4ecTBa U dPPEKTUBHOCTH JICKAPCTBEHHOTO
CpeACTBa;

41) KJIMHMYECKOE WCCIEOBAHUE JICKApCTBEHHOTO TIIpernapara - HW3y4YeHHWE JUarHOCTHYECKHUX,
nedeOHbIX, MPO(UIaAKTHYECKNX, (PapMaKOIOTHUECKUX CBOWCTB JIEKAPCTBEHHOIO TpenapaTra B Ipolecce
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€ro NPHUMEHEHHUs Yy YelOBeKa, >KMBOTHOIO, B TOM YHCJE IMPOLIECCOB BCACBIBAHUSA, paclpeaeleHus,
W3MEHEHUS ¥ BBIBEICHMS, MyTeM IPUMEHEHMUsS HAay4YHBIX METOJOB OILEHOK B IEJISIX TOJYYCHHS
J0Ka3aTeNbCTB 0€30MmacHOCTH, KadecTBa M A3(PGEKTHBHOCTH JIEKAPCTBEHHOTO Mpernapara, JaHHBIX O
HEXEJIaTeJIbHBIX peaklMsX OpraHu3Ma 4eJOoBeKa, >KMBOTHOIO Ha NPUMEHEHHE JIEKapCTBEHHOI'O
npernapata U 006 3ddexTe ero B3aUMOIEHCTBUS C JAPYTUMHU JIEKAPCTBEHHBIMM IpernapaTaMu U (WJIH)
MUIIEBBIMU MTPOJIYKTAMU, KOPMaMHU;

42) MHOT'OLCHTPOBOC KIIMHHUYCCKOC HCCIICAOBAHUEC JICKAPCTBCHHOT'O IIpCriapara I MCAUIHUHCKOIO
MNPUMCHCHHA - KIIMHUYCCKOC UCCIICAOBAHUC JICKAPCTBCHHOI'O IpCIiapara Al MEAUIIUHCKOI'O IPUMCHCHU A,
IIPpOBOAUMOC p33pa6OT‘lI/IKOM JICKApCTBCHHOT'O IIpCIlapaTa B ABYX U boinee MCIAUIHUHCKUX OpraHU3alugX
M0 CAUHOMY ITPOTOKOJY KIIMHHUYCCKOI'O UCCICAO0OBaHHUA JICKAPCTBCHHOI'O IIpCIiapara,

43) MCIKAYHAPOAHOC MHOI'OLCHTPOBOC KIMHHUYCCKOC HCCICHOBAHHC JICKAPCTBCHHOI'O IIpCIiapara
A MECOAULMUHCKOTO MPHUMCHCHUSA - KIMHHUYCCKOC MCCICAOBAHHC JICKAPCTBCHHOI'O IMpfcrapara IJId
MCAUIHUHCKOI'O IIPUMCHCHUSA, ITPOBOIUMOC p33pa6OT‘lI/IKOM JICKAPCTBCHHOI'O IIpIiapaTa B PaA3JIMYHBIX
CTpaHax 1o €AMHOMY IIPOTOKOJIY KIIMHUYCCKOI'O UCCIICAOBAHUA JICKAPCTBCHHOTI'O ITPCIiapara,

44) MOCTPETUCTPALlMOHHOE KJIMHMYECKOE HWCCIEeOBAaHUE JICKapCTBEHHOIO Ipernapara s
MEIUIIMHCKOTO TPUMEHEHUs - KIMHUYECKOE MCCIICIOBAHUE JIEKAPCTBEHHOrO Tpemapara s
MEAUIIMHCKOTO MPUMEHEHHs, MPOBOJMMOE MPOU3BOIUTENEM JIEKAPCTBEHHOTO Mperapara, rpaxkJaHCKUun
000pOT KOTOPOTO OCYILIECTBISICTCS IOCIE TOCYAapCTBEHHOW PETUCTPAIMH, B IENSAX JIOTOJIHUTEIEHOTO
cbopa maHHBIX O ero 6e30macHOCTU U 3PPEKTUBHOCTH, PACIIUPEHUS MTOKA3aHUN K TPUMEHEHUIO TaHHOTO
JIEKApCTBEHHOTO MPETapaTa, a TAKKE BhISIBJICHUS HEXENAaTeIIbHBIX PEeaKIuil MalMeHTOB Ha €To JACHCTBUE;

45) wuccnenoBaHue OMOPKBUBAJICHTHOCTH JICKAPCTBEHHOTO IIperapara - BHUJI KIMHUYECKOTO
UCCIIEOBAaHMsI JICKAPCTBEHHOT'O IIperapara, MPOBEICHHE KOTOPOrO OCYLIECTBIISETCS Ul ONpeeIeHUs
CKOPOCTH BCAChIBaHMS W BBIBEJCHHS OJHOIO WM HECKOJBKHX OOJIQJalomuX (apMaKoJIOTHIECKON
aKTUBHOCTBIO JICHCTBYIOIIMX BEIIECTB, KOJHMYECTBA JICKAPCTBEHHOTO Ipenapara, JOCTHTAIOMIETO
CHCTEMHOTO KpPOBOTOKa, M PE3YyJIbTaThl KOTOPOTO IO3BOJISIOT CAENATh BHIBOJ O OMOIKBHBAJIEHTHOCTH
BOCIIPOM3BEICHHOT'O JIEKAPCTBEHHOTO Iperapara B ONPEIeNICHHBIX JIEKapCTBEHHON (opMe U JTO3UPOBKE,
COOTBETCTBYIOUINX (popMe U 103MPOBKE Pe(EPEHTHOTO JIEKAPCTBEHHOTO TpETapara;

(1. 45 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

46) wuccrenoBaHUE TEPANEBTUYECKON HKBUBAJICHTHOCTH JICKAPCTBEHHBIX MpENaparoB - BHJ
KJIMHUYECKOT0 KCCIIEIOBAHUS JIEKAPCTBEHHBIX MpPEnapaToB, MPOBEICHUE KOTOPOTIO OCYUIECTBIISIETCS IS
BBISIBJICHHSI OJIMHAKOBBIX CBOMCTB JIEKAPCTBEHHBIX MPENapaToB ONpeAesIeHHON JeKapCcTBEHHOH (hopmbl, a
TaK)Xe HAIMYUS OJIMHAKOBBIX TOKa3aTeNei 0e30nmacHoCT U 3)(HEKTHBHOCTH JICKAPCTBEHHBIX MPENapaTos,
OJIMHAKOBBIX KIMHUYECKHUX 3P(PEKTOB IPU UX IPUMEHEHHH;

47) IpOTOKOJ KJIMHUYECKOTO MCCIEN0BAaHUS JIEKAPCTBEHHOrO Ipenapara - JOKYMEHT, B KOTOPOM
OIIpeNIeNIAI0TCA LEIH, (GOPMBI OpPraHU3aLUU U METOJIOJIOTHS MIPOBEACHUS KIMHUYECKOTO0 HCCIIEI0BaHMS,
CTaTUCTHUYECKHE METOAbl 00pabOTKH pPEe3ylbTaTOB TAKOTO HCCIECIOBAHUS M MEpPhl MO O0ECIEYECHUIO
06e30macHOCTH (PU3MYECKUX JIMIL, YYacTBYIOUIMX B KJIMHUYECKOM MCCIEIOBAHUU JIEKAPCTBEHHOIO
Ipernapara;

48) 6p0m10pa HCCIICAO0BATCIIA - CBOAHOC U3JIOKCHUC PE3YJIbTATOB JOKIIMHUYCCKOTIO UCCICAOBAHUA
JICKAPCTBCHHOT'O Cp€ACTBAa MW KIIMHUYCCKOI0 HUCCICAOBAHUA  JICKAPCTBCHHOI'O  IIpfriapara A
MCAUIHUHCKOI'O IIPUMCHCHUS
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49) uHpOpMAaIIMOHHBIH JIUCTOK MALUEHTA - IOKYMEHT, B KOTOPOM COJIepKaTcs B IOCTYIHOM (hopme
CBEJICHHUS, KacarollHecsl MPOBOJAMMOrO KIMHUYECKOTO HCCIEAOBAHUS JIEKQPCTBEHHOrO Ipemnapara, U B
MUCBMEHHOW (opMme JOOPOBOJILHOE COIIacue MaldeHTa Ha y4YyacTHE B KIMHUYECKOM HCCIEAOBaHUU
JIEKApCTBEHHOTO TIpenapaTa Ioclieé O3HAKOMIICHHS C OCOOEHHOCTSIMH KJIMHHUYECKOTO HCCIIEOBAHNS,
MMEIOLIUMU 3HAYEHUE I BEIPAXKEHUS TAKOTO COTIIACHS;

50) mnoOouHOE JeWcTBHE - peaknus OpraHu3Ma, BO3HHKIIAS B CBSI3M C I[PUMEHCHHEM
JICKQpCTBEHHOT'O IIperapara B J03aX, PEKOMEHIYEMBIX B HHCTPYKIUU IO €ro NPUMEHEHHIO, JUIsI
npoUIAKTUKH, JHATHOCTHUKH, JICUCHUS 3a00JICBAaHUS WIIH JJI PCaOUTUTAINM;

50.1) HexenmaTenbHas peakius - HeMpeJHaAMEepeHHas HeONarompusTHAs peaklus OpraHu3Ma,
KOTOpasi MOKET OBITh CBsI3aHA C IPUMEHEHHUEM JIEKAPCTBEHHOTO MperapaTa;
(m. 50.1 BBenen @enepasibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

51) cepbe3Has HexenaTelbHas peaklys - HEXelaTelabHas peakuusi OpraHu3Ma, CBsA3aHHas C
MPUMEHEHHEM JIEKapCTBEHHOTO TMpernapara, MNpUBEIIIas K CMEpPTH, BPOXKICHHBIM aHOMAIHUSAM WIH
MOpPOKaM Pa3BUTHA JIMOO TPEACTABISIOMAs COO00H yrpo3y >KHM3HH, TpeOyromiasi TOCIUTAIN3AIUN WITH
MpHUBEALIAs K CTOUKON yTpaTe TPYA0CIOCOOHOCTH U (M) UHBATUIHOCTH;

52) HCMIPCABUACHHAA HECKCIIATCIIbHAA pPCaKUWA - HCKCIATCIbHAA PCaKLusd OpraHui3Ma, KOTOpas
CBsi3aHA C NPHUMEHEHHEM JICKAPCTBEHHOrO IIperapara B J103aX, PEKOMCHIYEMbIX B IIPOTOKOJE €ro
KIIMHAYECKOTO HCCIIEOBaHUs, OpOLIIOpEe HCCIe0BaTeNsd, WIH C TNPUMEHEHHEM JIEKapPCTBEHHOTO
mpernapara B JI03aX, PEKOMEHJYEMbBIX B MHCTPYKIIMM [0 €ro MPUMEHEHHWIO JUIsl MPO(HUIaKTHKH,
JUArdHOCTUKH, JICUCHU A 3a6OJ'I€BaHI/I$[ i MGZ[I/ILII/IHCKOf/'I p€a6I/IJ'II/ITaIII/II/I NnanueHTa, U CyImrHOCTb, TAKCCTb
WIH KUCXOJ KOTOPOW HE COOTBETCTBYET MH(OPMAIMK O JICKAPCTBEHHOM Mpenapare, COJACpKallencs B
MPOTOKOJIE €ro KIMHUYECKOTO HCCIEOBaHus, OpOIIIOpe HWCCIeAOoBaTeNsl WM B HWHCTPYKLIMH TIO
MPUMEHEHHIO JICKAPCTBEHHOTO Mperapara;

(m. 52 B pen. @enepanpHoro 3akona ot 22.12.2014 N 429-D3)

52.1) dapmakoHan30p - BUJ AEATEIHHOCTH MO MOHHUTOPUHTY 3(PPEKTUBHOCTH U OE30MaCHOCTH
JIEKApCTBEHHBIX  MpPENaparoB, HaNpaBJICHHBI Ha  BBISIBIEHHWE, OIEHKY UM  MPEAOTBpaIIeHUE
HEKeNaTeNIbHbBIX MOCIEACTBUI MPUMEHEHHS IEKAPCTBEHHBIX MPENapaToB;

(m. 52.1 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

52.2) miaH ympaBlIeHHUS PUCKAMU - MOAPOOHOE OMHMCaHWE MEPOIPHUATHH 1o (apMakoHAA30pYy,
HaIpaBJICHHBIX HA BBISBJICHHUE, OLICHKY M MPEIOTBpAIICHUE WIM MHUHUMHU3AIUIO PUCKOB, CBSI3AHHBIX C
JIEKapCTBEHHBIMU TperiapaTaMu, BKIIt0Uasi OlleHKY 3((EeKTUBHOCTH TaHHBIX MEPOIPUITUH;

(m. 52.2 BBenen denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-D3)

53) peuent Ha JEKapCTBEHHBIM MpemapaT - MEIUIUHCKUN JTOKYMEHT YCTaHOBJIEHHOH (hopMmbl,
coJiepKalliil Ha3HAueHUe JIEKapCTBEHHOI'O IIpernapaTta Uisi MEIULUHCKOTO INPUMEHEHUs, BbIAAHHBIN
MEAUIIMHCKUM Pa0OTHUKOM B LIENSX OTIYyCKa JIEKAPCTBEHHOTO Mpenapara WM ero HM3roTOBICHUS U
OTIIyCKa Ha OyMa)KHOM HOCHTEJIE WM C COIJIaCHs MallMeHTa UM €ro 3aKOHHOI'O MPEACTaBUTENS B popMme
ANEKTPOHHOTO JIOKYMEHTa, TMOAMHCAHHOTO C HCIIOJIb30BAHUEM YCWJICHHOW KBaIU(DUIIMPOBAHHON
QJIEKTPOHHOW  TMOANUCH MEIUIMHCKOTO pabOoTHHMKA, JHOO JOKYMEHT YCTaHOBIIEHHOW (DOpPMBI,
coJepKalliil Ha3HAUYeHHE JIEKAPCTBEHHOrO IIpenapara JUisi BETEPUHAPHOTO MPUMEHEHMS, BbIJAHHBII
CHEMAJIMCTOM B 0O0JacTH BETEpUHAPUM B LEJISIX OTIYCKa JIEKAPCTBEHHOrO Mpenapara Wi ero
M3TOTOBJICHUS U OTITyCKa Ha OyMa>KHOM HOCHTEJE;
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(B pen. denepanbHbIX 3akoHOB OT 29.07.2017 N 242-D3, ot 02.08.2019 N 297-D3)

54) TpeOoBaHME MEIUIMHCKOM OpraHu3aluy, BETEPUHAPHOM OpraHu3alUuu - JIOKYMEHT
YCTAHOBJICHHOH ()OpMBI, KOTOPBIH BBINHUCAH MEIUIUHCKUM PAaOOTHUKOM MJIM CIIELUAIUCTOM B OOJIACTH
BETEPUHAPUM, HMMEIOLIMMHU Ha 3TO MPaBO, U COAECPKHUT B INUCBMEHHOW (opMe YyKa3zaHUE anTEeYHOU
OpraHu3aly WIM BETEPUHAPHON anTeyHON OpraHu3aluu 00 OTIIyCKe JIEKApCTBEHHOro IpernapaTta Wil O
€ro M3rOTOBJIIEHHH U 00 OTIyCKe JuIid oOecreueHHs JIe4eOHOTo Mpolecca B MEIUIIMHCKON OpraHn3aliy,
BETEpUHAPHOW OpraHu3aIuiy;

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

55) KoOMIIIEKCHash OLIEHKAa JIEKApCTBEHHOTO IIperapara - OLEHKa 3aperucTpUpOBaHHOTO
JICKapCTBCHHOT'O TIperiapara, BKIIoUaronas B ce0s aHaM3 WHOOPMAIIMKA O CPABHUTEIHLHON KIIMHUYICCKOM
3¢ (eKTUBHOCTH 1 0€30MaCHOCTHU JIEKAPCTBEHHOTO Mperapara, OLEeHKY SKOHOMHUYECKUX MOCIEICTBUI ero
MPUMEHEHHUS, HU3yYEHUE JOTOJHUTEIBHBIX IOCIEACTBUN NPUMEHEHHUsI JIEKapCTBEHHOIO IperapaTra B
LeIsIX TPHUHATHS PEIICeHUH O BO3MOXHOCTH BKIIFOUEHUS JIGKAPCTBEHHOrO TMpernapara B MepeueHb
KU3HEHHO HEOOXOJIMMBIX M BOKHEWMIIMX JIEKAPCTBEHHBIX IMPENapaToB, HOPMATUBHBIC MPABOBBIC AKThHI U
WHBIE JJOKYMEHTBI, OMPEeIAIonIne MOPSA0K OKa3aHUsI MEIUIIMHCKOM MOMOIIH, U MCKJIIOUEHHUS ero u3
YKa3aHHBIX [EPEYHSs, AKTOB U JIOKYMEHTOB;

(. 55 BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

56) cucremMa MOHUTOPHHTA JBMIXKEHHUS JICKAPCTBEHHBIX IMpEnapaToB Il MEIUIIMHCKOTO
NpUMEHEeHHUs - (QenepalibHas TocylapcTBEHHas HHQPOpPMAIMOHHAS CHUCTEMa MOHHUTOPHHIA JBIKEHUS
JIEKAPCTBEHHBIX TMPEMApaToOB [Js MEAUIIMHCKOTO TPUMEHEHHUsS OT MPOU3BOIUTENSI 0 KOHEUHOTO
MOTpEOUTENST C HCIOJB30BAHMEM B OTHOUICHHM JIGKAPCTBEHHBIX MPENapaToB Ui MEAUIHUHCKOTO
MIPUMEHECHHUS CPEJICTB UACHTU(DHUKAIIIH.

(. 56 BBeneH denepanbHbiM 3aK0HOM OT 28.12.2017 N 425-03)

naga 2. MNOJTHOMO4U1A ®PEAEPAJIbHLIX OPTAHOB I/ICI'IOJ'IHI/ITEJ'IbI-JOI?I 5
BJIACTU, OPTAHOB UCIOJIHUTEJIbBHOU BJIACTU CYBBEKTOB POCCUNCKOU
®EAEPALMU NPU OBPALLEHUU NEKAPCTBEHHbLIX CPELACTB

Cratba 5. MNonHomouusa ceapepanbHbIX OPraHOB WCMONMHUTENbLHOW BRNacTu npu
obpalleHnu fnekapCcTBEHHbIX CpeacTB

K nmomaOMOUMSIM (bez[epaﬂbHHx OpraHoB HCIIOJIHUTCILHOHN BIIaCTH Ipn O6paIII€HI/II/I JICKApCTBCHHBIX
CpC€aACTB OTHOCATCA:

1) npoBenenue B Poccuiickoii ®enepanuu €IMHON TOCYAapCTBEHHON IOJIMTUKM B 00JIACTH
obecrieyeHus JIeKapCTBEHHBIMU IIpenapaTaMu rpaxaad B Poccuiickoit @enepanuy;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) yTBepxkAeHHUE OOmMX (apMaKONEWHBIX cTaTed, (QapMaKoNEHHBIX CTaTed, W3/IaHUC
rOCyJapCTBEHHOH (papMaKoIrien, CO3JaHne U BEACHUE peecTpa papMaKoneHHbIX CTaHIAPTHRIX 00pa3IloB;
(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

3) ocymiecTBIEHUE TOCYJAapPCTBEHHOTO KOHTpOJs (Ham3opa) B cdepe oOpamieHus JISKapCTBEHHBIX
CPEJICTB;
(B pen. @enepanpHoro 3akoHa ot 25.06.2012 N 93-D3)
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4) nuueH3upoBaHUE MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEIACTB U (papMalleBTUUECKON esSTEIbHOCTH B
COOTBETCTBHUH C 3aKOHOAATENLCTBOM Poccuiickoit denepanny;

5) opraHuzanusi SKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB, ITHUECKOW SKCIEPTU3bI BO3MOXHOCTH
MPOBCACHUA KIIMHUYCCKOr0 UCCICAOBAHUA JICKAPCTBCHHOI'O IIpcrapara ajid MECAUIUHCKOTO NPUMCHCHUA,
9KCHEPTU3bl  JIOKyMEHTOB, MPEJACTaBIECHHBIX JJIs ONpPEAENCHUs BO3MOXHOCTH paccMaTpUBaTh
JIEKAPCTBEHHBIA Mpernapar Uil MEIULUHUHCKOIO IIPUMEHEHHs NPHU TOCYIapCTBEHHOW PErucTpaluu B
KayecTBe OpaHHOI0 JIEKAPCTBEHHOI'O IpenapaTa;

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

5.1) opraHu3anus TpOBEIACHUS KOMIUIEKCHOM OLIEHKH JIEKapCTBEHHOI'O IIpernapara B IeJsaX
INPUHITHUS PEIIEHUNH O BO3MOXKHOCTH BKJIIOYEHMs JIEKAPCTBEHHOI'O Ipernapara B IE€pPEeueHb >KM3HEHHO
HEOOXOJMMBIX W BaKHEHIIUX JIEKAPCTBEHHBIX IPENapaToB, HOPMATUBHBIE NPABOBbIE AKThl U HHBIE
JOKYMEHTBI, ONpPEIEISIIOIINE MOPSA0K OKa3aHWs MEAMLIMHCKONW IMOMOILIM WJIM MCKJIIOUEHUS €ro us3
yKa3aHHbIX EPEYHs, aKTOB U IOKYMEHTOB;

(m. 5.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

6) BpIJa4a pa3pellieHuil Ha MPOBeIeHNE KIMHUYECKUX HCCIEI0BaHUN JIEKAPCTBEHHBIX MPENaparos,
BEJICHUE peecTpa BBIJAHHBIX pa3pelieHUu Ha MPOBEACHUE KIMHUYECKUX HCCIIEIOBAHUM JIEKAPCTBEHHBIX
MpernapaTos;

7) TrocymapCTBEHHAas PETUCTpalsi JEKAPCTBEHHBIX IPEMapaToB, BEIECHHUE TOCYJApPCTBEHHOTO
peecTpa JIEKapCTBEHHBIX CPE/ICTB;

8) opranm3anus U (WIK) MPOBEICHIE HHCIIEKTUPOBAHUS CyOBEKTOB 00OpaIeHHS JIEKApPCTBEHHBIX CPE/ICTB
Ha COOTBETCTBME IpaBUIIaM HaJylexkallell 1abopaTopHON MPaKTUKK, ITpaBUIaM HaJJlexalien
KJIIMHUYECKOW MIPAKTUKY, PaBUjIaM HaJIeKaIlel MPaKTUKKA XpPaHEHUS U IEPEBO3KU JIEKapCTBEHHbIX
[IpernaparToB, IpaBuUiIaM Hajjexallel AUCTpUObIOTOPCKOM MPaKTUKH, TPABUIIAM HAAJISKAIIEH anTeqHoN
MPAKTHUKH;

(n. 8 B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

8.1) opranuzanus U (WiIM) NPOBEACHUE WHCIEKTUPOBAHUS CYyOBEKTOB OOpallleHUs! JIEKapCTBEHHbIX
CPEACTB Ha COOTBETCTBUE TPEOOBAaHUAM IPAaBUJ HaAJEXalled MPOU3BOJICTBEHHOM NPAaKTUKH, Bbllaya
3aKJIIOYEHUH O COOTBETCTBUM TPOMU3BOJAUTENS JIEKAPCTBEHHBIX CPEICTB TPeOOBaHUSAM IPaBUII
Ha/IIeKallel Mpou3BOJCTBEHHON IPAKTUKH;

(. 8.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

8.2) ycTaHOBJEHHE MOpsAAKA BEIEHUS M BEIEHUE TOCYAApCTBEHHOIO peecTpa 3akKIIYeHUil o
COOTBETCTBHHM  TPOM3BOJUTENS]  JICKAPCTBEHHBIX CPEACTB TPEOOBAaHMSM TPaBWJI  HaJIEKaIIen
IIPOU3BOJICTBEHHOM NPaKTHKH;

(. 8.2 BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

9) TOCymapCTBEHHAasi pErHCTpalus TNPEACTbHBIX OTIYCKHBIX II€H IPOU3BOAMTENCH Ha
JICKApCTBCHHBIC Mpcraparbl, BKIIOYCHHBLIC B IICPCUCHL KHU3HCHHO H€O6XOZ[I/IMI)IX A BaXHEHUIIHUX
JICKApCTBEHHBIX TMPEIapaToB, M BEACHUE TOCYAAPCTBEHHOTO peecTpa MpEACTIbHBIX OTIYCKHBIX IICH
HpOI/I?;BOZ[I/ITeJ'Ieﬁ Ha JICKApCTBCHHBLIC IIPCIiapaThbl, BKIIIOYCHHBIC B NCPCUYCHDb KU3HCHHO HGO6XOI[I/IMBIX n
Ba)XHEUIIIHMX JICKAPCTBEHHBIX MIPETIAPATOB;

(B pen. @enepansuoro 3akoHa ot 06.06.2019 N 134-D3)
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9.1) cornacoBaHue MPOEKTOB PEUICHUI OPraHOB MCIIOJHUTEIBHOM BiacTu cyObekToB Poccuiickoit
@eneparun 00 yCTAaHOBICHMHM W (WJIM) W3MEHEHHMH TPENEIbHBIX pPa3MEpOB OINTOBBIX HAJ0AaBOK W
NpeAeIbHBIX Pa3MEPOB PO3HUYHBIX HAA0aBOK K (PAKTUUECKHM OTIYCKHBIM II€HaM, YCTaHOBIJICHHBIM
MIPOU3BOJIUTENSIMU  JIEKAPCTBEHHBIX TIPENapaToB, Ha JIEKapCTBEHHBIC NIpenapaThl, BKIIOYCHHBIC B
NepeueHb KU3HEHHO HEOOXOIMMBIX M BRXKHEHIITHNX JICKApCTBEHHBIX IPEIapaToB;

(m. 9.1 BBenen denepanbHbiM 3aK0HOM OT 13.07.2015 N 241-D3)

10) BbIaua, yCTaHOBJCHHE TOPSAKA BbBIAAYM pa3pelieHuss Ha BBO3 KOHKPETHOW MapTUU
JIEKapCTBEHHOT0 cpeacTBa B Poccuiickyro denepanuio;
(m. 10 B pen. denepansuoro 3akoHa ot 02.08.2019 N 297-D3)

10.1) BbIgaua, ycTaHOBJIEHUE MOPsAKA BblAAUU U (OPMBI TOKYMEHTA, KOTOPBIN MOATBEPKAAET, YTO
IIPOM3BOJICTBO JIEKAPCTBEHHOI'O Ipenapara Ui MEIUIMHCKOIO IPUMEHEHUs OCYILECTBIEHO B
COOTBETCTBHHM C TpEOOBAaHMSIMH TMPAaBHJ HAJEKAIICH MPOU3BOJACTBEHHONM NPAKTUKA WM  YTO
JIEKapCTBEHHBII Ipenapar JJii BETEpUHAPHOI'O NPHUMEHEHMs JONylleH K oOpameHuto B Poccuiickoit
@denepany, M MOMJISKUT MPEACTABICHUIO IO TPeOOBaHMIO YIOJHOMOYEHHOIO OpraHa CTpaHbl, B
KOTOPYIO BBO3UTCS JIEKApCTBEHHBIH MTpenapar;

(n. 10.1 BBenen denepanbHbiM 3ak0oHOM OT 22.12.2014 N 429-®3; B pen. denepanbHOro 3aKoHa OT
02.08.2019 N 297-®3)

10.2) Bblnaya, yCTaHOBJIEHUE MOPSAKA BbIIAYM U (POPMBI JOKYMEHTA, COIEPXKAIIErO0 CBEJIEHUS O
CTaJAMAX TEXHOJIOTMYECKOTO IIpoliecca IMPOM3BOJCTBA JICKAPCTBEHHOI'O CPEJACTBA I MEIUIIMHCKOTO
MIPUMEHEHHUS, OCYIIECTBIIIEMbIX Ha TeppUTOpUU EBpazuiickoro sKOHOMHUYECKOTO COI03a;

(n. 10.2 BBenmen denepanbHbiM 3aKkoHOM OT 22.12.2014 N 429-@3, B pen. denepanbHOro 3aKkoHa OT
13.07.2015 N 241-®3)

11) cozmanue coBETOB MO BOMPOCAM, CBA3aHHBIM C OOpaIieHHUEeM JIEKAPCTBEHHBIX CPE/ICTB;
12) arrecTamus u cepTU(UKAIUS CIICIIHATUCTOB;
13) yrpatun cuny ¢ 1 centsiops 2013 rona. - @enepanbhsiii 3akoH oT 02.07.2013 N 185-D3;

14) ocymiecTBieHue papmMakoHaa30pa;
(n. 14 B pen. @enepanpHoro 3akona ot 22.12.2014 N 429-D3)

15) yuactue B MeX1yHapOAHOM COTPYJHUYECTBE;

16) nosyuenue 1o 3amnpocam ynoJIHOMOYEHHOTO (eiepabHOI0 OpraHa CIOIHUTENBHOM BIACTH OT
OpPTraHOB HCIIOJHUTENILHOW BIAacTH CcyOBbekToB Poccuiickoli ®exepanmu, a Takke OT CyOBEKTOB
oOpallleHus1 JIeKapCTBEHHBIX CPEACTB JUIsI MEIUIMHCKOIO NPUMEHEHUs HHGPOpPMalUu HO BOIpPOCAM
YCTaHOBIICHHS ¥ IPUMEHEHHUS [ICH Ha JIEKapCTBEHHBIE TpenapaTsl 1 HaA0aBOK K HAM;

17) npumeHeHe Mep OTBETCTBEHHOCTH 3a HapYyIICHHE 3aKOHOAaTenbCcTBa Poccuiickoit denepannu;

18) yTBepkaeHHME TpaBWI HAAJESKAIIEH J1AOOpPaTOPHOW TPAKTUKH, TMPABHI HaJJICKAIICH
KJIMHUYECKOW TPAKTUKH, IMPAaBWIJI HaJUIeKallell MPOW3BOJCTBEHHON NpPAKTHKH, TPaBHJI HaJJexalen
NPAaKTUKH ~ XpaHEHHWsT W TEPEeBO3KH  JICKAPCTBEHHBIX  NPENapaToB, NpPaBWI  HaJIeKamien
IUCTPUOBIOTOPCKON MPAaKTUKH, NPABHJ HAJISKAIICH anTeYHOW NPaKTHKH, TNPaBHI HaIexamien
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MPaKTUKU hapMaKOHAI30pa JIEKAPCTBEHHBIX MPEMapaToB ISl MEIAUIIMHCKOTO IPUMEHEHUS;
(n. 18 BBenen PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

19) ycranoBieHnue nopsaka GopMUpOBaHUS PETUCTPALMOHHOTO OChE HA JIEKAPCTBEHHBIN MpernapaT
1 TpeOOBaHMI K JOKYMEHTaM B €r0 COCTaBe;
(m. 19 BBenen denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

20) yTBepKIeHUE MTpaBUJl PallMOHAIBLHOTO BhIOOpAa HAMMEHOBAHU JIEKAPCTBEHHBIX IIPENAPATOB JIJIS

MEAHUIIMHCKOTO TPUMEHECHHS,
(. 20 BBenen PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

21) yTBepkaeHUE epeuHsl HAMMEHOBaHUI JIEKapCTBEHHBIX POPM;
(m. 21 BBenen PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

22) yrpatun cuiy ¢ 1 mapta 2020 rona. - ®enepanbublii 3akoH ot 27.12.2019 N 475-03;

23) yrBepkAcHHE TPEOOBAaHWN K WHCTPYKIUU 0 METUIIUHCKOMY TPUMEHEHHUIO JICKAPCTBEHHBIX
MpernapaToB U K MHCTPYKIIUU MO BETEPUHAPHOMY MIPUMEHEHUIO JIEKAPCTBEHHBIX MPENapaToB;
(m. 23 BBeneH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

24) mpuHSTHE PEUICHUM, SBISIOIIUXCS OCHOBAHUSAMHU IJISl BKJIIOUEHHUS JIOMEHHBIX UMEH U (WIIH)
yKa3areJedl CTpaHWIl CAUTOB B WH(OPMAIMOHHO-TEIIEKOMMYHHUKAITMOHHON ceTn "MHTepHeT", a Takxke
CETEeBBIX aJaPECcCOB B E€IUMHYID aBTOMATH3WPOBAHHYIO HH(POpPMAIMOHHYIO cucteMy "EnuHblii peectp
JOMEHHBIX HMMEH, YyKa3aTeJedl CTpaHWIl CaWTOB B HWH(POPMAIMOHHO-TEICKOMMYHUKAIIMOHHOW CETH
"UnaTepuer"” u CETEBBIX aJIpeCcoB, IIO3BOJISIFOIIINX UJIEHTU(DUITMPOBATH CaUTBI B
WH(OPMAITMOHHO-TEIIEKOMMYHHKAITUOHHON ceTu "Unrepuer", coJieprKallne nH(pOpPMAIIHIO,
pacnpocTtpaneHue kotopod B Poccuiickoii @Denepanuu 3ampenieHo", B OTHOUICHHMH HH(OpManuu,
coJiepKaliel NPeaioKeHHEe O PO3HUYHOM TOProBJE JICKAPCTBEHHBIMHU IIpernapaTramMu, B TOM YHUCIE
JUCTAaHIIMOHHBIM CMOCOOOM, pO3HUYHAs TOPTOBJIS KOTOPBHIMH OrpaHUYEHa WJIM 3alpelleHa B
COOTBETCTBUH ¢ HacTosmmuM DenepalibHBIM 3aKOHOM, U (M) WH(GOPMAIIUHU, COACPIKAIICH MPEIIOKEHNE
O PO3HHYHOHM TOProBlie JIEKAPCTBEHHBIMH IpernapaTaMd, B TOM 4YHUCJE IUCTAHIIMOHHBIM CIOCOOOM,
JUIAMU, HE HMEIOIIMMU JIMIICH3UM U pa3pelieHusi Ha OCYIIECTBICHHE TaKOW NEATEIbHOCTH, €CIIH
MOJIyYeHHWE JIMIEH3UMH M  pas3pelieHdus MPeAyCMOTPEHO 3aKOHOJATeNbCTBOM 00  oOpalleHuu
JIEKapCTBEHHBIX CPEJICTB;

(. 24 B pen. @enepanproro 3akona ot 03.04.2020 N 105-D3)

25) BhIIaua pa3pelieHuii Ha BBOJ B TPAXKITAHCKUNA 000POT UMMYHOOHMOJIOTUYECKUX JIEKAPCTBEHHBIX

MperaparoB.
(. 25 BBenen @enepanbHbiM 3ak0HOM OT 28.11.2018 N 449-03)

Koncynprantllntoc: mpumeuanue.

Ct. 5.1 pacmpocTpaHsieTcss Ha IMOJHOMOYHS, KOTOpbIE HE MEpedaHbl Ui OCYIIECTBICHHUS OpraHaM
roCyJapCTBEHHOHN BIacTu cyObekToB PD M opranam MEeCTHOro caMOYIpPaBJIEHUS COOTBETCTBYIOIIUMHU
denepanbubiMu 3akoHamu (D3 ot 13.07.2015 N 233-D3).

Cratba 5.1. lepepaya ocywecTBneHUs MNONIHOMOYUN cpeaepanbHbIX OpPraHoB
MUCNONMIHUTENILHOWU Bractu nNpu oOpalweHUM JeKapCTBEeHHbIX CpeaAcTB opraHam
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UcnonHUTeNbLHOMN BnacTn cyobekrtoB Poccumnckon deagepauumn
(BBeneHa ®PenepanbHbIM 3ak0HOM OT 13.07.2015 N 233-D3)

[MomHOMOUMST (penepanbHBIX OPraHOB HMCHOJHHUTEIBHON BIACTH MpPH OOpAIICHUH JIEKapCTBEHHBIX
CPEICTB, NPENYyCMOTpEHHble HacTrosmuM DenepanbHbIM  3aKOHOM, MOTYT II€pelaBaTbes UL
OCYIIECTBIICHHUSI ~ OpraHaM  HCIIOJHUTEIBHOM  BiacTH  cyObekToB  Poccuiickoit ~ Penepanuu
nocraHoBieHusiMu IIpaBurenscrBa Poccniickoin @enepanuu B Nopsiike, ycTaHOBIeHHOM (DenepaibHbIM
3akOHOM OT 6 OKTsiOpst 1999 roga N 184-®3 "OO6 00mMX MPUHIMIIAX OPTaHU3AIMH 3aKOHOAATEIBHBIX
(mpencTaBUTENbHBIX) M MCIIOJHUTEIBHBIX OPraHOB TOCYAAapCTBEHHOM BiacTu cyObekToB Poccuiickoii
Oenepanun.

Cratbsa 6. [NlonHOMO4YMA opraHoB MCNOSIHUTENbLHOM BriacTu cybbekrta Poccumckom
®depepaumm npu odpaLLeHUn NneKapcTBeHHbIX cpeacTB

K mnomHOMOYMSIM OpraHoB HCHOJNHUTENBHON BiacTu cyOwbekta Poccuiickoii @Penepainuu mpu
oOpareHuu JIGKAPCTBEHHBIX CPEACTB OTHOCSITCS:

1) pa3paboTka U peanau3anusi perioHaJIbHBIX MPOrpaMM 00eCIIeYeHHs] HaCeIeHUsI JIEKapCTBEHHBIMU
npenaparamu;

2) yCTaHOBJIEHUE MpEEIbHBIX Pa3MEPOB ONTOBBIX HAA0ABOK M MPEJCIIBHBIX pa3MEPOB PO3HUUHBIX
Ha70aBOK K (PAKTUUECKUM OTIIYCKHBIM II€HAM, YCTaHOBJIEHHBIM MPOM3BOAMTEISIMU JIEKAPCTBEHHBIX
IpernaparoB, Ha JIEKAPCTBEHHbIE Ipernaparbl, BKIOYEHHbIE B IEPEUYEHb JKU3HEHHO HEOOXOIMMBIX U
BAKHEHIIINX JICKAPCTBEHHBIX IIPENapaTos;

3) oOCylIEeCTBIEHHWE PETMOHAIBHOTO TI'OCYJAapCTBEHHOIO KOHTpOJIA 3a IPUMEHEHHEM IIeH Ha
JIEKapCTBEHHbIE IIperaparbl, BKJIIOYEHHbIE B IE€PEUEHb >KU3HEHHO HEOOXOJUMBIX M Ba)KHEHUIINX
JICKapCTBEHHBIX IpEenapaToB, OpPraHU3ALUSAMHU ONTOBOW TOPrOBIM JIEKAPCTBEHHBIMU CpEACTBaMH,
anTeYHbIMM OpraHU3alUAMU, WHIAUBUAYAIbHBIMU MPEINPUHUMATEISIMH, HMEIOIIMMU JIUMLEH3UI0 Ha
(bapMaleBTUYECKYIO0 JI€STeNbHOCTh, MEIUIMHCKUMHU OpraHu3alisIMM, HMEIOIIMMHU JIMLIEH3UI0 Ha
(bapMareBTHYECKYI0 JIeSTENbHOCT, M WX O0OCOOJEHHBIMH TOJpPa3JeNeHUsIMH (aMOyJIaTOPHSIMH,
¢denpamiepckuMu U (eNbIIIEPCKO-aKyIIepCKUMU  IIYHKTaMH, LIEHTpaMHu  (OTIEeNEHUsIMH) oOwiei
BpaueOHOH (ceMeiHON) MPaKTHUKH), PACIOJOKECHHBIMA B CEIIbCKAX HACEJICHHBIX IyHKTAaX, B KOTOPBIX

OTCYTCTBYIOT allT€UHbIC OpPraHU3alHH;
(B pen. @exnepanbHbIX 3aKOHOB OT 25.06.2012 N 93-d3, ot 27.12.2019 N 475-D3)

4) mpuHATHE pemIeHHs 00 WCIONBb30BaHMU Ha TeppuTOpHHM cyObekta Poccuiickoit ®enepanmn
HapsAIy C peUenTaMu Ha JIEKapCTBEHHBIE TpenapaTsl, 0)OpMICHHBIMU Ha OyMa)XHOM HOCHTEIIE, PEIEeTITOB
Ha JIEKapCTBEHHbIE Npenaparsl, cQOpPMHPOBAHHBIX B (POPME IMEKTPOHHBIX JOKYMEHTOB.

(1. 4 BBeneH PenepanbHbIM 3ak0HOM OT 29.07.2017 N 242-D3)

nasa 3. TOCYOAPCTBEHHASA ®APMAKOIEA

Cratba 7. Pa3paboTka M usgaHue rocypapcTtBeHHoOM cpapmakonen, pasmelleHue
AOaHHbIX O HEen

1. Ilox rocymapcTBeHHOU (apmakoneeld MOHMMAETCs CBOJ OO0mUX (apMakOMeWHbIX cTaTed u
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(hapMaKOIIeHHBIX CTATCH.

2. Pa3zpaborka oOmmx (apmakoneHpIX craTeid W (apMaKONEWHBIX CTaTeld, B TOM YHCIE
dapmakoneiiHpix cTaTeli Ha (apMakoneilHble CTaHIapTHBIE O00paslpl, M BKIIOYCHHE UX B
TOCY/IapCTBEHHYIO (hapMaKOIICI0 OCYIICCTBISIOTCS B TIOPSJKE, YCTAHOBJICHHOM YIIOJIHOMOYECHHBIM
(benepaibHBIM OPraHOM UCIIOJHUTEIBHO BIIACTH.

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

3. Pa3pabotka (apmakorneiiHON cTaThu Ha pedepeHTHBIN JIEKAPCTBEHHBIN NpenapaT ¥ BKIFOYCHUE
ee B TOCYJapCTBEHHYIO (hapMakomer B TEUEHHE CpOKa JEHCTBHSA 3alIMTHl MCKIIOYUTEIHHOTO IpaBa,
yIIOCTOBEPEHHOT'O MATCHTOM Ha Pe)epEHTHBIN JIEKAPCTBEHHBIN MpenapaT, OCYIISCTBISIOTCS C COTJIACHSI
ero pa3pabdoT4HKa.

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

4. TocynapctBeHHas (apMakomess H3JA€TCsS  YIOJTHOMOYEHHBIM  (elepaTbHbIM  OPraHOM
WCITIOJTHUTEJIBHOM BJIACTH 32 CUET CPEICTB (peepasibHOTroO OOKETa U MOMJICKUT MEPEeU3IaHusSIM HE Pexe
4YeM OAWH pa3 B IISTh JIET, B MEPUOJ MEXIY KOTOPBIMU M3JAIOTCS NPWIOKEHHUS K TOCYAapCTBEHHOM
dapmakoriee, cozaepkame ooOmmue QapmakoneldHble cTaThbu W (WiaM) ¢dapMakoIlelHbIE CTaThH,
YTBEpKJICHHBIE TTOCIIE M3IaHUS WU ITEPEU3IaHus TOCyIapCTBEHHON (hapMaKOIIeH.

5. YmnonHoOMOuYeHHBI (QenepalbHblii OpraH HUCHOJHUTENBHOM BIACTH pa3MellaeT JaHHBIE O
roCyIapcTBEHHOU (hapmakoriee U MPUIIOKEHUSIX K HEl Ha cBoeM odunmaibHOM caiite B cetu "MaTepHET"
B YCTAaHOBJICHHOM UM TOPSIKE.

aea 4. TOCYOAPCTBEHHbIA KOHTPOJb NP OGPALLEEHUMA
NNEKAPCTBEHHbIX CPEACTB

Ctatbss 8. JlMueH3npoBaHMe nNPOU3BOACTBA JIeKapCTBEHHbLIX CpPeaAcTB MU
dapmaueBTUYECKON AeATENbLHOCTHU

1. JIuneHsupoBaHue NMpPOU3BOACTBA JIEKAPCTBEHHBIX CPEJCTB U (papMalleBTUUECKON J1eSTeNTbHOCTH
OCYILECTBIIIETCS B COOTBETCTBUU € 3aKOHOaTenbcTBOM Poccuiickoi denepanun.

2. O6s13aTeNbHBIM YCIOBUEM IPEAOCTABICHUS JTULEH3UH Ha IPOU3BOJICTBO JICKAPCTBEHHBIX CPEJICTB
SABIISICTCA TPUJIOKECHUE K 3asBJICHUIO COUCKATENs JUICH3MHM TMEPEYHs JIGKAPCTBEHHBIX (GOpM U (WIIH)
BUJIOB (papMalleBTUYECKUX CYOCTaHIMM, KOTOpbIe MPOU3BOAUTENb JIEKAPCTBEHHBIX CPEICTB HaMepeH
IIPOU3BOJUTH.

3. B ciny4yae HEOOXOAMMOCTH pacUIMPEHUs] TPOU3BOJICTBA JEKAPCTBEHHBIX CPEJICTB 3@ CYET HOBBIX
JIEKapCTBCHHBIX (OpM ¥ BHIOB (DapMaIleBTUYCCKUX CYOCTaHIUN TPOU3BOAMTEIh JICKAPCTBEHHBIX
CPEICTB JOJKEH Nepeo(OPMHUTH JIMIIEH3UIO HA TPOU3BO/ICTBO JIEKAPCTBEHHBIX CPE/ICTB.

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

4. JluueH3us Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB ((papMareBTUUECKON CyOCTaHIIMU CIIUPTa
STUJIOBOTO (9TaHOJA) BBIJACTCA MPU YCJIOBUM HAJIWYMsl y OpTaHW3alldd HAa TMpaBe COOCTBEHHOCTH,
XO3SIICTBEHHOTO BEJACHUS WM OTMIEPATUBHOTO YIPABIECHUS OCHOBHOTO TEXHOJIOTHYECKOTO 000pYyI0BaHUS
JUIsL TIPOM3BOJICTBA ASTUJIOBOTO CIMPTA, 3aPErUCTPUPOBAHHOTO B COOTBETCTBHU CO cratbeir 14.1
@enepanbHoro 3akoHa ot 22 HosOps 1995 roma N 171-®3 "O rocynapcTBEHHOM pEryJIHpOBaHUHU
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MPOU3BOJICTBA M 000pPOTa ATHIOBOTO CIUPTA, AJIKOTOJBHON M CIUPTOCOAEpKAIlleH MpPOAYKUHUU U 00
OTpaHUYEHUU MOTPeOICHNS (PACTIMTHS) aJIKOTOIBHON MPOTyKIHH" .
(uacts 4 BBenena denepanbHbIM 3aKk0HOM 0T 27.12.2019 N 481-D3)

Cratba 8.1. OcCOGEHHOCTM NUUEeH3NPOBaHUA TMPOM3BOACTBA JIeKapCTBEHHbIX
cpeacTB (hapmaueBTUHECKOM CyOCTaHLUM cnupTa 3TUIIOBOro (3TaHona)
(BBenena denepanbHbIM 3aKOHOM OT 27.12.2019 N 481-D3)

1. JleiicTBue JUIEH3UUM Ha TMPOM3BOJACTBO JIEKAPCTBEHHBIX CpelncTB (dapmaieBTUYECKOi
cyOCTaHIIMM CIUpPTa STUIIOBOTO (9TaHONA) MPHUOCTAHABIMBACTCS B YAaCTH IIpaBa Ha MPOU3BOJCTBO
(dapmaleBTHUECKON CyOCTaHIIMU CHOUPTA STUIIOBOTO (9TAHOJA) JHUICH3UPYIOIIMM OpPraHOM B CIIydasX,
onpeneneHHbIX crarbeil 20 denepanbHoro 3akoHa oT 4 mas 2011 roga N 99-03 "O nuueH3upOBaHUHT
OTJENbHBIX BHJOB JCATENBHOCTH", a TakkKe Ha CpPOK MPHUOCTAHOBICHHUS JACUCTBUS IHUIEH3UU Ha
MIPOM3BOJICTBO ATHIIOBOTO CITMPTA JUISl IPOU3BOACTBA (hapMalleBTHUECKON CyOCTaHIIUU CITUPTA STUIIOBOTO
(aTaHona), BEIAAHHON B cOOTBETCTBUU ¢ DepepanbHbIM 3akoHOM OT 22 HOoa0ps 1995 roga N 171-d3 "O
rOCy/IapCTBEHHOM pETYJIMPOBAaHUU TPOU3BOJCTBA W 000pOTa ATHIOBOTO CIHPTA, AJIKOTOJBLHON |
CHUPTOCOEpIKAIIEH MPOIYKIIMH U 00 OrpaHHYEeHUU NOTPeOIeHHs (PACIUTH) AIKOTOILHOM MPOTYKITHH'".

2. JleiicTBMe JUMUEH3UHM HA TPOU3BOJACTBO JIEKAPCTBEHHBIX CpeACTB ((hapmalieBTHUECKON
CyOCTaHIIMM COHpTa ATHIOBOrO (dTaHOJA) B 4YacTU MpaBa Ha MPOU3BOJACTBO (apMaleBTUUECKOM
CyOCTaHIIMM CHUPTa STUJIOBOrO (3TaHOJA) MPEKPALIAeTCs JIMIEH3UPYIOIIMM OpPraHoM B CIyYasXx,
onpeaeneHHbIX cTtatbeil 20 deaepanbHoro 3akoHa ot 4 mas 2011 roga N 99-®3 "O nuueH3upoBaHUU
OTJENbHBIX BHJIOB JAESATEIBHOCTHU", a TaKKe C JaTbl IPEKPALICHUs WIM aHHYJIUPOBaHUS JEHCTBUS
JUIEH3UU Ha TMPOU3BOJACTBO STUJIOBOTO CHUPTA MAJSl MPOU3BOJACTBA (PapMaleBTUYECKOW CyOCTaHIIMH
CTIIHPTa STHJIOBOTO (3TaHOJA), BBIAHHOW B COOTBETCTBUM ¢ DenepaibHBIM 3aKOHOM OT 22 Hos0ps 1995
roga N 171-®3 "O rocynapCTBEHHOM pETyJIWPOBAHUU MPOU3BOACTBA U 00OpPOTa 3TUIOBOIO CIHPTA,
QIKOTOJIBHOM ¥ CHHUPTOCOJEpXKAIleld MPOAYKUMH W 00 OrpaHWYeHUM mOTpeOneHust (pacruTHs)
AJIKOTOJIbHOM MpOoAyKIUu".

Cratba 9. [locypnapcTBeHHbIM KOHTponb (Hap3op) B cdepe obpaweHus
NneKapcTBEHHbIX CPeaAcTB
(B pen. denepanpHoro 3akoHa ot 25.06.2012 N 93-03)

1. TocymapcTBeHHBINH KOHTPOJIb (HAA30p) B chepe 0OpalieHus JIeKapCTBEHHBIX CPEJICTB BKIIIOYAET B
ceost:

1) nuUEeH3UOHHBIAH KOHTPOJIb B cdepe MIPOU3BOACTBA JIEKAPCTBEHHBIX CpPEACTB U B cdepe
(bapMaIreBTHUECKON IeATETHbHOCTH;

2) dbenepanbHBIN TOCYIapCTBEHHBINA HAA30p B cpepe oOpallieHus JeKapCTBEHHBIX CPEJCTB;

3) BBIOOPOUHBII KOHTPOJIb Ka4eCTBa JIEKAPCTBEHHBIX CPE/ICTB.
(. 3 BBeneH DenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

2. JIuueH3WOHHBIH KOHTPOJIL B cdepe MPOM3BOJICTBA JICKAPCTBEHHBIX CPEICTB U B cdepe
(bapmaleBTUUECKON NIeATENbHOCTH OCYIIECTBISETCS YHOJHOMOYEHHBIMU (eAepalbHbIM OpPraHOM
WCIIOJIHUTEIIBHON BJIACTH M OpPraHaMU HCIIOJTHUTEIBHOW BIIACTH CyOBekTOB Poccuiickoit denepammu
COIJIACHO MX KOMIIETEHIIMH B TOpsake, ycTaHoBieHHOM DenepanbHbiM 3aKoHOM OT 26 nexadpst 2008

www.consultant.ru Crpannna 19 u3 139
HaJe:KHasl IPpaBOBasl NMOAIEPKKaA


https://login.consultant.ru/link/?req=doc&base=RZR&n=341796&date=06.04.2021&dst=100084&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=341796&date=06.04.2021&dst=100086&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=356078&date=06.04.2021&dst=100260&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=371778&date=06.04.2021&dst=922&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=356078&date=06.04.2021&dst=100260&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=371778&date=06.04.2021&dst=922&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=183367&date=06.04.2021&dst=100339&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=342016&date=06.04.2021&dst=100089&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=363335&date=06.04.2021&dst=54&fld=134
http://www.consultant.ru
http://www.consultant.ru

Oenepanbhblil 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

roga N 294-®3 "O 3amure npaB OPUANYECKUX JHUI U HWHAMBUAYAJIbHBIX MpPEINPUHUMATEICH MpHU
OCYILIECTBJIEHUU TOCYAAPCTBEHHOTO KOHTPOJS (HAA30pa) M MYHULUIIAIBHOIO KOHTPOJA", C y4deToMm
0COOCHHOCTEH OpraHu3aly U IPOBEJICHHS IPOBEPOK, YCTAaHOBICHHBIX DefepaabHbIM 3aKOHOM OT 4 Mast
2011 roga N 99-@3 "O nuueH3upoBaHUM OTAEIbHBIX BUAOB JESITEIBHOCTH' .

3. ®depepanpHbIi TOCyNapCTBEHHBIH Hag30p B cdepe oOpalleHus JEKapCTBEHHBIX CPEACTB
OCYIIECTBIISICTCS  YIOJHOMOYEHHBIMU (hefepaibHBIMA OpraHaMU HCIOJHHUTEIBHON BiacTH (nanee -
OpraHbl TOCYJapCTBEHHOIO HaJ30pa) COIJIAaCHO MX KOMIIETEHIMM B IOPSAJKE, YCTaHOBJIEHHOM
IIpaBurensctBoM Pocculickoit deneparnun.

4. @enepanbHbli TOCYAAPCTBEHHBIH Haa30p B cdepe o0OpalieHUs JIEKapCTBEHHBIX CPEACTB
BKJIFOUYAET B ceO;

1) opranuzanuio W MPOBEACHUE MPOBEPOK COOIIONEHHS CYOBEKTaMH OOpalIeHUs JIeKapCTBEHHBIX
CpCACTB YCTAHOBJICHHBIX HACTOAIIHUM CDGZ[Gpa.HBHBIM 3aKOHOM W IMNPHUHATHIMU B COOTBCTCTBHU C HHM
WMHBIMH HOPMAaTUBHBIMH IIPAaBOBBIMH akTamu Poccuiickoii ®enepannu TpeOoBaHUI K AOKIMHUYECKHM
HUCCICAOBAHUAM JICKAPCTBCHHBIX CPCACTB, KIMHHUYCCKUM HCCIICAOBAHUAM JICKAPCTBCHHBLIX IMPCIIApaTOB,
XpaHEHHIO, TepeBo3Ke, BBO3y B Poccuiickyro ®enepauuio, OTHMYCKy, pealM3aldd JEKapCTBEHHBIX
CpCACTB, IMPUMCHCHUIO JICKAPCTBCHHLIX IMIPCIAapaToB, YHUYTOXKCHHIO JICKAPCTBCHHBLIX CPCACTB,
YCTaHOBIICHHIO TPOM3BOJUTESIMU JICKAPCTBEHHBIX IIPENapaToB IIEH Ha JICKApCTBEHHBIC MpEnaparsl,
BKJIFOYCHHBIC B IMEPCUCHb JKU3HCHHO HGO6XOI[I/IMBIX A BOKHEHIITHX JICKApCTBCHHBIX IIPCIIapaToB, a TAKKC
COOJIIO/ICHHST  YIIOJIHOMOYCHHBIMU ~ OpraHaMM HWCIIOJIHUTENBHOW BIacTH CyOBekToB Poccuiickoit
q)eﬂepaulxm MCTOJUKHU YCTAHOBJICHUA TIPCACIIbHBIX pPasMEPOB OITOBBIX Ha[[6aBOK n TOpCACIbHBIX
pa3MepoB PO3HUYHBIX HaJI0aBOK K (PaKTHYECKUM OTITYCKHBIM [IEHaM, YCTaHOBICHHBIM ITPOM3BOAUTEIISIMH
JICKAPCTBCHHBIX MPCIapaToB, Ha JICKAPCTBCHHBIC NPCHapaTbl, BKIIOYCHHBIC B IICPCUCHDL KHU3HCHHO
HEOOXOIMMBIX U BaKHEUIINX JIEKAPCTBEHHBIX MPEapaToB (Jajee - 00s3aTeIbHbIe TPEOOBAHUS);

(B pen. @enepanbHoro 3akona ot 27.12.2019 N 475-03)

2) opraHu3anuo U NpoBeJCHUE IMPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPEJICTB, HAXOAALIMXCS B
rpakJaHCKOM 000pOTE, YCTaHOBICHHBIM TPEOOBAHUSAM K UX Ka4ECTBY;

2.1) mpoBeieHuEe KOHTPOJIBHBIX 3aKYIOK B LEJSIX MPOBEPKU COOJIOJICHHS CyObeKTaMH OOpaleHHS
JICKaPCTBCHHBIX CPEACTB, OCYHISCTBISIFOIIMMH PO3HUYHYIO TOPTOBIIO JICKAPCTBCHHBIMHU IperapaTaMu
IUIE MEIMIIMHCKOTO TPUMEHCHHUs, MPaBHJ OTIYCKA JIGKAPCTBEHHBIX MPENapaToB IS MEIUIUHCKOTO
npuMeHeHus W (WiM) 3ampera npoaaxu  (HambCUPUIIUPOBAHHBIX  JIGKAPCTBEHHBIX  CPEJNICTB,
HEI00POKAYECTBEHHBIX JICKAPCTBEHHBIX CPEICTB U KOHTPA(aKTHBIX JICKAPCTBEHHBIX CPEJICTB;

(m. 2.1 BBegen denepanbHbiM 3akoHOM OT 27.12.2018 N 511-D3)

2.2) npoBefeHHE KOHTPOJIbHBIX 3aKYMOK B LENSIX MPOBEPKU COOIIOACHUS CyObEKTaMH OOpalieHus
JIEKAPCTBEHHBIX CPEJICTB, OCYIICCTBISIONIMMU PO3HHYHYIO TOPTOBIIO JIEKAPCTBEHHBIMH IIpernapaTaMu
JUIS BETEPUHAPHOTO NPHUMEHEHHWs, NpPaBUJI HaJuIekalled anTeYHOW NPAKTHKU JIEKapCTBEHHBIX
[permapaToB i BETEPHHAPHOTO TPHUMEHEHUs W (WiM) 3ampera Npofaku (HambCuUIIUPOBAHHBIX
JIEKapCTBEHHBIX ~ CPEACTB, HEI0OpPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB M  KOHTpadaKTHBIX
JIEKapCTBEHHBIX CPEJICTB;

(. 2.2 BBeaeH ®enepanbubiM 3akoHOM 0T 02.08.2019 N 297-03)

3) opraHu3aiuio U MpoBeaeHue papMaKoHaA30pa;
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4) npuMeHeHHe B MOPsIZIKe, YCTAaHOBIEHHOM 3aKOHOJaTelabcTBOM Poccuiickoit deaepanuu, Mep 1o
MPECEUYCHUIO BBISABICHHBIX HApYIICHHWH 0053aTENbHBIX TpeOOBaHMN M (WJIM) YCTPAHEHHIO MOCIEICTBHMA
TaKUX HapyLIeHWH, B TOM 4YHCIE HNPUHATHE PEIICHUS O HAXOXJAEHUM JIEKApCTBEHHBIX CPEACTB B
oOpalieHny, BeIady Mpearnucanuii 00 yCTpaHEHUH BBISBJICHHBIX HApYIIEHUH 00s3aTeIbHBIX TpeOOBaHUN
U TIPUBJIEYEHNE K OTBETCTBEHHOCTH JIUL], COBEPIIMBLINX TAKHE HAPYLLICHHUS.

(uactp 4 B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

5. @enepanbHblil TOCYyIapCTBEHHBIH HaA30p B cdepe oOpaiieHUs: JIEKapCTBEHHBIX CPEACTB
OCYIIIECTBIISICTCS B TOPSJIKE, YCTaHOBICHHOM ®DenepanbHbIM 3aKOHOM OT 26 nmekabps 2008 roma N
294-®3 "O 3amure MNpaB OPUAWYECKUX JUI W HWHAUBUAYAJIBHBIX MpPEANpPUHUMATENEH MpHU
OCYILIECTBJIEHUU TOCYAAPCTBEHHOTO KOHTPOJS (HAA30pa) M MYHULUIAIBHOIO KOHTPOJA", C y4eToM
O0COOCHHOCTEH, YCTaHOBIIEHHBIX HacTofAllel cTarbeil. [IpeaBapurTenbHOE corjacoBaHHWE C OpraHamMHu
MPOKYPATypbl CPOKOB IPOBEJCHUS BHEIUTAHOBOW IPOBEPKU CYOBEKTOB OOpalICHHS JIEKAPCTBECHHBIX
CpPEeICTB, a TakKe MpPEeJBApUTEIbHOE YBEJOMIICHHE IOPUAMYECKUX  JIUI, HHIUBUIYATbHBIX
MpeaNpUHUMATEICH O HadaJe NTPOBEICHHS O3TOW MpoBepku He Tpedyercs. OpraHbl MPOKypaTyphl
M3BEIAIOTCA O MPOBEACHUM BHEIUIAHOBOM MPOBEPKU CYOBEKTOB OOpAaIlEHHUS JEKAPCTBEHHBIX CPEICTB
MOCPEICTBOM HaIpaBJCHUsI COOTBETCTBYIOIIUX JIOKYMEHTOB B T€UEHHE TPeX pabouux JHEW C MOMEHTa
OKOHYAHUS MPOBEACHUS YKA3aHHON BHETJIAHOBOM MPOBEPKH.

(uactp 5 B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

6. JlomKHOCTHBIE JHUIIa OpraHa TOCYAapCTBEHHOTO HaA30pa B TMOPSAKE, YCTAaHOBIECHHOM
3aKOHOJaTenbCcTBOM Poccuiickoi denepannv, UMEIOT PaBo:

1) momyyaTh Ha OCHOBaHMHM MOTHUBHUPOBAHHBIX MUCHBMEHHBIX 3aMPOCOB OT CYOBEKTOB OOpaICHUS
JIEKApPCTBEHHBIX CPEJICTB, OPraHOB HCIIOJHHUTEIILHOW BIAacTH CcyObekTOB Poccuiickoit denepanuu u
OpraHOB MECTHOTO CaMOYIIPAaBJICHHUS TOKYMEHTHI M HH(OpPMAlNMIO 1O BOMpocaM OOpalieHus
JIEKapCTBEHHBIX CPEJICTB;

2) OecrnpensTCTBEHHO 110 TMPEIAbSIBICHUU CIYy)XKEOHOTO YAOCTOBEPEHHUS U KOMUU IIpUKa3a
(pacnopsikeHMs) opraHa rocyAapCTBEHHOTO HaJl30pa O Ha3HAYEHUU MPOBEPKU MOCELATh MCIOIb3yEeMbIe
IOPUANYECKUMU  JTUIAMH, WHIWBUIYaTbHBIMU TMPEANPUHUMATENSAMU, SBISIOMIMMUCA CyOBEKTaMu
oOpallieHus1 JTIeKapCTBEHHBIX CPEJIICTB, NIPH OCYIICCTBICHUU CBOCH JIEATEIHHOCTH TCPPUTOPHH, 3IaHUS,
MIOMEIIEHUS U COOPY>KEHHUS B LENSIX MPOBEACHUS MEPOTIPUATUH TI0 KOHTPOJIIO;

3) mpoBOIUTH OTOOP 0Opa3lOB JIGKAPCTBEHHBIX CPEJICTB, NMPETHA3HAYCHHBIX JUIS Peau3allid |
peanu3yeMbIX CyObeKTaMH OOpallleHHs JICKApCTBEHHBIX CpPEACTB, JUIS TPOBEPKM HMX KAvecTBa,
MIPOBEJICHUSI UCCIICJIOBAHWM, WCIBITAHWA B COOTBETCTBHM C TIpaBWJIaMu o0TOOpa 00pasios,
YCTaHOBJICHHBIMH YIIOJIHOMOYECHHBIM (heiepalibHbIM OPTaHOM UCTIOTHUTEIILHOW BIIACTH;

3.1) mnpoBOAWTH KOHTPOJBHBIE 3aKyNKH JIEKAPCTBEHHBIX MIPEMapaTroB Uil MEIUIIMHCKOTO
NPUMEHEHHUS B LENSIX MPOBEPKH COONIO/IEHUsT CyObeKTaMu OOpalleHHsl JIEKApCTBEHHBIX CPENCTB,
OCYIIECTBISIIOIIMMHI  PO3HUYHYIO TOPTOBJIIO JICKAPCTBEHHBIMU TMIpemnaparaMu JUIsi MEIUIMHCKOTO
MPUMEHEHHUS, MPABUJ OTIyCKAa JIEKAPCTBEHHBIX MPENaparoB JJIsl MEAMIIMHCKOTO MPUMEHEHUS W (WIJIH)
3ampera  Tpojaxku — GaTbCH(PUIMPOBAHHBIX  JICKAPCTBEHHBIX  CPEICTB,  HEJOOPOKAYECTBECHHBIX
JIEKapCTBEHHBIX CPE/ICTB U KOHTPA(AKTHBIX JIEKAPCTBEHHBIX CPE/ICTB;

(m. 3.1 BBegen denepanbHbiM 3akoHOM OT 27.12.2018 N 511-D3)

3.2) nOpoBOIUTH KOHTPOJbHBIE 3aKyNKH JIEKAPCTBEHHBIX IpEraparoB [Js BETEPUHAPHOTO
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NPUMEHEHHS B IEJISIX MPOBEPKH COOIOACHUS CYObEKTaMu OOpalIeHUs JICKApCTBEHHBIX CPEICTB,
OCYHIICCTBIAIOIIUMHA  PO3HUYHYKO TOPIOBJIIO JICKAPCTBCHHBIMU IIpCriapaTaMyd IJjid BETCPUHAPHOIO
NPUMEHCHHS, TPAaBUJ HAUICKANICH aNnTeYHOH TPAKTUKU JIGKAPCTBEHHBIX  IPENapaToB  JUIs
BETEPUHAPHOTO NMPUMEHEHUS U (WJIH) 3ampeTra npoaaxu (GpaabcuGuIupoBaHHBIX JEKAPCTBEHHBIX CPEICTB,
HEI00POKAYECTBEHHBIX JICKAPCTBEHHBIX CPECTB U KOHTPA(PaKTHBIX JICKAPCTBEHHBIX CPEJICTB;

(. 3.2 BBegeH ®enepanbubiM 3akoHoM 0T 02.08.2019 N 297-03)

4) BbIaBaTh CYOBEKTaM OOpalleHHs JICKAPCTBEHHBIX CPEJICTB MPEIIHCAHUS O MPEKPAICHUN
HapylICHU 00s3aTeNbHBIX TpPeOOBaHWN M 00 YCTpaHCHWH BBISBICHHBIX HApYIICHHH 00s3aTelbHBIX
TpeOOBaHUN;

5) HAIIpaBJIATH B YIIOJJHOMOYCHHBIC OpraHbl MaTCprajibl, CBA3aHHBIC C HAPYIICHHUAMU 00s13aTEIIbHBIX
Tpe60BaHPII>i, JJIA pCUICHUA BOIIPOCOB O B036Y)K,I[6HI/II/I YIr'OJIOBHBIX JCJI IO ITPU3HAKaM HpeCTYHHCHHﬁ.

7. BI)I6OPO‘IHBII>1 KOHTPOJIb KaueCTBA JICKAPCTBCHHBLIX CPEACTB OCYHICCTBIIACTCA YIIOJIHOMOYCHHBIM
(bellepaJ'ILHLIM OpraHomM HWCIOJIHUTEIBHOM BIIACTHU B YCTAHOBJICHHOM UM HOPAAKE U BKIIIOYACT B cebs:

1) oOpaboTKy cBelneHUH, B 00S3aTEIHPHOM MOPSAIKE NPEIOCTABISAEMBIX CYOBEKTAMHU OOpAIICHUS
JICKApCTBEHHBIX CPEACTB, O CEPUSX, MAPTHSIX JICKAPCTBEHHBIX CPEICTB, MOCTYMAIONIMX B TPaXKIaHCKUH
obopot B Poccuiickoit denepanmu;

2) or6op 00pa3loB JIEKAPCTBEHHBIX CPEJCTB Y CYOBEKTOB OOpallleHUs! JEKaPCTBEHHBIX CPEJCTB B
[EJSIX MPOBEICHUS WCIBITAHUA Ha WX COOTBETCTBHE TPEOOBAHHSM HOPMATHUBHOW JOKYMEHTAIMH WIIH
HOPMAaTUBHBIX JTOKYMEHTOB;

3) nmpuHsATHE MO pe3ysibTaTaM IPOBEIEHHBIX HCIBITAHUN pPEUICHUS O JaJIbHEHIIEM TpPakJaHCKOM
000pOTEe COOTBETCTBYIOLIETO JIEKAPCTBEHHOT'O CPE/ICTBA;

4) TpUHATHE YIOJIHOMOYEHHBIM (eepaqbHbIM OpPraHOM HCIIOJHUTEILHOW BIACTH PEIICHUS O
MIePEeBO/IE JIEKAPCTBEHHOTO CPEACTBA HA MOCEPUIMHBIN BHIOOPOUHBIN KOHTPOIb KauecTBa JIEKAPCTBEHHBIX
CPEICTB B CiIy4ac ITOBTOPHOTO BBISIBJICHHS HECOOTBETCTBHS KadecTBa JIEKAPCTBEHHOTO CpPEICTBA
YCTaHOBJCHHBIM TpeboBaHUAM U (IpU HEOOXOJUMOCTH) O TMpOBEpKe CyOBeKTa OOpalieHus
JICKapCTBCHHBIX CPEJICTB. Pacxolbl, CBA3aHHBIC C MPOBEACHUEM ITOCEPUHHOTO BBIOOPOYHOTO KOHTPOJIIS
KauecTBa JIEKAPCTBEHHBIX CPEJCTB, OIIAUMBAIOTCS MPOU3BOAMUTENIEM JIEKAPCTBEHHOTO CpEeACTBa JMOO
Jep KaTesIeM MM BIIJeNbIIeM PETUCTPAIIHOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO MTperapara.

(dactp 7 BBenneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

Mnasa 5. PASPABOTKA, OKITMHWYECKWUE UCCNEOQOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KITMHUWYECKUE UCCJIEAOBAHUA
NEKAPCTBEHHbIX NMPEMNAPATOB A/ BETEPUHAPHOIO MNPUMEHEHUA

CraTtba 10. Pa3paboTka nekapcTBeHHbIX CpeacTB

1. Pa3paboTka JeKapCTBEHHBIX CpPEICTB BKIIOYAaeT B ce0s MOMCK HOBBIX (hapMaKOJIOTUYECKU
aKTUBHBIX BEILECTB, MOCIEAYIOLIEE H3YYEHHE MX JIEKapCTBEHHBIX CBOWCTB, JOKJIMHHUYECKUE
UCCIIEeIOBaHMS, pa3pabOTKy TEXHOJOTHUH MPOM3BOJACTBA (hapMalleBTHUECKUX CyOcTaHIui, pa3paboTKy
COCTaBOB U TEXHOJIOTUI IPOU3BOJCTBA JIEKAPCTBEHHBIX NIPENapaToB.
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2. dunaHCcOBOE OOecIIeueHHEe pa3padOTKH JIEKapCTBEHHBIX CPEJICTB OCYIIECTBISIETCS 3a CUET:
1) cpencTB genepanbHOro OHOIKETA;
2) cpencTB pa3pabOTYNKOB JIEKAPCTBEHHBIX CPEJICTB;

3) CpEeIICTB MIPOU3BOUTENICH JIEKapCTBEHHBIX CpEeIICTB npu BBITIOJTHCHUHT
HAYYHO-KMCCJICIOBATEIbCKUX PA0OT MO JOTOBOPY MEXIy pPa3pabOTUMKOM JIEKAPCTBEHHBIX CPEACTB H
MIPOU3BOIUTEINIEM JICKAPCTBEHHBIX CPEJICTB;

4) WHBIX HE 3allPEIICHHBIX 3aKOHOIATEIBCTBOM Poccuiickoit denepaniuu HCTOYHUKOB.

3. IlpaBa pa3zpaboTyrKa JIEKapCTBEHHOTO CPEICTBA OXPAHSIIOTCS TPAXKIAHCKUM 3aKOHO/IaTEIIbCTBOM.

Cratba 11. [JOKNMHU4YECKOe wuccneaoBaHUe JleKapCTBEHHOro cpeacrtBa Ans
MeAULIMHCKOro NpUMeHeHuns

1. HOKHHHH“IGCKO@ HCCIICAOBAHUEC JICKAPCTBCHHOI'O CpPCACTBa AJII MCAULOHMHCKOI'O ITPHUMCHCHHA
MNpOBOAUTCA NYTEM IMPUMCHCHUA HAYYHBIX MCETOJOB OLCHOK B HCIAX MNOJYUYCHHA J0OKA3aTCIILCTB
6630HaCHOCTI/I, KadycCTBa U 3(1)(1)€KTI/IBHOCTI/I JICKAPCTBCHHOT'O CPCACTBA.

2. JIOKIMHUYECKOE HCCIICIOBAHUE JICKAPCTBEHHOTO CPEICTBA JJISI MEIUIMHCKOTO TPUMEHEHUS
MPOBOJIUTCS B COOTBETCTBUU C IpaBHJIAMH HaJJIeXKallel 1a00paTOPHOIM NMPaKTHKH, yTBEPIKICHHBIMU
YIIOJTHOMOYECHHBIM ()eIepaTbHBIM OPTaHOM HCTIOTHUTEIBLHOUW BIIACTH.

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

3. s opraHu3aluy U MPOBEACHUS JOKIMHIYECKOTO HCCIIEJOBAHUS JIEKAPCTBEHHOTO CPEACTBA IS
MEIUIMHCKOTO  TPUMEHEHHs  Pa3pabdOTYMKUA  JIGKAPCTBEHHBIX  CPEJACTB  MOTYT  IPUBJICKATh
HAYYHO-HMCCIIEIOBATEIbCKIE OpraHu3aluy, 00pa30BaTeNbHBIE OpraHW3alMd BBICIIETO 00pa30BaHUS,
UMEIOIME HEOOXOMUMYI0 MaTepHAIbHO-TEXHUYECKYI0 0a3y M KBaJIM(UIIMPOBAHHBIX CIICHUAINCTOB B
COOTBETCTBYIOIIEH 00JaCTH MCCIIEIOBAHMS.

(B pen. ®enepanbHoro 3akona ot 02.07.2013 N 185-D3)

4, I{OKHI/IHI/I‘-IGCKOG HUCCIICA0OBAHUC JICKAPCTBCHHOI'0 CpEACTBA JIA MCIUUMWHCKOIO IPUMCHCHUA
MMpOBOAUTCSA 110 YTBCPKACHHOMY p33pa6OT‘lI/IKOM JICKAPCTBCHHOTO CpEACTBa IUJIaHY C BCIACHUCM
IMPOTOKOJIa 3TOI0 HCCICAOBAHUA W COCTABJICHUEM OTYCTA, B KOTOPOM COACPKATCA PE3YJIbTAaThl 3TOI'O
HCCIICO0OBaHUA n 3aKJIFOYCHHUC (6] BO3MOXXHOCTH IMPOBCACHU KIIMHUYCCKOI'O HCCIICAOBaHUA
JICKApCTBCHHOT'O IIperiapaTa AJId MCAUINHCKOI'O IPUMCHCHHA.

5. [IpoBenenue nMpoBepoK COOIIOICHUS MPABIII HAJUISKAIIEH J1abopaTOPHOU MPAKTUKH U IPABOBBIX
HOPM HCITOJIb30BAaHUS JKUBOTHBIX TIPU IPOBEICHUU JOKIMHUYCCKUX HCCICIOBAHUHN JIEKAPCTBEHHBIX
CPEICTB IJI1 MEIUIIMHCKOTO MPUMEHEHUS! OCYIIECTBISETCS YIMOJTHOMOUYEHHBIM (pe/iepallbHbIM OpPraHOM
WCIOJIHUTEIbHOM BIACTH.

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

6. Pe3ynbTarhl JOKIMHUYECKOTO MCCIEIOBAaHUS JIEKAPCTBEHHOIO CPEACTBA JUIsl MEIUIIMHCKOTO
MPUMEHEHHUS MOTYT OBITh NPEJICTABJICHBI B YIOJHOMOYEHHBIN (enepalbHblii OpraH HMCIOJTHUTEIbHON
BJIACTH B YCTAHOBJICHHOM IOPSAKE B LEJAX TOCYIapCTBEHHON PErUCTpaIliy JEKapCTBEHHOTO IIpenapara.
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Cratba 12. [JoKnuHM4YeCKoe uUcCcneaoBaHME JleKapCTBEHHOro cpeactBa M
KNUHMYECKOe uccnefoBaHUMe JleKapCTBEHHOro npenapata Ans  BeTepuUHapHOro
npUMeHeHus

1. JIoKIMHMYECKOE HCCIIEIOBAaHUE JIEKAPCTBEHHOI'O CPEACTBA JJIi BETEPUHAPHOIO INPUMEHEHUS
IPOBOJUTCS IIyTeM NPUMEHEHHs HAy4YHbIX METOJOB OLIEHOK B IENAX MOJY4YeHHUs J0Ka3aTeIbCTB
0e30macHOCTH, KadecTBa U 3(PPEKTUBHOCTH JICKAPCTBEHHOT'O CPE/ICTBA, B TOM YHCIIE OIPEIEIEHHs CPOKa
€ro BBIBE/ICHUS M3 OpraHu3Ma XHBOTHOIO, B LIEJAX oOecredeHns 6e30MacHOCTH MPOAYKIUH KUBOTHOTO
IIPOUCXOXKACHUS [1OCIE IPUMEHEHUSI COOTBETCTBYIOILIETO JIEKAPCTBEHHOT'O Mperapara.

2. JIOKJIMHMYECKOE UCCIIEIOBAHUE JIEKAPCTBEHHOI'O CPEACTBA M KIMHHUYECKOE MCCIIEIOBAHUE
JICKApCTBEHHOTO IIperapara Uil BETEPHHAPHOTO MPHUMEHEHHs, HCCIeJ0BaHHE OMOIKBUBAICHTHOCTH
YKa3aHHOT'O JIEKAPCTBEHHOTr'O IIpenapara MPOBOJATCS B COOTBETCTBHM C NPABWIAMM, YTBEPKIECHHBIMU
YIOJTHOMOYEHHBIM (eiepaIbHbIM OPTaHOM HCIOJIHUTEIbHOU BIACTH.

3. JIOKIMHHMYECKOE MCCIEAOBAHUE JIEKAPCTBEHHOIO CPEACTBA M KIMHUYECKOE HCCIIEIOBaHUE
JIEKAPCTBEHHOI'0 IIpemnapara il BETEPUHAPHOTO IPUMEHEHMsI NPOBOJATCA 10 YTBEPKACHHOMY
pa3pabOTYMKOM JIEKAPCTBEHHOI'O0 CpEJCTBAa IUIAHY C BEJEHHEM IPOTOKOJOB ATHX MCCIECIOBAHUN U
COCTABJICHUEM OTUYETOB, B KOTOPBIX COAEPKATCS PE3yJIbTaThl 3TUX UCCIICIOBAHUM.

4. Jlnd opraHu3aliyd ¥ IPOBENEHUS NOKIMHHYECKOTO HCCIEN0BaHUS JIEKAPCTBEHHOIO CPEACTBA U
KIIMHHMYECKOTO MCCIIEOBAHUS JIEKAPCTBEHHOTO MIperapara JJisi BETEpUHAPHOTO TPUMEHEHHS pa3padoTIHK
JIEKapCTBEHHOI'O  CpEJICTBA  MOXKET  IpHUBJIEKaTh  OpraHu3alMM, HMEIOLIMEe  HEeoOXOIUMYIO
MaTepHAIbHO-TEXHUYECKYI0 0a3y M KBaJU(HUIIMPOBAHHBIX CHEIHMAIMCTOB B COOTBETCTBYIOLIEH 001acTH
UCCIIEI0OBaHUS.

5. KimHnueckue wnccneoBaHUs JIEKAPCTBEHHBIX IIPENaparoB JUIsl BETEPUHAPHOTO IPUMEHEHUS
MIPOBOJAATCS B BETEPUHAPHBIX OPraHM3alUsgX M B OpPraHU3alMAX, OCYLIECTBISIOIIMX pa3BEICHUE,
BBIPAILIMBAHUE U COJIEPKAHUE )KUBOTHBIX, B LEIAX:

1) YCTAaHOBJICHHUS IICPECHOCUMOCTHU JICKAPCTBCHHLIX IMMPETIapaTOB 3J0POBBIMU JKUBOTHBIMU,

2) mnoxbopa ONTHUMAJbHBIX JO3UPOBOK JIEKAPCTBEHHBIX IpPENaparoB M Kypca JIEYEHUS Ha
KOHKPETHOM IpyIIe )KUBOTHBIX C ONPE/IEICHHBIM 3a00JI€BaHUEM;

3) ycraHoBieHHs 0€30mMacHOCTH U APPEKTUBHOCTH JIEKAPCTBEHHOTO Mperapara, MpeaHa3HadYeHHOTO
IUISL JICYCHUST ONPE/ICIICHHBIX 3a00JICBaHNI KUBOTHBIX, WM 3()(HEKTHBHOCTH JICKAPCTBEHHOTO Ipenapara
TS TPO(PHITAaKTUKH 3a00JIeBaHUI 3/TOPOBBIX JKHBOTHBIX;

4) wu3y4yeHHS BO3MOXKHOCTEH pacHIMpeHHUs MOKa3aHUN K MPUMEHEHHIO 3aperuCTPUPOBAHHOIO
JIEKapCTBCHHOT'O TIPeTapaTa U BBISBIICHHS paHEe HEM3BECTHBIX MTOOOYHBIX JICHCTBUH.

6. Kinmnnyeckoe HCCIICAOBAHUEC JICKAPCTBCHHOI'O IIpfIiapara AJd BETCPHUHAPHOI'O IIPHUMCHCHUS
OCYHICCTBIIACTCA 3a CUHET CPCACTB pa3pa60TqHKa JICKApCTBCHHOTI'O CPCACTBA.

7. Ot4yeTsl O pe3yiibTartax JOKIIMHUYCCKOI'0 HCCICAOBAHUA JICKAPCTBCHHOIO CpEeACTBa U
KIIMHUYCCKOI'O HUCCIICAOBAaHUA  JICKAPCTBCHHOI'O  IIpf€rapara ajid  BCTCPHHAPHOI0  IMPUMCHCHUA
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COCTaBJIAKOTCA p33pa6OT‘lI/IKOM JICKAPCTBCHHOTO CpPEACTBA C Y4YCTOM 3aKJIFOYCHUHN OpFaHI/ISaHPlﬁ,
IMPUHUMAaBIINX Y4aCTUC B OPraHu3alu U MpoOBCACHNUUN 3TUX I/ICCJIGZ[OB&HHﬁ.

8. KOHTpOJIL 3a IIPOBCACHHCM JOKJIMHUYCCKUX I/ICCJ'IGI[OBaHI/Iﬁ JICKAPCTBCHHLIX CPCIACTB H
KIIMHUYCCKUX I/ICCJIGI[OBaHI/Iﬁ JICKApCTBCHHBIX  IIpCrapaTroB  [MJjid  BCTCPUHAPHOIO  INPHUMCHCHUSA
OCYHICCTBIIACTCA YITOJTHOMOYCHHBIM (I)G,I[epaJ'ILHLIM OpraHom HWCIOJIHUTEIBHOM BIIACTH.

Maga 6. OCYLWECTBJIEHUE FOCYOAPCTBEHHOW PEMMCTPALIUA
NNEKAPCTBEHHbIX NMPEMNAPATOB

CraTtbsa 13. Focy,qapCTBeHHaﬂ perncTpauunsa nneKapCcTtBeHHbIX npenapartosB
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

KoncynbrantlIntoc: npumeyanue.

Jlomyckaercsi MpUMEHEHHE B MEIUIMHCKHX LEISIX HE 3apEerHCTPHPOBAHHBIX B P® nexapCTBEHHBIX
MpernapaToB, COAEPKAIIUX HAPKOTUUECKHUE CPEICTBA UITU IICUXOTPOIHBIE BEllecTBa, BBE3eHHBIX B PD B
cooTBeTcTBUU C 4. 3.1 cT. 47 nanHoro nokymenrta (1. 8 cr. 3 @3 ot 27.12.2019 N 475-D3).

1. B Poccuiickoit denepanuu 10MyCKalOTCs MMPOU3BOJCTBO, MU3TOTOBJIICHUE, XpPaHEHUE, TIEPEBO3KA,
BBO3 B Poccuiickyro @enepaunto, BbiBO3 U3 Poccuiickoit ®@enepanuu, pekiama, OTHYCK, pealn3anus,
rnepenaya, MPUMEHEHUE, YHUUYTOKEHUE JIEKAPCTBEHHBIX IMPENapaTroB, €CIM OHU 3aPETUCTPUPOBAHBI
COOTBETCTBYIOIIMM YIOJTHOMOUYEHHBIM (pe/iepalibHbIM OPraHOM HCIIOJIHUTEIHHON BIACTH.
(dactpb 1 B pen. @enepanbuoro 3akoHa ot 13.07.2015 N 241-03)

2. 'ocynapcTBeHHON perUCTpaliuy MOIexkKaT:

1) Bce JekapCTBEHHbIE Iperaparhbl, BIEpPBbIE IMOJJIeXkallue BBOAY B obOpaieHue B Poccuiickoit
Oenepannu;

2) I5eKapCTBEHHBIE IIpenaparbl, 3aperMCTPUPOBAHHBIE paHEe, HO IPOU3BEACHHBIE B JAPYTUX
JIeKapCTBEHHbIX (hOpMax B COOTBETCTBHM C IEpPEUHEM HAMMEHOBAaHMI JEeKapCTBEHHbIX (OpM, B HOBOH
J03UPOBKE MPH JOKA3aTEIbCTBE €€ KIMHMYECKON 3HAUMMOCTH B 3P HEKTUBHOCTH;

3) HOBBIE KOMOMHAIIMYU 3aPETUCTPUPOBAHHBIX paHee JIEKaPCTBEHHBIX MPENapaToB.

3. I'ocynapcTBeHHas perucTpanys JEKapCTBEHHBIX IPENapaToB OCYLIECTBIIETCA MO Pe3yJbTaTam
HKCHEPTHU3bl JIEKAPCTBEHHBIX CPEACTB, a TIOCYNAapCTBEHHas perucTpanus op(aHHBIX JEKapCTBEHHBIX
IIPEMNapaToB OCYLIECTBISIETCS IO pe3yjbTaTaM 53KCIEPTU3bl JOKYMEHTOB, MpEACTAaBIEHHBIX MJIs
OIpeJIeJIeHUs] BO3MOKHOCTH PaccMaTpUBaTh JICKApPCTBEHHBIN Mpenapar Ui MEJAULUHCKOTO MPUMEHEHHS
IIPU OCYIIECTBJICHUU TOCYIapCTBEHHON PETUCTPAIMH B KauecTBEe Op(haHHOTO JIEKaPCTBEHHOTO Mperapara,
U 110 pe3yJIbTaTaM KCIEePTHU3bI JIEKAPCTBEHHBIX CPE/ICTB.

4. I'ocynapcTBeHHasl perucTpalys JIEKapCTBEHHOrO IIpernapara OCyIeCTBISETCS] COOTBETCTBYIOIUM
YIIOJIHOMOYEHHBIM (e/iepaIbHbIM OPraHOM MCIIOJHHUTEIbHOM BJIACTH B CPOK, HE IPEBBIMIAIOLINI CcTa
LIECTUJECATH pabouux JHEH CO JAHS HPHUHITHS COOTBETCTBYIOIIETO 3asBJICHUS O TOCYJIAapCTBEHHOMU
perucTpanuy JIeKapcTBEHHOIo Ipernapara. B yka3aHHbBI CpOK BKJIIOYAaeTCs BpeMs, HEOOXOAMMOE s
IIOBTOPHOT'O IPOBEJIEHUSI AKCHEPTU3bl JIEKAPCTBEHHOI'O CpEACTBA B COOTBETCTBUM €O cTaTbed 25
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Hacrosiniero denepanbHoro 3akoHa. Cpok ToCyIapCTBEHHOM PErucTpalvM JIEKApCTBEHHOrO Ipernapara
WCYHCIISICTCS CO JIHS TIPUHSATHS COOTBETCTBYIOIIMM YIIOJIHOMOYEHHBIM (PeiepalibHBIM  OpPTaHOM
UCIIOJIHUTENIBHOM  BJIACTH  COOTBETCTBYIOIIETO  3asBIEHUS O TOCYJApCTBEHHON  perucTpaluu
JIEKApCTBEHHOT'O0 MperapaTta ¢ MNPWIOKEHUEM HEOOXOAUMBIX JOKYMEHTOB TIO JIGHb BBIJAYH
PETUCTPALIMOHHOTO YJIOCTOBEPEHHUS JIEKAPCTBEHHOT0 Tpernapara. BpeMs, HeobxonuMoe il HallpaBJIeHUS
YIOJIHOMOYEHHBIM  (peliepaibHbIM OPraHoM HCIOJHUTEIBLHOM BJIACTH 3ampoca O TNIPEICTaBICHUU
HEO0OXOUMBIX MAaTE€PHANIOB U MPEJICTABICHHS 3asiBUTENIEM OTBETa Ha JaHHBIN 3aIPOC B COOTBETCTBUU CO
cratbsiMu 16, 19 u 23 Hacrosimero denepanbHOrO 3aKOHA, HE YYUTHIBAETCS MPHU UCYHUCICHHH CPOKa
roCy/1apCTBEHHOW PETUCTPALlMU JIEKAPCTBEHHOTO Mpenapara.

5. T'ocynapCTBEHHOM perucTpalnnu He MOJIeKAT:

1) JICKAPCTBCHHLIC IIPCIIapaThbl, HM3TOTOBJICHHBLIC aIlITCYHBIMHU OpraHUu3alusIMH, BCTCPHUHAPHBIMU
AllTCUHBIMU OpraHu3allusIMi, WHAWBUAYAJIbHBIMHA HNPCANIPUHHUMATCIAMA, KOTOPLIC UMCIOT JIMICH3UIO Ha
(bapMaI.[eBTI/IquKy}O JACATCIIbHOCTDb, IIO peucluTaM Ha JICKAPCTBCHHBLIC IIPCIIapaTbl U Tp€6OBaHI/IHM
MCIHUIMHCKHUX opraHmauHﬁ, BCTCPUHAPHBIX opraHmauHﬁ;

2) nexkapcTBEHHBIE MpemnapaThl, IPUOOpPETECHHBIE (PU3NYECKUMU JIMIIAMU 3a mpeaenamu Poccuiickoit
®denepannu U NpegHaA3HAYECHHBIE 1JIs1 TUYHOTO UCTIOIB30BAHMS;

3) JICKAPCTBCHHLIC IIpCIIapaTbl, BBO3UMLIC B POCCHﬁCKyIO d)eﬂepaumo JJIA OKa3aHUA MGHHHHHCKOﬁ
IIOMOIIIM IO KM3HCHHBIM IMOKAa3aHUAM KOHKPETHOI'O IMalMEHTAa Ha OCHOBAHHWU pPa3pCHICHUS, BBIJAHHOI'O
YIIOJIHOMOYCHHBIM @eﬂepaﬂBHHM OpraHnomM HWCHOJIHUTEIBHOMN BJIaCTH,

4) nexapCTBEHHBIE CpelcTBa, BBOo3UMbIE B Poccuiickyro denepannio Ha OCHOBAaHUHM BBIJIAHHOTO
YIIOJTHOMOYEHHBIM (pe/iepalibHbIM OPraHOM HCIIOJIHUTENBHON BJIACTH Pa3pelIeHHs] U MpelIHa3HauYeHHbIC
JUIsL TIPOBEACHUS KJIMHUYECKUX HCCICAOBAHUN JIEKAPCTBEHHBIX IMpenapaTtoB W (WIW) MPOBEIACHUS
SKCIEpPTU3bl  JICKAPCTBEHHBIX CPEICTB JJII  OCYLIECTBIEHUS TOCYJApPCTBEHHOW  pErucTpanuu
JIEKapCTBEHHBIX MPEMAPATOB;

5) dbapmarieBTUYECKHE CYOCTaHIINH;

6) pamuodapMaleBTHUECKUE JICKAPCTBCHHBIC IpErapaThl, M3TOTOBICHHBIC HEMOCPEICTBCHHO B
MEAUIIMHCKUX OpraHu3alusX B IMOPSAKE, YCTAHOBIECHHOM YIOJHOMOYEHHBIM (elepalbHbIM OpPraHOM
WCIIOTHUTEJIbHON BIIACTH;

7) nekapCTBEHHBIE MpenapaThl, IPOU3BOIUMBIC AJIs HKCIIOPTA.
6. He nomyckaercs rocy1apcTBEHHasi perucTparusi:

1) JICKApCTBCHHBIX IIPCIIApAaTOB, OTIWYAKOINUXCA Apyr OT JApyra Kad4€CTBECHHBIM COCTABOM
Z[GflCTByIOIIIHX BCIICCTB, IIOA OAWMHAKOBBIM TOPTOBBIM HAMMCHOBAHUEM

2) OIHOTrO JIEKapCTBEHHOI'O Iperapara, MPeICTaBICHHOTO Ha TOCYAapCTBEHHYIO PErHCTPALUIO B
OTHOIICHWH OJHOTO M TOTO K€ JIepKaTelsi WU BIIAJENbIa PETUCTPANUOHHOTO YIOCTOBEPEHUS
JICKQpCTBEHHOT'O TIpernapaTa B BHJE JBYX M 0o0jee JICKApCTBEHHBIX IMPENApaToB IO pa3IMYHBIMU
TOPTrOBBIMH HAMMEHOBAHUSIMH.

(n. 2 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)
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7. Tlo 3ampocy (B 31eKTpoHHON (opme uUiaM Ha OyMa)XHOM HOCHUTENE) CyObeKkTa OOpallieHus
JIEKapCTBEHHBIX  CPEJICTB  COOTBETCTBYIOILMM  YIOJIHOMOYEHHBIM  (peiepaJbHbIM  OpraHOM
WCIIOJTHUTENIBHOW  BJACTH, OCYIIECTBISIIOUIUM TOCYJApCTBEHHYIO PErMCTPALMI0  JIEKAPCTBEHHBIX
[IpenapaToB, B YCTAHOBJICHHOM MM IOPS/IKE OCYLIECTBIISIETCS HAYYHOE KOHCYJIBTUPOBAHHUE IO BOIIPOCAM,
CBA3AHHBIM C  IIPOBEACHUEM  JOKIMHUYECKUX  HMCCIENOBAHMM, KIMHUYECKUX  HCCIEIOBAHMI
JICKApCTBEHHBIX MPENaparoB, AKCHEPTH3bl KadecTBa JIEKAPCTBEHHBIX CPEACTB, 3(PPEKTHBHOCTH U
0€30MacHOCTH, C OCYIIECTBIEHHEM TIOCYIapCTBEHHON pPETUCTPAlUU JICKAPCTBEHHBIX IPENaparos.
KoHcynbTupoBaHHe OCYHIECTBISIETCS C MpHUBICUYECHHEM (elepanbHbIX TOCYJapCTBEHHBIX OOPKETHBIX
YUPEKIEHUHN, MOJBEIOMCTBEHHBIX ITaHHOMY (elepalbHOMY OpraHy HCHOJHUTENbHOW BJIACTH U HE
Y4acTBYIOUIMX B OpraHM3allMM IPOBEIEHUS SKCIEPTH3bl KAaueCTBa JIEKAPCTBEHHBIX CPEACTB B LEISAX
OCYUIECTBJIEHUS HX TOCYHAapCTBEHHON pErucTpauud B COOTBETCTBHM CO cTarbeil 16 Hacrosmiero
denepanbHOTO 3aKOHA, B BUJE OTBETa B MHCbMEHHOH (hOpME YIOTHOMOUYEHHOTO (hefepabHOTO OpraHa
WCIIOJIHUTENIBHOW BJIACTU Ha 3ampoc. Pa3mep B3uMaemoil ¢ 3asBUTENsS IUIAThl OINpEAENseTcs B
COOTBETCTBUM C 3aKoHoAareabcTBOM Pocculickoit ®enepauuu 00 opraHu3aluu MPEJOCTaBICHUS
rOCy/IapCTBEHHBIX ¥ MYHUUUNAIBHBIX yciyr. MHdopmamus 00 OCYIIECTBICHHH HAYyYHOTO
KOHCYJIbTUPOBAHMsI, B TOM YHCJIE CTaThH, 0030pHI, CIIPABOYHBIC MaTepHaibl W WHas WHPoOpManus 00
OCYILIECTBIICHUU HAYYHOT'O KOHCYJIBTUPOBAHMSI, pa3MeniaeTcsi Ha O(pUIIMaIbHOM CaliTe YIIOJTHOMOYEHHOTO
(denepanbHOrO0 OpraHa HCIOJHUTEIBHON Biacth B cetH "MHTepHET" C COOMIOACHHEM OTrpaHUYCHHIA,
YCTAaHOBJICHHBIX  3aKOHOJATEIbCTBOM O  TEPCOHANBHBIX  JIaHHBIX, KOMMeEpYeckod u  (Win)
roCcyZapCTBEHHOM TalHe.

8. T'ocymapcTBeHHas perucrpauusi JIEKAPCTBEHHBIX IPENaparoB, KOTOPHIE INpEAHA3HAYEHBI JUIS
IIPUMEHEHHUsT B  YCIOBUAX BOCHHBIX JICMCTBUM, 4YPE3BBIYAMHBIX CHUTYallMi, IPERyIpEKICHUS
Ype3BbIUAlHBIX CUTYyalUi, NPOMUWIAKTUKYA U JIe4eHUs 3a00JIeBaHUM, MPEICTABIAIOUINX OMACHOCTh JUIS
OKpY’KaloIIMX, 3a00J€BaHUI U NMOPAKEHUM, MTOJIyUEHHBIX B PE3y/bTaTe BO3JEUCTBUS HEOIArONPUSTHBIX
XMUMUYECKHUX, OMOJIOrMYECKHX, paJMallMOHHBIX (DaKTOpOB, M KOTOpbIE pa3pabOTaHbl B TOM YHCIE IO
3alaHuI0 (heneparabHbIX OpPraHOB HCIIOJHUTEIBHOM BIIACTH, YIOJIHOMOYEHHBIX B 00JaCTM OOOPOHBI
CTpaHbl M 0€30IIaCHOCTU TOCYJapCcTBa, OCYIIECTBISIETCS B IOpsijKe, ycTaHoBIeHHOM I[IpaBuTenbcTBOM
Poccuiickoit denepanumn.

(dactp 8 B pen. DenepanbHoro 3akoHa ot 01.04.2020 N 98-D3)

Cratba 14. NMpuHUMNbI 3KCNEepPTU3bl NIeKapPCTBEeHHbIX CPEeacTB
(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. 9KCH€pTI/I38, JICKAPCTBCHHLIX CPCACTB OCHOBBIBACTCA Ha IMPUHIOMUIIAX 3aKOHHOCTH, CO6JIIOZ[€HI/I$[
npaB H CBO6OI[ YCJIOBCKAa MW TIpaXKIaAaHWHA, IIPpaB HOPpUIAHYCCKOIO JIMIad, HC3aBUCHMOCTHU JKCIICPTA,
O6’I)€KTI/IBHOCTI/I, BCECTOPOHHOCTH U IIOJIHOTBI I/ICCJIGZ[OBaHI/If/'I, IMPOBOAMMEBIX C HCIIOJB30BAHUCM
COBPCMCHHBIX ,Z[OCTI/I)KGHI/Iﬁ HAyKH W TCEXHHUKH, OTBCTCTBCHHOCTHU (bez(epanLHoro rocyaapCTBEHHOI'O
6IOZ[)K€THOI‘O YUPCIKACHUA 110 IMPOBCACHHIO OKCIICPTU3bI JICKAPCTBCHHBLIX CPCACTB M OKCICPTOB 34
IMpOBCACHUC U KAYCCTBO OKCIICPTU3LI.

2. DKcnepTu3a JeKapCTBEHHBIX MIPENapaToB sl MEIAULIMHCKOTO IPUMEHEHUS BKIIIOYAET B ce0sl:
1) sKcnepTU3y IOKYMEHTOB, IPEJICTABICHHBIX Ul ONPEACICHHUS BO3MOXKHOCTH paccMaTpUBaTh

JIeKapCTBeHHI)If/'I npemnapar A MEAULMUMHCKOTO IMPUMCHCHUA IIPU OCYIICCTBICHUHN FOCYI[apCTBeHHOfI
perucTpanu B Ka4C€CTBC Op(l)aHHOFO JICKApCTBCHHOI'O IIpCIiapara,
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2) IKCIICPTU3Y MPECATIOKCHHBIX METOAOB KOHTPOJISI Ka4€CTBA JICKAPCTBECHHOI'O CPEACTBA U KAaYCCTBA
MMpEACTAaBJICHHBIX 06pa3u03 JICKApCTBCHHOI'O CpCACTBA C HCIOJIB30BAHUCM OTHX MCTOJ0B (I[aJIee -
OKCIICPTHU3a Ka4CCTBA JICKAPCTBCHHOI'O Cpe,Z[CTBa);

3) Do9KcrepTH3y OTHOIIEHHS OXHJIaeMOM TOJB3bl K BO3MOXXKHOMY pHUCKY IPUMEHEHUS
JIEKApCTBEHHOIO IIperapara;

4) 3KCHEepTHU3y PETHCTPAIMOHHOTO J0ChE Ha JICKAPCTBEHHBIM Mperapar B IEJSAX OMpeAciICHUs
B3aMMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX MPEIApaToB JJIsl MEAUIIMHCKOTO IPUMEHEHHUSI.
(. 4 BBennen DenepanbHbIM 3aKOHOM OT 27.12.2019 N 475-D3)

3. 3KCHepTI/IBa JICKAPCTBCHHLIX IIPCIIapaTOB JIsI BCTCPUHAPHOI'O IIPHUMCHCHUS BKIIKOYACT B ce0bs
OKCIICPTHU3Y KadeCTBa JICKAPCTBCHHOI'O0 CpPCACTBA M IKCICPTHU3Y OTHOUICHUA OXKHIAEMOM IIOJIB3BI K
BO3MOXHOMY PUCKY IIPUMCHCHUA JICKAPCTBCHHOT'O ITpCIiapara.

Cratba 15. ®epepanbHoe rocyfapCcTBeHHoe OlMKeTHOe YyuYpexaeHue no
npoBeAeHNIO0 IKCNEepPTU3bl NIeKapCTBEHHbIX CPeaCcTB

DKcrepTr3a JIGKApCTBEHHBIX CPENICTB MPOBOAUTCS (PeepatbHBIM TOCYJapCTBEHHBIM OIOIKETHBIM
YUPEKIECHUEM COOTBETCTBYIOLIETO YMOJIHOMOYEHHOro (heepaabHOro opraHa MCIOJIHUTEIBHOW BIIACTH,
CO3JIaHHBIM JIIsi OOECTIEYEeHUs WCIOJIHEHUS MOJHOMOYHMH 3TOro (QeaepanbHOTO OpraHa IO BbIgaue
paspelleHuii Ha TPOBEJCHHE KIMHUYECKHX HCCIEAOBAHUN JIEKAPCTBEHHBIX MpEnapaToB U (UIU) MO
roCy/1apCTBEHHOW PETUCTPALlMU JIEKAPCTBEHHBIX IIPENapaToB (ajee - IKCIEPTHOE YUPEKACHUE).

Crtatbsa 16. OpraHusauMﬂ npoBeaeHuns 3KCnepTu3bl NieKapCTBeHHbLIX CpeacTB
(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

1. DOkcnmeprusa JEKapCTBEHHBIX CPEICTB IPOBOAUTCS KOMUCCHUEH DKCIEPTOB JKCIEPTHOIO
YUpPEKIAECHUs, HA3HAYECHHOM €ro pyKOBOJUTEIEM, Ha OCHOBAaHHMM 33JaHUs Ha INPOBEACHUE JKCIEPTU3BI
JIEKapCTBEHHOI'O CPEJICTBA, BBIIAHHOIO YHNOJHOMOUYEHHBIM (ellepalbHbIM OpPraHOM MCIOJHUTEIbHON
BJIaCTH. PyKOBOJUTENb SKCHEPTHOTO yUpEXKICHHUS 0OECIIeunBacT Ha/AJIeXkKallee MPOBEICHUE YKCIIEPTU3BI
JIEKapCTBEHHBIX CPEJCTB B COOTBETCTBUHU C 3aJaHUEM, BBIJAHHBIM YIOJIHOMOYEHHBIM (erepaabHbIM
OpraHOM HCIIOJIHUTEIBHOW BIIACTH, U OPraHU3yeT IOATOTOBKY CBOJHOIO 3aKJIFOYEHMS 3TOM Komuccuu. B
COCTaB TOM KOMHCCHU IO PELICHUI0 PYKOBOAUTEIS SKCIIEPTHOTO YUPEXKIEHUS MOTYT OBITh BKJIIOUECHBI B
KauecTBE 3KCIEPTOB JIULA, HE padOTa0IIKE B JAHHOM 3KCIEPTHOM YUPEXKJIEHUH, €CIIH UX CIIelUaIbHbIE
3HaHUS HEOOXOOUMBI JJIsi MPOBENEHHUS SKCIEePTU3bl M TAaKHE SKCHEPThl OTCYTCTBYIOT B JIaHHOM
JKCIIEPTHOM YUYPEXKICHHUM.

2. DKCIEpTOM MO TMPOBEACHUIO DKCIEPTH3bI JICKAPCTBEHHBIX CPEJCTB SIBISICTCS aTTECTOBAHHBIN
pabOTHUK DSKCIIEPTHOTO YUYPEXKACHUS, KOTOPBI MMEeT BBICIIEE MEAMIMHCKOE, (apMaleBTHYECKOe,
OMOJIOTUYECKOE, BETEPUHAPHOE WIIM XMMHUYECKOE 00pa30BaHKHE W MPOBOIAMUT IKCIEPTU3Y JICKAPCTBEHHBIX
CPEIICTB B MOPSJIKE UCTIOJHEHUSI CBOMX JIOJDKHOCTHBIX 00sI3aHHOCTEH (Hajiee - IKCIepT).

3. Ilpu mnpoBeeHHMH S3KCHEPTU3bl JIEKAPCTBEHHBIX CPEICTB SKCHEPT HE MOXET HaXOJIUThCS B
KaKOH-TMOO 3aBHCUMOCTH OT JIUIA, HA3HAYMBILIETO ATy SKCIEPTU3Yy, pa3paboTyMKa JIEKapCTBEHHOTO
CpeACTBa WU IPYT'HX 3aUHTEPECOBAHHBIX B Pe3yJIbTaTax 3KCIEPTU3bI JIHII.

4. Tlpu mpOBEACHHWH ODKCIEPTH3Bl JIEKAPCTBEHHBIX CPEJICTB HE JIOMyCKAaeTcs HCTpeOoOBaTh y
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3asgBUTENA JIMOO MHBIX JIMIL Marepuanbl, HeoOXOAMMBIE A TPOBEIEHUSA OHKCHepTH3bl. B ciyudae
HEJIOCTATOYHOCTH IPEACTABICHHBIX 3KCIEPTY MAaTEpPHAIOB I JA4X 3aKIKOYEHUS ODKCIEPT CTaBUT
BOIPOC O IMPEJACTABICHUM €My HEOOXOAMMBIX MaTepualoB Iepel PYKOBOIUTEIEM 3SKCIEPTHOTO
YUPEKACHUS, KOTOPBI 00pamaeTcsi ¢ COOTBETCTBYIOIIMM 3allpOCOM B YIOJHOMOUYEHHBIN (enepaabHbIi
OpraH HCIIOJIHATEIbHOW BIIACTH, BBIJABIIMM 3aJaHUE Ha IPOBEIEHUE DKCIEPTU3bl JIEKAPCTBEHHOIO
cpeacTBa. YKa3aHHBIN (pefiepaibHbIi OpraH UCTIOTHUTENIFHOW BIACTH B TEUCHHE NATH pabouux AHEH CO
IHS TOCTYIUIEHHS 3alpoca PyKOBOIMUTENS 3KCIEPTHOIO YYPEXKACHUs HAIPAaBISAET 3aSBUTENIO 3aIPOC O
MPECTaBICHUHA HEOOXOAMMBIX MaTepHayioB. JJaHHBIN 3ampoc MOXET OBITh MepeJaH YHOJTHOMOUYECHHOMY
IIPEICTAaBUTEINIO 3asiBUTENS JIMYHO 10/l PACIIMCKY, HAIIPABJIEH 110 IIOYTE 3aKa3HBIM IMCbMOM WIH NEpEAaH
B DJICKTPOHHOH (hopMe MO TEIEeKOMMYHHUKAIIMOHHBIM KaHajaM CBSI3U. B cirydae HampaBiieHHs! JaHHOTO
3arpoca Mo MOoYTe 3aKa3HbIM MMCbMOM OH CUMTAETCS IOJYYEHHBIM 10 MCTEYEHHMM IIECTU JHEH C JaThl
HaIlpaBJICHUs 3aKa3HOI0 NHChMa.

(uacth 4 B pen. ®enepanpHoro 3akoHa ot 25.11.2013 N 317-D3)

4.1. 3agBuTens 0053aH MPEJCTaBUTH OTBET HA 3apPOC YIIOJIHOMOYEHHOTO (elepalbHOTO OpraHa
UCIIOJHUTEJIBHOM BJIACTU B CPOK, HE MPEBBILIAIOIIMNA JIEBIHOCTa pabodnx JHEH CO JHs €ro MOJIy4yeHHs..
YTOTHOMOYEHHBIH (enepaabHblii OpraH HCIIOJHUTEIFHON BIIACTH, BBIAABIIUHN 33aJaHHE HA NPOBEICHHUE
SKCHEPTU3bl JICKAPCTBEHHOI'O CPEACTBA, B TEUEHHE MATH PAbOUYMX JHEW CO JHSA HOCTYIUIGHHS OT
3asBUTENS OTBETA Ha JAHHBIM 3aIpOC HAIIPABISET TaKOW OTBET B JKCIEPTHOE ydpexiacHue. B ciaydae
HENpeACTaBICHUs [0 HCTEYEHUHU JEBSHOCTa pabouMx AHEH 3asBUTENEM OTBETa Ha JaHHbIM 3ampoc
YIIOJTHOMOYEHHBINH (hefepanbHblii OpraH MCIOJHUTEIBHON BIIACTH, BBIIABIIMK 3aJaHWE Ha MPOBEICHUE
HKCHEPTHU3bl JIEKAPCTBEHHOI'O CPEJICTBA, B TEUEHME ISATH pabouux JHEW HarpaBiseT B 3KCIEPTHOE
YUpPEKIACHUE YBEIOMIICHUE O HENPEICTABICHUU 3asBUTEJIEM OTBETAa HA 3alpOC YKAa3aHHOTO OpPraHa.
Bpemst co nHsA HampaBieHuUs 3ampoca SKCIEPTHOIO YUPEKICHHS B YINOJIHOMOYEHHBIH (heaepaibHbIi
OpraH MCIIOJHUTEIBHOM BJIACTU A0 JHS MOJYYEHMs JKCIEPTHBIM YUYPEXKICHHEM OTBETA Ha 3alpoC WU
YBEIOMIICHHMsSI O HENPEJCTABICHUN OTBETa HA 3alpoC HE YYMUTHIBACTCS IPU HCUUCICHUM CpOKa
IIPOBEACHUS IKCIIEPTU3BI JIEKAPCTBEHHOT'O CPENICTBA.

(uacts 4.1 BBeneHa @enepasibHbIM 3ak0HOM OT 25.11.2013 N 317-D3)

4.2. Ecnu B cocTaBe perucTpaliiOHHOTO JOChE Ha JIGKAPCTBEHHBIM Ipenapar s MEAUIIMHCKOTrO
MIPUMEHEHUS COJEPXKUTCS NpeaycMoTpeHHass crtatbed 18, uacteto 1.1 crarbum 30 um crareeir 34
Hactosmero @enepasibHOrO 3aKOHA KOIHMS PEIICHUs YIIOJHOMOYECHHOTO (helepaibHOro opraHa
WCIIOJTHUTEJIBHOM BJIACTU O IPOBEACHUM WHCIEKTUPOBAHUSA IMPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB,
JKCIEepPTy A0 O(GOPMIICHUS PE3YJIbTATOB 3KCHEPTHU3bI JIEKAPCTBEHHOTO CPEJICTBA MPEIOCTABISICTCS B
MOPSIIKE M Ha YCJIOBHSX, KOTOpbIE NPEIyCMOTpeHbl dacTsiMu 4 u 4.3 HacTosAlEed CTaTbH, KOMHS
3aKJIFOYCHUST O COOTBETCTBUU IPOU3BOIUTEINS JICKAPCTBCHHBIX CPEACTB TPEOOBAHHSAM  IPABHII
HaJJIeXxalled MPOU3BOJICTBEHHON MPAKTUKH, BBIJAHHOTO YIOJIHOMOYEHHBIM (erepalbHbIM OpPraHOM
WCIOJIHUTEIbHOM BIACTH.

(uacts 4.2 BBeneHa @enepanbHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

4.3. 3asgBuTens 0053aH NMPEACTABUTh B YIMOJHOMOUYEHHBIN (enepaabHbIii OpraH HCIOJHUTEILHON
BJIACTH KOIHMIO 3aKIIOYEHHS O COOTBETCTBUU IPOU3BOAUTENS JICKAPCTBEHHBIX CPEICTB TPEOOBaHHSIM
NpaBUJ HAJISKAIICH NPOU3BOACTBEHHOW TPAKTHKH B CPOK, HE MPEBBIMAIOMIMNA CTa BOCHBMHIECITH
paOouux AHEH cO JHS IOJIyd4eHUs 3arnpoca O €€ MPEeAOCTABICHUM. YTIOJIHOMOYEHHBIN (enepanbHblii
OpraH WCIIOJIHUTENLHOW BJIACTH, BBIAABIINI 3a/JlaHUE HAa MPOBEACHUE DKCIEPTHU3BI JIEKAPCTBEHHOTO
CpEeICTBa, B TEUYECHHUE IIATH PAabOYMX [HEHW CO JHS MOCTYIUICHHS OT 3asABHUTENS KONHMH 3aKIIOYECHUS O
COOTBETCTBUHM  IPOM3BOJMTEINS  JIGKAPCTBEHHBIX CPEICTB  TPEOOBAaHMAM TNPaBHJ  HaJUIeKallel
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MIPOM3BOJICTBEHHON MPAaKTHKH, HANPABISET €€ B SKCIEPTHOE yupexkieHue. B ciiydyae HempeacTaBlieHUs
3asBUTENIEM B YKa3aHHBIM CPOK KOIHMH 3aKJIIOYEHHUS O COOTBETCTBUHU MPOU3BOJUTENS JIEKAPCTBEHHBIX
CpeacTB TpeOOBaHMSIM TpaBWJI HAJJIEKAIIeW MPOU3BOJCTBEHHON MPAKTUKU  YIOJTHOMOYEHHBII
denepanbHBIA OpraH HCIOJHATEIBHON BIIACTH, BBIIABIIMN 3aJlaHWe Ha TPOBEACHHUE SKCIICPTHU3HI
JIEKapCTBEHHOT'O CPEACTBA, B TEUYCHHE MATH pabOuuX AHEH HampaBisieT B JKCIEPTHOE YUPEKIACHHE
YBEJIOMJICHUE O HEIPEACTABICHUU 3asSBUTENIEM KOMHUHU 3aKIIOYEHUS O COOTBETCTBHHM MPOU3BOIAUTEIIS
JIEKapCTBEHHBIX CPEACTB TPEOOBaHUSAM MpaBWII HaJuIeXkalleld MPOU3BOJICTBEHHOW MpakTUku. Bpems co
JHS HAIPaBJICHHUS 3alpoca JKCIEPTHOTO YUPESKICHUS B YIOJHOMOYCHHBIH (QelepaibHbIi  OopraH
WCIOJHUTEIBHON BIACTH A0 JHA TOMYyYEHHUS OSKCIEPTHBIM YUPEKJACHUEM KOMHH 3aKIIIOUEHUS O
COOTBETCTBUHM  IPOU3BOJUTEINI  JICKAPCTBEHHBIX CPEACTB  TPEOOBAHHSAM MPaBWI  HaJJIeKaIICH
MIPOM3BOJICTBEHHOW TMPAKTUKA WJIM YBEAOMJICHHMS O €€ HENpEeACTaBICHUU HE YUUTHIBACTCS MpHU
HCUYHUCIICHUH CPOKA MPOBEIACHUS IKCIIEPTU3BI JIEKAPCTBEHHOTO CPE/ICTBRA.

(uactsp 4.3 BBeeHa @enepanbHbM 3ak0HOM OT 04.06.2018 N 140-D3)

5. Dkcnepr Opu NOPOBEACHUM MOPYYEHHOM €My pPYKOBOAMUTEIEM SKCIEPTHOIO YUPEKACHUS
HKCIEPTHU3bI JIEKAPCTBEHHOT'O CPEJCTBA 00s3aH:

1) mpoBecTH TIOIHOE WCCIEIOBAHUE TIPEJACTABICHHBIX €My OOBEKTOB, MaTepHAlIOB, [aTh
00OCHOBaHHOE ¥ OOBEKTUBHOE 3aKIIOYEHHE 110 IIOCTaBICHHBIM TIEpe] HHUM BOIpPOCaM WU
MOTUBHPOBAHHOC 3aKJIFOYCHUC O HCBO3MOKHOCTH IMPOBCACHUA UM SKCIICPTU3BI JICKAPCTBCHHOT'O CPCACTBA,
€CJIM TIOCTaBJICHHBIE BOIMPOCHI BBIXOJAT 3a NpEAENbl CHEUUATbHBIX 3HAHUH OJKCIepTa, OOBEKTHI
I/ICCJIGZ[OBaHI/If/'I U MaTcpuajibl HCIPUIOAHbI HJIM HCAOCTATOYHBI AJId IMPOBCACHUA I/ICCJIGZ[OBaHI/If/'I n gadu
3aKJIFOUEHHs JIMOO COBPEMEHHBIH ypOBEHb PAa3BHTHS HAYKH HE TO3BOJISICT OTBETUTH HA IOCTABIICHHBIC
BOTIPOCHI;

2) HC pasrjiamartb CBEACHUSA, KOTOPBbIC CTAJIM €MY HM3BCCTHBI B CBA3U C MPOBCACHUCM ISKCIICPTHU3BI
JICKAPCTBCHHOI'O CPEACTBA, a TAKKC CBCACHHA, COCTABIIAIOIINEC IOCYAApCTBCHHYIO, KOMMCPUYCCKYIO WA
HHYI0 OXpaHsACMYI0 3aKOHOM TaﬁHy;

3) obecreunTh COXPaHHOCTh MPEICTABICHHBIX OOBEKTOB UCCIEIOBAaHUN U MAaTEPHUAIIOB.
6. DKcrepT He BIIpaBe:

1) mpoBOAUTH IKCHEPTHU3Y JIEKAPCTBEHHOI'O CPEACTBA IO OOPAIICHUIO HEMOCPEICTBEHHO K HEMY
OpraHu3aiuii winM GU3NYeCKux JIui;

2) caMOCTOSITENIbHO COOMpPaTh MaTepUabl AJIs IPOBEICHUS KCIEPTU3bI JIEKAPCTBEHHOT'O CPEJICTBA;
3) NpoBOAUTH SKCHEPTU3Y JIEKAPCTBEHHOT'O CPEJICTBA B KAYECTBE HErOCY1apCTBEHHOTO IKCIEepTa.

7. B ciyuyae HEOOXOIMMOCTM OJKCIEPT BIPABE XOJATaliCTBOBATH IEpel PYKOBOJUTEIEM
HKCHEPTHOIO YUPEXKIEHUS O IPUBJICUECHUH K MPOBEICHHUIO SKCIIEPTU3bI JIEKAPCTBEHHOI'O CPEACTBA JPYTUX
9KCIIEPTOB.

8. Ka)I(,I[LIﬁ OKCIICPT, BXOJSIIMHA B COCTaB KOMHCCHUH OKCIICPTOB, KOTOpOI71 IMNOpY4YCHO IMPOBCACHUC
OKCHCPTHU3BI JICKAPCTBCHHOI'0 CpCACTBA, HE3aBUCHMO H CaMOCTOATCIBHO IIPOBOAMT HCCICOOBAHMA,
OLCHUBACT PE3YyJIbTAThl, IMOJNYYCHHBIC UM JIMYHO U JAPYIrUMH ISKCIICpTaMH, U (bOpMyJ'II/IpyeT BBIBOJbI
OTHOCHUTCIIbHO TOCTABJICHHBIX BOIIPOCOB B IMPEACIaX CBOUX CIICHHUAJIbHBIX 3HAHHH.
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9. PeBy.TILTaTLI OKCIICPTHU3bI JICKAPCTBCHHOI'O CpCACTBA O(bOpMHHIOTCH 3aKJIFOYCHHUECM KOMHUCCHHU
OKCIICPTOB. B 3akmroueHMM KOMHCCHH SKCIICPTOB YKA3bIBAIOTCA TICPCUYCHDb HCCHGI{OBaHHﬁ, 00BeM
IMPOBCACHHBIX Ka’XIbIM 3KCIICPTOM I/ICCJ'IGI[OBaHI/II‘/'I, YCTAHOBJICHHBIC KAXKIbIM U3 HUX (baKTLI Hu COCIaHHBIC
B pC3yJIbTaTeC I/ICCJIGI[OBaHI/If/'I BBIBO/JbI. 3KCH€pT, MHCHHUEC KOTOPOro HC COBIMAAACT C pCIICHUEM KOMUCCUU
OKCIICPTOB, BIIPABC BbIPAa3UTh CBOC MHCHHC B MMMChbMEHHOM (bopMe, KOTOpOC an/I06maeTc51 K 3aK/JIIOYCHHUIO
KOMHCCHUH DKCIICPTOB.

10. DkcmepThl, BXOASIIME B COCTaB KOMHCCHUHU, MPEAYNPEKAAIOTCS 00 OTBETCTBEHHOCTH B
COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuiickon denepauuu 3a Jady 3aKIIOYCHHS, COAECPKAIIETO
He00OCHOBaHHbIE WU (palbCU(PUIIMPOBAHHBIE BBIBOJBI, O YEM OHU JIAIOT MOAIHUCKY.

11. Onpenenenue ypoBHS MPOPECCHOHATBHON MOATOTOBKH IKCIEPTOB M ATTECTAIMS MX HA MPABO
MIPOBEJICHUST AKCIEPTU3bI JICKAPCTBEHHBIX CPEJCTB OCYIIECTBIISIOTCS JKCIEPTHO-KBATU(DUKAITHOHHBIMHU
KOMHUCCHUSIMHU B TTOPSIJIKE, YCTAHOBIIEHHOM COOTBETCTBYIOIIMM YIIOJTHOMOYEHHBIM (DeiepaTbHbIM OPraHOM
WCIIOJIHUTENBHON BIACTH. YPOBEHb MPO(ecCHOHANBbHON MOJATOTOBKU KCIEPTOB MOJJICKUT MEPECMOTPY
YKa3aHHBIMU KOMHCCHSIMH HE PEXKe YeM OJIUH Pa3 B ITSITh JIET.

12. IlpaBwia NpoOBeACHUS SKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB U OCOOCHHOCTHU SKCIEPTU3bI
OTJENbHBIX BHJIOB JIEKAPCTBEHHBIX IpenaparoB (pedepeHTHBIX JIEKapCTBEHHBIX IPENaparos,
BOCIIPOU3BEJICHHBIX JIEKAPCTBEHHBIX IpErnapaTroB, OHOJIOIMYECKHX JIEKAPCTBEHHBIX IIPENaparos,
O01noaHaIoroBeIX (OMOMOJOOHBIX) JIEKAPCTBEHHBIX MpenapaTtoB (OMOAHAIOTOB), TOMEONATHYECKHX
JIEKapCTBEHHBIX IMPENapaToB, JEKApPCTBEHHBIX PACTUTENBHBIX MPEnapaToB, KOMOMHALUHN JIEKAPCTBEHHBIX
npenapaToB), (GOpPMbI 3aKIIOUEHUH KOMHCCHM JKCIIEPTOB YCTAaHABIMBAIOTCS COOTBETCTBYIOILUM
YIIOJIHOMOYEHHBIM (e/iepabHbIM OPraHOM UCIIOJIHUTENBbHON BIIACTH.

(uactp 12 B pen. @eaepanbHoro 3akona ot 22.12.2014 N 429-03)

Cratba 17. Nopaya n paccmoTpeHue 3asiBNeHUs 0 rocyAapCTBEHHOU perncrpauuvm
neKapcTBeHHOro npenaparta AnA BeTepMHapHoOro npumMeHeHus
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. Jnsg rocynapCTBEHHOW pPETUCTpallMy JIEKQpCTBEHHOrO Ipenapara il BETEPUHAPHOTO
IPUMEHEHHUs pa3pabdOTYMK TAKOro JIEKapCTBEHHOIO IpenapaTa WM YIOJIHOMOYEHHOE WM JApYyroe
IOpUAMYECKOE JIMLO (Jlaiee B HACTOSIIEW CTaThbe - 3asBUTENb) IPEACTABISET B YIOJIHOMOYEHHBIN
GbenepanbHbIi OpraH MCIOJHUTEIbHON BJIACTH, OCYLIECTBISIOUIMM TOCYIapCTBEHHYIO PEruCTPaLUIo
JIEKapCTBEHHBIX MPETapaToB JJsl BETEPHHAPHOTO IPUMEHEHHUS, B JIEKTPOHHOH (hopMe M Ha OyMa)KHOM
HOCUTEJIE 3asBJICHUE O I'OCYJapCTBEHHOM PErMCTPALMU JIEKAPCTBEHHOI'O IIpernapara Il BETEPUHAPHOIO
IIPUMEHEHHUS, a TAK)KE B MOPSAKE, YyCTAHOBIEHHOM COOTBETCTBYIOLIMM YIIOJIHOMOUYEHHBIM (hefiepaibHbIM
OpPraHOM HCIIOJHHUTEIbHOM BJIACTH, B JIEKTPOHHOU (hopMe miM Ha OyMa)XHOM HOCUTeENle HE0O0XOAUMBbIe
JOKYMEHTBI, U3 KOTOpPbIX (OPMUPYETCS PETUCTPALMOHHOE JOChE Ha JIEKAPCTBEHHBIM Mpenapar s
BETEPUHAPHOTO IIPUMEHEHUS.

2. B 3asBiieHHNH O TOCYJIapCTBEHHON PErvuCcTpaluy JIEKAPCTBEHHOTO IIpernapaTa Jiisl BETEpUHAPHOIO
IIPUMEHEHHUS YKa3bIBAIOTCA:

1) HauMeHOBaHuUE U aJipec 3asiBUTENS, pa3paboTuuKa U MPOU3BOAUTENS JIEKAPCTBEHHOIO Mpenapara
IUI. BETEPHUHAPHOIO INPUMEHEHUS M aJpec MeCTa OCYILECTBJIEHUS IPOU3BOJACTBA JIEKAPCTBEHHOTO
npenapaTta Jjsi BETEpUHApPHOIO MPUMEHEHMs (B Clydyae HaJW4Msl HECKOJbKHUX YYaCTHHMKOB Ipoliecca
IIPOM3BOJICTBA HEOOXOAMMO YKa3aTh KaXXJ0T0 U3 HUX);
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2) HaMMEHOBAHUE JIEKAPCTBEHHOTO MperapaTa JJisi BETepPUHAPHOTO MPUMEHEHUs (MEeXIyHapoIaHOe
HEIMAaTeHTOBAHHOE, WIH IPYIIUPOBOYHOE, UM XUMHUECKOE U TOPrOBOE HAMMEHOBAHUA);

3) IICPCUCHb ,Z[eﬁCTByIOHlHX H BCIIOMOTI'aTCJIbHBIX BCIICCTB, BXOIAIIUX B COCTAB JICKAPCTBCHHOI'O
npemnapara AJjid BETCPUHAPHOI0 MIPUMCHCHUS, C YKa3aHUEM KOJIMYCCTBA KaXKJ0I'0 U3 HUX;

4) nekapctBeHHas (opma, T03UPOBKA, CIOCOObI BBEACHUS U MPUMEHEHHS, CPOK T'OJHOCTU
JIEKApCTBEHHOTO MperapaTa i BETepUHAPHOTO TPUMEHEHUS;

5) dapmakoTepaneBTHUECKasl TPyIa;

6) HE0OXOAMMOCTh MPUMEHEHUSI YCKOPEHHOM NpPOIEeIyphl SKCIIEPTU3HI JIEKAPCTBEHHBIX CPENICTB B
LEJISIX TOCYIapCTBEHHON PETUCTPALliN JIEKAPCTBEHHOTO IIpenapara;

7) KOnuMU T0KyMEHTOB, IOJTBEPKAAIOIINX YIIJIATy FOCY1apCTBEHHON MOLUIHHBIL:

a) 3a IPOBCACHHUC OJOKCIICPTU3bI KAa4CCTBA JICKAPCTBCHHOI'O CPCACTBA MU OKCIICPTHU3bl OTHOLICHHA
O)KI/II[aeMOI;'I IMOJIB3bI K BO3SMOXHOMY PHUCKY NPUMCHCHHS JICKAPCTBCHHOI'O IIpCIiapaTa AJid BETCPHUHAPHOT'O
IIPpUMCHCHUA IIPpU €T0 FOC}’I[&pCTBGHHOfI perucrpanuu;

0) 3a BbAAUYy PErUCTPALIMOHHOTO Y0CTOBEPEHUS JIEKApCTBEHHOT0 Mpenapara;

8) Hamuuue corjacus, NPEeJyCMOTPEHHOTO YacThi0 7 HACTOSAIICH CTaTbu, €CIM C MOMEHTa
peructpanuu peepeHTHOro JEKapCTBEHHOTO Iperapara i BETEPHHAPHOTO MPUMEHEHHUS IPOILIO
MEHee YeM IIECTb JIET.

(B pen. @enepanbHoro 3akoHa ot 13.07.2015 N 241-03)

3. PerucrpaninoHHOE J1OChE B IEINSAX IKCIEPTH3BI JCKAPCTBEHHOT'O IMperapara il BETEPUHAPHOTO
MpUMEHEHHS (DOPMHUPYETCS U3 CICIYIONINX JOKYMEHTOB M CBEICHUI:
(B pen. @exnepanbHoro 3akona ot 27.12.2019 N 478-D3)

1) cBengeHusi 0 nare MPENOCTaBICHUS M PETMCTPALIMOHHOM HOMEpE JIMIEH3MH Ha MPOU3BOJICTBO
JIEKapCTBEHHBIX CPEJICTB, MPEIOCTABICHHOW MPOU3BOJIUTENIO PErHCTPUPYEMOrO JIEKaPCTBEHHOTO
rpenapara Jijisi BEeTepuHApHOTO MPUMEHEHHUS, 111 POCCUMCKUX MPOU3BOIUTEIICH;

(B pen. @enepanbHbix 3akoHOB 0T 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3)

2) CBCACHUA O JAaTC NPCAOCTABJICHUSA W PCTrUCTPAIMOHHOM HOMEPC JIMLCH3UKW Ha IPOU3BOACTBO
JICKapCTBEHHBIX CPEJACTB, MPEJOCTABICHHOW MPOM3BOAMTENIO (hapMaleBTHUECKONH CyOCTaHIUH,
BXO/ISIIIIEH B COCTaB PErUCTPUPYEMOTO JIEKAPCTBEHHOTO TpernapaTa Uil BETEpUHAPHOTO IPUMEHEHUS, JIIS
POCCHHCKHUX MPOU3BOIUTENICH;

(B pen. @enepanbHbix 3aKk0HOB 0T 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3)

2.1) xomusl JOKyMEHTa, BBIJAHHOTO YIOJHOMOYEHHBIM OpPraHOM CTPaHbl MPOWU3BOIUTENS IS
KaXJ0W  MPOWU3BOACTBEHHOM  IUIOWIAJKM  PETHUCTPUPYEMOrO  JIEKAPCTBEHHOIO  Ipenapara s
BETEPUHAPHOTO MPUMEHEHUS U MOIATBEPKAAIOLIET0 COOTBETCTBUE IPOU3BOAUTEINS JIEKAPCTBEHHOTO
npenapara TpeOOBaHUSIM TTPaBUJI HAJUISKAIEH MPOU3BOJICTBEHHON MPAKTUKU, U €T0 MEPEBO HA PYCCKUH
SI3bIK, 3aBEPEHHBbIE B YCTAHOBJICHHOM IMOPSAKE, a TAaKXE KOMMS 3aKIOYEHUS O COOTBETCTBUHU
MPOU3BOJUTENSI JIEKAPCTBEHHBIX CPEACTB TpPeOOBAaHUSAM TMPABUJ HAAJEXKAIIeH MPOU3BOJICTBEHHON
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MPAKTUKH, BBIJIAHHOTO YIOJHOMOYEHHBIM (ellepaibHbIM OPraHOM HCIOJHHUTEIBHOM BIACTH LTS KaXIOH
MIPOM3BOJICTBEHHONW TUIOIMIAKA PETUCTPUPYEMOTO JICKAPCTBEHHOTO TMpernapara Jjisi BETEPUHAPHOTO
MPUMEHEHHS, JIMOO KOIHUS PEIICHUS O MPOBEACHUU HHCICKTUPOBAHHS TPOU3BOIUTENS JICKAPCTBEHHBIX
CPEJICTB, MPUHSATOTO YIOJHOMOYCHHBIM (eAepaTbHBIM OPTaHOM HMCIIOJHUTEIHLHOW BIACTH IS Ka)IOH
MIPOU3BOJICTBEHHON TUIOIIAJAKH PETHCTPUPYEMOro JIEKAPCTBEHHOrO Tpernapara Jjis BETCPUHAPHOTO
MPUMCHCHHS. YKa3aHHBIC JTOKYMEHTBHI MPEACTABISIOTCS B CIydae, €ClId MPOU3BOJICTBO JICKAPCTBEHHOTO
npernapara ocyliecTBiseTcs 3a npeaenamu Poccuiickoit @enepanuu;

(m. 2.1 BBegen ®enepanbubiM 3akoHOM 0T 04.06.2018 N 140-D3)

2.2) xomusi JIOKyMEHTa, BBIJAHHOTO YIOJHOMOYEHHBIM OPraHOM CTPaHbl MPOU3BOIUTEIS
(dapmareBTHIECKON cyOcTaHuuu u MOATBEPIKIAIOIIETO COOTBETCTBHE MIPOU3BOIUTEIIS
(bapmaiieBTHUECKOI CyOCTaHIINH, BXOAIICH B COCTaB PETUCTPUPYEMOTo JIEKAPCTBEHHOTO Mpernapara Jjis
BETEPUHAPHOTO MPUMCHECHHS, TPSOOBAHUSIM TPABIII HAJICKAIIEH MPOU3BOJICTBEHHON MPAKTUKU, H €0
MEepPeBOJ] Ha PYCCKHUIl SI3bIK, 3aBEPEHHbIC B YCTAHOBIEHHOM IOpSIKE, B Cilydae, €CIH MPOU3BOJICTBO
(dapmaleBTHIECKON CyOCTaHIIMM OCYIIECTBIISICTCS 3a ipeaenamMu Poccuiickoit @enepanumy;

(m. 2.2 BBenen DenepanbHbiM 3aKoHOM OT 04.06.2018 N 140-D3)

3) DOpoeKT HOPMAaTUBHOIO JOKyMEHTa Ha JIEKapCTBEHHBIM IpermapaTr A BETEPUHAPHOTO
[IPUMEHEHHS,

4) MOKYMEHT, COJICpXaIlWid CIeIyIIIyl0 HH(OpPMANUI0 O (apMaleBTUICCKOW CyOCTaHIIUU WU
(bapMaIieBTHYECKUX CyOCTaHIIUAX, BXOIINX B COCTAaB JIEKAPCTBEHHOIO IMperapara JJisi BETCPUHAPHOTO
MMPUMCHCHUA:

a) HauMeHoBaHUEe (papmarieBTHUECKOW cyOCTaHIMM, €€ CTPyKTypa, oOmue cBoiicTBa (mpu
rOCYy/IapCTBEHHOW  PETUCTpPAlM  MMMYHOOHOJIOTMYECKUX  JIGKAPCTBEHHBIX  MPEMapaTroB IS
BETCPUHAPHOTO IMPUMEHEHUS TIPEJACTABISIOTCS CBEACHHUS O INTaMME, BKIIIOYash €ro HaWuMEHOBaHUE,
WH(OPMAIIHIO O TIPOUCXOXKICHUH, €T0 CBOMCTBAX, XapaKTEPUCTHKAX U MECTE JCTIOHUPOBAHHS);

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

0) HauMEHOBAaHUE U a/IpeC MPOU3BOAUTENS;

B) TEXHOJIOTHs MPOM3BOACTBA C ONMMUCAHUEM CTaIUi MPOW3BOJCTBA M METOJOB KOHTPOJIS Ha BCEX
CTaJusAX MPOU3BOJACTBA;

r) uHpoOpMamus O TpuMecsX (He TPEACTaBISIeTCS TPU TOCYAapCTBEHHOW pPEruCTpaiuu
UMMYHOOHMOJIOTHIECKUX JICKAPCTBEHHBIX MTPETapaToB ISl BETCPUHAPHOTO TIPUMEHEHU );
(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

n) cnerudukanys Ha (apMaeBTHUSCKYIO CYOCTaHIHIO (HE MPEACTABISETCS MPU TOCYAapCTBEHHOM
perucTpary UMMYHOOHOJIOTHYECKUX JICKAPCTBEHHBIX MPENapaToB JJisi BETCPHHAPHOTO IIPUMCHEHUS);
(B pen. @enepansuoro 3akoHa ot 02.08.2019 N 297-D3)

e) OIMHUCAHUC MCTOAUK KOHTPOJII Ka4CCTBA,

) pe3ylbTaThl aHanu3a cepuil (hapManeBTHUECKOW CyOCTaHIMM (HE NPEACTaBISIIOTCS TpU
TOCYJapCTBEHHOH  pErucTpalid  HMMMYHOOMOJIOTMUECKMX  JIEKApCTBEHHBIX  IpemapaToB  JUis
BETEPUHAPHOTO IPUMEHEHMUS);
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(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

3) NEpCUYCHb CTAaHAAPTHBIX 06pa3u013 HJIM BCUICCTB, UCIOJIB3YCMbIX IIPU OCYIICCTBJICHUHU KOHTPOJIA
Ka4dyCCTBa,

1) OIIMCaHHE XapaKTEPUCTUK U CBOWCTB yIIAKOBOYHBIX MAaTEPUAJIOB U YKYIIOPOUHBIX CPEJCTB;

K) JaHHble O CTaOWIBHOCTH (HE TPEACTaBISIOTCS MPH T'OCYJApCTBEHHONW PErucTpaluu
MMMYHOOHMOJIOTHIECKUX JICKAPCTBEHHBIX MPETapaToB ISl BETCPUHAPHOTO IIPUMEHEHUS );
(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

J) CPOK F'OJTHOCTH, YCJIOBHS XpaHEHMUS,

5) oryer o pe3yabTaTax IOKJIMHUYECKOTO WCCIEIOBAHHS JIEKAPCTBEHHOTO CPEICTBA IS
BCTCPUHAPHOI'O IMPUMCHCHMU, BKJ'IIO‘-IaIOIIII/II;'I OMmruCaHuc MCETOAOB OIPCACICHHA OCTATOYHBLIX KOJUYCCTB
JEUCTBYIOIIETO BEIIECTBAa (ACHCTBYIOIIMX BELIECTB), JOCTUTAIOIIETO (JIOCTHTalOIINX) CHCTEMHOTO
KpOBOTOKA, B IMPOAYKIHHU XHUBOTHOI'O HNPOUCXOXKIACHHUA IIOCIC NPHUMCHCHUSA TAKOro JICKAPCTBCHHOI'O
CPEICTBa, a TAK)Ke JIOKYMEHTAJILHOE MOATBEP)KICHNE (BAIMAAINS) YKa3aHHBIX METO/IOB;

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

6) OTUCT O peE3ylibTaTaXx KIMHUYCCKOTO HMCCICAOBAHUS JICKAPCTBCHHOI'O IIpCliapara JId
BCTCPUHAPHOI'O IMTPUMCHCHUA y KAXKIOI0 BUAA JKUBOTHBIX, YKA3aHHBIX B HHCTPYKIIMU 11O BETCPUHAPHOMY
IIPUMCHCHUIO,

7) IpOEKT MHCTPYKILMH 10 BETEPUHAPHOMY MTPUMEHEHHUIO JICKAPCTBEHHOTO Tpernapara, coJepKaiien
CIIEYIOIINEe CBEACHHUS:

a) HaMMEHOBAaHHE JIEKAPCTBEHHOI'O Mperapara Jjisi BETEPUHAPHOTO MPUMEHEHUS (MEXIyHapOIHOE
HEMaTeHTOBAHHOE, WM IPYIIUPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAHUS);

0) nexkapcTBeHHast opMa ¢ yKazaHMEM HAaMMEHOBAHMM M KOJIMYECTBEHHOTO COCTaBa JACHCTBYIOLIUX
BEIIECTB M KAUECTBEHHOT'O COCTaBa BCIIOMOTaTEIbHBIX BEIIECTB;

B) OIMMMCAHUC BHCIIHET'O B A JICKAPCTBCHHOI'O IIpcIiapara AJid BETCPUHAPHOTO IPUMCHCHUA

r) hapMakoTepaneBTHUECKasi rpymna JEKapCTBEHHOIO Ipernapara A BeTepUHAPHOTO IPUMEHEHUs
WJIU YKa3aHHe "TOMEOINaTUYECKUM JIEKapCTBEHHBIN mpenapar”;

n)  ¢dapmakoguHaMMKa W (apMakokMHeTHKa (32  HMCKJIIOYCHHEM  (DapMaKOKWHETHKH
TOMEOTIATHYECKUX JICKAPCTBEHHBIX IPENapaToOB W PACTHTEIBHBIX JICKAPCTBEHHBIX IPENapaTroB) WIH
OIKMCaHHE UMMYHOOHOJIOTHYECKIX CBOMCTB JIEKAPCTBEHHOTO TIpernapara;

€) MOoKa3aHus JUIsl IPUMEHEHMUS,;
) IPOTUBOINOKA3aHUs 1JIsl IPUMEHEHHUS;
3) MepbI IPEOCTOPOKHOCTU MPU IPUMEHEHUU;

I/I) YKa3aHne€ BO3MOXKHOCTH U 0COOEHHOCTEN INPUMCHCHUA Y 6epeMeHHI>IX JKUBOTHBIX, Y )KUBOTHBIX B
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Mepruona JIakKTallun, y IOTOMCTBA JKUBOTHBIX;

K) PEeXHM JIO3UPOBaHMSA, COCO0 BBEICHHS M NMPHUMEHEHUs, NMPH HEOOXOIMMOCTH BpeMs Ipuema
JIEKapCTBEHHOTIO IIperapara JJisi BETEpUHAPHOTO IPUMEHEHUSA, IIPOJOJDKUTEIbHOCTD JICUEHUS,

JI) BO3MOJKHEIC ITOOOYHBIC HGfICTBI/I?[, HCKECJIATCIbHBIC PCAKIUU IMPU MMPUMCHCHHUU JICKAPCTBCHHOI'O
npceriaparta 4l BETCPUHAPHOI'O IIPUMCHCHUA

M) CUMIITOMBI IEPETO3UPOBKH, MEPHI IO OKA3aHUIO IOMOLLY MPU NEPETO3UPOBKE;
H) B3aMMOJIEHCTBHE C IPYTMMU JIEKAPCTBEHHBIMU MpenapaTaMy U (WIM) KOpMaMu;
0) (hopMbI BBIITyCKA JIEKAPCTBEHHOTO Mpenapara AJisi BETEpUHAPHOTO IPUMEHEHMUS,

n) ykazanue (Impu HeoOXOIUMOCTH) OCOOCHHOCTEH NeHCTBHUS JIEKApCTBEHHOrO Ipemnapara s
BETEPUHAPHOTO IPUMEHEHUS IPU IIEPBOM IIPUEME WIIU IIPH €T0 OTMEHE;

p) onmcaHue (pU HEOOXOAMMOCTH) NEWCTBHH CIICIMATHCTa B 00JACTH BETCPHHAPUU, BIAJCIbla
KMBOTHOTO IIPH TIPOIyCKE TpHUeMa OJHONW WM HECKOJIBKHX /03 JIEKapCTBEHHOTO IIperapara Jyis
BETEPHHAPHOTO IPUMEHEHUS;

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

C) CPOK TOAHOCTH MW YKA3dHUC Ha 3alpeT MIPHUMCHCHUS JICKAPCTBCHHOI'O IIp€riapara IJid
BCTCPUHAPHOI'O IPUMCECHCHUA 110 UCTCUCHUHN CPOKA 'OJHOCTH;

T) YCJIOBUS XpaHEHUS;

y) yKa3aHHe Ha HEOOXOIMMOCTh XpaHEHHs JIEKAPCTBEHHOTO IIperapara Jjisi BETEPHHAPHOTO
IIPUMEHEHHUS B MECTAX, HEAOCTYIIHBIX JUIS ACTEH;

¢) yxazanue (Ipu HEOOXOIMMOCTH) CHEIHUATBHBIX MEp MPEJOCTOPOKHOCTH TMPH YHHUUTONKCHUU
HEUCIOJIb30BAHHBIX JIEKAPCTBEHHBIX INPENAPATOB ISl BETEPUHAPHOIO IIPUMEHEHUS;

X) CPOKH BO3MOKHOI'O HMCIIOJIb30BaHHA MPOAYKIHH JKXUBOTHOTI'O HPOUCXOXKIACHUS IMOCJIC BBCACHUSA
JKUBOTHOMY JICKAPCTBCHHOTO IIpCIiapaTa JJIs1 BETCPUHAPHOI'O MPUMCHCHU A,

11) YCJIOBUS OTITYCKa;

Y) HAaUMEHOBAaHUS M aJpeca IMPOU3BOACTBEHHBIX IUIOUIAJIOK MPOU3BOJIUTENS JIEKAPCTBEHHOIO
npenapara Jijisi BETepuHApHOTO MPUMEHECHHUS;

II) HAWMMEHOBAaHHWE, aJpeC OpraHHW3alld, YIOJHOMOYCHHOM JepareieM WIH BIaJeIbIeM
PETUCTPAIIMOHHOTO  YIOCTOBEPEHHUSI JICKQPCTBEHHOTO TMpernapara Ha TMPUHATHE TPETEH3UH OT
nmoTpeouTes;

8) IPOEKThl MAKETOB IIEPBUYHOMN YIIAaKOBKU M BTOPUYHOM YITAaKOBKH JIEKAPCTBEHHOTO Mpenapara Jyis
BETEPUHAPHOI'0 [IPUMECHECHUS;

9) cnenyromue CBEIEHUS O JIEKAPCTBEHHOM IIpenapare JUlsi BETEPUHAPHOIO IPUMEHEHMS:
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a) OMKCAHUE U COCTaB JICKAPCTBEHHOT'O Mpernapata il BETepUHAPHOTO MPUMEHEHUS,
0) onricanue (hapMareBTHUECKON pa3padoTKH;

B) OIMCAHME MpOoIecca MPOU3BOJCTBA U €r0 KOHTPOJIA, MOANHCAHHOE B TOPSAIKE, YCTAHOBICHHOM B
COOTBETCTBHUH C YacThiO 1 HACTOSIIEH CTAaThU,
(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

I) ONHMCAHWE KOHTPOJIA KPUTHUECKUX CTaaul IPOU3BOJACTBA M IPOMENKYTOUHOH MPOAYKLIHH,
MIOJINMCAaHHOE B MOPSAKE, YCTAHOBJICHHOM B COOTBETCTBHH C YaCThIO | HACTOSIIEH CTAThH;
(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

,I[) HaMMCHOBAaHUA M aapeca p33pa6OT‘lI/IKa, ACPXKATCIIA WK BJaAciiblla PCTUCTPALMOHHOIO
YAOCTOBCPCHUSA JICKApCTBECHHOTI'O npemnapara, IMPONU3BOACTBCHHBIX IJI0MAaa0K IMPOU3BOAUTCIIA
JICKApCTBCHHOI'O IIpfcIiapara s BETCPUHAPHOI'O NPUMCHCHHA C YKA3aHUEM CTaJIui TEXHOJIOTHMYECKOTO
mnmponecca, OCYHCCTBIACMBIX Ha HNPOU3BOJACTBCHHLIX IINIOMIAAKax IMPOU3BOAUTCIIA JICKAPCTBECHHOI'O

npenapara Juisi BETepHHAPHOTO IPUMEHEHNS;
(B pen. @enepanbHbix 3aKk0HOB 0T 13.07.2015 N 241-®3, ot 02.08.2019 N 297-D3)

¢) apmarieBTHYECKas] COBMECTUMOCTb;

) MUKPOOHOJIOTHYECKHUE XapaKTePUCTHKHY;

3) MaTepHaIbHbBIN OaaHC JUTS TPOU3BOJICTBA CEPHH TOTOBOT'O MPOYKTA;

1) ONUCAHKE XapaKTEPUCTUK U CBOWCTB YITAKOBOYHBIX MATEPUAIIOB U YKYIIOPOUHBIX CPEJICTB;
K) JOKYMEHTAJIbHOE MOATBEPkKACHHE (BaIHIaIKsl) IPOIIECCOB U (UJIN) UX OLEHKA;

1) TpeOOBaHUS K KA4eCTBY BCIIOMOTATEIbHBIX BeEIIECTB (cepTUdUKAT, crenudukanus Ha
BCIIOMOTaTeNbHbIE BEIIECTBA U UX OOOCHOBAHUE);

M) AHAIIUTUYCCKUC MCTOAWKH, HCIIOJB3YCMBIC TIpW OCYHICCTBJICHUMW KOHTPOJIA KadCCTBa
BCIIOMOI'aTCIbHBIX BCIICCTB,

H) JIOKYMEHTAJIbHOE MOATBEPXKACHUE (BaluAalus) aHAIUTUYECKUX METOAMK, HCIOJIb3YyEMbIX MpU
OCYLIECTBIEHUU KOHTPOJIA Ka4eCTBAa BCIIOMOraTEIbHbIX BEILLECTB;

O) I/IH(l)OpMaLII/IH 00 HCIOJIB30BAHUU BCIIOMOTIaTEIbHBIX B€IICCTB YCIOBCYCCKOI'O M >KHBOTHOI'O
IMPOUCXOKIACHUS

) yrpatui cuiy. - ®enepanbHelii 3akoH ot 02.08.2019 N 297-03;

p) TpeOoBaHMS K KayecTBY JIEKapCTBEHHOIO IIpernapara il BETEpPUHAPHOTO INPUMEHEHUS
(ceprudukar, cienuduKanys Ha JIEKapCTBEHHBIN Mpernapar u uX 000CHOBAaHHUE);

C) AHAIIUTUYCCKUC MCTOIAUKH, HCIOJIb3YEMbIC TIpH OCYHICCTBJIICHUM KOHTPOJISI KA4YCCTBa
JICKApCTBCHHOT'O ITperiapaTa AJI1 BETCPUHAPHOI'O0 IPUMCHCHU A,
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T) AOKYMCHTAJIbHOC IMOATBCPKIACHUC (BaJ'II/II[aI_II/IH) AHAIIUTUYCCKUX MCTOAUK, HCIIOJIB3YCMbIX IIPU
OCYIICCTBJIICHNH KOHTPOJIA KAa4€CTBA JICKAPCTBCHHOI'O ITpCriapara Ajid BETCPUHAPHOI'O IPUMCHCHMA

y) JOKYMEHT, MOATBEPXKIAIOIINN KAueCTBO JIGKAPCTBEHHOr'O IMperapara TPeX HPOMBIIIICHHbBIX
cepuii (IIPOTOKOJI aHAJIM3a WK CepTH(UKAT aHAIN3a), OJTHA CEpUsi KOTOPOTO JIOJDKHA COBIAATh C Cepre
o0pa3iia JIEKapCTBEHHOTO Iperapara, MoJIaHHOTO Ha PErUCTPAIIHIO;

¢) XxapakTepucTuKa NpUMeCcei;

X) NEPCUCHb CTAHAAPTHBLIX O6p8.3].IOB, HCIIOJIb3YCMBIX TIPpH OCYHICCTBJIICHUU KOHTPOJISI Ka4YeCTBa
JICKApCTBCHHOT'O ITperiapaTa AJIs1 BETCPUHAPHOI'O0 IPUMCHCHU A,

I_I) JaHHBIC O cTaOMILHOCTH JICKAPCTBCHHOT'O IIpCIiapaTa JJIsi BETCPUHAPHOI'O IIPUMCHCHU A,

10) kommsi JOKyMEHTa, COAEp)Kamero WHGOPMALUI0 O HAIMYAM WIA 00 OTCYTCTBHH (DaKTOB
perucTpanuy JIeKapcTBEHHOIO Ipernapara Julsi BeTepUHApHOIo NMPUMEHEHUs 3a npenenamu Poccuiickoit
®denepanuu;

11) cornacue B MUCbMEHHOW (opMe, MPEIYCMOTPEHHOE YacThi0 7 HACTOAIICH CTaThU, B Cllydae
perucTpanyy BOCIIPOU3BEICHHOTO JIEKAPCTBEHHOTO IIpenapara;
(B pen. @enepanbHoro 3akona ot 13.07.2015 N 241-03)

12) xomMs JOKyYMEHTa Ha pYCCKOM $3bIKE, 3aBEPEHHOIO B YCTAHOBJIEHHOM IIOpSIKE U
MOJITBEPXKIAIOLIETO I[PABOMOYHOCTh 3asBJICHUS O TOCYJapCTBEHHOM PpErucTpaluu JIEKapCTBEHHOTO
npernapara Jyisi BETEpUHApPHOIO IPUMEHEHUS (JIOBEPEHHOCTD);

13) cBemeHUsT O TOCYAapCTBEHHOW PErHCTPAallMUd  TeHHO-WHXEHEPHO-MOAU(PHIIMPOBAHHBIX
OpPraHW3MOB, TIPEIHA3HAYCHHBIX JIJIS BBITYCKA B OKPYXKAIOMIYI0 cpeny (MpU TOCYdapCTBEHHOM
perucTpainyy JICKApCTBEHHBIX ~MPENapaToB Il BETEPUHAPHOTO TPUMEHCHHUS, MOJYYCHHBIX C
MPUMCHCHHEM  T'C€HHO-UH)XCHEPHO-MOIU(DHUIIMPOBAHHBIX ~ OPraHU3MOB  WJIM  COJCpXKAIUX  TaKue
OpraHU3MBbl).

(n. 13 BBenen @enepanbubiM 3akoHOM OT 02.08.2019 N 297-03)

4. Ilpu mnpoBeneHHWH YCKOPEHHOH NpPOLEAYpbl SKCIEPTH3bl JIEKAPCTBEHHOTO Tpernapara st
BETEPUHAPHOTO MPUMEHEHUS B LIESAX €r0 TOCYAapCTBEHHOM PErHCTPallMi BMECTO OTYETa pa3padoTUHKa
O pe3ynbTarax JOKIMHUYECKOTO HCCIEIOBAaHUS JIEKAPCTBEHHOTO CpPEACTBA Ui BETEPUHAPHOTO
NPUMECHEHHUST MOXET OBITh TPEACTAaBICH 0030p HAy4YHBIX pPAabOT O pe3yiabTaTax IOKIMHHYECKOTO
uccienoBaHus peepeHTHOro JEKapCTBEHHOTO Mpernapara Juisi BETEPUHAPHOTO MPUMEHEHUs, a BMECTO
oTyeTa O pe3yJbTaTax KIMHUYECKOI'O HCCIIEOBAHUS JIEKAPCTBEHHOI'O Ipenapara Jjisi BETEpUHAPHOIO
NPUMEHEHHUS OT4YeT O pe3ylbTaTaX MCCIEJOBaHUM OMOAKBUBAJIIEHTHOCTH  BOCIPOU3BEACHHOTO
JIEKApCTBEHHOTO MperapaTa JJisi BETEpUHAPHOTO TPUMEHEHUS.

(uacts 4 B pen. ®enepansHoro 3akoHa ot 02.08.2019 N 297-D3)

5. Ha skcniepTu3y pa3nuyHbIX JEKapCTBEHHBIX (JOPM OIHOTO M TOTO K€ JEKapCTBEHHOTO MpenapaTa
JUIs. BETEPUHAPHOIO NMPUMEHEHHUs 3asBUTENb NPEACTABISAET OTACIIBHBIE 3asBJICHUS U PErHCTPAaLlMOHHBIC
J0ChE Ha KaXIyI0 JIeKapcTBeHHYI0 dopmy. [Ipu ycrioBu# 0JHOBpEeMEHHOW MMO/Ia4H HA SKCIIEPTU3Y OJTHOU
JIeKapCTBEHHOH (hOPMBI C pa3IMYHBIMU J03UPOBKOM, KOHLEHTpaIeld, 00beMOM 3asBUTEIIb MIPEJICTABIIACT
OJIHO 3asIBJIEHHE U PETUCTPALIMOHHOE JIOChE C MPUIIOKEHUEM MAaKETOB IEPBUYHOM YITAKOBKH M BTOPUYHOMN
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ynakoBku. Ha mMakerax mepBHYHON YyIakOBKM M BTOPUYHOM YIAKOBKH YKa3bIBaIOTCSI BCE MPOM3BOAMMBIC
JO3UPOBKH, KOHIIEHTpAIMH, OOBEMBI W KOJMYECTBO 103 B YIAKOBKE JICKAPCTBEHHOTO Iperapara Jyis
BETEPHHAPHOTO IIPUMEHECHHSI.

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

6. B cinydyae HempeacTaBieHUsl C 3asBICHHEM O TOCYJApPCTBEHHON PETHUCTPAIlMU JIEKAPCTBEHHOTO
npenapara Jjisi BETepUHAPHOTO MPUMEHEHUSI JTOKYMEHTOB, MOJATBEPKAAIOIINX YIJIaTy rOCyJapCTBEHHON
MOIIJIMHBI U YKA3aHHBIX B MYHKTE 7 4acTU 2 HACTOALICH CTaTbH, CBEJCHUMN O JTHUIEH3UAX, YKa3aHHBIX B
nyHkrax 1 w 2 wyactu 3 HacTOsIIEW CTaThW, a TaKKe BBIAABAEMBIX (MPEIOCTABIISIEMBIX)
YIIOJTHOMOYEHHBIMH  (peflepaTbHBIMU OpraHAMHM HWCIOJHUTENBHON BIACTH JOKYMEHTOB (CBEICHUIN),
VKa3aHHBIX B MyHKTe 2.1 dYactu 3 HacTosIed CTaThbd, YIIOJHOMOYCHHBIH (enepaabHblii OpraH
UCIOJIHUTENBHON  BIACTH  3alpallMBacT  yKa3aHHbIE  JOKYMEHTH  (CBeACHHs])) B  MOpSOKE
MEXXBEJIOMCTBEHHOTO MH(OPMAIIMOHHOTO B3aUMOICHCTBUSI.

(uactsb 6 B pen. ®enepanbHoro 3akoHa oT 27.12.2019 N 478-D3)

7. He nomyckaercs HUCHOJB30BaHME B KOMMEpPYECKMX LEISIX HHPOpMALUMU O pe3ylibTaTrax
JOKIMHUYECKUX MCCIEIOBAHUMN JIEKAPCTBEHHBIX CPEACTB U KIIMHUYECKUX UCCIIEIOBAaHUN JIEKAPCTBEHHBIX
MPENnapaToB Uil BETEPUHAPHOIO NPUMEHEHUS, MNPEACTABICHHOW 3asBUTENIEM JUIsl TOCYIapCTBEHHOU
perucTpanuy JICKapCTBEHHBIX IIpernaparoB, 0Oe3 ero corjiacuss B TEUEHHE MIeCTH JIeT C JaThl
rocy/1apCTBEHHOW perucTpaunu peepeHTHOro JeKapcTBeHHOro npenapara B Poccuiickoit denepanuu.

8. HeprxaTenp wiM BiajieNnel] PerUCTPAMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOrO MperapaTa Uis
BETEPUHAPHOTO NMPUMEHEHUS NPEACTABISIET B YIOJTHOMOUYEHHBIN (heiepalibHBIi OpraH MCIOJHUTEIBHON
BJIACTH OTYET IO pe3ylbTraraM (apMaKoHaI30pa OAMH pa3 B LIECTh MECALIEB B TEUEHHUE JIBYX JIET MOCIE
rOCyJIapCTBEHHOW PETUCTPALIMU JIEKAPCTBEHHOTO npenapara B Poccuiickont denepaiuu, 3aTeM €XEroaHo
B T€UEHHE MOCIEAYIOLUX TPEX JIET U B AabHEHIIeM OJIUH pa3 B TP Toja.

(uactp 8 BBenena denepanbubiM 3aKkoHOM OT 02.08.2019 N 297-D3)

Cratba 18. Nopaya n paccmoTpeHue 3asiBNeHUs1 0 rocyAapCTBEHHOU perncrpauuvm
neKapcTBeHHOro npenapara AnA MeAULUUHCKOro npumMeHeHus
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Jns rocynapCTBEHHOM pPETMCTpallMy JIEKapCTBEHHOIO Ipemapara MJii MEIULUHCKOTO
IPUMEHEHHS IOPUIUYECKOE JIMLO, ACHCTBYIOLEE B COOCTBEHHBIX HHTEpECax MM YIOJIHOMOYEHHOE
MIPEACTABIIAITh MHTEPECHl APYrOro KOPUAMYECKOro JIMLA W 3asBIAIONIEE JIEKAPCTBEHHBIM IIpernapar Ha
rOCYJapCTBEHHYIO pErMCTpaluio (Jajgee B HACTOAIIEH CTaTbe - 3asgBUTENb), MPEICTABISECT B
YIIOJTHOMOYEHHBIN (hefiepalibHbId OpraH UCIIOJHUTENFHONW BIACTH, OCYIIECTBISIOMINN TOCYAapCTBEHHYIO
PErucTpalmio JIEKapCTBEHHBIX MpenapaToB I MEIUIIMHCKOTO IPUMEHEHUs, B JIEKTPOHHON (hopMme U Ha
OyMa)XHOM HOCHTEJIE 3asBICHHE O TOCYIapCTBEHHOW PETHUCTpPAllMy JIEKAPCTBEHHOTO Mperapara Jyis
MEIULMHCKOTO0 MPUMEHEHMs, a TaKKe B IOpsJIKE, YCTAaHOBJIEHHOM YIOJIHOMOYEHHBIM (peaepanbHbIM
OpPraHOM HWCIIOJIHUTEIHHON BIACTH, B DJIEKTPOHHOH (opMe M Ha OyMa)KHOM HOCHUTENIE HEOOXOAHMMBIC
JOKYMEHTBI, U3 KOTOPbIX (OpMHUpYETCS pPEerucTpalMOHHOE JI0Che Ha JIEKapCTBEHHBIM mpenapar i
MEJIULUHCKOrO IPUMEHEHHUS.

(dactpb 1 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D03)

2. B 3asBieHuun o rocyapCTBEHHON PErMCTPAllUU JIEKAPCTBEHHOIO MperapaTa isi MEAUIITHCKOTO
IIPUMEHEHHUS YKa3bIBAIOTCS:
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1) HauMCHOBaHHE, aJpeC 3asBUTENII M TMPOU3BOIMTENS JIGKAPCTBEHHOTO TMperapara Juls
MEIUIIMHCKOTO TPUMEHEHHS, CBEJACHUS 00 WX PETUCTPAlMM B KA4eCTBE HAJIOTOIUIATEIIBIIMKA B CTPaHE
peructpanyu (i1 POCCHICKUX IOPHIUYECKUX JIUI] - UICHTU()UKAIMOHHBIA HOMEP HaJIOTOIIaTeIbIUKa
(MHH), nis nHOCTpaHHBIX FOPUANYCCKHUX JIUI] - CTPAHA PETUCTPAIlUU, HAMMEHOBAHHUE PETUCTPUPYIOIIETO
opraHa, perucTpalMOHHBIM HOMEp, KOJ HAaJOrOIUIATENIbIIMKA B CTPaHE PErucTpalnuu (MHKOPIIOPAIUH)
WIA €T0 aHaJioT) M aJpec MEeCTa OCYIIECTBIICHHS MPOU3BOJCTBA JICKAPCTBEHHOTO Iperapara (B ciiydyae
HQJINYKMS HECKOJBKUX YYaCTHUKOB IpPOIECCa €ro IMPOW3BOJACTBA HEOOXOIUMO yKa3aTh KaXIOTO
YYaCcTHHKA B COOTBETCTBUU C OCYIIECTBIISIEMON CTaiuel IPOU3BOJICTBA);

(m. 1 B pea. @enepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

2) HaMMEHOBaHUE JIEKAPCTBEHHOr'0 Ipernapara AJii MEIULUHCKOIO IMPUMEHEHUs (MeXaAyHapoaHOe
HEeMaTeHTOBAHHOE, UJIU IPYNIUPOBOYHOE, WIK XUMUYECKOE U TOPrOBOE HAUMEHOBAHUS);

3) MEpCUYCHb Z[Gf/'ICTByIOIIII/IX N BCIIOMOTraTCJ/IbHBIX BCIICCTB, BXOAANIUMX B COCTAaB JICKAPCTBCHHOTIO
npenapara sl MEAUIUHCKOTO IPUMCHCHUS, C YKA3aHUEM KOJIMYCCTBA KAXKIOTO U3 HUX;

4) nekapcTBeHHas (opma, TO03UPOBKA, CIIOCOOBI BBEIACHHS W MPHUMECHECHHS, CPOK TOJHOCTH
JICKApCTBEHHOTO Mpernapara Jjisi MEIUIIHHCKOTO IIPUMEHEHUS;

5) dbapmakoTepaneBTUYECKAs TPYyIIIa, KOJ aHATOMO-TEPaNeBTUYECKO-XUMUYECKON Ki1acCu(UKAIIIH,
pEeKOMEeHJI0BaHHOM BcemupHON opraHuzanueil 3ApaBOOXpAaHEHHMs, 3asBIsE€Mble IIOKa3aHUS s
MPUMEHEHHUS JIEKAPCTBEHHOTO TMpenapara i MEAUIUHCKOTO IPUMEHEHHS;

6) oTcyTcTBHE HEOOXOJUMOCTH MPENOCTABICHUS OT4YETa O pe3ylbTaraX KIMHUYECKOTO
WCCIICIOBAHMS, MCCICAOBAaHUS OMOIKBHUBAJIICHTHOCTH JICKAPCTBCHHOIO Ipemnapara, pa3pemeHHOro s
MeAuIHCKoro mpuMeHeHus B Poccuiickoit denepanuu 6onee ABaALATH JET, C YKa3aHUEM HOPMAaTHUBHBIX
MPaBOBBIX aKTOB, MOJTBEPIKAAIOIINX JTAHHBIN CPOK MPUMEHEHHS;

7) HeobxonuMOCTh OpOopMIIEHHS pa3pelleHus Ha BBo3 B Poccuiickyto Denepaliio KOHKPETHOM
NapTUM  3apETUCTPUPOBAHHBIX W (MJIM)  HE3aPErHCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEJNCTB,
MpeAHa3HAaYEHHbIX JUIsl MPOBEJAEHUS SKCIEPTU3bl JEKAPCTBEHHBIX CPEACTB B LEIAX TOCYJapCTBEHHOMU
perucrpanmy;

8) H606XOI[I/IMOCTI> MMPOBCACHUA SKCIICPTU3bI NOKYMCHTOB, IIPEACTABIICHHBIX JIA OIPCACICHUA
BO3MOXHOCTH pacCMaTpuBaTh HeKapCTBeHHBIfI npemnapar A1 MEIAULOMUMHCKOTO IMPUMCHCHUA IIpH
OCYIICCTBJIICHUU FOC}’I[&pCTBCHHOﬁ perucrpanuu B Ka4C€CTBEC Op(baHHOl"O JICKaApCTBCHHOI'O IIpCIIapara,

9) He0OXOAMMOCTh MPUMEHEHHUSI YCKOPEHHON MPOIEIyphl KCIIEPTHU3HI JICKAPCTBEHHBIX CPE/ICTB B
LEJISIX TOCYIapCTBEHHON PETUCTPALlUN JIEKAPCTBEHHOTO IIpenapara;

10) xonuu JOKYMEHTOB, IOATBEPKAAIOLIUX YIUIATy OCYAapCTBEHHOM MOIIINHBI:

a) 3a IMPOBCACHUC SKCHCPTU3bI HOKYMCHTOB, IPCEACTABJIICHHBIX I OIIPEACICHUS BO3MOKHOCTHU
paccMaTpruBaTh HeKapCTBeHHBIfI npemnapar mid MEAULNUHCKOIO HNPHUMCHCHHA IIPpU OCYHICCTBIICHHUU
FOCYHapCTBeHHOﬁ perucTpanuu B Ka4C€CTBEC Op(l)aHHOl"O JICKaApCTBCHHOI'O IIpCIIapara,

0) 3a MPOBEACHUE AKCIEPTU3bl KAueCTBA JIEKAPCTBEHHOTO CPEACTBA M HIKCIEPTU3bl OTHOIICHUS
OKUJIAeMOH TOJIb3bI K BO3MOYKHOMY PUCKY MPUMEHEHHS JICKAPCTBEHHOTO MpernapaTa, pa3pelieHHoro sl
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

MeAUIMHCKOro mpumeHeHuss B Poccuiickoit ®enepanum Oonee aBaAlaTH JIET, MPU OCYIIECTBICHUU
roCcyJapCTBEHHOM PErucTpaliy JICKapCTBEHHOTO Mperapara;

B) 3a IPOBCACHHUC OJOKCIICPTHU3bI KAa4YCCTBa JICKAPCTBCHHOI'O CPCACTBA M OSKCIICPTHU3bI OTHOLICHMUA
O)KHI[aeMOﬁ IMOJIB3bI K BO3BMOXXHOMY PHCKY IIPUMCHCHHA JICKAPCTBCHHOI'O Npcrapara ajd MECAUIHUHCKOTO
IIPpUMCHCHUA IIPpU €TI0 FOC}’I[&pCTBGHHOfI perucrpanuu;

I) 32 IPOBEJCHHE SKCIEPTU3bl KadecTBa JIEKAPCTBEHHOI'O CPEACTBA M 3KCIEPTU3bl OTHOIIECHUS
0KH/1aeMOH TOJIb3bl K BO3MOKHOMY PHCKY NPUMEHEHUS JIEKapCTBEHHOI'O Ipernapara JUisi MeULUHCKOTO
IIPUMEHEHUS, B OTHOLIEHUM KOTOPOTO IPOBEIECHBI MEKIYHApPOJIHBIE MHOTOLIEHTPOBBIE KIMHUYECKUE
UCCIIeIOBaHMs, YacTb M3 KOTOpbIX mHpoBeneHa B Poccuiickoit denepanuu, npu OCyLIECTBICHUU
rocy/1apCTBEHHOW PETUCTPALIUU JIEKApCTBEHHOTO Mpernapara;

11) Hamuuue coryiacusi IMPOU3BOAUTEINS JIEKAPCTBEHHOI'O IIpernapara, IMPOU3BOJACTBO KOTOPOTO
ocyuiecTsisiercs 3a npenenamu  Poccmiickon  ®enepauun, Ha NPOBEICHHUE HHCIEKTUPOBAHMS
IIPOU3BOJIUTENS HA COOTBETCTBUE TPEOOBaHUAM IIPABUJI HAJIeXKaIed TPOU3BOICTBEHHON NPaKTHKHY;

12) Hanuuue coriacusi, Ipe1yCMOTPEHHOIO YacThio 18 HacTosIel cTaThy;

13) yka3zaHnue BHa JIEKapCTBEHHOTO Mpernapara, NpeACcTaBIeHHOr0 Ha perucTpauuio (pedepeHTHbII
JICKapCTBCHHBIA  TIperapar, BOCIPOMW3BEICHHBIM  JICKAPCTBEHHBIM  mpenapar, OWOJIOTHYCCKHIA
JIEKApCTBEHHBIM TIpernapar, OMOaHaJoTOBbIH (OMOMOMOOHBIN) JICKAPCTBEHHBIN MpemnapaT (OmoaHaor),
roMeOoNnaTUYeCKUil JIEKapCTBEHHBIN Mpenapar, JIEKapCTBEHHBIN PACTUTENbHbIN Mpenapar).

(dacth 2 B pen. DenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. PerucrtpaunoHHOe J0Cbe Ha JEKAapCTBEHHBIM Ipemapar Ml MEIULUHCKOIO MPUMEHEHMS
IpeaoCTaBIsAeTCS B OpME OOIIETr0 TEXHUYECKOTo JOKYMEHTA.
(uactp 3 B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

4, Paznen AOKYMCHTAIIUU AAMUHUCTPATUBHOI'O XaPAKTEPaA BKIIKOIACT B ce0s:

1) 3asBieHME O TrOCYJAapCTBEHHON PETrHCTpalMM JIEKAPCTBEHHOrO Ipenapara A MEIULIUHCKOIO
IPUMEHEHHS B 3JIEKTPOHHON (opMe U Ha OyMa>KHOM HOCHUTEIIE;

2) KOIHIO [JOKYMEHTa Ha pPYCCKOM S3bIKE, 3aBEPEHHOI0 B YCTAHOBJIIEHHOM MOpSAKE U
IIOATBEP>KIAOLIEr0 IIPABOMOYHOCTD 3asBUTENS M0JaBaTh 3asBICHUE O IOCYJapCTBEHHOW PETUCTPALUU
JIEKapCTBEHHOI'0 IIperapaTta Jisi MEIULMHCKOTO IPUMEHEHUS (I0BEPEHHOCTb);

3) cBeneHUsT O JaTre MPEAOCTABICHUS M PETUCTPALIMOHHOM HOMEpE JIMIEH3MU Ha MPOU3BOJCTBO
JICKAPCTBCHHBIX CpPCACTB MM CBCACHUA O [OaTc¢ MNpPCAOCTAaBJICHUA W PECrUCTPAlMOHHOM HOMEPC
3aKJIOUYEHHS O COOTBETCTBUHM IIPOM3BOJMTEINS JIEKAPCTBEHHBIX CPEACTB TPeOOBAaHUSAM  IPaBUII
Haaﬂemameﬁ HpOH3BOI[CTB€HHOI>'I IMPAaKTUKH, BbIJAaHHBIX (HpeI[OCTaBJIeHHBIX) YIIOJHOMOYCHHBIM
(denepasbHBIM OPraHOM HCIOJHUTEIBHOW BIACTM B OTHOIIGHHM IPOU3BOJCTBEHHOH IUIOLIAIKU
PETHCTPUPYEMOr0 JIEKapCTBEHHOIO IIperapara, B CIydae, €CIH IPOM3BOJICTBO JIEKAPCTBEHHOTO
npenapara ocymecTsisiercs: B Poccuiickoit deneparnym;

(B pen. @enepanbHbix 3aKk0HOB 0T 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3)

4) KOIIMIO HpeHOCTaBHCHHOﬁ YIIOJHOMOYCHHBIM OpPraHOM CTpaHbl IMPOU3BOAUTCIIA JIMICH3UHW HaA
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

MIPOM3BOJICTBO JIEKAPCTBEHHOTO TMpemapara W ee IMepeBoJ, Ha PYCCKUN f3BbIK, 3aBEPEHHbIE B
YCTaHOBJICHHOM TIOPSAKE, @ TAK)XKE KOIMUIO 3aKJIIOYEHHSI O COOTBETCTBUU MPOU3BOJUTEINS JIE€KAPCTBEHHBIX
CpeICTB  TpeOOBaHMUAM  MpPaBWJ  HAANEXKalleld  MPOU3BOJACTBEHHON  MPAKTUKH,  BBIIAHHOTO
YIIOJTHOMOYEHHBIM (heIepalibHBIM OPraHOM HCIOJHHUTEIBHON BIACTH B OTHOIICHUH MPOU3BOJICTBEHHOMN
IUIOUIA/IKK PETUCTPUPYEMOIO JIEKApCTBEHHOTO Mpernapara, WM KOMHIO PEHICHUS YIOJTHOMOYEHHOTO
(benepanbHOrO OpraHa HCHOJHHUTENBHON BJIACTH O TPOBEICHHH HWHCIIEKTUPOBAHUS IPOU3BOIUTEIIS
JIEKapCTBEHHBIX CPEJICTB, B Cllyyae, €CIU MPOU3BOJCTBO JIEKAPCTBEHHOTO IMpernapaTa OCYIIECTBIsIETCS 3a
npeaenamu Poccniickoint enepannu;

(B pen. @enepanbhbix 3akoHOB 0T 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3)

5) NPOEKT UHCTPYKIMU 110 MEAUIIMHCKOMY IIPUMEHEHHIO JIEKAPCTBEHHOI'O Mpenapara, cojepskaiieit
CIIENYIOIINE CBEACHMUS:

a) HaMMEHOBAaHHME JICKAPCTBEHHOTO TMpemnapata (MEXAYHApOJHOE HEMaTeHTOBAaHHOE, WIIU
TPYIIHPOBOYHOE, UM XUMUYECKOE U TOPTOBOE HAUMEHOBAaHUS);

0) nexkapcTBeHHast opMa ¢ yKazaHMEM HAaMMEHOBAHMM M KOJIMYECTBEHHOTO COCTaBa JACHCTBYIOLIUX
BEIIECTB U KaUYECTBEHHOT'O0 COCTAaBa BCIIOMOTATENbHBIX BEHIeCTB (IMIPH HEOOXOIUMOCTH KOJIHMYECTBEHHOTO
COCTaBa BCIIOMOTaTeNbHbIX BELIECTB);

B) OIIMCAHUE BHELIHETO BUJIa JEKApPCTBEHHOT'O Mpenapara s MeIULMHCKOIO IPUMEHEHUS;
T) (U3UKO-XUMHUYECKUE CBOICTBA (7151 paanodapManeBTHIECKHX JIEKAPCTBEHHBIX MTPETapaToB);

n) ¢apMakoTepaneBTHUecKas TpyIna, KOJA JIGKapCTBEHHOro Mpernapara sl MEAUIMHCKOIO
MIPUMEHCHHS 110 aHATOMO-TEPANIEBTUICCKO-XMMHYECKOHN KIIacCCH(PUKAIINU, PeKOMEHIOBaHHON BcemupHoii
OpraHu3alKei 3paBOOXpAHEHUS, MIIM YKa3aHUE "TOMEONaTH4eCKUi JIeKapCTBEHHbIN penapar';

e) (QapmakoguHamMuiKa W (apMaKOKMHETHKa (32  HWCKJIIOYCHHEM  (DapMaKOKWHETUKU
rOMEOIATHYECKUX JICKAPCTBEHHBIX MPENapaToB U PACTUTEIILHBIX JICKAPCTBEHHBIX MTPEIIApaToB);

) MOKa3aHUsl JUIsl IPUMEHEHUS;
3) IPOTUBOIOKA3aHHUS JJIs IPUMEHEHUS;
1) MEpBI [IPETOCTOPOKHOCTU IIPU IPUMEHEHHH;

K) YKa3aHue BO3MOXHOCTU U 0COOEHHOCTEHN INPpUMCHCHHA JICKAPCTBCHHOI'O IIpfliapara AJId
MCIUIHUHCKOI0 IHPHUMCHCHUIA 6€p€M€HHBIMH KCHIIMHAMHM, JKCHIOMHAMM B IICPpUOJ TI'PYAHOIO
BCKapMJIMBaHHA, ACTbMU, B3POCIBIMU, UMCIOIIIUMU XPOHHUYCCKHEC 3360HeBaHI/IH;

J) peKUM JTO3UPOBAHMSA, CIOCOOBI BBEACHUS M MPUMEHEHUS, IPU HEOOXOAMMOCTH BpeMs MpHeMa
JIEKApCTBEHHOI'0 IIpenapara Uil MEIULMHCKOIO NPUMEHEHHS, INPOAOKUTEIBHOCTh JICYEHUS, B TOM
4uClle y JETEH O U II0CIE OJHOTO roJa;

M) BO3MOJKHBIC HCKCIATCIBbHLIC pPCaKIUKU IIPpH IMPHMCHCHHU JICKAPCTBCHHOI'O IIpCIiapaTra aJiid
MCIUIUHCKOI'O IPUMCHCHMUA

H) CUMIITOMBI IICPEAO3UPOBKH, MCPLI I10 OKA3aHUIO ITOMOIIH IIPpHU IMIEPEAO3UPOBKE,
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

0) B3aUMO/JICICTBUE C JPYTUMHU JIEKaPCTBEHHBIMU NIpernapaTaMu U (WIN) MUIIEBBIMU IPOAYKTaMHU;
1) pOpMBI BbITYCKA JIEKAPCTBEHHOI'O IIPENapara;

p) ykazanue (mpu HEOOXOJUMOCTH) OCOOCHHOCTEH IEHCTBHUS JIEKApCTBEHHOrO Ipemnapara s
MEJIUIIMHCKOTO MPUMEHEHUS TIPH IIEPBOM MPUEME UJIU MPU €r0 OTMEHE;

¢) onucanue (mpu HeoOXOTUMOCTH) AeMCTBUI Bpaya ((enpamiepa) u (UIn) MalUeHTa IPU MPOITYCKe
IprieMa OJTHOH MIIM HECKOJIBKHX JI03 JISKAPCTBECHHOTO TIperapara Jyisi MeTUITUHCKOTO IPUMEHEHHUS;

T) BO3MOXHOC BJIIMAHHUC JICKAPCTBCHHOI'O IIpCriapara I MCIUIHMHCKOIO IIPUMCHCHHA Ha
CIIOCOOHOCTH YIpaBJIATb TPAHCIIOPTHBIMU CPCACTBAMU, MCXaHU3MaMU

y') CPOK TOAHOCTH H YKa3aHUC Ha 3alpeT IMIPUMCHCHHA JICKAPCTBCHHOI'O IIpCliapaTa JId
MCIUIUHCKOI'O MPUMCHCHUS 110 UCTCUCHUHN CPOKA 'OAHOCTHU,

&) ycioBus XpaHeHUs;

X) YKa3aHuec Ha H€O6XOZ[I/IMOCTI) XpaHCHUA JICKAPCTBCHHOT'O IIpfliapata IJId MCEAUIHUHCKOI'O
MMPUMCHCHUSA B MECTAX, HCAOCTYIIHBIX IJIA z[eTeﬁ;

) yKazaHue (MpH HEOOXOIMMOCTH) CHEIHATbHBIX MEp IMPEIOCTOPOKHOCTH TPU YHUUTOKEHUH
HEHUCIIOIb30BaHHBIX JIEKAPCTBEHHBIX IIPENAPATOB Ul MEAULIMHCKOIO IPUMEHEHNS;

Y) yCJIOBUS OTIIYCKa;

II) HaUMCHOBAHHs W aJpeca IMPOM3BOJCTBEHHBIX IUIOMIAJOK IPOU3BOIUTENS JIEKAPCTBECHHOTO
npernapara;

II) HAaUMEHOBAaHME, aJpec OpraHu3alH, YIOJTHOMOYEHHON JAep:KaTeleM WIH BIaJeTbleM
PEruCTPalIMOHHOTO YJIOCTOBEPEHHS JIEKAPCTBEHHOrO TMpemnapara JUisi MEIUIMHCKOTO MPUMEHEHMs Ha
MIPUHSITHE IPETEH3UI OT MOTPEeOUTENS;

6) MHCTPYKLHIO IO MEIUIUHCKOMY NPUMEHEHUIO UM KPaTKyH0 XapaKTEPUCTHKY JIEKApCTBEHHOTO
rpenapara, yrBepKICHHbIE B CTpaHe IIPOU3BOAUTEILS,

7) IPOEKTH MAaKETOB NEPBUYHON YyIIaKOBKU U BTOPUUYHOM YIaKOBKH JIEKAPCTBEHHOI'O IIpenapaTa Jjs
MEIULMHCKOIO IPUMEHEHMS;

8) MpOeKT HOPMATUBHOW JOKYMEHTAIIMM WJIM HOPMATHUBHOTO JIOKYMEHTAa Ha JIEKapCTBEHHBIN
npenapar Ijs MeIUIIMHCKOTO IPUMEHEHHs JTU00 yKa3aHHe COOTBETCTBYIONICH (papMaKkoneitHOW CTaThH;

9) MOKyMEHT, conaepkamuii WHPOPMAIUI0 O HATMYUU WIH 00 OTCYTCTBHH (PAKTOB PETUCTPAIlUU
JICKApCTBEHHOTO Mperapara Jjisi MeIUIIMHCKOTO IPUMEHEHUs 3a npenenaMmu Poccuiickoit deneparum;

10) xomuu [IOKYMEHTOB, 3aBEPEHHBIX B YCTAaHOBJIEHHOM IMOpPSAKE M MOATBEP)KIAOIIMX (DaKT
perucTpanuy JIeKapCTBEHHOIO IIpernapara B HHOCTPAHHBIX TOCYAapcTBaX B KauecTBe OpQaHHOTO
JIEKapCTBEHHOTO IIpenapara;
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11) IUIaH  YIIPaBJICHUA PUCKAMH  IJIA OMOJIOTHYECKUX JICKAPCTBCHHLIX IIPpC€IIapaToB  AJIA
MCIUIUHCKOI'O IPUMCHCHMUA

12) nmokyMeHT o cucreMe ¢apMaKkoHag30pa JAep)KaTeis WU BIAJeNblla PEerucTPalHOHHOTO
YIOCTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara;

13) HOKyMEHT, MOATBEPXAAIOIIUNA KaueCTBO JIGKAPCTBEHHOrO Mpernapara TPeX MPOMBIIIICHHBIX
cepuil (TPOTOKOJI aHAJIM3a WK cepTU(UKAT aHalIM3a), OJHA CEPUSI KOTOPOIO JOJKHA COBIAJATh C cepuei
oOpa3na JIEKapCTBEHHOIO Tpernapara s MEIULIUHCKOrO TPUMEHEHHUs, IMPEACTaBICHHOrO Ha
roCy/1apCTBEHHYIO PETUCTPALIHIO.

(uactp 4 B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

5. Pa3zgen XxuMu4eckoi, (hapManeBTHUYECKON M OMOIOrMYECKON JOKYMEHTAIMH BKIIIOYAeT B ceOs
JOKYMEHTBI, coJiepKaliue HHPOopMaLuio o GpapMaleBTHIeCKON CyOCTaHIIMM U JIEKapCTBEHHOM IpenapaTte
JUI MEJULMHCKOTO MPHUMEHEHUS, IPOLECCEe €ro MPOU3BOJCTBA U METOJAX KOHTPOJS KayecTBa, B TOM
qucie:

1) KOIMIO TOKYMEHTA, COJIEPIKAIIETO CICAYIONIYI0 HH(DOPMALIHIO O (hapMarleBTHIECKON CyOCTaHITUN
win  (apManeBTHUECKUX CyOCTaHIMAX, BXOMMIIMX B COCTaB JICKAPCTBEHHOTO Tpenapara, 3a
UCKIIIOYeHHEM HHpoOpManuu O ¢apMaleBTUYECKUX CyOCTaHIMIX, BKIIIOYEHHBIX B TOCYJIapCTBEHHBIN

peecTp JISKapCTBEHHBIX CPE/ICTB B COOTBETCTBUU CO cTaTheil 34 HacTosmero denepanbHOro 3aKoHa:
(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 462-03)

a) HauMEeHOBaHMe (apMaleBTUUECKON CyOCTaHIIUM, €€ CTPYKTypa, 0OLI1e CBOMCTRA;
0) HauMEHOBAaHME U a/IpeC MPOU3BOAUTENS;

B) TEXHOJIOTHS IPOM3BOACTBA C ONMHUCAHUEM CTaIUi MPOW3BOJICTBA M METOJOB KOHTPOJIS Ha BCEX
CTaJusAX MPOU3BOJACTBA;

T') OIMUCAaHKUE Pa3pabOTKH Mpollecca MPOU3BO/JICTBA;

1) OITUCAaHKNE KOHTPOJISI KPUTUYECKUX CTAIMI MPOU3BOJICTBA U TIPOMEKYTOUHOM PO TYKITHH;
€) IOKyMEHTaJIbHOE MOATBEPKIeHUE (BaTUAALIMs) TPOLIECCOB U (MJIM) UX OIICHKA;

’K) CBOMCTBA U CTPYKTypa JACUCTBYIOIINX BEIIECTB;

3) XapaKTEePUCTUKA IPUMECEH;

1) cnenudukanys Ha (hapMareBTHUECKYIO CyOCTaHIIMIO U ee 000CHOBAHHE;

K) AaHaJTUTHUYECKHE METOIMKH, WCIOJIb3yeMble TIPH OCYIIECTBICHUM KOHTPOJIS KauyecTBa
(dhapmaIeBTHIECKON CyOCTaHIINM;

J) JOKYMEHTaJIbHOE MOATBEPXKICHME (BaIMAALMs) aHAJUTUYECKUX METOJAMK, UCHOJIb3YyEeMBIX HpHU
OCYIIECTBIICHINH KOHTPOJISI KauecTBa (papMalieBTHIECKOi CyOCTaHIINu;

M) pe3yNbTaThl aHaju3a cepuil hapMaleBTUYECKOI cyOCcTaHInN;
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(C ¥3M. | JIOII., BCTYIL....

H) MepeueHb CTaHJIAPTHBIX 00Pa3I0B UM BEIIECTB, UCIOIb3yEeMbIX MPH OCYIIECTBICHUN KOHTPOIS
Ka4yecTBa;

0) OIIMCaHME XapAKTEPUCTUK U CBOMCTB YIIAKOBOUHBIX MaTEPHUATIOB U YKYIIOPOUHBIX CPE/ICTB;
1) JaHHBIE O CTAOMIBPHOCTH (hapMaleBTHUECKON CyOCTaHIINY;
P) CPOK T'OJIHOCTH;

1.1) B oTHOmEHWH (apMaleBTHUECKUX CYOCTaHIIMH, BXOISIIMX B COCTAaB JIEKAPCTBEHHOTO
mpernapaTa U BKIIOYEHHBIX B TOCYJAApCTBEHHBIM peecTp JEKapCTBEHHBIX CPEACTB B COOTBETCTBUU CO
cratbeil 34 Hactosmero denepasbHOrO0 3aKOHA, - KOMHUS JIOKYMEHTAa, COJIEPHKAIlero CIEIYHONIYIO
nHpOpMaIHUo:

a) HAaMMEHOBaHME (PapMaIeBTUICCKOM CyOCTaHIIH, €€ CTPYKTypa, OOIINE CBOHCTRA;
0) HauMEHOBAHHE U a/IPEC MPOU3BOAUTEINS;
B) pe3yJIbTAThI aHATIN3a cepuid (hapMarieBTHIECKON CyOCTaHIINH;

T') CPOK TOJTHOCTH;
(m. 1.1 BBegen denepanbHbiM 3akoHOM OT 27.12.2019 N 462-D3)

2) TOKYMEHT, COJIepKallluil CIeIYIOIINe CBEICHUS O JIGKAPCTBEHHOM IMpernapare sl MeIUIIUHCKOTO
MIPUMEHEHUS:

a) OIMHUCAHUEC U COCTAB JICKAPCTBCHHOI'O IIpCriapara A1 MCAUIUHCKOI'O ITPUMCHCHU A ;

0) ommcanue QapMareBTHYCCKO pa3paboTku (00OCHOBaHWE BBIOOpA COCTaBa, IEPBUYHOMN
YIaKOBKH ¥ HHOTO);

B) TCXHOJIOTHA IMPOMU3BOACTBA C OIIMCAHHUEM CTaZ[I/If/'I IMPONU3BOACTBA U MCTOAOB KOHTPOJIA Ha BCEX
CTauAgX IIPOU3BOJCTBA,

I) ONHUCaHUE KOHTPOJII KPUTHYECKUX CTaguil Impolecca MNPOU3BOACTBA U IPOMEKYTOUHOU
IPOJIYKIIUH;

J) HAaNMEHOBaHHME U AJIPeC MECTa OCYLICCTBICHHUS IPOU3BOACTBA JICKAPCTBEHHOT'O IIperiapara s
MEULUHCKOrO IMPUMEHEeHUs (B Cllydae HAIMYUs HECKOIbKHX YYAaCTHHKOB IPOIECCa IPOU3BOACTBA
HEO0XO0IMMO yKa3aTh KO0 U3 HHUX);

e) papMmaneBTHUYECKasi COBMECTUMOCTD;
) MUKPOOHOJIOTUYECKHE XaPaKTEPUCTHKH;
3) MaTepUaIbHBINA OalaHC A7 IPOU3BOACTBA CEPUHU TOTOBOTO MPOAYKTA;

1) OIIMCaHHUE XapaKTEPUCTUK U CBOWCTB yIIAKOBOYHBIX MAaTEPHAJIOB U YKYIOPOUHBIX CPEJCTB;
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K) JOKYMEHTAJIbHOE MOATBEPkKACHHE (BaIHIaIusl) POIIECCOB IPOU3BOJICTBA U (MJIM) UX OIICHKA;

) TpeOOBaHUS K KA4eCTBY BCIIOMOTATEIbHBIX BEIIECTB (cepTUUKAT, crenudukanus Ha
BCIIOMOTaTeNbHbIE BEIIECTBA U UX 0OOCHOBAHUE);

M) AHAIIUTUYCCKUC MCTOAWKH, HCIIOJB3YCMBIC TIpW OCYHICCTBJICHUHW KOHTPOJIA KadCCTBa
BCIIOMOI'aTCIbHBIX BCIICCTB,

H) JIOKYMEHTAJIbHOE MOATBEPXKACHUE (BaluAalus) aHAIUTUYECKUX METOAMK, HCIOJIb3YyEMbIX IMpU
OCYLIECTBIEHUN KOHTPOJIA Ka4eCTBAa BCIIOMOraTEIbHbIX BEILLECTB;

O) I/IH(l)OpMaLII/IH 00 HCIOJIB30BAHUU BCIIOMOTIaTEIbHBIX B€IICCTB YCIOBCYCCKOI'O M >KHBOTHOI'O
MMPOUCXOKIACHUS

1) nHpopManus 00 MCIOIb30BAaHIH HOBBIX BCIIOMOTATENILHBIX BEIIECTB;

p) TpeOoBaHMS K KauyecTBY JIEKAPCTBEHHOI'O Ipemapara s MEAMLUHCKOro IPUMEHEHUs
(ceprudukar, cienuduKanys Ha JIEKapCTBEHHBIHN Mpernapar u uX 000CHOBaHUE);

C) AHAIIUTUYCCKUC MCTOAUKH, HCIOJIB3YEMbIC TIpU OCYHICCTBJIICHUU KOHTPOJISI KAa4YCCTBa
JICKApCTBCHHOTO ITperiapaTa JJIis1 MCAUIUHCKOI'O MIPUMCHCHUS

T) AOKYMCHTAJIbHOC IMOATBCPKACHUC (BaJ'II/II[aI_II/IH) AHAIIUTUYCCKUX MCETOAUK, HCIIOJIB3YCMbIX IIPU
OCYHICCTBJIICHNH KOHTPOJIA KAa4€CTBA JICKAPCTBCHHOI'O IMperiapaTta Ajisd MEAUIUHCKOTO IPUMCHCHUA

y) pe3yJIbTaThl aHAJIM30B CEPUI JIEKAPCTBEHHOTO IIpenapara sl MEJUIIMHCKOTO IPUMEHEHMS;
¢) XxapakTepucTuKa NpUMeCcei;

X) NEPCUCHb CTAHAAPTHBLIX o6pa3u0B, HCIIOJIb3YCMBIX TIPpH OCYHICCTBJIICHUU KOHTPOJISI Ka4YeCTBa
JICKApCTBCHHOTO ITperiapaTa JJIs1 MCAUIUHCKOI'O MIPUMCHCHUS

1) IaHHBIE O CTA0MIIBHOCTH JIEKAPCTBEHHOT'O MIpernapaTa Jijisl MEIUIIMHCKOTO IPUMEHEHUSI.
(dactb 5 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. Paznen (bapMaKOHOFHqCCKOﬁ, TOKCHKOJIOTMYECKOM JAOKYMCHTAallMU BKJIIOYACT B cebs OTYETHI O
pe3yibTaTax JOKIMHUYCCKUX HCCIICIOBAHMIA JICKAPCTBCHHOTO CPEACTBA AJIA MCAULUMHCKOI'O IPUMCHCHMNA,
B TOM 4YHUCJIC:

1) oTder o papmMakOIUHAMUYECKUX UCCIEAOBAHUSX;
2) otueT 0 hapMaKOKMHETHUECKUX HCCIETOBAHUSAX;

3) OT4ET O TOKCUKOJIOTHYECKUX UCCIICIOBAHUSIX.
(dacthb 6 B pen. DenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7. Pa3nmen KIMHUYECKOH DOKYMEHTAI[MHM BKJIIOYAET B Ce0sl OTYETHI O pe3yiabTarax KIMHHUYECKHX
HCCIIEI0BAaHU JIEKapCTBEHHOTO Mpenapara A1 MEAULIMHCKOIO IPUMEHEHUS, B TOM YHCIIE:
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1) oryersl 00 wuCCHenOBaHUSIX OHOJOCTYITHOCTH U OHODKBHBAJIEHTHOCTH, WCCIIEIOBAHUSIX,
YCTaHABJIMBAIOIINX KOPPEISIHIO PE3yIbTaTOB, MMOJYYEHHBIX B YCIOBHUSAX in Vitro U in vivo;

2) otueThl 0 PapMaKOKMHETUYECKUX UCCIICTOBAHUSIX;
3) oTueThl 0 papMaKOAMHAMUYECKUX HCCIICIOBAHUSX;
4) OTYeTHI O KIMHUYECKUX HCCIeT0BaHUAX (P PEKTUBHOCTU U OE30MaCHOCTH;

5) OTYET 0 MOCTPETUCTPALIMOHHOM OIIBITE IPUMEHEHUS (IIPU HATTMYUH).
(uacts 7 BBeneHa denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

8. TpeboBanusi kK 00beMy HMH(OPMALIUU, TPEIOCTABIIEMON B COCTABE PETUCTPAMMOHHOTO JIOCHE,
JUIS OTAENBHBIX BUJIOB JIGKAPCTBEHHBIX MPEMapaToB AJS MEAUIIMHCKOTO MPUMEHEHUS YCTaHABIMBAIOTCS
YIOJIHOMOYEHHBIM (peiepaibHbIM OPTaHOM UCTIOTHUTEIHHOM BIIACTH.
(uacts 8 BBeneHna denepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-03)

9. B oTHOmIEHUN JIEKapCTBEHHBIX MPENapaToB, pa3pelIeHHBIX I MEIUIUHCKOTO MPUMEHEHUS B
Poccuiickoit ®depepanuu Oosiee ABaANATH JET U B OTHOUIEHHWH KOTOPHIX HEBO3MOXKHO IPOBEACHHUE
UCCIIeI0BaHUM UX OMO3KBUBAJIEHTHOCTH (32 UCKIIOYEHUEM OMOIOIMUYECKUX JIEKAPCTBEHHBIX IPENapaToB),
JIOMYCKAeTCsl BKIIOYEHHE B COCTaB pasneia (papMakoIOrHuecKol, TOKCUKOJIOTHYECKONH JOKYMEHTAIUN U
pasnena KIMHWYECKOH JIOKYMEHTallMd BMECTO OTYeTa pa3padoTyhMKa O pe3ysibTarax COOCTBEHHBIX
TOKJIMHUYECKUX MCCIICOBAHUN JICKAPCTBEHHBIX CPEACTB M KIMHUYECKUX MCCICIOBAHUIN JICKAPCTBEHHBIX
MpenapaToB i MEJAUIIMHCKOTO MPUMEHEHHUs 0030pa Hay4yHBIX palOT O pe3yJbTarax JOKIMHUYECKUX
WCCEAOBAaHUN JICKAPCTBEHHBIX CPEJACTB M KIMHUYECKUX MCCICIOBAaHUM JIaHHBIX JIEKApPCTBEHHBIX
MpenaparoB, B TOM YHCJI€ BKJIIOYAs OMBIT UX MOCTPErUCTPALIMOHHOTO TPUMEHEHUS.

(dactp 9 BBeneHa denepanbHbiM 3aKk0HOM OT 22.12.2014 N 429-@3; B pen. DeaepaabHOrO 3aKOHA OT
27.12.2019 N 475-®3)

10. TIpu rocymapCTBEHHOH perucTpanuu BOCHPOU3BEICHHBIX JIEKAPCTBEHHBIX IPENapaToB IS
MEIUIUHCKOTO TPUMEHEHHsI JOMyCKAaeTCs BKIIOYEHHE B COCTaB pasjena  (apMakoJIOTHYECKOH,
TOKCHUKOJIOTHUECKON JTOKyMEHTAllUM | pas3felia KIMHUYECKON JOKYMEHTallud BMECTO OT4YeTa
pa3paboTynKa O pe3ylibTaTax COOCTBEHHBIX IOKIMHMYECKHX HCCIIEJIOBAHHMHA JICKAPCTBEHHBIX CPEICTB
0030pa Hay4YHBIX pabOT O pe3ysibTarax JOKIMHUYECKUX HCCIETOBAHHUI peepeHTHOro JeKapCTBEHHOTO
IpenapaTa U MpeiCTaBIeHHE BMECTO KIMHUYECKUX HCCIEIOBAHUM B MOJIHOM OOBEME, YCTAHOBICHHOM
pa3zenoM KIMHUYECKOW OKYMEHTAllud, OT4eTa O pe3yjbTaTaX HCCIeIOBaHUN OMOIKBUBAICHTHOCTH
BOCIIPOM3BEJICHHOTO JIEKAPCTBEHHOTO TIpernapara JUisi MEJUIIMHCKOTO TpuMeHeHus. He Ttpebyercs
MPEJICTABJICHHE OTuYeTa O pe3yibTarax HCCIeAOBaHUNH OMOAKBUBAIIEHTHOCTH BOCIPOU3BEIACHHOIO
JIEKapCTBEHHOI'O Ipenapara Jyisi MEAUIIMHCKOTO IPUMEHEHUS, €CJIM PErUCTPUPYIOTCSI BOCIIPOU3BEICHHBIE
JIEKapCTBEHHbIE Mpernaparhl A1 MEIULIUHCKOTO TPUMEHEHHU s, KOTOPbIE:

1) mpenHasHaueHbl Il NAPEHTEPATBHOTO (MOJKOKHOI'O, BHYTPUMBIIIEYHOIO, BHYTPUBEHHOTO,
BHYTPHUIJIA3HOI'O,  BHYTPHIIOJIOCTHOTO, = BHYTPUCYCTaBHOI'O, BHYTPUKOPOHAapHOIO) BBEAEHUS U
IPEACTABISAIOT COOOH BOAHBIE PACTBOPHI;

2) mpeCTaBISIIOT CO00M PacTBOPHI I EPOPATLHOTO MPUMEHEHUS;

3) mpousBeneHbl B (hOpME MOPOIIKOB WA JTHOPUIN3ATOB JJI IPUTOTOBIICHUS PACTBOPOB;
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4) ABNAIOTCS ra3aMu;

5) ABAAIOTCS YUIHBIMU WM IJIa3HBIMU JIEKAPCTBEHHBIMU IIpenapaTamMu, POU3BEACHHBIMU B popMe
BOJHBIX PACTBOPOB;

6) npeaHa3HAYEHbI 1JI1 MECTHOT'O IPUMEHEHUS U IIPUTOTOBJIEHBI B (JOPME BOJIHBIX PaCTBOPOB;

7) mpencTaBisAOT co0O0M BOIHBIE PACTBOPHI JAJISl UCHOIB30BaHUS B (pOpMe MHTaSIHI C MOMOIIBIO
HeOymaii3epa UM B Ka4eCTBE HA3aJIbHBIX CIIPEEB, MPUMEHSIEMbIX C TIOMOIIBIO CXOJIHBIX YCTPOUCTB.
(uactp 10 BBegena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

11. Jlnsa cnyuyaeB, yka3aHHbIX B mnyHktax | - 3, 5 - 7 wactm 10 Hacrosmend craThu,
BOCITPOM3BEICHHBIN JICKAPCTBEHHBIM Ipenapar JUisi MEIUIMHCKOTO IMPUMEHEHHS JIOJDKEH COJepXkKaTh
TaKHe K€ BCTIOMOTATEIbHBIC BEIIECTBA B TAKUX )K€ KOJIMYECTBAX, KAK U PeEPECHTHBIN JICKapCTBEHHBIH
npenapar. Eciu cocTaBbl BCIIOMOTATENbHBIX BEIIECCTB PA3IMYAIOTCS, 3aSBHTENb JOJKEH IMPEICTABUTH
JIOKa3aTelIbcTBa TOTO, YTO HMCIOJIb3yeMble B JIAHHBIX KOHIIEHTPAIMSAX BCIIOMOTAaTENIbHBIC BEIIECTBA HE
BIMAIOT Ha Oe3omacHOCTh U (WiH) 3(P(EKTUBHOCTH JICKAPCTBEHHOTO IperapaTta Il MEIUIIMHCKOTO
npuMeHeHus. B ciyuae, eciu 3asiBUTEIb HE MOXKET MPEACTABUTH TaKHE J0KA3aTeIbCTBA U (MJIM) HE UMEET
JOCTyNa K COOTBETCTBYIOIIMM JAaHHBIM, OH JOJIKEH IMPOBECTH COOTBETCTBYIOIIME HCCIECAOBAHUS IS
JTOKA3aTelIbCcTBa OTCYTCTBMSI BJIUSHHUS Pa3HBIX BCIOMOTAaTEIbHBIX BEIIECTB WJIM BCIOMOTATEIbHBIX
yCTpoicTB Ha OezomacHOCTh W (Win) 3¢G(HEKTUBHOCTH JIEKAPCTBEHHOTO Mpernapara s MEAUIIMHCKOTO
MIPUMEHEHHUS B COOTBETCTBUH C aKTaMU, COCTABIIAIONIMMU ITpaBo EBpa3suiickoro SKOHOMHUYECKOTO COI03a.
(gactp 11 BBenena deaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03; B pen. denepanbHOTrO 3aKOHA OT
22.12.2020 N 444-D3)

12. ITpu rocyapcTBEHHON perucTpalud KOMOMHAINI paHee 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX
npenaparoB JUisi MEIUIMHCKOTO TPUMEHEHHS JIOMYCKAeTCs BKIIOUYEHHE B COCTaB  pasjena
(hapMaKoIOTHYecKoi, TOKCHUKOJIOTUYECKON MOKYMEHTAallMd M pasjieia KIMHUYECKOW TOKYMEHTalluu
BMECTO OT4YeTa pa3paboTyMka O pe3ynbTaTax COOCTBEHHBIX JOKIMHUYECKUX HCCIEIOBaHUMN
JIEKapCTBEHHBIX CPEICTB 0030pa Hay4yHBIX paboOT o0 pe3ynbraTax JAOKIMHUYECKHX MCCIEIOBAHUIMA
pedepeHTHBIX JICKAPCTBCHHBIX TIPENapaToB, BXOMAINIMX B COCTaB KOMOWHAIIMU JICKAPCTBEHHBIX
MpernapaToB, U 00 OTCYTCTBUH UX B3aUMOJICHCTBUS B OJIHOH JIeKapCTBEHHOU (hopMe.

(dactp 12 BBenena denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

13. Ha »skcnepTu3y pas3MYHbIX JIEKAPCTBEHHBIX ()OPM OJHOTO U TOTO XK€ JEKapCTBEHHOTO
mnmpenapara Uil MEJULUHCKOIO IPUMEHEHHs 3asBUTEIb IPEACTABISACT OTACIbHBIC 3asABJICHHUS U
pEerucTpaoHHbIe JOChE Ha KaXAylo JeKapCcTBeHHYI0 (Gopmy. Ilpu ycioBuM oHOBpeMEHHOM 1o1auu Ha
OKCHEPTU3y OTHOW JIEKapCTBEHHOH (OPMBI C Pa3IMYHBIMU JTO3UPOBKOW, KOHIEHTpAIMEH, 0O0beMOoM
3asiBUTEIIb MIPEACTABIAET OJHO 3asBJICHUE U PETUCTPALMOHHOE JOChE C MPUIOKEHUEM MAKETOB YIIaKOBOK
Ha KaXIYIO JO3UPOBKY, KOKIYIO0 KOHIICHTPALUIO, KAK/BIH 00bEM M KaXKI0€ KOJUYECTBO J03 B YIIAKOBKE.
(dactp 13 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

14. Tlpu TOCYmapCTBEHHOW perucTpanuu OppaHHOTO JIEKAPCTBEHHOTO TIperapara 3asBHTEIb
MpesicTaBiIsieT HHPOpMAIINIO, HEOOXOAUMYIO U (OpMHUPOBAHUS pa3jiena KIMHUYECKON JOKyMEHTAIUH,
B 00beMe, YCTAaHOBJICHHOM YITOJTHOMOYEHHBIM (eZepaabHbIM OpPraHOM HCIIOTHUTEIBLHOM BIACTH.

(dactp 14 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

15. Ipu peructpanmu OHOIOTHYECKOTO JIEKAPCTBEHHOIO Mperapara, MOJy4YeHHOrO H3 KpPOBH,
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IUIa3Mbl KpOBH 4YCJIOBCKA, B COCTABC PCTUCTPALMOHHOTO AOCHE Ha HeKapCTBeHHLIﬁ mnpemapar i
MCIUIHUHCKOI'O MPUMCHCHUS JOJIKHBI OBITh MMpEaACTAaBJICHBI JOIMMOJIHUTCIIBHO!

1) B pa3gene JOKYMEHTAallMM aJIMUHUCTPATUBHOTO XapakTepa JIOKYMEHT, COJAep Kaluit
nHpOpMaLKI0 0 cyOBbeKTax OOpalleHus] JOHOPCKOH KPOBU M (MJIM) €€ KOMIIOHEHTOB, O TOM, TJe OblLia
OCylllecTBIieHa JoHalus (KpOBM M (WMIM) IJIa3Mbl KPOBH), a Takke JaHHbIe 00 HWH(PEKIHOHHBIX
3a00JIeBaHUAX, MEPEHAOIIUXCA MNapeHTepaIbHBIM MyTeM, HH(popMamus o cyObekTax oOpamieHus
JOHOPCKOW KpOBU M (WJIM) €€ KOMIIOHEHTOB, B OTHOIIEHHMH KOTOPBIX OCYIIECTBISETCS KOHTPOIb
JIOHOPCKOM KPOBU U (WJIH) €€ KOMIIOHEHTOB;

2) B pazzaene XUMUYECKOH, (hapMarieBTHUECKON U OMOIIOTMYECKOM TOKyMEHTAIIUU:

a) KPUTEPUH M CIOCOOBI 0TOOPA, TPAHCIIOPTHPOBAHUS M XPAHEHUS TOHOPCKOH KpOBH M (MIIM) ee
KOMIIOHEHTOB;

0) pe3ynbTaThl UCCIEAOBAHUI OTOOPAHHBIX JOHOPCKOW KPOBH M (MJIM) IJIa3Mbl KPOBU U IYJIOB Ha
Hamyuue Bo30yauTeneid WHQEKnMH, BKIOYas WHPOpManuioo 00 HCIOJIb30BaHHBIX METOIUKAX
WCCIIC/IOBAaHUI HM B Cllydyae MCCIEIOBAaHMS IIyJIOB IUIa3Mbl KPOBHU PE3yJbTAaThl JOKYMEHTAJILHOTO
MOATBEP>KACHUS (BaJIMIAIIMN) UCTIOIB30BAHHBIX METO/IUK;

B) TEXHUYECKHE XapaKTEPUCTUKHU YIAKOBKU JJi1 0TOOpa JTOHOPCKOM KpOBU U (WJIM) IJIa3Mbl KPOBH,
BKJIFOYast HHGOpMalHio 00 UCIIOIb30BaHHBIX PACTBOPAX AHTHKOATYJISIHTOB.
(dactp 15 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

16. KiimHnueckue uccienoBaHus JIEKapCTBEHHOIO Ipernapara uisi MEAUIMHCKOIO MPUMEHEHHS B
LEJIIX €ro TroCyIapCTBEHHOW perucrpauuu mnpoBojarcs B Poccuiickonn ®enepauvii B MHOPSAKE,
YCTAaHOBJIICHHOM cTaThsiMu 38 - 44 Hnactosmero ®PexaepanbHOro 3akoHa. OTyeT O MPOBEACHHBIX
HCCJIEIOBAHUAX BKJIKOYAETCS B COCTAaB pas3jiefla KIMHUYECKOW JOKYMEHTAUUHU PErMCTPAMOHHOTO JI0CHE
Ha JIEKQpCTBEHHBIA MpenapaTr il MEIUUHUHCKOrO IpUMEHEHUus. /[ JexkapCTBEHHBIX IpenapaTroB s
MEIHMIMHCKOTO MPHUMEHEHHS, B OTHOIICHUM KOTOPBIX B PE3YJIbTATE€ IKCHEPTU3BI JTOKYMEHTOB,
MPEACTABICHHBIX JJIsl OINpPEACIICHUS] BO3MOXKHOCTU pPacCMATPUBATh JIEKAPCTBEHHBIM MHpenapar ajs
MEJUIIMHCKOTO MPUMEHEHUsS B KadyecTBE Op(aHHOTO JIEKAPCTBEHHOI'O Mperapara, Takash BO3MOXKHOCTH
MPpU3HAHA M B OTHOUIEHUWM KOTOPBIX IPOBEACHBI KIMHUYECKUE HCCIEIOBaHUS, BBIIIOJIHEHHbIE 3a
npenenamu  Poccuiickoii ®denepanuu B COOTBETCTBUU C TIPaBHJIAMHM  HajJIeXkaled J1abopaTopHOU
MPaKTUKU W TpaBUIaMH HaJJIekKAUIEH KIMHUYECKOM NPaKTHUKH, JIONMYCKAETCs BKJIOYEHUE B COCTaB
pa3iena KIMHUYECKOW JOKYMEHTAalUMH BMECTO OTYETAa O PE3YIbTaTaxX KIMHUYECKUX HCCIEHOBAHMI
JIEKApCTBEHHOTO IpernapaTa JJii MEJMUUHCKOro IPUMEHEHUs, IPOBeIeHHbIX B Poccuiickoit denepauuu,
OT4YETa O PE3yibTaTaX KIMHUYECKUX MCCIEAOBAaHUM, BBIIOJIHEHHBIX 3a IpeaenaMu Poccuiickon
®Oenepanuu.

(dactp 16 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

17. B ciydae HeNpencTaBICHUS C 3asBICHUEM O IOCYAAPCTBEHHOM PErMCTpaluy JEKapCTBEHHOIO
npenapara Juisi MEJUIUHCKOTO ITPUMEHEHHUs JOKYMEHTOB, IOATBEPKAAOIUX YIUIATY TOCYJapCTBEHHON
NOLIIMHBI M YyKa3aHHbIX B nyHKTe 10 wactu 2 HacrosAmeW CTaTbd, a TaKXE BbIIABAEMBIX
(mpenocTaBiIsieMbIX) — YHOJHOMOYEHHBIMH  (DeflepalibHBIMA ~ OpTaHAMH  WCHOJHHUTENBHOM  BIAcTH
JOKYMEHTOB (CBE€HUIl), YKa3aHHBIX B IMYHKTax 3 W 4 yacTu 4 HACTOSIIEH CTaTbM, YHOJIHOMOYEHHBIH
(benepanbHBIi OpTaH HWCIHOJTHHUTEIBHOW BIIACTH 3alpallidBacT YKa3aHHBIE TOKYMEHTHI (CBEICHHS) B
HOpsAKE MEXBEIOMCTBEHHOIO MH(POPMALIMOHHOTO B3aUMO/IEHCTBHSL.
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(uacth 17 B pen. @eaepanbHoro 3akona ot 27.12.2019 N 478-D3)

18. He momyckaeTcs WCIOJIB30BAaHUE B KOMMEPUYECKHMX IeNIIX HWHGOPMAIMU O pe3ysibTaTrax
JOKJIIMHUYECKUX UCCIIEIOBAHMI JIEKAPCTBEHHBIX CPEJICTB M KIIMHUYECKUX MCCIECIOBAHHM JIEKAPCTBEHHBIX
IIpernapaToB i MEIULUHCKOIO IMPUMEHEHMs], MNPEICTABICHHON 3asBUTENEM JUIsl TOCYJIapCTBEHHOMN
perucTpaluy JIEKapCTBEHHOTO Ipemapara, 0e3 ero corjacuss B TEYEHHWE MIeCTH JIET C JIaThl
rocy/1apCTBEHHOW perucTpaunu pedepeHTHOro JeKapcTBeHHOro npenapara B Poccuiickoit denepanuu.
(uactp 18 BBegena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

19. llepxatenp Win BiAJENEl] PErUCTPALMOHHOIO YAOCTOBEPEHUs JIEKAPCTBEHHOrO IperapaTra Ha
OMOTEXHOJIOTMUECKUN WM Op(aHHBIN JIEeKapCTBEHHBINA MpenapaT 00s3aH MPeJOCTaBIsATh Ha BO3ME3AHON
OCHOBE 00pa3iibl peepeHTHOr0 JIEKAPCTBEHHOIO Mpernapara 3assBUTENISIM JIJIs1 TPOBEACHUS KIMHUYECKUX
uccinenoBanuii. CtouMocTs o00pas3a peQepeHTHOro JIEKApCTBEHHOIOo IMperapara, BKIOYEHHOTO B
MepevYeHb JKU3HEHHO HEOOXOIMMBIX U BOKHEUIIIMX JIEKAPCTBEHHBIX MPENapaToB, HE JOJKHA MPEBHIIIATh
3aperuCcTPUPOBAHHYIO MPEAETbHYI0 OTIYCKHYIO LIEHYy Ha pedepeHTHBIN JIeKapCTBEHHBIN MpenapaTr Wid
LIEHY Ha JICKapCTBEHHBIN MperapaT B CTPaHE MPOU3BOIUTEIIS.

(uacth 19 BBegena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

20. 3asBI€HHE O TOCYIapCTBEHHOW PErHCTpalMM BOCIPOU3BEACHHOIO JEKApCTBEHHOIO Ipernapara
JUIS MEAMIIMHCKOTO TPUMEHEHUS MOXKET OBbITh IMOJAaHO B YIOJHOMOYEHHBIN (QenepalbHblil opraH
WCIIOTHUTEIBHOW  BJIACTH, OCYIICCTBISIONIMNA TOCYJApPCTBEHHYIO  PETUCTPAIMIO  JIEKAPCTBEHHBIX
MpernapaToB, MO MCTEYCHHHM 4YETBIpEX JeT C JaThl TOCYIapCTBEHHOH perucrpanuu pedepeHTHOro
JIEKapCTBEHHOT 0 Tpemnapara B Pocculickont @enepanuu.
(uacts 20 BBegena PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

21. 3asgBieHHME O TOCYIJAapCTBEHHOH  peructpamuu  OnoaHasoroBoro  (6momnomo0HOTO)
JIEKapCTBEHHOTO Mpenapata (OnoaHanora) MokeT ObITh [TO/IaHO B YIIOJHOMOYEHHBIH (eepanbHblil Opran
WCIIOJIHUTEIBHON ~ BIIACTH, OCYIICCTBIIIIOIIUK  TOCYJAPCTBEHHYIO  PETHCTPAIUIO  JICKApCTBEHHBIX
IpernapaToB, IO MCTEYCHHH TpeX JeT C JAaThl TOCYAapCTBEHHOH perucrpanuu pedepeHTHOTOo
JIEKapCTBEHHOT O Tpernapara B Poccuiickont @enepanuu.

(dactpb 21 BBeneHa denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

22. [lepxaTenb WM BIajeiel] PEruMCTPAllMOHHOTO YAOCTOBEPEHUsS JIEKApCTBEHHOrO Ipernapara
MIPEJICTABIsIeT B YIOJHOMOYEHHBINH (eaepanbHblii OpraH HMCIOJMHUTEIBHONW BIIACTH, OCYLIECTBIISIFOIIMIA
(GYHKIMK IO KOHTPOJIIO U HAJ30py B cepe 3ApaBOOXpaHEHHS, OTUET 10 pe3ysbTaTaM (hapMakoHaI30pa
OJIMH pa3 B LIECTh MECALIEB B TEUCHUE ABYX JIET MOCJE FOCYAapCTBEHHON PEruCTpally JIEKapCTBEHHOTO
npemnapara B Poccuiickoii denepanuu, €XKEroJHO B TEUCHHUE MOCIEAYIOMMNX TPEX JIET U B JAAJIbHEHIIEM
OJIMH pa3 B MATH JET.

(dactp 22 BBeneHa denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

Cratba 19. [puHATUE pelleHMA O BblAaye 3KCMEePTHOMY YYpexAeHUI0 3aflaHMA Ha
npoBeAeHMe 3KCNepTU3bl NeKapCTBEHHOro cpeacTBa
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. B Teuenue necatu pabouux JHEH cO JHS MPUHATHS 3asBJIEHUS O FOCY1apCTBEHHOW perucTpanuu
JEKapCTBEHHOI'O  Ipernapara  COOTBETCTBYIOLIMM  yIOJIHOMOYEHHBIH  ¢enepaibHbIi  opras
WCTIOJTHUTEJIBHOW BJIACTH MPOBOAMUT MPOBEPKY IMOJIHOTHI, JOCTOBEPHOCTH M MPABMIIBHOCTH O(QOPMIICHHS
IIPEJICTABICHHBIX JOKYMEHTOB DPETMCTPAallMOHHOIO JOChE Ha JIEKAPCTBEHHBIM IIpernapar U IPUHUMAET
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PCLUICHUC O BbIAAYC 3a/laHHA HA IIPOBCACHUC:

1) skcrepTU3bl JOKYMEHTOB, IPEJICTABJIECHHBIX JUIS ONpPENEICHHMS] BO3MOXKHOCTH paccMaTpUBaTh
JIEKapCTBEHHbIN Mpenapar i MEIUIUHCKOIO NPUMEHEHHS IpPU OCYLIECTBICHHM TOCYJapCTBEHHOMN
perucrpanuu B kKauecTBe ophaHHOr0 JIEKApCTBEHHOIO IIpernapaTta;

2) OKCIICPTHU3LI JICKAPCTBCHHOI'O CPCACTBA B YaCTHU 3KCIICPTHU3bI KAaUCCTBA JICKAPCTBCHHOI'O CPCIACTBA
MU 3KCIICPTU3BI OTHOIICHUA O)KI/IZ[aGMOI\/JI IMOJIB3bI K BO3MOXHOMY PHCKY HNPHUMCHCHHUA JICKAPCTBCHHOI'O
npceraparta 1 MCAUIUHCKOT'O IIPUMCHCHUA

3) sKCHepTU3bl JIEKAPCTBEHHOI'O CPEJACTBA B YACTU HKCIEPTU3bl KAYECTBA JIEKAPCTBEHHOI'O CPE/ICTBA
U DKCIIEPTU3bl OTHOLIEHUS OKMIAEMOM IIOJIb3bl K BO3MOXKHOMY PHUCKY IPUMEHEHHS JIEKAPCTBEHHOI'O
mpenapara i MEAMIIMHCKOIO IIPUMEHEHHMS B MOPSAAKE YCKOPEHHOM IpOLEAYypbl 3KCIEPTU3bI
JIEKapCTBEHHBIX CPENICTB B COOTBETCTBUU CO CTaTheil 26 HacTosmero denepanbHOro 3aK0Ha;

4) bsKcmepTUs3bl JICKAPCTBEHHOTO CpEJACTBA B OTHOIICHUH JIEKAPCTBEHHOrO IIpenapara jis
BETEPUHAPHOTO MPUMEHECHHSI.

2. YNOTHOMOYEHHBIN (enepaabHblil OpraH UCIOJHUTEIHHOM BIIACTH YBEAOMIIAET B 3JICKTPOHHOU
dbopMe unum Ha OyMa)KHOM HOCHUTENE 3asBUTENS U SKCIEPTHOE YUPEXKICHHE O MPHUHITOM PEIICHUU O
BbIJIaY€ 3aJaHUI Ha MPOBEICHUE IKCIIEPTU3, IPEAYCMOTPEHHBIX YaCThO | HACTOSIIEH CTAThH, U B CIIy4ae
HeoOXOMMOCTH O BbIJaue paspelieHus Ha BB03 B Poccuiickyro denepaiuio KOHKPETHOM MapTHH, CEPUU
3apETUCTPUPOBAHHBIX W (WJIM) HE3apPETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJACTB WM 00 OTKasze B
MIPOBEACHUU MPETYCMOTPEHHBIX KCIEPTU3 C YKA3aHUEM IPUUYMH TaKOr'0 OTKAa3a.

3. B ciydae BBISBIEGHUS OTCYTCTBUS WJIM HEIOCTOBEPHOCTH WH(OpPMAIMHU, COACpIKALIeHcs B
IIPEJCTABICHHBIX 3asBUTENIEM JIOKYMEHTaX, YIOJHOMOUYEHHBIH (elepanbHblii OpraH HCHOIHUTEIbHON
BJIACTH HANpaBIAET 3asBUTENIO0 3ampoc 00 YTOYHEHMH OTOW HWHPOpManuu (namee - 3ampoc
YIIOJIHOMOYEHHOTr0 (heIepabHOI0 OpraHa MCIOJIHUTENBbHOM BJIACTH), KOTOPBIM MOXET ObITh IepelaH
YIOJHOMOYEHHOMY MPEJCTABUTENIO 3asBUTEINS JIMYHO IO/l PACHMCKY, HANpaBJIEH M0 MOYTE 3aKa3HbIM
IUCbMOM WJIM TI€peJiaH B JIEKTPOHHOU (popMe M0 TeIeKOMMYHMKALlMOHHBIM KaHallaM CBsi3U. B cimyuae
HaIpaBJIEHUsl 3alpoca YIOJHOMOYEHHOIO (pelepaJbHOrO OpraHa MCIOJHUTENbHONW BIACTH MO IOYTE
3aKa3HbIM IIMCBMOM OH CYMTAETCS IOJIYYEHHBIM II0 MCTEYCHMM WIECTH JHEW C JaThl HaIlpaBJICHUS
3aKa3HOr0 MHUCHMA.

4. 3asBuTenb O00s3aH MPEACTABUTH OTBET HAa 3allpoC YIMOJIHOMOYEHHOTO (HenepaabHOro OpraHa
WCIIOJIHUTEIIFHON BJIACTH B CPOK, HE MPEBBIMIAIONINKI JEBIHOCTa PabOYMX JHEH CO JHS €ro MOJyYCHUS.
Cpok, yka3aHHBIH B 4yacTH | HACTOAIIEH CTaThH, MPHUOCTAHABIMBACTCS CO JHS HAMPABICHUS 3asBUTEIIO
3arpoca YHoJHOMOYEHHOTO (eAepabHOTO OpraHa HCIOJHHUTEIBHON BIIACTH IO JHS TOJNYYCHHS UM
COOTBETCTBYIOIIIETO OTBETA.

5. OcHOoBaHHEM JJIsl OTKa3a B OpraHU3allMy SKCIEPTU3, MPEAYCMOTPEHHBIX YacThio | HacTosei
CTaThH, SBISETCA IPEJICTABICHUE HEOOXOMUMBIX [UIs IPOBEACHUS IPEAyCMOTPEHHBIX HSKCHEPTHU3
JIOKYMEHTOB B HENOJIHOM O0BbEME WJIM HENPEACTABICHUE 3asBUTEIEM B YCTAHOBJICHHBIH CPOK OTBETA Ha
3alpoc YHOJHOMOYEHHOIO (e/iepaibHOro OpraHa HCHOJHHUTENBbHOM BIACTH, a TakKXKe Ipe/CTaBlICHUE
JIOKYMEHTOB, HE COJIEPKalNX NCUYEPIBIBAIOIIETO MTEPEUHsI HEOOXOJUMBIX CBEICHUH.

6. [Ipu oTka3e B OpraHu3aluy SKCIEPTHU3bI, MPEAYCMOTPEHHOW MyHKTOM 4 uyactu | Hacrosuiei

www.consultant.ru Crpannma 50 u3 139
HaJe:KHasl IPpaBOBasl NMOAIEPKKaA


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

Oenepanbhblil 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

CTaThH, IOKYMEHTBI, BXOJSIIME B COCTaB PErMCTPAIMOHHOTO JIOChE Ha JICKAPCTBEHHBIM IMperapar s
BCTCPUHAPHOI'O NPUMCHCHHA, MOI'YT 6I)ITI) BO3BpallCHbI 3as4BUTCII0O Ha OCHOBAaHHMU €TI0 MHUCBMCHHOI'O
3arpoca, HalpaBJICHHOTO B YIIOJHOMOYCHHBIN (DeepaibHbIi OpraH MCIOJHUTEIBHON BIACTH B TCUCHUE
TPUIUATH pabOYMX THEH CO AHS NPUHSATHS YIOJIHOMOYEHHBIM (eiepaJbHBIM OPraHOM HCIOJHUTEIHHON
BJIACTH pEIICHUsI 00 OTKa3e B OPraHU3aIlMU TAKOM AKCIEPTU3bL. YTIOJIHOMOYCHHBINA (eiepaabHbIil OpraH
WCIIOJIHUTEIIBHON BJIACTH BO3BPAIACT 3asBUTEIIO YKAa3aHHBIC OKYMEHTHI B TCUCHHUE ACCITH PabOUYUX
JHEW CO JHS MOJYYCHHUSI COOTBETCTBYIOIIETO 3aIpoca 3asBUTEIIS.

(dactp 6 BBenena denepanbabiM 3aKkoHOM OT 02.08.2019 N 297-D3)

Cratba 20. O3kcnepTu3a [OKYMEHTOB, TpeAcTaBrieHHbIX ANA  onpeaeneHus
BO3MOXHOCTM paccMaTpuBaTb JleKapCTBEeHHbIW npenapat Ansa  MeAUUUHCKOro
NPUMEHEHUA nNpU OCYLIeCTBNEHUM TFOCyAapCTBEHHOW perucTpauum B Ka4vecTBe
opcpaHHOro nekapcTBeHHOro npenapara

(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. OkcnepTuza JOKYMEHTOB, IPEICTABICHHBIX ISl OMPEEICHUS BO3MOXKHOCTH paccMaTpUBaTh
JIEKapCTBEHHBIN Mpenapar il MEIULHUHCKOrO MPUMEHEHHUs MpPH OCYIIECTBICHUH TOCYAapCTBEHHOM
perucrpanuu B KadecTBe Oop(haHHOTO JIEKAPCTBEHHOIO IpernapaTra, COCTABICHUE KOMHUCCHEH JKCIIEPTOB
3aKJIIOYEHUST O BO3MOXKHOCTH WJIM HEBO3MOXKHOCTH pPacCMaTpUBaTh JICKAPCTBEHHBIM TIpermapar s
MEIUIIMHCKOTO TPUMEHEHHUS TPHU OCYIIECTBICHUU TOCYAApPCTBEHHOM pErucTpallii B KadyeCTBE
ophaHHOr0O JEKapCTBEHHOI'O Mpernapara W HaNpaBlI€HUE JaHHOTO 3aKIIOYEHHS] B YIOJHOMOYEHHBII
denepanbHBIA OpraH MCTIOJHUTEIHLHOW BIACTH OCYIICCTBIIIOTCS B CPOK, HE MPEBBIMAIONINN TPHALATH
pabounx qHEH co THS MOJyYeHHUs SKCIIEPTHBIM YUPEXKICHUEM 3aJJaHus YIIOJTHOMOUYEHHOTO (efepaibHOro
OpraHa UCIOJHUTEIILHON BIACTH M B AJICKTPOHHOU (opMe WM Ha OyMa)KHBIX HOCHUTEISIX HEOOXOIUMBIX
JOKYMEHTOB, yKa3aHHbIX B IyHKTax 1, 2, 5, 6, 10 wactu 4 u B uvactu 7 crarbu 18 HacTosmero
denepanbHOro 3aKOHa.

2. JIoKyMeHTBI, coJlieprKallluecsi B PErucTPallMOHHOM JOCh€ Ha JICKApCTBEHHBIN Ipernapar |
MOCTYIHUBIINE Ha OyMa)XHBIX HOCHTEJISIX B OKCIIEPTHOE YUPEXKICHHE JIJIsl OCYIIECTBICHHS UX SKCIEPTU3bI
Ul OIpeJesieHHs BO3MOYKHOCTH paccMaTpuBaTh JICKApPCTBEHHBIM Ipemapar [ais MEAMLHMHCKOTOo
NpUMEHEHHs B KadyecTBE Op(QAHHOTO JICKApPCTBEHHOTO IMperapara, TOJIeKaT BO3BpaTy B
YIIOJIHOMOYEHHBIN (hefiepalibHblii OpraH MCIOJHUTEIbHOM BJIACTH OJHOBPEMEHHO C 3aKIFOUEHUSIMU
COOTBETCTBYIOIIUX 3KCIEPTHU3.

CraTtbsa 21. PewweHne 0 BO3MOXHOCTU paccMaTpuBaThb JIeKapCTBEHHbLIN Npenapar npu
ocyLecTBIIeHUN rocynapcTBeHHOM peructpauum B KayecTBe opcpaHHOro
neKkapcTBeHHOro rpenapara

(B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

1. B cpok, He mpeBbIIIAOIUI NATH paboUYUX JTHEH cO THS MOJIyuyeHUs 3aKIIOUCHMs], YKa3aHHOTO B
gyactu 1 crarbu 20 Hacrosimero ®denepanbHOro 3aKkoHa, YHNOJHOMOYEHHBIH (enepaabHblii OpraH
UCIIOJHUTEJIBHOM BIJIACTH OCYIIECTBISET OLEHKY IIOJIyYEHHOI'O 3aKJIIOYEHHs JUIs ONpEIeNeHHUsl €ro
COOTBETCTBHS 3a/laHUI0 HAa IMPOBEACHHE COOTBETCTBYIOLIEH AKCIEPTU3bl U YBEIOMIISET 3asiBUTENS B
JIEKTPOHHON ¢opMe uiIM Ha OyMa)XHOM HOCHUTENE O pe3ylbTaTaX IpPOBEAECHHOW 3KCHEPTU3bl C
IPUIIOKEHUEM KOIIMHU SKCIEPTHOTO 3aKII0YEHUs (C COXpaHEeHHEM KOH(UIACHIMAIBHOCTH UH(OpMaIK O
COCTaBE€ 3KCIEPTHOM KOMHCCUM) U O BO3MOKHOCTH HJIM HEBO3MOXKHOCTH pacCMaTpUBaTh JIEKAPCTBEHHBIN
npenapar A MEJUIMHCKOTO NPUMEHEHUS INpPU OCYIIECTBICHUU TOCYAAPCTBEHHOM perucrpanuu B
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Ka4yCCTBC Op(baHHOFO JICKapCTBCHHOI'O IIpCIiapara.

2. Ilpu BbIHECEHUMM KOMMCCHEW DSKCIEPTOB 3aK/IIOUYEHHS O BO3MOXKHOCTH paccMaTpUBaTh
JIEKapCTBEHHbIN Mpenapar i MEIUIUHCKOIO NPUMEHEHHS IpPU OCYLIECTBICHHM TOCYJapCTBEHHOMN
perucTpanyy B KauecTBe OppaHHOTO JIEKAPCTBEHHOTO MpernapaTa yIoJIHOMOUYSHHBIH (enepaabHblii OpraH
HCIIOJHUTEJIBHOM BJIaCTH B CPOK, HE NPEBBIMIAIOIIMN MATH pabouux AHEH cO THS MOJY4YEHMs JaHHOTO
3aK/IIIOYCHHA, IMMPUHUMACT PpPCHICHUC O BbIAAYC 3aldHUA HaA HPOBCACHUC OKCICPTU3BI KaducCTBaA
JIEKapCTBEHHOI'O CPEJCTBA M HKCHEPTH3bl OTHOIICHUS OXUIAEMOM IOJb3bl K BO3MOXKHOMY PHUCKY
MNPUMCHCHUA JICKAPCTBCHHOI'O0 Impfcrapara A MEAULIUHCKOIO MNPHUMCHCHUSA B IOPAOKC yCKOpeHHOfI
IpOLeypbl SKCHEPTU3bl JIEKAPCTBEHHOI'O CpEACTBA B COOTBETCTBUM CO CTaTheil 26 HACTOSAIIEro
denepanbHOro 3aKOHa.

3. B cinyyae npuHATUS pelIeHUs] O HEBO3MOXKHOCTH PAacCMaTPHUBATh JIEKAPCTBEHHBINA Ipenapat JUls
MEIUIMHCKOTO MPUMEHEHHUs IpPU TOCYJApCTBEHHOM  perucTpauud B  KadecTBe Op(aHHOTO
JIEKapCTBEHHOI'0 Iperapara yYINOJHOMOYEHHBIH (elepanbHblii OpraH HUCIOJHUTEIBHOW  BJIACTH
IIPEKpallaeT IpoLeaypy roCyJapCTBEHHON PErucTpalyy JeKapCTBEHHOIO Ipenapara. 3asBUTEIb BIIPaBe
00paTUTbCS B PErUCTPUPYIOLIMIA OpraH C 3asBJICHHEM O TOCYIapCTBEHHOW PErucTpaluu yKa3aHHOTO
JIEKapCTBEHHOI'0 IIperapaTa B COOTBETCTBUU CO cTaTheil 18 HacTosimero @enepaibHOro 3aKOHa.

CraTtba 22. YTpatuna cuny ¢ 1 nronsa 2015 ropa. - ®eaepanbHbIM 3aKoH oT 22.12.2014
N 429-®3.

Ctatba 23. 3KcnepTu3a KavecTBa JIeKapCTBEHHOro cpeacTBa M 3KcnepTusa
OTHOLLUEHUA OXWAAeMOMW MOoSfib3bl K BO3MOXHOMY PUCKY MPUMEHEHUs1 rieKapCTBEHHOro
npenapara AnA MeAULUHCKOro npumMeHeHus

(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. DkcnepTu3a KayecTBa JIEKapCTBEHHOI'O CPEJICTBA M SKCIEPTU3a OTHOLIECHUS O0KUJAEMON IOJIb3bI
K BO3MOXHOMY PHUCKY IPUMEHEHUS JIEKapCTBEHHOI'O Ipenapara i MEJUILUHCKOTO IPUMEHEHHS,
COCTaBJICHUE KOMHUCCUSMHU OJKCHEPTOB 3aKJIIOYEHUH 10 pe3yibTaraM IPOBEACHHBIX JSKCIEPTU3 U
HampaBjIeHUE ATHUX 3aKIIOYEHUI B YNOJHOMOYEHHBIH (hefepalbHblii OpraH HCHOJHUTENBbHON BIIACTH
OCYILECTBIISIIOTCSA B CPOK, HE MPEBBIIIAIONININ CTa AeCATH pabouuX AHEH CO JHS MOIY4YEHUs HKCIEPTHHIM
YUPEXIEHUEM COOTBETCTBYIOLIETO 3aJaHUs YIOJIHOMOYEHHOrO (eiepajbHOr0 OpraHa HCHOJHUTEIbHON
BJIACTH M HEOOXOAUMBIX JIOKYyMEHTOB B DJIEKTPOHHOU (pOopMe MiIh Ha OyMaKHBIX HOCHUTEIISX.

2. B TeuyeHue AEBSHOCTAa JHEH CO JHA MOJYYEHHUS PEIIEHUS YNOJIHOMOYEHHOTO (eaepanbHOro
OopraHa HCIIOJHUTEIBHOW BJIACTH O INPOBEACHUM OJKCIEPTHU3, IIPEAYCMOTPEHHBIX 4YacTblO | Hacrosuiein
CTaTbH, 3asABUTENIb INPEIACTABIAET B JKCIEPTHOE YYPEKACHHUE I IIPOBEACHMS DKCIEPTU3bl KayeCTBa
JIEKApCTBEHHOTO CpEICTBa 00pa3lpl JIEKAPCTBEHHOIO Tpenaparta Uil MEIUIIMHCKOTO TNPUMEHEHUS,
IIPOU3BEACHHOIO0 B COOTBETCTBUU C TPEOOBAHUSMH ONBITHO-IPOMBIIIJIEHHOTO U (MJIM) MPOMBIIIIEHHOTO
pErIaMEeHTOB, YTBEPKJICHHBIX PYKOBOAMUTENIEM IPOM3BOJIUTENS JIEKAPCTBEHHBIX CPEICTB, a TaKXKE B
COOTBETCTBYIOLIMX CIIy4asx oOpa3libl (papMalieBTUYECKON CyOCTaHLIMH, TECT-IITAMMAa MUKPOOPIaHU3MOB,
KYJIBTYpBI KJIETOK, 00pa3Ilbl BEIECTB, IPUMEHIEMBIX JIUIsI KOHTPOJISl KauecTBa JIEKApCTBEHHOTO CPEICTBA
IIyTE€M CPaBHEHHUS C HUMH HCCIIEAYEMOI0 JIEKAPCTBEHHOT'O CPEACTBA, B KOJIMUYECTBAX, HEOOXOAUMBIX JUIS
BOCIIPOM3BEICHHSI METOJOB KOHTPOJIS Ka4eCTBa.

3. Ilpu momydeHun oOpa3IOB JIEKAPCTBEHHOrO Mpemnapara U (apMaleBTHUECKOH CyOCTaHIMN
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SKCIEPTHOE YUPEKIACHUE BBIIACT 3asBUTEIIO0 JIOKYMEHT, IMOATBEPKIAIOIMIMI MOIyYeHHE YKa3aHHBIX
00pa3IoB, U B CPOK, HE MPEBHIMIAIOIINN TPeX padOYnX JHEH, YBEJOMIISIET B JIGKTPOHHOU (hopme wim Ha
OyMa)XHOM HOcHTEJIe 00 3TOM YIOJIHOMOYEHHBIN (heiepabHbIi OPraH UCIOJHUTEIBHOM BIACTH.

4. Yka3aHHbIE B 4acTsX 2 ¥ 3 HACTOSILIEH CTaTbU CPOK JJIS IIPEJICTABICHUS 3asiBUTEIEM 00pa3lioB
JIEKapCTBEHHOI'0 Ipenapata M (apMaleBTUYECKOH CyOCTaHIIMM M CPOK YBEAOMIIEHHUS SKCHEPTHBIM
yupexxaenneM 00 53ToM Ha OyMaXHOM HOCHTENE YIOJHOMOYEHHOTO (heaepabHOrO OpraHa
WCIIOJIHUTEJIBHOM BJIACTU HE BKIIIOYAIOTCA B CPOK IIPOBEIEHUS HKCIEPTHU3, MPEIYCMOTPEHHBIX 4acThio |
HAaCTOSILIEH CTaThU.

5. JIOKyMEHTBI, IIOCTYIMBLIME B OKCIEPTHOE YUPEXKICHHE M TPOBEACHHUS DKCIEPTH3,
MPEIYCMOTPEHHBIX YaCThIO | HACTOAIICH CTAaThH, MOAJIECKAT BO3BPATY B YIIOJIHOMOYCHHBIN (peepanbHbIi
OpraH MCIOJHUTEIBbHOM BJIACTH OJHOBPEMEHHO C 3aKIIYEHUSMH, IOIYYCHHBIMU II0 peE3yJbTaTam
COOTBETCTBYIOIIMX IKCIIEPTHU3.

Ctatba 24. J3KcnepTu3a Ka4vecTBa JIeKapCTBEHHOro cpeacTtBa M 3KcnepTusa
OTHOLUEHMA OXMAAEeMOW NOJib3bl K BO3MOXHOMY PUCKY NPUMEHEHUA JeKapCTBEHHOro
npenapara Ansi BeTepMHapHOro NnpMmMmeHeHus

1. DkcnepTu3a KayecTBa JIEKApCTBEHHOI'O CPEJICTBA M SKCIEPTU3a OTHOIIECHUS O0KUJAEMON IOJIb3bI
K BO3MOXKHOMY pPHUCKYy NpPHUMEHEHHUs JIEKapCTBEHHOIO Ipernapara i BETEPUHAPHOTO MPUMEHEHHUS,
COCTaBJICHUE KOMHUCCHSIMHM OKCIEPTOB 3aKIIOYEHHH IO pe3ysibTaTaM YKa3aHHBIX JKCHEPTU3 U
HalpaBlieHWE TaKUX 3aKIIOYEHU B YIOJIHOMOYEHHBINH (efepanbHbIi OpraH HCIOJIHUTEIHHOW BIACTU
OCYILECTBIISIIOTCSA B CPOK, HE MPEBBIIIAIONININ CTa AeCATH pabouuX AHEH CO JHS MOIY4YEHUs IKCIEPTHHIM
YUPEKIECHUEM 3aJaHus YIOJIHOMOUYEHHOro (elepalbHOrO oOpraHa HCIOJIHUTEIBHOM BIIACTH C
JOKYMEHTaMHU, YKa3aHHbIMU B yacTu 3 craThu 17 Hacrosmero @enepanbHOro 3aKOHa.
(B pen. @enepanbHbix 3akoHOB 0T 22.10.2014 N 313-D3, ot 13.07.2015 N 241-D3)

2. B Tedyenme Tpuanaté paboOYMX JTHEH CO JHSA TOJYYCHUS PEIICHUS YIIOJIHOMOUYEHHOTO
(benepanbHOro OpraHa UCIOJHUTEIILHOW BIACTH O MPOBEICHUH YKAa3aHHBIX B YacTH | HACTOSIIEH CTaThH
IKCIIEPTH3 3aBUTEIb MPEJCTABISET B SKCICPTHOE YUPEKICHHUE IS IPOBEICHUS IKCIEPTH3BI KauecTBa
JICKApCTBEHHOTO CPEJCTBa 00pasllbl JIGKAPCTBEHHOTO TMpernapara Jjis BETEPUHAPHOTO NPUMCHEHUS,
MIPOM3BEICHHOTO B COOTBETCTBUU C TPEOOBAaHUSMHU TEXHOJIOTHYECKUX PETIAMEHTOB, YTBEPIKICHHBIX
PYKOBOJIUTENIEM IPOU3BOJMUTEINS JICKAPCTBEHHBIX CPEIICTB, & TAKXKE B COOTBETCTBYIOIIMUX CIIyYasx
TECT-IITAMMBI MHKPOOPTAaHHU3MOB, KYJIBTYPBl KJIETOK, 0Opa3ibl (apManeBTUYECKOW CyOCTaHITUH,
00pasibl BEUIECTB, PUMEHICMbIC Ui KOHTPOJS KauecTBa JICKAPCTBEHHOT'O CPEJICTBA, B KOJIMYECTBAX,
HEOOXOIUMBIX JIJISi BOCIIPOU3BEICHIS METOI0B KOHTPOJISI KAa4eCTBa.

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

3. Ilpu momydyeHun oOpa3LOB JIEKAPCTBEHHOTO Mperapara M (apMamneBTUYECKOH CyOCTaHINH
DKCIIEPTHOE YUYPEIKICHUE BBIIACT 3aABUTENI0 JOKYMEHT, IMOATBEP)KIAIOIIMN IOJy4YEeHUE YKa3aHHBIX
00pa3uoB, ¥ B CPOK, HE MPEBBIMIAIOIINN TPEX padOYHNX JHEU, yBEIOMIISIET B MUCbMEHHOU (hopme 00 sTOM
YIIOJIHOMOYEHHBIN (heiepabHbli OpraH UCIOJHUTEIbHON BIACTH.

4. Cpok [nnsi TpencTaBlieHUs] 3asBUTENeM oOpasloB  JIEKAPCTBEHHOI'O Ipemapara u
(dapMareBTHYECKOW CyOCTaHIIMM W CPOK YBEJAOMIJICHUS OJKCIEPTHBIM YYpEXKIECHHEM 00 HSTOM B
MUCBMEHHOU (hOpME YIOITHOMOYEHHOTO (eIepaIbHOTO OpraHa WCIOJHUTEIBHON BJIACTH, YKAa3aHHBIC B
YacTsAX 2 ¥ 3 HACTOSIICH CTaThH, HE BKIIOYAIOTCS B CPOK IPOBEICHUS yKa3aHHBIX B 4acTHU | HACTOSIICH
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CTaTbHU SKCIICPTHU3.

5. JIoKyMeHTbI, OCTYNUBILNE B IKCHEPTHOE YUPEKICHHUE Ji MPOBEACHUS YKa3aHHBIX B yacTu |
HACTOsIILIEH CTaThbM SKCIEPTU3, IOJIeKAT BO3BpaTy B YIOJHOMOUYEHHBIH (QenepanbHblil opraH
VICIIOJTHUTEJIBHOM BJIACTU OJHOBPEMEHHO C 3aKJIFOYEHHUSAMU 110 pe3ysIbTaTaM yKa3aHHBIX DKCIIEPTHU3.

CraTtbsa 25. nOBTOpHoe npoBeaeHune 3KCnNepTu3bl NeKapCcTtBeHHbLIX cpeacTB
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. B cinydasix He1ocTaTouHOW 00OCHOBAaHHOCTH HMJIM HETIOJIHOTHI 3aKIFOUYCHUSI KOMHCCHU 3KCIIEPTOB,
HAIMYUS B HEM IPOTHBOPCUMBHIX JAHHBIX, (aTbCH(PHUKAIINN BBIBOJIOB SKCIIEPTU3BI JICKAPCTBEHHOTO
CpE/CTBa, COKPBITHSL OT YIOJHOMOUYEHHOTO (hefepaibHOTO OpraHa MCIIOJHUTEIBHON BIACTH OCHOBAHHM
IUIE  OTBOJA OKCIEepTa BCIEJACTBHE €ro 3auHTEPECOBAHHOCTH B pe3yjbTaTaX COOTBETCTBYIOLICH
OKCHEPTHU3bl, HAJIMYUS JaHHBIX O NPSIMOM JIMOO KOCBEHHOM BMENIATEIbCTBE B  IMPOIECC
COOTBETCTBYIOIIEH IKCIIEPTHU3BI JIUI], HE yJaCTBYIOIIMX B €€ MPOBEJICHUHU, HO OKA3aBIIUX BIUSHUE Ha
IpoIecC M PE3yJIbTAaThl €€ MPOBEACHUS, YIOJHOMOYCHHBIM (ellepaabHBIM OPraHOM HCIOJHHUTEIBHOM
BJIACTH HAa3HAYAETCs IOBTOPHAS SKCIIEPTH3A JIGKAPCTBEHHOTO CPEJCTBA U (MJIM) ATUYECKAast SKCIIEPTH3A.

(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

2. TloBTOpHAs 3KcIEpTU3a JEKApCTBEHHOI'O CPEACTBA IPOBOAMUTCS C YYETOM pPE3Y/IbTATOB paHEe
IIPOBEIEHHOW HKCHEpPTH3bl B CPOK, YCTAHOBJICHHBIM YIOJIHOMOYEHHBIM (efepabHbIM OpPraHoOM
VCTIOJTHUTEJIBHOM BJIACTH M HE MPEBBIAIONINNA TPUALATH Pa0OYNX THEH CO THS MOMYyYSHHS SKCIIEPTHBIM
YUpEX/I€HUEM 3a/laHKsl Ha TIPOBeIeHNE TOBTOPHOM SKCIEPTU3bI JIEKAPCTBEHHOT'O CPEJICTBA.

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

3. ®unHaHCcOBOe OOECIICUCHHE BBIMIOJHCHUS 3a/laHUsl Ha TIPOBEICHHE IOBTOPHOM AKCIEPTHU3BI
JIEKApCTBEHHOTO CPEJICTBA HE OCYIIECTBIISIETCS.
(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

CraTtbAa 26. YckopeHHas npoueaypa 3KCNepTusbl NIeKapCTBEHHbIX CPeACcTB

1. VYckopeHHas mnpornenypa 3KCHEPTHU3bl JIEKAPCTBEHHBIX CPEACTB B LENIAX TIOCYNapCTBEHHOMN
perucTpalnyy JIEKapCTBEHHBIX IPENaparoB IMPUMEHSETCS B OTHOIIEHWU OpQaHHBIX JIEKAPCTBEHHBIX
IIPEenapaToB, MEPBBIX TPeX JEKapCTBEHHBIX IMPENaparoB, peructpupyemsix B Poccuiickoit Penepaunu B
KauecTBE BOCIPOU3BEICHHBIX JIEKAPCTBEHHBIX IPENapaToB, OYEPEJHOCTh KOTOPBIX OIpeleisieTcs B
COOTBETCTBMM C HOMEpPOM U JaTOM BXOJAIIMX 3asABICHUH O TOCYJapCTBEHHON perucrpaunuu
JIEKapCTBEHHBIX IIPENapaToB B paMKax OJHOIO MEXAYHAapOJHOTO HENaTEeHTOBAHHOTO HAaUMEHOBAHUS
JIEKapCTBEHHOI'0 Ipernapara WIM TPyNIMPOBOYHOIO HAWMEHOBAaHUS JIEKapCTBEHHOIO Ipemnapara, M
JIEKapCTBEHHBIX IIpEenaparos, IpeHa3HAYCHHBIX HCKJIIOUUTENIHO TUISt IPUMEHEHUs
HECOBEPILICHHOJIETHUMHU I'PakJaHAMU.

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-D3)

2. yCKOpCHHa}I nponeaypa SKCHEPTU3BI JICKAPCTBCHHBIX CPEACTB B LCIAX rocyz(apCTBeHHoﬁ
pEerucTpanru JICKApCTBCHHLBIX IMMPCIIapaTOB HE IPUMCHACTCA B OTHOUICHU U

1) 6uoanaoroBsix (OMOIOMOOHBIX ) JICKAPCTBEHHBIX MpenapaToB (OM0aHAIOrOB);

2) pedepeHTHBIX JIEKApCTBEHHBIX NpPEnapaToB (3a HCKIIOYCHHEM OpQaHHBIX JIEKAPCTBEHHBIX
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MpenaparoB);

3) BOCHPOU3BEIEHHBIX JIEKAPCTBEHHBIX IpernaparoB (3a HUCKIOYEHMEM [EpPBbIX Tpex
peructpupyemblx B Poccuiickoii @enepan B KadyeCTBE BOCIPOM3BEIEHHBIX JIEKAPCTBEHHBIX
IIpenaparoB M JIEKapCTBEHHBIX IIPENaparoB, IPEJHA3HAYEHHBIX HCKIIOUUTEIBHO I IPUMEHEHUS
HECOBEPLICHHOJIETHUMHU I'pakJaHaAMH);

4) HOBBIX KOMOWHAIIMIA 3apETUCTPUPOBAHHBIX paHee JICKApCTBEHHBIX MPENapaToB;

5) nexapCTBEHHBIX IIPENaparoB, 3apeTUCTPUPOBAHHBIX paHEe, HO MPOM3BEAECHHBIX B JpPYTUX
JIEKapCTBEHHBIX (pOpMax B COOTBETCTBHU C MEPEYHEM HAMMEHOBAHHI JICKAPCTBEHHBIX (JOPM M B HOBOM
JI03UPOBKE.

(uactsp 2 B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

3. VYckopeHHas mpoueaypa SKCIEPTH3bl JICKAPCTBEHHBIX CPEICTB IMPOBOJHUTCS IO PEIICHHIO
COOTBETCTBYIOLIETO YIOJTHOMOUYEHHOTO (hefepabHOrO OpraHa HCIOJHUTEIFHON BIACTH HAa OCHOBaHUU
3asBJICHUS 3asiBUTEIISI B CPOK, HE MPEBBINIAIONINN BOCEMUECITH padounx nHel. Ilpu sTom skcneprusa
JTOKYMEHTOB, COJIEPXKAIIUXCS B PETUCTPAIIMOHHOM JIOChE Ha JICKApPCTBEHHBIN Ipemapar, IpOBOIUTCS B
CPOK, HE NPEBBIMIAIOMINN JlecaTH pabouyMx [HEH, SKCIepTH3a KavyecTBa JIEKapCTBEHHOTO CPENCTBA U
OKCIICPTH3a OTHOUICHUA omuaaeMoﬁ IMOJIb3bI K BO3MOXHOMY PHUCKY HNPUMCHCHHA JICKAPCTBCHHOI'O
npenapara mpoBOJISTCS B CPOK, HE TPEBBIIAIOMINI MIECTHIECITH pabOYMX JTHEH.

(uactp 3 B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

3.1. B oTtHOUeHnN op(haHHBIX JIEKAPCTBEHHBIX MPENapaToB MOTYT OBbITh MPEICTaBICHb! PE3YyIbTAThI
JOKJIIMHUYECKUX MCCIIEJOBAHUM JI€KaPCTBEHHBIX CPEJICTB M KIIMHUYECKUX HCCIIEOBAHUM JIEKapCTBEHHBIX
IPEernapaToB sl MEIUMIIMHCKOIO MPUMEHEHMs], BBIIOJIHEHHBIX 3a mpenenamu Poccuiickoit denepannu B
COOTBETCTBUM C IpaBWJIAMM Hajyiexallell 1a0opaTOpHON MpakTUKM W IpaBWJIaMU HaaJexalei
KJIMHUYECKON NPAKTUKU.

(uactsp 3.1 BBeneHa PenepasibHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

4. VYckopeHHas Impoueaypa HKCHEpTH3bl JIEKAPCTBEHHBIX CPEACTB IPOBOJUTCS B IOPSJIKE,
ycTaHOBJI€HHOM ctaThsiMu 17 - 20, 23 u 24 nactodero denepanbHOro 3aKOHa, U HE 03HAYAET CHUKEHUS
TpeGoBaHui K 0€30IaCHOCTH, KauecTBY U 3()()eKTUBHOCTH JIEKAPCTBEHHBIX MTPETIAPATOB.

CraTtbAa 27. PeweHue o rocyfapCTBEHHOW permcrpauuvm nekapcTBeHHOro npenapara

1. B cpok, He MpeBbIIAOLINN AecATH pabouux JHEH CO AHSA MOJTYYEHHUS 3aKJIIOYEHUH KOMHUCCHH
JKCIEPTOB IO PE3YJIBTATAM 3KCIIEPTU3bl KAYECTBA JICKAPCTBEHHOI'O CPENCTBA M DKCIEPTU3bI OTHOLLIECHUS
O’KUJAEMOH I0JIb3bl K BO3MOKHOMY PHUCKY IIPUMEHEHUS JIEKAPCTBEHHOTO IIpenapara, COOTBETCTBYIOIUN
YIIOJTHOMOYEHHBIN (heaepabHbIid OpraH UCIIOJTHUTEIBHON BIACTH:

(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

1) pasmeriaer Ha cBoeM OpUIIMATILHOM caiiTe B ceTu "MHTepHET" COOTBETCTBYIOIINE 3aKIIOUCHUS
KOMHCCHUU DKCIIEPTOB M OCYIIECTBISICT WX OIEHKY JJIS ONPEJACICHUS COOTBETCTBHS 3aJaHHI0 Ha
MIPOBEJICHUE ITUX IKCIICPTHU3;

(n. 1 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) TMpUHUMAET pEHICeHHWE O TOCYAAPCTBEHHOW PETHCTpalMU JIGKAPCTBEHHOTO Mperapara Hiu 00
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OTKa3€ B FOCYI[apCTBeHHOﬁ perucrpanuu JICKApCTBCHHOI'O IIpCIiapara,

3) BHOCHUT IpU NPUHATHUH PELICHUS O TOCYJApCTBEHHON PETrMCTpalliy JEKapCTBEHHOI'O Ipernapara
JAaHHbIE O 3apErUCTPUPOBAHHOM JIEKAPCTBEHHOM IIpenapaTe, B TOM 4Hcle O (hapMaleBTHUECKOM
cyOCTaHIIMM, BXOJSIIEW B COCTaB JIEKAPCTBEHHOI'O IIpernapara, B TOCYAapCTBEHHBIM peecTp
JICKApCTBEHHBIX CPEACTB M BBIIACT 3aABUTENIO PETUCTPALIMOHHOE YIOCTOBEPEHHUE JEKapCTBEHHOTO
npemnapara, ¢opmMa KOTOPOTO YTBEPIKIACTCS YIIOTHOMOYCHHBIM (e/lepalbHbBIM OPTaHOM HCIIOTHUTEIBHON
BJIACTH, COIJIACOBAaHHBbIE HOPMATUBHYIO JOKYMEHTALMIO, HOPMATUBHBIA JOKYMEHT, MHCTPYKLHUIO IO
IPUMEHEHHUIO JIEKapCTBEHHOI'O Ipenapara M MakeTbl [E€PBUYHOM YNAKOBKM U BTOPUYHOMN
(moTpeOUTENIbCKOM) YNAKOBKM C YyKa3aHMEM Ha HHMX HOMepa pEerucTpaliOHHOIO YAOCTOBEPEHUs
JIEKapCTBEHHOI'O IIpernapaTa U JaTbl €ro IoCyJapCTBEHHOW perucTrpalyy WM B CIy4yae HPHUHSITUA
pemieHust 00 OTKa3e B TOCYJapCTBEHHOM pErucTpaluu JIEKapCTBEHHOTO Ipenapara yBEJOMIISIET B
NUCHbMEHHOW (opMme 3asBUTENsT 00 OSTOM C YyKa3aHHEM IMPUYMH TaKOTO OTKa3a. 3a BbLAAYY
PErUCTPaAIIMIOHHOIO yI0CTOBEPEHUS JIEKAPCTBEHHOr'0 MpenapaTa B3MMaeTcsl rocy1apcTBEHHas! MOLUIMHA B
COOTBETCTBHH C 3aKOHOAATeNbCTBOM Poccuiickoit @enepanuu o Hasorax u cOopax.

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

2. OcHoBaHMEM JJsi OTKa3a B TOCYIapCTBEHHOW PETrMCTpallMM JIEKaPCTBEHHOIO IpernapaTa s
MEAUIIMHCKOTO  MPUMEHEHHsI  SIBISIETCA  3aKJIIOYEHHE  COOTBETCTBYIOIIETO  YIIOJHOMOYEHHOTO
denepanbHOrO OpraHa HWCIOJHUTEIBHON BIACTH O TOM, 4YTO KadecTBO M (win) 3¢P(HEeKTHBHOCTH
PETUCTPUPYEMOrO JIEKAPCTBEHHOI'O Mpernapara JJisi MEAUIMHCKOTO MPUMEHEHHUS HE MOJITBEPXKIICHBI
MOJIYYEHHBIMU JAHHBIMU WJIM YTO PUCK NMPUYMHEHHUS Bpella 3J0POBBIO YEJIOBEKA BCJIECJICTBHE IpHUEMa
JIEKapCTBEHHOTO TMpemnapara Uil MEAMIMHCKOTO TMPHUMEHEHHUs MpeBbImacT 3¢P(GEeKTUBHOCTh €ro
MIPUMEHEHUS.

(uacts 2 B pen. ®enepansHoro 3akoHa oT 04.06.2018 N 140-D3)

3. IloBTOpHOE mpeACTaBlieHHE B COOTBETCTBYIOLIMI YIIOJIHOMOUYEHHBIM (QenepalibHblil Opran
UCIIOJIHUTEJIBHOM BJIACTH JIEKAPCTBEHHOI'O IIpenapara, B OTHOLIEHWH KOTOPOrO IIOJydyeH OTKa3 B
roCy/1apCTBEHHOW PETUCTPALUU U KOTOPBIN BIIOCIEACTBUH MOJABEPICS U3MEHEHUIO B YacTHU €ro COCTaBa,
paccMaTpuBaeTCsl KaK IPEICTABICHHUE HOBOIO JIEKAPCTBEHHOIO Ipenapara Ha €ro IrocyIapCTBEHHYIO
perucTpanmo He3aBUCUMO OT COXPAHEHUS €0 MEPBUYHOIO0 HAUMEHOBAHMSL.

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

4. Ilpu mpenocTtaBieHUW 3asBUTENIEM B COCTABE PETUCTPAIMOHHOTO JOChE Ha JIEKAPCTBEHHBIN
npemnapaT Jisi BETEPUHAPHOTO MPUMEHEHHs] KOMUU PEeLIeHHs] YIIOJTHOMOYEHHOTO (eiepallbHOro opraHa
WCIIOJTHUTEJIBHOW BJIACTH O MPOBEACHUU HHCIIEKTUPOBAHUS IMPOU3BOIUTENS JIEKAPCTBEHHBIX CPEACTB
CPOK TPHUHATHUA PELUIEHUS O TOCYJapCTBEHHON perucTpaluy JEKapCTBEHHOTO Ipemnapara s
BETEPUHAPHOTO NMPUMEHEHUSI TPUOCTAHABIMBACTCS CO JTHS MOJYYCHUs 3aKITIOYCHUN, YKa3aHHBIX B YaCTU
1 Hacrosimied cTaTbd, OO AHA MPUHATUS YIOJTHOMOYEHHBIM (eepaabHbIM OPraHOM HCIOJHUTEIBHON
BJIACTH PEIICHHS O BbIJAa4Ye WJIM OO0 OTKa3e B BBIJIAYE 3AKJIIOYEHUSI O COOTBETCTBUM MPOW3BOJMUTEIS
JIEKapCTBEHHBIX CPEJCTB TPEOOBAHUAM MPABUI HAJJISKAIICH TPOU3BOJACTBEHHON MPAKTUKH, HO He OoJjee
9YeM Ha CTO BOCEMBCCIT PabovHX JTHEH.

(dactpb 4 BBenneHa denepanbHbIM 3aK0HOM OT 04.06.2018 N 140-D3)

5. OcHoBaHMeM JUIsl OTKa3a B TOCYJAapCTBEHHOM DPETUCTpAalMU JIEKApCTBEHHOIO Ipernapara Jyis
BETEPUHAPHOTO MPUMEHEHUS SBJSETCS 3aKIIOUYEHHE YHOJIHOMOYEHHOro (eAepanbHOro oOpraHa
WCTIOJHUTEIIBHOM BJAacTH O TOM, 4YTO KadecTBO W (wiH) 3(PEeKTHBHOCTE pPErucTpUPYEMOTo
JIEKApCTBEHHOI'0 IIpenapara Jisi BETEPUHAPHOIO NPUMEHEHUS HE TOJATBEPKACHBbl MOJyYCHHBIMU
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JAHHBIMU WM YTO PUCK MPUYMHEHHS BpPEAa 3I0POBBIO )KHUBOTHOTO BCIEACTBHE MPUEMa JIEKAPCTBEHHOTO
mpernapara Uil BEeTEpUHAPHOTO TPUMEHEHHUS MpPEBBIIAeT >(PQPEKTHBHOCTh €ro NPUMEHEHHUS, OTKa3
YIIOJTHOMOYEHHOTO (efiepadbHOr0 OpraHa HCIOJIHUTEIbHOW BJIACTH B BBIJAYE 3aKIIOUEHUS O
COOTBETCTBHHM  TPOM3BOJMUTENSI  JIGKAPCTBEHHBIX CPEACTB TPEOOBaHMSM TMPaBWJI  HaJIEKaIIeH
MPOU3BOJCTBEHHOM TPAKTHUKU JUIS  K&XKIOM MPOU3BOJACTBEHHOW IUIOMIAJIKM  PETUCTPUPYEMOTO
JIEKapCTBEHHOI'0 Ipenapara /s BETEPUHAPHOIO IPUMEHEHUS B Cilydae, €clid IPOU3BOJACTBO
JIEKapCTBEHHOT'O TIperapara Ui BETEPUHAPHOTO MPUMEHEHHsI OCYLISCTBISIETCS 3a MpelelaMu
Poccuiickoit denepanuy, WK OTCYTCTBUE TAKOTO 3AKIHOYECHUS.

(uacts 5 BBenena denepanbubiM 3aKk0HOM 0T 04.06.2018 N 140-D3)

KoncynsrantlIntoc: npumeyanue.
O mnopsiike U cpokax OIpeAeNeHUs B3aUMO3aMEHSIEMOCTH JIEKAPCTB JIEKAPCTBEHHBIX IPENapaTos,
3apeructpupoBanHbix 10 01.03.2020, cm. cT. 3 @3 o1 27.12.2019 N 475-D3.

Cratba 27.1. B3anmo3ameHsieMOCTb  NeKapCTBEeHHbIX npenapaTtoB  AnA
MeAULIMHCKOro NpMMeHeHus
(B pen. @enepanbHoro 3akona ot 27.12.2019 N 475-03)

1. BzauMo3zaMeHsS€eMOCTb JIEKQpPCTBEHHBIX MPENapatoB s MEIUIMHCKOTO TMPUMEHEHHS
OTpEIEISAETCSl YIIOTHOMOYEHHBIM (peepalbHbIM OPraHOM HCIIOJHHUTEIBHOW BJIACTH, OCYIIECTBIISIIOIIUM
rOCy/IapCTBEHHYIO PEruCTpalfio JEKapCTBEHHBIX IPENapaToB s MEIUIIMHCKOTO TMPUMEHEHUs, B
paMKax OJHOIO MCKAYHAPOAHOr0 HCEIIATCHTOBAHHOI'O (I/IJII/I XUMHNYECKOI'o, HInN I‘pynHI/IpOBOLIHOFO)
HAUMEHOBAHMSI Ha OCHOBE 3aKIIOYEHUS KOMHCCHM OKCIEPTOB JKCHEPTHOTO YUYPEKACHUS O
B3aMMO3aMEHIEMOCTH JIEKAPCTBEHHOI'O Tpernapara sl MEIUIIMHCKOTO MPUMEHEHHs JUO0 O TOM, YTO
JIEKapCTBEHHBIN Mpernapar il MEIULUHCKOTO MPUMEHEHUS He SBISETCS B3auMo3aMeHseMbIM. [lopsaok
OIIPCACIICHUA B3aMMO3aMCHACMOCTH JICKAPCTBCHHLIX MPCIapaToB I MCAULIMUHCKOTO MNMPHUMCHCHUSA U
dbopMa 3aKJIOUEHUSI KOMHUCCHHM SKCIIEPTOB SKCIEPTHOIO YUYPESKICHUS O B3aMMO3aMEHSIEMOCTH
JICKApPCTBCHHBIX IMPEIapaToB AJid MCAUIHUHCKOI'O IPUMCHCHUA 1100 0 TOM, 4TO JIeKapCTBeHHI)If/'I nmpemnapar
JUISL METUIIUHCKOTO TPUMEHEHUSI He SBJISETCS B3aUMO3aMEHsEeMbIM, ycTaHaBiuBaroTcs [IpaButrenscTBOM
Poccuiickoit deneparumn.

2. KoMmuccust 3KCIEepTOB 3KCHEPTHOTO YUPEXKICHMS JaeT 3aKIYEHHE O B3aMMO3aMEHSEMOCTH
JIEKapCTBEHHOTO Tperapara il MEAUIUHCKOTO TIPUMEHEHUS JTM0O0 O TOM, YTO JICKApCTBEHHBIN MpenapaT
IUIe  MEIUIMHCKOIO IPUMEHEHUS HE SBISIETCS B3aUMO3aMEHSEMbIM, HAa OCHOBAHUHU CJEIYIOIUX
KpUTEPUEB (XapaKTEPUCTHUK):

1) okBUBaJIEHTHOCTh (M1 OMOAHAJIOTOBBIX (OMOMOJOOHBIX) JICKAPCTBEHHBIX MpEIapaToB
(OnoanamoroB) -  CONOCTaBUMOCTb)  KAuE€CTBEHHbIX M KOJMYECTBEHHBIX  XapaKTEPUCTHUK
(dapMareBTHYECKUX CyOCTaHIIMH HIIM COMOCTAaBUMOCTh AQHTUI'CHHOTO COCTaBa BakKIMH. lcrosib3oBaHME
Pa3NUYHBIX COJIeH, 2HUPOB, KOMILIEKCOB, N30MEPOB, KPUCTALIMYECKUX (OPM M APYTrUX HMPOU3BOIHBIX
OTHOTO M TOTO K€ JICHCTBYIOIIErO BEIICCTBA HE SBIISACTCS MPEMATCTBHEM JIJIS  ONPEICICHUS
B3aMMO3aMEHAEMOCTH  JICKAPCTBEHHBIX  NPENapaToB, €CIM MNpH  TPOBEICHUH  HCCICIOBAHHS
OMOAPKBUBAJICHTHOCTH  JICKAPCTBEHHOI'O  Mpermapara  WJIM ~ UCCICAOBAaHUS  TEPAleBTHYCCKOU
HKBUBAJICHTHOCTH JICKAPCTBEHHOTO Iperapara J0Ka3aHO OTCYTCTBHE KIMHMYECKH 3HAYMMBIX pa3IHIuil
dbapmakokuHeTUKH #  (Wiau) 3(PGEKTUBHOCTH W 0E30MacHOCTH JIGKQpCTBEHHOTO IIpermapara it
MEAUIIMHCKOTO TPUMCHCHHS,
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2) PKBUBAJICHTHOCTH JIeKapcTBEHHOU (opmbl. [0 SKBUBaAJICHTHBIMH JICKAPCTBECHHBIMH (popMaMu
MOHMMAIOTCSI Pa3HbIe JICKAPCTBEHHBIC (DOPMBI, MMEIOIINE OJUHAKOBBIC CIOCOO BBEIEHUS M CIIOCOO
NPUMEHEHHS, O00JaNaloNke  COMOCTABUMBIMH  (PapMAaKOKUHETUYCCKMMHU  XapaKTEPUCTHKAMH |
(hapMaKoJIOTHICCKUM JICHCTBUEM U OOSCIICUMBAOIINE TAKKE JOCTHKCHHE HEOOXOAMMOTO KIMHHIECKOTO
apdekra. Paznuuus nexapcTBeHHBIX (HOpPM  HE  SABISIOTCS  HPEMSATCTBHEM JUISL  ONPEACIICHHS
B3aMIMO3aMCHSIEMOCTH  JICKAPCTBEHHBIX  MpENaparoB, €CIU TpPH  NPOBEICHUM  HCCICIOBAHUS
OMOAPKBUBAJIICHTHOCTH  JICKAPCTBEHHOT'O  Mpermapara  WIM  UCCICAOBAaHUS  TEPAleBTHYCCKOU
SKBHBAJIICHTHOCTH JICKAPCTBEHHOTO Ipernapara JI0Ka3aHO OTCYTCTBUE KIMHHUYECKH 3HAYUMBIX Pa3TUIHA
(dbapmakokuHeTUKH #  (Wiau) 3(PGEKTUBHOCTH W OE30MacHOCTH JIGKQpCTBEHHOTO IIpermapara i
MEAUIIMHCKOTO TPUMCHCHHS,

3) PKBUBAJIEHTHOCTh WJIM COIOCTAaBHMOCTh COCTaBa BCIIOMOTATENIbHBIX BEIECTB JEKApCTBEHHOTO
mpenapara Uil MEJULMHCKOIO INpHUMEHEHWs. Pa3nmnuus cocraBa BCIIOMOTATENBHBIX — BELIECTB
JIEKAPCTBEHHOI'0 IIperapara He SBIAIOTCA MNPENATCTBUEM Ui OIPEACICHUs B3aUMO3aMEHSIEMOCTH
JEKapCTBEHHBIX  NPENapaToB, €CIM TNPH  TNPOBEJCHHM  HCCICNOBAaHHA  OMOIKBHUBAICHTHOCTH
JIEKapCTBEHHOI'O IIpernapara WM HCCIEIOBAHMS TEPANEBTUYECKONW SKBUBAJICHTHOCTH JIEKAPCTBEHHOIO
mpernapara JI0Ka3aHO OTCYTCTBHE KIMHHYECKH 3HAYUMBIX pPa3Nuuuil (apMaKOKUHETUKA U (WIIN)
3¢ (GEeKTUBHOCTH U 0E30MaCHOCTH JIEKAPCTBEHHOIO Ipernapara Ajis MEIULMHCKOro npumeHnenus. [lpu
HAIWYAH KIMHUYECKU 3HAYMMBIX pa3inuuil (hapMakOKMHETHKH U (1K) () (HEeKTHBHOCTH U 0€3011acHOCTH
JIEKApCTBEHHOI'0 IIpernapara I MEAULUHCKOrO IPUMEHEHHs B3aUMO3aMEHAEMOCTb OIPEHENSICTCS C
YKa3aHUEM Ha UCKIIFOYEHUE OTIENbHBIX I'PYII NAIUEHTOB;

4) NICHTHYHOCTDb crocoda BBCICHUA U crocoba IIPUMCHCHUA,

5) cOOTBETCTBHE MPOM3BOIUTENS JEKAPCTBEHHOTO CPEICTBA TPEOOBAHUSAM IPABHI HaJUICKAIICH
MIPOU3BOICTBEHHOM MTPAKTHKHU.

3. OnpeaeneHHe B3aUMO3aMCHACMOCTHU BOCIIPOU3BCACHHBIX JICKAPCTBCHHLIX IIPCIIapaToB IJid
MCIUIHUHCKOI'0 IPUMCHCHUA, YKA3aHHbIX B 4YaCTH 10 cratbeu 18 HaCToAIeCTO CDGI[epaJ'ILHOFO 3dKO0Ha,
OCYIICCTBIIACTCA 0e3 HGO6XOI[I/IMOCTI/I J0Ka3aTcjabCTBA UX OHO’KBHUBAJICHTHOCTH.

4. OcobeHHOCTH ONpeAeIeHHs B3aUMO3aMEHAEMOCTH OMOIOIMYECKHUX JICKApCTBEHHBIX MpEnapaTos,
KOMOWHUPOBAHHBIX JIGKAPCTBEHHBIX IPEMapaTtoB (ColepXKaluX KOMOWHAIIMIO JBYX © Oojee
JEUCTBYIOIMX  BEIIECTB), JIEKAPCTBEHHBIX IpenapaToB JJisi MapeHTEpPaJbHOIO IHUTAHUS U
HEJO3UPOBAHHBIX JIEKAPCTBEHHBIX IIpPeNaparoB YycraHaBiuBaroTca IIpaBurensctBoM Poccuiickoi
®Oenepanuu.

5. OHpeZ[GJIeHI/Ie B3aUMO3aMCHACMOCTH HE OCYHICCTBIIICTCA B OTHOIICHUH JICKAPCTBCHHBIX
PACTHUTCIIbHBIX IIPCIIapaTOB, TOMCOIIATUYCCKUX JICKAPCTBCHHLIX ITPCIIaApaTOB.

6. q)OpMI/IpOBaHI/Ie NEepeUHA B3aUMO3aMCHACMBIX JICKAPCTBCHHLBIX IIPENapaToB JI1 MECAUILIMHCKOT'O
IMPUMCHCHUSA OCYHICCTBIIACTCA SKCIICPTHBIM YUPCKIACHUCM IMOCPCACTBOM OG’LGI{I/IHCHI/IH JICKaApCTBCHHbIX
npemnaparoB B OTACIbHBIC TPYIIIBI, B Ka)KZ[Of/'I N3 KOTOPBIX JICKAPCTBCHHLBIC IPCIapaTbl ABJIIAKOTCA
B3aMMO3aMCHACMBIMU.

7. B cnyyae BKIIOYEHMS B HHCTPYKUHMIO [0 MEIMLIHMHCKOMY IIPUMEHEHMIO JIEKAPCTBEHHOIO
IpernapaTa Ha OCHOBAaHUU PE3YJbTAaTOB COOTBETCTBYIOIIMX MCCIEAOBAHUN IOKAa3aHWM Il NPUMEHEHHS,
KOTOPBIE OTIMYAKOTCSA OT IMOKA3aHWM Il IPUMEHEHHUs APYTHX JICKAPCTBEHHBIX MPENApaToOB U3 TPYIIIbI

www.consultant.ru Crpannna 58 u3 139
HaJe:KHasl IPpaBOBasl NMOAIEPKKaA


https://login.consultant.ru/link/?req=doc&base=RZR&n=191811&date=06.04.2021&dst=100010&fld=134
http://www.consultant.ru
http://www.consultant.ru

Oenepanbhblil 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

B3aUMO3aMCHACMBIX JICKAPCTBCHHBLIX IIPCIIAPATOB, B IICPCUHEC B3aAUMO3AMCHACMBLIX JICKAPCTBCHHBIX
npenaparoB A4JIsI MCAUIIUHCKOI'O MPUMEHCHUA JOJIKHA OBITh YKa3aHa COOTBCTCTBYIOIIAA I/IH(i)OpMaHI/IH.

Koncynprantllntoc: mpumeuanue.

[lepeueHr B3aMMO3aMEHSIEMBIX JIEKAPCTBEHHBIX IIPENapaToB, B OTHOIIEHHUU KOTOPBIX MMEIOTCS
pe3yabTaThl UCCIEAOBAaHUN OMOAKBUBAJICHTHOCTH WJIM TEPANEBTUYECKOW HKBUBAJICHTHOCTH, MOJKEH
ObITH chopMHUpOBaAH M pa3MelieH Ha odurmanbHOM calite Munsapasa Poccun o 01.07.2020. (D3 ot
27.12.2019 N 475-D3).

8. IlepedueHpb B3anMO3aMEHSEMBIX JIEKAPCTBEHHBIX MPEMApaToB JISI MEIUIMHCKOTO TPUMEHEHUS
pa3MeniaeTcs yrnoJHOMOYEHHbIM (hefepajabHbIM OPraHOM HCIIOJMHUTEIBHOW BIACTH, OCYHIECTBIISIIOIINM
TrOCYJapCTBEHHYIO PETHUCTPAIMIO JIEKAPCTBEHHBIX MPENapaToB JJIi MEIUIMHCKOTO TMPUMEHEHHS, Ha
cBoeM odunuanbHoM caiite B cetd "HuTepher". HMHbopmanus B mnepeyHe B3aUMO3aMEHSIEMBIX
JICKaPCTBCHHBIX IMPENapaToB Il MEAUIIMHCKOTO MPUMEHEHHsI OOHOBIISICTCS YKa3aHHBIM (helepaabHbIM
OpraHOM HCIIOJHUTEIBHOM BJIACTH C YYETOM HOBBIX 3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENApPaTOB
JUIST MEIUIMHCKOTO TPUMEHEHUsS ¢ BHECEHHBIX HW3MEHEHHUH B JIOKYMEHTBHI, COJAEpIKalluecs B
PErUCTPALIMOHHBIX JOChE Ha 3apErUCTPUPOBAHHBIE JIEKAPCTBEHHBIE Npenaparbl JJs MEAMIMHCKOIO
MIPUMEHEHUS.

9. Ilopsimok Mcmonb30BaHUS UHPOPMAIIMN O B3aUMO3aMEHSIEMBIX JIEKApPCTBEHHBIX Mpenaparax s
MCIUIHUHCKOI0O MPUMCHCHHUA W TMOPAA0OK Jadu paBT)HCHeHI/Iﬁ Imo BOIpOCaM B3aAMMO3aMCHACMOCTU
JIEKapCTBEHHBIX TIperapaTtoB Ui MEAMIIMHCKOTO TPUMEHEHUs ycTaHaBluBawTcs I[IpaBuTenscTBOM
Poccuiickoit denepanumn.

Koncynprantllntoc: mpumeuanue.
Cpoxk perucrtpaiyu JeKapCcTBEHHOro mpemapara, ucrekaromuid ¢ 15.03.2020 o 31.12.2020, npoaneH
Ha 12 mecsueB (IlocranoBnenue [IpaBurensctBa PO ot 03.04.2020 N 440).

CraTtbAa 28. PeructpaymoHHoe yaoCcToBepeHue fieKapCTBEHHOro npenapara

1. PeructpannoHHoe yJIOCTOBEPEHHE JIEKAPCTBEHHOI'O Ipernapara ¢ yKa3aHHEM JIEKapCTBEHHBIX
dbopM M [103UPOBOK BBIIAETCSI OECCPOUYHO, 3a MCKIIOYEHHEM PEruCTPAlMOHHOIO YAOCTOBEPEHUs
JIEKapCTBEHHOI'O Mperapara, BbJaBaeMOro CO CPOKOM JIEHCTBUS MSTh JIET, Ha BIIEPBbIE PETUCTPUPYEMBIE
B Poccuiickoii ®@enepariuy jeKkapCcTBEHHbIE IPENaparshl.

2. Ilo ucredyeHuu ykKa3aHHOr0 B 4YacTh | HacTOALIEH cTaThu CpOKa BBIJAETCS OeccpouHOe
PETUCTPALIMOHHOE YAOCTOBEPEHUE JIEKAPCTBEHHOIO IIpenapara Ipd YCIOBUM IOATBEPKIEHHUSA €ro
roCyJapCTBEHHOM pPErucTparuu.

3. B ciydyae BHeceHHMsl B cOOTBETCTBUU cO cTarbsiMu 30 u 31 Hacrosmero denepasbHOrO 3aKOHA
W3MEHEHUN B COJAEpXKALIUECs B PErMCTPALlMOHHOM J0ChE HA 3apEeTrHCTPUPOBAHHBIA JIEKAPCTBEHHBIN
npenapar JOKYMEHTBI, 3aTparuBarOlIUX CBEJCHUS, OTPAKEHHbIE B PETUCTPALMOHHOM YIOCTOBEPEHUU
JICKapCTBCHHOT'O Iperapara, YIOJIHOMOYCHHBIH (DenepanbHblii OpraH MCIOJHUTEILHON BJIACTH BBIAACT
HOBOE PETUCTPALMOHHOE YIOCTOBEPEHHUE JIEKAPCTBEHHOTO Mpenapara, cojepiKallee BHECEHHbIE B HETO
U3MEHEHUS.
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(uacts 3 BBeneHa denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

4. B cnyyae yTpaThl WIM MOBPEXIEHUS PErMCTPALlMOHHOIO YJOCTOBEPEHMS JIEKapCTBEHHOI'O
mpenapara IO 3asBICHUI0 B NHCbMEHHOM QopMme Jep:karess WIM BiaJellblia PEerucTpaluoOHHOTO
YAOCTOBEPEHUs JIEKAPCTBEHHOTO IIpenapara Wik yIOoJHOMOYEHHOIO UMU JPYTroro IOpUINYECKOTO JINLA O
BblJlaue JIy0JIMKaTa perucTpaliMoOHHOIO yJOCTOBEPEHMsI JIGKAPCTBEHHOrO IMpernapara yInoJIHOMOYEHHBIH
(benepanbHBI OpraH UCTIOIHUTEIFHOW BIACTH B CPOK, HE MPEBBIIIAIONINI JecATH pabounx JHEW COo IHS
IOCTYIIJICHUs 3asBJICHUS, BBIJAET JAyOJMKAT pPErucCTPAllMOHHOTO YJOCTOBEPEHMs JIEKAPCTBEHHOTO
mnpernapaTta. 3a BblIayy AyOJIMKaTa PErucTPalMOHHOIO YJOCTOBEPEHMs JIEKapCTBEHHOI'O Ipenapara
B3UMacTCs IOCyJapCTBEHHAs MOLUIMHA B COOTBETCTBHHU C 3aKOHOaTeNnbcTBOM Pocculickont ®denepanyu o
Hajorax u coopax.

(uacts 4 BBeneHa denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-D3)

KoncynbrantlIntoc: npumeyanue.
Cpoxk perucrtpaiyu JeKapCcTBEHHOro mpemnapara, ucrekaromuid ¢ 15.03.2020 o 31.12.2020, npoanen
Ha 12 mecsmeB (IlocranoBnenue [IpaBurenscrBa PO ot 03.04.2020 N 440).

Cratba 29. loarBepXxaeHue rocyfapCTBEHHOM perucTpaumm J1eKapCTBEHHOro
npenapara
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. IToaTBepxkeHNe rocy1apCTBEHHONW PErucTpalyy JIEKAPCTBEHHOrO Ipernapara OCyLIECTBIISAETCS
IPU BbIJa4€ OECCPOYHOIO PETUCTPALMOHHOIO YJOCTOBEPEHMs JIEKAPCTBEHHOIO IIpernapara B Cllydae,
yKa3aHHOM B 4acTu 2 craThu 28 Hactosuiero denepajbHOro 3akoHa, B CPOK, HE IPEBBIIAIOLINMA
MIECTUACCATH pabounx JHEH CO JHS IMOJyYeHHsS] COOTBETCTBYIONIMM YIIOJTHOMOYEHHBIM (penepanibHbIM
OpPraHOM MCIIOJIHUTEIbHOM BIACTU 3asBJIEHUS O IOJITBEPXKAECHUU TOCYJapCTBEHHON perucrpanuu
JIeKapCTBEHHOro mnpenapara. He ocyiecTBisieTcss MOATBEPXKJIEHUE TOCYIapCTBEHHOW pErucTpanuu B
OTHOILICHUH JIEKapCTBEHHOIO IpenapaTa, He HaxoauBllerocs B obpaiieHun B Poccuiickoii denepanun B
TEUeHHE Tpex M Ooiee JeT, a TaK’Ke B OTHOLICHHUHU JIEKAPCTBEHHOI'O CPEACTBA, MPOU3BEIEHHOTO C
HapyleHueM TpeOOBaHUs, yCTaHOBIEHHOIO 4acThio 3.7 crathu 71 Hactosero denepanbHOro 3aKoHa.

2. 3asBieHUE O MOATBEPKIACHUM T'OCYJApPCTBEHHON pEerucTpalnuu JeKapCTBEHHOI'O Mpenapara Juis
MEIUIIMHCKOTO TPUMEHEHHUS IMPEJCTABISETCS B COOTBETCTBYIOIIMI YIOJTHOMOYEHHBIN (eaepantbHbIi
OpraH HMCIIOJHUTEIHHON BIACTH HE paHEe YeM 3a CTO BOCEMBJECST JHEW 0 MCTEUCHHUsS CPOKa JIEHCTBHS
PETHCTPAIIOHHOTO yJOCTOBEPEHHS JIEKAPCTBEHHOTO Ipernapara st MEIUIIMHCKOTO TIPUMEHECHHSI.

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

2.1. 3asBneHue 0 MOATBEPKICHUH TOCYIapPCTBEHHON PErucTpaluy JeKapcTBEHHOTO Mmpenapara Jijis
BETEPHHAPHOTO TPHUMEHEHUS NPEICTABISICTCS B COOTBETCTBYIONIMH YIIOJTHOMOYEHHBIN (herepatbHbIi
OpraH HCIIOJIHUTEIBLHON BJIACTH HE PaHEEe YeM 3a CTO BOCEMBJECST JTHEW 0 UCTCUCHHUsS CPOKa JICHCTBHS
PETUCTPAIIMOHHOTO YIOCTOBEPEHUS JICKAPCTBEHHOTO Tperapara JUisi BETEPHHAPHOTO MPUMECHCHHS U HE
M03/IHEE OKOHYAHUSI CPOKA €r0 JICHCTBHUS.

(uactp 2.1 BBegena denepanbubiM 3akoHoM OT 02.08.2019 N 297-03)

3. HO,I[TBep)KI[eHI/Ie FOCYHapCTBeHHOﬁ perucTpanu JICKapCTBCHHOI'O IIpCrapara OCYIICCTBIIACTCA
o pe3yjbTaTaM OBKCIICPTU3bl OTHOIICHUA O0XKHIACMOM IIOJB3bI K BO3MOXHOMY PUCKY HNPHUMCHCHUSA
JICKApCTBCHHOTI'O IIpf€riapaTta Ha OCHOBAHUHW PE3YyJIbTATOB MOHUTOPUHIA 3(1)(1)€KTI/IBHOCTI/I 1 0e30IMacHOCTH
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JIEKapCTBEHHOI'0  IpemnapaTa, MPOBOJUMOIO JepKaTeleM WIM  BJaJeNbLEM pPErucTpPalliOHHOTO
YIIOCTOBEPEHUS JIEKAPCTBEHHOTO Tperapara JIM00 yIOJIHOMOYEHHBIM UMH IOPUIHUECKUM JIUIIOM, a TAK)Ke
COOTBETCTBYIOLIUM YIIOJIHOMOYEHHBIM (pe/iepaibHbIM OPraHOM MCIIOJHUTEIbHOM BIACTH B COOTBETCTBUU
¢ TpeboBaHUsAMHU cTaTbi 64 HacTosero denepabHOrO 3aKOHA.

4. K 3asBIEHHUIO O IMOATBCPIKACHUN FOC}’I[&pCTBCHHOﬁ perucTpanuu JEKapCTBCHHOT'O IIpCIiapaTa AJId
MCIUIUHCKOI'O MPUMCHCHUS IpUIararoTCa:

1) JOKyMEHTBI, coAepKallue pe3yabTaThl MOHUTOpPHHra A3(PQGEKTUBHOCTH U 0€30MacHOCTH
JIEKApCTBEHHOTO0 TIpernapara Jjisi MEIUWIMHCKOTO TMPUMEHEHHUs, MPOBEIECHHOTO Jep)KaTelieM WIH
BJIQJIENIBIIEM PETUCTPALMOHHOTO YAOCTOBEPEHHUs JIEKAPCTBEHHOrO IMpernapara g MEIULHUHCKOTO
MpUMEHEHUS JMOO YIOJTHOMOYEHHBIM UM IOPUIWYECKUM JIMIIOM, 10 (opme, YTBEPKICHHOMN
YIOJIHOMOYEHHBIM (pe/iepaibHbIM OPraHOM HUCIIOJIHUTENBHON BIIACTH;

2) CBCACHUA O JAaTC NPCAOCTABJICHUSA W PCTrUCTPAIMOHHOM HOMEPC JIMLCH3UHW Ha IPOU3BOACTBO
JICKapCTBEHHBIX CPEICTB WM CBEICHHS O JaTe IPEeNOCTaBICHHUS W PETUCTPALMOHHOM HOMEpe
3aKIIIOYCHHUA O COOTBCTCTBHUH  IMPOU3BOAUTCIIA JICKAPCTBCHHBIX CPCIACTB Tpe6OBaHI/I$[M IpaBuJI
HaJUIeXKAleld TMPOU3BOJICTBEHHON IPAKTUKH, MPEIOCTABICHHBIX YHNOJHOMOYEHHBIM (hefepatbHbIM
OopraHom HWCIOJIHUTEILHON BJIACTH B OTHOIICHHWHU HpOH3BOZ[CTB€HHOI>'I IUIOIAJAKHU JICKAPCTBCHHOI'O
npenapara Juisi MEeIUIIMHCKOTO IPUMEHEHHS, TOCYJapCTBEHHAsI PETHCTPALsi KOTOPOTO MOJATBEPKAACTCS
B cCilydae, €CIM IIPOM3BOJACTBO JIEKAPCTBEHHOTO Ipemapara Ui MEAUIMHCKOTO IPUMEHEHHUS
ocymiecTBisieTcs: B Poccuiickoit deneparym;

(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 478-03)

3) Komusi MPeIOCTaBICHHOW YMOJHOMOYEHHBIM OpPraHOM CTPaHbl MPOU3BOIUTENS JUIECH3WU Ha
MIPOU3BOJICTBO JIEKAPCTBEHHOTO Tpernapara Jjisl MeIUIIUHCKOTO MPUMEHEHHUS U €€ MEPeBOj Ha PYCCKHMA
S3bIK, 3aBEPCHHBIC B YCTAHOBICHHOM TMOpPSAKE, a TaKKe KOMMs 3aKIIOYEHUS O COOTBETCTBUU
MPOU3BOJIUTENS JICKAPCTBEHHBIX CPEJCTB TpPEeOOBAaHUSAM NPAaBWI HAUICKAIIEH MPOU3BOJICTBEHHOM
MPAKTUKW, BBIJAHHOTO YIOJHOMOYEHHBIM (elepalbHbIM OpPraHOM HCIOJHUTEIBHON BIIACTH B
OTHOIIEHUH MTPOU3BOACTBEHHOM IJIOMIA/IKH JIEKAPCTBEHHOTO TMperapaTa Uil MEAUIIMHCKOTO IIPUMEHEHHUS,
rOCy/IapCTBEHHAs] PETUCTPaldsg KOTOPOro MOATBEPXKIAACTCS, WM KOMHS PEUICHHUS YIMOIHOMOYEHHOTO
¢denepanbHOrO OpraHa HCHOJHHUTENBHON BJIACTH O TPOBEICHHH HWHCIIEKTUPOBAHUS IPOW3BOIUTEIS
JIEKapCTBEHHBIX CPEACTB B CIIydae, €Ciu MPOU3BOACTBO JEKAPCTBEHHOI'O IpernapaTa A MEAUIIMHCKOTO
IIPUMEHEHHUs OCYILECTBIIsAEeTCs 3a npeaenamu Poccniickoit denepanuu.

(B pen. @exnepanbHoro 3akona ot 27.12.2019 N 478-D3)
(dactb 4 B pen. @enepanbuoro 3akoHa ot 04.06.2018 N 140-D3)

4.1. B oTHOIIEHUH OMOJIOTUYECKUX JICKAPCTBEHHBIX IMPENapaToB JJIsi MEAUIMHCKOTO MPUMECHEHUS
3asiBUTENIb JIOTIOJTHUTEIBHO TMPEACTABISET PE3yJIbTaThl MEPONPHUSATHH, TMPEIYCMOTPEHHBIX ILJIAHOM
yIPaBJICHUS] PUCKAMH, YTBEPXKICHHBIM YIIOJTHOMOYCHHBIM (DelepaibHbIM OpPraHOM HCIHOJTHHUTEIBHOM
BJIACTH TMPU OCYIIECTBICHHH TOCYJapCTBCHHOW pPETUCTPAllMM JICKQPCTBEHHOTO Ipemnapara s
MEIUIUHCKOTO TPUMCHECHHSI.

(uactp 4.1 BBegena denepanbubiM 3akoHOM 0T 04.06.2018 N 140-D3)

4.2. K 3asBieHnIo o IMOATBCPIKACHUN FocyﬂapCTBeHHOﬁ perucrpanuu JICKApCTBCHHOI'O IIpCIiapara
AJI1 BETCPUHAPHOIO MNMPUMCHCHUA IPUJIAraroTCA AOKYMCHTBI, COACPIKAIIMUC PC3yJIbTaTbl MOHHUTOPHHIA
3(1)(1)6KTI/IBHOCTI/I 1 0e30I1aCHOCTH JICKAPCTBCHHOI'O IIpfliapara i1 BCTCPUHAPHOIO IIPHMCHCHMA,
MMpOBOAMMOrO JCpKATCICM HJIM BJIAACIBICM PETUCTPALIMOHHOIO YIAOCTOBCPCHUA JICKAPCTBCHHOI'O
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mpernapaTta Al BETEPUHAPHOTO MPUMEHEHHUsS JHOO0 YMOJIHOMOYEHHBIM UM IOPUIUYECKHM JIUIIOM, IO
dbopme, YTBEPKIACHHOW YIOJIHOMOYEHHBIM (peAepajbHbIM OpPraHOM HCIOJHUTEIBbHON BJIAcTH, |
JOKYMEHTBI, YKa3aHHbIE B MyHKTax 1, 2 - 2.2, noamyHkrax "a", "6", "k", "n" mynkra 4 yactu 3 cratbu 17
Hactosmero denepaabHOro 3aKkoHa. B oTHOMIEHNN HMMMYHOOMOJIOTHYECKUX JICKAPCTBEHHBIX MPENapaToB
JUIS BETEPUHAPHOTO MPUMEHEHHS HE MPEACTaBISAIOTCS CBEACHHS, yKa3aHHbIE B MOAMyHKTe "K" MmyHKTa 4
yacTu 3 crarbu 17 HacTosimero deaepanbHOro 3aKoHA. B OTHOIIEHHH JIEKApCTBEHHBIX MPENapaToB s
BETEPUHAPHOTO TMPUMEHEHUS, TOJYYEHHBIX C MPUMEHEHUEM T'€HHO-HMHKEHEPHO-MOIUPUIIUPOBAHHBIX
OpraHU3MOB WJIHM COJECpP)KAIMX TaKU€ OPTaHU3Mbl, JOIMOJHHUTEIBHO TMPEACTABISIOTCS CBEACHUS,
yka3aHHble B myHKTe 13 yactu 3 ctathu 17 HacTosmero denepanbHOro 3aKOHa.

(uactp 4.2 BBenena denepanbHbiM 3aKkoHOM 0T 04.06.2018 N 140-D3; B pen. denepalibHOro 3aKOHA OT

02.08.2019 N 297-®3)

4.3. 3asgBuTenb BIpaBe MPEIACTABUTh C 3asABJIEHUEM O MOATBEPKACHUM TIOCYJIapCTBEHHON
perucTpanyy  JIGKApCTBEHHOIo  Iperapara  KONHUK  JIOKYMEHTa, MOATBEpP)KJAIOIIEro  YIUlaTy
roCy/lapCTBEHHOW MONIIMHBI 3a IOATBEPXKACHUE TIOCYIapCTBEHHONW pPETUCTPALUU JIEKapCTBEHHOTO
npernapara, a Takke BblJaBacMble (IIPEOCTaBIIsiEMble) YIOJIHOMOYEHHBIMU (ellepaibHbIMU OpraHaMu
WCIIOJIHUTEJIBHOM BJIACTH JTOKYMEHTHI (CBEIEHMS), yKa3aHHbIE B IIYHKTax 2 M 3 yacTu 4 HacTrosluen
cTathu. B ciydae ux HempeacTaBiIeHHs YIOJIHOMOYEHHBIH (eepaabHblil OpraH UCIOJIHUTEIbHON BIIaCTH
3alpalrBaeT yKa3aHHBIE JOKYMEHTHI (CBEIEHUS) B MOPSIKE MEKBEIOMCTBEHHOTO MH(POPMALMOHHOTO
B3aUMOJICHCTBHSL.

(uactp 4.3 B pea. @enepanbHoro 3akoHa ot 27.12.2019 N 478-03)

5. B rteuenwe gecatu paboumx JHEH CO [JHA NPUHATUS 3aABICHUS O TMOATBEPKIACHUU
roCyJapCTBEHHON pErucTpanyu JIEKapCTBEHHOTO Ipenapara U JTOKYMEHTOB, COACpPKalIUuX Pe3yJbTaThl
MOHHUTOPHUHTA 3P(HEKTUBHOCTH U 0€30MaCHOCTH JIEKApCTBEHHOTO Mperapara, MpoBOAUMOIO JepKaTelieM
WIA  BIAJENbIEM  PETUCTPAIMOHHOTO  YAOCTOBEPEHHUS  JIEKapCTBEHHOTO  mpemapara  Jmbo
YIOJIHOMOYEHHBIM MU IOPUIUYECKUM JIUIIOM, YIIOJTHOMOYEHHBIHN (hefiepaibHblii OpraH UCIOTHUTEIbHOM
BJIACTHU:

1) mpoBOIUT MPOBEPKY TMOJHOTHI CBEACHH, COACPKAIIMUXCS B MPEICTABICHHBIX 3asiBUTEIIEM
JOKYMEHTAaX;

2) NpUHMMAET pPEUIeHHE O IMPOBEACHUU WIM 00 OTKa3e B NPOBEJCHMM SKCIEPTHU3bl OTHOILEHUS
omuaaeMoﬁ IMOJIB3BI K BO3MOKHOMY PHCKY IPUMCHCHHUA JICKAPCTBCHHOI'O IIpf€liapara Ha OCHOBAHHUU
pe3yabTaTOB MOHUTOPUHIA 3PHEKTUBHOCTH U OE30MACHOCTH JIEKApPCTBEHHOI'O Ipenapara, IpoBOJUMOI0
AepKaTeleM MM BIIAJENbIEM PETUCTPALMOHHOIO YIOCTOBEPEHMs JICKapCTBEHHOIO mpemnapara Ju0o
YIIOJIHOMOYEHHBIM MU I0PUIMUYECKUM JIMLIOM, a Takke (eiepaaIbHbIM OPraHOM UCIOJHUTEIbHON BIACTH
B COOTBETCTBHUH C TPEOOBAaHUAMH CTaThu 64 HacTosmero OenepaabHOroO 3aKOHA;

3) yBemomisieT B DJEKTPOHHON ¢opMe WIM NUCBMEHHOW Qopme 3asBUTENS M IKCHEPTHOE
VUpeXKJICHUE O IMPUHATOM pEUICHUH JHO0 B Cilydae MPUHATHS pEIIeHHs 00 OTKa3e B TPOBEACHHUH
AKCIIEPTHU3bI YKA3bIBACT MPUUMHBI TAKOTO OTKA3A.

6. B ciydae BbIsBIEHUS! HEOCTOBEPHOCTHU U (MJIM) HEJOCTATOYHOCTH WH(OPMAIINH, COJepKAIIEHCS
B IIPE/ICTABJICHHBIX 3asBUTENIEM JOKYMEHTaX, YIIOJHOMOYEHHBIH (enepaabHbIii OpraH HCHOJHUTEIbHON
BJIACTM HAINPABISET 3asBUTENIO 3ampoc 00 YTOYHEHWM YKa3aHHOW WHQOpManuu. 3ampoc
YIIOJIHOMOYEHHOr0  (hefiepalibHOr0  OpraHa  UCIOJHUTENBHOM  BIAaCTW MOXET ObITh  HepeAaH
YIIOJIJHOMOYEHHOMY IPEACTABUTEIIO 3asBUTEINS JIMYHO IIOJ PACIHCKY, HAIPABJIEH IO MOYTE 3aKa3HbIM
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IUCbMOM WJIM TIE€peJaH B 3JEKTPOHHOU (opMe Mo TeIeKOMMYHMKALlMOHHBIM KaHallaM CBsi3U. B cimyuae
HaIpaBJICHUsl 3alpoca YIOJIHOMOYEHHOIO (elepaabHOr0 OpraHa MCIIOJIHUTEIbHOW BJIACTH IO IOYTE
3aKa3HbIM IUCbMOM OH CUMTAETCs IOJIyYEHHBIM [0 HCTEYEHHMH LIECTH THEH C AaThl HarpaBlICHUs
3aKa3HOI0 MHUChMa.

7. 3asgBuTenb 00s53aH MPEICTAaBUTh OTBET Ha 3alpPOC YIOJIHOMOYEHHOro (eAepanibHOro opraHa
WCTIOJTHUTEJBHOW BJIACTH B CPOK, HE MPEBBIMIAIONINNA JEBIHOCTa pabounX JHEH CO JHS €ro MOJydeHHs.
Cpok, yka3aHHBIA B YaCTH 5 HACTOAIIEH CTaThH, MPHUOCTAHABIMBACTCS CO JHS HAMPABICHUS 3asBUTEIIO
3arnpoca yHOJHOMOYEHHOIO (enepajibHOr0 OpraHa HWCIHOJHUTEIbHOM BJIACTU 1O JHS TMOJIYYEHHUS UM
COOTBETCTBYIOIIETO OTBETa W HE YYHUTHIBAGTCS TMPU HUCUYHUCICHUU CPOKAa  MOJATBEPKICHHS
rocy/1apCTBEHHOW PETUCTpaLliy JIEKApCTBEHHOTO Mpenapara.

8. OcHoBaHueM I OTKa3a B TMPOBEACHHM HKCIEPTHU3bl OTHOIICHHUS OXHUAAEMOH TMONb3bl K
BO3MOXXHOMY PHUCKY MPUMEHCHHs JICKAPCTBCHHOTO Tperapara sBISETCS TMPEACTaBICHUE JTOKYMCHTOB,
COJZIEPIKAIINX PE3yIbTaThl MOHUTOPHHTA Y(PPEKTUBHOCTH U OE30MACHOCTH JICKAPCTBEHHOTO Tpenapara, u
(w) B OTHONIICHWM OWOJIOTHYECKUX JICKAPCTBEHHBIX NPEMapaToB pPe3yIbTaTOB OCYIIECTBICHUS
MEpOTIPUSATHIA B COOTBETCTBUU C IUIAHOM YIIPABJICHUS PHUCKAMH, YTBEPXICHHBIM YIIOJHOMOYCHHBIM
denepanbHBIM OPTAaHOM HCIIOJTHUTEIHHON BJIACTH TIPU OCYIIECTBICHUH T'OCYJIApCTBEHHOW PETUCTPAIlUN
JICKQpCTBEHHOT'O TIpenapara, B HEMOJHOM 00beMe, OTCYTCTBHUE MH(OPMAIIUH, MOATBEPKAAMONMECH (PakT
VIUIaTBl ~ TOCYJAapCTBEHHOW  TONUIMHBI 32  TMOATBEPXKIECHHUE  TOCYAApCTBEHHOW  PETUCTpaluu
JICKApCTBEHHOT'O Tpernapara, JIM0O HENpe/ICTaBICHUE 3asSBUTEIEM B YCTAHOBIICHHBIH CPOK OTBETa Ha
YKa3aHHBIH B 4YacTH 6 HACTOAMIEW CTaTbU 3ampoc YIOJHOMOYEHHOro (heepasbHOrO opraHa
WCITIOJTHUTEJIBHOM BJIACTH, & TAKXKE OTCYTCTBHE B YKa3aHHBIX JJOKYMEHTaX MH(OpMaIUK, KOTopas JOJDKHA
OBITh B HUX OTpPaKCHA.

9. Dkcmepruza OTHOIICHHUS OXHIACMOH TOJNB3bI K BO3MOXKHOMY PHUCKY IPHMEHEHHS
JICKApCTBCHHOTI'O Ipfliapara B LEIAX HOATBCPKIACHUA FOCYI[apCTBeHHOI;'I PErucTpaiv JICKapCTBCHHOI'O
npernapara MpOBOAUTCS KOMHCCHEH SKCIEPTOB IKCIEPTHOIO YUPEKICHUS B CPOK, HE IMPEBBIIIAIOIIHN
COpOKa pabo4mnx JHEH.

10. B ciiyyae HEIOCTaTOYHOCTH NPEACTABJICHHBIX 3KCIEPTY MAaTEpUAIOB I [JauyM 3aKIIOUYCHUS
JKCIIEPT 00pamaeTcs K pyKOBOAUTEIIO IKCIIEPTHOTO YUPEXKICHUS O IPEIOCTaBICHUN €My HE0OXO0IMMbIX
MaTepuaioB. PyKoBOOUTENh 3KCIEPTHOTO YUPEKICHHsI 0OpallaeTcs ¢ COOTBETCTBYIOIIMM 3allPOCOM B
YIIOJTHOMOYEHHBIN (hefepanbHblii OpraH MCIOJHUTEIBHON BIIACTH, BBIIABIIMK 3aJaHWE Ha MPOBEICHUE
DKCIIEPTU3bl OTHOLIEHUS OXKUIAEMOM IIOJIb3bI K BO3MOJKHOMY PHCKY IPUMEHEHUS JIEKapCTBEHHOIO
mpernapara Ha OCHOBAaHHHM JOKYMEHTA, COZIEpIKAIIero pe3yabTaTbl MOHUTOPHHTA 3(P(EKTUBHOCTH H
0€30I1aCHOCTH JICKapCTBEHHOI'0 Ipemnapara. B Teuenue nsatu pabounx JHEH co AHS MOCTYIUICHUS 3ampoca
PYKOBOJUTENS 3KCHEPTHOTO YUYPEKICHUS YKa3aHHbINM (pelepajbHblii OpraH HCIOJHUTENbHOM BIacTH
HanpaBisieT 3asBUTEII0 3allpOC O MPEJCTAaBICHUHM HEOOXOIAMMBIX MaTepUalioB, KOTOPHI MOXET ObITh
nepeaad YIOJIHOMOYEHHOMY IPEACTAaBUTEIIO 3asBUTENS JUYHO IIOJ PACIHCKY, HAIPABIEH IO I0YTE
3aKa3HbIM MMCbMOM WJIU TIEpe/iaH B IEKTPOHHON (hopMe MO TeIeKOMMYHUKAIMOHHBIM KaHainaM cBs3H. B
Cllydae HaIpaBJICHHUs 3apoca YHOJIHOMOYEHHOTO (elepalbHOrO OpraHa HCIIOJHHUTENILHON BJIACTH II0
[I0YTE 3aKa3HBIM IIMCbMOM OH CUMTAETCS IOJyYEHHBIM 10 UCTEYCHMM LIECTHU JHEH ¢ AAaThl HAIIPaBJICHUS
3aKa3HOIO IMHCHMA.

11. 3asgBuTenr 00s3aH NpeaACTaBUTb OTBET Ha 3alpoC YIOJIHOMOYCHHOI'O (bez(epanLHoro opraHa
HCIIOJIHUTCILHON BJIAcTH B CpOK, HEC HpeBI)IHIaIOHII/Iﬁ MECTUACCATH pa60q1/1x JHEH cO JHSA MOJIy4YCHU A
YKa3aHHOI'0 3ampoca. VYOTHOMOYEHHBIN (bel[epaJ'ILHHﬁ opran HUCHOJIHUTEIBHOMN BJIaCTu, BBIJIABIINIM
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3alaHue Ha TIPOBEACHHUE OHKCIEPTHU3bl OTHOLIEHUS OXHMAAeMOM IOJIB3bl K BO3MOXKHOMY PHUCKY
IIPUMEHEHUS JIEKQpCTBEHHOIO IIpernapaTa Ha OCHOBAHMM JIOKYMEHTA, COJEpPIKAIIEero pe3yJIbTaThl
MOHUTOpPHUHTra 3()(HEKTUBHOCTH M OE30MACHOCTH JEKAapCTBEHHOT'O Ipernapara, B T€YEHUE MATH pabodnx
IHEW CO JHS MOCTYIJICHHS OT 3asBUTENS OTBETA HA 3alpOC YIMOJHOMOYEHHOTO (elepalbHOro opraHa
HCIIOJIHUTEJIBHOM BJIACTU HAIIPABJIAET 9TOT OTBET B DKCIEPTHOE YUpexkAcHUE. B ciryuae HenpencTaBieHUs
M0 MCTEYCHUH HIECTUACCATH padOYMX JHEH 3asBUTENIEM OTBETa HAa YKAa3aHHBIM 3alpOC YIOTHOMOUYEHHBIH
GbenepanbHbIi OpraH HCHOJHUTENbHOM BIIACTH, BBLAABIIMKM 3aJaHHe HA MPOBEAECHUE HKCIEPTHU3BI
OTHOIIECHUS O0KUJAEMOW MOJIb3bl K BO3MOXXHOMY PHUCKY IPHUMEHEHUs JIEKapCTBEHHOrO IMpernapara Ha
OCHOBAHUHU JIOKYMEHTa, COJEpXKAILIEro pe3yJbTaTbl MOHUTOPUHra 3(P(GEKTUBHOCTH M 0€30IacHOCTU
JICKApCTBEHHOTO TIperapara, B TEUYEHHE MATH padouyMX JHEH HampaBisieT B JKCIEPTHOE YUPEKICHUE
YBEIOMIICHHE O HENPEICTaBICHUM 3asBUTEIIEM OTBETa Ha 3allpoC YKa3aHHOro opraHa. Bpems co nHs
HaIpaBJIEHUsl 3ampoca SKCHEPTHOTO YUYPEXKIACHHs B  YIOJIHOMOYEHHBINM (enepanbHbIl  OpraH
UCIIOJIHUTEJIBHOM BJIACTH [0 [HSA TOJIYYEHHUS DKCIEPTHBIM YUYPEKICHHUEM OTBETa Ha 3alpoc WIN
YBEJAOMJIEHUSI O HENpPEJICTaBICHUM OTBETAa Ha 3alpoC HE YUWUTHIBACTCS IpPU HUCUUCICHUM CpOKa
IIPOBEJEHUS OKCIIEPTU3bl OTHOLICHHS OXKUIAEMOM IOJIb3bl K BO3MOXKHOMY PHUCKY IPUMEHEHUS
JIEKapCTBEHHOI'O IIpernapara Ha OCHOBAaHUMU JIOKYMEHTA, COJEP’Kallero pe3ysibTaTbl MOHUTOPUHIA
3¢ HEeKTUBHOCTH U 6€30I1aCHOCTH JIEKAPCTBEHHOTO IIperapara.

12. B cpok, He MpEeBbIAOMUN JECATH padOYuX JHEW CO JHS MOJIYUYEHHS 3aKJIFOUEHUS KOMHUCCUU
JKCIIEPTOB M0 pe3yJbTaTaM »JKCIEPTU3bl OTHOLIEHUS OXKUAAEMOM IIOJB3bI K BO3MOXHOMY PHUCKY
NPUMEHEHHS JIEKAPCTBEHHOTO IIperapara, COOTBETCTBYIOIIMK YIOJHOMOYEHHBIN (enepaibHbIil OpraH
VCIIOJIHUTEIIBHOU BIIACTH:

1) OCYHICCTBIACT OLCHKY O3TOr0 3aKIIOYCHUA I ONPCACICHUSA €TI0 COOTBCTCTBHA 3aJJaHUIO Ha
IMpOBCACHUC YKaBaHHOﬁ OKCIICPTHU3DI,

2) HpUHMMAET pELIEHUWE O IMOATBEPXKAECHUU TIOCYJIapCTBEHHONW PETUCTPALUU JIEKapCTBEHHOTO
mpernapara Wid 00 OTKa3e B IOATBEPXKICHUM TIOCYIAapCTBEHHOW pErucTpalyy JIeKapCTBEHHOIO
npenapara;

3) BHOCHUT TMpU TMPUHATUU PpEHICHUS O MOATBEPKICHUU TOCYIJApCTBEHHON perucTpanuu
JIEKapCTBEHHOI'O IpernapaTa CBEACHMSI B I'OCYIapCTBEHHBIH PEECTp JIEKAPCTBEHHBIX CPEJICTB U BBIIAET
3asIBUTEI0 OECCPOUHOE PETUCTPAIIMOHHOE YI0CTOBEPEHUE JIEKAPCTBEHHOTO Mpernapara.

13. OcHoBaHueM Ajisl OTKa3a B MOATBEPKIACHUM IOCYAAPCTBEHHOM PETUCTPALUU JIEKAPCTBEHHOTO
npenapara SIBISICTCS 3aKJIIOYEHHE COOTBETCTBYIOLIETO YIOJIHOMOYEHHOTO (hefepaisbHOro opraHa
WCTIOJTHUTEIBHOW BJIACTH O TOM, YTO PHCK NPUYMHEHHUS BpeAa 370POBBIO YEJIOBEKa MM JKUBOTHOTO
BCJIC/ICTBHUE IIPUEMa JIEKaPCTBEHHOTO TIpernapara rnpeBbimaeT 3)(HeKTHBHOCTh €0 IPUMEHECHHSI.

(B pen. ®enepansuoro 3akoHa ot 04.06.2018 N 140-D3)

14. B mnepuon mnpoBeAeHHsS MPOLEAYpPhl TOITBEPKICHUS TOCYAApCTBEHHOH perucrpanuu
JIEKapCTBEHHOTO MperapaTa ero odparnienue B Poccuiickoii denepany He MPUOCTAHABINBACTCS.

15. Jlomyckaercs oOpallleHue JIEKapCTBEHHBIX IPENnapaToB J0 HCTEYEHHUs CpPOKa TOJIHOCTH,
IIPOU3BEJICHHBIX B TEYEHHE CTa BOCBMHUJECATH KaJCHIAPHBIX JHEH II0CHE€ JaThl MPHUHIATHUS
YIIOJIHOMOYEHHBIM (heZiepalIbHbIM OpPraHOM HCIIOJIHUTENBHOW BJIACTU pPELICHHS O IOATBEPXKICHUU
roCy/lapCTBEHHOW pErUCTpallid, B COOTBETCTBUM C HHQpOpMaLUell, coaepkaleicss B JIOKyMEHTax
PEruCcTpallMOHHOIO JOChE Ha JIEKAPCTBEHHBIN IIpenapar 10 AAThl IPUHATUSA TAKOTO PELICHUS.

www.consultant.ru Crpannna 64 u3 139
HaJe:KHasl IPpaBOBasl NMOAIEPKKaA


https://login.consultant.ru/link/?req=doc&base=RZR&n=299421&date=06.04.2021&dst=100040&fld=134
http://www.consultant.ru
http://www.consultant.ru

Oenepanbhblil 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

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

CraTtbsa 30. BHeceHMe U3aMeHeHNN B [,OKYMEHTbI, cogepxawmecs B permcTpauMoHHOM
OOCbe Ha 3aperucTpupoBaHHbIA JIeKapCTBEHHbIW npenapatr Ansa MeaULMHCKOro
NpUMeHeHuA

1. B mensix BHeceHHs M3MEHEHHMI B JOKYMEHTBI, COJEpIaIluecs B PETUCTPALMOHHOM JI0Che Ha
3apEeTrUCTPUPOBAHHBIA JIEKAPCTBEHHBIM TMpenapar Uisi MEIUWIHUHCKOTO TMPUMEHEHHs, AepKaTelb WU
BJIQ/IETIEl] PETUCTPALMOHHOIO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO Tperapara Wi YHIOJTHOMOYEHHOE UM
Jpyroe IpUIndecKoe JIMLO (J1ajee B HaCTOSALIEH CTaThe - 3asiBUTENIb) MPEACTABISET B YIIOJTHOMOYEHHBIH
denepanbHBI OpraH UCHOJHUTENHLHON BIACTH 3asBJICHHE O BHECEHHWU TaKUX W3MEHEHUU 1o dopme,
YCTaHOBJICHHOW YIOJTHOMOYEHHBIM (peiepalIbHBIM OPTaHOM HCIIOJTHUTEIHLHOW BIIACTH, W MPUJIaracMble K
HEMYy M3MEHEHHUS B YKa3aHHbIC JOKYMEHTBI, a TaKKe JOKYMEHTbI, MOJITBEPKIAOLINE HEOOXOIMMOCTh

BHECECHHS TAKUX U3MECHEHUM.
(B pen. denepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 04.06.2018 N 140-D3)

1.1. Ilpu HEOOXOAUMOCTH BHECCHHS B JOKYMEHTHI, COACPKAIIUECS B PETUCTPANMOHHOM JIOChE HA
3apErUCTPUPOBAHHBIA JIEKAPCTBEHHBIM Hpenapar il MEAULUHCKOrO IPUMEHEHHs, HU3MEHEHHU,
YKa3aHHBIX B MYHKTE 3 4acTH 2 HACTOSIIEH CTaTbU U TPEOYIOIIMX MPOBEACHHUS SKCIEPTU3BI KauyecTBa
JIEKapCTBEHHBIX CPEJNICTB, 3asBUTENb JTOMOJIHUTEIBHO MPEJICTABISIET B YIOJIHOMOUYEHHBIN (henepanbHblii
OpraH HCIIOJIHUTEIIbHOW BIJIACTU CBEACHHUS O JaTe NPEIOCTaBICHUS U PETUCTPAIMOHHOM HOMEpe
JMLUEH3UM Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEICTB MJIM CBEACHUS O Jare NpelOoCTaBICHUS U
PErUCTPAallMOHHOM HOMEpPE 3aKJIIOYEHHS] O COOTBETCTBUM IPOU3BOJUTENS JIEKAPCTBEHHBIX CPECTB
TpeOOBaHUSM TMpaBWJI HaJUIekKaIIed MPOU3BOJACTBEHHON NPAKTHKHU, BBIJAHHBIX (TPEJOCTABICHHBIX )
YIOJIHOMOYEHHBIM (peiepaibHbIM OPraHOM UCIIOJIHUTEIbHON BIACTH B OTHOIICHHH U3MEHEHHOW M (MJIN)
JOTIOJTHEHHOM MPOM3BOJACTBEHHON IUIONIA/IKU JIEKAPCTBEHHOTO Ipenapara, B ciiydae, eciau MPOU3BOJCTBO
JIEKApCTBEHHOT'0 TMpernapara ocyulecTsisiercs B Poccuiickoit ®Denepanuu, 1100 CBEACHUS O Jare
MPEAOCTABICHUSI W PETUCTPAMOHHOM HOMEPE BBIJAHHON YIOJHOMOYEHHBIM OpPraHOM CTpaHbI
MIPOU3BOUTEIS JIMIICH3UN HAa TIPOU3BOICTBO JIEKAPCTBEHHOTO Ipernapara u e MmepeBo]] Ha pyCCKUM SI3bIK,
3aBEPEHHbIE B YCTAHOBJIECHHOM IOPSIKE, & TAKKE CBEJICHUS O JaTe MPEAOCTABICHUS U PErUCTPALIMOHHOM
HOMEpE 3aKIIOYCHHS] O COOTBETCTBUHU TPOM3BOAMTENS JICKAPCTBCHHBIX CPEICTB TPESOOBAHMSIM TPABHII
HaJJIeXxalled MPOU3BOJICTBEHHON NPAKTUKH, BBIJAHHOTO YIOJIHOMOYEHHBIM (erepaqbHbIM OpPraHOM
WCIIOJTHUTEIbHOW BJIACTH B OTHOIICHUM W3MEHEHHOW U (WJIM) JOMOJHEHHOM MPOU3BOJCTBEHHON
IJIOIIAJKH JIEKAPCTBEHHOI'O Mperapara, WIM CBEACHUS O JlaTe€ MPEAOCTaBICHUS U PErUCTPALMOHHOM
HOMEpE pEIICHHUS YIOJHOMOUYEHHOTO (enepalbHOTO OpraHa HWCIOJHUTEIBHON BJIACTH O IMPOBEICHUU
MHCIIEKTUPOBAHUS  IPOU3BOAMTENS JIEKAPCTBEHHBIX CPEICTB B  Clly4ae, €Clid [POU3BOJCTBO
JIEKapCTBEHHOTO Iperapara OCyIlecTBIAEeTCS 3a npeaenamu Poccuiickon @enepann.

(gactp 1.1 BBenena denepanbHpiM 3aKk0HOM OT 04.06.2018 N 140-D3; B pen. denepalibHOro 3aKOHA OT
27.12.2019 N 478-D3)

1.2. Ilpu HEOOXOAUMOCTH BHECEHHs B JOKYMEHTHI, COAEpKAIIUecs B PETUCTPALMOHHOM JOChEe Ha
3apErUCTPUPOBAHHBIA  JIEKAPCTBEHHBIM Mpenapar JUisi MEIULMHCKOTO MPUMEHEHUS, HW3MECHEHUN,
yKa3aHHBIX B MYHKTE 4 4acTU 2 HACTOSAUICH CTaThu M TPEOYIOUIMX MPOBEICHUS KCIEPTU3bI KauecTBa
JIEKAPCTBEHHBIX CPEJCTB, 3asIBUTENb JOMOJHUTEIBHO MPEICTABIAECT B YIOJIHOMOYECHHBIN (henepaibHbIN
OpraH MCIIOJHUTEIBbHONW BJACTU CBEAEHUS O JaTe MPENOCTABICHUS M PErMCTPAllMOHHOM HOMEpPE
JIMLICH3UM Ha IPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB WM CBEACHUS O JaTre IPEeNOCTaBICHUS U
PETrUCTPAlMOHHOM HOMEpE 3aKJIFOYEHHS O COOTBETCTBHM ITPOU3BOJMTENS JIEKAPCTBEHHBIX CPEICTB
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TpeOOBaHUSAM TMPABWJI HAJISKAIICH TPOU3BOACTBEHHON IPAKTUKH, BBIIAHHBIX (IIPEIOCTABICHHBIX )
VIIOJTHOMOYCHHBIM (e/IepalIbHBIM OPraHOM HWCIOJHUTEIIBHON BIIACTH B OTHOUICHHUH ITPOU3BOJICTBEHHOM
IUIOLIA/IKK JIEKAPCTBEHHOTO TMpemnapara, B Ciydae, €CIM IMPOU3BOJCTBO JIEKAPCTBEHHOTO IMpernapara
ocymiectBisiercs B Poccuiickoit  ®enepanuu, 1u00 CBEIEHHMs O JlaTe NPENOCTaBICHUS U
PETUCTPALIMOHHOM HOMEpE BBIJAHHON YIMOJIHOMOYEHHBIM OPTaHOM CTPaHbl MPOU3BOAUTENS JTUIICH3UU Ha
MPOU3BOJICTBO JICKAPCTBEHHOIO TMperapaTta MU €€ TMEepeBOJ Ha PYCCKUH A3BIK, 3aBEPCHHBIC B
YCTaHOBJICHHOM IOPSAJIKE, a TaKKe CBEIEHUS O JaTe MPEAOCTaBICHUS M PErHUCTPAIMOHHOM HOMEpe
3aKJIFOYCHUST O COOTBETCTBUU IPOW3BOIUTEINS JICKAPCTBCHHBIX CPEIACTB TPEOOBAHHSAM  TPABHII
HaJJIeXalled MPOU3BOJICTBEHHON NPAKTUKH, BBIJAHHOTO YIOJIHOMOYEHHBIM (erepaqbHbIM OpPraHOM
WCIIOTHUTEJIbHON BJIACTU B OTHOIIEHWH MPOM3BOJICTBEHHOM TIJIOMIAJKH JIEKAPCTBEHHOIO TperapaTa, Hin
CBEICHMSI O JlaT€ TMPEIOCTABICHUS U PETUCTPAIlHIOHHOM HOMEpE pEeUICHUS YIOIHOMOYEHHOTO
denepanbHOrO0 OpraHa HCIOJHUTEIBPHOW BJIACTH O IPOBEICHUU WHCIICKTUPOBAHUS TIPOU3BOIUTEISL
JIEKapCTBEHHOI'O CPE/ICTBA B ClIydae, €C MPOU3BOACTBO JEKAPCTBEHHOTO MpenapaTa OCyIIeCTBISETCS 3a
npeaenamu Pocceniickoit denepanun.

(gactp 1.2 BBenena denepanbapiM 3aKk0HOM 0T 04.06.2018 N 140-D3; B pen. denepaibHOro 3aKOHA OT
27.12.2019 N 478-D3)

1.3. Ilpunatue pemieHus O BHECEHWUM HM3MEHEHHH WiIM 00 OTKa3e BO BHECEHHWH W3MEHEHHH B
JIOKYMEHTBI, COJCpKAIIMecss B PETUCTPAIMOHHOM JIOCh€ Ha 3apEerUCTPUPOBAHHBINA JIEKAPCTBEHHBIN
npenapar Al MeTUIIUHCKOTO IPUMEHEHUs, B ClIydyae HE0OXOUMOCTHU MPOBEICHUS IKCIIEPTH3bI KaueCcTBa
JIEKAPCTBEHHBIX CPEACTB U (WJIM) SKCHEPTHU3bl OTHOIICHUS 0KHJIAEMOW IMOJb3bl K BO3MOXHOMY PHCKY
MIPUMEHEHHS JICKAPCTBEHHOTO Tperapara A MEIUIIMHCKOTO MPUMEHEHHS OCYIIECTBISETCS B CPOK, HE
MIPEBBIIAIONINI JEBIHOCTA padOUUX THEH, a B OCTAIBHBIX CIydasX B CPOK, HE MPEBBIIIAIONINNA TPUIATH
pabounx IHEH co AHS MPUHATUS YIOJTHOMOYEHHBIM (efepalbHbIM OPraHOM HCIIOJHUTENBHON BIACTH
3asBJICHUSI O BHECEHUU TaKUX U3MECHEHUH.

(uacts 1.3 BBenena @enepanbHbiM 3ak0HOM OT 04.06.2018 N 140-D3)

1.4. YnonHoMouyeHHBIN (enepanbHbIi OpraH HCHOJHUTENIBHON BJIACTH C YYETOM pe3yJIbTaToOB
(bapMakoHaa30pa U MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPEACTB, HAXOIAIIMXCA B IPa)KJIaHCKOM
000poTe, YCTAaHOBJICHHBIM TpPEOOBAaHHMSIM K HMX KAayeCTBY B TEUCHHE JECATH PadOYMX THEH CO JHS
MOCTYIJICHUs. COOTBETCTBYIOIIEH HHGpOpPMaLMU pa3MellaeT Ha CBOEM OQUIMAIbHOM caiiTe B CeTH
"NHTepHer" cBeleHUs O HEOOXOAMMOCTH BHECEHHS B MHCTPYKLUIO MO MEAMLIMHCKOMY MPUMEHEHHIO
JIEKapCTBEHHOI'0 IpenapaTa M3MEHEHUII B OTHOLIEHMU CBEIECHUH O MOKa3aHMAX A NPUMEHEHUs U
IIPOTUBOIOKA3aHUAX JUIsl IPUMEHEHUS JIEKAPCTBEHHOI'O Mpenapara, BhISIBICHHbBIX TOOOYHBIX NEHCTBUIX,
HEeXXEJIATeNbHbIX PEAaKUUAX NPU NPUMEHEHUHU JIEKAPCTBEHHOrO Ipernapara M yBeJOMJseT 00 3TOM B
ANEKTPOHHOU (opMe WM TMUChMEHHOU ¢opMme (Ha OyMaKHOM HOCHTENE) AepKarels WIN BIAIebla
PEruCTPallMOHHOIO yJIOCTOBEPEHHs JIEKAPCTBEHHOrO Ipernapara (WM YIOJIHOMOYEHHOE MM Jpyroe
IOpUANYECKOE JIMIO), a TakKe JepiKaTelell WM BIAJENbLIEB PETUCTPALMOHHBIX YAOCTOBEPEHUN
JIEKapCTBEHHBIX MpernaparoB (WIM YIOJIHOMOYEHHBIX HMH JAPYIMX HOPUAMYECKHX JIMI), KOTOpbIE
SBJIIOTCS B3aUMO3aMEHSIEMbIMHU.

(uacts 1.4 BBenena @enepasibHbIM 3aKOHOM OT 27.12.2019 N 475-D3)

1.5. lepkaTenp WiIn BIIaJelel] perUCTPAllMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOrO IIpernapara, a
Tak)Ke JeprKaTely WM BIAJENbIbl PETUCTPALMOHHBIX YIOCTOBEPEHUN JIEKapCTBEHHBIX MpenapaToB (WK
VIIOJTHOMOYCHHBIE UMU JIPYTHE IOPUINYECKUE JIUIA), KOTOPHIC SBISIOTCS B3aUMO3aMECHICMBIMU, 00sI3aHBI
MIPEJICTaBUTh B YIOJIHOMOYEHHBIN (efepanbHblii OpraH UCHIOTHUTENbHOM BIACTH 3asBJICHHS O BHECEHUU
U3MEHEHUH B JOKYMEHTBI, COJIEpKallfecsi B PErucCTPAllMOHHBIX JOChE€ Ha 3aperUCTPUPOBAHHBIC
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc

"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

JIEKapCTBEHHbIE Ipenaparbl s MEAUIMHCKOIO NMPUMEHEHHs, B OTHOLICHUU CBEACHUM, YKa3aHHBIX B
WHCTPYKIIUU 10 MEIUIIMHCKOMY MPUMEHEHHIO JICKAPCTBEHHBIX MPENapaToB, B TEUYCHUE COPOKAa paboumnx
IHEH co JAHS pa3MelIeHHs] YHOJHOMOYEHHBIM (hefepaibHbIM OpPraHOM HCIHOJHUTENIBHON BIIACTH
nH(popMaIny, yKa3aHHOW B yacTH 1.4 Hacrosmiei crathu. JlaHHOE TpeOOBaHWE HE PACIPOCTPAHICTCS Ha
Cllydyal BHECEHHMS B MHCTPYKLMIO [0 MEIUUMHCKOMY IPUMEHEHHIO JIEKapCTBEHHOIO Ipernapara
W3MEHEHUIN B OTHOIIEHUY HOBBIX MMOKA3aHUM JJIs1 MPUMEHEHHUS JIEKAPCTBEHHOIO IIpenapaTra Ha OCHOBaHUH
pe3yIbTAaTOB COOTBETCTBYIOIIMX UCCIEAOBAHUM.

(uactpb 1.5 BBegena denepanbHbiM 3akoHOM OT 27.12.2019 N 475-03)

2. DKcnepTH3a JIEKapCTBEHHBIX CPE/ICTB B YACTH SKCIIEPTU3bI KAaUeCTBA JEKApCTBEHHOTO CPECTBA U
(unn) SKCIepTU3bl OTHOLIEHUS OKUJAEMOM MOJIb3bl K BO3MOKHOMY PUCKY IPUMEHEHHUSI JIEKaPCTBEHHOTO
npernapara s MEIUIMHCKOTO IPUMEHEHUs IPOBOJUTCS B CIydae BHECEHUs W3MEHEHHMH B JJOKYMEHTHI,
CoJiepKalliecss B PErMCTPAllMOHHOM J0Ch€ Ha 3aperuCTPUpPOBAHHBIM JIEKAPCTBEHHBIM mpernapar, B
OTHOILICHUH:

1) cBeneHu#, yKa3aHHbIX B HUHCTPYKLUMHU [0 MEAMIMHCKOMY IPUMEHEHUIO JIEKapCTBEHHOI'O
npenapara:

a) JeKapCcTBeHHAs (hopMa C yKa3aHHEM HAaUMEHOBAHHWHA W KOJWYCCTBEHHOTO COCTaBa JICHCTBYIOIIMX
BEIIECTB U KaUYECTBEHHOT'O0 COCTAaBa BCIIOMOTATENbHBIX BEHIeCTB (IMIPH HEOOXOIUMOCTH KOJIHMYECTBEHHOTO

COCTaBa BCIIOMOTaTeNbHbIX BELIECTB);

0) dapmakoguHamMuka W (apMaKOKHMHETHKA (32  HCKIIOYCHHEM  (apMaKOKHHETUKH
TOMEOTIATHYECKUX JIEKAPCTBEHHBIX MPENApaTOB U PACTUTEIBHBIX JICKAPCTBEHHBIX MIPEIapaToB);

B) MOKa3aHUs AJIsl IPUMEHEHUS;
I') IPOTUBOINIOKA3aHUS JJIsl IPUMEHEHUS;
1) MEpBI MIPEIOCTOPOKHOCTU IPU TPUMEHEHUH;

€) YyKa3aHM€ BO3MOXHOCTM U OCOOCHHOCTEH IPUMEHEHHUs JIEKapCTBEHHOIO IIpernapara ajs
MEIULUHCKOTO IMpPUMEHEHHs] OepeMEHHBIMU JKEHIIMHAMM, JKCHIIMHAMU B IEPUOJA  IPYIHOTO
BCKapMJIUBAHMsI, JE€TbMH, B3POCIBIMU, HMEIOLTIMH XPOHUYECKHE 3a00ICBaHNUS;

)K) PEKHUM OO3UPOBAHMA, CII0COOBI BBCIACHUA U IIPUMCHCHUSA, IIPpU HeO6XOI[I/IMOCTI/I BpEMs IIpucMa
JICKApCTBCHHOI'O Ipcnapara, NpOoAOJDKUTCIBHOCTL JICHCHHA, B TOM YHUCIC Yy JIeTe OO0 M MOCJE OMHOIO

roja;

3) BO3MOXKHBIC TTOOOYHBIC JCHCTBYS U HEKEIATCIbHBIC PEAKIIMH TIPU IPUMEHEHUH JICKAPCTBCHHOTO
npemnapara;

1) CUMIITOMBI IEPEO3UPOBKH, MEPHI TI0 OKA3aHUIO TIOMOILLY MPU IEPEO3UPOBKE;
K) B3aUMOJIEHCTBUE C APYTUMHU JIEKApCTBEHHBIMHU ITpenapaTaMu U (HJIK) MUIIEBBIMU IPOAYKTaMH;
1) (opMmbl BBIITyCKa JIEKApCTBEHHOT'O Iperapara;

M) ykazaHue (Mpu HEOOXOIMMOCTH) OCOOCHHOCTEHM JEeMCTBHs JIEKApCTBEHHOTO Mpemnapara Mpu
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IICPBOM IIPHUEME UJIH IIPU €T0 OTMCHC,

H) CBCACHUA O BO3MOXHOM BJIMAHHU JICKAPCTBCHHOI'O IIpfriaparta i MCIAUIUHCKOTO IMMPUMCHCHUA
Ha CII0OCOOHOCTh YIIpaBJIATH TPAHCIIOPTHBIMHA CPEACTBAMU, MCXAHU3MAMMU;

0) CpPOK TOJHOCTH W yKa3aHWE€ Ha 3ampeT MPUMEHEHHs JIEKapCTBEHHOI'O Mperapara Mmo UCTCUCHUU
CpOKa TOJHOCTH;

1) YCIIOBUS XPaHEHUS;

P) YCIIOBHUS OTITyCKa,

2) cocTaBa JIEKapCTBEHHOIO Mpernapara Jijisi MeIUIIMHCKOTO PUMEHECHHUS;

3) U3MEHEHUs MecTa MPOU3BOICTBA JICKAPCTBEHHOTO MIperapara Jijisi MEAMIIMHCKOTO MPUMEHEHHSI,

4) n3MeHeHus noka3aTesiell KauecTBa JIEKapCTBEHHOIO Ipenapara sl MEAUIIMHCKOTO IPUMEHEHHUS
U (MIM) METO/I0B KOHTPOJIS KayecTBa JIEKAPCTBEHHOTO IIpernapara /sl MEAMLUHCKOrO IPUMEHEHUS;

5) HN3MCHCHUA CPOKA I'OJHOCTH JICKAPCTBCHHOTO ITperiapara 411 MCAUIUHCKOIO IPUMCHCHU A

6) cBeleHUN O HEOOXOJUMOCTH BHECEHMSI MHBIX M3MEHEHMHA B WHCTPYKLHIO MO MEIUIUHCKOMY
MPUMEHEHUIO JICKAPCTBEHHOTO IIpenapara, a TakXe B HHBIE JOKYMEHTBI, COJEp)Kaluecs B
PETUCTPALIMOHHOM JI0ChE€ Ha 3aperuCTPUPOBAHHBIN JeKapcTBEHHBIM mpemnapat. [Ipu sTom pemienue o
MPOBEACHUU JKCIEPTU3bl KauecTBa JIGKAPCTBEHHBIX CPEACTB W (MJIM) DSKCHEPTU3bl OTHOLICHUS
OKUJ]aeMOH MOJIb3bl K BO3MOKHOMY PUCKY MPUMEHEHHUS JIEKapCTBEHHOTO Mpenapara s MEIUIIUHCKOTO
MIPUMEHEHUS TPUHUMAETCSI B COOTBETCTBUH C YTBEPKJICHHON YIOJHOMOYEHHBIM (peiepaibHbIM OpraHOM
WCIIOJIHUTENIBHON BIACTH KiacCHU(pUKalueld HW3MEHEHH, BHOCHMBIX B JOKYMEHTBI, COJEp>Kalluecs B
PEruCTPallMOHHOM J0Ch€ Ha 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar.

(uacts 2 B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

3. 3asBuTENb BIIpaBe MPEACTABUTH 110 COOCTBEHHON MHUILIMATUBE BMECTE C 3asBJIEHUEM O BHECEHUU
U3MEHEHHH B JOKYMEHTBI, COJEp’KalllMecs B PETUCTPALlMOHHOM JOChE Ha 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIN IpernapaTr uisi MEAMIMHCKOrO NPUMEHEHUS, KOIUU JOKYMEHTOB, IOJTBEPKIAIOLINX
yILUIaTy TOCYJApCTBEHHOM NOLUIMHBI 3a BHECEHHME B JOKYMEHTBI, COACpIXKAILUUECS B PETUCTPALMOHHOM
JIOChE HA 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar il MEAUIIMHCKOIO IPUMEHEHUS, U3MEHEHHUH,
TpeOYIOLMX MPOBEACHHUS OSKCIEPTU3bl JICKAPCTBEHHBIX CPEJICTB B YaCTH HKCIEPTH3bl KauecTBa
JIEKapCTBEHHOI'O CPEACTBA U (MJIM) IKCHEPTHU3bl OTHOLICHUS OKUJAEMOM I0JIb3bl K BOBMOXHOMY PHUCKY
IIPUMEHEHHUS JIEKaPCTBEHHOI'O Ipenapara Julsi MEJUIUHCKOTO IPUMEHEHUS, TOCY1ApPCTBEHHON MOIIJIUHBI
3a BHECEHUE B JOKYMEHTBI, COJAEpXKAIIMECSs B PETHCTPALMOHHOM JIOChE€ HA 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHbII MpenapaT A MEeIULMHCKOIO MPUMEHEHMs, U3MEHEHHH, He TpeOyIoIMX HpOBEIECHUs
9KCIIEPTU3bl JIEKAPCTBEHHOT'O CPE/ICTBA, a TAK)KE BbIJIaBaeMble (IIPEIOCTABIISAEMBIE) YITOJIHOMOUYEHHBIMU
(benepaabHBIMU OpraHaMy HCIOJIHUTENBHOM BIACTU JOKYMEHTHI (CBEAEHUS), yKazaHHbIE B yacTix 1.1 u
1.2 mnactosmeil crarbu. B ciiyyae MX HeENpeACTaBIECHHS YIOJHOMOYEHHbIN (enepaabHblii OpraH
UCIOJHUTEJIBHOM  BJIACTM  3ampallMBaeT  yKa3aHHbIE  JOKYMEHTbl  (CBEJEHMs) B  IOpsJKe
MEXXBEJOMCTBEHHOT0 MHPOPMALIMOHHOTO B3aUMO/IEHCTBUS.

(dactb 3 B pen. DenepanbHoro 3akoHa ot 27.12.2019 N 478-D3)
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4. B Teuenue necsatu pabodux JHEH CO HS NOCTYIUICHHS YKa3aHHOI'O B YacTH | HacTosIel cTaTbu
3asBJICHUS U HEOOXOAMMBIX JIOKYMEHTOB YIOJHOMOYEHHBINH (heepanbHblii OpraH HCIOJIHUTENbHON
BJIACTH:

1) mpoBOAUT MPOBEPKY MOJTHOTHI U JIOCTOBEPHOCTU CBEICHUM, COAEpKAIIUXCS B MPEACTABICHHBIX
3asBUTEJIEM MaTepHUallax;

2) npUHUMAET pelIeHHE O POBEACHUH YKa3aHHbBIX B 4aCTU 2 HACTOSIIEH CTaTbU COOTBETCTBYIOIINX
HKCIEPTHU3 JIEKAPCTBEHHOI'O CPEACTBA MIIM 00 OTKa3e B UX MPOBEACHUH;

3) yBemoMJIsieT B 3JEKTPOHHOM WM MUCHMEHHOW (OopMe 3asBUTENS O MPHUHATOM PEIICHUU WIH B
cilydae MpPUHSATHS pPEHIeHHs 00 OTKa3e B IMPOBEACHHHM COOTBETCTBYIOIICH OSKCHEPTH3BI C YKa3aHHEM
MPUYMH TAKOTO OTKAa3a.

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

4.1. B ciyuyae BBISBICHUS HEJOCTOBEPHOCTH CBEJCHUN, COACPKAIIUXCS B MPEICTABICHHBIX
3asiBUTENIEM MaTepHaliaX, YIOJIHOMOYEHHBIH (erepalibHblil OpraH MUCIOIHUTENFHOM BIACTH HAIpPaBIISIET
3asBUTEII0 3allpoc 00 YTOYHEHWHM YKAa3aHHBIX CBeACHHWHA. JlaHHBIM 3ampoc MOXKET OBbITh mepenaH
YIIOJTHOMOYEHHOMY MPEACTABUTENIO 3asBUTENs JUYHO IOJI PACIMCKY, HAlpaBJIeH MO MOYTe 3aKa3HbIM
MHUCbMOM WJIHM TIEPEIaH B DJIEKTPOHHOU (popMe MO TEeIeKOMMYHUKAIMOHHBIM KaHaJlaM CBs3U. B ciyuae
HaIpaBJIEHUs TaHHOTO 3arpoca Mo MOYTE 3aKa3HbIM MUCHMOM OH CUMTAETCS MOJTYYSHHBIM 110 UCTEYCHHUH
IIECTH JHEH C 1aThl HAMPABJICHUSI 3aKa3HOTO MUChMA.

(uacts 4.1 BBenena @enepasibHbIM 3ak0HOM OT 25.11.2013 N 317-D3)

4.2. 3asBUTeNb 00s13aH MPEICTABUThL OTBET HA 3alpPOC YIMOJIHOMOYEHHOTO (helepaibHOro OpraHa
UCIIOJIHUTENIBHON BJAacTU B CPOK, HE MPEBBIIIAIONIMIA JEBIHOCTa PabOuMX JHEW CO AHS TOTy4YCHUS
naHHoro 3ampoca. Cpok, yka3aHHBIM B 4YacTH 4 HACTOSIIEH CTaTbU, MPUOCTAHABIMBAETCS CO IHS
HaIpPaBIICHUs 3asSBUTEINIO 3alIPOCa YIOJIHOMOYEHHOTO (eIepalbHOr0 OpraHa UCIOJIHUTENBHON BIACTH 10
JHSL TIOJYYEHUsS MM OTBETa Ha JAHHBIM 3alpoC W HE YYUTHIBACTCS MPU HMCUYUCICHUH CPOKa MPHUHSATHUS
pellleHrs O BHECEHWHM HW3MEHEHUH B JOKYMEHTBI, COJEpKallhecs B PErHCTPAllMOHHOM JOChEe Ha
3apEeruCTPUPOBAHHBIN JICKAPCTBEHHBIN TIpenapar Jyisi MEAUIIMHCKOTO TPUMEHEHUS.

(uacts 4.2 BBeneHa @enepasibHbIM 3ak0HOM OT 25.11.2013 N 317-D3)

5. OcHOBaHMEM ISl OTKa3a B MPOBEICHUM YKA3aHHBIX B YacTH 2 HACTOAIIEH CTATbU JKCIEPTH3
SBIIIETCS. TIPEJCTABICHNE TOKYMEHTOB, IEPEYUCIEHHBIX B YacTsaX | U 3 HACTOAIIEH cTaThU, B HEMOIHOM
o0BeMe, HEMpEeACTaBICHUE 3asBUTEIIEM B YCTAaHOBJICHHBIM CpPOK OTBETa HA YKa3aHHBIA B dactu 4.1
HACTOAIIEH CTaThU 3alpoC YHOJIHOMOYEHHOTro (peiepabHOr0 OpraHa UCHOJHUTENBHOM BJIACTH, a TaKXke
OTCYTCTBME€ B  TMPEACTaBICHHBIX JOKYMEHTaX  JOCTAaTOYHBIX  CBEIACHUM, TMOJTBEPKIAAIOLIUX
HEO0OXOIMMOCTh BHECEHUS M3MEHEHHH, UM OTCYTCTBHE MH(POpPMAIUH, MOATBEpKAAIOMIEeH (PaKkT yraaTsl
roCyJapCTBEHHBIX MOIUINH, YKa3aHHBIX B YaCTH 3 HACTOSIIICH CTaThH.

(B pen. @enepanbHbIX 3akoHOB OT 25.11.2013 N 317-03, o1 22.12.2014 N 429-D3)

6. Yka3aHHbIE B YaCTH 2 HACTOSILEH CTaTbU 3KCIEPTU3bl IPOBOAITCS B MOPSAAKE, YCTAHOBIEHHOM
crarbel 23 HacToswero deneparbHOTO 3aKOHa.

7. B cpok, HEe TPEBHINIAIINAN JeCATH padOYMX JHEH CO JHS TMOJyUCHHUS 3aKIFOUYCHUN KOMHUCCUI
JKCIEPTOB IO pe3yjbTaTaM YKa3aHHbIX B 4YacTH 2 HACTOSALIEH CTaThbU HKCIEPTU3, YIOJIHOMOYECHHBIN
denepanbHBIA OPraH UCIIOJHUTEIIBHON BIIACTH:
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(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

1) mpuHMMaeT pelieHrue 0 BHECEHUH U3MEHEHUN B IOKYMEHTHI, COJEpKAIIUECS B PErUCTPALIUOHHOM
J0Che Ha 3aperucTPUPOBAHHBIA JIEKAPCTBEHHBIH MpenapaT Ui MEAULUHCKOrO NPUMEHEHHUs, WU 00
OTKa3€ BO BHECEHUM TAKUX U3MEHEHMI;

2) BHOCUT B FOCY,Z[apCTBeHHHﬁ peeCTp JICKAPCTBCHHLIX CPCACTB HA OCHOBAHHH PCIICHUA O
BHCCCHUU H3MCHCHHUH B AOKYMCHTEI, coJcpKalmurecd B PEruCTpaluOHHOM J0OChE Ha
Sapel“I/ICTpI/IpOBaHHHﬁ J'IeKapCTBeHHHﬁ nperapar ajid MCEAUOHUHCKOIO IIPHUMCHCHUA, H€O6XOI[I/IMI>IG
HU3MCHCHUA U BO3BPAIIACT UX 3asABUTCIIIO,

3) BBIOACT 3asBUTENI0 HOBOE PETUCTPALMOHHOE YAOCTOBEPEHHE JIEKAPCTBEHHOTO IperapaTra B
Cilydae U3MEHEHHS CBEJCHUM, COJIEPKAINXCSA B HEM.
(. 3 BBeneH DenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

8. OcHoBaHumeM Juisi OTKa3a BO BHECEHWHM U3MEHEHUH B JIOKYMEHTBHI, COJEp)Kalluecs B
PEruCTPAallMOHHOM JIOCh€ Ha 3aperUCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipernapar s MEAUIMHCKOIO
MIPUMEHEHHUS, SBJISICTCS 3aKJIFOUCHHE YITOJTHOMOYEHHOTO (heJIepaIbHOIO0 OpraHa UCTIOJHUTEIBHOW BIIACTU
O BO3MOXXHOCTU CHUXEHHsI 0€30MacHOCTH, KauecTBa, I(PGEKTUBHOCTH JIEKAPCTBEHHOTO CpEACTBA B
CJIy4yae BHECEHMS TAKUX U3MEHEHHU.

9. Jlonmyckaercs oOpailieHue JEeKapCTBEHHBIX IpEenapaToB JUIsi MEAMIIMHCKOTO MPUMEHEHUs N0
WCTEUYEHUsSI CPOKA TOJHOCTH, MPOU3BEICHHBIX B TEUCHHE CTa BOCBMHACCITH JHEH MOCe AaThl TPUHATHUS
YIIOJTHOMOYEHHBIM (hefiepaTbHBIM OPraHOM HCIIOTHUTEIBLHON BJIACTH PEUICHHs] O BHECEHUU U3MEHEHHH B
JIOKYMEHTBI, COJEpXAIIHecss B PETUCTPAIlMOHHOM JIOCh€, B COOTBETCTBUM C UH(pOpmaiuei,
coliepkamieiicss B JOKYMEHTaX pEerucTpallMOHHOTO JOCh€ Ha JICKApCTBEHHBIN mpernapar a0 AaThl
MPUHATHS TAKOTO PEIICHUSI.

(dacth 9 B pen. DenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

CraTtbsa 31. BHeceHMe U3aMeHeHNN B [,OKYMEHTbI, cogepxawmecs B permcTpauMoHHOM
OOCbe Ha 3aperucTpMpoBaHHbIN JIeKAapCTBEHHbLIN nMpenapaTt AnA BeTepUHapHOro
NpUMeHeHusA

1. B mensix BHeceHHMs M3MCHEHHUI B JOKYMEHTBI, COJEPI)KAIIMECS B PETUCTPAIIMOHHOM JOChe Ha
3apErHCTPUPOBAHHBIA JICKAPCTBCHHBIA MpermapaT i BETEPHHAPHOTO MPUMEHEHUS, JIepiKareilb WIH
BJIaJIeNIel] PETHUCTPAIIMOHHOTO YJOCTOBEPEHHS JIEKAPCTBEHHOIO Iperapara WM YIOJIHOMOYCHHOE MM
Apyroe IPUINYECKOe JIUIO (Jaiee B HACTOSIIEH CTaThe - 3asiBUTENb) MPEICTABIISET B YIOJTHOMOUCHHBIN
denepanbHBIA OpraH WCIOJIHUTEIBHOW BJIACTH 3asBIICHHE O BHECCHMM TAaKMX HM3MEHEHWH 1o (opme,
YCTaHOBJICHHOW YIOJTHOMOYEHHBIM (peiepalIbHBIM OPTaHOM HCIIOJTHUTEIHLHOW BIIACTH, W MPUJIaracMble K
HEMY W3MCHEHHsI B YKa3aHHBIC JIOKYMEHTBI, a TaK)K€ JIOKYMEHTBI, MOJITBEPIKIAAIONINEC HEOOXOIMMOCTb
BHECEHUS TaKWX m3MeHeHu. [Ipn Heo0X0MMOCTH BHECEHUSI U3MEHEHUH B JJOKYMEHTBI, COJICpIKAIUECs B
PETUCTPAIIMOHHOM JIOChE Ha 3aperHMCTPUPOBAHHBIA JIGKAPCTBEHHBIM Npenapar JUisl BETEPUHAPHOTO
NPUMCHCHHS, B CIy4asX U3MEHEHWUs © (WIM) JOMOJHCHHUS TPOU3BOACTBCHHON  IUIOMIAIKH
JICKApCTBEHHOT'O CPEJCTBA, a TAK)KEe M3MCHEHUS IOKa3aTesel KauyecTBa JIEKApCTBEHHOIO Iperapara s
BETEPUHAPHOTO TPUMEHEHUS W (WJIM) METOJOB KOHTPOJS KadecTBa JICKAPCTBEHHOTO Iperapara s
BETCPUHAPHOTO TMPHMEHEHHs  3asBUTEIb  JIOTMOJIHUTEIBHO MPEICTABISCT B  YIIOJIHOMOYCHHBIH
(denepanbHBI OPTaH UCIIOJHUTEIIBHOMN BIIACTH CIICAYIONINE JOKYMEHTHI (CBEICHHUS):

(B pen. @exnepanbHoro 3akona ot 27.12.2019 N 478-D3)

www.consultant.ru Crpannna 70 u3 139
HaJe:KHasl IPpaBOBasl NMOAIEPKKaA


https://login.consultant.ru/link/?req=doc&base=RZR&n=342016&date=06.04.2021&dst=100497&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=342016&date=06.04.2021&dst=100498&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=342016&date=06.04.2021&dst=100500&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=351224&date=06.04.2021&dst=100207&fld=134
http://www.consultant.ru
http://www.consultant.ru

Oenepanbhblil 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

1) cBemeHus 0 naTe MPENOCTABICHUS M PErHCTPAlMOHHOM HOMEpE JIMLEH3MH Ha IPOU3BOJICTBO
JIEKapCTBEHHBIX CPEJCTB, MPEJOCTABICHHONW IPOU3BOJUTENIO JICKAPCTBEHHOrO Iperapara Ul
BETEPHHAPHOTO IPUMEHEHUS, U1l POCCUICKUX IPOU3BOANTENCH;

(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 478-03)

2) cBeneHus O JaTe MPEIOCTABICHUS M PETHCTPAIMOHHOM HOMEpEe JHUIEH3UW Ha MPOU3BOJCTBO
JIEKapCTBCHHBIX ~ CPENICTB, IPEJAOCTABICHHONH IMPOW3BOAUTENIO  (hapManeBTUYECKOW CYOCTaHIIHH,
BXOJIAIIEH B COCTaB JICKAPCTBEHHOTO Mperapara Jjisi BETEPUHAPHOTO MPUMEHEHHS, Ui POCCUUCKHX
MPOU3BOAUTENEH;

(B pen. @enepanbHoro 3akona ot 27.12.2019 N 478-D3)

3) KOITMA JOKYMCHTA, BBIJAHHOI'O YIIOJTHOMOYCHHBIM OPraHOM CTpPaHbl ITPOU3BOAUTCIIA JJIA Ka)I(Z[Oﬁ
MIPOM3BOJICTBEHHOM IUIOMIAJIKM JIEKAPCTBEHHOI'O IIpermapaTa [js BETEPUHAPHOTO NPUMEHEHUS U
MOATBEPKIAIOIIETO COOTBETCTBHME MPOU3BOAMUTENS JICKAPCTBEHHOIO Ipernapara TpeOOBaHUSIM IPABUII
HaJJIeXalled MPOU3BOJACTBEHHOW MPAKTHUKH, M €ro IMepeBOJ] Ha pYCCKUIl S3bIK, 3aBEPEHHBIE B
YCTAHOBJICHHOM IIOPAJAKE, a TAKKC KOIHA 3aKIOYCHUA O COOTBETCTBUU MPOU3BOAUTCIIA JICKAPCTBCHHBIX
CpeICTB  TpeOOBaHMUAM  MpPaBWJI  HaANEXKAlleld  MPOU3BOJACTBEHHON  MPAKTUKH,  BBIJIAHHOTO
YIOJIHOMOYEHHBIM (peiepaibHbIM OPTaHOM HMCIIOJTHUTEIIBHOW BIACTH I KaXKIIOM MPOM3BOJICTBEHHOU
IUIONIA/IKK JIEKAPCTBEHHOTO IMpermapaTa JAjs BETEPUHAPHOTO MPUMEHEHHs, JUO0 KOMHs PpEHIeHHUs O
MPOBCACHUHN WHCIICKTUPOBAHHA MPOU3SBOAUTCIIA JICKAPCTBCHHBIX CPECACTB, IMIPUHATOrO YIIOJIHOMOYCHHBIM
denepanbHBIM OpPraHOM HCHIOJHUTEIBHOM BIACTH JUISI KaXIOW MPOU3BOJICTBEHHOW IJIOMIAJAKH
JIEKapCTBEHHOTO Tpernapara g BETEPUHAPHOIO MPUMEHEHUS. Y Ka3aHHBIE JOKYMEHTHI MTPEACTaBIISIIOTCS
B Clly4ae, €clid TMPOM3BOJACTBO JIEKAPCTBEHHOIO TIpernapara s BETEPUHAPHOTO MPUMEHEHUs
OCyILECTBIsIETCS 32 npeaenamu Poccuiickoint @enepannu;

4) komusi JOKYMEHTa, BBIIAHHOTO YIOJHOMOYEHHBIM OPTaHOM CTpaHbl MPOU3BOAMTENS
(dapmarneBTHIECKON cyOcTaHuu " MOATBEPKIAOIIETO COOTBETCTBHE MIPOU3BOIUTEIIS
(bapmaleBTHUECKON CyOCTaHLIMU, BXOJSIICH B COCTAaB JIEKAPCTBEHHOIO Mperapara sl BETEpPUHAPHOTO
MPUMCHCHHS, TPEOOBAHUSM TIPAaBUJ HAJUICKAIICH MPOW3BOJACTBCHHON MPAKTUKHA, W €ro IEpeBO] Ha
PYCCKHIl  s3bIK, 3aBEpEHHBbIE B YCTAHOBICHHOM TOpSAKE, B Cly4ae, €cld MPOU3BOACTBO
(hapmareBTHUECKON CyOCTaHIIMK OCYIIECTBIIICTCS 3a penenamu Poccuiickoit @eneparuu.

(dacthb 1 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

1.1. B cinyyae usmeHeHust U (WIM) JOMOJHEHUS MPOU3BOACTBEHHOM IUIOLIAJKU JIEKAPCTBEHHOTO
CpEIACTBAa JNOKYMEHTBI, YKa3aHHbIE B 4acTH | HACTOSINEH CTaTbU, IPEACTABIAIOTCSA 3asBUTEIEM B
OTHOIIEHUU U3MEHAEMON M (WiIM) JOIOJIHAEMON HPOU3BOACTBEHHOM IUIOMIAJKU JIEKAPCTBEHHOIO
cpencTsa. Pemenne o BHECEHMN U3MEHEHUN B JOKYMEHTBHI, COACPKAILINUECS B PETMCTPALMOHHOM J0ChE Ha
3aperucTpUpPOBAaHHBIN JIEKAPCTBEHHBIN IpenapaT A BETEPUHAPHOrO NMPUMEHEHUs, WK 00 OTKa3e B MX
BHECEHUHU NPUHUMAETCA B Cilydae He0OXOAMMOCTHU MPOBEJECHUS SKCIIEPTU3bI JIEKAPCTBEHHOT'O CPE/ICTBA B
CPOK, HE MPEBBIIAIONINI JeBAHOCTa padOUUX JTHEH, a B OCTAIbHBIX CIy4asX B CPOK, HE MPEBBIIIAIOLIUI
TpUJLATH pabOYMX JTHEH CO AHS NPUHATHS YIOJIHOMOYEHHBIM (eiepaJbHbIM OPraHOM HMCIOJHUTEIbHON
BJIACTH 3asIBJICHUS O BHECEHUM TAaKUX U3MEHEHUI.

(uacts 1.1 BBenena @enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

1.2. B ciywae peopraHusanuu AepiKaress WIM BIaAEiblida PErMCTPALIUOHHOIO YIOCTOBEPEHMS
JIEKapCTBEHHOI'0 TIpernapara Ui BETEepUHApHOIO IPUMEHEHMs, pa3paboTuuKa WIM IPOU3BOIUTENS
JIEKapCTBEHHOI'O IpernapaTta JJii BETEPUHAPHOIO NPUMEHEHHUS B 3asBJICHUM O BHECEHHWU W3MEHEHUU B
JOKYMEHTBI, COJepXKalliecs B PEruCTPALlMOHHOM [JOCh€ Ha 3aperUCTPUPOBAHHBIM JIEKapCTBEHHBIH
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

mpernapaTr A BETEPUHAPHOTO INPUMEHEHMS, YKa3bIBAIOTCS JaHHbIE TOKYMEHTA, IOITBEPKIAIOLIETO
BHECEHUE COOTBETCTBYIOIIMX M3MEHEHMH B EJMHBIN rocynapCTBEHHBIH peecTp HOPUAMYECKUX JUL (A1
OpraHu3alyii, 3aperucTpUupoBaHHbIX Ha Tepputopuu Poccuiickoil denepanuu), UIM UHOTO JIOKYMEHTA,
IIOJITBEPIKIAIOLIET0 PEOPraHU3aLUI0 IOPUINYECKOr0 Jula (4711 OpraHu3alui, He 3aperucTpUpOBaHHBIX
Ha Tteppurtopun Poccuiickoit denepanun). 3asBIeHHME O BHECEHMHM WM3MEHEHUI B JOKYMEHTHI,
coJepKalyecss B PErMCTPALlMOHHOM JIOChE€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar uist
BETEPUHAPHOIO0 IPUMEHEHHUS, U IIPHIaracMble K HEMY TOKYMEHTHI IIPEACTABIAIOTCA B YIOJIHOMOYEHHBIN
(benepanbHBI OpraH MCIOJHUTEIBHON BJIACTH HE IMO3JHEE YeM 4Yepe3 TPUAIATh pabouux JHEH co JHSA
BHECEHHSI COOTBETCTBYIOIIMX M3MEHEHUH B ENUHBIN rocyaapcTBEHHBIH peecTp OPUIUUECKUX JUL (JUIs
OpraHM3alMii, 3aperucTpUpPOBaHHBIX Ha Tepputopuu Poccuiickoit ®dexepanuu) Wik cO THSA NPUHATHS
COOTBETCTBYIOLLETO JOKYMEHTAa, MOATBEP)KIAIOIIEr0 pPEOpraHu3altio OPUIUMYECKOro Juma (s
OpraHM3aliii, He 3aperucTpupoBaHHBIX Ha Teppuropun Poccuiickoit @enepauun). B ciayuae
pEOpraHu3aly Jep/KaTeslss WU  BIaJeNnblla PErucTPalMOHHOTO YAOCTOBEPEHHs JIEKapCTBEHHOIO
mpenapara Juisi BETEPUHAPHOIO IPUMEHEHUS 3asiBJIICHHE O BHECEHUM W3MEHEHMU B JOKYMEHTHI,
coJiepKalliecss B PErucTPallMOHHOM JOChE€ Ha 3apErHCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar Uit
BETEPUHAPHOIO NPUMEHEHUS, IOAAETCS IOPUAMYECKUM JIMIIOM, KOTOPOMY B XOJ€ peopraHu3aluu
IIEpelaHo MIPaBO BIJIAJCHUS TAKMM PETUCTPALIMOHHBIM yIOCTOBEPEHUEM.

(uactpb 1.2 BBegena denepanbubiM 3akoHoM OT 02.08.2019 N 297-03)

2. B cnyuyae BHeceHMs] U3MEHEHHM B JIOKYMEHTBI, COJAEpIKAIlMECs B PETUCTPALMOHHOM JOChE Ha
3apETrUCTPUPOBAHHBIA JIGKAPCTBEHHBIM TIpernapar s BETEPUHAPHOTO TNPUMEHEHHUS, B OTHOLICHUU
CBEJCHUM, yKa3aHHbIX B moamyHkrax "e", "x", "k", "a", "u", "c", "x" nynkra 7 wactu 3 cratbu 17
HacTosuero denepasbHOr0 3aKOHA, U3MEHEHMs] U (WJIM) JOINOJHEHUS MNPOU3BOACTBEHHON IUIOIIAIKU
JIEKapCTBEHHOT'O CPEJACTBA, a TaKKe B ClIydae HM3MEHEHHUsS IOKa3zaTeleld KadyecTBa JIEKapCTBEHHOTO
npenapara JJisi BETEpUHAPHOTO TPUMEHEHUs W (WIM) METOJ0B KOHTPOJIS KauecTBa JICKAPCTBEHHOTO
npenapara il BETEPUHAPHOTO MPUMEHEHHUS MPOBOJUTCSA JKCIEPTH3a JICKAPCTBEHHOTO CPEICTBA IS
BETEPUHAPHOTO TMPUMEHEHUS. B ciiygae HE0OXOIWMOCTH BHECEHWS WHBIX W3MCHEHUH B JOKYMEHTHI,
coJiepKalirecss B PETHCTPAllMOHHOM JIOChE€ Ha 3apeTrMCTPUPOBAHHBINA JICKAPCTBEHHBIM Ipenapar it
BETEPUHAPHOTO MTPUMEHEHHS, SKCIIEPTHU3a JICKAPCTBEHHOTO CPEACTBA JUIsl BETEPUHAPHOTO IPUMEHEHUS HE
MIPOBOJIUTCS.

(B pen. @enepanbHbix 3aKk0HOB 0T 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

3. 3asBUTENb BIpPaBE MPEICTABUThH 110 COOCTBEHHON MHULIMATHBE BMECTE C 3asBICHUEM O BHECEHUU
W3MEHEHUH B JOKYMEHTBI, COJEPKAIMECs B PETUCTPALMOHHOM JOChE Ha 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIN IIpernapaTr A BETEPUHAPHOIO IPUMEHEHUS, KONHMM JOKYMEHTOB, IOITBEPKIAIOLINX
yIUIaTy TOCYJAapCTBEHHOW MOLUIMHBI 32 BHECEHUE B JOKYMEHTBI, COJAEPKAILIMECS B PETrUCTPALMOHHOM
JI0ChE€ Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN NIpenapar i BETEpUHAPHOTO IPUMEHEHUS, U3MEHEHUH,
TpeOYIOMMX TPOBEACHUS SKCIEPTHU3BI JIEKAPCTBEHHOTO CPEACTBA, MM H3MEHEHUH, HE TPEOyromux
IIPOBE/ICHUS 3KCIEPTU3bI JIEKAPCTBEHHOI'O CpeAcTBa. B ciiyuyae HEOOXOJMMOCTH M3MEHEHMs CBEACHUH,
CoZIepXKAaIMXC B PETMCTPALlMOHHOM YAOCTOBEPEHHH JIEKAPCTBEHHOI'O IIpernapara sl BETEpUHAPHOTO
IIPUMEHEHHUS, C 3asBJICHHUEM, YKa3aHHBIM B 4acTU | HAcTOsIIENW CTaThy, 3asBUTEIb BIPABE MPEICTABUTH
[0 COOCTBEHHOW WHUIMATHBE KOIHMIO JOKYMEHTA, IMOATBEP)KIAIOIIEr0 YIUIATy TIOCYJapCTBEHHOMN
IIOLLJIMHBI 3a BbIIa4y PErMCTPAllMOHHOIO yIOCTOBEPEHUS JIEKapCTBEHHOIO IIpenapara. 3asBUTENb BIIPAaBe
IIPE/ICTaBUTh 110 COOCTBEHHOIN MHUIIMATUBE CBEJCHUS O JUIEH3UAX, YKa3aHHbIEe B MyHKTax | u 2 yactu 1
HAacTosILle  CTaTbM, a TakXKe BbIJaBacMble  YNOJIHOMOYEHHBIMU  (peiepalbHbBIMU  OpraHamu
WCIIOJIHUTEJIBHON BJIACTH JIOKYMEHTBI, yKa3aHHble B IyHKTe 3 4vacTu | Hacrosmed crarbu. B ciydae
HENPEJICTABICHNUSI YKA3aHHbIX JOKYMEHTOB (CBEJEHHUM) YIOJHOMOYEHHBIN (QenepalbHblil Oprax
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

UCIOJIHUTEIBHON  BIACTH  3alpallMBacT  yKa3aHHbIe  JOKYMEHTHl  (CBeACHHs) B  IOpSAKE
MEXXBEJIOMCTBEHHOTO MH(OPMAIIMOHHOTO B3aUMOICHCTBUSI.
(uactp 3 B pen. ®enepanpHoro 3akoHa oT 27.12.2019 N 478-D3)

4. B cpok, He MPEBBIMAIONINA IeCATH PabodnXx JHEHW CO JHS TMOCTYIUICHUS yKa3aHHOTO B 4acTd |
HACTOAIIEH CTaThU 3asABJICHHUS U HEOOXOAMMBIX JOKYMEHTOB, YIOJIHOMOUYEHHBINH (efepanbHblii opraH
WCIOJIHUTEIBHOM BIACTHU:

1) IMPOBOAUT IMPOBEPKY MOJTHOTBI U JOCTOBCPHOCTHU CBGHGHHﬁ, COACPIKAIUXCA B ITPCACTABJICHHBIX
3asABUTCIICEM JOKYMCHTAX;

2) NpUHMMAaET peLIeHHEe O NMPOBEJCHUU 3KCIEPTU3bI JEKAPCTBEHHOTO CPEACTBA AJIsi BETEPUHAPHOTO
MIPUMEHEHUS WK 00 0TKa3€ B €€ IPOBEICHUH;

3) YBCAOMIISICT B MYUCBMEHHOM (bopMe 3asABUTCIIA O MPUHATOM PCHICHUU UJIKM B CJIydac IMPUHATHUA
pemicHuA 00 oTkasze B IMPOBCACHUHN OKCIICPTU3BI JICKAPCTBCHHOI'0O CpCACTBA I BCTCPHUHAPHOI'O
IMPUMCHCHUA C YKAa3aHUEM IIPUYIHUH TAKOTO OTKa3a.

4.1. B ciyuae BbIsSBIICHHS] HEAOCTOBEPHOCTH U (MJIM) HEIOCTATOUHOCTH CBEJICHUM, COEPIKAIINUXCS B
MIPE/ICTABJICHHBIX 3asSBUTEIEM [OKYMEHTaX, YHNOJHOMOYECHHBIN (efepaibHblii OpraH HCIOTHUTEIbHON
BJIACTH HAIpPaBJISET 3asBHUTENIO 3ampoc 00 yTOYHEHHWU YKa3aHHBIX CBEJACHUW. 3ampoc MOXKET ObITh
nepesiaH yImoJTHOMOUYEHHOMY IMPEACTaBUTENIO 3asBUTENS IMOJ PACIHCKY, HAMPABJICH [0 MOYTE 3aKa3HbIM
MHUCbMOM WJIHM TIEpPEIaH B DJIEKTPOHHOU (popMe Mo TeIeKOMMYHUKAIMOHHBIM KaHaJlaM CBs3U. B ciyuae
HaIpaBlIeHUs 3aMpoca 00 YTOUHEHUHU YKa3aHHBIX CBEIECHUU MO MOYTE 3aKa3HbIM MHUCHbMOM OH CUHTAETCS
MOJTYYEHHBIM 110 UCTEYEHUH IIECTH JIHEW C JaThl HAIIPABIECHUS 3aKa3HOTO MHChMa.

(uacts 4.1 BBenena @enepanbHbM 3ak0HOM OT 04.06.2018 N 140-D3)

4.2. 3asgBUTeNb 00s13aH MPEICTABUTh OTBET HA 3alpOC YIMOJIHOMOYEHHOTO (hefepaibHOro OpraHa
WCIOJIHUTEJIBHON BJAacTU B CPOK, HE MPEBBIIIAIONIMKA JEBIHOCTa PaOOuMX AHEW CO AHS TOTy4YEHUS
nanHoro 3ampoca. Cpoku, ykasaHHble B yacTu 1.l Hacrosimiedl craTbu, MPUOCTAHABIMUBAIOTCA CO IHS
HaIpPaBIICHUs 3asSBUTEINIO 3alIPOCca YIOJIHOMOYEHHOTO (heIepalbHOrO OpraHa UCIOJIHUTEIBHON BIACTH 10
JHSL TIOJyYEHUsI OTBETAa HA JAHHBIA 3alpoCc W HE YUYUTHIBAIOTCS IPU HMCUUCICHUU CPOKAa TPHUHSATHUS
pellieHrs O BHECEHWHM HU3MEHEHUH B JOKYMEHTBI, COJEpKallhecs B PErHCTPAllMOHHOM JOChEe Ha
3aperuCTPUPOBAHHBIN JICKAPCTBEHHBIN MIpenapar Jyisi BETEPUHAPHOTO MPUMEHEHHUSL.

(uacts 4.2 BBeneHa @enepanbHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

5. OcHoBaHMeM [UIsi OTKa3a B TPOBEACHUM OKCIEPTH3bl JIEKAPCTBEHHOI'O CPEACTBA IS
BETEPUHAPHOIO IPUMEHEHHS SBJISETCS IPEACTAaBICHHE JOKYMEHTOB, yKa3aHHbIX B dacTsax | u 3
HACTOAIIEH CTaThbU, B HEMOJIHOM 00bEME WM OTCYTCTBHUE B IPEACTABICHHBIX JTOKYMEHTAX JIOCTATOYHBIX
CBEJICHUI, NOATBEPXKIAIOIIMX HEOOXOJMMOCTb BHECEHHMsS HW3MEHEHMH, JuO0 HEempeaCTaBICHHE
3asiBUTEJIEM B YCTAHOBJIEHHBIH CPOK OTBETa Ha YKa3aHHbIM B yacTu 4.1 Hacrosiield craTbu 3aIpoc
YIIOJIHOMOYEHHOTO (heiepabHOrO OpraHa UCIOJHUTEIbHOM BIACTH.

(B pen. @enepansuoro 3akoHa ot 04.06.2018 N 140-D3)

6. DKcriepTu3a JIEKapCTBEHHOTO CPEICTBA JUIS BETEPHHAPHOTO TNPUMEHEHHS B LENAX BHECEHUS
W3MEHEHUH B JOKYMEHTBI, COJEPKAIUECs B PETUCTPALMOHHOM JOChE Ha 3apEruCTPUPOBAHHBIN
JICKapCTBEHHBIH Tpenapar /s BETEPUHAPHOTO MNPUMEHEHHs, OCYIIECTBISICTCS B  IOPAIKE,
YCTaHOBJIEHHOM cTaThell 24 HacTosiero denepajibHOrO 3aKOHa.
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc

"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

6.1. B cpok, He MpeBbIMIAIONINI 1ecATH PadounX JHEH CO JTHS MOMy4YeHUS 3aKIIOUEHUS KOMHCCHH
AKCIEPTOB IO pe3yibTaTaM YKa3aHHOW B YacTU 2 HACTOAIIECH CTAThbU IKCIEPTU3BI, YIOJIHOMOYCHHBIN
benepanbHBIA OPraH UCIOTHUTEIBHON BIACTH:

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

1) npuHUMaeT pelieHre 0 BHECEHUH U3MEHEHUM B IOKYMEHTBI, COIEPIKaIMECs B PETUCTPALIMOHHOM
JI0Cb€ Ha 3aperuCTPUpPOBAHHBIM JIEKApCTBEHHBIM IpernapaT [Uisi BETEPUHAPHOTO MPUMEHEHHUs, WIH 00
OTKa3€ BO BHECCHUU TAKUX U3MEHEHMUI;

2) BHOCUT B TOCYJAapCTBEHHBIH pEECTp JIEKAPCTBEHHBIX CPEACTB HAa OCHOBAHMM PEUIEHHS O
BHECECHMM  WM3MEHEHMM B  JIOKYMEHTBI, COJEp)KallMeCs B  PETUCTPALMOHHOM  JOChE  Ha
3aperuCTPUPOBAHHBIA JIEKAPCTBEHHBIM Npernapar [yl BETEPUHAPHOTO IPUMEHEHHUs, HE0O0XOAMMbIe
MU3MEHEHUS U BO3BPALLAET 3TU JOKYMEHTBI 3asiBUTEIIO;

3) BbLAAET 3asBUTENIO HOBOE PErMCTPAIlMOHHOE YIAOCTOBEPEHHE JIEKAPCTBEHHOrO Mpernapara Jyuist
BETEPUHAPHOTO MPUMEHEHUS B Cly4yae HEOOXOIMMOCTU M3MEHEHHUs CBEJCHUM, COJACPKAIIUXCS B HEM, C
COXPAaHEHHEM HOMEpPA PaHEe BBIJAHHOTO PETUCTPALMOHHOIO YJOCTOBEPEHHUS JIEKAPCTBEHHOrO IIpernapaTa
JUISL BETEPUHAPHOTO MPUMEHEHUS.

(. 3 BBennen denepanbubiM 3aKk0HOM OT 02.08.2019 N 297-D3)
(uacts 6.1 BBeneHa @enepasbHbIM 3ak0HOM OT 22.10.2014 N 313-D3)

6.2. B ciaydae BHeCEHHsI U3MEHEHUI B JIOKyMEHTBI, COACPIKAIINECS B PETUCTPAIIMIOHHOM JOChE Ha
3aperHCTPUPOBAHHBIA JIGKAPCTBEHHBIH Ipenapar Uil BETEPUHAPHOTO INPUMEHEHHs, B YaCTH,
KacaIOH_IGf/'ICH U3MCHCHUA U (I/IJII/I) JOITIOJIHCHUA HpOI/I?;BOZ[CTBeHHOI\/JI IjIom@aaKky JICKApCTBCHHOI'O
npenapara, IpH IpeICTaBICHUH 3asiBUTEIEM B COOTBETCTBUH C ITYHKTOM 3 YacTH | HACTOAIIECH CTaThH
KOIMMK PCIICHHUA YHOJHOMOYCHHOI'O (bez[epam,Horo oprana HWCIOJHUTEIBHON BJIACTH O IMPOBCACHUHN
MHCIICKTHPOBAHHS MPOU3BOAUTENS JICKAPCTBEHHBIX CPEJCTB CPOK, yKa3aHHBIA B 4yacTH 6.1 Hacrosmen
CTaTbu, MPUOCTAHABIMBACTCA CO AHA ITOJYUCHHUS 3aKIIIOUYCHUA KOMHCCHUH SKCIICPTOB 0 AHA HNPUHATUA
YIIOJTHOMOYEHHBIM (e/iepabHBIM OpPraHOM HCIIOJIHUTEIBHOW BIIACTH PELICHUS O BhIJaue WM 00 OTKa3e B
BbLJAYC 3aKJIIOYCHUA O COOTBETCTBUHU IMPOHU3BOAUTCIIA JICKAPCTBCHHBLIX CPEACTB Tpe6OBaHI/I$[M IpaBuJI
HaJUIeXalIel MPOn3BOJICTBEHHOH MPAKTUKHU, HO HEe O0Jiee 4eM Ha CTO BOCEMbJIECAT paboUymX JTHEH.

(uacts 6.2 BBeeHa PenepasibHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

7. OcHOBaHHMEM JJsi OTKa3a BO BHECEHMM HW3MEHEHUH B JIOKyMEHTBI, COJEp)KAIUECS B
PETUCTPAllMOHHOM JIOCh€ Ha 3aperuCTPUPOBAaHHBIM JIEKAapCTBEHHBIM Ipernapar sl BETEpUHAPHOIO
IPUMEHEHHMs, B CllydyasiX, He TpeOylIUX MPOBEACHUS IKCIEPTH3bl JEKAPCTBEHHOTO CPEJICTBA, SBIACTCS
MPEJCTaBICHHE TOKYMEHTOB, YKa3aHHBIX B YacTsaX | W 3 HacTosmell cTaThu, B HENOJHOM O00BEME HITH
OTCYTCTBHUE B IPEJICTABICHHBIX JOKYMEHTaX CBEJCHMH, KOTOPbIE JOKHBI OBITh B HUX OTPAXXEHBI, JIUOO
HEIPEJICTAaBICHUE 3asiBUTEJIEM B YCTAHOBJIEHHBIM CPOK OTBETa Ha yKa3aHHbIM B yactu 4.1 Hacrosmien
CTaThU 3aPOC YIOJIHOMOYEHHOTO (heZiepalbHOTO OpraHa UCIIOJIHUTEIbHON BIACTH.

(dactp 7 B pen. @enepanbuoro 3akoHa ot 04.06.2018 N 140-D3)

7.1. OcHoBaHMeM [UIsl OTKa3a BO BHECECHMM H3MEHEHMH B JOKYMEHTBI, COJEp)KalIUecs B
PETUCTPAllMOHHOM JIOCh€ Ha 3aperuCTPUPOBAaHHBIM JIEKAapCTBEHHBIM Mpernapar sl BETEPUHAPHOIO
IPUMEHEHMs, B CIydasx, TpeOyIOIUX HPOBEAEHUS SKCIEPTU3bl JICKAPCTBEHHOI'O CPENCTBA, SBISAETCA
3aKJIFIOYCHHUE YIIOJHOMOYEHHOTO (eIepaIbHOr0 OpraHa HCIOJHUTEIBHOH BJIACTH O BO3MOXHOCTH
CHIKEHMsI 0€30MacHOCTH, KauecTBa, 3(h(h)eKTUBHOCTH JIEKAPCTBEHHOTO Iperapara BCIIEJCTBUE BHECEHMS
M3MEHEHH B yKa3aHHBIC JOKYMEHTBI, OTKa3 YIIOJHOMOYEHHOTO (hefepalbHOTO OpraHa MCIOIHUTEIBHON
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

BJIACTH B BbIJIay€ 3aKIIOYEHHUS O COOTBETCTBUH MPOU3BOAUTEINS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUIM
[IpaBWJI HaAJEXKalEHl IMPOU3BOJACTBEHHON MpakTUKW B clIy4yae M3MEHEHHs W (WMJIM) JOIOJIHEHUs
MIPOM3BOJICTBEHHON IUIOIIAJKK JICKAPCTBEHHOIO IIpernapara, €cClid IPOU3BOJACTBO JIEKAPCTBEHHOTO
rpernapara i BETEPUHAPHOIO NMPUMEHEHHS OCYILECTBISETCS 3a npenenamu Poccuiickont Penepanuu,
WJIM OTCYTCTBHUE 3TOTO 3aKIIIOUCHUSI.

(uactp 7.1 BBeneHa PenepasibHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

8. HomyckaeTcsi oOpallleHue JEKapCTBEHHBIX MpernaparoB Il BETEPUHAPHOTO MPUMEHEHUs [0
MCTEUYEHUSI CPOKA TOJHOCTH, MPOU3BEICHHBIX B TEUCHHE CTa BOCBMHACCITH JHEH MOCe AaThl TPUHATHUS
YIIOJTHOMOYEHHBIM (hefiepaTbHbIM OPraHOM HCIIOHUTEIBLHON BJIACTH PEUICHHs] O BHECEHUU U3MEHEHHH B
JIOKYMEHTBI, COJIEpKAIINECs] B PETUCTPALIMOHHOM JIOChE Ha JIEKAPCTBEHHBIN Ipernapar, B COOTBETCTBUH C
uH(popMalieH, coiepkalieiicss B JOKyMEHTaX perucTPallMOHHOTO J0Che Ha JIEKapCTBEHHBIN Mpenapar 10
JAThI IPUHATUS TAKOTO PEIICHUS.

(uactp 8 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

CraTtbsa 32. OTMeHa rocyfapCTBEHHOW perucTpauuvm nekapcTBeHHOro npenapara

Pentenne 06 oTMmene FOCYHapCTBCHHOﬁ perucTpanuu JCKApCTBCHHOI'O IIpCliapaTa U HCKJIIOYCHUHN
JICKAPpCTBCHHOT'O Ipfriapara M3 TOoCydapCTBCHHOI'O pEeCTpa JICKAPCTBCHHBLIX CPCACTB IMPHHUMACTCA
YIIOJIHOMOYCHHBIM @eﬂepaﬂBHHM OpraHnomM HUCIOJIHUTEILHOM BIIACTU B cJydac:

1) npencraBiaeHUs] COOTBETCTBYIOIIUM YIOJIHOMOUYEHHBIM (pe/iepaibHbIM OpraHOM HCIIOJIHUTEIbHON
BJIACTH 3aKJIIOYEHHUS O pHCKE WIM 00 yrpo3e 370pOBbIO, JKMU3HM 4YEJIOBEKA WU >KMBOTHOTO IpH
NPUMEHEHUH JIEKAPCTBEHHOTO Tperapara, MPEBHINAIMHUX ero APQPEeKTUBHOCTh, MO pPE3ylbTaTam
OCYILECTBIIIEMOI'0 UM MOHMTOPUHIa 6€30aCHOCTH JIEKAPCTBEHHOTO IIpenapara;

2) mojauu JeprKatejleM WIHM BIAJENbLEM PETUCTPAIMOHHOTO YJIOCTOBEPEHHS JIEKApCTBEHHOTO
nperapara WA YIOJHOMOUYEHHBIM MM JIPYTHM IOPHJIMYECKAM JIMIIOM 3asBJICHHUS 00 OTMCHE
roCyIapCTBEHHOW PETUCTPALINHU JICKAPCTBEHHOTO Tperapara;

(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

3) HEMOATBEPXKIECHUSI TOCYIAPCTBEHHOW PEruCTpallMK JIKApCTBEHHOTO Mpernapara 1Mo HWCTEYEHUU
CpOKa JIeUCTBUS PETUCTPAMOHHOTO YAOCTOBEPEHHUS, BBIJAHHOTO HA MSATH JIET;

4) HenpenCTaBICHHS 3asBUTENIEM UHPOPMALIMHU, KOTOpasi MOKET MOBJIEYb 32 COOOH HE0OXOAMMOCTh
BHECEHUS U3MEHEHHH B IOKYMEHTBI, COAEPIKAIMECS B PETUCTPALIMOHHOM J10ChE HA 3aperuCTpUPOBAaHHbII
JIEKapCTBEHHBIN Mpemnapar, B TeUeHUE TPUALIATH padOUUX JHEH CO JHS HACTYIUICHUS 3TUX U3MECHEHUM;

5) ocyuiecTBIEHUs] T'OCYAAPCTBEHHON PpErucTpaluy JIEKAPCTBEHHOro Ipernapara IMOJA TOPrOBHIM
HANMCHOBAHUCM 3apCTUCTPUPOBAHHOTO paHCC 1104 3THM TOPTOBHIM HAMMCHOBAHUCM JICKAPCTBCHHOI'O
npernapara, OTJIMYaIOLIerocss KayeCTBEHHBIM COCTABOM JIEHCTBYIOLIMX BEILECTB;

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

6) OCYIIECTBIICHHSI TOCYIaPCTBEHHON PETHCTPAIMU OJTHOTO U TOTO K€ JICKApCTBEHHOT'O Tpenapara B
OTHOIICHWH OJHOTO M TOTO K€ JIepKaTelsi WU BIIAJCNbIa PETUCTPANUOHHOTO YIOCTOBEPEHUS
JICKQpCTBEHHOT'O TIpernapaTa B BHJE JBYX M 0oJee JICKaApCTBEHHBIX IMPENapaToB IO pa3IMYHBIMU
TOPrOBHIMH HAMMCHOBAHUSIMU;

(n. 6 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

7) BBIHECEHUsI CYJIOM PEILCHHUS O HApPYIICHUH TpaB MpaBoobiasaTens 00beKTOB HHTEIUICKTYaIbHOU
COOCTBEHHOCTH TP 0OpaIIEHUH JICKAPCTBEHHBIX CPEICTB;

8) OTCYTCTBHS JIEKapCTBEHHOTO Mpemnapara B oOpamieHun B Poccuiickoit @enepaiyini B TeYCHHE
Tpex u 0oJiee JeT;
(. 8 BBeneH DenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

9) HEBBINIOJIHEHUS  JEpXKaTeJIeM WM  BIQACIBIEM  PETUCTPAIMOHHOTO  yJIOCTOBEPEHUS
JIEKapCTBEHHOI'O Mpernapara JIM0o YIMOJIHOMOYEHHBIM UMHU JPYTUM IOPUAMYECKUM JIULIOM MEPOIPHUITHIA
no oOecreueHnt0 O€30MacHOCTU JIEKAPCTBEHHBIX IIPENapaTroB, YCTAHOBJICHHBIX YIIOJIHOMOYEHHBIM
denepanbHBIM OPraHOM HCIIOJHUTEIBHOW BJIACTU B COOTBETCTBHHM C dacTsMu 3 u 4 cratbu 64
HacTosuero denepasbHOro 3aK0Ha, B paMKax OCYILIECTBICHUs (papMaKoHaA30pa;

(. 9 BBenen DenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

10) oTkaza paep:karenss WM BIAJENblIa PETUCTPALMOHHOIO YJOCTOBEPEHUS JIEKApPCTBEHHOIO
npernapata Ju0O0 YIMOJTHOMOYEHHOTO UMHU JPYTrOro HOPUIUYECKOrO JIMLA OT BHECEHUS HU3MEHEHHH B
MHCTPYKIIMIO TIO TPUMEHEHHUIO JICKAPCTBEHHOTO IMpernapara, KacarolIMXCs HOBBIX TMOJTBEPKICHHBIX
JAHHBIX O TOM, YTO PUCK NPUYMHEHHS Bpela 3J0POBBIO YEJIOBEKa WM >KUBOTHOTO BCIIEICTBHE IpHeMa
JICKapCTBEHHOTO TIperapaTa MnpeBbimacT 3QPEeKTUBHOCTD €ro MPUMEHCHUS.

(m. 10 BBenen denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

KoncynsrantlIntoc: npumeyanue.
C 01.01.2023 cr. 32 gononusiercs . 11 (D3 o1 27.12.2019 N 475-D3).

CraTtbsa 33. FlocyaapCcTBEHHbIN peecTp fieKapCTBEHHbIX CpeacTB

1. TocymapcTBEHHBIM pEeCTp JEKAPCTBEHHBIX CPEACTB COJIEPKHUT MEpPEUYeHb JIEKAPCTBEHHBIX
MpernapaToB, MPOILEIIINX TOCYyIapCTBEHHYIO PETUCTpALMIO, NepeueHb (papMaleBTUYECKUX CYOCTaHIIHM,
BXOJSIINX B COCTaB JIEKAPCTBEHHBIX MPENAPATOB, U CICAYIONTYI0 HH(OPMAIUIO:

1) B OTHOIIIEHUH JIEKAPCTBEHHBIX IIPENapaToOB:

a) HaMMEHOBaHUE JIEKapCTBEHHOIO IHpenapara (MEXAyHapOJHOE HENAaTEeHTOBAHHOE, WIIU
IpYNIIMPOBOYHOE, MM XUMHUECKOE U TOPIrOBOE HAUMEHOBAHMUS);
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

0) nexkapcTBeHHas popma C ykazaHHEM JO3MPOBKH JIEKAPCTBEHHOTO TIperapaTa M ero KOJM4YecTBa B
NOTPEOUTENBCKON YITaKOBKE;

B) HAMMCHOBAHUE JICPXKATelsl WIN BJaJleNiblla PETUCTPAIIMOHHOTO YAOCTOBEPECHHUS JICKAPCTBEHHOTO
mpernapara U CBEICHHUS O PErHCTPallidl JepKaTeisi WM BIaJeliblla PErUCTPAMOHHOTO YJOCTOBEPEHHS
JICKQpCTBEHHOTO Tperapara Juisi MEJIUIUHCKOTO MPUMEHEHHS B KAUECTBE HAJIOTOILIATEIIBIIMKA B CTPaHE
peructpanyu (i1 POCCHICKUX IOPUIUYECKUX JIUI] - UACHTU()UKAMOHHBIA HOMEP HaJIOTOIJIaTeIbIIUKA
(MHH), nnst nHOCTpaHHBIX IOPUIUYECKUX JIUIL - CTPaHA PETUCTPAIMU, HAMMEHOBAHUE PETUCTPUPYIOIIECTO
OopraHa, perucTpaluOHHBIA HOMEp, KOJ HAJOTOIUIaTEeNIbIINKa B CTpaHE PErucTpauuu (MHKOPIIOPAIUH)
WJIU €T0 aHaJIor);

(nm. "B" B pen. @enepanpHoro 3akoHa ot 28.12.2017 N 425-D3)
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

I') HAMMEHOBAHUE U aJIpec IPOU3BOAUTENS JIEKAPCTBEHHOIO NpenapaTa U CBEJCHHs O PerucTpanuu
IIPOM3BOJUTENS  JIEKAPCTBEHHOrO Ipemapara s MEIULIUHCKOTO IPUMEHEHHs] B  KauyecTBe
HQJIOroIJIaTeNbIlMKa B  CTpaHe  perucrpauumu  (Aas8  POCCHUMCKMX  IOpUAMYECKMX — JIMIL -
UACHTUPUKAIMOHHBIN HOMep Hanoromuiatensimuka (MHH), s MHOCTpaHHBIX IOPHIWYECKUX JIHIL -
CTpaHa pErucTpaluy, HAUMEHOBAaHUE PErMCTPUPYIOLIETO OpraHa, pPErUCTPAalMOHHBIA HOMEpP, KOJ
HaJIOTrOIJIaTEbIINKA B CTPAHE pEerucTpaluy (MHKOPIIOpaluy) WIK €ro aHaJlor);

(mm. "r" B pea. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

1) dbapmakoTeparneBTUYECKas rpyIma, KOJT JIEKapCTBEHHOI'O npemnapara 1o
aHaTOMO-TEPareBTHUECKO-XUMUYECKON KiaccuuKaluy, peKkoMeH10BaHHOoW BcemupHoil opranuzanueit
3/IpaBOOXpPaHEHUS;

(nm. "n" B pen. @eaepanbpHoOro 3akona ot 22.12.2014 N 429-03)
€) MOKa3aHusI ¥ MPOTUBOTIOKA3aHUs K IPUMEHEHUIO JICKaPCTBEHHOTO TIperapara;
) TOOOYHBIE ICHCTBHS JICKAPCTBEHHOTO MPEapara;
3) CPOK T'OJTHOCTH JIEKapCTBEHHOTO IIpernapara;
W) YCIIOBHS XPaHCHHUS JICKAPCTBEHHOTO MTpeTapara;
K) YCJIOBHS OTITyCKa JIEKapCTBEHHOTO IIpernapara;

J) HoMmep (apMakomeWHONW CcTaTbu WJIM B CilIy4ae €€ OTCYTCTBUS HOMEpP HOPMAaTHBHOMN
JOKYMEHTAI[UH JINOO HOPMATUBHOTO IOKYMEHTA;

M) Jara rocyJapCTBEHHOM pEerucTpaluM JIEKApCTBEHHOro Ipernapara M €ro perucTpanMoHHbIN
HOMEp, JaTa 3aMEHbl PErHMCTPALMOHHOIO yJOCTOBEPEHMs JEKapCTBEHHOIO Ipernapara Ha OeccpouHoe
pPErucTpaliiOHHOE  YJOCTOBEPEHHME JIEKApCTBEHHOIO Ipemapara, Jara IoJayd  3asiBICHUA O
IMOATBCPKACHHUN FOCyI[apCTBeHHOI;'I perucTpann JICKApCTBCHHOT'O npenapara, Jarta OTMCHBbI
rOCyJJapCTBEHHOM perucTpaniy JeKapCTBEHHOT'O Mpenapara;

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

H) KaueCTBEHHBIM COCTaB M KOJUYECTBEHHBIM COCTAaB JIEHCTBYIOIIMX BEIIECTB U KAaYECTBEHHBIN
COCTaB BCIIOMOTaTENbHbIX BELIECTB JIEKAPCTBEHHOI'O IIPENapara;
(. "H" BBeneH deaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

0) uH(popMaIrs 000 BCeX pa3pelICHHBIX BUIaX BTOPUIHOH (TOTPEOUTEILCKON) YIIaKOBKH;
(. "o" BBeneH denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

1) JaTa MPUHATUAS PELICHHUS O BO3MOXXHOCTH paccMaTpHUBaTh JIGKAPCTBEHHBIM Mpemnapar Mpu
rocy/1apCTBEHHOW PEruCTpalyy B KauecTBE Op(aHHOTO JEKApPCTBEHHOTO IpenapaTa (A7 JeKapCTBEHHbIX
MpenaparoB JJIsi MEAUIIMHCKOTO IPUMEHEHHUS ),

(mm. "m" BBemeHn demepanbHbIM 3akoHOM OT 22.12.2014 N 429-®3; B pen. deaepalbHOro 3aKoHa OT
27.12.2019 N 475-®3)

p) HaJIMIUC JICKAPCTBCHHOI'O IIpCIlapaTa B IICPCYHC KHU3HCHHO HGO6XOI[I/IMBIX A Ba)KHEHIINX
JICKApCTBCHHBIX NPCIIapaToB (I[JI?[ JICKApPCTBCHHLIX NpCapaToB A MECAUIUHCKOT'O HpI/IMeHeHI/IH);
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

(mm. "p" BBemeH DenepasibHbIM 3akOoHOM OT 22.12.2014 N 429-®3; B pen. PenepanbHOro 3aKOHA OT
27.12.2019 N 475-D3)

C) HaJIMYUE B JICKAPCTBEHHOM MperapaTe HApKOTHUYECKUX CPENICTB, MICUXOTPOIHBIX BEIIECTB U UX
MPEKYypCOpPOB,  MOJUIeKAIIMX KOHTposto B  Poccuiickon  @Penepauuv, B  COOTBETCTBUU  C
3aKoHO/aTenbCcTBOM Poccuiickoin denepannu, MeXKIyHapOAHBIMU JoroBopamu Poccuiickoit denepanuu,
B ToM uuciae EauHol KoHBeHLued o HapkoTuueckux cpeacrtBax 1961 roma u KosBenuueidn o
MCUXOTPONHBIX BenlecTBax 1971 roxa;

(nm. "c" BBenen deaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

T) wuHpOpMAIMS O TOM, SBISETCS JM JaHHBIA JIGKAPCTBEHHBIM MpemnapaT pedepeHTHBIM
JIEKApCTBEHHBIM IIPENapaToM;
(nm. "1" BBegeH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

y) CBEIEHUS O IMOJaue 3asBICHHUS O BHECEHUU H3MEHEHUH B JOKYMEHTHI, COJEp)Kalluecss B
PEruCTpaIiOHHOM JI0Ch€ Ha JIEKapCTBEHHBIH Mpenapar;
(nm. "y" BBeneH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

&) yrpatun cuny ¢ 1 mapta 2020 rona. - @enepanbhblii 3akoH oT 27.12.2019 N 475-D3;

X) CPOK BBE/ICHHUSI JIEKaPCTBEHHOI'O IIperapara B rpaKJaHCKui 000poT;
(. "x" BBeneH denepanbHbIM 3ak0oHOM OT 22.12.2014 N 429-D3)

2) B OTHOUICHNH (hapMaIleBTUYECKUX CYOCTaHIIHIA:

a) HaMMeHOBaHWE (hapMalCBTHUECKOW CyOcTaHIMU (MEXKIYHAPOJIHOE HEMAaTEHTOBAaHHOE, WU
TPYNIHPOBOYHOE, MITM XUMUYIECKOE U TOPTOBOC HANMEHOBAHMUS);
(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

0) HaMMEHOBaHUE U APEC MPOU3BOAMUTENS (hapMaleBTHUECKON CyOCTaHIINY;
B) CPOK TOAHOCTH (hapMalleBTUYECKOM CcyOCTaHIINU;
T') YCJIOBHUS XpaHEeHUs (papMaIieBTUYECKON CyOCTaHIINH;

o) Homep (apmMakomeHOW CTaTbu WM B ClIy4ae €€ OTCYTCTBUS HOMEpP HOPMAaTUBHOMN
JOKYMEHTAIUH JINOO HOPMATUBHOTO IOKYMEHTA;

€) Hajnuuue (apMaleBTUYECKOW CyOCTaHIIMU B IMEpeuyHe HAPKOTHYECKHX CPEACTB, MCUXOTPOIHBIX
BEIIECTB M HMX IMPEKYpCOPOB, MOMIEKAMMX KOHTpoito B Poccuiickonn denepaunu, B COOTBETCTBUU C
3aKoHOaTenbCcTBOM Poccuiickoin @eaepannu, MeXKIyHapOAHBIMU ToroBopamu Poccuiickoit denepauuu,
B ToM uuciae EauHoll KoHBeHUued o HapkoTudeckux cpeacrtBax 1961 roma u KosBenuueidn o
MCUXOTPONHBIX BenlecTBax 1971 roxa.
(nm. "e" BBeneH deaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

2. ®apmarneBTHUYECKas CyOCTaHIUS, NMPOU3BENEHHAs ISl Pealn3aluu, MOXeT ObITh BKJIIOUEHA B
TOCYJapCTBEHHBII peecTp JIEKAPCTBEHHBIX CPEACTB HA OCHOBAHWMHW 3asBJICHUS pPa3padOTUYMKA WIIH
IIPOU3BOJIUTENS JIEKAPCTBEHHOI'O CPEACTBA JIMOO YIOJHOMOYEHHOIO UMM IOPUAMYECKOIro JHULa IpH
YCIIOBHM TPOBEACHUS B OTHOIIECHUHM TakKOi (apMameBTUYeCKOH CyOCTaHIIMH SKCIEPTHU3bl KadecTBa
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

dapmaiieBTHUECKON CcyOCTaHIIMU B TMOPSAIKE, YCTAHOBIEHHOM cTaTtheil 34 Hacrosiero denepaibHOTO
3akoHa. B orHomieHMu (dapmareBTHUECKHX CyOCTaHIMH, NPOW3BEICHHBIX JUIS pealu3alu, B
roCyJ1apCTBEHHOM PEECTpe JIEKAPCTBEHHBIX CPEACTB COACPIKUTCS Cieayromias HHPpopMaIus:

1) nammeHoBanue (papmaneBTHUECKON CyOcTaHIMM (MEXIyHApOAHOE HEMaTeHTOBAaHHOE, WU
IpYNIIMPOBOYHOE, MM XUMHUECKOE U TOPIrOBOE HAUMEHOBAHMUS);

2) HaMMEHOBAHHUE, aJIPeC MPOU3BOAUTEINS (hapMaleBTHUECKOW CyOCTaHIINHU, a TAaK)KE B OTHOUICHUU
JIEKapCTBEHHBIX CPEICTB U MEIUIIMHCKOTO TPUMEHEHHS CBEJCHUS O PErHCTpPAIMU ITPOU3BOIUTEINS
dapMarieBTHUECKOW CyOCTaHIIMM B KA4eCTBE HAJOTOIUIATEIbIIMKA B CTPaHE pETUCTpAlH (Ui
POCCHHCKUX OPHIMYECKHX JIMIl - HMICHTU(QHUKAUMOHHBIM HoMmep Hanoromiarensimuka (MHH), mis
WHOCTPAHHBIX IOPUAWYECKHUX JIMI - CTpaHa PETUCTpalMi, HAUMEHOBAaHUE PETUCTPUPYIOIIECTO OpraHa,
PETHCTPAllOHHBI HOMEp, KOJ HAJIOTOIUIATEIbIIKA B CTPAaHE PEruCTpaluu (MHKOPIIOPAIMK) WIH €ro
aHaJjor);

(m. 2 B pea. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

3) cpok rogHOCTH (papMalleBTUYECKOM CyOCTaHIIUM;
4) ycioBusi XpaHeHus: hapMaIieBTHYECKON CyOCTaHITUH,

5) Homep QapmakomneiiHOW cTatbu MO0 B Cly4ae €€ OTCYTCTBHS HOMEpP HOPMAaTHBHOM
JOKYMEHTAIUHM WIM HOPMATUBHOI'O JOKYMEHTA;

6) Hanuuue (hapManeBTUUECKOM CyOCTAHIIMM B MEPEYHE HAPKOTUUYECKHUX CPENICTB, MCUXOTPOIHBIX
BEUIECTB U MX MPEKYypCOpPOB, MOANIEKAMUX KOHTponto B Poccuiickoit denepanuu, B COOTBETCTBUH C
3aKoHOaTenbcTBOM Pocculickon @enepannu, MeXIyHapOAHbIMU JoroBopamu Poccuiickonn ®enepanny,
B TOM uucie EauHON KOHBEHIMEW O HapkoTH4Yeckux cpeactBax 1961 roma um KouBenuueit o
IICUXOTPOIHBIX BemecTBax 1971 rona;

7) nata BKJItOYEHMs (papMalleBTUUECKON CyOCTaHLMU B rOCyJapCTBEHHBIH PEeCTp JIEKapCTBEHHBIX
CpEeACTB, JaTa BHECEHUS M3MEHEHHMH B JIOKYMEHTHI (papMameBTUYECKOH CyOCTaHIIUH, aTa MCKIIOUCHHS
(bapMareBTHUECKON CyOCTaHIIMM U3 TOCYJapCTBEHHOI'O peecTpa JeKapCTBEHHbBIX CPECTB.

(uactsp 2 B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

3. HOpHI[OK BCACHUA TOCYHAApCTBCHHOTO pEECTpa JICKAPCTBCHHBIX CPEACTB JIsI MCEAUILUMHCKOI'O
NPpUMCHCHUA W HOOPAAOK BCACHHUA TIOCYAAPCTBCHHOI'O peCCTpa JICKAPCTBCHHBIX CPCACTB  JIA
BCTCPUHAPHOI'O MPHUMCHCHUSA YTBCPIKAAKOTCA COOTBCTCTBYHOIIUM YIIOJIHOMOYCHHBIM (bellepaHLHHM
Oopranom HCIIOJIHUTEILHOHN BIACTH.

Cratba 34. BkniwouyeHue B rocyaapCTBEHHbIM peecTp JleKapCTBEHHbIX CpPeaAcTB WU
UCKNIOYeHue ns3 rocyaapcTBeHHOro peecTtpa NneKapCTBEHHbIX cpeacTs
cphapmaLeBTUYECKOMN CybCTaHLMKU, NPOU3BEAEHHOMN ANA peanu3auum
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. Jns BkiIoYeHUs (apMaleBTUUECKOW CyOCTaHIIMM, TPOW3BEACHHOW [UIs pealu3alu, B
TOCyIapCTBEHHBIN PEeCTp JIEKAPCTBCHHBIX CPEJICTB, TPOBOAMTCS IKCIIEPTH3a €€ KaUuecTRa.
(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

2. DkcrnepTH3a KayecTBa yKa3aHHOH B yacTu | HacTosmiei cratbu papMaleBTUYECKON CyOCTaHIINH,
COCTaBJICHHE KOMHUCCHEH SKCIICPTOB 3aKIIFOUCHUH 10 pe3yJIbTaTaM dTOU 3KCIEPTU3HI U UX HAlpaBICHUE B
YIIOJTHOMOYEHHBIN (efepanbHblii OpraH HCHOJHUTENBHON BJACTU OCYIIECTBISIOTCS B CpPOK, HE
MPEBBIMIAOIIAA IIECTUACCITH pPadOYuX JHEW CO JHSA TOJNYYCHHS OKCIEPTHBIM yUPESKICHUEM
COOTBETCTBYIOILIETO 3aJ[aHMsl YIOJTHOMOUYEHHOTO (heaepaabHOro OpraHa HUCHOJHUTENBHOM BIAcTH U
CJIEIYIOIIUX JOKYMEHTOB (CBEICHUM):

(B pen. @exnepanbHoro 3akona ot 27.12.2019 N 478-D3)

1) CBCACHUA O JAaTC NPCAOCTABJICHUSA W PCTrUCTPAIMOHHOM HOMEPC JIMICH3UKW Ha IPOU3BOACTBO
JICKapCTBEHHBIX CPEICTB WM CBEICHHS O JaTe IPEeNOCTaBICHHUS U PETUCTPALMOHHOM HOMEpe
3aKIIOYCHHUA O COOTBCTCTBHUH  IMPOU3BOAUTCIIA JICKAPCTBCHHBIX CPCIACTB Tpe6OBaHI/I$[M IpaBuJI
HaJUIe)Kalleld MPOM3BOJACTBEHHOM TPAKTHKM, BBIJAHHBIX (TPEJOCTABICHHBIX) YIIOJHOMOYEHHBIM
¢denepasbHBIM OPraHOM HCIIOJHHUTEIBHOM BIIACTH, B CJIydae, €CIM IPOU3BOJCTBO JIEKAPCTBEHHOI'O
cpencTBa ocyuiectisercs B Poccuiickoit @enepanumy;

(B pen. @enepanbHbix 3aKk0HOB 0T 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3)

2) xomusi [IOKyMEHTa, BBIJAHHOTO YIOJHOMOYEHHBIM OPraHOM CTpPaHbl IMPOU3BOJIUTEIS
JIEKapCTBEHHOT'O CPEJCTBA W MOJATBEPKIAIOIIETO Pa3pelICeHHE MPOU3BOJICTBA JIEKAPCTBEHHOIO CPEJICTBA,
U €ro MepeBoj Ha PyCCKUM S3bIK, 3aBEPEHHbBIC B YCTAHOBICHHOM IOPSAJIKE, @ TAK)KE KOIHUS 3aKIHOYEHUS O
COOTBETCTBUHM  IPOM3BOJUTEINIS  JICKAPCTBEHHBIX CPEACTB  TPEOOBAHHWSAM  MPaBWI  HaJJIeKaIIeH
MIPOM3BOJICTBEHHON MPAKTUKH, BBIAAHHOTO YIIOJHOMOYEHHBIM (efepaibHbIM OpraHOM HCIOJIHUTEIBHON
BJIACTH, JMOO KOMHS PEIICHUS YIOJTHOMOYEHHOTO (enepabHOTO OpraHa WCIOJHUTEIHLHOW BIACTH O
MPOBEACHUM MHCIIEKTUPOBAHUS MPOU3BOJAUTENS JIEKAPCTBEHHOIO CPEACTBA. YKa3aHHbIE JOKYMEHTBI
MPEJCTABISIIOTCS B CIIy4ae, €CJIM IPOU3BOACTBO JIEKAPCTBEHHOI'O CPEACTBA OCYIIECTBIACTCA 3a
npenenamu Poccutickoit denepanuu;

(. 2 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

3) IOKyMEHT, Co/Iep Kalluil ClIeyIoNIne CBEACHH O (hapMalleBTUYECKOI cyOCcTaHIUu:
a) HaMMEHOBaHME (PapMaIeBTUICCKOM CyOCTaHIIUH, €€ CTPYKTypa, OOIINE CBOHCTRA;
0) HaMMEHOBAHUE U a/IPEC MPOU3BOAUTENS;

B) TCXHOJIOTHA IMPOM3BOACTBA C OIIMCAHHUEM CTaZ[I/Iﬁ IMPONU3BOACTBA U MCTOAOB KOHTPOJIA Ha BCEX
CTauAgX IIPOU3BOJCTBA,

T') OIMcaHue pa3paboTKH Mporecca MPOU3BO/ICTBA;

J) ONHUCaHWE KOHTPOJS KPUTHUYECKHX CTaJAMi TMpolecca MPOU3BOACTBA M IMPOMEXKYTOUHOU
NPOAYKIHH;

€) IOKyMEHTaJIbHOE MOATBEPKIeHUE (BaUAALIMs) TPOLIECCOB U (MJIM) UX OIICHKA;
’K) CBOMCTBA U CTPYKTypa JACUCTBYIOIINX BEIIECTB;
3) XapaKTEePUCTUKA MPUMECEH;

1) cnenudukanys Ha (papMaleBTHUECKYI0 CyOCTaHIIMIO U ee 000CHOBaHHE;
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

K) AaHaTUTHUYECKHE METOIMKH, WCIIOJIb3yeMble TIPH OCYIIECTBICHUM KOHTPOJS KauyecTBa
(dhapmaneBTHIECKON CyOCTaHIINM;

J) JOKYMEHTaJIbHOE MOATBEPXKICHME (BaIMAALMs) aHAIUTUYECKUX METOJAMK, UCIOJIb3YyEeMBIX IpHU
OCYIIECTBIICHINH KOHTPOJISI KauecTBa (papManeBTHIeCKOi CyOCcTaHIIny;

M) pe3yNbTaThl aHaIu3a cepuil apMaleBTUYECKOI cyOCTaHIINN;

H) NEpCUYCHb CTAHAAPTHBIX 06pa3u03 HJIM BCUICCTB, UCIIOJIL3YCMBIX IMPHU OCYHICCTBJICHUN KOHTPOJIA
Ka4dycCTBa,

0) ONMCAHNE XaPAKTEPUCTHUK M CBOMCTB YIIAKOBOYHBIX MAaTEPHATIOB M YKYTIOPOYHBIX CPE/CTB;
1) JaHHBIE O CTA0MIIBHOCTH (PapMaIeBTUUYECKOM CyOCTaHIUY;
P) CPOK TOAHOCTH;

4) MTOKYMEHT, COJCPKAIINI CBEICHUSI O PETUCTPAIIMH IPOU3BOIUTEINSI JICKAPCTBEHHBIX CPEICTB IS
MEIWIIMHCKOTO TIPUMEHEHHUS B KaueCTBE HAJOTOILIATENIIINKA B CTPAHE PErucTpanuu (i POCCHICKUX
IOPUIMYECKUX JIMI[ - WIACHTU(GUKAMOHHBIA HOMep Hanororuiarenbimka (MHH), mis mHOCTpaHHBIX
IOPUMYECKUX JIHII - CTPaHa PEerUCTPaIlii, HANMCHOBAHNE PETUCTPHUPYIOIIETO OPTaHa, PETUCTPAIIMOHHBIN
HOMEp, KOJI HAJIOTOIUIATE IbIINKA B CTPAHE PETUCTPaIMy (MHKOPIIOPAIIUK) HIIK €0 aHAJIOT).

(. 4 BBennen DenepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3)
(dactb 2 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. 13.07.2015))

3. Jns nmpoBeleHUs OJKCIEPTHU3bl KauyecTBa yKa3aHHOM B uacTh | Hacrosmed CcTraThbu
(dapmaleBTHUECKON CyOCTaHIIMM 3asiBUTENb MPEACTABISET B YINOJTHOMOYEHHBIH (efepanbHbIi opraH
HUCIIOJIHUTEIHLHOM BJIACTH:

1) 3asBieHHE O BKJIIOYEHHH B TOCYJAPCTBEHHBI pEECTp JIEKAPCTBEHHBIX CPEJICTB JaHHOM
(dhapmaIneBTHIECKON CyOCTaHIINM;

2) Konus JIOKyMEHTa, MOATBEP)KIAIOILEro YIjaTy IOCyAapCTBEHHOH MOLUIMHBI 32 BKJIIOUCHHE B
roCy/lapCTBEHHBI PEECTp JIEKApCTBEHHBIX CPEJICTB (papMaleBTUUECKOW CyOCTaHIUU, MPOU3BEIECHHOU
UIe  peanu3anuu, Jub0o 1o CcOOCTBEHHOM MHMLMATHBE YyKa3aHHbIM JOoKyMmMeHT. B ciyudae ero
HETPE/ICTABICHUSI 3asBUTENIEM YIIOJTHOMOYCHHBIH (efepaibHblid OpraH HCIOJHUTEILHONW —BIIACTH
npoBepseT (hakT ymiaThl FOCYJapCTBEHHON MOLUIMHBI 3asBUTEIEM C HMCIIOJIb30BaHHEM HH(pOpManuu 06
yIIaTe rOCyIapCTBEHHOW MOIUIMHBI, cofepkamieiics B ['ocymapcTBeHHONH MH(POPMALIMOHHOW CUCTEME O
roCylapCTBEHHBIX M MYHULUINAIbHBIX IUIATE€XKaX, HA OCHOBAHUU IPEICTABICHHON 3asBUTENIEM KOIHH
JOKYMEHTA, IIOATBEPKAAIOLIETO YIUIATy TOCY1APCTBEHHON ITOIUIMHBL;

(n. 2 B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

3) JOKYMEHTBI, yKa3aHHBIC B UaCTH 2 HACTOAILIEH CTaThH;
(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

4) 3asgBieHUE O BblJaue paspelleHus Ha BBO3 B Poccuiickyro @Denepanyio KOHKPETHOW HapTuu
HE3apErUCTPUPOBAHHOIO JIEKAPCTBEHHOI'O CPEICTBA, NMPEAHA3HAUYEHHOIO JUIS IHPOBEIEHUS YKa3aHHOMU
JKCIEPTU3BL.
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(pen. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

(. 4 BBenen DenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

3.1. B cayuae HempeACTaBICHHUS C 3asABICHHEM O BKJIIOUYEHWHU B TOCYJApPCTBEHHBIN peecTp
JIEKapCTBEHHBIX CPEACTB (hapMalleBTUYECKON CyOCTaHIIMM JOKYMEHTOB, MOJTBEPKIAIOMIMX YILIATY
rocyJapCTBEHHOM MOIUIMHBI U YKa3aHHBIX B MYHKTE 2 YaCTH 3 HACTOSIIEH CTaThH, a TAK)KE BbIIaBAEMBIX
(mpenocTaBisieMbIX)  YHOJHOMOYEHHBIMU  (hefepajbHbIMU  OpraHamMH  HCIOJHHUTEIBHOW  BIACTH
JIOKYMEHTOB (CBEICHHI), yKa3aHHBIX B MyHKTaX | W 2 4acTW 2 HACTOSIIEW CTAaTbH, YIOJIHOMOYCHHBIN
denepanbHBIE OpraH HWCHOJHUTENBHON BJIACTH 3ampallldBacT yKa3aHHbIE JOKYMEHTHI (CBEICHHS) B
MOPSIIKE MEKBEJOMCTBEHHOTO MH(POPMAIIMOHHOTO B3aHUMOICHCTBHUSI.

(uacts 3.1 BBenena @enepasibHbIM 3aKOHOM OT 27.12.2019 N 478-D3)

4. B Teuenue JCCATHU pa60q1/1x I[Heﬁ CO JHA NPUHATHUA 3ad4BJICHUA O BKIIFOYCHUU YKa3aHHOI>'I B 4acCTu
1 Hacrosimiedl craTbu (hapMaleBTHUECKOM CYOCTaHLMU B TIOCYJApCTBEHHBIH peecTp JIeKapCTBEHHBIX
CPEICTB M JOKYMEHTOB, MEPEYUCICHHBIX B 4YacTM | WU MyHKTe 2 YacTh 3 HACTOSIICH CTaThH,
YIIOJIHOMOYEHHBIN (heiepalibHbli OpraH UCIOJHUTEIbHOMN BIIACTH:
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1) IpOBOJUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTH JAaHHBIX, COJEPIKAIIUXCS B MPEICTaBICHHBIX
3asiBUTEIIEM JIOKYMEHTAX;
(B pen. @exnepanbHoro 3akona ot 25.11.2013 N 317-03)

2) NpUHUMAET pEILIEHUE O HAIPaBICHUU B SKCIEPTHOE YUPEXKJACHHUE 3aJaHMsl Ha IPOBEJICHUE
HKCHEPTU3bl KAaUeCTBA YKa3aHHOW B yacTu | HacTosiueld craTbi (apMaleBTHUECKOW CyOCTaHIIMM WIH 00
OTKa3e B TAKOM HallpaBJICHUU;

3) yBemOMJISICT B 3JICKTPOHHOM WM MUCHMEHHOW (OpMeE 3asBUTEIS O MPHHATOM PEIICHUU WIH B
cllydae OTKa3a C yKa3aHHEeM IPUYHH TAaKOTO OTKa3a.
(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

4.1. B ciyuyae BBISIBIICHHUS HEJOCTOBEPHOCTH CBEJCHUN, COACPKAIIUXCS B MPEICTABICHHBIX
3asiBUTENIEM MaTepHaliaxX, YIOJIHOMOYEHHBIH (eepalibHblil OpraH MUCIOJHUTEIFHOM BIACTH HAIMpPaBIISIET
3asBUTEII0 3allpoc 00 YTOYHEHWHM YKa3aHHBIX CBeACHHWHA. JlaHHBIM 3ampoc MOXKET OBbITh mepenaH
YIIOJTHOMOYEHHOMY TPEACTABUTENIO 3asBUTENs JUYHO IOJI PACIMCKY, HAlpaBJIEH MO MOYTE 3aKa3HbIM
MHUCbMOM WJIHM TIEpPEIaH B DJIEKTPOHHOU (popMe Mo TEeIeKOMMYHUKAIMOHHBIM KaHaJlaM CBs3U. B ciyuae
HaIpaBIIEHUs TaHHOTO 3arpoca Mo MOYTE 3aKa3HbIM MUCHMOM OH CUMTAETCS MOJTYYSHHBIM 110 UCTEYCHHUH
IIECTH JHEH C 1aThl HAMPABJICHUs 3aKa3HOTO MUChMA.

(uacts 4.1 BBeneHa @enepasibHbIM 3ak0HOM OT 25.11.2013 N 317-D3)

4.2. 3asBUTeNb 00s13aH MPEICTABUTh OTBET HA 3alpPOC YIMOJIHOMOYEHHOTO (helepaibHOro OpraHa
WCIIOJIHUTEJIBHON BJAacTU B CPOK, HE MPEBBIIIAIONIMIA JEBIHOCTa PabOuMX AHEW cO AHS TOTy4YEHUS
naHHoro 3ampoca. Cpok, yka3aHHBIM B 4YacTH 4 HACTOSIIEH CTaThbU, MPUOCTAHABIMBAETCS CO IHS
HaIpPaBIICHUs 3asSBUTEINIO 3alIPOCca YIOJIHOMOYEHHOTO (eIepalbHOr0 OpraHa UCIOJIHUTEIBHON BIACTH J0
JTHSL TIOJTyY€HUsI UM OTBETA Ha JIAHHBIN 3alpOC M HE YYUTHIBACTCS MPU MCUUCICHHUU CPOKA IKCIIEPTU3BI
KauecTBa (apMaleBTUYECKOM CyOCTaHIIMHM, HEUCIOIb3yeMOW TpU TMPOU3BOACTBE JIEKAPCTBEHHBIX
[IpenapaTosB.

(uacts 4.2 BBeeHa PenepasibHbIM 3aKk0HOM OT 25.11.2013 N 317-D3)

5. OcHoBaHMEM /Ui OTKa3a B HAIpPABJIEHUU B 3KCIEPTHOE YUPEKJEHHUE 3aJaHMsl Ha IPOBEICHUE
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

9KCHEepPTU3bl KauyecTBa yKa3aHHOW B dyacTu 1 HacTosmied craThu (papmaneBTHUECKOH CcyOcTaHIuu
SBJIIETCS HENpPEJCTaBICHUE JOKYMEHTOB, YKa3aHHBIX B 4YacTU 2 HAacTOSALIEM CTaTbu, OTCYTCTBHE
uHboOpMalnMy, TOATBEpXKAaoImell (akT ymiaTbl TOCYAApCTBEHHOM MONIUIMHBI 3a BKIIIOYCHHE
dapmarieBTHUECKOW CyOCTaHIMM, TPOM3BENCHHOW Ui peanu3alii, B TOCYIapCTBEHHBIH peEecTp
JIEKapCTBEHHBIX CPEICTB, HEIIPEICTABICHUE 3asiBUTEIIEM B YCTAHOBJICHHBIN CPOK OTBETA HA YKa3aHHBIN B
yacTu 4.1 HacTOALIEH CTaThU 3alpOC YIOJIHOMOUYEHHOr0 (he/iepaibHOr0 OpraHa UCIOJIHUTEIbHOM BIacTU
WIN NPECTaBICHUE T0KYMEHTOB, HE COJIEpKAIllUX NCUEPIIBIBAIOIIETO IIepeuHsi HEOOXOIUMBIX CBEACHU.
(uactp 5 B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

6. B TedeHume mnATHaAIATH pPabOYMX JHEH CO JHS TMOJyYEHHS PEIICHHS YIOJIHOMOYEHHOTO
denepanbHOro opraHa MCIOTHUTEILHOW BIACTH O HAIPABICHUU B DKCIEPTHOE YUPEIKIACHHUE 3a/IaHUS Ha
MPOBEJICHUE OKCIEPTU3bl KayecTBAa YKa3aHHOW B 4YacTh | HAcTosmed CTaThu (papManeBTUYeCKOM
CyOCTaHIIMM 3asBUTENb MPEJCTABISICT B KCIEPTHOE YUPEHKICHHUE IS TIPOBEACHHS JAHHON IKCIEPTHU3BI
00pasibl papmManeBTUUECKOi CyOCTaHIIMU B KOJIMYECTBE, HEOOXOIUMOM JUIsl BOCIIPOU3BEICHHSI METOJIOB
KOHTPOJISI KauecTBa. OJKCIEPTHOE YYpPEXKIECHHE MpH NOJYYSHHH OOpa3loB yKazaHHOW B yactu |
HACTOSIIIEH CTaThU (papMalleBTUYCCKONW CYOCTaHIIMHM BBIIACT 3asSBUTEIIO JOKYMEHT, ITOATBEPKIAFOIINI
MOJIydeHHE JTHX O0Opa3loB, W B CPOK, HE MPEBBIMAIONMN Tpex pabodymx ITHEH, yBEAOMIISET B
AJIEKTPOHHOW WJIM TMHUChMEHHOH (opMe 00 OSTOM  YHNOJHOMOUYEHHBIH (QenepanbHbIi  OpraH
WCIIOJTHUTEIIEHOM BJIACTH. DTH CPOKHU HE BKITFOYAIOTCS B CPOK IMPOBEACHUS JAHHOW YKCIIEPTH3HI.

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

7. JIOKyMEHTBI, MIOCTYIIUBILINE B SKCIEPTHOE YUYPEKICHHUE I IIPOBEACHUS JIKCIEPTHU3Bl Ka4yeCTBA
yKa3aHHOM B yacTu | HacTosmed cTaTbu (QapMaleBTUYECKONW CyOCTaHIMM, MOJUIekKaT BO3BpATy B
YIOJHOMOYEHHbIN (efepanbHblii OpraH HUCIOJHUTEIbHON BIACTH OJAHOBPEMEHHO C 3aKIIIOUEHUSMHU IO
pe3ynbpTaTaM IIPOBEACHHON JKCIIEPTU3BIL.

8. B cpok, He MpeBBbIIAIONINN MATH paboYuX AHEH CO JHS TMOJYYCHHUs 3aKJIIOUYCHHS KOMHCCHUHU
JKCIEPTOB IO pe3yibTaTaM »JKCIEpPTU3bl KAauecTBa YKAa3aHHOM B 4YacTh | HacTOSIIEW CTaTbu
(dapmaleBTHIECKON CyOCTaHIIUHU, YITOJIHOMOUYSHHBIN (heJepaabHbId OpraH UCIIOJIHUTEIIPHON BIIACTH:

1) ocyuiecTBiIseT OLEHKY TaKOro 3aKIIOUEHHs JUIsl ONpEeAETICHHUsS €ro COOTBETCTBUS 3aJaHUIO0 Ha
IIPOBEACHUE TAHHOW YKCIIEPTU3BL

2) npuHUMAET pelIeHrne O BKIIOUEHUH YKa3aHHOW B yacTu | HacTosiei cratbu papmarieBTHIeCKOn
cyOCTaHIIMM B TOCYJApPCTBEHHBIN pPEecTp JIEKAPCTBEHHBIX CPEICTB WMJIM pelIeHHe 00 OTKa3e B TaKOM
BKJIFOYEHUU;

3) BHOCHUT MpU TNPUHATUU PEIIECHUS O BKIIOYEHUM YKA3aHHOM B 4YacTu | HacToswmied cTaTbu
¢dapManieBTHUECKOW ~ CcyOCTaHIMM B TOCYJApCTBEHHBIH  peecTp  JIEKapCTBEHHBIX  CPEACTB
MPEIYCMOTPEHHYIO YacThio 2 cTaThil 33 HacTosiero deaepaqbHOro 3aKOHA HHPOPMALIUIO U YBEIOMIISET
00 3TOM B 3JIEKTPOHHOM MJIM MUCbMEHHOH hopme 3asBUTENS.

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, o1 27.12.2019 N 462-D3)

9. OcHoBaHMeM M OTKa3a BO BKIIOYEHHHM YKa3aHHOM B dyactu | HacTosled craThbu
(dapmareBTHUECKON CyOCTaHIIMM B TOCYJAapCTBEHHBIM pEECTp JICKAPCTBCHHBIX CPEACTB  SBISCTCS
3aKJIFOUEHHUE COOTBETCTBYIOIIETO YIMOJTHOMOUYEHHOTO (peiepallbHOr0 OpraHa MCIOJHUTENbHON BIIACTH O
TOM, YTO Ka4eCTBO (papMaIieBTUIECCKON CyOCTaHITMHN HE TTOJATBEPKICHO ITOJTYICHHBIMU TaHHBIMH.

(gactp 9 BBeneHa denepanbHbiM 3aKk0oHOM OT 22.10.2014 N 313-D3; B pen. PeaepanbHOro 3aKoHa OT
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(pen. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

04.06.2018 N 140-D3)

10. He nmomyckaercss BKJIIOYEHHE B TOCYIJApPCTBEHHBIM pEeCTp JIEKAPCTBEHHBIX CPEICTB OJIHOMU
(dapmaleBTUUECKON CyOCTaHIIMK, MPOU3BEACHHON JUIS pealu3allii U BBIIYCKAEMOH OJHUM U TEM XKe
MIPOU3BOJIUTEINIEM, B BUJIE IBYX M 00JI€E PEECTPOBBIX 3aIUCEH.

(uactp 10 BBegena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

11. BHeceHne n3MeHEeHH B IOKyMEHTHI Ha (DapMaleBTHUECKYIO CyOCTaHIIUIO, IPOU3BEACHHYIO JIJIS
pealiv3allii U BKJIIOYEHHYIO B TOCYAApCTBEHHBIM PEECTp JEKApPCTBEHHBIX CPEICTB, OCYIIECTBIISETCS B
nopsake, ycraHoBieHHOM craThsiMu 30 u 31 Hacrosimero ®enepaibHOro 3akoHa, C YIUIATON
rocy/1apCTBEHHOW MOILIUHBI, TPEyCMOTPEHHOM 3aKoHOAaTeIbCcTBOM Poccuiickoit denepannu o Hanorax
u coopax.

(uacts 11 BBegena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

12. lomryckaeTcsi oOpaiieHue (hapMareBTHIeCKHX CyOCTaHIINH, TPOU3BEICHHBIX IS peaTH3aIiuu, B
TEYCHHE CTa BOCBMHUAECATH ITHEW 10 M TOCJE MPUHATHS YIOJIHOMOYEHHBIM (heepaabHbIM OpPraHOM
WCIIOJIHUTEIIGHON BJIACTH PEIICHHWS O BHECEHWW HW3MCHCHHWH B JIOKYMEHTHI Ha (apMaleBTHUYECKYIO
CyOCTaHIIMIO, TPOU3BEACHHYIO JJisi peaju3alid U BKIIOUYEHHYIO B TOCYAAapCTBEHHBI peecTp
JIEKApCTBEHHBIX CPEJICTB.

(dacth 12 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

13. Pemenue 00 UCKIIOYEHUH U3 TOCYAAPCTBEHHOTO pEecTpa JIEKApPCTBEHHBIX CPEICTB
(bapMmarieBTUUECKOH CyOCTaHLIMM, MPOU3BEACHHOW JUIsl pealu3allid, HNPUHUMAETCS YIOJIHOMOYEHHBIM
(benepaabHBIM OPraHOM HCIIOJIHUTEILHON BJIACTH B CITydae:

1) MMPpEACTaBJIICHUA COOTBCTCTBYOIIUM YITOJIHOMOYCHHBIM @eﬂepaﬂBHHM OpraHomM HWCHOJHUTEIbHOMN
BJIACTU 3aKIIOYCHHA O PUCKE WA 00 Yrpo3€ KHU3HW WKW 3J0POBBIO YCIOBCKA 1100 >KMBOTHOI'O Ipn
HCITIOJIb30BAHHH JICKAPCTBCHHOI'O CPCACTBA,

2) momayn pa3pabOTYMKOM JICKAPCTBEHHOTO CPEACTBA WM IPOU3BOAUTENIEM JIEKAPCTBEHHOTO
cpeacTBa MO0 YNOJIHOMOYEHHBIM MMHU APYTUM HOPUIMYECKUM JIMLOM 3asBJICHHS 00 HMCKIIOYEHHU U3
roCy/1lapCTBEHHOI'O0 peecTpa JIEKAPCTBEHHBIX CPEACTB (papMalleBTUYECKON CyOCTaHLMHU, IMPOU3BEIECHHON
11 pean3alny;

3) orcyrcTBHs (hapMarieBTHUECKON CYOCTaHIIMH, TPOU3BEICHHON ISl pealli3aiii, B OOpaleHUH B
Poccutiickoit deneparuu B TEUCHUE TPeX U OoJIee JIeT.
(actp 13 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

CraTtba 35. YTpatuna cuny ¢ 1 nronsa 2015 ropa. - ®eaepanbHbIi 3aKoH oT 22.12.2014
N 429-03.

Cratba 36. OO6xanoBaHue pelweHUs 00 oOTKase B BblAaye pas3pelleHMa Ha
npoBeAeHWEe KIIMHUYECKOro UCCneaoBaHUA NeKapCTBEHHOro npenaparta, pelleHusi o6
OTKase B rocyAapCTBEHHOW perncTpaumm JreKapCTBeHHOro npenapara, 3aknio4eHus
KOMMCCUM IKCNEPTOB IKCMEPTHOro yYpexxaeHUs1 UNu1 3aKnoYeHusl coBeTa no 3Tuke

(B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

Pemenue COOTBCTCTBYIOLICTO YIIOJIHOMOYCHHOI'O (bez[epanLHoro OopraHa HCIIOJIHUTENLHON BJIACTH
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

00 OTKa3ze B BbIJau€ pa3pelieHHs Ha MPOBEACHUE KIMHUYECKOTO MCCIIEeI0BAHUS JIEKAPCTBEHHOTO
npernapara, pelleHHe YKa3aHHOro (eaepaJbHOrO OpraHa MCIOJHHUTENBHON BiacTH 00 OTKase B
rOCYJapCTBEHHOM PpErucTpaluy JIEKAPCTBEHHOIO Ipernapara, 3aKk/IoYeHHEe KOMHCCHU HKCHEpTOB
OKCHCPTHOI'0 YYPCKIACHUA WM 3aKIIIOYCHHUE COBCTA IIO 3THKE MOKCT OBITHL 00’KaJIOBAaHO B IOopAJKE,
YCTAHOBJICHHOM 3aKoHoJaTenabcTBOM Poccuiickoit denepanuu. 3akiaroueHHE KOMHCCUU HSKCIEPTOB
OKCHCPTHOI'0 YUYPCIKACHHA O B3aMMO3aMCHACMOCTU JICKAPCTBCHHBIX IIpCHIapaToB i1 MCOAUIMHCKOI'O
IPUMEHEHHs MO0 O TOM, YTO JIEKAPCTBEHHBIN Ipenapar Ui MEAULUHCKOrO NMPUMEHEHUS HE SIBIISETCS
B3aMMO3aMEHSAEMBIM, MOXET OBITh OOKAJIOBAaHO JEp)KaTeleM WM BIAACIbIEM pPErHCTPALMOHHOTO
yIOCTOBEpEHHsI JICKapCTBEHHOI'O IpenapaTa B YIOJIHOMOYEHHBIH (peepanbHblii OpraH NCHOIHUTEIbHOM
BJIaCTH, KOTOpI)If/'I IMPUBJICKACT K PAaCCMOTPCHUTIO YKa38,HHOI>'I JKaI00bI NMoABCAOMCTBCHHBIC €MY HAYYHBIC
opraHu3anuu ¥  oOpa3oBaTelIbHbIE OpraHU3allMM  BBICHIETO  OOpa30BaHMs, OCYLIECTBISIOLINE
IEATENbHOCTh B cdepe oOpalieHus JEKApCTBEHHBIX CPEACTB. 3aKIIOYCHUE KOMHCCHH 3KCIIEPTOB
HKCHEPTHOIO YUpexaeHus, 0pOpMIIEHHOE IO UTOraM [epecMoTpa 00KaJlOBaHHOI'O 3aKIFOUYEHUS SKCIEpTa,
MOXET OBITb OCIOPEHO JepXKaTeleM WIM  BIAJENbLEM PETrHMCTPALIMOHHOTO  YAOCTOBEPEHHUs
JICKapCTBEHHOI'0 Ipernapara JU0O YIOJHOMOYEHHBIM MMM JIMLIIOM B HOpsAKe, YCTaHOBJICHHOM
3akoHoaarenbcTBOM Poccuiickoit ®epepanuu. Ilpu oOxamoBaHMM pelIeHHsS  YIOJIHOMOYEHHOTO
(benepanbHOrOo OpraHa HCIHOJIHUTENIBHOM BIACTH, 3aKIIOYEHUs SKCHEpTa WIM KOMHCCUU 3KCIEPTOB
9KCIEPTHOIO YUYPEXkKIEHUS, 3aKIIOUEHHUS COBETA 110 ATHUKE JIepKaTeilb WU BIaJellel] PEruCTPALlMOHHOTO
YJIOCTOBEpEHHsI JIEKapCTBEHHOI'O Ipernapara JMOO YIOJIHOMOYEHHOE MMH JIMIO BIIpaBe IPEICTaBUThH
PE3YIbTAThl 3KCHEPTU3LI JICKAPCTBCHHOI'O Ipcrapara, HPOTOKOJIbI ITOJYUYCHHBIX AKKPEAWTOBAHHBLIMH
UCHBITATEIbHBIMU Ja00paTOPUAMU (LIEHTPAaMH) PE3YIbTaTOB UCCIIEAOBAHUI, UCTIBITAHUM.

(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

Cratba 37. WHdopmaumsa, cBA3aHHasA C OCYLECTBIEHMEM rocyaapCcTBEHHOW
perucTpauum nekapcTBeHHbIX npenapaTtoB, WHcdopMauus O 3aperMcTpMpoBaHHbIX
neKapcTBeHHbIX TMpenapaTtax W JleKapCTBEeHHbIX NpenapaTtax, WCKMIYEHHbIX U3
rocyaapcTBeHHOro peectpa fnekapcTBeHHbIX CpeAcTB

1. CooTBeTCTBYIOIIMI YIIOJTHOMOYEHHBIN (hesiepaibHbIi OpraH UCIOJHUTEIbHOM BIACTH pa3MellaeT
Ha cBoeM o¢uumanbHOM caiite B cetn "HMHTepHer" umH(OpMaIuio, CBI3aHHYIO C OCYIIECTBICHUEM
rOCYJapCTBEHHON PErucTpaluy JIEKAPCTBEHHBIX MpPENaparoB, B TOM 4YMCJIE MPOBEICHHEM 3KCIEPTU3bI
JIEKapCTBEHHBIX CPEACTB (BKJIOYAsl pe3y/ibTaThl €€ MPOBEACHUS), UHPOPMALIMIO O 3apPETUCTPHUPOBAHHBIX
JICKapCTBEHHBIX IIperaparax M JIEKAPCTBEHHBIX IIpenapaTax, HCKIIOYEHHBIX H3 TOCYAapCTBEHHOTO
peecTpa JIEeKapCTBEHHBIX CpPEACTB, HE IO3JHEEC 4YeM dYepe3 IATh pabouux JHEH CO JHS TOIydeHUs
YIIOJIHOMOYEHHBIM (e/iepaIbHbIM OPraHOM HCIIOJIHUTENbHON BIACTH COOTBETCTBYIOIIEH HHPOPMALIUH.
(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 02.08.2019 N 297-D3)

2. Cpokn u TOPSIOK pa3MElIeHUs YKa3aHHOW B dYacTh | Hacrosimieid crtatbu HHGOpMAIUU
YCTAHABIIMBAIOTCSl YIIOJHOMOYECHHBIM (PeiepaIbHbIM OPraHOM HCIIOJHHUTENbHOU Biactu. MHpopmanus,
yKa3aHHas B 4acTH | HacTOsIEH CTaThH, SIBISIETCA OTKPBITOM M OOIIETOCTYMHOW U IMPEIOCTaBIISAETCS
3aMHTEPECOBAHHBIM JIMLIAM B COOTBETCTBHH C 3aKOHOAATENLCTBOM Poccuiickoi denepauum.

(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

Mnasa 7. KIIMHWYECKUE UCCINIEQOBAHUA NNEKAPCTBEHHbDbIX
NPEMAPATOB ANnA MEAUUUHCKOIO NPUMEHEHUA, AOTOBOP
Ob UX NPOBEAEHUW, NPABA NALMEHTOB, YYACTBYIOLLUX
B 3TUX UCCITIEAOBAHUAX
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(pen. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

Cratba 38. KnuHu4yeckme wnccnegoBaHus JNIeKapCTBeHHbIX npenapaTtoB AnA
MeaAULUHCKOro npumMmeHeHus

1. KnuHudeckue ucciieoBaHUs JIEKaPCTBEHHBIX IPENapaToB sl MEIUIMHCKOIO NMPUMEHEHUs, B
TOM YHCJIC MCKAYHAPOAHBIC MHOI'OLICHTPOBBIC, MHOTOLCHTPOBLIC, TIOCTPETUCTPAITMOHHEBIC, ITIPOBOJATCA B
OJHOW WJIM HECKOJbKMX MEIUIUHCKMX OpraHU3alUsX B COOTBETCTBUM C IIPABUJIAMM HaJAJIexarien
KJIIMHUYECKOW MPAKTUKH, YTBEPKICHHBIMU YIIOJHOMOYEHHBIM (efiepaibHbIM OPraHOM HCIOJIHUTEIbHON
BJIACTH, COOTBETCTBEHHO B CJIEAYIOLINX LIEIAX:
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1) ycranoBneHue 6€30MacHOCTH JIEKAPCTBEHHBIX MPENapaToB Ui 3J0POBBIX JOOPOBOJIBILIEB U (MIIN)
MEPEHOCUMOCTH MX 3JJ0POBBIMU JTOOPOBOJIBIIAMH, 32 UCKIIOUYECHUEM TaKUX MCCIIEIOBAHUM JIEKAPCTBEHHBIX
MpernapaToB, MPOU3BEACHHBIX 3a Mpeneiaamu Poccuiickoit denepannu;

2) noadop ONTHUMAaJbHBIX J103UPOBOK JIEKAPCTBEHHOI'O Mpenapara U Kypca JeueHus AJs MalueHTOB
C OIpe/eleHHbIM 3a00JIeBaHUEM, ONTHUMAJbHBIX /103 U CXEM BaKLIMHAIMM HMMYHOOMOJIOTMYECKHMHU
JIEKapCTBEHHBIMH ITPETapaTaMy 3I0pPOBBIX JOOPOBOJIBIICB;

3) ycraHoBieHHE O€30MIaCHOCTH JIGKAPCTBEHHOTO TpernapaTta U ero 3G ()eKTUBHOCTH IS MAIIMEHTOB
C OIpenelieHHbIM 3a00JeBaHUEM, NPOPHIAKTHUECKOW S()(PEKTHBHOCTH HMMYHOOHOJIOTHYECKUX
JIEKapCTBEHHBIX MPENapaToB sl 3I0POBBIX JOOPOBOJIBIIEB;

4) u3yyeHue BO3MOXKHOCTU PaCIIMPEHMs TOKA3aHUMN JUIsl MEAULIMHCKOTO IPUMEHEHUS U BBISBIICHUS
paHee HEeM3BECTHBIX MMOOOYHBIX IEHCTBHM 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB.

2. B orHOmeHnun BOCITPOMU3BCACHHBIX JICKAPCTBCHHLIX IMPEIapaToB AJIA MECAUIMHCKOTO NPUMCHCHHUA
IIpOBOAATCS UCCIICIOBAHUA OMOSKBUBAJIEHTHOCTH U (I/IJ'II/I) TepaHeBTHqCCKOﬁ OKBUBAJICHTHOCTH B IIOPAAKE,
YCTaHOBJICHHOM YIIOJIHOMOYCHHBIM q)eaepaanmM OopranomMm HCIIOJIHUTEILHOM BIACTH.

3. OpFaHI/ISaHI/II-O MNPOBCACHUA KIMHHUYCCKUX I/ICCJ'ICI[OBaHI/Iﬁ JICKAPCTBCHHOI'O IIpfIiapara JId
MCIUIHUHCKOI'O MPUMCHCHUS BIIPABC OCYIICCTBIIATH!:

1) pa3paboTuuk JeKapCTBEHHOTO Mpernapara Wik yIoJIHOMOYEHHOE UM JIUIIO;

2) oOpa3oBaTelbHBIC OpPraHW3aIlMH BBICIIETO O0OpA30BaHUs, OPTraHHU3AIMH JIOTOJHUTECIEHOTO

po¢eCCHOHAIIBHOTO 00pa30BaHUS;
(. 2 B pen. @enepanbroro 3akoHa ot 02.07.2013 N 185-D3)

3) HAay4YHO-UCCJIICAOBATCIIbCKUC OpraHnU3alnum.

4. KnuHuueckue HCCIe0BaHUs JIEKAPCTBEHHOrO Ipernapara Uil MEIUIMHCKOrO0 IpPUMEHEHUs
IIPOBOJIATCSL HA OCHOBAHUU Pa3pelleHUs] Ha NpPOBEIeHUE KIMHUYECKOI'O MCCIIE0BaHMs JIEKAPCTBEHHOTO
IpernapaTta, BbIJJAHHOTO YIOJIHOMOYEHHBIM (elepalbHbIM OpPraHoOM HCIOJHHUTEIBbHOM  BIACTH.
VY1oaHOMOYEHHbIH (enepanbHblii OpraH UCHOIHUTENBHOM BIACTH BEJIET PEECTP BbIIAHHBIX pa3pelieHuit
Ha MPOBEACHUE KIMHUYECKUX UCCIIEJOBAHUM JIEKApCTBEHHOI'O IIperapara, CoJepKaliiuil yKka3aHue Ha UX
1eJIb W 1IeJIM, B YCTAHOBJICHHOM 3TUM OPraHOM MOPSIKE.

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-D3)
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5. ¥Yrpatun cuny ¢ 1 urons 2015 roxa. - @enepanbHblil 3akoH oT 22.12.2014 N 429-03.

6. K opranuzanuu npoBeieHUsS KIMHUYECKUX HCCIIEJOBAaHUM JIEKapCTBEHHOI'O IIpernapara Jyis
MEIUIIMHCKOTO TPUMEHEHUSI pa3pabOTYMKOM JICKAPCTBEHHOTO IIperapara MOTYT HPUBIEKAThCS
IOPUIMYECKHAE JIMIA JII0OOW OpraHM3alMOHHO-TIPaBOBOKH (OPMBI TpU  YCIOBUU  OOECIICYEeHUs
COOTBETCTBUS 9THX HCCIIEIOBaHUI TpeOoBaHUsAM HacTosero deneparbHOro 3aKoHa.

7. KnuHudeckue HCCIeNOBAHUA JIEKAPCTBEHHBIX IPENapaToB I MEIUIMHCKOTO ITPUMEHEHUs
IPOBOJATCS B MEAMLIMHCKUX OPraHU3alUsAX, AaKKPEIUTOBAHHBIX YIIOJIHOMOYEHHBIM (herepabHbIM
OpPraHOM MWCIIOJHUTEIBHOM BJIACTM B TOpsAJKe, ycTaHOBIeHHOM [IpaButensctBom Poccuiickoit
®Denepanuu.

8. IlepeueHp MEIUMIMHCKUX OpraHU3alUi, UMEIOUIMX M[pPaBO MPOBOAUTH KIMHUYECKHE
UCCIIEIOBAHMS JICKAPCTBEHHBIX IPENapaTroB JUIsl MEJUIMHCKOTO TNPUMEHEHUsS, U PEECTp BbIJAHHbBIX
paspelleHuii  Ha  [pPOBEJEHUE  KIMHMYECKUX  MCCIEJAOBAaHUM  JIEKAPCTBEHHBIX  IperaparoB
OIyOJIMKOBBIBAIOTCS U Pa3MELIAlOTCS YIOJIHOMOYEHHBIM (peepalbHbIM OPraHOM HCIOJHUTEIbHON
BJIACTH B YCTAHOBJIICHHOM UM IOPSIKE Ha CBOeM o(unmanbHOM caiite B cetu "MHTepHeT".

Cratbsa 39. PeweHne o npoBeAeHUU KITMHMYECKOro UCcnenoBaHUA JNeKapCTBEHHOro
npenapara Ansa MeAUUMHCKOro NnpMmMmeHeHus
(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. KnuHuueckoe uccieqoBaHHE JIEKQpCTBEHHOrO IIpernapaTa il MEIWLHUHCKOIO INPUMEHEHUS
IIPOBOJUTCA HAa OCHOBAaHUU pa3pelICHUs HAa IPOBEICHUE KIMHUYECKOIO MCCIIENO0BAaHUS JICKAPCTBEHHOIO
npernapara, BBIJAHHOTO YIOJHOMOYEHHBIM (elepaJbHbIM OpPraHOM HCIIOJHUTEIBHONH BJIACTH IO
pe3yibTaTaM SKCHEPTU3bl JTOKYMEHTOB, HEOOXOAMMBIX Ul IOJIyYEHHUS Da3pelleHUs Ha IPOBEAECHUE
KJIMHUYECKOT'0 MCCIIEOBAaHUs JIEKAPCTBEHHOIO IIperapaTa U 9THYECKON IKCIIEPTU3BIL.

2. I[J'IH MOJIYYCHHU pa3pClICHUsI Ha IMPOBCACHHUC KIIMHUYCCKOI'O0 HCCICAOBAHHUA JICKAPCTBCHHOI'O
npemnapara Jjisi MCAUIUHCKOTO NPUMCHCHUA 3asABUTCIIb IPCACTABIIACT B YHOJIHOMOLIGHHHﬁ @eﬂepaﬂbHHﬁ
oprad HWCIOJHUTEILHOM BIACTHU:

1) 3asiBIEeHKE O BbIaye pa3pelIeHUs] Ha IPOBEACHUE KIMHUUECKOIO UCCIIEI0BaHUS JIEKapCTBEHHOTO
npernapara Juisi MEAMLIMHCKOTO IPUMEHEHMS;

2) KONUHU JIOKYMEHTOB, MOJATBEPXKJIAIOLIUX YIUIATy TOCYAApCTBEHHOM MOILIMHBI 33 IMPOBEJIECHUE
OTUYECKOM DKCIEPTU3bl, OSKCIEPTHU3bl JOKYMEHTOB HA JICKAPCTBEHHBIM IIpemapar i IOJy4eHUs
paspellleHuss Ha IPOBEICHUE KIMHUYECKOIO MCCICNOBAaHUA JICKAPCTBEHHOrO IIpemapara  JuId
MEIULMHCKOrO IPUMEHEHMs, 3a BblIady paspelleHHs Ha IPOBEACHUE KIMHUYECKOIO HCCIEHOBAHUSA
JIEKAPCTBEHHOI0 IIpenapara Juisi MEIULIUHCKOrO IIPUMEHEHHs], 32 IIPOBEICHHUE IKCIIEPTU3BI JOKYMEHTOB
Ha JIGKapCTBCHHBIM IIpermapar i I[IOJYy4YEHUs pa3pelleHHs Ha IPOBEACHUE MEXKIYHApOIHOIO
MHOT'OLICHTPOBOTO KJIMHUYECKOIO MCCIIEIOBaHMs JIEKAPCTBEHHOIO IIpenapara Juisi MEIUIMHCKOTO
IIPUMEHEHHs, 3a BbIAAYy paspelleHus Ha I[POBEICHHUE MEXIYHApOIHOIO0 MHOIOLEHTPOBOIO
KJIMHUYECKOT0 HCCIIEIOBAHMs JIEKapCTBEHHOIO Ipenapara i MEIMIMHCKOrO IIPUMEHEHMs, 3a
MIPOBEACHUE JTUYECKOM HKCIEPTU3bI, JKCIEPTU3bl JOKYMEHTOB Ha JICKapCTBEHHBIM IIpemnapar s
MIOJIy4EHUsI pa3peuieHus] Ha IPOBEIACHUE IIOCTPETMCTPALMOHHOTO KJIMHUYECKOTO HCCIEAOBAHUSA
JIEKApCTBEHHOI'O Ipernapara Ui MEAMLMHCKOIO IPUMEHEHHMs, 3a BbLAAYy DPAa3pelleHHs Ha IIPOBEICHUE
IIOCTPETUCTPAMOHHOIO KJIIMHWYECKOTO0 HCCIENOBAHMS JIEKAPCTBEHHOIO Ipernapara Juisl MEIUIMHCKOIO
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NPUMEHEHHUS;
(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 478-03)

3) IIPOTOKOJI KIIMHHUYCCKOIO MCCICAOBAHUA JICKAPCTBCHHOI'O IIpfCliapaTa IJId MCIAUIHUHCKOI'O
IMPUMCHCHUS,

4) 6porrtopy uccaea0BaTeNs;
5) nHGOPMAIIMOHHBIH JIMCTOK MALMEHTA;

6) CBCACHUA 00 oOIIBITE pa6OTBI HCCHGI[OBaTeHeﬁ MO COOTBCTCTBYHKOIIUM CIICHUATIBHOCTAM U HUX
OIIBITC pa6OTBI 110 MPOBCACHUTO KIIMHUYCCKUX HCCHGI{OBaHHﬁ;

7) cBegeHHs O MEAMIMHCKUX OpraHU3alUsiX, B KOTOPBIX MpEANojaraeTcs MpOBEIACHHE
KJIIMHUYECKOTO HCCIIEIOBAaHUS JIEKAPCTBEHHOTO TMpernapara JJisi MEAUIIMHCKOTO MPUMEHEHHUs (IOJHOe U
COKpallleHHOE€ HaMMEHOBaHHUSA, OpTraHU3allMOHHO-TIpaBoBas (opmMa, MECTO HAXOXKACHUS U MECTO
OCYIIIECTBIICHUS JISATSIBHOCTH, TeledoH, Tenedakc, aipec MEKTPOHHON MOYTHl KaKIO0W MEIUIIMHCKON
OpraHU3aIINH);

8) cBemeHUs O TPEANOJAraéMbIX CpPOKax TMPOBEIACHUS  KIMHUYECKOTO  HMCCIIEIOBAHUS
JIEKapCTBEHHOT'O IpernapaTta Jisi METUIIUHCKOTO PUMEHEHUS;

9) xomwio JOTOBOpa O0S3aTEIBHOTO CTPAXOBaHWs, 3aKIFOYCHHOTO B COOTBETCTBUU C THIIOBBIMU
MpaBWJIaMUd  00S3aTENbHOTO CTPaXxOBaHUs, C YKa3aHUEM IMpPeleIbHOW UHCICHHOCTH MalMeHTOB,
YYaCTBYIOIIUX B KIMHUYECKOM HCCIEAOBAaHUU JIEKAPCTBEHHOTO Tpernapara g MEAUIIMHCKOTO
MIPUMEHEHUS;

10) nadopmartiuio o cocrtaBe JIEKapCTBEHHOTO Mpenapara st MEIUIIMHCKOTO TPUMEHEHNS;

11) DOKYMEHT, COCTaBIIEHHBIM MPOU3BOAUTENEM JIEKAPCTBEHHOI'O Mperapara Ajs METUIIUHCKOTO
IPUMEHEHHUS U COJEp)KalllMil ToKa3aTeln (XapakTEepUCTUKH), a TaKXKe CBEJIEHUS O JIEKAPCTBEHHOM
npenapare Uil  MEAULIMUHCKOTO TPUMEHEHHUS, IPOM3BEACHHOM JUIS MPOBEACHUSA KIMHUYECKUX
HCCIICIOBAHNM;

12) cBenenus o0 JaTte MPEAOCTABICHUS W PETUCTPAMOHHOM HOMEpE JIMIEH3UW Ha MPOU3BOJCTBO
JIEKapCTBEHHBIX CPEJCTB B Ciydae, €Clid MPOU3BOACTBO JIEKAPCTBEHHOI'O Iperapara OCYIIECTBISETCS B
Poccuiickoit ®epepanuu, WA CBENEHUS O JaTe MPEAOCTaBICHHUS U PETUCTPALMOHHOM HOMeEpe
3aKJIIOYEHUsT O COOTBETCTBUM TPOU3BOAMTEINSA JICKAPCTBEHHOTO Ipernapara TpeOOBAHUSAM IPABUI
HaJJIeXxalled MpPOU3BOACTBEHHON MPAKTUKU, MPEAOCTABICHHOIO YIMOJIHOMOYEHHBIM OPraHOM CTpaHbl
IIPOM3BOIUTENIS JIEKAPCTBEHHOT' O TIperapara.

(B pen. @enepanbHbix 3akoHOB 0T 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3)

2.1. B ciyuae HempeacTaBle€HUs C 3asiBICHHEM O BblJAue pa3peIICHUs Ha IIPOBEJICHHE
KJIMHUYECKOIO MCCIIeI0BaHUs JIEKAPCTBEHHOTO Mpernapara JUlsi MEAULIUMHCKOTO IPUMEHEHU T0KyMEHTOB
(cBeneHuit), MOATBEPKAAIOUINX YIUIATy FOCY/IapCTBEHHOM MOUUIMHBI M YKA3aHHBIX B IIYHKTE 2 4acTu 2
HACTOSIILIEH CTaThbU, a TaKKe BbIJABaeMbIX (IPEAOCTABIAEMBIX) YIOJIHOMOYEHHBIMU (ellepaTbHbIMU
OpraHaMM HCIIOJIHUTENbHON BJIACTH JIOKYMEHTOB (CBEACHMI), yKa3aHHbIX B IyHKTe |2 wyactu 2
HACTOsIILEH CTaThbU, YIOJIHOMOYEHHBIH (efepaibHblii OpraH HCIOJHUTENbHOW BIIACTH 3alpalliiBaeT
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yKa3aHHbIE  JIOKyMEHTHI  (CBElIEHHs) B  TOPAOKE  MEXKBEIOMCTBEHHOTO  HH(POPMAIIMOHHOTO
B3aUMO/JICVCTBUS.
(uacts 2.1 BBeneHa @enepasibHbIM 3aKOHOM OT 27.12.2019 N 478-D3)

3. B cpok, He IpeBbIIAOIUN MIITH padOUYUX JHEN CO JHS MPHUHATHS YKa3aHHOTO B IyHKTE 1 yacTu
2 HacTOSILIEH CTAaThbU 3asABJIEHUS U HEOOXOIMMBIX JTOKYMEHTOB, YIIOJHOMOYEHHBIN (hefepalibHbli OpraH
VICIIOJTHUTEIIBHON BIIACTH:

1) IMPOBOAUT IMPOBEPKY MOJTHOTBI U JOCTOBCPHOCTHU CBGHGHHﬁ, COACPIKAIUXCA B ITPCACTABJICHHBIX
3asABUTCIICEM JOKYMCHTAX;

2) IIPUHHUMACT PCHICHUC O IMPOBCACHUHN ISKCIICPTHU3bI JOKYMCHTOB JIA ITOJYUYCHUA PA3PCHICHUA Ha
MPOBCACHUC KIIMHUYCCKOTO HCCICAOBAHHNA JICKAPCTBCHHOI'O IMperiapara AJ1d MCAUIHUHCKOrO IMPUMCHCHUA
U 3TUYECKOU OKCIICPTHU3bI WU 00 oTKaze B IMPOBCACHNH YKa3aHHBIX 3KCIICPTU3;

3) yBemomiisieT B JJICKTPOHHOW ¢GopMe WM Ha OyMaKHOM HOCHUTEJE 3asBUTEIS O MPUHATOM
peleHnn 00 B CiTyyae MPUHITHS PEIICHUs 00 0TKa3e TaKKe C YKa3aHUEM MPUYUH TaKOTO OTKa3a;

4) MOArOTaBIMBAET M HANPABIAET B HKCIEPTHOE YUPEKICHHUE U COBET IO ATHKE 3aJlaHue Ha
IIPOBE/IEHUE COOTBETCTBYIOIINX IKCIEPTHU3.

4. B ciyyae BBISIBICHHS HEMOJHOTHI U (WMJIM) HEIOCTOBEPHOCTH MH(OpMALIMU, COJEpIKalleiics B
IIPEJCTABICHHBIX 3asBUTENIEM JIOKYMEHTaX, YIOJHOMOYEHHBIH (elepanbHblii OopraH HCHOJHUTEIbHON
BJIACTH HaIIpaBJIET 3asBUTENIO 3allpoc 00 YTOUHEHUHU yKa3aHHOW MHpopmauuu. J[aHHBIN 3anpoc MOXKET
ObITH IepellaH YIOJHOMOYEHHOMY IPEACTaBUTENII0 3asBUTENS JUYHO IOJ PACIMCKY, HalpaBlieH IO
MoYTe 3aKa3HbIM MMHCHMOM HJIM TIEPEAaH B DIIEKTPOHHOH (hopMe MO TEICKOMMYHHUKAIIMOHHBIM KaHajlaM
CBA3U. B ciydyae HampaBieHUs JaHHOIO 3ampoca IO IOYTE 3aKa3HbIM IHCBMOM OH CUHMTAETCs
[IOJIyYEHHBIM 10 UCTEUEHUU IIECTU JHEW C JaThl HANpaBICHUS 3aKa3HOrO MUCbMa. 3asBUTENb OO0s3aH
IIPEJCTaBUTh OTBET Ha 3aIpOC YIOJIHOMOYEHHOTO (heIepajIbHOI0 OpraHa UCIIOJIHUTENBHOM BIACTH B CPOK,
HE TPEBBIIAIONINNA JEBIHOCTa pabo4YMX IHEH co aHg ero momydeHus. Cpok, yKa3aHHBIH B 4acTu 3
HACTOAILEH CTaTbU, NPUOCTAHABIUBAETCS CO JIHA HAIPABJIEHUS 3aABUTENII0 3aIIPOCa YIOJHOMOYEHHOIO
(benepanbHOrO OpraHa MCIOJHUTEIBHON BIACTH JO JHS TOJIYYE€HHUS UM COOTBETCTBYIOIIETO OTBETA U HE
YUUTBIBAETCS IPU HCUUCIEHUM CPOKAa NPUHATHS  YIOJIHOMOYEHHBIM (efepabHbIM  OpPraHoM
VCIIOJIHUTEJIBHOM BJIACTH PELIEHUS O MPOBEIEHUHN dKCIEPTU3bI JOKYMEHTOB Ui IOJYyYEHHUS pa3pelleHus
Ha IIPOBEICHUE KJIMHUYECKOTO HCCIEI0BaHUSA JIEKAPCTBEHHOIO Ipenapara i MEIULIUHCKOTO
[IPUMEHEHUS.

5. OcHoBaHuEM JJ1s1 OTKa3a B MPOBEACHUM SKCIEPTU3bl JOKYMEHTOB /I MOJYYECHHS pa3pelieHus
Ha T[IPOBEJECHUE KJIMHUYECKOTO HCCIIEIOBaHUS JIEKAPCTBEHHOI'O Ipenapara s MEIULIUHCKOIO
MIPUMEHEHUSI U OSTUYECKOW SKCHEPTU3bl SIBISETCS NPEACTABICHHE JOKYMEHTOB, MPEAYyCMOTPEHHBIX
4yacThlo 2 HACTOSIIEHW CTaThbd, B HEMOJHOM OObEME, HENpECTABICHUE 3asBUTENIEM B YCTaHOBJICHHBIN
CpPOK OTBETa Ha yKa3aHHBI B 4acTu 4 HACTOAUICH CTaThbU 3ampoC YMOJIHOMOYEHHOTO (enepalbHOTo
OpraHa HCIOJIHUTEJIBHOM BJIACTU JIMOO OTCYTCTBHUE B IPEICTABICHHBIX JTOKYMEHTAX HCUEPIIBIBAIOLIETO
nepeyHs: HeoOXoAuMon MHGpopMalMu Ui HHQOpPMAIMH, KOTOpas JI0JDKHA ObITh OTpa)KeHa B HUX, a
TaKXKe OTCYTCTBHE HWH(GOpMAIMK, MOATBEpKIAromield (akT ymjaaThl TOCYZApCTBEHHOHM IONLIMHBI 3a
MPOBEACHUE HTHUYECKOM HSKCIEPTU3bl, 3KCIEPTU3bl JOKYMEHTOB Ha JIEKapCTBEHHBIM Ipenapar s
IIOJIyYEHHUsl pa3pelieHns Ha IMPOBEJCHUE KIMHUYECKOIO HCCIEA0BaHUs JIEKAPCTBEHHOTO Ipernapara ajs
MEIULHUHCKOrO IMPUMEHEHHMs], 3a BblJady pa3pelleHHs] Ha IPOBEICHHE KIMHMYECKOTO HCCIEAOBaHUS
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JIEKApCTBEHHOIO IIpernapara Uil MEAULUHCKOrO IIPUMEHEHHUs, 32 IIPOBEACHUE DKCIIEPTU3BI JOKYMEHTOB
Ha JIGKapCTBEHHBIM IIpemapar Ui IOJY4YEHUs pas3pelleHHs Ha IPOBEIACHUE MEKIYyHAPOIHOTO
MHOT'OLICHTPOBOIO KJIMHUYECKOIO MCCIIEIOBAaHUs JICKAPCTBEHHOIO IIpenapara Uil MEIULMHCKOTO
IIPUMEHEHHs, 3a BbAAYy pa3pelleHus Ha MPOBEICHHUE MEXIYHApOJHOIO MHOI'OLEHTPOBOIO
KIIMHUYECKOI0 MCCIICNOBAaHMs JICKApCTBEHHOIO Iipenapara g MEIMIMHCKOrO IIPUMEHEHMs, 3a
IIPOBEACHUE HTUYECKOM HKCIEPTU3bl, JKCIEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM IIpemnapar uist
MOJIyYCHUsI pa3pelicHUuss Ha IPOBEACHUE IOCTPETUCTPALMOHHOIO KIMHUYECKOIO HCCICAOBAHUSA
JIEKAPCTBEHHOI'0 Mpernapara Uisi MEAMIIMHCKOIO NPUMEHEHHMs], 3a BbLAAYy DPAa3pelICHMs Ha IIPOBEICHHE
MIOCTPETUCTPAMOHHOIO KIIMHMYECKOIO0 UCCIENOBAHMS JICKapCTBEHHOIO IIpernapara i MEIULMHCKOIO
IIPUMEHEHUS.

6. IlpoBeneHuwe »SKCIEepTU3bl JOKYMEHTOB MJisi TIONYYEHHUS pa3pelieHss Ha IPOBEICHHE
KJIMHUYECKOT'0 UCCIIEIOBAHMSI JIEKAPCTBEHHOT'O Mpenapara JiUlsi MEJUIMHCKOTO MPUMEHEHHS U 3TUYECKON
9KCIIEPTHU3bI, COCTABICHUE KOMHCCHEH DKCIEPTOB U COBETOM I10 ITHUKE 3aKIIOYCHHH O BO3MOKHOCTH WIIH
HEBO3MOXKHOCTH MPOBEACHUS TAKOI'0 KIMHUYECKOTO MCCIEI0BAaHUS U HAIPABJIEHUE ATUX 3aKJIIOUYEHUHN B
YIIOJTHOMOYEHHBIN (efepanbHblii OpraH HCHOJHUTENBHON BJACTU OCYIIECTBISIOTCS B CpPOK, HE
IpPEBBILIAIOIIMKM TpUALATH pabouux AHEW €O JAHS TOJY4YEHMs] SKCIEPTHBIM YUpEXKJICHUEM 3aJlaHus
YIIOJTHOMOYEHHOTO (eIepalbHOrO OpraHa HCIOJHUTENBHON BIACTH C TPUIIOKEHUEM JIOKYMEHTOB,
ykazaHHbIX B myHkTax 3, 4, 10 u 11 wactu 2 Hacrosimieil CcTaTbW, U COBETOM IO JTHKE 3aJaHus
YIIOJTHOMOYEHHOTO (eIepaIbHOrO OpraHa HCIOJHUTENBHON BIACTU C TPUIIOKEHUEM JIOKYMEHTOB,
YKa3aHHBIX B ITyHKTax 3 - 6, 8 1 9 yacTu 2 HacTOALIEH CTAaThU.

7. B cpok, He IMpPEBbILAIOIINNA NATH padouuX JHEH co JHS MOJIyYeHUs 3aKIIOUEHUH, yKa3aHHbIX B
9yacTu 6 HACTOSIIEH CTaThH, YIOJTHOMOUYEHHBIH (pe/iepatbHbIi OpraH UCTIOHUTEIBHON BIACTH:

1) OCYHICCTBIISCT OUCHKY IMOCTYITUBIIUX 3aKJIIOYCHUM JJIs OIIpCACIICHUA UX COOTBCTCTBUA 3alaHUAM
Ha NPOBCACHUC COOTBCTCTBYIOIIUX 3KCIICPTU3;

2) mpuHUMAeT pelIeHUE O BbIJaye pa3pelieHUss Ha MPOBEACHHE KIMHHYECKOTO HCCIIEeIOBAHUS
JICKapCTBCHHOTO Mpernaparta i MEIUIIMHCKOTO NPHMEHEHUsS WU 00 OTKa3e B BBIJAYE YKA3aHHOTO
pas3peleHus;

3) BbIIACT pa3pelleHre Ha MPOBEICHUE KIMHUUYECKOTO MCCIIEJOBAaHUs JEKAapCTBEHHOIO IpenapaTa
IUIe MEAMLIMHCKOTO TNPUMEHEHHUs WIM pellleHHe 00 OTKa3e B BbIJau€ YKA3aHHOI'O pa3pellieHus ¢
YKa3aHHUEM IIPUYMH OTKa3a.

8. OcHOBaHKnEM AJIs1 OTKa3a B BbIAA4€ Pa3pClICHUA Ha IIPOBCACHHUC KIMHUYCCKOTIO HCCICAOBAHHA
JICKApCTBCHHOT'O ITpf€riaparta AJid MCAUIHWHCKOIO NPUMCHCHUA ABJIACTCA HAJIMYKUC 3aKIOUYCHUA KOMUCCUU
OKCIICPTOB HJIM 3aKIIFOYCHHA COBETA II0 O3THKC O HCEBO3MOXHOCTH IIPOBCIACHHA KIHMHHUYCCKOI'O
HCCIICAOBaHUA JICKAPCTBCHHOI'O IIpfriapara ajd MCEAULUHCKOIO MNPUMCHCHHA 110 pPE3yjibTaTaM
MMPOBCACHHBIX JKCIICPTU3, IPECAYCMOTPCHHBIX YaCTbhIO 6 HaCTOSIIEH CTaThU.

9. Pemenne 00 oTkase B MPOBEACHUM SKCIEPTU3bl JOKYMEHTOB JJIs IOJIyUYEHHUS pa3pellieHus Ha
IIPOBE/ICHUE KIIMHUYECKOr0 MCCIEOBAHUS JIEKAPCTBEHHOIO Ipernapara JUlsi MEAMLMHCKOTO MPUMEHEHHS
U DTHYECKOH OKCIICPTHU3bI W B BbIAAYC pPa3pClICHHMA Ha MPOBCACHUC KIMHUYCCKOTO HCCICAOBAHHA
JIEKapCTBEHHOI'0 IpenapaTa JUIsl MEIULMHCKOIO NPUMEHEHHsS MOXKET ObIThb 00’KaloBaHO B IOPAJKE,
YCTaHOBJIEHHOM 3aKoHoAaresnbcTBoM Poccniickoit denepanun.
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CraTtba 39.1. 3Tyeckas akcnepTu3a
(BBeeHa PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

1. Dtuueckas OKCIICPTHU3a NPOBOAUTCA COBCTOM II0 3THUKEC, CO3AAHHBIM B IMOPAJIKE, YCTAHOBJICHHOM
YIIOJIHOMOYCHHBIM (I)G,Z[epaHBHBIM OpraHnomM HCIIOJIHUTEILHOMN BJIaCTH, B ICIAX BblAAa4M 3aKIIOYCHHA 00
THYECKON 000CHOBAaHHOCTH BO3MOKHOCTHU MMPOBCACHUA KIMHHUYCCKOI'0 MCCIICAOBAHUA JICKAPCTBCHHOI'O
npcriaparta 11 MCAUIUHCKOI'O IIPUMCHCHHA.

2. DKCIepTaMu COBETA 10 ATHKE MOTYT OBITh MPEJICTABUTEIN MEIUIIUHCKAX OPTaHU3AIMA, HAyIHBIX
opraHmzaiuii, 00pa30BaTeJIbHBIX OpraHU3alMii BbICHIETO OOpa3oBaHMs, a TakXkKe MPEeACTaBUTEIN
OOIICCTBCHHBIX OPTaHU3AIMMA, PEIUTHO3HBIX OpPraHU3alliii U CPEICTB MaccoBoi MHpopMmaruu. JlaHHBIE
AKCIIEPTHl HE JOJKHBI HAaXOAUTHCS B KaKOW-TMOO 3aBHUCHMOCTH OT pPa3pabOTUMKOB JIEKApCTBEHHBIX
MPENapaToB U APYTUX JIUL, 3aMHTEPECOBAHHBIX B PE3YJIbTATAX 3THUYECKON IKCIIEPTHU3BI.

3. Omnata yciayr S3KCHEPTOB COBETa IO JTHKE OCYLIECTBIIAETCS HAa OCHOBAaHUHU JOrOBOpa,
3aKJIFOYCHHOTO MEX/Iy YIOJHOMOYEHHBIM (hefepalbHbIM OPraHOM HCIIOJIHUTENBHON BJIACTH, KOTOPBIM
CO3JIlaH COBeT IO JTHKE, MU OHKCIEPTOM COBETa IO OSTUKE, 3a CuUeT OIJUKETHBIX AaCCUTHOBAHHM,
MPEIYCMOTPEHHBIX YIOJHOMOUYEHHOMY (hefiepaibHOMy OpraHy HCIOJTHUTEIBHOW BJIACTH, KOTOPBIM
CO3JlaH COBET IO 3THKE, B (efepaJbHOM OrO/KETe Ha COOTBETCTBYIOIIMH IO Ha OOecledyeHue ero
NEesATEIbHOCTH, B pa3Mepax, ycTaHoBIIeHHBIX [IpaButensctBoM Poccniickon denepanny.

4. DkcrmepThl COBETa MO 3THUKE HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJATEIHCTBOM
Poccuiickoit denepanumn.

5. CocTtaB coBeTa 110 3THKE, ITOJIOKEHHE 00 3TOM COBETE, MOPSIOK €ro AesATeIbHOCTH, TpeOOBaHUS K
KBTM(DHUKAIIMH ¥ OTBITY PaOOTHI TI0 SKCIIEPTHOM OIEHKE HAYYHBIX, MEIUITUHCKAX U ITUYCCKUX aCIEKTOB
KJIMHUYECKUX  HCCIICIOBAHUN  JICKAPCTBEHHBIX  MpenapatoB IS  MEIMIMHCKOTO  IPUMEHEHUS,
MPEIBbABISIEMbIE K SKCIEpPTaM COBETa IO 3THKE, MOPAJOK OpPraHu3alvu W IMPOBEACHUS 3THUYECKOU
AKCIIepTH3bl, (hopMa 3aKIFOUYEHUS COBETA MO 3THUKE YCTAHABIMBAIOTCS YIOJIHOMOYEHHBIM (hefepaibHbIM
OpPraHoOM MCIIOJHUTENIbHOW BiacTU. YUYWCIO TpeacTaBUTENEd MEAUUMHCKUX OpraHu3aluid HE MOMKET
MPEBBILIATH MMOJOBUHY OT OOIIETO YUCIIa SKCIIEPTOB COBETA IO ITUKE.

6. Undopmanus o cocraBe coBeTa IO JTHKE, IUIAHAX €ro pabOThl M TEKyIIEH IesTeIbHOCTH
pasmerniaercd Ha O(HUUMAIBHOM caiTe YHNOJIHOMOYEHHOTO (eepallbHOro opraHa MCIOJHUTEIbHON
BJacTH B ceTu "MIHTepHET" B YCTAaHOBJIEHHOM UM IOPSIJIKE.

Cratbsa 40. NpoBegeHne KNMHUYECKOro UccrneaoBaHUA FfieKapCTBEHHOro npenapara
ANnsa MeAuLMHCKOro npMMeHeHus

1. PykoBoauTenb MEIUIIMHCKON OpraHu3alM, KOTOpas MPOBOAMUT KIMHHYECKOE HCCIIEOBaHUE
JIEKapCTBEHHOI'0  Ipemapara Julsl  MEIMLMHCKOIO  INPUMEHEHMs, Ha3HadyaeT  HCCieloBaTels,
OTBETCTBEHHOI'0 3a IIPOBEAECHUE TAKOIO MHCCIEJOBAaHUS W HMEIOIIEro JIeueOHYI0 CHEelHMaIbHOCTb,
COOTBETCTBYIOLYIO IPOBOJUMOMY KIMHMYECKOMY HCCIEIOBAHUIO JIEKAPCTBEHHOIO IIpenapara, co
CTakeM paboThl MO MporpaMMaM KJIMHUYECKUX MCCIIEOBAHUM JIEKAPCTBEHHBIX IpenapaToB HE MEHee
4yeM TpU TIoJa W MO €ro MNPeUIOKEHHUIO HAa3HA4aeT COMCCIIENOBAaTENed W3 4YucCila Bpayed 3TOHU
MEIULMHCKONW OpraHu3aliH.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)
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2. Hccnenosarens OCYLICCTBJIACT BBI60p MMaguEeHTOB, KOTOPLIC I10 MCAWLIMWHCKHM IIOKA3aHUAM
MOTYT OBITh IMPUBJICYCHBI K YYAaCTUIO B KIIMHHWYCCKOM MCCICIOBAHHU JICKAPCTBCHHOI'O IIpCriapaTra IJIsA
MCAUIUHCKOI'O IPUMCHCHUS.

3. HccnegoBaTtenh W COMCCICAOBATEIN  JOJKHBI OBITh O3HAKOMJICHEI C pe3yjibTaTaMu
JOKINHHUYCCKOI'O HCCICOOBaAHUA JICKAPCTBCHHOI'O CpCacTBa, COACPIKAIMUMHUCS B 6p0m10pe
HCCIICO0BATCIIA, IMPOCKTOM IIPOTOKOJIA KIIMHHUYCCKOI'0 HCCICAOBAHHA JICKAPCTBCHHOI'O IIpIiapara IJIsd
MCAULIHUHCKOI'O IMPHUMCHCHH, p33pa6OTaHHHM paBpa6OTLII/IKOM JICKaApCTBCHHOI'O IIpfliapara HMJIHW HHBIM
OPUINYCCKUM JIMIOM, IIPUBJIICKACMBIM K OpraHu3allui IMPOBCACHUA KIMHUYCCKOIO HCCICAOBAHUA
JICKApCTBCHHOI'O IIpCllapaTta i MCAUIHUHCKOrO IMNPHUMCEHCHUA, W [JPYrMMHU MATCpUalaMH TaKOIro
HUCCICIOBAaHUA.

3.1. PykoBoauTenb MEAUIIMHCKOW OpraHU3aIlK B CPOK, HE MPEBBIIIAIONINI TpeX pabouux JHEH co
JTHSL Hayvajia MPOBEJICHUS KIMHUYECKOTO MCCIIEAOBAHUS JIGKAPCTBEHHOTO IMpernapara il MEIUIIMHCKOTO
MPUMEHEHHS, COO0IIaeT 00 3TOM B YHNOJHOMOYEHHBIH (helepanbHblii OpraH HCIOJHUTEIBHON BJIACTH,
BBIIABIINI pa3penicHe Ha TPOBEICHUE TAKOTO UCCIICIOBAHMS, 10 YCTAHOBICHHOW UM (hopMe.
(uacts 3.1 BBenena @enepanbHbIM 3ak0HOM OT 29.11.2010 N 313-D3)

4. OpraHu3anuy, OCYILECTBIIIOIIUE OPraHU3ALUI0 IPOBENCHHUS KIMHUYECKOIO MCCIIEJOBAHUS
JIEKapCTBEHHOI'O IIpernapaTra A MEIUIMHCKOrO INPUMEHEHUs M YyKa3aHHble B 4dacTu 3 cratbu 38
Hacrosmiero denepanbHOr0 3aKOHA, B CiIydyae HEOOXOIMMOCTH BHECEHHS WM3MEHEHHII B IPOTOKOJI
KJIMHUYECKOI0 MCCIIEeI0BaHMs JIEKAPCTBEHHOrO Ipernapara sl MEAUIMHCKOTO MPUMEHEHHsI COOOLIatoT
00 5TOM B YIIOJTHOMOYEHHBIH (eiepabHbIii OpraH UCTIOHUTELHOW BIIACTH, BBIJABIINN pa3peuicHue Ha
IIPOBE/IEHUE TaKOT'0 UCCIIEJOBAaHNUs, 110 YCTAHOBJIEHHON UM (hopme.

(B pen. @enepanbHoro 3akona ot 11.10.2010 N 271-03)

4.1. d)opMa COO6H_I€HI/I$[ O BHECECHUMM H3MEHEHHMU B IIPOTOKOJI KIMHHUYCCKOI0O HCCIICIOBaHUA
JICKApCTBCHHOT'O ITperiapaTa JJId MCAUIUHCKOI0 IPUMCHCHHA JOJI’KHA COACPIKATH CIICAYIOIINEC CBCACHUSA:

1) HanMeHOBaHKE, HICHTU(PUKAIIMOHHBIN HOMEP U JaTa MPOTOKOJIa KIMHHYECKOTO MCCIICIOBAHNS,
2) naTa BHECEHUS U3MEHEHUI B MPOTOKOJI KIIMHUYECKOTO UCCIIEOBAHUS;
3) HaMMEHOBAaHKE M MECTO HAXOXKJCHUS 3asIBUTEIIS;

4) HauMEHOBaHWE OpraHU3AIMH, MPHUBICYCHHOW pa3pabOTUYMKOM JIEKAPCTBEHHOIO TIpernapara K
OpraHu3al1y IPOBEACHUS KIMHUYECKOTO UCCIeJ0BaHuUs (IIPU HAIUYHH);

5) HaMMCHOBaHUA M MCECTAa HAXOXACHUA MCIUIIHMHCKHX opraHmauHﬁ, B KOTOPBIX ITPOBOAUTCHA
KIIMHNYCCKOC UCCICA0OBAHUC,

6) mara BbIAUM Ppa3pelICHUs] Ha TMPOBEJICHHUE KIMHUYECKOTO WCCIECIOBAHUS U HOMEp 3TOTO
paspelieHus;

7) U3MeHEeHHUs, BHOCUMBIE B TPOTOKOJI KJIMHUYECKOTO UCCIIEOBAHMUS.
(uacts 4.1 BBenena @enepanbHbM 3akoHOM OT 11.10.2010 N 271-D3)

5. B cpok, He MpEeBBIIAIONINN TPUANATA PAbOYUX JHEU CO JIHS MOJyYeHHUs yKa3aHHOTO B 4actu 4
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HACTOsIILIEH CTaThu COOOIIEHUS, YINOJHOMOYEHHBIN (enepanbHblii OpraH MCIOJHUTENbHON BIIACTH
paccMaTpuBaeT 3TO COOOLIEHHE B YCTAHOBJICHHOM UM MOPSJAKE U NPUHMMAET PELICHHUE O BHECEHWUH
M3MEHEHMH B MPOTOKOJ KIMHUYECKOIO HMCCIEIOBAHUS JIEKAPCTBEHHOrO Ipernapara Juisi MEAMLHMHCKOTO
NPUMECHCHHUS WM 00 OTKa3e BO BHECEHUHM TakuxX u3MeHeHWH. [Ipm paccMorpeHMM cooOmeHus o
HEOOXO/MMOCTH BHECEHHMs] W3MEHEHMH B IPOTOKOJ KIMHUYECKOTO HCCIEeIOBAHUS JIEKAPCTBEHHOTO
npemapara jd MCAULIUHCKOTO NPHMMCHCHHUA B MLEIAX OLCHKHU 000CHOBAaHHOCTH npeajiara€MbIxX
W3MEHEHUH U OMNpEe/eNeHusl CTENEeHU pHUCKa JUIsl MalUeHTOB, NPUHUMAIOIMX Yy4acTHE B KIMHUYECKHUX
HUCCIICAOBAHUAX, YIIOJHOMOYCHHBIM @eﬂepaﬂbelM opranomMm HWCIIOTHUTEIbHOMN BJIaCTH MOT'YyT
IIPUBJICKATHCS SKCIEPThI COBETA 110 STUKE.

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

6. KiumHuueckoe wucclieoBaHUE JIEKapCTBEHHOIO Mpernapara sl MEAMIMHCKOIO MPUMEHEHUs
MOXET OBITh MPHOCTAHOBIICHO WJIM MPEKPAIIeHO, €CIM B IMPOIEcce €ro MpoBeNeHHUs OOHapyX eHa
OMAaCHOCTb JJIsl )KU3HH, 3JOPOBbsI MAIUEHTOB. B ciiydyae BO3HUKHOBEHUSI ONACHOCTH AJIS )KU3HH, 3JI0POBbS
MAlUEHTa, YYacTBYIOIIET0O B KIMHUYECKOM HCCIEJOBAHMM JIEKAPCTBEHHOIO Ipenapara s
MEIUIIMHCKOTO TMPUMEHEHHs, HCCIeN0BaTeNU 00s3aHbl MPOUH(DOPMHUPOBATH 00 3TOM PYKOBOAMUTENS
MEIUIMHCKOM  OpraHu3alid W  OpraHM3aliio, I[OJYYUBUIYIO pa3pelieHHe  YINOJIHOMOYEHHOIO
denepanbHOrO OpraHa HWCIOJHUTENBHONW BJIACTH Ha OpPraHU3alI0 MPOBEACHUS KIMHHUYECKOTO
HCCIIeIOBaHMS JIEKAPCTBEHHOIO IIpenapara. Perienyre o npuocTaHOBIEHUN KIMHUYECKOTO HCCIEA0BaHUs
JIEKApCTBEHHOT'0 Ipenapara Jjs MEIULMHCKOTO NMPUMEHEHUS] TPUHUMAIOT PYKOBOAUTEIb MEIULMHCKON
OpraHu3aIiy ¥ (MJIM) OpraHu3anys, MOJyYHBINAs pa3peluieHne YIIOJTHOMOYEHHOTO (eIepaabHOro Oprana
WCIIOJTHUTEJIBHOW BJIACTM HA OPraHU3ALMIO0 MPOBEACHUS KIMHUYECKOI'O HCCIEAOBAHUS JIEKAPCTBEHHOIO
npernapata JUisi MEOUIMHCKOTNO IPUMEHEHMs, pELIEHHWE O MPEeKpalleHUd TaKoro HCCIel0BaHus
MIPUHUMAET YIIOJHOMOYEHHBIN (efepanbHblii OpraH UCIOIHUTEIbHONM BIaCTH HA OCHOBAHMM COOOILIEHUS
B IHUCBMEHHOM (opMe pPYKOBOAMUTENS MEAMIIMHCKOW OpraHW3alUuy WIM OpraHu3alus, HOJy4uBIIAs
paspelleHrue YInoJIHOMOUYEHHOTo (pelepaqbHOr0 OpraHa HUCHOJHUTENbHOM BIACTH HAa OpraHU3alUio
IIPOBEIECHUS KJIMHUUECKOI O UCCIIE0BAHUS JIEKAPCTBEHHOI O IIpernapaTa sl MEAULIMHCKOTO IPUMEHEHUSI.

7. B cpok, He NpeBbIIAIOIIUN MATH PabOYMX AHEH CO JHS 3aBEPLICHMs], TPUOCTAHOBICHHS WU
IMpCKpalCHus KIIMHHUYECKOI'O HUCCIICAOBaHUA JICKApCTBCHHOT'O npemnapara i MEIULINHCKOI'O
IPUMEHEHHs, COOOlIeHne 00 3TOM HampaBiseTcs OpraHu3alUsAMH, YKa3aHHBIMM B 4acTH 3 cTaThu 38
Hacrosero denepanbHOTO 3aKOHA, B YIOJTHOMOUYEHHBIN (e/lepaibHbIil OpraH MCIOJHUTEIHHON BIACTH
10 YCTAHOBJICHHON UM (opMe.

8. ®opma cooOmCHHUsI O 3aBEPIICHUU, NPUOCTAHOBICHUM WU TPEKPANICHUH KIMHUIECKOTO
UCCIIeIOBaHMS JIEKAPCTBEHHOTO MpernapaTa Jijisi MeIUIUHCKOTO IPUMEHEHUS JOKHA COJIePKaTh:

1) uHpOpMAIIO O MEIUIIMHCKONH OpraHU3alliy WM MEIUIIUHCKAX OpPTaHW3aIUsiX, MPOBOJIUBIINX
JJaHHOE HCCJIeJOBaHUE;

2) onucaHue JaHHOTO MCCIIeI0BAHMUS;

3) nmanHble ucciemoBaTens (haMwins, UMs, OTYECTBO, MECTO pPabOThI, 3aHMMaeMasi JOJDKHOCTB,
CIEIMAIEHOCTD, CTaX pa0OTHI 0 TPOrpaMMaM KIIMHUYECKUX MCCIICIOBAHUHN JICKApPCTBEHHBIX MTPEMapaToB,
NepevYeHb KIMHUYECKUX HCCIICAOBAHUI JIEKAPCTBEHHBIX MPEMApPaToB, B KOTOPBIX OH NMPUHUMAJ Y4acTHE
(TTeproB!I y4acTHsi) B Ka4€CTBE MCCIIEIOBATENS UM COMCCIIEIOBATEIA);

(B pen. ®enepanbHoro 3akona ot 11.10.2010 N 271-D3)

www.consultant.ru Crpannna 93 u3 139
HaJe:KHasl IPpaBOBasl NMOAIEPKKaA


https://login.consultant.ru/link/?req=doc&base=RZR&n=105132&date=06.04.2021&dst=100009&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=342016&date=06.04.2021&dst=100643&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=104783&date=06.04.2021&dst=100011&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=173380&date=06.04.2021&dst=100050&fld=134
http://www.consultant.ru
http://www.consultant.ru

Oenepanbhblil 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

4) pe3ynbTaT JAaHHOI'O MCCIEOBaHUs (3aBeplleHUE, IPUOCTAHOBICHUE WIN MPEKPALIEHUE TaHHOTO
HCCIICAO0BaHUA C YKA3aHUEM UX IIPUYHH WU BIIMAHHA Ha OLCHKY €ro pe3yjbTaToB, O6H1y10 OLICHKY pHCKa U
OXKHUJaeMOH TMOJb3bl OT MPUMEHEHUs MCCIEeIyeMOro JICKapCTBEHHOIO IIpemapara, a Takxke
IpeoiaraeMble JajbHenIme 1eMcTBUs).

8.1. Ilpu BbIsBIEeHUM (eAepaibHBIM OPraHOM MCIIOJIHUTENbHONM BIIACTH, OCYLIECTBISIOIINM
(GYHKIMM TIO KOHTPONIO W Hau3opy B cdepe 3apaBOOXpaHEHHs, HApYNICHWHA NpaBWI HaJIeKaIIen
KJIIMHUYECKOW IPAKTUKHA IPHU INPOBENECHUU KIMHUYECKOIO HCCIIENO0BaHUS JIEKApCTBEHHOIO Ipenapara,
BIUSIOIIMX HA MNOJHOTY M (MJM) JIOCTOBEPHOCTh JAHHOI'O KIMHUYECKOI'O HCCIIEOBaHUS, YKa3aHHBIN
(benepanbHbIl OpraH MCIOJIHUTEIBHONW BJIACTH NPUOCTAHABIMBACT MPOBEAECHUE JAHHOTO KIMHUYECKOTO
HCCIIEA0BAHUSA U BBIHOCHT MEIMIIMHCKOM OPraHM3alud, B KOTOPOM IMPOBOJUTCA AAHHOE KIMHUYECKOE
UCClieIoBaHMe, TMpelnucaHue o0 YCTpaHeHMM BBISBICHHBIX HapymeHuil. Ilpu HeycTpaHeHun
MEIULMHCKOM OpraHu3aliedl BBIIBICHHBIX HApyLICHWH B YCTAHOBJIEHHBIM B MPEIIHCAHUH CPOK
yKa3aHHbI (enepanbHbIi OpraH HCHOJHUTENBHOM BIACTH NPUHUMAET pELIEHHe O NpeKpalleHUH
MPOBE/ICHUST KIMHUYECKOTO HCCIENOBaHMs JISKAPCTBEHHOTO MpenaparTa W HampaBiseT B (eaepanbHbIHI
OpraH MCIIOJHUTEIbHONM BJIACTH, OCYIIECTBISIIOIMI (QYHKUMU 1O BbIpaOOTKE U peanu3aluu
rOCYJapCTBEHHON TOJUTUKA M HOPMAaTHBHO-TIPABOBOMY DETYJIHPOBAHHUIO B cepe 3paBOOXpaHEHHUS,
3aKJIFOYEHUE O BBISBICHUM IIPU MIPOBEIECHUU JTaHHOTO KIMHHYECKOTO MCCIEN0BAaHUS HapyLICHUH IIPAaBUII
HaJIeXkKalleld KIMHUYECKON NMPaKTUKU JJIs IPUHATUS pelIeHHs] 00 OTMEHE pa3pelleHUs] Ha OpraHu3aluio
IIPOBEJCHUS JTAHHOTO KIMHUYECKOIO HUCCIIECNOBAHMS C JIAaThl NPHUHATHSA PELICHHS O MPUOCTAHOBJICHUU
IIPOBEACHUS KIMHUYECKOTO NCCIEA0BaHU JIEKAPCTBEHHOTO IIpenapara.

(uacts 8.1 B pea. @enepanbHoro 3akoHa ot 13.07.2015 N 241-03)

9. VnonHOMOYEHHBIH (enepaabHBIi OpPraH HCIIOJTHUTEIBPHOW BJIACTH OIMyOJMKOBBIBACT U
pasmemaeT Ha CcBoeM oduIHMaIbHOM caiite B cetH "MHTepHer" cooOINEHHME O 3aBEpIICHUH,
MIPUOCTAHOBIICHUU WJIM TPEKPAIICHUN KIMHUYECKOTO WCCIICAOBAaHUs JICKAPCTBCHHOIO Iperapara s
MEIUIUHCKOTO MPUMEHEHHS B CPOK, HE MPEBBIMIAIONINN MSATH PabOYMX JHEH CO JIHS €ro MOJy4YCHHUs, B
YCTaHOBJICHHOM UM TIOPSITIKE.

10. YnonHoMoueHHbIN (elepanbHblii OpraH HCHOJHHUTENIbHON BIACTH OCYILECTBIISAET BEAECHUE
peecTpa HCCHGI{OB&TGHGI\/JI, MMpOBOAAINIUX HJIW IMMPOBOAMBIINX KIMHHUYCCKUC MCCICIOBAHUA JICKAPCTBCHHBIX
IpenaparoB Uil MEIUIMHCKOIO NPUMEHEHUs, B COOTBETCTBUM C YTBEPXKAECHHBIMH MM NpaBUIAMU U
pa3MemniaeT ero Ha cBoeM o¢uIManbHOM caiite B ceTu "MHTepHET" B YCTAaHOBJICHHOM UM IOPSJIKE.
VYKazaHHBII peecTp COAEPKUT UH(POPMAILHIO, TPETyCMOTPEHHYIO ITYHKTOM 3 yacTu 8 HAcTOsIIEH cTaTby.

11. Otyer o pe3ynbrarax KIMHUYECKOTO MCCIEIOBAHUSA JIEKAPCTBEHHOI'O Ipenapara s
MEIHUIIMHCKOTO MPUMEHEHHsS COCTABIISIETCS OpraHu3aluel, yka3aHHOW B 4acTH 3 CTaTbH 38 HACTOSILIErO
@enepanbHOrO 3aKOHA, HA OCHOBAHMM 3aKJIIOYEHUM MEIMIMHCKUX OpraHM3alui, IPOBOJMBIIMX 3TO
UCCIIeIOBaHNe, U TMPEICTaBIsIeTCS B YHOJHOMOYCHHBIN (efepanbHblii OpraH HUCIOJHUTENbHON BJIACTH,
BI)IZ[aBIHI/If/'I paspCiCcHUE Ha NPOBCACHUC OTOI0 UCCIICAOBAaHUA, B CPOK, HE HpeBI)IIHaIOIIII/If/'I TPEX MCCALICB
CO [HS €ro 3aBepUICHHs, NPUOCTAHOBICHHUS WU MPEKpalleHUs, B TOPSAIAKE, YCTAHOBJICHHOM
YIOJTHOMOYEHHBIM (eIepaIbHbIM OPIaHOM HCIOJIHUTEIbHOU BIACTH.

12. Hapymenue npaBuil HaJulexalled KIMHUYECKOM MNpakTHKH, (ambcudukanus pe3yibTaToB
KIIMHUYCCKOIro HUCCJIICAOBAHUA JICKAPCTBCHHOI'O IIperiapara A MCIUIHWHCKOrO IPpUMCHCHHA BJICKYT 3a
co00l OTBETCTBEHHOCTh B COOTBETCTBUH C 3aKOHO/aTeNIbCTBOM Poccuiickoit @eneparuu.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)
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13. Ilpu mpoBeeHUM KIMHUYECKOTO UCCIE0OBaHMS JIEKAPCTBEHHOTO Mpernapara sl MeIUIIMHCKOTO
MIPUMEHCHHS JIOITYCKAeTCs 3a00p Yy MAIlMCHTOB OMOJOTMYECKHX MaTepuayioB (00pa3Ibl OMOJOTHYECKHX
KHUJKOCTEH, TKaHEH, CEKPEeTOB M MPOJIYKTOB 3>KHU3HEIEATEIbHOCTH YeJIOBeKa, (PU3UOIOTUYECKUX U
MaTOJIOTHYECKUX BBIJICJICHUH, Ma3KOB, COCKOOOB, CMBIBOB, MUKPOOPTaHM3MOB, OMOIICUMHBIA MaTepualt)
g ux uydeHus B Poccuiickoit @enepannu u (unn) 3a npegenamu Poccuiickoii @eneparium.

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

14. Tlopsnok BBO3a B Poccuiickyro @enepaunio U BbIBO3a 3a mpezaensl Pocculickoin denepanuu
OMOJIOTMYECKHX  MaTepuajoB, IOJYYCHHBIX TMPU  MPOBEICHUU  KIMHHUYECKOTO  HCCIICTOBAHUS
JIEKApCTBEHHOr'0 Tpenapara Uil MEJUUMHCKOrO NpUMEHEHUus, ycTaHaBiauBaercs IIpaBurenbcTBOM
Poccuiickoit deneparumn.

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

Cratbsa 41. [loroBop 0 NpoBeAeHUN KNUHUYECKOro UCCrnenoBaHUA NeKapCTBEHHOro
npenapara Ans MeAULUHCKOro NpuMeHeHus

1. KnuHuueckoe HCCIeIOBaHUE JICKAPCTBEHHOTO IIpemapara jisg MEAUIIMHCKOrO0 MPUMEHEHUS
MIPOBOAMTCS B COOTBETCTBHH C JJOTOBOPOM O MPOBEACHUH KIMHUYECKOTO MCCIIETOBAHMS JIEKAPCTBEHHOTO
npenapara Uit MEAUIIMHCKOTO TPUMEHEHHUS, 3aKII0YaeMbIM MEXIy OpraHu3aluel, MOoTyduBIIeH
paspelleHrue YInoJIHOMOYEHHOTo (enepaqbHOro OpraHa HUCHOJHUTENbHOM BIACTH HAa OpraHU3aIUIo
MPOBEACHUSI TAaKOTO HCCJICJAOBAHMS, M MEIUIIMHCKON OpraHu3alllei, OCYIIECTBISIONICH MpOBEICHUE
TaKOT'0 UCCJICIOBAHMUS.

2. I[OFOBOp O MNPOBCACHHMHU KIMHHUYCCKOI'O HMCCICAOBAHHA JICKAPCTBCHHOI'O0 IIpfriapaTta Ijid
MCAUIHUHCKOI'O IPUMCHCHUS JOJIKCH COACPIKATD:

1) ycinoBHs ¥ CPOKH NPOBEAECHUS JAHHOT'O UCCIIEIOBAHMS;

2) OIIpCACIICHUC O6H.I€I71 CTOUMOCTH NTPOTrpaMMbl HAHHOTO HCCICHOBAHUSA C YKAa3aHUEM CYMMHEI,
Hpe[[Ha?)Ha‘-IaIOHIeI\/JIC?I JJIs1 BBITLJIAT UCCIIEA0BATECIAM, COUCCIICA0OBATCIIAM,

3) onpexnenenue GopMbl MPEACTABICHUS PE3yIbTaTOB JAHHOTO HCCIEAOBAHUS B YIIOJTHOMOYEHHBII
denepanbHBIA OPTaH UCTIOJHUTEIIBHOHN BIIACTH.

CraTtbs 42, duHaHcoBoe obecnevyeHue KIMMHNYEeCcKoro nccnepoBaHus
NleKapCTBEHHOro npenapara ans MeguLUHCKOro NpuMeHeHus

dunancoBoe obecreueHue KIMHUYECKOIO HCCIICAOBAHUA JICKAPCTBCHHOI'O IIpfliapara JIA
MCIUIHUHCKOI'O MPUMCHCHUS OCYIICCTBIISACTCS 3a CUCT:

1) cpenctB denepabHOTO OKOIKETA;

2) CpeAcTB OpraHM3alyid, MOJYYMBIIMX pPa3pelIeHHEe Ha OPraHU3AIMI0 TPOBEICHUS JAHHOTO
HCCIIEIOBAHUS, B COOTBETCTBUHU C YCIOBUSIMHU JOIOBOPA O €r0 NPOBEACHUN;

3) UHBIX HE 3alpelIeHHbIX 3aKOHOAAaTeIbCTBOM Poccuiickoit denepanuu HICTOYHUKOB.

Cratba 43. I'IpaBa nauyneHToB, y4YacTBywuwunX B KIIMHU4YEeCKOM wucclnegoBaHuUu
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JIeKapCTBeHHOro npenaparta Agnsa MmeanumnHCKoro npyuymeHeHus

1. VYwuacrtme MangueHTOB B KIMHHUYCCKOM HCCIICAOBAHUMU JICKAPCTBCHHOI'O IIpCliapara JId
MCIUIHUHCKOI'O MPUMCHCHUS ABJIACTCSA I[O6pOBOJII)HbIM.

2. TManueHT WM €ro 3aKOHHBIH MPEICTABUTENb JODKCH ObITh MH(OPMHUPOBAH B MHUCHMEHHOMN
dopme:

1) O JICKApCTBECHHOM Ipfcrapare ik MCAUINHUHCKOrO IMPUMCEHCHUA U CYHIHOCTU KIMHUYCCKOTO
HCCIICA0BAaHUA 3TOI'O JICKAPCTBCHHOI'O IIpIiapara,

2) o 0e30mMacHOCTHU JIEKApCTBEHHOrO Mpernapara JUuisl MEJUIIMHCKOTO MPUMEHEHUs, ero 0XHIaeMoi
3G GEKTUBHOCTH U CTETICHH PHCKA JUIS AIlMEHTA,

3) 00 YCIOBUAX YUACTHUS MMAITUCHTA B KIIMHUYCCKOM HCCJICAOBAHUU JICKAPCTBCHHOI'O IIperiapaTa JJIsd
MCIUIUHCKOI'O MIPUMCHCHMUA

4) 0 OCjii WM HEIIX W IIPOJAOJDKUTCIBHOCTH KIMHHUYCCKOI'O HCCICAOBAHHA JICKAPCTBCHHOI'O
npemnapara ajisd MCIUIUHCKOTO IPUMCHCHUA

5) 0 HeﬁCTBHHX MManueHTa B CJIy4ac HCHIPCABUACHHBIX 3(1)(1)6KTOB BJIMSAHHUA JICKAPCTBCHHOT'O
npemnapara Jjid MCIUIUHCKOTrO IPpUMCHCHHA Ha COCTOAHUC €TI0 3J0POBbA;

6) 00 YCJIOBHUAX 00513aTeNILHOTO CTpaxOBaHUs XU3HHU, 310POBbS ITALIUCHTA,

7) 0 TapaHTHAX KOH(l)I/IILGHIII/Ia.HI)HOCTI/I ydyacTusa malnMCeHTa B KIMHUYCCKOM HCCIICAOBAHUU
JICKApPCTBCHHOI'O IIpfIiapara AJid MCIUIHUHCKOI'O IIPUMCHCHUA.

3. HO6pOBOJH)HO€ CorjiaCue MnanueHTa Ha y4aCTUC B KIIMHUYCCKOM HCCIICAOBAHUU JICKAPCTBCHHOI'O
npeiapara il MCAUIHUHCKOIO IIPHUMCHCHHUS IIOATBCPIKAACTCA C€ro IOAINMCbIO HWIW IIOAIIMCBIO C€I'o
3aKOHHOI'O IMPCACTAaBUTCIIA Ha I/IH(l)OpMaIII/IOHHOM JIUCTKEC IMallUCHTA.

4, HaL[I/IeHT WIH €ro 3aKOHHBIN NpeACTaBUTCIIb HUMCECT TIIpaBO OTKAa3aTbCA OT YYaCTUd B
KIMHUYCCKOM HCCJICAOBAHUHU JICKAPCTBCHHOI'O IIp€rapara i MCIUIHWHCKOIrO NPpUMCHCHHA Ha JIF00O0H
CTalyuu IMPOBCACHUA TAKOT'O HCCIICIOBAHUA.

5. IlpoBeneHue KIMHMYECKOTO MCCIENOBAHMS JIEKAPCTBEHHOIO Ipenapara I MEIUIMHCKOIO
MIPUMEHEHHUS C YYaCTUEM B KayeCTBE IMALIMEHTOB JETEH OIMyCKAaeTCA TOJIBKO C COIJIacHsl B MUCbMEHHOU
dbopMe UuX pomuTeNel, yChIHOBHTENeH. [leTm MOryT paccMaTpwBaThCsl B KadeCTBE IMOTCHIIMAIBHBIX
MAIMEHTOB TAKOTO MCCIEAOBAHUS, TOJBKO €CIIU €ro MPOBEACHUE HEOOXOAUMO IS YKPEIUICHHSI 3J0POBBS
nerel WM npoUIaKTHKY MH(EKIMOHHBIX 3a00JIeBaHUI B IETCKOM BO3pacTe JHOO €CIH LENbI0 TaKOTOo
UCCIIEA0BAHUS SBIISIETCS MOJYYEHUE JAHHBIX O HAWJIydlled JT03MPOBKE JIEKAPCTBEHHOI'O Mpernapara s
JedeHus JAered. B 3TuX cioydasx TakoMy MCCIEIOBAHHUIO JIOJDKHO IIPEAIIECTBOBATH KIMHHYECKOE
HCCIEA0BaHUE JIEKAPCTBEHHOrO Mpernapara MAjii MEIULUHUHCKOTO NPHUMEHEHUS Ha COBEPLICHHOJETHHX
IpaKJaHaxX, 32 MCKIIOYEHHEM CIIy4aeB, €CIM HCCIENYyEeMbId JIEKAPCTBEHHBIM IIpenapar Ui
MEJIULIUHCKOT O MIPUMEHEHUS npeaHa3HayeH UCKIIFOUUTEIILHO JUTSt HCIIOJIb30BaHUS
HECOBEPIICHHOJETHUMH I'PAKIAHAMU.

(B pen. @enepanbHoro 3akona ot 22.10.2014 N 313-03)
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6. 3anpemaeTC$[ IMPOBCACHUEC KIMHHUYCCKOI'0O MCCICAOBaHUA JICKAPCTBCHHOI'O IIpCliapaTta IJIsd
MCIUIHUHCKOI'O MPUMCHCHUS C YUACTUCM B KQYCCTBC MAIMCHTOB!

1) neTei-CUpOT U ACTEH, OCTABIINXCS O€3 TMOTICUCHHS POIUTEIICH,

2) SKEHIIMH B TMepuoj OEpeMEHHOCTH, >KCHIIMH B TIEPHOJ TPYAHOTO BCKapMJIMBAHHS, 3a
UCKIIIOYEHUEM CIIy4aeB, €CIM MPOBOAMUTCA KIMHHUYECKOE HCCIeOBAaHUE JIEKapCTBEHHOIO IMperapara,
MPETHA3HAYCHHOTO IS YKa3aHHBIX JKCHIIUH, MPU yCIOBUU HEOOXOAMMOCTH TONy4YeHUs WH(GOpMAIUN
TOJIBKO BO BpeMsl IPOBEJICHHUS COOTBETCTBYIOIIMX KIMHUYECKUX HCCIEIOBAHUM M MPHUHITHA BCEX
HEOOXOUMBIX MEp IO WCKIIOYCHHIO PHCKAa HAHECEHHWs Bpela JKCHIIMHE B TEpHUOJ OCpEeMEHHOCTH,
KCHILMHE B IEPUO/I TPYAHOr0 BCKAPMIIMBAHUSL, IIJIOy UM PEOCHKY;

3) BOCHHOCIYXAlllUX, 3a HUCKIIOYEHUEM CIIy4yacB IPOBEACHUS KIMHUYECKOIO HCCIEI0BAHUS
JIEKapCTBEHHOI'0 Ipernapara, CIEUUalbHO pa3pabOTaHHOIO JUIl MPUMEHEHHs B YCJIOBUSAX BOEHHBIX
NEWCTBUHM, 4YpEe3BBIYAWHBIX CUTyallui, NPOQWIAKTUKA W JIEYeHUs 3a00JIeBaHUN H IOpPAKECHUH,
IOJyYeHHbIX B  pe3ylbTaTe BO3JAEHCTBHMS  HEOJNArONpUATHBIX  XUMMYECKHX, OMOJIOTMYECKHUX,
panuanuoHHbIX (pakTopoB. KilmHMUYECKoe HCCIIeOBaHME TaKOIo JIEKapCTBEHHOIO IIpenapara MOKET
IIPOBOAMTHCS C YYACTHEM B KQ4E€CTBE IMALIUEHTOB BOCHHOCITYKAILKX, 38 UCKIIOYECHUEM BOCHHOCIYKaIlUX,
MPOXOSAIINX BOCHHYIO CIIYKOY IO MPHU3BIBY, C COOIIOEHUEM TpeOOBaHU, yCTaHOBIEHHBIX HACTOSALUM
@DenepallbHBIM 3aKOHOM B OTHOLICHUH I'PaXKIaHCKUX JIMLL;

4) cOTpyIHUKOB ITPaBOOXPAaHUTEIIbHBIX OPraHoOB;

5) nui, oTOBIBAIOIMX HaKa3aHWE B MECTaxX JIMIIEHUS CBOOOJIbI, a TaK)KE JIMI], HAXOMSIIUXCS O]
CTpa)Kel B CJICJICTBEHHBIX H30JIATOPAX.

7. JlomyckaeTcsi HpOBEAEHUE KIMHUYECKOI'O HCCIIEAOBAaHUS JIEKAPCTBEHHOro Ipernapara Juls
MCIUIHUHCKOI'O0 IMPUMCHCHUA, IPCAHA3SHAUYCHHOTO JJIA JICUCHUA IICUXUYICCKHUX 38,60JI€B8,HI/H>'I, C y4aCTucMm B
Ka4yecTBE MalMEHTOB JIMI C TICUXUYECKUMH 3a00JI€BAHUAMU, IPU3HAHHBIX HEJIEECIIOCOOHBIMU B MOPSIKE,
YCTAHOBJIEHHOM  3akOoHoJaTensCTBOM  Poccuiickoir  ®enepannn.  KinmHMYeckoe — MCCIIEIOBaHHE
JIEKapCTBEHHOI'0 IIperapara B 3TOM cilydae MPOBOJUTCSA MPH HAJUYUU COIJIAcUsl B MMCbMEHHOH (hopme
3aKOHHBIX HpeZ[CTaBHTeJIeﬁ YKa3aHHBbIX JIMII.

CraTtbsa 44. O6sa3aTenbHOe CTpaxoBaHUe XXU3HU, 340POBbA NauueHTa, y4acTByroLlero
B KIIMHUYECKOM WUCCNefoBaHUM JEKapCTBEHHOro npenapata Ans  MeauuMHCKOro
NPUMeHeHuns

(B pen. @enepanpHoro 3akoHa ot 29.11.2010 N 313-D3)

1. OpFaHI/IBaHI/IH, [moJiyguBIiasad pa3pelieHUE Ha OpraHu3anuio IMPOBCACHUA KIIMHUYCCKOT'O
HUCCIICAO0BaHUA JICKAPCTBCHHOT'O IIpfliapara ajid MCIUIHMHCKOIO IMNPUMCHCHUA, 00s3aHa B KadecTBE
CTpaxoBarTeiisl CTpaxoBaTb PUCK NPUYUHCHUA BpEda KU3HHU, 3JO0POBbIO ITaIUCHTA B PE3YJIbTATEC
MPOBCACHUA KIMHUYCCKOI'O UCCIICAOBAHUA JICKAPCTBCHHOI'O Ipfrapara JJisd MCAUIUHCKOr0 IMPUMCHCHUA
3a CBOI cUeTr IIYTEM 3aKJIFOUYCHUS JOTroBOpa 00513aTeNILHOTO CTpaxOBaHUs.

2. OOBEeKTOM 0053aTEIILHOTO CTPAXOBAaHUS SBISETCS WMMYIIECTBCHHBI HMHTEpEC IalMeHTa,
CBSI3aHHBIN C MPUYMHEHUEM BpeJa €ro KU3HU WU 370POBBIO B Pe3yNbTaTe MPOBEICHUS KIMHUYECKOTO
MCCIIEIOBAaHUS JICKAPCTBEHHOTO Tpernapara st MeIUIITHCKOTO IIPUMEHEHUSI.
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3. CTpaxoBbIM ClIydaeM IO JI0TOBOPY 00s3aTEIBHOIO CTPAXOBAaHU SABJISIETCS CMEPTh MallMeHTa WU
YXyALLIEHUE €ro 30pPOBbsl, B TOM YHCJIE BIEKYIEe 3a COO0M yCTaHOBJIEHUE UHBAJIMAHOCTH, IPU HATMYUH
IPUYMHHO-CIECTBEHHON CBSI3M MEXAYy HACTYIJICHMEM JTOro COOBITUS M YYacTHEM IalMeHTa B
KIIMHUYECKOM HUCCIIEI0BAaHUH JIEKAPCTBEHHOIO IIpernapara.

4, Tp€6OBaHI/IH O BO3MCHICHUH Bpcad, IMINPUYUHCHHOI'O JXHU3HHW HWJIKM 3J0POBbIO IIAIIMCHTA,
MMPCABABIAIOTCA B TCUCHHUC CpOKOB HCKOBOI1 JaBHOCTH, YCTAHOBJICHHBIX TpaXXJaHCKHUM
3aKOHOJaTC/IbCTBOM.

5. Pa3zmep cTpaxoBOH BBIILIATHI IO JJOTOBOPY 00S3aTEIBHOTO CTPAXOBAHUS COCTABIISET:

1) B CJIydyac CMCPTH IIalMCHTA ABa MHJIIMOHA py6nel71 Ha KaXXAO0TrO IalMCHTA, YYaCTBOBABIICTO B
KIIMHUYCCKOM HUCCJICIOBAHUU JICKAPCTBCHHOTI'O ITpEIiapara,

2) mpu yXyALIEHUU 37J0POBbS MAlIUEHTA!

a) MOBJIEKILIEM 32 COOON YCTaHOBJIEHWE WHBAJIUIAHOCTU | rpymmbl, OMH MUJUIMOH MSTHCOT ThICSY
pyOsieli Ha KaXJIOro nalMeHTa, Y4YacTBOBAaBIIEIO B KIMHUYECKOM HCCIIEOBAaHUM JIEKapCTBEHHOTO
npenapara;

0) noBiekmeM 3a coOoi ycTaHOBJieHHWE HHBanuaHocTd Il rpynmbl, oguH MWIIMOH pyOnel Ha
Ka)KJI0ro MalyeHTa, y4acTBOBABLIET0 B KIIMHUYECKOM HCCIIE0BAaHNH JIEKAPCTBEHHOTO Mpenapara;

B) IOBJIEKIIEM 3a cO0OH ycTaHoBiieHMe MHBaIWAHOCTH III rpynmel, mATbCOT ThICAY pyOsell Ha
Ka)KJI0ro MalyeHTa, y4acTBOBABLIET0 B KIIMHUYECKOM HCCIIE0BAaHUH JIEKAPCTBEHHOTO Mpenapara;

I') HE MOBJIEKUIEM 3a COOOM YCTaHOBJIEHUS! MHBAJIMIHOCTH, HE Oojiee YeM TpUCTa ThIcAY pyOJiel Ha
Ka)XJOro IalWeHTa, Y4acTBOBABLIEIO B KIMHUYECKOM MCCIEI0BAaHUU JIEKApCTBEHHOIO Ipenapara,
UCXO/d M3 HOPMAaTHBOB, OTPAKAIOUIMX XapakTep M CTENEHb IOBPEXKIEHUS 3/10pOBbs, a TaKxKe
(aKTHUECKH TIOHECEHHBIX IAlMEHTOM pPACXOAOB, BBI3BAHHBIX IOBPEXKJACHUEM 370POBbs, Ha
MEIULUHCKYIO TOMOILb, TPUOOPETEHHE JIEKAPCTBEHHBIX MPENapaToB.

(nm. "r" B pea. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. Yrpatun cuny ¢ 1 urons 2015 roxna. - @enepanpHblil 3akoH oT 22.12.2014 N 429-03.

7. Cpoxk noroBopa 00s3aTelIbHOTO CTPAaXOBaHHsS HE MOXET ObITh MEHEe, YeM CPOK IPOBEICHHS
KIIMHUYECKOTO UCCIIEeI0OBaHUS JIEKAPCTBEHHOTO Mpernapara.

8. YcnoBus 10roBopa 00s3aTENBHOTO CTPaxOBaHWA, B TOM YHCIIE CTPaxoBble Tapudbl IO
00513aTEIbBHOMY CTPaXxOBaHUIO, MEpeYeHb HEOOXOOUMBIX JOKYMEHTOB Il OCYLIECTBICHHS CTPaxoBOH
BBIIJIATHI, TOPSIOK YCTAHOBIICHHUS CTpaxoBaTeleM WHAWBUIYAIBHOTO HWACHTU(PHUKAIIMOHHOTO KOZa
HalueHTa, NopsAA0K HHPOPMUPOBAHUS CTPAXOBATENIEM CTPAXOBIIMKA O INPUBJICUEHHBIX K KIMHUYECKOMY
HCCIIEIOBAaHUIO JIEKAPCTBEHHOTO IIpernapaTta JUisi MEIUIIMHCKOrO IMPUMEHEHMs MNalueHTaX, MOpPsI0K
yIIJIaThl CTPAXOBOW MPEMUH, HOPSA0K peaan3aliy OnpeeneHHbIX HacToAumM deaepalbHbIM 3aKOHOM U
OpyruMU  (QenepalbHBIMM 3aKOHAMU IIpaB M OOSA3aHHOCTEH CTOPOH IO JOrOBOPY 00s3aTEIBHOIO
CTpaxOBaHMs, a TaK)K€ HOPMATHUBBI, OTPAXKAIOIIME XapaKTep M CTENeHb IOBPEKICHUS 30POBbS,
YCTaHABJIMBAIOTCS TUIIOBBIMU TPABHIIAMH 00s3aTEIILHOTO CTPAXOBAHUSI.

(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)
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9. B cnyuyae npuuMHEHUs BpeJa KU3HU MAlMEHTa, yYaCTBOBABIIETO B KIMHUYECKOM HCCIEI0BAaHUU
JIEKQpCTBEHHOTO IIperapara, BBITOJONPUOOpETaTeNsIMH 110 JOTOBOpPY 00S3aTEIBHOTO CTPaXOBAHUS
ABIIAIOTCS TpakJaHe, HMEIOIIME IpaBO Ha BO3MEIICHHWE Bpeda B CiIydae CMEpPTH KOPMHIIbIA B
COOTBETCTBUU C IPAXKIAHCKUM 3aKOHOATEIHCTBOM, IIPH OTCYTCTBUH TaKUX TPAXKJAH - POJUTEH, CYNPYT,
JeTH YMEpIIEero MaleHTa, y4acTBOBABILIErO B KIMHUYECKOM HCCIIEAOBAHUU JIEKAPCTBEHHOTO perapara,
B ClIly4ae CMEPTH NaIMEHTa, y4aCTBOBABIIETO B KIIMHUYECKOM HMCCIIEIOBAHUH JIEKAPCTBEHHOTO Tpernapara
U HE UMEBIIETO CaMOCTOSTENBHOIO J0XOMa, - Ipa)kJAaHe, Ha WKAUBEHUM KOTOPBIX OH HaxXOIWICS, B
OTHOIICHWM BO3MCIIEHUS PACXOJOB HA IOTPEeOCHHE TAIMEeHTa, YYaCcTBOBABIICTO B KIMHHYECKOM
UCCIIeIOBAaHUH JIEKAPCTBEHHOTO TMIperaparta, - IO, IOHECIIee TAKUEe PacXO/Ibl.

10. CTanOBaH BbIIIaTa B CUYCT BO3SMCHICHHA BpCldd, INIPUYUMHCHHOIO JKH3HM ITalUCHTA,
Yy4aCTBOBABIICTO B KIIMHUYCCKOM HCCICAOBAHUU JICKAPCTBCHHOI'O IIPCIIapaTa, paCHpeaCIsICTCS MCEKAY
BI)II‘OI[OHpI/IO6p€TaT€JIHMI/I IMPOINMOPHUOHAIIBHO UX KOJIMYCCTBY B PABHBIX JOJIAX.

11. Tlpu HACTyIJIGHHM CTPaXxOBOTO Cly4as MAIMEHT, Yy4YacTBOBABIIMHA B KIMHHYECKOM
UCCJICIOBAaHMHM  JICKAPCTBEHHOTrO  Iperapara,  BBIFOJAONPHOOpETaTeNb  BIpPaBe  MPEIbSIBHUTH
HEIOCPE/ICTBEHHO CTPAaXOBIMUKY TpeOOBaHHE O BO3MEIICHUU NPUYHUHEHHOrO Bpeaa. CTpaxoBas BhIILIATA
OCYHICCTBIACTCA CTPAXOBHIMKOM B TCUCHHUEC TpUALATH [[Hef/'l CO OHA MPEACTAaBJICHUA HGO6XOI[I/IMBIX
JDOKYMEHTOB. [lalMeHT, yuacTBOBaBILHIA B KIMHHYECKOM HCCIICI0BAHUH JICKAPCTBEHHOTO MpernapaTa, Uil
BBITOJIONIPHOOpETaTedh 005S3aH COOOIIUTH CTPAXOBIIMKY JUIS OCYIIECTBICHHS CTPAaXOBOW BBITUIATHI
WH/MBU1YaJIbHBIN HICHTU(UKAMOHHBINA KO MAlUCHTA, YCTAHOBJICHHBIN CTPaX0OBaTeIeM B COOTBETCTBUH
C TUIIOBBLIMU ITPpaBUJIAMH 00s3aTeILHOr0 CTpaxoBaHHA.

12. Jlo monHOro oIpenencHus pasMepa INOJIEKALIEro BO3MELIEHUIO Bpela CTPAXOBIIMK II0
3asBJICHUIO NIAIMEHTA, Y4aCTBOBABILIEIO B KJIIMHUYECKOM HCCIIEI0BAHUM JIEKAPCTBEHHOIO IIpenapara, Win
3asBJICHUIO BBIMOJIONIPUOOpETATENIsl BIPABEe OCYIECTBUTH YAaCTh CTPaXOBOM BBIIIATHI, COOTBETCTBYIOLIYIO
(baKTHUECKHU ONpeaesIeHHON YaCTH MPUYNHEHHOTO BpeIa.

13. CTanOBaH BbIlllIaTa B  COOTBCTCTBHMH C JOT'OBOPOM 00513aTEIBHOIO CTpaxOoBaHUs
OCYHICCTBIIACTCA HE3AaBUCUMO OT BBITLIAT, IPUYUTAIOIIUXCA IO APYTUM BUAAM CTPaXOBaHUAA.

14. He pgomyckaercs y4yacTHe TalMEHTa B MPOBEJACHUM KIMHUYECKOTO HCCIECIOBAHMS
JICKapCTBEHHOTO Ipernapara pu OTCYTCTBHHU JIOTOBOPA 00S3aTEILHOTO CTPAXOBAHMSI.

15. KoHTponp 3a HCHOIHEHHWEM OpraHU3alMel, MOMYYUBIICH pa3pelieHre Ha OpraHHU3aIfio
IIPOBEJICHUS KIIMHUYECKOTO MCCIIEOBaHMS JIEKapCTBEHHOIO Mpenapara Jiisi MEJUIMHCKOrO NPUMEHEHNUS,
YCTaHOBJICHHOW HACTOALICH CTaTbell 00SI3aHHOCTU MO 005S3aTeNbHOMY CTPAXOBAaHUIO JKU3HHU, 3JI0POBBS
MalUeHTa, y4acTBYIOLIEro (Y4acTBOBABIIET0) B KIIMHUYECKOM HCCIIEOBAaHUU JIEKAPCTBEHHOTO Mpenapara,
OCYILIECTBIISICTCS. YIOJHOMOYEHHBIM (heepaabHbIM OPraHOM HCIIOJIHUTEIBHON BIACTH, BBIIABIINM
paspellleHue Ha [POBEJIECHUE KIMHUYECKMX HCCIIEIOBAaHUN JIEKapCTBEHHBIX IpenapaToB AJis
MEAUIIMHCKOTO IPUMEHEHHUS.

naea 8. MPON3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbIX CPEACTB
CraTtbsa 45. NMpon3BoACTBO NeKapCTBEHHbLIX CPeacTB

1. TIpou3BOACTBO JEKAapCTBEHHBIX CPEACTB JIOJUKHO COOTBETCTBOBATh TPEOOBAHUAM IPaBUII
HaJuIeXkalleld Ipou3BOJCTBEHHONW MPAKTUKU, YTBEPKIEHHBIM YIIOJHOMOYEHHBIM (efepalbHbIM OpraHOM
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UCIOMHUTENBbHON BiacTu. OCOOEHHOCTH Mepexoa MPOU3BOJICTBA OTJENIbHBIX JEKAPCTBEHHBIX CPENICTB K
UX TPOU3BOJICTBY B COOTBETCTBUM C TPEOOBAHUSMHU IpaBWJI HaJUIEXkKAIlIEed MIPOU3BOJICTBEHHON MPaKTUKU
ycraHaBiauBawTcs [IpaBurensctBom Poccuiickoit @enepanuu. Belgaya 3akiatoyeHUd O COOTBETCTBUHU
IIPOM3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHMSIM MPAaBWJI HAJUIeKaIled IPOU3BOJCTBEHHON
MPAaKTUKU OCYIIECTBIISIETCS MO PE3yJbTaTaM MHCIEKTUPOBAHUS NPOU3BOAMTENEH JIEKAPCTBEHHBIX
CpPeACTB B mOpsiakKe, ycTaHoBiIeHHOM I[IpaButensctBoMm Poccuiickonn ®enepaunu. Pasmep mnatel 3a
BbIIaYy 3aKJIIOUEHUSI O COOTBETCTBMM IPOU3BOIUTENS JIEKAPCTBEHHBIX CPEJICTB TPEeOOBAHMSIM MPABHII
HaJyIeKallle Mpou3BOJACTBEHHOM IIPaKTUKKU ycTaHaBiauaercs [IpaBurensctBom Poccuiickonn @enepanun.
[lopsimok opranuzanuy M MPOBEACHUS MHCIEKTUPOBAHMS MPOU3BOJIUTENEH JIEKAPCTBEHHBIX CPEJCTB Ha
COOTBETCTBHE TpPEOOBAHMSIM TPABWJI HAJJISKAIICH TNPOU3BOJACTBEHHONW TMPAKTHKH YCTaHABIMUBACTCS
[IpaBuTenscTBOoM Poccuiickoit denepaiuu.

(B pen. denepanpHpix 3akoHOB 0T 25.06.2012 N 93-@3, ot 22.10.2014 N 313-®3, or 22.12.2014 N
429-D3)

2. IIpousBoACTBO JEKapCTBEHHBIX cpeactB B Poccuiickoir denepanuu  OCYIIECTBISETCS
MIPOU3BOUTENISIMU JICKAPCTBEHHBIX CPEJICTB, UMEIOUIMMH JUIEH3UI0 Ha MPOU3BOJCTBO JEKAPCTBEHHBIX
cpenctB. llonTBepkaeHUE COOTBETCTBHUSL JIMIIEH3MATa MIpaBUJaM HaJJIeKalleld MPOU3BOICTBEHHON
MIPAKTUKU OCYIIECTBIISECTCA B paMKaxX JIMIEH3MOHHOTO KOHTPOJIS B COOTBETCTBHH C 3aKOHOAATEIHCTBOM
Poccwuiickoit @epeparuu ¢ yaeToM 0COOCHHOCTEH, YKa3aHHBIX B YaCTH | HACTOSIIEH CTAThU.

(B pen. denepanbHbix 3akoHOB OT 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

3. IIpou3BOACTBO JIEKAPCTBEHHBIX CPEACTB OCYIIECTBISIETCA C COOJIIOJICHHEM TpeOoBaHUM
MPOMBIIICHHOTO PETJIaMEHTa, KOTOPBIH YTBEPKIACTCS PYKOBOJUTEIEM MPOU3BOIUTENS JIEKAPCTBEHHBIX
CPEICTB W BKJIIOYAaeT B ceOS TEpedYeHb HCIOIb3yeMbIX (apMAaIEeBTHUSCKUX CyOCTaHIMH |
BCIIOMOTATEIIbHBIX BEIIECTB C YKAa3aHHUEM KOJIMYECTBA KaXJIOTO M3 HHX, JaHHbIE 00 HCIOJIb3yeMOM
00OpYIOBaHWH, ONKMCAHUE TEXHOJOTHYECKOrO TIpolecca M METOJOB KOHTPOJSI Ha BCEX JTamax
MIPOU3BOJICTBA JICKAPCTBEHHBIX CPEIICTB.

4. Tlpu TPOM3BOJCTBE JICKAPCTBEHHBIX CPEICTB HCIIONB3YIOTCS (hapMaleBTHUSCKUE CYOCTAHIIHH,
CBEICHHMSI O KOTOPBIX COJIEpKaTcsi B TOCYAapCTBEHHOM peecTpe JIeKapCTBEHHBIX CPEJACTB, 3a
UCKITIOUCHUEM  (apMalleBTHUSCKUX CYOCTaHIMM, MPOW3BOJAUMBIX JJIsi TPOBEICHUS KIMHUYCCKUX
uccienoBaHuii u ans skenopra. K mpoueccy mpou3BoacTBa apManeBTUYECKON CyOCTaHIIUU OTHOCSATCS
mo0ble  CTaAMM  TEXHOJOTUYECKOTO  MPOIECcca, MO3BOJSIONIME IOJIYYUTh TOTOBBIA  IMPOIYKT,
COOTBETCTBYIOIIUK TpeOoBaHUSAM (papmMakomeilHOW cTaThbu, B TOM 4YHcle (epMeHTalus, dKCTPAKIIUA,
OUYMCTKA, BBIJCICHUE, MEPEKPUCTAIIIN3AlNS, BHICYIIMBaHUE, H3MeIbueHuEe. B ciiyyae HE0OXOIMMOCTH
WCIOJIb30BAaHUs 3TUJIOBOTO CIIMPTA, B TOM 4YHCle (apMaleBTUYECKON CyOCTaHIIMM CHUpPTa 3TUIOBOTO
(3TaHona), TpU TNPOU3BOJCTBE JICKAPCTBEHHBIX CPEACTB B KadyeCTBE JIEUCTBYIOIIETO W (MJIK)
BCIIOMOTaTeNbHOTO BEIIECTBA, a TaKXKe B MHBIX TEXHOJOTHYECKHX IENSIX JODKHA OBITh MCIOJIb30BaHA
TOJIBKO (papMareBTH4ecKast CyOCTaHIUS CIIUPTA ATHIIOBOTO (ITAHOII).

(B pen. denepanbHbIX 3ak0HOB OT 22.12.2014 N 429-®3, ot 27.12.2019 N 462-®3, ot 27.12.2019 N
481-D03)

4.1. TlepeueHb JEKapCTBEHHBIX IPENApaToB s MEIULUHCKOIO INPUMEHEHHUS, B OTHOIICHUU
KOTOpBIX YCTaHABJIMBAIOTCS TpeOOBaHUS K OOBEMYy Tapbl, YINAKOBKE M KOMIUIEKTHOCTH, NEpEYEHb
JIEKAPCTBEHHBIX IIPENApaToB [JI1 BETEPUHAPHOIO IIPUMEHEHHUs, B OTHOLICHUU KOTOPBIX YCTaHABIMBAIOTCA
TpeOOBaHUS K O0BEMYy Tapbl, a Takke TpeOoBaHHs K OOBEMY Taphl, YHAKOBKE M KOMIUIEKTHOCTH
JIEKapCTBEHHbIX MPENapaTroB JUIsl MEIUIMHCKOTO INPUMEHEHUs, TpeOoBaHUS K 00beMy Tapsl
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc

"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

JIEKAPCTBEHHBIX MPENapaTroB Jisi BETEPUHAPHOIO IPUMEHEHHUsI OINPEHEISIIOTCS COOTBETCTBYIOIMMU
YIIOJTHOMOYCHHBIMU (heficpaTbHBIMA OpraHaMH HCIIOJHUTEILHOW BJIACTH B IOPSJIKE, YCTAaHOBICHHOM
[IpaBuTenscTBoM Poccuiickoi denepaiiuu.

(uactp 4.1 B pea. @enepanbHoro 3akoHa ot 14.12.2015 N 374-03)

4.2. OpraHuzanuy, OCYLIECTBISIOIIME IPOU3BOACTBO (apMaleBTUUECKOW CyOCTaHLIMU CHUpPTA
STHJIOBOTO (9TaHOJA) Ul MPOW3BOJACTBA CHUPTOCONEPIKAIIMX JIEKAPCTBEHHBIX IPENapaToB, OOsS3aHBI
OCYLLIECTBIIATh YYET B MOPSAKE, YCTAaHOBIECHHOM cTaThsiMu 8 u 14 denepanbHoro 3akoHa ot 22 HOsA0ps
1995 roga N 171-®3 "O rocyaapCTBEHHOM PEryJIMPOBAHUU MPOU3BOACTBA M 000POTA STUIOBOTO CIUPTA,
QJIKOTOJIBHOM M cHUpTOcoJepKalled MpOAYKUMH H 00 OrpaHM4eHuM moTpelsieHus (pacruuTHs)
ankorosibHOM npoaykuuun'. [Ipon3BoacTBO papManieBTUYECKOi CyOCTaHIIMK CIIMUPTA STHIIOBOTO (3TaHOJIA)
JIOIyCKAeTCsl TOJBKO OpraHu3alluel, OCyLIeCTBISIONIEH MPOU3BOJACTBO PEKTU(PHKOBAHHOTO 3THUIOBOTO
CIHpTa W3 THIIEBOTO CHIPbS HAa OCHOBAaHHMM JIMIIEH3MHM HA MPOU3BOJICTBO STHJIOBOTO CIUPTA JUIS
IPOU3BOJCTBA (hapmaleBTUUECKON CyOCTaHLMU CIUpTa 3TWIOBOrO (3TaHOJAa) B COOTBETCTBUU C
TpeboBanusimMu DexepanpHOoro 3akoHa oT 22 HOsOps 1995 roma N 171-®@3 "O rocynapcTBeHHOM
peryjaupoBaHMM IPOM3BOJCTBA M 000pOTa ATUIOBOTO CIUPTA, AJKOTOJBHOW M CIHUPTOCOAEpIKAalIeH
IOPOAYKIMM U 00 OrpaHWyYeHUH NOoTpediaeHus (paclnuTusi) ajiKOroJIbHOM MpOAYKIHUH', METOI0M
pa3Be/ieHUs] BOAOM OUMIIEHHOW TAaKOro 3THJIOBOTO CIMPTA, IPOM3BEACHHOIO JIaHHOW OpraHu3aunuei 1o
MECTY OCYIIECTBIICHHS TPOU3BOJICTBA (papManieBTUIECKOI CyOCTaHIIMK CIIUPTA STHIIOBOTO (3TAHOIA).
(dactp 4.2 BBeneHna denepanbHpiM 3aKkoHOM 0T 03.07.2016 N 261-D3; B pen. denepaibHOro 3aKOHA OT
27.12.2019 N 481-®3)

4.3. VHnuBuayanbHbIE MPEANPUHUMATETN U IOPUAMYECKUE JIHMIA, OCYIIECTBISIONIUE 3aKyNKy U
UCIIOJIb30BaHNEe (papMareBTUYECKONW CYOCTaHIIMU CIUPTA ITHIOBOTO (ITAHOJA), a TaKXKe MPOU3BOJCTBO,
M3TOTOBJICHHME W (WIKM) 000pOT (32 HCKIIOYCHHEM PO3HUYHOW TIPOJIAXKH) CIMPTOCOICPIKAIINX
JICKaPCTBCHHBIX TIPENaparoB, OOS3aHBI OCYIICCTBIATh WX YYeT M JICKIAPUPOBAHUE B TOPSIKE,
YCTaHOBJIEHHOM cTaThsiMu 8 u 14 @DenepanbHOro 3akoHa ot 22 HosiOps 1995 roma N 171-@3 "O
rOCy/IapCTBEHHOM pETYJIMPOBAaHUU TPOU3BOJCTBA W 000pOTa ATHIOBOTO CIHPTA, AIKOTOJBLHON |
CHUPTOCOEpIKAIICH MPOIYKIIMH U 00 OrpaHHYEeHUHU NOTPeOIeHHs (PACTIUTHS) AIKOTOILHOM MPOTYKITH'".
(dactp 4.3 BBegeHa denepanbHbiM 3akoHOM OT 29.07.2017 N 278-D3)

44. Tlpu m1pOU3BOACTBE JICKAPCTBEHHBIX TIpENapaToB JUIsi BETCPUHAPHOTO TMPUMEHEHUS
JIOITYCKAETCSl HCIIOJIb30BAHUE TIPOM3BEICHHBIX JUIS peanu3anuy  (papManeBTUICCKUX CYOCTaHIIHA,
BKJIFOYCHHBIX B TOCYIapPCTBEHHBIH PEECTp JIEKAPCTBEHHBIX CPEICTB YIOJHOMOYCHHBIM (henepaibHbIM
OpPraHOM  HCIIOJHHUTEIBHON  BJIACTH, OCYIIECTBISIOIMIMM  BEJICHHE TOCYJapCTBEHHOTO peecTpa
JICKApCTBEHHBIX CPEACTB I MEIUIIUHCKOTO TIPUMEHCHUSI.

(dactpb 4.4 BBeneHa denepanbubiM 3akoHoM 0T 02.08.2019 N 297-03)

5. 3anpemaercs MPOU3BOJICTBO:

1) nekapCTBEHHBIX CPENCTB, HE BKIIOYEHHBIX B TOCYJaPCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEJCTB,
3@ WCKIKOYCHUEM JICKAPCTBEHHBIX CPEACTB, IMPOU3BOAMMBIX U1 IIPOBEACHHUS  KIUHUYECKHUX
UCCIICI0OBAHUM U JUIA DKCIIOPTA;

2) dbanbcuuUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB;

3) JleKkapCTBEHHBIX CPEACTB 0€3 JIMLEH3UU Ha POU3BOJICTBO JIEKAPCTBEHHBIX CPECTB;
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

4) JICKApCTBCHHBIX CPCACTB C HAPYLUICHUCM IpaBUJI OpTraHHU3alvn IPOU3BOACTBA U KOHTPOJIA
Ka4ueCTBa JICKAPCTBCHHBIX CPCACTB,

5) yrpatui cuiy. - @enepanbHbliil 3akoH oT 27.12.2019 N 481-D3;

6) CHUPTOCOJCPIKAIIMX JICKAPCTBEHHBIX IPEIMapaToB IO MECTY OCYIICCTBICHUS IPOU3BOJCTBA
(dapmaineBTUUECKON CyOCTaHIIMM CHOUpPTa STWIOBOTO (3TaHONa) U (MIM) O MECTy OCYIIECTBIICHUS
IIPOU3BOJICTBA TUIIOBOTO CITUPTA;

(. 6 BBeneH DenepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

7) dapmareBTHYECKOW CYOCTaHIIMM CIHUPTA ITHIOBOrO (dTaHONA) M (WJIM) CHUPTOCOICPIKAIINX
JIEKapCTBEHHBIX TPENapaToB Ha OCHOBHOM TEXHOJIOTMYECKOM OOOpYIOBAaHUU Ui TPOU3BOJCTBA
STWJIOBOTO CIUPTA, yKazaHHOM B nyHkTe 1.1 cratbu 14.1 denepanbHoro 3akoHa ot 22 Hoa0ps 1995 rona
N 171-®3 "O rocynapCTBEHHOM pEeryJIHMpOBAaHUU MPOU3BOJACTBA M 000pOTa STHIOBOTO CIUPTA,
QJIIKOTOJIBHOM ¥ CHHUPTOCOJEpXKAaIleld MpOAYKUMH W 00 OrpaHW4YeHUM moTpeOneHus (pacruTHs)
AJIIKOTOJIbHOM MpoAyKIuu".

(n. 7 BBenen denepanbHbIM 3aKOHOM OT 27.12.2019 N 481-D3)

6. Ilpu BBOJE JIEKAPCTBEHHBIX CPEACTB B TIPAXIAHCKUH OOOPOT YIOJIHOMOYEHHOE JIMIO
MMPOU3BOAUTCIIA JICKAPCTBCHHBIX CPCACTB OCYLICCTBIIACT MOATBCPKACHUC COOTBETCTBUA JICKAPCTBCHHBIX
CpeAcTB TpeOOBAHUSAM, YCTAHOBJIEHHBIM IPU UX TOCYIAapPCTBEHHOW PETUCTpalMM, U TapaHTHUPYET, UTO
JICKApCTBCHHBIC CPEACTBA IIPOMU3BCACHBI B COOTBCTCTBUH C Tp€6OBaHI/IHMI/I ImpaBujI Hazmemameﬁ
IIPOU3BOJICTBEHHOM NMPAKTHKH.

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

7. YIOJTHOMOYEHHBIM JIMIIOM IPOU3BOAUTENS JIEKAPCTBEHHBIX CPEICTB SIBISIETCS €ro pabOTHUK,
aTTeCTOBAaHHBIA B YCTAHOBJICHHOM YIIOJHOMOYEHHBIM ()efepabHBIM OPraHOM HCIIOJHUTEIBHOW BIIACTH
HOPSIIKE U UMEIOIUI CTaX pabOThl HE MEHEEe YeM IISITh JIET B 00JIaCTH MPOU3BOJACTBA U (MJIM) KOHTPOJIS
Ka4yecTBa JICKApCTBEHHBIX CPEJICTB, BBICIIEE 00OPa30BAHUE COOTBETCTBEHHO 110 OHOM M3 CIIEIHAIbHOCTEH
U (W) OXHOMY W3 HaNpaBICHWH MOJATOTOBKH: OWOJIOTHS, OWOTEXHOJOTHWs, BETEPHUHAPH,
BETEpUHAPHO-CAaHUTApHAsl OJKCIEPTH3a, KIWHUYECKas MEIUIMHA, paJdaloOHHAas, XWMHUYeCKas W
Ouonoruyeckas 3amura, papmarys, GyHaaMeHTaIbHAsS MEIUIIMHA, XUMUYECKast TEXHOIOTUS, XUMHUSL.

(B pen. @enepanbHbix 3aKk0HOB OT 22.10.2014 N 313-®3, ot 02.08.2019 N 297-D3)

8. Ilpon3BOANTENH JIEKaPCTBEHHBIX CPEACTB (32 MCKIIOYCHUEM (apMaleBTHYECKOH CyOCTaHIIUU
CIIHPTa ATWIOBOTO (ITAHOJIA) MOTYT OCYLIECTBISTH MPOAAXKY JIEKAPCTBEHHBIX CPEACTB HJIM IEpeaaBaTh
UX B YCTaHOBJICHHOM 3aKOHOJATeNbCTBOM Poccuiickoii dexepaniu nopsiake:

(B pen. @enepanbHoro 3akoHa ot 29.07.2017 N 278-03)

1) ipyruM npou3BOAUTENSAM JIEKAPCTBEHHBIX CPEJCTB JUIsl IPOU3BO/ICTBA JIEKAPCTBEHHBIX CPE/ICTB;
2) opraHu3alusaM OITOBOM TOPrOBIIM JIEKAPCTBEHHBIMU CPEICTBAMU;

3) AllTCUHBIM OpraHu3anuigM, BCTCPHUHAPHBIM aIITCUHBIM OpraHu3aluiaM, HWHAHWBUIAYAJIbHBIM
npeaupuHuMareiIiM, HUMCIONIUM JIMOCH3UIO Ha q)apMaIleBTI/ILIeCKYIO JACATCIIBHOCTh HWJIM JIMIOCH3UIO Ha
MCIAUIHNHCKYI NCATCIIbHOCTD;

4) HayYHO-HCCIICIOBATEIILCKUM OPTraHU3alUsIM ISl HAyYHO-HCCIIEI0BATEIBCKOM PabOTHI;
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

5) MCIULHUHCKHUM OpraHu3aluiaM U BETCPUHAPHBIM OPraHU3alusIM;

6) opraHuM3alMsIM W WHAUBUAYAJIBHBIM MPEANPUHUMATEIISIM, OCYIICCTBISIONUM pa3BeJICHNUE,
BBIpAIIMBAaHUE U COJACPIKAHUE JKUBOTHBIX (32 MCKIIOYCHHEM TPOJAXH UM (hapManeBTUUCCKUX
CyOCTaHIIMI MU UX TIEpeadH).

(m. 6 B pea. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

9. IlpousBomutenu ¢apMaleBTHUSCKONH CYOCTaHIIMM CHUPTAa JTHIOBOrO (3TaHONA) OOs3aHbBI
OCYILIECTBIISITh pealn3anuio (mepeady B YCTAaHOBJICHHOM 3aKoHOAaTelbcTBOM Poccuiickoit Denepanuu
nopsiike)  GapManeBTUYCCKOW  CyOCTaHIIMM  CIIUPTA  ATHIOBOrO  (3TaHONA)  TPOU3BOAMTEISM
JIEKapCTBEHHBIX CPECTB VIS MPOU3BOACTBA JIGKAPCTBEHHBIX CPEJICTB, IPOU3BOIUTENSM (M3TOTOBUTEIISIM)
MEAUIIMHCKUX H3ACTUH IS POU3BOJICTBA U MU3TOTOBJICHUS MEAUIIMHCKUX H3/ICTUN B EMKOCTSIX 00BEMOM
He 6onee 1 nmutpa u (wnu) He menee 1000 nuTpoB, a opraHu3aNnMsIM, YKa3aHHBIM B ITyHKTax 3 - 5 yactu 8
HACTOSIIEH cTaThu, B Tape 00beMoM He Ooee 1 muTpa.

(dactp 9 BBenena denepanbHbiM 3akoHOM OT 29.07.2017 N 278-@3; B pen. DenepalbHBIX 3aKOHOB OT
27.12.2019 N 481-®3, ot 22.12.2020 N 444-D3)

10. Peanmzamusi (mepemaya B YCTaHOBJICHHOM 3aKOHOJaTenbcTBOM Poccuiickoit ®Deneparnuu
nopsiike) GapMareBTUISCKOW CyOCTaHIIMU CIIHPTA STUIOBOTO (dTaHOJA) OPTaHHW3aIUsSM OITOBOM
TOPTOBIIU JIEKAPCTBEHHBIMH CPEJICTBAMU HE JIOMYCKAETCS.

(uactp 10 BBenena denepanbHbM 3ak0HOM OT 27.12.2019 N 481-D3)

11. IlepeBo3ku apmManeBTUYECKONW CYOCTaHIIMU CIUPTa ATHIIOBOTO (3TaHOJIA) OCYIIECTBISIOTCS C
coOmoieHneM TpeOOBaHMM, YCTaHOBICHHBIX a03ameM 4YeTBepThIM MyHKTa 3 ctatbu 9 PDemepanbHOTrO
3akoHa oT 22 Hoa0ps 1995 roma N 171-®3 "O rocynapcTBEHHOM pErylIHpPOBAaHUU MPOU3BOJACTBA U
000poTa ATHJIOBOTO CHHUPTA, AIKOTOJBHOW M CIHPTOCOACpXkAIIEH NPOAYKIMH U 00 OTrpaHWYCHHUU
noTpebieHus (pacnuTHs) aIKOTOJIBHOM MpoayKuuu'.

(dactp 11 BBenena denepanbHbiM 3ak0HOM OT 27.12.2019 N 481-D3)

CraTtbsa 46. MapkupoBKa riekapCTBEeHHbIX CpeAcTB

1. HeKapCTBeHHI)IG npemnaparbl, 3a HCKIIOYCHHUEM JICKAPCTBCHHLIX IIPCIapaToB, HU3rOTOBJICHHBIX
AllTCUHBIMU  OpraHUu3alvsIMH, BCTCPUHAPHBIMU AlITCYHBIMU  OpraHU3alUsIMHU, HWHAWUBUIAYAJIIbHBIMU
npeanpuHuMareIAiMyM, HWMCIONIMMHU  JIMOCH3UIO Ha q)apMaueBTquCKon ACATCIBHOCTDb, JOJI?KHBI
[oCTymnaThb B o6pa1ueHHe, cCin:

1) Ha uX MNEpBUYHOM YNAKOBKE (3a MCKJIIOYEHHEM IIEPBHUYHOM YHNAKOBKHM JIEKAPCTBEHHBIX
pacTUTENIbHBIX MPENapaToB) XOPOLIO YUTAEMBIM IIPU(PTOM Ha PYCCKOM SI3bIKE YKa3aHbl HAMMEHOBAHUE
JIEKapCTBEHHOI'0  Ipenapara (MEXIyHApOJIHOE HENAaTEHTOBAHHOE, WM TIPYNIUPOBOYHOE, WU
XMMHUYECKOE, UM TOProBO€ HAUMEHOBaHKE), HOMEp CEpUH, aTa BbITyCKa (JUIsI UMMYHOOHOJIIOTHYECKUX
JICKapCTBCHHBIX IPENapaToB), CPOK TOJHOCTH, IO3UPOBKA HMIM KOHIICHTpAIHs, 00bEeM, aKTUBHOCTH B
eIMHUIIaX J1eHCTBUS WM KOJIMYECTBO J103;

(B pen. @enepanbbix 3akoHOB OT 11.10.2010 N 271-®3, o1 22.12.2014 N 429-D3)

2) HA UX BTOPUYHON (MOTPEOUTENHCKON) YHMAKOBKE XOPOIIO YUTaeMbIM HIPU(GTOM Ha PYCCKOM
SI3bIKE yKa3aHbl HAaWMMEHOBAHHE JIEKAPCTBEHHOTO mMperapara (MEeXIyHapoJIHOE HENMaTeHTOBAHHOE, HIIU
TPYNIUPOBOYHOE, WIM XHUMHYECKOE M TOProBO€ HAMMEHOBAaHHS), HAMMEHOBAaHUE MPOU3BOAMUTENS
JICKapCTBCHHOT'O TIperapaTa, HOMEp CEepHH, JlaTa BBITYCKa (1T MMMYHOOHOJOTHYECKUX JICKAPCTBEHHBIX
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(pen. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

IpernaparoB), HOMEP PErMCTPALIMOHHOTO YJOCTOBEPEHMs, CPOK TOJHOCTH, CHOCOO0 IpPUMEHEHMUs,
AO3MPOBKAa WKW KOHLCHTpAaLUA, O6’I)€M, AKTUBHOCTh B €IMHHIIAX I[GﬁCTBHH 100 KOJIHMYECTBO J03 B
yIIaKOBKeE, JIEKapCTBEHHas (popMa, YCIIOBUS OTITYCKa, YCIIOBHS XpaHEHUs, IPEAYyIpeaUTeIbHbIC HAIIHUCH.
(B pen. @enepanbHbix 3akoHOB OT 11.10.2010 N 271-®3, o1 22.12.2014 N 429-D3)

2. dapmanieBTHYECKUE CyOCTaHIIMU JIOJDKHBI MOCTYNAaTh B OOpalleHHe, €CIM Ha WX NEPBUYHOMN
YIIAaKOBKE XOPOIIIO YUTACMBIM MIPHUPTOM HA PYCCKOM SI3BIKE YKa3aHbl HAMMCHOBaHUE (papMaIieBTHICCKOM
cyOcTaHIK (MEKIYHApOJIHOE HENMATCHTOBAHHOE, WM TPYNIIMPOBOYHOE, WIM XMMUYECKOE M TOPTOBOE
HAaUMEHOBAHMsI), HANMEHOBAHKE TPOU3BOAMTENS (DapMaIleBTHUECKON CyOCTaHIIMU, HOMEp CEepPHH M Jara
W3TOTOBIICHHSI, KOJIMYECTBO B YIAKOBKE W CIUHUIIBI U3MEPEHHS KOJIUYECTBA, CPOK TOJHOCTH M YCIOBHS
XpaHeHUsI.

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

3. JIekapCTBEHHBIE CPEICTBA B KAUECTBE CHIBOPOTOK JIOJDKHBI ITOCTYIATh B OOpaIIeHHe ¢ yKa3aHUEeM
KMBOTHOI'0, U3 KPOBH, IJIa3Mbl KPOBH, OPI'aHOB U TKaHEH KOTOPOI'O OHU MOJTYyYEHBI.

4. Ha BTOpHuYHYIO (MOTPEOUTENBCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX CPEACTB, MOJYYEHHBIX U3 KPOBH,
IJ1a3Mbl KPOBH, OPTraHOB M TKaHEH 4eI0BeKa, JOJKHA HAHOCUThCA Haanuck: "Antutena k BUY-1, BUY-2,
K BUpycy renaruta C ¥ MOBEpXHOCTHBIA aHTUTEH BUpYyca renatuta B otcyrcTByroT".

5. Ha  nepBuuyHyr0  ymakoBKy M BTOPHYHYIO  (IIOTpEOUTENIbCKYIO)  YINAKOBKY
paanogdapMalieBTHUECKUX JIEKAPCTBEHHBIX CPEACTB JI0JKEH HAHOCUTHCS 3HAK PaJlialliOHHON OMACHOCTH.

6. Ha BTOpruHyt0 (NOTPEOUTENHCKYIO) YIAaKOBKY TOMEONATHYECKHUX JIEKapCTBEHHBIX IpEnapaToB
IOJDKHA HAHOCUTHCS HaAmuch: "I oMeonarudeckuii”.

7. Ha BTOpuuHyr0 (ImOTPEOUTEIHCKYIO) YIMAKOBKY JIEKAPCTBEHHBIX PACTUTEIBHBIX IMPEnapaToB
JTOJKHA HAHOCUTHCS Haanuch: "[Ipoaykius npoiia paqdaliuOHHbINA KOHTPOJIb".

8. Ha mnepBuuHyIO0 ymakoBKy (eciaM [uis 3TOr0 CYIIECTBYET TEXHHUYECKas BO3MOYKHOCTh) U
BTOPUYHYIO (MOTPEOUTENBCKYI0) YIAKOBKY JIEKAPCTBEHHBIX IPEMapaTtoB, MpeIHA3HAYEHHBIX IS
KJIMHUYECKUX UCCIIeI0OBAaHUM, 10JIKHA HAHOCUTbCS HaANUCh: "JIJ1s KIIMHUYECKUX UCcileoBaHui".

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

9. VYmnakoBka JIEKapCTBEHHBIX CPEACTB, IPEIHA3HAYCHHBIX HCKIIOYUTEIBHO [UIsl OKCIOPTa,
MapKUPYETCsl B COOTBETCTBUM C TPEOOBAHUSIMH CTPaHbI-UMIIOPTEPA.

10. Ha TpancmopTHyro Tapy, KOTOpas HE MpedHa3HauyeHa I MOTpeOuTeneili u B KOTOPYIO
MMOMEIIIEHO JICKAPCTBEHHOE CPEJCTBO, JOJDKHA HAHOCHTHCS WH(MOpPMAIHUS O HAUMEHOBAHWH, CEPUHU
JIEKapCTBEHHOT'O CPEJCTBA, JlaT€ BBIMYCKA, KOJIWYECTBE BTOPUYHBIX (MOTPEOUTENHCKHUX) YIAaKOBOK
JIEKapCTBEHHOI'O CpEACTBa, IPOU3BOJUTENE JIEKAPCTBEHHOIO CPEACTBA C yKa3aHMEM HAUMEHOBAHUS U
MECTOHAXO0KJCHHS MPOU3BOAUTENS JIEKAPCTBEHHOTO CPECTBA (aJipec, B TOM YHCIie CTpaHa U (MJIM) MECTO
IIPOM3BOJICTBA JIEKAPCTBEHHOI'O CPEJCTBA), a TAKXKE O CPOKE I'OJHOCTU JIEKAPCTBEHHOT'O CPEJACTBA U 00
YCIOBUSIX €r0 XPAHEHUS U MEPEBO3KH, HEOOXOIMMBIE MpeaypeAUTEIbHbIC HAMUCH U MAHUITYJISITOPHbBIE
3HAKHU.

11. Ha nepBUuYHYIO YNAKOBKY M BTOPUYHYIO (IIOTPEOUTENIbCKYIO) YIAKOBKY JIEKapPCTBEHHBIX
CPEICTB U1 BETEPUHAPHOIO IPUMEHEHHUs [JOJDKHA HAHOCUThCS Haamuch: "Jljig BeTepuHapHOIO
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npuMeHeHus".

12. Ha BrOpmuHyl (IOTPEOMTENBCKYIO) YIAKOBKY JIEKAPCTBEHHOTO IIperapara HaHOCHUTCS
IITPUXOBOM KOJI.

nasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUNCKYIO ®EOEPALIMIO U BbIBO3 JIEKAPCTBEHHbIX CPEACTB
U3 POCCUACKON ®EOEPALIUN
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

CraTtba 47. Nopsaok BBo3a nekapcTBeHHbIX cpeactB B Poccunckyro Pepepaumio m
BbIBO3a JieKapCTBEHHbIX cpeacTB u3 Poccunckon ®epepaumum
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. BBo3 unekapcTBeHHBIX cpeAcTB B Poccuiickyro ®enepannio OCyLIECTBISIETCS B IOPSIKE,
ycraHoBiieHHOM IlpaButensctBoM Poccuiickoit ®epepanyu, B COOTBETCTBUHM C TaMOXEHHBIM
3aKOHO/ATENLCTBOM TaMo)keHHOro coro3a B pamkax EBpA3DC (manee - TamokeHHBIN COI03) U (WIIH)
3aKoHoJaTenbcTBOM Poccuiickoit deaepaniv 0 TaMOXKEHHOM Jelie.

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

2. BBo3umbie B POCCHﬁCKyIO d)ezlepaumo JICKApCTBCHHLIC CPCACTBA JOJDKHBI COACPIKATHLCA B

rocy/1apCTBEHHOM PEECTPE JIEKAPCTBEHHBIX CPECTB.
(B pen. @enepanbHbix 3akoHOB 0T 06.12.2011 N 409-D3, o1 27.12.2019 N 462-D3)

3. Honyckaercst BBo3 B Poccuiickyro denepannio KOHKPETHON NapTUX 3apErUCTPUPOBAHHBIX U (HIIH)
HE3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, NPEJHA3HAYECHHBIX MJI IPOBEACHMS KIMHUYECKUX
UCCIIEIOBaHUI JIEKApCTBEHHBIX IMPENapaTroB, MPOBEACHMSI SKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB s
OCYILIECTBIICHUSI TOCYJAapCTBEHHOM PpEruCTpaluy JIEKAPCTBEHHBIX IIPENaparoB WM Ul OKa3aHUs
MEAUIIMHCKON ITOMOIIH I10 )KU3HEHHBIM [TOKa3aHUAM KOHKPETHOT'O MallMeHTa Ha OCHOBAHUM Pa3peIICHHUs,
BBIJIAaHHOTO YITOJIHOMOYEHHBIM (heZiepalibHbIM OPraHOM HCIIOJIHUTEIbHON BJIACTH IO 3asBICHUSIM JIUL,
yKa3zaHHbIX B crartbe 48 Hacrosiero ®PenepanabHOro 3akoHa. PaccMOTpeHHMe Takoro 3asBIEHUS U
IPUHATUE PEIIEHUs O Bbladye pa3pellieHHss Ha BBO3 KOHKPETHOM MapTUU 3aperUCTPUPOBAHHBIX U (MJIH)
HE3apEerUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB, MPEAHA3HAUYEHHBIX JI MPOBEACHMS KIMHUYECKUX
UCCJIEIOBAaHUM JIEKAPCTBEHHBIX IIPENapaToB, IPOBEACHMS JKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB A
OCYILIECTBJICHUS! TOCYJAapCTBEHHOM pErucTpaluy JIEKApCTBEHHBIX IIPEraparoB WM JUISl OKa3aHUs
MEIULMHCKONW MOMOILM IO KU3HEHHBIM IOKa3aHUSAM KOHKPETHOI'O NalueHTa Jubo 00 OTKa3e B Bblaaye
YKa3aHHOTO pa3pelIeHus] MPOM3BOJATCS B CPOK, HE TMPEBBIMIAOMUN maTH pabounx aned. Ilmarta 3a
BbI/IaYy YKa3aHHOI'O Pa3peLICHMs HE B3UMACTCH.

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Koncynprantllntoc: mpumeuanue.
C 01.01.2024 4. 3.1 ct. 47 yrpauuBaer cuity (O3 ot 27.12.2019 N 475-D3).

3.1. Homyckaetcs BBo3 B Poccuiickyro denepannio KOHKPETHOW MapTUHU HE3apeTUCTPUPOBAHHBIX
JIEKApCTBEHHBIX MPENapaToB, COACPIKAIIUX HAPKOTHMUECKHE CPEJICTBA HJIM ICUXOTPOITHBIE BEIIECTBA, B
nopsiake, ycranoBieHHoM [IpaBurtenbctBoM Poccuiickoit ®enepanuu, A OKa3aHUs MEIMIIMHCKON
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MIOMOIIH M0 KU3HEHHBIM MOKa3aHUSAM KOHKPETHOTO MAllMeHTa WM TPYINIbl NAllMeHTOB B Cilydae, ecliv
UMEETCSl pelICHHEe BpayeOHON KOMHCCHHM MEIWIIMHCKOW oOpraHu3anud o Hed()(OEKTHBHOCTH WU
HEBO3MOXXHOCTH TMPUMEHEHHUS Y KOHKPETHOrO MalMe€HTa WMHBIX 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX
MpernaparoB, B TOM YHCIE COACPIKALIMX APYrue JIEHCTBYIOIIME BEIIECTBA, M O HEOOXOIMMOCTH BBO3a
OTIpeIeNIEHHOT0 HE3apEerUCTPUPOBAHHOTO JIEKAPCTBEHHOTO IIpenapara ¢ yKazaHHEeM ero MEeXTyHapOJIHOTO
HEMATEeHTOBAHHOTO (WJIM XWMHYECKOTO, WJIH TPYIIHAPOBOYHOIO) HAWUMEHOBaHUS, ()OPMBI BBITyCKa W
KoiuuecTBa. I[lepeuennr 3a0oneBaHUN U COCTOSHUN U COOTBETCTBYIOUIMX JIEKAPCTBEHHBIX IPENapaTosB,
coJiepKalIiuX HApKOTHYECKUE CPEACTBA M IICUXOTPOIHBIC BEUIECTBA, B LIEJSAX OCYIIECTBICHHS UX BBO3a B
COOTBETCTBUHM C TPEeOOBaHUSAMHU HACTOALICH 4YacTU YTBEP)KIACTCS YIOJTHOMOUYEHHBIM (eepalibHbIM
OpraHOM HCIOJHUTEIBHOMN BIACTH.

(uacts 3.1 BBeneHa @enepasibHbIM 3aKOHOM OT 27.12.2019 N 475-D3)

4. B Poccuiickyto ®enepannio MOXHO BBO3UThH JIEKAPCTBEHHBIE CPENCTBA, Kaue€CTBO KOTOPBIX
HOJTBEPXKIAEHO  CEepTU(PUKATOM  NPOU3BOAUTENS  JIEKAPCTBEHHBIX  CPEACTB,  YJOCTOBEPSIOIIMM
COOTBETCTBHE BBO3UMBIX JICKAPCTBEHHBIX CPEJCTB TPeOOBaHUAM (papMaKoINeHHbIX cTaTeil 11bo B ciaydae
UX OTCYTCTBUSI HOPMAaTUBHON JIOKyMEHTAIIMH WJIK HOPMATUBHOIO JOKYMEHTA.

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

5. 3anpemaetcs BBo3 B Poccuiickyro @enepanuio GpaibCuPUIIMPOBAHHBIX JIEKAPCTBECHHBIX CPEICTB,
HEJ00POKAYECTBECHHBIX JICKAPCTBEHHBIX CPEICTB, KOHTPA(PAKTHBIX JIGKAPCTBEHHBIX CPECTB.
(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-D3)

6. DanbcuPUIMPOBAHHBIC JICKAPCTBEHHBIE CPEICTBA, HEIOOPOKAYCCTBCHHBIC JICKAPCTBEHHBIC
CPEICTBa MOJUIEKAT UIBATHUIO U MOCIIECIYIONIEMY YHHUYTOKEHHIO WK BbIBO3Yy 13 Poccuiickoit denepanum,
KOHTpa(baKTHI)IG JICKApCTBCHHBIC CPCACTBA - UZBATHIO U MOCICAYIOIICMY YHHUYTOKCHHIO. YHUYTOKEHHE
wim  BeiBO3 U3 Poccuiickoit ®enepanuu  QanbcuUIMPOBAHHBIX  JIEKAPCTBEHHBIX  CPEJCTB,
He[[06pOKa‘~I€CTB€HHI)IX JICKApCTBCHHBIX CpCaACTB, KOHTpa(l)aKTHBIX JICKApCTBCHHBIX CpCACTB
OCYIIECTBIIICTCS 32 CYET JIMIA, OCYIISCTBUBIIEIO HUX BBO3. [lOpSIOK YHUYTOXKEHUS HU3BITHIX
q)aJII)CI/I(l)I/ILII/IpOBaHHBIX JICKApCTBCHHLIX CPCACTB, He[[06pOKa‘~I€CTB€HHI)IX JICKApCTBCHHLIX CPCACTB,
KOHTpa(haKTHBIX JIEKAPCTBEHHBIX CpeIcTB ycTaHaBnuBaercs [IpaButensctBom Poccuiickoit @enepannu.
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

7. Jluuma, ocymectBisaomue BB03 B Poccuiickyro ®@expepanuio  panbcuUIMPOBAHHBIX
JIEKapCTBCHHBIX ~ CPEACTB, HEIOOPOKAYECTBEHHBIX  JICKAPCTBCHHBIX  CPEACTB, KOHTpadaKTHBIX
JIEKAPCTBEHHBIX CPEICTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C TAMOXXEHHBIM 3aKOHOAATEIbCTBOM
TamoxeHHOTr0 coro3a U (MJIM) 3aKOHOIaTeIhCTBOM Poccuiickoit deaepaiyi 0 TaMOKEHHOM JIeTI€.

(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-D3)

8. BriBO3 nexapcTBeHHBIX cpencTB u3 Poccuiickoit deneparyn ocymiecTBiaseTcs 0€3 MpUMEHEHHS
OrpaHUYEHUI, YCTAHOBJICHHBIX TAaMOXXEHHBIM 3aKOHOJATEIbCTBOM TaMOXXEHHOro co3a U  (MiIH)
3aKoHOaTensCcTBOM Poccuiickoin @exepanuy 0 rOCYJapCTBEHHOM pETYJIMPOBAHHM BHEIIHETOPTOBOM
JESTEIBHOCTH.

(B pen. @enepanbhbix 3akoHOB OT 06.12.2011 N 409-®3, ot 25.11.2013 N 317-®3, ot 22.12.2014 N
429-03)

9. BBoa B rpakmaHCKui 00OpPOT JIEKAPCTBEHHBIX MPENApaToB IS MEAULIUHCKOTO TPUMEHEHUS,
BBe3eHHBIX B Poccuiickyro denepaiuio, OCyIIECTBISIETCA ¢ COONII0IEHHEM TPeOOBaHUI, YCTAHOBIEHHBIX
cratheit 52.1 nHacrosmero denepaibHOrO 3aKOHA.
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

(uactp 9 BBenena denepanbHbiM 3aKk0HOM 0T 28.11.2018 N 449-D3)

Cratbsa 48. lOpuanyeckmne nuua, KOTOpPbIM paspeLleH BBO3 JIeKapCTBEHHbIX CPeaAcTB
B Poccuickyo ®enepauuto
(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-D3)

JlekapcTBeHHBIE cpencTBa B Poccuiickyro @enepainio MOTyT BBO3UTS:
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) MNPOU3BOJUTCIIN  JICKAPCTBCHHBLIX CPCACTB  IJIA Henemn COOCTBEHHOTO IIpOU3BOJACTBA
JICKApCTBCHHBIX CPCACTB;

2) WuHOCTpaHHbIE pa3pabOTUYUKH JIEKAPCTBEHHBIX CPEICTB M HWHOCTPAaHHBIC MPOU3BOAUTEIU
JIEKApCTBEHHBIX CPEJICTB WM JIPYTHE IOPUANYECKHE JIUIA TI0 MOPYYSHHIO pa3paboTunKa JEKapCTBEHHOTO
CpeacTBa JUIsl MPOBENEHUS KIMHHUYECKUX MCCIENOBAaHUN JIEKAapCTBEHHOTO Mperapara, OCYIIECTBICHUS
TOCYJapCTBEHHOH  PETUCTpPAllMM  JICKAPCTBEHHOTO  Iperapara, BKIIOYEHHS  (hapMaleBTHUECKOM
CyOCTaHIIMM B TOCYJapCTBEHHBII peecTp JIEKapCTBEHHBIX CPENICTB, KOHTPOJS KauecTBa JIEKAPCTBEHHBIX
CPEACTB MPH HATMYUHU PA3pPEIICHUs YIOJIHOMOYEHHOTO (peepaibHOTO OpTraHa MCIIOJHUTEIFHON BIACTH
Ha BBO3 KOHKPETHOW MapTHH JIECKAPCTBEHHBIX CPEJCTB;

3) opraHu3aiu ONTOBOM TOPTOBJIM JIEKAPCTBEHHBIMU CPEACTBAMU;

4) HaAy4YHO-HMCCIICJIOBATEIIbCKUE OpraHu3alMH, OO0pa30oBaTeIbHBIC OpPraHMW3AlMU  BBICIIETO
o0Opa3oBaHMs, MPOW3BOAMUTEIN JICKAPCTBEHHBIX CPEICTB JUIS Pa3pabOTKH, WCCIEAOBAHUNA, KOHTPOJISL
0e30macHOCTH, KadecTBa, 3(P(EKTHUBHOCTH JIGKAPCTBCHHBIX CPEACTB MPH HAIWYUH pa3peliCHUs
YIIOJTHOMOYEHHOTO (heZiepalIbHOTO OpraHa UCIIOHUTENILHON BIIACTH;

(B pen. ®enepanbHoro 3akona ot 02.07.2013 N 185-D3)

5) MeIUMUMHCKHUE OpPraHu3alliy, UHbIE YKa3aHHbIE B IyHKTaX | - 4 HacToALIEH cTaThu OpraHu3aluu
JUIS OKa3aHUsl MEAULIMHCKON IIOMOILY I10 )KM3HEHHBIM IT0KAa3aHUSIM KOHKPETHOIO NMAallMEHTa IPU HATMYUH
pas3pelieHrst yIoJIHOMOYEHHOTo (peIepalbHOTO OpraHa HMCIIOJHUTEIHHON BIACTH HA BBO3 KOHKPETHOMH
[apTUU JIEKapCTBEHHOT'O IIpernapara, BbIJIAHHOIO B YCTAHOBJIEHHOM IOpsJKe B (hOpME 3JIEKTPOHHOTO
JOKYMEHTA, IMOANMCAHHOTO YCHJICHHON KBATH(DUIIMPOBAHHOM JIEKTPOHHOM MOJIMHCHIO;
(B pen. @enepanbHoro 3akona ot 12.03.2014 N 33-D3)

KoncynsrantlIntoc: npumeyanue.
C 01.01.2024 1. 6 ct. 48 yrpauusaet cuiy (O3 ot 27.12.2019 N 475-D3).

6) rocyaapcTBEHHbIE YHUTApPHbIE NPEANPUITHS, UMYIIECTBO KOTOPBIX HAaXOAUTCS B (henepanbHOM
coOcTBeHHOCTH, ompenensemble [IpaButensctBoMm Poccuiickoit ®enepanuu, B dYacTu BBO3a B
Poccuiickyro  ®Depepanuio  HE3apErMCTPUPOBAHHBIX  JIEKAPCTBEHHBIX MpPENapaToB, COJAEPIKAIIUX
HApPKOTUYECKUE CPEACTBA WJIM ICUXOTPOIIHBIE BEIIECTBa, JJI OKa3aHUs MEIULMHCKON IOMOIIU IO
JKNU3HCHHBIM IMOKAa3aHUAM KOHKPCTHOI'O IMAllMCHTA WJIN T'PYIIIbI MAMUCHTOB B COOTBETCTBUH C YAaCThIO 3.1
ctatbu 47 HacTosero denepanbHOro 3aKOHA.

(n. 6 BBennen PenepanbHBIM 3aKOHOM OT 27.12.2019 N 475-D3)

Cratba 49. [lokymeHTbl, NpeAcTaBrnsieMble B TaMOXeHHble opraHbl Poccumnckoun
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

Penepauum npu BBO3e NeKapcTBEeHHbIX cpeacTB B Poccumnckyro denepauuto
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. Tlpu BBO3e JiekapcTBEHHBIX cpelacTB B Poccuiickyto denepannio B TaMOKEHHbIE OPIaHbI
Poccuiickoit @enepanuu Hapsay C JOKYMEHTaMH, IIPEACTABICHUE KOTOPBIX IPELyCMOTPEHO
TaMOXXEHHBIM 3aKOHOJATEIILCTBOM TaMOXEHHOTO coro3a M (WJIM) 3aKOHOJATEeNhCTBOM Poccuiickoii
Denepanv 0 TAMOXKEHHOM JI€JI€, IPEACTABIAIOTCA CIEAYOLINE JOKYMEHTBHI:

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) ceprudukar NPOU3BOIUTENS JIEKAPCTBEHHOTO CPEJICTBA, YAOCTOBEPSIOMINII COOTBETCTBHE
BBO3MMOI'O JIEKAPCTBEHHOI'O CpeAcTBa TpeOoBaHMSIM (apMakolNeWHON cTaTbu JMOO B cilyyae ee
OTCYTCTBHUSI HOPMATUBHOM TOKYMEHTAIIUU WM HOPMAaTHBHOTO JIOKYMEHTA;

2) paspelieHHE YIOJHOMOYEHHOIro (efepaibHOrO0 OpraHa HCIOJHUTENBHOM BJIACTU Ha BBO3
KOHKPETHOW NapTHH JIEKaPCTBEHHOTO CPEACTBA B CIyYasX, YCTAHOBJIEHHBIX YacTbio 3 craTbu 47
Hacrosuiero desepanabHOro 3aKOHa.

2. JIOKyMEHTBI, yKa3aHHble B NMyHKTax | M 2 yacTu | HacToAlEd CTaTbH, NPEICTABIISIOTCS B
TaMOXeHHbIe opranbl Poccuiickoit Dexepanuu npu NpUOBITUN JEKApCTBEHHBIX CpeAcTB B Poccuiickyro
®denepanuro.

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratba 50. BBo3 nekapcTBeHHbIX npenapatoB B Poccuinckyro ®Pepepauuio aAns
JINYHOrO UCMONb30BaHUA U UHbIX HEKOMMEPUYECKUX Lernen, a Takke Ans UCNOoJfib30BaHUA
Ha TeppUTOPUM MEXAYHAPOAHOro MeAULIMHCKOro Knacrepa
(B pen. @enepanbHbix 3akoHOB 0T 06.12.2011 N 409-D3, ot 29.06.2015 N 160-D3)

1. JlexkapcTBeHHBIE Tpemaparbl MOTyT ObITh BBe3eHbl B Poccuiickyro ®enepanuio 6e3 ydeTa
TpeOOBaHUH, IPEyCMOTPEHHBIX YacTsaMu | - 4 ctateu 47, ctarbsimu 48 u 49 Hacrosimero deaepaabHOTO
3aKOHAa, €CIIM OHM IMPEeIHA3HAYCHBI JUIS:

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) n1UYHOTO WCMONIb30BaHUA (M3MUECKUMHU JHIIaMU, NpuObBIIMMU B Poccuiickyto ®Deneparuio.
IIpu »srom BBO3 B Poccuiickyto Denepauuio JEKapCTBEHHBIX MPENAPATOB,  COJEPHKALIUX
CIJIBHOACWUCTBYIOIME W (WJIM) SIAOBUTHIE BEHIECTBA, BKIIOUEHHBIE COOTBETCTBEHHO B CIIMCOK
CUJIbHOJICHCTBYIOIIMX BELIECTB JUIS LIEJIEN YrOJOBHOrO 3aKoHojarenbcTBa Poccuiickoit denepaunu U B
CIMCOK SJOBUTBIX BEIIECTB JUIsl LieJIed YroJIOBHOIO 3akoHojaTenbcTBa Poccuiickont ®enepanuu,
yrBepxkacHHbIe [IpaButenscTtBom Pocculickoin denepannu, OCymECTBISIETCS IPU HAIUYHUK JTOKYMEHTOB
(3aBEpEeHHBIX KOMWI TOKYMEHTOB WJIM 3aBEPEHHBIX BBIMHCOK U3 HUX), MOJITBEPKIAIONINX Ha3HAuYCHUE
¢u3znvyeckoMy JHIy YKa3aHHBIX JICKQPCTBEHHBIX IPEMapaTtoB (3a HUCKIIOUEHHEM JIEKapCTBEHHBIX
nmpenaparoB, 3apeructpupoBaHHbix B Poccuiickoit ®enepanuum u  ormyckaembeix B Poccuiickoit
Oenepanun 6€3 perenrta Ha JEKapCTBEHHBIN npemnapart). [logTBepkaaromme JOKyMEHThI (MX 3aBEpEHHBIE
KOIUU WJIM 3aBEPEHHBIC BBHITUCKU U3 HUX) OJIKHBI COACPKATH CBEACHHUSI O HAMMEHOBAHUU U KOJTUYECTBE
HA3HAYEHHOI'0 JIEKapCTBEHHOIo Ipemnaparta. B cimyuae, eciu NOATBEp)KIAIOUIME JIOKYMEHTHI (MX
3aBepeHHBbIC KOMHUHM WM 3aBEPEHHBbIC BBIMMCKH U3 HHUX) COCTABIIEHB HA MHOCTPAHHOM S3bIKE, K HUM
[IpUJIaraeTcs HOTapualbHO 3aBEPEHHBIN NIEPEBOJ HA PYCCKUM SA3BIK;
(n. 1 B pen. @enepanbroro 3akoHa ot 02.06.2016 N 163-03)
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

2) wucnonp3oBaHHA PaOOTHUKAMU JUIJIOMATUYECKOTO  KOpIyca WM  MPEICTaBUTEISIMU
MEKIYHAPOAHBIX OpraHu3alrii, akkpeauToBaHHbIX B Poccuiickoit denepanmu;

3) ne4yeHHs MACCAKUPOB U YJICHOB HKUNAKEH TPAaHCHOPTHBIX CPEACTB, IOE3IHBIX Opurag u
BOJIUTEIICH TPAHCTIOPTHBIX CPEACTB, MpUOBIBIINX B Poccuiickyto deneparuio;
(B pen. @exnepanbHoro 3akona ot 06.12.2011 N 409-D3)

4) nevyeHus y4aCTHUKOB MEXAYHApOJHBIX KYJbTYpPHBIX, CHOPTUBHBIX MEPONPUITUNA U YyYaCTHUKOB
MEXyHapOAHbIX dKCIIEIULIUN;

5) 7nedeHHMs KOHKPETHBIX JKMBOTHBIX B 300MapKax, 300cajax, IHUpKaX, OKeaHapuyMmax,
nenb(UHApUAX, JIEYEHHUS IUKUX JKUBOTHBIX, IOCTOSHHO WJIM BPEMEHHO HACENAIOLUX TEPPUTOPUIO
Poccuiickoit ®denepanny, HaXOASAIIMXCS B COCTOSHUM E€CTECTBEHHOW CBOOOJBI U INPUHAAISKALUX K
BuJaM, 3aHeceHHbIM B KpacHyro knury Poccuiickoit @enepauuu U (MiIM) KpacHble KHUTH CyOBEKTOB
Poccuiickoit denepannn, a Takke XKUBOTHBIX, BBO3UMBIX B Poccuiickyto denepanuro s yyactus B
CIIOPTUBHBIX U 3PEIUIIHBIX MEPOIIPUITHIX;

(B pen. @enepanbhbix 3ak0oHOB 0T 06.12.2011 N 409-®3, ot 02.08.2019 N 297-D3)

6) HCIIOJIL30BaHMSI HA TEPPUTOPHH MEXKTYHAPOIHOTO MEAMIIMHCKOTO KIIACTepa.
(n. 6 BBennen denepanbHbIM 3aK0HOM OT 29.06.2015 N 160-D3)

2. B ciyuasx, npeayCMOTPEHHBIX 4acTbl0 1 HAcCTOALIEH CTaThu, AOIycKaeTcs BBO3 B Poccuiickyro
denepanyio JIEKapCTBEHHBIX MIPENapaToB, HE 3aperucTpupoBaHHbIX B Pocculickon Penepanumu.
(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-D3)

3. JlekapcTBeHHBIC MpenapaThl, MpeHa3HAYCHHbIC VI TYMaHUTApPHOW MOMOIIH (COJAEHCTBUS) HIIU
MOMOIIM TpPH YPE3BBIYAMHBIX CHUTyalusiX, BBO3ATCA B Poccuiickyro @enepainio B TOpsIKE,
yctanoBieHHOM [IpaButensctBoM Poccuiickoit ®enepanun. 3ampemiaercss BBO3 B Poccuiickyro
Qdenepallilo  HE3aPETHMCTPUPOBAHHBIX  JIGKAPCTBEHHBIX  IpENaparoB,  IpeJHAa3HAYEHHBIX IS
TYMaHUTApHON TOMOIIH (CONEUCTBHS) HIIM MIOMOIIH MPU YPE3BbIYAMHBIX CUTYALIUSIX.

(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-D3)

Cratba 51. CoTpyaHuyecTBO dheaepanbHOro opraHa MUCNOSIHUTENILHOW BRacTy,
YNONMHOMOYEHHOrO B O0OOflacCTU TaMOXEHHOro pgena, M APYrux YNONHOMOYEHHbIX
deaepanbHbIX OPraHOB UCNOSTHUTENIbLHOM BNacTm

1. VYnomHoMmoueHHble (efepaibHble OpraHbl MCIOJHUTEIbHONM BIACTU TMPEAOCTABISAIOT B
pacriopsbkeHre  (eepaTbHOTO0 OpraHa HCIOJHUTENBHOW BJIACcTH, YIHOJHOMOYEHHOTO B OOJIACTH
TaMOXXEHHOTO JIeJa, TOCYIapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEACTB, a TaKkKe HH(POPMALUIO O
BBIAHHBIX pa3pelIeHHUsX Ha BBO3 KOHKPETHOM MAapTHM JIEKAPCTBEHHBIX CPEJICTB B CIydasXx,
YCTaHOBJIEHHBIX 4acTblO 3 cTaThy 47 HacTosmero denepajbHOro 3aKOHa.

2. @enepanbHBI OPraH UCIIOIHUTEIBHON BIACTH, YIIOJHOMOYEHHBIH B 00JIACTH TAMOXXEHHOTO JIeTIa,
nH(OPMUPYET YKa3aHHbIE B 4acTH | HacTOsIENd CTaThU YIOJIHOMOYEHHBbIE (eaepanbHble OpraHbl
WCIOJIHUTEIBHOM BJIACTH O BBO3€ JIEKAPCTBEHHBIX CpeAcTB B Poccuiickyro denepanuio U BbIBO3E
JIEKapCTBEHHBIX cpeacTB u3 Poccuiickoit @enepanuu no ¢opMe U B MOPSAJIKE, KOTOPhIE YCTAHOBIECHBI
[IpaBurenscTBoM Pocculickoit denepanuu.

(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-D3)
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

Masa 10. PAPMALEBTUYECKAA OEATEJIbHOCTb
CraTtba 52. OcyuwecTtBneHue ¢papmaLeBTUYECKON AEATENIBHOCTH

1. dapmaneBTuyeckas IeSTEIBHOCTh OCYHIECTBISETCS OpPraHU3alUsSMH OINTOBOH TOPrOBIU
JIEKapCTBEHHBIMU  CPEJCTBAMH,  aNT€YHbIMA  OpPraHU3alUsIMH,  BETEPUHAPHBIMU  ANTEUHBIMH
OpTaHU3aIISIMH, WHIWBUIYAIBHBIMA  TPEANPUHUMATEISMH, UMEIOIIMMH  JIMICH3UIO  Ha
(bapMalleBTUUECKYIO JESTEIbHOCTh, MEIULUMUHCKUMH OpraHu3alUsIMH, HMEIOIIMMHU JIMIEH3UI0 Ha
(bapMaIeBTHYECKYI0 JIESTENbHOCT, M WX O0OCOOJEHHBIMH TOJpPA3JeCHUsIMH (aMOyJIaTOPHSIMH,
denpamepckumMu ¥ (ENbAIIEPCKO-aKyIIEPCKUMU  IyHKTaMHU, LEHTpaMu (OTIENeHUsIMH) oOIei
BpaueOHOH (ceMeiHO) MpPaKTUKM), PACIOJIOKECHHBIMA B CEIIbCKAX HACEJICHHBIX IyHKTAaX, B KOTOPBIX
OTCYTCTBYIOT alTE€YHbIe OpraHU3allid, U BETEPUHAPHBIMU OPraHU3aLUSIMU, UMEIOIIMMHU JHICH3UIO Ha
(hapMaIreBTHYECKYIO ACSITCITHLHOCTb.

(B pen. @enepanbHoro 3akona ot 25.11.2013 N 317-03)

KoncynsrantlIntoc: npumeyanue.

06 ycnoBusx gomycka B 2021 roay K OCylIecTBICHHIO (DapMalieBTHUECKOW ACSITEIBbHOCTU JUIl 0e3
ceprudukara cnenuanucta W (WIM) MO CHEUUATBHOCTSAM, HE MPEAYCMOTPEHHBIM CepTU(UKATOM
cnenuanucra, cM. Ilpukaz Munzapasa Poccun ot 08.02.2021 N 58H.

2. Ousnyeckue JHIAa MOTYT OCYIIECTBIATH (PapMaleBTUUECKYIO IESITEeIbHOCTh NMPU HATUYAU
BBICIIIETO WJIM CPEIHEro (hapMaleBTHYECKOTO 0Opa30BaHMs U CEPTU(HKATA CIICIHATINCTA, BBICIIETO HIIH
CpPEeIHeTO BETEPUHAPHOTO 00pa3oBaHUs M cepTU(HKATA CHEHUAINCTA, a TAKXKE BBICIIETO MM CPEJHETO
MEIUIIMHCKOTO 00pa3oBaHus, cCepTU(UKATa CHEHHUAINCTa W JONOJHUTEIBHOTO NPO(HECCHOHAIBHOTO
00pa3oBaHMs B YaCTH PO3SHUYHON TOPTOBIIM JIGKAPCTBEHHBIMU IpENapaTaMy MPH YCIOBUH HX pabOTHI B
000COOJICHHBIX MOJIPA3IeICHUAX MEIUIIMHCKIX OpPraHn3alliii, yKa3aHHBIX B YaCTH | HACTOSIIECH CTAaThH.
(uactsp 2 B pen. @enepanpHoro 3akoHa ot 27.07.2010 N 192-D3)

Koncynprantllntoc: mpumeuanue.

JlexapcTBeHHbIE Tpenaparbl Al MEJUIMHCKOTO MPUMEHEHUs, BBEJCHHbIE B IPAKIAHCKUN 000pOT 10
29.11.2019, moanexxat XpaHEHHUIO, MEPEBO3KE, OTMYCKY, pealiv3alliM, Ieperade, MPUMEHEHHUIO 10
ucteueHus cpoka ux rogHoctu (O3 ot 28.11.2018 N 449-D3).

Cratba 52.1. BBoa B rpaxaaHCcKMM OOOpPOT JieKapCTBEHHbIX MpenapaTtoB AnA
MeAULUHCKOro NpUMeHeHus
(BBenena denepanbHbIM 3ak0HOM OT 28.11.2018 N 449-D3)

1. [lepen BBOJOM B Tpa)IaHCKHI 00OPOT KaKIOW CEpUM WM KaKIOW MapTHH MPOU3BEICHHOIO B
Poccuiickoit @enepannu JEKapCTBEHHOTO Mpenapara i MEIULIMHCKOrO MPUMEHEHHUS, 38 UCKIIFOYEHUEM
MMMYHOOMOJIOTHYECKUX JIEKQPCTBEHHBIX IMPENapaTroB, MPOU3BOAMUTENIb TAaKOrO JIEKApPCTBEHHOTO
mperapara mpeAcTaBisieT B (heaepanbHblid OpraH UCTIOTHUTEIBLHOW BIIACTH, OCYIIECTBISIONINN (QyHKIHH
M0 KOHTPOJIO W Haa30py B cdepe 31paBOOXpaHEHUS, JOKYMEHT IMPOU3BOAUTENS JIEKAPCTBEHHOTO
CpPEACTBA,  NOATBEPKIAIOLIMI  KAa4eCTBO  JIEKAPCTBEHHOI'O  Iperapara, MW [OJATBEPKICHUE
YIOJHOMOYEHHOIO JIMLA TPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEICTB COOTBETCTBUS JIEKAPCTBEHHOT'O
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

npcIiapara Tpe6OBaHI/I${M, YCTAHOBJICHHBIM IIpH €TI0 FocyﬂapCTBeHHOﬁ perucrpanuu.

2. Tlepen BBOAOM B TPaKIAaHCKHA OOOpPOT Ka)XJOH CEpUM WM KaXKIOW MapTUHU BBO3WMOIO B
Poccuiickyro ®enepauuio JIEKapCTBEHHOrO —Ipenapara Uil MEIULIMHCKOTO NpPUMEHEHUus, 3a
HCKITIOYCHUEM HMMYHOOHMOJIOTHYECKUX JICKAPCTBEHHBIX IPEIapaToB, OPraHU3allvs, OCYIICCTBIISIOIIAS
BBO3 JIeKapCTBeHHOro mpemnapara B Poccuiickyro @enepanuio, mpeictaBiseT B (enepanbHblii oprax
WCTIOJHUTENBHOW BIIACTH, OCYIIECTBISIONMN (QYHKIMH TIO KOHTPOJIIO W Haa3opy B cdepe
3IpaBOOXpAHEHUs, CepTU(UKAT TMPOU3BOAMUTENS JIEKAPCTBEHHOTO  CPEJICTBA,  YAOCTOBEPSIOLIUIA
COOTBETCTBHE BBO3UMOTIO JIEKAPCTBEHHOT'O Mperapara TpeOoBaHuAM (GapMaKoNeiHON CTaThH, a B CIydae
OTCYTCTBHS (hapMaKOMeHHON CcTaThbU TPEOOBaHUSIM HOPMATHUBHON JOKYMEHTAIMH, M MOJITBEPXKICHUE
MPEICTaBUTENSl OpraHU3alyy, OCYUIECTBIISIIOIICH BBO3 JIEKAPCTBEHHOrO Ipenapara B Poccuiickyro
Qenepaliio ¥ YHOJIHOMOYEHHOM  HMHOCTPAaHHBIM  IMPOU3BOJUTEIEM  JIEKAPCTBEHHBIX  CPEJACTB,
COOTBETCTBHSl BBO3MMOIO JIEKAPCTBEHHOT'O TMpemnapara TpeOOBaHUSM, YCTAHOBICHHBIM IIPH  €r0
rocyapCTBEHHOM perucTparuu.

3. Ilopsimok mpencTaBieHUs] B COOTBETCTBUM € YacTsAMHU | M 2 HAcTOALIEH CTaTbu JIOKYMEHTOB U
CBEICHUII O JIeKapCTBEHHBIX IpenapaTrax, BBOAMMBIX B TpaXJaHCKUH 000pOT, YCTaHABIUBAETCA
IIpaBurenscTBoM Pocculickoit deneparuu.

4. B oOTHOLIEHMH TEPBBIX TpPEX CEPUH WM NAPTUA JIEKAPCTBEHHOI'O IMpernapaTra, BIEpPBbIC
npousBegeHHOro B Poccuiickoit denepaunu win BIEpBbie BBO3UMOTO B Poccuiickyto Penepaunio, B
benepanbHBIA OpraH MCIONMHUTEIBHON BIACTH, OCYIIECTBISIOMNNA (PYHKIIMU 1O KOHTPOIIO U HAI30py B
cdepe 31paBoOOXpaHCHHSI, TOTIOTHUTEIEHO MPEICTABIISICTCS TPOTOKOJ UCIIBITAHUNA O COOTBETCTBUU CEPUU
WM TApTUU JIEKapCTBEHHOTO IpernapaTta sl MEAMIIMHCKOIO NPUMEHEHHUs IOKa3aTelsiM KayecTBa,
MPEAYCMOTPEHHBIM HOPMATHUBHOW JOKYMEHTAIMel (Jajiee - MPOTOKOJ MCHBITAHWM), MPOBOAUMBIX
aKKpEJIUTOBAHHBIMH B COOTBETCTBHUHU C 3aKOHOAATEILCTBOM Poccuiickoit denepanuu 06 akkpeIuTaluu B
HAI[MOHAJILHOM  CHCTEME  aKKpenuTanuu  (efepaibHbIMA  TOCYJAAPCTBEHHBIMH  OFOJKETHBIMHU
YUPEKIEHUSMHU,  MOJIBEJOMCTBEHHBIMU  (emepanpHOMY  OpraHy  HMCHOJHHUTENBbHOM  BJACTH,
OCYIIECTBIISIOMEMY (YHKIIMM TI0O BBIPAOOTKE ¥ pealu3alid TOCyJapCTBEHHOW IOJIWTHKH U
HOPMAaTUBHO-TIPAaBOBOMY pEryJHpOBaHUI0 B cdepe 3aApaBooxpaHeHus, Hu (deaepaabHOMy OpraHy
WCIIOTHUTEJIBHOW BJIACTH, OCYUIIECTBISIOMIEMY (YHKIMM 10 KOHTPOJIO H Ham3opy B cdepe
3npaBooxpaHeHus. [lopsiiok BbIauM yKa3aHHBIMU (efepalbHBIMU TOCYJAPCTBEHHBIMHU OOJKETHBIMU
YUPEKACHUAMU TAaHHOTO MPOTOKOJIA U pa3Mep ILJIATHI 3a €ro Bbllavy ycTaHaBiauBaroTcs [IpaButenscTBom
Poccuiickoit deneparumu.

5. Exerongno He no3nHee 1 ¢eBpans mpou3BOAUTENN JIEKAPCTBEHHBIX CPEJICTB WM OpraHU3alluy,
OCYILECTBISIOIIME BBO3 JIEKAPCTBEHHBIX IpenaparoB B Poccuiickyro denepannro, NpencTaBiIsioT B
(benepanbHBI OpraH MCIOJHUTEIHLHON BIIACTH, OCYIIECTBISIIOIINN (PYHKIMU O KOHTPOJIO M HAA30py B
cdepe 3ApaBOOXpaHEHUS], IPOTOKOJ UCTIBITAHUHN MOCTYNMBILETO B TEYEHUE rojJja B I'pakJaHCKU 000poT
JIEKapCTBEHHOI'O IIpernapara KOHKPETHOIO IIPOM3BOAUTEN (HAa OJHY CEpPHI0O KaXJ0ro TOPrOBOTO
HalMEHOBAHMS C YYETOM JIEKAPCTBEHHOW (OpPMBI M JO3MPOBKH), MPOBOJUMBIX aKKpPEIUTOBAHHBIMU B
COOTBETCTBUM C 3akoHOAaTeabcTBOM Poccuiickoit ®denepaunu 00 akkpeIuTaluyd B HAMOHAIBHOMN
CHCTEME aKKPEIUTALMHU UCIIBITaTeIbHBIMU J1A00PAaTOPUAMHU (LIEHTPAMU).

6. IlpowsBomurenu JEKApCTBEHHBIX CPEICTB WJIM OpraHU3alMH, OCYIIECTBIISIIONIME BBO3
JIEKapCTBEHHBIX MpernapatoB B Poccuiickyro @enepanuio, He MEHee 4eM 3a OJUH TOJ JI0 TUIAHUPYEMBIX
MPUOCTAHOBJICHHUSI WJIM TPEKpalleHHs] MPOU3BOACTBA JICKAPCTBEHHBIX IPENapaTroB MM HX BBO3a B
Poccuiickyro ®epepanuio yBenoMisIoT 00 3ToM deaepalnbHbIi OpraH HCIOJIHUTEIbHOW BJIACTH,
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

OCYIIECTBISIOMUN (PYHKIIUU 110 KOHTPOJIO U HaA30py B cepe 3apaBooxpaHeHus u GpeaepanbHblii opral
WCIIOJIHUTEIBHON ~ BIIACTH,  OCYIICCTBISIOMMN  (QYHKIMHM TIO JIMICH3WPOBAHWIO IPOHM3BOJICTBA
JIEKApCTBEHHBIX CPEJICTB.

7. BBOI B rpa)IaHCKUH 00OpOT KaXIOW CepUU WM KaXI0W MapTUH HMMYHOOHMOJIOTHYECKOTO
JIEKapCTBEHHOI'O Mpenapara, npoussefeHHoro B Pocculickont @enepanuu uinm BBo3uMoro B Poccuiickyro
denepanuio, OCYMIECTBIISICTCS HAa OCHOBAaHMHM pa3pelieHHs, BBIJAHHOTO (eepalbHBIM OpPTraHOM
UCTIOJHUTEJIBHOM BIAcTH, OCYHIECTBISIOMIMM (YHKIMM 10 KOHTPOJIIO U Haa3opy B cdepe
3/lpaBOOXpPAHEHUSl, HAa OCHOBAHHWU BBIJAHHOIO (pelIepaIbHBIMU TOCYJIapCTBEHHBIMU OOJKETHBIMU
YUPEKICHUSAMH, YKa3aHHBIMU B 4acTH 4 HACTOSALIEW CTaTh, 3aKIIOYEHHUS O COOTBETCTBUU CEPUU WM
NapTUUd UMMYHOOHOJIOTMYECKOTO JICKApPCTBEHHOTO Mperapara TpeOOBaHUSAM, YCTAHOBIEHHBIM IPH €TO
rocyJapcTBeHHOHN peructpauuu. [lopsaok BeLAaun paszpelieHust Ha BBOJA B TPaKIaHCKUNA 000poT cepuun
WIH TTaPTUU UMMYHOOHOJIOTHYECKOT0 JIEKApCTBEHHOTO Tpernapara, a TakKe MOPsJ0K BBIaYl YKa3aHHOTO
3aKJIIOUYEHHS W pa3Mep IUIaThl 3a €ro Bblgady ycraHaBnuBaroTcsi IIpaBurensctBoMm Poccuiickoit
denepauum.

8. 3a HempeACTaBIIEHWE WIM HECBOEBPEMEHHOE IPEACTABIECHUE JOKYMEHTOB U CBEICHM,
IIPEyCMOTPEHHBIX YacTsmMu 1, 2, 4, 5 u 6 HacTosIIel cTaThbU, IPOU3BOAUTEIH JIEKAPCTBEHHBIX CPEJCTB U
OpraHu3aliK, OCYLIECTBISIONINE BBO3 JIEKApCTBEHHBIX INpenaparoB B Poccuiickyro Penepaiuio, HECYT
OTBETCTBEHHOCTh B COOTBETCTBHUU C 3aKOHOAATENBCTBOM Poccuiickon denepannm.

9. IlpeacraBieHue NTOKYMEHTOB M CBEACHUM, MPEIyCMOTPEHHBbIX yacTsiMu |, 2 u 4 Hacrosmen
CTaThbd, W TIOJYYCHHE TMPEIYCMOTPEHHOIO0 4YacThiO 7 HACTOSIIEH CTaThU pa3pelieHus Ha BBOJI
MMMYHOOHOJIOTHYECKOTO JIGKAPCTBEHHOTO Tpernapara B TpakIaHCKUKH 000poT He TpedyroTcs B
OTHOIIIEHWW JICKAPCTBEHHBIX MPENapaTroB, TMPEJHA3HAYEHHBIX JUIA TMPOBEJACHUS  KIMHHUYECKUX
WCCICOBAaHUHN JICKAPCTBEHHBIX MPEMapaToB, IPOBEICHHS JKCIEPTU3bl JEKAPCTBEHHBIX CPEJCTB IS
OCYIIECTBIICHUS TOCYJAapCTBEHHOM PErucTpalii JEKAPCTBEHHBIX IpenapaToB, a Tak)Ke€ B OTHOIICHUU
HE3apeTrMCTPUPOBAHHBIX JIEKAPCTBEHHBIX IMPENApaToOB, MPEJHA3HAUYCHHBIX JUISI OKa3aHUsS MEIUIIMHCKOU
MOMOIIM TIO KU3HEHHBIM TMOKa3aHUSM KOHKPETHOTO MAaIlMEHTa WJIM TPYMIbI MallMeHTOB, BBO3UMBIX B
Poccuiickyro @enepannio B cOOTBETCTBUU ¢ dacTsmu 3 U 3.1 ctathu 47 Hactosmero denepalbHOTO
3aKOHa.

(B pen. @exnepanbHoro 3akona ot 27.12.2019 N 475-03)

10. IIpu BBIABICHHHM B TPaXKAAHCKOM O0OpOTE CEpUHM WM MApTHH JIEKAPCTBEHHOTO Mperapara,
JOKYMEHTBl M CBEJIEHHMS O KOTOPbIX, INPEAYCMOTpPEHHbIE 4HacTsaMu 1, 2 um 4 HacTosAlEed CTaTbH, HE
NpEJCTaBICHBl B (elepalbHbIii OpraH HCHOJHHUTEIBHON BIACTH, OCYIIECTBISIONIMA (YHKIHMH 10
KOHTPOJIIO U HaJI30py B cepe 3apaBoOXpaHeHUs, MO0 CepUH WM MapTUU UMMYHOOHOJIOTHMYECKOTO
JEKapCTBEHHOTO Tperapara, HE HWMEIOMIMX pa3pelieHusi Ha BBOJ B TPAXIAHCKHH  000pOT,
MPEeyCMOTPEHHOTO YacThi0 7 HACTOSIIEH cTaTbu, (eAepalbHbIi OpraH HCIOJIHUTEIbHOM BJIACTH,
OCYIIECTBISIONMIA (QYHKIMU TIO KOHTPOJIO M Haa30py B cdepe 3ApaBOOXpAaHEHHS, B TOPSIKE,
ycraHoBieHHOM [lpaBurensctBoM Poccuiickoii @epepannu, NPUHUMAET PELICHHUE O MPEKpalleHUU
IPaX/JIaHCKOr0 000pOTa TaKUX CEpUU WM MapTHUM A0 MPEACTaBICHUS YKA3aHHBIX JOKYMEHTOB U
CBEICHMI MO0 MOTYyYEHUS YKa3aHHOTO pa3peleHusl.

Cratba 53. lNpopaxa, nepepaya NekapCTBeHHbIX CPeACcTB OpraHM3auussMuM ONTOBOWM
TOProBnu feKkapcTBeHHbIMU cpeacTBaMu
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

1. Opranu3anuu onTOBOM TOPrOBJIM JEKAPCTBEHHBIMHU CPEICTBAMU MOTYT OCYILIECTBIIATH MPOJAXKY
JIEKAPCTBEHHBIX CPEACTB WIM IEepeaBaTb MX B YCTAHOBICHHOM 3aKOHOJATENbCTBOM Poccuiickon
denepannu nopsake (3a UCKIIIOYEHHEM (hapMaleBTHYECKOI CyOCTaHIIMU CIIMPTa STHIIOBOTO (ITaHOIIA):

(B pen. @enepanbHoro 3akona ot 27.12.2019 N 481-03)

1) apyrum opraHu3aiusam ONTOBOW TOPTOBIH JIEKAPCTBEHHBIMU CPEJICTBAMU;

2) NPOU3BOIUTEISIM JICKAPCTBEHHBIX CPEACTB IS LIeJIel TPOU3BOACTBA JICKAPCTBEHHBIX CPECTB;
3) anTeyHbIM OpraHU3aUsIM U BETEPUHAPHBIM allTeUHBIM OpraHU3aIUsIM;

4) HayYHO-HMCCIIEIOBATEIBCKIM OPTaHU3AIUAM [Tl HAYYHO-HCCIIeI0BATEIbCKON pabOThI;

5) WHIUBUAYAJIbHBIM  [NPCANPUHUMATCIIAM, HWMCIOIIHUM JIMICH3UIO HaA (bapMaI_[eBTI/IquKy'I-O
ACATCIIbHOCTD UJIN JIMICH3HWIO HA MCIUIUHCKYIO JCATCIbHOCTD,

6) MEIUIIMHCKUM OpraHU3aIUsIM, B TOM YHCIIE CO3JaHHBIM U 3aperUCTPUPOBAHHBIM B COOTBETCTBUU
C 3aKOHOJATeIbCTBOM HWHOCTPAHHOTO TrocygapcTBa - wieHa OpraHu3aiud 3KOHOMHYECKOTO
COTpYOHMUYECTBA U  PaA3BUTUA  HMHOCTPAHHBIM  IOPUAUYECKUM  JIMLAM,  UHAUBUAYAJIbHBIM
PEIIPUHIMATENSM, SBISIONIMMCS Y9aCTHUKAMH IIPOEKTa B cOOTBETCTBUU ¢ DenepanbHbIM 3akoHOM "O
MEXIYHApOAHOM MEIUILMHCKOM KJacTepe U BHECEHHH W3MEHEHUU B OTAENbHBIE 3aKOHOAATEIbHbIC aKThI
Poccuiickoit @enepanun', 1 BETEpUHAPHBIM OpPraHU3aALUSIM;
(B pen. @exnepanbHoro 3akona ot 26.07.2019 N 240-03)

7) opraHM3alusAM W WHANBUAYUIBHBIM TMPEANPUHAMATEISIM, OCYIICCTBISIONIUM pa3Be/ICHNUE,
BBIpAIIMBAaHUE U COJACP)KAHUE JKUBOTHBIX (32 WCKIIOYCHHEM TPOJAXH UM (hapManeBTHUYCCKUX
CyOCTaHIIMI MU UX TIEpeIauH).

(m. 7 B pea. @enepanbuoro 3akoHa ot 02.08.2019 N 297-03)

2. OpraHu3anuy OINTOBOW TOPTOBIIM JICKAPCTBEHHBIMH CpPEJCTBAMHU HE BIIPABE OCYIIECTBISATH
npojaxy (mepegadyy B YCTaHOBIEHHOM 3akOHOAATensCcTBOM Poccuiickoit denepauuu mopsake)
(hapmaIeBTHUECKON CyOCTaHIIMK CITUPTA ATHIIOBOTO (3TAHOJIA).

(dacth 2 B pen. DenepanbHoro 3akoHa ot 27.12.2019 N 481-D3)

CraTtbsa 54. MpaBnna onToBOW TOProBfM NIEKAPCTBEHHLIMU CpeaAcTBaMun

OnToBast  TOpProBis  JIEKAPCTBEHHBIMU  CPEICTBAMU  OCYLIECTBIISIETCS — IPOU3BOIUTEISIMU
JICKApCTBCHHBIX CPCACTB MW OpraHu3alruiaMu OIITOBOM TOProBJiM JICKAPCTBCHHBIMHU CpPCACTBAMU I10
IpaBUIaM HaJulexkalledl TUCTpUObIOTOPCKOM MPAKTUKU M IIPAaBUJIaM HaJJIeKalled NMPaKTUKU XpaHEHUs U
MNEPCBO3KHU JICKAPCTBCHHBLIX IIPCIIapaToB, YTBCPXKIACHHBIM COOTBCTCTBYIOIIMMU YIIOJHOMOUYCHHBIMU
(benepaabHBIMU OpraHaMy UCIIOJIHUTEIbHON BIIACTH.

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

CraTtbsa 55. nOpﬂﬂOK pO3HV|‘-|HOﬁ TOpProBIu neKapCTtBeHHbIMU MNMpenapaTtamMmum
1. Po3umunas TOProBJid JICKAPCTBCHHBIMU IIp€liapaTtaMu B KOJHWYCCTBAX, H€O6XOZ[I/IMI)IX JJIs

BBITIOJTHEHUST BpauyeOHbIX ((enpAlepcKuX) Ha3HAYCHWH WU Ha3HAUYCHUU CIENUaNINCTOB B 00JacTu
BETCPUHAPUHU,  OCYIICCTBISETCS  ANTEYHbIMM  OPraHM3alMsIMH, BETEPUHAPHBIMH  ANTEUYHBIMU

www.consultant.ru Crparnma 113 u3 139
HaJe:KHasl IPpaBOBasl NMOAIEPKKaA


https://login.consultant.ru/link/?req=doc&base=RZR&n=371763&date=06.04.2021&dst=100352&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=341796&date=06.04.2021&dst=100103&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=330122&date=06.04.2021
https://login.consultant.ru/link/?req=doc&base=RZR&n=330021&date=06.04.2021&dst=100009&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=330696&date=06.04.2021&dst=100075&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=341796&date=06.04.2021&dst=100104&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=207404&date=06.04.2021&dst=100015&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=210619&date=06.04.2021&dst=100010&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=342016&date=06.04.2021&dst=100668&fld=134
http://www.consultant.ru
http://www.consultant.ru

Oenepanbhblil 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

OpraHu3alMsIMU, WHIUBUTyJIbHBIMU MpeANPUHUMATEIAMH, MMEIOIIUMHI JIMLEH3HUI0 Ha
(dapMaIreBTHYECKYIO JIeATSIBHOCTh, MEIUIUHCKAMH OPTraHU3alUsIMH, WMCIOIMMHU JIMIICH3UIO Ha
(bapMaleBTUUECKYI0 JESATEIbHOCTh, M UX O0OCOONEHHBIMU TMOApa3JeICHUsIMH (aMOyIaTOPUsSMHU,
denpamepckuMu ¥ QENbANIEPCKO-aKyIIePCKUMU  ITYHKTaMH, IEHTpaMu (OTIEICHHUSIMH) OOIIei
BpaueOHOM (CeMelHOM) MPaKTHKHU), PACIOJIOKEHHBIMU B CEIIbCKMX HACENEHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT aIllTEUHbIC OPraHU3alMH, U BETEPUHAPHBIMH OPTraHU3ALMUSMH, UMCIOIIMMH JULEH3UIO HA
(dapmaleBTUUECKYIO JesTeNbHOCTh. Pa3pelieHa poO3HUYHAS TOPrOBIS TOJIBKO JIEKAPCTBEHHBIMU
Mpernaparamu, 3aperucTpupoBaHHbiMu B Poccuiickoin denepanuu WM U3rOTOBIEHHBIMHA aAlTEYHBIMU
OpraHu3alMsIMU, BETEPUHAPHBIMHU anTEeYHbIMU OpraHu3alUsIMU, WHJMBU1yaJIbHBIMU
MPESANPUHUMATEIIMA, HMCIONUMHU JIUICH3WI0 Ha (apMarieBTHYECKYIO JCSITeNbHOCTh. PoO3HWYHAsS
TOProBJsl JIEKAPCTBEHHBIMM IpenapaTamMy OCYIIECTBISIETCS IO MpPaBWIAM HaJJIeXalled anTeyHOU
MPAKTHUKH, YTBEPKIACHHBIM YITOJTHOMOYEHHBIM (peepaaIbHbIM OpPraHOM HCIIOJHUTEIHLHOM BIACTH.

(B pen. @enepanbHbiX 3akoHOB OT 25.11.2013 N 317-03, ot 22.12.2014 N 429-D3)

1.1. Po3HuuHass TOProBisi JIEKAPCTBEHHBIMU IperapaTaMu Il MEAUIMHCKOrO MPUMEHEHHS (3a
HCKIIIOYEHUEM JIEKAPCTBEHHBIX IPENapaToB, OTIYCKAaEMbIX IO PELENTy Ha JIEKApCTBEHHBIA Ipenapar,
HAPKOTUYECKHX JIEKAPCTBEHHBIX MPENAapaToOB M ICHUXOTPOMHBIX JIEKAPCTBEHHBIX MPENApaToB, a TaKKe
CHUPTOCOJEPXKAIIMUX JICKAPCTBEHHBIX MPENnaparoB ¢ OOBEMHOHN J0JEil ATHIOBOrO CHHpTA CBbIME 25
MPOIICHTOB) MOJKET OCYIIECTBISATHCA AaNTEYHBIMU OPTaHU3ALMSAMHU  JIUCTAHIIMOHHBIM  CIIOCOOOM.
Po3HMYHyI0O  TOProBill0  JIGKAPCTBEHHBIMM  IpenaparamMu  JJid  MEAMIMHCKOIO  MPUMEHEHUS
JTUCTAHIIMOHHBIM CITOCOOOM MOTYT OCYIIECTBIISITh ANTCUHBIC OPTraHW3AlMH, WMEIOIIUE JIUICH3UIO Ha
(dapMaleBTUUECKYI0  JESATENIbHOCTh M COOTBETCTBYIOLIEE pazpelieHue ¢eAeparbHOro  opraHa
WCTIOJTHUTEIIBHOW BJACTH, OCYIIECTBISIIOIIEro (YHKIMM TI0 KOHTPONIO W Hau3opy B chepe
3npaBooxpaHeHus. [lopsaok BblgauM paspelieHuss Ha  OCYIIECTBICHHE PO3HUYHOM  TOPTOBIHU
JICKapCTBCHHBIMU TIperapaTaMy JAUCTAHIIMOHHBIM CITIOCOOOM, TpeOOBaHUs K aNTCYHBIM OPTraHHU3AIMIM,
KOTOPbIE MOT'YT OCYILIECTBIIATh TaKyk) TOPrOBJIIO, U MOPSAOK €€ OCYLIECTBICHUS, a TaKKe IpaBuiia
JIOCTAaBKM JICKAPCTBEHHBIX IMpenapaToB rpaxiaaHaM ycraHaBiuBaroTcs IIpaBurensctBoM Poccuiickoit
Oenepanun. Mudopmanust 06 omayeHHbIX (OTMYIIEHHBIX) U MOJYYEHHBIX JIEKAPCTBEHHBIX Mperaparax
BHOCUTCA B CHCTEMY MOHHMTOPUHIA JIBUKEHHS JIEKAPCTBEHHBIX MpPENaparoB sl MEIUIUHCKOTO
MIPUMEHEHHUS B MOPSAIKE, IPEAYCMOTPEHHOM 4YacThio 7 cTaThu 67 HacTosuiero deaepanbHOro 3aKoHa.
(uactp 1.1 BBegena denepanbubiM 3akoHoM OT 03.04.2020 N 105-D3)

2. Buapl anTe4yHBIX OpraHW3alUii M TpaBWia OTIYCKa JIEKAPCTBEHHBIX MpENapaTtoB s
MCIUIHUHCKOI0 MNMPUMCHCHHUA allTCYHBIMU OpraHu3alvuaMU, HWHIAWBUAYAJIbHBIMH MIPCANPHUHUMATCIISIMUA,
MMEIOLIMMHU JIMICH3UIO Ha (DapMalieBTUYECKYIO AeATeIbHOCTb, @ TAKXKE MTPAaBUIIa OTIYCKa JIEKAPCTBEHHBIX
npenaparoB Ajid MCAUOHWHCKOrO MPUMCEHCHUA MCIUIMHCKUMH OpraHu3alusIMHi, UMCIOUMU JTULCH3UIO
Ha (papMaleBTUYECKYIO [ESTENbHOCTh, U MX OOOCOOJCHHBIMU TOApa3/eleHUIMHU (aMOyIaTOpUsSIMH,
denpamepckuMu - U (ENBIIMIEPCKO-aKyIIEPCKUMU  TIYHKTAMH, LEHTpaMH  (OTIEJNCHUSIMH) 0OmIei
BpayeOHOH (ceMelHOW) MPaKTHKH), PACIIOJIIOKEHHBIMH B CEIIbCKUX HACEJICHHBIX ITYHKTaX, B KOTOPBIX
OTCYTCTBYIOT AaIllITCUHLIC OpraHu3aliuy, YTBCPXKIAAIOTCA YIIOJHOMOYCHHBIM q)eﬂepaJII)HI)IM OopraHom
UCTIOJIHUTEIbHON BIIACTH.

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

3. HpaBI/IJ'Ia OTIIYCKAa HAPKOTHUYCCKUX CPCACTB U ICUXOTPOIIHBIX BCHICCTB, 3apCTUCTPUPOBAHHBIX B
KauCCTBC JICKAPCTBCHHLIX IMPCIAapaToB, JICKAPCTBCHHBIX IIPCIapaToB, COACPIKAIINX HAPKOTHYCCKUC
cpeacTBa MW IICUXOTPOIIHBIC BCHICCTBA, YTBCPIKAAIOTCA YIOJIHOMOYCHHBIM (bel[epaJ'ILHLIM OpraHomM
HWCIOJHUTEIBHOM BJIACTU II0 COTJIACOBAHMIO C @eﬂepaﬂBHHM OpraHomM HWCHOJHUTEIBHOMN BJI1aCTH,
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YIIOJIHOMOYEHHBIM B chepe BHYTPEHHUX JICI.
(B pen. @enepansroro 3akoHa ot 03.07.2016 N 305-D3)

4. JlekapCTBEHHbIC TMpemaparbl JUIs BETEPUHAPHOTO MPUMEHEHHUS IOJICKAT  OTIYCKY
BETCPUHAPHBIMH AaNTCYHBIMA OPraHU3AlUSIMU, BETCPUHAPHBIMH OPTaHU3ANUSIMH, WHIUBUIYATHHBIMU
MNpeANpUHUMATENSIMU, HMMEIOIIMMH  JUIEH3UI0 Ha (apMaleBTHUECKYlO0 JeATeNnbHOCTh. OTmyck
JICKapCTBCHHBIX TIPENapaToB Il BETEPHHAPHOTO TPHUMEHEHHUS OCYIIECTBISICTCS B COOTBETCTBUU C
NpaBUJIaMHU HaJJICKANICH anTeYHOW TPAKTUKU JICKAPCTBCHHBIX IPEMapaTroB Ui BETEPUHAPHOTO
MIPUMEHCHHUS, YTBEPKICHHBIMH YIIOJTHOMOYCHHBIM ()eIepaTbHBIM OPTaHOM HCIIOTHHTEIHLHOM BIIACTH.

(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

5. llepeyeHb MEOUIIMHCKUX OpraHU3alui, WMEIOIIUX JHUIEH3UI0 Ha (papMaleBTUYECKYIO
NesTeNbHOCTh, W  HUX  000COOJEHHBIX  MojApa3feleHui  (amOynaTopuii,  (enpAlepcKux U
(denpamepeKo-aKyIepcKuX MyHKTOB, IIEHTPOB (OTACICHHI) O0IIel BpaueOHON (CeMEHHOM) MPaKTHKH),
PaCMOJIOKEHHBIX B CETbCKUX HACEJICHHBIX IMYHKTaX, B KOTOPBIX OTCYTCTBYIOT alTeuHbIe OpraHU3aluy, a
TaK)Ke€ MepeueHb JIEKaPCTBEHHBIX MPENaparoB, Npojaka KOTOPHIX MOXKET OCYLIECTBISATHCS yKa3aHHBIMU
OpraHM3alusIMH ¥ UX  OOOCOOJICHHBIMH  TOJpPa3ACNEHUSIMH,  YCTAHABIMBAIOTCS  OpraHamMu
UCIIOJIHUTENIbHOM Bi1acTu cyobekToB Poccuiickoit denepannu.

(B pen. denepanbHbiX 3akoHOB OT 25.11.2013 N 317-03, ot 03.04.2020 N 105-D3)

6. AnrteuHble OpraHM3allM, WHAWBHIyaJIbHbIE MPEANPUHUMATENN, HMEIOLUE JIMLEH3UI0 Ha
(bapMaleBTUYECKYI0  JIeATENIbHOCTh, 00s3aHbl  oOecnednBaTh  yTBEpXKICHHbIM IIpaBuTEnscTBOM
Poccuiickoit @epepannu u GopMupyeMblii B yCTaHOBICHHOM UM TOPSIKE MUHUMAIBHBIA aCCOPTHUMEHT
JIEKapCTBEHHBIX IIPENapaToB, HEOOXOIUMBIX JUI OKa3aHHUsI MEAMLIMHCKOM OMOIIH.

(uactsp 6 B pen. @enepanpHoro 3akoHa ot 25.11.2013 N 317-D3)

7. AnrteuHble OpraHW3alW¥, HWHIAWBUAYalbHBIC NPEINPUHUMATEIH, HMCIONINE JHUIECH3UIO Ha
(dapMareBTHYECKYI0 JCATENbHOCTh, HapsAy C JIEKAPCTBEHHBIMH TIpernapaTaMd HMMEIOT IPaBo
npuoOpeTaTh M NpoJaaBaTh, B TOM YHCIIE JAWCTAHIMOHHBIM CIIOCOOOM, MEIUIIMHCKUE W3EIHs,
IEe3UH(PHUIUPYIOLINE CPEACTBA, TPEAMETHI U CPEACTBA JTMYHOW THTUEHBI, TOCYAY ISl MEJUIIMHCKUX IIEJIeH,
IpeAMEeThl U CPE/ICTBA, NpeIHA3HAYCHHBIC JUIS yXOAa 3a OOJbHBIMH, HOBOPOXKJCHHBIMH W JIETHMH, HE
JTOCTHTIIMMH BO3pacTa TpeX JIET, OYKOBYIO ONTHKY M CpEACTBA YXOAa 3a HEW, MUHEPaJIbHBIC BOJBI,
OPOJIYKTHl JIEYEOHOT0, IETCKOTO M JUETUYECKOrO IHTaHMs, OWOJOTUYECKH AaKTUBHBIE JOOAaBKH,
nap@roMepHbIle U KOCMETHYECKHE CPEICTBA, MEIUIIMHCKHE M CAHUTAPHO-TIPOCBETHTEIbHbBIC MEYaTHBIE
W3/IaHus, IpeHAa3HAYCHHBIC ISl TPOTIaraHbl 3/10pOBOT0 00pa3a KU3HH.

(B pen. @enepanbhbix 3akoHOB oT 27.07.2010 N 192-®3, ot 25.11.2013 N 317-®3, ot 03.04.2020 N
105-D3)

8. lestenbHOCTh anTeyHbIX opraHuzauuil Boopyxennbix Cun Poccuiickoit ®enepaiuu, Apyrux
BOMCK, BOMHCKUX (POPMHPOBAHUN M OpraHoOB, B KOTOPBIX 3aKOHOJareiabcTBOM Poccuiickoit deneparyu
NPEIYCMOTPEHO TIPOXOXKACHHWE BOCHHOW ClyXObl wiaM (QenepanbHONl TOCYAapCTBEHHOW CITyKOBI,
CBSI3aHHOM C IIPaBOOXPAHUTEIBHOW JAEATEIBbHOCTBIO, PErIaMEHTHpyeTcss HacTtosmuMm DenepaibHbIM
3aKOHOM U YTBEP)KICHHBIMU COOTBETCTBYIOUIMMH (efepaibHbIMU OpraHaMH HCIOJHUTENIBHON BIacTu
nojioxkeHuAMU. KoOHTponb 3a coOrofeHHEM YKa3aHHBIMM AalTE€YHbIMM OpraHU3alMsIMU I10JI0KEHUH
HacTosuero denepanbHOro 3aKOHa OCYIIECTBISETCS COOTBETCTBYIOIIMMM (helepaabHbIMU OpraHaMu
VCIIOJIHUTEJILHOM BJIACTH.

(B pen. @enepanbHoro 3akoHa ot 13.07.2015 N 262-03)
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9. Yrpatun cuiy c 1 suBaps 2021 roga. - @enepanbubiii 3akoH oT 03.04.2020 N 105-D3.
CraTtbAa 56. M3aroTtoBneHue n oTNYyCK fieKapCTBEHHbIX NpenapaToB

1. H3roroBiieHHE JIEKapCTBEHHBIX MPEMAPATOB ANTEUYHBIMU OPTraHU3aLUSIMH, BETEPUHAPHBIMU
alTeYHBIMH OpPTraHU3alMSAMU, WHIAWBUAYaJbHBIMU MPEANPUHUMATEISAMH, WMCEIOIIMMHU JIMUECH3UIO Ha
(bapMaleBTUUECKYIO JESTEIBHOCTD, OCYIIECTBISETCS MO pelenTaM Ha JIGKApCTBEHHBIC Mpenaparkl, Mo
TpeOOBaHUSAM MEIUIMHCKUX OPTaHU3alHiA, BETCPUHAPHBIX OPraHU3aIlliii B COOTBETCTBUU C IMPaBUIAMH
W3rOTOBJICHUS UM OTIIyCKAa JIEKAPCTBEHHBIX IIPENApaToB, YTBEPKIACHHBIMU  YIIOJHOMOYEHHBIM
denepanbHBIM OPraHOM UCTIOTHUTEILHOM BIIACTH.

2. Ilpu M3roTOBIICHUH JIEKAPCTBEHHBIX IMPENApPATOB AlTEUHBIMU OpPraHU3AIUIMH, BETEPUHAPHBIMU
anTeYHbIMH OpPTraHU3alUMSAMU, WHIAWBUAYaJbHBIMU MPEANPUHUMATEISAMH, WMEIOIIMMHU JIMLUECH3UIO Ha
(bapMaleBTUUECKYIO JIeATENbHOCTh, HCIHONB3YIOTCA (apManeBTUYECKHE CyOCTaHIMU, BKIIOYCHHBIC
COOTBETCTBEHHO B I'OCYJIAPCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEACTB JJISI MEIULIMHCKOTO MPUMEHEHHUS U
rOCyJapCTBEHHBIN PEeeCcTp JIEKAPCTBEHHBIX CPEACTB JJIsl BETEPUHAPHOIO MPUMEHEHHUS B YCTAHOBJIEHHOM
nopsiake. He nomyckaeTcs M3roTOBICHHE aNTEYHBIMUA OpPraHU3alUsIMH, BETEPUHAPHBIMU alTECYHBIMU
OpraHU3alUSIMH, WHJUBUTyJIbHBIMU NpeapUHUMATEISIMU, HMEIOIIUMHU JIMIICH3UIO Ha
(hapMaIeBTHYECKYIO JIEATEIBHOCTD, JICKAPCTBEHHBIX IPENapaToB, 3aperHCTPUPOBAHHBIX B Poccuiickoit
®enepanuu.

3. MapkupoBKka JE€KapCTBEHHBIX IpPENapaTroB, H3TOTOBJIEHHBIX alTEYHBIMU OpraHU3aLUsMHU,
BETEpUHAPHBIMU ANTEYHBIMU OPraHU3ALUSAMH, WHIUBUIYaJbHBIMU HPEANPUHUMATENISMU, UMEIOIUMHI
JULEH3UI0 Ha (apMalEeBTUYECKYIO JI€ATENbHOCTh, M OQOPMIIEHHME TaKUX IPEnaparoB JIOJKHBI
COOTBETCTBOBATH IPABUJIAM, YKAa3aHHBIM B 4acTH | HacCTOALIEH CTaThU.

4. AnuTeyHble OpraHW3alliyd, BETEPUHAPHBIC AaNTEYHbIC OPTraHU3allMU, WHIWBHUIyaJIbHBIC
MpeaNpUHUMATEH, UMEIOIIHE JINIIEH3HI0 Ha (DapMaIleBTUUECKYIO JESITeIbHOCTh, HECYT OTBETCTBEHHOCTD
3a HECOOJIOJIEHHE TPABUJI M3TOTOBJICHHMS M OTITyCKa JIEKAPCTBEHHBIX IPENapaToB B COOTBETCTBUU C
3aKoHoJiaTenbcTBOM Poccuiickont deneparuu.

CraTtbsa 57. 3anpelieHue npogaxu canbcnpuLmMpoBaHHbIX IeKaPCTBEHHbIX CPeAcTB,
HeJoOOpOKaYeCTBEHHbIX JIEKAPCTBEHHbLIX CPeaAcTB, KOHTpadaKTHbIX JleKapCTBEHHbIX
cpencTB

[Tponaxa ¢anbcuurpOBaHHBIX JIEKAPCTBEHHBIX CPEICTB, HEAOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX
CpelCTB, KOHTPAa(aKTHBIX JIEKAPCTBEHHBIX CPEJICTB 3aIPEIIACTCA.

CraTtbsa 58. XpaHeHMe nekapCTBEHHbIX CPeACcTB

1. XpaHeHI/IG JICKAPCTBCHHBIX CPCACTB OCYLICCTBIIACTCA ITPOU3BOAUTCIIAMHU JICKAPCTBCHHBIX CPCIACTB,
OopraHu3anuAaMu OINTOBOM TOPIroBJIM JICKAPCTBCHHBIMHU CPCACTBAMH, AIITCYHBIMH OpIraHU3allUusIMU,
BCTCPUHAPHBIMU AINITCUYHBIMU OpPraHu3aluiaMy, WHAWBUAYAJIbHBIMU HOPCANPUHHUMATCIAMA, WUMCHOIINMHA
JJMIOCH3HUIKO Ha (bapMaHeBTI/IquKyI-O ACATCIIbBHOCTD WJIKM JIMLOCH3WUID HA MCEAULUHCKYI OCATCIIbHOCTD,
MCIUIUHCKUMHU  OpraHu3alusiMu, BCTCPUHAPHBIMU OpraHu3aliusdsMM MW HWHBIMHA  OpraHu3alusIMU,
OCYHICCTBIIAIOIIUMUA 06pameHHe JICKaApCTBCHHLIX CPCACTB. XpaHeHI/IC JICKApCTBCHHLIX CPCACTB OJIA
BCTCPUHAPHOI'O MPUMCHCHUA OpraHu3alvsIMU W HUHAUBUAYAJIBHBIMU HNPCAINIPUHHUMATCIIAMA B ClIy4dasX,
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€CIIM OHHM HCIOJB3YIOTCS HCKIIIOYUTEIBHO TPU Pa3BEJICHUU, BBIPAIIMBAHUM, COJCPKAHUU M JICUYCHHUU
KUBOTHBIX, MOYKET OCYIIECTBIATHCS 0€3 MOTyICHHS TUIICH3UU Ha (PapMaIieBTUIECKYIO IeATEITHbHOCTb.
(B pen. @enepanbHoro 3akona ot 22.10.2014 N 313-03)

2. IlpaBuma  XpaHeHHUsT  JIEKQPCTBEHHBIX  CPEICTB  YTBEPXKAAIOTCS  COOTBETCTBYIOLIUM
YIIOJIHOMOYEHHBIM (he/iepaIbHbIM OPraHOM HCIIOJIHUTENbHON BIIACTH.

3. XpaHeHHe HAapKOTUYCCKUX JICKAPCTBCHHBIX CPCACTB, IICUXOTPOIIHBIX JICKAPCTBCHHLIX CPEACTB,
paanodapMaleBTHUECKUX  JIKAPCTBEHHBIX  CPEJICTB  OCYIIECTBISETCS B COOTBETCTBUH  C
3aKoHoJaTenbcTBOM Poccuiickon denepanmu.

Cratba 58.1. lpeaAmMeTHO-KONMMYECTBEHHbLIA Y4YeT JfleKapCTBEHHbIX CcpeacTB AnA
MeAULIMHCKOro NpUMeHeHuns
(BBeeHa PenepanbHbIM 3aKOHOM OT 25.12.2012 N 262-D3)

1. IlepeueHb JIeKapCTBEHHBIX CPEACTB IS MEIUIIMHCKOTO TPUMEHEHHUs, TMOJJISKAIINX
MPEIMETHO-KOJIMUYECTBEHHOMY ~ YYeTy, YTBEpXkJaeTcsi YHOJIHOMOYEHHBIM (enepalbHbIM  OpPraHOM
HUCIIOJIHUTEILHON BJIACTH.

2. TlopsitoK BKJIFOUEHHMSI JICKAPCTBEHHBIX CPEJICTB JUISI MEAMIMHCKOTO TPUMEHCHHUS B IEPCUCHb
JICKApPCTBCHHBIX CPCACTB AJIA MCAUIMUHCKOIO IMPUMCHCHUA, IMOJJICKAINUX IMPEAMCTHO-KOJINYCCTBCHHOMY
y4YETy, YCTAHABJIMBACTCS YIMOJHOMOYCHHBIM (eepaibHbIM OpPraHOM HCIOJHHUTEIBHON BJIACTH 10
COJIACOBaHUIO C (efepaibHBIM OpPraHOM HCIIOJHUTEIIBHON BJIACTH, YIIOJIHOMOYEHHBIM B cdepe
BHYTPCHHUX JICII.

(B pen. @enepansuoro 3akoHa ot 03.07.2016 N 305-D3)

3. HpGI[MGTHO—KOJ'II/ILIGCTBGHHHﬁ YUE€T JICKAPCTBCHHLIX CPCACTB JISI MCIUIUHCKOTO ITPUMCHCHUA
BCAYT HNPOU3BOJAUTCIIM JICKAPCTBCHHBIX CPCACTB, OpraHU3allun OIITOBOM TOProBJIK JICKAPCTBCHHBIMU
CpeACTBAMH, aAlTCHHBIC OpraHu3alliv, WHAUBUAYAJIBHBIC MPCANPUHUMATCIN, UMCIOIIUC JIMIOCH3UIO Ha
q)apMaHeBTI/ILIGCKYIO ACATCIIBHOCTE HJIM JIMOCH3WIO HAa MCAUIUHCKYIO OCATCIBbHOCTb, U MCIAUIIMHCKUC
OopraHu3anunu, OCYIICCTBIAOIINC O6paH_I€HI/I€ JICKAPCTBCHHLIX CPCACTB JJIA MCAULIMHCKOT'O IIPUMCHCHUA,
IMyTeM pErucTpanmuu JIIOOBIX CBS3aHHEBIX C MX O6paHI€HI/I€M onepaunﬁ, IIpHU KOTOPBIX HM3MCHACTCA HX
KOJIMYCCTBO U (I/IJ'II/I) COCTOSHHUC, B CIICHUAJIBHBIX KypHaJlaX y4€Ta onepaunﬁ, CBA3aHHBIX C O6paH_I€HI/ICM
JICKApPCTBCHHBIX CPCACTB I MCAUITUHCKOI'O IIPUMCHCHUSA (I[a.]Iee - ClICHAJIBHBIC )KypHaJII)I).

4. TlpaBuna perucTpaluy OIEpaluii, CBI3aHHBIX C OOpalIeHHEM JEKapCTBEHHBIX CPEACTB IS
MEAUIIMHCKOTO TNPUMEHEHMsS], BKJIIOYEHHBIX B IE€PEUYEHb JICKAPCTBEHHBIX CPEACTB ISl MEIULIMHCKOIO
MIPUMEHEHHUS, MOUIeKAUUX MPEIMETHO-KOJIMUYECTBEHHOMY YUY€Ty, B CHELUHUAIbHBIX XKypHaJaX U MpaBUIIa
BEJCHUS M XpaHEHMsI CIIELUAJIbHBIX JKYPHAJOB YTBEPXKIAIOTCS YIOJIHOMOYEHHBIM (eaepalbHbIM
OpraHOM MCHOJHUTEIbHOM BIACTH.

5. KoHtponb 3a coONIOACHHEM MPaBWJI PETUCTPALMU ONEpalHii, CBSI3aHHBIX C oOOpaleHueM
JIEKapCTBEHHBIX CPEJCTB JJISi METUIIMHCKOTO MPUMEHEHHMs], BKIIOYCHHBIX B IEPEUYCHb JICKAPCTBEHHBIX
CpCACTB A MCAUIHUHCKOIO IPHUMCHCHUA, IMOMJICKAIIUX MPECAMCTHO-KOJIMYCCTBCHHOMY YUCTY, B
CHEIHMAbHBIX JKypHalaX, a Takke 3a COOJIIOJIEHMEM IIpaBWJI BEACHHUS U XPAaHEHUS CIEHHUATIbHBIX
KYPHAJIOB BO3JIaraeTcsl Ha YIOJIHOMOUYEHHBIC (DeliepaabHbIe OpraHbl UCIIOJHUTEIIBPHON BIACTH U OPTaHbI
UCIIOJIHUTENBbHON BiacTu cyObekToB Poccuiickoit denepaiinu, OCYyIIECTBISIOUINE JTUIEH3UPOBAHNE
MPOU3BOJICTBA  JIGKAPCTBEHHBIX  CPEACTB, (PapMalleBTUYECKOM  JIEATETbHOCTH W MEAMIIMHCKON
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

ACATCIIBHOCTH, U OCYHICCTBIISACTCA B paMKaX JIMICH3UOHHOTO KOHTPOJIA.
Mnaea 11. YHUMTOXEHUE NEKAPCTBEHHbLIX CPEOCTB
CraTtba 59. OCHOBaHMA U NOPAAOK YHUUTOXEHUSI NeKapCTBEHHbIX CPeacTB

1. HenoOpokadecTBEHHbIE JIEKAPCTBEHHBIE CPEACTBA, (anbCcU(UIUPOBAHHBIE JIEKAPCTBEHHbIE
cpeacrtBa IMOMJICKAT HU3IBATHIO U3 06pa1ueH1/m N YHUYTOXKCHHIO B TIOPAAKEC, YCTAaHOBJICHHOM
IIpaButensctBoM Poccuiickont ®enepaunn. OCHOBaHMEM Il YHMUYTOKEHUS JIEKAPCTBEHHBIX CPEICTB
ABIISICTCA ~ PpEIIEHUE  BJIAJENbla  JIGKAPCTBEHHBIX  CPEACTB,  PEIIEHUE  COOTBETCTBYIOLIETO
YIIOJIHOMOYEHHOTO (heiepalbHOrO OpraHa UCIIOJHUTEIbHOMN BIACTH WM PELIeHUE Cyaa.

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

2. KonTpadaxTHbie JeKapCTBEHHBIE CPEICTBA MOANEKAT U3BATUIO U3 0OpAIICHUS U YHUUYTOKEHUIO
0 penieHuro cyaa. [lopsjok YHUYTOXKEHHUS KOHTpa(aKTHBIX JICKAPCTBEHHBIX CPEIICTB YCTAHABIMBACTCS
[IpaBuTenscTBOoM Poccuiickoi denepaiiuu.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. Pacxonpl, cBA3aHHbIE C YHMYTOXEHMEM KOHTPAa()aKTHBIX JIEKAPCTBEHHBIX CPEICTB,
HET0OPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, (anbCU(UIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB,
BO3MEILIAIOTCS UX BIIAJIETIBLEM.

4. Bnagenen J€KapCTBEHHBIX CPEJCTB JOJDKEH MPEACTaBUTHh B YIOJIHOMOUYEHHBIH (erepanbHbIi
OpraH HMCIOJHUTEJIBHON BIACTH JOKYMEHT WJIHM 3aBEPEHHYIO B YCTAHOBJIICHHOM IIOPSJIKE €ro KOIUIO,
MOJTBEPXKAAIONINE (aKT YHUUTOKEHHS JICKAPCTBEHHBIX CPEACTB.

5. CoOTBeTCTBYIOIIUNA YIMOJIHOMOYEHHBIA (elepabHbIl  OpraH HCIOJHUTENBHON  BIACTH,
NPUHSABLIMKA pelieHre 00 YHHUYTOXCHHH JICKApCTBEHHBIX CPEJCTB, OCYIIECTBISIET KOHTPOJb 33 HX
YHUUTOXKEHUEM.

6. VYHHUUYTOXXEHUE JIEKAPCTBEHHBIX CPEICTB MPOM3BOAMUTCA OpPraHMU3ALMAMH, HMEIOUUMHU
COOTBETCTBYIOLIYIO JIUIIEH3HIO, HA CIIELUAIBHO 000PYI0BaHHBIX IIJIOIIAKAX, HOJUTOHAX U B CIIEUAIBHO
000pYIOBaHHBIX TIOMEIIEHUSAX C COOIIOCHNEM TPeOOBaHMA B OOJIACTH OXpaHbl OKPY)KAIOILIEH Cpenbl B
COOTBETCTBHHM C 3aKOHOAaTeNbcTBOM Poccuiickoit denepaunn.

7. HapkoTruueckue JEKapCTBEHHbBIE CpEACTBA, IICUXOTPOIIHBIE JIEKAPCTBEHHBIE CpPEJCTBA,
panuodapmaneBTHYECKUE  JIEKApCTBEHHbIE  CPEJICTBA  YHUYTOXKAIOTCS B COOTBETCTBUU  C
3aKoHoarenscTBoM Pocculickoit denepanuu.

nasa 12. TOCYAAPCTBEHHOE PEIYJIMPOBAHUE LIEH
HA NNEKAPCTBEHHbBIE NMPENAPATbI Al MEAULUUWHCKOIO NPUMEHEHUA

Cratba 60. N'ocyaapcTBeHHOE perynupoBaHue LeH Ha NeKapCTBeHHble npenaparbl
Ansa MeauLMHCKOro npuMeHeHus

1. TocymapcTBeHHOE peryiupoBaHHE IICH Ha JICKAPCTBEHHBIC TpEnaparbl i METUIIUHCKOTO
MPUMEHEHHS OCYIIECTBIISCTCS TOCPEICTBOM:
(B pen. @enepanpHoro 3akoHa ot 26.03.2020 N 67-D3)
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

1) yrBepxnenus IIpaBurensctBom Poccuiickoit @enepannu nepeyHs: )KU3HEHHO HEOOXOIUMBIX U
BOXHEUIIMX JIEKAPCTBEHHBIX MPENapaToB, KOTOPBIH (GOpMUpYETCS W HE peXe OIHOr0 pasa B TOJ
IIEPECMAaTPUBACTCSI B YCTAHOBICHHOM UM IOPSJIKE HAa OCHOBE KOMIUIEKCHOM OLIEHKH JIEKApCTBEHHBIX
IpernaparoB, BKJIOYas aHAU3 CBEICHHH O CpPaBHUTEIBHOW KIMHWYECKOH dddekTuBHOCTH W
0€30IIaCHOCTH  JIEKAPCTBEHHOI'O  CPEJCTBA, OLIGHKY SKOHOMHYECKUX MOCIEICTBUM NpUMEHEHHUs
JIEKAPCTBEHHOI'0 CPEACTBA M U3Y4YCHHUE JOIOIHUTENIBHBIX IOCIEACTBUNA IPUMEHEHHUs JIEKAPCTBEHHOIO
CPEICTBa;

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 13.07.2020 N 206-D3)

2) yTBEepXKACHHUS METOJUKH pacueTa TMpeAeNbHbIX OTIYCKHBIX II€H MPOU3BOJAUTENEH Ha
JIEKApCTBEHHBIC TMperapaThl, BKJIIOYEHHBIE B TMEPEYCHb KU3HEHHO HEOOXOIUMBIX M BaKHEHIIMX
JIEKapCTBEHHBIX MPENapaToB, a TaKKE BHEIPEHUS MEXaHU3MOB (DOPMUPOBAHMS CUCTEMbI peepeHTHBIX
LICH;

(B pen. denepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 06.06.2019 N 134-D3)

3) TOCYHapCTBEHHOH perucTpami MpeAeibHBIX OTIYCKHBIX IIEH TPOU3BOJUTENCH Ha
JICKApCTBEHHBIC IpENaparbl, BKIIOYCHHbIC B TIEPEYCHb JKU3HEHHO HEOOXOIUMBIX M BaKHEHIIMX
JICKapCTBCHHBIX MPENIapaTOB;

(B pen. ®enepanbHoro 3akona ot 06.06.2019 N 134-03)

4) BeneHUs TOCYJApCTBEHHOIO pEECTpa IMpPEAETbHBIX OTIYCKHBIX ILIEH IPOU3BOJIUTENIEH Ha
JIEKapCTBEHHbIE IIpenaparhbl, BKIIOYEHHbIE B IIEPEYEHb JKU3HEHHO HEOOXOIMMBIX M BaKHEHIIMX
JIEKAPCTBEHHBIX IIPENApPaTOB;

5) yTBEepKIEHHMs METOAMKH YCTaHOBJEHHS OpraHaMyd MCIIOJHUTEIbHONM BIAcTH CyOBEKTOB
Poccuiickoit ®enepanuu TpeAeNbHBIX Pa3MEPOB  OINTOBBIX HAA0ABOK H NPEACTbHBIX Pa3MEpOB
PO3HMYHBIX HaA0aBOK K (AKTMYECKUM OTIYCKHBIM II€HaM, YCTAHOBJEHHBIM IPOU3BOIUTEISIMHU
JIEKAPCTBEHHBIX IIPENapaToB, Ha JIEKAPCTBEHHBIE IIpENaparhl, BKJIIOUEHHBIE B IIEPEYECHb JKU3HEHHO
HEOOXO/IMMBIX U BaXKHEHIINX JIEKAPCTBEHHBIX MIPENapaToB;

6) YCTaHOBJICHUS MPENCIbHBIX PA3MEPOB ONTOBBIX HA0ABOK M MPEACTHHBIX Pa3MEPOB PO3HUIHBIX
Ha70aBOK K (PaKTHUECKHM OTIYCKHBIM II€HaM, YCTaHOBJIEHHBIM MPOM3BOAMUTEISIMU JIEKAPCTBEHHBIX
MpermapaToB, Ha JICKAPCTBCHHBIC IpENapaThl, BKIIOYCHHBIC B IEPEUYCHb >KHU3HEHHO HEOOXOIMMBIX M
BAKHEHIIMX JIEKAPCTBEHHBIX IIPENApaTOB;

7) yTBepXKACHHUS TOPSAKA BBIIAYM MPEANUCAHUN OpraHaM HCIOJTHHUTEIBHOW BIIACTU CYOBEKTOB
Poccuiickoit deneparuy 0 NpUBEICHUU B COOTBETCTBUE C 3aKOHOAATENLCTBOM Poccuiickoit denepanuu
peuieHnid 00 yCTaHOBJICHHH TIPEICIBHBIX pPa3MEPOB ONTOBBIX HAJA0AaBOK M TPEICIBHBIX pPa3MEpPOB
PO3HUYHBIX Hag0aBOK K (DaKTUYECKUM OTIYCKHBIM II€HaM, YCTaHOBIEHHBIM IPOU3BOIUTEISIMHU
JICKapCTBEHHBIX IPENApPAaTOB, HA JIEKAPCTBEHHBIE NPENapaThbl, BKIIOYEHHBIE B IMEPEUYECHb >KU3HEHHO
HEOOXOMUMBIX M Ba)XHEHMIIMX JICKAPCTBEHHBIX MPENapaToB, €CIM OHU TMPUHATHI C HAPYHICHUEM
3akoHonarenscTBa Poccuiickon denepanuu, B nopsjke, ycraHoBileHHOM [IpaBurensctBom Pocculickon
Oenepannu;

8) HampaBJIeHHs YIOJHOMOYEHHBIM (efepalbHbIM OPraHOM HCIHOJHUTEIBHON BIACTH OpraHam
UCIIOJHUTENIBHOM Biactu cyObekToB Poccuiickoit @enepanuu npeanucaHuil o IpUBEJCHUU B
COOTBETCTBHE €  3aKoHoAarenbcTBOM  Poccuiickoir  denepauuu NOPHUHATBIX € HAPYLICHUEM
3akoHojarenbcTBa Poceuiickoil denepanyy pemeHunii 00 yCTaHOBIEHUH NPEAeIbHBIX pa3MEpOB ONTOBBIX
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

Ha,[[6aBOK U IPCACIbHBIX PasMCPOB PO3HUYHBIX Ha,I[6aBOK K IOCHaM Ha JICKApCTBCHHBLIC IIpCIIaparhl,
BKJIFOYCHHBIC B IICPCUYCHDb )KU3HCHHO HGO6XOI[I/IMI)IX 1 BAXKHCUIIINX JICKAPCTBCHHLIX ITPCIIapaTOB;

9) ocyuiecTBieHus QenepalbHOT0 rOCy1apCTBEHHOT0 Haa30pa B cepe oOpaleH s JIeKapCTBEHHBIX
CPEACTB M PETMOHAIBHOIO TOCYAAapCTBEHHOTO KOHTPOJIA 332 NPUMEHEHUEM LIEH Ha JIEKAPCTBEHHBIE
IpernapaTbl COOTBETCTBEHHO YIMOJIHOMOYEHHBIMU (peIepaIbHBIMU OpraHaMH HCIIOJIHUTENBHON BIIACTH U
opraHaMu HUCIIOJIHUTEJIbHOW BiacTU cyObekToB Poccuiickoit denepanuii COriiacHO UX KOMIIETCHIIMHM B
nopsiike, ycranopiaeHHoM [IpaButensctBom Poccuiickoit @enepanny;

(n. 9 B pen. @enepanbHoro 3akoHa ot 25.06.2012 N 93-D3)

10) mnpuMeHeHUWs TPEeIyCMOTPEHHBIX 3aKOHOAaTenbcTBOM  Poccuiickoit  ®denepanuu  mep
OTBETCTBEHHOCTH 3a HApYIICHHWE TMOpSAKa IIeHOOOpa30BaHMs Ha JIEKapCTBEHHBIC IPENapathl,
BKJIFOUCHHBIE B IIEPEYCHB )KU3HEHHO HEOOXOAMMBIX U BaKHEUIINX JIEKAPCTBEHHBIX MPETIapaToB.

(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

2. B ycnoBusaxX 4pe3BblYaliHOW cUTyalluu U (WJIM) IPU BOZHUKHOBEHHMH YTPO3bl PaclpOCTpaHEHHS
3a00JIeBaHUs, TPEACTABISIONIETO OMACHOCTh ISl OKPY)KAIOIINX, a TaKKe B Clydae, €cli B TEUCHHE
TPUALIATU KaJEeHIApHbIX OHEH nocine npussatus [IpaButensctBoM Poccuiickoit denepauuu pemeHus o
IIPOBEACHUM MOHUTOPUHIA PO3HUYHBIX LIEH HA JICKAPCTBEHHBIE NIpENapaThl, HE BKIIOUYEHHBIE B IIEPEYCHb
KM3HEHHO HEOOXOAMMBIX M Ba)KHEHIINX JICKApCTBEHHBIX IIPENapaTroB, HAa TEPPUTOPUSIX CYyOBEKTOB
Pocculickoit @enepanyu BbIABICH POCT PO3HUYHBIX LIEH HA yYKa3aHHbBIC JICKAPCTBEHHBIE MpENapaThl Ha
TpUILATh IPOLEHTOB U Ooiee, [IpaBurenscTBo Poccuiickoii denepanuu BipaBe yCTaHOBUTH IpeeIbHbIC
OTIIYCKHBIE LI€HBI NPOM3BOJAUTENIEH Ha YKa3aHHbBIC JICKAPCTBEHHBIE IIpenaparsl, MPEIEIbHbIE pa3Mepbl
OITOBBIX HAJ0ABOK M MpeAebHbIE Pa3Mepbl PO3HUYHBIX HAl0aBOK K (PAKTUYECKHM OTIYCKHBIM II€HaM
IIPOU3BOJUTENIEN HA YKA3aHHBIE JICKAPCTBEHHBIE IIpenaparsl. llepedeHs J1IeKkapCTBEHHBIX IIPENaparoB, HE
BKJIFOYEHHBIX B IE€PEYEHb >KU3HEHHO HEOOXOAMMBIX M Ba)KHEHIIMX JIEKapCTBEHHBIX IMpenapaTroB, U
nopsiiok ero popmupoBanus onpexaenstorcs [IpaBurensctBom Poccuiickoit dexepanuu.

(dacth 2 BBeneHa denepabHbIM 3aKOHOM OT 26.03.2020 N 67-D3)

3. B TeueHue neBAHOCTa KaJeHAAPHBIX JHEHN co nHA yTBepxkiaeHus [IpaButenbctBoM Poccuiickoit
@denepanyy nepeyHs, yKa3aHHOIO B YaCTH 2 HACTOSALIEH CTaTbH, HE JIOIYCKAIOTCS peal3alysl U OTIIyCK
BKJIFOUEHHBIX B HETrO JIEKAPCTBEHHBIX MpENapaTroB IO I€HaM, IPEBBIIIAIOIIUM IpPEeiIbHbIE OTIYCKHbIE
LIEHbl IPOU3BOJAUTENICH Ha YKa3aHHbIE JIEKAPCTBEHHBIC IIPENapaTsl, MPEACIbHBIE pa3Mepbl ONTOBBIX
Ha70aBOK M IIpeleibHbIE pa3Mepbl PO3HUYHBIX HAA0aBOK K (PAKTUUYECKHMM OTIIYCKHBIM LI€HaM
IPOU3BOUTENEH Ha yKa3aHHbIE JIEKAPCTBEHHBIE IIperaparbl C Yy4eTOM Hajora Ha J00aBJIEHHYIO
CTOMMOCTb.

(uacts 3 BBenena denepanbHbiM 3aKk0HOM 0T 26.03.2020 N 67-D3)

KoncynsrantlIntoc: npumeyanue.
3apeructpupoBanasie 10 07.06.2019 mnpenenpHble OTMYCKHBIE IIEHBI TMOJIEKAT O00sS3aTEIBHON
nepepeructpanuu B 2019 - 2020 rogax B coorBeTcTBUU €O CT. 2 @3 0T 06.06.2019 N 134-D3.

Cratba 61. locymapcTBeHHasi perucTtpauua UM nepeperucTpaums npepenbHbIX
OTNYCKHbIX LEeH npou3BoAUTENnen Ha JrekapCcTBeHHble MnpenapaTtbl, BKMIOYEHHble B
nepeyvyeHb XXU3HEHHO HEOOXOAUMbIX U BaXKHEMLUUX NeKapCTBEHHbIX NpenapaToB

(B pea. @enepanbHoro 3akoHa ot 06.06.2019 N 134-D3)
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

1. TlpenenbHas OTIYCKHAs IICHA TPOM3BOJIUTENS Ha JICKAPCTBEHHBIN Iperapar, BKIKOUYCHHBIA B
MepeUeHb JKU3HEHHO HEOOXOAMMBIX W  BaXHEHINIWX JICKAPCTBEHHBIX IPENapaToB, MOJJICKHUT
rOCYJapCTBEHHON PErHCTpalliu B TIOPsIZIKe, ycTaHOBJICHHOM [IpaButenscTBoM Poccuiickoii denepanumy,
Ha OCHOBAaHWM MPEACTABICHHOTO B YIOJHOMOYCHHBIH (efepanibHBIi OPraH HCIOJHUTEIBHON BIIACTH
3asBIICHHS JICPXKATENS WM BIIAJCIbIla PETUCTPAIIMOHHOTO YJOCTOBEPEHHS JICKAPCTBEHHOTO Ipernapara
(YITOJTHOMOYEHHOTO UM JIHIIQ).

2. 3aperucTpupoBaHHas MpejaeabHas OTIIYCKHas 1IeHa IPOM3BOANUTEISI Ha JIEKapCTBEHHBIH Npenapar,
BKJIIOUYCHHBIN B MNEpCUYCHb )KU3HCHHO HGO6XOI[I/IMBIX 1 BaXXHEHUIITNX JICKApPCTBCHHBIX ITPCIIapaToB, MOXKET
OBITH TEPEeperucTpUpoBaHa B CTOPOHY YBEJIWYEHHsS OAMH pa3 B KAJICHIAPHOM TOAy Ha OCHOBaHUU
MPEJCTaBICHHOTO B YIOJHOMOYEHHBIH (helepaibHblii OpraH HCIOJHUTEIBHOW BIAacTH 10 1 OKTAOpS
KaXJIOT0 TOAa 3asBICHUS JepKareis WIM  BiaAeiblia PErHCTPAllMOHHOTO  YIOCTOBEPEHUS
JIEKapCTBEHHOI'0 Ipernaparta (yInoJIHOMOUYEHHOT0 UM JIULIA).

3. 3aperucTpupoBaHHas NpeseabHast OTIICKHAs 1IeHa IPOM3BOANUTEINS Ha JIEKApCTBEHHBIH Npenapar,
BKJIFOYCHHBIH B MEPEUYCHb KU3HEHHO HEOOXOIUMBIX M BXHEWIIHNX JICKAPCTBEHHBIX IPENapaToB, MOXKET
OBbITh NEpPEPErucTpUpOBaHa B CTOPOHY CHHMIKEHMSI Ha OCHOBAaHHMM IIPEJCTABJICHHOIO B YIIOJHOMOYEHHBIN
(benepanbHBI OpraH MCIOJHUTEIBFHON BIACTH 3asBJICHUS JEPKATENs WIN BIIAICIbIIa PErHCTPALMOHHOTO
yJI0CTOBEPEHHs JICKApPCTBEHHOI'0 Npenapara (YIHOoJIHOMOUYEHHOIO UM JIMIIA).

4. Jlepxatenb WM BIaJeNel] PErHCTPAllMOHHOTO YJIOCTOBEPEHHS JIEKApCTBEHHOIO Ipenapara
(YNOJIHOMOYEHHOE UM JIMLO) O00s3aH TNPEACTaBUTh B YIOJIHOMOYEHHBIM QenepanbHbli  Oprax
WCIIOJIHUTEJIBHOM BIIACTH 3asIBIIEHUE O MEPEPEruCTpalluy 3aperuCTPUPOBAHHOMN MpeNeIbHOW OTIYCKHOM
LIEHBI TPOU3BOANTEIIS Ha JIEKAPCTBEHHBIN NpenapaT, BKIOYEHHBIH B NEPEYeHb )KU3HEHHO HEOOXOIUMBIX
U Ba)XHEWIUX JIEKAPCTBEHHBIX IIPENapaToB, B CTOPOHY CHUKEHMS B CIEAYIOLIUX CIIydasiX:

1) cHMKeHue LIeHbl B MHOCTPAHHOM BaJIOTE HA JIEKAPCTBEHHBIN IIpenapar B CTpaHe IPOU3BOIUTENS
u (W) B cTpaHax, B KOTOpBIX JIEKAPCTBEHHBIN Ipernapar 3aperucTpupoBaH M (WIM) B KOTOpbIE
MIOCTABJISIETCS IPOU3BOJUTEIIEM;

2) CHWKCHHE IIeH Ha pedepeHTHBIC JICKAPCTBCHHBIC MpEraparbl B COOTBETCTBHHM C ITYHKTOM |
HAcToOAlIeH dYacTu (A7 COOTBETCTBYIOIIMX BOCIPOU3BEACHHBIX, OHMOAHANOTOBBIX (OMOIMOIOOHBIX)
JICKapCTBCHHBIX MPETIapaTOB);

3) mpeBbllIEHUE MPEECIbHOW OTIYCKHOM IIeHbl Ha IMEpBbI BOCHPOM3BEACHHBIN, OMOaHAIOrOBBIH
(Omormo100HBIN) JIEKAPCTBEHHBIN IMpernapaT MHOCTPAHHOTO MPOHM3BOJCTBA HAJ| MPEICTbHOU OTITYCKHON
LIEHOM MPOU3BOIUTENS HA BTOPOM BOCIPOM3BEACHHBIN, OM0aHAIOroBbIi (0MO00100HBIH) JIeKapCTBEHHBIN
rpenapar, pacCUUTaHHOW B COOTBETCTBUHM C METOAMKOM, yTBepxkacHHOW IIpaBurensctBoM Pocculickoin
®Oenepanuu;

4) mpeBbIIIEHUE TPENETbHON OTIMYCKHOW LEHBl Ha TEPBBIH BOCIPOW3BEICHHBIN, OMOAHAIOTOBBII
(OmorooOHBINM) JIEKAPCTBEHHBIM Ipernapar IMpPOU3BOAMTENS TrocynapcTBa - wieHa EBpa3suiickoro
SKOHOMHYECKOTO COK03a HaJ IPEACIbHONM  OTIYCKHOM ILIEHOM IIPOMU3BOAMTENS HA  BTOPOM
BOCIIPOU3BE/ICHHbIN, OnOaHaNoroBelii (OMONOJOOHBIN) JIeKapCTBEHHBIM Mpernapar I[POU3BOAUTEIIS
rocygapcrsa - wWieHa EBpa3HiiCKOrO0 3KOHOMMYECKOIO CO03a, PAaCCYUTAHHOM B COOTBETCTBUHU C
METOANKOH, yTBepxkAeHHOH [IpaBuTensctBom Poccuiickoit @enepanunn.

5. Ilopsnok nepeperucrpanuy 3aperuCTpUPOBAHHBIX IPEIEIbHBIX OTIIYCKHBIX LIEH IIPOU3BOAUTENECH
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

Ha JICKapCTBEHHBIC IIperaparbl, BKIIOUCHHBIE B IEPCUYCHb >KU3HEHHO HEOOXOIWMBIX M BaKHEHIIIHMX
JIEKApCTBEHHBIX TPENaparoB, B CIydasX, MNPEAyCMOTPEHHBIX 4YacTsMU 2 - 4 HACTOAIIEH CTaThH,
ycranaBiuBaercs [IpaBurensctBom Poccuniickoit denepanuu.

6. DKOHOMMYECKUN aHaJIu3 MPEJEIbHON OTIYCKHOM LIEHbl MPOU3BOAUTENS Ha JIEKapCTBEHHBIM
mpernapaTr, BKJIIOUEHHBI B TIEpeYeHb >KU3HEHHO HEOOXOAMMBIX U BaKHEHIIMX JIEKAPCTBEHHBIX
IpernaparoB, IpPH €€ TOCYAApCTBEHHON PpETrUCTpalyl WU TEPePEerucTpaldil  OCYIIECTBISETCS
dbenepanbHBIM OPraHOM HWCIHOJHUTENBHON BIACTH, OCYIIECTBISIONUM (YHKUUU 1O MPUHATHIO
HOPMATHUBHBIX TIIPAaBOBBIX AaKTOB M KOHTPOJIO 3a COONIONEHHEM 3aKOHOJaTelnbcTBa B cdepe
roCy/1apCTBEHHOT'O PEeryIupoBaHus 1ieH (TapuoB) Ha TOBapHI (YCIyTH).

7. Pacuer mpenenbHBIX OTIYCKHBIX ILI€H, YKa3aHHBIX B YacTsaX | M 2 HACTOSIIEW CTaTbH, MPU HX
rocyJapCTBEHHON PErucTpallyd WM MEPEPErucTpaluu OCYIIECTBISETCS B COOTBETCTBUM C METOJUKOM,
yrBepxkacHHou [IpaBurensctBoM Pocceniickoit denepanuy U yYUTHIBAKOIIEH B TOM YHUCIIE:

1) cobmronenue OanaHca MHTEPECOB MOTPEOUTENEH JIEKAPCTBEHHBIX IMPENaparoB, BKIIOUYCHHBIX B
MEePEUYCHb XU3HECHHO HEOOXOJMMBIX W BAXKHEHIIMX JIEKAPCTBEHHBIX MPENapaToB, W IMPOU3BOJUTEICH
JIEKapCTBEHHBIX IMIPENapaToB, BKJIIOYEHHBIX B IE€PEUEHb >KU3HEHHO HEOOXOMUMBIX U Ba)KHEUIINX
JIEKApCTBEHHBIX PEMapaToB;

2) gaxTuUecKyro OTIYCKHYIO IIEHY Ha JIeKapCTBEHHBIE mpemnaparsl B Poccuiickoit @enepanuy, eHy
BBO3a JIEKApCTBEHHBIX IpenapaToB B Poccuiickyro @epepanuro, a Takke LEHbl Ha AaHAJIOTWYHbIC
JIeKapCTBEHHbIE Mpernaparthl, Haxosuecs B oopamiennn B Poccuiickoit denepanuu;

3) 3arpaThl NPOU3BOJAUTENS JIEKAPCTBEHHOIO Iperapara Ha IPOU3BOJACTBO U PEATU3ALUIO
JIEKapCTBEHHOT'O Ipernapara;

4) neHy Ha JE€KapCTBEHHbIN Ipenapar, ero IeHy B CTpaHe MPOU3BOJUTEINS U B CTPAHAX, B KOTOPBIX
JIEKapCTBEHHBIN Mpernapar 3aperucTpupoBaH U (UIM) B KOTOPBIE MOCTABIISAETCS TPOU3BOIUTEIIEM.

8. He momyckaroTcst peanu3anusi U OTIYCK JIEKapCTBEHHBIX NPENapaToB, BKIIOYEHHBIX B MEPEUYCHb
KM3HEHHO HEOOXOJMMBIX M BaXXHEHWIIMX JIEKAPCTBEHHBIX IPENaparoB, HA KOTOPbIE MPOU3BOJUTEISIMU
JIEKAPCTBEHHBIX IIPENapaToB HE 3aperuCTpUpOBaHa MpeleibHas OTIYCKHas II€Ha, pealn3anus
[IPOU3BOJUTENIAMU JICKAPCTBEHHBIX IIPENApaToB IO LI€HAM, IPEBBIIIAIOIIMM 3apErUCTPUPOBAHHBIE WIIH
[IEPEPETUCTPUPOBAHHBIE IIPEACIIBHBIC OTITYCKHBIEC LIEHBI HA JIEKAPCTBEHHBIC IIPENapaTsl C y4€TOM Hajora
Ha J100aBJIEHHYIO CTOUMOCTb.

9. Oco0eHHOCTH TOCYITApPCTBEHHOT'O PETYIUPOBAHUS MPEIETbHBIX OTITYCKHBIX 1IEH MPOU3BOAUTENECH
Ha JICKapCTBEHHBIC IIpernaparbl, BKIIOUCHHBIE B IEPEUYCHb >KU3HEHHO HEOOXOIWMBIX M BaKHEHIIIHMX
JIEKAPCTBEHHBIX IIPENapaToB, B 3aBUCUMOCTH OT 3KOHOMMYECKMX M (WJIM) COIMAIBHBIX KpPUTEPHUEB
(M3MeHEeHHe YCIOBUM, MOPAIKA U CTOMMOCTH IPOU3BOCTBA JIEKAPCTBEHHBIX IIPENapaToB, UCIOIb30BaHNE
HOBBIX ()OpM, METOJOB U CIOCOOOB TOCYJApPCTBEHHOTO pEryJUpPOBaHUSA II€H Ha JIEKAPCTBEHHBIE
rpenaparsl, B TOM YHCJIE HA OCHOBE MEXaHHM3Ma pedepeHTHOro IIeHOOOpa30BaHUsl, M3MEHECHUH MOPsIKa
OKa3aHUs MEAMIIMHCKOW MOMOIIM, ¥ UHBbIE U3MEHEHHS) ycTaHaBnuBaroTcs [IpaButenscTBoM Poccuiickoi
Oenepanuu.

Cratba 62. [locypapCTBeHHbIM peecTp npeAenbHbIX  OTNYCKHbIX  LeH
npousBoauTesien Ha fieKapcTBeHHble npenapaTbl, BKIIIOYEHHble B Nnepe4vyeHb XU3HEHHO
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

HeobXoaUMbIX N BaXXHEeMLUMX JIeKapCTBeHHbIX npenapatoB

1. 3aperucTpupoBaHHbIE WM [EPEPErHCTPUPOBAHHBIE  MpEICNbHbIE  OTIYCKHBIE  ILIEHBI
HpOI/I?;BOZ[I/ITeJ'Ieﬁ Ha JICKApCTBCHHBLIC IIPCIapaThbl, BKIIIOYCHHBIC B NCPCUCHDb KU3HCHHO HGO6XOI[I/IMBIX n
BRXHEUIIMX JICKAPCTBEHHBIX IPEMapaTroB, TIOJJIC)KAT BKIIOUCHHIO B TOCYJApCTBEHHBIA peecTp
MMpEAC/IbHBIX OTITYCKHBIX LICH HpOH?;BOZ[I/ITeJIeﬁ Ha JICKapCTBCHHBLIC IMPEIIapaThbl, BKIITOYCHHBIC B IICPCUCHDb
KU3HCHHO HEOOXOAMMBIX M BaKHEHUIITHNX JIEKAPCTBEHHBIX MPEIIapaToB.

(B pen. @enepansroro 3akoHa ot 06.06.2019 N 134-D3)

2. T'ocynapcTBEeHHBII peecTp MPEeAeTbHBIX OTHYCKHBIX I[€H MPOU3BOAUTENEH Ha JIEKapCTBEHHBIE
mpermapaTel, BKIIOYCHHBIC B TIEPEUCHb JKU3HCHHO HEOOXOAMMBIX M BAXKHEHIIMX JIEKAPCTBEHHBIX
MpernapaToB, COIEPKUT B cede CIeayIoUTyt0 HHPOPMAIIHIO:

1) HamMeHOBaHUE JeprKaTellsl WIKM BIaJeNiblla PETUCTPAIIMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO
npernapara, HaMMEHOBAaHHME IPOU3BOJIUTENS JICKAPCTBEHHOI'O IIperapaTa, CBEACHUS O PErHCTpaliy
AeprKaTeNsl WIK BIAAENblia PETUCTPAlMOHHOTO YIOCTOBEPEHUS JICKApPCTBEHHOT'O IIpenapaTa, CBEICHUS O
pETHCTpalK TIPOU3BOIUTENS JIEKAPCTBEHHOTO IpenapaTa Uil MEJUIMHCKOTO MPUMEHEHHS B KadeCTBE
HAJIOTOIUIATENbIIMKA B  CTpaHe  perucTpauumud (A  POCCHMCKHX  IOPUAWYECKHX — JIMI[ -
ueHTH(UKAIMOHHBIH HOMep Hanoromnarensiumka (MHH), s MHOCTpaHHBIX IOPHIMYECKHX JIHI -
CTpaHa pErucTpaluy, HAMMEHOBAaHUE PETHCTPUPYIOUIETO OpraHa, pPETHCTPALMOHHBIM HOMEp, KOJ
HaJIOTOIUIATENbIMKA B CTPaHE PErHCTpalMy (MHKOPIOpPALMH) WM €ro aHaJlor), MECTO HaXOXKICHHS
IPOU3BOACTBEHHBIX IUIONIAJIOK, YYaCTBYIOIIMX B IpOIecce MIPOU3BOJCTBA JIEKAPCTBEHHOTO Ipenapara, ¢
yKa3aHUEeM CTaJMH Ipoliecca IPOU3BOJICTBA;

(m. 1 B pea. @enepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

2) HaMMEHOBaHWE JIEKAPCTBEHHOIO Tpenapara (MEXKIyHapOJHOE HENATeHTOBAaHHOEC, WU
TPYNIHPOBOYHOE, UITM XUMUYIECKOE U TOPTOBOC HANMEHOBAHMUS);
(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

3) HOMEep PEerucTPALIOHHOIO YIOCTOBEPEHUS JIEKapCTBEHHOTO TIpernapara;

4) nexapcTBeHHass opMa ¢ yKa3aHUEM JO3UPOBKH JICKAPCTBEHHOTO IMperapara U ero KoJM4ecTBa
BO BTOPUYHOH (ITOTPEOUTEIHLCKOMN) YITAaKOBKE, a TAK)KE KOMILICKTHOCTB;
(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

5) 3aperucTpupoBaHHasI PeACIbHAS OTITYCKHAs IICHA Ha JICKAPCTBEHHBIN Mpernapar B pyoisx;
(B pen. @exnepanbHoro 3akona ot 27.12.2019 N 475-03)

6) naTa u HOMEp INpHKa3a YNOJHOMOYEHHOrO (elepalbHOr0 OpraHa HCIIOJHHUTEIBHONW BIIACTH O
rOCY/IapCTBEHHOM PETHCTPALIH WM MIEPEPEruCTpaliy IpeIebHON OTIYCKHON IIeHbI Ha JIEKapCTBEHHBIN
mpernapar, BKIIOYCHHBIH B TMEPEYCHb >KU3HEHHO HEOOXOIUMBIX U BAXHEWIINX JIEKApPCTBEHHBIX
Ipenaparos;

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 06.06.2019 N 134-D3)

6.1) nata BCTyIJIeHHUs B CUJIy IPUKa3a YIOJHOMOYEHHOIrO (eiepaJbHOro opraHa UCHOIHUTEIbHOM
BJIACTU O TOCYJAPCTBEHHOW PpEruCTPAlMM WIH IIEPEPETUCTPALUNA TPEAEIbHON OTIIYCKHON ILIEHBI
IIPOM3BOJIUTENS HA JIEKAPCTBEHHBIN Ipenapar, BKIIOUEHHBIH B IepedyeHb >KU3HEHHO HEOOXOAMMBIX U
BAKHEHIIINX JICKAPCTBEHHBIX IIPENapaTos;
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

(m. 6.1 BBenen denepanbHbiM 3aK0HOM OT 06.06.2019 N 134-D3)

7) WTPUXOBOM KOJI, HAHECEHHBI Ha BTOPUYHYIO (IIOTPEOUTENHCKYIO0) YIIAKOBKY JIEKAPCTBEHHOTO
npemnapara;
(n. 7 BBennen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

8) KOJ JEeKapCTBEHHOTO Ipernapara MO0 aHATOMO-TEPaneBTHUYECKO-XMMHUUYECKON KiacCH(pUKaluy,
PEKOMEHI0BaHHOM BceMupHOM opranu3anuei 34paBoOXpaHeHUs.
(. 8 BBeneH DenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

3. T'ocymapcTBeHHasi perucTpainus WIM TEPEepPEerucTpanus MpPeaeIbHbIX OTIMYCKHBIX II€H Ha
JIEKApCTBEHHBIC TMIperapaThl, BKJIIOUYEHHBIC B IEPEYCHb KU3HCHHO HEOOXOIUMBIX M BaKHEHIIMX
JIEKApCTBEHHBIX IMIpEnapaToB, BEJIEHHWE TOCYJIapCTBEHHOIO peecTpa MPEeAeiabHBIX OTIYCKHBIX IIE€H
MIPOM3BOUTENICH Ha JICKAPCTBEHHBIC IPEMNapaThl, BKIOYECHHBIC B NIEPEUCHb KU3HCHHO HEOOXOJIUMBIX U
BOKHEUILIMX  JICKAPCTBEHHBIX  MPEMaparoB,  OCYIIECTBISAIOTCS B  TOPSAIKE, YCTAaHOBIECHHOM
[IpaBuTenscTBoM Poccuiickoi denepaiiuu.

(B pen. @enepansuoro 3akoHa ot 06.06.2019 N 134-D3)

Cratba 63. YcrtaHoBneHue opraHamMMm WCNOSIHUTENbLHOM BIacTu CyO6BLEKTOB
Poccuinckon ®depepaumn npepenbHbIX pasMepoB ONTOBbIX HaAGaBOK M npeAenbHbIX
pa3mMepoB PO3HUYHbLIX HAAOGaBOK K (hakKTUYECKUMM OTMYCKHbIM LieHaM, YCTaHOBIEHHbIM
npou3BOAUTENAMU JeKapCTBEHHbIX fMpenapaTtoB, Ha JeKapCTBEeHHble npenaparhbl,
BKNIOYEHHbIE B nNepeyvYeHb XU3HEHHO HeoOXOAMMbIX M BaXHEWWUX NeKapCTBEHHbIX
npenapaToB
(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

1. Opranpl UCHOJHUTENIBHON BiAacTH cyObekTOoB Poccuiickoit @Pexnepanuu ycTaHABIUBAIOT
IpeJesbHbIE Pa3Mephl ONTOBBIX HAJ0ABOK U MpeAeIbHbIE pa3Mepbl PO3HUUHBIX HaI0ABOK K (PAKTHUUYECKUM
OTITYCKHBIM IIeHaM (0e3 y4yeTa Hajora Ha JOOaBICHHYI0 CTOMMOCTD), YCTAHOBJICHHBIM IPOU3BOIUTEISIMA
JIEKapCTBEHHBIX IIPENapaToB, Ha JIEKAPCTBEHHBIC IpPENaparbl, BKIIOYEHHBIE B IIEPEUEHb KU3HEHHO
HEOOXOMMBIX U BOXHEWUIIHNX JICKAPCTBEHHBIX IPENapaToB, B COOTBETCTBUH C YTBEPKIACHHOU B MOPSIKE,
ycraHoBieHHOM IIpaBurensctBom Poccuiickoii ®Penepanuu, METOAMKOW YCTAHOBJICHHMS OpraHaMu
HCIIOJIHUTEJIbHOM BiacTu cyObekToB Poccuiickoit denepanuu npeneinbHbIX pa3MEPOB ONTOBBIX Ha10aBOK
U IpeleNbHBIX Pa3MEpPOB PO3HUYHBIX HAJ0AaBOK K (PaKTMUECKUM OTIIYCKHBIM II€HaM, YCTaHOBJIEHHBIM
IIPOM3BOJUTENIIMUA JIEKAPCTBEHHBIX IIPENapaToB, Ha JIEKAPCTBEHHbIE IIpernapaThl, BKJIIOYEHHBIE B
NepevyeHb XU3HEHHO HEOOXOIMMBIX M Ba)KHEHIIMX JICKApCTBEHHBIX IpenaparoB. [IpoekTel perieHuit
OpPTraHOB HCIIOJHHUTEIBHON BiIAacTH CcyObekToB Poccuiickoli ®Penepanuu 00 YCTaHOBICHHH W (W)
M3MEHEHMH TpeJIeNIbHBIX Pa3MepOB ONTOBBIX HAJ0ABOK U MPENENbHBIX pa3MEPOB PO3HUYHBIX HaJA0aBOK K
(haKTHYECKUM OTIYCKHBIM II€HaM, YCTaHOBJICHHBIM IPOW3BOAMTEIISIMU JIEKAPCTBEHHBIX MpPENapaToB, Ha
JIEKapCTBEHHbIE IIpenaparhbl, BKIIOYEHHbIE B IEpEYEHb JKU3HEHHO HEOOXOIMMBIX M BaKHEHIIMX
JICKApCTBEHHBIX MPENaparoB, MOMJIEKAT COTJIACOBAHUIO C YIOJHOMOYEHHBIM (hefepalbHbIM OpraHOM
UCIIOJHUTEJIBHOM BJACTH, OCYIIECTBISIOIINM (YHKLIUHU 1O MPUHATHIO HOPMATUBHBIX IPABOBBIX aKTOB U
KOHTPOJIIO 3a COOJIIOZCHHEM 3aKOHOAATEeNbCTBA B Cdepe TOCyJapCTBEHHOTO pEryJupOBAaHUS IIEH
(TapudoB) Ha TOBapskI (ycayru), B mopsike, ycranoBieHHoM IIpaButensctBoM Poccuiickoii denepanum.
(B pen. @enepanbHbix 3aK0HOB OT 13.07.2015 N 241-®3, o1 27.12.2019 N 475-D3)

2. OpFaHI/IBaHI/II/I ONTOBOM TOPTOBJIM JICKAPCTBCHHBIMU CPCACTBAMH, aAIITCUHBLIC OpraHH3aluu,
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

WHIUBUAYalbHbIE MPEANPUHUMATENN, UMEIOUINe IUIEH3UI0 Ha (apMaleBTUYECKYIO AESTeIbHOCTD,
MEIUIMUHCKUE OpraHM3allii, HMEIONINe JHMIEH3WI0 Ha (apManeBTUYECKYIO JEATENbHOCTh, M HX
00oco0ieHHbIe To/Ipa3fenieHuss (aMOynaTopuu, (Genpamepckiue U QenbaIepcKo-aKylepeKiue MyHKTHI,
HEHTpBl (oTHeneHusi) oOmield BpadeOHOW (ceMeiHON) NPAaKTHKH), PACIOJIOKEHHBIE B CEIbCKUX
HACEJICHHBIX MyHKTaX, B KOTOPBIX OTCYTCTBYIOT alTEYHbIC OPraHMU3AIMH, OCYLIECTBIISIIOT peaTn3aluio
JICKApCTBEHHBIX IPEMapaToB, BKJIIOYEHHBIX B MEPEYCHb JKU3HEHHO HEOOXOIMMBIX M Ba)KHEHIIHNX
JIEKapCTBEHHBIX IMpemapaToB, IO Il€HaM, KOTOpbhle (OPMUPYIOTCS B COOTBETCTBHH C TOPSAKOM,
yctanoBieHHBIM [IpaButenscTBoM Poccuiickoit denepanuu, U ypoBeHb KOTOPBIX (0€3 ydeTa Hajora Ha
NOOABJICHHYIO CTOMMOCTb) HE JOJDKEH WpPEBBIIATh CyMMY (aKTUYECKOW OTIYCKHOM IEHBI,
YCTaHOBJICHHOW MPOU3BOJUTENIEM JIEKAPCTBEHHOI'O IpernapaTa, He MPEBbIIAONIEH 3aperucTpUpOBaHHON
WIH TEPeperucTpUpOBaHHON MpeJeNIbHOM OTIMYCKHON LIeHbl MPOW3BOAUTENs (Ha [aTy peaau3alud
JIEKapCTBEHHOI'O Ipenapara I[pPOU3BOAUTENEM), U pa3Mepa ONTOBOM Haab0aBKu M (MiIM) pa3mepa
PO3HUYHON Han0aBKH, HE MPEBBIMIAIOIIUX COOTBETCTBEHHO pa3Mepa IMpeAeibHONM ONTOBOM Hag0aBKU U
(unm) pa3Mepa MpeesbHOM PO3ZHUYHON Haa0aBKH, YCTAaHOBJICHHBIX B cyOBekTe Poccuiickoit denepannn.
(uactsb 2 B pen. @enepanpHoro 3akoHa oT 27.12.2019 N 475-D3)

3. Opranbl UCHOJHUTENBHOM BiacTH cyObekToB Poccuiickoii ®denepauuu pasMelialoT B CETH
"NuTepHer" MHQOPMALUIO O 3aperuCTPUPOBAHHBIX MPEACIIbHBIX OTIYCKHBIX IIEHAaX MPOU3BOJUTENEH Ha
JIEKapCTBEHHbIE IIperaparbl, BKJIIOYEHHbIE B IIE€PEUEHb >KU3HEHHO HEOOXOJUMBIX M Ba)KHEHUIIUX
JIEKapCTBEHHBIX IpernapaTroB, o0 YCTaHOBIEHHbIX B cyObekTe Poccuiickoit ®enepanuu mnpenenbHbIX
pa3Mepax ONTOBBIX HaA0AaBOK W (WJIM) MPEACIBbHBIX pa3Mepax pPO3HHUYHBIX HAI0ABOK K yCTAHOBJICHHBIM
IIPOU3BOJIUTENSAIMU JIEKAPCTBEHHBIX IPENapaToB (aKTUYECKUM OTIYCKHBIM II€HAM Ha JIEKapCTBEHHbIE
npernaparel, BKIIOYEHHBIE B IEPEYCHb KU3HEHHO HEOOXOJAWMBIX M BaXHEHIIMX JIEKApPCTBEHHBIX
IIPENapaToB, a TAaKXKe O CyMME 3aperMCTPUPOBAHHBIX NPEAEIbHBIX OTIIYCKHBIX IIEH MPOM3BOAUTENEH Ha
JIEKapCTBEHHbIE IIperaparbl, BKJIIOYEHHbIE B IE€PEUEHb >KU3HEHHO HEOOXOJUMBIX M Ba)KHEHUIINX
JIEKapCTBEHHbIX IIPENapaToB, YCTAaHOBJIEHHbIX B cyObekre Poccuiickoii ®enepanuu npeneabHbIX
pa3MepoB OINTOBBIX HAaA0ABOK U MPEAETbHBIX pa3MEPOB PO3HUYHBIX HA/I0aBOK M HAJOTa HA JOOABICHHYIO
crouMocTb. MHdopmarus, npeaycMOTpeHHas HacTOsIIed 4YacThlo, JOJDKHA HAaXOJIUThCS TaKkKe B
aNTEeYHBIX OPraHU3alUAX B JOCTYITHOW JUIS BCEX 3aWHTEPECOBAHHBIX JIUI (hopMe U OOHOBIISATHCS IO MEpe
ee pasMeIleHHs OpraHaMu HCIOJIHUTENbHOW BiacTH cyObekToB Poccuiickoit depepauuu B ceTu
"NnTepuer".

(dactb 3 B pen. DeaepanbHoro 3akoHa ot 27.12.2019 N 475-03)

4. Yrparun cuiy ¢ 1 mapta 2020 roxa. - ®enepanbubiii 3akoH oT 27.12.2019 N 475-03.

Masa 13. MOHUTOPUHI 9PDPEKTUBHOCTU U BE3OMNACHOCTHU
NEKAPCTBEHHbIX NMPEMNAPATOB, HAXOOALWUXCA B O6GPALLEHUA
B POCCUNCKOW ®EOEPALIUK
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

CraTtbsa 64. ®apmakoHaasop
(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. JIekapcTBeHHBIC MTpemapaThl, HaXoasImuecss B oopameHuu B Poccuiickoit denepanuu, mojiexar
MOHHUTOPUHTY 3((EKTUBHOCTH U OE30MACHOCTH B IENAX BBIABICHUS BO3MOXKHBIX HETATUBHBIX
MOCJEICTBUI UX NPUMEHEHUS, UHIAUBUIYAIbHOW HENEPEHOCUMOCTH, MPEAYyHPEKICHUS MEAUIUHCKHUX
pabOTHUKOB, CHEIHAIUCTOB B O0OJACTH BETCPUHAPHUH, MAIMCHTOB WIIM BIAJCIBIEB JKUBOTHBIX M HX
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

3alUThI OT IPUMEHEHHSI TAKUX JICKAPCTBEHHBIX MpEnapaToB.
(B pen. @enepansroro 3akoHa ot 02.08.2019 N 297-D3)

2. @apmMakoHaA30p OCYUIECTBISIETCS COOTBETCTBYIOIIMM YIMOJIHOMOYEHHBIM  (eepalbHbIM
OpPraHOM HCIOJIHUTEIBHOM BJIACTH B YCTAHOBJIECHHOM WM TMOPSAKE IMyTEM AaHAIW3a MPEIOCTABISIEMON
cyObeKkTaMu  OOpalleHus JEKapCTBEHHBIX CpeICcTB HMHPOpMAMd O TMOOOYHBIX  JIEHCTBUSX,
HEKEJIATEJIbHBIX PEAKIUAX, CEPhE3HBIX HEXKEJATEIbHBIX PEAKUUIX, HENPEIBUACHHBIX HEXEIATEIbHBIX
peakuusx Mpu NPUMEHEHUU JIEKapCTBEHHBIX IIPernapaToB, 00 HWHIMBUAYaJIbHOW HENEPEeHOCUMOCTH,
oTCcyTCTBHH 3P (EKTHUBHOCTH JICKAPCTBEHHBIX MPENapaToB, a Takke 00 WHBIX (pakTax u 0OCTOATEIHCTBAX,
MPEJICTABISIONINX YIPO3y JKU3HM WM 3J0pPOBBIO 4YeloBeKa JHUOO KUBOTHOTO MpU MPUMEHEHUU
JICKapCTBCHHBIX MPENapaToB W BHIABICHHBIX HA BCEX dTamax OOpalleHUs JIEKaPCTBCHHBIX MPENapaTroB B
Poccuiickoit denepanyiu 1 Ipyrux rocy1apcrBax.

3. CyOBeKThl 00pallleHus JIKAPCTBEHHBIX CPEACTB B MOPSIKE, YCTAHOBICHHOM YIOJHOMOYEHHBIM
denepaabHBIM  OPraHOM  KCIIOJIHUTEIBHOW  BJAacTH, O0sM3aHbl COOOIIATh B YIOJHOMOYEHHBIN
denepanbHBI OpraH HMCIIOTHUTEIBHOW BJIACTH O TOOOYHBIX JIEHCTBHUSAX, HEXKEIATCIbHBIX PEaKIIHsX,
CEpPBE3HBIX HEXKENATCIbHBIX PEAKIMIX, HENPEIBUICHHBIX HEXKEIAaTeIbHBIX PEaKIUAX MPH MPUMEHCHHU
JICKapCTBCHHBIX IpermapaToB, 00 WHIWBHIYaTbHON HEMEPEHOCUMOCTH, OTCYTCTBUU 3(PPEKTUBHOCTH
JICKApCTBEHHBIX TPENapaToB, a Takke 00 MHBIX (PaKTax W OOCTOSATEIBCTBAX, MPEICTABISIONIUX yrPO3y
KU3HU WIH 3JI0POBBIO YEIOBEKa JIMOO YXUBOTHOTO TPH NMPUMEHEHHUH JIEKAPCTBECHHBIX TMPENapaToB U
BBISIBIICHHBIX Ha BCEX ATanax oOpaleHHs JICKapCTBEHHBIX IpernaparoB B Poccuiickoit denepanuu u
JIPYTHUX TOCYJapCTBAaX.

4. JlepxaTenu WM BIAJENbIbl PErHCTPAIMOHHBIX YJOCTOBEPEHHM JIEKApPCTBEHHBIX IPENapaTos,
IOPUJIMYECKUE JINIIA, HA UMS KOTOPBIX BBIIaHBI pa3pelIeHusl Ha TPOBEICHNE KIMHUYECKUX UCCIICOBAaHUN
B Poccuiickoit ®epepanuu, 1ubO yINOTHOMOYEHHbIE HMH JpyTrUe IOpPUIAMYECKHUE JHIA B paMKax
obecrniedueHrs 0€30MaCHOCTH JICKAPCTBEHHBIX MPENapaToB B MOPSJIKE, YCTAHOBICHHOM COOTBETCTBYIOIUM
YIIOJTHOMOYEHHBIM (heiepaTbHbIM OPraHOM HCIOJTHHUTEIbHOM BJIACTH, OOS3aHBI OCYIIECTBIATH IPHUEM,
yueT, 00pa0OTKy, aHanM3 M XpaHEHHWE IIOCTYMAIIMX B HUX aApec OT CyOBEKTOB OOpalIeHHUs
JIEKapCTBEHHBIX CPEACTB M OPraHOB T'OCYAAPCTBEHHOW BIIACTU COOOIIEHUN O TMOOOUYHBIX IEHCTBHSIX,
HEXEJIaTeIIbHBIX PEaKIMIX, CEPbE3HBIX HEXKEJIATeIbHBIX U HEMPEIBUJICHHBIX HEXEIATeIbHBIX PEaKIMIX
Ipy MNPUMEHEHUH JIEKAPCTBEHHBIX IpernaparoB, 00 OCOOCHHOCTSAX HX B3aHMMOJICHCTBHUS C APYTUMHU
JIEKApCTBEHHBIMU TIperiapaTamMu, WHAWBUAYaJbHONW HENEPEHOCHMMOCTH, a Takke o0 WHBIX (akTax u
OOCTOSITENTLCTBAX, MPEACTABISAIONIUX YIPO3y KH3HU WM 370POBBIO0 YelOBeKa JTUOO YKUBOTHOTO WIIU
BIMAIONIMX HA HW3MEHEHUE OTHOIICHMS OXXHIAeMOW TMOJb3bl K BO3MOXXHOMY PHCKY HPUMEHEHUS
JIEKapCTBEHHBIX MPEMapaToB.

5. Ilpu BbISABICHHHM WHPOPMALUU O CEPHE3HBIX HEKENATEIbHBIX PEAKIHMIX M HENpeIBHICHHBIX
HEXXEJATeNbHbIX PEAKUMSIX MpPU TNPUMEHEHUM JIEKapCTBEHHBIX IpenapaToB, 00 OCOOEHHOCTAX UX
B3aUMOJICICTBUS C JPYrUMH JIEKApCTBEHHBIMM IIpenapaTaMu, WHAWBHUIYaJbHON HENEPEeHOCUMOCTH, a
TakXke 00 MHBIX (QaKTax U 00CTOSTEIbCTBAX, BIMAIOIINX HA U3MEHEHNE OTHOILIECHUS 0KUAAEMOM MOJIB3bI K
BO3MOXKHOMY PpHUCKY MpPUMEHEHHs JIEKapCTBEHHBIX IIPENaparoB, JepXaTelud WM  BIJIAJENIbLIbI
PErUCTPAIlMOHHBIX YAOCTOBEPEHUN JICKApPCTBEHHBIX MpENapaToB, IOPUANYECKUE JIUIA, HA UM KOTOPBIX
BbIIaHbI pa3pellieHus Ha IMPOBEIECHUE KIMHMYECKUX uccienoBaHuil B Poccuiickoit ®@enepanuu, amudo
YIIOJIHOMOYEHHbIE UMM Jpyrue IOpUJIMYEcKUe JMLA O0s3aHbl NPUHATH MEpbl, HalpaBlICHHbIE Ha
YCTpaHEHUE  HETaTUBHBIX  IOCJIEJICTBUM  NPUMEHEHUS  TAaKUX  JIEKapCTBEHHBIX  IIPENaparos,
IpeaynpexaeHue NPUYUHEHHs Bpeaa KU3HU WU 370pPOBBIO YeJIOBEKa JIMOO JKUBOTHOTO, 3alUTY UX OT
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

IPUMEHEHMS TaKUX JIEKapCTBEHHBIX MPEnapaToB, Ha JONOJHUTENbHbIN cOOp TaHHBIX 00 3(PHEKTUBHOCTH
1 0€30MaCHOCTH TaKHX JIEKAPCTBEHHBIX MPETIapaToB.

6. 3a HecooOlIeHNe WIH COKPBITHE WH(OPMALIUU, TPEAYCMOTPEHHOM YacThi0 3 HACTOSIIEH CTaThH,
NepKaTed  WIM  BIAJCNbIBI  PETHCTPALMOHHBIX  yJIOCTOBEPEHUH  JIEKQPCTBEHHBIX IIPENaparoB,
FOPUJIMYECKUE JINIIA, HA UMS KOTOPBIX BBIIaHbI pa3pelIeHUsl Ha IPOBEICHHE KIIMHUYECKUX UCCIIEOBAaHUN
B Poccuiickoii ®Denepanuu, IUOO0 YIOJTHOMOYCHHBIE WMHU JpPyrUe MOPUIUYCCKHE JIMIA, a TaKKe
JOJKHOCTHBIE JIMIIA, KOTOPBIM 3Ta HHQOpMAIMS cTaja HM3BECTHA MO POAY HUX MNpodecCHOHATbHON
JEATEIIbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHU C 3aKOHOAATENLCTBOM Poccuiickon denepanuu.

7. Ilpu MoMy4eHUH YHOJTHOMOYEHHBIM (peliepaibHbIM OPraHOM HCIIOJIHUTEIbHON BJIACTH B paMKax
OCYIIECTBIICHUSI MM (hapMaKOHaI30pa JOKa3aTeIbCTB O HECOOTBETCTBUH JIEKAPCTBEHHOTO IIpemapara
YCTAQHOBJICHHBIM TpPEOOBAaHUSAM WM IpPH NOJIY4YEHUU HH(POpPMALMU O HECOOTBETCTBUM JAHHBIX 00
3G HEKTUBHOCTH U O 0€30MaCHOCTH JEKAPCTBEHHOTO Mperapara JaHHBIM O JICKAPCTBEHHOM Mperapare,
coJiep KaluMcs B MHCTPYKLUH 10 €r0 NMPUMEHEHUIO (B TOM UYHUCIIE BBIBICHHBIX B X0JI€ OCYIIECTBICHUS
(dapMakoHaa30pa KOHTPOJIBHO-HAI30PHBIMUA OpraHaMH WHOCTPAHHBIX TOCYAApPCTB), YIOJHOMOYEHHBIN
(benepanbHbI OpraH MCIOJHUTEIbHON BIACTH B YCTAHOBJIEHHOM UM IOpSJIKE pacCMaTpUBAET BOIIPOC O
IIPUOCTAHOBJIEHUU MPUMEHEHUS TAKOT0 JIEKAPCTBEHHOI'O IIperapara.

CrtaTtbs 65. [lpuocTaHOBNEeHUe NpUMeHeHNA fiekapcTBeHHOro npenapara
(B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

1. IIpu nonyueHun MHPOPMALIUU O HEXENATEIbHBIX PEAKUUAX MPH NPUMEHEHUHU JIEKApCTBEHHOTO
npenapaTa, He yKa3aHHBIX B MHCTPYKIMU IO IPHUMEHEHUIO JIEKAPCTBEHHOr'O IMpernapara, Cepbe3HbIX
HEeXXEJIATeNbHbIX pPEaKLUusAX, 00 OCOOEHHOCTSAX €ro B3aUMOJCHCTBUA C JAPYITMMHU JIEKapCTBEHHBIMU
IpernapaTamu, KOTOpbIE MOTYT MPEACTABIIATh YTPO3Y JKU3HU WM 3/I0POBBIO UeJIOBEKa JINOO )KUBOTHOIO, a
TaKXe O HECOOTBETCTBMM JaHHBIX 00 3((EeKTUBHOCTH M O OE30MACHOCTH JIEKApCTBEHHOI'O Ipenapara
JAHHBIM O JIEKapCTBEHHOM IIpenapaTe, COAEpKaIllUMCcs B UHCTPYKLIMU 110 €0 PUMEHEHHIO0, B TOM YHCIIe
OT YIHOJHOMOYEHHBIX OpPIaHOB MHOCTPAHHBIX TOCYIapcTB, OOMEH KOTOPOH OCYIIECTBIsIEeTCS B
COOTBETCTBHH C COTJIAUICHUSMH MEXAY YIOJHOMOUYEHHBIM (helepaabHbIM OPraHOM HCIOJTHUTEIBHOM
BJIACTU M YIOJHOMOYEHHBIMH OpraHaMU HMHOCTPAHHBIX TOCYAApCTB, YHOJHOMOUYEHHBIN (enepanbHblii
OpraH MCHOJHUTEIbHOM BJIACTHU PAacCMaTPUBAET BOIIPOC O BO3MOYKHOCTU NPUOCTAHOBIICHUS OOpAIECHUS
TAKOT0 JICKApCTBEHHOI'O Ipernapara B IMOPSAIKE, YCTaHOBJIEHHOM YIOJHOMOYEHHBIM (erepaabHbIM
OpPraHOM MCHOJIHUTEIbHOU BIACTH.

2. Ilpu HEUCHOTHEHHH WJIM HEHAAJEKAIIEM HWCIOIHEHUN Jep)KaTels MU WU BladelblaMu
PErUCTPAlIMOHHBIX YAOCTOBEPEHUN JIEKAPCTBEHHBIX IMIPEMapaToB, IOPUIUYECKHMU JUIAMH, HA UM
KOTOPBIX BBIJIaHBI pa3pellieHus] Ha MPOBeIeHNEe KIMHUUECKUX uccaenoBanuii B Poccuiickoit denepanuu,
WJIU YTIOJTHOMOYEHHBIMU UMH JIPYTUMH IOPUIMYECKUMU JTUIIAMU 00S3aHHOCTEH, YCTAaHOBJICHHBIX YaCTsIMU
3 u 4 cratbu 64 Hacrosimiero denepanbHOro 3aKoHa, MO0 B CIy4yasX MPeICTaBICHUS COOTBETCTBYIOLIUM
YIIOJTHOMOYCHHBIM (heJiepabHbIM OPraHOM HCIIOJTHUTEIHLHOW BJIACTH 3aKJITFOYCHUS O HEAOCTOBEPHOCTH
PE3yNbTATOB KIMHUYECKOTO HCCIEA0BaHUs JIEKAPCTBEHHOIO Mpenapara Jisi MEAUIIMHCKOTO TPUMEHEHUS,
KOTOPO€ OCHOBAHO Ha pe3yJbTaTax MPOBEPKH MEIUIIMHCKOW OpraHu3alluy, MPOBOAMBIICH yKa3zaHHOE
KIIMHUYECKOEe MCCIIeZIOBaHNE C HApPYIICHHEM MPaBHII HaAJEKalel KIMHUYECKOW MPAKTHKHU, U MPUBETIO K
MOJIYYCHUIO HEJOCTOBEPHBIX PE3yJbTaTOB, JTUOO B CIIy4ae HEBBITIOJHEHHS TMPEANMCAHUS, BBIJIAHHOTO
YIIOJTHOMOYEHHBIM ~ (pe/iepalibHbIM OpPraHoOM HCIIOJIHUTEIBHOW BJIACTU IO MTOTaM OCYIIECTBIICHUS
BBIOOPOYHOI'O KOHTPOJIS KadecTBa JIEKAPCTBEHHOTO Ipernapara, yIOJTHOMOUYEHHBIH (eaepanbHbIi opran
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HUCIOJHUTEIBHOM BJIACTH B YCTAHOBJICHHOM HM IIOPAAKE pACCMATPUBACT BOIPOC O IMPHUOCTAHOBJIICHUUN
IMPUMCHCHUSA TAKOI'0O JICKAPCTBCHHOI'O ITpCIiapara.

3. YnonHoMoueHHBIH ¢enepanbHbIi OpraH HMCIONMHUTEIBHONW BJIACTU TMPHU MPEACTABICHUH €My
CBEJICHHA O HECOOTBETCTBHHM NIPOU3BOIUTENS JICKAPCTBCHHBIX CPEICTB TPEOOBAHUSAM  IPABUI
HaJJIeXxallel Mpou3BOICTBEHHOM MPAKTUKH U (WJIM) O HAPYIIEHUU JHUIICH3UOHHBIX TpeOOBaHUM, KOTOPHIE
OBUTH BBISIBIICHBI B XOJIC TPOBEACHUS WHCIICKTUPOBAHHS MPOU3BOJIUTEINS JICKAPCTBCHHBIX CPEJICTB HIIU
OCYILIECTBIICHUS JTUIICH3UOHHOTO KOHTPOJISI B c(hepe MPOM3BOJCTBA JIEKAPCTBEHHBIX CPEJICTB M MPUBEIU
WM MOTYT TPHBECTH K MPOU3BOJCTBY JIEKAPCTBEHHBIX MPENapaToB JIsI MEAUIIMHCKOTO MPUMEHEHUS,
MPUYMHUBIINX UM CIIOCOOHBIX MPUYMHUTH BPEJ KU3HH HIIU 3JI0POBBIO TPAKIaH, pacCMaTpUBaET BOIIPOC
O TPHUOCTAHOBJICHWU MPUMEHEHHUS JIEKAPCTBEHHBIX IMPENapaToB ISl MEIUIIMHCKOTO TPUMEHEHUs B
YCTaHOBJICHHOM UM TOPSAKE B CIEAYIOIIUX CIydasK:

1) cocraB u (WiM) TEXHOJOTHS MPOU3BOJCTBA JIEKAPCTBEHHOI'O IpemnapaTta Uil MEIULIUHCKOIO
IpUMEHEHHs (C OMMCAaHUEM CTaJuil NMPOU3BOJACTBA) OTIMYAIOTCS OT 3asBJIECHHBIX B PErHCTPALlMOHHOM
J0ChE;

2) HeKapCTBeHHBIﬁ mnperapar st MCAUOUHCKOIO IIPUMCHCHUS IIPOU3BCACH HaA HpOHSBOI[CTBeHHOﬁ
IIomaake, He YKaBaHHOﬁ B pCruCTpaiiOHHOM JOCHE,

3) Yy MNOpOU3BOAUTEIIA JICKAPCTBCHHBIX CPEACTB OTCYTCTBYHOT JOKYMCHTBI, ITOATBCPIKIAIONINC
COOTBCTCTBHUEC Ka4dC€CTBa JICKAPCTBCHHOI'O IIpfrapara i1 MCAULUHCKOIO HNPUMCHCHHA, BBOJUMOI'O B
Fpa)KI[aHCKI/Iﬁ O60pOT, Tpe6OBaHI/I${M, YCTAHOBJICHHBIM IIpH €TI0 FOCYHapCTBeHHOﬁ perucTpanuu;

4) NpOW3BOAUTENEM JIEKAPCTBEHHBIX CPEICTB B  COIVIACOBAHHBIK C  COOTBETCTBYIOIIUM
YIIOJTHOMOYEHHBIM (hefiepaibHbIM OPTaHOM HCIIOJIHUTENBHON BIACTH CPOK HE yCTpaHEHbI HApyIICHUs
TpeOOBaHUH TPaBHI HAJISKANIEH MPOU3BOJACTBCHHON MPAKTHKU W (WJIHM) JHUIICH3UOHHBIX TPEOOBaHUA,
KOTOpble OBbUIM BBISBICHBI B XOJE€ MPOBEIACHHS HWHCIEKTUPOBAHUS IPOU3BOJUTENS JIEKAPCTBEHHBIX
CPEACTB MM OCYLIECTBICHHS JIMIIEH3NOHHOTO KOHTPOJIS B cpepe MpOU3BOJICTBA JIEKAPCTBEHHBIX CPE/ICTB
U NPUBEIIM WIM MOTYT INPUBECTH K MPOU3BOJCTBY JIEKAPCTBEHHBIX MPENAPATOB JJIsI MEIULIMHCKOTO
MPUMECHCHHS, TPUYUHUBIIHNX WIH CIOCOOHBIX MPUYHHHATH BPEJT )KU3HU WIIN 3I0POBBIO TPaXkK/IaH.

(dacthb 3 BBeneHa denepanbHbIM 3aK0HOM OT 04.06.2018 N 140-D3)

4. YrionHOMOUYEeHHBIN (pesiepalbHblil OpraH UCIOJHUTENBHOM BIaCTU IPU HAJIMYUU Yy HETO CBEIECHUN
O HECOOTBETCTBUHU IPOMU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB TpPeOOBAaHUSAM MpaBW HaAJexallen
MPOU3BOJICTBEHHON MPAKTUKH M (WJIM) O HApPYNICHWH JHLEH3UOHHBIX TpPeOOBaHM, KOTOpPbIE OBLIH
BBISIBJICHBI B XOJI€ IIPOBEICHUS HWHCIEKTUPOBAHUS IIPOU3BOAUTENS JIEKAPCTBEHHBIX CPEICTB WIIU
OCYIIECTBIICHHS JIMIIEH3UOHHOTO KOHTPOJISL B c(hepe MPOU3BOACTBA JICKAPCTBEHHBIX CPEICTB M MPUBEIN
WIM MOTYT IPUBECTH K IPOU3BOJCTBY JIEKAPCTBEHHBIX IPENApaToB [Ulsl BETEPUHAPHOIO NPUMEHEHHS,
MPUYMHUBLINX WM CHOCOOHBIX MPUYMHUTH BPEJ JKU3HM MIIM 3JI0POBBIO JKMBOTHBIX, pacCMaTpUBaeT
BOIIPOC O IIPUOCTAaHOBJIECHUM peaIM3aluM M [NPUMEHEHMs JICKapCTBEHHBIX IpPENapaToB Ui
BETEPUHAPHOT'0 IIPUMEHEHUS B YCTAHOBJICHHOM UM IOPSAJKE B CIEAYIOIMX CIydasx:

1) coctaB u (WiIM) TEXHOJOTHUS MPOU3BOJICTBA JIEKAPCTBEHHOTO Mpernapara Jyisi BETEPUHAPHOTO
MPUMEHEHUs (C ONMUCAaHWUEM CTAJMM MPOU3BOACTBA) OTIMUAIOTCS OT 3asBJIECHHBIX B PETUCTPAIMOHHOM
J0ChE;

2) nexapCTBEHHBIN Mpenapar A BEeTEpUHAPHOTO MPUMEHEHMSI IPOU3BEAECH Ha IIPOU3BOJCTBEHHON

www.consultant.ru Crparnna 128 u3 139
HaJe:KHasl IPpaBOBasl NMOAIEPKKaA


https://login.consultant.ru/link/?req=doc&base=RZR&n=319262&date=06.04.2021&dst=100010&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=191811&date=06.04.2021&dst=100010&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=319262&date=06.04.2021&dst=100010&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=299421&date=06.04.2021&dst=100075&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=191811&date=06.04.2021&dst=100010&fld=134
http://www.consultant.ru
http://www.consultant.ru

Oenepanbhblil 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

IJI10maaKe, He YKaBaHHOﬁ B PCTUCTPALNUOHHOM OOCHE;

3) y mHpou3BOAUTENS JIEKAPCTBEHHBIX CPEJICTB OTCYTCTBYIOT JOKYMEHTBI, IOJATBEP)KIAIOIINE
COOTBETCTBME KAaueCTBa JICKAPCTBEHHOI'O IIpenapara Mg BETEPUHAPHOIO IPUMEHEHHUSA, BBOIUMOIO B
rpakIaHCKH 000pOT, TpeOOBAHMSIM, YCTAHOBJICHHBIM IIPH €0 TOCYIapCTBEHHON PErHCTpallny;

4) NpPOU3BOAMTENEM JICKAPCTBEHHBIX CPEICTB B  COIJIACOBAHHBIH C  COOTBETCTBYHOIIUM
YIIOJTHOMOYCHHBIM (De/IepaibHBIM OPTaHOM HCIIOJTHUTEIHHOW BJIACTH CPOK HE YCTPAaHEHBI HAPYIICHHS
TpeOOBAaHUI TPABWII HAJJICKAIIEH MPOM3BOJICTBEHHOM MPAKTHKH W (WJIM) JIMIEH3UOHHBIX TPeOOBAHUH,
KOTOpbIe OBUIM BBISBICHBI B XOJC MPOBEIACHHS HWHCIICKTUPOBAHUS IPOU3BOJUTENS JIEKAPCTBEHHBIX
CPEJCTB MJIM OCYLISCTBIICHHSI JIMIICH3UOHHOT'O KOHTPOJIS B chepe IPOU3BOJICTBA JIEKAPCTBEHHBIX CPE/ICTB
W TIPUBEIIM WM MOTYT MPHUBECTH K MPOW3BOJCTBY JICKAPCTBCHHBIX IPENApaToOB IS BETCPUHAPHOTO
MPUMEHCHHS, IPUIMHUBIIUX MM CIIOCOOHBIX MPUYUHUTH BPEJT KU3HH WIIH 3I0POBBIO KUBOTHBIX.

(uactb 4 BBenena denepanbubiM 3aKk0HOM OT 04.06.2018 N 140-D3)

Koncynbrantllmtoc: npumeyanue.
C 01.01.2023 cr. 65 nomoausiercs 4. 5, 6 (O3 or 27.12.2019 N 475-D3).

CraTtbsa 66. UHcpopmauma o pesynbTaTax hapmakoHaasopa
(B pen. @enepanbHoro 3akona ot 27.12.2019 N 475-03)

Y1oHOMOYCHHBIH  ()eiepaIbHBIA  OpraH  WCIOJHUTEIBHOW  BIACTH,  OCYIICCTBIISIOIIUI
dbapmakoHaa30p, MO €ro pe3yiapTaTaM pa3MellaeT Ha cBoeM odunuaibHOM caiite B cetu "MHTepHet"
nH(POPMALIUIO O:

1) BBIABICHMM HOBBIX IOATBEP)KICHHBIX JaHHBIX O HOOOYHBIX JEHCTBUAX, HEXeIaTeabHbIX
peaKkuusaX, CEpPbE3HBIX HEKENATEIbHBIX PEAKLUAX, HENPEIBHUICHHBIX HEKEIATENbHBIX PEAKLUUAX IIPH
IIPUMEHEHHH JIEKAPCTBEHHOTO IIperapaTa, B TOM YHMCJIE€ BIUAIOIINUX Ha OTHOLICHUE 0XKUAACMOU I0JIB3BI K
BO3MOKHOMY PHUCKY IIPUMEHEHMsI IaHHOTO JIEKAPCTBEHHOIO IIperapara;

2) IMPUHATBIX PCHICHUAX O BHCCCHUUA W3MCHEHHH B HHCTPYKIUIO I10 NPUMEHCHUIO JICKAPCTBCHHOI'O
npemnapara, 0 MpUOCTAHOBJIICHUN NPHUMCHCHUA JICKAPCTBCHHOI'O IIpCriapara, 00 U3BATHH U3 06pa1ueHm[
JICKaApCTBCHHOI'O IIpCIlapaTa UJIn O BO300HOBJIECHUH MPUMCHCHU: JICKAPCTBCHHOTI'O IIpCIiapaTta.

naesa 14. U(H®OPMALUA O NEKAPCTBEHHbIX NMPEMNAPATAX. CACTEMA
MOHUTOPUHI'A 1BUXEHUA NEKAPCTBEHHbBIX NMPENMAPATOB
anAa MEQUUUHCKOIo NPUMEHEHUA
(B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

Cratba 67. UHdopmauma o nekapcTBeHHbIX npenapatax. Cuctema MOHUTOPUHra
ABUXEHUA NeKapCTBEHHbIX NpenapaToB AN MeAULUHCKOro NPpUMeHeHus
(B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

1. Uadopmanusi 0 JEKapCTBEHHBIX Mpernaparax, OTIIYCKAaeMBIX IO PELENTYy Ha JIEKAPCTBEHHBIN
Ipernapar, JOJDKHA COAEPKATbCA TOJBKO B CHELUUAIM3UPOBAHHBIX M3IAaHUAX, NPEIHA3HAYEHHBIX IS
MEIUIIMHCKUX, (hapMarieBTHIeCKIX PaOOTHUKOB, CIICIIHAIUCTOB B 00iactu BerepuHapun. MHpopmamms o
JIEKapCTBEHHBIX Mpernaparax Ajs CHEIHaIUCTOB B 00JaCTH OOpaleHUs JIEKapCTBEHHBIX CPEJICTB MOXKET
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colepKaTtbcsi B MOHOTpadusiX, CIPaBOYHHMKAX, HAYYHBIX CTaThiX, B JOKJIaAax Ha KOHIpeccax,
KOHq)epeHLII/IHX, CUMIIO3WYyMax, HAYYHbIX COBCTaX, a TaKKC B MHHCTPYKOUAX 110 MIPUMCHCHHUIO
JIEKapCTBEHHBIX MPENapaToB.

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

2. NudopMmarusi 0 JIeKapCTBEHHBIX IMpenaparax, OTIyCKaeMbIX Oe3 pelenta Ha JEeKapCTBEHHBIN
mpernapar, MOXET COJepKaTbCsi B MyONMKANUAX W OOBSIBICHUSX CPEICTB MacCOBOM HH(OpMaIUH,
CHEIHATM3UPOBAHHBIX M OOIIMX MEYATHBIX W3JAaHUAX, HHCTPYKIHMSAX [0 MPUMEHEHHUIO JIEKapCTBEHHBIX
[IpenapaToB, UHbIX U3JaHUSAX CyOBEKTOB OOpallleHus JIEKApCTBEHHBIX CPEICTB. PekiiaMHble MaTepuaibsl O
JIEKapCTBEHHOM IIpernapare, OTIycKaeMoM 0e3 pelenrta Ha JEKapCTBEHHbIH MpemapaT, JOJDKHBI
COOTBETCTBOBATh MHCTPYKIIMH 110 IPUMEHEHHUIO JIEKAPCTBEHHOTO IIperapara.

3. Jlomyckaercss HCHOJb30BaHHUE JIIOOBIX MaTepHajbHBIX HOCUTENCH, MO3BOJIAIONMX XPAaHUTh,
nepeaaBaTh U UCIOIb30BaTh MH(POPMALIKIO O JIEKApCTBEHHBIX IpenapaTax 0e3 ee HCKayKeHHs.

4. Hna ueneid wuaeHTU(UKALMU YIAKOBOK JIEKAPCTBEHHBIX MIPENapaTtoB s MEIUIHUHCKOTO
MIPUMCHCHHS TPOW3BOJIUTEH JICKAPCTBEHHBIX CPEJCTB B IOPSIKE, YCTaHOBIEHHOM IIpaBUTENBCTBOM
Poccuiickoit @enepainyu, HAHOCAT Ha MEPBUYHYIO YIAKOBKY (B OTHOIIEHHMHU JIEKAPCTBEHHBIX MPENapaToB
JUTSE MEAUIIMHCKOTO MPUMEHEHHUSI, JUTsl KOTOPBIX HE TMPEIyCMOTPEeHA BTOPUYHASI YIIAKOBKA) U BTOPUIHYIO
(MOTPEeOUTENBCKYI0) YIIAKOBKY JIEKAPCTBEHHBIX MPENapaToB AJs MEAUIHMHCKOTO MPUMEHEHHUs CPeCTBa
UICHTH(UKAIINN, 32 HCKIIOUYCHUEM JIEKAPCTBEHHBIX IPENapaTroB Ui MEIAUIIMHCKOTO TPUMCHCHHUS,
MPOM3BOIUMBIX ISl TIPOBEICHUS KJIMHUYCCKUX HCCIICIOBAHMM, SKCIOPTA, JCKAPCTBEHHBIX IMpEapaToB
JUTSL METUIIMHCKOTO MPUMEHEHHUs, YKa3aHHBIX B YacTsiX 5 W 8§ cratbu 13 Hacrosimero denepaibHOTO
3aKO0Ha, paanodapMaleBTHUECKUX JIGKAPCTBCHHBIX IIPENapaTroB, MHSABOK MEIWIIMHCKUX M Ta30B
MEIMIUHCKUX.

(uacth 4 BBenena denepanbHbiM 3aKk0HOM 0T 28.12.2017 N 425-D3 (pen. 27.12.2019))

5. XapaKTepUCTHKHU CPEICTBA UACHTU(PHUKAINH, TIOPSIOK €r0 HAHECEHHUS U TPEOOBAaHUS K CTPYKTYpe
u Qopmary uHbDOpMaLMM, KOTOPYIO COAEPKHUT CPEACTBO HMACHTU(UKALMU, OMPEICISIOTCS
IIpaBurenscTBoM Pocculickoit denepanuu.
(dactb 5 BBeneHa denepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

6. llopsmox co3gaHusi, pa3BUTHS, BBOJA B OKCIUIyaTallMiO, SKCIUTyaTalldd M BbIBOJA U3
JKCIUIyaTallud CHUCTEMbl MOHUTOPHHIA JABUKEHUS JIEKAPCTBEHHBIX IpEnaparoB JUisi MEIULIMHCKOIO
MPUMCHCHHS, TOPSIOK MPEAOCTABICHUS HH()OpPMAIMK, COACpKAMICHCS B CHCTEME MOHUTOPHHTA
JBUKEHUS JIEKAPCTBEHHBIX NPENapaTroB Il MEAUIUHCKOrO NMPUMEHEHHMs, U MOPSJ0K B3aUMOJCUCTBUS
YKa3aHHOM  CHUCTEMbl C  HWHBIMH  TOCYAapCTBEHHBIMHM  WH(MOPMAIMOHHBIMM  CHCTEMaMu U
MH(OPMALIMOHHBIMU CUCTEMAMH IOPUINYECKUX JIUI U UHIAUBUAYAIbHBIX MPEANpUHUMATENEH, yKa3aHHbBIX
B uactsax 7 u 10 Hacrosmed crartbu, ycraHaBinuparoTcs l[IpaButenscTtBoM Poccuiickoit ®enepanum.
OnepatopaMy CHUCTEMbl MOHUTOPUHIA JBUKEHHUS JIEKAPCTBEHHBIX IIPENapaToB s MEIULHUHCKOrO
NPUMCHCHHS SIBISIFOTCS  (efiepaibHBId  OpraH HWCIHOJHUTECILHONH BJIacTH © (WJIM) OpTaHU3aIlus,
ynosHomoueHHble [IpaButenscTBoM Poccuiickoin @enepanni.

(dactp 6 BBeneHa denepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

7. ¥Opuauueckue auua M UHAMBHUAYalbHbIE NPEANPUHUMATEIN, OCYLIECTBISIOIINE MPOU3BOICTBO,
xpaHeHue, BBO03 B Poccuiickyro ®enepanuio, OTHOYCK, peaIM3aLMI0, Iepeaady, HNPUMEHEHUE |
YHUUTOKEHHUE JIEKAPCTBEHHBIX MPEMapaToB JJIsl MEAULIMHCKOTO IPUMEHEHHS, 00€CIIeUNBAIOT B MOPSAIKE U
B coOcCTaBe, KOTopble ycTaHoBieHbl [IpaBurensctBoM Poccuiickori @Penepauuu € y4eTOM BHJA
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(pen. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

OCYILIECTBIISIEMOM HMHU JEATEIbHOCTH, BHECEHHE HWH(GOpMAlMU O JIEKApCTBEHHBIX INpernaparax s
MEJIUIIMHCKOTO TPUMEHEHHsS B CHUCTEMY MOHUTOPHHIA JIBM)KCHHS JICKapCTBEHHBIX ITpENaparoB st
MEIUIIMHCKOTO MIPUMEHEHHS.

(uactp 7 BBennena denepanbHbIM 3aK0HOM OT 28.12.2017 N 425-D3)

7.1. JlekapcTBeHHbIE Ipenaparbl JJii MEIULUHUHCKOrO TPUMEHEHMs, MpeJHAa3HAYEHHbIE s
obOecrniedyeHHs JIHI, OOJIbHBIX TeMO(PWIHEH, MYKOBHUCIHIO30M, THIO(PHU3APHBIM HAHU3MOM, OOJIC3HBIO
lome, 3mOKavYeCTBEHHBIMH HOBOOOpPA30BaHUSIMH JTUMGPOUIHON, KPOBETBOPHOW U POJACTBEHHBIX UM
TKaHEH, pacCeSHHBIM CKJIEPO30M, JIHMI] ITOCJEe TPAHCIUIAaHTAI[UU OPTaHOB U (WJIM) TKaHEH, MTPOU3BEACHHBIC
1o 31 nexadpst 2019 roma, a Takke MHBIC JIGKAPCTBEHHBIC MPENapaThl I MEIUIIMHCKOTO PUMEHEHUS,
npousBeneHHble a0 1 umions 2020 ronma, mojsekaT XpaHEHHUIO, IEPEBO3KE, OTIYCKY, pealu3alluu,
nepenaye, MPpUMEHEHUIO 0e3 HAHECEHHs CPEICTB UACHTU(HKAIIMKM 0 UCTEUYEHHUS CPOKa MX TOJIHOCTH.
[IpaButenscTBO Poccuiickoit ®enepanuy BIpaBe YCTAHOBUTH OCOOEHHOCTHM BBOJIa B TI'pakIaHCKUUN
000pOT JIEKApCTBEHHBIX MPENapaToB JUIsi MEIULMHCKOIO MPUMEHEHHUs, MPOU3BEACHHBIX B mepuoj ¢ 1
utonst 2020 roma mo 1 oktsaOpss 2020 roma. B mensx BBoja B TPaKIaHCKHKA OOOPOT JIGKapCTBEHHBIC
npenaparsl s MEAMIMHCKOIO IPUMEHEHUs, 32 MCKIIOYEHUEM JIEKapCTBEHHBIX IPEnaparos,
MpeTHA3HAYCHHBIX IS OOCCIeUeHUs JIUI, OOJNBHBIX TeMOo(HiIuel, MyKOBUCIIUIO030M, THUIIOPU3APHBIM
HAaHU3MOM, OoJie3HbIO [ ollle, 3710KaYeCTBEHHBIMU HOBOOOPA30BAHUAMHU JTUMQPOUTHON, KPOBETBOPHOU U
POJICTBEHHBIX UM TKaHEH, PACCESTHHBIM CKJIEPO30M, JIMII ITOCJIE TPAHCIUIAHTAIIMKM OPTAaHOB | (MJIM) TKaHEH,
MpoM3BeIeHHbIe 3a Mpenenamu Tepputopun Poccuiickoit @enepaunu 10 1 oktadpst 2020 roga, MOryT
ObITh BBe3eHBI B Poccuiickyto ®enepamuio mo 1 suHBaps 2021 roma B mOpsijKe, YCTaHOBICHHOM
[IpaButenscTBOM Poccuiickoit denepannu, 6e3 HaHECEHUs CPEJICTB UACHTU(DUKAIIH.

(B pen. @enepanbHbIX 3aKOHOB OT 27.12.2019 N 462-®3, ot 13.07.2020 N 206-D3)

8. Opranuzauuss WHGOPMAIMOHHOTO B3aUMOJICHCTBUS CHUCTEMBl MOHHUTOPHUHIA JBH)KCHHUS
JIEKApCTBEHHBIX TMPEnaparoB Uil MEAUIIMHCKOIO TPUMEHEHHS] C HMHBIMH TOCYJapCTBEHHBIMU
MH(OPMALIMOHHBIMU CHCTEMaMHU OO0ECIIEYUBACTCS B TOM YHCIE TOCPEICTBOM HHOPACTPYKTYPHI,
obecrnieunBaroIIe HHPOPMAIMOHHO-TEXHOJIOTHYECKOE B3aMMOJICHCTBUE WH(MOPMAIMOHHBIX CHCTEM,
UCIOJIb3YEMBIX Il TPEJOCTaBICHUS TOCYJAPCTBEHHBIX W MYHHUIUIMAIBHBIX YCIYT M HCIOJIHEHUS
rOCyIapCTBEHHBIX U MyHHUIIUIATBHBIX ()YHKITUI B 3JIEKTPOHHOU popme.

(dactp 8 BBeneHa denepabHBIM 3aKOHOM OT 28.12.2017 N 425-D3)

9. OOmenocrynHass WHPOpPMALUS, COACPXKAIIAsACA B CHCTEME MOHHMTOPWHIA JIBIDKCHHS
JIeKapCTBEHHbIX npenapaToB s MEIULUHCKOTO IPUMEHEHHS, pa3menaercs B
MH(POPMALMOHHO-TEIIEKOMMYHUKAITMOHHOW ceTH "MHTepHeT" (B TOM uncie B (hOpMe OTKPHITHIX JaHHBIX)
B nopsijike, yctaHoBieHHOM [IpaBurensctBom Poccuiickoit denepaunn.

(actp 9 BBenena denepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

10. IIpou3BoauTeny JEKapCTBEHHBIX CPEJICTB MOJIYYAIOT COACPKAIIYIOCS B CUCTEME MOHHTOPHHTA
JBUKCHHSI JICKAPCTBEHHBIX IPEMApaTOB I METUIIMHCKOTO MPHUMECHECHHUS HWH(POPMAIMIO O CepUix U
MapTUSIX JEKApPCTBEHHBIX MPENapaToB, MPOU3BOAUMBIX UMH M HAXOISALIUXCA B TPAXKIAHCKOM 000pOTE B
Poccuiickoit deneparuu, 6€3B03ME3THO.

(gactp 10 BBenena denepanbHbM 3ak0HOM OT 28.12.2017 N 425-D3)

11. 3a mpou3BOACTBO WJIM MPOAAKY JIEKAPCTBEHHBIX MPEMapaToB Il MEIUIIMHCKOTO PUMEHEHUS
0e3 HaHECeHMs CPEICTB WIACHTHU(PHUKAIMH, C HAPYIIEHHWEM YCTAHOBJICHHOIO IMOpsJKa MX HAHECEHUs, a
TAKK€ 332 HECBOEBPEMEHHOE BHECEHHME JAHHBIX B CUCTEMY MOHUTOPUHIA JBHXKCHUS JIEKAPCTBEHHBIX
IpEernaparoB Uil MEAULUMHCKOIO NIPUMEHEHUS WM BHECEHHE B HEE HEIOCTOBEPHBIX [aHHBIX
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IOpUANYECKUE JIMLAa M WHIUBUIYyaJIbHbIC MpPEIIPUHUMATENH, yKa3aHHbIE B 4acTAX 4 W 7 HacTosiel
CTaTbH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHUHM C 3aKOHOAATENLCTBOM Poccuiickoit @enepanuu.
(uacts 11 BBegena PenepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

12. IlpaBurensctBo Poccuiickoii ®denepauuu BrnpaBe YCTaHOBUTb OCOOEHHOCTH BHEIPEHUS
CHCTEMbl MOHMTOpPHMHIA JABMKEHHs JIEKaPCTBEHHBIX IpErnaparoB JIi MEAULIUHCKOIO IMPUMEHEHHUs,
BKJIIOYasi CPOKM €€ BHEJIPEHMs,, B OTHOIIEHUU JIEKAPCTBEHHBIX IpENaparoB [Js MEIULUHCKOTO
IPUMEHEHMs, BKJIIOYEHHBIX B IEPEYEHb >KU3HEHHO HEOOXOAMMBIX M BAXXHEHIIMX JIEKApCTBEHHbBIX
MpernaparoB, JIEKAPCTBEHHBIX TpPENapaToB, TPEAHA3HAYCHHBIX JJIs OO0ecredeHus: JMI, OOJBHBIX
reMouineii, MyKOBHCHUUAO30M, TUNO(U3aPHBIM HAaHU3MOM, Ooje3Hbro lomie, 3J10KaueCTBEHHBIMU
HOBOOOpa30BaHUAMHU JIUM(POUIHON, KPOBETBOPHOI M POJICTBEHHBIX UM TKaHEH, PACCESIHHBIM CKJIEPO30M,
JMIl TOCJIE TPaHCIUIAHTAllMM OpraHoB M (MJM) TKaHEH, HMHBIX JIEKAPCTBEHHBIX NPEnapaToB s
MEIUIIMHCKOTO IPUMEHEHMUSL.

(uacth 12 BBegena PenepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

Maea 14.1. OTPAHUYEHUA, HATTATAEMbIE
HA OPTAHU3ALUU, OCYLLECTBNAIOLWNE OAEATEJIbHOCTb
MO OBPALLUEHUIO NNIEKAPCTBEHHbLIX CPEACTB
(BBeneHna denepanbHbIM 3aKk0HOM OT 25.11.2013 N 317-D3)

Ctatba 67.1. OrpaHuveHusi, Hanaraemble MPU OCYLIECTBIIEHUMU AeATEeNIbLHOCTU B
cthepe obpalueHUs NeKapCTBEHHbIX CPeacTB

1. Opranuzanuu, 3aHuMaroniyecss pa3paboTKO#, MPOU3BOJACTBOM H (WIM) peaiu3anueit
JIEKAPCTBEHHBIX TMPENapaToB IJisi MEIUIIMHCKOTO NMPUMEHEHUs], OpraHu3aluy, 00JIalalolire MpaBaMu Ha
UCIOJIb30BaHNE TOPrOBOTO HAMMEHOBAHHUS JIEKAPCTBEHHOTO IMpernapaTa Jisi MEAUIIMHCKOTO MTPUMEHEHHUS,
OpraHu3alli ONTOBOM TOPIOBIM JICKAPCTBEHHBIMH CPEACTBAMH, alTEUHbIE OpraHu3anuu (ux
MIPE/ICTaBUTENH, HHbIE (PU3MYECKHEe U IOPUIAMYECKHE JIUILA, OCYUIECTBIISIONINE CBOIO IESITENbHOCTH OT
MMEHM 3TUX OpraHU3allMil) B OTHONICHUH MEAUIIMHCKUX PAOOTHUKOB M PYKOBOIUTEICH MEAUIIMHCKHUX
OpraHu3allyii He BIIpaBe:

1) BpyuaTh NoOJapKu, BbIIIAYMBATh JECHEXKHBIE CPEICTBA (3a MCKIIIOUEHHUEM BO3HArpa)JI€HUU IO
JOrOBOpaM  INpU  MPOBEACHUU KJIMHUYECKHUX HCCIIEJOBAaHUI JICKApCTBEHHBIX NpenapaToB  JUis
MEAUIMHCKOTO NPUMEHEHHUs, BO3HATPAXKICHUM, CBS3aHHBIX C OCYIIECTBJIEHUEM MEIULUHCKUM
paOOTHHUKOM INeJaroruyeckoil u (Win) HayyHOU JesTeNbHOCTH), B TOM YHUCIIE OIIaYMBaTh Pa3BICYEHMUS,
OTJIBIX, [IPOE3JT K MECTY OT/AbIXA, a TaKXKE MPHUBJIEKATh K yYaCTUIO B pa3BJIEKATEIbHBIX MEPOIPHUATHIX,
IIPOBOJIUMBIX 33 CUET CBOUX CPEJICTB;

2) 3akioyaTh COTIJIAIllEHUWs O Ha3HAYEHWHM WM PEKOMEHJAlMM NalMeHTaM JIEKapCTBEHHBIX
IpernaparoB AJIs MEAULMHCKOTO IPUMEHEHHUS (32 UCKJIIOUEHHEM JIOTOBOPOB O NMPOBEJCHUU KIMHUYECKUX
UCCIIEIOBaHMUH JIEKapCTBEHHBIX MTPENapaToB s MEAULUHCKOIO IPUMEHEHNU );

3) npeaoCTaBJIATh O6paBI_IBI JICKAPCTBCHHLIX IIPCIIapaTOB I MCIAULMHCKOI'O IIPUMCHCHUA B LCJIAX
BpYy4YCHHA ITallUCHTaM (38, HCKIIIOYCHUCM  CJIydacB, CBA3AHHBIX C MTPOBCACHUCM KIMHHUYCCKUX
I/ICCHG,Z[OBaHI/Iﬁ JICKAPCTBCHHLIX IIPCIIapaToB AJId MCAULIMHCKOT'O HpI/IMeHeHI/IH);

4) npeaocTaBisATh HEAOCTOBEPHYIO U (MJIM) HEMOJIHYI0 HMHPOPMAIIUIO O JIEKAPCTBEHHBIX IIpernapaTax
JUI METUIIUHCKOTO IIPUMEHEHUS;
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5) mocemars ux B pabouee BpeMs Ha pabO4YMX MeCTaX, 3a UCKIIOYEHUEM CIIydaeB, CBSI3aHHBIX C
MIPOBEACHUEM  KIIMHMYECKUX MCCIECJOBAaHUN JIEKAPCTBEHHBIX IIPENaparoB Uil  MEIUIMHCKOTO
IIPUMEHEHHS, C y4aCTHEM B IOPSAIKE, YCTAHOBIEHHOM PYKOBOJIUTEJIEM MEIUIIMHCKOW OpraHu3aluu, B
COOpaHMsIX MEIUIMHCKHX PAOOTHHKOB M WHBIX MEPOIPHUATHSAX, HANpPABICHHBIX HA IIOBBIIICHHE HX
po¢eCCHOHATILHOIO YPOBHS MJIM Ha IpelocTaBieHHe HH(POpPMAlUU, CBSI3aHHOW C OCYIIECTBICHUEM
MOHHUTOPHHIra 0€3011aCHOCTH JIEKAPCTBEHHBIX IIPENApaTOB;

6) moOyX/aTh K BBINHUCBIBAHUIO JICKAPCTBEHHBIX MpEnapaToB JUIsl MEIUIMHCKOIO MPUMEHEHHs Ha
OnaHKax, coaepKamux HMH()OpMALNIO PEeKIaMHOIO XapakTepa, a TakKe Ha pPeleNTypHBIX OJlaHKax, Ha
KOTOpBIX 3apaHee Halle4yaTaHO HauMEHOBaHHE JIEKapCTBEHHOIO IIpernapara s MEAULUHCKOrOo
IIPUMEHEHUS.

2. OpraHuzanuy, yka3aHHble B a03alle IepBOM 4acTu | HACTOSIIEH CTaTby, U UX NPEICTaBUTENN B
OTHOIIECHUH (hapMaIeBTHUECKUX PAOOTHUKOB U PYKOBOIMTENCH allTEUHBIX OpraHNU3alliii HEe BIIPaBe:

1) Bpy4daThb MMOAAPKH, BBIINIAYMBATHL ACHCKHBIC CPCIACTBA, B TOM UYHUCIIC OIINIAYMBATH PA3BJICYCHMUA,
OTAbIX, IMpPOC3a K MCECTY OTAbIXa, W IPHBJICKATH K YYAaCTHUIO B PAa3BJICKATCIIbHBIX MCPOIIPUATHUAX,
IIPOBOAUMBIX 3a CUCT CBOUX CPCIACTB,

2) mpenocTaBiATh 00pa3Ibl JEKAPCTBEHHBIX MPENapaToB I MEIUIUHCKOTO MPUMEHEHHS JUIs
BpY4YEHMS HACCIICHUIO;

3) 3aKJII049aTb COIJIalICHUSA O HNOPCHJIOKCHHU HACCICHUIO OIPCACIICHHBIX JICKAPCTBCHHBIX
nperapaTtoB 4JI1 MCAUITUHCKOI'O IIPUMCHCHUA

4) npeaocTaBisATh HEAOCTOBEPHYIO U (MJIM) HEMOJIHYIO0 HHPOPMAIIUIO O JIEKAPCTBEHHBIX IIpernapaTax
IUIE  MEIUMUMHCKOIO IPUMEHEHHs, B TOM UHCIE HMEIOIUX OJMHAKOBOE MEXAyHapOJIHOE
HENaTEeHTOBAaHHOE HaMEHOBaHHUE.

Cratba 67.2. TpeboBaHUA K opraHM3aumMuM U NPOBEeAEHUIO Hay4YHbIX MepPOonpUATUN,
MHbIX MEpPONpPUATUNA, HanpaBlfieHHbIX Ha MOBbIWEeHMe NpPodPecCUOHANbLHOIoO YpPOBHS
MeAULIMHCKMX PpaboOTHMKOB WNM Ha npeaoctaBneHue wHdopmauun, CBSA3aHHOW C
ocyLeCcTBIeHUEM MOHUTOPUHra 6e30nacHOCTU NeKapCTBEHHbIX NpenapaTos

1. Ilpu npoBeeHUN HAayYHBIX MEPOIPHUITUN, MHBIX MEPONPUSATHHA, HAPaBIECHHBIX HA MOBbIIICHUE
npoeCCHOHATFHOTO YPOBHS MEAHMIMHCKAX paOOTHUKOB WJIM Ha TNPEAOCTAaBICHHE CBS3aHHON C
OCYLIECTBJICHUEM  MOHHMTOpUHIAa  0€30MacHOCTH  JIEKAPCTBEHHBIX  IpenapaToB  HHQopMaiuu,
OpraHM3yeMbIX OpraHM3alUsMH, yKa3aHHbIMU B aO3aue mnepBoM yactu | cratbu 67.1 HacTosIero
denepanbHOTO 3aKOHA, MX MPEACTaBUTEISIMM M (WiIM) (UHAHCUPYEMBIX 3a CYET CpEACTB 3TUX
OpraHM3allMiii W MX [pPEeACTaBUTENCH, 3ampeliaercs MpensTCTBOBaTh YYacTUIO B YKa3aHHBIX
MEPONPUATHIX MHBIX OpPraHU3alMi, KOTOpble MPOU3BOIAT WU pEaU3ylOT JEKapCTBEHHbIE IMpenapaThl
IUIE MEIUIIMHCKOTO MPHMEHEHHS CO CXOXXHUM MEXaHU3MOM (apMaKOJIOTHYECKOTO IeHCTBUS, JHOO
Co3/laBaTh JAUCKPUMMHALMOHHBIE YCIOBHUSA JUISI OJHMX YYacTHHKOB II0 CpPaBHEHHUIO C JIPYyTMMHU
y4aCTHHUKAaMHM, @ UMEHHO:

1) npenocTaBisATh pa3InyHOE KOJIMYECTBO BPEMEHHU JJISl BHICTYIUIEHUH yYaCTHUKOB, pa3jHuHbIE 110
pasMepy 3aHMMaeMOH ILIOIAAM MecTa Ml JEMOHCTpaluu oOpas3loB JIEKAPCTBEHHBIX NpENapaToB s
MEIMLMHCKOTO NPUMEHEHHs WM peKJIaMHbIX MaTepualoB O JIEKAPCTBEHHBIX Mpernaparax Jyis
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MCIUIUHCKOI'O MPUMCHCHHS Ha 3KCHO3UIUAX, CTCHAAX, 3da UCKIIFOUCHUCM CJIy4acB, €CJIM TAKHUEC YCJIIOBUA
3aKpCIUICHBI B COIIAICHHUAX 3TUX opraHmauHﬁ, ux HpeI[CTaBI/ITeJIef/'I 0 (1)I/IHaHCI/IpOBaHI/II/I YKa3aHHBIX
MepOHpI/IHTI/Iﬁ n O6yCHOBHeHBI Pa3JINYHbIMU 3aTpaTaMH YUACTHUKOB Ha UX OPraHU3aIUI0;

2) ycTaHaBIMBaTh pa3Mep B3HOCA JJISl YyYaCTHUKOB MEpOIPUATUM, yKa3aHHBIX B a03alle IepBOM
HACTOALLEH 4acTH, IPEBBIIIAOIINNA CyMMYy 3aTpaT Ha OPraHU3alMI0 YKa3aHHbIX MEPOIPUATHA U BELyIIHH
K HEOOOCHOBAHHOMY OT'PaHMYEHHUIO YUCJIa UX YYaCTHUKOB.

2. OpraHu3anuy, ykazaHHble B a03aue nepBom yactu 1 crateu 67.1 Hactosimero denepanbHOro
3aKOHA, UX MPEJCTaBUTENHN, OCYLIECTBIISIOIINE OpraHu3aluio U (Win) GUHAHCUPOBAHHE MEPONPUSITHM,
yKa3aHHbIX B 4acTu | HacTosIIel cTaThu, 00s13aHbl 00ecIIeYnBaTh JOCTYI K HH(GOPMALUU O JaTe, MecTe U
BPEMEHHM IMPOBEJICHUS YKa3aHHBIX MEPOINPHUATHH, IUIaHaX, MporpaMMax IPOBEIEHUS YKa3aHHBIX
MEpONPUATHIA U TeMax, INIAHUPYEMBIX JJISI PACCMOTPEHUS, COCTaBE UX YYACTHUKOB IyTEM pa3MELICHHUs
COOTBETCTBYIOIEH MH(OpMaLMK Ha cBOMX OdUIMaIbHBIX caiiTax B cetu "MHTepHeT" He mo3aHee ABYX
MECSIIIEB /IO Hayaya IpOBEICHUS YKa3aHHBIX MEPOIPUSATHI.

3. Uudopmanust o npoBEeJCHUN MEPONPUITHN, YKa3aHHBIX B yacTU | HacTodlledl cTaTbu, B CPOK,
YCTAQHOBJICHHBIM 4acThio 2 HacTosIIedl cTaThbM, JOJDKHA ObITh HalpaBieHa B (eaepanbHbIi opraH
UCITIOJIHUTENBHONW BJIACTH, OCYIIECTBIIOMMN (QYHKIMM IO KOHTPOJIIO M Ham3opy B chepe
3JIpaBOOXPAHEHMs], JJIS MOCIEAYIOLIEro pa3MelleHus ee Ha Oo(pULMaIbHOM caiiTe 3TOro opraHa B CETH
"NnTepuer".

Mnaesa 15. OTBETCTBEHHOCTb 3A HAPYWEHUE 3AKOHOOATEJIbCTBA
POCCUUCKON ®EQEPALIUU NPU OGPALLEHUU NNEKAPCTBEHHbLIX CPECTB
M BOSMELUEHWE BPEOA, NTPUYMUHEHHOIO 340POBbLIO NPAXXAAH
BCNEACTBUE NPUMEHEHUA NNEKAPCTBEHHbBIX NMPEMNAPATOB

Cratba 68. OTBeTCTBEHHOCTb 3a HapyweHue 3aKoHopatenbcTBa Poccunckon
denepaumm npm odpaLleHnn NeKapcTBEHHbIX CPeaAcTB

1. Hapymenue 3axkoHomarensctBa Poccuiickoil ®exepanuu npu oOpaleHUH JIEKAPCTBEHHBIX
CpeACTB BIeYeT 3a COOOW OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOJATENbCTBOM Poccuiickoii
denepauum.

(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

2. 3a HenpeACTaBJICHNE WM HECBOCBPEMEHHOE Tpe/ICTaBiIeHue HHQOpMaK U (MIIH) JOKYMEHTOB
au00 NOpeNCTaBICHHE HEJOCTOBEPHBIX HHGpOpMAUMU M (MIM) JOKYMEHTOB, HPEAyCMOTPEHHBIX
HactosmuM ~ DenepalibHBIM ~ 3aKOHOM, CYOBEKTHI OOpalieHHs] JIGKAPCTBEHHBIX CPEACTB  HECYT
OTBETCTBEHHOCTb B COOTBETCTBHHM € 3aKOHOAATeNbcTBOM Poccuiickoit denepaunu.

(uactp 2 BBegeHa denepanbHbiM 3aKkoHOM OT 22.12.2014 N 429-@03; B pen. PeaepanbHOro 3aKoHa OT
04.06.2018 N 140-D3)

Cratba 69. BoameweHne Bpeaa, NPUYUHEHHOrO 340POBbLIO rpaxaaH BcneacTtBue
NPUMEeHEeHNs feKapCTBEHHbIX NpenapaTtos

1. Ilpon3BoauTens J€KapCcTBEHHOIO Ipernapara o0s3aH BO3MECTUTh Bpel, TPUUMHEHHBIN 3/J0POBbIO
rpakJaH BCJEJICTBUE IPUMEHEHHs JIEKapCTBEHHOT'0 Mpernapara, eciii JoKa3aHo, YTo:
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(pen. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

1) nexapcTBEHHBIN Ipenapar NPUMEHSJICS MO Ha3HAYEHWIO B COOTBETCTBMM C HMHCTPYKLIMEH 110
NPUMEHEHHIO JICKApPCTBEHHOTO TpenapaTa W NMPUYMHON Bpela SBHICS BBOJ B TPaKIaHCKHA 000pOT
HEe100pOKaYeCTBEHHOTO JIEKApCTBEHHOTO Npenapara;

2) Bped 3A0pOBbIO IPUYMHEH BCIEACTBUE HEAOCTOBEPHON HH(pOpMaluu, coaepiKalleicss B
MHCTPYKIHHU 1O IPUMEHEHHUIO JIEKAPCTBEHHOTr'0 Ipernapara, U3J1aHHON MPOU3BOJUTENEM JIEKAPCTBEHHOTO
npernapara.

2. B ciyuae, eciu Bpeq 340pOBBIO IpaXkJaH NMPHUYMHEH BCICICTBHE MPUMEHEHUsS JICKApPCTBEHHOTO
npernapara, HMPUIICIINIEro B HETOJHOCTh B pe3yibTaTe HApYIICHUS MPAaBHJ XPAaHEHUS JIEKAPCTBEHHBIX
CPEICTB, MPaBHJI ONTOBO TOPrOBJIH JICKAPCTBEHHBIMH MpeENapaTaMu, MPaBUJI OTIYCKa JIEKapCTBEHHBIX
MpernaparoB, IMPaBWJI H3TOTOBICHHUS M OTIYCKa JIEKAPCTBEHHBIX IIpENapaToB, BO3MEIIEHHE Bpeaa
OCYUIECTBIISICTCS COOTBETCTBEHHO OpraHH3alMeil ONTOBOW TOPrOBIM JICKAPCTBEHHBIMH CPEICTBAMH,
anTeYHOH OpraHM3aluell, WHIMBUAYAJbHBIM IPEANPHHUMATENEM, HWMCIOIUMH JIMIEH3UI0 Ha
(bapMaLeBTHYECKYIO JAEATEIBHOCTh WM JIMLEH3MI0O HAa MEIUIMHCKYIO JEATeNbHOCTb, MEIUIIMHCKOU
OpraHu3alyeil, WMEIomeH JHUICH3UI0 Ha (apMaleBTUYECKYIO JesATeNbHOCTh (ee 000CO0IeHHBIM
nojpaszaeneHueM (amOynatopuei, QenpamepckuM U (GebIIepcKo-aKylIepCKUM TyHKTaMHu, HEHTPOM
(oTmenenuem) oOmieil BpaueOHOH (CeMEWHO) MPAKTUKH), PACIOJIOKEHHBIM B CEIbCKOM HACEICHHOM
MYHKTE, B KOTOPOM OTCYTCTBYET alT€4Hasi OpraHu3alys), JOMYCTUBIIMMH MIPOAAXY WIH OTIIYCK TaKOro
JIEKapCTBEHHOTO Tpenapara.

(B pen. ®exnepanbHoro 3akona ot 25.11.2013 N 317-03)

3. Bosmeunienue Bpena, NPUUYMHEHHOTO 370POBBbI0 TIpaXkJaH BCJIEACTBUE IPUMEHEHHUS
JIEKapCTBEHHBIX IpENapaToB WM COBEPLICHHS NPOTUBONPABHBIX JEHCTBUH CyOBEKTaMH OOpalleHus
JIEKAPCTBEHHBIX CPEACTB, OCYLIECTBISAETCA B COOTBETCTBUM C 3aKOHOAATENILCTBOM Poccuiickon
®Denepanuu.

Mnasa 16. 3AKITFOMUTEJIbHBIE NMOJTOXXEHUA

Cratbsa 70. O npyM3HaHUU YyTPaTUBLULUMM CUIY OTAENbHbIX 3aKOHOAATesNbHbIX aKTOB
(nonoxeHun 3akoHoaaTesNbHbIX akToB) Poccunckoun ®enepauum

[Ipu3Hats yrpaTUBIIMMU CUILY:

1) denepanbubiii 3akoH OoT 22 wuioHa 1998 roma N 86-®3 "O jexkapCTBEHHBIX cCpeacTBax"
(Cobpanwue 3akoHogarenscTBa Poccuiickoit @enepammu, 1998, N 26, ct. 3006);

2) ®enepanbHbiii 3akoH oT 2 ssHBaps 2000 roga N 5-®3 "O BHeCEeHHH U3MEHEHHUS U JIONOJIHCHHUH B
@denepanbubiii 3akoH "O  nekapcrBeHHBIX cpenctBax” (CoOpaHue 3akoHOAATENbCTBA Poccuiickoit
®denepanun, 2000, N 2, ct. 126);

3) crarbio 40 denepanbHoro 3akoHa oT 10 suBaps 2003 roma N 15-®3 "O BHeceHWU U3MEHEHHH U
JIOTIONIHEHUH B HEKOTOpBIE 3aKOHOJaTeNbHble akThl Poccuiickoit dexepanuu B CBSI3U C NPUHATHEM
@enepanpHoro 3akoHa "O  JHMIIGH3UPOBAaHWUM  OTHIENBHBIX BHIOB JestenbHocTH"  (CobOpanme
3akoHoarenscTBa Poccniickoit deneparuu, 2003, N 2, cr. 167);

4) crarpto 31 ®@enepanbroro 3akoHa ot 30 utons 2003 roga N 86-O3 "O BHeCEHHH U3MEHEHHUN U
JIOTIOJTHEHUH B HEKOTOPBIC 3aKOHOJATENbHbIC akThl Poccuiickoit Denepanuu, MpU3HAHUKM YTPATHBITUMHU
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03

(pen. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc
"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

CHIIy OTIENbHBIX 3aKOHOJATeNbHBIX akToB Poccuiickoit denepanuu, MNPeIOCTaBICHUU OTAEIBHBIX
rapaHTUil COTPYJAHHKAM OPTraHOB BHYTPSHHHX JEJ, OPraHOB IO KOHTPOJIIO 32 000POTOM HAPKOTHUCCKHUX
CPEICTB M TCUXOTPOIHBIX BEIIECTB M YNpa3AHSAEMBIX (elepalibHbIX OpPraHOB HAJIOTOBOW MOJIMIIUU B
CBSI3M C OCYIIECTBICHUEM MEp IO COBEPIICHCTBOBAHUIO TrocyaapcTBeHHoro ympaieHus" (CoOpanue
3akoHoarenscTBa Poccuniickoit deneparuu, 2003, N 27, ct. 2700);

5) crarbio 101 ®denepanbHoro 3akoHa ot 22 aprycta 2004 roga N 122-®3 "O BHeCEeHUU W3MEHEHUN
B 3aKoHOjaTenbHble akThl Poccuiickoit denepanuu W NPU3HAHUU YTPATHBIIMMU CUIY HEKOTOPBIX
3aKOHOJIaTeIbHBIX akTOB Poccuiickoit denepanuu B cBsizu ¢ npunsitueM dDenepalibHbIX 3akoHOB "O
BHECEHUU HU3MeHeHud u nononHeHWil B DenepanpHbiii 3akoH "OO 00MMX MPUHLMUIIAX OpraHU3alUU
3aKOHOJIaTENbHBIX (MIPEACTABUTENBHBIX) M HCIOJHUTEIBHBIX OpPraHOB TOCYIApCTBEHHOW BIACTH
cyobekTtoB Poccuiickoit  @enepaumu" u  "OO0 oOmMX OpPUHIMIAX OPTraHU3allMd  MECTHOTO
camoynpasneHuss B Poccuiickoit ®@enepanun" (CobOpanue 3akoHomarenscTBa Poccuiickoit denepanuu,
2004, N 35, ct. 3607);

6) crarbio 28 ®DenepanbHoro 3akona ot 18 mexadps 2006 roga N 231-®3 "O BBeieHUU B ACUCTBUE
yactu 4erBepTod ['paxkmanckoro kogekca Poccuiickoit @enepaunu" (CobOpaHue 3aKOHOJATENHCTBA
Poccuiickoit ®eneparuu, 2006, N 52, ct. 5497).

CraTtba 71. BctynneHue B cuny HacTtoswero PeaepanbHOro 3akoHa

1. Hactosaumit ®denepanbHeblii 3aK0H BeTynaer B cuity ¢ 1 centsops 2010 roaa.

2. JlekapCTBEHHBIE CpPEICTBA, 3apPETMCTPUPOBAHHBIE 1O OHS BCTYIUICHMS B CHIIy HAacTOSLIETO
@DenepallbHOTO 3aKOHA, IOJUIEKAT BKIIIOUYEHUIO B TOCYAAPCTBEHHBIE PEECTPBI JIEKAPCTBEHHBIX CPEICTB C
BHECEHHMEM YyKa3zaHHbIX B uyacTu | crateu 33 Hacrosmero denepanbHOrO 3aKOHa CBEACHUH 00 3THUX
JIEKapCTBEHHBIX CpPEJICTBAaX 0€3 MPOXOKJIEHUS BHOBb IPOLEAYPbl TOCYAApCTBEHHON perucTpauuu
JIEKApCTBEHHBIX IIPENapaToB.

3. l'ocynmapcTBeHHas: perucTpanus JIEKapCTBEHHBIX NPENapaToB, 3a UCKIIOYCHHEM JICKAPCTBEHHBIX
MpernaparoB JjIsi MEJAUIMHCKOTO NMPUMEHEHUS, MPEICTABICHHBIX HAa YKAa3aHHYK) PETUCTPAIHMIO JIO JHS
BCTYIUICHUS B CHITy HacTosimero denepaibHOT0 3aKOHA, OCYIIECTBIISIETCS B COOTBETCTBHH C HACTOSIIIAM
denepanbHBIM 3aKOHOM Ha OCHOBAaHHMHU JOKYMCHTOB M JIAaHHBIX, IPEJCTABICHHBIX JIO JHS BCTYIUICHUS B
city Hactosiero denepasbHOTO 3aKOHA.

(B pen. @enepanbHoro 3akona ot 11.10.2010 N 271-D3)

3.1. 'ocynapcTBeHHAasl perucTpalys JeKapCTBEHHBIX IPenapaToB AJis MEIULUHCKOIO IPUMEHEHUS,
MPEJICTABJICHHBIX HA TOCYJapCTBEHHYIO PETHUCTpPAllMI0 JO0 JHA BCTYIUJICHUS B CHIYy HACTOSIIETO
@denepalibHOIO  3aKOHa, W TOCYJAapCTBEHHAs perucrpaunusi JIEKapCTBEHHBIX IpenapaToB U
MEIUIIMHCKOTO TMPUMEHEHHs], MPEACTABICHHBIX Ha JKCIEPTH3y JIEKAPCTBEHHBIX CPEACTB 10 JHS
BCTYIUIEHUSI B CUJIy Hactosiiero ®denepanbHOro 3aKOHA B LIENAX MX MOCIEAYIOLIEH IocylapCTBEHHON
pErucTpalyy, OCYIIECTBISIOTCS HAa OCHOBAaHWU JIOKYMEHTOB M JaHHBIX, NPEICTaBICHHBIX A0 [HS
BCTYIUIEHUSI B CHJIy Hacrosuiero @®enepajbHOTO 3aKOHA, a TaKXKe 3asBIECHUS O TIOCYJIapCTBEHHOMU
perucTpaluy JIEKapCTBEHHOTO IIpernapara, MPeJICTABICHHOTO MPOM3BOAMUTEIEM  JICKAPCTBEHHBIX
[IPernapaToB UM YIOJHOMOYEHHBIM MM JIMIIOM B COOTBETCTBUU C HacTOSILUM DeepalibHbIM 3aKOHOM B
YIIOJTHOMOYEHHBIN (eiepalibHbIi OpraH UCIOIHUTEIbHOM BiacTu A0 1 maprta 2011 roxa, 6e3 TpeboBanus
yIUIaThl TOCYIAPCTBEHHOW NOLIIMHBI, IIPEAYCMOTPEHHON 3aKOHO1aTenbCcTBOM Poccuiickon denepanuu o
Hajorax u coopax.
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(uacts 3.1 B pea. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.2. TloatBepkaeHuUE TOCYJApCTBEHHON pPETHMCTpalliyd JICKAPCTBEHHBIX MpemapaTtoB s
MEIULHUHCKOrO MPUMEHEHUs, NPEICTABICHHBIX IJIs MOATBEPKACHUS FOCYJAapCTBEHHON PEruCTpaluu J10
JHS BCTyIUICHHSI B cuily Hactosmero denepanbHOro 3akoHa, U TMOATBEPXKICHHUE TOCYIapCTBEHHOU
pEerucTpalmy JIEKapCTBEHHBIX MPENaparoB il MEIULMUHCKOTO IPUMEHEHHUs, NPE/ICTaBICHHbIX Ha
AKCIEPTU3Y JICKAPCTBEHHBIX CPEJCTB JO JIHS BCTYIUICHHS B CHJIy HacTosiiero deaepaibHOro 3aKOHa B
LEeNsAX MOCIHEAYIOIIEro MOATBEPKIACHUS HUX TOCYyJIapCTBEHHOW PErucTpaluM, OCYIIECTBIAIOTCA Ha
OCHOBAaHWHU JOKYMEHTOB M JAaHHBIX, MPEACTABICHHBIX JO [HA BCTYIUICHHS B CHJIy HACTOSIIETO
@denepanbHOrO0 3aKOHA, a TaKXKe 3asBICHUS O MOJATBEPKIACHUU TOCYJAPCTBEHHOM pErucTpanuu
JIEKApCTBEHHOT'0 TIpenapara, MPEeACTaBICHHOTO MPOU3BOJUTEIEM JIEKAPCTBEHHBIX MPENapaToB WU
YIOJHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUM C HacrosumuM @DenepaibHbIM  3aKOHOM B
YIIOJTHOMOYCHHBIN (efiepaibHbIid OpraH UCTIOTHUTENbHOM BiracTu 10 1 mapta 2011 roga, 6e3 TpeGoBaHus
YILUIaThl TOCYIapCTBEHHOW MOLUIMHBL, IPETYyCMOTPEHHON 3aKOHOAATENbCTBOM Poccuiickoit denepanuu o
Hajorax u coopax.

(uactsp 3.2 B pea. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.3. IllpunsATue pemieHus O BHECEHUUM U3MEHEHMH B JOKYMEHTBI, COJAEp)Kalluecs B
PETUCTPALIMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpenapar Uisi MEAUIIMHCKOIO
IIPUMEHEHUS W TPEJCTAaBICHHbIE 1O JHS BCTYIUIEHHMS B CUiIy HacTosuero denepaibHOro 3akoHa, U
MPUHITHE PEHICHHUS] O BHECEHUU U3MEHEHHI B JOKYMEHTBI, COJIEpKaIlleecs] B PErHCTPAIlMOHHOM J0ChE Ha
3aperucTpUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar A1 MEJUIMHCKOr0 IPUMEHEHHUS U MIPE/ICTaBICHHbIE Ha
SKCIIEPTH3Y JICKAPCTBEHHBIX CPEACTB JI0 JHS BCTYIUIGHHS B cuily Hacrosiero degepanibHOro 3aKoHa,
OCYILIECTBIISIIOTCS HAa OCHOBAaHUU JOKYMEHTOB U JIaHHBIX, IPEACTABICHHBIX JO JHS BCTYIUIEHUS B CHILY
HacTtosmero @denepanbHOrO 3aKOHA, a TaKXKe 3asABJICHHUS O BHECCHHH W3MEHEHHH B JOKYMEHTHI,
coJiepKalliecss B PErucTPallMOHHOM JOCbE€ Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar Juis
MEIUIIMHCKOTO TMPUMEHEHHsI, IMPEACTaBICHHOTO MPOU3BOJIUTEIIEM JICKAPCTBEHHBIX IPENapaToB WU
YIOJHOMOYEHHBIM KM JIMLIOM B COOTBETCTBUM ¢ HacrosiiuiuM DenepanbHblM  3aKOHOM B
YIIOJTHOMOYEHHBIN (eiepalibHbIi OpraH UCIOIHUTEIbHOM BiacTu A0 1 maprta 2011 roxa, 6e3 TpeboBanus
yIUIaThl TOCYIAPCTBEHHOW IOLIIMHBIL, IIPEAYCMOTPEHHON 3aKOHOIaTenbCcTBOM Poccuiickon denepanuu o
Hajorax u coopax.

(uactsp 3.3 B pea. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

34, Bbmaqa paSPGI_HGHI/Iﬁ Ha IIPOBCACHUC KIMHHUYCCKUX I/ICCJ'IGI[OBaHI/Iﬁ JICKAPCTBCHHLIX
npenaparoB Ajid MCAUOHWHCKOrO IMPUMCHCHUA 10 3adABJICHUAM, INOJAHHBIM OO AHA BCTYIUICHUSA B CHUILY
HaCToAICTO CDGI[epaJ'ILHOFO 3dKOHaA, a TaKXKE€ I10 3a4BJICHUAM, ITIOAAHHBIM IIOCJIC JHA BCTYIUJICHHSA B CUITY
HaCTOAIICTO @eaepaJH)Horo 3daKOHAa Ha OCHOBAHHWH 3KCICPTU3, MTPOBCACHHBIX 0 AHA BCTYIUICHUA B CUITY
HaCToAIeTro CDG,I[GpaHBHOFO 3daKOHa, OCYHICCTBIISICTCA B COOTBETCTBHUH C HACTOAIIUM CDGI[epaJ'ILHLIM
3aKOHOM Ha OCHOBAHWHN OOKYMCHTOB W JAHHBIX, IPCACTABJICHHBIX WJIA MOJYYCHHBIX 1O JHA BCTYIIJICHHA
B CHUJIy HACTOALICTO CDG,I[GpaJ'ILHOFO 3aKOH4, 4 TAKKC Ha OCHOBAHHH KOIIMU IMPCABAPUTCILHOI'O AOr0OBOpa
00513aTEeIHLHOTO CTpaxOBaHHA  JKW3HH, 3J0POBbA IMALUMCHTOB, Y4YaCTBYIOIMX B  KIMHHUYCCKOM
HCCIICAOBAHUU JICKAPCTBCHHOI'O IIpfriapara IJi1 MCIUIMUMHCKOI'O IIPUMCHCHHUA, WM KOIIMKM J0roBopa
00s13aTeIHLHOTO CTpaxOBaHHA  JKW3HH, 3J0POBbA IMALUMCHTOB, Y4YaCTBYIOOIMX B  KIHMHHUYCCKOM
HCCIICAOBAHUU JICKAPCTBCHHOI'O IIpCliapara I MCEAUIOHUHCKOI'O IIPUMCHCHUS, §19%(e]0) HpeZ[CTaBHeHHOﬁ
KOITMK O0Ir0BOpa 00513aTEIHLHOTO CTpaxoOBaHHs, 3aKJIFOYCHHOT'O B COOTBETCTBUH C THUIIOBBIMH ITPpaBUJIAMU
00513aTEJILHOIO CTpaxoOBaHUsA, € YKA3aHUCM HpeHeHBHOﬁ YUCJICHHOCTHU ITAallUCHTOB, YYA4aCTBYHOIIIUX B
KIMHUYCCKOM HCCICAOBAHHUHN JICKAPCTBCHHOI'O IIpfliapara aJi1 MCAWIHUHCKOIO IIPpUMCHCHUA, 0e3
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TpeOOBaHUs YIJIaThl TOCYJAPCTBEHHON MOIUIMHBI, MPEAYCMOTPEHHONW 3aKOHOAATEIhCTBOM Poccuiickoii
®eneparnun 0 HaIOTax U cOopax.
(uacts 3.4 B pea. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.5. 3apeructpupoBaHHbBICE B HMHOCTPAHHON BajlOTE€ N0 JHS BCTYIUICHHS B CHIIy HACTOSIIETO
®denepanbHOro 3aKOHA MPEEIbHbIE OTITYCKHBIE LIEHBl HHOCTPAHHBIX MTPOU3BOAUTENICH HA JIEKAPCTBEHHBIE
npenaparbl, BKIIOYCHHBIC B TIICPCUYCHL JKU3HCHHO H€O6XOIH/IMI)IX A BaXXHEHIITNX JICKApCTBCHHBIX
MpernapaToB, MOAJEKAT epecyeTy B pyonu no kypey LlenTpansHoro 6anka Poccuiickoii denepanuu Ha
nary, ycranoBieHHyto I[IpaBurensctBoMm Poccmiickoit denepammm, 0e3 TPEICTaBICHUS 3asBICHUS O
IepecyeTe LUEHbl C BHECEHUEM COOTBETCTBYIOLIMX W3MEHEHUN B IOCYAApCTBEHHBIN PeecTp MpeleibHbIX
OTIIYCKHBIX LCH HpOHBBOZ[HTeJIeﬁ Ha JICKAPCTBCHHBLBIC IIPEIapaThbl, BKIKOYCHHBIC B ICPCUCHDb KU3HCHHO
HEO0OXOIMMBIX M BaKHEUIINX JIEKapCTBEHHBIX MPEmapaToB.

(uactsp 3.5 BBeneHa PenepanbHbIM 3akoHOM OT 11.10.2010 N 271-D3)

3.6. 3aperucTpupoBaHHbIE 1O JHsS BCTYIUIEHMS B CUJIy HacTosmero @®enepaibHOTO 3aKoHa
MpeAelibHbIE OTIYCKHBIE II€Hbl POCCHUUCKHX TMPOU3BOAMUTENICH Ha JICKAPCTBEHHBIC Ipenaparsl,
BKJIFOYCHHBIC B IIEPEUYCHb JKU3HCHHO HEOOXOAMMBIX M BXKHEHMINIMX JIGKQPCTBEHHBIX IIPEMaparoB,
noanexar uHiaekcauuu ¢ 1 Hoa06ps 2010 roga ucxoass U3 HPOrHO3MPYEMOIO YpPOBHS HH(IALUH,
ycranoBieHHoro deaepaibHbiM 3aKk0HOM OT 2 aekabps 2009 roma N 308-03 "O denepansHom OromxeTe
Ha 2010 rox u Ha mmanoBsIi nepuod 2011 u 2012 ronos" Ha 2011 ro.

(uactsp 3.6 BBeneHa @enepanbHbM 3akoHOM OT 11.10.2010 N 271-D3)

3.7. Ilocne 1 maprta 2011 roga He momyckaroTCs MPOU3BOACTBO U BBO3 B Poccuiickyro denepainio
JIEKapCTBEHHBIX MPENapaToB B yIIaKOBKaX ¢ MAPKUPOBKOM, KOTOpas Obljla HAHECEHA JI0 JTHS BCTYIUICHUS B
ciry Hacrosimero @enepanbHOro 3akoHa. 1o McTedeHHM yKa3aHHOTO CpOKa JaHHBIE JIGKAPCTBEHHBIC
mpemnapaTbl MOTYT OTIIYCKaThCS, PEaTU30BBIBATHCS, MEPEAABATbCSI M MPUMEHSATHCA O HCTEUCHHS X
CpOKa IrOJJHOCTH.

(B pen. @enepanbHbiX 3akoHOB OT 29.11.2010 N 313-D3, ot 06.12.2011 N 409-D3)

4. Co nHs BCTymuieHHs B cuity Hactosmero ®exepansHoro 3akoHa u mo 30 ampenst 2011 roma
BKIIFOYMTEIBHO ~ JIOIYCKACTCS NPOBEACHUE OKCIEPTU3bl  JICKAPCTBEHHBIX CPEACTB  AKCIEPTaMH
OKCIICPTHOI'0  y4YpCXKACHUA OO0 IMPOXOKACHUA HWMHU aTTCCTalMMl B MopsAAKEe, YCTAaHOBJICHHOM
YIIOJIHOMOYEHHBIM (he/iepaibHbIM OPraHOM HCIIOJIHUTEIILHOW BIIACTH.

5. Co nmHs BerymieHus B cwity Hactosmiero ®enepanpHoro 3akoHa u mo 31 mexadbpst 2013 roma
BKJIFOUUTENIBHO OCYILIECTBIISECTCS MEPEXO0] K MPOU3BOJICTBY JEKAPCTBEHHBIX CPEACTB B COOTBETCTBUHU C
[IpaBWJIaMU OpraHU3aluy IPOU3BOJCTBA M KOHTPOJI KauecTBa JIEKAPCTBEHHBIX CPEJACTB, YKa3aHHBIMU B
gactu | crareu 45 nHacrosmero ®PexepanbHOro 3akoHa, B MoIHOM obObeme. Cpoku mepexona
IIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEJACTB K HUX IPOU3BOJACTBY B COOTBETCTBUM C KOHKPETHBIMU
TpeOOBaHUSMU JIaHHBIX TMPABUJI, BKIIOYAsh CPOKU AaTTECTAIlMHM YMOJIHOMOYEHHBIX JIMI, YKa3aHHBIX B
gacTssx 6 u 7 crarbu 45 Hacrosimero denepanbHOro 3akOHA, ycTaHaBiuBatoTcs IlpaBuTenbcTBOM
Poccuiickoit deneparumu.

6. JluueH3uun Ha MPOM3BOJCTBO JICKAPCTBEHHBIX CPENCTB, BbIIaHHbe 10 1 sHBaps 2014 rona,
neuctBytor nocie 1 siuBaps 2014 roma 1o ucTedeHUs CpoOKa MX JIEUCTBHS MPU YCIOBUU COOTBETCTBHS
JUIEH3MaTa TMpaBUjiaM OpPraHU3AIMH TMPOU3BOJCTBA M KOHTPOJS KayecTBa JICKAPCTBEHHBIX CPEJCTB,
yKa3aHHBIM B yacTH 1 ctatbu 45 HacTosiero denepanbHOro 3aK0Ha.
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pex. ot 22.12.2020) HoxymenT npenocrasned Koncynsrantllnoc

"O0 obparteH!H JIKAPCTBEHHBIX CPECTB" [ara coxpanenus: 06.04.2021
(C ¥3M. | JIOII., BCTYIL....

7. ®opMHpOBaHHME TOCYAApCTBEHHOTO 3aJaHUsl Ha MPOBEICHUE OJKCHEPTU3bl JIEKAPCTBEHHBIX
cpencTB (QenepaibHOMY TOCYJApPCTBEHHOMY OIOPKETHOMY YYPEKICHHIO IO MPOBEICHUIO KCIEPTU3HI
JIEKapCTBEHHBIX CPENICTB U (PMHAHCOBOE OOECIeYeHHE BBIMIOJHEHUS 3TOTO 33JaHUs OCYIIECTBISIOTCS B
nopsiike, ycranoBiieHHOM DenepanbHbiM 3akoHOM OT 12 stHBapst 1996 roga N 7-03 "O HEKOMMeEpYECKUX
opranu3anusx".

(uactp 7 BBennena denepanbHbiM 3aKk0HOM OT 29.11.2010 N 313-D3)

IIpe3unent
Poccuiickoit denepanuu
AMEJIBEJIEB
Mocksa, Kpemib
12 anpens 2010 rona
N 61-03
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