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Cnucok M3MEHSIOINX TI0KyMEHTOB
(B pea. @enepanbHbix 3aK0HOB OT 27.07.2010 N 192-03,
ot 11.10.2010 N 271-®3, ot 29.11.2010 N 313-®3, o1 06.12.2011 N 409-D3,
ot 25.06.2012 N 93-@3, ot 25.12.2012 N 262-®3, ot 02.07.2013 N 185-D3,
ot 25.11.2013 N 317-®@3, ot 12.03.2014 N 33-®3, ot 22.10.2014 N 313-D3,
ot 22.12.2014 N 429-®3 (pen. 13.07.2015), ot 08.03.2015 N 34-03,
ot 29.06.2015 N 160-®3, ot 13.07.2015 N 233-®3, ot 13.07.2015 N 241-D3,
ot 13.07.2015 N 262-®3, ot 14.12.2015 N 374-®3, ot 29.12.2015 N 389-03,
ot 02.06.2016 N 163-®3, ot 03.07.2016 N 261-®3, ot 03.07.2016 N 305-D3,
ot 03.07.2016 N 350-®3, ot 29.07.2017 N 242-®3, ot 29.07.2017 N 278-D3,
ot 28.12.2017 N 425-®3 (pen. 27.12.2019), ot 04.06.2018 N 140-D3,
ot 28.11.2018 N 449-®3, ot 27.12.2018 N 511-®3, ot 06.06.2019 N 134-D3,
ot 26.07.2019 N 240-®3, ot 02.08.2019 N 297-®3, ot 27.12.2019 N 462-D3,
or 27.12.2019 N 475-®3, ot 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 429-03, ot 22.12.2020 N 444-03,
or 11.06.2021 N 170-®3, ot 02.07.2021 N 317-®3, ot 08.03.2022 N 46-D3,
ot 26.03.2022 N 64-@3, ot 14.07.2022 N 311-®3, ot 20.10.2022 N 405-D3,
o1 05.12.2022 N 502-®3, ot 19.12.2022 N 519-@3, ot 28.04.2023 N 149-03,
ot 28.04.2023 N 171-®3, ot 24.07.2023 N 341-®3, ot 04.08.2023 N 428-03,
ot 04.08.2023 N 466-®3, ot 04.08.2023 N 474-®3, ot 19.10.2023 N 503-D3,
ot 30.01.2024 N 1-®3, ot 08.08.2024 N 232-®3, ot 08.08.2024 N 323-03,
0T 26.12.2024 N 494-@3)

Mnasa 1. OBLWIME MNMOJIOXKEHUA

Cratba 1. MpegmeT perynupoBaHusa HacToswero PeagepanbHOro 3akoHa
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[aTta coxpaHenus: 24.01.2025

1. Hacrosimuii ®enepanbHblid 3aKOH PEryJHPYET OTHONIEHHUS, BO3HUKAIONIME B CBSI3H C
oOparieHneM - pa3padOTKOH, MOKIMHUYECKHMMHU HCCIEJOBAHUSAMH, KIMHHUYECKUMH HCCIIEIOBAaHUIMU,
AKCIEPTU30M, TOCYAApPCTBEHHOW PErUCTpaleil B COOTBETCTBUU C HacTosAmUM DenepaibHbIM 3aKOHOM
(manee - rocymapcTBEHHas perucTpanusi) WM PETUCTpPALUEd B COOTBETCTBUM C MEKIAYHAapOIHBIMU
JIOTOBOpaMHM M aKTaMH, COCTaBISIOIIMMHU TMpaBo EBpa3zuiickoro »KOHOMHYECKOro coro3a (nanee -
perucrpanms), €O CTaHJApTH3aLMEl M C KOHTPOJIEM KaudecTBa, IIPOU3BOJCTBOM, H3IOTOBIIEHUEM,
XpaHEHHUEM, IMepeBO3Koil, BBO3oM B Poccuiickyto ®enepaumnto, BeiBO3oM U3 Poccuiickoit denepanmu,
pEKJIaMOM, OTIIyCKOM, peajau3alueil, Iepenadyel, IPUMEHEHUEM, YHHUUYTOKCHHEM JIEKAPCTBEHHBIX
CPEICTB.

(B pen. @enepanbhbix 3ak0HOB 0T 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

2. Hacrosimmit denepanbHblil 3aKOH YCTAaHABIMBAET MPUOPUTET TOCYIAPCTBEHHOTO PETYJIMPOBAHUS
6e30macHOCTH, KauecTBa 1 3((HEKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB MIPHU UX OOpAICHUH.
(B pen. denepanpHoro 3akoHa ot 25.06.2012 N 93-03)

Cratbs 2. Cchepa npumeHeHUs1 HacTosiwero ®eaepanbLHOro 3aKkoHa

Hacrosmuit denepanbHblii 3aKOH TPUMEHSETCS K OTHOIICHHSIM, BOSHUKAIOIIMM TIPU OOpaIeHun
JIEKApCTBEHHBIX CPEICTB Ha Tepputopun Pocculickon Penepanuu.

Cratbs 3. 3akoHoAaTeNnbLCTBO 06 OOpaLeHun nekapCcTBeHHbIX CPeacTB

1. 3akoHOmaTenbCcTBO 00 OOpalIeHWH JIGKAPCTBEHHBIX CPEICTB COCTOUT W3 HACTOSIIETO
@DenepallbHOTO 3aKOHA, APYTUX (efepanibHbIX 3aKOHOB U HWHBIX HOPMATHUBHBIX IIPABOBBIX AaKTOB
Poccuiickoit @enepanuu.

1.1. 3akoHOIaTENBCTBO 00 OOpAIllEHNH JIEKAPCTBEHHBIX CPEJICTB B OTHOUICHUH FOPUIUYECKUX JIHI] U
WHJIMBUIYAIbHBIX  MpEANpPUHUMATENICH,  OCYIIECTBISAIOMIMX  JEATEIbHOCTh  HAa  TEPPUTOPUH
MEXIYHApOAHOTO METUIIMHCKOTO KJacTepa, MPUMEHSETCS C y4eTOM OCOOEHHOCTEH, yCTaHOBIECHHBIX
®enepanbHbIM 3aK0HOM OT 29 utoHs 2015 roga N 160-®P3 "O mexyHApOJIHOM MEIUIIMHCKOM KiacTepe
Y BHECEHHMH U3MEHEHUI B OT/IENIbHBIE 3aKOHOAaTeNIbHbIE akThl Poccuiickoit denepanuu’.

(uactp 1.1 BBegena denepanbHbiM 3akoHOM OT 29.06.2015 N 160-D3; B pen. @eaepanbHOro 3aKkoHa OT
04.08.2023 N 428-D3)

2. leiictBue Hacrosmero deneparbHOro 3aKOHa PacIpoCTpaHsIeTCs Ha 00paleHne HApKOTHUECKUX
JIEKapCTBEHHBIX CPEACTB M ICUXOTPOIHBIX JIEKAPCTBEHHBIX CPEICTB C YYETOM OCOOEHHOCTEM,
YCTAHOBJICHHBIX  3aKoHOJarenbCcTBOM  Poccuiickor ®denepanuu O HApPKOTHYECKUX  CPEACTBAX,
IICUXOTPOITHBIX BELIECTBAX U 00 UX MpEeKypcopax.

3. [eiictBue Hacrosimero @exepaqbHOrO0 3aKOHA  pacIpoCTpaHseTcss Ha  oOpalieHue
pannodapmManeBTHYECKUX JIEKApCTBEHHBIX CPEACTB C YYETOM OCOOEHHOCTEH, YCTAHOBJIEHHBIX
3akoHOJaTeIbCTBOM Poccuiickoit deneparyu B 001acTi 0O6ecredeHus paJAualiioHHON O€30MTaCHOCTH.

4. Ecnu MexayHapoIHbIM 10roBopoM Poccuiickont denepanun, MEXIyHAPOJHBIMUA TOTOBOPAMH U
aKTaMH, COCTABJISIFOIIMMHE MPaBO EBpa3uiickoro SKOHOMHYECKOTO COr03a (J1ajee - aKThl, COCTABIISIFOIIHE
mpaBo Coro3a), yCTaHOBJICHbl WHBIC TMpaBWJa, 4YeM Te€, KOTOpPHIE TPEIyCMOTPEHBI HACTOSIIUM
®denepanbHbIM 3aKOHOM, IPUMEHSIOTCS TTpaBUjIa MEXIYHAPOIHOTO IOTOBOPA, MPaBUIIa, COAECPKAIIUECS B
aKTax, CocTaBIsArONMX MpaBo Coro3a.
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(dactb 4 B pen. DeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4.1. PemeHuss MeEXroCyAapCTBEHHBIX OpraHoB, IPUHATBIE HAa OCHOBAaHUU  IOJOKEHUI
MEXKIYHAPOAHBIX JTOroBOpoB Poccuiickoit @enepaniui B WX HMCTOJKOBAHWHU, MPOTHBOPEYAILIEM
Koncrurynun Poccuiickonn @enepanuu, He nojyiekar ucnonHeHuto B Poccuiickonn @enepanun. Takoe
MIPOTUBOPEYUE MOXKET OBITh YCTAHOBJIEHO B MOPSAKE, OMpeeIeHHOM (efepatbHbIM KOHCTUTYIIMOHHBIM
3aKOHOM.

(dactp 4.1 BBeaeHa ®enepanbHbiM 3akoHOM OT 08.12.2020 N 429-D3)

5. B Poccniickoit Penepanuu B COOTBETCTBUHM C MEXAYHAapOIHBIMU Jorosopamu Poccuiickoit
@enepan ¥ (MIM) Ha OCHOBE NPUHIMNA B3aUMHOCTH IPU3HAIOTCA pE3yJbTaThl KIMHUYECKHX
HCCIEAOBAHUMN JIEKapCTBEHHBIX IIPENapaTroB Uil MEIMIMHCKOIO IPUMEHEHUs, IIPOBEICHHBIX 3a
npenenamu tepputopun Poccuiickoit deneparumu.

CtaTtbsa 4. OCHOBHbIE NOHATUA, UCNONb3yeMble B HacTosileMm PenepanbHOM 3aKOHe

st meneit Hactosimiero deaepanbHOro 3aKOHA UCTIONB3YIOTCS CIIEIYIONINE OCHOBHBIC TIOHATHS:

1) nexapCTBEHHBIE CpPEJCTBA - BEIIECTBA WJIM HMX KOMOHMHAIMM, BCTyHAloOIIME B KOHTAaKT C
OpraHU3MOM 4YEJIOBEKAa WJIM KUBOTHOTO, MPOHUKAKOLIME B OpPraHbl, TKAHW OpraHW3Ma 4eJoBeKa WIH
’KMBOTHOTO, TPUMEHSAEMBbIC IS MPOPHUIAKTHKH, IUATHOCTHUKU (32 HCKIIOUEHHEM BEIIECTB WM HX
KOMOMHAIMM, HE KOHTAaKTUPYIOIIUX C OPTaHW3MOM YE€JIOBEKa WJIM KUBOTHOIO), JICUeHHUs 3a00JieBaHUS,
peadwInTalyy, 1l COXpaHEHHs, MPEeIOTBPAILEHHS WM MpepbIBaHUs OEpEeMEHHOCTH M TOJIy4YEeHHBIC U3
KpPOBH, IJIa3Mbl KPOBH, U3 OPraHOB, TKAHEW OpraHU3Ma YeJIOBEKA WM KUBOTHOI'O, PACTEHUI, MUHEPAJIOB
METOAAMU CHHTE3a WJIM C MPUMEHEHHEM OHOJOrMYecCKHX TeXHOJIoTui. K JekapCTBEeHHBIM CpeacTBamM
OTHOCSTCS (papMalleBTUYECKUE CYOCTaHIIUU U JIEKApCTBEHHBIE MTpenapaThl;

2) ¢apmareBTHUECKasT CyOCTaHIUS - JIEKAPCTBEHHOE CPEICTBO B BUJE OJHOIO WIJIM HECKOJIBKUX
oOnanaromux GapMakoIOrH4eckoi akTUBHOCTHIO JEHCTBYIOIIMX BEIIECTB BHE 3aBUCUMOCTH OT IPUPO/IBI
MPOUCXOXKACHUS, KOTOpPOE IMpeIHa3HA4YeHO JJs IPOU3BOJACTBA, W3TOTOBJICHUS JIEKAapCTBEHHBIX
MpenaparoB U onpeaenser ux 3pHEKTUBHOCTS;

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

3) BcmomoraTenbHBIE BEIIECTBA - BEIIECTBA HEOPTraHMYECKOTO WJIM  OPTaHHYECKOTO
MIPOUCXOXKACHUS, UCTIOIB3YEMBIE B MPOLECCE TPOU3BOACTBA, U3TOTOBJICHUS JIEKAPCTBEHHBIX MPENapaToB
JUTSI TIPUJIAHUST UM HEOOXOTUMBIX (PHU3UKO-XUMUYECKUX CBOMCTB;

4) nexapcTBEHHBIC Mperaparbl - JIEKapCTBEHHBIE CPEJCTBA B BHUJE JIEKAPCTBEHHBIX (HOpM,
OpUMEHSIeMble U1  NPO(UIAKTUKM, JWArHOCTUKH, JIeUYeHHMsl 3aboseBaHus, peaduIuTanuu, s
COXpaHeHHs, PEAOTBPAIICHHUS WU IPEPhIBaHNs OEPEMEHHOCTH;

5) nexapcTBeHHast (popMa - COCTOSHHE JIGKAPCTBEHHOr'O Iperapara, COOTBETCTBYIOIIEE CIOCO0aM
€ro BBEJCHHs U IPUMEHEHHUS U 00ecIieunBaroliee JOCTHKEHNEe He00X0AUMOro JeueOHoro 3¢ dekra;

5.1) no3upoBKa - coepKaHue OAHOTO MJIH HECKOIBKUX JEHCTBYIONIMX BEIIECTB B KOJMYECTBEHHOM
BBIPOKCHUM HA EIUHUIYYy JO3bl, WIM €IWHUIy O0beMa, WIM EIWHUIy MAacChl B COOTBETCTBUU C
JeKapCTBeHHOM (opmoii MO0 IT  HEKOTOPHIX BHJIOB  JICKAPCTBEHHBIX (OPM  KOJIMYECTBO
BBICBOOOKJAEMOTO0 U3 JIEKAPCTBEHHOU (DOPMBI ICHCTBYIOIIETO BEIIECTBA 32 SAMHUILY BPEMEHH;
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(m. 5.1 BBegeH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

6) nepeyeHb JKU3HEHHO HEOOXOUMBIX U BaXKHEHIINX JICKAPCTBEHHBIX MTPENApaTOB - YTBEPKAAEMBIi
[IpaBuTensctBoM Poccuiickoit @enepanun nepedyeHb JICKAPCTBEHHBIX MPENnapaToB I MEIUIIMHCKOTO
PUMEHEHHsI, 00ECTIeUNBAIOIINX PUOPUTETHBIE MOTPEOHOCTH 37JPaBOOXPAHEHHUS B LIEISAX MPOPUIAKTUKN
W JIeYeHHs 3a00JIeBaHWM, B TOM YHCJIE MPEOoOIaalouX B CTPYKType 3aboneBaeMocTd B Poccuiickoit
denepauuu;

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

6.1) opdanHBIe JEKapCTBEHHbIE INpenapaTbl - JIEKAPCTBEHHBIC Iperaparbl, MpeAHa3HaYeHHbIC
UCKJIFOUUTENIBHO JUISl TUarHOCTUKH, 3THONATOT€HETUYECKOTO MIIM aTOr€HETUUYECKOT 0 JIeUeHUs (JIEUSHHUS,
HaNpaBJICHHOTO HA MEXaHU3M Pa3BUTH 3a00JeBaHusA) peaAKnX (opdaHHbIX) 3a001€BaHUN;

(m. 6.1 BBemen PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-®3; B pen. denepanpbHOro 3akoHa OT
30.01.2024 N 1-®3)

6.2) OuoJOTMYECKHE JIEKAPCTBEHHBIC IpenapaThl - JICKAPCTBEHHBIE Npemnaparthbl, JCUCTBYIOIICE
BCIICCTBO KOTOpBIX npomBe;[eHo HUJIN BBIJACIICHO H3 6I/IOHOI‘I/ILICCKOI‘O HNCTOYHUKA U IOJIA OHpe,Z[GHeHI/IH
CBOMCTB M KadyecTBa KOTOPHIX HEOOXOIMMa KOMOWHAIUS OMOJIOTMUECKHMX H (PU3HKO-XHUMHUUYECKHX
MeTonoB. K OuonornyeckuM JIEKapCTBEHHBIM —IperaparaM OTHOCATCS HWMMYHOOHOJIOTHYECKUE
JIEKApCTBEHHBIC TperapaThl, JICKApCTBEHHBIC TNIpemaparhl, MOJYYCHHBIE M3 KPOBH, IUIa3Mbl KPOBHU
YelloOBeKa M JKMBOTHBIX (32 HCKIIOUEHUEM IIENbHONH KpPOBHU), OMOTEXHOJIOTUYECKUE JIEKApCTBEHHBIC
mpenaparsl, TCHOTEpaneBTUYECKHUE JIEKAPCTBEHHBIC MPernapathl, JIEKapCTBEHHBIC TMpenapaThl Ha OCHOBE
COMATHYECKHUX KJIETOK;

(m. 6.2 BBemen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-®3; B pen. denepanpbHOro 3akoHa OT
04.08.2023 N 466-D3)

6.3) BBICOKOTEXHOJOTUYHBIN JIEKAPCTBEHHBIN MperapaT - TeHOTEPANeBTUYCCKUN JIEKapPCTBEHHBIN
npenapar JJjis MEAUIIMHCKOrO NMPUMEHEHHS, WM JICKAPCTBEHHBIN Mpenapar Ha OCHOBE COMAaTHYECKUX
KJIETOK JJII METUIIMHCKOTO MPUMEHEHUs, WM TKaHEeHH)KEHEPHBIN JIeKapCTBEHHBIN mpenapar (mpemnapat
TKaHEBOW MH)KEHEPHH);

(. 6.3 BBeaeH denepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

7) WMMYHOOHMOJOTHMYECKHE JICKAPCTBEHHBIE Tperaparbl - JIEKapCTBEHHBIE Ipenaparsl,
nperHa3HauYeHHble A1 (GOPMUPOBAHUS AKTUBHOIO HJIM MAacCUBHOIO MMMYHHTETa JIMOO IUArHOCTUKH
HATAYUS  WUMMYHHTETa WIM  JUATHOCTHUKM  CHEIU(PUYIECKOrO0  MPHOOPETEeHHOTr0  M3MEHEHHS
MMMYHOJIOTHYECKOTO ~ OTBETa Ha  ajleprusupyrommue BemectBa. K uMMyHOOHOJIOTHYECKHM
JIEKApCTBEHHBIM  MpernapaTaM  OTHOCATCS ~ BakKIMHBI,  AHATOKCUHBI, = TOKCHUHBI,  CBHIBOPOTKH,
MMMYHOTJIOOYJIMHBI U aJlIEpIeHBbI;

(n. 7 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

7.1) 6MOTEXHOJIOTUYECKHE JIEKAPCTBEHHBIE TIPETapaThl - JIEKapCTBEHHbIE MTpenapaThl, IPOU3BOCTBO
KOTOPBIX OCYIIECTBIISIETCS C UCTIOIBb30BaHUEM OMOTEXHOJIIOTUYECKUX MPOLIECCOB U METOJIOB (B TOM YHUCIIE
JIHK-pekoMOWHAaHTHON TEXHOJIOTHH, TEXHOJOTMH KOHTPOJUPYEMOW JKCIPECCHU T€HOB, KOJUPYIOIIUX
OMOJOTMYECKH aKTHBHBIE OCIKM B MPOKAPHOTAX W DJYKAPUOTAX, BKIIOYAs HW3MEHEHHBIC KIIETKH
MJIEKOTHUTAOIINX ), THOPUIOMHOTO METO/1a M METOa MOHOKJIOHAJIbHBIX aHTUTEIT;

(m. 7.1 BBenen denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-D3)

7.2) TeHOTEepalleBTUYECKUE JIEKAPCTBEHHBIE IMpemapaThl - JIEKapCTBEHHbIE Ipenaparsl,
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(bapMmarieBTHUECKasE CyOCTaHIMS KOTOPBIX SABISETCS PEKOMOMHAHTHOM HYKJIEMHOBOW KHCIOTOM WIIU
BKJIIOYaeT B ce0s pPEKOMOMHAHTHYIO HYKICHHOBYIO KHCJIOTY, TIO3BOJISIOLIYIO OCYILECTBISAThH
peryaupoBaHue, penaparuio, 3aMeHy, 100aBJICHHE WIN yJaJleHHue FeHEeTUUYECKOM MMoCIIe10BaTeIbHOCTH;
(m. 7.2 BBeneH denepanbHpIM 3aK0HOM 0T 22.12.2014 N 429-D3)

8) HapKOTHYECKHE JIEKapCTBEHHBIE CPEACTBA - JICKAPCTBEHHBIE IMpernapaThl U (hapMaleBTHUECKHe
CyOCTaHIINM, COJepKallie HApKOTUYECKUE CPEICTBA WM BKIIOUEHHBIE B [lepedyeHb HApKOTUYECKUX
CPEACTB, ICUXOTPOIHBIX BEIIECTB W HX MPEKypPCOpPOB, MOMJIEKAIIUX KOHTpodto B Poccuiickoit
@enepannuy, B COOTBETCTBMM C 3aKOHOAATENbCTBOM Pocculickoir ®Pexepannu, MeXAyHApOIHBIMU
noroBopamu Poccuiickoit @enepannu, B ToM uncie EAMHON KOHBEHIMENH O HAPKOTHUYECKUX CPEIICTBAX
1961 rona;

9) mCcUXOTPOIHbIE JIEKAPCTBEHHBIE CPEJCTBA - JIEKAPCTBEHHBIE MpernapaThl U (papManeBTUYECKHUE
CyOCTaHIIMH, COJEpXKAIIUe TCHUXOTPOIHBIE BEIIECTBA W BKIIOYCHHBIE B [lepedyeHb HApKOTUYECKUX
CPEACTB, ICUXOTPOIHBIX BEIIECTB W HX MPEKypPCOpPOB, MOMJIEKAIIUX KOHTpodto B Poccuiickoit
@enepannuy, B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuiickoit ®Penepanuu, MeEXAyHApOIHBIMU
noroBopamu Poccuiickoit denepanuu, B ToM yuciae KoHBeHIMEW O MCUXOTPOINHBIX BemiectBax 1971
roja;

10) pammodapmarieBTHUECKHE JIEKAPCTBEHHBIE CPEICTBA - JICKAPCTBEHHBIC CPEICTBA, KOTOPHIC
cojiepKaT B TOTOBOM ISl MCIOJIB30BaHUS (POpPME OJMH PATUOHYKIIUI WIA HECKOJBKO PAIMOHYKIHI0B
(pamnoaKTUBHBIX U30TOIIOB);

10.1) opurvHanmpHBIM JIEKapCTBEHHBIM IIpemapaTr - JIEKapCTBEHHBIN Ipernapar ¢ HOBBIM
JEWCTBYIOIIUM BELIECTBOM, KOTOPBIM MEPBBIM 3apeructpupoBaH B Poccuiickoit denepanuu Wik B
MHOCTPAHHBIX TOCYIapCTBAX HA OCHOBAHUU PE3YJIbTATOB TOKIMHUYECKHUX UCCIIEOBAHUN JIEKAPCTBEHHBIX
CPEICTB U KIMHUYECKUX HCCIEeIOBAaHUI JIEKapCTBEHHBIX MPENapaToB, MOATBEPKAAIOIIUX €ro KauyecTBo,
3¢ (HeKTHBHOCTH U 0€30MaCHOCTS;

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

11) pedepeHTHBIH JeKapCTBEHHBIN Mpenapar - JeKapCTBEHHBIN Mpemnapar, KOTOPbIi HCIONb3yeTcs
VIS OLICHKU OMOSKBHBAJIEHTHOCTH WJIM T€ParieBTUUECKON IKBUBAJIEHTHOCTH, KauecTBa, 3P (HEKTUBHOCTH U
0€30MMacHOCTH BOCIPOM3BEICHHOTO JIEKAPCTBEHHOTO Mpernapara Win OroaHanoroBoro (0nomomo0HOTO)
JIEKapCTBEHHOTO Tpenapara (Omoanamora). B xauectBe pedepeHTHOTO JIEKApCTBEHHOTO Iperapara s
MEIUIIMHCKOTO TMPUMEHEHHS WCIOIb3yeTCS OPUTHHANBHBIN JIGKAPCTBEHHBINM IMpemnapar Ju0o, eciu
OpUTHHAJIbHBIA JIEKQpPCTBEHHBIM MpermapaT HE 3aperUCTpPUpPOBaH WM HE HAXOIUTCS B 000pOTE B
Poccuiickoit @enepanyy 1 He HAXOIUTCS B 000POTE B MHOCTPAHHBIX IOCYJapCTBaX, BOCIPOU3BEICHHBIN
JIEKapCTBEHHBIN TperapaT win OMoaHaIoroBbIi (OMOO00HKIN) JIeKapCTBEHHBIN npenapat (OroaHasor),
KOTOPBIM TEPBBIM 3apErUCTPUPOBAH W3 YHUCIIa HaXoAsmuxcs B obopore B Poccuiickoit ®deneparnuw,
OMOPKBUBAJICHTHOCTh WJIM  TEpamneBTHYECKas HKBUBAJIEHTHOCTb, KadecTBO, J3(PPEKTUBHOCTb U
0€30MacHOCTh KOTOPOT'O OLEHUBAIUCH M0 OTHOILEHUIO K OPUTHHAIBLHOMY JIEKapCTBEHHOMY IIpernapary, a
TaKke KadecTBO, OS(PPEKTHBHOCTL W 0O€30MacCHOCTh KOTOPOTO TOATBEPXKAAIOTCA pe3yabTaTaMu
(dapmakoHag30pa M MPOBEPOK COOTBETCTBHUS JIEKAPCTBEHHBIX CPENICTB, HAXOJSANINXCS B TPaXITaHCKOM
000pOTe, YCTAaHOBIIEHHBIM TPeOOBaHHUSAM K UX KauecTBy. B kauecTBe pedepeHTHOro JIeKapCTBEHHOTO
mpemapata JUisl  BETEPUHAPHOTO TMPUMEHEHHS] HCIOJIB3YeTCs JIGKAPCTBEHHBIM  Mpemapar  Jyis
BETEPUHAPHOTO TIPUMEHEHUA, 3aperucTpupoBaHHbIi B Poccuiickoit ®enepanin Ha OCHOBAHUU
pPEe3yIbTAaTOB JOKJIMHUYECKUX HCCIIEIOBAHUM JIEKAPCTBEHHBIX CPEACTB M KIMHUYECKUX HCCIEIOBaHUMN
JIEKapCTBEHHBIX MPENapaToB, MOATBEPHKAAIOIINX €T0 KauecTBO, 3 (HEeKTUBHOCTH U O€30M1aCHOCTD;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.12.2024)
"06 obpalleHMn NeKapCTBEHHbIX CpeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHenus: 24.01.2025

(n. 11 B pen. ®enepanpuoro 3akona oT 27.12.2019 N 475-D3)

12) Bocnipou3BeACHHBIN JIEKAPCTBEHHBIN Mpernapar - JISKapCTBEHHBIN mpenapar sl MEIULIUHCKOTO
MPUMEHEHUSI, KOTOPbIH HMEeT JKBHUBAJICHTHBIH pedepeHTHOMY JIEKapCTBEHHOMY Ipemnapary
Ka4eCTBEHHBIM COCTaB M KOJMYECTBEHHBIM COCTAaB JIEUCTBYIOIIMX BEIIECTB B JIKBUBAICHTHOM
JeKapcTBeHHOM (opMe, OO JEeKapCTBEHHBIN Mpernapar Ui BEeTEPUHAPHOTO MPUMEHEHUs, KOTOPBIN
UMeeT Takue e, 4YTO M pedepeHTHBIH JIeKapCTBEHHBIH Tpemnapar, KadeCTBEHHBIH COCTaB U
KOJIMYECTBEHHBI  COCTaB  JICHCTBYIOIIMX BEIIECTB B TaKOW K€ JIEKApCTBEHHOW  ¢opme,
OMOPKBHBAJIGCHTHOCTh WM  TEpPaleBTUYECKash HAKBHBAICHTHOCTh KOTOPBIX  COOTBETCTBYIOILIEMY
pedepeHTHOMY JeKapCTBEHHOMY INpenapaTry MOoATBEpkKIeHa COOTBETCTBYIOIIMMHU UCCIIEI0OBAaHUSIMU;

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

12.1) TepaneBTHYECKasi SKBUBAJIEHTHOCTb JICKAPCTBEHHBIX MPENApaToB - JOCTUKEHUE KIMHUYECKU
COIMOCTAaBUMBIX TepaneBTH4Yeckoro s¢dexra U mokaszareneid 3()(eKTHBHOCTH U OE30MACHOCTH TNpPH
IPUMEHEHUH JIEKAPCTBEHHBIX IpenapaToB M MEIUIMHCKOIO IPUMEHEHHUs, HMEIOUIMX OJHO
MEXIYHAapOJAHOE HEMAaTeHTOBaHHOE (WM XHMHUYECKOe, WM TPYNIHPOBOYHOE) HAMMEHOBAaHME, B
HKBUBAJIECHTHBIX JO3MPOBKAaX MO OJHUM M TEM JK€ IOKa3aHUSM K IPUMEHEHHMIO U NpPHU OJAMHAKOBOM
crioco0e BBEJICHUS Y OHOM U TOM K€ TPYIIIBI OOJIbHBIX;

(m. 12.1 B pen. ®enepanbHoro 3akoHa oT 27.12.2019 N 475-03)

12.2) 6uoananoroBbsiii (6MOMOIO0HBIN) JEeKapCTBEHHBIN Mpenapar (OnoaHanor) - OHOJIOTHYEeCKU
JIEKApCTBEHHBIA TMpernapaT, CXOXHH IO TapaMeTpaM KadecTBa, 3(P(EKTUBHOCTH W OE€30MaCHOCTH C
pedepeHTHBIM OHOJIOTUYECKUM JIEKApCTBEHHBIM IpenapaToM B TaKOH e JieKapcTBEHHOW Qopme u
HMEIOIINH UASHTUYHEIN CII0OCO0 BBEACHHS;

(n. 12.2 BBenen denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-D3)

12.3) B3amMo3aMEHSEMBIA JICKAPCTBEHHBIN Mpenapar - JEKapCTBEHHBIM MpernapaTr ¢ JOKa3aHHON
TEpaeBTHUECKON JKBUBAJCHTHOCTHIO WM OWOIKBUBAJICHTHOCTHIO B OTHOIICHHH pPedEPEHTHOTO
JIEKapCTBEHHOI'O IpernapaTa, UMEIOIINNA SKBUBAJICHTHbIE €My KaueCTBEHHBIH COCTaB M KOJIWYECTBEHHBIN
COCTaB JICHCTBYIONIMX BEIIECTB, COCTAB BCIIOMOTATEIbHBIX BEIIECTB, JEKAPCTBEHHYIO (OpPMYy U CIOCOO
BBEJICHUS;

(n. 12.3 BBenen denepanbHbiM 3aKk0HOM 0T 22.12.2014 N 429-D3)

12.4) OHOAPKBHBAJICHTHOCTh JIEKAPCTBEHHBIX TPEMAPAaTOB - JIOCTHKEHHUE COMOCTABUMBIX
MOKa3aTelel CKOPOCTH BCACHIBAHUS, CTENEHU MOCTYIUICHHUS K MECTY JEHCTBUSI U CKOPOCTH BBIBEICHUS
OJTHOTO WJIM HECKOJIbKMX O0Jaarommx (HhapMaKkoIoruuecKoil akTUBHOCTBIO JEHCTBYIOIIMX BEIIECTB MPU
MPUMEHEHUU JIEKAPCTBEHHBIX TMpEnapaToB JUIsi MEIUIMHCKOTO NPUMEHEHUs, HMEIONIUX OJHO
MEXIyHapOJAHOE HENMaTeHTOBaHHOE (MM XMMHUYECKOe, WM TPYNIHUPOBOYHOE) HAWMEHOBAaHHE, B
SKBHUBAJICHTHBIX JIO3UPOBKAX U MPH OJMHAKOBOM CIIOCOOE BBEIICHUS;

(n. 12.4 BBenen denepanbHbiM 3aK0HOM OT 27.12.2019 N 475-D3)

13) nekapcTBEHHOE PACTUTENBHOE CHIPbE - CBEKHE HJIM BBICYLICHHBIE PACTCHHs MO0 MX YacTH,
UCIIONBb3YyEMbIE Ul IPOU3BOJACTBA JICKAPCTBEHHBIX CPEACTB OPraHU3aLMUAMU - IIPOU3BOAMUTEISIMHU
JIEKAPCTBEHHBIX CPEICTB WM M3TOTOBJICHUs JICKAPCTBEHHBIX IIPENApaTOB ANTEUYHBIMU OpraHU3ALMSIMU,
BETEPUHAPHBIMU aANTEYHBIMA OPraHU3aLUAMHU, UHIAUBULYAIBHBIMUA IPEAIPUHUMATENAMU, UMEIOIUMHU
JIMIIEH3UIO HA (papMalleBTUYECKYIO AEATEIbHOCTD;

14) nexapCTBEHHBI pPAaCTUTEIBHBIN Tpemnapar - JIGKApCTBEHHBIM Mpemapar, MPOW3BEICHHBIN WITH
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?;zieﬁ”;gbivz' 32%'(22}”) ot 12.04.2010 N 61-03 JloKyMeHT npeAocTaBnieH KoHcynbTaHTItoc

"06 obpalleHMn NeKapCTBEHHbIX CpeacTB” Hata coxpatenms: 24.01.2025

M3TOTOBJICHHBIM M3 OJTHOTO BHA JIEKAPCTBEHHOT'O PACTUTEIBHOTO CHIPHS WIIM HECKOJBKHX BUIOB TaKOT'O
CBIPbSI U pealn3yeMblii B pacpacOBAaHHOM BHJI€ BO BTOPUYHOM (IIOTPEOUTEIHCKON) YIIAaKOBKE;

15) romeonaTuyeckuii JeKapCTBEHHBIN Mpenapar - JISKapCTBEHHBIN IIpenapar, MpOU3BEICHHBIN WITH
W3TOTOBIICHHBI W3  (apManeBTHUECKON cyOcTaHiuu wWin (papManeBTHUYECKUX CyOCTaHIMA B
COOTBETCTBUH C TPeOOBaHMSIMHU OOHIMX (papMaKoONeHHBIX CTaTel K TOMEONaTHYECKUM JICKapCTBEHHBIM
mpernapataM WIM B COOTBETCTBHM C TpeOOBaHMAMH (papMaKoONEeHu CTpPaHbl IMPOU3BOAUTENS TaKOTO
JIEKapCTBEHHOTO ITperapara;

(m. 15 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

16) MexxayHapoIHOE HENATCHTOBAaHHOE HAaMMEHOBAHME JIEKAPCTBEHHOI'O CPEJICTBA - HAMMEHOBAHHE
JCWCTBYIOIIEr0  BemecTBa  (apMaleBTHUECKOW  cyOcTaHIMM, pPEKOMEHIOBaHHOe  BcemupHOH
OpraHM3alyey 31paBOOXPaHEHUS;

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

17) ToproBoe HaWMMEHOBAaHHE JICKAPCTBEHHOTO CPEJACTBA - HAMMEHOBAaHUE JIEKAPCTBEHHOTO
CpeICTBa, NPHCBOSGHHOE €ro pa3padOTUYMKOM, JepXKaTelieM WU BIAACNbIEM PETUCTPALHOHHOTO
YI0CTOBEPEHUS JIEKAPCTBEHHOTO Tperapara;

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

17.1) rpynnmupoBOYHOE HAWMEHOBAaHHME JIEKAPCTBEHHOTO TMperapaTta - HaWMEHOBaHHUE
JIEKApCTBEHHOT'0 Mperapara, He MMEIOIIET0 MEXKIYHApOJHOI0 HEMaTeHTOBAHHOTO HAaUMEHOBAHUS, WUIU
KOMOMHAIMK JIEKAPCTBEHHBIX MPENapaTroB, UCIOIb3yeMO€ B IENAX OOBEAMHEHHUS HMX B TPYIIY IO
€MHBIM HAMMEHOBAaHUEM UCXO/Is1 U3 OJJMHAKOBOI'O COCTaBa JEHCTBYIOIIUX BEIIECTB;

(n. 17.1 BBenen denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-D3)

18) obmas dapmakoneiiHas cTaTbs - JTOKYMEHT, YTBEP)KICHHBII YIOJHOMOYEHHBIM (herepaibHbIM
OpraHOM HCHOJHUTENBHOM BIIACTH M COJAEpKAIMK NepeyeHb MoKa3aTesiel KadecTBa U (WJIM) METOJOB
KOHTPOJIS Ka4ecTBa KOHKPETHOW JICKApCTBEHHON (OPMBI, JEKAPCTBEHHOTO PACTUTEIHHOTO CBIPHS,
BCIIOMOTATENbHbIX BELIECTB, OMUCAaHUS OMOJOTMYECKUX, OUOXMMHYECKUX, MHUKPOOHOIOTHYECKHUX,
(U3NKO-XUMHUYECKUX, (PU3MUECKUX, XUMUYECKHX U JIPYTHMX METOJIOB aHaJM3a JEKapCTBEHHOT'O CPEICTRA,
a TakXe TpeOOBAaHUS K UCIOJIb3YEMbIM B LEJSIX MPOBEICHUS JAaHHOTO aHaJu3a peakTUBaM, TUTPOBAHHBIM
pacTBOpam, UHAUKATOPAM;

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

19) ¢dapmakoneiiHas craThsi - JOKYMEHT, YTBEPKICHHBIA YIOTHOMOUYEHHBIM (eaepaabHbIM
OpraHOM MCHOJIHUTEILHOM BJIACTH U COJEPKAIINI TIepeueHb MmoKa3aTeseil KauecTBa U METOJI0OB KOHTPOJIS
KauecTBa JIEKAPCTBEHHOTO CPEICTBA, JEKAPCTBEHHOIO PACTUTEIBHOTO ChIPhs, BCIIOMOTATEIbHbBIX
BEIIECTB;

(B pen. @enepanbHbix 3aKOHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N 1-D3)

19.1) crangapTHbie 00pa3Ilbl - BEIIECTBA, MOCPEICTBOM CPAaBHEHHUS C KOTOPBIMU OCYIIECTBIISIETCS
KOHTPOJIb KadecTBAa HCCIEAYEMbIX JIEKaPCTBEHHBIX CPEACTB C IMOMOMIbIO (U3UKO-XUMHUYECKHX U
OMOJIOrMYECKUX METOAOB B LIESAX MOATBEPKICHHUS COOTBETCTBUS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHUIM
HOPMAaTUBHOM JTOKyMEHTALUH, YCTAHOBJIEHHBIM IIPU OCYLIECTBIEHUU T'OCYJIaPCTBEHHON PETUCTpaluu, U
KOTOpbIE€ MPHUMEHSIIOTCS JUIsl KaJuOpOBKM CTaHAAPTHBIX 0O0pa3lloB MPOU3BOAMTENS JIEKAaPCTBEHHBIX
CPEACTB, HCIOJB3YyEeMbIX JUIsI KOHTPOJS KadecTBa M HMHBIX IeJed Npu oOpamieHHH JIeKapCTBEHHBIX
CPENCTB;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.12.2024)
"06 obpalleHMn NeKapCTBEHHbIX CpeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHenus: 24.01.2025

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

19.2) dapmakoneliHplii cTaHIApTHBIA o0pasel - CTaHAAPTHBIM oOpasel, NpOW3BEICHHBIA B
COOTBETCTBHUH C (hapMaKOIMEHHON CTaThel;
(m. 19.2 BBeneH PenepasbHbIM 3aKk0HOM 0T 22.12.2014 N 429-03)

20) HOpMaTHBHas JOKyMEHTallUs - JOKYMEHT, COAepXalluid MepeueHb OIMpeAeNsieMbIX II0
pe3yabTaTaM COOTBETCTBYIOIIMX SKCIEPTH3 IOKazaTesied KauecTBa JIEKApCTBEHHOTO CPEICTBA IS
MEAUIIMHCKOTO MPUMEHEHHSI, METOJIOB KOHTPOJISL €ro KayecTBa U yCTAHOBJICHHBIN €ro MPOU3BOAUTENEM;

21) HOPMATHUBHBIN TOKYMEHT - JOKYMEHT, COACPKAIINI MepEeYCHb OMPEeNIIeMbIX 0 pe3yabTaTam
COOTBETCTBYIOIIIMX OKCHEPTHU3 TIOKa3arejeid KadecTBa W (WJIM) METOJOB KOHTPOJS KadecTBa
JEKapCTBEHHOW  (OpMBI, OMHCAHHUS  OWUOJNOTHYECKUX, OHOXMMHYECKHX, MHKPOOHOIOTHIECKHUX,
(UBNKO-XUMHUYECKUX, (PU3UYECKUX, XUMUYECKAX W JIPYTHX METOJOB aHAJIN3a JICKAPCTBEHHBIX CPEICTB
JUTSE BETEPUHAPHOTO MPUMEHEHHUSI, TPEOOBAHMS K HCIIOJIB3YEMbIM B LIEJISX MPOBEACHUS TaHHOTO aHAIH3a
peaKTHBaM, THTPOBAHHBIM PAaCTBOPaM, HHIUKATOPAM U YCTAHOBJICHHBIN €T0 MPOU3BOIUTEICM;

21.1) oOumii TeXHWYECKHd IOKYMEHT - KOMIUIEKT JAOKYMEHTOB M MaTepHaliOB, COCTOSIIUHN U3
HECKOJIBKMX  pa3lenoB -  JOKYMEHTAalMM  aJMUHMCTPATUBHOIO  XapakTepa,  XUMHYECKOH,
¢dapmarieBTHUeCKOH M OMOJOTHYECKOM JOKyMEHTaluu, (HapMaKoIOru4ecKod, TOKCHKOJIOTHYECKOM
JOKYMEHTAllMy, KIMHWUYECKOM IOKYMEHTaluu M IPEICTaBIAEMBI OJHOBPEMEHHO C 3asABJICHHUEM O
rOCYJapCTBEHHOI perucTpanuy JeKapCTBEHHOTO IpenapaTa Ui MEAULIUHCKOTo TpUMEHEeHHs B hopmare,
YCTaHOBJIEHHOM YIIOJJHOMOUYEHHBIM (peiepanbHbIM OpraHOM UCIOJHUTEIBHOM BIIACTH;

(m. 21.1 BBenen denepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-D3)

22) KauecTBO JIEKApPCTBEHHOI'O CPEACTBA - COOTBETCTBHUE JIEKAPCTBEHHOI'O CpPEACTBA TPEeOOBAHUIM
(bapMakoneiHoi craThby MO0 B CiIy4ae €e OTCYTCTBUSI HOPMATUBHOM JTOKYMEHTAIIMU UM HOPMAaTHBHOTO
JOKYMEHTA;

23) 0e30macHOCTb JIGKAPCTBEHHOT'O CPEACTBAa - XapaKTEpPUCTUKA JIEKAPCTBEHHOI'O CpE/CTBa,
OCHOBaHHAsl HA CPAaBHUTEIIFHOM aHan3e ero 3(h(heKTHBHOCTH M prCKa MPUYMHEHHS BPEAa 37J0POBbIO;

24) >peKTUBHOCTh JEKApCTBEHHOTO Mperapara - XapaKTEPUCTHKA CTEMEHU IOJO0KUTEIbHOTO
BIMSIHUSA JIEKapCTBEHHOI'O Ipernapara Ha TEYEHHE, MPOAOKUTENBHOCTh 3a00J€BaHUA WM  €ro
NpeJOTBpalleHHE, peabuINTaIUI0, Ha COXpaHeHHE, IPEIOTBPAIlleHUE UITH ITpepbIBaHUEe OEPEMEHHOCTH;

25) cepusi IEKapCTBEHHOTO CPENICTBA - KOJIMYECTBO JICKAPCTBEHHOTO CPENICTBA, MPOM3BEICHHOE B
PE3YIbTATC OAHOTO TCXHOJIOTMYCCKOT'0 UKJIA €TI0 ITPOU3BOAUTCIICM;,

26) perucTpallioHHOE YJOCTOBEPEHHE JIEKAPCTBEHHOr'O Ipenapara - 3aluch B TOCYAAPCTBEHHOM
peecTpe  JIEKapCTBEHHBIX CPEICTB, TMOATBEepXkJaiomas (akT TOCyJAapCTBEHHOHM  pErucTpaliu
JIEKapCTBEHHOT'0 Mpenaparta, ¥ (Win) JOKyMEHT, MOATBEP K AaoIIni (aKT TOCyAapCTBEHHOM perucTpanuu
(perucTparnum) J€KapcTBEHHOI'O IIperapara;

(m. 26 B pen. @enepanpHoro 3akona oT 30.01.2024 N 1-D3)

26.1) nepskaTenb WIN BIIAJENEl] PETHCTPALlMOHHOIO YJIOCTOBEPEHMSI JIEKAPCTBEHHOTO IIpenapara -
pa3pabOTYMK JIEKAPCTBEHHOI'O CPEJCTBA, IPOU3BOJAMUTENb JIEKAPCTBEHHBIX CPEACTB WM HHOE
IOPUINYECKOE JIMIO, 0OJajnaroliee MpaBoM BIIAJCHHS PErHCTPALMOHHBIM yIOCTOBEPEHHEM, KOTOpBIE
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.12.2024)
"06 obpalleHMn NeKapCTBEHHbIX CpeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHenus: 24.01.2025

HECYT OTBETCTBEHHOCTh 3a KauecTBO, 3(p(heKTUBHOCTb M 0€30MACHOCTH JIEKAPCTBEHHOI'O IIpenapaTa;
(. 26.1 BBeneH PenepasibHBIM 3aK0HOM 0T 22.12.2014 N 429-03)

27) perucTpanoHHbII HOMEp - KOJO0BOE 0003HAUYCHUE, IPUCBOCHHOE JIEKAPCTBEHHOMY IIpenapary
IIPU €r0 TOCYAApPCTBEHHOW PEruCTpaLvy I PETUCTPALIUH;
(B pen. @enepansuoro 3akoHa ot 30.01.2024 N 1-D3)

28) oOpamieHue JEKapCTBEHHBIX CPEACTB - pa3paboTKa, MOKIMHHYECKHE HCCIICIOBaHMS,
KIIMHUYECKUE HUCCIENOBaHMs, OJKCIEpPTH3a, TOCYNAapCTBEHHAs PETUCTpalUs WIM pPErUCTpanus,
CTaHAapTHU3alUsl U KOHTPOJIb KayecTBa, MPOU3BOJCTBO, M3rOTOBIICHHE, XPaHEHHE, MEPEBO3Ka, BBO3 B
Poccuiickyro @enepanuto, BbiB0o3 U3 Poccuiickoit @enepannu, pekiama, OTIYCK, peanu3alus, rnepeaaya,
MIPUMEHEHUE, YHUUTOXEHUE JIEKAPCTBEHHBIX CPECTB;

(B pen. ®enepanbubix 3akoHOB OT 06.12.2011 N 409-D3, ot 30.01.2024 N 1-D3)

29) cyObekThl OOpalleHus JIEKapCTBEHHBIX CpPEACTB - (HU3MYECKHEe JHIA, B TOM YHCIE
VMHIUBHUIyaTbHBIE TNPEIIPUHUMATEIH, W IOPUAWYECKHE JIMIA, OCYIIECTBISIONINE AEATEIFHOCTh IPH
0OpallleHNH JIEKapCTBEHHBIX CPE/CTB;

30) pa3paboTUuK JIEKApCTBEHHOTO CPECTBA - OpraHu3aIlys, 00Iaarias mpaBaMu Ha pe3yJIbTaThl
JNOKIIMHUYECKUX  HMCCIEIOBAaHUN  JICKAPCTBEHHOTO  CPENCTBA,  KIMHUYECKHX  HCCIECIOBaHUI
JIEKapCTBEHHOI'0 IpernapaTa U (Win) Ha TEXHOJIOTHUIO TPOU3BO/ICTBA JIEKAPCTBEHHOTO CPE/ICTBA;

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

31) mpou3BOACTBO JIEKAPCTBEHHBIX CPENCTB - JAEATEIbHOCTb IO MPOU3BOJACTBY JIEKAapPCTBEHHBIX
CPEIICTB OpraHu3alUsIMH - IPOU3BOAUTENSIMH JIEKAPCTBEHHBIX CPEJCTB HA OJIHOM CTaJMH, HECKOJIbKHUX
WM BCEX CTaJUAX TEXHOJIOTMYECKOTO MpoIlecca, a TaKkKe M0 XPaHEHUIO U pealu3aluil MpOU3BEICHHBIX
JIEKAPCTBEHHBIX CPEJICTB;

31.1) mpou3BoACTBEHHAs TIJIOMIAKA - TEPPUTOPUATIBEHO 000COOJICHHBI KOMIUIEKC MPOW3BOIUTEINS
JIEKAPCTBEHHBIX CPEJCTB, MpPEIHA3HAUCHHBIM JUIsI BBIIIOJIHEHUS BCEro Ipolecca MPOU3BOACTBA
JIEKapCTBEHHBIX CPEJICTB MUJIM €T0 ONPEEICHHOMN CTauu;

(n. 31.1 BBenen denepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-D3)

32) mpou3BOAUTENH JIEKAPCTBEHHBIX CPEACTB - OpPraHU3alMsl, OCYIIECTBIISIONIAsl MPOU3BOICTBO
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUU C TPEOOBAHUSIMHU HacTOsIMIEro deneparbHOT0 3aK0HA;

33) dapmarneBTHYECKas ACATEIBHOCTD - IEATEILHOCTh, BKIIOYAMOMAs B ce0sl ONTOBYIO TOPTOBITIO
JEKapCTBEHHBIMU  CPEICTBAaMHM, MX XpaHEHWE, IMEepeBO3KYy M (WIM) PO3HUYHYIO TOPTOBIIIO
JICKQpCTBEHHBIMH TIpeTapaTaMi, B TOM YHCJIE TUCTAHIIMOHHBIM CIIOCOOOM, WX OTITYCK, XpaHEHHE,
MEPEBO3KY, U3TOTOBIICHUE JIEKAPCTBEHHBIX MPETIApaTOB;

(B pen. @enepanbHoro 3akoHa ot 03.04.2020 N 105-D3)

34) opraHuzanus ONTOBOM TOPrOBIM  JIEKAPCTBEHHBIMM CPEICTBaMU -  OpraHM3alus,
OCYLIECTBIISIONIAs ONTOBYK) TOPTOBIIIO JIEKAPCTBEHHBIMU CpPEACTBAMHU, MX XpaHEHHE, INEPEBO3KY B
COOTBETCTBHH € TpeOoBaHUAMH HacTosIero deaepanrbHOro 3aKoHa;

35) anTedHas oOpraHu3anus - OpraHU3aIys, CTPYKTYpPHOE TMOApPA3ACICHUEe MEIUIIMHCKON
opraHu3anvu, OCYHICCTBIAIONIUC PO3SHUYHYIO TOPTOBJIIO JICKAPCTBCHHLIMU MpfriaparaMu, B TOM YHCJIC
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JUCTAaHIIMOHHBIM CIIOCOOOM, XpaHEHHE, IEPEBO3KY, U3TOTOBIEHNE U OTIYCK JIEKAPCTBEHHBIX MPENapaToB
TUTSE MEITUITTHCKOTO MIPUMEHEHHSI B COOTBETCTBHUHU C TPEOOBaHHUSIME HacTosero denepaibHOrO 3aKOHa;
(B pen. @enepanbHbix 3akoHOB OT 25.11.2013 N 317-03, ot 03.04.2020 N 105-D3)

36) BerepuHapHas anTeyHas OpraHu3alus - OpraHM3alus, CTPYKTYpHOE IOApa3/EIcHHE
BETEPUHAPHOW OpraHU3allK, OCYLIECTBISAIONINE PO3HUYHYIO TOPIOBIIIO JEKAPCTBEHHBIMU IpenapaTamH,
B TOM WYHCJIE€ MAMCTAHIMOHHBIM CIOCOOOM, XpaHEHHE, M3TOTOBJIEHHE U OTIYCK JIEKapCTBEHHBIX
IpenapaToB JUlsi BETEPUHAPHOIO IIPUMEHEHUS B COOTBETCTBUM C TpPeOOBAaHMAMHU HACTOSILEIO
denepanbHOIO 3aKOHA;

(B pen. @enepanbHoro 3akoHa ot 03.04.2020 N 105-D3)

37) dbanbcupuUIMpoBaHHOE JIGKAPCTBEHHOE CPEICTBO - JIEKAPCTBEHHOE CPEICTBO, COMPOBOKIAEMOE
JIO’)KHOU MH(OpMaIrel 0 ero coctaBe u (WJu) MPOU3BOIUTEINE;

38) HemoOpoKayecTBEHHOE JICKAPCTBEHHOE CPEICTBO - JIGKAPCTBEHHOE CPEACTBO, HE
COOTBETCTBYIOIIEE TpeOOBaHUSIM (hapMaKOIEWHON CTaThW JIMOO B Cllyd4ae €€ OTCYTCTBHs TPEOOBaHUSIM
HOpMaTHBHOﬁ AOKYMCHTAIlUHU WX HOPMATHUBHOTI'O JOKYMCHTA,

39) koHTpadakTHOE JIEKAPCTBEHHOE CPEJICTBO - JIEKAPCTBEHHOE CPENICTBO, HaXosmeecs B 000poTe
C HapyIICHUEM IPaXKTaHCKOTO 3aKOHOIaTEIILCTRA,

40)  DOKIMHWUYECKOE  MCCIIEIOBAaHWE  JIEKAPCTBEHHOTO  CpeACTBA -  OMOJIOTHYECKHUE,
MUKpPOOHOJIOTHYECKHE, UMMYHOJIOTHYECKHE, TOKCUKOJIOTHYECKHe, (hapMakoIoTHUYecKue, (U3MUYECKUe,
XUMUYECKHUE U JAPYTUE MCCICIOBAHUS JIEKAPCTBEHHOTO CPEACTBA MYTEM NMPUMEHEHHS HAYYHBIX METO/OB
OILICHOK B IIEJISIX TOJMyYEHUS I0KA3aTeIbCTB O€30MacHOCTH, KauecTBa U 3(hPEKTUBHOCTH JIEKAPCTBEHHOTO
CpEeNCTBa;

4]) KIMHUYECKOE HCCIIEI0OBAaHUE JIEKAPCTBEHHOIO Ipenapara - HU3y4YeHHE IUAarHOCTHYECKHX,
ne4eOHBIX, MpouIakTHIeCKuX, (papMaKoJIOTHYECKIX CBOMCTB JIEKAPCTBEHHOTO IMpernapara B Ipolecce
€ro MpPHUMEHEHHs y 4YelloBeKa, >XMBOTHOIO, B TOM YHCJE MPOLECCOB BCACHIBAHUS, PACIpEACICHUS,
W3MEHEHUS M BBIBEICHUS, IyTeM IPUMEHEHUS HAyYHbIX METOJOB OIEHOK B LEISAX MOJyUYCHHS
JI0Ka3aTeNbCcTB OE30MaCHOCTH, KadecTBa M 3(P(EKTUBHOCTH JIEKAPCTBEHHOIO IpenapaTa, JAaHHBIX O
HEXKeNaTeNbHBIX PEaKlUsAX OpraHu3Ma 4YeloBeKa, JKMUBOTHOIO Ha TPUMEHEHHUE JIEKapCTBEHHOTO
npemapata u 00 3¢dekre ero B3auMOICUCTBUS C IPYTUMH JIEKAPCTBEHHBIMU TIperaparamMu U (W)
MUIIEBBIMU TPOAYKTaMU, KOPMaMU;

42) MHOTIOLIEHTPOBOE KIMHMUYECKOE UCCIIEN0BAHUE JIEKAPCTBEHHOIO IIpernapaTa JUisl MEJULUHCKOTO
MIPUMEHEHUsI - KIMHUYECKOE HCCIEAOBAHUE JIEKAPCTBEHHOTO Ipemapara Uil MEAULUHCKOIO
MPUMEHEHHS, IPOBOAUMOE pa3pabOTUYMKOM JIEKAPCTBEHHOTO IMpernapara B JABYX M 0ojiee MEIUIIMHCKHX
OpraHu3alysiaX 10 €AUHOMY IIPOTOKOJY KIMHUYECKOTO UCCIIEI0BAHUS JIEKAPCTBEHHOT'O MPEIapara;

43) MeXIyHapOIHOE MHOIOLEHTPOBOE KIMHHUYECKOE HCCIIEJOBAaHUE JIEKAPCTBEHHOI'O IIpernapaTa
IUIA MEIULUHCKOIO IPUMEHEHHsS - KIMHMYECKOE HCCIECJOBAHUE JIEKAPCTBEHHOIO IIpenapara Juis
MEIULUHCKOTO TPUMEHEHHUs, MPOBOANMOE Pa3pabOTUYMKOM JIEKApCTBEHHOT'O Mperapara B Pa3IMYHBIX
CTpaHax I10 €INHOMY IIPOTOKOJTYy KIMHUYECKOTO HCCIIEN0BAaHUS JICKAPCTBEHHOTO Mpenapara;

44) NOCTPEruCTpalMOHHOE KIMHUYECKOE MCCIEN0BAaHUE JIEKAPCTBEHHOIO Ipenapara Ui
MEIULUHCKOTO TPUMEHEHUs - KIMHUYECKOE MCCIEe0OBaHUE JIEKAapCTBEHHOIO Ipernapara  Jajs
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MEAUIIMHCKOTO MPUMEHEHUSs, TPOBOAMMOE MPOU3BOJUTENIEM JIEKAPCTBEHHOI'O IMpenapara, IpaxIaHCKHUil
000pOT KOTOPOTO OCYIIECTBISIETCSl MOCIE TOCYIAPCTBEHHON PETHUCTpAIlMU WIH PETUCTPAIMH, B LEISIX
JOTIOJTHUTEILHOTO cOOpa JMAaHHBIX O €ro 0e30macHOCTH W A()PEKTUBHOCTH, PACHIUPEHHS IMOKa3aHUN K
NPUMCHCHUIO JAHHOI'0 JICKAPCTBCHHOI'O IpCrapara, a TaKiKC BbIABICHHA HCKCIATCIbHBIX peaKuHﬁ
MaIMEeHTOB Ha €ro JIEHCTBHE;

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

45) wuccnenoBaHne OMOAPKBHBAJICHTHOCTH JIEKAPCTBEHHOI'O TIperapara - BHJ KIMHUYECKOTO
MCCIIEIOBaHMsI JIEKApCTBEHHOT'O Mperapara, MpPOBEACHUE KOTOPOTO OCYILIECTBISETCS Uil ONpeNeleHus
CKOPOCTH BCAaChIBaHUS W BBIBEACHUS OJHOTO WM HECKOJBKHX OO0Jafaromux (hapMakoIornyecKoi
aKTUBHOCTBIO JICHCTBYIOIIMX BEIIECTB, KOJMYECTBA JICKAPCTBEHHOTO TpenapaTa, JOCTHrarOIEero
CHCTEMHOTO KPOBOTOKA, W PE3YJbTaThl KOTOPOTO ITO3BOJISIOT CHENaTh BHIBOA O OMOIKBHBAIECHTHOCTH
BOCIIPOM3BEJICHHOTO JIEKAPCTBEHHOT'O TpernapaTa B ONpeIesIeHHBIX JEKapCTBEHHOH (opMe U J03UpOBKeE,
COOTBETCTBYIONINX (popMe 1 103MPOBKe peepEeHTHOTO JIEKAPCTBEHHOTO TIPeTapara;

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

46) wuccnenoBaHWE TEPANEBTUYECKONH SKBHBAJIEHTHOCTH JICKAPCTBEHHBIX MPENapaTtoB - BH[
KIIMHUYECKOTO MCCIIEI0OBaHMs JIEKApCTBEHHBIX MPEnapaToB, MPOBEACHHE KOTOPOTO OCYLIECTBISIETCS IS
BBISIBJICHUS] OJJMHAKOBBIX CBOMCTB JIGKAPCTBEHHBIX MPENapaToB OMpPEAEICHHON JEKapCTBEHHOW (OPMBI, a
TaK)Ke HaJM4YUs OJMHAKOBBIX TIOKa3arened Oe30macHOCTH U A(P(PEKTUBHOCTH JIEKAPCTBEHHBIX
IpenaparoB, OJUHAKOBBIX KIMHUYECKUX 3()(HEKTOB PH X IPUMEHEHHH;

47) npoTOKOJA KJIMHUYECKOTO MCCIIEIOBaHMs JIEKAPCTBEHHOI'O Ipernapara - JOKYMEHT, B KOTOPOM
OIIpeNeNIAIOTCS 1eNH, (POPMBI OpraHU3ali U METOO0JIOTUS MPOBEACHUS KIMHHUYECKOro MCCIEe0BAHNU,
CTaTUCTHYECKHE METO/Abl 00pabOTKM pe3ysIbTaTOB TAaKOTO HCCIENOBaHHMS M MeEphl MO 00eCIeueHHUIo
0e30macHOCTH  (U3MYECKHUX JIMI, YYAcTBYIOIUMX B KIMHUYECKOM MCCIIEJOBAHUU JICKAPCTBEHHOIO
npernapara;

48) Oporrtopa rccaeaoBaTeNs - CBOAHOE U3JI0KEHUE Pe3yIbTaTOB JOKIMHUYECKOTO HCCIIEeIOBaHUS
JIEKAPCTBEHHOTO  CPEJICTBA MW  KJIMHMYECKOTO UCCJEIOBAaHMS JIEKapCTBEHHOI'O Mpernapara Jis
MEAUIIMHCKOTO MPUMEHEHHUS;

49) uHpOpMaLIMOHHBIH JIMCTOK MALMEHTA - TOKYMEHT, B KOTOPOM COJEpXKAaTcs B JIOCTYIMHOH (hopme
CBEJICHUS, Kacaloluecs MPOBOAMMOIO KIMHUYECKOIO HCCIIEAO0BaHMs JIEKAPCTBEHHOIO Ipernapara, U B
dopme DIEKTPOHHOTO JOKYMEHTA, MOJMMCAHHOIO MAIMEHTOM (€ro 3aKOHHBIM IPEJCTaBUTEIEM) C
WCIIOJIb30BAaHUEM YCHJICHHOW KBaTU(UIIMPOBAHHON JJICKTPOHHOMW TOJIMWCH WM TPOCTOM 3JIEKTPOHHOM
MOJIUCH TOCPEJICTBOM NPUMEHEHHS E€AWHOW CHCTEMbl HACHTU(QHUKAIMU U ayTeHTU(UKAUH, U TI0
KEIaHWIO TMalMeHTa B NHCbMEHHOM (¢opMe JOOpOBOJIBHOE COIJIacCM€ NalMeHTa Ha ydacTue B
KJIMHUYECKOM HCCIIEJOBAHNU JICKAPCTBEHHOTO IIperapara Iociie O3HAKOMIICHHS C OCOOCHHOCTSMHU
KJIMHUYECKOTO UCCIIEI0BaHMsI, UMEIOIMMH 3HAYCHHE AJIS1 BBIPAKEHMsI TAKOT'O COTIACHS;

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

50) mobouHOE JEHCTBHE - pEakIus OpraHu3Ma, BO3HUKINAS B CBS3M C TNPUMEHCHHEM
JICKApCTBCHHOT'O IIpfliapaTta B [A03aX, PCKOMCHAYCMLIX B HWHCTPYKOHUU IO Cro MNPUMCHCHUIO, IJId
npodUIaKTUKU, JUATHOCTUKH, JICUEHUs 3a00JIeBaHUs WIH JIsl peaOuTuTallH;

50.1) HexenarenbHas peakuusi - HeNpelHAMEepeHHas HeOJIarompusTHas peakius OpraHu3Ma,
KOTOpast MOKET OBITh CBsI3aHa C IPUMEHEHUEM JICKapCTBEHHOT'O Npenapara;
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(. 50.1 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

51) cepwe3Has HeXenaTenbHAs pEaKIus - HEKeJIaTelbHas peakiusi OpraHu3Ma, CBS3aHHAS C
MPUMEHEHHEM JIEKapCTBEHHOTO TMperapara, IMpHUBEIIass K CMEPTH, BPOXICHHBIM aHOMAJHSIM WIN
MOpOKaM pa3BUTHUs JIMOO MpelCcTaBIsioNnias coOOW Yrpo3y >KM3HHM, TpeOyromash rocruTalu3alud WIn
MpUBEIIas K CTOMKON yTpaTe TPYJA0CTIOCOOHOCTH | (MJTH) HHBAIMIHOCTH;

52) HempenBHICHHAs HEXeNaTelbHAs peakius - HEeKenaTelbHas pPeakius OpraHu3Ma, KOoTopas
CBsi3aHA C TIPUMEHECHHEM JIEKapCTBEHHOTO TIpernapara B J03aX, PEKOMEHIYEMBIX B IPOTOKOJE €ro
KIIMHUYECKOTO WCCIIEAOBaHUs, OpOIIIOpe WCCIEAOBaTEeNsI, WIW C TNPUMEHEHHEM JIEKApCTBEHHOTO
mpernapara B J103aX, PEKOMEHIYEMbIX B HMHCTPYKIHH TI0 €ro TNPHUMEHEHUWIO s MPO(UIAKTHKH,
JTMArHOCTHKH, JICUCHUS 3a00JIeBaHUS WU MEIUIIMHCKOW peaOMINTAIluU MAIUeHTa, U CYITHOCTh, TSKECTh
WIH HUCXOJ KOTOPOW HE COOTBETCTBYET MH(OPMALUU O JICKAPCTBEHHOM IIpenapare, CoIeprKalieics B
MPOTOKOJIE €ro KIMHUYECKOTO WCCIEAOBaHUS, OpOIIIOpEe HCCIAeA0BaTeNsl WIM B HWHCTPYKIUU TIO
MPUMEHEHHIO JICKAPCTBEHHOTO TIpernapara;

(m. 52 B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-D3)

52.1) dapmakoHam3op - BUI ACSATEIBHOCTH MO MOHHTOPUHTY 3(D(PEKTUBHOCTH W O€30MaCHOCTH
JIEKapCTBCHHBIX  MpErmapaToB, HANpaBICHHBIM HAa  BBISBICHHE, OIECHKY U  MPEAOTBpaIleHUE
HeKeJIaTeJIbHBIX MOCIIECTBUI NPUMEHEHHS JIEKAPCTBEHHBIX MPENapaToB;

(m. 52.1 BBeneH PenepasibHBIM 3aK0HOM OT 22.12.2014 N 429-03)

52.2) miaH ympaBieHUs PUCKaAMHU - TMOAPOOHOE OINMHMCAHWE MEPOINPHUATHN 1Mo (papMakoHAA30DY,
HAINpaBIICHHBIX Ha BBIABICHUE, OIEHKY M MPEAOTBpAIICHUE WJIM MUHUMHU3ALUIO PUCKOB, CBSI3aHHBIX C
JIEKapCTBEHHBIMU TperapaTaMi, BKIIt04Yas OlleHKY 3((EKTUBHOCTH TaHHBIX MEPOIPUITHH;

(m. 52.2 BBeneH PenepasibHBIM 3aK0HOM 0T 22.12.2014 N 429-03)

KoncynprantlIntoc: npumevanue.
C 01.03.2025 B 1. 53 ct. 4 BHOCcsATcs u3menenus (D3 or 30.12.2021 N 463-03). Cm. Oymymryio
PEeAaKIHIO.

53) penent Ha JEKapCTBEHHBIM Npemapar - MEIUIMHCKUAN JOKYMEHT YCTaHOBIIEHHOW (hOpMBl,
COJeprKalllMii Ha3HAYEHHWE JICKapCTBEHHOIO Ipemnapara Uil MEJULUHCKOTO INPUMEHECHMSI, BbIIAHHBIA
MEIULIUHCKUM pabOTHUKOM B LIEJISX OTIYCKA JIGKAPCTBEHHOT'O IIpernapara WU €ero W3rOTOBICHHS WU
OTITyCKa Ha OyMa)XHOM HOCHUTEJIE WJIM C COIJIacHsl MALlMEHTa UIIM €r0 3aKOHHOTO MpeCTaBUTENs B (hopme
AJIEKTPOHHOTO JOKYMEHTa, IIOANUCAHHOTO C HCIHOJb30BAHUEM YCHJIGHHOW KBaJU(HIMPOBAHHON
JIEKTPOHHOW MOANUCH MEIUIMHCKOIO pPAa0OTHUKA, JIMOO JOKYMEHT YCTAaHOBJIEHHOW (OpMBI,
coJepKalllMii Ha3HA4YCHHWE JICKAPCTBEHHOIO IpernapaTra Uil BETEPUHAPHOIO IPUMEHEHMs, BBIIAHHBIN
CIELUAIUCTOM B OOJAacCTH BETEPUHAPHM B LENAX OTIYCKa JIEKapCTBEHHOIO Ipernapara WIH €ro

H3TOTOBJICHUSA U OTITYCKA Ha GYMa)KHOM HOCHTCIIC,
(B pen. @enepanbHbiX 3ak0HOB OT 29.07.2017 N 242-D3, ot 02.08.2019 N 297-D3)

Koncynprantllntoc: npumedanue.
C 01.03.2025 . 54 ct. 4 uznaraetcs B HOBo# penakiuu (O3 ot 30.12.2021 N 463-D3). Cm. Oyaymryro
pelaKuuio.
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54) TpeboBaHWME MEAMIIMHCKOW OpraHW3allMd, BETCPUHAPHOM OpraHu3alid - JOKYMEHT
YCTaHOBJICHHON (DOPMBI, KOTOPBIN BBIMHMCAH MEAWIIMHCKUM PAOOTHUKOM HIIM CHEIUAIMCTOM B 00JIacTH
BETEPUHAPUH, HMMEIOIIMMH Ha 3TO MpPaBO, U COJAEPKUT B MUCbMEHHOW (opMe yKa3aHHE aNTeyHOU
OpraHM3aliy WK BETEPUHAPHOW alTeYHOW OpraHU3alHu 00 OTIMYCKE JICKApCTBEHHOTO IpernapaTa UiH O
€ro M3roTOBJIICHUU U 00 OTIycKe JUIs obecrieueHus JiedeOHOTo mpoliecca B MEAUIIMHCKONW OpraHu3alii,
BETEPUHAPHOMN OpraHU3allly;

(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

55) KOMIUIEKCHasi OLEHKa JIEKQpCTBEHHOTO TMperapara - OLEHKa 3aperucTpupoBaHHOTO
JIEKapCTBEHHOI'O Tperapara, BKIoYaromias B ce0si aHanu3 WHQOpMalui O CPaBHUTEIbHONW KIMHUYECKON
3¢ (HEeKTHBHOCTH U 0€30MaCHOCTH JICKAPCTBEHHOTO MperapaTa, OleHKY SKOHOMUYECKUX TTOCIEACTBHMA €T0
MPUMEHEHUSI, U3yUYEHHE JIOTOJHUTENbHBIX MOCIEeICTBUNA NPUMEHEHHUs JIEKapCTBEHHOrO IpernapaTra B
LUEeNsAX TMPUHATHS PELICHUW O BO3MOXKHOCTH BKJIIOYEHHUS JIEKAPCTBEHHOrO IIpernapara B IIE€pPEYeHb
KU3HEHHO HEOOXOJAMMBIX U Ba)KHEHIIMX JEKApCTBEHHBIX MpENapaToB, HOPMATHUBHBIEC MPABOBbIE AKTHI U
WHBIE IOKYMEHTBHI, OMPEACIIAIONINE MOPSAI0OK OKa3aHUsI MEIUIIMHCKON MOMOIIM, UM UCKITIOUEHHUS €ro U3
YKa3aHHbIX [1€PEeYHs, aKTOB U JOKyMEHTOB;

(m. 55 BBenen @enepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

56) cucreMa MOHUTOPUHTA JBIJKEHUS JIEKAPCTBEHHBIX IpPENaparoB Uil MEAMIIMHCKOTO
npuMeHeHust - (enepanbHas ToCyJapCTBEHHAss HHQPOPMAIMOHHAS CHCTEMa MOHUTOPUHTA JBUKCHHS
JIEKapCTBEHHBIX TIperapaTroB Il MEAMIIMHCKOTO TMPUMEHEHHUS OT MPOU3BOJIUTENS [0 KOHEUYHOTO
MOTPEOUTENsT C WCIMOJIB30BAHUEM B OTHOIICHUHW JICKAPCTBEHHBIX MPEMapaToB s MEIUIIMHCKOTO
MPUMEHEHHUSI CPEJICTB UACHTU(DUKAIIH.

(. 56 BBenen @enepanbHbM 3ak0HOM OT 28.12.2017 N 425-03)

Mnasa 2. NTONHOMOYUA ®EQEPANbHbIX OPFAHOB UCMOJIHUTENIBHON
BNACTU, UCMONHUTENbHbLIX OPFTAHOB CYEBEKTOB POCCUUCKON
®EAOEPALIMU NMPU OBPALLEHUU NEKAPCTBEHHbLIX CPEACTB
(B pen. ®enepansHoro 3akoHa ot 08.08.2024 N 232-D3)

Ctratbsa 5. lNMonHomouusa c¢enepanbHbIX OPraHOB WCMOJIHUTENILHOMW BNacTu npu
obpalleHnmn nekapcTBeHHbIX CPeacTB

K nonnomounsm (eaepaibHbIX OPraHOB UCIIOTHUTEIHHOMN BIACTH MPU OOPAIIEHUH JIEKAPCTBEHHBIX
CPEICTB OTHOCSTCS:

1) mpoBenenne B Poccuiickoii @enepauuu €IUHONH TOCYJApCTBEHHOM IOJUTHKH B 0OO0JIACTH
oOecrieueHurs JIeKapCTBEHHBIMHU TperapaTamMu rpaxkaad B Poccutickoii denepanm;
(B pen. @exnepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2) yTBepkAeHHE OOmmMX (QapMakoneHHbIX craTed, (apMaKONEeWHBIX CTaTel, W3JaHue
roCyIapCTBEHHOU (hapMaKoren, CO3JaHne U BEACHHE peecTpa papMaKoMeHHbIX CTAaHIAPTHBIX 00pa3IoB;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3) ocymecTBieHne ¢eaepatbHOro TOCYJapCTBEHHOTO KOHTPOIs (Ham3opa) B cdepe obOpamieHus
JICKapCTBEHHBIX CPE/ICTB;
(B pen. @enepanbHbiX 3aK0HOB OT 25.06.2012 N 93-D3, ot 11.06.2021 N 170-D3)
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4) nUIEH3UpOBAaHUE IPOM3BOJCTBA JIEKAPCTBEHHBIX CPEACTB, B TOM 4Hciae (enepaabHbIi
rOCy/IapCTBEHHBIN JMIIEH3MOHHBIN KOHTPOJIb JEATEIBHOCTH 10 IIPOU3BOJACTBY JIEKAPCTBEHHBIX CPEICTB,
NEPUONYECKOE IMOJITBEPHKICHUE COOTBETCTBUS JIMIIEH3MaTa, UMEIOILEro JIMIIEH3UI0 Ha IPOU3BOJCTBO
JICKapCTBEHHBIX CPEICTB, U (papMalleBTUUECKOH NEATENbHOCTH B COOTBETCTBUHU C 3aKOHO/ATEIHCTBOM
Poccuiickoit deneparuu;

(B pen. @enepanbHoro 3akoHa ot 11.06.2021 N 170-D3)

5) opraHmW3anus SKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB, ITHUYECKON OSKCHEPTH3bl BO3MOXKHOCTH
MPOBEACHUS KIMHUYECKOTO UCCIE0BAHMS JIEKAPCTBEHHOIO IIpenapara Jjisi MeIUIMHCKOTO MPUMEHEHHUS],
OKCTEPTU3BI  JOKYMEHTOB, TMPEACTABICHHBIX JJIA ONpPENeNeHUs BO3MOXXHOCTH pacCMaTpUBaTh
JIEKapCTBCHHBIN Tperapar Juisi METUIIMHCKOTO TMPHUMEHEHHUs B KadecTBe OP(aHHOIO JEKAPCTBEHHOTO
npenapara;

(B pen. @enepanbHbix 3aKOHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N 1-D3)

5.1) opranuzamus TpOBEICHUS KOMIUIEKCHOM OIICHKM JICKAPCTBEHHOTO TMperaparta B IEJAX
IIPUHATHSI PEIIEHUH O BO3MOYKHOCTH BKJIIOUEHMS JIEKAPCTBEHHOI'O IIpernapara B IEpedYeHb YXU3HEHHO
HEOOXOIUMBIX M BaXHEHMIIMX JIEKapCTBEHHBIX IPENapaToB, HOPMATUBHBIC IMPABOBBIE aKThl U WHBIE
JOKYMEHTBI, ONpPEIEISIONINE IMOPSJOK OKa3aHWUs MEIUIMHCKOM IOMOIIM WM HCKIIOYEHHUS €ro W3
YKa3aHHbIX [€PEUHs, aKTOB U JOKyMEHTOB;

(m. 5.1 BBenen denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-D3)

6) BbIJaua pa3pelieHuil Ha MPOBEACHNE KIMHUUYECKUX MCCIET0BaHUMN JIEKAPCTBEHHBIX MPENapaTos,
BEJICHUE PEecTpa BBIIAHHBIX pa3pelleHUi Ha MPOBEICHNE KIMHUYECKUX MCCIICTOBAHHUMA JIEKAPCTBEHHBIX
MpenapaTos;

7) rocynapcTBEHHas pETUCTpalis JIEKapCTBEHHBIX IIPENapaTroB, BEACHHE TIOCYIapCTBEHHOIO
peecTpa JIEKapCTBEHHBIX CPEJCTB;

7.1) peructpanms, MOATBEPKICHUE pPETUCTpaluu (TepeperucTpaius), BHECCHHEC W3MECHCHUU B
PErUCTPALIMOHHOE JJOChE, a TAKKE MIPOBEACHUE IPOLETYP, CBI3aHHBIX C PETUCTPALUEN, B COOTBETCTBUH C
YTBEpXKACHHBIMA EBpa3suiiCKol 3KOHOMMYECKOW KOMUCCUEH IPAaBUJIAMU PErUCTPALMHU U DKCIIEPTU3bI
JIEKapCTBEHHBIX CPEJICTB AJIi MEIMWLMUHCKOIO NPUMEHEHHUs M IpaBUIAMU DPETYJIUPOBaHUs OOpalleHus
BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB HAa TaMOYKEHHOW TeppuTOpuu EBpazniickoro s3KOHOMHUYECKOTO
CO033;

(n. 7.1 BBegen ®enepanbubiM 3akoHoM OT 30.01.2024 N 1-D3)

7.2) umpencraBieHue ~ MHGOpPMALMKM O  PETUCTPALUU,  TOATBEPKICHUH  PErUCTpalvu
(mepeperucTpaiun), BHECEHUM HW3MEHEHHUH B PETUCTPALIMOHHOE JOChE, a TaKXKe O Ipoleaypax,
CBSI3aHHBIX C peructpamuerd, B EBpa3suiickyl0 5KOHOMHUYECKYI0O KOMHCCHIO C HCIIOJIb30BaHUEM
MHTETPUPOBAHHON MH(POPMALMOHHON cucTeMbl EBpa3niickoro SKOHOMHYECKOT0 COI03a B COOTBETCTBUU C
yTBEepKJACHHBIMA EBpa3uiickoii 3KOHOMHYECKOW KOMHCCHEH TOpsSIKOoM (OPMHUPOBAHUS M BEIACHHS
€IMHOI'0 PEecTpa 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpeAcTB EBpasuiickoro SKOHOMHUYECKOTO COK3a
U TpaBWIaMM PETryJIHpPOBaHUS OOpallleHHs BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEICTB HAa TaMOKEHHOM
TeppuTopur EBpa3zniickoro 3JKOHOMUYECKOT0O COK03a;

(. 7.2 BBegeH ®enepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

7.3) yTBep)KIEHHE IOpsAJKa MPUOCTAHOBIEHUS ACHCTBHUSI PETUCTPALMOHHOIO YJIOCTOBEPEHHUS
JIEKApCTBEHHOT'O0 IIpenapara WM OrPaHUYEHUs NPUMEHEHUs JIEKapCTBEHHOrO Ipenaparta Jyis
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.12.2024)
"06 obpalleHMn NeKapCTBEHHbIX CpeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHenus: 24.01.2025

MEIUIIMHCKOTO TNPUMEHEHHS B CIIydasx, [PEIyCMOTPEHHBIX YTBEp)KACHHBIMH EBpasmiickoit
HSKOHOMHYECKOW KOMHCCHEH TNpaBWIAMU PETUCTPAIlMM M SKCHEPTH3bl JIEKAPCTBEHHBIX CPEACTB IS
MEIUIIMHCKOTO TPUMEHEHUsS, W BO300HOBJIEHHUS JEHCTBUS PETHCTPAIIMOHHOTO  YAOCTOBEPEHUS
JICKApCTBEHHOT'O Tpernapara WM CHATHS OrpaHUYEHUS NPUMEHEHHUS JIEKapCTBEHHOIO Ipemnapara s
MEIUIIMHCKOTO IPUMEHCHHUS;

(m. 7.3 BBeneH denepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

8) opranuzaius U (WJIM) TPOBEACHHE WHCIEKTHPOBAHUS CyOBEKTOB OOpaIieHHs JEKapCTBEHHBIX
CPEACTB Ha COOTBETCTBUE YTBEPKICHHBIM EBpa3HilCKOW HSKOHOMHYECKOM KOMHUCCHEH IIpaBUJIaM
HaJyIeKaIed J1abopaTopHOM TPAKTUKH, MpaBUjaM HaJjIeKameld KIWHWYECKON MPaKTHKH, TpaBHIIaM
HaJJIeXKAIed TUCTPUOBIOTOPCKON MPAKTUKH, TMpaBWIaM HaJJIeKalled NpakTHKu (apmakoHaa3opa, a
TaK)K€ YTBEPKIACHHBIM YIOJHOMOYEHHBIMH (efepalbHbIMU OpraHaMH HCIOJIHUTEIbHOW BIIACTH
MpaBujiaM HaJUIeKalled anTeyHOW MPaKTUKY, TpaBUIaM XpaHEHHUs JIEKAPCTBEHHBIX CPEJICTB;

(n. 8 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

8.1) opranuzanus u (WIin) NPOBEICHHE WHCIEKTHUPOBAHUS CYOBEKTOB OOpaICHHUs JTEKapCTBEHHBIX
CPEICTB Ha COOTBETCTBHE TPEeOOBAHMSM NPABUJ HaJUIeKaIled MPOM3BOIACTBEHHON MPAKTUKH, BbIgaya
3aKJIIOYEHUH O COOTBETCTBMM NPOM3BOJIUTENS JICKAPCTBEHHBIX CPEJACTB TpPEOOBAaHUSAM  IPaBHI
HaJIJIe)Kallen Mporu3BOJACTBEHHON TPaKTUKH;

(. 8.1 BBeneH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

8.2) ycraHOBIEHHE TMOpPSAKAa BEACHUS M BEACHUE TOCYIApCTBEHHOTO pEecTpa 3aKIIOUYCHHH O
COOTBETCTBUHM  INPOU3BOAMTENS JICKAPCTBEHHBIX CPEICTB TpeOOBaHMSM MpaBWJI  HajJexKarei
MIPOM3BOJICTBEHHON MPAKTUKU;

(. 8.2 BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-D3)

9) rocymapcTBEHHass pETHCTpAlUsl MNpPEACTBbHBIX OTHYCKHBIX IIGH IPOM3BOJMTENICH Ha
JICKApCTBCHHBIC IMIpCHapaTbl, BKIOYCHHBLIC B TICPCUYCHL KU3HCHHO H€O6XO,Z[I/IMBIX U BaXXHEHUIITNX
JIEKapCTBEHHBIX IIPENaparoB, M BEJCHHUE TOCYJApCTBEHHOTO peecTpa MPEAETbHBIX OTIYCKHBIX IIE€H
HpOI/I3BOI[HTeHeI>'I Ha JICKAapCTBCHHBIC NPCIapaThbl, BKIIFOYCHHBIC B MCPCUCHL KU3HCHHO HGO6XO,Z[I/IMBIX u
BO)KHEHIINX JICKApCTBEHHBIX MPETapaToB;

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

9.1) cornacoBaHuWe MPOCKTOB PEIICHUH WCIOJHUTEIBHBIX OpPraHoB CyOBeKkToB Poccuiickoi
@enepan 00 YCTaHOBJICHWM W (MJIM) M3MEHEHHH IPEACIbHBIX pa3MEpOB OINTOBBIX HAA0aBOK M
MpeleiabHbIX pPa3MepoB PO3HUYHBIX HAT0aBOK K (DaKTMYECKHWM OTITYCKHBIM II€HaM, YCTaHOBJIEHHBIM
IIPOU3BOJUTENSAMH JIEKAPCTBEHHBIX IPENapaToB, Ha JIEKAPCTBEHHBbIE IIpenapaThl, BKJIIOYEHHBIE B
nepeyeHb )KU3HEHHO HEOOXOUMBIX M BaKHEHIINX JIEKAPCTBEHHBIX MPENaparos;

(m. 9.1 BBenen denepanbHbiM 3akoHOM OT 13.07.2015 N 241-@3; B pea. denepanbHOro 3akoHa OT
08.08.2024 N 232-D3)

10) Bblmaya, YCTAHOBJIEHHME TMOpsAKA BBIJAYM DPA3PELICHUS HA BBO3 KOHKPETHOW IapTHH
JIEKapCTBEHHOTO cpeAcTBa B Poccuiickyro dexneparuio;
(m. 10 B pen. denepanpHoro 3akoHa ot 02.08.2019 N 297-D3)

10.1) BbIaua, ycTaHOBIIEHHE TIOPSAIKA BBIAYH U (POPMBI IOKYMEHTA, KOTOPBIN MOATBEPKIAET, YTO
MNPOU3BOACTBO JICKAPCTBCHHOI'O Ipfriapara A MCAUIOMUHCKOrO MNPHUMCHCHHA OCYUICCTBIICHO B
COOTBETCTBMM C TpeOOBaHUSAMHU TIPAaBUJI HaJUIekKalled TMPOU3BOJACTBEHHONM MPAKTUKUA WIM UTO
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?;zieﬁ”;gbivz' 32%'(22}”) ot 12.04.2010 N 61-03 JloKyMeHT npeAocTaBnieH KoHcynbTaHTItoc

"06 obpalleHMn NeKapCTBEHHbIX CpeacTB” Hata coxpatenms: 24.01.2025

JIEKApCTBEHHBIA Tpemnapar Jjisi BETEPUHAPHOTO NPHUMEHEHHUs IOMyIleH K oOpamieHuto B Poccuiickoi
denepanyi, W TMOMICKUT MPEACTABICHUIO IO TPeOOBAHUIO YIOJIHOMOYEHHOTO OpraHa CTpaHbl, B
KOTOPYIO BBO3UTCS JIEKAPCTBEHHBII IIpernapar;

(m. 10.1 BBenen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-@3; B pen. denepanbHOro 3akoHa OT

02.08.2019 N 297-®3)

10.2) BbImaya, ycTaHOBJICHHUE TOPSIKA BbIIAYM M (POPMBI JOKYMEHTA, COAEPIKAIIETO CBEACHUS O
CTaJUsIX TEXHOJOTMYECKOIO Ipolecca MPOU3BOJCTBA JIEKAPCTBEHHOIO CPEACTBA Ul METUIIMHCKOIO
IIPUMEHEHHUS], OCYLIECTBIIIEMBIX Ha TEPPUTOPUM EBpa3niickoro 3kOHOMHUYECKOTO COI033;

(m. 10.2 BBemen denepanbHbIM 3akoHOM OT 22.12.2014 N 429-@3, B pen. denepallbHOrO 3aKOHA OT
13.07.2015 N 241-D3)

11) coznanue coBETOB MO BOMPOCAM, CBA3aHHBIM C OOpaleHHEeM JIEKAPCTBEHHBIX CPE/ICTB;
12) arrecTamus u cepTH(PUKAIUS CICIIHATUCTOB;
13) yrpatun cuiy ¢ 1 centssops 2013 roga. - @enepanbhbiii 3akon ot 02.07.2013 N 185-D3;

14) ocymecTBiienue GpapmMakoHaa30pa;
(n. 14 B pen. ®enepanpHoro 3akona oT 22.12.2014 N 429-D3)

15) yqactue B MeX1yHapOAHOM COTPYIHUYECTBE;

16) moxydeHue mo 3ampocam yIOJTHOMOUYSHHOTO (heepaTbHOro OpraHa NCIOIHUTEIBHOW BIACTH OT
UCTIOJHUTENBHBIX OpraHoB cyOwbekToB Poccuiickoit ®depepaunu, a Takxke OT CyOBEKTOB OOpallieHUs
JIEKapCTBEHHBIX CPEJICTB A MEAWLIMHCKOTO NMPUMEHEHNsI NH(pOpManuy MO BOIIPOCAM yCTaHOBJICHHS U
MPUMEHEHHMS [IeH Ha JIEKapCTBEHHBIE MpenapaTsl U Ha0aBOK K HUM;

(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

17) npumeHeHne Mep OTBETCTBEHHOCTH 3a HapylLIEHHUE 3aKOHOAaTenbcTBa Pocecuiickoit denepanui;

18) yTBepkIeHHe TpaBWJI HAIJICKAIIEH anTeYHOW MPAKTHUKH, MPABWJI XPaHEHUS JIEKApPCTBEHHBIX
CPEICTB;
(n. 18 B pen. ®enepanpuoro 3akona ot 30.01.2024 N 1-D3)

19) ycranoBneHue nopsiaka GOpMUPOBAHUS PETHCTPALIMOHHOTO JIOChE Ha JICKApCTBEHHBIH Mpemnapar
U1 BETEPUHAPHOI'O IPUMEHEHNUS U TPeOOBAHUH K TOKyMEHTaM B €r0 COCTABE;
(m. 19 BBenen ®enepanbHbIM 3akoHOM 0T 22.12.2014 N 429-03; B pen. denepanbHOro 3aKoHa OT
30.01.2024 N 1-®3)

20) - 21) yrpartunu cuiy. - @enepanpuelii 3akoH ot 30.01.2024 N 1-D3;

22) yrparun cuiy ¢ 1 mapra 2020 roma. - ®enepanbhbiii 3akoH oT 27.12.2019 N 475-03;

23) yTBepxkaeHHe TpeOOBaHMN K MHCTPYKIHMH [0 BETEPUHAPHOMY HMPUMEHEHMIO JIEKapCTBEHHBIX
MpenapaTos;

(n. 23 BBenen ®PenepanbHbIM 3akoHOM 0T 22.12.2014 N 429-03; B pen. denepanbHOro 3aKoHa OT
30.01.2024 N 1-®3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.12.2024)
"06 obpalleHMn NeKapCTBEHHbIX CpeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHenus: 24.01.2025

24) nmpuHSTHE PEIICHUH, SBISIOMUXCS OCHOBAHHMSAMH JJI BKJIIOYEHHS OMEHHBIX UMEH U (WUJIN)
yKazaTeneil CTpaHHll caliTOB B MH()OPMAIIMOHHO-TEICKOMMYHHKAIIMOHHON cetn "MHTepHeT", a Takxke
CETEBBIX aJpPECOB B CAMHYI aBTOMATH3WPOBaHHYIO HHGOPMAIMOHHYIO cucteMy "EawHbli peectp
JOMEHHBIX HMEH, YyKa3aTeleld CTpaHWIl CalTOB B HWH()OPMAIMOHHO-TEICKOMMYHUKAIIMOHHONH CETH
"UnTepuer" u CETEBEIX aJIpeCcoB, IIO3BOJISTIOIINX UIECHTU(OUIIUPOBATH CaWTEI B
MH(POPMALMOHHO-TEIIEKOMMYHUKAITMOHHOW ~ CeTH "NuTepuer", coaepxame  MHGOPMAIHUIO,
pacmpocTtpanenue kotopoid B Poccuiickoit deneparmuu 3ampernieHo", B OTHOUIEHWW WH(OpMAIUH,
coJieprKallel MpeAsIoKEHHE O PO3HUYHOM TOProBj€ JIEKAPCTBEHHBIMU IIpENapaTamMHd, B TOM YHCIE
JUCTAHIIMOHHBIM ~ CIIOCOOOM, pPO3HHMYHAs TOProBiis KOTOPHIMU OrpaHWYeHa WM 3alpelleHa B
COOTBETCTBHUH C HacTosmuM DenepaibHbBIM 3aKOHOM, U (HJIM) HHPOPMAITH, COAEpIKaIlIel MpeioKeHne
O PO3HMYHOM TOProBii€ JEKAPCTBEHHBIMHU IpenaparaMu, B TOM YHCIE AUCTAHIMOHHBIM CIIOCOOOM,
JUIaMHM, HE HMMEIOIIMMM JIMIEH3MM WU DPA3pELICHUs] Ha OCYIIECTBIEHUE TaKOW MAESITEIbHOCTU, €CIU
MOJIy4eHHWE JIMLIEH3UM W  pa3pelieHus] MPeAyCMOTPEHO 3aKOHOJATeNbCTBOM 00  oOpalieHun
JIEKapCTBEHHBIX CPE/ICTB;

(. 24 B pen. ®enepanpuoro 3akona oT 03.04.2020 N 105-D3)

25) BpIJaua pa3peuieHuid Ha BBOJ] B TPAXKAAHCKUN 000pOT UMMYHOOHOJIOTHYECKHX JICKAPCTBEHHBIX
IIPEnaparosB.
(m. 25 BBenen denepanbHbiM 3aKk0oHOM OT 28.11.2018 N 449-03)

26) peryinupoBaHHE BOTPOCOB, CBSI3aHHBIX C B3aMMO3aMEHSIEMOCTBIO JIEKAPCTBEHHBIX MPENapaToB
JUTSE MEITUITTHCKOTO TIPUMEHEHHSI.
(. 26 BBeneH PenepanbHbM 3ak0HOM OT 19.10.2023 N 503-D3)

Cratba 5.1. lepemaya ocywecTBneHuMs mnonHomouun cenepanbHbIX OpPraHoB
MCMNOSTHUTENbHOW BRNacTyU Npu obGpaleHUn feKapcTBeHHbIX CPeACTB MCMOSTHUTENbHbIM
opraHam cy6bekToB Poccumnckon Peanepaumm

(B pen. ®enepanpHoro 3akoHa ot 08.08.2024 N 232-D3)

[TonmHoMoums (enepaabHBIX OPraHOB HMCIOJIHUTEILHOM BJIACTU MPHU OOpallleHWH JIEKapCTBEHHBIX
CPElCTB, TMpPEAyCMOTPEHHbIe HacTosmuM @DenepaabHbIM  3aKOHOM, MOTYT IepefaBarbCs s
OCYIIECTBJICHUSI HCIIOJHUTEIBHBIM oOpraHam cyobekToB Poccuiickoit denepanuy MoCcTaHOBICHUSIMHU
IIpaButensctBa Poccuiickoit denepaunn B mopsake, ycTaHOBIEHHOM dDenepanbHbIM 3aKOHOM OT 21
nexadbpst 2021 roga N 414-®3 "OO6 oOuux MpUHITAIIAX OPTaHHW3AIMN MYOJIMYHONW BJIACTH B CyOBEKTax
Poccuiickoit ®eneparuu’.

Cratba 6. [llonHOMO4YMA UCNONHUTENbHbLIX OpPraHoB cybbekta Poccunckon
depepaumm npm obpalleHMn NeKapcTBEHHbIX CPeaAcTB
(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

K momHOMOUMSM HMCIIOMHUTENIBHBIX OpraHoB cyObekTa Poccuiickoii denepannu npu oOpaiieHuH
JIEKapCTBEHHBIX CPENICTB OTHOCATCS:
(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

1) pa3paboTka U peaqu3anusi perHOHAIBHBIX MPOrpaMM 00ecreYeHHsI HACEeJIeHUs JIEKApCTBEHHBIMU
npernapaTamu;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.12.2024)
"06 obpalleHMn NeKapCTBEHHbIX CpeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHenus: 24.01.2025

2) ycTaHOBJIEHHE TIPEJENbHBIX PA3MEPOB ONTOBBIX HAJA0aBOK U MPEIENbHBIX Pa3MEPOB PO3HUYHBIX
Hag0aBOK K (DaKTUYECKUM OTIYCKHBIM II€HaM, YCTAHOBJICHHBIM MPOU3BOJUTEISMH JIEKAPCTBECHHBIX
MpernapaToB, Ha JIEKAPCTBEHHbIE Nperaparhl, BKIIOUYEHHbIE B IEpPEUYEHb >KU3HEHHO HEOOXOMUMBIX H
BKHEUILIMX JIEKAPCTBEHHBIX MIPENapaTos;

3) OCyIIECTBJIGHHE PETHOHAIBHOTO TOCYAAPCTBEHHOTO KOHTPOJS 3a INPHUMEHEHHEM IIeH Ha
JIEKapCTBCHHBIC TpEnaparbl, BKJIIOYECHHBIE B TMEPEYCHb JKU3HEHHO HEOOXOMUMBIX M BaKHEHIIHNX
JICKApCTBEHHBIX IPEIapaToB, OPTaHU3aIMsIMH ONTOBOH TOPTOBIW JIEKAPCTBEHHBIMU CPEICTBAMH,
anTeUYHBIMH OpPTaHU3alMSAIMH, HWHIWBUIYATbHBIMH MPEANPUHUMATEISIMU, HMCIOIIUMU JIUICH3UIO Ha
(bapMareBTHYECKYI0 JESITEIbHOCTh, MEAUIUHCKUMH OpPTaHW3alUsIMH, HWMCIOIIUMHU JIUIICH3UI0 Ha
(bapMaleBTHUECKYIO JESATEIBHOCTh, U HUX O00OCOOJICHHBIMH TOJpPAa3/ICICHUSIMH, PACIOJIOKEHHBIMA B
CEITbCKUX HACEJICHHBIX ITYHKTAaX, B KOTOPBIX OTCYTCTBYIOT aliT€YHbIC OpPTraHU3aIlNH;

(B pen. @enepanbHbix 3akoHOB OT 25.06.2012 N 93-®3, ot 27.12.2019 N 475-®3, or 08.08.2024 N
323-@3)

4) nmpuHATHE perieHuss 00 WCMONB30BAHUMU Ha TeppuTopuu cyOwbekTa Poccuiickoit Deneparuu
Hapsy C pelienTaMy Ha JIEKapCTBEHHbIE IIpenapaThl, 0OPMIEHHBIMU Ha OYMaKHOM HOCHUTEIE, PELENTOB
Ha JIEKapCTBEHHBIE Mpenaparsl, chOPMUPOBAHHBIX B (POPME IIMEKTPOHHBIX TOKYMEHTOB.

(1. 4 BBennen denepanbHBIM 3aKOHOM OT 29.07.2017 N 242-D3)

Mnasa 3. TOCYAJAPCTBEHHASA ®APMAKOINEA

Cratbsa 7. Paspabotka v u3paHue rocypnapcTtBeHHou chapmakonew, pasmelieHue
OaHHbIX O Hen

1. Tlog rocynmapcTBeHHOW (apMakoreeii MOHUMAeTCs CBOJ OO0mUX (apMaKONEWHBIX CTaTed u
(hapMaKOIIeHHBIX CTATEH.

2. PazpaboTtka oOmmMx ¢apMakomeWHbIXx cTareid W (papMakomeiHBIX cTaTeil, B TOM YHCIE
(dbapMakoIeHbpIX cTaTed Ha (QapMakomneiHble CTaHIapTHbIE oOOpaslbl, W BKJIIOYEHHE WX B
rOCYJapCTBEHHYIO (DapMaKoIe OCYIIECTBIAIOTCS B TOPSJIKE, YCTAaHOBJICHHOM YIOJHOMOYEHHBIM
(benepanbHBIM OPraHOM UCHOJTHUTENBHOM BJIACTH.

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

3. Pa3pabotka dapmakoneiiHoOi cTaThi Ha pedepeHTHBIN JICKAPCTBEHHBIM MperapaT W BKIIOYCHUE
€e B TOCYJIapCTBEHHYIO ()apMaKoIlel0 B TEUEHHE CpPOKa JCHCTBHS 3allUThl UCKIIOYUTEIHLHOTO MPaBa,
YIOCTOBEPEHHOT'O MATCHTOM Ha pedepeHTHBIN JEKapCTBEHHBIN Mperapar, OCyIIECTBISIOTCS C COTIIAaCHS
€ro pa3paboT4HKa.

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

4. TocynapctBeHHast (¢apMakones H34aeTCsl YIMOJHOMOYEHHBIM (efepalbHbIM  OpraHOM
WCTIOJTHUTEIIBHOM BJIACTH 3a CYET CPEACTB (elepaabHOro OI0pKeTa U MOUICKHUT TEPEH3AaHUSIM HE PEKe
4eM OAMH pa3 B IIAThb JIET, B IEPUOJ MEXKIY KOTOPBIMU M3IAIOTCA IPHIIOKEHHUSA K IOCYJapCTBEHHOMU
dapmakoriee, cojaepxamiue oOmme ¢dapMmakoneinsle ctaTbd W (WiM) (papMakomneiiHbie CTaThH,
YTBEPKJCHHBIE [TOCIIE U3/IaHUs WITH MEpEen3IaHus roCy1apCTBEHHON (hapMaKoOIIEH.

5. YnomHomoueHHBIH (enepanbHbIi OpraH HCIOTHUTEIHPHOM BJIACTH pa3MEIIaeT JIaHHBIE O
roCyIapCTBEHHOU (hapmakoriee U MPUIOKESHHUIX K Hell Ha CBoeM odulinaibHOM caiite B cetr "HMHTepHeT"
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B YCTAHOBJICHHOM UM ITOPAIKE.

nasa 4. IMLEH3NPOBAHUE NMPOU3BOACTBA JIEKAPCTBEHHbLIX CPEACTB
U ®APMALEEBTUYECKON OEATENBHOCTU, TOCYOAPCTBEHHbIA KOHTPOIb
(HAO30P) B COEPE OBPALLEHUA NEKAPCTBEHHbBIX CPEOCTB
(B pen. @enepanbHoro 3akoHa ot 11.06.2021 N 170-D3)

Cratba 8. JlMueH3MpoBaHue nNpPOU3BOACTBA JIEKAPCTBEHHbIX CpeacTB MU
chapmMaueBTUYECKOWN AeATEeNbHOCTH

1. JIuneH3upoBaHue MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEACTB M (DapMaIeBTUYCCKON EATETbHOCTH
OCYILECTBJISECTCS B COOTBETCTBUU C 3aKOHO1ATeNIbCTBOM Poccuiickoit denepanuu.

2. O6s13aTeNbHBIM YCIOBUEM MPEIOCTABICHHUS JIMLIEH3UH Ha MTPOU3BOJICTBO JIEKAPCTBEHHBIX CPE/ICTB
ABIISICTCA TPWIOKEHUE K 3afBIICHUIO COUCKATEINs JIMIEH3UH NEepPedHs JIEKAapCTBEHHBIX (HopM M (MIIH)
BUJOB (hapMalleBTUUECKUX CYOCTaHIMM, KOTOpble MPOU3BOAMTENh JIEKAPCTBEHHBIX CPEJICTB HaMEpeH
IIPOU3BOJUTH.

3. B ciayuyae HEOOXOAMMOCTH PACUIMPEHHUS MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB 32 CUET HOBBIX
JIeKapCTBEHHBIX (opM W BHUIOB (apMaleBTUUECKUX CYOCTaHIMH TNPOU3BOAMTEND JIEKAPCTBEHHBIX
CPEICTB JOJDKEH MOoJaTh B JIMIICH3UPYIOUIMI OpraH 3asBlIEHHE O BHECEHWUM HU3MEHEHUN B peecTp
J'II/II_ICHSI/Iﬁ Ha NpOU3BOACTBO JICKAPCTBCHHLIX CPCIACTB.

(B pen. @enepanbubix 3akoHOB 0T 02.08.2019 N 297-03, ot 11.06.2021 N 170-D3)

4. JluueH3us Ha TPOU3BOJCTBO JICKAPCTBEHHBIX CPEACTB ((hapMaleBTHUECKON CYyOCTaHIIMH CIIUPTA
STWJIOBOTO (3TaHOJA) BBIAACTCS MpPH YCJIOBUM HAIW4YUSl y OpraHU3aliyd Ha IpaBe COOCTBEHHOCTH,
XO34WCTBEHHOT'O BEJICHUSI MJTM OTIEPATUBHOTO YIIPABICHHUS OCHOBHOTO TEXHOJOTHYECKOTO0 000PYI0BaHUS
JUISL TIPOM3BOJICTBA HTUJIOBOTO CIHHPTA, 3apETMCTPUPOBAHHOIO B COOTBETCTBUM CO crarthed 14.1
@enepanbHoro 3akoHa oT 22 HostOpst 1995 roma N 171-®3 "O rocyqapCTBEHHOM peryJIHpOBaHUHU
MIPOM3BOJICTBA M 000pOTa 3TUJIOBOTO CHHUPTA, ATKOTOJIBHOW M CIHUPTOCOAEpKAIeH MpPOAYKIHUH U 00
OTpaHUYEHUU MOTPEOICHHS (PACTIUTHS) AIKOTOIBLHOU MPOTYKITUN".

(dactb 4 BBeneHa denepanbHBIM 3aKOHOM OT 27.12.2019 N 481-D3)

Cratba 8.1. OCOOEHHOCTU nUUEeH3MpPOBaHUA MNPOU3BOACTBA JIeKaPCTBEHHbIX
cpeacTB (hapmaueBTUHECKOM CyOCTaHLUM CNUpPTa 3TUIIOBOrro (3TaHona)

(BBenena depepanbHbIM 3aK0HOM OT 27.12.2019 N 481-D3)

1. JleiicTBue JUIEH3MM Ha MPOU3BOJACTBO JIEKAPCTBEHHBIX CPEACTB ((apMareBTHUECKON
CyOCTaHIIMM CIHMPTAa STHWIOBOrO (3TaHOJA) NPUOCTAaHABIMBAECTCS B YAcTH IpaBa Ha IMPOU3BOJCTBO
(bapMmarieBTHUECKONH CyOCTaHIIMU CHHPTa 3TUIOBOTO (3TAHOJA) JTUICH3UPYIOIIUM OpPraHOM B CIyyasX,
onpeaeneHHbix crarbeil 20 denepanbHoro 3akoHa ot 4 Mag 2011 roga N 99-®3 "O nuneH3upoBaHUN
OTIENbHBIX BHJOB JACIATEIBHOCTHU", a TaKKe€ Ha CpPOK IPHUOCTAHOBJICHUS JACUCTBUSA JIMIEH3UM Ha
IIPOU3BOJICTBO 3THWJIOBOIO CIIMPTA JAJIS IPOU3BOJCTBA (PapMalleBTUUECKOI CyOCTaHIIMK CIUPTA STHIOBOTO
(aTaHoNa), BBIIAaHHOHN B cOOTBETCTBUU ¢ DenmepanbHbIM 3aKk0HOM OT 22 HosiOps 1995 roga N 171-®3 "O
rOCYJapCTBEHHOM PpEryJMpOBaHUU IPOU3BOJACTBA M 00OpOTa HTUIOBOTO CHUPTA, AJIKOIOJIBHOW U
CIUPTOCOJIEPKAIIEH MPOIYKIIMU U 00 OrpaHUYCHUH MOTpeOIeHHs (PaCIUTH) alTKOTOJIbHOW POAYKITHH'".
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2. JleficTBMe JWIIEH3WW HaA NPOU3ZBOACTBO JIEKAPCTBEHHBIX CpencTB ((apmameBTHUESCKOM
CyOCTaHIIMM CHHpTa JTUIOBOrO (dTaHOJA) B YACTH TpaBa Ha MPOU3BOJCTBO (apMaleBTUUECKOM
CyOCTaHIIMM COHMpPTa ATUIOBOrO (3TaHOJA) MpEKpallaeTcsl JHUIEH3UPYIOUIUM OpraHoM B CIyYasX,
onpeneneHHbIx crarbeil 20 @enepanbHoro 3akoHa ot 4 mas 2011 roga N 99-@3 "O nuneH3upoBaHUU
OTJENbHBIX BHJIOB JEATEIBHOCTU", a TakXe C JaThl NPEKpalleHUs WM aHHYJIUPOBaHUS AEHCTBUA
JUIEH3UU Ha TPOU3BOJICTBO JTUIIOBOTO CIHPTA JJIs MPOU3BOJACTBA (papMaleBTUUECKOW CyOCTaHIIUU
CIUpTa 3TUIIOBOTO (3TaHOJA), BEIJAHHON B cOOTBETCTBUH ¢ DenepanbHbIM 3akOHOM OT 22 HOs0ps 1995
roga N 171-®3 "O rocynapCTBEHHOM pETYJIHMPOBAHUU IPOU3BOACTBA U 00OPOTa ATUIIOBOTO CIHPTA,
QIKOTOJIBHOM W CHOUPTOCOACpIKAIEHd TMPOAYKIIMM M 00 OrpaHMYEeHUU TOTpeOIeHUsT (pacruThs)
QIKOTOJILHOM MPOAYKIUU".

KoncynprantlIntoc: npumevanue.

Cr. 8.2 Ha teppuropusix Jlonenkoit Haponnoit Pecnybnuku, Jlyranckoit Hapomnoit PecmyOnukw,
3anopoxckoil obnactu, XepcoHckoi oOnactu npumensiercs ¢ 01.09.2024 (®3 or 04.08.2023 N
428-D3).

Cratbsa 8.2. Ocob6eHHOCTU NMUUEH3NnpoBaHMA (hapmaueBTUYECKOMN AeATEeNIbHOCTU B
YacTu ocyLlecTBIEeHUs1 ONTOBOM TOProBfiN NIeKapCTBEHHbIMU cpeaCcTBaMMm

(BBeneHa ®enepanbHbIM 3aKk0HOM OT 04.08.2023 N 428-D3)

1. JleiicTBue nuIeH3uU Ha (papMaleBTUUYECKYIO NEATEIHHOCTh B YaCTH OCYIIECTBICHUSI OMTOBOM
TOPTOBIW  JICKAPCTBEHHBIMH  CPEACTBAMH  JUUII  MEIUIIMHCKOTO  TMPUMEHEHHS  TpEeKpariacTcs
JULEH3UPYIOIUM OPraHOM B CIIyyasix, onpeneneHHbIx ctatheit 20 denepanbHoro 3akoHa ot 4 mast 2011
roga N 99-®3 "O nuueH3upOBaHUU OTACIBHBIX BHUJIOB JACSATEIBHOCTH', a TakKe MO PEHICHUIO
JIULEH3UPYIOIIETO OpraHa, MPUHITOMY B COOTBETCTBUM C HACTOSIIEH 4acThio. B cilydae BbISBICHUS MPU
OCYIIECTBICHUN (emepaqbHOTO TOCYJAapCTBEHHOTO KOHTpois (Haa3opa) B cdepe oOpamieHus
JIEKAPCTBEHHBIX CPEJICTB HApyLICHUs OpraHu3aledl ONTOBOW TOPTOBIHU JIEKAPCTBEHHBIMHU CPEICTBAMU
TpeboBanuii uvacteir 1 - 3 crarbm 53 Hacrosmero deaepaqbHOrO 3aKOHA JIEWCTBHE JUIICH3UU Ha
(dapMaleBTHUECKyI0 ACSITEILHOCTh B YAaCTH OCYIIECTBICHHS ONTOBOW TOPTOBIHU JIEKAPCTBEHHBIMU
CpeICTBaMH JIJIsI MEIUITMHCKOTO MPUMEHEHHS MPUOCTAHABIMBAETCS B TEUEHHUE JCCATH paboumXx AHEH CO
JTHS BBISIBJICHHSI YKa3aHHOTO HapyuieHus. [leficTBue numeH3un Ha (HapMarieBTHUECKYIO NESTEIbHOCTh B
YaCTH OCYIIECTBJICHUS OITOBOM TOPrOBIM JICKAPCTBEHHBIMH CPEACTBAMHU JUISI  MEIUITMHCKOTO
MPUMEHECHHSI IPUOCTAHABIUBACTCS HA CPOK, KOTOPBIA OMpeAeseTCs JIUIEH3UPYIOMUM OpraHoM (HO He
MEHEEe YeM Ha OJHUH MECsll), MO0 HUCTEYCHUH KOTOPOro JACHCTBHE [AaHHOW JIUIEH3WH TOMJICKHUT
MPEKPALICHUI0 HA OCHOBAHUY PEIICHUS JIMIIEH3UPYIOIIETO OpraHa, 3a UCKIIOUEHUEM ClIydasi, YKa3aHHOTO
B YaCTH 2 HACTOSIIECH CTaThH.

2. JleficTBHE NMIIEH3UM Ha (hapMaleBTHUECKYIO IEATENbHOCTh B YaCTHU OCYILIECTBIICHUS ONTOBOM
TOPTOBIU JICKAPCTBEHHBIMH CPEACTBAMU IS MEIUIIMHCKOTO TPUMEHEHHMs, JEHCTBUE KOTOPOH
HpI/IOCTaHOBHeHO B COOTBETCTBUU C YaCTBIO 1 HaCTOHH_IGﬁ CTaThbu, IIOJJICKUT B0306HOBJICHI/IIO B cnyqae,
€CJIM B TIEPHOJI MMPUOCTAHOBIICHUS JCUCTBUS JAHHOW JIMIICH3WW B paMKaxX JOCYJIeOHOTO 00KajoBaHUS
peleHre KOHTPOJIBHOTO (HaI30PHOT0) OpraHa B YacTH BBISIBICHHOTO HapyIIeHUs TpeOoBaHMit yacteid 1 -
3 crarbu 53 Hacrosmero denepanbHOroO 3aKOHA OTMEHEHO. B ykazaHHOM cilyyae JIeiCTBUE JIMIEH3UU Ha
(bapMaIeBTUYECKYIO0 JESTeIbHOCTh B YacTU OCYLIECTBICHHUS ONTOBOW TOPrOBIU JIEKAPCTBEHHBIMHU
CpeICTBaMH ISl MEIUIIMHCKOTO MPUMEHEHHS BO30OHOBIISIETCSI HE TTO3/IHEE OJTHOTO paboyero JAHS CO JTHSA
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OTMEHBI PEIICHUS KOHTPOJIBLHOTO (HAA30PHOT0) OpraHa.

Cratba 9. [locypapcTBeHHbIW KOHTponb (Hag3op) B cdepe obGpaweHus
neKkapcTBeHHbIX CPeacTB

(B pen. denepanbHoro 3akoHa ot 11.06.2021 N 170-D3)

1. TocymapcTBeHHBIH KOHTpPOJb (Haa30p) B cdepe oOpalieHus JEKapCTBEHHBIX CpEICTB
OCYIIECTBJISIETCS TOCPEICTBOM (heepaibHOTO TOCYIapCTBEHHOTO KOHTpousis (Haazopa) B cdepe
oOpallleHus1 JIEKapCTBEHHBIX CPEACTB U (helepalbHOrO TOCYJAapCTBEHHOTO JIMIIEH3MOHHOTO KOHTPOJIS
JESTENbHOCTH 10 MPOU3BOACTBY JIEKAPCTBEHHBIX CPENICTB, OCYLIECTBISIEMBbIX (DeepanbHbBIMU OpraHaMu
HCIIOJIHUTEJIBHOU BJIACTH, YIIOJHOMOUYEHHBIMU [IpaBurensctBoM Pocculickon denepanuu.

2. Ilpemmerom (¢enepanbHOTO TOCYAAPCTBEHHOTO KOHTPOJs (Hama3opa) B cdepe oOpamieHus
JICKApCTBCHHBIX CPCACTB ABJISAIOTCA:

1) cobGmonenue o0s3aTeNbHBIX TpeOoBaHUN B cepe oOpalieHus JEeKapCTBEHHBIX CPEICTB, B TOM
quCle:

a) TpeOOBaHUN K JOKIMHUYECKUM HCCIIEIOBAaHUSAM JIEKAPCTBEHHBIX CPEACTB, KIMHUYECKUM
HCCIIEAOBAHUAM JIEKAPCTBEHHBIX IIPENaparoB, W3rOTOBICHUIO, XPAaHEHUIO, IIEPEBO3KE, BBO3Y B
Poccuiickyto ®epeparuio, OTHYCKY, pealM3alliH, Iepenade, MNpoJake JEKAPCTBEHHBIX CPEJICTB,
MNPUMCHCHUIO JICKAPCTBCHHBIX IIPCIIAPATOB, YHHUUYTOXCHUIO JICKAPCTBCHHBIX CPCACTB, YCTAHOBJICHUIO
MIPOU3BOJUTENIAIMU JIEKAPCTBEHHBIX IMPENaparoB LIEH Ha JIEKapCTBEHHbIE Iperaparhl, BKIIOYEHHBIC B
NEpCUCHb JKU3HCHHO HGO6XO,Z[I/IMI>IX U BaXXHEUIIINX JICKApPCTBCHHBIX MPCIIapPaTOB;

0) TpeOoBaHMU K COOTBETCTBHIO JIEKAPCTBEHHBIX CPEJACTB, HAXOJAIIUXCS B OOpaIleHUH,
IIOKa3aTcC/IsIM Ka4yCCTBa, 3(1)(1)GKTI/IBHOCTI/I u 6630HaCHOCTI/I, YCTAHOBJICHHBIM B COOTBCTCTBUU C HACTOSAIIUM
®denepanbHbIM 3aKOHOM,;

B) TpeOOBaHMI K COOIOACHUIO CyOBeKTaMH OOpalIeHHs JEKAapCTBEHHBIX CPEICTB, YKa3aHHBIX B
yactu | crarbu 67.1 Hacrosamero denepaqbHOr0 3aK0Ha, OrpaHUYEHUN, HajdaraéMbIX cTtarbsiMu 67.1 u
67.2 nacrosuero deneparbHOr0 3aK0Ha;

2) coOIIroICHNE JINIIEH3NOHHBIX TPEOOBAaHMIA K OCYIIECTBICHHIO (DapMalleBTHIECKON JIeITeTbHOCTH;

3) cobmronenue TpeOOBaHUM K MPEJOCTABICHUIO CyOBeKTaMU OOpaIlleHus JICKapCTBEHHBIX CPEACTB
uHbOpMallUU O JIEKapCTBEHHBIX CpPEACTBaX M (MJIM) JEKapCTBEHHBIX NpenapaTtax, MperyCMOTPEHHOU
cratbsimu 9.1, 52.1, 52.2 u 64 Hacrosero deaepaibHOrO 3aKOHA;

(B pen. @enepansuoro 3akoHa ot 30.01.2024 N 1-D3)

Koncynprantllntoc: npumevanue.
C 01.03.2026 1. 4 4. 2 cT. 9 yTpauuBaet cuiy (O3 ot 20.10.2022 N 405-D3).

4) cobmoieHue IPeyCMOTPEHHBIX cTaThelt 55.1 Hacrosmero deaepanbHOro 3aK0Ha TPEOOBAHUN K
MIPOBEJICHUIO KCIIEPUMEHTA 110 OCYIIECTBICHUIO PO3ZHUYHON TOPTOBIIM JIEKAPCTBEHHBIMHU IperapaTaMu
JUIS  MEIUIMHCKOTO TPUMEHEHHS, OTIYCKaeMbIMH TI0 pEIEenTy Ha JIeKapCTBEHHBIA Mpemnapar,
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JAMCTaHIMOHHBIM CIIOCOOOM.
(1. 4 BBeneH @PenepanbHbM 3akoHOM 0T 20.10.2022 N 405-D3)

2.1. B memsax obOecnedeHHs TOCYAapCTBEHHOTO KOHTPOJs (Haa3opa) B cdepe oOpaimieHus
JICKApCTBEHHBIX  CPEACTB  (elepajbHbIi  OpraH  HUCIOJHUTENBHOW  BJIACTH, OCYIIECTBISIOUIHMA
TOCYJApPCTBEHHYIO PETUCTPAIMIO JICKAPCTBEHHBIX IPENapaToB, MPEIOCTaBIseT (eaeparbHOMy OpraHy
WCIIOJIHUTEIBHON  BIIACTH, OCYHIICCTBISIOMIEMY (YHKIMM 1O KOHTPOJIIO U Haa3opy B cdepe
3IIPaBOOXPAHEHHMS, TI0 €T0 3aIpPOCy B paMKax MEXBEIOMCTBEHHOTO HH()OPMAIIMOHHOTO B3aMMOICHCTBUS
B TMOPAAKE, YCTAaHOBJICHHOM YKa3aHHBIMU (be;[epaanbIMH OopraHaMu HUCIOJIHUTEIHLHOU BJIaCTH,
CIICAYIONINE CBEICHUS O JIGKAPCTBEHHBIX CPEJICTBAX, B TOM YHUCIIE B CIy4ae, €CIU TAaKHE CBEICHUS
COCTaBJISIOT KOMMEPUYECKYIO TaliHy:

1) cBenenust 0 (hapManeBTUIECKON CyOCTaHIINN:

a) HauMEHOBaHME (apMaIEBTHUECKON CyOCTaHIIUM, €€ CTPYKTypa, OOIIe CBOMCTBA;
0) HAaMMEHOBAHUE U aIPeC TPOU3BOAUTEIIS,

B) CBOWCTBA U CTPYKTYypa ACHCTBYIOLUX BELLECTB;

') XapaKTepUCTHUKA MPUMECEH;

n) crieruukanys Ha (hapMareBTHUECKYIO CyOCTaHIUIO U ee 000CHOBAHIE,

€) aHATUTUYEeCKHE METOAMKH, HWCIOJIb3yeMble TIPH OCYIIECTBICHHH KOHTPOJIS KadecTBa
(bapmarieBTHYECKON CyOCTaHIINH;

K) pe3yJIbTaThl aHAIM30B CEpUid (hapMarieBTUIECKON CyOCTaHIINH;

3) NEpCUCHb CTAHAAPTHBIX 06pa3u0B HJIN BCUICCTB, UCIIOJIb3YCMBIX IMPU OCYIICCTBJICHUN KOHTPOJIA
KadecTBa (papMarieBTUYECKON CyOCTaHIINH;

1) OMUCaHUE XapaKTEPUCTUK U CBOWCTB YITAKOBOYHBIX MATEPUAIOB U YKYTIOPOYHBIX CPEJICTB;
K) TaHHBIE O CTAOMIBHOCTH (PapMaIeBTUIECKOM CyOCTaHIINN;

J1) CPOK TOJIHOCTH;

2) cBeneHMs O JIEKapCTBEHHOM TIpernapate Ui MEIUIIUHCKOTO IPUMEHECHHS:

a) OIMCaHKE U COCTaB JICKAPCTBEHHOT'O MIperapara Jisi MeTUITUHCKOTO MPUMEHEHUS;

0) omnmcanue QapmareBTHYECKON pa3paboTku (00OCHOBaHME BBIOOpAa COCTaBa, MEPBUYHOMN
YIIAKOBKH);

B) HaMMEHOBAaHME U aJ[pec MecTa OCYIIECTBICHUs IPOU3BOJCTBA JEKAPCTBEHHOI'O IMpemnapara Jyis
MEAUIIMHCKOTO MPUMEHEHHs (B Cllydae HaJM4YUsl HECKOJIBKHX YYaCTHHKOB IpoIlecca MPOU3BOACTBA
He00X0MMO yKa3aTh HAMMEHOBAHHE U aApec KaxJ0ro U3 HUX);
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T') MUKPOOHOJIOTHYECKHUE XapaKTEPUCTHKH;
1) OIMCaHHUE XapaKTEPUCTUK U CBOWCTB yIaKOBOUYHBIX MaTepUaAJIOB U YKYIIOPOUHBIX CPENICTB;
€) TpeOOBaHUs K Ka4eCTBY BCIIOMOTATEIILHBIX BEUIECTB;

)I() AHAIIUTUYCCKUC MCTOAUKH, HUCIOJIB3YyCMbIC TIIPHU OCYHICCTBICHUU KOHTPOJIA KAa4YCCTBa
BCIIOMOT'aTCIBbHBIX BEIICCTB,

3) CBCACHU 00 HCHOJIb30BAHUU BCIIOMOTaTEIbHBIX BC€IICCTB YCJIOBCUYCCKOIO M J>KHBOTHOI'O
IMPOUCXOXKIACHUSA,

I/I) CBCACHUA 00 HCII0JIB30BaHUH HOBBIX BCIIOMOTaTEIbLHBIX BCIIICCTB,

K) TpeOOBaHMS K KadyecTBY JIEKAPCTBEHHOTO TMIperapara JUIi MEAWIUHCKOTO INPHUMEHEHUS
(ceprudukar, cienuduKaiys Ha JIEKapCTBEHHBIN MpenapaT U uX 000CHOBaHHUE),

J'I) AHAIIUTUYCCKUE MCTOAWKH, HUCIOJB3YEMBIC IIPpU OCYIICCTBJICHUHW KOHTPOJIA KAa4deCTBa
JICKApCTBCHHOTO ITperiapaTa JJIis1 MCAUIIUHCKOI'O NPUMCHCHUS

M) pe3yJbTaThl AaHAJTM30B CEpUH JIEKAPCTBEHHOTO Mpenapara i MEAUIIMHCKOTO IPUMEHEHHS,
H) XapaKTepUCTUKA TPUMECEH;

0) IepeyeHb CTaHJAPTHBIX 00pa3loB, HCIOIb3YEMbIX IPH OCYIIECTBICHUH KOHTPOJS KadecTBa
JIEKapCTBEHHOTO MpernapaTa JJii MEIULIUHCKOTO TPUMEHEHUS;

1) TaHHBIC O CTAOUIILHOCTH JICKAPCTBEHHOTO TIpenapara sl MEIUIIMHCKOTO TPUMEHEHNST,
3) OTYETHI O TOKIMHUYECKUX MCCIICTOBAHUSIX;

4) OTYETHI O KIIMHUYECKUX UCCIICIOBAHMSIX;

5) mactep-daiin cucremMsl apMaKoHaI30pa;

6) maH ynpaBiIeHUs pUCKAMHU.
(uactsb 2.1 BBeneHa @enepanbHbiM 3akoHOM 0T 30.01.2024 N 1-D3)

3. Ilpu ocymecTBieHun ¢GeaepalbHOrO0 TOCYJapCTBEHHOTO KOHTPOJs (Ham3opa) B cdepe
oOpareHusi JIGKApCTBEHHBIX CPEACTB MPOBOASTCS CJICAYIONINE BHJIbI KOHTPOJBHBIX (HAJA30PHBIX)
MEpOIPUATHIA:

1) nokyMeHTapHas IpOBEPKa;
2) BBIE3/IHAS IPOBEPKA,
3) BEIOOPOYHBIM KOHTPOJIb KAUeCTBa,

4) KOHTpOJIbHAS 3aKyTIKa;
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5) MHCTIEKITMOHHBIA BU3UT;

6) HabmofeHHEe 3a COOJIOJCHHEM 00s3aTelbHbIX TpeOOBaHUKA (MOHHUTOPUHI OE€30MAaCHOCTH)
(bapmakonazop).

4. Opranuzanus U OCyIIECTBICHUE (eepaTbHOI0 rOCy1apCTBEHHOIO KOHTPOJIs (Haa30pa) B chepe
oOparnieHus1 JEKapCTBEHHBIX CPeNCTB peryiupytorcs denepanbHbiM 3akoHOM OT 31 mronst 2020 roma N
248-®3 "O rocygapCTBEHHOM KOHTpoJie (HaA30pe) W MYHHULHUNAIBHOM KOHTposie B Poccuiickoit
Oenepanun".

5. BHennaHOBBI BBIOOPOYHBIM KOHTPOJbL KadecTBAa IMPOBOAWUTCS B TOM YHCIE HAa OCHOBAaHHUH
IIPOrPaMMBI IIPOBEPOK.

6. I1naHOBBIi BEIOOPOYHBIH KOHTPOJIb KAUeCTBA HE MPOBOIUTCSI.

7. Tlo pesynbpTaTam (enepaabHOTO TOCYAApCTBEHHOTO KOHTpOJIS (Ham3opa) B cdepe oOpammeHus
JIEKapCTBEHHBIX CPEJICTB HapsAy C pEHICHUSMH, TpeaycMOTpeHHbIMU DenepanbHbiM 3akoHOM OT 31
utosst 2020 roga N 248-D3 "O rocymapcTBEHHOM KOHTpoJie (HAA30pe) ¥ MyHHUIIMIIATLHOM KOHTpPOJIE B
Poccuiickoit ®eneparun”, dpenepaabHBIMA OpraHaMHi UCIIOJIHUTEIBHONW BIACTH, YIOJIHOMOYEHHBIMU Ha
OCyIIeCTBICHUE (enepaTbHOrO0 TOCYIapCTBEHHOTO KOHTpoJisi (Ham3opa) B cdepe oOpamieHus
JIEKapCTBEHHBIX CPEACTB, IPUHUMAIOTCS CICAYIOUINE PCIICHUS:

(B pen. @enepansHoro 3akoHa ot 30.01.2024 N 1-D3)

1) o nmanpHeiieM TpakJaHCKOM O0OOpPOTE CEpUH, MapTUU COOTBETCTBYIOLIETO JIEKAPCTBEHHOIO
CPEICTBa B ClIy4ae MOATBEPXKACHUA IO Pe3ylbTaTaM IPOBEICHHBIX MCIBITAHUN COOTBETCTBHS KaueCTBa
JICKapCTBEHHOT'O CPE/ICTBA YCTAHOBJICHHBIM TPEOOBAHUSIM;

2) 00 W3BATUU M3 TPAXITAHCKOTO 000pOTa CEPHH, MAPTUU COOTBETCTBYIOIIETO JIEKAPCTBEHHOTO
CpCACTBa B CJIydac BBIABJICHUS IO PE3yJibTaTaM IMPOBCACHHLIX HUCIBITAHUNA HECOOTBETCTBUSA KauecTBa
JICKQpCTBEHHOTO CPEJICTBA YCTAHOBJICHHBIM TPEOOBAHUSIM,

3) o mepeBoAe JEKApCTBEHHOI'O CPEACTBAa Ha IMOCEPHHMHBIM BHIOOPOYHBIH KOHTPOJIb KayecTBa
JIEKapCTBEHHBIX CPEACTB B CIydae NMOBTOPHOTO BBISBICHHS HECOOTBETCTBHUS KaueCTBa JICKAPCTBEHHOTO
CpeACTBa YCTaHOBJIIEHHBIM TpeOOBaHMAM M (MpU HEOOXOAMMOCTH) O MPOBEPKE CyObeKTa OoOpalieHus
JIEKapCTBEHHBIX CPEACTB. Pacxompl, cBA3aHHBIC C MPOBEICHUEM ITOCEPHHHOTO BEIOOPOYHOTO KOHTPOJI,
OIJTAYUBAIOTCS TMPOU3BOAUTENIEM JIEKAPCTBEHHOTO CpPEACTBa JHOO JepiKareleM WM BiaJelbleM
PETHCTPAIIIOHHOTO yI0OCTOBEPEHHS JIEKAPCTBEHHOTO IIpenapara.

4) O CHATUU JIEKAPCTBEHHOTO CPEICTBA C IOCEPUHHOTO BHIOOPOYHOTO KOHTPOJS KadyecTBa
JICKQpCTBEHHBIX CPEICTB HA OCHOBAHWHU IMOJIOKUTEIBHBIX OJKCIIEPTHBIX 3aKIIOYCHUH, BBIJTAHHBIX
denepanbHBIM TOCYAAPCTBEHHBIM OFOJDKETHBIM YUPEXKICHUEM, I[OJBEIOMCTBEHHBIM (eneparibHOMY
OpraHy HCIIOJHUTEIHHON BJIACTH, OCYNIECTBISIONIEMY (YHKIMH IO KOHTPOJIIO M HAa30py B cdepe
3IpaBOOXpaHeHUs, WK (heepaTbHOMY OpraHy HCIOJHUTENBHON BIACTH, OCYIICCTBISIOMEMY (YHKITUU
0 KOHTPOITIO U HA/[30py B cpepe oOpalieHus JIGKapCTBEHHBIX CPEJICTB AJIsl BETCPUHAPHOTO MPUMEHECHHS,
Ha OCHOBAaHUHU MPOTOKOJIA MCIIBITAHUH JICKAPCTBEHHOTO CPEJCTBA, MPOBEACHHBIX MO BCEM IOKA3aTENSIM
YTBEp)KIICHHOH HOPMATHBHOH IOKYMEHTAIlMM (HOPMATHBHOTO TOKYMEHTa) B OTHOLICHHH TPEX CEpHid
JIEKapCTBEHHOT'O CPEJICTRA.

(. 4 BBennen denepanbabiM 3aKk0HOM OT 30.01.2024 N 1-D3)
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8. DenepanbHbld TOCYAAPCTBEHHBIM JIMIIEH3MOHHBIM KOHTPOJb ACATEIBHOCTH MO MPOU3BOJICTBY
JIEKAPCTBEHHBIX CPEACTB OCYLIECTBIISIETCS B COOTBETCTBUHM C 3aKOHONATEIbCTBOM Poccuiickoin
denepanuu.

CraTtbsa 9.1. lporpamma npoBepok
(BBenena dexnepanbHbM 3ak0oHOM OT 11.06.2021 N 170-D3)

1. B mensix opranuzanuy BHIOOPOYHOTO KOHTPOJIS KaueCcTBa JIEKAPCTBEHHBIX CPEACTB (hopMUpyeTcs
porpamma npoBepoK.

2. Jlna mened peanu3alMd IPOrpaMMBbl IIPOBEPOK IPOU3BOAUTENIN JIEKAPCTBEHHBIX CPEICTB M
OpraHu3alyy, OCYIIECTBISIOIIME BBO3 JIEKAPCTBEHHBIX cpeAcTB B Poccuiickyro denepanuro,
IIPEIOCTABIIAIOT B OTHOLICHWM JIEKAPCTBCHHBIX CPEACTB I MEIULUHCKOTO IIPUMEHEHUS B
YIOJIHOMOYEHHBIH (eliepanbHblii OpraH HUCIOJIHUTENBHOW BIACTH, OCYIIECTBIISIONIMH (YHKIUU IO
KOHTPOJIIO U HaA30py B cdepe 31paBOOXpAaHEHMs, B OTHOUIEHWU JIEKAPCTBEHHBIX CPEICTB IS
BETEPUHAPHOTO MPHUMEHEHHsI B YIOJIHOMOYEHHBIM (enepanbHblii OpraH HCHOJHUTEIBHOM BIIACTH,
OCYIIECTBISIONIMNA (QYHKIMU IO KOHTPOJIIO M HAA30py B cepe oOpalleHus! JIEKApCTBEHHBIX CPEICTB A
BETEPUHAPHOI0 IPUMEHEHMS, CBEICHUS O CEPUsX, MAPTHUAX JIEKAPCTBEHHBIX CPEACTB, MOCTYNAKOIUX B
rpakaaHckuii o6opor B Poccmiickoit denepanvu, B TOPSIKE, COCTaBe W 00OBEME, YCTaHOBJICHHBIX
yKa3aHHBIMU (eiepabHBIMU OpTaHaMH HCIIOJIHUTEIBHON BJIACTH B OTHOIIEHUH JIEKAPCTBEHHBIX CPEJICTB
IUIA MEIULUHCKOIO IPUMEHEHHMs U B OTHOIICHMM JIEKAPCTBEHHBIX CPEICTB ISl BETEPHUHAPHOTO
IIPUMEHEHHUs] COOTBETCTBEHHO.

3. Ilporpamma mpoBepok ¢GopMHUpyeTCs Ha KalleHIapHbI roa B cpok no 30 mexalOps roja,
MIPEIIECTBYIOMIETO TOAY MPOBEICHUS BLIOOPOYHOTO KOHTPOJIS.

non

4. B cnydae HacTyIUIleHHS COOBITHH, yKa3aHHBIX B MoAmyHkTax "0" m "B" myHkTa 2 dYactm 6
HACTOAIIEH cTaThH, (eJepatbHBIM OPraHOM HCTOTHUTEIBHON BIACTH, OCYIIECTBISIFOIINM (YHKIIUHU 10
KOHTPOJIIO M HaA30py B cdepe 3ApaBOOXpaHEHUsi, (elepalibHbIM OpPraHoOM HCIOJHUTEIbHON BIIACTH,
OCYIIECTBISIONUM (DYHKIIMU 110 KOHTPOJIIO ¥ HAA30py B chepe oOpalieHus: IeKapCTBEHHBIX CPEICTB IS
BETEPUHAPHOTO TPUMEHEHHUs, MpPU HEOOXOAMMOCTH BHOCSTCS COOTBETCTBYIOIME HW3MEHEHHUS B
porpammy MpoBEPOK.

5. B nporpammy npoBepOK MOT'YT BKJIFOUAThCSI MEPOIIPHUATHS C YYETOM HApYLICHH, BBIABJICHHBIX B
pamMKax KOHTPOJBHBIX (HaJ30PHBIX) MEPOIPUITHI 3a MPEABIAYIINNA KaJIEeHAAPHBINA IO,

6. IIporpamMmmMa nmpoBEpOK COACPIKUT:

1) mepeyeHb JIEKapCTBEHHBIX CPEICTB, OTOOP 00PA3IOB KOTOPBIX OYIET OCYLIECTBIATHCS B paMKax
BBIOOPOYHOTO KOHTPOJISI, (POPMUPYEMBIN C YUETOM pe3yJbTaTOB TOCYAapPCTBEHHOTO KOHTPOJIS (Haa30pa)
B cepe oOpaleHus JIeKapCTBEHHBIX CPEICTB 32 KaJeHIAPHBINA IO, MPEIIIECTBYIOLUINI roy POBEACHUS
BBIOOPOYHOT'O KOHTPOJIS;

2) yka3zaHue Ha cOObITHE, HACTYIUICHHE KOTOPOTO SBISETCS OCHOBAaHUEM JUIsl OCYIIECTBIICHHS
BBIOOPOYHOTO KOHTPOJIS:

a) MOJlyuYeHHE CBEACHUMU, NMPEACTABIIEMBIX B COCTaBe M 0OBbEME, YCTAaHOBIEHHBIX (herepanbHbIM
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OpPraHOM HCIOJHUTENIbHON BJIACTH, OCYIIECTBISIOMMM (YHKUIMU MO KOHTPOJIO U Haa30py B cdepe
3/IpaBOOXpaHEHUs, (heAepaTbHBIM OPraHOM HCHOJHHUTEIBHON BJIACTH, OCYIIECCTBIIAIONUM (YHKLIUHU IO
KOHTPOJIIO U HaA30py B cepe oOpalieHus JeKapCTBEHHBIX CPEJICTB AJIsl BETEPUHAPHOTO MPUMEHEHUS, O
CepusiX, MapTUSAX JIEKAPCTBEHHBIX CPEACTB, MOCTYMAIOUIMX B TpakJaHCKuil o6opor B Poccuiickoit
Qdenepanny, YyKa3aHHbIX B MYHKTe | HacTosAlled 4YacTH, OpraHU3aLMIMH, OCYLIECTBISIOIIUMHA
IIPOU3BOJICTBO JICKAPCTBEHHBIX cpeAcTB B Poccuiickoil denepanuu U BBO3 JIEKAPCTBEHHBIX CPEICTB B
Poccuiickyro denepanuto, 3a HCKIIOUCHUEM CEPUI WM MApTUI JIEKApCTBEHHBIX MPENapaToB, YKa3aHHBIX
B yacTtu 4 crarbu 52.1 n yactu 6 crateu 52.2 Hactosero denepanbHOro 3aKOHA;

(B pen. @enepanvuoro 3akoHa ot 30.01.2024 N 1-D3)

0) Mmoyiy4eHHe MOCTYIAIOIEH B MOPsIKe, YCTAHOBICHHOM cTaThell 64 Hactosimero denepanbHOTo
3aKoHa, HH(OpMaLKUU O MOOOYHBIX NEHUCTBUAX, HEXKENATEIbHBIX PEAKIUAX, CEPhE3HBIX HEXKeNaTeIbHbIX
peaxknusax, HEMPEABUICHHBIX HEKEIATENbHbBIX PEAKIUAX MIPU MPUMEHEHUH JIEKAPCTBEHHBIX MPENapaTos,
00 MHAVWBHUIYabHOM HENEepPEeHOCHUMOCTH, OTCYTCTBUU 3(PPEKTUBHOCTH JEKAPCTBEHHBIX IpErnaparoB, a
TakXke 00 MHBIX (PaKTax U 0OCTOATENBCTBAX, MPEACTABIAIONIUX YIPO3y JKU3HU MU 370POBBIO YeJIOBEKa
700 JKUBOTHOTO IPH NPUMEHEHHWH JIEKaPCTBEHHBIX IPENapaToB U BBIABIECHHBIX HA BCEX JTamax
oOpalleHus JIEKapCTBEHHBIX npenapaTtoB B Poccuiickoit denepanuu u Apyrux rocyaapcTBax;

B) MOJIydeHHE B COOTBETCTBHU ¢ DenepanbHbiM 3akoHOM OT 31 mrons 2020 roma N 248-d3 "O
roCy/1JapCTBEHHOM KOHTpoJIe (Haa30pe) M MyHMLIMIAIBbHOM KoHTposne B Poccuiickoini ®enepaunn”
CBEJICHMI O NMPUYMHEHUHU BpeAa WIM 00 yrpo3e NMPUYMHEHUS Bpela KU3HU, 3I0POBBIO TpakIaH WU
KUBOTHBIX.

Cratba 9.2. [locypmapCTBeHHbIM KOHTponb (Hag3op) 3a  peanusauveun
MCMONHUTENbHbLIMM oOpraHamu cy6bekTtoB Poccuinckon ®Peaepaumm mnOIHOMOYUM B
cdepe obpaLeHUs NekapCTBEeHHbIX CPeACTB ANA MeAULIMHCKOro NpuMeHeHus
(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

(BBenena denepanbHbM 3aKk0HOM OT 11.06.2021 N 170-D3)

1. TocymapcTBEeHHBIN KOHTPOJIH (HAA30p) 32 pean3alieil NCIIOTHUTEIBHBIMIA OpTaHaMH CyOBbEeKTOB
Poccuiickoit denepanyu MoIHOMOYHIA B cepe oOpalieHus JIeKapCTBEHHBIX CPEACTB ISl METUIIMTHCKOTO
MPUMEHEHHUS] OCYIIECTBIAETCS ynojJHOMOo4YeHHbIM [IpaButensctBoM Poccuiickoit denepaunu OpraHom
WCIIOTHUTEIBHOU BIIACTH.

(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

2. TlpeameToM TrocyJapCTBEHHOTO KOHTPOJS (Ham3opa) 3a peanu3aleil UCTOTHUTEIbHBIMU
opranamu cy0wekToB Poccuiickoit deneparuu moiaHoMouuidt B cdepe oOpaimieHusi JIeKapCTBEHHBIX
CpCACTB A MCOAUIIUHCKOT'O IPUMCHCHUSA ABJIACTCA CO6JIIOI[CHI/IC YHOOJIHOMOYCHHBIMU UCTIOJTHUTCIbHBIMHA
opranamu cyobekToB Poccuiickoit deaepannu METOIUKH YCTaHOBJICHUS TIPEACIIBHBIX pa3MEPOB OMTOBBIX
Ha/J0aBOK M TMPENENbHBIX pPa3MEpPOB PO3HUUYHBIX HAN0aBOK K (PAKTHYECKHM OTIYCKHBIM IICHAM,
YCTaHOBJICHHBIM MPOU3BOJUTENIAMU JIEKAPCTBEHHBIX IpEnapaTroB, Ha JIEKapCTBEHHbIE IIperaparsl,
BKJIFOYCHHBIC B IICPCUCHDL KU3HCHHO HGO6XO,Z[I/IMBIX Y BaXXHEUIIINX JICKApCTBCHHBIX MPCIIaApaTOB.

(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

3. Ilpm ocymiecTBIEHWH TOCYAapCTBEHHOTO  KOHTpoNs  (Haa3opa) 3a  peaiu3aluei
WCIIOTHUTEIPHBIMA OpraHaMu CcyObeKTOB Poccuiickoit deneparnuu moaHoMouuil B chepe oOparieHus
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JIEKapCTBEHHBIX CPEACTB I MEAULUHCKOIO IPUMEHEHUS IIPOBOJATCS CIEAYIOLINE BUbI MEPOIIPHUATHIA
(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

1) nOKyMeHTapHbIE TPOBEPKH;
2) BbI€3/IHBIE TPOBEPKH.

4. Opranuzanysi U OCYIIECTBIIEHWE TOCYJAapCTBEHHOTO KOHTpOJsS (Haa3opa) 3a peanm3anuei
UCTIOJHUTENBHBIMUA OpraHaMu cyO0bekToB Poccuiickoit deneparnuu nonmHomounii B cepe obparieHus
JIEKapCTBEHHBIX CPEJCTB JUII MEJUIMHCKOTO MIPUMEHEHHS perynupyrorcss OenepanbHbIM 3aKOHOM OT 21
nexabpst 2021 roga N 414-@3 "OO6 o0muX NpUHIMIIAX OPraHU3AMU IyOJUYHOM BJIACTH B CyOBEKTax
Poccuiickoit denepanun’.

(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

5. TlonoxkeHne O TOCYJAapCTBEHHOM KOHTpoJsie (Haa3o0pe) 3a peajau3anuedl MCHOJHUTEIbHBIMU
opranamu cyowsekToB Poccuiickoit @Denepanuu moiaHOMOYHMA B cdepe oOpalieHus: JIeKapCTBEHHBIX
CPEACTB Il METUIIMHCKOTO TpUMEHEHU yTBepkaaercs [IpaBurtensctBoMm Poccutickoit denepanuu.

(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

CraTtbsa 9.3. PermoHanbHbIW rocyAapCcTBEeHHbIA KOHTPONb (Haa30p) 3a NpUMEeHeHueM
LleH Ha NeKapCTBEeHHbIe Npenapartbl, BKIIIOYEeHHbIe B Nepe4yeHb XXU3HEeHHO HeO0OXOaAUMbIX
M BaXXHEeMLUUX NeKapCTBEHHbIX NpenapaToB

(BBenena denepanbHbM 3akoHOM OT 11.06.2021 N 170-D3)

1. PernonanbHbIi rocyiapcTBEHHBI KOHTPOJIb (Haa30p) 3a MPUMEHEHUEM LI€H Ha JIGKAPCTBEHHBIE
Ipenaparel, BKIIOYEHHBIE B II€pEUYEHb JKU3HEHHO HEOOXOIMMBIX M Ba)KHEHIIMX JIEKapCTBEHHBIX
IpernaparoB, OCYUIECTBISETCS WCIOMHUTEIBHBIM oOpraHoMm cyowsekta Poccuiickoit ®eneparuu,
YIIOJTHOMOYEHHBIM BBICIITUM HCIIOTHUTEIBHBIM OpraHoM cyobekTa Poccuiickoit denepanun.

(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

2. IlpeamMeToM PETHOHAIBHOTO TOCYJAPCTBEHHOTO KOHTpOJI (Haa30opa) 3a MPUMEHEHHEM IIeH Ha
JICKApCTBCHHBIC MIpCHapaTbl, BKIIOYCHHBLIC B TICPCUCHL JKU3HCHHO H€O6XO,Z[I/IMBIX A BaXHEHUIIIHNX
JICKApCTBEHHBIX  MPEMapaTtoB, SBISIETCS  COOJIOACHWE  OpPraHW3AlUSIMH  ONTOBOH  TOPTOBIIA
JICKAPpCTBCHHBIMU CPCACTBAMH, AlITCHHBIMHU OPraHU3alluAIMHU, WHAUBUAYAJIbHBIMU MPCANIPUHUMATCIIAMU,
UMCIOIIMMHU  JIMICH3UIO Ha (apMaIeBTHYECKYIO JESTEIbHOCTh, MEIWUIIUHCKUMH OpTaHU3aIHSIMH,
HUMCHOIIVMU JIULCH3UIO HA (bapMaI_[eBTI/I‘-IeCKyIO ACATCIIbHOCTDh, U UX OGOCOGHGHHBIMI/I noapa3aAciICHUAMM,
PacIIOIOKEHHBIMHU B CEIIbCKUX HACEIICHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT allTeUHbIC OpPraHU3allHH,
IpU pealn3alru JIGKApCTBEHHBIX IMPENapaToB TPeOOBAHUN K NMPUMEHEHUIO IIEH, YPOBEHb KOTOPBIX HE
JOJDKEH TPEBBINIATE CyMMY (AKTHYECKOW OTITyCKHOW IICHBI, YCTAHOBJICHHOH IPOWU3BOJUTEIIEM
JICKApCTBCHHBIX MPCHIapaToOB, U KOTOPLIC HC MPCBBIIMIAIOT 3aPCTUCTPUPOBAHHBIX IMMPCACIBHBIX OTITYCKHBIX
IIEH, U pPa3MEPOB OINTOBBIX HaJA0aBOK W (WJIM) pa3MEPOB PO3HHYHBIX HAA0ABOK, HE MPEBBIIIAOITNX
COOTBETCTBEHHO Pa3MEpPOB MPECIbHBIX ONTOBBIX HAJA0aBOK U (WUJIM) Pa3MepOB MPEAEIbHBIX POSHUYHBIX
HaJ0aBOK, YCTAHOBIICHHBIX B cyOBbekTe Poccuiickoit deneparumu.

(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 323-03)

3. Opranuzanusi ¥ OCYIIECTBICHHE PErHOHAIBLHOTO TOCYJAapCTBEHHOTO KOHTpPOJS (Haa3opa) 3a
MIPUMEHEHHUEM IICH Ha JICKAPCTBEHHBIC MPENapaThl, BKIIOYCHHBIC B TIEPEYCHb KU3HEHHO HEOOXOAUMBIX H
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?;eei'leﬁ”;gbivz' 32%'(22}”) ot 12.04.2010 N 61-03 JloKyMeHT npeAocTaBnieH KoHcynbTaHTItoc

"06 obpalleHMn NeKapCTBEHHbIX CpeacTB” Hata coxpatenms: 24.01.2025

BOKHEHIINX JIEKAPCTBEHHBIX MPENAPATOB, peryaupyrorcs @eaepanbHbiM 3akoHoM oT 31 urons 2020 roaa
N 248-®3 "O rocynapcTBEHHOM KOHTpoJie (HaA30pe) M MYyHHUIMIAIBHOM KOHTposie B Poccuiickoit
Oenepanun".

4. IlonoxeHnue O PErnOHAILHOM TOCYIapCTBEHHOM KOHTpoOJie (Haa30pe) 3a MPUMEHEHHEM IIEH Ha
JIEKapCTBEHHbIE IIPENaparhbl, BKJIIOYEHHBbIE B IEPEYEHb >KU3HEHHO HEOOXOAMMBIX U BaKHEHIINX
JICKapCTBEHHBIX MpPEnapaToB, YTBEPKAACTCS BBICHIIMM HCIIOJIHUTEIBLHBIM OpraHoM cyObekTa Poccuiickoii
denepanuu.

(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

Cratba 9.4. ®depepanbHbil rocyfapCTBEHHbIN  JIMLEH3UOHHbIA  KOHTPOJb
AEeATeNbHOCTU NO NPOU3BOACTBY JIeKapCTBEHHbIX CPeaAcTB

(BBenena denepanbHbM 3aKk0HOM OT 11.06.2021 N 170-D3)

1. denepanbHbIl TOCYJAPCTBEHHBIN JIMIIEH3MOHHBIA KOHTPOJb JEATEIIBHOCTH MO MPOU3BOJICTBY
JICKApCTBCHHBIX CPCACTB OCYIICCTBIISICTCSA q)eI[epaJIBHBIMI/I OopraHaMu HUCIOJIHUTEILHOU BJIaCTu,
ynoiaHoModeHHbIMU [IpaButensctBoM Poccuiickoit denepanum.

2. @enepalbHbI TOCYJAPCTBEHHBIN JUIIEH3UOHHBIA KOHTPOJIb AESITEIBHOCTH IO IMPOU3BOJCTBY
JIEKaPCTBEHHBIX CPENICTB OCYIIECTBIAECTCS B COOTBETCTBUU ¢ DenepaibHbIM 3akoHOM OT 4 mast 2011 roga
N 99-®3 "O nuueH3upoBaHUM OTAEIBHBIX BUJIOB AeATENBHOCTH" U PenepanbHbIM 3aKOHOM OT 31 nrons
2020 roma N 248-®3 "O rocymapCcTBEHHOM KOHTpoJie (HAa30pe) M MYHHUIMITAIIBHOM KOHTPOJIE B
Poccuiickoit ®enepanuu". B pamkax ¢emaepasbHOrO TOCYAapCTBEHHOTO JUIICH3MOHHOTO KOHTPOJIS
NESTeIbHOCTH 0 TPOU3BOJICTBY JIEKAPCTBEHHBIX CPEJICTB IUIAHOBbIE KOHTPOJIbHBIE (HAI30pHBIE)
MEpONPUSITUS HE MPOBOAATCS, MPU 3TOM MPOBOJUTCS NEPUOJUYECKOE MOJITBEPKIACHUE COOTBETCTBUS
JUIIEH3UATOB JIUIIEH3MOHHBIM TPEeOOBAaHUSAM B COOTBETCTBUU ¢ DeepanbHbIM 3akoHOM OT 4 Mas 2011
rojga N 99-03 "O nuneH3upoBaHUH OTACIbHBIX BUIOB JACSITEIBHOCTH" .

Mnasa 5. PASPABOTKA, JOKITMHUYECKUE UCCNEQOBAHUA
NNEKAPCTBEHHbIX CPEACTB, A TAKXE KITMHUWYECKUE UCCJIEAOBAHUA
NEKAPCTBEHHbIX NMPENAPATOB AnA BETEPUHAPHOIO NPUMEHEHUA

Cratbs 10. Pa3zpaboTka nekapCTBEeHHbIX CpeacTB

1. Pa3paboTka JEKapCTBEHHBIX CpEACTB BKIIOYAEeT B Ce0S MOMCK HOBBIX (hapMaKOJIOTHUYECKU
aKTHBHBIX BEIIECTB, TIOCIEAyIollee M3Y4YeHHE UX JICKApPCTBEHHBIX CBOMCTB, JOKIMHUYECKHE
UCCIIEIOBaHMs, Pa3pabdOTKy TEXHOJOTUH MPOU3BOACTBA (hapMaleBTHUECKUX CyOcTaHIMH, pa3paboTKy
COCTaBOB U TEXHOJIOTHI IIPON3BO/ICTBA JIEKAPCTBECHHBIX MPEIApaTOB.

2. ®uHaHCOBOE o0ecTeueHne pa3padOTKH JIEKAPCTBEHHBIX CPEICTB OCYIIECTBIIICTCS 32 CUET:
1) cpenctB deaeparbHOTO OIOKETA;
2) cpencTB pa3pabOTUYUKOB JICKAPCTBEHHBIX CPEJICTB;

3) CpeACTB IIPOU3BOAUTENEH JIeKapCTBEHHBIX CpeACTB npu BBINOJIHEHUH
HAYYHO-HMCCIIE0BATENBCKUX PA0OT MO JOTOBOPY MEXAY pPa3pabOTUYMKOM JIEKapCTBEHHBIX CPENCTB U
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MIPOU3BOJUTENIEM JIEKAPCTBEHHBIX CPEJNICTB;
4) UHBIX HE 3alpelIeHHBIX 3aKOHOJaTeNLCTBOM Poccuiickoit deaepannv HICTOYHUKOB.

3. IlpaBa pa3zpaboTurKa JEKapCTBEHHOI'O CPEJICTBA OXPAHSIIOTCS IPaskJaHCKUM 3aKOHOAATEIbCTBOM.

Cratba 11. [JOKNUHMYECKOEe wucCcreAoBaHME JeKapCTBEHHOro cpeacTtBa Ans
MeAULMHCKOro NpuMeHeHus

1. JIoKJIMHMYECKOE HCCIEeNOBaHUE JIEKAPCTBEHHOI'O CPENICTBA Ui METUIIMHCKOTO MPUMEHEHHS
NPOBOAMTCS MyTEM HNPUMEHEHHS HAayYHBIX METOJOB OLEHOK B MENAX MOJTYYEHHs JOKa3aTelbCTB
0e30macHOCTH, KauecTBa 1 3((HEKTUBHOCTH JIEKAPCTBEHHOT'O CPE/ICTBA.

2. JIOKIMHUYECKOE HCCIeAOBaHUE JIEKAPCTBEHHOTO CPENCTBA JJS MEIUIUHCKOTO NPUMEHEHHS
MPOBOAMTCS B COOTBETCTBUU C MpaBUJIaMH HaJIekamield 1ab0paTOpHON MPaKTUKH, yTBEPKICHHBIMHU
EBpasuiickoii 5JKOHOMUYECKOW KOMUCCHEH.

(B pen. @enepanbHbiX 3aKOHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N 1-D3)

3. Jlns opraHu3anuy ¥ NPOBEJCHUS TOKINHUYECKOTO MCCIEeI0OBAHNS JIEKapCTBEHHOIO CPEACTBA IS
MEIULMHCKOTO TMPUMEHEHHUs] pa3pabOTYMKU JIEKAPCTBEHHBIX CPEACTB BIPaBE IPUBJICKATh HAayudHBIC
opraHu3aiyu, oOpa3oBaTelIbHbIe OPraHU3alMK BBICILIEI0 00pa30BaHMs U MHBIE OPraHU3aIMK, UMEIOIINe
HEOOXOJMMYIO  MaTepHUaJbHO-TEXHMUYECKYI0O 0azy M  KBAIM(UIMPOBAHHBIX  CHEIMATUCTOB B
COOTBETCTBYIOLIEH 00acTH HCCIEI0BAHHUS.

(uactsb 3 B pen. enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

4. JIOKIMHUYECKOE HCCIEAOBAaHUE JIEKAPCTBEHHOTO CPEACTBA Il MEIUIMHCKOTO MPUMEHEHUS
MPOBOAMUTCS MO YTBEPKIACHHOMY pa3pabOTYMKOM JIEKQPCTBEHHOTO CpEICTBAa IUIAHY C BEICHUEM
MPOTOKOJIA 3TOTO0 HCCIEIOBAHUS M COCTABJICHUEM OTYETa, B KOTOPOM COJIEPKATCA PE3YJbTAThl 3TOTO
UCCIEAOBAaHUS M  3aKIIOYEHHE O BO3MOXKHOCTH MPOBEACHUS  KIMHUYECKOIO  HUCCIIEIOBAHMS
JIEKapCTBEHHOTO Tpernapara Jjisi MeIUIIMHCKOTO TPUMEHEHUS.

5. [IpoBenenue mpoBEepOK COONIOACHMS PABUI Ha/JIEXKAIEH 1a00paTOPHOI MPAKTHKHU U TTPABOBBIX
HOPM HCIOJIb30BaHUSI KUBOTHBIX IPU TPOBEACHHUM JOKIMHUYECKHX HCCIEAOBAHUN JICKApCTBEHHBIX
CPEICTB JJisi MEIUIIMHCKOTO MPUMEHEHHS OCYIIECTBIISICTCS YIOJTHOMOUYEHHBIM (pelepalbHBIM OpPraHOM
HCIIOHUTENLHON BIACTH.

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

6. Pe3ynbTaThl JOKIMHHUYECKOTO HCCIIEIOBAHUS JIEKAPCTBEHHOTO CPEJCTBA JUI MEAUIIMHCKOTO
NPUMEHEHHUST MOTYT OBITh MpPEACTABICHBI B YMOJHOMOUYEHHBIN (hefepalibHblii OpraH HCIOJHUTETbHON
BJIACTH B YCTaHOBJICHHOM TOPSAJKE B IENSAX PETUCTPALH JIEKAPCTBEHHOTO IpernapaTa.

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

Cratba 12. [JoKNMHUYECKOE MUCCrefoBaHME NEKapCTBEHHOro cpeacrtesa M
KIIMHNYeCKOe uUccrefoBaHMe JeKapCTBEHHOro npenaparta Ansa  BeTepuHapHOro
npUMeHeHuns

1. JIOKIMHMYECKOE HCCIIEJOBAHUE JIEKAPCTBEHHOTO CPEACTBA AJI BETEPUHAPHOIO IMPUMEHEHMUS
IPOBOJUTCS IIyT€M INPUMEHEHUS HAYyYHBIX METOJOB OLCHOK B IENIX IOJIY4YEHHs J0Ka3aTesIbCTB
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0e3omacHOCTH, KauecTBa u 3()(PEKTUBHOCTH JICKAPCTBEHHOTO CPECTBA, B TOM YHCJIC ONPEICIICHUS CPOKa
€ro BBIBEJICHUS M3 OpPTaHM3Ma KUBOTHOTO, B IIEJsX oOecredeHusl 0€30MacHOCTH MPOAYKIUU KHBOTHOTO
MIPOUCXOXKACHUS TIOCIIe IPUMEHEHHSI COOTBETCTBYIOIIETO JICKAPCTBEHHOTO TIpernapara.

2. JIOKJIMHUYECKOE HCCIIeJOBAaHUE JIEKAPCTBEHHOTO CPEJICTBA M KIMHUYECKOE HCCIeAOBaHUE
JIEKapCTBEHHOI'0 Ipemnapara [Uisi BETEpPUHAPHOTO NPUMEHEHUs, HCCleJoBaHHe OMOIKBUBAJIEHTHOCTHU
YKa3aHHOT'O JIEKAPCTBEHHOTO Mpemnapara MpOBOJSTCS B COOTBETCTBUHU C NPABUIAMH, YTBEPKIECHHBIMU
YIOJHOMOYEHHBIM (eiepabHbIM OPTaHOM HCIIOTHUTEIbHOM BIIACTH.

3. JloxnuHUYecKoe HcCCleoBaHUE JIEKAPCTBEHHOIO CPEJCTBA M KIMHUYECKOE HCCIeAOBaHUE
JIEKapCTBEHHOI'0 TMIpernapara [Uisi BETEPUHAPHOTO TMPUMEHEHHUS MPOBOJAATCA IO YTBEPKICHHOMY
pa3paboTYUKOM JIEKAPCTBEHHOTO CPEJCTBA IUIAHY C BEICHHEM IPOTOKOJIOB 3THX HCCIEAOBAHUN U
COCTaBJICHHEM OTYETOB, B KOTOPBIX CO/AEPIKATCS PE3YJIbTAThl ITUX UCCIIETOBAHUIA.

4. Jlns opraHu3aliiy U NPOBEJCHUS JOKIMHUYECKOTO HUCCIEIOBaHUs JIEKAPCTBEHHOTO CPEACTBA U
KJIIMHUYECKOTO MCCIIEeI0OBAaHUS JIEKAPCTBEHHOTO Mpernapara /sl BETepUHapHOTo MPUMEHEHHsI pa3paboTunK
JEKapCTBEHHOTO  CPEICTBA  MOXET  MPUBJICKATh  OpPraHM3AlHMH, UMEIONIHE  HEOOXOIUMYIO
MaTepUaIbHO-TEXHUUYECKYI0 0a3y M KBaTU(PHUIMPOBAHHBIX CHEIMAINCTOB B COOTBETCTBYIOLIECH 00IacTH
HCCIe0BaHUsI.

5. Knunuueckue wucciaenoBaHUsl JIEKAPCTBEHHBIX IPENapaToB MJs BETEPUHAPHOTO MPUMEHEHUS
MPOBOJAATCS B BETEPUHAPHBIX OpPraHM3alUsAX W B OpraHu3alusaX, OCYLIECTBISIONIMX pa3BEeICHHUE,
BBIpAlIMBAaHUE U CO/IEP)KAHHUE KUBOTHBIX, B LEJISIX:

1) ycraHOBIIEHHS IEPEHOCUMOCTH JIEKAPCTBEHHBIX MIPENAPATOB 30POBBIMU KUBOTHBIMH;

2) moxbopa ONTUMAJIBHBIX JO3MPOBOK JIEKAPCTBEHHBIX IIPEMapaToB M Kypca JIedeHHs] Ha
KOHKPETHOU TPYTIe )KUBOTHBIX C OMPEAeICHHBIM 3a00JIeBaHNEM;

3) ycTaHoBiIeHUs 6€30MacHOCTH U 3(h(PEKTUBHOCTH JIEKAPCTBEHHOTO MperapaTa, IpeIHa3HauYeHHOTO
IUIsL JIEYEHUS! ONpPEACTICHHbBIX 3a00JIeBaHUI KUBOTHBIX, MM 3()(HEKTUBHOCTH JICKAPCTBEHHOTO Iperapara
IUTSL PO MIIAKTUKY 3a00JIEBaHHUH 3I0POBBIX KHUBOTHBIX;

4) wn3ydyeHHs BO3MOYKHOCTEH pACLIIMPEHHs IOKa3aHWH K IPUMEHEHHIO 3aperMCTPUPOBAHHOIO
JIEKapCTBEHHOT'O IIperapaTa U BbISIBICHUS paHee HEU3BECTHBIX MOOOYHBIX JIEHCTBUH.

6. KimHudeckoe uccieoBaHME JIEKAPCTBEHHOI'O IIpernapaTa sl BETEPUHAPHOIO IPUMEHEHHUS
OCYILECTBIISIETCS 33 CUET CPEACTB Pa3pabOTUMKa JIEKAPCTBEHHOI'O CPEJCTBA.

7. Otdersl O pe3yabTaTax JOKIMHMYECKOTO MCCIEIOBAHUS JIEKAPCTBEHHOIO CpEACTBA U
KJIMHUYECKOTO  HUCCIIEOBaHMs JIEKQpCTBEHHOIO Ipemapara JJisi  BETEPUHAPHOIO  IPUMEHEHUs
COCTABIISIIOTCS  Pa3pabOTUYMKOM JIEKAPCTBEHHOTO CPEACTBA C YYETOM 3aKIIOUEHHH OpraHu3auui,
IIPUHUMABIINX Y4acCTHE B OPraHU3alUK U IPOBEICHUH ITUX HCCIEIOBAHUH.

8. KOHTpO.HB 3a MOPOBCACHUCM JOKIIMHUYCCKUX I/ICCJIG,Z[OBaHI/Iﬁ JICKApCTBCHHBIX CPCACTB U
KIIMHUYCCKUX I/ICCJ'ICIIOBaHI/Iﬁ JICKAPCTBCHHBIX  IIp€apaToB  Ajid  BETCPUHAPHOI'O  IMPUMCHCHUA
OCYHICCTBIIACTCA YIIOJTHOMOYCHHBIM q)e;[epaanHM OopraHomM HUCIIOJIHUTEILHOMN BIACTH.

www.consultant.ru Crpanuua 31 mn3 163
HafeXXHasa npaBoBas noaaepixka



®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.12.2024)
"06 obpalleHMn NeKapCTBEHHbIX CpeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHenus: 24.01.2025

nasa 6. OCYLLECTBNEHUE NOCYOAPCTBEHHOW PETMCTPALMN,
PETMCTPALUUUN NEKAPCTBEHHbIX NMPEMNAPATOB
(B pen. ®enepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

Koncynprantllntoc: npumedanue.

[To 3agBnenusam, mnomanHbiM a0 01.01.2021, nexapcTBeHHbIE mNpenaparbl IS MEIUIMHCKOTO
MIPUMEHEHHS PETUCTPUPYIOTCS B COOTBETCTBHH C TpeOoBaHUsAMH, AeiicTBoBaBimMuU 10 30.01.2024. O
MpUBEAECHUU B COOTBETCTBUE ¢ akTamMu EADC Takux W paHee 3aperuCTPUPOBAHHBIX MPEMApATOB CM.
®3 ot 30.01.2024 N 1-®3.

Cratba 13. [locypapcTtBeHHass perucrpauus, perucTpauus JneKapCTBEHHbIX
npenaparoB
(B pen. @enepansHoro 3akoHa ot 30.01.2024 N 1-D3)

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

1. B Poccuiickoit ®enepaunu OMyCKalOTCS MPOU3BOACTBO, XpPaHEHHUE, IMEPEBO3Ka, BBO3 B
Poccuiickyro @enepanuto, BeiB0o3 U3 Poccuiickon denepanuu, pekiama, OTIIYCK, pealdsanus, nepeaaya,
IPUMEHEHHE JIEKapCTBEHHBIX IIPENaparoB, €CIM OHM  3aperuCTPUPOBAHbl  YIOJIHOMOYEHHBIM
(benepaabHBIM OPraHOM HCIIOJIHUTEILHON BIIACTU B COOTBETCTBHH C HAacTOSAIMM DeepalbHbIM 3aKOHOM
1100 B COOTBETCTBUU C aKTaMH, COCTaBIISIIOIMMU npaBo Coro3a.

(B pen. @enepanbHbix 3aKk0HOB 0T 13.07.2015 N 241-®3, ot 30.01.2024 N 1-D3)

2. 'ocygapCTBEHHOM perucTpaivy MoAJIexKar:

1) Bce nmexapcTBEHHBIC Ipemaparbl, BIEpBbIE MOJUIeXkallue BBOAY B oOpamieHue B Poccuiickoii
denepanuu;

2) IneKapCTBEHHBIE IIpenaparbl, 3aperMCTPUPOBAHHBIE paHEE, HO IPOU3BEIACHHBIE B JAPYTUX
JIEKapCTBEHHBIX (POpMax B COOTBETCTBHM C MEPEYHEM HAMMEHOBAHHM JIEKapCTBEHHBIX (OpM, B HOBOM
J03UPOBKE IMPH JI0KA3aTENbCTBE €€ KIMHUYECKONW 3HAUUMOCTH U 3 (HEKTUBHOCTH;

3) HOBBIE KOMOMHALIMY 3aPETUCTPUPOBAHHBIX paHee JIEKaPCTBEHHBIX MPENnapaToB.

3. I'ocynapcTBeHHasi perucTpanus JEKapCTBEHHBIX MPENapaToOB OCYLIECTBISAETCS MO pe3yibTaTaM
HKCHEPTHU3bI JIEKAPCTBEHHBIX CPE/ICTB.
(uactsb 3 B pen. enepanpHoro 3akona ot 30.01.2024 N 1-D3)

4. 'ocynapCTBEHHAs perucTpanus JeKapCTBEHHOIO MpernapaTa OCyIeCTBISAETCS COOTBETCTBYOIUM
YIOJIHOMOYEHHBIM (peiepabHBIM OPraHOM HCIOJHHUTEIbHOH BJIAcTH B CPOK, HE IMPEBBIAIONINNA CTa
HIeCTUECATH pabouynx JAHEW €O JHS TPUHATUS 3asiBIEHUS O TOCYJApCTBEHHOM peructparuu
JIEKapCTBEHHOI'O IIpenapaTa sl MEAUIIMHCKOIO IPUMEHEHHUS], U B CPOK, HE IIPEBBILIAIOIINN CTa ABAALATH
pabounx [HEH cO JAHS TPUHATUS 3asABICHUS O TOCYAApCTBEHHOM pErucTpanuu JEeKapCTBEHHOIO
npernapara Juis BEeTepHHAPHOTO MPUMEHEHUs. B yKa3aHHBIM CpOK BKIIIOYAETCs BpeMsi, HEOOX0AUMOE st
MOBTOPHOTO TPOBEJIEHUSI SKCHEPTU3bl JIEKAPCTBEHHOTO CPEJCTBA B COOTBETCTBHM CO cTaThel 25
Hactosauero denepanpHoro 3akoHa. CpoK rocyAapCcTBEHHOW PETMCTpaLlUU JIEKAPCTBEHHOTO Ipernapara
UCYMCISETCS CO [JHS MPHUHATUS COOTBETCTBYIOLIUM YIOJTHOMOYEHHBIM (erepabHbIM OpraHom
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UCTIOJHUTEJIBHOM  BJACTH  COOTBETCTBYIOLIETO  3asBJICHHA O TOCYIJAPCTBEHHOM  perucrpanuu
JICKQpCTBEHHOTO Mpernapara ¢ MPHJIOKEHHEM HEOOXOJUMBIX JIOKYMEHTOB TIO JIeHb BbIJAud
PErUCTPAIIMIOHHOIO yI0CTOBEPEHMS JIEKAPCTBEHHOI 0 Ipenapata. Bpems, Heo0xoauMoe JUisl HallpaBIeHUs
YIOJIHOMOYEHHBIM (pefiepallbHbIM OpPraHOM HCIIOJIHUTENBHOW BIACTH 3ampoca O MpeICTaBICHUH
HEOOXOMMBIX MaTepHallOB U MPEICTABICHUS 3asBUTENIEM OTBETA HA JaHHBIM 3allpOC B COOTBETCTBUU CO
cratbsiMu 16, 19 n 23 nHacrosmero denepanbHOro 3aKOHa, HE YUHUTBHIBAETCA NPU HCUMCIEHUU CPOKa
rOCyJapCTBEHHOM perucTpaiuy JeKapCTBEHHOTO Npenapara.

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

5. T'ocynapcTBEHHOW perucTpanuy He MOAJIekKAT:

Koncynprantllntoc: npumedanue.
C 01.03.2025 B 1. 1 4. 5 ct. 13 BHOCATCS M3meHeHus (D3 ot 30.12.2021 N 463-03). Cm. Oynyrryro
pelaKuuio.

1) nexapcTBeHHbIE Npenaparbl, W3rOTOBJICHHbIE AaNTEYHBIMU OPraHU3alUSIMU, BETEPUHAPHBIMU
anTEeYHbIMU OpPraHU3ALMIMHU, UHIMBUIYATbHBIMH TPEANPUHUMATENSIMHA, KOTOPbIE UMEIOT JIMIIEH3UIO Ha
(bapMaleBTUUECKYI0 MAESITENbHOCTh, IO peleNnTaM Ha JIEKapCTBEHHBbIE MpernapaTbl U TpeOOBaHUIM
MEIULIMHCKUX OpTaHU3alui, BETEpPUHAPHBIX OpraHU3alINiA;

2) NeKapCTBEHHBIE MperapaThl, TPHOOpPETeHHBIC (DU3NIYSCKUMHU JTUIAMU 3a mpeaernamMu Poccuiickoi
(Dez[epaupm U IpCAHA3HAYCHHBIC JJI1 JIMYHOT'O UCITIO0JIb30BAHUS,

3) nmekapcTBEHHBIC TIpemapaThl, BBO3UMbIE B Poccuiickyto denepanuro 1isi OKa3aHUS MEIUITMHCKON
IMOMOIIM IO XKU3HCHHBIM IMOKAa3aHHWAM KOHKPCTHOI'O MalMCHTA Ha OCHOBAHUHW PA3PCIICHHA, BBIJAHHOI'O
YIOJHOMOYEHHBIM (eiepaibHbIM OPraHOM HCTIOJIHUTENbHOM BIIACTH;

4) nexkapcTBEHHBbIE CpEICTBa, BBO3MMbIE B Poccuiickyro denepaiio Ha OCHOBaHMM BbIIAHHOTO
YIOJIHOMOYEHHBIM (eiepalibHbIM OPraHOM HCHOJIHMUTEIbHON BIACTH pa3pelleHUs M NpeJHAa3HAYCHHbIE
IUIE TIPOBEICHUS KIMHUYECKUX MCCIEIOBAaHUN JIEKAPCTBEHHBIX NpenapaToB W (WJIM) MPOBEICHUS
DKCIIEPTU3Bl  JICKAPCTBEHHBIX  CPEACTB  JUIsl  OCYILECTBICHHMS TOCYJAapCTBEHHOM  perucrpanuu
JIEKAPCTBEHHBIX IIPENApaToB;

5) dbapmanieBTHUECKHE CyOCTaHIINM,

6) paanodapMalleBTUYECKUE JIEKApCTBEHHBIC IMpernapaThl, M3TOTOBJICHHBIC HEMOCPEACTBEHHO B
MEIULUHCKUX OpPraHu3alMsIX B IOPsJKE, YCTAHOBJICHHOM YIOJIHOMOYEHHBIM (eAepalbHbIM OpPraHoM
UCIIOJTHUTEJIbHON BJIACTH;

7) nekapCTBEHHBIE MpenapaThl, IPOU3BOJUMBIE ISl HIKCIIOPTA;

8) OMOTEXHOJIOTUYECKHE JIEKAPCTBEHHBIE INpenapaThl, NpEeJHAa3HAYCHHbIC Ui IPUMEHEHUS B
COOTBETCTBUHM C WHIUBUAYaJIbHBIM MEIUIIMHCKUM Ha3HAUYEHUEM WU CIEHUAIbHO H3TOTOBJIECHHBIC IS
KOHKPETHOT'0 MallMeHTa HEMOCPEICTBEHHO B MEAUIIMHCKOW OPraHU3allii, B KOTOPOU MIPUMEHSETCSl TaKOU
OMOTEXHOJIOTMUECKUN JIEKapCTBEHHBIH IpernapaT, HUMEIOIIMe B CBOEM COCTaB€ COCAMHEHMS,
CHUHTC3UPOBAHHBIC MO PC3yJIbTATaM I'CHCTUUCCKUX HCCH@I[OBaHI/Iﬁ Matcpualia, HOJIy4YCHHOI0 OT malnucCHTa,
JUIsL KOTOPOTO M3TOTOBJIEH TaKOW OMOTEXHOJIOTHYECKUH JICKapCTBEHHBINM mpemapar. llepedeHb
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MEAUIMHCKUX OpPraHM3alui, UMEIOIUX IPABO U3TOTaBIMBATh U MPUMEHSTh TaKue OMOTEXHOJOTHYECKHE
JIEKapCTBEHHBIE Ipernaparsl, yreepxkaaercs [IpasurenscrBom Pocculickonn denepanuu. Paspemenne Ha
MPUMEHEHHE TaKuX OMOTEXHOJIOTMYECKHX JIEKAPCTBEHHBIX IPENapaToB BbIAAECTCA YIMOIHOMOYEHHBIM
(benepanbHBIM OpraHOM HCHOJHHUTEIBHON BIacTH B MOpsAKe, ycTaHaBiuBaemoM [IpaBUTenbCTBOM
Poccuiickoit  ®Depepanuu. I[lopsmok oOpameHuss TakuX OHMOTEXHOJIOTHYECKUX  JICKAPCTBEHHBIX
IIPENnapaToB, BKIOYAs MOPSIOK UX U3FOTOBJIECHUS, TPOBEIEHUS IKCIIEPTU3BI, OCYLIECTBIEHUS KOHTPOJIS
KayecTBa TaKWX OHOTEXHOJOTMYECKHX JIeKapCTBEHHBIX IpenapaTroB, IPUMEHEHHUs, XpaHEHUs,
TPAHCHOPTHPOBKH W YTHJIM3AIUHM TaKUX OMOTEXHOJIOTMYECKHX JIEKAPCTBEHHBIX MPENapaToB, a TaKXke
TpeOOBaHUS K TakUM OHOTEXHOJOTMYECKHUM JIEKAPCTBEHHBIM MpenaparaM M MEIUIUHCKUM
OpraHu3alusaM, WX M3rOTABIMBAIOIIMM M NPUMEHSIONMIUM, YyCTaHaBiuBaioTcs [IpaBuUTEnbCTBOM
Poccuiickoit @enepanuu.

(n. 8 BBennen PenepanbHbiM 3aKk0HOM OT 30.01.2024 N 1-D3)

5.1. 3asgBieHue O pErucTpalvy BOCIPOU3BEICHHOTO JIEKAPCTBEHHOTO IMpenapara st
MEAWIIMHCKOTO TPUMEHEHUS MOXET OBITh TO0JaHO B YIOJHOMOYCHHBIH (enepalbHbIil Opra
WCIIOJIHUTEIBHOM  BIACTH, OCYIIECTBISIOUIMI TOCYNapCTBEHHYIO PErHCTPAlUIO  JIEKAPCTBEHHBIX
MpenaparoB, MO UCTEYEHUU YETBIPEX JIET C JaThl TOCYJapCTBEHHOM PErucTpaluu WIH PErUCTPALU
pedepeHTHOTO JIEKapCTBEHHOTO TIpenapara Jijisi MEAUIIMHCKOTo MpuMeHeHust B Poccuiickoit denepanun.
(uactsb 5.1 BBenena @enepanbHbiM 3akoHOM 0T 30.01.2024 N 1-D3)

5.2. 3asBlIeHHE O perUcCTpanuu OmoaHaIOroBoro (OMOMOIOOHOT0) JEKAPCTBEHHOIO IMpernapara
(6buoanarnora) Il MEIUITMHCKOTO MPUMEHEHUSI MOXKET OBITh MOJIaHO B YIIOJTHOMOYEHHBIN (pemepanbHbIii
OpraH HCIIOJIHUTENbHON BIIACTH, OCYIIECTBISIOLUIUN TOCYJAapCTBEHHYIO PETUCTPALMIO JIEKAPCTBEHHBIX
MpermapaToB A MEAWIIMHCKOTO MPUMEHEHHS, 1O HCTEYCHMH TpeX JEeT C JAaThl TOCYJapCTBEHHOM
PErUCTpallK WK PETUCTpaIiu pedepeHTHOTO JIEKapCTBEHHOTO Ipenapara B Poccuiickoit deneparumu.
(uactsb 5.2 BBeneHa PenepanbHbIM 3akoHOM 0T 30.01.2024 N 1-D3)

5.3. He pnomyckaercss WCIIONIB30BAaHHE B KOMMEPUYECKHX INEIIX HMHPOPMAIMM O Pe3yJbTaTax
JOKIIMHNYCCKUX I/ICCJIC,Z[OBaHI/Iﬁ JICKApPCTBCHHBIX CPCACTB U KIIMHUYCCKUX I/ICCJIC,Z[OBaHI/Iﬁ JICKApCTBCHHBIX
MpernapaToB s MEAUIMHCKOTO MPUMEHEHUs, MPEJICTaBICHHON 3asBUTENEM I TOCyIdapCTBEHHOM
pPETUCTpALK WM PETUCTPALUU JIEKAPCTBEHHOTO IMpernapara, 03 ero coriacus B TEYCHHE MIECTH JIET C
JaThl TOCYAApCTBEHHOW pErucTpanuy WIH perucTpanui peepeHTHOro JIeKapCTBEHHOrO Mpenapara B
Poccutickoit denepanuu.

(dactp 5.3 BBeaeHa denepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

6. He nomyckaercs rocy1apcTBEHHasl pErUCTpaLys:

1) 7nexapcTBEHHBIX IMpenapaToB, OTIMYAIOUIUXCA JPYr OT Jpyra KauyeCTBEHHBIM COCTaBOM
JENCTBYIOLIMX BEUIECTB, O/l OAMHAKOBBIM TOPrOBBIM HAUMEHOBAHUEM;

2) OIHOTO JIEKApPCTBEHHOTO Mpernapara, MPEeICTaBICHHOI0 Ha TOCYIApCTBEHHYIO PETHCTPAIHIO B
OTHOIICHHUU OJHOI'0 MW TOro 3KC [JCpKATCIA WU BJAaACIbllda PCTUCTPALUOHHOIO YAOCTOBCPCHUA
JICKApCTBEHHOTO Tpernapara B BUAC JBYX H 0ojiee JICKapCTBEHHBIX NpPENapaToB IMMOJ pPa3TUYHBIMUA
TOProBbIMU HAMMCHOBAHUSIMU.

(m. 2 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7. Ilo 3ampocy B DJeKTpPOHHOH ¢opMme cyObekTa OOpalleHusi JIEKapCTBEHHBIX CpEICTB
COOTBETCTBYIOIIMM  YIIOJHOMOYEHHBIM  (emepaidbHBIM  OpPraHOM  HCIIOJHHMTENBHON  BIIACTH,
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OCYILIECTBIISIONIMM T'OCYJApPCTBEHHYIO PETUCTPALUIO JIEKAPCTBEHHBIX MPENapaToB, B YCTAHOBIEHHOM UM
MOPSAJIKE OCYIIECTBIISIETC HAy4YHOE KOHCYJIBTHPOBAHHME II0 BOIPOCAM, CBSI3aHHBIM C IPOBEIECHUEM
JOKJIMHUYECKUX UCCIIET0BaHUM, KIMHUYECKHX HCCIIEeI0OBAaHUN JIEKAPCTBEHHBIX IPENnapaToB, SKCIEPTU3bI
KayecTBa JIGKAPCTBEHHBIX CPEACTB, J(P(EeKTUBHOCTH U  O€30MacCHOCTH, C  OCYUIECTBICHHEM
rOCYJapCTBEHHON PpErucTpaluu JIEKapCTBEHHBIX IpenapaToB. KOHCYIbTHpPOBaHHE OCYLIECTBISETCA C
npuBicUeHUEM (elepalbHbIX TOCYJapCTBEHHBIX OIOUKETHBIX YUPEKACHUH, MOJIBEIOMCTBEHHBIX
JaHHOMY (enepasbHOMY OpraHy HCIOJHUTEIBHOM BJIACTM M HE YYacTBYIOIIMX B OpraHMU3alldu
IIPOBEJEHUS OKCIIEPTH3bl KayecTBa JIEKAPCTBEHHBIX CPEACTB B LEISIX OCYIIECTBICHHUS HUX
rOCYJIapCTBEHHOM PErucTpalii B COOTBETCTBUHU CO cTaThell 16 Hacrosmero deaepaibHOro 3akoHa, B
BUJIE OTBETA B NMUCHMEHHOH (pOopMe YHOJHOMOYEHHOTO (e/lepaIbHOro opraHa MCIOJHUTEIFHON BIACTH
Ha 3arnpoc. Pazmep B3umMaeMoil ¢ 3asgBUTENs IUIAThl ONPEAEISAETCA B COOTBETCTBUU € 3aKOHOATEILCTBOM
Poccuiickoit denepannu 06 opraHu3anyy MPeJOCTaBICHUS TOCYJAPCTBEHHBIX U MyHUIIMTIAIBHBIX YCIIYT.
Wudpopmanus 00 OCYyHIECTBIEHUM HAYyYHOTO KOHCYJIBTUPOBaHMSA, B TOM 4YHUCIE CTaTbd, OO30pHI,
CIpaBOYHBIE MaTepualibl W HHas HHGOpMAIMA OO0 OCYIIECTBICHWH HAyYHOT'O KOHCYJIbTHPOBAHUS,
pasmerniaercs Ha OQUIMAIBHOM CalTe YINOJHOMOYEHHOIO (eaepanbHOr0 OpraHa HCIOJIHHUTEIbHOU
Biractu B cetn "MHTepHer" ¢ coONIOJIeHHMEM OrpaHHYEHHH, YCTAaHOBJIEHHBIX 3aKOHOJIATEIBCTBOM O
MIePCOHAIBHBIX JTAHHBIX, KOMMEPUYECKOW ¥ (WJTN) TOCYTapCTBEHHOMN TalHe.

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

8. T'ocymapcTBeHHass perucrpanvsi JEKapCTBEHHBIX IPENapaTtoB, KOTOPHIE IMPEIHA3HAYEHBI IS
IIPUMEHEHHUsI B  YCIOBUSAX BOCHHBIX JCHCTBUM, YpE3BbIYAHHBIX CHUTyallUi, IPERyHpEeKICHUS
Ype3BbIUAHBIX CUTyalMi, TPOPUIAKTUKN U JIEYEHUs 3a00JIeBaHUl, MPEICTAaBISAIOIMINX ONACHOCTh JJIS
OKpY’KalOIIMX, 3a00JIeBaHUI U TIOPAKEHH, TIOJTYYEHHBIX B pE3yJbTaTe BO3IACHCTBUS HEOIArompHUATHBIX
XMUMUYECKHX, OMOJIOIMYECKHX, paJuallMOHHBIX (AaKTOPOB, M KOTOpbIE Pa3pabOTaHbl B TOM YHUCIE IO
3aaHu0 (heZiepalIbHBIX OPraHOB HCIIOJHUTENBHON BJIACTH, YIOJHOMOYEHHBIX B OOJACTH OOOpPOHBI
CTpaHbl U 0E€30MaCHOCTH IOCYJapcTBa, a TAKXKE JIEKAPCTBEHHBIX CPE/CTB B Cllydae UX Ae(EeKTyphbl WU
pUCKa BO3HMKHOBEHHs Ne(EeKTYphl B CBS3M C BBeJeHHEM B oTHomeHuH Poccuiickoit deneparyu
OTPAHUYUTENIBHBIX MEp JKOHOMHYECKOIO XapakTepa OCYIIECTBISIETCA B IOPSAKE, YCTaHOBICHHOM
IIpaBurensctBoM Poccutickoit denepanuu.

(B pen. ®enepanbubix 3akoHOB 0T 01.04.2020 N 98-D3, ot 08.03.2022 N 46-D3)

CraTtba 14. NMpuHUMNbI 3KCNEPTU3bI NIeKAPCTBEHHbLIX CPeACcTB
(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

1. DkcniepTU3a JIEKApCTBEHHBIX CPEACTB OCHOBBIBAETCS Ha MPUHLIMIAX 3aKOHHOCTH, COOJIOCHHUS
npaB M CBOOOJ 4YeNOBEKAa W TpaKJAaHWHA, NpPaB IOPUIMYECKOrO JIMIA, HE3aBUCHMOCTH OJKCIIEpTa,
OOBEKTUBHOCTH, BCECTOPOHHOCTH M TOJHOTHI KCCIEAOBAaHUN, TMPOBOJUMBIX C HCIIOJIb30BAaHHEM
COBPEMEHHBIX JIOCTHXKCHMH HAyKH U TEXHHKH, OTBETCTBEHHOCTH (heAepalibHOTO TOCyIapCTBEHHOTO
OIO/PKETHOTO YUPEXACHUSI IO MPOBEACHHUIO SKCIEPTHU3bl JIEKAPCTBEHHBIX CPEACTB M JKCHEPTOB 3a
IIPOBEJICHUE U KaY€CTBO IKCIEPTU3HI.

2. DKcnepTu3a JeKapCTBEHHBIX MPEenapaToB Il MEIULIUHCKOIO IPUMEHEHHUs BKIIIOYAeT B ceO0sl:
1) skcnepTu3y AOKYMEHTOB, MPEICTABIECHHBIX IJisi ONpPEAENIEHUs BO3MOXHOCTH PAacCMATPUBATH

JIEKapCTBEHHBIN TMpernapar Juisi METUIMHCKOTO MPUMEHEHHUs B KayecTBe OP(PaHHOIro JEKapCTBEHHOI'O
mpernapara;
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(B pen. @enepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

2) BKCHEpPTU3y MPEIOKEHHBIX METOJ0B KOHTPOJISI KauecTBa JIEKAPCTBEHHOT'O CPEACTBA U (WUJIN)
KauecTBa MPEICTABICHHBIX O00pa3loB JIEKAPCTBEHHOTO CPEACTBA C HCIOJB30BAaHUEM JTHX METOJIOB
(manee - 3KCnepTU3a KaueCcTBa JIEKAPCTBEHHOT'O CPEJICTBA);

(B pen. @enepansHoro 3akoHa ot 30.01.2024 N 1-D3)

3) oKcrepTH3y OTHOLIEHUS OXKHUJAEMOW IOJb3bl K BO3MOXKHOMY pHUCKY IIPUMEHEHHS
JIEKapCTBEHHOI'O IIPEIapara;

4) sKcIepTU3y PErHCTPALMOHHOTO JIOChe Ha JICKApCTBEHHBIM MpemnapaTr B LENAX ONpeeseHHs
B3aMMO3aMEHSEMOCTH JIEKAPCTBEHHBIX MTPENapaToB I MEIUIIMHCKOTO IIPUMEHEHUSI.
(1. 4 BBeneH PenepanbHbIM 3ak0HOM 0T 27.12.2019 N 475-D3)

3. DkcnepTu3a JIEKapCTBEHHBIX MpPErnapaToB AJs BETEPUHAPHOTO MPHUMEHEHUs BKIIOYaeT B cels
JKCIEePTU3y KadecTBa JICKAPCTBEHHOTO CPEACTBA M JKCIEPTU3Y OTHOILIEHUS OXHUIAAEMOM MOJBb3bl K
BO3MOXHOMY PUCKY IPUMEHEHUS JIEKapCTBEHHOTO Mpenapara.

Cratba 15. ®epepanbHoe rocypapCTBeHHoOe OHMKETHOe YyupexaeHue no
npoBeAeHUI0 IKCNEePTU3bI NIeKapCTBEHHbIX CPeACTB

DKcrepTr3a JIGKapCTBEHHBIX CPEACTB MPOBOAMTCS (peepanbHbIM TOCYIapCTBEHHBIM OIOJKETHBIM
YUPEXKICHHEM COOTBETCTBYIOIIETO YHOJIHOMOYEHHOTO (helepaIbHOTO OpraHa MCIIOJHHUTEIBFHON BIACTH,
CO3JaHHBIM 141 obecrieyeHrs] MCIOIHEHUA ITOIHOMOYHII JTOrO (be;[epanbﬂoro OopraHa 1O BbLOA4YC
paspemeHnii Ha TPOBEACHHE KIMHWYECKUX MCCIICTOBAHUI JIEKApPCTBEHHBIX IPENapaToB W (WIM) IO
rOCYJapCTBEHHON perucTpanuy (perucTpanun) JEeKapcTBEHHBIX IIpernaparoB (fajnee - HKCHepTHOE
YUIpEKICHUEC).

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

KoncynprantlIntoc: npumevanue.

[Tonoxxenns ct. 16 (B pen. @3 ot 30.01.2024 N 1-®3), xacaromuecs NpeaoCTaBIEHUS rOC. YCIyT IpU
oOpallleHUH JIEKApCTBEHHBIX CPECTB /ISl MEIULIMHCKOTO U BETEPUHAPHOTO IPUMEHEHHUS TOCPEACTBOM
€IMHOM CUCTEMBI U (WJIM) €AMHOr0 nopTaia, npuMenstores ¢ 01.01.2026.

CraTtbsa 16. OpraHusauus npoBeAeHUA 3KCNEepPTU3bl JIeKAPCTBEHHbLIX CPeACTB
(B pen. @exnepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. DOkcmepTu3a JIEKapCTBEHHBIX CpEACTB IPOBOJUTCS KOMMCCHUEH JKCIEPTOB 3KCIEPTHOTO
yUpeXJIeHUs, Ha3HAYECHHOW €ro pyKOBOJIUTENIEM, Ha OCHOBAHUHU 3a/laHUsl HA MPOBEICHUE IKCIEPTU3BI
JICKQpCTBEHHOTO CPEJCTBA, BBIJAHHOTO YIOJIHOMOYEHHBIM (ellepalbHbIM OpPraHOM HCIOJIHUTEIbHOM
BiacTH. PykoBoaMTEh SKCHIEPTHOTO YUpEXkKACHHs oOecrieunBaeT HaaJexallee IpoBeIeHHE dKCIIEPTURbI
JICKQpCTBEHHBIX CPEJCTB B COOTBETCTBUM C 33JaHHUEM, BBIAAHHBIM YIOJIHOMOYEHHBIM (herepaibHbIM
OpPraHOM HCITOJIHUTENbHON BIIACTH, U OPraHU3yeT MOJTOTOBKY CBOJAHOIO 3aKJIIOYEHHs ATOM Komuccuu. B
COCTaB 3TOM KOMHMCCHH TI0 PEILICHUIO PYKOBOJHUTENS SKCIIEPTHOTO YUPEKACHUS MOTYT OBITh BKIIIOUCHBI B
KauecTBE JKCIEPTOB JIHIla, HE paboTaroie B JAHHOM 3KCIEPTHOM YUPEKICHUH, €CIIM UX CHelHalbHbIe
3HaHUS HEOOXOMUMBI JJIsI TPOBENCHHMS OKCIEPTU3bl M TaKUE SKCIEPThl OTCYTCTBYIOT B JIaHHOM
AKCIIEPTHOM YUPEKICHUH.

www.consultant.ru CrpaHuua 36 ns 163
HafeXXHasa npaBoBas noaaepixka



?;zieﬁ”;gbivz' 32%'(22}”) ot 12.04.2010 N 61-03 JloKyMeHT npeAocTaBnieH KoHcynbTaHTItoc

"06 obpalleHMn NeKapCTBEHHbIX CpeacTB” Hata coxpatenms: 24.01.2025

2. DKCHepToM MO MPOBENEHUI0 AKCIEPTHU3bI JEKAPCTBEHHBIX CPEICTB SIBISETCS aTTECTOBAHHBIM
pabOTHUK SKCIEPTHOTO YUYPEKICHHs, KOTOPBIH HMEET BBICIIEE MEAMLUHCKOE, (hapMaleBTHUECKOE,
OuoJI0rMuecKoe, BeTepUHAPHOE WM XUMUYECKOe 00pa30BaHUE U MPOBOAUT IKCIEPTU3Y JIEKAPCTBEHHBIX
CPEZCTB B MOPSIIKE UCTIOIHEHUS CBOUX JOJDKHOCTHBIX 00sI3aHHOCTEH (1anee - HKCIepT).

3. Ilpu mpoBeneHUM SKCIEPTHU3bl JEKApPCTBEHHBIX CPEICTB JKCIEPT HE MOKET HAaXOAUThCA B
KaKoi-1100 3aBHCHUMOCTH OT JIMIA, HA3HAYHMBIIETO 3Ty AKCIEPTH3Y, pa3paboTdMKa JIEKapCTBEHHOTO
CpeICTBa WK APYTUX 3aUHTEPECOBAHHBIX B pe3yJIbTaTax 3KCIEPTU3bI JIUII.

4. Ilpu mnpoBEeOECHMM OSKCIEPTHU3Bl JIEKAPCTBEHHBIX CpPEACTB HE JOMYCKAeTCsl HCTpeOOBaHUE
AKCIIEPTOM Y 3asiBUTENS JMOO0 MHBIX JIUL MaTepUaoB, HEOOXOAUMBIX AJisl MPOBEACHUS IKCHEpTU3bl. B
cllyyae HeIOCTaTOYHOCTH IPEACTABICHHBIX JKCIEPTY MaTepHalOB B JIMYHBIH KaOWMHET 3asBHUTENS B
eAMHON TOCYIapCTBEHHON HMH(POPMAIIMOHHON cHucTeMe B cdepe 3apaBooxpaHeHUs (manee - eauHas
cHCTEeMa) OHKCIEPTHBIM YUYPESKIACHHEM HANpaBlseTCd 3alpoc O IMPEICTaBICHHH HEOOXOAUMBIX
MaTepUasoB, MOJAMUCAHHBIA PYKOBOIUTENEM (YHMOJHOMOYEHHBIM JIUIIOM) SKCHEPTHOTO YUPEXKIEHUS C
UCIOJIb30BAHNEM YCHIICHHON KBATM(DUIUPOBAHHOHN 3JIEKTPOHHOM MOIMTHUCH.

(dactp 4 B pen. DeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4.1. 3asBuTenb 0053aH HAMIPABUTD B JTMYHBIA KAOMHET HKCIIEPTHOTO YUPEXKICHHS B €IUHON CHCTEME
MTOANMCAHHBIN YCUICHHOW KBATHU(UIIMPOBAHHOMW AJIEKTPOHHON MOAMKUCHIO OTBET HA 3aMpOC 3KCIEPTHOTO
YUPEXKACHUS B CPOK, HE NPEBBINIAIONIUI JEeBSHOCTa PabOYMX JIHEH CO JHA TMOJIYYEHHUS SKCIEPTHBIM
yUpEeXKJIEHUEM 3JEKTPOHHOTO YBEIOMJICHHS O TOJY4YeHUHM 3asBUTeNeM 3ampoca. Bpems co aHs
HAIpPaBIICHUsI SKCTIIEPTHBIM YUPEKACHHEM B JTUYHBIA KaOWHET 3asSBUTENS B €IUHOW CHCTEME 3ampoca O
MIPEJICTABICHUH JOMOJHUTEIbHBIX MaTepUaNoOB JI0 JHS HANpaBJICHUS 3asBUTENIEM B JHMYHBIM KaOUHET
9KCIIEPTHOIO YUPEXKAECHUS B €AMHON CUCTEME OTBETA HA 3aIIPOC HE YUUTHIBAETCS IPU UCUUCIEHUH CPOKa
MIPOBEICHUS SKCIEPTU3HI JIEKAPCTBEHHOTO CPEICTBA.

(uacts 4.1 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4.2. Eciu 3agBuTeneM B COOTBETCTBUM ¢ yacThio 1.1 crateu 30 wmim yacteio 2 crtatbu 34
HacTosmero dexepanbHOro 3aKOHA MPEJCTABICHA KOMHS PEIICHUS YMOTHOMOYEHHOTO (heaepaabHOro
OpraHa UCIHOJHUTENIbHOM BIAaCTH O TMpoBeneHUU (GapMaleBTUYECKON WHCIEKIUH MPOU3BOACTBA
JIEKapCTBEHHBIX CPEICTB JUISI MEIUIMHCKOTO IMPUMEHEHHS Ha COOTBETCTBHUE TPEOOBAHHSIM TMPABHII
HaJJIe)Kaled TPOU3BOJACTBEHHOW NpPAaKTUKH EBpa3suiicKOro 3KOHOMHYECKOTO COK03a, JSKCHEpPTy 10
odopmIIeHUs pe3yIbTaTOB IKCIIEPTU3BI JICKAPCTBEHHOTO CPENICTBA MPEACTABISETCS KOIHUS 3aKIIOYCHHSI O
COOTBETCTBUM  IPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEIACTB  TpeOOBaHUSAM MpaBWJI  HaJUIeKallen
MIPOU3BOJICTBEHHOM MPAKTUKHU, BHIIAHHOTO YIIOJHOMOYCHHBIM (efiepaTbHbIM OPTaHOM HCIOJHUTEILHON
BJIACTH, WJIM KOIUS cepTU(dUKaTa COOTBETCTBUS TMPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB JUIS
MEAWIIMHCKOTO TPUMEHEHUS TPeOOBaHUSAM TMpaBWJI HaJJIekKalleld MPOU3BOACTBEHHON IMPAKTUKH
EBpa3uniickoro 3kOHOMHUYECKOT0 COI03a.

(uactsb 4.2 B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4.3. 3asBHUTENb 0053aH HAMPABUTh B JIMYHBIA KAOMHET SKCIIEPTHOTO YUPEKACHHUS B €IMHON CHCTEME
KOIHIO 3aKJII0UYEHUS WIKM KOMHUIO cepTU(HKATa, YKa3aHHBIX B 4acTH 4.2 HACTOAIIEH CTaTbH, B CPOK, HE
MPEBBIIIAIONINM CcTa BOCBMHUAECATH pabO4MX JHEW €O JHA MOJIYyYEHUS SKCIEPTHBIM YUpeKICHUEM
ANIEKTPOHHOTO  YBEIOMJIEHHS O  IIOJYYEHUMM  3asBUTEJIEM  IOJINUCAHHOTO  PYKOBOAMUTEIEM
(YMOIHOMOYEHHBIM ~ JIMIIOM)  OKCHEPTHOTO  YUYPEXKIEHUS  C  HCIOJIb30BAaHUEM  yCUJICHHOM
KBaJTM(HUIIMPOBAHHOW 3JEKTPOHHON IMOANHUCH 3ampoca O MPEeIOCTAaBICHUU TOKyMeHTa. Bpems co nmHs
HaIpPaBIIEHUs SKCIIEPTHBIM YUPEXKJACHUEM 3alpoca B JUUYHBINA KaOMHET 3asiBUTENS B €UHON CHUCTEME 10
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JHSI HallpaBJICHUs 3asBUTEJIEM B JIMYHbBII KaOMHET SKCIEPTHOrO YYPEKACHUS B €IMHOW CUCTEME KOMHHU
3aKJIIOYCHUS MM KOTIMU cepTU(UKATa, YKa3aHHBIX B 4acTH 4.2 HACTOSIIEH CTaTbU, HE YUYUTHIBACTCS MPU
MCUUCJIEHUH CPOKA MTPOBEIEHUS IKCIEPTU3bI JIEKAPCTBEHHOI'O CPE/ICTBA.

(uactb 4.3 B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

5. Dkcmepr mOpu MNPOBEACHUU TOPYYEHHOM €My PYKOBOAMTENEM SKCIEPTHOTO YUPEKIACHUS
AKCIIEPTH3BI JICKAPCTBEHHOTO CPEJICTBA 00sI3aH:

1) mpoBecTH TIONHOE WCCIEIOBAaHUE TMPEACTABICHHBIX €My OOBEKTOB, MaTepHalioB, JaTh
000CHOBaHHOE M OOBEKTHBHOE 3aKIIOUEHHE [0 TIOCTAaBJICHHBIM TIEpe]] HHM BOIpOCaM WIH
MOTHUBHUPOBAHHOE 3aKJIIOYEHHE O HEBO3MOXKHOCTH TMPOBEJACHUS WM OJKCIEPTU3Bl JIEKAPCTBEHHOTO
CpEeICTBA, €CJIA TIOCTABICHHBIE BOMPOCKHI BBIXOMAT 32 MPEAEIbl CIICUATbHBIX 3HAHUN dKCTIEPTa, OOBEKTHI
WCCIEOBAHUN M MaTepHalibl HEMPUTOAHBI WM HEAOCTATOYHBI JJISI MIPOBEACHUS HUCCIEIOBAaHUN M Ja4d
3aKJIFOYEHUs JTHOO COBPEMEHHBIN YpOBEHb PAa3BUTHS HAYKH HE MO3BOJISIET OTBETHTHh HA IOCTABJICHHBIE
BOITPOCHI;

2) He pasriialaTh CBEICHMS, KOTOPbIE CTAIM €My HU3BECTHBI B CBSI3U C IPOBEIECHUEM SKCIIEPTHU3BI
JIEKapCTBEHHOI'O CPEACTBA, a TaKXKE CBEIEHUS, COCTABISAIONINE FOCYAAPCTBEHHYIO, KOMMEPUECKYIO HIIN
HMHYIO OXPaHSIEMYI0 3aKOHOM TaliHy;

3) obecreunTh COXpPaHHOCTD MPEACTABICHHBIX O0BEKTOB HCCIICIOBAHUN U MAaTEPHAJIOB.
6. DKcnepT He BIIpaBe:

1) mpoBOAUTH SKCHEPTU3Y JIEKAPCTBEHHOTO CPEJCTBA MO OOpAIICHHUIO HEMOCPEICTBEHHO K HEMY
OpraHu3aIyi Uiau GU3NIECKIX JIHII,

2) caMOCTOSITENILHO COOMPATh MaTepUabl Ul IPOBEAECHUS SKCIIEPTU3bI JIEKAPCTBEHHOTO CPECTBA;
3) IpOBOAUTH FKCIEPTU3Y JIEKAPCTBEHHOI'O CPEACTBA B KAUE€CTBE HETOCYJaPCTBEHHOI'O IKCIIEPTA.

7. B ciydae HEOOXOOUMOCTH DOKCIEPT BIIpaBE XOAATAHCTBOBATh TEPENl PYKOBOIUTEIEM
OKCIICPTHOI'0 YUPCIKACHUA O IIPUBJICUCHUHN K IMMIPOBCACHUIO SKCIICPTU3BI JICKAPCTBCHHOTO CPCACTBA APYTUX
SKCIIEPTOB.

8. Kaxaplii sKcrepT, BXOASAIINI B COCTaB KOMUCCHUHU 3KCIIEPTOB, KOTOPOU MOPYUYEHO MPOBEIACHHE
JKCIEPTU3bl JIEKAPCTBEHHOI'O CPEACTBA, HE3aBUCHUMO W CaMOCTOSTEIIBHO IPOBOJIUT HCCIEIOBAHMUS,
OILICHUBAET PE3yJIbTAThI, MOJYYCHHbIE WM JIMYHO W JPYTHMH SKCIEpTaMH, U (OPMYIUPYET BHIBOJIBI
OTHOCHUTEJIbHO MIOCTABJIEHHBIX BOIIPOCOB B MPEAEIIaX CBOMX CIIEIMAIbHBIX 3HAHUM.

9. Pe3ynbTaThl SKCHEPTH3bI JICKAPCTBEHHOTO CpPEACTBAa O(POPMIISIOTCS 3aKIIOYEHHUEM KOMUCCHH
JKCIEPTOB. B 3aKiIlOYeHHMM KOMMCCHU SKCIIEPTOB YKAa3bIBAIOTCS IEpPEYeHb HCCIeI0BaHUM, 00BbeM
MPOBEICHHBIX KAX/IBIM SKCIIEPTOM HCCIICAOBAHUH, YCTAHOBICHHBIE KAXK/IBIM U3 HUX (PAKTHI U CICIaHHbIC
B pe3yJbTaTe UCCIeA0BaHUN BBIBOABI. DKCIEPT, MHEHUE KOTOPOTO HE COBMAAAET C pPEUICHHEM KOMHCCHH
HKCHEPTOB, BIIPABE BBIPA3UTh CBOE MHEHUE B MUCbMEHHOU (hopMe, KOTOPOE MPUOOIIACTCS K 3aKITIOUECHUIO
KOMHUCCHH SKCIIEPTOB.

10. DxcnepTsl, BXOAAILIME B COCTaB KOMHCCHH, MPEAYNPEXKAAIOTCS OO0 OTBETCTBEHHOCTH B
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COOTBETCTBUU C 3aKOHOJaTelbcTBOM Poccuiickoit dexnepaiuy 3a Aady 3aKJIIOYEHUS, COJEPIKAIIETO
HEO0OOCHOBAaHHBIEC WIH (ATbCU(PUIIMPOBAHHBIEC BBIBOBI, O UEM OHH JJAIOT MOAIHUCKY.

11. Onpenenenrie ypoBHS MpodhecCHOHATBLHON MOATOTOBKH SKCIEPTOB M aTTECTAIUs WX Ha MPaBO
MPOBCACHUA JSKCICPTHU3BI JICKAPCTBCHHBIX CPCACTB OCYUICCTBIIAKOTCSA BKCHepTHO-KBa.HI/Iq)HKaI_[I/IOHHBIMI/I
KOMHUCCHSIMU B TIOPSJIKE, YCTAHOBJIEHHOM COOTBETCTBYIOUIUM YIOJIHOMOYEHHBIM (hefiepaibHbIM OPraHoM
WCTIOJTHUTEJIBHOM BJIACTH. YPOBEHb NMPO()ECCHOHAIBHOM MOATOTOBKH 3KCIEPTOB MOJUICKHUT MEPECMOTPY
yKa3aHHBIMU KOMHCCHUSIMU HE PEKEe YeM OJIMH pa3 B MATh JIET.

12. TlpaBuna mTpOBENEHUS SKCIEPTH3bI JIEKAPCTBEHHBIX CPEICTB U OCOOEHHOCTH SKCIIEPTHU3BI
OTHCNBHBIX BHUAOB JICKAPCTBEHHBIX TpemnapaToB (peepeHTHBIX JICKApCTBEHHBIX IPEMapaTos,
BOCIIPOM3BEJICHHBIX JIEKAPCTBEHHBIX IPENapaToB, OHOJOTHMYECKUX JIEKAPCTBEHHBIX IPENapaTos,
OMOaHAIOTOBBIX  (OMOMOMOOHBIX) JIEKAPCTBEHHBIX IMpernapaToB (OMOAHAIOTOB), TOMEOIATHYECKHUX
JICKapCTBEHHBIX IPENapaToB, JIEKAPCTBEHHBIX PACTUTENBHBIX MpEnapaToB, KOMOMHAIUI JIEKapCTBEHHBIX
npenaparoB), (HOPMBI 3aKIIOUYEHUH KOMHCCHHM JKCIIEPTOB YCTAHABIMBAIOTCS COOTBETCTBYIOIIUM
YIOOJIHOMOYCHHBIM (bel[epaHBHBIM OopraHomM HUCIOJIHUTEILHOU BJIACTH.

(dactpb 12 B pen. @enepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

Koncynprantlntoc: npumeyanue.

Jo 31.12.2025 npna npenaparoB, mpous3BedeHHbIX B P® B nmensix wuMOopro3aMenieHus,
YCTaHABIUBACTCA PEXKUM  YCKOPEHHOM IpOLEAYpPbl TOCPETMCTpPAllMd B  COOTBETCTBUU  C
[TocranoBnenuem IIpaButensctBa PD ot 12.03.2022 N 353.

Cratba 17. Nopaya u paccmoTpeHue 3asiBJIEHMA O rocyAapCTBEHHOM perucrpauum
JNleKapCTBEHHOro npenapara Aans BeTepMHapHOro NnpMMmeHeHus

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

Koncynprantllntoc: npumedanue.

[Tonoxenus ct. 17 (B pen. @3 ot 30.01.2024 N 1-®3), kacaromiuecs IpeoCTaBIECHUS FOC. YCIyT IpU
OOpallleHUH JIEKAapCTBEHHBIX CPEJCTB JUIsI BETEPHUHAPHOIO MPUMEHEHHS IOCPEACTBOM EIUHOTO
noptana, npuMmensitores ¢ 01.01.2026.

1. Jlng TroCyIapCTBEHHOM perucTpaluuy JIEKapCTBEHHOIO IIpernapara Uil BETEPHUHAPHOTO
IPUMEHEHMsT Pa3pabOTUYMK TaKOro JIEKAPCTBEHHOrO IIpernapara MM YIOJIHOMOYEHHOE UM JIpyroe
IOPUINYECKOE JIMLO (Jlajiee B HACTOSAIICH CTaThe - 3asBUTEIIb) HANPABISIET IMOCPEACTBOM (enepaabHON
roCcyJapCTBEHHON MH(pOpManMoOHHON cucTteMbl "EQuHBIN mOpTan rocy1apCcTBEHHBIX W MYHHIIMITAIBHBIX
yenyr (pyHkuuit)" (1anee - eQUHBIN TOpTal) B YIOJHOMOYCHHBIH (eiepaabHblil OpraH NCIOIHUTEIbHOM
BJIACTH 3asBJICHUE O TOCYJAapPCTBEHHOM PETUCTPALMK JIEKAPCTBEHHOrO Ipenapara Juisi BETEPHHAPHOTO
NPUMEHEHHS, TOANKUCAHHOE YCHJICHHOH KBaJIM(UIIMPOBAHHON AIIEKTPOHHOM TMOAINHUCHIO, a TaKKe
JOKYMEHTBI, U3 KOTOPBIX (OPMHUPYETCS PETHCTPALlMOHHOE J0Che Ha JICKApCTBEHHBIM mpemnapaT ajs
BETEPUHAPHOT'O IPUMEHEHMSL.

(dactp 1 B pen. Deaepanbroro 3akoHa ot 30.01.2024 N 1-D3)

2. B 3asdBieHUN 0 rocyJapCTBEHHOM PETUCTPALIMU JIEKAPCTBEHHOTO IMpenapaTa Jyuisi BETEpUHAPHOTO
IPUMEHEHHMSI YKa3bIBAIOTCS:
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1) HanMeHOBaHME U aApec 3asBUTEIA, pa3paboTUUKa U MIPOU3BOIUTEINS JIEGKAPCTBEHHOTO Mpernapara
JUIsL BETEPUHAPHOTO MPUMEHEHUS U aJgpec MECTa OCYIIECTBIECHUSI IMPOU3BOJICTBA JIEKAPCTBEHHOIO
npenapaTta JUisi BETEpUHAPHOTO MpUMEHEHHus (B cilyyae HalU4Msl HECKOJbKHUX YYacCTHHUKOB Ipoliecca
MIPOU3BOJICTBA HEOOXOAMMO yKa3aTh KaXJI0r0 U3 HUX);

2) HauMEHOBaHHe JIEKAPCTBEHHOTO TMpemnapara AJisi BETEpUHAPHOTO MpUMEHEHUs (MEXIyHapOIHOEe
HEMAaTeHTOBAHHOE, WIH IPYNIHPOBOYHOE, UM XUMUUYECKOE U TOPrOBOE HAMMEHOBAHUA);

3) MEPCUCHDb HCﬁCTBYIOHIHX M BCIIOMOTraTCJIbHBIX BCHICCTB, BXOAANIUX B COCTaB JICKAPCTBCHHOI'O
npemnapara AJjid BETCPUHAPHOI'0 IPUMCHCHUS, C YKAa3aHUCM KOJIMYCCTBA KAXXKA0I'0 U3 HUX,

4) nexkapctBeHHas (opMa, TO03UPOBKA, CIOCOOBI BBEACHUS M MPUMEHEHHUS, CPOK TOJHOCTH
JIEKapCTBEHHOTO TIperapaTa Jijisi BETepUHAPHOTO IPUMEHEHUS;

5) dbapmakoTepaneBTUUECKAs TPYTIIA;

6) HE0OXOAMMOCTh NMPUMEHEHHSI YCKOPEHHOW MPOIEAYpPhl KCIEPTH3BI JEKAapCTBEHHBIX CPEJICTB B
LEJSIX TOCYIapCTBEHHOM PETUCTPALlUN JIEKapCTBEHHOTO Mpenapara;

7) KOIIMK TOKyMEHTOB, IOATBEPKAAIOIINX YIIJIATy TOCY1apCTBEHHOM MOLUIUHBIL:

a) 3a MPOBEACHUE HKCIEPTHU3bl KAuecTBa JIEKAPCTBEHHOTO CPEACTBA U IKCIEPTU3bl OTHOLICHHS
OKUJAaEMOH IOJIb3bl K BO3MOKHOMY PUCKY IIPUMEHEHMS JIEKAPCTBEHHOT'O IIpernapara Jijisi BETEpUHAPHOTO
MIPUMEHEHHUSI [IPH €0 FOCYAapCTBEHHOM perucTpaluy;

0) 3a BeIJauy PETUCTPAIIMIOHHOTO YJJOCTOBEPEHHUS JIEKAPCTBEHHOTO MIPETapara;

8) Hammuue coriacus, MPEAYCMOTPEHHOTO YacThl0 7 HACTOAIMIEH CTaThU, €CIM C MOMEHTa
peructpanuu peepeHTHOr0 JEKAPCTBEHHOTO Tpernapara i BETEPUHAPHOTO IMPUMEHEHHS IPOILIO
MEHee YeM IIECTh JIeT.

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

3. PerucrpanmoHHOe 0Che B LENSIX AKCHEPTH3BI JICKAPCTBEHHOTO Ipernapara sl BETepUHAPHOTO
pUMEHEHHs (POPMUPYETCs U3 CASAYIOMNX TOKYMEHTOB U CBEJICHU:
(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

1) CBCACHUA O OAaTC MPCAOCTABJICHUA W PCTUCTPAMOHHOM HOMEPC JIMICH3WWU Ha IMPOU3BOACTBO
JIEKapCTBEHHBIX CPEJICTB, MPEAOCTAaBICHHONW IMPOU3BOAUTENIO PETHUCTPUPYEMOTO JIEKApPCTBEHHOI'O
rpenapara Jijisi BETepUHapHOr0 IPUMEHEHUS, I POCCUMCKUX IIPOU3BOAUTEIIEH;

(B pen. ®enepanbubix 3akoHOB OT 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3)

2) cBejeHUsl O JaTe MPEAOCTABICHHUS U PETUCTPAMOHHOM HOMEpE JUIECH3UH Ha MPOU3BOJCTBO
JIEKapCTBEHHBIX CPEICTB, MPEAOCTABICHHON IMPOM3BOAUTENIO (hapMaleBTHUECKON CyOCTaHIUH,
BXOJISILEH B COCTaB PETUCTPUPYEMOTO JIEKAPCTBEHHOTO IpernapaTa JUlsi BETEpUHAPHOTO MPUMEHEHHUS, JUIs
POCCHUICKHUX MPOU3BOIUTENEH;

(B pen. @enepanbubix 3aKk0oHOB 0T 04.06.2018 N 140-D3, ot 27.12.2019 N 478-D3)

2.1) xomusi NOKyMEHTAa, BBIIAHHOTO YIOJIHOMOYEHHBIM OPraHOM CTpaHbl MPOU3BOAUTENS [T
KOKIOW  IPOU3BOJACTBEHHOM  IUIOIIAJKKM  PETUCTPUPYEMOIO  JIEKApCTBEHHOIO  Ipernapara Ul

www.consultant.ru CrpaHuua 40 ns 163
HafeXXHasa npaBoBas noaaepixka



®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.12.2024)
"06 obpalleHMn NeKapCTBEHHbIX CpeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHenus: 24.01.2025

BETEPUHAPHOTO TMPUMEHEHMsS] U TOJTBEP)KIAIOUIET0 COOTBETCTBUE MPOU3BOIUTENS JIEKAPCTBEHHOTO
npernapara TpeOOBaHHIM MPABHJI Ha/UIeKaIlel MPOU3BOICTBEHHOM MPAKTHKH, U €ro TIepeBO]] Ha PyCCKUN
S3bIK, 3aBEPCHHBIE B YCTAHOBJICHHOM TIOpSIKE, a TaKKe KOMUS 3aKIYeHHUs O COOTBETCTBUU
MPOU3BOJUTENSL JICKAPCTBEHHBIX CpPEACTB TPeOOBAHMSAM NPAaBWI HaJUIeXKALIeH IMPOU3BOACTBEHHOU
MIPAKTUKH, BBIJJAHHOTO YIIOJIHOMOYEHHBIM (peIepaIbHbIM OPTaHOM HCIIOJHUTENBHOM BIACTH AJIs KaXI0i
IIPOU3BOJICTBEHHON IUIOIIAJKNA PETUCTPUPYEMOrO JIEKAPCTBEHHOIO Ipernapara JUisi BETEPUHAPHOTO
MPUMEHEHHUs], JIUOO KOMMS PElIeHHs O MPOBEACHUHM WHCIEKTUPOBAHUS MPOU3BOAMUTENS JIEKAPCTBEHHBIX
CPEeACTB, MPHUHITOTO YHOJIHOMOYEHHBIM (eiepabHbIM OpPraHOM HMCIIOJHUTEIHHOM BIACTU IS KaXKIOH
MIPOM3BOJICTBEHHONW TUIOIIAJKHA PErHCTPUPYEMOro JIEKAPCTBEHHOTO TMpernapara Jijisi BETEPHUHAPHOTO
IIPUMEHEHHUsI. YKa3aHHbIE JOKYMEHTBI IPEJCTABIISIOTCS B CIy4ae, €CJIU IMPOU3BOJCTBO JIEKAPCTBEHHOTO
npemnapara ocyuiecTBisieTcs 3a npeaenamu Poccuiickoit deneparuu;

(m. 2.1 BBenen @enepanbHpiM 3aK0HOM 0T 04.06.2018 N 140-D3)

2.2) Komus JOKYMEHTa, BBIJAHHOTO YIIOJTHOMOYEHHBIM OpPraHOM CTpPaHbl TMPOU3BOIUTENS
(dapmaieBTHIECKOM cyOcCTaHINH u MTOATBEPKAAIOIIETO COOTBETCTBHUE MIPOU3BOAUTENS
(dhapmareBTHUeCKoi CyOCTaHIIUU, BXOSIICH B COCTAB PETUCTPUPYEMOTO JIEKAPCTBEHHOTO TIpernapara Jijis
BETEPUHAPHOTO MPUMEHEHUs, TPEOOBAaHUSM MPABUI HaJJIekKAIIel MPOU3BOJACTBEHHON MPAKTUKU, U €T0
MEePEeBOJI Ha PYCCKUU S3bIK, 3aBEPECHHBIC B YCTAaHOBJICHHOM MOPSAKE, B Cly4yae, €CIu MPOU3BOACTBO
(hapmaleBTHUECKOIM CyOCTaHIIMK OCYIIECTBIIsIeTCS 3a penenamu Poccuiickoit denepanuu;

(. 2.2 BBeaeH ®enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

3) NOpOEeKT HOPMAaTUBHOIO [JOKYMEHTa Ha JIEKAPCTBEHHBIM IIpemapaT il BETEPUHAPHOIO
[IPUMEHEHNS;

4) NOKYyMEHT, COAepXalluil CIeqyIoury0 MHPOpMaluoo o (apManeBTHYeCKOl CyOCTaHLIUU WIIH
(apmaneBTHYECKUX CyOCTaHIMIX, BXOAAIIMX B COCTAaB JEKAPCTBEHHOTO IperapaTa Il BETEpUHAPHOTO
PUMEHECHHUSL:

a) HauMEHOBaHHME (apMaIeBTUUECKOW CyOCTaHIIUM, €€ CTPYKTypa, oOIIue cBoicTBa (Mpu
TOCYJapCTBEHHON  perucTpalii  MUMMYHOOHOJOTMYECKMX  JIEKAPCTBEHHBIX  MperaparoB s
BETEPUHAPHOTO TPUMEHEHHsS TPEICTABIISIOTCS CBEIEHHUS O IITaMMe, BKIIIOYash €ro HauMCHOBAaHWHE,
MH(OPMAIIHIO O TIPOUCXOXKIECHUH, €T0 CBOMCTBAX, XapaKTEPUCTUKAX U MECTE JCTIOHUPOBAHHUS);

(B pen. @enepanpHoro 3akoHa ot 02.08.2019 N 297-D3)

0) HaMMEHOBAaHUE U AJJPEC MPOU3BOIUTEINS;

B) TEXHOJIOTHA IMPOMU3BOACTBA C OIMMMKMCAHUEM CTaI[I/Iﬁ IMPOMU3BOACTBA U MCTOAOB KOHTPOJIA Ha BCEX
CTagudgXx IMPOU3BOACTBA,

r) wuHbopMamuss O mnpuMecsx (HE TPEACTABISIETCS TPH TOCYJAPCTBEHHOW PETHCTPAlUN
MMMYHOOHOJIOTHUECKUX JIEKAPCTBEHHBIX MPEnapaToB AJIsi BETEPHHAPHOTO IPUMEHEHUS);
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

1) crienuduKanys Ha GpapMaleBTUYecKyIo cyOCTaHIMIO (HE MPEACTABISAETCS PU TOCYJapCTBEHHOM
perucTpany UMMYHOOHOJIOIMUECKUX JIEKAPCTBEHHBIX IPenapaToB AJIsl BETEPUHAPHOIO IPUMEHEHUS);
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

€) OIMcaHle METOIUK KOHTPOJISl KauecTBa,
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’K) pe3yabTaThl aHamu3a cepuil QapmareBTHYeCcKod cyOcTaHnuu (HE TPEICTaBISAIOTCS TpU
TOCYJapCTBEHHON  pEerucTpalii  MMMYHOOHOJOTMYECKMX  JIEKAPCTBEHHBIX  MpEraparoB s
BETEPUHAPHOTO MTPUMEHEHHSI);

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

3) mepevyeHb CTaHAAPTHBIX 00pa3llOB WM BEIIECTB, UCTIOIb3YEMBIX MPHU OCYIIECTBICHUU KOHTPOJIS
KauecTBa;

1) ONUCaHUE XapaKTEePUCTUK U CBOMCTB yIaKOBOYHBIX MAaTEPUAJIOB U YKYIIOPOUHBIX CPEJNICTB;

K) JaHHble O CTa0MJIBHOCTH (HE TMPEJICTABISIOTCS TMpPH TOCYJApPCTBEHHON PpEruCTpaliiuu
UMMYHOOHOJIOTHYECKUX JIEKAPCTBECHHBIX MPEIAapaToOB U BETEPHHAPHOTO IPUMEHEHN);
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

J) CPOK F'OJTHOCTH, YCIIOBUSI XpaHEHUS;

Koncynprantlntoc: npumedanue.

[Ipu yckopeHHOW TMpoleaype pPETUCTPAalMyd BOCIHPOM3BENEHHOTO IIpernapara JIOIMycKaeTcs
HENPEJCTAaBICHUE ONMCAHUS METOJOB U MX JOKYMEHTAJIBHOIO MOATBEPKIACHMS, IPU MHCbMEHHOM
00s13aTeILCTBE UX MPEACTaBUThL B TeueHHe 12 MecsameB co aHs peructpanuu (I[loctanoBneHue
IIpaButensctBa PO ot 12.03.2022 N 353).

5) oryer o pe3yibTaTax JOKIMHUYECKOTO WCCIICOBAaHMS JICKAPCTBEHHOIO CPEJCTBA IS
BeTepI/IHapHOI‘O HpI/IMeHeHI/IH, BKHIO‘IaIOH_II/II‘/JI OIIMCaHuec MECTOIA0B OHpe,Z[eHeHI/IH OCTAaTOYHBIX KOJINYCCTB
JEHCTBYIONIETO BEIIECTBA (ACHCTBYIONIMX BEIIECTB), JAOCTUTAIONMIETO (JOCTUTAIONMIUX) CHUCTEMHOTO
KPOBOTOKA, B TPOAYKIMH >XHBOTHOTO MPOUCXOXACHUS TOCIE MPUMEHEHUS TaKOTO JIEKApCTBEHHOTO
CPEJICTBA, a TAK)KE JIOKYMEHTAJILHOE IMOATBEPKICHHE (BATHIAINS) YKa3aHHBIX METOJIOB;

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

6) oryer O pe3yibTaTaXx KIMHUYECKOTO UCCICNIOBaHMs JIEKAPCTBEHHOrO Ipernapara Juis
BETEPUHAPHOI0 NPUMEHEHHUS Y Ka)KJI0OT0 BUJIA KUBOTHBIX, YKa3aHHBIX B MHCTPYKIMU IO BETEPUHAPHOMY
IIPUMEHEHHIO;

7) IPOEKT MHCTPYKLIUHU IO BETEPUHAPHOMY ITPUMEHEHUIO JIEKAPCTBEHHOTO NIpenapara, coaepxalien
CIICAYIOIINE CBEICHUS:

a) HaMMEHOBaHHE JIEKaPCTBEHHOIO IMpernapara JJIsl BeTepUHAPHOTO MPUMEHEHHs (MEXIyHapOIHOE
HEMaTeHTOBAHHOE, WU IPYIIMPOBOYHOE, WM XUMUYECKOE U TOPrOBOE HAUMEHOBAHUS);

0) nexapcTBeHHas GopMa C yKa3aHHEM HAaUMEHOBAHHH M KOJMYECTBEHHOTO COCTaBa JACUCTBYIOIIUX
BEILECTB U KAUECTBEHHOI'0 COCTAaBa BCIIOMOTraTEIbHbIX BELLECTB;

B) OIMCAHUE BHEIIHETO BU/IA JIEKAPCTBEHHOTO NIpenapara /il BETEpUHAPHOIO IPUMEHEHHS;

r) papmakoTepaneBTUYECKas rpyIa JIEKapcTBEHHOTO Mpenapara Jiisi BETepUHAPHOTO PUMEHEHUS
WM yKa3aHHE "TOMEONaTHYeCKil IEKapCTBEHHBIN IIpenapar";
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n)  dapmakoguHaMuKa W (apMaKOKMHETHKa (32  HCKIIOYEHHEM  (apMaKOKHHETHUKU
TrOMEONAaTUYECKUX JIEKAPCTBEHHBIX IPENAapaTOB M PACTUTEIBHBIX JIEKAPCTBEHHBIX IIPENapaToB) HIIHU
OINMCaHHE UMMYHOOHOJIOTHYECKIX CBOMCTB JIEKAPCTBEHHOTO TIpenapara;

€) MoKa3aHus I IPUMEHECHHUS;
K) MPOTUBOIIOKA3aHUS JUI IPUMEHEHHUS,
3) MepbI IPEJOCTOPOKHOCTH IPU NPUMEHEHNN;

1) yKa3aHHe BO3MOXKHOCTH U OCOOCHHOCTEH MpUMEHEHHs Y O€peMEHHBIX )KUBOTHBIX, Y )KUBOTHBIX B
MEePHO]] JIAKTALIMHU, Y TOTOMCTBA KUBOTHBIX;

K) PEKUM JO3UPOBaHUsS, CIOCOO BBEACHMSI M NMPUMEHEHHS, MpU HEOOXOIMMOCTH BpeMs IpHema
JIEKApCTBEHHOTO MperapaTa JJisi BETepUHAPHOTO TPUMEHEHH S, TPOIOJKUTEIbHOCTD JICUCHHUS;

J) BO3MOXHBIE MMOOOYHbBIE JAECWCTBUS, HEXeNlaTelIbHbIe PEaKIMU MPU MPUMEHEHUHU JEKapCTBEHHOTO
mpermapara Jiyisi BETEpUHAPHOTO IPUMEHEHUS;

M) CUMIITOMBI IIEPETO3UPOBKH, MEPHI IO OKA3aHUIO TOMOIIN IIPU IEPET03UPOBKE;
H) B3aUMOJICHCTBUE C IPYTMMHU JIEKAPCTBEHHBIMU perapaTaMy U (W) KopMaMu;
0) GopMBI BBIITyCKa JIEKApCTBEHHOT'O Mpenapara AJis BETEPUHAPHOIO IPUMEHEHNUS;

n) ykasaHue (MpH HEOOXOIUMOCTH) OCOOEHHOCTeH JEWCTBHUS JIEKApCTBEHHOIO IIperapara Juls
BETEPUHAPHOTO IPUMEHEHHS TIPH NIEPBOM IIPUEME HITH IIPU €TO OTMEHE;

p) omucanue (Mpu HEOOXOAMMOCTH) JACHCTBHI CHEIUAINCTA B OOJACTH BETEPUHAPHUH, BIIAJEINbIIa
KHBOTHOTO TIPH TPOITyCKE IpHEeMa OJHOW WM HECKOJBKMX J03 JIEKAPCTBEHHOI'O Iperapara s
BCTCPUHAPHOI'O MPUMCHCHU A,

(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

C) CpPOK TOJHOCTM W YKa3aHHWE Ha 3alpeT INPUMEHEHUs JIEKapCTBEHHOIO IIpernapara Ui
BETEPUHAPHOIO IPUMEHEHHUS 10 UCTEUECHUH CPOKa FOJTHOCTH;

T) YCJIOBUS XpaHEHUS;

y) yKa3aHMe€ Ha HEOOXOAMMOCTh XpaHEHHsI JIEKapCTBEHHOIO Ipernapara [Uisi BETEpUHAPHOTO
MIPUMEHEHHUSI B MECTaX, HEJOCTYIIHBIX JIJIsl JETEH;

¢) ykazanme (Mpu HEOOXOAMMOCTH) CICIHAIBHBIX MEp MPEIOCTOPOKHOCTH TPH YHHUTOKCHUH
HCHUCIIOJIb30BAHHBLIX JICKAPCTBCHHLIX MMPCTIApaTOB AJIsd BETCPUHAPHOTO ITPUMCHCHU A,

X) CPOKH BO3MOKHOT'O HMCIIOJI30BAaHUS MPOAYKLUHU KUBOTHOIO IMPOMCXOXIAEHUS IOCIIE BBEICHHS
’KUBOTHOMY JIEKAPCTBEHHOIO IIperapara JJisi BETEpUHAPHOTO IPUMEHEHUS;

I1) YCIIOBUS OTITYCKa;
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tI) HanMMCHOBaHUA MW apeCa IMPOU3BOACTBCHHBLIX IINIOMAAO0OK IIPOU3BOJUTEIA JICKAPCTBCHHOI'O
npemnapara 1Jjid BETCPUHAPHOI'O0 MPUMCHCHUS

II) HaWMEHOBaHHWE, aJpec OpraHU3aIllH, YIOJHOMOUYEHHOW Jiep)KaTejleM WM BIAACbIeM
PETUCTPAIIMOHHOTO  YJAOCTOBEPEHUSI JIEKAPCTBEHHOTO TIpermapaTa Ha TNPUHATAE TPETEH3UH OT
MOTpeOUTeIIs;

8) IPOEKThl MaKETOB NEPBUYHOM YIIAKOBKM U BTOPUYHOW YIaKOBKH JIEKAPCTBEHHOTO Mpenapara ajs
BETEPUHAPHOI'O IPUMEHEHMUS;

9) cnenytomuye CBeIeHHUs O JIEKAPCTBEHHOM TIpenapate Ui BETepUHAPHOTO IPUMEHECHHUS:
a) OIMCAHUE U COCTaB JICKAPCTBEHHOT'O TperapaTa sl BETCpUHAPHOTO MTPUMEHEHMUS,
0) onucanue (papMareBTHUECKON pa3paboOTKy;

B) OIMCAHME MPOIIECCca MPOU3BOJCTBA M €T0 KOHTPOJIS, MTOAMMCAHHOE B MOPSAKE, YCTAHOBICHHOM B
COOTBETCTBHUH C YACThIO | HACTOSIICH CTAThH;
(B pen. @enepanpHoro 3akoHa ot 02.08.2019 N 297-D3)

I) ONHCAaHHWE KOHTPOJSA KPUTUYECKUX CTaJWi NPOU3BOACTBA U IPOMEXKYTOUYHOM IPOIYKLUH,
MOJINMCAaHHOE B TOPSAKE, YCTAHOBJICHHOM B COOTBETCTBHH C YaCThIO | HACTOSIIEH CTAThH;
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

1) HAaMMEHOBAaHWS M ajapeca pa3paboT4yMKa, AepkaTelst WM BIAJENblla PETUCTPAlMOHHOTO
YIOCTOBEPEHHUS]  JICKAPCTBEHHOTO  IMpenapara, MPOU3BOACTBEHHBIX  IUIOIMIAJAOK  MPOU3BOAMUTEIS
JIEKapCTBEHHOTO Tpernapara il BETepUHAPHOTO NMPUMEHEHHS C YKa3aHHEM CTaJIuil TEeXHOJIOTHYECKOTO
mporecca, OCYIIECTBIISIEMBIX Ha MPOU3BOJACTBEHHBIX IUIOMIAJKAX MPOU3BOAUTENS JIEKAPCTBEHHOTO
npenapara Juisi BETEpHHAPHOTO IPUMEHCHHUS;

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

e) ¢apmareBTUIECKasi COBMECTUMOCT;
) MUKPOOHOIOTHYECKHE XapaKTePUCTHUKHY;
3) MaTepHaIbHbIN OalaHC IS TPOU3BOJICTBA CEPHH TOTOBOTO MPOIYKTA;

1) OIIMCAaHUE XapaKTEPUCTUK U CBOWCTB yIIaKOBOYHBIX MaTEpUAJIOB U YKYIIOPOUHBIX CPENICTB;

KoncynprantlIntoc: npumevanue.

IIpn perucrpanuu IO YCKOPEHHOM IIPOLELYpe MJOIYCKAeTCs HENPEACTABICHUE JOKYMEHTOB,
npeaycMoTpeHHsix mm. "K" m 9 u. 3 cr. 17, mpu ycliOBUM THUCBMEHHOTO OO0S3aTeNhCTBA HX
IIPEIOCTaBUTh B TeueHHue 12 mecsanes co aHs peructpaunu (Ilocranosnenue IlpaBurensctBa PO ot

12.03.2022 N 353).

K) JOKYMEHTAJIbHOE TOATBEPKACHHE (BATHIAIUS) IPOIIECCOB U (KUJIN) UX OLECHKA;

) TpeOOBaHMS K KauyeCTBY BCIIOMOTATEIbHBIX BemecTB (ceprudukar, cnenudukanyds Ha
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BCIIOMOTaTeNIbHBIC BEIECTBA U UX 000CHOBAHUE);

Koncynprantllntoc: npumedanue.
[Ipn peructpauuu MO YCKOPEHHOM TMpoleaype [OMyCKaeTcs HENpeaCTaBlIeHUe JIOKYMEHTOB,
npenycMoTpeHHbIX mm. "M" m. 9 4. 3 cr. 17, mpu yClOBUM MHUCBMEHHOTO O0053aTelbCTBA WX

MpeaoCcTaBuTh B TeueHue 12 mecsien co nus peructpanuu (Ilocranosnenue IIpaButensctBa PO ot
12.03.2022 N 353).

M) AHAIIUTUYCCKUC MCECTOAUKH, HMCIIOJIB3YEMbIC IIpU OCYHICCTBICHHH KOHTPOJSA KadeCTBa
BCIIOMOT'aTCIBbHBIX BCIICCTB,

KoncynprantlIntoc: npumevanue.
IIpn perucrpauuu IO YCKOPEHHOM IIPOLELYpE MJOIYCKAeTCs HENPEACTABICHUE JOKYMEHTOB,
npeaycMoTpeHHbix mm. "H' m. 9 4. 3 cT1. 17, mpu yCIOBHM THUCHBMEHHOTO O00s3aTEIbCTBA HX

IIPEIOCTaBUTh B TeueHHue 12 mecsnes co aHs peructpaunu (Ilocranosnenue IlpaBurensctBa PO ot
12.03.2022 N 353).

H) IOKyMEHTaJIbHOE IMOATBEpKICHUE (BaTUIAIN) aHATUTHUYECKUX METOAMK, MCIOIb3yEeMbIX MPH
OCYIIECTBJIEHUN KOHTPOJISI KAYECTBA BCIIOMOTATENBHBIX BENIECTB;

O) I/IH(bOpMaI_[I/IH 00 HCIIOJIB30BAaHUM BCIOMOTATEIIbHBIX BCIICCTB YCJIIOBCUYCCKOI'O U XHUBOTHOI'O
IMIPOUCXOKIACHUSA;

1) yrpatuia cuiy. - ®enepanpHelii 3akoH ot 02.08.2019 N 297-03;

p) TpeOoBaHMS K KadecTBY JICKAPCTBEHHOTO TIIperapara Ui BETEPHHAPHOTO IPUMEHEHHS
(ceprudukar, cienuduKaiys Ha JIEKapCTBEHHBIN MpenapaT U uX 000CHOBaHHUE);

C) AaHAIUTUYECKHE METOJUKH, MHCIOJIb3yeMble IPU OCYLIECTBIECHHMM KOHTPOJII KauyecTBa
JIEKapCTBEHHOI'O IIpernapaTra sl BETEpUHAPHOTO IIPUMEHEHUS;

KoncynprantlIntoc: npumevanue.
IIpn perucrpauuu IO YCKOPEHHOM IIPOLELYpE MJOIYCKAeTCs HENPEACTABICHUE JTOKYMEHTOB,
n_n

npeaAyCMOTPCHHBIX TIIII. T II. 9 4u. 3 crT. 17, npu YyCJIOBHH ITMCBMCHHOI'O 00s3aTeNbCTBA HX

IIPEIOCTaBUTh B TeueHue 12 mecsaneB co aHs peructpaunu (Ilocranosnenue IlpaBurensctBa PO ot
12.03.2022 N 353).

T) JOKyMEHTaJIbHOE MOATBEpXKACHHE (BajuAallvs) aHAIUTUYECKUX METOAUK, MCIOJIb3yEeMbIX IMPH
OCYLIECTBJICHUU KOHTPOJIA KaueCTBa JIEKAPCTBEHHOTO IIpenapara Jyisi BETEPUHAPHOT0 PUMEHEHHS;

y) JOKYMEHT, MOATBEPXAAIOIINN KayecTBO JIEKAPCTBEHHOI'O Ipenapara TpeX HMPOMBIIIIECHHBIX
cepuil (ITPOTOKOJI aHAJIN3a WIK CEPTUPHUKAT aHAIN3a), OHA CEepUsl KOTOPOT'o J0JIKHA COBMAJATh ¢ cepuei
o0pas1a JIeKapCTBEHHOT0 Mpernapara, MoJaHHOT0 Ha PETUCTPAIIHIO;

&) XxapakTepucTUKa IPUMECEH;
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X) MepeueHb CTaHJAapPTHBIX 00pa3lloB, MCIHOJIB3YEMBIX MPU OCYIIECTBICHUU KOHTPOJIS KauyecTBa
JIEKapCTBEHHOI'O IIpernapaTa sl BETEpUHAPHOTO IIPUMEHEHUS;

KoncynprantlIntoc: npumevanue.

IIpy yckOpeHHOH Ipoueaype pPEruCTpaldd  BOCIPOU3BEAEHHOIO IIpenapara  JOIyCKaeTcs
HEMPEICTABICHUE CBEACHUN, NPEAyCMOTpeHHbIX mm. "m" m. 9 4. 3 cr. 17, npu NUCbMEHHOM
00s513aTeNIbCTBE UX IPEAOCTaBUTH B TeueHHe 12 mecsueB co aHa perucrpauuu (IloctanoBnenue
[IpaButensctBa PO ot 12.03.2022 N 353).

I1) JaHHbIE O CTAOUIILHOCTH JICKAPCTBEHHOTO Mpernapara Jjisi BETEPUHAPHOTO IPUMEHEHUS;

10) xomus DOKyMEHTa, COJEPKalero WH(POPMAIMIO O HATWYUH WIH 00 OTCYTCTBHUU (HDaKTOB
pEeTucTpanyy JICKApCTBEHHOTO Tperapara JIjs BeTepHHAPHOTO MPUMEHEHUs 3a mpenenamu Poccuiickoit
denepanuu;

11) cormacue B MUCHBMEHHOH (popme, MperyCMOTPEHHOE YacThbi0 7 HACTOSIIEH CTAaThU, B CiIydae
perucTpanyy BOCIPOU3BEICHHOIO JIEKAPCTBEHHOIO IIpenapara;
(B pen. @enepanbHoro 3akoHa ot 13.07.2015 N 241-03)

12) xomus MJOKyMEHTa Ha pPYCCKOM SI3bIKE, 3aBEPCHHOTO B YCTAaHOBJICHHOM TIOPSIKE H
MOATBCPIKAAOIICTO MPAaBOMOYHOCTL 3adBJICHUSA O I‘OC}’,Z[&pCTBGHHOﬁ peructpanvun JICKapCTBCHHOI'O
npenapara Jijisi BEeTepuHapHOTO PUMEHEHUS (JIOBEPEHHOCTH);

Koncynprantllntoc: npumedanue.

o 31.12.2030 poccuiicKuM MPOU3BOIUTEINSIM PA3PEIICHO HE MPEICTABISTh CBEAECHUSI B COOTBETCTBUU
c n. 13 u. 3 cr. 17 npu perucrpaiiii HMMMYHOOHMOJIOTMUECKHUX JIEKAPCTBEHHBIX IIPENapaToB
(ITocranoBnenue [IpaBurenscrBa PO ot 12.03.2022 N 353).

13) cBemeHMss O TOCYJAapCTBEHHOM pEruCTpallud Te€HHO-MHXEHEPHO-MOAM(PHUINPOBAHHBIX
OpPraHU3MOB, IPEJAHA3HAYEHHBIX [UId BBITIyCKAa B OKPYXaloIlyl cpeay (IpH ToCyIapCTBEHHOMN
perucTpalyy JIEKapCTBEHHBIX IpPEnapaToB JUId BETEPUHAPHOIO MPHUMEHEHMs, IMOJYyYEHHBIX C
IPUMEHEHUEM TIEHHO-MHKEHEPHO-MOJU(PUIMPOBAHHBIX  OPraHU3MOB WM  COAEpXKALIMX  TaKue
OpPIraHU3MBI).

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

4. Ilpm mnpoBeAeHUH YCKOPEHHOM MpPOLEIYpbl ASKCIEPTU3bl JIEKAPCTBEHHOTO Ipenapara s
BETEPUHAPHOTO TMPUMEHEHMsI (32 UCKIIOYEHHEM JIeKapCTBEHHOIO Ipernapara g BETEpPUHAPHOTO
IIPUMEHEHHUS], YKA3aHHOTO B 4acTu 4.1 HacTosAlel cTaThi) B LENAX €r0 TOCYJapCTBEHHOM perucrpanuu
BMECTO OTUeTa pa3paboTyuKa O pe3yibTarax JOKIMHUYECKOTO HCCIIEeIOBaHUS JIEKAPCTBEHHOTO CPEICTBa
IUIE BETEPUHAPHOTO TNPHUMEHEHHUS MOXeT OBITh HpPEICTaBIeH 0030p HAayYHBIX PabOT O pe3ysbTaTax
JOKJIIMHUYECKOTO0 HCCieloBaHusl pedepeHTHOro JEeKapCTBEHHOTO TMpernapara i BETEPUHAPHOTO
MIPUMEHEHHUSI, @ BMECTO OTYETa O pe3ysibTaTaX KIMHUYECKOr0 MCCIEAOBAHMS JIEKAPCTBEHHOTO Mpernapara
JUIS  BETEpUHApPHOIO MPUMEHEHUS OTYeT O pe3yJbTaTaXx HCCleA0BaHUNH OHMO3KBUBAJICHTHOCTH
BOCITPOM3BEJICHHOI0 JIEKAPCTBEHHOI'O Mpernapara Jjisi BETepUHAPHOTO IPUMEHEHUSI.

(B pen. @enepanbubix 3akoHOB 0T 02.08.2019 N 297-D3, ot 28.04.2023 N 171-D3)
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"06 obpalleHMn NeKapCTBEHHbIX CpeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHenus: 24.01.2025

4.1. Ilpu npoBeneHUM YCKOPEHHOM MPOUEIYyphl IKCHEPTU3bl JICKAPCTBEHHOTO Mpenapara s
BETEPUHAPHOTO MPUMEHEHUs, MPEAHA3HAYEHHOTO JUIsl JICUEHUs JIOMAIIHUX >KUBOTHBIX, ONPEACIICHHBIX
®enepanbubiM 3akoHOM OT 27 ngekadbpst 2018 roma N 498-d3 "OO OTBETCTBEHHOM OOpAIICHHH C
KUBOTHBIMHU M O BHECEHUU M3MEHEHUH B OTJIIEIbHBIE 3aKOHOAaTeNbHbIe akThl Poccuiickoit deneparun",
U 3apEeTUCTPUPOBAHHOIO B KauecTBE JIEKAPCTBEHHOTO Mpenapara i MEAUIHMHCKOrO MpPHUMEHEHUs, B
I[EJISIX €ro TOCYIapCTBEHHOW PETUCTPAIMKA BMECTO OTYeTa pa3paboTdrka o pe3yiabTaTaX JOKIMHUYECKOTO
MCCIIEIOBaHMS JICKAPCTBEHHOTO CPEJCTBA Ui BETEPUHAPHOIO NMPUMEHEHHS] MOTYT OBbITh MPEICTaBICHbI
pe3yabTaThl JIOKJIMHAYECKOTO MCCIEIOBAaHUS COOTBETCTBYIOLIEIO JIEKAPCTBEHHOTO CpPEJCTBA IS
MEAMIIMHCKOTO MPUMEHEHMs, a BMECTO OT4eTa O pe3yJibTaTaX KIMHUYECKOTO0 HCCIEIOBaHUS
JIEKapCTBEHHOT'O TperapaTa JUisi BETEPUHAPHOTO MPUMEHEHHUS - 0030p HaydHBIX pabOT O pe3yibTaTrax
KJIMHUYECKUX HCCIIEJOBAaHUM JIEKapCTBEHHOIO Mpernapara A MEAMIMHCKOIO MPUMEHEHHsS Ha BHAX
KUBOTHBIX, KOTOPBIM MTPEeIHA3HAYACTCS UCCIIEIyEeMbIH JICKapCTBEHHBIN Mpernapar.

(dactp 4.1 BBeaeHa denepanbHbiM 3akoHOM OT 28.04.2023 N 171-03)

5. Ha skcriepTusy pa3iuyuHBIX JIEKAPCTBEHHBIX ()OPM OJHOTO M TOTO K€ JIEKAPCTBEHHOTO Iperapara
JUIL BETCPUHAPHOIO NMPUMEHEHUS 3asBUTENb MPEICTABIAET OTACIbHBIC 3asBICHUS U PErMCTPAllMOHHBIC
J0ChE Ha KaXIYI0 JIeKapcTBeHHYIO (popmy. [IpH yciaoBuu 0THOBpEMEHHOM MOAAYHM HA SKCIIEPTU3Y OJHOU
JIEKapCTBEHHOH ()OPMBI C Pa3IMYHBIMU JJO3UPOBKOM, KOHLIEHTpAIKeH, 00bEMOM 3asBUTEIb IPEACTABIISIET
OJIHO 3asIBJICHUE U PETUCTPALMOHHOE JOChE C NIPUIIOKEHUEM MAKETOB IIEPBUYHOM YIIAKOBKH U BTOPUYHOU
ynakoBkH. Ha MakeTax NmepBUYHON yIAaKOBKM M BTOPUYHOM YIAKOBKH YKa3bIBAIOTCS BCE MPOU3BOANMBIE
J03UPOBKH, KOHIIEHTpalKU, 00BEMbl U KOJMYECTBO /103 B YIAKOBKE JEKApCTBEHHOTO Ipenapara s
BETEPUHAPHOTO IPUMEHCHHS.
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

6. B cnydae HempencTaBieHUs C 3asBJICHHEM O TOCYJIapCTBEHHON PETHUCTpAIMH JICKAPCTBEHHOTO
npenapara Jijisi BETepUHAPHOTO MPUMEHEHUsI JOKYMEHTOB, MOATBEPKAAIONINX YIUIaTy roCyJapCTBEHHOM
MIONJIMHBI U YKa3aHHBIX B MYHKTE 7 YacTU 2 HACTOSIICH CTaThH, CBECHUN O JHUIICH3USX, YKa3aHHBIX B
nyHkrax | w 2 wyactu 3 Hacrosmled CTaThbW, a TakKe BbIJIABAEMBIX (TIPEIOCTaBISIEMBIX )
YIIOJTHOMOYCHHBIMH  (DelepaibHBIMA  OpraHaMU HWCIIOJIHUTEJIbHONW BJIACTH JOKYMEHTOB (CBEIICHUN),
yKa3aHHBIX B MyHKTe 2.1 bactm 3 HacTosIield cTaThd, YHNOJHOMOYEHHBIN (efepanbHbIi OpraH
WCTIOTHUTEIPHOW  BJIAaCTH  3alpalliiBaeT  yKa3aHHbIE  JOKYMEHTHI  (CBEIEHHUS) B  TOPSJIKE
MEXBEJIOMCTBEHHOTO HH(POPMAIIMOHHOTO B3aUMO/ICHCTBUSI.

(dactb 6 B pen. DeaepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

7. He pnomyckaercs HCIONB30BaHHE B KOMMEpPYECKHMX LeNAX HWHPOpMAalLUU O pe3yibTarax
JOKJIIMHUYECKUX UCCIIEJOBAHUN JICKAPCTBEHHBIX CPEICTB U KIMHUYECKUX MCCIICNOBAHUN JIEKAPCTBCHHBIX
[IpenapaTroB il BETCPUHAPHOIO IIPUMEHEHUs, IPEACTABICHHOW 3asBUTENIEM I TIOCYHapCTBEHHOMU
perucTpanuy JEKapCTBEHHBIX IIpernaparoB, 0e3 ero corigacus B TEYEHUE IIECTH JeT C JAaThl
rOCYJapCTBEHHOI perucTpanuu peepeHTHOTOo JIEKapCTBEHHOT 0 npenapara B Poccuiickoii @enepanuu.

8. JlepxaTenp WM BIaJelel] PETUCTPALIMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO IIpenapara AJis
BETEPUHAPHOTO MPUMEHEHHsI MPEICTAaBIISET B YIIOJHOMOUYEHHBIN (eiepaabHbIii OpraH MCIIOJIHUTEILHON
BJIACTU OTYET MO pe3ysibTaTaM (apMakOHaA30pa OJMH pa3 B LIECTh MECALEB B TEUEHUE JIBYX JIET MOCIIE
roCyJapCTBEHHOM PEruCTpaluu JIEKapCTBEHHOI0 npenapara B Pocculickon denepanuu, 3aTeM €XKEroqHO
B TEYECHHE MOCIEAYIOIUX TPEX JIET U B AAJIBHEHIIEM OIMH pa3 B TPU roja.

(uactb 8 BBenieHa denepanbHbiM 3aKkoHOM 0T 02.08.2019 N 297-D3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.12.2024)
"06 obpalleHMn NeKapCTBEHHbIX CpeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHenus: 24.01.2025

Cratbsa 18. YTpatuna cuny c¢ 1 ceHtabpsa 2024 ropa. - PeaepanbHbIN 3aKOH OT
30.01.2024 N 1-P3.

KoncynprantlIntoc: npumevanue.

[Tonoxxenns ct. 19 (B pen. @3 ot 30.01.2024 N 1-®3), kacaromuecs NpeaoCTaBIEHUS rOC. YCIyT IIpH
oOpallleHUH JIEKapCTBEHHBIX CPEJCTB /ISl MEIULIMHCKOTO U BETEPUHAPHOTO TPUMEHEHHUS TOCPEACTBOM
€IMHOM CUCTEMBI U (MJIM) €AMHOr0 nopTaina, npuMenstores ¢ 01.01.2026.

Cratbsa 19. lpuHATHME pelleHUs O BblAaye 3KCMEPTHOMY YUYPEXAEHUIO 3aAaHus Ha
npoBefAeHWe 3KCNepTU3bl ieKapCTBEHHOro cpeacTBa

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

1. B Teuenue necstu pabouux IHEH CO JHS MPUHATHA 3asBJICHUS O TOCYAapCTBEHHON PErUCTpaIiy
JIEKapCTBEHHOI'0 IIpernapara WIM 3asBJIECHUS O IPU3HAHUM JIEKAPCTBEHHOro Ipernapara OpQaHHBIM
JICKQpCTBEHHBIM  TpenapaToM  COOTBETCTBYIOIIMH  YIOJIHOMOYEHHBIH  (elepasbHbIi  opraH
UCIIOJHUTEJIBHOM BJIACTHU MPOBOJIUT MPOBEPKY MOJHOTHI, TOCTOBEPHOCTH M NMPABHIBHOCTH O()OPMIICHUS
IIPEICTABICHHBIX JOKYMEHTOB PErMCTPAllMOHHOIO JOChE Ha JIEKAPCTBEHHBIM Ipernapar U NPUHUMAET
pEIlIeHNE O BbIAAYE 3aaHus HAa IPOBECHUE:!

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

1) skcnepTH3bl JOKYMEHTOB, IPEICTABICHHBIX U OMpPEAETICHUS BO3MOXKHOCTH PaccMaTpHUBaTh
HeKapCTBeHHBIﬁ npenapar ajd MCAUIUHCKOIO MPUMCHCHUSA B Ka4YCCTBC op(baHHoro JICKApCTBCHHOTI'O
npenapara;

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-@3)

KoncynprantlIntoc: npumevanue.
C01.01.2026 n. 2 u. 1 c1. 19 yrpauusaer cuny (D@3 ot 30.01.2024 N 1-D3).

2) SKCHEePTHU3bI JICKAPCTBEHHOTO CPEACTBA B YACTH IKCIIEPTU3bI KAUeCTBa JIEKAPCTBEHHOTO CPEJCTBA
M SKCIICPTU3bI OTHOLICHUSA O)KPI,Z[aeMOﬁ MMOJIb3bl K BO3MOKHOMY PHUCKY HNPUMCHCHHA JICKAPCTBCHHOI'O
npernapara Juisi MEAUIIMHCKOTO MTPHUMEHEHHUS,

3) sKCHepTHU3bl JICKAPCTBEHHOTO CPEACTBA B YACTU SKCIEPTHU3bI KAUYECTBA JICKAPCTBEHHOTO CPEICTBA
U SKCHEePTU3bl OTHOUICHHSI OKUJAEMOW TOJb3bl K BO3MOKHOMY PHCKY NPHMEHEHHS JIEKapCTBEHHOTO
mpenapara I MEIULMHCKOTO IIPUMEHEHUs B IOPAJKE YCKOPEHHOM MpPOLIEAYPhl OKCIEPTHU3BI
JIEKaPCTBEHHBIX CPEJICTB B COOTBETCTBUU CO CTaTheil 26 HacTosero deaepaabHOro 3aK0Ha;

4) »sKcHepTU3bl JIEKapCTBEHHOTO CpPEACTBA B OTHOLIEHUM JIEKAPCTBEHHOIO IIpenapara Ui
BETEPUHAPHOTO IPUMEHEHHUS.

2. YnomHOMOYEHHBIH (enepanbHblii OpraH MCIOJHUTEIHHON BIACTH HAIPaBIsSeT B JIMYHBIHA
KaOMHET 3KCIEPTHOrO YYPESKICHHUS B €IMHOM cHcTeMe MOANMCAHHOE YCUJICHHON KBaIM(pHUIMPOBAaHHON
AJIEKTPOHHO! MOANMCHIO 3aJJaHUE Ha IPOBEAEHHUE 3KCIEPTU3, MPEAYCMOTPEHHBIX YacThio | HacTosmien
CTaTbd, B JIMYHbIM KaOWMHET 3asBUTENs] B €IUHOM CHCTEME - [OJANHUCAHHOE YCHJICHHOH
KBaJIM(UIIMPOBAHHON 3JIEKTPOHHON IMOJAIMUCHIO YBEJOMJICHHE O NMPHUHITOM PEIICHUU O BBbIAAYE 3aJaHUs
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.12.2024)
"06 obpalleHMn NeKapCTBEHHbIX CpeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHenus: 24.01.2025

Ha MPOBEJICHUE IKCIEPTU3, IPEAYCMOTPEHHBIX YacThi0 1 HAcTOsIEH CTaThy, U B CIy4ae HEOOXOAUMOCTH
0 BblIaue paspemieHus Ha BBO3 B Poccuiickyro ®Denepanuio KOHKPETHOM IIApTHM, CEPUH
3apETUCTPUPOBAHHBIX W (MJIM) HE3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB WIM 00 OTKase B
IIPOBEJIEHUH TAKUX IKCIIEPTHU3 C YKa3aHUEM IIPUUMH OTKa3a.

(dactb 2 B pen. Deaepanbroro 3akoHa ot 30.01.2024 N 1-D3)

3. B ciyudae BBIBICHHS OTCYTCTBHS WJIM HEIOCTOBEPHOCTH WH(OpMALMHU, COAEp)Kalleics B
MIPE/ICTABICHHBIX 3asBUTENIEM JOKYMEHTaX, YIOJIHOMOUYEHHBIH (enepaabHblii OpraH HCIOJHUTEIBHON
BJIACTH HANPABISET 3asIBUTENIO MOCPEACTBOM €IUHOTO TOpTalla UM B €ro JUYHBIM KaOWHET B €IUHOU
cucteMe 3ampoc 00 YTOYHEHHH 3TOW WH(OpManuu, MOAMUCAHHBIA YCHUJICHHON KBaIU(DHUITUPOBAHHON
AJIEKTPOHHON MOJIKCHIO (Jajiee - 3ampoc YMOJTHOMOYEHHOTO (elepalbHOro OpraHa HCIOJIHUTETbHON
BJIACTH).

(uactsb 3 B pen. enepanpHoro 3akona ot 30.01.2024 N 1-D3)

4. 3asBuTeNb 0053aH HANPABUTH TTOCPEICTBOM €MHOTO TTOpTajia B YIIOJTHOMOUYEHHBIN (dhenepanbHbIN
OpraH HCHOJHHUTEIbHOM BIACTH WIM B JIMYHBIA KaOWMHET YMOJHOMOYEHHOTO (heaepalbHOro OopraHa
WCTIOTHUTEIPHOW BJIACTH B €IMHOW CHUCTEME TIIOJNMCAHHBIA YCHJICHHONW KBaJTU(UIIMPOBAHHOMN
3JIEKTPOHHON TOAMMCHI0 OTBET Ha 3alpPOC YHMOJIHOMOYEHHOTO (helepalbHOrO0 OpraHa HCIOJIHUTEIbHON
BJIACTH B CPOK, HE MPEBBIMIAIOIMUN JEBSIHOCTA pabouux JHEH cOo JHS MOJTY4YEHHsS! YHOJTHOMOYEHHBIM
(bellepaJIBHBIM OpraHom HUCIOJIHUTEIBHOM BIAaCTHU SJICKTPOHHOI'O0 YBCAOMJICHUS O IMMOJTYYCHUU 3aABUTCIICM
naHHoro 3ampoca. Cpok, yKa3aHHBIM B 4acTU | HACTOSIIEH CTaTbHM, MNPUOCTAHABIMBAETCA CO JIHS
HaIlpaBJICHUA MMOCPCIACTBOM CAUHOTO IOpTajla WA B JINYHBIN KaGI/IHeT 3asdBUTCIIA B CHHHOﬁ CUCTEMC
3arnpoca YMOJIHOMOYEHHOTO (eiepalibHOT0 OpraHa HCIOJIHUTEIbHOM BJIACTH 1O JHS HAaNpaBiICHUS
3asABUTCIICM NTOCPCACTBOM CAWMHOTO IOpTAJa UK B JINYHBIN KaGI/IHeT YHOOJHOMOYCHHOTO q)e;[epanbﬂoro
OpraHa UCIOJIHUTEIbLHOM BJIACTH B €UHOW CUCTEME OTBETA.

(uactsb 4 B pen. enepanpHoro 3akona ot 30.01.2024 N 1-®3)

5. OcHOBaHUEM [IJI OTKa3a B OPraHM3allMu 3KCIEPTHU3, MPEAYCMOTPEHHBIX YacThio | HacTosien
CTaTbH, SABJIACTCA MNPCACTABICHUC HCOGXOI[I/IMBIX AJie OpOBCACHUA TMPCAYCMOTPCHHBIX OSKCIICPTU3
JOKYMEHTOB B HETIOJIHOM O00bEeMEe WIIM HENpPEJCTaBICHHUE 3asBUTENIEM B YCTAHOBJICHHBIA CPOK OTBETa Ha
3ampoc yMOJTHOMOYEHHOTO (eepalbHOTO OpraHa HMCIOJTHUTEIBLHOW BIACTH, a TAaKXKe MPEICTaBICHHE
JIOKYMEHTOB, HE COJIEPKalllX NCUYEPIBIBAIOIIETO MePeuHs HEOOXOJUMBIX CBEICHUH.

6. Ilpu oTkase B OopraHu3alUu 3KCHEPTU3bI, IPEIYCMOTPEHHON MyHKTOM 4 yacTu | HacTrosiuen
CTaTbH, JOKYMEHTHI, BXOJSIINE B COCTaB PErMCTPAI[MOHHOTO JO0ChE Ha JIEKAPCTBEHHBIN Mpernapar Jis
BETEPUHAPHOTO NPUMEHEHHs, MOTYT OBITh BO3BpAIICHBI 3asBUTENI0O HAa OCHOBAaHMHM €ro 3ampoca,
MOJANUCAHHOTO  YCHJIEHHOM KBaJU(UUUPOBAHHON SJEKTPOHHOW TOANUCHI0O UM HAMPABIEHHOTO
MOCPEJICTBOM €IMHOI0 TMOpTajia B YIOJTHOMOUYEHHBIN (hefiepabHbIi OpraH MCIOJHUTEIBHON BIACTH WU
JUYHBINA KaOMHET YIOJIHOMOYEHHOTO (eiepalIbHOr0 OpraHa UCIOJIHUTENbHOM BIaCTH B €IMHOM CHCTEME,
B TEUCHHME TPUALATH pabouyux AHEH cO ITHS MPHHATUS YHOJHOMOYEHHBIM (hefepaibHbIM OpPraHoM
WCTIOTHUTEIPHOW BJIACTH PEHICHHS 00 OTKa3e B OpraHU3AIMM TaKOW IKCIEPTHU3BL. Y IMOTHOMOYEHHBIN
(benepanbHBIN OPraH UCIIOJHUTEILHON BIACTH BO3BPAILACT 3asIBUTEIIO YKa3aHHbIE JOKYMEHTHI B TE€UEHUE
JecsTh paboumx AHEH CO JTHS MOJyYEHHUsI COOTBETCTBYIOILETO 3alIpoca 3asBUTENS.

(uactp 6 BBeneHa DenepanbHbiM 3akoHOM OT 02.08.2019 N 297-03; B pen. @enepaibHOTO 3aKOHA OT
30.01.2024 N 1-®3)

Koncynprantllntoc: npumedanue.
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[Tonoxxenns ct. 20 (B pen. @3 ot 30.01.2024 N 1-®3), kacaromuecs NpeaOCTaBIEHUS rOC. YCIyT IpH
oOpallleHuu JIeKapCTBEHHBIX CPEACTB [UJIsi MEAMIIMHCKOTO TNPUMEHEHHUS IOCPEACTBOM EIMHOU
cucreMsbl, npumensitores ¢ 01.01.2026.

Cratba 20. 3kcnepTv3a [OKYMEHTOB, nMpeAcCTaBfieHHbIX AN onpeaeneHusi
BO3MOXHOCTU paccMaTpuMBaTb JleKapCTBEHHbIM npenapat Ans  MeaUuUUHCKOro
npMMeHeHUs B KayecTBe opdhaHHOro nekapcTBEHHOro npenapara

(B pen. ®enepansuoro 3akoHa ot 30.01.2024 N 1-D3)

1. Ilpouenypa ompeneneHusi BO3MOXXHOCTH paccMaTpUBaTh JICKAPCTBEHHBIM Tpemapar ist
MEAUIIMHCKOTO MPUMEHEHHUS B KauecTBE Op(haHHOTO JIEKAPCTBEHHOTO IMpernapara MOXKET MPOBOIUTHCS
KaK B OTHOILEHUHU JIEKAPCTBEHHOIO Ipemnapara, 3aperucCTpUPOBAHHOTO B COOTBETCTBUU C HACTOSLIUM
(I)ez[epaanHM 3aKOHOM JII/I60 B COOTBCTCTBUMU C AKTAMH, COCTABJIAKOIIUMHU IIPABO COIO?)&, Tak U B
OTHOIICHWH  HE3aperuCTPUPOBAHHOTO  JIGKAPCTBEHHOTO  Iperapara. OJKCHepTh3a JIOKYMEHTOB,
MIPEACTABICHHBIX [UI OIPENENICHUs BO3MOXHOCTH pPACCMATPUBATh JICKAPCTBEHHBIM IIpenapar Juist
MEAMIIMHCKOTO TPUMEHEHHs] B KadecTBe Op(aHHOrO JEKapCTBEHHOIO Ipernapara, COCTaBlIeHUE
KOMHCCHEN HKCIEpTOB 3aKJIIOUEHUS O BO3MOXHOCTH MJIM HEBO3MOXXHOCTH  PacCMaTpPUBATH
JIEKapCTBEHHBIN TMpernapar Juisi METUIMHCKOTO NMPUMEHEHHUs B KayecTBe OP(PaHHOro JEKapCTBEHHOI'O
mpernapara ¥ HampaBJIeHHE B JIMYHBIM KaOWHET YMOJHOMOUYEHHOro (eaepaJbHOro  OpraHa
WCIIOJIHUTENILHON BJIAcTU B €IMHOM cHCcTeMe JaHHOIO 3aKII0YEHUS B (OopMe IIIEKTPOHHOTIO JOKYMEHTa,
MOJIMMCAHHOTO YCUJICHHOW KBaJTU(HUIIMPOBAHHON 3JIEKTPOHHOH MOANUCHIO, OCYIIECTBISIIOTCS B CPOK, HE
MPEeBBIIIAIOIIMKA TpUAATH paboyMX JHEH cO JAHS HampaBieHHs B JIMYHBIM KaOMHET 3KCIEepTHOTrO
YUPEXKACHUSI B €IMHOW CHUCTEME 3a/laHus YIOJIHOMOYEHHOIro (eaepanibHOTO OpraHa MCIOJIHHUTEIbHOM
BJIACTH U CJIEIYIONIMX JOKYMEHTOB U CBEICHHII:

1) 3asBNIEHME O MPU3HAHUM JIEKAPCTBEHHOTO Ipernapara ophaHHBIM JEKapCTBEHHBIM IMPENapaToMm,
COCTaBJIEHHOE 10 (hopMe, YTBEP>KIECHHOM YINOJIHOMOYEHHBIM (eiepabHbIM OpPraHOM HCHOJHHUTEIbHON
BJIACTH, NOJNMCAHHOE YCHUJICHHON KBaTM()PUUMPOBAHHON 3IIEKTPOHHON MOJANKCHIO YIMOJTHOMOUYEHHOTO
IPEJCTaBUTEINS FOPUAMYECKOTO JIMIA, JEHCTBYIOIIEr0 B COOCTBEHHBIX MHTEPECAX MIIM YIIOJIHOMOYEHHOIO
IIPEICTABIATh MHTEPECHI APYTOTr0 IOPUANYECKOTO JINLIA;

2) konwsi JIOKyMEHTa Ha PYCCKOM S3bIKE, 3aBEPEHHOTO0 B YCTAHOBJICHHOM TMOPSAKE H
MOATBCPIKAAOMICTO IMPABOMOYHOCTL 3adBUTCIIA IMOJaBaTh 3adBJICHHUC O MPU3HAHUHN JICKAPCTBCHHOI'O
npenapara ophaHHBIM JICKAPCTBEHHBIM IpenapaToM (TIpu HEOOXOTUMOCTH);

3) obocHoBanue opdaHHOCTH 3a00JIeBaHUs, HE OTHECEHHOTO B COOTBETCTBUU C DenepanbHBIM
3akoHOM OT 21 Hos0pst 2011 roma N 323-d3 "OO6 ocHOBax OXpaHbI 37I0pPOBbs TpakaaH B Poccuiickoit
@eneparuu" k penkuM (opdaHHBIM) 3a00J€BaHMAM, B TOM YHCIE MOApPOOHas HUHQOpMaLus O
IMAarHOCTHKE, MPOQUIAKTUKE WK JICYCHUU TaKoTo 3a00JIeBaHMS,

4) yTBep)KIEHHAas HHCTPYKLUMsS IO MEIUIUHCKOMY IPUMEHEHHUIO JIEKApCTBEHHOI'O IIpenapara,
3apETUCTPUPOBAHHOTO B COOTBETCTBUM ¢ HactosmmM DepepanbHbIM  3aKOHOM, WM  0OOIIas
XapaKTepUCTHKA JICKAPCTBEHHOTO TMpernapara, 3aperucTPUPOBAHHOTO B COOTBETCTBHH C aKTaMH,
coctaBstronuMu mpaBo Coro3a (pu HaTUIHH ),

5) MHCTpyKUHUS 110 MEAULMHCKOMY NPUMEHEHUIO WIM KpaTKas XapaKTEpHUCTHUKA JIEKAPCTBEHHOIO
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npernapara, yTBEp>KICHHbIE B CTpaHE MPOU3BOAUTENS (IIPH HATTMYHH);

6) KONUHM JOKYMEHTOB, 3aBEPEHHBIX B YCTAaHOBJICHHOM IOpPSJAKE M MOATBEPXKIAIOUIMX (aKT
perucTpanuy JIEKapCTBEHHOIO IpenapaTa B HMHOCTPaHHBIX TOCyJapcTBaX B KayecTBe Op(aHHOTrO
JIEKapCTBEHHOTO Mpenaparta (Ipu HaJIHuum);

7) MPOEKT XapaKTEPUCTHKU HE3apErMCTPUPOBAHHOTO JIEKAPCTBEHHOIO IMpernapara, COoAepiKallero
CIIEAyIOIIMEe MHHHMMAaJbHBIE CBEACHHUS O HE3apErHCTPUPOBAHHOM JIGKAPCTBEHHOM  IIperapare
(momyckaeTcs TMpeACTaBlICHUE MPOEKTAa XapaKTEPUCTUKH HE3aperuCTPUPOBAHHOTO JIEKAPCTBEHHOTO
mpernapara, COCTaBIEHHOTO B COOTBETCTBUHU C JIOCTYIHBIMH JaHHBIMHU 110 HMPOBEACHHBIM KIMHUYECKUM
UCCIIEIOBAaHMSM JIEKAPCTBEHHOTO Tpernapara U JOKIMHUYECKUM HCCIEJOBAHUSIM JIEKAPCTBEHHOTO
CpeAcTBa Ha MOMEHT TOJayd 3asBICHHS O TPU3HAHUM JIEKAPCTBEHHOro Ipenapata opgaHHBIM
JIEKapCTBEHHBIM MpernapaTom):

a) HaMMEHOBAaHHWE JIEKAPCTBEHHOro Ipemapara (MEXAyHapOAHOE HENAaTEeHTOBAHHOE, WIH
IpyNIHAPOBOYHOE, MM XUMHUECKOE U TOPrOBOE HAUMEHOBAHMUS);

0) nexapcTBeHHas GopMa C yKa3aHHMEM HAaUMEHOBAHHM M KOJMYECTBEHHOTO COCTaBa JACUCTBYIOIIUX
BEIIECTB U KaUECTBEHHOI'O COCTaBa BCIIOMOTATENIbHBIX BEHIECTB (IIPU HEOOXOUMOCTH KOJINYECTBEHHOIO
COCTaBa BCIIOMOTaTEJbHBIX BELIECTB);

B) (hapMakoguHaAMUKa U (hapMaKOKHMHETHKA;
I‘) MOKa3aHud IJIst HPUMCHCHUSA
1) TPOTHBOIIOKA3aHUSI ISl IPUMEHECHUS;

€) BO3MOXKHBIEC TIOOOYHBIE IEHCTBHS M HEXKEJIATeNIbHBIE PEaKIMK NPH MPUMEHEHUH JEKapCTBEHHOTO
npenapara Iy MEAUIUHCKOrO IPUMEHEHMNS;

)I() HAaUMCHOBAHUSA W aApcCa MPOU3BOACTBCHHBLIX IUIOMIAIO0K IIPOU3IBOAUTCIIA JICKAPCTBCHHOI'O
npernapara;

3) CBeACHHS O pa3paboT4MKe JIEKapCTBEHHOTO CpeACTBa (AepkKaTelie PEerucTParioOHHOTO
YIOCTOBEPEHUS);

8) cBeleHMs O TEKYILEM CTaTyce pa3padOTKU HE3aperuCTPUPOBAHHOTO JIEKAPCTBEHHOTO TpenapaTa,
a TaKKe IJIaH ero pa3paboTKy;

9) 0030pbI JOKIMHUYECKUX MCCIIEOBAHUN JIEKAPCTBEHHBIX CPEJCTB M KIMHUYECKUX MCCIIETOBAHHMA
HE3apErUuCTPUPOBAHHOTO JICKAPCTBEHHOT'O IIPENapara, JOCTYIHbIE Ha JE€Hb 0Ja4 3asBJICHUS;

10) oryeTsl O MNPOBEAEHHBIX AOKIMHUYECKUX HCCIACAOBAHUSAX JIEKAPCTBEHHOTO CpEACTBA U
KJIIMHUYECKUX UCCIIEOBAaHUIX HE3apEruCTPUPOBAHHOTO JIEKAPCTBEHHOT O Iipernapara (IIpyu HaJIUuuun);

11) pexBU3UTHI JOKYMEHTA, MOATBEPKAAIOIIETO YIUIaTy FOCYAApCTBEHHOM MOIIJINHBI.

2.B ClIydac HECAOCTATOYHOCTHU MPECACTABJICHHBIX MAaTCPpUaIOB B HECIAX MPOBCACHUA SKCIICPTU3BI AJIA
OIMPCACIICHUA BO3MOXHOCTU pacCMAaTpHUBATDh HeKapCTBeHHBIﬁ npenapar it MCAUIIUHCKOTIO NPpUMCHCHU A
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B KayecTBe Op(PaHHOIO JIEKAPCTBEHHOTO MperapaTa SKCIEPTHOE YUPEkKJACHHE HANpPaBiseT B JIUYHBIM
Ka6I/IHeT 3asdBUTCIIA B GI[I/IHOﬁ CUCTCMC 3aIllpoC O TMpPCACTABJICHUU HCOGXOI[I/IMBIX MaTcpuraioB,
MOJANUCAHHBIA  pyKoBoAuTeNeM  (YIOJHOMOYEHHBIM  JIMIIOM)  JKCHEPTHOTO  YUPEXKICHUS  C
UCTOJb30BAHUEM YCWJIEHHOW KBaJM(HUIMPOBAHHOW AJIEKTPOHHOM TOAMMCU. 3asBUTENb 00s3aH
HaIlPaBUTh B JIMYHBIN KaOWHET SKCIIEPTHOTO YUPEKIACHHUS B €IUHON CHUCTEME MOAMMCAHHBIA YCHUICHHOMN
KBaJTM(UIIMPOBAHHON AJIEKTPOHHOM MOAMKCKHIO OTBET HA 3alIPOC B CPOK, HE MPEBBIIIAIONIINI IECTUACCATH
pabounx qHEH CO THS MONYYEHUS SKCIEPTHBIM YUPEXKACHUEM 3JIEKTPOHHOTO YBEIOMIICHUS O MOJyYEeHUHU
3asBuTeNeM 3anpoca. Cpok, yKa3aHHBIM B yacTu | HacTosued cTaTbu, NMPUOCTAHABIMBAECTCS CO IHS
HaIpaBJIEHUs 3aBUTENIO B €r0 JIMYHBINA KaOMHET B €MHON CHCTEME 3alpoca IKCHEPTHOTO YUPEKICHHS
A0 OHA HAIpaBJICHUSA 3asABUTCIICM B JINYHBIN Ka6I/IHeT OKCIICPTHOI'0 YYpPCIKIACHUA B CHHHOﬁ CHUCTEMC
OTBETa Ha 3alpoc M HE YUYUTHIBACTCA NMPU HCUYHUCICHUU CPOKA MPOBEACHHUS IKCIEPTU3bI JOKYMEHTOB,
MIPEACTABICHHBIX [UI OIPENEICHUs BO3MOXHOCTH pPACCMATPUBATh JICKAPCTBEHHBIM IIpenapar Juist
MEAUIIMHCKOTO MPUMEHEHHSI B KauecTBe op(haHHOTO JIEKApCTBEHHOIO MperapaTa.

3. B cpok, HE MpEeBBIIAIONUN MATH pabouux THEH co JHS HampaBieHHUS B JIMYHBIN KaOWHET
YIOJIHOMOYEHHOT0 (hefiepalbHOro OpraHa MCIOJHUTEIbHOM BJIACTH B €IMHOW CHCTEME 3aKJIIOUCHMS,
YKa3aHHOTO B 4acTH | HAcTOSIIEH CTaThbu, YNOJIHOMOYEHHBIH (eaepanbHbIii OpraH HMCHOIHUTEIbHOM
BJIACTH OCYILECTBISET OLECHKY 3aKIYECHHS Ul ONPEACICHUS €ro COOTBETCTBHA 3aJaHHUIO Ha
MPOBE/ICHUE SKCIIEPTU3bI U HANpPaBIAET B JUYHBIA KaOMHET 3asiBUTENS B €AMHOM CUCTEME MOANKUCAHHOE
YCUJICHHOW KBaJTM(DHUIIMPOBAHHOW 3JIEKTPOHHOU TMOAMKMCHIO YBEIOMIICHHE O pe3yjbTaTax MPOBEICHHOM
SKCHEPTHU3bI C MPUIIOKEHUEM KOMUHU HKCHEPTHOTO 3aKIIIOYCHHS (C COXpaHEHHEM KOH(UICHIUAILHOCTH
uHpOpMallUd O COCTaBE KOMHUCCHM 3KCIEPTOB) MU BO3MOXKHOCTH WJIM HEBO3MOXHOCTH paccMaTpUBaTh
JICKapCTBEHHBIN Ipenapar A MEIUIIMHCKOTO NMPUMEHEHUs B KauecTBe Op(aHHOIO JIEKAPCTBEHHOTO
mpernapara.

Cratbsa 21. YTpatuna cuny ¢ 1 ceHtabpsa 2024 ropa. - PeaepanbHbIN 3aKOH OT
30.01.2024 N 1-3.

CraTtbsa 22. YTpatuna cuny ¢ 1 nrona 2015 ropa. - PegepanbHbIv 3aKOH oT 22.12.2014
N 429-d3.

Koncynprantlntoc: npumedanue.

[Tonoxxenus ct. 23 (B pen. @3 ot 30.01.2024 N 1-®3), kacaromuecs IpeJOCTaBIEHUS FOC. YCIyT IpU
OOpallleHuu JIEKAPCTBEHHBIX CPEACTB I MEAULMHCKOTO MPUMEHEHHsI TIOCPEACTBOM EIHMHOMN
cuctemsl, npumensitoTesa ¢ 01.01.2026.

Ctatba 23. JKkcnepTusa KayecTBa IleKapCTBEHHOro cpeAcTBa M 3KcnepTusa
OTHOLUEHUSI OXMUAAEMOM NOofb3bl K BO3MOXHOMY PUCKY NMPUMEHEHMUsl NIeKapCTBEHHOro
npenapara ans MeguUMUHCKOro NpuMeHeHus

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

1. DkcnepTu3a KauecTBa JEKApCTBEHHOTO CPEACTBA U 3KCIEPTU3a OTHOLICHUS OKUIAEMOM MOJIb3bI
K BO3MOKHOMY pHUCKY IPHUMEHEHHMs JIEKapCTBEHHOro Ipernapara i MEAUIMHCKOTO MpHUMEHEHUs,
COCTaBJIECHME KOMHUCCHSIMU SKCIEPTOB 3aKIIOUYEHUH IO pe3yjbTaTaM IPOBEIEHHBIX JKCIEPTH3 H
HampaBlIEHUE ATHUX 3aKJIIOYEHHM, MOAMUCAHHBIX YCHJIICHHBIMH KBaTH(QHUIMPOBAHHBIMU AJIEKTPOHHBIMHU

www.consultant.ru CrpaHuua 52 mn3 163
HafeXXHasa npaBoBas noaaepixka



?:)eei'le‘?:;gbivz' 32%'(22}”) ot 12.04.2010 N 61-03 JloKyMeHT npeAocTaBnieH KoHcynbTaHTItoc

"06 obpalleHMn NeKapCTBEHHbIX CpeacTB” Aata coxparenms: 24.01.2025

HOJMHUCSAMH, B JIMYHBIH KaOWHET YHMOJHOMOYEHHOTO (eepalbHOT0 OpraHa MCHOJIHUTEIBHOH BIACTH B
€IMHOW CHUCTEeME OCYLIECTBISIOTCS B CPOK, HE MPEBBILAIONIMNA cTa JecaTh pabouux IHEH co JTHS
HalpaBJCHNs B JIMYHBI KaOMHET SKCHEPTHOTO YUYPESKICHUS B €AWHOW CHCTEME COOTBETCTBYIOIIETO
3aaHusa  YIOJHOMOYCHHOTO (bel[epaHBHOFO opraHa HWCMOJHUTEIBHOM BJIACTH U HGOGXOI[I/IMBIX
JTOKYMEHTOB.

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

KoncynprantlIntoc: npumevanue.

Ilo 3asBnenuto, noganHoMy B Munsapas Poccun no 11.04.2022, npu HEBO3MOXHOCTH NPOBEACHUS
SKCIIEPTU3bl KayecTBa JICKAPCTBEHHBIX CPEICTB B OSKCIEPTHOM YUYPEKICHUH, IOIMYCKaeTcs ee
MIPOBE/ICHUE IOCPEACTBOM JMCTAHIIMOHHOTO B3aUMOJCHUCTBUS, MOPAAOK U (POPMBI KOTOPOTO
OINPENENIAIOTCA SKCIEPTHBIM YUYPEXAEHUEM M0 cornacoBaHuio ¢ 3asgBurensimu (IloctanoBnenue
IIpaButensctBa PO ot 05.04.2022 N 593).

2. B TeuyeHne neBSHOCTA JHEH CO IHS TOJMYYEHUS YHOJTHOMOUYCHHBIM (efepalbHBIM OPraHOM
WCTIOJHUTEJIBHOM BIIACTH YBEJIOMJICHHMS B 3JIEKTPOHHOM (opMe O MOJlyueHHH 3asiBUTEJIEM PEIICHHs O
NPOBEJCHNN 3KCIEPTH3, MPEAYCMOTPEHHBIX YacThi0 | HACTOAMIECH CTaThbH, 3asBUTENb HPEACTABISECT B
HKCHEPTHOE YUPEKACHUE IJIsi MPOBEACHUS SKCHEPTU3bl KAuecTBa JIGKAPCTBEHHOTO CPECTBA 00pa3Iibl
JIEKapCTBEHHOTO TIperapaTta Uil MEAWIMHCKOTO INPHMEHEHUS, MPOM3BEICHHOTO B COOTBETCTBHH C
TpeOOBAHUSAMHU OIBITHO-MPOMBIIIJICHHOTO M (WIM) HPOMBIIIJICHHOTO PErjJaMeHTOB, YTBEP)KICHHBIX
PYKOBOAMTENIEM TPOU3BOIUTENS JIEKAPCTBEHHBIX CPEJCTB, a TAaKXKE B COOTBETCTBYIONIMX CITydasix
00pa3ubl papManeBTUYECKOl cyOCTaHIMU, TECT-IITaMMa MUKPOOPTaHU3MOB, KYJIbTYpPbI KJIIETOK, 00pa3Iibl
BEIIECTB, MPUMEHSAEMBIX U KOHTPOJSI KauyecTBa JIEKAPCTBEHHOTO CPEJCTBA MYyTEM CPaBHEHUS C HUMH
HCCIIEIyeMOT0 JIEKAPCTBEHHOTO CPE/ICTBA, CIENU(UUYECKUE PEeareHThl, HEOOXOAUMBIC Ui MPOBEIACHUS
UCTIBITAaHUH ~ OOpa3loOB  JICKAPCTBEHHBIX  IPENapaToB, B  KOJIWYECTBAX, HEOOXOJMUMBIX IS
BOCIIPOU3BEICHHS] METOJI0B KOHTPOJISI KaueCTBa.

(B pen. @enepansHoro 3akoHa ot 30.01.2024 N 1-D3)

3. Ilpu momydeHuu oOpa3OB JEKAPCTBEHHOTO Ipermapara U (apMaleBTUYECKOH CyOCTaHINH
HKCIIEPTHOE YUPEXKCHNUE HANpaBisieT B JIMYHBINA KaOWHET 3asBUTENS B €IMHOM CHCTEME yBEIOMIICHHE,
MOJTBEPK/IAIoIIee MOJyUYeHNE YKa3aHHbBIX 00pa3loB.

(dactb 3 B pen. DeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4. YxazaHHBIA B 4YaCTH 2 HACTOAILICH CTaTbU CPOK JJIsi TMPEACTABICHUS 3asBUTENIEM O0pa3LoB
JIEKapCTBEHHOI0 TpenapaTa U (hapMaleBTHUECKOM CyOCTaHIIMM HE BKJIOYAETCS B CPOK IPOBEICHMS
9KCIIEPTU3, IPEAYCMOTPEHHBIX YaCThIO | HACTOSAIIEN CTaTbHU.

(dactb 4 B pen. DeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

5. Yrparun cuny. - @eaepanbubiii 3akoH oT 30.01.2024 N 1-03.

KoncynprantlIntoc: npumevanue.

[Tonoxxenns ct. 24 (B pen. @3 ot 30.01.2024 N 1-®3), kacaromuecs OpeJOCTaBIEHUS rOC. YCIyT IpH
oOpallleHuu JIEKapCTBEHHBIX CPEACTB MJII BETEPUHAPHOIO TMPUMEHEHHS] MOCPEACTBOM EIUHOIO
noprana, npumenstores ¢ 01.01.2026.

Ctatbsa 24. JKcnepTu3sa KayecTBa JieKapCTBEHHOro cpeacTBa M 3KcnepTusa
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OTHOLLUEHUS OXWAAEeMOM NOSfib3bl K BO3MOXHOMY PUCKY MPUMEHEHUsI NIeKapCTBEHHOro
npenaparTa Ansi BeTepMHapHOro NnpuMeHeHus

1. DxcnepTu3a KauecTBa JEKAPCTBEHHOI'O CPEACTBA U IKCIEPTHU3a OTHOIICHHS OXKUIAEMOU MOJIb3bI
K BO3MOXKHOMY pPHCKY NPUMEHEHHS JIEKapCTBEHHOTO Ipenapara s BETEPUHAPHOTO NpPHUMEHEHUS,
COCTABJICHHE KOMHUCCHUSIMU SKCIEPTOB 3aKIIOYEHH 10 pe3yibTaTaM yKa3aHHBIX 3KCHEPTH3 U
HalpaBJieHUE TAKUX 3aKIIOYECHUN B AJICKTPOHHOW (opMe B YIIOJTHOMOYCHHBIM (eaepaibHbli OpraH
WCIIOJTHUTEILHON BIIACTH OCYIIECTBIISIIOTCS B CPOK, HE MPEBBIMIAIONINI CTa IeCATH pabodmX THEH CO JHS
MOJIy4E€HUsI OKCIIEPTHBIM  YUPEXKJIEHUEM B JJIEKTPOHHOM QopMme 3aJaHusl  YINOJIHOMOUYEHHOTO
(denepanbHOrO0 OpraHa WCIOJTHUTEIHHOW BJIACTH C JOKYMEHTaMH, yKa3aHHBIMH B 4YacTu 3 craThu 17
HacTosuero denepaabHOrO 3aKOHA.
(B pen. ®enepanbHbix 3akoHOB OT 22.10.2014 N 313-®3, ot 13.07.2015 N 241-®3, ot 30.01.2024 N
1-®3)

2. B Tteuenue Tpuanatd pabodyMxX AHEW CO JHS TOMYYEHUS YHMOITHOMOYECHHBIM (ereparbHbIM
OpPTraHOM HCITOJIHUTEILHON BIACTH YBEJAOMIICHHUS B J3JCKTPOHHOW (OpME O TOIYYECHUH 3asBUTEIIEM
pElIeHUs O TPOBEACHUH YKa3aHHBIX B YacTH | HACTOSMICH CTaThU KCIIEPTH3 3asBUTENb MPEICTABISCT B
AKCHEPTHOE YUPEIKACHUE IJIsi MPOBEACHUS SKCIEPTU3bI KA4yecTBa JIGKAPCTBEHHOTO CPEICTBA 00PAa3Ilbl
JIEKapCTBEHHOTO TMpemapaTta /i BETePUHAPHOTO NPUMEHEHHUsS, MPOU3BEIEHHOTO B COOTBETCTBUHU C
TpeOOBAHUSMHU TEXHOJOTHUYECKUX PETJIAMEHTOB, YTBEPXKICHHBIX PYKOBOIHMTEIEM IPOU3BOAUTEIS
JIEKapCTBEHHBIX CPEJICTB, 4 TaKXKE B COOTBETCTBYIOIIMX CIydasX TECT-IITAMMbl MHKPOOPTaHU3MOB,
KYJbTYpPBl KJETOK, 0Opa3ibl ¢apMarieBTUUeCKOd CyOCTaHIMH, OOpa3Ibl BEIIECTB, NMPUMEHSEMbIC IS
KOHTPOJISI KayecTBa JICKAPCTBEHHOTO CPEJCTBA, B KOJIWYECTBAX, HEOOXOTUMBIX ISl BOCIIPOW3BEICHHUS
METOOB KOHTPOJISI KAueCTBa.

(B pen. @enepanbubix 3ak0HOB 0T 02.08.2019 N 297-®3, ot 30.01.2024 N 1-D3)

3. Ilpu momyueHun O0Opa3IOB JICKAPCTBEHHOTO TMpemapara W QapMareBTUYECKONH CyOCTaHITMHN
HKCHEPTHOE YUPEKICHHUE B JCHb MOJIY4YECHHUs 0Opa3lOoB HANpaBIAET B AJIEKTPOHHON (Qopme 3asBUTEIIO
yBeZOMJICHHE, TOITBEP:KIAIOIIEe MOTYUYeHHE YKa3aHHBIX 00pa31IoB.

(uactsb 3 B pen. enepanpHoro 3akona ot 30.01.2024 N 1-D3)

4. Vka3aHHBI B YacTH 2 HACTOSIIEH CTaThU CPOK JUIsl TPENCTaBICHUS 3asBHUTEIIEM OO0pPa3IoB
JIEKapCTBEHHOTO Mpemnapata ¥ (apMaleBTHUECKON CyOCTaHIIMM HE BKIIIOYAETCS B CPOK IMPOBEICHUS
AKCIIEPTHU3, MPETYCMOTPEHHBIX YaCThI0 | HACTOSIIEH CTaThH.

(uactsb 4 B pen. enepanpHoro 3akona ot 30.01.2024 N 1-D3)

5. Yrparun cuiy. - @eaepanbubiil 3akoH oT 30.01.2024 N 1-®3.

CraTtba 25. [loBTOpPHOE NpoBeAeHUEe IKCNEepPTU3bl NIeKapCTBEHHbIX CPeACTB
(B pen. @exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B cnydasix HemoCTaTOYHOH 0OOCHOBAHHOCTH HJTM HEMOJIHOTHI 3aKIIF0OUEHUSI KOMUCCHH SKCIIEPTOB,
HaJIM4YUs B HEM NPOTUBOPEUYMBBIX NaHHBIX, (anbCU(PHUKAUU BBIBOJIOB SKCIEPTH3bI JIEKAPCTBEHHOTO
CPEICTBa, COKPBITHSI OT YIOJTHOMOYEHHOTO (heepaabHOro OpraHa MCIOJHUTEIBHON BIACTH OCHOBAHMIA
JUIS OTBOJA OJKCIEpTa BCIEACTBHE €ro 3aMHTEPEeCOBAHHOCTH B pe3yjbTaTax COOTBETCTBYIOIIEH
OKCMEPTH3bI, HANUYMS JAHHBIX O TPSIMOM JIMOO KOCBEHHOM BMEIIATEIbCTBE B  IPOIECC
COOTBETCTBYIOIIEH IKCHEPTU3BI JIMIl, HE YYACTBYIOIIMX B €€ MPOBEICHUHU, HO OKa3aBUIMX BIUSHUE HA
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MpOIeCC W Pe3yNIbTaThl €€ MPOBEACHUS, YIIOJIHOMOYCHHBIM (eepaibHbBIM OpPraHOM HCIIOJIHUTEILHOU
BJIACTH HAa3HAYAETCS MOBTOPHAS HKCIIEPTH3a JIEKAPCTBEHHOTO CPENICTBA U (HMJTM) STUYECKAs SKCIIEPTHU3A.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Koncynprantllntoc: npumedanue.

[Tonoxxenus ct. 25 (B pen. @3 ot 30.01.2024 N 1-®3), kacaromuecs IpeJoCTaBIECHUS FOC. YCIyT IpU
00paIleHNH JIEKAPCTBEHHBIX CPEJICTB JUIsI MEAMIIMHCKOTO U BETEpUHAPHOTO PUMEHEHHUS TIOCPEICTBOM
€IMHOM CHCTEeMBI U (WJIM) €AMHOro nopTaina, npuMenstores ¢ 01.01.2026.

2. IloBTOpHAsA 3KCHEpTU3a JIEKAPCTBEHHOTO CPEACTBA MPOBOJUTCA C YUYETOM pPE3yJIbTaTOB paHee
MIPOBEJICHHOM JKCIEPTU3bl B CPOK, YCTAHOBJIEHHBIM YIOJHOMOYEHHBIM (perepalbHbIM OpraHoOM
WCTIOJTHUTEJIBHOM BJIACTH M HE MPEBBIIIAIOIINN TPUAIATH pabOYUX THEH CO JHS MOJTYYEHHUS SKCIEPTHBIM
yupeXJIeHHEM B JINYHOM KaOWHETe B €IMHOM cHCTeMe 3aJjaHHs Ha MPOBEJIECHHUE OBTOPHON IKCHEPTU3BI
JICKapCTBEHHOT'O CPEJICTBA, TOAMMCAHHOTO YCHJICHHON KBAIM(UIIMPOBAHHON JIEKTPOHHON TOHCHIO.

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-@3, ot 30.01.2024 N 1-D3)

3. ®unaHcoBoe oOecleYeHUE BBIMOJHEHUS 33JaHUs HA MPOBEACHUE TOBTOPHON HKCHEPTH3BI
JIEKapCTBEHHOI'O CPEJICTBA HE OCYILECTBIISAETCS.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

KoncynprantlIntoc: mpumevanue.
C 01.01.2026 ct. 26 He pacmpocTpaHseTcs Ha MPABOOTHOIICHHUS, BO3HHKAIOIIME IMPH OOpaIICHUU
JIEKapCTBEHHBIX CPeNCTB M1t MeauimHckoro mpuMenenust (O3 ot 30.01.2024 N 1-D3).

CraTtbAa 26. YckopeHHas npoueaypa 3KCnepTu3sbl NIeKapCTBEHHbIX CPeAcTB

1. YckopeHHas mnpouenypa S3KCIEPTH3bl JIEKApCTBEHHBIX CPEACTB B IENAX TIOCYAAPCTBEHHOU
perucTpanyy JIEKapCTBEHHBIX IpENapaToB IPHUMEHSETCSs B OTHOLIEHUH OpQaHHBIX JIEKapCTBEHHBIX
[IpenaparoB, IEPBLIX TPEX JIEKAPCTBEHHBIX IIPEnaparoB, perucrtpupyeMsix B Pocculickon denepanuu B
KAa4eCTBE BOCIPOM3BEICHHBIX JICKAPCTBEHHBIX IIPENApaToB, OYEPEIHOCTb KOTOPBIX ONpPENENsIeTCS B
COOTBETCTBMM C HOMEpPOM U JaTOM BXOINAINMX 3asBICHUNM O TOCYJAapCTBEHHOM pPETUCTPALUU
JIEKapCTBCHHBIX IIPENaparoB B paMKaxX OAHOIO MEXAYHapOJHOTO HEMATEHTOBAHHOIO HAMMEHOBAHUS
JIEKAPCTBEHHOI'0 IIpelapara WiId TPYHIHPOBOYHOIO HAMMEHOBAHUSA JICKAPCTBEHHOIO IIperapara,
JIEKapCTBCHHBIX IPENaparoB Ul BETCPUHAPHOIO IPUMEHECHMs, NPEAHA3HAYCHHBIX [UIS JICYCHUS
JOMAIIIHUX KUBOTHBIX, onpeseneHHbIX DenepanbHbiM 3akoHOM 0T 27 nexadpst 2018 rona N 498-03 "O6
OTBETCTBEHHOM OOpAILIEHUH C KUBOTHBIMH U O BHECEHUHM M3MEHEHHH B OT/AEIbHBIC 3aKOHOJATEIbHbIE
akTel Poccuiickoit denepaunn", U 3aperucTpUpOBaHHBIX B KAUECTBE JIEKAPCTBEHHBIX IPENapaToB IS
MEIMIMHCKOTO IPUMEHEHHUS, W JIEKApCTBEHHBIX IPENaparoB, MPEIHA3HAYEHHBIX HCKIIOUUTEIBHO JUIS
IIPUMEHEHHUs] HECOBEPLICHHOJIIETHUMHU I'PaKIaHAMH.

(B pen. PenepanbHbIX 3akoHOB oT 22.12.2014 N 429-@3, ot 13.07.2015 N 241-®3, or 28.04.2023 N
171-®3)

2. VYckopeHHas mpoueaypa HKCIEpTU3bl JIEKAPCTBEHHBIX CPEACTB B LENAX TOCYIapCTBEHHOH
perucTpanyy JeKapCTBEHHBIX NIPENApaToOB HE IPUMEHSETCS B OTHOLIEHUH:

1) 6uoanaioroBsIx (OMOMOAOOHBIX) JIEKAPCTBEHHBIX MpenapaToB (0MOaHAIOTOB);
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2) pedepeHTHBIX JIEKapCTBEHHBIX TMPENapaToB (3a HUCKIOYCHHEM OpGaHHBIX JIEKapCTBEHHBIX
IIpENnapaToB);

KoncynprantlIntoc: npumevanue.

Jo 31.12.2025 poccuicCKUM NPOU3BOAMTENSAM JIEKAPCTBEHHBIX IIPENApPATOB MAJIi BETEPUHAPHOIO
IIPUMEHEHMsI pa3pellieHo MOAABATh PErMCTPAlMOHHOE J10Che M0 YCKOPEHHOH mpoueaype 0e3 yuera
tpeboBanuii 1. 3 u. 2 c1. 26 (Ilocranosnenue [IpaBurenscra PO ot 12.03.2022 N 353).

3) BOCHpPOM3BEIEHHBIX JIEKAPCTBEHHBIX IMpernapaToB (3a HMCKIOYEHHEM TIEpPBBIX  Tpex
peructpupyeMbix B Poccuiickoit @enepauur B Ka4eCTBE BOCIHPOM3BEIACHHBIX JIEKAPCTBEHHBIX
MpenapaTtoB M JIEKapCTBEHHBIX IIPENapaToB, MNPEJHA3HAYECHHBIX HCKIIOUUTEIBHO I INPUMEHEHHUS
HECOBEPIICHHOJETHUMH Tpa)kAaHaMHu, a TaKkXKe JIEKapCTBEHHBIX MPENapaToB, MPEIHA3ZHAUYCHHBIX IS
JIeYCHUST JOMAIIHUX XKUBOTHBIX, ONpeneneHHbIXx denepaabHbM 3akoHOM OT 27 aexkadpst 2018 roma N
498-®3 "OO OTBETCTBEHHOM OOpAIICHHH C >KUBOTHBIMH U O BHECEHWHM HW3MEHEHUU B OTICNbHBIC
3aKOHOJaTeNbHble akThl Poccuiickoit @enepaunn’, U 3aperucCTPUPOBAHHBIX B KAYECTBE JIEKAPCTBEHHBIX
MpenaparoB JJIsi MEAUIIMHCKOTO PUMEHEHHUS);

(B pen. @enepanbHoro 3akoHa ot 28.04.2023 N 171-D3)

4) HOBBIX KOMOWHAIIMI 3apETUCTPUPOBAHHBIX paHee JEKapCTBEHHBIX MTPENapaTos.;

5) IeKkapCTBEHHBIX MpEnaparoB, 3aperUCTPUPOBAHHBIX paHEe, HO NPOU3BEIEHHBIX B JIPYIHX
JIEKapCTBEHHBIX (hopMax B COOTBETCTBUU C MEpPEYHEM HAUMEHOBAHH JIEKapCTBEHHBIX ()OPM M B HOBOU
NO3UPOBKE;

6) JeKapCTBEHHBIX MPENapaToB Ui MEIUIIMHCKOTO MPUMEHEHUs, TOCyIapCTBEHHAs] PETrUCTpaius
KOTOPBIX OTMEHEHA, MPH MX PErucTpaly B KayecTBE JICKAPCTBEHHBIX IMPENapaToB JJisl BETEPUHAPHOTO
IPUMEHEHHUS.

(. 6 BBennen denepanbHBIM 3aKOHOM OT 28.04.2023 N 171-D3)
(uactsb 2 B pen. enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. VYckopeHHas mpoueaypa 3KCHEpPTHU3bl JICKAPCTBEHHBIX CPEICTB MPOBOJUTCS IO PELICHUIO
COOTBETCTBYIOILIETO YIOJIHOMOYEHHOTO (heAepabHOTO OpraHa MCHOJHUTEIBHOM BJIACTH Ha OCHOBAHUH
3asBJICHUS 3asBUTENS B CPOK, HE NMPEBBIMIAIONINN BOChbMUAECATH pabounx nHel. IIpu 3Tom skcneprusa
JOKYMEHTOB, COAEpXKAIUXCSI B PETMCTPAllMOHHOM JOChE Ha JIEKApPCTBEHHBIM IpernapaT, MPOBOJUTCS B
CPOK, HE MNpPEBBINIAIOMMI OecsITH pabodMx JHEH, HKCIepTH3a KayecTBa JIEKAPCTBEHHOIO CPEACTBA U
9KCIIEPTH3a OTHOIIEHMSI OXHAAEMOH IOJIb3bl K BO3MOXKHOMY PHUCKY IHPUMEHEHMs JIEKapCTBEHHOTO
npernapara NpoBOAATCS B CPOK, HE MPEBBIIAIONIUH ECTUAECATH pabOUUX THEH.

(uactsb 3 B pen. enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3.1. YTparun cuny. - ®enepanbubliii 3akoH oT 30.01.2024 N 1-D3.
4. VYckopeHHas Ipoleaypa 3KCIEpPTU3bl JIEKaPCTBEHHBIX CPEJICTB MPOBOAUTCS B TMOPSIKE,
yCcTaHOBJIEHHOM cTtatbsiMu 17, 19, 20, 23 u 24 nactosimiero denepanbHOr0 3aKOHA, U HE O3HAYaET

CHIDKEHHsI TpeOOBaHUH K 0€30MacHOCTH, KauecTBY M 3()(hEKTUBHOCTH JIEKAPCTBEHHBIX MTPETIAapaTOB.
(B pen. @enepansuoro 3axkoHa ot 30.01.2024 N 1-D3)

CtaTtbs 27. PeweHune o rocyaapCTBEHHOMW perucTpaumm nekapcTBeHHOro npenapara
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1. B cpok, He MpEeBBILAIOMIMNA JIECATH pabouuX AHEH CO IHS MOTYYEHUS 3aKJIIOUYCHUNH KOMHUCCHH
JKCIEPTOB IO pe3yJIbTaTaM JKCIEPTU3bl KaueCTBa JIEKAPCTBEHHOI'O CPEJICTBA U SKCIEPTU3bl OTHOIIECHUS
OKUJAaEMOH IOJIb3bI K BO3MOXXHOMY PUCKY IPUMEHEHUS JIEKApCTBEHHOI'O Mpenapara, COOTBETCTBYHOIIMN
YIIOJTHOMOYCHHBIN (peiepanbHbIil OpraH UCTIOTHUTEIHPHOU BIIACTH:

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

KoncynprantlIntoc: npumevanue.

[Tonoxxenns ct. 27 (B pen. @3 ot 30.01.2024 N 1-®3), kacaromuecs IpeaoCTaBIEHUS rOC. YCIyT IpH
oOpallleHUH JIEKapCTBEHHBIX CPEJCTB /ISl MEIULIUHCKOTO U BETEPUHAPHOTO TPUMEHEHHUS TOCPEACTBOM
€IMHOM CUCTEMBI U (MJIM) €AMHOr0 nopTaia, npuMenstores ¢ 01.01.2026.

1) ocymiecTBISIET OICHKY 3aKIFOUEHHH KOMHCCHUHM AKCIEPTOB ISl OINPENEICHUS COOTBETCTBUS
3aJJaHUIO HA TIPOBEACHHUE ATUX IKCIIEPTH3;
(n. 1 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

2) NMpUHUMAET pEIIeHHE O TOCYNApPCTBEHHON PErucTpaluy JEKapCTBEHHOTO Ipernapara Win 00
OTKa3€ B TOCYJJapCTBEHHOI perucTpanum JeKapCTBEHHOTO Mpenapara;

3) BHOCUT MpU NMPUHATUU PEUICHUSI O TOCYAapCTBEHHOM perucTpaluu JeKapCcTBEHHOIO IMpernapara
JAHHBIE O 3apErUCTPUPOBAHHOM JICKAPCTBEHHOM IIpermapare, B TOM dYHCiIe O ¢apMaIreBTHIEeCKOM
CyOCTaHIIMM, BXOJSIIEH B COCTAaB JIGKAPCTBEHHOTO IIpemapaTa, B TOCYAAPCTBEHHBI pPEecTp
JICKapCTBEHHBIX CPEJACTB M BBIIAECT 3aABUTEII0 PETUCTPALIMOHHOE YJIOCTOBEPEHUE JIEKAPCTBEHHOTO
mpermapaTa MyTeM HamnpaBlieHUS 3asABUTENIO MOCPEJCTBOM EJIMHOTO MOPTalia WU B JIMYHBIA KaOWHET
3asBUTENS] B €IMHOW CHCTEME BBINMCKH M3 TOCYJIApCTBEHHOIO peecTpa JIEKAPCTBEHHBIX CPEJICTB,
MONMCAHHOW YCUJICHHOW KBaTH(PUIIMPOBAHHOM IEKTPOHHON MOMHUCKI0, (hOpMa KOTOPOH yTBEPKIACTCS
YIIOJTHOMOYEHHBIM (he/iepaibHbIM OpPTraHOM HCIIOJHUTEIBLHOW BIIACTH, COTJIACOBAHHBIC HOPMATHUBHYIO
JOKYMEHTAIMI0, HOPMATUBHBIN JTOKYMEHT, HHCTPYKIMIO 110 TPUMEHEHHUIO JIEKAPCTBEHHOTO TperapaTa 1
MaKeThl TIEPBUYHON YIAKOBKH M BTOPUYIHOM (ITOTPEOUTETHCKOM) YIIAKOBKH C YKa3aHWEM Ha HUX HOMEpa
PErUCTPALIMOHHOTO YJIOCTOBEPEHMsI JIEKapCTBEHHOrO0 Tpemapara H JaThl €ro roCyJapCTBEHHOMH
peruCTpalli¥l WJIM B CJIydae TPUHATHS peEmieHus o0 OTKa3e B TOCYJapCTBEHHOW perucTparuu
JIEKApCTBEHHOT'0 TIpernapara HAMpaBie€T 3asBUTENI0 MOCPEICTBOM E€IWHOIO MOpTajlia WA B JIMYHBIN
KaOWHET 3asBUTENS B €AMHOW CHCTEME yBEJOMJICHHE 00 3TOM C YKa3aHMEM IPHYHMH TaKOTro OTKasza. 3a
BbIJ]a4y PETUCTPALMOHHOTO YJIOCTOBEPEHHS JICKAPCTBEHHOTO Mpernapara B3WMAETCS TOCYJapCTBEHHAs
MOIIJIMHA B COOTBETCTBUHU C 3aKOHO1aTeILCTBOM Poccuiickoit denepanuu o0 Hajgorax u coopax.

(B pen. @enepanbHbix 3aKOHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N 1-D3)

2. OcHoBaHMEM [Ji OTKa3a B TOCYJIapCTBEHHOW PErMCTpallMM JIEKAPCTBEHHOI'O Mpemnapara s
MEIULUHCKOTO  NPUMEHEHUS  SBISETCS  3aK/IIOUYEHHE  COOTBETCTBYIOLIETO  YIOJHOMOUYEHHOTO
(dbenepalbHOTO oOpraHa HCIIOJHUTEIBHOW BJIACTH O TOM, 4YTO KadecTBO U (wiu) 3(PEeKTHBHOCTH
PETUCTPUPYEMOTO JIEKAPCTBEHHOTO TMperaparta s MEAWIIMHCKOTO TMPUMEHEHHS HE IOIATBEPKICHBI
MOJIyYEHHBIMH JAHHBIMH WJIM YTO PUCK MPUYMHEHMsI Bpela 3/J0pPOBbI0 YeJOBEKa BCJEICTBHUE NpHeMa
JEKapCTBEHHOTO TMpernapara MJii MEIUIIMHCKOTO TPUMEHEHUS TMpeBbIMAaeT 3PQPEKTUBHOCTh €ro
MIPUMEHEHHS.

(uactsb 2 B pen. @enepanbroro 3akoHa oT 04.06.2018 N 140-D3)

3. TloBTOpHOE mTpenCTaBICHHE B COOTBETCTBYIOIIMN YIOJHOMOYCHHBIH (enepanbHbIi opraH
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WCTIOJTHUTEIEHOW BJIACTH JICKAPCTBEHHOTO IMIperapara, B OTHONICHHHM KOTOPOTO TIOJIYYEeH OTKa3 B
FOCYI[apCTBeHHOﬁ peructpanvu 1 KOTOpBIﬁ BIIOCJICACTBUU MOABEPTCA UBMCHCHHIO B 4aCTHU €TO COCTAaBa,
paccMaTpuBaeTCs Kak IPEICTaBICHHE HOBOTO JIEKAPCTBEHHOTO Tperapara Ha ero rocylapCTBEHHYIO
PErucCTpainro HE3aBUCUMO OT COXPAHCHUS €ro ICPBUIHOTO HAMMCHOBAHU .

(dactb 3 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4. Ilpu npenocTaBlI€HMM 3asBUTENEM B COCTABE PETUCTPALMOHHOTO JOChE HAa JIEKApCTBEHHBIN
npernapar Juisi BETEPHHAPHOTO MPUMEHEHHsI KOTIMU PEIICHUsS] YIIOJHOMOYEHHOTO (eepaabHOro opraHa
HUCIOJIHUTEILHOU BIJIACTH O MNPOBCACHUN HMHCICKTUPOBAHHA MPOU3BOAUTCIIA JICKAPCTBCHHLIX CPCIACTB
CPOK TIPHHSATHS PEUICHHS O TOCYJApCTBEHHON pErHCTpaluy JICKapCTBEHHOTO Tperaparta st
BCTCPUHAPHOI'O MPUMCHCHUSA MTPHUOCTAHABIIMBACTCA CO JHS IOJYUCHUSA 321KJIIO‘-I€HHI>1, YKa3aHHbIX B 4aCTU
1 Hacrosmiel cTaThH, O IHS TPUHITHS YIIOJTHOMOYEHHBIM (heliepalbHbIM OPTaHOM HCIIOJIHUTEILHON
BJIaCTU PCHICHHUA O BbLAAYC HIIN 06 OTKa3¢ B BbLLJAYC 3aKIIIOYCHUA O COOTBCTCTBUH IMPOU3BOAUTCIIA
JICKaQpCTBEHHBIX CPEIICTB TPEOOBAHUSAM TPABUII HAJUICKAIICH MPOU3BOJICTBEHHON MPAKTHUKHU, HO HE Ooee
94eM Ha CTO BOCEMBJECSIT PabounX JTHEH.

(dactb 4 BBeneHa denepanbHbIM 3aKk0HOM OT 04.06.2018 N 140-D3)

5. OcHOBaHMEM nJisi OTKa3a B TOCYAapCTBEHHOM pErucTpaluy JICKapCTBEHHOTO mpemnapara s
BETEPUHAPHOTO NPUMEHEHUs SBISETCA 3aKII0YEHHE YIOJIHOMOYEHHOro (QenepalibHOro opraHa
UCIIOJIHUTEIBHOM BJIACTH O TOM, 4YTO KadecTBO MW (W) 3(G(EKTHBHOCTH PETUCTPUPYEMOTO
JIEKAPCTBEHHOI'0 Tpernapara Uil BETEPUHAPHOIO NPUMEHEHUs HE MOATBEPKACHBI IOTyYEHHBIMU
JAHHBIMHU WJIM YTO PUCK NMPUYMHEHUS BpeAa 310POBbIO )KMBOTHOTO BCJIEJACTBUE MpHEMa JIEKAPCTBEHHOTO
mpernapaTa A BETEPUHAPHOTO MPUMEHEHHUs TMpeBbIaeT 3(PGEeKTUBHOCTh €ro MPUMEHEHMs, OTKa3
YIOJHOMOYEHHOTO (pelepaqbHOr0 OpraHa WCIOJHUTENBHOW BIACTH B BbIJaue 3aKIIOUEHUS O
COOTBETCTBUM  MPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB  TpeOOBaHUSAM MpaBWJI  HaJUIeKallen
MPOU3BOACTBEHHOM MPAKTUKKA JUIl KaXJOW MPOU3BOACTBEHHOM IUIOIIAJKH PETHCTPUPYEMOTO
JIEKAPCTBEHHOI'0 Ipenapara Julsli BETEPUHAPHOIO NPUMEHEHUs B Clydae, €CIM IPOU3BOJACTBO
JIEKApCTBEHHOT'0 TMpemnapaTra il BETEPUHAPHOrO MPUMEHEHMsI OCYILECTBIACTCS 3a Ipeaenamu
Poccuiickoit @eneparuu, uiam OTCyTCTBHE TAKOTO 3aKJIFOUEHUS.

(uactb 5 BBeneHa denepanbHbiM 3aKkoHOM 0T 04.06.2018 N 140-D3)

KoncynprantlIntoc: npumevanue.
O nopsake M CpoKax OINpEAeNeHUs B3aMMO3aMEHSEMOCTH JIEKApCTB JIEKAPCTBEHHBIX IPENapaToB,
3apeructpupoBaHHbix 10 01.03.2020, cm. cT. 3 @3 ot 27.12.2019 N 475-D3.

Cratban  27.1. B3aumo3ameHieMOCTb  JieKapCTBEHHbIX npenapatoB  AnA
MeAULMHCKOro NpMMeHeHusA

(B pen. ®enepanpHoro 3akoHa ot 27.12.2019 N 475-D3)

1. B3anMo3aMeHsSieMOCTb JIEKAPCTBEHHBIX IMpenapaToB s MEIUIUHCKOTO MPUMEHEHUS
OTIpEEIISETCS YIOTHOMOYECHHBIM (hefiepalbHbIM OPraHOM HCTIOTHUTEIBHON BIACTH, OCYIIECTBIISIFOIINM
rOCy/IapCTBEHHYIO PErHCTpalfio JIEKAPCTBEHHBIX MIPErapaTroB Ui MEIUIMHCKOTO TNPUMEHEHUS, B
pamMKax OJHOTO MEXIYHapOJHOTO HEMaTEeHTOBAHHOTO (WJIM XWMHUYECKOTO, WM TPYNIHAPOBOYHOIO)
HAaUMEHOBAHMSI Ha OCHOBE 3aKIIOYEHHUS KOMHUCCHHM SKCIIEPTOB JKCIEPTHOTO YUYPEKACHUS O
B3aMIMO3aMEHSIEMOCTH JICKApPCTBEHHOTO MpemapaTta A MEIUIIMHCKOTO MPUMEHEHHs JIM0O O TOM, YTO
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JIEKapCTBEHHBIM Mpenapar Jjsi MEIUIIMHCKOTO PUMEHEHUS HEe SIBIISETCS B3anMMo3aMeHseMbIM. [lopsamgok
OIMPCACIICHUA B3aMMO3aMCHACMOCTU JICKAPCTBCHHBLIX IIPCIApaTOB IJid MCAUIMHCKOIO NPUMCHCHUSA U
dopmMa 3aKITIOUYEHHS KOMHCCHUH OKCIIEPTOB OSKCIEPTHOTO YUYPSKICHUS O B3aMMO3aMEHSIEMOCTH
JICKApCTBCHHBIX NPCIapaToB A MCAUILIUHCKOTO ITPUMCHCHU A 1mbo o TOM, 4TO HeKapCTBeHHBIﬁ npemnapar
IJIT MEIMIIMHCKOTO TPHMEHEHHUS! HE SBISIETCS B3aMMO3aMEHSEMBIM, YCTaHABIMBAIOTCA (enepalbHbIM
OpPraHOM HCIOJHHUTEIbHON BJIACTH, OCYIIECTBISIONIMM (YHKIMU TIO BBIPAOOTKE U pealn3aluu
rOCYyIapCTBEHHOW TOJUTHKH M HOPMAaTHBHO-IIPABOBOMY PETYJIHPOBAHHIO B chepe 3ApaBOOXpaHEHUs, IO
COTJIACOBAaHUIO C (peepaibHBIM OPraHOM HCIIOJHUTEIBHON BIIACTH, OCYIIECTBIAIOIUM (DYHKLIUHU II0
JMLEH3UPOBAHUIO ITPOM3BOCTBA JICKAPCTBEHHBIX CPE/ICTB.

(B pen. @enepanbHoro 3akoHa ot 19.10.2023 N 503-D3)

2. Komuccus 3KCHEpTOB HKCIEPTHOTO YUPEXKJICHHUS [aeT 3aKII0UYEeHHE O B3aMMO3aMEHSIEMOCTH
JIEKapCTBEHHOT'O Mpemnapara il MeIUIIMHCKOTO TPUMEHEHHS JIMOO O TOM, YTO JIEKAPCTBEHHBIN Mpemnapar
IUIS  MEIUIIMHCKOTO MPUMEHEHMsSI He SBJSeTCS B3aMMO3aMEHSIeMbIM, HAa OCHOBAaHUHU CIIEIYIOIIHUX
KpUTEpUEB (XapaKTEPUCTHUK):

1) DSKBUBaJEHTHOCTh (11 OMOAHAIOTOBBIX (OMOMOJOOHBIX) JICKAPCTBEHHBIX IMpEnapaToB
(OmoananoroB) -  CONOCTaBMMOCTb)  Ka4eCTBEHHBIX M  KOJUYECTBEHHBIX  XapaKTEPUCTHK
(bapmaleBTUUECKUX CYOCTaHIIMM WJIM COMOCTaBMMOCTh @HTHI€HHOTO COCTaBa BakIuH. Vcmonb3oBaHue
Pa3NUYHBIX COJeH, 3(pUpPOB, KOMIUIEKCOB, U30MEPOB, KPUCTATUYECKUX (HOPM M APYTHUX MPOU3BOJHBIX
OJTHOTO W TOTrO K€ JEWUCTBYIOIIET0 BEUIeCTBA HE SIBISIETCA NPENATCTBUEM IJIsl ONpEeeICHUS
B3aMMO3aMEHAEMOCTH  JICKAPCTBEHHBIX  IpErapaTroB, €CIU MpU TNPOBEACHUM  HCCIECJOBAHUS
OMOPKBUBAJIGHTHOCTH  JIEKAPCTBEHHOI'O  Tperapara  WIM  HUCCIEAOBaHUA  TepaneBTUYECKOU
HKBHBAJIEHTHOCTH JICKAPCTBEHHOT'O MpernapaTa J0Ka3aHO OTCYTCTBHE KIMHUYECKH 3HAUMMBIX Pa3IU4Ul
dbapmakokuHeTukn u (W) S(QPeKTHBHOCTH W 0OE€30MacCHOCTH JIEKAPCTBEHHOTO TMperapaTta s
MEIUIUHCKOTO IPUMEHEHUS;

2) SKBUBAJICHTHOCTH JIeKapCTBEHHOH (popmbl. [1o1 SKBHBaJICHTHBIMH JIEKAPCTBEHHBIMU (hOpMaMH
MMOHUMAIOTCSl Pa3HbIC JIGKAPCTBEHHBIC (OPMBI, UMEIOIINE OJWHAKOBHIE CIOCOO BBEIEHHUS H CIOCO0
NpUMEHEeHHs, O00Jagarolue  COMOCTAaBUMBIMU  (hapMaKOKUHETHYCCKHMMHU  XapaKTEPUCTHKAMU U
(hapMaKoIOTUYECKUM JEHCTBUEM U 00ECIIEUHBAIOIINE TAKKE JOCTHKCHHE HEOOXOAUMOT0 KIIMHUYECKOTO
spdexra. Paznmuus JIeKapcTBEHHBIX (GOpPM HE SBISIOTCS OPEMSATCTBHEM JUISL  ONPEICICHUs
B3aNMO3aMCHACMOCTHU JICKApPCTBCHHBIX nmpenaparos, €CJIIN npu IMPOBCACHNU HUCCIICO0BAaHUA
OMODKBUBAJICHTHOCTH  JICKQPCTBEHHOTO  Tperapata  WJIM  HWCCIEAOBAaHHS  TEPareBTUYECKOM
9KBUBAJICHTHOCTH JICKAPCTBCHHOI'O Mpfriapara JOKAa3aHO OTCYTCTBUC KIIMHUYCCKHU 3HAYMMBIX pa3anHi/’1
dbapmakokuHeTnkn u (W) dS(QPeKTHBHOCTH W OE30MaCHOCTH JIEKAPCTBEHHOTO TMperapaTta s
MCIUIIUHCKOI'O IPUMCHCHUS

3) 9KBHBAJIEHTHOCTh HJIM COIIOCTABMMOCTH COCTaBa BCIIOMOTATEIbHBIX BEIIECTB JIEKAPCTBEHHOTO
mperapara Ui MEAMIMHCKOTO TPUMEHEHHs. Pasznuumsi cocraBa BCIOMOTATENBHBIX — BEIIECTB
JIEKapCTBEHHOTO IIperapara He SBISIOTCS MPEISTCTBHEM JUIsI ONpPENeNCHHs B3aMMO3aMEHSEMOCTH
JICKapCTBEHHBIX  TpenapaToB, €CIM TOpU  TNPOBEICHHUHM  HUCCIENOBaHMS  OMOAKBUBAICHTHOCTH
JIEKapCTBEHHOTO Ipenapara MM HCCIEIOBAHUS TEPANeBTUYECKON 3KBHBAJIEHTHOCTH JIEKAPCTBEHHOT'O
mpernapara JOKa3aHO OTCYTCTBHE KIMHUYECKH 3HAUYUMBIX pPa3Nuuuil (papMakOKMHETUKH U (WIJIH)
3 PeKTHBHOCTH M OE30MaCHOCTH JIEKAPCTBEHHOTO MpernapaTa A MEeTUIMHCKOro mpuMeHeHus. Ilpm
HINYUH KIMHUYECKU 3HAUUMBIX Pa3Nuuuid (papMakOKMHETHKHU U (UiH) 3P (PEKTUBHOCTH M 0€3011aCHOCTH
JIEKapCTBEHHOTO TIperapaTta Ul MEAWIMHCKOTO TNPHMEHEHHS B3aUMO3aMEHSEMOCTh OIpeernseTcs ¢
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YKa3aHHEM Ha UCKJIIOYCHHUE OTICIbHBIX TPYII HAIlHCHTOB;
4) UOEHTUYHOCTH CIIOcO0a BBEACHUS U CIIOCO0A MPUMEHEHHS;

5) cooTBeTCTBUE MPOU3BOAUTEINS JIEKAPCTBEHHOIO CPEACTBA TPeOOBAHUSAM IpaBHUJ HaJIeXKallel
IIPOU3BOJCTBEHHOM IIPAKTUKH.

3. be3 HE0OXOIUMOCTH JOKa3aTeIhCTBa OWOAKBHBAJICHTHOCTH OCYIIECTBIISICTCS OIPEICICHUE
B3aMMO3aMEHIEMOCTH BOCIIPOU3BEACHHBIX JIEKAPCTBEHHBIX MPENapaToB, KOTOPHIE:

1) mpenHazHayeHbl UId MapeHTEPANbHOrO (TIOJKOXKHOIO, BHYTPUMBIIIEYHOTO, BHYTPUBEHHOTO,
BHYTPHUIJIA3HOIO,  BHYTPHIIOJIOCTHOIO, BHYTPUCYCTAaBHOTO, BHYTPUKOPDOHAapHOI'O) BBEIEHUS W
MIPEJICTaBISIOT CO00i BOAHBIE PACTBOPHI;

2) mpeAcTaBISIOT cO00i PacTBOPHI ISl IEPOPAILHOTO TPUMEHEHHS,
3) npousBenieHb! B pOpME MOPOLIKOB UIIH JHMO(UIN3ATOB JUIsl IPUTOTOBIIEHHS PACTBOPOB;
4) SBASIOTCS ra3aMu;

5) SABNSIIOTCS YIIHBIMU WJIU TJ1a3HBIMU JICKAPCTBEHHBIMH IIpernapaTamMu, MPOu3BeIeHHbBIMU B (hopMe
BOJIHBIX PacTBOPOB;

6) mpemHa3HAYCHBI JJII MECTHOTO M (WJIM) HAPYKHOTO NPUMEHEHUsI W TPUTOTOBICHBI B (hopme
BOJIHBIX PAaCTBOPOB;

7) IpeacTaBiIsSIIOT cOOOW BOAHBIE PACTBOPHI AJISI UCIOJIb30BaHUSA B (POpME MHTANSIIIMIA C TOMOUIBIO
HeOynaiizepa WM B KAauyeCTBE HA3aJIbHBIX CIIPEEB, NMPHUMEHSEMBIX C IOMOIIbIO CXOIHBIX (TIOXOXKHX,
AQHAJIOTUYHBIX ) YCTPOUCTB (MpUOOPOB, arrapaToB).

(uactsb 3 B pen. denepanpHoro 3akona ot 30.01.2024 N 1-D3)

4. OcoOEHHOCTH ONpeIeIeHNs B3aMO3aMEHIEMOCTH OMOJIOTHYECKHX JIEKAPCTBEHHBIX ITPETapaToB,
KOMOWHUPOBaHHBIX JIEKAPCTBEHHBIX MpenaparoB (coaepikalMx KOMOMHAIUIO JBYX H Oosee
JCHCTBYIOIIMX  BEUIECTB), JICKAPCTBEHHBIX IIpPEMapaToB Uil MApeHTEPanbHOTO IMUTAHUS U
HE/IO3UPOBAHHBIX  JIGKAPCTBEHHBIX  IpENapaToB  YCTaHABIMBAIOTCA  (efepalbHbIM  OpPraHoM
WCTIOJTHUTEIBHON BIIACTH, OCYLIECTBIIIOMNM (YHKIIMH MO BHIPAOOTKE M pealu3aluyl roCyIapCTBEHHON
MOJUTUKH ¥ HOPMAaTHUBHO-TIPAaBOBOMY PETYIUPOBAHHIO B cepe 31paBOOXPaHEHHs, 110 COTJIACOBAHUIO C
(denepasbHBIM OPTaHOM HCIIOJIHUTEIBHONW BIACTH, OCYHIECTBISIOMNM (YHKIUH IO JHIEH3MPOBAHHIO
MIPOU3BO/ICTBA JIEKAPCTBEHHBIX CPECTB.

(B pen. @enepanpHoro 3akoHa ot 19.10.2023 N 503-D3)

5. Ormpenenenne B3aUMO3aMEHSIEMOCTH HE OCYUIECTBISETCS B OTHOUIEHUU JIEKAPCTBEHHBIX
PacCTUTEIBHBIX MPENapaToB, TOMEONAaTHYECKUX JEKaPCTBEHHBIX MTPernapaToB.

6. ®opMupoBaHME NEPEUHS B3aUMO3aMEHSIEMBIX JIEKAPCTBEHHBIX IPENApaTOB I MEAULIMHCKOIO
MPUMEHEHUS OCYIIECTBISIETCS SKCIIEPTHBIM YUPEKIACHUEM MOCPEACTBOM OOBEIUHEHUS JIEKaPCTBEHHBIX
IIPENapaToB B OTACJIBHBIE TPYIIbI, B KaXJOH W3 KOTOPBIX JIEKAPCTBEHHBIE IIpENapaThl SBISIOTCS
B3aMMO3aMEHSIEMbIMH.
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7. B ciydae BKIIOYEHUS B HMHCTPYKIHUIO MO MEAUIMHCKOMY IPUMEHEHHIO JIEKAPCTBEHHOTO
rpenapara Ha OCHOBAHHUM PE3YyJIbTATOB COOTBETCTBYIOIIUX MCCIIEIOBAHUM MOKA3aHUM NJisi MPUMEHEHUS,
KOTOpBIE OTJIMYAIOTCA OT MOKAa3aHUMU JUIsl MPUMEHEHHUS! JPYTUX JIEKapCTBEHHBIX MPENnaparoB W3 TPYIIIIbI
B3aMMO3aMEHSIEMBIX JIEKAPCTBEHHBIX NPENapaTroB, B IEpEeYHE B3aUMO3aMEHSEMbIX JIEKAPCTBEHHBIX
MpernapaToB JUIsl MEAUIIMHCKOTO MPUMEHEHHS J0JKHA ObITh YKa3aHa COOTBETCTBYIOIIAs HHpOpMAIHs.

8. HepequL B3aUMO3aMCHACMBIX JICKAPCTBCHHBIX IIPCIApaTOB JII MCAULUHCKOIO NPHUMCHCHUA
pa3Meniaercs yHnoJHOMOYEHHBIM (eiepaibHbIM OpPraHOM HMCIIOJHUTEIBHON BJIACTH, OCYIIECTBISIOLIUM
roCyJapCTBCHHYIO PpCrucCTpanuio JICKAPCTBCHHBIX IMPLCIAapaToB I MCAUIUHCKOIO HNPUMCHCHUSA, Ha
ceoeM odurmansHoM caiite B cetu "HaTepner". Mudbopmamus B mepedHe B3aMMO3aMEHSIEMBIX
JICKApCTBCHHBIX IIpCrapaToB JI1 MCAUIIMHCKOTO MPHUMCHCHUSA O6HOBH}I€TC$I YKa3aHHBIM q)e;[epaanblM
OpPraHOM HCITOJIHUTENIBHON BJIACTH C YYETOM HOBBIX 3apPETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IMpErapaToB
AL MCOUIUHCKOI0 MNPHUMCHCHHUA U BHCCCHHBIX U3MCHEHHUU B AOKYMCHTBI, COACpIKaAIHUCCd B
PETUCTPALIMOHHBIX JOChe Ha 3apEeTrUCTPUPOBAHHBIC JIEKAPCTBEHHBIE Mpenaparbl i MEIUIUHCKOTO
MNPpUMCHCHUS.

9. Ilopsnok ucmonp30BaHus HHPOPMAIIUK O B3aMMO3aMEHIEMBIX JICKAPCTBEHHBIX Mpemnaparax s
MCIUIIUHCKOIO MNPUMCHCHHA W MOPAOOK Oa4yu pa3’b$ICHeHHI>'I o BOHIpOCaM B3aWUMO3aMCHACMOCTH
JIEKapCTBEHHBIX MPENapaToB sl MEAUIIMHCKOTO MPUMEHEHHUS YCTaHABINBAIOTCS (heepaIbHBIM OpPraHOM
WCTIOJIHUTEILHON BJIACTH, OCYIIECTBISIOMINM (DYHKIIMU MO BHIPAOOTKE M peaU3alliyl TOCYJapCTBEHHOM
MOJUTUKN ¥ HOPMAaTHBHO-TIPABOBOMY PETYJIHMPOBAaHHIO B cepe 31paBOOXpPaHEHHS, MO COTJIACOBAHMIO C
(bel[epaHBHBIM OopraHom HWCIOJHUTEIBHOMN BJIaCTHU, OCYHICCTBJIAIOIIUM q)yHKI_[I/II/I o JIMOCH3UPOBAHUTIO
IIPOM3BOCTBA JIEKAPCTBEHHBIX CPE/ICTB.

(B pen. @enepanbHoro 3akoHa ot 19.10.2023 N 503-D3)

KoncynprantlIntoc: npumevanue.

Cpok perucrpalyy JEKapCTBEHHOI'O Ipenapara JIjsi BETEPUHAPHOIO MPUMEHEHMS, UCTEKAIOUUN C
14.03.2022 mo 31.12.2022, a taxxe B 2023 ronmy, mpoaneH Ha 12 wmecsueB (IlocranoBnenue
IIpaButensctBa PO ot 12.03.2022 N 353).

Koncynprantllntoc: npumedanue.

Cpoku JeHCTBUSI pErHCTPAllMOHHBIX YAOCTOBEPEHUN JIEKAPCTBEHHBIX MPENapaToB il MEIULIUHCKOTO
MPUMEHEHHUsI, KOTopble ucTekaoT B 2024 r. npoasiensl Ha 12 Mecsaues, a B 2025 1. - no 31.12.2025
(ITocranosnenue IlpaBurensctBa PO ot 12.03.2022 N 353).

CraTtbAa 28. PernctpauymoHHoe yaoCcTOBepeHue fieKapCTBEHHOro npenapara

KoncynprantlIntoc: npumevanue.
Pazpemaercs oOpamienne B P 3aperucTpupoBaHHBIX JIEKAPCTBEHHBIX IMPENapaToB, CPOK IACHCTBUS
PETUCTPALIMOHHOTO YJOCTOBEPEHUSI KOTOPBIX MCTEK B cliydae, nmpeaycMoTpeHHoM 4. 11 ct. 4 @3 or

30.01.2024 N 1-®3.

KoncynprantlIntoc: npumevanue.
C 01.01.2026 4. 1 - 3 cr. 28 He pacHpOCTPAHSAIOTCA HA MPABOOTHOIICHMS, BO3HHKAIOUIUME MPHU

www.consultant.ru CrpaHnua 61 n3 163
HafeXXHasa npaBoBas noaaepixka



?;zpﬁ'leﬁ”;gbivz' 32%'(22}”) ot 12.04.2010 N 61-03 JloKyMeHT npeAocTaBnieH KoHcynbTaHTItoc

"06 obpalleHMn NeKapCTBEHHbIX CpeacTB” Hata coxpatenms: 24.01.2025

oOpallleHuH JICKAPCTBEHHBIX CPEACTB st MenunuHckoro npuMmenenus (O3 ot 30.01.2024 N 1-D3).

1. PerucrpanmoHHOE yIOCTOBEPEHHE JICKAPCTBEHHOI'O IIpenapaTra ¢ yKa3aHWEM JIEKapCTBEHHBIX
dbopM U JO3MPOBOK BBIAAETCS OECCPOYHO, 33 MCKIIOYCHHEM PETHUCTPALMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOI'O Npenapara, BBIAABAEMOIO CO CPOKOM JEHUCTBHS IISTh JIET, HAa BIIEPBBIC PETUCTPUPYEMBIE
B Poccuiickoit denepanuu JIeKapCTBEHHBIE IPENIAPATHI.

2. Ilo wucredeHMm yKa3aHHOTO B YacTU | HACTOSIIEH CTaThM CpPOKa BBIIACTCS OeccpouHOe
PEruCTpallMOHHOE YAOCTOBEPEHUE JIEKAPCTBEHHOrO IIperapara IpU YCIOBUU MOATBEPKICHUS €ro
roCy/1apCTBEHHOU PETUCTPALIUH.

3. B ciyuae BHeceHMsI B cooTBeTCTBUU co cTaThsiMu 30 u 31 HacTosmero ®denepajbHOrO 3aKOHA
U3MEHEHUH B COJEpIKalllMecsl B PErUCTPALMOHHOM JI0Ch€ Ha 3aperMCTPUPOBAHHBIM JIEKapCTBEHHBIN
IpernapaT JOKYMEHTbI, 3aTparuBalOIUX CBEIEHUS, OTPAXXEHHbIE B PETMCTPALMOHHOM YAOCTOBEPEHUU
JIEKapCTBEHHOI'0 Ipernapara, YIOJHOMOUYEHHBIN (elepanbHblil OpraH MCHOIHUTENIBHOM BIIACTHU BBIJAET
HOBOE PETUCTPALMOHHOE YJOCTOBEPEHUE JIEKAPCTBEHHOI'O Ipenapara, COAEpIKAllee BHECEHHBIE B HErO
U3MEHEHHUS.

(uactb 3 BBeneHa denepanbHbiM 3aKk0oHOM 0T 22.12.2014 N 429-03)

KoncynprantlIntoc: npumevanue.
C 01.01.2026 4. 4 ct. 28 yrpauusaet cuiry (P3 ot 30.01.2024 N 1-D3).

4. B caywyae yTpaThl WM MOBPEXKACHHUS PETHUCTPALMOHHOIO YAOCTOBEPEHHS JIEKApCTBEHHOTO
mpermapaTa 1o 3asBICHUI0 B THCHbMEHHOW ¢opMe aepikareis WId BiaJelblla PErHCTPAIIHOHHOTO
YAOCTOBEpPEHUS JIEKAPCTBEHHOI'0O MpernapaTa Wi YIOJTHOMOYEHHOTO UMU APYTOro I0PUANYECKOTO JIUIA O
BbIJlaue JyOJIMKaTa perucTpalMOHHOTO YAOCTOBEPEHHS JIEKAPCTBEHHOTO Iperapara yIoJHOMOYEHHBIN
(dbenepabHBI OpraH MCTIOJHUTEIHLHON BIIACTH B CPOK, HE MPEBBIMAIONMINNA ASCATH pab0ounuX JHEH CO THSA
MOCTYIIJICHUS 3asiBIICHUS, BBIAACT JyOJIMKAT PETHCTPALlMOHHOTO YJIOCTOBEPEHUS JIEKAPCTBEHHOTO
mpernapaTta. 3a Bblgady JyOJuKaTa PErucTpallMOHHOTO YJIOCTOBEPEHHs JIEKapCTBEHHOIO Ipernapara
B3MMaeTCcs rocyapCTBEHHAas MOIIJIMHA B COOTBETCTBUH C 3aKOHOaTeNnbcTBOM Poccuiickoit denepanuu o
Hajorax u coopax.

(uactb 4 BBeneHa DenepanbHbIM 3aKk0oHOM 0T 22.12.2014 N 429-03)

KoncynprantlIntoc: npumevanue.
C 01.01.2026 ct. 29 He pacmpocTpaHseTcs Ha MPABOOTHOIICHUS, BOZHHKAIOIIKE IMPH OOpaIICHUU
JIEKApCTBEHHBIX CPeNCTB M1t MeauImHckoro mpuMenenust (O3 ot 30.01.2024 N 1-D3).

Koncynprantllntoc: npumevanue.
Cpok perucrpalnuy JEKapCTBEHHOTO Mpernapara JUisi BETEPUHAPHOTO MPUMEHEHMsI, UCTEKAIOUINil B
2025 rony, npouieH Ha 12 mecaues (IlocranoBnenue [Ipasutensctsa PO ot 12.03.2022 N 353).

Koncynprantllntoc: npumedanue.
[Tonoxenus ct. 29 (B pen. @3 ot 30.01.2024 N 1-d3), kacatomiuecst IpeJOCTaBIECHUS TOC. YCIYT IpU
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"06 obpalleHMn NeKapCTBEHHbIX CpeacTB” Hata coxpatenms: 24.01.2025

oOpalleHuH JICKAPCTBEHHBIX CPECTB JIJIsi MEIUIIMHCKOTO U BETEPUHAPHOTO TPUMEHEHHUS ITOCPEACTBOM
eAMHOW CcHUCTeMbl W (Wiu) eauHoro moprtana, npumeHstorcs ¢ 01.01.2026. PeructpanmoHHbIE
yIOCTOBEPEHUS JIEKAPCTBEHHBIX MPENaparoB s MEIUIHUHCKOTO TPUMEHEHHUs, Ha OyMaKHOM
HocuTtene u xyonukatsl ¢ 01.01.2026 He BeImarOTCS.

Cratba 29. [loaTBepXxaeHue rocyfapCTBEHHOW perucTpaumm neKapCTBEeHHOro
npenapara

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

1. IloaTBepkeHHE TrOCYJapCTBEHHON PETHCTpalUyU JEKApCTBEHHOI'O Ipenapara OCYyIIECTBIISAETCS
IpU BbIJaue OECCPOYHOTO PErHCTPALMOHHOTO YIOCTOBEPEHHS JICKApCTBEHHOIO Iperapara B ciydvae,
YKa3aHHOM B 4acTH 2 cTaThbu 28 Hacrtosiero @eaepaibHOro 3aK0Ha, B CPOK, HE MPEBBIMIAIOIIANA COPOKa
pabounx AHEH cO IHS HAmpaBIEHUS MOCPEICTBOM €IMHOTO MOpTaja B YIOJIHOMOUYEHHBIN (hefepanbHbIid
OpraH WHCIIOJIHUTEIbHOW BJIACTH WM JIMYHBIM KaOWHET YIOJIHOMOYEHHOTO (eepallbHOr0 oOpraHa
UCIOJHUTEJIIBHON BJAcTM B €IMHOM CHCTEME 3asBJIEHHS O NOJATBEPKICHUM TI'OCYJapCTBEHHOMN
perucTpali  JIGKApCTBEHHOrO  Ipemapara, MOJAMNHWCAHHOTO  YCWJICHHOM  KBaJM(UUIHMPOBAHHOMN
JJIEKTPOHHOU MOANUChI0. He ocylecTBiseTcss NOATBEP:KICHUE TOCYAAPCTBEHHOM PpETruCTpaluu B
OTHOILLIEHUU JIEKAPCTBEHHOrO Mpernapara Juisi BETEPUHAPHOTO NPHMEHEHUS, HE HaxOJMBILIErocs B
obOpamenuun B Poccuiickoii @Denepanuui B TeYeHHE Tpex W Ooyiee JeT, a TakKe B OTHOIICHHUH
JIEKapCTBEHHOI'O CPEACTBA, MPOU3BEIEHHOTO C HapylIeHuEeM TpeOOBaHUS, YCTAHOBJICHHOIO 4acThio 3.7
crathu 71 Hacrosiero deaepanbHOTO 3aKOHA.
(B pen. @enepansuoro 3akoHa ot 30.01.2024 N 1-D3)

2. 3asBiIeHUE O NOATBEPKICHUM TOCYJapCTBEHHONW pEruCTpalMM JIEKApCTBEHHOIO IIpernapara
HamnpaBJsIeTCsl  MOCPEACTBOM  €AMHOTO MopTaja B  YIOJHOMOYEHHBIH  (penepanbHblii  oprax
UCTIOJHUTENBHOM  BJIACTM WM JUYHBIA ~ KaOMHET YNOJHOMOYEHHOTo (helepasbHOrO  opraHa
UCIIOJIHUTEJIBHOM BIIACTU B €IMHON CHUCTEME HE paHee YeM 3a CTO BOCEMBJECAT AHEN 10 UCTEUEHUS CPOKa
JEMCTBUSL PErMCTPALMOHHOIO YIOCTOBEPEHMS JIEKAPCTBEHHOI'O IIpernapara U HE I03JHEE OKOHYaHMS
CpOKa €ro JIeMcTBUS.

(uactsb 2 B pen. enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

2.1. Ytparun cuiy. - ®eaepanbhsiii 3akoH oT 30.01.2024 N 1-D3.

3. IoaTBepkaeHNE rocyJapCTBEHHOM pEerucTpalyy JEKapCTBEHHOIO Ipernapara OCyLIeCTBISETCS
[0 pe3ynbTaTaM HKCIEPTH3bl OTHOLIEHMS OXKHIAEMOH IOJIb3bl K BO3MOYKHOMY DPHCKY NPUMEHEHUS
JICKapCTBEHHOTO Iperapara Ha OCHOBAHUU PE3yJIbTaTOB MOHUTOPHHTA 3((EKTUBHOCTH U 0E€30MaCHOCTH
JIEKapCTBEHHOI'0 Ipernapara, MpPOBOAMMOIO JiepXKaTeleM WIM BJIAJENbLEM PErucTPalMOHHOIO
YIOCTOBEPEHUS JIEKAPCTBEHHOTO IpenapaTa Ju00 yIOoJIHOMOUYSHHBIM UMHU IOPUIUYECKUM JIUIIOM, a TaKXKe
COOTBETCTBYIOLUM YIIOJHOMOUYEHHBIM (eiepaIbHbIM OPraHOM MCIOJHUTEIbHON BIACTH B COOTBETCTBUU
¢ TpeboBaHusAMU cTaTh 64 HacTosero deaepasbHOrO 3aKOHA.

4. K 3asBJI€HHIO O MOATBEPKICHUU TOCYJapCTBEHHON perucTpaiuy JeKapcTBEHHOTo MpernapaTa s
MEIULUHCKOTO MPUMEHEHUS TPUIIaraloTCs:

1) JOKyMEHTBI, COJAEpIKaIlhue pe3yJbTaTbl MOHHTOPUHTA 3S(PPEKTHBHOCTH H 0E30MaCHOCTH
JICKApCTBCHHOT'O IIpernapara i1 MCAUINWUHCKOrO MNPUMCHCHHA, MPOBCACHHOTO ACPKATCICM WA
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BJIQJIENBIIEM PETUCTPALMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOIO Mpernapara s MEOULUHCKOIrOo
NPUMEHEHHUST JHOO0 YMOJHOMOYCHHBIM UM HOPUIUYECKUM JUIOM, 10 (opme, YTBEpKIACHHOMI
YIOJHOMOYEHHBIM (eiepaibHbIM OPraHOM HCTIOTHUTENbHOM BIIACTH;

2) cBeAeHUsl O JaTe MPEJOCTABJICHUS W PErHMCTPALMIOHHOM HOMEpE JIMIEH3UH Ha MPOU3BOJICTBO
JIEKapCTBEHHBIX CPEJICTB, WJIM CBEIACHHMS O JaTe TMPEAOCTaBICHUs] U PETUCTPALMOHHOM HOMeEpe
3aKJIIOYEHUST O COOTBETCTBHHM TPOW3BOJAUTENS JIEKAPCTBEHHBIX CPEJACTB TPEOOBAHUSM IPABUI
HaJuIexalled MpOU3BOJICTBEHHOM MPAKTUKHM, WM KONHUS cepTh(dUKaTa COOTBETCTBUS MPOU3BOAUTENS
JIEKapCTBEHHBIX CPEACTB JUISI MEIUIMHCKOTO TMPUMEHEHHs] TpeOOBaHMSM TIPaBUI HaJJIekalen
MPOU3BOJACTBEHHOM  MpakTUKKW  EBpa3suWiCKOro  SKOHOMHYECKOTO  COK03a,  MPEAOCTaBICHHBIX
YIOJHOMOYECHHBIM (peiepaibHBIM OPTaHOM HCIIOJTHUTEIHHONW BIACTH B OTHOIICHUH IPOU3BOJCTBEHHON
IUJIOUIA/IKH JIEKApCTBEHHOTO Mpernapara A MEIUIMHCKOTO TPUMEHEHHUS, TOCYAapCTBEHHAs! PEruCTpalus
KOTOpPOro TMOATBEPXKIAETCs B CiIy4yae, €CIM NPOU3BOACTBO JIEKAPCTBEHHOIO Ipemapara Jis
MEIMIIMHCKOTO MMPUMEHEHHUS ocyliecTBisieTcs: B Poccuiickoit @enepanuu;

(B pen. @enepanbHbIX 3aK0HOB 0T 27.12.2019 N 478-D3, ot 30.01.2024 N 1-D3)

3) xomnus NPeAOCTABICHHON YHNOJIHOMOYEHHBIM OpPraHOM CTPAaHbI MPOU3BOAMTEINS JIMLEH3UU Ha
IIPOU3BOJCTBO JIEKAPCTBEHHOI'O IIpernapara il MEAUIMHCKOrO IPUMEHEHUS U €€ IIEpEeBOJ Ha PYCCKHM
A3BIK, 3aBEPCHHBIC B YCTAHOBJICHHOM IIOPSIKE, a TAaKXKE KONMs 3aKIYEHHS O COOTBETCTBUU
MPOU3BOJIUTENSL JICKAPCTBEHHBIX CpPEACTB TpeOOBAaHMSAM NPAaBUJI HaJUIeKALIEH IMPOU3BOACTBEHHON
IPAaKTUKHU, WIK KONMs cepTU(UKATa COOTBETCTBUS IPOM3BOJUTENS JIEKAPCTBEHHBIX CPEJCTB IS
MEIULMHCKOTO TIPUMEHEHHUS TpeOOBAHMSAM TMpaBWJ HaJJIeKalled MPOU3BOJACTBEHHOW MPAKTHUKU
EBpa3uiickoro SKOHOMHYECKOTO COH03a, BBIJAHHBIX YIOJIHOMOYEHHBIM (pelepabHbIM OpPraHoM
WCIIOJIHUTEJIBHON BJIACTH B OTHOLIEHUM IPOU3BOJCTBEHHON IJIOLIAAKH JIEKAPCTBEHHOI'O Ipernapara Jyuis
MEIMIMHCKOTO NPUMEHEHMS, TOCYJApCTBEHHAs PETUCTPALAA KOTOPOTO IOITBEP)KIACTCS, WU KOIHS
pelieHsT  YIOJTHOMOUYEHHOTO (hefepallbHOTO OpraHa HCHIOJHHUTEIbHOH BJIACTH O TPOBEICHUU
(bapMarieBTUUECKON MHCIIEKIIMU IPOU3BOJICTBA JIEKAPCTBEHHBIX CPEICTB ISl MEAULIMHCKOTO IPUMEHEHUS
Ha COOTBETCTBHE TpeOOBaHMSM TMpaBHJ HAAJEKaIleld MPOU3BOACTBEHHONW NpakTuku EBpasuiickoro
HSKOHOMMYECKOTO COI03a B CIIydae, €CJIM NPOU3BOJACTBO JIEKAPCTBEHHOIO IIpernapara Il MEAUIIMHCKOTO
IIPUMEHEHHUs OCYILeCTBIIsAeTCs 3a npenenamu Poccuniickoit denepanuu.

(. 3 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)
(uactsb 4 B pen. enepanbroro 3akoHa oT 04.06.2018 N 140-D3)

4.1. B oTHOmEHNN OMOJOTMYECKUX JICKAPCTBEHHBIX MPENapaToB sl MEAUIUHCKOTO MPHUMEHEHUS
3asBUTENb JOMOJHHUTEIBHO TPEACTABIACT pe3yJbTaThl MEPONPUATHH, MPETyCMOTPEHHBIX IUIAHOM
yIpaBICHNS PHUCKAMH, YTBEPXKICHHBIM YIOJIHOMOUYCHHBIM (elepaTbHbIM OPraHOM HCIIOJHUTEIbHON
BJACTH TMPH OCYIIECTBICHUHM TOCYAAPCTBEHHOW PpEruCTpallMil JIEKapCTBEHHOro TpenapaTta s
MEIUIIMHCKOTO IIPUMEHCHUSI.

(uacts 4.1 BBeneHa @enepanbHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

4.2. K 3as8BI€HHUIO O MOATBEPKACHUU TOCYAAapCTBEHHOW PErMCTpalMy JICKAPCTBEHHOTO Mpenapara
JUIsl BETEPUHAPHOTO MPUMEHEHMs MPUIIATaloTCA JOKYMEHTBI, COJAEpXKallue pe3yJbTaTbl MOHUTOPUHIA
3¢ dekTUBHOCTH U O€30MacCHOCTH JIEKAPCTBEHHOrO Ipemnapara Jis BETEPUHAPHOTO MpPHUMEHEHUS,
MPOBOJIUMOIO JIep>KaTelieM WM BIAACNbLIEM PETUCTPALMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO
npenapaTta Jjisi BETEPUHAPHOIO MPUMEHEHHsI JTMOO YIMOTHOMOYEHHBIM MM IOPUIMYECKHM JIUIOM, IO
dbopMe, yTBEpKICHHOW YIOJTHOMOUYEHHBIM (efepanbHbIM OpPraHOM HCIONHUTEIBHOW BIACTH, H
JOKYMEHTHI, YKa3aHHbIE B TyHKTax 1, 2 - 2.2, moamynkrax "a", "6", "k", "1" mynkra 4 gactu 3 crateu 17
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[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHenus: 24.01.2025

HacTosuero deaepanbHOro 3akoHa. B oTHOIIEHUN HMMYHOOMOIOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB
JUIs. BETEPUHAPHOTO NMPUMEHEHUSI HE MPECTABIIAIOTCS CBEJEHUS, YKa3aHHbIE B MOANYHKTE "K" MyHKTa 4
yacTu 3 ctatbu 17 Hactosmero deaepaibHOro 3aKoHa. B OTHOLIEHWM JIGKAPCTBEHHBIX MpenapaToB IJis
BETEPUHAPHOTO MPUMEHEHHUS, MOJYYEHHBIX C NPUMEHEHHEM TI'€HHO-WHXEHEPHO-MOAUDUIIMPOBAHHBIX
OPraHM3MOB WJIM COJAEpXKAIlUX TaKHe OpPraHU3MBbl, JOIMOJHUTEIBHO TPEACTABIAIOTCS CBEICHMUS,
yKa3aHHble B yHKTe 13 yactu 3 crateu 17 Hacrosmero @eaepanbHOro 3aKOHa.

(dactp 4.2 BBeaeHa DenepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. DeaepanbHOro 3aK0HA OT
02.08.2019 N 297-®3)

4.3. 3agBuTenb BOpaBe IMPEACTaBUTh C 3asABICHHEM O TMOJITBEPKICHUU TOCYIapCTBEHHON
pEerucTpalvy JIEKQpCTBEHHOTO MpernapaTta pPEeKBU3UTHI JTOKYMEHTa, MOITBEPXKIAIOLIEro yIUIaTy
rOCyJapCTBEHHON MOLUIMHBI 32 TMOATBEPKIACHUE TOCYIAPCTBEHHOW PErMCTPAlUM JIEKAPCTBEHHOTO
mpermapaTa, a TakKe BblAaBaeMble (IIPEIOCTABIISEMbIC) YIIOJTHOMOUYEHHBIMU (eAepaTbHBIMU OpraHaMHu
WCTIOTHUTEIPHOW BJIACTH JTOKYMEHTHI (CBEIICHMsI), YKa3aHHBbIC B TMYHKTaX 2 W 3 4acTu 4 HACTOSIICH
cTathu. B ciyuae ux HempencTaBlieHUs YIIOJTHOMOUYEHHBIN (eiepaabHbIi OpraH UCIIOIHUTEFHON BIACTH
3ampammBaeT yKa3aHHbIE TOKYMEHTHI (CBEIEHHsS) B MOPSAIAKE MEXKBEIOMCTBEHHOTO0 HH()OPMALIMOHHOTO
B3aUMOJICVCTBHUS.

(B pen. ®enepanbHbIX 3aK0HOB OT 27.12.2019 N 478-D3, ot 30.01.2024 N 1-D3)

5. B Teuenuwe mnATH pabouumx ITHEH €O JHSA HANpaBlIEHHs IOCPEACTBOM E€IMHOIO IMopTana B
YIIOJITHOMOYCHHBIM  (eepasibHBIA  OpraH  WCIOJHUTEIBHOW  BIIACTH  WJIM  JIMYHBIA ~ KaOWHET
YIOJIHOMOYEHHOTO (he/iepalbHOro OpraHa HCIIOJHUTENFHOW BJIACTH B €IMHON CHUCTEME 3asBJICHUS O
MIOATBEPXKIACHUN TOCYAAPCTBEHHOW PpErucTpaluu JIEKapCTBEHHOIO IIpemapata W JOKYMEHTOB,
COZIep KalINX Pe3yJIbTaThl MOHUTOPUHTA 3()(HEKTUBHOCTH 1 0€30MaCHOCTH JICKApCTBEHHOTO Iperapara,
IIPOBOAMMOIO JAEpiKaTelleM WIN BIAJENbLEM PETUCTPALIMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
npernapara J1u00 yHOJIHOMOYEHHBIM UMM IOPUINYECKUM JIMIIOM, YIIOJTHOMOYCHHBIH (herepanbHblii opran
UCIIOJIHUTENIBHOM BIIACTH:

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

1) mpoBOOUT TPOBEPKY MOJHOTHI CBEJACHHH, COIEpXKAIIUXCS B TMPEICTABICHHBIX 3asBUTEIEM
JOKyMEHTAX;

2) NpPUHMMAET pELICHUE O MPOBEJIEHUM MM 00 OTKa3e B NPOBEJCHHMU SKCIEPTU3bl OTHOLICHMS
OKHUJAEMON MOJIb3bl K BO3MOXHOMY PHUCKY IPUMEHEHHs JIEKAPCTBEHHOI'O IIpernapaTa Ha OCHOBAHWMHU
pe3yJIbTaTOB MOHUTOPUHTA 3(P(PEKTUBHOCTU M OE30MACHOCTH JEKApCTBEHHOTO Ipenapara, MpoBOJAUMOIO
JepiKaTelieM WIM BIAACTbIEM PErUCTPAMOHHOIO YAOCTOBEPEHHUS JIEKapCTBEHHOTO NpenapaTta Jnbo
YIOJIHOMOYEHHBIM UMHU IOPUIUYECKUM JIMLIOM, a TaKkkKe (eiepaabHbIM OPTraHOM HUCIIOIHUTENBHOM BIAaCTH
B COOTBETCTBHUH C TPeOOBaHUAMHU cTaThi 64 HacTosmero denepaabHOro 3aK0Ha;

3) HampaBisieT B JIMYHBIM KaOMHET HKCIEPTHOTO YUPEXKAEHUS B €IUHON CUCTEME IOJIMHCAHHOE
YCUJICHHON KBaJM(UIUPOBAHHON 3JIEKTPOHHOW TMOAMUCHIO 3aJaHME Ha IPOBEIACHUE SKCIEPTHU3BI,
IIPEyCMOTPEHHOM ITYHKTOM 2 HACTOSIEH YacTH, a TAK)KE HAIIPABIIAET 3asiBUTEIIO TOCPEICTBOM €IUHOTO
nopraja WIM B JIMYHBIM KaOWHET 3asBUTENsS B €IWHOW CHUCTEME IMOJAMUCAHHOE YCHJICHHOU
KBAJIM(UIIMPOBAHHON 3JIEKTPOHHON MOJAIMUCHIO YBEJOMJIEHHUE O NMPHUHATOM PELICHUU O BbLAAYE 3aJaHUS
Ha TPOBEACHUE YKA3aHHOM SKCHEpTU3bl JMOO0 00 OTKa3e B IMPOBEIACHHUU YKa3aHHOW S3KCIEPTU3BI C
yKa3aHWeM IIPUYMH OTKa3a.

(n. 3 B pen. ®enepanbuoro 3akoHa ot 30.01.2024 N 1-®3)
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6. B ciydae BbIsSIBIICHHS] HEJOCTOBEPHOCTH U (WJIM) HEAOCTATOYHOCTH MH(OPMALMHU, CoAepKaIIeHCs
B IMPEJCTABICHHBIX 3asBUTEIEM TOKYMEHTAX, YIOJHOMOUYCHHBIN (enepaabHblii OpraH MCIOIHUTETbHON
BJIACTU HAIpaBJIAET 3asABUTENIO MOCPEICTBOM E€AMHOIO MOpTaja WIM B JMYHBIA KaOMHET 3asBUTENS B
eIMHOW cucteMe 3ampoc 00 YTOYHEHUHM YKa3aHHOM HH(OpManuM, TMOAMUCAHHBI YCHICHHON
KBATU(HUITUPOBAHHOM 3JIEKTPOHHOM MOIIUCHIO.
(uactsb 6 B pen. enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

7. 3asBUTENH 00s13aH HANIPABUThH IMMOCPEACTBOM €IMHOTO IMOPTaia B YIIOJTHOMOYCHHBIH (eepaabHbIi
OpraH HWCIIOJIHUTEIBHOW BIACTH WM JIMYHBIA KaOWHET YIOJHOMOYEHHOTO (QeIepallbHOrO OpraHa
WCTIOTHUTEIPHOW BJIACTH B €IMHOW CHCTEME TMIOJNMUCAHHBIA YCHJIICHHONW KBaTU(UIIMPOBAHHOMN
ANEKTPOHHON TOJIMUCHI0 OTBET Ha 3allpPOC YIMOJIHOMOYEHHOTO (eiepalibHOTO OpraHa HCIOIHUTEIbLHON
BJIACTH, YKa3aHHOTO B YacTHU 6 HACTOSIIECH CTaThU, B CPOK, HE MPEBBIIIAIONININ JIeBIHOCTa Pab0UMX AHEH
CO JIHS TIOMYy4YEHUS! YIOJHOMOYECHHBIM (peepaTbHBIM OPTaHOM HCIIOJIHUTEIHHOU BJIACTH JJEKTPOHHOTO
YBEIOMJICHHS O TIOJTYYEHHUH 3asiBUTENIEM Takoro 3arnpoca. Cpok, yKa3aHHBIN B YaCTH 5 HACTOSAIIEH CTaThH,
MIPUOCTAHABIMBACTCS CO JIHS HAIPABJIEHUS 3asIBUTENIO MOCPEICTBOM €IMHOTO MOpTaia WU B JIMYHBIN
KaOWHeT 3asBUTENS B €AMHON CHUCTEME TAaKOoro 3ampoca 0 JHs HalpaBieHHs 3asBUTEIEM IOCPEICTBOM
€IMHOrO TOpTajla B YMOJHOMOYECHHBIN (enepanbHblii OpraH HCHOJHHUTENBHOM BIIACTH WM JIMYHBIN
KaOWHET yNMOJIHOMOYEHHOro (efepanbHOr0 OpraHa UCHOJHUTENbHOM BIACTH B €IMHON cucTeMe OTBETa
Ha TakoOM 3alpoc W HE YYUTHIBACTCS MNPU HCUYUCICHUH CpPOKAa MOATBEPKIEHUS TOCYAapCTBEHHOMN
pPErucTpanmy JIEKapCTBEHHOr'O Mperapara.

(uactb 7 B pen. denepanpHoro 3akona ot 30.01.2024 N 1-D3)

8. OcHoBaHMEM Uil OTKa3a B TPOBEACHHM SKCIEPTH3bl OTHOIICHHWS OXXKUAAEMON TMONB3BI K
BO3MOYKHOMY PHUCKY MPHUMEHEHHsI JIEKAPCTBEHHOTO Ipernapara sBISETCS MPEICTaBICHHE JTOKYMEHTOB,
COZIepIKaINX PE3yJIbTaThl MOHUTOPHHTA 3 (GEKTUBHOCTH M 0€30MIaCHOCTH JIEKAPCTBEHHOTO IMIpenapara, 1
(M) B OTHOUIEHWM OMOJIOTMYECKUX JIEKAPCTBEHHBIX IIPENapaToB pe3yJbTaTOB OCYILECTBIICHUS
MEpOIPUATHIA B COOTBETCTBHM C IUIAHOM YIIPABJICHUS PUCKaMH, YTBEP)KJICHHBIM YIOJTHOMOYEHHBIM
(benepaabHBIM OPraHOM HCIIOJHUTENLHONW BJIACTU NMPH OCYIIECTBICHHH TOCYAAPCTBEHHONW PErucTpaliuu
JIEKapCTBEHHOTO IIpenapara, B HETMOJHOM 00beMe, OTCYTCTBHE MH(GOpPMALUH, MOATBEpKAatomeil (akrt
yIUIaThl  TOCYJApCTBEHHOM  MONUIMHBI 332  MOATBEPXKAEHHUE  TOCYJapCTBEHHOW  PErHUCTpaliu
JIEKapCTBEHHOTO Mpemnapara, Ju00 HENpeICTaBICHHE 3asBUTEIEM B YCTAaHOBICHHBIH CPOK OTBETa Ha
yKa3aHHBIH B dYacTH O HAcTOSIIEH CTaThH 3ampoc YIOJIHOMOYEHHOro (enepanbHOro opraHa
UCTIOJTHUTENBHON BIIACTH, a TAKXKE OTCYTCTBHE B YKa3aHHBIX JOKYMEHTaX MH(OpManuu, KOTopas J0JDKHA
OBITh B HUX OTpaKeHa.

9. DOkcneptu3a OTHOIICHUS OXHAAEMOM TMOJb3bl K BO3MOXHOMY pHUCKY TNPUMEHEHHUS
JIEKApCTBEHHOT'O TpernapaTa B IENsIX MOATBEPKICHUSI TOCYJapCTBEHHON PEruCTpaliu JIEKapCTBEHHOTO
npernapaTa MpOBOJUTCS KOMUCCHUEH SKCIEPTOB SKCIEPTHOTO YUPEKACHHUS B CPOK, HE IMPEBBIIIAIOLIUI
TPUALIATH pabOUYUX THEH.

(B pen. @enepansuoro 3akoHa ot 30.01.2024 N 1-D3)

10. B cinyuyae HEZOCTAaTOYHOCTHU INPEACTABICHHBIX 3KCIEPTY MAaTEpUANIOB JUIsl Jayd 3aKJIIOUEHUS B
JUYHBIA KaOWHET 3asBUTENS B €IMHON CHUCTEME HAIpaBiseTCs 3alpOC O MPEICTABICHUU HEOOXOIUMBIX
MaTepHaoB, MOAMUCAHHBIN PYKOBOAUTENEM (YHOJHOMOYEHHBIM JIMLIOM) SKCIEPTHOTO YUYPEXKICHHUS C
HCIIOJIb30BAaHUEM YCHUJICHHOUN KBATM(DHUIIMPOBAHHON AJIEKTPOHHON TTOMHCH.

(uactb 10 B pen. @eaepanbHoro 3akona ot 30.01.2024 N 1-03)

11. 3asBuTenp 00s3aH HANIPABUTh B JIMYHBIM KaOWHET SKCIEPTHOTO YUPEKIACHHS B €AMHONU CHCTEME
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MTOANMCAHHBIN YCUICHHOW KBATHM(UIIMPOBAHHOMW AJIEKTPOHHOU MOAMKMCHIO OTBET HA 3aMpOC 3KCIEPTHOTO
YUPEKACHUSI B CPOK, HE MPEBBIMIAIOMINN MIECTUACCATH pabOYNX JTHEH CO THS MOJMYYEHHs KCIEPTHBIM
YUpEeXKJIEHUEM 3JIEKTPOHHOTO YBEIOMJICHHS O MOJTYYEHHH 3asBUTENIEM yKa3aHHOro 3ampoca. Bpems co
JTHSI HATPaBIICHUS B JIMYHBIA KaOWHET 3asBUTENS B €IUHON CHCTEME 3alpoca IKCIEPTHOTO YUPEKICHUS
70 JHS HAmpaBlICHUs 3asSBUTENEM B JIMYHBIA KAaOMHET AKCHEPTHOTO YUPEXKJIEHUS B €IUHOM cucTeme
OTBETa HA YKa3aHHBIM 3alpoCc HE YYUTHIBACTCS IPU HCUYUCICHUU CpPOKa MPOBEACHUS SKCIEPTU3BI
OTHOIICHUS OKUJAeMON MOJB3bl K BO3MOXKHOMY PUCKY NPHUMEHEHHUS JIEKapCTBEHHOrO Ipernapara Ha
OCHOBAaHMHU JOKYMEHTA, COJEPKAIlIero pe3yjbTaThl MOHHMTOPUHTA 3(P(GEKTUBHOCTH M 0O€30MacHOCTH
JIEKapCTBEHHOI'O Ipernapara.

(uacts 11 B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

12. B cpok, He MpeBBIIAIONMNA MATH pabounMXx THEW CO JHS HAMNpPaBJIICHWS B JMYHBIA KaOWHET
YIOOJIHOMOYCHHOT'O (benepam;Horo opraHa HWCIIOTHUTEILHOM BJIACTH B CHHHOﬁ CUCTEMEC 3aKJIIFOUCHU S
KOMHUCCHH JKCIEPTOB IO pe3yjbTaTaM SKCIEPTH3bl OTHOUICHMS 0KMJIA€MOW IMOJIb3bl K BO3MOKHOMY
PHUCKY NPUMEHEHHUS JIeKapCTBEHHOTO Mperapara, COOTBETCTBYIOLIUM YIOJIHOMOYEHHBIN (enepanbHblii
OpraH HCIOJIHUTENbHOMN BIIACTH!

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

1) OCyIIECTBISET OIEHKY ATOTO 3aKJIIOUCHHUS JUIsl OMpPENENICHUsS €ro COOTBETCTBHS 3aJaHHUIO0 Ha
MPOBEACHUE YKA3aHHOW SKCIIEPTU3HI;

2) NpUHHMMAET peUIeHHEe O TMOATBEPXKACHUM TOCYJapCTBEHHOW pETHUCTPalUU JIEKapCTBEHHOTO
npernapara win 00 OTKaze B TOATBEPKIECHHUH TOCYAapCTBEHHOW PETUCTpAIMM JIEKapCTBEHHOTO
npernapara;

3) BHOCUT TMpU TMPUHATHM PELIIEHUS O TMOATBEPKACHUM TOCYJApPCTBEHHOM perucrpanuu
JIEKapCTBEHHOI'0 IpernapaTa CBEACHUs B T'OCYIAPCTBEHHBIM peecTp JEKapCTBEHHBIX CPEICTB U BbIJIACT
3asBUTENI0 OECCPOYHOE PETUCTPAIMOHHOE YIOCTOBEPEHHE JIEKApCTBEHHOI'O Iperapara MOCPEICTBOM
HaMpaBJICHUs Yepe3 €MHBINA MOpTaJl MM JIMYHBI KaOMHET 3asBUTENS B €JUHON CHUCTEME BBIINHCKH U3
TOCYJapCTBEHHOTO PEECTpa JIEKAPCTBEHHBIX CPEJCTB, MOANMCAHHON YCHJICHHOH KBaJHM(HUIMPOBAHHON
3JIEKTPOHHOU MOJMUCHIO.

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

13. OcHOBaHueM [Jid OTKa3a B MOJTBEPKIACHUU TOCYJAPCTBEHHON PETHCTPAIMU JIEKAPCTBEHHOIO
mpermapaTta SBISCTCS 3aKIIOUEHHE COOTBETCTBYIOIIETO YIIOJIHOMOUYEHHOTO (pemeparbHOro opraHa
WCIIOJIHUTENIBHON BIIACTH O TOM, YTO PUCK MPUYMHEHHUS Bpela 3J0pPOBbIO YeNOBEKa HIIM >KMBOTHOTO
BCJIEJICTBHE IIpHUEMa JISKapCTBEHHOTO TpenapaTa MmpeBblnaeT 3 (HEeKTHBHOCTD €ro MPUMEHEHHS.

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

14. B mnepuon mpoBeneHUs MNpPOLEAYypbl IOATBEPXKAECHUS TOCYJAapCTBEHHON pErucTpanuu
JIEKapCTBEHHOTO Mperapata ero obparnienue B Poccutickoii deneparnuy He TPHUOCTaHABIUBACTCS.

15. JlomyckaeTcst oOpallieHue JeKapCTBEHHBIX TPENaparoB [0 MCTEUEHUS CpOKa TOMHOCTH,
NMPOU3BEJACHHBIX B TEYCHHWE CTa BOCBMHUICCATH KAJCHAAPHBIX JTHEW TOCIe JaThl TMPUHSTHS
YIOOJIHOMOYCHHBIM (be;[epaanbIM OopraHomM HUCIIOJIHUTEIILHOM BIACTHU pemicHud O TMOATBCPKACHUN
TOCYJapCTBEHHON pPETUCTpallMi, B COOTBETCTBHHM C WH(OpMAIMEH, colepXameics B JOKYMEHTax
PEruCTPAaLIMOHHOIO JOChE HA JIEKAPCTBEHHBIN IIperapar 10 AAThl IPUHATUS TAKOTO PELICHUS.

(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-D3)
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?;zieﬁ”;gbivz' 32%'(22}”) ot 12.04.2010 N 61-03 JloKyMeHT npeAocTaBnieH KoHcynbTaHTItoc

"06 obpalleHMn NeKapCTBEHHbIX CpeacTB” Hata coxpatenms: 24.01.2025

KoncynprantlIntoc: npumevanue.
[Tonoxennsa cr. 30 (B pea. @3 or 30.01.2024 N 1-D3), kacarouyecss NpeAOCTaBICHHUs TOC. yCIyT
MTOCPEJICTBOM €IMHOM CUCTEMBI U (MJIH) €IUHOTO TopTaia, mpumenstorcs ¢ 01.01.2026.

Cratba 30. BHeceHMe wu3MeHeHMW B [OOKYMEHTbl, coAepXxawueca B
perncTpauMoHHOM [OCbe Ha 3aperucTpUpoBaHHbIA JIeKAPCTBEHHbIN npenapatr Aanq
MeAULMHCKOro NpuMeHeHus

1. B nenax BHeceHUs M3MEHEHHUH B JOKYMEHTBI, COJAEpPKAIMECSd B PETUCTPALMOHHOM JIOChE Ha
3apEruCTPUPOBAHHBINA JIEKAPCTBEHHBIM Mpenapar sl MEIUIHMHCKOTO MPUMEHEHHUs], JepXkKaTelb WU
BIIQJIEJICL] PETUCTPALMOHHOIO YIOCTOBEPEHUS JICKAPCTBEHHOI'O IIperapara WM YIOJHOMOYEHHOE UM
Jpyroe IopuarndecKoe IO (Jajiee B HACTOSIIEH CTaThe - 3asiBUTENb) HANpPaBJseT MOCPEACTBOM €IUHOTO
nopTaja B YIOJIHOMOYEHHBIH (hefepalibHbli OpraH HMCIOJHUTEIBHON BIACTH WJIM B JIMYHBIA KaOMHET
YHOJHOMOYEHHOTO (eIepalbHOr0 OpraHa HMCIOJHUTEIBHONW BJIACTH B €JUHOW CHCTEME MOJIMUCaHHOE
YCWJICHHON KBATH(DHUIIMPOBAHHON 3JIEKTPOHHOU MOAMKCHIO 3asBICHUE O BHECEHUU TaKMX U3MEHEHUH 110
dbopMe, YCTaHOBJIEHHOM YMOJHOMOYEHHBIM (elepalbHbIM OpPraHOM HCIOJIHUTENbHONW BIACTH, H
[pujiaraéMble K HEMY M3MEHEHHUS B YKa3aHHbBIC JOKYMEHTBI, a TAKXKE JOKYMEHTBI, ITOATBEPXKIAOLINE
HE0OXOIMMOCTb BHECEHUS TAKUX U3MEHEHHIH.

(B pen. denepanbHbix 3akOHOB OT 22.12.2014 N 429-03, ot 04.06.2018 N 140-D3, ot 30.01.2024 N
1-©3)

1.1. [Ipu HEOOXOAMMOCTH BHECEHHS B JIOKYMEHTHI, COJCPIKALINECS B PETUCTPALMOHHOM JOChE Ha
3apEeruCTPUPOBAHHBIA  JICKAPCTBEHHBINM TMpemapar ISl MEIUIMHCKOrO TMPUMEHEHHS, HW3MEHECHUH
OTHOCUTCIBbHO MECTa HpOI/IBBOI[CTBa JIeKapCTBeHHOI‘O npenapaTa A4 MCOUITUHCKOI'O HpI/IMeHeHI/ISI,
TPeOYIOMMX MPOBEACHUS IKCIEPTU3bl KauecTBa JICKAPCTBEHHBIX CPEJICTB, 3asBUTENb JIOMOJHHUTEIHLHO
HaNpaBJsIeT MOCPEACTBOM €AMHOTO MOpTalia B YIIOJIHOMOYEHHBIN (eiepaabHbIi OpraH UCTIOIHUTEIbHON
BJIACTH WJIM JIMYHBIA KaOWHET YIMOJHOMOYEHHOTO (enepaibHOTO OpraHa HWCIIOTHHUTEIBHOW BIIACTH B
€IUHOH CHCTEME:

1) cBeneHust o0 jAare MPEAOCTABICHUS M PETHCTPAMOHHOM HOMEpE JHUIEH3UM Ha MPOU3BOJICTBO
JIEKAPCTBEHHBIX CPEJICTB, & TAKXKE KOMHUIO 3aKIIOYEHHUsI O COOTBETCTBUM MPOU3BOIUTEINS JIEKAPCTBEHHBIX
CPEICTB i MEAUIIMHCKOTO TMPUMEHEHHs TpeOOBaHUSAM IMpaBWJI HaJUIeXkKalled MPOU3BOJICTBEHHOM
MPAKTUKU, WM KOMHIO CEepTU(HUKATa COOTBETCTBHUS TMPOM3BOAMTENS JIEKAPCTBEHHBIX CPEACTB JUIS
MEAUIIMHCKOTO MPUMEHEHUS TpeOOBaHUSAM TMpaBWJI HaJJIekalled MPOU3BOACTBEHHON IMPAKTUKH
EBpa3uiickoro 3KOHOMHYECKOTO COI033, BBIIAHHBIX YIOTHOMOYEHHBIM (pelepalbHBIM  OpTraHOM
WCTIOTHUTEIPHOW BJIACTH B OTHOIICHWM W3MEHEHHOW U (WJW) JIOMOJIHEHHOW IPOU3BOACTBEHHOM
IJIOIIAKKU JIEKApCTBEHHOTO Tpernapara Juisi MEAUIMHCKOrO TPUMEHEHMS, WJIA KOMHIO PEIICHUs
YHOJHOMOYEHHOTO (peIepalIbHOr0 OpraHa HCIOJIHUTEIbLHONW BJIACTH O MpOBEACHUM (hapMalleBTHUECKON
WHCIIEKIIUU TPOU3BOJCTBA JIEKAPCTBEHHBIX CPEJCTB JUIsI MEIAUIIMHCKOIO MPUMEHEHUsS Ha COOTBETCTBHUE
TpeOOBaHUSM TPaBUJ HAJJICKAIEH TPOW3BOJCTBEHHON NPAKTUKH EBpa3uiicKoro 3KOHOMHYECKOTO
COI03a B OTHOILLIEHWU U3MEHEHHOM U (WJIU) AOMOTHEHHOW MPOU3BOICTBEHHON IJIOMIA/IKU JIEKAaPCTBEHHOTO
npenapara JJii MEAUIMHCKOIO MPUMEHEHUS B ClIy4ae, €CJIM IPOU3BOACTBO JIEKAPCTBEHHOT'O Ipernapara
ocyuectsisercs B Poccniickon @enepanny;

2) KOMMIO MPEJOCTABICHHON YMOJHOMOYEHHBIM OpPraHOM CTpaHbl MPOU3BOAMUTENS JIMIEH3UU Ha
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MIPOU3BOJICTBO JIEKAPCTBEHHOI'0 Ipenapara i MEAUIMHCKOrO MPUMEHEHUSI U €€ MEepPEeBOJ HAa PYCCKHM
A3bIK, 3aBEPEHHBIE B YCTAHOBJICHHOM TIOPSAKE, a TaKXKe KOIHIO 3aKIIOYEHHUS O COOTBETCTBUU
MIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJACTB TpeOOBaHUSAM MpaBHJI HaJUIekKalled MPOU3BOJACTBEHHOM
NPAaKTUKHU, WM KOMHUIO cepTU(UKaTa COOTBETCTBUS NPOM3BOIUTENS JICKAPCTBEHHBIX CPEACTB IS
MEAUIIMHCKOTO MPUMEHEHUsS TpeOOBaHUSAM TMpaBWJI HaJuiekalled MPOU3BOACTBEHHON IMPAKTHUKU
EBpa3uiickoro SKOHOMHYECKOTO COI032, BBIJAHHBIX YIOJIHOMOYEHHBIM (enepaJbHbIM OpraHoM
WCTIOTHUTEIPHOW BJIACTH B OTHOIICHWM W3MEHEHHOW U (WJM) JIOMOJIHEHHOW IPOU3BOACTBEHHOM
TUTOIIAJIKU JIEKAPCTBEHHOT'O Mpernapara, Ui KOIHUIO PeIIeHUs] YIOJTHOMOYEHHOTO (peepanbHOro oprana
WCIIOJIHUTEJILHOM BJIACTH O MPOBENECHUHU (hapMalleBTHUECKON MHCIEKIUU MPOU3BOACTBA JIEKAPCTBEHHBIX
CpeACTB sl MEIMIMHCKOTO MPHUMEHEHHs Ha COOTBETCTBHME TpeOOBaHMAM TPABWII HaJIexkKalei
MIPOU3BOJCTBEHHON NPakTUKU EBpa3miiCKOro 3KOHOMHMYECKOIO COK03a B CIIydae, €CiIu IPOU3BOACTBO
JIEKApCTBEHHOTIO IIperapaTa OCyLIECTBIsAETCs 3a peaenamu Poceuiickon @enepanuu.

(dactp 1.1 B pen. denepanpuoro 3akona ot 30.01.2024 N 1-03)

1.2. [Ipu HeOOXOAMMOCTH BHECEHHS B JIOKYMEHTHI, COJCPIKALINECS B PETUCTPALMOHHOM JOChE Ha
3apETUCTPUPOBAHHBIA JIEKAPCTBEHHBIM TMpernapaT JJis MEAWIIMHCKOTO TPUMEHEHHS, W3MCHECHHI
OTHOCUTCIBbHO HOKaBaTeﬂeﬁ KadycCTBa JICKapCTBeHHOFO npenapaTa JIA MECOUIIUHCKOI'O HpI/IMeHGHI/IH nu
(W) METOMOB KOHTPOJIS KauyecTBa JICKAPCTBEHHOIO TNIpemapara i MEIUIIMHCKOTO IMPUMEHEHHS,
TPCGYIOH_II/IX HpOBGI[eHI/I}I BKCHepTI/ISBI KadycCTBa .HeKapCTBeHHBIX CpGI[CTB, 3as4BUTCIIb HOIIOJIHHUTCIIBHO
HaIpaBJIsieT TTOCPECTBOM €IMHOTO MOPTaJia B YIOJIHOMOYCHHBIN (heiepalIbHbIA OpraH UCIOJHUTEIBLHON
BJACTU WJIN JIMYHBIM KaOWHET YMOJIHOMOYEHHOro (eepasbHOr0 OpraHa WCIOJIHUTENBHOW BIAcTH B
€IUHOI CHUCTEME:

1) cBeneHus o mare NMpEAOCTaBICHUS M PETMCTPALMOHHOM HOMEpE JMIEH3UU Ha IPOU3BOJICTBO
JIEKapCTBCHHBIX CPEACTB WM CBEICHUS O JaTe MPEJOCTaBICHUS M PErMCTPAllMOHHOM HOMeEpe
3aKJIIOYCHHUST O COOTBETCTBUHU IPOU3BOAMTENS JICKAPCTBEHHBIX CPEACTB TpPeOOBAaHUSAM IPAaBHII
Ha/IeKalleld MPOU3BOJCTBEHHON MPAaKTHKM WM KOIUIO CEpTU(PHMKATa COOTBETCTBUS IPOU3BOIUTENS
JICKApCTBEHHBIX CPEACTB IS MEIUIMHCKOIO NpPHUMEHEHHs TpeOOBaHUSAM NpaBWI HaJUIeKaleH
IIPOU3BOJICTBEHHON NpakTUKU EBpa3zniickoro 3KOHOMHYECKOTO COI03a, BBIJAHHBIX (IPEAOCTABICHHBIX)
YIOJHOMOYEHHBIM (peiepajIbHBIM OPraHOM HCIIOJIHUTEIBHONW BJIACTH B OTHOIIEHUM MPOHM3BOJCTBEHHOM
IUIOLIAIKK  JIEKAPCTBEHHOIO IIpenapaTta, B Cilaydae, €CIM IPOU3BOJACTBO JIEKAPCTBEHHOIO Ipenapara
ocyuectsisercs B Poccniickon @enepanny;

2) KOMMIO MPEJOCTABICHHON YMOJHOMOYEHHBIM OpPraHOM CTpaHbl MPOU3BOAMTENS JMIEH3UU Ha
IIPOU3BOJICTBO JIEKAPCTBEHHOI'O Ipernapara A MEJULUHCKOIO MPUMEHEHUS U €€ MEPEBOJ Ha PYCCKHUI
S3bIK, 3aBEPEHHBIC B YCTAHOBJIEHHOM IIOPSJKE, a TaKKe CBEIECHHUS O JaTe NpeJoCTaBICHUS U
PETUCTPALIMOHHOM HOMEpE 3aKJIIOYEHHS O COOTBETCTBMM ITPOU3BOJMUTEINS JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHUSM TMpaBWJI HAJUIeKalled MPOM3BOJACTBEHHON NPAKTHKH, WJIM KOIMHUIO cepTHdHUKaTa
COOTBETCTBHS MPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB JUISI MEIUIIMHCKOTO NMPUMEHEHUS! TPeOOBaHUSAM
MpaBWJ HaJJIekKaeH MPOU3BOJCTBEHHON MPAKTUKU EBpa3uiicKOro ’KOHOMHYECKOTO COI03a, BBIJAHHBIX
YIOJHOMOYEHHBIM (peiepajIbHBIM OPraHOM HCIIOJIHUTENIBHONW BJIACTH B OTHOIIEHUH MPOM3BOJICTBEHHOM
IJIOIIAKHU JIEKAPCTBEHHOIO Ipenapara, Wid CBEJACHUS O JaTe NPEIOCTaBICHUS U PETUCTPALMOHHOM
HOMEpE pELICHHS YIOJHOMOUYEHHOTO (elepalbHOro OpraHa HCIIOJHUTEIFHOW BJIACTH O IMPOBEIACHUU
(bapmaleBTUUECKOl HHCTIEKIIUHN MPOU3BOICTBA JIEKAPCTBEHHBIX CPEACTB JIJIs1 MEAULIMHCKOTO TPUMEHEHUS
Ha COOTBETCTBHE TpeOOBaHMSM TMpaBHJ HAAJEKaIIed MPOU3BOACTBEHHONW NpakTuku EBpasuiickoro
SKOHOMHUYECKOI'O COI03a, €CJIA MPOU3BOJCTBO JIEKAPCTBEHHOTO MTpenapara OCyIIEeCTBIIAETCS 3a IPeAeIIaMU
Poccutickoit denepanuu.
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(dactp 1.2 B pen. ®enepanpuoro 3akona ot 30.01.2024 N 1-03)

1.3. TlpuHsaTHe pemieHuss O BHECEHWM W3MEHEHUW WM 00 OTKa3e BO BHECEHWH W3MECHCHUU B
JOKYMEHTBI, COJIepXkalIMecs] B PErMCTPAllMOHHOM [IOCb€ Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN
mpermapar Ajisi MEAUIIMHCKOTO MPUMEHEHHUS, B ClTydae HE0OX0JMMOCTH MTPOBECHUS IKCIIEPTU3BI KauecTBa
JIEKAPCTBEHHBIX CPENICTB M (MJIM) DKCIEPTU3Bl OTHOIICHUS OXHUIAEMOM IMOJB3bI K BO3MOXXHOMY PHCKY
MIPUMEHEHHUSI JICKaPCTBEHHOTO Ipernapara sl MEJUIMHCKOTO TPUMEHEHUsI OCYIIECTBIISIETCSI B CPOK, HE
MIPEBBIIAOIINN MATUACCITH pabOYMX JTHEH, a B OCTAIBHBIX CIydasX B CPOK, HE MPEBBIIIAOIINN IECATH
pabounx AHEH co IHS HAMpaBIEHUS MOCPEICTBOM €IMHOTO MOpTaja B YIIOJIHOMOUYEHHBIN (hefepatbHbIid
OpraH WCIIOJTHUTEIPHOW BJIACTH WJIM JIMYHBIM KaOWHET YIOJHOMOYEHHOTO (¢eepalbHOrO OpraHa
HCIIOJIHUTCILHON BJIACTH B IMHOM CHCTEME 3asBIICHUS O BHECCHHH TaKUX M3MCHCHUI.

(dactp 1.3 BBeaeHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. DeaepanbHOro 3aK0HA OT
30.01.2024 N 1-®3)

1.4. YnomHoMOUYeHHBIN (eaepaabHbIii OpraH HCIOJHUTEIHHOW BIACTH C YYETOM pPE3yIbTaTOB
(dapmakoHag30pa M MPOBEPOK COOTBETCTBHUS JIEKAPCTBEHHBIX CPENICTB, HAXOSANIMXCS B TPaXITaHCKOM
000pOTe, YCTAaHOBJIEHHBIM TpPEeOOBaHMUSAM K UX KayecTBYy B TEUYEHHME JAECATH pabouyux AHEW cOo JHA
MOCTYIJICHUS COOTBETCTBYIOIIEH HH(POpPMAIMM pa3MEIlaeT Ha CBOEM O(HUIMAIbHOM CalWTe B CETH
"UuTepHer" cBeleHUS O HEOOXOIWMOCTH BHECEHHS B WHCTPYKIHMIO TIO MEIUIMHCKOMY TPUMEHEHHUIO
JICKApCTBCHHOT'O IIpCriapaTa U3MCHEHUN B OTHOIICHHUU CBGI[CHI/Iﬁ O MOKa3aHuAX JisI MPUMCHCHUA U
MIPOTUBOMNOKA3aHUSAX [UIsl IPUMEHEHHSI JIEKAPCTBEHHOI'O Tperapara, BhISIBICHHBIX MOOOYHBIX AEHCTBUSIX,
HCKCJIATCIIBHBIX PCAKIUAX NPU NPUMCHCHUU JICKAPCTBCHHOTO Ipfliaparta W HApaBJIACT MOAINMMCAHHOC
YCUJICHHOUW KBaJM(DUIIMPOBAHHON AJIEKTPOHHON MOAMUCHIO YBEIOMJICHUE B TUYHBIA KAaOWHET 3asBUTEIIS B
CHHHOﬁ CHUCTEMEC, a TaKXC B JIMYHBIC KaGI/IHeTBI 3aABUTEIIEH B eﬂﬂHOﬁ CHUCTEMC, ABJIAIOIIUXCA
JepKaTenssMd  WIA  BIaJeNbllaMM  PETUCTPALMOHHBIX  yJOCTOBEPEHHI  B3aMMO3aMEHSIEMbIX
JIEKapCTBEHHBIX NTPENapaToB (MM YIOJIHOMOYEHHBIX MU APYTUX IOPUINYECKUX JIML).

(actp 1.4 BBeaeHa denepanbHbIM 3akoHOM OT 27.12.2019 N 475-03; B pen. DeaepanbHOro 3aK0HA OT
30.01.2024 N 1-®3)

1.5. Jlepxarenb Wiy BIaAeiel] perUCTPALMOHHOTO YIOCTOBEPEHUS JICKAPCTBEHHOIO Tpernapara, a
TaKXKe JepKaTesld WIH BIAJeNbIbl PETUCTPAIIMOHHBIX YIOCTOBEPEHUN JIEKaPCTBEHHBIX MpenapaToB (WK
YIOJHOMOYEHHbIE UMU APYyTHE IOPUINUECKUE JTUIA), KOTOPbIE SBJISIOTCS B3aMMO3aMEHSIEMbIMHU, 00sS3aHbI
HANpaBUTh B JIMYHBIA KaOWHET YIOJHOMOYEHHOrO (elepaJbHOro OpraHa HCIHOJHHUTENBbHOM BIACTH
MOJNKCAHHBIE YCUJIEHHBIMU KBATU(DUIIMPOBAHHBIMU 3JIEKTPOHHBIMU MOJIMHUCIMU 3asBJICHHUSI O BHECEHUH
U3MEHEHUH B JIOKYMEHTBI, COJAEpXkallUecs B PETUCTPALMOHHBIX [OChE Ha 3apETrUCTPUPOBAHHBIE
JIEKApCTBEHHBIEC TpPENapaTrhl JUIsi MEIULIHMHCKOTO NPUMEHEHMs, B OTHOLUIEHUM CBEACHUH, yKa3aHHBIX B
MHCTPYKIMU IO MEIUIIMHCKOMY MPUMEHEHHIO JICKApCTBEHHBIX IPENapaToB, B TEUYCHUE COPOKa paboUynx
OHEH €O JHS TMOJy4YeHHs YIOJHOMOYEHHBIM (enepalbHbIM OpraHOM HCIHOJHUTEIBHON BIACTH
ANIEKTPOHHOTO YBEAOMJIEHMSI O TIOJYYEHUHM JIep’KaTeleM WM BIAJENbLEM PETUCTPALMOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOTO Mpernapara (WId yIOIHOMOYEHHBIM UM JAPYTUM IOPUINYECKUM JIUIIOM)
uHpopManuy, yKkazaHHoOH B yacTu 1.4 Hacrosell ctarbu. /lanHOe TpeOoBaHUE HE PACIPOCTpPaAHIETCs Ha
Cllydyal BHECEHHMsS B HMHCTPYKLUMIO 10 MEIMLUMHCKOMY IPUMEHEHMIO JIEKapCTBEHHOIO IIpenapara
M3MEHEHUH B OTHOIIEHUH HOBBIX MOKAa3aHUI I IPUMEHEHUS JIEKapCTBEHHOT0 Ipenapara Ha OCHOBaHUU
pe3yabTaTOB COOTBETCTBYIOIIMX UCCIEAOBAHUM.

(uactp 1.5 BBegena denepanbHbiM 3akoHOM OT 27.12.2019 N 475-03; B pen. @eaepanbHOro 3aKkoHa OT

30.01.2024 N 1-®3)
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2. PenreHue o MpoOBENEHUM SKCIEPTU3bI KauecTBa JICKAPCTBEHHBIX CPEICTB MU (WIIH) SKCIEPTU3BI
OTHOILIEHUS OXXUIAEMOM IOJIb3bl K BO3MOKHOMY PHCKY IPUMEHEHHUs JIEKapCTBEHHOIO Ipernapara A
MEIUIUHCKOTO TPUMEHEHHS TPUHUMACTCS B COOTBETCTBHHM C YTBEPXKICHHOW YIOJHOMOYEHHBIM
denepanbHBIM OpPraHOM HCIOJHUTENHLHOW BIACTH KiaccH(UKAIMe W3MEHEHUN, BHOCHMBIX B
JTOKYMEHTBI, COZICp)KAIHecss B PETUCTPAIIMOHHOM JI0Ch€ Ha 3aperHCTPHUPOBAHHBIA JIEKapPCTBEHHBIN
mpemapar.

(dactp 2 B pen. DeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

3. 3asBuTENb BIpaBE MPEICTABUTH MO COOCTBEHHON WHUIIMATUBE BMECTE C 3asIBJICHUEM O BHECEHHH
U3MEHEHHH B JIOKYMEHTBI, COAEPXKAIUECS B PErHCTPAlMOHHOM [OChE Ha 3aperuCTPUPOBAHHBIN
JIEKAPCTBEHHBIN Mpernapar Uil MEJULUHCKOIO IPUMEHEHUs, PEKBU3UTHI JOKYMEHTOB, ITOATBEPKIAIOIIHAX
yIUIaTy TOCYJApCTBEHHOM IOLUIMHBI 32 BHECEHHE B JOKYMEHTBI, COICPIKAIIMECA B PErMCTPAllMOHHOM
JIOChE Ha 3apPETUCTPUPOBAHHBIN JICKAPCTBEHHBIN IIpenapar I MEIULMHCKOTO IPUMEHEHHUs], U3MEHECHUH,
TpeOYyIOIUX MPOBEJEHUS OSKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB B YaCTH DJKCIEPTH3bl KayecTBa
JIEKapCTBEHHOI'O CPEACTBA U (MJIM) SKCIIEPTU3bl OTHOIIEHUS 0’KUIAEMOMW IOJIb3bl K BO3MOKHOMY PHUCKY
IIPUMEHEHHUS JIEKapCTBEHHOTO Npenapara sl MEIULIUHCKOTO PUMEHEHU], TOCY1apCTBEHHON TTOIUIHHBI
3a BHECCHHE B JIOKYMEHTBI, COJEp)KalUecs B PErMCTPALIMOHHOM JIOChE Ha 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIN Npenapar Uil MEAMLIMHCKOTO NMPUMEHEHUs, U3MEHEHHUH, He TpeOyIOIUX MPOBEICHUS
9KCIIEPTU3BI JIEKAPCTBEHHOTO CPEJCTBA, a TAK)KE BblAABAacMbIe (IIPEIOCTABIISIEMbIE) YIIOJTHOMOYEHHBIMU
(benepanbHBIMU OpraHaMM UCIIOJHUTENILHOW BJIACTH JIOKYMEHTHI (CBEICHHUS), yKa3aHHbIE B yacTax 1.1 u
1.2 Hactosmed cratbu. B cimywyae WX HeNmpenCTaBICHHUS YIOJIHOMOYEHHBIH (enepanbHbIi OpraH
UCTIOJHUTEIBHOM  BJIACTM  3alpallliBaeT  yYKa3aHHble  JIOKYMEHTBbl  (CBEJEHMs) B  IOpsJKe
MEXBEJJOMCTBEHHOT'O HH(OPMAITMOHHOTO B3aUMOJICHCTBHUS.

(B pen. @enepanbHbIX 3aKk0HOB OT 27.12.2019 N 478-D3, ot 30.01.2024 N 1-D3)

4. B Teuenue mATH pabounx JHEH cO AHS MOCTYIUICHHWs yKa3aHHOTO B yacTH | HacTosiel cTaThbu
3asBIICHUST W HEOOXOIUMBIX JTOKYMEHTOB YIIOJIHOMOYEHHBIH (efepaibHbIi OpraH HCIIOJHUTEILHON
BIIACTH:

(B pen. @enepansuoro 3akoHa ot 30.01.2024 N 1-D3)

1) mpoBOAUT NMPOBEPKY MOJHOTHI U JOCTOBEPHOCTU CBEIEHUM, COAECPKAILUXCS B MPEICTaBICHHBIX
3asBUTEJIEM MaTepHalIax;

2) IpUHMMAET PELIEHUE O NIPOBEIEHUHN YKa3aHHBIX B YaCTU 2 HACTOSIIENH CTaTbU COOTBETCTBYIOINX
HKCIEPTHU3 JIEKAPCTBEHHOT'O CPEACTBA WIN 00 OTKa3€e B MX MPOBEICHUM;

3) HampaBiseT B IJIMYHBIA KaOWHET 3asBUTENS B €IWHOM CHCTeME IOINHCAHHOE YCHIICHHOM
KBATU(UIIUPOBAHHON DJIEKTPOHHOM IMOJMUCHIO YBEIOMJICHHE O MPHUHSATOM pEUICHWHW WM B CIydae
NPUHATHS pelieHrus 00 OTKa3e B MPOBEJACHUHM COOTBETCTBYIOIICH SKCIEPTH3BI C yKa3aHUEM MPUYHH
TaKoOro OTKa3a.

(B pen. @enepanbHbix 3aKOHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N 1-D3)

4.1. B ciyydae BBISBICHHS HEIOCTOBEPHOCTH CBEICHHH, COAEPKAIIMXCS B MPEACTaBICHHBIX
3asiBUTENIEM MaTepuaiax, YIIOJHOMOUEHHBIN (heepanbHblii OpraH UCIIOTHUTEIHLHON BIACTH HAMPABIISICT B
JUYHBIA KaOWHET 3asBUTENSl B €OUHOW CHUCTeMe 3ampoc 00 YTOYHEHHM YKa3aHHBIX CBEACHUH,
MOJIMMCAHHBIA YCUIICHHOW KBaTU(UIIMPOBAHHON SJIEKTPOHHOH MOAIKUCHIO.

(dactb 4.1 B pen. ®enepanpuoro 3akona ot 30.01.2024 N 1-03)
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4.2. 3asBuTenb 00s13aH HAMPaBUTh B JIWYHBIA KAOWHET YIOJTHOMOYEHHOTO (efepalbHOrO OpraHa
WCTIOJIHUTEIBHON BJIACTH B EIMHON CHCTEME TIOJNUCAaHHBIA YCHUJICHHOW KBaTU(UIIMPOBAHHOMN
ANEKTPOHHON MOJIHUCHI0 OTBET Ha 3allpoC YMOJIHOMOUYEHHOTO (eiepaibHOr0 OpraHa MCHOJHUTEIbHOM
BJIACTH B CPOK, HE TPEBBIIIAOIINN JEBIHOCTAa paboumMx IHEH cO JHS MOJTYYCHHS YHOTHOMOYECHHBIM
benepanbHBIM OPraHOM HCIIOTHUTEIBHON BJIACTH AJIEKTPOHHOTO YBEIOMJICHHS O MOJTYUYEHHH 3asSBUTEIEM
naHHoro 3ampoca. Cpok, yKa3aHHbIM B 4acTu 4 HACTOSAILIEH CTaThbW, MPUOCTAHABIMBAETCS CO JIHSA
HampaBlIeHUsT B JIMYHBIM KaOWHET 3asBUTENs B E€IUHOW CHUCTEME 3ampoca YIOJIHOMOYEHHOTO
denepanbHOrO0 oOpraHa WCHOJHUTENBLHOM BJIACTH JO JHS HANpaBleHUS B JIUYHBIA KaOWHET
YHOJHOMOYEHHOTO (heJiepaibHOro opraHa UCIOJHUTEIbHON BJIACTH B €JMHON CUCTEME OTBETa Ha JaHHBIN
3alIpoc U HE YYHUTHIBACTCS MPU HCUYUCICHUU CPOKA TMPUHATHUS PEIICHHs] O BHECEHUM H3MEHEHUMN B
JNOKYMEHTBI, COAEpKAIIUECS B PETHCTPALMOHHOM JIOChE€ HA 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIM
npenapar s MeJUIUHCKOTO MPUMEHEHHUS.

(dactp 4.2 B pen. Genepanpuoro 3akona ot 30.01.2024 N 1-03)

5. OcHoBaHMEM [UIsl OTKa3a B MPOBEACHHWM YKA3aHHBIX B 4acTH 2 HACTOSIIEH CTAaTbU KCIEPTHU3
SBJIIETCS TPECTABIIEHUE IOKYMEHTOB, MIEPEUYHUCICHHBIX B 4acTAX | U 3 HACTOsAIIEH CTaTbU, B HETIOJIHOM
o0beMe, HEeIpelCTaBlICHUE 3asBUTEIEM B YCTAaHOBICHHBIH CPOK OTBETa Ha yKa3aHHBIM B uactu 4.1
HACTOAIIEH CTaThU 3alpoC YIOIHOMOYEHHOTO (e/lepaibHOTO OpraHa UCIOJHUTENbHOM BIIACTH, a TaKkKe
OTCYTCTBUC B NMpEACTAaBJICHHBIX AOKYMCHTax AJOCTAaTOYHbIX CBC,Z[GHHﬁ, MOATBCPKAAOIIUX
HE0OXOIUMOCTh BHECEHUS M3MEHEHUU, WIN OTCYTCTBUE MHGPOpMAIUH, MOATBEpkKAaroImen (HaKT yriaThl
roCyJapCTBCHHBIX MONUJINMH, YKa3aHHBIX B YaCTU 3 HaCTOHH_IGﬁ CTaThu.

(B pen. @enepanbHbix 3ak0oHOB OT 25.11.2013 N 317-03, o1 22.12.2014 N 429-D3)

6. Yka3aHHbIE B 4acTU 2 HACTOSIIEH CTAaThbU 3KCIEPTU3BI IPOBOASITCS B MOPSAKE, YCTAHOBIEHHOM
cratbeil 23 Hacrosero deaepaibHOro 3aKoHa.

7. B cpok, He MpEeBBILAIOUINA NATH pabouYMX AHEH cO THS HAmpaBICHHUS MOCPEICTBOM €IUHOTO
moprajia B YIOJHOMOYCHHBIM (enepanbHbld OpraH MCIOJHUTEIHHOW BIACTH WM JIMYHBIA KaOWHET
YIOJHOMOYEHHOTO (helepajbHOro OpraHa HCIIOJHUTENIBHOW BIACTH B €JMHOM CHCTEME MOAMMCAHHBIX
YCWJIEHHBIMH KBIU(PUIIMPOBAHHBIMU 3JIEKTPOHHBIMU MOJIMUCAMHU 3aKJIIOUYEHUI KOMUCCUH SKCIIEPTOB IO
pe3yibTaTaM YKa3aHHBIX B YaCTH 2 HACTOSLICW CTAaThU SKCIEPTU3, YIOJHOMOUYEHHBIN (enepanbHblii
OpraH UCHOJIHUTEIbHOMN BIAaCTH:

(B pen. @enepanbHbIx 3aKOHOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

1) mpuHUMaeT peleHrue O BHECEHUU U3MEHEHUH B IOKYMEHTBI, COJEpKAIIUECsS B PETUCTPALlHOHHOM
J0ChE Ha 3aperuCTPUPOBAHHBIN JIEKApPCTBEHHBIN Ipenapar Aias MEAMLUHCKOTO NMPUMEHEHHUs, WIH 00
OTKa3€ BO BHECEHUU TaKUX U3MEHEHUII;

2) BHOCUT B TOCYIapCTBEHHBI pEECTp JIEKAPCTBEHHBIX CPEICTB HAa OCHOBAHMM PELICHUS O
BHECEHHMM W3MCHEHHMH B  JIOKyMEHTBI, COJep)Kaliuecs B  PETHCTPAllMOHHOM  JO0Che  Ha
3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIH NpenapaT Uil MEIUIMHCKOrO IPHUMEHEHUs, HeoOXOoIuMble
N3MCHEHUS,

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

3) BbIIAET 3asABUTENI0 HOBOE PErMCTPALMOHHOE YAOCTOBEPEHUE JIEKapCTBEHHOIO Ipernapara B
Cllyyae M3MCHEHMS CBEICHUM, COIEPXKAIUMXCA B HEM, IIyTE€M HAIIPaBICHUS 3asBUTEII0 ITOCPEICTBOM
€IMHOTO TOpTaja WIN B JIMYHBINA KaOUHET 3asBUTENS B €IMHONW CHCTEME BBIUCKU U3 FOCYJapCTBEHHOIO
peecTpa JIEKapCTBEHHBIX CPEACTB, TIOANUCAHHONW YCHJICHHON KBaJHU(HUIUPOBAHHOW 3JIEKTPOHHOM
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MOJIITHCHIO.
(n. 3 BBeneH PenepanbHbIM 3akoHOM oT 22.12.2014 N 429-@3; B pen. denepanbHOro 3akoHa OT
30.01.2024 N 1-®3)

8. OcHoBaHuMeM /i1 OTKa3a BO BHECEHMM W3MEHEHUH B JOKYMEHTBI, COJEp)Kalluecs B
PETUCTPALIMOHHOM JI0Ch€ Ha 3aperUCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpenapar Ui MEIUIUHCKOTO
MIPUMEHEHHUSI, SBISETCS 3aKIIOUYCHUE YITOJIHOMOUYEHHOTO (heepaabHOr0 OpraHa UCIOMHUTEIBHON BIACTH
O BO3MOXHOCTH CHIDKEHHS O€30lacHOCTH, KauecTBa, 3(P(GEKTUBHOCTH JIEKAPCTBEHHOTO CPEACTBA B
Cllyyae BHECEHHUS TaKUX U3MEHEHUM.

9. Homyckaercsi oOpaiieHHe JIEKapCTBEHHBIX TPEnapaToB Ui METUIIMHCKOTO MPUMEHEHHS JI0
HUCTCUCHUA CpOKa rOAHOCTH, MPOU3BCACHHBIX B TCUCHUC CTAa BOCBMUACCATHU I[Heﬁ MOCJIC OAaThl NPUHATUA
YIOJHOMOYEHHBIM (eiepaIbHbIM OPTaHOM HCIIOJHUTEIFHON BJIACTH PEIICHHsI O BHECEHUN U3MEHCHUH B
JOKYMEHTBI, COJEpXKaIlhuecs B PETUCTPAIIMOHHOM JOChe, B COOTBETCTBHHM C HWH(OpMAaIUeH,
cofiep)Kamieiicss B JOKYMEHTaX PETHUCTPAIIMOHHOTO JIOChe Ha JIEKAPCTBEHHBIM TNpenapar 10 JaThl
IIPUHATHUS TAKOTO PEIICHUS.

(dactb 9 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

10. IIpaButensctBo Poccuiickoit ®enepanuu BOpaBe YCTAaHOBUTh OCOOEHHOCTH BHECCHHS
U3MEHEHHH B JIOKYMEHTBI, COAEPXKAIUECS B PErHCTPAlMOHHOM [OChE Ha 3aperuCTPUPOBAHHBIN
JICKapCTBEHHBIM Ipemapar Ui MEIMIMHCKOTO TPUMEHEHUs, B ciy4dae JeQeKTypbl WIH pHCKa
BO3HUKHOBEHHUS JAe(EeKTypbl JEKapCTBEHHbIX IPENapaToB B CBA3M C BBEACHUEM B OTHOUICHUHU
Poccuiickoit denepanuy orpaHUYUTENBHBIX MEP SKOHOMUYECKOIO XapaKTepa.

(dactp 10 BBenena denepanbubiM 3akoHOM OT 08.03.2022 N 46-D3)

Koncynprantllntoc: npumedanue.
[Tonoxenus cr. 31 (B pen. @3 ot 30.01.2024 N 1-®3), xacarommecs: TpeIOCTaBICHUS T'OC. YCIyT
MOCPEICTBOM €IMHOTO nopTana, mpumensitores ¢ 01.01.2026.

Cratba 31. BHeceHue wu3MeHeHMM B [OOKYMEHTbl, coaepxawuecs B
perucTpauMoHHOM [OCbe Ha 3aperMcTpyMpoBaHHbIA NEeKapCTBEHHbIN npenapar Aans
BeTepMHapPHOro NpMMeHeHus

1. B memsx BHECEHMS M3MEHEHUN B JOKYMEHTBHI, COAEPIKALIUECS B PETHCTPAMOHHOM J0ChE Ha
3apEruCTPUPOBAHHBIM JIEKAPCTBEHHBIM INpenapar il BETEPUHAPHOIO INPUMEHEHMS, JEp)KaTelb WU
BJIQJIENIECL] PETUCTPALMOHHOIO YIOCTOBEPEHMS JIEKAPCTBEHHOI'O MpErnapara Wid YHOJIHOMOYEHHOE UM
APYyroe IPUANYECKOE JHIIO (Jlanee B HACTOSIICH CTaThe - 3asiBUTEINb) HAIPABIISIET MOCPEICTBOM €UHOTO
mopTajia B yIOJHOMOUYCHHBIN (eepaibHblii OpraH MCHOJHUTEILHON BJIACTH TOIIMUCAHHOE YCHUICHHOMN
KBaJTM(HUIMPOBAHHON 3JICKTPOHHOM MOJNMCHIO 3asBJICHHE O BHECEHHM TaKMX HM3MEHEHHUil 1o ¢opme,
YCTaHOBJICHHOW YMOJIHOMOUYEHHBIM (heIepabHBIM OpraHOM HCIOJHUTEIBHON BIIACTH, U MpHJIaraeéMble K
HEMY U3MEHEHMs B yKa3aHHbIC JOKYMEHTHI, a TaK)Ke JOKYMEHTHI, TOJTBEpP)KIAIOIINE HEOOXOIUMOCTh
BHECEHUS Takux u3MeHeHu. [Ipy HeoOX0IMMOCTH BHECEHUS N3BMEHEHUN B JOKYMEHTBI, COJIeprKalliecs B
PETUCTPALIMOHHOM JOChE€ Ha 3apEeTrMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Npernapar Juisi BETEPUHAPHOIO
NPUMEHEHUs, B CIy4asX W3MEeHeHHss U (WIM) JOMOJHEHUS MPOU3BOACTBEHHON IUIOUIAJIKU
JIEKapCTBEHHOI'O CPEJICTBA, a TaKXKE M3MEHEHUs IOKa3zaTesled KadyecTBa JIEKapCTBEHHOI'O Ipernapara A
BETEPUHAPHOTO MPUMEHEHUS U (WJIM) METOJOB KOHTPOJIS KayecTBa JIEKAPCTBEHHOTO Mpernapara Jyis
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BETEPUHAPHOTO NMPUMEHEHUS 3asBUTENb JONOJHUTEILHO HANpPaBIsSET MOCPEACTBOM €IMHOTO MopTajia B
YIOJIHOMOYEHHBIN (heaepanbHblii OpraH UCIIOTHUTEIBHON BIACTH CIIEAYIONIHE JOKYMEHTHI (CBEICHUS):
(B pen. ®enepanbHbIX 3aK0OHOB OT 27.12.2019 N 478-D3, ot 30.01.2024 N 1-D3)

1) CBCACHUA O OAaTC MPCAOCTABJICHUA W PCTUCTPAMOHHOM HOMEPC JIMICH3WW HaA IMPOU3BOACTBO
JICKQpPCTBEHHBIX CPEJICTB, IMPEIOCTABICHHOW TPOM3BOJUTEIIO JICKAPCTBEHHOTO IMperapara  Jyis
BETEPUHAPHOTO PUMEHEHUS], 111 POCCUMCKUX ITPOU3BOAUTENEH;

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

2) cBeleHUs O JAaTe NMPEAOCTaBIECHMUS M PETHMCTPAlMOHHOM HOMEpE JHUIEH3UU Ha MPOU3BOJICTBO
JIEKapCTBEHHBIX  CPEICTB, IPEJOCTABICHHOW IPOU3BOAUTENIO  (PAapMaLeBTUYECKON  CyOCTaHIMH,
BXOJILIEN B COCTAaB JIEKAPCTBEHHOI'O Ipemnapara s BETEPUHAPHOIO IPUMEHEHMs, HJII POCCUHCKUX
MPOU3BOAUTENEH;

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

3) xonusl TOKyMEHTA, BbIAHHOTO YIOJHOMOYEHHBIM OPraHOM CTPaHbl POU3BOJAUTENS TS KX I0H
IIPOM3BOJICTBEHHON IUIOIIAJKM JIEKapCTBEHHOI'O Ipenapara s BETEPUHAPHOIO NPUMEHEHUs |
MOJTBEPKIAIOLIETO COOTBETCTBUE IPOU3BOAUTENS JIEKApCTBEHHOTO Ipenapara TpeOOBaHMUSAM IPABUI
HaJUIeKALEd IPOU3BOJACTBEHHON IIPAKTUKHM, M €ro IEepeBOJ, Ha PYCCKHUM S3bIK, 3aBEPCHHBIC B
YCTaHOBJICHHOM IOPSIJKE, a TAaK)Ke KOMMS 3aKI0YEHHUsS O COOTBETCTBUU IPOU3BOJUTENS JIEKAPCTBEHHBIX
cpeAcTB  TpeOOBaHMSAM  MpaBWJ  HAAJEKaIIed  MPOU3BOJACTBEHHONH  NPAaKTUKW,  BBIJTAHHOTO
YIOJIHOMOYEHHBIM (eiepabHbIM OPraHOM HCIIOJIHUTENIBHOW BJIACTH ISl KaXI0M MpOM3BOJACTBEHHOM
TUTOIIAJIKK JICKApPCTBEHHOTO Ipernapara JUisi BETEPUHAPHOTO MPHUMEHEHHs, JIMOO KOMHUS PpEIIeHUs O
IIPOBEJICHUU MHCIIEKTHUPOBAHMS IIPOU3BOAUTEINS JIEKAPCTBEHHBIX CPEICTB, PUHATOTO YIIOJIHOMOYEHHBIM
benepambHBIM  OpraHOM HUCIOJHUTENBHOM BJIACTH IS  KaKIOHM MPOU3BOACTBEHHOM IUIOIIAIKU
JIEKapCTBEHHOI'O Ipernapara il BETCPUHAPHOIO IPUMEHEHH. Y Ka3aHHBIE JOKYMEHTBI ITPEICTaBISIOTCS
B ClIy4yae, €CIM IPOU3BOACTBO JICKAPCTBEHHOIO IIpemapara g BETEPUHAPHOIO IIPUMEHEHHUS
oCyIleCTBIsIeTCS 3a npeaenamu Poccuiickoit denepanuu;

4) KomMsl JOKYMEHTa, BBIJIAHHOTO YIOJHOMOYEHHBIM OpPraHOM CTpPaHbl MPOU3BOAUTENS
(hapmareBTHueCcKou cyOcTaHnm u MOATBEPIKIAIOIIETO COOTBETCTBUE MIPOU3BOUTEIS
(dapmaieBTHUECKON CyOCTaHIIUU, BXOMSIIEH B COCTaB JIEKAPCTBEHHOTO MperapaTa i BETEPUHAPHOTO
MPUMEHEHHUsI, TPeOOBaHUSAM TPaBWJI HaJJIC)KAIIed MPOWU3BOJCTBEHHOW MPAKTUKH, W €ro TMEepeBoja Ha
PYCCKUW  53bIK, 3aBEpPEHHbIE B YCTAaHOBJICHHOM TOpSIKE, B CJydae, €CJIM MPOU3BOJCTBO
(hapmareBTHUeCKoi CyOCTaHITMU OCYIIECTBISETCS 3a nmpeaenamu Poccuiickoit deaepanum.

(uactb 1 B pen. @enepanbroro 3akoHa oT 04.06.2018 N 140-D3)

1.1. B cnyyae m3meHeHus W (WJIM) JTOMOJHEHHsS] TTPOU3BOACTBEHHOH TIJIOMIAIKH JICKAPCTBEHHOTO
CpelcTBa JOKYMEHTHI, YKa3aHHbIE B 4YacTH | HACTOsIIEW CTaTbu, NPEACTABISIOTCS 3asiBUTEIEM B
OTHOIICHUM M3MEHsAeMOM U (WJM) JOMOJHSIEeMON MPOM3BOACTBEHHON IUIOIIAJKU JIEKAPCTBEHHOTO
cpencrtBa. Penienrie 0 BHECEHUU U3MEHEHUHN B IOKYMEHTBI, COAEPKAIUECS B PETUCTPALIMOHHOM JI0ChE Ha
3aperucTpUPOBAHHBIN JIEKAPCTBEHHBIN Mpernapar sl BETEpUHAPHOTO MIPUMEHEHUs, WiIn 00 0TKa3ze B UX
BHECEHUU MPUHUMAETCS B CIIy4ae HEOOXOAUMOCTH MPOBEACHHS IKCIIEPTU3HI JICKAPCTBEHHOTO CPEJICTBA B
CPOK, HE MPEeBBIIIAIONINM AeBSIHOCTA pabOYnX AHEH, a B OCTAJIBHBIX CIydyasX B CPOK, HE MPEBBILIAOIIHMA
TPUALIATH pabOUYUX THEH CO JHSA HANpaBIIEHUS TOCPEICTBOM EIWHOTO IMOpTaja B YHMOJIHOMOYCHHBIN
(benepanbHBIN OpraH UCIOJHUTENBHOMN BIACTH 3asBJICHUSI O BHECEHUHU TaKUX U3MEHEHUH.

(uactp 1.1 BBegena denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. @eaepanbHOro 3aKoHa OT

30.01.2024 N 1-®3)
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1.2. B ciy4ae peopraHuzanyu JepKaTeis WIM BIAJENblla PErMCTPALMOHHOIO YIOCTOBEPEHUS
JICKQpCTBEHHOTO Tperapara s BETEPUHAPHOTO IPHUMEHEHHs, pa3paboTuMKa MM TPOU3BOAUTEIS
JIEKAPCTBEHHOT'0 Mpernapara uisi BETEPUHAPHOIO MPUMEHEHUS B 3asBJICHUU O BHECEHMHM W3MEHEHHI B
JOKYMEHTBI, COJIEpJKalliecsi B PETUCTPALIMOHHOM J0ChE Ha 3aperMCTPUPOBAHHBIN JIEKapCTBEHHBIN
mnmpenapar Jjsi BETEPUHAPHOTO NPUMEHEHUs, YKa3bIBAIOTCS JAHHBIE JIOKYMEHTA, IMOATBEPKIAOILETO
BHECEHHE COOTBETCTBYIOIIMX M3MEHEHUH B ENUHBIN TOCyJapCTBEHHBIM peecTp IOPUIMUECKUX JUI (11
OpraHu3aIyii, 3aperuCTPUPOBAHHBIX Ha TeppuTopun Poccuiickoit deneparuu), Wid HHOTO JOKYMEHTA,
MOJTBEPKIAIOLIETO PEOPTaHU3AUI0 IOPUANYECKOTO JHLa (U1 OpraHu3aluid, He 3aperUCTPUPOBAHHBIX
Ha Ttepputopun Poccuiickoii @enepanuu). 3asBiIeHHE O BHECCHHMH HW3MEHEHUHW B JTOKYMEHTHI,
coJiepKallvecs B PETUCTPALlMOHHOM JIOChE HA 3apErMCTPUPOBAHHBIA JIEKAPCTBEHHBIN Ipemnapar i
BETEPUHAPHOTO MPUMEHEHHUS, ¥ MpUilaraéMble K HEMY JTOKYMEHTBI HallpaBJISIOTCS MOCPENCTBOM €IMHOTO
nopTana B YINOJIHOMOYEHHBIA (enepaabHblii OpraH MCIOJIHUTENBHOW BJIACTH HE TO3JHEE 4YeM dYepe3
TpUAIATh PabOYMX THEH CO JTHS BHECEHHS! COOTBETCTBYIOIIMX M3MEHEHWH B EMuHBIN rocynapcTBeHHBIN
peecTp IOpPUAMYECKUX JIMI[ (A7 OpraHu3aluii, 3aperucTPUPOBAHHBIX Ha Tepputopuu Poccuiickoii
®denepanvi) UK CO AHS MPUHATUS COOTBETCTBYIOUIETO JOKYMEHTA, OITBEPKIAIOIET0 PEOPraHUu3alNIo
IOPUINYECKOTO JUIa (I OpraHM3aluii, HE 3aperucTpUpOBaHHBIX Ha TeppuTopun Poccuiickoit
Oenepaunn). B ciydae peopranuzanuu gepxareiis WU BIaJeNbla PETUCTPALUOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOI'O IpernapaTta JJii BETEPUHAPHOIO IMPUMEHEHMs 3asBIECHHE O BHECEHMM HM3MEHEHHM B
JNOKYMEHTBI, COAEpKAIIUECs B PETHCTPALMOHHOM JIOChE€ HA 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npernapaTr A BETEPUHAPHOIO INPUMEHEHUs, MOJACTCs IOPUINYECKUM JIMLIOM, KOTOPOMY B XOZE
peopraHu3aluy NepelaHo IpaBo BIIAJECHUS TAKUM PETUCTPALMOHHBIM YOCTOBEPEHUEM.

(uactp 1.2 BBegena denepanbHbiM 3akoHOM OT 02.08.2019 N 297-03; B pen. @eaepanbHOro 3aKoHa OT
30.01.2024 N 1-®3)

2. B ciyyae BHeceHUsI U3BMEHEHUN B JOKYMEHTBI, COJEpIKAIIHECs B PETUCTPALIMOHHOM JIOChE Ha
3apETUCTPUPOBAHHBIA JIEKAPCTBEHHBIM TMpernapaT JUisl BETEPUHAPHOTO TPUMEHEHHUS, B OTHOIICHHH
CBEJIEHUH, yKa3aHHbIX B mojamyHkrax "e", "x", "k", "n", "H", "c", "x" nmynkrta 7 wactu 3 crarbu 17
Hacrosiero denepaabHOTO 3aKOHA, W3MEHEHUS W (WJIM) JOTOJHEHHUS TPOW3BOJACTBEHHOM ILIOIIAIKH
JIEKApCTBEHHOTO CPEJICTBA, a TaKXe B Cllydyae W3MEHEHHUsl IOKa3aTelel KauyecTBa JIEKapCTBEHHOTO
mpenapara i BETEPUHAPHOTO NMPUMEHEHHS W (WJIM) METOJ0B KOHTPOJIS KadecTBa JIEKAPCTBEHHOTO
npenapara Jjisi BETEPUHAPHOTO MPUMEHEHHUs MPOBOJUTCA SKCIEPTHU3a JIEKAPCTBEHHOTO CPEACTBA MJIf
BETEPUHAPHOTO TpUMEHEeHUs. B ciydae HEOOXOAMMOCTH BHECEHWS WHBIX M3MEHEHHUHU B JIOKYMEHTHI,
coJiepKallirecs B PErUCTPAllMOHHOM JOChe Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpenapar s
BETEPUHAPHOTO MPUMEHEHUS, IKCIIEPTU3A JIEKAPCTBEHHOTO CPEJICTBA IS BETEPHUHAPHOTO MPUMEHEHHUS HE
MIPOBOJIUTCA.

(B pen. @enepanbHbix 3akoHOB OT 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

3. 3asBuTENb BIpaABE MPEICTABUTH MO COOCTBEHHON WHUIIMATUBE BMECTE C 3asIBJICHUEM O BHECEHHH
W3MEHEHUH B JOKYMEHTBI, COJEpXKaIlMecs B PETUCTPALMOHHOM JIOChE Ha 3aperHuCTPUPOBAHHBIN
JIEKApCTBEHHBIN Mpenapat AJs1 BETEPUHAPHOTO IPUMEHEHUSI, PEKBU3UTHI IOKYMEHTOB, TOATBEPKIAIOIINX
yIIaTy TrOCYJIapCTBEHHOM IMONUIMHBI 3a BHECEHHE B JOKYMEHTBI, COAEPKAIIMECS B PETHCTPALOHHOM
JI0OChE Ha 3apErUCTPUPOBAHHBIN JICKAPCTBEHHBIN Npenapar sl BETEPUHAPHOTO MPUMEHEHHS, U3MEHEHUH,
TpeOyIOUIMX MPOBEACHUS 3KCHEPTU3bl JIEKAPCTBEHHOI'O CPEJCTBA, WM H3MEHEHUH, He TpeOyroImux
MIPOBE/ICHUS SKCIIEPTU3HI JICKAPCTBEHHOTO CpelcTBa. B ciiyuae HE0OXOAMMOCTH M3MEHEHHUsI CBEICHHH,
coJlepXKalluXcsd B PErUCTPALMOHHOM YJIOCTOBEPEHHMH JIEKaPCTBEHHOI'O IMpernapaTta JUisi BETEPUHAPHOIO
MIPUMEHEHHUSI, C 3asBJICHUEM, YKA3aHHBIM B 4acTU | HACTOSIIEH CTaThH, 3asBUTEJb BIPABE MPECTABUTD
M0 COOCTBEHHOW WMHMIIMATUBE PEKBU3UTHI JOKYMEHTA, MOJTBEPKIAIOUIETO YIUIATy TOCYIapCTBEHHOM
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MOUIMHEI 32 BBIIa4y PETUCTPALIMOHHOTO YJOCTOBEPEHHUS JIEKapCTBEHHOTO ITpenapara. 3asBUTENb BIIPAaBe
MPEJCTaBUTh M0 COOCTBEHHOW MHUIIMATUBE CBEACHHUS O JIMLIEH3UAX, YKa3aHHbIE B MyHKTax | u 2 yactu 1
HACTOAIIEH CTaThbM, a TakXKe BbIJAaBaGMble YIOJHOMOYEHHBIMH  (efepa’dbHBIMH  OpraHaMHu
WCTIOJHUTENIHOW BNIACTH JOKYMEHTBI, yKa3aHHbIE B MyHKTe 3 yacTu | HacTosimied ctatbu. B ciydae
HETIPE/ICTaBICHUS] yKa3aHHBIX JOKYMEHTOB (CBEICHHWI) YIOJIHOMOYCHHBIH (enepanbHbIi  opraH
UCTIOJHUTENBHOM  BJIACTM  3alpallliBaeT  yKa3aHHbIE  JIOKYMEHTHl  (CBEJEHHMs) B  IOpPSIKE
MEKBEIOMCTBEHHOTO MH()OPMAIIMOHHOTO B3aMMO/ICHCTBUSL.

(B pen. @enepanbHbIX 3aK0HOB 0T 27.12.2019 N 478-®3, ot 30.01.2024 N 1-D3)

4. B cpok, HE NPEBBIMIAONINN JAECATH pabOYUX JTHEH CO JTHS MOCTYIUICHHWs] YKA3aHHOTO B YacTH |
HACTOSIIEH CTaTbU 3asiBICHUS U HEOOXOIMMBIX JOKYMEHTOB, YHOJHOMOYEHHBIH (enepaibHbIil opran
WCIIOJIHUTENIBHOMN BIIACTH:

1) mpoBOAUT NMPOBEPKY MOJHOTHI U JOCTOBEPHOCTU CBEJIEHUM, COAECPKAILUXCS B MPEICTaBICHHBIX
3asBUTEJIEM JOKYMEHTAX;

2) NPUHUMAET PELIEHUE O IIPOBEJEHUH IKCIIEPTU3BI JIEKAPCTBEHHOI'O CPEACTBA ISl BETEPUHAPHOTO
IPUMEHEHMs] WK 00 OTKa3e B €€ IPOBE/ICHUMY;

3) HampaBisSeT IOCPEACTBOM €IUHOTO MOpTala 3asBUTENI0 IOANHCAHHOE  YCHIJICHHOU
KBATM(UIIMPOBAHHON HJIEKTPOHHON MOJNHCHI0 YBEJOMIIEHHE O TPHHATOM DEUICHHH WM B CIydae
MPUHATHA pCHICHUSA 00 oTKa3e B MMPOBCACHNH SKCIICPTU3BI JICKAPCTBCHHOI'O CPCACTBA AJId BETCPUHAPHOI'O
IPUMEHEHHS ¢ YKa3aHUEM ITPUYHMH TAaKOTO OTKAa3a.

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

4.1. B citydae BBISBICHUSI HEIOCTOBEPHOCTH U (MJIM) HEIOCTATOYHOCTH CBEJICHUM, COACPIKAIITUXCS B
NPEJCTaBJICHHBIX 3asBUTEIIEM MaTepuanax, YHNOJIHOMOYECHHBIM (erepanbHblii OpraH HCIOJIHUTENbHON
BJIACTH HAIpaBJIIeT IMOCPEACTBOM €IWHOTO TMOopTaja 3asBUTENI0 3ampoc 00 YTOUYHEHUHM YKa3aHHBIX
CBEJICHU, MONMCAHHBIA YCUIEHHOW KBaTH(PUIIUPOBAHHON 3JICKTPOHHOM MOAMHUCHIO.

(dactp 4.1 B pen. ®enepanpuoro 3akona ot 30.01.2024 N 1-03)

4.2. 3asButenb 00s3aH HANpPaBUTh IOCPEACTBOM €IMHOTO TMOpTaja B YHNOJHOMOYEHHBIH
dbenepaibHBIA  OpraH WCIOJHUTEIBLHON BJIACTH TOANHMCAHHBIA yCHWJICHHOW KBAJTM(PUITUPOBAHHOU
3JIEKTPOHHON TOAMMCHIO OTBET HA 3alpOC YMOJIHOMOYEHHOTO (helepalbHOrO OpraHa HCIIOJIHUTEIbHON
BJIACTU B CPOK, HE NPEBBIMIAIOIIMNA JIeBIHOCTA PabOUYMX JIHEH CO JHS MOJIyYEHHs YINOJIHOMOYEHHBIM
(benepaabHBIM OPraHOM MCIIOJHUTEIHHON BIACTH 3JIEKTPOHHOTO YBEJOMJICHUS O TIOJTYUYCHUH 3asBUTEIIEM
naHHoro 3ampoca. Cpoku, ykazaHHble B 4yacTu 1.l Hacrosfiieil cTrarbv, NPUOCTAHABIMBAIOTCS CO JIHS
HaNpaBJICHUsl TOCPEJICTBOM €IUHOI0 TOpTaja 3asBUTENIO 3alpoca YIOJTHOMOUYEHHOTO (enepaabHOro
OpraHa HCIOJHUTEIbHOW BIAaCTH MO [HA HANpaBlICHUS IOCPEICTBOM €IMHOIO IOpTajla B
YIOJIHOMOYEHHBIH (efepanabHblii OpraH HMCIOJHUTENFHOW BIIACTH OTBETa Ha JAaHHBIM 3ampoc U He
YYHUTBHIBAIOTCS NPU HMCUYUCIICHUU CPOKAa IPHUHATHS PEIIECHUS O BHECEHHH HM3MEHEHUH B JOKYMEHTHI,
coJiepKallMecs B PETUCTPALlMOHHOM JIOChE HA 3apErMCTPUPOBAHHBIA JIEKAPCTBEHHBIN Ipenapar il
BETEPUHAPHOTO IPUMEHCHHS.

(uactsb 4.2 B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

5. OcHOBaHHMEM g OTKa3a B TMPOBEIACHUU OKCIEPTU3BI JIEKAPCTBEHHOTO CPEICTBA IS
BETEPUHAPHOTO TMPUMEHEHHS SBISIETCS MPEICTaBICHUE JIOKYMEHTOB, YKa3aHHBIX B dyacTsax | u 3
HACTOSIIECH CTaTbH, B HEMOJHOM O0OBbEME WIJIM OTCYTCTBHE B MPEACTABICHHBIX JIOKYMEHTAX JTOCTATOYHBIX
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CBEJICHUH, TNOATBEPKIAIOIIMX HEOOXOAMMOCTh BHECEHHMS HW3MEHEHHMH, 100 HempeacTaBlIeHue
3asBUTEJIEM B YCTAHOBJIEHHBI CPOK OTBETa Ha yKa3aHHbIM B yacTu 4.1 HacToOsIEH CTaTbH 3ampoc
YIOJIHOMOYEHHOTO (peIepaIbHOr0 OpraHa UCIIOJIHUTEIbHON BIACTH.

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

6. DkcnepTu3a JIEKapCTBEHHOI'O CPEACTBA ISl BETEPUHAPHOTO NMPUMEHEHHs B LENAX BHECCHMS
U3MEHEHUH B JIOKYMEHTBI, COJAEp)KALUECS B PErHCTPAlMOHHOM JOChE€ Ha 3aperuCTpUPOBAHHBIN
JIEKapCTBEHHbIM Ipemapar i BETEPUHAPHOIO IPUMEHEHHs, OCYLIECTBISETCS B  IOpSIKE,
YCTaHOBJIEHHOM cTaThell 24 HacTosimero denepajbHOro 3aKOHa.

6.1. B cpok, He mpeBBITIAIONIUN TecATH padounX THEW CO JIHs HAIpaBJICHUS IMMOCPEACTBOM €IMHOTO
nopTana B YIOJHOMOUYCHHBIN (enepaiabHbIil OpraH MCIOJHUTEIHHON BIACTH MOANMCAHHOTO YCHUJICHHON
KBAJM(HUIUPOBAHHONW 3JIEKTPOHHONW MOJMHUCHIO 3aKIHOYEHUS KOMHMCCHUHU JKCIIEPTOB IO pe3yJsibTaTaM
YKa3aHHOW B YacTH 2 HACTOSAILICH CTAaThU SKCIEPTU3bI, YNOJHOMOYECHHBIM (enepanbHblii Oprax
UCIIOJIHUTENIBHOM BIIACTH:

(B pen. @enepanbhbix 3ak0oHOB 0T 02.08.2019 N 297-D3, ot 30.01.2024 N 1-D3)

1) npuHUMaeT peleHrue O BHECEHUU U3MEHEHUH B IOKYMEHTBI, COJEpKAIIUECS B PETUCTPALIMOHHOM
J0ChE Ha 3apETUCTPUPOBAHHBIM JIEKAPCTBEHHBIA Iperapar s BETEPUHAPHOTO NMPHUMEHEHHs, Wi 00
OTKa3€ BO BHECEHUU TaKUX U3MEHEHMII;

2) BHOCUT B TOCYIapCTBEHHBI pEECTp JIEKAPCTBEHHBIX CPEICTB HAa OCHOBAHMM PELICHUS O
BHECEHHMM W3MCHEHHMH B  JIOKyMEHTHI, COJep)Kaliuecs B  PETHCTPAlMOHHOM  JOChe  Ha
3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIH Mpernapar Juis BETEPUHAPHOTO NPUMEHEHHsS, HEOO0XOIUMbIe
N3MCHEHUS,

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

3) BbIIaeT 3asBUTENI0 HOBOE PErHMCTPAIMOHHOE YJOCTOBEPEHHE JIEKapCTBEHHOIO IMpemnapara AJis
BETEPUHAPHOTO MPUMEHEHHS B CIIydyae HEOOXOIMMOCTH M3MEHEHUS CBEIICHUH, COJepKaIuXcs B HEM, C
COXpaHEHHEM HOMEpa paHee BBIIAHHOTO PETHCTPALIMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO Iperapara
111 BETEPUHAPHOTO TIPUMEHEHUSI.

(. 3 BBennen denepanbabiM 3aKk0HOM OT 02.08.2019 N 297-D3)
(uactsb 6.1 BBeneHa @enepanbHbIM 3ak0HOM 0T 22.10.2014 N 313-03)

6.2. B cnydyae BHeCEHUS M3MEHEHUUM B JIOKYMEHTBI, COJIEPKALIMECS B PETUCTPALIMOHHOM JOChE HA
3apETUCTPUPOBAHHBIA  JICKAPCTBEHHBIM MpenapaT s BETEPUHAPHOIO MPUMEHEHHUs, B YacTH,
Kacalolleicss W3MEHEHUsT W (Wiu) JIOTMOJHEHHUS TPOU3BOJICTBEHHOM IUIOIIAAKU JIEKAPCTBEHHOTO
npenapara, npu Npe/ICTaBICHUN 3asBUTENIEM B COOTBETCTBUU C MYHKTOM 3 yacTu | HacTodlleld cTaTbu
KOIMUU PEIICHUs YIIOJIHOMOYEHHOro (peiepallbHOr0 OpraHa HCIOJHUTENbHONW BIIACTH O MPOBEICHUH
WHCIIEKTUPOBAHUS MPOU3BOAUTENS JEKAPCTBEHHBIX CPEACTB CPOK, YKa3aHHbIM B uactu 6.1 Hacrosmiei
CTaThW, MPUOCTAHABIMBAETCS CO JIHS IMOJIYYEHUs 3aKIHOYEHUS KOMUCCHUU 3KCIEPTOB 10 JHS MPUHATHSA
YIOJHOMOYECHHBIM (heZiepaTbHbIM OPTraHOM HUCIIOJHUTEIBHOMN BIACTH PEIICHUS O BbIaue WM 00 OTKa3e B
BbIIaY€ 3aKJIIOUYEHHS O COOTBETCTBUM MPOU3BOAMTENS JIEKAPCTBEHHBIX CPEJCTB TPeOOBaHUSAM IPaBUII
HaJJIeXxKaIeld MpOu3BOJCTBEHHOW MPAKTUKHU, HO HEe 00Jiee 4YeM Ha CTO BOCEMBECAT pabounx JTHEH.

(dactp 6.2 BBeaeHa DenepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

7. OcHoBaHHMEM JUIsi OTKa3a BO BHECEHMUM HM3MEHEHMM B JOKYMEHTBI, COJepXkalihecs B
PETUCTPALIMOHHOM JOCb€ Ha 3apEeTrMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpernapar Juisi BETEPUHAPHOTO
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.12.2024)
"06 obpalleHMn NeKapCTBEHHbIX CpeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHenus: 24.01.2025

NPUMEHEHHs], B CIy4asxX, He TPeOYIONMX MPOBEICHHS dKCIIEPTU3BI JIEKAPCTBEHHOTO CPEJICTBA, SBISETCS
MpEeJCTaBICHUE JOKYMEHTOB, YKa3aHHBIX B yacTAX | M 3 HacToseil cTaTbu, B HEMOJHOM O0beMe WIN
OTCYTCTBHE B IPE/CTABICHHBIX JOKYMEHTAaX CBEACHHUH, KOTOPBIC JOIDKHBI OBITh B HUX OTPa)KEeHBI, JINOO
HETpeACTaBICHUE 3asBUTEJIEM B YCTAaHOBJICHHBIM CPOK OTBETa Ha yKazaHHBIA B yacTu 4.1 Hacrosiei
CTaThH 3aIPOC YITOJIHOMOYEHHOTO (heaepaIbHOro OpraHa UCTIOHUTEIBHON BIIACTH.

(uactb 7 B pen. @enepanbroro 3akoHa oT 04.06.2018 N 140-D3)

7.1. OcHOBaHueM MJi1 OTKa3a BO BHECEHMUM HW3MEHEHUW B JIOKYMEHTBI, COJEprKaliuecss B
PETUCTPALIMOHHOM JOChE€ Ha 3apEeTrMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Npernapar [uisi BETEPUHAPHOTO
IPUMEHEHMs], B CIIydasx, TPeOYIOUIMX IMPOBEICHUS SKCIEPTU3bl JICKAPCTBEHHOI'O CPEICTBA, SIBIISETCS
3aKJIIOYCHHUE YIOJIHOMOYEHHOTO (eepanbHOTO OpraHa HCIOJHUTENBHOW BJIaCTH O BO3MOXKHOCTH
CHMJKEHMsI 0€30M1acHOCTH, KauecTBa, 3(hp(peKTUBHOCTH JIEKAPCTBEHHOTO IIpernapara BCIEACTBUE BHECEHUS
M3MEHEHHUH B yKa3aHHbIC JOKYMEHTHI, OTKa3 YHIOJIHOMOYEHHOTO (heAepabHOTO OpraHa UCIIOJIHUTEIbHON
BJIACTU B BBIAAUE 3aKIIOYEHUS O COOTBETCTBUU IIPOU3BOAUTEIIS JICKAPCTBEHHBIX CPEICTB TPEOOBAHUAM
IIpaBWJI HaJJIEKallell MPOU3BOJCTBEHHOW IPAaKTUKM B Cllydae HM3MEHEHMs W (WIM) JONOJHEHMS
IIPOU3BOJCTBEHHON IIJIOIAJKH JIEKAPCTBEHHOIO IIpenapara, €cClId IPOU3BOJACTBO JIEKAPCTBEHHOIO
nmpenapara Juisi BETEpUHAPHOIO IIPUMEHEHUs] OCYLIECTBIsAeTCs 3a npenesnaMu Pocculickoir denepanny,
WM OTCYTCTBUE 3TOTO 3aKJIIOUEHUS.

(uactb 7.1 BBeneHa @enepanbHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

8. Jlomyckaetcs oOpalieHHe JeKapCTBEHHBIX IMPENapaToB JJIs BETEPHHAPHOTO NPUMEHEHHUS [0
HUCTCUCHUA CpOKa IrOAHOCTH, IMPOU3BCACHHBIX B TCUCHUC CTAa BOCBMUACCATU I[Heﬁ MOCJIC JAaThl NPUHATUA
YIOJHOMOYEHHBIM (eIepaTbHbIM OPTaHOM HCIIONIHUTEIFHON BIIACTH PEIICHHs] O BHECEHUN U3MEHCHUH B
AOKYMCHTEI, COACPKAIUCCA B PCTUCTPALITMOHHOM NOCHC HaA HeKapCTBeHHBIﬁ npemnapar, B COOTBETCTBUH C
nHpOpMaIKeH, coepKalieics B JOKyMEHTaX PETUCTPAIIMOHHOTO J0ChE Ha JICKAPCTBEHHBIN Mpenapar 10
AAaTbl IPUHATHA TAKOI'0 pCHICHUSA.

(dactb 8 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Koncynprantllntoc: npumedanue.

O B03MOXXHOCTH oOpartieHusi B PO jiekapCcTBEHHBIX MPEnapaToB MOCie NPUHATHS PElIeHNUs 00 OTMEHe
TOCPErHCTpallid M HMCKIIOYEHHBIX U3 peecTpa (apMareBTHUeCKuX cyOcTaHuuii cm. cr. 4 @3 or
30.01.2024 N 1-®3.

CraTtbsa 32. OTMeHa rocyaapCTBEHHOW perucTpaumm neKkapcTBeHHOro npenapara

Pemienne 06 oTMEHe TOCYJapCTBEHHOM pErHCTpalyy JIEKApCTBEHHOIO Mpernapara U UCKIIOUEHUH
JIEKapCTBEHHOI'0 IIpernapara M3 TOCYAAapCTBEHHOIO peecTpa JIEKapCTBEHHBIX CPEICTB IPUHUMAETCA
YIOJIHOMOYEHHBIM (heiepalibHbIM OPTaHOM MCIIOJTHUTEIBHOM BIIACTH B Cllydae:

1) mpencraBieHHs] COOTBETCTBYIOLIUM YIIOJTHOMOUYEHHBIM (e/iepaibHbIM OPTaHOM HCTIOTHUTENbHOM
BJACTH 3aKIIOYEHHUS O PUCKE MIM 00 Yrpo3e 310pOBbIO, JKU3HU YeJIOBEKAa WM >KUBOTHOTO TMpHU
MPUMEHEHUH JIEKapCTBEHHOTO Ipenapara, MPEeBBIIAINNX €ro 3(QQeKTUBHOCTb, MO pe3yJbTaTaMm
OCYIIECTBIISIEMOT'0 UM MOHUTOPUHTA OE€30MIaCHOCTH JIEKAPCTBEHHOTO MIPeTapara;

KoncynprantlIntoc: npumevanue.
[Tonoxxenns ct. 32 (B pen. @3 ot 30.01.2024 N 1-®3), kacaromuecs IpeJoCTaBIEHUS rOC. YCIyT IpH
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?:)eei'le‘?:;gbivz' 32%'(22}”) ot 12.04.2010 N 61-03 JloKyMeHT npeAocTaBnieH KoHcynbTaHTItoc

"06 obpalleHMn NeKapCTBEHHbIX CpeacTB” Hata coxpatenms: 24.01.2025

00paIleHNH JIEKAPCTBEHHBIX CPEJICTB JUIsI MEAMIIMHCKOTO U BETEPUHAPHOTO IPUMEHEHHUS TIOCPECTBOM
€IMHOM CHCTEeMBbI U (WJIM) €AMHOro nopTaina, npuMenstores ¢ 01.01.2026.

2) mojauM JeprKaTelieM WIM BJIAaAEIbLEM PETHCTPALlMOHHOIO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO
npenaparta WM YHOJHOMOYEHHBIM KM JAPYTMM IOPUAMYECKMM JIMIIOM 3asBJIEHUS 00 OTMEHe
rOCyJapCTBEHHOM  pErucTpaluy  JICKapCTBEHHOI'O  IIpermapara,  INOANMCAHHOIO  YCHJIEHHOM
KBAJIM(ULIIMPOBAHHON 3JIEKTPOHHON MOAIMMKCHIO, ITyTEM €ro HalpaBJIEeHUs MOCPEACTBOM €IMHOTO MopTaia
B YIIOJHOMOYEHHBI (penepanbHbIi OpraH HCIOJHUTEIbHONW BIACTH WM JIMYHBIM KaOMHET
YIOJIHOMOYEHHOTO (peIepaIbHOro OpraHa UCIIOJIHUTEIbHON BIACTH B €JMHOIN CUCTEME;

(B pen. @enepanbHbix 3aKOHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N 1-D3)

KoncynprantlIntoc: npumevanue.
C 01.01.2026 n. 3 - 6 cr. 32 He pacHpOCTPaHAIOTCS Ha IPABOOTHOIICHUS, BO3HMKAIOUIME IIpU
oOpaIieH!u JIEKapCTBEHHBIX CPEACTB I MeauIMHCKOTO TpuMeHeHus (P3 ot 30.01.2024 N 1-D3).

3) HemoaTBEP>KIACHUS rOCYAapCTBEHHOM pErucTpaluy JEKapcTBEHHOIO Mperapara Mo UCTEYeHHH
CpOKa JIeUCTBUS PETUCTPALMOHHOTO YIOCTOBEPEHHUS, BBIJAHHOTO Ha MSATH JIET;

4) HenpeCTaBICHUS 3asiBUTEIEM HH(OPMAIMH, KOTOPas MOKET TOBJIeUb 32 cO00i HEOOXOIMMOCTh
BHECEHUS U3BMEHEHUH B JJOKYMEHTBI, COJIepKaliecs] B perUCTPAlMOHHOM J0ChE Ha 3apETUCTPUPOBAHHBII
JIeKapCTBEHHBIH Mpernapar, B TeYeHUEe TPUALATH pabounx JHEH co JHS HACTYIUICHUS 3TUX U3MEHEHUIA;

5) ocyuecTBiIeHHsI FOCYAapCTBEHHOW PETrMCTpally JIEKapCTBEHHOIO IpenapaTta MOjA TOPrOBBIM
HAaUMCHOBAHUCM 3apCTUCTPUPOBAHHOI0 pPAaHCC MOA 3TUM TOProBbIM HAMMCHOBAHUCM JICKAPCTBCHHOI'O
npernapara, OTJIMYaIOUIerocs Ka4eCTBEHHBIM COCTABOM JIEHCTBYIOLIMX BEILECTB;

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

6) OCYIIECTBICHHS TOCYJAPCTBEHHON PErHCTPAIlMU OJHOTO M TOTO e JISKApCTBEHHOTO Tpernapara B
OTHOIICHHUU OJHOI'0 MW TOro 3KC [JOCpKATCIA WU BJAaACJIblla PCTUCTPAUOHHOIO YAOCTOBCPCHUA
JICKQpCTBEHHOTO Tpernapara B BUAC IBYX H 0ojiee JICKApCTBEHHBIX NpPENapaToB IMOJ pPa3TUYHBIMUA
TOProBbIMHU HAUMCHOBAHHUAMMU
(. 6 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7) BBIHECEHHSI CY/IOM PELICHUsI O HAPYLICHUHU MpaB MpaBooOi1agaTenss 00bEKTOB HHTEIUIEKTYIbHON
COOCTBEHHOCTH TPH OOpAIIEHUH JICKAPCTBEHHBIX CPEICTB;

Koncynprantllntoc: npumedanue.
C 01.01.2026 1. 8 ct. 32 HEe pacTpocTpaHsIETCss Ha MPABOOTHOIIEHNWS, BO3HUKAIOIINE TPU OOpaIeHIH
JIEKapCTBEHHBIX CPEACTB sl MeauuHcKoro npumenenus (@3 ot 30.01.2024 N 1-D3).

8) OTCYTCTBHS JIEKapCTBEHHOTO Tpemapara B obOpamieHun B Poccuiickoit denepanuu B TeUeHHE
Tpex u bonee Jer;
(n. 8 BBennen denepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

9) HCEBBIITOJIHCHU S ACPIKATCICM 401041 BIaaACIbLIEM PEruCTpaiuoOHHOIO YAOCTOBCPCHUSA
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.12.2024)
"06 obpalleHMn NeKapCTBEHHbIX CpeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHenus: 24.01.2025

JICKQpCTBEHHOTO Tpernapara JIM00 YIOJTHOMOYSHHBIM UMH JIPYTHM FOPUAWYCCKHM JIUIIOM MEPOTPHUSTHIA
mo oOecrnedeHH0 Oe30MacHOCTH JIEKAPCTBEHHBIX MPEMapaToB, YCTAHOBJICHHBIX YIIOJTHOMOYEHHBIM
denepaTbHBIM OPraHOM HCIIOJTHHUTEIBHOW BIIACTH B COOTBETCTBHHM C dacTsiMu 3 u 4 crathu 64
HacTosmero deneparbHOTO 3aK0HA, B paMKax OCYIIECTBICHHS (apMaKoHAA30pa;

(n. 9 BBennen denepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

10) orkaza nepkarenss WIM BiajAeiblla PETUCTPALMOHHOIO YJOCTOBEPEHHUS JIEKAPCTBEHHOTO
npemnapara JIMOO YIMOJIHOMOYEHHOINO MMHU APYroro IOPUAMYECKOrO JIMIA OT BHECEHHs M3MEHEHUH B
MHCTPYKLHIO II0 IPUMEHEHHUIO JIEKAPCTBEHHOI'O IIpernapaTa, KacarolMXCs HOBBIX IOATBEPKICHHBIX
JAHHBIX O TOM, YTO PUCK IPUYMHEHUS BpeJa 370POBbI0 YEJIOBEKA MM KUBOTHOTO BCJEJICTBHE NpHEMa
JICKapCTBEHHOTO Mpenapara npeBbimaeT 3 (HEeKTUBHOCT €ro MPUMEHEHHS.

(. 10 BBenen @enepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

Cratbs 33. NlocynapcTBEHHbIN peecTp feKapCTBEeHHbIX CpeacTB

1. T'ocymapcTBeHHBI peecTp JIEKAPCTBEHHBIX CPEICTB COJEPKHUT IEPEUYCHb JIEKAPCTBEHHBIX
MPEerapaToB, MPOMISAIINX TOCYyIapCTBEHHYIO PETUCTPAINIO, TepeUeHb (papMaleBTUYECKUX CyOCTaHIIUH,
BXOJIALINX B COCTAB JIEKAPCTBEHHBIX MPENApPaTOB, U CIEIYIONIYI0 HH()OPMALIUIO:

1) B OTHOILIEHNH JIEKAPCTBEHHBIX IIPENIAPATOB:

a) HaMMCHOBAHME JIEKAPCTBEHHOrO Tpemnapata (MEKIyHapOIHOE HEMAaTeHTOBAaHHOE, WM
IpPyIIUPOBOYHOE, I XUMUYECKOE U TOPTOBOE HAUMEHOBAHUS);
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

0) nmexapcTBeHHas (hopMa ¢ yKazaHUEM JO3HPOBKH JIEKAPCTBEHHOTO Tperapara U ero KOJIMYeCcTBa B
MOTPEOUTETHCKON YITaKOBKE;

B) HAaMEHOBAHUE JCPXkKATEIsl WIH BIAJCINblla PETUCTPALMOHHOTO YIOCTOBEPEHUS JICKAPCTBEHHOTO
mpernapaTa U CBEJICHUS O PETMCTpallMM AepiaTelis WM BiajJielblla PEruCTPAllMOHHOTO yIOCTOBEPEHHS
JIEKapCTBEHHOT'O TIperapaTa JUisi MeIUIIMHCKOTO TPUMEHEHHUsI B Ka4eCTBE HAJOTOIUIATENBIUKA B CTPaHe
peructpauuu (Ui pOCCUUCKUX IOPUAMYECKUX JIUI - UACHTU(UKAIMOHHBI HOMEp HaJOroIlaTeabIInKa
(MHH), nyist ”HOCTpaHHBIX IOPUINYECKUX JIUIL - CTPaHA PErHCTPAIlii, HANMEHOBAHNE PETUCTPHUPYIOIIETO
OpraHa, perucTpalMOHHBIA HOMEp, KOJl HaJOroIJaTeNblIiKa B CTpaHe perucrpanuu (MHKOPIIOpaIun)
WJIU €0 aHaJjor);

(. "B" B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

I') HAUMEHOBAHHE U aJpec MPOU3BOAMUTENS JIEKAPCTBEHHOTO Tperapara U CBEJCHUSI O PEeruCcTpaIiiu
MPOM3BOJIUTENS]  JIGKAPCTBEHHOTO  Mperapara Il  MEAUIMHCKOTO TPUMEHEHHS B  KadecTBe
HAJIOTOIJIATENBIINKA B  CTpaHe  perucrpanuu (A1 POCCHMCKUX  IOPUAWYECKUX  JIMI -
uaeHTU(OUKAITMOHHBIM HOMep Hamororatenpimuka (MHH), mist uHOCTpaHHBIX IOPUAMYECKUX JIHIL -
CTpaHa pErucTpaly, HAUMEHOBAHHE PETUCTPUPYIOIIETO OpraHa, PETrUCTPAlMOHHBIA HOMEpP, KOJ
HaJIOTOIUIATEIbIIMKA B CTPAHE PETUCTpalii (MHKOPIOPAIIMH) UJIH €r0 aHAJIOT),

(nmm. "r" B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

1) (apmakoTepaneBTu4ecKas rpynna, KOJ JICKapCTBEHHOT' O mpernapara 1o
aHATOMO-TEPANEBTUUYECKO-XUMHUECKON KiIacCU(UKAIINH, PEKOMEHI0BaHHOW BcemupHO# opranusanueit
3IpaBOOXPAHEHUS;
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(mm. "n" B pen. ®enepanpHOro 3akoHa ot 22.12.2014 N 429-03)
€) MOKa3aHusI U MPOTUBOTNIOKA3aHUs K TPUMEHEHHUIO JIEKAPCTBEHHOTO IIPerapara;
’K) TOOOYHBIE JACHCTBHUSA JIEKAPCTBEHHOTO Mpernapara;
3) CPOK FOJTHOCTH JICKAPCTBEHHOT'O TIperapara;
W) YCIIOBHS XpaHEHHS JICKAPCTBECHHOTO Mperapara;
K) YCTIOBHSI OTITyCKa JIEKAPCTBEHHOTO Mperapara;

7) HOMep (apMakONeWHOW CTaThM WM B Cllydae €€ OTCYTCTBHS HOMEpP HOPMAaTHBHOMU
AOKYMCHTallUN .HI/I6O HOPMATUBHOI'O JOKYMCHTA,

M) JlaTa TOCYJapCTBEHHOW PETUCTpaIlMy JICKQpCTBEHHOTO Ipernapara W €ro perucTpaloHHBIN
HOMEp, JaTa 3aMEHbl PETUCTPAIMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOIO Mpernapara Ha OeccpouHoe
PErUCTPAallMOHHOE  YAOCTOBEPEHHE JIEKAPCTBEHHOTO Tpemapara, Jiara IOoJa4yd  3asBICHUS O
MOATBEPXKJICHUM TOCYAApPCTBEHHOM  pEerucTpaluy JIGKapCTBEHHOTO IperapaTra, JaTa OTMEHBI
roCyJIapCTBEHHOM PEeruCTpaIiy JICKaPCTBEHHOTO Mperapara;

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

H) Ka4eCTBEHHBIH COCTaB M KOJWUYECTBEHHBIN COCTAB JEHCTBYIOIIUX BEHIECTB M KaYECTBEHHBIN
COCTaB BCIIOMOTATEIbHBIX BEIIECTB JIEKAPCTBEHHOTO Mpenapara;
(. "H" BBenmeH DenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

0) uHpopmarrs 000 BCceX pa3pelIeHHBIX BUIaX BTOPUIHOH (MTOTPEOUTENHCKON) YIIAaKOBKH;
(. "o" BBeaeH denepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

) Jara OPUHATHS PEUIeHHsT O BO3MOXHOCTM pPaccMaTpUBaTh JIEKAPCTBEHHBIM INpenapar IMpu
TOCYJapCTBEHHOM PETUCTpaIliy B Ka4ecTBE Op(haHHOTO JIEKapCTBEHHOTO Mpemnapara (s JIeKapCTBEHHBIX
MpenaparoB JJIsi MEAUIIMHCKOTO PUMEHEHHUS);

(mm. "n" BBemen denepanbHbIM 3akoHOM OT 22.12.2014 N 429-®3; B pen. denepaibHOTO 3aKOHA OT
27.12.2019 N 475-®3)

p) Halu4ue JIeKapCTBEHHOTO Ipenapara B IE€peuyHe XU3HEHHO HEOOXOAMMBIX M Ba)KHEHIIMX
JIEKapCTBEHHBIX NIPENapaToB (U1l JEKAPCTBEHHBIX MIPENApaToB JJIsl MEAULIUMHCKOTO IPUMEHEHU);
(mm. "p" BBemeHn DeaepanbHBIM 3aKOHOM OT 22.12.2014 N 429-®3; B pen. denepanbHOrO 3aKoHa OT
27.12.2019 N 475-D3)

C) HaJU4YKe B JICKAPCTBEHHOM IIpenapare HapKOTHYECKUX CPEICTB, ICUXOTPOMHBIX BEIIECTB U HX
MPEKYypCOpOB, NOMIEKAIMX KOHTpoito B Poccuiickori  ®enepaunv, B  COOTBETCTBUM  C
3aKoHoJaTenbcTBOM Poccuiickoit denepanuu, MexayHapoIHbIMHU JoroBopamu Poccuiickoit denepanuuy,
B TOM uuciae EnnHoil koHBeHIMEW o HapkoTuueckux cpeacrBax 1961 roma m KouBeHuumeinn o
MCUXOTPONHBIX BenecTBax 1971 roxa;

(nm. "c" BBeneH PeaepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-D3)

T) uH@OpMalMsl O TOM, SBISETCA JM JaHHBIA JIGKAPCTBEHHBIM mpernapar pedepeHTHHIM
JIEKapCTBEHHBIM IIPETapaToM;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.12.2024)
"06 obpalleHMn NeKapCTBEHHbIX CpeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHenus: 24.01.2025

(. "1" BBenmeH deaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

Y) CBCACHHSA O IMoaadc 3asaBJICHHUA O BHECCHUU U3MCHEHHUH B AOKYMCHTEI, COACpIKaIIUCCA B
PETUCTPAIIIOHHOM JIOChE Ha JIEKAPCTBEHHBIN Tpenapar;

ne, n

(nm. "y" BBeneH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)
&) yrpatun cuity ¢ 1 mapta 2020 rona. - @enepanbHbiii 3akoH oT 27.12.2019 N 475-03;

X) CPOK BBEACHHS JICKAPCTBEHHOTO Mpernapara Jyisi BETEPUHAPHOTO MPUMEHEHHS B TPaXAaHCKUN
000poT;
(mm. "x" BBemeH DenepanbHbIM 3aKoHOM OoT 22.12.2014 N 429-®3; B pen. denepanbHOro 3akoHa OT
30.01.2024 N 1-®3)

11) “HQOpPMAIIHS O TOM, SBISETCS JIU JaHHBIN JIEKAPCTBEHHBIN MIpemapaT oppaHHBIM JIEKapCTBEHHBIM
npernapaToM, HMMYHOOHOJIOTUYECKUM  JIEKApCTBEHHBIM  IpemaparoM, paauodapmaneBTUUeCKHUM
JIEKapCTBCHHBIM IPEMmapaToM, TOMEONATHYECKUM JIEKAPCTBEHHBIM MpEnapaTroM, OHUOJIOTHYECKUM
JIEKAPCTBEHHBIM  IIPENapaToM, BBICOKOTEXHOJOTMYHBIM JIEKAPCTBEHHBIM INIPENaparoM, BIIEPBbIE
3aperucTpupoBaHHbIM B Poccuiickon denepanuy B COOTBETCTBUM € HACTOAWMUM DeepanbHbIM 3aKOHOM
WJIY aKTaMHM, COCTaBJIAOIKUMH 1paBo Coro3a;

(nn. "u" BBenen denepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

2) B OTHOIICHUH (hapMaIleBTUUECKUX CyOCTaHIIHIA:

a) HauMEHOBaHHE (papMaleBTUUYECKON CcyOcTaHIMM (MEXIYHApOJAHOE HEMATEeHTOBAaHHOE, WM
IPYIIMPOBOYHOE, WM XHMHUYECKOE M TOProBO€ HaMMEHOBaHUS), (opma BhITycka (C yKa3zaHHEM
JO3UPOBKH (IIPU HAJTMYKH), (PAaCOBKH U YIIAaKOBKN);

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-@3, ot 30.01.2024 N 1-D3)

0) HauMEHOBaHHE M aJpec MPOU3BOAMTENS (PapMaleBTUYECKON CyOCTaHIUM (JUIsI POCCHHCKUX
IOpUJIMYECKUX JIMI[ - WACHTH(UKAIMOHHBIH Homep Hamoromarensiuka (MHH), nns wHOCTpaHHBIX
IOPUANYECKHX JIHII - CTPaHa PETUCTPALMU, HANMEHOBAHUE PETUCTPHUPYIOIIETO OpraHa, perucTpaioOHHbBII
HOMED, KOJI HAJIOTOIUIATEIbIMKA B CTPAHE PETUCTPalluy (MHKOPIIOPAIIMH ) UJTU €T0 aHaJIoT);

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

B) CPOK TOAHOCTH (papMaIrieBTUIECKOM CyOCTaHIINN;
T') yCJIOBUS XpaHEeHus (papMalleBTUUECKON CyOCTaHIUH;

n) HoMmep (hapMakONEeWHOW CTaThbU WM B CiIydae €€ OTCYTCTBHS HOMEpP HOPMAaTHBHOU
AOKYMCHTallUN .HI/I6O HOPMAaTUBHOI'O JOKYMCHTA,

€) Hammuue (papMareBTUUSCKON CyOCTaHIIMM B TMEpeYHE HAPKOTHUYECKUX CPENICTB, TMICHXOTPOIHBIX
BEIIECTB M HMX NPEKYPCOPOB, MOIJIEKAIMX KOHTpoJII0 B Poccuiickoit ®denepaunu, B COOTBETCTBUU C
3aKoHoJaTenbcTBOM Poccuiickont denepanuu, MexayHapoIHbIMHU JoroBopamu Poccuiickoit denepanuuy,
B TOM uuciae EnnHoON KoHBeHIMEW O HapkoThueckux cpeacrBax 1961 roma m KouBeHuumeinn o
MCUXOTPONHBIX BemiecTBax 1971 roxa.
(nm. "e" BBeneH PeaepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-D3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.12.2024)
"06 obpalleHMn NeKapCTBEHHbIX CpeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHenus: 24.01.2025

2. dapmaleBTHUECKas CyOCTaHLIMSI, MPOU3BEACHHASA IS peaju3allid, MOKET OBbITh BKJIIOYEHA B
FOCYI[apCTBeHHBIﬁ peeCTp JICKAPCTBCHHBLIX CPCACTB HA OCHOBAHUU 3asABJICHUSA pa3pa60Tqm<a niim
MIPOU3BOJUTEINS JIEKAPCTBEHHOTO CpEeACTBAa JHOO YMOJIHOMOYEHHOIO UMH IOPUIUYECKOrO JIHMIA MpH
YCIIOBHUM TPOBEACHUS B OTHOLICHWM TaKOW (hpapMalleBTUYECKON CYyOCTaHIIMM SKCIEPTU3bl KayecTBa
(dapmarieBTHUECKO CyOCTaHIIMM B TIOPSIKE, YCTAaHOBIEHHOM cTaTheil 34 HacTosmero deaepaabHOTO
3akoHa. B oTHOmeHuM (QapmaneBTHUECKUX CyOCTaHIMKA, NPOU3BENEHHBIX [UIi peajlu3aluu, B
roCy/1apCTBEHHOM PEECTpe JIEKAPCTBEHHBIX CPEACTB COACPKHUTCS claeayroas nHhopMamus:

1) HauMeHoBaHHE (apMaleBTUUECKONW CyOCTaHUIUHU (MEXIyHApOAHOE HEMATeHTOBAaHHOE, WM
IpyNIMPOBOYHOE, MM XHUMHYECKOE M TOProBOE€ HAMMEHOBaHUs), (opMa BbIIYCKa (C yKa3aHMEM
JO3UPOBKH (IIPY HAJTMYKH), (PaCOBKH U YIIAaKOBKN);

(B pen. @enepansHoro 3akoHa ot 30.01.2024 N 1-D3)

2) HaMMEHOBAaHUE, aJpec MPOU3BOIUTENS (papMaleBTUUECKON CyOCTaHIIMU, a TaKXKe B OTHOILCHUH
JIEKapCTBEHHBIX CPEACTB JUIsl MEIUIMHCKOIO MPHUMEHEHHUS CBEACHMSI O PETHUCTpPAllMU IPOU3BOIAUTENS
¢dapmarieBTHYeCKOH CyOCTaHIIMM B KayecTBE HAJIOTOIUIATENbINMKA B CTpaHe perucrpauuu (ams
POCCHICKHMX IOPUIMYECKUX JIMIl - HJACHTU(PHUKAIUOHHBIN HOMep Hanoromiarensimuka (MHH), mns
MHOCTPAHHBIX IOPUANYECKUX JIUIl - CTpaHa PETUCTpAIMH, HAUMEHOBAHUE PETUCTPUPYIOIIETO OpraHa,
PETUCTPALIMOHHBI HOMEp, KOJ HaJOroIvlaTeibliika B CTpaHe perucTpanuu (MHKOPIOpAlWU) WK €ro
aHaJjor);

(m. 2 B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

3) cpok rogHOCTH (hapMalleBTHUECKON CyOCTaHIINY;
4) ycnoBus XpaHeHUsI (papMarieBTUIECKON CyOCTaHIINH;

5) Homep (apmakoneiiHONH cTaTbM JMOO B Cllydae €€ OTCYTCTBHS HOMEp HOPMAaTHUBHOU
JOKYMEHTAllMU WJIX HOPMaTUBHOTO JOKYMEHTA;

6) Hanuuue GapMaleBTUIECKOW CYOCTaHIIMH B MEpPeuHe HAPKOTHYECKHUX CPENICTB, MCUXOTPOITHBIX
BEIIECTB M HMX MPEKYpPCOPOB, MOJJIekKaNMX KOHTpoJito B Poccuiickoit ®Denepannu, B COOTBETCTBUU C
3aKoHomarenbCcTBOM Poccuiickon denepanuu, MexyHapoqHbIMU JoroBopamu Poccuiickoit @enepanuu,
B TOM uyucie EauHON KOHBEHIMEH O HapKoTUYeckux cpenactBax 1961 roma um KouBeHuwmein o
MICUXOTPONHBIX BemecTBax 1971 roaa;

7) mara BKIHOYEHHUs (papMaleBTHUECKOW CyOCTaHIMM B FOCYAAapCTBEHHBINH PEECTp JEKapCTBEHHBIX
CpEeACTB, AaTa BHECEHHUS M3MEHEHUH B JOKYMEHTHI (papMaleBTUUECKOH CyOCTaHINH, JaTa WCKIIOUEHUS
(bapMareBTUUECKON CyOCTaHIIMM U3 FOCYJapCTBEHHOI'O peecTpa JeKapCTBEHHBIX CPEICTB.

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

3. Ilopsmok BeaeHUs rOCyJapCTBEHHOI'O peecTpa JIEKAPCTBEHHBIX CPEACTB ISl MEIULIMHCKOTO
IIPUMEHEHHUsSIT M TOPSAOK BENEHUS TOCYAAPCTBEHHOIO PpEECTpa JIEKAPCTBEHHBIX CPEIACTB UL
BETEPUHAPHOTO TPUMEHEHHS] YTBEP)KIAIOTCS COOTBETCTBYIOIIMM YIOJTHOMOUYEHHBIM (henepanbHbIM
OpPraHOM MCIOJIHUTEIbHOU BIACTH.

KoncynprantlIntoc: npumevanue.
[Tonoxxenns ct. 34 (B pen. @3 ot 30.01.2024 N 1-®3), kacaromuecs NpeaOCTaBIEHUS rOC. YCIyT IpU
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.12.2024)
"06 obpalleHMn NeKapCTBEHHbIX CpeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHenus: 24.01.2025

00paIleHNH JIEKAPCTBEHHBIX CPEJICTB JUIsI MEAMIIMHCKOTO U BETEPUHAPHOTO IPUMEHEHHUS TIOCPECTBOM
€IMHOM CHCTEeMBbI U (WJIM) €AMHOro nopTaina, npuMenstores ¢ 01.01.2026.

Cratba 34. BknroyeHne B rocyfjapCTBEHHbIA PeecTp JIeKapCTBEHHbIX CpPeacTB U
UCKIlOYeHue u3 rocyaapCTBeHHOro peecTpa JNleKapCTBEHHbIX cpencTB
c¢hapmaueBTUHECKOMN CyOCTaHLMK, NPOU3BEAEHHOMN ANA peanu3auum
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. Jlns BxitoueHuss ¢apMareBTUUECKOW CyOCTaHIIMM, TPOW3BEACHHOW I pealu3alud, B
roCcyJapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEICTB, MPOBOAUTCS IKCIIEPTU3A €€ KaueCTBa.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2. DKcrepTH3a KauecTBa YKa3aHHOW B yacTH | HacTosmieil craTbu (apMarieBTUYeCKol CyOCTaHInY,
COCTaBJIEHME KOMHUCCHEH SKCIEPTOB 3aKIIOUEHHH MO pe3ysbTaTaM 3TOM IKCHEPTHU3bl, MOAMHCAHUE HUX
YCUJICHHBIMH KBaJTU(HUIIMPOBAHHBIMU JICKTPOHHBIMU MOJNHUCSIMH, HAMIPABICHUE JAHHBIX 3aKIIOUCHHUN B
JMYHBIA KaOMHET YIOJHOMOUYEHHOIO (peIepanbHOr0 OpraHa UCHOJHUTENBHOM BIACTH B €IMHON CUCTEME
OCYIIECTBISIOTCS. B CPOK, HE MPEBBIAIONINNA TPUAIATH pabouuX THEH cO JHS HalpaBlICHUS B JIUYHBIN
KaOMHET HKCHEPTHOIO YUPEXkAEHHUS B €AMHOI CHCTEME COOTBETCTBYIOLIETO 3aJlaHHs YIOJHOMOUYEHHOIO
¢benepanbHOrO OpraHa MCIOJHHUTEIBHON BJIACTH, MOAMHMCAHHOTO YCHJICHHOM KBalM(pUIMPOBAHHOMN
3JIEKTPOHHOM MOANMCHIO, U CIEAYIOMUX JOKYMEHTOB (CBEIECHUH):

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

1) cBeneHust o jJare MPEAOCTaBICHUS M PETHCTPALMOHHOM HOMEpE JHMIEH3UM Ha MPOU3BOJICTBO
JICKApCTBCHHBIX CPCACTB WM CBCACHHUA O JaTrc¢ MNOPCAOCTABJIICHUSA U PETUCTPAIMOHHOM HOMEPC
3aKJIIOYEHHUS O COOTBETCTBHM IPOM3BOJAUTENSI JIEKAPCTBEHHBIX CPEJCTB TPEOOBAHUAM IPaBUII
HaJJIeXkKAIlleld MPOW3BOJACTBEHHON TMPAKTUKU, BBIJAHHBIX (TIPEJOCTABIECHHBIX) YIIOJTHOMOYEHHBIM
denepanbHbIM OpPraHOM HCIOJHUTENBHOM BJIACTH, B Cllydae, €CIM IPOU3BOJCTBO JIEKAPCTBEHHOTO
cpeacTBa ocyuecTBisieTcs B Pocculickont @enepanuu;

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

2) Komusi JIOKYMEHTa, BBIJIAHHOTO YIOJHOMOYEHHBIM OpPraHOM CTpPaHbl IMPOU3BOJUTENS
JIEKApCTBEHHOT'O CPEJICTBA W MOATBEPIKIAOIIETO pa3pelieHre MPON3BOJICTBA JIEKAPCTBEHHOTO CPECTRA,
U €ro MepeBoj Ha PYCCKUU SI3bIK, 3aBEPEHHBIC B YCTAHOBJICHHOM IOPSIJIKE, a TAK)KE KOMUS 3aKIIIOUEHHS O
COOTBETCTBUH  TPOU3BOJUTENS  JIEKAPCTBEHHBIX CPEACTB TpEOOBaHWSAM TpaBWJI  HaJIeKaIeh
MIPOU3BOJICTBEHHOM MPAKTUKHU, BBIIAHHOTO YIIOJHOMOYCHHBIM (efiepaTbHbIM OPTaHOM HCIOTHUTEIHLHON
BJIACTH, JIMOO KOMHS PEIICHUS YMOJHOMOYEHHOTro (henepanbHOro OpraHa HCIOJHUTEIBHOW BIIACTH O
MpoBeJIeHUH (hapMalleBTHUECKON WHCIIEKIIMU MTPOU3BOJICTBA JIEKAPCTBEHHBIX CPEICTB IS MEAUIIMHCKOTO
MPUMEHEHUsSI Ha COOTBETCTBHE TPEOOBAHMSAM TPABWJI HAJICKAIIEH TMPOU3BOJCTBEHHOW MPAKTUKH
EBpasuiickoro 3KOHOMHYECKOTO CO03a. YKa3aHHbIE JOKYMEHTBHI MPEACTaBIAIOTCS B Cllydae, €CiH
MPOU3BOCTBO JIEKAPCTBEHHOT'O CPEICTBA OCYIIECTBIAETCS 3a npenenamu Poccuiickoit denepannu;

(B pen. @enepanbhbix 3ak0HOB 0T 04.06.2018 N 140-D3, ot 30.01.2024 N 1-D3)

3) JOKYMEHT, COJEPIKAIUN CIASAYIOIINE CBEICHHS O (PapManeBTHIECKON CyOCTaHIINMU:
a) HaUMEHOBaHME (hapMaIEBTHUECKON CyOCTaHIIUM, €€ CTPYKTypa, 0OIIIe CBOMCTBA;

0) HAMMEHOBAHUE U aIPEC TPOU3BOAUTEIIS,
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?;zieﬁ”;gbivz' 32%'(22}”) ot 12.04.2010 N 61-03 JloKyMeHT npeAocTaBnieH KoHcynbTaHTItoc

"06 obpalleHMn NeKapCTBEHHbIX CpeacTB” Hata coxpatenms: 24.01.2025

B) TEXHOJIOTHA IMPOMU3BOACTBA C OIMMHMCAHUEM CTaI[I/Iﬁ IMPONU3BOACTBA U MCTOAOB KOHTPOJIA Ha BCEX
CTagugXx IMPOU3BOACTBA,

T') ONUCAaHKE pa3pabOTKH MpoIiecca MPOU3BOJICTBA,

J) ONHMCaHWE KOHTPOJS KPUTUYECKUX CTauil Ipolecca NPOU3BOACTBA U IPOMEXYTOUHOM
POAYKLIUY;

€) TOKyMEHTAaJIbHOE MOATBEPKICHUE (BaTUAAIINS ) TPOLIECCOB U (WJIM) UX OICHKA;
’K) CBOMCTBA M CTPYKTYpa JACHUCTBYIONIUX BEIICCTB;

3) XapaKTepUCTHKA TPUMECEil;

1) cnernudukanus Ha (apMaleBTHUECKYI0 CyOCTaHIIUIO M €€ 000CHOBAHME;

K) AHAIIUTUYCCKUC MCTOAWKH, HCIHOJB3YCMBIC TIIPHU OCYHICCTBJICHUMW KOHTPOJA KAa4YCCTBa
(dhapmareBTHUeCKOi CyOCTaHITUY;

J) MOKYMEHTaJIbHOE MOATBEPXKICHUE (BATUIANNS) aHATUTUYECKUX METOAMK, MCIOIB3yEeMbIX MPHU
OCYIIECTBJICHUN KOHTPOJISA KauecTBa (papMarieBTUIECKON CyOCTaHIINH;

M) pe3yJIbTaThl aHAJIM3a cepuil (papmalneBTHUECKOI cyOcTaHIINN;

H) MepeueHb CTaHJapTHBIX 00pa3lOB WM BEIIECTB, UCIOIb3yEMbIX IIPHU OCYIIECTBICHUN KOHTPOIS
KauecTBa;

0) ONKMCAHNE XaPAKTEPUCTHK M CBOHCTB YITAKOBOYHBIX MaTEPHAJIOB M YKYIIOPOUYHBIX CPEJICTR;
1) JaHHBIC O CTA0MIBHOCTH (papMaIeBTUIECKOM CyOCTaHINY;
P) CPOK F'OJTHOCTH;

4) TOKyMEHT, COJEp KAl CBEACHUS O PErMCTPALlMU [TPOU3BOIUTEIS JIEKAPCTBEHHBIX CPENCTB IS
MEIULMHCKOrO NMPUMEHEHHS B KaUeCTBE HAJOTOIUIATENbIINKA B CTPaHE PErUCTpaliu (Uil pOCCUHCKUX
IOPUINYECKUX JIMIl - HIEeHTH(UKAIMOHHBIM HoMmep Hajoromtarensimka (MHH), ans uHOCTpaHHBIX
IOPUANYECKHX JIMLL - CTPaHa PETUCTPALUY, HAMMEHOBAHNUE PETUCTPUPYIOIIETO OpraHa, perucTpaliOHHbIN
HOMeEp, KOJI HAJIOTOIJIaTENbIINKA B CTPAHE PErMCcTpalu (MHKOPIOPALMK) WM €0 aHAJIOT).

(1. 4 BBennen denepanbHBIM 3aKOHOM OT 28.12.2017 N 425-D3)
(dactb 2 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-@03 (pen. 13.07.2015))

3. Jns mnpoBemeHHsT HKCOEPTU3bl KadyecTBa YKa3aHHOM B 4YacTu | HacTosimed CTaTbu
¢dapMarieBTHUECKOH  CyOCTaHIIMM  3asSBUTENb HANpaBiseT IOCPEJICTBOM E€IMHOIO IopTaja B
YIIOJITHOMOYCHHBIM  (elepasibHBIA  OpraH  WCIOJHUTEIBHOM  BIIACTH WM JIMYHBIA ~ KaOWHET
YIOJIHOMOYEHHOTO (pesiepalibHOro OpraHa UCTIOJIHUTEFHON BIACTH B €MHON CUCTEME:

(B pen. ®enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

1) 3asgBieHHME O BKJIIOYEHHUHM B TOCYJApCTBEHHBIN pPEECTp JIEKAPCTBEHHBIX CPEICTB JIAHHOU
(dbapmareBTHUeCKO CyOCTaHIIMH, TIOAMKWCAHHOE YCWJICHHOW KBATH(PUIIMPOBAHHOW OSJIECKTPOHHOU
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(pen. ot 26.12.2024)
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[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHenus: 24.01.2025

HOJITHCHIO;
(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

2) PEeKBU3UTHI JJOKYMEHTA, MTOATBEPKIAIOIETO YIIIaTy TOCYJapCTBEHHOM MONUIMHBI 32 BKIIOUEHUE
B TOCYJapCTBEHHBIN PEecTp JIEKAPCTBEHHBIX CPEICTB (papMaIieBTUUECKONW CyOCTaHIIMU, MTPOU3BEICHHOMN
UL peanu3anuu, JHOO MO COOCTBEHHOW WHHUIIMATHBE YKa3aHHBIM JOKYMEHT. YIIOJTHOMOYEHHBIN
denepanbHBIi OpTaH HCIOTHUTEIHHOW BIACTH NpOBEpsieT (HaKT yIIaThl TOCYJAPCTBEHHON MOILTHHBI
3asBUTEJIEM C MCIOJb30BaHUEM HMHGOPMAIMK 00 YIIIaTe TOCYAapCTBEHHON TMOIUIMHEI, COJEPKaIEHCs B
locynapctBenHON MH(DOPMAIIMOHHOW CHCTEME O TOCYAAPCTBEHHBIX W MYHUIIMIAIBHBIX IUIATEXKaX, Ha
OCHOBAaHMM TMPEJICTABICHHBIX 3asfBUTEIEM PEKBU3UTOB JOKYMEHTA, IMOJATBEPKIAIONIEro yIulaTy
rOCyIapCTBEHHOM MOLIJIUHBIL;
(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-@3, ot 30.01.2024 N 1-D3)

3) JOKYMEHTBI, yKa3aHHBIEC B YACTH 2 HACTOAILEH CTaThU;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4) 3asBieHUE O BbIaye paspelieHus Ha BBO3 B Poccuiickyro @enepanyio KOHKPETHOW MapTUU
HE3apETUCTPUPOBAHHOIO JIEKAPCTBEHHOTO CPEICTBA, IPEIHA3HAYCHHOIO JUIsl IPOBEACHUS YKa3aHHOMU
JKCIIEPTU3BI.

(1. 4 BBennen denepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

3.1. B cnywyae HempencTaBICHHsI C 3asBICHHEM O BKJIIOYCHHH B TOCYJIAapPCTBEHHBIH peecTp
JIEKApCTBEHHBIX  CPENCTB  (papMameBTUYECKONM  CyOCTaHIIMM  BBIJABaeMbIX  (MPEIOCTABIISIEMBIX)
YIOJHOMOYCHHBIMU (DeiepaTbHBIMU OpPTaHaMU HCIIOJTHUTEIBHONW BIIACTH JOKYMEHTOB (CBEICHHIA),
yKa3aHHBIX B MyHKTaXx | W 2 4YacTu 2 HACTOAIMICH CTAaThH, YIMOJHOMOYEHHBIN (enepanbHbId opraH
WCTIOJIHUTENILHON ~ BIIACTH  3alpaliuBaeT  yKa3aHHbICE JIOKYMEHTHl  (CBEICHHS) B  IMOPSAKE
MEXBEJIOMCTBEHHOT0 HH(POPMAILIMIOHHOTO B3aUMO/IEHCTBHUS.

(uactp 3.1 BBegeHa denepanbHbiM 3akoHOM OT 27.12.2019 N 478-03; B pen. @eaepanbHOro 3aKkoHa OT
30.01.2024 N 1-®3)

4. B TeueHue NATH pabOUUX AHEH CO THS MPUHSATHS 3asBJICHUS O BKIIOYCHUU YKa3aHHOUW B 4acTu |
HacToAIIEeH cTaThu (hapMalleBTHUECKON CyOCTaHIIMM B FOCYAapCTBEHHBIN PEeCTp JIEKapCTBEHHBIX CPEICTB
U JIOKYMEHTOB, MEPEYUCICHHBIX B YacTH | W MyHKTEe 2 yacTH 3 HACTOSIICH CTaThbU, YIOJIHOMOYECHHBIH
(dhenepaibHBINA OpraH UCIIOTHUTEIBHON BIIACTH:

(B pen. @enepanbHbIx 3aKOHOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

1) IpOBOAUT MPOBEPKY TOIHOTHI M JOCTOBEPHOCTH TAHHBIX, COACPIKAIIMXCS B IMPEICTaBICHHBIX
3asABUTCIICM JOKYMCHTAX;
(B pen. @enepanpHoro 3akoHa ot 25.11.2013 N 317-D3)

2) NPUHUMAET PELICHUE O HANpABICHUM B SKCIEPTHOE YUPEXKACHHUE 3aJaHHS Ha IPOBEACHHE
AKCIIEPTU3BI KAUeCTBA YKA3aHHOW B YacTH | HacTosIeH CcTaThu (papMarieBTUYECKON CyOCTaHIIUUA WA 00
OTKa3€ B TAKOM HalpaBJICHUH;

3) HampaBiseT B JUYHBIA KaOWHET 3asBHUTENSI B €IUHON CHCTEME TIOJMHUCAHHOE YCHUJICHHOM
KBUTH(DUIIMPOBAHHOMN AJIEKTPOHHOMN MOJIUCKHIO0 YBEAOMIICHHE O IPUHITOM PEIICHUH WK B CITy4ae OTKa3a
C YKa3aHHeM MPUYHH TaKOTro 0TKa3a.

(B pen. @enepanbHbix 3aKOHOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)
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4.1. B citydae BBISBICHUSI HEIOCTOBEPHOCTH U (MJIM) HEIOCTATOYHOCTH CBEJICHUM, COACPIKAIITUXCS B
NPEJCTAaBICHHBIX 3asBUTEIIEM MaTepuanax, YHOJIHOMOYECHHBIH (erepabHblii OpraH HCIOJIHUTENbHON
BJIACTH HAIpAaBJISIET 3asSBUTENIO MOCPEACTBOM E€AMHOIO IMOpTaja WM B JUYHBIM KaOMHET 3asBUTENS B
eIMHOW CcHCTeMe 3ampoc 00 YTOYHEHWM YKa3aHHBIX CBEICHUH, IOAMUCAHHBIM  YCHJICHHOMN
KBATHU(UITUPOBAHHOM 3JIEKTPOHHOM MOIUCHIO.

(uactsb 4.1 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4.2. 3asBuTenb 00s3aH HANpPaBUTh TOCPEJACTBOM E€IWHOTO TMOpTaa B  YIOJHOMOYCHHBIN
(benepanbHBI OpraH UCIOJHUTENFHON BIACTH WM JIMYHBIN KaOWHET YHOJHOMOYEHHOTO (enepaabHOro
opraHa HMCTOJHUTEILHOW BJIACTH B €IMHOW CHUCTEME TOJMHUCAHHBIA YCHJICHHOW KBaJIU(DHUITIPOBAHHON
3JIEKTPOHHON TOAMMCHIO OTBET Ha 3alpOC YHOJIHOMOYEHHOTO (helepallbHOrO OpraHa HCIOJHUTEIbHON
BJIACTH B CPOK, HE MPEBBIMIAIOIMUN JEeBSHOCTA pabouux IHEH cOo JHS MOJIY4YEHHsS YHOJTHOMOYEHHBIM
(bellepaHBHBIM OpraHom HUCIOJIHUTEIBHOM BIAaCTHU SJICKTPOHHOI'O0 YBCAOMJICHHS O IMMOJTYYCHUU 3aABUTCIICM
naHHoro 3ampoca. Cpok, yka3aHHBIM B 4acTh 4 HACTOSIIEH CTaTbHM, MPUOCTAHABIMBAETCA CO JIHS
HaIlpaBJICHUA 3adBUTCIIO MMOCPCACTBOM CAMHOI'O IOpTaJia Uk B JINYHBIN KaGI/IHeT 3asdBUTCIIA B CHHHOﬁ
CHUCTEME 3ampoca YIMOJHOMOYEHHOTo (QelepaibHOr0 OpraHa HCIOJHUTEIbHOW BIACTH 10 JIHA
HaNpaBJICHUsl 3asABUTENIEM IOCPEACTBOM EAMHOTO IMOpTajlia B YHNOJHOMOYECHHBIN (hernepanbHblii oprax
UCIOJIHUTENIBHON  BJAcTH WM JIMYHBIA KaOMHET YHNOJHOMOYEHHOro (¢eaepaibHOro opraHa
HUCIIOJIHUTEILHOM BJIACTH B GHHHOﬁ CUCTEMC OTBE€Ta Ha I[aHHBIﬁ 3alpoC U HEC YUUTHIBACTCA IIPU
UCYHMCIICHUH CpOKa OJKCHEepTU3bl KadecTBa (papMalieBTUUECKONW CyOCTaHIMM, IPOU3BEACHHON IS
peanu3anuu.

(dactp 4.2 B pen. Genepanpuoro 3akona ot 30.01.2024 N 1-03)

5. OcHOBaHMEM AJI OTKa3a B HAINPaBICHUM B DKCIEPTHOE YUpEXICHUE 3aJaHHs Ha IPOBEICHUE
IKCMEPTU3bl KAauecTBa yKa3aHHOW B dYacTH | HacTosmed craTbu (apMaleBTUUECKOW CyOCTaHINN
ABJIAETCS HENPEJCTABICHUE JOKYMEHTOB, YKa3aHHBIX B 4YacTM 2 HACTOSIIEH CTaTbH, OTCYTCTBUE
uHboOpMalMY, MOATBEpPXKAAOWMEH (akT ymmaTel ToCyJapCTBEHHOM MOIUIMHBI 3@  BKIIIOYEHHE
(bapmarieBTHUECKOW CyOCTaHLIMHM, TPOM3BEACHHON JUIsl peanu3allii, B TOCYJapCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEJCTB, HENPEICTABICHNE 3asBUTENIEM B YCTAHOBJICHHBINA CPOK OTBETA HA YKa3aHHBIA B
yacT 4.1 HACTOSIIEH CTaThU 3alPOC YIOJIHOMOYEHHOTO (hefiepalibHOrO OpraHa UCIOJHUTEIBHON BIaCTH
WJIH NIPECTaBICHNE T0KYMEHTOB, HE COJIEPKAILUX UCUEPIBIBAIOIIETO IEPEeYHs] HEOOXOAUMBIX CBEJICHUM.
(uactsb 5 B pen. enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. B Tteuenue mnsATHamuaTH paboOYMX THEW CO MHSA TIOJNYYEHHUS PEIICHHS YIOJTHOMOYEHHOTO
(denepanbHOro OpraHa UCIOJHUTEIBHON BIACTU O HAIMPABICHUU B DKCIEPTHOE YUPEKICHUE 3aTaHUS HA
MPOBEACHUE SKCHEPTH3hl KadecTBa YKa3aHHOM B YacTW | HaAcTosmIeW craTtbu (hapManeBTHICCKOM
CyOCTaHIINH 3asBUTENb MPEACTABISET B IKCIEPTHOE YUPEIKACHHUE ISl POBEACHUS JAHHOU SKCIIEPTH3BI
oOpasipl hapMareBTUIeCKOl CyOCTaHIIMKM B KOJUYECTBE, HEOOXOIUMOM JIJIsi BOCIIPOU3BEICHUSI METOIOB
KOHTPOJIS KadecTBa. ODKCIEPTHOE YUYPEKACHHE MPH TMOJYYCHHH OOpa3IoB YKa3aHHOH B yacTu |
HACTOSIIEH cTaThMl (PapMameBTUYECKON CyOCTAaHIIMU B TOT K€ JICHb HAIpPaBJseT B JIMUYHBIA KaOWMHET
3asiBUTEISI B €IMHOM CHCTEME yBEIOMIJICHHE, IMOATBEPKAAOIISE MOMydeHUE ITUX 00pasloB. DTU CPOKH
HE BKJIFOYAIOTCS B CPOK MTPOBEACHUS JAHHOU SKCTICPTU3BI.

(B pen. @enepanbHbix 3aKOHOB OT 22.12.2014 N 429-D03, ot 30.01.2024 N 1-D3)

7. Ytparun cuiy. - @eaepanbHbiil 3akoH oT 30.01.2024 N 1-®3.

8. B cpok, He NpeBbIAIOMINN MATH padOYMX THEH CO JHS HANpaBJICHUS MOCPEIACTBOM EIHMHOTO
moprajia B YIOJHOMOYECHHBIM (enepanbHbId OpraH MCIOJHUTEIHHOW BIACTH WM JIMYHBIA KaOWHET
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YHOJHOMOYEHHOTO (pe/iepaJbHOr0 OpraHa HCIOJHUTENbHON BIACTH B €AMHOW CHUCTEME 3aKIIOYEHUS
KOMMCCHH SKCHEPTOB MO Pe3yJibTaTaM SKCIEPTU3bl KaueCTBA yKa3aHHOW B yacTu | HacTosied crarbu
(hapmareBTHUeCKOi CyOCTaHIINH, YIIOJTHOMOYEHHBIN (efiepabHbIN OpraH UCTIOJHUTEILHON BIACTH:

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

1) OCYHICCTBIIACT OLCHKY TAaKOI'O 3aKJIIOYCHUSA IJId ONPEACICHHUA €TI0 COOTBETCTBUA 3aJaHUIO HaA
MMPOBCACHUC JaHHOM SKCIICPTUIHI,

2) MpUHUMAET pelIeHUE O BKIIOUCHUH YKa3aHHOW B 4acTH | HacTosImel cTaTbl (hapMarieBTUIECKON
CyOCTaHIIMM B TOCYIapCTBEHHBIH PEEeCTp JIEKAPCTBEHHBIX CPEICTB MM pelIeHHE 00 OTKa3e B TaKOM
BKJIIOUEHUU;

3) BHOCUT INpH HNPHUHATHM DPELIEHUS O BKJIIOYEHHUU YKAa3aHHOW B yacTH | HacTosmed cTraTbu
¢bapManieBTHUECKOH ~ CyOCTaHIMM B TOCYAAPCTBEHHBIM  peecTp  JICKapCTBEHHBIX  CPEJICTB
MPEeIyCMOTPEHHYIO YacThio 2 ctaThi 33 HacTosAuiero denepaabHOro 3aKoHa HHPOPMALIMIO U HATIPABIISAET
3asBUTENIO MOCPEACTBOM €IUHOI0 MOpTaja WIM B JHMYHBIA KaOMHET 3asBUTEN B €IUHON CHCTEME
BBIIMCKY U3 OCYJapCTBEHHOI'O PEECTPA JIEKAPCTBEHHBIX CPENICTB.

(B pen. PenepanbHbIX 3ak0HOB oT 22.12.2014 N 429-D3, ot 27.12.2019 N 462-®3, or 30.01.2024 N
1-®3)

9. OcHoBaHMeM Uil OTKa3a BO BKJIIOYEHHM YKa3aHHOM B 4YacTh | HacTosimiend CTaTbu
¢dapmarieBTHUECKOH CyOCTaHLIMM B TOCYJAapCTBEHHBIH DPEECTp JIEKAPCTBEHHBIX CPEACTB SBISETCS
3aKJII0OYEHHNE COOTBETCTBYIOIIETO YITOJTHOMOYEHHOTO (peiepaaIbHOTO OpraHa MCIOJHUTEIBHOW BIIACTH O
TOM, UYTO Ka4€CTBO Q)apMaHeBTI/I‘-IGCKOI‘;I Cy6CTaHI_[I/II/I HC HOI[TBep)K,Z[GHO HO.Hy‘-IeHHBIMI/I JAaHHBIMU.

(dactp 9 BBenena denepanbHbiM 3aKk0oHOM OT 22.10.2014 N 313-03; B pen. @enepaibHOTO 3aKOHA OT
04.06.2018 N 140-®3)

10. He pomyckaercsi BKIIIOYEHHWE B TOCYJIAPCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEACTB OJIHOU
(bapmaleBTHUECKON CyOCTaHINK, MPOU3BEACHHON I pealu3allid U BBITYCKAaeMOW OJHUM U TEM Ke
MIPOM3BOIUTENIEM, B BUE IBYX U O0JI€e peecTPOBBIX 3aIUCEH.

(uactpb 10 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

11. BHecenue nu3mMeHeHuid B JOKYMEHTHI Ha (hapMaIrieBTUYECKY0 CyOCTaHIIMIO, TPOU3BEICHHYIO TS
peanu3alui U BKIIOYEHHYIO B TOCYJApPCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEICTB, OCYIIECTBISETCS B
nopsiike, ycraHoBiieHHOM crtatbsiMu 30 u 31 Hacrosmero ®denepanbHOro 3akoHa, C YIJIATOH
roCyIapCTBEHHOM MOLLJIMHBI, TPEAYCMOTPEHHOM 3aKOHOAaTeNbCTBOM Poccuniickort denepanuu o Hanorax
1 cOopax.

(uactb 11 BBenena @enepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

KoncynprantlIntoc: npumevanue.
O BO3MOXXHOCTH oOOparieHus: (apMareBTHUECKOW CyOCTaHIIMU, HUCKIIOYEHHOW U3 TOCpeecTpa, CM.
taxke @3 ot 30.01.2024 N 1-D3.

12. Jlonmyckaercss oOparmieHue (apMareBTHUECKOH CYOCTaHIIMHM 10 MCTEYCHHSI CpPOKa TOJHOCTH,
MPOU3BEACHHOW [UIS pealu3alliii B TEYCHHWE CTa BOCBMHJECATH JHEH T1IOCiie AaThl TNPHHSTHS
YIOJHOMOYECHHBIM (pe/iepabHBIM OPTaHOM HCIIOJIHUTEIHHON BIIACTH PEIICHUS O BHECEHUU M3MEHCHHI B
JOKYMEHTHI Ha (apMalleBTHYECKYI0 CyOCTAaHIIMIO, B COOTBETCTBHU C MH(pOpMAIMEH, ComepKaliencs B
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JTOKyMEHTaxX Ha (papMarieBTHYeCcKyIo CyOCTaHIIMIO 10 AAaThl HPUHSITHUS TAKOTO PEIICHHS.
(uactb 12 B pen. @eaepanbHoro 3akoHa ot 30.01.2024 N 1-03)

13. Pemenune 00 WCKIIOYEHHH W3 TOCYAApPCTBEHHOTO peecTpa JIGKApCTBEHHBIX CPEJICTB
(bapmarieBTHYECKONH CyOCTaHLIMM, MPOU3BEICHHON IS pealu3alud, MPUHUMAETCS YMOTHOMOUYEHHBIM
(benepanbHBIM OPraHOM UCTIOJHUTENLHOM BIIACTH B CITydae:

1) npeacTaBiIeHUs] COOTBETCTBYIOIIMM YIIOJIHOMOUEHHBIM (eiepaIbHbIM OPTaHOM MCIIOTHUTEIBHOM
BJIACTU 3aKJIIOYEHHS O PUCKE WIM 00 yrpo3e JKU3HU WIH 3I0pOBBIO 4Y€JIOBEKa JHOO >KMBOTHOTO IpHU
MCII0JIb30BaHUH JIEKAPCTBEHHOT'O CPEACTBA;

2) HanpaBJeHHs pa3pabOTUYNKOM JIEKAPCTBEHHOTO CPEACTBA WIIM MPOU3BOJUTENIEM JIEKAPCTBEHHOIO
cpezacTBa MO0 YHOTHOMOYEHHBIM UMH JPYTUM IOPUAMYECKUM JIMLOM TOCPEICTBOM €JMHOTO MopTasia B
YIIOJITHOMOYCHHBIM  (he/lepasibHBIA  OpraH  WCIOJHUTEIBHOM  BIIACTM WM JIMYHBIA ~ KaOWHET
YIOJIHOMOYEHHOTO (he/iepalbHOro OpraHa HCIOJHUTEIBHONW BIACTH B €JMHON CHCTEME MOIIMMCAHHOTO
YCWJIEHHON  KBaJU(UIIMPOBAHHOM  3JEKTPOHHOM TMOANMMCHIO 3asBlIEHUS 00 HCKIIOYEHUH U3
rOCYJapCTBEHHOTO PeecTpa JIEKAPCTBEHHBIX CPEICTB (hapMalleBTHUECKOM CyOCTaHIIUH, TMPOU3BEICHHON
IUI peann3aluu;

(m. 2 B pea. @enepanbHoro 3akoHa oT 30.01.2024 N 1-D3)

KoncynprantlIntoc: nmpumevanue.
C 01.01.2026 n. 3 4. 13 cr. 34 He pacmpocTpaHseTcs Ha MIPaBOOTHOLICHHUs, BO3HUKAIOIINE MpU
oOpaIieH!u JIEKapCTBEHHBIX CPEACTB I MeauIMHCKOTO TpuMeHeHus (O3 ot 30.01.2024 N 1-03).

3) orcytcTBUS (hapMaleBTHUECKON CyOCTaHIIUU, MPOU3BEACHHON ISl pealln3alii, B OOpallcHUH B
Poccutiickoit deneparuu B TeUeHHE TpexX U Ooee JeT.
(uactb 13 BBeneHa PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

CraTtbsa 35. YTpatuna cuny ¢ 1 nronsa 2015 ropa. - PegepanbHbIv 3aKoH oT 22.12.2014
N 429-d3.

Cratba 36. OGxanoBaHuMe peweHus 06 oOTKaze B BblAaye pas3pewweHus Ha
npoBeAeHWEe KIIMHMYECKOro MccriefoBaHUsi JIeKapCTBEHHOro npenapara, pewieHuss o6
oTKasze B roCyAapCTBEHHOW perncrpauuMu nekapCTBEHHOro npenapara, 3aKni4YeHus
KOMMCCUM IKCMEPTOB IKCNEPTHOIro yUYpeXAeHUsl UNN 3aKNOYEeHUA coBeTa No 3TUKe

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

Pemienne COOTBETCTBYIOIIETO YIMOTHOMOYEHHOTO (heiepaqbHOr0 OpraHa MCHMOIHUTEIBHON BIACTH
00 OTKaze B BbBIJaYe pa3pelicHUs Ha MPOBEACHUE KIMHUYECKOTO WCCICIOBAHUS JICKapCTBEHHOTO
mpermapaTa, pelieHHe YyKa3aHHOTO (QenepallbHOTO OpraHa HWCHOJHUTENBHONW BIIACTH 00 OTKa3e B
TOCYJapCTBEHHOW pPETUCTpaIliy JIEKAPCTBEHHOTO TIperapara, 3akJII0OUYeHHEe KOMHUCCHU OSKCIEPTOB
AKCIIEPTHOTO YUPEKIACHUSI WM 3aKJIIOUYEHHUE COBETA MO JTUKE MOXKET OBITh 00XKAJIOBAaHO B TOPSIKE,
YCTAHOBJICHHOM 3aKOHOAATeNbCTBOM Poccuiickoit ®enepauuu. 3aKIOYEHHE KOMHCCHUHU HKCHEPTOB
BKCHepTHOFO y‘-IpG)K,Z[GHI/IH O B3aHMMO3aMCHACMOCTHU .HeKapCTBeHHBIX HpenapaTOB JId MEOAUIIHUHCKOT'O
MIPUMEHEHHUsI INOO O TOM, YTO JIEKAPCTBEHHBINA MperapaT sl MEAUIIMHCKOTO MPUMEHEHHS HE SIBIISICTCS

www.consultant.ru CrpaHuua 89 mn3 163
HafeXXHasa npaBoBas noaaepixka



?;eei'leﬁ”;gbivz' 32%'(22}”) ot 12.04.2010 N 61-03 JloKyMeHT npeAocTaBnieH KoHcynbTaHTItoc

"06 obpalleHMn NeKapCTBEHHbIX CpeacTB” Hata coxpatenms: 24.01.2025

B3alIMO3aMEHSIEMbIM, MOXET OBITh 00XaJlOBAaHO JepXaTelieM WIN BiaJelblleM PEerucTPaluoOHHOTO
yIIOCTOBEpEHHsI JICKApPCTBEHHOTO IMpernapara B YIOJTHOMOUEHHBIN (eepanbHblil OpraH UCTIOIHUTEILHON
BJIACTH, KOTOPBIN MPHUBJIEKAET K PACCMOTPEHUIO YKa3aHHOW 3Kajo0bl MOJBEIOMCTBEHHBIE €My Hay4dHbIE
opraHu3anvun n 06pa30BaT€HBHBIC OopraHu3alun BBICHICTO 06pa303aHI/1;1, OCYHICCTBIIAOIINC
NesTeNbHOCTh B cdepe oOpalieHusi JeKapCTBEHHBIX CPEACTB. 3aKIIOYEHHE KOMHCCHM 3KCIIEpPTOB
SKCIIEPTHOTO YUPEXKJEHUs, OQPOPMICHHOE IO HTOraM IepecMoTpa O0XKAIOBAHHOTO 3aKIIOYCHHUS
JKCIIEPTa, MOXKET OBITH OCIIOPEHO JAep:KaTeleM WM BIAJAENbLEM pPETUCTPAMOHHOTO YJIOCTOBEPEHHS
JICKApCTBCHHOI'O IIpfCriapaTa .HI/I6O YOOJIHOMOYCHHBIM HWMH JIMIOM B TOPAAKC, YCTAHOBJICHHOM
3aKkoHOmaTtenbcTBOM Poccuiickoii ®enepammu. [Ipu  o0kajoBaHWUM PpEIICHUS YIOJHOMOYEHHOTO
denepanbHOro oOpraHa HUCTIOTHUTEIBLHOW BIIACTH, 3aKIIOUEHUS AKCIEpPTa WM KOMHCCHHM SKCIIEPTOB
AKCIIEPTHOTO YUPEKJIEHUS, 3aKIIOUYEHHSI COBETA MO ATUKE JEepKaTellb WJIM BIIAJENel] PETUCTPALlMOHHOTO
YAOCTOBCPCHUA JICKAPCTBCHHOI'O IIpCriapaTa .HI/I6O YHOOJIHOMOUYCHHOC HWIMU JIMIO BIIpaBC MPCACTABUTDH
pe3yNbTaThl SKCIEPTU3bl JIEKAPCTBEHHOI'O Mperapara, MPOTOKOJbI IMOJYYEHHBIX aKKPEeIUTOBAaHHBIMU
UCTIBITATEIbHBIMH JTA00paTOpHUAMHU (LIEHTPAMH) PE3yIbTaTOB UCCIEIOBAHUHN, UCIIBITAHUMA.

(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

Cratba 37. WUHdopmauusa, cBAzaHHasi C OCYyLIECTBNIEHUEM rocynapCTBEHHOMU
perucTpauMm unu perucTpauuMm neKkapcTBeHHbIX MnpenapaTtoB, WHdopmauua o
3aperMcTpuMpoBaHHbIX JleKapCTBEHHbIX rMpenapatax MW JeKapCTBEHHbIX Mpenaparax,
MCKITIOYEHHbIX U3 rocyapCTBEHHOro peecTpa fieKapCTBEeHHbIX CpeAcTB
(B pen. @enepanproro 3akoHa ot 30.01.2024 N 1-D3)

1. COOTBETCTBYIOIIHMI YIIOTHOMOYEHHBIHN (heiepaibHbI OpraH UCIIOTHUTEIBHON BJIACTH Pa3MeEIIaeT
Ha cBoeM oduimaabHOoM caiite B cetn "MHTepHeTr" uH(pOpMAIMIO, CBS3aHHYIO C OCYLIECTBICHHUEM
rOCYJapCTBEHHON pEerucTpaly WM PETUCTpallMM JIEKAPCTBEHHBIX IpenapaToB, B TOM YHUCIIE
IIPOBEJIEHUEM OKCIIEPTU3bl JIEKAPCTBEHHBIX CPEICTB (BKJIIOYAs pPE3yJbTaThl €€ IPOBENCHHUSA),
MHGOpPMALMIO O 3aperuMCTPUPOBAHHBIX JIEKAPCTBEHHBIX Ipernaparax M JIEKapCTBEHHBIX IIpernaparax,
UCKJIIOUEHHBIX W3 TOCYJAapPCTBEHHOI'O PEECTpa JIEKAPCTBEHHBIX CPEJICTB, HE INO3AHEE YEM uepe3 IIITh
pabouux JHEH cO JHS MOIy4EHUs YINOJIHOMOYEHHBIM (hefiepalbHbIM OpraHOM HCIOJHUTENIBHONW BIIACTH
COOTBETCTBYIOLIEH HH(OPMALIHH.
(B pen. ®enepanpHbix 3ak0oHOB OT 22.12.2014 N 429-®3, ot 02.08.2019 N 297-®3, ot 30.01.2024 N
1-®3)

2. Cpoku W TOpPSAOK pa3MEIICHUs] yKa3aHHOWM B dYacTh | Hacrosmiedl cratbu WHOOpMAIuu
yCTaHABIUBAIOTCS YIOJTHOMOYEHHBIM (peiepallbHBIM OpPraHOM HCIIONHUTENbHON Biactu. MHpopmarus,
yKa3aHHas B YacTU | HACTOSIICH CTaThH, SIBISETCS OTKPHITOM M OOIIEIOCTYITHOW M MPETOCTABISICTCS
3aMHTEPECOBAHHBIM JIMLIaM B COOTBETCTBHH C 3aKOHOAATENLCTBOM Poccuiickon denepannm.

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

Mnasa 7. KMMHWYECKUE UCCJIEAOBAHUA JIEKAPCTBEHHbIX
NPEMAPATOB OJ1A MEANUMHCKOIO NPUMEHEHUA, 0OTOBOP
Ob UX NMPOBEAEHUU, NPABA NAUMEHTOB, YHACTBYIOLLUX
B 3TUX UCCIIEAOBAHUAX

Ctatbsn 38. KnuHuuyeckme wuccnefoBaHUA JeKapCTBEHHbIX NpenapaTtoB Ans
MeAWULIMHCKOro NpuMeHeHus
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(pen. ot 26.12.2024)
"06 obpalleHMn NeKapCTBEHHbIX CpeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHenus: 24.01.2025

1. Knuaudeckue mccienoBaHusl JIGKQPCTBEHHBIX IMPENapaTroB JIsi MEAUIIMHCKOTO MPUMEHECHHS, B
TOM YHUCJIE MEXITYHApPOIHbIE MHOTOLICHTPOBBIE, MHOTOLIEHTPOBBIE, TOCTPETUCTPALIUOHHBIE, TIPOBOJISTCS B
OJTHOM MJIM HECKOJIBKUX MEAUITMHCKUX OPTaHU3AIMAX B CICTYIONTUX MEIISX:
(B pen. @enepanbHbix 3aKOHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N 1-D3)

1) ycranoBieHuEe 0€30MMaCHOCTH JIEKAPCTBEHHBIX MIPENapaToB s 3J0POBBIX TOOPOBOIBIIEB U (HMJTH)
NEPCHOCUMOCTH UX 3J0POBBIMU ,Z[O6pOBOJ'IBI_IaMI/I, 3a HCKIIFOYCHUEM TaKUX I/ICCJIC,Z[OBaHI/Iﬁ JICKApCTBCHHBIX
MpenaparoB, MPOU3BEICHHBIX 3a peaenamu Poccuiickoit deneparuu;

2) noa0op ONTUMANIBHBIX JJO3UPOBOK JIEKAPCTBEHHOIO Mpernapara 1 Kypca JeUeHHs IS MaleHTOB
C OIpeNeIEHHbIM 3a00JI€BaHMEM, ONTUMAIBHBIX 103 M CXEM BaKIUHALUU HMMYHOOHOJOTMYECKUMHU
JIEKapCTBEHHBIMH ITpErapaTaMy 310pOBBIX JOOPOBOJIBIICB;

3) ycraHoBieHHEe 0€30MacHOCTH JICKAPCTBEHHOTO Tpemnapara U ero 3pPeKTUBHOCTH I TMAIMEHTOB
C OmpeAeleHHbIM 3a0oyieBaHHEM, NPOPHIAKTHYECKON 3((HEKTUBHOCTH HMMMYHOOHOIOTUYECKUX
JICKapCTBEHHBIX MPENapaToB ISl 3J0POBBIX JTOOPOBOJIBIIEB;

4) uzy4yeHue BO3MOKHOCTH PACIIMPEHUS TOKa3aHUH JUIsl MEJUIIMHCKOTO IPUMEHEHUS U BBISIBICHUS
paHee HEW3BECTHBIX MOOOYHBIX JEHCTBUI 3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MTPEMapaToB.

1.1. KnuHudeckue uccCieoBaHMs JEKApCTBEHHBIX IPENapaToB A MEIULUHCKOIO MPUMEHEHMS
MPOBOAATCS B COOTBETCTBHM C IpaBWIAMM HaAJEKallell KIMHUYECKOW NPAKTHKHU, YTBEPKIACHHBIMHU
EBpasuiickoii 53KOHOMHUYECKON KOMUCCUEH.

(dactp 1.1 BBegena denepanbubiM 3akoHoM OT 30.01.2024 N 1-D3)

2. B orHOmIEHUN BOCIIPOU3BCACHHBIX JICKAPCTBCHHLIX MPCIAPaTOB AJId MCAUITHUHCKOI'O ITPUMCHCHU A
MIPOBOJISATCSl WCCIICAOBAaHUSI OWMOIKBHUBAJICHTHOCTH W (WJIM) TEpPANeBTHYECKONW OSKBHUBAJICHTHOCTH B
MOPSJIKE, YCTAHOBICHHOM aKTaMH, COCTABIIIOMUMU TTpaBo Coro3a.

(B pen. @enepanproro 3akoHa ot 30.01.2024 N 1-D3)

3. Opranuzanuio MNpPOBENEHUS KIMHUYECKUX HCCIIEI0BAaHUI JIEKApCTBEHHOrO Ipenapara A
MEIULMHCKOTO IIPUMEHEHUS BIIPABE OCYILECTBIIATh:

1) pa3paOoTUHK JIEKAPCTBEHHOTO Mpernapara Uid YIOJIHOMOYSHHOE UM JIULIO;

2) oOpa3zoBaTenbHBIC OpraHU3aIlMM BBHICIIETO OOpa30BaHUs, OpPraHW3aAlMH JIOTOJHHTEIBHOTO
npodeccnoHaTbHOTO 00pa30BaHNUS;
(m. 2 B pen. @enepanbHoro 3akoHa ot 02.07.2013 N 185-D3)

3) Hay4HbIE OpraHU3aI1H.
(B pen. @enepansuoro 3akoHa ot 30.01.2024 N 1-D3)

4. Knunuueckue HCCIICAOBAHUA JICKAPCTBCHHOI'O TIipfrapara I MCAUIUHCKOTO NPHUMCHCHUSA
MIPOBOJSATCS HA OCHOBAaHUM Pa3pelICHUs] Ha MPOBEACHHE KIMHUYECKOTO UCCIIEAOBAHUS JIEKAPCTBEHHOTO
mpernapara, BBLIAHHOTO  YIOJIHOMOYEHHBIM (hefepaibHbIM OpPraHOM  HCIOJHHUTEIBHOM  BIIACTH.
Y1nonHOMOYEHHBIH (DeiepanbHbIA OpraH UCIOJHUTEILHON BIIACTH BEJET PEECTP BBIJAHHBIX Pa3pelICHHI
Ha MPOBEICHNE KIMHUYECKUX MCCIEAOBaHUH JIEKApCTBEHHOTO IMperapaTa, COAepKalluil yKa3aHUue Ha UX
1L[eJ1b UJTU 11eJTH, B YCTAaHOBJIEHHOM 3TUM OPIaHOM MOPSAKE.
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?;zieﬁ”;gbivz' 32%'(22}”) ot 12.04.2010 N 61-03 JloKyMeHT npeAocTaBnieH KoHcynbTaHTItoc

"06 obpalleHMn NeKapCTBEHHbIX CpeacTB” Hata coxpatenms: 24.01.2025

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-@03, ot 13.07.2015 N 241-D3)
5. ¥Yrparun cuny ¢ 1 utons 2015 roaa. - @enepanbHblii 3akoH oT 22.12.2014 N 429-03.

6. K opranm3anuu TNpoBeACHUs KIMHUYECKUX HCCIICAOBAHUI JICKAPCTBEHHOTO IMperapara Jyis
MEIULUHCKOTO TIPUMEHEHHUsI pa3pabOTYMKOM JIEKAPCTBEHHOTO IMperapara MOTYT IPUBJIEKAaTbCs
IOpUJIMYECKHE JIMIAa JII00OW  OpraHM3allMOHHO-TIPABOBOM (OPMBI  TpH  YCIOBHU  OOECTICUCHHS
COOTBETCTBUA 3TUX I/ICCJ'IGI[OBaHI/Iﬁ Tp660BaHI/I$IM HACTOSALICTO q)eI[epaJIBHOI‘O 3aKO0OHa.

7. Ytparun cuiy. - @eaepanbabiil 3akoH oT 30.01.2024 N 1-®3.

8. IlepeueHp MEAMIMHCKUX OpraHU3alUi, MNPOBOASIIMX  KIMHUYECKHE  MCCIIEI0BAaHUS
JIEKapCTBEHHBIX IPEnapaToB IJIsi MEIULMHCKOIO NPUMEHEHUs, U PEeecTp BbIIAHHBIX pa3pelleHui Ha
NPOBEICHUE KIMHMUYECKHUX MCCIEJOBAHUN JIGKAPCTBEHHBIX IIPENapaToB OIyOJUKOBBIBAIOTCS U
pa3sMeIaTcs YIOJTHOMOUYEHHBIM (peiepanbHbIM OpraHOM MCIIOJHUTEIBHOHN BIACTH B YCTAHOBJIEHHOM MM
NopsiIKe Ha CBOeM o(UIaIbHOM caiite B ceTH "MHTepHet".

(B pen. @enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

Koncynprantlntoc: npumeyanue.
[Tonoxenus cr. 39 (B pen. @3 ot 30.01.2024 N 1-®3), xacarommecs: TpeaOCTaBICHUS T'OC. YCIYT
[IOCPEACTBOM EAMHON CUCTEMBI U (WJIM) EAMHOIO0 nopTaina, npuMensores ¢ 01.01.2026.

Cratbs 39. PewweHue o npoBeAeHUU KNMHUYECKOro UccriefoBaHUsA NeKapCTBEHHOro
npenapara ansa MeguuMHCKOro NnpMMmeHeHus

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

1. KimHnueckoe wuccieqoBaHHE JIEKapCTBEHHOI'O Ipenapara Uil MEIULHUHCKOIO IMPUMEHEHMS
IIPOBOAMTCS HA OCHOBAHMH Pa3pEIICHUs Ha IIPOBEICHUE KIMHUYECKOIO MCCIECJOBaHMS JIEKAPCTBEHHOTO
mpernapara, BBLIAHHOTO YIOJTHOMOYEHHBIM (pefepaibHbIM OpraHOM HCIIOJIHUTEIBHONH BJIACTH TI0
pe3yabTaTaM SKCHEpPTH3bl JOKYMEHTOB, HEOOXOOUMBIX JUIsl MONYYEHHUS pa3pellieHUs Ha NpOBEJICHHE
KJIMHUYECKOT'0 MCCIIEOBAaHUs JIEKAPCTBEHHOIO IIpenapaTra U dTHYECKOU SKCIIEPTU3BI.

2. Jlng monyuyeHus pa3pelieHHs] Ha MpPOBEICHHE KIMHUYECKOTO HCCIEeNOBAaHUS JIEKAPCTBEHHOTO
npenapara s MCAUIUHCKOI'O IMPUMCHCHUSA 3adBHUTCIIb HANPABJISACT MOCPECACTBOM CAUWHOIO IMOPTajla B
YIIOJITHOMOYCHHBIM  (e/lepasibHBIA ~ OpraH  HMCIOJHUTEIBHOM  BIIACTH WM  JIMYHBIA ~ KaOWHET
YIOJIHOMOYEHHOTO (pesiepaibHOro OpraHa UCTIOIHUTENFHON BIIACTH B €MHON CUCTEME:

(B pen. @enepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

1) 3asiBIeHKE O BBIJAUE pa3peIlICHUs] Ha IPOBEIECHUE KIMHUYECKOTIO UCCIIEI0BaHMs JIEKAPCTBEHHOTO
mpermapata i MEOUIMHCKOTO NPHUMEHEHHUs, MOJANMUCAHHOE YCWJICHHOM KBalu(UUIMPOBAHHOMN
3JIEKTPOHHOU MOANUCHIO;

(B pen. @enepansuoro 3akoHa ot 30.01.2024 N 1-D3)

2) yrpaTtui cuiy. - @enepanbhblil 3akoH oT 30.01.2024 N 1-D3;

3) MpOTOKON KIMHUYECKOTO KCCIEA0BaHUs JIEKAPCTBEHHOrO TMpernapara i MEIULHUHCKOIO
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.12.2024)
"06 obpalleHMn NeKapCTBEHHbIX CpeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHenus: 24.01.2025

IMIPUMCHCHUS

4) Opomurropy mccnemoBatens (I 3apETHCTPUPOBAHHOTO JICKAPCTBEHHOTO Tpernapara JA0MyCTHMO
3aMEHUTh OJOOpPEHHOW OOIIeH XapaKTEpPUCTHKOW JICKAPCTBEHHOTO IMpemapara, eclid  TaKou
JIEKApCTBEHHBIN IMpenapar 3aperucTpUpOBaH B COOTBETCTBUM C aKTaMH, COCTaBJstomUMHU 1paBo Coro3a,
U ero InpUMEHEHHE B KIMHHYECKOM HCCIIEOBAaHMM HE TMPOTUBOPEUUT ON0OpeHHOW oOmeit
XapaKTEPUCTUKE JIEKAPCTBEHHOIO Mpemnapara A MeIUIUHCKOTO IPUMEHEHUS );

(B pen. @enepansuoro 3akoHa ot 30.01.2024 N 1-D3)

5) nHGOPMAITMOHHBIH JIMCTOK MMAIUEHTA;

6) cBenmeHus 00 ombITe PabOTHI HWCCIIEIOBATENCH MO COOTBETCTBYIOIIUM CIEIHATBHOCTSIM H HUX
OTIBITE PAOOTHI MO MPOBEACHUIO KIIMHUYECKUX UCCIIeIOBAHUN;

7) - 8) yrpatunu cuiy. - @enepanpubiii 3akoH ot 30.01.2024 N 1-D3;

9) xommio JoroBopa 00S3aTENBLHOTO CTPAXOBAHMS, 3aKIFOUYEHHOTO B COOTBETCTBUU C THUIIOBBIMHU
MpaBWJIaMH  00S3aTEIBHOTO CTPAaxXOBaHHS, C YyKa3aHWEM IMpeaeIbHOW YHCICHHOCTH TAlMEeHTOB,
YY4acTBYIONIMX B KJIMHAYECKOM HCCICIOBAaHUU JICKAPCTBEHHOTO TIperapara JUisi METUIIUHCKOTO
MIPUMCHCHHS,

10) unpopmanmio O cocTaBe JEKApCTBEHHOrO Mpenapara JUlsi MEIUIIMHCKOTO NpPUMEHEHUs (3a
UCKJIFOYE€HUEM OMOJIOrMYECKHX JIEKAPCTBEHHBIX MPENapaToB);
(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

11) MOKYMEHT, COCTaBICHHBIN MPOM3BOJUTEIEM JICKAPCTBEHHOTO Mperapara s MEIUIUHCKOTO
MPUMEHEHHUSI W COJEpKalIMi IMOKa3aTelnu (XapaKTepUCTHKH), a TaKKe CBEJCHHUS O JIGKAPCTBEHHOM
npenapare Uil MEAWIWHCKOTO TPHUMEHEHHS, TPOM3BENCHHOM JIJIsi TPOBEACHUS KIMHHUYCCKHX
UCCIIEIOBAaHMH (32 HCKIIIOYSHHEM OMOJIOTHYECKUX JIEKApCTBEHHBIX IPEnapaToB);

(B pen. @enepansuoro 3akoHa ot 30.01.2024 N 1-D3)

11.1) nOKyMEHTBI W CBEACHMs, NPEAYCMOTPEHHBbIE IpaBUIAMH IPOBEIACHMS HCCIIECJOBAHUN
OMOJIOTHYECKHUX JIEKApCTBEHHBIX CPEICTB EBpa3suiickoro SKOHOMHYECKOTO COI03d, YTBEPXKIECHHBIMHU
EBpasuiickoil 53KOHOMUYECKON KOMUCCUEH;

(m. 11.1 BBenen denepanbabiM 3akoHOM OT 30.01.2024 N 1-D3)

12) cBeneHus o nare NpeNOCTaBICHUS U PETUCTPALMOHHOM HOMEpE JHUIEH3UU Ha IPOU3BOJICTBO
JIEKapCTBEHHBIX CPEICTB B CIIydae, €CJIM MPOM3BOACTBO JIEKAPCTBEHHOI'O Ipernapara OCyLIECTBIIAECTCS B
Poccuiickoii ®enepanuu, Wi TOKYMEHT, COJIEpXKAllMM CBEACHMS O Jare IPENOCTaBICHUS W
PETUCTPAllMOHHOM HOMEpE 3aKJIIOYEHHMS O COOTBETCTBHM IIPOM3BOJUTEIS JIEKAPCTBEHHOIO Ipernapara
TpeOOBaHUAM IIpaBUII HaJyIeKalen IIPOU3BOCTBEHHON IIPAKTUKH, IIPEAOCTABIEHHOIO
YIOJHOMOYEHHBIM OPTaHOM CTpPaHbl IPOU3BOIUTEIA JIEKAPCTBEHHOTO IIPEnapara.

(B pen. ®enepanbubix 3akoHOB OT 04.06.2018 N 140-D3, ot 27.12.2019 N 478-®3, ot 30.01.2024 N
1-©3)

2.1. Ceenenus, moAaTBepkAaromue (pakT ymiaaTbl TOCYJAapCTBEHHON MOIUIMHBI 3a MpPOBEIEHHUE
STUYECKOM OSKCHEPTHU3bI, SKCIEPTU3bl JTOKYMEHTOB Ha JEKAapCTBEHHBIM MpernapaTr Uil IOJIy4YeHUs
paspellieHuss Ha IDPOBEJCHHE KIMHUYECKOTO MCCIEAOBaHUSA JIEKAPCTBEHHOI'O IIpermapaTta Ul
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.12.2024)
"06 obpalleHMn NeKapCTBEHHbIX CpeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHenus: 24.01.2025

MEAUIIMHCKOTO TPHUMEHEHUs, 3a BbIJAUy pa3pellieHuss Ha MPOBEACHHE KIMHUYECKOTO HCCIIETOBAHUS
JIEKapCTBEHHOI'O Ipenapara Ul MEIAULHUHCKOIO IPUMEHEHHMS, 32 IPOBEACHUE IKCIEPTU3BI JOKYMEHTOB
Ha JIGKapCTBEHHBIM TMpemnapar MJig TMOJYyYeHHs paspelleHds Ha MPOBEACHHE MEXIYHapOIHOTO
MHOTOLIEHTPOBOTO KJIMHMYECKOTO HCCIIEI0BaHUs JIEKapCTBEHHOIO IIpernapara i MEIUIMHCKOrOo
NPUMEHEHUsI, 3a BBIJAYy pa3pelieHuss Ha MPOBEIEHHUE MEXIYHaApOAHOTO MHOTOLEHTPOBOTO
KJIMHUYECKOTO HCCIIEOBaHUS JIEKAPCTBEHHOIO IIpemnapaTa Ul MEIULUHCKOIO IPUMEHEHus, 3a
MIPOBEJICHUE OSTUYECKOM HKCIEPTHU3bl, IKCHEPTHU3bl JOKYMEHTOB Ha JIEKApPCTBEHHBIM MpemapaT [yl
IIOJIyYEHUsI pa3pelIeHs] Ha MPOBEACHHE IOCTPETUCTPALMOHHOIO KIMHUYECKOIO HCCIIECIOBAHMS
JIEKapCTBEHHOI'0 Ipernapara Ui MEAUIIMHCKOrOo MPUMEHEHMs], 3a Bblady pa3pelleHus] Ha MPOBeJIeHUE
IIOCTPETUCTPALIMOHHOTO KIMHUYECKOTO HCCIIEOBAHMSI JIEKAPCTBEHHOTO IpernapaTta A MEAULMHCKOTO
MIPUMEHEHHUS], a TAK)KE CBEJICHUS O BbIIABAEMBbIX (IIPEIOCTABISIEMbIX) YIIOTHOMOUYEHHBIMH (pesiepaabHbIMU
OpraHamMH HCIIOJIHUTENIFHOW BIIACTH JIOKYMEHTaxX (CBEIEHUSX), yKa3aHHbIX B NyHKTe 12 wactu 2
HACTOSIIEH CTaThU, YIOJHOMOYCHHBIM (enepaibHbli OpraH WCIOJHUTEIBLHON BIIACTH 3allpalliiBacT B
MOPSAJIKE MEXBELOMCTBEHHOT'O 3JIEKTPOHHOIO B3aUMO/IEHCTBUS.

(dactp 2.1 B pen. denepanpuoro 3akona ot 30.01.2024 N 1-03)

3. B cpok, He mpeBbIIAIOMUN Tpex padouyux AHEH CO JHA HANpaBICHUS B JIMYHBIM KaOWHET
YIOJIHOMOYEHHOI0 (peiepaibHOr0 OpraHa HCIOJHUTENIBHONW BJIACTH B €IMHON CHUCTEME YKa3aHHOTO B
nyHKkTe | dYacTu 2 HacTOsIIeH CTaTbU 3asBICHHUS M HEOOXOJUMBIX JOKYMEHTOB, YIOJHOMOYEHHBIN
(dhenepabHBINA OpraH UCIIOTHUTEIBHON BIIACTH:

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

1) mpoBOAUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTU CBEIEHUH, COAEpKAIIUXCS B MPEICTaBICHHbBIX
3asBUTEJIEM JOKYMEHTaXx;

2) mpUHUMAET peUIeHHe O MPOBEACHUU SKCIEPTU3bl JOKYMEHTOB JJISl MOJIyUYEeHHUs pa3pelieHus Ha
MPOBEACHUE KIMHUYECKOTO MCCIIEI0OBAHUS JIEKAPCTBEHHOTO TMpernapaTa Al MEAUIUMHCKOTO MPUMEHEHUS
Y ATUYECKOM 3KCHEepTU3bl WM 00 OTKa3e B MPOBEACHUN YKa3aHHBIX AKCIEPTHU3;

3) HaHpaBJ'DIeT 3asIBUTCIIHO HOCpe,Z[CTBOM CAUHOI'O HOpTaJIa WIN B JINYHBIA Ka6HHeT 3adABUTCIISA B
€IMHON CHCTeMe TOANMUCAHHOE YCUJICHHON KBaTU(UIIMPOBAHHON JIEKTPOHHOU MOAMKUCHIO YBEAOMIICHUE
O MPHUHATOM PELICHUH JHO0 B Cllyyae MPUHATHUS PELICHUs 00 0TKa3e TakkKe C YKa3aHWeM MPUYHH TaKOTro
OTKa3a;

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

4) HampaBJISIET B JIMYHBIN KaOWHET SKCTIIEPTHOTO YUPEKACHUS B €IUHON CUCTEME U JTMYHBIA KaOMHET
COBETa II0 ATHKE 3aJaHUs Ha NPOBEACHHE COOTBETCTBYIOLIMX 3KCIIEPTH3, NOJANUCAHHBIE YCHJIEHHBIMU
KBTI (DUIIMPOBAHHBIMU 3JIEKTPOHHBIMH MOAMHCSIMH.

(. 4 B pen. @enepanbHoro 3akoHa oT 30.01.2024 N 1-D3)

4. B cinyyae BBIABJIEHUS HEMOJHOTHI M (WJIM) HEJOCTOBEPHOCTH HMH(OpMAIUM, COAeprKalleiics B
MPEJCTaBICHHBIX 3asABUTENIEM JOKYMEHTaX, YIOJHOMOYEHHBIH (enepaiabHbIil OpraH HCIOJIHUTEIbHON
BJIACTU HAIPABJISAET B JIMYHBINA KaOWHET 3asBUTENS B €IMHON CHCTEME 3alpoc 00 YTOUHEHUH yKa3aHHOU
uHpOpMalUY, TOANUCAHHBIM YCUJICHHON KBaJM(UIIMPOBAHHOW 3JIEKTPOHHON MOAMMUCKHIO. 3asBUTENb
00s3aH HAIpaBUThb B JIMYHBIA KaOMHET YIOJIHOMOYEHHOro (hefepallbHOrO OpraHa MCIOJHUTEIbHON
BJACTU B €AMHON CHUCTeME MOANMCAHHBINA YCHJICHHON KBaJIM(UIIMPOBAHHOW AIIEKTPOHHOM IMOAMUCHIO
OTBET Ha 3alpoC YNOJHOMOYEHHOro (enepanbHOr0 OpraHa HCIOJIHUTEIBHOM BJIACTH B CPOK, HE
MPEBBIAIOIINN JEBSIHOCTa pabounX JHEH CO THS MOIYYECHHUs YIIOJTHOMOYEHHBIM (peepanbHbIM OpraHoM
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WCTIOJTHUTEIEHOW BJIACTH D3JICKTPOHHOTO YBEJAOMIICHHS O TIIOJyYeHUHM 3asBuTeneM 3ampoca. Cpok,
yYKa3aHHBIN B 4aCTH 3 HACTOSIIEH CTaTbU, MPUOCTAHABIMBACTCS CO THS HANpaBJICHUS B JTUYHBIA KaOMHET
3asBUTENS B CIWHOW CHCTEME 3ampoca YIOJHOMOYEHHOTO (enepabHOTO OpraHa WCIIOJHUTEILHOU
BJaCTH JO JHS HAalpaBlICHUs B JIMYHbIM KaOWHET YMOJHOMOYEHHOTO (efepalbHOro OpraHa
WCTIOJTHUTEIBHOM BJIACTH B €MHOM CHCTEME OTBETa Ha 3aIpOC U HE YYUTHIBACTCS TPU UCUUCIICHUH CPOKA
NPUHATUS YIOTHOMOYEHHBIM (hefiepalibHbIM OPTaHOM HCTIOJHUTENILHOW BIIACTH PEIICHUS O MPOBEICHUN
AKCHEPTHU3bI JOKYMEHTOB ISl TOJIyYEHHS Pa3pelIeHUs] Ha TPOBEICHHE KIMHUYECKOTO HCCIIEIOBaHUS
JICKApCTBCHHOTO IperiapaTa JJid MCIUIUHCKOTO IPUMCHCHH.

(dactp 4 B pen. DeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

5. OcHOBaHMEM JUI OTKa3a B MPOBEACHUU SKCIEPTU3bI TOKYMEHTOB JUIS MOJyUYEHHs pa3pericHHs
Ha TIPOBEIEHHE KIMHUYECKOTO WCCIEIOBAaHMUS JIGKAPCTBEHHOTO Ipemapara il MEJUIIMHCKOTO
NPUMEHEHHUST M OSTHYECKOW SKCIEPTU3Bl SABISETCA INPEACTABICHUE JOKYMEHTOB, IPEIyCMOTPEHHBIX
YacThIO 2 HACTOSIIEH CTaThH, B HEMOJHOM OOBeMe, HENpPEACTAaBICHHUE 3asSBUTEIEM B YCTAHOBJICHHBIN
CpPOK OTBETa Ha yKa3aHHBIH B 4acTH 4 HACTOSIIEH CTAaThU 3alpOC YIOJIHOMOYEHHOTro (enepaabHOro
OpraHa MCIOJHUTENIBHOI BIACTH JMOO OTCYTCTBHE B MPEACTABICHHBIX JOKYMEHTAX HCUEPIBIBAIOIIETO
nepeyHs HeoOxonumon MHpopManuu WM HH(OPMAIMH, KOTOpas MOJDKHA OBITh OTpa)KeHAa B HUX, a
TaKkKe€ OTCYTCTBHE CBEACHHUH, KOTOpble B  JadbHEHIIEM  MOATBEPXKAAIOTCS  IOCPEICTBOM
MEXBEJJOMCTBEHHOT'O 3JIEKTPOHHOT'O B3aWMOJICHCTBHS, O (paKTe YIUIAThl FOCYJapCTBEHHOHN MOLUIMHBI 32
NPOBEJCHNE STHYECKOM OSKCIEPTH3bl, IKCHEPTHU3bI JOKYMEHTOB Ha JIEKapPCTBEHHBIH IpemapaTr mist
MOJIyYeHUs pa3pellieHrs Ha NMpOBeIeHNE KIMHUYECKOTO MCCIIeIOBaHUS JICKApCTBEHHOTO Ipemnapara s
MEIUIIMHCKOTO MPUMEHEHHs, 3a BbIJady pPa3pelICHHs Ha TNPOBEACHHE KIMHUYECKOTO HCCIICIOBAHUS
JICKapCTBEHHOTO TIpernapaTa sl MeIUIIUHCKOTO MIPUMEHEHHsI, 3a MPOBEJCHUE SKCIEPTU3bI JTOKYMEHTOB
Ha JIGKapCTBCHHBIM TIpemapar [yl TOJNYyYeHHsS pa3pelieHus] Ha IPOBEICHHE MEXIyHapOIHOTO
MHOTOLEHTPOBOTO KJIMHUYECKOTO HCCIIEAOBAaHMs JIEKAPCTBEHHOI'O TMperapara JAjis MEIUIIMHCKOTO
OPUMEHEHHs, 3a BbIIAUy pa3pelieHHs Ha MPOBEACHHWE MEXKIYHApOIHOTO MHOTOLEHTPOBOTO
KJIMHUYECKOTO HCCIEeOBaHMUS JIGKAPCTBEHHOrO Tpenaparta il MEIUIMHCKOrO TNPUMEHEHUs, 3a
IPOBEJCHNE STHYECKOM OKCIEPTH3bl, JKCHEPTHU3bI JOKYMEHTOB Ha JIEKapPCTBEHHBIH IperapaT s
MOJyYeHHUs pa3pelieHHss Ha NpOBEIEHHE MOCTPErHMCTPALMOHHOTO KIMHUYECKOTO HCCIEOBAHUS
JIEKapCTBEHHOTO Npemnapara Uil MEAWIMHCKOrO MPUMEHEHUs, 3a BbIJady pa3pelieHus] Ha MPOBEICHHE
MOCTPETUCTPALIMOHHOTO KJIMHUYECKOTO HMCCIEIOBAHUS JIEKAPCTBEHHOTO IMperapara Jjas METUIIMHCKOTO
PUMEHEHHSL.
(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

6. IlpoBeseHue HSKcmepTU3bl JOKYMEHTOB Ul IIOJNYyYEHHUS pa3pelieHHusi Ha IPOBEACHUE
KJIMHUYECKOTO MCCIIEA0BAHMS JIEKAPCTBEHHOTO Mpenapara A MEAUIIMHCKOTO MPUMEHEHUSI U ATHYECKOU
HKCIIEPTHU3BL, COCTABIEHNE KOMUCCHEH IKCIIEPTOB M COBETOM IO ATHKE 3aKIIOYEHUN O BO3MOXHOCTHU WIIH
HEBO3MOXKHOCTU TIPOBEJICHUS TAaKOro KIMHUYECKOIO0 HCCJIEAOBAHUS, TMOJNUCAHUE 3aKIIOUYCHHI
YCHJIEHHBIMH KBaJTU(PUIIMPOBAHHBIMU 3JIEKTPOHHBIMU MOJMUCAMU U HaNpaBiICHUE NaHHBIX 3aKIIIOUEHUN B
JTUYHBIN KaOWHET YyIOJHOMOYEHHOTO ()eiepallbHOTO OpraHa UCIIOJIHUTEIBHON BJIACTH B €IHHON CHCTEME
OCYIIECTBISIIOTCS B CPOK, HE MPEBBIIIAIOMINNA ABAAIATH MATH pabo4yMX THEH cO JHS HaAIpaBlieHUS B
JTUYHBI KaOMHET OJKCHEePTHOTO YYPEXKACHHUS B €IUHOH CHCTEME 3aJaHHs YIOJTHOMOYEHHOTO
(benepanbHOro opraHa UCHOJHUTEIBHON BIIACTH C MPHUJIOKEHUEM JOKYMEHTOB, YKa3aHHBIX B IMyHKTax 3,
4, 10, 11 u 11.1 gactu 2 HacTosed CTaTbH, U HAMPABJICHUS B JMYHBIA KaOWHET COBETa IO J3THUKE B
€IMHON cHucTeMe 3aJaHMsl YIOJIHOMOYEHHOTO (enepaJbHOTO OpraHa MWCIOJHUTEIBHOW BIIACTU C
IIPUJIOKEHNEM JOKYMEHTOB, YKa3aHHBIX B ITyHKTaX 3 - 6 1 9 yacTu 2 HacTOALIEH CTaThU.

(dactp 6 B pen. DeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)
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7. B cpok, He TpeBBINAIOMUNA TpeX padouMx JHEH CO JHS HANpaBJICHUS B JUYHBIA KaOWMHET
YIOJHOMOYEHHOTO (hefepabHOTO OpraHa UCIOJHUTEIHFHON BIIACTH B €IUHOW CHCTEME 3aKIIIOUEHUH,
yKa3aHHBIX B 4YacTH 6 HACTOAIIEH CTaThW, YIMOJHOMOYEHHBIN (eaepalbHbIii OpraH HCIOJHUTEIbHON
BJIACTH:

(B pen. @enepansHoro 3akoHa ot 30.01.2024 N 1-D3)

1) OCYHICCTBJIACT OLICHKY MOCTYIIHMBIINX 3aKJIFOUYCHUM AT onpeACIICHUA UX COOTBCTCTBHUA 3aJaHUAM
Ha NpPOBCACHNUE COOTBCTCTBYIOIIUX OKCIICPTHU3,

2) OmpUHUMAET pEIICHHE O BbIJAu€ Pa3pelICHUs Ha MPOBEACHUE KIMHUYECKOTO HCCIECIOBAHUS
JIEKapCTBEHHOI'O Tpernapara Jisi MEAUIIMHCKOTO MPUMEHEHHs, BHOCUT B PEECTpP BBIAAHHBIX pa3pelieHuit
Ha TMPOBEICHUE KIMHMUYECKUX MCCIEIOBAHUNA JIEKAPCTBEHHOTO IIpernapara COOTBETCTBYIOIIYIO
MH(OPMALIMI0O U HAaIpaBisSIeT IMOCPEJCTBOM €IUHOTO IMOpTajia 3asBUTENI0 WM B JIMYHBIA KaOWHET
3asBUTENISl B €IMHON CUCTEME BBIITMCKY U3 PeecTpa BhIAAaHHBIX pa3pelieHuil Ha MPOBEACHUE KIMHUYECKUX
WCCIEAOBAaHUN  JIGKAPCTBEHHOTO  Ipemapara, MOANHCAHHYK  YCHJICHHOW  KBaIM(UIIUPOBAHHOMN
3JIEKTPOHHOU MOANUCHIO;

(m. 2 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

3) mpuHHMaeT pemieHHe 00 OTKa3e B BbIJaye pa3pelieHHs] Ha MPOBEICHHUE KIUHUYECKOTO
WCCIICIOBaHMSI JIGKAPCTBEHHOTO TIperapara JUisi MEIUIIMHCKOTO TPUMEHEHHST H HAIIPABIISIET TIOCPEICTBOM
CANHOI'0 mopTajia 3assBUTCIIIO UJIK B JINYHBIN KaGI/IHeT 3ad4ABUTCIIA B GI[HHOﬁ CUCTCMC JaHHOC PCIICHUC,
MOJITMCAHHOE YCUJICHHOHW KBATM(HUIIMPOBAHHOW AIIEKTPOHHOHN TMOAIMKCHIO, C YKa3aHHUEM MPUYHH OTKAa3a.
(n. 3 B pen. ®enepanbuoro 3akoHa ot 30.01.2024 N 1-D3)

8. OcHOBaHHUEM JUIsl OTKa3a B BblJaye pa3pellieHus Ha MPOBEIeHHE KIMHUYECKOro HCCIIEI0BaHUs
JIEKApCTBEHHOTO Ipernapara Jijisi MEAUIIMHCKOTO MMPUMEHEHHUSI SABJISIETCS HATMYUE 3aKIIIOUCHUS] KOMUCCUU
SKCIIEPTOB WJIM 3aKIIOYEHHs] COBETa IO JTHKE O HEBO3MOXXHOCTH IMPOBEIEHUS KIMHUYECKOTO
WCCIEOBaHUSl JIEKAPCTBEHHOI'O TMperapara Juisi MEIUIMHCKOTO TNPUMEHEHHUsT M0 pe3yibTaram
MPOBEICHHBIX SKCIEPTU3, IPETYCMOTPEHHBIX YacThiO 6 HACTOALICH CTAaThU.

9. Pemenne 06 oTKa3e B MPOBEIEHUM SKCIEPTU3bI JOKYMEHTOB JJIsl MOJNyYEHHs pa3pelieHus Ha
IIPOBEJICHUE KIIMHUYECKOTO0 MCCIIEN0BAaHUS JIEKAPCTBEHHOIO MpenapaTa JUisl MEJUIUHCKOTO IPUMEHEHUS
U JTUYECKOM DKCIIEPTU3bl U B BbIJAYE PA3PCLICHHS HAa IPOBEICHHUE KIMHUYECKOIO HCCIIEIOBAHUS
JIEKapCTBEHHOI'0 TpernapaTa Uil MEAMLUHCKOrO MPUMEHEHHS MOXKET ObITh 00KaJOBaHO B IOPSIKE,
YCTaHOBJICHHOM 3aKoHozarenbcTBOM Poccuniickoit denepanun.

KoncynprantlIntoc: npumevanue.
ITonoxxenns ct. 39.1 (B pen. @3 ot 30.01.2024 N 1-®3), kacaromuecs NpeaOCTABICHUS T'OC. yCIyT
IIOCPEICTBOM €IMHOM cucTemsl, mpuMenstoTes ¢ 01.01.2026.

Cratbs 39.1. 9TU4eckKas akcnepTusa
(BBenena denepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)
1. DTrueckas 3KcnepTU3a MPOBOJUTCS COBETOM IO ATHUKE, CO3JaHHBIM B MOPSIKE, YCTAHOBICHHOM

YIOOJIHOMOYCHHBIM (be/:[epaanLIM OopraHomM HCITOJIHUTEILHOMN BJIaCTH, B LICJIIX BblAAa4YMU 3aKITIOYCHUSA 00
3TUYECKON 000CHOBAHHOCTH BO3MOKHOCTH MMPOBCACHUS KIIMHUYCCKOTO HCCJIICAOBAHUSA JICKAPCTBCHHOI'O
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npenapara Jjid MEAUIUHCKOTI'O IIPUMCHCHU .

2. DKcmepTaMy COBETa MO ATHKE MOTYT OBITh MPEICTABUTEIN MEAUIIMHCKUX OpraHU3aluil, HayYHBIX
OpraHu3aiuii, 00pa30BaTEJbHBIX OpraHU3alUil BbICIIEr0 OOpa30BaHMs, a TakKXKe IpeACTaBUTENN
OOIIIECTBEHHBIX OpraHMU3aLUi, PEIUTHO3HBIX OPraHU3aLUi U CPEACTB MaccoBOi MHQpopmanuu. JlaHHBIE
9KCHEPThl HE JOJDKHBI HAXOOUThCA B KaKOM-T1MOO 3aBUCHUMOCTH OT Pa3pabOTUYMKOB JIEKapCTBEHHBIX
IIpenaparoB U IPYTUXx JIUL, 3aMHTEPECOBAHHBIX B PE3YJIBTATAX ATUYECKON SKCIIEPTU3HI.

3. Ommara yciayr OSKCIEPTOB COBETa IO ATHUKE OCYIIECTBISETCS Ha OCHOBAaHWUU JIOTOBOPA,
3aKJIFOYEHHOTO MEXIy YIOJIHOMOYEHHBIM (he/epaqbHbIM OPraHOM HCIIOJHHUTEIBLHONW BIACTH, KOTOPHIM
CO37IaH COBET II0 JTHUKE, M OJKCIIEPTOM COBETa II0 JITHKE, 3a CUYET OJDKETHBIX AaCCHUTHOBAHWM,
MPEyCMOTPEHHBIX YIOJTHOMOYEHHOMY (heepanbHOMY OpraHy WCIOJIHUTEIBHOW BIACTH, KOTOPBIM
CO371aH COBET IO J3THKE, B (eaepaabHOM OIOKETe Ha COOTBETCTBYIONIMH TOJ Ha OOECIeYeHUE €ro
NEesATEIbHOCTH, B pa3Mepax, ycraHoBlleHHbIX [IpaButensctBoM Poccniickoit denepanun.

4. DkcnepThl COBETa MO 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOJATEIbCTBOM
Poccutickoit denepanuu.

4.1. Tlpu TpOBEACHUH STHUYECKOH HSKCHEPTH3bl HE JOIMYCKAETCS HCTPEOOBAHHE JKCIEPTOM Y
3asiBUTENSl JIMOO WHBIX JIMI[ MATEPUAIOB, HEOOXOAMMBIX IJI MPOBEIACHHS STUYECKOW JIKCHEepTH3bl. B
cllydae HEJIOCTaTOYHOCTH MPEJCTaBICHHBIX JKCIEPTy MaTepuaioB B JMYHbI KaOWHET 3asBUTENS B
€AMHON CHCTeME YMOJHOMOYEHHBIM JIMIIOM COBETa MO 3THUKE HAMpaBJISETCS 3alpoc O MPEICTaBICHUU
HEO0OXOIUMBIX MaTEPHUAJIOB, MOJMMCAHHBINA PYKOBOAUTENEM (YIIOJIHOMOUYEHHBIM JIUI[OM) COBETA O 3THUKE
C HCIIOJNIB30BAHHEM YCHJICHHOW KBAIM(DUIIMPOBAHHOW SJIEKTPOHHOM MOMAINKCH, a TAKXKE HAMPABISCTCS
yBeZOMJIEHHE 00 yKa3aHHOM 3amnpoce B JMYHBbIA KaOMHET YHMOJHOMOYEHHOro (eaepaibHOro opraHa
HCIIOJIHUTEIbHOM BJIACTU B €IMHON CUCTEME.

(dactb 4.1 BBeaeHa denepanpubiM 3akoHoM 0T 30.01.2024 N 1-D3)

4.2. 3asBurenp o0sf3aH HANMpPaBUTh B JMYHBIH KaOWHET COBETa IO OSTHKE B €IWHOW CHCTEME
MOATNMCAHHBIA  YCWJICHHONW KBaTu(UIIMPOBAHHON SJEKTPOHHOM TIOJANMKCHIO OTBET Ha 3ampoc O
NPEJCTaBICHUH HEOOXOJUMBIX MaTe€pHajoB COBETY IO 3THKE B CPOK, HE IMPEBHIMAIONIMNA JEBIHOCTA
pabouux OHEH CcO JHS TOJIyYEHHUs] COBETOM IO 3THUKE 3JIEKTPOHHOIO YBEJOMIJIEHHS O IOJyYEHHUH
3asBUTENIEM YKa3aHHOTO 3ampoca. Bpems co JHs HampaBlIeHHS COBETOM IO ITHKE B JIMYHBIN KaOMHET
3agBUTEN B E€AMHOM CHUCTeMEe 3ampoca O TMPEACTaBICHUH HEOOXOJUMBIX MAaTepUalloB JO0 JHS
HaNpaBJICHUS 3asiBUTEIEM B JIMYHBIN KaOMHET COBETA 110 ITHKE B €MHON CHCTEME OTBETa Ha yKa3aHHBIN
3aIIpoC HE YYUTHIBACTCS IIPU UCUUCIIEHUH CPOKA IIPOBEIEHUS 3TUYECKOM SKCIIEPTU3BI.

(uactsb 4.2 BBeneHa PenepanbHbIM 3akoHOM 0T 30.01.2024 N 1-D3)

5. CocTtaB coBeTa Mo TUKE, MOJOKEHHE 00 TOM COBETE, MOPSAOK €T0 AeATeIbHOCTH, TPeOOBAHHUS K
KBTH(DUKAIINH U OTBITY PabOTHI 1O IKCIEPTHOM OLIEHKE HAYYHBIX, MEIUIIUHCKUX U ITHUYECKUX aCTICKTOB
KJIMHUYECKUX  HWCCIEIOBAHUN  JICKAPCTBEHHBIX MpENnapaTtoB JJIsi  MEIUIMHCKOTO MPUMEHEHMUS,
MPEIBABISIEMBIE K JKCIEPTaAM COBETA MO 3THUKE, MOPSAJOK OpPraHu3alli W MPOBEICHUS STUYECKOU
IKCTEPTU3BI, opMa 3aKITIOUEHUS COBETA MO ITUKE YCTAHABIMBAIOTCS YIOJHOMOUYEHHBIM (heneparbHbIM
OpPraHOM MCIIOJIHUTEIBbHON BJIACTU. YHCIO MNpencTaBUTENCH MEAULUMUHCKUX OPraHU3aluid HE MOKET
MIPEBBINIATH MMOJIOBUHY OT OOIIEro YKCia SKCIEPTOB COBETA IO ITHKE.

6. Mudopmanus o cocraBe coBeTa IO ITHKE, IUIaHAX €ro pabdoThl M TEKyIIeH IesTeIbHOCTH
pa3Meniaercs Ha OQUIMAIBHOM CalTe YMOJHOMOYEHHOTO (elepallbHOrO OpraHa MCIOJIHUTEIbHON
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BJIacTH B ceTu "MHTEpHET" B yCTAHOBJIEHHOM MM TMOPSIAKE.

Koncynprantllntoc: npumedanue.
[Tonoxenus cr. 40 (B pen. @3 ot 30.01.2024 N 1-®3), xacarommecs: TpeAOCTaBICHUS T'OC. YCIyT
IIOCPEACTBOM €AMHOM cucTeMbl, mpuMmenstores ¢ 01.01.2026.

Cratbs 40. NpoBeaeHne KNMHUYECKOro uccrneaoBaHUA NeKapCcTBEHHOro npenapara
ANnA MeAULMHCKOro npuMeHeHus

1. PykoBoauTenb MEIMIIMHCKON OpraHU3alMd, KOTOpas MPOBOAUT KIMHUYECKOE HCCIEAOBaHUE
JIEKApCTBEHHOTO  TIpemapara il  MEIWIMHCKOTO  TMPUMEHEHHS, Ha3HadaeT  HCCIeI0BaTEs,
OTBETCTBEHHOTO 3a TPOBEJCHHE TAaKOTO HKCCIEAOBAaHUS M HMEIOIIETo JIeYeOHYI0 CIEIUATBHOCTD,
COOTBETCTBYIOIIYIO TMPOBOJAMMOMY KIMHUYECKOMY HCCIEAOBAaHUIO JICKAPCTBEHHOIO TIperapara, co
CTakeM paboThl MO MporpaMmaM KIMHHYECKHUX HCCIIEOBAHUN JIEKAPCTBEHHBIX MPENapaToB HE MEHEe
YyeM TpU roja M IO €ro MNpeNIOKEHHUI0 Ha3HA4YaeT COHMCCIENOoBaTeNell M3 4ucia Bpadel ATou
MEIHUIMHCKON OpraHu3aluH.

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

2. HCCHGI[OB&TGHB OCYHICCTBJIACT BBIGOp ManuceHTOB, KOTOPBIC IO MCAHUIMHCKHM IIOKa3aHUAM
MOTYT OBITh IMPUBJICYCHBI K YYaCTHIO B KIMHHYCCKOM HCCICOAOBAHUHU JICKAPCTBCHHOI'O IIpfriapara A
MCIUITUHCKOI'O IPUMCHCHUA.

3. MHccnemoBatenb u  couccieNoOBaTeNM JOJKHBI OBbITh O3HAKOMIIEHBI C  pe3yJibTaTaMu
JOKIMHUYECKOTO  MCCIIEJOBAHUS  JICKAPCTBEHHOTO  CPEJCTBA,  COJAEpKAIIMMHUCSA B Oporrope
HCCIIEA0BATENs, MPOCKTOM IIPOTOKOIA KIMHUYECKOIO HCCIEI0BAaHUs JIEKAPCTBEHHOIO IIpernapara s
MEIULUHCKOTO MPUMEHEHUs], pa3paboTaHHBIM Pa3pabOTUYMKOM JIEKapCTBEHHOTO Ipernapara WM HWHBIM
IOPUIMYECKUM JIMLIOM, IPHUBICKAEMBIM K OPraHU3alMHd IPOBEACHUSA KIMHUYECKOIO MCCIIEI0BaHUS
JIEKAPCTBEHHOI'0 IIpernapara il MEJULUHCKOrO IIPUMEHEHMsS, M JIPYTMMH MaTepUaJlaMd TaKOro
HCCIEN0BaHUS.

3.1. PykoBoauTens MEAMIIMHCKOM OpraHU3aIly B CPOK, HE MPEBBIIAIONINI TpeX pabo4ynx THEH co
IHS Hadaja MPOBEIEHUS KIMHUYECKOTO MCCIEAOBAHMS JIEKAPCTBEHHOIO Mpenapara sl MEAULIMHCKOTO
MPUMEHEHHs, cooOIIaeT 00 3TOM B YHNOJHOMOYCHHBIN (pelepanbHblii OpraH HWCHOJHUTEIBHOM BIACTH,
BBIJIaBIINI pa3pelleHue Ha POBEICHHE TAKOTO UCCIIE0BaHMs, 10 YCTAaHOBICHHON UM (hopMe.
(vacts 3.1 BBeneHa @enepanbHbIM 3ak0HOM OT 29.11.2010 N 313-D3)

4. Opranuzanuy, OCYLIECTBISIOIINE OPTaHU3AlMIO IPOBEIEHUS KIMHUYECKOTO HCCIEIOBaHUS
JIEKapCTBEHHOI'O IIpernapaTa [Jjisi MEIWLMHCKOIO NPUMEHEHHsS U yKa3aHHble B 4YacTH 3 crTaTbu 38
HacTosmero denepalbHOrO 3aKOHA, B clyyae HEOOXOJUMOCTH BHECEHHS H3MEHEHMH B MPOTOKOJ
KIIMHUYCCKOI0 HCCJICAOBAHUS JICKAPCTBCHHOI'O IIpcriapara JIs1 MCAUIMUHCKOTO IMPUMCHCHUA COO6H_IaIOT
00 3TOM B YNOJHOMOYEHHBIN (eiepaabHbIil OpraH UCIIOJIHUTEILHON BIIACTH, BBIIABIIMKI pa3pelieHue Ha
MIPOBE/ICHUE TAKOTO MCCIIEJOBAHUS, 110 YCTAHOBIEHHOU UM (hopme.

(B pen. @enepanpHoro 3akoHa ot 11.10.2010 N 271-D3)

4.1. ®opma cooOUIEHUS O BHECEHWHM H3MEHEHUH B MPOTOKON KIMHUYECKOTO HCCIICTOBAHUS
JIEKAPCTBEHHOTO Mpernapara Jyisi MEJUIUHCKOTO0 MPUMEHEHHUS JIOJIKHA COAEPKATh CIEAYIOINE CBEJCHUS:
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1) HauMeHOBaHME, HICHTU(PUKAIIMOHHBIN HOMEP U JaTa MPOTOKOJIa KIMHHYECKOTO HCCIICIOBAHNS,
2) naTa BHECEHUsI K3MEHEHUM B MPOTOKOJI KIMHUYECKOTO UCCIIEOBAHUS;
3) HaMMEHOBAaHKE U MECTO HAXOXKJCHUS 3asBUTEIIS;

4) HauMEHOBaHHE OpraHU3alMM, MPUBICUYEHHON pPa3paOOTUYMKOM JIEKAPCTBEHHOTO Ipernapara K
OpraHu3alK IPOBEACHUS KIMHUYECKOTO UCCIEeI0BAHNUS (IPH HATUYHH);

5) HAaMMCHOBaHHUA M MCECTa HaXOXACHHA MCIHUIMHCKUX opraHmauHﬁ, B KOTOPBIX IMPOBOAUTCHA
KIMHNYECKOC NCCICIJOBAaHUC,

6) Aara BbIAa4YUW paspCllICHHA Ha MNOPOBCACHUC KIMHUYCCKOIO HCCICAOBAHUA W HOMCP 3TOIO
pa3pelicHus;

7) HU3MCHCHU A, BHOCUMBIC B ITPOTOKOJI KIIMHUYCCKOT'O UCCIICTOBAHUA.
(dactp 4.1 BBeaeHa denepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

5. B cpok, He NMpeBBIIAIONINI IBAAATH BOCBMHU pabO4MX JHEH CO JAHS MOJYyYEHHs YKa3aHHOTO B
qacTu 4 HACTOSAIIEH CTaTbU COOOIIEHHUs, YIMOJHOMOYECHHBIH (enepanbHblii OpraH HCHOJHUTEIBHON
BJIACTU pacCMaTPUBAET 3TO COOOIICHHWE B YCTAHOBJICHHOM MM TIOpSIKE M NPUHUMAET pEHIeHUEe O
BHECEHUM W3MEHEHHMM B MPOTOKOJ KIMHUYECKOIO HCCIEAOBAHMS JIEKAPCTBEHHOTO Ipernapara s
MEIULUHCKOTO MPUMEHEHHUs WM 00 OTKa3e BO BHECEHUH TaKUX W3MEHEHHH, MMOANUCAHHOE YCUJICHHON
KBAIM(UIIUPOBAHHON  3JEKTPOHHOW TOJMUCHIO, IOCPEJACTBOM HAMpaBiICHUS COOTBETCTBYIOIIETO
pelieHrss B JIMYHBIA KaOWHET 3asBUTENs B €IUHOW cucteme. llpu paccMOTpeHHH COOOIIEHUs o
HEOOXOUMOCTH BHECEHHsS] W3MEHEHHUH B MPOTOKOJ KIMHUYECKOrO MCCIEAO0BaHUS JIEKAPCTBEHHOTO
mpemapata s MEIWIUHCKOTO TPUMEHEHHs B IENSX OLEHKH OOOCHOBAaHHOCTH MpEJiaraeMbIX
W3MEHEHUN W ONpPEAENICHHs] CTENEHU PHUCKa I NMAlMEHTOB, NMPUHUMAKOIINX Y4aCTHE B KIMHHUYECKHX
UCCIICIOBAHMAIX, YIOJIHOMOUYEHHBIM (heJepalbHbIM OpPraHOM HCIOJTHUTENBHOW BIACTH MOTYT
MIPUBJIEKATHCS SKCIIEPTHI COBETA IO 3TUKE U (MJIN) SKCIEPTHI IKCIIEPTHOIO YUPEKICHUS.

(B pen. @enepanbHbix 3aKOHOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

6. Knmnuyeckoe wnccneqoBaHuE JIEKAPCTBEHHOIO Ipernapara sl MEIMIMHCKOIO MNPUMEHEHUS
MOXET OBITh HPUOCTAHOBJICHO WJIM IMPEKpalleHO, €CcIM B IPOLECCe €ro MpoBelIeHHUs OOHapyX eHa
OMAaCHOCTH JIJISl XKU3HH, 3J0POBbS MMALIMEHTOB. B cilydae BO3HUKHOBEHUS ONACHOCTH IS )KU3HH, 3J0POBbS
MalUeHTa, YYacTBYIOIIETO B KJIMHUYECKOM HCCIIEJOBAHWU JIEKAPCTBEHHOrO IMpemapara Jyist
MEAUIIMHCKOTO TMPUMEHEHMs], HCCieoBaTeNn o0s3aHbl MPOMHPOPMUPOBATE 00 3TOM PYKOBOAUTENS
MEAULIMHCKOM OpraHu3alMd M  OpraHu3alyio, IMOJYYMBLIYIO pa3pelieHuE YIOJIHOMOUYEHHOIO
denepanbHOrO0 OpraHa MCIHOJHUTENBHOM BIAaCTM HA OPraHU3aldi0 TPOBEIACHHUS KIMHUYECKOIO
HCCIIEIOBaHMs JIEKAPCTBEHHOI' O npenapara. Pemenre o mpuocTaHOBIEHUN KIMHUYECKOTO UCCIIEOBAHMS
JIEKApPCTBEHHOT0 Mpernapara JUisi MEAULMHCKOTO MPUMEHEHUSI TPUHUMAIOT PyKOBOAUTENb MEAUIIMHCKON
OopraHu3anyy 1 (WJIu) OpraHu3aIys, MOTYYUBIIas pa3peliecHne YIOITHOMOYEHHOTO (eiepabHOTO OpraHa
WCIIOJTHUTEIBHOM BJIACTHM HA OPraHU3aLMIO0 MPOBEACHUS KIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOTO
npenapara JUisi MEIUIMHCKOTO NPUMEHEHHUs, pEeIIeHWEe O MPEKpPaAlIeHUH TaKOro MCCIEI0OBAHUS
MIPUHUMAET YIIOJIHOMOYEHHBIN (eiepalibHbIil OpraH UCIOIHUTENBHOM BJIaCTH Ha OCHOBAaHUU COOOIICHHUS
B MHCHBMEHHOW (QopMe PYKOBOIUTENS METUIIMHCKOW OpraHu3allid WIH OpraHW3alus, IOJydYUBIIAs
paspelleHrue yrnoJIHOMOYEHHOro (efepalbHOro OpraHa HCHOJHUTENBHON BIIACTH HAa OpraHMU3alUIo
IIPOBEJEHUS KJIMHUYECKOTO UCCIIE0OBAHUS JIEKAPCTBEHHOIO IIpenapaTa Jisl MEAULIMHCKOTO IPUMEHEHUS.
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7. B cpok, He TPEBBIMIAIONINN TATH Pabo4YMX THEH CO JIHS 3aBEPIICHUS, MPUOCTAHOBICHUS WIIH
IIPEKPALLEHUs]  KJIMHUYECKOTO HCCIIEJOBaHMs JIEKapCTBEHHOIO Ipenapara JUisi  MEAUIMHCKOTO
MPUMEHEHHUsI, COOOIIeHne 00 3TOM HaNpaBIsETCS OpraHU3alMsIMH, YKa3aHHBIMU B 4acTu 3 cTaThbu 38
Hacrosero deaepanbHOro 3aKoHa, B YIIOJIHOMOYEHHBIN (eepaibHbIil OpraH MCHOJIHUTEIBHOM BIACTH
10 YCTaHOBJIEHHOW UM (opMe.

8. ®opma cooOIeHHUsS O 3aBEPUICHHWH, MPHOCTAHOBIECHUH WIM TNPEKPAICHUH KIMHUYECKOTO
HCCIIEA0BAHMA JIEKAPCTBEHHOIO IIpenapara st MEAULUHCKOrO IPUMEHEHHS T0/KHA COACPIKATh:

1) uadopmanuo 0 MEIUITMHCKOW OpPraHU3AIMHA WA MEIUIMHCKUX OPTaHU3aIUsX, MPOBOIUBIINX
JJaHHOE MCCJICIOBaHUE;

2) onucaHue TAaHHOTO UCCIEOBAHMUS;

3) manHbIe HccnenoBarelns (paMuIus, UM, OTYECTBO, MECTO padOTHI, 3aHUMaeMas JOJKHOCTH,
CIICHUAJIBHOCTh, CTaX pa6OTI>I no 1mporpamMmmaM KIMHHUYCCKUX I/ICCJ'IGI[OBaHI/Iﬁ JICKApPCTBCHHBIX
MperapaToB, IEpPeYeHb KIMHUYECKMX WCCIICOBAHMIA JICKAPCTBCHHBIX IPENapaToOB, B KOTOPBIX OH
IIPUHUMAJ yyacTHhe (IEPUObl yUacTHsl) B KAUE€CTBE UCCIIEOBATENS WA COUCCIIEN0BATENS);

(B pen. ®enepanpHoro 3akoHa ot 11.10.2010 N 271-D3)

4) pe3ynbTaT AAHHOTO MCCIENOBaHMS (3aBepllIeHue, TPUOCTAaHOBICHHE MU MIPEKpaIIeHUe JaHHOTO
WCCIIE0OBAHMS C YKa3aHUEM UX IMPUYUH M BIUSHUS Ha OIEHKY €r0 Pe3yJIbTaTOB, OOIIYIO OIIEHKY PUCKA U
OKMJIa€MOM TMOJBb3bl OT NPUMEHEHHUs HCCIEIyeMOro JIEKapCTBEHHOIO Iperapara, a Takke
npeArnoaracMbie JaabHEHIITNE TeHCTBUA).

8.1. Ilpu BbIsSIBICHUH (QeAepATbHBIM OPraHOM HCIOJHUTEIBHON BIACTH, OCYIIECTBISIONUM
GYHKIMU 1O KOHTPOJIIO W HaA30py B cdepe 3ApaBOOXpaHEHHUs, HApyIIEHUH NpaBUI HaJJexalien
KJIMHUYECKOW MPAKTHUKUA TPHU MPOBEIECHUM KIMHUYECKOIO0 MCCIENOBaHUsl JIEKAPCTBEHHOIO Ipernapara,
BIUSIOLIUX HA TOJHOTY U (WJIM) JOCTOBEPHOCTh JAHHOIO KIMHUYECKOTO HCCIIEOBAHMS, YyKa3aHHBII
denepanbHBIA OpraH UCIOJHUTEIHHON BIACTH MPHOCTAHABIMBACT MPOBEACHHUE JAHHOTO KIMHUYECKOTO
UCCIIEIOBaHMSI M BBIHOCUT MEIULMHCKONW OpraHu3alii, B KOTOPOW MPOBOAMTCS JTaHHOE KIMHUYECKOE
UCCIICIOBaHNE, TpEANUCcCaHne o0 yCTpAaHEHWW BBISBICHHBIX HapyiieHuil. [Ipu HeycTpaHeHUH
MEIMIIMHCKON OpraHu3alyeil BbISIBJIEHHBIX HApYIICHUH B YCTAaHOBJIEHHBIA B MPEANUCAHUU CPOK
YKa3aHHBIH (elepalbHbIl OpraH WUCHOJHUTEIHHON BIIACTH TMPUHUMAET pPEIICHHE O MPeKpalleHun
MPOBEJCHUS KIMHUYECKOIO HCCIIEJOBaHMS JIEKAPCTBEHHOrO IMpernapara M HampapiseT B (eaepalbHbIil
OpraH WCIIOJIHUTEIbHON BJIACTHU, OCYIICCTBISIOMUK (YHKIUM TIO BHIPAa0OTKE H peallh3aliu
roCy/IapCTBEHHOW MOJUTUKA W HOPMATHBHO-IIPABOBOMY PETYJIHMPOBAHHUIO B cdepe 3/paBOOXpaHEHUS,
3aKJIIOYEHUE O BBISIBIICHUU TMPHU MPOBEICHUN JAHHOTO KIMHUYECKOTO MCCIIEIOBAHUS HAPYIICHUN MpaBUil
HaJuIexalleld KIMHUYECKON MPAaKTUKHU JUIsl IPUHATHS petieHusl 00 OTMEHE pa3pellieHusl Ha OpraHu3aluio
MPOBEACHUS JIAaHHOTO KJIMHUYECKOTIO MCCIENOBAHUS C JAThl MPUHATUS PEIICHHUS O MPUOCTAHOBICHUH
MPOBEICHUS KJIMHUYECKOT0 UCCIIEIOBAHUS JIEKAPCTBEHHOIO MIperapara.

(uactsb 8.1 B pen. @enepanbHoro 3akoHa ot 13.07.2015 N 241-D3)

8.2. Ilpm nmpoBeneHMHM KIMHUYECKOTO HCCIEIOBAHMUS JIEKQPCTBEHHOrO IIpemapara s
MCIUIIUHCKOI'O IMPUMCHCHUA B CIIy4aC YTOYHCHUSA (I/I3M€H€HI/I$I) AAaHHBIX, COACPKAIIUXCA B Pa3pCHICHUN
Ha MPOBEJECHHE JaHHOTO KIMHUYECKOrO HCCIENOBaHMs, HAa OCHOBAHMM HAINPABICHHOIO B JIMYHBII
KaOMHET YMOJIHOMOYEHHOro (helepaJbHOr0 OpraHa WCIOJHHUTENIbHON BIACTH B €OUHOM CHCTEME
oOpallieHusi 3asiBUTENS, MOAMHUCAHHOTO YCUJIECHHOW KBATH(QHUIMPOBAHHOW 3JIEKTPOHHOW MOAMMCHIO, C
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IPUIIOKEHUEM MOTHUBUPOBAHHOIO OOOCHOBAHUS M JOKYMEHTOB, IOATBEPKAAIOLUIMX HEOO0XOAUMOCTh
YTOUHEHUS JaHHBIX, YIOJIHOMOYEHHBIH (efepalbHblii OpraH HCIOJHUTENBFHOW BJIAcTH B CPOK, HE
MPEBBIMIAIOIINNA ABAAaTH BOCBMHU pabouMX IHEHW CO JHS MOCTYIUIEHHS TaKoro oOpalleHHsi, BHOCHUT
U3MEHEHHU B pa3pelIeHNE Ha POBEACHNUE KIIMHUYECKOTO UCCIEA0BAHMS JIEKAPCTBEHHOTO Mpernapara Jyuist
MEIMIMHCKOTO TIPUMEHEHMSI M PEeCTp BbIAAHHBIX pa3pEIICHUN Ha INPOBEACHHE KIMHUYECKUX
WCCIIC/IOBAaHUM JIEKapCTBEHHBIX IpenapaToB, a TaKXKe HAlpaBlsieT B JHYHBIA KaOWMHET 3asBUTENS B
€IMHOM CHUCTEME BBIIMCKY M3 pEecTpa BBINAHHBIX pa3pEIICHHH Ha MPOBEACHHE KIMHUYECKUX
WCCIICIOBAaHUM  JIGKAPCTBEHHBIX  MPENapaToB, TIOANUCAHHYIO YCHJICHHON  KBaJU(PHUIHMPOBAHHON
JIEKTPOHHOM MOAMNHUCHIO, TUO0 MPUHUMAET pelleHrne 00 OTKa3e BO BHECEHHM U3MEHEHUH B pa3pelieHue
Ha [IPOBEJEHUE KIMHUYECKOIO MCCIEAOBAHUS JIEKAPCTBEHHOrO Mpenapara Uil MEAUIIMHCKOrOo
IIPUMEHEHMSI U HaNpaBJIAeT B IMYHbIA KaOMHET 3asBUTENS B €IMHON CHCTEME 3TO PeLICHHE, OANUCAaHHOe
YCUJICHHOH KBaJIM(UIIUPOBAHHOM 3JIEKTPOHHON MOMKCHIO, C YKa3aHUEM IIPUYUH OTKa3a.

(dactp 8.2 BBeaeHa denepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

9. VYnonHOMOYeHHBIH (QenepanbHbIi OpraH MCIOJHUTENBHOW BIACTU OMYyOJMKOBBIBACT H
pasMmemaer Ha cBoeM odunuaibHOM caite B ceth "HHTepHeT" cooOmieHne o 3aBeplIeHUH,
IIPUOCTAHOBJIEHUU WJIH NPEKPALIEHUN KIMHUYECKOTO MCCIEA0BaHUs JIEKapCTBEHHOI'O IIpernapara Jyis
MEIULUHCKOTO NMPUMEHEHHs B CPOK, HE NPEBBIIAIOIINN NATH pabounx THEH co IHS ero moixydeHus, B
YCTaHOBJIEHHOM UM TOpPSAKE.

10. YmomHOMOYeHHBINH (enepanbHbIii OpPraH HCIOJHUTEIBLHON BJIACTH OCYIIECTBIISICT BEACHHUE
peecTpa uccienoBaTesel, IPOBOASAIIMX WU IPOBOAMBIINX KIMHUYECKHE UCCIIEIOBAHUS JIEKAPCTBEHHBIX
MpernapaToB Ui MEAMIIMHCKOTO MPUMEHEHHS, B COOTBETCTBUU C YTBEPXKICHHBIMU MM IpaBUJIaMU M
pa3MeliaeT ero Ha cBoeM ogHIMaIbHOM caiite B cetu "MHTepHET" B YCTaHOBIEHHOM UM IOpSJKE.
VYka3zaHHBIN peecTp COACPKUT HH(POPMAITUIO, TPETYCMOTPEHHYIO ITYHKTOM 3 4acTH 8 HACTOSIICH CTaThy.

11. Oryer o pe3ynapTaTax KIMHUYECKOIO MCCIENOBAaHUS JIEKAPCTBEHHOrO IIpernapaTta JJis
MEIHUIIMHCKOTO MPUMEHEHHUS COCTABISICTCS OpraHUu3aluel, yKa3aHHON B 4acTh 3 cTaThM 38 HACTOAILIETO
denepanbHOrO 3aKOHA, U MPEACTABISIETCS B YHOJIHOMOYEHHBIM (hefepalibHblii OpraH MCIOJHUTEIbHOM
BJIACTH, BBIJABUIMM DPA3pelICHUE Ha IPOBEICHUE JTOT0 HCCIENOBAaHMs, B CPOK, HE IPEBBILAIOIUI
JBEHAALIATH MECSLEB CO JHSA €ro 3aBEpLICHMs], NPUOCTAHOBJICHUS WIM IpPEKpallleHUs, B MOPSIKE,
YCTaHOBJIEHHOM YIIOJJHOMOUYEHHBIM (pe/iepanbHbIM OpraHOM MCIIOJHUTEIbHON BIACTH.

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

12. Hapymienue mnpaBwil Haajaexkalled KIMHUYECKON MPaKTUKH, (GaabCudUKaIs pe3yIbTaTOB
KJIIMHUYECKOTO HCCIIEIOBAHUSI JICKAPCTBEHHOTO Mpernapara JJjisi MEIULIHUHCKOTO MPUMEHEHUs BIIEKYT 3a
co00l OTBETCTBEHHOCTh B COOTBETCTBUH C 3aKOHOJATENHCTBOM Poccuiickoit denepanun.

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

13. IIpu mpoBeeHNH KIMHUYECKOTO UCCAEAOBAHMS JICKAPCTBEHHOTO Mpenapara Jijisi MeIUIIMHCKOTO
NPUMEHEHHS JOIMYCKaeTcsl 3a00p y MAIMEHTOB OMOJIOTMYECKUX MaTepuasioB (00pa3libl OMOIOTHYECKUX
KUJKOCTEH, TKaHEW, CEKPEeTOB W TPOIYKTOB >KU3HEIEATCILHOCTH YEJOBEKa, (DU3MOIOTHYECKUX U
MATOJIOTUYECKUX BBIJICIICHUI, Ma3KOB, COCKOOOB, CMBIBOB, MUKPOOPTaHU3MOB, OWOTICHITHBIN MaTepuan)
Ut uX u3yudenus B Poccuiickoit @enepanuu u (wnn) 3a npenenamu Poccuiickont @enepamnm.

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

14. Tlopsanok BBO3a B Poccuiickyro @enepanuio U BbIBo3a 3a mpeaenbl Poccuiickont denepannu
6HOJIOI‘I/I‘ICCKI/IX MaTepI/IaJIOB, HOHy‘-IeHHBIX HpI/I HpOBGI[eHI/II/I KIIMHNYCCKOI'O HUCCJICOOBAHUS
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JIEKapCTBEHHOI'0 IIpernapara g MEAMIIMHCKOrOo MpPHMEHEHHUs, YycraHaBiuBaercs [IpaBuTenbcTBom
Poccuiickoit @enepanuu.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

CraTtbsa 41. [loroBop 0 NpoBeAeHUUN KITMHMYECKOro uccrieqoBaHUA NeKapCTBEHHOro
npenapara AnA MegULUHCKOro NpuMeHeHus

1. KimHnueckoe wuccieqoBaHHE JIEKapCTBEHHOI'O Ipenapara Uil MEIULHUHCKOIO IMPUMEHEHMS
MIPOBOJIUTCS B COOTBETCTBHUH € JIOTOBOPOM O MPOBEACHUHN KIMHUYECKOTO MCCIIEI0BAHUS JIEKAPCTBEHHOTO
npernapata JJii MEIWLMHCKOIO IPUMEHEHMS, 3aKJIIOYaeMbIM MEXIy OpraHM3alUell, IOIy4YuBLIEH
paspelleHrue yMnoJIHOMOYEHHOro (efepalbHOro OpraHa HCHOJHUTENBHON BIIACTH HAa OpraHMU3alUIo
IIPOBEJEHUS TAKOI'O0 MCCIEAOBAHUSA, M MEAUIMHCKOW OpraHM3allel, OCYILECTBIISAIOLIEN IpOBEAECHUE
TaKOro MCCIIEIOBAHHUS.

2. JloroBop O mpoBeAEeHUWH KIMHUYECKOTO WCCIENOBAaHUS JIEKAPCTBEHHOTO IIpernapara Jjis
MEIUIIMHCKOTO IPUMEHEHUS JOJKEH COJIePKaTh:

1) ycioBust 1 CpOKU MPOBEACHUS JAHHOTO HCCIIEIOBAHNUS;

2) ompeneneHue oOIIeH CTOMMOCTH MPOrpaMMbl JAHHOTO MCCIEIOBAaHUS C YKa3aHUEM CYMMBI,
MpeAHa3Havaromencs s BbIIUIAT UCCIEA0BATENIM, COMCCIIEI0BATEIISAM;

3) ompenenenue (Gopmbl MpeACTaBICHUS Pe3YyIbTaTOB JAHHOIO HCCIEAOBAHUS B YIIOJTHOMOYEHHBIH
denepanbHBIA OPraH UCIIOTHUTEIBHON BIACTH.

CraTtbn 42. ®dunHaHcoBoOe obecneyeHue KNMUHUYECKoro nccneanoBaHus
JNIeKapCTBEHHOro npenapara ans MeguUUHCKOro npuMeHeHus

dunaHCcOBOe oOecHeyeHUe KIMHHYECKOTO HCCICOOBAHUA JICKAPCTBCHHOI'O IIpCriapara I
MCIUIUHCKOI'O NPpUMCHCHUA OCYUICCTBIISICTCS 3a CUCT:

1) cpenctB deaeparbHOTO OIOKETA;

2) cpeAcTB OpraHM3alyii, NOJYYMBUIMX pa3pelleHHEe Ha OpraHU3alMI0 IIPOBEIEHHUS JAaHHOIO
HCCIEN0BAaHM, B COOTBETCTBUU C YCIOBUSAMHU JOTOBOPA O €T0 IIPOBEICHNH;

3) MHBIX HE 3alpeIEeHHbIX 3aKOoHOAaTeIbcTBOM Poccuiickoit denepanuy HCTOUHUKOB.

Cratba 43. lpaBa nauueHTOB, Y4YacTBYHOLWMX B KIMUHMYECKOM WUCCnefoBaHUN
neKapcTBeHHOro npenapara Anst MegULMHCKOro NpuMeHeHus

1. VYgactue ManucHTOB B KIMHHUYCCKOM HMCCICAOBAHUHU JICKAPCTBCHHOI'O IIp€Iiapara i
MCIUITUHCKOI'O IPUMCHCHUS ABJISACTCA I[OGpOBOJII:HBIM.

KoncynprantlIntoc: npumevanue.
C 01.01.2026 B a63. 1 4. 2 cT. 43 BHOCsTCA u3meHeHus (D3 ot 30.01.2024 N 1-D3).
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2. TlamueHT WM €ro 3aKOHHBIA TMPEJICTABUTEIh JTOJDKEH OBITh MH(POPMUPOBAH B MHUCHMEHHOMN
dopme:

1) o nexapcTBEHHOM IpemnapaTe M MEIUIUHCKOTO MPUMEHEHHUS M CYLUIHOCTH KIMHUYECKOTO
HCCIIE0BAHUS 3TOTO JIEKAPCTBEHHOTO MPETapara;

2) o0 6e30MacHOCTH JIEKAPCTBEHHOTO Tperapara Jisl MEJUIIMHCKOTO TPUMEHEHUS, €r0 0KUIaeMOM
3¢ (HEeKTHBHOCTH M CTETIEHU PUCKA TSI MTAIMEHTA;

3) 00 yci0oBHSIX ydacTus MAllMEHTa B KJIMHHUYECKOM HCCIIEIOBaHUH JIEKapCTBEHHOTO IMperapaTa AJis
MEIULUHCKOTO MPUMEHEHUS;

4) 0 OCIM WM OCIIX W HOPOAOJDKUTCIBHOCTH KIMHHUYECKOI'O HCCICAOBAHHA JICKAPCTBCHHOI'O
npemnapara ajist MCIUIUHCKOTO IIPUMCHCHUS

5) o [nelcCTBUSAX MalMEHTa B Cllydyae HENPEABUACHHBIX J(QQEKTOB BIUSHUS JEKAaPCTBEHHOIO
npenapara Jijisi MeJUIMHCKOTO MPUMEHEHHS Ha COCTOSIHUE €r0 370POBbBS;

6) 00 yCIOBHSIX 0053aTEILHOTO CTPaXOBAHMS KU3HU, 3/I0POBbS MMAIMCHTA;

7) 0 TapaHTUugax KOHq)HI[CHHHaHBHOCTI/I ydactusa MalMCHTa B KIMHUYCCKOM HCCJICAOBAHUU
JICKApCTBCHHOT'O IMperapara JJIid MEAUINHCKOTI'O IIPUMCHCHHS.

Koncynprantllntoc: npumedanue.
C 01.01.2026 4. 3 cT. 43 uznaraercs B HoBoi pegakuuu (D3 ot 30.01.2024 N 1-D3).

3. I[OGpOBOJIBHOG corjraCu¢ nmaueHTa Ha y4aCTUC B KIIMHUYCCKOM HUCCIICAOBAHHUU JICKAPCTBCHHOT'O
nmpemapara A MCIUIHMHCKOrO MNPHMEHCHUS IIOATBEPKAACTCA €r0 IMOAINMCBIO HIIM IOANHCBIO €ro
3aKOHHOT'O IpCACTABUTCIIA HA HH(bOpMaL[HOHHOM JIUCTKE MMallCHTA.

4, HaHI/IeHT WIH €ro 3aKOHHBIN nNpeaACTaBUTCIIb HMMECT IIpaBO OTKa3aTbCd OT Y4YacTUsd B
KIIMHUYCCKOM HCCIICAOBAHUHN JICKAPCTBCHHOT'O IIpCriapara s MCAUIHUHCKOI'O NMPHUMCHCHUSA Ha I000H
CTaguu IMMPOBEACHUA TaKOI0 NCCICAOBAHMA.

Koncynprantlntoc: npumedanue.
C 01.01.2026 B u. 5 ct. 43 BHOCsATCs M3MeHeHUs (D3 ot 30.01.2024 N 1-D3).

5. TlpoBeneHue KIMHUYECKOTO HCCIEIOBAHMS JIGKAPCTBEHHOTO IMpernapara JUisi MEAULUHCKOTO
NPUMEHEHHSI C Y9aCTHEM B Ka4eCTBE MAIMEHTOB JICTEH JIOMyCKAeTCS TOJBKO C COTJIacHsl B MHCHMEHHOMN
dopme ux poautenei, ycblHOBUTENeH. JleTh MOTyT paccMaTpuBaThCsl B KauyeCTBE IMOTEHLMAIBHBIX
MAIMEHTOB TAKOTO MCCIICOBAHUS, TOJIBKO €CJIU €Tro MPOBEICHHE HEOOXOIMMO IS YKPEIUICHHS 3/I0POBbS
nered WM npoUIaKTUKU WHPEKIIMOHHBIX 3a00JeBaHUN B JIETCKOM BO3pacTe JHOO0 €ClIU IeNbI0 TAKOTO
MCCIIEIOBAaHMS SBIISIETCS TIOJyYCHHE AAHHBIX O HAWITyYIIeH T03MPOBKE JIEKApPCTBECHHOTO Ipenapara s
JeueHHst AeTeil. B 3THX ciydasx TakoMy HCCIEIOBAHUIO JIOJKHO MPEIIIECTBOBATh KIMHHYECKOE
UCCIIeJOBaHUE JICKAPCTBEHHOTO Mperapara A MEIUIMHCKOTO NPUMEHEHHS Ha COBEPUICHHOJIETHHX
rpaxaaHax, 3a HWCKIIOYEHHEM CIIyyaeB, €CIIM HCCIEAyeMbId JIeKapCTBEHHBI mpemapar s
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MEIUIIUTHCKOTO PUMEHEHUS npeaHa3HauYeH UCKJTFOUNTEITLHO TUTst WCTIOJIb30BaHUS
HCCOBCPIICHHOJICTHUMHU I'paKaIaHaAMU.
(B pen. @enepanbHoro 3akoHa ot 22.10.2014 N 313-D3)

6. 3anpeu1aeTC$1 MMPOBCACHUC KIIMHHUYCCKOI0 HCCICAOBAHUA JICKAPCTBCHHOI'O Ipfrapara IJIsd
MCIUIHUHCKOI'O IPpUMCHCHUSA C YHAaCTUEM B KQY€CTBE IMalUCHTOB!

1) nereif-cupot u aerei, ocTaBIIMXCs 0€3 MOMEYECHUsT POAUTEIICH;

2) JKEHIIMH B TMepuoa OEepeMEHHOCTH, JKEHIIMH B MEpPHOJ TPYJHOrO0 BCKAPMIIMBAHHS, 3a
HCKJIIOYEHUEM CITy4aeB, €CJIM MPOBOJUTCA KIMHUYECKOE MCCIIEJOBAaHUE JIEKAPCTBEHHOrO Ipenapara,
MpeHa3HAYEHHOTO ISl YKa3aHHBIX JKEHIIMH, MPH YCIOBUU HEOOXOIMMOCTH TOJy4YeHUs MHPOpMaIUn
TOJNBKO BO BpeMsl MPOBEACHUS COOTBETCTBYIOIIMX KIMHUYECKUX HCCICJIOBAHMI W TPUHATHS BCEX
HEOOXOJUMBIX MEp M0 HCKIIOUEHHUIO pUCKa HAHECEHMs Bpela >KEHIIMHE B Mepuoja OepeMEeHHOCTH,
KCHIIUHE B IEPUO TPYAHOTO BCKAPMITMBAHWS, IIJIOy UITU PEOCHKY;

3) BOEHHOCHY’)KalMX, 3a HUCKIIOYEHHEM CIIy4aeB IMPOBEACHMSI KIMHUYECKOIO MCCIEI0BaHUs
JICKApCTBCHHOT'O IMpfcriapara, CICHUAJIbHO pa3pa60TaHHoro AJid TpUMCHCHUS B YCIOBUAX BOCHHBIX
NEHUCTBUM, 4YPE3BBIYAMHBIX CHUTyallud, TPOPHIAKTHKA U JIedeHUs 3a00JeBaHUN W TOPaKCHHH,
IMOJIYUCHHBIX B PE3YIbTATC BO3,Z[€I>'ICTBI/I$I He6HaFOHpI/I$ITHBIX XUMHNYCCKHUX, 6I/IOJ'IOFI/I‘-I€CKI/IX,
paauanuoHHbIX (akTopoB. KimHuMYeckoe uccienoBaHHE TaKOro JEKapCTBEHHOTO IMpernapara MOKET
MPOBOAUTHCA C YIACTUCM B KQYCCTBC IMMALIMCHTOB BOCHHOCTYKAIUX, 3a UCKIIIOUCHUCM BOCHHOCTYKAIUX,
MPOXOISAIINX BOCHHYIO CIY>KO0Y MO MPU3BIBY, C COOIOIeHUEM TpeOOBaHM, YCTaHOBIEHHBIX HACTOSIINM
®enepanbHbIM 3aKOHOM B OTHOLLIEHUM TPAKIAHCKHX JIULI;

4) cOTpyIHUKOB NMPABOOXPAHUTENIBHBIX OPraHoOB;

5) nui, oTOBIBAIOIIMX HaKa3aHWE B MECTaxX JIMIICHHUS CBOOOJIBI, a TAKXKE JIMII, HAXOJSIIUXCS IO
CTpaXkeH B CIICICTBEHHBIX U30JATOpaX.

Koncynprantlntoc: npumevanue.
C 01.01.2026 B u. 7 ct. 43 BHOCsATCs M3MeHeHus (D3 ot 30.01.2024 N 1-D3).

7. Jlomyckaercs NpOBEIEHHE KIMHUYECKOIO MCCIIEOBAaHUS JIEKApCTBEHHOTO IMpernapara it
MEIUIIMHCKOTO TPUMEHEHUS, IPETHA3HAYCHHOTO VIS JICYCHHS TICUXUYSCKUX 3a00JIeBaHUM, C yJaCTHEM B
Ka4yeCTBC IMAIIMCHTOB JIUIl C IICUXUYCCKNMHAU BaGOﬂeBaHHHMI/I, HpI/ISHaHHBIX HGI[CCCHOCOGHBIMI/I B HOpH,Z[Ke,
YCTAaHOBJICHHOM  3aKOHOJatenbcTBOM  Poccuiickoit ~ @enepanun. KinuHMueckoe  HcclieloBaHUE
JICKapCTBEHHOTO TIpernapara B 3TOM Cilydae IPOBOJUTCS NMPH HAJIMYMU COTJIACUS B MUCHBMEHHOH (opme
3aKOHHBIX MIPEACTABUTENCH YKa3aHHBIX JIUII.

Cratba 44. OO6szaTenbHoe CTpaxoBaHME XKWU3HW, 300POBbA  NAUMUEHTa,
yyacTBywLWEero B KIMHUYECKOM uUCCneaoBaHUMM JieKapCTBEHHOro npenapara Aans
MeAULUMHCKOro NpMMeHeHusA

(B pen. ®enepanpHoro 3akoHa ot 29.11.2010 N 313-D3)

1. Opranuzanus, §OMy4YWBLIAs pa3pelieHHe Ha OpraHu3alHio TPOBEACHUS KIMHUYECKOTO
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UCCIIEIOBaHMsI JIEKAPCTBEHHOI0 IpenapaTa A MEAMIMHCKOrO IPUMEHEHHUs, 00s3aHa B KadyecTBe
CTpaxoBaTeysl CTpaxoBaThb PUCK NPUYMHEHMS BpeAa >KHU3HHU, 3/J0pPOBBIO MALMEHTa B peE3yJbTaTe
IIPOBE/ICHUS KJIIMHUYECKOT0 MCCIIE0BaHM JEKapCTBEHHOI O Mpenapara JUlsi MEIULUMHCKOTO IPUMEHEHUs
3a CBOM CUET IyTeM 3aKJIIOYCHHS JOrOBOpa 00s3aTEIbHOIO CTPaXOBAHMUA.

2. OOBexkToM 0053aTETBbHOTO CTPAaXOBaHUSA SIBJISETCS MMYIIECTBEHHBI HWHTEpeC IMalleHTa,
CBSI3aHHBII C MPUYMHEHHEM BpeAa €ro *U3HU WIH 3JOPOBbIO B PE3yJbTaTe MPOBEICHUS KIMHUYECKOTO
MCCIIEIOBaHMS JIEKAPCTBEHHOTO Mpenapara s MEeIULUHCKOTO TPUMEHEHHS.

3. CTpaxoBBIM CIIy4aeM IO JIOTOBOPY 00S3aTEILHOTO CTPAaXOBAHUS SBJISIETCS CMEPTh MallMeHTa WK
YXyZIIEHUE €ro 3/10pOBbs, B TOM YHCIIE BIEKYyIIee 3a CO00M yCTaHOBIIEHHUE WHBAJIUAHOCTH, PU HATUYUU
MPUYUHHO-CIICICTBEHHON CBSI3M MEXAY HACTYIJICHHEM J3TOTO COOBITUS M y4YacTHEM TMaIeHTa B
KJIIMHUYECKOM HCCIIEIOBAaHUH JIEKAPCTBEHHOTO MperapaTa.

4. TpeOoBaHus O BO3MCIICHUH Bpela, NPUUYMHEHHOTO JKM3HM WJIHM 370POBBIO IAIllMEHTA,
IPEIBABIAIOTCA B TEUEHHWE  CPOKOB  MCKOBOWM  JTAaBHOCTH,  YCTaHOBJIEHHBIX  I'PaXAAHCKUM
3aKOHOJIaTEIbCTBOM.

5. Pa3zmep cTpaxoBoif BEIILIATHI O JOTOBOPY 00S13aTEIHLHOTO CTPAXOBAHUS COCTABJISET:

1) B cmyyae cMepTH MalMEHTa JIBa MUJUIMOHA pyOJsiell Ha KaXKJO0ro MalleHTa, Y4acTBOBABILEIO B
KIIMHUYECKOM HMCCIIEOBAaHUH JIEKAPCTBEHHOIO IIpenapara;

2) npu yXyALIEHUH 30pOBbs MallMEHTA!

a) TIOBJIEKILIEM 3a co00#l yCTaHOBJEHHE WHBAIMIHOCTU | rpyMIbl, OMUH MUJUIMOH MATHCOT THICAY
pyOieil Ha KaXIOTO MAalMeHTa, yYacTBOBABIIETO B KIMHUYECKOM WCCIICOBAHUH JIEKAPCTBEHHOTO
npernapara;

0) moBiekmeM 3a co0oil ycTaHOBIeHHE WHBAIMAHOCTH Il Tpymmel, OJMH MWIUIMOH pyOned Ha
Ka)KJOr0 MalMeHTa, y4aCTBOBABLIETO B KIIMHUYECKOM MCCIIEA0OBAHNH JIEKapCTBEHHOTO MPENapara;

B) MOBJEKIIEM 3a co0oil ycraHoBieHue mHBanuaHocTH III rpynmel, msaTbcoT ThICSY pyOsei Ha
Ka)KJOr0 MalMeHTa, y4aCTBOBABLIETO B KIIMHUYECKOM MCCIIE0OBAHNH JIEKaPCTBEHHOTO MPENapara;

I') He TOBJIEKIIEM 3a cO00M yCTaHOBJICHUS MHBAJIUAHOCTH, HE OoJiee YeM TPUCTa ThICSY pyOiel Ha
KaXJIOTO TMaIeHTa, YYacTBOBABIIETO B KIMHUYECKOM HMCCIICOBAHUU JIEKAPCTBEHHOIO TIpernapara,
UCXOJS W3 HOPMATHUBOB, OTPAXAIOMIMX XapaKTep M CTENEHb MOBPESKICHUS 3J0POBbS, a TaKkKe
(daKTUYECKH TIOHECEHHBIX MAI[MEHTOM pacXoJlOB, BBI3BAHHBIX TIOBPSKIACHHUEM 370POBbS, Ha
MEIULUHCKYIO TOMOIIIb, TPUOOPETEHHE JIEKAPCTBEHHBIX MPENapaToB.

(mm. "r" B pen. ®enepanpHOro 3akona ot 22.12.2014 N 429-D3)

6. Yrpatun cuny ¢ 1 utons 2015 roaa. - @enepanbHblii 3akoH oT 22.12.2014 N 429-03.

7. Cpok 1oroBopa 0053aTENbHOIO CTPaXOBaHUS HE MOXKET ObITh MEHEee, YeM CPOK MPOBEACHHUS
KJIIMHUYECKOTO MCCIIEIOBAaHUS JIEKAPCTBEHHOIO Mpernapara.

8. VYcioBus noroBopa 00s3aTeIbHOTO CTPAaxOBaHMs, B TOM 4YHCIE CTpPaxoBble Tapudbl IO
00s13aTeTbHOMY CTPaxXOBaHUIO, MEPEUYCHb HEOOXOAMMBIX JOKYMEHTOB JUISI OCYIIECTBICHHUS CTPaXOBOM
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BBIIUIAThl, MOPSAOK YCTAHOBJICHHS CTpaxoBaTelIeM HHAUBHIYAIbHOTO HWICHTH(PUKAMOHHOTO KoJa
ManueHTa, TopsAI0K HH(HOPMHUPOBAHUS CTPaxOBaTeNIeM CTPAXOBIIUMKA O TMPUBICYCHHBIX K KIMHUIECKOMY
WCCIIEIOBAaHUIO JIEKAPCTBEHHOI'O TMpernapara s MEIUIMHCKOTO IMPUMEHEHMsI NallMeHTax, MOPSI0K
VIUTaThI CTPAaXOBOM MPEMHH, MOPSIOK PeaTu3alliy ONPEIEICHHBIX HacTosmuM DeepanbHbIM 3aKOHOM U
apyrumMu - penepaabHBIMM 3aKOHAMH TIpaB U OO0S3aHHOCTEH CTOPOH IO JIOTOBOPY OOs3aTEIBHOTO
CTpaxOBaHUS, a TAaKXX€ HOPMATHBBI, OTPAXKAIOUIUE XapaKTep U CTEIECHb MOBPESKICHUS 370POBbS,
YCTaHABJIMBAIOTCS THIIOBBIMU TPABUIIAMHU 00sI3aTEITLHOTO CTPaXOBAHHUS.

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

9. B cayyae npuunMHEHUs Bpena )KU3HM NAMEHTa, y9aCTBOBABLIETO B KIMHUYECKOM HCCIIEIOBaHUU
JICKApCTBEHHOTO IMIperapara, BBIFOJONPHOOpPETATENIMUA 110 JOTOBOPY OOS3aTENbHOTO CTPaxOBaHUS
ABJIAIOTCA TpaXkJaHe, HMMEIoIUE IIpaBO Ha BO3MELICHUE Bpela B Clydae CMEPTH KOPMHWIIbLIA B
COOTBETCTBUU C TPAXKIAHCKUM 3aKOHOJATEIbCTBOM, IIPU OTCYTCTBMM TAKUX TIPAXKIAH - POILUTEINH,
CyNnpyr, AETH YMEPLIETrO IMalMeHTa, YYaCTBOBABILEIO B KIMHUYECKOM HCCICIOBAHUM JIEKAPCTBEHHOI'O
mpenapara, B Cllydae CMEpPTH IIallMEHTAa, YYacTBOBABILIETO B  KIMHUYECKOM  HCCIIEIOBAHUU
JIEKApCTBEHHOI'0 IIperapara ¥ He MMEBLIEr0 CaMOCTOSATEIBHOIO 0X0Ja, - paKIaHe, Ha M KIUBECHUU
KOTOPBIX OH HaxOoAWJICA, B OTHOLICHMM BO3MEILIEHHUS pacxXxoJO0B Ha TNoOrpedeHHE TalueHTa,
Y4acTBOBABILIEr0 B KIMHUYECKOM HCCIEAOBAaHUU JIEKAPCTBEHHOI'O IIpenapara, - JIMIO, MOHECIIee TaKue
pacxozpl.

10. CrpaxoBass BblIIUIaATA B CYET BO3MEILEHHUS BpEAd, NPUYMHEHHOIO >KM3HM IMAIMEHTa,
Y4acTBOBABLIETO B KJIMHMYECKOM HCCIIEOBAHMM JIEKAPCTBEHHOI'O IMpenapara, paclpeaeisieTcss MEexIy
BBIFOJIONPHOOpETATEISIMA TPOIOPLIMOHATIBHO UX KOJIMYECTBY B PABHBIX J10JISAX.

11. Ilpm HacTymjaeHuUHM CTPAaxOBOrO Ciyyash TMAllMEHT, Y4YacCTBOBABIIMI B KIMHUYECKOM
UCCIIEIOBAaHUM  JIEKAPCTBEHHOIO  Nperapara,  BbIFOJONpUOOpeTaTeNlb  BIOpaBe  MPEAbSIBUTH
HEMOCPEACTBEHHO CTPaXOBIIMKY TpeOOBaHHE O BO3MEIICHUH MPpUYUHEHHOTO Bpena. CTpaxoBas BhIILIIATa
OCYIIECTBIISICTCSl CTPaXOBIIMKOM B TEUEHUE TPHUALATH OHEH CO JHS MPEACTaBICHUS HEOOXOAMMBIX
TOKyMEeHTOB. [lanueHT, yuacTBOBaBIINI B KIMHUYECKOM UCCIIEIOBAHUH JIEKAPCTBEHHOIO MperapaTa, Win
BBITOIONIPHOOpETaTeNbh 005f3aH COOOLIUTH CTPAXOBIUMKY JJISi OCYLIECTBIIEHUS CTPaXxOBOH BBIILIATHI
WHIUBUAYATbHBIN MICHTU(UKAIIMOHHBINA KO/ MAllMEeHTa, YCTAHOBICHHBIN CTPaXOBAaTEIEM B COOTBETCTBUH
C TUTIOBBIMH TIPABHJIAMH 0053aTEIILHOTO CTPAXOBAHMUS.

12. Jlo momHOro ompeneneHus pa3Mepa MOMJIEKAIIETO0 BO3MEUIEHUIO BpeAa CTPaxOBIIMK IO
3asIBJICHUIO TIAIIMEHTa, YYaCTBOBABIIETO B KIIMHUYECKOM HCCIIEOBAHUHU JIEKAPCTBEHHOTO Mpernapara, Uil
3asIBJICHUIO BBITOJIOTPHOOpETaTess BIIPaBe OCYIIECTBUTH YACTh CTPAaXOBOM BHITUIATHI, COOTBETCTBYIOUIYIO
(bakTUYECKH OTNpeeIeHHONW YacTh MPUUYUHEHHOTO Bpea.

13. CrpaxoBas BbIILIATA B COOTBETCTBUM C JOTOBOPOM 00S3aTEIBHOTO CTPaxOBaHHUS
OCYILECTBIISICTCS HE3aBUCUMO OT BBIILIAT, IPUYUTAIOIIUXCS O JPYTUM BHJIaM CTPAXOBAHUS.

14. He pomyckaercs ydyacTHe TMalMeHTa B MPOBEACHUU KIMHUYECKOTO HCCIEAOBAHUS
JIEKapCTBEHHOI'O MperapaTa pu OTCYyTCTBUH JJOTOBOPA 0053aTEIbHOIO CTPAXOBAHHUS.

15. KoHTponp 3a HCHOINHEHMEM OpraHM3alMel, MOJy4YMBIIEH pa3pelleHne Ha OpraHu3aluio
IIPOBEJICHUS KIIMHUYECKOTO MCCIEA0BAaHN JIEKAPCTBEHHOTIO Ipenapara Jjsi MEAULIMHCKOTO IIPUMEHEHUS,
YCTaHOBJICHHON HACTOSIIEH CTaTbell OO0S3aHHOCTH MO 00SA3aTENbHOMY CTPaxXOBAHUIO KHU3HH, 3JJ0POBbS
NAIMEeHTa, YYacTBYIOIIEro (y4acTBOBABIIEr0) B KJIMHUYECKOM HCCIEIOBAaHMU JIEKAPCTBEHHOI'O
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npernapaTta, OCYLIECTBIISIETCSI YIMOJIHOMOYEHHBIM (peiepabHbIM OpPraHoM HCIOJIHUTENbHOM BIAcTH,
BBIJIABIIUM pa3pelIeHUE Ha MPOBEACHHE KIMHUYECKUX HMCCIIEOBAaHUN JIEKAPCTBEHHBIX IMPENapaToB I
MEAUIIMHCKOTO MPUMEHEHHUS.

Mnasa 8. MIPOU3BOAOCTBO U MAPKUPOBKA NNEKAPCTBEHHbIX CPELCTB
CraTtba 45. [pon3BoACTBO NIeKapCTBEHHbLIX CPEeACTB

1. TIpou3BOACTBO JIEKAPCTBEHHBIX CPEICTB JOJDKHO COOTBETCTBOBATh TPEOOBAaHUSAM IpaBUII
Ha/IJIe)KaIIel MPOU3BOJCTBEHHON MPAKTUKHU, YTBEP)KIACHHBIM YIIOJTHOMOYEHHBIM (eiepaIbHbIM OpPraHoM
MCIOJHUTENBbHOHN BracTu. Oco0EHHOCTH NEpexo/ia MPOU3BOACTBA OTIENbHBIX JIEKAPCTBEHHBIX CPEACTB K
UX TMPOU3BOJICTBY B COOTBETCTBHH C TPeOOBAaHMAMH MPABUII HaJJIeKallel MPOU3BOJCTBEHHONW MPAKTUKU
ycranaBiauBatotcst IIpaButensctBom Poccuiickori denepanuu. Bpimada 3akitouyeHHil O COOTBETCTBUU
MPOU3BOJIUTENSL JICKAPCTBEHHBIX CpPEACTB TPeOOBAaHMSAM NPaBWI HaJUIeKALIEH MPOU3BOACTBEHHON
MIPAKTUKU OCYILECTBIIAETCS II0 pPE3yibTaTaM HHCIEKTUPOBAHUS IPOU3BOJUTENIECH JIEKAPCTBEHHBIX
CPEICTB B IoOpsake, ycraHoBieHHOM lIpaBurensctBom Poccuiickont ®@enepanuu. Pasmep minartel 3a
BbIIaYy 3aKJIOYEHHUS O COOTBETCTBUU IMPOU3BOJUTEINS JIEKAPCTBEHHBIX CPEICTB TPEOOBAaHUSAM IMPaBUI
HaJUIeKallled  IPOU3BOACTBEHHOM  IpakTWKM  ycraHasiuBaercs I[IpaBurensctBom — Poccuiickoit
®enepaunn. [lopsaok opraHu3anuy U NPOBEACHUS MHCIEKTHUPOBAHUS IPOU3BOINUTENEH JIEKAPCTBEHHBIX
CpPEACTB Ha COOTBETCTBHE TpPeOOBAaHUSAM TPAaBWII HAUIeKAIIEH MPOU3BOJACTBEHHOM IMPaKTHKH
ycranaBiauBaetcs [IpaButenscTBoMm Poccuiickoin denepanuu.

(B pen. @enepanbHbix 3akoHOB OT 25.06.2012 N 93-®3, ot 22.10.2014 N 313-®3, ot 22.12.2014 N
429-D3)

2. Ilpou3BOACTBO JIeKapCTBEHHBIX cpeAcTB B Poccuiickoit ®enepanuud OCYHIECTBISIETCS
MIPOU3BOJUTENSIMU JIEKAPCTBEHHBIX CPEJICTB, UMEIOIIMMH JIMLEH3UIO0 HA MPOU3BOJCTBO JIEKAPCTBEHHBIX
cpenctB. [loaTBepikneHre COOTBETCTBUS JIMLIEH3MATa INIpaBWIaM HaAJjeXalled MpOU3BOJICTBEHHOU
MPAKTUKU OCYIIECTBISIETCA B PAMKAX JULEH3MOHHOIO KOHTPOJISI B COOTBETCTBUHU C 3aKOHOJATEIHCTBOM
Poccuiickoit deaeparuu ¢ yaueToM 0COOCHHOCTEH, YKa3aHHBIX B YacTU | HACTOSIIEH CTaThH.

(B pen. @enepanbHbix 3akoHOB OT 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

2.1. Jns uenel JIMIEH3UPOBAaHUS IPOU3BOJCTBA JIEKAPCTBEHHBIX CPEACTB I MEAUIIMHCKOTO
NPUMEHEHHUsI U MHCIEKTUPOBaHMUs CyOBEKTOB OOpAIIEHMs JIEKAPCTBEHHBIX CPEACTB Ha COOTBETCTBHE
TpeOOBaHUAM NPaBUI HAJJISKAIIEH TPON3BOACTBEHHON MPAKTUKU (DeiepalIbHBIA OpraH UCHIOTHUTEIbHOM
BIIACTH, OCYILECTBIAIOIUN TIOCYJAPCTBEHHYK) PErHCTpalMI0 JIEKAPCTBEHHBIX IPEMapaToB Ul
MEIULIMHCKOTO TPUMEHEHHS, TMPEAOCTaBIsAeT (elepaibHOMY OpraHy HCIOJHUTEIBHONW —BIIACTH,
OCYLIECTBISIONIEMY (eAepalibHbli TOCYIapCTBEHHBINH JIMLEH3UOHHBIM KOHTPOJIb JESATEIBbHOCTH IO
IIPOU3BOJICTBY JIEKAPCTBEHHBIX CPEACTB I MEIULUHCKOIO IPUMEHEHMs, 10 €ro 3alpocy B paMKax
MEXBEJJOMCTBEHHOT'0 MH(POPMALMOHHOTO B3aWMOJECHCTBUSA B MOPSJIKE, YCTAHOBICHHOM (eaepalbHbIM
OpraHOM HCIIOJIHUTEJIBHOM BJIACTH, OCYILECTBIIAIOIIUM JIUIEH3UPOBAHUE IPOU3BOACTBA JICKAPCTBEHHBIX
CPEACTB Al MEIUIMHCKOIO IPUMEHEHHUs, M (eAepaJbHbIM OpPraHOM HCIOJIHMUTENBHOM BIacTH,
OCYLIECTBIISIOIUM T'OCYJIapCTBEHHYIO PErUCTPALMIO JIEKAPCTBEHHBIX IIPENApaToB Il MEAUIMHCKOIO
IMPUMEHEHHUS], CIEeIYIOIUE CBEIECHUS O JIEKAPCTBEHHBIX CPEACTBaxX (B TOM YHCIE B CIydae, €CIU Takue
CBEJICHUSI COCTABIIAIOT KOMMEPUYECKYIO TaliHY):

1) B oTHOIIEHNHU (hapMaIleBTUUECKON CyOCTaHITUU WU (PapMaleBTUYECKUX CyOCTaHIIHMM, BXOIAIINX
B COCTaB JIGKAPCTBEHHOTO Iperapara (3a UCKI0YeHNEM (apMalleBTUYECKUX CyOCTaHINH, BKIIIOYCHHBIX B
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rOCYJIapCTBEHHBI PEECTP JEKAPCTBEHHBIX CPEJICTB B COOTBETCTBUM CO CTaThei 34 HaACTOSAIIEro
®denepanbHOTO 3aKOHA):

a) HauMeHOBaHue (hapMaleBTHYECKOW CyOCTaHIINH, €€ CTPYKTypa, OOIIHe CBOMCTRA;
0) HaMMEHOBAaHUE U AJJPEC MPOU3BOIUTEINS;

B) TEXHOJIOTHA IMPOMU3BOACTBA C OIMMHMCAHUEM CTaI[I/Iﬁ IMPONU3BOACTBA U MCTOAOB KOHTPOJIA Ha BCEX
CTagudgXx IMPOU3BOACTBA,

T') ONMCAaHKE pa3pabOTKHU MpoIiecca MPOU3BOJICTBA,

1) OTIMCAaHNE KOHTPOJISI KPUTUUECKUX CTAJAUN TPOU3BOCTBA U MPOMEKYTOYHON MPOTYKIIUH;
€) TOKYMEHTAJIbHOE TTOATBEPIKACHUE (BATH/IAIIKS) MPOIECCOB U (MJIN) UX OLICHKA;

) CBOMCTBA U CTPYKTypa IEHCTBYIOIIMNX BEIIECTB;

3) XapaKTepHUCTHUKa IPUMECEi;

1) cnenudukanys Ha (papManeBTHIECKYI0 CyOCTaHIINIO U € 000CHOBaHMUE;

K) AaHWINTHYECKHE METOJHMKH, HCIOIb3yeMble TPH OCYIIECTBICHHH KOHTPOJIS KadecTBa
(bapmarieBTUYECKON CyOCTaHIINH;

J) TOKYMEHTaJbHOE MOJATBEpXKIEHUE (BaluAalusl) aHATUTUYECKUX METOAMK, MCIIOJIb3yEeMbIX MPHU
OCYILECTBICHUH KOHTPOJIS KauecTBa (papmMarneBTU4eCcKoil cyOcTaHInu;

M) pe3yJIbTaThl aHAJIM3a CEPH (hapMarleBTUUECKON CyOCTaHIINH;

H) Hepequb CTaH,Z[apTHBIX 06pa3u0B HnIn BCIICCTB, I/ICHO.HBByeMBIX HpI/I OCYH.[GCTB.HGHI/II/I KOHTpOJ'DI
Ka4yecTBa;

0) ONMCAHNE XAPAKTEPUCTHUK U CBOMCTB YIIaKOBOYHBIX MAaTEPHAJIOB M YKYIIOPOUHBIX CPE/CTB;
1) TaHHBIC O CTAOUIILHOCTH (hapMaIeBTUUECKON CyOCTaHITNH;
P) CPOK FOJIHOCTH;

2) B OTHOLIEHUH (hapMaleBTHUECKUX CyOCTaHLIMH, BXOSIIMX B COCTAB JIEKAPCTBEHHOTO IpernapaTa
U BKJIIOYEHHBIX B TOCYJapCTBEHHBIM pPEECTp JIEKapCTBEHHBIX CPEACTB B COOTBETCTBUU €O CTaTbhel 34
HacTosAmero denepaabHOro 3aK0Ha:

a) HaUMEHOBaHMe (apMaIeBTHUECKON CyOCTaHIIUM, €€ CTPYKTypa, 0OII1e CBOMCTBA;
0) HAMMEHOBAHUE U aIPeC TPOU3BOIUTEIIS,
B) pe3yJbTaThl aHAIN3a Cepuil (papMalleBTUIECKON CyOCTaHIINH;

T') CPOK TOJTHOCTH;
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3) B OTHOILIEHUH JIEKAPCTBEHHOTO Mpenapara s MEAUIIMHCKOTO TPUMEHEHHUS
a) OMKCAHME U COCTAaB JIEKAPCTBEHHOIO MpernapaTa JJisi MEIULIUHCKOTO TPUMEHEHUS;

0) omnmcanue QapmareBTHYECKON pa3paboTku (00OCHOBaHME BBIOOpAa COCTaBa, MEPBUYHOMN
YIIAKOBKH);

B) TEXHOJIOTHA IMPOMU3BOACTBA C OIMMMKMCAHUEM CTaI[I/Iﬁ IMPONU3BOACTBA U MCTOAOB KOHTPOJIA Ha BCEX
CTagugXx IMPOU3BOACTBA,

I) ONHUCaHHe KOHTPOJS KPUTHUECKUX CTaaui Tpolecca MPOU3BOACTBA U MPOMEKYTOUHOM
MPOAYKIIHH;

1) HaUMEHOBAaHUE M aJIpeC MeCTa OCYIIECTBIEHUS MPOMU3BOJICTBA JIEKAPCTBEHHOIO Mpernapara Jijis
MEAUIIMHCKOTO TMPUMEHEHHs (B Cllydae HaJIM4YUs HECKOJIBKHX YYaCTHHKOB IpoIlecca MPOU3BOACTBA
YKa3bIBAETCS KaXAbIi U3 HUX);

e) apmareBTHYECKasi COBMECTUMOCTb;

’K) MUKPOOHOJIOTHYECKHUE XapaKTEPUCTHKH,

3) MaTepUaIbHBINA OallaHC 7Sl IPOU3BOJICTBA CEPUHU TOTOBOTO MPOAYKTA;

1) ONHMCAHKNE XapaKTEPUCTUK U CBOWCTB YITaKOBOYHBIX MaTEPUAJIOB M YKYTIOPOUYHBIX CPE/ICTB;

K) JOKYMEHTAJIbHOE TIOATBEPKACHHE (BAIHIAIHS) POIIECCOB IIPOU3BOICTBA U (WJIM) UX OIICHKA;
J71) TpeOOBaHUS K KAYECTBY BCIIOMOTATEIHHBIX BEIECTB;

M) AHAIIUTUYCCKUC MCTOJUKHU, HUCIIOJIB3YCMbIC TIpU OCYHICCTBJICHHUH KOHTPOJIA KadCCTBa
BCIIOMOT'aTCIBbHBIX BEIICCTB,

H) JIOKyMEHTaJIbHOE IMOATBEpKICHUE (BAIUIAINS) aHATUTHUYECKUX METOAMK, MCIOIb3yEeMbIX MPH
OCYIIECTBJIEHUN KOHTPOJISI KAYECTBA BCIIOMOTATENBHBIX BEIIECTB;

O) HH(bOpMaHHH 00 HCIIOJIB30BAaHUM BCIOMOTATEIIbHBIX BCIICCTB YCJIIOBCUYCCKOI'O W XHUBOTHOI'O
IMIPOUCXOKIACHUSA;

H) I/IHq)OpMaI_II/IH 00 HCIOJIF30BaHUH HOBBIX BCIIOMOTaTEIbLHBIX BCIICCTB,

p) TpeboBaHMA K KadyecTBY JICKApCTBEHHOTrO Tpermapara /s MEIUIUHCKOTO IPUMEHCHHUS
(ceprudukar, cienuduKalys Ha JIEKapCTBEHHBIN MpenapaT U uX 000CHOBaHNUE);

C) AHAIIUTUYCCKUC MCTOAWKH, HMCIOJB3YEMBIC TIpU OCYIICCTBICHHM KOHTPOJA KadeCTBa
JICKApCTBCHHOTO ITperiapaTa JJIis1 MCAUIUHCKOTI'O IPUMCHCHU S ;

T) JOKyMEHTAJIbHOE MOATBEPXKACHHE (BajuAalvs) aHAIUTUYECKUX METOAUK, MCIIOJIb3yEeMbIX MPHU
OCYLIECTBJICHUU KOHTPOJISI KaueCTBa JIEKAPCTBEHHOTO Mpernapara sl MEIUIIMHCKOTO TPUMEHEH NS,
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y) pe3yJIbTaThl aHAIM30B CEPHil IEKAPCTBEHHOTO MpernapaTa Jjisi METUIIUHCKOTO IPUMEHEHUS;
&) xapaKTepuCTUKa IPUMECEH;

X) MepeueHb CTaHJapPTHBIX 00pa3lloB, MCIOJIB3YEMBIX MPU OCYIIECTBICHUU KOHTPOJIA KauyecTBa
JIEKApCTBEHHOTO MperapaTa JJisi MEIUIUHCKOTO TPUMEHEHUS;

11) JaHHbIE O CTAOUJIBHOCTH JIEKAPCTBEHHOTO ITpenapara sl MEAUIIMHCKOTO IPUMEHEHHUSL.
(uactsb 2.1 B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

3. IIpou3BOACTBO JIEKAPCTBEHHBIX CPEICTB OCYIIECTBISECTCA C COOIOJCHHEM TpeOOBaHUI
IIPOMBIILIJICHHOT'O PErJIaMEHTa, KOTOPBIN YTBEPKAACTCS PYKOBOAUTEIIEM IIPOU3BOAUTEINS JIEKAPCTBEHHBIX
CpPEICTB M BKIIOYaeT B ce0s TepedeHb MCMHOIb3yeMbIX (apMaleBTUUECKUX CYOCTaHIMH U
BCIIOMOTI'aTCJIbHBIX BCHICCTB C YKA3aHUCM KOJHUYCCTBA KaXAOT'O0 M3 HHUX, HAHHBLIC 06 HCIOJIb3YCMOM
00Opy/I0BaHUH, OIMCAaHUE TEXHOJOTUYECKOro TMpollecca W METOJOB KOHTPOJII Ha BCeX JTamax
MMPOU3BOJACTBA JICKAPCTBCHHBLIX CPCIACTB.

4. ITpn pon3BOACTBE JEKAPCTBEHHBIX MPENApPaToB Il MEIUIIMHCKOTO IPUMEHEHHS UCTIONIB3YIOTCS
¢dapmarieBTHYECKHEe CYOCTaHLIMM, CBEICHHUA O KOTOPHIX COZIEPHKATCS B TOCYNApCTBEHHOM peecTpe
JEKapCTBEHHBIX  CPEICTB Ul  MEOUIMHCKOrO TpPHMEHeHHs ®  (WiIM) eIMHOM  peecTpe
3aperUCTPUPOBAHHBIX JEKAPCTBEHHBIX CpeACTB EBpa3suiickoro s3KOHOMHUYECKOTO COI03a, 32 HCKIIIOUYCHUEM
(dapmaneBTHYECKUX CyOCTaHINH, PON3BOIUMBIX [UIS TPOBEICHHUS KIMHHYECKUX MCCIEIOBAaHUN U (MIIN)
s skcnopra. I[lpu mpoM3BOACTBE JIEKAPCTBEHHBIX CPEACTB Ui BETEPHUHAPHOTO TMPUMEHEHUS
UCTIONIB3YIOTCS (hapMalleBTHYECKHE CYOCTaHIINM, CBECHNS O KOTOPBIX COJIEPXKATCS B TOCYJapCTBEHHOM
peecTpe JeKapCTBEHHBIX CPEICTB U BETEPUHAPHOTO MPUMEHEHUS, U (WJIN) rOCy1apCTBEHHOM peecTpe
JEKapCTBEHHBIX  CPEACTB  JUISI ~ MEOUIMHCKOTO  IpPHUMEHEHHWs, © (WIM) EeAWHOM  peecTpe
3apEeTUCTPUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX IpenaparoB EBpa3niicKoro 3KOHOMHUYECKOTO
coro3a, W (WIM) EIUHOM pEeecTpe 3aperuCTPHUpPOBAHHBIX JICKAPCTBEHHBIX CpelncTB EBpasmiickoro
HSKOHOMHYECKOTO COI03a, 33 MCKIIOYeHHEM (apMaleBTHUECKUX CyOCTaHIMHA, MPOU3BOAUMBIX IS
NPOBEJCHNS KIMHUYECKUX HcciaeqoBaHumid u (winm) i akcmopra. K mporeccy mpous3BozicTBa
(bapmarieBTHUECKON CyOCTaHIIMK OTHOCSTCS JIIOObIE CTANK TEXHOJIOIMYECKOTo Mpolecca, NO3BOJISIOIINe
MOJTYYUTh TOTOBBIN MPOIYKT, COOTBETCTBYIONIUI TpeOoBaHUsIM (apMaKONEHHON CTaThU, B TOM YHCIIE
(bepMeHTanus, SKCTPAKIHS, OUUCTKA, BBIZCTICHHE, IEPEKPUCTAINTN3AIs, BRICYIIIMBAHNE, U3MeNbUeHue. B
clydae HEOOXOIMMOCTH WCIIOJNIB30BAHUS ATWIOBOTO CHHPTAa, B TOM 4YHCIe (apMaleBTHYECKOH
CyOCTaHIIMM CIMPTa 3TUJIOBOTO (3TaHOJIA), NMPH TPOHM3BOJCTBE JIGKAPCTBEHHBIX CPEACTB B KaueCTBE
JEHCTBYIOIIETO | (MJIN) BCIIOMOTATEIBHOTO BEIIECTBA, a TAKXKE B MHBIX TEXHOJOTHYECKHX IEJSIX J0JDKHA
OBITh UCIOJIH30BAHA TOJIBKO (hapMarieBTHUECKasi CyOCTaHIIMS CIMPTA STHIIOBOTO (3TAHOI).

(B pen. @enepanbubix 3akoHOB OT 22.12.2014 N 429-®3, ot 27.12.2019 N 462-03, ot 27.12.2019 N
481-D3, ot 24.07.2023 N 341-D3)

4.1. IlepedeHb JEKapCTBEHHBIX IPENapaToB il MEIUIMHCKOIO IPUMEHEHHUs, B OTHOIIEHUH
KOTOPBIX YCTAaHaBIMBAIOTCA TpeOOBaHMA K OOBEMY Taphl, YNMAaKOBKE M KOMIUIEKTHOCTH, MNEpeYeHb
JIEKapCTBEHHBIX IIPENapaToB /Ui BETEPUHAPHOIO IPUMEHEHHUS, B OTHOLIEHUU KOTOPBIX YCTAHABIMBAIOTCA
TpeOoBaHUS K O0BEMy Taphl, a TaKXke TpeOOBaHUS K OOBEMY Taphl, YHAaKOBKE W KOMIUJIEKTHOCTH
JIEKapCTBEHHBIX MPENapaToB [Uld MEAMLMHCKOIO MpPUMEHEHHs, TpeOoBaHMSA K 00beMy Tapsl
JICKApCTBEHHBIX TPEnapaToB JJs BETEPUHAPHOTO MPUMEHEHHs OIPENEeNSIIOTCS COOTBETCTBYIOIIUMHU
YIOJIHOMOYEHHBIMH (pefiepalbHBIMU OpraHaMM HCIOJIHMTENBHOM BIACTU B MOPSJIKE, YCTAaHOBIEHHOM
IIpaBurensctBoM Poccutickoit denepanuu.
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(dactb 4.1 B pen. Genepanpuoro 3akona ot 14.12.2015 N 374-D3)

4.2. Opranuzanuy, OCYIIECCTBIISIONINE MPOU3BOACTBO (hapMaIleBTUUECKOW CyOCTaHLMU CHHpTa
STWJIOBOTO (dTaHOJa) JAJsi MPOU3BOJCTBA CHUPTOCOAEPKAIIUX JIEKAPCTBEHHBIX MpernapaToB, 00s3aHBI
OCYIIECTBIIATh YUET B MOPsIIKE, YCTAHOBJICHHOM cTaThsiMU 8 U 14 denepanbHOro 3akoHa OT 22 HOSOps
1995 roga N 171-®3 "O rocyaapcTBEHHOM peryJMpOBAaHUHU MTPOU3BOCTBA U 000POTA ITUIIOBOTO CITUPTA,
QJIKOTOJIBHOM ¥ CIHMPTOCOAEpXKAlIeH NPOAYKIMH M 00 OrpaHH4YeHUH mOoTpeOneHust (pacuuTus)
anKoroiapHOM mpoaykiuu'". [Ipon3BoacTBo papManeBTHIECKOM CyOCTaHIIMK CITUPTA STUIIOBOTO (ITAHOJIA)
JIOMyCKAeTCsl TOJBKO OpraHu3alMel, OCYIIECTBIISIONICH MPOU3BOJCTBO PEKTU(PHUKOBAHHOTO STHIIOBOTO
CHUpTa W3 TMHILEBOTO ChIpbS HAa OCHOBAHWM JIMLEH3MM HA TMPOU3BOACTBO ATHIIOBOTO CHHpTA I
MPOU3BOJCTBA (hapMaleBTHUECKOM CyOCTaHIIMM CIHPTa 3TUJIOBOTO (ITaHONAa) B COOTBETCTBUH C
TpeboBanusiMu DenepasbHOro 3akoHa ot 22 Hosg0ps 1995 roma N 171-®3 "O rocymapcTBEHHOM
peryIupoBaHMM TPOM3BOJCTBA M 00OpPOTa STHIIOBOTO CIHMPTA, AIKOTOJBHOM M CIHPTOCOEp)KaIlen
MPOAYKIMK W 00 OrpaHWYeHWH TOTpeOsieHns (pacluTHs) aJIKOTOJBHON MPOAYKIHMH', METOJI0M
pa3BeACHUSA BOJOM OYMILEHHOW TaKOI'O 3THJIOBOTO CIIMPTA, MPOU3BEACHHOIO JAHHOM OpraHu3anuei Io
MECTY OCYIIIECTBJICHUS ITPOU3BOCTBA (hapMaIleBTHUECKON CYOCTaHIIUN CITUPTA STHJIOBOTO (3TaHOJIA).
(uactpb 4.2 BBegeHa denepanbHbiM 3akoHOM OT 03.07.2016 N 261-D3; B pen. PeaepanbHOro 3aKkoHa OT
27.12.2019 N 481-03)

4.3. nauBuayanbHble MPEANPUHUMATENN U IOPUAMYECKHE JIMIA, OCYIIECTBISIOUINE 3aKyNKy H
WCIIOTb30BaHUE (hapMarleBTUUECKONW CYOCTaHIIMU CIIUPTA STUIIOBOTO (3TaHONA), a TAKXKE MPOU3BOICTBO,
U3rOTOBIIEHHE U (WaM) 000pOT (32 UCKIIOUYEHHEM pPO3HUYHON MPOJaku) CIHUPTOCOACPIKALINX
JIEKapCTBEHHBIX IIPEnapaToB, OO0A3aHbl OCYLIECTBIATh MX Y4YeT U JEKJIapupoBaHHE B IIOpPSIKeE,
yCTaHOBIIEHHOM cTathsiMu 8 u 14 denepanbHoro 3akoHa or 22 Hos0ps 1995 roma N 171-@3 "O
rOCYJapCTBEHHOM PpEryJMpOBaHUU TPOU3BOJACTBA M 00OpOTa HTUIOBOTO CHUPTA, AJIKOIOJIBHOW U
CIUPTOCOJIEPKAIIEH MPOIYKIMU U 00 OrpaHUYCHUH MOTpeOIeHHs (PaCIUTH) alTKOTOJIbHON MPOAYKITHH'".
(dactp 4.3 BBeaeHa denepanbHbIM 3akoHOM OT 29.07.2017 N 278-D3)

4.4. Ilpm mpoU3BOJACTBE JIEKAPCTBEHHBIX IIPENapaToB s BETEPUHAPHOIO IPUMEHEHUS
JOMyCKAETCsl WCIIOJIb30BaHUE TPOU3BENCHHBIX [UIA peanu3aiiu  (papManeBTUISCKUX CYOCTaHIIHIA,
BKJIIOYCHHBIX B T'OCYJApCTBEHHBIN PEecTp JIEKAPCTBEHHBIX CPEICTB YHOJIHOMOYEHHBIM (heaepanbHbIM
OpPraHOM  WCIIOJHHUTEIBHOW  BIACTH, OCYIISCTBIISIONIMM BEJICHHE TOCYJapCTBEHHOTO peecTpa
JICKApCTBCHHBIX CPCACTB JIsI MCAUITUHCKOT'O IIPUMCHCHUS.

(dactp 4.4 BBeaeHa ®enepanbHbiM 3akoHOM OT 02.08.2019 N 297-03)

5. 3anpemiaercst IpOU3BOICTBO:

1) nekapCTBEHHBIX CPEICTB, CBEJCHMSI O KOTOPBIX HE COAEPIKATCsl B IOCYIAapCTBEHHOM peEECTpe
JICKApCTBEHHBIX CPEICTB IS MEIUIMHCKOIO MpHUMEHEHHs, W (W) TOCylapcTBEHHOM peecTpe
JEKapCTBEHHBIX  CPEACTB  JUIsl  BETEpPUHAPHOIO  TNPUMEHEHus, U (WIM) €AUHOM  peecTpe
3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpeACTB EBpa3niickoro 3KOHOMUYECKOI0 CO103a, U (WIN) €INHOM
peecTpe  3aperuCTpPUPOBAaHHBIX  BETEPUHAPHBIX  JIEKAPCTBEHHBIX  IpenapaToB  EBpasmiickoro
SKOHOMMUYECKOTO CO03a, 32 UCKIIOUEHHEM JIEKAPCTBEHHBIX CPEJCTB, MPOU3BOAMMBIX JJIsl IPOBEICHUS
KIIMHUYECKUX UCCIIE0BAaHUN WIIN JIJIs DKCIIOPTa;

(n. 1 B pen. @enepanbHoro 3akoHa ot 24.07.2023 N 341-03)

2) panbcuuIIpOBaHHBIX JIEKAPCTBEHHBIX CPEICTB;
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3) lekapCTBEHHBIX CPEACTB 0€3 JUIEH3UN Ha MPOU3BOACTBO JIEKAPCTBEHHBIX CPEJICTB;

4) nexapCTBEHHBIX CPEACTB C HapyIIEHHWEM IpaBUJl OpPraHMU3allMM IPOU3BOJCTBA M KOHTPOJSA
KayeCTBa JIEKapCTBEHHBIX CPENICTB;

5) yrpatuin cuity. - @enepaibHblil 3akoH oT 27.12.2019 N 481-D3;

6) crnupTocOoAEp)KAIMX JIEKApCTBEHHBIX IPENapaToB IO MECTY OCYILECTBIEHUS IMPOU3BOJCTBA
¢dapmarieBTHUECKOH CYOCTaHLIMM CIHMPTAa STHIOBOTO (9TaHONA) M (MIM) MO MECTY OCYIIECTBIICHUS
IIPOU3BO/ICTBA 3TWJIOBOTO CIHUPTAa;

(. 6 BBeneH PenepanbHbIM 3ak0HOM 0T 27.12.2019 N 481-D3)

KoncynprantlIntoc: npumevanue.

®enepanbHbIM 3akOHOM OT 22.12.2020 N 436-@3 cr. 14.1 @3 ot 22.11.1995 N 171-®3 uznoxeHa B
HOBOW penakiuu, HopMma 1. 1.1 cT. 14.1 crapoi pegakiuun P3 cooTBeTCTBYET HOpME 1. 2 cT. 14.1
HOBOH pEIaKIUH.

7) dapmarneBTHYECKON CYyOCTaHIIMM CIUPTa ATHJIOBOTO (3TaHONA) U (WJIM) CIHUPTOCOIASPIKAIINUX
JIEKapCTBCHHBIX MPENapaToB Ha OCHOBHOM TEXHOJOTMYECKOM OOOpYAOBaHWUU IS MPOU3BOJCTBA
ATUJIOBOTO CIIUPTA, YKa3aHHOM B TyHKTE 1.1 crateu 14.1 ®denepanpHoro 3akoHa oT 22 HOs0psa 1995 rona
N 171-®3 "O rocynapcTBEHHOM pETyJIHMPOBAaHMM IPOM3BOACTBA W 000pOTa STHIOBOTO CIHHPTA,
QIKOTOJIBHOM W CHOUPTOCOACpIKAIEHd TPOAYKIIMM M 00 OrpaHWYCHUU TOTpeOIeHUsT (pacruThs)
QIKOTOJILHOM MPOAYKIUU".

(n. 7 BBenen denepanbHbIM 3aK0HOM OT 27.12.2019 N 481-D3)

6. Ilpu BBOJE JIEKaPCTBEHHBIX CPEACTB B TPAXKAAHCKUNH 00OPOT YHOIHOMOYEHHOE JIUIO
MIPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB OCYIIECTBISET MOATBEPKICHHE COOTBETCTBUS JIEKAPCTBEHHBIX
CpeAcTB TpeOOBAaHUSAM, YCTAHOBJICHHBIM IPH HUX TOCYAaPCTBEHHOW PETUCTpalMM, U TapaHTUPYET, YTO
JIEKapCTBEHHbIE CPEICTBAa IPOU3BEIEHBl B COOTBETCTBUM C TpeOOBAaHUSMHU IpaBWJl HaAJexalei
IIPOU3BOJCTBEHHOM IIPAKTUKH.

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

7. YIOJTHOMOYEHHBIM JIMLIOM TPOU3BOIMTENS JIEKAPCTBEHHBIX CPEICTB SBISETCS €ro pabOTHUK,
aTTECTOBAaHHBIA B YCTAHOBJIIEHHOM YIOJTHOMOYEHHBIM (eiepaIbHbIM OPraHOM HCIIOJIHUTEIbHON BIACTH
MOPSZIKE ¥ UMEIONIUI cTax paboThl HE MEHEE YeM IATH JIET B 00JACTH MPOU3BOJICTBA U (HIIM) KOHTPOJIS
KauecTBa JIEKapCTBEHHBIX CPEJICTB, BhICIIEe 00pa30BaHNE COOTBETCTBEHHO 10 OJIHOM U3 CIEUAIbHOCTEH
U (MIM) OJHOMY W3 HANpaBJICHUHW TOATOTOBKU: OWONIOTHS, OWMOTEXHOJIOTHS, BETEpPUHAPHUA,
BETEPUHAPHO-CAHUTApHAs OJKCHEPTH3a, KIMHWYECKas MEAWLIMHA, paJuallioOHHas, XUMHUYecKas |
Ouosorudeckas 3amura, papmaius, GyHIaMeHTaIbHAS MEIUITMHA, XUMHYECKast TEXHOIOTHS, XUMUSL.

(B pen. @enepanbHbix 3akoHOB 0T 22.10.2014 N 313-D3, ot 02.08.2019 N 297-D3)

8. Ilpom3BoauTeNn JEKAPCTBEHHBIX CPENCTB (32 HCKIIOYEHUEM (apMaleBTHUECKOW CyOCTaHIIMH
CHHUpTa STUJIOBOTO (3TaHOIA) MOTYT OCYLIECTBIATh IMPOAAXY JIEKApCTBEHHBIX CPEACTB WM MepeaaBaTh
HX B YCTaHOBJIIEHHOM 3aKOHOAATeNbCTBOM Poccuiickon denepaunu nopsiake:

(B pen. @enepanpHoro 3akoHa ot 29.07.2017 N 278-D3)

1) apyruM npou3BOIUTENSM JIEKAPCTBEHHBIX CPEJICTB AJIs IPOM3BO/ICTBA JIEKAPCTBEHHBIX CPE/ICTB;
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2) opraHu3anusM ONTOBOW TOPTOBIIH JIEKAPCTBEHHBIMU CPEICTBAMU;

3) AllTCUHBIM OpraHu3alusaM, BCTCPUHAPHBIM aNTCYHBIM OpraHu3anusaM, HWHIAWBUAYaAJIbHBIM
npeaAnpruHUMATEIAM, UMCIOIIUM JIUICH3UIO Ha (bapMaHeBTI/ILICCKYI-O JCATCIIBHOCTh WJIM JIMICH3UIO Ha
MCIUIHUHCKYIO ACATCIIbHOCTD,

4) HayYHBIM OpraHU3AIMAM JUII HAy9HO-UCCIIE0BATEIbCKOI paboThI;
(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

5) MEeIULIMHCKUM OpraHU3alUsIM U BETEpUHAPHBIM OpraHU3aIHIM;

6) opranu3anuvsiM MW HWHIAUBUAYAJbHBIM MPCANPHUHUMATCIAM, OCYHICCTBIAIOIUM pPAa3BCACHUC,
BHIpAIIMBAaHUE W COJEP)KAHWE >KUBOTHBIX (32 WCKIIOUYCHHEM TMPOJAKUA WM (PapMalleBTHUCCKHX
CyOCTaHIIMI UK MX TIEPeIauHn );

(. 6 B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

7) WCHBITaTeIBHBIM JIA0OpaTopusiM (IIEHTpaM), MPOBOMSAIIUM HCIBITAHUS B OOJACTH KOHTPOJIS
Ka4yecTBa JICKAPCTBEHHBIX CPEICTB, AKKPEAUTOBAHHBIM B COOTBETCTBUM C 3aKOHOJATEIbCTBOM
Poccuiickoit @eaeparuu 00 aKKpeAUTALMN B HAITMOHATHHON CUCTEME aKKPEIUTAITUH.

(n. 7 BBenen denepanbabiM 3aKk0HOM OT 04.08.2023 N 428-D3)

9. IlpoumsBogutenu QapMaleBTUIECKOW CyOCTaHIIMM CIOUPTa JTHIOBOrO (3TaHONA) OO0s3aHBI
OCYIIECTBIIATh peanu3anuio (rmepeaady B YCTaHOBJICHHOM 3aKOHOJATenbCcTBOM Poccuiickoit deneparun
nopsake)  (apmaneBTHYECKOW  CyOCTaHIIMM  CIIHPTa  ATWIOBOTO  (3TAaHONIA)  MPOU3BOIUTEISIM
JIEKapCTBEHHBIX CPEACTB JJIsl POU3BOJICTBA JIEKAPCTBEHHBIX CPEJCTB, IPOU3BOAUTENSAM (M3TOTOBUTEISIM)
MEAUIIMHCKUX U3ACTHUH ISl TPOU3BOJICTBA M M3TOTOBIICHUS METUITMHCKUX U3ICITUI B EMKOCTSIX 00bEMOM
He Oonee 1 mutpa u (wm) He Menee 1000 mTuUTpoB, a opraHM3aIvsIM, YKa3aHHBIM B MyHKTax 3 - 5 u 7
4acTH 8 HACTOSIIEH cTaThH, B Tape 00beMoM He Oosee | auTpa.

(gactp 9 BBenmena denepanbHbiM 3aKk0oHOM OT 29.07.2017 N 278-D3; B pen. deaepanbHbIX 3aKOHOB OT
27.12.2019 N 481-®3, ot 22.12.2020 N 444-D3, ot 04.08.2023 N 428-D3)

10. Peammszanusa (mepemada B yCTaHOBJICHHOM 3aKOHOJATeIhCTBOM Poccwmiickoit deneparuun
nopsake) QapMareBTHYECKOW CYOCTaHIIMM CHHpPTa STUIOBOTO (3TaHOJA) OPTaHU3AIMSIM OMTOBOM
TOPTOBJIN JIEKAPCTBEHHBIMH CPEACTBAMU HE JOIYCKAECTCS.

(uacth 10 BBenena @enepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

11. ITepeBo3ku (hapmaneBTUYECKON CyOCTaHIIMU CIIUPTA STUIOBOTO (3TaHOIA) OCYIIECTBIISIOTCS C
coOnroieHreM TpeOOBaHMIA, YCTAHOBIIGHHBIX a03alleM 4YeTBEpPTHIM MyHKTa 3 cratbu 9 demepanbHOTO
3akoHa OT 22 HosiOps 1995 roma N 171-®3 "O rocynapcTBEHHOM peryJIHpPOBAHWU TPOU3BOJICTBA U
000pOTa ATHIIOBOTO CHHPTA, AIKOTOJIBHON W CHUPTOCONEpKAIe NPOAYKIMH M 00 OrpaHUYCHHUH
noTpebaeHus (PacmuTHs) aTKOTOJIbHON TTPOTyKIIHH ",

(uactb 11 BBenena @enepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

Cratbs 46. MapkupoBKa NeKapCTBEeHHbIX CpeacTB
1. JlexapcTBeHHBIE IpemapaThl, MPOLIEAIINE TOCYIaPCTBEHHYIO PErMCTPAlMI0 B COOTBETCTBHM C

TpeboBaHusIMU HacToslero denepalbHOTO 3aKOHA, 3a HCKIIOYEHHEM JIEKAapCTBEHHBIX IPENaparos,
W3TOTOBIICHHBIX  ANTEYHBIMU  OpraHU3allMsSMH{, BETEPUHAPHBIMH  ANTEYHBIMH  OpraHU3aIUsMHU,
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WH/IMBUYaTbHBIMH TTPEINPUHUMATEISIMA, TMEIOIIUMH JIMIICH3HUIO Ha (hapMaIleBTUYCCKYIO JACSITEIbHOCTD,
JOJDKHBI IOCTYTIATh B 0OpalieHue, eciu:
(B pen. @enepansuoro 3akoHa ot 30.01.2024 N 1-D3)

1) Ha WX NEPBUYHOM yMaKOBKe (3a WCKIIOYEHHEM TNEPBHYHON YHAKOBKH JIEKAPCTBEHHBIX
PaCTUTENBHBIX MPEMApaTOB) XOPOIIO YUTAEMBIM HMIPU(GTOM Ha PYCCKOM SI3bIKE YKa3aHbl HAMMEHOBAHHUE
JEKapCTBEHHOTO mpemapara (MeXAyHapoJHOE HEMAaTeHTOBAHHOE, WM TPYNIHPOBOYHOE, WU
XUMHUYECKOE, WJIM TOPTOBOE HAMMEHOBAHUE), HOMEpP CEpPHH, JaTa BBITyCKa (IS KMMYyHOOHOJIOTHYECKUX
JIEKapCTBEHHBIX MPEmapaToB), CPOK TOMHOCTH, AO3MPOBKA WIM KOHIICHTpAIUsi, 00beM, aKTUBHOCTH B
eIMHULIAX NeHCTBUS WIH KOJIMYECTBO 03,

(B pen. @enepanbhbix 3akoHOB OoT 11.10.2010 N 271-D3, ot 22.12.2014 N 429-03)

2) Ha UX BTOPUYHOU (MOTPEOUTETHCKON) YIMAKOBKE XOPOIIO YUTAEMBIM HIPU(PTOM HA PYyCCKOM
S3bIKE YKa3aHbl HAaMEHOBAHHE JICKAPCTBEHHOTO Mpemnapara (MeXIyHapoJHOE HEMaTeHTOBAHHOE, WIIN
IPYNIUPOBOYHOE, WJIM XHMHYECKOE W TOPrOBO€ HAUMEHOBAHMsSI), HAMMEHOBAaHUE TPOU3BOJUTENS
JIEKapCTBEHHOT'O TperapaTa, HOMEp CepUH, Jara BBIMYyCKa (711 MMMYHOOHOJIOTHYECKHX JICKAPCTBEHHBIX
MpernapaToB), HOMEpP PErHUCTPALMOHHOIO YAOCTOBEPEHUS, CPOK TOAHOCTH, CHOCOO NpHUMEHEHUs,
JO3UPOBKA WJIM KOHIIGHTpalus, 00beM, aKTUBHOCTh B EAMHHIIAX JCUCTBUSA JTHOO KOJIWYECTBO 103 B
yIakoBKe, JIeKapcTBeHHas (opMa, YCIOBUSI OTIYCKa, YCIOBUS XpaHEHHUs, IPeAyIpEeIUTEIbHbIC HAIMTUCH.
(B pen. @enepanbubix 3akoHOB OoT 11.10.2010 N 271-D3, ot 22.12.2014 N 429-03)

2. ®apMareBTHUECKUE CYyOCTaHIIMU JOJDKHBI TIOCTYNaTh B OOpallleHHe, €ClM Ha WX IEePBUYHOM
YIaKOBKE XOPOIIIO YUTAEMBIM MIPU(TOM HA PYCCKOM SI3bIKE YKa3aHbl HAMMEHOBaHUE (DapMarieBTHIeCKOH
cyOcTaHIy (MEKIyHApOIHOE HEMAaTeHTOBAHHOE, WM TPYMIIUPOBOYHOE, WM XMMHUYECKOE W TOPrOBOE
HAaMEHOBAaHMS), HAUMEHOBAHUE MPOU3BOAUTENS (papMaleBTUUECKON CyOCTaHIINHM, HOMEp CEpHH U JaTra
W3TOTOBIICHHSI, KOJIMYECTBO B YIIAKOBKE W €AMHUIIBI U3MEPEHUST KOJUYECTBA, CPOK TOAHOCTH U YCIIOBUS
XpaHEHHUs.

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

3. JlekapcTBEHHBIE CPEJICTBA B KAUECTBE CHIBOPOTOK JIOJKHBI IIOCTYIATh B 0OpallleHle ¢ yKa3aHueM
’KHMBOTHOT'O, U3 KPOBH, IJIa3Mbl KPOBH, OPI'AHOB M TKaHEH KOTOPOI'O OHU MOIYy4EHBI.

4. Ha BropuuHyo (MOTpEOUTETHCKYIO) YIIAKOBKY JEKAPCTBEHHBIX CPEJCTB, MOMYUYEHHBIX U3 KPOBH,
IJ1a3Mbl KPOBH, OPraHOB M TKAHEH 4YEJIOBEKa, JMOJDKHA HAHOCUThCA Haanmuch: "AHtutena k BUY-1,
BIY-2, x Bupycy renarura C 1 IOBEpXHOCTHBIM aHTUT'€H BUpYca renartura B orcyTcTByroT".

5. Ha  mepBuunHyio  ymakoBKy | BTOPHYHYIO (MOTPEOUTENbCKYI0)  YITaKOBKY
pannodapmManeBTHYECKUX JIEKapCTBEHHBIX CPECTB JODKEH HAHOCUTHCS 3HAK PaHalliOHHON OMMaCHOCTH.

6. Ha BTOpuuHyI0 (MOTPEOUTENBCKYIO) YITAKOBKY TOMEOMATHYECKUX JIEKaPCTBEHHBIX MPENapaToB
OJDKHA HAHOCUTHCS Haamuch: ""I'oMeonaruueckuii”.

7. Ha BTOpHuHYyIO (HOTpEOMTENBCKYIO) YIMAKOBKY JIEKAPCTBEHHBIX PACTUTENIBHBIX IpenapaToB
JO0JKHA HAHOCUThC Haanuck: "[Ipoaykius npolia paaualMOHHbI KOHTPOIb'.

8. Ha mepBuuHyl0 ymakoBKy (€cid IJIi 3TOTO CYIIECTBYET TEXHUYECKass BO3MOXKHOCTh) H
BTOPUYHYIO (IOTPEOUTEIBCKYI0) YIAKOBKY JIEKAPCTBEHHBIX IpEMapaTroB, IpelHa3HAueHHBIX IS
KIMHUYCCKUX MCCIEAOBAaHUM, JOKHA HAHOCUTHCS HAAMKUCh: " J{JIS KIMHNYECKUX UCCICAOBAHUM".
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(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

9. VYmnakoBka JIEKapCTBEHHBIX CPEJICTB, NPEJAHA3HAYEHHBIX MCKIIOUUTEIBHO [UJI 3KCIOpPTa,
MapKUPYETCsl B COOTBETCTBHH C TPEOOBAaHUSMU CTPaHbI-UMIIOPTEPA.

10. Ha TpancnopTHyio Tapy, KOTOpas HE MpeaHa3HaueHa s MOTpeOuTeneld W B KOTOPYIO
IIOMEIIEHO JIEKAPCTBEHHOE CPEICTBO, JOJPKHA HAHOCUTHCS MH(POpPMALUs O HAaUMEHOBaHWHU, CEpUU
JICKQpCTBEHHOTO CPEJCTBA, JaTe€ BBINYCKA, KOJUYECTBE BTOPUYHBIX (MOTPEOUTEIBCKUX) YIMAKOBOK
JIEKapCTBEHHOI'O CPEACTBA, MPOU3BOAUTENE JECKAPCTBEHHOIO CPEACTBA C yKa3aHWEM HAWMEHOBaHUS U
MECTOHAXO0XKACHUS IPOU3BOIUTENS JIEKAPCTBEHHOI'O CPEZACTBA (aJIpec, B TOM YUCIIE CTpaHa U (M) MECTO
IIPOM3BOJICTBA JIEKAPCTBEHHOI'O CPEACTBA), a TAKXKE O CPOKE T'OAHOCTH JIEKAPCTBEHHOI'O CPECTBa U 00
YCIIOBHSIX €r0 XpaHEHHUs U MEePEBO3KH, HEOOXOUMBbIE MPEAyPEAUTENbHbIC HAIMUCH U MAaHUIYJISITOPHBIE
3HAKHU.

11. Ha nepBHYHYIO YNakOBKY M BTOPHUHYIO (TIIOTPEOMTENbCKYIO) YIAKOBKY JIEKapCTBEHHBIX
CPEACTB MJIl BETEPUHAPHOIO IIPUMEHEHHUs JOJDKHA HAHOCUTbCS Haanuchk: "Jljis BeTepUHAPHOIO
IIPUMEHEHHUS".

12. Ha BropuuHyt (TOTpEOMTENHCKYIO) YIIAKOBKY JIEKAPCTBEHHOTO TIpernapara HaHOCHTCS
IITPUXOBOM KOJI.

Mnasa 9. BBO3 JIEKAPCTBEHHbIX CPEOCTB
B POCCUNCKYIO ®EOQEPALIUIO U BbIBO3 NEKAPCTBEHHbLIX CPEACTB
U3 POCCUMUCKOWN ®EOEPALIUU
(B pen. ®enepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

Cratbsa 47. NMopAaaok BBO3a NeKapCcTBeHHbIX cpeacTB B Poccunckyro Penepaumio m
BbIBO3a JIeKapCTBEHHbIX cpeacTB U3 Poccumnckon ®epepauum
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

1. BBo3 nekapcTBeHHBIX cpeiactB B Poccuiickyto denepanuio OCYIIECTBISETCA B MOPSIKE,
ycraHoBieHHOM [IpaBurensctBoM Poccuiickoit denepanuu, B COOTBETCTBUM € aKTaMU, COCTABJISIOLIMMU
npaBo Coro3a, u (Mn) 3aKOHOAATEILCTBOM Poccuiickoit denepaniuu 0 TaMOKEHHOM PETYTUPOBAHHH.

(B pen. @enepanbhbix 3ak0HOB 0T 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

KoncynprantlIntoc: npumevanue.

Jo 31.12.2025 poccuilckuM NpPOM3BOAMTESAM Pa3peUIEHO B YBEIOMHUTEIBHOM MOPSAKE BBO3UTH HE
BHECEHHBbIE B peecTp (apmaleBTUUECKUe CYOCTaHIIMU JJs BETEPUHAPHOTO MNPUMEHEHUS JUIs
IIPOM3BOJICTBA 3apPETUCTPUPOBAHHBIX JIeKapcTBEHHBIX cpeAcTB (IlocranoBnenue IlpaBurenscrBa PO
ot 12.03.2022 N 353).

2. BBosumble B Poccuiickyro denepannio JeKapcTBEHHBIE CPENCTBA AOJDKHBI COAEPKAThCS B
rOCyJapCTBEHHOM pEECTpe JIEKapCTBEHHBIX CPEICTB, WIM €OUHOM pEecTpe 3aperuCTPUPOBaHHBIX
JIEKAPCTBEHHBIX  CpPeACTB  EBpasuiicKOro  SKOHOMMYECKOIO  COK03a, WIH  €IMHOM  peecTpe
3apETUCTPUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX IIPEnapaToB EBpa3suiiCKOro 3»KOHOMHUYECKOTO
COI03a.

(B pen. Penepanbubix 3akoHOB oT 06.12.2011 N 409-®3, ot 27.12.2019 N 462-®3, or 30.01.2024 N

www.consultant.ru Crpanmua 115 mn3 163
HafeXXHasa npaBoBas noaaepixka



®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.12.2024)
"06 obpalleHMn NeKapCTBEHHbIX CpeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHenus: 24.01.2025

1-@3)

3. Jomyckaercs BB03 B Poccuiickyto denepannio KOHKPETHOM MAPTHUH 3apETMCTPUPOBAHHBIX U
(M)  HE3aperucTPUPOBAHHBIX  JIEKAPCTBEHHBIX CPEACTB, IPEAHA3HAYEHHBIX [UId  pa3paboOTKu
JIEKapCTBEHHBIX CPEJCTB, NPOBEICHUS HAY4YHBIX M MHBIX MCCIEAOBAHWUN, NMPOBEACHUSA KIMHUUYECKUX
UCCJICIOBAHUM JICKaPCTBCHHBIX IPENAapaToB, IMPOBEIEHUS JKCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB JUIS
OCYILIECTBIIEHUS FOCYAAPCTBEHHON PErMCTPAllMU WIM PETMCTPALIMU JIEKAPCTBEHHBIX NMPENapaToB Wi IS
OKa3aHUs MEAMLIMHCKON IOMOIIM IO JKU3HEHHBIM II0OKAa3aHMAM KOHKPETHOIO MALIMEHTAa Ha OCHOBAHHH
paspelieHus, BBIIAHHOTO YIOJHOMOYEHHBIM (efiepalibHbIM OpPraHOM HCHOJHHUTENBHOM BIACTH IO
3asBJICHUSIM JIMI[, YKa3aHHbIX B cTaThe 48 Hacrosmero denepanbHOro 3akoHa. PaccMoTpeHHe Takoro
3asBJIGHUS W TPUHATHE PEIIEHUs O BblJAauY€ pa3pellieHuss Ha BBO3 KOHKPETHOM MapTHH
3apeTUCTPUPOBAHHBIX U (MJIM) HE3apPErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, NPEIHA3HAYEHHBIX IS
pa3pabOTKU JIEKapCTBEHHBIX CPEACTB, MPOBEACHHUA HAYYHBIX W MHBIX HCCIICAOBAHHM, NPOBEICHUS
KIIMHUYECKUX MCCIEAOBAHNUN JIEKAPCTBEHHBIX IIPENApaToB, NMPOBENCHUSA SKCIEPTU3BI JIEKAPCTBCHHBIX
CPEACTB IJsl OCYILECTBIEHUS TIOCYJapCTBEHHOM pEerucTpaluy WM PErucTpaluu JEeKapCTBEHHBIX
IIPENAapaToB WM JUIsl OKa3aHWs MEJUIMHCKOM IOMOLIM IO JKW3HEHHBIM IIOKa3aHMSIM KOHKDETHOTO
naruenTa Ju0o o0 oTKa3e B BbIJaue yKa3aHHOTO pa3pelieHus] MPOU3BOIATCS B CPOK, HE MPEBBIIIAIOIINN
nATH pabounx qHel. [1lnaTa 3a Bbllady yKa3aHHOTO pa3pelleHus: He B3MMAETCsl.

(B pen. @enepanbhbix 3ak0HOB 0T 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

3.1. Yrparun cuny c 1 suBapsa 2024 roga. - ®enepanbubiil 3akoH oT 27.12.2019 N 475-D3.

3.2. o 31 nexabps 2025 roma nomyckaioTcsi BBO3 Ha Teppuropuio Poccuiickoit deneparuu u
obOpamenue B Poccuiickoit denepamuu ¢ yd4eToM OCOOCHHOCTEH, yCTaHOBIEHHBIX IIpaBUTETHCTBOM
Poccuiickoit @enepauuu, 3aperMCTPUPOBAHHBIX JICKAPCTBEHHBIX IIPENApaToB Il MEAULUHCKOIO
MPUMEHEHUSI B yIAaKOBKaX, MpeIHAa3HAYCHHBIX JUIsl 0OpaIleHNs] B MHOCTPAaHHBIX rOCyAapCcTBaxX, B Ciydae
NePEeKTyphl JIEKQpCTBEHHBIX MpENaparoB WM pPHCKa €€ BO3HUKHOBEHHS B CBS3UM C BBEJICHHUEM B
oTHommeHun Poccuiickoit @eaepanuu OrpaHUYUTEIBHBIX MEP SKOHOMUYECKOTO XapakTepa MpU YCIOBUH
COOTBETCTBUSl BBO3MMBIX JICKAPCTBEHHBIX TIPENapaToB TpPeOOBAHUSM, YCTAHOBIEHHBIM TIPH UX
pEerucTpanny, 3a UCKIIOUYEHHEM TpeOOBaHWN K TEPBUYHON YITAKOBKE, BTOPUYHOHN (MTOTPEOUTETHCKOMN)
YIOaKOBKE, a TakKe MpU HAIWMYUU HA BTOPUYHOU (MOTPEOWTENHCKOHM) YIMAaKOBKE JIEKAPCTBEHHBIX
MpernapaToB, HaXOIAUIMXCA B OOpallleHHH, CaMOKJIesIIeNcs STHUKETKH, colepikallel MHpopManuio o
JIEKApPCTBEHHOM IIpernapaTe Ha pyCCKOM SI3bIKE.

(dactp 3.2 BBenmeHna denepanbHBIM 3akOHOM OT 26.03.2022 N 64-D3; B pen. denepaibHBIX 3aKOHOB OT
19.12.2022 N 519-@3, ot 26.12.2024 N 494-D3)

3.3. Jlomyckarotcst BBo3 B Poccuiickyro denepanuto u obpamenne B Poccuiickoit denepamnuu ¢
y4eToOM ocoOeHHoCTEH, YCTaHOBJIEHHBIX IIpaButenscTBOM Poccuiickoit ®enepanuy,
3apEruCTPUPOBAHHBIX  OPUTHMHAJIBHBIX  Op(aHHBIX  JIGKAPCTBEHHBIX  MpemapaToB U (WUJN)
BBICOKOTEXHOJIOTUYHBIX JIEKAPCTBEHHBIX MPENapaToB [JIsi MEIULMHCKOTO IPUMEHEHHS B TEUCHUE
JNBEHAAIATH MECALIEB Tocie AaThl WX peructpaunu B Poccuiickoir Penepanuu B yNaKOBKax,
MpeIHA3HAYEHHBIX Il OOpalleHWsi B WHOCTPAHHBIX TOCYJapCTBax, MPH YCJIOBUU COOTBETCTBHS
BBO3HMMBIX JIEKAPCTBEHHBIX MPENapaToB JUIsi MEAULIMHCKOTO IPUMEHEHHS TPeOOBaHUIM, YCTaHOBJIEHHBIM
OpU HUX PErucTpaluy, 3a MCKIIOYEHHEM TpeOOBaHMM K TEpBUYHOM YINAKOBKE, BTOPHYHOU
(mMOTpeOUTENHCKOM) yHMAKOBKE, M TPH HAIAYUKM Ha BTOPUYHOM (TOTPEOMTEIHCKOM) YITaKOBKE
JIEKapCTBEHHBIX MpPEMapaToB I MEIUIMHCKOTO TMPUMEHEHHS, HaXOMSIIUXCS B oOpalleHud,
caMOKJIesIeCcsl ATUKETKH, cofieprKalieil nHpOopMallrio O JIEKApCTBEHHOM IMpenapare sl MEAUIIMHCKOTO
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MIPUMEHEHUsSI Ha PYCCKOM sI3bIKe. B OTHOIIEHMU JaHHBIX JIEKAPCTBEHHBIX MPENapaToB HE MPUMEHSIOTCS
MOJIOXKEHUs yacTu 7 cratbu 9 m yacreid 1 u 2 crateu 52.1 HacTosmero denepanbHOro 3akoHa.
(dactp 3.3 BBeaeHa denepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

4. B Poccuiickyro @enepanyto MOKHO BBO3HMTH JIEKAPCTBEHHBIE CPENCTBA, KAYECTBO KOTOPBIX
MOJTBEPKAECHO  CEpPTUPHUKATOM  INPOU3BOAMUTENS.  JIEKAPCTBEHHBIX  CPEACTB,  YJOCTOBEPSIOIIUM
COOTBETCTBHE BBO3UMBIX JIGKAPCTBEHHBIX CPEICTB TPEOOBAHUIM, YCTAaHOBICHHBIM MPH MX PErHCTPALUU
WM NTPOBEICHUU IIPOLIENYD, CBA3AHHBIX C PETUCTPALIUEH.

(B pen. @enepanbubix 3ak0HOB 0T 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

5. 3ampeniaercs BBo3 B Poccuiickyto denepanuio hambcuGuImpoBaHHBIX JIEKAPCTBEHHBIX CPEJICTB,
HEe100pOKAaYEeCTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB, KOHTPA(aKTHBIX JIEKAPCTBEHHBIX CPE/ICTB.
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

6. @DanbcuUIUPOBAHHBIE JIEKAPCTBEHHBIC CPENCTBA, HEIOOPOKAYECTBEHHBIC JIEKAPCTBECHHBIC
CpPEACTBA MOMJIEKAT U3BITUIO U TTOCJIEAYIONIEMY YHUUTOXKEHUIO WU BbIBO3Y M3 Poccuiickoit denepann,
KOHTpa(aKTHBIC JIEKAPCTBEHHBIE CPEICTBA - UZBATHIO U MOCIEAYIONEMY YHUUTOXKCHHUIO. Y HHUTOKCHHE
unu  BeIBO3 U3 Poccuiickoii  ®Depepanmm  pambcuPUIIMPOBAHHBIX  JIGKAPCTBEHHBIX  CPEJICTB,
HEJOOPOKAYECTBEHHBIX  JICKAPCTBEHHBIX  CPEACTB, KOHTPa(aKTHBIX  JICKAPCTBEHHBIX  CPEACTB
OCYIIECTBISIETCSl 3a CYET JIMIla, OCYIIECTBUBIIErOo HX BBO3. [lOpSIOK YHHUYTOXKEHHUS H3BSITHIX
banbcUPUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, HEIOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB,
KOHTpa(daKTHBIX JICKaPCTBEHHBIX CPEACTB ycTaHaBiuBaercs [IpaBurensctBoM Poccuiickoit deneparumn.
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

7. Jluma, ocymectBiastomme BBo3 B Poccuiickyro  ®eneparuio  dhambcuuUIIMpoOBaHHBIX
JICKApCTBEHHBIX ~ CPEACTB, HEJOOPOKAUYECTBEHHBIX  JIGKAPCTBEHHBIX  CPEIACTB, KOHTpagaKTHBIX
JIEKApCTBEHHBIX CPEJICTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBHMU C 3aKOHOAATEIBCTBOM Poccuiickoi
denepanuu.

(B pen. ®enepanbhbix 3akoHOB OT 06.12.2011 N 409-D3, ot 30.01.2024 N 1-D3)

8. BbpIBO3 neKkapcTBEHHBIX cpelcTB U3 Poccuiickoit denepaninn ocymecTBIsETCS. B COOTBETCTBUH €
aKTamH, cocTaBisronuMu mpaBo Coroza, W (W) 3aKOHOJATENhCTBOM Poccuiickoit denepanuu o
roCy/1apCTBEHHOM PETYJINPOBAHUH BHEITHETOPTOBOU JEATEIBHOCTH.

(dactp 8 B pen. DeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

9. BBoa B rpaxmaHcKkuii 000pOT JIEKApCTBEHHBIX MPENapaToB JII MEAUIMHCKOTO MPUMEHEHUS,
BBEe3eHHBIX B Poccuiickyro deneparnio, OCymecTBIICTCS ¢ COOM0IeHHEeM TPeOOBaHM, yCTAaHOBICHHBIX
cratheit 52.1 nacrosmero deaepabHOrO 3aKOHA.

(dactp 9 BBenena denepanbHbIM 3aKOHOM OT 28.11.2018 N 449-D3)

Koncynprantllntoc: npumevanue.

Y. 10 ct. 47 He pacpocTpaHseTCA Ha CEPUU JIEKAPCTB JJI1 BETEPUHAPHOTO TPUMEHEHHSI, BBEICHHBIC B
rpaxaanckuii oobopor go 01.09.2023, koTopbie MOIIEXKAT MPUMEHEHHUIO JO HCTEUYEHMS] CPOKa HX
rogHoctu (O3 ot 02.07.2021 N 317-D3).

10. BBoa B rpaxkIaHCKHI 00OpOT JIEKapCTBEHHBIX MPENapaToB JUIsl BETEPUHAPHOTO NMPUMEHEHUS,
BBE3CHHBIX (mepemenieHHbIX) B Poccuiickyro ®eneparuio, OCYIIECTBISETCS C  COOJIOICHHEM
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TpeOOBaHUH, YCTAHOBIIEHHBIX cTaThel 52.2 HacTosmero denepanbHOTo 3aKOHA.
(uactb 10 BBenena @enepanbHbiM 3akoHOM OT 02.07.2021 N 317-D3)

Cratba 48. lOpmanyeckue nuua, KOTOpbIM pa3pellueH BBO3 fleKapCTBEeHHbIX CpeaAcTB
B Poccumnckyro ®enepauumto
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

JlexapcTBeHHsle cpencra B Poccuiickyro denepanuto MOryT BBO3UTH:
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

1) TpoW3BOAUTENW JIEKAPCTBEHHBIX CPEACTB JUIsl 1eJeid COOCTBEHHOTO TMPOM3BOACTBA
JIEKaPCTBEHHBIX CPEJICTB;

2) UWHOCTpaHHBIE pa3pabOTUMKH JIEKAPCTBEHHBIX CPEACTB W HHOCTPAHHBIC IPOU3BOJIUTEIH
JIEKapCTBEHHBIX CPE/ICTB WM JPYTUE IOPUANYECKUE JINIA MO MOPYUYECHHUIO pa3padoTunKa JICKapCTBEHHOT'O
cpeacrBa i pa3p2160TKI/I JICKApCTBCHHBIX CPCACTB, MPOBCACHUA HAYYHBIX W HHBIX HCCJ’IC,Z[OB&HPII’I,
NPOBEJCHNS  KIMHWYECKUX  MCCIICAOBAHMI  JIGKAPCTBEHHOTO  TperapaTra,  OCYIIECTBICHUS
rOCYJapCTBEHHOM  pPErucTpalvy WM  PETUCTpPAlUU  JICKaPCTBEHHOIO  IIperapara, BKIIOYEHHUS
(dapmaneBTHYECKO CyOCTaHIIMM B TOCYAApCTBEHHBIH pPEECTp JICKApCTBEHHBIX CPEACTB, KOHTPOJII
Ka4yecTBa JIEKAPCTBEHHBIX CPEJCTB MPH HAIMYHH Pa3peIieHUs] YIOIHOMOYEHHOTO (hefepalbHOro OpraHa
UCTIOJTHUTENBHON BIIACTH HAa BBO3 KOHKPETHOM MapTHH JIEKaPCTBEHHBIX CPEICTB;

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

3) opraHu3anyy ONTOBOM TOPTrOBIIH JIEKAPCTBEHHBIMU CPEACTBAMY;

4) nayuyHble OpraHU3aIK, 00pa30BaTENbHBIC OPraHU3aliU BBICIIETO0 00pa30BaHUs, TIPOU3BOIUTEIN
JIEKapCTBEHHBIX CPEICTB Uil pa3pabOTKH, HCCIIEAOBaHUM, KOHTPOIS OE30IacHOCTH, KadecTBa,
3¢ HEKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB MPU HATMYUH PA3PELICHHUs YIOTHOMOYEHHOTO (erepaabHOro
OpraHa MCIIOJHUTEIILHOMN BIIaCTH;

(B pen. @enepanbubix 3akoHOB 0T 02.07.2013 N 185-D3, ot 30.01.2024 N 1-D3)

5) MEIMIIMHCKHE OpTaHU3AIlNK, UHBIC YKa3aHHBIC B MyHKTaX | - 4 HACTOSIIEH CTaTbl OpraHU3AINHI
JUTSL OKa3aHUSI MEUIIMHCKOW MOMOIIH MO KM3HEHHBIM MOKa3aHUsIM KOHKPETHOTO MAIlMEHTa MPU HATUYHHU
paspelieHuss yrnoJHOMOYEHHOro (efepaibHOro opraHa HCIOJIHUTEIbHOM BJIACTH HAa BBO3 KOHKPETHOM
MapTUH JICKAPCTBEHHOTO MperapaTa, BBIIAHHOTO B YCTAHOBJIICHHOM IMOPSJIKE B (OpPME AIEKTPOHHOTO
JIOKYMEHTA, TIOJIMMCAHHOTO YCUJICHHOW KBaTU(UIIUPOBAHHOM AJIEKTPOHHOH MOIMUCHIO;
(B pen. @enepanbHoro 3akoHa ot 12.03.2014 N 33-D3)

6) yrpatun cuny ¢ 1 saBaps 2024 rona. - @enepanbHbiii 3akoH ot 27.12.2019 N 475-D3.

7) TpOU3BOAUTENHN MEIULIMHCKUX U3JEIHUM 715 LIeleil MpOon3BOICTBA MEIULIMHCKUX U3IETHI.
(n. 7 BBenen denepanbabiM 3aKk0HOM OT 30.01.2024 N 1-D3)

Ctratbsa 49. [lokymMeHTbl, npeacTaBnsieMble B TaMOXeHHble opraHbl Poccunckomn
Penepaumm npu BBO3e NeKapcTBeHHbIX cpeacTtB B Poccunckyro denepauuio
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

1. Tlpu BBO3e JekapcTBEHHBIX cpelcTB B Poccuiickyro ®enepannio B TaMOKEHHBIE OpPraHbI
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Poccuiickoit denepanuu Hapsay € JTOKYMEHTaMH, MPEICTABICHUE KOTOPBIX MPEAYCMOTPEHO AKTaAMH,
cocrapisitouuMu paBo Coro3a, u (Win) 3akoHoAaresnbcTBoM Poccuiickoit denepaiii 0 TaMOKEHHOM
PEryJIMpOBaHUHU, MIPEACTABISIOTCS CIIEAYIOIINE JOKYMEHTHI B AJIEKTPOHHOU (hopMe:

(B pen. @enepanbhbix 3ak0HOB 0T 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

1) ceptudukatr HpoM3BOANTENS JIEKAPCTBEHHOTO CPEJCTBA JUII BETEPHHAPHOTO TPHMEHEHUS,
YIOCTOBEPSIOLINI COOTBETCTBHE BBOZUMOTO JIEKAPCTBEHHOTO CPEJICTBA JIIsl BETEPUHAPHOTO MTPUMEHEHHS
TpeboBaHMAM (papMaKOIEeHHON CTaThu JINOO B CiTydae ee OTCYTCTBHS HOPMATHBHOTO JTOKYMEHTA;

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

2) paspelleHHe YHOJHOMOYEHHOIo (eepasbHOr0 OpraHa MHCHOJHHUTENbHOM BIAcTH Ha BBO3
KOHKPETHOW MapTHM JIEKAPCTBEHHOI'O CPEACTBA B CIIy4asX, YCTAHOBJIIEHHBIX 4acTblo 3 cTarbu 47
HacTosAmero PeneparbHOrO 3aKOHA.

2. JIOKyMEHTBI, yKa3aHHble B IyHKTax | M 2 yacTu 1 Hacrosmed craTbu, NPEACTABISAIOTCS B
TaMOXXeHHbIE opraHbl Poccuiickoit denepanuu mpu TPHOBITHN JIEKAPCTBEHHBIX CPelcTB B Poccuiickyro
®enepanuro.

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

Cratba 50. BBO3 nekapcTBeHHbIX npenapatoB B Poccunckyo ®Pepepauuio ans
FINYHOrO UCMONb30BaHUSA U UHbIX HEKOMMEpPYECKMX Liernen, a Takke AfA UCNOoNb30BaHUA
Ha TeppUTOPUN MeXAYyHapoOAHOro MeAULIMHCKOro Krnacrepa
(B pen. @enepanbubix 3ak0HOB 0T 06.12.2011 N 409-®3, ot 29.06.2015 N 160-D3)

1. JlekapcTBeHHBIE TpemnapaTsl MOTYT ObITh BBe3eHbl B Poccuiickyio ®enepamuio 0e3 yuera
TpeOOBaHUH, TPETYCMOTPEHHBIX YacTsMu | - 4 crateu 47, ctatbamu 48 u 49 Hactosmero denepaabHOTO
3aKOHAa, €CJIM OHM IIPEIHA3HAYEHBI JJIA:

(B pen. ®enepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

1) TUYHOTO WCHONB30BaHUS (PUIMYECKUMHU IUIaMH, TpuObBIIMMU B Poccuiickyto denepanuro.
IIpu »stoM BBO3 B Poccuiickyto @enepanuio JIEKAapCTBEHHBIX  IPENapaToB,  COJEPIKALIUX
CWIbHOACHCTBYIOMME U (WIM) SIOBUTHIC BEIIECTBA, BKIIOUEHHBIE COOTBETCTBEHHO B CIIHCOK
CUJIBHOJICUCTBYIOIIUX BEIIECTB I II€J€H YroJIOBHOrO 3aKkoHojarenbcTBa Poccuiickoit denepanuu U B
CIIUCOK SIIOBUTBHIX BEIIECTB I LEJIed YroJIOBHOIO 3akoHojarenbctBa Poccuiickoit denepanuu,
yTBep)keHHbIe [IpaButensctBoM Poccuiickoit denepannu, OCyIECTBISAETCS MPU HAJTUYUU IOKYMEHTOB
(3aBepeHHBIX KOMUN JOKYMEHTOB HWJIM 3aBEPEHHBIX BBINMMCOK M3 HHX), MOJITBEPKIAIOLUIUX Ha3HAYEHUE
¢bu3znueckoMy JUIy YKa3aHHBIX JIEKAPCTBEHHBIX IMIpernapaToB (3a MCKIIOYEHHEM JIEKapCTBEHHBIX
MpermapaToB, 3aperucTpupoBaHHbIX B Poccuiickoit ®epeparuu  1ub0 3aperucTpUPOBAHHBIX B
COOTBETCTBHH C aKTaMH, cocTaBistomumMu paBo Coro3a, u oTiyckaeMmbix B Poccuiickoit deneparum 6e3
penenTa Ha JieKapcTBeHHBIM mnpemnapart). [loaTBepkaaromue JOKYMEHTHl (MX 3aBEpEHHBIE KOMHUH WIU
3aBepEHHBbIC BBIMUCKH U3 HHUX) JOJDKHBI COAEpKATh CBEACHHMS O HAMMEHOBAHUU M KOJIUYECTBE
Ha3HAYEHHOT0 JIEKApCTBEHHOrO Mpemnapara. B cioydae, eciau MNOATBEpXKAarouue JAOKYMEHTBI (UX
3aBepEeHHbIC KOMHM WM 3aBEPEHHBIC BBIMMCKU W3 HUX) COCTABJICHbI HA WHOCTPAHHOM S3bIKE, K HUM
MpujaraeTcs HOTapuallbHO 3aBEPEHHBIN MEPEBO HA PYCCKUM S3BIK;
(B pen. ®enepanbubix 3akoHOB OT 02.06.2016 N 163-D3, ot 30.01.2024 N 1-D3)

2) uCnoNb30BaHMA ~ PAaOOTHUKAMHM  JMIUIOMATHUYECKOTO  KOpIyca WM  TPEICTaBUTEISIMU
MEKIYHApOIHBIX OpraHu3alnii, akKpeIuTOBaHHbIX B Poccuiickoit denepaiuu;
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3) JsedeHHs NAcCCaXXMPOB M WIEHOB JKHMNAXeW TPAHCHOPTHBIX CPEICTB, IOE3AHBIX Opurag u
BOJIUTEJICH TPAHCIIOPTHBIX CPEACTB, NpUOBIBIINX B Poccuiickyio deneparuio;
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

4) nedeHus: y4aCTHUKOB MEXTYHAPOIHBIX KyJIbTYPHBIX, CIOPTUBHBIX MEPOIPUITHH U yUYaCTHUKOB
MEXIyHapOAHbIX JKCIICIULUH;

5) JleyeHUs KOHKPETHBIX IKUBOTHBIX B 300MapKaX, 300Cajax, IHUpPKaX, OKeaHapuyMax,
nenb(OUHAPUAX, JICUCHUS IUKUX JKUBOTHBIX, MOCTOSHHO WJIA BPEMEHHO HACENSIONINX TEPPUTOPHUIO
Poccuiickoit denepaiinu, HaXOAAIIUXCS B COCTOSIHMHM €CTECTBEHHOW CBOOOJBI M MPHHAIICKANINX K
BHJaM, 3aHeceHHbIM B KpacHyro kaury Poccuiickoit ®denepanuu u (WiM) KpacHbIe KHUTH CyOBEKTOB
Poccuiickoii @enepannn, a TakKe XUBOTHBIX, BBO3UMBIX B Poccuiickyro denepanuro st ydactus B
CIIOPTUBHBIX U 3PEIIHUIIHBIX MEPOIPUATHSX;

(B pen. @enepanbubix 3aKk0HOB 0T 06.12.2011 N 409-®3, ot 02.08.2019 N 297-D3)

6) NCTOIB30BaHNs HA TEPPUTOPUH MEKIYHAPOIHOTO METUIIMHCKOTO KIIacTepa.
(. 6 BBeneH PenepanbHbIM 3ak0HOM 0T 29.06.2015 N 160-D3)

2. B cnydasix, mpeayCMOTPEHHBIX YacThl0 1 HACTOSIIEH CTaThH, IOMyCKaeTcsa BBO3 B Poccuiickyro
denepanyio JIEKapCTBEHHBIX MPENapaToB, HE 3aperucTpUpoBaHHbIX B Poccuiickoit denepanyu 1m1bo He
3apErUCTPUPOBAHHBIX B COOTBETCTBHH C aKTaMH, COCTaBJISIIOIIMMHU ITpaBo Coro3a.

(B pen. @enepanbubix 3ak0HOB 0T 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

3. JlekapcTBEeHHBIC TIpenaparhl, MpeHa3HAYCHHBIC JIs1 TYMAaHUTAPHOW MOMOIIU (COACHCTBUS) WITH
IIOMOIIM IIPY 4YPE3BBIYAWHBIX CHUTyalusaXx, BBO3ATCA B Poccuiickyro @Denepaunuio B IOpAJIKE,
ycraHoBieHHOM [IpaButensctBoM Poccuiickoit ®@enepanuu. 3ampemaercss BBo3 B Poccuiickyro
@enepalMio  HE3aPETMCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  IPENapaTroB,  IPEAHA3HAUEHHBIX UL
rYMaHUTapHON MOMOIIHU (COASHCTBYS) WM MIOMOIY IIPU YPE3BBIYANHBIX CUTYAIIHSIX.

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratba 51. CotpyaHunyecTBO heaepanbLHOro opraHa WMCMNOSIHUTENbHOM BRacTu,
ocyllecTBnaLWero oyHKLMM NO KOHTPOJIIO U HaA30py B o6nacTv TaMOXeHHOro aena, u
APYrnx ynosiHoMoYeHHbIX (hegepanbHbIX OPraHOB UCNOJTHUTENBLHOM BNacTun
(B pen. @enepansuoro 3akoHa ot 30.01.2024 N 1-D3)

1. VYnonnoMmoueHHble (enepaabHble OpraHbl HCIOJHUTEIbHONM BIIACTH MPEAOCTABISIIOT B
pacriopsbkeHue (eaepaqbHOr0 OpraHa MCIOJHUTENBHOW BJIACTH, OCYHIECTBISIOMIEro (YHKIHMH IO
KOHTPOJIIO ¥ HA/J30py B 00J1aCTH TaMOKEHHOTO JieJa, TOCYJapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEJICTB,
a TaKke MH(OPMAIIMIO O BBIAHHBIX Pa3peIIeHUsIX Ha BBO3 KOHKPETHOM MapTHH JIEKaPCTBEHHBIX CPENICTB
B CJIy4asix, yCTAHOBJICHHBIX 4acThiO 3 ctaThu 47 HacTosimero denepanbHOrO 3aKOHA.

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

2. ®enepanbHBI OpraH WCIOTHUTEIBHOW BIIACTH, OCYIICCTBISIOMNNA (YHKIIMU 1O KOHTPOJIO U
HA/J30py B 00JacTH TaMOXEHHOTO Jena, MH()OpMUpYEeT yKa3zaHHBbIE B YacTW | HacToOALIeH CTaThbu
YIOJHOMOYEHHbIE (e/iepalibHble OpraHbl UCIOJHUTENIBHON BJIACTH O BBO3€ JIEKAPCTBEHHBIX CPEICTB B
Poccuiickyro @enepannio 1 BbIBO3€ JIEKAPCTBEHHBIX cpecTB U3 Poccuiickoit denepaunu no gopme u B
nopsijike, KoTopbie ycranoieHsl [IpaButensctBoM Poccuiickoit denepanmu.

(B pen. @enepanbubix 3ak0HOB 0T 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)
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Maea 10. PAPMALEBTUYECKAA OEATEJNIbHOCTb
CraTtbsa 52. OcyuwecTBneHue chapmaueBTUHECKON AEATENIbHOCTU

1. d)apMaueBTquCKa;I ACATCIIBHOCTL OCYHICCTBIIACTCA OpraHu3alusaMun ONTOBOM TOProBJIN
JIEKapCTBEHHBIMU  CpPEACTBAMM,  aNTEUHbIMH  OpraHU3alUsSM{, BETEPUHAPHBIMU  ANTEYHBIMU
opraHu3anusimu, HHAWBUYaJIbHBIMU npeaApuHUMAaTCIIsAMU, UMCHOIIINMHAU JJMIOCH3 U0 Ha
(bapMaleBTUUECKYI0 JESTeNbHOCTb, MEIUIIMHCKUMHU OpraHU3alMsIMH, HMEIOIUMHU JIMLIEH3UI0 Ha
(bapMaIeBTUYECKYI0 JEeSATEIbHOCTh, U UX OOOCOOJCHHBIMH IOJAPa3ACICHUSMH, PACIOIO0KEHHBIMU B
CEeJIbCKMX HAaCENEHHBIX MyHKTaX, B KOTOPBIX OTCYTCTBYIOT alT€YHbIE OpPraHU3alluU, U BETEPUHAPHBIMU
opraHusanuvsiMu, UMCIOIINUMHU JIMICH3WIO Ha q)apMal_IeBTI/I‘IeCKYIO ACATCIIbHOCTBD.

(B pen. @enepanbHbix 3akoHOB OT 25.11.2013 N 317-03, ot 08.08.2024 N 323-D3)

Koncynprantlntoc: npumedanue.

Y. 2 cT. 52 (B pen. @3 ot 28.04.2023 N 149-D3) B yacT aKKpeIUTAIIUN CIICIIUATUCTOB C BBICIIUM HIIA
CpPETHUM BETEPHUHAPHBIM 00pa30BaHUEM, OCYLIECTBISIOMUX (PapMaAIEeBTUUECKYIO JESITEIbHOCTD,
npumensercs ¢ 01.03.2026. CeptudukaTtsl TakuMm JuiaM Beigatores mo 28.02.2026 u IeUCTBYIOT HE
Oonee 5 ner.

2. ®usnyeckue IHMIA MOTYT OCYHIECTBIATH (HapMaleBTHUYECKYIO IESATEIBHOCTh NPH HAINYUU
BBICIIIETO WJIM cpelHero ¢apMareBTHYeckoro oOpa3oBaHusi M cepTH(]HKara crenuaiucra Jnbo
NPOWJCHHONW AaKKpeAWTAllMU CIENHANNCTa, BBICIIETO WJIM CPEJHEr0 BETEPHHAPHOTO OOpa3oBaHUS M
cepTUdUKaTa CrernuanucTa Ju00 MPOWICHHON aKKpeIuTaluy CHEIMAINCTa, a TAaKXKe BBICHIETO HIIU
CpeIHero MEAMIIMHCKOrO 00pa3oBaHUs, cepTU(HKAaTa CHeNUAINCTa JHO00 MPOMICHHOW aKKpeAuTanuu
CTELUANNCTAa U JOMOJHUTEIHLHOIO MPOPECCHOHATBHOIO O0pa3oBaHMs B YAaCTH PO3HUYHOM TOPrOBIH
JIEKapCTBEHHBIMU IIpenapatamMi JUIsi MEIWLIMHCKOTO TPUMEHEHHMS MpH YCIOBHM HX pPabOTHl B
000CO0JICHHBIX MOAPA3ACTCHUSIX MEIUIIMHCKUX OpraHu3alrii, yKa3aHHbIX B 4acTu | HacTosIIEel cTaThy.
(dactb 2 B pen. DeaepanbHoro 3akoHa ot 28.04.2023 N 149-D3)

Koncynprantlntoc: npumevanue.

JlexapcTBEeHHBIE MpenapaThl Al MEAULUHCKOTO MPUMEHEHUS, BBEICHHbIE B TPaKIaHCKUI 000pOT 10
29.11.2019, noanexxaT XpaHEHWIO, IEPEBO3KE, OTIYCKY, peajlu3aluy, Mepeaade, NPUMEHEHUIO 0
ncredeHus cpoka ux romHoctd (O3 ot 28.11.2018 N 449-03).

Ctatban 52.1. BBoa B rpaxaaHCKMM OOOPOT neKapCTBEeHHbIX CcpeacTB Ansa
MeOULUHCKOro NpUMeHeHus
(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

(BBenena denepanbHbIM 3ak0HOM OT 28.11.2018 N 449-D3)

1. Ilepen BBOAOM B IpaskJaHCKH 000pOT KaXKI0H CepuM WM KaXXA0H MapTUX MPOM3BEACHHOTO B
Poccuiickoit @enepaniun J€KapCTBEHHOTO Mpemnapara i MEIUIIMHCKOTO MPUMEHEHHUS], 32 UCKITIOUYEHUEM
UMMYHOOHOJIOTUYECKUX  JIGKAPCTBEHHBIX MPEMapaToB, MPOU3BOJUTENh TAKOTO JIEKAPCTBEHHOTO
mpenapara MpeACTaBIsSeT B AJIEKTPOHHOW (opme B QeaepalbHBI OpraH HMCHOJHUTEIHLHON BIIACTH,
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OCYMIECTBISIONMIA (QYHKIUM TIO KOHTPOJII W Haa30py B cdepe 3apaBOOXpaHEHUS, JTOKYMEHT
MIPOU3BOIUTEINS JIEKAPCTBEHHOT'O CPEJICTBA, MOATBEPIKIAIONINN KauyecTBO JIEKAPCTBEHHOTO IMpernapara, u
MOJITBEPK/ICHUE YIIOJTHOMOYCHHOTO JIMIIa TPOM3BOJIUTENS JICKAPCTBEHHBIX CPEICTB COOTBETCTBUS
JICKapCTBEHHOTO Mpenapara TpeOOBaHUSIM, yCTAaHOBJICHHBIM IIPH €r0 PEerUCTPaIli.

(B pen. @enepansuoro 3akoHa ot 30.01.2024 N 1-D3)

1.1. Ilepen BBOJIOM B Ipa’KAaHCKUNA O0OPOT KaXKAOH cepuu MU KaXAOH MapTUU MPOU3BEJCHHON B
Poccuiickoit deneparuu  dapmaneBTUUECKOW CyOCTaHIIMM TIPOU3BOJUTENIH TAKOTO JIEKAPCTBEHHOTO
CpeAcTBa IMpPEICTaBIseT B JJCKTPOHHOM ¢opme B (eaepalbHbIi OpraH HCIOJHUTENBFHONW BIIACTH,
OCYLIECTBISIONIMNA (YHKIMM IO KOHTPOJII M Haa3opy B cdepe 3ApaBOOXpPAHEHUS, JTOKYMEHT
MPOU3BOJUTENSL  JIGKAPCTBEHHOTO  CPEACTBA, IMOATBEPXKIAIOMIMI  KayecTBO  (papMalieBTUYECKOM
CyOCTaHIIMM, U JOKYMEHT, MOJITBEP’AAIOLINI COOTBETCTBHE JIEKAPCTBEHHOI'O CPEJCTBAa TPEOOBAHUSAM,
YCTaHOBJICHHBIM TIPU €r0 TOCYJAapCTBEHHOW pPETUCTpAllMM WM PErucTpauuu, ¥ o(OpMIICHHBIH
YIOJHOMOYEHHBIM JINLIOM IIPOU3BOAUTES JIEKAPCTBEHHBIX CPEACTB.

(uacts 1.1 BBenena @enepanbHbiM 3akoHOM 0T 30.01.2024 N 1-D3)

2. Tlepen BBOAOM B TpaXIaHCKUK OOOPOT KAXKION CEpUM WM KaKJIOW IMapTUHW BBO3WMOIO B
Poccuiickyro ®enepanuio JICKapCTBEHHOIO IIpernapara Uil MEAMIMHCKOIO IPUMEHEHHUs, 3a
UCKJIFOYEHUEM HMMYHOOHOJOIHMUYECKUX JIEKAPCTBEHHBIX IPENapaToB, OPraHMU3aLUs, OCYIIECTBIISIOIIAS
BBO3 JIEKapCTBEHHOro mpenapata B Poccuiickyio ®enepanuio, MpeicTaBiseT B AJIEKTPOHHOU ¢dopme B
(benepanbHbI OpraH UCIOJHUTEIBHON BJIACTH, OCYLIECTBISIONIMNA (YHKIIMM IO KOHTPOJIIO M HaA30py B
cepe 3ApaBOOXpAaHEHMS, TOKYMEHT IPOM3BOJMTENS JIEKAPCTBEHHOTO CPENICTBA, IOATBEPKIAIOIINI
KAauecTBO  JIGKAPCTBEHHOIO  IIpernapara, W  INOATBEPKICHHE  IMPEACTABUTENS  OpraHU3alluHy,
OCYLIECTBIISIOIIEH BBO3 JIEKAPCTBEHHOro Ipenapara B Poccuiickyro denepauuio ¥ ynoJIHOMOYEHHOU
MHOCTPAaHHBIM IIPOU3BOJIUTENIEM JICKAPCTBEHHBIX CPEACTB, COOTBETCTBHS BBO3UMOIO JIEKAPCTBEHHOIO
npernapara TpeOOBaHUAM, YCTAHOBJICHHBIM IIPU €r0 PETUCTPAIIH.

(B pen. ®enepansuoro 3akoHa ot 30.01.2024 N 1-D3)

2.1. Ilepex BBOAOM B Tpa)KAAaHCKUH OOOPOT KaKIOW CEpUHM WM KaXKAOH MapTUu BBO3MMOH B
Poccuiickyro @eaepannio papManeBTHUIECKOW CyOCTaHIIMKM OPTaHU3aIns, OCYIIECTBIISIIOIIAs BBO3 TAKOTO
JeKapcTBEHHOTO cpeactBa B Poccuiickyto @Deneparuio, NpeACTaBIsIeT B IJNEKTPOHHOUW (opme B
(benepanbHbI OpraH UCIOJHUTEIBHON BJIACTH, OCYLIECTBISIONIMNA (YHKIIMM IO KOHTPOJIIO M HaA30py B
cepe 3ApaBOOXpAaHEHMS, JOKYMEHT IPOM3BOJMTENS JIEKAPCTBEHHOTO CPENCTBA, IMOATBEPKIAIOIINI
KadecTBO (papMaIreBTUIECKOM CyOCTaHIINH.

(uactsb 2.1 BBeneHa @enepanbHbM 3akoHOM 0T 30.01.2024 N 1-D3)

3. Tlopsanok mpexncraBiaeHusi B COOTBETCTBMM ¢ vacTsamu 1, 1.1, 2 m 2.1 Hacrosmel craTbu
JOKYMEHTOB W CBEICHHH O JIEKapCTBEHHBIX CpPEICTBAX, BBOJUMBIX B TPaXIAHCKUNA 00OpOT,
ycranaBiuBaetcs [IpaButenscTBoMm Poccuiickoi denepanuu.

(uactsb 3 B pen. enepanpHoro 3akona ot 30.01.2024 N 1-D3)

4. B OTHOLICHWM TMEPBBIX TPEeX CEPUH WIM MNAPTUM JIEKAPCTBEHHOrO Ipernapara, BIEPBbIE
npousBerieHHoro B Poccuiickoit @enepanuu mim Brepsble BBo3UMOro B Poccuiickyro ®enepanmio (6e3
ydera JIO3UPOBKH) B paMKax OJHOIO PErucTPalMOHHOTO YIOCTOBEpEHHUs, B (QenepalibHblil opraH
WCTIOJHUTEIBHOM  BJIACTH, OCYWIECTBISIONMKA (YHKIMM 1O KOHTPOJIIO U Ham3opy B cdepe
31paBOOXPAHEHUs, AOMOIHUTEIBHO MPEACTABIIAECTCS MPOTOKOJ MCHBITAHUA O COOTBETCTBUU CEPUM WIIU
NapTUM JIEKapCTBEHHOIO Ipenapara i MEAMIMHCKOrO IPUMEHEHHs IIOKa3aTelsiM KaudecTBa,
MPEeIyCMOTPEHHBIM HOPMATUBHOW JOKyMEHTAallMe, WIM TpeOOBaHUSAM, YCTAHOBJIEHHBIM P
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perucTpalnuy B COOTBETCTBUH C aKTaMH, COCTaBIsoIMME paBo Coro3a (z1anee - MpOTOKOJI UCTIBITaHU),
MPOBOAMMBIX AKKPEAUTOBAHHBIMUA B COOTBETCTBHM C 3aKOHOAATENhCTBOM Poccuiickoit denepamuu 00
aKKpeIuTallud B HAIMOHAJIbHOM CHUCTEME aKKpeAuTauuu (QenepasbHBIMH  TOCYJapCTBEHHBIMU
OIO/DKETHBIMH YUPEKICHHUSIMHE, TI0JIBEJOMCTBEHHBIMH (DeiepaTbHOMY OpraHy MCHOJHUTEIBHON BIACTH,
OCYIIECTBISIONIEMY (YHKIMM 1O BbIPaOOTKE U peaju3allid TOCYJapCTBEHHOW MOJUTUKH U
HOPMAaTUBHO-TIPABOBOMY PETYJIMPOBaHUIO B cdepe 3apaBooXpaHeHus, U (eaepaabHOMy OpraHy
WCIIOJIHUTENIBHON  BJIACTH, OCYHLIECTBIsIONIEMY (YHKUMM 1O KOHTPOJIO M Haa3opy B cdepe
3apaBooxpaHeHus. JlomyckaeTcs  MpeAcTaBiI€HUE  MPOTOKOJA  UCHBITAaHUM, TPOBEIECHHBIX  C
WCIIOJIb30BAHUEM CpPEICTB JUCTAHLMOHHOTO B3auMoaeucTBusA. [lopsmok BbeZauum  yKa3aHHBIMHU
benepanbHBIMU TOCYAAPCTBEHHBIMH OFOKETHBIMU YUPEXKICHUSIMHU JTAHHOTO MPOTOKOJA U pa3Mep TIATHI
3a ero BblJlauy ycTaHaBinuBaroTcs [IpaButensctBom Poccuiickoi denepannm.

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

4.1. IIpencraBiieHue MPOTOKOJIA UCIIBITAHUM JOMYCKAETCS TOJIBLKO B OTHOIICHUHU MEPBON CEPUM WITU
[IEpBOM NAapTUU JIEKAPCTBEHHOI'O IIpernapara, BIEpBbIE IPOU3BeeHHOro B Poccuiickon denepanuu uimm
BriepBble BBO3MMOTO B Poccuiickyro ®enepanuio (3a HCKIOYEHHEM JICKAPCTBEHHBIX IpeEnapaTos,
yKa3aHHbIX B yacTsax 4.2 u 4.3 HacTos1Iell cTaThH), B Cllydae MpelOCTaBICHUsI CBEICHUM O JaTe BbIIayu U
PErUCTPAllMOHHOM HOMEpE 3aKJIIOYEHUsT COOTBETCTBHMS IPOMU3BOJICTBA JICKAPCTBEHHBIX CPEACTB
TpeOOBaHUSM TIPaBUJ HAJUICKAIICH MPOU3BOJICTBEHHOW NPAKTHKHU, BBIJIAHHOTO YIIOJIHOMOYEHHBIM
denepanbHBIM OpPraHOM HCIHOJHUTENBHOM BIIACTH, WM CcepTU(UKATa COOTBETCTBHUS MPOM3BOACTBA
JEKapCTBEHHBIX  CPEICTB  TPEeOOBAaHWMSIM TMPABWJI  HAAJEKANIEH MPOU3BOJICTBEHHOW  MPAKTUKH
EBpa3niickoro 3KOHOMHUYECKOIO CO03a, BBIIAHHOTO YIOJIHOMOYEHHBIM OPraHOM TOCYAapCTBa - 4ieHa
EBpasuiickoro 3KOHOMHYECKOTO CO1034, B OTHONICHUU MIPOU3BOACTBEHHOMN IJIOIAIKH
(MIpON3BOACTBEHHBIX IJIOUIA/I0K), OCYIIECTBIISIIOIIECH MPOU3BOJICTBO TOTOBOM JIEKApCTBEHHONW (DOPMBI U
BBIITYCKAIOIIMI KOHTPOJb KauecTBa JICKAPCTBEHHOI'O Ipernapara, NpU YCIOBUU OTCYTCTBUSI B TEUCHHUE
TpeX JET, NPEAIIECTBYIOIINX J1aTe BbIIa4u IMPOTOKOJIA UCIIBITAHUIM, CIIy4aeB BBISIBICHUS HECOOTBETCTBUS
YCTAaHOBIICHHBIM TPEOOBaHHUSAM KadyecTBa JICKAPCTBEHHBIX CPEICTB, WHGOpMAIUs O KOTOPBIX
ony0OJIMKOBaHa Ha caiiTe (enepaibHOrO OpraHa UCIOJHUTEIbHON BIACTH, OCYLIECTBIAIOMIETO (PyHKIIMU
0 KOHTPOJIIO U HAaI30py B cdepe 3ApaBOOXPAHECHHUSI, B OTHOLICHUH BCEX MPOU3BOCTBEHHBIX IUIOMIAIOK,
OCYLIECTBJISIOIIMUX IPOU3BOJICTBO JIEKAPCTBEHHOT'O IperapaTa W BbIIYCKAIOMIMM KOHTPOJIb KayecTBa
JIEKapCTBEHHOTO Tperapara.

(dactb 4.1 BBegeHa denepanbubiM 3akoHoM OT 30.01.2024 N 1-D3)

4.2. He Ttpebyercs mpeacTaBIeHUE MPOTOKOJA HCIBITAaHUHM, yKa3aHHOro B yactu 4 wumm 4.1
HACTOAIIEH CTaTbU, B OTHOIIEHWU OpGaHHBIX JIEKAPCTBEHHBIX IPENapaToB, BBHICOKOTEXHOJOTUYHBIX
JICKapCTBEHHBIX IPENapaToB, MOJTYYCHHBIX U3 OMOJOTMYECKOr0 MaTepualia OMpEeAEICHHOTO YelIOBeKa U
MpeHa3HAYEHHBIX 711 IPUMEHEHUS 3TOMY KE UEIOBEKY.

(uacts 4.2 BBeneHa PenepanbHbIM 3ak0HOM 0T 30.01.2024 N 1-D3)

4.3. B OTHONIEHWH OJHON CEpPUU WU OJHOM MAPTHUU BBICOKOTEXHOJIOTMYHOTO JIEKAPCTBEHHOTO
mpemapaTta (3a HCKIIOUEHUEM BBICOKOTEXHOJOTHYHBIX JIEKAPCTBEHHBIX MPEMapaToB, MOMYyYEHHBIX W3
OMOJIOrMYECKOro MaTepuaa onpeAeseHHOro YelloBeKa U MpeAHAa3HAYEeHHBIX AJIsl IPUMEHEHUs 3TOMY Ke
YEJIOBEKY), BIEpBblE Mpou3BeaeHHOro B Poccuiickoid @exepauuu WM BIOEPBblE BBO3UMOIO B
Poccuiickyto ®enepannio, MpeCTaBIsSETCd MPOTOKOJ HCHBITAHUN, MPOBEACHHBIX C HCIOJIb30BAaHUEM
CPEJICTB JUCTAHIIMOHHOTO B3aUMOJICHCTBUS B TEUEHUE MEPBBIX TPEX JIET MOCJIE BBOJA TAKOrO Mpemnapara
B IPaKJIaHCKUI 000POT.

(uactsb 4.3 BBeneHa PenepanbHbIM 3akoHOM 0T 30.01.2024 N 1-D3)
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5. ExxeronHo He mosgHee 1 ampenst MpOM3BOAMTENM JIEKAPCTBEHHBIX CPEICTB WIM OpraHU3aluH,
OCYLIECTBJISIOIIME BBO3 JIEKAPCTBEHHBIX IpenaparoB B Pocculickyro denepanuro, MpeACTaBISIOT B
(benepanbHbI OpraH UCIOJHUTEIBHON BJIACTH, OCYIIECTBISIONIMNA (YHKIIMM IO KOHTPOJIO M HAA30py B
chepe 31paBOOXpaHEHUS, NPOTOKOJ HCIBITAHUN MOCTYNMBLIETO B TEYCHHUE MPEALICCTBYIOIIEIO
KaJICHJapHOr0 T0/la B I'PaXXJaHCKHI 00OpOT JIEKapCTBEHHOI'O Ipernapara COIJIacHO PErMCTPalMOHHOMY
YIOCTOBEPEHUIO (Ha OJHY CEpHI0 TOPrOBOrO HAWUMEHOBAHUS C YUETOM JIEKapCTBEHHOW (HhOpMBI OHOU
J03UPOBKH), MPOBOAMMBIX AKKPEIUTOBAaHHBIMH B COOTBETCTBUU C 3aKOHOJATEILCTBOM Poccuiickoit
@enepanu 00 aKKpeIUTallMd B  HAMOHAJIBHOM CHCTEME aKKpPEAWUTAIlMM  HCIBITATebHBIMU
nabopatopusMu (1ieHTpamu). IlpencraBieHue NMpoTOKOJA UCHBITAHUN, NMPEAYCMOTPEHHOIO HACTOALIEH
4acTbl0, B OTHOIIEHHUU JIEKAPCTBEHHBIX IIPENaparoB, YKa3aHHBIX B 4acTH 4.2 HACTOSILEH CTaThHy,
JI0OITyCKAETCsl OJIUH pa3 B TP rojia IpU yCIOBUM MX BBOJA B rpaxxaaHCKuil 06opot. [Ipu npencraBnenun
MPOTOKOJIA MCIIBITAaHUM, PETyCMOTPEHHOT0 yacTsMu 4 u 4.1 HacTosIIel cTaTbu, B GenepaibHbIil opran
UCTIOJIHUTEJIBHOM  BJIACTH, OCYWIECTBISAIOMMKA (YHKIMM IO KOHTPOJIO U Haa3opy B cdepe
3paBOOXPAHEHHUs, IIPOTOKOJI UCIBITaHUH, NIPEAYCMOTPEHHBIM HACTOSAIICH YacThlO, B YKa3aHHBIA OpraH
HE IPEICTABIIACTCA.

(uactsb 5 B pen. enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

5.1. IlpomsBomuTenu JEKapCTBEHHBIX CPEICTB WJIM OpPraHU3aluH, OCYLIECTBIIOIIAE BBO3 B
Poccuiickyro ®eznepanuio BBICOKOTEXHOJOTMYHBIX JIEKAPCTBEHHBIX IpENapaToB, BMECTO IPOTOKOJA
WCIIBITAaHUH, MPETyCMOTPEHHOTO YacThIO 5 HACTOAIIECH CTaThH, BIpaBe MPEACTaBUTh B (pemepanabHbIi
OpraH HUCHOJHHUTENBHOM BIIACTH, OCYIIECTBISIOMNN (YHKIMM 1O KOHTPOJIO W HAaa30py B cdepe
3paBOOXPAHEHUsS, CBEACHHA O JaTe€ M PErUCTPAlMOHHOM HOMEpPE 3aKIIIOYEHUS O COOTBETCTBUH
MPOU3BOJUTENSL JICKAPCTBEHHBIX CPEACTB TPeOOBAHMSAM NPAaBUI HAJUIeKALIEH IMPOU3BOACTBEHHOU
IIPAKTUKU UM cepTU(UKATa COOTBETCTBHS MPOU3BOCTBA JEKAPCTBEHHBIX CPEJCTB TPEOOBAHUSM IIPABUII
HaJUIeKAlled IPOM3BOJCTBEHHON IPAaKTUKU EBpa3sHiiCKOrO 3KOHOMHUYECKOIO CO033a, BBIIAHHOIO
YIOJHOMOYEHHBIM OpPraHOM TOCyJapcTBa - WieHa EBpa3sHiiCKOr0 3KOHOMHYECKOTO CO03a, M
MPOU3BOJICTBEHHON TIJIOMIAAKK (TIPOU3BOACTBEHHBIX IUIOIIA0K), OCYLIECTBIISIOMIEH MPOU3BOJCTBO
TOTOBOM JIEKapCTBEHHOM (POPMBI U BBIITYCKAIOIINUNA KOHTPOJIb KAYeCTBA JIEKAPCTBEHHOTO MTpenapara.
(uactsb 5.1 BBeneHa @enepanbHbiM 3akoHOM 0T 30.01.2024 N 1-D3)

6. IlpowsBoguTenu JEKAPCTBEHHBIX CPEACTB WM OPraHM3alliM, OCYIIECTBIAIONINE BBO3
JIeKapCTBEHHBIX IpemnapatoB B Poccuiickyio deneparuio, He MEHee YeM 3a OJMH TOA 10 TUIAHUPYEMBIX
NPUOCTAHOBICHUS WM IPEKPAIICHUs] NPOU3BOJCTBA JICKAPCTBEHHBIX MpENapaTroB WIM HX BBO3a B
Poccuiickyto ®enepanuio yBeOJOMISIIOT 00 3TOM B JJIEKTpOHHOH (Gopme denepanbHblii Oprax
WCTIOJIHUTENBHONW BJIACTH, OCYIIECTBISIOMMN (YHKIMM 10 KOHTPONIO M Hama3opy B cdepe
3IpaBOOXpaHEHHUsS W (enepaibHbIil OpraH WCHOJHUTEIBHOM BIACTH, OCYUICCTBISIOMNN (YHKLIUHU I10
JMLIEH3UPOBAHUIO ITPOM3BOCTBA JICKAPCTBEHHBIX CPE/ICTB.

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

7. BBom B TpakgaHCKHA OOOPOT KaKIOW CEpUM WM KaXIAOW MapTHH MMMYHOOHOJIOTHYECKOTO
JIEKApCTBEHHOI0 IIpenapara, IpousBeneHHoro B Poccutickoit @enepanuu uim BBo3uMoro B Poccuiickyro
denepanuio, OCYLIECTBIAETCS HA OCHOBAHUHU DPAa3pEIICHUs, BBIJAHHOTO (eAepalbHbIM OpPraHOM
UCTIOJHUTENIBHOM BJACTH, OCYHIECTBISIOMIMM (YHKIMHM TIO KOHTPOJIIO M Haa3opy B cdepe
3/IpABOOXPAHEHMs, HAa OCHOBAHUHU BBIJAHHOTO (elepalbHbBIMU TOCYJapCTBEHHBIMU OIOJKETHBIMU
YUpEXKIECHUSMHU, YKa3aHHbIMU B 4acTU 4 HACTOSIIEH CTATbH, 3aKJIIOUEHUS O COOTBETCTBUHM CEPUHU WU
HNapTUUM UMMYHOOMOJIOTHYECKOT0 JIEKAPCTBEHHOrO Ipernapara TpeOOBaHUSAM, YCTAHOBJIEHHBIM IPU €ro
roCyJapCcTBeHHOH peructpanuu. [opsaok Bbady pa3peuieHrs Ha BBOJ B TPaXKIAHCKUNA 000pOT cepuu
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WIN NApTUU UIMMYHOOHMOJIOTHYECKOT0 JIEKAPCTBEHHOIO IIpernapara, a Takke MOpsAA0K BbIIaul yKa3aHHOTO
3aKJIIOYEHUs W pasMep IUIaTel 3a €ro Bblgady ycra”aBnuBarorcs [IpaBurenscrBom Poccuiickoit
denepanuu.

7.1. ®opma U MOPSAOK NMPOBENEHUS UCIBITAHUM, yKa3aHHBIX B yacTsax 4, 4.1, 4.3 u 5 Hacrosmen
CTaTbU, B TOM YHCJIE C UCIOJIb30BAHUEM CPEJICTB JAUCTAHLIMOHHOTO B3aMMOJEHCTBHS, yCTaHABJINBAIOTCS
IIpaBurensctBoM Poccutickoit denepanuu.

(dactb 7.1 BBengeHa denepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

8. 3a HempexacTaBieHUE WIM HECBOEBPEMEHHOE INIPEICTaBICHUE JOKYMEHTOB WU CBEICHMII,
NpeaycMOTpeHHbIX vacTamu 1, 2, 4, 4.1, 4.3, 5, 5.1 u 6 HacTosimed CTaThbu, MNPOU3BOAUTEIU
J'IeKapCTBeHHI:IX Cpe,Z[CTB 148 OpI‘aHI/IBaHI/II/I, OcyH_IeCTB.H}IIOH_II/IG BBO3 HeKapCTBeHHBIX HpenapaTOB B
Poccuiickyro @enepaiuio, HECYT OTBETCTBEHHOCTh B COOTBETCTBUHU C 3aKOHOJIATENIbCTBOM Poccuiickoi
denepanuu.

(B pen. @enepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

9. llpencraBieHne TOKyMEHTOB M CBEIEHHI, NPEIyCMOTPEHHBIX 4dacTsaMU 1, 2 u 4 Hacrosuen
CTaTbU, W TIOJIyY€HHE NPEIYCMOTPEHHOIO YacTbl0 7 HACTOAIIEH CTAaThbM pa3pellieHuss Ha BBOJ
MMMYHOOHOJIOTHUECKOTO JICKApPCTBEHHOTO TIpenapaTa B TpakKIaHCKUKA 000poT He TpeOyloTcs B
OTHOLICHUM JIEKAPCTBEHHBIX MPENaparoB, IMPEIHA3HAYEHHBIX [UId TPOBEACHHS  KIMHUYECKHX
MCCIICIOBAaHUM JIEKAPCTBEHHBIX IPEMapaToB, MPOBEACHUS 3KCIEPTU3Bl JICKAPCTBEHHBIX CPEACTB IS
OCYILECTBIICHHSI TOCYAAPCTBEHHOM pPErucTpaluy JIEKAPCTBEHHBIX MPENapaToB, a TAaKKe B OTHOIICHUU
HE3apErHCTPUPOBAHHBIX JIEKAPCTBEHHBIX MpPENapaToB, MPeJHA3HAUYCHHBIX JUIA OKa3aHUS MEIUIIUHCKON
MIOMOILM IO >KU3HEHHBIM IOKa3aHUSIM KOHKPETHOTO NallME€HTa WM IPYMNIbl MallUE€HTOB, BBO3UMBIX B
Poccuiickyto ®@enepannio B cooTBeTcTBUM € yacTamu 3 U 3.1 crateu 47 Hacrosero denepanbHOro
3aKOHa.

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

10. Ilpu BBIABJICHHH B TPaXIaHCKOM OOOpPOTE CEpUU WM TMApPTHUHU JICKAPCTBEHHOTO Tperapara,
JOKYMEHTBI U CBEACHHUS O KOTOPBIX, MpeaycMOTpeHHble yacTsamu 1, 2, 4, 4.1, 4.3, 5 u 5.1 nacrosuieit
CTaTbH, HE TPEJCTABICHbI B (peiepalibHbII OpraH UCIOJHUTENbHOM BIACTH, OCYIIECTBISIOMNNA (PYHKIIMH
10 KOHTPOJIIO M HAA30pY B cepe 31paBoOXpaHeHUs], TMO0 CEpUU MU MapTUH UMMYHOOHOIOTHYECKOTO
JIEKapCTBEHHOI'0 Ipermapara, HEe MMEIONIMX pa3pelieHuss Ha BBOJ B TIpakIaHCKUH 000pOT,
NPEeJYCMOTPEHHOTO 4YacThl0 7 HACTOSIIEH CTaTbM, (peaepanbHblii OpraH HUCIOJHUTENIBHOW BIIACTH,
OCYIIECTBISIONMN (QYHKUMK 10 KOHTPOIIO W HaA30py B cdepe 31paBOOXpaHEHHUS, B TMOPSJIKeE,
ycraHoBieHHOM IIpaBurensctBoM Poccuiickorn denepanuy, NPUHUMAECT PEIICHUE O IPEKPALCHUU
IpaX/IaHCKOro 000poTa TAaKMX CEpUU WIM TapTUU [0 TPEICTABICHUS YKa3aHHBIX JOKYMEHTOB M
CBeJIeHU MO0 MOTydeHHs YKa3aHHOTO Pa3peIieHusl.

(B pen. @enepansuoro 3akoHa ot 30.01.2024 N 1-D3)

Koncynprantllntoc: npumevanue.

Cr. 52.2 He pacnpOoCTpaHsETCs Ha CEpUM JIEKApCTB Uil BETEPUHAPHOTO MPUMEHEHUS, BBEICHHBIE B
rpaxaanckuii odopor no 01.09.2023, xoTopele MmoanexaT MPUMEHEHMIO 10 MCTEUEHHUS CpOKa HX
rogHoctu (O3 ot 02.07.2021 N 317-D3).

Cratban 52.2. BBoao B rpaxpaHCKMM OOOpPOT NeKapCTBEHHbIX nNpenapaTtoB Ans
BeTEPUHAPHOro NpUMMeHeHus
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.12.2024)
"06 obpalleHMn NeKapCTBEHHbIX CpeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHenus: 24.01.2025

(BBenena denepanbabiM 3akoHOM OT 02.07.2021 N 317-D3)

1. Tlepen BBOAOM B TpakIaHCKH OOOPOT KaXIOH cepuu mpom3BeAeHHOro B Poccuiickoii
QPenepanny  JEKapCTBEHHOI'O Ipemapara Uil BETEPUHAPHOTO IPUMEHEHHs, 332 HCKIIOYEHHEM
MMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOT'O Iperapara Jjisi BETEPUHAPHOTO NMPUMEHEHUs, TPOU3BOIUTENH
TaKOro JIEKApCTBEHHOTO IperapaTa MPeACTaBiseT B YBEJIOMUTEIBHOM MOpsiKe B (deaepanbHbId Opraxn
WCTIOJHUTENIBHOM BIIACTH, OCYIIECTBIIAIONINN (YHKIMH TO KOHTPOJIO (Ham3opy) B cdepe oOparieHus
JIEKAPCTBEHHBIX CPEJICTB JIJIsl BETEPUHAPHOIO NPUMEHEHUS:

1) JOKyMEHT MpPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB, MOATBEPKAAIONINI COOTBETCTBUE KauecTBa
JIEKapCTBEHHOI'0 Tpernapara A BETEepUHAPHOIO NPHUMEHEHHUs, BBOJMMOIO B TPa)IaHCKHI 000poT,
TpeOOBaHUSAM, YCTAHOBIIEHHBIM IIPU €0 TOCYAAPCTBEHHOM PETUCTPAIIHH;

2) TOATBEp)KIACHHE  YMOJIHOMOYEHHOTO JIMIAa MPOW3BOJIUTENS JIEKAPCTBEHHBIX  CPE/ICTB
COOTBETCTBHUSI ~ JICKAPCTBEHHOTO Ipernapara JUIsi BETEpUHAPHOTO TNPUMEHEHHUs TpeOOBaHUsM,
YCTaHOBJIEHHBIM IIPH €r0 FOCYJapCTBEHHON PErUCTpaliu.

2. Tlepenm BBOAOM B Tpa)xJaHCKHH OOOPOT KaXJOH CEpuU BBO3UMOTO (IIEPEMEIIAEMOTr0) B
Poccuiickyto ®enepanuio JIE€KapCTBEHHOrO IMpenapara Jid BETEpUHAPHOTO TMPUMEHEHHS, 3a
UCKJIIOYEHUEM UMMYHOOMOJOTHYECKOr0 JEKAapCTBEHHOTO Iperapara Jjs BETEPUHAPHOTO MPHUMEHEHHUS,
OpraHm3alysi, OCyIIeCTBISIONas BBO3 (TlepeMelleHne) JIeKapCTBEHHOro Mpenapara Jijisi BETepUHAPHOTO
npuMeHeHust B Poccuiickyto deneparuio, IpeAcTaBisieT B YBEAOMHUTEIBHOM MOPsAIKE B (eaepalbHbINd
OpraH WCIIOJTHUTEIIBHOW BJIACTH, OCYIICCTBISIONIMN (QYHKIIMU 10 KOHTposto (Ham3opy) B cdepe
oOpallleHus JIGKAPCTBEHHBIX CPEJICTB JIUIsl BETEPUHAPHOTO IPUMEHEHUS:

1) 1OKyMEHT MPOU3BOAUTEINS JIEKAPCTBEHHBIX CPENICTB, MOATBEPKIAIONINI COOTBETCTBUE KaueCcTBa
JIEKapCTBEHHOTO TIperapara s BETEePUHAPHOTO NPHUMEHEHHUs, BBOJMMOTO B TPa)¥JTaHCKHI 000pOT,
TpeOOBaHUSM, YCTAHOBIIEHHBIM IIPU €0 TOCYAapCTBEHHOM perucTpaluy;

2) MOATBEpKACHHUE JIWIA, YIOJHOMOYEHHOrO JepiKaTelieM WM BIIAJIEIbIEM PEruCTPALlUOHHOTO
YAOCTOBEpEHUsI JIEKAPCTBEHHOI'O TMpenapara JUisi BETEPUHAPHOTO TMPUMEHEHHUs, COOTBETCTBUS
JIEKapCTBEHHOT'O TperapaTa JUisi BETEPUHAPHOTO MPUMEHEHUsI TPpeOOBAHMSIM, YCTAHOBJICHHBIM TIPU €T0
roCy/1apCTBEHHOW PETUCTPALIUU.

3. BBox B rpaxmaHckuil o0opor BBO3UMOTro (mepemeniaemoro) B Poccuiickyro ®eneparuio
JICKQpCTBEHHOTO TMperapara s BETEPUHAPHOTO MPHMEHEHHS] OCYIICCTBIISCTCS TPH HAIWYHH
3aKJIIOYEHUST O COOTBETCTBHHM TPOM3BOJAUTENS JIEKAPCTBEHHBIX CPEJACTB TPEOOBAHUSM IPABUI
Ha/IJIeKAIIed TPOW3BOJICTBCHHON MPAKTHKH, BBIIAHHOTO YIIOJHOMOYEHHBIM (elepaabHbIM OpraHOM
WCIIOJIHUTENIGHON BJIACTH N7 MPOW3BOJCTBEHHON IUIOMIQAKU JIEKAPCTBEHHOTO TMpermapara Jyis
BETEPUHAPHOTO MPUMEHEHHUSI, BBOJIMMOTO B TPAKIAAHCKHUNA 00OPOT.

4. JIuno, ymOJHOMOYEHHOE JepKaTelieM WJIM BIAJENbleM PEruCTPALMOHHOTO YAOCTOBEPEHUS
JICKQpCTBEHHOTO TMperapara Ui BETEPHHAPHOTO MPHMEHEHHS, JOJDKHO OBITh aTTeCTOBAHO B
YCTaHOBJIEHHOM YTIOJIHOMOYEHHBIM (eiepabHbIM OPraHOM HMCIIOJHHUTEIBHON BIIACTH MOPSIKE U UMETh
CTaX pabOThl HE MEHEe YeM IMATh JeT B 00JacTH MNPOM3BOACTBA W (WJIM) KOHTPOJS KadecTBa
JICKapCTBEHHBIX CpeAcTB OO B o00jmacth MOHUTOpUHTA 3S(PQPEKTUBHOCTH U OE30MACHOCTH
JICKQpCTBEHHBIX TMPEMapaToB Ui BETCPHHAPHOTO MPHUMEHEHHs, IMPOBOJAMMOTO JEpiKaTesieM WIH
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?;zieﬁ”;gbivz' 32%'(22}”) ot 12.04.2010 N 61-03 JloKyMeHT npeAocTaBnieH KoHcynbTaHTItoc

"06 obpalleHMn NeKapCTBEHHbIX CpeacTB” Hata coxpatenms: 24.01.2025

BJIQJICTIBIIEM PETUCTPAIMOHHOTO YIAOCTOBEPEHHUS JICKAPCTBEHHOI'O IIperapara il BETEPHHAPHOTO
HpI/IMeHeHI/ISI JII/I6O YHOJ'IHOMO‘ICHHBIM 50.%0%0 IOpI/II[I/I‘-IGCKI/IM JIUIIOM, BBICHICC O6pa3OBaHI/I€ COOTBETCTBCHHO
10 OJTHOM W3 CTCIHAIBHOCTEH 1 (MJIM) OJJHOMY M3 HAIpaBJICHUI MOATOTOBKHU: OMOJIOTHS, OMOTEXHOJIOTHSI,
BeTepI/IHapI/ISI, BeTepHHapHo-caHHTapHaﬂ 3KCHepTI/I3a, KIIMHNYCCKas MCAUIIMHA, paI[I/IaI_[I/IOHHaH,
XUMHYECKass W OwWonormueckas 3amuTa, (apmanus, (QyHIaMEHTaIbHAs MEIUIMHA, XHUMHUYCCKas
TCXHOJIOI'UA, XUMU.

5. Ilopsimok mpeacTaBieHuss B COOTBETCTBUU C YacTsMU | U 2 HAcTOsINIEH CTaTbU JOKYMEHTOB W
CBEJICHUH O JICKaPCTBEHHBIX IIpenaparax Uil BETEPUHAPHOI'O NPUMEHEHMS, BBOJUMBIX B I'PaXIAHCKUU
obopor, ycranaBnuBaetcs [IpaBurensctBoM Poccuiickoit deneparum.

6. B oTHomeHWH TEpPBBIX [BYX CEpHil JEKapCTBEHHOTO IIpernapara JUis BeTepUHAPHOTO
NpUMEHEHUsI, BIEpBbIe Npou3BeAeHHOro B Poccuiickoit @Penepanyu WIM BIEPBbIE BBO3WMOTO
(mepemerraemoro) B Poccuiickyio ®Penepauuio, B QenepaibHbIii OpraH HCHOJHUTEIBHOH BIacTH,
OCYIIECTBIISIOMUNA (HYHKIIMH 110 KOHTPOIIO (HaI30py) B chepe oOpaiieHus JeKapCTBEHHBIX CPEACTB s
BETEPUHAPHOTO NMPUMEHEHHs, HapAay ¢ JOKYMEHTaMH, NPEIyCMOTPEHHBIMH YacTsiMU | M 2 HacTosIeil
CTaTbM, MPEJCTABIISIIOTCS TPOTOKOJIBI MCIBITAHHM O COOTBETCTBUM OJTHX CEpUN JIEKAPCTBEHHOTO
mpernapara JUisi BETEpUHAPHOTO MPUMEHEHUS TTOKa3aTeNIM KayecTBa, MPEeTyCMOTPEHHBIM HOPMAaTHBHBIM
JOKYMEHTOM (J1ajee - MPOTOKOJ HCHBITaHUI), MPOBOJUMBIX aKKPEIUTOBAHHBIMH B COOTBETCTBUM C
3akoHojaTenbcTBOM  Poccuiickoit  ®eneparu 00 aKkKpeiWTalMM B HAIMOHAJIBHOM  CHCTEME
AKKPEIUTAIMH HCTIBITATEILHBIMU JIA00PATOPUSAMHU (IIEHTPAMH ).

7. ExxerogHo He mosnHee 1 ¢deBpans mpou3BOAUTENN JEKAPCTBEHHBIX CPEJCTB MM OpraHU3aIUH,
OCYIIECTBIISIONINE BBO3 (II€peMEIEHHUE) JIEKAPCTBEHHBIX MTPEenapaToB AJisi BETEPUHAPHOTO IPUMEHEHHUS B
Poccuiickyto ®enepanuio, MNPeACTAaBISAIOT B (QelnepaibHbIl OpraH MCHOJHHUTEIBHON  BIIACTH,
OCYIIECTBISIOMUNA (HYHKIIMH 110 KOHTPOIIO (HaI30py) B chepe oOpaiieHus JeKapCTBEHHBIX CPEACTB s
BETEPUHAPHOIO0 MPUMEHEHUSI, IPOTOKOJ HCIBITAHUNA MOCTYNMBILIETO B TEUEHUE I0Jla B I'PAXKAAHCKUI
000pOT JIEKAPCTBEHHOTO IMpernapara JJisi BETEpPUHAPHOTO MPUMEHEHHUS] KOHKPETHOTO MPOU3BOAUTENS (HA
OJHY CEpUI0 KaXJOro TOProBOro HAMMEHOBAHUS C YYETOM JIeKapCTBEHHOW (opmbl, a ams
JIEKapCTBEHHOTO npemnapara TUIS BETEPUHAPHOTO MPUMEHEHUS, HE SIBJIAIOILIETOCS
UMMYHOOMOJIOTHUECKUM, TaKXe C YYeTOM JIO3UPOBKH), MPOBOJUMBIX aKKPEAUTOBAHHBIMU B
COOTBETCTBHH C 3aKOHOAATeNbcTBOM Poccuiickoit ®denmepanuu 00 akKpeAUTAIlMd B HAIMOHAIBHOU
CHCTEME aKKPEIUTALUU UCIIBITaTeIbHBIMU JIAOOPATOPUAMH (LICHTPaMH).

8. BBog B TpaxmaHCKuii 000pPOT MMMYHOOHMOJIOTHYECKOTO JIEKAPCTBEHHOTO Ipernapara Jyist
BETCPUHAPHOIO NPUMEHEHUSA, MpousBeAeHHOro B Poccuiickoii @enepanuu UM BBO3HMOIO
(nepemeraemoro) B Poccuiickyro @enepaiinio, ocymecTBIsSETCs Ha OCHOBAaHUU pa3pelleHus], BbIITaHHOTO
denepanbHBIM OPraHOM UCIOTHUTEIBHON BIACTH, OCYIIECTBISIONUM (DYHKIIMU TI0 KOHTPOIIO (HAI30pY)
B cpepe oOpalieHus JIeKapCTBEHHBIX CPEJICTB JIsl BETEPUHAPHOTO MPUMEHEHUs. YKa3aHHOE pa3pelieHue
BBIJJACTCS HA OCHOBAHMUM IMPOTOKOJA MCHBITAHHUM, MPOBOJAUMBIX aKKPEIUTOBAHHBIMU B COOTBETCTBUU C
3aKOHOMaTenbCTBOM  Poccuiickoit  ®@enepanmuu 00 aKKpeIuTallud B HAlMOHAJIBHOM  CHCTEME
aKKpeIUTAIIMA OPTaHU3aIUsIMU, MOABEIOMCTBEHHBIMU (heJiepaTbHOMY OpPTaHy HCIIOTHUTEIHHOW BIACTH,
OCyIIECTBISIONEMY (YHKIUU MO BBIPAOOTKE TOCYNapCTBEHHOW MOJIUTHKH W HOPMATUBHO-IIPABOBOMY
perynupoBaHuio B cdepe arpornpoMBIIUICHHOTO KOMIUIEKCAa, BKIIOYash OOpalleHHe JIEKapCTBEHHBIX
CPEICTB IJIsl BETEPUHAPHOTO IPHUMEHEHUs, WU (elepallbHOMY OpraHy HCHOJHUTENbHON BIacCTH,
OCYIIECTBISIONIEMY (DYHKIMH 110 KOHTPOITIO (Haa30py) B chepe oOpalieHus JIeKapCTBEHHBIX CPEICTB TS
BETEPUHAPHOTO TNMPUMEHEHHs, a TaKXKe JOKYMEHTOB W CBEACHMUH, NMPEIyCMOTPEHHBIX 4YacTbio 1 (mist
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TpenaparoB, MPOU3BEACHHBIX B Poccuiickoit denepanun) Wid 4acTbio 2 (A1 MpenapaToB, BBO3UMBIX
(nepememaeMsbix) B Poccuiickyro denepaiinio) HaCTOALIEH CTaThU.

9. Cpok BbIIa4M pa3pelIeHHs], YKa3aHHOTO B YaCTH § HACTOSIICH CTaThH, COCTABIISIET MATh pabounx
THEH €O [JHS TpEeACTaBICHUS IPOU3BOAUTENEM JIEKAPCTBEHHBIX CPEICTB WM OpraHU3alUeH,
OCYIIECTBISIONIEH BBO3 (IepeMenIeHNe) JIeKapCTBEHHOTO Mpenapara /sl BETepUHAPHOTO MPUMEHEHUS B
Poccuiickyro ®enepanuio, B peaepaibHbIil OpraH HCIIOJHUTEIBLHON BIACTH, OCYHIECTBISIIOIUN (HYHKIIUN
0 KOHTPOJIIO (Haa30py) B chepe oOpaiieHust JIEKapCTBEHHBIX CPECTB Il BETEPUHAPHOTO MPUMEHEHHSI,
JOKYMEHTOB, IIPEAYCMOTPEHHBIX YaCThIO 8 HACTOSIIEH CTaThbHU.

10. Pa3pemienue, yka3aHHOE B 4acTH 8 HACTOAIIECH CTaThbH, BBIAAETCS B OTHOIICHUM KaXIOW W3
MEPBBIX JIBYX CEpUH HMMMYHOOHMOJOTHYECKOTO JIEKAPCTBEHHOTO TMpenapara i BETEPHHAPHOTO
NPUMEHEHUsI, BIEpBbIE Npou3BeAeHHOro B Poccuiickoit @enepanyu WIM BIEPBbIE BBO3WMOIO
(mepemermaemoro) B Poccuiickyto @enepanuto. Takoe pa3pelieHrne BbIIaeTCs HA BECh CPOK OOpalieHus
CepUl HMMMYHOOHMOJOTHYECKOr0 JIEKApCTBEHHOTO TMpenapara [js BETEpUHAPHOIO TMPUMEHEHHS, B
OTHOIIIEHUM KOTOPOM OHO BbIAAHO. B OTHOLIEHMM MOCIEAYIOIMUX CEPUA OIAHOTO TOPrOBOIO
HAaMMEHOBAaHMSI UMMYHOOHOJIOTHYECKOI0 JIEKAPCTBEHHOIO Mpernapara Jijisi BETEpUHAPHOTO MPUMEHEHUS,
npousBereHHoro B Poccuiickoit ®epepauuu win BBO3uMoOro (mepememniaemoro) B Poccuiickyto
denepannio, TAKOE pa3pelieHNne BBIAAETCS CPOKOM Ha Tpu roja. [lopsaok Beigaun pa3penieHus: Ha BBOJ B
TpaXJTaHCKU 000pOT HWMMYHOOHMOJOTHYECKOrO JICKQpCTBEHHOTO TMpernapara s BETEPUHAPHOTO
IIPUMEHEHHUsI, TTOPSIOK BBIIAYM MPOTOKOJIA MCIBITAHUM, YKa3aHHBIX B YaCTH 8 HACTOSIIEN CTaTbH, a
TaKkK€ METOJIMKA OMNPENEICHUsT pa3MepoB IUIaThl 32 BbIJA4y YKa3aHHOTO MPOTOKOJA HCIBITAaHUN
ycranaBiuaetcs [IpaButenscTBoMm Poccuiickoi denepanuu.

11. MmMyHOOMOJOTMYECKHE JIEKAPCTBEHHBIE IpenapaTsl JUis BETEPUHAPHOTO IMPHUMEHEHHUS,
BBEJICHHbIE B TIPaXJaHCKHH OOOpPOT B COOTBETCTBMM C YacThi0 8 HACTOALIEH CTaThH, MOAJIEKAT
XpaHEHUIO, IIEPEBO3KE, OTIIYCKy, pealu3aliM, Iepeaade, MNPUMEHEHUI0 [0 MCTEYEHHsS CpOKa HX
TOJHOCTH.

12. 3a HempencTaBleHHWE WM HECBOEBPEMEHHOE IIPEJCTaBICHHE JOKYMEHTOB M CBEICHMIA,
MPEyCMOTPEHHBIX YacTsMu | - 3, 6 U 7 HACTOAIIEH CTaThU, MPOU3BOJUTENIN JIEKAPCTBEHHBIX CPEACTB U
OpraHu3aIlH, OCYLIECTBISIONINE BBO3 (IIepEMEIICHHE) JICKAPCTBEHHBIX MPENapaToB AJisi BETEPUHAPHOTO
npuMmenenust B Poccuiickyto dezeparinio, HeCyT OTBETCTBEHHOCTh B COOTBETCTBUH € 3aKOHOAATEIHCTBOM
Poccutickoit denepanuu.

13. IIpencraBieHue TOKyYMEHTOB U CBEICHUM, MPEAYCMOTPEHHBIX YacTaMu | - 3, 6 u 7 HacTodien
CTaThH, W TONYYCHHE pa3pellieHUs, yKa3aHHOTO B 4YacTH & HACTOSIIEH CTaThbW, HE TPEOYIOTCS B
OTHOIIICHUHU JIEKAPCTBEHHBIX MpenapaToB [Jid BETEPUHAPHOTO MPUMEHEHHUS, NpEeAHA3HAYEHHBIX IJIs
BbIBO3a u3 Poccuiickoit Penepauuu, NpOBEACHUS JIOKIMHUYECKUX MCCIECAOBAHUMN JIEKAPCTBEHHBIX
CPEACTB, KIMHUYECKUX HMCCIIEIOBAaHUN JIEKAPCTBEHHBIX MPENAPATOB JJIsl BETEPUHAPHOIO MPUMEHEHUS U
BBO3a JUIS 1i€JIeH, yKa3aHHBIX B ITyHKTE 5 yacTu 1 crathu 50 HacTosmero denepaabHOro 3aK0HA, a TAKXKE
00pa3moB JIEKAPCTBEHHBIX IMpENapaToB [JIsi BETEPUHAPHOTO MPUMEHEHHUs, TpEeAHA3HAYCHHBIX IS
MPOBEICHUS JKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB B LEISIX OCYLIECTBICHUS TOCYJapCTBEHHOM
perucTpanmu JeKapCTBEHHBIX MpenapaToB [ BETEPUHAPHOTO MPUMEHEHHUS WM BHECEHUSI U3MEHEHUN B
PETUCTPALIMOHHOE 10ChE Ha JIEKAPCTBEHHBIM ITpernapar Jjisl BETEpUHAPHOTO IPUMEHEHHUS.

Cratbsa 53. Npopaxa, nepepava nekapCTBeHHbIX CPeACTB OpraHU3auMsMu ONnToBOMU
TOProBfiM NIeKapCTBEHHbIMU CpeacTBaMu

www.consultant.ru Crpanumua 128 mn3 163
HafeXXHasa npaBoBas noaaepixka



?;zieﬁ”;gbivz' 32%'(22}”) ot 12.04.2010 N 61-03 JloKyMeHT npeAocTaBnieH KoHcynbTaHTItoc

"06 obpalleHMn NeKapCTBEHHbIX CpeacTB” Hata coxpatenms: 24.01.2025

1. Opranuzanuu ONTOBOW TOPTOBIIM JIEKAPCTBEHHBIMU CPEJCTBAMH MOTYT OCYILECTBIISATH MPOJAXKY
JIEKapCTBEHHBIX CPEJICTB WM I[epe/laBaTh UX B YCTAHOBJIEHHOM 3aKOHOJATENbCTBOM Poccuiickoit
®enepanun nopsake (3a UCKIIOUYEHUEM (hapMaleBTHUECKOW CyOCTaHIIMK CIHPTa STHIOBOTO (3TaHOJA) C
y4eTOM TpeOOBaHUH YaCcTH 3 HACTOSIICH CTaThH:

(B pen. @enepanbHbIX 3aK0HOB 0T 27.12.2019 N 481-®3, ot 04.08.2023 N 428-D3)

1) apyrumM opraHu3zamnusM ONTOBOW TOPTOBIH JIEKAPCTBEHHBIMU CPEICTBAMU;
2) NpOU3BOUTENSAM JICKAPCTBEHHBIX CPEACTB AJIA LieJiel MPOU3BOCTBA JIEKAPCTBEHHBIX CPEICTB;
3) anTeyHbIM OpraHU3alUsIM U BETEpUHAPHBIM allTEYHBIM OpraHU3aIUsIM;

4) Hay4YHBIM OpTaHMU3ALMSM IS HAyYHO-UCCIIEI0BATENLCKOM PadoThI;
(B pen. @enepansHoro 3akoHa ot 30.01.2024 N 1-D3)

5) UWHAMBUAYAIbHBIM NPEANPHUHUMATENSIM, HMCIOIMIUM JIMICH3UI0 Ha (hapMaleBTHUECKYIO
NEATEIIbHOCTD WU JIMLEH3UIO HA MEAULIMHCKYIO IESITEIbHOCTD;

6) MEAMLIMHCKUM OpPraHU3alMsIM, B TOM YHCJIE CO3AaHHBIM U 3apETUCTPUPOBAHHBIM B COOTBETCTBUU
C 3aKOHOAATENbCTBOM MHOCTPAaHHOTO TrocyaapctBa - uwieHa OpraHu3alud 3KOHOMHUYECKOIO
COTPYJHMYECTBA W  Pa3BUTUS  HMHOCTPAHHBIM  IOPUIMYECKUM  JIMIAM,  HWHJIUBUIYaJbHBIM
HNPEIIPUHUMATENSM, SBISIOLIMMCA YYACTHUKAMU IIPOEKTa B COOTBETCTBUM ¢ DeiepaabHbIM 3aKOHOM OT
29 urond 2015 roga N 160-@3 "O MexayHapoJHOM MEIUIIMHCKOM KJIACTEPE U BHECEHUM MU3MEHEHM B
OT/CJIbHBIE 3aKOHOAaTENbHbIE akThl Poccuiickoit deneparuu’, 1 BeTepUHAPHBIM OpraHU3ALUIM;
(B pen. @enepanbHbIX 3aKOHOB 0T 26.07.2019 N 240-D3, ot 04.08.2023 N 428-D3)

7) opraHuzanusAM W WHAWBHIYaJIbHBIM TPEANPUHUMATEISM, OCYIICCTBIISIONNM pa3BelCHHE,
BBIpAIlMBAaHUE U COJEp)KAaHHE >KUBOTHBIX (32 HCKIIOUECHHEM TMPOJAXH MM (HapMaIeBTUYECKUX
cyOCTaHIIMI WK UX TIEpeIadn ).

(n. 7 B pea. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. OpraHus3anMu ONTOBOM TOPTOBJIM JIEKAPCTBCHHBIMU CPEICTBAMHU HE BIIPAaBE OCYLIECTBIIATH
npojaxy (mepegadyy B YCTaHOBJICHHOM 3aKOHOAATeNnbcTBOM Poccuiickoit denepanuu  mopsike)
(hapmareBTHUeCKOi CyOCTaHIIMK CIIUPTa STHIIOBOTO (3TaHOJA).

(uactsb 2 B pen. @enepanbHoro 3akoHa oT 27.12.2019 N 481-D3)

KoncynprantlIntoc: npumevanue.
Y. 3 cr. 53 na teppuropusix JHP, JIHP, 3anopoxckoit o6mactu, XepCOHCKOH 00IacTH MPUMEHSETCS C
01.09.2024 (®3 ot 04.08.2023 N 428-D3).

3. Opranu3zanuu ONTOBOW TOPIOBJIM JIEKAPCTBEHHBIMU CPECTBAMHU MOTYT OCYILECTBIISATH MPOJAXKY
(mepenmayy B yCTaHOBIIGHHOM 3aKoHOAATeNbcTBOM Poccuiickoit depepanuu Mopsiake) JEKapCTBEHHOTO
npenapara i MCIUIOUHCKOTIO MNPUMCHCHHA C MCKAYHAPOJIHBIM HCIIATCHTOBAHHBIM HAMMCHOBAHUCM
U9 ".

TaHou":

1) ropuaudecKkuM IHUIaM, UMEIONINM JIMIICH3UI0 Ha (apMaleBTUYECKYIO NEATEIBHOCTh B cdepe
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oOparieHus JeKapCTBEHHBIX CPEACTB JJISI MEIUIIMHCKOTO TPUMEHEHNS,

2) UVHOUBUAYaIbHBIM MPEANPUHUMATENSM, HWMEIOIIMM JUIEH3UI0 Ha (papMaIreBTUYECKYIO
NeSATEILHOCTH B chepe oOpalIeHus JICKapCTBEHHBIX CPEACTB JJIsI MEIUIIMHCKOTO IPUMEHEHUS;

3) MHAMBHUIYAIbHBIM MPEATPUHUMATENSM, UMEIOITIM JIUIIEH3UI0 Ha MEAUIIMHCKYIO IS TEIbHOCTD;
4) FOpUANYECKUM JIMIIAM, IMEIOIITUM JTUIICH3UIO HA MEIUIIMHCKYIO JIeATeIbHOCTH;

5) MUHOCTpPaHHBIM IOPUIUYECKUM JIMLAM U WUHAUBUIYAIbHBIM MPEATPUHUMATENSIM, CO3JaHHBIM U
3apEerUCTPUPOBAHHBIM B COOTBETCTBUM C 3aKOHOAATEIHCTBOM HWHOCTPAHHOTO TOCYJapCcTBa - 4JIEHa
Opranuzanuyu 3KOHOMHYECKOTO COTPYIHHMYECTBA W PA3BUTHUS, SBISIOMIMMCS YYaCTHUKAMH IPOEKTA B
cootBeTcTBUU ¢ DenepanbHbiM 3akoHOM OT 29 wuioHsA 2015 roma N 160-®3 "O mexayHapoaHOM
MEIHUIMHCKOM KJIACTEPE M BHECEHUHU HM3MEHEHUW B OTJACIIbHBIE 3aKOHOAATEIbHBIE aKThl Poccuiickon
Oenepanun";

6) HCIBITATeIBLHBIM JIA0OpaTOpHsM (IIEHTpaM), MPOBOMSAIIUM HCIBITAHUS B OOJACTH KOHTPOJIS
Ka4yecTBa JICKaPCTBEHHBIX CPEICTB, AKKPEAUTOBAHHBIM B COOTBETCTBUM C 3aKOHOJATEIbCTBOM
Poccuiickoit @eneparuu 00 aKKpeAUTALMN B HAITMOHATHHON CUCTEME aKKPEIUTAITIH.

(dactb 3 BBenena denepanbHbIM 3aK0HOM OT 04.08.2023 N 428-D3)

Cratbs 54. NMpaBuna onToBOM TOProBnu NeKapCTBEHHbIMU CpeacTBaMMn

1. OmnroBas TOProBisl JEKAPCTBEHHBIMH CpPEICTBAMH OCYIIECTBISETCS IPOU3BOIUTEISIMU
JIEKAPCTBEHHBIX CPEJICTB M OPraHU3alysIMH OINTOBOM TOPrOBIM JIEKAPCTBEHHBIMU CPEJICTBAMU 10
MpaBujiaM HaJJIeKaIeld TUCTPUOBIOTOPCKON MPAKTUKH, YTBEPKIACHHBIM EBpazuiicKoil 3KOHOMHYECKOM
KOMHCCHEH, W TpaBUjaM XpaHEHHUs JIEKAPCTBEHHBIX CPEICTB, YTBEPKIECHHBIM YIIOJTHOMOYEHHBIM
(benepanbHBIM OPraHOM UCIOIHUTENBHO BJIACTH.

(uactb 1 B pen. denepanpHoro 3akona ot 30.01.2024 N 1-D3)

2. Opranuzanusi ONTOBOW TOPTOBJIM JIGKAPCTBEHHBIMH CpPEICTBAaMH 00si3aHa  COONIOJAaTh
npeJebHbIe CPOKHU OTIPY3KH 3aTpeOOBAHHBIX alTEYHON OpraHM3alMel JTeKapCTBEHHBIX MPENapaToB s
MEAMIIMHCKOTO TPUMEHEHHUs] M HE BIIpaBe OTKa3blBaTh aNnTEYHOW OpraHU3allid, C KOTOpOil y Hee
3aKJIHOYCH COOTBCTCTBYIOH_II/Iﬁ A0roBOpP O MOCTaBKax JICKAPCTBCHHBLIX IMpEMapaToB A MCAUIUHCKOIO
MPUMEHEHHUsI, B TIOCTaBKe JIEKAPCTBEHHBIX MPENapaToB ISl MEIUIMHCKOIO MPUMEHEHUsl MpPU HATUYUHU
3aTpeOOBAHHBIX JIEKAPCTBEHHBIX MPEMapaToB Al MEIUIIMHCKOTO MPUMEHEHHS y OpraHu3alMy ONTOBON
TOPrOBJIM JIEKAPCTBEHHBIMU cpefcTBamMu. [IpenenbHble CpoKu OTrpy3Kkd 3aTpeOOBaHHBIX aNTEHYHOMN
OpFaHH3aHHCﬁ JICKAPCTBCHHLIX MpcraparoB M MCEAUIUHCKOIO MNPUMCHCHUA B 3aBUCUMOCTH OT
pacrojioKeHUusT MecTa OTTPY3KH JIEKQpCTBEHHBIX IMpenapaToB s MEIUIIMHCKOTO MpPHUMEHEHUs
YCTaHABJIMBAIOTCS YITOJTHOMOUYEHHBIM (pe/iepaibHBIM OPraHOM HCIIOJHUTEIBHON BIACTH.

(dactp 2 BBeneHa deaepanbHbBIM 3aK0HOM OT 26.03.2022 N 64-D3)

CraTtbs 55. [opAAoK pO3HMYHON TOProBIv NeKapCTBeHHbIMU NpenapaTamMu

1. Po3HMuHas TOProBIs JEKAPCTBEHHBIMU IIperapaTaMd B KOJIWYECTBAX, HEOOXOAWMBIX JUIS
BBITIOJIHEHUST BpaueOHbIX ((enpaAmepckux) Ha3HAYeHWH WM Ha3HAYCHUH CIIEIUATUCTOB B 00JacTH
BETEPUHAPUH,  OCYNIECTBISACTCS  aNTEYHBIMH  OpPraHU3alMsAMH, BETEPUHAPHBIMH  aANTEYHBIMHU
OpraHu3alMsIMM,  HMHIUBUAYaJbHBIMH  NPEANPUHUMATEISIMH,  MMEIOUIMMH  JIMIEH3UIO  Ha
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(bapMaleBTUUECKYI0 JESITeNbHOCTb, MEIUIIMHCKUMHU OpraHU3alMsIMHM, HMEIOIUMHU JIMLIEH3UI0 Ha
(bapMaIeBTUYECKYI0 JEeSATEIbHOCTh, U UX OOOCOOJCHHBIMH IOJAPa3ACICHUSMH, PACIOIO0KEHHBIMU B
CEJIbCKMX HAaCENEHHBIX MyHKTaxX, B KOTOPBIX OTCYTCTBYIOT alT€YHbIE OpPraHU3alluU, U BETEPUHAPHBIMU
OpraHU3alMsIMH, UMEIOUIMMHU JIUICH3HI0 Ha (papMalleBTUYECKYIO JIesATeNbHOCTh. PaspenieHa po3HUYHAs
TOProOBJISl TOJIBKO JICKAPCTBEHHBIMHU IpenapaTaMu, 3apeructpupoBaHHbiMU B Poccuiickoit denepanmu
JII/I60 B COOTBCTCTBHUHU C aAKTaMH, COCTABJIAIOIIUMHU IIPaBO C0103a, WM HU3TOTOBJICHHBIMU aIllITCYHBIMHU
OpraHu3alusIMH, BETEPUHAPHBIMU anTeYHbIMU OpraHHU3alUsIMHU, WHAUBUYaIbHBIMU
npeanpuHuMareiIsiMM, HMCIOMIUMMHU JIMOCH3UIO Ha (bapMaI_[eBTI/I‘-I€CKyIO ACATCIIBHOCTD. Po3anunas
TOProBII JIEKAPCTBEHHBIMU IMpernapaTaMi OCYIIECTBISIETCS MO TpaBWJaM HaJJiexalleid anTeqHon
MPAKTUKH, YTBEP>KACHHBIM YIIOJIHOMOYEHHBIM (heiepaIbHBIM OPraHOM HCIIOJIHUTEBHON BIIACTH.

(B pen. ®enepanpHbix 3akoHOB OT 25.11.2013 N 317-®3, ot 22.12.2014 N 429-®3, ot 30.01.2024 N
[-®3, ot 08.08.2024 N 323-D3)

1.1. Po3HuuHas TOProBisl JEKapCTBEHHBIMM IpenapaTamMH Uil MEIUIUHCKOrO IpUMEHEHHus (3a
HCKJIIOUEHUEM JIEKAPCTBEHHBIX IPENapaToB, OTIYCKAaEMBbIX IO PELENTy Ha JIEKAPCTBEHHBIM Ipenapar,
HAapKOTHYECKUX JIEKApPCTBEHHBIX IPENapaToB M IICHXOTPOIHBIX JIEKAPCTBEHHBIX IIPENApPaATOB, a TAKXKE
CIUPTOCOJIEPKAIUX JICKAPCTBEHHBIX IPENapaToB C OObEMHOW J0Jei STHIOBOIO CHHpTa CBbIME 25
IPOLEHTOB) MOJKET OCYIIECTBIATHCSA AaNTEYHBIMM OPraHMU3ALUSAMHU JTUCTAHLUOHHBIM CIOCOOOM.
Po3HHYHYI0O  TOpProBIIO  JIEKApCTBEHHBIMM  IIpemapaTamMM  JUIsl  MEQUIMHCKOTO  IPUMEHEHMUS
IUCTAHIIMOHHBIM CIIOCOOOM MOTYT OCYLIECTBIIATh alTE€4HbIE OpraHU3allld, MMEIOLUE JHUIEH3HI0 Ha
(dapMarieBTUYECKYI0 JCATENbHOCTh UM  COOTBETCTBYIOIIEE paspemieHue (eaepaJbHOr0  OpraHa
UCTIOJHUTEJIBHOM  BJACTH, OCYILECTBIAIOLIEr0 (YyHKIMM IO KOHTPOIIO W Haa3opy B cdepe
3npaBooxpaHeHus. [lopsiiok BblIa4M  pa3pellleHUuss Ha OCYLIECTBICHHWE pPO3HUYHOW TOPIOBIHU
JIEKapCTBEHHBIMH TIpenapaTaMy JUCTAaHLIMOHHBIM CIIOCOOOM, TpeOOBAaHUS K aNTEUHBIM OpraHU3aLMsIM,
KOTOpBbIE MOTYT OCYILIECTBJISATh TAKYIO TOPrOBIIIO, U TOPSAOK €€ OCYIIECTBIEHHUS, a TaKKe IpaBHiIa
JIOCTAaBKM JIEKApCTBEHHBIX IMPENApaToB rpaxkaaHaMm ycraHaBiuBarotrcs [IpaButenscTBoM Poccuiickoi
@enepanun. Mapopmanus o0 ornauyeHHbIX (OTHYIIEHHBIX) U MOJYYEHHBIX JIGKAPCTBEHHBIX Ipernaparax
BHOCUTCSI B CHCTEMY MOHHUTOPHHIA JABW)KCHHS JIEKapCTBEHHBIX IIPENapaToB Uil MEIULMHCKOTO
IIPUMEHEHHUSI B ITOPSJIKE, IPELYyCMOTPEHHOM 4acThlo 7 ctaThu 67 HacTosuiero denepaibHOro 3aKOHa.
(dactp 1.1 BBegena ®enepanbubiM 3akoHOM OT 03.04.2020 N 105-D3)

2. Buapl anTeuHbIX OpraHu3alliid M IpaBWia OTIIYCKA JIEKAPCTBEHHBIX IIPENapaToB ISl
MEAUIIMHCKOTO MPUMEHEHMsI alTEeYHBIMU OpTraHU3alUSIMU, HHAWBUIYATbHBIMH MpeANpUHUMATEISIMHY,
HNMCHOIIMU JIMIICH3UIO Ha (bapMaueBTquCKon ACATCIIBHOCTD, a TAKIKC IMPpaBUJIa OTITYCKaA JICKAPCTBCHHBIX
MpernapaToB Uil MEAUIIMHCKOTO MPUMEHEHUS MEAMIMHCKHUMH OpraHU3alUsMU, UMEIOIIUMHU JIMLIEH3UIO
Ha (papMaleBTUYECKYIO JEATENbHOCTh, U UX 000COOJIEHHBIMU MOJpPA3eICHUSIMH, PACIOJI0KEHHBIMU B
CEeJIbCKMX HACEJIEHHBIX IYHKTaX, B KOTOPBIX OTCYTCTBYIOT aNTE€YHbIe OpPraHU3alMH, YTBEPKAAIOTCS
YIOOJIHOMOYCHHBIM (bellepaHBHBIM OopraHomM HUCIOJIHUTEILHON BJIACTH.

(B pen. @enepanbHbix 3akoHOB OT 25.11.2013 N 317-03, ot 08.08.2024 N 323-D3)

3. IIpaBmiia oTIycka HApKOTHYECKHUX CPEJICTB M IICUXOTPOIHBIX BEIIECTB, 3apErMCTPUPOBAHHBIX B
Ka4yecTBE JIGKAPCTBEHHBIX IIPEMapaToB, JICKAPCTBEHHBIX IPEMAapaToB, COJNEPXKAIIUX HAPKOTHUYECKUE
CpeAcTBa W TICUXOTPOIHBIC BEIIECTBA, YTBEPXKIAIOTCS YIOJIHOMOYEHHBIM (hefiepallbHbIM OpraHOM
WCTIOJTHUTEIEHOW BIIACTH IO COTJIACOBAaHHIO C (pelepaibHBIM OpraHOM HCIIOJTHUTENBHOW BIIACTH,
YIOJHOMOYEHHBIM B cepe BHYTPEHHUX JIell.

(B pen. @enepanbHoro 3akoHa ot 03.07.2016 N 305-D3)
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4. JlekapCTBEHHBIC TIpemapaThl JJIi BETEPHUHAPHOTO TPUMECHEHHUS TIOJEKAT  OTITYCKY
BCTCPUHAPHBIMU AIITCYHBIMU OpTraHU3allusAMU, BCTCPUHAPHBIMU OpraHU3alUusAMU, HWHIAWUBUIAYAJIbHBIMH
NPEINPUHUMATEISIMA, WMEIONIMMU  JIMICH3WI0 Ha  (DapManeBTHYECKyI0 JesITenbHOCTh.  OTIycK
JICKApCTBCHHBIX MpCmapaTroB Jid BCTCPUHAPHOTO NPUMCHCHHUA OCYHICCTBIIACTCA B COOTBCTCTBHU C
NpaBUJIaMH HaJJIeKalled anTeyHOW MPAKTHKH JICKApPCTBEHHBIX IMPENapaTroB ISl BETEPHHAPHOTO
NPUMEHEHHSI, YTBEP>KIACHHBIMU YIIOJIHOMOYEHHBIM (pe/iepaIbHbIM OPraHOM HCIIONHUTEILHON BIACTH.

(B pen. ®enepanpHoro 3akoHa ot 02.08.2019 N 297-D3)

5. IlepeyeHb MEOUIIMHCKUX OpraHU3allMil, MMEIOUIMX JIMIICH3UI0O Ha (apMaleBTUYECKYIO
NESTeNbHOCTb, U UX 000COOJEHHBIX MOIpa3AeIeHNN, PACIIOIOKEHHBIX B CEJIbCKUX HACEIEHHBIX IYHKTaX,
B KOTOpPBIX OTCYTCTBYIOT aIlITEUHBIC OPraHMU3alMU, 4 TAKXKE IIEPEUYCHb JICKAPCTBEHHBIX IIPENaparos,
IpojaXxa KOTOPBIX MOXET OCYILECTBIIATHCS YKAa3aHHBIMH OpPraHM3aLUsIMM M HX 000COOJIEHHBIMU
MOJIPa3/ICNICHUsIMI,  YCTaHABIMBAIOTCA  HMCIOJHUTENBHBIMA  OpraHaMu  CcyObekToB  Poccuiickoit
denepanuu.

(B pen. ®enepanbubix 3akoHOB OT 25.11.2013 N 317-®3, ot 03.04.2020 N 105-®3, ot 08.08.2024 N
232-03, ot 08.08.2024 N 323-D3)

6. AnrteuyHble OpraHu3alll{, WHAUBUAYaJbHbIE MPEANPUHUMATENN, HMEIOLIUE JHUIEH3UI0 Ha
(bapMaleBTUUECKYI0  JIeSTEIbHOCTh, 00s3aHBl  O0ecreuuBaTh  yTBEp)KIACHHbIM IIpaBuTenbcTBOM
Poccuiickoit @enepaunu U GOPMHUPYEMBIN B YCTAHOBIEHHOM UM TOPSIIKE MUHUMAJIbHBIH aCCOPTUMEHT
JIEKapCTBEHHBIX IIPENapaToB, HEOOXOIUMBIX Ul OKa3aHHsI MEAULIMHCKOW MOMOIIH.

(uactsb 6 B pen. denepanpHoro 3akoHa ot 25.11.2013 N 317-D3)

7. AnredHble OpraHM3alUH, WHAWBUIYaJIbHbIC MNPEANPUHUMATENN, WMEIOIINE JUICH3UI0 Ha
(bapMaIeBTUYECKYI0 JICATENbHOCTh, HapsIy C JIGKAPCTBEHHBIMU IIperaparaMd HMEIOT IPaBo
npuoOpeTaTh M NpOJaBaTh, B TOM 4YHCJIE AWCTAHIMOHHBIM CIIOCOOOM, MEIUIMHCKHE W3/eNus,
Ne3UH(PULIUPYIOUINE CPEACTBA, MPEAMEThl M CPEACTBA JIMYHOM TUTHEHBI, MOCYAY A MEIUIIUHCKUX
1eNel, IpeIMETHI M CPEACTBA, TPeJHa3HaYeHHBIE I yX0/a 32 OOIBHBIMHU, HOBOPOXK/ICHHBIMH U IETHMH,
HE JOCTHUTIIMMHU BO3pacTa TpeX JIET, OYKOBYIO ONTHUKY U CPEICTBAa YXOJa 3a Heil, MUHEpaJIbHBIC BOJIBI,
IOPOXYKTHl J1I€4e0HOTO, JAETCKOr0 W JUETHYECKOTO0 MHTAaHWsA, OWOJOTMYECKH aKTHUBHBIC IT00aBKH,
napdroMepHble ¥ KOCMETUYECKHE CPEJCTBA, MEIUIMHCKAE U CAaHUTAPHO-TIPOCBETUTENbHBIC IEYaTHBIC
W3/aHus, TPeAHAa3HauCHHBIE AU TPOTaraHbl 3/J0pOBOro 00pa3a KU3HH.

(B pen. @enepanpHbix 3akoHOB OoT 27.07.2010 N 192-®3, ot 25.11.2013 N 317-®3, ot 03.04.2020 N
105-D3)

8. JlearenbHOCTh anTe4yHbIX opraHu3zauuii Boopyxennsix Cun Poccuiickoit ®enepauuu, Ipyrux
BOMCK, BOMHCKHX (DOPMHUPOBAHUM M OPTraHOB, B KOTOPHIX 3aKOHOJATEILCTBOM Poccuiickoit Deaepamnmu
IPEeIYyCMOTPEHO TPOXOXKACHUE BOEHHOW CIIy)KObl WK (enepaTbHON TOCYIapCTBEHHOM CITykOBI,
CBSI3aHHOM C IIPaBOOXPAHUTENBHOM JEATEIBHOCTBIO, PETIAMEHTHpYETCs HacTosmuM dDenepaabHbIM
3aKOHOM U YTBEP)KIACHHBIMU COOTBETCTBYIOIIUMH (pe/iepalbHbIMH OpraHaMU HCIIOJIHUTEIbHON BIIACTH
nojoxkeHussMU. KOHTponb 3a COONMIOJCHMEM YyKa3aHHBIMHM AaNTEYHbIMU OPraHMU3ALMUSAMHU IOJ0XKEHUH
Hacrosimero PenepasbHOr0 3aKOHA OCYIIECTBISIETCS COOTBETCTBYIOUIMMHU (peepanbHbBIMU OpraHaMu
VCIIOJIHUTEIIEHOH BJIACTH.

(B pen. @enepanbHoro 3akoHa ot 13.07.2015 N 262-D3)

9. Yrpatun cuny ¢ 1 suBaps 2021 rona. - @eaepanbubiii 3akoH oT 03.04.2020 N 105-D3.
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Koncynprantllntoc: npumedanue.
C 01.03.2026 cr. 55.1 yrpauuBaet cuiy (D3 ot 20.10.2022 N 405-D3).

Cratba 55.1. MNMopsanok ocywecTBfIeHUA PO3HUYHOM TOProBfIM JleKapCTBEHHbIMU
npenapatamMm Aana MeauLMHCKOro rMpUMEHEeHUs, OTNyCKaeMbiMM MO peuenTty Ha
NneKapCTBEHHbIN npenaparT, AUCTaHUMOHHbIM Cocob6om

(BBenena denepanbHbM 3ak0HOM OT 20.10.2022 N 405-D3)

1. B nepuon ¢ 1 mapra 2023 roma mo 1 mapra 2026 roma B ropoje ¢enepaabHOro 3HAUYCHHS
Mockse, B benropoackoir 1 MockoBCKOH 00acTsX (manee B HACTOAIIEH CTaThe - CyOBeKThl Poccuiickoit
denepanyn) NpeaycMaTpUBAETCs MPOBEICHNUE SKCIIEPUMEHTA 110 OCYIIECTBICHUIO PO3HUYHONW TOPrOBIU
JIEKapCTBEHHBIMM TIpenapaTaMy JUIsl MEIULUHCKOrO INPUMEHEHUs, OTIYCKAaeMbIMU 10 pELEenTy Ha
JIeKapCTBEHHBIH Mpernapar, AUCTaHIIMOHHBIM CIIOCOOOM (J1ajiee - SKCIIEPUMEHT).

2. B pamkax sKCIEpUMEHTa €ro YYacTHHUKHM BIpPaBe JAMCTAHIMOHHBIM CIIOCOOOM OCYIIECTBISThH
POZHHUYHYIO TOPrOBJIIO JICKAPCTBCHHBIMU IpCriapaTaMu IJid MCAUIUHCKOTO MPUMCHCHUS, OTITY CKACMbIMHA
[0 PELENTy Ha JIEKapCTBEHHBIM mpernapar (B TOM 4ucie CPOPMUPOBAHHOMY B (OpMe 3JIEKTPOHHOTO
JOKyMEHTa B JIMYHOM KaOHMHETEe TpaKIaHWHA Ha €JUHOM IopTaje U (WJIM) Ha PEerHOHAIBHBIX MOpTajax
roCy/IapCTBEHHBIX U MYHULUIAIBHBIX YCIYT) U BKJIIOYEHHBIMH B NIEpEeUYeHb JIEKAPCTBEHHBIX MPEnapaToB
1 papMakoTepareBTUYECKUX TPYIII JIEKAPCTBEHHBIX MPEMapaToB, pa3pelICHHBIX K pEaU3alli B PAMKaX
AKCIIEPUMEHTA, YTBEP KICHHBIM YIOJTHOMOYEHHBIM (pe/iepaibHbIM OpPTraHOM HCIIOJIHUTENBHOM BIAcTH (3a
HCKJIIOYEHUEM JIEKApPCTBEHHBIX MPENaparoB, COJEPKAIIUX HAPKOTHYECKUE CPENICTBA, MCUXOTPOIHBIC
BEUIeCTBA U UX MPEKypCOphl, JIEKAPCTBEHHBIX MIPENapaToB, COJEPKAlINX CHJIbHOACHCTBYIOLINE
BCIICCTBA, paI[I/IO(bapMal_IeBTI/I‘ICCKI/IX JICKApPCTBCHHBIX nmpenaparos, I/IMMYHO6I/IOJIOFI/I‘-ICCKI/IX
JIEKapCTBEHHBIX MpPENnapaToB, a TaK)K€ JIEKAPCTBEHHBIX IMPENaparoB, ISl KOTOPbIX B COOTBETCTBUU C
UHCTPYKLUHEH II0 INPUMEHEHMIO JIEKAPCTBEHHOI'O IIperapara yCTAaHOBJIIEH TEMIIEPATyPHBIA PEXKUM
xpaHeHus: Hwke 15 rpamycoB Llenbcusi, ciupToCOAEpKAMNX JIEKAPCTBEHHBIX MPEMapaToB C 00BEMHOM
JOJIEl 3TWJIOBOTO CIHMpTa CBbINIE 25 NPOLEHTOB M JIEKAPCTBEHHBIX IPENAapaTOB, W3TOTOBIEHHBIX
anTeuyHbIMM  opraHu3auusMu).  Kpurtepum  BKIIOYEHHS ~ JIEKAPCTBEHHBIX  IpENapaToB U
(bapMakoTepaneBTUYeCKUX TPYII JIEKAPCTBEHHBIX MPETapaToB B YKa3aHHBIN MEPEUCHb yCTaHABINBAIOTCS
[IpaBuTensctBoM Poccuiickoir @eneparnuu. [lomokeHnss HACTOAIIECH CTATbU HE PACHpPOCTPAHSIOTCA Ha
JIEKapCTBEHHBIE MTPEMmapaThl, OTIYCKaeMble OECILIaTHO WIIM CO CKHJIKOW IpaKIaHaM, UMEIOIIUM MPaBo Ha
o0ecrieueHre JIEKAPCTBEHHBIMU TIperapaTaMu 3a CUYeT CpEeACTB OIOKETHBIX AaCCUTHOBAHMM
denepanpHOrO OIOKETa U OO KETOB CyOBeKTOB Poccuiickoit Denepariui.

(B pen. @enepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

3. VYyacTHHUKaMH  DJKCHEpUMEHTa  SBIAIOTCS  YIOJIHOMOYEHHBIM  QenepaibHbIi  Oprax
WCTIOTHUTEIPHOW BJIACTH, YIOJHOMOYEHHBIE MCIOJHUTEIbHBIE OpraHbel CcyOBeKkToB Poccuiickoit
denepanyy, MEIULIUHCKIE OPraHU3allMM M alTeyHble OPraHU3aIH, COOTBETCTBYIOLINE TPeOOBAHUSM,
YCTaHOBJIEHHBIM B COOTBETCTBHH C YaCThIO 4 HACTOSIIEH CTAThH.

(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

4. TlonoxxeHue o MOpPsAKE MPOBEACHHS YKCIEPUMEHTa, B TOM 4YKCie TPEOOBAHUS K MEIUIIMHCKUM
OpraHM3alysIM ¥ anTeUHbIM OPTaHU3ANMSIM, SBISIOMIUMCS YYaCTHUKAMH OSKCIEPUMEHTA, IMOPSIIOK
OCYIIECTBJICHUS PO3HUYHON TOPTOBIIM JIEKAPCTBEHHBIMU TperapaTaMu AJsi MEIUIIUHCKOTO IPUMEHEHMS,
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OTIYCKAaEMBIMH TIO PEIENTy Ha JIEKAPCTBEHHBIA Ipenapar, TUCTAaHIIMOHHBIM CIIOCOOOM, TpeOOBaHUS K
JOCTaBKE TaKUX JIEKApCTBEHHBIX IIpelapaToB TIpaXKJaHaM, I[IpaBWIa BBIAAYM paspelleHus Ha
OCYIIECTBJICHNUE PO3ZHUYHON TOPTOBIIM JICKAPCTBEHHBIMU MperapaTaMu I MEIUITMHCKOTO MPUMEHEHHSI,
OTIIyCKa€MBIMHU IO PEIEeNTy Ha JIEKapCTBEHHBIN Mpernapar, AUCTAHIMOHHBIM CIHOCOOOM, YTBEPXKIAaeTCs
[IpaButensctBoM Poccuiickoit ®denepanuu. TpeboBaHWS K aNnTEUHBIM OPTraHU3AIMAM, SBIISIOIIAMCS
YY4aCTHMKaMM SKCIIEPHUMEHTa, HE MOTYT ObIThb HIKE TpeOOBaHUI, YCTAaHOBIIEHHBIX K aNTEUYHBIM
OpraHMu3alMsIM B COOTBETCTBHUHM C 4acThiO 1.1 cTtaTeu 55 HacTosmero @eaepanbHOro 3aKOHA.

5. YronHOMOYEHHBIN (eiepaabHbIil OpraH UCIIOJHUTEIBHOM BIACTH:

1) ocylecTBISIET METOAMYECKOE COMPOBOXKICHHE OSKCIEPUMEHTa, BKJIOYas METOJINYECKOE
COMPOBOXKICHHUE JIEATEIbHOCTH MEAUIIMHCKUX OPraHU3allMi U anTEeYHBIX OPraHU3alldid, y4acTBYIOIIHUX B
SKCIIEPUMEHTE, 110 0(hOPMIICHHUIO, UCTIONIB30BAHHUIO U XPAaHEHHUIO PELIENTOB Ha JEKapCTBEHHBIN Mpenapar,
B TOM 4HCIIe CHOPMHUPOBAHHBIX B JOPME JIEKTPOHHBIX TOKYMEHTOB;

2) mpencraBnser B IlpaButenscTBo Poccuiickoit denepanuu TpeaBapuUTEIbHBIA (B TIEPHOT
MPOBEACHUS SKCIEPUMEHTa, HO HE IMO3/IHEE YeM 3a JIBa Mecslla /10 HUCTEUEHHUs CpPOKAa IPOBEIACHHS
AKCIIEPUMEHTA) U UTOTOBBIN (IT0 OKOHYaHHUH SKCIIEpUMEHTA, HO HE MO3JHEE YeM Yepes3 JiBa Mecsiia Mocie
HUCTCUCHUA CpOKa MPOBCACHUA BKCHepI/IMGHTa) AOKJIAABI O PC3yJibTaTaX MPOBCACHUA DKCICPUMCHTA U
MPeIJIOKEHUS] O BHECEHUH U3MEHEHH B 3aKOHOJATENILCTBO 00 0OpallleH!H JIEKapCTBEHHBIX CPEJICTB.

6. YI0JIHOMOYEHHBIN HCIIONIHUTENbHBIN oprad cyobsekTa Poccuiickoit denepanunu:
(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

1) BpaBe yCTaHOBUTH OCOOCHHOCTHU MPOBEICHHS SKCIIEPUMEHTA;

2) yTBep)KAAeT MOPSAOK OTOOpa METUIMHCKUX OpTaHM3alMi M anTeYHbIX OpraHu3aluid Jis
y4acTus B JKCIIEPUMEHTE, a TaKXKe MPOBOAUT TAaKOH OTOOp W YTBEpKIaeT MEpeYeHb MEIUIIMHCKHX
OpraHM3alyil U mepedeHb alTeYHbIX OpraHU3aluil, COOTBETCTBYIOIIMX TPEOOBAHUSAM, YCTAHOBJIEHHBIM B
COOTBETCTBHUH C YaCThIO 4 HACTOSIEH CTaThH, U SBJISIOLIMXCS YUaCTHUKAMU SKCIIEPUMEHTA;

3) ocywecTBIsCT MOHUTOPHUHI INPOBENCHMS SKCHEPUMEHTAa U NPEICTaBISET €ro pe3yibTaThl B
YIOJIHOMOYEHHBIH (hefepabHbId OpraH UCIIONHUTEIHHON BIACTH,

4) obecrneunBaeT WH(POPMAIMOHHO-TEXHUYECKOE OOECIeYeHUEe TMPOBEACHUS JKCIIEPUMEHTA
MOCPEJICTBOM HCIIOJIb30BaHMsI TOCYIApPCTBEHHON MH()OPMAIIMOHHON CUCTEMBI B cdepe 3ApaBOOXpPAHEHUS
cyorekTta Poccuiickort ®@enepanyu U (MIM) MEAMIIMHCKUX HWH(POPMAIMOHHBIX CHCTEM MEIMITUMHCKHUX
opraHmauHﬁ, SABJIIOINUXCA  YYaCTHHUKAMH  OKCICPUMCHTA, W HUX BSaHMOHeﬁCTBHH C CHHHOﬁ
rocyJapCcTBEHHON MH(GOPMAIIMOHHON CHCTEMOH B cepe 3[paBOOXpaHEHUS.

7. MG,Z[I/II_II/IHCKI/IG opraHu3alvi W alTCYHBIC OPraHU3allMi BIIPABC OTKA3aTbCA OT Yy4YacCTUd B
IKCIIEPUMEHTE, T10/I1aB B YIIOJIHOMOYCHHBIM MCIOJHUTENBbHBIN opraH cyObekTa Poccuiickoit denepamnmu
COOTBETCTBYIOIIEe OOpalieHle B MUCbMEHHON (hopme.

(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

8. AnTeuHble OpraHM3allud, SBISIONIMECS YYaCTHHUKAMM AKCIEPUMEHTa, 00sf3aHbl MpPU TMPOJake
JMCTAHIIMOHHBIM CIIOCOOOM JIEKAPCTBEHHOTO Mpenapara Ui MEAULIMHCKOrO IPUMEHEHUS, OTITyCKaeMOIo
M0 PELENTy Ha JIEKApCTBEHHBIN Mpernapar, 00eCeunuTh MPH OCYIIECTBICHUN JOCTaBKU MICHTU(UKAIIUIO
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JUYHOCTH TpakJIaHWHA, ITOJTYYArOIIero TaKOW JICKAPCTBEHHBIM TNIperapar, B IEIAX YCTaHOBJICHUS
COOTBETCTBHUSl €r0 JIMYHOCTH M JIMIA, YKAa3aHHOTO B pEIENTe Ha JIEKApCTBEHHBIM mpemnapar (ero
3aKOHHOTO TIPEJCTaBUTENSA), JIMOO JIMIA, YIOJHOMOYCHHOTO JIMIIOM, YKa3aHHBIM B peEIENTe Ha
JIEKapCTBEHHBIN Mpemnapar (ero 3aKOHHBIM MPEACTaBUTEIIEM), Ha MOJIyICHHE JIGKAPCTBEHHOTO Mpernapara
(majyiee B HACTOSIICH CTAThE - JIMIIO, YKa3aHHOE B PEIICNITE (3aKOHHBIN MPEJICTABUTENb, YITOTHOMOYCHHOES
JIUIIO).

9. Jlumo, ocCylIecTBISAIONIEe JOCTAaBKy JIEKapCTBEHHOIO Mpenapara Uil MEIUIIMHCKOTO
NPUMEHEHHsI, OTIYCKaeMOro IO pEeLEeNTy Ha JIeKapCTBEHHBIH Ipemapar, 00s3aHO MOTpeOOBaTh Yy
rpa)<1aHKHa, MOJIyYalollero Takoi JeKapCTBEHHBIN Mpenapar, NpeIbsiBUTh JOKYMEHT, yI0CTOBEPSIOLINI
€ro JU4HOCTb, AJIA HI[CHTH(bHKaHI/IH JIMYHOCTHU I3TOr0 rpakaaHrHa U YCTAHOBJICHUA COOTBCTCTBHA Cro
JUYHOCTH M JIUIA, YKAa3aHHOTO B pelenTe (3aKOHHOTO IMpeICTaBUTENs, YHNOJHOMOYEHHOro Jyuna). B
CJIydac BbBISBJICHUSA HCCOBHAACHUA JIMYHOCTHU I'pakJaHWHA, MOJYYArOICro HeKapCTBeHHBIﬁ npenapar, u
JUIa, YKa3aHHOTO B pelenTe (3aKOHHOTO IMPEICTaBUTENs, YIIOJIHOMOUYEHHOIO JIMIA), a TaKXke B clydyae
OTKa3a TpaXJaHWHA, I[IOJYy4Yarolllero  JIGKapCTBEHHBbIM  Ipernapar, MNpeAbsiBUTb  JOKYMEHT,
YAOCTOBEPSAIONUIUN €ro JIMYHOCTh, JHII0, OCYIIECTBIAIONIEE JOCTABKY JIEKAPCTBEHHOTO Mperapara st
MEIULUHCKOTO MPHUMEHEHHS, OTITYCKAaeMOro [0 pelenTy Ha JIEKapCTBEHHBIN Mpernapar, 0053aH0 BEPHYTh
TaKOM JIEKApCTBEHHBIN MPENapaT B alTEYHYIO OPraHU3aIuIo.

10. TlonrBepxneHuem (akTa Tmepenayd JIGKAPCTBEHHOTO Mperapara Uil MEIUIUHCKOTO
MIPUMEHEHHUsI, OTIyCKa€MOT0 IO PELENTy Ha JIEKapCTBEHHBIN Ipernapar, JULy, YKa3aHHOMY B pELENTe
(3aKOHHOMY TPEICTABUTEINIO, YIOJIHOMOYEHHOMY JIMILY), SIBJISIFOTCSI KAaCCOBBIM Y€K M MOANMCH JIUIA,
MTOJIyYMBILIErO0 TaKOW JIEKAPCTBEHHBIA IpernapaT, Ha JOKYMEHTE O IMOJIyYEeHHUH TaKOIro JIEKAPCTBEHHOIO
npernapara 1mo ¢opme, YTBEpXKAaeMOW YIOJIHOMOYEHHBIM (elepaabHbIM OpPraHOM HCIIOJHUTEIbHON
Binactu. llocne mepenaum JeKapcTBEHHOIrO Mpemnapara JUIly, yKa3aHHOMY B pelente (3aKkOHHOMY
IIPEICTABUTENIO0, YIOJHOMOYEHHOMY JHIy), 3TOT JOKYMEHT IIE€pPENaeTCsl JIMLOM, OCYLIECTBUBLINM
JOCTABKY TAaKOro JIEKapCTBEHHOI'O MpernapaTra, B ANTEUYHYI OpPraHU3alHMI0, OCYIIECTBHUBIIYIO OTIIYyCK
JEKapCTBEHHOI'O Ipenapara. B cilydae BBIABIECHHS IpU Iepeade JIMIy, YKa3aHHOMY B pELENTe
(3aKOHHOMY  MPEJICTAaBUTENIO, YIOJIHOMOYEHHOMY JIMIly), JIEKAPCTBEHHOro mpemnapara (paxkToB
MEXaHUUYECKOTO IOBPEKIECHUS €ro WM €ro yNakOBKM TaKOW JIEKapCTBEHHBIN IIpenapaT JMIIOM,
yYKa3aHHBIM B peLeENTe (3aKOHHBIM MNPEICTaBUTENEM, YIOJIHOMOYEHHBIM JIMIIOM), HE NMPUHUMAETCS U
BO3Bpalaercss 0e3 ero OIulaThl JHIY, OCYIIECTBHBIIEMY JIOCTAaBKY JICKQpCTBEHHOIO IIpernapara u
o0ecrneunBaroIIeMy ero Bo3Bpar B aliTEUHYIO0 OPraHU3aIHIo.

11. 3a HapymeHnus 3akoHonarenbcTBa Poccuiickoit @enepanyy, COBEPLIEHHBIE MPU IPOBEACHUU
HKCHEPUMEHTa, €ro YYaCTHUKHM HECYT OTBETCTBEHHOCTb, YCTaHOBJIEHHYIO 3aKOHOJATEIbCTBOM
Poccutickoit denepanumn.

12. KoHTponas 3a HCHOJHEHHWEM TpeOOBaHUM, CBS3aHHBIX C TMPOBEIACHUEM DSKCIIEPUMEHTA,
OCYIIECTBISICTCA (peliepajbHBIM OPraHOM MCIOJHUTEIBHON BJIACTH, OCYLIECTBISIOMMM (DYHKIUH IO
KOHTPOJIIO ¥ Ha/I30py B cepe 3[paBooXpaHEHUs, B OPSAKE, ycTaHOBIeHHOM DenepanbHbIM 3aKOHOM OT
31 urons 2020 roga N 248-®3 "O rocy1apcTBEHHOM KOHTpOJIE (HaA30pe) 1 MyHULIUIIAIbHOM KOHTPOJIE B
Poccuiickoit ®enepanun’.

CraTtbAa 56. U3aroTtoBneHue n oTNYCK fieKapCTBEHHbIX NpenapaToB

Koncynprantllntoc: npumedanue.
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C 01.03.2025 B u. 1 cr. 56 BHOCsiTcs u3menenus (@3 or 30.12.2021 N 463-03). Cm. Oymymiyio
peIaKIuio.

1. M3rortoBneHue JE€KApCTBEHHBIX IMPENAapaToB aNTEUYHbIMM OPTraHU3ALMSIMH, BETEPUHAPHBIMU
anTeYHbIMM  OPraHM3ALMAMH, HUMEIOIIMMHU JIMIEH3MI0 Ha  (apMaleBTUYECKYI0 JIEATENIbHOCTS,
OCYLIECTBIISICTCS IO pEIenTaM Ha JEKapCTBEHHbIE IIpernaparbl, MO TPeOOBAHUSAM METULIMHCKHUX
OpraHu3alyii, BeTepUHAPHBIX OpraHU3allUi B COOTBETCTBUM C IPABUJIAMU M3TOTOBJIECHUS M OTIIyCKa
JICKApCTBEHHBIX  MPENaparoB,  YTBEPXKICHHBIMH  YIOJHOMOUYEHHBIM  (elepaJbHbIM  OpPraHoOM
UCIIOJTHUTEIBHOM BIIACTH.

(B pen. @enepanbHoro 3akoHa ot 05.12.2022 N 502-03)

2. Tlpu M3roTOBIEHUH JIEKAPCTBEHHBIX IMPENapaToB alNTeUYHbIMH OpPTraHU3alMUsIMH, BETEpUHAPHBIMU
aNTeYHBIMH  OpPraHM3ALMSAMH, UMEIOIIMMHU JIUICH3UI0 Ha  (apMaleBTUYECKYIO JIEATEIbHOCTS,
WCIIONB3YIOTCS JICKAPCTBEHHBIE Tpemaparbl U (Win) (apMameBTHYECKHE CYOCTaHIIMU, BKIIOYEHHBIC
COOTBETCTBEHHO B I'OCYJIapCTBEHHBIN PEECTp JEKAPCTBEHHBIX CPEICTB IJII MEAUIIMHCKOTO MPUMEHEHMS,
rOCy/IapCTBEHHBI pEecTp JIEKApPCTBEHHBIX CPENICTB ISl BETEPUHAPHOIO MPUMEHEHHUS, €IUHBIA peecTp
3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpeicTB EBpazniickoro 3KOHOMHUYECKOIO COH03a, EAMHBINA PEECTp
3aperuCTPUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX MpernapaToB EBpa3uilckoro »KOHOMHUYECKOTO
COI03a B YCTaHOBJIEHHOM mnopsake. He npomyckaercs H3roTOBJIIEHHE aNTEYHBIMU OpraHM3aLUsIMM,
BETEPUHAPHBIMHU  aNTEYHBIMM OpPTraHU3AlMSIMHM, HMMEIOIMIMMH JIMIEH3UI0 Ha (apManeBTHYECKYIO
JeSTeNbHOCTb, JICKAPCTBEHHBIX IMPENapaToB, 3aperucTpupoBaHHbIX B Poccuiickoit deneparnuu 1u6o B
COOTBETCTBHUH C aKTaMHU, COCTaBISIOIMME paBo Coro3a.

(B pen. @enepanbhbix 3akoHOB OT 05.12.2022 N 502-D3, ot 30.01.2024 N 1-D3)

3. MapkupoBKka JIEKapCTBEHHBIX IMpENapaToB, M3TOTOBJIEHHBIX aNTEYHBIMH OpraHU3AIMIMHU,
BETEPUHAPHBIMH ANTEUYHBIMH OPTaHMU3AIMSIMH, WMMCIOIMIMMH JIMIICH3WIO Ha (apMareBTHYECKYIO
NesITeNIbHOCTh, U OQOPMIICHHE TaKUX MpEernapaTroB JOKHBI COOTBETCTBOBATH IMPaBWJIAM, YKa3aHHBIM B
4acTu | HacTOAIIEH CTaThU.

(B pen. @enepanbHoro 3akoHa ot 05.12.2022 N 502-D3)

4. AnTeuHble OpraHu3allid, BETEPUHApPHBIE ANTEYHbIE OpPraHU3allMd, HMMEIOLUE JIMLEH3UI0 Ha
(bapMareBTUUECKYIO JESATEIbHOCTh, HECYT OTBETCTBEHHOCTb 332 HECOOJIIOJCHHE MTPABUI U3TOTOBJIECHUS U
OTIIyCKa JIEKapCTBEHHBIX IIPENapaToB B COOTBETCTBUU C 3aKOHOAATENbCTBOM Poccniickoit denepanun.

(B pen. @enepanpHoro 3akoHa ot 05.12.2022 N 502-D3)

Koncynprantllntoc: npumedanue.
C 01.03.2025 cr. 57 uznaraercss B HOBoM pemakmuu (D3 ot 08.08.2024 N 292-D3). Cm. Oynyrryro
pelaKuuio.

Cratba 57. 3anpeweHue npoagaxu danbcnpuumpoBaHHbIX JleKapCTBEHHbIX
cpencTs, HeAOOpOKaYeCTBEHHbIX  FIeKAPCTBEHHbIX  CPeAacTB, KOHTpadPaKTHbIX
NeKapCTBEHHbIX CPeaAcTB

[Tponaxa danbcupuIIPOBaHHBIX JIEKAPCTBEHHBIX CPENICTB, HETOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX
CPEICTB, KOHTPaaKTHBIX JICKAPCTBEHHBIX CPECTB 3aMPEIIacTCsl.
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CraTtbAa 58. XpaHeHue nekapCcTBEHHbIX CPeACTB

1. XpaHeHWe JIEKAPCTBEHHBIX CPEACTB OCYIIECTBISETCS MPOU3BOAUTEISIMHA JICKAPCTBEHHBIX
CpCACTB, OopraHu3anusIMu ONTOBOM TOProBJInN JICKApCTBCHHBIMU cpeacrBamu, AIlITCYHBIMU
OpTaHU3aIIsIMH, BETEpUHAPHBIMA aNTeYHBIMH OpraHu3aIUsIMH, WH/INBUIY ATbHBIMA
npeaAnpuHuMaTeIsIM1u, UMCIOIIUMHU JIMIICH3UIO Ha q)apMaI_IeBTI/I‘ICCKyIO ACATCIIBHOCTh WJIM JIMIOCH3UIO Ha
MEIUIUHCKYIO JEATEIbHOCTh, MEAMIMHCKUMH OpTaHU3aIMsIMH, BETEPUHAPHBIMHA OpTaHH3alUsIMU U
HWHBIMH  OpTraHu3alusaAMH, OCYHICCTBIIAIOIIUMUA 06pameHHe JICKApCTBCHHBIX CPCACTB. XpaHeHHe
JICKQpCTBEHHBIX CPEJCTB ISl BETEPHHAPHOTO TPUMEHECHHS OpTraHWU3allMsIMH W WHIAMBHIYaTbHBIMH
npeanpuHuMaTessiMi = B CliydadX, CCJIM OHHU HUCIHOJNB3YIOTCA HUCKIIOYUTCIIBHO IMpU Pa3BCIACHHU,
BBIpAIIMBAaHUM, COJCPIKAHUH U JICUCHHH XHUBOTHBIX, MOXKET OCYIIECTBIATHCS O€3 MOMYUYCHHS JHICH3UU
Ha (apMaleBTUYECKYIO ICATEIHHOCTb.

(B pen. @enepanbHoro 3akoHa ot 22.10.2014 N 313-D3)

2. IlpaBuia XpaHEHMs  JIEKAPCTBEHHBIX  CPEACTB  YTBEPXKAAIOTCS  COOTBETCTBYIOLIMM
YIOJIHOMOYEHHBIM (heZiepalIbHbIM OPTaHOM UCTIOJHUTEIBHOM BIACTH.

3. XpaHeHne HapKOTUYECKUX JIEKAPCTBEHHBIX CPENCTB, IICUXOTPOIHBIX JIEKAPCTBEHHBIX CPEJCTB,
pannodapmManeBTUYECKUX  JIEKApCTBEHHBIX  CPEICTB  OCYLIECTBISIETCS B~ COOTBETCTBUM €
3aKkoHoarenscTBoM Pocculickont denepanuu.

Cratba 58.1. lpeamMeTHO-KONMMYECTBEHHbIA Y4YeT JleKapCTBeHHbIX CpeacTB Ans
MeAULMHCKOro NpMMeHeHus

(BBenena denepanbHbIM 3aK0OHOM OT 25.12.2012 N 262-D3)

1. TlepeyeHb JIEKapCTBEHHBIX CPEACTB JUISI MEIUIIMHCKOTO MPUMEHEHHMS, MOISKAIIUX
MPEIMETHO-KOJIMYECTBEHHOMY ~ y4YeTy, YTBEPKIACTCsl YIOJHOMOYEHHBIM (peepalbHbBIM — OpPTaHOM
HUCIIOIHUTEIHLHON BIACTH.

2. HOpH,Z[OK BKIJIFOUYCHUS JICKAPCTBCHHLBIX CPCACTB IJId MCIAUIMUHCKOTO HNPHUMCHCHUSA B IMNCPCUCHDb
JICKApCTBEHHBIX CPEICTB LISl MEAUIIMHCKOTO MPUMEHEHUS, MOISKAIINX TPEAMETHO-KOINISCTBEHHOMY
y4YeTy, YCTaHaBJIMBACTCS YIMOJHOMOUYEHHBIM (eepabHbIM OpPraHOM HCIIOJHUTEIBHONH BJIACTH IO
COTJIACOBAaHUIO C (elepalbHBIM OPraHOM HCIIOJIHUTEILHONW BIIACTH, YIOJHOMOYEHHBIM B cdepe
BHYTPEHHUX JEIL.

(B pen. @enepanbHoro 3akoHa ot 03.07.2016 N 305-D3)

3. TlpenMeTHO-KONMYECTBEHHBIM YUYEeT JEKapCTBEHHBIX CPENICTB JJII MEAMIIMHCKOIO NMPUMEHEHHS
BEIyT NPOU3BOIUTENN JIEKAPCTBEHHBIX CPEICTB, OpraHU3allid ONTOBOW TOPrOBIM JIEKAPCTBEHHBIMU
CpelICTBaMH, alTE€YHble OpPraHu3allui, UHAUBUAYaJbHbIC MPEANPUHUMATEIN, UMEIOIINE JHUICH3UIO Ha
(bapMaleBTUYECKYIO JEATEIbHOCTh WM JIMLIEH3UI0 HAa MEIULUHCKYIO JEATEIbHOCTh, U MEAUIIUHCKHE
OpraHM3aIlfy, OCYIIECTBISIONINE 00palIeHNe JIEKAPCTBEHHBIX CPENICTB ISl MEIUIIMHCKOTO MPUMEHEHUS,
MyTeM PErucTpaluy JIObIX CBS3aHHBIX C MX OOpalleHHEeM OIepalruii, mpu KOTOPHIX H3MEHSETCS UX
KOJIMYECTBO U (WJIM) COCTOSIHHE, B CIICHUATBHBIX )KypHAJIaX ydeTa Onepaluid, CBSI3aHHBIX C 0OpalieHneM
JIEKapCTBEHHBIX CPEJICTB JUIsl METUIIMHCKOTO MPUMEHEHUS (Jajee - crieluaibHble KypHAIbI).

4. TlpaBuna perucTpaluy oOIepalui, CBSI3aHHBIX C OOpalIeHHEeM JEKapCTBEHHBIX CPEICTB IS
MEIULHUHCKOTO IPUMEHEHUS, BKIIIOYEHHBIX B IIE€PEUEHb JIEKAPCTBEHHBIX CPEICTB IS MEIULMHCKOIO
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MIPUMEHEHHUs, NTOMIEKANUX TPEAMETHO-KOJIUYECTBEHHOMY YYETY, B CIELUAIBHBIX KypHAllaX U IIpaBuja
BEJCHUS M XpaHEHHS CIECUUANBHBIX JKypHAJIOB YTBEP)KIAIOTCS YIOJIHOMOYEHHBIM (eaepaabHbIM
OpPraHOM HMCIOJIHHUTEIBbHOU BIIACTH.

5. Koutpone 3a coOmiofieHHEM IpaBUJI PETUCTPAllMM ONepalfii, CBSI3aHHBIX C OOpalleHUuEeM
JIEKapCTBEHHBIX CPEJCTB ISl MEAUIMHCKOTO MPUMEHEHHS, BKIIOUEHHBIX B MEPEYCHb JIEKAPCTBEHHBIX
CpCACTB IJId MCIAULMHCKOTO NPUMCHCHHA, MMOMJICKAIUX MNPECAMCTHO-KOJIUYCCTBCHHOMY YUCTY, B
CHelHalbHbIX JKypHajax, a TakKe 3a COONIIOJICHHEM TMpaBUi BEIACHHUS U XpaHEHUs CIEeHUaTbHbBIX
KYpPHAJOB BO3JIaraeTcs Ha YIOJHOMOUYEHHBIE (eaepabHble OpraHbl HCIOJIHUTEIBHOM BIACTH U
WCIIOTHUTENIbHBIE OpraHbl CcyObekToB Poccuiickoii deneparuu, OCYIIECTBISIONINE JIMIICH3UPOBAHUE
MMpOU3BOJACTBA JICKAPCTBCHHBIX CpCacCTB, (bapMaHGBTquCKOﬁ ACATCIIbHOCTH n MCHHHHHCKOﬁ
NeSITeIbHOCTH, U OCYIIECTBIISIETCS B paMKax JIMLIEH3MOHHOTO KOHTPOJIS.

(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

Maea 11. YHUMTOXEHUE NEKAPCTBEHHbLIX CPEOCTB
Crtatbs 59. OcHOBaHMA M NOPAKOK YHUUTOXEHUA NeKapCTBEeHHbIX CPeAcTB

1. HenoOpokauecTBEHHBIC JIEKAPCTBEHHBIE CPENCTBa, (albCU(UIIMPOBAHHBIC JIEKAPCTBEHHBIC
CpeAcTBa IMOJJIEKAT W3BATUIO M3 OOpalleHUs W YHUUYTOXKEHUIO B TOPSJKE, YCTaHOBICHHOM
IIpaButensctBoM Poccuiickoit @enepanun. OCHOBaHMEM [UIsl YHUUYTOXKEHHUS JIEKAPCTBEHHBIX CPEICTB
ABJIACTCS ~ PEIICHHE  BJIAJENbLA  JIEKAPCTBEHHBIX  CPEIACTB,  PEIICHHE  COOTBETCTBYIOLIETO
YIOJIHOMOYEHHOTO (peIepalbHOTO OpraHa UCTIOHUTEIIbHON BJIACTH WM pEIIeHUE Cya.

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

2. KoHTpadakTHble JIeKapCTBEHHBIE CPEACTBA MOMIEKAT U3BATUIO M3 OOpAICHHUSI U YHHUTOXKCHHIO
1o pemeHuto cyna. [lopsaok yHUUTOXKEHUsT KOHTPA(haKTHBIX JIEKAPCTBEHHBIX CPEJCTB YCTaHABIMBAETCS
IIpaBurensctBoM Poccutickoit denepanuu.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. Pacxompl, CBsi3aHHBIE C YHUYTOXKEHHEM KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEICTB,
HEZ0OPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB, (PanbCU(UIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB,
BO3MEULIAIOTCS UX BIIaJEIbLEM.

4. Bmanmenern nekapCTBEHHBIX CPEJCTB JODKEH MPEACTABUTH B YIIOJTHOMOYCHHBIM (hemeparbHbINA
opraH HCHOHHHTGHBHOﬁ BJIaCTU ,Z[OKyMGHT 1501051 3aBepeHHy10 B yCTaHOBHGHHOM HOpHI[Ke €ro KOIIHIO,
MOATBEPKIAIOIINE (PAKT YHUUTOXKEHHUS JICKAPCTBEHHBIX CPEIICTB.

5. CoOTBeTCTBYIOIIMK YIOJIHOMOYEHHBIH (hefepaqbHbli OpraH HCHOJHUTEIbHOM  BIIACTH,
IPUHABIIMM pelieHre 00 YHHUYTOKEHUHM JIEKapCTBEHHBIX CPEICTB, OCYIIECTBIISET KOHTPOJb 3a HX
YHUUYTOKECHHUEM.

6. VYHUYTOXKEHHE JIEKQpCTBEHHBIX CPEACTB TMPOU3BOAMTCA OPTraHU3ALMSIMH, HMEIOIIUMU
COOTBETCTBYIOIIYIO JIMIICH3UIO, Ha CIIEIUATBHO 000pYOBAaHHBIX TUIOIIAIKAX, IOJUTOHAX U B CIICIIHAILHO
000pPYIOBaHHBIX TIOMEIICHUSIX C COOI0JIEHHEeM TpeOOBaHUN B 00JACTH OXpaHbl OKPY’KAIOIICH Cpelbl B
COOTBETCTBHUHU C 3aKOHOJATeNbCTBOM Poccuiickon denepannu.

7. HapkoTuyeckue JE€KapCTBEHHBbIE CpEICTBA, IICUXOTPOIHBIE JIEKAPCTBEHHbIE CPEJCTBA,
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panuodapmaneBTUYECKUE  JIEKAPCTBEHHBbIE  CPEACTBA  YHHUYTOXKAIOTCA B COOTBETCTBHUM  C
3aKkoHoarenscTBOM Poccutickont denepanuu.

Mnasa 12. TOCYOAPCTBEHHOE PEIryJiImuPOBAHUE LIEH
HA NEKAPCTBEHHbIE NPEMAPATbI AnA MEOAUUUHCKOIO NPUMEHEHUA

Cratba 60. Nl'ocynapcTBeHHOe perynupoBaHMe LEeH Ha JfieKapCTBEeHHble npenapartbl
ANA MeaULMHCKOro NpMMeHeHus

1. FOCYI[apCTBeHHOG PEryjiupoBaHuC MOCH Ha JICKAPCTBCHHBIC Ipemaparbl I MCIHUIMUHCKOTO
PUMEHEHHSI OCYIIECTBIIETCS OCPEACTBOM:
(B pen. @enepanbHoro 3akoHa ot 26.03.2020 N 67-D3)

1) yrBepxknenus [IpaBurensctBoMm Poccutickoit denepanun mnepevys KU3HEHHO HEOOXOIUMBIX U
BOXHEUIINX JIEKaPCTBEHHBIX MPENapaToB, KOTOPHI (OpMHUpPYETCs M HE pEeXe OJHOrO paza B TOJ
[IEpECMaTPUBAETCA B YCTAHOBIICHHOM UM IOpPSJKE HA OCHOBE KOMIUIEKCHOM OLIEHKH JIEKapCTBEHHBIX
IpernaparoB, BKJIOYas aHaIM3 CBEACHUH O CPAaBHUTENBHOW KIMHUYECKOH 3((EKTUBHOCTH U
0€30MacHOCTH  JIEKApPCTBEHHOTO CPEJICTBA, OIEHKY HSKOHOMHMYECKHUX [MOCIEACTBUN MPUMEHEHUS
JIEKapCTBEHHOI'O CPEACTBAa U HM3YyUEHUE JOMOJIHHUTEIBHBIX IOCIEICTBUN NMPUMEHEHMS JEKAPCTBEHHOIO
CPENCTBa;

(B pen. @enepanbHbIx 3aKOHOB OT 22.12.2014 N 429-D3, ot 13.07.2020 N 206-D3)

2) yTBepKIEHUS METOAMKM pacyeTra MpelesbHbIX OTIYCKHBIX II€H MpOU3BOAUTENIeH Ha
JICKApCTBCHHBIC IIpCHapaTbl, BKIOYCHHBLIC B TICPCUCHL KU3HCHHO H€O6XO,Z[I/IMI>IX A BaXHEHUIIINX
JIEKapCTBEHHBIX MpENapaToB, a TaKKe BHEAPEHUS MEXaHU3MOB (hOPMUPOBAHMS CUCTEMbI peepeHTHBIX
LCH;

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, o1 06.06.2019 N 134-D3)

3) rocynapCTBEHHOM pErucTpalMd NpPENeNbHBIX OTIYCKHBIX IIEH IPOU3BOJAUTENIEH Ha
JICKQpCTBEHHBIC TMPENaparhl, BKJIIOYECHHBIE B IEPEYCHb >KM3HCHHO HEOOXOMMMBIX W BaKHEHIINX
JIEKapCTBEHHBIX MMPENapaTOB;

(B pen. @enepanbHoro 3akoHa ot 06.06.2019 N 134-D3)

4) BeneHWs TroOCyIJapCTBEHHOIO peecTpa MPEAENbHBIX OTIYCKHBIX IIEH IIPOMU3BOAUTENECH Ha
JIEKapCTBEHHbIE IIPENaparhbl, BKJIIOYEHHBbIE B IE€PEYEHb >KU3HEHHO HEOOXOAMMBIX U BaKHEHIINX
JIEKApCTBEHHBIX IIPENApaToOB;

5) yTBEpXKIEHUS METOAUKH YCTAHOBJICHHUS MCIOJHUTEIBHBIMU OopraHaMu cyObnekToB Poccuiickoit
(Dez[epaupm MMPEACIIbHBIX PA3MEPOB OINITOBBIX HaI[6aBOK U OpCACTIbHBIX pa3MCPOB PO3SHUYHBIX Haz[6a1301< K
(aKTUYECKUM OTHYCKHBIM II€HaM, YCTAaHOBJIEHHBIM MPOU3BOAUTENSIMU JIEKAPCTBEHHBIX IIPENapaToB, HA
JICKApCTBCHHBIC IIpCHapaTbl, BKIIOYCHHBLIC B TICPCUCHL KU3HCHHO H€O6XO,Z[I/IMI>IX U BaXHEHUIIIHNX
JIEKapCTBEHHBIX NPENapaToB;

(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

6) yCTaHOBJIEHUS TIPEJEIbHBIX Pa3MEPOB ONTOBBIX HA/I0aBOK M MPEAEIbHBIX pa3MEPOB PO3ZHUYHBIX
Hag0aBOK K (DaKTUYECKUM OTIYCKHBIM II€HaM, YCTAHOBJICHHBIM MPOU3BOJUTEISMH JIEKAPCTBECHHBIX
MpernapaToB, Ha JIEKAPCTBEHHbIE Nperaparhl, BKIIOUYEHHbIE B IEpPEUYEHb >KU3HEHHO HEOOXOAUMBIX H
BKHEUILIMX JIEKAPCTBEHHBIX MIPENapaTos;
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6.1) ompenenenust I[lpaButenbctBoM Poccmiickoit @Pepepanum mopsaka IeHOoOpa3oBaHHMS Ha
HE3aperuCTPUPOBAHHBIC JIEKAPCTBEHHBIEC MIPENapaThl JjIsl MEIULUHCKOTO IPUMEHEHHUSI, KOTOPbIE BBE3EHBI
B Poccuiickyro ®enepanuio majisi OKa3aHWS MEIMIIMHCKON TIMOMOIIM MO WU3HEHHBIM TOKAa3aHHUSIM
KOHKPETHOT'O MAallMeHTa U MEXIYHApPOIHbIE HEMATEHTOBAHHBIE, UM TPYNIUPOBOYHBIC, NI XUMHUECKHE
HAaUMEHOBAHMSI KOTOPBIX COAepXkarcsi B MEpeyHe JKU3HEHHO HEOOXOIMMBIX U  BaKHEHIINX
JIEKAPCTBEHHBIX MPEMapaToB;

(. 6.1 BBeneH ®enepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

7) yTBepXKIEHHUS TMOpsAAKAa BbIAYM MNPEANHCAHUN HCHOJHUTENBHBIM OpraHaM CyOBEeKTOB
Poccuiickoit deneparuu 0 MpUBEAEHUH B COOTBETCTBHE C 3aKOHOAATENLCTBOM Poccuiickoit denepanmu
pemieHH 00 YCTaHOBJIEHWH NPEICTbHBIX Pa3MEpOB ONTOBBIX HAJ0ABOK U MpPEIEIbHBIX Pa3MEpPOB
PO3HMYHBIX Hal0aBOK K (DaKTUUYECKUM OTIYCKHBIM II€HaM, YCTAHOBJIEHHBIM IPOU3BOJUTEISIMU
JIEKapCTBEHHBIX IPENapaToB, Ha JIEKApCTBEHHBbIE IpENaparbl, BKIIOYEHHBIE B IE€PEUYEHb >KU3HEHHO
HEOOXOJMMBIX M BaXXHEHIIMX JIEKapCTBEHHBIX IIPENapaToB, €CIM OHU MPHHATHI C HapyLIEHHEM
3aKkoHonarenscTBa Poccuiickon denepanuu, B nopsake, ycraHosieHHoM IIpaBurensctBoM Poccuiickoit
denepanuu;

(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

8) HampaBleHUS  YIOJHOMOYEHHBIM  (peAepallbHbIM OpPraHoM  MCIOJHHUTEIbHOM  BIACTU
UCTIOJHUTENBHBIM oOpraHaMm cyO0bekToB Poccuiickoit ®enepanuu mnpeanucaHuii o MPHUBEICHUH B
COOTBETCTBHME C 3aKOHOAaTeabCcTBOM  Poccuiickoit ~ ®@enepau TPUHATBIX C  HapyUIEHUEM
3akoHoJaTenbcTBa Poccuiickoit denepannu penieHnit 00 yCTaHOBJICHUHU NPEAETIbHBIX Pa3MepOB ONTOBBIX
Ha/J0aBOK M MpPEJENIbHBIX pa3MEpOB PO3HUYHBIX HAJ0ABOK K II€HAM Ha JIEKAPCTBEHHBIE IpEnaparsl,
BKJIIOYCHHBIE B TIEpPEUEHb )KU3HEHHO HEOOXOIMMBIX U BaYKHEHIIINX JIEKaPCTBEHHBIX MTPENApaToB;

(B pen. @enepanpHoro 3akoHa ot 08.08.2024 N 232-D3)

9) ocymecTBieHus peneparbHOro rocy1apcTBEHHOr0 Haa30pa B chepe oOpaleHust IeKapCTBEHHBIX
CPEACTB M PETHOHAIBHOTO TOCYIAPCTBEHHOIO KOHTPOJS 3a NPUMEHEHHEM II€H Ha JIEKapCTBEHHbBIC
MpemapaTbl COOTBETCTBEHHO YIOJHOMOYECHHBIMH (efepalbHBIMU OpraHaMU WCIOIHUTEIBHON BIACTH U
WCIIOTHUTEIPHBIMA OpraHamMu CcyObekToB Poccuiickoit denepanuyd COTIACHO HMX KOMIIETCHIIUU B
nopsiake, ycranosiaeHHoM [IpaButensctBom Poccuiickoit denepanuu;

(B pen. @enepanbHbIX 3ak0HOB OT 25.06.2012 N 93-D3, ot 08.08.2024 N 232-D3)

10) npumeHeHHs TPEeNYyCMOTPEHHBIX 3aKkoHojaTenbcTBOM —Poccuiickoit  ®Penpepanuu  Mep
OTBETCTBEHHOCTU 3a HapyIlleHHE TMOpsaKa IEeHOOOpa30BaHUS Ha JICKapCTBEHHBIC IpenapaTsl,
BKJIIOYCHHBIE B IIEpPEUEHb )KU3HEHHO HEOOXOAMMBIX U BXKHEUIIINX JIEKAPCTBEHHBIX MTPETIapaToB.

(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

2. B ycnoBusx upe3BblYaliHON cUTyaluu U (WIM) OpU BOZHUKHOBEHUHU YIPO3bl PACIIPOCTPAHECHUS
3a00JieBaHus, MPEICTABIAIONIETO OMACHOCTh Uil OKpPYXKAIOIIUX, a TaKKe B Cllydyae, €clii B TEUCHHE
TPUJLIATH KaJICHIApHBIX JHEW mocie npuHsatusa [IpaBurensctBom Poccuiickont denepauuu pemieHus o
MIPOBEACHUN MOHUTOPHHIA PO3HUYHBIX LIEH Ha JIEKaPCTBEHHBIE MpENapaThl, HE BKIOYEHHBIE B TIEPEUYEHb
KU3HEHHO HEOOXOJMMBIX W BaXHEHWIIUX JIEKAPCTBEHHBIX IMPENapaTroB, Ha TEPPUTOPUSX CYOBEKTOB
Poccuiickoit @enepannul BISIBJIEH POCT PO3HUYHBIX IIEH Ha YKa3aHHBIC JIEKAPCTBEHHbIC MpenapaThl Ha
TpUILATh MPOLEHTOB U OoJee, [IpaButenscTBO Poccuiickoit @enepanuu BpaBe yCTaHOBUTH NpeIEIbHbIC
OTIYCKHBIE LI€Hbl IPOWU3BOJAMTENICH HAa yKa3aHHBIE JICKAPCTBEHHBIE IpPENaparsl, MpEeAesIbHbIE pa3Mepbl
OINTOBBIX HAA0ABOK U MpeleibHbIe pa3Mephbl PO3HUYHBIX HAJA0aBOK K (DAKTHUECKUM OTITYCKHBIM IICHAM
MIPOU3BOJUTENEHN HA yKa3aHHBIE JIEKAPCTBEHHbIEC ITpenaparsl. [lepeueHp JeKapCTBEHHBIX MPENapaToB, HE
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BKJIIOYEHHBIX B IEPEYEHb >KU3HEHHO HEOOXOOMMBIX M Ba)KHEHIIMX JIEKapCTBEHHBIX IpernapaTroB, U
nopsiiok ero popmupoBanus onpenenstorcs [IpasurenscrBom Poccuiickoit denepanmu.
(dactp 2 BBeneHa deaepanbHbIM 3aK0HOM OT 26.03.2020 N 67-D3)

3. B Teuenue neBsiHOCTa KaJIEHJApHBIX JHEH co AHs yTBepkaeHus [IpaButenbctBoM Poccuiickoit
Denepauyy nepeyHs, yKa3aHHOTO B YaCTH 2 HACTOALICH CTaThbH, HE JOIYCKAIOTCS Pealu3anus U OTILYCK
BKJIIOUEHHBIX B HErO JIEKAPCTBEHHBIX IIPENApaTOB IO II€HAM, IPEBBIMIAIOIINUM MPEEIIbHBIE OTIYCKHBIE
LIEHbl IPOU3BOJUTENICH HA YKa3aHHBIC JICKAPCTBEHHBIC IPENapaThl, MPEICIBHBIE pa3Mepbl ONTOBBIX
Ha/J0aBOK M Tpe/eibHbIE pa3Mepbl PO3HUYHBIX HaN0aBOK K (DAaKTUUYECKUM OTITYCKHBIM IIeHaM
IIPOM3BOAUTENICHl Ha YyKa3aHHbIE JIEKApCTBEHHbIE IIpenaparbl € Y4YeTOM Hajora Ha J100aBJICHHYIO
CTOUMOCTb.

(dactb 3 BBeneHa deaepanbHbIM 3aK0HOM OT 26.03.2020 N 67-D3)

Koncynprantllntoc: npumedanue.
[Tonoxenus cr. 61 (B pen. @3 ot 30.01.2024 N 1-®3), kacarommecs: TpeaOCTaBICHUS T'OC. YCIyT
IIOCPEACTBOM E€AMHON CUCTEMBI U (WJIHM) €EAMHOI0 nopTaina, npuMensores ¢ 01.01.2026.

Koncynprantlntoc: npumeyanue.
3apeructpupoBanaeie 10 07.06.2019 mnpenenbHbIe OTMYCKHBIE IIEHBI TOMJIEKAT O00sS3aTEIbHON
nepepeructpanuu B 2019 - 2020 rogax B coorBeTcTBUU €O CT. 2 @3 01 06.06.2019 N 134-D3.

Cratba 61. lNocypapcTBeHHasi perucrTpauusi M nepeperucTpaumsi npeaenbHbIX
OTNYCKHbIX LeH npou3BoAUTEerNien Ha JeKapCcTBeHHble npenapaTtbl, BK/HOYEHHble B
nepeyvyeHb XXU3HEHHO HEOOXOAUMbIX U BaXXHEMLUUX NeKapCTBEHHbIX NpenapaToB

(B pen. @enepanpHoro 3akoHa ot 06.06.2019 N 134-D3)

1. IlpenenbHasi OTHyCKHAs II€HA MPOU3BOAMUTENS HA JICKAPCTBEHHBIM Ipenapar, BKJIIOYECHHBIA B
MepeueHb KU3HEHHO HEOOXOAMMBIX W BAKHEHIIMX JICKAPCTBEHHBIX IMPEMapaToB, IOIJICKHUT
rOCyJIapCTBEHHOM pErucTpanuu B nopsake, ycraHoBieHHOM [IpaButensctBom Poccuiickoii denepanmuy,
Ha OCHOBAaHWH HAIPABJIICHHOTO MOCPEACTBOM €MHOTO MOPTaJia B YIOJTHOMOYCHHBIN (efepanbHbIii OpraH
UCIOJIHUTEIBHON  BJACTH WM JIMYHBIA KaOMHET YHNOJHOMOYEHHOro (eaepaibHOro opraHa
WCTIOJIHUTEILHON BJACTHU B €IWHOM CHCTEMe, MOJIMHUCAHHOTO YCHJICHHON KBaTU(UIIMPOBAHHON
JJIEKTPOHHOW TMOIIMUCHIO 3asBJICHUS JepKaTelld WM BIAJelblla PErUCTPAlMOHHOIO YJIOCTOBEPEHHUS
JIEKapCTBEHHOTO TpernapaTa (yIoIHOMOYEHHOTO UM JIUIA).

(B pen. @enepansuoro 3akoHa ot 30.01.2024 N 1-D3)

2. 3aperucTpupoBaHHas IpeAeibHAas OTIYCKHAas [I€Ha NPOU3BOAUTENS Ha JEKapCTBEHHBII
Ipenapar, BKIIOYEHHBIH B IIE€pEYEHb HKU3HEHHO HEOOXOAMMBIX M Ba)KHEHIIMX JIEKAPCTBEHHBIX
MPEerapaToB, MOKET OBITh MEPEPErUCTPUPOBAHA B CTOPOHY YBEIMYEHHUS OJUH pa3 B KaJICHIApHOM TOAY
Ha OCHOBAaHMM HAIpPaBICHHOr0 10 1 OKTIOps KaXAoro roja IMOCPEACTBOM E€IMHOIO IoOpTana B
YIOJTHOMOYEHHBIH  (pefepanbHblii  OpraH  WUCHOJHHUTEIbHON  BIACTHM MM JIMYHBIA ~ KaOWHeT
YIOJIHOMOYEHHOTO (heAepaJbHOr0 OpraHa MCIOJHUTEIBLHONW BJIACTH B €IMHON CHUCTEME, NOJAINMCAHHOTO
YCUJICHHON KBaNIU(UIIMPOBAHHON SJEKTPOHHOM TMOANMUCHIO 3asBJICHUS JAEp)KaTellss WIM BIajenblia
PErUCTPaAIIMOHHOIO YJJOCTOBEPEHHUS JIEKAPCTBEHHOTO IIpenapara (yInoJIHOMOYEHHOTO UM JINLA).
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(B pen. @enepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

3. 3apeructpupoBaHHas NpeeNbHas OTIYCKHAs IIeHa TPOU3BOJMUTENSI Ha JIEKapCTBEHHBIH
npenapar, BKJIIOUYCHHBIH B TEpedYeHb JKU3HEHHO HEOOXOAWMBIX M BaKHEHIIMX JIEKaPCTBEHHBIX
IpernapaToB, MOXKET ObITh MEPEeperucTpUpoBaHa B CTOPOHY CHIDKEHHS Ha OCHOBAaHMM HAIPaBICHHOTO
MIOCPEACTBOM €JMHOTO MOPTasia B YIIOJHOMOYEHHBIH (hefepanbHbId OpraH HCIOJHUTEIBHON BIACTH WU
JUYHBIA KaOMHET YIOJIHOMOYEHHOTO (peiepaibHOTO OpraHa MCIOJIHUTEIFHON BIIACTH B €JMHON CHCTEME,
MOJNMCAHHOTO YCHJICHHON KBaIM(UIIMPOBAHHOM 3JIEKTPOHHOM IOAMMUCHIO 3asiBICHUS JEpKaTelsl MU
BJIaJleNIblla PETUCTPALMOHHOTO YJOCTOBEPEHUS JIEKAaPCTBEHHOrO Tpemnapara (YHOJIHOMOYEHHOTO WM
TU1a).

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4. Jlepkarenb WIM BIAJENEll PErHMCTPAlMOHHOTO YIOCTOBEPEHHS JIEKapCTBEHHOIO Ipernapara
(YNOJTHOMOYEHHOE MM JIUII0) O0s3aH HANpaBUTh MOCPEACTBOM EIMHOTO MOpTaja B YHMOJHOMOUYEHHBIH
(benepanbHbI OpraH UCIOJIHUTEIBHON BIACTH WM JIMYHBIN KaOMHET YyHOJIHOMOYEHHOTO (eiepaabHOro
OopraHa MCIIOJHUTEIBHON BIIACTH B €AMHOM CHUCTEME IMOANMCAHHOE YCHJIEHHOW KBaTH(UIMPOBAHHOMN
AJIEKTPOHHOW MOJMUCHIO 3asBJICHUE O MEPEPErHCTPalliU 3apEerUCTPUPOBAHHON MPEACIbHON OTITYCKHOM
LIEHBI TPOU3BOAUTEIIS HA JIEKAPCTBEHHBIN Mperapar, BKIOYCHHBIH B IEPEeYeHb )KU3HEHHO HEOOXOAMMBIX
Y BaXKHEUIINX JIEKAPCTBCHHBIX NIPENAapaToOB, B CTOPOHY CHUKCHHMS B CIEAYIOIUX CIyYasx:

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

1) cHrMKeHMe 1IeHbl B MHOCTPAaHHOW BaJlIOTE Ha JIEKAPCTBEHHBIN MpernapaTr B CTpaHE MPOU3BOIUTEINS
u (UIM) B CTpaHaX, B KOTOPBIX JIEKaPCTBEHHBIN INpenapaT 3aperucTpupoBaH M (WIM) B KOTOpHIE
MTOCTABJISAETCS TPOU3BOUTENIEM;

2) CHMXEHHE IIeH Ha pedepeHTHbIC JIEKapCTBEHHBIC Ipernaparbl B COOTBETCTBUU C ITYHKTOM |
HacTosIe dYacTu (1T COOTBETCTBYIOIIMX BOCIPOW3BEIACHHBIX, OHOAHAIOTOBBIX (OMOMOIOOHBIX)
JIEKapCTBEHHBIX MPENapaToB);

3) mpeBbIICHUE TPENETbHON OTITYCKHOW IIEHBI Ha TMEPBBIA BOCIHPOU3BEICHHBIN, OMOaHAIOTOBBII
(OmoromoOHBI) JIEKAPCTBEHHBIN IMpernapar MHOCTPAHHOIO MPOU3BOJCTBA HAJ NPEACTbHON OTITYCKHOM
IIEHON MTPOU3BOIUTENS HA BTOPOM BOCTIPOM3BEACHHBIN, OMOaHATIOTOBBIN (OMOTTOA00HBII) JIEKapCTBEHHBIHN
rpenapar, paCCUUTaHHOM B COOTBETCTBUM C METOAUKOM, yTBepxkaAcHHOU lIpaBurensctBom Poccuiickoit
denepanuu;

4) mpeBbIIICHHE MPEACIbHON OTIYCKHOM IIEHBI HA TEpBBI BOCIPOU3BEICHHBIN, OMOaHAIOTOBBIHI
(6brorogO0OHBII) JIEKAapCTBEHHBINM TIpenapar NPOW3BOAMTENS TOCynapcTBa - uieHa EBpaswuiickoro
SKOHOMHUYECKOIO COK03a HaJX MPENelbHOM OTIyCKHOM IIEHOM IPOM3BOJAUTENS. Ha  BTOpPOM
BOCITPOM3BE/ICHHBIN, OHMOaHANIOTOBBIM (OMOMOAOOHBIN) JIEKAPCTBEHHBIN MpenapaT MPOW3BOIUTEINS
rocyiapcrBa - wieHa EBpa3umiicKOro SKOHOMHMYECKOIO COI03da, PACCUMTAHHON B COOTBETCTBHM C
METOJIUKOH, yTBepxkaeHHOU [IpaBuTenscTBoM Poccuiickoi denepanum.

5. Ilopsimok mepeperucTpanuy 3aperucTpuPOBAHHBIX IIPEAEIbHBIX OTIIYCKHBIX LIEH IPOU3BOJUTENCH
Ha JIEKapCTBEHHBIC Mpenaparbl, BKIIOUYEHHbIE B TEpEYeHb XU3HEHHO HEOOXOMUMBIX M BaKHEHIINX
JIEKapCTBEHHBIX IIPENapaToB, B CiIydasX, MNPEIyCMOTPEHHBIX 4YacTsAMU 2 - 4 HaCTOALIEH cTaThHy,
ycranaBiuaetcs [IpaButenscTBoMm Poccuiickoin denepanuu.

6. DKOHOMUYECKUI aHalIu3 IpENeIbHOW OTIYCKHOW ILIEHBlI IPOM3BOJUTENS HA JIEKAPCTBEHHBIN
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npernapar, BKIIOYCHHBI B TIEpEYEHb IKM3HECHHO HEOOXOJWMBIX M BAXHEHIIMX JIEKAPCTBEHHBIX
[penaparoB, IMpPHU €€ TOCYAAPCTBEHHOM PpEruCTpaluy WM IEePEPEerucTpaluu  OCYIIECTBIACTCA
denepaTbHBIM  OPTaHOM HCIOJHHUTEIBHOH BJIACTH, OCYIICCTBISIOIUM (QYHKIUUA TIO TPHHATHIO
HOPMATUBHBIX TIPAaBOBBIX AaKTOB H KOHTPOJIO 3a COOJIOJCHHEM 3aKOHOAATENhCTBA B cdepe
TrOCYJapCTBEHHOTO PETyJIMpOBaHus 1eH (TapuoB) Ha TOBAPHI (YCIYTH).

7. PacueTr mpenenbHbIX OTIYCKHBIX IIEH, YKa3aHHBIX B 4acTsX | M 2 HacTOsIIEH CTaTbH, IPHU UX
rOCyIapCTBEHHON PErHCTpaly WIH IEPEPEruCTPalui OCYLIECTBIAECTCS B COOTBETCTBUM C METOJUKOM,
yrBepxkacHHoU [IpasurensctBoM Poceniickoit denepanuu U yUUTHIBAIOLIEH B TOM YHUCIIE:

1) cobmonenne OamaHca MHTEPECOB MOTPEOUTENCH JICKAPCTBEHHBIX IMpENapaToB, BKIIOUYCHHBIX B
NepevYeHb KU3HEHHO HEOOXOJMMBIX M BAKHEHIIMX JIEKaPCTBEHHBIX IPENapaTtoB, W IMPOU3BOAMUTENEH
JICKQpCTBEHHBIX MPENapaToB, BKJIIOYEHHBIX B IEPCUCHb >KU3HEHHO HEOOXOMMMBIX M BaKHEHIINX
JIEKapCTBEHHBIX MMPENapaToB;

2) dakTHUECKYI0 OTIYCKHYIO IIEHY Ha JIEKapCTBEHHBIE MpernapaThl B Poccuiickoit deneparuu, ieHy
BBO3a JIEKAPCTBEHHBIX MpenapaTtoB B Pocculickyro @Penepaunio, a Takke LEHbBl HAa AHAIOTUYHBIE
JIEKapCTBEHHBIC TTpenapaThl, Haxosumecs B oopamenun B Poccuiickoit deneparuu;

3) 3aTpaThl NPOM3BOIUTENS JIEKAPCTBEHHOIO TWIperapara Ha MPOU3BOJICTBO U  PEANU3ALHUIO
JIEKapCTBEHHOT'O Npenapara;

4) neHy Ha JEKapCTBEHHBIN IIpenapart, €ro eHy B CTpaHe MPOU3BOAUTENS U B CTPAHAX, B KOTOPBIX
JIEKapCTBEHHBIN Mpernapar 3aperucTpUpOBaH U (UJIM) B KOTOPbIE MOCTABIISIETCS TPOU3BOIUTEIIEM.

8. He momyckaroTcst peanusanus U OTIYCK JIEKAPCTBEHHBIX NPENapaToB, BKIOYEHHBIX B IIEPEUEHb
KU3HEHHO HEOOXOJMMBIX M BRKHEHIIHMX JICKAPCTBEHHBIX IMPEMapaToB, Ha KOTOPHIC MPOM3BOJIUTEISIMHU
JIEKapCTBCHHBIX IMPEMapaTOB HE 3aperUCTpUpPOBAaHA TpeleNbHAs OTIYCKHAs IIeHa, peaau3aius
MIPOU3BOJIUTEIISIMHA JICKAPCTBCHHBIX IMPENapaToB MO IIeHaM, MPEBBIIMIAIONNM 3apETHCTPUPOBAHHBIC WITH
HepepeFHCTpHpOBaHHBIG Hpe,Z[G.HBHBIC OTHYCKHBIC IICHBI HA JICKapCTBCHHBIe HpenapaTLI C y‘-IeTOM HaJiora
Ha 00aBJIEHHYIO CTOUMOCTb.

9. OcoOEeHHOCTH TOCyIapCTBEHHOTO PETYIUPOBAHUS MPEIEIbHBIX OTITYCKHBIX L[EH MPOU3BOIUTENCH
Ha JIEKapCTBEHHbIC Mpenaparbl, BKIIOUYEHHbIE B TEpEYeHb XU3HEHHO HEOOXOMUMBIX M BaKHEHIINX
JICKApCTBCHHBIX IMPCIIapaTOB, B 3aBUCHUMOCTH OT 3KOHOMHYCCKUX U (I/I.HI/I) COHMAJIBHBIX KPUTCPHUCB
(u3MeHeHue yCIOBUM, OPSAKA U CTOMMOCTH IIPOU3BOICTBA JIEKAPCTBEHHBIX MPENapaToB, UCIIOIb30BAHHE
HOBBIX (OpM, METOAOB U CHOCOOOB TOCYAAPCTBEHHOTO PETyJIUPOBAaHMs II€H Ha JIEKAPCTBEHHBIC
npernapaTsl, B TOM YHCIe Ha OCHOBE MeXaHH3Ma pedepeHTHOro 1eHO000pa30BaHus, U3MEHEHUN TopsaKa
OKa3aHUusA MCHHHHHCKOﬁ nmomMmomu1, HU3MCHCHHUC KypcCa HHOCTpaHHOﬁ BaJIIOTbl W HHBIC I/ISMCHGHI/ISI)
ycranaBiauBatorcs [IpaBurensctBom Poccuiickoit @enepanuu.
(B pen. @enepanbHoro 3akoHa ot 08.03.2022 N 46-D3)

Cratba 62. [ocynapCTBeHHbIM peecTp npeaenbHbIX  OTMYCKHbIX  LEeH
npousBoguTesnien Ha NeKkapCcTBeHHble npenapartbl, BKIIIOYEeHHblIe B NepevYeHb XU3HEeHHO
HeoOXoAUMbIX U BaXXHEULLUUX JIeKapCTBEHHbIX NpenapaToB

1. 3aperucTpupoBaHHbIE WM NEPEPETUCTPUPOBAHHBIE IPEIECIbHBIE  OTIYCKHBIE  LIEHBI
IIPOU3BOUTEINIEH Ha JIEKAPCTBEHHBIE IPENapaThl, BKIIOYEHHbIE B M€PEUEHb KU3HEHHO HEOOXOIAMMBIX U
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BOKHEHIINX JIEKAPCTBEHHBIX IPENapaToB, TIOUIEKAT BKIIOUYCHHIO B TOCYAApPCTBEHHBIH peecTp
NpCACIIbHBIX OTITYCKHBIX ICH HpOHSBOHHTCHCﬁ Ha JICKAPCTBCHHLBIC NMPCTIapaThl, BKITOUCHHBIC B ICPCUCHDb
’KM3HEHHO HEOOXOIMMBIX M BKHEHIIINX JICKapCTBEHHBIX HPEMapaToB.

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

2. l'ocymapcTBeHHBI pEECTp MPEAETbHBIX OTIYCKHBIX II€H MPOW3BOAUTEIEH Ha JIEKAPCTBEHHBIE
npemnaparbl, BKIIOYCHHBIC B TCPCUYCHL JKU3HCHHO HCOGXOI[I/IMBIX A  BaXHEHUIIHX JICKApPCTBCHHBIX
MpenapaToB, COACPIKUT B ceOe CIIeTYIONTy0 HH(pOpMaIHIO:

1) HauMeHOBaHME JepKATENsI WM BIIaJIEbla PETUCTPALIMOHHOTO YIOCTOBEPEHHUSI JIEKAPCTBEHHOTO
npenapara, HaWMEHOBAHHE TPOU3BOJUTENS JICKAPCTBEHHOTO IIperapara, CBEJICHUS O PErucCTpaIfu
JiepIKaTensl WM BIIaJIeNblia PETUCTPALIMOHHOTO YJIOCTOBEPEHHUSI JIEKAPCTBEHHOTO Mpernapara, CBEACHUs O
pPErUCTpallK TTPOU3BOIUTEIS JICKAPCTBEHHOTO Tperapara s MEIUIIMHCKOTO MPUMEHEHHUS B Ka4eCTBE
HAJIOTOIJIATENBIINKA B  CTpaHe  perucrpanuu (A1 POCCHMCKUX  IOPUAWYECKUX — JIMI -
uaeHTU(OUKAITMOHHBIN HOoMep Hanororatenpimuka (MHH), mis uHOCTpaHHBIX IOPUAMYECKUX JIUIL -
CTpaHa pErucTpalui, HAUMEHOBAHUE PETUCTPUPYIOLIETO OpraHa, PETrUCTPAlMOHHBIA HOMEpP, KOJI
HaJIOTOIUIATENbIIMKA B CTPAaHE PETUCTpanuu (MHKOPIOpAIlMK) WM €r0 aHajor), MECTO HaXOXKICHH
MIPOU3BOJICTBEHHBIX IJIOLIAI0K, YYACTBYIOUIUX B MPOIIECCE MPOU3BOJICTBA JICKAPCTBEHHOTO Mpernapara, ¢
yKa3aHHWEM CTaJuu Mpoliecca MPOU3BOJICTBA;

(n. 1 B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HauMEHOBaHWE JICKApPCTBEHHOTO Tpernapara (MEeXIyHapoAHOE HEMaTeHTOBAHHOE, WM
IpyNIUPOBOYHOE, NI XUMUYECKOE U TOPTOBOE HAUMEHOBAHUS);
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3) HOMEp perucTpaloOHHOTO YO0CTOBEPEHNUS JIEKAPCTBEHHOTO IPEnapara;

4) nexapcTBeHHas (opMa ¢ yKazaHHEM JO3MPOBKH JIEKAPCTBEHHOTO IMperapara U ero KOJMYecTBa
BO BTOPUYHOH (MOTPEOUTENHCKOMN) YIIAKOBKE, & TAKKE KOMILJIEKTHOCTb;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

5) 3apeructpupoBaHHas MpeiebHas OTIYCKHAs [IeHa Ha JISKapCTBEHHBIH Mpenapar B pyossix;
(B pen. @enepanpHoro 3akoHa ot 27.12.2019 N 475-D3)

6) nata U HOMEp MpHKa3a YHNOJHOMOYEHHOTO (hefepanbHOr0 OpraHa WCIOJTHHUTEIHHOW BIIACTH O
rOCyJIapCTBEHHOW PETUCTPALIMU WJTU NEPEPEruCTPaliy MPEAEIbHON OTITYCKHOM LIEHbI Ha JICKAPCTBEHHBIN
mpemapaTr, BKIIOUEHHBIH B TMEpPEYCHb J>KU3HEHHO HEOOXOAMMBIX U BXHEHIIMX JIEKAPCTBEHHBIX
MpenapaTos;

(B pen. @enepanbHbix 3aKOHOB OT 22.12.2014 N 429-D3, ot 06.06.2019 N 134-D3)

6.1) maTa BCTYIUICHHUS B CHIIy NPHKa3a YIOJIHOMOYEHHOTO (hefepaibHOTO OpraHa UCTIOTHHUTEIbHOM
BIIACTH O TOCYIApCTBEHHON pErucTpalii WIH MepPeperucTpalui MpeaeIbHOM OTIYCKHON IIeHBI
MIPOU3BOJIUTEINST Ha JICKAPCTBEHHBIN Mpenapar, BKIIOYCHHBI B TEpeYeHb JKU3HEHHO HEOOXOJWMBIX U
BXHEHIIINX JIGKAPCTBEHHBIX MPENapaToB;

(. 6.1 BBengeH ®enepanbHbiM 3akoHOM OT 06.06.2019 N 134-D3)

7) WTPUXOBOM KO/, HAHECEHHBI HAa BTOPUYHYIO (MIOTPEOUTENBCKYIO) YIAKOBKY JIEKAPCTBEHHOTO
Ipernapara;
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(n. 7 BBenen denepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

8) KOa NeKapCTBEHHOTO Mpemnapara M0 aHATOMO-TEPANEeBTUUYECKO-XUMUYECKON KIIACCU(UKAIINH,
PEKOMEHI0BAaHHON BcemMupHOl opranu3anueit 31paBoOXpaHeHuUs.
(n. 8 BBennen denepasibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

3. TocymapcTBeHHass perucrpanuss WM IE€PEPErucTpanus IPEAeIbHBIX OTIYCKHBIX LE€H Ha
JICKapCTBEHHBIE MpENaparhbl, BKJIIOYEHHBIE B IE€PEYCHb >KU3HEHHO HEOOXOAMMBIX W BaKHEHIINX
JIEKapCTBCHHBIX IPENaparoB, BEACHHE TOCYAAPCTBEHHOIO pEecTpa IPEAEIbHBIX OTIIYCKHBIX LEH
MIPOU3BOIUTENICH Ha JIEKapCTBEHHBIE MpPEnapaThl, BKIIOYCHHBIE B MEpeUeHb KU3HEHHO HEOOXOIMMBIX U
BOXHEHIINX  JIEKAPCTBEHHBIX  IIPENapaToB, OCYLIECTBIIOTCA B IOPSAOKE,  YCTAHOBJIECHHOM
IIpaBurensctBoM Poccutickoit denepanun.

(B pen. @enepanpHoro 3akoHa ot 06.06.2019 N 134-D3)

Ctatba 63. YcTaHOBNEeHMe MUCMNONMHUTENbHLIMU opraHamu cy6bekToB Poccuinckomn
depepaumn npefenbHbIX pasMepoB OMNTOBbLIX HafabaBOK W npeAenbHbIX pa3MepoB
PO3HMUYHbIX Haa6aBOK K (PaKTUYECKMM OTNYCKHbIM LieHaM, YCTaHOBJEHHbIM
npou3BOAUTENSAMU JFeKapCTBEHHbIX MpenapaToB, Ha JfeKapcTBeHHble Mnpenapartbl,
BKIIOYEHHbIE B NepeyYeHb XWU3HEHHO HeoOXOoAMMBLIX M BaXHEWLIUX FeKapCTBEHHbIX
npenaparos
(B pen. @enepanbHbIX 3ak0HOB OT 27.12.2019 N 475-03, ot 08.08.2024 N 232-D3)

1. UcnomuuTtensHble opranbl cyObekTOB Poccuiickoit denepaniuu yCcTaHaBIMBAIOT IPEACIbHBIC
pa3Mepsl ONTOBBIX HA0ABOK U MPEACIbHBIE pa3Mephbl PO3HUYHBIX HAJ0AaBOK K (PaKTHUECKUM OTIYCKHBIM
neHam (0e3 ydera Hajora Ha J00aBICHHYIO CTOMMOCTB), YCTAaHOBJICHHBIM MPOU3BOAUTEIISIMH
JIEKApPCTBEHHBIX IMIpEenapaToB, Ha JEKApCTBEHHbIE IMpenaparbl, BKIIOYEHHBIE B MEPEYEHb >KU3HEHHO
HEOOXOUMBIX U BaXKHEHIINX JIEKAPCTBEHHBIX MPENapaToB, B COOTBETCTBUU C YTBEPKICHHON B MOPSIKE,
YCTaHOBJICHHOM IIpaBuTENIBECTBOM Poccutickoit denepanuy, METOAMKON  YCTaHOBJICHUS
WCIIOTHUTEIPHBIMA OpraHaMu cyObekToB Poccuiickoit denmeparuu mpeneiabHbIX Pa3MEpOB OINTOBBIX
HaA0aBOK W TMPEAETbHBIX pPa3MEpPOB PO3HUYHBIX HAM0aBOK K (DAKTHUECKUM OTITYCKHBIM I[€HaM,
YCTAHOBJIEHHBIM TMPOW3BOJUTENSAMHM JIEKAPCTBEHHBIX IpENapaToB, Ha JIEKAPCTBEHHBIE IIpenaparsl,
BKJIIOYCHHBIE B II€pEUCHb J>KU3HEHHO HEOOXOAMMBIX M BaXHEUIIMX JIEKAPCTBEHHBIX IIpenapaToB.
[IpoexThI perieHni UCIIOTHUTENBHBIX OPraHoB cyOBhekToB Poccuiickoit deneparuu 00 yCTaHOBICHUH U
(W) WM3MEHEHWHW TMpeleibHBIX Pa3MEPOB ONTOBBIX HAN0ABOK W MPEACTHHBIX Pa3MEPOB PO3HUYHBIX
Ha70aBOK K (DaKTUYECKUM OTIYCKHBIM II€HaM, YCTAHOBJIEHHBIM MPOU3BOJUTENIIMU JIEKaPCTBEHHBIX
MpermapaToB, Ha JICKAPCTBEHHBIC NpENaparhl, BKIIOYEHHBIE B IMEPEUYCHb >KU3HEHHO HEOOXOMUMBIX H
BaXHEHIIINX JIEKAPCTBEHHBIX MPENapaToB, MOJIEKAT COTJIACOBAHUIO C YIOJHOMOYEHHBIM (eepaibHbIM
OpPraHOM HCIIOJIHUTEIBHON BIACTH, OCYIIECTBIISIONINM (DYHKIIUU M0 IPUHATHIO HOPMATHBHBIX MTPABOBBIX
aKTOB U KOHTPOJIIO 3a COOJIOJIEHNEM 3aKOHO/IATENbCTBA B cpepe rocyJapCTBEHHOTO PETyINPOBAHUS 1IEH
(TapudoB) Ha TOBapkI (yCIyrH), B MOpsaKe, ycTaHoBieHHOM [IpaBuTtensctBoM Poccuiickoii @eneparui.
(B pen. ®enepanbubix 3akoHOB OT 13.07.2015 N 241-®3, ot 27.12.2019 N 475-®3, ot 08.08.2024 N
232-®3)

2. OpraHuzaiuy ONTOBOM TOPrOBJIM JIEKAPCTBEHHBIMU CPEACTBAMM, AaNTE€YHbIE OpraHU3allNH,
WHIUBUAYATbHBIE TMPEANPUHUMATENN, HMEIOIINE JIUIECH3UI0 Ha (apMaleBTUUYECKYIO JIEATEIbHOCTb,
MEIUIIMHCKUE OpTaHU3allMHk, HWMEIONIUEe JHICH3UI0 Ha (GapMaIeBTUUECKYI0 MESITebHOCTh, W HUX
000CO0JICHHBIE TIOMpa3ClieHUsl, PACIOJIOKEHHBIE B CEIbCKUX HACENIEHHBIX ITYHKTaX, B KOTOPBIX
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OTCYTCTBYIOT aIllT€YHbIC OPraHM3alMH, OCYIIECTBIIAIOT PpEaIU3alul0 JEKapCTBEHHBIX IIPENapaTos,
BKJIIOYCHHBIX B TIEpEUEHb >KU3HEHHO HEOOXOAMMBIX M BAXXHEWIIHMX JIGKAPCTBEHHBIX IpENapaTroB, IO
LIEeHaM, KOTOpble (OPMHUPYIOTCS B COOTBETCTBUU C IOPSAKOM, YCTaHOBJIEHHBIM IIpaBUTENHCTBOM
Poccwuiickoit denepainu, U ypoBeHb KOTOphIX (0e3 ydera Hajora Ha J00aBIEHHYH) CTOMMOCTH) HE
JOJDKEH TMPEBBIIATh CyMMY (AKTUYECKOH OTIYCKHOW IIeHbI, YCTAHOBJIEHHOH IPOU3BOAMUTENIEM
JIEKapCTBEHHOI'O IIperapara, HE IPEBBILIAIOIIEH 3aperuCTPUPOBAHHONW WM TNEPEPETUCTPUPOBAHHON
IpeJeNbHOW OTIYCKHOM LeHbl NpOM3BOAUTENS (Ha [JaTy pealu3alud JIEKapCTBEHHOIO Ipenapara
NPOU3BOJAUTENIEM), M pa3Mepa ONTOBOW Han0aBKM M (MJIM) pa3Mepa pPO3HUYHOM Haa0aBKu, HE
IPEBBIMIAIOIINX COOTBETCTBEHHO pa3Mepa MpeesIbHOM ONTOBON Haj0aBKu U (WIK) pa3Mepa IpeaeabHOn
PO3HMYHOM HaJ0aBKH, yCTAaHOBJICHHBIX B cyObekTe Poccuiickoit denepariuu.

(B pen. @enepanbHbIX 3aK0HOB OT 27.12.2019 N 475-03, ot 08.08.2024 N 323-D3)

3. UcnonHuTensHble Opranbl cyobekToB Poccuiickoil @enepanuu pasMemiator B cetu "MHTepHeT"
MH(OPMALIMI0O O 3apEerMCTPUPOBAHHBIX MPEAETbHBIX OTIYCKHBIX II€HaX MPOU3BOAUTENEH Ha
JIEKapCTBCHHBIE TMpEenaparbl, BKJIIOYECHHBIE B IEPEUYCHb JKU3HEHHO HEOOXOMUMBIX M BaKHEHIINX
JIEKApCTBEHHBIX TMpernapaToB, 00 YCTaHOBIEHHBIX B cyOwbekTe Poccuiickoit denepanuu mpenenbHBIX
pa3Mepax ONTOBBIX HAI0ABOK W (WJIH) MPEACTBHBIX pa3Mepax PO3HHYHBIX HAA0ABOK K yCTaHOBJICHHBIM
MIPOU3BOJUTENISIMUA JIEKApPCTBEHHBIX MpenaparoB ()aKTUYECKUM OTITYCKHBIM I[€HAaM Ha JIeKapCTBEHHBIE
mpemapaTsl, BKIIOYCHHBIE B IEPEYCHb KU3HEHHO HEOOXOMUMBIX M BaXXHEHIIUX JIEKAPCTBEHHBIX
MpernapaToB, a TAaKKE O CyMME 3apETUCTPUPOBAHHBIX MPEAEIbHBIX OTITYCKHBIX LIEH MPOU3BOAUTENEH Ha
JIEKapCTBCHHBIC TpEnaparbl, BKJIIOYCHHBIE B TMEPEYCHb JKU3HEHHO HEOOXOMUMBIX M BaKHEHIIHNX
JIEKApCTBEHHBIX TIPEMapaToB, YCTAHOBICHHBIX B CyOBekTe Poccmiickoit denepanum MpeaenbHBIX
pa3MepoB OMTOBBIX HAI0OABOK U MPENEIbHBIX pa3MEPOB POZHUYHBIX HAA0ABOK U Hajora Ha J00aBICHHYIO
cTouMOCThb. MHGpopmarus, npeaycMOTpeHHas HACTOSIIEH 4YacThlo, JODKHA HAaXOJUTHCA TakKkKe B
anTEeYHBIX OpTraHU3aIUAX B JOCTYTHOU ISl BCEX 3aMHTEPECOBAHHBIX JIUIl JOpMe M OOHOBIIATHCS 11O MEpe
€€ pa3MeIIeHUs UCIIOTHUTEIIbHBIMUA OpranaMu cyobeKToB Poccutickoit denepanuu B cetu "MHTEpHET".

(B pen. @enepanbHbIX 3aKOHOB 0T 27.12.2019 N 475-®3, ot 08.08.2024 N 232-D3)

4. Ytpatun cuny c¢ 1 mapra 2020 roga. - ®enepanbhsiii 3akoH ot 27.12.2019 N 475-D3.

Masa 13. MOHUTOPUHIT QODPEKTUBHOCTU N BE3OIMNACHOCTHU
JIEKAPCTBEHHDbIX NMPEMAPATOB, HAXOOALWNXCA B OBPALLEHNA
B POCCUNCKOWN ®EOEPALUU
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

Cratbsa 64. PapmakoHag3op
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. JIekapcTBeHHBIC TIpenapaThl, Haxosmecs: B oOpamenun B Poccuiickoit denepaiinu, moayiexar
MOHUTOPHUHTY 3(PeKTUBHOCTM W O€30MacHOCTH B IESIX BBIIBICHUS BO3MOXKHBIX HETaTHBHBIX
MOCJIEICTBUI MX MPUMEHEHHUS, UHJIMBUAYATbHON HEMEPEHOCUMOCTH, MPEIyNPEKICHUS MEIUIMHCKUX
paOOTHHMKOB, CIEIUAIUCTOB B 00JACTH BETEPUHAPHH, TAIMEHTOB WM BJIAACIBIEB >KMBOTHBIX W HX
3alIUTHl OT MPUMEHEHHUSI TAKUX JIEKAPCTBEHHBIX MPEMapaToB.

(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

2. @dapMaKOHaI30p OCYILECTBISETCS COOTBETCTBYIOLUIMM YIOJHOMOYEHHBIM (peepantbHbIM
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.12.2024)
"06 obpalleHMn NeKapCTBEHHbIX CpeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHenus: 24.01.2025

OpPraHOM HCHOJHUTEIBLHOM BJIACTH B YCTAaHOBJIEHHOM MM IOPSJIKE C y4yeToM TpeOOBaHUI HACTOSIIETO
denepanbHOTO 3aKOHAa W aKTOB, COCTaBistomMx mnpaBo Coro3a, MyTeM aHajdu3a MPEAOCTaBISIEMOMN
cyObekTaMu  OOpalleHHs JIGKapCTBEHHBIX CPEICTB HMH(POpMaMM O TMOOOYHBIX  JICUCTBUSX,
HEXKEJIATeNbHbIX PEAKIMAX, CEPhE3HBIX HEKENATENbHBIX PEAKIMAX, HENPEIBUACHHBIX HEXeIaTelIbHbIX
peakuusx NpU NPUMEHEHUH JIEKapCTBEHHBIX IpenapaToB, 00 HWHANBUAYAJIbHONH HENEPEHOCHUMOCTH,
OTCYTCTBUH 3(PPEKTUBHOCTH JICKAPCTBEHHBIX MPEMAPATOB, a TAK)KE 00 MHBIX (aKTax U OOCTOATEIHCTBAX,
MPECTABISAIONINX YIPO3y JKU3HM WM 370pPOBbI0 YeNOBeKa JHUOO >KUBOTHOTO MpPU MPUMEHEHUH
JICKapCTBEHHBIX MPENapaToB U BBIABICHHBIX HA BCEX 3Tamax OOpaIleHus JIEKAPCTBEHHBIX MpEnapaToB B
Poccuiickoit denepanuu u Jpyrux rocy1apcrpax.

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

3. CyOBexTsl 0OpallleHus JIEKApCTBEHHBIX CPEJCTB B MOPSIIKE, YCTAHOBICHHOM YIOJIHOMOYEHHBIM
benepambHBIM  OPraHOM  HCHOJHHUTENBHOM BIACTH, 00s3aHBI COOOIIATh B  YIMOJHOMOUYEHHBIH
(benepanbHbIl OpraH MCHOJHUTENBHOM BIACTH O MOOOYHBIX JEHCTBUSAX, HEXKENATEIbHBIX PpEeaKIUsiX,
CEPbE3HBIX HEKEIATENIbHBIX PEAKUUAX, HEIPEABUICHHBIX HEKEIATEIbHBIX PEAKUUAX IPU IPUMEHECHUHU
JIEKapCTBEHHBIX MpenaparoB, 00 WHAMBUIYalIbHOH HENEPEHOCHUMOCTH, OTCYTCTBUU A(PPEKTUBHOCTH
JICKApCTBEHHBIX INPENapaToB, a Takke 00 MHBIX (aKTax U 0OCTOSTENHCTBAX, MPEACTABIAIONIUX YIPO3Y
KHU3HU WIM 30pPOBBIO YeJOBEKa JMOO XMBOTHOIO IPU NPUMEHEHUU JICKapCTBEHHBIX IMPENapaTroB U
BBISIBIICHHBIX Ha BCEX 3Tamax OOpalleHusl JICKapCTBEHHBIX NpenapaToB B Poccuiickoii ®enepanuu u
IPYTHX TOCYapCTBaX.

4. JlepkaTenu WU BIAAEIbLbl PETUCTPALMOHHBIX YIOCTOBEPEHMM JIEKAapCTBEHHBIX MPENaparTos,
IOPUANYECKHE JINIA, HA UM KOTOPBIX BBIJAHBI Pa3pEIICHUs HA TPOBEICHUE KIIMHUYECKUX UCCIIEI0OBaHUI
B Poccuiickoit ®enepanun, 1mO0 yHNOJTHOMOYEHHbIE UMM Jpyrue IOPUAMYECKHE JIMLIA B PaMKax
o0ecniedeHrs 6€30MacHOCTH JIEKAPCTBEHHBIX MPENapaToB B MOPSJIKE, YyCTAHOBICHHOM COOTBETCTBYIOIINM
YIOJIHOMOYEHHBIM (e/lepajIbHbIM OPraHOM HCIIOJHUTEIBHON BIAcTH, 00S3aHBl OCYLIECTBIATH MPHUEM,
y4deT, o0paboTKy, aHadM3 W XpaHCHHE TOCTYMAIIIUX B HX aJpec OT CyOBEeKTOB oOpamieHus
JICKApCTBEHHBIX CPEICTB U OPraHOB TOCYAAapPCTBEHHOW BJIACTU COOOIIEHUH O MOOOYHBIX JEHCTBUSX,
HEXKEJIATEJIBHBIX PEaKLHAX, CEPbE3HBIX HEIKEIATEIbHBIX U HENPEIBUICHHBIX HEKEIATCIBHBIX PEaKLUAX
IpU TPUMEHEHHUHU JIEKapCTBEHHBIX IMpErnaparoB, 00 OCOOCHHOCTSIX HMX B3aUMOJCHCTBUS C JPYTUMHU
JIEKapCTBEHHBIMM IpenapaTaMM, WHIUBHIYaJbHOM HENEPEHOCUMOCTH, a TakXke 00 HHBIX (akTax H
OOCTOSITENECTBAX, MPEACTABIAIONIUX YIPO3y KU3HM WM 30POBBIO YellOBeKa MO0 >KUBOTHOTO WIIH
BIUAIOIUX HAa H3MCHEHHE OTHOLICHWS OXXUIAEMOM IIOJb3bl K BO3MOXXHOMY PHCKY IPUMEHCHMS
JIEKapCTBEHHBIX IIPENapaToB.

5. Ilpu BbIsSBAeHUM HH(OPMALUKA O CEPHbE3HBIX HEKEIATENbHBIX PEaKIMSIX U HENpeABUACHHBIX
HEXXEJATeNbHbIX PEAaKUMAX NP NPUMEHEHHMH JIEKapCTBEHHBIX IIPernapaToB, 00 OCOOCHHOCTAX HX
B3aUMOJICICTBUS C IPYTMMH JIEKapCTBEHHBIMHU IpernaparaMy, HMHAWBHIYalbHON HENEepeHOCUMOCTH, a
TaKXKe 06 HHBIX q)aKTaX n OGCTOHTGHBCTB&X, BIIMAIOIIUX HA UBMEHCHHUEC OTHOLICHU A O)I(I/II[aCMOﬁ IIOJIB3bI K
BO3MOKHOMY pHUCKY TIPUMEHEHHUs JIEKapCTBEHHBIX IMIpernapaToB, JepXaTelud WIM  BIAJENbIbI
PErUCTPAaLMOHHBIX yIOCTOBEPEHUH JIEKAPCTBEHHBIX IIPENApaToB, IOPUANYECKUE JIULA, HA UM KOTOPBIX
BBIZIaHBI pa3pelIcHUs] Ha MPOBEACHUE KIMHUYECKUX uccienoBaHuii B Poccmiickoit deneparuu, mmubo
YOOJIHOMOYCHHBIC HWMH JpYTU€ HOPpUAUYCCKUC JIUla 0651321HI>I IMPpUHATL MCPbI, HAINPABJICHHLIC Ha
YCTpaHEHUE  HETaTHBHBIX  MOCIEACTBHI  MPUMEHEHHUS  TaKuX JIEKapCTBEHHBIX  IMPENnaparos,
npeaynpeKICHUC MPUINHCHUA BpCada XKU3HU W 3JO0POBLBIO YCIIOBCKA JII/I6O JKUBOTHOI'O, 3alllUTy UX OT
MIPUMEHEHHUSI TAaKUX JIEKAPCTBEHHBIX MPENapaToB, Ha JOMOJHUTEIBHBIN cOOp MJaHHBIX 00 3P deKTHBHOCTH
1 0€30MMaCHOCTH TaKHX JICKAPCTBEHHBIX MPENapaToB.
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?:)eei'le‘?:;gbivz' 32%'(22}”) ot 12.04.2010 N 61-03 JloKyMeHT npeAocTaBnieH KoHcynbTaHTItoc

"06 obpalleHMn NeKapCTBEHHbIX CpeacTB” Hata coxpatenms: 24.01.2025

6. 3a HECOOOIICHUE UM COKPBITHE HHPOPMAIINH, TTPETYCMOTPEHHON YacThIO 3 HACTOSIIEH CTaThH,
JepKaTed WA  BAAQAENbLbl  PErUCTPALMOHHBIX  yJAOCTOBEPEHUHN JIEKAPCTBEHHBIX  IpENapaTos,
FOPUJINYECKHE JIMIA, HA UMSI KOTOPBIX BBIAAHBI pa3pelICHUs] HA POBEICHNE KIMHUYECKNUX UCCIIET0BAHNMI
B Poccuiickoit ®enepaunu, mOO YMOJIHOMOUYEHHBIE MMM Jpyrue IOPUIMYECKUE JUIA, a TaKxKe
JNOJKHOCTHBIE JIMIIA, KOTOPBIM 3Ta MH(pOpMalus cTajla M3BECTHA MO pPOAY HUX MpodeccnoHanbHOM
NEATEIIbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBUM C 3aKOHOAATENBCTBOM Poccuiickon Denepanni.

7. Ilpu mosly4eHUH yMOJIHOMOYEHHBIM (peiepabHBIM OpraHOM HCIOJHUTENIBHON BJIACTH B paMKax
OCYIIECTBIICHUSI MM (hpapMakoHaa30pa TOKa3aTeNbCTB O HECOOTBETCTBHH JIEKAPCTBEHHOI'O IMperapara
YCTaHOBJICHHBIM TpPEOOBaHUSAM WM TPHU IMOJY4YeHUH HH(POpPMALMM O HECOOTBETCTBUU JAaHHBIX 00
3G HEKTUBHOCTH U 0 0E€30MaCHOCTH JIEKaPCTBEHHOI'O Iperapara JaHHBIM O JIEKAPCTBEHHOM IIpernapare,
COJIEp>KaIMMCSl B MHCTPYKLUHU 10 €ro MPUMEHEHHIO (B TOM YHCJIE BBISIBICHHBIX B XOJI€ OCYIIECTBICHUS
(bapmakoHaa30pa KOHTPOJIHHO-HAJ30PHBIMU OpPraHaMHM WHOCTPAHHBIX TOCYAApCTB), YHOJHOMOYECHHBIH
(benepanbHBI OpraH UCIOJHUTEIBHON BJIACTH B YCTAHOBJIEHHOM WM MOPSJIKE pacCMaTPUBAET BOIPOC O
IIPUOCTAHOBJIEHUU IIPUMEHEHUS TAKOTO JIEKAPCTBEHHOI'O IIperapara.

KoncynprantlIntoc: npumevanue.
C 01.01.2026 naumenoBanue ct. 65 uznaraercs B HoBoi penakiuu (O3 ot 30.01.2024 N 1-D3).

Cratbs 65. [lpnocTtaHOBNEHNEe NPUMEHEHUA NEeKapCTBEHHOro npenapara

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

Koncynprantlntoc: npumedanue.
C 01.01.2026 B u. 1 ct. 65 BHOCsATCS M3MeHeHUs (D3 ot 30.01.2024 N 1-D3).

1. ITpu momyueHnn UHGOPMAIMK O HEKENATEIBHBIX PEAKUUAX MPH MPUMEHEHUH JIEKAPCTBEHHOTO
npernapara, HE YKa3aHHBIX B MHCTPYKIHMHM O NPUMEHEHHIO JEKAPCTBEHHOTO IIpenapara, Cepbe3HBIX
HEXKEJIATeNbHbIX PEaKUUsiX, 00 OCOOCHHOCTAX €ro B3aUMOJCHCTBHUA C JPYI'MMHU JIEKapCTBEHHBIMHU
npernapaTramu, KOTOpbIe MOTYT MPEACTAaBIATh YIPO3Y KHU3HH WM 3I0POBBIO YeJIOBEKa JINOO KUBOTHOTO, a
TaKXe O HECOOTBETCTBUU AAHHBIX 00 3((eKTHBHOCTH M O OE30MaCHOCTH JEKApCTBEHHOTO Ipernapara
JTaHHBIM O JIEKAPCTBEHHOM ITperapare, CoAepKaluMcs B HHCTPYKIUH 110 €0 IPUMEHEHHIO, B TOM YHCIIe
OT YIOJHOMOYEHHBIX OPraHOB HWHOCTPAaHHBIX TOCYIapcTB, OOMEH KOTOPOH OCYIIECTBISIETCS B
COOTBETCTBUH C COIJIAIICHUSMHU MEXIY YHNOJIHOMOUYCHHBIM (elepallbHBIM OpPraHOM HCHOJTHUTEIHHOM
BJACTH U YNOJHOMOYEHHBIMH OpTraHaMH HHOCTPAHHBIX TOCYAApCTB, YHMOJHOMOUYEHHBIN (hemepaibHbIi
OpraH HCHOJHUTEIbHOM BIACTH pacCMaTPHBAET BOIIPOC O BO3SMOXKHOCTH ITPHOCTAHOBJICHUS OOpalieHus
TAKOTO JICKApCTBEHHOTO IIpernapara B TMOPSAIKE, YCTaHOBJIECHHOM YIOJHOMOYEHHBIM (herepaibHbIM
OpraHOM HCTIOJHUTEIHHOH BIIACTH.

Koncynprantllntoc: npumedanue.
C 01.01.2026 4. 2 cT. 65 uznaraercs B HoBoi pegakuuu (D3 ot 30.01.2024 N 1-D3).

2. llpy HEWCNONHEHWU WU HEHAJJIekKAIIeM WCIIOTHCHUH Jep)KAaTelIsIMU WM BIaJeTblaMu
PETUCTPALIMOHHBIX YIOCTOBEPEHUN JIEKAPCTBEHHBIX MpENaparoB, IOPUAMYECKUMHU JIHMLAMH, Ha HUMS

www.consultant.ru Crpanuua 148 mn3 163
HafeXXHasa npaBoBas noaaepixka



®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.12.2024)
"06 obpalleHMn NeKapCTBEHHbIX CpeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHenus: 24.01.2025

KOTOPBIX BBIIAHBI Pa3pEIICHUsI HA TPOBEJACHUE KIMHUYECKUX HccinenoBanuid B Poccuiickoit denepanmuy,
NnJin YHO.HHOMO‘-IGHHBIMI/I HUMHU ,Z[pyrI/IMI/I IOpI/I,Z[I/I‘-IGCKI/IMI/I JINIIaMHnu O6H3&HHOCT€I>'I, yCTaHOBJIeHHBIX qacTsiiMu
3 u 4 cratbu 64 Hactosmero denepanbHOrO 3aK0HA, MO0 B CIydYasX MPEJACTABICHUS COOTBETCTBYIOIINM
YHOJIHOMO‘-IeHHBIM q)e;[epaanblM OpI‘aHOM HCHOHHHTGHBHOﬁ BJIaCTU 3aAKJIFOUCHHUA O HC,Z[OCTOBepHOCTI/I
PEe3yIBTATOB KIMHUYECKOTO MCCIICIOBAHUS JIEKAPCTBEHHOTO TIpernapara Jijisi MEIUIIMHCKOTO TIPUMECHEHHUS,
KOTOPO€ OCHOBAHO Ha pe3yibTaTax MPOBEPKU MEIUIIMHCKON OpraHu3aluu, MPOBOAMBIIEH yKa3aHHOE
KJIMHAYECKOE MCCIICIOBAHNE C HAPYIICHUEM MPABUJI HAJISKAIIeH KIMHUYECKOW TIPAKTHUKH, U TPUBEIIO K
HOJIy‘IeHI/IIO H€I[OCTOB€pHBIX pGSY.HBTaTOB, JII/I60 B cnyqae HCBBIITOJIHCHU A Hpe,Z[HI/ICEIHI/IH, BBIJAHHOI'O
YIIOJITHOMOYEHHBIM  (peiepaibHBIM OPTaHOM HCIIOJHUTENIBHOM BIIACTH IO MTOTaM  OCYIICCTBICHUS
BBEIOOPOYHOTO KOHTPOJISI KauecTBa JICKAPCTBEHHOTO IMpernapara, YIOJTHOMOUEHHBIH (eepalbHbIil OpraH
WCTIOTHUTEIPHONW BJIACTH B YCTAaHOBJICHHOM WM TIOPSJIKE PAacCMaTPHUBACT BOMPOC O MPUOCTAHOBJICHHH
MIPUMEHEHHUSI TAKOTO JIEKAPCTBEHHOTO IIpenapara.

KoncynprantlIntoc: npumevanue.
C 01.01.2026 4. 4 ct. 65 yrpauusaet cuiry (P3 ot 30.01.2024 N 1-D3).

3. YnomHoMO4YeHHBIN (enepaabHblii OpraH HMCIOJHUTEIBLHON BIIACTH TPU TPEICTABICHUU €My
CBEICHM O HECOOTBETCTBHM IPOU3BOAMUTENS JICKAPCTBEHHBIX CPEACTB TPEOOBaHMAM IPABUI
HaJJIexallel Mporu3BOJICTBEHHON MPaKTUKU U (WJIM) O HAPYIIEHUH JIMIIEH3UOHHBIX TpeOOBaHU, KOTOpbIE
GBIJII/I BBISAIBJICHBL B XOJC MPOBCACHUA HWHCICKTUPOBAHHUA MPOU3SBOAUTCIIA JICKAPCTBCHHBIX CPCACTB WA
OCYIIECTBIICHUS JIMIIEH3MOHHOTO KOHTPOJIA B cpepe MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEJICTB U MPHUBEIH
WJIM MOTYT IIPUBECTH K IPOMU3BOJACTBY JIEKAPCTBEHHBIX IMIPEINApAaTOB I MEOULMHCKOIO IIPUMEHEHUS,
MPUYMHUBIIUX UM CIIOCOOHBIX TPUUMHUTH BPE]l ’KU3HU WIN 3I0pPOBBIO IPAXKIaH, pacCMaTPUBAET BOMPOC
O MPUOCTAHOBJICHUU MNPUMCHCHHA JICKAPCTBCHHBLIX IIPCNapaToB I MCAULMHCKOIO HNPUMCHCHUSA B
YCTaHOBJICHHOM UM TOPSAKE B CIEAYIOMUX CIydasx:

1) coctaB u (WIM) TEXHOJIOTHSI MPOM3BOJCTBA JIEKAPCTBEHHOTO Mpemnapara Jjs MEIUIMHCKOTO
MPUMEHEHUsI (C OMUCAaHMEM CTaJuil MPOW3BOJCTBA) OTIMYAIOTCA OT 3asfBJIEHHBIX B PErHCTPAIlIOHHOM
JI0ChE;

2) nexapcCTBEHHBIN Mpemnapar Ui MEIUIUHCKOTO MPUMEHEHUS! IPOU3BEIeH Ha MPOU3BOICTBEHHOM
IJIOIIAIKE, HE YKa3aHHOM B pErUCTPAIMOHHOM JIOChE;

3) y HOpou3BOAMTENS JEKApPCTBEHHBIX CPEACTB OTCYTCTBYIOT JTOKYMEHTHI, IMOATBEpPKAAIOIINE
COOTBETCTBHE KauecTBa JIEKAPCTBEHHOIO MperapaTta JUisi MEIUIMUHCKOTO MPUMEHEHHUs, BBOAUMOTO B
rpaXxaIaHCKHUI 000pOT, TpeOOBAHUSM, YCTAHOBJICHHBIM MPU €r0 TOCYIapCTBEHHON pPEeruCcTpaliy;

4) mpou3BOAUTENEM JIEKAPCTBEHHBIX CPEACTB B  COIVIACOBAHHBIA C  COOTBETCTBYIOLIUM
YHOJHOMOYEHHBIM (hefiepaTbHbIM OPraHOM HCIHOJHUTENIBHON BJIACTH CPOK HE YCTpaHEHbl HapylIeHUs
TpeOOBaHUI TpaBUI HAJICKAIICH MPOU3BOJICTBEHHONW MPAKTHKU ¥ (WJIH) JUIEH3UOHHBIX TPeOOBaHUH,
KOTOpble OBbUTM BBISBICHBI B XOJI€ MPOBEACHUS WHCIEKTUPOBAHUS IPOU3BOJIUTENS JIEKAPCTBEHHBIX
CPEJICTB WJIH OCYIIECTBJICHHS JIMIIEH3MOHHOTO KOHTPOJIS B chepe MPOU3BOJICTBA JICKAPCTBEHHBIX CPE/ICTB
U TMpPUBEIM WIA MOTYT IPHUBECTH K IPOU3BOJACTBY JIEKAPCTBEHHBIX IPENapaToB ISl MEIULUHCKOTO
MPUMEHECHHUSI, TPUYNHUBIINX WA CIOCOOHBIX MPUYMHNUTH BPE )KU3HU WIIH 3I0POBBIO TPAXKIAH.

(dactb 3 BBenena denepanbHbIM 3aK0HOM OT 04.06.2018 N 140-D3)

4. YIIOTHOMOYEHHBIH (hefepabHbIi OpraH UCIIOJIHUTEFHON BIACTH NPH HAIWYHH y HErO CBEJICHHMA
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
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[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHenus: 24.01.2025

O HECOOTBETCTBUU MPOU3BOJAUTENA JIEKAPCTBEHHBIX CpPEACTB TpeOOBAHUAM TpaBWI HaJJIeKallen
MPOU3BOJICTBEHHOW MPAKTUKA W (MJIU) O HAPYIICHWW JHUIEH3UMOHHBIX TPEOOBAaHUU, KOTOpBIC OBLIH
BBISIBJICHBl B XOJ€ IPOBEICHHUS WHCIEKTUPOBAHUS TMPOU3BOAMUTENS JIEKAPCTBEHHBIX CPEACTB WIH
OCYIIECTBICHHSI JTUIICH3HOHHOT'O KOHTPOJS B cepe MPOU3BOJCTBA JEKAPCTBEHHBIX CPEICTB U MPHUBEIH
WM MOTYT IPHUBECTH K NMPOU3BOJCTBY JIEKAPCTBEHHBIX MPENapaTtoB JUIsl BETEPUHAPHOTO MpPUMEHEHUS,
MPUYMHUBIIUX WM CIIOCOOHBIX MPUYUHUTH BPE KH3HU WM 3I0POBBIO XKUBOTHBIX, PAacCMAaTPUBACT
BOIPOC O TPUOCTAHOBJICHUM peaM3allud M TNPUMEHEHHUS JIEKAPCTBEHHBIX IpEenapaToB IS
BETEPUHAPHOTO IPUMEHEHUS B YCTAHOBICHHOM UM TMOPSIKE B CASAYIOMINX CIydasx:

1) coctaB u (WJIM) TEXHOJIOTHS IMPOU3BOJCTBA JIEKAPCTBEHHOrO Ipemnapara Ajsi BETEPUHAPHOTO
MPUMEHEHHS (C ONMUCAHHEM CTaauil MPOW3BOJCTBA) OTIMYAIOTCS OT 3asBICHHBIX B PETHCTPAIIOHHOM
JI0ChE;

2) JIeKapCTBEHHBIN IIpenapaT uisi BETEpPUHAPHOTO IPUMEHEHUS NTPOU3BEAECH HA MPOU3BOACTBEHHON
IUIOLIA/IKE, HE YKa3aHHOW B PETUCTPALIMOHHOM JI0CHE;

3) y HOpou3BOAMTENSA JEKApPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTHI, IOATBEPKAAIOIINE
COOTBETCTBHE KauyeCTBA JIEKAPCTBEHHOI'O IIperapara Uil BETEPUHAPHOIO NPHUMEHEHHs, BBOAUMOIO B
rpaXIaHCKH 000poT, TpeOOBaHMSIM, YCTAaHOBJICHHBIM IIPU €0 FOCYAapCTBEHHON PErHCTpallny;

4) TpOW3BOAMTENEM JICKAPCTBEHHBIX CpPEACTB B COTJIACOBAaHHBIH C  COOTBETCTBYIOLIMM
YIOJHOMOYECHHBIM (DeiepaTbHbIM OPTaHOM HCIOJHUTEIBHON BJIACTH CPOK HE YCTPaHEHBI HApyIICHUS
TpeOOBaHUHN TPaBUIJI HAJICKAIIECH MPOU3BOJACTBEHHON MPAKTUKH U (WJIM) JUIEH3MOHHBIX TPEOOBaHUH,
KOTOpbI€ OBbLTM BBHISBICHBI B XOJIE¢ MPOBEICHUS WHCIEKTUPOBAHUS IPOU3BOJIUTENS JIEKAPCTBEHHBIX
CPE/CTB WM OCYIIECTBICHHUS JTMIIEH3MOHHOTO KOHTPOJIS B chepe MPOU3BOCTBA JICKAPCTBECHHBIX CPEICTB
W TPUBEIU WIM MOTYT TPUBECTH K IMPOU3BOJCTBY JIEKAPCTBEHHBIX MPENapaToB /Jisi BETEPUHAPHOTO
MPUMEHEHHS, TPUIMHUBIINX WM CITIOCOOHBIX MPUYUHUTH BPEJT KU3HH WIIH 3JI0POBBIO KHUBOTHBIX.

(uactb 4 BBeneHa DenepanbHbiM 3aKkoHOM 0T 04.06.2018 N 140-D3)

7. B mopsiake, mpeayCMOTPEHHOM YacThi0 4 HACTOSIICH CTaThH, YIOJIHOMOYCHHBIN (emepaabHbIi
OpraH MCIOJHUTEIBLHOM BJIACTU pacCMaTPUBAET BOIIPOC O MPUOCTAHOBJICHUH PEAIN3ALUU U IPUMEHEHUS
JIEKAPCTBEHHOr'0 Mpernapara JUisi BETEPUHAPHOTO NPHUMEHEHUS B CIy4ae BBISBICHHUS B T'PakKIaHCKOM
000poTe cepuu JEKApCTBEHHOT'O Mperapara i BETEPUHAPHOTO MPUMEHEHHS, TOKYMEHTHI U CBEICHHUS O
KOTOpOH, MpeaycMOTpeHHbIe YacTsiMu 1 - 3 u 6 ctateu 52.2 Hactosmero denepanbHOro 3akoHa, HE
NPEJCTaBICHbl B yKa3aHHBIA OpraH, JUOO CepUM MMMYHOOMOJIOTHYECKOTO JICKApCTBEHHOTO Iperapara
JUIsl BETEPUHAPHOTO MPUMEHEHHUS, HE UMEIOIIECH pa3pelieHus, IPeAyCMOTPEHHOTO YacThio § cTaThu 52.2
Hacrosimero @denepanbHOro 3akoHa. B yka3aHHOM ciydae YIOJHOMOYEHHBIH (enepanbHblii OpraH
VCIIOJTHUTENIBHOW BJIACTH MPUHUMAET PELIEHUE O NPHOCTAHOBICHUU PEATU3ali U MPUMEHEHUS TAKUX
Cepuil /10 TpEeACTaBICHUS YKa3aHHBIX JOKYMEHTOB M CBEJICHHMH JHOO 10 TOJYy4YEeHHUS YKa3aHHOTO
pa3penieHusl.

(uactb 7 BBenieHa denepanbHbiM 3akoHOM 0T 02.07.2021 N 317-D3)

CraTtbsa 66. UHopmaumsa o pesynbTaTtax papmakoHaasopa
(B pen. depepanbHOro 3akoHa ot 27.12.2019 N 475-D3)

YHOTHOMOYECHHBIM  QenepaibHbIi  OpraH  WCHOJIHUTENBHOM  BJIACTH,  OCYIIECTBIISIOIIUI
(hapMakoHa30p, IO €r0 pe3yJibTaTaM pa3MelIaeT Ha CBOeM oQuIMaabHOM caiite B cetu "HHTepHet"
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nH(pOpPMAIHIO O:

1) BBISBICHHHM HOBBIX IOATBEPKICHHBIX MTaHHBIX O TOOOYHBIX JEHCTBUSX, HEKEIATEIbHBIX
peaKknusax, Cepbe3HbIX HEXKENaTeNbHbIX PEaKLMsSIX, HEMPEIBUJCHHBIX HEXKeNATeNbHbIX pPEaKIUIX MpU
MIPUMEHEHUH JIEKApCTBEHHOTO TMpenapara, B TOM YUCIE BIUSIOMIUX Ha OTHOIICHUE 0KHUJIaeMOM IMOJb3bI K
BO3MOXHOMY PUCKY IPUMEHEHUS JaHHOTO JIEKApCTBEHHOTO Mpenapara;

2) IPUHATHIX PELIEHUSIX O BHECEHUH MU3MEHEHUH B MHCTPYKIUIO 110 MPUMEHEHUIO JIEKAPCTBEHHOTO
mpernapara, 0 IPUOCTAaHOBICHUM NMPUMEHEHUS JIEKapCTBEHHOI'O Ipenapara, 00 M3bSATUU U3 OOpalleHus
JICKapCTBEHHOTO Mpenapara Wi 0 BO300HOBICHUH IPUMEHEHHUS JIEKAPCTBEHHOTO Mperapara.

Nnasa 14. UHPOPMALMUA O JIEKAPCTBEHHbIX MPEMNAPATAX. CACTEMA
MOHUTOPUHIA OBUWXEHUA NEKAPCTBEHHbIX NMPEMNAPATOB
ansa MEAUUUHCKOIo NPUMEHEHUA
(B pen. ®enepanpHoro 3akoHa ot 28.12.2017 N 425-D3)

Cratba 67. UHdopmauma o nekapcTBeHHbIX rnpenapatax. Cucrema MOHUTOPUHra
ABUXEHUSA NeKapCTBEHHbIX NpenapaToB ANA MeAULIMHCKOro NpuMeHeHusA
(B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

1. Madopmarust o JmeKkapCcTBEHHBIX Mpernaparax, OTIHYCKAaeMbIX MO PEUEenTy Ha JIEKapCTBEHHBIH
npemnapar, AOJIKHA COACPIKATHCA TOJIBKO B CHCHUAIM3UPOBAHHBIX H3JAHUAX, NPCAHA3ZHAUYCHHBIX JIA
MEIUIIMHCKUX, (papMarieBTUIECKUX PAOOTHUKOB, CIIEIIMAIINCTOB B 001acTH BeTepuHapuu. MHbopmarnms o
JICKApCTBCHHBIX IpCliapaTax AJid CIICHUAJIUCTOB B 06HaCTI/I 06paH_ICHI/I$I JICKAPCTBCHHLBIX CPCACTB MOKCT
CoIepKaThCsi B MOHOrpadusx, CHPaBOYHWKAX, HAYYHBIX CTaThiX, B JIOKJIQJaX Ha KOHIrpeccax,
KOHq)CpCHI_[I/IHX, CUMIIO3WYMax, HAYYHbIX COBCTAX, a TaKXKXC B MHHCTPYKIUAX 110 MTPHUMCHCHUIO
JIEKapCTBEHHBIX MPENapaToB.

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

2. Nndopmanus o JiekapcTBEHHBIX IpenapaTtax, OTIyCKaeMbIX Oe3 perenrta Ha JeKapCTBEHHBIN
npernapar, MOXXET COAEP)KAaThCS B IMYONUKAIMSIX M OOBABICHUSAX CPEICTB MAaccoBOM HH(opMarum,
CNELUAIN3UPOBAHHBIX M OOLIMX MEYaTHBIX U3JAHUAX, MHCTPYKIMAX 10 MPUMEHEHUIO JIEKAPCTBEHHBIX
MPEerapaToB, UHBIX U3JAaHUAX CYOBbEKTOB OOpaIIeHUs JICKApPCTBEHHBIX CPEJCTB. PexiiaMmHbie MaTepHalibl O
JIEKapCTBEHHOM IIpernapare, OTIycKaeMoM 0e3 pelenTa Ha JIeKapCTBEHHBIM IpenapaT, JOJDKHBI
COOTBETCTBOBATh MHCTPYKIUU 110 IPUMEHEHHUIO JIEKAPCTBEHHOTO IIperapara.

3. Jlomyckaercss HCMONb30BaHUE JIOOBIX MaTepUalbHBIX HOCHUTENEH, MO3BOJSAIONIUX XPaHUTh,
nepeaaBarh U UCIOIb30BaTh HH(POPMAIIHIO O JICKAPCTBEHHBIX IpenapaTax 0e3 ee HCKaKeHHsL.

4. Jlna ueneil WACHTHU(PUKALUU YHAKOBOK JIEKAPCTBEHHBIX NIPENapaToB s MEIUIUHCKOTO
MNPUMCHCHUS NPOU3IBOJUTCIIN JICKAPCTBCHHBIX CPCACTB B HNOPAAKE, YCTAHOBJIICHHOM HpaBI/ITe.HBCTBOM
Poccuiickoit @enepannn, HAHOCIAT Ha TIEPBUYHYIO YIIAKOBKY (B OTHOIICHHWH JICKAPCTBEHHBIX MPENapaToB
JUI. MEAULIMHCKOTO IPUMEHEHHUS, AJI KOTOPBIX HE IPEIyCMOTPEHA BTOPUYHASI YIIAKOBKA) U BTOPUYHYIO
(MOTpeOUTENbCKYI0) YIAKOBKY JEKapCTBEHHBIX MpEenapaTroB A MEIULUHCKOrO MPUMEHEHHUS Cpe/ICcTBa
I/I,Z[GHTI/I(I)I/IKaI_II/II/I, 3a MHCKIIIOYCHUCM JICKAPCTBCHHBIX IMPCIApaToB IOJid MCOAUIMHCKOIO MNPHUMCHCHUA,
MIPOU3BOJIUMBIX JJISl TPOBEACHUS KIMHUYECKUX HCCIIEOBAaHMM, HIKCIOPTA, JEKAPCTBEHHBIX IpenapaToB
JUIST MEUIIMHCKOTO MPUMEHEHUs, YKa3aHHbIX B yacTsax 5 W § cratbu 13 Hacrosimero denepalibHOTO
3aKOHa, paanodapMalleBTHUECKUX JEKapCTBEHHBIX MPENapaToB, BHICOKOTEXHOIOTHYHBIX JIEKAPCTBEHHBIX
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MpernapaToB, KOTOpbIE IMPOU3BEACHBI MajbIMU CEPUSMHU, COCTOST W3 OJHOM WJIM HECKOJbKUX 03
BBICOKOTEXHOJIOTUYHOTO JIEKAPCTBEHHOT'O TIperapara, MpeAHa3HauYeHbl Ui KOHKPETHOTO IalMeHTa,
MMEIOT KOPOTKHUN CPOK TOJHOCTH (70 JEBSHOCTA KAJICHIAPHBIX JHEH) W (WJIM) TEMIEPATyPHBIN PEXUM
XpaHeHUs U TpaHCIOpTUpOBaHUsS MUHYC 60 TpagycoB Llenbcust win HUXKeE, MUSIBOK MEIUIIMHCKHUX U Ta30B
MEAUIUHCKUX. )1 TeKapCTBEHHBIX MPENnapaToB ¢ MEXKyHAPOJAHBIM HEMAaTEHTOBAHHBIM HAUMEHOBaHUEM
"OraHon" cpeaCTBO UACHTU(DUKAIIMM HAHOCUTCS Ha BTOPUYHYIO (IIOTPEOUTENbCKYIO) YIIAaKOBKY B ClIydae,
€CIM Takas yMaKoOBKa SIBJISICTCS WHIWBHAYaJIbHOW BTOPUYHOW (IMMOTPEOMTENHCKOWM) YIMAKOBKOW 3TOTO
JIEKapCTBEHHOT'O Mpernapara, a B ClIy4yae OTCYTCTBHS BTOPUYHOU (MOTPEOUTETHCKOM) YMAKOBKH WA
HaJIM4YUs YMaKOBKH, B KOTOPOW HaXOAUTCs Oojiee OJHOM €IUHUIBI YKa3aHHOTO JIEKapCTBEHHOTO
mperapaTa B IEPBUYHON yITAKOBKE, CPEACTBO UACHTU(DHUKAIIMN HAHOCUTCS Ha IEPBUYHYIO YITAKOBKY.
(wacte 4 BBegeHa denepanbHbiM 3akoHOM OT 28.12.2017 N 425-®3 (pen. 27.12.2019); B pen.
®enepanbHbix 3aKk0HOB 0T 04.08.2023 N 428-D3, ot 30.01.2024 N 1-D3)

5. XapakTepuCTHKH CpeicTBA UICHTU(DUKALINY, TIOPAIOK €r0 HAHECEHUS U TPeOOBAHNUS K CTPYKTYpe
u ¢opmary wuHPOpPMAIMH, KOTOPYIO COJEPXKHT CPEACTBO HACHTHU(HUKAIMM, OIPEIENIOTCs
[IpaBuTenscTBOM Poccuiickoit @enepanum.
(uactb 5 BBeneHa denepanbHbIM 3aKk0oHOM OT 28.12.2017 N 425-03)

6. Ilopsamox co3maHusi, pa3BUTHs, BBOJAa B OKCIUIyaTallMio, OSKCIUIyaTalluM M BBIBOJA U3
JKCIUTyaTalldd CHCTEMbl MOHHUTOpPMHIA JIBUKEHHUS JIEKAPCTBEHHBIX IMPENapaTtoB M MEIUIUHCKOIrO
MPUMEHEHHUsI, TOPSI0K TNpeaocTaBieHuss HHPOpMaluu, cojepxalieiics B CHCTEME MOHHUTOPHUHTA
JBUKEHUS JIEKAPCTBEHHBIX MPENApaTOB I MEIULUMHCKOTO MPUMEHEHHS, U MOPSA0K B3aUMOJCHCTBUS
yKa3aHHOM  CHCT€Mbl C  HMHBIMH  TOCYJAapCTBEHHBIMH  HMH(QOPMALIMOHHBIMM  CHUCTEMaMH U
MH()OPMAIMOHHBIMU CUCTEMAMH FOPUIUIECKIX JIUI] U UHANBUAYATBHBIX MPEANPUHUMATENCH, YKa3aHHBIX
B uvacTsax 7 um 10 HacTtosimied crathu, ycraHaBiauBaroTcs IlpaButensctBoM Poccuiickoin depeparumu.
OnepaTopaMy CHUCTEMbl MOHHMTOPUHTA JBUXKEHHUS JIEKAPCTBEHHBIX IMpENapaToB Il MEAUIIMHCKOIO
NPUMEHEHUS SIBIAIOTCS  (peiepalibHbIil OpraH HCIOJHUTENbHOM BJIacTM M (WIM) OpraHU3aIus,
ynostHoMo4eHHble [IpaBurensctBoM Poccniickoit denepanuu.

(dactb 6 BBeneHa denepabHBIM 3aKOHOM OT 28.12.2017 N 425-D3)

7. IOpI/I,Z[I/I‘-IGCKI/IC JiMia 1 UHAUBUAYAJIBHBIC TPCANIPUHUMATCIIN, OCYIICCTBIIAIOIIUC TPOU3BOJACTBO,
xpaHeHue, BBO03 B Pocculickyto @Penepanuio, OTIYCK, peaau3aluio, Iepenady, NPUMEHEHUE |
YHUYTOXKCHUC JICKAPCTBCHHLIX IMMPEMapaToB AJIsI MCOAUIIMHCKOI'O MPUMCHCHUS, OGGCHG‘-II/IBaIOT B IIOPSAAKEC U
B cocTaBe, KOTopble ycTtaHOBJeHbl IIpaBurenbctBoM Poccuiickoir ®Penepauuu ¢ yd4eToM BHUAA
OCYIIECTBISIEMOH HMMHU JESATEIBLHOCTH, BHECEHHME HWH(POPMALMU O JEKapCTBEHHBIX Ipernaparax s
MEAUIIMHCKOTO TPUMEHEHHs] B CHCTEMY MOHUTOPUHIA JBH)KEHUS JIEKAPCTBEHHBIX NPENapaToB IS
MCIUITUHCKOI'O IPUMCHCHMUA.

(dactp 7 BBeneHa denepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

7.1. JlekapcTBeHHBIC Tpemaparbl ii MEIUIUHCKOrO MPUMEHEHHs, TNpeJHa3HAYCHHbBIE IS
oOecrieueHns JHI, OOJBHBIX TeMO(MINEH, MYKOBHUCIIHI030M, THMO(GU3APHBIM HAHU3MOM, OOJIE3HBIO
lome, 3mOKa4YeCTBEHHBIMH HOBOOOpPA30BaHUAMHU JUM(OUIHONH, KPOBETBOPHOH U POACTBEHHBIX UM
TKaHEH, pacCesTHHbIM CKJIEPO30M, JIUI MOCJIE€ TPAHCIUIAHTAIlUU OpraHoOB U (WJIN) TKaHEH, MPOU3BEACHHbIE
1o 31 nexabpst 2019 rozga, a Takke MHbBIE JEKApPCTBEHHBIE MPEMaparhbl I MEAULUHCKOTO MTPUMEHEHHUS,
npousBeneHHble A0 1 wumrons 2020 roma, mojiekaT XpaHEHHIO, MEPEBO3KE, OTIYCKYy, pealu3allu,
nepeaaye, MpUMEHEHHIO 0e3 HAaHeCEHUs CPeACTB MACHTU(UKAIMM JO MUCTEYCHHS CPOKa UX T'OJHOCTH.
[IpaButenscTBO Poccuiickoit denepanuu BIpaBe yCTAaHOBHUTh OCOOCHHOCTH BBOJA B TPaKIAHCKHI
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000pOT JIEKAPCTBEHHBIX INpEnapaToB A MEIULMHCKOIO MPUMEHEHUs, NMPOU3BEIEHHBIX B Iepuoj ¢ |
utonst 2020 rona mo 1 oxTs6ps 2020 roma. B memsix BBoja B TpaKAaHCKUK 000OpPOT JIEKapCTBEHHBIE
mpenaparsl Ui MEIMLUMHCKOTO IMPHUMEHEHMs, 3a MCKIIOUEHHEM JIEKapCTBEHHBIX IIPEnaparos,
npeJHa3sHAuYCHHBIX JJIs O00ecreyeHus JUL, OOJBbHBIX reModuinel, MyKOBHCUUI030M, TUMO(PHU3apHBIM
HaHU3MOM, Oose3Hbto ['omie, 3710kaueCTBEHHBIMH HOBOOOPA30BaHUSAMH JUM(OUIHONW, KPOBETBOPHON U
POJICTBEHHBIX UM TKaHEH, paCCESIHHBIM CKJIEPO30M, JIUI] II0CJI€ TPAHCIUIAHTALIMM OPraHOB U (MJIM) TKaHEH,
MIPOM3BENICHHBIE 3a Tpenenamu Tepputopun Poccuiickoit denepanuu 10 1 oxtsadps 2020 roga, Moryt
ObITh BBe3eHBI B Poccmiickyto @enepaumio a0 1 suBaps 2021 roma B mopsijike, yCTaHOBICHHOM
[IpaButenscTBOM Poccuiickoit deneparuu, 6€3 HAHECEHUS CPEICTB HICHTH(DUKAIINH.

(B pen. @enepanbHbIX 3aK0HOB 0T 27.12.2019 N 462-®3, ot 13.07.2020 N 206-D3)

8. Opranuzanusi WHOOPMAITMOHHOTO B3aMMOJCHCTBHSI CHCTEMBl MOHUTOPHHTA JIBUKCHUS
JICKApCTBCHHBIX  IIpCraparoB JisI MCAUIHUHCKOIO MNPUMCHCHHA C HWHBIMHA TOCYyAapCTBCHHBIMU
WHPOPMAIIMOHHBIMA CHCTEMaMH OOECIICUYMBACTCI B TOM YHCIE ITOCPEACTBOM HH(DPACTPYKTYpPHI,
obecrieynBaromieil MHGOPMAIIMOHHO-TEXHOJIOTMYECKOE B3aUMOCHCTBUE HMH(DOPMAIIMOHHBIX CHCTEM,
UCTOJB3YEMBIX JUIA TPEJAOCTABICHHUS TOCYIAPCTBEHHBIX M MYHHUIUMAIBHBIX YCIYT W HWCHOJHEHUS
rOCYJapCTBEHHbBIX M MyHHIIMIIAIbHBIX (PYHKLIUH B 3JIEKTPOHHON (hopMe.

(dactb 8 BBeneHa denepanbHBIM 3aKOHOM OT 28.12.2017 N 425-D3)

9. Nndopmanus, coaepxaniascs B CUCTEME MOHUTOPUHTA JIBUKCHHS JICKAPCTBEHHBIX IPENapaToB
IUIST MEMIMHCKOTO TPHMEHEHUSs, IBIsieTcsl MHQOpManue OrpaHuueHHOro JIOCTyIa B COOTBETCTBHUHU CO
cratbeil 9 @enepanbHoro 3akoHa ot 27 wuronga 2006 roma N 149-®3 "OO6 wunHbpopmanuy,
MHQOPMAIIMOHHBIX TEXHOJOTUAX M O 3amure wWHpopManuu', 3a HCKIIOUYCHHEM HH(POPMAIHH,
HE/IOMYCTUMOCTh OTpaHMYCHHs JIOCTyNa K KOTOPOW yCTaHOBIIEHa (elepajbHBIMH 3aKOHAMH, a TaKKe
nHopmanuu, orHeceHHou IIpaButenscTBoM Poccmiickoit denepaniin B COOTBETCTBHHM C HACTOSIIIMM
denepanbHBIM 3aKOHOM K 0011e10cTyTHOM nHpopmanuu. OOmenoctynHas HHGOpMaIus, coiepamascs
B CHCTEME MOHHUTOpPWHTA IBIDKCHHS JICKApCTBEHHBIX IPENapaToB Ui MEAWLIUHCKOTO IPUMEHEHHS,
pasmemniaercs B WH(GOPMAIMOHHO-TEIEKOMMYHUKAaMOHHOW cetn "WHTepHer" (B TOM umcie B (opme
OTKPBITHIX JIAHHBIX) B MOPsAKE, ycTaHOBIIeHHOM [IpaBuTenscTBoM Poccutickoii denepamm.
(uactb 9 B pen. enepanbroro 3akoHa oT 04.08.2023 N 474-D3)

9.1. Moctyn Kk nHpOpMAIIUK, COAEPIKAIICHCS B CHCTEME MOHMTOPUHTA JBUKEHUS JIEKAPCTBEHHBIX
IpernaparoB s MEAULUHCKOTO NPUMEHEHUs, 00eCleYrBaeTCsl ONepaTopoM CHCTEMbl MOHHTOpPUHTA
JBUKEHHUSI JIEKAPCTBEHHBIX IPENapaTtoB I MEAUIMHCKOIO NPUMEHEHUS B IOPSAKE, YCTaHOBICHHOM
IIpaBurensctBoM Pocculickoir @Pexepannu, B COOTBETCTBHM C 3aKOHOJATENBLCTBOM Poccuiickoit
Oenepanun 00 wHoOpMmauu, WHOOPMAIMOHHBIX TEXHOJIOTHSX H O 3amure HWHPOPMAINH,
3aKoHOMaTenbCcTBOM  Poccuiickorn @epepauuu O TOCYJAapCTBEHHOM TallHE, 3aKOHOAATEIIbCTBOM
Poccuiickoit denepanyu 0 KOMMEPYECKOW U MHOM OXpaHsAE€MOU 3aKOHOM TallHE M C YYETOM IOJIOKEHUI
Hacrosuen crarbu. IIpaBurenscrBo Poccuiickoit ®denepanuu  BIpaBe YCTAHABIMBATL IIEPEUYCHb
JIEKapCTBEHHBIX IMpenapaToB [UIsl MEIUIMHCKOTO TpUMEHEHUs H (WIM) TPYINI JIEKapCTBEHHBIX
IpernapaToB Uil MEIUIMHCKOTO TNPUMEHEHUS U OCOOEHHOCTH JOCTyna K HH(pOpMAIMU O TaKHX
JIEKAPCTBEHHBIX IIpenaparax, CoJep)Kallelcss B CUCTEME MOHUTOPHMHIA JBHUKEHHUS JIEKApCTBEHHBIX
IIpenapaToB sl MEAUIIMHCKOTO IIPUMEHEHUS.

(dactp 9.1 BBeaeHa denepanbHbiM 3akoHOM OT 04.08.2023 N 474-D3)

9.2. Tlonb3oBarenu CUCTEMbl MOHHUTOPUHIA JBUXKEHUS JIEKAPCTBEHHBIX IMpEenapaTroB Jjs
MEIUIIMHCKOTO TPUMEHEHHUS O00JaJaroT MPaBOM JOCTyma K WHGOPMAIMH, COACpPKAIIEHCS B CHCTEME
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MOHHUTOPHHIA JBUKEHHS JIEKAPCTBEHHBIX IMpEnapaToB s MEIUIMHCKOTO MPUMEHEHHUS, C Y4eTOM
OrpaHUYEHUI JOCTyna K YKa3aHHOM MHQoOpManuu MU ee Mocienyroueil o0paboTke, YCTaHOBJIEHHBIX
HactossuuM  DenepasbHBIM 3aKOHOM W HMHBIMA HOPMAaTHMBHBIMH IIPAaBOBBIMH akTaMu Poccuiickoit
denepanuu.

(dactp 9.2 BBeaeHa denepanbHbiM 3akoHOM OT 04.08.2023 N 474-D3)

9.3. denepanbHble OpPraHbl WCIOJHUTEIBHON BIACTH W WCIOJHUTEIBHBICE OPraHbl CYOBEKTOB
Poccuiickoit @enepaunn B 1ensax, onpeneneHHbix lIpaBurenbctBoM Poccuiickoin denepanuu, UMEIOT
mpaBo JocTyna K uHopManuu o CyObeKTax OOpalieHHs JIGKAPCTBEHHBIX CPEICTB, O JIEKAPCTBEHHBIX
npemnapaTax u 00 000pOTe TaKUX JIEKAPCTBEHHBIX MpernapaToB, HEOOXOAUMOMN Jis BBIMOJHEHUS 3a/1a4 U
OCYIIECTBICHUS (YHKIIMI, BO3JOKEHHBIX Ha (enepanbHbie OpraHbl HUCHOTHUTEIBLHOW BIACTH H
WCIIOTHUTENIbHBIE OpraHbl cyObekToB Poccuiickorr ®eneparuu, CTaTUCTHYECKON WHOOpPMAIUU O
JICKapCTBEHHBIX Ipernaparax u 00 ux obopore, a Takxke K obuienoctynHoit naudopmaruu. CoctaB 3Toi
nH(pOpMaLIUK OTpeAEseTCs COorNIalleHUsIMH 00 MH(QOPMAIMOHHOM B3aUMOJEHCTBUH, 3aKIIOYEHHBIMHU
OMepaTopoM CHUCTEMbl MOHHUTOPUHIA JBM)KEHHS JIEKAPCTBEHHBIX MPENapaTroB JUIsi MEAUIIMHCKOTO
npUMeHeHUsl ¢ ¢eaepalbHbIMU OpraHaMU UCHOJHUTENbHOM BIIACTH WM HCIOJIHUTEIbHBIMU OpraHaMH
cyobektoB  Poccuiickoit @eneparmun U (eaepasibHBIM  OPraHOM — HMCIIOJIHUTEIBHOM  BIIACTH,
OCYIIECTBISIONMM  (QYHKIIMM 1O BbIpaOOTKE M peaju3allud TOCYJapCTBEHHON MOJMTUKH U
HOPMAaTHUBHO-TIPABOBOMY PETYJIUPOBAHUIO B chepe 3ApaBOOXPAHCHUS.

(gactp 9.3 BBeaeHa denepanbHbiM 3akoHOM OT 04.08.2023 N 474-03; B pen. DeaepanbHOrO 3aKOHA OT
08.08.2024 N 232-®3)

9.4. CyObekT oOpaleHusi JICKapCTBEHHBIX CPEJICTB MMEET MpaBO JOCTyna K uHpopmanuu o0
oreparusax ¢ JEKapCTBEHHBIMU MperapaTamMu Il MEIUIIMHCKOTO MPUMEHEHHUS, COBEPIICHHBIX ITHM
cyOBEeKTOM 00paIeHus JIEKApCTBEHHBIX CPENICTB, a TAKXKE K OOIIEAOCTYTHON HH(POPMAIIHH.

(uactb 9.4 BBeneHa PenepanbHbIM 3ak0HOM 0T 04.08.2023 N 474-D3)

9.5. Oneparop crcTeMbl MOHUTOPHHTA JBM)KEHUS JICKAPCTBEHHBIX MPENapaToB JJIsl MEAUIIMHCKOTO
npUMEHEeHHsT oOlajaeT MpaBOM JOCTyna K HHGPOpPMAalWH, COJAEpKalleicss B CHUCTEME MOHHMTOpPUHTA
IBIDKEHUS JICKApPCTBEHHBIX MPENapaToB Ui MEAWIUHCKOTO TPUMEHEHHs, BKJIIOYas HH(OPMAIUIO
OTPAaHUYEHHOTO JOCTyMa, C BO3MOXHOCTBHIO €€ OOpabOoTKH, B TOM UHCIE €€ MPEAOCTaBICHUS H
pacrpocTpaHeHus, o0ecTiedyeHHs IOCTyNa K HEeW W OKa3aHWs YCIyr C €€ HWCIOJb30BaHHWEM (Ianee -
00paboTKa).

(dactp 9.5 BBeaeHa denepanbHbiM 3akoHOM OT 04.08.2023 N 474-D3)

9.6. Oneparop crucTeMbl MOHUTOPHHTA JBM)KEHUS JICKAPCTBEHHBIX MPENapaToB A MEAUIIMHCKOTO
IPUMEHEHHSI MOXKET OCYIIECTBISATh 00pabOTKy MH(pOpMAINK OTPaHHYCHHOTO JOCTYIA, COJepIKaIIehCs B
cHCTeMEe MOHHUTOPHUHIA JBMKCHUS JIEKAPCTBEHHBIX NPENapaToB IS MEIMIMHCKOTO NMPUMEHEHUs, MpHU
YCIIOBUHM 00S3aTENBHOTO O0E3INYMBAaHUS TaKOW HHQPOPMAIMM B COOTBETCTBHU C YTBEPKIaeMBIMHU
(benepaabHBIM OpPraHOM HCIIOJHUTENBHOW BJIACTH, OCYIIECTBISIONMUM (YHKUMH 10 BBIPAOOTKE U
peann3anuy TOCYAApCTBEHHOW MOJWTHKH W HOPMAaTUBHO-TIPABOBOMY DETyJIMPOBAaHUIO B cdepe
3pAaBOOXPAHEHMsI, IO COIJIACOBAHUIO C  (eaepalbHbBIM OpPraHOM  MCIOJHHUTEIBHOM  BIIACTH,
OCYIIECTBIISIOMNM (PYHKIUU IO KOHTPOJIIO M HAJ30py B chepe nHPOPMAIIOHHBIX TEXHOJIOTUI U CBSI3H,
u ¢enepaabHBIM OpPraHOM HCIOJHUTENBHOW BJIacTH B obOmactu oOecrieyeHHst 0€301MacHOCTH
TpeOOBaHUSIMHU K 00€3TMUMBAHUIO TaKOH MH(MOPMAITUN U METOJJaMU 00C3TUIMBAHUS TaKOW WHMOpMAITUH.
Oo6e3nuuenHast MHPOpMAIUs, TMOJTy4YeHHAss B pe3yjbTaTe yKa3aHHON oOpabOTKM M cojepxaiasics B
CHCTEeME MOHHUTOpPMHIA JBW)KCHUS JICKApCTBEHHBIX IIPENapaToB ISl MEAWLIUHCKOTO TNPHMEHEHUS,
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sBisieTCsl mHGOpMaIueil orpanndeHHoro gocrymna. Ooe3nuueHHass nHGOpMaIus, JOCTYIT K KOTOPOH ObLI
o0ecriedeH OmeparopoM CHUCTEMbl MOHUTOPUHTA JBWKCHHS JICKAPCTBEHHBIX MPENapaToB IS
MEAUIIMHCKOTO TMPUMEHEHHS B IEJIAX OKa3aHUsl YCIOYyr C €€ HCIOJIb30BaHHEM, MOAJIEKHUT XPAHEHUIO B
CHUCTEeME MOHHUTOPWHTA JBIIKCHUS JIEKAPCTBEHHBIX MPEMapaToB IJs METUIIMHCKOTO MPUMEHEHUS HE
MEHee MATH JIeT C JaThl MPEJOCTaBICHUA NOCTyna K OOe3MMYeHHON HHGpopMaluu, U Ha Hee He
pacmipocTpaHsitoTcs TpeOoBaHUS K MHPOPMAIIUU OTPAaHUYCHHOTO JOCTYIA, YCTAaHOBJICHHBIC HACTOSIIEH
CTaTheN.

(uacTb 9.6 BBeneHa @enepanbHbIM 3ak0HOM 0T 04.08.2023 N 474-D3)

9.7. Oneparop crcTeMbl MOHUTOPHHTA JBM)KEHUS JICKAPCTBEHHBIX MPENapaToB JJIsi MEAUIIMHCKOTO
MPUMEHEHHSI MOXKET OCYIIECTBIATH 00paboTKy MH(OPMAIIMK OrpaHUYEHHOTO TOCTYTIA, CoAepKalleiics B
CHCTEME MOHUTOPHHTA JBIKCHHS JIEKAPCTBEHHBIX TIPENapaToB Ui MEIUIIMHCKOTO TPUMEHEHUS,
MOJIyYeHHOH OT cyObeKkTa oOpalieHHsl JIeKapCTBEHHBIX CPEACTB, 3apETUCTPUPOBAHHOTO B CHCTEME
MOHHUTOPUHTA JIBIDKCHHS JICKAPCTBEHHBIX IPEMaparoB s MEIUIMHCKOTO MNPUMEHEHHS U
NpPEJCTaBUBIIETO B HEE CBEJIEHHs, B HHTEpecax M IO IMOPYYEHHIO TaKoro cyObekTa oOpalieHus
JIEKApCTBEHHBIX CPENICTB 0€3 00e3MnunBanus HHOPMAIIMKH OTPAHNYECHHOTO JOCTYIIA.

(uactp 9.7 BBeneHa @enepanbHbIM 3ak0HOM 0T 04.08.2023 N 474-03)

9.8. Oneparop cucTteMbl MOHUTOPHUHTA JIBH)KEHUS JIEKAPCTBEHHBIX MPENApaToB JJIsI MEAULIUHCKOTO
MPUMEHEHUsI BIpPaBE OKa3blBaThb HAa HEIUCKPUMHHAIMOHHOW OCHOBE YCIYTHM C HCIOJIb30BAHHEM
o0e3nuyeHHON MH(OpMalMM, CcoAepKallelics B CHCTEME€ MOHUTOPUHIA JBUKEHHS JIEKapCTBEHHBIX
MpermapaToB Al MEAUIIMHCKOTO MPUMEHEHUsI, CyOBbeKTaM 00palleHus JIEKapCTBEHHBIX CPEJICTB, OPSAIOK
U CTOMMOCTb OKa3aHHs KOTOPBIX ONPEIEISAIOTCA OINEpaTOpOM CHUCTEMbl MOHUTOPWHIA JBHUKEHUS
JIEKAPCTBEHHBIX MpPEnapaTroB s MEIULUUHCKOTO MPUMEHEHHUs, C Y4YeTOM OrPpaHMYEHUU [OCTyma K
o0e3nmrueHHON MH(OpPMAIMU, YCTaHOBJIECHHBIX HACTOSIICH CTaTheil. YKa3aHHBIE TOPSAIOK U CTOUMOCTH
OKa3aHMUsl TaKUX YCIYT pa3MEIIaloTCs ONepaTopoM CUCTEMbI MOHMTOPUHIA JBHXKCHHS JICKAPCTBEHHBIX
penaparoB sl MEOUUUHCKOIO TNPHUMEHEHUS Ha CalTe CUCTEMbl MOHHUTOPUHIA JIBHIKECHHS
JIEKApCTBEHHBIX npenaparoB JUTSt MEJIULIUHCKOTO MIPUMEHEHUS B
MH(POPMAITMOHHO-TEIEKOMMYHHUKAITMOHHOW ceTH "VHTepHeT" W MojyIekaT KOHTPOJIIO B COOTBETCTBUHU C
AHTHUMOHOIIOJIBHBIM 3aKOHOJATeNbCTBOM Poccuiickoin @enepaunu. YKazaHHbIE MOPANOK U CTOMMOCTD
OKa3aHUs TaKUX YCIyT JAOJKHBI ObITh €AMHBIMU ISl BCEX JIMIL, OOPAIAIONINXCS 32 OKa3aHUEM YCIYTH B
OTHOIICHWM OJMHAKOBBIX BHIA, O0OBEMa W cocTaBa mpenocraBisieMoir uHbpopMmaruu. CyObekram
oOpallleHusl JIEKapCTBEHHBIX CPEJICTB 3allpellaeTcss MPeIOCTaBIsATh UM PACIPOCTPAHITh HH(OPMALHIO,
MOJIYYEHHYIO B COOTBETCTBUHU C HACTOSIICH YacThbIO.

(dactp 9.8 BBeaeHa denepanbHbiM 3akoHOM OT 04.08.2023 N 474-D3)

10. IIpousBoauTenb JIEKapCTBEHHBIX CPENICTB, JAEpiKaTelb JHOO0 BIAAETCN] PEruCTPAMOHHOTO
YAOCTOBEpEHUsI JIEKAPCTBEHHOTO IIpernapaTa WM MPEeACTaBUTEIbCTBO HHOCTPAHHON OpraHu3aluy,
ABIISIOIICHCS JiepKareneM JHO0 BIIAJENbLEM pPErHCTPAlMOHHOTO YIOCTOBEPEHHS JIEKapPCTBEHHOIO
npemnapara, Ha tepputopuu Poccuiickoii denepanuu, 3aperuCTPUPOBAHHBIE B CUCTEME MOHUTOPHUHTA
JBUKEHMS JIEKAPCTBEHHBIX IPENapaToB Il MEIULUHCKOIO IPHUMEHEHUS M MpEACTaBUBILINE B HeEE
CBEJICHUSI O HAHECEHHM CPEJCTB UJECHTHU(UKALNUU Ha YIAaKOBKHU JIEKAPCTBEHHBIX MpPENapaToB, HAPAIY C
uHpopManuel, ykazaHHOW B dYacTH 9.4 HacTosell cTaTbH, MOJYy4YaeT COJACPXKAILIYIoCcd B CHCTEME
MOHHUTOPHHIA JBUKEHHSI JIGKAPCTBEHHBIX IMpenapaToB A MEIUIIMHCKOTO MpPHUMEHEHUs HWH(OpMaLUio
OrPaHUYEHHOTO JIOCTYTA O CEpUsX U MAPTUAX ATHUX JIEKAPCTBEHHBIX MPENapaToB O€3BO3ME3IHO U BIIPaBE
OCYIIECTBJISITh CAMOCTOSITETILHO WJIM MOPYydYaTh 00pabOTKy Tako WH(OpMAIMu TOJIBKO B COOCTBEHHBIX
uHTepecax. IIpu 3TOM mocTyn K Tako MH(OpMAlMM WM pe3ysibTaTaM ee 00pabOTKH HMMEET TOJIBKO
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JTAHHBIN CyOBEKT oOpalieHus JICKapCTBEHHBIX CPEACTB WM JIMIO, KOTOPOMY OH TOPYYHJI 00paboTKYy.
CocTtaB mpenocTaBIsieMO B COOTBETCTBHM C HACTOAINIEH YacThlo WHGOPMAIUU  OIpeaeseTCs
[IpaBuTenscTBOM Poccuiickoit @enepanum.

(uactb 10 B pen. @eaepanbHoro 3akoHa ot 04.08.2023 N 474-D3)

11. 3a npou3BOACTBO WM MPOJAXKY JIEKAPCTBEHHBIX MPENapaToB JJIsi MEAUIIMHCKOTO MPUMEHEHUS
0e3 HaHEeCeHMs CPEACTB HACHTU(UKAIMH, C HAPYIICHHEM YCTAaHOBIECHHOTO IMOpPSAKA WX HAaHECEHUS, a
TaK)K€ 32 HECBOEBPEMEHHOE BHECEHUE MTAHHBIX B CHUCTEMY MOHUTOPHUHIA ABUKEHUS JIEKAPCTBEHHBIX
npenaparoB s MEIUIMHCKOTO MPUMEHEHUsS WJIM BHECEHHWE B HEE HEAOCTOBEPHBIX JaHHBIX
IOPUANYECKHUE JIUIA U WHAWBUIYAJIbHbIE MPEANPUHUMATENH, YKa3aHHbIE B 4YacTsiX 4 W 7 HaCTOSIICH
CTaTbH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHUM C 3aKOHOAATENBLCTBOM Pocculickoit @enepanuu.
(dactpb 11 BBenena denepanbHbIM 3aK0HOM OT 28.12.2017 N 425-03)

12. TIIpaBurtensctBo Poccuiickoit @Penepanuu BIpaBe YCTAaHOBUTH OCOOCHHOCTH BHEAPECHHUS
CHUCTEMBl MOHMTOPHMHIA JBM)KCHHS JICKAPCTBEHHBIX IIPENapaToB I MEAMLIMHCKOrO IPUMEHEHMS,
BKJIIOYAsi CPOKM €€ BHEAPEHUs, B OTHOLIEHUM JIEKAPCTBEHHBIX IpENapaToB JUIsl MEAUIIMHCKOTO
IPUMEHEHMs], BKJIIOUYEHHBIX B IEpPEUCHb MXH3HEHHO HEOOXOAMMBIX M Ba)KHEHIIMX JIEKapCTBEHHBIX
MpernaparoB, JIEKAPCTBEHHBIX IPEMapaTroB, IpeIHA3HAUYCHHBIX I OOecredyeHus: Jull, OOJbHBIX
reMouineil, MyKOBHCUUA030M, THUIO(QHU3apHBIM HAHU3MOM, Ooje3Hbio [ome, 37I0KauecTBEHHBIMU
HOBOOOPa30BaHUSAMHU JIMM(POUTHON, KPOBETBOPHON U POJCTBEHHBIX UM TKAaHEH, pacCeIHHBIM CKIECPO30M,
JUIl TOCJIe TPAHCIUIAHTAllUM OpPraHoB W (WJIM) TKaHEW, HWHBIX JIEKAPCTBEHHBIX IIpenapaToB JyIs
MEAULIMHCKOTO TPUMEHEHHUS.

(dactpb 12 BBenena denepanbHbIM 3aK0HOM OT 28.12.2017 N 425-03)

Mnasa 14.1. OTPAHUYEHUA, HANNATAEMbIE
HA OPTAHU3ALUN, OCYLLECTBIAIOLWLUE AEATENIbHOCTDb
MO OBPALLEHUIO NEKAPCTBEHHbLIX CPEACTB

(BBenena denepanbHbIM 3aK0HOM OT 25.11.2013 N 317-D3)

Cratba 67.1. OrpaHu4yeHusi, Hanaraemble MNpPU OCYLIECTBIEHUM [OeATENIbHOCTU B
cthepe obpalleHUs nekapcTBeHHbIX CpeacTB

1. Opranuzanuu, 3aHUMaroUIMecs pa3paOOTKOH, MPOM3BOJICTBOM M (WJIHM) peanu3anuei
JIEKapCTBEHHBIX MPENapaToB Ul MEAULMHCKOrO MIPUMEHEHMsI, OpraHu3aluy, o0Iajaoliye IpaBaMy Ha
HCII0JIb30BaHNE TOPrOBOI0 HAMMEHOBAHUS JIEKAPCTBEHHOIO Mpenapara Juisi MEAUIIMHCKOTO IPUMEHEHUS,
OpraHu3alii ONTOBOW TOPrOBIM JIEKAPCTBEHHBIMH CpEACTBAMM, AaNTEeYHble OpraHu3aluu (Mx
NPEJCTaBUTENN, UHBbIE (U3NYECKUE U IOPUANYECKHE JIUIA, OCYIISCTBIISIONINE CBOIO NESATEIBbHOCTh OT
MMEHM 3TUX OpraHM3alui) B OTHOLIEHUH MEIUIMHCKUX PaOOTHUKOB M PYKOBOJUTEIEH MEIMLIMHCKUX
OpraHu3alyil He BIIPABE:

1) BpyuaTh MOJapKH, BBIILJIAUYMBATH JECHEKHbIE CPEACTBA (3a MCKIIIOUEHHWEM BO3HArpa)kJIeHUU IO
JOTOBOpaM MpHU TMPOBEJACHUU KIMHUYECKUX HCCIEJOBAaHUM JICKAPCTBEHHBIX MPENapaToB  Jis
MEIULUHCKOTO TPUMEHEHHs, BO3HATPAXKICHHUM, CBA3AHHBIX C OCYIIECTBICHUEM MEAUIUHCKUM
pabOTHUKOM MENarorudeckoi M (W) HAyYHOU NESATENIbHOCTH), B TOM YHCIIE OIJIauMBaTh Pa3BICUCHUS,
OTZIBIX, TIPOE€3J] K MECTY OT/bIXa, a TAK)XKE MPUBJIEKATh K YYAaCTUIO B Pa3BJIEKATEIIbHBIX MEPONPHUITHUSAX,
MIPOBOJIUMBIX 32 CYET CBOUX CPEJICTB;
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2) 3akiIoyaTh COMVIAIICHUS O Ha3HAYeHUM WIM PEKOMEHJAlMK IalleHTaM JIEKapCTBEHHbIX
MpemapaToB AJs MEIUIIMHCKOTO MPUMEHEHHSI (32 UCKIIOUEHUEM JJOTOBOPOB O MPOBEACHUH KIMHHYECKUX
UCCIIEIOBaHUM JIEKapCTBEHHBIX MPENapaToB AJs MEAUIIMHCKOTO MPUMEHEHHUS);

3) npenocTaBiATh 00pa3Ibl JEKAPCTBEHHBIX MPENapaToB AJIs MEJUIIMHCKOTO MPUMEHEHHsS B IIeIsX
BpYUYECHHUs MalMEHTaM (32 HCKIIOYEHUEM CIIy4aeB, CBSA3aHHBIX C MPOBEAECHUEM KIMHMYECKHX
HCCIIEIOBaHM JIEKAPCTBEHHBIX MPENApaToB AJIs MEAULIMHCKOTO IPUMEHEHN);

4) mpeoCTaBIATh HEJJOCTOBEPHYIO M (UJTH) HEMOJIHYI0 HH(POPMAIIMIO O JICKAPCTBEHHBIX MTpernaparax
IUIL MEOULIMHCKOTO IIPUMEHEHUS,

5) mocemarby WX B pabodee BpeMs Ha pabOYMX MECTax, 3a MCKIIOYECHUEM CIIydaeB, CBS3aHHBIX C
MMpOBCACHUCM KIIMHUYECKUX I/ICCJIC,Z[OBaHI/Iﬁ JICKAPCTBCHHBIX npemnaparon JJISL MCOUIIUHCKOT' O
MPUMEHEHHS, C YYaCTHEM B TIOPSJIKE, YCTAHOBICHHOM PYKOBOJUTEIEM MEIWIMHCKOW OpTraHU3aIliy, B
C06paHI/I$IX MCEOUIIMHCKHUX paGOTHI/IKOB U HHBIX MCPOIPUATHUAX, HANPABJICHHBIX Ha IIOBBIIICHUC HUX
npoeCCHOHATILHOTO YPOBHS WJIM Ha TPEAOCTaBlieHHE WH(OpPMAIMH, CBS3aHHOW C OCYIIECTBICHHEM
MOHHUTOPHHTA 0€30MaCHOCTH JIEKAPCTBEHHBIX MPEMapaToB;

6) moOyX/aTh K BBIMMCHIBAHUIO JIEKAPCTBEHHBIX IMPENapaToB JJIsi MEIUIMHCKOTO MPUMEHEHUs Ha
OnaHKax, coAepKalux MH(OPMAIMIO PEKIAMHOTO XapakTepa, a TakKe Ha pelenTypHbIX OylaHkax, Ha
KOTOpBIX 3apaHee HareyaTaHO HAaUMEHOBAaHUE JIEKQpCTBEHHOTO Tpernapara Ijs MEAUIIMHCKOTO
IIPUMEHEHMUSL.

2. Opranu3zanuu, yKa3aHHble B a03alie IepBOM JacTu | HACTOSIIEH CTaThH, U WX MPEICTABUTEIU B
OTHOIICHUH (hapMalleBTHUECKUX pAaOOTHUKOB U PYKOBOJUTENCH allTEYHBIX OpraHU3alluii He BIIpaBe:

1) BpydaTh mojapku, BBIIJIAUMBATh JACHEKHBIE CPEICTBA, B TOM YHCIIE OIJIauYMBaTh Pa3BIICUCHMUS,
OTIBIX, TPOE3Nl K MECTy OTHAbIXa, W MPHUBJICKaTh K YYaCTUIO B PAa3BICKATEIBbHBIX MEPOTPUATHUSX,
MPOBOJMMBIX 3@ CUET CBOUX CPE/ICTB;

2) mpemoCTaBISATh OOpPAa3Ibl JIEKAPCTBEHHBIX MPENaparoB IS MEIUIIUHCKOTO MPUMEHEHUS IS
BPYUYEHUS HACEIICHUIO;

3) 3aKJII049aTh COrIalmICHUA O TMPCAJIOKCHUHW HACCIICHUIO OIPCACICHHBIX JICKAPCTBCHHBIX
npenapaTroB IJIsI MCAUITUHCKOI'O MPUMCHCHUS

4) mpenoCTaBIATh HEIOCTOBEPHYIO U (MJIN) HETIOTHYI0 HH(POPMALIMIO O JIEKAPCTBEHHBIX Mperaparax
IUIe  MEIUIMHCKOIO IPUMEHEHHUs, B TOM YHCIE MMEKOIUX OJUHAKOBOE MEXIyHApOJHOE
HENAaTEHTOBAaHHOE HAUMEHOBAHHUE.

Cratba 67.2. TpeboBaHMA K opraHusauum M NPOBeAEHUI0 HayYHbIX MepOnpUATUMN,
MHbIX MEpPONPUATUNA, HanpaBfieHHbIX Ha NOBbIWEeHUWe npPo¢geCCUOHaNbLHOro YpPOBHS
MeOULMHCKMX paboOTHMKOB WM Ha npeaocTaBrieHne UWHdoOpmauum, CBA3aHHOM C
OCyLLEeCTBIEHUEM MOHMTOPUHIra 6€30NacHOCTU NeKapCTBEHHbIX NpenapaToB

1. TIpu mpoBeAeHNH HAYYHBIX MEPONPHUATHI, UHBIX MEPONPUITUIN, HAMPABICHHBIX HA MOBBIIIECHUE
npoecCHOHATLHOTO YPOBHS MEIUIHUHCKUX pPAOOTHUKOB WM Ha TPEJOCTAaBICHUE CBS3aHHOU C
OCYIIECTBJICHUEM  MOHMUTOpPHUHra  O€30MAaCHOCTH  JIEKAPCTBEHHBIX  MpemnapaToB  HHQOpMAaINH,
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OpraHM3yeMbIX OpraHM3alUsIMH, yKa3aHHbBIMH B ab3ane nepBoMm yactu | crateu 67.1 Hacrosmiero
denepanbHOr0 3aKOHA, MX NPEACTaBUTENSIMH W (WiK) (UHAHCHPYEMBIX 3a CYET CPEIACTB ATHUX
OpraHu3alMiii M UX MpEeACTaBUTENEH, 3ampellaercs NPEensTCTBOBATh YYACTHI0 B  YKAa3aHHBIX
MEPONPUSITUSIX HUHBIX OpPraHu3alui, KOTOpPbIE MPOU3BOIAT WM PEATH3YIOT JICKAPCTBEHHBIE MPENapaThl
JUIS MEAMIMHCKOTO TMPUMEHEHHUS CO CXOXXUM MEXaHH3MOM (hapMaKoJIOTHUYECKOro IeicTBHs, 00
co37aBaTh JUCKPUMHUHAIMOHHBIE YCIOBUS JMJii OJHHUX YYaCTHHUKOB IO CpPAaBHEHUIO C JPYTUMU
Y4YaCTHUKAMHM, & UMEHHO:

1) npenocTaBiIsATh pa3iIMuHOE KOJIMYECTBO BPEMEHU JUIsl BHICTYIUIEHUM yYaCTHUKOB, Pa3jIMUHbIE IO
pasMepy 3aHUMaeMOll IUIOIIAJ MeCTa AJs JIEMOHCTpAluu 00pa3loB JIEKAPCTBEHHBIX MPENapaToB Is
MEAUIMHCKOTO MPUMEHEHHsSI WM pPEKJIaMHBIX MaTepHalloB O JIEKAPCTBEHHBIX Ipenaparax Jyuist
MEIMIMHCKOrO MPUMEHEHHS Ha SKCIO3MLMAX, CTEHJAX, 32 MCKIOYEHUEM CIIy4aeB, €CJIM TaKUE YCIOBHS
3aKpeIUIeHbl B COTJIALICHUAX 3TUX OpraHU3alui, X MpeAcTaBUTeNell 0 (PUHAHCHMPOBAHWHU YyKa3aHHBIX
MEpPONPUATHIA U 00YCIIOBIEHBI PA3JINYHBIMU 3aTPaTaMH yYaCTHUKOB Ha UX OpPraHU3aluIo;

2) ycraHaBIMBaTh pa3Mep B3HOCA Ui YYAaCTHUKOB MEPONPUATHH, yKa3aHHBIX B a03ale mepBOM
HACTOSIIIECH YacTH, MPEBBIIIAIONINN CYMMY 3aTpaT Ha OPraHU3alMI0 YKa3aHHBIX MEPONPUATUNA U BEIyITUI
K HEOOOCHOBAHHOMY OT'PaHMUYCHHIO YUCIIA UX YYACTHUKOB.

2. Opranuzanuu, yka3aHHbIe B a03are rnepBoM vactu 1 ctateu 67.1 Hacrosmero denepaibHOTO
3aKOHA, WX MPEACTABUTEIH, OCYIICCTBISIONUME OpraHu3anuio u (i) (puHaHCHpPOBaHUE MEPOTPUSITHH,
yKa3aHHBIX B 4acTH | HACTOSIIEH cTaTbu, 00s13aHBI 00ECIIeYNBATh IOCTYM K HH(OPMAIUH O J1aTe, MECTe U
BPEMEHU TIPOBEACHMS YKa3aHHBIX MEPONPUITHH, IIJIaHAX, MporpamMmax MPOBEACHUS YKa3aHHbBIX
MEPOTIPUITHI M TeMaX, INIAHUPYEMBIX JISI pACCMOTPEHUS, COCTaBE MX YYACTHUKOB ITYTEM pa3MEIICHHS
COOTBETCTBYIOLIEH MH(OpMAIMKM HA CBOUX O(QUIMATIBHBIX caiiTax B ceTd "MHTepHeT" He mo3aHee OBYX
MECSIICB JI0 Hadayia MPOBEJACHUS yKa3aHHBIX MEPOTIPUSTHA.

3. Nundopmanus o mpoBeieHUN MEpOINPHUITHN, YKa3aHHBIX B YacTH | HACTOSIIEH CTaTbu, B CPOK,
YCTAHOBJICHHBIM YacThIO 2 HACTOSIIECH CTAaThH, JOJDKHA OBITH HampaBiieHa B (eaepalbHbI OpraH
UCTIOJHUTENIHOM  BJIACTH, OCYNIECTBISIONMKA (YHKIMM 1O KOHTPOJIIO U Ham3opy B cdepe
3/IpaBOOXpAHEHUS, JUIsl MOCIEAYIOIIEr0 pa3MelleHus ee Ha OQUIIMAIbHOM CalTe 3TOro OpraHa B CETH
"NUHTepuer".

Mnasa 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATEJIbCTBA
POCCUNCKON ®EQEPALIUU NPU OGPALLEHUU NNEKAPCTBEHHbIX CPEACTB
N BOSMELLEHUE BPELA, NPUYNHEHHOIO 340POBbLIO NPAXXOAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbBIX NMPEMAPATOB

Cratba 68. OTBeTCTBEHHOCTb 3a HapyweHue 3aKkoHopaTenbcTBa Poccunckon
depepaumm npu obpaLieHUn ekapcTBEHHbIX CPeAcTB

1. Hapymenue 3akoHomarenbcTBa Poccuiickoit ®enepauuu npu OOpalleHUH JIEKapCTBEHHBIX
CPEICTB BJEYET 3a COOOM OTBETCTBEHHOCTh B COOTBETCTBUM C 3aKOHOJATEIHCTBOM Poccuiickoii
denepanuu.

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

2. 3a HempeaCTaBIEHUE WM HECBOEBPEMEHHOE TpeACTaBIeHne HH(POpMAIUN U (UIH) JOKYMEHTOB
nub0 TpeACTaBICHUE HEJAOCTOBEPHBIX HWHGMOpManuu W (WIM) JOKYMEHTOB, IPEIYyCMOTPEHHBIX
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HacrosuM ~ DefepaabHBIM — 3aKOHOM, CYOBEKTHI OOpalieHHsl JICKapCTBEHHBIX CPEACTB  HECYT
OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJATEIbCTBOM Poccuiickoit denepannu.

(gactp 2 BBeneHa DenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03; B pen. denepaibHOTO 3aKOHA OT
04.06.2018 N 140-®3)

Cratba 69. BoameweHne Bpepa, NpMUYMHEHHOro 340POBbLIO FpaxaaH BCneacTBue
NPUMeHeHUs NeKapCcTBeHHbIX NpenapaTos

1. Ilpou3BoauTenh JEKAPCTBEHHOT'O Mpenapara 00si3aH BOZMECTUTh Bpell, MPUUMHEHHBIN 310POBbIO
rpakJaH BCIEACTBUE MPUMEHEHHUS JIEKAPCTBEHHOIO Mpernapara, eciiy J0Ka3aHo, 4To:

1) nexapcTBeHHBIH Mpenapar MPUMEHSJICS MO HA3HAYEHHUIO B COOTBETCTBUU C MHCTPYKIUEH IO
NPUMEHEHHIO JICKApCTBEHHOTO Ipernapara W NPUYMHOW Bpela SIBHICS BBOJ B TPAXKAAHCKUNA 00OpOT
HeZ00pOKaYECTBEHHOTO JIEKaPCTBEHHOT'O IIpernapara;

2) Bpel 3I0pOBBI0O TPUYMHEH BCJIEICTBHE HEIOCTOBEPHON WH(MOpManuu, copepkamieics B
MHCTPYKUWHU IO MPUMEHEHHUIO JIEKApCTBEHHOIO INpernapara, U3aHHOW MTPOU3BOIUTENIEM JIEKAPCTBEHHOTO
npenapara.

2. B cnyyae, ecnu Bpen 310pOBBIO TPaKIaH NMPUYUHEH BCIIEICTBUE MPUMEHEHUS JIEKAPCTBEHHOTO
npermapara, MPUIISANIETO B HETOJHOCTh B PE3yJIbTaTe HAPYUICHHS MPAaBHJ XPAaHEHUS JIEKAPCTBEHHBIX
CpPE/CTB, MPaBHJI ONTOBOW TOPTOBIHM JIEKAPCTBEHHBIMU IpETapaTaMu, MPaBUil OTITyCKa JIGKAPCTBEHHBIX
MpermapaToB, MPaBUJI HM3TOTOBICHHUS M OTIyCKa JIGKAPCTBEHHBIX IMPENapaToB, BO3MEIICHHWE Bpeaa
OCYIIECTBIISIETCS COOTBETCTBEHHO OpraHHW3aIMed ONTOBOH TOPrOBIM JIEKAPCTBEHHBIMH CpPEICTBAMH,
anTeyHOW OpraHu3anuell, WHAMBUAYAIBHBIM MpEeANpPUHUMATENEM, HWMEIONUMH JUICH3UI0 Ha
(bapMaIieBTHYECKYI0 JESTEIPHOCTh WM JIMIEH3UI0 Ha MEIUIIMHCKYIO JEATEIIbHOCTh, MEIUIIMHCKON
OpraHm3alyeil, HMMEIIIeH IUIEH3WI0 Ha (apMalEeBTUYCCKYIO ACSITENbHOCTh (€€ 000COOIeHHBIM
MOJIpa3IelICHUEM, PACIIOJIOKEHHBIM B CEITbCKOM HACEJICHHOM ITyHKTE, B KOTOPOM OTCYTCTBYET aIllTeUHast
OpraHm3anys), JOMyCTHBIINMHU POy WM OTITYCK TAKOTO JIEKAPCTBEHHOTO Mperapara.

(B pen. @enepanbHbix 3akoHOB OT 25.11.2013 N 317-03, ot 08.08.2024 N 323-D3)

3. BosMmemeHue Bpeaa, NPUUYMHEHHOIO 3J0POBBIO Tpa)JaH BCJIEACTBUE IPUMEHEHUs
JIEKapCTBEHHBIX IPENapaToB WIM COBEPIIEHUS MPOTHUBOIPABHBIX IEUCTBUN CyObEKTaMu OOpalleHHs
JIEKAPCTBEHHBIX CPEICTB, OCYIIECTBISIETCS B COOTBETCTBUM C 3aKOHOAATENLCTBOM Poccuiickoit
denepanuu.

Mnasa 16. 3AKITIOYUTEJIbHbLIE MOJIOXEHUA

Cratbsa 70. O Nnpu3HaHWKM YTPaTUBLUUMU CUIY OTAENbHbIX 3aKOHOAATEeNbHbIX aKTOB
(nonoxeHun 3akoHoaaTenbHbIX akToB) Poccunnckon ®epepaumm

[Ipu3HaTh yTpaTUBIIUMU CUILY:

1) denepanpubiii 3akoH oT 22 wuroHA 1998 roma N 86-®3 "O nexapcTBEHHBIX cpencTBax”
(CoOpanue 3axkoHonatenscTBa Poccuiickoit @enepanmn, 1998, N 26, cr. 3006);

2) ®enepanbHblil 3ak0H OT 2 sHBapsa 2000 romga N 5-®3 "O BHeCeHHHM W3MEHEHUS M JTOTIOJHEHUN B
@enepanbubiii 3akoH "O nexapcTBeHHbIX cpenctBax" (CoOpanue 3akoHOJarenbcTBa Poccuiickoit
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®enepanun, 2000, N 2, cT. 126);

3) crateio 40 @enepanbHoro 3akoHa ot 10 sHBapst 2003 roxa N 15-®3 "O BHeceHMM U3MEHEHUN U
JIONIOJTHEHU B HEKOTOPBIE 3aKOHOJATeNIbHbIe akThl Poccuiickoit dexnepanuum B CBSI3U C NPUHATHEM
@enepanbHoro 3akoHa "O  JIMIEH3UPOBAHMM  OTACIBHBIX BHIOB jedrenbHocTH"  (CoOpanue
3akoHomarenscTBa Poccniickoit deneparuu, 2003, N 2, ct. 167);

4) crarbio 31 @exnepanpHoro 3akoHa oT 30 utons 2003 roga N 86-03 "O BHeceHMH U3MEHEHUN U
JIOTIOJTHEHU B HEKOTOPBIE 3aKOHOAATEIbHbIE akThl Poccuiickoi denepaunu, TpU3HAHUU YTPATUBILIUMU
CUJly OTHACNIBbHBIX 3aKOHOJATENbHBIX akToB Poccuiickoii denepanuu, NpeaOCTAaBICHUM OTIAEIbHBIX
rapaHTUil COTpYyAHHKAM OPraHOB BHYTPEHHHUX JIEJI, OPIaHOB MO KOHTPOJIIO 32 000POTOM HAPKOTHUUYECKUX
CPEICTB U TICUXOTPOMHBIX BEIIECTB W YIPa3AHIEMBIX (eAepaTbHBIX OPraHOB HAJIOTOBOM MOJIMIIUU B
CBSI3M C OCYIECTBICHHEM MeEp MO COBEpPUICHCTBOBAHMIO rocyaapcTBeHHoro ympasieHus" (CoOpanue
3akoHoaarenbcTBa Poccuiickoit denepanuu, 2003, N 27, ct. 2700);

5) crateio 101 denepansHoro 3akonHa ot 22 aBrycra 2004 roga N 122-®3 "O BHeceHHH N3MEHEHUI
B 3aKOHozarenbHble akThl Poccuiickoil denepanuy M INPU3HAHUM YTPATUBIIMMH CHIIy HEKOTOPBIX
3aKOHOJIaTeNbHBIX aKTOB Poccuiickoit denepanuu B CBA3M ¢ NpuHiATHEM DenepanbHbIXx 3akoHOB "O
BHECEHUU HM3MEHEHUH u aonoiHeHuid B DexepanpHbiii 3akoH "OO 0OmMMX MPUHLIUINAX OpraHU3alUd
3aKOHOJATENbHBIX (IIPEJCTABUTENIBHBIX) M MCIOJHHUTEIbHBIX OPraHOB TIOCYJapCTBEHHOM BJIACTH
cyobektoB  Poccmiickoit  ®enmepannn” u  "OO 00mUMX OPUHIUNAX OPraHU3ALUU  MECTHOTO
camoynpasnenus B Poccutickoit ®enepanuun" (Cobpanue 3akoHomarenbcTBa Poccuiickoit denepanmu,
2004, N 35, ct. 3607);

6) crarpio 28 denepanbHoro 3akoHa OT 18 gexadps 2006 roga N 231-®3 "O BBeieHHH B ICHCTBUE
gactu ueTBeprod ['paxmanckoro konekca Poccuiickoit ®eneparuu” (CoOpaHue 3aKOHOAATEIHCTBA
Poccutiickoit ®eneparuu, 2006, N 52, ct. 5497).

CraTtbsa 71. BctynneHue B cuny Hactosiwero deaeparnbHOro 3akoHa

1. Hacrosimuit denepanbHbIi 3aK0OH BCTyMaeT B cuity ¢ 1 centsaops 2010 rona.

2. JlekapcTBeHHBIE CpEICTBA, 3aPETMCTPUPOBAHHBIE 1O [HSA BCTYIUICHUS B CHIIy HACTOSIIETO
denepanbHOTO 3aKOHA, MOJJICKAT BKIIOUCHUIO B TOCYAAPCTBEHHBIC PEECTPHI JIEKAPCTBEHHBIX CPEJICTB C
BHECEHHEM YKa3aHHBIX B 4yacTu | crtathu 33 Hacrosimero denepalbHOrO 3aKoHa CBEIEHUI 00 3THUX
JIEKApCTBEHHBIX CPEACTBAaX 0€3 MPOXOXKIECHHUS BHOBH MPOIEAYPHl TOCYIApPCTBEHHOW pPETUCTpaIluu
JIEKApCTBEHHBIX MIPENapaToB.

3. T'ocynapcTBeHHass perucTpaius JEeKapCTBEHHBIX MPEMapaToB, 3a UCKIIOYECHUEM JIEKAPCTBEHHBIX
npenaparoB JJisi MEAUIMHCKOTO NMPUMEHEHUs, MPEACTaBICHHBIX HA YKA3aHHYIO PETMCTPALUI0 10 JHS
BCTYIUICHUS B CHITy HacTosmero deaepaabHOro 3aKOHA, OCYIIECTBIISETCS B COOTBETCTBUH C HACTOSIIIIUM
®denepanbHbIM 3aKOHOM HAa OCHOBAaHUU JOKYMEHTOB U JaHHBIX, IPEICTABICHHBIX 0 JHS BCTYIUJICHUS B
cuity Hacrosmiero deaeparbHOTO 3aKOHA.

(B pen. @enepanbuoro 3akoHa ot 11.10.2010 N 271-D3)

3.1. I'ocynapcTBeHHas perucTpaius JeKapCcTBEHHbIX MPErapaToB A MEIUIIMHCKOTO MPUMEHEHHUS,
MPEACTABICHHBIX Ha TOCYJApPCTBEHHYIO PETUCTPALMIO [0 JHA BCTYIUICHUS B CHIJIy HaCTOSILEro
@denepallbHOTO  3aKOHa, M TOCYJapCTBEHHAs pErucTpanus JIEeKapCTBEHHBIX IMpenapaToB JUIs
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MEIMIMHCKOTO IPUMEHEHHs, IPEICTaBICHHBIX Ha DJKCIEPTU3Y JIEKAPCTBCHHBIX CPEACTB OO0 OHS
BCTYyIUIEHUs1 B cuily Hacrosuiero denepanpbHOro 3akoHa B LENAX MX IOCIEAYIOUIEH rocyJapCTBEHHOM
pETuCTpanyy, OCYIUECTBIISIOTCS HAa OCHOBAaHMM JOKYMEHTOB W JIaHHBIX, IPEICTaBICHHBIX 10 [IHS
BCTYIUIEHUS B CHUJy HacTosiuero @enepanbHOro 3aKkOHA, a TaKKe 3asdBJIECHUS O TOCYJapCTBEHHOM
pEerucTpanMy  JIEKAPCTBEHHOIO  Iperapara, MPEeACTaBICHHOIO IPOU3BOAUTEIEM  JIEKAPCTBEHHBIX
IIPENapaToB WM YIOJHOMOYEHHBIM UM JIULIOM B COOTBETCTBUU C HacTosmuM denepanbHbIM 3aKOHOM B
YIIOJTHOMOYCHHBIN (pefiepabHbIi OpraH UCIIOHUTENIbHOU BiacTu 10 1 mapra 2011 roga, 6e3 TpeboBanms
yIUIaThl TOCYIapCTBEHHOM MOLUIMHBIL, IPELyCMOTPEHHOM 3aKoHOAaTenbcTBOM Poccuiickon denepanuu o
Hajorax u coopax.

(uacts 3.1 B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

3.2. IloarBepkaeHWE TOCYIAPCTBEHHOW PETUCTpPAllMM  JIEKQPCTBEHHBIX IMPENapaToB  JJIs
MEAUIIMHCKOTO MPUMEHEHUS, MPEACTABIECHHBIX AJIs MOATBEPKACHUS TOCYAAPCTBEHHOW PETUCTpaLMU J10
IHS BCTYIUIEHMS B CWIy Hacrosimiero denepanpbHOrO 3aKOHA, W IMOATBEPKICHUE TOCYAapCTBEHHOM
pEerucTpalMy JIEKAPCTBEHHBIX NPENapaToB Uil MEAMLMHCKOIO IPUMEHEHMs], INPEACTABIECHHBIX Ha
JKCIEPTU3Y JIEKAPCTBEHHBIX CPEACTB 0 AHS BCTYIUIEHUS B CUiIy HacTosmero denepaibHOro 3aKOHa B
LEISIX TOCIAEAYIOUIEr0 IMOATBEPKACHUS HUX TOCYIAapCTBEHHOM pEerucTpanuy, OCYLIECTBIIAIOTCA Ha
OCHOBAaHMM JOKYMEHTOB W JIaHHBIX, NPEICTABICHHBIX JO [HS BCTYIUIEHHS B CHJIY HACTOSIIErO
@DenepalbHOTO 3aKOHA, a TaKKe 3adBJICHUS O MOATBEP)KIEHUU TOCYIapCTBEHHON pETrUCTpanyu
JIEKAPCTBEHHOT'0 IMpernapara, IMPEICTAaBIECHHOIO IMPOU3BOJUTENEM JIEKAPCTBEHHBIX IPENapaToB WU
YIOJHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUM ¢ HacrosmuM DenepanbHbIM — 3aKOHOM B
YIIOJTHOMOYCHHBIN (pefiepabHbIi OpraH UCIIOHUTENbHOU BiacTu 10 1 mapra 2011 roga, 6e3 TpeboBanms
yILIaThl TOCYIaPCTBEHHOM MOILUIMHBIL, IPELyCMOTPEHHOM 3aKOoHOAATeNbCTBOM Poccuiickon denepanuu o
Hajorax u coopax.

(uactsb 3.2 B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

3.3. Ilpunarve pemeHuss O BHECEHUM M3MEHEHHM B JIOKYMEHTBI, COAEp)Kalluecs B
PErUCTPAallMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIA JIEKAPCTBEHHBIM mpemapar s MEIULUHCKOTO
MPUMEHEHUsI U TPEACTaBIEHHBIE J0 JIHSA BCTYIUIEHUS B cuUiy Hactosuiero deaepaibHOro 3aKoHa, W
IIPUHATHE PEIICHNS O BHECEHUU U3MEHEHUHN B JOKYMEHTBHI, COAEpIKAILEECs B PETUCTPALIMOHHOM J10ChE Ha
3aperucTpUpPOBAHHBIN JIEKAPCTBEHHBIN Mpenapat sl MEAUIIMHCKOTO IPUMEHEHHS U MIPE/ICTaBICHHbIE Ha
9KCIIEPTHU3Y JIEKAPCTBEHHBIX CPEACTB A0 IHS BCTYIUIEHHS B CHIy HacTosiero denepajbHOro 3aKOHa,
OCYIIECTBISIOTCS Ha OCHOBAaHUHM JOKYMEHTOB U JaHHBIX, MPEICTABICHHBIX O JHS BCTYIUICHHUS B CUIY
Hactosdmero ®enepanbHOro 3aKkoHA, a TAKXKE 3asBJICHUS O BHECEHHMM H3MEHEHMH B JIOKYMEHTHI,
coJiepKallrecs B PEruCTPAllMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBINA JIEKAapCTBEHHBIM IMpenapar i
MEAUIIMHCKOTO IMPUMEHEHHUSI, IPEJICTaBICHHOIO NPOM3BOAMTEIEM JIEKAPCTBEHHBIX IIPENApaToOB HIIU
YIOOJHOMOYEHHBIM KM JIMIIOM B COOTBETCTBUU ¢ HacrosimuM DenepanbHbIM 3aKOHOM B
YIOJIHOMOYEHHBIH (pesiepabHbli OpraH HCIOIHUTENbHOM Biactu o 1 mapta 2011 roxa, 6e3 TpeboBanus
YILIaThl TOCYAAPCTBEHHOM MONUIMHBI, TPEIYCMOTPEHHOM 3aKOHOIATeNIbCTBOM Poccuiickon denepanuu o
Hajorax u coopax.

(gactp 3.3 B pen. Genepanpuoro 3akona ot 29.11.2010 N 313-D3)

3.4. Bblgaua paspenieHMl Ha TPOBEACHHME KIMHUYECKMX HCCIIEJOBAaHMM JIEKaPCTBEHHBIX
IIPENapaToB [UIsl MEIULUHCKOTO NPUMEHEHUS IO 3asABJICHUSAM, NOJAHHBIM 0 JHS BCTYIUICHUS B CHILY
Hacrosuero denepanbHOro 3aKOHA, a TAKXKE I10 3asBJICHUSM, ITOJAaHHBIM IIOCJIE JHS BCTYIUICHUS B CHILY
HacTosAmero denepaabHOro 3aKOHAa Ha OCHOBAHMM DKCIIEPTH3, IPOBEICHHBIX A0 IHS BCTYIUICHHS B CHILY
Hacrosuiero denepaJbHOrO 3aKOHA, OCYILECTBISAECTCS B COOTBETCTBMM ¢ HacrosamuM DenepanbHbIM
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3aKOHOM Ha OCHOBaHUU JOKYMEHTOB M JAHHBIX, IPEACTABICHHBIX HJIU MOJYYCHHBIX A0 IHSA BCTYIIJICHUS
B clily Hacrosiuero denepalbHOTO 3aKOHA, @ TAK)KE€ HA OCHOBAHUHU KOMMH IIPEIBAPUTEIBHOTO JOr0BOpa
00513aTENIBHOTO  CTPAXOBaHUS  KHU3HHM, 3/10pOBbSl MAIMEHTOB, YYaCTBYIOIIMX B KJIMHUYECKOM
HCCIIEIOBAaHUM JIEKAPCTBEHHOI'O IIpernapara il MEAULIMHCKOrO MPUMEHEHHs, WIM KOIHMM J0roBopa
0053aTENIBHOTO  CTPAXOBaHUS  KU3HHM, 3/10pOBbSl MAIMEHTOB, YYaCTBYIOIIMX B KJIMHUYECKOM
MCCIICIOBAaHUH JICKApPCTBEHHOT'O Mperapara A MEIUIUHCKOro MPUMEHEHHs, JHO0O0 MpeacTaBIeHHON
KOIIMM J0rOBOpa 00s13aTeIbHOI0 CTPAXOBAHUS, 3aKJIIOUEHHOIO B COOTBETCTBUU C TUIIOBBIMM IPaBUIAMU
0053aTENPHOTO CTPaxOBaHUA, C YKa3aHHWEM MpPEJeNbHOW YMCIEHHOCTH NAIMEeHTOB, YYaCTBYIOIIUX B
KJIMHUYECKOM HCCIIEZIOBAaHUM JIEKAPCTBEHHOI'O IIpernapara A MEIULUHCKOro IpUMEHEeHMs, 0e3
TpeOOBaHUS YIUIAThl TOCYAAPCTBEHHOW MOIUIMHBI, MPEIYCMOTPEHHOM 3aKOHOAATeIbcTBOM Poccuiickoii
®denepanun 0 Hajorax u cOopax.

(uactb 3.4 B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

3.5. 3aperucTtpupoBaHHbIE B WHOCTPAHHOW BAJIOTE JO JIHS BCTYIUICHHS B CHJIy HACTOSIIErO
@DenepalbHOTO 3aKOHA IIPEENIbHBIE OTITYCKHBIE LIEHBI MHOCTPAHHBIX ITPOU3BOUTENEH HA JIEKApPCTBEHHBIE
mpernapaTsl, BKJIIOYEHHbIE B IE€PEUYEHb KU3HEHHO HEOOXOOUMBIX M BaXXHEHIIUX JIEKapCTBEHHBIX
IpernaparoB, MOIeXKAT epecyeTy B pyosn no kypey Llentpansaoro 6anka Poccuiickoit @enepannu Ha
naty, ycraHoBiieHHYI0 [IpaButenbctBom Poccuiickoit denepanmu, 0e3 MpeacTaBiIeHUs 3asBICHUS O
IIEPECUETE LIEHBl C BHECEHUEM COOTBETCTBYIOIMX M3MEHEHUH B IOCYAAapCTBEHHBIH PEECTP IPEAEIbHBIX
OTIYCKHBIX II€H NMPOU3BOJAUTENECH HA JIEKAPCTBEHHBIE MPENapaThl, BKIIOYEHHbIE B NEPEUYEHb KU3HEHHO
HEO0OXOIUMBIX ¥ BaXKHEUIITNX JIEKAPCTBEHHBIX MPEIapaToB.

(dactp 3.5 BBeaeHa denepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

3.6. 3apeructpupoBaHHbIE 1O [IHS BCTYIUIEHUS B cuily Hacrosimero ®enepaibHOro 3akoHa
IpeJelbHble OTIYCKHBIE LEHbl POCCUHCKHMX MPOU3BOAMUTENIEH Ha JIEKAPCTBEHHBbIE IPENaparsl,
BKJIIOYCHHBIE B II€pEUCHb J>KU3HEHHO HEOOXOIMMBIX W BaXHEUIIMX JIEKAPCTBEHHBIX IPENapaTos,
nojiexkat uHuaekcaruu ¢ 1 HosOps 2010 roma wmcxods W3 TPOTHO3ZUPYEMOTO YPOBHS WHQIIAINH,
ycraHoBieHHOTO DenepanbHbIM 3aK0HOM OT 2 nekadps 2009 roga N 308-D3 "O denepanbHOM OromxeTe
Ha 2010 rox u Ha manoBbid niepuoa 2011 u 2012 rogos" Ha 2011 roa.

(uactsb 3.6 BBeneHa PenepanbHbIM 3akoHOM OT 11.10.2010 N 271-D3)

3.7. llocne 1 mapta 2011 roga He nomyckaroTcsi IPOU3BOJACTBO U BBO3 B Poccuiickyro denepaimio
JIEKapCTBEHHBIX MPENapaToB B YIIAKOBKaX ¢ MApKUPOBKOU, KOTOpas Oblila HAHECeHA JI0 JTHS BCTYIUICHUS B
cuny Hactosmero deaepanbHOro 3akoHa. [lo MCTEYeHMM yKa3aHHOTO CpPOKa JIaHHBIE JIEKAPCTBEHHBIC
npenaparbl MOTYT OTIYCKaTbCsl, PEaTU30BBIBATHCS, MEPENABATHCS M MPUMEHSATHCS /10 UCTEUCHUS UX
CpOKa TOAHOCTH.

(B pen. @enepanbhbix 3akoHOB OT 29.11.2010 N 313-D3, ot 06.12.2011 N 409-D3)

4. Co gusa BeryrieHus B cuiy Hacrosmero ®denepanbHoro 3akoHa u no 30 ampenst 2011 ropa
BKJIFOUUTCIIBHO I[OHyCKaeTCSI HpOBGI[eHI/Ie E)KCHepTI/ISBI JIeKapCTBeHHBIX Cpe,Z[CTB 3KCH€pTaMI/I
OKCIIEPTHOTO  YUPEKICHUS O TPOXOXKIEHUS HWMH aTTeCTalliM B TIOPANKE, YCTaHOBJICHHOM
YHOJIHOMO‘-IeHHBIM (bellepaHBHBIM OpI‘aHOM I/ICHOJIHHTCJIBHOﬁ BJIACTU.

5. Co mHsa BcTyIuieHUs B cuily Hacrosmiero denepanbHoro 3akoHa U mo 31 mexabps 2013 roma
BKJIFOUUTCIIBHO OCYH.ICCTB.HHGTCH Hepexon K HpOI/ISBO,Z[CTBy .HeKapCTBeHHBIX CpeI[CTB B COOTBETCTBHUHU C
MpaBUJIaMy OpraHU3aIMy MTPOU3BOACTBA M KOHTPOJISI KadyecTBa JIGKAPCTBEHHBIX CPEJICTB, YKa3aHHBIMU B
gactu | crareu 45 Hacrosimero ®enepansHOro 3akoHa, B MONMHOM oObeMe. Cpoku mepexona
MPOM3BOJICTBA JICKAPCTBEHHBIX CPEJICTB K MX NPOU3BOACTBY B COOTBETCTBHM C KOHKPETHBIMH
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.12.2024)
"06 obpalleHMn NeKapCTBEHHbIX CpeacTB”

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHenus: 24.01.2025

TpeOOBAHUSAMHU HAHHBIX IPAaBUJ, BKJIIOYAs CPOKM aTTECTALMM YIOJHOMOYEHHBIX JIUI], YKAa3aHHBIX B
gactax 6 m 7 crateu 45 Hacrosmero PenepanbHOro 3aKOHA, ycTaHaBiMBaroTcsi lIpaBuTenbcTBOM
Poccuiickoit @enepanuu.

6. JIuueH3un Ha NPOU3BOJACTBO JIEKAPCTBEHHBIX CPEICTB, BblAaHHbBIE 10 1 sHBaps 2014 ropa,
nerctBytoT nocne 1 suBapst 2014 roma qo0 McTedeHUs CpoKa MX JEUCTBUA MPU YCIOBHU COOTBETCTBHS
JUIEH3MaTa MpaBWJlaM OpraHU3alliy IPOU3BOJCTBA U KOHTPOJIS KauyecTBa JIEKAPCTBEHHBIX CPEJCTB,
YKa3aHHBIM B yacTu 1 ctatbu 45 Hactosero deaepaibHOro 3aKoHa.

7. ®opmupoBaHHE TOCYAApPCTBEHHOTO 3aJlaHUs Ha MPOBEACHHE DSKCIEPTU3bl JIEKAPCTBEHHBIX
cpencTB (deaepaabHOMY TOCYAapCTBEHHOMY OIOJDKETHOMY YUPEKICHHIO MO MPOBEICHHUIO SKCIIEPTHU3BI
JIEKapCTBEHHBIX CPEJCTB M (PMHAHCOBOE OOECTICUEHUE BBITIONHEHHUS 3TOTO 33/IaHUsl OCYIIECTBISIOTCS B
MopsiJIKe, ycTaHOBJIEHHOM DenepalibHbIM 3aKOHOM OT 12 ssuBapst 1996 roga N 7-®3 "O HekOMMepUYECKUX
opraHuzanusx".

(dactp 7 BBeneHa denepanbHbIM 3aK0HOM OT 29.11.2010 N 313-D3)

IIpe3uneHt
Poccutickoit denepanuu
JA.MEJIBEJIEB
Mocksa, Kpemib
12 anpens 2010 roga
N 61-®3
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