MMPABUTEJIBCTBO POCCHHUCKOHN ®EIEPAITIN
ITIOCTAHOBJIEHHUE

oT 1 urons 2021 r. Ne 853

MOCKBA

O6 yrBepxaennu IlpaBui BBo3a jlekapCcTBEeHHbIX CPEACTB
AJISE MEAMUHHCKOT0 npuMeHeHus B Poccuniickyio @egepaunio
H HPH3HAHUH YTPATHBIIHMM CHJIY HEKOTOPbIX AKTOB H OTAEJbHBIX
NnoJ10KeHHH HeKoTopbIX aKkToB IIpaBuTenbcTBa Poccuniickoit ®enepanun

B cootBerctBum ¢ uacteto | cratem 47 @enepalibHOrO 3aKoHa
"O6 obpamenuun nekapctBeHHBIX cpenctB" IlpaButenbctBo Poccuiickoit
QenepallMM NOCTAHOBJASAET:

1. YTBepauTe npuiaraemsie:

ITpaBuiia BBO3a JIEKaPCTBEHHBIX CPEICTB IJIS MEAULIMHCKOTO MIPUMEHEHUS
B Poccuiickyro Denepanuio;

IepevYeHb YTPAaTHUBIIMX CHUJIy AKTOB M OTJEJBHBIX TOJIO)KEHUH aKTOB
[IpaButenscTBa Poccuiickoi ®enepanuu.

2. Hacrosee noctaHoBieHHE BCTynaeT B cuily ¢ 1 centsaops 2021 r.

IIpaBuna, yTBEp)KIEHHblE HACTOSALIMM IOCTAHOBJIICHHEM, MEHCTBYIOT
1o 1 centsibps 2027 r.

[Ipencenarens IIpaBute

Poccuiickoit @enepa M.Muuryctun
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YTBEPXIEHDBI

noctaHoByieHueM [IpaBuTenscTa
Poccuiickoit ®enepanuu
oT 1 uronsa 2021 r. Ne 853

IIPABHUJ A

BB032a JIEKAPCTBEHHBIX CPEACTB AJIsi MEeJHUHHCKOI0 NPHMEeHEeHH S
B Poccniickyio ®Penepaunio

1. Hacrosimiue IlpaBuna ycraHaBiuBaioT Mopsiiok BBo3a B Poccuiickyto
®denepallulo  JIEKApCTBEHHBIX CPEACTB MJI MEAUIIMHCKOrO TNpUMEHEHUSs,
32 UCKJIIOUEHHEM JIEKapCTBEHHBIX MpenapaToB B LEJIAX OKa3aHUsl T'yMaHUTapHOU
noMoiny (COAeHCTBUS) MM TOMOIIM TPU Ype3BBIYANHBIX CHUTyalUUaX
(nasee - neKapCcTBEHHbIE CPEACTBA).

Hacrosmue IlpaBuna He pacmpoCTpaHsIIOTCSI Ha BBO3 HAPKOTUUYECKHX
CpPEeICTB, INCUXOTPOMHBIX BEIIECTB M HMX MPEeKypcOpOB, BKIFOUEHHBIX
B pasgen 2.12 "HapkoTumueckue CpeAcTBa, [ICHUXOTPONHBIE BelleCTBa
M HUX TPEeKypcopbl" MepeyHsi TOBapOB, B OTHOLIEHHWU KOTOPBIX YCTaHOBJIECH
pa3pelIuTeNbHbIN MOpAI0K BBO3a Ha TAMOXEHHYIO TeppuToputo EBpasuiickoro
JKOHOMHYECKOTO Ccot03a M (WiIM) BBIBO3a C TaMOXEHHOW TeppUTOpHHU
EBpazuiickoro 3koHOMHYECKOro coro3a (mpunoxeHue Ne2 K peulieHuro
Konneruu EBpazuniickoii skoHOMu4eckoil komuccuu oT 21 anpens 2015 r. Ne 30
"O Mepax HEeTapU(PHOTO PeryIupoBaHus"), B IepeYeHb HAPKOTHIECKUX CPEJICTB,
MCUXOTPOIIHBIX BELIECTB W WX MPEKypcopoB, MOMJIEKAIIKUX KOHTPOIIO
B Poccuiickoii @enepaunn, yTBepKAeHHbIM moctaHoBieHueM IlpaButenscTBa
Poccuiickoit ®Denepanuu ot 30 uroHs 1998 r. Ne 681 "OO yTBepx)aeHHUH
nepeyvHs] HAapKOTUYECKUX CPEACTB, IICUXOTPOIHBIX BEIIECTB U HX MPEKYPCOPOB,
noanexauux KoHTpomo B Poccuiickoit ®denepauuu’, U B yTBEpPKIACHHYIO
nocraHoBieHueM lIpaBurenscrBa Poccuiickoit ®enepaunu or 3 aBrycra
1996 r. No 930 HOMeHKJaTypy CHJIbHOAEHCTBYIOIIMX H SHOBUTBIX BELIECTB,
HEe SBIAIOUIMXCS IPEKypcOpaMd HAapKOTHYECKUX CpPEOCTB H ICHXOTPOMHBIX
BELIECTB, Ha KOTOpBIE pACIpOCTpaHsieTcsl MNOpPSAOOK BBo3a B PoccHUCKylo
@®enepaurio W BbiBo3a U3 Poccuiickoit ®@enepanuy, YTBEP>KACHHbIN
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nocranoByieHueM [IpaButenscrBa Poccuiickoit enepanun ot 16 mapra 1996 .
Neo 278.

2. BBo3uTh JieKapcTBEHHBIE cpefcTBa B Poccuiickyio  Pexepaliuio
MOTI'YT CIIETYIOLUE IOPUINUECKHE JTUIA:

a) OpraHu3alyy - MPOU3BOJUTENH JISKAPCTBEHHEIX CPEACTB - IS Ieliel
COOCTBEHHOTO IIPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB;

0) opraHM3aLKUK ONTOBOM TOPTOBIIH JIEKAPCTBEHHBIMH CPENCTBAMUY;

B) MHOCTPAaHHbIE Pa3pabOTYMKU JI€KAPCTBEHHBIX CPEJCTB U MHOCTPaHHEIC
IPOU3BOJUTCIIH JIEKAPCTBEHHBIX CPEACTB WU JPYrHe HOPHIHYECKHE JIHIA
[0 TMOPYYEHHIO paspaboOTYMKa JIEKApCTBEHHOrO CpPEICTBA JUI IIPOBEIESHUS
KIMHUYECKUX HUCCICNOBAaHUM JICKADCTBEHHOIO IIpernapara, perucTpaLuu
M OKCHEPTHU3bl JICKAPCTBEHHBIX CPENCTB, IPEeAHA3HAUYEHHBIX I 00OpauieHus
B Poccuiickori ®esepanuy uiaM Ha oOIMEM pBIHKE JIEKapCTBEHHBIX CPEJCTB
B pamkax EBpasuiickoro  5KOHOMHYECKOTO  C€O038,  OCYINECTBIICHUS
rOCy1apCTBEHHOM pEerucTpanuy JIEKapCTBEHHOTO IIperapara, BKIIOYEHHUS
(apmaneBTUYECKOH CyOCTaHIMM B TOCYAAPCTBEHHbBIM PEECTp JIEKAPCTBEHHBIX
CPEeICTB M KOHTPOJIS KayecTBa JIEKAPCTBEHHBIX CPEACTB IPH HAIUYMHU
3aKJIHOUEHHs (Pa3peIIUTENFHOI0 JOKYMEHTa), 0hopMIEHHOr0 MUHKMCTEPCTBOM
3apaBooxpaneHus Poccuiickoit Penepalvu B COOTBETCTBHH C peNIEHHEM
Konnernn EBpasuiickoif sxoHOMHYeCKOH komuccHu oT 16 Mas 2012 r. Ne 45
"O enunoi QopMme 3aKIr0OUeHHs (Pa3pelUTeIbHOI0 JOKYMEHTA) HA BBO3, BHIBO3
U TPaH3UT OTJENIBHBIX TOBApOB, BKJIIOYEHHBIX B €AMHBIA IepedeHb TOBApOB,
K KOTOPBIM NPUMEHSIOTCS MEphl HETapH(HOIO PperyJUpOBaHHMS B TOPIOBIE
C TPeThbUMH CTpPaHaMH, M METOAUYECKUX YKa3aHUAX II0 €€ 3aloJHEHUIO"
(manee - 3aKJIOUEHHUE),

I') Hay4YHO-UCCIIEIOBATEIBCKIE Opra’u3aluy, 00pa3oBaTeIbHBIE
OpraHM3alMd BBICIIEr0 0Opa30BaHUS W IIPOU3BOIMTENH JIEKAPCTBEHHBIX
CPEACTB - U pa3paboTKU, UCCIIENOBaHUM, KOHTPOIS 0e30IaCHOCTH, KayecTBa
1 5 PEKTUBHOCTH JIEKAPCTBEHHBIX CPEICTB NPH HAMYUY 3aKITIOUESHUS,

1) MEAMIMHCKHE OpraHM3allMH, a TakkKe OpraHu3aldM, YKa3aHHbIE
B noamyHkrax "a"-'"r" HacToOsImlero mNyHKTa, A8 OKa3aHUs MEAULMHCKOMH
IIOMOIIM 10 XXH3HEHHBIM ITOKa3aHUSIM KOHKPETHOro HalMeHTa JIM0O OKazaHus
MEJMLIUHCKOW MOMOIIM OrPaHMYEHHOMY KOHTHHTEHTY MHAllMEHTOB € pPeIKOH
1 (MJIM) 0C000 TSHKEIOHN MaToJIOrHeH TIPH HATHYKMY 3aKIFOYCHMUS.

3.Bsoz B  Poccmiickyro =~ Depepaudio  KOHKPETHOM  IIapTHH
3apErUCTPUPOBAHHBIX M (WJIM) HE3apPerHCTPHPOBAHHBIX  JIEKAPCTBEHHBIX
CpPeJCTB, NPEAHA3HAYCHHBIX JUIS TIPOBEACHUS KIMHMYECKUX HCCIIEI0BaHUM
JIEKapCTBEHHBIX TpENapaToB, KOHKPETHOH MapTUH He3aperdCTPHPOBAHHEBIX
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JIEKapCTBEHHBIX CPEJICTB JUIsl MIPOBEIEHUS SKCIEPTU3BI JIKAPCTBEHHBIX CPEJICTB
B HeJdX  pEerucTpalldd M JKCHEPTH3bl  JIGKAPCTBEHHBIX  CPEJCTB,
npeaHasHavYeHHbIX i oOpamienus: B Poccutbickoit Deepanun uim Ha oduem
PBIHKE JIEKApCTBEHHBIX CPEJACTB B paMKax EBpasuiickoro 3KOHOMHYECKOTO
COH03a, OCYIIECTBJEHUs] TOCYAapCTBEHHOM perucTpauvu JIeKapCTBEHHBIX
TNpenapaToB, BKIIOYCHUSA (PapMalleBTHUECKOM CyOCTaHIIMHA B TOCYJApCTBEHHBIM
peecTp JIEKapCTBEHHBIX CPEICTB, KOHKPETHOM MapTUU HE3aperdCTPUPOBAHHBIX
JEKapCTBEHHBIX CPEJACTB I OKa3aHUs MEAULIMHCKON ITOMOIIH IO XHU3HEHHBIM
MOKa3aHUsM  KOHKPETHOTO HanueHTa (Jajnee - KOHKpeTHas IapTus
JIEKAPCTBEHHBIX CPEACTB) MOXXET OCYLIECTBISTHCS Ha OCHOBAHHM 3aKJIIOUEHHUS
[0 3asABJICHUAM IOPUAMYECKUX JIML, YKa3aHHBIX B MNOAIMyHkTax "a"-"ng"
nyHkTa 2 Hactosiux [IpaBu.

JlekapcTBeHHBIE CpeACTBA MOrYT OBITH BBe3eHB B Poccuiickyro
(Denepanuio B UeJAX, YKa3aHHBIX B MyHKTe 5 HacTosmwmx [Ipasui.

4. 3anpemaetcs BBo3 B Poccuiickyro ®enepanuro ¢panbcuPpUIIMPOBaHHBIX,
He100poKadeCTBEHHbIX, KOHTPa(aKTHEIX JICKAPCTBEHHBIX CPEJICTB.

5. JlekapCTBEHHBIE IpenapaTsl IS MEAUIMHCKOrO IPUMEHEHHUS MOTYT
ObITe BBe3eHBl B Poccuiickyto @enepaudio Uisi THYHOIO HCIOJNB30BAHUS U
MHBIX HEKOMMEpUYECKUX Liesel 6e3 3aKIF0UeHUs], €CIIM OHU NpeAHa3HAYEHBI 1JIs:

a) JMYHOIO HUCIIOJB30BAaHUS (QUIMUECKHUMH JIMIAMH, [PUOBIBIINMH
B Poccuiickyro ®enepammo. Ilpu stom BB03 B Poccuiickyro ®enepanuio
JIEKapCTBEHHBIX IIPENapaToB, COIEPXKAIIUX CHIbHOAEHCTBYIONHE W (WIIH)
AJIOBUTBIE  BEILECTBA, BKJIFOYEHHBIE COOTBETCTBEHHO B  CIIHCOK
CHUJIBHOJIEMCTBYIOIIMX BEILECTB Ui Leled cratbu 234 W JApyrux crarei
YrosnosHoro xozxekca Poccuiickoil @enepaliniii M B CITUCOK SIIOBUTHIX BEIECTB
ans uened crateu 234 u gpyrux crated YronoBHOro koxekca Poccuiickoit
Denepaumy, yTBepXKAeHHble nocTaHoBiIeHHeM [IpaBurtenbcrBa Poccuiickoi
Depepann ot 29 nekabpst 2007 r. Ne 964 "OO6 yTBepKIOEHHHM CHUCKOB
CHJIBHOJEMCTBYIOIUX U SIMOBUTHIX BEIIECTB IS Lesnel crateu 234 u gpyrux
crarei YrojosHoro kojexca Poccuiickoil ®enepammu, a Takke KPYIHOIO
pasMepa CHIIBHOJCHCTBYIOIMX BEINECTB sl Heneit ctatbd 234 YTrojgoBHOIrO
xonekca Poccuiickoit @enepanuu”, ocyniecTBASETCS MPU HATHYHUH JOKYMEHTOB
(3aBEpeHHBIX KONMHM JOKYMEHTOB WM 3aBEPEHHBIX BBIMHCOK H3 HHX),
MOATBEPAKAAOIINX Ha3Ha4YeHUe buznaeckoMy JUILLY YKa3aHHBIX
JIEKapCTBEHHBIX IpenaparoB, 3a HCKIIOYEHUEM JIEKapCTBEHHBIX IPENapaTos,
3aperucTpupoBaHHBIX B Poccuiickoit Menepanuu u otmmyckaembix B Poccuiickoi
Deneparun 6e3 pelienTa Ha JEKapCTBEHHBIH Mpernapar. Y Ka3aHHbIE JOKYMEHTEI
(Mx 3aBepeHHbIE KOIIMY WM 3aBepeHHbIe BBIIUCKH U3 HHUX) HOJDKHBI COMEPKATh
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CBEICHUS O HAUMEHOBAHHHM M KOJHMYECTBE Ha3HAYEHHOTO JIEKAPCTBEHHOTIO
nperiapata. B ciyyae ecnm Takue JOKYMEHTHl (MX 3aBEpEHHBIC KOIHH
WJTM 3aBEPCHHBIE BBIITUCKH W3 HHUX) COCTABIICHBI Ha MHOCTPAHHOM SI3bIKE, K HUM
NPUJIAraeTCsi HOTapHaIbHO 3aBEPEHHBIN NIEPEBO,T HA PYCCKUH A3BIK;

0) ucronb3oBanus  pabOTHHKAMM  JUIUIOMATHYECKOTO KOpHyca MIIH
NPEACTABUTENISIMA  MEXAYHAPOJHBIX  OpPraHu3aliid,  aKKpeIUTOBAHHBIX
B Poccuiickoii @enepannu;

B) JICYUEHHUs TACCaXHPOB M WICHOB JKUIAXeH TPaHCIOPTHBIX CPEJCTB,
MOe3/HbIX OpHral © BOAUTENEH TPAHCHOPTHBIX CPEACTB, IMPUOBIBIINX
Ha TaMOXCHHYIO  TEPPUTOpUIO  EBpasuMHCKOrO0  3KOHOMHYECKOIO  CO03a
(B anTeyKax NEPBOH IOMOIH ITHX TPAHCIOPTHBIX CPEACTB B OTPAHHYCHHOM
KOJIMYECTBE, ONPE/ICTICHHOM 3aKOHOJATeIbCTBOM IOCYIapCTBa MX PETHCTPAIIUH);

r) IE4eHNUS YYaCTHUKOB OGUIMATBHBIX MEXIYHAPOIAHBIX KYNBTYPHBIX,
CIIOPTHUBHBIX MEPOIIPUATHI U YIACTHUKOB MEXIYHAPOIHBIX IKCIIE IMLIUM.

6. Jlist nosydeHMss IOpHAMYECKHM JIULOM, YKa3aHHBIM B IIyHKTE 2
Hactosiux Ilpasun (nanee - 3asBUTENb), 3aKIIOYEHUS 3aABUTEND IPEACTABIAET
B MUHHCTEPCTBO 37paBooXpaHeHUst Poccuiickoit Demepanuyl ¢ MOMOLIBIO
(enepanbHOM rocynapcTBeHHON MHGOPMALMOHHOM chcTeMbl "EnuHbiil mopran
TOCYTapCTBCHHBIX U MYHHIMIIANBbHBIX ycinyr (QyHkumit)" (masgee - exuHBIM
noprai) B ()OpMe 3JIeKTPOHHOTO TOKYMEHTa, MOIIHUCAHHOrO 3JIEKTPOHHOM
MOANACEI0  (IIPOCTOH  3JEKTPOHHOH  NOANUCHIO, MO0  yCHIEHHOMH
KBaJIUQUITMPOBAHHOM 9JIEKTPOHHOU IIOAIIUACEIO, 6o YCHJICHHOH
HEKBAIMGHUMPOBAHHON  BIEKTPOHHOM  IONNUCHIO, CepTUOMKAT  KIFOUa
NpOBEPKH  KOTOPOH  CO3JaH M HCHOJB3yeTcs B  HHOPACTPYKTYpE,
obecrneyuBaromnien MH(OPMAIIIOHHO-TEXHOJIOTHYECKOE B3aUMO/JieicTBYe
UHPOPMaIHOHHBIX CUCTEM, UCIIONB3YEMBIX IS [IPEAOCTABICHUS
FOCYAapCTBEHHBIX M MYHHMLMIIANBHBIX YCIYT B JJIEKTPOHHON (opme,
B ycraHoBneHHOM IlpaButensctBoM Poccuiickoit ®eneparuu  mopsake),
3asiBIeHHe (C yKa3aHWEM HAWMEHOBAHMS JIEKApCTBEHHOrO IMpemnaparta W (Wiu)
(bapmaneBTHIECKON cybcTaHIuy, JIEeKapCTBEHHOU dbopmel, JO3Bl,
KOHLEHTpalMK, (AcOBKH, HAMMEHOBAHHS OpPraHU3aALMHU - [IPOU3BOIUTEIS
JIEKapCTBEHHOr o mnperiapara u (W) (GapMaleBTHYECKOH cyOCTaHIMH, CTpaHbl
NIPOU3BOJCTBA JICKAPCTBEHHOI'O IIpemapata H (UiM) QapMalieBTHUECKON
cyOcranumu) (nanee - 3asBlI€HHE) C IPUIOKEHHEM CIENYIOIHUX TOKYMEHTOB
B 3JIEKTPOHHOH (popMe (T1aKeTa IEKTPOHHBIX JOKYMEHTOB):

a) MPOEKT 3aKIIOYCHUS;

6) 000CHOBaHME KONMYECTBA BBO3MMBIX JICKAPCTBEHHBIX IIPENapaToB
v (nn) dapmaneBTHYeCKUX cyOcTaniui, OG0CHOBaHHE KOJIMYECTBA BBOIHMBIX
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JIEKapCTBEHHBIX CPEACTB B LEJNAX pa3paboTKu, HCCICAOBAHHMN, KOHTPOJIs
0e30IIaCHOCTH, KadyecTBa M  OI(PQEKTUBHOCTH  JIEKAPCTBEHHBIX  CPEJCTB
ONpENENAeTCs  UCXONd U3  TEXHOJOTMYECKOW  CXeMBbl  IIPOU3BOACTBA
JIEKapCTBEHHOI'O IIperapaTa M MarepuanbHoro OanaHca (IIPOM3BOICTBEHHOM
PELENTYPEI), COCTABJICHHOIO IO J@HHBIM [POMBIILICHHOTO perjaMeHTa
(TEXHOJIOTHYECKUX HHCTPYKIMI) IO IIPOM3BOACTBY JICKAPCTBEHHBIX CPEACTB
WIA €ro IpoeKTa, U IPEJCTaBIseTCi B BUAE BBITUCOK U3 TMPOMBIILJICHHOIO
pernaMeHTa (TEXHOJOTHMYECKHUX HHCTPYKIUMI) WIM UX [POEKTOB, BBIIUCOK
U3 HOPMATHBHOM JIOKYMEHTAIMH (HOPMATHBHOIO JOKYMEHTA 10 Ka4eCTBY) MU
UX IIPOEKTOB, COJEPKamMX HHPOPMAIMI0O O KOJIMYECTBE JIEKAPCTBEHHOIO
CpelcTBa, HEOOXOAMMOro s IIPOBEAEHUs MCHBITAHUN KadecTBa 110
COOTBETCTBYIOIUM  [IOKa3aTeNsiM, CCBUIOK Ha (apMakoleWHBIE CTaTbH
rocyJapcTBeHHOM  Qapmakomneu, (QapmakoneiHole craThl  (apMmakoreu
EBpasuiickoro 53KOHOMHYECKOTr0 COro3a MM 3apyOexHbIX (hapMaxorei
U pacdyeToB OJKCIEPTHOIO YUPEKICHHS, OCYIIECTBISIONIET0 OJKCIIEPTH3Y
JIEKapCTBEHHBIX cpefcTB. OOOCHOBaHKE KOMUYECTBA BBO3UMEIX JIEKAPCTBEHHBIX
NpenaparoB B LEJSX MPOBEASHHUS KIMHUYECKUX HCCIIeI0OBaHMI JIEKApCTBEHHOTO
Ipernapara ONpefeNseTcss HCXONA U3 YCIOBUN IPUMEHEHHs JIEKAPCTBEHHOIO
mpenapara B paMKax IIPOBEJEHUS KIMHUYECKOrO  HCCIIEJOBaHHS W
IpejacTaBIsgeTCs B BHUJE CBEIACHUNM O cxeme Ipuema, J03aX, KOHIEHTpalusx,
(dacoBke, KpaTHOCTH IpHUEMa, JUIMTENBHOCTH TIEPHOAa  IPUMEHEHUS
JIEKapCTBEHHOI'O IpernapaTta B KIMHUYECKOM HCCIIEIOBaHUH, KOJIHUYECTBE
NaLUEHTOB, IPUHUMAIOIINX YYacTHe B KIMHUIECKOM HCCIIEAOBAHNUH, HIH HHBIX
JOKYMEHTOB, IIOJTBEPXKIAIOMKX HEOOXOAMMOCTh BBO3a JIEKAPCTBEHHOIO
npernapara B 3asBJICHHOM 00beME;

B) KOIIMU JOroBopa (KOHTpaKTa), MPHJIOKEeHHs W (WIK) JOIOJHEHHS
K HEMy, a B CJIyda€ OTCYTCTBUS JOroBopa (KOHTpPaKTa) - KOIHUK HHOTO
JOKYMEHTa, NOATBEP)KIAIONIEro HaMepeHUs: CTOPOH (B Cllydae ydacTHs 2 WU
6oJiee CTOPOH);

I) KOIUKM JOKYMEHTOB, IOJTBEPXKIAIOUINX KauyeCTBO JIEKAPCTBEHHOTIO
npenapara (3a MCKIIOYEHHEM CIy4as BBO3a JIEKAPCTBEHHOIO Iperapara s
OKa3aHWs MEIUIUHCKOM IMMOMOIIM IO >XM3HEHHBIM ITOKa3aHHSAM KOHKPETHOTO
nalueHTa J100 oKa3aHus MEIUIIMHCKOW TOMOIIH OrPaHHYCHHOMY KOHTHHIECHTY
NAalMEeHTOB ¢ peakod u (uiau) ocobo Tspkenoi maronoruedt) wu (Wim)
dapmalieBTUYECKHX CYyOCTaHIMM, BBIIAHHBIX OpraHu3aluei - MPOU3BOIUTEIEM
JIEKapCTBEHHBIX CpPEJCTB MJIM WHOH OpraHu3anued, YynoJHOMOYEHHOH
Ha TMOATBEPXACHUE KadecTBa JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBHU
C 3aKOHOJATENbCTBOM CTpPaHBl IIPOMCXOXKACHHS JICKAPCTBEHHOIO CpeJCTBa,
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COJIEpIKallie 110Ka3aTeN! (XapakTepUCTUKH) C yKa3aHHEM MeCTa MPOU3BOACTBA
KOHKPETHOI'O JIEKapCTBEHHOT'O CPeJICTBA;

1) B Clly4ae BBO3a KOHKPETHOM NapTUH 3aperuCTPUPOBAHHBIX U (HJIM)
HE3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, INpeAHA3HAYEHHLIX IS
IPOBEAEHHUS KIMHUYECKUX HUCCIIE0BAaHUM JIEKApPCTBEHHBIX IPEIapaToB, KON
JOKYMEHTOB (MakeTbl W (uau) (oTorpaduy YHakoBOK), IOJTBEPKIAIOLIMX
HaJIJIeXallyl0 MapKHPOBKY JIEKapCTBEHHBIX CPENCTB, OOYCIIOBIMBAIOIIYIO WX
LieJIEBOE UCIIONB30BAHUE UCKIIIOUUTENFHO B KIIMHHYECKUX HCCIIEN0BAHMSIX;

€)B CIyd4ae BBO3a JIEKAPCTBEHHOI'O I[perapara [Uis OKa3aHUs
MEUIMHCKOM ITOMOIIH 10 )XMU3HEHHBIM ITOKa3aHUsAM KOHKPETHOTO Ial[HEHTa:

KOMMs NPOTOKOJIA 3aKIIIOYCHHs BpadeOHON KoMuccuu mudo KOHCHINyMa
Bpadel (e/epabHOIO yupexaeHus (BpaueOHON KOMHCCHH JIMOO KOHCHIMYMa
Bpayel CTPYKTYpHOro IOApa3JeleHUss HaydyHOTO WX 00pa30BaTeIbHOro
(GeepalIbHOTO YUPEXKACHUs), B KOTOPOM OKa3bIBAETCS MEIMUIUHCKAS ITOMOIIb
NanyeHTy, NOAINMCAHHOTO pYKOBOAUTENIEM YUpexAceHHS (PYKOBOIUTEIEM
CTPYKTYPHOI'O IIOJpa3/ie/IeHUs] HayJHOTrO MJIM 00pa30BaTENbHOro heaepaibHoro
YUPEXKIEHHUS, JIMLIOM, UCTIOTHAIOMINM 00A3aHHOCTH PYKOBOIUTENS YUPEXKICHUS,
nub0 YNOIHOMOYEHHBIM JIUIOM B [JO/DKHOCTH HE HH)KE PYKOBOIMTEJNS
CTPYKTYPHOT'O MOJpa3ie/IeHUs Hay4YHOro Win 00pa3oBaTeabHOro ¢eaepaisHoro
YUPEXKIEHHs, €ro 3aMeCTUTeNs, B cdepy HAEATETBHOCTH KOTOPOTO BXOIST
BONPOCH OpraHU3allMd MEAMIMHCKOM IOMOMIM), O Ha3HAYeHUM MAIHEeHTY
HE3aperucCTPUPOBAHHOIO  JIGKAPCTBEHHOro  Mperapara IS OKa3aHWs
MEIMIMHCKOH NIOMOIIM I10 XU3HEHHBIM IOKa3aHUAM (C YKa3aHHEM TOProBOTO
HaUMEHOBaHHUs JMOO MeXIyHapoAHOTO HEIaTeHTOBAHHOIO HAaMMEHOBaHUS,
JIEKapCTBEHHON (OpPMBI, JO3UPOBKM M KOJIMYECTBA HE3apETHCTPHUPOBAHHOIO
JIEKapCTBEHHOIO Iperapara U 000CHOBaHUEM HEOOXOMHMMOCTH €ro BBO3a) WM
oOpalleHuE YIOJIHOMOYEHHOTO OpraHa HCIIOJHUTELHOM BIAacTH CyObeKTa
Poccuiickolt Pefepanuud 0 HEOOXOJUMOCTH BB03a HE3apETHCTPHUPOBAHHOTO
JEKapCTBEHHOrO0  Iperapata AJig  OKa3aHUs  MEJUIHAHCKON  MOMOIIH
10 >XHU3HEHHBIM II0Ka3aHUSM KOHKPETHOIO IalMeHTa ¢ MPUIIOKEHHEM KOIIMU
IOPOTOKOJIa peuleHHs BpadeOHOH KomuccMH 10O KOHCHIMyMa Bpadei
yupexnaeHus cyOpexkta Poccuiickoit @enmepanyn, B KOTOPOM OKA3BIBAETCS
MeJMIMHCKas [IOMOLIb NAlUEHTY, MOAMUCAHHOTO PYKOBOIUTEIEM YUPEKICHUS
MO0 JHIOM, HCHOJHSIOMIMM ero OO0sf3aHHOCTH, O Ha3HAYCHWH MalUeHTy
HE3aperUCTPUPOBAHHOIO  JIGKAPDCTBEHHOTrO  mperapara  JUis  OKa3aHHS
MEJULMHCKON MOMOIIY IO XXU3HEHHBIM II0Ka3aHUsIM (C yKazaHMEM TOPrOBOro
HAaUMEHOBaHMs JMOO MEXIYHApOJAHOTO HEMaTeHTOBAHHOIO HaWMEHOBAaHMS,
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JIEKApCTBEHHOH (OPMBI, JO3UPOBKM M KOJIMYECTBA HE3aPErMCTPUPOBAHHOTO
JIEKapCTBEHHOTO Npenapara);

KOIIMS MacriopTa MK CBUIETENILCTBA O POXKIACHUH IALUEHTa, KOTOPOMY
Ha3Ha4yeH HEe3apeTUCTPUPOBAHHLIM JIEKAPCTBEHHBIM Ipenapar Miss OKa3aHHs
MEAULHAHCKOM ITOMOIIH 110 )XU3HEHHBIM ITOKA3aHUSIM.

He pomyckaercs TIOBTOpHOE IIPEACTaBICHUE YKAa3aHHBIX MPOTOKOJIOB
pelleHni BpayeOHBIX KOMHCCHI MO0 KOHCHJIMYMOB Bpadei, ecld IO HUM
BBIJAHO 3aK/IIOYeHHe paHee (KpoMe pelleHUil BpadeOHBIX KOMUCCHH 00
KOHCUJIMYMOB Bpadedd, B KOTOPBIX IIPOIHCAHbl JIEKAPCTBEHHBIE IIPENapaThl
NOXH3HEHHO WM JUIs] JJIMTENBHON Tepanuy 3a00JIeBaHus ).

7.BB03  He 3aperHCTpHpbBaHHoro B Poccuiickoii  ®epneparnun
JGKAapCTBCHHOr0  Ipemapara Ul  OKas3aHUs  MEIUIUHCKOW  TIOMOINH
OTPaHUYCHHOMY KOHTHHIEHTY IAlMEHTOB C peIKod u (WIH) 0Cc000 TKeNIoH
IIATOJOTHUEN OCYIIECTBIAETCS Ha OCHOBAaHUM 3aKIIOYEHMS, ITOATOTOBICHHOIO
Bo wucnojHenue akra IlpasurensctBa Poccuiickoit ®enepauuu, B KOTOpOM
yKa3pIBalOTCS IOPHOHYECKOE JIMIO, OCYHIECTBIAIOIIEEe BBO3 B Poccuiickyro
Denepanuio HE3aperuCTPUPOBAHHOTO JIEKapCTBEHHOTO perapara,
MEXyHapOIHbIE HEIaTeHTOBAHHBIE HauMEHOBaHUS JIEKapCTBEHHBIX
IIPENapaToB, UX (OPMEI, JO3UPOBKH, OOBEMBI, MOJIEXAIHe BBO3Y, a TaKkKe
3abosieBaHue (COCTOSHME) ITal€HTOB, JJIsi OrPaHUYEHHOI0 KOHTUHICHTA
KOTOPBIX BBO3UTCS JIEKAPCTBEHHBIN Npenapar. _

IOpuanyeckoe nuuo, ykasanHoe B akrte IlpaButenncrBa Poccuiickoii
Qenepanuu, B Teyenue 3 pabouux AHEH cO [OHS €ro M3IaHHs NpPeNCTaBISeT
B MunucTepcTBo 31paBooxpaHenus Poccuiickoit ®Depeparmu mocpencTtsoM
CAMHOr0  IopTaja  3asBJICHHE, & TakkKe JOKYMEHTHI, YyKa3aHHEIE
B noamyHkrax "a" u "B" myHkta 6 Hacrosumx IlpaBun. B 3asBieHun
yKa3bIBarOTCs HoMep u aara akra IIpasutensctBa Poccuiickoit @eneparumn.

PaccMoTpeHHe NpeACTaBIEHHBIX JOKYMEHTOB U IPHHATHE 110 HHUM
PEIICHUS OCYIIECTBIISIOTCS B COOTBETCTBHMU C IIyHKTOM 9 Hactosmux [Tpasuir.

8. Jlnsg BBIAYM 3aKIIOYEHHS 3asSBHUTENb BIPAaBE I[IPEACTAaBUTH KOIHUU
CBUJICTCIIBCTBA O  TOCYJapCTBEHHOM  perdcrpallii ©  CBHIETENLCTBA
O TIOCTAHOBKE Ha Y4Y€T B HAJOrOBOM OpIaHe, a TAaKXKe KOMHUH pa3pelieHus
MumnucrepcrBa 3apaBooxpaHeHus Poccuiickoit ®Depepauun Ha NpoBeHcHHUE
KJIIMHUYECKOTI0 HCCICNOBaHMs JIEKapCTBEHHOro mnpenapara (B ciiy4ae BBO3a
KOHKPETHOH IapTHHM JIEKAPCTBEHHBIX CPEJCTB, MpeAHA3HAYEHHBIX I
OPOBEACHUS  KIMHUYECKHUX UCCIIECJOBAaHMN  JIEKAPCTBEHHBIX IIPeraparoB)
no coOCTBEHHOW MHHUIMATHBe. MUHHUCTEPCTBO 31paBoOXpaHeHus Poccuiickoil
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Qepepauyu He BOpaBe TpeOOBAaTh y 3asBUTEIS [PEACTABICHUS KOIUH
YKa3aHHBIX JOKYMEHTOB.

9. MunucTepcTBO 31paBooxpaHenus Poccuiickoit ®enepaiiii B CpoOK,
He MpeBBITAIMMA 5 paboumx mHed co HHS MIOCTYIIEHUS] JOKYMEHTOB,
yKa3aHHBIX B IIyHKTaX 6 U 7 HacTosmux [IpaBui:

a) IPOBOAUT IPOBEPKY MONHOTBI U  JOCTOBEPHOCTH  CBEJECHHIA,
COZlepXAIUXCS B TMPEICTABICHHBIX 3asgBUTEIIEM JOKYMEHTax, a B Clydae
€CIM  3asfBHUTE/]b HE INPEACTaBHI KOIMIO paspemieHds MuHMCTEpPCTBa
Ha TPOBENCHHUE KIMHHYECKOrO HCCIIEN0BaHUs JIEKAPCTBEHHOTO Impemnapara (B
cllydae BBO3a KOHKPETHOM ITapTHH JIGKAPCTBEHHBIX CPEJCTB, NpeHa3HAUYEHHbIX
ANt TIPOBENICHUST KIIHMHHUYECKMX HCCIICAOBAHMM JIGKApPCTBEHHBIX IMperaparos),
TAKKE MPOBEPKY HANMYKSA YKA3aHHOIO pa3pelleHUs Yy 3asBUTENIS HAa OCHOBAHUU
JaHHBIX pEECTpa BBINAHHBIX pa3pelleHUd Ha M[OPOBEJICHHE KIMHUYECKUX
HCCJICJOBAHUH JIEKapCTBEHHBIX MIperaparos;

0) 3ampamuBaeT M HOJy4aeT B  TOPSAKE  MEXBEJOMCTBEHHOTO
MH(OPMAIMOHHOr0 B3aUMOICHCTBHS oT DefepansHON HANIOroBod CIyXO6bI
uHQopManuio o QakTe BHeCeHHs CBeJeHUM o 3agBuTene B EauHBIM
rOCyIapCTBEHHBIM PeeCTp IOPUAUYECKUX JHUI U O (DAKTE MOCTAHOBKHM 3asBUTEIIS
Ha Y4YeT B HAJOTOBOM OpraHe, €CIM 3asBUTEIb HE IPEACTABHJI KOIIMIA
CBHIACTEIILCTBA O TOCYAApCTBEHHOW  pErucTpaldd W CBHJETENILCTBA
0 IIOCTaHOBKE Ha y4ET B HAJIOTOBOM OpraHe;

B) IPUHMMAET PELIeHHE O BblFaue 3aKIIOYCHHS WK PelIeHHe 00 OTKase
B BbIJ[a4Y€ 3aK/IIOYEHUA ¢ YKa3aHUEM IIPUYMH OTKa3a;

) HAalpaBjiseT B JIMYHBIM KaOWHET 3asBUTENs HAa EAWHOM IIOpTaje
B (QopMe  3JIEKTPOHHOIO  JOKyMEHTa,  MOANHCAHHOIO  YCHJIEHHOM
KBAJIM(UIMPOBAHHON 3IEKTPOHHON MOAMUCHIO, 3aKIIOYEHHE WM YBEOMIICHHE
00 OTKa3€e B BbLJaYe 3aKIIOYCHHUS C YKa3aHUEM IIPHUMH TaKOTO OTKA3a.

10. OTkaz B BbLIAYE 3aKIIOYEHHS HE SBISETCH IPEISTCTBHEM IS
MOBTOPHOI'O IPEACTABJICHUS JOKYMEHTOB M CBEJIEHMH B COOTBETCTBHH
¢ myHKToM 6 Hacroamux IIpaBuin mocie ycTpaHeHHs HMPUYHH, MOCIYXUBIIUX
OCHOBAaHHEM JJIS OTKa3a.

11. IlnaTa 3a BeIady 3aKItOUYCHHS HE B3UMAaETCH.

12. OcHoBaHMeM [ OTKasa B BBIAAYE 3aKIIOYEHUS  SBISIOTCS
cllelyromiue 00CTosATeIbCTBA:

a) HAIMYHE HEITIOJHBIX MM HEIOCTOBEPHBIX CBEACHHH B JIOKYMEHTax,
IIPEACTABIIAEMBIX 3asBUTENEM IS [IOJIyYEHHUS 3aKITIOUECHUS;

0) ekapCTBEHHOE CpPEJCTBO, 3asBIEHHOE Ui BBO3a B POCCHHCKYIO
Qegepanuro Ui UesNed  MEAMIMHCKOIO  INPUMEHEHWs],  3alpelnieHo
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K MEAULHUHCKOMY IPHUMEHEHHUIO Ha TEPPUTOPUHM EBpasuiickoro 5KOHOMUYECKOTO
CO1038;

B) IOPHAMYECKOE JIMLO, IpPEACTABUBIICE 3asBICHHE M JOKYMEHTHI JIA
LeJlell IOMyveHUs 3aKII0YeHUS] B COOTBETCTBMHM C ITYHKTOM 7 HACTOSIIUX
[Ipasui, He ykazaHo B cooTBeTcTByouleM akre IlpaButensctBa Poccuiickoit
DenepalMy KaK JIMIO, YHOJHOMOYEHHOE HAa BBO3 HE 3apervMCTPHPOBAHHOIO
B Poccuiickoii ®enepanud TeKapcCTBEHHOrO IMpemapara [jis  OKa3aHHUs
METUILMHCKON IIOMOIIY OrPaHWYEHHOMY KOHTUHTEHTY MAlMEHTOB C PENKOM
1 (1K) 0cO00 TSHKEIIOH MaToIorueii.

13. MunucrtepcTBo 3apaBooxpaHeHuss Poccuiickoit Menepanum Bener
peeCTp BBIIAHHBIX 3AKIIOYEHMH B JJIEKTPOHHOM BHUJE€ B YCTAHOBJICHHOM MM
IOPsIKE, KOTOPEIH HOCHT HH()OPMAIIMOHHEIH XapakKTep.

14. Ceenenus, copepxaimuecss B 3aK/IIOYEHMSAX,  €XKEHEENbHO,
HE MO03/Hee INEPBOro padoyero MHS KaJCHIAPHOW HeNENHd, IPeACTABISIOTCS
MuHucTepeTBoM 31paBooxpaHeHust Poccuiickoit Denepanvu B TaMO>XEHHEBIE
OpraHel B 3JEKTPOHHOM BHJE IMOCPEICTBOM MCIIOJB30BAHUSI €QUHON CHUCTEMBI
MEXBEJIOMCTBEHHOI'O 3JIEKTPOHHOT'O B3aUMOJIEHCTBYS.

15. Opranuszanuu, ocymecTBUBLIME BB03 B Poccuiickyio ®ejepaiiuio
JIEKapCTBEHHEBIX IIPENapaToB, IIpefHa3HAYEHHBIX IS OKa3aHMS MEIUIMHCKOMN
IIOMOIY 10 JKM3HEHHBIM IIOKa3aHWAM KOHKPETHOTO IIalMeHTa, a TaKXe
OpraHu3alMy, OCYIIECTBUBIIME BBO3 HE 3aperUCTpHpoBaHHOro B Poccuifckoit
Denepanuu JIEKapCTBEHHOTO Ipenapara JIs OKa3aHus MEJULMHCKON MTOMOIIN
OTPaHHYCHHOMY KOHTHHIEHTY IMalIMEHTOB C pPeAKOd W (MIIH) 0co00 TsKeNoi
narojioruei, B reuenve 10 pabounx gHeil co HHS MONy4YeHHs JEKapCTBEHHEIX
npenaparoB  MEIMLMHCKOM — opraHusanued, B  KOTOPOH  OKa3bIBaeTcs
MEIMIMHCKas: MOMOINb MAalUueHTy, YBEAOMIAIOT 00 3ToM MuHHCTEPCTBO
3apaBooxpanenns Poccuiickoit depepaiiuu B GopMe dJIGKTPOHHOTO JOKYMEHTa,
NOJAMUCAHHOIO 3JIEKTPOHHOH IOAMHUCHIO (IIPOCTOM BJIEKTPOHHOM IMOAIHMCEHIO,
nub0  YCWIGHHOH KBaJIM(DUIMPOBAHHOM 3JEKTPOHHOM MOANHCHIO, JHOO
YCUIIEHHOW HEKBATH(MHUIIUPOBAHHOM JIEKTPOHHOM MONHUCEHIO).
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YTBEPXJIEH

noctaHoBieHueM [IpaBurtenscTea
Poccuiickoit @enepanuu
ot 1 uronsa 2021 r. Ne 853

INEPEYEHD

YTPAaTHBLIHX CHJIYy AKTOB H OTAEJbHbIX NOJ0KEHUH AaKTOB
IIpaBuTteancrBa Poceniickoi @egepaunu

1. IloctaHoBieHUE IIpaBuTenscrBa Poccuiickoii Oenepanuu
ot 29 centsa6psa 2010 r. Ne 771 "O nopsiike BBO3a JIEeKapCTBEHHBIX CPEACTB IS
MEIUIMHCKOr0 IpUMeHeHus1 Ha Tepputopuro Poccuiickoii @enepauun”
(CoOpanue 3akoHonarenbcTBa Poccutickoit ®enepanun, 2010, No 41, ct. 5235).

2. IloctanoBnenue IIpaButensctBa Poccuiickoit Oenepanuu
ot 3 mioHs 2011 r. Ne 441 "O BHeceHUM HU3MEHEHUH B HEKOTOpbHIE aKThl
[TpaButensctBa Poccuiickoii ®enepanuu mo BOIpOCaM BBO3a Ha TEPPUTOPUIO
Poccuiickoii ®Penepannu JEeKapCTBEHHBIX CPEACTB Ui  MEIUIMHCKOIO
npumenenus’ (CoOpanue 3akoHomaTtenbcTBa Poccuiickoit ®@enepaumu, 2011,
No 24, ct. 3494).

3. IlyskT 4 wW3MEHEHMiH, KOTOphle BHOCATCS B akTbl IlpaBuUTENnbCTBa
Poccuiickoii ®enepanuu 1o BONpOcaM NPENOCTABIEHHS FOCYJAapCTBEHHBIX
yciyr B cdepe oOpallleHHs] JICKQpCTBEHHBIX CPEACTB, YTBEPXKICHHBIX
noctaHoBieHueMm IlpaButenbctBa Poccuiickoit ®epepauuu ot 5 jgexabps
2011 r. Ne 1001 "O BHecenuu U3MEHEHHI B HEKOTOphIe akThl [IpaBUTENBCTBA
Poccuiickoii ®enepanuu 1Mo BONpocaM NPEAOCTABIEHUS TOCYJapCTBEHHbBIX
ycryr B cdepe  oOpameHuss  yekapcTBeHHbIX  cpeAcTB”  (CoOpanue
3akoHoaatenbCcTBa Poccuiickoit @enepaunn, 2011, Ne 50, ct. 7390).

4. Ilynkt 128 uzMeHeHu#, Koropble BHOCATCA B akThl [IpaBuTenbcTBa
Poccuiickoli ®emepauuu 1Mo BompocaM  JeSITENbHOCTH MUHHCTEpCTBa
3npaBooxpaHeHuss Poccuiickoit @enepanuy, yTBEpKACHHBIX MOCTAHOBIEHHEM
IIpaButensctBa Poccuiickoit ®enepauun ot 4 ceutadbps 2012 r. Ne 882
"O BHeceHMM HU3MeHEeHUH B HekoTopble akThl [lpaButenbctBa Poccuiickoit
@®epepanud [0 BOINpOCaM AESTENbHOCTH MHUHHCTEPCTBA 3ApaBOOXpPaHEHHS
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Poccuiickoit  ®enepanun”  (CoOpanue 3akoHomarenscTBa  Poccuifckoit
Denepanuu, 2012, Ne 37, c1. 5002).

5. Ilynkr 28 wu3MeHeHUH, KOTOpble BHOCSATCS B akThl IIpaBUTENLCTBA
Poccuiickoii ®enepanuy, yTBEpPXKAEHHBIX I[IOCTAHOBJEHHEM IIpaBUTENLCTBA
Poccuitickoit ®enepanun ot 15 oxtsabps 2014 r. Ne 1054 "O BHeceHum
U3MEHEHU B HeKoTopwle akThl llpaButensctBa Poccuiickoit ®enpeparuun”
(Cobpanue 3axoHonarenscTBa Poccuiickoit ®enepanuu, 2014, Ne 43, ct. 5892).

6. ITocranoBiieHue IIpaBurenscTBa Poccuiickoit Deneparuu
or 28 pnekabps 2016 r. Ne 1515 "O BHeceHHWH HW3MEHEHHS B IYHKT 9
[lpaBun BBO3a JIEKADCTBEHHBIX CPEACTB JUIS MEIMIMHCKOIO NpPUMEHEHHS
Ha Teppuropuro Poccuiickoit ®epepanuu”" (Cobpanme 3aKOHOATENBCTBA
Poccuiickoit ®enepannu, 2017, Ne 2, cr. 346).
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