NPABUTE/IbCTBO POCCUIMCKON BELEPALIAN

[TOCTAHOBJIEHUE
or 1 mrousa 2021 r. N 853

Ob YVTBEPXXIEHWU ITPABUJI
BBO3A JIEKAPCTBEHHBIX CPEACTB IJI MEOAULIMHCKOI'O
[TPUMEHEHNMS
B POCCUICKYIO ®EJEPALIMIO U TIPU3HAHUN YTPATUBLIUMU CUTY
HEKOTOPBIX AKTOB 1 OTAEJIbHBIX TOJIOXXEHUI HEKOTOPBIX
AKTOB ITPABUTEJIbCTBA POCCUNCKON ®EIEPALIMA

B cootBeTcTBUM ¢ yacThio 1 craTbu 47 GegepanbHoro 3akoHa "0O6
obpaleHnM JIeKapCTBEHHBIX cpeAcTB" [IpaBuTenbcTBO Poccuiickoit
demepanyiy MOCTAHOBJISIET:

1. YTBepauTsh nipmuiaraeMsoie:

[IpaBuaa BBO3a 1eKapCTBEHHBIX CPEACTB MJIsI MeOULIMHCKOTO IIPUMeHeHUS
B Poccuiickyro @emepaiiuio;

riepeyeHb YTPATUBIIUX CUTYy aKTOB U OTe/IbHBIX MTOJI0OKEHUI aKTOB
[IpaBuTtenbcTBa Poccuiickoit @epepanmn.

2. Hacrosimee rmocTaHOBJIEH)E BCTYIIaeT B cuiIy ¢ 1 ceHTs16ps 2021 T.
[TpaBuia, yrBeps>kAeHHble HACTOSIIMM ITOCTAaHOBJIEHMEM, AeiCTBYIOT A0 1
ceHTsIOpst 2027 T.

IIpencenarens [IpaBuTeibCTBa
Poccuiickoi ®enepanu
M.MUITYCTVH

YTBepKOeHbI

MocTaHoB/eHMeM [IpaBuTebCTBA
Poccuiickoin @enepatyn

ot 1 mions 2021 r. N 853

[TPABUJIA
BBO3A JIEKAPCTBEHHBIX CPEACTB AJIS1 MEIJULITMHCKOI'O
[TPUMEHEHUA
B POCCUNCKYIO ®EJIEPALIMIO



1. Hacrosmye [IpaBuia ycTaHaBAMBAIOT MIOPSIOK BBO3a B POCCUIICKYIO
@epepaliyio 1eKapCTBEHHBIX CPeCTB IJI1 MeIULIVHCKOIO IPYMeHeHNs, 3a
VICKJIIOUeHYeM JIeKapCTBEeHHbIX IIPernapaTos B Le/Is1X OKa3aHUs
rYMaHUTapHOM [IOMOILM (COAeCTBMS) UM IIOMOLIM IIPU Ype3BblYaiiHbIX
CUTyaLUsIX (Hanee - IeKapCTBEeHHbIe CPeACTBa).

Hacrosimye [MpaBuia He pacIpOCTPaHSIIOTCS HA BBO3 HAPKOTUYECKUX
CpeLCTB, ICUXOTPOITHBIX BELIECTB U UX IPEKYPCOPOB, BKIIOUEHHBIX B
paspen 2.12 "HapkoTuyeckue CpencTBa, IICUXOTPOIIHbIE BelleCTBa U UX
MPEKYpPCOpPbI" epevyHs TOBApOB, B OTHOIIEHMY KOTOPBIX YCTAaHOBJIEH
pa3pelnTe/bHbIN MOPSI0K BBO3a HA TAMOXXEHHYIO TePPUTOPUIO
EBpa3niickoro 35KOHOMMYECKOTO COK03a U (MJIM) BBIBO3a C TAMOXXEeHHOM
TeppuTopum EBpasuiickoro 3SKOHOMMYECKOro coro3a (nmpuioxkenue N 2 K
pemienno Komnernu EBpasuiickoii 5JKOHOMMUYECKOI KOMUCCHUM OT 21 anpesnst
2015 r. N 30 "O mepax HeTapudHOro peryjaupoBaHus"), B mepeueHb
HApKOTUYECKMX CPeNiCTB, ICUXOTPOITHBIX BEIlleCTB U UX IIPEKYPCOPOB,
MoAJjIeskalIux KOHTPOI0 B Poccuiickoit @emepaliny, yTBepsKIeHHBIN
rnocraHoBieHneM IIpaBurtenbcTBa Poccuiickoit ®enmepatiy oT 30 MIOHS
1998 r. N 681 "O6 yTBepKaeHUM ITepPeUHs HAPKOTUUECKUX CPEICTB,
TICUXOTPOITHBIX BEIeCTB U UX ITPEeKYyPCOPOB, MO AJIeKal X KOHTPOJIIO B
Poccuiickoit ®enepauuu’, U B yTBEPKIEHHYIO ITOCTAHOBJIEHMEM
ITpaBuTtenbsctBa Poccuiickoit @epgepanym ot 3 aBrycta 1996 r. N 930
HOMEHKJIATypPy CUJIbHOAEMCTBYIOIIUX U SITOBUTBIX BEILECTB, HE
SIBJISTIOIIMXCS TPEKYPCOpaMy HaPKOTHUUECKMX CPEMICTB U TICUXOTPOITHBIX
BellleCTB, Ha KOTOPbIE PACIPOCTPAHSIETCSI MOPSIAOK BBO3a B POCCUTICKYIO
denepannio ¥ BbiB0o3a n3 Poccuiickoit @enepaiiiu, yTBep>KaeHHBIN
rnocraHoBieHueM [IpaBuTtenbcTBa Poccuiickoit ®enepannu oT 16 mapra
1996 . N 278.

2. BBo3uTh JiekapcTBeHHbIe cpecTBa B Poccuiickyio d@emepaliinio MOTyT
cyieyrolIye IpuaIMIecKme Juia:

a) OpraHmM3aliyiym - MIpOMU3BOAUTEJIN JIEKAPCTBEHHLIX CpedCTB - OJIA Lemnei
COOCTBEHHOTIO MMpon3BOACTBA JIEKAPCTBEHHbIX CPEACTB;

6) opraHu3aiuy OMTOBO TOPTOBJIM JIeKAPCTBEHHBIMMU CPeICTBAMMU;

B) MHOCTPaHHbIE Pa3paboOTUMKM JIeKapCTBEHHBIX CPENCTB ¥ MHOCTPAHHbBIE
MIPOM3BOINTENN JIeKAPCTBEHHBIX CPEJICTB WIN A pyTHe I0puandecKue amia
T10 TIOPYYEeHMI0 pa3paboTuMKa JeKapCTBEHHOTO CPeACTBa JIJIsl TPOBeIeHMS



KIMHUYECKUX UCCIeJOBAaHNUI JIeKapCTBEHHOTO IIperapara, permcTpauun u
9KCIIEPTU3bI JIEKAPCTBEHHBIX CPEICTB, MPeIHA3HAYEHHBIX JJIs 0OpaneHus
B Poccuiickoit ®emepaiiuy iy Ha o6IIeM pbIHKE JIEKApCTBEHHBIX CPEJICTB B
pamkax EBpasuiickoro 3KOHOMMUECKOT0 COK03a, OCYLeCTBIeHUS
roCyfapCTBEHHOM perucTpalnum JeKapCTBeHHOr0 Iperapara, BKIIYeHUs
(dbapmaleBTM4YeCKOii CYyOCTAaHLIVIM B TOCYapCTBEHHBIN peecTp
JIeKapCTBEHHbBIX CPEICTB M KOHTPOJISI KaueCTBa JIeKApCTBEHHBIX CPEICTB
IIPY HAIMYNY 3aK/II0YeHMS (pa3pelnTesIbHOrO JOKYMEHTA),
odopmIeHHOTO MUMHMUCTEPCTBOM 3paBoOXpaHeHMsT PoccuiicKoii
@epepauyu B COOTBETCTBUM C pelieHneM Komnernu EBpasuiickoi
9KOHOMMYECKOJ Komuccum ot 16 mas 2012 r. N 45 "O enuHoi1 popme
3aK/I0uYeHus (pa3pelnTeIbHOTO JOKYMEHTA) Ha BBO3, BBIBO3 M TPAH3UT
OTAEeNbHBIX TOBAPOB, BKIIOUEHHbIX B €JMHbIIi IepeueHb TOBAPOB, K
KOTOPBIM ITPUMEHSIIOTCSI Mepbl HeTapuGHOTO peryaMpoBaHus B TOProBiie ¢
TPETbUMM CTPaHAMM, U METOAMYECKUX YKA3aHUSIX I10 €€ 3ar0JHEHNIO"
(mamee - 3aK/IOUEHKE);

T') HayYHO-YCCIeq0BaTeIbCKIE OpraHu3alm, o06pa3oBaTeIbHbIE
OpraHM3alyy BhICIIETO 0OPa30BaHMS U ITPOMU3BOAUTENIN JIeKapCTBEHHBIX
CPe[ICTB - /I pa3paboTKy, UCCIeOBAHMIA, KOHTPOJISI 6€30MMacHOCTH,
KayecTBa 1 3PGEKTUBHOCTY JIEKAPCTBEHHBIX CPEACTB MPU HATMUUN
3aK/TIOUEeHNS,

II) MeIULIMHCKME OpraHu3alyy, a Takke OpraHM3alnm, ykasaHHbIe B
MOAITYHKTaxX "a" - "T" HACTOSIIero MyHKTa, IJIs OKa3aHus MeIULIMHCKOI
TTIOMOIIIY I10 KM 3HEHHBIM ITOKa3aHMSIM KOHKPETHOrO MauyeHTa amnbo
OKa3aHUsI MegUIIMHCKO TTOMOIIY OTPAHMYEHHOMY KOHTUHTEHTY
MALMEeHTOB C PeJIKoi 1 (M) 0c0O0 TSIKEI0i IMaToNOrMelt P HaTUIUn

3aKII04YeHusd.

3. BBo3 B Poccuiickyo @enepaniio KOHKPETHOM ImapTumn
3aperucTPMPOBAHHbBIX U (MJIM) He3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX
CpeJiCTB, MpeaHa3HaUeHHbIX AJ1s IPOBedeHMsT KIMHUYeCKUX UCCae0BaHMik
JIeKapCTBEeHHBIX IIperapaToB, KOHKPETHO MapTUM He3aperucTPUMPOBAHHBIX
JIEKapCTBEHHBIX CPeICTB IJIs IIPOBEeE€HMS SKCIIe PTU3bI JIEKAPCTBEHHBIX
CpeJiCTB B 1eJISIX PEeTrUCTPaLM U SKCIIePTU3bI IeKapCTBEHHbBIX CPEJICTB,
npegHa3HAuYeHHbIX )i oOpameHnst B Poccuiickoit ®emepauyy uam Ha
001IeM pbIHKE JIEKAPCTBEHHBIX CPEICTB B paMKax EBpasuiickoro
SKOHOMMYECKOTO COI03a, OCYIIeCTBIEHNS TOCYIapCTBEHHOV perncTpauun



JleKapCTBEHHBIX MperapaToB, BKIUYeHMsT hapMalieBTUYecKoii CyoCTaHII UK
B rOCYJapCTBEHHbIN peecTp JIeKapCTBEHHbBIX CPeICTB, KOHKPETHO MapTumn
He3aperucTpUPOBAHHBIX JIEKAPCTBEHHBIX CPECTB IJIsT OKa3aHUS
MeAUIIMHCKOM MTOMOIIM 1O XM3HEHHBIM ITOKAa3aHUSIM KOHKPETHOTO
MalyMeHTa (Jajaee - KOHKpeTHas! mapTusl JIeKapCTBEHHBIX CPEICTB) MOXKeET
OCYLIECTBJISITHCSI HA OCHOBAHUM 3aK/II0OUEHMS 110 3asIBJIEHUSIM I0PUANUECKUX
JINII, YKa3aHHBIX B MOAIYHKTAaX "a" - "#" myHKTa 2 HacTosmux [IpaBuii.

HeKapCTBEHHbIe cpencTtBa MOI'YT OBITH BBE3E€HBI B POCCMI;'ICKYIO dDeLLepaumo
B [I€JISIX, YKa3aHHBIX B ITYHKTE 5 HaCTOAIIINX HpaBI/If[.

4. 3amnpeiaeTcst BBO3 B Poccuiickyio @enepaiio Ganbcu@uiinpoBaHHbIX,
HeJI00pOKaueCTBEHHBIX, KOHTPa(aKTHbIX JIeKapCTBEHHBIX CPEJICTB.

5. JlekapcTBeHHbIe MpemnapaThbl AJ1s1 MeIUIIMHCKOTO MTPUMeHEeHUSI MOTYT
ObITh BBe3eHbI B Poccuiickyio demepalinio 411 TMIHOTO MCIIOIb30BAHUS U
MHBIX HEKOMMePUECKHUX 1ejieit 6e3 3aK/II0UeHMsI, eC/Ii OHU ITpeIHa3HaAYe HbI
TS

a) IMYHOTO MCITOIb30BaHMS (PU3MUECKUMU JIUIIAMU, TIPUOBIBIIMMHA B
Poccuiickyro ®@enepanyio. IIpu atom BBO3 B Poccuiickyo @enepannio
JIEKapCTBEHHBIX IIPeNnaparoB, COAepKallUX CUIIbHOAEMCTBYIOMME U (VUIN)
SITOBUTHIE BEIleCTBA, BKIIOUEHHbIE COOTBETCTBEHHO B CIIMCOK
CWJIBHOIEVCTBYIOIIMX BEIIeCTB I/ 1eJieli cTaTbyu 234 U IPYyrux cTaTem
YronoBHOro kogekca Poccuiickoit @egepaliivi ¥ B CIIUCOK SIAOBUTBIX
BelleCTB JIJId 1ieJieli cTaTbu 234 1 ApyTUX cTaTeit YTroJ0BHOIO KOeKca
Poccuiickoit ®enepatyiy, yTBep>KaeHHbIe TTOCTaHOBIeHNeM [IpaBuTenbCTBA
Poccuiickoit ®egepauym ot 29 gexkabpst 2007 r. N 964 "O06 yTBepskaeHUMn
CIMCKOB CUJIbHONEMCTBYIOMIUX U SITOBUTBIX BEllleCTB /14 11eJieil cTaTbu 234
U IPYTUX cTatei YromoBHOTO Koaekca Poccurickon @enmepanyn, a Takke
KPYITHOTO pasMepa CMIbHOAEMCTBYIOIIMX BeIeCTB OIS 1ejieil cTaTbyu 234
YronoBHOro Komekca Poccuiickoit @efgepanym”, OCYIIEeCTBIISIETCS IIPU
HAJIMYNU JOKYMEHTOB (3aBepPeHHbBIX KON JOKYMEHTOB UM 3aB€PEHHbIX
BBIMMCOK U3 HUX), TIOATBEPXKIAIONMX Ha3HAaUeHMe (U3MUeCKOMY JIUILY
YKa3aHHbBIX JIEKapCTBEHHBIX MPEenapaToB, 3a MCKIIOUEHMEM JIeKaPCTBEHHbIX
IpenapaToB, 3aperMcTpupoBaHHbIX B Poccuiickoin @emepaum u
oTmyckaeMmbIx B Poccuiickoii @enepaiiny 6e3 pelienTa Ha JeKapCTBEHHBIN
rnpenapar. YKasaHHble JOKYMEHTHI (UX 3aBepeHHbIe KONTUU UK
3aBepeHHbIe BBINIMCKA U3 HUX) JOJDKHBI COZlEpKaTh CBEIEHMS O
Ha¥MEeHOBAHUM M KOJIMYEeCTBe Ha3HAUYEHHOTO JIEKapCTBEHHOTO IIpernapara.



B ciryyae eciiy Takue OKYMEHTHI (MX 3aBepeHHble KOIIUY U/ 3aBepeHHble
BBINIMCKY M3 HUX) COCTaB/IeHbI HA MHOCTPAHHOM $3bIKe, K HUM IIpuiaraeTcs
HOTapuaJbHO 3aBePeHHbIN IIepeBO, Ha PYCCKUIL A3BIK;

0) MCI0/Ib30BaHMSI PAOOTHMKAMY AUTIOMATUUECKOTO KOPITyCa MIn
MpeACcTaBUTENSIMU MeXIyHAPOAHbIX OPraHM3aluii, aKKpeUTOBaHHbBIX B
Poccuiickoit ®enepanyiu;

B) JIeUeH M [1aCCAKMPOB U WIEHOB 3KUIIAaXKel TPAHCIIOPTHBIX CPeLCTB,
MOe3IHbIX OpUTaJ] ¥ BOJUTEJIe TPAHCITOPTHBIX CPeACTB, TPUObIBIINX Ha
TaMOXXeHHYI0 TeppuUTopuio EBpasniiCkoro 3KOHOMMUYECKOro corwsa (B
arTeykax IepBoi MOMOLIY 3TUX TPAHCIIOPTHBIX CPEACTB B OTPaHNUEHHOM
KOJINYeCTBe, OllpeieIeHHOM 3aKOHOOATe/IbCTBOM I'OCYyLapCTBa UX
perucTpaiun);

I‘) JieueHNs y4aCTHUKOB O(I)I/IIJ,I/IaJ'IbeIX MEXIOYHAPOAHBIX KYJIbTYPHBIX,
CIIOPTUBHBIX MepOHpMHTMVI U Y4aCTHMKOB MEXIYHAPOOHbIX SKCIIeAUIIUIA.

6. 1711 TIOJTy4eHU S OpUANYECKUM JIULIOM, YKa3aHHBIM B ITYHKTE 2
HacTtosmux [IpaBui (maee - 3asiBUTeNb), 3aK/II0YEHUS 3asBUTEIb
npencTasisieT B MMHMCTEPCTBO 3/ipaBooxpaHeHus: Poccurickoi @enepanum
C moMo1Ibio demepaabHOM roCcyIapCTBEHHOM MHMOPMAIMIOHHOM CUCTEMBbI
"EnuHBIN TOPTa rocyiapCTBEHHbIX M MyHULIUTIATbHBIX YOIYT (PyHKIIMIT)"
(masiee - equHbBIN IOpTan) B GopMe 3/1eKTPOHHOTO JOKYMEHTA,
TOATIMCAHHOTO 3JIEKTPOHHOI TTOAIMUCHIO (IIPOCTOM 3JIeKTPOHHO!
MOATIACHIO, TMOO0 YCUIEHHOV KBaAU(PULIMPOBAHHO 3/IeKTPOHHOM
MOIMCHIO, MO0 YCUJIEHHOM HeKBaIM(PUIIMPOBAHHOI 3J1IEKTPOHHOI
TIOATIACHIO, CepTUGUKAT K/TI0Ua ITPOBEPKY KOTOPOI CO3/IaH U UCIIOIb3YyeTCs
B MH(MpaCTPyKType, obecrneunBalieit MHGOPMAIMOHHO-TEXHOJIOTUYECKOe
B3aMMoeiicTB1e MHDOPMAIIMOHHBIX CUCTEM, VCITOIb3yeMbIX I
IpefoCTaBlIeHNs TOCYAAPCTBEHHBIX M MYHULIUIIAIbHBIX YCIIYT B
97IEKTPOHHOJ hopMme, B ycTaHOBJIeHHOM IIpaBuTenbcTBoM Poccuiickoit
depepanyy NopsiAKe), 3asiBjieHNe (C yKa3aHMeM HaMeHOBaHMS
JIeKapCTBEHHOTO Mpernapara u (M) hapmaleBTMIecKoi cyocTaHIuMy,
JekapcTBeHHOI opMbl, 003bl, KOHIIEHTpaluu, GacoBKM, HAMMEHOBaHUS
opraHu3saluumn - IPOU3BOAUTEIS JIEKAPCTBEHHOTO Iperapara u (UIn)
dbapmaleBTM4YeCKOi CyOCTaHIIVIM, CTPAHbI ITPOM3BO/ICTBA JIEKAPCTBEHHOTO
npernapara 1 (i) papMaleBTMUYeCKoii CyOCTaHIMK) (Jajiee - 3asiBJIeHNE) C
MIPUIOKEeHMEM CJIeIyIOII X JOKYMEHTOB B 3JIeKTPOHHOI hopMme (T1akeTa
3JIEKTPOHHBIX JOKYMEHTOB):



a) MPOEKT 3aKII0UeHNs,

6) 060CHOBaHMe KOIMYECTBAa BBO3MMbIX JIeKAPCTBEHHBIX IMIperapaToB U
(unu) dpapmaiieBTHMUECKMX cyOcTaHIMii. O60CHOBaHME KOIMYECTBa
BBO3MMBbIX JIEKAPCTBEHHBIX CPECTB B IeJISIX pa3paboTKu, MCCIeOBAHNIA,
KOHTPOJIS 6€30MacHOCTH, KauecTBa 1 3P HEeKTUBHOCTHM JIeKapCTBEHHBIX
CpenCTB OmpenesisieTcsl MCXO/ISl M3 TeXHOJOIMYeCKOoi cxeMbl ITPOM3BOACTBA
JleKapCTBEHHOTO Tperapara 1 MaTepuaJibHOTO 6ajaHca
(MTpOM3BOICTBEHHOI pellenTyphl), COCTABEHHOTO 110 JaHHBIM
MIPOMBIIIVIEHHOTO perjiaMmeHTa (TeXHOJOIMYeCKMUX MHCTPYKINIL) 110
MPOM3BOJICTBY JIEKAPCTBEHHBIX CPEJICTB MUJIM €r0 IIPOEeKTa, U
TpeJiCTaB/IsIeTCS B BME BBIMMCOK M3 ITPOMBIIIJIEHHOTO perjiaMmeHTa
(TeXHOIOTUYECKUX MHCTPYKIIUIA) MU UX TTPOEKTOB, BBITIMCOK U3
HOPMAaTMBHO TOKYMeHTaluy (HOPMaTMBHOTO JOKYMEHTA 10 KaueCTBY)
WU UX TIPOEKTOB, cofepsKalnux MHGopMaInio 0 KoJuuecTe
JIEKapCTBEHHOI'O CPeICTBa, HEOOXOAMMOTO JIJisk IIPOBEeAEHMS UCIThI TAHMIA
KauecTBa 10 COOTBETCTBYIOIIMM ITOKa3aTeIsiM, CChIJIOK Ha (papMaKoIieitHbie
CTaTb¥ TOCyIapCTBeHHOI (hapmakorien, papMaKoreiiHbie CTaTb
dapmaxkoren EBpa3niickoro 3KOHOMUYECKOTO COr03a U 3apy6eskHbIX
dbapmakorneii 1 pacyeToB SKCIIEPTHOTO YUPeKAeHMSsI, OCYIeCTBISIOIIEro
9KCIEePTU3Y JIeKapCTBeHHbIX cpeicTB. O60CHOBaHME KOIMUECTBA BBO3UMBbIX
JIeKapCTBEHHBIX MPernapaToB B LIeJISIX TPOBeIeHMS] KITMHUYECKUX
Mccaeq0BaHMIi TeKapCTBEHHOTO Mperapara ornpeesisieTcsl MUCXOs U3
yCJIOBUIA MTPUMeHeHMs IeKapCTBEHHOTO ITperapara B paMKax IpoBeJleHN ST
KJIMHUYECKOTO MCCaeqOBaHMS U MPeICTaB/sIeTCsl B BUIe CBeleHuit 0 cxeme
npuema, 103axX, KOHIIeHTpalusX, hacoBke, KpaTHOCTH IIpueMa,
IJIUTEIbHOCTY Mepuoa IMpuMeHeHMs JIeKapCTBEHHOTO ITperapaTa B
KJIMHUYECKOM MCCIeIoBaHMM, KOJIMUYeCTBe MalleHTOB, IPUHUMAIOIINX
yJacTue B KIMHUYECKOM MCCIe0BaHUM, UJIM UHBIX IOKYMEHTOB,
MOATBEPKIAI0NMX HE0OXO0AMMOCTh BBO3a JIeKapCTBEHHOTO Mpernapara B
3as1BJIeHHOM 00beMe;

B) KOIIMY IOTOBOPA (KOHTPAKTAa), IPWIOKEHUS U (UIN) SOMIOJHEHUS K HEMY,
a B CIyyae OTCYTCTBMS JOTOBOpa (KOHTPAKTA) - KOIMY MHOIO JOKYMEHTa,
MOITBEPXK 0N ero HaMepeHusl CTOPOH (B c/iyuae yyacTus 2 uiu 6osee
CTOPOH);

I‘) KOIIMM OOKYMEHTOB, ITIOATBEPXOAIMNX Ka4yeCTBO JIEKapCTBEHHOT'O
Impemnapara (38 UCKIIOUYeHNEeM CJ/Iydasd BBO3a JIEKAPCTBEHHOTO ITpernapaTta



[ OKa3aHMs MeAULVHCKOM ITIOMOLIM 110 )KMU3HEeHHBIM [10Ka3aHUIM
KOHKDPETHOTO TalyeHTa 160 oKa3aHus MeAUIIMHCKOM ITOMOIIU
OTrpaHMYE€HHOMY KOHTVMHTEHTY MallMeHTOB C PeKOoit 1 (MIn) 0C060 TSKeIoi
naTosioruei) u (min) GapMaleBTUUECKUX CYOCTaHIINIA, BbITAHHBIX
opraHusauueii - Ipou3BOAUTeIeM JIeKapCTBEHHbIX CPe/ICTB UJI MHO
opraHusalueii, ymoJJHOMO4YEHHO Ha ITOITBePXKIeHNe KayecTBa
JIEKapCTBEHHBIX CPELCTB B COOTBETCTBUM C 3aKOHOLATE/IbCTBOM CTPAHbI
IIPOUCXOKIEeHMS JIEKapCTBEHHOI'0 CPeCTBa, coAepyKallye rokasareinmn
(XapakTepuCcTUKHU) C YKazaHUeM MeCTa IIPOMU3BOACTBA KOHKPETHOTO
JIeKapCTBEHHOTO CPeJliCTBa;

II) B C/lydyae BBO3a KOHKPETHO NapTUy 3aperucTpUpOBaHHbIX U (MIIN)
He3aperucTpUpOBaHHbBIX JIEKaPCTBEHHBIX CPeCTB, IIpeJHa3sHaUYeHHbIX [1JIs1
IIpOBeleHUS KIMHUYECKUX UCCIeJOBaHU 1 IeKapCTBEHHbIX IIperapaTos,
KOIUY JOKYMEHTOB (MakeThl 1 (1au) poTorpadum yrakoBok),

MOATBEP KON MX HAZJIeKAlyI0 MAapPKMPOBKY JIeKaPCTBEHHbBIX CPEJICTB,
00YyCJIOBIMBAIOILYIO MX 1eJIeBOe MCIT0/Ib30BaHMe VCKIIOUUTENbHO B
KIIMHUYECKUX UCCIIeJOBAHMSIX;

€) B C/Tyyae BBO3a JIEKaPCTBEHHOT'O TTperapara it OKa3saHUs MeIUIMHCKOIA
TTIOMOII M T10 KM3HEHHBIM MTOKa3aHMSIM KOHKPETHOTrO MallieHTa:

KOITMSI TPOTOKOJIA 3aK/II0UEHMS BpaueGHOI KOMMUCCUM MO0 KOHCUTMYMa
Bpaueii ¢penepasbHOTO yupeskaeHus (BpaueoHO KOMUCCUM MO0
KOHCWJIMYMa Bpayeii CTPYKTYPHOTO TToApasaeeH s HAaydHOTO UK
o6pa3oBaTenbHOTO (heiepasbHOTO YUPEKAEHMS), B KOTOPOM OKa3bIBAeTCs
MeAMLIMHCKAs IIOMOIIb MMaIlMeHTYy, MTOAIMCAaHHOI'0 PYKOBOAMTE/IEM
yupeskaeHus: (PyKOBOAMTeNIeM CTPYKTYPHOTO TToApa3aeeHuns HAyuHOTO
MM 06pa3oBaTeIbHOTO delepayibHOTO YUPEXIEHMS, TULIOM,
VICTIOTHSIIOIIYM O0SI3aHHOCTY PYKOBOJIMUTEJIST YUPEXKIeHUS, 160
YIIOJITHOMOYEHHbIM JIMIIOM B TO/DKHOCTY He HIKe PYKOBOIUTEJIS
CTPYKTYPHOTO MMOIpa3eieHus HayqHOTo My 06pa30BaTeIbHOTO
benepanbHOTO YUPEXIEHNS, €T0 3aMeCTUTeNS, B chepy AesaTelbHOCTH
KOTOPOTO BXOZST BOIIPOCHI OpraHU3aIuy MeIUIIMHCKOM ITOMOIIH), O
Ha3sHAYeHUM MALVIeHTY He3aperuMcTPUPOBAHHOTO JIEKAPCTBEHHOTO
rperapara Ajisi OKasaHus MeIUILIMHCKO TTOMOIIY I10 KM3HEeHHbIM
MOKa3aHMSIM (C yKazaHMeM TOProBOro HauMeHOBaHMS MO0
MeKIYHAapOIHOTO HellaTeHTOBAaHHOTO HaMeHOBAaHMSI, JIeKapCTBEHHO
($hopMbl, JO3UPOBKY ¥ KOJIMYECTBA HE3aPETUCTPUPOBAHHOTO



JIeKapCTBEHHOTO MperapaTa ¥ 000CHOBaHMEM He0OXOMMOCTH ero BBO3a)
Wy obpaileHue yroJHOMOYEHHOTO OpraHa UCIOTHUTENbHOM BIaCTU
cyobekTa Poccuiickoit @emepaiy 0 HEOOXOIMMOCTH BBO3a
He3apercTpMpoOBaHHOTO JIEKAPCTBEHHOTO Iperapara Jjis OKa3aHus
MeAULVHCKO ITIOMOLIM I10 )KM3HEHHbIM IT0Ka3aHMSIM KOHKPETHOIO
nauyeHTa C pUIoKeHeM KOIMM MPOTOKOJIA PellleHNs] BpaueOHOoii
KOMMCCUM MO0 KOHCWIMYMa Bpaueii yupeskaeHust cyobekra Poccuitckoi
depepanyu, B KOTOPOM OKa3bIBaeTCsI MeUIMHCKASI TOMOILb MMAllMeHTYy,
MOATIMCAHHOTO PYKOBOAUTEEM YUPEsKIeHMS MO0 JTUIIOM, UCTIOTHSIIOM
ero 06s13aHHOCTY, O Ha3HAUeHUM MalMeHTy He3apeTruCTPUPOBAHHOTO
JIeKapCTBEHHOTIO Iperapara JIji1 OKa3aHusl MegUIMHCKO ITIOMOLLY 10
KM3HEHHBIM MTOKa3aHUSIM (C yKa3aH¥eM TOPTroBOTO HayMeHOBaHMUS 60
MeXIYyHAapOLHOTO HelaTeHTOBAHHOI'0 HaMMEeHOBaHMS, JIEKaPCTBEHHOM
dbopmbl, [O3UPOBKYM U KOJIMUECTBA HE3aperucTPUPOBAaHHOTO
JIeKapCTBEHHOIO IIperapara);

KOIINS IMacCIiopTa MM CBUAaeTe/JIbCTBa O pOXKAEHUN ITallieHTa, KOTOPOMY
Ha3Ha4YeH HeBaperI/ICTpI/II)OBaHHbIﬁ HEKapCTBEHHbIﬁ nperapar OJist
OKa3aHMS MeIUIIMHCKONM MTOMOIIM I10 >XKM3HEeHHBIM IT0OKa3aHUSIM.

He momyckaeTtcst MOBTOPHOE MPeCTaB/IeHNe YKa3aHHBIX TPOTOKOJIOB
peleHnit BpaueOoHbIX KOMUCCHI MO0 KOHCUIMYMOB Bpayeit, eCciv o HUM
BbIIAHO 3aK/II0YeHMe paHee (KpoMe pellleHNi BpaueOHbIX KOMMUCCHIT MO0
KOHCWJIMYMOB Bpayeil, B KOTOPBIX MPOIMCAHbI IEKAPCTBEHHbIE ITPerapaThl
TIOKVI3HEHHO WJIU IJ1s AJIUTETbHOM Tepanuu 3a60/1eBaHMsT).

7. BBO3 He 3aperncTpupoBaHHOTO B Poccuiickoin ®epgepanum
JIeKapCTBEHHOTO Iperapara JJjis OKa3aHUs MeIULIMHCKONM OMOLLM
OTPaHMYEHHOMY KOHTMHTEHTY MMalMeHTOB C PeIKOoi 1 (MJIX) 0COO0 TSIKeOo
MaTOJIOTUEN OCYIIECTB/ISIeTCS Ha OCHOBAHUM 3aK/IIOUEHMS,
MOATOTOBJIIEHHOT O BO UCMOHeHMe akTa [IpaBuTenbcTBa Poccuiickoi
@epnepaniviy, B KOTOPOM YKa3bIBAXOTCS IOpUANYECKOE UL,
ocylecTBIsioniee BB03 B Poccniickyro denepanyio
He3apermcTpMpoOBAHHOTO JIEKAPCTBEHHOTO Ipernapara, MexgyHapOoAHble
HernaTeHTOBAHHbIE HAMMEHOBAHMS JIEKAPCTBEHHbBIX IIPerapaToB, UX
dbopMbI, TO3UPOBKM, 0ObEMBI, ITOJJIEKAIIME BBO3Y, a TAKKe 3ab60/IeBaHMe
(cocTOsIHME) TALIMEHTOB, IJIs1 OTPAHMYEHHOI0 KOHTUHI€HTA KOTOPBIX
BBO3UTCS JIEKAPCTBEHHBII IIpenapar.

IOpuanyeckoe nuito, ykasaHHoe B akTe [IpaBuTenbcTBa Poccuiickoi



depnepaiyu, B TeueHMe 3 pabounx AHe CO THS ero U3AaHus MpeiCTaBsIeT
B MuHMCTEpCTBO 3ApaBooxpaHeHns: Poccuiickoit @emepanun ocpeacTBOM
€IVHOrO TIOpTaJia 3asiBJIeHME, a TaKKe IOKYMEHThI, yKa3aHHbIE B
MOAITYHKTAxX "a" 1 "B" MyHKTA 6 HacTosuX IIpaBui. B 3asiBieHUn
YKa3bIBAKOTCSI HOMep U gaTa akTta [IpaBuTtenbcTBa Poccuiickoit denmepannim.

PaccmoTpeHue npeacTaB/IeHHbIX JOKYMEHTOB U IIPUHSTUE IO HUM
pelleHus OCYLeCTBJISIIOTCS B COOTBETCTBUM C ITYHKTOM 9 HaCTOSIMX
IIpaBu.

8. Ilns BbIIAUM 3aK/II0UEHMS 3asIBUTENb BITpaBe MPeiCTaBUTDh KOIIUY
CBUETE/IbCTBA O TOCYAAPCTBEHHO PErucTpauy U CBULETEIbCTBA O
MOCTAaHOBKE HAa YUeT B HAJIOTOBOM OpraHe, a TakyKe KoUK paspelieHus
MuHucTepcTBa 3apaBooxpaHeHnst Poccuiickoit ®emepaiiuy Ha IIpoBeaeHIe
KJIMHUYECKOT0 MCC/IeOBaHMs JIEKAPCTBEHHOTO ITperapara (B ciyuae BBO3a
KOHKPETHOM MapTum JIeKapCTBEHHbBIX CPECTB, IIpeJHa3HAUYEeHHBIX [J15
MPOBeIEeHUS KIMHUYECKUX UCCTIeJOBAHNI TIeKapCTBEHHbBIX MPerapaToB) 10
COOGCTBEHHOV MHMUIIMATKBE. MUHMCTEPCTBO 3paBoOXpaHeHust Poccuitckoii

dDe)lepauMM He BIIpaBe Tpe6OBaTb Y 3adBUTeEJIA MTpeacCTaBJIEHUS Komnuit
YKa3aHHbIX JOKYMEHTOB.

9. MuHMCTepCTBO 3ApaBooxpaHeHus Poccuiickoit @egepaiinu B CpOK, He
TIpeBBIMIAIINI 5 pabouMx MHE CO AHS MOCTYIIIEHUS JOKYMEHTOB,
YKa3aHHbBIX B ITyHKTax 6 u 7 HacTostmux [Ipasuit:

a) MPOBOJNUT IMPOBEPKY IMOJHOTHI ¥ TOCTOBEPHOCTY CBEIEHMIA,
COZepKaIMXCsI B IPeCTaBIEHHBIX 3asBUTeIeM JOKYMEHTax, a B cyJae
ecJIM 3asIBUTENb He MPeCTaBWI KOO pa3pelieHust MMHMUCTepCTBA Ha
MIpOBe/ieHIe KIMHNYECKOTO MCC/IeIOBaHMS JIeKapCTBEHHOTO Iperapara (B
cJlyuyae BBO3a KOHKPETHO MapTuy ieKapCTBEHHBIX CPEICTB,
MpeHa3HAYeHHbIX )1 TPOBeIeHUS KIMHUYECKMUX UCCIeIOBaHMM
JIeKapCTBEHHBIX ITPenapaToB), TAKKe MTPOBEPKY HATMYMS YKA3aHHOTO
paspeleHust y 3asiBUTEJISI HA OCHOBaHMM JAaHHbBIX PEECTpa BhIJAaHHBIX
paspelieHuit Ha MIpoBeleHMe KIMHUUECKMUX UCCIeIOBAaHMI1 IeKapCTBEHHBIX
Tpernaparos;

6) 3ampaiiMBaeT 1 IoJiy4aeT B ITOpsiIke MesKBeIOMCTBEHHOTO
MHGOPMAIMOHHOTO B3aumoaeicTBus oT PefepaabHOI HAJIOTOBOI CITYKObI
nHbopmaluio o hakTe BHeCeHUS CBeJleHMI 0 3asiBuUTeNe B EnuHbIM



FOCY,HapCTBeHHbIﬁ peecTp ropuandeCKmnx JIMim 1 o d)aKTe ITOCTAHOBKMA
3ad4BUTeEJIA Ha y4eT B HAJIOTOBOM OpraHe, eC/IN 3asdBUTEJIb HE IIPeACTaBUJI
KOIUIA CBUAETENbCTBA O FOCy,[[apCTBEHHOVI peructpanumu 1 CBUOETEIbCTBA O
IIOCTaHOBKE Ha YUYE€T B HaJIOTOBOM OpTraHe;

B) IPMHMMAaeT pellleHye O Bbljaue 3aKITIUYEHMS UM pellleHre 06 OTKase B
BbIZlaue 3aK/II0UeHMs C yKa3aHueM IIPUUMH OTKa3a;

I') HaTIpaBJIsieT B JIMYHBIN KaOMHET 3asIBUTES HA eJMHOM IopTaie B popme
9JIEKTPOHHOTO JOKYMEHTA, MO/ CAHHOT'0 YCUJIEHHOT
KBaJIM(DULIMPOBAHHO 3JIEKTPOHHO MOANMCHIO, 3aK/II0UEeHIe UK
yBeJloMJIeHMe 00 OTKa3e B BblJaue 3aK/II0UeHNsI ¢ YKa3aHMeM IIPUIMH
TaKOro OTKasa.

10. OTkas3 B Beigaue 3aK/II0UYeHMS He SBISETCS NPeIsITCTBUEM IJIST
TOBTOPHOTO MpeACcTaBAeHNs JOKYMEHTOB U CBeJleHU it B COOTBETCTBUMU C
IYHKTOM 6 HacTosIMX [IpaBui rocse ycTpaHeHUsI MPUUMH, TOCTYKUBIIUX
OCHOBaHMeM JJISl OTKa3a.

11. IlnaTa 3a BbIJAd4y 3aK/IIOUYEHMS HE B3MMMaAETCA.

12. OcHoBaHMEM AJIs1 OTKa3a B BblAaue 3aK/II0UEHNS SABJISAIOTCA ClIeayomue
00CTOSITENIbCTBA:

a) Ha/IM4uye HeIIO/JTHbIX MJIM HeJOCTOBEPHBIX CBE,Z[EHVIIZ B JOKYMEHTaX,
MnpeacTaBad€MbIX 3asdBUTEIEeM OJIs ITOJTYyUE€HNA 3aK/II0UEeH NS,

0) JIeKapCTBEHHOE CPeACTBO, 3asiBJIEHHOE /151 BBO3a B POCCUitcKyio
denepanyio s Leneii MegUIMHCKOTO pUMeHeHMsI, 3allpelieHo K
MeIULIMHCKOMY MPUMEeHEHNI0 Ha TeppuTopun EBpasniickoro
3KOHOMMYECKOTO C0103a;

B) IopuAndecKkoe Jullo, peacTaBuUBIIee 3asiBJIeHNE U TOKYMEHTBI AJ1s
Liesieli ITOyYeH s 3aK/II0UYeHMS B COOTBETCTBUY C IIYHKTOM 7 HaCTOSIIUX
[TpaBwuii, He yKa3aHO B COOTBETCTBYMOILEM akTe [IpaBuTtenbcrBa Poccuiickoii
®depepauuy Kak U0, YIIOTHOMOUYEHHOE Ha BBO3 He 3aperucTpUpOBaHHOIO
B Poccurickoin ®enepaiiuy JeKapCTBEHHOIO IIperapara IJisl OKa3aHus
MeJUIMHCKOM TOMOILIY OTPaHMUYEHHOMY KOHTUHTEHTY ITallMeHTOB C
penKoii u (M) 0cobo TSKEIO0i MaTOJIOIeN.

13. MuHMCTEpCTBO 3ApaBooxpaHeHus Poccuiickoi @enepauyy Beget



peecTp BbIIAHHBIX 3aKII0UE€HNIT B 37IEKTPOHHOM BUIE B YCTAHOBJIEHHOM UM
MOpsIIKe, KOTOPBI HOCUT MH(POPMALIMOHHbIN XapaKTep.

14. CBepeHus, comepkaliecs B 3aK/II0YEHUSIX, eXXKeHelelIbHO, He 034 Hee
repBoro pabouero OHSI KaJeHAAPHOI HelleIu, MpeACTaB/IsSIOTCS
MuHMcTEepCTBOM 3ApaBooxpaHeHus Poccuiickoin ®engepaiinmu B
TaMOKeHHbIe OPTaHbl B 3JIEKTPOHHOM BUJIE TTIOCPEICTBOM MUCITOIb30BAHUS
eIMHO CUCTEeMbI MeXBeJJOMCTBEHHOI'O 3JIEKTPOHHOI'O B3aMMOJIEeiCTBUS.

15. Opranmsanuu, ocyliecTBuBIIMe BBO3 B Poccuiickyio @enepaiinio
JIeKapCTBEHHbIX MpernapaToB, IpeJHa3HaueHHbIX IJIS1 OKa3aHUS
MeIVLUMHCKOM ITOMOLIM I10 XM3HEHHBIM [IOKa3aHUSAM KOHKPETHOIO
MalyeHTa, a Takske OpraHmu3anyu, OCyleCTBUBIINE BBO3 He
3aperMcTpmUpoBaHHOrO B Poccuiickoi demepaliiy ieKapCTBEHHOTO
nperiaparTa Jjis OKa3aHusI MeIUIMHCKOM MOMOIIY OTPaHMUYEeHHOMY
KOHTMHTEHTY MaIMeHTOB C PeIKOii 1 (MI1) 0COO0 TSKEJIOi IMaTOI0TUeN, B
TeueHme 10 paboumx qHe co THS MOTyYeHUS JIeKapCTBEHHBIX ITperapaToB
MeIULIMHCKOM OpraHusaliyeii, B KOTOPOi OKa3bIBA€TCS MeOUIIMHCKAS
MOMOIIIb MALMEeHTY, YBeLOMJISIIOT 00 3TOM MMUHUCTEPCTBO
3apaBooxpaHeHust Poccuiickoit @enepaiiuy B hpopMe 371€KTPOHHOTO
JOKYMEHTA, IMOAMMCAHHOIO 3JIEKTPOHHOV MOLIMUCHIO (TIPOCTOM
9JIEKTPOHHO MOATMCHIO, TMO0 YCUIeHHOM KBaTMPUIIMPOBAHHOIA
9JIEKTPOHHO MOJINCHIO, MO0 YCUIEHHO HEKBATUPUIIMPOBAHHOM
3JIEKTPOHHOW MOJIINCHIO).

YTBepxxaeH

rnoctaHoByieHueM [IpaBuTe/bCTBA
Poccuiickoit @enepatiyn

ot 1 mioHsa 2021 r. N 853

ITEPEYEHb
VTPATUBIIMX CUJTY AKTOB U OTJIEJIbHBIX TTOJIOXKEHUI AKTOB
[TPABUTEJIbCTBA POCCUICKOM ®ENEPALIVIN

1. ITocranoBnenne IIpaBurtenbcTBa Poccuiickoit ®epepanum ot 29 ceHTIOPS
2010r. N 771 "O nopsiike BBO3a JIEKAPCTBEHHBIX CPEACTB IJIst
MeaUIIMHCKOTOo TIPUMeHeHUs1 Ha Tepputoputo Poccniickoi @enepanumn’”
(Cobpanmue 3akoHOmaTenbcTBa Poccuiickoit ®emepanym, 2010, N 41, cT.
5235).



2. ITocranoBnenue [IpaButenbcTBa Poccuiickoit @emepaiiyim oT 3 MIOHS
2011 r. N 441 "O BHeceHUM U3MEHEHNI B HEKOTOPbIe akThl [IpaBuTE/IbCTBA
Poccuiickoit @epepariny o BOIpocam BBO3a Ha TeppuTopuio Poccuiickoi
denepauny JIeKapCTBEHHBIX CPEACTB IJISI MeIUILIMHCKOTO IIPUMEHEHUST"
(Cobpanme 3akoHOmaTenbcTBa Poccuiickoit ®emepanym, 2011, N 24, cT.
3494).

3. [IyHKT 4 M3MeHeHM i1, KOTOpble BHOCSTCS B aKThI [IpaBuTe/NbCTBA
Poccuiickoit @epepauyy no BOIpocam IpesocTaBieHs TOCYAapCTBEHHBIX
ycayT B cpepe obpalieHust JIeKapCTBEHHBIX CPEICTB, YTBEPKIEHHBIX
rocraHoByieHueM IIpaBuTenbcTBa Poceniickoit @emepaiium ot 5 mekadbpst
2011 r. N 1001 "O BHeCeHMM M3MEHEHMIT B HEKOTOPbIe aKThI IIpaBUTEIbCTBA
Poccuiickoit @epepauyy o BOIpocam IpesocTaBieHus TOCYAapCTBEHHBIX
ycayT B cpepe obpalieHust ieKapCTBEHHBIX cpefcTB" (CobpaHme
3akoHOaTenbcTBa Poccuiickoit @eneparium, 2011, N 50, ct. 7390).

4. ITyHKT 128 M3MeHeHUI, KOTOpbIe BHOCSITCSI B aKThI [IpaBuUTEeIbCTBA
Poccuiickoi @emepaniiy o BONpOCaM aesiTeJbHOCTY MMHMCTepCTBa
3npaBooxpaHeHns Poccuiickoit @enepativiy, yTBepsKIeHHbIX
nocraHoByieHMeM [IpaBuTenbcTBa Poccuiickoit @emepaiiumt ot 4 ceHTSIOPS
2012 r. N 882 "O BHeceHMM M3MeHEHMI1 B HEKOTOpbIe akThl IIpaBuTebCTBA
Poccuiickoit ®enepatiyiut 1o BOMpocam AesiTeIbHOCTU MUHUCTEePCTBA
3apaBooxpaHeHust Poccuiickoii @eneparumn” (CobpaHye 3aKOHOIATeTbCTBA
Poccuiickoit ®emepaunm, 2012, N 37, ct. 5002).

5. ITyHKT 28 M3MeHeHMit, KOTOPbIe BHOCSTCS B aKThbl [IpaBUTEILCTBA
Poccuiickoit ®enepauiyin, yTBep>KIeHHbBIX MTOCTaHOBIeHeM [IpaBuTenbCTBa
Poccuiickoit @emepauym ot 15 okts6pst 2014 r. N 1054 "O BHeceHUMn
M3MeHeHM1 B HeKOTopble akThl [IpaBuTenbcTBa Poccuiickoit @emepanin”
(Cobpanme 3akoHOmaTeabcTBa Poccuiickoit @emepauyu, 2014, N 43, cT.
5892).

6. ITocranosnenue IlpaButenbcTBa Poccuiickoit ®emepanum ot 28 mekabps
2016 1. N 1515 "O BHeceHUM M3MeHeHMs1 B MyHKT 9 [IpaBus BBO3a
JIEKapPCTBEHHBIX CPEICTB IJISI MEIUIIMHCKOTO MPUMEHEHMS Ha TePPUTOPUIO
Poccuiickoit @emepaunn” (CobpaHme 3aKOHOAATEIbCTBA PoccuiicKoii
®denepauun, 2017, N 2, cT. 346).



