NPABMTE/IbCTBO POCCUMCKON BELEPALIAN

ITOCTAHOBJIEHUE
ot 1 mousa 2021 r. N 853

Ob YTBEPXXIEHUU ITPABUJI
BBO3A JIEKAPCTBEHHbBIX CPEACTB IJI4
MEJVIMWHCKOTI'O TPUMEHEHUSA
B POCCUMCKYIO ®EIEPALIMIO U [TIPU3HAHUU
VTPATHUBIIVMU CUJTY
HEKOTOPBIX AKTOB U OTJIEJIbHBIX TTOJIOXKEHUM

HEKOTOPBIX

AKTOB ITPABUTEJIbCTBA POCCUNCKON
OENEPAIININ

B cootBeTcTBUM C YacThio 1 ctaThu 47 @egepasbHOTO
3aKkoHa "06 obpameHnn TeKapCTBEHHbIX CPEICTB"
[TpaBuTtenbcTBO Poccuiickoit ®enepauyn
IIOCTaHOBJISIET:

1. VTBepauUTh puiaraeMsie:

[TpaBuaa BBO3a JieKapCTBEHHBIX CPEACTB IIJIS
MeOUIIMHCKOTO TIPpUMeHeHsT B POCCUIICKYI0
Qenepaluio;

repeueHb YTPATUBIINX CUTY aKTOB U OTeIbHbIX
MoJIOKeHMI akTOB IIpaBuTenbcTBa Poccuiickoi
Qenepainu.






2. Hacrosiee nmoctaHoB/lIeHME BCTYIIaeT B CUITy C 1
ceHTsIO0pst 2021 r. [IpaBuiia, yTBepsKIeHHbIE

HaCTOSIIIM MTOCTAHOBJIEHUEM, IEeCTBYIOT A0 1
ceHTsIOps 2027 T.

[Tpencepnatens IIpaBuTebCTBA
Poccuiickoit @egepannn
M.MUIITYCTUH

YTBepkaeHbl

rnocTtaHoByieHreM [IpaBuTenbCTBA
Poccuiickoit @egepannn

ot 1 nroHsa 2021 r. N 853

[IPABUJIA
BBO3A JIEKAPCTBEHHBIX CPEJICTB IS
MEJIVLIMHCKOTO [MPUMEHEHUS
B POCCUICKYIO ®EOEPAILIVIO

1. Hactrosuiue ITpaBuia yCTaHABIUBAKOT MOPSIOK
BBO3a B Poccuiickyto @enepainio JieKapCTBEHHbBIX
CpelCTB IS MeIULIMHCKOTO IIpUMeHeHus, 3a
UCKJIIOUEHMEM JIeKapCTBEHHbIX MPernapaToB B LeJIsIX
OKasaHUsl TYMaHUTAPHOM MOMOIIU (COAEMCTBUS) UIIU
IIOMOLIM TIPU UPe3BbIYaiiHbIX CUTYaLUAX (Jajee -
JiIeKapCTBEHHbIE CPeJICTBA).

Hacrosmiue HpaBI/ma He PaCIIpoCTpaHAITCI Ha BBO3
HapKOTU4YECKUX CpeacTB, ICMXOTPOITHbIX BEIIeCTB U






UX MIPEKYPCOPOB, BKIOUEHHBIX B pasgen 2.12
"HapkoTudeckue cpeacTsa, ICUXOTPOITHbIE BelleCTBa

U UX TIPEKYPCOpbI" IlepeyHs TOBapOB, B OTHOLIEHUU
KOTOPBIX YCTAHOBJIEH pPa3pelnTebHbIN NOPSII0K
BB0O3a Ha TAMOXXEHHYI0 TeppuTopuio EBpasnuiickoro
SKOHOMMYECKOTO cO103a 1 (M/I1) BbIBO3a C
TaMOXXeHHOV Tepputopun EBpasuiickoro
3KOHOMMYECKOro coro3a (npuinoxenue N 2 K
pemteHnto Kosernu EBpa3niickoii 5KOHOMUYECKO
komuccuu ot 21 ampeins 2015 r. N 30 "O mepax
HeTapudHOTO peryampoBaHus"), B iepeyeHb
HApKOTUYECKUX CPEMICTB, ICUXOTPOIHBIX BEIECTB U
UX IIPEKYPCOPOB, MOIJIeKAIINX KOHTPOJIIO B
Poccuiickoit @epgepaunn, yTBeps>kIeHHBIN
rocraHos/ieHeM IIpaBuTenbcTBa Poccuiickoin
deneparyu ot 30 uroHst 1998 . N 681 "0O6
YTBEPXKIEHUM TIepEeUYHsI HAPKOTUUYECKUX CPECTB,
TICUXOTPOITHBIX BEIeCTB U UX ITPEKypPCOPOB,
ToJiekalIux KOHTPOJ B Poccuiickoin @enepanyn”,
U B YTBEPKIIEHHYIO ITOCTaHOBIeHeM [IpaBuTeibCTBa
Poccuiickoit ®enepanyu ot 3 aprycra 1996 r. N 930
HOMEHKJIATypy CMIIbHOIEMCTBYIOIIMX U ITOBUTHIX
BElIeCTB, He SBJSIOIIMNXCS [TPeKypcopamMmm
HAapPKOTUYECKUX CPeNICTB U IICUMXOTPOITHBIX BellleCTB,
Ha KOTOPbIe pacpOCTPaHIETCs TOPSIIOK BBO3a B
Poccuiickyro @epepaiyio u BbiB03a 13 Poccuiickoi
®depnepauyy, yTBep>KIEHHBI [IOCTAHOBIEHUEM






[TpaBuTtenbcTBa Poccuiickoit @epgepanym ot 16 mapTa
1996 . N 278.

2. BBO3UTB JieKapCTBEHHbIE CpeCcTBa B POccuiickyo
depepaliyio MOTYT CAeAYOIIME IOPUAMYECKIE JINLA:

a) OpraHmM3anyy - IPOM3BOAUTEIN JIEKAPCTBEHHBIX
CPenCTB - )i 1eJieit COOCTBEHHOIO IMPOU3BOICTBA
JIeKapCTBEHHBIX CPE/ICTB;

0) opraHM3saluyu OITOBOJ TOPIOBJIN
JIeKapCTBEHHBIMMU CPeICTBAMU;

B) MHOCTPaHHbIE Pa3paboOTUMKM JIeKapCTBEHHBIX
CpeACTB U MHOCTPaHHbIE IIPOU3BOAUTEIN
JIeKapCTBEHHbBIX CPEICTB UM APyrue puandeckme
JIAIIA TI0 TIOPYUYEeHMIO pa3paboTuMKa JeKapCTBEHHOTO
cpencTBa AJ1s1 TpOBedeH ST KIMHUYeCKUX
MCC/Ie0BaHMI TJeKapCTBeHHOTO mpelapara,
perucTpaLyum U SKCIIepTU3bI JIeKAaPCTBEHHbIX
CpencTB, MpeHa3HAUeHHBIX IJIsI oOpalieHus B
Poccuiickoit @emepatiyy iy Ha 001IeM phIHKE
JIeKapCTBEHHbBIX CPeJiCTB B paMKaxX EBpa3uiickoro
SKOHOMMYECKOT0 COI03a, OCYIeCTBIEHUS
roCcyJapCTBEHHO perucTpanyum JeKapCTBeHHOTO
rpenapara, BKIoueHus hapMalieBTuIecKoi
CyOCTaHLIMM B TOCYIAapCTBEHHbIN peecTp
JIeKapCTBEHHBIX CPeICTB M KOHTPOJISI KauecTBa
JIeKapCTBEHHbBIX CPECTB MPU HAIMUMUM 3aKTIOUEHMS






(pa3penruTesbHOTO TOKyMeHTa), 0(OPMIEHHOTO
MuHMUCTEPCTBOM 3[4 paBOOXpaHeHus Poccuinckomn

depepaliiy B COOTBETCTBUMU C pelieHreM Komnernn
EBpa3sniickoii 95KOHOMMYECKOI KOMUCCHUM OT 16 mast
2012 1. N 45 "O egunHoit hopme 3aKTIOUEHNS
(pa3pelunTelbHOTO JOKYMEHTA) Ha BBO3, BBIBO3 U
TPAH3UT OTAEIbHbIX TOBAPOB, BKIIOUEHHBIX B
eJIVHbII TIepeueHb TOBAPOB, K KOTOPbIM
MIPUMEHSIIOTCSI Mepbl HeTapubHOTO peryjampoBaHus B
TOProOBJIe C TPETbUMU CTPAHAMM, U METOANYECKUX
YKa3aHWUSX 10 ee 3aroJHeHUI0" (Jaee -
3aK/II0UYeHNne);

I') HAyYHO-MCCIeloBaTeIbCKMe OPTaHU3aLuN,
o6pa3oBaTebHbIe OPTAHU3AIMU BBICIIETO
o6pa3oBaHMs U ITPOU3BOANTENN JIEKAPCTBEHHBIX
CpPeJICTB - [Jis pa3paboTKY, UCCIeI0OBaHMIA, KOHTPOJIS
6e301acHOCTH, KauecTBa U 3PpGHEeKTUBHOCTU
JIEKapCTBEHHBIX CPEACTB MPU HAIMUMM 3aK/TIOUEHNS ;

II) MeIVLIMHCKM/e OpTaHMu3aLuy, a TakxkKe
OopraHmsalny, ykasaHHble B IOAITYHKTax "a" - "I’
HACTOSIero MyHKTa, A1 OKa3aHUs MegULIMHCKOMN
TIOMOILIM T10 KM 3HEHHBIM [T0Ka3aHMUSIM KOHKPETHOTO
nauyeHTa Jinbo oKazaHUs MeIUIIMHCKOI TOMOIIY
OTPaHMUYEHHOMY KOHTUHTEHTY [TallMeHTOB C PeKOi1
" (MI1) 0CO06O TSIKeJOl TAaTONOTHeN MPU HATUYUN
3aK/II0YeHus.






3. BBo3 B Poccuiickyo @enepanio KOHKpPETHOM
[apTUY 3aperMcTpUpPOBAHHBIX U (MIN)
He3aperuCcTPUPOBAHHbBIX JIeKaPCTBEHHBIX CPeJCTB,
NpegHa3sHauYeHHBIX [IJIS1 TIPOBegeHUS KIMHUYEeCKUX
MCCIIeJOBaHMIA JIEKapCTBEHHbBIX ITIpernaparos,
KOHKPETHOM IapTum He3apermcTpupoOBaHHbIX
JIeKapCTBEHHbBIX CPelCTB )i IIPOBeSeH
3KCIIePTU3BI JIEKAPCTBEHHBIX CPELICTB B LeJISIX
perucTpauum 1 3KCIepTU3bl JIEKapCTBEHHBIX
CpeCTB, MpeaHa3HAUeHHBIX [IJISI 00palleHus B
Poccuiickoit @emepauyy Uiy Ha 001IeM phIHKE
JIeKapCTBEHHbBIX CPelICTB B paMKaxX EBpa3uiickoro
3KOHOMMYECKOI'0 CO103a, OCYILeCTBIEHNS
roCyJapCTBEHHON perucTpanum JeKapCTBeHHbIX
rpernapaToB, BKIOUeHMs hapMalieBTHuYeCcKoi
CyOCTaHIIMY B TOCYIapCTBEHHBI peecTp
JIeKapCTBEHHbBIX CPeICTB, KOHKPETHON apTumn
He3aperucTPUPOBAHHbBIX JIEKAPCTBEHHbBIX CPELICTB
JIJIS1 OKa3aHMSI MeOULIVHCKOM IMMOMOIIU I10
JKM3HEHHBIM I10Ka3aHMSIM KOHKPEeTHOrO IalyeHTa
(manee - KOHKpeTHas MMapTus JieKapCTBEHHBIX
CpeLCTB) MOXEeT OCYILEeCTBIATbCSA HA OCHOBAaHUM
3aK/II0YEeHMS 110 3asIBJIEHUSIM I0PUANIECKUX JIULI,
YKa3aHHBIX B IOANYHKTAxX "a" - "I" MyHKTa 2
Hacrosux [IpaBuit.

JlekapCcTBEHHbIE CPeJCTBA MOTYT ObITh BBE3EHHI B
Poccuiickyro @enepannio B 11e/i9X, YKa3aHHbBIX B






ITYHKTeE 5 HaCTOAIINX HpaBI/III.

4. 3ampeiaeTcs BBO3 B Poccuiickyio @emepaniio
danbcupUIMPOBAHHBIX, HEAOOPOKAUYECTBEHHBIX,
KOHTPa(haKTHBIX JIEKAPCTBEHHBIX CPEICTB.

5. JlekapCTBEHHBIE ITpernapaThl 11 MEAUIIMHCKOTO
TIpMMEeHEHMSI MOTYT ObITh BBe3eHbI B Poccuiickyio
demepalyio OJ1s1 TMUYHOTO MCIIOJIb30BAHMS U MHBIX
HEKOMMepUeCKuX 11ejieii 6e3 3aK/II0UeHMsI, eIy OHU
NpeTHa3HAYeHbI JIJIs:

a) IMYHOTIO MCIT0/Ib30BaHMSI GU3MUECKUMM JIUIIAMU,
npuobsIBIIMMU B Poccuiickyio @epeparuio. [Ipu aTom
BBO3 B Poccuiickyro @enepanuio JeKapCTBEHHbIX
rperapaTos, CoaepKalux CMIbHOAENCTBYIOLINE U
(Mnn) SIOBUTHIE BellleCTBa, BKIIOUEHHbIE
COOTBETCTBEHHO B CNMCOK CMJIBHOAEMCTBYIOIINX
BeLIeCTB JJIs 1eJieli CTaTbu 234 U IpYyTUX CTaTen
YronoBHOro Kogekca Poccuiickoit @efgepalivivt U B
CIIMCOK SIAOBUTBIX BEIIECTB AJIS 1iejielt CTaTby 234 u
IPyrux crarei YTroJl0BHOTO Kojekca Poccuiickon
denepalivin, yTBepsKIeHHbIe TOCTAHOBIEHEM
[TpaBuTtenbcTBa Poccuiickoit ®egepanyu ot 29
nexkabpst 2007 r. N 964 "O6 yTBepskKaeHUM CITUCKOB
CWJIBLHOJIEVICTBYIOIIVX U SITOBUTBIX BEIECTB JIJIST
Lesnen cratby 234 u Apyrux cTaTeit YroJoBHOTO
Komekca Poccuiickoit @epepaiiyiv, a Takke KpyIIHOT'o






pasMepa CMIbHOAENCTBYIOLMX BELEeCTB 1S Lieseit
craTbhy 234 YronoBHOIO Kogekca Poccuiickoii

@emepanyn”, OCyIIECTBISETCS IPU HATUIUN
IOKYMEHTOB (3aBepPeHHbBIX KON JOKYMEHTOB MU
3aBe€PEHHBIX BBINMCOK U3 HUX), TTOATBEPXKAAIIINUX
Ha3HaueHue GuU3MUeCKOMY JIMILY YKa3aHHbIX
JIEKapCTBEHHBIX TIPEernaparoB, 3a UCKIIYEeHNEM
JIEKapCTBEHHBIX ITPerapaToB, 3aperucTPpUPOBAHHBIX
B Poccuiickoit @enepaliint 1 OTITyCKaeMbIX B
Poccuiickoit demepauyn 6e3 peLerra Ha
JIeKapCTBEHHBIN TIperapar. YKa3aHHble JOKYMEHThI
(MX 3aBepeHHbIe KON UM 3aBepPeHHbIe BBIIMCKA U3
HMX) TOJDKHBI COAEP>KaTh CBeIeHNSI 0 HAMMEHOBAHUU
Y KOJIMYECTBEe Ha3HAUYEHHOTO JIEKAPCTBEHHOTO
rperiapara. B ciiydae eciivt Takue JOKYMEHTBI (MX
3aBepeHHbIe KOTIMU UJIU 3aBEPEeHHbIE BBITIMCKA U3
HMX) COCTaBJIEHbI HA MHOCTPAHHOM SI3bIKE, K HUM
MIpujiaraeTcs HoTapuaabHO 3aBePEHHbIN IIepeBo, Ha
PYCCKMUIA SI3BIK;

0) MCIT0/Ib30BaHMS PAOOTHUKAMM AUIIOMATUUECKOTO
KOPITyCa WM NPeACTaBUTENSIMU MEXAYHAPOIHbBIX
OpraHmsaluii, akKpeaIuTOBAaHHbBIX B POCCUITICKOT
denepanuuy;

B) JieueHUsI [acca>KMpoB U UIeHOB 3KUIIaKeii
TPAHCIOPTHBIX CPEJICTB, TTOE3AHbIX Opuraj u
BOJIMTE/IEel TPAHCIIOPTHBIX CPEACTB, MIPMUOBIBIINX HA






TaMOXXeHHYI0 TeppuTopuio EBpasuiickoro
HSKOHOMMUECKOT'0 CO03a (B anTeuykax nepBoi

MOMOIIY 3TUX TPAHCIIOPTHBIX CPELICTB B
OTpaHMYEHHOM KO/INYECTBe, OIlpesle/IeHHOM
3aKOHOJaTeIbCTBOM rOCy1apCTBA UX PerMCTpaLlyin);

T) JIeUueHUsI yYaCTHUKOB O(UIIMATbHBIX
MeXIYHAPOLHbBIX KYJbTYPHBIX, CIIOPTUBHBIX
MEepONPUSTUI U YUACTHUKOB MEXAYHAPOSHbBIX
SKCHeaUII A,

6. 11151 1osrydeHus FOpUANYEeCKUM JIULL0M, YKa3aHHbIM
B ITYHKTe 2 HacToAwuX [IpaBui (manee - 3asiBUTeNb),
3aKJII0UeHMS 3aBUTEJb [IPeLCTaBIIsIeT B
MuHucTepCTBO 34paBooxpaHeHnss Poccuiickoi
depepaiuu ¢ momoiuipio dhenepaabHOM
roCyapCTBEHHO MHOOPMaLMOHHOV CUCTEMBI
"EnuHBIN IOpTal rocygapCTBEHHBIX U
MYHUIIMTAIbHBIX YOIYT (GYHKLMIA)" (Hanee - eAMHbINA
noprai) B GopMe 371eKTPOHHOTO IOKyMeHTa,
TOAMMCAHHOI'O 3JIEKTPOHHOM IOANNUCHIO (TIPOCTOM
9JIEKTPOHHO MOJINUCHIO, OO YCUIEHHOI
KBaMMUUMPOBAHHO 3/IeKTPOHHOI MOJANNCHIO0, 1100
yCUJIeHHOV HeKBaIMOUIMPOBAaHHO 3/IeKTPOHHOI
MOJMUCHIO0, cepTUdUKAT Kitoya IPOBEPKM KOTOPO
CO3JaH U UCMOJIb3yeTCsl B MUHDPACTPYKTYPE,
obecrneynBarIeit MHGOPMAIMOHHO-
TeXHOJIOTMYeCKOe B3aMMOJIe/iICTBIe






I/IHd)OpMaI_U/IOHHbIX CUCTEM, UCITIOJIb3YEeMbIX IOJIA
npeanoCTaB/I€HUS TOCYdapCTBEHHBIX U

MYHUIIMITATbHBIX YCJIYT B 9JIEKTPOHHOI (hopMe, B
yCTaHOBJIeHHOM IIpaBuTenbCcTBOM POCCUTICKOI
®demepaluy MopsaKe), 3asiBjieHNeE (C YyKa3aHMEM
HaMMeHOBaHMS JIeKapCTBEHHOTO IiperniapaTa u (Ujn)
(dbapmaleBTMYeCKOii CyOCTaHLIVIM, JIeKapCTBEHHO
dbopmbI, 103bl, KOHIIEHTpALUM, (PAaCOBKH,
HaMMEeHOBaHMS OPTaHU3alUM - IPOU3BOANTES
JleKapCTBEHHOTrO mperapara u (Ujin)
dbapmaleBTMYeCKOii CYOCTaHLIVIM, CTPAHbI
MPOMU3BOJCTBA JIEKAPCTBEHHOrO MpenapaTa U (UJIn)
dbapmalieBTHMUECKON CyOCTaHIIMM) (Haiee -
3asiBJIeHNe) C MPUIOKEHEM CJIeAYIOLX
JIIOKYMEHTOB B 3JIeKTPOHHOII (popMe (rmakeTa
37IeKTPOHHBIX TOKYMEHTOB):

a) MPOEKT 3aKII0UeHNS,

6) 060CHOBaHME KOJIMYECTBA BBO3UMBIX
JIeKapCTBEHHBIX ITPerapaToB U (M)
dbapmaneBTHMUYECKMUX cybcTaHNit. O60CHOBaHME
KOJIMYECTBA BBO3MMBIX JIEKAPCTBEHHBIX CPEJICTB B
1eJIsIX pa3paboTKy, UCCIeIOBaHMIA, KOHTPOJIS
6e30macHOCTH, KauecTBa U 9pPEKTUBHOCTHU
JIEKapCTBEHHBIX CPEACTB OIpedesseTcs] UCXOMs U3
TEXHOJIOTMUYECKO CXeMbI ITPOU3BOICTBA
JIeKapCTBEHHOTO MpernapaTa ¥ MaTepuaabHOTr0






6anaHca (MMpoM3BOICTBEHHO pelenTyphl),
COCTaBJIEHHOTO IO JTAHHBIM MTPOMBIIIJIEHHOTO

periamMeHTa (TeXHOJIOTMYECKMUX MHCTPYKLMIA) 110
MIPOU3BOJCTBY JIEKAPCTBEHHBIX CPEJICTB UJIU €ro
IIPOEKTa, U IIPeJCTaB/IsIeTCs B B/E BBIIIMCOK U3
IIPOMBIIIEHHOTO perjamMmeHTa (TeXHOJOIMYeCKUxX
MHCTPYKLUMIA) UM UX IPOEKTOB, BBIIIMCOK U3
HOPMAaTUBHOJ AOKYMeHTaluuu (HOpMaTUBHOTO
JIIOKYMEHTA I10 KaueCTBY) W UX [IPOEKTOB,
cofepxkauux MHGOPMaIKIO O KOJUYeCcTBe
JIeKapCTBEHHOTO CPeACTBa, HEOOXOAMMOTO IS
MpOBeAeHMs UCTIBITAHU I KaueCTBa I10
COOTBETCTBYIOLIMM IMOKa3aTessIM, CCbUIOK Ha
dbapmaxkorneiiHbie CTaTby TOCYAAPCTBEHHO
dapmaxomnen, hbapMmakormneiHbie cTaTby hapMaKkoIen
EBpasuitckoro 3SkKOHOMMUYeCKOro cox3a uimn
3apy0OeskHbIX (hapMaKoIIeil ¥ pacyeToB IKCIIEPTHOTO
yupexaeHus, OCYLIeCTBIISIONIero SKCIepTusy
JleKapCTBeHHbIX cpencTB. O60CHOBaHME KOJIMUECTBA
BBO3VMMBbIX JIEKapPCTBEHHBIX IIPEIapaToB B LeJISIX
MpOBeAeHUS KIMHUYECKUX UCCIeTOBaHUI
JIeKapCTBEHHOTIO Iperapara olpeesieTcss UCXO4s U3
YCJIOBUV IIPMMEeHeHMs JIeKapCTBEHHOrO Ipernapara B
paMKax IpoBeJeHUs] KIMHUYeCKOro UCCIeJOBaHus U
MpeCTaBIIsIeTCS B BUE CBeeHMI O cCxeMe mpuema,
I03aX, KOHIeHTpauusx, (pacoBke, KpaTHOCTU
npueMa, JJIUTeIbHOCTY Iepuoia puMeHeHUs






JIEKapCTBEHHOTO IIperiapaTa B KIMHNMYECKOM
ncciaenoBaHM, KOJInM4yeCTBe IIallMeHTOB,

MIPUHMMAIOIIMX yYacTe B KIMHUUIECKOM
MCCIIeIOBAHNUM, VIV MHBIX OKYMEHTOB,
MOATBEPKAA0N X HE0OOXOIMOCTh BBO3a
JIeKapCTBEHHOTO Tperapara B 3asiBJIeHHOM 00beMe;

B) KOIIMU JOTOBOPA (KOHTPAKTA), IPUJIOKEHUS U
(M) IOTIOJIHEHMS K HEMY, a B CJIyyae OTCYTCTBUS
JOroBopa (KOHTPAKTa) - KOIIMM MHOTO JOKYMEHTa,
MOATBEPKAAI0IIEero HaMepeHus CTOPOH (B ciydae
yyactus 2 wiy 60j1ee CTOPOH);

I') KOITUY JJOKYMEHTOB, IOITBEPKAAIINX KaueCTBO
JIeKapCTBEHHOTO Iperapara (3a UCK/II0YeHneM
CJIy4yasi BBO3a JieKapCTBEHHOTO Ipernapara JIJist
OKa3aHMS MeIUIMHCKOM MOMOII M0 KM3HEHHbIM
MTOKAa3aHMSIM KOHKPETHOTO IalyeHTa MO0 OKa3aHus
MeOUIIMHCKOM MTOMOIIY OTPAaHUYEHHOMY
KOHTMHTE€HTY NaIMeHTOB C peJKoii 1 (1) 0co60
TSIKeJI0 nmaTosioruein) u (miamn) dapMmaleBTUUYEeCKUX
cyOCTaHLIMI, BBIJAHHBIX OpraHu3anmei -
MIPOMU3BOANUTENEM JIEKAPCTBEHHbBIX CPEICTB MU UHO
opraHm3aiuent, yrioJHOMOYeHHOM Ha
TOATBEP KA EHME KaueCTBa JIEKAPCTBEHHBIX CPELCTB B
COOTBETCTBUM C 3aKOHOIATEbCTBOM CTPAHBbI
IIPOUCXOXKIEHM S JIEKAPCTBEHHOI'O CPe/iCTBa,
copepskalye rnoxkasaTteyim (XapakTepuCTUKN) ¢






YKa3aHMeM MeCTa IIPOMN3BOACTBAd KOHKPETHOTO
JIEKapCTBEHHOTO CpeacCTBa;

II) B C/Tydyae BBO3a KOHKPETHOM MapTumn
3aperncTpPUPOBAHHbBIX U (UJIK)
He3aperucTpUMpPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB,
MpeaHa3HAaYeHHbIX JJIS TPOBeIe ST KIMHUYECKUX
MCCIIeOBaHMIA JIEKapCTBEHHBIX IIpernapaToB, KON
IIOKYMEHTOB (MakeTbl U (1n) ¢poTorpadun
YIIaKOBOK), ITOATBEPXKAAI X HAZJIesKAIYI0
MapKMUPOBKY JIeKapCTBEHHbBIX CPEJICTB,
00YyCIOBMBAIOIIYIO UX 1leJIeBOe MCIT0/Ib30BaHMe
UCKJIIOUUTEIbHO B KIMHUYECKUX UCCIeJOBAaHUSX;

€) B CJlydae BBO3a JIeKapCTBEHHOTO Iiperapara ajis
OKa3aHMsT MeIMUIIMHCKOM TTOMOIIIM 10 KV 3HEHHbIM
IIOKA3aHMSIM KOHKPETHOTIO MMalyieHTa:

KOIMSI TIPOTOKOJIA 3aKI0UeHMsT BpaueOHO
KOMMCCHUM JTMO0 KOHCWINYMa Bpaueil (pegepaabHOTO
yupexaeHus (Bpaue6HO KoMUCCUm 6o
KOHCUJIMYMa Bpaueli CTPYKTYPHOTO oA pasaeneHust
Hay4YHOT'O WJIM 06pa30BaTeIbHOrO0 (heepaasbHOTO
YUpeskaeHMs1), B KOTOPOM OKa3bIBAEeTCS
MeAVLVHCKAs TOMOILb MMalMeHTy, MOAMNNCAaHHOTO
PYKOBOJUTENEM yUpexaeHus (DYKOBOUTeIeM
CTPYKTYPHOTO MO pa3aeseHus HAydHOTo WiIn
ob6pa3zoBaTebHOrO (heiepasbHOTO YUpeXIeHus,






JIULIOM, VICTIOJTHSTIOIIMM 00SI3aHHOCTY PYKOBOIUTEJISI
yUpeskaeHus, MO0 YIIOTHOMOYEHHBIM JIMIIOM B
JIOJKHOCTY He HUKe PYKOBOAUTEJISI CTPYKTYPHOTO
MoapasieseHnst HAYYHOTO MM 00 pa30oBaTe/IbHOTO
dbemepasbHOrO YUpPEsKIEeHMS, €eT0 3aMeCTUTEIS, B
cdhepy mesaTenbHOCTM KOTOPOTO BXOASIT BOIIPOCHI
OpraHm3aluy MeIuIMHCKOM MOMOIIN), O
Ha3HAUeHUM IMalMeHTy He3aperucTpMpoBaHHOTO
JIeKapCTBEHHOTO Iperapara JJisi OKa3aHusI
MeOUIIVMHCKO ITOMOIIY 110 JKM3HEHHbBIM ITOKa3aHNUSIM
(c yKasaHMeM TOProBOr0 HaMMeHOBaHMUsI 160
MeKIyHapOAHOTO HelTaTeHTOBAHHOTO
HaMMeHOBaHMSI, JIEKAaPCTBEHHOM (OPMBI, JO3MPOBKA
" KOJIMUECTBa He3apermcTpUpoOBaHHOIO
JIEKapCTBEHHOIO Mperapara ¥ 060CHOBaHMEM
HeOOXOIMMOCTHM ero BBO3a) Uiy obpalieHme
YIIOJIHOMOYEHHOTO OpraHa MCIIOJTHUTEe/IbHO BJIaCTU
cyobekTa Poccuiickoit @efepaiiy 0 HEO6XOAMMOCTH
BBO3a He3aperncTPUPOBAHHOIO JIEKAPCTBEHHOI'O
npenapara IJisl OKa3aHus MeIUILIMHCKO ITOMOII M T10
SKM3HEHHBIM ITOKa3aHMSIM KOHKPETHOTO TalueHTa C
MIpUI0XKEeHMeM KOMMU IIPOTOKOJIa pelleHnsI
Bpaue6GHOI KoMUCCUM MO0 KOHCUIMYyMa Bpadeit
yupeskgeHus cyorekTa Poccuiickoit @emepaiium, B
KOTOPOM OKa3bIBaeTCsI MeAUIMHCKas IOMOIIb
MalyueHTy, MOAMNMCAHHOTO PYKOBOAUTEIEeM
yuUpexkmeHus 100 JIUIIOM, MCIIOTHSIOIMUM eTro






06H3aHHOCTI/I, O Ha3HAY€HUN MMallMEHTY
He3apermcTpmMpoBaHHOTI'O JIEKapCTBEHHOTO

rnpenapara Jjisi OKa3aHus MeIUIIMHCKO ITOMOIIU T10
>KM3HEHHBIM ITOKa3aHMSIM (C yKa3aHueM TOProBOro
HaMeHOBaHUS 160 MeXXIyHapOJHOTO
HernaTeHTOBAaHHOTO HaMeHOBAaH S, JIeKapCTBEHHO
dbopMmbI, TO3UMPOBKYU 1 KOJIMYECTBA
He3aperMcTpUpOBaHHOTO JIeKapCTBEHHOT'O
rperiapara);

KOIMSI TTacIopTa WM CBUAETEbCTBA O POKIEHUA
naiyeHTa, KOTOpoMy Ha3HaueH
He3aperuCTPUPOBAHHbIN JIeKapCTBEHHBI Mpernapar
IJISI OKa3aHMsI MeIUIIMHCKOM ITOMOIIH T10
SKM3HEHHbBIM ITOKA3aHMSIM.

He pmomyckaeTcs MOBTOpHOe MpecTaBIeHne
YKa3aHHBIX IPOTOKOJIOB pellleHN 1 BpaueOHbIX
KOMMCCHIT TMO60 KOHCYJIMYMOB Bpaueii, eciu 1o HUM
BBIJIAHO 3aK/II0UeHNe paHee (KpOMe peleHuii
BpavyeOHbIX KOMUCCHI TMO0 KOHCUIMYMOB Bpaueii, B
KOTOPBIX ITPOIMCaHbI JIeKAPCTBEHHbIE ITperapaThl
TTOKM3HEHHO MJIU JIJIST IJINTEIbHOI Tepanumu
3aboseBaHMsI).

7. BBO3 He 3aperncTpupoBaHHOTO B PoCCUiiCcKoii
denepauyy 1€KapCTBEHHOTO Mpenapara ajist
OKa3aHMs MeJULMHCKON IMOMOIIM OTpaHUUEeHHOMY






KOHTUHTEHTY MMallMeHTOB C peIKoii U (MJI1) 0000
TSIKEJION MaTOJIOTHeN OCYIeCTBIISIETCS HA OCHOBAaHUU

3aK/JII0YEeHMSI, MOATOTOBJIE€HHOIO BO MCIIOJIHEHME aKTa
[TpaBuTtenbcTBa Poccuiickoin @epepaiiyiv, B KOTOPOM
YKa3bIBaIOTCS I0pUAMYECKOE JINUIL0, OCYLIECTBIISIOLIEe
BBO3 B Poccuiickyto ®@enmepanunio
He3aperucTpMpOBaHHOIO JIEKAPCTBEHHOTO
rpenapara, MeXXJayHapo Hble HelaTeHTOBAHHbIE
HayMeHOBaHMS JIeKapCTBEHHbIX MpernapaToB, UX
dbopMbl, JO3UPOBKY, 00bEMBI, TTOIEXKAI e BBO3Y, a
TaKke 3aboieBaHMe (COCTOSIHME) TTALIEHTOB, JIJIST
OrPaHMYEHHOTO KOHTMHI'E€HTA KOTOPBIX BBO3UTCS
JIeKapCTBEHHBIN IIpernapar.

IOpuanyeckoe nuil0, yKasaHHOE B aKTe
[TpaBuTtenbcTBa Poccuiickoin @epepaiiyin, B TeUeHME
3 pabouux JHe co AHS ero U3IaHus IpeacTaBiseT B
MMHMCTEPCTBO 3ApaBOOXpaHeHUs Poccuitckoit
@demepaliiy MOCPECTBOM €IMHOTO IopTaa
3as1BJIeHMeE, a TAKXKe JOKYMEHTbI, YKa3aHHbIE B
MOAIYHKTaxX "a" 1 "B" MyHKTAa 6 HacTosgmux IIpaBui.
B 3asBneHnu yka3pIBalOTCSI HOMeEp U JaTa akTa
IIpaBuTennsctBa Poccuiickoi @emepaliun.

PaccmoTpeHne npeficTaBleHHBIX JOKYMEHTOB U
IIPUHATHME 110 HUM pelleHUs OCYILeCTBISIOTCS B
COOTBETCTBUM C MYHKTOM 9 HacTosmux [Tpasui.






8. 711 BpIauy 3aKJII0UEHUS 3asIBUTE/Ib BIIpaBe
nmpeagCcTaBMUTb KOIIMM CBUOETEJIbCTBA O

rOCyJapCTBEHHO perucTpauuy U CBUIETeNbCTBA O
IIOCTAHOBKE Ha yYeT B HAaJIOTOBOM OpraHe, a Takxe
KOTIMY paspeleHnss MMHUCTEpCTBA
3apaBooxpaHeHus Poccuiickoit @enepauy Ha
IIpOBeJieHVe KIMHNYECKOr0 UCCae0OBaHNS
JIeKapCTBEHHOTO Iperapara (B cjiydyae BBO3a
KOHKPETHOM IapTum JeKapCTBEHHBIX CPELCTB,
rpefHa3HauYeHHBIX JIJIS1 TIPOBEEHUS KIMHUYECKUX
MICCIIeOBAaHMII JIeKapCTBEHHBIX IIpernapaTos) 110
COOCTBEHHOV MHUIMATBE. MUHUCTEPCTBO
37paBoOXpaHeHMs Poccuiickoin

depnepalyy He BIIpaBe TPeOOBATD Y 3asIBUTEJIS
TIpeCTaBIeHMs KOIMi1 YKa3aHHbBIX TOKYMEHTOB.

9. MuHMCTEpCTBO 34paBooxpaHeHns Poccuiickom
denmepaliy B CPOK, He TIPEBIMIAIINIA 5 pabounx
JHel CO IHS IOCTYIUIeHUSI JOKYMEHTOB, YKa3aHHbIX B
MyHKTax 6 1 7 HacTosiux [IpaBui:

a) MPOBOJUT MPOBEPKY IMOTHOTHI U JOCTOBEPHOCTH
CBeeHM, collepsKaliuxcsl B IpeiCTaBIeHHbIX
3asiIBUTeJIeM TOKYMEHTax, a B CJlyvae eCjiv 3asiBUTeJIb
He TIPeICTaBM/I KOTIHIO paspelneHus MuHucTepcTBa
Ha IIPOBe/ieHe KIMHNYECKOTO MCC/IeJOBaHMS
JIeKapCTBEHHOTO Mpernapara (B c/iyuae BB03a






KOHerTHOVI MmapTumn JieKapCTBeHHbIX CpeACTB,
MMpegHa3HaYe€HHbIX OJI4 IMPpOBeaeHNA KIMHNYECKNX

MCCIeOBAHMI TeKAPCTBEHHBIX MTPENAapaToB), TAKKE
IIPOBEPKY HAJIMUMS YKA3aHHOTO pa3perieHns y
3asBMUTeJISI HA OCHOBAaHMM IaHHBIX peecTpa
BBIZJAHHBIX pa3pelleHit Ha MpoBeeHme
KJIMHUYECKUX VCC/IeOBaHNI TIeKapCTBEHHbBIX
IIpernaparos;

0) 3ampalnMBaeT 1 IOJIy4aeT B IOPSIIKe
MeXXBeIOMCTBEHHOT0 MH(GOPMAaIMIOHHOTO
B3aMMOIeiCcTBUS OT PemepasbHON HAJIOTOBOM
CJTY3KOBI MHGOPMAIMIO O haKkTe BHECEHUS CBeIeHMI O
3asiBuTese B ENMHBIN rocyaapCTBEHHbIN peecTp
IOPUINYECKUX JIUIL U O paKTe MTOCTAHOBKYM 3asIBUTEJISI
Ha yJyeT B HAJIOTOBOM OpraHe, ecjii 3asiBUTEJIb He
MpeCcTaBUII KOIIMI CBUAETEe/NbCTBA O
rOCyJapCTBEHHO PerucTpanum 1 CBUIETENbCTBA O
IIOCTaHOBKE Ha y4eT B HAJIOTOBOM OpraHe;

B) IPUMHMMAaET pellleHNe O Bbljaue 3aKIIYeHUS NN
pelieHMe 06 OTKa3e B Bbifjaue 3aKII0UeHMS C
yKa3aHueM IPUUYMH 0TKa3a;

T') HaIlpaBJIsieT B JIMYHBIN KaOMHET 3asIBUTES Ha
eqMHOM TopTasie B popMe 371eKTPOHHOTO JOKYMEHTA,
MTOAIVCAHHOTO YCUIEHHOM KBaIMOUIIMPOBAHHOM
3JIeKTPOHHOJ MOATINCHIO, 3aKII0UYeHNe UIU






YBeoOMJIEHIE 00 oTkase B BbIga4de 3aKII0YeHNd C
YKa3daHMeM IIPMUYMH TaKOro OTKa3a.

10. OTka3 B BbIgaue 3aKJII0UeHNS He SIBISIEeTCS
MIPensTCTBMEM /ISl IIOBTOPHOIO IIpeaCcTaBIeHMs
IOKYMEHTOB U CBe[JleHM1 B COOTBETCTBUM C ITyHKTOM
6 HacTosmx [IpaBui mocsie ycrpaHeHUS IPUYMH,
MOCTY>KMBIIIMX OCHOBaHMEM JIJIs1 OTKa3a.

11. [InaTta 3a BpIAauy 3aK/I0UEHNS He B3UMAeTCs.

12. OcHOBaHMEM /1 0TKa3a B BblJaue 3aKII0UYeHU S
SIBJISIIOTCSI CJIeIyIolie 0OCTOSTe/IbCTBA:

a) HaJIMuye HeIlOJHbIX UJIU HeAOCTOBEPHbIX
CBelleHIi B TOKyMEeHTAaXx, IpeACTaB/IsieMbIX
3asiBUTeJIeM /s TTOTyUYeHU s 3aK/II0UeHUST ;

0) JIeKapCTBEHHOE CPeACTBO, 3asiBJIEHHOE /ISl BBO3a B
Poccuiickyo @epepanyio s mejieii MeauiMHCKOTO
MIpUMeHeHMtsI, 3aTIpelieHo K MeIUIMHCKOMY
MpUMeHeHUIo Ha TeppuTopun EBpasuiickoro
9KOHOMMYECKOTO C0103a;

B) IOpUAMYECKOe JIUII0, TpeACcTaBUBIIee 3asiBlIeHNEe U
JOKYMEHTBI [IJIS1 LieJieil IOyYeHu s 3aKII0UeHus B
COOTBETCTBUM C MYHKTOM 7 HacToswux [Ipasui, He
YKa3aHO B COOTBETCTBYIOIeM akTe [IpaBuTenbCTBa
Poccuiickoit @epepaunn Kak JuL0, YIIOJTHOMOYEHHOe






Ha BBO3 He 3aperucTpUpoOBaHHOTrO B Poccuiickoit
®demepaliuy JieKapCTBEHHOTO TIpernapara Jjist
OKa3aHMsI MeAUIIMHCKO TIOMOIIY OTPAaHUYEHHOMY
KOHTMHTEHTY MaIMeHTOB C peaKoii 1 (Mau) 0co60
TSIKEJIOM MaTONIOTUEIA.

13. MuHMCTEpPCTBO 3apaBOOXpaHeHms Poccuiickon
denepauu BeleT peecTp BbIAaHHBIX 3aK/II0YEHUI B
3JIEKTPOHHOM BUZ€ B YCTAaHOBJIEHHOM UM MOPSIAKE,
KOTOPbII HOCUT MH(POPMAIMOHHbIN XapaKTep.

14. CBegenus, comepskamiuecs B 3aKII0YEeHUSX,
eXeHe[leJIbHO, He TT03Hee ITIepBoro pabouero JHS
KaJleHJapHO Helenu, MpeacTaBIsIOTCS
MuHucTepCcTBOM 34 paBooxpaHeHus: Poccuiickoi
@enepaliyiy B TAMOKeHHbIE€ OPraHbl B 3JIEKTPOHHOM
BH/JIe TIOCPeACTBOM UCITOIb30BaHMS eAMHO CUCTEeMbI
MesKBeJJOMCTBEHHOT'O 3JIEKTPOHHOTO
B3aMMOJeCTBUS.

15. Opranmsannmu, ocyiiecTBMUBIIE BBO3 B
Poccuiickyro ®@enepanyiio ieKapCTBEHHBIX
IperapaTos, peJHa3HaYeHHbIX JJ151 OKa3aHUs
MeIUUMHCKOM IMTOMOILIM T10 XM3HEHHBbIM MOKa3aHUSM
KOHKPETHOTO TMalleHTa, a Takyke OpraHu3alum,
OCYIIIeCTBMBIIE BBO3 HE 3apeTUCTPUPOBAHHOTO B
Poccuiickoit ®enepaiyiy JeKapCTBEHHOTO ITpernapara
JIJIS1 OKa3aHMSI MeOULIVHCKOM MOMOIIM






OTPaHMYEHHOMY KOHTMHTEHTY NallMeHTOB C PeAKOIA
" (MI1) 0cob60 TsKeJioit atosiorueit, B reuerue 10

pabounx gHel co JHS MOJyueHUs TeKapCTBEeHHbIX
rperiapaToB MeAUIIMHCKOV OpraHu3anueii, B
KOTOPOJi OKa3bIlBaeTCs MegULMHCKas [IOMOLIb
naluyueHTy, yBeJOMJISIIOT 06 9TOM MMUHUCTEPCTBO
3apaBooxpaHeHus: Poccuiickoii @enepaiuu B hopme
37IeKTPOHHOTO JOKYMEHTA, MOAMCAaHHOTO
3JIEKTPOHHOM MOAIIMCHIO (ITPOCTOM 3JIEKTPOHHOM
MOJTMCHIO, MO0 YCUIeHHOM KBaIupuiMpoBaHHO
9JIEKTPOHHO MOJINUCHIO, MO0 YCUIEHHOI
HeKBa/IMGUIMPOBAHHOI 371IeKTPOHHO MOANCHIO).

YTBepxaeH

rnocraHosyieHueMm IIpaBuTenbCTBa
Poccuiickoit @enepannn

ot 1 mions 2021 r. N 853

[IEPEYEHbD
YTPATUBIIUX CUJTY AKTOB U OTIEJIbHBIX
[TOJIOKEHNUI AKTOB
[IPABUTEJIbCTBA POCCUIICKOW ®EJEPAIIUU

1. IToctanosnenne IlpaButenbcTBa Poccuiickoit
denepanym ot 29 centsi6pst 2010 . N 771 "O
MOpSIIKe BBO3a JIEKAPCTBEHHBIX CPEJICTB MIJISI
MeJIUILIMHCKOTO MPMMeHeHUsI Ha TEPPUTOPUIO
Poccuiickoit ®emepaunn” (Cobpanue






3aKoHomaTebcTBa Poccuiickoitr ®egepanum, 2010, N
41, cT. 5235).

2. ITocranoBnenue [IpaBuTenbcTBa Poccuiickoin
®denepauyu ot 3 uwoHS 2011 r. N 441 "O BHeceHUMn
M3MEHEeHU B HEKOTOpbIe akThl [IpaBuUTeNbCTBA
Poccuiickoit ®enmepanyy 1o BONpocaMm BBO3a Ha
TeppuTopuio Poccuiickoi ®@enmepanym
JIeKapCTBEHHbBIX CPECTB IJIs1 MEAULIMHCKOTO
npumeHeHust" (CobpaHye 3aKOHOIATeIbCTBA
Poccuiickoit ®enepauuu, 2011, N 24, ct. 3494).

3. [IyHKT 4 U3MeHeHU 1, KOTOPbIe BHOCSITCS B aKThl
ITpaBuTenbcTBa Poccuiickoin @egepannu mo
BOIIPOCaM MpeaoCTaBIeHUS TOCYIapCTBEHHBIX YCITYT
B cdepe obpallieHNsI TeKapCTBEeHHbBIX CPeJICTB,
YTBEPKIEHHBIX TOCTaHOBJIeHMeM [IpaBuTenbCcTBa
Poccuiickoit ®egepauyu ot 5 mexabpst 2011 r. N 1001
"O BHeCeHUM U3MEeHeHNIi B HeKOTOPbIe aKThl
[TpaBuTennscTtBa Poccuiickoin @egepannm mo
BOIIPOCaM MPeSOoCTaBIeHMS TOCYAapCTBEHHBIX YCIYT
B cepe obpalleHus JeKapCTBEHHbIX CPeICTB"
(CobpaHue 3akoHOaTeNbCTBA Poccuiickoit
®enmepanunu, 2011, N 50, cT. 7390).

4. ITyHKT 128 M3MeHeHMI1, KOTOpble BHOCSTCS B aKThI
[TpaBuTtenbscTBa Poccuiickoin @egepannm mo
BOIIPOCaM JesiTeJIbHOCTY MuHucTepcTBa






3apaBooxpaHeHust Poccuiickoit @enmeparnm,
YTBEPsKIEHHBIX TTIOCTAHOBIeHMeM [IpaBuUTe/IbCTBA

Poccuiickoit ®egepauyy ot 4 ceHTsIopst 2012 r. N 882
"O BHeCeHUM U3MEHEeHNI B HeKOTOPbIe aKThl
[TpaBuTtenbcTtBa Poccuiickoit @emepannm mo
BOMpOCaM JesITe/IbHOCTM MUHMUCTEPCTBA
3apaBooxpaHeHus Poccuiickoit @emepaiim”
(CobpaHme 3akoHOIaTENbCTBA Poccuiickoit
denmepanunu, 2012, N 37, ct. 5002).

5. TIyHkT 28 M3MeHeHUit, KOTOpbIe BHOCSTCS B aKThI
ITpaBuTtenbcTBa Poccuiickoii ®epepanyn,
YTBEPKIEHHBIX TOCTaHOBJIeHMEM [IpaBuTenbCcTBa
Poccuiickoit @emepauyu ot 15 okrsa6pst 2014 r. N
1054 "O BHeceHUM M3MeHEHUIi B HEKOTOPbIe aKThl
[TpaBuTenncTBa Poccuiickoit ®epeparumn” (Cobpanme
3aKoHOmaTenbcTBa Poccuiickoin ®egepanum, 2014, N
43, cT. 5892).

6. ITocranoBnenue [IpaBuTenbcTBa Poccuiickoin
denmepauyu ot 28 gekabps 2016 r. N 1515 "O
BHECEeHUM M3MeHeHMs1 B TyHKT 9 [IpaBui BBO3a
JIeKapCTBEHHbBIX CPENICTB IJISI MeAULIMHCKOTO
IIpUMEeHEeHMsI Ha TeppUToOpuio Poccuiickoi
denpepanyun’ (CobpaHme 3aKOHOIATETHCTBA
Poccuiickoit ®epgepaunn, 2017, N 2, cT. 346).






