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JenapraMeHT JiekapcTBeHHOro oflecrievenss M perylHpOBaHHA ofpatiieHus
MEIHUMHCKHX H3Aeluii Munsapasa Poccii B cBA3M B npuHatueM PemepanbHoro
saxoHa oT 31.12.2014 Ne532-®3 «0O BHECEHHM HM3MEHEHHH B OTHCAbHEIE
3aKOHOZATENbHEIE aKThl Poccuiickod (Pemepaudd B 4acTH IpPOTHBOACHCTBHA
o6opoTy (ansCHULHUPOBAHHBIX, KOHTPA(GAaKTHBIX, HeNOOPOKAYCCTBEHHBIX H
He3aPerHCTPUPOBAKHBIX eKAPCTBEHHBIX CPEACTB, MCNMUHHCKHX WIIeNMH M
banbCHOHUIMPOBAHHBIX GHONOTHYECKH aKTHBHBIX 106aBoK» (narnee - 3axoH Ne 532-
33), nHPOpMHpPYET O CNEAYIOLEM. '

3akon Ne532-®3  wHanpaened Ha  KOMIUIeKcHoe  3dipexTuBHOE
npoTHBOAe#cTBHE 0OpalleHHK® HAa TEPPHTOPHH Pocculickoli  denepauuu
HeBe3onacHOH  (apMalieBTHYeCKOM ¥  MeIHUMHCKOH (B TOM  HHCIe

danbcrduuuposanoli H HenobpoxauecTseHHOH), a TaKe He3aperHCTPHPOBAHHOM
NPOAYKLIHH.

BrimeykasaHHRIA 3akOH pa3paoTaH ¢ Y4eTOM MOJOXEeHHH MOANMCARHON
Poccuitckoii Penepaumeit B Mockse B okrabpe 2011 ropa Konsenunu Cosera

Esponsl © Gopsbe ¢ Qanscudpukauueli = MEJHLUMHCKOR — NMPOXYKUMH
B CXOAHBIMHM MPECTYIICHUSAMH, YTPOXKAIOUHMH 30POBBIO HaceneHns» B Mockee
coctoanoce  noanucaHMe Kousenuuun Cosera  Epponmt  «O  6opnbe

¢ danpcupuKaumedi MEIMUMHCKOH MPOAYKUMH H CXORHEIMH NpPECTYICHHAMH,
YIPOXalOILHMH 300POBLI0 Hace eHH» (KoHBEHUHA «MeoHKpHM»).

OcHoBsbiMM Uensmu KoxpeHUun «Meaukpum» SBASIOTCA YCTAHOBICHHE
YIONOBHOH OTBETCTBEHHOCTH 33 (anbCHOUKALMIO MEIMUHHCKOR NPOLYKUHY
H CXOOHble TpecTyileHHs (NMPOH3BOACTBO, XpaHeHHe H MPEVIOKEHHA [0
peanH3auMy AaHHOH NPOAYKLHH, TOANENKA COOTBETCTBYIOINEH HNOKYMECHTAUMH M
YNaKoBOYHKIX MATEpHAOB), 3alllUTa MpPaB MNOTEPNECBLIHX -
npaBoHapyIleHUA,  pa3BHUTHE  COTPYAHHYECTBA  Ha

BWﬂmcynaPCTBeHHOM yPOBHﬂx. Jraen Renonpon3BOACTEA

W anxMaa
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WU3smeHenus 3akoHogaTenpHol Gasnl Poccubickof (denepanuy Ha OCHOBE
TapMOHH3IHPOBAHHBIX c MeXIyHapORHOH NpaKTHKOH NpaBoOBbIX
H OpraHH3aLMOHHBIX MOAXONO0B NO3BONAT 3GGEKTHBHO NPENOTBPALATD H 6opoTrca
¢ WHPOKHM KpYroM MpaBoHapyuwleHHH W MpecTynieHHi B cdepax obpatieHus
NIeKapCTBEHHBIX CPEACTB U MEXHITHHCKHX U3IENHH.

3akoHoM Ne532-®D3 cpeas NpPOMMX MEXa8HH3MOB IPOTHBOACHCTBHA .. .. ..

obpaieriio GansCHPUUMPOBAHHBIX, HeAOOPOKAYECTBEHHBIX H HeGe30NacHmX

NEKAPCTBEHHBIX CPECTB YCTAHABIHBAECTCA 3aNPeT Ha He3AKOHKLIE NPOH3BOACTBO,
c6LIT WK BBO3 Ha TeppuTopdio Poccuiickoff (enepaund B uenwx cObiTa
He3aPErHCTPHPOBANHBIX JEKAPCTBEHHBIX CPEACTS MM MEAMUHHCKHX Hijen#,
a TalKe COOTBETCTBYIOUMe caskuud B YronopHoM Kogexce Poccnficko#
®Genepauny u  Komekce Pocculfickot Pencpauun 06  aAMWHUCTPATHBHbLIX
NPaBOHAPYILEHHAX.

IpenmMeroM  TpecTyIUICHHA  ABAAIOTCA  JIeKapCTBCHHBIE  CPEACTBa,
OMpEfieNeHne KOTOphIX colepxuTca B PelepanbHoM 3aKOHE OT 12.04.2010
Ne 61- 3 (pen. or 22.10.2014) «O6 oBpallleHHH NIEKAPCTBEHHBIX CPEACTBY (C H3M.
H jion., BeTyn. B cuity ¢ 01.01.2015) (nanee — DepepansHsiii 3akoH Ne 61-03).

Cy6BexTHBHAA CTOPOHA PaCcCMAaTPHBAEMOrO MpPECTYILIEHHS XapaKTepH3yeTcs
puHOl B (JOpMe MPAMOro yMbICAa H CNENHANLHOW Leablo - xeaanHe cOuiTa
He3aPErKCTPHPOBAHHLIX JIEKAPCTBEHHBIX CPEACTB.

Ipu OTCYTCTBHH uenu cObITA JIKUO He JO/KHO MOAAEXKATH YroaoBHOMH
OTBeTCTBEHHOCTH. Takum o6pa3oM, OTBETCTBEHHOCTH M0 4. 1 CT. 238' YK PO,
T.e. 33 He3aKOHHhifi BBO3 Ha TeppuTopHio Poccuiicko#i  Qenepallun
HE3apErUCTPHPOBAHHBIX JIEKAPCTBCHHBIX CPEICTB HACTYNHT JHIL B TOM Ciyd4ae,
KOrAa JMUO TNpecieayeT ueab cObITA BBe3CHHLIX cpeacTB (NPH NPOMHX
YCJAOBHRX).

B ciyyae xe npuoOpeTeHHs (H3MYECKVM JIMLOM HE3aperHCTPHPOBAHHBIX
NeKapCTBEHHHWX MpeNapaToB 3a NpelenaMu TeppHTopu Poccuiickoil Denepaumy,
KOTOPpBHIC npexHasHa4eHbl  Uif ero JNHYHOTO HCIOAB30BAaHHA, YrojAOBHad
OTBETCTBEHHOCTD HE HACTYMAET.

JlaHHOE NpaBuUNIO BeITeKaeT U3 TpeGoBanmit m. 3 4. 5 cr. 13 u m. 1u. 1 crarsu
50 ®egepansHoro 3akona Ne 61-O3. B cOOTBETCTBHM ¢ HA3BAHHLIMM HOPMaMH
AeKApCTBEHHbIE Npenapatsl, NprobpeTerHbie GUIHYECKHMH NIMLIAMH 32 TIpeeramu
teppuropun  Poccuiickofi Qemepauuu M NpeAHasHaueHHbIE [N JHYHOIC
CIIOAB3OBAKMA FOCYAPCTBEHHON PerucCTpallMK He nomnexar. [lns Takux cpencTs
He NpeAyCMOTpeHb! oco0bIe [paBHia HX BBO3A. :

CnenosaTenbHO, TAKOE JIHIO TAKXe He AOMKHO MOABEPraTbCA YrONOBRHOMY
npeciefOBaHMIO No HoBoM cTathe 238' YK PO,

JenapraMeHT roCYAapCTBEHHOIO peryRupoBaHus obpallieHHA
NekapcTseHHBIX cpencts Munsapasa Poccun otMevaert, uto dellepanbHbiil 3aKOH
Ne 61-0O3 yperyanmpopan Bo3MOXHOCTL BB03a B Poccmiickylo ®enepauHio
KONKDETHOH NAapPTHA HE3APErHCTPHPOBAHHLIX JIEKAPCTBEHHLIX CPEACTS,
NpefHAZHAYECHHBLIX [OAA OKa3aHHA MEAHUHHCKON NOMOUIH NO KHIHCHHBIM
NOKA3AHHAM KOHKPETHOr0 NalHEHTA.

B cooteercTBMM ¢ 4. 3 cr. 47 denepansHoro zakoHa Ne 61-@3, Bs03
HE3aPErUCTPHPOBAHHEIX JIEKADCTBEHHBIX CPEACTB MPOM3BOAMTCH HAa OCHOBAHHY
paspellicHHs,  BBINAHHOTO  YNOAHOMOYEHHBIM  (eNepalbHBIM  OpraHoM
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UCTIONHUTENEHON BNacTH no 3aspneHusaM mun. K uyHeay Takux JHL OTHECEHH!
MERHUHHCKWE  OpPTaHM3alMH, MNPOM3BOAMTENH  JIEKADCTBEHHBIX  CPEACTB,
OpraHM3allid ONTOBOW TOPTOBAM JEKAPCTBEHHBIMH  CPENCTBAMH, HayuHO-
HCCIEAOBATeNBCKHE OpraHM3aumy, ofpa3oBaTeNbHble OpraHu3alMH BBHICIICTO
o0pa3oBaHHs, a TAlOKe HHblE yKa3aHHbIE B MyHKTax 1-4 crateu 48 demepansHoro
3axoHa Ne 61-03.

Paccmorpenne MuniapaBoM PoccHH 3afiBJleHHS H NMPHASTHE pelieHHN
0 BhiAAYE PA3PEIUEHHA HA BBO3 KOHKPeTHOH NapTHH He3APErHCTPHPOBAHMHMIX
NEKAPCTBEHHBIX CPEcTB, NMPEAHAIHAYCHHBLIX ANA OKAAHHA MeAMNMHCKOH
NOMOILH N0 KHIHEHHBIM MOKAZAHMAM KOHKpETHOro nauuenta nubo 06 oTkase
B BbiAAYe YKAZAHHOIO Pa3pelleHHs NPOH3BOAATCH B CPOK, He NPeBHIMAIOWHHA
naTe paGounx aueii. Ilnara 33 BRAAYMY YKa23AHHOIO PpaspellleHHA He
B3IHMACTCH.

CooTBeTcTBYIOILIHE TIONOXKEHUA o BO3MOMHOCTH BBO3a
He3APErHCTPHPOBAHHLIX NEKAPCTBEHHBIX NPENapaToB IS OKa3aHWs MENHLHMHCKOH
NOMOILK MO XH3HEHHBIM [IOKA3aHHAM KOHKPETHOIO nauxeHTa MpeayCMOTPEHB!
myrktom 10 TlpaBun BBO3a JeKapCcTBEHHBIX CPeICTB I  MEIMUMHCKOro
fMpuMeHeHUs Ha Tepputopuio  Poccuiickolt Qenepallid, YTBEpXKACHHBIX
nocranosnexneM Ilpasutensctsa Poccuiickoit Penepaunn or 29.09.2010 Ne 771
«O nopssiKe BBO3a JIEKAPCTBEHHBIX CPEACTB NS MENHUWHCKOrO NMpUMEHEHHS Ha
reppuTopHIo Pocchiicxoit Penepaunn».

Bo HCToNHeHHKe BHILIEYKa3aHHBIX HOpM W3llaH mpuka3 Munsapasa Poccun
or 02.08.2012 Ne58H «O6 yrBepXKACHHMH AJMHHHCTPaTHBHOIO peEriaMeHTa
MHuHHCTEpCTBA 3ApaBOOXpaHeHHs Pocculickoli denepauun No NpefOCTABICHHIO
rocyoapCTBCHHOH ycnyr# 1o Bblaadye paspelieHHi Ha BBO3 Ha TEPPHTOPHIO
Poccuiickolt (denepauyyu KOHKpeTHOH MApTHH 3apErHCTPHPOBAHHBIX W (unu)
He3aperHCTPHPOBAHHBIX NEKApCTBEHHBIX CpelCTB, npeaHa3sHayeHHbIX
A4 DpOBeACHHA KIMHHYECKHX HCCIENOBaHHA JeKapCTBEHHBIX IPENaparos,
KOHKpETHOH  [IapTHH  HE3APETHCTPUPOBAHHBIX  JIEKAPCTBCHHBIX  CPONCTS,
NMpeAHa3HAYEHHbIX [N MPOBEAEHHA IKCMEPTH3IB! JIEKAPCTBEHHBIX CPEACTB B LICNAX
OCYLIECTBNEHHA [OCYIApPCTBEHHOH PerHCTpallii JIEKapCTBEHHBIX MNpenapatos,
KOHKPETHOW  MapTMH  HE3aperMCTPUPOBAHHBLIX  JIEKAPCTBCHHBIX  CPEACTB
A8 OKa3aHHA MENWUMHCKOH NMOMOILM N0 XH3HEHHBIM MOKA3aHHAM KOHKPETHOro
nanueHTa» (3apeructpuposan B Muntocre Poccuu 04.03.2013, Ne 27438).

TlopAamoK HasHa4eHHs H TNpPHUMEHEHHS TAKHX NPenapaToB YCTAHOBJICH
npukasoM Mun3apascoupassutis Poccd oOT 09.08.2005 Ne 494 «O nopsanxe
NPUMEHEHHS IEKAPCTBEHHBIX CPEACTB Y GONBHBIX N0 XUIHEHHBIM MOKAZAHUAM>.

Pemensie o HeoOXOQHMOCTM Ha3HaueHHs mpenapata MPHHHMACTCH
KOHCHITHYMOM (elepanbHON ClielHANH3HpOBaHHON MEOHLHHCKOH OpraHH3aluy,
unH yupexaeHus Poccuiickolt akaeMHH MENHUHHCKHX HayK, nubo y4YpexaeHHus
cy6pexta Poccuitckoit denepanys, B KOTOPOM OKa3hIBAETCA MeJHUHHCKaA NOMOLLL
KOHKPETHOMY MNalHeHTy, oGOpMAACTCA NPOTOKC/IOM H MOANHCHIBACTCA [J1ABHLIM
Bpa4oM HJIH AYPEKTOPOM CMELHATH3UPOBAHHOA MEAHLIHHCKOHA OpraHH3aLHH,

ONHOBPEMEHHO OTMedaeM, 4TO COT/IaCHO MYHKTY 9 INOCTaHOB/EHHUS
Tpasurensctpa Poccuiickoit ®enepaunu ot 29.09.2010 Ne 771 «O6 yTeepxkaeHHH
MpaBWJI BBO3a JIEKAPCTBEHHBIX CPEACTB MIA MEAMUMHCKOrO INDHMEHCHHA HA
teppuroprio  Poccuiickolt  (Peliepallui»  NEKApCTBEHHBIE Npenapatel A
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MENHUMHCKOTO TNIpPHMEHEHHMs (Kak He 3aperncTpHpoBaHHble B Poccuiickoi
Denepalyu, TaK W 3aperMCTPHPOBAHHBIE) MOryT ObITh BBE3eHH! Ha TEPPHTOPHIO
Poccuiickoit Penepaurn 6e3 paspeureddd MHHHCTepcTBa 3/1paBOOXPaHEHHA
Poccuiickoit DepepauMu, echd OHH T[peJHa3sHaYyeHbl B UEAAX JIHYHOIO
HCIIONIB30BaHHA JIEKAPCTBEHHBIX MpenapaToB QU3NYECKHMH JIKLAMH, NPUOLIBIIAMH
Ha TeppuTopHio Poccuiickoi enepauuu.

Taioxe yacTeio 5 [TonmoxeHHs 0 nOpsaAKe BBO3a Ha TAMOXEHHYIO TEPPHTOPHIO
TaMOXEHHOTO COK3a NEKAPCTBEHHBIX CPeACTB M (hapMaleBTHYECKHX CybcTaHuui
NpeAyCMOTPEHO,  4YTO  TNOMEIIeHHe  NOA  TaMOXEHHble  NPOUEAYPEI,
HEe3aperHCTPHPOBAHHBIX  JIGKAPCTBEHHBIX  CPEACTB, NpeAHA3HAYCHHBIX AN
NPOBEACHHA KIHHHYECKHX HCCNCNOBAHHHA, 3KCHEPTH3b! NEKAPCTBEHHBIX CPEACTE,
OCYLUECTRICHHS TrOCYNAapCTBEHHOH  PpEerMCTpauWM NeKapCTBEHHBIX  CPEACTB,
OKa3aHHA MEJHUWHCKOH TNOMOIMM NO XH3HEHHBIM MNOKA3aHHAM KOHKPETHOro
nauMenTa AM60 OKa3aHHA MEIHUMHCKOH MOMOWM OrpaHH4YeHHOMY KOHTHHIEHTY
MaldeHToB ¢ peako # (anm) ocobo TAKkenol naronorved, a TaKke
3aperucCTPHPOBAHHBIX EKAPCTBEHHEIX CPEACTB, PEJHA3HAYECHHBIX VIS MPOBEACHAA
KIIMHHYECKHX MCC/IENOBaHH, 3aperdCTPHPOBAHHBIX HIM HE3aperHCTPUPOBAHHBIX
NEeKapCTBERHBIX CPEACTB, NPENHASHAYEHHBIX JUIA OKA3aHUA TYMaHWTAPHOH NOMOLK
(comeAcTBMA), MNMOMOLUM MNPH UpPE3BbIYAMHBIX CHTYAUMAX, OCYIECTRIACTCA Ha
OCHOBAHHH 3aKMIOUeHHH (paspelieH#i), BbIaBaEMBbIX YIONHOMOYEHHBIM OPraHOM
B COOTBETCTBMHM C 3aKOHOAATENECTBOM IOCYJApCTBa - YieHa TamoOXeHHOro coio3a
(8 pen. pewenns Konnernu Eppasuiickoit 3KOHOMUYECKOH KOMHCCHH OT 18.12.2014
Ne 235).

Takum  ofpasom, [eHCTBYIOLIMM  3aKOHONATENbCTBOM  YCTAHOBJICHA
BOIMOXHOCTh BBO3a Ha TeppHTopHio Poccuiickol ®emepauyi He HMEIOWHAX
rOCYAApCTBEHHON PErucCTpaluHy JIEKApCTBEHHBIX MPenapaTos, MpuOOPeTeHHBIX 3a
npenenaMu TeppHTOpuH Poccuiickolf (denepauny QuIMMECKHMH JIHUAMK Ui
AMYHOTO HMCIOJIB30BAHUA H IOPUARYECKHMHU JHUAMH TS OKA3aHHA MEQHLHHCKOH
MOMOLIM N0 XU3HEHHBLIM TIOKa3aHHAM KOHKPETHOro naLHeHTa, H ONPCAC/CH
MOPAKOCK OCYILIECTBICHHA TAKOI0 BBO33, @ IMEHHO.

Ilns noyueHHs paspeilleHHs Ha BBO3 Ha Tepputopuio Poccufickot denepauu
He3aperMCTPHPOBAHHBIX JEKAPCTBEHHBIX CPEACTB A OKa3aHH#A MeAHLMHCKOH
MOMOILUKM TI0 JKH3HEHHBIM I[IOKa3zaHHAM KOHKPETHOIO nanHeHTa 3aABHTCAL
npescrTaBnseTr B MHUHHCTEPCTBO 3paBooxpaHeHus PoccuHcko# ®enepauun
sasBieHue (odopMisieTcs 3aABHTENeM Ha OyMaXHOM HOCHTeENE, 3aMONHAETCA Ha
NeYaTalomeM YCTPOMCTBE W B BHAE IEKTPOHHOH KONMH MO (OpME COrJacHo
npunoxexnio Ne 1) ¥ npunaraer ciefytomine 10KyMeHThL

- 3aKNMIOMEHHE KOHCHIMyMa Bpauelt denepanbHOre y4peskacHHA, B KOTOPOM
OKa3BIBAETCA MEIWIMHCKAA TIOMOIIs KOHKPETHOMY NAIMEHTY, [OINHCAHHOe
[IABHBIM BPauoM (AMPEKTOPOM) MM NHLOM, HCNONHIIOWMM €10 ODA3aHHOCTH, M
€ro JMEKTPOHHAs KOMW#, MOAMHCAHHAA 3NEKTPOHHOH UHGpPOBOHR TMOAINHCHIO, O
HA3HAYEHHH STOMY [IALMEHTY He3aPerHCTPUPOBAHHOTO JIEKAPCTBEHHOTO NpernapaTa
And OKa3gHHUA MY MEAULHHCKOH TIOMOIUHA N0 KH3HCHHBIM NoKa3saHniAM H
HeoGXOAKMOCTH €ro BBO3a;

- ofpallleHHe YMONHOMOYEHHOrO OpraHa MCTIONHHUTENBHOH BIacTH CYOBEKTa
Poccuitckoit @epepauud B (opMe 3JICKTPOHHOTO JOKYMEHTa, [OANNCAHHOMO
NEKTPOHHOH uudpoBoH NOANUCHIO, 0 HeoOXOAHMOCTH BBO32



5

HE3APErHCTPHPOBAHHOTO JeKAPCTBEHHOTO MPENapaTa ANA OKa3aHHA MeJHUHMHCKOH
IOMOLLH TIO >KH3HEHHBIM I[TOKa3aHMAM KOHKPETHOrO MALHEHTA ¢ fPHIOKCHHEM
KOMHH 3aKNIOYEHUA KOHCHIMyMa Bpaueil yupexaeHus cyOnexra Poccuiicko#t
Oeflepaliiy, B KOTOPOM OKAa3bBAETCH MEAMLMHCKAA MOMOLIL 3TOMY NMAUHEHTY, O
Ha3HauYeHHH €My He3aperHCTpMPOBAHHOTO NEKapCTBEHHONo Ipenapara Ans
OKA3aHHA MEMHLHMHCKOH NMOMOINM MO XH3HEHHBIM MOKA3AHUAM H HEeoOXOAMMOCTH
ero BBO33, MONMHCAHHONO TJAaBHBIM BpaYoM (HHPEKTOPOM) HIH JIMLOM,
HCNONHAIOIKM ero 00A3aHHOCTH;

- KOMUA TNAacrnopTa WIH CBHIETENBCTBA O DPOXKICHHHM NalUeHTa, KOTOpOMYy
HA3HAYEH HE3APETHCTPHPOBAHHLIA JNeKapCTBEHHBIH mnpenapar N0 KH3IHEHHBIM
MOKA3AHMAM [JIA OKa3aHHA MEOHLMHCKOH NOMOWIM, 3aBepeHHas (elepanbHaM
yupex/aeHHeM (yupexaeHHeM), OKasblBAIOIUHM MEAHIUXHCKYIO NOMOIIB, B dopme
3/IeKTPOHHOrO JIOKYMEHTa, MOATIHCAHHOTO 3NEeKTPOHHONA LH(pOBOH OAMHCHIO.

JloxyMeHTsl A8 TONYYEHHA  roCyAapCTBEHHOH  YCIYFH  ROJDKHEI
PeACTABIATECH Ha PYCCKOM A3bike 400 HMETh 3aBEPEHHBIH B YCTaHOBJCHHOM
nOpsiKe NEepeBo Ha PYCCKHMH A3BIK. :

B cnydae OTCYTCTBHA CepTHRMKATA Ha ICKTPOHHYIO LHM(POBYIO MOAMKMCH,
HeoGxoouMo  oOpaTHTBCA no  aapecy  http://www.crt.rosminzdrav.
«Ynocroepaiowu# Llentp MuHKCTEpCcTBa  3APABOOXPAHEHHA Poccuiickon
Mdenepaunm».

TIpkéM 3NEKTPOHHBIX 3asBICHHH, MOQMMCAHHBIX 3AEKTPOHHOH uudposoit
MOATHCHIO, OCYLECTBIAETCS no 3JIEKTPOHHOMY agpecy
vozlekpreparatov(@rosminzdray.ru.

B pamkax aestensHocTH CoBeTa 061LECTBEHHBIX OpraHH3all¥i 110 3almTe NpaB
nanMeHTOB npn MHMHHCTepcTBe 31paBooxpaHeHus Poccubickol denepauny
ocymectBasercd pPeKTHBHOE B3AUMOACHCTBHE ¢ MEAWLIMHCKHM coobIecTBOM,
oblLIeCTBEHHEIMH  OPraHHM3alMAMH, B TOM uHcne  GraroTBOPUTENBHBIMH,
Mo  BOMpOCAaM  COBEPIUCHCTBOBAHMA  OKa3aHHUA MEIMIHHCKOH  MOMOILK
K obecnedeHUs HAOCTYNHOCTH HEOOXOAMMBIX JIEKAPCTBEHHLIX TIPENApaToB, B TOM
YHCJie He3aPErHCTPHPOBAHHEIX.

[IpHHATEIE HIMEHEHUS 3aKOHOAATENbCTBA Poccutickoii PenepauyH cO3RAIOT
YC/OBHS JLIs TIOBBILEHHS OTBETCTBEHHOCTH CYGheKTOB 0OpanieHuA NeKapCTBeHHEIX
CPEeACTB, NpPECEYEHHA He3aKOHHbIX TPaHCTPAHUUHBIX nepeMeuleH|, 3aUIMTHI
HaceneHHs oT HebezonacHoN (apMalieBTHEECKOH NPOMYKLHH ¥ HEAOOPOCOBECTHEIX
Y4aCTHUKOB PBIHKA.

Hupextop JenaprameHTa
nexapcTBeHHOTO OfecnedeHHs

W peryaupoBaHHs oOpalueHus

. MEIMUMHCKMX M3JIeNnil W E.A. MakcuMxuHa

Ipektop JlenapraMeHTa
rocyaapcTBEHHOTO pery/IupoBaHus

o6pallleHHA fEeKAPCTBEHHBIX CPEACTB AT. Ueinasimees

O.B.Cenepueena 627-24-00 (2022)




[Mpunoxenne Ne 1

(6n1ank oprasH3alHU-3AABHTEN)

B MunucrepcTBo 34paBOOXpaHEeHHS
Poccniickoii deaepaunu

3asBiieHHe
IUTA [IOyueHH pa3pelieHs Ha BBO3 Ha TeppHTOpHIO Poccuiickod ®enepaumu
He3aperHCTPUPOBAHHOTO NEKAPCTBEHHOrO Npenapara, HeoOX0XHMOTro J/is OKa3aHHA
MEIHLMHCKON ITOMOIIIH 10 XH3HEHHLIM TOKa3aHHAM KOHKPETHOro NaluHeHTa

1 | HauMeHoBaHHe U anpec
OpraHH3aU{H-3aaBUTEA

2. | HaumeHoBaHUe nekapcTBEHHOTO
npenapara

(roprosoe  u  (upu)  MEXRYHEpOAHOE
HENATEHTOBANHOS)

3. | JlexapcTBeHHas dopma

4. | Jo3suposka,

nepBUYHaN YITAKOBKa,
KOJIHYECTBO B MOTpeOUTEIbCKOH
yIIAKOBKE

5. | HaumeHopaHue

OpraHM3alM¥ - NpPOM3BOAHTENS
JIeKapCTBEHHOrO Ipenapara

6. | Crpasa npox3BoncTBa
NEeKapcTBEHHOIO fipenapara

7. { ®UO nanuenTa, AaTa POKIEHUS

8. | HaumeHoBaHMe H anpec
yupexxIeHH, B KOTOPOM
OKa3bIBaeTCs MeAULHHCKASA
NOMOLILb

9. | Huarnos

10. | KonuyectBo  neKapCTBEHHOrO
npenaparta HeobxonuMmoe AN
OKa3aHUA MeIHUKHCKOH
MOMOLIH




11.| Crpana, w3 xotopoit Oyner
OCYLUECTBNATHCA BBO3 Ha
TEPPHTOPHIO Poccuiickoi
®enepanuu

12. | Cnocob BBO3a

13 | HaTa npexnonaraeMoro BBO3a

IlpunaraeMbie JOKYMEHTBL: o
1) sakmioueHne koHCHAMyMa Bpavell QefepanbHOro YYpexeHHs, B KOTOpOM
OKa3blBaeTCs MEJHLUMHCKas MOMOIUL KOHKPETHOMY MALUHEHTY, NOANHCAHHOe
TNABHLIM Bpa4OM (AHPEKTOPOM) WIH JHLOM, HCHONHAIOUIHM ero o0f3aHHOCTH, U
ero 3JeKTPOHHas KOMHS, MOAMHMCAHHAs MeKTpoHHOH uudporo#f MoANHCHIO, ©
Ha3Ha4eHHH 3TOMY NALHEeHTY HE3aperHCTPKPOBAHHOTO IEKAPCTBEHHOTO Mpernapara
1A OKa3aHHA €My MEJHUMHCKOH TOMOWM N0 JKH3HEHHBIM [IOKa3aHHAM H
HeoOXOAMMOCTH €r0 BBO3a;

2) ofpauieHHe YNOMHOMOYEHHOrO OpraHa MCNOJHHTENBLHOH BnacTH cybbexTa
Poccuiickoii ®epepauv B QopMe SMEKTPOHHOIO AOKYMEHTa, MOATHCAHHOTO
IIEKTPOHHOMN uugposoii NIOAITHCEIO, 0 HeobxoauMOCTH BBO3a
He3aperHCTPHPOBAHHOTO JIEKAPCTBEHHOTO Nperapara [UI% OKa3aHHA MeIHLMHCKOMH
MOMOLIM MO YXH3IHEHHBIM INOKA3aHKAM KOHKPETHOIo IALMEHTa C IIPHJIOXKEHHEM
KOMMH 3aKMIOMEHHs KOHCHIHYMa Bpaveit yupexxaeHusa cyOnexra Poccuiickoit
®epepatiini, B KOTOPOM OKa3blBaeTCA MERMLMHCKAN NOMOIUb 3TOMY MalHeHTy, O
HA3HAYEHMH €eMY HE3aperuCTPUpOBAHHOTO JIEKapCTBEHHOTO TMpefapara A
OKa3aHHWA MEAULMHCKON NMOMOILM 1O KH3HEHHBIM NOKa3aHHAM H HEOOXORHMOCTH
€ro BB03a, MOANHCAHHOTO TJAaBHLIM BpAYOM (OHPEKTOPOM) MWK JIHLIOM,
HCTIOJIHAIOLIMM £r0 00A3aHHOCTH,

3) KONMA TNACOpTa HAH CBHAETENHCTBA O pOXACHHM NalUeHTa, KOTOPOMY
Ha3HA4YEH HE3apPerHCTPHPOBaHHLIH JNeKapCTBEHHRBIH npenapar No JKH3IHEHHBIM
MOKA3aHUAM JTA OKa3aHWd MERMLMHCKOW MOMOINH, 3aBepeHHas GenepanbHeIM
yUpeKAEHHEM (y4peKIeHHeM), OKa3bIBAloWIMM MEIHUHHCKYIO [IOMOLIL, B hopme
ANEKTPOHHOIC JOKYMEHTa, TOATIHCAHHOIO 3NEKTPOHHOA UHPPOBOH NOANKCHID;

PyxkoBoauTtens opraHusaunu-3assurens | [loanucs ®HO

Henonuurens ©.N.0., renedon




