HaZleX<Hasi NPaBoBas MoAAePHKa

MocTaHoBneHue MNpasutensctea PO ot 26.11.2018 N 1416
"O nopsigke opraHmsaumm obecnevyeHns NekapCTBEHHbIMU NMpenapaTamMmm aul, 60bHbIX remoduanen,
MYKOBMUCLMA030M, runoursapHbIM HaHN3MOM, 6onesHblo MoLwe, 3/710Ka4yecTBEHHbIMU HOBOOOpa3oBaHUAMM
INMEONLHON, KPOBETBOPHOM U POACTBEHHbIX UM TKaHEW, pacCesHHbIM CKE€PO30M, FreMOSINTUKO-YPEMUYECKNM
CUHAPOMOM, IOHOLUECKNM apTPUTOM C CUCTEMHbLIM HavasioM, MyKornoauncaxapuagosom I, Il n VI Tunos, nny nocne
TpaHCNAaHTaLMM OPraHoB 1 (Mn) TKaHen, a TakXxe 0 NPU3HaHUN YyTPaTUBLUUMU CUJTY HEKOTOPbLIX aKTOB
MpasutenscTBa Poccninckon degepaumnn’

(BMecTe ¢ "lMpaBunnamun opraHmsaunm obecneyeHns nekapCcTBeHHbIMU NpenapaTamn anu, 60abHbIX Fremodunmen,
MYKOBMCLMA030M, runoursapHbIM HaHN3MOM, 6onesHblo MoLwe, 3/10KaYyecTBEHHbIMU HOBOOBpa3oBaHUAMM
IMMEMONLHON, KPOBETBOPHOWN N POACTBEHHbIX UM TKaHEN, pacCessHHbIM CKJIEPO30M, FreMOJINTUKO-ypeMNYeCKNM
CUHOPOMOM, IOHOLIECKMM apTPUTOM C CUCTEMHbLIM HavyasloM, MyKonosimcaxapuagosom |, Il v VI Tunos, nnuy nocne
TpaHCNAaHTauuMmM opraHoB u (nnn) TkaHen", "MpaBunamn BegeHns hegepasbHOro pernctpa anmd, 60abHbIX
remocuanen, MykKoBuCcLMA030M, rmnodusapHbiM HaHU3MOM, Bone3Hbio Mowwe, 3/10Ka4eCTBEHHbIMU
HoBoObGpa3oBaHNAMM NUMEPONLHON, KPOBETBOPHON N POACTBEHHbLIX MM TKaHen, pacCesHHbIM CKJ1EPO30M,
reMoJIMTUKO-YPEMNYECKUM CUHOPOMOM, IOHOLLIECKMM apTPUTOM C CUCTEMHBIM Ha4yasaoM, MykonoJancaxapmaosom |, Il
n VI TMNoB, N1L, Nocjie TpaHCMIaHTauum opraHoB 1 (nam) TkaHen")
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NMPABUTE/IbCTBO POCCUNCKOWN ®EAEPALIN

NMOCTAHOBJ/IEHNE
OT 26 HOA6ps 2018 r. N 1416

O NOPAAKE
OPIrAHN3ALUUN OBECINEYEHUA NEKAPCTBEHHbIMU NMPEMNAPATAMW NTNL,
BO/MbHbIX FEMO®UNIVEN, MYKOBMCUMA030M, TMNO®U3APHLIM HAHU3MOM,
BOJIE3HbIO NOLWLE, 3/TOKAYECTBEHHBIM HOBOOBPA3OBAHNAMUA
NMMM®ONAHON, KPOBETBOPHOW U POACTBEHHBLIX UM TKAHEW,
PACCEAHHbIM CK/TIEPO30M, TEMO/IUTUKO-YPEMNYECKUM CNHAPOMOM,
FOHOLWWECKMM APTPUTOM C CUCTEMHbIM HAYAJIOM, MYKOIMNMOJ/IMCAXAPNAO30M
I, I 1 VI TUNOB, NNY, NOCNE TPAHCI/IAHTALUN OPIrAHOB
N (MNN) TKAHEWN, A TAKXXE O MPU3HAHUW YTPATUBLLUMU CUNY
HEKOTOPbIX AKTOB NPABUTE/IbCTBA POCCUNCKOW ®ELEPALN

B cootBeTrcTBUM C ITyHKTOM 21 yactu 2 ctatbu 14 1 yactamu 7 - 9 crateu 44 defepabHOrO 3aKOHA
"O6 ocHOBax OXpaHbl 3/I0pOBbsI rpakgaH B Poccuiickoit @epeparuu’ IlpaBuTenbcTBo Poccuiickoit
®ejepalyy OCTaHOBIISIET:

1. YTBepauTh npuiaraeMole:

[IpaBuna opraHu3aiiuu 0OecrieueHus JTeKapCTBeHHBIMU TIperiapaTaMy Jivil, OOMbHBIX reModuIret,
MYKOBUCLII030M, runogr3apHbIM HaHW3MOM, 6osie3HbI0 [omue, 3/10KaueCTBeHHbIMU
HOBOOOpAa30BaHUSIMU JTUM(POUIHOM, KPOBETBOPHOM M PO/ICTBEHHBIX UM TKaHEH, paCCesTHHbIM CKJIEPO30M,
reMOJIMTUKO-YPeMUUYeCKUM  CHUHJPOMOM,  FOHOIIeCKMM  apTPpUTOM C  CUCTEMHBIM  HayajoM,
MyKomnosiicaxapuzao3om I, IT u VI tunos, /vl nocsie TpaHCIIaHTALMM OPraHOB U (W/IK) TKaHew;

[lpaBuna BejeHuss PefepasbHOrO perucTpa Jul, OOMBHBIX TeModuareil, MYKOBHCIM030M,
rurou3apHbIM HaHWU3MOM, Oose3Hbr0 ['OIlle, 3/710KaueCTBEHHBIMU HOBOOOpA30BaHUSAMHU JTUMQOUIHOM,
KDOBETBODHOW UM PpOJCTBEHHbIX KM TKaHel, pacCesiHHbIM CK/Iep030M, T'eMOJUTUKO-ypPeMHUYeCKUM
CUH/JPOMOM, FOHOLIECKUM apTPUTOM C CUCTEeMHBIM HauajaoMm, Mykornosucaxapuzgosom I, II u VI tunos,
JIUL] TTOCJIe TPAHCIJIaHTALMK OPraHoB Y (U/IM) TKaHel;

repeyeHb YTPaTUBIIMX CUTYy akToB [IpaButenbcTBa Poccuiickon ®epeparyy.

KoncynbranTlInroc: npumeuanue.
I1. 2 BcTynaet B cuity €O AHSI O(ULMATBEHOTO OIMyO/IMKOBaHMS.

2.  MuHucrepcTBy  3ApaBooxpaHeHMsi  Poccuiickoit ~ @esepaliid B yCTaHOBJIEHHOM
3aKOHOZaTenbCTBOM Poccurickon @ezepali  MOpsiiKe  OCYLIeCTBUTh 3aKynky Ha 2019 ropg
JleKapCTBeHHBIX TperapaToB /i/isl MaTOreHeTHYeCKOTo JieUeHusl LI, O0bHBIX TeMOJTUTUKO-YPeMUUYeCKUM
CUH/JPOMOM, FOHOLIECKUM apTPUTOM C CUCTEMHBIM HayajaoMm, Mykomnosmcaxapuzgosom I, II u VI tunos,
BKJTFOUEHHBIX B IepeueHb KU3HEHHO HeoOXO0AMMBIX U BayKHEMIIINX JIeKapCTBEHHBIX IPeraparoB.

3. MuHucrepcTBy 3ApaBooxpaHeHus Poccuiickor @epepalydd JaBaTb pa3bsCHEHUS 1O
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MPUMEHEHUWIO TIPpAaBWJI, YTBEPXKAEHHBIX HACTOSALWM ITOCTAaHOBJ/IEHUEM.

4. Hacrosiee rocTaHoB/IieHWe BCTymnaeT B cuiay ¢ 1 auBapsa 2019 r., 3a uckaroueHveM IVHKTa 2,
KOTOpBI BCTYIIAeT B CUTY CO JHS O(ULMaIbHOrO OIy0/IMKOBAHMS HACTOSILLEr0 NTOCTAaHOBJIEHHSI.

IIpencenartens [1paBuTenbcTBa
Poccurickor @egepanyn
OMEIBEIEB

YTBepKIeHbl

riocraHoBsieHreM [IpaBuTe/bCTBA
Poccutickoii @egeparymn

ot 26 Hos10ps1 2018 1. N 1416

NMPABUNA
OPIrAHU3ALNN OBECNEYEHNA NEKAPCTBEHHbIMU NMPEMAPATAMU NINL,
BO/IbHbIX TEEMO®WUTUEA, MYKOBUCLIAO30M, TMNO®U3APHBIM HAHU3MOM,
BOME3HbIO MOLLE, 3/TOKAYECTBEHHBIMN HOBOOBPA30OBAHUAMU
NNM®ONAHON, KPOBETBOPHOW 1 POACTBEHHbIX UM TKAHEWN,
PACCESIHHbIM CK/IEPO30M, FTEMOMUTUKO-YPEMNYECKM CUHAPOMOM,
FOHOLLECKUM APTPUTOM C CUCTEMHbIM HAYA/TOM, MYKOMOJ/IMCAXAPUAO30M
I, 11 U VI TUMOB, NNL, NOCNE TPAHCN/TAHTALMA
OPIrAHOB U (UNN) TKAHEN

1. Hactosimue IIpaBuia ycTaHaBIMBAKOT TIOPSIIOK OpraHU3alMKM obecrieueHws JUI, OOJBHBIX
reModuIMe, MyKOBHCIMI030M, TUMO(GU3apHBIM HaHU3MOM, 0oJie3HbI0 ['ollle, 3710KaueCcTBeHHBIMHU
HOBOOOpAa30BaHUSIMU JTUM(POUIHOM, KPOBETBOPHOM M PO/ICTBEHHBIX UM TKAaHEH, paCCesTHHbIM CKJIEPO30M,
réMO/IMTUKO-YPDEMUUECKUM  CUHJPDOMOM,  IOHOLIECKMM  apTPUTOM C  CHACTEMHBIM  HaudajoM,
Mykonosicaxapuzo3oMm I, I u VI tunos, vy nocsie TpaHCIJIaHTaLMKA OPraHOB W (W/M) TKaHeM (Janee -
OomnbHBIE), JIEKAPCTBEHHBIMU TIperapaTaMu [/l MeAULIMHCKOTO TPUMeHeHUs, MpeAHa3HaueHHbIMU [I7Is
JleueHHs 3THX 3a00/ieBaHUM, TI0 yTBepXKIeHHOMY IIpaBuTesnncTBoM Poccuiickoii @enepaliuul MepeyHto
JIeKapCTBEHHBIX MperapaToB, chOPMUPOBAaHHOMY B YCTaHOBJ/IEHHOM KM TOpsifiKe (/1ajiee - ieKapCTBeHHbIe
TperapaThl), a TakKXKe TIOPS/IOK W YCJIOBHSI TiepeJjaud JIeKapCTBEHHBIX IPErapaToB B COOCTBEHHOCTH
cyonekToB Poccuiickoit degepariyu.

2. HcrouHMKOM (HMHAHCHPOBAHWSI OpraHW3aluM obecrieueHHs OOJIBHBIX JIEKAPCTBEHHBIMU
nperiapatamMy sIBJSIIOTCSL OIO/pKeTHble aCCUIHOBaHHWS, TNpefyCMOTpeHHble B (efepasbHOM OrofpkeTe
MunucrepcTBy 37paBooxpaHeHus: Poccuiickon ®eseparui.

3. IIpaBo 6osibHOrO Ha obecrieueHye 1eKapCTBEHHBIMU TperiapaTaMy BO3HUKAeT CO /IHS BK/IIOUEeHUsT
CBeJJleHHi O HeM B PeTMOHa/IbHBINA cerMeHT @efepasbHOTO PerucTpa J/uil, OONBHBIX TeMOoHUINel,
MYKOBHCLIZI030M, TUNO(pU3apHbIM HaHWU3MOM, 60s1e3HBIO Iomue, 3/10KaueCTBeHHbIMU
HOBOOOpa30BaHUsMH JTUM(OUIHON, KPOBETBOPHOM M POJCTBEHHBIX UM TKaHEH, pacCesTHHbIM CKIEPO30M,
reMOJIMTUKO-YpEMUUECKUM  CUHJPOMOM,  IOHOLIECKMM  apTPUTOM C  CHUCTEMHBIM  HayasoM,
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MykonosmcaxapuzosoMm I, I u VI tunos, aui nocie TpaHCIJIaHTalMM OpraHOB Y (W/IM) TKaHel (fasee -
desrepa/IbHBIN PETUCTD).

[Hata BkmoueHUss OOJILHOTO B pervoHa/bHBIA cerMeHT PesepasbHOTO perucrpa (UKCUPYeTcs
JieyariM BpauyoM B MeJUIIMHCKOM KapTe aMOy/aTOpHOTO OOTbHOTO M/ UCTOPUM Pa3BUTHS peOeHKa.

4. Opranuzaius obecrieueHusi MUHHCTePCTBOM 37paBooxpaHeHust Poccuiickoit defeparyiu 3a cuert
cpencTB denepanbHOro OromKeTa OOBHBIX JIEKAPCTBEHHBIMHU TIperapaTaMi OCYIIEeCTBIISIETCS C YIeTOM
CTaHZAPTOB MEeJULIMHCKOW TIOMOIIH, KJIMHUUeCKHUX peKOMeHJalui (TIPOTOKOJIOB JieueHHs1) U CpefHei
KyPCOBOM /103bI JIeKApCTBEHHBIX TIPETIapaToB.

5. OpraHbl rocy/apCTBeHHON BracTd cyOwekToB Poccuiickoii ®eznepaiid B cdepe 0XpaHbI
30pOBbsi He T037iHee 1 HOSOpsT TeKyIero rofia TPeACTaBAsSIOT B MUHHMCTEPCTBO 3/[pPaBOOXPaHEHMUS
Poccutickoii @ejepaliuu 3assBKM Ha TIOCTAaBKY JieKapCTBEHHBIX TIperiapaToB 1o ¢opMe, yTBep>KIeHHOM
yKa3aHHbIM MUWHUCTEPCTBOM (fiajiee - 3asiBKH), C TIPUIOXKeHHeM 000CHOBaHUM IO UX 00beMy, a TakkKe
repedyeHb OpraHU3al[ii, HWMEIOIIUX JIMIEH3UI0 Ha OCYIIeCTBIeHHWe MeJULIMHCKON U (WIHn)
(hapMareBTHUECKOW JeATelbHOCTH B cyObekTax Poccuiickoii ®efnepaiuu (masee - oOpraHu3aliyu-
TIo/Ty4yaTesn), B Lie/IsIX TOCTaBKU OpraHU3aLysiM-TI0TyJaTesisiM JIeKapCTBeHHBIX IperapaToB.

[ToTpebHOCTh (00BEM TIOCTaBKHM) B JIeKAPCTBEHHOM TIperiapate OMpefeNiseTcs C y4eToM
KIMHAYeCKUX peKoMeH/aluii (TIPOTOKOJIOB JieueHusi) M CpefHed KypCOBOW [103bl JIeKapCTBEHHOTO
TiperiapaTa UCXO/isl U3 eXKeMeCSTUHOU (haKTHUeCKol MoTpebHOCTH OO/BbHBIX B JIeKapCTBEHHBIX Tperaparax
B COOTBETCTBUHU CO CBe/IEHUSIMM PerrMoHasbHOro cermeHTa PejiepaibHOTO pPerucTpa U HeOOXOJUMOCTH
dhopmupoBaHus 3amaca Ha 15 mecsiiieB.

6. MuHMUCTEPCTBO 3apaBooXpaHeHusi Poccuiickoli ®ezpepauunt (HOPMUPYET KOMHUCCHUIO TIO
PaCcCMOTPEHHIO 3asiBOK (flaee - KOMHCCHSI), YTBEPIK/IAeT MoJIoKeHHe 0 KOMUCCHU U ee cocTaB. Komuccus
Ha CBOEM 3ace/laHMM pAacCMaTpUBaeT 3asBKM Ha mMpeaMeT 00OCHOBAaHHOCTH 3asiBI€EHHBIX 00BEMOB
JIeKapCTBEHHBIX TPeraparoB, TpyU He0OXOAUMOCTH KOPPEKTHPYeT WX, U COTJIAaCOBLIBAET C BBIHECEHHUEM
COOTBETCTBYIOIIIETO PEIIeHMSI.

CoryilacoBaHue 3asiBOK OCYIIeCTB/SIETCSI KOMHCCHeH C ydJacTheM TIpe/iCTaBUTesield OpraHoB
roCyJapCTBeHHOM BiacTh cyObekToB Poccuiickoit ®Pesepauyu (B TOM UHC/ie C HCIOJb30BaHUEM
MH(OPMAaLMOHHO-KOMMYHHUKAIMOHHBIX TEXHOIOTHH).

7. ObbemM TIOCTaBOK JieKapCTBEHHBIX TIperiapaToB (opMupyeTcsi B Tipefieniax OrOKeTHBIX
ACCUTHOBAHWM, TIPeAyCMOTPEHHBIX B (QefepasbHOM 3akoHe O (denepasbHOM — Oroykere  Ha
COOTBETCTBYIOIIMM (DPMHAHCOBBIM TOJ W TIIAHOBBIM TIepUOJ, W JIMMUTOB OIO/PKETHBIX 00s3aTebCTB,
JIOBe/IeHHBbIX B YCTAaHOB/EHHOM TOpsiiKe 10 MuHUCTepCTBa 37ipaBooxpaHeHusi Poccuiickoii ®enepaiiyu
Ha 3aKYTIKY JieKapCTBeHHbIX T1peraparos.

8. B cooTBeTcTBUM C 0OBEMaMH MTOCTABOK JIEKaPCTBEHHBIX ITPeIapaToB, YTBEP)KAeHHBIMA OpraHaMHU
rocy/iapctBeHHO! BracTu cybbekToB Poccuiickoil ®esepaiun B cdepe oXpaHbl 370pPOBbsS C y4eTOM
peleHMsl KOMMCCHH, MuHuCTepcTBO 3ApaBooxpaHeHus Poccuiickor Pefepanii B yCTaHOBJIEHHOM
3aKoHOZaTenbCTBOM Poccuiickori ®Pepepalii  MOpsAKE OCYLLECTBJISET 3aKYMNKY JleKapCTBEHHbIX
TiperapaToB.

9. TIlocTaBUMKM  JIeKapCTBEHHBIX  IIperapaTtoB, OIpefie/leHHble B COOTBETCTBUM  C
3aKOHO/|aTebcTBOM Poccuiickoit ®ezpepaiun, MpeACTaBisOT B  MHHUCTEPCTBO 3[paBOOXPAaHEHUs

KOHCYJ'[bTaHTHJIIOC www.consultant.ru Crpanuna 4 n3 12

Ha/ie)XHad IpaBoOBafd NoA/AepXKa


http://www.consultant.ru/
http://www.consultant.ru/

ITocraHosnenue ITpaButenscrBa PO or 26.11.2018 N 1416 JokymeHT npesjocrasieH KoHcyabranTtllnoc
"O nopsifKe opraHy3aLuy obecrieueHust 1eKapCTBeHHbIMH NperapaTamu i, 6... Jata coxpaHenusi: 28.11.2018

Poccuiickoii ®epepaiiii odopmiieHHbIe B YCTaHOB/IEHHOM TOpsiIKe AOKYMEHThI, TO/TBepyKAaroliie
(hakKT MOy4eHUs] OpraHU3alusAMU-TIONyYaTe/Is MU JIEKAapCTBEHHBIX TPerapaToB, B TOM YHC/Ie HaK/IaHbIe
Y aKTbI IpUeMa-Tiepe/iaun JieKapCTBeHHBIX TperapaToB.

10. MuHucTepcTBO 37paBooxpaHeHust Poccuiickoit ®eneparun B TeueHre 10 pabouunx qHeH co AHS
MOCTYIUIEHWSI aKTa IIpheMa-Tiepefjaud TpPUHMMAaeT Ha YYyeT JjieKapCTBeHHble TMperaparbl U H3JaeT
pacrnopsijuTesbHble akKTbl O Tepefaue JIeKapCTBEHHBIX MperapaToB OpraHaM MCIOJIHATeTbHOW BJIaCTH
cyobekToB Poccuiickoit ®efepaiiuy, oripeJie/ieHHbIM BBICILIUM JIOJDKHOCTHBIM  JIMIIOM  CyObeKTa
Poccutickori ®epepanyy (PyKOBOAUTE/IEM BBICIIET0 WCIIOTHUTE/IBHOTO OpraHa roCcyapCTBeHHOM BJIaCTH
cyobekta Poccutickoit degnepaiin) (sanee - yroJHOMOUeHHbIE OpPraHbl), C yKa3aHWeM HOMEHK/IATyphl,
KOJIMYeCTBa M CTOMMOCTHM JIEKAaPCTBEHHBIX IpernapaToB B OTHOLIEHWH KaXKAOro YIOJTHOMOYEHHOTO
oprasa.

11. MunucTepcTBO 3/paBooxpaHeHust Poccutickoii ®efiepaliun B TeueHue 5 pabouux JHeH Co JHS
V3[JaHUs pPacIiopsiUTe/IbHOTO aKTa, IpelyCMOTpPeHHOro nyHkToM 10 Hacrosimumx IlpaBus, HampasrsieT B
YII0JIHOMOUYEHHbIe OpraHbl (B 2 5K3eMIUIsipax) M3BeljeHre O MOCTaBKe J1eKapCTBEeHHBIX MpernapaTtoB U aKT
ripyieMa-Tiepe/jauu, MonvMcaHHble yKa3aHHbIM MUHHCTEPCTBOM.

12. YnonHOMOUeHHbIe OpraHbl B TeueHHWe 5 paboumx AHeH CO JHS TIO/yueHWs W3BEN[eHHs O
TIOCTaBKe JIeKapCTBEHHBIX IIperiapaToB M akTa [pueMa-liepeZiauu, IpeJyCMOTPeHHbIX OYHKTOM 11
Hactosmux [IpaBWi, TOAMUCHIBAIOT U 3aBEPSIOT TMeuaTbio 00a 3K3eMIUisipa W3BEIeHUS O TOCTaBKe
JleKapCTBeHHOTO TperiapaTa M oba 5K3eMIuisipa akTa TpyeMa-Tiepefjaud, Mocjie 4ero BO3BpAlalOT B
MuHucTepcTBO 37paBooXpaHeHust Poccuiickor defjepaliuu OUH 5K3eMIUISIP YKa3aHHOTO M3BellleHUs U
OJIMH 3K3eMILISIP aKTa Ipyuema-repesaun.

13. YnonmHOMOUeHHBIM OpraH Ha OCHOBaHWM akTa IIpyUeMa-Tiepefiaud IpUHUMAaeT Ha ydyer
JleKapCTBeHHbIe Tperiapathl U B TeueHue 5 pabourx AHel co AHs TOJyueHUsl akTa IpueMa-riepesiauu
V3/jaeT pacropsiiUTe/IbHBIA aKT O Iepefiaue jieKapCTBEHHBIX IperapaToB OpraHu3alUsaM-TI0/IyvyaTesIsiM C
yKasaHueM HOMEeHK/IaTyphbl, KOJIM4eCTBa U CTOMMOCTH JIeKapCTBEeHHBIX I1perapaToB B OTHOILIEHUU KaXK0H
OpraHU3aLUU-TI0/ Ty YaTesIs.

14. OpraHuzaluu-rosyyatei B TeueHWe 2 pabouux AHeW CO [HS TIOMy4eHUs [JOKYMEHTOB,
TIOJITBEPXK/IAIOIINX TIepeiauy UM JIeKapCTBEHHBIX TperaparoB, MPUHUMAIOT JIeKApCTBEHHBIE TTPeraparhl
Ha y4JeT, 00eCreurBaroT UX COXPaHHOCTD U 1ieJieBOe MCII0/Ib30BaHue.

15. MunucrepctBo 3apaBooxpaHeHus Poccuiickor Pefepalii B yCTAaHOBJIEHHOM WM TOpsJIKe
OCYILL[eCTBJISIET MOHUTODUHI JIBI)KEHUS] M yueTa JIeKapCTBEHHBIX TperapaToB B cyObekTax Poccuiickoit
®epepalyy, [JOBOAWAT [0 CBeJEHHsS YIOJHOMOUYEHHbIX OpraHOB II0JlydyeHHble TI10 pe3yJibTaram
MOHUTOpPWHIA J[laHHble, B TOM UHUC/e CBeJeHUsI O HOMeHK/aType, KOJIu4eCcTBe U CTOUMOCTHU
JIeKapCTBEHHBIX TIperaparoB, 00 OTCYTCTBUM TMOTPeOHOCTH B OT/E/bHBIX JIEKAPCTBEHHBIX TMperiapaTax
b0 O TIOsIBJIEHUH JIOTIOJTHUTETbHOM MOTPeOHOCTH B JIeKapCTBEHHBIX Tperaparax B CBsi3U C U3MeHeHHeM
B cyObekte Poccuiickoii ®ezepaliii UHC/IEHHOCTH OOMBbHBIX, W3MEHEHWsMH B Ha3HAUeHUSIX
MeJWMLMHCKUMUA ~ pabOTHMKaMK  JIeKapCTBEHHBIX  TiperapaTtoB  OO/MbHBIM W COIJIACOBHIBAeT
riepepacIipe/iesieHre JieKapCTBeHHBIX TIperiapaTtoB Mexkay cybrekramu Poccuiickoit @eseparuu.

16. Tlepemauya J/eKapCTBEHHBIX TIperapaToB OJHUM CcyOwekToM Poccuiickoii ®enepaiyiu B
cobcTBeHHOCTh Apyroro cyobekta Poccuiickoii ®esepaijii OCYIIECTB/SIETCSI HAa OCHOBAaHMM aKTa
npyveMa-Triepefjaud. MUHUCTEPCTBO 34paBooxpaHeHusi Poccuiickoit ®Pezsepaliid  yBeJOMJISIETCS O

KOHCYJ'[bTaHTHJIIOC www.consultant.ru Crpanuna 5 n3 12

Ha/ie)XHad IpaBoOBafd NoA/AepXKa


http://www.consultant.ru/
http://www.consultant.ru/

ITocraHosnenue ITpaButenscrBa PO or 26.11.2018 N 1416 JokymeHT npesjocrasieH KoHcyabranTtllnoc
"O nopsifKe opraHy3aLuy obecrieueHust 1eKapCTBeHHbIMH NperapaTamu i, 6... Jata coxpaHenusi: 28.11.2018

rnepejaude JI€eKdPCTBEHHBIX IPEIapaTOB B ].O-ﬂHeBHBIﬁ CPpOK T110C/1Ie MOAIMMCAHUA dKTa IIpUueMa-Tiepeaydu
YIIO/THOMOY€HHBIMH OpraHdMH.

17. MuHuCTepcTBO 37paBooxpaHeHus Poccuiickoii @efiepaliu npefcTaB/iseT eXeKBapTalbHO, [0
10-ro ymcna mecsija, C/iefyIOLIEr0 3a OTYETHBIM KBapTanoMm, B dezxepanbHyr0 CayKOy MO HaA30py B
cepe 371paBOOXpaHeHUs CBeZleHUs] O Tepejilauye JeKapCTBEHHBIX IperniapaTtoB cyOwbekTy Poccuiickoit
depepalu 1 COTJIACOBAHHBIX Tepepacripe/ie/ieHHsIX JIeKapCTBeHHBIX TPerapaToB MeXy CyObeKTamu
Poccuiickoli ®epiepanii B Lje/IIX  OCYLIeCTBJeHHSI KOHTPO/S 32 LieJleBbIM MCIO/Ib30BaHUEM
JIeKapCTBEeHHBIX IperapaToB.

18. B nensix obecrieueHWst 00J/IbHBIX JIEKAPCTBEHHBIMU TIperiapaTaMyd B TIOPSiIKe, YCTaHOBIEHHOM
3aKOHOZIATebCTBOM Poccuiickoli deiepaliiu, OCyITeCTBISIeTCS Ha3HAuUeHHe JIeKapCTBEeHHBIX TPerapaToB
1 ohopmyieHHe peLienTOB Ha JieKapCTBEHHBIe MperapaThl.

19. Tlpu Ha3HaueHUM GOJILHOMY JIEKAPCTBEHHBIX TIPETIApaTOB Jievaldii Bpau UHPOPMUPYET ero o
BO3MOYKHOCTH TIOJyUeHUss UM COOTBETCTBYIOIIUX JIeKapDCTBEHHBIX TperapaTtoB 0e3 B3WMaHUs I/1aThl B
COOTBETCTBUM C 3aKOHOZATe/IbCTBOM Poccuiickon deseparyu.

20. B 1jensix AUHAMUUECKOTO Hab/TI0/1eHus 3a O0JIbHBIM U COBJTIOIeHHs TIepUOIUYHOCTH TIOCEIeHUsT
UM MeJUIIMHCKOM OpraHu3alldd JieYallliM BpauOM OTpe/eseTcss KOJMYeCTBO JIeKapCTBEHHOTO
rperiapaTta, €AWHOBPEMEHHO O(OPM/IEHHOTO Ha perenTypHOM OjlaHKe B  COOTBETCTBUM C
PEKOMEH/IOBaHHOM CpeTHECYTOUHOM KYPCOBOM /10301 1 CPOKOM, Ha3HAUEHHBIM JI7IsI TTOCEeITIeHuSI.

21. MeauLMHCKasi OpraHM3aLusi TIpeJoCTaB/isieT OOMbHOMY WM ero 3aKOHHOMY TIpeZiCTaBUTesTHO
uH(popMario 06 opraHu3aLMsX, PacloI0KeHHbIX B TPaHHULIAX MYHULMITATBHOTO 00pa30BaHUs 110 MeCTY
JKUTebCTBA WM MeCTy TpeObiBaHus (B C/Tyyae ec/id CPOK rnpebbIBaHuUs TIpeBbIllaeT 6 MecsiieB) 601HOTO
Y OCYILIeCTB/ISIOLIMX OeCriyiaTHBIN OTITyCK JIeKapCTBEHHBIX MPerapaToB, Ha3HAUEHHBIX JIeYall[iiM BPauoM.

22. Tlocsie BK/ItOUeHMs1 60/TBHOTO B peruoHaibHbINA cerMeHT De/iepasbHOTO PernucTpa Ha3HaueHue U
OTITYCK €My W/IM €r0 3aKOHHOMY TIPeZICTaBUTE/TI0 JIeKapCTBEHHBIX TPerapaToB OCYIIEeCTBIISETCS B CPOK,
He rpeBbItIarolui 20 pabounx AHel Co JHS BKIHOUeHUS.

23. Opranmsauusi obecrieyeHHsi JIeKQpCTBEHHBIMU TIperiapaTaMu OOJIbHBIX, TMPOXKUBAIOIIMX B
CTaljMOHapHBIX OpraHM3alUsX COLMAJBbHOTO 00CTY)KHMBaHUSI WM OTOBIBAIOIIMX HaKa3aHue, CBsI3aHHOEe C
JvIIeHreM CBOOO/IbI, OCYIIeCTB/IsIETCSl COOTBETCTBYOLIel opraHu3arjyeil.

24. B oiyuae BbIe3ja OOMBHOTO 3a Tipefienibl TeppuTopum cyobekta Poccuiickoit ®epepauyu, B
KOTOPDOM OH TIPO)KMBAeT, Ha TePPUTOPHI0 Jpyroro cyobekta Poccuiickoit ®esepaiii Ha CpOK, He
TIpeBbILLIAIOIINN 6 MecsilieB, TAKOMY O0/TbHOMY OPraHOM r'OCy/IapCTBeHHOM BiacTu cyobekta Poccuiickoit
depepanun B chepe oXpaHbI 3J0POBbSI OPraHU3yeTCs Ha3HaUeHHe JIeKapCTBEHHBIX TperapaToB Ha CPOK
TipreMa, paBHBIN CPOKY ero Bble3/la 3a Ipejesibl TeppuTopun cyonekra Poccutickoit Pesnepaiyu, oo,
YUUTBIBasi CPOKM TOJHOCTU HMMEIOLIUXCS OCTAaTKOB JIeKApCTBEHHBIX IIperapaToB, obecrieueHre TaKOTo
60/IbHOTO JIeKapCTBEeHHBIMU TIperapaTaMy Ha COOTBETCTBYIOIIHUIA CPOK.

CeefieHMss O KOJIMUECTBE Ha3HAYEHHBIX WIM OTIYI[EHHBbIX OOJBHOMY W/IM €ro 3aKOHHOMY
Npe/ICTaBUTE/TIF0 JIEKAPCTBEHHBIX TIPerapaToB BHOCATCS B pervoHa/bHbIM cermeHT deziepanbHOTO
perucrpa.

25. B wiyuae BbIe3a 60MBHOTO 3a Tipefienibl Tepputopum cyobekta Poccuiickoit ®epepauyu, B
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KOTODOM OH TIPOXKMBaeT, Ha TeppUTOpUI0 Apyroro cybwekTa Poccuiickoii Pefepaiiui Ha CpOK,
TIPeBBIIIAIOIINN 6 MeCsIIeB, WK B C/Tydae U3MEHEHUs MeCTa XKUTEeTbCTBA TAKOMY O0/TbHOMY Ha3HAUAFOTCSI
NleKapCTBeHHbIe TIperiapaThl Ha CPOK TipHemMa He 0osiee oHOTO Mecsiia JIMOO OpraHU3yeTcsi OpraHoM
rocy/lapCTBeHHOU ByiacTu cybnekra Poccuiickoit @efeparii B cdepe oxpaHbl 3[0POBbsi 0becrieueHue
Takoro 60/LHOTO JIeKapCTBeHHBIMU TperiapaTaMu Ha CpPOK TipreMa He 6oJiee OZIHOTO MecsIia.

CBezieHHsI 0 TAKOM OOTBHOM TIO/I/TeXKaT MCK/IFOUEHUIO M3 PerioHaIbHOro cerMeHTa ®efjepanbHOTO
peructpa cyorekta Poccuiickoii ®efjepaijuu, ¢ TeppUTOPUM KOTOPOTO Bble3kaeT O0/IbHOM, U riepejaue (B
TOM 4YKMC/e C WCIO/Jb30BaHUEeM UWH(POPMaI[MOHHO-KOMMYHUKAI[MOHHBIX — TEXHOJIOTHUM)  OpraHy
rocyJjapCTBeHHOM ByiacTu cybrekTa Poccuiickoit ®enepaiiu B cpepe oXpaHbl 37I0POBbsI, HA TEPPUTOPHUIO
KOTOPOTO BheXan OO/IbHOM, /i BK/IFOUEHHWsS] B PErHOHA/bHBIN cerMeHT defiepasbHOTO PErucTpa 3TOrOo
cyonekTa Poccutickoit deepaiiyu.

[atoli BKIIOUeHHs] CBefleHWH O OOJBHOM B perMoHa/bHbIA cerMeHT PezepasbHOrO perucTpa
cyobektom Poccuiickoii ®Pezepalii, Ha TeppPUTOPHIO KOTOPOTO Bbexan OOJbHOM, SIB/IsSleTCS [eHb,
C/leyOIMK 3a [JHEeM WCK/IIOYeHWs CBelleHWH O HeM M3 perhoHaJbHOro cerMeHrta ®esepanbHOrO
peructpa cybrekToM Poccuiickoi @ejjepaliuu, ¢ TeppUTOPUMA KOTOPOTO Bbiexas 60bHOM.

26. OpraH rocyZapCTBeHHOU ByiacTu cybnekTa Poccuiickoit deneparviv B chepe oXpaHbI 37I0POBbS,
C TeppUTOPUH KOTOPOTO Bbiexan OoJbHOM, TipeAcTaBiseT (B TOM UHC/e C UCIOJIb30BaHUEM
MHGOPMaI[MOHHO-KOMMYHHKALIMOHHBIX TEXHOJIOTHH) MO0 3arpocy OpraHa TOCYy/[JapCTBEHHOU B/acTH
cyobekra Poccuiickoit ®epnepaiiii B cdepe oXpaHbl 3[J0POBbsi, Ha TEPPUTOPHIO KOTOPOTO Bhexas
OOJ/IbHOM, CBeJIeHHsI O KOJIMUEeCTBe Ha3HAUeHHBIX WU (PaKTUUECKH TIPeI0CTaB/IeHHbIX 60/IbHOMY WIH €ro
3aKOHHOMY TIpeJICTaBUTE/I0 JIeKapCTBEHHBIX TpernaparoB B COOTBETCTBUM C OYHKTOM 25 HAaCTOSLUX
IIpaBus.

YTBepxeHbl

noctaHoByieHreM [IpaButenbcTBa
Poccurickor @egepanyn

ot 26 Hosi6pst 2018 1. N 1416

NMPABUNA
BEAEHUNA ®ELEPA/IbHOIO PEFUCTPA NNL, BOJIbHbIX FTEMO®UNMUEN,
MyKoBMnCcumnao3om, rmnoensAPHbIM HAHUM3MOM, BOJIE3HbLIO NOLUE,
3/T0OKAYECTBEHHbIMWA HOBOOBEPA30BAHUAMUN NNMM®ONAHON, KPFOBETBOPHOMN
N POACTBEHHbIX UM TKAHEN, PACCESIHHBIM CK/NTEPO30M,
rEMO/INTUKO-YPEMNYECKNM CNHAPOMOM, FOHOLUECKM APTPUTOM
C CUCTEMHbIM HAYHAIOM, MYKOINMOJ/IMCAXAPUAO3OM |, Il N VI
TUMNOB, NNL, NOC/E TPAHCM/TIAHTALN OPFAHOB U (W) TKAHEN

1. Hacrosiupe IIpaBuia ycTaHaBMMBAIOT TOPSZOK BeZieHuss deiepabHOTO peructpa jani, 60IbHBIX
remMouivel, MyKOBUCLMJ030M, TUNOGU3apHbBIM HaHW3MOM, Oosie3Hbio [ollle, 370KauecTBEHHBIMU
HOBOOOpa30BaHUsMH JTUM(OUIHON, KPOBETBOPHOM M POJCTBEHHBIX UM TKaHEH, pacCesTHHbIM CKIEPO30M,
reMOJIMTUKO-YpEMUUECKUM  CUHJPOMOM,  IOHOLIECKMM  apTPUTOM C  CHUCTEMHBIM  HayasoM,

KoncynsTanrlliroc

Ha/ie)XHad IpaBoOBafd NoA/AepXKa
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Mykonosmcaxapuziosom I, II u VI tunos, i nocie TpaHCIuIaHTaLMyM OPraHOB M (W/IM) TKaHel (fasnee
COOTBETCTBEHHO - O0/bHBIe, PeslepanbHbIi PErucTp).

2. Bepenve ®efiepa/ibHOTO PErvCTpa OCYIIECTBIISETCS B C/eIYIOIIUX LeIsX:

a) obecrieueHue JieKapCTBEHHBIMHM TperiapaTaMu JIJisl MeJUIIMHCKOTO TIPUMEeHEHUSs], BKITFOUeHHBIMU B
yTBepKaeHHbI [lpaButensctBoMm Poccuiickoii @Pepnepaliuu MepedyeHb JeKapCTBEHHBIX IIpernapaToB,
copMHUPOBaHHBI B yCTAaHOBJIEHHOM WM TIOpsZKe ([janee - JieKapCTBEHHbBIE TIperapaThl), OOMBHBIX 3a
cueT OMO/KETHBIX aCCUTHOBaHWM, TIIpelyCMOTPEHHbIX B (QefeparbHOM Oropkere MUHUCTEPCTBY
3npaBooxpaHeHus1 Poccurickort ®efepanuy;

6) MOHUTOPHUHT JBM>KEeHUS U yueTa OOJIbHBIX Ha OCHOBAHWU CBeZIeHUH, TIpe/iCTaB/IsieMbIX OpraHaMu
rOCyJJapCTBEHHOM BlacTh CyObeKTOB Poccuiickoit deepariviv B cepe 0XpaHbl 37I0POBBS;

B) 3(peKTHBHOe T/TAHUPOBaHKE U pacXo/ioBaHUe (PMHAHCOBBIX CPE/ICTB, HAIlPaB/IsieMbIX Ha 3aKYTIKY
HeOOXO/TUMBIX JIeKapCTBEHHBIX TPerapaToB /ijisi 00ecrieyeHus MU OO/TbHBIX 110 MECTY >KUTEeIbCTBA WU/IH
MecTy rpebbIBaHus (B C/Ty4yae ecid CPOK rpebObIBaHus TIpeBbIliaeT 6 MecsiieB).

3. denepanbHbIA perucTp siBasieTcss (egepasbHOM HMHGDOPMALIMOHHOW CUCTEMOM, COCTOsIIer u3
pervoHa/bHbIX CETMEHTOB U COZiep Kallleli CBeZleHus], TIpe/lyCMOTPeHHbIe OYHKTOM 9 HacTosiux [IpaBus.

MunuctepcTBO 37paBooxpaHenns Poccuiickon defepaniuu B/IsieTCsl ONIepaTopoM 3TOW CUCTEMBI U
obecrieunBaeTt ee becriepeboiiHoe PyHKLIMOHUPOBAHUE.

4. OpraHbel TOCYZapCTBEHHOW BnacTH CyObekToB Poccuiickoit @epepaiiui B cdepe OXpaHbI
30pOBbsi 00OecreunBarOT BHeCeHUe CBeJleHU O OOJIbHBIX B pervoHasbHbIM cermeHT defiepasbHOrO
perucTpa B CpPOK, He TPEBBIIIAOIIHMKA 5 pabounx gHel co JHS oOpaiieHust 60JBHOTO C YCTaHOB/IEHHBIM
JMarHo30M B MeJULIMHCKYH0 OpTaHM3al[{I0 110 MEeCTy ero >KUTelIbCTBa WX MeCTy mpebbiBaHUs (B C/iyyae
€CJTU CPOK TpeObIBaHUS TIPEBBIIIAET 6 MeCSIIEB).

BkitoueHre B pervoHasbHbId cerMeHT efiepasibHOrO perucTpa CBeleHMM O OO/bHBIX
OCYIIECTB/ISIETCS MeJUIIMHCKON OpraHu3al[ied Mo MeCTy WX >KUTeIhCTBA WM MeCTy TpeObiBaHUS (B
C/lyyae ec/ii CpOK TpeObiBaHUs TIpeBbIllIaeT 6 MecsiiieB) HAa OCHOBAaHUM MeAULIMHCKUX JJOKYMEHTOB (KX
KOTIMA) WM BBIMUCKM W3 HUX, OTPAXKalOIMX CBeZleHHsT 00 YCTAaHOB/JIEHHOM [HarHo3e W BbIOOpe
MepOTIPUSITUN TIO JieueHU0 TaljeHTa. BKitoueHre cBeZileHUM O OOJBHBIX C TeMOJIUTUKO-ypeMUUeCKUM
CUH/JPOMOM, FOHOLLIEeCKMM apTPUTOM C CUCTEeMHbIM HayajoM M MykoroJsrcaxapyugo3oM I, IT v VI tunos
OCYILIeCTB/ISIETCSI Ha OCHOBaHUM MEJMLIMHCKUX [JOKYMEHTOB WIA WX KONWM W BBINMCKA M3 HHUX,
OTPaKaIOIIUX CBeJleHHUst 00 YCTaHOB/IEHHOM JIMarHO3e U BbIOOpe MEepONpHUSTUM T10 JIEUeHUIO TaIlueHTa,
TI0JIyUYeHHBIX OT (hefiepaJbHON MeULIMHCKOW OpraHU3aliy.

5. PerynupoBaHue OTHOLLEHWH, CBSI3aHHBIX C BeJleHneM dDenepasbHOTO PerucTpa, OCYLeCTBISeTCs
B COOTBETCTBUHU C 3aKOHOj|aTeqbCcTBOM Poccuiickoit ®deneparu 06 uH(opMaiuu, UHGOOPMAIMOHHBIX
TeXHOJIOTUSIX U O 3all[iTe UHPOpMaIUHU.

6. MunucTepcTBO 37paBooxpaHeHusi Poccuiickori @esiepaliuii ¥ OpraHbl TOCY/JapCTBEHHOM BIaCTH
cyobekToB Poccuiickoit ®eneparyiv B cdepe 0XpaHbI 3/0pOBbsi 00eCTieunBarOT KOH(MUEHI[UATbHOCTh
CBeZleHUH, copepxkaluxcs B defepabHOM PEruCTpe, a TaKKe XpaHeHWe U 3allUTy TaKuX CBe/leHHH B
cooTBeTCcTBUU C DesiepasbHBIM 3aKOHOM "O IMepCcoHaNbHbIX JaHHbIX'.
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7. PasmermieHue wuH(opmauuu B PeslepabHOM perucTpe OCYLECTB/SETCS C I[pUMeHeHueM
YCHIEHHOM KBaM(HULIMPOBAHHOW 3/IEKTPOHHOM TIOJIIMCH B COOTBeTCTBUH ¢ DenepanbHbIM 3akoHOM "O6
3/IEKTPOHHOM TIOATUCH "

8. denepanbHBIM PErMCTP BeleTCs B 37€KTPOHHOM BHJE C MPHMEHEHWeM aBTOMAaTHM3UPOBAaHHOMU
CUCTEMbI MyTEM BHECEHHsI DErMCcTPOBOM 3alMCH C MPUCBOEHWEM YHUKaJbHOTO HOMepa PerucTpoBOM
3aMMCH U YKa3aHUEM [IaThbl ee BHECEHUSI.

[Tpy BHeCeHUM U3MeHeHWM B CBefleHUs] 0 00/IbHOM JI0/DKHBI OBITh COXpaHeHbl YHUKAIbHBIA HOMep
PErucTpoOBOU 3arvCH U UCTOPUS BHECEHUS] U3MEHEeHUM.

9. denepanbHBIA PErUCTP CO/IEPKUT C/ieIyOlHe CBe/IeHUs:

a) CTPaxOBOM HOMED WH/MBH/YaJbHOTO JIMIIEBOTO cueTa OO/JILHOTO B CHUCTeMe 00si3aTeTbHOTO
TIeEHCMOHHOTO CTpaxXxoBaHUs (TIpY HA/IMUMH);

6) amMuius, UMsi, 0TUECTBO OOJILHOTO, a TaK)Ke (haMU/Us, JaHHAs! TIPYU POXKAEHUH;
B) [laTa POXK/ieHus1 OOIbHOTO;
r) 11071 60JTEHOTO;

1) aZipec MecTa )KMTeJILCTBA UM MeCTa TpebbiBaHus (B C/Tydae eciii CPOK IpeObIBaHus MPeBhIlaeT
6 w™ecsrieB) 6OonmpHOTO (C yKasaHueM Koga 1o OOIepocCUiickoMy KiacCU(pHUKATopy 00BEKTOB
a/IMHHHACTPATUBHO-TEPPUTOPHAILHOTO [Ie/IeHH);

€) cepuss U HOMep TMacmopta (CBUAETeNbCTBA O POXKAEHWW) WIHM YAOCTOBEPEHUS JIMUHOCTH
OosIbHOTO, a TaK)Ke /laTa BbllauM yKa3aHHbIX JIOKYMEHTOB;

)K) Cepyisi 1 HOMep TI0JTica 00sI3aTe/IbHOTO MeIUI[UHCKOTO CTPaXxOBaHUs O0/IbHOTO U HaUMeHOBaHHe
BbI/IaBIlIel er0 CTPaXOBOM MeJUI[MHCKOW OpraHu3alyy;

3) uHdopmarus 00 UHBAIUAHOCTHU (B C/Tydae yCTaHOBJIEHUS TPYTIIbl MHBATUTHOCTH WIN KaTerOpUH
"pebeHOK-UHBaMUL");

1) auarHo3 3abosieBaHusl (COCTOSTHMSI), BK/IFOUasi €ro Koj mo MeXIyHapOoAHOM CTaTUCTUUYECKOU
K1accudukaiuu 6omne3Held ¥ mpobsieM, CBsi3aHHBIX CO 37I0POBBEM, a TaKXKe JlaTa OCMOTpa 0OJIbHOTO U
JlaHHbIe O TMHAMUKE COCTOSTHUS;

K) uHbopMalusi 0 MeJULIMHCKOM opraHu3aluv (HauMeHOBaHHWe, OCHOBHOM T'OCYJapCTBeHHBIM
PerucTparoHHbIN HOMep, Kog 1o Obimepoccuiickomy KrnaccuyKaTopy MPeATPUATHA U OpraHU3aLiii),
BbI/laBIIIeli HarpaBJ/ieHHe Ha BK/IIOUeHUe cBeJieHni 0 00/bHbIX B deiepabHblii perucTp (HarmpaB/ieHre Ha
BHeCeHHe M3MeHeHHWI B CBefleHus], cofiepkaiiyecsi B defieparbHOM pervcTpe (fanee - Harpa/ieHUe), a
Takke u3BellleHHe 00 HCKIIOUeHUM CBefleHui o OosbHBIX U3 DezepasnbHOro perucrpa (manee -
V3BellleHue);

M) Aarta BK/IIOUEHUs CBeZleHUM o O0JIbHOM U JlaTa BHeCeHWsl M3MeHeHUl B cBefleHUsl 0 O0/bHOM B
desepa/bHBIN PETUCTD;
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M) uHbopMalUst 0 Ha3HaUeHWH JieKapCTBEeHHBIX Tperaparos;

H) wuHpopMarmss 00 OTIycKe JieKApCTBEHHBIX TIperiapaTtoB (Jara Havana obecrieueHUst
JleKapCTBeHHBbIMU TIperiapaTtamMu U aKTHUeCKuil OTIYCK JIeKapCTBeHHBIX MperapaToB);

0) fAara TIPUHATHS pelneHdss 00 OKOHUaHWM oOecriedeHUs JieKapCTBEHHBIMH TIperapaTtamyd C
yKasaHueM NpUYMHBI (Bble3[, 3a mnpefenbl Poccuiickoit Defiepaliiy Ha MOCTOSIHHOE MeCTO JKUTe/IbCTBA
WIN MeCTO TipeObIBaHus (B C/ydae eC/id CPOK TpeObIBaHUS TpeBbIliaeT 6 MecsiieB), CMepTb OOJBHOTO,
OTCYTCTBMe IOKa3aHUH K Ja/lbHelllleMy IpyeMy JiIeKapCTBEHHOI'O Iperapara) U O repejade CBeJleHUN B
apxuB desiepasbHOrO perucTpa;

) uHbopMalysi O BKIIOUeHHM OosibHOTO B PefepanbHblii PErMCTp JIMI[, WMEIOIIUX TpPaBO Ha
MO/TyUeHre TOCy/JapCTBEHHON COLMA/bHOW  TOMOIM, W HWHBIE PEruCTpbl, TPeayCMOTPeHHbIe
3aKOHOZIaTeIbCTBOM Poccuiickoit ®efepaijuu, B 1ie/sIXx obecrieueHuns JieKapCTBEHHbIMU TperiapaTtaMu 3a
cueT OO/PKeTOB OFO/IPKETHOM crcTeMbl Poccutickoit Pezpepanvy;

P) YHHKaJ/IbHbIN HOMepP perucTpOBOM 3aIucy;

C) BBINMCKA W3 MEJUIIMHCKON JOKyMEHTal[uu OOJIbHOTO, COoZiepiKalriasi CBe/IeHUs] O Ha3HAUueHUHW U
VICTI0/Tb30BaHUM JIEKAPCTBEHHBIX Mperaparos.

10. B q1yuae ycraHOB/eHWs JAuarHosa 3abosieBaHMs (COCTOSTHWSI), yKa3aHHOTO B OYHKTe 1
Hactosiux IlpaBui, wWid W3MeHeHUs CBeJleHWM, yKa3aHHbIX B moamnyHKTax "a" - "»x" myHkra 9
Hactosmux [IpaBui, MeAUIMHCKHE OpraHM3allid, B KOTOPBIX OO/bHbIE HAaXOASATCS IO/ MeAUI[UHCKUM
Hab/rofleHWeM, B CpPOK, He TIpeBblLaroiuidi 3 pabouux pAHelt co [JHS oOpaireHusi OOMBHOTO C
YCTaHOBJIEHHBbIM [JMardHo3oM B MeJWLIMHCKYIH OpraHu3aliii0 [0 MeCTy JKUTeJbCTBa WM MeCTy
nipeObIBaHUs (B C/lyuae eC/id CPOK NpebObIBaHMUs TIpeBbIlliaeT 6 MecsiieB), MPe/CTaB/SIOT B 37IeKTPOHHOM
BUZIe WIM Ha OyMa)kHOM HOCHTesle HallpaB/eHWs W W3BEIIeHUS B OpraH TOCYZapCTBEHHOW BJIACTH
cyobekra Poccuiickoit ®eznepauyy B cdepe oxpaHbl 370pOBbsi 10 (opMe U B TOpsiiKe, KOTOpbIe

yTBepKJeHsl MuHUCTepCcTBOM 37ipaBooxpaHeHust Poccurickor @eseparyi.

11. [lna 3aro/sHeHUs: pervoHajJbHOrO cermMeHTta @eziepajibHOIO perucTpa OpraHv3alui,
OCYILIeCTBJISIFOLIME OTIYCK JIeKAPCTBEHHbBIX MperapaToB, Ha3HAYeHHbIX JieyalliiM BpauOM B COOTBETCTBUU
C MpeJlyCMOTPEHHbIM MOANYHKTOM "a" myHKTa 2 HacTosux [IpaBus mepeuHem, 10 5-ro yucia Kaxkzoro
Mecsiiia TPe/ICTaBJISIOT B OPraHbl TOCYZAPCTBEHHOM BIacTH CyObhekToB Poccuiickoit ®@enepaiiuu B cdepe
OXpaHbl 3/0POBbsi B 3/JIEKTPOHHOM BH/le WIM Ha OyMa)KHOM HOCHUTese CBe/leHUs 00 OTIYII[eHHBbIX 3a

TNpe/leCTBYIOLIUK MeCsL] JIeKapCTBEeHHbBIX Ipernaparax.

nmomon

12. B ciyyae ecnu cBefieHUs, TIpelyCMOTPeHHbIe noAnyHKTamu "a", "x" u "n" nyHkTa 9 HacTosAuUX
[TpaBun, He TIpeZiCTaB/IeHbI B OpraHbl rOCY/IapCTBEHHON BjIaCcTU CyObeKTOB Poccuiickoit Penepaiuu B
cdepe oxpaHbl 3/|0POBbS, YKa3aHHbIe OpPraHbl BIAACTH CaMOCTOSITEJIbHO 3alpallivBarOT 3TU CBeJeHUs] B
TOCYJJapCTBEHHBIX BHEOIOKETHBIX (POH/IAX.

Ceenenuss o OosibHOM (HaripaB/ieHUsl, HW3BellleHHs), Tpe/CTaB/isieMble B 3JIEKTPOHHOM BHJE,
TIOZIJIE’KaT 3aBEPeHUI0 3/IeKTPOHHOM TOATMCHI0 JO/DKHOCTHOTO JIMLIA OpraHa rOCYyZapCTBEHHOW B/IACTH
cyobekra Poccuiickoii ®efepariyiu B cepe oxpaHbl 3/J0POBBSI.

13. B ciyuae Bble3za 60/bHOTO 3a Tipeziesibl Tepputopur Poccutickoit ®Pesiepaliii Ha TIOCTOSIHHOE
MECTO >KUTe/IbCTBAa WM MeCTO TpeObiBaHuUs (B Clydae ec/id CPOK MpebObIBaHus TpeBbIllIaeT 6 MecsLeB), a
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TaKXKe B CjlIydde CMePTHU 00/1bHOTO CBeJleHHUA O HEM I1I01J/1e)KaT apXHUBHPOBAHUIO.

YTBepKIeHbl

riocraHoBsieHreM [IpaBuTe/bCTBA
Poccutickoii @egeparymn

ot 26 Hos10ps1 2018 1. N 1416

NMEPEYEHDb . .
YTPATUBLUUNX CUTY AKTOB NPABUTE/IbCTBA POCCNNCKOU DEAEPALUN

1. TloctanoBnenue IlpaButenbctBa Poccuiickoit ®Pepepariuu ot 26 mekabps 2011 r. N 1155 "O
3aKymnKaxX JIeKapCTBEHHBIX TIPeraparoB, TIpeJHa3HaueHHbIX /g obecrieueHWst Jnil, OOJIBHBIX
reMouiieli, MYKOBHUCIH/I030M, TUMO(U3apHBIM HaHU3MOM, Oosie3Hbio ['ollie, 3710KaueCTBEHHLIMU
HOBOOOpAa30BaHUSIMU JTUM(POUIHOM, KPOBETBOPHOM M PO/ICTBEHHBIX UM TKAaHEH, paCCesTHHbIM CKJIEPO30M,
JIMI] TIOC/Ie TPaHCIUIaHTAl[id opraHoB W (wi) TkaHed" (CobpaHue 3akoHO/aTenbCTBa Poccuiickoit
®enepauuy, 2012, N 1, cT. 186).

2. TlocraHoBnenue IIpaButenbcTBa Poccuiickoit @emepanmu ot 26 ampens 2012 r. N 404 "O6
yTtBepxxaeHnu [1paBun Besienus: @erepaibHOTO PETUCTPA JIHIL], O0BHBIX reMOoMUINel, MyKOBUCIIUZI030M,
ruriogu3apHbiM HaHU3MOM, OosiesHbro ['ollle, 3/710KaueCTBEHHBIMU HOBOOOpAa30BaHUSMH JUMQOUIHOM,
KDOBETBODHOM U POJCTBEHHBIX MM TKaHel, pacCesiHHbIM CKJep0O30M, JIMI| TI0C/je TpaHCIIaHTal[uu
opraHoB U (uiH) TkaHei" (CobpaHue 3akoHoaTenbCTBa Poccuiickoit degepariuu, 2012, N 19, cT. 2429).

3. Ilynktel 176 m 190 wm3MeHeHui, KOTOpble BHOCATCA B akThl [IpaBurenbcTtBa Poccuiickon
defepaly MO0 BOMNpoOCaM JlesATe/ILHOCTM MUHUCTepCTBa 34paBooxpaHeHust Poccuiickorn Pepeparnuy,
yTBep)K/IeHHBbIX MocTaHoB/ieHreM [IpaBurenscTBa Poccuiickoit ®epeparym ot 4 centsiops 2012 r. N 882
"O BHeceHHWM H3MeHeHWW B HeKOTopble akTel IlpaBuTenbcTBa Poccuiickon Pefjepaiiuy mo BOmpocam
[lesATeTbHOCTH MuHucTepcTBa 3/lpaBOOXpaHeHus Poccurickon denepauyn’” (Cobpanue
3aKoHo/jaTenbcTBa Poccutickont @epeparyy, 2012, N 37, ct. 5002).

4. TlocranoBnenue IlpaButensctBa Poccuiickor Pepepatmu ot 24 ampens 2015 r. N 389 "O
BHECeHWHU M3MeHeHUH B mocTaHoByieHue [IpaBuTenbcTBa Poccuiickoit @esepauyu ot 26 nekabps 2011 r.
N 1155" (Cobpanue 3akoHOaTenbcTBa Poccutickoii ®@eneparum, 2015, N 18, ct. 2709).

5. TlocraHoBnenue IlpaButenbctBa Poccutickoii ®epepanuu ot 9 ampens 2016 r. N 288 "O
BHeCeHUU u3MeHeHuidd B [lpaBwia BeseHuss @DefepanbHOTO PETUCTpa /M, OOMBHBIX TeMO(UIHEH,
MYKOBUCLIM/I030M, runogr3apHbIM HaHU3MOM, 6osie3HbI0 lome, 3/10KaueCTBEHHBIMU
HOBOOOpAa30BaHUSIMU JTUM(POUIHOM, KPOBETBOPHOM M PO/ICTBEHHBIX UM TKaHEH, paCCesTHHbIM CKJIEPO30M,
JIMI] TIOC/Ie TPaHCIUIAaHTAl[id opraHoB W (wim) TkaHed" (CobpaHue 3akoHOzaTenbCTBa Poccuiickoit
®epnepauuy, 2016, N 16, ct. 2225).

6. ITocraHnoBnenue IlpaBurtenbcTtBa Poccutickoii @epepauyu ot 11 aBrycra 2016 r. N 784 "O
BHECEHUU W3MeHeHWH B TIocTaHOBeHUe [IpaBuTenncTBa Poccuiickoii @enepanyu ot 26 mekabdbpst 2011 r.
N 1155" (Cobpanue 3akoHojaTeibcTBa Poccuiickoit @epeparum, 2016, N 34, ct. 5242).

KoncynsTanrlliroc

Ha/ie)XHad IpaBoOBafd NoA/AepXKa

www.consultant.ru Crpanuna 11 u3 12


http://www.consultant.ru/
http://www.consultant.ru/

ITocraHosnenue ITpaButenscrBa PO or 26.11.2018 N 1416 JokymeHT npesjocrasieH KoHcyabranTtllnoc
"O nopsifKe opraHy3aLuy obecrieueHust 1eKapCTBeHHbIMH NperapaTamu i, 6... Jata coxpaHenusi: 28.11.2018

7. TlocraHoBneHue IlpaButenbctBa Poccuiickoit @epepanyu ot 17 anpensi 2017 r. N 457 "O
BHeCceHMM u3MeHeHUU B [lonokeHMe O 3aKynKax JieKapCTBEHHBIX IIpernapaToB, NpeJHa3HaueHHbIX /IS
obecrieyeHusi quLl, OOMBHBIX remModuIMel, MYKOBUCLIM030M, TUNO(U3apHBIM HaHU3MOM, 0O0JIe3HBIO
[omre, 3/10KaueCTBEHHBIMH HOBOOOpa30BaHUSMHU JUMGOUAHON, KPOBETBOPHOW W POACTBEHHBIX WM
TKaHel, paccessHHbIM CKJIeEPO30M, JIMI] TOC/e TpaHCIIaHTal[uu opraHoB u (wiu) TkaHed" (CoOpaHue
3aKoHogaTenbcTBa Poccuiickon @epepanumy, 2017, N 17, cT. 2577).
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