MoctaHoBneHue MpaButenbctBa PP ot 26 Hos16pst 2018 1. N 1416 "O nopsiake opraHusaumm obecneveHus

MocTaHoBneHue MNpaButenbctBa P® ot 26 HOoA6psa 2018 r. N 1416 "O nopsgke opraHusaummu
obecneyeHus nekapcTBEHHbIMU NpenapaTaMm nuu, 6onbHbIX reMmodunuen,
MYKOBUCLUAO030M, rMNo¢pusapHbIM HAHU3MOM, 6one3Hbo Mowe, 3NoKa4eCTBeHHbIMU
HOBOOGpa3oBaHMAMU NIUMEPONHON, KPOBETBOPHOWN U POACTBEHHbLIX UM TKaHEW, pacCeAHHbIM
CKIIepo30M, reMOSIUTUKO-YPEMUYECKUM CUHAPOMOM, FOHOLWECKUM apTPUTOM C CUCTEMHbLIM
Havyanom, mykononucaxapugo3sowm |, Il n VI Tunos, nuuy nocrne TpaHcnsiaHTauum opraHoB U
(vnn) TKaHen, a TakKe O NPU3HaAHUU YTPATUBLLUUMU CUITY HEKOTOPLIX akToB lpaBuTenbcTBa
Poccuickon Pegepauun” (c U3aMeHeHUsIMU U JOMONHEHUAMM)

HUnpopmayuss 06 usmenenusx: Haumenosanue uszmeneno c¢ 7 anpens 2020 o. - [locmaHosreHue
IIpasumenvcmea Poccuu om 27 mapma 2020 2. N 344
Cwm. npedbidywyto pedakyuro

HoctanoBaenue IlpaButenscrBa P® ot 26 Hosiops 2018 r. N 1416
"O nopsakKe OpraHu3amuu odecnevyeHus! JeKapcTBeHHBIMH NpenapaTaMu JIUI, 00JbHBIX reMopuaneii,
MYKOBHCUM/I030M, THNIO(HU3APHBIM HAHU3MOM, 00J1e3HbI0 ['o111e, 3/I0KaYeCTBEHHBIMHU
HOB00OPa30BaHUAMM JUM(OUIHOI, KPOBETBOPHOI U POJACTBEHHBIX UM TKAaHEH, paccestHHbIM
CKJIEPO30M, TeMOJIUTHKO-YPEMHYECKAM CHHAPOMOM, FDHOIIECKUM APTPUTOM € CHCTEMHBIM HAYaJIOM,
mykonoaucaxapuaosom I, I u VI tunos, anyiactTudeckoii anHeMueii HeyTOYHEHHOM, HACIeICTBEHHbIM
neunurom paxropos Il (pudpunorena), VII (sradbuibHoro), X (Ctoapra - lipayspa), aun nocJie
TPAHCIVIAHTAIIMM OPraHoOB U (WJIM) TKaHell, a TaKKe 0 IPU3HAHUM YTPATUBIIUMH CHJIY HEKOTOPBIX
akToB [IpaButenbcrBa Poccuiickoii @exepanun"

C n3MeHeHUsIMHU H JTOINOJTHEHUSIMH OT:

C U3MEHEHUSIMHU U IOMIOJIHEHUSMH OT:
27 mapra 2020 r., 26 utons 2021 r., 15 despans 2023 r.

T'APAHT: Hacrostiee moctanoBienne BCTyNnaeT B cuny ¢ 1 suasaps 2019 r., 3a uckimodennem NyHKTa 2,
KOTOPBI BCTYNaeT B cuny c 27 vosiopst 2018 r.

B cootBerctBuu ¢ MyHKTOM 21 yactu 2 ctatbn 14 u vyactamu 7 - 9 ctaTten 44 denepanbHOTO
3akoHa "OO OCHOBax OXpaHBI 3MOPOBBS TpaxaaH B Poccuiickoit @eneparuu” IlpaButenscTBo Poccuiickoii
®denepany MOCTaHOBIIAET:

Hupopmayus 06 usmenenusx:  Ilynkm 1 usmenen ¢ 7 anpens 2020 2. - [locmaHoeneHue Ipasumenscmesa
Poccuu om 27 mapma 2020 2. N 344
Cm. npedbidywyto pedakyuro

1. YTBepauth npuiaraeMsle:

[NpaBuna opranuzanuu oOecredeHHs JICKApCTBEHHBIMH IIperapaTaMH JIUI, OONBHBIX reModuimei,
MYKOBUCIIMJI030M, THNO(U3apHBIM HaHW3MOM, Oone3Hbio ['olle, 3/10Kaue€CTBEHHBIMH HOBOOOPA30BAHUSIMU
TMM(OUTHOM, KPOBETBOPHON M POACTBEHHBIX UM TKaHEH, PACCESHHBIM CKIEPO30M, FEMOJIMTHKO-YPEMUUECKIM
CHHIPOMOM, IOHOIIECKUM apTPUTOM C CHUCTEMHBIM HadaioM, MykomomucaxapumozoMm I, II m VI Tumos,
armIacTU4YecKOM aHeMHueld HEyTOYHEHHOH, HaciencTBeHHBbIM aedunuroMm Qakropos Il (pubpunorena), VII
(mabunpHoro), X (Crioapra - [Ipayspa), 1u1l ociie TpaHCIUIAHTALUK OPraHoB U (WJIM) TKaHEH;

MpaBuna Benenust DenepaibHOrO pPErHCTpa JIKI, OOJBHBIX TeMO(PWINEH, MYKOBHCIHI030M,
runou3apHeIM - HaHU3MOM, OoJe3Hplo ['omie, 3JI0KaueCTBEHHBIMH HOBOOOPA30BaHUSAMH  JTHUM(OUIHOH,
KPOBETBOPHOM M POJICTBEHHBIX WM TKaHEH, pacCesTHHBIM CKJIEPO30M, F€MOJIUTHUKO-YPEMHUYECKUM CHHIPOMOM,
FOHOIIECKUM apTPUTOM C CUCTEMHBIM HadyajoM, MykomnosnucaxapuznozoMm I, II m VI Tunos, amnacTudeckou
aHeMHUell HEeyTOYHEHHOW, HaclieJCTBeHHbIM neduuutoM ¢aktopoB Il (¢pubdpunorena), VII (madbunpHoro), X
(Crroapra - [Ipayapa), U1t ociie TpaHCIDIaHTAITMN OPTaHOB U (VIIN) TKaHEH;

rnepeYyeHb yrpatuBiux cuity aktoB [IpaButensctBa Poccutickoit denepannu.

2. MuHucTtepcTBy 3apaBooxpaHeHus Poccuiickoil @enepanny B yCTAaHOBJICHHOM 3aKOHOJATEIbCTBOM
Poccuiickoit @enepanuu mopsake OCYLIECTBUTH 3aKynky Ha 2019 ron JekapCTBEHHBIX MpenapaTtoB IJid
MATOr€HETUYECKOT0 JICUCHUS JIHL, OOJBHBIX IeMOJIUTHKO-YPEMUYECKUM CHHIIPOMOM, IOHOLIECKUM apTPUTOM C
CHUCTEMHBIM HadasoM, MykomnosucaxapunozoMm I, II m VI Tunos, BKIIOYEHHBIX B MEpPEYE€Hb KU3HEHHO
HEOOXOIUMBIX M BaKHEHIINX JIEKAPCTBEHHBIX NIPENapaToB.

Hrngpopmayusi 06 USMENCHUAX:  [7, .y anognenue  donoaneno nynkmom 2' ¢ 25 qpespann 2023 . -
lNocmaHoeneHue [lpasumenvcmea Poccuu om 15 ¢hespans 2023 2. N 229
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MoctaHoBneHue MpaButenbctBa PP ot 26 Hos16pst 2018 1. N 1416 "O nopsiake opraHusaumm obecneveHus

H3zmenenus pacripocmpaHsatomcs na npagoomuouienus, eosnuxuue ¢ 1 ausapsa 2023 a.

2'. VcTouHnKoM (pMHAHCHPOBAHHS OPTaHM3AIMN OGECTICUEHHs JIGKAPCTBEHHBIMH TPENapaTaMu JeTeil
B Bo3pacTe 10 18 neT, O0NbHBIX reMo(UINeH, MyKOBUCIIMIO30M, TUIIO(U3apHBIM HAHU3MOM, OoJie3Hb0 [ olire,
3JI0KAYECTBEHHBIMH HOBOOOpPa30BaHHMSMHU JIMM(OUIHON, KpPOBETBOPHOH MW POJICTBEHHBIX WM TKaHEH,
paccessHHBIM CKJIEPO30M, TE€MOJHTHKO-YPEMHUYECKHM CHHIPOMOM, IOHOIIECKUM apTPHTOM C CHUCTEMHBIM
HauyanioM, MmykonoJucaxapuao3oM I, I u VI tunos, annactuueckoil aneMuell HEYyTOYHEHHOM, HACIIEICTBEHHBIM
nedurmrom dakropos Il (pudpurorena), VII (;mabunbroro), X (Crroapta - [Ipayapa), nereit B Bo3pacte g0 18
JIeT TocTie TPaHCIUIAHTAIMK OpraHoB W (wim) TkaHed c¢ 2023 roma SBIAIOTCS OFODKETHBIE aCCUTHOBAHWS,
MIpeyCMOTpEeHHBIEe B (penepaabHOM OromkeTe MUHUCTEPCTBY 3/paBooxpaHenus Poccuiickorr @enepanmu s
®DoHIa MOANEPKKU AETeH ¢ TSHKEIBIMU JKU3HEYTPOKAOIIMMU U XPOHUYECKUMU 3a00JIEBaHUSIMHU, B TOM YHUCIIE
penkumu (opdanHbIMH) 3a0oneBaHusiMH, "Kpyr mobpa.

3. MunuctepcTBy 3apaBooxpaHeHust Poccuiickoit denepanuu gaBath pa3bACHEHHS 110 MPUMEHEHUIO
NpaBuIl, yTBEPKICHHBIX HACTOSIIMM MTOCTAHOBICHUEM.

4. Hacrosiee mocTaHOBJICHHE BCTymaeT B cuiy ¢ | sHBaps 2019 r., 3a uckioueHHeM MyHKTa 2,
KOTOPBIi BCTYMaeT B CUITy €O IHS OPULMANBHOro onybrnkoBaHMs HaCTOSIIIETO TOCTAHOBIICHHUSL.

[Ipencenarens [IpaBurenscTBa
Poccuiickoit ®enepanuu J1. MenBsenes

Hupopmayus 06 usmenenusx: Haumenosanue usmeneno c 7 anpens 2020 e - [locmaHosrneHue
IIpasumenvcmea Poccuu om 27 mapma 2020 2. N 344
Cwm. npedbidywyto pedakyuro

YTBEPXOEHbI

noctaHoeneHnem NMpaButenbcTea
Poccuickon ®egepaumnu

oT 26 HOsA6pA 2018 r. N 1416

IMpaBuaa
opraHmu3anum odecrnevyeHus JeKapCTBeHHBIMH NpenapaTaMu Juil, 00JbHBIX reModuineii,
MYKOBHCHH/I030M, THNIO(HU3aAPHBIM HAHU3MOM, 00J1e3HbI0 I'o1e, 3/10KkaYecTBEHHBIMH
HOB0OOOpa30BaHUAMHU JUMGOUIHOH, KPOBETBOPHOI  POACTBEHHBIX MM TKaHeil, paccesiHHbIM
CKJIEPO30M, FeMOJIUTHKO-YPeMHYeCKUM CHHAPOMOM, IOHOIIECKUM APTPHUTOM € CHCTEMHBIM HA4aJIOM,
mykonoJsucaxapuaoszom I, IT u VI Tunos, aniacTuyeckoii aHeMueii HEyTOUHEHHOM, HACIeACTBEHHbIM
nepuuutom daxkropos I (pudpunorena), VII (siadunsnoro), X (Ctwoapra - Illpayspa), aun noce
TPAHCIUIAHTAIIMU OPTraHOB U (MJIM) TKAHeH

C u3MeHeHUsIMH U JOIMOJTHCHUSAMMU OT:

C U3MEHEHUSIMU U TOMOJIHEHUSMH OT:
27 mapra 2020 r., 26 utons 2021 r., 15 deBpans 2023 r.

Hupopmayus 06 usmenenusx:  I[lynkm 1 usmenen ¢ 7 anpens 2020 e. - [locmaHoeneHue [pasumenscmea
Poccuu om 27 mapma 2020 2. N 344
Cwm. npedbidywyto pedakyuro

1. Hacrosmme IIpaBuna ycTaHaBIMBAIOT TOPSIOK OPraHM3alMU OOECHCUEHHUS JIMI, OOJIBHBIX
reMo(uiIKel, MyKOBUCIMIO30M, TuUNo(HU3apHBIM HAHWU3MOM, Oosie3Hbi0 ['Omne, 3J7I0KaYeCTBEHHBIMH
HOBOOOpa30BaHUSMH JIMM(POUIHOW, KPOBETBOPHOW M DOJCTBEHHBIX WM TKaHEH, paccesHHBIM CKJIEpPO30M,
TEMOJHUTHKO-YPEMUYCCKUM CUHIAPOMOM, IOHOIICCKUM apTpUuTOM C CHUCTEMHBIM Ha4vaJloM,
mykononucaxapugozom I, II u VI Tunos, amiactudyeckod aHeMHUeW HEYTOYHEHHOM, HACIIE€ICTBEHHBIM
nedunurom ¢akropoB Il (pudbpuuorena), VII (mabmiapHOro), X (Crioapra - Ilpayspa), nwir mocie
TpaHCIUTAHTAllMM OpraHOB M (WiaW) TKaHed (mamee - OOJNBHBIC), JIEKAPCTBEHHBIMH TIpermapaTaMu IS
MEIUIIMHCKOTO TPUMEHEHUs, TNpeJHa3HAauYeHHBIMU JUIS JIEYeHUs OTUX 3a00JIeBaHUN, MO YTBEPKICHHOMY
[IpaButensctBoM Poccwuiickoit Denmepanuu NEPEYHIO JEKapCTBEHHBIX NpenaparoB, c(pOpMHPOBAHHOMY B
YCTaHOBJICHHOM MM TIOps/IKe (J1ajnee - JIeKapCTBEHHBIC MpenapaThl), a TaKkKe MOPSAOK M YCIOBUA repenayu
JICKapCTBEHHBIX MPENapaToB B COOCTBEHHOCTh CyObeKTOB Poccuiickoit denepanuu.

Hupopmayus 06  uzmenenusix: [lynkm 2 usmenen ¢ 25 ¢pespars 2023 2. - [locmaHoerneHue
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MoctaHoBneHue MpaButenbctBa PP ot 26 Hos16pst 2018 1. N 1416 "O nopsiake opraHusaumm obecneveHus

IIpasumenvcmea Poccuu om 15 ¢hespans 2023 2. N 229
H3menenus pacrpoCcmpaHsomces Ha npagoomuowerus, 6o3Huxkuue ¢ 1 aneaps 2023 2.
Cwm. npedbidywyto pedakyuro

2. Ucrounnkom (GUHAHCHPOBAHKS OpTaHU3AIIMN o0ecIedeHus OOILHBIX B Bo3pacTe OT 18 jieT u crapie
JICKapCTBEHHBIMH IIperiapaTaMy SIBJISIOTCS OIOJPKETHBIE aCCUTHOBAHMS, IPEAyCMOTPEHHBIE B (enepaibHOM
Orokere MuHHCTEpCTBY 3apaBooxpaHeHHs Poccuiickoit @enmepanuy Ha yKa3aHHbIE LIE€JIH, a OOJBHBIX B
Bo3pacTe 10 18 jer - OroKEeTHBIE aCCUTHOBAaHMsS, NPEAyCMOTPEHHbIE MUHHUCTEPCTBY 3ApaBOOXPAHEHHS
Poccuiickoit @enepaunn 1yig PoHaa NOAAEPHKKU IETEN C TAKEIBIMU JKU3HEYTPOKAIOINUMU U XPOHUYECKHUMHU
3a00J1€BaHUAMH, B TOM YHCIIE peAKrMH (ophaHHbIMK) 3a0oneBanusmu, "Kpyr qobpa".

brojpkeTHBIE  aCCUTHOBAHMSI IEPEUUCHSAIOTCS  MMHHMCTEPCTBOM — 3paBOOXpaHeHMst  Poccuiickoil
Oenepannu denepaabHOMY KazeHHOMY yupexiaeHuto "denepaibHblil IIEHTP TUIAHUPOBAHUS M OpraHU3allH
JICKApCTBEHHOTO o0ecredyeHus rpaxaan" MuHHUCTEpCTBa 3/paBooxpaHeHus Poccuiickoii denepanuu (nanee -
®enepalbHBIN IEHTP) U OPTaHU3ALNN U IPOBEICHHS 3aKyTIOK JIEKapCTBEHHBIX MTPETapaToB.

Hupopmayus 06 usmenenusx:  Ilynkm 3 usmenen ¢ 7 anpens 2020 e. - [locmaHoeneHue Ipasumenscmesa
Poccuu om 27 mapma 2020 2. N 344
Cwm. npedbidywyro pedakyuro

3. IlpaBo OonbHOTO Ha OOecleYeHHE JIEKAPCTBEHHBIMH IperapaTaMi BO3HUKAET CO THS BKIIOYEHUS
CBEJICHUH O HEM B pPETHOHAIBHBIN cerMeHT DemepallbHOTO perucTpa JHI, OONBHBIX TeMOQUIHCH,
MYKOBUCIIMJI030M, THIO(U3apHBIM HaHW3MOM, Ooye3HbI0 ['oIe, 3/10Kaue€CTBEHHBIMH HOBOOOPA30BAHUSIMU
IUM(OUTHOM, KPOBETBOPHON M POACTBEHHBIX UM TKaHEH, PACCEIHHBIM CKIEPO30M, F€MOJIMTHKO-YPEMUUECKIM
CHUHIPOMOM, IOHOLIECKUM apTPUTOM C CHUCTEMHBIM HadaioM, MykomomnucaxapumozoMm I, II m VI Tumos,
aruTacTUYeCKOll aHeMHeld HEYTOYHEHHOW, HacienCcTBeHHBbIM nedurnmroM ¢dakropoB Il (dubpunorena), VII
(mabunphoro), X (Crroapta - Ilpayspa), nauu mocie TpaHCIUIAHTAlMM OPTaHOB W (WiM) TKaHel (nmamee -
®denepanbHbI PETUCTP).

Hara BrmtoyeHns1 60JILHOTO B pETMOHAIBHBIN cerMeHT DeepaibHOro peructpa GUKCHpYETCs Jeyarim
BpauoM B MEJUIWHCKOH KapTe aMOyJIaTOPHOTO OOJILHOTO MITH UCTOPUHU Pa3BUTHA PeOCHKA.

Hupopmayus 06 usmenenusix:  I[lynkm 4 usmenen ¢ 7 wions 2021 2. - [locmaHosrneHue [Ipasumenscmea
Poccuu om 26 urons 2021 2. N 1025
Cwm. npedbidywyro pedakyuro

4. Opranmzauusi obecrieueHust DepepadbHBIM LIEHTPOM 3a CUET CPEACTB (enepalbHOro OomKeTa
OOJIBHEIX JICKApCTBCHHBIMU IIpCIiapaTaMy OCYIICCTBIACTCA C YUYCTOM CTaHAApTOB MGILHHHHCKOﬁ IIOMOIIIH,
KIIMHIYECKUX PeKOMEHIANH (TIPOTOKOJIOB JIEYEHHUSI) U CpelHEl KYypCOBOH J103bI JIEKapCTBEHHBIX IIPETIapaToB.

Hnupopmayus 06 usmenenusix:  Ilynkm 5 usmenen ¢ 7 wions 2021 2. - [locmaHosrneHue Ipasumenscmesa
Poccuu om 26 urons 2021 2. N 1025
Cwm. npedbidywyto pedakyuro

5. Opransl rocyJapcTBEHHOH BiacTu cy0bekToB Poccuiickoit @enepanyu B cepe 0XpaHbl 310pPOBbs HE
ro3Hee 1 HOSOPS TEKYIEeTro roaa MpeacTaBisaioT B DenepanbHbIi MEHTP 3asiBKH Ha IMOCTaBKY JIEKAPCTBEHHBIX
[pernaparoB 1o (PopMe, yTBepkaecHHON MUHHCTEPCTBOM 3apaBooxpaneHust Poccutickoit @enepanuu (nanee -
3asiBKM), C TIPUIIOKEHHEM 0OOCHOBAaHUH 10 UX 00BEMY, a TaKXKe TIepeYeHb OpPTraHU3aIfil, IMEIOIINX JINIIEH3UIO
Ha OCYIIECTBICHHE MEIWIMHCKOM u (mnm) ¢apManeBTUIECKOH AEATEeNhbHOCTH B CyObekTax Poccuiickoii
Qenepanun  (majee - OpraHM3alUU-TIONyYaTeldd), B LENIX MOCTAaBKH OpraHH3aIHsIM-IIOTydaTelsM
JIEKapCTBEHHBIX IPENapaToB.

[Torpe6HOCTH (00BEM MOCTaBKH) B JICKAPCTBEHHOM IpenapaTe ONpEAeIIeTCs] C YUeTOM KIMHUYEeCKUX
pexoMeHanuii (IIPOTOKOJIOB JICYCHHUS]) U CpedHel KypcOBOH [103bl JIEKAPCTBEHHOIO Mperapara HCXOns W3
eXeMecaYHOH (aKTHUeCKOH MOTPeOHOCTH OONBHBIX B JIGKAPCTBEHHBIX IpernapaTax B COOTBETCTBUU CO
CBEIEHHSIMU PErHOHaNbHOTO cermeHTa denepanbHOro perucTpa U HeoOXOAMMOCTH (POPMHUPOBAHUS 3amaca Ha
15 mecsues.

Hupopmayus 06  uzmenenusix: [lynkm 6  usmenen ¢ 25 ¢pespans 2023 2. - [locmaHosrneHue
Ipasumenvcmea Poccuu om 15 ¢peepans 2023 2. N 229
Uszmenenus pacripocmpaHsaromcs na npagoomuouienus, eosnuxuue ¢ 1 ansapsa 2023 e.
Cwm. npedbidywyto pedakyuro

6. OenepanbHBIA IIEHTP paccMaTPUBACT MPEICTABICHHBIC 3asBKH HAa COOTBETCTBHUE YCTAHOBJICHHOMU
dopme, Ha mpeaMeT OOOCHOBAHHOCTH 3asBJACHHBIX OOBEMOB JICKAPCTBEHHBIX MpenapaToB W IpHU
HEO0OXOJMMOCTH KOPPEKTHUPYET UX H COTIACOBHIBAET C BEIHECEHHEM COOTBETCTBYIOIIECTO PEIICHUSI.

He mo3muee 15 centsOpst Tekymero roga denepanbHBIA MEHTP MPEICTABISAET yYKA3aHHBIC 3asSBKU B
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MoctaHoBneHue MpaButenbctBa PP ot 26 Hos16pst 2018 1. N 1416 "O nopsiake opraHusaumm obecneveHus

KOMHCCHIO MUHHCTEpCTBA 31paBooxpaneHus Poccuiickoit demepaniui 1O PacCMOTPEHUIO 3asiBOK (nanee -
KOMHCCHS) IIUISI UX PAacCMOTPEHHsI C ydacThueM TmpejacraBureneii DenepansHoro 1eHTpa, GoHma MOIICPKKA
IeTe C TSDKEIBIMH OIKU3HEYTPOXKAIONUMHI M XPOHWYECKUMH 3a00JIeBaHHMSIMH, B TOM YHCIIE PEAKIMH
(opdannapiMm) 3a0oneBarmsmu, "Kpyr moOpa", HCTIOTHUTENBHBIX OpraHoB cy0bekToB Poccuiickoit denepannn
(B TOM uHCIEe C WCIONB30BAHWEM HH(POPMAIMOHHO-TEICKOMMYHHUKAIIMOHHBIX TEXHOJIIOTUH) Ha TpeaMeT
000CHOBaHHOCTH 3asIBIICHHBIX 00bEMOB JIEKApCTBEHHBIX MPENAapaToB, UX KOPPEKTUPOBKH MPU HEOOXOIUMOCTH
U YTBEPXKICHHS OOBEMOB TOCTABOK JICKAPCTBEHHBIX MpenapaToB. [10MOXEHNE 0 KOMHUCCHHM M ee COCTaB
yTBepXkaaoTcss MuHHCTEpCTBOM 3apaBooxpanenust Poccuiickoit deneparuu.

PaccmoTpenne 3asBOK, yTBepxkAeHHE OOBEMOB MOCTAaBOK M NpexacTaBieHue B denepanbHBI LEHTp
CBEZICHUN 00 YTBEPXKIACHHBIX 00BEMaX IMOCTABOK OCYIICCTBISIOTCS KOMUCcHeW B TeueHue 30 mHed co nHs
MOCTYTUIEHU 3as1BoK OoT denepanbHOro NeHTpa.

Ceenenust 00 yTBEp)KACGHHBIX KOMHCCHEH 00beMax IIOCTABOK JIEKAPCTBEHHBIX MpPENapaToB
HamnpaBisiioTcss DefepanbHBIM [EHTPOM B HCIOMHUTENBHBIE OpraHbl cyObekToB Poccuiickort denepamun B
cdepe oOXpaHbI 3710pPOBbS B TeueHHE 3 paboUnX JAHEH CO AHA MOCTYIUICHUS CBEJIEHUI OT KOMUCCHH.

7. OOBEeM TIOCTaBOK JIEKApCTBEHHBIX TMpernapaToB (opMHpyeTcs B Tpemeiax OFOIKETHBIX
ACCUTHOBAHUH, MPElyCMOTPEHHBIX B (pefjeparibHOM 3aKOHe o ¢elepalbHOM OO/KETE HA COOTBETCTBY O
(hMHAHCOBBIN TO/ ¥ TUIAHOBBIN MEPHOJ, W IMMUTOB OIOJIKETHBIX 00S3aTENBCTB, TOBEACHHBIX B YCTAHOBICHHOM
mopsiagke 10 MwuHHCTepcTBa 3IpaBooxpaHeHuss Poccuiickorr ®egepanuu Ha 3aKynKy JIEKapCTBEHHBIX
IIperaparoB.

Hngpopmayus 06 usmenenusx:  [lynkm 8 usmenen ¢ 7 wona 2021 2. - [locmaHoeneHue [lpasumenvcmea
Poccuu om 26 urons 2021 2. N 1025
Cwm. npedbidywyro pedakyuro

8. B coorBercTBUU ¢ 00BEMaMH MOCTABOK JIGKAPCTBEHHBIX NPENApaToB, YTBEPKIACHHBIMUA OpPTaHAMHU
rOCyIapCTBEHHOU BIACTH cyObekTOB Poccuiickoit Denepanuu B cepe OXpaHbl 3I0POBbS C YUETOM PEUICHHS
komuccud, denepanbHblii UEHTP B YCTAHOBJIEHHOM 3aKOHOJATeNnbCTBOM Poccuiickoit denepauuu mopsake
OCYILECTBIISIET 3aKYINKY JIEKAPCTBEHHBIX MPEMAPATOB.

MunucTepcTBO 31paBooxpaneHuss Poccuiickoit deaepaluu €XKEroJlHo U3AaeT akT O COIrVIacOBaHUU
nepenaun OepepaibHbIM LIEHTPOM 3aKYIJIEHHBIX B COOTBETCTBUM C HACTOAIMMU [IpaBunaMu nekapCTBEHHBIX
MpenapaToB oOpraHaM roCyIapCTBEHHOU BiiacTh cyOnekToB Poccuiickoit denepariu B cepe 0XpaHbl 30POBbSI.

Hupopmayus 06 usmenenusix:  I[lynkm 9 usmenen ¢ 7 wions 2021 2. - [locmaHosrneHue Ipasumenscmesa
Poccuu om 26 urons 2021 2. N 1025
Cwm. npedbidywyto pedakyuro

9. IlocTaBUIMKHN JIEKAPCTBEHHBIX MPENapaToOB, OMPEAEICHHbIE B COOTBETCTBHH C 3aKOHOAATEIHCTBOM
Poccwiickoit @enepannu, npeAcTapisioT B PenepadbHBIA EHTP OGOPMIIEHHBIE B YCTAaHOBJIEHHOM IOPSIIKE
JOKYMEHTHI, IOATBEpKAAoLINE (DAKT MOTYUEHUS] OPraHU3alUAMHU-TI0IYIaTeJIIMH JIEKAPCTBEHHBIX [IPENapaToB,
B TOM YHCJIE€ HAKJIATHBIE U aKThI IPHEMa-NIepeady JICKApCTBEHHBIX IIPENapaToB.

Hugopmayus 06 usmenenusix: [lynkm 10 usmenen ¢ 25 ¢pespans 2023 2. - [locmaHosreHue
Ilpasumenvcmea Poccuu om 15 ¢hespans 2023 2. N 229
H3menenus pACpOCMpPaHsMmCes Ha npagoomHuowerus, 6o3Huxkuwue ¢ 1 aneaps 2023 2.
Cwm. npedbidywyto pedakyuro

10. ®enepanbHsbii 1ieHTp B TeueHHe 10 paboumx MHEH co AHS TOCTYIUICHHs aKTa MpHeMa-Tiepeaadn
IPUHUMAeT Ha Yy4yeT JIeKapCTBEHHBIE TMpernapaTbl M M3JAeT pAacHOpsAUTEIbHbIE aKThl O Iepeaade
JICKapCTBEHHBIX IperapaToB MCIIOJHUTEIBHBIM OpraHaMm cyOnekToB Poccuiickoit @enepanun, onpeneieHHbBIM
BBICIIMM  JOJDKHOCTHBIM  JIMIIOM  cyObekta Poccuiickoit ~@enepanuy  (PyKOBOJHUTENEM  BBICILETO
HCTIONIHUTENBLHOTO oprana cyObekta Poccuiickoii ®enepanmu) (ganee - YHNOTHOMOYEHHBIE OpPTraHbl), C
yKa3aHHEM HOMEHKJIATYyphl, KOJIMYECTBA M CTOMMOCTH JIEKAPCTBEHHBIX MpENapaToB B OTHOIIEHHWU Ka)KJOTO
YIOJIHOMOUYEHHOI'0 OpraHa.

Hupopmayus 06 uzmenenusix:  Ilynkm 11 uzmenen ¢ 7 wions 2021 . - [NlocmaHoerneHue [pasumenscmesa
Poccuu om 26 urons 2021 2. N 1025
Cwm. npedbidywyro pedakyuro

11. denepanbHbIii IEHTP B TEUCHUE 5 pabouuMx JHEH CO JHS W3JaHUS PaACIOPSIUTEIILHOTO aKTa,
npeaycMoTperHoro MyHKTOM 10 Hacrosmux IlpaBwin, HampaBiaseT B YIOJHOMOYEHHBIE OpraHbl (B 2
AK3EMIUIIPAxX) W3BEIICHWE O IMOCTaBKE JIGKAPCTBEHHBIX IMPENapaToB M aKT MpHUeMa-Tiepeadr, MOITHUCAaHHBIC
TUPEKTOPOM (YTIOITHOMOYEHHBIM JTuIioM) DenepaabHOro IeHTpa.

Unghopmayus 06 usmenenusx:  Ilynkm 12 uzmenen ¢ 7 uions 2021 e. - [locmaHosneHue [lpasumenvcmea
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Poccuu om 26 urons 2021 2. N 1025
Cwm. npedbidywyto pedakyuro

12. YomHOMOYEHHBIE OpTaHbl B TCUCHHE 5 pabOdnX MHEH CO JHS MOTYUYCHHUS M3BEIICHUS O ITOCTaBKE
JIEKapCTBEHHBIX MPENapaToB U aKTa MpueMa-nepeiadn, IpeaycMOTPeHHBIX NMYHKTOM 11 Hactosmumx [Ipaswu,
MIO/IITMCHIBAIOT U 3aBEPSIOT MeUaThio 00a 3K3eMIUIIpa H3BEIICHUS O ITOCTaBKe JIEKAPCTBEHHOTO TMperapaTa u 06a
SK3eMIUISIpa aKTa TMpUeMa-Tiepellavyd, TOocie Yero Bo3BpamaloT B (DenepalnbHBI IEHTP OAWH SK3EMILISAP
YKa3aHHOTO M3BEILEHUS U OIMH 3K3EMIULp aKTa IpHeMa-nepeadn.

13. VYnonHOMOuYEHHBI OpraH Ha OCHOBaHMM aKTa IpUEMa-liepelayd MPUHUMAET Ha y4eT
JIeKapCTBEHHBIE Tpernaparsl U B TEUEHHE 5 paboumx AHEH co AHS MOMYYCHHUS akTa MpHeMa-Tiepefadd H3AaeT
pacHopsIAUTENbHBIM aKT O mepeaade JEKapCTBEHHBIX MPEnapaToB OpraHU3alUsAM-TIONydaTeNIsM C yKa3aHHEeM
HOMEHKJIATYphl, KOJHMYECTBA X CTOMMOCTH JIEKAPCTBEHHBIX IIpenapaToB B  OTHOIIEHUH  KaXXIOH
OpraHH3alUU-TIOTydaTes.

14. Opranuzanuu-nonydaTrend B TedeHHe 2 pabounmx AHEW CO [HS TIONyY9eHUS JOKYMEHTOB,
MTOATBEP)KIAIOMINX Teperady UM JIeKapCTBEHHBIX IMPENapaToB, NPUHUMAIOT JIEKAPCTBEHHBIE Mperaparbl Ha
ydeT, 00eCIIeYrBalOT UX COXPAHHOCTb U IEJIEBOE UCITOTF30BaHHE.

Hugopmayus 06 usmenenusx:  [lynkm 15 uzsmenen ¢ 7 wions 2021 e. - [locmaHosrneHue Ilpasumenvcmea
Poccuu om 26 urons 2021 2. N 1025
Cwm. npedbidywyto pedakyuro

15. ®enpepanbHbld I[EHTP B YCTAHOBIEHHOM MUHHUCTEPCTBOM 3JIpaBoOXpaHeHusi Poccuiickoi
®enepanny NOPAAKE OCYIIECTBISET MOHUTOPHHT IBHKSHHS U yUeTa JeKapCTBEHHBIX MPETapaToB B CyOBhEeKTax
Poccwiickoii deneparum, JOBOAWT JO CBEIEHHUS YIOTHOMOUYEHHBIX OPraHOB MOJYYEHHBIE 110 pe3ysbTaTaM
MOHHUTOpPUHTA JIJaHHBIE, B TOM YHCJIE€ CBEJCHHS O HOMEHKJIAType, KOJMYECTBE W CTOMMOCTH JIEKAPCTBEHHBIX
mperaparoB, 00 OTCYTCTBHHM IMOTPEOHOCTH B OT/ENBHBIX JIEKAPCTBEHHBIX Nperaparax JM00 O TOSBICHUH
JIOTIOJTHUTENILHOW OTPEOHOCTH B JICKAPCTBEHHBIX Mperaparax B CBSI3M C U3MEHEHUEM B cyObekTe Poccuiickoii
Odenepaiui  YMCIACHHOCTH  OOJBHBIX, W3MCHCHUSMHU B Ha3HAUCHUSAX MEAWIIMHCKUMU PaOOTHUKAMU
JICKapCTBEHHBIX IperapaToB OONBHBIM W COTJIACOBBIBACT IEpepaclpeneiCHUE JIEKapCTBEHHBIX NPEnaparoB
Mexy cyonektamu Poccuiickoii denepanuu.

Unpopmayus 06 uzmenenusix:  Ilynkm 16 uzmenen ¢ 7 wions 2021 2. - [NlocmaHoeneHue Ipasumenscmesa
Poccuu om 26 urons 2021 2. N 1025
Cwm. npedbidywyto pedakyuro

16. Tlepemaua JIeKapCTBEHHBIX INpenaparoB OJHMM cyObekToM Poccuiickori ®enepanuu B
CcOOCTBEHHOCTh Jpyroro cyoOwekra Poccumiickoit ®enmepanuyi OCYIIECTBISIETCS] HAa OCHOBAaHHHM —aKTa
npuema-tnepenadn. OenepanbHbIi MEHTP YBEAOMIISETCS O Iepeaade JeKapCTBEHHBIX IpemapaToB B 10-1HEBHBIH
CPOK I0CJI€ MOAIMCAHUS aKTa IPUEeMa-IIEPENAYN YIIOTHOMOYEHHBIMU OpraHaMu.

HUugopmayus 06 usmenenusx:  [lynkm 17 usmenen ¢ 7 wons 2021 e. - [locmaHosrneHue llpasumenvcmea
Poccuu om 26 urons 2021 2. N 1025
Cm. npedbidywyto pedakyuro

17. ®enepanbHBI IEHTP EXKEKBapTaIbHO, A0 10-r0 dUmClIa MecsIa, CIETYIOIMIET0 3a OTYETHBIM
KBapTajoM, IIPEACTABISIET CBEACHMS O Iepefade JIeKapCTBEHHBIX NpenapatoB cyOwbekTy Poccuiickoit
denepani M COINIACOBAHHBIX IMEPEPACHPENCICHUSX JIEKAPCTBEHHBIX IIPEMapaToB MeEXIy CyObeKkramu
Poccuiickoii @enepaun B PenepanbHyro ciayx0y 1o Han3opy B cdepe 34paBOOXpaHEHHS B LEIAX
OCYILLIECTBJICHUSI KOHTPOJII 32 IEJIEBBIM HCIIOJIb30BAaHUEM JICKAPCTBEHHBIX MpENapaToB, a TakXke B
MunncrepcTBo 3apaBooxpaneHus Poccuiickoil @enepannn.

18. B wmemsix obecrieueHuss OONBHBIX JICKAPCTBEHHBIMH NpenaparaMd B IMOpPSAKE, yCTaHOBICHHOM
3akoHOAaTeNbCTBOM Poccuiickolt dexepannu, ocymiecTBIsIeTCsl Ha3HAUCHHE JICKAPCTBEHHBIX MpenapaToB H
odopMIiteHrE peLeNTOB Ha JIEKAPCTBEHHBIE TIPENaparsbl.

19. Ilpu Ha3HayeHUM OONBHOMY JIEKAPCTBEHHBIX MpENapaTroB Jiedallnii Bpaud HHOOPMHUPYET €ro o
BO3MOKHOCTH TIOJYYEHHS MM COOTBETCTBYIOIIMX JIEKAPCTBEHHBIX IIpernaparoB 0e3 B3WMaHHUs IJIaThl B
COOTBETCTBMH C 3aKOHOJATENBLCTBOM Pocculickoit denepanuu.

20. B nensix auHaMu4uecKoro HaOJI0JeHus 3a OOJIBHBIM U COOJIIOIEHUSI IEPUOIUYHOCTH ITOCELICHUS UM
MEAMIMHCKON OpraHu3aluy JedalluM BpayoM OIpenesieTcs KOJIMYECTBO JIEKAPCTBEHHOIO IIperapara,
€IMHOBPEMEHHO O(QOPMIECHHOTO Ha peUenTypHOM OJaHKE B COOTBETCTBUHM C PEKOMEHAOBaHHOU
CPEIHECYTOYHOM KypCOBOH 1030i U CPOKOM, Ha3HAUYEHHBIM IS [IOCELICHUSI.

21. MeauuuHCKasi OpraHu3alysl NpenocTaBiseT OONBHOMY WM €ro 3aKOHHOMY IPEACTaBHTEINIO
nHpOpMaLMI0 00 OpraHU3alMsAX, PACIOJIOKEHHBIX B TPaHUIAX MYHHLUUNAIBLHOrO OOpa3oBaHMS IO MECTY
KHUTENbCTBA WM MECTy MpeObIBaHUs (B CIydae eclid CpOK NpeObIBaHUS MpPEBbIIIAeT 6 MecsAleB) OOJIBHOTO U
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OCYIIECTBIISIOMNX OECIUIaTHBIN OTITYyCK JIEKAPCTBEHHBIX MPENapaToB, HA3HAYCHHBIX JISHAIlUM BPadOM.

22. Tlocne BkiodeHHUs] OONBHOTO B PETMOHAIBHBIN cerMeHT (DenepalbHOTO PEeTMCTpa Ha3HAuYEHUE H
OTIIyCK €My HJIHM €r0 3aKOHHOMY IPENCTaBUTENO JIEKAPCTBEHHBIX IPENapaToB OCYIIECTBIAETCS B CPOK, HE
npeBbImaromui 20 padounx qHEH CO JHSA BKIFOUCHUS.

23. Opranmzauust oOecredyeHUs] JICKApCTBEHHBIMH IIpemnapataMu OOJBbHBIX, NPOXKHUBAOLIMX B
CTaLMOHAPHBIX OPraHU3aLMUsIX COLMAIBHOIO OOCIY)KMBAaHMA WM OTOBIBAIOLIMX HakKa3aHHE, CBI3aHHOE C
JMILIEHUEM CBOOOIBI, OCYIIECTBIISICTCS COOTBETCTBYIOIIEH OpraHu3auen.

24. B ciyuae Bble3aa O0JIBHOTO 3a Mpeiesibl Tepputopun cyobekta Poccuiickoit denepannu, B KOTOpOM
OH TIPOKMBAET, HA TEPPUTOpHUIO Ipyroro cyobekra Poccuiickoit deaepaunu Ha CpoK, HE MPEBBILIAIONINIA 6
MecsIIeB, TAKOMY OOJBHOMY OpraHOM TOCYAapCTBEHHOH BiacTH cyObekra Poccuiickoit dexepaunu B cdepe
OXpaHbI 3/I0POBbsI OPraHU3yeTCs Ha3HauU€HHUe JIEKApCTBEHHBIX MpPEnapaToB Ha CPOK MpHEMa, paBHBIN CPOKY €ro
BbI€3[Ia 3a IMpeneNsl Tepputopun cyObekra Poccuiickoit ®Denepanmu, nu00, yYUTHIBasE CPOKH TOTHOCTH
MMEIOIINXCS OCTAaTKOB JIEKAPCTBEHHBIX IMPEMapaTtoB, OOECIeYeHne TaKoro OOJBHOTO JIEKapCTBEHHBIMH
IperapaTraMy Ha COOTBETCTBYIOIIUI CPOK.

CBeneHus O KOJMYECTBE HA3HAUEHHBIX WM OTIYLIEHHBIX OOJBHOMY WM €ro 3aKOHHOMY
MIPEICTAaBUTEIIO JIEKAPCTBEHHBIX MIPENapaToB BHOCATCS B PErMOHAIBHBIN cerMeHT denepaibHOro perucrpa.

25. B ciydae BwIe3ia OOJIEHOTO 3a MIpeieNbl TePpUTOpHH cyobekTa Poccuiickoit denepariyin, B KOTOPOM
OH TIPOKWBAET, Ha TEPPUTOPHUIO Ipyroro cyowekra Poccuiickoit dexeparnuu Ha CpPOK, MPEBHIMIANOMIHNA 6
MECSLEB, WIM B Cly4ae HM3MEHEHHMS MECTa >KUTEJIbCTBA TaKOMy OOJILHOMY HAa3HAYalOTCS JIEKapCTBEHHBIC
mpemnapaTsl Ha CPOK IpueMa He Oosee OAHOro Mecsaua JM00 OpraHu3yeTcsl OPraHOM roCyIapCTBEHHOH BIACTH
cyonekra Poccuiickoii @enepaunu B chepe oxpaHbl 310pOBbs 00ecieYeHrne TaKOro OOIBHOTO JIEKaPCTBEHHBIMU
mpernapaTaMy Ha CpOK MpreMa He 6oJiee 0THOTO MecsIa.

CsenieHust 0 TakoM OOJBHOM MOJIEKAT HCKIIOUEHHIO U3 pEerHoHajbHOro cermeHtra denepaibHOro
peructpa cyobekTa Poccuiickoit denepaiuu, ¢ TEpPUTOPUN KOTOPOTO BhIe3kaeT OONBHOM, U nepenaye (B TOM
YHUClie C MCIONb30BaHWEM HH(OPMAITMOHHO-KOMMYHHUKAIIMOHHBIX TEXHOJOTHI) OpraHy ToCyIapCTBEHHOW
Brnactu cyOwpekta Poccuiickoit @enepannu B cdepe OXpaHbl 3J0pPOBBs, HA TEPPUTOPHUIO KOTOPOTO BHEXal
OONBLHOM, NI BKIIFOUECHUS B PETHOHANBHBIN cerMeHT (DenepaabHOTO perucTpa 3Toro cyonekra Poccuiickoit
®denepanu.

Haroit BritoueHWsI CBeACHWH O OOJIBHOM B pPErHOHANBHBIA cerMeHT @enepaibHOTO perucTpa
cyonrexToM Poccuiickoii denepaiinu, Ha TEPPUTOPHUIO KOTOPOTO BheXal OONBHOM, SBISETCS JIeHb, CIeIyOIINN
3a JIHEM HCKIIOYEHHS CBEIJCHHH O HEM U3 PErHOHAIBHOro cerMeHTa DelepanbHOrO perucrpa cyObeKTOM
Poccuiickoii deaepannu, ¢ TEPPUTOPUN KOTOPOTO BbIeXall OOIBHOH.

26. Opran rocygapcTBeHHOH BiacTu cyObekTa Poccuiickoit denepaunu B cepe oXpaHbl 310pOBbS, C
TEPPUTOPHH  KOTOPOTO  BbIeXaJl  OONBHOW, TpeAcTaBiseT (B TOM 4YHCIE C  HCIOJIb30BaHUEM
UH(QOPMAIIMOHHO-KOMMYHHKAIMOHHBIX TEXHOJOTHWH) MO 3alpocy OpraHa rocyJapCTBEHHOH BIacTH cyOBbeKTa
Poccuiickoii denepanuu B chepe OXpaHbl 310POBbs, HA TEPPUTOPHIO KOTOPOTO BheXan OOJbHOM, CBEACHHUS O
KOJINYECTBE Ha3HAYCHHBIX MU (PaKTHUECKH MPEIOCTABICHHBIX OOJBHOMY WM €r0 3aKOHHOMY IPECTABUTEIIO
JIEKapCTBEHHBIX MPENapaToB B COOTBETCTBHH C MYHKTOM 25 HacTosmux [IpaBur.

Uugopmayus 06 usmenenusix: Haumenosanue usmeneno ¢ 7 anpenss 2020 eo. - [locmaHosrieHue
IIpasumenvcmea Poccuu om 27 mapma 2020 2. N 344
Cwm. npedbidywyto pedakyuro

YTBEPXXOEHbI

nocrtaHoeneHvem MNpaButenbcTBa
Poccuiickon ®epgepauum

OoT 26 HOsIOpA 2018 r. N 1416

IIpaBuaa
BefeHns PeepaabHOTO perucTpa Jui, 00JbHBIX reModuaneii, MyKoBHCIHI030M, THIIO(HU3aAPHBIM
HAHM3MOM, 00Jie3HbI0 I'o111e, 3/10KaYEeCTBEHHBIMU HOBOOOPA30BAHUAMM JUMGONJIHON, KPOBETBOPHOI U
POACTBEHHBIX UM TKaHel, paccessHHBIM CKJIEP030M, F¢eMOJHTHKO-YPEeMHUYEeCKHM CHHIPOMOM,
IOHOLIECKHM APTPUTOM C CHCTEMHBIM Hayajiom, MykonoJsaucaxapuaozom I, IT u VI tunos,
anJIacTHYecKoi aHeMueil HeyTOUHEeHHOM, HacselcTBeHHbIM JAepuuurom ¢akropos 11 (pudpunorena),
VII (nadunbHoro), X (Ctrapra - [Ipayspa), Jinn nocJjie TpPAaHCIVIAHTALIMYA OPTraHoOB U (WIN) TKaHel

C n3MeHeHUsIMH U JOIMOJTHCHUSAMMU OT:

C U3MEHEHUSIMU U IOMOJIHEHUSMH OT:
27 mapra 2020 r., 26 utons 2021 r., 15 deBpans 2023 r.
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Hupopmayus 06 usmenenusx:  I[lynkm 1 usmenen ¢ 7 anpens 2020 e. - [locmaHoeneHue Ipasumenscmesa
Poccuu om 27 mapma 2020 2. N 344
Cwm. npedbidywyto pedakyuro

1. Hacrosmme IlpaBuna yctaHaBnuBaioT Hopsiiok BeneHuss denepanbHOTO perucTpa Jni, OONBHBIX
remMouiIrel, MyKOBHUCIHMIO30M, THUNO(HU3apHBIM HAaHW3MOM, Oozie3Hpo ['ome, 370KaYecTBEHHBIMH
HOBOOOpAa30BaHUAMHM JTHM(pOUIHOH, KPOBETBOPHOW M POACTBEHHBIX MM TKaHEH, PacCESHHBIM CKIEPO30M,
IeMOJIUTUKO-YPEMHUUECKIM CHUHIPOMOM, FOHOILIECKUM apTPUTOM c CHCTEMHBIM HAyaJIoM,
mykononucaxapunozom I, II m VI Tunos, anmacThuyeckod aHeMHeW HEYTOUHEHHOW, HAcCIeIACTBEHHBIM
nepuuurom ¢dakropoB Il (¢pubpunorena), VII (zabunpHoro), X (Crroapra - Ilpayspa), nun mocie
TpaHCIUIAaHTALlMM OPTaHoB M (MJIK) TKaHEH (Jajiee COOTBETCTBEHHO - 00JbHbIe, DenepanbHbIil peructp).

2. Benenne ®denepallbHOTO PErUCTPa OCYIIECTBISIETCS B CIECAYIOLINX LENAX:

Uncpopmavyuss 06 usmenenusix: Iloonynkm "a" usmenen ¢ 25 ¢eeparsn 2023 . - [locmaHosrneHue
Ilpasumenvcmea Poccuu om 15 pespans 2023 2. N 229
HU3zmenenus pacripocmpaHsaromces na npagoomuoutenus, gosnuxuiue ¢ 1 smeaps 2023 2.

Cwm. npedbidywyro pedakyuro

a) obecreyeHne JIEKAPCTBEHHBIMU MpernaparaMy Uil MEAWIMHCKOTO NMPHUMEHEHHUs, BKIIOYEHHBIMU B
yrBepkaeHHbI IIpaBurensctBom Poccuiickoii @enepanuu  MNepeyvYeHb  JIeKapCTBEHHBIX —IIPENaparos,
c(OPMUPOBAHHBIH B YCTAHOBICHHOM UM TOPSIKE (Aajee - JeKapCTBEHHBIE MperapaThl), OONBHBIX B BO3PACTE
or 18 yer u crapiie 3a cyeT OMJKETHBIX ACCUTHOBAHHM, NMPEIYCMOTPEHHBIX B (pelepaibHOM OJKETe
MunncrepctBy 3apaBooxpaneHusi Poccuiickoit denepanuy Ha yKa3aHHbIE 1eNH, a OOJIBHBIX B Bo3pacte 10 18
JIeT - 3a cYeT OIOKETHBIX acCCHTHOBAaHWH, MPEAyCMOTPEHHBIX MUHHUCTEPCTBY 3ApaBoOXpaHeHHs Poccuiickoii
Deneparmu 11 DoHga NOANEPKKHU ACTEH C TSHKENBIMU JKU3HEYTPOXKAIOLUIMMU U XPOHUYECKUMH 3a00JI€BaHus,
B ToM uucie peakumu (ophaHHbIMH) 3aboneBanusamu, "Kpyr mo6pa". bBiomkeTHble acCHUTHOBaHHA
nepevncisaoTes: MuHHCTEpCTBOM 31paBooxpaHeHus Poccuiickoit Penepanyu  ¢enepanbHOMY Ka3eHHOMY
yupexnenuo "denepanbHblii HEHTP MIAHWPOBAHHUA U OPTaHU3ALMH JICKApCTBEHHOI'O olOecredyeHus: rpaxaan”
MunucrepctBa 31apaBooxpanenus Poccutickoit @enepanuu (nanee - @enepaibHbIi HEHTP) A OpraHU3ANNN H
MIPOBEJICHMS 3aKYIIOK JIEKAPCTBEHHBIX MPENapaToB;

0) MOHUTOpPWHI JABIXCHHUSI M ydeTa OONBHBIX Ha OCHOBAaHMH CBEACHH, MPEACTAaBISEMBIX OpraHamu
rocyJapCcTBeHHOH BiacTh cyObekToB Poccuiickoit denepanun B cepe oXpaHbl 370POBBS;

B) 3¢ deKTHBHOE TUIAHUPOBAaHHE M PACXOJO0BaHHE (PHHAHCOBBIX CPEACTB, HANPABISIEMBIX Ha 3aKyNKY
HEOOXOJMMBIX JIEKAPCTBEHHBIX IPEIapaToB A o0ecTiedeHus] UMH OOJBHBIX 110 MECTY YKUTEICTBA WM MECTY
npeObIBaHMs (B CITydae ecii CPOK NMPeObIBaHMS MIPEBhINIAET 6 MECSIIEB).

Hupopmayuss 06  usmenenusix: [lynkm 3 usmenen ¢ 25 ¢pespans 2023 2. - [locmaHosrneHue
Ipasumenvcmea Poccuu om 15 ¢peepans 2023 2. N 229
U3zmenenus pacripocmpaHsatomcecs na npagoomuouienus, eosnuxuiue ¢ 1 ansapsa 2023 e.
Cwm. npedbidywyto pedakyuro

3. ®@enepanbHBI pEruCTp SABISAETCA (denepanbHON HHPOPMAITMOHHOW CHCTEMOW, COCTOSIIEH U3
PETHOHAIBHBIX CETMEHTOB, KOTOPBIE PAa3eisifoTCd Ha IOACEIMEHT, COIACpPXKALIUHA CBEAEHHS O OOJIBHBIX B
Bo3pacte 10 18 jeT, W moacerMenT, comepiKamuid CBeACHUS O OONBHBIX B BO3pacTe OT 18 jeT m crapiie, u
coziepyKalieit CBeIeHHs, IPeyCMOTpeHHbIe MYHKTOM 9 Hactosmux [IpaBui.

MuHuctepcTBO 31paBooxpaHeHust Poccuiickoit denepaunu SBISETCS OMEPATOPOM ATOU CUCTEMBI U
oOecrieunBaeT ee OecriepeOoiiHoe PyHKIIMOHUPOBAHHE.

MunuctepcTBo 3apaBooxpaHenusi Poccuiickoit @enepanun obecrnieunBaeT depepadbHOMY LEHTPY H
DoHny MOAAEPKKU IeTel C TSHKEIBIMU JKU3HEYTPOXKAIOIIMMU 1 XPOHUYECKUMH 3a00JIEBaHUAMH, B TOM YHCIIE
penkumu  (opdaHHBIMH) 3aboneBaHuaMHu, "Kpyr nmobpa" pmoctynm k uH(pOpManmu, colepXamieics B
®denepanbHOM PETUCTPE.

4. Oprassl TocyiapcTBEHHOH BiacTu cyObekToB Poccuiickoit Denepanun B cdepe oXpaHbl 3710pOBbS
o0ecrneunBaloT BHECEHNE CBEJICHUH O OOJBHBIX B PErMOHAIBHBIA cerMeHT DenepaabHOro perucTpa B CpokK, He
MIPEBBIIAIOIMNK 5 pabounx AHEH co AHA OOpaleHus OO0JBHOTO C YCTaHOBJIEHHBIM THAIHO30M B METUIIMHCKYIO
OPTaHU3aLMIO II0 MECTY €T0 KUTENbCTBA UM MECTy IIpeObIBaHUA (B CIydae €CclIH CPOK INPEObIBAHUS NIPEBHIIIACT
6 MecsIIICB).

Bxuttouenue B pernoHanbHbIi cerMeHT DeiepanbHOro perucTpa CBEACHUN 0 OOIBbHBIX OCYLIECTBIIACTCS
MEAMIMHCKON OpraHu3aluell M0 MECTy HX JKUTEIbCTBA HIM MECTy NpeObIBaHUS (B Cllyyae €ClId CPOK
peObIBaHMA MPEBHIIAECT 6 MECSLEB) HA OCHOBAaHMHM MEAWLIMHCKHUX OKYMEHTOB (MX KOMHH) WM BBIIUCKU W3
HUX, OTPaKAIOIIUX CBEJCHUS 00 YCTaHOBJICHHOM IHAarHO3€ M BBHIOOpE MEPONPHUATHI MO JICUCHHIO MAllMEeHTA.
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Bxotouenne cBemeHHii 0 OONBHBIX C TEMOJIMTHKO-YPEMHUYECKHM CHHIPOMOM, OHOIIECKUM apTPUTOM C
CHUCTEMHBIM HayajoM U Mykomnoaucaxapuao3om I, IT u VI tunos ocyiiecTBisieTcss Ha OCHOBaHUU MEAUIIUHCKUX
JIOKyMEHTOB WJTH MX KOIIMH W BBITTUCKH W3 HUX, OTPAKAIOIINX CBEICHUS 00 YCTAaHOBIEHHOM JIHAarHo3¢ M BHIOOpE
MEpPOIPHUATHH TI0 JICUSHHIO MTAIUEeHTa, TIOJTYUYSHHBIX OT (heAepaTbHON MEUIIMHCKON OpraHU3aIii.

5. PerynupoBaHue OTHOILIECHUH, CBSI3aHHBIX C BeAeHUEM DenepansbHOro perucrpa, OCyLIECTBISIETCS B
COOTBETCTBHH C 3aKOHOLATeNbCTBOM Poccuiickoit deneparmuun 00 wuHbopManmu, HHOOPMAIMOHHBIX
TEXHOJIOTHSAX H O 3aIuTe HH)OPMAIUH.

Hngopmayus 06 usmenenusx: [Iynkm 6  usmenen ¢ 25 ¢hespans 2023 2. - [locmaHosrneHue
Ilpasumenvcmea Poccuu om 15 pespans 2023 2. N 229
H3menenus pacripocmpaHsromcs a npagoomuouienus, sosHuxuiue ¢ 1 saneapsa 2023 e.

Cwm. rpedbidywyro pedakuuro

6. MunucrepcTBo 31paBooxpaneHus Poccuiickoit @enepanuu, OenepanbHblil ieHTp, OHA TOAISPKKI
JETeH C TSDKEIBIMU KU3HEYTPOXKAIOMUMU U XPOHMYECKUMH 3a0O0JCBAaHHUSIMH, B TOM YHUCIEC PEAKHUMH
(opdanubiMu) 3aboneBanusmu, "Kpyr g00pa" u opraHbl roCyJapCTBEHHOH BiacTh CcyObekToB Poccuiickoit
Oenepanu B cdepe OXpaHbl 3I0POBbsI 00ECIEUMBAIOT KOH(QUACHIMAIBHOCTh CBEACHUH, COACpKAIIUXCS B
deepanbHOM PETHCTPE, a TAKKE XPaHEHHE M 3allUTy TaKUX CBEIeHU B cooTBeTcTBHU ¢ PefepalnbHbiv
3akoHOM "O mepcoHaIbHBIX JaHHBIX'.

7. Paamenienne napopmaiun B degepaibHOM perucTpe OCYNIECTBISICTCS ¢ MPUMEHEHUEM YCHIICHHON
KBaTM(UIIUPOBAHHON DJIEKTPOHHOM MOANKCH B coOTBeTCTBHU ¢ PefeparnbHbiM 3akOHOM "OO0 3JIeKTPOHHOM
noanucu".

8. DdenmepanbHBIE PETUCTP BEAETCS B DIEKTPOHHOM BHJAE C TpPHUMEHEHHEM aBTOMATH3MPOBAHHOMN
CUCTEMBI ITyTeM BHECEHHsI PETUCTPOBON 3allUCH C MPUCBOCHHEM YHHUKaJIhbHOTO HOMEpa PETUCTPOBOM 3aIlUCH U
YKa3aHUEM JIaThl €€ BHECCHUSI.

[Ipu BHECeHHMM W3MEHEHUH B CBEJCHHS O OOJBHOM JIOJDKHBI OBITh COXpPaHEHBbl YHHKAIBHBIH HOMEP
PETUCTPOBOM 3alTUCH U UCTOPHUSI BHECEHHS N3MEHEHUH.

9. @enepanbHbIA PErUCTP COACPIKUT CIACAYIOMINUE CBEICHUS:

a) CTpaxoOBOH HOMep HMHIMBHIYaIbHOTO JIHMIEBOIO cUeTa OOJBHOTO B CHCTEME 0053aTelbHOTO
MIEHCHOHHOT'O CTPaxoBaHus (IIPH HATUYHUH);

0) damuims, UMs1, OTYECTBO OOJBLHOTO, a TakxkKe (HaMILTHSL, JaHHAS [IPU POKIACHUM;

B) JaTa pOoXKJIeHHs OOJIBHOTO;

T) 101 O0JIBHOTO;

Il) aJgpec MecTa KUTEIhCTBAa WIIM MeCTa MpeObIBaHUA (B CIydae €ClM CPOK NMpeObIBaHMS MPEBBIIIAET 6
MmecseB) OompHOTO (¢ ykaszammem koma mo  OOLlepoccuinckomy  KraccudukaTopy  o6bheKTOB
aJIMHHUCTPATUBHO-TEPPUTOPHUATHHOTO JICTICHHS );

€) cepus U HOMep NacrnopTa (CBHIAETENHCTBA O POXKICHUM) MM YAOCTOBEPEHHS JIMYHOCTH OOJIBHOTO, a
TaKKe J1aTa BbIJaYU YKa3aHHBIX JOKYMEHTOB;

) cepHsi U HOMEp IOJIMca O0SA3aTeIbHOTO MEIUIIMHCKOTO CTpaxoBaHHS OOJLHOTO W HAMMEHOBAHHE
BBIJIaBIIIEH €70 CTPAaXOBOM MEAUIIMHCKOM OpraHu3aluu;

3) uHdopManus 00 WHBAIUAHOCTH (B clydae YCTaHOBICHHS TPYIIBl HHBAIUIHOCTH HIIM KaTETOPHH
"peGeHOoK-HBANN");

W) JIUarHo3 3abosieBaHus (COCTOSIHMS), BKIOYass ero koja no MexayHapoOHOW cTaTuCTUYecKou
KnaccudgukaLunm o6omne3Hei u npodiieM, CBI3aHHbBIX CO 3JJ0POBbEM, a TaKXKe JaTa OCMOTpa 0OJIBHOTO U JaHHBIC
0 TUHAMHKE COCTOSHUS;

K) uHQOpMamHs O MEIUIMHCKOW OpraHu3anui (HanMEHOBaHHE, OCHOBHOH TOCYIapCTBEHHBIH
peruCTpanMoOHHbI HOMep, Koj 1o OOMIepocCHICKOMY KIACCH(HUKATOPY MPEeNNpUATHH W OpraHHU3alni),
BBIJIaBIIICH HampaBieHHE Ha BKJIIOYEHHE CBeJeHHH o OonpHBIX B (DenepanbHbI peructp (HampaBieHHE Ha
BHECEHHE M3MEHEHUH B CBeJeHHS, cojepxaiuecs B DepepallbHOM perucTpe (Jajiee - HalpaBJieHHE), a TaKKe
n3BelIeHue 00 UCKIIOYEHUH CBEICHUH 0 00NBbHBIX 13 PenepanbHOro perucTpa (aajiee - n3BelIeHue);

J) JaTa BKIIOYCHHS CBEICHUN O OOJILHOM M JiaTa BHECEHHUS W3MEHCHHI B CBEACHUS O OOJHHOM B
®DenepanbHbIA PETUCTD;

M) HHPOPMAIHsI O Ha3HAUYEHHUH JICKapPCTBEHHBIX TPETapaTos;

H) nHpopMaIus 00 OTIYCKe JIEKaPCTBEHHBIX MpenaparoB (ara Hadana oOecriedeHus JIeKapCTBEHHBIMU
npernapaTaMu 1 (PaKTHUECKHUIA OTITYCK JIEKAPCTBEHHBIX MPENapaToB);

0) JlaTa MPHUHATHS pelIeHs] 00 OKOHYAaHUH O0ecTieueHHs JIEKapCTBEHHBIMU ITperapaTaMu ¢ YKa3aHHeM
npuarHBl (BBIE3N 3a mpenensl Poccuiickoit ®enepannn Ha TOCTOSHHOE MECTO JKHUTENBCTBA HIIM MECTO
npeObiBaHUA (B CIIy4ae €CIM CPOK TNpeObIBaHUS MPEBHIIIAeT 6 MeECSIEB), CMEPTh OOJIBHOTO, OTCYTCTBHE
MMOKa3aHWH K JajbHEWIeMy IIpHeMy JIeKapCTBEHHOI'O TpernapaTa) W O Iiepeladye CBEeICHWH B apXuB
®denepanbHOTO PETUCTPA;
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m) wHpopManus O BKIOYeHHH OonbHOTO B DenepanbHBIN PETUCTp JHUI, HUMEIOMHX MpPaBO Ha
MOJIy4YEHUE  TOCYJApCTBEHHOM  COLMANBHOM  IOMOLIM, M  HWHBIE  PETUCTPbI, IPEITyCMOTPEHHBIE
3aKOHOJATENhCTBOM Poccuiickoit deneparin, B MESIX 00SCIICUCHHSI JICKaPCTBEHHBIMA TIperiapaTaMy 3a CUET
010/KEeTOB OI0MKETHON crucTeMbl Poccuiickoit Ddeneparnu;

P) YHUKAIBHEI HOMEp pEerHCTPOBOIl 3aMHCH;

C) BBIMUCKA W3 METUIIMHCKONW JOKYMEHTAalMd OONBHOTO, COJiepiKallias CBEISHHs O HA3HAYCHHU W
HCIIOJIb30BAaHUH JICKAPCTBEHHBIX MPENapaToB;

Undopmayusa 06 usmenenusix: I[lynkm 9 Oononnen noonyukmom "m" ¢ 25 hespann 2023 2. -
[TocmaHoeneHue Ilpasumenvcmea Poccuu om 15 ¢heepana 2023 2. N 229
H3menenus pacripocmpaHsromcs a npagoomuouienus, sosHuxuiue ¢ 1 aneapsa 2023 e.

T) HCTOYHUK ()MHAHCUPOBAHUS IPUOOPETEHNUS JICKAPCTBEHHBIX MIPETIapaToB.

10. B cny4ae ycTaHOBICHHUS TUAarHO3a 3a00JeBaHUs (COCTOSHIS), YKA3aHHOTO B MYHKTE 1 HAcTOSIIUX
IIpaBun, wiv W3MEHEHWs CBEACHUM, YKa3aHHBIX B MOAMyHKTax "a" - "X" nyHkta 9 wactosmux I[lpaswui,
MEJIMIIMHCKUE OPTaHU3allMi, B KOTOPHIX OOJIbHBIC HAXOASTCS IOJI MEIUIIMHCKUM HAOJIIOJICHUEM, B CPOK, HE
MPEeBBIIIAONMI 3 pabouynx JHEH co JHSA oOpalieHus 0OJBLHOTO C YCTAaHOBJICHHBIM JTUATHO30M B MEIMIIMHCKYIO
OpraHU3aIUI0 TI0 MECTY JKUTEILCTBA MM MECTY MpeObiBaHus (B Clydyae eClid CPOK MpeObIBaHMsI MPEBHIIIACT 6
MECSIIER), MPEICTARISIOT B 3JCKTPOHHOM BHJE WJIM HAa OyMa)KHOM HOCHUTEJC HAlpaBJICHHS W M3BCIICHUS B
OpraH rocyJIapcTBEHHOH BiacTH cyObekTa Poccuiickoit denepaiinu B cepe oXxpaHbl 310pOBbs 10 (DOPME H B
MOPSJIKE, KOTOPBIE YTBEPKAEHB MUHUCTEPCTBOM 31IpaBooXpaHeHus: Poccuiickoit deaeparuu.

11. Jns 3anoyiHEHUsT peruoHalbHOro cermeHra @elepajbHOrO0  pPErucTpa  OpraHU3allvu,
OCYIIECTBIISIOIINAE OTIYCK JIEKApCTBEHHBIX TpENaparoB, Ha3HAYCHHBIX JIEYAI[UM BPauyOM B COOTBETCTBUHU C
MPEIYCMOTPEHHBIM MOAMYHKTOM "a" MyHKTa 2 Hactosimux [IpaBui nepeyHeM, 10 5-ro 4uciia KaxI0ro Mecsaa
MIPEJICTABJISIOT B OpraHbl TOCYJIAapCTBEHHOW BiacTH cyObekToB Poccuiickoit ®@exeparuu B cdepe oxpaHb
3JI0POBBS B DIICKTPOHHOM BHUJE WJIM Ha OyMa)KHOM HOCHUTEINIE CBEIIEHUS 00 OTIMYIIECHHBIX 32 MPEAIISCTBYIOIHMA
MecHIl ICKapCTBEHHBIX MpermapaTax.

12. B ciyuae eciu CBEICHUsI, MPEAYCMOTpEHHbIe NOANyHKTamuy "a", "x" u "n" nyHkra 9 nacrosmmx
[IpaBun, He TpeACTaBICHBI B OPraHbl TOCYAapCTBEHHOM BiacTH cyObekToB Poccuiickoit @enepanun B cdepe
OXpaHBl 3IIOPOBbS, YyKa3aHHBIE OPTaHbl BJIACTH CAMOCTOSATEIBHO 3alpaliuBalOT JTH CBEICHUA B
rOCy/IapCTBEHHBIX BHEOIOMKETHBIX (DOHIAX.

Ceenennst 0 0OJTEHOM (HAIPABIICHUS, W3BEIICHIS ), TIPEACTABIISIEMBIC B YJICKTPOHHOM BHJIE, TIOJICKAT
3aBEPECHUI0 3JIEKTPOHHOM MOLMUCHI0 JODKHOCTHOTO JIUIAa OpraHa TOCYJapCTBEHHOW BJIACTH CYOBEKTa
Poccutickoit @eneparnu B cepe OXpaHbI 3J0POBBSI.

13. B cnmyuae Beie3ma OonmpHOTO 3a Tpenenbl Tepputopun Poccuiickoit ®denepanny Ha MOCTOSHHOE
MECTO XUTEIBCTBA WM MECTO peObIBaHMUs (B CIIydae eCJId CPOK MPeObIBaHMsI MPEBHIIIAET 6 MECSIIEB), a TAKXKE
B ClIy4ae CMepTH OOJIBHOTO CBENICHUS O HEM ITOJIJICIKAT apXHUBUPOBAHHIO.

YTBEPXXOEHbI

nocraHosneHvem MNpaButenbcTBa
Poccuiickon ®epepauum

oT 26 HOosA6pA 2018 r. N 1416

Ilepeuennb
yrpatuBmux cuiy akroB Ilpasurennscrea Poccuiickoii ®enepanun

1. MNMoctaHoBneHue TlpaButenbctBa Poccuiickoit ®eneparmu ot 26 aekadbps 2011 r. N 1155 "O
3aKyIKax JEKapCTBEHHBIX IPENapaToB, MPEIHA3HAYSHHBIX UIsI OOECTIeUeHHs JIMI, OONBHBIX TreModuInei,
MYKOBUCIIMJI030M, THUNO(U3apHBIM HaHW3MOM, Oone3Hbio l'orie, 3710KaueCTBEHHBIMH HOBOOOPA30BAHUSIMH
TMM(OUTHON, KpPOBETBOPHOW W POACTBEHHBIX UM TKaHEH, pAacCesHHBIM CKJIEPO30M, JIMI[ TOCHe
TpaHCIIaHTalMK opraHoB u (win) Tkaneil" (CoOpanue 3akoHoatenbeTBa Poccuiickoit @epepanun, 2012, N 1,
cT. 186).

2. lNoctaHoBneHue IlpaButenbcrBa Poccuiickoit deneparuu ot 26 ampens 2012 r. N 404 "O06
yrBepxkaeHun [lpaBun Benenus DepepanbHOro perwcrpa Juil, OONBHBIX TeMOQHUINEH, MYKOBHCIHIIO30M,
runou3apHsIM  HaHU3MOM, 0oje3Hbpi0 ['omre, 370KaueCTBEHHBIMH HOBOOOPA30BaHUSAMHU JHUM(OHUIHOM,
KPOBETBOPHOH W POJICTBEHHBIX MM TKaHEH, PACCESHHBIM CKJIEPO30M, JIMII TIOCJIE TPAHCIUIAHTAIMH OPTaHOB H
() Tkarer" (CoOpanue 3akoHOmaTenscTBA Poccuiickoit @enepammm, 2012, N 19, cT. 2429).

3. MNyHKTbl 176 1 190 u3MmeHeHui, KOTopsie BHOCITCS B akThl [IpaButenscTBa Poccuiickoit denepanuu
[0 BOIIpOCaM JIEATEIhHOCTH MUHHUCTEpCTBa 3ApaBooxpaHeHust Poccuiickoit ®enepanyn, yTBEepKIESHHBIX
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noctaHosneHnem IlpaButensctBa Poccmiickoit denepamun ot 4 centsOps 2012 r. N 882 "O BHecenumn
U3MEHEHU B HekoTopble akThl IIpaButennscTBa Poccuiickoit ®enepanuu MO BOMpocaM JACSTEILHOCTH
MunucrepcTBa 3apaBooxpaneHus Poccmiickoit ®enepammu” (CoOpaHue 3aKOHOIATENHCTBA PoccHiicKon
Oenepannu, 2012, N 37, cr. 5002).

4. lMoctaHoBneHue TlpaButenbctBa Poccuiickoit denepanuu ot 24 ampens 2015 r. N 389 "O
BHECEHHHM WM3MEHeHW B moctaHoBieHue llpaBurtenbctBa Poccuiickoit ®@enepammu ot 26 mekadps 2011 T.
N 1155" (Cobpanue 3akonomarenbctBa Poccutickoit @eneparym, 2015, N 18, ct. 2709).

5. MNocTtaHoeneHve IpaButenncTBa Poccuiickoit deneparmu ot 9 anpens 2016 r. N 288 "O BHeceHHn
m3meHenuii B llpaBuna Bemenus denepaibHOrO perucrpa Jinil, OOJNBHBIX TeMOQWINEH, MYKOBUCIIHIO30M,
rUnoQu3apHeIM  HaHU3MOM, Ooje3Hplo [omie, 3JI0KaueCTBEHHBIMH HOBOOOPA30BaHUSAMH  JTHUM(OHUIHOH,
KPOBETBOPHON U POJCTBEHHBIX UM TKaHEH, pacCesTHHBIM CKJIEPO30M, JUI[ MOCJIE TPaHCIIAaHTAI[MU OPTraHOB U
(unm) Traneit" (CoOpanue 3akoHOnaTenbcTBa Poceniickoit @enepannu, 2016, N 16, ct. 2225).

6. lNoctaHoBneHue IIpaBurenbctBa Poccuiickorr ®epepanmu ot 11 aBrycra 2016 r. N 784 "O
BHECCHMHM W3MEHEHUH B ToctaHoBieHue llpaButenbctBa Poccuiickoit depepanuu ot 26 mekabpst 2011 T.
N 1155" (Cobpanune 3akoHOmaTenbcTBa Poccuiickoit @enepanuu, 2016, N 34, cT. 5242).

7. lMNMoctaHoBneHue IlpaButenscTBa Poccuiickoii ®emepanmu ot 17 ampens 2017 r. N 457 "O
BHeceHMH wu3MeHeHnd B llojoxeHwme o 3akymkax JIEKapCTBEHHBIX IMIPErapaTroB, MpeAHAa3HAYSHHBIX IS
obecrniedeHus Jui, OONBHBIX TeMO(WIHEeH, MyKOBHUCIH030M, THNO(HU3apHBIM HaHW3MOM, Oone3npro ['omre,
3JI0KQYE€CTBEHHBIMH HOBOOOpA30BaHMAMH JIMM(OUTHON, KPOBETBOPHOW U POJCTBEHHBIX WM TKaHEH,
PACCESIHHBIM CKJIEPO30M, JIUI] MTOCJIe TPAHCIUIAHTAIIMN OpraHoB u (uiaK) TkaHei" (CoOpaHue 3aKOHOJATEeIhCTBA
Poccuiickoit @enepanuu, 2017, N 17, ct. 2577).
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