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ITocranosyienne I1paButenbcrsa PO ot 26 Hosi6pst 2018 1. N 1416 "O nopsiake oprasmsanymm
obecIieueHus JeKapCTBEHHbIMU MIpernapaTaMu Jinll, 60JbHBIX reMopuIneii, MyKOBUCLII030M,
runodu3apHbIM HaHK3MOM, 60JsIe3HbIO ['oI1le, 3Jl0KaueCTBEHHbIMM HOBOOOPa30BaHMUSIMM JIMM(ONIHOI,
KPOBETBOPHOM U POJCTBEHHBIX VM TKAHEM, PACCESIHHBIM CKJIEPO30M, T€MOIUTUKO-YPEMUUECKIUM
CUMHJIPOMOM, IOHOIIIECKMM apTPUTOM C CMCTEMHBIM HavayioM, MyKonoycaxapumosom I, IT u VI tunos, nuir
MOCJIe TPAHCIJIAHTAIY OPraHoB U (MJIM) TKaHel, a TaKXKe O MPU3HAHUYM YTPATUBIIMMU CUTY HEKOTOPBIX
akToB IIpaBurenbcrBa Poccuiickoit emepariyn” (¢ M3MEHEHMSIMM U TOTIOJTHEHMSIMMN)

Vudopmanyst 06 M3MeHEeHMSIX:

Haumenosanue usmenero c 7 anpensa 2020 a. - [locmanosnenue Ilpasumenscmea Poccuu om 27 mapma
2020 2. N 344

Cm. npedwbldywyro pedakyuro

ITocranoBsieane IIpaButenbcrBa P® ot 26 Hossops 2018 r. N 1416
"O mopsaKe opraHusanyu odoecrmevyeHus JIeKapCTBeHHbIMY MpernapaTamMmu JInil, 60JIbHbIX
remodunen, MyKOBUCIMAO30M, TMIIO(M3aPHBIM HAHMU3MOM, 00J1e3HbI0 ["o11Ie, 3;TOKaYeCTBeHHbIMM
HOB0OOpa3oBaHUAMMU JTUMGPOMITHOM, KPOBETBOPHON ¥ POACTBEHHBIX UM TKaHeN, pacCesTHHbIM
CKJIEPO30M, FeMOJIUTUKO-YPEMMUECKUM CUHAPOMOM, IOHOLIECKUM apTPUTOM C CMCTEMHBIM

Haya/ioM, myKonoyucaxapugosom I, II u VI Tumos, aniacTuueckoi aHeMue HeyTOYHEHHO,
HactencTrBeHHbIM Hedunmurom dakTopos II (budpunorena), VII (yra6uabuoro), X (CtroapTa -

IIpayapa), /inix oc/ie TPAHCIUIAHTAIMM OPTaHOB U (M/IM) TKaHel, a TaK)Xe 0 MPU3HAHUN

YTPaTUBIIMMM CIUTY HEKOTOPbIX akToB I[IpaButenbcrBa Poccuiickonn degepanym”

C M3MeHeHUSIMHU U’ JOIIOJTHEHUSIMMU OT:

27 mapta 2020 r., 26 mionst 2021 r.
T'APAHT:

Hacrosiiee mocranosiienne BetymnaeT B cvuty ¢ 1 ssuBapst 2019 r., 3a MCK/IIOUEHMEM TyHKTA 2, KOTOPBINI
BCTynaeT B cuty ¢ 27 Hosiopst 2018 r.
B cootBerctBUM ¢ myHkTom 21 wactu 2 cratbyu 14 u wactavu 7 - 9 cratbu 44 PepepasbHOTO
3akoHa "O6 oCcHOBaxX OXpaHbl 3M0POBbs IpaskaaH B Poccuitckoit @epepariuu’ I[IpaBurenbctBo Poccuiickoin
®denepalyu MOCTAaHOBJISIET:

Mudbopmanyst 06 M3MeHeHMSIX:

Ilynkm 1 usmenen c 7 anpens 2020 e. - Ilocmanosenenue Ilpagumenvcmea Poccuu om 27 mapma
2020 2. N 344

Cm. npedwbldywyto pedakyuro

1. YTBepautp npunaraemsie:

[TpaBwia opranusanuy obecrieueHns! JIEKapCTBEHHBIMM TIperapaTaMi JInil, 60JbHbIX reModuinen,
MYKOBUCIIUI030M, I'MTTOMMU3apHbIM HaHU3MOM, 60Jie3HbI0 ['ollle, 3710KaueCTBEHHbIMM HOBOOOPA30BaHMUSIMU
JMMGONAHON,  KPOBETBOPHOM M POACTBEHHBIX MM  TKaHel,  pacCeIHHbIM  CKJIEPO30M,
reMOJIMTUKO-YPEMMUUECKMM  CUHAPOMOM,  IOHOIIECKMM  apTPUTOM C  CUCTEMHBIM  HAyajioM,
mykonoymcaxapumosom I, II u VI tumnos, ammactuMuyeckoil aHeMuell HEYTOYHEHHOM, HacJIe[[CTBEHHbIM
neduiurom dakropos II (bubpuuorena), VII (mabmibHoro), X (Crioapra - Ilpayspa), Jymi mocie
TPaHCIUIAHTAIMM OPTaHOB U (MJIM) TKAHE;

[IpaBuia BemeHuss @PenepaJibHOTO perucrpa Jull, OOJIbHbIX reModuamen, MYKOBUCIIUIO30M,
runodu3apHbIM HaHM3MOM, OoJie3HbIO ['OIle, 3710KaYeCTBEHHBIMM HOBOOOPA30BAHMSIMM JIMM(OUIHOMN,
KPOBETBOPHOM ¥ POJCTBEHHBIX MM TKaHel, pacCeSHHbIM CKJIEpO30M, TeMOJUTUKO-YPEMUUECKUM
CUHAPOMOM, IOHOIIECKMM apTPUTOM C CUCTEMHBIM HadajoM, MmyKomoimcaxapumosom I, IT u VI Tumos,
aryIacTMYeCcKol aHeMuell HeyTOUHEeHHOM, Hac/iecTBeHHbIM Aedbuiiutom dakTopos Il (dubpunorena), VII
(ymabubHOTO), X (CTrroapra - ITpayapa), siuii mocsie TpaHCIIAHTAIMY OPTaHOB U (MJIM) TKaHEl

repeyeHb yTpaTUBIIMX cuty akToB [IpaBuTtenbcrBa Poccuiickon Deneparimm.
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2.  MunnucrepctBy  3mpaBooxpaHeHus — Poccuiickon — @epepanMu B YCTAaHOBJIEHHOM
3aKOHOZATeabCTBOM  Poccuiickoinn  ®emepauyy  mopsike  ocyilecTBuTh 3akynky Ha 2019 ron
JIEKapCTBEHHBIX TPEIapaToB [IJIsI MaTOT€HETUYECKOro JIeueHMsl JinIl, 6OJbHBIX TeMOJIUTUKO-YPEMUUECKUM
CMHIPOMOM, IOHOIIECKMM apTPUTOM C CUCTEMHBIM Haudajgom, MyKomosiucaxapumosom I, II u VI tunos,
BKJIIOUEHHBIX B TepeveHb KM3HEHHO HeOOXOIMMbIX M BaXKHEMIIIMX JIEKAPCTBEHHbBIX ITPENapaToB.

3. MunucrepctBy 3gpaBooxpaHenms Poccumiickoit @epepanMy [1aBaThb Pa3bsICHEHMS —TIO
MIPUMEHEHMIO TTPABIJI, YTBEPKIEHHbBIX HACTOSIIMM ITOCTAaHOBJIEHMEM.

4. Hacrosmiee nocraHoBjenne BerymnaeT B cuiy ¢ 1 ssuBaps 2019 r., 3a MCKIIOYEeHMEM ITYHKTA 2,
KOTOPBIN BCTYIIAeT B CMJTY CO JHS O(GUIIMaTIbHOTO OyOJIMKOBaHMSI HACTOSILErO TOCTAaHOBJIEHMS.

IIpencenarens [IpaBuTenbcTBa . MenBeneB
Poccuiickoit @emepanyn

Wudopmaiyst 06 M3MeHEHMSIX:

Haumenosanue usmenero c 7 anpensa 2020 a. - [locmanosnenue Ilpasumenscmea Poccuu om 27 mapma
2020 2. N 344

Cm. npeduldyuiyro pedaxkyuio
YTBEPXXIEHBI
nocraHosyieniem IIpaBuTebcTBa
Poccuiickoi ®depepanymu
ot 26 Hosiops 2018 r. N 1416

IIpaBuia
OopraHM3anyuy odecrevYeHns JIeKapCTBeHHbIMHU MperapaTaMu JInIl, 60/IbHbIX reMmodmiine,
MYKOBUCI[I030M, runo¢u3apHbIM HAaHM3MOM, 00/1e3HbI0 Io111e, 3/;T0KaYeCTBEHHBIMU

HOB0OO00Opa30BaHUSIMHU JTUM(POUTHOV, KPOBETBOPHOM ¥ POACTBEHHBIX MM TKaHel, pacCesTHHbIM

CKJIEPO30M, TeMOJIUTUKO-YPEMMUECKUM CUMHAPOMOM, IOHOIIIECKUM apTPUTOM C CUCTEMHBIM
HavasioM, MmyKomnosmcaxapuaosom I, IT u VI Tunos, anyracTuueckoi aHeMue HEyTOYHEHHOI,
HacsienctBeHHbIM Jeduinrom dpakropos Il (pudbpunorena), VII (;rabunbuoro), X (Crroapra -

IIpayapa), siuI 1ocjie TPAHCIVIAHTAIMY OPTaHOB U (M/IN) TKaHen

C M3MeHeHUSIMHU U’ JOIIOJTHEHUSIMMU OT:

27 mapta 2020 r., 26 mionst 2021 r.

Wudopmariyst 06 M3MeHEHMSIX:

Ilynkm 1 usmenen c¢ 7 anpens 2020 2. - Ilocmanosnenue Ilpagumenbcmea Poccuu om 27 mapma
2020 2. N 344

Cm. npedutdywyto pedakyuro

1. Hacrosume IlpaBmia ycTaHaB/JIMBAIOT TOPSIOK OpraHM3aluy ObecrieueHus Jini, OOJIbHBIX
remobwinelt, MYKOBUCIMIO30M, TurodusapHbIM HaHU3MOM, Oose3Hblo ['ollle, 3JI0KAaYeCTBEHHBIMU
HOBOOOPa30BaHMSIMM JIMMGOUTHOM, KPOBETBOPHOM ¥ POACTBEHHBIX MM TKaHEH, PaCCesTHHbIM CKJIEPO30M,
reMOJIMTUKO-YPEMMUUECKMM  CUHAPOMOM,  IOHOIIECKMM  apTPUTOM C  CUCTEMHBIM  HAyajioM,
mykonoymcaxapumosom I, II u VI tumnos, amnactuMuyeckoil aHeMyell HEYTOYHEHHOM, HacJIe[ICTBEHHbIM
neduiurom dakropos II (dmbpuuorena), VII (yrabmnbHoro), X (Crtioapra - Ilpayspa), ymi mocie
TpPaHCIUIAHTAIMM OpPraHoB M (MaM) TKaHel (majiee - OOJIbHBIE), JIEKAPCTBEHHBIMM IIperapaTamu Ijist
MEeIUIIMHCKOTO TIpUMEeHeHMsI, TTpeiHa3HaueHHbIMM IS JIeueHMsI 3TUX 3a00s1eBaHui, 10 yYTBEPKIEHHOMY
[TpaBuTenbctBoMm Poccuiickoit Denepatinm repeuHio JIeKapCTBEHHBIX MpernapaToB, ChOpMUPOBAaHHOMY B
YCTaHOBJIEHHOM MM TOpsiiKe (Jasiee - JiekapCTBEHHbIe Mperaparhl), a TaKsKe MOPSIIOK U YCIOBUS Tepeiaun
JIEKapCTBEHHBIX ITPEeIapaToB B COOCTBEHHOCTh CyOobekTOB Poccuitckoi ®epepariyn.
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WNudbopmanyst 06 M3MEeHEHMSIX:

ITynkm 2 usmenen c 7 urona 2021 a. - Ilocmanosnenue Ipasumenbcmea Poccuu om 26 uionsa 2021 2. N

1025

Cm. npedobidywyio pedakyuro
2. WcroynmkoMm GuUHAHCMPOBAHMSI OpraHusanyuy obecrieueHus OOJIbHBIX JIEKapCTBEHHBIMU
npernaparamMyu SIBJISIIOTCSL  OIOI)KETHbIe aCCUTHOBaHMS, IMpPeNyCMOTpeHHble B (deaepasbHOM OrOIKeTe
MunnucrepcTBy 3apaBooxpaHenust Poccniickont @epepaiinm 1 nepeunciisemMole GegepabHOMY Ka3eHHOMY
yupexxgennio "denepanbHblii LEHTP IUIAHMPOBAHUS ¥ OpraHM3alMy JIEKApPCTBEHHOTO ObOecreueHust
rpakpan’ (masee - emepasibHbIA LIEHTP) IJIsI OPraHM3alyy M IIPOBENEHMs 3aKYIOK JIEKapCTBEHHbBIX
npernaparoB.

Mubopmanys 06 M3MeHEHMSIX:

ITynkm 3 usmewnen c¢ 7 anpens 2020 2. - Ilocmanoenenue Ilpasumenvscmea Poccuu om 27 mapma
2020 2. N 344

Cm. npedbldyuyro pedakuuio

3. IlpaBo 6osibHOTO Ha obOecrieyeHue JeKapCTBEHHbIMM IIpernapaTaMy BO3HUKAeT €O [OHS
BKJIIOUEHMSI CBEIEHMII O HEM B pPErMOHaJbHBIM cerMeHT DemepasbHOrO perucTpa Juil, OOJIbHBIX
remobwinelt, MYKOBUCIMAO30M, TunodusapHbIM HaHU3MOM, Ooje3Hblo ['ollle, 3JI0KaYeCTBEHHBIMU
HOBOOOPa30BaHMSIMM JIMMGOUTHOV, KPOBETBOPHOM M POJICTBEHHBIX MM TKaHEH, PaCCesTHHbIM CKJIEPO30M,
reMOJIMTUKO-YPEMMUUECKMM  CUMHAPOMOM,  IOHOIIECKMM  apTPUTOM C  CUCTEMHBIM  HAauyajioM,
mykonosmcaxapumo3om I, II u VI tumnos, ammactuMuyeckoyn aHeMyell HEYTOYHEHHOM, HacJIe[ICTBEHHbIM
nedpuumrom dakropoB II (dpmbpuHorena), VII (yrabunbHoro), X (Crwoapra - Ilpayspa), ymi mocie
TPAHCIUIAHTALMY OPTaHOB U (MK) TKaHel (nasee - MenepaabHbIN PETUCTD).

Harta BK/IIOUeHUST OOJBHOTO B perMoHadbHbI cerMeHT PDenepasbHOrO perucrpa GUKCUpPYeTCs
JIeyanM BpauoM B MeAMIIMHCKOM KapTe aMOyJIaTOPHOT'O OOJBbHOTO WJIM UCTOPUM PasBUTHUSI pebeHKa.

Wudopmaiyst 06 M3MeHEHMSIX:

Ilynkm 4 usmenen ¢ 7 urona 2021 2. - Ilocmanosnernue Ipasumenbcmea Poccuu om 26 uronsa 2021 2. N
1025

Cm. npedobidywyio pedakyuro
4. Opraumnsanus obecneueHuss PenepaJbHbIM LIEHTPOM 3a CUET CPeICTB (emepaibHOro GIoMKeTa
GOJIbHBIX JIEKAPCTBEHHBIMM ITpeIapaTaMy OCYIIECTBIIIETCS C YYETOM CTaHIapPTOB MEIMIITHCKONM ITOMOIIIN,
KIMHUYECKUX peKOMeHAaluii (IIPOTOKOJIOB JieueHMs) M CpemHell KypPCOBOM [03bl JIeKapCTBEHHBIX
TperaparoB.

Mudopmariyst 06 M3MeHEHMSIX:

ITynukm 5 usmenen ¢ 7 urona 2021 2. - I[locmanoenenue Ilpasumenscmea Poccuu om 26 urons 2021 2. N

1025

Cm. npedwbidywyio pedakyuro

5. Opranbl rocymapCTBEHHOV BiacTu Cy6beKToB Poccmiickoint ®epmepanyyu B cdepe oxpaHbl
3I0pOBbSl He mo3gHee 1 HOSIOpPS TEKYyIIEro rojma MpeacTaBisioT B DemepabHbIM IEHTP 3asgBKM Ha
MTOCTaBKY JIEKapCTBEHHBIX IIpernapatoB Mo (Gopme, YTBEpKAEHHOW MMHUCTEPCTBOM 34paBOOXpPaHEHMS
Poccuitckoin @epneparivm (masee - 3asiBKM), C TMPUIOKEHMEM OOOCHOBaHMII MO MX OObEeMy, a Takxke
mepevyeHb OpraHusaluii, MMEIOIIMX JIMIEH3MI0 Ha OCYIIECTBJAEHMe MEeOUIIMHCKON U (MJIn)
(bapmaneBTHIUECKOM IesITeIbHOCTH B CcyObeKkTax Poccuiickoii denpepanyn (manee -
OpraHm3alyu-TIoyJaresin), B HeJsx MOCTaBKY OpraHu3alusM-TI0IydaTe/IsIM JeKapCTBEHHbIX IpernapaToB.

[Torpe6HOCT, (06BEM IOCTAaBKM) B JIEKAPCTBEHHOM IIperiapaTte OIpenesisieTcss C  YYeTOM
KJIMHAYECKUX peKOMeHalnii (IMIPOTOKOJIOB JieueHus) UM CpedHeli KypCOBOM [103bl JIEKapCTBEHHOIO
mperapara UCXOMS U3 eXKeMeCSIUHOl (PaKTMUYeCKoi MOTPeGHOCTM GOJIbHBIX B JIEKAPCTBEHHbBIX IIperapaTax
B COOTBETCTBMM CO CBEIEHMSIMM pPervOHaJbHOro cermentra demepasbHOrO perucrpa M HeoO6XOIMMOCTHI
dbopmupoBanus 3amnaca Ha 15 mecsiies.
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WNudbopmanyst 06 M3MEeHEHMSIX:

Ilynkm 6 usmenen c 7 urona 2021 a. - Ilocmanosnenue Ipasumenvcmea Poccuu om 26 uionsa 2021 2. N

1025

Cm. npedobidywyio pedakyuro

6. @enepaybHBIN IIEHTP pacCMaTPUBAET MPeICTaBIeHHbIE 3asIBKM HAa COOTBETCTBYE YCTAHOBJIEHHOM
dbopme, Ha mpeagMeT OOOCHOBAaHHOCTM 3asBJIEHHBIX OOBEMOB JIEKAPCTBEHHBIX IIPENapaToB U IIpu
HEeOOXOIMMOCTY KOPPEKTUPYET UX U COTJIACOBBIBAET C BBIHECEHMEM COOTBETCTBYIOIIETO PEIIeHMS.

He nospnee 15 centsi6ps texkyiiero roga denepaabHblii LIEHTP MPeNCTaBIsSIET YKa3aHHbIE 3asBKY B
Komuccuio MuHmcTepeTBa 3apaBooxpaHennst Poccniickoin @epepalivy Mo pacCMOTPEHMIO 3as1BOK (fasiee -
KOMMCCHSI) [JIT MX PAacCMOTpPeHus C yuactueM mpezncraBurtenenn @DegepasbHOrO II€HTpPa, OPraHoOB
MCIIOJTHATEJIbHOM BJacTM CyobeKkToB Poccuiickon @Depepaivmu (B TOM UMCIe C MCIOJb30BAaHMEM
MH()OPMAIMOHHO-TeJIEKOMMYHMKAIMOHHBIX TEXHOJIOTMI) Ha IpeAMEeT OOOCHOBAHHOCTM 3asIBJIEHHbBIX
00HEMOB JIEKAPCTBEHHBIX IPEIapaToB, X KOPPEKTUPOBKY MPU HEOOXOIMMOCTU U YTBEPKAEHUS 00beMOB
MMOCTAaBOK JIEKAPCTBEHHBIX TIpernaparoB. [lososkeHre O KOMUCCMM WM €€ COCTaB YTBEPXKIAIOTCS
MunnucrepcrBoM 3apaBooxpaHenus Poccuiickon @epeparimn.

Paccmorpenne 3asiBOK, yTBepskaeHe 06beMOB TMIOCTaBOK U IpeAcTaBsieHne B @enepaabHbIi IEHTP
cBenleHN 00 YTBEPXKIEHHBIX 00'beMax MMOCTABOK OCYIIECTBJITIOTCS KoMuccuei B TedeHme 30 mHeln co THS
MOCTYIIEHNS 3as1BOK OT PeiepabHOTO IIEHTpA.

CBenennst 00 YTBEPKIEHHBIX KOMMCCHEN OObeMax IIOCTAaBOK JIEKAPCTBEHHBIX ITPENapaToB
HarnpasssioTcss DemepasibHBIM LIEHTPOM B OpraHbl MCIIOJHUTENbHOM BacTu cy6bekToB Poccumiickoii
®depeparu B chepe OXpaHbl 3JOPOBbSI B TeueHUe 3 paboumx AHEN CO OHS MOCTYIUIEHUS CBEIEHWU OT
KOMMCCUMA.

7. O6beM IOCTABOK JIEKAPCTBEHHBIX IIpernapatoB GOpMUPYETCS B Ipenesnax OO sKeTHBIX
aCCUTHOBAHMM, TMPEAYCMOTPEHHbIX B  (demepasbHOM 3akoHe O (degepaibHOM OmOmKeTe Ha
COOTBETCTBYIOLIMIT (DMHAHCOBBIM TON ¥ IIJIAHOBBIV TEPUON, U JIMMUTOB OIOMKETHBIX 0O0SI3aTeNIbCTB,
IOBEIEHHBIX B YCTAHOBJIEHHOM TOpsiaKe 10 MuHMcTepCTBa 3apaBooxpaHenmst Poccuiickoit @enepanyy Ha
3aKYIIKY JIEKAPCTBEHHBIX ITPErapaToB.

Mudopmariyst 06 M3MeHEHMSIX:

Ilynkm 8 usmenen ¢ 7 urona 2021 2. - Ilocmanosnernue Ipasumenbcmea Poccuu om 26 uronsa 2021 2. N

1025

Cm. npedbidywyio pedakyuro

8. B coorBeTcTBMM C OOBEMaMy IIOCTaBOK JIEKAPCTBEHHBIX IIPENapaToB, YTBEPKIEHHBIMU
opraHaMmu roCyIapCTBEHHOM BjacTu cyobekToB Poccuiickoit @Demepanyu B cdepe oxpaHbl 3T0POBbSI C
y4yeToM pertieHuss komuccum, OemepanabHblii IEHTP B YCTAHOBJIEHHOM 3aKOHOAATEIbCTBOM Poccuiickon
®denepaly MOPSIAKE OCYIIECTBIISIET 3aKYTKY JIEKAPCTBEHHBIX MTPENapaToB.

MunnucrepcTBo 3apaBooxpaHenus Poccuiickon @eneparyiy eXXerogHo U3gaeT akT O COrJIaCOBAaHUM
nepenauy  DemepasbHbIM I[EHTPOM 3aKYIUIEHHBIX B COOTBETCTBMM C Hacrosiiumyu I[IpaBuiamu
JIEKapCTBEHHBIX IIpernapaToB OpraHaM TrOCyJZapCTBEHHON BJlacTM CyObeKToB Poccuiickont Depepary B
cdepe oxpaHbl 3I0POBbSI.

Mudbopmanyst 06 M3MEeHEeHMSIX:

Ilynkm 9 usmenen c 7 urona 2021 e. - Ilocmanosnenue Ipasumenvcmea Poccuu om 26 uions 2021 2. N
1025

Cm. npedbldyuyro pedakuuio
9. IlocraBlMKkM  JIeKapCTBEHHBIX  IpernaparoB, OINpeJeJieHHble B COOTBETCTBUU  C
3aKkoHogaTrenbcTBoM Poccuiickoin @enepanny, npeAcTaBisioT B DenepasbHbIi 1IeHTP obOpMJIeHHbIE B
YCTaHOBJIEHHOM MOpsiAAKe JIIOKYMEHTHI, MO TBEPsKIAIOIINE dakt TTOJTyYeHUST
OpraHM3alusIMU-TIONyYaTe/IMU JIeKapCTBEHHbIX MpernapatoB, B TOM UMCJe HakJagHble U aKThbl
npMeMa-Tiepeauy JieKapCTBEHHBIX MpernapaTosB.

Mubopmanys 06 M3MeHeHMsIX:
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ITynkm 10 usmenen ¢ 7 utona 2021 a. - [locmanosnenue Ipasumenvcmea Poccuu om 26 utons 2021 a.
N 1025

Cm. npedobidywyio pedakyuro

10. ®epepanbHbIn 11eHTP B TeueHne 10 pabounx JHEN co IHS MOCTYIUIEHMS aKTa IpueMa-Tiepeaaumn
MPUHMMAET Ha Yy4YeT JIeKapCTBEHHbIE IMpenapaTtbl M WM3OaeT paclopsOUTeNbHble aKThl O Iiepegaye
JIEKapCTBEHHBIX IIpENapaToB OpraHaM MCIIOJHUTENbHOM BacT cyobekToB Poccuiickon @Pepepanyn,
Ompe[e/eHHbIM BBICIIMM OOJIKHOCTHBIM JUMIIOM cyo6bekTta Poccuiickoin @Denepanyy (pyKOBOAUTEIEM
BBICIIIET'O MCIIOJIHUTEIbHOTO OpraHa rocyIapCTBeHHOM BiacTu cyobekta Poccuiickoin @enepanyn) (manee
- YIOJHOMOYEHHbIE OPraHbl), C yYKa3aHMeM HOMEHKJATYPbl, KOJMYECTBA M CTOMMOCTU JIEKapCTBEHHBIX
MperapaToB B OTHOIIEHUY KaXKIOr0 YIIOJJHOMOUYEHHOT'O OpraHa.

Mudopmanyst 06 M3MeHEHMSIX:

ITynkm 11 usmenen ¢ 7 utona 2021 2. - [locmanosnenue Ipasumenvcmea Poccuu om 26 utonsa 2021 a.
N 1025

Cm. npedbidywyio pedakyuro
11. depepanbHbIil LIEHTP B TeueHue 5 pabouux OHEN CO IHS U3[aHMs PacIOpSAUTEbHOTO aKTa,
npegycMoTpeHHoro myHKToMm 10 Hacrosimx [IpaBusi, HampaBisieT B YIOJHOMOYEHHbIe OpraHbl (B 2
9K3eMIUISIpax) WM3BellleHVe O IIOCTaBKe JIeKapCTBEHHbIX IIpernapaToB M aKT [puema-liepenaun,
MOJIMCaHHbIe AMPeKTOpOoM (YIIOJHOMOUYEeHHbIM JinijoM) DeepaabHOTrO IeHTpa.

Mubopmanys 06 M3MeHeHMSIX:

Ilynkm 12 usmenen c 7 utons 2021 e. - [locmanosnenue INpasumenvcmea Poccuu om 26 utons 2021 e.
N 1025

Cm. npedbidywyio pedakyuro

12. YnonHoMmoueHHbIe OpraHbl B TeueHue 5 pabouMx OHEH CO AHS IOJyYeHUS M3BEIleHMs O
MOCTaBKe JIEKApCTBEHHBIX IIPErapaToB M akTa IpueMa-liepefadn, MpeayCMOTPEHHBbIX ITyHKTOM 11
HacTtosmxX [IpaBui, MOAMMCBHIBAIOT M 3aBEPSIIOT IMEeYaThbi0 00a SK3eMIUIIpa M3BEIIeHUSI O TOCTaBKe
JIEKapCTBEHHOT'O Ipemapara M oba 3K3eMIUIsIpa akTa IpueMa-liepefaun, IocJie Yero BO3BpalllaloT B
@denepasbHbI  IIEHTP OOMH JK3eMIUIIP YKA3aHHOTO M3BEIleHMs ¥ OOMH SK3eMIUISIp  aKTa
npuemMa-Tepeaaun.

13. YmosHOMOYEeHHBIM OpraH Ha OCHOBAaHMM aKTa IIpyMeMa-Tiepenady IPUMHMMAET Ha YyYeT
JIeKapCTBEHHbIe TperapaThl ¥ B TeueHue 5 paboumx [Hel CO OHS TOJyueHMus] aKkTa Mpuema-Iepenaun
M3IAEeT PacCIoOPSIIUTENIbHBIN aKT O Iepemave JeKapCTBEHHbBIX IMPernapaToB OpPraHM3alusIM-TIoaydaTesissM C
yKasaHMeM HOMEHKJIaTypbl, KOJIMYECTBA ¥ CTOMMOCTY JIEKAPCTBEHHBIX MTPENapaToB B OTHOIIEHUM KasKIOM
OpraHM3aUU-TIOTyYaTeIsl.

14. Opranmusanum-nonaydaTenn B TedeHue 2 pabouMx OHEH CO IOHS ITOJyYeHMSI JOKYMEHTOB,
MTOATBEPKIAIONIMX TIepeIavy MM JIEKAPCTBEHHBIX MTPerapaToB, IPMHMMAIOT JIEKapCTBEHHbIE TTperapaThl Ha
ydeTr, 06eCreunBaroT X COXPAHHOCTD 1 11€JIEBOE MCIIOJIb30BaHMeE.

Mudbopmanyst 06 M3MeHeHMSIX:

ITynkm 15 usmenen ¢ 7 urona 2021 2. - [Tocmanoenenue Ilpasumenscmea Poccuu om 26 urona 2021 .
N 1025

Cm. npedbldyuyro pedakuuio

15. ®depepanbHbIii LEHTP B YCTAaHOBJAEHHOM MUHMCTEPCTBOM 3ApaBooxpaHeHuss Poccuiickoii
@eneparniy MOPSIIKE OCYIIECTBJSET MOHUTOPUHT NBVMKEHUS UM yuyeTa JIeKapCTBEHHBIX IIpernapaTroB B
cyobekTax Poccuiickon Denepaiiyit, TOBOOUT IO CBeHNeHMS] YITOTHOMOYEHHBIX OpPraHOB IOJTyUYeHHbIe IO
pe3yabTaTaM MOHMUTOPMHIA JaHHbIe, B TOM UYMCJIe CBeJEeHMSI O HOMEHKJIAaType, KOJMYeCcTBe U CTOMMOCTU
JIeKapCTBEHHBIX TIperapaToB, 00 OTCYTCTBMM MOTPeOHOCTM B OTHAEJbHBIX JIEKAPCTBEHHBIX IperapaTax
60 O TOSIBJIEHMY JTOTIOTHUTEIbHOM TIOTPEOHOCTM B JIEKAPCTBEHHBIX ITperaparax B CBSI3U C M3MeHEeHVeM
B cyobekTe Poccuiickon @epepanuy  UMCIEHHOCTM OOJIbHBIX, WM3MEHEHUSIMM B Ha3HAUYEHUSIX
MEOUUMHCKMMM  PAaOOTHMKAMM  JIEKAPCTBEHHBIX  MpenapatoB  OOJbHBIM M COTJIACOBBIBAEeT
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repepacripeiesieHe JIeKapCTBEHHbBIX MpernapaToB Mexay cyobekramu Poccuiickon @eneparimm.

Vudopmanyst 06 M3MeHEeHMSIX:

ITynkm 16 usmenen c 7 utona 2021 2. - [locmanosnenue Ipasumenvcmea Poccuu om 26 utonsa 2021 a.
N 1025

Cm. npedobidywyio pedakyuro
16. Tlepemaua JieKapCTBEHHBIX IMpernapatoB oguum cybbekToM Poccuiickonn Demepanym B
co6CTBEHHOCTh Apyroro cyobekra Poccmiickoit @epmepanmm OCYIIECTBISIETCSI HAa OCHOBAaHUM aKTa
npuema-niepenaun. DemepanbHblii IEHTP YBEAOMJISIETCS O Iiepefave JIeKapCTBEHHbBIX IIpernapaToB B
10-mHeBHBI CPOK MOCJIE MMOAIMCAHMS aKTa IIpMeMa-Tepenady YIoJHOMOYEHHbIMY OpraHaMu.

Mudbopmanys 06 M3MeHEHMSIX:

ITynkm 17 usmenen c 7 urona 2021 e. - Ilocmarnosenenue Ilpasumenvcmea Poccuu om 26 urons 2021 .
N 1025

Cm. npedbldyuyro pedakuuio

17. ®enepanbHbIVi IEHTP €KeKBapTaIbHO, M0 10-ro umciaa Mecsila, CJIEAYIOIIErO 32 OTYETHBIM
KBapTajioM, IpeNCTaB/sieT CBeAeHMs O Iiepefaue JIeKapCTBEHHBIX IIpernaparoB cybbekTy Poccuiickoin
®depepal U COTJIACOBAHHBIX IepepacIipee/ieHNsIX JIEKAPCTBEHHBIX IPernapaToB MeXAy CyObeKTaMu
Poccuiickoit @epepatiun B DefepanbHyio CIyKOy MO Haa3opy B cdepe 3ApaBOOXPAHEHUSI B ILIEJISX
OCYIIECTBJIEHMSI KOHTPOJISI 3a IIeJIEBBIM MCIIOJIb30BAHMEM JIEKApCTBEHHBIX IIperapaToB, a TakKXKe B
MunucrepcTBo 3apaBooxpanennst Poccuiickon @eneparinm.

18. B menax obecrieueHust 60JbHBIX JIEKAPCTBEHHBIMM IIperapaTamMmyu B MOPSIIKE, YCTAaHOBJIEHHOM
3aKOHOZIaTeIbCTBOM Poccuiickoi Demepaiinm, oCyleCTBIIeTCs Ha3HaueH)e JIEKapCTBEHHBIX IpernapaToB
1 obopMJIEHE PELIeNTOB Ha JIEKapCTBEHHbIE MTperaparhbl.

19. Ilpu HasHaueHMM 60JILHOMY JIEKAPCTBEHHBIX IIPEIapaToB Jievallyii Bpau MHPOPMUPYET ero o
BO3MOXXHOCTY TIOJIYUEHMSI MM COOTBETCTBYIOIIMX JIEKAPCTBEHHBIX ITpernapaToB 06e3 B3MMaHMS IUIAThl B
COOTBETCTBUM C 3aKOHOZATeIbCTBOM Poccuiickoi Denepannm.

20. B umenmax muHaMuuyeckoro HaOJofeHusT 3a OOJbHBIM U COOJIOJEeHUS IepUOJUUYHOCTHU
MOCelIeHnsT MM  MEOMLMHCKOVM  OpraHM3aluy Jiedalll¥M BpauoM  OIpenesiseTcsl  KOJIMYECTBO
JIEKapCTBEHHOTO TIpernapara, eIMHOBPEMEHHO O0(OPMJIEHHOTO Ha PelenTypHOM OJlaHKe B COOTBETCTBUMU C
PEKOMEH/IOBaHHOV CpeIHEeCYTOYHOM KYpCOBO I030Ji ¥ CPOKOM, Ha3HAUYE€HHBIM JIJIsSI TIOCEIeHMs.

21. MenmuiyHCKasi OpraHu3anysi MpegoCcTaBiiseT O0JbHOMY WMJIM €ro 3aKOHHOMY ITPeCTaBUTETIO
MHGpopMaIMio 06 OpraHM3alMsaX, PacliojOXKeHHbIX B I'PaHMIIAX MYHUIIMIIAJIbHOIO 0O6pa3oBaHus IO MECTY
SKUTEJIbCTBA WJIM MECTY TpebbIBaHMs (B CJIyyae ec/ii CPOK MPeObIBaHMS IPEBBIIIAET 6 MecsIeB) 60JIbHOTO
Y OCYIIECTBJISTIONIMX OeCIIaTHbIM OTIYCK JIEKaPCTBEHHbBIX MpeIrapaToB, Ha3HAUeHHBIX JIeUalliM BPauoOM.

22. TTocne BKIIOUEHNUST GOJIBHOTO B PErMOHAIbHBINM cerMeHT DenepasibHOTO perucrpa HazHaueHue
Y OTIIYCK €My WJI/ €ro 3aKOHHOMY IpeICTaBUTE IO JIeKapCTBEHHBIX IPerapaToB OCYIIECTBIISIeTCS B CPOK,
He npeBbilaomyi 20 pabounx gHEN CO THS BKIIOUEHMSI.

23. Opranmsauusi obecledyeHus JIeKapCTBEHHbIMM IIperapaTaMy OOJIbHBIX, HPOKUBAIOIIVX B
CTalMOHAPHBIX OPraHM3aLMSIX COLMAIBHOTO OOCTYKMBAHUS MM OTOBIBAIOIIMX HaKa3aHMe, CBSI3aHHOE C
JIUIIIEHVEM CBOOO/IbI, OCYIIIECTBJIIETCSI COOTBETCTBYIOIIEN OpraHm3aluei.

24. B ciydae BbIesga OOJBHOTO 3a Ipenenbl Tepputopun cyobekta Poccuiickoit denepanyy, B
KOTOPOM OH IIPOXKMBAeT, Ha TeppuTopmio apyroro cyowekta Poccmiickoin @enepanyym Ha Cpok, He
MpEeBbIIAIONINI 6 MecslleB, TAKOMY OOJbHOMY OpraHOM I'OCyJapCTBEHHOM BjacTu cybbekTa Poccuitckon
®depeparu B chepe OXpaHbl 3[I0POBbSI OPraHU3yeTCs] Ha3HAueHMe JIEKAapCTBEHHBIX TpeIrapaToB Ha CPOK
rpreMa, paBHbIi CPOKY €ero Bble3fia 3a Ipefesbl Tepputopumn cyobekra Poccuiickon Pepepariyu, mbo,
YUUTBIBAasE CPOKM TOMHOCTY MMEIOIIMXCS OCTATKOB JIEKAPCTBEHHBIX IIpernapaToB, obecrieyeHue TaKOro
60JIbHOTO JIEKapCTBEHHBIMM TTperapaTaMiu Ha COOTBETCTBYIOIINI CPOK.

CBemeHMss O KOJMUYECTBE HA3HAUEHHBIX WIM OTHYIIEHHbIX OOJbHOMY W/IM €ro 3aKOHHOMY
MPEeICTaBUTEIO JIEKAPCTBEHHBIX IIPENapaToB BHOCSATCS B PErvOHajbHBI cerMeHT @DenepaabHOTO
perucrpa.
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25. B ciyuae Bblesma GOJIBHOTO 3a Tpefesibl Tepputopun cybbekta Poccmiickoit ®Demepanuym, B
KOTOPOM OH IIPOKMBaeT, Ha TeppuTopuio npyroro cyobekra Poccmiickoit ®enepaumm Ha CpoOK,
MIPEBBIIAIONIMI 6 MECSIIEB, MM B CJTydae M3MEHEHMST MeCTa JXKUTEeIbCTBA TAKOMY OOJIbHOMY Ha3HAYaIOTCS
JIeKapCTBEHHbIE TIpernaparbl Ha CPOK IpuemMa He 6Gosiee OZHOTO Mecsa MO0 OpraHM3yeTCsl OpraHoOM
rocygapcTBeHHOM BiacTu cyobekra Poccuiickon @enepanmm B cdhepe oxpaHbl 3I0POBbSI ObecIieueHne
TAKOro OOJIbHOTO JIEKApCTBEHHBIMM ITperapaTamMy Ha CPOK MpueMa He 60Jiee OTHOTO MecsIia.

CBeneHust 0 TakOM OOJIBHOM TTOAJIEXKAT MCKIIIOUEHMIO U3 PETMOHATIBHOTO cerMeHTa DenepasbHOTO
peructpa cyobekta Poccuiickon @emepaiym, ¢ TeppuTopun KOTOPOTO BbIe3kaeT OOJIbHOM, U Tiepenaue (B
TOM 4YMCJIe C  MCIOJAb30BaHMEM  MHGOOPMAaIMOHHO-KOMMYHMKALIMOHHBIX  TEXHOJIOTMIA)  OpraHy
rocyiapCTBeHHOI ByacTu cyowbekta Poccuiickoit Penepanu B chepe OXpaHbl 3H0POBbs, HA TEPPUTOPUIO
KOTOPOTO Bbexays OOJbHOM, IJIS1 BKJIIOUEHUSI B PEervMOHaJIbHBI cerMeHT DemepasbHOrO PErucTpa 3TOro
cyonekTa Poccuiickon @eneparin.

JlaToil BKJIIOUEHMSI CBeIeHUII O OOJIbHOM B PErvMOHaJIbHBbIM cerMeHT demepasbHOro perucrpa
cyobekToMm Poccuiickonn @epmepanvy, Ha TepPUTOPUIO KOTOPOrO Bbexaa OOJIBHOM, SBJSIETCSI I€Hb,
CTeAYIOINIA 32 THEM MCKJIIOUEHMSI CBEIEHUI O HEM U3 PErMoHabHOro cermeHTa demepaybHOrO perucrpa
cyobekToM Poccniickon @enepaliiny, ¢ TeppUTOPUM KOTOPOT'O Bblexasl O0JIbHOA.

26. OpraH rocymapCTBeHHOM BiiacTu cyobekta Poccuiickonn @emepanyu B cdepe oOxXpaHbI
3I0POBbSI, C TEPPUTOPUM KOTOPOTO BbleXasl OOJIbHOM, MpeACTaBysieT (B TOM UMCJIe C MCIIOIb30BaHMEM
MHGOPMAIMOHHO-KOMMYHUKAIIMOHHBIX TEXHOJIOTMI) IO 3alpoCy OpraHa TOCYyJapCTBEHHOM BJIACTU
cyobekta Poccuiickoit @epmepanvu B cdepe OxXpaHbl 3HOPOBbsS, Ha TEPPUTOPUIO KOTOPOTO BbeXall
GOJIbHOM, CBEEeHNSI O KOJIMYECTBe Ha3HAUEHHbBIX WM (PaKTUIYECKM MPeIOCTaBIeHHbIX O0JbHOMY MM €ro
3aKOHHOMY IIPEeICTaBUTEII0 JIEKapCTBEHHBIX IperapaToB B COOTBETCTBUMM C IYHKTOM 25 HACTOSIIIUX
ITpaBuit.

Mudbopmanys 06 M3MeHeHMSIX:

Haumenosanue usmenero c 7 anpens 2020 a. - [locmanosnenue Ilpasumenscmea Poccuu om 27 mapma
2020 2. N 344

Cm. npedwbldywyto pedakyuro
VTBEPXIEHDBI
nocraHossieHreM IIpaBuTenbcTBa
Poccuiickoin @egepanym
ot 26 nosiops 2018 r. N 1416

IIpaBuia
BeneHuss PenepabHOrO PErucTpa Jinil, 60JIbHBIX reModmInen, MyKOBUCIIUI030M, TMIIO(U3aAPHBIM
HaHM3MOM, 60/1e3HbI0 ['0llIe, 3/T0KaUeCTBeHHbIMI HOBOOOPa30BaHMAMM JIMMQOMTHOIM,
KPOBETBOPHOM M POACTBEHHbBIX UM TKaHe!, paCCeTHHBIM CKJIEPO30M, FeMOJIMTUKO-YPEeMUIEeCKUM
CHMHJPOMOM, IOHOILIECKMM apTPUTOM C CUCTEeMHBIM HavyasjioM, MmyKomnoaucaxapugosom I, IT u VI
TUIIOB, AIUIACTUYECKOM aHEMMeEN HeYyTOUYHEHHOM, HacIeACTBeHHBIM Aeduuutom paxtopos 11
(buopunorena), VII (;1adunbHoro), X (Crioapra - Ilpayaspa), iui 1ocjie TpaHCIVIAHTAIUY OPTaHOB
¥ (MIN) TKaHeNn

C u3MeHeHUsIMU U JOIIOJITHEHUSIMU OT:

27 mapta 2020 r., 26 mions 2021 r.

Mubopmanys 06 M3MeHeHMsIX:

Ilynkm 1 usmenen c 7 anpens 2020 2. - Ilocmanosnenue Ilpagumenbcmea Poccuu om 27 mapma
2020 2. N 344

Cm. npeduidyuiyro pedaxkyuio
1. Hacrosime ITpaBuiia ycTaHaBIMBAIOT MOPSIIOK BemeHuss DemepalbHOTO perncTpa Jinii, 60JIbHBIX
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reMopuiiei, MYKOBUCLUMAO30M, TMIOMU3apHLIM HAHM3MOM, Oojie3Hbl0 ['ollle, 3710KaueCcTBEeHHbIMU
HOBOOOPa30BaHMSIMM JTMMGOUIHOV, KPOBETBOPHOM M POJICTBEHHBIX MM TKaHEH, pacCesTHHbIM CKJIEPO30M,
reMOJIMTUKO-YPEMMUYECKMM  CUHAPOMOM,  IOHOIIECKMM  apTPUTOM C  CUCTEMHBIM  HAyajioM,
mykonoymmcaxapumosom I, II u VI Tunos, amiacTuueckoi aHeMyell HEYTOYHEHHOM, HacJie[ICTBEHHbIM
nedunurom dakropos Il (dmbpuuorena), VII (yrabunbHOro), X (Crwoapra - Ilpayspa), ymi mocie
TpaHCIUIaHTAIMM OPTaHOB ¥ (MJIM) TKaHel (Jajlee COOTBETCTBEHHO - G0yibHbIe, DenepabHbIN PETUCTD).

2. Begenne @enepaibHOTO PEruCTpa OCYIIECTB/ISIETCS B CJIEAYIOIIVX IEJISX:

Vudopmanyst 06 M3MeHEeHMSIX:

Ioonynkm "a" usmenen ¢ 7 urona 2021 2. - ITocmanoenenue Ilpasumenvcmea Poccuu om 26 uiowus
2021 2. N 1025

Cm. npedobidywyio pedakyuro

a) obecrieyeHye JeKapCTBEHHBIMM MperapaTaMiu IjIs1 MEOULIMHCKOTO MTPUMEHEHMSI, BKIFOYEHHbIMMU
B yTBepkaeHHbIN [IpaBurtenbcTBoM Poccuiickonn @enepaiuy mepevyeHb JIEKAPCTBEHHBIX ITPENapaTos,
copMMpoBaHHBIN B YCTAaHOBJIEHHOM MM TOpsIKe (Hajiee - JIeKapCTBEHHbIE MPeraparhbl), OOJIbHbIX 32 CYET
OGIO[I’KETHBIX ~ aCCUTHOBaHMM, TMpPeLyCMOTPeHHbIX B  (emepasibHOM  Omomxkere MUHUCTEPCTBY
3npaBooxpaHenust Poccuiickon @eneparyy M nepeuncisieMbix GeaepabHOMY Ka3eHHOMY YUPEsKIEeHUIO
"MepnepanbHbIi LEHTP TUIAHMPOBAHMST ¥ OPraHM3allMyM JIEKapCTBEHHOTO obeciieyeHus rpaxkgaH’ (masiee -
®denepasbHbIN IEHTP) AJISI OPraHM3aLMM U TIPOBEIEHMS 3aKYTIOK JIEKAPCTBEHHBIX ITPerapaToB;

6) MOHUTOPUHT ABVMKEHUS U yueTa O60/IbHbIX HA OCHOBAaHMM CBeJleHUH, ITpeiCTaB/IsIeMbIX OpraHaMu
rocyJapCTBeHHOM ByiacTu cyobekToB Poccuiickon @epeparum B chepe OXpaHbl 3I0POBbS;

B) 3bdeKkTuBHOe IJIaHMPOBaHME U pacxofoBaHMe (PUHAHCOBBIX CPENCTB, HaIpaBJ/iIeMbIX Ha
3aKYIKy HEOOXOAVMBIX JIEKAPCTBEHHBIX IIperapaTroB [Jjisi oObecreueHus] MMM OOJIbHBIX IO MECTY
SKUTEJIbCTBA MJIM MECTY MpeObIiBaHMs (B CJTydyae eciM CPOK MpeObIBaHMS MpeBbIllIaeT 6 MecsIeB).

Mudbopmanys 06 M3MeHeHMSIX:

ITynkm 3 usmenen ¢ 7 utons 2021 2. - [locmarnosnenue Ipasumenvcmaa Poccuu om 26 uions 2021 2. N
1025

Cm. npedbldyuyro pedakuuio

3. DemepasnbHBII PErUCTp SBASETCS (demepasbHOM MHGOPMAIMOHHON CHCTEMOM, COCTOSIIEN U3
pPEervoHaIbHbIX CETMEHTOB U COIepsKallleli CBeleHus, IpelyCMOTpeHHbIe MyHKTOM 9 HacTosiuux [IpaBut.

MunnucrepctBo 3apaBooxpaHennst Poccuiickoit @emepatiyyt SBISIETCS OIIEPaTOPOM 3TOM CUCTEMbI U
obecrieunBaeT ee HecriepeboitHOe PYHKIVMOHMPOBAHME.

MunucrepctBo 3apaBooxpaHenust Poccuiickoin @enepannm obecrieunBaet @enepasbHOMY LIEHTPY
OOCTYI K MHGOopMaLuu, cogepskaieiics B @egepaabHOM perucTpe.

4. OpraHbl TOCyIapCTBEHHON BJjlacTu CyobekToB Poccuiickont @Pepeparmy B cdepe OXpaHbI
3I0pPOBbSI OOECIIeUMBAIOT BHECEHME CBeINeHMII O OOJIbHBIX B peruMoHajbHbI cermeHT demepasbHOro
perucTpa B CpPOK, He IpeBbIIAIoNmMil 5 pabounx gHel co aHS obpalleHuss 60JIbHOrO C YCTAaHOBJIEHHBIM
OMarHOo30M B MEIMIIMHCKYIO OPraHM3aliio M0 MEeCTY ero >KMUTeIbCTBA MM MeCTy NpeObiBaHus (B C/Iydae
€CJI CPOK TMpeObIBaHMS TIPEBbIIIIAET 6 MeCSIIEB).

Bkirouenne B pernroHanbHbli cermMeHT @emepasbHOrO permcrpa CBeOeHMii O OOJbHBIX
OCYIIECTBJISIETCSI MEIMUIIMHCKOM OpraHusanyeil Mo MeCTy MX SKUTEIbCTBA MM MeCTy mpebGbiBaHus (B
cyyae ecyiM CpoK IpebbIBaHMs IpeBbIIIaeT 6 MecsieB) Ha OCHOBAaHUM MEIMUIMHCKUX TOKYMEHTOB (MX
KOIMIA) WM BBIMUCKMA M3 HUX, OTPAKAIOIIMX CBedeHMss 00 YCTaHOBJIEHHOM MAMarHose u BbIGOpe
MEepOIPUITUI TI0 JIEUEeHMIO TaljeHTa. BKIoueHne cBefeHMii 0 GOJIbHBIX C T€MOJMTUKO-YPEMUUECKUM
CMHIPOMOM, IOHOIIIECKMM apTPUTOM C CMCTEMHBIM HauajoM M MyKomosucaxapumosom I, IT u VI tunos
OCYIIECTB/ISIETCSI HAa OCHOBaHMM MEAMIMHCKMX HOOKYMEHTOB MM WX KOMWI ¥ BBIIMCKA U3 HUX,
OTpasKaloIIMX CBeAeHUs 06 YCTaHOBJIEHHOM J[MarHo3e ¥ BbIOOpe MepOIpUSITUIA 10 JIEYEeHUIO TalyeHTa,
MTOJTYYEeHHBIX OT (heflepabHOV MeAUIIMHCKOM OpraHu3aluin.

5. PerynupoBaHye OTHOIIIEHWI, CBSI3aHHBIX ¢ BemeHreM dDenepasbHOTO PermcTpa, OCyIeCTB/ISIeTCs
B COOTBETCTBMM C 3aKOHOmaTenbcTBOM Poccmiickorn @epepaiin 06 mHboOpManyy, MHGOPMAIVOHHBIX
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TEeXHOJIOTUSIX U O 3aiuTe MHGopMaiun.

Vudopmanyst 06 M3MeHEeHMSIX:

Ilynkm 6 usmenen c 7 urona 2021 a. - Ilocmanosnenue Ipasumenbcmea Poccuu om 26 uions 2021 2. N

1025

Cm. npedobidywyio pedakyuro

6. MunucrepctBo 3apaBooxpaHenusi Poccuiickon @epeparym, PenepasbHbIN EHTP U OPTaHbI
roCyapCTBeHHOI BiacT cyobekToB Poccuiickon @enmepaim B chepe OxXpaHbl 3[[0POBbSI 0OECIEUNBAIOT
KOHGbMIEHIIMATbHOCTb CBEIEHMI, cofepKaimxcs B DeepasibHOM permucTpe, a Takske XpaHeHue U 3alUTy
TaKMX CBeeHNI B COOTBETCTBUM ¢ DesepanibHbiM 3aKOHOM O IepCOHATbHBIX JaHHbBIX .

7. Pasmemienve wuHbopmanyuy B DemepaJibHOM pPETUCTPE OCYIIECTBJSIETCS C TPUMEHEHMEeM
YCWJIEHHOW KBaJM(DULIMPOBAHHONM 3JIEKTPOHHON MOAMNUCK B COOTBeTCTBUU ¢ DemepanbHbiM 3akoHOM "O6
3JIEKTPOHHON mmopammucu’ .

8. DepepasnbHbBIN PETUCTP BEHETCS B 3JIEKTPOHHOM BUE C NMPUMMEHEHMEM aBTOMATHU3MPOBAHHO
CUCTEeMbI ITyTEM BHECEHMS PETMCTPOBON 3alMCU C TPUCBOEHMEM YHUKAJIBHOTO HOMEpAa PETrMCTPOBON
3aMmyucy ¥ yKa3aHMEeM JaThl €e BHECEHMUSI.

[Tpy BHeceHUM M3MeHEeHMIi B CBeJIEHNSI O OOJIbHOM JOJIKHBI ObITh COXpPaHEHbI YHUKAIbHBIN HOMED
PErMCTPOBOI 3aIMUCU U UCTOPUSI BHECEHUST U3MEHEHWA.

9. ®enepayibHBIN PETUCTP COOEPIKUT CAEAYIOIINE CBEIEHNS:

a) CTpaxOBO}M HOMEp MHAMBUIYaJbHOTO JIMIIEBOTO cueTa OOJIbHOTO B CHUCTEME OOs3aTeIbHOTO
TeHCMOHHOTO CTpaxoBaHus (TP HAJIUUNN);

6) damumst, MSI, OTYECTBO HOJILHOTO, a TaKKe haMuIus, JaHHas TIPU POSKIEHUN;

B) JlaTa POXKIEeHMsT O0JbHOTO;

I') 1101 60JIBHOT'O;

Il) aZmpec MeCTa KUTeJIbCTBA WJIM MeCTa MpeObIBaHMs (B CJIy4yae eCcy CPOK IMpeObIBaHMS MIPEBBIIIAET
6 MecsmeB) OosibHOrO (€ yKazaHmeM koma mno OO61epoccuiickomy KiaaccupuKaTopy OOBEKTOB
aIMMUHUCTPATUBHO-TEPPUTOPUAJIBHOTO JIeJIEHNS);

e) cepusi M HOMep macropra (CBUIETEIbCTBA O POKAEHUM) MU YIOCTOBEPEHUS! JIMUYHOCTU
6OJIBHOTO, a TaK)Ke J1aTa BbIIauM YKa3aHHbIX IOKYMEHTOB;

K) cepus M HOMEp TIOJMca OOsI3aTeJIbHOTO MEOUIIMHCKOTO CTpaxoBaHUS OGOJBHOTO U
HauMeHOBaHMe BbIIABILIEN ero CTPaxXOBOW MEIUIMHCKON OpraHu3alinmy;

3) uHbopmalnusi 006 MHBWIMOHOCTYM (B CJIyyae YCTAHOBJIEHUMSI TPYIMIbl VHBAIUAHOCTUA WA
Kateropuu ''pebeHOK-MHBaINL'");

M) AuarHo3 3aboJieBaHus (COCTOSIHMS), BKJIIOYAsi €ro Kon mo MexIyHapogHONM CTaTUCTUIYEeCKON
Kiaccubukayuy 6oyiesHell U MpobaeM, CBSI3aHHBIX CO 3JOPOBbEM, a TaKKe JaTa OCMOTpa OOJIbHOTO U
IaHHbIE O AVHAMMKE COCTOSTHUS;

K) MHbOpMAUMs O MEAUIIMHCKOM opraHusauuy (HauMMeHOBaHMe, OCHOBHOV TOCYIapCTBEHHbIN
PerMcTpalMoOHHbIN HOMep, Kon 1mo OO0IuepoccuinickoMy KiIaccu@MKaTopy HpeaIpusITUii M OpraHM3alnii),
BbIZIaBIIIell HaIpaBJIeHMe Ha BKJIIOUEHME CBeIeHMI O O0bHBIX B DenepasibHbIN peructp (HampaBieHue Ha
BHeceHMe M3MEeHeHUI B cBeleHus:, comepxkaiiyecss B demepasbHOM perucrpe (ajiee - HarpaBjieHue), a
TaK)ke W3BellleHne 00 WCKIIUeHUM CBeoeHuii o OosibHbiX 13 DemepanbHOro perucrpa (manee -
u3BelleHne);

J1) IaTa BKJIIOUEHMS] CBeIeHui O OOJbHOM M J1aTa BHECEHUSI M3MEHEeHUI B CBefeHMsI O O0JIbHOM B
®denepasibHbIN PETUCTD;

M) uHpopMaLys 0 Ha3HAYeHMM JIEKAPCTBEHHBIX ITpernapaToB;

H) wuHbopMalMs 06 OTIMyCKe JIeKapCTBEHHBbIX IIpenapaToB (maTta Hadaja obecrieyeHus
JIEKapCTBEHHBIMM TTperapaTaMu U ¢GaKTUUeCKUI OTITYCK JIEKAPCTBEHHBIX MPeIapaToB);

0) fJaTa TPUHSTUS pellleHus] 00 OKOHYaHUM oObecreveHus] JIeKapCTBEHHBIMM IIpernapaTamiu C
yKa3aHueM MpUUMHbI (Bble3n, 3a mpenestbl Poccuiickon @enepaiinm Ha MOCTOSTHHOE MECTO JKUTEIbCTBA MU
MecTo TMpeObiBaHUSI (B Caydae ecjM CpPOK IpeObIBaHUSI TpeBbIllIaeT 6 MecsiieB), CMepTb OO0JIbHOTO,
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OTCYTCTBME TIOKa3aHMI K JaJIbHENIIeMY TpMeMy JIeKapCTBEHHOTO IperapaTa) U O Iepefgaue CBeAeHUn B
apxuB DemepasbHOTO PErnCTPa;

) mHpopMalyusa O BKIOUeHMM OojbHOro B DemepasibHbIM PETUCTpP JIMIl, MMEIOIIMX IPaBO Ha
MOJIyyeHMe TOCYJApPCTBEHHOV COLMAJbHOM TIOMOIIM, M WMHbIE PErUCTPhbl, MPEAYyCMOTPEHHbBIE
3aKOHOAAaTeNbCcTBOM Poccuiickon Demepanun, B LedIx obecreueHusl JeKapCTBEHHbIMM IIpernapaTaMy 3a
cueT 6I0/I;KeTOB OrOIKeTHOM cucTeMbl Poccuiickon Denepaiinm;

P) YHUKaJIbHBII HOMEDP PEermcTPOBON 3aICH;

C) BBIMMCKA U3 MEOULMHCKON JOKYMEHTaluy OOJIbHOTO, COAepsKalllasi CBeleHUs] O Ha3HAUeHUU U
MCITOJIb30BAHMM JIEKAPCTBEHHBIX ITperapaTosB.

10. B wryyae ycraHoBiieHMs AuarHo3a 3abosieBaHusI (COCTOSIHMSI), YKa3aHHOTO B ITyHKTe 1
Hacrosmx IIpaBwt, Mau M3MeHeHus] CBeJIeHMI, YKa3aHHbIX B rmoanyHkTax "a" - ">k myHkTa 9 HacToSImMx
[TpaBui, MegUIMHCKME OPraHM3alMM, B KOTOPBIX OOJIbHbIE HAXOOATCS MOA MEIUIMHCKMM HabJII0eHNEM,
B CPOK, He MPEeBBIIIAIOIINI 3 pabounx THEN CO OHS oOpallleHus 60JIbHOIO C YCTaHOBIEHHBIM JIMarHO30M B
MEIUIIMHCKYIO OpraHu3allMi0 10 MECTY SKUTeIbCTBA WIM MeCTy IpebObiBaHMs (B C/Iyyae ecjii CpOK
MpeObIBaHMS TIPEBBIIIAET 6 MECSIEB), MPEACTAB/ISIOT B 9JIEKTPOHHOM BUAE MM Ha OYMaskHOM HOCHUTesIe
HampaBJIeHMs U U3BEIIEeHNsI B OpraH rocyaapcTBeHHOM BiacTu cyobekTa Poccuiickonn @emepanyn B chepe
OXpaHbl 3[IOPOBbs MO (GOpMe UM B TOPSAKE, KOTOPbIe YTBEpPKAeHbI MMHMUCTEPCTBOM 3IpaBOOXPaHEHMS
Poccuiickon ®@eneparyn.

11. [Ing 3amoysiHeHusI permMoHajabHOro cermeHta @OemepasbHOrO perucrtpa OpraHM3alnu,
OCYIIECTBJISIIONIME OTITYCK JIEKapCTBEHHBIX MPErapaToB, HA3HAYEHHBIX JIeyall[yM BPauoOM B COOTBETCTBUM
C TIPeIyCMOTPEHHBIM MOANYHKTOM 'a" MmyHKTa 2 HacTosimmx [IpaBui mepeuHem, 4O 5-TO 4UKc/Ia Kaskgoro
MecsIa MPeICTaB/ISIOT B OpraHbl TOCYIapCTBEHHOM BjIacTu cyobekToB Poccuiickon @epepauym B chepe
OXpaHbl 3[0POBbSI B 3JIEKTPOHHOM BUIE MM Ha OYMa)kKHOM HOCHUTEJIe CBeleHMs 00 OTHYIIEHHBbIX 3a
MIpeIIeCTBYIONIMIA MeCSI] JIEKapCTBEHHbBIX ITperaparax.

12. B ciayuae ecau cBemeHms, IpemycMOTpeHHble mnommyuktavu a", "5k u "m" myHkra 9
Hacrosimx IlpaBus, He mMpencTaBjeHbl B OpraHbl TOCYIAapCTBEHHOV BiIacTu CyobekToB Poccuiickoii
®depepanu B chepe oXpaHbl 3A0POBbs, YKa3aHHbIE OPTaHbl BJACTM CAMOCTOSITEIbHO 3allpalllMBalOT 3T
CBeJIeHNsI B TOCYJapCTBEHHbBIX BHEOIOIKETHBIX (OHIAX.

CBenenust o OOJBHOM (HATpaBJIEHUS, M3BEIEHMsI), TpPeACTaB/IsieMble B 3JIEKTPOHHOM BUIE,
MO/IJIEKAT 3aBEPEHMIO 3JIEKTPOHHON MMOANNCHIO0 JODKHOCTHOTO JIMIIA OpraHa TOCyAapCTBEHHOM BJIACTU
cyonekTa Poccuiickon @epepatinm B chepe oXpaHbl 3M0POBbSI.

13. B ciryuae Bbie3ma 60JIbHOTO 3a mpenesbl Tepputopun Poccuiickoin @emepany Ha MOCTOSIHHOE
MECTO KUTEJIbCTBA MJIM MECTO IpebbIBaHMs (B CJIyyae eCjIv CPOK MpeObIBaHMs MPEBbBIIIaeT 6 MecsIeB), a
TaKKe B CJTyyae CMepTH OOJIbHOTO CBEJIEHMSI O HEM TOIJIeXKaT apXUBUPOBAHMIO.

VTBEPXXIEHDI
nocraHosyiennem IIpaBurenbcTBa
Poccuiickon @egepanym

ot 26 Hosiops 2018 r. N 1416

Ilepeuennb
yTpaTuBLIMX cuiy akToB IIpaBuTenbcTrBa Poccuiickoi ®@enepanum

1. Tlocranosnenue IlpaBurenbctBa Poccuiickonn ®epeparimn ot 26 mekabpst 2011 r. N 1155 "O
3aKyTKax JIEKApCTBEHHBIX MPenapaToB, peJIHa3HAYeHHBIX [JIs1 0OecrieueHust JInIl, OOJIbHBIX reMobuInen,
MYKOBUCIIUI030M, IMITOMMU3apHbIM HAaHM3MOM, 60Jie3HbI0 ['ollle, 37l0KaueCTBEHHbIMM HOBOOOPA30BaHMUSIMU
mMGOMIHON, KPOBETBOPHOM WM POACTBEHHBIX MM TKaHelM, PACCeSTHHBIM CKJIEpO30OM, JII TIOCJIe
TpaHCIUIaHTauuu opradoB 1 (i) TkaHen" (CobpaHne 3akoHopmarebcTBa Poccuiickoit @epeparm, 2012,
N 1, ct. 186).
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2. Tlocranosnenne IlpaButenbcrtBa Poccuiickonn ®enmeparymu ot 26 ampenst 2012 r. N 404 "O6
yrBep>knennu IIpaBwi Begenns DenepasibHOrO perncTpa i, 60JbHBIX TeMOduUIneli, MyKOBUCLIMIO30M,
runodusapHbIM HaHM3MOM, Ooje3Hblo ['olle, 3/I0KAYeCTBEHHBIMM HOBOOOPA30BaHUSIMM JIMMGMOUIHOM,
KPOBETBOPHO ¥ POACTBEHHBIX MM TKaHEl, paCCesSTHHbIM CKJIEPO30M, JIMII ITOCJIe TPAHCIUIAHTALMM OPTaHOB
u (n) tkaHeir" (Cobpanne 3akoHomaresnbctBa Poccuiickoi @enmeparmn, 2012, N 19, cr. 2429).

3. Ilyukter 176 m 190 usMeHeHMi, KOTOpble BHOCSATCS B akThl IIpaBurenbcTBa Poccuiickoii
®depeparuy 1Mo BOIpocam JesiTebHOCTM MuHucTepcTBa 3apaBooxpaHenus Poccuiickoin @emepanyn,
YTBEpPsKIEHHbIX rocTtaHoBieHneM [IpaBurenbcrBa Poccuiickoit @enepanym ot 4 centsiopst 2012 r. N 882
"O BHeceHMM M3MEHEHWUII B HEKOTOpble akThl [IpaBurenbcrBa Poccuiickoit ®emeparum 1mo Bompocam
nesitesibHOCTY MuHMCTepcTBa 3apaBooxpaHenust Poccuiickoit @enpeparym’ (CobpaHime 3aKOHOAATETLCTBA
Poccumiickoit @epeparyn, 2012, N 37, ct. 5002).

4. Tlocranosnenne IlpaButenbcrBa Poccuiickoit ®@emepauyn or 24 ampens 2015r. N 389 "O
BHECEHMM M3MeHeHul B mocraHoBjieHue [IpaButenbcrBa Poccuiickonn @emepanuu ot 26 mekabps 2011 r.
N 1155" (Cobpanne 3akonomarenbcrsa Poccmiickon @enmepanmn, 2015, N 18, cr. 2709).

5. TTocranosnenne IlpaBurenbctBa Poccuiickoit @epepanym or 9 ampens 2016r. N 288 "O
BHeceHuyu wusMeHenmii B IIpaBwia BemeHus DenepasibHOrO perucrTpa Jul, OOJbHBIX TreMOoGUIneNn,
MYKOBMCIIMIO30M, TMITOGMU3apHbIM HAaHM3MOM, 60J1e3HbI0 ['olile, 37T0KaUeCTBEHHBIMM HOBOOOPA30BaHMUSIMU
MGOMIHON, KPOBETBOPHOM M PpOACTBEHHBIX MM TKaHEM, pPAaCCeSTHHbIM CKJIEPO30M, JIMIL IOCIe
TpaHCIUTaHTanuu opraHoB 1 () Tkaneli" (CobpaHne 3akoHomaTenbcTBa Poccuiickoit ®@eneparinn, 2016,
N 16, cT. 2225).

6. ITocranosnenne IlpaButenbctBa Poccuiickoinn @emeparmm ot 11 asrycra 2016 r. N 784 "O
BHECEHMM M3MeHeHMI B mocraHoBJieHue [IpaBurenbcTBa Poccuiickon @enepannm ot 26 mekabps 2011 r.
N 1155" (Cobpanne 3akoHomarenbctBa Poccuiickoit @emeparinu, 2016, N 34, ct. 5242).

7. ITocranosnenne ITpaBurenbctBa Poccuiickoit @emepaum ot 17 ampens 2017 r. N 457 "O
BHeceHMM m3MeHeHuN B [loyiokeHMe O 3aKyIKax JIEKapCTBEHHBIX IIperaparoB, MpeaHa3HAYEHHbIX IJIsT
obecrieyeHust Jini, OOJBHBIX TremModwanein, MYKOBUCIMIO30M, TMIIOGMU3apHBIM HAHM3MOM, OOJIE3HBIO
['olte, 3710KaUe€CTBEHHBIMM HOBOOOPA30BAHMSIMM JMMMOUIHON, KPOBETBOPHOM ¥ POMCTBEHHBIX WM
TKaHel, pacCessHHbIM CKJIEPO30M, JIMIL IOC/Ie TpaHCIUIaHTauuu opraHoB u (wim) TkaHey' (CobGpaHue
3akoHomartebcTBa Poccuiickoit enepariun, 2017, N 17, ct. 2577).
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