MNocTtaHoBneHune lMNMpasutenoctea PO ot 26.11.2018 N 1416
(pea. ot 15.02.2023)

"O nopsigke opraHu3aumm obecneveHust nekapCTBeHHbIMM nNpenapaTtamMmm nuu, 60MbHbIX
reMmodunnen, MykoBnCUMA030M, rmnodu3apHbiM HaHU3MOM, 6onesHblo Mowe,
3/10Ka4eCTBEHHbIMM HOBOOOPa30BaHNAMM NMMMMONAHON, KPOBETBOPHON N POACTBEHHbLIX UM
TKaHeN, paccesiHHbIM CKIEPO30M, FEMOJIMTUKO-YPEMUYECKMM CUHAPOMOM, HOHOLLECKUM
apTPUTOM C CUCTEMHBIM Ha4anoM, Mykononucaxapunaosom I, II n VI Tunos, annactmyeckom
aHEMMEN HEYTOUYHEHHOM, HacneaCTBEHHbIM aeduuntom daktopoB II (pmbpuHoreHa), VII
(nabunbHoro), X (CttoapTa - lNpayapa), N1y, nocne TpaHCnaaHTauum opraHoB 1 (Unm)
TKaHER, a TaKKe O NPU3HAHUN YyTPATUBLUMMM CUSTY HEKOTOPbLIX akToB lNpaBuTENbLCTBA
Poccuiickon deaepauun
(BMecTe ¢ "lMpaBunamu opraHu3auumn obecneyeHns nekapCTBEHHbIMM NpenapaTtamm nuu,
60nbHbIX reModunnen, MyKoBnMcUMAO30M, rMNodu3apHbIM HaHU3MOM, 6one3Hbio Mowe,
3/10Ka4eCTBEHHbIMM HOBOOOPa30BaHNAMM NMMMONAHON, KPOBETBOPHON N POACTBEHHbLIX UM
TKaHeN, paccesiHHbIM CK1EPO30M, FEMOJIMTUKO-YPEMUYECKMM CUHAPOMOM, HOHOLLECKUM
apTPUTOM C CUCTEMHBIM Ha4anoMm, Mykononucaxapunaosom I, II n VI Tunos, annactmyeckomn
aHEMMEN HEYTOUYHEHHOM, HacneaCTBEHHbIM aeduuntom daktopos II (pmbpuHoreHa), VII
(nabunbHoro), X (CttoapTa - Npayapa), N1y, nocne TpaHCnaaHTauum opraHos 1 (Unm)
TkaHen", "MpaBunamu BeaeHust deaepanbHOro perncrpa nuu, 6onbHbIX reModunmen,
MYKOBUCLMAO30M, rMNocm3apHbIM HaHNM3MOM, 60M1e3HbI0 MoLLe, 3110KaYeCTBEHHbIMU
HOBOOOpa30BaHMSIMU NMM@ONAHOWN, KPOBETBOPHON N POACTBEHHbLIX MM TKaHEW,
paccesiHHbIM CK1ep030M, reMOSIMTUKO-YPEMUYECKMM CUHAPOMOM, HOHOLIECKUM apTPUTOM C
CUCTEMHbIM HayanomM, Mykononucaxapuao3om I, II n VI TMnoB, annacTMyeckon aHeMUen
HEYTOYHEHHOW, HacneaCTBEHHbIM AedhmumnToM dakTopos II (hnbpuHoreHa), VII
(nabunbHoro), X (CtioapTa - lNpayapa), N1y, nocne TpaHcnaaHTauum opraHos 1 (Unu)
TKkaHen")

[okyMeHT npepoctasneH KoHcynbTaHTIAOC

www.consultant.ru

[ata coxpaHeHnus: 19.05.2023


https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

MNocTtaHoeneHue MNpasutensctsa PO oT 26.11.2018 N 1416 K n
KOHCYJIbTAaHTINIOC
(pea. ot 15.02.2023) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 19.05.2023
O nopsgake opraHu3aummn obecneyeHnst 1eKapcTBEHHbI. ..

NMPABUTENbCTBO POCCUNCKON ®EQEPALIUN

NMOCTAHOBJIEHUE
oT 26 HOs6ps 2018 r. N 1416

O NOPAAKE
OPIrAHMU3ALUN OBECIEYEHUA NNEKAPCTBEHHbLIMU NMPEMAPATAMU JTUL,
BOJIbHbIX TEMO®PUITUEN, MYKOBUCLUMNAO3OM, TMNOPU3APHBIM HAHU3MOM,
BOJIE3HbIO NOLWE, 3JIOKAHECTBEHHBIMW HOBOOBPA3OBAHUAMU
nmMmoonaHou, KPOBETBOPHOU U POOACTBEHHbBIX UM TKAHEMW,
PACCEAHHbBIM CKINIEPO30M, TEMOJINTUKO-YPEMUYECKUM CUHOAPOMOM,
FOHOLWWECKNUM APTPUTOM C CUCTEMHbIM HAYAJIOM, MYKOMOJIMCAXAPNOO3OM
I, 11U VITUNOB, AMJIACTUHMECKOU AHEMUEW HEYTOYHEHHOMW,
HACNEACTBEHHbIM OE®PULINTOM PAKTOPOB Il (PUBPUHOIEHA),
VII (MABUJTIBHOI O), X (CTIOAPTA - MPAY3PA), JIULl NOCIJIE
TPAHCIMINAHTALWUUN OPFAHOB U (UMW) TKAHEW, A TAKXE
O NMPU3HAHUU YTPATUBLUUMU CUITY HEKOTOPBIX AKTOB
NMPABUTEJNIbCTBA POCCUNCKOU ®EOEPALIUA

CIuCcOK N3MEHSIOMINX IOKYMEHTOB
(B pen. IlocranoBnenwuii [IpaBurenscrea PO ot 27.03.2020 N 344,
oT 26.06.2021 N 1025, ot 15.02.2023 N 229)

B coorBercTBUU ¢ myHkTOM 21 yactu 2 ctathu 14 u yactamu 7 - 9 cratbu 44 denepanibHOTO
3akoHa "OO ocHOBax OXpaHbl 310poBbsi rpaxkaaHn B Poccuiickoit ®enepamuu" IlpaButenscTBO
Poccuiickoit denepaiiym moCTaHOBIISET:

1. YTBepauTh npuiaracMbie:

[TpaBuna opranu3zanuu o0ecrieyeHNs JeKapCTBEHHBIMU MpernapaTaMu JIML, OOJIBHBIX TeMO(UIHEH,
MYKOBUCIIM/I030M, rUnopu3apHeIM HaHU3MOM, 00J1e3HBI0 I'owre, 3JI0Ka4€CTBEHHBIMU
HOBOOOpPA30BaHUSAMH JTUMQPOUIHON, KPOBETBOPHOH M PpOJCTBEHHBIX UM TKaHEW, pacCesHHBIM
CKJIEPO30M, T'€MOJINTUKO-YPEMHUUECKUM CHHIPOMOM, FOHOIIECKUM apTPUTOM C CHCTEMHBIM HauyajoM,
Mykononrcaxapuao3om I, II u VI tunos, amnactnyeckoil aHeMuell HEYTOYHEHHOM, HACIEACTBEHHBIM
nepunurom ¢daktopoB Il (bubpunorena), VII (mabunmbnoro), X (Crroaprta - Ilpayspa), nuim mocie
TPAHCIUIAHTALIMU OPTaHOB U (WUJIM) TKaHEH;

(8B pen. ocranoBnenus IIpasutenscrBa PO ot 27.03.2020 N 344)

[TpaBuna Benenust denepanbHOTO pPErucTpa I, OONBHBIX TeModuiInen, MYKOBHUCIHIO30M,
runogu3apHbIM HAHU3MOM, O0Jle3HBIO [ ole, 3710Ka4ecCTBEHHBIMH HOBOOOPA30BaHUSIMH JIMM(POUTHOH,
KPOBETBOPHOM M PpOJCTBEHHBIX MM TKaHEH, pacCesHHBIM CKJIEPO30M, TI'€MOJIMTUKO-YPEMHUUYECKUM
CHHJPOMOM, FOHOIIECKUM apTPUTOM C CUCTEMHBIM HauyayioM, Mykonoaucaxapuno3zoMm I, II u VI tunos,
aruIacTUYecKol aHeMHel HEeyTOYHEHHOH, HacienCTBeHHBIM AedurutoM dakropoB Il (ubpunorena),
VII (mabunshoro), X (Crroapra - [Ipayspa), 1uil ociie TpaHCIUIAaHTALUU OPraHoB U (WJIK) TKaHEeH;

(B pen. Locranosnenus IIpaBurenscrBa P® ot 27.03.2020 N 344)

IepeveHb yTpaTUBIIUX cHily akToB [IpaBurenscTBa Poccuiickoit deneparum.
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MNocTtaHoeneHue MNpasutensctsa PO oT 26.11.2018 N 1416 K n
KOHCYJIbTAaHTINIOC
(pea. ot 15.02.2023) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 19.05.2023
O nopsgake opraHu3aummn obecneyeHnst 1eKapcTBEHHbI. ..

2.  MunucrepctBy  3apaBooxpaHeHusi  Poccuiickoii  @exepauuu B yCTaHOBJIEHHOM
3aKkoHOAaTenbCTBOM Poccuiickoin denepaunu mnopsake ocyllecTBUTh 3akynky Ha 2019 ronx
JIEKAPCTBEHHBIX IIpernaparoB JUIS [IaTOr€HETUYECKOT O JIeYeHUs L, OO0JIbHBIX
TFEMOJINTUKO-YPEMUYECKUM  CHHIPOMOM,  IOHOUIECKMM  apTPUTOM C  CHCTEMHBIM  HadalloM,
mykonoiucaxapunozom I, II u VI Tunos, BKIIOUEHHBIX B I[E€PEYEHb >KMU3HEHHO HEOOXOAMMBIX U
BAKHEHIINX JIEKAPCTBEHHBIX IIPENIAapaTOB.

2(1). UcrounukoM (hprHAHCUPOBAHUSI OpTaHHU3AIMN OOECTeUeHHUs JeKapCTBEHHBIMH MpenaparaMu
nereil B Bo3pacte 10 18 jer, OONBbHBIX reMOo(uiInei, MyKOBUCIUI030M, THUIIO(QHU3apHBIM HaHU3MOM,
Oone3npto lomie, 370KaYeCTBEHHBIMH HOBOOOPA30BaHUSAMH JHUM(OHMIHOWH, KPOBETBOPHOW H
POJICTBEHHBIX MM TKaHEW, pPACCEIHHBIM CKJIEPO30OM, TI€MOJIMTUKO-YPEMUUYECKHUM CHHIPOMOM,
FOHOIIECKMM apTPUTOM C CHCTEMHBIM HadajaoM, Mykononucaxapugosom I, II wm VI Tumnos,
arIacCTUYEeCKOW aHeMHEW HEYyTOYHEHHOMW, HacieacTBeHHbIM nedunmtoM (daktopoB Il (hubpuHOTreHa),
VII (mabunshoro), X (Crroapta - Ilpayspa), nereit B Bo3pacte A0 18 yieT mocie TpaHCIIAaHTALUU
opraHoB u (mwnu) TkaHedl ¢ 2023 roma sABIAIOTCSA OIOHKETHBIE ACCUTHOBAHMSA, NMPEITyCMOTPEHHBIC B
denepanpbHOM OrokeTe MuHHCTEPCTBY 3apaBooxpaneHusi Poccuiickoit ®enepammu nius Donpja
MOAJEPKKU JETeH ¢ TSKENbIMH KU3HEYTPOXKAIOUIMMH U XPOHUYECKUMH 3a00JIEBaHUSMU, B TOM YHCIIE
peaxumu (opdanubMu) 3a0oneBanusmy, "Kpyr nodpa".

(n. 2(1) BBenen [locranosnenueM [IpaBurensctBa PO ot 15.02.2023 N 229)

3. MunucrepctBy 31apaBooxpaHeHusi Poccuiickoir ®enepanuu  gaBaTh  Pa3bsCHEHUS 10
IIPUMEHEHHUIO MPABWII, YTBEPKICHHBIX HACTOSAIIUM ITIOCTAHOBJIICHUEM.

4. Hacrosiiee nocraHoBiI€HHE BCTynaeT B cuily ¢ 1 ssHBapst 2019 r., 3a uckiitoueHueM myHKTa 2,
KOTOpPBIH BCTyMHaeT B CUIIY CO JHS O(pUIIMAIbHOTO OMYOIMKOBAHUS HACTOSILEr0 IOCTAHOBIJICHUS.

[Ipencenarens [IpaButenbcTBa
Poccuiickoit deneparuu
JA.MEJBEJIEB

YTBepKIACHBI

nocraHoBieHueM [IpaButenbcTBa
Poccuiickoit ®enepanun

ot 26 Hos10ps 2018 1. N 1416

NMPABUIA
OPIrAHMU3ALUN OBECIEYEHUA NNEKAPCTBEHHbLIMU MNMPEMAPATAMU JTUL,
BOJIbHbIX TEMO®PUITUEN, MYKOBUCLUMNAO3OM, TMNOPU3APHBIM HAHU3MOM,
BOJIE3HbIO NOLWE, 3JIOKAHECTBEHHBIMXU HOBOOBPA3OBAHUAMU
nmMMmoonaHou, KPOBETBOPHOU U POOACTBEHHbBIX UM TKAHEMW,
PACCEAHHbBIM CKINIEPO30M, TEMOJINTUKO-YPEMUYECKUM CUHOAPOMOM,
FOHOLWECKUM APTPUTOM C CUCTEMHbIM HAYAJIOM, MYKOMOJIMCAXAPNOO3OM
I, 11K VITUNOB, ATJIACTUHMECKOU AHEMUEWN HEYTOYHEHHOMW,
HACNEACTBEHHbIM OEPULINTOM PAKTOPOB Il (PUBPUHOIEHA),
VIl (TABUNIBHOIO), X (CTIOAPTA - MPAY3PA), NIUL| NMOCIJIE
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TPAHCIMJTAHTALMU OPIFAHOB U (UNTN) TKAHEW

CHucoK N3MEHSIOMINX JOKYMEHTOB
(B pen. IlocranoBnenwuii [IpaBurenscrea PO ot 27.03.2020 N 344,
oT 26.06.2021 N 1025, ot 15.02.2023 N 229)

1. Hacrosmme IlpaBuna ycTaHaBIMBAIOT MOPSIOK OpraHU3aIMU O0ECNeYeHHs UM, OOTBHBIX
reMopuiIneii, MyKOBUCIUI030M, TUMO(U3APHBIM HAaHU3MOM, Oo0je3Hbl0 ['omie, 370Ka4eCTBEHHBIMHU
HOBOOOpa30BaHUSAMU JUM(OHUIHON, KPOBETBOPHOM U POJCTBEHHBIX KM TKaHEH, paccessHHbIM
CKJIEPO30M, T€MOJUTUKO-YPEMUUECKHUM CHHIAPOMOM, FOHOLIECKHMM apTPUTOM C CHCTEMHBIM HAaydajioM,
Mykonoscaxapuzno3om I, II u VI Tunos, ammacTU4eckor aHeMUEld HEYTOYHEHHOW, HACIEICTBEHHBIM
nepunutoM ¢akropoB Il (pubpunorena), VII (mabunpnoro), X (Crroapta - Ilpayspa), auim mocie
TpPaHCIIAHTAIIMA OPTaHOB W (WJIM) TKaHEW (manee - OONbHBIC), JICKAPCTBEHHBIMH TIperapaTaMu s
MEIUIIMHCKOTO TIPUMEHEHUS, TIPEIHA3HAYCHHBIMHY JIJIS JICUCHUS dTUX 3a00JICBaHMIA, 110 YTBEPKICHHOMY
[IpaButenscTBOM Poccuiickoit deaepannn NEPEeUHIO JICKAPCTBEHHBIX IMpenapaToB, CHOPMHUPOBAHHOMY
B YCTaHOBJICHHOM MM TOpsAKe (Jajee - JIeKapCTBEHHBIE Mpenaparhbl), a TakKe MOPAIOK U YCIOBUS
nepeavyn JIeKapCTBEHHBIX MPENapaToB B COOCTBEHHOCTh cyObekTOB Poccuiickoit deneparuu.

(8B pen. LocranoBnenus IIpasutensctBa PO ot 27.03.2020 N 344)

2. UcroynnkoM (prHAHCHPOBAHUSI OpraHU3alUKN oOecredeHrs OOJIBHBIX B Bo3pacTe OT 18 et u
CTapile JICKapCTBEHHBIMH TIpenapaTamMu SBJISIFOTCS OFO/KETHBIE aCCUTHOBAHUS, MPETyCMOTPEHHBIE B
benepasibHOM OrO/KeTe MUHHCTEPCTBY 3ApaBooXpaHeHusi Poccuiickoit denepannu Ha yKa3aHHBIE
uend, a OoNbHBIX B Bo3pacte a0 18 mer - OmoMKeTHbIE ACCUTHOBAHUA, MPEAYCMOTPEHHbBIC
MunucrepctBy 3apaBooxpanenus Poccuiickont @enepannu st GoHIa TOANEPKKU IETEN € TAKEIBIMU
KUZHEYTPOKAIOMIMMH ¥ XPOHHUYECKMMH 3a00JeBaHUSAMH, B TOM 4YHCIe peAKuMHu (ophaHHBIMHU)
3aboneBanusmu, "Kpyr nobpa".

bromkeTHble aCCUTHOBAHUS NEPEUUCIAIOTCS MMHHCTEPCTBOM 3lpaBooxpaHeHus Pocculickont
Oenepannn  penepanbHOMY Ka3eHHOMY yupexJeHuto "denepanbHbIi IEHTP IJIAHUPOBAHUS U
OpraHU3aIMK JEKapCTBEHHOTO o0ecredeHus rpaxkaan” MuHHCTepCTBa 3paBooXpaHeHus: Poccuiickoit
Oenepanuu (nanee - OenepanbHblidl LEHTP) VIS OPraHU3ALMU U TMPOBEICHHS 3aKYIOK JIEKAPCTBEHHBIX
IIpenapaToB.
(n. 2 B pea. ocranosnenus [IpaButensctea PO ot 15.02.2023 N 229)

3. IlpaBo OosbHOTO Ha oOecrieueHue JIEKapCTBEHHBIMU IpenaparaMyd BO3HHMKAeT €O JHS
BKJIIOUEHHUSI CBEJCHMI O HEM B peruoHalbHbI cermMeHT denepanbHOro perucrpa Jul, OOJbHBIX
reMopuineil, MyKOBUCIUI030M, THNO(U3apHBIM HAHU3MOM, Oose3Hbto ['omie, 3710KayecCTBEHHBIMHU
HOBOOOpPA30BaHUSAMHM JTUMQPOUIHON, KpPOBETBOPHON M PpOJCTBEHHBIX UM TKaHEW, paccesHHbIM
CKJIEPO30M, T€MOJHUTUKO-YPEMUYECKUM CHHIPOMOM, IOHOLIECKHUM apTPUTOM C CHCTEMHBIM HayalioM,
Mykonosmcaxapunosom I, II u VI tunos, amractuyeckoil aHeMueld HEYTOYHEHHOM, HACIEACTBEHHBIM
neunutom ¢akxtopoB Il (pubpunorena), VII (radmmpHOro), X (Crroapra - Ilpayspa), mur mocne
TpaHCIUTAHTAIIMN OPTaHOB M (WJIK) TKaHeH (manee - denepanbHBIA PETUCTD).

(B pen. Hoctanornenus [IpaButensctBa PO ot 27.03.2020 N 344)

Jlata BKiIroueHHs OOJBHOTO B PErMoOHabHBIA cermMeHT (denepanbHOro perucrpa (UKCUpyeTcs
JIeYalyM BpayoM B METUIIMHCKOM KapTe aMOyIaTOpHOTO OOJIBHOTO WIM UCTOPUHU Pa3BUTHUS peOCHKA.

4. Opranmsanus obecniedenuss OenepanbHBIM EHTPOM 32 CUET CPEACTB (hefepaibHOro OroIKeTa
0OJIBHBIX JICKAPCTBCHHBIMHU MpCliapataMn OCYHMCCTBIACTCA C Y4YCTOM CTAHAAPTOB MGI[I/IIII/IHCKOI\/'I
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O nopsgake opraHu3aummn obecneyeHnst 1eKapcTBEHHbI. ..

MOMOIIH, KIMHUYECKUX pEKOMEeHJanui (MPOTOKOJIOB JICUEHHs) W CpeAHEHl KypcOBOW O3B
JIeKapCTBEHHBIX MPEnapaToB.
(B pen. Lloctanosnenus Ilpasurenscrea P® ot 26.06.2021 N 1025)

5. Opranbl rocyaapcTBeHHOW BiacTH cyObekToB Poccuiickoii ®enepanuu B cdepe OXpaHbI
3I0pOBBSl HE MO3AHEEe | HOSIOps TEKyIIero roja mpeacTaBissioT B DemepanpHBIA NEHTP 3asBKHA Ha
IIOCTaBKY JIEKaPCTBEHHBIX MPENapaToB Mo (opMe, YTBEPKAECHHONM MUHHUCTEPCTBOM 3pABOOXPAHECHUS
Poccuiickoit denepanuu (manee - 3asiBKH), ¢ MPUIOKEHHMEM OOOCHOBAaHUU MO UX 00bEMY, a Takxke
MepeueHb OpraHu3alliii, WMEIONMX JIMIEH3UI0 Ha OCYIIECTBICHHWE METUIMHCKOW U  (Win)
(dapmaneBTHUECKON ~ AesTenbHOCTH B cyObektax — Poccuiickoit  @enmepanmm  (manee -
OpraHU3alMU-TIOyYaTe ), B IEIIX T[OCTaBKM OPTaHM3alUsIM-TIONYYaTesIM  JIEKAPCTBEHHBIX
mpenapaTos.

(B pen. [Hocranornenus [IpaButensctBa PO ot 26.06.2021 N 1025)

[TorpeGHOCTH (00BEM MOCTaBKM) B JIEKAPCTBEHHOM IIpenapaTe OIpelessseTcss € y4eToM
KJIMHUYECKUX PEKOMEHIAINK (TIPOTOKOJIOB JIEUYEHUs) U CPEJHEH KypCOBOM J103bl JIEKAPCTBEHHOI'O
mpernapara HUCXOIs M3 E€KEMECSUYHOW (aKTHYeCKOW MOTpeOHOCTH OOJBHBIX B JIEKAPCTBEHHBIX
npemnaparax B COOTBETCTBUU CO CBCACHUAMHU PETHOHAJIBHOTIO CETMCHTA CDez[epam)Horo perucTpa u
HeoOxoaumMocTy (hopMHUpOBaHMSI 3amaca Ha 15 mecsies.

6. (DeﬂepaHBHHﬁ LOEHTp pacCMaTpuBaACT TMPEACTABIICHHBIC 3asdBKH Ha  COOTBETCTBUEC
YCTaHOBJIeHHOﬁ (I)OpMC, Ha TIIpeaAMCT 00OCHOBAHHOCTH 3asBJIEHHBIX OOBEMOB JICKApCTBCHHBIX
npemaparoB U IIpU H606XOI[I/IMOCTI/I KOPPCKTHUPYCT HUX W CONIACOBBIBACT C BBIHCCCHUCM
COOTBCTCTBYIOLICTO PCHICHUA.

He no3nnee 15 centsaOps tekyuiero roga deaepanbHbli HEHTP MPEICTABISIET YKa3aHHbIE 3asBKU B
KOMHCCHIO MuHHCTEpeTBa 3apaBooxpaHeHus Poccuiickoi ®enepanum 1Mo pacCMOTPEHHUIO 3asBOK
(nanee - komuccus) A UX pacCMOTPEHMs ¢ ydactueM npezacraButeneil @enepanbHoro nenrpa, Ponna
MOJICPXKKH JIeTel C TSKEIbIMU JKU3HEYTPOXKAIOLIMMH U XPOHUUECKUMH 3a00JIeBaHUSIMU, B TOM YHCIIE
penkumu (opdanubiMu) 3aboneBanusMu, "Kpyr no0pa", HCHOIHUTENBHBIX OPraHoB CYOBEKTOB
Poccuiickoit @enepanuu (B TOM YHCIE C UCIOJIb30BaHUEM HWH(POPMAIIMOHHO-TEIEKOMMYHHUKAIMOHHBIX
TEXHOJIOTHI) Ha INpeAMeT OOOCHOBAHHOCTH 3asBIIEHHBIX OOBEMOB JIEKAPCTBEHHBIX IPENapaTroB, UX
KOPPEKTUPOBKHU MPU HEOOXOJUMOCTH U YTBEPKICHUS 00bEMOB IMOCTAaBOK JIEKAPCTBEHHBIX MPETapaToB.
[lonoxeHHe 0 KOMMCCHH U €€ COCTaB yTBEPXKAAITCS MHUHHUCTEPCTBOM 31paBooxpaHeHus Poccuiickon
denepauuu.

(8B pen. LlocranoBnenus IIpasutensctBa PO ot 15.02.2023 N 229)

PaccmoTpenue 3asiBOK, yTBEpKJIeHHE 00BEMOB TIOCTABOK U IpezicTaBieHne B DenepanbHblii HEHTP
CBEICHUI 00 YTBEp:K/IEHHBIX 00beMax MOCTAaBOK OCYLIECTBIIAIOTCS KomHccuel B TeueHue 30 aHel co
JTHS TIOCTYTIICHUS 3asBOK 0T DeiepanbHOro IeHTpa.

Cenenuss 00 YTBEp)KAECHHBIX KOMMCCHEH O0O0beMax IOCTABOK JICKAPCTBEHHBIX IpPEnapaToB
HanpaBisitores  degepaibHbIM  LIEHTPOM B UCIHOJIHMUTENbHBIE OpraHbl CcyOBekToB Poccuiickoit
®enepanyun B cepe oXpaHbl 30pOBbs B TeueHHe 3 pabouux AHEW CO JAHA MOCTYIJICHUS CBEACHUH OT
KOMUCCHH.

(B pen. Locranosnenus IlpaBurenscrea P® ot 15.02.2023 N 229)
(. 6 B pen. lHocranosnenus [IpasutensctBa PO o1 26.06.2021 N 1025)

7. O0beM IOCTaBOK JICKApCTBEHHBIX IpernapaToB (opMmupyercs B Ipenesax OroJKETHBIX
ACCUTHOBAaHMWM, TNPEAyCMOTPEHHBIX B (QenepaJbHOM 3akoHe O (QenepanbHOM OrojKeTe Ha
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MNocTtaHoeneHue MNpasutensctsa PO oT 26.11.2018 N 1416 K n
KOHCYJIbTAaHTINIOC
(pea. ot 15.02.2023) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 19.05.2023
O nopsgake opraHu3aummn obecneyeHnst 1eKapcTBEHHbI. ..

COOTBETCTBYIOIIUN (DMHAHCOBBIA TOJA W TUIAHOBBIM TMEPUOMA, W JIMMUTOB OIOJIKETHBIX O00S3aTENbCTB,
JIOBEJICHHBIX B YCTAaHOBJIICHHOM MOpsiKe 10 MUHHUCTEpCTBa 3/ipaBooxpaHeHust Poccuiickoit deneparumn
Ha 3aKyNKY JICKAPCTBEHHBIX MIPENapaToB.

8. B coorBercTBMM ¢ 00BEMaMH TIOCTaBOK JICKAPCTBEHHBIX IMPENApaTOB, YTBEPIKICHHBIMH
opraHaMy TOCyJapCTBEHHOU BiacTH cyObekToB Poccuiickoit denepanmu B chepe oXpaHbl 30POBbS C
y4eToM pelieHus: komuccuu, dOenepanbHplii HEHTP B YCTAaHOBIEHHOM 3aKOHOAATEIbCTBOM Poccuiickoit
®denepalyu MOPSIKE OCYIIECTBIAET 3aKYIIKY JICKAPCTBEHHBIX MpPErapaTos.

(8B pen. LocranoBnenus IIpasurenscrea PO ot 26.06.2021 N 1025)

MunucTepcTBO 3apaBooxpaneHuss Poccuiickoit @enepanuu €KeroJHO U3AAET aKT O COTJIACOBAHUU
nepenaun denepaibHbIM LEHTPOM 3aKYIUICHHBIX B COOTBETCTBMU C Hacrosmumu [IpaBuinamu
JIEKApCTBEHHBIX MPEMapaToOB OpraHaM roCyJapCTBEHHOU BiacTH cyObekToB Poccuiickoit deneparu B
cdepe oxpaHbl 310POBBSI.

(a03am BBeneH [locranoBnenueM [IpaButensctBa PO ot 26.06.2021 N 1025)

9. IlocTaBmIMKM  JIEKAPCTBEHHBIX  IIPENapaToB, ONPEJCIEHHbIE B  COOTBETCTBHUM  C
3akoHOJaTenbcTBOM Poccuiickoit deneparyu, npeactasisioT B DepepanbHblii HEHTP 0POPMIICHHBIE B
YCTaHOBJIEHHOM MOpsAJIKE JIOKYMEHTHI, MOATBEP K IA0LI1E baxT MOJTy4EHUs
OpraHM3alMsMH-TIONYyYaTeIsIMI  JIEKAPCTBEHHBIX MPENapaToB, B TOM 4YHCIIE HAKJIaJHble M aKTbI
IpueMa-repe1aun JEKapCTBEHHBIX MIPEenapaToB.

(B pen. lHocranosnenus [IpaBurensctea P® ot 26.06.2021 N 1025)

10. ®enpepanbHblii 1eHTp B TeueHue 10 pabGoumx mAHEW coO JHSA TOCTYIUICHHS aKTa
npuemMa-rnepeaay NIPUHUMAET Ha yYET JICKAPCTBEHHBIE IPENApaThl U U31AECT PACHOPSAUTENBHBIE AKThI O
nepefadye JIEKAPCTBEHHBIX MPEMapaToB  HCIOJHUTENBHBIM OpraHaM CcyOBekToB Poccuiickoit
®denepanun, OINPEACICHHBIM BBICIIAM JIOJDKHOCTHBIM JIHIIOM cyOwekTta Poccuiickoit ®eneparimn
(pykoBOIUTEIEM BBICHIETO HCIIOJIHUTEIBHOTO opraHa cyObekTa Poccuiickoit denepanun) (manee -
YIOJHOMOYEHHBIE OPraHbl), C YKa3aHHEM HOMEHKJIATYphl, KOJIMYECTBA U CTOMMOCTH JIEKApCTBEHHBIX
MPENAPATOB B OTHOIIEHUHU KaXXJA0T0 YIIOJJHOMOYEHHOT'O OpraHa.

(B pen. IlocranoBnenwuii [IpaBurenscrea PO ot 26.06.2021 N 1025, ot 15.02.2023 N 229)

11. ®enepanbHplil HEHTp B TeueHUE 5 pabouux AHEW CO JHA W3/aHUS PACIOPSIUTENBHOIO aKTa,
npenycMoTpeHHoro nmyHktoM 10 Hactosimux IlpaBui, HampaBisieT B yHOJHOMOYEHHBIE OpPraHbl (B 2
9K3EMIUIIpax) U3BEUICHHE O IIOCTaBKE JIEKAPCTBEHHBIX IIPENapaTroB M akT IpueMma-nepeayu,
MOJITMCAHHBIE AUPEKTOPOM (YIOITHOMOYEHHBIM JTULIOM) DenepanbHOro HeHTpa.

(8 pen. ocranoBnenus IIpasurenscrea PO ot 26.06.2021 N 1025)

12. YHonHOMOYEHHBIE OpraHbl B TeUeHHE 5 pabdo4ymx THEH CO JIHS TOJIyYeHHs] M3BELICHUS O
MOCTaBKE JIEKAPCTBEHHBIX NpEnapaToB M akTa IMpHeMa-Tiepellaud, MPeIyCMOTPEHHBIX ITyHKTOM 11
HactosmuX [IpaBui, MOANMMCHIBAIOT W 3aBEPSIFOT TedaThio 00a SK3eMIUIspa HM3BEIICHHUS O TOCTaBKE
JIEKapCTBEHHOTO TIperapara M 00a SK3eMIUIIpa aKkTa IpueMa-TiepeJadd, IOCie Yero BO3BpAIlaioT B
denepanbHbId HEHTP OIUH HK3EMIUIIP YKAa3aHHOTO M3BEUICHUS M OJUH DK3EMIULp aKTa
npueMa-repe1aum.

(B pen. Llocranosnenus Ilpasurenscrea PO ot 26.06.2021 N 1025)

13. YnonHOMOYEHHBI OpraH Ha OCHOBAHMM aKTa IpHEeMa-liepellayd IMPUHUMAeT Ha yueT
JIEKapCTBEHHbIE IMpernapaThl U B T€UEHHE 5 pabouyux JHEW cOo THS MOJIyYeHHUS aKTa IMpHeMa-Nepenadyu
U3JIa€T PACIOPAIUTENIBHBIN aKT O Nepeaye JIEKAPCTBEHHBIX IIPENapaToB OpraHu3alusaM-I0Iy4daTelsaM ¢
YKa3aHUEM HOMEHKIIATYpbl, KOJMYECTBA M CTOMMOCTH JIEKAPCTBEHHBIX IIPENaparoB B OTHOLICHUHU
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( e T 15.02 2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"p A. O AN [ata coxpaHeHnus: 19.05.2023
O nopsigke opraHmnsaummn obecneyeHnst NeKapCTBEHHDI. ..

KaXKJI0M OpTraHHu3alunu-1I0JIYyqaTCIIs.

14. Opranuzanuu-noayyaTead B TeueHHe 2 paboyux THEH co JHSA MOJyYeHHs JTIOKYMEHTOB,
MIOATBEPKIAOIIUX TIepejady UM JIEKApCTBEHHBIX IIPENapaToB, IPUHUMAIOT JIEKAPCTBEHHBIE IIPENapaThl
Ha y4eT, 00eCleunBaoT X COXPAaHHOCTb U IIEJIEBOE UCIIOJIb30BaHUE.

15. denepanpHbIl LEHTP B YCTaHOBJIEHHOM MUHHCTEPCTBOM 31paBOOXpaHeHUs: Poccuiickon
@Denepanyy MOPSAJIKE OCYILECTBISET MOHUTOPUHI JIBWJKEHUS M ydeTa JICKapCTBEHHBIX IIPENapaToB B
cyobekrax Poccuiickoit deneparyn, J0BOAUT 0 CBEIEHHS YIOJHOMOUYEHHBIX OPraHOB MOTY4YE€HHBIE MO
pe3yapTaTaM MOHUTOPHHIA JJAHHBIE, B TOM YHUCJIE CBEACHUSA O HOMEHKIIAType, KOJIMYECTBE U CTOUMOCTHU
JICKapCTBEHHBIX IPENapaToB, 00 OTCYTCTBUU MOTPEOHOCTH B OTAEIBHBIX JIEKAPCTBEHHBIX MpernapaTax
00 O TOSBJICHWW JOIOJHUTEIHHOH MOTPEeOHOCTH B JIEKAPCTBEHHBIX IIpenapaTax B CBS3U C
n3MeHeHneM B cyOnekte Poccuiickoit ®enmepanuu  4YMCIECHHOCTH OOJBHBIX, HW3MCHEHUSIMU B
HA3HAYEHUSX MEIUIMHCKMMU paOOTHHKAMM JIEKAPCTBEHHBIX NpEnapaToB OOJBHBIM M COIVIACOBBIBAET
nepepacipeaesieHle JeKapCTBeHHbIX MpenapaToB Mex1y cyobekramu Poccuiickoit denepanuu.

(8B pen. LocranoBnenus IIpasurensctea PO ot 26.06.2021 N 1025)

16. Tlepemauya IleKapCTBEHHBIX WpEmapaToB OIHUM CcyObekToM Poccuiickoit ®enepanuu B
coOCTBEHHOCTh Jpyroro cyonekra Poccuiickoir denepariii OCYHIECTBISETCS HAa OCHOBAaHUU aKTa
npuema-niepenaun. denepanbHbI HEHTP yBEAOMISIETCS O Iepenade JIEKapCTBEHHBIX IpEenapaTroB B
10-aHEBHBIN CPOK MOCTIE MOANUCAHUS aKTa IIpHeMa-liepeiadl yIOJIHOMOYEHHBIMU OpTaHaMHU.

(B pen. lHocranosnenus [IpaBurensctea P® ot 26.06.2021 N 1025)

17. ®enepanpHblii LEHTP €KEKBapTalbHO, 10 10-ro uncna mecsna, CIEIyIOIIET0 3a OTYETHBIM
KBapTaJiOM, TPEACTABISIET CBEIEHUS O Iepenravye JEKapCTBEHHBIX MpemnapaToB cyObekTy Poccuiickoit
®denepallii ¥ COINIACOBAHHBIX MEPEpPaCHpPECNICHUSAX JIEKapCTBEHHBIX MPENapaToB MEXIy CyObeKTaMu
Poccuiickoit ®enepanuu B denepanpHyro ciayk0y M0 Haa3opy B cdepe 3IpaBOOXpaHEHUS B IETAX
OCYLLIECTBJICHUSI KOHTPOJS 3a ILEJIEBBIM HCIIOJIB30BAHUEM JIEKAPCTBEHHBIX IPENapaTroB, a TAKXKE B
MunucrepcTBo 3apaBooxpanenus Poccuiickon denepannu.

(n. 17 B pen. Hocranosnenus IIpasutensctBa PO ot 26.06.2021 N 1025)

18. B memsix obecrnieyeHus: OOIBHBIX JIEKAPCTBEHHBIMU IpENapaTaMy B MOPSAKE, YCTAaHOBICHHOM
3aKoHOMarensCcTBOM  Poccmiickoit  ®Penepanyy, OCYLIECTBIAETCS HA3HAYEHUE  JIEKAPCTBEHHBIX
npernaparoB 1 opopMIICHHE PEIENTOB Ha JICKAPCTBEHHBIE MTPETapaThl.

19. Ilpu Ha3HaUYeHWHM OOJIBHOMY JICKQPCTBEHHBIX MPEMApaToB JieUaluil Bpad HHOOPMHUPYET €Tro O
BO3MOYXHOCTH TIOJTyY€HHUS UM COOTBETCTBYIOIIMX JIEKAPCTBEHHBIX MpeEnapaTtoB 0e3 B3UMaHHS IUIAThl B
COOTBETCTBUU € 3aKOHOJATENbCTBOM Poccuiickon denepannu.

20. B memsx JUHAMUYECKOTO HaAOMIOAEeHUS 3a OONBHBIM U COOJIOACHUS MEPUOTUYHOCTU
MOCEMICHUSI WM MEIUIMHCKOH OpraHu3aliyd JieYalldM BpadyoM  ONPEAENSeTCs KOJIUYECTBO
JIEKapCTBEHHOTO TIperapara, eJHHOBPEMEHHO O(OPMIIEHHOTO Ha PEIENTYPHOM OJIaHKE B COOTBETCTBHUU
C PEKOMEH/IOBAaHHOM CPEHECYTOYHON KYPCOBOH /10301 M CPOKOM, HA3HAYEHHBIM JUIS TIOCEIICHUSL.

21. MenunuHcKas opraHu3aiys IpeAocTaBiseT OOJIbHOMY WM €ro 3aKOHHOMY MpeACTaBUTEIIO
uHpOpMalKi0 00 OpraHu3alMsIX, PAclONIOKEHHBIX B TPAaHHUIIAX MYHHUIUNAIBLHOTO 00pa3oBaHUs IO
MECTY JKUTEIBCTBA WIIM MeCTy MpeObIBaHus (B Cllyyae €CJId CPOK NMpeObIBaHUS MPEBBIIIAET 6 MECALEB)
OOJIBHOTO W OCYIIECTBIIIONINX OECIUTaTHBIA OTIYCK JICKAPCTBEHHBIX MpPENapaToB, Ha3HAUYEHHBIX
JIeYaIluM BpadoM.
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22. Tlocne BkItOYEHUS! OOBHOTO B PETMOHANBHBIN cerMeHT DenepanbHOro perucTpa Ha3HAUYCHUE
U OTIIYyCK €My WJId €r0 3aKOHHOMY MPEJICTABUTENIO JIEKAPCTBEHHBIX IPENapaToB OCYILECTBISECTCS B
CpOK, He mpeBbImaronuii 20 pabounx JHEH co THS BKIIOUCHUS.

23. Opranuzanus obOecrieyeHMsl JIEKApCTBEHHBIMU IpenapaTaMu OOJbHBIX, MPOKHUBAIOIIUX B
CTAallMOHAPHBIX OPTaHMU3ALMUAX COIMATHLHOTO O0CITY)KHUBaHUS WM OTOBIBAIONINX HaKa3aHHUE, CBSI3aHHOE C
JIMIIEHUEM CBOOOBI, OCYIIECTBIISICTCS COOTBETCTBYIOIIECH OpraHu3aIien.

24. B cnyuae BbIe3a OONBHOTO 3a Mpefenbl TeppuTopuu cyobekra Poccuiickoit denepanuu, B
KOTOPOM OH TPOXKUBAET, HA TEPPUTOPUIO Ipyroro cyobekTa Poccuiickoit denepanuu Ha CpPOK, HE
MPEBBIIAIONINA 6 MecsAIeB, TakoMy OOJIbBHOMY OpPraHOM TOCYJapCTBEHHOH BIIACTH CyOBeKTa
Poccwuiickoit ®enepanuu B chepe OXpaHbI 3I0POBbS OPraHU3YeTCs HA3HAYCHHE JICKapCTBEHHBIX
MpenapaTtoB Ha CPOK TpHeMa, pPaBHBIM CPOKY €ro BhI€37a 3a Mpeaeibl TEPPUTOPUU CYyOBEKTa
Poccuiickoit ®@enepanuu, U600, YUUTHIBAsS CPOKU T'OJHOCTU HMEIOIIMXCS OCTAaTKOB JIEKApPCTBEHHBIX
MpemnapaToB, 0OecleYeHne TaKoro OOJBHOTO JIEKAPCTBEHHBIMHU TMperaparaMd Ha COOTBETCTBYIOIIUN
CPOK.

CBGIIGHI/ISI 0 KOJMUYCCTBC HA3HAYCHHBIX WKW OTIIYIICHHBIX 6OHLHOMy Wi €ro 3aKOHHOMY
MNpEACTABUTCIIO JICKAPCTBCHHLIX IPCIapaTOB BHOCATCA B pCFHOHaHBHBIﬁ CEIMCHT q)eI[CpaHI)HOFO
perucrpa.

25. B cayuae BbIe3ga 00JIBHOTO 3a Mpenebl TeppuTopuu cyobekTa Poccuiickorn denepanuu, B
KOTOPOM OH IMpOXMBAET, Ha TEpPpUTOpHUIO Jpyroro cyobekra Poccuiickoit dexepanuu Ha CpOK,
NPEBBILIAIOIIMKA 6 MecsleB, WIM B ClIy4ae M3MEHEHHS MecTa >XUTEIbCTBA TaKOMYy OOJBHOMY
HA3HAYAIOTCS JIEKAPCTBEHHBIE penapaThl Ha CPOK IpuemMa He 0oJiee OJHOTO Mecsla MO0 OpraHu3yeTcs
OpraHoM TrocyAapcTBeHHOW BiacTu cyOwnekta Poccuiickoit denepaunu B cdepe OXpaHbl 370pPOBbs
o0ecrnieueHre Takoro OOJILHOTO JIEKAaPCTBEHHBIMHU IpernaparaMd Ha CpPOK INpuema He 0Oojee OJHOTO
Mecs1a.

CBeneHus 0 TaKOM OOJIBHOM MOAJIEKAT UCKIIIOUEHHIO U3 PerHOHAIBLHOTO cermeHTa deepaabHOro
peructpa cyonekta Poccuiickoit denepanyu, ¢ TeppUTOPHUH KOTOPOTO BbIE3KaeT OOJIBHOM, U nepeaayue
(B TOM umHcIe C HCIOIB30BaHMEM HWH(POPMAIMOHHO-KOMMYHUKALMOHHBIX TEXHOJOIHA) Oprany
roCyJapcTBEeHHON BiacTu cyObekTa Poccuiickoit ®emepanmmu B cdepe OXpaHbl 300pPOBbs, Ha
TEPPUTOPHUIO KOTOPOTO Bbexasl OOJIbHOM, AJsi BKJIIOUEHHS B PETMOHANBHBIMN cerMeHT DenepanbHOro
peructpa 3toro cyonrekra Poccuiickoit deneparun.

Jaroil BritOUeHMs CBEACHUH O OOJIBHOM B PETMOHAIBHBIA cerMeHT PenepasbHOro perucrpa
cyobekrom Poccuiickoit @enepanuu, Ha TEPPUTOPUIO KOTOPOTO BbEXajl OOJNBHOM, ABISETCA JICHb,
CICAYIOIIMNA 3a JHEM MCKIIIOUEHHUS CBEIECHUH O HEM M3 PErMOHAIBHOrO cermeHra deneparbHOIO
peructpa cyorekrom Poccuiickoii @eneparium, ¢ TEppUTOPHHA KOTOPOTO BbhIeXal OOJIHHOM.

26. Opran rocyaapcTBeHHOW BiacTH cyOwekta Poccuiickoit ®enepauuu B cdepe oXpaHbl
3JI0pOBbsl, C TEPPUTOPUU KOTOPOTO Bbl€Xall OOJIBHOM, MpeICTaBIseT (B TOM YUCIE C UCIOIb30BAHUEM
MH(POPMALMOHHO-KOMMYHUKALMOHHBIX TEXHOJIOTUH) IO 3alpocy OpraHa TrOCyAapCTBEHHOW BJIACTH
cyobekra Poccuiickoit ®@enepaunu B chepe OXpaHbl 370pOBbS, Ha TEPPUTOPUIO KOTOPOTO BhEXal
OOJIbHOM, CBEIEHUS O KOJMYECTBE HA3HAUCHHBIX WM (PAKTHUECKU TNPEIOCTABICHHBIX OOJBHOMY HWIIH
€ro 3aKOHHOMY IIPEJICTaBUTEIIIO JIEKAPCTBEHHBIX NPENApaToOB B COOTBETCTBUH C MyHKTOM 25 HACTOSIINUX
[IpaBuir.
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MoctaHoBneHue lMpasuTensctea PO o1 26.11.2018 N 1416
( e T15.02 2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"p A. O AN [ata coxpaHeHnus: 19.05.2023
O nopsigke opraHmnsaummn obecneyeHnst NeKapCTBEHHDI. ..

Y TBepKICHBI

nocranopyiieHueM [IpaButenscTBa
Poccuiickoit deneparuu

oT 26 Hos10ps 2018 1. N 1416

NMPABUNA

BEOEHUA ®EQEPAIIbHOIO PEFMCTPA NUL, BONbHbIX FTEMO®UITUEN,

MyKoBuCcLUMao30oMm, r’Mnoen3APHbIM HAHU3MOM, BOJIE3HbLIO INOLUE, 5
3JN1IOKAHECTBEHHbIMWU HOBOOBPA3OBAHUAMU NUM®OUOHOU, KPOBETBOPHOU

N POOCTBEHHbIX UM TKAHEW, PACCEAHHBbIM CKITEPO30M,
FrEEMOJIMTUKO-YPEMUYECKUM CUHOAPOMOM, IOHOLWWECKAM APTPUTOM
C CUCTEMHbIM HAYAJIOM, MYKONOJIMCAXAPNOO30OM |, Il U VI
Tnnos, ANNACTUHYECKOU AHEMUEN HEYTOYHEHHOMW,
HACNEACTBEHHbIM OEPULIMTOM ®AKTOPOB Il (PUBPUHOIEHA),
Vil (JTABUJTBHOT 0), X (CTIOAPTA - NMPAY3PA), JIUU MNOCIJIE
TPAHCIJIAHTAUMUN OPTAHOB U (UNIN) TKAHEW

Crrcox M3MEHSIONUX JOKYMEHTOB
(B pen. [locranosnenwnii [IpaButensctBa PO ot 27.03.2020 N 344,
ot 26.06.2021 N 1025, ot 15.02.2023 N 229)

1. Hacrosmue IIpaBwia ycraHaBIMBarOT MOPSIAOK BeneHuss dDenepaJbHOrO perucrpa JIHi,
O0oNMbHBIX  reModuiuel, MYKOBHCIHI030M, THUNO(PU3apHBIM  HaHW3MOM, Oonesnbto  [ome,
3JI0KAY€CTBEHHBIMH HOBOOOPA30BAHUAMU JTHUMQPOUTHONU, KPOBETBOPHOW M POJICTBEHHBIX MM TKAaHEH,
paccestHHBIM CKIIEPO30M, T€MOIUTUKO-YPEMUYECKIM CHHIIPOMOM, FOHOIIIECKUM apTPUTOM C CUCTEMHBIM
HayaiioM, Mykonoaucaxapugozom I, II u VI Tunos, amnactuueckod aHEeMHEN HEYTOUHEHHOM,
HacleAcTBeHHBIM edurutom daxtopos Il (pudpunorena), VII (mabunsnaoro), X (Crroapta - [Ipayspa),
JUI] TIOCJIe TPAHCIUTAHTAllMd OpraHoB © (WIM) TKaHEeW (Jamee COOTBETCTBEHHO - OOJIBHEIE,
®DenepalibHbII perucTp).

(B pen. Hoctanornenus [IpaButensctBa PO ot 27.03.2020 N 344)

2. Benenue denepanbHOro perucTpa OCymecTBISIETCS B CASAYIONINX HENsIX:

a) obecrieyeHne JeKapCTBEHHBIMU MpenapaTaMu Uil MEJUIIMHCKOTO IPUMEHEHNS, BKIFOYCHHBIMU
B yTBepKAeHHbIN lIpaBurensctBom Poccuiickoin denepanuu mepedyeHb JEKAPCTBEHHBIX IPENApPaToOB,
c(OpPMUPOBAHHBII B YCTAaHOBJIIEHHOM MM MOpsJKE (Aajiee - JEeKapCTBEHHbIE Mpenaparbl), OOJbHBIX B
BO3pacTe oT 18 jeT u crapiie 3a cueT OIOAKETHBIX aCCUIHOBaHWM, MPEIyCMOTPEHHBIX B (ellepaabHOM
OroxeTe MUHHCTEPCTBY 3/1paBooxpaHeHus Poccuiickoit denepanun Ha yka3aHHbIE 1I€H, a OOJIbHBIX B
Bo3pacte g0 18 n;er - 3a cuerT OOPKETHBIX ACCUTHOBAaHUM, NpPeayCMOTPEHHBIX MUHHCTEPCTBY
3npaBooxpaHeHus Poccuiickonn @enepaunu g DPoHIA NONLEPKKUM JIE€TEH C  TKEIbIMHU
KU3HEYTPOXKAIOIIUMU M XPOHUYECKHMMHU 3a00JI€BaHUs, B TOM 4YHCIe peakuMu (opQaHHBIMN)
3aboneBanusamu, "Kpyr poOpa". BroomkeTHble AacCHUTHOBAaHUS TMEPEUYUCISIIOTCS MUHUCTEPCTBOM
3npaBooxpaHeHusi Poccuiickoit @enepanun (denepaabHOMy KazeHHOMY yupexiaeHuto "denepaibHbli
LEHTp IUJJAaHUPOBAaHUS M OpraHU3allMM JIEKapCTBEHHOTro oOecneueHus rpaxaaH" MuHucTepcTBa
3npaBooxpaneHusi Poccuiickoit ®@enepanuu (manee - DenepanbHbIl LEHTP) IS OpraHU3alUU U

www.consultant.ru CrpaHvua 8 u3 13
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=348751&amp;date=19.05.2023&amp;dst=100011&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=397380&amp;date=19.05.2023&amp;dst=100096&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=439902&amp;date=19.05.2023&amp;dst=100023&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=348751&amp;date=19.05.2023&amp;dst=100011&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=436033&amp;date=19.05.2023&amp;dst=104990&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

MoctaHoBneHue lMpasuTensctea PO o1 26.11.2018 N 1416

( en. ot 15.02 2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"p A AN [ata coxpaHeHnus: 19.05.2023
O nopsigke opraHmnsaummn obecneyeHnst NeKapCTBEHHDI. ..

MIPOBE/ICHUS 3aKyTIOK JIEKAPCTBEHHBIX MPENapaToB;
(mm. "a" B pen. Hocranosnenus [Ipasurenscta PO ot 15.02.2023 N 229)

0) MOHUTOPHUHT [JBM)KCHHS M ydeTa OOJbHBIX HAa OCHOBAaHUHM CBEJCHHUHU, INPEICTABISIEMBIX
OpraHaMHy rocy/1apcTBEHHOMU BiacTu cyObekToB Poccuiickoit denepanyu B chepe oXpaHbl 310pOBbS;

B) 2(dexTuBHOE TUIAHMPOBAHWE M PACXOJ0BaHHWE (UHAHCOBBIX CPENICTB, HAMPABISIEMBIX Ha
3aKyNKy HEOOXOJMMBIX JIEKAPCTBEHHBIX IMperapaToB sl oOecreyeHHs: UMU OOJBHBIX IO MECTY
KHUTENbCTBA WK MECTY MpeObIBaHus (B CIy4yae eclu CPOK MpeObIBaHUS MPEBBIIACT 6 MECSIIEB).

3. ®denepanbHblii perucTp sBiseTcs (eaepanbHON MH(GOPMAIMOHHON CHCTEMOM, COCTOSIIEH M3
PErHOHAJIBHBIX CErMEHTOB, KOTOPbIE Pa3/Ies0TCs Ha MOJACETMEHT, COIEp KA CBEACHUS O OOJIbHBIX B
BO3pacTe /10 18 jeT, u MoACerMeHT, CoiepKalluil CBeIeHNUs O OOJIBHBIX B Bo3pacTe OT 18 jer u crapiue,
U COZIepKalleil CBEACHUS, IPElyCMOTPEHHbIE TyHKTOM 9 HacTosmux [IpaBuir.

(B pen. lHocranornenus [IpaButensctBa PO ot 15.02.2023 N 229)

MunucrepcTBo 3apaBooxpaneHus Poccuiickorn denepanuu ABISIETCA ONEPATOPOM ITOU CUCTEMBI
u obecrieunBaet ee 6ecrepedoitHoe PYHKIIMOHUPOBAHUE.

MunucrepcTBo 311paBooxpanenusi Poccuiickoit @enepanuu odecneunBaet DeepanbHOMY HEHTPY
u QOoHIly MONACPKKH JETEH C THKEIBIMH KU3HEYTPOKAIOMUMHA U XPOHUYECKUMHU 3a00JICBaHUSIMU, B
ToM uuciae penkumu (opdanaeiMH) 3a0omeBaHusiMu, "Kpyr mobpa" moctym k umH)Opmanuu,
conepskanieiics B degepaibHOM PETUCTpE.
(ab3amr BBenmeH Iloctanosnenuem [IpaButenbctBa PO ot 26.06.2021 N 1025; B pen. [loctanoBnenus
IIpaBurensctBa P® ot 15.02.2023 N 229)

4. Opransl rocyaapcTBeHHOW BiacTH cyObekToB Poccuiickoit @enepamuu B cdepe OXpaHbl
3/10pOBbsl OOECIEUNBAlOT BHECEHHME CBEACHUN O OOJIbHBIX B PETMOHAIBHBIM cerMeHT denepanbHOro
perucrpa B CpoK, He MPEBHIIAOIMNN 5 pabounx AHEN co IHA oOpalleHus: 00JIBHOTO C YCTaHOBJIEHHBIM
JIMAarHO30M B MEJUIIMHCKYIO OPraHU3alMIO [10 MECTY €ro JKUTEJIbCTBA UM MECTY IpeObIBaHMsI (B Cilydae
€CIIM CPOK NMPeObIBAHUS MPEBBIIIAET 6 MECSIIEB).

BxiroueHne B perMoHanbHBIA cerMeHT DefepanbHOrO0 pETUCTpa CBEIEHUM O OOMBHBIX
OCYIIECCTBIISICTCS MEJIUIIMHCKONH OpPraHM3aIMel M0 MECTy MX KUTEIbCTBA WM MECTy mpeObiBaHus (B
Cly4yae €CJii CPOK MpeObIBaHUS MPEBHIIIACT 6 MECAIEeB) HA OCHOBAaHUU MEAUIIMHCKUX JOKYMEHTOB (MX
KOMWIA) WU BBIMUCKA W3 HUX, OTPAKAIOIIMX CBEACHHS OO0 YCTAaHOBJICHHOM JHAarHo3e W BbIOOpE
MEpPOIPUATHIA 10 JICYSHHUIO MalleHTa. BkitoueHne cBeleHuil 0 OOJIbHBIX C TEMOJIUTHUKO-YPEMUYECKUM
CHUHIPOMOM, FOHOIIIECKUM apTPUTOM C CUCTEMHBIM HayauoM U mykomnonucaxapuaozoM I, II u VI tumos
OCYIIECTBIISIETC HA OCHOBAHUM MEIMIIMHCKUX JOKYMEHTOB WJIM MX KOMHMM M BBIIUCKU W3 HUX,
OTPaKAIOIIUX CBEJICHUS 00 YCTAHOBJICHHOM JIMAarHO3€ U BHIOOPE MEPOIPUSTHH IO JICUCHUIO TAINCHTA,
MOJTYYEeHHBIX OT (heepaabHON MEAUIIMHCKONW OpTaHH3aITHIH.

5. PerynmupoBaHue OTHOLICHHM, CBSI3aHHBIX C BeleHHeM DenepanbHOr0  PErucTpa,
OCYIIECTBIISIETCS. B COOTBETCTBHM C 3aKOHOJaTelnbcTBOM Poccuiickoii @enepanuu 06 uHbopmanuu,
MH(OPMALIMOHHBIX TEXHOJOTHUSIX U O 3aIUTe HHPOPMAITIH.

6. MunucrepctBo 3apaBooxpaHeHus Poccuiickoni ®enepaunun, PenepanbHblii 1EeHTp, DPoHLI
MOJICPXKKH JIETeH C TSHKEIBIMU JKU3HEYTPOXKAIOLIMMH U XPOHHUECKUMH 3a00JICBaHUSIMU, B TOM YHUCIIE
penkumu (opdanabME) 3a0oneBanusiMy, "Kpyr moOpa" u opranbl TOCYyJapCTBEHHOH BIACTH CyOBEKTOB
Poccuiickoit @enepannu B chepe OXpaHbI 30POBbs 00ECIIEUYNBAIOT KOHPUACHIIMAIBHOCT CBEJCHUH,
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MNocTtaHoeneHue MNpasutensctsa PO oT 26.11.2018 N 1416 K .
KOHCYJIbTAaHTINIOC
(pea. ot 15.02.2023) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 19.05.2023
O nopsgake opraHu3aummn obecneyeHnst 1eKapcTBEHHbI. ..

comepxkaniuxcs B DenepanbHOM pETHCTpPe, a TaKXKe XpaHEHHWE U 3allUTy TaKuX CBEIACHHHA B
cootBeTcTBUU ¢ DenepanbHbiM 3ak0HOM "O MepcoOHANbHBIX JAHHBIX .
(B pen. [locranoBnenwuii [IpaBurenscrea PO ot 26.06.2021 N 1025, ot 15.02.2023 N 229)

7. Pazmemenue uHpopManuu B DeneparbHOM PETUCTPE OCYIIECTBISETCS € HPUMEHEHUEM
YCUJICHHOW KBIM(PUITMPOBAHHOM JJIEKTPOHHOHN MOAMHCH B COOTBETCTBHHM ¢ DenepalbHBIM 3aKOHOM
"O0 2MeKTPOHHOM TOATIHCH".

8. denepanbHBI PErHCTP BEAETCSA B JIEKTPOHHOM BHJAE C NPUMEHEHUEM aBTOMAaTHU3UPOBAHHOM
CHUCTEMBI IIyTEM BHECEHHUS PETUCTPOBOI 3alMCH C MPUCBOCHHEM YHUKAJIbHOIO HOMEpPA PETUCTPOBOM

3aIlMCHU U YKAa3aHHUEM J1aThbl €€ BHCCCHMUA.

[Ipu BHECEHNM M3MEHEHUH B CBEJCHUS O OOJIBHOM JIOJDKHBI OBITh COXpaHEHBl YHUKAJIBHBIN HOMED
pPETUCTPOBOM 3alIMCH U UCTOPUSI BHECEHUSI N3MECHEHUH.

9. ®enepanbHBIN PETUCTP COJMEPIKUT CICTYIOIINE CBEACHUS:

a) CTanOBOﬁ HOMCEp HUHAWBUAYAJIBHOTO JIMLEBOI'O CUCTa OOJILHOIO B CHCTEME 00513aTEILHOTO
TICHCHUOHHOTO CTPaXOBaHUA (HpI/I HaJ'II/I‘-II/II/I);

0) dpamummst, UMs, OTYECTBO OOJILHOTO, a TaKXKe (paMuius, JaHHAas! IPH POXKICHUH;

B) J1aTa pOXJeHUs OOJIBHOIO;

T) 110J1 60JIBHOTO;

1) agpec MecTa J>KHTENILCTBA WM MecTa HpeObBaHUs (B Cilydae €ciIM CpPOK NpeObIBaHUS

npeBbIIaeT 6 MecsAleB) O0nbHOrO (¢ ykasaHueM koaa mo OOmepoccuiickoMy KiaccuUKaTopy
00BEKTOB aIMUHUCTPATUBHO-TEPPUTOPUAIIBHOTO JCTICHHS);

€) cepuss U HOMEp nacnopra (CBHAETENbCTBA O POXKJICHUM) WU YAOCTOBEPEHUS JUYHOCTU
OOJILHOTO, a TAKXKE JaTa BbIJAYM YKa3aHHBIX IOKYMEHTOB;

K) cepus M HOMep IojMca O0O0A3aTeNbHOT0 MEIUIMHCKOIO CTpaxoBaHHWs OOJBHOIO U
HalMEHOBAaHME BbIJABILEH €ro CTPaXOBOM MEIUIMHCKON OpraHU3aliiy;

3) uHpOpManus 00 HMHBAIUAHOCTU (B CIy4yae YCTAHOBJIEHUS TPYNIbl WHBAJIUAHOCTU WIH
Kareropuu "peGeHOK-uHBaIUA");

W) IUarHo3 3a0oyieBaHus (COCTOSIHESI), BKIFOUYAasi €ro KoJ Mo MeXIyHapOJHON CTaTUCTUYECKON
kiaccudukanuy Oone3Herd U mpoodiieM, CBI3aHHBIX CO 3[I0POBBEM, a TakXKe JaTa OCMOTpa OOJILHOTO U
JAHHBIC O JTUHAMHKE COCTOSTHHS,

K) uHpOpMalMsi O MEJUIUHCKOW OpraHM3anvu (HaMMEHOBaHWE, OCHOBHOW TOCYJapCTBEHHBIN
pErUCTpaMOHHBINH HOMED, Ko o ObImepoccuiickoMy KinaccuuKaTopy MpeanpHusITHii U OpraHu3auil),
BBIJIaBINICH HAMpaBJeHHE HA BKIIOYCHHE CBEACHHI 0 OONbHBIX B DenepaibHbId perucTp (HampaBieHUe
Ha BHECEHHUE M3MEHEHUH B CBEICHUS, coliepkamiiecs B DenepanbHOM perucTpe (najiee - HampaBlIeHHE),
a TaK)Ke M3BElIeHHWE 00 HCKIIOYEHUU CBEIEeHU O OonbHBIX U3 dDemepalbHOrO peructpa (maiee -
W3BEIICHUE);

J'I) JaTa BKIIOYCHUA CBC,I[GHI/II‘/'I 0 OOJILHOM H JaTa BHECCHUS W3MCHEHHI B CBCJACHUA O 0O0JILHOM B
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MNocTtaHoeneHue MNpasutensctsa PO oT 26.11.2018 N 1416 K n
KOHCYJIbTAaHTINIOC
(pea. ot 15.02.2023) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 19.05.2023
O nopsgake opraHu3aummn obecneyeHnst 1eKapcTBEHHbI. ..

®denepanbHbIA PETUCTD;
M) “HpOpMaIKs O Ha3HAYEHUH JICKAPCTBEHHBIX MIPENapaTos.;

H) wuHpOpMamus 00 OTIyCKe JeKapCTBEHHBIX MpemaparoB (Aara Havajga oOecredeHus
JIEKapCTBEHHBIMH TIperapataMy U (PaKTHIECKUH OTITYCK JIEKAPCTBEHHBIX MPETapaToB);

0) JaTta MPUHATHA PCIICHUA 00 OKOHYaHMU oOOecrHeueHUs JICKAPCTBCHHBIMHU TIIpCriapataMu C
yKa3zaHHeM IpUYMHBI (Bble3s 3a npenensl Poccuiickoit denepanyy Ha MOCTOSHHOE MECTO JKUTENIBCTBA
WIA MecTO MpeObIBaHUs (B Cllyyae €ClId CpOK NMpeObIBaHus MpEBBIIIAET 6 MecALEeB), CMEPTh OOJIBHOTO,
OTCYTCTBHE MOKa3aHUM K JaJbHEHIIEMY IIPHEMY JIEKapCTBEHHOT'O IIpenapara) U o0 Iepejade CBEICHUN B
apxuB DenepanbHOro perucTpa;

n) uHpOpMaNUs O BKIIOYCHHH O0NbHOTO B DefepanbHBIA PETHCTP JIHMI, UMCIONIMX IMPaBO Ha
MOJYy4YeHUE TOCYJAPCTBEHHOM COUMAIBHOM TIOMOIIMA, W WHBIE PErUCTPhI, MPETyCMOTPEHHBIE
3aK0oHO1aTeabCcTBOM Poccuiickoit denepanuu, B 1esIX o0ecreueHus JIeKapCTBEHHBIMU MperapaTaMu 3a
cuet OroKeToB Ot IKETHON cucTeMbl Poccuiickoit denepanuu;

P) YHUKaJIbHBIA HOMEP PErMCTPOBOM 3aIUCH;

C) BBIIIMCKa U3 MGI[I/ILII/IHCKOI;’I AOKYMCHTAallUU 6OJIBHOFO, coJcprKamiad CBCACHUA O HAa3HAYCHUU U
HCIIOJIb30BAHHNHU JICKAPCTBCHHBIX ITPEIIApPaTOB,

T) UICTOYHUK (PMHAHCUPOBAHMS MPUOOPETEHNUS JIEKApPCTBEHHBIX MPENapaToB.
(mm. "1" BBeneH [loctanosnenuem IIpaButensctBa PO ot 15.02.2023 N 229)

10. B cnywyae ycraHOBiIeHMs [uarHo3a 3a0ojieBaHMs (COCTOSHHUS), yKa3aHHOTO B IyHKTe 1
HacToAmmx IlpaBwi, win M3MEHEHUs CBENEHUM, yKa3aHHbIX B NoAmyHKTax "a" - "x" myHkra 9
Hacrosmux [IpaBwii, MEIUIIMHCKHE OpraHU3alld, B KOTOPHIX OOJbHBIC HAXOIATCS IMOJ MEAUIUHCKUAM
HAOJIIOJICHUEM, B CpPOK, HE TpeBHIIAOMUNA 3 paboumx 1HEH co JHS oOpamieHus OOJIBHOrO C
YCTaHOBJICHHBIM JHarHo30M B MEIUIMHCKYIO OPTraHU3alUI0 MO MECTy JKUTENbCTBA MIU MECTY
npeObIBaHus (B Cllyyae €ciid CPOK MpeObIBaHUS IPEBbIIAET 6 MECSILEB), IPEACTABISIIOT B 3JIEKTPOHHOM
BUJZie WIM Ha OyMa)XHOM HOCHTEJE HAlpaBICHUS M H3BELICHUS B OpraH rocyAapCTBEHHOW BIACTH
cyobekra Poccuiickoit ®@enepaunu B cdepe OXpaHbl 370poBbs MO (opMe M B HOPSJIKE, KOTOpbIE

yTBepKIeHbl MuHucTepcTBOM 31paBooxpaneHus Poccuiickon @enepanun.

11. Jlna 3amonHeHWs peruoHAIBbHOro cermeHta @OenepasbHOrO pErucTpa OpraHU3alNM,
OCYUIECTBIISIFOIIME OTHYCK JIEKapPCTBEHHBIX IpEenapaTroB, Ha3HAUEHHBIX JiEYalllUM BpadyoM B
COOTBETCTBUU C MPEYCMOTPEHHBIM MOANYHKTOM "a" myHkTa 2 Hactoamux IIpaBun nepeunem, 10 5-ro
quciaa KaXJI0ro Mecsla NpeACTaBIsIoT B OpraHbl rOCyJapCTBEHHOW BiacTH cyOBbekToB Poccuiickoit
denepanun B cepe 0XpaHbl 310pPOBbS B JIEKTPOHHOM BHJIE WJIM HA OYMa)kKHOM HOCHTENE CBEJCHUS 00
OTIIYIIEHHBIX 32 IPEILIECTBYIOIMI MECSI] JIEKAPCTBEHHBIX IIpenapaTax.

12. B ciydae ecnu cBelaeHHs, NpeaycMOTpeHHble mnoiamyHktamu "a", "x" u "n" mynkrta 9
HacTosmux [IpaBuin, He mpeJcTaBlieHbl B OpraHbl IOCYAapCTBEHHOW BIAacTH CyOBekTOoB Poccuiickoit
®enepanun B chepe 0XpaHbl 340pPOBbs, YKa3aHHbIE OpPraHbl BIACTH CaMOCTOSATENIBHO 3alpalliBaOT ITH
CBE/ICHUS B FOCYIapCTBEHHBIX BHEOIOKETHBIX (POHIAX.

CBeIICHI/I}I o OoJpHOM (HaHpaBJ’IeHHH, I/IBBCIJ_ICHI/I}I), MNpEaACTaBIAICMBIC B JJICKTPOHHOM BHJIC,
moAJICKAaT 3aBECPCHUIO 3JICKTpOHHOI71 MNOoANMUCHIO JOJIZKHOCTHOT'O JIMIIda OpraHa FOC}’IIapCTBeHHOﬁ BJIaCTHU
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MNocTtaHoeneHue MNpasutensctsa PO oT 26.11.2018 N 1416 K n
KOHCYJIbTAaHTINIOC
(pea. ot 15.02.2023) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 19.05.2023
O nopsgake opraHu3aummn obecneyeHnst 1eKapcTBEHHbI. ..

cyonekTa Poccuiickoit denepannu B chepe oXpaHbl 310POBBSI.

13. B ciydae Bble3ia 60JIBHOTO 32 Mpejielibl Tepputopun Poccuiickoit denepay Ha MOCTOSTHHOE
MECTO JKUTENILCTBA WM MECTO MpeObIBaHMS (B CIIy4yae eClid CpPOK MpeObIBaHMS MPEBBIIIACT 6 MECSIIEB), a
TaK)Xe B CJIy4ae CMEpTU OOJILHOTO CBEJIEHUS O HEM MOJUIEkKAT ApXUBUPOBAHUIO.

YTBEpKACHBI

noctaHoByieHreM [IpaBuTenbpcTBa
Poccuiickoit deneparuu

ot 26 Hos1Ops1 2018 . N 1416

MEPEYEHb o
YTPATUBLLMX CUITY AKTOB NMPABUTEJIbCTBA POCCUNCKOW ®ELEPALIMY

1. Hocranosnenue IlpaButenscTBa Poccuiickoit deneparuu ot 26 aexadps 2011 r. N 1155 "O
3aKynKaX JIeKapCTBEHHBIX IMpemapaToB, IMpEeAHA3HAYEHHBIX M oOecrnedyeHus Jul, OOJbHBIX
reModuineil, MyKOBHUCIUIO030M, THUMO(HU3apHBIM HAHWU3MOM, Oose3Hbto ['ormre, 370KadecTBEHHBIMHU
HOBOOOpPA30BaHUSAMH JTUMQPOUIHON, KPOBETBOPHOH M POJCTBEHHBIX UM TKaHEW, pacCesHHBIM
CKJIEPO30M, JIMI] TOCJ€ TpaHCIUIaHTaluu opraHoB u (wim) TKaHeh" (CoOpaHue 3aKOHOMATETHCTBA
Poccutickoit ®eneparuu, 2012, N 1, ct. 186).

2. llocranonenue IlpaButenscTBa Poccuiickoii @enepamuu ot 26 ampens 2012 r. N 404 "O6
yrBepxkaeHun llpaBun  Bemenus DenepanbHOrO  perucTpa  JMi, OONBHBIX  TeMOQUIHEeH,
MYKOBHUCII/I030M, rUNo¢pu3apHbIM HaHU3MOM, 00J1e3HBI0 I'owre, 3JI0Ka4€CTBEHHBIMU
HOBOOOpPA30BaHUSAMH JTUMQPOUIHON, KPOBETBOPHOH M POJCTBEHHBIX UM TKaHEW, pacCesHHBIM
CKJIEPO30M, JIMI] TOCJ€ TpaHCIUIaHTaluu opraHoB u (wim) TKaHeh" (CoOpaHue 3aKOHOMATETHCTBA
Poccuiickoit ®eneparuu, 2012, N 19, cT. 2429).

3. Hyuktel 176 u 190 usMeHeHud, koTopble BHOcATCS B akThl I[IpaBuTenbcrBa Poccuiickoit
@enepauny No BOIIpOcaM JeATENbHOCTH MuHuUcTepeTBa 31paBooxpaHenust Poccuiickonn denepanuu,
YTBEpP)KJICHHBIX MocTaHoBieHueM IIpaBurensctBa Poccuiickoit @enepauuu ot 4 cenradps 2012 r. N
882 "O BHeceHMM HU3MEHEHUN B HekoTopble akThl IIpaBurensctBa Poccuiickoil ®epepanuu 10
BOTIpPOCaM JIeATENIbHOCTH MuHHUCTEpCTBa 31paBooxpaHeHus Poccuiickoit Penepanuun” (CobOpanue
3akoHoarenscTBa Poccuiickoit deneparuu, 2012, N 37, ct. 5002).

4. Tlocranosaenue IlpaButensctBa Poccuiickoii @enepanuu ot 24 ampens 2015 r. N 389 "O
BHECEHUHU M3MeHeHMI B noctaHoBieHue [IpaButenbctBa Poccuiickoit @enepanuu ot 26 nexadbps 2011
r. N 1155" (Cobpanue 3akononarennpctBa Poccuiickoit @eneparuu, 2015, N 18, ct. 2709).

5. Hocranosnenne IlpaButenscrBa Poccuiickoit denepanuu or 9 anpens 2016 r. N 288 "O
BHeceHMH u3MeHeHWil B IlpaBmna Benmenms DenepanbHOr0 perucTpa JMM, OONBHBIX TeMO(UIHeH,
MYKOBUCIIH/I030M, runoduzapHeIM HaHU3MOM, 00J1€3HBI0 [omre, 3710Ka4€CTBEHHBIMU
HOBOOOpa3oBaHUSAMU JUMGPOHUIHON, KPOBETBOPHOM H POJICTBEHHBIX KM TKaHEW, paccessHHbIM
CKJIEpO30M, JIMIl TOCJie TpaHCIUIaHTauuu opraHoB W (wim) TkaHei" (CoOpaHue 3aKOHOAATENIHCTBA
Poccuiickoit ®enepamuu, 2016, N 16, ct. 2225).

www.consultant.ru CrpaHvua 12 u3 13
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=215731&amp;date=19.05.2023
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=196716&amp;date=19.05.2023
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=313781&amp;date=19.05.2023&amp;dst=100377&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=313781&amp;date=19.05.2023&amp;dst=100421&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=178709&amp;date=19.05.2023
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=196672&amp;date=19.05.2023
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

MoctaHoBneHue lMpasuTensctea PO o1 26.11.2018 N 1416

( e T 15.02 2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
,,p A. O AN [ata coxpaHeHnus: 19.05.2023
O nopsigke opraHmnsaummn obecneyeHnst NeKapCTBEHHDI. ..

6. Ilocranosnenue IlpaButensctBa Poccuiickoit @enepanuun ot 11 asrycra 2016 r. N 784 "O
BHECEHMHU M3MEHEHu# B nmocraHoBieHue llpaButensctBa Poccuiickoit @eneparun ot 26 nexadps 2011
r. N 1155" (Cobpanue 3akononarenbctBa Poccuiickoit @enepanuu, 2016, N 34, ct. 5242).

7. Hocranonenue IlpaButenbctBa Poccuiickoit ®denepanuu ot 17 ampens 2017 r. N 457 "O
BHeceHnn n3MeHeHnui B IlostoxxeHue o 3aKyIIKaX JICKAPCTBCHHBIX IpEHapaToB, MPEAHASHAYCHHBIX I
obecrieyeHust JUI, OOJBHBIX TeMO(HINCH, MyKOBHCIUI030M, TMIO(U3aPHBIM HAHU3MOM, OOJIE3HBIO
[omre, 3710Ka4YeCTBEHHBIMH HOBOOOpPA30BaHHUSIMHU JIMMGPOUTHON, KPOBETBOPHOW M POACTBEHHBIX UM
TKaHEeH, pacCesHHBIM CKIIEPO30M, JIMIl TIOCTE TPAHCIUIAHTAIMU opraHoB W (uiu) Tkanei" (CoOpaHue
3akoHoarenscTBa Poccuiickoit ®enepanuu, 2017, N 17, ct. 2577).
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