NPABUTE/IbCTBO POCCUNCKOWN GEAEPALIUU

MNOCTAHOB/EHUE
OT 26 HOAGPA 2018 r. N 1416

O NOPAAKE
OPrAHU3ALIMU OBECNEYEHMA NEKAPCTBEHHBbIMW NPENAPATAMM NNL,
BO/IbHbIX TEMO®UIUEN, MYKOBUCLMA030M, TMNOPU3APHBIM HAHU3MOM,
BONIE3HbIO FOLLE, 310KAYECTBEHHBIMWU HOBOOBPA3OBAHUAMM
NUMPOUOHOMN, KPOBETBOPHOM U POACTBEHHbIX MM TKAHEW,
PACCEAHHbIM CKNEPO30M, TEMOJ/INTUKO-YPEMUYECKUM CUHAPOMOM,
FOHOLLUECKMM APTPUTOM C CUCTEMHbIM HAYANIOM, MYKOMO/IMCAXAPUO030M
1, 11 U VI TUNOB, INLL NOCNE TPAHCNNAHTALMU OPFTAHOB

U (UNIN) TKAHEN, A TAKKE O MPU3HAHUN YTPATUBLLMMU CUNY
HEKOTOPbIX AKTOB MPABUTE/NIbCTBA POCCUMCKOWN DEAEPALIUN

B cooTtBeTcTBUM € NyHKTOM 21 yactu 2 ctaTtbu 14 n yactamu 7 - 9 ctatbn 44 GepepanbHOro 3aKoHa
"O6 ocHOBax oxpaHbl 340p0BbA rpaxaaH B Poccuiickoit ®egepauun” lMpasutenbctBo Poccuiickol
degepaunm NoCTaHOBASET:

1. YTBEpAMTb NpUiaraemole:

MpaBnna opraHM3aLmm obecneyeHma NeKapCTBEHHbIMM NpenapaTtamm aunL, 60NbHbIX remodunnen,
MYKOBUCLMA030M, runodumsapHbIm HaHU3MOM, 60ne3HbIo lowe, 3/10KQ4eCcTBEHHbIMMU
HOBOOOPa30BaHNAMMU  NUMPOULHON, KPOBETBOPHOM M  POACTBEHHbIX WM TKaHeEW, pPacCeAaHHbIM
CKNEepPO30M, FreMOSIUTUKO-YPEMUYECKMM CUHOPOMOM, HOHOLIECKUM apTPUTOM C CUMCTEMHbLIM HA4YasoM,
MyKonosancaxapugosom |, Il u VI Tunos, Anu, nocne TpaHCANAHTALMM OPraHOB U (MAK) TKaHel;

Mpasuna BeaeHua DdepepanbHOro perncrTpa Auy, 60abHbIX remodunanen, MyKOBUCLMAO30OM,
runodusapHbiM HaHM3MOM, 6ose3Hbio Molwe, 3/10Ka4YecTBEHHbIMWU HOBOOOPA30BaHUAMWN TUMONAHOM,
KPOBETBOPHOM W POACTBEHHbIX MM TKaHEeW, pacCeAHHbIM CKJAepO30M, FeMOJIUTUKO-YPEMUYECKUM
CUHAPOMOM, IOHOLLIECKMM apTPUTOM C CUCTEMHBIM Ha4yasiom, mykonoancaxapugosom |, Il v Vi tunos, nuu,
nocsie TPaHCMN/IaHTaLMM OPraHoB U (UK) TKaHew;

nepeyeHb YyTPATUBLUMX CUAY aKToB lMNpaButenbcTBa Poccuiickon ®deaepaumiu.

2.  MwHuctepctey  3ppaBooxpaHeHma  Poccuiticko  depepauym B YCTAHOBAEHHOM
3aKoHofaTenbcTBOM Poccuitckoi  ®degepaumm  nopagKe OCyWecTBUTb  3aKynky Ha 2019 rop
JIeKaPCTBEHHbIX NPEMNAPATOB A5 NAaTOreHETUYECKOro le4eHNA L, 60/IbHbBIX FEMONUTUKO-YPEMUYECKUM
CUHAPOMOM, HOHOLIECKMM apTPUTOM C CUCTEMHbBIM Ha4vyasoMm, mMykonoancaxapugosom |, 1l n VI Tmnos,
BK/IIOYEHHbIX B NepeYeHb *KU3HEHHO HEOBXOANUMbBIX M BAaXKHENLLMX IEKAPCTBEHHbIX NPenapaTos.

3. MwuHuctepctey 3apaBooxpaHeHma Poccuitckoit ®Pepepaumm  faBaTb  pasbACHEHUA MO
NPUMEHEHWMIO NMPaBWJ, YTBEPKAEHHbIX HACTOALLMM MOCTaHOB/IEHNEM.

4. HacToAuwiee noctaHosneHne BcTynaeT B cuay ¢ 1 aHsapa 2019 r., 33 MCKAOYEHUEM MYHKTa 2,
KOTOpPbIA BCTYNaeT B CUAY CO AHS 0PULMANbHOTrO ony6AMKOBaHUSA HACTOALLENO NOCTaHOBAEHMA.

Mpeacenatens MNpaBuTenscTea
Poccuitckoint ®epepaumm
O.MEOBEAEB
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YTBEpKAeHbI

noctaHosneHnem lMpaBuTenbCcTBa
Poccuitckoit depepaumm

OT 26 HOAb6pA 2018 r. N 1416

NPABUNA
OPrAHU3ALIMU OBECNEYEHMA NEKAPCTBEHHBbIMW NPENAPATAMM NNL,
BO/IbHbIX TEMO®UIUEN, MYKOBUCLMA030M, TMNOPU3APHBIM HAHU3MOM,
BONIE3HbIO FOLLE, 310KAYECTBEHHBIMWU HOBOOBPA3OBAHUAMM
NUMPOUOHOMN, KPOBETBOPHOM U POACTBEHHbIX MM TKAHEW,
PACCEAHHbIM CKNEPO30M, TEMOJ/INTUKO-YPEMUYECKUM CUHAPOMOM,
FOHOLLUECKMM APTPUTOM C CUCTEMHbIM HAYANIOM, MYKOMO/IMCAXAPUO030M
1, 11 U VI TUNOB, INL, NOCNE TPAHCNNAHTALUU
OPFAHOB U (UN1N) TKAHEWN

1. Hactoswume [MpaBuaa ycTaHaBAMBAIOT MOPALOK OpraHusaumm obecneyvyeHna nuu, H0AbHbIX
remoouanen, MyKoBMCUMAO30M, TMNOPU3apPHbIM HaHU3IMOM, OonesHbio loue, 3/710KaYecTBeHHbIMMU
HOBOOOpa3oBaHUAMU NMMPOUIAHON, KPOBETBOPHON WU POACTBEHHbIX MM TKaHEW, paccesaHHbIM
CKNEepo30M, reMO/IMTUKO-YPEMUYECKUM CUHAPOMOM, HOHOLIECKMM apTPUTOM C CMCTEMHbIM HayasloM,
MyKonosaucaxapugosom |, Il u VI Tunos, AvL, nocne TpaHCNAAHTALMW OpPraHoB U (Mnun) TKaHen (panee -
60/1bHblE), TEKAPCTBEHHBIMM NpenapaTamun 418 MeAMLMHCKOrO NPUMEHEHUS, NpeaHa3HaYeHHbIMK gnn
NeyeHunn 3Tux 3abosieBaHU, No yTeepxaeHHOMY MpasutenbctBom Poccuiickolt Pepepaumm nepeyHio
NIeKapCTBEHHbIX Mpenapatos, CPOPMUPOBAHHOMY B YCTAHOBAIEHHOM WM nopsake (panee -
JIeKapCTBEHHbIE MpenapaTbl), a TaKXKe NopAAOK W YCAOBUA Nepefayun JIeKapCTBEHHbIX NPenapaTosB B
cobCcTBEHHOCTL CybbeKTOB Poccuitickoit Pegepaunu.

2. WUcToyHMKOM ¢MHaAHCMpPOBAHMA oOpraHusaumMmM obecnedyeHns OO/bHbLIX JIEKAPCTBEHHbIMU
npenapatamu ABAAIOTCA BLOAMKETHble aCCUTHOBAHWSA, NPeaycMOTpPeHHble B deaepanbHOM blogykeTe
MuHWCTEPCTBY 34 paBOOXpaHeHMA Poccuninickon Pegepaunu.

3. MpaBo 601bHOro Ha 0becneyeHne NeKapCTBEHHbIMM NpenapaTaMm BO3HUKAET CO AHSA BKAOYEHWUA
CBEAEHUA O HEM B pEervoHasibHbii cermeHT PeaepanbHoOro peructpa aumu, 6o/bHbIX remodunmnen,
MYKOBMCLMA030M, runodusapHbIM HaHM3MOM, 60n1€e3HbI0 lowe, 3/10KQ4eCTBEHHbIMM
HoBOOOpa3oBaHMAMU NMMPONAHON, KPOBETBOPHOM W POACTBEHHbIX WM TKaHeMn, paccesHHbIM
CKNEepo30M, FeMOIMTUKO-YPEMUYECKUM CUHAPOMOM, HOHOLIECKMM apTPUTOM C CMCTEMHbIM HayaioMm,
MyKonosncaxapugosom |, Il n VI TMnos, v nocsie TpaHCNAaHTaUUM OpraHoB U (Mnu) TKaHen (ganee -
denepanbHbIli perucTp).

JaTta BKAtOYeHWs 6ONIbHOrO B PEernmoHasibHblM cermeHT PegepanbHOro pernctpa pukcupyetcs
Jleyallmm Bpayom B MeAULIMHCKON KapTe ambynaTopHoro 60/1bHOMo AN UCTOPUKN pPa3BUTMA pebeHKa.

4. OpraHunsauus obecneyeHns MUHUCTEPCTBOM 34paBooxpaHeHnn Poccuiickoli depepauum 3a cuet
cpencTe pegepanvHoro 6toaKeta 60bHbIX JIEKAPCTBEHHBLIMM NpenapaTaMm OCYLLECTBAAETCS C y4eTOM
CTAaHAAPTOB MEAMLMHCKON MOMOLLN, KAMHUYECKUX PEKOMEHAALMI (MPOTOKONOB /IEeYEHUS) U CpeaHel
KYpPCOBOM [03bl IEKAPCTBEHHbIX NPEnapaTos.

5. OpraHbl rocyiapcTBeHHOM BNacTh cybbekToB Poccuiickoit ®eaepaumm B chepe oxpaHbl 340p0BbA
He nosgHee 1 HOAGPS TeKylwero roga NpeacTasaaoT B MUHUCTEPCTBO 34paBOOXpPaHeHMsa Poccuitckoi
depepaumnn 3anBKM Ha NOCTaBKY JIEKAPCTBEHHbIX NpPenapaTtoB No ¢opmMe, yTBEPHKAEHHON YKasaHHbIM
MuHWUCTEPCTBOM (fanee - 3aABKM), C NPUIOKEHNEM 0OOCHOBAHUI NO UX 06bEMY, A TaKKe NepeyeHb
OpraHM3aumii, UMELWMNX NMLEH3UI0O Ha OCYLLECTB/IEHWE MEAMUMHCKON U (Man) dpapmaueBTUYECKOM
aeAtenbHOCTM B cybbekTax Poccuiickoit Pepepaunn (fanee - opraHusauuu-nosyyatenu), B LeNsx
NMOCTaBKM OPraHM3auMAM-Noay4aTeNsIM 1EKAPCTBEHHbIX NPEnapaTos.

MoTpebHOCTb (06beM NOCTaBKM) B JIEKAPCTBEHHOM MpenapaTte Onpeaensercs € Yy4yeTom
KAVHUYECKUX PEeKOMeHOauuit (MPOTOKO/MOB /leYeHus) U cpedHell KypCoBOM [03bl /IEKAPCTBEHHOMO
npenapaTta Ucxoaa U3 exemecAadHom GaKTUYECKON NOTPebHOCTM BObHbIX B IEKAPCTBEHHbIX NpenapaTax
B COOTBETCTBUW CO CBEAEHUAMMU PerMoHaNbHOro cermeHTa ®esepanbHOro perucTpa U HeobxoaMmocTu
dbopmupoBaHmA 3anaca Ha 15 mecaues.

6. MwuHucTepcTBOo 3apaBooxpaHeHusa Poccuitickont Pepepauun dGopmupyeT KOMUCCUIO MO
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pPacCMOTPEHMIO 3aABOK (Janee - KOMUCCUA), YTBEPKAAET NOJIOKEHME O KOMUCCUM U ee cocTaB. Komuccus
Ha cBoeM 3acedaHuUW pPaccMaTpuBaeT 3asaBKM Ha npegmeT 0H60CHOBAHHOCTU 3aAB/EHHbIX 06bemMoB
JIeKapCTBEHHbIX NpenapaTos, Npu HeEoBXOAMMOCTM KOPPEKTUPYET MUX, U COFNACOBbLIBAET C BbIHECEHMEM
COOTBETCTBYIOLLEFO PeELUEHUA.

CornacoBaHue 3asBOK OCYLLECTBASAETCA KOMWUCCMEN C y4yacTUEM npeacTaBuTeneit opraHos
rocygapcTBeHHOM BnacTnm cybbektoB Poccuiickon Pepepaunmn (B TOM 4ynucie C MCMOJIb30BaHUEM
MHGOPMALMOHHO-KOMMYHMKALLMOHHbIX TEXHOIOTUIA).

7. Obbem MOCTAaBOK /IEKAPCTBEHHbIX NpenapatoB ¢opmupyeTca B npegenax 6O1oarKeTHbIX
aCCUrHOBAHWUM, MpeayCMOTPEHHbIX B deaepanbHOM 3akoHe o deaepanbHom bGloaxkete Ha
COOTBETCTBYIOWMNIN PUHAHCOBLIM ro4 W NAAHOBLIM Mepuod, U NMMUTOB OIOAMKETHbIX 0053aTesbCTB,
[0BefleHHbIX B YCTAaHOBIEHHOM nopsaake Ao MuHUcTepcTBa 34paBooXpaHeHns Poccuiickon ®epepaumm
Ha 3aKYMNKy NEKAPCTBEHHbIX NpenapaTos.

8. B cooTBETCTBMM C 06bEMaMM NOCTAaBOK JIEKAPCTBEHHbIX NPENAPATOB, YTBEPKAEHHBIMU OPraHamm
rocyAapcTBEHHOM BNacTh cybbekToB Poccuitckoit ®edepauum B chepe oxpaHbl 340POBbA C yYEeTOM
peweHns Kommuccuun, MUHUCTEPCTBO 34paBooxpaHeHua Poccuiicko Pepepaumm B YCTAaHOBNEHHOM
3aKoHoAaTenbcTBOM Poccuiickoii ®Pepepaumm nNopaaKe OCYLWLECTBAAET 3aKYMKy JIeKapCTBEHHbIX
npenapaTos.

9. TllocTaBWMKM  NEKAPCTBEHHbIX MpenapaToB, oOfpeaefieHHble B  COOTBETCTBMU €
3aKoHomaTenbcTBOM Poccuiickoit Pepepaumm, npepncrtaBnaoT B MUHUCTEPCTBO 34paBOOXPAHEHMS
Poccuiickoir Pepepaumm opopmaeHHble B YCTAaHOBJEHHOM MOpPAAKE AOKYMEHTbl, NOATBeEp)KAarowme
$aKT noayyeHUsa opraHU3auMAMKU-NoAyYaTeNAMM IEKAPCTBEHHbIX MPENapaTos, B TOM YUCAe HaKnagHble
W aKTbl NPMEMa-Nepeaayn NeKkapCcTBEHHbIX NpenapaTos.

10. MuHKUCTepCTBO 3a4paBooxXpaHeHns Poccninckoit deaepauymm B TedeHme 10 pabounx gHel co aHA
NOCTYNNEHUA aKTa NpUema-nepesayn MNPUHMMAET Ha YYeT JIeKapCTBEHHble npenapaTtbl M U3gaeT
pacnopaguTesibHble aKTbl O Nepegayve NIEKapPCTBEHHbIX MPenapaToB OpraHam UCNOAHUTENbHOM BAACTU
cybbektoB Poccuiickon depepaumn, onpeaeneHHbIM BbICLUMM  AONMKHOCTHBIM  /IMLOM CybbekTa
Poccuitckolt Pegepaunn (pykoBoauTenem BbICLLErO UCMOHUTENIbHOIO OpraHa rocyapcTBeHHON BNaCTU
cybbeKkTa Poccuiickolt Pepepaunn) (ganee - ynonHOMOYEHHbIE OpraHbl), C YKasaHMEM HOMEHKNATYPbl,
KOJINYeCTBa U CTOMMOCTM JIEKAPCTBEHHbIX NPENapaToB B OTHOLIEHMWN KaXKA0ro YNoJHOMOYEHHOIO OpraHa.

11. MunHUCTEpCTBO 34paBooxpaHeHns Poccuitckon Peagepaunn B TeyeHne 5 paboumx gHen co aHA
W34aHUA PacnopaaUTeNbHOMO aKTa, NPeaycMoTpeHHOro nyHKTom 10 HacToawmx Mpasua, HanpasaseT B
YNOJIHOMOYEHHbIE OpraHbl (B 2 3K3eMNIsApax) U3BELLLEHWE O NMOCTaBKe JIEKAaPCTBEHHbIX MPENapaTos U aKT
npuema-nepegayu, nognmcaHHble ykasaHHbIM MUHUCTEPCTBOM.

12. YNnonHOMOYEHHble opraHbl B TeyeHMe 5 paboumx gHel co AHA NOYYEeHUSs M3BELLEHWUS O
MOCTaBKE NEKAPCTBEHHbIX MPENnapaToB M aKTa npuema-nepenayu, nNpenycMoTpPeHHbIX NyHKTom 11
HacTosawmx MpaBun, NOANUCHIBAIOT M 3aBePAOT MevyaTbio 06a 3K3emnasipa U3BELEHMA O MOCTaBKe
JIeKapCTBEHHOro npenapata M oba aK3emnaaApa akTa npuema-nepegayun, nociae Yero BO3BPALLAOT B
MWHUCTEPCTBO 34paBoOXpaHeHnA Poccuitickoit Pepepalmm o4MH 3K3eMNAAP YKAa3aHHOTO M3BELLEHUA U
OLMH 3K3eMNAAP aKTa Npuema-nepesadm.

13. YNONHOMOYEHHbIA OpraH Ha OCHOBAHMM aKTa Npuema-nepenaym NPUHMMAET Ha y4yeT
JIeKapCTBEHHbIe NpenapaTtbl U B TeyeHWe 5 pabounx gHel co AHA NOJIYYEeHUA aKTa Npuema-nepenayu
n3aaeT pacnopAAUTENbHbIN aKT O Nepegayve NeKAPCTBEHHbIX NPENapaToB OpraHM3auMaAM-noaydaTenam c
YKa3aHMeM HOMEHKNATYpPbl, KONIMYECTBA U CTOMMOCTM IEKAPCTBEHHbIX MPENAPATOB B OTHOLEHMN KaXKa0M
opraHmMsauumn-noayyaTens.

14. OpraHusaummn-nosiyyatenM B TeyeHMe 2 paboumx AHEl co AHA MNONYYEHUS [OOKYMEHTOB,
NoATBEPXKAAOLWMX Nepesadyy UM SIEKapPCTBEHHbIX NPenapaToB, NPUHMMALOT JIeKapCTBEHHbIE NpenapaTbl
Ha yyeT, obecneuynBatoT UX COXPAHHOCTb U Lie/IeBOE UCNONb30BaHME.

15. MuHucTepcTBO 3A4paBooxpaHeHua Poccuiickot Pegepaumm B YyCTaHOBAEHHOM MM MNopAaKe
OCYLLECTBNAET MOHUTOPUHI ABUMEHMA M yyeTa NeKapCTBEHHbIX NpenapaToB B cybbekTax Poccuitckol
depepaunun, [OBOAUT [0 CBEAEHWUA YNOJHOMOYEHHbIX OPraHOB MOJYYEHHble MO pe3y/abTaTam
MOHWUTOPWUHIA [OaHHble, B TOM 4MCNe CBeAeHUA O HOMEHKNAType, KOAMYEeCTBE U CTOMMOCTMU
JIeKapCTBEHHbIX MpenapaToB, 06 OTCYTCTBUM MOTPEOHOCTM B OTAE/bHbIX JIEKAPCTBEHHbIX MpenapaTax
b0 0 NoABNEHMUM AONOJIHUTENbHOM NOTPEOHOCTM B IEKAaPCTBEHHbIX NMPenapaTax B CBA3M C USMEHEHMEM
B cybbekTe Poccuitickoit depepaumm  YUCNEHHOCTU BOJMbHbIX, WM3MEHEHUMAMW B Ha3HaYeHUAX



MEAVULMHCKUMKW  pabOTHMKaMKM  /IeKapCTBEHHbIX  nNpenapatoB  60/bHbIM W COracoBbIBaEeT
nepepacnpeaesieHme IeKapCTBEHHbIX NPenapaToB Mexay cybbektamu Poccuiickon degepaumm.

16. Mepepaya NeKapCTBEHHbIX MNpenapaTtoB OAHMM cybbeKTom Poccuitickoit degepauum B
CobCTBEHHOCTb Apyroro cybbekTa Poccuiickon Peaepaunm ocyLecTBAAETCA Ha OCHOBAHUKM aKTa nNpuema-
nepedaun. MuHUCTEPCTBO 34paBooxpaHeHMA Poccuiickont depepaumn yBegoMAseTcA O nepepaye
JIeKapCTBEHHbIX npenapatoB B 10-4HEBHbIM CPOK MoOc/Ae MoAMnucaHMA akTa Mpuema-nepenayu
YNOJHOMOYEHHbIMW OpraHamMm.

17. MuHucTepCcTBO 34paBooOXpaHeHns Poccuiickonn degepauunm npeacTaBAseT eXXeKBapTaibHO, A0
10-ro uncna mecsua, cnegyowero 3a OT4eTHbIM KBapTanom, B PesepanbHyto ciy>Kby no Hagzopy B cdepe
3/1paBOOXPaHEHUA CBEAEHUA O Nepeaayde IeKapCcTBEHHbIX NpenapaTtos cybbekTy Poccuiickont Peaepaumm
M COrNIacoBaHHbIX NepepacnpeseneHuax IeKapCcTBEHHbIX NPenapaTtoB Mexay cybbektamu Poccuiickolit
depepaummn B UENAX OCYLECTB/IEHUA KOHTPOAS 33 LE/NEeBbIM WCMO/Ab30BAaHUEM NIEKAPCTBEHHbIX
npenaparos.

18. B uenax obecneyeHns 60AbHbIX N€KAPCTBEHHbIMM MpenapaTaMmn B NopaaKe, YCTaHOBAEHHOM
3aKoHoAaTenbcTBOM Poccuitckoit deaepaumm, OCyLwecTBAAETCA Ha3HAYeHWEe NIEKAPCTBEHHbIX NpenapaTos
n opopmieHMe peuenToB Ha 1IeKapCTBEHHbIE NpenapaTbl.

19. Mpn Ha3HayeHUU 6OIbHOMY NIEKAPCTBEHHbIX MPEnapaToB Jevallinin Bpady MHPOPMUpPYET ero o
BO3MOXHOCTM NOAYYEHUA MM COOTBETCTBYHOLLMX JIEKAPCTBEHHbIX NpenapatoB 6e3 B3MMaHWA NaaTbl B
COOTBETCTBUM C 3aKOHOZATENLCTBOM Poccuiickon deaepauum.

20. B uenax AnHammyeckoro HabntoaeHus 3a 601bHbIM U OB AEHMA NEPUOANYHOCTM NOCELLEHNSA
UM  MEAMUMHCKOM OpraHM3aumu nedyawmm Bpayom oOnpeaensiercd KoJIMYEeCTBO JIEKAPCTBEHHOTO
npenapata, eAWHOBPEMEHHO OQOPM/IEHHOIO Ha peuentTypHom 6naHKe B COOTBETCTBUM C
pPEKOMEHA0BaHHOM CPeAHECYTOUYHOM KYpCOBOM 40301 M CPOKOM, Ha3HaYe€HHbIM /19 NOCELLEHUS.

21. MeanuMHCKas opraHusaums npeaocraBnset 60/IbHOMY MAM ero 3aKOHHOMY NpeacTaBUTENIO
nHbopmaumio 06 opraHnsaLmax, PacnoNOXKEHHbIX B FpaHMLLAX MyHULMMNAbHOrO 06pa3oBaHNA NO MecTy
KUTENbCTBA N MeCTy NpebbiBaHUA (B Cnyvae eciv CPoK NpebbiBaHUA NpeBbIWaeT 6 mecAues) 60/1bHOTO
N OCYLLECTBAAOWMX BecnnaTHbIN OTNYCK JIEKaPCTBEHHbIX NPenapaToB, Ha3HAYEHHbIX IEYALLMM BPAaYOM.

22. Nocne BKAOYEHMA BONBHOTO B permoHasbHbIN cermeHT PeaepanbHOro perucTpa HasHaveHue u
OTMNYCK €My WU/IM ero 3aKOHHOMY NPeACTaBUTENIO IEKAPCTBEHHbIX NPenapaToB OCYLLECTBASAETCA B CPOK, He
npesbiwatowmii 20 paboymx AHeln co AHA BKAOYEHUS.

23. OpraHusauua obecnevyeHns NEeKapCTBEHHbIMM Mpenapatamu O0/bHbIX, MPOXKMUBAIOWNX B
CTaLMOHApPHbIX OPraHU3aLMAX COLMANbHOIO 06CNYKMBaAHMA UM OTObIBAOWMX HaKa3aHWe, CBA3AHHOE C
NnweHnem ceobogbl, OCYyLLECTBAAETCA COOTBETCTBYIOLWEN opraHM3aLmei.

24. B cnyyae Bble3ga 601bHOro 3a npeaenbl Tepputopun cybbekta Poccuiickon deaepauum, B
KOTOPOM OH MpPOKMBAET, Ha TeppuTopuio Apyroro cybbvekta Poccuiickoit Pepepaumm Ha CPOK, He
npesblWaoWmn 6 mecaues, TakoMmy 60/1bHOMY OpPraHOM rocyAapCcTBEHHON BNacTh cybbekTa Poccuinckoit
depepaunn B chepe oxpaHbl 340P0BbS OPraHU3yeTCA Ha3HAYeHWE IEKAPCTBEHHbIX NPenapaToB Ha CPOK
npuema, paBHbI CPOKY ero Bblesaa 3a npegesbl TepputTopmnn cybbekTa Poccuiickon ®epepaumm, anbo,
YUYUTbIBAA CPOKM FOAHOCTU MUMEIOLLMXCA OCTAaTKOB JIEKAPCTBEHHbIX NpenapaTtoB, obecneyeHMe TaKoro
60/1bHOTO NeKapPCTBEHHbIMW NpenapaTaMmmn Ha COOTBETCTBYHOLLNIA CPOK.

CBeAeHNA O KOJIMYECTBE Ha3HAYeHHbIX WAW OTNYLWEHHbIX 60NbHOMY WM €ero 3aKoHHOMY
npeacTaBuMTeNO JIEKAPCTBEHHbIX MPenapaToB BHOCATCA B PErMoHanbHbli cermeHT dPepepanbHoro
perucrpa.

25. B cnyyae Bblesga 601bHOro 3a npeaenbl Tepputopun cybbekta Poccuiickon deaepauumm, B
KOTOPOM OH MNpPOXWBaeT, Ha TeppuTopuIo Apyroro cybbekta Poccuiickor depepaummn Ha CPOK,
NPEeBbILLAOLWNA 6 MeCALEB, N B C/lyYae U3SMEHEHUA MECTa XUTebcTBa TaKkomy 60/1bHOMY Ha3HavatoTca
JIeKapCTBeHHbIe NMpenapaTtbl Ha CPOK Npuema He 6osiee 0AHOro mecaua AMH6O OpraHU3yeTcs opraHoOm
rocyaapcTBeHHOM BnactTu cybbekTa Poccuiickon deaepaumm B chepe oxpaHbl 340p0BbA obecnevyeHune
Takoro 60/IbHOrO IEKAapPCTBEHHbLIMM NpPenapaTamm Ha CPOK Npuema He 6onee o4HOro mecaua.

CBeeHUsA 0 TaKOM 60NbHOM NogneKaT UCKAYEHUIO U3 permoHanbHoro cermeHTa ®egepanbHoro
perucTpa cybbekta Poccuiickoit degepauuu, ¢ TeppuTOpUM KOTOPOTO Bble3xKaeT 601bHON, U Nepeaade (B
TOM uyucne C  UCNoib3oBaHMEM  MHGPOPMALMOHHO-KOMMYHMKALUMOHHbBIX TEXHO/OMMIA)  OopraHy
rocygapcTBeHHOM BnacTm cybbeKkta Poccuitckolt Pepepaumm B chepe oxpaHbl 340p0BbSA, Ha TEPPUTOPUID
KOTOporo Bbexas 60/bHON, ANA BKAOYEHUS B PernMoHanbHbii cermeHT PepepanbHOro pernctpa 3Toro



cybbekTta Poccuitckoi Pepepaumn.

[aToi BKAtOYEHWA cBeAeHUl o0 BOAbHOM B pernoHanbHbl cermeHT PeaepanbHOro perncrpa
cybbvektom Poccuiickolt depepaumm, Ha TeppuUTOpPUIO KOTOPOTo Bbexan O0nbHOM, ABAAETCA AEHb,
cnefytowmii 33 AHEM MUCKNOYEHUA CBEAEHMMA O HEM M3 pernoHanbHOro cermeHta ®PepepanbHoro
pernctpa cybbektom Poccuiickon deaepaunu, c TEppUTOPUM KOTOPOTO Bblexaa 601bHON.

26. OpraH rocyfapcTBeHHOM BiacTu cybbekTa Poccuiickolt ®epepaumm B chepe oxpaHbl 340P0BbA,
C TEeppuUTOpUM KOTOPOro Bblexan O00/SbHONW, npeacTaBnseT (B TOM 4YMC/e C  WUCNOJIb30BaHUEM
MHPOPMALNOHHO-KOMMYHMKALLMOHHBIX TEXHO/IOTMIA) MO 3amnpocy opraHa rocyAapCTBEHHOM BAaCTU
cybbekTa Poccuitickoint Pepepaunmn B cdepe OxpaHbl 340POBbA, HA TEPPUTOPUIO KOTOPOrOo BbEXaN
60/1bHOM, CBEAEHUA O KONMYECTBE HazHAYEeHHbIX UK GaKTUUYECKM NpeaocTaB/ieHHbIX 601bHOMY UK ero
3aKOHHOMY NpPeACTaBUTE/II0 NIEKAPCTBEHHbIX MPENapaToB B COOTBETCTBMM C MYHKTOM 25 HacToALmX
MNpasun.



YTBEpKAeHbI

noctaHosneHnem lMpaBuTenbCcTBa
Poccuitckoit depepaumm

OT 26 HOAb6pA 2018 r. N 1416

NPABUNA
BEAEHMA ®EAEPAJIbHOIO PETUCTPA JIULL, BO/IbHbIX TEMO®U/IUEN,
MYKOBUCLUA030M, TMNOPU3APHbIM HAHN3MOM, BOJIE3HbIO IOLLE,
3/1I0KAYECTBEHHbIMW HOBOOBPA30BAHUAMMU INMMPOUAHOIN, KPOBETBOPHOW
M POACTBEHHbIX UM TKAHEW, PACCEAHHbIM CK/IEPO30M,
rEMOJ/INTUKO-YPEMUYECKUM CUHAPOMOM, IOHOLWECKUM APTPUTOM
C CUCTEMHbIM HAYA/TIOM, MYKOMNOJINCAXAPNAO30M |, 11 U VI
TUNOB, /UL, NOCNE TPAHCNIAHTALIUM OPTAHOB U (U/1U) TKAHEW

1. HacTtosiwme MpaBuna yctaHaBAMBAOT NOPAAOK BeaeHna PenepasibHOro perucrpa amu, 60bHbIX
remoouanen, MyKoBMCUMAO30M, TMNOPU3aPHbIM HaHU3IMOM, OonesHbio loue, 3/710KaYecTBeHHbIMMU
HOBOOOpa3oBaHUAMU NMMONAHON, KPOBETBOPHOM WU POACTBEHHbIX MM TKaHeEW, pacceaHHbIM
CKNEepo30M, reMO/IMTUKO-YPEMUYECKUM CUHAPOMOM, HOHOLIECKMM apTPUTOM C CMCTEMHbIM HayasoMm,
MmyKononucaxapuaosom |, Il n VI TMnos, nnu, nocne TpaHcnAaHTaUMW OpraHos U (Mnu) TkaHel (panee
COOTBETCTBEHHO - 60/1bHble, PefepanbHblii perucTp).

2. BepeHne ®enepanbHOro perncrpa ocyLwecTBAAETCA B CAEAYIOWMX Lensx:

a) obecneyeHne NeKapCTBEHHbIMK NpenapaTaMm g8 MegULMHCKOTO NPUMEHEHUS, BKAKOYEHHbIMM
B yTBEpPXXAEeHHbIN MpasutenbctBom Poccuitickoit Pepepaunmn nepeveHb NEKAPCTBEHHbIX MPENapaTos,
chOpPMMPOBaAHHDLIN B yCTAHOBIEHHOM MM NOPAAKE (Aanee - NeKapcTBEHHbIE NpenapaTbl), 60bHbIX 33 cYeT
OlOAMKETHbIX  ACCMTHOBAHWM, NpPeaycMOTPEHHbIX B ¢deaepanbHoM  brogxkere  MuUHUCTEpCTBY
34paBooxpaHeHuna Poccuickon ®egepaymm;

6) MOHUTOPWHT ABUKEHUSA N y4yeTa 60/IbHbIX HA OCHOBAaHUW CBEAEHWUI, NPeACTaBAAEMbIX OpraHamm
rocyapcTBeHHOM BnacTu cybbekToB Poccuitickoit Pegepaummn B chepe oxpaHbl 340P08BbA;

B) 3pPeKTUBHOE NAAHNMPOBAHME M PAcXoL0BaHMe GUHAHCOBBIX CPEACTB, HaNpPaBAAEMbIX HA 3aKYMKY
HeobXxoAMMbIX IeKapCTBEHHbIX NPenapaTos A4aa obecneyeHns UMM 60JIbHbBIX MO MECTY KUTENbCTBA WU
MecTy npebbiBaHMA (B C/lydae ec/iv CPoK NpebbiBaHMA NpeBbIiWaeT 6 MecaLes).

3. ®epepanbHbIt peructp AsaseTca penepanbHo MHGOPMALMOHHON CUCTEMOM, COCTOSLLEN U3
pEervoHasibHbIX CErMEHTOB U COAEep Kallein CBeAeHUNs, NpeayCMOTPEHHbIE MYHKTOM 9 HacToawwmx Mpasu.

MuHucTepcTBO 3apaBoOXpaHeHus Poccuitckoin Pepepauunu ABAAETCA ONepaTopomM 3TOM CUCTEMBI U
obecneunBaeT ee becnepeboitHoe PyHKUNMOHMPOBAHME.

4. OpraHbl rocyfapcTBeHHOM BlacTh cybbekToB Poccuiickon ®epepaumm B chepe oxpaHbl 340p0BbSA
obecneynBatloT BHeceHMe cBeAeHUN 0 BONMbHbIX B PErnMoHasnbHbIli cermeHT PeaepasbHOro pernctpa B
CPOK, He npeBblwatowmii 5 pabounx gHen co aHA obpalLeHnsa 60bHOrO € YCTAaHOBIEHHbIM ANArHO30M B
MEANUMHCKYIO OpraHM3aLmio Mo MecTy ero »KMTeNbCTBa UAM MeCTy npebbiBaHuA (B caydyae ecin Cpok
npebbiBaHWA NpeBbIWaeT 6 mecaLes).

BKNtOYEeHNE B pPerMoHanbHblt cermeHT ®denepanbHOro perucTpa  CBefeHUit o  60/bHbIX
OCYLLECTBNAETCA MEeOULMHCKOM OpraHuMsaument no MecTy UX XKUTenbCcTBa WM MecTy npebbiBaHus (B
cnyyae ecnn cpok npebbiBaHMA MpeBbiaeT 6 MecALeB) Ha OCHOBaHUU MeAULMHCKUX AOKYMEHTOB (KX
KOMWI) MAM BBIMUCKM M3 HUX, OTPaKaloLWMX cBefdeHUs 06 yCTaHOBAEHHOM puarHose u Bblbope
MEpPONPUATUIA MO NEYEHUIO MAUMEHTA. BKatoyeHMe cBefeHU 0 BONbHbIX C FTEMOIMTUKO-YPEMUYECKMM
CUHAPOMOM, HOHOLECKMM apTPUTOM C CUCTEMHBIM Ha4aloM U MyKkonoamncaxapugosom |, Il u VI Tunos
OCYLLECTBNIAETCA HA OCHOBAaHUM MEOMLMHCKMX [OOKYMEHTOB MAM WX KOMWIM U BBIMUCKM U3 HUX,
OTparKaloLMX cBefeHNA 06 YyCTaHOBIEHHOM AMarHose n BbIbope MeponpuUATUIN NO NEeYEHMIO NMAUMEHT],
NoslydeHHbIX OT peaepasbHON MeANLNHCKON OpraHMU3aLnm.

5. PerynvpoBaHue OTHOLEHWI, CBSI3aHHbIX C BegeHnem PenepanbHOro perucrTpa, ocyLwecTeafeTca
B COOTBETCTBUWM C 3aKOHOAATenbcTBOM Poccuiickon Pepepaumm 06 nHpopmaumm, MHGOPMaALMOHHbIX
TEXHONOTUAX U O 3aLmTe MHPOPMALLUN.

6. MuHWCcTepcTBO 34paBooxpaHeHna Poccuiickoih Peaepaummn M opraHbl rocyAapCTBEHHON BAACTU
cybbekToB Poccuiickoit depepaunmn B chepe oxpaHbl 340poBbA 0becneumBaloT KOHOUAEHLMANBHOCTD
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cBefeHunn, copeprawmxcsa B PeaepanbHOM PErucTpe, a TakKe XPaHeHUe M 3aLMUTY TaKUX CBeAEHUI B
cooTBeTcTBUMN ¢ DesepanbHbiM 3aKOHOM "O NepcoHaNbHbIX AaHHbIX".

7. PasmeweHne wuHpopmaumm B PepepasbHOM pPerncTpe OCYLLECTBASAETCA C NPUMEHEHUEM
YCUAEHHOWN KBAaIMOULIMPOBAHHOM 3/1EKTPOHHOM NOAMNNUCU B COOTBETCTBUKN C PeaepanbHbiM 3akoHOM "O6
3/1eKTPOHHOM noanucn".

8. PepepanbHbIl perncTp BeAeTcAa B 3NEKTPOHHOM BUAE C NPUMEHEHMEM aBTOMATU3MPOBAHHOM
CUCTEMbI MYTEM BHECEHUA PErMCTPOBOM 3aMUCUM C NMPUCBOEHMEM YHWUKANIbHOrO HOMEpPa PEerMcTpoBoi
3aMMCK U YKa3aHMEM AaTbl ee BHECEHMS.

Mpy BHECEHUWN U3MEHEHUIT B CBEAEHUA O BONIBHOM LO0KHbI ObITb COXPAHEHbI YHUKa/IbHbIA HOMEpP
PEerncTpoBoOM 3anncn N UCTOPUA BHECEHUA U3MEHEHMWIA.

9. depepanbHbIii PEFUCTP COAEPKUT CAeaytowme cBeaeHns:

a) cTpaxoBoil HOMep WMHAMBUAYANbLHOTO JNLEBOro cyeta 6ONbLHOrO B cuctemMe 06s3aTenbHOro
NMEHCMOHHOTO CTPAXoBaHMUSA (MpPU HanNuUK);

6) damunnusa, nma, otyecTso 60/IbHOTO, a TakKe damMuanA, AaHHasA NPU POXKAEHUM;

B) AaTa poxaeHuna 60/1bHOrO;

r) non 6onbHoOrO;

[) agpec MecTa XKuUTesibcTBa UM MecTa npebbiBaHMA (B cnyvae ecm CPoK NpebbiBaHUS NpeBbllaeT
6 MecAueB) 6onbHOro (c ykasaHumem Koga no O6uUepoccUnCKOMY KnaccuduKaTopy o06beKkTos
aAMMHUCTPATUBHO-TEPPUTOPUANIBHOTO AeNeHUs);

e) cepua M HOoMep nacrnopTa (CBMAETENbCTBA O POXAEHUM) MAN YOOCTOBEPEHMA JIMYHOCTU
60/1bHOTO, A TaK}Ke AaTa BblAayM YKA3aHHbIX 4OKYMEHTOB;

X) cepma u Homep noanca o6a3aTeIbHOro MeAMLMHCKOrO CTPAXxoBaHUA 60/IbHOrO M HAMMEHOBAHME
BblAaBLUEN €70 CTPAXOBOWM MeANLMNHCKON OpraHM3aumm;

3) HGOPMaums 06 MHBANNAHOCTM (B C/ly4ae YCTaHOBAEHMA PYNMbl MHBAAMAHOCTM N KaTeropum
"pebeHoKk-uHBanMA");

W) AmarHos 3abonesaHuA (COCTOAHUSA), BKAOYAA ero Kog no MexayHapoaHON cTaTUCTUYeCcKon
Knaccuduraumm bonesHet n npobaem, CBA3aHHbIX CO 340POBLEM, @ TaK¥Ke Aata ocMoTpa 60/bHOro U
AaHHble 0 ANHAMMKE COCTOAHMUS;

K) MHPopmaLMA O MEeAUUMHCKON opraHusauuu (HamMeHOBaHWEe, OCHOBHOWM roCyAapCTBEHHbIN
pervcTpaumnoHHbIi Homep, Kog no Obwepoccuinckomy KnaccudukaTopy NpeanpuaTUiA U opraHnsaumit),
BblAaBLUEN HanpaB/ieHWe Ha BK/OYEHWe cBefeHul 0 60bHbIX B PeaepanbHblit perucTp (HanpaeaeHue
Ha BHeCeHWe N3MeHeHUI B cBeaeHuA, cogepalmecs B PeaepanbHOM pernctpe (ganee - HanpasaeHue),
a TaKXe uM3BelleHue 06 MUCKNoYeHUM cBedeHuin O 6o/bHbIX M3 denepanbHoro peructpa (pganee -
nsselleHue);

N) AaTa BKAOYEHUs cBeAeHuii 0 601bHOM U AaTa BHECEHUA U3MEHEHUI B cBeAeHUsA 0 60bHOM B
depepanbHbI pernucTp;

M) MHPOPMALUA O Ha3HAYEHMM JIEKAPCTBEHHbIX NPEnapaTos;

H) WHPopmauma 06 OTNycke JfeKapcTBEHHbIX MpenapaToB (A4aTa Hadvana obecneyeHwus
JIeKapCTBEHHbIMM NpenapaTamu u GaKTUUYECKMIA OTNYCK IeKapCTBEHHbIX NPenapaTos);

0) paTta MPUHATUA peleHus ob OKOHYaHWWM obecneyeHusa NeKapCTBEHHbIMM MpenapaTamm C
yKasaHMeMm NpuumHbl (Bble3a 3a npepensl Poccuiickoit ®epepaunm Ha NOCTOAHHOE MECTO XKUTENbCTBA
AN mecTo npebbiBaHMA (B cNyyae ecan CpoK npebbiBaHMA NpeBblwaeT 6 mecaues), cmepTb 60bHOO,
OTCYTCTBME MOKa3aHWM K ganbHelleMy Npuemy 1eKapcTBEHHOMO NpenapaTa) U o nepesaye cBeAeHUN B
apxuB PepepanbHOro perucTpa;

n) nHpopmauma o BKAOYEHUM BonbHOro B PepepanbHblli PErUCTP NIML, MMEOWMX MPABO Ha
nosiydeHMe rocygapCTBEHHOMW COUMANbHOM MNOMOLWM, M WHblEe PErUCTPbl, NPeayCMOTPEHHbIe
3aKoHoaaTenbcTBOM Poccuiickoit depepaumm, B Lenax obecnevyeHunn eKapcTBeHHbIMM NpenapaTaMmu 3a
cueT BroaxkeToB bloaXKeTHOM cuctemol Poccuiickolt depepaumm;

p) YHVUKaNbHbIN HOMEp PErMCTPOBOW 3anucy;

C) BbIMUCKa U3 MEANLMHCKON AOKYMEHTauun 60NbHOro, Coaep Kallan CBeAEeHNA O Ha3HAYEHUMU U
MCNO/Ib30BaHUWN IEKAPCTBEHHbIX NPENapaToB.

10. B cnyyae ycTaHoOBEHWA ANarHo3a 3abo1eBaHMA (COCTOAHUA), YKasaHHOTO B NMyHKTe 1 HacToAwmx
MpaBun, UAN N3MEHEHMA CBEAEHWIM, YKa3aHHbIX B nognyHkTax "a" - "x" nyHkTa 9 Hactoawwmx Mpasun,
MeANUNHCKME OpraHM3aLmm, B KOTOPbIX 60/1bHble HaX04ATCA NOA MeAULMHCKUM HabntogeHnem, B CPOK,
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He npeBblwatowmin 3 pabounx gHel co AHsS obpalleHna 6ONbHOrO C YCTAHOBAEHHbIM AWMArHO30OM B
MEAULMHCKYIO OpraHM3aumio No MeCTy XKUTeNbCTBa WM MecTy npebbiBaHuA (B clyvyae ec/in CPOK
npebbiBaHWA NPEBbLIWAET 6 MeCALLEB), NPEACTABAAIOT B 9N1€KTPOHHOM BUAE UK Ha BymaxkHOM HocuTene
HanpaB/ieHMA U U3BELLEHUA B OpraH rocyAapCcTBeHHOM BNacTu cybbekTa Poccuiickont ®egepaumm B chepe
OXpaHbl 340p0BbA No GOpPMeE U B NopsiAKe, KoTopble yTBEPKAEHbI MUHUCTEPCTBOM 34paBOOXPAHEHMUA
Poccuitckoit depgepaumn.

11. [Ons 3anosHeHWss perMoHanbHoOro cermeHTa @egepanbHOro perucTpa  opraHusaumm,
OCYLLECTBAAOLLME OTMYCK IEKAPCTBEHHbIX NPenapaToB, Ha3HAYeHHbIX NeYallMm Bpavyom B COOTBETCTBUM
C NpeaycMOTPEHHbIM NoANyHKTOM "a" nyHKTa 2 HacToAwmx MpaBua nepeyHem, 4o 5-ro Yncna Kaxaoro
MecsLa NpeacTaBasoT B OpraHbl rocyaapcTBeHHON BaacTu cybbektoB Poccuiickoit ®egepauunm B chepe
OXpaHbl 340P0BbA B 3/IEKTPOHHOM BUAE WM Ha BymarKHOM HocuTene cBedeHWMA 06 OTNyLLEHHbIX 3a
npeawecTBYOLWMNIA MecAL, NEKAaPCTBEHHbIX NpenapaTax.

12. B cnyyae ecnum ceegeHuA, npeaycmMoTpeHHble nognyHKkTamum "a", "x" 1 "n" nyHKTa 9 HacToAwmx
Mpasun, He NpeacTaBieHbl B OpraHbl rocyAapcTBEHHOM BAacTu cybbekToB Poccuiickoit Pepepaunn B
chepe oxpaHbl 340pOBbA, YKa3aHHbIe OpraHbl BAACTU CAMOCTOATENIbHO 3anpallnBatoT 3TU CBEAEHMUA B
rocyAapCTBEHHbIX BHEDOIOAMKETHbIX GOHAAX.

CBeseHus o 6onbHOM (HanpaBNAEHWs, M3BELLEHUSA), NPeaCTaBiAeMble B 3/IEKTPOHHOM BUAE,
nognexKaT 3aBepeHuto 3/IeKTPOHHOM NOANUCBID AOMKHOCTHOIO ML OpraHa rocy4apcTBEHHOM BNACTU
cybbekTa Poccuitckoit Pegepaunn B chepe oxpaHbl 340pOBbA.

13. B cnyyae Bblesga 60nbHOrO 3a npeaenbl Tepputopun Poccuiickot deaepaumm Ha NOCTOAHHOE
MECTO KUTe/bCTBA UM MeCTO NpebbiBaHUs (B Cydae ecnm CpoK NpebbiBaHUA NpeBblilaeT 6 mecaues), a
TaK¥Ke B CNydyae cMepTu 60NbHOro CBeAEHMA O HEM NOAJEXKAT apXUBUPOBAHUIO.



YTBEpKAeHbI

noctaHosneHnem lMpaBuTenbCcTBa
Poccuitckoit depepaumm

OT 26 HOAb6pA 2018 r. N 1416

NEPEYEHb
YTPATUBLLUX CUNY AKTOB NMPABUTE/IbCTBA POCCUMCKOWN ®ELEPALIUN

1. NocTtaHoBneHue MpasuTtenbctBa Poccuiickon deapepauymm oT 26 aekabpa 2011 r. N 1155 "O
3aKyrnKax J1IeKapCTBEeHHbIX NpenapaTos, NpeaHa3HavyeHHbIX 4714 obecnevyeHuns anu, 60/1bHbIX remodunne,
MYKOBUCLMA030M, rmnodumsapHbIm HaHU3MOM, 60n€e3HbI0 lowe, 3/10Ka4eCTBEHHbIMM
HOBOOOpa3oBaHUAMU NMMPONAHON, KPOBETBOPHOM WU POACTBEHHbIX MM TKaHeEW, pacceAaHHbIM
CKNEepo30M, NUL, NOC/ie TpaHcnaaHTauMmM opraHoB U (uau) TKaHen" (CobpaHue 3aKoHOAATENbCTBA
Poccuitckoit ®epepaumn, 2012, N 1, cT. 186).

2. MNocrtaHoBneHune lMpasuTtenbctsa Poccuitickoit ®eaepaumm ot 26 anpens 2012 r. N 404 "O6
yTBEpKAeHUN Mpasun BegeHna PeaepanbHOro pernctpa anu, 60abHbIX reModpuanein, MyKoBUCUMA030M,
rmnodum3apHbIM HaHKM3MOM, 6ose3Hbto loLwe, 3/10Ka4YecTBEHHbIMM HOBOOOPA30BaHUAMM NMMOUOHOM,
KPOBETBOPHOM M POACTBEHHbIX MM TKAHEMN, PacCeAHHbIM CKAEPO30M, /ML, NOC/Ae TPaHCNAaHTaLuu
opraHoB u (1nu) TKaHen" (CobpaHue 3aKoHoaaTenbcTBa Poccuitickoit depepaumm, 2012, N 19, cT. 2429).

3. MyHKTbl 176 n 190 M3MeHEeHMN, KOTopble BHOCATCA B aKTbl [lpaBuTenbctBa Poccuiickom
depepaunn no Bonpocam AeATeNbHOCTM MUHUCTepCTBA 34paBoOXpaHeHna Poccuitickon depepaumm,
YTBEPKAEHHbIX NocTaHoBAeHWeM MpaBuTenbcTBa Poccuiickon Pepepaunm ot 4 ceHTabpsa 2012 r. N 882
"O BHECEHUW U3MeHeHMI B HeKoTopble aKTbl MpaBuTenbctBa Poccuiickoi Pepepaunmn no Bonpocam
AeATeNbHOCTH MuHucTepcTBa 3/ paBOOXPaHEHMA Poccuiickoit depepaunn” (CobpaHnune
3aKoHogaTenbcTBa Poccuiickon depepaunu, 2012, N 37, c1. 5002).

4. NMocrtaHoBneHue [pasutenbctBa Poccuiickont Pepepaumnmn ot 24 anpens 2015 r. N 389 "O
BHECEHWM U3MEHEHUN B NocTaHoBNeHUe MpaBuTenbcTBa Poccnitickolt Pepepaunm ot 26 aekabpsa 2011 .
N 1155" (CobpaHue 3akoHogaTenbcTBa Poccuiickot Pegepaunn, 2015, N 18, c1. 2709).

5. NocTaHoBneHue MpaBuTtenbcTsa Poccuiickon degepaymm ot 9 anpens 2016 r. N 288 "O BHeceHUU
nmsmeHeHmn B [paBuna BeaeHua PegepanbHoro pernctpa  avd, 60AbHbIX  remopuanen,
MYKOBUCLMA030M, rmnodumsapHbIm HaHU3MOM, 60n€e3HbI0 lowe, 3/10KQ4eCTBEHHbIMMU
HoBOOOpa3oBaHMAMU NMMPONAHON, KPOBETBOPHOM W POACTBEHHbIX WM TKaHeMn, paccesHHbIM
CKNepo3oM, vl nocse TpaHchniaHTauMmM opraHoB W (unm) TRaHei" (CobpaHue 3aKoOHOAATENbLCTBA
Poccuiickoli depepaumm, 2016, N 16, cT. 2225).

6. MoctaHoBneHne MMpaButenbctea Poccuitckoit ®epepaumm ot 11 asrycta 2016 r. N 784 "O
BHECEHWM U3MeHEHM B NocTaHoBneHUe MpaBuTenbcTBa Poccnitickoit Pepepaumm ot 26 aekabpa 2011 r.
N 1155" (CobpaHue 3akoHomaTenbcTBa Poccuiickoit ®eaepaunn, 2016, N 34, cT. 5242).

7. NMoctaHoBneHune MMpaButenbctBa Poccuitckoit ®epepaumm ot 17 anpena 2017 r. N 457 "O
BHECEHUM M3MeHeHWI B lNos0KeHMe O 3aKynKax NeKapCTBEHHbIX NPenapaTos, NpeAHa3HAYeHHbIX A1A
obecneyeHunn nuu, 60abHbIX remoduanels, MyKkoBUCUMAO30M, TMNOPU3aPHbIM HAHU3MOM, BONE3HbIO
lowe, 310KaYeCTBEHHbIMM HOBOOOPA30BAHUAMM NUMPOUAHON, KPOBETBOPHOM W POACTBEHHBLIX MM
TKaHeW, paccesaHHbIM CKAepOo30M, NUL, MOCc/e TpaHCnAaHTauuu opraHosB M (Mnu) TKaHei" (CobpaHue
3aKoHogaTenbcTBa Poccuiickon depepauuu, 2017, N 17, c1. 2577).
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