NPABUTE/IbCTBO POCCUNCKOWN GEAEPALIUU

MNOCTAHOB/IEHME
OT 26 HOAGPA 2018 r. N 1416

O NOPAAKE
OPrAHU3ALIMU OBECNEYEHMA NEKAPCTBEHHBbIMW NPENAPATAMM NNL,
BO/IbHbIX TEMO®UIUEN, MYKOBUCLMA030M, TMNO®PU3APHBIM HAHU3MOM,
BONE3HbIO MOLLE, 310KAYECTBEHHBIMU HOBOOGPA3OBAHUAMM
NUMPOUOHOMN, KPOBETBOPHOM U POACTBEHHbIX MM TKAHEW,
PACCEAHHbIM CKNEPO30M, TEMOJ/INTUKO-YPEMUYECKUM CUHAPOMOM,
FOHOLLUECKMM APTPUTOM C CUCTEMHbIM HAYANIOM, MYKOMO/IMCAXAPUO030M
I, 11 U VI TUNOB, ANNACTUYECKOM AHEMWEN HEYTOYHEHHOW,

HACNEACTBEHHbLIM AESULUTOM DGAKTOPOB Il (PUBPUHOTEHA),

VIl (TABUNIbHOTIO), X (CTIOAPTA - MPAY3PA), UL, NOCNE

TPAHCMNNAHTALMU OPTAHOB U (U1N) TKAHEN, A TAKXKE

O NPU3HAHUU YTPATUBLLMMMU CUNY HEKOTOPBIX AKTOB

NMPABUTE/IbCTBA POCCUMCKOW ®EAEPALIUU

Cn1CoK U3MEHAIOLWMX JOKYMEHTOB
(8 pea. MoctaHoBneHua Mpasutenbctea PP ot 27.03.2020 N 344)

B cooTtBeTcTBUM C NyHKTOM 21 yactm 2 ctatbu 14 u yactamm 7 - 9 ctatbm 44 GepepasibHOro 3aKoHa
"Ob6 ocHoBax oxpaHbl 340p0BbA rpaxaaH B Poccuiickoit ®egepauun” lMpasutenbctso Poccuitckol
depgepaunm NoCTaHOBASET:

1. YTBEpAUTL NpUAaraemsle:

MpaBuna opraHusauuMnm obecnedyeHUa NIEeKAPCTBEHHbIMM  NpenapaTtamn v,  60MbHbIX
remoduaneln, MyKOBUCLMAO30M, FMNOPU3apHbIM HaHM3MOM, 60s1e3HbI0 [ole, 3/10KaYecTBeHHbIMU
HOBOOOpPa30BaHMAMU NUMGPONAHON, KPOBETBOPHOW W POACTBEHHbIX WM TKaHEW, pacCceaHHbIM
CK/N1IepPO30M, TEMOJIMTUKO-YPEMUYECKMM CUHAPOMOM, HOHOLIECKMM apTPUTOM C CUCTEMHbIM Hayanom,
MyKononucaxapmgosom I, Il u VI TMnoB, aniacTMYeckon aHeMMelN HEYTOYHEHHOW, HacAeACTBEHHbIM
aeduumtom daktopos Il (dmnbpuHorena), VII (nabunbHoro), X (CtioapTa - Mpayapa), Auu nocne
TPaHCNAAHTaLUKN OPraHoB U (MNK) TKaHew;

(B peq. NocTtaHoBneHuA Mpasutensctea PO ot 27.03.2020 N 344)

MNpasuna BepeHus degepanbHOro perncrpa auy, H60nbHbIX remoduanen, MyKoBUCLUAO30M,
rmno¢umsapHbIM HaHKM3MOM, 6ose3Hblo lolwe, 310Ka4yecTBEHHbIMM HOBOOOPA30BaHUAMKN AUMIOULAHOM,
KPOBETBOPHOM W POACTBEHHbIX MM TKaHEW, pPacCeAHHbIM CKJAepPO30M, TeMOJIUTUKO-YPEMUYECKUM
CUHAPOMOM, HOHOLLECKMM apTPUTOM C CUCTEMHbIM Havyanom, myKonosnamcaxapugosom |, Il v VI Tunos,
annacTMyeckol aHeMmnel HeyTOYHEHHOM, HaceACTBEHHbIM aeduumTom pakTopos Il (pnbpuHorena), Vi
(nabunbHoro), X (CtioapTa - Mpayapa), ML, nocae TPaHCNAaHTaUUM OpPraHoB 1 (UAK) TKaHeN;

(8 pea. NoctaHoBneHuA MpaButenbctea PO ot 27.03.2020 N 344)

nepeyeHb yTPaTMBLLUMX CUAY akToB MpasuTenbcTBa Poccuitickolt degepaumm.

2. MwuHucTepctBy  3apaBooxpaHeHuss  Poccuiickor  depepaumm B YCTaHOB/IEHHOM
3aKoHogaTenbcTBOM Poccuiickon  ®Pepepaumm nopagke oOcywecTBuUTb 3aKynky Ha 2019 rog
JIEKapCTBEHHbIX MpenapaTtoB AAs  MNaTOreHeTMYECKOro JieyeHua ud, OO0/bHbIX  FEMOAUTUKO-
YPEMUYECKMM CUMHAPOMOM, FOHOLIECKMM apTPUTOM C CUCTEMHbBIM Hadya/loM, MyKonoancaxapmgosom |, Il
M VI TUNOB, BK/AIOYEHHbIX B MNEepeyYeHb KU3HEHHO HeobBXOAMMBIX W Ba*KHEMLIMX JIeKAPCTBEHHbIX



npenaparos.

3. MwuHUCTepcTBY 34paBooxpaHeHua Poccuitckoit depepaumn  AaBaTb  pPasbACHEHMA nNo
NPMMEHEHUIO MPaBWU, YTBEPKAEHHbIX HACTOALLMM NOCTaHOBAEHUEM.

4. HacToAuwee noctaHoBneHne BcTynaeT B cuay ¢ 1 aHsapa 2019 r., 3a UCKAOYEeHMEM NYHKTa 2,
KOTOPbIA BCTYNaeT B CUAY CO AHA 0PULMANbHOTrO ony6AMKOBaHUA HACTOALLEFO NOCTaHOBAEHMA.

Mpepcepatens MNpasutenscrea
Poccuitckoit epgepaumm
O.MEOBEAEB

YT1BEepKAaeHbl

noctaHosneHnem MpasBuTenbcTBa
Poccuitckoin ®epepaumm

OT 26 HOAb6pPA 2018 r. N 1416

NMPABUNA
OPFrAHU3ALIMU OBECNEYEHMA NEKAPCTBEHHBbIMW NPENAPATAMM NNL,
BO/IbHbIX TEMO®UINEN, MYKOBUCLMA030M, TMNO®PU3APHBIM HAHU3MOM,
BOIE3HbIO MOLE, 310KAYECTBEHHbIMU HOBOOBPA3OBAHUAMMU
NNMeOUAHON, KPOBETBOPHOM U POACTBEHHBIX UM TKAHEW,
PACCEAHHbIM CKNEPO30OM, TEMOJ/INTUKO-YPEMUYECKUM CUHAPOMOM,
FOHOLLECKUM APTPUTOM C CUCTEMHbIM HAYANIOM, MYKOMO/IUCAXAPU030M
1, 11 U VI TUNOB, ANTACTUMECKOWN AHEMUWUEN HEYTOYHEHHOW,
HACNEACTBEHHbIM AEOGULUTOM GAKTOPOB Il (PUEPUHOIEHA),

VII (NABUNBHOT0), X (CTIOAPTA - MPAY3PA), UL, NOCNE
TPAHCNNAHTALIMN OPTAHOB U (MNN) TKAHEN

CnN1COK U3MEHAIOLWMX JOKYMEHTOB
(8 pea. MoctaHoBNeHUA Mpasutensctea PP ot 27.03.2020 N 344)

1. Hactoswume [MpaBunaa ycTaHaBAMBAIOT MOPALOK OpraHusaumm obecneyveHus nuuy, 60AbHbIX
remoduanen, MyKoBUCLMAO30M, rMNodmMsapHbIM HaHM3IMOM, 6one3Hbio [olwe, 3/10KaYecTBEHHbLIMM
HoBOOOpa3oBaHMAMU NMMPONAHON, KPOBETBOPHOW W POACTBEHHbIX WM TKaHel, paccesHHbIM
CKNEepPO30M, reMOSIMTUKO-YPEMUYECKMM CUHAPOMOM, HOHOLIECKMM apTPUTOM C CUMCTEMHbIM HAYaioM,
Mykonosaucaxapugosom |, Il u VI TMnos, annactMyeckoi aHemmen HeyTOYHEHHOW, HacnenCTBEHHbIM
aeduumtom daktopos Il (dmnbpuHorena), VII (nabunbHoro), X (Ctioapta - Mpayapa), Auuy nocne
TPaHCNAAHTALUUKU OpraHoB U (Man) TKaHeln (aanee - BONbHbIE), NEKAPCTBEHHBIMW NpenapaTamu g
MEAMUMHCKOTO  NPUMEHEHMs, NpeAHasHaYeHHbIMW  AAA  JleYeHUs  3TMX  3aboneBaHWi, Mo
yTBEep)aeHHOMY [MpaBuTenscTtBom Poccuiickoit depepaumm nepeyHto SeKapCcTBEHHbIX MpenapaTos,
chopMMPOBAHHOMY B YCTAHOB/IEHHOM MM MNOpAAKe (ganee - fieKapcTBEHHble NpenapaTtbl), a TaKxke
nopagoK U YyCnoBMA Nepesayn IeKapCTBEHHbIX NpenapaToB B COOCTBEHHOCTb cyb6beKToB Poccuiickoit
depgepaunn.

(8 pea. NoctaHoBneHuA MpaButenbctea PO ot 27.03.2020 N 344)

2. WcTouyHMKOM UHAHCMpPOBAHUA oOpraHusaummn obecrneyeHus 6O0NbHbIX JIEKAPCTBEHHbIMMU
npenapaTtamu ABAAIOTCA OIOAMKETHble acCUrHOBAHMSA, MPeayCMOTpPeHHble B ¢denepasbHOM brogyKeTte
MUHUCTEPCTBY 34paBoOXpaHeHns Poccuiickoi ®eaepaunn.



3. MNpaBo 6osbHOro Ha obecneyeHWe EKapCTBEHHbIMM MpenapaTamMu BO3HWKAET CO AHA
BK/IIOYEHMA CBeAeHUI O HeM B pernoHabHblit cermeHT desepanbHOro perucrpa Auu, 6H60MbHbIX
remodunnen, MyKoBucUMA030M, rMnodmusapHbIM HaHM3MOM, 60se3Hbio [olle, 310KaYecTBEHHbIMU
HOBOOOpa3oBaHUAMU NMMPONAHON, KPOBETBOPHOM WU POACTBEHHbIX MM TKaHeEW, paccesaHHbIM
CKNEepPOo30M, FreMONINTUKO-YPEMUYECKUM CUHAPOMOM, HOHOLLIECKUM apTPUTOM C CUMCTEMHbIM Ha4yanom,
myKonosnucaxapuaosom |, Il m VI TMnoB, annactMyeckor aHeMMen HeyTOYHEHHOW, HacneACTBEHHbIM
aepuumtom daktopos Il (dmnbpuHorena), VII (nabunbHoro), X (Ctioapta - Mpayspa), Auu nocne
TpaHcn/aHTaUuMm opraHoB 1 (Mnun) TKaHel (ganee - GepepanbHblit perucTp).

(B pea. MocTtaHoBneHua MNpasutensctea PO ot 27.03.2020 N 344)

[ata BKAlOYeHMA GOIbHOrO B pPervoHasnbHbl cermeHT PepepanbHoOro peructpa duKcupyetcs
Jleyallmm Bpayom B MeANLMHCKOM KapTe ambynaTopHoro 60/1bHOIroO MU UCTOPUM Pa3BUTUA pebeHKa.

4. OpraHusauma obecneyeHna MUHUCTEPCTBOM 34paBoOXpaHeHMs Poccuiickoi depepaumm 3a
cyeT cpeacts depepanbHoro GroarKeta 60/bHbIX JEKAPCTBEHHbIMM MpenapaTtaMy OCYLLLEeCTBAAETCA C
YYETOM CTaHOAPTOB MEAMLMHCKOW MOMOLLM, KAMHUYECKMX PEKOMEHAALMI (MPOTOKO/IOB NeyeHus) u
cpepHei KypcoBOM A03bl IEKAPCTBEHHbIX NPenapaTos.

5. OpraHbl rocygapctBeHHoM Bnactn cybbektoB Poccuiickoir Pepepaumm B chepe oxpaHbl
340p0BbA He no3gHee 1 HOAGPSA TeKywero roga nNpeacTaBaaloT B MUHUCTEPCTBO 34paBOOXPaHEHUS
Poccuitckoit ®epepaumm 3a8BKM HA MOCTABKY JIEKAPCTBEHHbLIX NPenapaToB No ¢opme, YTBEPKAEHHOMN
YyKasaHHbIM MUHUCTEPCTBOM (Zanee - 3aaBKKU), C NPUIOKeHMeM 06OCHOBaHUI NO UX 06beMy, a TaKXKe
nepeyeHb OpPraHM3auMi, MMEWMX JIMLEH3UI0 Ha OCYLEeCTB/eHne MegMUMHCKOW U (uan)
dbapmaueBTUYECKOM AeATeNbHOCTM B cybbeKkTax Poccuiickoit depepaunn (ganee - opraHvsauuu-
nosyyaTtenu), B Lensx NOCTaBKM OpraHMU3aLMam-nosyyaTenam eKkapcTBEHHbIX MPenapaTos.

MoTpebHOCTb (06bemM NOCTaBKM) B NEKAPCTBEHHOM MpenapaTte OMNpeaenseTca € Yy4yeTom
KAVHWMYECKUX PEeKOMeHZaumMii (MPOTOKONOB NeyeHns) U cpegHelt KypcoBOM [03bl /IEKAPCTBEHHOMO
npenapaTta UCX04A U3 ekemecAYHOM GpaKTMUeCcKoi NoTpebHOCTM 60/bHbIX B IeKaPCTBEHHbIX NpenapaTtax
B COOTBETCTBMM CO CBEAEHWAMMU PErnmoHanbHOro cermeHTa PesepanbHOro pernctpa M HeobxoAMmMoCTH
dopmmpoBaHMsA 3anaca Ha 15 mecaues.

6. MwuHucTepcTBo 3apaBooxpaHeHusa Poccuitickoin ®epepaunn dGopmupyeT KOMMUCCUIO MO
PacCMOTPEHUIO 3aABOK (Janee - KOMMUCCUA), YTBEPKAAET MOJIONKEHWE O KOMUCCMM U ee COCTaB.
Komucecma Ha cBoem 3acefaHWyM paccmaTpuBaeT 3asABKM Ha npeameT oOOCHOBAHHOCTU 3aAB/IEHHbIX
06beMOB NeKapCTBEHHbIX MpenapaTos, NpU HeobXOAMMOCTM KOPPEKTMPYeT WX, U COr1acoBbiBaeT C
BbIHECEHMEM COOTBETCTBYIOLLLErO PeLIeHUA.

CornacoBaHve 3asBOK OCYLLECTBAAETCA KOMMUCCMENW C yyacTMem npeacTaBuTeseil opraHoB
rocyaapcTBeHHol Bnactm cybbektoB Poccuiickoit Pepepauum (B TOM 4YMCAe C WCMOAb30BaHUEM
NHPOPMALMOHHO-KOMMYHMUKALMOHHbIX TEXHO/IOTU).

7. O6bem nNOCTaBOK JIeKapCTBEHHbIX NpenapaTtoB dopmupyeTca B npegenax blOAMKETHbIX
aCCUrHOBAHWUIM, NpesyCMOTPEHHbIX B deaepanbHOM 3akoHe o deaepanbHom bOloaxkete Ha
COOTBETCTBYIOWMNIA PUHAHCOBLIN rOA4 W MNAHOBbLIA MNepuoa, U NMMUTOB OtogKeTHbIX 06A3aTenbCTs,
O0BefeHHbIX B YCTaHOBAEHHOM nopagKke Ao MuHUcTepcTBa 34paBooxpaHeHma Poccuitickoin deaepaumm
Ha 3aKyMKy /IeKapCcTBEHHbIX NpenapaTos.

8. B cooTtBeTcTBMM C 0b6bEMAamMKM NOCTABOK JIeKAapPCTBEHHbIX MPEnapaToB, YTBEpP*KAEHHbIMM
opraHamMu rocyapcTBeHHOMN BaacTh cybbekToB Poccuitickolt Penepaumnn B cdhepe oxpaHbl 340p0BbA C
yyeToMm peleHus Komuccuu, MUHUCTepcTBO  34paBooxpaHeHus  Poccuiickort  depepaumu B
YCTaHOB/IEHHOM 3aKoHoZaTenbCcTBOM Poccuiickon ®degepaumm nopagKe OCYLLECTBAAET  3aKymMKy
NleKapcTBEHHbIX NpenapaTos.

9. MocTaBLLMKK NNEKapPCTBEHHDbIX npenapartos, onpeaeneHHble B COOTBETCTBUU c



3aKoHogdaTtenbcteom Poccuitckon Pepepauuu, npeactasnaioT 8 MUHMCTEPCTBO 34paBOOXpPaHEHUs
Poccuiickoin ®eaepauumn odbopmieHHbIe B YCTaHOBNEHHOM MOpAAKe AOKYMEHTbI, MOATBEp:KAatoline
daKT nonyyeHns opraHM3aUMAMMU-NONAYHaTENAMMN JIEKaPCTBEHHbIX NPenapaTos, B TOM YMcae HaKnaaHble
M aKTbl MpMemMa-nepesaqm IeKapcTBeHHbIX NpenapaTos.

10. MuHucTepcTBo 3apaBooxpaHeHns Poccuiickoit Pepepaumn B TeyeHne 10 paboumx aHen co
OHA NOCTYN/IeHUs aKTa npuema-nepenayvm NPUHUMaEeT Ha YYeT JIeKapCTBEHHble npenapaTtbl U U3gaet
pacnopaguTenbHble aKTbl O Nepegaye SIeKapCcTBEHHbIX NPenapaToB OpraHam MCMOJSIHUTENIbHOW BAACTU
cybbektoB Poccuiickon Pepepaumn, onpeseneHHblM BbICWMM  AO0/MKHOCTHBIM  IMLOM cybbeKTa
Poccuiickoit ®epepaunn (pyKoBoaUTENEM BbICLLENO MCNONHUTENBHOTO OpPraHa rocyA4apcTBEHHOM BAACTK
cybbeKkTa Poccuiickolt Pegepaunn) (ganee - ynonHOMOYEHHbIE OpraHbl), C YKasaHMEM HOMEHKANATYPbl,
KO/IMYECTBA M CTOMMOCTM NEKAPCTBEHHbIX MPENapaToB B OTHOWEHWUWU KaxKAoro YNOJHOMOYEHHOTO
opraHa.

11. MuHKUcTepCTBO 34paBooxpaHeHms Poccuitickoi ®esepaumum B TeueHne 5 paboumx gHel co gHsA
M34aHUA PacnopsaAMTEIbHOMO aKTa, NpeaycCMOTPeHHOro nNyHKTom 10 HacToAwwmx Mpasua, HanpaBaseT B
YMO/HOMOYEHHbIE OpraHbl (B 2 3K3eMNAApax) U3BELLEHME O MNOCTAaBKE /IeKAaPCTBEHHbIX MPenapaTos U aKT
npuema-nepeaayn, NoAnmMcaHHble yKasaHHbiM MUHUCTEPCTBOM.

12. YNoAHOMOYEHHblE OpraHbl B TeyeHuMe 5 paboumx AHel co AHA MOSYyYEeHUs M3BELLEeHUsA O
NOCTaBKe JIEKApPCTBEHHbIX MPEnapaTtoB M aKTa Npuvema-nepenayn, nNpeayCcMoOTPeHHbIX nyHKTom 11
HacToawmx lpaBun, NOANUCHLIBAIOT M 3aBePAOT NeyaTblo 06a 3K3emnaspa U3BELLEHMA O MOCTaBKe
JIeKapCcTBEHHOrO npenapata M oba aK3emnaApa akTa npuvema-nepegayun, nociae Yero BO3BPALLAOT B
MuHUCTEPCTBO 34paBOOXpaHeHMA Poccuniickon degepaumnm oaAnH 3K3eMNAAP YKa3aHHOTO M3BELLLEHUA U
O4MH 3K3eMNAAP aKTa Nnpuema-nepenayu.

13. YNonHoOmOYeHHbIM OpraH Ha OCHOBaHUW aKTa npuema-nepenayn nNpUHMMaEeT Ha Y4eT
NleKapcTBeHHble nNpenapaTtbl U B TedeHune 5 pa6oqv1x p,Heﬁ CO OHA NOoNy4YeHWMA aKTa npuema-nepenadmn
n3gaert paCI'IOpﬂ,CI,MTe}'IbeIﬁ adKT O nepenayvye NeKapCTBEHHbLIX MPEeNapaToB OpraHM3aumAM-noay4yaTtenam c
YKa3aHMeM HOMEHKNATypbl, KO/IMHECTBA U CTOMMOCTU JIEKAPCTBEHHbLIX MNPENapaTtoB B OTHOLWEHUU
Ka)KLI,OVI opraHunsauunn-nonyyvyartena.

14. OpraHusaummn-nonyyaTenm B TeyeHMe 2 paboumx AHel co AHA NONYyYEeHUA [OOKYMEHTOB,
NoATBEPXKAAIOLWMX Nepesadvy UM IEKapCTBEHHbIX NPenapaTos, MPUHMMAIOT IEKapCTBEHHbIE NpenapaTbl
Ha yueT, obecneumBatloT UX COXPAHHOCTb U LLe/IeBOE UCMO/Ib30BaHUe.

15. MuHucTepcTBO 34paBooxpaHeHMa Poccuitickolh Pepepaunm B YCTAHOBNEHHOM MM MNopsgKe
OCYLLECTBNSET MOHUTOPUHI ABUXKEHUA U y4YeTa JIeKapCTBEHHbIX NMpenapaTtoB B cybbekTax Poccuiickol
depepaunn, [0BOAUT [0 CBEAEHUA YNOJHOMOYEHHbLIX OPraHOB MOJlyYeHHble MO pe3y/bTaTam
MOHUTOPUHIA [JaHHble, B TOM YMUCNe CBEAEHMA O HOMEHKNATYpe, KO/AMYecTBe W CTOMMOCTM
JIeKAPCTBEHHbIX MpenapaTos, 06 OTCYTCTBUM MOTPEOHOCTM B OTAE/IbHbIX NEKAPCTBEHHbIX MpenapaTtax
nMbo O nosBAEHMM [OMNOAHUTENbHOW NOTPEOHOCTM B NEKAPCTBEHHbIX NpenapaTtax B CBA3M C
nameHeHnem B cybbekTe Poccuiickon ®Pegepaumm  UYUCNEHHOCTM OONbHbIX, W3MEHEHUAMM B
Ha3HaYeHUAX MEeAUUMHCKMMU PabOTHMKAMM NEeKapCTBEHHbIX NPenapaToB 6O/bHbIM U COrNacoBbiBAET
nepepacnpeaeneHne NeKapCTBEHHbIX NPENaPaToOB MexAay cybbeKkTamu Poccuninickon depepaumu.

16. lMepepaya NeKapcTBEHHbIX NpenapaToB OAHMM cybbekTom Poccuiickonn depepaumm B
cobCTBEHHOCTb Apyroro cybbekta Poccuiickon Pepepaumm OCyLLECTBASETCA HA OCHOBAHMM aKTa
npvema-nepegaun. MWHUCTEPCTBO 34paBOOXPaHeHUs Poccuiickoit deaepauun yBeLOMASETCA O
nepenaye NeKapCcTBEHHbIX NpenapaToB B 10-4HEBHbIW CPOK NOCAE NOANMCAHWA aKTa NpMema-nepesaym
YMO/IHOMOYEHHbIMW OpPraHamMMu.

17. MUHWCTepCTBO 34paBooXpaHeHus Poccuinickoli depepaunv NpescTaBaAeT exXekBapTaibHO, A0
10-ro uncna mecsaua, cneaylowero 3a oT4YeTHbIM KBapTanom, B PegepanbHyto cayxby no Haasopy B
chepe 34paBoOXpaHeHMA CBeAeHWA O Mepedade eKapcTBEHHbIX MpenapatoB cybbekTy Poccuiickoi



degepaumn 1 cornacoBaHHbIX NepepacnpeeneHnax NeKapcTBEHHbIX NpPenapaTos mexKay cybbektamu
Poccuiickoit depepaumm B UeNAX OCYLLECTBAEHMS KOHTPOAA 3a LENeBbiIM WUCMO/b30BaHUEM
NeKapcTBeHHbIX NpenapaTos.

18. B uenax obecneyeHns 60AbHbIX NEKAPCTBEHHbIMM MpenapaTaMmn B NopaaKe, YCTaHOBAEHHOM
3aKoHoZaTeNnbcTBOM  Poccuitickon  Pepepaumn,  OCYLLECTBASIETCS  Ha3HayeHWe  NIeKAPCTBEHHbIX
npenapaTtoB 1 opopmaeHMe peLenToB Ha JIEKapCTBEHHbIE Npenaparthbl.

19. Mpwn Ha3HayeHUU 6OIbHOMY NIEKAPCTBEHHbIX MPEnapaToB Jievallnin Bpady MHPOPMUpPYET ero o
BO3MOXHOCTM NONYYEHUA UM COOTBETCTBYHOLLMX JIEKAPCTBEHHbIX MpenapatoB 6e3 B3MMaHWA naaTbl B
COOTBETCTBUM C 3aKOHOZaTeNbCTBOM Poccuiickon deaepauum.

20. B uensax AMHamuyeckoro HabawogeHua 3a 6onbHbIM U cobalogeHMs NepuoamMyHOCTU
noceweHns UM MeAMUMHCKOW OopraHuM3aumm Jfiedalium  BPayom  onpeaenfaeTcd  KOJUYecTBo
JIeKapCcTBEHHOro npenapara, eAMHOBPEeMeHHO 0pOPMIEHHOrO Ha peuenTypHOM B1aHKe B COOTBETCTBUN
C PeKOMeH0BaHHOM CpeaHEeCYTOHHOMN KYPCOBOW 0301 1 CPOKOM, Ha3HAYEHHbIM A5 MOoCeLeHUs.

21. MeAMUMHCKas opraHu3aums npegoctasaset 60/IbHOMY MAM ero 3aKOHHOMY NpPeacTaBUTENIO
MHbopMaumio 06 opraHM3aLmAX, PACMONOMKEHHbIX B FPAHULLAX MyHULMNAAbHOrO 06pa3oBaHUA No MecTy
KUTENbCTBA MAN MecTy npebbiBaHUA (B Cly4ae ecin CPOK MpebbiBaHMA MpeBbiwaeT 6 mecsAues)
601bHOTO M OcCyLLecTBAAOWMX 6ecnnaTtHblA OTMYCK NEeKapCTBEHHbIX MpenapaToB, Ha3HaYeHHbIX
NleyalMm Bpayvom.

22. Mocne BKAOYEeHUA BONbHOTO B pPermoHanbHbI cermeHT PeaepanbHOro perucTpa HasHayeHue
M OTNYCK eMy WU ero 3aKOHHOMY NPeACTaBUTE/IO IEKAaPCTBEHHbIX NPEnapaToB OCYLLECTBAAETCA B CPOK,
He npesbiwatolmii 20 paboumx gHEN Co AHA BKAOUEHUA.

23. OpraHumsauusa obecrneyeHWs NeKapCTBEHHbIMM npenapatamu 60/bHbIX, MPOMKMUBAOLWNX B
CTAUMOHapPHbIX OPraHU3aUMAX COLMaNbHOIO 06CTYKUBAHUA UM OTObIBAIOWMX HaKa3aHUe, CBA3AHHOE C
NNLEeHNEM CBODOAbI, OCYLLECTB/IAETCA COOTBETCTBYIOLLEN OpraHU3aLmne.

24. B cnyyae Bble3ga 60/1bHOro 3a npegesbl Tepputopun cybbekta Poccuinicko Pepepaumm, B
KOTOPOM OH MPOKMBAET, Ha TeppuTopuio Apyroro cybvekta Poccuiickoit ®Pegepaumm Ha CPOK, He
npesblWaoWmn 6 mecaues, TakoMmy 60/1bHOMY OpPraHOM rocyAapCcTBEHHON BNacTh cybbekTa Poccuinckoit
depepaunn B chepe oxpaHbl 340pP0BbA OPraHN3yeTCA HasHaYeHNe IeKapCTBEHHbIX NpenapaTos Ha CPOK
npuema, pasHblA CPOKY ero Bble3ga 3a npeaesnbl Tepputopun cybbekta Poccuitickon ®eaepaunn, nnbo,
YUUTbIBAA CPOKU FOAHOCTU MMEIOLIMXCA OCTaTKOB JIeKapCTBEHHbIX MpenapaTos, obecneyeHne TaKoro
60/1bHOrO NEKAaPCTBEHHbIMU NpenapaTtammn Ha COOTBETCTBYIOLLMIA CPOK.

CBegeHMA O KOJIMYECTBE HA3HAYEHHbIX WAM OTMYLLEHHbIX GOABHOMY WAW €ro 3aKoOHHOMY
NpeacTaBuUTEN0 JIEKAPCTBEHHbIX NPEnapaToB BHOCATCA B PErMoHasbHbIi cermeHT depepanbHoOro
perucrpa.

25. B cnyyae Bblesga 601bHOro 3a npegensl Tepputopun cybbvekta Poccuiickoit ®Pepepaunn, B
KOTOPOM OH NPOXWBaeT, Ha TeppuToputo Apyroro cybbekta Poccuitickoir Pepepaummnm Ha CPOK,
NpeBbIWAOWNN 6 MecAueB, WAM B C/lyvyae M3MEHEHUs MeCTa KUTEeNbCTBA TakoMy 6osibHOMy
Ha3HayaloTCA JIeKApCTBEHHble MNpenapaTtbl Ha CPOK npuvema He 6onee ogHoro mecaua Anbo
OpraHM3yeTcs OpraHOM rocyZapCTBeHHOW BnacTu cybbekTa Poccuiickoit Pesepauun B chepe oxpaHbl
34,0p0BbA 0becrneyeHne Takoro 60/ILHOTO JIeKapCTBEHHLIMM MpernapaTamn Ha CPOK npuema He bonee
o4HOro mecaua.

CBegeHMA 0 TaKoM 60/IbHOM NOA/EXKAT UCKIOUYEHNIO U3 PernoHanbHOro cermeHTa ®eaepanbHoro
pernctpa cybbekTa Poccuitickoit degepaumu, ¢ TEPPUTOPUN KOTOPOTO Bble3xaeT 60/bHONM, 1 Nepeaade
(B TOM uucne ¢ MCNONb30BaHWEM MWHPOPMALNOHHO-KOMMYHUKALMOHHbLIX TEXHO/OrMiA) opraHy
rocyaapcTBeHHol BAacT cybbekta Poccuitckoit depepaumm B chepe oOxpaHbl 340pOBbA, Ha
TEPPUTOPUIO KOTOPOro Bbexasn 60AbHOW, O1A BKAKOYEHMS B PErMoHasbHbli cermeHT PeaepanbHOro



perucTpa atoro cybbekta Poccuiickoit Peaepaumu.

[aTton BKAOYEHUA cBedeHWt O 6ONIbHOM B pernoHasnbHbi cermeHT PeaepanbHOro perncrpa
cybbekTom Poccuitckon ®Pepgepaumm, Ha TEPPUTOPUIO KOTOPOro Bbexan 60sbHONM, ABASETCA AEeHb,
cneaylowmii 3a AHEM MUCKAOYEHUA CBEAEHUMA O HEeM M3 perMoHasibHoro cermeHta dPepepasibHOro
peructpa cybbekTom Poccuinickon ®egepaumm, ¢ TEpPUTOPUM KOTOPOTO Bblexas 601bHOM.

26. OpraH rocygapcCTBeHHOW Bnactu cybbekta Poccuitickon Pepepaunm B chepe oxpaHbl
3/10pOBbA, C TEPPUTOPUM KOTOPOro Bblexas 60bHOM, NpeacTaBAseT (B TOM YMCIe C UCNOb30BaHUEM
MHOOPMALMOHHO-KOMMYHMKALMOHHbIX TEXHOJIOrMIA) MO 3anpocy opraHa rocyAapCTBEHHOM BNacTU
cybbeKkta Poccuiickoit depepaunm B chdepe OxpaHbl 340POBbs, HA TEPPUTOPUIO KOTOPOro BbeXan
60/1bHON, CBEAEHUA O KOIMYECTBE HA3HAYEHHbIX UM PaKTUUYECKU NPeaoCcTaB/eHHbIX 601bHOMY UK ero
3aKOHHOMY NPeACTaBMTE/NO0 NEKAPCTBEHHbIX MPEnapaToB B COOTBETCTBUM C MYyHKTOM 25 HacToAwmx
Mpasun.

YTBEpKAEHbI

noctaHoBseHnem MNpaBUTeNbCTBA
Poccuitckoin ®epepaumm

0T 26 HOAb6pPA 2018 r. N 1416

NPABUNA
BEAEHWA ®EAEPANBHOIO PEFUCTPA UL, BONIbHLIX TEMO®UNUEN,
MYKOBUCLMNA030M, TMNO®U3APHBIM HAHU3MOM, BONTE3HbIO MOLLIE,
3/1TOKAYECTBEHHbIMW HOBOOBPA3OBAHUAMU NTUMPOUAHON, KPOBETBOPHOWM
U POACTBEHHbIX UM TKAHEM, PACCEAHHBIM CKNEPO30M,
FEMOJIUTUKO-YPEMUYECKMM CUHAPOMOM, IOHOLLECKUM APTPUTOM
C CUCTEMHbIM HAYANIOM, MYKOMO/IMCAXAPUA030M I, 1l U VI
TUNOB, ANJTIACTUMECKON AHEMUEN HEYTOYHEHHOMN,
HACNEACTBEHHbIM AEOGULUTOM GAKTOPOB Il (PUBPUHOTEHA),
VII (TABUNbHOT0), X (CTIOAPTA - MPAY3PA), UL, NOCNE
TPAHCNNAHTALIMN OPTAHOB U (M) TKAHEN

CnN1COK U3MEHAIOLWMX JOKYMEHTOB
(8 pea. MoctaHoBNeHUA Mpasutensctea PP ot 27.03.2020 N 344)

1. Hactoawme [paBuna ycTaHaBAMBAlOT MNOPAAOK BeaeHuAa PepepanbHOro perucrtpa awuu,
60/bHbIX  remoduUNMeEn,  MYKOBUCUMAO030M, runodmsapHbiM  HaHM3MoMm, 6GonesHbio  lowe,
3/10Ka4YeCTBEHHbIMM HOBOOOPa3oBaHUAMU NUMOPONAHON, KPOBETBOPHOM U POACTBEHHbLIX UM TKaHEW,
pacceaHHbIM CKAepO30M, FeMOJIMTUKO-YPEMUYECKMM CUHAPOMOM, FOHOLLIECKMM apTPUTOM C CUCTEMHbIM
Ha4yanom, mykonoamcaxapmgosom |, Il m VI Tunos, annactMyeckoh aHemMmen HeyTOUYHEHHOM,
HacneacTBeHHbIM Aeduumtom daktopos Il (pubpuHoreHa), VIl (nabunbHoro), X (CtioapTa - Mpayapa),
JIML, Nocne TpaHcnAaHTaLMmM OpraHoB U (Mn) TKaHel (fanee cCOOTBETCTBEHHO - 60nbHble, PeaepasibHblii
perncrp).

(8 pea. NoctaHoBneHuA MpaButenbctea PO ot 27.03.2020 N 344)

2. BegeHne deaepanbHOro permcrpa ocyLecTBAAETCA B CAeAYIOLWMX Lensx:

a) obecneyeHuMe NleKApPCTBEHHbIMM  Mpenapatamn  Aaa  MeAMUMHCKOTO  MPUMEHEeHMs,
BK/IIOYEHHbIMW B YTBEPXKAEHHbIV MpaBuTenbcTBom Poccuiickoit deaepaumm nepedeHb IeKapcTBEHHbIX
npenapatos, CGOPMMPOBAHHbLIWA B YCTAHOBNEHHOM MM MopaAKe (foanee - 1eKapCcTBEHHble npenapaTbl),



60/bHbIX 3a cyeT OHAMKETHbIX aCCUTHOBAHUN, nNpeaycMOTPEHHbIX B deaepanbHoMm broarkeTe
MuHKCTEPCTBY 34paBoOXpaHeHMsa Poccuninickonn Pegepaunu;

6) MOHUTOPMHI [ABMMKEHMA W ydyeTa OO/NbHbIX HAa OCHOBAaHWW CBeAeHW, NpeacTaBAAEeMbIX
OopraHamu rocyaapcTBeHHOM BAacTn cybbekToB Poccuiickoit Peaepaumm B chepe oxpaHbl 340P0BbSA;

B) apdeKTUBHOE NNaHMpoBaHME M pacxogoBaHMe (GUMHAHCOBbLIX CPEACTB, HanpaBAAEMbIX Ha
3aKYyMKy HeobXxoAMMbIX JIEKAPCTBEHHbIX MpenapaTtoB Ans obecrneyeHUa MMWU BONbHbIX MO MeCTy
KUTENbCTBA UM MecTy NpebbiBaHMA (B Cayyae ecin CPpoK NpebbiBaHUA NpeBbIWaeT 6 mecaues).

3. depepanbHbli pernuctp asnsetca dpenepanbHOM UHGOPMALMOHHON CUCTEMOM, COCTOALLEN U3
PErvMoHaNbHbIX CErMEHTOB W COAep)Kallel cBefAeHMA, NPeAyCMOTPEHHble MYHKTOM 9 HacToAWMX
Mpasun.

MuHUCTEPCTBO 34paBooOXpaHeHus Poccuiickolt Geaepaumm ABAdeTCA ONepaTopom 3TOM CUCTEMBI
n obecneumsaet ee becnepeboinHoe GyHKLMOHNPOBAHME.

4. OpraHbl rocyaapcTBeHHoOM BsacTM cybbekToB Poccuitickor Pepepaummn B chepe oxpaHbl
300p0BbA 0becrneynBaloT BHECEHME CBEAEHWUM O DO/bHLIX B PErmoHasbHbIM cermeHT PeaepanbHOro
perucTpa B CPOK, He Npesbilaowmii 5 pabounx gHen co aAHA obpalleHns 60AbHOMo C YCTaHOBAEHHbIM
ANarH03om B MeAMLMHCKYIO OpraHn3aumio N0 MecTy ero UTeNbCTBa AN MecTy npebbiBaHus (B ciydae
€C/1 CPOK NpebblBaHNA NpeBblllaeT 6 Mmecaues).

BkntoyeHne B pervMoHasnbHbl cermeHT ®deaepanbHOro perucTpa cBeAeHuit o  60JbHbIX
OCYLLECTBNAETCA MEeAMLUMHCKOM opraHM3auuen no Mecty UX XKUTenbCTBa MM MecTy npebbiBaHus (B
C/ly4yae ecnm cpok npebbiBaHMA NPEBbIWAET 6 MeCcALEB) HA OCHOBAHUN MEAUUMHCKUX OOKYMEHTOB (KX
KOMUIA) MAM BbLIMUCKM M3 HUX, OTparkaloWwux cBefeHMa 06 yCcTaHOBAEHHOM AuarHose W Bblbope
MEPONPUATUI NO NEYEHUIO MaLMeHTa. BKatoyeHne ceefeHuii 0 BObHbIX C FEMOIMTUKO-YPEMUYECKUM
CUHOPOMOM, HOHOLIECKMM apTPUTOM C CUCTEMHbIM Ha4Yyanom U mykononaucaxapugosom |, 1l n VI tTunos
OCYLLECTBNAETCA Ha OCHOBAHUM MEAMLMHCKUX [OOKYMEHTOB WAW WX KOMUA U BbIMUCKU U3 HUX,
OTpaKaloLmx ceegeHmA 06 yCTaHOBAEHHOM guMarHose u Bblbope MeponpuATUIA MO NEeYEHUIO NaALMEHT],
Nosly4eHHbIX OT PpesepasbHOM MeULIMHCKON OpraHM3aumm.

5. PeryavpoBaHMe OTHOLWEHMI, CBA3AHHbIX C BegeHuem deaepanbHOro  perucrpa,
OCYLLECTBNAETCA B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuiickot ®egepaunmn o6 mHbopmaumu,
NHPOPMALMOHHbBIX TEXHONOIMAX M O 3alLmTe MHGOPMaLLUK.

6. MUHKUCTEPCTBO 34paBooxpaHeHnsa Poccuiickoin degepaumm M opraHbl rocy4apcTBEHHOM BAACTU
cybbekToB Poccuiickoint depepaumm B chepe oxpaHbl 340p0BbA 06ecneynmBaloT KOHPUAEHUMANBHOCTb
cBeAeHun, cogepawmxca B PeaepanbHOM PerncTpe, a TakKe XpaHeHue U 3aluTy TaKUX CBeAeHWUH B
cooTBeTcTBUM ¢ PeaepanbHbiM 3aKoOHOM "O NepcoHanbHbIX AaHHbIX".

7. PasmelyeHve uHpopmauum B PesepanbHOM PErvcTpe OCYLLECTBAAETCA C MPUMEHeHUem
YCUIEHHOW KBAaNMOULIMPOBAHHOMN 31EKTPOHHOM noanuck B cooteeTctemm ¢ PeaepasbHbim 3akoHOM "06
3NEeKTPOHHOM noanucun".

8. dJe,u,epaanblﬁ perncTtp BeaeTca B 3/1IEKTPOHHOM BUAE C NPUMEHEHNEM aBTOMaTMBMpOBaHHOD’I
Cncrtembl nytem BHeCeHUA peFMCTpOBOﬁ 3anNncn C NpPpUCBOEHNEM YHUKAJZIbHOTO HOMEpPa peFMCTpOBOVI
3anNnCnN N yKa3daHnem gatbl ee BHeCeEHUA.

Mpwn BHeceHUn M3MEHEHUN B cBegeHuAa o 601bHOM OO1KHbI 6bITb COXpPaHeHbI YHMKaﬂbeIVI HOMep
perMCTpOBOVI 3annUcn 1 NCTopnA BHECEHUA N3MEHEHUN.

9. ®esepanbHbIi PEFUCTP COAEPHKUT CAeayloLMe CBeAeHNA:

a) CTanOBOVI HOMep MHOMBUMAYAJZIbHOIO /MUEBOIrO CYeTa 6onbHOrO B cucteme o06s3aTeNlbHOro



NEHCUOHHOTO CTPaxoBaHMA (NpU HaNYUK);
6) bamunnmsa, nma, oT4yecTso 60IbHOTO, a TaKKe damMuana, AaHHasA NPU POXKAEHUM;
B) AaTa poxaeHuna 60/1bHOrO;
r) non 6onbHoOrO;

A) adpec MecTa XWUTeNbCTBa MM MecTa npebbiBaHuA (B Cly4ae eciu cpoK npebbiBaHMSA
npesblwaeT 6 mecsues) 601bHOrO (¢ yKasaHMem Koga no Obuwepoccninckomy KnaccudumkaTtopy o6beKkToB
aAAMWHUCTPATUBHO-TEPPUTOPMANLHOTO AeNeHuns);

e) cepus M Homep nacrnopTa (CBUAETENbCTBA O PONKAEHUM) WUAN YAOCTOBEPEHUS JIMUYHOCTM
60/1bHOTO, a TaK}Ke AaTa BblJa4yM YKa3aHHbIX JOKYMEHTOB;

X) cepua M HoOmep nonavca 06A3aTeNbHOrO0 MeAMLMHCKOro CTpaxoBaHMs 60/bHOrO MU
HauMeHOBaHWe BblAaBLUEN €ro CTPAX0BOM MeANLMHCKON OpraHn3aumm;

3) uHpopmauma 06 MHBANUAHOCTM (B C/Ty4ae YCTAaHOBAEHMA rPYNMbl MHBAIMAHOCTA UK KaTeropum
"pebeHoKk-uHBanMA");

n) amnarHos 3abonesaHuA (COCTOAHUA), BKAOYAA ero Kog no MexayHapoaHoi cTaTUCTUYECKOoW
Knaccudukaumm 6onesHen M npobaem, cBA3aHHbIX CO 340POBbEM, a TaKXKe AaTa 0CMOTpa 60/1bHOMo U
AaHHble 0 ANHAMUKE COCTOAHUS;

K) uHbopmaumsa O MeAMLMHCKOW OpraHusaummn (HaMmeHoBaHME, OCHOBHOW roCyAapCTBEHHbIN
pervcTpaumnoHHbiii Homep, Kog, no Obwepoccuinckomy KnaccudukaTopy NpeanpusaTUin U opraHnsaumi),
BblAaBLUEN HanpaB/ieHUe Ha BK/OYEHWE cBefeHul 0 60/bHbIX B PeaepanbHblit perucTp (HanpasaeHue
Ha BHeceHMe W3MeHeHW B CBeaeHus, cogepskawmecs B PepepanbHom peructpe (manee -
HanpaB/ieHMe), a TaKKe M3BelLeHNEe 06 UCKNIOYEHUN cBEeAEHNIN 0 BONbHbIX N3 PeaepanbHOro perncTpa
(manee - n3seweHune);

N) AaTa BKAOYEHMA cBeAEeHMI 0 6ONbHOM W AaTa BHECEHWUA U3MEHEHWUI B cBeAeHUs 0 60abHOM B
depepanbHbIN pernctp;

M) MHGOPMALLMA O Ha3HAYEHUN IeKaPCTBEHHbIX NPENapaTos;

H) uHbopmauma o6 OTNycKe JfieKapCTBEHHbIX MpenapaToB (Zata Havana obecneyeHus
JIeKapCTBEHHbIMM NpenapaTamu u GaKTUUYECKMIA OTNYCK IeKapCTBEHHbIX NPenapaTos);

0) AaTa npuHATUA pelueHMA 06 OKOHYaHMM obecneyeHus NeKapcTBEHHbIMM nNpenapaTamu C
yKa3aHMeM NpuumnHbl (Bblesg, 3a npeaensl Poccuiickoit degepaumm Ha NOCTOSHHOE MECTO KUTe/bCTBa
WM MecTo NpebbiBaHMA (B cyyae ecim cpok npebbiBaHUA NpeBbllwaeT 6 mecaues), CMepPTb 601bHOTO,
OTCYTCTBME MOKA3aHUM K AaNbHelLeMy NpMemy IeKapcTBEHHOro Npenapara) U o nepejaye CBeAeHUN B
apxus degepanbHOro perncTpa;

n) nHpopmauma o BKAOYEeHUM B6onbHOro B PedepanbHbIt Pernctp AuL, MMEKLWUX NPaBo Ha
nosiydeHMe rocygapCTBEHHOW couManbHOM MNOMOLWM, UM WHble PEerucTpbl, NpeaycMOTPeHHble
3aKoHoaaTenbcTBoM Poccuiickoit deaepaumu, B Lenax obecneyeHns NeKapcTBEHHbIMKU NpenapaTaMiu 3a
cyeT 6roaxKeToB BroaKeTHoM cuctembl Poccninckoin epepaumm;

p) YHVUKaNbHbIM HOMEp PErMCTPOBOW 3anucy;

C) BbIMUCKa U3 Me,EI,MLLMHCKOVI AOKYMEHTaUuun 6OJ'IbHOI'O, cogepauana ceegeHna 0 HasHa4dYeHun mn
MCNON1b30BaHUN NEKAPCTBEHHbIX NPenapaTos.

10. B cnyyae ycTaHOBAEHMA AuarHosa 3abosieBaHMA (COCTOAHMA), YKasaHHOro B NyHKTe 1



HacToAwmx MpaBun, UK U3MEeHEeHUn CBeAEHUI, YKa3aHHbIX B noAnyHKTax "a" - "x" nyHKTa 9 HacToswmx
MpaBun, MeaAMUMHCKME OpraHu3aumn, B KOTOPbIX 6GO0AbHble HaxoAATcA nod  MeAULMHCKUMM
HabnogeHMem, B CPOK, He npesblwatowmii 3 pabounmx aAHen co aHA obpalweHua 60onbHOro ¢
YCTAaHOBNEHHbIM AMAarHoO3oM B MEAMUMHCKYID OpraHM3auMio MO MECTy KUTENbCTBa WU MecTy
npebbiBaHMA (B Cayyae ecim CPpoK npebbiBaHMA NpeBblllaeT 6 MecALeB), NPeACcTaBAAOT B 3/1EKTPOHHOM
BUAE WUAM Ha BymMarKHOM HocuTesle HanpaB/ieHUA W U3BEWEeHWA B OpraH rocyaapCTBEHHOM BAacTu
cybbekTa Poccuiickoit depepaunm B chepe oxpaHbl 340p0BbA No popme M B MNOpsAKe, KOTopble
yTBEpXAeHbl MUHUCTEPCTBOM 3apaBooxpaHeHnsa Poccuinckon Pegepaumm.

11. [OnAa 3anonHeHMA pernoHanbHoOro cermeHta ®PenepanbHOro perncTtpa OpraHMsauun,
OCYLLECTBAAIOLLME OTNYCK SIEKAPCTBEHHbIX NPENapaToB, HA3HAYEHHbIX JIeYaLLMM BPAYOM B COOTBETCTBUMN
C NpeaycMOTPEHHbIM NOANYHKTOM "a" nyHKTa 2 HacToswwmx MpaBua nepeyHem, 40 5-ro Yncna Kaxaoro
MecALa NpeacTaBAsOT B OpraHbl rocy4apcTBeHHOM BnacTy cybbekTtoB Poccuinckoit deagepaunn B chepe
OXpaHbl 340POBbSA B 3/IEKTPOHHOM BUAE WM Ha BymarKHOM HocuTene cBeAeHWUs 06 OTNyLLEHHbIX 3a
npeawecTByOLWMNIA MecAL, IeKapPCTBEHHbIX NpenapaTax.

12. B cnyyae ecnum cBegeHua, npeaycMoTpeHHble nognyHKktamum "a", "x" n "n" nyHKTa 9 HacToALwmx
MpaBua, He NpeacTaBieHbl B OpraHbl roCyAapCcTBEHHOM BiacTn cybbekToB Poccuiickoni Pepepaumn B
chepe oxpaHbl 340POBbSA, YKa3aHHble OpraHbl BAACTU CaMOCTOATE/IbHO 3anpallnBaloT 3TN CBeAeHUA B
roCcyAapCTBEHHbIX BHEDOIOAXKETHbIX POHAAX.

CeegeHuas o 60/IbHOM (HanpaBneHWs, W3BELEHMWA), NMPeACTaB/fseMble B 3/IEKTPOHHOM BUJE,
noasiexaT 3aBepeHuI0 3N1eKTPOHHOW MOANUCHI0 AOMKHOCTHOIO /MLLA OpraHa rocyapCTBEHHOM BacTu
cybbeKkTa Poccuitckoit Pegepaumm B chepe oxpaHbl 340p0OBbA.

13. B cnyyae Bble3ga 60nbHOrO 3a Npeaenbl Tepputopmm Poccuitickoi Peaepaummn Ha NOCTOAHHOE
MECTO UTENbCTBA MU MeCTO NpebbiBaHMA (B ClyYae ecamn cpok npebbiBaHUA NpeBbiWaeT 6 mecaues), a
TaKXe B cyvae cmepTn 60/1bHOro CBeAeHMA O HEM MoA/exkKaT apXMBUPOBaHMIO.

YTBEpKAaeHbI

noctaHoeneHvem lNpaBuTenbCTBa
Poccuitckoit ®epepaumm

OT 26 HoA6pA 2018 r. N 1416

NEPEYEHb
VYTPATUBLLUX CUNY AKTOB NMPABUTE/IbCTBA POCCUMCKOWN ®ELEPALIUN

1. NoctaHoBneHue MpaBuTenbctBa Poccuiickon deaepauum ot 26 aekabpa 2011 r. N 1155 "O
3aKyMKax JIEKapCTBEHHbIX MpenapaToB, npeAHasHauyeHHbiX Ana obecneyeHua aud, 60AbHbIX
remoouanein, MyKoBUCUMAO030M, TMNOPU3apHbIM HAHU3MOM, 6one3Hblo lowe, 3/10Ka4YecTBEHHbIMM
HOBOOOPa30BaHNAMMU  MMPONLHOMN, KPOBETBOPHOM M  POACTBEHHbIX MM TKaHeW, paccesaHHbIM
CKNepo3oM, NKL, Nocsie TpaHchniaHTauMmM opraHoB M (Mnu) TKaHen" (CobpaHue 3aKoHOOATENbCTBA
Poccuitckoit depepaummn, 2012, N 1, ct. 186).

2. MNocrtaHoBneHue MpasBuTenbctBa Poccuitickolit deaepauum ot 26 anpens 2012 r. N 404 "06
yTBepxaeHun lMpasun BegeHua  PepepanbHoro  peructpa vy, 6oabHbIX  remodunmveit,
MYKOBMCLMA030M, runodusapHbim HaHM3MOM, 60ne3HbIo Mowe, 3/10Ka4eCTBEHHbIMM
HOBOOOpPa30BaHNAMMN NMUMPONAHON, KPOBETBOPHOM UM POACTBEHHbIX MM TKaHeW, pacceAaHHbIM
CKNIepOo30M, /ML, MOC/e TPaHCMAAHTauuW opraHoB u (Mnam) TkaHei" (CobpaHWe 3aKOHOAATENbCTBA
Poccuiickolt depepaumm, 2012, N 19, cT. 2429).



3. MNyHKTbl 176 n 190 M3MeHeHWN, KoTopble BHOCATCA B akKTbl [MpaBuTenbctBa Poccuitckol
depepaunn no Bonpocam AeAtenbHOCTM MUHUCTEPCTBA 34paBOOXpaHeHUs Poccuitckon Pepepaumu,
YTBEPXAEHHbIX NocTaHoBAeHneMm lNpaBuTenbctea Poccmitckon Peagepaunm ot 4 ceHTabpa 2012 r. N 882
"O BHeCEeHUM M3MeHEeHWN B HeKOoTopble aKTbl lMpasutenbctea Poccuiickon ®degepaumm no Bonpocam
AeATeNnbHOCTU MwuHucTepcTBa 3/1paBOOXPaHEHNs Poccuiickoi depepauymn" (CobpaHue
3aKoHoaaTenbcTBa Poccuiickon depepauum, 2012, N 37, c1. 5002).

4. TMocTtaHoBneHue [pasutenbctBa Poccuiickoit ®eagepaunm ot 24 anpena 2015 r. N 389 "O
BHECEHWM U3MEHEHUN B NocTaHoBNeHUe MpaBuTenbcTBa Poccuitickoit Pepepaunm ot 26 gekabpsa 2011 r.
N 1155" (CobpaHue 3akoHogaTenbcTBa Poccuiickoit Pegepaumm, 2015, N 18, ct. 2709).

5. MNoctaHoBneHue [paButenbctBa Poccuiickon Pepepaumm ot 9 anpena 2016 r. N 288 "O
BHECEHMM M3meHeHult B lpasBuna BefeHua deaepanbHOro pernctpa v, 6OAbHbIX remodunnei,
MYKOBUCLMI030M, runodusapHbIM HaHM3MOM, 60ne3HbIo lowe, 3/10Ka4YecTBeHHbIMU
HOBOOGpPa3oBaHNAMWU NMMPONAHON, KPOBETBOPHOMW W POACTBEHHbIX WM TKaHel, paccesaHHbIM
CKNepo30oM, NKL, NOC/Ae TpaHcnAaHTauMmM opraHoB U (Mau) TKaHen" (CobpaHue 3aKoHOAOATENLCTBA
Poccuitckoit depepaumn, 2016, N 16, cT. 2225).

6. NocTtaHoBneHne [MpaBuTtenbctea Poccuiickonn ®epepaumm ot 11 asrycra 2016 r. N 784 "O
BHECEHWM U3MEHEHWI B NocTaHoBeHUe MpaBuTenbcTBa Poccnitckoin Pepepaumm ot 26 gekabpa 2011 r.
N 1155" (CobpaHue 3akoHoaaTenbcTBa Poccuiickoit ®epepaunn, 2016, N 34, cT. 5242).

7. NocTtaHosneHue [MpaBuTtenbctea Poccuiickont ®epepaummn ot 17 anpena 2017 r. N 457 "O
BHECEHMU U3MeHEHUI B MoN0KeHMEe O 3aKynKax NIEKapCTBEHHbIX NpenapaTos, npeaHasHaYeHHbIX Ans
obecneyeHuna nuu, 60abHbIX remoduaneis, MyKoBUCUMAO30M, TMNOPU3aPHbIM HAHU3MOM, BONE3HbIO
lowe, 310KaYeCTBEHHbBIMW HOBOOOPA30BAHUAMM NUMPOUAHON, KPOBETBOPHOM W POACTBEHHBLIX MM
TKaHeWn, paccesHHbIM CKNepO30M, NML, Nocse TpaHCnaaHTauun opraHoB M (unu) TKaHein" (CobpaHue
3aKoHogaTenbcTBa Poccuiickon depepaunu, 2017, N 17, c1. 2577).




