NPABUTE/IbCTBO POCCUICKOWN GEAEPALIUU

MNOCTAHOB/IEHME
oT 26 HOAGPA 2018 r. N 1416

O NOPAAKE
OPTAHU3ALIMWN OBECNEYEHUA NEKAPCTBEHHbIMMW MPENAPATAMM NNL,
BO/IbHbIX FTEMO®UNUEN, MYKOBUCLUAO30M, TMNO®U3APHBIM HAHU3MOM,
BONE3HbIO MOLLE, 310KAYECTBEHHBIMU HOBOOGPA3OBAHUAMMU
NUMPOUOHOMN, KPOBETBOPHOW U POACTBEHHbIX UM TKAHEW,
PACCEAHHbIM CKNEPO30M, TEMOJ/INTUKO-YPEMUYECKUM CUHAPOMOM,
FOHOLLECKUM APTPUTOM C CUCTEMHbIM HAYANIOM, MYKOMO/IUCAXAPUA030M
I, 1 U VI TUNOB, ANNACTUYECKON AHEMMUEN HEYTOYHEHHOW,

HACNEACTBEHHbIM AESULUTOM DGAKTOPOB Il (PUBPUHOTEHA),

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

TPAHCMNAHTALWU OPTAHOB U (UNTN) TKAHEN, A TAKXKE

O MPU3HAHUW YTPATUBLLULMMMU CUNY HEKOTOPBIX AKTOB

NPABUTE/NIbCTBA POCCUMNCKOWN ®EAEPALUU

Cn1COK M3MEHSAIOLLMX AOKYMEHTOB
(B pea. MoctaHoBneHui MpaButenbcTBa PO ot 27.03.2020 N 344,
0T 26.06.2021 N 1025, ot 15.02.2023 N 229)

B cootBeTcTBMMU € NYHKTOM 21 yacth 2 ctaTbh 14 n yactamm 7 - 9 ctaton 44 depepanbHOro 3aKOHa
"O6 ocHOBax OxpaHbl 340pOBbsA rpaxaaH B Poccuitckolt depepauumn” MpasutenbctBo Poccuitckoit
depnepaunn NOCTaHOBAAET:

1. YTBEpAmMTb Npunaraemole:

MpaBuna opraHM3aLmm obecneyeHns NeKapcTBEHHbIMM NpenapaTtamm aun, 601bHbIX remobuamnen,
MYKOBMCLMA030M, rmnodusapHbIM HaHM3MOM, 6onesHblo Mowe, 3/10Ka4YeCTBEHHbIMM
HOBOOOpa3oBaHUAMU NMMPOUAHON, KPOBETBOPHOM W POACTBEHHbIX WM TKaHen, paccesHHbIM
CKNEepPO30M, reMOSIUTUKO-YPEMUYECKMM CUHAPOMOM, HOHOLIECKMM apTPUTOM C CUCTEMHbBIM Hayasiom,
myKononucaxapugosom |, Il u VI TMnos, annactMyecko aHemumein HeyTOYHEHHOM, HacneACTBEHHbIM
nedpuumtom daktopos Il (dpubpuHorena), VII (nabunbHoro), X (Ctioapta - Mpayspa), Auuy nocne
TpaHCN/aHTaLUMM OpraHoB U (U1K) TKaHew;

(8 pea. MoctaHoBneHus Mpasutensctea PP o1 27.03.2020 N 344)

MNpaBuna BegeHus degepanbHOro pernctpa auu, H60nbHbIX remodunnen, MyKOBUCLMAO30M,
rmnodumsapHbIM HaHM3MOM, BonesHblo lolwe, 3/10KayecTBeHHbIMM HOBOOOPa3oBaHUSAMU AMMbOMOHONM,
KPOBETBOPHOM W POACTBEHHbIX MM TKaHeMl, paccesiHHbIM CKAEePO30M, eMOJIMTUKO-YPEMUYECKUM
CMHOPOMOM, HOHOLIECKMM apTPUTOM C CUCTEMHBIM Hayanom, mykonosnucaxapugosom |, Il v VI Tunos,
aniacTM4eckom aHeMmnen HeyToOYHeHHOW, HacneacTBeHHbIM geduuntom daktopos Il (bnbpuHoreHa), Vil
(nabunbHoro), X (Cttoapta - Mpayapa), Any, nocae TpaHcnAaHTaLMM OPraHoB U (Man) TKaHew;

(8 pea. MoctaHoBneHus Mpasutenbctea PP ot 27.03.2020 N 344)

nepeyeHb yTPaTMBLIMX CUAY akToB MpasutenbcTBa Poccuitickoi degepaumu.

2. MwuHucTepctBy  34paBooxpaHeHus  Poccuiickoit ®Pepepaumm B YCTAHOBJ/IEHHOM
3aKOHOZaTenbCcTBOM  Poccuiickot @Pepgepaunm nopsgke oOCyWecTBUMTb 3aKynky Ha 2019 ropg
NIEKapPCTBEHHbIX MpenapaToB A1a NaToreHeTUYECKOro neYeHns AnL, 60/1bHbIX FEMOJIUTUKO-YPEMUYECKUM
CUHAPOMOM, HOHOLWECKUM apTPUTOM C CUCTEMHbIM Hayasnom, mykonoaucaxapugosom |, Il n VI tunos,
BK/IIOYEHHbIX B MepeyYeHb }KNU3HEHHO HEOBXOAMMbIX M BaXKHENLLMX IEKAPCTBEHHbIX NpenapaTos.



2(1). NctouHMKOM PMHAHCMPOBAHMA OpraHM3aunn obecnevyeHns eKapcTBEHHbIMKU NpenapaTamu
aetelt B Bo3pacte Ao 18 net, 60/bHbIX remoduanein, MyKoBMUCLMAO30M, TMNOPM3aPHbIM HAHU3MOM,
6one3Hblo  lowe, 3/10Ka4eCTBEHHbIMM  HOBOODOpPa3oBaHMAMM  AMMGPOMAHON, KPOBETBOPHON U
POACTBEHHbIX WM TKaHEW, pPacCeAHHbIM CK/IEPO30M, FeMONUTUKO-YPEMUYECKUM  CUHAPOMOM,
FOHOLLECKMM apTPUTOM C CUCTEMHbBIM HayanoM, MyKonoancaxapugosom |, Il u VI Tunos, annactmyeckoi
aHemMel HeyTOYHeHHOW, HaceacTBEHHbIM aeduumntom paktopos Il (pubpuHoreHa), VIl (nabunbHoro), X
(Crtoapra - NMpayapa), aeTelt B Bo3pacTe 4o 18 neT nocne TpaHCcNAaHTaLMmM opraHoB v (nan) TkaHen ¢ 2023
roaa AsnAtoTCcA 6o KeTHbIE aCCUTHOBAHMUA, NPeayCMOTPEHHbIe B deaepanbHom broakeTe MUHUCTEPCTBY
34paBooxpaHeHna Poccuiickoh  Pepepaumm  ana  doHAa NOALAEPKKM  AeTell € TAXKeNbIMU
U3SHEYrPOXKAWMMN U XPOHUYECKMMWU 3aD0NEBAHUAMM, B TOM uucie peaknmu (opdaHHbIMM)
3abonesaHuamu, "Kpyr gobpa".

(n. 2(1) sBepeH MNoctaHoBneHuem MpaBuTenbcTea PO ot 15.02.2023 N 229)

3. MwuHUCTEpPCTBY 34paBooxpaHeHua Poccuiickoit Pepepaumm AaBaTb  PasbACHEHUA MO
NPVYMEHEHMIO NPaBWU, YTBEPKAEHHbIX HACTOALLMM NOCTaHOBAEHNEM.

4. HacToAuwiee noctaHosseHne BcTynaeT B cuay ¢ 1 AanBapa 2019 r., 33 UCKAOYEHUEeM NyHKTa 2,
KOTOPbIA BCTYNaeT B CUAY CO AHA OPULMANBHOTO ONyBNMKOBaHMA HACTOALLEro NOCTaHOBEHUSA.

MNpepcepnatens MNpaButenscrea
Poccuitckoit depepaumm
O.MEOBEAEB

YTBepKAaeHbl

noctaHosneHnem MpaBuTenbcTBa
Poccuiickoin Pepgepaumm

oT 26 Hosbpa 2018 r. N 1416

NPABUJA
OPrAHU3ALUUN OBECNEYEHUA NEKAPCTBEHHbIMW NPENAPATAMM JINL,
BO/1IbHbIX TEMO®U/IUEN, MYKOBUCLIMA,030M, TMNO®U3APHBIM HAHU3MOM,
BOJIE3HbIO rowle, 3I0KA4YECTBEHHbIMW HOBOOBPA3OBAHNAMMU
NMM®OUAHON, KPOBETBOPHOM U POACTBEHHBIX UM TKAHEWN,
PACCEAHHbIM CKNEPO30M, TEMOJ/IUTUKO-YPEMUYECKUM CUHAPOMOM,
IOHOLWWECKUM APTPUTOM C CUCTEMHbIM HAYA/ZTOM, MYKOMNOJIMCAXAPUAO30M
I, 11 U VI TUNOB, ANNACTUYECKOIA AHEMUEN HEYTOYHEHHOW,
HACNEACTBEHHbIM AEPULIUTOM ®AKTOPOB Il (PUBPUHOTEHA),
VII (TABU/IbHOTO), X (CTIOAPTA - MPAY3PA), UL, NOCNE
TPAHCNIAHTAL MW OPTAHOB U (U/IN) TKAHEWH

CnMCOK M3MEHSAIOLLMX LLOKYMEHTOB
(8 pea. MoctaHoBneHui MpasutenbcTea PO ot 27.03.2020 N 344,
0T 26.06.2021 N 1025, ot 15.02.2023 N 229)

1. Hactoswume [paBuna ycTaHaBAMBAKOT MOPAAOK OpraHM3aunm obecneyeHua nuy, 60NbHbIX
remopuaneint, MyKoBucUMA030M, TMNOPU3apHbIM HAHU3MOM, 60ne3Hblo lowe, 3/10Ka4YecTBEHHbIMU
HOBOOOpa3oBaHUAMU NMUMPOUAHON, KPOBETBOPHOM W POACTBEHHbIX WM TKaHen, paccesHHbIM
CK/IEPO30M, TEMOSIUTUKO-YPEMUYECKMM CUHOPOMOM, HOHOLIECKUM apPTPUTOM C CUCTEMHBIM HAYanom,
myKononucaxapuaosom |, Il u VI TMnos, annactMyeckon aHemumein HeyTOYHEHHOM, HacneACTBEHHbIM



aeduumtom dakrtopos Il (dubpuHorena), VII (nabunbHoro), X (Ctioapta - MMpayspa), auy nocne
TPaHCN/IaHTaUMM OpraHoB U (unn) TKaHel (ganee - 6o/bHblE), NEKAPCTBEHHbIMU MpenapaTamu ana
MeOULMHCKOTO NPUMEHEHUs, NpeaHasHauYeHHbIMU g5 IeYeHns 3TUX 3a601eBaHUiA, NO YTBEPKAEHHOMY
MpaBuTenbctBom Poccuiickoit Pegepaumnm nepeyHto NeKapcTBEHHbIX NpenapaTtos, cGopMMPOBaHHOMY B
YCTQHOB/NIEHHOM MM Nopsake (Oanee - nekapcTBEHHble MpenapaTbl), a TaKXKe MopAAOK W ycnoBuA
nepeaaym NeKapcTBeHHbIX NpenapaToB B CO6CTBEHHOCTb CybbeKToB Poccuinckoit ®eaepaumu.

(8 pea. MoctaHoBneHus Mpasutenbctea PP ot 27.03.2020 N 344)

2. UcTouyHMKOM dMHAHCMpPOBaHMA opraHusauum obecrnevyeHus 6o0nbHbIX B Bo3pacTe oT 18 net u
CTaplle /IeKapCTBEHHbIMWU MpenapaTamu ABAAIOTCA OHOAMKETHble acCUrHOBaHWA, NpPeayCMOTPEHHble B
depepanbHom BrogKeTe MUHUCTEPCTBY 34paBOOXPaHeHMA Poccuiickolt Pegepaumm Ha yKasaHHbIE LLenu,
a 6onbHbIX B Bo3pacTe A0 18 neT - 6logyKeTHble acCMTHOBaHWA, MpenycMoTpeHHble MuHKUCTepCTBY
34paBooxpaHeHnna Poccuiickon  degepaunm  ana  doHaa NOAAEPKKM  AeTer € TAMKenbiMU
KU3SHEYrPOXKAWMMN U XPOHUYECKMMW 3aD0NEBAHUAMM, B TOM uucie peaknumu (opdaHHbIMM)
3abonesaHuamu, "Kpyr gobpa".

BloarKeTHble accMrHoBaHWS nepedyncnaoTcds MUHUCTEPCTBOM 34paBooOXpaHeHua Poccuiickoi
depepaunn degepanbHOMY KaseHHOMY yuperkaeHuto "PepgepanbHbid UEHTP MNAHUMPOBAHMA U
OpraHM3auumn fieKapcTBeHHOro obecneyeHma rpaxgaH" MuHUCTepcTBa 34paBooxpaHeHna Poccuiickomn
depepaunn (oanee - PegepanbHbIN LEHTP) A41A OpraHM3aLMM U NPOBEAEHUS 3aKYMNOK JIEKapPCTBEHHbIX
npenaparos.

(n. 2 B pea. MoctaHoBneHua Mpasutenbctea PP ot 15.02.2023 N 229)

3. MpaBo 601bHOro Ha obecrneyeHne NeKapCTBEHHbIMM NpenapaTaMm BOSHUKAET CO AHA BKAOYEHUA
CBEAEHUN O HemM B pPerMoHanbHbi cermeHT PegepanbHOro perncrtpa vy, H60nbHbIX remoduanen,
MYKOBMCLMA030M, rmnodusapHbIM HaHM3MOM, 6onesHblo Mowe, 3/10Ka4YeCTBEHHbIMM
HOBOOOpa3oBaHUAMU NMUMPOUAHON, KPOBETBOPHOM W POACTBEHHbIX WM TKaHen, paccesHHbIM
CKNEepPOo30M, reMOSIUTUKO-YPEMUYECKUM CUHAPOMOM, HOHOLIECKMM apTPUTOM C CUCTEMHbBIM Hayasiom,
myKononucaxapugosom |, Il u VI TMnos, annactMyeckon aHemmein HeyTOYHEHHOM, HacneACTBEHHbIM
nedpuumtom daktopos Il (dpubpuHorena), VII (nabunbHoro), X (Ctioapta - Mpayspa), Auuy nocne
TpaHCcM/aHTaLUmMM opraHos 1 (Mnu) TKaHen (ganee - depepanbHblit perucTp).

(8 pea. MoctaHoBneHus Mpasutensctea PP o1 27.03.2020 N 344)

[aTa BK/OUYeHUA 60ONLHOTO B perMoHasbHblii cermeHT deaepanbHoro perucrtpa GpukcUpyetcs
Nleyallmm Bpayom B MeAMLMHCKOW KapTe ambynaTopHoro 60/1bHOro MM UCTOPUK Pa3BUTUA pebeHKa.

4. OpraHusaumna obecneveHna degepanbHbIM LEHTPOM 33 CYET cpescTB penepanbHoro b6roaxKeta
60/1bHbIX 1IEKAPCTBEHHbIMW NpenapaTamm OCYLLLECTBAAETCA C YYETOM CTaHAAPTOB MEANLMHCKON NOMOLLM,
KAMHMYECKUX peKomeHaauuii (MPOTOKO/MIOB JeyeHus) M cpedHelt KypcoBOW A03bl JIeKapCTBEHHbIX
npenaparos.

(8 pea. MoctaHoBneHus Mpasutensctea PP o1 26.06.2021 N 1025)

5. OpraHbl rocyaapcTBeHHOM BnacTh cybbekToB Poccuitickoit Penepaumm B chepe oxpaHbl 340p0BbSA
He no3aHee 1 HoabpA Tekyuwero roga npeactasnsaoT B PenepanbHbli LEHTP 3a8BKM Ha MOCTaBKY
JIeKapCTBEHHbIX NpenapaTos No popme, yTBepPKAEHHON MUHUCTEPCTBOM 3A4paBooOXpaHeHns Poccmninckoit
depepaunn (ganee - 3aABKM), C NpUNOXKeHMeM OOOCHOBAHWUI MO UX 0O6BEMY, a TaKKe nepeyeHb
OpraHM3auni, UMerLWmMxX NULEH3UIO Ha OCYLLECTBAEHWE MeaUUMHCKOU U (unan) dapmaueBTUYecKon
aeaTenbHocTM B cybbeKTax Poccuiickon Pepepaunun (ganee - opraHusaumMm-nonyyaTtenu), B Lenax
MOCTaBKM OpPraHU3aunsamM-NoIy4aTeNaM NeKapCcTBEHHbIX NpenapaTos.
(8 pea. MoctaHoBneHus Mpasutenbctea PP o1 26.06.2021 N 1025)

MoTpebHOCTb (06beM MOCTAaBKM) B JIeKapCTBEHHOM Mpenapate onpegensercd ¢ y4eTom
KAMHMYECKNX peKoMeHAaumnit (MPOTOKO/MOB /evyeHna) U cpedHeit KypcoBOW A03bl NEKAPCTBEHHOMO
npenapaTta UCXO4A U3 exkemecAYHON PpaKTnYeckon NoTpebHOCTU 6ObHbIX B IEKAPCTBEHHbIX NpenapaTax
B COOTBETCTBMM CO CBEAEHUAMU PermoHanbHoro cermeHta dPeaepanbHoOro permctpa U HeobxoaAMMoCTH



dopmmpoBaHmMsA 3anaca Ha 15 mecsues.

6. CDe,u,epaanblﬁ LUEHTP pacCmaTpuBaeT npeacraB/ieHHble 3aABKKM HAa COOTBETCTBUNE YCTaHOBHEHHOP’I
d)opme, Ha npeamet 0b60CHOBAHHOCTM 3anaBJ/IEHHbIX 06BbEeMoB NNEKAPCTBEHHbLIX NpenapaTtoB uU npu
H606XO,£I,VIMOCTM KOPPEKTUPYET UX N COrnacoBbiBaeT C BbIHECEHMEM COOTBETCTBYIOLLENO pelweHnA.

He no3gHee 15 ceHTABpA TeKywero roga PeaepanbHbli LEHTP NPeACTABAAET YKa3aHHbIE 3aABKM B
Komuccuto MUHUCTEPCTBaA 34paBooXpaHeHus Poccuitickoin degepaumm no paccMOTPEHMIO 3asiBOK (ganee
- KOMMCCUA) 4N MX PaAacCMOTPEHMs C yyacTuem npeactasutenen depepanbHoro ueHTpa, PoHaa
NoAAepPKKN OETEN C TAXKENBIMUN KU3HEYTPOXKAOLWMMN N XPOHUYECKMMM 3ab0NeBaHMAMMK, B TOM Yncne
peakumn (opdaHHbIMK) 3aboneBaHuamM, "Kpyr aobpa", WCNONHUTENbHbIX OPraHOB Cyb6bLEKTOB
Poccuiickolt ®epepaunn (B TOM ymcae € UCNOJIb30BaHMEM MHOOPMALMOHHO-TEIEKOMMYHUKALMOHHbIX
TEXHONIOTUI) Ha npeameT 0bBOCHOBAHHOCTM 3anABNAEHHbIX OOBbEMOB JIEKAPCTBEHHbIX MPEnapaTos, MX
KOPPEKTUPOBKU MPU HEOBXOAMMOCTU U YTBEPXKAEHUA 0OBEMOB NOCTAaBOK JIEKAPCTBEHHbIX NPenapaTos.
MonoxeHne 0 KOMUCCMM N ee COCTaB yTBepKaatoTcA MUHMCTEPCTBOM 34paBOOXPaHeHna Poccuinckoi
depepaumn.

(8 pea. MoctaHoBneHus Mpasutenbctea PP ot 15.02.2023 N 229)

PaccmoTpeHue 3as8BOK, yTBep:kaeHne 06beMoB NOCTaBOK U NpeacTaBneHne B PeaepanbHbili LEHTP
cBeAeHui 06 yTBepKAeHHbIX 06bemMax NOCTaBOK OCYLLECTBAAIOTCA KomUccuel B TeyeHme 30 aHen co aHA
nocTynieHuns 3aaBok oT PeaepanbHOro LEeHTpa.

CBegeHna 06 yTBEPXKAEHHbIX KOMWUCCMEN 06bemax MOCTaBOK JIeKApCTBEHHbIX MpenapaTos
HanpasnatTca PegepanbHbIM LEHTPOM B UCNOHUTE/IbHbIE OpraHbl cybbekToB Poccuitickoin ®eaepaunm
B chepe oxpaHbl 340Pp0BbA B TedeHUe 3 pabounx AHel Co AHA NOCTYMNAeHNA CBeAEHMI OT KOMUCCUN.

(8 pea. MoctaHoBneHus Mpasutensctea PP ot 15.02.2023 N 229)
(n. 6 B pea. NoctaHoBneHua Mpasutensctea PP ot 26.06.2021 N 1025)

7. O6bem nNOCTaBOK /leKapCTBEHHbIX MNpenapaToB ¢opmMmupyeTca B npeaenax 6104KeTHbIX
aCCUTHOBAHWA, MNPeAyCMOTPEeHHbIX B deaepasbHOM 3akoHe 0 deaepanbHom b6loaxeTe Ha
COOTBETCTBYIOWMIA GMHAHCOBBIMA rog, M MAAHOBbLIA MNepuosd, U AUMUTOB BOAMKETHbIX 00MA3aTenNbCTB.,
AoBeAeHHbIX B YyCTaHOBAEHHOM nopaaKke 4o MuUHUCTepcTBa 34paBooxpaHeHns Poccuiickolt Pepepaumnn
Ha 3aKyMKy IeKapCcTBEHHbIX NpenapaTos.

8. B cOOTBETCTBUM C 06 bEMAMM NOCTABOK JIEKAPCTBEHHbIX MPEnapaToB, YTBEPKAEHHBIMW OpraHamu
rocyAapcTBEHHOM BAacTu cybbekToB Poccuiickoit Pegepaumm B chepe oxpaHbl 340POBbA C YY4ETOM
peweHus Komuccun, depepanbHbli LEHTP B YCTaHOB/NEHHOM 3aKoHozaTenbcTBOM Poccuiickoit
denepaunn nopsaaKe ocyLecTBASET 3aKyNKy SIeKapCTBEHHbIX NpenapaTos.

(8 pean. MoctaHoBneHus Mpasutensctea PP ot 26.06.2021 N 1025)

MuHMCTEPCTBO 3a4paBooXpaHeHMa Poccuinickon Peaepaumnm exxerogHo M3aaeT akT O CornacoBaHum
nepegaun ®degepanbHbiM LEHTPOM 3aKyMiaeHHbIX B COOTBETCTBMM C HacTtoAwumu [pasunamu
NleKapCTBEeHHbIX NpenapaToB opraHamM rocyapcTBeHHon BnacTn cybbekTos Poccuiickoih ®epepaumm B
chepe oxpaHbl 340POBbA.

(ab3au, BBeaeH MNocraHoBeHMem MpaButenbctea PO ot 26.06.2021 N 1025)

9. TOCTaBWMKM  JIEKApCTBEHHbIX  MpenapaTtoB, onpegefeHHble B COOTBETCTBMM  C
3aKoHogaTenbcTBOM Poccuiickoit depepaumm, npeacrasnatoT B GegepanbHblii ULeHTP opopMIeHHbIE B
YCTaHOB/IEHHOM MoOpsAgKe AOKYMEHTbl, MoATBep:KAalowme ¢GakT MNoJyyeHUsa OpraHu3aumamMu-
Nnony4YyaTesIAMM JIEKAPCTBEHHbIX MPEenapaToB, B TOM YWC/e HaKnagHble M aKTbl Mpuema-nepesau
NeKapcTBeHHbIX NpenapaTos.

(8 pea. MoctaHoBneHus Mpasutensctea PP o1 26.06.2021 N 1025)

10. ®epepanbHbIi LEHTP B TedeHMe 10 paboumnx AHen co AHA NOCTYNEHUA aKTa Npuema-nepeaadmn
NPMHMMaET Ha y4YyeT JfieKapcTBeHHble npenapaTtbl M M34aeT pacnopaguTesibHble akTbl O nepegade



NIeKapCTBEHHbIX MNPenapaTtoB MCMNONHUTENbHbIM OpraHam cybbektoB Poccuidickoih  ®depepaumiy,
onpeaeneHHbIM BbICLUIMM [AO/KHOCTHbIM ANMUOM cybbekTa Poccuiickoit Pepepaunn (pykosogutenem
BbICLLEro WMCMONHUTENbHOTO opraHa cybbekTa Poccuitickoit depepaumm) (panee - ynoaHoOMOYeHHble
opraHbl), C yKa3aHMEeM HOMEHKNaTypbl, KOAMYECTBA W CTOMMOCTM JIeKapCTBEHHbIX MpenapatosB B
OTHOLWIEHMM KaXKA0ro YyNnosIHOMOYEHHOro opraHa.

(8 pea. MoctaHoBneHwui MpaButenscTea PP ot 26.06.2021 N 1025, ot 15.02.2023 N 229)

11. depepanbHblit LEHTP B TedeHMe 5 paboumnx AHen Co AHA U34aHWUA PacnopAAUTENbHOrO akKTa,
npeaycmoTpeHHoro nyHktom 10 HacToAawwmx lMpaBwua, HanpasAseT B YNOAHOMOYEHHble opraHbl (B 2
3K3emnaspax) wW3BelleHWe O MOCTaBKe /EeKapCTBEHHbIX MpenapaToB W aKkT npuema-nepenauu,
NOAMMCaHHbIEe AMPEKTOPOM (YNOAHOMOUYEHHBIM AnLOM) PeaepanbHOro LeHTpa.

(8 pea. MoctaHoBneHus Mpasutensctea PP ot 26.06.2021 N 1025)

12. YNnonHOMOYEHHble OpraHbl B TeyeHMe 5 paboumx AHel CcO AHSA NONYYEHUA U3BELLEHMA O
MOCTaBKe NEeKapCTBEHHbIX MPEenapaToB M aKTa npuema-nepesadu, npeaycMoTPeHHbIX nyHKkTom 11
HacTosawmx MMpaBua, NoANUCLIBAOT M 3aBepAOT MneyaTblo 0b6a 3K3emnaspa WU3BELLEHWS O MOCTaBKe
JIeKapCTBEHHOro npenapata M oba sK3emnaapa akTa npuema-nepenayun, nocse Yero BO3BPALLAOT B
depepanbHbI LEHTP OAMH 3K3EMMAAP YKA3aHHOIO WM3BELLEHUA M OAMH 3K3eMMAAP aKkTa npuema-
nepegauu.

(8 pea. MoctaHoBneHun Mpasutenbctea PP o1 26.06.2021 N 1025)

13. YNO/HOMOYEHHbIM OpraH Ha OCHOBAaHMM aKTa nNpuema-nepesayy MnpUHUMaeT Ha y4yeT
NeKkapcTBeHHble npenapaTbl U B TedeHue 5 paboumx AHel Co AHA NOAy4YeHMs aKkTa npuema-nepenauu
n3aaeT pacnopsaAUTe/bHbIN aKT O Nepeaaye NeKapCTBeHHbIX NpenapaTos OpraHM3aUnAM-noayYaTenam c
yKa3aHMeM HOMEHKNATYpbl, KONNMYECTBA M CTOMMOCTM IEKAPCTBEHHbIX NPENAapaToB B OTHOLLIEHWUM KaXK a0l
opraHusauum-nonydaTens.

14. OpraHusaumu-nonyyatenn B TedeHue 2 paboumx AHeW cCO AHA MOAYYEeHMA AOKYMEHTOB,
NOATBEPXKAAOWMX Nepeaady UM eKapCTBEHHbIX NpenapaTos, NPUHUMALOT IeKapcTBeHHbIe npenapaTbl
Ha yyeT, obecneuynBaloT X COXPaHHOCTb U LeNeBOe UCMO/b30BaHME,

15. depepanbHbIt LEHTP B YCTAaHOBNEHHOM MMWHUCTEPCTBOM 34paBOOXpaHeHnna Poccuitckoi
desepaumn NopsaKe OCYLLECTBASET MOHUTOPWUHT ABWMKEHWA M yyeTa NIeKapCTBEHHbIX NpenapaToB B
cybbekTax Poccuiickoit depepaunn, OBOANUT A0 CBEAEHUA YNOJHOMOYEHHbIX OPraHOB MOYYEHHbIe MO
pe3y/sibTaTaM MOHUTOPWHTA AaHHble, B TOM YMC/ie CBeAEeHUA O HOMEHKATYPe, KOJIMYECTBE U CTOMMOCTH
NleKapcTBEHHbIX NpenapaToB, 06 OTCYTCTBUM MOTPEBHOCTM B OTAE/IbHbLIX JIEKAPCTBEHHbIX Mpenapartax
nMb0 0 NoABNEHMMN LONONHUTENIbHOW NOTPEBHOCTM B IEKAPCTBEHHbIX NpernapaTax B CBA3W C USMEHEHUEM
B cybbekTe Poccuitickoli degepauunm  UYUCAEHHOCTM 6O/bHbLIX, WM3MEHEHMAMM B Ha3HaYeHUAxX
MeAMLUMHCKMMU  pabOTHMKAMW  NIeKapCTBEHHbIX  npenapatoB  60/AbHbIM M COr/acoBblBaeT
nepepacnpegeneHne NeKapcTBEHHbIX MPenapaTos mexay cybbektamu Poccuitickoit degepaumm.

(8 pea. MoctaHoBneHus Mpasutensctea PP o1 26.06.2021 N 1025)

16. MNepepaya NEeKapCTBEHHbIX NpenapaTtoB oaHMM cybbekTtom Poccuiickor Pepepaumn B
cobcTBEHHOCTL ApYyroro cybbeKkta Poccminckon Peaepalnm ocyLLECTBASETCA HA OCHOBAHUM aKTa Npuema-
nepenayn. PegepanbHbii LEHTP YBEAOMAAETCA O Nepenayve NeKapCTBeHHbIX npenapatoB B 10-a4HeBHbIM
CPOK nocne NognuMcaHma akTa NprMema-nepesadn ynosaHOMOYEHHbIMM OpraHamu.

(8 pea. MoctaHoBneHus Mpasutenbctea PP ot 26.06.2021 N 1025)

17. depepanbHbii LEHTP exKeKBapTanbHO, Ao 10-ro uvMcna mecaua, clefylowero 3a OTYETHbIM
KBapTa/soM, MpPeACTaBAAeT CBeAEeHUA O nepesaye JeKapCTBEHHbIX MpenapatoB cybbekTy Poccuiickoi
denepaumn 1 CornacoBaHHbIX NepepacnpeseeHnsaX IeKapcTBEHHbIX NPenapaToB mexay cybbekTamm
Poccuiickoit Pepepaunn B PeaepanvHyto cayxby no Hagsopy B cdepe 34paBOOXPAHEHUA B LLENAX
OCYLLECTB/IEHNA KOHTPO/A 33 LeNeBblM WCNO/Nb30BaHMEM /EKapPCTBEHHbIX NPenapaToB, a TaKXe B
MMHUCTEPCTBO 3ApaBooxpaHeHna Poccuitickoli degepaumm.

(n. 17 B pea. NocTtaHoBneHuA MpaButenscTea PO ot 26.06.2021 N 1025)



18. B uenax obecneyeHuns 60bHbIX NEeKapCTBEHHbIMU NpenapaTtamMmun B nopAaaxke, yCtraHOB1IEHHOM
3aKOHO4ATENbCTBOM Poccuitckoit dJe,u,epau,M N, OCyLecCTBNAETCA Ha3Ha4YeHUE NEKAPCTBEHHbIX NpenapaTos
n O¢OpMJ’IEHVIe peuenToB Ha 1eKapCTBEHHbIE NpenapaThbl.

19. MNpwu HasHayeHUM 6ONbHOMY NEKAPCTBEHHbIX NPENapaToB Jevalmini Bpay MHGoOpMMpyeT ero o
BO3MOKHOCTU MOJIYYEHUA MM COOTBETCTBYHOLLMX NEKAPCTBEHHbLIX NPenapaToB 6e3 B3MMaHuA nnaTbl B
COOTBETCTBMM C 3aKOHOAATENLCTBOM Poccuiickolt depepaumm.

20. B uensax guHammnyeckoro HabnoaeHMs 3a 601bHbIM U COBNOAEHNA NEPUOANYHOCTM NOCeLLEeHUA
UM  MEeOMUMHCKOM OpraHusauum nevawmMm Bpayom oOnpeaensercs KO/MYEecTBO J1IeKapCTBEHHOro
npenapata, eAMHOBPEMEHHO O0GOPMIEHHOrO Ha peuenTypHom 6naHKe B COOTBETCTBUM C
peKoMeHA0BaHHOM CpeaHEeCYTOUYHOM KYpCOBOM A030/M M CPOKOM, Ha3HaYeHHbIM AR NOCELLEHNA.

21. MeamumHcKan OopraHunsauunAa npenocrtasnfaeTr 6oanomy UM ero 3aKOHHOMy npeacrtaBUTENO
MHd)opmau,mo 06 OpraHn3aumnAax, pacnoN0XXeHHbIX B rPaHNUaX MyHULUNAIbHOIo O6pa3OBaHVI‘r'I no Mmecty
KUtenoCrtBa AN Mecty Hp86bIBaHMH (B C/lydae eCin CPOK FlpeﬁblBaHVI‘il npesbilaeT 6 MECHLI,eB) 60n1bHOrO
N ocywecrenAarowmnx 6ecnnaTHbI OTNYCK NeKapPCTBEHHDbIX NPEnapaToB, Ha3HA4Y€HHbIX /ie4yalnm Bpavyom.

22. Nocne BKAOYEHUSA BONBHOTO B permoHasbHbIN cermeHT PegepanbHOro perncTpa HasHayeHue u
OTNYCK EMY UAN €ro 3aKOHHOMY NMPeACTaBUTENO JIEKAPCTBEHHbIX MPEenapaToB OCYLLECTBAAETCS B CPOK, He
npesbiwatowmii 20 paboumx aHer co AHA BKAKOYEHUA.

23. OpraHu3auma obecneyeHUs eKapCTBEHHbIMM npenapaTamu 60AbHbIX, MPOMKMBAOWMX B
CTaLMOHAPHbIX OpraHM3aumMaAX CoLMaNbHOro 06CNYKMBAHUA UAKN OTObIBAIOLWMX HAaKa3aHWe, CBA3aHHOe C
NviweHrem ceob0oabl, OCYLLECTBAAETCA COOTBETCTBYOLLEN OpraHu3aumen.

24. B cnyyae Bble3ga 601bHOrO 3a npegesnbl TeppuTopumn cybbekTa Poccuiickoii depepaunu, B
KOTOPOM OH MpPOXKWMBAET, HA TeppuUTOpMUIO Apyroro cybbekta Poccuiickoit deaepaumm Ha CpoK, He
npesbIWaoWmn 6 mecaues, TakoMmy 601bHOMY OpPraHoOM rocyapcTBEHHOM BNacTh cybbekTa Poccuiickoi
denepaumn B chepe oxpaHbl 340P0BbA OPraHM3yeTCss HasHauYeHWe IeKapCTBEHHbIX NPENapaToB Ha CPOK
npvema, PaBHbIN CPOKY ero Bblesza 3a npeaensl Tepputopum cybbekTa Poccuiickol deaepaumu, nmbo,
YUYNTbIBAA CPOKM FOAHOCTM MMEIOLLMXCSA OCTAaTKOB JIEKAPCTBEHHbIX NpenapaToB, obecneyeHne TaKoro
60/IbHOTO N1eKAPCTBEHHbIMM NpenapaTamu Ha COOTBETCTBYHOLMIA CPOK.

CBegeHMA O KOIMYECTBE HA3HAYEHHbIX WAM OTNYWEHHbIX GOAbHOMY MWAW €ro 3aKoHHOMY
npeacTaBuUTeNl0 /JIEKApPCTBEHHbIX MNpenapaToB BHOCATCA B pPeryMoHasibHblit cermeHT degepanbHoro
perucrpa.

25. B cnydae Bble3ga 60nbHOrO 3a npeaesnbl TeppuTopumn cybbekTa Poccuiickoit degepaunu, B
KOTOPOM OH MNpPOXMBaeT, Ha TeppuTopuio Apyroro cybbekta Poccuiickoint Pepepauum Ha CpoOK,
NPeBbIWAOWNN 6 MECALLEB, MW B CTlyYae U3MEHEHMS MECTa XKUTEebCTBA TaKoMy 60/1bHOMY Ha3HauYaoTCA
NeKapcTBeHHble NpenapaTbl Ha CPOK Npuvema He bosee ogHOro mecaua AMBGO OpraHM3yeTcs OpPraHoMm
rocygapcTBeHHOM BnactTu cybbekta Poccuiickon Pepepaumm B chepe oxpaHbl 340p0BbsA obecneyeHume
TaKoro 60/IbHOro NEeKaPCTBEHHLIMM NpenapaTamu Ha CPOK Npruema He 6osiee 0AHOTo mecsua.

CBefieHMA 0 TaKOM 6OSIbHOM NOANEKAT UCKAOUYEHMIO U3 PErMOHaNbHOrO cermeHTa ®esepanbHOro
pernctpa cybbekTa Poccuinckoit ®eaepauymm, c TEppUTOPUM KOTOPOTO BbiesKaeT 601bHOM, U nepegave (B
TOM 4Yucne C  UCNo/Ab30BaHMEM  WMHPOPMALUOHHO-KOMMYHUKALMOHHbBIX  TEXHO/IOFMIA)  OpraHy
rocyapcTBeHHOM BnacTu cybbeKkta Poccuiickoit degepauymm B chepe oxpaHbl 340P0BbA, HA TEPPUTOPULD
KOTOpOro Bbexan 60/IbHOW, ANA BKAKOYEHUA B PernoHasbHblii cermeHT PegepanbHOro pernctpa sToro
cybbekTa Poccuinckon ®egepaumn.

[aTton BKAOYEHUA cBefdeHWU o 60NbHOM B pernoHanbHbi cermeHT PepepanbHOro perucrpa
cybbektom Poccuiickoit Pepepaummn, Ha TEPPUTOPUID KOTOPOro Bbexasl OO0/IbHOM, ABNAETCA [AEHb,
cnefyloWmMii 3a AHEM WCKAOYEHUA CBEAEHWA O HEM W3 pPermoHanbHoro cermeHta degepanbHoro
pernctpa cybbektom Poccuiickon degepaunm, C TEPPUTOPUM KOTOPOTO Bblexan 601bHON.



26. OpraH rocyapcTBeHHOM BacTh cybbekTa Poccuiickon ®epepaumm B chepe oxpaHbl 340p0BbA,
C TeppuTopuMM KOTOpOro Bblexan 60nbHOM, npeactaBnsaeT (B TOM 4MCAe C  WUCMONb30BAHWEM
MHPOPMALNOHHO-KOMMYHMKALIMOHHBIX TEXHOMOTMI) MO 3anpocy opraHa rocyAapCTBEHHOM BAACTM
cybbekTa Poccuiickolt Pepepaunm B chepe oxpaHbl 340pOBbA, Ha TEPPUTOPUIO KOTOPOTrO BbeEXan
60/1bHOM, CBEAEHMA O KONNYECTBE HAa3HAYEHHbIX AN GaKTUYECKMN NPeaoCTaBAEHHbIX 6ObHOMY WK ero
3aKOHHOMY NpPeACTaBUTE/IO0 NIEeKAPCTBEHHbIX MPENnapaToB B COOTBETCTBMW C MyHKTOM 25 HactoAwmx
Mpasun.

YTBEpKAaeHbI

nocraHosneHnem MpaBuTenbcTea
Poccuiickoin Pepgepaumm

oT 26 Hosbpa 2018 r. N 1416

NPABUNA
BEAEHWA ®EAEPANIBHOIO PETUCTPA NINL, BONbHbBIX TEMODUIUEN,
MYKOBUCLNA030M, TMNO®U3APHbIM HAHU3MOM, BOIE3HbBIO FOLLE,
3/10KAYECTBEHHbIMU HOBOOBPA30BAHUAMU TUMPOUAHOMN, KPOBETBOPHOWM
U POACTBEHHbIX MM TKAHEW, PACCEAHHbIM CKNEPO30M,
FEMOIUTUKO-YPEMUYECKUM CUHOPOMOM, FOHOLLECKUM APTPUTOM
C CUCTEMHbIM HAYAJIOM, MYKOMOJ/IMCAXAPUA030M |, Il U VI
TUNOB, ANJIACTUMECKOW AHEMMUEN HEYTOYHEHHOW,
HACNEACTBEHHbIM AEPULUTOM GAKTOPOB Il (PUEPUHOTEHA),
VIl (NABUNIbHOTO), X (CTIOAPTA - MPAY3PA), UL, NOC/NE
TPAHCNNIAHTALIUM OPFAHOB U (UNN) TKAHEWN

CnMCOK M3MEHSAIOLLMX LLOKYMEHTOB
(8 pea. MNoctaHoBneHui MpasutenbcTea PO ot 27.03.2020 N 344,
0T 26.06.2021 N 1025, ot 15.02.2023 N 229)

1. Hactosawue MpaBuna ycTaHaBAMBAIOT NOPAAOK BeeHUA PenepanbHOro permctpa amu, 60abHbIX
remopuaneint, MyKoBucUMO030M, TMNOPU3apHbIM HAHU3MOM, 60ne3Hblo lowe, 3/10Ka4YecTBEHHbIMU
HOBOOOpa3oBaHUAMU NMUMPOUAHON, KPOBETBOPHOM W POACTBEHHbIX WM TKaHen, paccesHHbIM
CKNEpPO30M, reMOSIUTUKO-YPEMUYECKUM CUHAPOMOM, HOHOLIECKMM apTPUTOM C CUCTEMHbBIM Hayasiom,
myKononucaxapugosom |, Il u VI TMnos, annactMyeckon aHemmein HeyTOYHEHHOM, HacneACTBEHHbIM
nedpuumtom daktopos Il (dpubpuHorena), VII (nabunbHoro), X (Ctioapta - Mpayspa), Auuy nocne
TPaHCNAAHTALMKN OPraHoB U (MNK) TKaHEeN (Janee COOTBETCTBEHHO - bonbHble, PeaepanbHblil pernctp).
(8 pea. MoctaHoBneHus Mpasutensctea PP o1 27.03.2020 N 344)

2. BegeHne deaepanbHOro perncrpa ocyLwecTBAAETCA B CAeAyHOLLNX Lenax:

a) obecneyeHne NeKapCTBEHHbIMK NpenapaTaMm A8 MeAULMUHCKOTO MPUMEHEHUSA, BKAHOUYEHHBIMM
B yTBepXXAeHHbIN MpasutenbctBom Poccuiickoit Pepepaumnmn nepeveHb NEKAPCTBEHHbIX MPENapaTos,
CGOPMMPOBaAHHbIN B YCTaHOBAEHHOM MM MopAAKe (fanee - NeKapCTBEHHble Npenapatbl), 60NbHbIX B
BO3pacTe OT 18 neT u cTaplue 3a cyeT H6HOAKETHbIX ACCUTHOBAHWIA, NPeAyCMOTPEHHbIX B dpeaepasbHOM
6roakeTe MUHUCTEPCTBY 34paBoOXpaHeHUs Poccninickon deaepalmm Ha yKasaHHble uenm, a 601bHbIX B
Bo3pacTe A0 18 neT - 3a cyeT OOAKETHbIX ACCMTHOBAHWM, MNpPeAyCMOTPEHHbIX MWHUCTEPCTBY
34paBooxpaHeHunna Poccuiickoin  degepaunm  ana  doHaa NOAAEPKKM  AeTer € TAXKenbiMU
KU3SHEYrPOXKAWMMN U XPOHUYECKMMM 3abosieBaHUsA, B TOM 4ucsie peakumu (opdaHHbIMM)
3abonesaHnamn, "Kpyr pobpa". bBloarKeTHble accuMrHoBaHMA nepedncnaoTca  MuWHUCTEpPCTBOM



34paBooxpaHeHua Poccuiickon Pepepaunmn degepanbHOMYy KaseHHOMY yyperkaeHuto "degepanbHbln
LEHTP MNJAHWPOBAHMA M OpraHM3aLMM JIeKapcTBeHHoro obecneyeHus rpaxgaH" MuHucTepcTBa
3apaBooxpaHeHus Poccuiickoli Pepepauun (manee - depepanbHbili LEHTP) 414 OpraHM3auuun u
NpoBegeHWA 3aKyNOK IEKAPCTBEHHbIX NPEnapaTos;

(nn. "a" B pea. NoctaHoBneHuA MpaButenbctea PO ot 15.02.2023 N 229)

6) MOHUTOPUHT ABUMKEHMA U ydeTa 60NbHbIX HA OCHOBaHMM CBEAEHUIA, MTPeACTaBAAEMbIX OpraHamMM
rocyaapcTBeHHOM Bnactn cybbektoB Poccuiickoit Peagepaunn B chepe oxpaHbl 340p0BbSA;

B) 3pheKTUBHOE NAaHNPOBAHME M pacxoaoBaHne GMHAHCOBbIX CPEeACTB, HanpPaBAAEMbIX Ha 3aKy MKy
HeobX0AMMbIX NEeKaPCTBEHHbIX NpenapaTos Ana obecneyeHns MMM 6ONbHbIX NO MECTY KUTENbCTBA UK
mecTy npebbiBaHuA (B cnyyae ecnv cpok npebblBaHMA NpPeBbIWaeT 6 MecAues).

3. depepanbHblit peructp asaseTca dpeaepanbHoi MHGOPMALMOHHON CUCTEMOM, COCTOALLEN U3
pervoHanbHbIX CErMEHTOB, KOTOPble Pa3AenATCA HA NOACErMEHT, COAEPKaLLMI cBeAEHNA O BO/bHbIX B
BO3pacTe A0 18 neT, n NoacermeHT, coaepKalunin ceeieHns o 60/1bHbIX B BO3pacTe oT 18 neT 1 ctaplue, 1
copeprKallei ceefieHnA, NpeayCMOTPEHHbIE NYHKTOM 9 HacToAwmx Mpasua.

(8 pea. MoctaHoBneHus Mpasutenbctea PP ot 15.02.2023 N 229)

MuHUCTepCTBO 3apaBooOXpaHeHns Poccuiickonn Pepepaunn ABnaeTca onepaTtopom 3Toi CUCTEMbI U
obecneunBaeT ee becnepeboliHoe GyHKLUMOHUPOBAHME.

MuHucTepcTBO 3apaBooxpaHeHma Poccuiickoint ®epepaymm obecneunsaet PepepanbHOMy LLEHTPY
n OoHAay NoAAEPKKM AETEN C TAKENBIMU HKUHEYTPOKAIOLLMMM U XPOHUYECKMMM 3a601€BaHUAMMN, B TOM
uncne pegknmm (opdaHHbImmM) 3abonesaHuamu, "Kpyr 4obpa" aoctyn K MHGopmaLmn, coaeprKalleiica B
dPepepanbHOM perncTpe.
(ab3au, BBeaeH MoctaHoBneHnem MpaButenbctea PP ot 26.06.2021 N 1025; B pea. MoctaHoBAEHMUA
MpaBuTenbctsa PO ot 15.02.2023 N 229)

4. OpraHbl rocyZ,apcTBEHHOW BAcTM cybbeKToB Poccuiickoin degepaumm B chepe oxpaHbl 340P0BbSA
obecneynBaloT BHeCEHMe cBegeHUl 0 BOJIbHbIX B PErMOHa/bHbIA cermeHT deaepanbHOro perncrpa B
CPOK, He npeBblWwatowmnii 5 pabounx gHew co AHA o0bpalLeHns 60bHOro C YCTaHOBAEHHbIM ANArHO30M B
MEeAMLMHCKYIO OpPraHM3aumio No MeCTy ero UTenbCTBa WAM MecTy npebbiBaHUA (B cnyvae ecam Cpok
npebbiBaHWA NpeBbiWaeT 6 MmecAues).

BkntoyeHWe B perMoHasnbHbi cermeHT ®PepepanbHOro pernctpa  ceefeHuit o H6obHbIX
OCYLLECTBAAETCA MeAMLMHCKOW OpraHusaumen no Mecty WX KUTeNbCTBa WM MecTy npebbiBaHua (B
C/ly4ae ecamn cpoK npebbiBaHWA NPEBbIWAET 6 MeCALEB) Ha OCHOBaHUM MEAMUMHCKUX OOKYMEHTOB (MX
KOMWI) WMAM BBIMUCKM M3 HUX, OTpaKaloWmx cBedeHMA 06 yCTaHOBNEHHOM AuarHose U Bblbope
MepPONPUATUI NO NEYEHUIO NALUMEHTa. BKatoyeHWe ceefeHuiti 0 BONbHbIX C FeEMOIUTUKO-YPEMUYECKUM
CUHAPOMOM, HOHOLLECKMM apTPUTOM C CUCTEMHbBIM Hayanom U mykonoaucaxapugosom I, Il n VI Tunos
OCYLLECTBAAETCA HA OCHOBAaHUWM MEOULMHCKMX [OOKYMEHTOB WMAM WMX KOMWIN W BBIMUCKM U3 HUX,
OTpaKaloLmx ceeaeHuA 06 yCTaHOBAEHHOM AMarHo3e M BblIbope MeponpuATUIA MO IeYEHUIO NALMEHTa,
NoJly4eHHbIX OT peaepanbHON MeANUMHCKON opraHn3auuu.

5. PerynnpoBaHue OTHOLEHWI, CBA3AHHbIX C BegeHnem defepasibHOro perucTpa, ocyLwecTBaseTca
B COOTBETCTBMM C 3aKOHOoAaTesnbCcTBOM Poccuiickoin deaepaumm 06 MHPOpMaLUKM, MHPOPMALMOHHBIX
TEXHO/IOTUSAX U O 3aLmMTe MHGOPMALLUMK.

6. MuHUcTepcTBO 3apaBooxpaHeHua Pocculickolt depepauunun, dPepepanbHolii ueHTp, PoHA,
NOALEPHKN AETEN C TAMKENbIMU KUIHEYTPOKAWMMMN U XPOHUYECKUMM 3aD0NEBAHUSMMN, B TOM YUC/e
peakmmm (opdaHHbIMK) 3aboneBaHmaMMK, "Kpyr nobpa" 1 opraHbl rocyaapCcTBEHHOM BacTU CybbeKToB
Poccuiickoit ®epepaummn B chepe oxpaHbl 340p0BbA 0becneynBatoT KOHPUAEHUNANBHOCTb CBEAEHUN,
copeprrawmxcs B DenepanbHOM PErncTpe, a TakKe XpaHeHUe M 3alLMTy TaKMUX CBEAEHMUI B COOTBETCTBUM
¢ ®epepanbHbiMm 3aKkoHOM "O NepCcoHaNbHbIX AaHHbIX".



(8 pea. MoctaHoBneHwui MpaButenscTea PP ot 26.06.2021 N 1025, ot 15.02.2023 N 229)

7. PasmelweHne uHPopmauum B depepasbHOM perucTpe OCyLEeCTBAAETCA C MPUMEHEeHMeM
YCUAEHHOWN KBAaIMPULIMPOBAHHOM 3NEKTPOHHOM NOANUCK B COOTBETCTBUM C PeaepanbHbim 3akoHoM "06
3/IeKTPOHHOM noanucn".

8. denepanbHblit perncTp BedeTcA B 3NEKTPOHHOM BMAe C NPUMEHEHWEM aBTOMATU3MPOBAHHOM
CUCTEMBI MYTEM BHECEHUA PErucTpoBOM 3aMWUCKM C MPUCBOEHMEM YHWKANbHOrO HOMEpa PerncTpoBoi
3anucK 1 yKasaHWem AaTbl ee BHECEHWUA.

Mpwn BHeceHUn U3MEHEeHUN B cBegeHuAa o 60/1bHOM AOTXKHbI 6bITb COXpaHeHbI yHMKaﬂbeIl\;l HOMmep
pEFMCTpOBOVI 3anncun n UCTopumAa BHeCeHUA N3MEHEHUN.

9. desepanbHbIN PEFUCTP COAEPHKUT CNesylolme CBegeHuns:

a) CTanOBOﬁ HOMEep MHOMBUMAYA/ZIbHOIoO /MUEBOIro CYeTa 6onbHOro B cucteme 06s3aTesIbHOroO
NEHCNOHHOTO CTPaxoBaHUA (an HalWI‘-Il/IM);

6) damunnus, ums, otT4ecTBo 601bHOrO, a TaKXKe daMUKnA, AaHHAA NPU POXKAEHUN;
B) AaTa poxaeHua 601bHOro;
r) non 6onbHOro;

[) agpec MecTa KUTenbCcTBa AN MecTa NpebblBaHMSA (B ClyYae ecam CPOK NpebbiBaHMA NpesbIwaeT
6 MmecAaueB) 6osbHOro (c ykasaHumem Koga no ObuwepoccMinckomy Knaccudurkatopy 06BEKTOB
aAMUHUCTPATUBHO-TEPPUTOPMANILHOTO AeNeHuns);

e) cepua M Homep nacrnopta (CBMAETENbCTBA O POXMAEHWUW) WMAN YAOCTOBEPEHUA /IMYHOCTU
60/1bHOTrO, a TaKKe AaTa BblAaun YKa3aHHbIX JOKYMEHTOB;

) cepua M Homep nonuca o6sa3aTesIbHOro MeAULIMHCKOro CTpaxoBaHUA 601bHOIoO U HAUMeHOBaHUe
BblAaBLUEN €ro CTPaxoBOW MeANLMHCKOW OpraHn3aumnm;

3) HGOpPMaUusa 06 MHBANMAHOCTM (B CNyYae YCTaHOBAEHUA TPYNMbl MUHBAAUAHOCTU UNU KaTeropum
"pebeHoK-uHBanmAa");

M) AuarHos 3abonesBaHUs (COCTOsIHWA), BKAOYAsA ero Koa no MexayHapoaHOM CTaTUCTUYECKOM
Knaccudukaumm bonesHein n npobnem, cBA3aHHbIX CO 340POBbEM, a TaKKe AaTa 0CMOTpa 60/IbHOro U
AaHHble 0 ANHAMWNKE COCTOAHMSA;

K) MHPOpMaLMA O MEeOUUMHCKOM opraHusaumu (HamuMeHOBaHWE, OCHOBHOM roCyAapCTBEHHbIN
perncTpaunoHHbIi Homep, Ko no O6LLepocCUnCKoMY KnaccudpuKaTopy npeanpuatuii n opraHnsaumi),
BblAaBLUEM HanpaB/ieHWe Ha BKAKOYEHUe cBeAeHU 0 60/bHbIX B PeaepasnbHblit pernctp (HanpasnaeHue
Ha BHeCeHWe U3MeHeHUI B CBeAeHUsA, cogepalumecs B PeaepasbHOM pernctpe (ganee - HanpasaeHue),
a TaKXe u3BelleHMe 06 MCKAYeHUU cBedeHun o 6osbHbIX M3 PenepanbHoro peructpa (panee -
nsBelleHue);

N) AaTa BKAOYEHUS CBeAEHUI 0 6ONbHOM M faTa BHECEHUA U3MEHeHW B cBeaeHnn o 601bHOM B
denepanbHbIit perncTp;

M) MHGOPMaLMA O Ha3HAYEHUN IeKapPCTBEHHbIX NPenapaTos;

H) uHbopmauma o6 OTnNycKe JfleKapcTBEHHbIX MpenapatoB (Aata Havyana obecnedyeHus
NeKapcTBeHHbIMM Npenapatamm 1 GakTUYECKMIM OTMYCK NEKapCTBEHHbIX MPenapaTtos);

0) AaTa NpUHATMA pelleHMA 06 OKOHYaHUM obecneyeHus NeKapCTBEHHbIMK MNpenapaTamu C



yKasaHWeM npuunHbl (Bblesg, 3a npeaensl Poccuiickoit degepaunm Ha NOCTOAHHOE MECTO YKUTENbCTBA
UM MecTo npebbiBaHWA (B C/lyYae ecnu CpoK npebbiBaHMA NpeBbiwaeT 6 MecAueB), cmepTb 60bHOrO,
OTCYTCTBME MOKa3aHWM K AanbHelwemMy NpuemMy eKapCTBEHHOrO NpernapaTta) v o nepeaaye cBeAeHuUin B
apxus defepanbHOro perucTpa;

n) nHdopmaumsa o BKAOYEeHUU BosbHOro B deaepanbHblit PErucTp NUL, UMEOWMX NpPaBo Ha
nojslyyeHMe rocy[apCTBEHHOMW COUMasbHOW MNOMOLWM, WM  WUHble PEernucrpbl, MpeaycMOTPEHHbIe
3aKoHoaTenbcTBOM Poccuinckoit Penepaummn, B uenax obecneyeHmsa NeKapcTBEHHbIMM NpenapaTtamm 3a
cyeT 6toayKeToB bOloAKETHOM cucTembl Poccuinickon Peaepaunm;

p) YHUKaNbHbIN HOMEp PErMcTPoBOM 3amnucy;

C) BbIMUCKa U3 Me,CI,VILI,MHCKOﬁ AOKYMEHTaUnn 60ﬂbHOI'O, cogepaulada ceegeHna 0 HasHa4YeHUn mn
MCNON1b30BaHUN /IEKAPCTBEHHbIX NPENapaTos,;

T) UCTOYHUK GMHAHCUPOBAHUA NPUOBPETEHMA NEeKapPCTBEHHbIX NPenapaTos.
(nn. "r" BBeaeH MNoctaHoBneHnem MpaButenbctea PO ot 15.02.2023 N 229)

10. B cnyyae ycTaHOB/IeHMA AMarHo3a 3ab6oneBaHmA (COCTOAHMA), YKa3aHHOrO B MyHKTe 1 HacToALMNX
Mpasun, U U3MEHEHUs CBeAEHMMN, YKa3aHHbIX B noanyHkTax "a" - "x" nyHkrta 9 Hactoawmx MNpasun,
MeAULMHCKME OpraHM3aumnm, B KOTOPbIX BONbHbIE HaX0AATCA NoA MeAULMHCKMM HabiloaeHUeM, B CPOK,
He npesblwamowmini 3 pabounx aHen co AHA obpauweHma 60AbHOrO C YCTaHOBJ/IEHHbIM AMArHO3oM B
MEAULMHCKYIO OpraHM3aumio Mo MecCTy XUTenbCcTBa WMAM MecTy npebbiBaHua (B Cayyae ecnm Cpok
npebbiBaHWUA NPeBbIIAET 6 MecALLEeB), NPEACTaBAAIOT B 3/IEKTPOHHOM BUJE UAU HA BYMaXKHOM HocuTene
Hanpas/ieHMA U U3BELLEHUA B OpraH rocy1apCcTBEHHOM BNacTn cybbekTa Poccuiickon denepaunn B chepe
OXpaHbl 310p0oBbA No Gopme 1 B NopsaKe, KOTopble yTBepKaeHbl MUHUCTEPCTBOM 3paBOOXPaHEeHUs
Poccuiickoin Peagepaunn.

11. [Ona 3ano/iHeHWs pernoHanbHOro cermeHTa ®degepanbHOrO perncTpa opraHusaumm,
OCYLLECTB/IAOLLME OTMNYCK JIEKAPCTBEHHbIX MPENapaToB, HasHAaYEHHbIX JIeYaLM BPAaYOM B COOTBETCTBUM
C NpeAyCcMOTPEHHbIM NoAMNYHKTOM "a" NyHKTa 2 HacToswmx MpaBua nepedyHem, 40 5-ro umcna Kaxagoro
MecAua NPeACcTaBAAOT B OpraHbl rocyAapcTBEHHOM BacTM cybbekToB Poccuiickoi depepaummn B chepe
OXpaHbl 340POBbSA B 3/IEKTPOHHOM BUAE MW HA BymaxkHOM HocuTene cBefeHus 06 OTMyLLEeHHbIX 3a
npeaLwecTBYOWMNIN MeCAL, 1IeKapCTBEHHbIX NpenapaTax.

12. B cnyyae ecnu ceefeHUs, npeaycMoTpeHHble nognyHktamum "a", "x" un "n" nyHkTa 9 HacToAWwmX
MpaBwa, He npeacTaB/ieHbl B OpraHbl rocygapcTBeHHOM BNacTu cybbekToB Poccuiickolt ®eaepaumm B
chepe oxpaHbl 340P0OBbA, YKa3aHHble OpraHbl BAACTU CaMOCTOATE/IbHO 3anpaluMBatloT 3TU CBeAeHUs B
rocyapCTBEHHbIX BHEOHOAMKETHbIX GOHAAX.

CBegeHus o 60/bHOM (HanpaBneHWsA, W3BELEeHWs), NpeacTaBisdemMble B 3/1EKTPOHHOM BUAE,
NoANIEXKaT 3aBEPEHUIO 3/IEKTPOHHOW NOAMNMUCHIO LOKHOCTHOTO /IMLL@ OpPraHa rocyAapcTBEHHOMN BaacTu
cybbeKkTa Poccunitickon Pegepaunm B chepe oxpaHbl 340P0BbA.

13. B cnyyae Bble3ga 60nbHOTO 3a Npeaesnbl Tepputopun Poccuiickoin degepaumm Ha NoCTOAHHOE
MECTO }KUTE/IbCTBA UAN MECTO NpebbiBaHuMA (B C/y4ae ecam cpok npebbiBaHUA NpeBbiWwaeT 6 mecaues), a
TaKXKe B c/lyyae cMepTu 60/IbHOTO CBeAEHMA O HEM NMOA/1eXKaT apXMBUPOBAHMIO.

YTBepKAaeHbl
noctaHosneHnem MpaBuTenbcTea
Poccuiickoin Pepgepaumm



OT 26 HOsbpAa 2018 r. N 1416

NEPEYEHb
YTPATUBLUNX CUNTY AKTOB NPABUTE/IbCTBA POCCUICKOWN ®EAEPALIUK

1. NocTaHoBneHue MpaBuTtenbctBa Poccuiickon deaepauum ot 26 aekabpa 2011 r. N 1155 "O
3aKyMNKax IEKapCTBEHHbIX MPENapaToB, NpeAHa3HauYeHHbIX Ans obecneyeHus auL, 60NbHbIX remoduanen,
MYKOBMCLMO030M, rMnopusapHbIM HaHU3MOM, 60n1e3HbI0 Mowe, 3/10Ka4YeCTBEHHbIMM
HOBOOOPA30BaHMAMMU NUMGPONLHON, KPOBETBOPHOW M POACTBEHHbIX WM TKaHeW, pacCceaHHbIM

-

CK/Iepo30M, /ML, NOC/ae TPaHCnaaHTauum opraHoB M (unm) TKaHei" (CobpaHue 3aKoHoAaTeNbCTBa
Poccuitckoit depepaumn, 2012, N 1, cT. 186).

2. MocTtaHoBneHne lMpaButenbctea Poccuiickoit ®egepaumm ot 26 anpena 2012 r. N 404 "O6
yTBepaeHun MNpasun seaeHmna GeaepanbHOro perncrpa anu, 60abHbIX remoduanen, MyKoBUCLNL030M,
rmnodusapHbIM HaHM3MOM, BonesHblo loLwe, 310KayecTBEHHbIMW HOBOOOpPa3oBaHUAMKN NMMPONAHOM,
KPOBETBOPHOMW WM POACTBEHHbIX MM TKaHEMW, pacCeaHHbIM CKNepPOo30M, /UL, Moc/e TpaHChAaHTauum
opraHoB 1 (nnun) TkaHei" (CobpaHue 3akoHoaaTenbcTea Poccuiickoit Pepepaumn, 2012, N 19, ct. 2429).

3. MNyHKTbl 176 n 190 M3MeHeHWN, KOoTopble BHOCATCS B aKTbl [lpaBuTenbctBa Poccuitckol
depepaunn no Bonpocam AeATeNbHOCTM MuHUCTepcTBa 3A4paBooxpaHeHua Poccuiickoit Pepepaumm,
YyTBEPKAEHHbIX NocTaHoBNAeHWem [paBuTenbcTBa Poccuiickon Pepepaunm ot 4 ceHTabpsa 2012 r. N 882
"O BHECEHUW U3MEHeHUI B HeKoTopble aKTbl MpasutenbctBa Poccuitickon depepauum no sonpocam
OeATeNbHOCTU MuHKUcTepcTBa 3/ paBOOXpaHeHUs Poccuinckoit bepepaunn" (CobpaHnue
3aKoHogaTenbcTBa Poccuiickon degepaumm, 2012, N 37, ct. 5002).

4. MocTtaHoBneHue [MpasutenbctBa Poccuiickoit Pepepaunm ot 24 anpens 2015 r. N 389 "O
BHECEHUM M3MEeHeHMI B nocTaHoBeHWe lNpasuTenbctBa Poccuiickoit Pepepaunm ot 26 aekabps 2011 r.
N 1155" (CobpaHue 3akoHoaaTenbcTBa Poccuiickon denepaunm, 2015, N 18, c1. 2709).

5. MoctaHoBneHue MpaButenbcrtea Poccuiickoin degepaunm ot 9 anpens 2016 . N 288 "O BHeceHUH
nsmeHeHmn B [paBuna BeaeHua depgepanbHoro peructpa v, 60AbHbIX  remodunmen,
MYKOBUCLMA030M, rmnodpursapHbIm HaHU3MOM, 6onesHblo lowe, 3/10Ka4yeCcTBEHHbIMM
HoBOOOpa3oBaHMAMU NMMPONAHON, KPOBETBOPHOW W POACTBEHHbIX WM TKaHel, paccesHHbIM
CK/IepO30M, /ML, NOC/Ae TPaHCNAaHTauMM opraHoB M (unm) TKaHen" (CobpaHume 3aKoHoZaTeNbCTBa
Poccuinckoit ®egepaumn, 2016, N 16, cT. 2225).

6. MoctaHoBneHune MMpaButenbctea Poccuitckoit Pepepaumm ot 11 asrycta 2016 r. N 784 "O
BHECEHUM M3MeHeHUI B nocTaHoBeHWe lNpasuTtenbctea Poccuiickoit Pepepaunm ot 26 aekabps 2011 r.
N 1155" (CobpaHune 3akoHoaaTenbcTBa Poccuiickon denepaunn, 2016, N 34, cT. 5242).

7. NoctaHoBneHne MMpasuTtenbctBa Poccuiickoit Pepepaummn ot 17 anpena 2017 r. N 457 "O
BHECEHUM M3MeHEeHUI B MoN0KeHMe O 3aKynKax NEeKapCTBEHHbIX MpenapaTos, NpegHasHa4YeHHbIX gas
obecnevyeHuna nuu, 60NbHBIX reModuanen, MyKoBUCLMA030M, rMNodm3apHbIM HaHU3IMOM, DONE3HbIO
lowe, 3/10KaYeCTBEHHbBIMW HOBOOOPA30BaAHUAMM NUMPONLHON, KPOBETBOPHOW M POACTBEHHbLIX WM
TKaHel, paccesHHbIM CKAEpPO30M, NUL, Moc/e TpaHcnaaHTauum opraHos M (unmn) TkaHein" (CobpaHue
3aKoHogaaTenbcTBa Poccuiickon degepaumm, 2017, N 17, ct. 2577).




