NocTtaHoBneHune lMpasutenoctea PO ot 26.11.2018 N 1416
(pea. ot 10.06.2025)

"O nopsigke opraHmsaunmn obecneyeHunst nekapCcTBeHHbIMK nNpenapaTtamum nul, 60nbHbIX
remocpmnnen, MykoBMCLUMAO30M, rMNodu3apHbIM HaHN3MOM, 6051e3HbIO [oLLE,
3/10KQ4Y€CTBEHHbIMM HOBOOOpa30BaHMSMM NTMMGONAHON, KPOBETBOPHOM M POACTBEHHBIX UM
TKAHEN, paccesiHHbIM CKIEPO30M, MeMOJIMTUKO-YPEMUYECKUM CUHAPOMOM, FOHOLIECKUM
apTPUTOM C CUCTEMHbBIM Ha4yanoM, Mykononuncaxapmuaosom I, II n VI TunoBs, annactmyeckon
aHEMMEN HEYTOYHEHHOMW, HacneacTBeHHbIM aedmumntom daktopos II (dunbpuHorena), VII
(nabunbHoro), X (CtioapTa - Mpayapa), n1u nocne TpaHcnaaHTaumMm opraHos 1 (Unn)
TKaHEN, a TakKe O NPU3HaHUKN YTPATUBLLUMK CUIY HEKOTOPbIX akToB [paBUTENLCTBA
Poccumnckon ®egepaunn’

(BMecTe ¢ "lMpaBunamm opraHmsauum obecneyeHns nekapCTBEHHbIMK NpenapaTtaMmu nu,
60nbHbIX reModunnen, MyKoBMCUMAO30M, rMNodu3apHbIM HaHU3MOM, 6one3Hblo oLwe,
3/10KQ4Y€CTBEHHbIMM HOBOO6pa3oBaHMsSIMN NMMQONAHON, KPOBETBOPHON U POACTBEHHbLIX UM
TKAHEN, paccesiHHbIM CKIEPO30M, FEMOJIMTUKO-YPEMUYECKUM CUHAPOMOM, FOHOLIECKUM
apTPUTOM C CUCTEMHbIM Ha4danoMm, Mykononucaxapuaosom I, I n VI TMnoB, annacTMyeckomn
aHEMMEN HEYTOUYHEHHOM, HacneaCTBEHHbIM aeduuntom daktopos II (pmbpuHoreHa), VII
(nabunbHoro), X (CrtoapTa - Mpayapa), n1u nocne TpaHcnaaHTaumMm opraHos 1 (Unn)
TkaHen", "MpaBunamum BegeHus eaepanbHoOro perncrtpa nmu, 6onbHbIX reMmodunmen,
MYKOBMCUMAO30M, rmnocm3apHbiM HAHNM3MOM, 601e3HbI0 [oLe, 310KavYeCcTBEHHbIMY
HOBOO6pa3oBaHMSMN NMMAPONLHOW, KPOBETBOPHON U POACTBEHHBIX UM TKAHEWN, PacCesiHHbIM
CK/1IEPO30M, FeMOIMTUKO-YPEMNYECKMM CUHAPOMOM, HOHOLLECKUM apTPUTOM C CUCTEMHbBIM
HayanoMm, Mykononucaxapuaosom I, IT u VI TMnoB, anniacTMYeckon aHeEMUEN HEYTOUYHEHHON,
HacneacTeeHHbIM gedununtom daktopos II (hmnbpuHorena), VII (nabunbHoro), X (CtioapTa -

Mpayapa), v nocne TpaHCnAaHTaumMm opraHoB 1 (Mnun) TkaHen")
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MNoctaHosneHue Mpasutenscrea PO ot 26.11.2018 N 1416
(pen. ot 10.06.2025)
"O nopsake opraHu3aumm obecrnedyeHns 1ekapCTBEHHBI...

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 25.03.2026

NMPABUTENbCTBO POCCUUCKOW ®EOEPALUN

NMOCTAHOBIIEHUE
oT 26 Hos6psA 2018 r. N 1416

O NOPAOKE
OPrAHU3ALIMU OBECMNEYEHUA NEKAPCTBEHHBLIMU NPENAPATAMU NAL,
BOJbHbLIX FTEMO®UNUEW, MYKOBUCLIMOO30M, TMNO®U3APHLIM HAHU3MOM,
BOJNE3HbIO MOLUE, 3NOKAYECTBEHHBLIMWN HOBOOBPA30OBAHUSIMN
NMMe®OUOHON, KPOBETBOPHOM U POOCTBEHHbLIX UM TKAHEW,
PACCESIHHbIM CKINEPO30M, FTEMONIUTUKO-YPEMUYECKUM CUHOPOMOM,
IOHOLWECKUM APTPUTOM C CACTEMHbIM HAYANOM, MYKONONMUCAXAPUOO30M
1, 11 U VI TUNOB, ANJTACTUMECKOW AHEMUEW HEYTOYHEHHOMW,
HACNEACTBEHHbIM OESULINTOM ®GAKTOPOB Il (PUBEPUHOTEHA),
VII (MABUJTBHOI0), X (CTIOAPTA - MPAY3PA), AL, NOCIE
TPAHCMJTAHTALUU OPIFAHOB U (UNTN) TKAHEW, A TAKXXE
O NPU3HAHUN YTPATUBLLUMU CUITY HEKOTOPbIX AKTOB
NMPABUTENbCTBA POCCUUCKOWN ®EOEPALIMU

CnMcoK N3MEeHSILWNX JOKYMEHTOB
(B pea. MNMoctaHoBneHun MNpasutensctea PO ot 27.03.2020 N 344,
oT 26.06.2021 N 1025, o1 15.02.2023 N 229, ot 10.06.2025 N 877)

B cootBeTcTBMM C nyHKTOM 21 yactu 2 cTtatbk 14 n vyactamu 7 - 9 ctatbn 44 PepepanbHoro 3akoHa "O6
OCHOBax OXpaHbl 300poBbsA rpaxaaH B Poccuinickon ®epepaunn” [MpasutenbctBo Poccuiickon depepaummn
NOCTaHOBISET:

1. YTBEpAWTb Npunaraemsble:

MpaBuna opraHu3auum obecnedeHns feKapCcTBEHHbIMKM npenapatamu nuy, 60nbHbIX remodunuen,
MYKOBUCLMO030M, TMNOMU3apHbBIM  HaHM3MOM, 6OonesHbio [owe, 3nokayecTBEHHbIMUM HOBOOOpPA30BaHUAMM
NMMONOHON, KPOBETBOPHOW M POACTBEHHbLIX MM TKaHEW, PacCesHHbIM CKIepo30M, reMOSIUTUKO-YPEMUYECKUM
CVMHOPOMOM, OHOLLIECKUM apTPUTOM C CUCTEMHBIM Hayanom, mykononucaxapugosom |, Il n VI Tunos,
annactuyeckon aHemMuen HeyTOYHEHHOW, HacneacTBeHHbIM geduumtom daktopoB Il (pmbpuHorena), VIl
(nabuneHoro), X (Ctioapta - NMpayapa), nvu nocne TpaHcnnaHTauum opraHos v (Mnu) TKaHen;

(B pea. NoctaHoBneHus MNpasuTtensctea P® o1 27.03.2020 N 344)

MpaBuna BegeHus ®efepanbHOro peructpa numy, 6onbHbIX reMounmen, MyKoBUCLMA030M, rMnoduraapHbIM
HaHM3MoM, OonesHblo [owe, 3nokavecTBEHHbIMM HOBOOOpa3oBaHUAMM NMMEOMAHON, KPOBETBOPHOM MU
POACTBEHHbIX UM TKaHEeW, pacCesiHHbIM CKIIepPO30M, FrEMOSUTUKO-YPEMUYECKUM CUHOPOMOM, HOHOLLECKUM apTPUTOM
C CUCTEMHbIM Ha4danom, mykononucaxapugosom |, Il n VI Tunoe, annacTnyeckon aHemMmen HeyTOUHEHHOW,
HacneacTBeHHbIM geduumTtom daktopos Il (bunbpuHorena), VIl (nabuneHoro), X (CtioapTa - Npayapa), nvy, nocne
TpaHcnnaHTauum opraHoB u (UNK) TKaHew;

(B pea. NoctaHoBneHus MNpasuTtensctea PP o1 27.03.2020 N 344)

nepeyeHb yTpaTuBLLMX cuny akTtoB [pasuTtenbcTBa Poccunckon denepauyuu.

2. MuHucTepcTBy 3gpaBooxpaHeHus Poccuiickon ®depepaumm B YCTaHOBIIEHHOM 3aKOHOAATENbCTBOM
Poccuiickon ®epepauun nopsagke ocywlecTBUTb 3akynky Ha 2019 rog nekapCcTBEHHbIX MpenapaTtoB Anis
NaToOreHeTUYECKoro neyYeHns nuy, GONbHbIX FEMOSTIMTUKO-YPEMUYECKUM CUHOPOMOM, HOHOLLUECKMM apTpUTOM C
CUCTEMHBIM Ha4anom, mykononucaxapngosom |, 11 n VI Tunoe, BKIMHOYEHHBIX B NEPEYEHb XMU3HEHHO HEOHXOAMMbIX
N BaXKHENLUNX NIEKaPCTBEHHbIX NpenapaTos.

2(1). NcTtouHnkoM chMHAHCUPOBaHMA OpraHu3auum obecnevyeHunst NekapcTBEHHbIMW NpenapaTtamu eTen B
Bo3pacte o 18 net, GonbHbLIX reMoUNNEN, MYKOBUCLUOO030M, rMNodm3apHbiM HaHM3MoM, GonesHbto [oue,
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(I'I;ec;aggsl%eggez ngDSa)BVITeanTBa P® ot 26.11.2018 N 1416 [IoKyMEHT NpenocTaBnen KoHcynbTanTIioc

"O nopsiAKe opraH13aLmMm obecreyeHns NEKapCTBEHHDL... AlaTa coxpanerua: 25.03.2026

3/10Ka4eCTBEHHbIMW HOBOOOPAa30BaHMAMM NMMAGOUAHON, KPOBETBOPHOM U POACTBEHHbLIX UM TKaHEWN, pacCesiHHbIM
CKIEpPO30M, TEMOSINTUKO-YPEMUYECKMM  CMHOPOMOM, HOHOLLIECKMM apTPUTOM C  CUCTEMHbIM  Havasom,
Mykononucaxapugosom |, Il n VI Tmnos, annactnyeckon aHeMmnen HeYyTOYHEHHOW, HacneacTBeHHbIM Aenuntom
daktopoB Il (pubpuHoreHa), VIl (nabunbHoro), X (Ctioapta - lNpayapa), geten B Bo3pacte o 18 net nocne
TpaHcnnaHTauum opraHoB u (nnn) TkaHen ¢ 2023 roga saBnsa0TCS O0aKeTHbIE aCCUTHOBAHWS, NPeLyCMOTPEHHbIE B
denepanbHom 6ogpkeTe MuHucTepcTBy 3apaBooxpaHeHns Poccunckon ®enepaunm ana ®oHaa noaaepxKkm geten
C TSKEMbIMU KU3HEYTPOXKALWNMN U XPOHUYECKMMK 3aboneBaHusMW, B TOM 4ucne pegkumu (opchaHHbIMK)
3abonesaHuamu, "Kpyr gobpa".

(n. 2(1) BBeaeH lNMocTtaHosneHvem lMNpasutensctea P® ot 15.02.2023 N 229)

3. MuHucTepcTBY 3gpaBooxpaHeHus Poccuinckon defepaumm gaBaTtb Pas3bsACHEHUS MO MPUMEHEHUIO
npaBw, YyTBEPXKAEHHbBIX HACTOSILLMM MOCTAHOBIIEHVEM.

4. Hacroswee noctaHoBneHue BcTynaet B cuny ¢ 1 auBapsa 2019 r., 3a UCKMIOYEHNEM MYHKTa 2, KOTOPbIN
BCTyMaeT B CUNY CO AHSA 0puLManbHOIo onybriMKoBaHMS HAaCTOSALLEro MOCTaHOBIEHMS.

Mpencenatens MNpaButenscTea
Poccuickon denepaunn
O.MEOBELOEB

YTBEpPXKOEHDI

noctaHoBreHveMm MNpaButenbcTea
Poccuickon denepaunn

OT 26 Hos10pst 2018 1. N 1416

NMPABUNA
OPIrAHU3ALIUU OBECMNEYEHUA NEKAPCTBEHHbLIMU NPEMNAPATAMMU UL,
BOJIbHbIX FTEMO®UNUEN, MYKOBUCLIMOO3OM, TMNO®U3APHLIM HAHU3MOM,
BOJNIE3HbLIO MOLLE, 3TIOKAYECTBEHHLIMWU HOBOOEPA30OBAHUSAMMU

NMM®ONOHOWU, KPOBETBOPHOW U POACTBEHHbLIX UM TKAHEMW,

PACCESIHHbIM CKNNEPO30M, FTEMOJIUTUKO-YPEMUYECKUM CUHOPOMOM,
IOHOLWIECKUM APTPUTOM C CUCTEMHBbIM HAYAIIOM, MYKOMONMUCAXAPUOO30M
I, 11 U VI TUNOB, ANJIACTUMECKOW AHEMUEN HEYTOYHEHHOMN,
HACNEACTBEHHbLIM OE®ULIUTOM GAKTOPOB Il (PUEPUHOTEHA),
VII (MABUJTbHOI0), X (CTIOAPTA - MPAY3PA), L, NOCIE
TPAHCMJTAHTALMU OPIrAHOB U (UNTN) TKAHEWN

Cnmncok N3MeHSLWNX JOKYMEHTOB
(B pea. NoctaHoBneHus MNpasutensctea P® ot 10.06.2025 N 877)

1. Hactosiwme MpaBuna ycTaHaBNuBaOT MOPSAOK opraHn3auun obecneyveHns nuu, 60nbHBIX remodunuen,
MYKOBUCLMO030M, TMNOU3apHBIM  HaHM3MOM, 6onesHbio [owe, 3nokayeCTBEHHbLIMU HOBOOOPA30BaHUAMM
NMMONAHON, KPOBETBOPHOW U POACTBEHHbIX UM TKaHeW, pacCesHHbIM CKMepO30M, reMOSIUTUKO-YpeMUYeCKUM
CUHOPOMOM, OHOLIECKMM apTpUTOM C CUCTEMHbIM Hayanom, Mykononucaxapugosom I, Il u VI Tunos,
annactuyeckon aHemmer HeyTOYHEHHOW, HacneacTBeHHbiM geduumtom daktopos |l (dubpuHorena), VII
(nabuneHoro), X (CtioapTa - lNpayapa), nuy, nocne TpaHcnnaHTaumMmM opraHoB u (Mnn) TkaHen (aanee - OOnbHbIE)
nekapCcTBEHHbIMU NpenapaTtaMi Ans MeguLMHCKOrO NPUMEHEHWs, NpedHa3HavyeHHbIMU ANS NeYEHUs yKa3aHHbIX
3aboneBaHui, no yrtBepxaeHHomy [lpaButenbctBoM Poccuiickorn ®degepaumm NEpPeYHo  NeKapCTBEHHbIX
npenapaToB, CHOPMUPOBAHHOMY B YCTAHOBMEHHOM MM Nopsake (Janee - nekapCTBeHHble npenaparbl), a Takke
NopsioK U YCIoBMA Nepefayn NIekapCTBEHHbIX NpenapaToB B CO6CTBEHHOCTb CyObekToB Poccuiickon ®eaepaunn.
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2. VIcTOYHMKOM (hMHAHCUPOBaHUS opraHu3auuM obecnedveHus GonbHbIX B Bo3pacTe oT 18 neT v crapule
NeKapCTBEHHbIMU MpenapataMy SBMSOTCA OlOKETHbIE aCCUrHOBaHWUs, NpedyCMOTpeHHble B dedeparibHOM
GlomkeTe MUHUCTEPCTBY 3apaBooxpaHeHust Poccuiickon defepauum Ha ykazaHHble Lienu.

NcTouHukom dmHaHCMpoBaHUA opraHu3aumm obecneyeHnss 6GonbHbIX B Bo3dpacte no 18 ner
NeKapcTBEHHbIMW MpenapartamMmn  SBMSOTCA  OIOMKETHblIe aCCUrHOBaHUSA, NpeaycMOTpeHHble MuHucTepcTsy
3gpaBooxpaHeHus Poccunckon ®egepauun ans ®oHaa noagepxkm AeTer C TEHKENMbIMU XKU3HEYrpoXKaLwmmMmn v
XpOHMYEeCKnMU 3aboneBaHnsIMU, B TOM YMcCne peakumm (opdpaHHbiMK) 3aboneBaHusamu, "Kpyr gobpa”.

OpraHusaumsi 1 ocyLleCTBfiEHNE 3aKynoK feKapCTBEHHbIX npenapaTtoB obecneunBarTcs eaepanbHbIM
KaseHHbIM yuypexaeHvem "denepanbHbll LEHTP NMaHUMPOBaHUSA M OpraHmM3auuu nekapcTBeHHoro obecneveHus
rpaxaaH" MuHncTtepcTBa 3gpaBooxpaHeHus Poccunckon Pepepaumm (ganee - degepanbHbin LEHTP) B npeaenax
JoBefeHHbIX [0 Hero MwuHucTepcTBOoM 3apaBooxpaHeHust Poccuinckon depepaumm NMMUTOB  BHOMKETHBIX
06sa3aTensCTB.

MwuHucTtepctBO 3apaBooxpaHeHuss Poccuinckon dPepepaumm He nosgHee 1 MapTa TeKywlero roga
NHOPMUPYET WCMONHUTENbHBIE OpraHbl cybobekToB Poccuiickon ®Pepepaumm B cdepe OxpaHbl 300p0OBbsA O
NNaHupyembiXx WM MpedenbHbiX o0beMax OHIKETHbIX acCUrHOBaHWA Ha oO4vepedHon (OUHAHCOBbLIM oA,
paccuntaHHbix MwuHucTepcTBOM  3gpaBooxpaHeHust Poccuiickonn  depepauum Ha OCHOBaHMM  CBEOEHWN,
npeactaesnsemblx Ao 15 despansa Tekywero roga ®PegepanbHbiM LEHTPOM, C YY4ETOM YUCAEHHOCTM BOMbHbBIX 1
cpegHero obbema OlOOKETHbIX accurHoBaHui 3a 3  UMHAHCOBLIX roda, NPeAwecTBYIWNX TeKywemy
dhunHaHCOBOMY roay.

3. MNpaBo 6GonbHoro Ha obecneyeHne rfekapCTBEHHbIMW MNpenapaTtamy BO3HUKAET CO [AHSA BKIOYEHUS
CBeJeHWA O HeM B pervoHanbHbli cerMeHT ®egepanbHOro permctpa nud, 60mMbHbIX  remodunuen,
MYKOBMCLMAO30M, rMNodm3apHblM HaHW3MoOM, GonesHblo [owe, 3MoKayecTBEHHbIMW HOBOOGPa3oBaHMAMU
NMMONOHON, KPOBETBOPHOW M POACTBEHHbLIX MM TKaHEW, pacCesHHbIM CKNepo30M, reMOSIUTUKO-YPEMUYECKUM
CVHOPOMOM, HOHOLIECKMM apTpUTOM C CUCTEMHbIM Havanom, Mykononucaxapugosom |, Il n VI Tunos,
annacTnyeckon aHeMumen HeyTOYHEHHOW, HacneacTBeHHbiM Aeduumtom aktopos |l (dpubpuHoreHa), VI
(nabuneHoro), X (Ctiwapta - [llpayspa), nuu nocne TpaHCNNaHTauum OpraHoB W (Mnu) TkaHen (oanee -
denepanbHbIN perncTp).

[aTta BKkno4eHUs ©onbHOro B peFMOHaﬂbeIVI CerMeHT dJe,u,epaanoro perncrtpa (bVIKCI/IpyeTCFI nevyawum
BpayomMm B MeANLNHCKOM KapTe nauneHTa, nonyvawuwero MeguunHCKyo nomMmoLlb B aM6yr|aTopr|x yCcnoBuax.

4. OpranHunsauusa obecneveHus degepanbHbIM LEHTPOM 3a cyeT cpedcTB denepanbHoro brompketa 60MbHbIX
nekapCcTBeHHbIMU NpenapaTtamMu OCyLLEeCTBASETCH B COOTBETCTBUM C NOpSAKaMy OKka3aHUs MeQULMHCKON NoMoLLu,
yTBEPXOEHHbIMM  MuHUCTEpPCTBOM  3apaBooxpaHeHust Poccuickon ®depepauun, € y4eToMm CTaHOApTOB
MeOMNLIMHCKOW NOMOLLM U Ha OCHOBE KINUHUYECKUX PEKOMEHAALINN.

5. B uensAx nocTtaBkM fekapCTBEHHbIX MNpenapaTtoB WCMONHUTENbHbIE OpraHbl CybbekToB Poccuinckon
depepaumn B cepe oxpaHbl 340POBbs ONPeAENnsT pacrnonoxeHHble B cybbektax Poccuiickon depepauun
opraHmsaumuv, UMeroLmMe NULEH3NI0 Ha OCYLLEeCTBNEeHNe MeguLMHCKON 1 (unn) hbapmaueBTUYecKon AesTenbHOCTH
1 YNONTHOMOYEHHbIE Ha NOMyYeHVe NekapCcTBEHHbIX NpenapaTos (fanee - opraHu3aumm-nonyyarenu).

MwuHucTepcTBO 3apaBooxpaHeHus Poccunckon ®epepaumm MHPOPMUPYET UCMNOSNHUTENbHbIE OpraHbl
cyobekToB Poccuiickon defepaumm B cdhepe oxpaHbl 340pOBbsS O BO3MOXHOCTU NpeacTaBrneHus He nosgHee 15
anpens Tekyllero roga B PefeparnbHblii LLEHTP NpeaBapUTENbHbIX 3asBOK 6e3 cornacoBaHus, NpeaycMOTPEHHOrO
nyHKTOM 6 HacTosawwmx MNpasun.

denepanbHbIl LEHTP C YYeTOM npeaBapuTernbHbIX 06bEMOB NEKAPCTBEHHBLIX NpenapaTos, onpeaeneHHbIX
Ha OCHOBaHWW MpeACTaBreHHbIX B COOTBETCTBUM C ab3alem BTOpbIM HACTOSLWEro MyHKTa NpeABapUTENbHbIX
3aABOK, HanpasnsieT NpousBoauUTENAM U (MNK) NOCTaBLUMKAM JIEKAapPCTBEHHBLIX MpenapartoB 3anpocbl C Lenbio
onpeneneHns BO3MOXHOCTU NPOU3BOACTBA U NOCTaBKM NeKkapCTBEHHbIX NpenapaTtos, a Takke UX CTOUMOCTU U He
nosgHee 1 Mas Tekyllero roga npegcrtaenseT B MuHuCTepcTBO 3apaBooxpaHeHus Poccuiickolrt ®epepaumm
CBOAHYI0 MHGOPMALMIO, B TOM YKCHE NPeayCMOTPEHHYH HAacTOALLMM ab3alem.
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6. MuHuctepctBOo 3apaBooxpaHeHus Poccuinickon ®Pefepaumm He nosgHee 1 uvonga Tekywero roga
NHOPMUPYET WCMONHUTENBHBIE OpraHbl cyObekToB Poccuiickon depepaumm B cdepe OXpaHbl 300pOBbsS O
BO3MOXHOCTW npeAcTaBneHvs B PefepanbHblil LEeHTP He no3gHee 20 aBrycta TeKyLlero roga CorfiacoBaHHbIX
TepputopmanbHbiMu opraHamu ®degepanbHon cnyxbbl MO Hag3opy B cdepe 34paBoOOXpPaHEHUs] 3asiBOK Ha
NMOCTaBKy JEeKapCTBEHHbIX MpenapaTtoB Ha o4vepefHon (PUMHAHCOBBIM rog no  dopme, YTBEPXKAEHHON
MwuHncTepcTBOM 3apaBooxpaHeHns Poccuickon depepaumm (ganee - 3asiBku), ¢ npunoxeHnem obocHoBaHWI No
obbeMy C y4yeTOM WUMEILIUXCS OCTaATKOB NEeKapCTBEHHbIX MpenapaTtoB, a Takke MepeydHs opraHusauumn-
nonyyatenen.

MoTpebHOCTb (06beM MNOCTaBkM) B JIEKAPCTBEHHOM MNpenapaTte OonpefensieTcs ¢ y4eToM CTaHOapToB
MEOMLMHCKON MOMOLLM W Ha OCHOBE KIMHMYECKMX PEKOMEHZALMA MCXOOs U3 eXeMEeCSHHOW (haKTUYeCcKom
NnoTpebHOCTM BONbHBIX B NTEKAPCTBEHHbIX NpenapaTax B COOTBETCTBUMU CO CBEAEHUSMU PErMoHarbHOro CermeHTa
depepanbHOro permctpa n Heob6xoanMoCcTn hopmMMpoBaHMSA 3anaca NnekapcTBEHHOro npenapaTa Ha 15 mecsues.

7. CornacoBaHve 3asIBOK OCYLUECTBIiSieTCs TeppuTopuanbHbiMM opraHamu degepanbHoi crykbbl no
Haa3opy B cdhepe 34paBOOXPaHEHNs B CPOK, He npesbiwawowmii 10 pabounx AHei co OHS UX NOCTYNneHust oT
UCNONHUTENbHBIX OpraHoB cyobekToB Poccuiickoin Pefepaunmn B cdepe oxpaHbl 300POBbS, B YACTU KOPPEKTHOCTU
BHECEHUS] CBEAEHUA O TEeKyLUMX ocTaTkax NeKapCTBEHHbIX MpenapaTtoB MNOCPeACTBOM CUCTEMbl MOHUTOPMHra
[ABWKEHUS NIEKapCTBEHHbIX NpenapaTos.

8. depepanbHbIN LEHTP paccmaTpuBaeT 3asBKM Ha COOTBETCTBME YCTAHOBNEHHOW pOpMe, YTBEpPXAEHHOW
MuHucTepcTBOoM 3apaBooxpaHeHns Poccumnckon degepaumm, Ha npegMmeT 060CHOBaHHOCTY 3asiBNEHHbIX 0O bEMOB
nekapCTBEHHbIX NpenapaToB, KoppekTupyeT (MpnM HeOBXOAMMOCTU) U COrNacoBbIBAET MX.

He nosgHee 15 ceHTabps Tekywero roga ®PegepanbHbii LEHTP NpeAcTaBnsaeT 3asiBKM B KOMMUCCUMIO
MuHncTepcTBa 3apaBooxpaHeHnst Poccunckon ®egepaummn no paccCMOTPEHUIO 3asiBOK (Jarnee - KOMUCCUs) Ans ux
paccMoTpeHuss ¢ ydactueMm npeacrasutenen ®depepanbHoro ueHTpa, PoHOoa nogaepxku OeTen C TSKEeNbiMU
XKN3HEYTpOXaKLWMMM N XPOHUYECKMMK 3aboneBaHnaMKn, B TOM 4vucne pegkumu (opdaHHbiMK) 3aboneBaHnsMu,
"Kpyr gobpa", ncnonHutenbHbiX opraHoB cybbektoB Poccuiickon degepaumm B cdhepe oxpaHbl 340pOBbS (B TOM
yncne ¢ Mcnonb3oBaHNEM WMHPOPMALMOHHO-TENEKOMMYHUKALMOHHBLIX TEXHOMOMMIN) Ha nNnpeaMeT 060CHOBaHHOCTM
3asBeHHbIX 0OBEMOB FEeKapCTBEHHbIX MpenapaToB, MX KOPPEKTUPOBKM NPU HEOBXOOUMOCTU W YyTBEpPXOEHWS
00BbEMOB MOCTaBOK feKapCTBEHHbIX MpenapaToB. [lonoxeHve O KOMWCCUM M ee COCTaB YyTBepXaarTcs
MuHucTepcTBOM 3apaBooxpaHeHus Poccuickon degepaumn.

PaccmoTpeHne 3asBoK, yTBepxaeHMe 06BbEMOB NOCTABOK NEKAPCTBEHHBLIX NpenapaToB U NpeacTaBneHve B
depepanbHbli  LEHTP CcBeaeHuid 06  yTBepXkAeHHbIX OObeMax MOCTaBOK NEeKapCTBEHHbIX MpenapaToB
OCYLLECTBMSAOTCA KoMuccuen B TedeHne 30 kaneHZapHbIX AHEN CO AHS MOCTYynfeHus 3asiBok oT denepanbHoro
ueHTpa. lMpu paccMOTpeHUM 3asBOK KOMWUCCMEN YYMTbIBAETCH M3MEHEeHWEe YUCNEeHHOCTU OBOrbHbIX, KOTOpoe
MPOM3OLLIIO B TEKYLLEM TrOAY.

YTBepx(p,eHme 00beMOB MOCTaBOK JNIeKapCTBEHHbIX MNpenapaTtoB OCYLEeCTBIAETCA Komuccumen c y4yeToM
I/IH(bOpMaU,VIVI, I'Ipe,El,CTaBﬂeHHOVI npoun3sBognuTeNnAaMn ”n (VIJ'IM) nocTtaBWMKaMn IneKapCTBEHHbIX nNnpenapaTtoB B
COOTBETCTBUMM C ab3auem TPeTbUM MyHKTa S HacToAWMUX I'IpaBMn B <De/J,epaanbu71 LUEeHTPp, O BO3MOXHOCTU
npon3soacTBa U NMNOCTaBKU JTIEKAPCTBEHHbLIX NpenapaTos.

CeefneHus 06 yTBepXKOEHHbIX KOMUCCMENH OObemax MOCTaBOK JIeKapCTBEHHbIX MpenapaToB HanpasrsioTcs
depnepanbHbIM LEHTPOM B MWCMOMNHUTENbHbIE OpraHbl CcyGbekToB Poccuiickoli Penepauum B cdepe oxpaHbi
300pOBbs B TedeHne 3 paboumx OHew co AHS NOCTYNINEHNA CBEAEHUI OT KOMUCCUMN.

9. O6bemM MNOCTaBOK NEKAPCTBEHHbIX NMpenapaTtoB hopMUpyeTcs B npegenax OGto4KeTHbIX acCUrHOBaHWM,
NpeAyCMOTPEHHbIX B dhedepanbHOM 3akoHe O dheaepanbHoOM BrogkeTe Ha COOTBETCTBYHOLWMIA (DUHAHCOBLIN o4 U
NNaHoBbIA Nepuog, U JNMMUTOB OlogKeTHbIX 0083aTenbCcTB, OOBEAEHHbIX B YCTAaHOBIIEHHOM Mopsigke Ao
MwuHncTepcTBa 3gpaBooxpaHeHns Poccuiickon Pepepaumm Ha 3akyrnKy nekapCTBEHHbIX MpenapaTtos.

10. B cooTtBeTcTBMM C yTBEpPXXAEHHbIMU obbemMaMu NOCTaBOK JNIeKapCTBEHHbIX MpenapaTtoB CDep,epaanblﬁ
UeHTp B YCTaHOBJIEHHOM 3aKOHO4aTellbCTBOM Poccuinckon CDep,epau,MVl nopaake ocywecTtBndAeT 3aKynky
NeKapCTBEHHbIX NMpenapaToB.
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11. lMocTaBLWUKM NEKapCTBEHHbIX MpenapaToB, onpeferieHHble B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccunckon depepaumun, npegcraBnawT B defepanbHbll LEHTP O(OPMIEHHbIE B YCTAHOBMIEHHOM nopsigke
OOKYMEHThI, noaTeepxaatowmne akt nonyvyeHns nekapCTBEHHbIX NpenapaToB OpraHu3auuaMu-nonyvyarensavu, B
TOM YUCIEe HaKkNagHble 1 akTbl NpuemMa-nepeaayn nekapCTBEHHbIX NpenapaTos.

12. lNpaBo cobcTBEHHOCTM cyObekToB Poccuiickon Peaepalmm Ha nekapcTBEHHbIE NpenapaTbl, MONy4YeHHble
opraHmsaumsaMmu-nosiydatensmMmm B COOTBETCTBMM C MyHKTOM 11 HacTtoswwmx [paBur, BO3HMKAEeT Ha OCHOBAHWM
OOKYMEHTOB, MOATBEMKAAOLLMX (PAKT NOMyYEeHUs NIeKapCTBEHHbIX NPenapaToB OpraHM3aunsiMm-nonyvyaTensiMu.

13. ®epepanbHbIN LEHTP N UCNONHUTENbHbLIE OpraHbl cybbekToB Poccuiickon depepaumm, onpeneneHHble
BbICLUMMM  OOIDKHOCTHbIMM — nuuamu  cybbektoB  Poccuiickon  ®epepaumm  (npeaceparensMy  BbICLUMX
NCNONHUTENBHLIX OpraHoB cybbekToB Poccunckon ®enepauun) (oanee - ynoriHOMOYEHHbIE OpraHbl), eXXeMeCs4HO
OCYLLECTBMSAOT Ha OCHOBaHMMN U3BELLLEHWI, HanpaBnaeMblX YNOTHOMOYEHHbIMW opraHamu B ®efepanbHbIn LIEHTP,
CBEPKY NleKapCTBEHHbIX NpenapaToB, NOMyYeHHbIX OpraHM3auusamMun-nonyvyaTensmu.

14. OpraHusauuu-nonyyaTenu NpMHUMaloT JieKapCTBeHHbIe npenapaTtbl Ha y4YeT B TeyeHue 2 paboumx gHen
CO [HSI UX MOSyYeHMs1 OT NOCTaBLUMKOB NEKapCTBEHHBIX NpenapaToB, 06ecneynBalT UX COXPaHHOCTb M LieneBoe
“cnosnb3oBaHue.

15. Tlpyn Hanmumumm 3koHOMWMWM BIOOXKETHbIX CpeacTB, nonydyeHHow ®degepanbHbIM - LEHTPOM  Npwu
OCYLLECTBMEHUN 3aKyMnoOK feKapCTBEHHbIX MNpenapatoB B COOTBETCTBMM C nyHkTom 10 Hactoswwmx [paswun,
MuHucTepctBOo 3apaBooxpaHeHna Poccuickon Pepepaumm He nosgHee 1 anpenss ¢OMHaAHCOBOrO roaa,
noTpebHOCTb B JIEKAPCTBEHHbIX Mpenapatax Ha KoTopbli obecrneynBanacb MOCPEACTBOM OCYLLECTBIIEHUS
yKa3aHHbIX 3aKyrnoK, WMHOPMUPYET WCMNOSHUTENbHbIE OpraHbl cyObekToB Poccuickon Pepepaumm B cdepe
OXpaHbl 340POBbS O pa3Mepe MOMyYEHHOW 3KOHOMMMU B LENsiX NPEeACTaBeHMs! AOMOSHUTENbHbLIX 3asBOK M O
BO3MOXHOCTM UX NpeacTaBneHus He no3gHee 10 anpens ykasaHHoOro ouHaHcoBoro roga B ®egepanbHbiv LEHTP.

depepanbHbii UEeHTp He no3gHee 20 anpens ykasaHHOro (QMHAHCOBOrO roga paccmaTpuvBaeT 3asiBKM,
yka3aHHble B absaue nepBOM HACTOALWEro MNyHKTa, KOPPekTUupyeT aTu 3asBkum (npu  HeobxogumocTw),
COrNacoBbIBAeT WX C WCMOMHUTENbHBIMK OpraHamu cybobekToB Poccuiickon ®depepaumm B cdepe OXpaHbl
3[J0pPOBbsi U HanNpaBsieT B KOMUCCHIO.

PaccmoTpeHune 3aaBok, ykasdaHHbIX B ab3ale nepBOM HACTOSILLEro nyHKTa, yTBepKaeHne 06beMoB NocTaBokK
nekapCTBEHHbIX npenapatoB W npefctasrneHve B PedepanbHbin LEHTP cBedeHun o6 yTBepAeHHbIX obbemax
MOCTaBOK NEKapCTBEHHbIX NpenapaToB OCYLECTBASAITCA komuccmen B TedeHne 10 kaneHdapHbIX AHEN CO AOHS
npeacTaBneHns Takmx 3asaBok PegepanbHbiM LLEHTPOM.

CefeHusa 00 yTBepXXAEHHBIX KOMUCCUEN OoObemax MOCTABOK fleKapCTBEHHbLIX MpenapaToB HanpaBMsoTCs
depnepanbHbiM LIEHTPOM UCMOMHUTENBHBIM OpraHam cyobekTtoB Poccuiickon ®epepaumm B cdepe OxpaHbl
300poBbsi B Te4yeHne 3 paboumnx gHewn co AHA NOCTYNNEHNS CBEAEHUA OT KOMUCCUMN.

3akynka nekapCTBeHHbIX NpenapaToB U UX Nepefaya OCyLeCTBASITCA B COOTBETCTBUM C nyHkTamn 10 - 14
HacTosawmx MNpasun.

16. B cnyyae BknoyeHUs rnekapcTBEHHOIO npenaparta B nepeyeHb NekapCTBEHHbIX MpenapaTos, yKa3aHHbIN
B nyHkTe 1 HacTtoswwux [lpaBun, He nosgHee 1 Mas (UMHAHCOBOrO roga, NOTPebHOCTL B NEKAPCTBEHHBLIX
npenapaTax Ha KoTopbii obecnedvMBanacbk MNOCPEACTBOM OCYLLECTBIIEHUA 3aKyroK, yKasaHHbiXx B nyHkTe 10
HacToAwmx [lpaBun, B CBS3UM C U3MEHEHMEM CXEM Je4veHUsi OOSbHbIX WMCMNONHUTESbHbIE OpraHbl CyObekToB
Poccuiickon ®egepaumm B cchepe oxpaHbl 340P0Bbs BrpaBe npeacTtaBuTb B deaeparnbHbi LEHTP He no3gHee 20
Masi ykazaHHOro (pMHaHCOBOroO rofa 3asiBK1 B OTHOLLEHWWN TaKoro fiekapCcTBEHHOro npenapara.

dJeuepaanblPl LUeHTp He no3gHee 30 wmas YKa3aHHOro (bl/IHaHCOBOFO roga paccmMmatpuBaeT 3asABKU,
YKa3aHHble B abzaue nepBoM HaCToOALWero nyHKTa, KOPPEeKTUpyeT 3TU 3adABKU (ﬂpl/l H606X0,EI,I/IMOCTI/I),
cornacoBbiBaet UX C WCNOJIHUTENbHbIMKA OpraHamMmun Cy6'beKTOB Poccurickon CDep,epau,MM B ccbepe OXpaHbl
300p0oBbA N HanpaBA€T B KOMUCCUIO.

PaccmoTpeHune 3aaBoK, ykasaHHbIX B ab3aue nepBOM HACTOSILLEro nyHKTa, yTBepXKaeHne 06beMoB NOCTaBoK
nekapcTBeHHbIX NpenapaTtoB v npefcTtaerneHve B PedepanbHbii LEHTP CBeAeHUN 00 yTBepXAEHHbIX obbemax
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NOCTaBOK J1€KapCTBEHHbLIX MNMpenapaTtoB OCYLLEeCTBIIATCA Komuccuen B TeyeHne 10 KaneHaapHbIX OHen co gHsA
npencrtaBrieHNA Takmx 3adBOK dJep,epaanuM LEHTPOM.

CeepneHus 06 yTBepXKAEHHbIX KOMUCCUEN OOBbeMax MOCTABOK JEKApCTBEHHbIX MpenapaTtoB HamnpaBnstTCcs
denepanbHbiM LIEHTPOM B UCMONHUTENbHbIE OpraHbl cybbekToB Poccuiickon ®Pepepaummn B cdepe oxpaHbl
300poBbs B TedyeHne 3 paboumnx gHewn Co AHA NOCTYNNEHUS CBEAEHNA OT KOMUCCUW.

3a|<yn|<a JIeKapCTBEHHbIX NpenapaTtoB U UX nepenada oCyLecTBIIAKTCA B COOTBETCTBMN C NMYyHKTAMU 10-14
HacToAWNnX rlpaBVIJ'I.

17. ®epepanbHbI LEHTP B ycTaHoBNEeHHOM MuHucTepcTBOM 3apaBooxpaHeHus Poccuiickon depepaumm
nopsiike OCyLLEeCTBNSAET MOHUTOPUHI OBUMXEHMS M y4eTa NeKapCTBEHHbIX npenapatoB B cybbekTax Poccuiickon
denepaumn, goBoauT OO CBeAEHMS YMNOMHOMOYEHHbBIX OPraHoB MOMyYeHHble MO pe3ynbTaTtaM MOHUTOPUWHIra
OaHHble, B TOM 4YMCMe CBeOEeHWs O HOMEHKIaType, KONMYeCTBE M CTOMMOCTU JEeKapCTBEHHbIX MpenapaTos, 06
OTCYTCTBMM NOTPEOHOCTU B OTAENbHbLIX JIeKapCTBEHHbLIX MpenapaTtax fMbo O NOABMEHUN LOMNOSHUTENBHOWN
NnoTpebHOCTM B FeKapCTBEHHbIX MNpenaparax B CBS3W C u3MeHeHneM B cybbekte Poccunckon Pepepaumm
YNCNEHHOCTU BOMBHBIX, UBMEHEHMSMU B HA3HAYEHMAX NevallMn BpadaMy NeKkapCTBEHHbIX NpenapaToB 00MbHbIM
1 cornacoBbIBaET NnepepacnpenenerHne nekapcTBEHHbIX NpenapaTtoB Mexay cyobektamu Poccuiickon Pegepaumm.

18. MNMepepaya nekapCTBEHHbIX NpenapaTtoB ogHUM cybbektom Poccurickon depepaumm B COGCTBEHHOCTb
apyroro cybwekta Poccuiickon ®Pepepauumn  OCyLLIECTBRSETCS Ha OCHOBaHUWM akTa npuemMa-nepenayu.
depneparnbHbIN LEHTP yBEOOMIIAETCA O nepedade NekapCTBEHHbIX npenapaTtoB B TedeHne 10 kaneHOapHbIX OHEN
nocrne noanvcaHus akta npyemMa-nepenayu ynorHOMOYEHHbIMW OpraHamu.

19. B cnyyae BbisBneHus B cybbektax Poccunckon ®degepauum ocTaTkoB feKapCTBEHHbIX MpenapaTos,
obecneymnBaroLmx NOTPEOHOCTL B HUX MeHee 4YeM Ha 60 kaneHgapHbix AHen, depepanbHbld LEHTP NpuHMMaeT
Mepbl MO OCYLLECTBNEHMIO NepBOOYEPEAHON MOCTaBKN MM NEKapCTBEHHbIX NpenapaTtoB NyTeM MH(OPMMPOBaHUS
COOTBETCTBYIOLLNX NOCTaBLUMKOB.

B cnyyae BbisiBneHuss B cybbekTax Poccuiickon ®Pegepaumm OCTaTKOB JleKapCTBEHHbIX MpenapaTtos,
obecneunBaronx NOTpebHOCTb B HNUX MeHee YeM Ha 30 kaneHaapHbIX AHen u 6onee Yem Ha 120 kaneHOapHbIX
aHen, ®egepanbHbI LEHTP YBEAOMISAET UCMOMHMTENBHBIE OpraHbl cyobekToB Poccuiickon ®eagepaunn B cdepe
OXpaHbl 300pOBbS 0 HEOOXOANMOCTU NepepacnpeneneHns NeKapCTBEHHbIX NpenapaTos.

YNONHOMOYEHHbIE OpraHbl B Te4eHne 7 pa6oql/|x OHen ¢ MoMeHTa nony4yeHuna yseaomMmrieHna ocywecTBnAT
noAroToBKY akTa npuema-nepenadn.

20. duHaHcoBOe obecneveHne 3aTpaT Ha TPAHCMOPTUPOBKY FEKAapCTBEHHbIX MpenapaToB, yKa3aHHbIX B
nyHktax 18 n 19 Hactoawmx lNMpasur, ocywecTBNsSeTcs 3a CYeT CPeACcTB YNONHOMOYEHHbIX OpraHoB, KOTOPbIM
nepeparoTcs nekapcTBeHHble npenapaTbl.

21. B cnyyae hopMMPOBaHUS OCTATKOB JleKapCTBEHHbIX MpenapaToB, NpeBbilLaloWwmnX NOTPeOHOCTb B HUX,
ana obecnedeHns 6GomnbHbIX B BospacTte Ao 18 net nubo ot 18 net m crapwe [0 ouvepefHON MOCTaBKM
COOTBETCTBYIOLLEro JleKapCTBEHHOrO npenapara B COOTBETCTBUMM C YCIOBUSMU TFOCYAAPCTBEHHbLIX KOHTPAaKTOB,
3aknoyeHHbIx  defepanbHbIM - LEHTPOM, OpraHusauusi-noniyyatenb BNpasBe WCMOMb30BaTb JIEKAPCTBEHHbIE
npenapaTbl, nNpuMobpeTeHHble 3a CYET WUCTOYHMKa (UHAHCKMPOBAaHMWS, ykazaHHOro B abs3ale nepBOM MyHKTa 2
HacToswmx [lpaBun, B uUensax obecnevyeHuss MMM GonbHbIX B Bo3pacTe Ao 18 neT, wnuM wucnonb3oBaTtb
nekapcTBeHHble npenapaTbl, MPUOOpeTEHHbIE 3a CYET NCTOYHMKA (hMHAHCMPOBaHUS, yka3aHHOro B ab3ale BTOpoOM
nyHkTa 2 HacTosawwmx MNpasun, B uensx obecnevyeHns nmm 6onbHbIX B Bo3pacte 18 net u ctapuue.

I'Iepepacnpep,eneHVle NNeKapCTBEeHHbIX MpenapaTtoB, YyKa3aHHOEe B abzaue nepBoM HaCTOALWLEro nyHKTa,
OCyLleCTBNndeTCAa npun ycrosun nocnenywouwlero Bo3MeleHna B TeKylem (*)MHaHCOBOM rogy COoOTBEeTCTBYHOLLEro
NeKapCTBEHHOIoO npenapara B 3KBUBAJ1IEHTHbLIX NEeKapCTBEHHbIX (bopmax, O0O3NpPOBKax, d)acoskax NCNOJ1b30BaHHbIX
NeKapCTBEHHbIX NMpenapaToB.

22. ®epepanbHbI LEHTP exekBapTanbHo, Ao 10-ro yucna mecsua, cnegylowero 3a OTYETHbIM KBapTasioMm,
npeactaesnsetr B depepanbHyto cnyxby no Hagsopy B cdepe 30paBOOXPaHEHUSI B LIENSX OCYLLECTBIEHMS
KOHTpONA 3a UueneBbiM WCMNOMb30BaHWEM FeKapCTBEHHbIX MpenapaTtoB, a Takke B MuHUCTEpCTBO
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3apaBooxpaHeHunsi Poccunckon Pepepauumn cBefeHUs O nepegade JfeKkapCTBEHHbIX MNpenapaToB CyObekTy
Poccuiickorn ®Pegepaumm M O COMMacoBaHHbIX MNepepacnpeaerneHnsx JNeKapCTBEHHbIX MpenapaTtoB Mexay
cybbektamu Poccuiickon deagepaumn.

23. B uenax obecnedyeHnss GOnbHbIX MEKapCTBEHHbIMM MpenapatamMm B MNOpsiAKe, YCTaHOBMEHHOM
3akoHopartensctBoM Poccunckon ®egepauun, OCyLLECTBRSETCA Ha3HAYeHWe IeKapCTBEHHbIX NpenapaTos,
odhopMIeHne peLenToB Ha NleKapCTBEHHbIE Npenaparbl K X OTMYCK.

24. Tlpu HasHayeHMM OGONbHOMY neKapCTBEHHbIX MpenapaTtoB nevawun Bpady WHGoOpMUpyeT ero o
BO3MOXHOCTW MOMy4YeHMs MM COOTBETCTBYIOLUMX TEKapCTBEHHbIX mMpenapatoB 6e3 B3uMMaHua nnaTtbl B
COOTBETCTBMM C 3aKoHoaaTenscTBoM Poccuickon depepaumm.

25. B uensx guHamuyeckoro HabnogeHus 3a 6onbHbIM U COGMIOAEHUS MNEepUOANYHOCTU MOCELLEHUS UM
MEOUUMHCKOW OpraHuM3auMu nevyawjum BpayoM MWNU  BpayeGHOW KOMUCCUEN MeOWLIMHCKON opraHusauum
onpenenseTca KoNMMYecTBO NEKapCTBEHHOro npenapara, KOTOpoe YKasbiBaeTcsa B peLenTe Ha nekapcTBeHHbIN
npenapaT B COOTBETCTBUN C PEKOMEHOOBAHHOW CpeadHei CYyTOYHOW U KypCOBOM [0030M M CPOKOM, HasHaYeHHbIM
0N noceLLeHus.

26. MeguumHckast opraHmsauusi npegocTaBnsieT OOMbHOMY UMMM €ro  3akKOHHOMY MpPEeACTaBUTENO
MHpopmaumio 06 opraHusaumsix, PacroNOXEHHbIX B rpaHMLax MyHUUUNansHoro obpas3oBaHWA MO MeCTy
XWUTenbCTBa uUnn mecty npebbiBaHusA (B crnydyae ecnu Cpok npebbiBaHus npesBbiwaeT 6 mecsues) 60OMbHOMO u
OCYLLECTBMALMX OTNYCK JIEKAPCTBEHHbIX NPEenapaToB, HAa3HaYEeHHbIX NeYallMM BpayoMm, rpakgaHam, UMeoLnm
npaBo Ha obecneyeHne nekapcTBEHHbIMM NpenapaTtamMu, oTnyckaembiMy BecnnaTHo, 3a cHeT cpeacTB OHOMKETHbIX
accurHoBaHuin doegepanbHoro oogxketa n 6togxetToB cybbekToB Poccunckon ®egepaunn.

27. HasHayeHve nekapCTBEHHbIX MpenapaToB 6GONbHOMY OCYLLECTBMASETCH MOCne BKIIOYEHUS €ro B
permoHanbHbIn cermeHT ®egepansHoro pernctpa. OTnyck nekapCTBEHHbIX NpenapatoB 60bHOMY, ero 3aKOHHOMY
npeacTaBuTeNto UM nudy, YNOMHOMOYEHHOMY OO0MbHBIM UMM €ro 3aKOHHbIM MpeAcTaBUTENeM Ha MornyyYeHve
nekapCTBEHHbIX NMpenapaToB, OCYLLECTBNAETCA B COOTBETCTBUN C NOPSAKOM, YCTAHOBMEHHbLIM B COOTBETCTBUN CO
ctatbeln 55 PepgepanbHoro 3akoHa "O6 obpalleHnn nekapCcTBEHHbIX cpeacTB”.

28. OpraHunsauus obecneyeHnst NekapCcTBEHHbIMU NpenapaTaMmy 6oMbHbIX, MPOXUBAIOLWMX B CTaLUOHaPHbIX
opraHmsaumax coumanbHOro obCnyuBaHUs uNu OTObIBaKOWMX HakaszaHue, CBA3aHHOe C nuvleHueMm cBobGoapbl,
OCYLLECTBNAETCA COOTBETCTBYIOLLEN opraHm3aumen.

29. B cny4yae Bble3ga 60mnbHOro 3a npeaensl Tepputopumn cydbekta Poccuickon degepaunm, B KOTOPOM OH
NPOXUBaET, HA TeppuUTopuIo Apyroro cyobekta Poccuiickon defepaumm Ha CpokK, He MpeBblawmin 6 Mmecsaues,
TakoMy GONbHOMY WUCMOMHUTENBHBIM OpraHoM cybbekTa Poccuickon ®Penepaummn B cepe oxpaHbl 340pOBbS
OpraHM3yeTcsl HasHa4YeHne NeKapCTBEHHbIX NpPenapaToB Ha CPOK MpuMema, paBHbI CPOKY ero Bble3fa 3a npepensl
Tepputopun cybwekta Poccunckon Pepepaumun, nmbo € y4eTOM CPOKOB TFOAHOCTU WMMEIOLLUXCA OCTaTKOB
nekapcTBeHHbIX npenapaTtoB obecnedyeHMe Takoro  OONBHOrO  JIEKAPCTBEHHBIMM  MNpenapartamyM  Ha
COOTBETCTBYIOLL I CPOK.

CBedeHNst O KONMYecTBe J1eKapCTBEHHbIX MpenapaTtoB, HasHa4YeHHbIX GONbHOMY WU OTMYLUEHHbIX
GONMbHOMY, €ro 3aKOHHOMY MpeACTaBWUTENo UMM Nuly, YNOSTHOMOYEHHOMY GOMbHBIM UMM €ro  3aKOHHbIM
npeacTaBuUTeENEM Ha Nony4YeHne NekapcTBEHHbIX NpenapaToB, BHOCATCA B perMoHanbHblil cermeHT defepanbHoro
perucTpa.

30. B cny4yae Bblesga 6onbHOro 3a npeaensl Tepputopun cybbekta Poccuiickon ®egepaumm, B KOTOPOM OH
NPOXMBAET, Ha TeppUTOpUD apyroro cyobekta Poccuiickon degepalmm Ha Cpok, NpeBbILaLWnA 6 Mmecaues, unm
B Clydae M3MEHEHMSI MEeCTa XUTeNbCTBa TakoMy OONMbHOMY Ha3HA4YarTCsA JIeKapCTBEHHbIE Npenapartbl Ha CPOoK
npuema He Oomee OOHOroO Mecsdua nMBO OpraHM3yeTCcd WCMOMHUTENbHBIM OpraHoM cybbekta Poccuiickon
depnepaummn B chepe oxpaHbl 300poBbs obecrnedeHne Takoro 6ONbHOro NekapCTBEHHLIMKU MpenapaTaMmy Ha CPoK
npvema He 6onee ogHoro mecsua.

CeepeHns 0 TakoM GOMBLHOM MOANEXaT UCKIMIOYEHNIO U3 PErMOHanbLHOro cermeHTa dPefepansHoro perucrpa
cybbekta Poccunckon depepaumu, ¢ TEPPUTOPUN KOTOPOro Bble3kaeT BonbHOW, u nepegadve (B TOM 4ucrne C
NCMNONb30BaHNEM UH(OPMALMOHHO-KOMMYHMKALMOHHBIX TEXHOSMOMMIA)  UCMOSNTHUTENBHOMY OpraHy cybobekTa
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MNoctaHosneHue Mpasutenscrea PO ot 26.11.2018 N 1416
(pen. ot 10.06.2025)
"O nopsake opraHu3aumm obecrnedyeHns 1ekapCTBEHHBI...

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 25.03.2026

Poccuiickon ®epepaummn B cdhepe oxpaHbl 300POBbS, HA TEPPUTOPUIO KOTOPOro Bbexan BoNbHOW, AN BKITHOYEHNUS
B pervMoHanbHbIn cermeHT PefepanbHOro permctpa atoro cyobekra Poccunckon ®egepaumn.

[daton BknoyeHns cBedeHMn O BOMNbHOM B pervoHarnbHbl cermeHT defepansHOro perncrpa cybbekTom
Poccuiickon depepauumm, Ha TeppUTOPUIO KOTOPOro Bbexan OOMbHOW, ABMSETCS AeHb, Creaylowmi 3a AHEM
UCKINIOYEHMST CBEAEHUA O HEM M3 pernoHanbHoro cermeHta depepanbHOro peructpa cybvektom Poccuiickon
denepaumu, c TEPPUTOPUN KOTOPOTO Bblexar GONbHON.

31. VicnonHnteneHbI opraH cybbekta Poccuiickon depepauumn B chpepe oxpaHbl 300pOBbs, C TEppUTOpUMn
KOoTOporo Bblexan ©OonbHOW, npeactaensieT (B TOM  4YMcne C  UCNOMb30BaHWEM  MHEAOPMALMOHHO-
KOMMYHMKALMOHHBLIX TEXHOMOrMi) no 3anpocy WMCNONMHUTENbHOro opraHa cybbekta Poccuickon depepauun B
cdepe OxpaHbl 300pPOBbS, HA TEPPUTOPUIO KOTOPOro Bbexan 60MbHOM, CBEAEHUS O KONMMYECTBE JeKapCTBEHHbIX
npenapaTtoB, Ha3HAYEHHbIX WU OTNYLUEHHbIX OOMbHOMY, €ro 3akOHHOMY nNpeacTaBUTENO WNKU  nuuy,
YMNOMHOMOYEHHOMY BGOMbHBIM UM €ro 3aKOHHLIM NPeaCcTaBUTENEM Ha MOMyYeHUe NeKapCTBEHHbIX NpenapaTos, B
COOTBETCTBMU C NyHKTOM 26 HacToswwmx MNpasun.

YTBEPXKOEHDI

noctaHosrneHvem [pasutenscrea
Poccuickon ®egepauun

OT 26 Hos16psa 2018 1. N 1416

NMPABUNA
BEJEHUA ®EOEPAIIbHOIO PEFUCTPA NUL, BOJIbHbIX FTEMO®UIUEWN,
MYKOBUCLIMOO30M, TMNO®U3APHLIM HAHU3MOM, BONE3HbLIO MOLLE,
3NOKAYECTBEHHBLIMW HOBOOEPA30BAHUAMU NTUM®OUAHON, KPFOBETBOPHOW
U POOACTBEHHbIX UM TKAHEN, PACCEAHHBLIM CKITEPO30M,
FrEMONUTUKO-YPEMUYECKUM CUHOPOMOM, FOHOLLECKUM APTPUTOM
C CUCTEMHbIM HAYANIOM, MYKOMOJIMUCAXAPUOO3OM I, Il U VI
TUNOB, ANMNTACTUYECKON AHEMUEW HEYTOYHEHHOMW,
HACNEACTBEHHbLIM OE®ULIUTOM GAKTOPOB Il (PUEPUHOTEHA),
VIl (NTABUNBHOIO), X (CTIOAPTA - MPAY3PA), L NOCNE
TPAHCMJIAHTALUU OPIrAHOB U (UNTN) TKAHEWN

CnmMcoK N3MEeHSILLNX JOKYMEHTOB
(B pea. MNMoctaHoBneHun MNpasutensctea PO ot 27.03.2020 N 344,
oT 26.06.2021 N 1025, o1 15.02.2023 N 229, ot 10.06.2025 N 877)

1. Hactosawwme [lpaBuna ycrtaHaBnuBalT Nopsaok BedeHws PegepanbHOro permcrpa nuu, 60nbHbIX
remocpunuern,  MyKOBMCUMAO30M,  MNOodm3apHblM  HaHuM3MoM, OonesHbio  [owe,  3rMoka4YecTBEHHbIMU
HoBOODOpa3oBaHMAMM NMMAOMAHON, KPOBETBOPHOW W POACTBEHHbIX WM TKaHeW, paccesiHHbIM CKIepo30oM,
reMOSIMTUKO-yPEMUYECKUM CUHOPOMOM, HOHOLLECKMM apTPUTOM C CUCTEMHbLIM Havanom, Mykononvcaxapugosom |,
I v VI TunoB, annacTnyeckom aHemMumen HeyTOUYHEHHOW, HacneacTBeHHbiM AeduumtoMm daktopos |l
(cbubpwuHoreHa), VIl (nabuneHoro), X (CtioapTa - MNMpayapa), N1y, nocne TpaHCnaHTauum opraHoB M (Mnun) TKaHewn
(oanee cooTBETCTBEHHO - BonbHble, PefeparnbHbi PerncTp).

(B pea. NoctaHoBneHus MNpasuTtensctea PP o1 27.03.2020 N 344)

2. BegeHve defepanbHOro pernctpa ocyLLecTBNsAeTCs B creayloLwmx Lensx:

a) obecrnevyeHne nekapcTBEHHbIMM npenapataMmu Ans MeAWLUMHCKOrO MNPUMEHEHWs, BKMIOYEHHbIMU B
yTBepxaeHHbln  [MpaButensctBom  Poccunckon  depepaumm  nepeyveHb  NEKapCTBEHHbIX  MpenapaTos,
CHOPMMPOBaHHbIN B YCTAHOBNEHHOM MM NOpsSAKe (danee - nekapcTBeHHble npenaparbl), 60MbHbIX B BO3pacTe OT
18 netr u crTapwe 3a c4yeT OOOKETHbIX acCUrHoBaHWWA, NPeayCMOTPEHHbIX B dedepansHoM OwomkeTe
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MNoctaHosneHue Mpasutenscrea PO ot 26.11.2018 N 1416
(pen. ot 10.06.2025)
"O nopsake opraHu3aumm obecrnedyeHns 1ekapCTBEHHBI...

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 25.03.2026

MwuHncTepcTByY 3apaBooxpaHeHus Poccuiickon degepaumm Ha ykasaHHble Lenu, a 6onbHbIX B Bo3pacTe oo 18 net
- 3a c4yeT OWMKETHbIX acCUrHoBaHWW, NpegycMOTpeHHbIX MuHMCTepCcTBY 34paBooxpaHeHus Poccuiickon
depepaumn ana doHga NogaepKkU AETEN C TSHKENbIMU KUBHEYTPOXaWNMN U XPOHUYECKMMK 3aboneBaHus, B
TOM yucrie pegkummn (opdaHHbiMu) 3abonesaHuamu, "Kpyr gobpa”. BrogxkeTHble acCUrHoBaHMS MepeyncnsitoTcs
MwuHncTepctBOM  3apaBooxpaHeHust Poccuiickon  ®epepauun  begepanbHOMY  Ka3eHHOMY  yYpEXOEHUIo
"®epepanbHbIl LLEHTP NMAHUPOBAHUSA M OpraHM3aluMu nekapcTBeHHoro obecnedeHus rpaxgaH” MuHucTepcTBa
3apaBooxpaHeHnst Poccuiickon depepaumm (ganee - deaepanbHbI LEHTP) ANSA OpraHusauum M npoBeaeHus
3aKynoK rekapcTBEHHbIX NpenapaTtos;

(nn. "a" B pea. NocTtaHoBneHus MNpasuTtensctea P® ot 15.02.2023 N 229)

©) MOHUTOPUHI OBWXKEHMSA U yyeTa BOMNbHbIX HA OCHOBaHWM CBEeAEHWN, NpeacTaBnsieMblX UCMOMHUTENBHBIMU
opraHamu cybbekToB Poccuickon degepaumm B cdoepe oxpaHbl 300pOBbS;
(B pea. NoctaHoBneHus MNpasutensctea P® ot 10.06.2025 N 877)

B) 3heKTMBHOE MNNaHMpOBaHME W pacxodoBaHWe (UHAHCOBLIX CPeACTB, HamnpaBrsieMblX Ha 3aKynKy
HeobXoAUMbIX JIEKapCTBEHHbIX MpenapaToB Ans obecneyeHust UMK BOMbHBIX MO MECTY XKMUTENbCTBa WU MECTy
npeb6biBaHKs (B Crly4ae ecniv cpok NpebbiBaHMs NpeBbIaeT 6 MecsueB).

3. ®depepanbHbil  peructp saBnsetca enepanbHOW  MHAPOPMAaLMOHHOW CUCTEMOW, COCTOsALWEN U3
pervoHanbHbIX CErMEHTOB, KOTOpblE Pa3fensAlTcs Ha NOACErMEHT, COAepXaLLnn cBeaeHUs 0 BonbHbLIX B BO3pacTe
0o 18 neT, n nogcerMeHT, cogepxallmim ceefeHns o BonbHbIX B BO3pacTe OT 18 nmeT u cTaplie, n cogepxallemn
cBefeHus, NnpegycMOTpeHHble NyHKToM 9 HacTosAwmx [Npasun.

(B pea. NoctaHoBneHus MNpasutensctea P® o1 15.02.2023 N 229)

MwuHucTepcTBO 3apaBooxpaHeHus Poccunckon Pegepauum aBNSeTcs onepaTtopoM 3TON CUCTEMbI U
obecneunBaeT ee 6ecnepebonHoe PyHKUNOHMPOBAHNE.

MuHucTepcTBO 3gpaBooxpaHeHnss Poccunckon ®epgepaunn obecnednsaet ®egepanbHoMy LeHTPY 1 doHay
NnoanepXKN AeTEN C TSKENbIMU KUSHEYTPOXAOLLMMN N XPOHUYECKMMU 3ab0NeBaHMaMM, B TOM YUCHE pPeoKUMM
(opdhaHHbIMK) 3aboneBaHusaMuY, "Kpyr gobpa" goctyn k nHdopmaumu, cogepxallerica B PegepansHOM perncTpe.
(ab3ay BBegeH [loctaHoBneHneMm [lpaButenbctBa P® ot 26.06.2021 N 1025; B pen. [NoctaHoBneHus
MpaButenscrtea P® ot 15.02.2023 N 229)

4. NcnonHuTenbHble opraHbl cydbekTtoB Poccuiickon depepaummn B cdepe oxpaHbl 340p0OBbsi 0becneunBatoT
BHECEHVe cBedeHUn 0 BOMNbHbIX B pernoHanbHbIi cermeHT ®efepanbHOro permctpa B Cpok, He npesbiwarowmnin 5
pabounx gHen co OHs obpalleHns 60MbHOro C YCTAHOBMEHHbIM AMArHO30M B MEOULMHCKYIO OpraHu3aumio no
MECTY €ero XuTenbCcTBa Unu mecty npebbiBaHus (B Cryyae ecnv cpok npebbiBaHns npeBbiwaeT 6 mecsaues).

(8 pea. NoctaHoBneHus MNpasutensctea P® ot 10.06.2025 N 877)

BkrtoueHne B pernoHanbHbIN cerMeHT PefepanbHOro peructpa cBedeHUMn O OOnbHbIX OCYLLEeCcTBNseTCs
MEeOMULIMHCKOW OpraHun3aumnen no MecTy UX XUTenbcTBa Unn MecTy npedbiBaHus (B criy4ae ecnv cpok npedbiBaHus
npeBbIaeT 6 MecsLEeB) Ha OCHOBaAHUM MEAUNLIMHCKUX AOKYMEHTOB (MX KOMUIA) UMK BbIMUCKA U3 HUX, OTPaXKaLLUX
cBefeHus 06 ycTaHOBNEHHOM AmMarHo3e n Beldope MeponpusiTUin No NeveHnto naumeHTa. BknoyeHne ceBegeHun o
OOMbHBIX C TFEMONIUTUKO-YPEMUYECKMM CUHOPOMOM, HOHOLIECKMM apTPUTOM C CUCTEMHBIM Hayanom WU
Mykononucaxapugosom I, Il n VI Tvnos ocylecTBnNaeTcs Ha OCHOBaHUN MeOULMHCKNX JOKYMEHTOB UN UX KOMUA U
BbIMUCKN M3 HUX, OTpaxawwmx cBefeHuss o6 yCTaHOBIIEHHOM AuMarHo3e v BbiGope MeponpusatuiA No JNeYeHuro
6onbHOro, NoNy4YeHHbIX OT hefepanbHOM MEAULMHCKON OpraHn3au .

(8 pea. MNoctaHoBneHus Mpasutensctea P® ot 10.06.2025 N 877)

5. PerynvpoBaHue OTHOLUEHWN, CBSA3aHHbIX C BegeHnem PegepanbHOro peructpa, OCYLLECTBSETCS B
COOTBETCTBMU C 3akoHoaaTenbcTBoMm Poccuinckon degepaumm 06 nHpopmaumm, HHPOPMaLMOHHBIX TEXHOMOTMSAX U
0 3awuTe Hdopmauuu.

6. MuHuctepctBo 3gpaBooxpaHeHus Poccuickon Pepepauunn, depepanbHbldi UeHTp, PoHO NOOLaEpPXKKM
OeTen C TSHKeNbIMU XKU3HEYTPOXaOLWMMU U XPOHUYECKUMU 3ab0neBaHnsaMM, B TOM YnUCie peakuMu (opcpaHHbIMK)
3aboneBaHuamu, "Kpyr gobpa" n mcnonHutenbHble opraHbl cydobektoB Poccuiickon ®epepaumm B cdepe oxpaHbl
340poBbsi obecneynBaloT KOHMAEHUMANbLHOCTL CBEAEHUA, coaepxalmxcs B PeaepanbHOM peructpe, a Takke
XpaHeHue U1 3alUmTy Takux ceBefeHun B cooteeTcTBun ¢ PeaepanbHbiM 3akoHOM "O nepcoHanbHbIX AaHHbIX".
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MNoctaHosneHue Mpasutenscrea PO ot 26.11.2018 N 1416
(pen. ot 10.06.2025)
"O nopsake opraHu3aumm obecrnedyeHns 1ekapCTBEHHBI...

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 25.03.2026

(B pea. MNocTtaHoBneHun MNMpaeutensctea PO ot 26.06.2021 N 1025, ot 15.02.2023 N 229, o1 10.06.2025 N 877)

7. PasmelweHrne uHdopmauun B degepanbHOM perncrpe OCyLLeCTBNAETCA C MPUMEHEHMEM YCUNEHHOWM
KBanMULUPOBaHHON 3MEKTPOHHOM noanucu B cootBeTcTBUM ¢ PepepanbHbiM 3akoHOM "O6  3neKkTpoHHON
noanucu".

8. <De,qepaanbu7| perncTp BegeTcd B 3J1IEKTPOHHOM Buae C nNnpMMeHeHnem aBTOMaTVISVIPOBaHHOVI CUCTEMDI
nyTemMm BHECEHUA peFVICTpOBOVI 3anmcun Cc npuceBoeHmnem yHukKarnbHOro Homepa peFMCTpOBOVI 3anmcn n ykasaHumem
OaTbl ee BHECEHUA.

[Mpn BHeceHWN u3MeHeHUN B cBeAeHMs O BGONbHOM AOMKHbI OblTb COXpPaHEHbl YHWKarNbHbIA HOMEpP
pPEerncTpoBOK 3anmcu N UCTOPUSt BHECEHNSA N3MEHEHU.

9. denepanbHblil PErncTp CoaepXXUT crieaylollme cBeeHus:

a) CTpaxoBOM HOMEP MHAMBUAYANbBHOMO NULIEBOro cyeTa 6onbHOro B cucteme 0653aTenbHOro NEHCUOHHOIO
CTpaxoBaHwus (Mpu HanmM4um);

6) dhamunus, nms, ot4ecTBo H6OMLHOrO, a Takke amMunus, JaHHasa NPy POXKAEHU;
B) gata poxgeHus 60nbHoro;
r) non 60nbHOro;

A) agpec MecTa xuTenbCcTBa MM Mecta npebbiBaHusA (B criydyae ecnu Cpok npebbiBaHusA npesblwaeT 6
mecsueB) 6onbHoro (¢ ykasaHmem koga no OB6LEepoCCMIMCKOMY KnaccudgukaTopy O6BLEKTOB agMUHUCTPATUBHO-
TEppPUTOPUANbHOrO AENEHNs);

e) cepna n HoMep nacnopta (CBVID,eTeJ'IbCTBa (0} pO)Kﬂ,eHVIVI) nnn ypoctoBepeHuna JNn4HOCTU ©onbHoro, a
TakKkKe gata BblAa4n yKa3aHHbIX JOKYMEHTOB;

X) cepus u HOMep nonuca o006s13aTeNbHOr0 MEOULMHCKOTO CTPaxOoBaHUA OOMbHOrO U HavMMeHOBaHWEe
BblAaBLLEN ero CTpaxoBon MeULMHCKOW opraHn3auuu;

3) WHopmaumsi o6 WHBaANMUOHOCTM (B Cnyvyae YCTaHOBMEHMS TPYMMbl WMHBanNMAHOCTU WIU KaTeropuu
"pebeHok-nHBanna");

W) pguarHo3 3abonesBaHus (COCTOSAHMSA), BKNOYad ero kog no MexgyHapogHOW CTaTUCTUYECKON
knaccudukaumm 6onesHen n Npobnem, CBA3aHHbLIX CO 3A40POBLEM, a TaKke AaTta ocMoTpa GONbHOro N AaHHbIE O
AVHaMUKe COCTOSHMS;

K) uWHdopmauus o MeauUMHCKOW opraHuvsaumm  (HavMeHoBaHWe, OCHOBHOW  rocyaapCTBEHHbIN
pervcTpaumoHHbIn Homep, kog no ObwepoccuckoMy KnaccudukaTopy NpeanpusiTuini  opraHnu3aumi), BolaaBLUen
HanpaBfeHWe Ha BKIIOYEHWe cBefeHun o BonbHbix B PefdepanbHbIl pernctp (HanpaBneHUe Ha BHECeHue
N3MEHEHNI B CBeAEHMs, coaepxalwmecsa B deaepanbHoOM perncTpe (ganee - HanpaeneHue), a Takke U3BeLLeHne
06 ucknoyeHmn ceegeHun o bonbHbIX U3 PegepanbHOro perncTpa (ganee - U3BeLeHne);

n) pata BKMHOYEHUS CBeAEHMM O OOnMbHOM M JaTa BHECEHWsI U3MEHEHWA B cBefeHust 0 OOnbHOM B
depepanbHbI perncTp;

M) MHPOPMaLMsA O Ha3HAYEHUWN NEeKapCTBEHHbIX NPenaparos;

H) uHdopMauua o6 OTnycke NekapCTBEHHbIX MpenapaTtoB (daTa Hadana oGecrneyeHus NekapcTBEHHbIMM
npenapartamu 1 oakTU4YeCcKuit OTMYCK NeKapCTBEHHbIX NpenapaTos);

0) JaTta MpUHATUS pelweHns o6 OKoHYaHMu obecneveHuss NeKapCTBEHHbIMWM mpenaparamu C yKkasaHuem
npuuvHbl (Bble3n 3a npegensl Poccunckon ®depepaumm Ha MNOCTOAHHOE MECTO XWUTENbCTBA WM MECTO
npebbiBaHWst (B Cryvyae ecnv CpoK npebbiBaHMs npeBblllaeT 6 mecsueB), cMepTb OONbHOro, OTCYTCTBUE
nokasaHun K garnbHenwemMy npuemy nekapCcTBEHHOro npenapara) 1 o0 nepegade cesefeHuii B apxus PegepanbHOro
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MNoctaHosneHue Mpasutenscrea PO ot 26.11.2018 N 1416
(pen. ot 10.06.2025)
"O nopsake opraHu3aumm obecrnedyeHns 1ekapCTBEHHBI...

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 25.03.2026

perncTpa;

n) nHdopmauusa o BkMYeHUn GonbHoro B deaeparnbHbii PerucTp nvu, MMEKLMX NpaBo Ha NosyyeHue
rocy4apCTBEHHOW COLManbHOW MOMOLLN, N UHbIE PErMcTpbl, NPeaYCMOTPEHHbIE 3akoHOA4aTENLCTBOM Poccuickon
depepauuu, B uenax obecnevyeHns nekapcTBEHHbIMW MpenapaTamu 3a cyeT OoakeToB GHOOKETHOW CUCTEMBI
Poccunckon degepaumu;

p) YHUKarbHbI HOMEpP PErMCTPOBON 3amnmncy;

C) BbIMMCKA W3 MEAMUUHCKOW [OOKyMeHTauum 60MbHOro, cogepxaliass CBEAEeHWS O HasHavYeHun
nekapCTBEHHbIX NpenapaTos;
(B pea. NoctaHoBneHus MNpasutensctea P® ot 10.06.2025 N 877)

T) UICTOYHMK (PMHAHCMPOBaHMA NPMOBpeTeHNs NekapCTBEHHbIX MpenapaTos.
(nn. "t" BBeaeH lNMoctaHoBneHuem MNpasutensctea PP ot 15.02.2023 N 229)

10. B cnyyae ycraHoBneHuss guarHosa 3aboneBaHus (COCTOSAHMSA), yKazaHHOro B MyHKTE 1 HACTOALMX
MpaBun, unuM M3MEHEHUs CBEAEHWW, YKasaHHbIX B noanyHktax "a" - "x" nyHkta 9 HacTtoawwmx [lpasun,
MeOUUMHCKME OpraHu3auuu, B KOTOpbIX OOMbHble HaxogATCs NoA4 MEeOUUMHCKUM HabniogeHWeM, B CPOK, He
npeBblWwamowmi 3 pabounx OHen co OHs obpalleHnst BONbHOrO C YCTAHOBMEHHbIM AMArHO30M B MEOULIMHCKYHO
opraHu3aumio No MecTy XUTENbCTBa WM MecTy npebbiBaHus (B cnyvae ecnu cpok npebbiBaHus npeBbilaeT 6
MecsiLeB), NPeACTaBNAT B 3MIEKTPOHHOM BMAE MM Ha OymMaHOM HOCUTENe HamnpaBfieHUs U WU3BELLEHWS B
NCNONHUTENbHbLIN opraH cyobekta Poccunckon ®enepauumn B cepe oxpaHbl 340p0Bbsi MO dopMe U B NOpsiake,
KoTopble yTBEpXaeHbl MnHUCTEpPCTBOM 3apaBooxpaHeHnsa Poccuinckon degepaumn.

(B pea. NoctaHoBneHus MNpasuTtensctea P® ot 10.06.2025 N 877)

11. [Ina 3anonHeHust permoHanbHoro cermeHta PepepanbHOro perncrpa opraHmsaumm, OCyLecTBsoLWmne
OTNYCK IeKapCTBEHHbIX MpenapaTtoB, Ha3HaYeHHbIX JeYalium BpaydomM B COOTBETCTBMM C MPEOYCMOTPEHHBLIM
nognyHkToMm "a" nyHkTa 2 HactosAwwux [MpaBun nepedHem, OO0 5-r0 YMcna Kaxaoro mecsiua npencraBndaloT B
ncnonHuTenbHble opraHbl cydobekTtoB Poccuiickon ®enepauumn B chepe oxpaHbl 300POBbsS B 3NIEKTPOHHOM BUAe
unn Ha OyMaxHOM HocuTene cBefdeHUs 00 OTNyWEHHbIX 3a MpedWecTBYOWMA Mecsl, NeKapCTBEHHbIX
npenapaTtax.

(8 pea. NoctaHoBneHus MNpasuTtensctea P® ot 10.06.2025 N 877)

12. B cnyyae ecnu cBegeHus, npegycMoTpeHHble noanyHkTamm "a", "x" n "n" nyHkrta 9 Hactoswwmx lNMpasun,
He MpeAcTaBneHbl B UCMOMHUTENbHbIE OpraHbl cyobekToB Poccuiickon Pepepaumm B cepe oxpaHbl 300pOBbS,
yKa3aHHble OpraHbl BracTU CaMOCTOSITENIbHO 3anpaluvBaloT 3TW CBEAEHUs B FOCYAapCTBEHHbIX BHEGOOXKETHbIX

doHaax.
(B pea. MNoctaHoBneHus Mpasutensctea P® ot 10.06.2025 N 877)

CsegeHus o 6omnbHOM (HampaBneHus, U3BeLLeHWs), npeacTaBnseMble B 3NEKTPOHHOM Buae, nognexar
3aBEPEHUI0 JMEKTPOHHOW NOAMMCbI0 AOMKHOCTHOrO nuua MCNONHUTENbHOro opraHa cybbekta Poccuickon
denepaumu B chepe oxpaHbl 300POBbS.

(8 pea. NoctaHoBneHus MNpasuTtensctea P® ot 10.06.2025 N 877)

13. B cny4yae Bble3ga 6onbHOro 3a npepensl Tepputopumn Poccuiickon ®egepaumm Ha NOCTOSHHOE MECTO
XUTENbCTBa MNU MecTo npebbiBaHMsA (B cnyvae ecnu cpok npebbiBaHMS MnpeBbillaeT 6 MecsileB), a Takke B
cnyyae cmepTun 60MNbHOrO CBEAEHMS O HEM MOAMEXaT apXMBUPOBAHMIO.
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MNoctaHosneHue Mpasutenscrea PO ot 26.11.2018 N 1416
(pen. ot 10.06.2025)
"O nopsake opraHu3aumm obecrnedyeHns 1ekapCTBEHHBI...

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 25.03.2026

YTBEPXOEHDI

noctaHoerneHuem lNpaBuTtenscTBa
Poccunckon depepaunn

OT 26 Hos16ps 2018 1. N 1416

NEPEYEHb o
YTPATUBLUMX CUNY AKTOB NPABUTENBCTBA POCCUICKON ®ENEPALIUM

1. MNoctaHoBneHue lpaButenbctea Poccuiickon ®epepauun ot 26 gekabpsa 2011 r. N 1155 "O 3akynkax
NneKkapCTBEHHbIX MNpenapatoB, MpedHasHayeHHblx Ans  obecneyeHuss nuy, GonbHbIX  remModwnuen,
MYKOBUCLMO030M, TMNOMU3apHbIM  HaHM3MOM, 6onesHbio [owe, 3moKayecTBEHHbIMU HOBOOOpAa30BaHUAMM
NMMEONOHON, KPOBETBOPHOW M POACTBEHHBIX UM TKaHEWN, pacCesHHbIM CKI1epo30M, UL, MoCne TpaHchnaHTaumm
opraHoB 1 (unn) TkaHen" (CobpaHue 3akoHogaTenbcTBa Poccunckon degepaunn, 2012, N 1, c1. 186).

2. MNMoctaHoeneHwve MNpasutensctea Poccuiickon ®egepaumnm ot 26 anpens 2012 r. N 404 "O6 ytBepxxaeHun
MpaBun BepeHnss PepgepanbHoro peructpa nuu, 60MbHbIX remodunuenr, MyKOBUCLMOO30M, FMNOMU3apHbIM
HaHu3mom, 6onesHblo [owe, 3mMoOKayeCTBEHHbIMU HOBOOOpa3oBaHWAMM  NIMMAOUAHON, KPOBETBOPHOW MU
POACTBEHHbLIX UM TKaHeW, pacCesiHHbIM CKNepo3oM, NWL Mocre TpaHCnnaHTauum opraHoB W (unn) TkaHen"
(CobpaHnue 3akoHopaTensctBa Poccunckon ®Pepepaumm, 2012, N 19, cT. 2429).

3. MyHkTBl 176 1 190 n3meHeHun, KOTopble BHOCATCA B akTbl lNpaBuTensctBa Poccuiickon ®egepaummn no
Bonpocam pgestenbHocTn MwuHuctepctBa 3gpaBooxpaHeHuss  Poccuiickon  ®epgepauun,  yTBEPXKOEHHbIX
noctaHoBrneHuem lNpasutensctBa Poccuiickon deaepaumm ot 4 ceHTs16pa 2012 r. N 882 "O BHeceHUN n3MeHeHun
B HekoTopble akTbl [lpaButensctBa Poccuiickon ®egepauum no Bonpocam fesatensHoctn MwuHucTepcTsa
3apaBooxpaHeHust Poccuiickon ®epepaumn” (CobpaHne 3akoHogaTensctea Poccunckon ®epepauun, 2012, N 37,
cT. 5002).

4. TocTaHoBneHue [NpaButensctBa Poccuiickon Peapepaumm ot 24 anpens 2015 r. N 389 "O BHeceHuu
n3mMeHeHn B nocTtaHoBneHue [paButenbctBa Poccuiickon ®epepaunm ot 26 pekabps 2011 r. N 1155"
(CobpaHnue 3akoHopgaTensctBa Poccunckon ®egepaumm, 2015, N 18, c1. 2709).

5. lMNMocTtaHoeneHue [lNpaButensctea Poccunckon denepaumm ot 9 anpensa 2016 r. N 288 "O BHeceHun
nameHeHn B [lpaBuna BegeHuss PefepanbHOro perncrpa nuu, GOnNbHbIX FreModWMen, MyKOBUCLMZO30M,
rmnocpmsapHbiM  HaHuM3moM, ©OonesHblo [owe, 3MoKa4YeCTBEHHLIMM  HOBOOOpa3oBaHMAMU  NUMAOUOHOWN,
KPOBETBOPHOW U POACTBEHHBLIX UM TKAHEW, pacCesiHHbIM CKNepO30M, NUL, NOCcie TpaHCMaHTaumMm opraHoB u (Mnm)
TkaHen" (CobpaHue 3akoHogaTenscTBa Poccuiickon depgepaunun, 2016, N 16, cT. 2225).

6. MNoctaHoBneHue [paButensctBa Poccurickon ®egepaumm ot 11 asrycta 2016 r. N 784 "O BHeceHuu
n3ameHeHn B noctaHoeneHue [MpaButensctBa Poccuiickon ®epepauum ot 26 pekabps 2011 r. N 1155"
(CobpaHue 3akoHogaTenbcTBa Poccuickon depepaummn, 2016, N 34, cT. 5242).

7. MNocTtaHoBneHune lNpaButenbctBa Poccuinickon depepaumm ot 17 anpena 2017 r. N 457 "O BHeceHuu
n3meHeHun B lMonoxeHne O 3akynkax fieKkapCTBEHHbLIX MpenapaToB, NpeAHa3HayYeHHbIX Ana obecneveHus nuu,
GonbHbIX remodunmen, MyKOBMCLMAO30M, MNOU3apHbIM HaHU3MOM, GonesHbio [owe, 3noka4YecTBEHHbIMM
HOBOOOpa30BaHNAMM NUMAOMAHOW, KPOBETBOPHOM M POOCTBEHHBIX MM TKaHEW, paccesiHHbIM CKIepo3oM, iy,
nocrne TpaHcnnaHTaumm opraHoB u (unu) TkaHen" (CobpaHune 3akoHogatenbcTBa Poccuiickon ®epepauun, 2017, N
17, c1. 2577).
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