O nopspake opraHusauum obecneyeHns nekapcTBeHHbIMM npenapaTamm nuu, 6oMnbHbIX reModunmen, MykoBUCLIMA030M, Ctpannua 1
rMnodm3apHeIM HaHM3MoM, BonesHblo [oLe, 3nokayecTBeHHbIMUM HOBOOGPa3oBaHUAMM NIMMAONLHON, KPOBETBOPHON M POACTBEHHbIX

MM TKaHem, pacCesiHHbIM CKIIEPO30M, reMOSTMTUKO-YPEMUYECKAM CUHOPOMOM, FOHOLLECKUM apTPUTOM C CUCTEMHBIM Ha4yanom,

Mykononucaxapugosom |, Il n VI Tunos, annactnyeckon aHemMmnein HeyTOYHEHHON, HacneacTBEHHbIM Aedunumtom dakTopos I

(counbpuHorena), VIl (nabunbHoro), X (CtioapTa - [Mpayapa), N1y nocne TpaHcnnaHTauumM opraHoB U (Unn) TKaHew, a Takke o

NPU3HaHMM yTpaTUBLUMMM CUIYy HEKOTOpPbLIX akToB NpaButensctea Poccuiickon ®eaepauum (¢ uameHeHmammn Ha 15 cpespansa 2023

roga)

lMocmaHoeneHue lNpasumernscmea P® om 26 Hos6ps1 2018 2. Ne 1416

NMPABUTEJIbCTBO POCCUNCKOWU ®EOEPALUA
NOCTAHOBNEHUE
OT 26 HOABPA 2018 TOOA N 1416

O NOPAAKE OPTAHU3ALWUN OBECINEYEHUA NNEKAPCTBEHHBIMU NPENAPATAMU JTUL, BOJIbHbIX
FEMO®UIIMEN, MYKOBUCLIMOO30M, TMNO®U3APHBIM HAHU3MOM, BONIE3HbIO MOLLE,
3NOKAYECTBEHHbIMU HOBOOBPA30OBAHUAMU NUMPOUOHON, KPOBETBOPHOM Y POOCTBEHHbIX UM
TKAHEW, PACCEAAHHbIM CKIEPO30M, FTEMONIUTUKO-YPEMUYECKMUM CUHOPOMOM, FOHOLLUECKUM
APTPUTOM C CUCTEMHbIM HAYAJIOM, MYKOMOJIMCAXAPUAO30M |, Il U VI TUNOB, ANJIACTUYECKON
AHEMMEW HEYTOYHEHHOW, HACNEACTBEHHbIM AE®ULINTOM ®AKTOPOB Il (PUEPUHOIEHA), VII
(MABUITbHOI0), X (CTIOAPTA - MMPAY3PA), NIUL, NOCNE TPAHCMAHTALIUM OPTAHOB U (UNN) TKAHER, A
TAKXE O NPU3HAHUN YTPATUBLLUUMU CUNY HEKOTOPbIX AKTOB NMPABUTEJIbCTBA POCCUACKOW
®EOEPALIAA *

(c nsmeHeHuamu Ha 15 despang 2023 roga)

UHdopmaumnsa 06 n3ameHsoLWmnx JoKyMeHTax

,D,OKyMeHT C UBMEHEHNAMN, BHECEHHbIMU:

nocraHosnexnvem [pasutenbctBa Poccuiickon Pepepaumm ot 27 mapta 2020 rona N 344 (OdpmumanbHbIi MHTEPHET-
nopTan npaBoBOW MHGOpMauun www.pravo.gov.ru, 30.03.2020, N 0001202003300017);

noctaHoeneHvem [pasutensciea Poccuiickon Penepauum ot 26 mioHa 2021 roaa N 1025 (OdmumanbHbIi MHTEPHET-
nopTarn npaBoBOW MHGOPMaLUn www.pravo.gov.ru, 29.06.2021, N 0001202106290023);

noctaHoBnexueM [lpasutensctBa Poccunckon Penepaummn ot 15 chespana 2023 roga N 229 (OduumanbHbI MHTEPHET-
noptan npaBoBoW uMHdoOpMauum www.pravo.gov.ru, 17.02.2023, N 0001202302170065) (pacnpocTpaHsaeTcs Ha
npaBOOTHOLUEHUS, BO3HUKLLME C 1 sHBapsa 2023 roaa).

* HaumeHoBaHue B pepakuuu, BBefeHHow B gencteue ¢ 7 anpena 2020 roga noctaHoBnenwem [lpaBuTenscrBa
Poccunckon ®enepaumm ot 26 mapta 2020 roaa N 339. - CM. npeabigyLLyio peaakuuio.

B cooTtBetcTBUM ¢ nyHKTOM 21 yacTtu 2 ctatbu 14 n yactamu 7-9 ctatbu 44 PenepanbHoro 3akoHa "O6 ocHoOBax OXpaHbl
340poBbA rpaxaaH B Poccuiickon ®enepamn” NpasutensctBo Poccuickon degepavmm
NOCTaHOBISET:

1. YTBEpAWTb Npunaraemole:

MpaBuna opraHusauun obecneyeHns NeKapCTBEHHbIMU NpenapaTamm Nuu, GonbHbIX remonnunent, MyKOBUCLIMAQ30M,
rMnocr3apHbIM _HaHM3MOM, OGonesHblo [oule,  3rokavyeCcTBEHHbIMM HOBOOOPAa30BaHUAMMU NIMMAOUOHON, KPOBETBORHOW WU
POOCTBEHHbLIX WM TKaHEW, pPacCesdHHbIM CKNEePO30M, EeMONUTUKO-YPEMUYECKUM CUHOPOMOM, HOHOLIECKMM apTRUTOM C
CUCTEMHbIM Ha4vanom, mykononucaxapuaosom I, Il n VI Tunos, annactuyeckon aHeMmen HEeYTOYHEHHOW, HacneaCTBEHHbIM
aecmumtom dhaktopos Il (dhubpuHorena), VIl (nabunsHoro), X (CtioapTta - [payapa),_nuu_nocne TpaHchnaHTauMu OpraHoB u
(unu)_TkaHen;

(AB3ay B pepakuun, BBegeHHom B genctBue ¢ 7 anpens 2020 roga noctaHoeneHvem [paBurtenbctBa Poccuiickon
Penepaumu ot 26 mapta 2020 roga N 339. - Cm. npenplAyLLY0 PEAAKLMIO)
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O nopspake opraHusauum obecneyeHns nekapcTBeHHbIMM npenapaTamm nuu, 6oMnbHbIX reModunmen, MykoBUCLIMA030M, Ctpanuua 2
rMnodm3apHeIM HaHM3MoM, BonesHblo [oLe, 3nokayecTBeHHbIMUM HOBOOGPa3oBaHUAMM NIMMAONLHON, KPOBETBOPHON M POACTBEHHbIX

MM TKaHem, pacCesiHHbIM CKIIEPO30M, reMOSTMTUKO-YPEMUYECKAM CUHOPOMOM, FOHOLLECKUM apTPUTOM C CUCTEMHBIM Ha4yanom,

Mykononucaxapugosom |, Il n VI Tunos, annactnyeckon aHemMmnein HeyTOYHEHHON, HacneacTBEHHbIM Aedunumtom dakTopos I

(counbpuHorena), VIl (nabunbHoro), X (CtioapTa - [Mpayapa), N1y nocne TpaHcnnaHTauumM opraHoB U (Unn) TKaHew, a Takke o

NPU3HaHMM yTpaTUBLUMMM CUIYy HEKOTOpPbLIX akToB NpaButensctea Poccuiickon ®eaepauum (¢ uameHeHmammn Ha 15 cpespansa 2023

roga)

lMocmaHoeneHue lNpasumernscmea P® om 26 Hos6ps1 2018 2. Ne 1416

MpaBuna BeneHns denepanbHOro pPerncTpa nuL, BomnbHbIX reMoUnuen, MyKOBUCLIMAO30OM, TMNOhN3apHbiM HAaHU3MOM,
bonesHbto [olle, 3nokavyecTBEHHbIMWM HOBOOOPAa30BaAHMAMM  NIMMA)OMAHOW, KPOBETBOPHOW W POACTBEHHbLIX WM TKaHEW,
PacCesiHHbIM __ CKIEPO30M,_ FEMOMUTUKO-YPEMUYECKMM  CUHAPOMOM,  HOHOLIECKMM apTPUTOM C  CUCTEMHbIM __Ha4yarow,
mykononuncaxapuaosom I, Il v VI Tunoe, annactuyeckon aHemMuen HeyTOYHEHHOW, HacneAcTBEeHHbIM aedumuntom daktopos |l
(chubpuHorena), VIl (nabunsHoro), X (CtioapTa - Mpayapa), nuvL_nocne TpaHcnnaHTaumMm OpraHoB 1 (Uiu)TKaHen;

(AB3au B pepmakuun, BBegeHHon B pencteue ¢ 7 anpensa 2020 roga nmoctaHoBnenuem [lpaButenbcrBa Poccunckon
Ddenepaumm ot 26 mapta 2020 roga N 339. - Cm. npeabiayLLYyo peaakLu)

nepeyeHb yTpatusLumx cuny akTos lNpaBuTtensctea Poccuickon Pepepaimm.

2. MuHucTtepcTBy 3gpaBooxpaHeHunss Poccuiickon ®depepaumm B YCTAHOBIEHHOM 3akoHogaTenbCcTBOM Poccumnckon
degepauunn nopsigke ocyLlecTBuTb 3akynky Ha 2019 rog nekapcTBeHHbIX NpenapaToB AMS NaToreHeTUYECKOro nevYeHus nuu,
BOMNbHbIX rEMOSIUTUKO-YPEMUYECKUM CUHOPOMOM, HOHOLLECKUM apTPUTOM C CUCTEMHbBIM Havanom, Mykononucaxapugosom |, Il v
VI TMNOB, BKIMOYEHHbIX B NEpPeYEHb XN3HEHHO HEOOXOAMMbIX 1 BaKHEMLLIMX NTEKAPCTBEHHbLIX NPenapaTos.

2_1. ctouHMKOM hrHaHCMpoBaHMA opraHnsaumm obecnedeHns nekapCTBeHHbIMM Npenapatamu geTen B Bo3pacte Ao 18
net, O6OMbHbIX reModunMen, MyKOBUCLMAO30M, rMNoduM3apHbIM  HaHM3MOM, ©GonesHblo [olwe, 3rMoKayecTBEHHbLIMU
HoBOOOpa3oBaHMAMN NMMAOUOHON, KPOBETBOPHOM W POACTBEHHbIX WM TKaHeW, pacCesiHHbIM CKNepo30M, reMOINUTUKO-
YpEMUYECKMM CUHAPOMOM, OHOLIECKMM apTpuMTOM C CUCTEMHbIM Hayanom, Mykononucaxapugosom |, Il n VI Tunos,
annacTtMyecko aHeMMEen HeyTOYHEHHOW, HacneacTBeHHbIM aeduumTtom dakTopoB Il (dubpuHorena), VIl (nabunbHoro), X
(Ctroapra - lNMpayapa), geten B Bo3pacte Ao 18 ner nocne TpaHcnnaHTauum opraHoB u (unu) TkaHen ¢ 2023 roga sBnsoTCA
OlooKETHbIE aCCUrHOBaHWUA, MPedyCMOTpeHHble B deaepanbHoM Grogkete MuHMCTEPCTBY 34paBOOXpaHeHus Poccumnckon
denepauun ans doHaa noagaepKKN AeTeN C TSKENbIMU XKU3HEYrpOXKaLNMN U XPOHUYECKMMK 3aboneBaHnsiMu, B TOM 4uche
peankumu (opcaHHbIMK) 3abonesaHusamu, "Kpyr gobpa”.

(MyHKT gononHuTENbHO BKNKoYeH ¢ 25 cdespansa 2023 roga nocrtaHoBneHvieM NpasutenscrBa Poccuiickon Penepauum ot
15 dheBpans 2023 rona N 229, pacnpocTpaHseTcs Ha NpaBOOTHOLLEHUS, BO3HUKLLME ¢ 1 sHBapsa 2023 roaa)

3. MwuHucTtepctBy 3apaBooxpaHeHus Poccuiickon ®depepaumm pasBaTb pasbsACHEHWS MO NPUMEHEHW0 npasun,
YTBEPXKAEHHBIX HACTOSLLMM NOCTAHOBIIEHMEM.

4. Hactosilee noctaHoeneHne Bctynaet B cuny ¢ 1 aHBaps 2019 r., 3a UCKNodeHneM nyHKTa 2, KOTOpbIA BCTyNaeT B cuUny
CO OHS oULManbHOro onyonMkoBaHNst HACTOSILLLENO NMOCTaHOBIEHMS.

Mpencenatens NpaButenscTea
Poccunckon ®epepaumm
[.Mepnsenes

YTBEPXOEHDbI

nocrtaHoeneHnem lpaButenscrea
Poccuinckon ®egepavuum
oT 26 HosbpsA 2018 roma N 1416
NMPABUNA OPFTAHU3ALMN OBECNEYEHNA NEKAPCTBEHHBbIMU NPENAPATAMM NNUU, BOJIbHbIX
FrEMO®UITUEN, MYKOBUCLMOO30M, TMNO®PU3APHBIM HAHU3MOM, BOJNTE3HbLIO MOLLE,
3NOKAYECTBEHHBLIMY HOBOOBPA30BAHUAMU TUM®OUOHON, KPOBETBOPHOW U POOCTBEHHbLIX UM
TKAHEW, PACCEAHHBIM CKIEPO30M, TEEMONUTUKO-YPEMUYECKUM CUHOPOMOM, KOHOLLECKUM
APTPUTOM C CUCTEMHbIM HAYATIOM, MYKOTMOJIMCAXAPUOO30M I, Il U VI TUNOB, ANNACTUYECKOMN
AHEMWEW HEYTOYHEHHOW, HACNEACTBEHHbLIM OE®ULIUTOM ®AKTOPOB I (PUBPUHOTEHA), VII
(MABUITIbHOTI O), X (CTHOAPTA - MPAY3PA), AL, NOCINE TPAHCINJNAHTALUUN OPFAHOB U (UA) TKAHEN *

(c nsmeHeHuamu Ha 15 peBpans 2023 roga)

*

HanmeHoBaHne B pepakumm, BBegeHHoW B pgenctBue ¢ 7 anpena 2020 roga nocrtaHoBneHvem [lpaBuTenbcrea
Poccunckon ®enepaumm ot 26 mapta 2020 roaa N 339. - CM. npeablayLLyio peaakLuio.

1. Hactosawwme [paBuna ycrtaHaBNMBalOT MNOPSAOK oOpraHu3auun obecnedvyeHna nuy, OG0nbHbIX  remodunmen,
MYKOBMUCLMA030M, rMnomsapHbiM HaHU3MOM, 6onesHbio [owe, 3nokadYecTBEHHbIMW HOBOOGpa3oBaHUAMU NMMEOULHON,
KPOBETBOPHOM W POACTBEHHbIX UM TKaHEW, pacCesiHHbIM CKNepo3oM, reMOSIMTUKO-YPEeMUYECKMM CUHOPOMOM, HOHOLLECKAM
apTpUTOM C CUCTEMHbIM Havanom, Mykononucaxapugosom |, Il u VI Tunos, annactMyeckon aHemMuen HeyTOYHEHHOMN,
HacnencTBeHHbIM aedumumtom daktopoB |l (dpubpuHorena), VII (nabunsHoro), X (Ctioapta - [lpayapa), nuy nocne
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O nopspake opraHusauum obecneyeHns nekapcTBeHHbIMM npenapaTamm nuu, 6oMnbHbIX reModunmen, MykoBUCLIMA030M, Ctpanuua 3
rMnodm3apHeIM HaHM3MoM, BonesHblo [oLe, 3nokayecTBeHHbIMUM HOBOOGPa3oBaHUAMM NIMMAONLHON, KPOBETBOPHON M POACTBEHHbIX

MM TKaHem, pacCesiHHbIM CKIIEPO30M, reMOSTMTUKO-YPEMUYECKAM CUHOPOMOM, FOHOLLECKUM apTPUTOM C CUCTEMHBIM Ha4yanom,

Mykononucaxapugosom |, Il n VI Tunos, annactnyeckon aHemMmnein HeyTOYHEHHON, HacneacTBEHHbIM Aedunumtom dakTopos I

(counbpuHorena), VIl (nabunbHoro), X (CtioapTa - [Mpayapa), N1y nocne TpaHcnnaHTauumM opraHoB U (Unn) TKaHew, a Takke o

NPU3HaHMM yTpaTUBLUMMM CUIYy HEKOTOpPbLIX akToB NpaButensctea Poccuiickon ®eaepauum (¢ uameHeHmammn Ha 15 cpespansa 2023

roga)

lMocmaHoeneHue lNpasumernscmea P® om 26 Hos6ps1 2018 2. Ne 1416

TpaHcnnaHTauum opraHoB u (Mnn) TkaHenm (ganee - OonbHblE), NEKapCTBEHHbIMW npenapatamn Ans MeULUHCKOro
NPUMEHEHNs, NpedHa3HaYeHHbIMW ONs1 fledeHnst aTux 3aboneBaHun, no yTBepxaeHHomy [MpaBuTensctBOoM Poccumnckon
degepauun nepedHd NeKapCcTBEHHbIX NpenapaToB, CHOPMUPOBAHHOMY B YCTAaHOBMEHHOM WM nopsigke (panee -
nekapcTBeHHble Mpenaparbl), a Takke NopsaoK U YCrOBWUsSi Nepeaayn nekapcTBeHHbIX NpenapaToB B COOCTBEHHOCTb CyObEKTOB
Poccuinckon ®eaepaumn.

(MyHkT B pemakumu, BBeaeHHoW B Aencteue ¢ 7 anpens 2020 roga noctaHoBneHveM [lpaButenbctBa Poccunckon
®denepaumu ot 26 mapta 2020 rona N 339. - Cm. npeabiayLLYyo peaakLu)

2. ctouHmkoM cbHaHCMpoBaHUs opraHmM3aummn obecnevyeHns 6onbHbIX B Bo3pacTe oT 18 neT 1 ctaplle nekapCTBEHHbIMU
npenapatamy SIBASIIOTCS  OIOMKETHbIE ACCUIHOBaHMWS, MNpPegycMOTpeHHble B denepanbHoM 6Gromkere  MuHMcTEpCTBY
30paBooxpaHeHus Poccuiickon ®depepaumm Ha ykasaHHble Uenu, a 6GonbHblX B BO3pacte Ao 18 neT - OlomkeTHble
accurHoBaHus, npegycmoTpeHHble MuHncTepcTBy 3apaBooxpaHeHus Poccuiickon degepaumnmn ana donga nogaoepkkm nertemn c
TSXKENBIMU JKU3HEYTPOXAIOLWMMM U XPOHUYECKMMK 3aboneBaHus MU, B TOM 4uCre peakumm (opdpaHHbIMM) 3aboneBaHusMMU,
"Kpyr gobpa".

BrogxeTHble accurHoBaHus nepedncrnaTcs MuHMCTepcTBOM 3gpaBooxpaHeHnss Poccunckon denepaumm deaepansHomy
Ka3eHHOMY yupexpaeHuio "degepanbHblil LEHTP NMaHUPOBAHWS U OpraHusaumm nekapcTBeHHOro obecneveHus rpaxgaH"
MwuHuctepcTBa 3gpaBooxpaHeHust Poccuiickon ®enepaummn (nanee - degepanbHbin LEHTP) ANA opraHM3auum u nposeaeHus
3aKynoK rfekapCcTBeHHbIX NpenapaTos.

(MyHKT B pemakumun, BBEOEHHOW B aenctBue ¢ 25 depansa 2023 roga nocrtaHoenenvem [NpaBuTtensctBa Poccuiickon
®denepaumun ot 15 deBpans 2023 roaa N 229, pacnpocTpaHsieTcsl Ha NPaBOOTHOLEeHUS, Bo3HuKWMe ¢ 1 aHBaps 2023 roga. -
CM. NpeablAyLLYIo peaakLmio)

3. MpaBo 6onbHOro Ha obecnevyeHne NeKapCcTBEHHbIMU NpenaparaMmn BO3HMKAET CO [AHS BKMHYEHUS CBEAEHUN O HEM B
pervoHaneHbin cermeHT ®eepanbHOro peructpa nuu, 6onbHbIX remounmen, MykoBUCLMA030M, rMnou3apHbIM HaHN3MOM,
bonesHblo [owe, 3nokayecTBEHHbIMUM HOBOOOPAa30BaHMAMU NMMGOMAHON, KPOBETBOPHOM M POACTBEHHbIX UM TKaHen,
paccesHHbIM  CKMEpPO30M, TFEMOSIMTUKO-YPEMUYECKMM CUHAPOMOM, HOHOLIECKMM apTpUTOM C CUCTEMHbIM  Havariom,
Mykononucaxapugosom |, Il n VI Tunos, annactnyeckon aHeMmnen HeyTOYHEHHOW, HacneacTBeHHbIM Aeduuntom daktopos
(dbubpuHorena), VII (nabuneHoro), X (Ctioapta - Npayapa), nuy nocrne TpaHCMnaHTauuu opraHoB u (Mnv) TKkaHen (oanee -
deneparnbHbIn perncTp).

(AB3ay B pepakuun, BBegeHHon B genctBue ¢ 7 anpens 2020 roga noctaHoeneHvem [paButenbctBa Poccuiickon
®denepaumm ot 26 mapta 2020 roaa N 339. - CMm. npeablayLLy0 peaakuuio)

[ata BkntoyeHMs1 OONbHOTO B pernoHarnbHbli cermeHT PepepanbHoro peructpa UKCUMpyeTcs fedalym BpaydoMm B
MeAMLIMHCKOM KapTe aMOynaTopHOro 60nbLHOMO UK NCTOPUK PasBUTUS pebeHka.

4. OpraHusaumsa obecneveHun PegepanbHbIM  LEHTPOM 3a CcYeT cpeactB  degepanbHoro Owogketa  60MbHbIX
nekapcTBEHHbLIMW MpenapaTtamn OCYLLECTBIISIETCA C Y4ETOM CTaHAAPTOB MEOULMHCKON MOMOLLM, KIIMHUYECKUX pPekoMeHaauuni
(NPOTOKOOB feYeHNs) 1 cpedHel KypCcoBoW A03bl eKapCTBEHHbIX NpenapaTos.

(MyHkT B pepakuun, BBegeHHoW B pencteue ¢ 7 wmonsa 2021 roga noctaHoBneHuem [lpaButensctBa Poccuiickon
denepaumm ot 26 mtoHa 2021 rona N 1025. - CM. npeablayLLYi0 peaaKLmnio)

5. OpraHbl rocygapCcTBeHHOM Bnactu cybbektoB Poccuiickon Pepepaunm B cdepe OxpaHbl 340poBbs He nosgHee 1
HOSAOps1 TekyLero roga npeacTtasnsioT B PegepanbHbii LEHTP 3asiBKM HA MOCTaBKY JIEKAPCTBEHHbLIX MpenapaTtoB No dopme,
yTBepxaeHHon MuHuctepcTBoM 3gpaBooxpaHeHuss Poccuickon ®epepaumm (ganee - 3asBku), ¢ NpunoxeHmem ob60CHOBaHUi
no ux o0bemy, a TakKe nepeyeHb OpraHu3auun, UMEeKLMX NULUEH3NK Ha OCYLLEeCTBMEHNe MEOMLMHCKON U  (Unu)
hapmaueBTUYECKON OesaTenbHOCTU B cybbektax Poccunckon Pepmepauun (ganee - opraHvsauvu-nonyvarenu), B Lensix
NoCcTaBKW opraHu3aumnsM-nonydyarensm nekapCcTBeHHbIX Npenaparos.

(AB3ay B pepakumu, BBefeHHOM B pgenctBue ¢ 7 uons 2021 roga nocrtaHoBrnenvem [lpaButensctea Poccuiickon
®denepaumm ot 26 mioHa 2021 rona N 1025. - CM. npeablayLLy0 peaakLmnio)

MoTpebHocTb (0O6bEM MOCTaBKWM) B JIEKAPCTBEHHOM MpenapaTte onpefensieTcs C YY4eTOM KIMHUYECKUX peKkoMeHaauuin
(MPOTOKOMOB FeYeHns) U CpefHen KypcOBOW [03bl NEKApCTBEHHONoO Mpenaparta MCXoas M3 exeMecsivyHow dakTU4eckomn
noTpebHOCTN OGONbHBLIX B FEKApCTBEHHbIX MNpenapatax B COOTBETCTBUM CO CBEAEHUSIMW PErMOHaribHOro CerMeHTa
depepanbHOro perncrtpa n HeobxoanmMocTn hopMmnpoBaHns 3anaca Ha 15 mecaues.
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O nopspake opraHusauum obecneyeHns nekapcTBeHHbIMM npenapaTamm nuu, 6oMnbHbIX reModunmen, MykoBUCLIMA030M, Ctpanuua 4
rMnodm3apHeIM HaHM3MoM, BonesHblo [oLe, 3nokayecTBeHHbIMUM HOBOOGPa3oBaHUAMM NIMMAONLHON, KPOBETBOPHON M POACTBEHHbIX

MM TKaHem, pacCesiHHbIM CKIIEPO30M, reMOSTMTUKO-YPEMUYECKAM CUHOPOMOM, FOHOLLECKUM apTPUTOM C CUCTEMHBIM Ha4yanom,

Mykononucaxapugosom |, Il n VI Tunos, annactnyeckon aHemMmnein HeyTOYHEHHON, HacneacTBEHHbIM Aedunumtom dakTopos I

(counbpuHorena), VIl (nabunbHoro), X (CtioapTa - [Mpayapa), N1y nocne TpaHcnnaHTauumM opraHoB U (Unn) TKaHew, a Takke o

NPU3HaHMM yTpaTUBLUMMM CUIYy HEKOTOpPbLIX akToB NpaButensctea Poccuiickon ®eaepauum (¢ uameHeHmammn Ha 15 cpespansa 2023

roga)
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6. ®enepanbHbIil LEHTP paccMaTpyBaeT NPeACTaBneHHbIE 3asiBKM Ha COOTBETCTBUE YCTAaHOBMEHHON hopmMe, Ha npeameT
060CHOBaAHHOCTU  3asiBMIEHHbIX OOLEMOB JIEKAPCTBEHHLIX MpenapaToB W Mpu  HEOOXOAMMOCTU KOPPEKTUPYET WX WU
COrMacoBbIBAET C BbIHECEHMEM COOTBETCTBYIOLLETO PeLUEHHs.

He nosgHee 15 ceHTs0ps Tekywero roga PepepanbHbil LEHTP NpeacTaBnsieT ykasaHHble 3asiBKM B KOMMUCCUIO
MuHucTepcTBa 3apaBooxpaHeHuss Poccuiickon ®egepauum nNo pacCMOTPEHUIO 3asBOK (Janee - KOMUccus) Ong ux
paccMoTpeHus C yyactuem npegactaButene ®degepanbHoro UeHTpa, doHAa nogdepXkum [eTerd € TSHKenbiMu
XN3HEYrpOXaLWUMN U XPOHUYECKMMU 3aboneBaHnsMU, B TOM dncne peakumu (opdaHHbiMK) 3abonesanunsimu, "Kpyr gobpa”,
UCTIONMHUTENBHBLIX OpraHoB cyobekToB Poccunckorn ®depepaumm (B TOM 4ucre € MCNonb3oBaHMEM WMHAOPMAaLVOHHO-
TENEKOMMYHMKALMOHHBIX TEXHONMOrM) Ha npeaMeTr 060CHOBaHHOCTY 3asiBMIEHHbIX OOBEMOB NIEKAPCTBEHHBIX MpPenapaToB, UX
KOPPEKTMPOBKM Npu HEOBXOAUMOCTU 1 YTBEPXKAEHNS 06 bEMOB NOCTABOK NIEKAPCTBEHHbIX NpenapaTtoB. [onoxeHne o KoMMccum
1 ee cocTaB yTBepxaatoTca MuHucTepcTBom 3apaBooxpaHeHus Poccunckon ®enepaumu.

(AB3au B pepakumu, BBeAeHHoOW B aencteune ¢ 25 dpeBpana 2023 roga noctaHoeneHuem [paBuTenbcTBa Poccuinckon
denepaumm ot 15 cdhespana 2023 roaa N 229, pacnpocTpaHseTcs Ha NpaBOOTHOLWIEHUS, Bo3HMKWNe ¢ 1 aHBaps 2023 roga. -

CM. NpeablAyLLYIo peaakLmio)

PaccmoTpeHve 3asBOK, yTBepXAeHMe OObeMOB MOCTaBOK W npeacTaBneHve B PedepanbHbii LEHTP cBedeHun o6
YTBEPXAEHHbIX 0O6bemax MOCTaBOK OCYLUECTBASOTCS Komuccuel B TedeHume 30 OHe cO [HS MOCTYMfeHust 3asiBOK OT
depepanbHOro LeHTpa.

CeepneHusa 00 yTBep)KOeHHbIX KOMUCCHEN 0Obemax MOCTaBOK NIEKAapPCTBEHHLIX NpenapaToB HanpaensawTca PeneparnbHbIv
LlEHTPOM B MCMONHUTENbHbIE opraHbl cyobekTtoB Poccunckon denepauun B cdhepe oxpaHbl 300poBbs B TedeHne 3 pabounx
OHEen co OHA NOCTYNNeHnsa cBegeHUn OT KOMUCCUMN.

(AB3au B pepakumun, BBeAeHHOW B Aenctene ¢ 25 dpeBpana 2023 roga nocraHoeneHuem [paBuTenbcrBa Poccunckon
denepaumm ot 15 dhespana 2023 roaa N 229, pacnpocTpaHseTcs Ha NpaBOOTHOLLEHUS, BO3HMKWNe ¢ 1 aHBaps 2023 roga. -
CMm. npeaplayLLyio peaakLmio)

(MyHkT B pepakumun, BBeAeHHOW B gencteue c¢ 7 uona 2021 ropga nocraHoeneHnvem [paButensctBa Poccuiickon
Ddenepaumu ot 26 moHa 2021 rona N 1025. - CM. OpenplayLLy0 peaakLm)

7. OObeM nNOCTaBOK IEKapCTBEHHbIX MpenapatoB ¢opmupyeTcs B npedenax OmKETHbIX  aCCUTHOBaHWUM,
npenycMOTPEHHbIX B doedepanbHOM 3akoHe O dhegepanbHOM BrogkeTe Ha COOTBETCTBYHOLWMIA (DUHAHCOBLIN FOA4, U MITAHOBbLIN
nepuog, U NMMMUTOB GHOKETHBIX 00513aTeNbCTB, AOBEAEHHbLIX B YCTAHOBIEHHOM nopsake Ao MnHMCTeEpPCTBa 3ApaBOOXpPaHEHUSsI
Poccuickon ®efepauumn Ha 3aKynky nekapcTBeHHbIX NpenapaTos.

8. B cooTBeTCTBMM C 0ObeMaMMu MOCTaBOK JIEKAPCTBEHHbLIX MpPenapaTtoB, YTBEPKAEHHLIMU OpraHaMu rocygapCTBEHHOW
BnacTtun cybwektoB Poccuiickon ®eaepaumm B chepe oxpaHbl 300POBbS C YYETOM peLleHnss kommccumn, degeparnbHbli LEHTP B
yCTaHOBIEHHOM 3akoHodaTenbcTBoM Poccuiickon ®efepauum nopsiake ocyLLECTBNSAET 3aKyrKy NEeKapCTBEHHbIX NpenapaTos.

(AB3aL B pemakuun, BBedeHHon B genctene ¢ 7 uiona 2021 roga noctaHosneHvem [lpaBuTtensctBa Poccuiickon
denepaumm ot 26 mioHa 2021 roqa N 1025. - Cm. npeablayLLYi0 peaaKLmnio)

MuHncTepcTBo 3gpaBooxpaHeHnsa Poccunckon dPepepaumm  eXerogHo WM3gaeT akT O COrfacoBaHuM  nepegaydn
depepanbHbiM LIEHTPOM 3aKYMNIIEHHbIX B COOTBETCTBMM C HacToswmmu [paBunamm nekapCTBEHHbIX NpenapaToB opraHam
rocygapctBeHHON BnacTu cyobekToB Poccuiickon Penepaunm B cdhepe oxpaHbl 300pOBbS.

(AB3au, gononHuTenbHO BKMNodeH ¢ 7 miong 2021 roga noctaHoBnenuneM [NpaButenscrBa Poccunckon Penepauum ot 26
utoHa 2021 rona N 1025)

9. TllocTaBLWMKN NeKapCTBEHHbIX MNpenapaTtoB, OnpefereHHble B COOTBETCTBUM C 3akoHOAAaTenbCTBOM Poccuickomn
depepauuu, npeactasnsaoT B PegepansHbli LEHTP 0PopMIeHHbIe B YCTAHOBIEHHOM NOpsiAke AOKYMEHTbI, NoATBepXaatoLume
dakT nonyyeHuss opraHu3auuaMmn-nonyyaTensamm rnekapCTBeHHbIX npenapaToB, B TOM YWUCMe HaknagHble U akTbl npuema-
nepegadn nNekapcTBEeHHbIX NpenapaTos.

(MyHkT B pepakuun, BBeaeHHoM B gencteue ¢ 7 wmonsa 2021 roga nocrtaHosneHuem [lpaButensctBa Poccuiickon
®denepaumm ot 26 moHa 2021 rona N 1025. - CM. npeablayLLyi0 peaakLmnio)

10. ®epepanbHbIi LEHTP B TedeHne 10 pabounx OHen co OHS NOCTYMMEHUs akTa npuema-nepegadvm npuHUMaeT Ha yyeT
neKkapcTBeHHble Npenaparbl U n3gaer pacnopsauTenbHble akTbl O Nepedade nekapCcTBEHHbIX MpenapaTtoB WCMOMHUTENbHBLIM
opraHam cybbektoB Poccunckon ®degepauuun, onpegeneHHbiM BbICWIMM  [OSMKHOCTHBIM  NUUOM  cyOGbekTa Poccuiickon
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O nopspake opraHusauum obecneyeHns nekapcTBeHHbIMM npenapaTamm nuu, 6oMnbHbIX reModunmen, MykoBUCLIMA030M, Ctpanuua 5
rMnodm3apHeIM HaHM3MoM, BonesHblo [oLe, 3nokayecTBeHHbIMUM HOBOOGPa3oBaHUAMM NIMMAONLHON, KPOBETBOPHON M POACTBEHHbIX

MM TKaHem, pacCesiHHbIM CKIIEPO30M, reMOSTMTUKO-YPEMUYECKAM CUHOPOMOM, FOHOLLECKUM apTPUTOM C CUCTEMHBIM Ha4yanom,

Mykononucaxapugosom |, Il n VI Tunos, annactnyeckon aHemMmnein HeyTOYHEHHON, HacneacTBEHHbIM Aedunumtom dakTopos I

(counbpuHorena), VIl (nabunbHoro), X (CtioapTa - [Mpayapa), N1y nocne TpaHcnnaHTauumM opraHoB U (Unn) TKaHew, a Takke o

NPU3HaHMM yTpaTUBLUMMM CUIYy HEKOTOpPbLIX akToB NpaButensctea Poccuiickon ®eaepauum (¢ uameHeHmammn Ha 15 cpespansa 2023

roga)
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depepauun  (pykoBoauMTeNnemM BbICLLErO  MCMOMHUTENbHOrO opraHa cybvekta Poccuiickon dPepepauun) (ganee -
YNOSTHOMOYEHHbIE OpraHbl), C YKa3aHNEM HOMEHKNATYpbl, KONIMYECTBA M CTOMMOCTU NIEKAPCTBEHHLIX MPenapaToB B OTHOLUEHWMN
KaXkgoro yrnorHOMOYEHHOro opraHa.

(MyHkT B pemakuun, BBeaeHHoW B pgenctene ¢ 7 wons 2021 roga nocrtaHoBneHwem [lpaButensctBa Poccuiickon
denepaumm ot 26 uioHa 2021 roaa N 1025; B pegakumm, BBegeHHON B gencteume ¢ 25 despanga 2023 roga nocTaHOBNEHVEM
MpaButenbctBa Poccuinckon Pepepauun ot 15 dheBpana 2023 roga N 229, pacnpOCTpaHAeTCa Ha MNpaBOOTHOLUEHUS,
BO3HuKWMe ¢ 1 sHBaps 2023 roga. - CM. OpeablayLLyi0 PenaKLmio)

11. ®epepanbHbIl LEHTP B TedeHue 5 pabounx OHel Co OHS M3gaHus pacrnopsauTenbHOro akta, NpegyCMOTPEHHOro
nyHktom 10 HacTosuwmx [MpaBwun, Hanpaenser B YMNOMHOMOYEHHble opraHbl (B 2 9K3eMMnsipax) M3BELLEeHUE O MOCTaBKe
neKkapCTBEHHbIX MpenapaTtoB M akT npuema-nepenayu, NOANUCaHHbIE ANPEKTOPOM (YMONTHOMOYEHHbIM nuuom) deaepanbHOro
LEeHTpa.

(MyHkT B pepakuun, BBeaeHHoW B genctene ¢ 7 wonsa 2021 roga nocrtaHosneHuem [lpaButensctBa Poccuiickon
denepaumm o1 26 moHa 2021 rona N 1025. - Cm. npeablayLLYy0 peaakLmnio)

12. YNOnMHOMOYEHHbIE opraHbl B TeveHne 5 paboumx AHen Co AHS MOfyvYeHWUsl U3BELLEHMSI O MOCTaBKE JIeKapCTBEHHbIX
npenapaToB M akTa npuvema-nepenayun, NPegycMOTPeHHbIX NyHkTom 11 HacToduwmx [paBun, NOANUCHLIBAKOT M 3aBeEpPsItoT
neyaTtblo oba 3k3emnnsipa M3BELLEHMS O MOCTaBKE NeKapCTBEHHOro npenaparta n oba ak3eMnnsipa akta npuema-nepegayu,
nocrne 4ero Bo3sBpallalT B PedepanbHbil LEHTP OAMH 3K3eMNNSP yKasaHHOrO M3BELLUEeHUs U OAWMH 3K3EeMMIsip akTa npuvema-
nepegauu.

(MyHkT B pemakuun, BBeaeHHonW B penctene ¢ 7 wons 2021 roga nocrtaHoBneHuem [paButensctBa Poccuiickon
Ddenepaumm ot 26 moHa 2021 roqa N 1025. - Cm. npeablayLLYi0 peaakLmnio)

13. YNOrMHOMOYEHHbIV OpraH Ha OCHOBaHWMM akTa npuema-nepegady NpUHMMAaET Ha yYeT NeKapCTBEHHbIE nNpenapaTtbl U B
TeyeHne 5 pabouux [OHe €O [HA MOMNyvyeHWs akTa npuema-nepenaydnm wmsgaeT pacrnopsiguTenbHbI akT O nepegade
NeKapCcTBEHHbIX MpenapatoB OpraHvM3auunsiM-nonyvaTensm C YKa3aHMEM HOMEHKMATypbl, KOMMYECTBa M CTOMMOCTMU
neKkapCcTBEHHbIX NPenapaTtoB B OTHOLLEHWW KaXaoW opraHn3auun-nonyyarens.

14. OpraHusauuu-nonyyatenu B TedeHue 2 pabounx OHEN CO OHSA MOonyvyeHus JOKYMEHTOB, NMOATBEPXAAIOLLMX Nepeaady
UM NeKapCTBEHHbIX NpenapaToB, NPUHMMAIOT NIEKapPCTBEHHbIE NpenapaTthl Ha y4yeT, 06ecnevmBaoT X COXPaHHOCTb U LierneBoe
ncnonb3oBaHue.

15. depepanbHbIn LEHTP B ycCTaHOBNEHHOM MUWHMCTEPCTBOM 3apaBooxpaHeHunss Poccuickon depepauun nopsgke
OCYLLECTBNSIET MOHUTOPUWHT ABWXEHMS 1 yYeTa NIekapCTBEHHbIX npenapatoB B cybbekTax Poccuickon ®eaepaunn, OBOAUT A0
CBEAEHUS YMOMTHOMOYEHHbIX OPraHOB MOMyYeHHble MO pe3yrnkTaTaM MOHUTOPWHIa [aHHble, B TOM 4UCIe CBEAEHUs O
HOMeEHKNaType, KONMM4YecTBE M CTOMMOCTM JIEKApCTBEHHbIX MpenapaTtoB, 00 OTCYTCTBUM NOTPEOGHOCTM B OTAEMbHbIX
neKapCTBEHHbIX npenapatax fMbo O MosiBNEeHWW OONOMHUTENBHON MOTPEOHOCTM B NEKAPCTBEHHbIX NpenapaTtax B CBA3WN C
nameHeHnem B cybbekte Poccunckon degepaumyt YMCNEHHOCTM OBOMbHBLIX, U3MEHEHUAMW B Ha3HAYEHUAX MEOULUHCKUMMU
paboTHMKaMK NEeKapCTBEHHbIX MpenapaTtoB GOfbHLIM W COrNAacoBbIBAET NepepacnpeneneHne nNekapcTBEHHbIX MNpenapaTtoB
mexay cyobektamm Poccunckon ®enepaumm.

(MyHkT B pemakuun, BBeaeHHon B pgencteue ¢ 7 wmons 2021 roga nocrtaHoBneHuem [paButensctBa Poccuickon
Ddenepaumm ot 26 moHa 2021 roqa N 1025. - Cm. npeablayLLYi0 peaaKLmnio)

16. lepepaya nekapcTBEHHbLIX MpenapatoB oaHMM cybbekTom Poccuickon Pegepaumm B COBCTBEHHOCTb [OpYroro
cybbekta Poccuiickonn ®depepaumm OCyLWIECTBMASIETCA Ha OCHOBaHMM akTa npuema-nepepaun. denepanbHbil  LIEHTP
yBeooMmnsieTca O nepegade nekapcTBeHHbIX npenapatoB B 10-OHEBHbIA CPOK Mocrne MOoANUCcaHusa akTa npuema-nepegavv
YNOSTHOMOYEHHbLIMU OpraHamMu.

(MyHkT B pepakumu, BBeAeHHOM B gencteue ¢ 7 uona 2021 ropa nocraHoenenvem [lpaButensctBa Poccuiickom
®denepaumm ot 26 mioHa 2021 rona N 1025. - CM. npeablayLLy0 peaakLmnio)

17. ®epepanbHbIN LEHTP exekBapTanbHo, A0 10-ro ynucna Mecsua, criefyroLlero 3a OTYETHbIM KBapTanom, NpeacTaBnseT
cBeeHuss O Mepedave nekapCTBEHHbIX npenapatoB  cybbekTy Poccuiickon ®emepaumm M COMMAacOBaHHbLIX
nepepacnpeneneHnsix nekapcTBeHHbIX npenapaToB mexay cybbektamu Poccuiickon ®enepaunm B GenepanbHyto crnyxby no
Haasopy B cdpepe 34paBOOXPaHEHUS B LIENSAX OCYLLECTBMEHUS KOHTPONS 3a LeneBblM MCNOMb30BaHWEM IeKapCTBEHHbLIX
npenapaTos, a Takke B MnHMCTepCcTBO 34paBooxpaHeHus Poccuiickon depepauuu.
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O nopspake opraHusauum obecneyeHns nekapcTBeHHbIMM npenapaTamm nuu, 6oMnbHbIX reModunmen, MykoBUCLIMA030M, Ctpanuua 6
rMnodm3apHeIM HaHM3MoM, BonesHblo [oLe, 3nokayecTBeHHbIMUM HOBOOGPa3oBaHUAMM NIMMAONLHON, KPOBETBOPHON M POACTBEHHbIX

MM TKaHem, pacCesiHHbIM CKIIEPO30M, reMOSTMTUKO-YPEMUYECKAM CUHOPOMOM, FOHOLLECKUM apTPUTOM C CUCTEMHBIM Ha4yanom,

Mykononucaxapugosom |, Il n VI Tunos, annactnyeckon aHemMmnein HeyTOYHEHHON, HacneacTBEHHbIM Aedunumtom dakTopos I

(counbpuHorena), VIl (nabunbHoro), X (CtioapTa - [Mpayapa), N1y nocne TpaHcnnaHTauumM opraHoB U (Unn) TKaHew, a Takke o

NPU3HaHMM yTpaTUBLUMMM CUIYy HEKOTOpPbLIX akToB NpaButensctea Poccuiickon ®eaepauum (¢ uameHeHmammn Ha 15 cpespansa 2023

roga)
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(MyHkT B pepakuun, BBeaeHHoW B pgencteue ¢ 7 wons 2021 roga noctaHoBneHuem [lpaButensctBa Poccuiickon
denepaumm ot 26 moHa 2021 roqa N 1025. - Cm. npeablayLLYyi0 peaakLmnio)

18. B uensax obecneyeHusi GoMbHbIX NEKapCTBEHHbIMU MpenapataMmy B Nopsiake, YCTaHOBMEHHOM 3aKOHOAATENbCTBOM
Poccuiickon ®epepaumn, OCYLECTBRSETCA HasHayeHMe JeKkapCTBEHHbIX MpenapatoB W odopmneHve peuentoB Ha
nekapcTBeHHble Npenaparbi.

19. lMpu HasHayeHUn OGONBHOMY NEKAPCTBEHHbIX MpenapaTtoB nevawui Bpady WMHAPOPMUPYET €ro O BO3MOXHOCTU
MornyyYeHns1 UM COOTBETCTBYIOLLUX MEKAPCTBEHHbIX NMpenapaToB 0e3 B3uMMaHus nnaTtbl B COOTBETCTBUM C 3aKOHOOATENbCTBOM
Poccuickon ®eanepaumu.

20. B uenax gumHamunyeckoro HabnwogeHus 3a 60MbHbBIM M COBNIOAEHUA MEPUOAUYHOCTU MOCELLEHUS UM MELULUHCKON
opraHusauuu nevyawium BpavyoM OnpenensieTcsl Kornmy4ecTBO NeKapCTBEHHOrO npenapara, eQUHOBPEMEHHO O0OPMIIEHHONO Ha
peuenTypHOM 6riaHke B COOTBETCTBUM C PEKOMEHOOBAHHOW CPeoHECYTOYHOW KypCOBOW LO30M M CPOKOM, HA3HAYeHHbIM Ansi
noceLleHus.

21. MeawnumHckasi opraHusauusi npegocTtaBnsger OOMbHOMY UMM ero 3aKOHHOMY MpeAcTaBuTento uHdopMauuio o6
OpraHusaumsx, pacrnonoXeHHbIX B rpaHuLax MyHULMNanbHOro obpasoBaHns N0 MECTY XUTENbCTBA UMM MeCTy npebbiBaHus (B
crny4vae ecnu cpok npebbiBaHMS MpeBbILAeT 6 MecsLeB) DONBHOMO U OCYLLECTBASIIOWMX B6ecnnaTtHbIA OTMYCK NeKapCTBEHHbIX
npenapaToB, Ha3Ha4YEeHHbIX NeYallM Bpa4oM.

22. lMocne BKM4YeHUs1 BONBHOIO B pPermoHanbHbIi cerMeHT deaepanbHOro permctpa HasHadyeHue U OTNycK emy Unm ero
3aKOHHOMY MPEeACTaBUTENIO NIEKAapCTBEHHbLIX MpenapaTtoB OCYLLECTBMSIETCS B CPOK, He npeBbiwatowmnin 20 pabounx gHen co
OHS1 BKITHOYEHNUS.

23. OpraHusauus obecneyeHms nekapcTBeHHbIMM Npenapatamm 60MbHbIX, MPOXUBAKLLMX B CTALMOHAPHbLIX OPraHn3auusx
coumanbHoro obCnyXuBaHWs WM OTObIBAKOWMX HakKasaHWe, CBA3aHHOE C JNueHveM cBoboAbl, OCyLecTBnsieTcs
COOTBETCTBYIOLLIEN OpraHM3aLmen.

24. B cnyyae Bblesga 60nbHOro 3a npeaensl Tepputopun cybwekta Poccuiickon degepaummn, B KOTOPOM OH NPOXMBAET, Ha
Tepputopuio gpyroro cyobekta Poccuiickon degepaumm Ha CPoK, He NpeBbIWALWLNA 6 MecsaueB, TakoMy GONbBHOMY OpraHom
rocygapctBeHHon Bnactu cybbekta Poccuiickon depepauumn B cdepe oOxpaHbl 300pOBbsS OpraHM3yeTrcs HasHaveHue
NeKapCTBEHHbIX MpenapaTtoB Ha CPOK Mpuema, paBHbIM CPOKY €ro Bble3ga 3a npegensl Tepputopum cybbekta Poccuickon
denepauun, nubo, yuuTbiBasi CPOKM FOOHOCTU WMMEILLUMXCA OCTaTKOB IeKapCTBEHHbIX MpenapaTtoB, obecneyeHue Takoro
BOMNbHOro NekapcTBEHHbIMU NpenapaTamMm Ha COOTBETCTBYHOLLNIA CPOK.

CeegeHus 0 KONMYeCcTBe Ha3HaYeHHbIX UMK OTNYLLEHHbIX BONMBHOMY MMM ero 3aKOHHOMY MpeacTaBUTENIO NeKapCTBEHHbIX
npenapaToB BHOCATCS B pErMoHanbHbli cermeHT denepansHoro peructpa.

25. B cniyyae Bble3ga 6onbHOro 3a npefensl Tepputopun cybobekta Poccuiickon degepaumm, B KOTOPOM OH MPOXMBAET, Ha
TeppuTopmIo apyroro cyobekta Poccurickon ®enepauum Ha Cpok, NpeBbILLAoLWMi 6 MecsiLeB, Uy B cryvyae M3MeHeH1Us MecTa
XWUTeNbCTBa TakoMy GONMbHOMY Ha3Ha4YalTCA feKkapCcTBEHHblE npenapaTtbl Ha CPOK nNpvemMa He Gonee ogHoOro mecsua nubo
OpraHu3yeTcsl opraHoM rocyaapCTBeHHOW BriacTu cybbekta Poccuiickon ®efepaumm B cdepe oxpaHbl 300poBbs obecneveHne
Takoro 00NbHOrO NeKapCTBEHHBIMU NpenapaTaMy Ha CpoK nNpuema He Gonee ogHOro Mecsua.

CeefneHust 0 TakoM OONMbHOM MOANEXaT MCKIKYEHUIO M3 permoHarnbHOro cermeHta degepanbHOro perucrpa cybbekra
Poccuiickon depepauumn, ¢ TeppuTOpyMM KOTOPOrO Bble3XaeT OonbHOW, M nepegadve (B TOM 4YMCME C MCMNOMb30BaHMEM
WHOPMALIMOHHO-KOMMYHUKALMOHHbBIX TEXHONOMM) opraHy rocyaapcTBeHHow Bnactu cybbekta Poccuiickon depepaummn B
cdepe OxpaHbl 340POBbsl, HA TEPPUTOPUIO KOTOPOro Bbexan OOMbHOW, ANst BK/OMEHUMS B PErMoHanbHbI  CEerMeHT
depepanbHoro pernctpa atoro cybbekta Poccunckon denepaumm.

[aton BknoveHMa cBefeHuin o0 GoONbHOM B pernoHanbHbI cermeHT PenepanbHOro perncrpa cybbektom Poccuiickon
degepauun, Ha TEPPUTOPUID KOTOPOro Bbexarn B6oMnbHON, ABNAETCS AeHb, Cneaylwmnin 3a AHEM UCKIIOYEHUS CBEAEHUN O HEM
n3 pervoHanbHoro cermeHta ®egepanbHoro perncrpa cybbektom Poccuiickon degepauun, ¢ TEppUTOPUN KOTOPOrO Bblexar
60OMnbHON.

26. OpraH rocygapctBeHHOM Bnactu cybwbekta Poccuickon depepaumm B cepe OxpaHbl 300pOBbSA, C TEPPUTOPUN
KOTOpOro Bblexan 60onbHOW, npeacTaBnaer (B TOM 4ucCne C WUCMNONb30BaHWEM WMHMOPMAaLMOHHO-KOMMYHUKALMOHHBLIX
TEXHOMNOrNI) MO 3anpocy opraHa rocyaapCTBeHHOW BnacTh cyobekta Poccuiickon Pepepaunm B cdhepe oxpaHbl 300poBbs, Ha
TEPPUTOPMIO KOTOPOro Bbexan 60nbHOM, CBEAEHNS] O KONMMYECTBE Ha3HaYeHHbIX Ny akTUHECKN NpeocTaBneHHbIX 60nLHOMY
UNK ero 3aKOHHOMY NpeaCcTaBUTENIO NEKapCTBEHHbIX NpenapaToB B COOTBETCTBMM C OyHKTOM 25 HacToauimx [Mpasun.

YTBEPXOEHbI
noctaHoBsneHvem lMpasutenscrea
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Poccunckon ®enepaumm
oT 26 Hos6psA 2018 roma N 1416
NMPABUINA BEOEHUA ®EOQEPAINTBHOINO PEFMCTPA NUL, BOJNIbHbIX TEMO®UINMENA, MYKOBUCLIMOO30M,
rTMNOeU3APHbIM HAHU3MOM, BOJIE3HbIO MOLUE, 3NTIOKAYHECTBEHHBIMU HOBOOBPA3OBAHUAMU
NMM®ONOHOWU, KPOBETBOPHOW U POOCTBEHHbLIX UM TKAHEWN, PACCEAAHHbIM CKITEPO30M,
rEMONIUNTUKO-YPEMUYECKMM CUHOPOMOM, IOHOLUIECKM APTPUTOM C CUCTEMHbBIM HAYAIOM,
MYKOMOJIUCAXAPUOO3OM I, Il U VI TUMNOB, ANNACTUYECKON AHEMUEN HEYTOYHEHHOMW,
HACNEACTBEHHbIM OE®PULINTOM ®AKTOPOB Il (PUBPUHOIEHA), Vil (MTABUJTIbHOIO), X (CTHOAPTA -
MPAY3PA), UL NOCINE TPAHCIMJIAHTALU OPITAHOB U (UIN) TKAHEMW *

(c nameHeHusaMK Ha 26 mioHs 2021 roga)

* HammeHoBaHne B pepakuuu, BBefeHHoW B pJenictBue ¢ 7 anpena 2020 roga noctaHoBneHuem [paBuTenbcTBa
Poccuiickon Penepauum ot 26 mapta 2020 roga N 339. - CM. OpeaplayLLyo peaakLmio.

1. Hactoswme [paBuna ycTaHaBnmBaloT nopsaok Befenuss PepepanbHOro perncrpa nuvy, GoMbHBIX remodunuen,
MYKOBMCLIMOO30M, TMNOU3apHbIM HaHUM3MOM, OonesHbio [olle, 3rMoKayeCTBEHHbIMW HOBOOOpPa3oBaHUSMU NMMEOUOHON,
KPOBETBOPHOM W POACTBEHHbIX MM TKaHEW, PacCesHHbIM CKMNepPO30M, FEMOSIMTUKO-YPEMUYECKUM CUHOPOMOM, HOHOLLECKUM
apTpUTOM C CUCTEMHbIM Havanom, Mykononucaxapugosom I, Il u VI Tunos, annactuyeckon aHeMmen HeyTOYHEHHOMN,
HacneacTBeHHbIM  geduuntom daktopoB |l (dpubpuHorena), VII (nabunbHoro), X (Ctioapta - [llpayapa), nuvy nocne
TpaHcnMaHTaumMm opraHoB U (Mnn) TKaHen (ganee COOTBETCTBEHHO - 6onbHble, PeaepanbHbli perncTp).

(MyHkT B pepakumu, BBedeHHon B paenctBue ¢ 7 anpena 2020 roga nocrtaHoeneHvem [paButenbctea Poccuiickon
®denepaumm ot 26 mapta 2020 roaa N 339. - CM. npeablayLLY0 peAaKLuIo)

2. BepeHue degepanbHOro perncrpa ocyLLeCcTBASETCS B CReayoLmX Lensx:

a) obecneuyeHve nekapCTBEHHbIMW Mpenapartamu Ans MEAUMLMHCKOrO NPUMEHEHWs, BKIMIOYEHHBIMU B YTBEPXOEHHbIN
MpaButensctBoM Poccuiickon denepaumm nepeveHb NeKapCTBEHHbIX NpenapatoB, COOPMUPOBaAHHbLIA B YCTAHOBEHHOM MM
nopsiake (nanee - nekapcTBeHHble npenapartbl), 60nbHbIX B BO3pacTe OT 18 neT u cTaplue 3a cHeT BHogKETHBIX aCCUrHOBaHUN,
npeaycMOTpeHHLIX B hegepanbHom Grogkete MuHMCTEPCTBY 3opaBooxpaHenns Poccuinckon ®egepaumm Ha ykasaHHble Lenu,
a b6onbHbIX B Bo3pacTe g0 18 neT - 3a cyeT BHo4KETHbIX aCCMrHOBaHUN, NpeaycMoTpeHHbIX MUHUCTEPCTBY 34paBoOOXpaHeHus
Poccunckon ®epepaumn ons doHoa NooaoepXKku OETer C TSKENbIMU KUSHEYTPOXKaLWNMN U XPOHUYECKMMKN 3aboneBaHusi, B
TOM uucne pegkumm (opdaHHbiMK) 3aboneBaHusimu, "Kpyr pobpa". BrogpkeTHble  acCUMrHoBaHMSI MepeyvncnsoTcs
MuHucTtepcTBoM 3gpaBooxpaHeHns Poccuiickon ®epepaumm degepanbHOMY KaseHHOMY ydpexaeHuto "defepanbHblil LEeHTP
NNaHMpoBaHWA M OpraHvM3aumMM nekapcTBeHHoro obecneveHust rpaxaaH" MuHucTepcTBa 34paBooxpaHeHust Poccuickon
depnepauun (oanee - degepanbHbii LEHTP) NS OpraHM3aumm 1 NpoBeAeHUs 3aKyrnoK NIEKapCTBEHHbIX NPenapaTtos;

(MognyHKT B pegakuuun, BBeAeHHOW B Aencteue ¢ 25 cdespanga 2023 roga nocraHosneHvem [NpaButenscrea Poccuickon
denepaumm ot 15 dhespana 2023 roaa N 229, pacnpocTpaHseTcs Ha NpaBOOTHOLWIEHUS, Bo3HMKWNe ¢ 1 aHBaps 2023 roga. -
Cm. mpeablayLyo penakLmio)

©) MOHUTOPUHI ABWXEHWS U yvyeTa OONbHbIX HA OCHOBaHWW CBEeAEHWI, NpeacTaBnaeMblX OpraHaMmu rocygapcTBEHHON
BnacTu cyobektoB Poccuiickon denepauun B cchepe oxpaHbl 300pOBbS;

B) adppeKkTVBHOE nnaHWpoBaHWe U pacxofoBaHve (WHAHCOBbLIX CPEeACTB, HampaBfsieMblX Ha 3aKynky HeobxoanMbiX
nekapcTBeHHbIX NpenapaTtoB Ans obecnedeHns umMu 6onbHbIX MO MECTY XUTEeNbCTBa UM MecTy npebbiBaHus (B cnydae ecnu
CpoK nNpebbiBaHMs NpeBbILAET 6 MecsLEeB).

3. ®depepanbHbii peructp aBnsieTcss deaepanbHON MHAOPMALNOHHOW CUCTEMOW, COCTOSILLEN W3  pernoHanbHbIX
CEerMeHTOB, KOTOpble pa3denstoTcs Ha NOACEerMeHT, coaepxallmin cBefeHus o 6onbHbIX B Bo3pacTe A0 18 neT, n noacerMeHxT,
cogepXawmmnm ceegeHus o 6onbHbIX B Bo3pacte oT 18 nert u ctaplle, U cogepXallen cBegeHusl, npeaycMoTpeHHbIE NyHKTOM 9
HacToawux MNpasun.

(AB3au B pepakumun, BBeAeHHOW B Aencteune ¢ 25 dpeBpansa 2023 roga noctaHoeneHuew [paBuTenbcrBa Poccunckon
denepaumm ot 15 dhespana 2023 roaa N 229, pacnpocTpaHseTcs Ha NpaBOOTHOLWEHUSA, BO3HMKWNe ¢ 1 aHBaps 2023 roga. -
CMm. npeaplayLLyio peaakumio)

MuHucTepcTBO 3apaBooxpaHeHusi Poccunckon depepaumm siBNSiETCS ONepaTopoM 3TOM CUCTEMbl M obecrnevmBaeT ee
6ecnepeboliHoe yHKLMOHMPOBAHNE.
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rMnodm3apHeIM HaHM3MoM, BonesHblo [oLe, 3nokayecTBeHHbIMUM HOBOOGPa3oBaHUAMM NIMMAONLHON, KPOBETBOPHON M POACTBEHHbIX

MM TKaHem, pacCesiHHbIM CKIIEPO30M, reMOSTMTUKO-YPEMUYECKAM CUHOPOMOM, FOHOLLECKUM apTPUTOM C CUCTEMHBIM Ha4yanom,

Mykononucaxapugosom |, Il n VI Tunos, annactnyeckon aHemMmnein HeyTOYHEHHON, HacneacTBEHHbIM Aedunumtom dakTopos I

(counbpuHorena), VIl (nabunbHoro), X (CtioapTa - [Mpayapa), N1y nocne TpaHcnnaHTauumM opraHoB U (Unn) TKaHew, a Takke o

NPU3HaHMM yTpaTUBLUMMM CUIYy HEKOTOpPbLIX akToB NpaButensctea Poccuiickon ®eaepauum (¢ uameHeHmammn Ha 15 cpespansa 2023

roga)
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MuHncTepcTBO 3apaBooxpaHeHus Poccuiickon Pepepaunn obecneumBaetr denepanbHOMY LEHTPY M PoHAY noaaepkku
JeTell C TSXKenbIMU KU3HEYrpoXawlwyMy M XpoHuUYeckumu 3abonesBaHusMu, B TOM uucne pegkumu  (opdaHHbIMM)
3aboneaHuamu, "Kpyr gobpa" goctyn k nHdopmauun, cogepxatlencs B PeaepanbHOM perncrpe.

(AB3aL gononHuTenbHO BKtodeH ¢ 7 uiona 2021 roga noctaHoeneHveM [paeutenbctBa Poccuiickon Penepauumn ot 26
utoHa 2021 roga N 1025; B pepakumn, BBegeHHon B gencteune ¢ 25 despansa 2023 roga nocraHosneHuem [NpaButenscrea
Poccuinckon Penepaumm ot 15 chespang 2023 roga N 229, pacnpocTpaHaeTcs Ha NpaBOOTHOLUEHUS, BO3HUKLLKE C 1 sHBaps
2023 roga. - CM. NpeablAyLLYyI0 ReAakLmio)

4. OpraHbl rocynapcTBeHHOW Bnactu cyobekToB Poccuiickon depepaumun B cchepe oxpaHbl 300poBbs 0becrnevmBarT
BHeceHune cBefdeHuin o BomMbHbIX B pernoHanbHbli cerMeHT PedepanbHOro permctpa B CPOK, He MpeBblwawmi 5 pabounx
OHeNn co aHst obpalyeHms 60NbHOrO ¢ YCTaHOBMEHHBIM ANArHO30M B MEOULIMHCKYH OpraHu3aumio No MeCTy ero XuTenbcTea unm
MecTy npebbiBaHus (B criyvae ecnv cpok npebbiBaHUsi NpeBbIIaeT 6 MecsLeB).

BkntoueHne B pernoHanbHbIi cermeHT PenepanbHOro perncrpa CBeAeHun O GOoMbHBIX OCYLLECTBSETCS MeAULMHCKON
opraHusaumen No MecTy UX XUTENbCTBA UM MeCTy NpebbiBaHMs (B Crydae ecnun cpok npebdbiBaHMs NpeBbILAeT 6 MecsiLeB) Ha
OCHOBaHUN MEANLIMHCKMUX AOKYMEHTOB (MX KOMWUI) UMK BbIMUCKN U3 HUX, OTPaXKaoLMX cBeaeHns o6 yCTaHOBNEHHOM AMarHose 1
BblbOpe MeponpuaTMiA NO NedYeHunto nauueHTa. BknioyeHne cBegeHuin 0 60MbHBIX C reMONUTUKO-YPEMUYECKUM CUHAPOMOM,
IOHOLLECKMM apTPUTOM C CMCTEMHbIM Hadanom u mykononucaxapumgosom I, 1l n VI TMNOB OCyLlecTBNAETCS Ha OCHOBaHUU
MEOVNLMNHCKMX JOKYMEHTOB UMM UX KOMUI U BBIMUCKN U3 HUX, OTpaXaloLwwmnx ceegeHns o6 yCTaHOBMEHHOM AuarHose u Bbibope
MEpPOMpPUATMIA MO NEYEHUIO NaumeHTa, NoMyYEeHHbIX OT dheaepanbHON MeQULMHCKOM opraHmM3aumn.

5. PerynupoBaHue OTHOLUEHWI, CBA3aAHHbLIX C BeaeHMeM deaepanbHOro perncrpa, ocyLlecTBNAETCS B COOTBETCTBMM C
3akoHogaTenscTBom Poccunckon ®eaepaumm 06 nHpopmaumm, MHOPMaLMOHHBLIX TEXHOMOMMSIX U O 3almUTe MHOpMaLnN.

6. MuHncTepcTBO 3gpaBooxpaHeHust Poccuiickon ®epepaunn, deaepanbHblii LEHTP, POHA NOAAEPKKN OETEN C TSHKENbIMU
XKM3HEYrpoXaroLWUMN 1 XpPOHUYECKUMU 3aboneBaHnsiM1, B TOM Yucrne peakumm (opdaHHeiMu) 3abonesaHuamu, "Kpyr gobpa" n
OpraHbl rocygapcTBeHHOM Bnactu cybbektoB Poccunckonn ®depepaumm B cdepe OxpaHbl 300poBbs  obecrneunBaroT
KOH(MOEHLMANbHOCTL CBeAEHUN, coaepxalumxca B degepanbHOM perucTpe, a TaKkke XpaHeHue 1 3almTy Takux CBeOeHWI B
cooTBeTCTBUM ¢ PeaepanbHbiM 3akoHOM "O nNepcoHanbHbIX AaHHbIX".

(MyHkT B pepakumun, BBeAeHHOW B gencteue c¢ 7 uona 2021 roga nocraHoeneHnvem [paButensctBa Poccuiickon
denepaumm ot 26 uroHa 2021 roaa N 1025; B pegakumm, BBegeHHoON B gencteme ¢ 25 despanga 2023 roga nocTaHOBNEHWEM
[Mpasutensctea Poccurickon Penepaumm ot 15 dhespana 2023 roga N 229, pacnpocTpaHsieTcd Ha NpaBOOTHOLLEHUS,
BO3HUKLWMe ¢ 1 aHBapa 2023 roga. - CM. OpeabiayLLyo peaakLmio)

7. PasmeweHne uvHdpopmauun B PegepanbHOM  peructpe  OCYLIEeCTBSETCS C  NPUMEHEHWEM  YCUMEHHOWN
KBanM@pUUUPOBaHHOW 3NEKTPOHHON NOANUCK B COOTBETCTBUU ¢ PeaepanbHbiM 3akoHoM "O6 anekTpoHHown noanucu".

8. depepanbHbIN perncTp Be4eTcs B ANEKTPOHHOM BUAE C NPUMEHEHMEM aBTOMAaTU3NPOBAHHOW CUCTEMbI MyTEM BHECEHMS
PEerucTpoBOn 3anncu ¢ NPUCBOEHUEM YHUKaNbHOro HoMepa PerncTpoBon 3anncu U ykasaHueMm Aatbl €e BHECEHUS.

[Mpu BHECEHUUN U3MEHEHUI B CBEAEHUS O BONbHOM AOMKHbI BbiTb COXPaHeHbl YHUKanbHbI HOMEp PerncTpoBoOW 3anucu 1
UCTOPUS BHECEHMUS N3MEHEHWN.

9. ®epeparnbHbIN PErucTp COAEPXKUT CreaytoLne CBeAeHUS:

a) CTpaxoBOW HOMep MHAMBMAOYANbHOrO NULUEBOro cyeta 6oMbHOrO B cucteMe 06s13aTernbHOr0 MEHCUOHHOTO CTPaxoBaHUA
(Npn Hanuunn);

0) bamunus, nms, ot4yecTBo 6OMBLHOrO, a Takke PamMunnsa, JaHHast NPU POXOEHWM;

B) AaTa poXxaeHus BONbHOro;

r) non 6oneHOro;

[) agpec MecTa XUTENbCTBa UM MecTa NpebbiBaHWs (B Criyyae ecrniv cpok npedbiBaHus npesbillaeT 6 mecsueB) 60nsHOro
(c ykasaHvem kofa no OBLepoccMncKoMy. KnaccnukaTopy 00beKTOB aiMMHUCTRATUBHO-TERRUTORUANBHOIO AENEHNs);

€) cepusl 1 HoMep nacnopTa (CBMAETENbCTBA O POXAEHUN) UMW YOOCTOBEPEHUS NMMYHOCTM BOMBLHOrO, a Takke Aarta Bbiaaun
YyKa3aHHbIX JOKYMEHTOB;

X) cepusi 1 HOMep nonuca oba3aTenbHOro MEAMLMHCKOrO CTpaxoBaHUs OONbHOMO M HaMMEHOBaHWE BbiAABLUEN €ro
CTpaxoBon MeaULNHCKOW opraHn3aumu;

3) MHdopMaumsa 06 MHBaNUAHOCTY (B Criyvae yCTaHOBIEHMS rPyNMbl MHBAaNUAHOCTM UNu Kateropun "pebeHok-nHBanna'");

W) gmarHo3 3aboneBaHus (COCTOSHUS), BKIOYasa ero kog no MexayHapogHoOW ctatucTudeckon knaccudukauumn 6onesHemn
1 npobrnem, cBA3aHHbIX CO 340POBbEM, a TakKe AaTa ocMoTpa O60MbHOro0 U AaHHbIE O AMHAMUKE COCTOSHUS;

K) uHcpopmaums 0 MeauUMHCKOM opraHvM3auumn (HamMeHoBaHMe, OCHOBHOW rOCYAApPCTBEHHbIV PerncTpaunoHHbIN HOMep,
koa no Obuiepoccuiickomy KnaccudmkaTopy NREANRUATUN 1 OpraHn3aLvii), BolAaBLUEn HanpaBneHne Ha BKNIOYEHNe CBeAEHUN
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rMnodm3apHeIM HaHM3MoM, BonesHblo [oLe, 3nokayecTBeHHbIMUM HOBOOGPa3oBaHUAMM NIMMAONLHON, KPOBETBOPHON M POACTBEHHbIX

MM TKaHem, pacCesiHHbIM CKIIEPO30M, reMOSTMTUKO-YPEMUYECKAM CUHOPOMOM, FOHOLLECKUM apTPUTOM C CUCTEMHBIM Ha4yanom,

Mykononucaxapugosom |, Il n VI Tunos, annactnyeckon aHemMmnein HeyTOYHEHHON, HacneacTBEHHbIM Aedunumtom dakTopos I

(counbpuHorena), VIl (nabunbHoro), X (CtioapTa - [Mpayapa), N1y nocne TpaHcnnaHTauumM opraHoB U (Unn) TKaHew, a Takke o

NPU3HaHMM yTpaTUBLUMMM CUIYy HEKOTOpPbLIX akToB NpaButensctea Poccuiickon ®eaepauum (¢ uameHeHmammn Ha 15 cpespansa 2023

roga)
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0 6onbHbIX B PepepanbHbIn perncTp (HanpaBneHMe Ha BHECEHWE U3MEHEHUI B CBeAeHusl, copgepxawmeca B PegepanbHom
perucTpe (ganee - HanpaerieHUE), a Takke M3BelleHne 00 WUCKNIYEeHUN cBeaeHun o BonbHbIX M3 PegepanbHOro perncrpa
(oanee - nsBeleHne);

n) gata BKNIOYEHUs cBeaeHun o 60nbLHOM U AaTa BHECEHMS UBMEHEHUN B cBefeHust o 6onbHoM B ®efepanbHbiin perucTp;

M) MH(pOpMaLUS O Ha3HaYeHUU NEKapPCTBEHHbIX NPenapaTos;

H) uHcopmauuma o6 oTnycke nekapCTBEHHbIX MpenapaToB (4ata Hadana obecnevyeHnsi nekapCTBEHHbIMU Npenaparamu 1
pakTU4eCKuii OTMYCK NEKapCTBEHHBIX NpenapaToB);

0) JaTta NpuHATUS pelleHns o6 okoH4YaHuM obecrneyeHns NekapCcTBEHHbIMU NpenapartamMu C yKa3aHUeM MpuymnHbl (Bble3a
3a npegenbl Poccuiickon ®depepaumn Ha MOCTOSIHHOE MECTO XXWUTENbCTBA WM MECTO npebbiBaHus (B Crnyvae ecnu Cpok
npebbiBaHMA NpeBbIlaeT 6 mMecsaueB), cMepTb OONbHOrO, OTCYTCTBME MOKa3aHUM K JanbHEenLemy npuemMy rnekapCTBEHHOMO
npenapata) n o nepegaye ceegeHun B apxme ®egepanbHOro perucTpa;

n) MHcpopmaumsi 0 BKINOYEHUN BonbHoro B ®efepanbHbIi perucTp nul, UMELLUX NpaBo Ha MNoryyYeHne rocyaapCcTBEHHOM
couManbHOM MOMOLLUWM, UM WHbIE PErncTpbl, NpeaycMOTpPeHHble 3akoHopaTenbcTBOM Poccuiickon ®enepauun, B Lensix
obecneveHnst nekapCcTBEHHbIMM NpenapaTaMmu 3a cyeT GroaKeToB GlomxeTHON cuctembl Poccuiickon ®egepauum;

p) YHVKanbHbIA HOMEP PErMCTPOBON 3anucu;

C) BbINMMCKa M3 MeAULMHCKOW [OKyMeHTauuu 60mnbHOro, cogepxalliasi CBeAeHWss O Ha3Ha4YeHUM WU UCMOoNb30BaHUU
rnekapcTBeHHbIX NpenapaTtos;

T) UCTOYHWUK PMHAHCUPOBAHUS NPUODOPETEHNS NEKapCTBEHHbIX NpenapaTos.
(MognyHKT gononHMTENbHO BKItoYeH ¢ 25 deBpans 2023 roga noctaHoenennem lMNpaBuTtensctea Poccuickon ®enepaumm
o1 15 dheBpansa 2023 rona N 229, pacnpocTpaHseTcs Ha NpaBOOTHOLLEHUS, BO3HMKLWME ¢ 1 sHBaps 2023 roga)

10. B cnyyae ycraHoBneHusi amvarHo3a 3aboneBaHus (COCTOSIHWS), yKa3aHHOro B myHKTe 1 HacTosuwwmx [Npasun, wnu
M3MEHeHNs cBeJeHN, yKkasdaHHbIX B noanyHkTax "a" - "x" nyHkTa 9 Hactoawmx Mpasun, MeguLumMHCKue opraHu3aunn, B KOTOPbIX
OonbHble HaxoasaTcs Mog MEeOUUMHCKMM HabniogeHwem, B CPOK, He npeBblwawwmin 3 paboumx gHen co OHSA obpalleHus
GOMNBHOro C YCTAHOBMEHHbIM AMArHO30M B MEOWLIMHCKYHO OpraHM3auuio Mo MECTY XUTENbCTBA WNM MecTy npebbiBaHus (B
cny4vae ecnu cpok npebbiBaHus NpeBbIlaeT 6 MecsLeB), NPeaCcTaBnsalT B 3NEKTPOHHOM BuAe WM Ha OyMakHOM HocuTene
HarnpaBsIeHnsl N U3BELLIEHNsI B OpraH rocyaapCTBEHHOM BrnacTu cybbekta Poccuickon ®enepaumm B chepe oOxXpaHbl 340POBbsI
no cpopme 1 B nopsagke, kKotopble yTBepxaeHsl MUHMCTepCcTBOM 3apaBooxpaHeHusa Poccuiickon degepauun.

11. Ona 3anonHeHWs pervoHarnbHOro cermMeHta ®eaepanbHOro perucTtpa opraHusauuu, OCYLLECTBISOWMNE OTMYCK
nekapcTBEHHbIX NpenapaToB, Ha3Ha4YeHHbIX fleYallum BpadoM B COOTBETCTBMU C NPeayCMOTPEHHbIM NoANyHKTOM "a" nyHkTa 2
HacToauwmx MpaBun nepedHeM, 40 5-ro uncna Kaxaoro Mecsiia NpeacTaBnsiioT B OpraHbl roCy4apCTBEHHON BNacTu CyObLEKTOB
Poccuinckon ®epepaumm B cdepe OXpaHbl 300pOBbA B AMEKTPOHHOM BuAe unu Ha GymakHOM HocuTene ceefeHuss o6
OTNYLUEHHbIX 32 NPEALIECTBYIOLNIA MECSIL, NIEKapCTBEHHbIX NpenapaTax.

12. B cny4ae ecnu cBegeHus, NpedycMOTpeHHble noanyHkTamu "a", "x" »n "n" nyHkta 9 HacTtoawwmx [paswun, He
npeacTaBrnieHbl B OpraHbl rocygapCTBEHHOM Bnactm cybbektoB Poccuiickon Pegepaumm B cdepe OXpaHbl 340pOBbS,
yKa3aHHble opraHbl BNacTu CaMOCTOATENbHO 3anpalunBatoT 3TN CBEAEHUSA B rOCYAapCTBEHHbIX BHEGIOMKETHBIX (hoHAAX.

CeegeHna o 60rnbHOM (HanpaBneHus, U3BELLEHWs), NpeacTaBnsemMble B 3MEKTPOHHOM BuAe, Noanexar 3aBepeHuto
3MNEKTPOHHOM NOAMUCBLID OOMMKHOCTHOMO NMLa opraHa rocyaapCTBEeHHOW BnacTu cybobekta Poccuiickon depepaunn B coepe
OXpaHbl 340POBbS.

13. B cnyyae Bble3ga 60nbHOro 3a npeaensi Tepputopun Poccuiickon degepaumnm Ha NOCTOSTHHOE MECTO XKUTENbCTBA MIn
MecTo npebbiBaHus (B Criy4ae ecnv Cpok npebbiBaHUS NpeBbilaeT 6 MecsUeB), a Takke B criydae cmepty 60nbHOro cBegeHus
0 HEM noAnexaT apXMBMPOBAHNIO.

YTBEP>XOEHbI
noctaHoBneHvem MpaBuTenbCcTBa
Poccunckon ®epepaumm
oT 26 Hoa6psA 2018 roma N 1416
NEPEYEHDb YTPATUBLLUX CUNY AKTOB NPABUTENBLCTBA POCCUNCKOWN ®EOEPALIMU

1. NocTtaHoeneHue MpaButenbctBa Poccurickon Penepaumm ot 26 aekadpsa 2011 . N 1155 "O 3akynkax NekapCTBEHHbIX
npenapaToB, NpeaHa3HaYeHHbIX Ansa obecneyeHus nu, 60nbHbIX reMounmnen, MyKkoBUCLIMA030M, TMNOhr3apHbIM HAHU3MOM,
bonesHblo [oule, 3Noka4yecTBEHHbIMU HOBOOOpPa3oBaHMAMU NNMAOUAHON, KPOBETBOPHOW W POACTBEHHbIX WM TKaHewn,
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O nopspake opraHusauum obecneyeHns nekapcTBeHHbIMM npenapaTamm nuu, 6oMnbHbIX reModunmen, MykoBUCLIMA030M, Crpanuua 10
rmnocpusapHbIM HaHU3MOM, GonesaHbto oLle, 3110Ka4ecTBeHHbIMM HOBOOOPa3oBaHWSMKN NMMQONAHON, KPOBETBOPHOW Y POACTBEHHbLIX

MM TKaHem, pacCesiHHbIM CKIIEPO30M, reMOSTMTUKO-YPEMUYECKAM CUHOPOMOM, FOHOLLECKUM apTPUTOM C CUCTEMHBIM Ha4yanom,

Mykononucaxapugosom |, Il n VI Tunos, annactnyeckon aHemMmnein HeyTOYHEHHON, HacneacTBEHHbIM Aedunumtom dakTopos I

(counbpuHorena), VIl (nabunbHoro), X (CtioapTa - [Mpayapa), N1y nocne TpaHcnnaHTauumM opraHoB U (Unn) TKaHew, a Takke o

NpU3HaHUM yTpaTUBLLMMK CUIY HEKOTOPbIX akToB lNpaButenscTea Poccuinckon ®epgepaumn (c nameHeHnsammn Ha 15 cdespans 2023

roaa)

lMocmaHoeneHue lNpasumernscmea P® om 26 Hos6ps1 2018 2. Ne 1416

paccesiHHbIM CKNEePO30M, NWLL_NMOCcNe TRaHCcNNaHTauMmM opraHoB u (unu) TkaHen" (CobpaHune 3akoHopaTenbctBa Poccumnckon
depepauuu, 2012, N 1, c1.186).

2. NoctaHoBnenue lMNpaButensctBa Poccuinckon Penepaumm ot 26 anpensa 2012 r. N 404 "O6 yrteepxaeHun [pasun
BeneHns PenepanbHoro perncrpa nui, 6onbHbIX reModunuen, MyKoBUCLIMAO30M, rnnodmsapHbiM HaHU3MOM, GOonesHbro
loule, 3nokayYecTBEHHbLIMWM HOBOOOPAa3oBaHUAMU NUMAONIHON, KPOBETBOPHOW W POACTBEHHbLIX WM TKaHEW, PacCesHHbIM
CKIEepo30M, NuLl_nocne TpaHcnnaHTauum opraHoB u (unwu) TkaHen" (CobpaHue 3akoHopatenbctBa Poccuiickon depepauun,
2012, N 19, c1.2429).

3. MNyHkTbl 176 1 190 M3MeHeHWUn, KOTOpble BHOCATCA B akTbl [1paBuTtenbctBa Poccuiickon Penepaumm No BoMpocam
AedrenbHocTv MuHucTepcTBa 3apaBooxpaHeHns Poccuickon Penepatinn, yTBepXOeHHbIX NocTaHoBneHveM [NpaBuTenbcrea
Poccuiickon Penepaumm ot 4 centabpsa 2012 . N 882 "O BHeceHuM U3MEHEHUN B HEKOTOopble akTbl [lpaBuTenbCcTBa
Poccuiickon ®enepauum no Bonpocam AeatensHocTn MuHucTepcTBa 3apaBooxpaHeHns Poccuiickon ®epepaummn” (CobpaHue
3akoHogatenbcTBa Poccunckon ®egepaunn, 2012, N 37, c1.5002).

4. MocrtaHoeneHne [NpaButensctBa Poccuickon Penepaummn ot 24 anpena 2015 . N 389 "O BHeceHUM M3MEHEHUN B
nocraHosnexve [paButenbcrBa Poccuiickon Pepepaumm ot 26 aekabpsa 2011 r. N 1155" (CobpaHne 3akoHopaTenbcTea
Poccunckon ®epepaumm, 2015, N 18, c1.2709).

5. NoctaHoBneHue lNpaButensctBa Poccunckon denepauumn ot 9 anpena 2016 . N 288 "O BHeceHUW M3MEHEHWUN B
MpaBuna Benenns PenepanbHOro perucrpa nui, GonbHbIX remMounuen, MykKoBUCLIMAO30M, MNOr3apHbIM _HaHU3MOM,
bonesHbto [oule, 3MokavyecTBEHHbLIMU HOBOOOPAa30BaAHMAMMU  NIMMA)OUAHOW, KPOBETBOPHOW W POACTBEHHbLIX WM TKaHEW,

n" (CobpaHune 3akoHogartenbcTBa Poccuickon

paccesdHHbIM CKNEepPO30M, NuL,_Nocne TPaHCNMaHTaLUW OPraHoB U (UNu)_TKaHew
depepauun, 2016, N 16, c1.2225).

6. MocTtaHoBneHue lMNpaButenscrtBa Poccuickon Penepaumm ot 11 aerycta 2016 . N 784 "O BHeceHWW U3MEHEHUN B
nocrtaHoenenune [NpaButenscrBa Poccuickon depepaummn ot 26 aekabpsa 2011 . N 1155" (CobpaHue 3akoHogaTenbCcTBa
Poccuiickon denepaumm, 2016, N 34, c1.5242).

7. NocraHoBneHue [MpaButenbctBa Poccuiickon Pepepaumm o1 17 anpensa 2017 r. N 457 "O BHECEHUW WU3MEHEHWIN B
[MonoxeHne 0 3akynkax JeKapCTBEHHbIX MPENapaToB, NPeAHasHaYeHHbIX Ans obecneyvyeHnsa nuu, GoNnbHbIX reMouInen,
MYKOBMUCLIMAO30M, TMnochm3apHbiM _HaHU3MOM, 6onesHbio [oule, 3MokayYecTBeHHbIMW HOBOOGpRAa3oBaHUAMK NTMMAOULHON,
KROBETBOPRHOW M POACTBEHHbIX MM TKaHEeW, pPaccesHHbIM CKIIePO30M, fuLl_Nocne TRaHCNNaHTaLMKW OpraHoB U (unu)_TkaHenr"
(CobpaHnue 3akoHogaTtenscTBa Poccuiickon depepaumm, 2017, N 17, cT.2577).

Pepakuunsa ookymeHTa ¢ y4eTom
M3MEHEHUN 1 OoONONHEeHUIN NoaroToBneHa
AO "Kopgekc"
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