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,
3/10KQ4YeCTBEHHbIMM HOBOO6pa30BaHMUAMM NMMEPONAHON, KPOBETBOPHOM M POACTBEHHbIX UM
TKaHEN, paccesiHHbIM CKIEPO30M, MreMOJIMTUKO-YPEMUYECKUM CUHAPOMOM, HOHOLIECKUM
apTPUTOM C CUCTEMHbBIM Ha4yanoM, Mykononuncaxapuaosom I, II n VI TunoBs, annactmyeckon
aHEMMEN HEYTOUYHEHHOM, HacneaCTBeHHbIM aeduuntom daktopos II (pmbpuHoreHa), VII
(nabunbHoro), X (CtioapTa - lNMpayapa), 1y nocne TpaHcnaaHTaumMm opraHos 1 (Unn)
TKaHEN, a TakKe O NPU3HaHUKN YTPATUBLLUMK CUIY HEKOTOPbIX akToB [paBUTENLCTBA
Poccumnckon ®egepaunn’

(BMecTe ¢ "lMpaBunamm opraHmsauum obecneyeHnss NeKapCTBEHHbIMU NpenapaTtamu nmu,
60nbHbIX reModunnen, MyKoBMCUMAO30M, rMNodu3apHbIM HaAHU3MOM, 6one3Hblo oLwe,
3/10KQ4YeCTBEHHbIMM HOBOOBPa30BaHMAMM NMMEPONAHON, KPOBETBOPHOM M POACTBEHHbIX UM
TKAHEN, paccesiHHbIM CKIEPO30M, FEMOJIMTUKO-YPEMUYECKUM CUHAPOMOM, FOHOLIECKUM
apTPUTOM C CUCTEMHbBIM HayanoMm, Mykononucaxapuaosom I, II n VI Tunos, annactmyeckon
aHEMMEN HEYTOYHEHHOW, HacneacTBeHHbIM aemumntom daktopos II (bnbpuHoreHa), VII
(nabunbHoro), X (CrtoapTa - Mpayapa), n1u nocne TpaHcnaaHTaumMm opraHos 1 (Unn)
TkaHen", "MpaBunnamu BeaeHust eaepanbHOro perncrpa nmu, 6onbHbIX reModunmen,
MYKOBMCLUMAO30M, rmnocmsapHbiM HAHNM3MOM, 601e3HbI0 [oLle, 310KavYeCTBEHHbIMY
HOBOO6pa3oBaHMSMN NMMQONLHOW, KPOBETBOPHON U POACTBEHHBIX MM TKAHEN, paccesiHHbIM
CK/1IEPO30M, FeMONIMTUKO-YPEMUYECKUM CUHAPOMOM, FOHOLLECKMM apTPUTOM C CUCTEMHBIM
HayanoMm, Mykononucaxapuaosom I, IT u VI TMnoB, anniacTMYecKkor aHEMUEN HEYTOUHEHHOW,
HacneacTeeHHbIM aedunumntom daktopos II (hmnbpuHorena), VII (nabunbHoro), X (CtioapTa -

Mpayapa), v nocne TpaHCnAaHTaumMm opraHoB 1 (Mnun) TkaHen")
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[aTta coxpaHeHus: 28.07.2025
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(I'Ipc;c;ag:al%eggez ngF)Sa)BVITeJ'IbCTBa P® oT 26.11.2018 N 1416 [loKyMeHT NpeaocTaBneH KoHcynbTaHTIioc

"O nopsiAKe opraH13auUmnm 0becrneyeHns NEKAPCTBEHHDL... fata coxpaneHua: 28.07.2025

NMPABUTENIbCTBO POCCUACKOWU ®EOEPALINA

NMOCTAHOBINEHUE
oT 26 HosiI6psa 2018 . N 1416

O NOPAAKE
OPTAHU3ALIUN OBECNEYEHUA NIEKAPCTBEHHbBIMWU NMPEMAPATAMMU J1AL,
BONbHbIX FTEMO®UNUEA, MYKOBUCLMOO30M, TMNO®U3APHLIM HAHU3MOM,
BOJIE3HbIO MOLWE, 3JTIOKAYECTBEHHBIMU HOBOOBPA30OBAHUAMMU
NMUM®ONOHON, KPOBETBOPHOWU U POOCTBEHHbIX UM TKAHEWR,
PACCEAHHbLIM CKITEPO30M, TEMOJINTUKO-YPEMUYECKUM CUHOPOMOM,
IOHOLUECKUM APTPUTOM C CUCTEMHbIM HAYAJTIOM, MYKOIMNMOJIMCAXAPUOO3OM
I, 11 U VI TUNOB, ANNACTUYECKOA AHEMMEW HEYTOYHEHHOW,
HACNEACTBEHHbIM AE®ULINTOM ®AKTOPOB Il (PUBPUHOIEHA),
VII (TABUJTbHOTIO), X (CTIOAPTA - NMPAY3PA), IUL| MOCNE
TPAHCMMAHTALIMX OPFTAHOB U (UMW) TKAHEW, A TAKXE
O NPU3HAHUUN YTPATUBLLUUMU CUNTY HEKOTOPbLIX AKTOB
NMPABUTENIbCTBA POCCUNCKON ®ELQEPALIUN

Crucok M3MEHSIONNX JOKYMEHTOB
(8 pen. Ilocranosnenwnii [IpaButensctBa PO ot 27.03.2020 N 344,
oT 26.06.2021 N 1025, ot 15.02.2023 N 229, ot 10.06.2025 N 877)

B coorBerctBuu ¢ nynkTom 21 yactu 2 crarbu 14 u yactsimu 7 - 9 crarbu 44 denepanbHOro 3aKoHa
"O6 ocHOBax OXpaHbl 370poBbs rpaxnaaH B Poccuiickoit ®eneparuu” IlpaBurensctBo Poccuiickoit
®denepanny MOCTAHOBIISET:

1. YTBepauTh Npuiaraemsle:

[TpaBuiia opranu3zanuu oOecredyeHus JeKapCTBEHHBIMHU IpernaparaMu Jull, OOJIbHBIX reModuiuei,
MYKOBHCLIHJIO30M, TUNoQpHU3apHbIM HaHU3MOM, 00J1e3HBIO Tome, 3JI0KaYECTBEHHBIMU
HOBOOOpa3zoBaHUSAMU JTUMPOUIHOM, KPOBETBOPHON M POICTBEHHBIX UM TKaHEH, pacCEIHHBIM CKIIEPO30M,
IFEMOJINTUKO-YPEMUYECKUM  CHHIPOMOM,  IOHOLIECKMM  apTPUTOM C  CHCTEMHBIM  Ha4allOM,
Mykononucaxapugozom I, II m VI Tunos, amnactudyeckol aHeMHEW HEYTOYHEHHOW, HACJIEICTBEHHBIM
nedpurutom QakrtopoB Il (dubpunorena), VII (mabunsnoro), X (Ctroapra - Ilpayspa), nmuiy mocie
TpaHCIIAHTAI[UN OPTraHoB U (WJIM) TKaHEH;

(8 pen. [locranoenenus IlpaBurensctBa PO ot 27.03.2020 N 344)

[TpaBwia Benmenuss DenepaabHOrOo perucTpa JUI, OOTBHBIX TeMOMUIHEH, MYKOBHCIHIO30M,
runo(u3apHbIM HaHU3MOM, OOJNe3HbIO loIle, 3710KaYeCTBEHHBIMH HOBOOOPA30BaHUSIMH JTUMQOUTHOM,
KPOBCTBOPHOW W POJCTBCHHBIX MM TKAaHEW, PACCESHHBIM CKJICPO30M, T'€MOJIMTHKO-YPEMHUYECKIM
CHUH/IPOMOM, IOHOIIIECKHM apTPUTOM C CHCTEMHBIM HaudajoM, mykomonucaxapugo3om I, II u VI tumos,
arIacCTHYECKOW aHeMHEH HEeYTOYHEHHOM, HaclaeACTBeHHBIM aAedunutom daktopos Il (pudbpunorena), VII
(nmabunpHOTO), X (CTr0apTa - [Ipayspa), nmuir mocie TpaHCIUIaHTAlMK| OPTaHOB U (MJIM) TKaHEH;

(B pen. [Tocranosnenus IIpaButenscta PO ot 27.03.2020 N 344)
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MoctaHosneHue MpasuTenscTea PO ot 26.11.2018 N 1416
(peg. ot 10.06.2025)
"O nopsake opraHu3aummn obecneyeHnst 1eKapCTBEHHDI...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHenus: 28.07.2025

nepevyeHpb yTpaTuBIIUX cuily aktoB [IpaBurenscrBa Poccuiickoit @enepariuu.

2. MunucrepctBy  3apaBooxpaHeHuss — Poccuiickoit  denepanuum B yCTAHOBJIEHHOM
3akoHoNareabCcTBOM Poccuiickoii  ®enepauuu  mopsiAKe OCyHIeCTBUTh 3akynky Ha 2019 ron
JIEKApPCTBEHHBIX MPEMAaparoB sl MaTOT€HETUYECKOTO JICUCHUS JIUI, OOTBHBIX TEMOJIUTHKO-YPEMUIECCKUM
CHUHJIPOMOM, FOHOIIECKUM apTPUTOM C CUCTEMHBIM HaydajoMm, Mykomnoiucaxapugo3om I, II u VI tunos,
BKJIFOUCHHBIX B ITEPEUCHB )KHU3HEHHO HEOOXOAMMBIX U BKHEHININX JIEKAPCTBCHHBIX MIPETIApaTOB.

2(1). VcrounukoM (pUHAHCUPOBAHMS OpPraHU3ALMU OOECIEeUEHHs JEKapCTBEHHBIMH IIperaparaMu
nereil B Boszpacte a0 18 mer, GonbHBIX TeModuianel, MyKOBHUCIHI030M, THIO(U3APHBIM HAHU3MOM,
6one3nbio [o1ire, 3M0Ka4eCTBEHHBIMU HOBOOOPA30BaHUSMU JTUM(POUTHOM, KPOBETBOPHOUM M POACTBEHHBIX
UM TKaHEH, PaCCeSHHBIM CKJIEPO30M, T€MOJUTUKO-YPEMUUECKUM CHHIPOMOM, IOHOIIECKUM apTPUTOM C
CUCTEMHBIM Hayajaom, Mykornonucaxapuaosom I, Il u VI tunos, amtactuueckoit anemMuen HEyTOYHEHHOM,
HaclneIcTBeHHBIM fedunuroM ¢aktopoB I (pubpunorena), VII (mabunbnoro), X (Crroapta - Ilpayapa),
JeTel B Bo3pacTte M0 18 JIeT mocie TpaHCIUIaHTalMK OpraHoB M (Wiau) TkaHed ¢ 2023 roga sBISIOTCS
OIO/DKCTHBIC ~ aCCHTHOBAaHWS, MPEIyCMOTPEHHbIE B  QefepanbHOM  Oromkere  MUHUCTEPCTBY
3apaBooxpaHenusi Poccuiickon  ®epepanuu g DoHAa TOAAEPKKM  JE€TEM € TSHKEIBIMHU
KUZHCYTPOKAIOIUMHA W XPOHHYCCKUMHU 3a00JIEBaHUSIMH, B TOM 4YHCIC peakuMu (op]aHHBIMH)
3aboneBanusamu, "Kpyr nobpa".

(m. 2(1) BBenen Ilocranosnenuem [IpaBurtenscrea PO ot 15.02.2023 N 229)

3. MunucrepcTBy 3apaBooxpaneHus Poccuiickoit denepannn naBarh pa3bsCHEHUS 110 IPUMEHEHUIO
MIpaBWJI, yTBEPK/IEHHBIX HACTOSIIIUM [TOCTAHOBJICHUEM.

4. Hacrosiee nocTaHoBlIeHHE BeTynaeT B cuiy ¢ 1 sHBaps 2019 1, 3a MCKIOUEHMEM IIyHKTA 2,
KOTOPBIM BCTyHaeT B CUIIY CO JHS O(PUIIMATIBLHOTO OMYOJIMKOBAaHNS HACTOSIIIETO TOCTAHOBICHHUS.

IIpencenarens IIpaButenscTBa
Poccuiickont @enepanuu
JA.MEJ/IBEJIEB

YTBepKaeHBI

noctanosineHueM I[IpaBurtenscTBa
Poccuiickont ®enepanumn

oT 26 Hos10pst 2018 . N 1416

NMPABUIIA
OPIrAHU3ALIUN OBECNEYEHUA NIEKAPCTBEHHbBIMU NMPEMAPATAMMU J1AL,
BOJIbHbIX FEEMO®UITMENA, MYKOBUCLUAO30M, TMNO®U3APHLIM HAHU3MOM,
BOJIE3HbIO MOLWE, 3JTIOKAYECTBEHHBbIMU HOBOOBPA3OBAHUAMMU
NMMM®ONOHON, KPOBETBOPHOWU U POOACTBEHHbIX UM TKAHEWN,
PACCEAHHbIM CKINEPO30M, TEMOJINTUKO-YPEMUYECKAM CUHOAPOMOM,
IOHOLLECKUM APTPUTOM C CUCTEMHbIM HAYAJTIOM, MYKOIMOJIMCAXAPUOO3OM
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MoctaHosneHue MpasuTenscTea PO ot 26.11.2018 N 1416
(peg. ot 10.06.2025)
"O nopsake opraHu3aummn obecneyeHnst 1eKapCTBEHHDI...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHenus: 28.07.2025

I, 11 U VI TUNOB, ANNACTUYECKOA AHEMMEW HEYTOYHEHHOW,
HACNEACTBEHHbLIM AE®PULINTOM GAKTOPOB Il (PUBPUHOIEHA),
VII (MABUJIBHOIO), X (CTIHOAPTA - NMPAY3PA), JIULl NOCIJIE
TPAHCMJTAHTALIUX OPFAHOB U (UINN) TKAHEW

Cnucok U3MEHSIOIIMNX JOKYMEHTOB
(B pen. IToctanosnenus [IpaBurenscTa PO ot 10.06.2025 N 877)

1. Hacrosmue IlpaBwiia ycTaHAaBIMBAIOT MOPSJIOK OpraHU3aliu O0ECIeYeHUs JUI, OOJBHBIX
reMopuineii, MyKOBHUCIMJI030M, THUIIO(QU3apHBIM HaHU3MOM, Oose3Hblo lolmle, 370KauecTBEHHBIMU
HOBOOOPA30BaHUSIMU JTUM(POUTHON, KPOBETBOPHOM U POACTBEHHBIX UM TKaHEU, PACCESTHHBIM CKIIEPO30M,
TFEMOJINTUKO-YPEMUYECKUM  CUHIPOMOM,  IOHOLIECKMM  apTPUTOM C  CHCTEMHBIM  Ha4aJlOM,
Mykononucaxapugoszom I, II m VI Tunos, amnactudeckod aHeMHEW HEYTOYHEHHOW, HACJIEICTBEHHBIM
nepunutom QaxrtopoB Il (dbubpunorena), VII (mabunsnoro), X (Ctroapra - Ilpayspa), nui mocie
TpaHCIUIAHTAllUM OpraHoB M (WiM) TKaHeW (nanee - OOJNbHBIE) JIEKAPCTBEHHBIMM IIperaparaMmu Ui
MEIUMIUHCKOTO IMPUMEHEHMs], IpeJHa3sHaYeHHbIMU IS JIEYeHUs YyKa3aHHbIX 3a0oseBaHuil, 110
yTBepkaeHHOMY lIpaButensctBom Poccuiickoii @enepanuy INEPEYHIO JIEKAPCTBEHHBIX IIPENAPATOB,
c(OpMHUPOBAaHHOMY B YCTAHOBJIEHHOM UM MOpsjAKe (Jajee - JEKapCTBEHHbIE Npenaparbl), a TaKke
MOPSZIOK U YCIIOBHSI TIEpEeNayyl JIGKAPCTBEHHBIX NpEnaparoB B COOCTBEHHOCTh CyOBeKTOB Poccuiickoit
Oenepauu.

2. UcrounnkoM (MHAHCHUPOBAHUS OpraHM3alMM obdecriedeHust OOJIbHBIX B Bo3pacTte OoT 18 ser u
CTaplle JIeKapCTBEHHbIMM IpernaparaMu SIBISIOTCA OOMKETHbIE ACCUTHOBAHHUSA, MPEIYCMOTPEHHBIE B
benepaibHOM OrOIKEeTe MUHKCTEPCTBY 3paBooxpaneHust Poccuiickoit denepany Ha yKa3zaHHBIE TICITH.

HctounukoMm (UHAHCHPOBAaHUSI OpraHu3alnuu oOecriedyeHUs: OONBHBIX B Bo3pacTe 10 18 mer
JIEKApCTBEHHBIMU ~ TIperaparamMu  SIBISIOTCSL  OIOMDKETHBIE  aCCHUTHOBAaHUS,  MPETyCMOTPEHHBIC
MunucrepctBy 3apaBooxpaneHust Poccuiickoit @enepaunu 1 GoHma NOAIEPKKU IETEH C TSHKEIBIMU
KU3ZHEYTPOXKAIOIMMUA U XPOHUYECKUMHU 3a00JIeBaHUSIMH, B TOM YHCIE PEIKUMHU (Op(aHHBIMM)
3aboneBanusmy, "Kpyr noopa".

Opranuzanysgs W OCYIIECTBICHHE 3aKyNOK JIEKapCTBEHHBIX IIPEnaparoB  00ECHEeYMBaAIOTCS
benepanbHBIM  Ka3eHHBIM yupexJaeHueM "denepanbHbIi IIEHTpP IJIAHUPOBAHUS U OpraHU3alUH
JIEKapCTBEHHOro obOecrneueHus: rpaxkaaH" MuHuctepcTBa 3apaBooxpaHeHusi Poccuiickoit ®enepanuun
(nanee - denepanbHBI LEHTP) B MpEeNax JOBEACHHBIX 10 HET0O MMHHCTEPCTBOM 3ApPaBOOXPAaHEHUS
Poccutiickoit @enepaiiuy TMMUTOB OFOKETHBIX 00513aTEIHCTB.

MunucrepctBo 3apaBooxpanHeHus Poccuiickoit denepanu He mo3aHee 1 mapra TEKyIlero roaa
MH(OPMHUPYET UCTIOHUTENbHBIE OpraHbl cyobekToB Poccuiickoit @enepannu B chepe oXpaHbl 310pPOBbS
0 MJIAHUPYEMBIX UM TPEAeTbHBIX 00beMax OIOKETHBIX aCCUTHOBAHUN Ha OYepelHON (MHAHCOBBINA TOf,
paccuuTaHHbIX MUHHCTEPCTBOM 31paBooxpaHeHusi Poccuiickoit denepaniui Ha OCHOBAaHHUM CBEIICHHM,
npenctaBisieMblx A0 15 ¢eBpans Tekymiero roma denepaibHbIM IEHTPOM, C YYETOM YHCIEHHOCTH
OONBHBIX M CpeaHero oobeMa OIOMKETHBIX aCCUTHOBaHMM 3a 3 ()MHAHCOBBIX TOJA, MPEANISCTBYIOIINX
TeKyIeMy (UHAHCOBOMY TOIY.

3. IIpaBo GonbHOrO Ha OOECIEeUeHHE JIEKAPCTBEHHBIMU IIpernapaTaMi BO3HUKAET CO JHS BKIIIOUEHUS
CBEJICHUH O HEM B pErHOHAIBHBIA cermMeHT demepanbHOro perucrTpa I, OONBHBIX TeMODUINCH,
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MoctaHosneHue MpasuTenscTea PO ot 26.11.2018 N 1416
(peg. ot 10.06.2025)
"O nopsake opraHu3aummn obecneyeHnst 1eKapCTBEHHDI...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHenus: 28.07.2025

MYKOBHCLIUIO30M, runodu3apHeIM HaHU3MOM, 00JIe3HBI0 lome, 37I0Ka4€CTBEHHBIMU
HOBOOOPA30BaHUSMHU JTUM(POUTHOM, KPOBETBOPHOM U POACTBEHHBIX UM TKaHEU, PaCCESHHBIM CKIIEPO30M,
TFeMOJIUTUKO-YPEMUYECKUM  CHHIPOMOM,  IOHOLIECKMM  apTPUTOM C  CHCTEMHBIM  HadaJioM,
Mykononucaxapugosom I, II m VI tunos, amnactudeckod aHeMHeW HEYTOYHEHHOW, HACIIEICTBEHHBIM
nedunurom ¢akropos Il (¢ubpunorena), VII (mabunmpnoro), X (Crroapra - Ilpayspa), nuim mocne
TpaHCIUIAaHTAIlMU OPraHoOB U (UJn) TKaHeH (nanee - DenepanbHbI perucTp).

Jlara BkItOYeHHS OOJBHOTO B pervoHaibHbIA cermMeHT DenepanbHOro perucrpa (QUKCUpYeTCs
JIeHallliM BpauoM B MEJIUIMHCKOM KapTe MalHUeHTa, MOJyYarollero MEIUWLIHUHCKYI0 TIOMOIb B
amMOyJIaTOPHBIX yCIOBHSIX.

4. Opranmzanust obecrieueHust PenepaibHBIM EHTPOM 32 CUET CPEACTB (heaepasbHOro OromKeTa
OOJIBHBIX JIEKAPCTBEHHBIMU IIperaparaMH OCYILECTBIISETCS B COOTBETCTBHM C IOPSAKAMHU OKa3aHMs
MEIULIMHCKON ITOMOIIM, YTBEPKIEHHBIMU MUHHCTEPCTBOM 31paBooxpaHeHus Pocculickoit @enepanun, ¢
Y4€TOM CTaHAAPTOB MEAMIIMHCKOM IOMOIIY U Ha OCHOBE KJIMHUYECKUX PEKOMEHIALINM.

5. B memsiX DOCTaBKM JIEKAPCTBEHHBIX IPENApaToB HCIIOJHUTENIbHbIE OpraHbl CyObEKTOB
Poccuiickoit ®enepanun B chepe OXpaHbl 310pOBbsl ONPEACISIOT PACIOIOKEHHbIE B CyOBEKTax
Poccuiickoit denepanyu opranuzaly, UMEIOUINE JTUIEH3UI0 Ha OCYILECTBIEHUE MEIULUHCKON U (MJIH)
(bapMaleBTHYECKOW JeSITeIbHOCTH M YIOJIHOMOUYEHHbIE Ha MOJY4YEHHE JIEKAapCTBEHHBIX IIpernaparoB
(anee - OpraHU3alUU-1I0yYaTeNIn).

MunucrepcTBo  3apaBooxpaHeHus Poccuiickoit ®enepanuu  MHGOPMUPYET HCHOIHUTENBHBIE
opranbl cyobektoB Poccuiickoit @eneparuu B chepe oxpaHbl 3710POBbSI O BOSMOXKHOCTH MPECTABICHUS
He mno3nHee 15 ampens Tekymero roga B DefepanbHbli LEHTP MpeIBAapUTENbHBIX 3asBOK 0Oe3
CONIACOBAHUs, ITPEAYCMOTPEHHOTO ITYHKTOM 6 Hactosiuux [Ipasui.

@denepanbHbIl LEHTP € YYETOM HPEABAPUTEIBHBIX OOBEMOB JIEKAPCTBEHHBIX IPENaparos,
OTIpe/IeTICHHBIX HA OCHOBAHMM MPEJCTABIEHHBIX B COOTBETCTBUM C a03alleM BTOPHIM HACTOALIETO MyHKTa
NpEBApUTENbHBIX 3a8BOK, HANpaBiIseT NPOU3BOAUTENSAM M (MJIM) MOCTAaBUIMKAM JIEKapCTBEHHBIX
[IpenapaToB 3alpocChl C LEIbI0 ONpPENETIeHNUs BO3MOXHOCTU MPOU3BOJCTBA U MOCTABKHU JIEKAPCTBEHHBIX
IIPENnaparoB, a TAK)KE UX CTOMMOCTH U HE To3Hee | Mas TeKyllero roga npeacrasisieT B MUHUCTEPCTBO
3apaBooxpaHeHus Poccuiickoil @enepanuy cBOJHYH HH(OpPMaLHMIO, B TOM YHCIE MPEAYyCMOTPEHHYIO
HaCTOSIIIUM a03a1eM.

6. MuHuCTEPCTBO 3/1paBooxpaHeHus Poccuiickoil deaepanuu He Mo3aHEEe | WIOMA TEKYIIEro roaa
MH(GOPMUPYET UCIIOIHUTENbHBIE Opranbl cyObekToB Poccuiickoit denepannu B chepe 0XpaHbl 310pOBbS
0 BO3MOXXHOCTH TnpencrasiieHus B DenepanbHblii 1eHTp He mno3nHee 20 aBrycra TEKyIIEro roja
COIVIACOBAHHBIX TEPPUTOpUATIbHBIME opraHamu @DenepaiabHON ciayk0bl 1O Haa3opy B chepe
3[IpaBOOXPAHEHHUS 3asiBOK Ha MOCTAaBKY JIEKAPCTBEHHBIX MpEnapaToB Ha odepeAHON (MHAHCOBBIN TOJ IO
¢dopme, yTBepxKaeHHOW MHHUCTEPCTBOM 31paBooxpaHeHus Poccuiickoit @eneparun (nanee - 3asBKH), €
MIPUJIOKEHUEM 000CHOBAHHM 1O 00BbEMY C YUETOM HMEIOIIUXCS OCTATKOB JIEKAPCTBEHHBIX MpEenapaTos, a
TaK)Ke IepedHsl OpraHu3alun-110IyYyaTeleu.

[Torpe6HOCTE (00BEM NMOCTABKH) B JIEKAPCTBEHHOM IIpernapare OnpeAesseTcs ¢ y4eTOM CTaHIapToB
MEIUIIUHCKOM IMOMOIIM ¥ Ha OCHOBE KIIMHUYECKUX PEKOMEHJIAINI UCXOS U3 eKEMECIIHON (paKTHIECKON
noTpeOHOCTU OOJBHBIX B JIEKAPCTBEHHBIX Mpenaparax B COOTBETCTBUU CO CBEICHHUSIMM PErMOHAIBHOIO
cermeHTa DenepaabHOro PEerucTpa U HeOOXOTUMOCTH (POPMUPOBAHUS 3ar1aca JIEKapCTBEHHOTO Ipernapara
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Ha 15 mecsnes.

7. CornacoBaHHe 3as1BOK OCYIIECTBIIIETCS TEPPUTOPHAILHBIMU Opranamu denepanbHoil ciyKObl 110
Ha/130py B cepe 31paBoOXpaHeHUs B CPOK, He IpeBbliaronuii 10 pabounx nHel co THSA X MOCTYIUIEHUS
OT HCHOJHUTENIBHBIX OpraHoB cyObekToB Poccuiickoit Denepanuu B cdepe oxpaHbl 370pOBbs, B YACTH
KOPPEKTHOCTH BHECEHMS CBEACHMM O TEKYIIMX OCTaTKaxX JIEKAPCTBEHHBIX IIPENApPaToB IIOCPEICTBOM
CUCTEMbI MOHUTOPHUHIA IBUKEHHUS JIEKAPCTBEHHBIX IIPENIApaToB.

8. denepanbHBId ILIEHTP paccMaTpuBaeT 3asiBKM Ha COOTBETCTBHE YCTAaHOBJIEHHOH dopme,
YTBEpKJIECHHOM  MuHucrepctBoM  31paBooxpanHeHuss  Poccuiickon  ®epepaumu, Ha  IpeaMer
O00OCHOBaHHOCTH  3asBJICHHBIX OOBEMOB  JIEKAPCTBEHHBIX  IpenaparoB, KOPPEKTUpyeT  (MpH
HEOOXOAMMOCTH) U COITIACOBBIBAET MX.

He no3nnee 15 centsOps texymero roga deaepanbHblil IEHTP MPEACTABISET 3asiBKA B KOMUCCHIO
MunuctepcTBa 3apaBooxpanenus Poccuiickoit denepanuy mo pacCMOTPEHHIO 3asIBOK (J1ajiee - KOMHCCHS)
JUISL UIX PacCMOTpeHus ¢ ydactueM mnpezacraButeneil GenepanbHoro neHtpa, oHia NOAAEPKKU IETEN ¢
TSOKEIIBIMU JKU3HEYTPOKAOIIUMHI U XPOHUYECKIMH 3a00JI€BaHUSMH, B TOM YUCIIC PEAKUMHE (Op(haHHBIMH)
3aboneBanusiMu, "Kpyr nobpa', uCnomHUTENbHBIX OpraHoB cyObekToB Poccuiickoii @enepannu B cdepe
OXpaHbl 3O0POBbA (B TOM YHCJIIE C HCIIOJbB30BaAHHECM I/IH(i)OpMaI_II/IOHHO-TeJIGKOMMYHI/IKaIII/IOHHI)IX
TEXHOJIOTHI) Ha NIpeaMeT OOOCHOBAHHOCTHU 3asBICHHBIX OOBEMOB JIEKAPCTBEHHBIX IPENaparToB, HX
KOPPEKTUPOBKU IIPU HEOOXOAMMOCTH M YTBEPXKAECHUS O0ObEMOB IOCTABOK JIEKAPCTBEHHBIX MPENapaToB.
[TonoxxeHne 0 KOMHUCCUU M €€ COCTaB YTBEPXKAArTCI MHUHUCTEPCTBOM 3ApaBOOXpaHeHust Poccuiickon
denepanuu.

PaccMoTpenune 3asBOK, YyTBEp)KJICHHE OOBEMOB IIOCTABOK JIEKAPCTBEHHBIX IIpenaparoB M
npejcrasieHue B OenepalibHbI HEHTP CBEEHUIN 00 yTBEPKICHHBIX 00bEMax MOCTaBOK JEKapCTBEHHBIX
IIPENapaToB OCYIIECTBISIIOTCS KoMHUccHel B TeueHune 30 KaJaeHAapHbIX JHEW CO JHS MOCTYIIIEHHS 3asBOK
or ®denepanbHOro ueHrtpa. Ilpum paccMOTpeHMM 3afBOK KOMHCCHEH YYHMTBIBACTCSI H3MEHEHUE
YHUCICHHOCTH OOJIBHBIX, KOTOPOE MPOU30IILIO B TEKYIIEM IOJTy.

YTBepkaeHne 00bEMOB IMOCTABOK JIEKApPCTBEHHBIX IPENaparoB OCYIIECTBISAETCS KOMHUCCUEH C
yueToM HWH(OpMalLMHU, MPEJCTaBICHHOM MPOM3BOAMTENSIMU M (WJIM) IMOCTABIIMKAMM JIEKaPCTBEHHBIX
IIpernapaToB B COOTBETCTBUHU € a03alleM TpeThbUM IyHKTa 5 HacToaumx [IpaBun B @enepalibHbII LIEHTp, O
BO3MOXHOCTH IIPOM3BOJCTBA U ITOCTAaBKH JICKAPCTBEHHBIX IIPEIAPATOB.

Ceenennsi 00 YTBEpXKICHHBIX KOMHUCCHEH OOBEMax TIOCTaBOK JICKAPCTBEHHBIX MPemapaToB
HanpablsitoTcs PenepalbHBIM IEHTPOM B HCIIONHUTENBHBIE Opranbl CyObekToB Poccuiickoit denepanuu
B chepe oxpaHbl 3710POBBS B TEUCHHUE 3 pabOUMX JHEH CO THS MOCTYTUICHHS CBEICHUM OT KOMUCCHH.

9. O0beM TNOCTAaBOK JICKAPCTBEHHBIX IpernapartoB QopMupyeTrcs B Ipefenax O KeTHBIX
ACCUTHOBaHMM, MpEeIyCMOTPEHHbIX B (eaepanbHOM 3akoHE O (enepanbHOM OromkeTe Ha
COOTBETCTBYIOIIMKA (PMHAHCOBBIN TOA M IUIAHOBBIA MEPHOA, M JIMMUTOB OIOKETHBIX O0s3aTeNbCTB,
JIOBEJICHHBIX B YCTaHOBIICHHOM MOpsAKe 10 MuHHcTepcTBa 3apaBooxpaHeHus Poccuiickoit ®enepannn
Ha 3aKyIIKY JICKAPCTBEHHBIX IPENAapaToB.

10. B cooTBeTcCTBUM C YTBEpXAECHHBIMH O0BEMAaMHU IIOCTABOK JIEKAPCTBEHHBIX IIpenapaToB
@enepanbHbll LEHTP B YCTAaHOBJICHHOM 3akoHozarenbCcTBOM Pocculickonn @Pexepauuu nopsake
OCYLIECTBIIET 3aKyIIKy JIEKAPDCTBEHHBIX ITPETIAPaTOB.

www.consultant.ru Crpanuua 6 ns 16
HageXHasa nNpaBoBas noaaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/

MoctaHosneHue MpasuTenscTea PO ot 26.11.2018 N 1416
(peg. ot 10.06.2025)
"O nopsake opraHu3aummn obecneyeHnst 1eKapCTBEHHDI...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHenus: 28.07.2025

11. TIlocraBuMKM  JIEKapCTBEHHBIX  IpEMaparoB, OMNPEAEICHHbIE B  COOTBETCTBUU  C
3akoHOnaTeabcTBOM Poccuiickoit @eneparyu, npeAcTasisiior B DenepanbHblii EHTP 0(OpMIICHHBIE B
YCTQHOBJICHHOM IOPSAJKE JTOKYMEHTHI, MOATBEpkKAAoIIMe (AaKT MOTyUEeHHUs JIEKapCTBEHHBIX MpenaparoB
OpraHu3atuvsaMU-IIONYydaTCIIIMHA, B TOM YHCJIIC HAKIAAHBIC W AKTbl IMPpHEMA-TNICPCAAUU JICKAPCTBCHHBIX
IIpEerapaToB.

12. IIpaBo cobctBeHHOCTH CyOBEKTOB Poccuiickoii Denepanuy Ha JIEKapCTBEHHBIE IpENaparhl,
MOJTyYEHHbIE OpraHMU3alUsIMU-TIONYYaTeNIsIMH B COOTBETCTBUH C myHKTOM 11 Hactosmmx [Ipasw,
BO3HMKAET Ha OCHOBAaHUH JIOKYMEHTOB, OATBEPKAAIOMINX (PAKT MMOJTyUEHHs JIEKAPCTBEHHBIX MPEnaparoB
OpraHU3aLUSIMHU-TIONTyYaTeIIIMH.

13. depepanbHBId LEHTP W HUCHOJIHUTENIBHBIE OpraHbl cyObekToB Poccuiickoit ®eneparmm,
OllpeJieJIeHHble  BBICUIMMU  JOJDKHOCTHBIMM — JHIaMu  cyObekToB  Poccuiickoit ~ Denepanuu
(npeacenarensiMu BBICIIMX HCIOJIHUTEIbHBIX OpraHoB cyObekToB Poccuiickoit denepauun) (nanee -
YIIOJIHOMOYEHHbIE OpPraHbl), €KEMECSYHO OCYIIECTBIISIOT Ha OCHOBAHUHU H3BEILEHH, HalpaBiIsieMbIX
YIOJHOMOUYEHHBIMU OpraHamu B DeziepanbHblil HEHTP, CBEPKY JIEKAPCTBEHHBIX MIPENAPATOB, MOIYYEHHBIX
OpraHMU3aLUAMU-T10Ty 4aTeIISIMU.

14. Opranuszanuu-noyyyaresidi OPUHUMAIOT JIEKAPCTBEHHBIE Ipernaparbl Ha Y4YeT B TEUEHUe 2
pabounx JHEW co AHSA UX MOJIyYEHHs OT MOCTABIIMKOB JIEKAPCTBEHHBIX MPENaparoB, 00ECIEUnBalOT MX
COXPaHHOCTb U LIEJIEBOE UCIIOJIb30BaHHUE.

15. Tlpn Hamuuuum SKOHOMHM OIOMKETHBIX CpPEACTB, NOdydeHHOW dDenepanbHbIM LEHTPOM MpU
OCYILECTBIICHUH 3aKYIIOK JIEKAPCTBEHHBIX IIPENApaTroB B COOTBETCTBUHM C IIyHKTOM 10 Hacrosmmx
ITpaBun, MunucrepcTBO 31paBooxpaneHus Poccuiickoit @eneparnun He no3nHee 1 anpens GUHAHCOBOTO
rojga, NOTPeOHOCTb B JIEKAPCTBEHHBIX IIperaparax Ha KOTOphIM oOecrednBanach IOCPEICTBOM
OCYILIECTBIIEHUS] YKa3aHHBIX 3aKyINOK, HH()OPMHUPYET HCIOIHUTEIbHBIE OpraHbl cyObekToB Poccuiickoii
@enepaniuu B cepe OXpaHbl 370pOBbS O pa3Mepe MOITYYEHHONM HKOHOMHUHU B LENSIX IpPeJCTaBICHUS
JIOTIOJIHUTENBHBIX 3asBOK M O BO3MOYKHOCTH HX IPEACTaBIeHUs HE mno3aHee 10 ampens yka3aHHOTO
(unancoBoro roga B GenepaibHbIiA LEHTP.

®denepanbHbIi LeHTp He no3aHee 20 anpens yka3aHHOTo (PMHAHCOBOT'O I0fla PacCMaTpHUBAET 3asBKH,
yKa3aHHble B a03alle NMEepBOM HACTOSALIET0 MYHKTA, KOPPEKTUPYET 3TH 3asBKU (IIPH HEOOXOJUMOCTH),
COIVIACOBBIBAET UX C UCIOJHUTENIBHBIMU Opranamu cyobektoB Poccuiickoit denepanuu B chepe oXpaHbl
3JI0pOBBS U HAIIPABIISIET B KOMUCCHIO.

PaccMoTpenue 3asBOK, yKa3aHHBIX B a03alle MEepBOM HACTOSIIErO MyHKTA, YTBEpPKIEHHE 0O0BEMOB
MOCTAaBOK JIEKAPCTBEHHBIX TIpemapaTtoB M TpeacTaBieHue B DenepanbHbId EHTP CBEACHUN 00
YTBEPkKJACHHBIX 00beMax MOCTABOK JIEKAPCTBEHHBIX MPENapaToB OCYIIECTBISIOTCS KOMUCCUEH B TEUCHHE
10 xkaneHgapHbIX THEHN CO IHS MPEACTABICHUS TaKUX 3a1BOK DenepaibHbIM HEHTPOM.

CBeneHuss 00 YTBEpXJECHHBIX KOMHCCHEH 0O0BbeMax IOCTAaBOK JIEKAPCTBEHHBIX IPErapaToB
HanpasisitoTcs PeiepaibHBIM [IEGHTPOM HUCIIOTHUTENBHBIM OpraHaM cyobekToB Poccuiickoii denepanyu B
cdepe oxpaHbl 310pOBbsI B TeueHHe 3 paboumx JHEH cO IHS MOCTYIJICHUs CBEJCHUN OT KOMHCCHUHU.

3aKynKa JIEKapCTBEHHbIX MIPENapaToB U UX Mepeaada OCYIIECTBISIOTCA B COOTBETCTBUU C IIYHKTAMU
10 - 14 nactosuux ITpasui.
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16. B cimydae BKIIIOUEHHs JIEKapCTBEHHOIO IIpernapara B IEPEYEHb JIEKAPCTBEHHBIX IPENaparos,
yKa3aHHbIM B myHKTe | Hacrosimmux [IpaBwi, He mo3mHee 1 mas (UHAHCOBOTO roja, MOTPEOHOCTH B
JIEKapCTBEHHBIX IIperaparax Ha KOTOpbIA oOecrneynBanach MOCPEACTBOM OCYIIECTBICHUS 3aKYIIOK,
ykazaHHbIX B myHkTe 10 Hacrosmux [IpaBun, B CBS3M C HM3MCHEHHEM CXEM JICUCHHUS OOIBHBIX
UCIIOJTHUTENIbHbIE Opranbl cyObekToB Poccuiickoii @enepaunu B cdepe OXpaHbl 3710pPOBbS BIIPABE
npencraBute B DenepanbHblii HeHTp He mo3aHee 20 Mas yka3aHHOTO ()MHAHCOBOTO ToJa 3asiBKU B
OTHOLIEHUH TAKOTr'0 JIEKAPCTBEHHOI'O IIpenapara.

DenepanbHblil neHTp He nosaHee 30 Mas yka3aHHOrO (PUHAHCOBOTO rojla pacCMaTpHUBAeT 3asiBKH,
yKa3aHHble B a03alle IIepBOM HACTOSIIErO IYHKTa, KOPPEKTUPYET 3TH 3asiBKHU (NP HEOOXOOUMOCTH),
COIVIACOBBIBAET MX C MCIIOJIHUTEIBHBIMU OpraHamu cyobekToB Poccuiickoit denepannu B chepe OXpaHbl
3I0pOBBS U HAIIPABJIAET B KOMUCCHIO.

PaccMoTpenue 3asBOK, yka3aHHBIX B a03alle MEepBOM HACTOSILErO MyHKTA, YTBEP:KJIEHUE O0OBEMOB
IIOCTaBOK JIEKApPCTBEHHBIX HpenaparoB M mpeacraBieHue B DenepaibHbI LEHTp CBeIeHUH 00
YTBEPKACHHBIX 00bEMAaxX MMOCTABOK JIEKAPCTBEHHBIX MPENApaToOB OCYIIECTBIIAIOTCS KOMUCCUEH B TEUEHHE
10 kaneHIapHbIX AHEH CO HA MPEACTaBIECHUS TaKUX 3asiBOK PenepaabHbIM LIEHTPOM.

CBeneHuss 00 YyTBEpKACHHBIX KOMHUCCHEM 00BEMax IOCTABOK JIEKAPCTBEHHBIX IpENapaTroB
Hanpasisatorcs degepaibHbIM LIEHTPOM B UCIIOJIIHUTENbHBIE OpraHbl cyobekToB Poccuiickoit denepanuun
B c(hepe oxpaHbl 3J0pOBbS B TEUEHHUE 3 pabOUMX AHEH CO JIHS MOCTYIUIEHUS CBEACHUNM OT KOMHCCHUU.

3aKynka JEKapCTBEHHBIX MPENaparoB U UX Mepeaada OCYUIECTBISIOTCS B COOTBETCTBUU C MYHKTaMHU
10 - 14 nacrostmux [Ipasui.

17. ®enepanbHbplii LEHTP B YCTAHOBIEHHOM MUHHCTEPCTBOM 3lpaBooxpaHeHHUs Poccuiickoin
denepanny MOPSAKE OCYIIECTBISCT MOHUTOPHHI JBHMKEHUS M ydeTa JICKAPCTBEHHBIX IIPENaparoB B
cyowsektax Poccuiickoit denepannu, 10BOAUT O CBEIEHUS YIOJHOMOYEHHBIX OPraHOB MOJYYEHHBIE IO
pe3yJibTaTaM MOHUTOpPHUHIA JIAHHBIE, B TOM YHCJIE CBEICHUS O HOMEHKIAType, KOJIMYECTBE U CTOMMOCTHU
JIEKapCTBEHHBIX IpenaparoB, 00 OTCYTCTBUM MOTPEOHOCTH B OT/AENBHBIX JEKAPCTBEHHBIX Mpernaparax
00 O MOSBIEHUU JOMOJHUTENIbHON NOTPEOHOCTH B JIEKAPCTBEHHBIX Mpenaparax B CBS3U C U3MEHEHHEM
B cyObekre Poccuiickoii depepannn YUCIEHHOCTH OOJIbHBIX, U3MEHEHUSMH B Ha3HAUEHUSX JIeUalllUMHU
BpayaMu JIEKapCTBEHHBIX IpernaparoB OOJbHBIM U COIVIACOBBIBAET IEpepaclpesiesieHue JeKapCTBEHHbIX
npernapaToB Mexxay cyobektamu Poccuiickoit denepanuu.

18. Tlepenmaua JsekapCTBEHHBIX TpemapaTtoB OmHUM cyOwbekToM Poccuiickoit ®enepanuu B
COOCTBEHHOCTh Jpyroro cyonekta Poccuiickoit ®enepanuui OCYyIIECTBISETCS HAa OCHOBAHMM aKTa
npuema-nepenadn. denepanbHbld LEHTP YBEIAOMISIETCS O Iepefade JIEKapCTBEHHBIX MpEnapaToB B
teueHne 10 KaJleHIAapHBIX JHEW TMocie MNOANMCAaHUs akTa MpUeMa-lepelayd yHOoJIHOMOYEHHBIMHU
OpraHaMu.

19. B cnyuae BbIsiBIeHHs B cyObekTax Poccuiickoit denepanyu OCTaTKOB JIEKapCTBEHHBIX
MpenaparoB, 00€CTIIeUNBAIOIINX MOTPEOHOCTh B HUX MEHee ueM Ha 60 KaJieHnapHbIX nHer, DenepaibHbIi
LIEHTP IPUHUMAET MEPBI 10 OCYILIECTBIECHUIO IIEPBOOYEPENHON [TOCTABKU UM JIEKAPCTBEHHBIX IIPENaparoB
yTeM HH()OPMUPOBAHUS COOTBETCTBYIOLIUX MOCTABIIMKOB.

B ciyuae BoisiBneHus B cyObekTax Poccuiickoit @enepaiil OCTaTKOB JICKAPCTBEHHBIX MPENaparos,
obecreunBaIMMUX MOTPEOHOCT, B HUX MeHee dyeM Ha 30 KalleHmapHbIX AHed u Oomee yem Ha 120
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KaJICHJIapHBIX JHEH, DefaepanbHbIi EHTP YBEAOMIIICT UCTIOJHUTENBHBIC OPraHbl CyObeKTOB Poccuiickoi
@enepanin B cdepe OXpaHbl 3I0pOBbsI O HEOOXOAMMOCTH TepepaclpepeiieHus JIeKapCTBEHHBIX
Mpernaparos.

VIoJIHOMOYCHHEBIS Oopradbl B TCYCHUC 7 pa60q1/1x I[HCﬁ C MOMCHTA IIOJIy4YCHHA YBCIOMIICHHA
OCYHIECTBIIAIOT IOATOTOBKY aKTa IIpueMa-repcaadu.

20. dunaHcoBoe obecredyeHWE 3arparT Ha TPAHCIOPTHUPOBKY JIGKAPCTBEHHBIX IPENapaToB,
yKa3aHHBIX B yHKTaXx 18 u 19 nacrosimux [IpaBuii, ocyiecTBisieTcs 3a CHET CPEACTB YIOTHOMOYEHHBIX
OpraHoB, KOTOPBIM IIE€PEIat0TCs JIEKAPCTBEHHBIE MTPEnaparsbl.

21. B ciyuyae ¢popMHpPOBaHHUSI OCTATKOB JIEKAPCTBEHHBIX MPENapaToB, MPEBHIIAIIIMX MOTPEOHOCTh
B HHX, JJI1 oOecriedeHus] OONBHBIX B Bo3pacte n0 18 mer ymbo ot 18 ner u crapimie 10 odeperHOu
MOCTaBKH  COOTBETCTBYIOLIETO JIGKAPCTBEHHOTO Ipermapara B  COOTBETCTBUM C  YCJIOBUSMH
roCyaapCTBCHHLIX KOHTPAKTOB, 3aKJIFOYCHHBIX qDeIlepaJ’IBHBIM LOCHTPOM, OpraHu3aluA-I10J1ydaTciib BIIPaBC
UCIIOJIB30BaTh JIGKAPCTBEHHBIC Ipernaparbl, NPUOOpPETEHHbIE 3a CYET MCTOYHHUKA (HHAHCUPOBAHUS,
YKa3aHHOTO B a03ale MepBoM MyHKTa 2 HacTosmux [IpaBui, B memsx oOecredeHHsi UMH OOJIBHBIX B
BO3pacTe 70 18 JIeT, uiu UCIOoNIb30BaTh JIEKAPCTBECHHBIC MIpenapaThl, IPUOOPETEHHBIC 32 CUET UCTOUYHHKA
(buHaHCHPOBaHMS, YKa3aHHOTO B a03arie BTOPOM IyHKTa 2 Hactosmux [IpaBui, B memsx oOecriedeHus
uMH OOJILHBIX B Bo3pacTe 18 jieT u crapiie.

[lepepacnpeniesicHue JEKapCTBEHHBIX MPENaparoB, yKa3aHHOE B a03ale TepBOM HACTOSIIETO
MYHKTa, OCYIIECTBISAETCS MPH YCIOBHH IMOCIEAYIOIIEr0 BO3MEIICHUS B TEKYIIEM (HHAHCOBOM TOIY
COOTBETCTRBYIOIIIETO JIEKAPCTBEHHOTO Iperapara B SKBUBAJICHTHBIX JIEKAPCTBEHHBIX (OpPMax, TO3HUPOBKAX,
(hacoBKax MCIOJIb30BAHHBIX JICKAPCTBCHHBIX MPENapaToB.

22. ®enepanbHBIN MEHTP €XEKBApTadbHO, M0 10-r0 uyMcia Mecsia, CIEIYIOMEro 3a OTYETHBIM
KBapTaioMm, mpenactaBisier B DenepanbHylo CiayxOy Mo Haa3opy B chepe 3apaBOOXpaHEHHUs B LEJSIX
OCYIIECTBIICHUSI KOHTPOJISI 3a IEJIEBBIM HCIOIh30BAaHWEM JICKAPCTBEHHBIX TIPENaparoB, a TakXkKe B
MunucrepctBo 3apaBooxpaHeHus Poccuiickoil ®denepanuu cBeleHUS O TMepefade JIEKapCTBEHHBIX
npenaparoB  cyobekty Poccumiickoit  ®enmepanmuu M O COMNIACOBAaHHBIX  TEpepacpeesICHHUsIX
JIEKapCTBEHHBIX IpemapaToB Mex a1y cyorekramu Poccuiickoit deneparuu.

23. B nenax obecrnieueHus: OOJNBHBIX JEKapCTBEHHBIMU IpernaparaMHd B MOPSJIKE, YCTaHOBIEHHOM
3aKoHozareabcTBOM Poccuiickoit denepannn, oCynieCTBISAETC Ha3HAYEHHUE JIEKAPCTBEHHBIX NIPENapaToB,
odopmIleHHE peLenToB Ha JIEKapCTBEHHBIE MTPENaparbl U UX OTITYCK.

24. Tlpu Ha3HayeHHH OOJBHOMY JIGKAPCTBEHHBIX IMPEMaparoB Jedalluii Bpad HHGOpPMHUPYET €ro O
BO3MOKHOCTH TIOJIYYCHHSI UM COOTBETCTBYIOIIMX JIEKAPCTBEHHBIX MpemapaToB 0e3 B3WMaHMs IUIAThl B
COOTBETCTBHUU C 3aKOHOJATENBLCTBOM Poccuiickont Penepanuu.

25. B nensx quHaMHA4YeCKOTO HAOIOEHUS 3a OOJBHBIM U COOTIOICHUS TIEPUOANIHOCTH TIOCEIICHUS
UM MEIUIMHCKOW OpraHu3aldd JieYalliM BpauyoM WM Bpa4eOHOM KOMHUCCHUEH MEIUIIMHCKOM
OpraHU3aINH ONPEACIIIETCS KOJTUIECTBO JIGKAPCTBEHHOTO Mpernapara, KOTOPOe YKa3bIBaeTCs B pEIeNTe Ha
JIEKapCTBEHHBIN Mpenapar B COOTBETCTBUU C PEKOMEHJIOBAHHOW CpeIHEeW CYTOUHOM M KYypCOBOU 1103011 U
CPOKOM, Ha3HAYCHHBIM JJTsI TIOCEIIICHMSI.

26. MenunuHCKash OpraHu3anus NMperocTaBisieT OOJbHOMY HIIM €r0 3aKOHHOMY HpPEACTaBUTEIIO
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MoctaHosneHue MpasuTenscTea PO ot 26.11.2018 N 1416
(peg. ot 10.06.2025)
"O nopsake opraHu3aummn obecneyeHnst 1eKapCTBEHHDI...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHenus: 28.07.2025

nHpOpMaLuI0 00 OpraHu3alysaX, pacloloKEHHBIX B TPAaHULAX MYHUIMIIAJILHOIO 00pa30BaHMs IO MECTY
KHUTEIHCTBA MIIM MECTY NMPeObIBaHuUS (B CIIy4ae €CJIM CPOK MpeObIBaHMS MPEBBIIACT 6 MecALeB) OOILHOTO
U OCYLIECTBIIAIOUIMX OTIYCK JIEKAPCTBEHHBIX IIPENaparoB, Ha3HAYEHHBIX JICUAIllUM BPauyoM, TpakIaHaM,
HMMEIOLUM IIPaBO Ha o0eclieueHue JEKapCTBEHHBIMU IpenapaTraMy, OTIyCKaeMbIMU O€CILIaTHO, 3a CHET
CpeACTB OMOKETHBIX aCCUTHOBaHUM (enepanbHoro Oromkera M OrokeToB cyObekToB Poccuiickoit
denepauuu.

27. Ha3znaueHue JIGKapCTBEHHBIX MpenapaToB OOJbHOMY OCYIIECTBISETCS MOCIE BKIIOUYEHUS €r0 B
peruoHaNbHBIN cermMeHT DenepaibHOTO peructpa. OTHYCK JEKapCTBEHHBIX MPENapaTroB OOIBHOMY, €TO0
3aKOHHOMY MPEACTABUTEIIO UIIH JIUILY, YIIOTHOMOUYEHHOMY OOJIbHBIM WIJIH €T0 3aKOHHBIM MPEICTaBUTEIEM
Ha TIOJYYCHHUC JICKAPCTBCHHLIX IIp€IaparoB, OCYHICCTBIIACTCA B COOTBETCTBUU C  IIOPSAJAKOM,
YCTaHOBJICHHBIM B COOTBETCTBHUH €O cTaTheil 55 denepanpHoro 3akoHa "OO6 oOpalleHnn JIeKapCTBEHHbBIX
cpencts".

28. OpFaHI/ISaI_[I/IH obOecreueHus JICKaPCTBCHHbBIMU IIpCIlapaTaMn 6OJ'IBHBIX, IMPOXKXUBAIOIIUX B
CTallMOHAPHBIX OpraHru3aluAX COHAJIBHOIO O6CJIy)KI/IBaHI/I$I I OT6I>IBaIOHII/IX HaKa3aHHEC, CBA3aHHOC C
JJMIICHUECM CBO6OI[I>I, OCYHICCTBJIACTCA COOTBGTCTBYI-OH_[eﬁ OpraHI/IBaHI/Ieﬁ.

29. B cinyuae Bbie3na O0nBHOTO 3a Tpenensl Tepputopun cyobekta Poccuiickoit deneparuu, B
KOTOPOM OH IPOKMBAaeT, Ha TEPPUTOPUIO JApyroro cyownekta Poccuiickoil @enepanuu Ha Cpok, He
MPEBBIIAIOIMNNA 6 MecsAleB, TakoMy OOJFHOMY HCIIOJIHUTEIBFHBIM OpraHoM cyOwbekTa Poccuiickoit
®enepanyu B chepe oXpaHbl 37J0OPOBbS OPraHU3YeTCs] Ha3HAYEHUE JICKAPCTBEHHBIX MPENapaToB Ha CPOK
IpHeMa, paBHBIN CPOKY €ro Bbl€3[a 3a Mpeaessl Tepputopun cyobekra Poccuiickoit denepanuu, mmubdo ¢
YUETOM CPOKOB TOJHOCTH HMMEIOIIUXCS OCTaTKOB JIEKAPCTBEHHBIX IpenaparoB oOecleueHHe TaKOro
00JIbHOTO JIEKAPCTBEHHBIMU IIPErapaTaMu Ha COOTBETCTBYIOIINMA CPOK.

CBeneHusl 0 KOJMYECTBE JIEKAPCTBEHHBIX MPENapaToB, HA3HAYCHHBIX OOJIBHOMY WM OTIYIIEHHBIX
60J'IBHOMy, €ro 3aKOHHOMY HOPCACTABUTCIIIO WK JTULY, YIIOJTHOMOYCHHOMY OOJIBHBIM WJIM €r0 3aKOHHBIM
MPEACTAaBUTENEM Ha TMOJYYEHHE JIEKAPCTBEHHBIX IPENaparoB, BHOCATCA B PErHOHAIBHBIA CETMEHT
denepanbHOrO pErucTpa.

30. B ciydae Bble3na GonbHOro 3a mpenensl Tepputopun cyobekra Poccuiickoit ®enepanuu, B
KOTOPOM OH TIpPOXXKMBAeT, Ha TEpPpPUTOpPHUIO0 Jpyroro cyobekra Poccuiickoii denepanum Ha CpoK,
MIPEBBIIAIOIINN 6 MECALEB, UM B CIy4ae U3MEHEHUS MECTa KHUTEIbCTBA TAKOMY OOJIbHOMY Ha3HAYaIOTCs
JIEKapCTBEHHbIE IIpenaparbl Ha CpOK IpHeMa He Oosiee OJHOro Mecsmna JHUO00 OpraHu3yercs
UCTIOJIHUTENIHBIM OpraHoM cyObekTa Poccuiickoit @enepanuu B cepe oxpaHbl 310pOBbsi 00ecriedeHne
TaKoro OOJILHOTO JIEKapCTBEHHBIMHU IIpeNapaTaMy Ha CPOK IpHeMa He Oosiee OHOTo MecsIa.

CBezieHHs1 O TakOM OOJIBHOM IOJUIEKAT MCKIIIOUEHUIO U3 PETMOHANBHOTO cerMeHTa denepalibHOro
peructpa cyobekrta Poccuiickoit denepanuu, ¢ TEPPUTOPHUE KOTOPOTO BBIE3KAET OOJBLHOM, U mepeaye (B
TOM YHCJIE€ C MCHOJb30BAaHHEM HH(OPMALMOHHO-KOMMYHHUKALMOHHBIX TEXHOJIOTUN) HCIIOIHUTEIHHOMY
oprany cyonekra Poccuiickoit denepannu B cepe oxpaHbl 370pOBbsi, HA TEPPUTOPUIO KOTOPOTO BbEXall
OOJIbHOM, JUISI BKIIOYEHHS B PErHOHAJIbHBIA cerMeHT denepalbHOTO perucTpa 3TOro CcyoObekTa
Poccuiickoit @enepanun.

Jlatoli BKJIIOUEHHs CBEIEHHH O OOJBHOM B pErHoHaNbHBIA cerMeHT dexepalbHOrO perucrpa
cyorexktoM Poccuiickoit ®enepanun, Ha TEPPUTOPUIO KOTOPOTO BbeXand OOJbHOM, SBISETCS [IEHb,
CHEAYIOIMKA 3a JHEM MCKIIOYEHHUS CBEICHUM O HEM H3 pErMoHalbHOro cerMeHra denepanbHOro
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(I'Ipc;c;ag:al%eggez ngF)Sa)BVITeJ'IbCTBa P® oT 26.11.2018 N 1416 [loKyMeHT NpeaocTaBneH KoHcynbTaHTIioc

"O nopsiAKe opraH13auUmnm 0becrneyeHns NEKAPCTBEHHDL... fata coxpaneHua: 28.07.2025

peructpa cyorekrom Poccuiickoit deneparuu, ¢ TEPPUTOPHUH KOTOPOTO BhIeXajl O0IHHOM.

31. UcnonnurenbHelii opran cyowbekta Poccuiickoii @enepamun B cdepe OXpaHbl 310pOBbs, C
TEPPUTOPUU  KOTOPOrO Bblexal OOJbHOM, IpeAcTaBiseT (B TOM YHCIE C MCIOJIb30BAHUEM
MH(POPMALMOHHO-KOMMYHHUKAITMOHHBIX TEXHOJIOTUH) IO 3ampoCy HCHOJIHUTENBHOTO OpraHa cyObekTa
Poccuiickoit ®enepanyu B cdepe OXpaHbl 3J0pOBbs, Ha TEPPUTOPHUIO KOTOPOrO BbEXall OOJBHOH,
CBCACHHA O KOJIMYCCTBC JICKAPCTBCHHBLIX MNPCIAPATOB, HA3ZHAYCHHBIX WJIM OTIYHICHHBIX 60HbHOMy, €ro
3aKOHHOMY MPEICTaBUTEII0 WX JIMLLY, YIIOJIHOMOYEHHOMY OOJIBHBIM MJIM €TI0 3aKOHHBIM IIPEICTaBUTEIIEM
Ha IMOJIYYCHUC JICKAPCTBCHHLBIX MTPCIIaparoB, B COOTBCTCTBHUU C ITYHKTOM 26 HaCTOAIIMUX HpaBI/IJI.

Y TBEpKICHBI

nocranosjieHueM [IpaButenbcTBa
Poccuiickon ®@enepanuun

ot 26 Hos0ps1 2018 . N 1416

NMPABUIIA
BEOEHUNA ®EQEPANIBHOIO PETUCTPA UL, BOJIbHbIX TEMO®UITUEN,
MykKoBuncumaosom, rmnoeon3APHbIM HAHU3MOM, BOJIE3HbIO INOLUE,
3NOKAYECTBEHHbLIMU HOBOOBPA30OBAHUAMMU IUM®OUOHON, KPOBETBOPHOW
U POOCTBEHHbIX UM TKAHEWN, PACCEAHHbBIM CKITEPO30M,
FrEMOJIMTUKO-YPEMUYECKAM CUHAPOMOM, IOHOLUECKUM APTPUTOM
C CUCTEMHbIM HAYAJIOM, MYKOMNMOJIMCAXAPUOO3O0OM |, Il U VI
TUNOB, ANNIACTUYECKON AHEMUEW HEYTOYHEHHOW,
HACNEACTBEHHbIM AE®ULINTOM ®AKTOPOB Il (PUBPUHOIEHA),
VII (MTABUJIBbHOTIO), X (CTIOAPTA - NMPAY3PA), NAL| MOCNE
TPAHCMJTAHTALIMX OPTAHOB U (UNN) TKAHEN

Crnucok U3MEHSIONINX JOKYMEHTOB
(8 pen. Ilocranosnenwnii [IpaButensctBa PO ot 27.03.2020 N 344,
ot 26.06.2021 N 1025, ot 15.02.2023 N 229, ot 10.06.2025 N 877)

1. Hacrosimue [IpaBuia ycTaHaBIuBaIOT MOPsIOK BeaeHUsT DeepanbHOro perucrpa Jimil, O0JIbHbBIX
reMopuiIueii, MyKOBHUCIHIO30M, TUIMO(HU3apHBIM HaHU3MOM, Oone3Hbpio lore, 3710KauecTBEHHBIMU
HOBOOOpa3oBaHUSAMU JTUMGPOUIHOM, KPOBETBOPHON M POICTBEHHBIX UM TKaHEH, pacCESHHBIM CKIIEPO30M,
TFEMOJINTUKO-YPEMUYECKUM  CHHIPOMOM,  IOHOLIECKMM  apTPUTOM C  CHCTEMHBIM  Ha4alloM,
Mykononucaxapugozom I, II m VI Tunos, amnactudyeckol aHeMHEW HEYTOYHEHHOW, HACJIEICTBEHHBIM
nedpurutom daxrtopoB Il (dubpunorena), VII (mabunsnoro), X (Ctroapra - Ilpayspa), nmuiy mocie
TpaHCIJIAHTAIlUU OPTaHOB U (WJIM) TKaHEH (Janee COOTBETCTBEHHO - OosibHbIe, DeiepanbHbIi pErucTp).
(B pen. [Tocranosnenus [IpasutenscTBa PO ot 27.03.2020 N 344)

2. Benenne denepanbHOro perucTpa OCymECTBISIETCS B CISAYIONIUX IENSIX:
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MoctaHosneHue MpasuTenscTea PO ot 26.11.2018 N 1416
(peg. ot 10.06.2025)
"O nopsake opraHu3aummn obecneyeHnst 1eKapCTBEHHDI...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHenus: 28.07.2025

a) obecrieueHue JIEKapCTBEHHBIMU IIpenapaTaMu Ui MEAUIIMHCKOTO IPUMEHEHNUS, BKIIIOUEHHBIMH B
yrBepxkaeHHbIN [IpaBurensctBoM Poccuiickori denepanuu IepedeHb JIEKaPCTBEHHBIX IIPENApaToB,
c(OpMHUPOBAaHHBI B YCTAHOBJICHHOM UM IMOpsAKE (Jlajiee - JIEKapCTBEHHbIE Ipenaparbl), OONbHBIX B
Bo3pacTe OT 18 ser m crapiie 3a cueT OIOMKETHBIX aCCUTHOBAHUH, MPETyCMOTPEHHBIX B (erepaabHOM
Oromxere MuHHCTEpCTBY 31paBooxpaHeHus Poccuiickoit denepannn Ha yka3zaHHbIE L1€IH, @ OOJBHBIX B
Bo3pacte a0 18 ner - 3a cyer OMKETHBIX ACCUTHOBAHMM, NPEAyCMOTPEHHBIX MUHUCTEPCTBY
3npaBooxpanHeHus Poccuiickoit  ®@enepanuu i DoHAAa  HOMJACPKKH — JI€TEH  C  TSDKEJIBIMU
KHU3HEYTPOKAIOLUIMMH ¥ XPOHMYECKUMH 3a00J€BaHUS, B TOM YHUCIEe peaKuMH (OpQaHHBIMN)
3aboneBanusimMu, "Kpyr goOpa". bromkeTHble acCUTHOBaHHMS NEPEUUCHISAIOTCS  MHUHHCTEPCTBOM
3apaBooxpanenusi Poccuiickoit ®enepanuu deneparbHOMy KazeHHOMY yupexaeHuro "denepanbHbiit
LEHTp IUIAaHMPOBAHUS M OpraHU3alMM JIEKApCTBEHHOro obecredyeHus rpaxnaad" MuHucTepcTBa
3apaBooxpaHeHus Poccuiickoii ®enepanun (manee - DenepanbHbli LEHTP) UIsl OpPraHU3allUM U
IIPOBE/ICHUS 3aKYIOK JIEKAPCTBEHHBIX IIPENapaToB;

(nm. "a" B pen. Ilocranosnenus [IpasurensctBa PO ot 15.02.2023 N 229)

0) MOHHUTOPUHI JBWKEHMS M YyueTa OOJbHBIX Ha OCHOBAHUU CBEACHUH, MPEICTaBIsEMbIX
WCTIOJIHUTENIBHBIMU OpraHamu cy0bexToB Poccuiickoit denepannu B cepe 0XpaHbl 310POBbS;
(B pen. ITocranosnenus IpaButenscTa PO ot 10.06.2025 N 877)

B) 2(ppexkTnBHOE MIIaHUPOBAaHUE U PACXOI0BaHNE (PMHAHCOBBIX CPEJICTB, HAIIPABISEMBIX Ha 3aKYIKY
HEOOXOIMMBIX JICKApCTBEHHBIX MpPEnapaToB AJs o0ecrnedeHuss MU OOJIbHBIX IO MECTY JKUTENIbCTBA MIIU
MecTy NpeObIBaHuS (B CIy4yae eclid CpOoK MpeObIBaHUs MPEBbIIIAET 6 MECALEB).

3. denepanpHbI peructp sBisercs QenepaibHONM HMHOOPMALMOHHON CHUCTEMOM, cocTosmien u3
PErHOHANBHBIX CETMEHTOB, KOTOPBIE Pa3JeNsIOTCs Ha MOJCETMEHT, CO/Iep Kallluii CBeleHUsI 0 OOJIbHBIX B
BO3pacTe 210 18 JeT, ¥ moJcerMenT, cofepKallnii cBeieHus 0 0OJIBHBIX B Bo3pacTe oT 18 jeT u crapiue, u
COJIEpIKAILlEH CBEJICHNUS, ITPEAYCMOTPEHHBIE ITYHKTOM 9 Hacrosmux [Ipasun.

(8B pen. [Tocranonenus IlpaButensctBa PO ot 15.02.2023 N 229)

MununcrepcTBo 3apaBooxpaneHus Poccuiickont denepanuu sBISIETCS ONEPAaTOPOM ITOM CHCTEMBI U
obecnieunBaeT ee becriepedoiiHoe (HyHKIIMOHUPOBAHUE.

MunuctepcTBo 31paBooxpanenus Poccuiickoit denepanuu odecneunBaer OenepanbHOMY HEHTPY U
®oHy NOAJEPKKU AETeH C THKEIbIMU KU3HEYTPOXKAIOUIMMUA U XPOHUYECKUMH 3a00JIeBaHUAMHU, B TOM
yucne peakumu (opdanueiMu) 3adoneBanusmu, "Kpyr qo6pa" noctyn k uHdopmaiuu, conepxauieiics B
denepaabHOM PETUCTPE.

(a63ar; BBenen Ilocranomnenuem IlpaBurensctBa PD ot 26.06.2021 N 1025; B pen. [locranoBnenus
[IpaButenscTBa PO ot 15.02.2023 N 229)

4. UcnonuutenbHble opranbl cyObekToB Poccuiickoit ®denepauuu B cdepe oXpaHbl 340POBbs
o0ecreynBalOT BHECEHHE CBEICHUN O OOJNBHBIX B PErHOHAIBHBIM cerMeHT denepalbHOrO perucrpa B
CPOK, HE MPEBBIIAIONINN 5 pabounx THEH co JHs oOpamieHus O0IHHOTO C YCTAaHOBJICHHBIM JHATHO30M B
MEIUIIUHCKYIO OpPraHU3alMio M0 MECTY €ro >XKUTEIbCTBAa MM MECTy IpeObIBaHMs (B ClIydae eCciM CPOK
npeObIBaHMs MPEBbIIIAET 6 MECAIEB).

(8B pen. ITocranonenus IlpaButenscrea PO ot 10.06.2025 N 877)

Bxatouenne B peruoHanbHBIM  cerMeHT DemepanbHOro perucTpa CBEACHHH O OOJIBHBIX
OCYILECTBIIACTCS MEAMLMHCKON OpraHu3alueil Mo MecTy MX JKUTENbCTBA WJIM MECTy NpeObIBaHMA (B
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MoctaHosneHue MpasuTenscTea PO ot 26.11.2018 N 1416
(peg. ot 10.06.2025)
"O nopsake opraHu3aummn obecneyeHnst 1eKapCTBEHHDI...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHenus: 28.07.2025

clly4ae €clid CpoK IpeObIBaHMs MPEBbIIaeT 6 MeCsIleB) HA OCHOBAaHUU MEAMIIMHCKUX JTOKYMEHTOB (HMX
KONWH) WIIM BBINMCKM M3 HUX, OTPAXKAIOUIMX CBEICHUS 00 YCTaHOBJIEHHOM JHarHo3e M BBIOOpE
MEPOMPUATHIA MO JICUCHUIO NalreHTa. BkitoyeHne cBefeHUid 0 OOJBHBIX C T€MOJUTHUKO-YPEMUYECKIM
CHUHJIPOMOM, IOHOILLIECKUM apTPUTOM C CHCTEMHBIM HayajaoMm M MykomnonucaxapuaoszoMm I, I u VI tumnos
OCYILLIECTBIIIETCSI HA OCHOBAaHWM MEIUUMHCKHX JOKYMEHTOB WJIM HX KONHMM W BBIIUCKH W3 HHUX,
OTPaKAIOIIKX CBEJCHHUS 00 YCTAaHOBJICHHOM JHArHO3€ M BBIOOpPE MEPOIPHUATUH MO JICUCHHIO OOJIBHOTO,
MOJTy4YEHHBIX OT (efepanbHON MEAULIMHCKON OpraHu3aIuy.

(B pen. I[locranosnenus Ilpasurenscrea P® ot 10.06.2025 N 877)

5. PerynupoBaHue OTHOIIEHMH, CBSI3aHHBIX C BeicHHEM DeepalbHOTO PETUCTPA, OCYILECTBIAETCS
B COOTBETCTBHH C 3aKOHOmarenbcTBOM Poccuiickoit Dexepannu 06 mHPOpMAIuM, WHPOPMAITUOHHBIX
TEXHOJIOTHSX U O 3alluTe HHPOPMALIUH.

6. MunucrepctBo 3apaBooxpaHeHus Poccuiickoit ®enepaunu, dDenepanbHblii 1HEHTp, DPOHJ
HOJJICPKKU JIeTeH C TSHKEIBIMH KM3HEYTPOXKAIOLUIMMUA M XPOHUYECKMMHU 3a00JIeBaHUSIMU, B TOM YHCIIE
penkumu  (opdanHbiMu) 3aloneBanusMu, "Kpyr no6pa" M HCHONHUTENbHBIE OpraHbl CyOBEKTOB
Poccuiickoit @enepanuu B chepe oxpaHbl 370pOBbsi 00€CIeUMBAIOT KOH(UACHIUAIBHOCTb CBEJCHUH,
cogepxaiuxcsa B @enepaqbHOM pErucTpe, a TAkKe XpaHEHUE U 3aLUTY TaKUX CBEIEHUN B COOTBETCTBUU
¢ ®enepanbHbIM 3aKk0OHOM "O MEPCOHANBHBIX JIAaHHBIX".

(B pexn. ITocranosnenuii IlpaBurensctBa PO ot 26.06.2021 N 1025, ot 15.02.2023 N 229, ot 10.06.2025
N 877)

7. Pa3memenune uHdopmauuu B DeneparbHOM PETUCTPE OCYIIECTBIAETCS C IPUMEHEHHEM
YCUJIEHHOM KBaIM(PULIUPOBAHHOMN 3MEKTPOHHOI MOANUCH B COOTBETCTBHM ¢ DenepanbHbIM 3akoHOM "OO0
AJIEKTPOHHOM HoAmHcH".

8. CDCI[epaJ'ILHHﬁ perucTp BEACTCA B JJICKTPOHHOM BUJAC C NMPHUMCHCHUCM aBTOMaTI/I3I/IpOBaHHOI>’I
CUCTCMbI IIYTEM BHCCCHUA pGFHCTPOBOfI 3almUucu C MPUCBOCHUCM YHUKAJIBHOI'0O HOMCpaA pGFHCTpOBOfI
3allUCHU U YKAa3aHUCM JaThbl €€ BHCCCHUS.

[Ipu BHECEHNMH M3MEHEHUM B CBEICHMS O OOJBHOM JIOJKHBI OBITH COXPAHEHBI YHUKAIBHBIA HOMED
PETUCTPOBOM 3alIMCH U UCTOPUS BHECEHUSI U3MEHEHU .

9. ®enepanbHbIl PETUCTP COACPIKUT CIECAYIOIINE CBEICHHUS:

a) CTpaxoBOil HOMEp HMHIMBUAYAJILHOTO JIMIIEBOIO cueTa OOJBHOTO B CHUCTEME 0053aTeNIbHOTO
MIEHCUOHHOTO CTpaxoBaHusl (IIPHU HAJIMYUN);

0) hbaMumms, UMsi, OTYECTBO OOIBHOTO, a TaKXke (haMUIIHS, TaHHAS TPU POXKICHUY;
B) J1aTa pOXKJIEHUS OOJILHOTO;
T) 1oJ1 6OIBHOTO;

1) aJipec MecTa XKHUTeJIbCTBA WM MecTa NMpeObIBaHU (B ClIydae e€CiH CPOK MPEObIBAaHUS MTPEBBILIAET
6 wMmecsaueB) OonpHOro (¢ ykazanumem koma mo OOmepoccuiickoMy Kkiaccudukatopy 0OBEKTOB
aJIMUHUCTPATUBHO-TEPPUTOPUAIIBHOTO JETICHHUS);
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MoctaHosneHue MpasuTenscTea PO ot 26.11.2018 N 1416
(peg. ot 10.06.2025)
"O nopsake opraHu3aummn obecneyeHnst 1eKapCTBEHHDI...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHenus: 28.07.2025

€) cepusi 1 HOMEp Macnopra (CBUIETENbCTBA O POKICHUH ) WM YIOCTOBEPEHUSI TUYHOCTH OOJIBHOTO,
a Tak>Ke Jara BbIJaud yKa3aHHBIX JOKYMEHTOB;

)K) cepus U HOMEp ToJrca 00s13aTeIbHOTO0 MEAUIIMHCKOTO CTpaxoBaHUsl OOJIHHOTO U HAMMEHOBAaHUE
BBIJIABIIIEN €r0 CTPAXOBOM MEAMUMHCKOW OpraHU3aluu;

3) uHOpMAaIUsA 00 MHBAIMIHOCTH (B ClIydae YCTAHOBJICHHS TPYIIITBI HHBAIHIHOCTH HIJIM KaTErOPUN
"pebeHok-uHBaIuAa");

M) AuarHo3 3abosieBaHUS (COCTOSIHMS), BKJIOYAsh €ro KoA MO MeXIyHapOoaHOW CTaTHCTHYECKOU
Kjaccupukanuy Oose3He u mpobieM, CBA3aHHBIX CO 3/10POBbEM, a TAKXKE JaTa OCMOTpa OOJBHOIO U
JaHHBIE O TUHAMUKE COCTOSHHUS;

K) wHQOpMANHS O MEAWIMHCKOW OpraHW3anvy (HANMEHOBAaHHE, OCHOBHOH TOCYIapCTBEHHBIN
pEerucTpaloHHblii HOMep, koJ 1o OO0ImiepoccuiickoMy Kiaccu(uKaTopy MPEeAnpusSTHI U OpraHu3anuii),
BBIJIABIICH HAINpaBJICHUE HAa BKIIIOUEHUE CBEJICHUN 0 O0NbHBIX B DeepaibHblil perucTp (HampaBieHue Ha
BHECEHHE M3MEHEHUN B CBeNEHUS, copepxkamuecs B DenepanbHOM peructpe (Jajnee - HampaBleHUE), a
TaKKe W3BEHICHWE OO0 WCKIIOYEHUU CBeACHUN o OonpHbIX u3 DenepalbHOro perucrpa (nanee -
M3BEIICHUE);

J) Jata BKIIIOYEHUS CBEICHUI O OOJBHOM W J1aTa BHECEHHUsS W3MEHEHHWH B CBEACHHUS O OOJBHOM B
®denepanbHbIil pETUCTD;

M) MH(OpMaLKs 0 Ha3HAYEHUH JIEKAPCTBEHHBIX MIPENaparos;

H) wuHpopMamusi 00 OTHyCKe JIeKapCTBEHHBIX IMpemaparoB (Jara Hayana oOecredeHus
JICKapPCTBEHHBIMHU TpernapaTaMu i (paKTHIEeCKHUI OTITYCK JICKapCTBEHHBIX TIPEIaparoR);

0) JlaTa TPUHATHA pelIeHus 00 OKOHYaHMM OOecleueHHs] JIEKAPCTBEHHBIMU IpernaparaMu ¢
yKa3aHWeM NpHUYuHBI (Bble3] 3a mpenenbl Poccuiickoit @enepanyii Ha MOCTOSHHOE MECTO KUTEIbCTBA
WIM MeCTO NpeObIBaHus (B Clyyae €ClIM CpPOK MpeObIBaHUS MpEBbIIIAeT 6 MECSLEB), CMEPTh OOJBHOTO,
OTCYTCTBHE MOKa3aHU K AajibHEHIIEMY MpUeMy JIEKapCTBEHHOI'O Mpenapara) U o repejiadye CBeIeHUN B
apxuB DenepasbHOIO PErucTpa;

n) uHpopMmalus O BKIIOUEHUH OonbHOro B denepanbHbI PETUCTP JUI, MUMEIOIIMX MpaBO Ha
MOJIy4YEHUE TOCYIapCTBEHHOM COLMAIbHOM TMOMOIIM, M HWHBIE PErUCTPbl, MPEAYCMOTPEHHBIE
3aKOHO/MATeILCTBOM Poccuiickoit deaepannu, B 1esx o0ecTeueHus JICKapCTBEHHBIMH ITpernapaTaMu 3a
cuet Oro/KeToB Oro/keTHOU crcteMbl Poccuiickoit @enepanuy;

P) YHUKaJIbHBIA HOMEP PETUCTPOBOM 3aIUCH;

C) BBIMHMCKA U3 MEIUIMHCKOM JOKYMEHTAIlMH OOJBHOTO, COAEpIKallas CBEACHUS O Ha3HaYeHUU
JIEKapCTBEHHBIX TPENapaToB;
(8B pen. ITocranonenus IlpaButensctBa PO ot 10.06.2025 N 877)

T) UCTOYHUK (PHHAHCUPOBAHUS MPUOOPETECHUS JIEKAPCTBEHHBIX MPEIIapaToB.
(nm. "t" BBeneH [locranosnennem IlpaBurtensctBa PO ot 15.02.2023 N 229)

10. B cnydae ycTaHOBJIECHHS auarHo3a 3a0osieBaHUsl (COCTOSHHWSA), YKa3aHHOTO B ITyHKTE |
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MoctaHosneHue MpasuTenscTea PO ot 26.11.2018 N 1416
(peg. ot 10.06.2025)
"O nopsake opraHu3aummn obecneyeHnst 1eKapCTBEHHDI...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHenus: 28.07.2025

nyn

Hactoamux IlpaBui, Wi HM3MEHEHUs CBEICHMM, yKa3aHHbBIX B moiamyHkrax "a" - "x" mynkra 9
Hactosmux [IpaBui, METUIIMHCKUE OpPraHHU3AIMH, B KOTOPBIX OOJBHBIE HAXOASATCS TOJ MEIUIUHCKUM
HaONIOICHHEM, B CpOK, HE MpeBblmarommii 3 pabouux AHEH co JHA oOpaimieHuss OOJBHOTO C
YCTAaHOBJIEHHBIM JIMarHO30M B MEIULMHCKYI0 OpIraHMU3alMI0 [0 MECTY JKHUTEJIbCTBA WJIH MECTY
npeObIBaHus (B CiIy4yae eclid CpOK IMpeObIBaHMsS MPEBBIIACT 6 MECSIEB), MPEACTABISIOT B JIEKTPOHHOM
BUJe WM Ha OyMa)KHOM HOCHTENIC HANpPaBICHUS M W3BEIICHUS B WCIOJHUTENBHBIA OpraH cyObeKkTa
Poccuiickoit @enepanuu B chepe oxpaHbl 340pOBbi MO (opMe U B MOPSIKE, KOTOPHIE yTBEPHKIACHBI
MunucrepcTBoM 3apaBooxpanenus Poccuniickonn @enepanuu.

(B pen. [Tocranosnenus I1paButenscTBa PO ot 10.06.2025 N 877)

11. Jlns 3amosnHeHus peruoHaidbHOro cermMeHra @enepaJbHOTO pPETUCTpa OpraHu3allly,
OCYHIECTBIIAIOIINE OTITYCK JIEKAPCTBEHHBIX MPENapaToB, HA3HAYCHHBIX JIEYAIllUM BPauoOM B COOTBETCTBUU
C MPEIYyCMOTPEHHBIM MOAMYHKTOM "a" myHkTa 2 HacToamux [IpaBuil mepeyneM, 10 5-ro 4uciia Kaxiaoro
Mecslla MPeACTaBIsAIOT B UCIIOIHUTENbHbBIE OpraHbl cyobekToB Poccuiickoit @enepanyu B cepe OXpaHsbl
30POBbS B DJIIEKTPOHHOM BHJIE WIM Ha OyMaKHOM HOCHUTENIE CBEIEHUS 00 OTIMYIICHHBIX 3a
MIPEIIECTBYIOLINI MecCsII] IEKAPCTBEHHBIX MTpernaparax.

(B pen. I[locranosnenus IlpasurenscrBa P® ot 10.06.2025 N 877)

non

12. B ciydae ecnu cBelleHuUs], IpeAyCMOTpeHHbIe noAnyHkTamu "a", "x" n "n" nynkra 9 HacTodmux
[IpaBun, He mpencTaBieHbl B UCHOJHUTEIbHBIE OopraHbl cyObekToB Poccuiickoit denepanuu B chepe
OXpaHbl 3JI0pOBBS, YKa3aHHbIC OpPraHbl BJIACTH CAMOCTOSITENIBHO 3alpallliBalOT 3TH CBEACHUS B
rOCyAapCTBEHHBIX BHEOIOPKETHBIX (POHAX.

(8B pen. ITocranoBnenus IlpaButensctBa PO ot 10.06.2025 N 877)

CBenenuss o OOJbHOM (HampaBieHMs, HW3BELIEHMsI), IPEACTaBIsEMble B DJIEKTPOHHOM BUJE,
MOJIJIXKAT 3aBEPEHUIO IEKTPOHHON MOAMUCHIO JOJPKHOCTHOTO JIMIIA UCTIONHUTEIBHOIO OpraHa cyobeKkTa
Poccuiickoit @enepanuu B chepe oXpaHbl 310POBbSI.

(8B pen. ITocranonenus IlpaButensctBa PO ot 10.06.2025 N 877)

13. B ciydae Beie3ga OonbpHOTO 3a Tipenensl Tepputopun Poccutickoit denepanuu Ha MOCTOSTHHOE
MECTO >KUTEJIbCTBA WJIM MECTO MpeObIBaHMs (B CIydae eclid CpoK MpeObIBaHMs MPEBHIIaeT 6 MecsIeB), a
TaKXe B ClIydae CMEpTH OOJILHOTO CBEACHUS O HEM TOJJIekKAT apXUBUPOBAHUIO.

YTBepKacHBI

noctanosineHueM [IpaBurtenbcTBa
Poccuiickont ®enepanumn

oT 26 Hos10pst 2018 . N 1416

NEPEYEHb o
YTPATUBLLNX CUMY AKTOB NMPABUTENLCTBA POCCUNCKOM ®EAEPALIMM

1. Ilocranosnenue IlpaButensctBa Poccuiickoit denepanun ot 26 mexabps 2011 . N 1155 "O
3aKyIKax JEKapCTBEHHBIX MpEnaparoB, MpeJHa3HaYeHHBIX JJIs 00eCIeUeHus JINL, OOJBHBIX reMOo(pUIHeH,
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MoctaHosneHue MpasuTenscTea PO ot 26.11.2018 N 1416
(peg. ot 10.06.2025)
"O nopsake opraHu3aummn obecneyeHnst 1eKapCTBEHHDI...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHenus: 28.07.2025

MYKOBHCLIUIO30M, runodu3apHeIM HaHU3MOM, 00JIe3HBI0 lome, 37I0Ka4€CTBEHHBIMU
HOBOOOpa30BaHUSMU TUMQPOUIHOMN, KPOBETBOPHOW M POJICTBEHHBIX UM TKaHEH, PACCESHHBIM CKIIEPO30M,
JUIl TIOCJ€ TpaHCIUIaHTauuu opraHoB u (uwiam) TkaHel" (CoOpaHue 3akoHOIATENbCTBA Poccuiickoid
Oenepanun, 2012, N 1, cT. 186).

2. IlocranoBnenue IlpaButensctBa Poccuiickoit deneparuu ot 26 ampens 2012 . N 404 "O6
yrBepxaeHun [IpaBun BeneHus OenepanibHOrO PErucTpa JIKIl, OOJBHBIX TeMO(UITUEH, MyKOBUCITHI030M,
runou3apHbIM HaHU3MOM, OoJie3HbIO lollle, 3710KaYeCTBEHHBIMH HOBOOOPA30BAHUSIMH JTUMGOUTHOM,
KPOBETBOPHOW M POJCTBCHHBIX MM TKAHEW, PACCESIHHBIM CKJIEPO30M, JUI[ TOCIE TPaHCILIAHTAINH
opranoB u (unu) Tkanei" (Cobpanue 3akoHomarenbcTBa Poceuiickoit deneparuu, 2012, N 19, ct. 2429).

3. Ilyuxter 176 u 190 u3meHeHui, KoTopsle BHOCATCS B akThl l[IpaBurenscrBa Poccuiickoit
@enepanuy 1Mo BOIpocaMm JesTeIbHOCTH MMHUCTEpCTBa 3apaBooxpaHeHus Poccuiickoit denepauuu,
yTBEpKACHHbIX NocTaHoBlIeHueM [IpaBurensctBa Poccuiickoit ®enepanun ot 4 centsiops 2012 r. N 882
"O BHeceHUM U3MEHEHUH B HekoTopble akThl IIpaBuTensctBa Poccuiickoit denepanuu mo Bompocam
nesTenbHOCTH MuHKcTepcTBa 31paBooxpaneHus Poccuiickoit denepanun" (Cobpanne 3aKoHOAATENbCTBA
Poccutickoit @enepanuu, 2012, N 37, ct. 5002).

4. Tlocranosnenne IlpaButensctBa Poccuiickoit ®enepamun ot 24 ampens 2015 . N 389 "O
BHECEHUHU M3MEHEHMI B ocTaHoBieHue [IpaBurenscrBa Poccutickoit ®denepanuu ot 26 aexadps 2011 .
N 1155" (Cobpanue 3akoHonarenbctBa Poccuiickont @epepanun, 2015, N 18, ct. 2709).

5. Tlocranosnenue IlpaButenscrBa Poccuiickot ®enepaunn or 9 anpens 2016 . N 288 "O
BHeceHUH wu3MeHeHui B IlpaBwia BeneHuss PenepanbHOro perucrpa Juil, OONBHBIX remoduiuei,
MYKOBHCLHJI030M, TUNoQpHU3apHbIM HaHU3MOM, 00J1e3HBIO Tome, 3JI0KaYECTBEHHBIMU
HOBOOOpa30BaHUSAMU JTUMPOUIHOMN, KPOBETBOPHON M POICTBEHHBIX UM TKaHEH, pacCEeIHHBIM CKIEPO30M,
JMII TIOocNie TpaHCIUIaHTalMu opraHoB M (uim) TkaHed" (CoOpaHue 3akoHomarenscTBa Poccuiickoit
®enepanun, 2016, N 16, ct. 2225).

6. Ilocranosnenue IlpaButensctBa Poccuiickoit @enepauyu or 11 asrycra 2016 . N 784 "O
BHECEHUHU M3MEHEeHM B mocTaHoBieHue [IpaBurensctBa Poccutickoit ®enepannn ot 26 aexadbps 2011 r.
N 1155" (Cobpanue 3akononarenbctBa Poccuiickoit @eneparun, 2016, N 34, ct. 5242).

7. Ilocranosnenune IlpaButenscrBa Poccuiickoit @eaepamuum ot 17 ampens 2017 . N 457 "O
BHeceHUH u3MeHeHuidl B [lonokeHne o 3aKymkax JEKapCTBEHHBIX MPermaparoB, MpeqHa3HAUYEHHBIX s
obOecrieueHuss JHI, OOJBHBIX TeMO(WIHEH, MYKOBHUCIIUI030M, TUMO(DHU3APHBIM HAHU3MOM, OOJIE3HBIO
lome, 3mOKaueCTBEHHBIMH HOBOOOpPA30BaHUSMHU JHUM(OUIHONW, KPOBETBOPHOH M POJACTBEHHBIX WM
TKaHEH, pacCessHHBIM CKJIEPO30M, JIMI[ TOCJIE€ TpaHCIUTAaHTAIuu opraHoB W (win) TkaHeil" (CoOpanme
3akoHoparenbcTBa Poccuiickoit @enepanuu, 2017, N 17, ct. 2577).
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