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

"O nopsiake opraHusaumm obecneveHust nekapCTBeHHbIMM nNpenapaTtamMm nuu, 60bHbIX
reModnnnen, MykoBUCLMA030M, rmMnodu3apHbIM HaHN3MOM, 6one3Hbo lMoLle,
3/10KQ4Y€CTBEHHbIMM HOBOO6pa3oBaHMSIMU NMMQONAHOMN, KPOBETBOPHON U POACTBEHHbLIX UM
TKAHEN, paccesiHHbIM CKIEPO30M, MeMOJIMTUKO-YPEMUYECKUM CUHAPOMOM, HOHOLIECKUM
apTPUTOM C CUCTEMHbBIM Ha4yanoM, Mykononuncaxapmuaosom I, II n VI TunoBs, annactmyeckon
aHEMMEN HEYTOUYHEHHOM, HacneaCTBeHHbIM aeduuntom daktopos II (pmbpuHoreHa), VII
(nabunbHoro), X (CttoapTa - lNMpayapa), 1y nocne TpaHcnaaHTaumMm opraHos 1 (Unn)
TKaHEN, a TakKe O NPU3HaHUKN YTPATUBLLUMK CUIY HEKOTOPbIX akToB [paBUTENLCTBA
Poccumnckon ®egepaunn’

(BMecTe ¢ "lMpaBunamm opraHmsauum obecrneyeHnss NeKapCTBEHHbIMU NpenapaTtamu nm,
60nbHbIX reModunnen, MyKoBMCUMAO30M, rMNOdU3apHbIM HaHU3MOM, 60ne3HbIO MoLle,
3/10KQ4Y€CTBEHHbIMM HOBOO6pa3oBaHMSIMN NMMQONAHON, KPOBETBOPHON U POACTBEHHbLIX UM
TKAHEN, paccesiHHbIM CKIEPO30M, FEMOJIMTUKO-YPEMUYECKUM CUHAPOMOM, HOHOLIECKUM
apTPUTOM C CUCTEMHbBIM Ha4yanoMm, Mykononucaxapmaosom 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", "MpaBunamu BeaeHust eaepanbHOro perncrpa nmu, 6onbHbIX reMmodunmen,
MYKOBMCLUMAO30M, rmnocmsapHbIM HAaHNM3MOM, 601e3Hbo lMowe, 3/10KkaYeCTBEHHbIMU
HOBOO6pa3oBaHMSMN NMMAPONLHOW, KPOBETBOPHON U POACTBEHHBIX UM TKAHEWN, PacCesiHHbIM
CK/1IEPO30M, FeMONIMTUKO-YPEMUYECKUM CUHAPOMOM, FOHOLLECKUM apTPUTOM C CUCTEMHbBIM
HayanoMm, Mykononucaxapuaosom I, IT u VI TMnoB, anniacTMYeckor aHEMUEN HEYTOUYHEHHOW,
HacneacTeeHHbIM gedununtom daktopos II (hmnbpuHorena), VII (nabunbHoro), X (CtioapTa -

Mpayaspa), MU Nocne TpaHCNIaHTauMm opraHoB 1 (Mnn) TkaHen")
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NMPABUTENbLCTBO POCCUUCKON ®EQEPALIUN

NOCTAHOBIJIEHUE
oT 26 Hos6psa 2018 r. N 1416

O NOPAAKE
OPIrAHU3ALUUN OBECINEYEHUA NEKAPCTBEHHbLIMU NMPEMAPATAMMU JUL,
BEONbHbIX FTEMO®UNUEN, MYKOBUCLMOO30M, TMNO®U3APHLIM HAHU3MOM,
BOJIE3HbIO NOWE, 3IOKAYECTBEHHbIMU HOBOOBPA3OBAHUAMU
NMUMOOUOHON, KPOBETBOPHON U POACTBEHHBLIX UM TKAHEW,
PACCEAHHbIM CKIIEPO30M, FTEMOJIUTUKO-YPEMUYECKUM CUHOPOMOM,
IOHOLUECKUM APTPUTOM C CUCTEMHbLIM HAYAJIOM, MYKOMNMOJINCAXAPUOO30OM
I, 11 U VI TUNOB, AMNMACTUYECKOW AHEMWEW HEYTOYHEHHOM,
HACNEAOCTBEHHbIM AE®ULMTOM ®AKTOPOB Il (PUBPUHOIEHA),
VII (MTABUJIBHOTIO), X (CTIOAPTA - NMPAYJ3PA), JINL NOCIE
TPAHCMJIAHTALUMU OPIrAHOB U (UNN) TKAHEWU, A TAKXE
O NPU3HAHUUN YTPATUBLUMMU CUITY HEKOTOPbLIX AKTOB
NMPABUTENbCTBA POCCUACKOWU ®EOEPALNA

CHUCOK U3MEHSIONIUX TOKYMEHTOB
(B pen. [NocranoBnenwii [IpaButensecrBa PO ot 27.03.2020 N 344,
o1 26.06.2021 N 1025, ot 15.02.2023 N 229, ot 10.06.2025 N 877)

B cootBercTBuu ¢ myHKTOM 21 yactu 2 cratbu 14 u yactamu 7 - 9 crateu 44 denepanbHOro 3akoHa
"O6 ocHOBax oOXpaHbl 3/10poBbs TpakaaH B Poccuiickoii ®enepauun" IlpaBurensctBo Poccuiickoii
denepanuy MOCTaHOBIISET:

1. YTBepaAUTh npuiiaraeMsie:

[TpaBuiia opranu3anuu oOecrieueHus JeKapCTBEHHBIMH MpenaparaMu JIHL, OOJbHBIX reMopuiInei,
MYKOBHCIIMI030M, rUNno¢pu3apHbIM HaHU3MOM, 00JIe3HBIO I'omre, 3JI0Ka4E€CTBEHHBIMU
HOBOOOpa30BaHUSAMHU JTUM(POUIHOMN, KPOBETBOPHON U POJICTBEHHBIX UM TKaHEH, pacCesTHHbIM CKJIEPO30M,
TFEMOJIMTHKO-YPEMUYECKUM  CHHIPOMOM,  IOHOIIECKMM  apTPUTOM C  CHCTEMHBIM  HA4ajioM,
mykonosimcaxapuno3om I, II u VI tunos, amnactuyeckoil aHeMHEld HEYTOYHEHHOM, HACIIEICTBEHHBIM
nepururom QaxtopoB Il (pubpunorena), VII (mabunbnoro), X (Crroapra - Ilpayspa), num mocie
TpaHCIUIAHTAI[MN OPTraHOB U (WJIM) TKaHEH;

(B pen. [locranoBnenus IlpasurenscrBa PO ot 27.03.2020 N 344)

[IpaBuna Benenuss denepaibHOro perucrpa Jul, OONBHBIX TreMopuiIneld, MYKOBHCIIHIO30M,
runodu3apHbIM HAaHU3MOM, OoJie3HbIO [ ole, 3710Ka4ecTBEHHBIMH HOBOOOPA30BaHUSAMH JHUM(OUTHOH,
KPOBETBOPHOW M POJCTBEHHBIX WM TKaHEW, paCCESHHBIM CKJIEPO30M, TE€MOJUTHKO-YPEMUYESCKUM
CHHJIPOMOM, IOHOIIECKUM apTPUTOM C CUCTEMHBIM HayaioM, Mykomosucaxapuao3oM I, II u VI tumnos,
aruIacTU4YeCcKol aHeMuell HeyTOUHEHHOM, HacieAcTBeHHbIM JeduiuToM (aktopos Il (bubpunorena), VII
(nmabunsHoOTO), X (CTrOApTa - [Ipayspa), mir mocsie TpaHCIIaHTAIlMKA OPTaHOB M (MJIN) TKaHEH;

(B pen. [Tocranornenus [IpaButensctBa PO ot 27.03.2020 N 344)
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MNoctaHosneHue Mpasutenscrea PO ot 26.11.2018 N 1416
(pen. ot 10.06.2025)
"O nopsake opraHu3aumm obecrnedyeHns 1ekapCTBEHHBI...

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 26.01.2026

nepeyeHb yTpaTuBIIMX cuily akToB [IpaBuTensctBa Poccuiickoi denepanum.

2. MunucrepctBy  3apaBooxpaHeHuss — Poccuiickoii  denepauuu B yCTaHOBJICHHOM
3aKOHOJaTeNbcTBOM  Poccuiickoit @enepanuu  NOPSAKE OCYIIECTBUTH 3akynky Ha 2019 rox
JIEKapCTBCHHBIX MPENapaToB IS MaTOr€HETUISCKOTO JICYCHHUSI JIUII, OOJTBHBIX TeMOJMTUKO-YPEMUIECKUM
CHUHJIPOMOM, FOHOIIECKMM apTPUTOM C CUCTEMHBIM HayajaoMm, Mykomnosmcaxapuao3om I, Il u VI Tunos,
BKIJIFOUEHHBIX B TIEPEUYCHD )KU3HECHHO HEOOXOAUMBIX U BOKHEHININX JIEKAPCTBECHHBIX MPEIapaTOB.

2(1). UcrounukoMm (hrHAHCUPOBAaHUS OpraHU3alUMU OOECIeUeHUsl JIEKAPCTBEHHBIMH MperaparaMu
nereil B Bo3pacte no 18 mer, OonbHBIX remodmineil, MyKOBUCIHIO30M, THIO(U3aPHBIM HAHU3MOM,
6o1e3ublo0 ['o111e, 3110Ka4ecTBEHHBIMI HOBOOOPa30BaHUAMU JIUM(OUIHOMN, KPOBETBOPHOM U POJICTBEHHbIX
UM TKaHEH, pacCesTHHbIM CKJIEPO30M, T€MOJUTUKO-YPEMUUECKIUM CHHIPOMOM, FOHOILIECKHUM apTPUTOM C
CHUCTEMHBIM HauyajaoM, Mykonosucaxapuao3om I, Il u VI tunos, amactuyeckoil aneMreil HEyTOUYHEHHOM,
HacnecTBeHHBIM nedummrom ¢dakropos Il (pubpunorena), VII (;mabunsnoro), X (Ctroapta - [Ipayspa),
JeTell B Bo3pacte 10 18 JeT mocie TpaHCIUIaHTaIllMu OpraHoB W (wiu) TkaHed ¢ 2023 roma sBISIOTCS
OIO/DKETHBIC  ACCHTHOBAHHS, MPEIYCMOTPEHHBIE B  (emepambHOM  Oropkere  MHHHCTEPCTBY
3apaBooxpaneHusi Poccuiickoit  ®epeparun st DoHga  NOAACPKKHM  ACTEH € TSDKEIBIMHU
KUZHCYTPOKAIOMIMMA M XPOHUYECKUMHU 3a00JIEBAaHUSMH, B TOM YHCIC pPEIKUMU (Op(haHHBIMH)
3aboneBanusamu, "Kpyr gobpa".

(n. 2(1) BBenen [locranosnenuem [IpaButenscrBa PO ot 15.02.2023 N 229)

3. MunucrepctBy 3apaBooxpaHenus Poccuiickoit @Denepanuu gaBaThb  pa3zbsACHEHUS 110
MIPUMEHEHHUIO TPABMII, YTBEPKICHHBIX HACTOSAIIMUM MTOCTAHOBJICHUEM.

4. Hacrosimee nmocraHoBieHre BerynaeT B cuity ¢ 1 sHBaps 2019 r., 3a uCKiIrOYEHUEM MyHKTa 2,
KOTOPBI BCTYIAET B CHITY CO JHS O(DUIIMATHLHOTO OMYOJIMKOBAHUS HACTOSIIETO TTOCTAHOBJICHUS.

IIpencenarens [IpaBurenscTBa
Poccuiickoit denepanuu
JAME/IBEJIEB

YTBepkKIeHBI

nocraHoBjeHueM [IpaButenscTBa
Poccniickoit ®enepanun

ot 26 Hos0ps 2018 1. N 1416

NPABUNA
OPIrAHU3ALUWUU OBECMNEYEHUA NEKAPCTBEHHbLIMU NPEMNAPATAMM NUL,
BOJIbHbIX TEEMO®UITUEUA, MYKOBUCLMUOO30OM, TMNO®U3APHbIM HAHU3MOM,
BONE3HbLIO NOLWE, 3NOKAYECTBEHHBLIMU HOBOOBEPA30OBAHUAMMU
NMMMa®OUOHOWU, KPOBETBOPHOU U POOCTBEHHbIX UM TKAHEW,
PACCESAHHbIM CKINEPO30M, TEMONUTUKO-YPEMUYECKUM CUHOPOMOM,
FOHOLLECKUM APTPUTOM C CUCTEMHbIM HAYAJIOM, MYKONOJINCAXAPUOO30OM

www.consultant.ru CrpaHnua 3 n3 16
HafeXXHaa npaBoBad noaaep)xka


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=496460&date=26.01.2026&dst=100012&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=439902&date=26.01.2026&dst=100011&field=134

(I'I;)ec;aggsl%eggez ngDSa)BVITeanTBa P® ot 26.11.2018 N 1416 [IoKyMEHT NpenocTaBnen KoHcynbTanTIioc

"O nopsiAKe opraH13aLmMm obecreyeHns NEKapCTBEHHDL... Hata coxparenus: 26.01.2026

I, 11 U VI TUNOB, ANMNACTUYECKOW AHEMWENA HEYTOYHEHHOM,
HACNEACTBEHHbIM AEPULINTOM ®AKTOPOB Il (PUBPUHOIEHA),
VII (MABUJIBHOI O), X (CTIOAPTA - MPAY3PA), JIUL NOCIE
TPAHCMJIAHTALIMX OPIFAHOB U (UJTN) TKAHEW

Cnucok U3MEHSIOIINX TOKYMEHTOB
(B pen. ITocranoBnenus [IpaButenscta P® ot 10.06.2025 N 877)

1. Hacrosmue I[IpaBmiia ycTaHaBIWBAIOT MOPSIOK OpraHU3aluM OOECIeUeHHUs JHI], OOJIbHBIX
remMouaueii, MyKOBUCUUAO30M, TUMOGU3apHBIM HAHU3MOM, OoJyie3HbIO [ olle, 3710KaueCTBEHHBIMU
HOBOOOPa30BaHUAMHU JIMM(POUTHON, KPOBETBOPHON U POJCTBEHHBIX UM TKAHEH, pacCEeSTHHBIM CKIIEPO30M,
TFEMOJINTUKO-YPEMUYECKUM  CUHIPOMOM,  FOHOLIECKMM  apTPUTOM C  CHCTEMHBIM  HayajoM,
mykonosimcaxapuno3om I, II u VI tunos, amnactuyeckoil aHeMueld HEYTOYHEHHOM, HACIIEICTBEHHBIM
nepururom QaxtopoB Il (pubpunorena), VII (madbunbnoro), X (Crroapra - Ilpayspa), nui mocie
TpaHCIUIAHTAl[MM OpraHoB M (WiM) TKaHed (nanee - OOJIbHBIE) JIEKAPCTBEHHBIMU Iperaparamu Ui
MEIUIIMHCKOTO TMPUMEHEHHs], TMpEeAHAa3HAUEHHBIMU JUIS JICYCHUS YKa3aHHbIX 3a0oJeBaHUid, TIO
yrBepkaeHHOMY IIpaButensctBom Poccuiickoit @epepanny NEPEUHIO JIEKAPCTBEHHBIX IIPENApaToB,
chOpMUPOBAHHOMY B YCTaHOBIEHHOM MM TMOpsAKe (Janee - JIeKapCTBEHHBbIC IMpenaparhbl), a TaKxKe
MOPSAZIOK M YCJIOBMSI Mepefayuu JEKapCTBEHHBIX IpenapaToB B COOCTBEHHOCTh cyOBeKTOB Poccuiickoii
®Oenepanuu.

2. HcrounnkoMm (puHAaHCHpPOBAaHUS OpraHU3alMK oOecrieyeHnus OONBHBIX B Bo3pacte oT 18 ner u
CTaplie JIeKapCTBEHHBIMH IpenapaTtaMu SIBISIOTCA OOJKETHbIE ACCHUTHOBAHUS, NPEIyCMOTPEHHBIE B
dbenepanbHOM OrOKeTe MUHHCTEPCTBY 31ipaBooxpaneHus Poccuiickoit denepaiiny Ha yKa3aHHbBIC TICITH.

HcrounnkoM (QuHAHCHpPOBaHUS OpraHu3anuu oOecrieuyeHus OOJBHBIX B Bo3pacTe 10 18 jer
JIEKApCTBEHHBIMU  TIperapaTamMu  SIBJSIOTCS  OIOJDKETHBIE ~ aCCHUTHOBAaHMS,  MPEIyCMOTPEHHBIC
MunucrepcTBy 3apaBooxpanenus Poccuiickoint @enepanun mist PoHAa NOAACPKKU IETEN C TAKEIBIMU
KU3ZHEYTPOKAIOIMIMMU M XPOHUYECKMMHU 3a00JIEBaHUSIMH, B TOM YHCIE PEIKUMHU (OphaHHBIMH)
3aboneBanusaMu, "Kpyr nobpa".

Opranu3anus M OCYLIECTBICHHE 3aKyNOK JIEKAPCTBEHHBIX IPENapaToB 0OECIEeYMBAIOTCA
benepanbHBIM  Ka3eHHBIM yupexxJaeHueM "denepanbHblii IIEHTP IUIAHUPOBAHHMS U OpraHU3alUH
JIEKapCTBEHHOro obecnieueHus: rpaxkaaH" MunucrepctBa 3apaBooxpaHeHus Poccuiickoit ®enepanuu
(manee - ®enepanpHBI LIEHTP) B Mpeaeiax JOBEIACHHBIX 10 Hero MHUHHMCTEPCTBOM 3/IpaBOOXPAHEHUS
Poccuiickoit @enepanuu TMMUTOB OIOJIKETHBIX 003aTENbCTB.

MunucrepctBo 3apaBooxpaneHus Poccuiickoil ®Penepanuu He moszaHee 1 Mapra TeKyllero rojaa
MH(OPMUpPYET UCIIONIHUTENbHBIE OpraHbl cyobekToB Poccuiickoit denepannu B chepe oXpaHbl 370POBbS
O TUJIAHUPYEMBIX UM IpeJeNbHbIX 00beMax OI0KETHBIX aCCUIHOBAaHHMM Ha odepeHOM (MHAHCOBBIN o,
paccuuTaHHbIX MuUHHCTEpCTBOM 3/paBooxpaHeHusi Poccuiickoii depepanuy Ha OCHOBAaHWM CBEICHHIA,
npeacTaBisieMbix 10 15 ¢eBpans tekymero roga denepadbHbIM HEHTPOM, C YYETOM UHCIEHHOCTH
O0JIBHBIX U CpelHero o0bema OIOJKETHBIX aCCUTHOBAaHUM 3a 3 (DMHAHCOBBIX roja, MPEIIECTBYIOIINX
TeKyuemMy (UHAHCOBOMY TOJTY.

3. [IpaBo OosibHOTO Ha o0ecreUeHre JeKapCTBEHHBIMU MIpernapaTaMi BO3HUKAET CO JIHS BKJIIOUEHHUS
CBEJCHUH O HEM B pEruoHalbHbI cerMeHT DenepanbHOrO perucrpa Jul, OOJbHBIX TeMOQUIHEH,
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MNoctaHosneHue Mpasutenscrea PO ot 26.11.2018 N 1416
(pen. ot 10.06.2025)
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[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 26.01.2026

MYKOBHUCIHI030M, rUnopu3apHbIM HaHU3MOM, 00JIe3HBIO Iome, 3JI0Ka4€CTBEHHBIMU
HOBOOOPa30BaHUAMHU JIMM(POUTHON, KPOBETBOPHON U POJCTBEHHBIX UM TKaHEH, pacCEeSTHHBIM CKIIEPO30M,
IEeMOJIMTUKO-YPEMUUECKUM  CHHJIPOMOM,  IOHOIIECKMM  apTpUTOM C  CHCTEMHBIM  Haydajow,
Mykonoscaxapunosom I, II u VI tunos, amnactuueckold aHeMUed HEYTOYHEHHOMW, HACIIEICTBEHHBIM
nepunurom dakropoB II (pubpunorena), VII (madbunmbnoro), X (Crroapra - Ilpayspa), aui mocnie
TpaHCIUIAaHTALlMX OpraHoB U (win) TKaHel (naee - denepanbHblid pETUCTD).

Jara BkitoueHUs OOJILHOTO B PETHOHANBHBIM cerMeHT DenepanbHOro perucrpa (QUKCUpyeTcs
JeyaluM BpauyoM B MEIUIMHCKOM KapTe MalueHTa, IOJIy4arollero MEIUIMHCKYI0 IOMOIIb B
aMOyJIaTOPHBIX YCIOBUSIX.

4. Opranunzanusi obecneueHust OeaepanbHBIM IIEHTPOM 3a CUET CPEACTB (erepaabHOro OromKeTa
OOJIbHBIX JIEKAPCTBEHHBIMM IIperapaTaMy OCYIIECTBIIAETCS B COOTBETCTBHM C TMOPSJIKAMHU OKa3aHMs
MEIULUHCKOW MOMOIIM, YTBEPKAECHHBIMU MUHHCTEPCTBOM 3/1paBooxpaHeHus Poccuiickon ®enepannu,
C Y4E€TOM CTaHJapTOB MEJUIIMHCKOM ITOMOIIY U Ha OCHOBE KJIMHUYECKUX PEKOMEHIAINMN.

5. B wmensx IMOCTaBKM JIEKAPCTBEHHBIX [pPENapaToB HCIIOJHUTEIbHBIE OpraHbl CyOBEKTOB
Poccuiickoit @enepauun B chepe OXpaHbl 310pOBbsSl ONPEAETSAIOT PACIONOKEHHbIE B CyOBEKTax
Poccuiickoit @enepanuy opraHu3aluy, UMEIOLIUE JTULEH3UI0 HAa OCYIECTBICHUE MEAUIIMHCKONW U (MJIH)
(bapMareBTUUECKON JIEATENbHOCTH M YIIOJIHOMOYEHHBIE Ha IOJY4YEHHE JIEKapCTBEHHBIX IIPENaparoB
(manee - opraHU3alUU-TIOTYYATENH ).

MunucrepctBo 31paBooxpaneHus Poccuiickoit ®Denepanun MHOOPMUPYET HCIOTHUTEIbHBIC
opransl cyobekToB Poccuiickoit denepannu B chepe oxpaHbl 3710pOBbsI O BO3MOXKHOCTH MPECTABICHUS
He mo3aHee 15 ampenst Tekymero roaa B DenepalbHbIl LEHTP MNpeABApUTENBHBIX 3aiBOK 0e3
COTJIaCOBaHUs, IPEAYCMOTPEHHOTO TyHKTOM 6 HacTosmux [IpaBui.

@denepanbHbIl LEHTP C YYETOM IMpeIBapUTEIbHBIX OOBEMOB JIEKAPCTBEHHBIX IPErnaparos,
OTpe/IeNIEHHBIX HA OCHOBAHUU IPE/ICTABICHHBIX B COOTBETCTBUU € ab3alleM BTOPHIM HACTOSIIETO MYHKTa
IPEBApUTENIbHBIX 3a8BOK, HAINPABISET MPOM3BOIUTENSIM W (WIM) MOCTaBIIMKAM JIEKAPCTBEHHBIX
IIpeEnapaTroB 3aMpockl C LEJIbI0 ONPEAEICHNs BO3MOXKHOCTH ITPOU3BOJACTBA M IIOCTABKH JIEKAPCTBEHHBIX
IIPENapaToB, a TAK)KE UX CTOMMOCTH M HE No3AHee 1 Mas TeKyliero roaa NpeAcTasisieT B MUHHCTEPCTBO
3npaBooxpaHeHust Poccuiickoit denepannn cBOAHYO HHPOpPMAIMIO, B TOM YHCIE MPETyCMOTPEHHYIO
HaCTOSIIUM al3arem.

6. MunucrepcTBo 31paBooxpanenust Poccuiickoit @enepanyu He no3aHee | M0 TEKYyILEro roja
MHGOPMHpPYET UCIIOJIHUTENbHBIE OpraHbl cy0ObekToB Poccuiickoit ®enepaiun B chepe oXpaHbl 310pOBbs
0 BO3MOXKHOCTU TpejacTaBieHUs B DenepanbHbli LEeHTp He mno3gHee 20 aBrycra TEKylIero rojaa
COTJIACOBAHHBIX TEPPUTOpUAIbHBIMU opraHamMu DexepanbHOW ciayxkObl 1O Hag3opy B chepe
3/IpaBOOXpaHEHUS 3asBOK Ha MOCTABKY JEKApPCTBEHHBIX MPENapaToB Ha odepeqHON (PMHAHCOBBIN Ioj MO
bopme, yTBepxkaAeHHOW MUHUCTEPCTBOM 3/1paBooxpaHeHus Poccuiickoit denepanuu (anee - 3asiBKH), C
MIPUJIOKEHHEM 00OCHOBAHMM MO 00bEMY C yUETOM MMEIOIIUXCS OCTATKOB JIEKAPCTBEHHBIX IIPENaparoB, a
TaKKe IePEeYHs OpraHnu3alui-norydareien.

[TorpebHOCTh (00BEM MOCTABKHM) B JIEKAPCTBEHHOM Ipenapare OnpeaesseTcs ¢ y4eTOM CTaHIapTOB
MEIUIMHCKOW IIOMOIIM M Ha OCHOBE KIMHUYECKHMX PEKOMEHJIALUN MCXOIsi U3 €XEMECAUYHOU
CbaKTI/I‘—IeCKOﬁ HOTpe6HOCTI/I OOJbHEBIX B JICKAPCTBCHHEBIX IIpfriaparaXx B COOTBETCTBUU CO CBECACHHUAMU
peruoHanbHOro cermMeHta @enepasbHOr0 perucTpa M HEOOXOTUMOCTH (OPMHUPOBAHMS 3araca
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JIEKapCTBEHHOr' 0 Ipernapara Ha 15 mecsies.

7. CormacoBaHue 3asiBOK OCYIIECTBIIECTCS TEPPUTOPHAIBHBIMU opranaMu denepanbHOM CITy:KOBI
0 HaJ30py B cdepe 3apaBOOXpaHEHUs B CpPOK, He mpeBblmaronmidi 10 paGoumx nHEH co AHA HX
MOCTYIUICHUSI OT HCIIOJIHUTENIbHBIX OpraHoB cyObekToB Poccuiickoii ®enepaunu B cdepe oxpaHbl
3I0pOBbs, B YaCTU KOPPEKTHOCTU BHECEHUS CBEICHUI O TEKYIIHUX OCTATKaX JIEKAPCTBEHHBIX IIPENapaToB
IIOCPEICTBOM CHCTEMbI MOHUTOPUHIA ABUKEHUS JICKAPCTBEHHBIX IIPENapaToB.

8. dexpepanbHBI ILIEHTP paccMaTpUBaeT 3asBKM Ha COOTBETCTBME YCTaHOBJIEHHOH (opme,
YTBEpXKICHHOM  MuHucTepcTBOM — 31paBooxpaHeHus  Poccmiickonr  ®Denepauuu, Ha  IpeaMeT
O0OCHOBAaHHOCTH  3asBJICHHBIX O0BEMOB  JICKAPCTBEHHBIX  IIpeNapaToB, KOppeKTUpyeT (mpu
HEOOXOJJMMOCTH) U COTJIACOBBIBACT UX.

He mo3nnee 15 cents0psa Tekymero roga denepanbHbIid IEHTP MPEACTABISAET 3aBKH B KOMUCCHIO
MunucrepctBa 3apaBooxpanenus Poccuiickoit ®enepanuu M0 pacCMOTPEHHUIO 3asBOK (danee -
KOMHUCCHS) JJII HMX PacCMOTpPEeHHsl C ydacTueM mnpexactrasureneii ®denepanbHoro imenrpa, Ponaa
MOJICPXKKH JIETEH C TSHKEIBIMH KU3HEYTPOKAIOIIUMHI U XPOHUYECKHMHU 3a00JIEBaHUSIMH, B TOM YHCIIE
peakumu  (opdannbiMu) 3aboneBanusmu, "Kpyr noOpa'", HCHOTHUTEIBHBIX OPraHOB CYOBEKTOB
Poccuiickoit @enepanuu B cepe OXpaHbl 310pOBbs (B TOM UUCIIE C UCIIOJIb30BAHUEM MH(POPMALIMOHHO-
TEJICKOMMYHUKALIMOHHBIX ~ TEXHOJIOTUH) Ha MpeAMeT OOOCHOBAaHHOCTH  3asBIEHHBIX OOBEMOB
JICKApCTBEHHBIX MPENapaToB, WX KOPPEKTUPOBKHA IPH HEOOXOAMMOCTH U YTBEPKACHUS OO0BEMOB
MOCTaBOK JIGKAPCTBEHHBIX IMpemnapaToB. [lojokeHME O KOMHCCHMM M €€ COCTaB yTBEPKIAIOTCA
MunucrepcTBoM 31paBooxpanenus Pocculickoit @enepanuu.

PaccmoTpenune 3asBOK, YTBEp)KIEHME OOBEMOB IIOCTABOK JIEKAPCTBEHHBIX IpenaparoB H
npencraBieHue B OenepanbHblil HEHTP CBEIEHUN 00 YTBEP)KIEHHBIX 00beMaxX MOCTAaBOK JIEKAPCTBEHHbIX
IIPENapaToB OCYIIECTBIISIOTCA KOMUccuel B TeueHne 30 KaJeHJapHbIX THEH CO IHS MOCTYIUIEHHS 3asiBOK
or ®PenepampHOro ueHrpa. IIpm paccMOTpeHHMH 3asBOK KOMHUCCHEHW YUYHTBIBACTCS HW3MEHEHUE
YHUCIEHHOCTU OOJIbHBIX, KOTOPOE MPOU30LLIO B TEKYIIIEM TOAY.

YTBepkeHue 00bEMOB IOCTAaBOK JIEKAPCTBEHHBIX IIPENapaToB OCYIIECTBISETCS KOMMCCHUEH C
y4eToM HH(pOpMaIMM, TMPEICTaBIEHHON NPOU3BOAUTENSIMU M (MJIM) MOCTABIIMKAMH JIEKAPCTBEHHBIX
[IpernapaToB B COOTBETCTBUH C ab3alleM TpeThbUM IyHKTa 5 HacTosmux [IpaBun B @enepanbHblil HEHTP, O
BO3MOKHOCTH IIPOU3BOJCTBA U IIOCTABKHU JICKAPCTBEHHBIX IIPENAapaToB.

CBeneHuss 00 YTBEpKIEHHBIX KOMHcCHEH 00ObeMax IIOCTaBOK JIEKAPCTBEHHBIX IIPENapaToB
Hanpasisitores degepaibHBIM LIEHTPOM B UCHOJIHUTENbHbBIE Opranbl cyObekToB Poccuiickoit Penepanuu
B c(hepe oXpaHbl 3/10pOBbs B T€UEHHE 3 pabOUYMX JHEH CO IHS MOCTYIUIEHUS CBEICHUM OT KOMHCCHU.

9. O0BeM TOCTaBOK JIEKAPCTBEHHBIX IpenapaToB (opMupyeTcs B Mpenaenax OroJKEeTHBIX
ACCUTHOBaHMM, IPEIyCMOTPEHHbIX B (peAepalbHOM 3akoHEe O (enepaabHOM OIO/DKETE Ha
COOTBETCTBYIOLINIA (DMHAHCOBBI TOJ M IUIAHOBBIM MEPUOJ, W JUMHUTOB OIOJKETHBIX 0053aTENIbCTB,
JOBEJICHHBIX B YCTAHOBJIEHHOM Nopsake 10 MuHHCTepcTBa 3apaBooxpaneHus Poccuiickonn denepanun
Ha 3aKYIIKY JICKAPCTBEHHBIX [IPENapaToB.

10. B coOTBETCTBHM C YTBEPKICHHBIMH OOBEMaMH IIOCTAaBOK JIEKAPCTBEHHBIX IMpenapaToB
@enepanbHbld LEHTP B YCTAaHOBJIEHHOM 3aKOHOJArelbCcTBOM Poccuiickoir denepanuu  mopsake
OCYILIECTBJISIET 3aKYIKY JIEKAPCTBEHHBIX MTPENapaToB.
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11. TlocTaBUIMKM  JIEKapCTBEHHBIX  IpenapaToB, OIpPEJEIeHHblE B  COOTBETCTBHM  C
3akoHoJaTenbcTBOM Poccuiickoit @enepannu, npeacrapisaioT B PenepaibHbIl HEHTP OPOpPMIICHHBIE B
YCTQHOBJIEHHOM IOPSIJIKE JOKYMEHTHI, MOATBEPKIAAIOIME (PAKT MOJYyUEHHUs JIEKAPCTBEHHBIX MpenapaToB
OpraHu3atuvsaMU-TIONYydaTCIIAIMU, B TOM YHUCJIC HAKJIAAHBIC M aKThbl IpHUEMa-licpcaadyu JICKapCTBCHHBIX
IIPEnaparos..

12. IlpaBo coOcTtBeHHOCTH CyOBeKkTOB Poccuiickoit denepanuy Ha JEKapCTBEHHBIC IMPENapathl,
MOJTYYEHHbIE OpPraHU3AIMAMHU-TIONYYATENIIMH B COOTBETCTBHMHM C IyHKTOM 11 Hacrosmux [Ipasu,
BO3HUKACT Ha OCHOBAHUHU JOKYMEHTOB, IMOATBEPKAAIOMUX (DAKT MOTyYeHHS JICKAPCTBEHHBIX MPENapaToB
OpraHM3aALMSIMU-TIONTy4aTeIIMHU.

13. ®enepanbHblii LEHTPp W HUCHOJHUTENIbHbIE OpraHbl cyObekTOB Poccuiickoit ®enepanuu,
ONlpENIeJICHHbIE  BBICIIMMHU  JOJDKHOCTHBIMM — JUIaMu  cyObekToB  Poccuiickoit ~ denepanuu
(npeacenaTesnssMM BBICIIMX HCIIOJIHUTEIBHBIX OpraHoB cyOobekToB Poccuiickoit ®enepanun) (nanee -
YIIOJIHOMOYEHHBIE OpraHbl), €KEMECAYHO OCYIIECTBISIOT Ha OCHOBAaHUM M3BELICHWH, HalpaBlIieMbIX
YIOJHOMOYEHHbIMU opraHamMu B DenepanbHblii  LEHTP, CBEPKY JIEKapCTBEHHBIX IPENaparos,
MOJIyYEHHBIX OpraHU3alMsIMU-TI0TYy4aTeNIIMU.

14. Opranuzanuu-nosiydyaTeny HOPUHUMAIOT JIEKApCTBEHHbIE IIpernapaTbl Ha y4eT B TEYeHHE 2
pabouux THEH co JHSA MX MOJY4YEHHUs OT MOCTABIIMKOB JEKAPCTBEHHBIX IpPENnapaToB, 00ECIEUMBAIOT UX
COXPaHHOCTb U LIEJIEBOE UCIIOIb30BAHUE.

15. Ilpu HanMuMu SKOHOMHUHU OIOMKETHBIX CPENCTB, NoiyueHHOW dDenepanbHBIM HEHTPOM MpU
OCYIIECTBJICHUU 3aKyMOK JICKAPCTBEHHBIX IPENapaTOB B COOTBETCTBUU C MYHKTOM 10 HacTOSIIMX
[TpaBwmi, MunucrepcTBo 3apaBooxpanenus Poccuiickoit @eneparuu He no3aHee 1 ampenst (GUHAHCOBOTO
roja, MOTPEOHOCTh B JICKAPCTBEHHBIX IIpemaparax Ha KOTOPBIM oOecrneunBaliach MOCPEICTBOM
OCYILIECTBIICHHUS YKa3aHHBIX 3aKyNOK, HH(OPMUPYET HCIOIHUTENbHBIE OpraHbl cyObekToB Poccuiickoit
@enepaunu B chepe OXpaHbl 3J0pOBbS O pa3Mepe MOJYyYEHHOW SKOHOMUHU B IENIAX MpEACTaBICHUS
JOTIOJTHUTENBHBIX 3asBOK M O BO3MOXXHOCTHM HMX MNpEICTaBiIeHUs He mo3aHee 10 ampenst ykazaHHOTO
¢unancoBoro roaa B denepaibHbIN EHTP.

OenepanbHblil 1IeHTp He mo3AaHee 20 ampens yka3zaHHOro (PMHAHCOBOTO Tojla paccMaTpUBAET
3asBKHM, YKa3aHHbIe B a03alle IMepBOM HACTOSIIET0 IyHKTa, KOPPEKTHPYET OTH 3asiBKU (Tpu
HEOOXOJIMMOCTH), COTJACOBBIBAET HX C HCIHOJHUTENBHBIMU OpraHaMu CcyObekToB Poccuiickoii
®denepanun B chepe 0XpaHbl 3I0POBbS U HAMIPABIISIET B KOMUCCHIO.

PaccMmoTpenue 3asBOK, yKa3aHHBIX B a03alle MepBOM HACTOALIETO IyHKTA, YTBEpP)KICHHE 00BEMOB
[IOCTaBOK JIEKaPCTBEHHBIX IIpemnapaToB U InpencTtaBieHne B DenepanbHblil LEHTp CBeAEHUH 00
YTBEP)KICHHBIX 00bEMax MOCTaBOK JIEKAPCTBEHHBIX MPENapaToB OCYIIECTBISIOTCS KOMUCCHEN B TeUEHUE
10 xaneHnapHbIX IHEH CO AHS MpEACTaBICHUS TakuX 3asBoK denepaabHbIM HEHTPOM.

Cenenus 00 yTBEpKIEHHBIX KOMHUCCHEH 00BeMax IIOCTaBOK JIEKAPCTBEHHBIX IpenapaToB
HanpaBisaoTcss DeepanbHbIM [IEHTPOM HCIOJHUTENBHBIM opraHaMm cyobekToB Poccuiickoit denepanyu
B cpepe OXpaHbl 37I0pOBbs B TeueHHE 3 pabouuX JHEH CO AHS MOCTYIJICHUS CBEIEHUIN OT KOMUCCHH.

3aKyrka JJIeKapCTBEHHBIX MPENapaToB U UX Nepeadya OCYIIECTBIISIOTCS B COOTBETCTBUU C TyHKTAMHU
10 - 14 nactosmux [IpaBui.
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16. B cnyyae BKJIOYEHUS JIEKAPCTBEHHOr'O Ipernapara B NEPEUYEHb JICKAPCTBEHHBIX MPENapaTos,
yKa3aHHbI B myHkTe | Hacrosmmx [IpaBun, He mo3mHee 1 Mas ¢uHAHCOBOTO roja, MOTPEOHOCTH B
JIEKapCTBEHHBIX IIperaparax Ha KOTOpBIM oOecrneunBagach MOCPEACTBOM OCYIIECTBICHUS 3aKYIOK,
ykazaHHbIX B myHkTe 10 Hacrostmux [lpaBui, B CBSI3M ¢ U3MEHEHHUEM CXEM JICYCHHUS OOJIBHBIX
UCIIOJIHUTENIbHBIE Opranbl cyobekToB Poccuiickoit ®denepauuu B chepe OxXpaHbl 370pOBbS BIIPaBe
npenctaBuTh B DenepanbHblil 1eHTp He mo3aHee 20 Mas yka3aHHOTO (PMHAHCOBOTO T0ja 3asiBKU B
OTHOLLIEHUHU TAaKOI'0 JIEKAPCTBEHHOIO Iperapara.

@enepanbHblil eHTp He no3aHee 30 Mas yKa3aHHOro (PUHAHCOBOTO roja pacCMaTpPHUBAET 3asBKHU,
yKa3zaHHblEe B a03alle MepBOM HACTOSILEro IMYHKTa, KOPPEKTUPYET 3TH 3asBKU (IpU HEOOXOAUMOCTH),
COTJIACOBBIBAET UX C UCIIOJHUTEILHBIMU OpraHaMu cy0bekToB Poccuiickoit denepannu B cepe oxXpaHsl
3I0pPOBbS U HAIPABJISAET B KOMUCCHIO.

PaccmoTrpenue 3asBOK, ykazaHHBIX B a03aile IEPBOM HACTOSIIIETO MYHKTA, YTBEPKIECHUE 00BEMOB
MMOCTAaBOK JICKAPCTBEHHBIX MpEIapaToB M TpenacTaBieHne B DenepalibHbIA LEHTP CBEACHUN 00
YTBEPKICHHBIX 00beMax IMOCTABOK JICKAPCTBEHHBIX MPENapaTOB OCYIIECTBISIOTCS KOMUCCUEH B TEUCHUE
10 kaJleHIapHBIX JHEH CO JTHS MPEACTABICHHS TaKUX 3asBOK DenepaabHbIM IIEHTPOM.

CBeneHuss 00 YTBEpKIEHHBIX KOMHCCHEH 00beMax IIOCTaBOK JIEKAPCTBEHHBIX IIPENapaToB
Hanpasisiiorces degepaibHbIM LIEHTPOM B UCIOJIHUTENbHBIE OpraHbl cyobekToB Poccuiickoit denepanuun
B cpepe OXpaHbl 37I0POBbs B TeUeHHE 3 pabouuX JHEH CO JHSA MOCTYIUICHUS CBEIEHUI OT KOMUCCHH.

3akyrnka JIeKapCTBEHHBIX MPENapaToB U UX Mepeada OCYIIECTBISAIOTCS B COOTBETCTBUU C TyHKTAMHU
10 - 14 nacrosmux [IpaBu.

17. ®denepanbHblil LEHTP B YCTAaHOBIEHHOM MUHUCTEPCTBOM 3ApaBooxpaHeHus Poccuiickoi
@enepanuy MOPSAAKE OCYIIECTBISCT MOHUTOPHMHI JBMKECHUS M ydeTa JICKAPCTBEHHBIX IPENApaToB B
cyobektax Poccuiickoit ®@enepanuu, JOBOAUT /10 CBEACHUS YIOJTHOMOUYEHHBIX OPraHOB MOJIyYEHHBIE T10
pe3yibpTaTaM MOHMTOPHHIA JTaHHBIE, B TOM YHCJIE CBEJICHHsI O HOMEHKJIAType, KOJIMYECTBE U CTOMMOCTH
JIEKapCTBEHHBIX IPEnaparoB, 00 OTCYTCTBUU MOTPEOHOCTH B OTIENBHBIX JIEKAPCTBEHHBIX IMpernaparax
7100 O TOSABIIEHUU JOMOJIHUTENBHON MOTPEOHOCTH B JIEKAPCTBEHHBIX NpernapaTax B CBSA3HM C U3MEHEHHEM
B cyOBekTe Poccuiickoit denepanuy 4uCIeHHOCTH OOJBHBIX, H3MEHEHUSIMH B Ha3HAUEHUSX JeyallluMU
BpauyaMy JIEKApCTBEHHBIX IpernapaToB OOJIbHBIM U COTJIACOBBIBAET IepepaclpesiesieHue JeKapCTBEHHbBIX
npernaparoB Mexy cyobekTamu Poccuiickoii @eneparui.

18. Ilepemaua snekapCTBEHHBIX IMpenapaToB OJHUM CcyObekToM Poccuiickoit ®denepanuu B
COOCTBEHHOCTh JApPYyroro cyownekra Poccuiickoit Demepaiiii OCYHIECTBISETCS HAa OCHOBAHHMHM aKTa
npuemMa-niepenaun. denepanbHbIl IIEHTP YBEIOMIISIETCSI O Iepefade JIEKApCTBEHHBIX TMPENapaToB B
TeueHue 10 KaJeHIapHBIX JAHEW TNOcle NOMANUCAHMS aKTa MpUeMa-Tiepeladyd YINOJTHOMOYEHHBIMU
OpraHaMHu.

19. B cnyuae BwissBIeHHS B cyObekrax Poccuiickoii dexepanuy OCTaTKOB JIEKapCTBEHHBIX
MpenaparoB, 00ECIEYNBAIOIINX MTOTPEOHOCTh B HUX MeHee ueM Ha 60 KalleHnapHbIX nHer, DenepanbHbIi
LEHTP IPUHUMAET MEPBHI 110 OCYILECTBICHUIO IEPBOOYEPETHON ITOCTABKA UM JIEKAPCTBEHHBIX IIPENAPATOB
myTeM HHGQOPMUPOBAHMS COOTBETCTBYIOIIMX MOCTABIIUKOB.

B cnyuae BoisiBiIeHUs B cyObekTax Poccuiickoit deneparyiv OCTaTKOB JIEKapCTBEHHBIX MIPENapaTos,
o0ecneunBaIIUX MOTPeOHOCTh B HUX MeHee ueM Ha 30 kaileHJapHbIX AHEeW u Oonee yem Ha 120
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KaJICHJIapHBIX JHEH, DenepanbHbIi IIEHTP YBEIOMIISIET MCIIOJHUTEIBHBIC OPTaHbl CyObekTOB Poccuiickoi
@enepann B chepe OXpaHbl 370pOBbSI O HEOOXOJMMOCTH TepepaclpeeieHus JIEKapCTBEHHBIX
MIpernapaTosB.

YHOTHOMOYEHHBIE OpPraHbl B T€YEHHE 7 pabOuYMX [HEH C MOMEHTA TOJYYEHUS YBEIOMIICHHS
OCYLIECTBJIAIOT IIOATOTOBKY aKTa IpUeMa-liepeadm.

20. dunancoBoe oOecredyeHHe 3aTpaT Ha TPAHCIOPTHPOBKY JIEKAPCTBEHHBIX IPEMApaTOB,
yKa3zaHHbIX B IyHKTax 18 u 19 nacrosmux [IpaBui, ocymiecTBisieTcs 3a CUET CPEACTB YIOJIHOMOYEHHBIX
OpraHoB, KOTOPBIM MEPEIAt0TCs JICKAPCTBEHHBIE MPEIapaThl.

21. B ciny4yae ¢popMHUpOBaHUSI OCTATKOB JICKAPCTBEHHBIX MPENAPATOB, MPEBHIIIAIONINX TOTPEOHOCTh
B HHX, JJIs oOecriedyeHus OOJBHBIX B Bo3pacTte 10 18 jer nmubo ot 18 ner m crapiie 10 odepenHOu
MOCTAaBKA  COOTBETCTBYIOIIETO  JIGKAPCTBEHHOTO TIpenapaTra B  COOTBETCTBHM C  YCJIOBUSMH
roCyaapCTBEHHBIX KOHTPAKTOB, 3aKJIIIOYCHHBIX cDeI[epaJH)HI)IM LOCHTPOM, OpraHu3aluda-1nojay4aTrciib
BIIPaBE  HCIIOJBL30BaTh  JICKAPCTBCHHBIC  Ipermaparbl, TNpPUOOpPEeTEHHbIE 3a CYET HMCTOYHHUKA
(buHaHCHPOBaHMS, YKa3aHHOTO B a03ale MepBOM IyHKTa 2 Hactosmux [IpaBumi, B meisx obecredyeHus
MU OOJIBHBIX B BO3pacTe 110 18 JieT, WK HCIOb30BaTh JIEKAPCTBEHHBIE MPEapaThl, IPUOOPETECHHBIC 32
CUeT UCTOYHUKA (pUHAHCHPOBAHUS, YKa3aHHOTO B ab3alre BTOPOM IMyHKTa 2 Hactosmux [IpaBui, B memsx
oOecrieueHus UMK OOJIBHBIX B Bo3pacTe 18 jietT u crapiie.

[Tepepacnpenenenne JEKapCTBEHHBIX IpPENapaToB, yKa3aHHOE B a03ale I[EepBOM HACTOSALIETO
IIYHKTA, OCYIIECTBIISIETCS NPU YCIOBHM IOCIEIYIOIIEro BO3MEIICHUs B TEKyIleM (UHAHCOBOM TOIy
COOTBETCTBYIOLLIEIO JIEKAPCTBEHHOIO IpenapaTa B OSKBUBAICHTHBIX JIEKAPCTBEHHBIX (opmax,
JI03UPOBKax, (pacoBKax MUCIOJIb30BAHHBIX JICKAPCTBEHHBIX IPENapaToB.

22. ®enepanbHBI LEHTP €XKEKBApTaldbHO, 70 10-r0 ymciaa mecsma, CIeAyIIIero 3a OTYETHBIM
KBapTaioM, mnpenacraBisier B DeaepanpHyto ciyx0y Mo Haa3opy B cdepe 3apaBOOXpaHEHHs B ILIETSAX
OCYIIECTBJICHUSI KOHTPOJSI 3a IIEJIEBBIM HCIOJIb30BAHWEM JIEKAPCTBEHHBIX MPEMapaToB, a TaKkKe B
MunucrepcTBo 3apaBooxpaHeHus Poccuiickoit denepauuu CBEIEHUS O Mepenaye JIeKapCTBEHHBIX
npenapatoB  cyobekTty Poccuiickoit ®enepanmii M O COTJIACOBAHHBIX  MepepacipeiesieHUus X
JIEKapCTBEHHBIX MPEnapaToB MexKAy cyObekTamu Poccuiickoit @eneparum.

23. B nensx obecriedyeHus] OOJIBHBIX JIEKAPCTBEHHBIMU IIperaparaMy B MOPSAKE, YCTAHOBICHHOM
3akoHomarensCcTBOM  Poccuiickoit  dDenepauuu, OCYIIECTBIISIETCS  HA3HAYEHUE  JIEKAPCTBEHHBIX
IpenapaToB, 0pOPMIIEHHE PELIETITOB Ha JIEKAPCTBEHHbIE IIPENapaThl U UX OTITYCK.

24. Ilpu Ha3HAYeHUU OONLHOMY JIEKaPCTBEHHBIX MpenaparoB Jedaluii Bpad HHPOPMHUPYET ero o
BO3MOKHOCTH TIOJIYYCHHSI UM COOTBETCTBYIOIIMX JIEKAPCTBEHHBIX MpenapaTtoB 0e3 B3UMAaHHS IUIATHI B
COOTBETCTBHUU € 3aKOHOJATeNbCTBOM Poccuiickon denepannu.

25. B nensix tuHaMudeckoro HabJr0AeHHS 32 OOJBHBIM U COOJTIOICHUS TIEPUOANIHOCTH TTOCEIICHUS
UM MEIWIIMHCKOW OpraHu3aliy JieyallluM BpayoM WIH BpayeOHON KOMHCCHENW METUITMHCKOM
OpraHU3aIHK OMPEEAETC KOJIMYECTBO JIGKAPCTBEHHOTO Tpernapara, KOTOpOoe YKa3bIBAaeTCSl B PEIENTe
Ha JIEKapCTBEHHBIN Mpenapar B COOTBETCTBUM C PEKOMEHIOBAHHOW CpeHEN CyTOYHOM M KypCOBOM 10301
Y CPOKOM, Ha3HAYCHHBIM JIJIS1 TIOCETIICHHUS.

26. MenunuHckas opraHu3anusa IpcaoCTaBIILACT 60J'IBHOMy HJIM Cr0 3aKOHHOMY MNPCACTABUTCIIIO
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MNoctaHosneHue Mpasutenscrea PO ot 26.11.2018 N 1416
(pen. ot 10.06.2025)
"O nopsake opraHu3aumm obecrnedyeHns 1ekapCTBEHHBI...

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 26.01.2026

uHpOpMAIHIO 00 OpraHu3alMiX, PACIIOIOKEHHBIX B TPAHUIAX MYHHIMIAIBLHOTO 00pa30BaHUs TI0 MECTY
KHUTEIHCTBA WIIM MECTY NPeObIBaHUS (B CIIy4ae €ClIM CPOK MpeObIBaHUS PEBBIIIAET 6 MECSIeB) OOIBHOTO
U OCYIIECTBIIIONINX OTITYCK JICKAPCTBEHHBIX IPENapaToB, HA3HAUCHHBIX JEYallMM BpadyoM, rpakJaHam,
MMEIOIIMM TIPaBO Ha o0ecreYeHne JIEKapCTBEHHBIMU TpenapaTaMu, OTIYCKaeMbIMU O€CIUIaTHO, 33 CUET
CpencTB OO/DKETHBIX ACCUTHOBAaHUH QenepanbHOro OropkeTa M OromKeToB cyObekToB Poccuiickoid
denepanuu.

27. Ha3zHaueHue JeKapCTBEHHbIX IPENapaToB OOJIbHOMY OCYLIECTBIISETCS IOCIE BKIOYEHUS €ro B
peruoHanbHbI cermMeHT PenepanbHOro perucrpa. OTIHyCK JIEKapCTBEHHBIX MpenapaTtoB O00JLHOMY, €ro
3aKOHHOMY MPEJICTaBUTEII0 WM JIMIly, YHOJHOMOYEHHOMY OOJBHBIM WJIH €r0 3aKOHHBIM
MNpCACTABUTCIICM Ha IOJYUCHUC JICKAPCTBCHHLIX IMPCIIapaToB, OCYLICCTBIIACTCA B COOTBCTCTBHU C
MOPSAKOM, YCTQHOBJICHHBIM B COOTBETCTBMM cO crarheil 55 depepanpHoro 3akoHa "OO oOpaiieHun
JIEKapCTBEHHBIX CPEACTB".

28. OpraHI/I3aHI/I5{ obecreyeHus JICKApCTBCHHLIMUA IIpCIlapaTaMu 6OJ'ILHBIX, MMPpOXUBAKOIIUX B
CTalMOHAPHBIX OpraHu3aluigx COLMaJIbHOI'O O6CJIy)KI/IBaHI/I$I Ui OT6LIBaIOHII/IX HaKa3aHUuC, CBA3aHHOC C
JIJMIIICHUECM CBO60)IBI, OCYHICCTBJIISACTCA COOTBGTCTBYI-OH_[Cﬁ OpFaHH3aI_[I/IeI>'I.

29. B cayuae BwIe3ga OOJMBHOTO 3a MpeiAenbl Tepputopuu cyowbekra Poccuiickoit denepanuu, B
KOTOPOM OH IpPOXMBAET, Ha TEPPUTOPUI0 Jpyroro cyowbekta Poccuiickoit Penepanuu Ha Cpok, He
IpEeBBILIAIOIIMM 6 MecsleB, TakoMy OOJbHOMY MCIIOIHHUTEIbHBIM OpraHom cyObekTa Poccuiickoit
®enepanuu B cepe oXpaHbl 30pOBbsl OPraHU3yeTCsl Ha3HAYEHUE JIEKApCTBEHHBIX MPENapaToB Ha CPOK
npueMa, paBHBI CPOKY €ro BbIe3[a 3a Mpenensl Tepputopun cyosekTa Poccuiickoii denepanmu, 1o ¢
YYETOM CPOKOB T'OJHOCTH HMMEIOLIUXCS OCTATKOB JIEKAPCTBEHHBIX IpernapaTroB 00ecHeueHHe TaKoro
OO0JIBHOTO JICKAPCTBEHHBIMH ITpETapaTaMi Ha COOTBETCTBYIOLIHHA CPOK.

CBeneHusi 0 KOIMYECTBE JICKAPCTBEHHBIX MPENapaToB, HA3HAUEHHBIX OOJIBHOMY WJIM OTIYIIEHHBIX
00JIbHOMY, €r0 3aKOHHOMY IPEICTaBUTENIO WU JIUILY, YIOJHOMOYEHHOMY OOJIbHBIM HJIM €r0 3aKOHHBIM
MPEJICTaBUTEIEM Ha IOJyYEHUE JIEKAPCTBEHHBIX IIPENApaTOB, BHOCITCA B PETHMOHAIBHBIM CETMEHT
denepanbHOrO perucTpa.

30. B cinyuyae Bble3ga O0JIBHOTO 3a Mpeaessl TeppuTtopuu cyobekra Poccuiickoit denepaunu, B
KOTOpPOM OH IpPOXXHMBAaeT, Ha TEpPpUTOpUIO Jpyroro cyowbekra Poccuiickoit ®enepanuu Ha CpoOK,
MPEBBIIAIOIINN 6 MECSIIEB, WIN B ClIydae H3MEHEHHs MECTa KHUTEIbCTBA TAKOMY OOJIBHOMY Ha3HAYaAKOTCS
JIEKapCTBEHHbIE IIpenaparsl Ha CpPOK IpHeMa He Oosee OAHOrO Mecsla JHO00 OpraHu3yercs
UCTIOJHUTENIbHBIM OpraHoM cyobekta Poccuiickoit ®enepanun B chepe oXpaHbl 37J0pOBbsl 0OecriedeHne
TaKOro 0OJBHOIO JIEKAPCTBEHHBIMU IIpENapaTaMu Ha CPOK MpuemMa He 00Jiee OHOT0 MecsIa.

CBeneHHs 0 TaKOM OOJBHOM IMOJAJIEKAT UCKIIOUYEHHUIO M3 PErHOHAJIbHOrO cerMenTa denepanbHOro
peructpa cyobekrta Poccuiickoit deneparuu, ¢ TEppUTOPUN KOTOPOTO BBIE3KAET OOIBHOM, U nepeaayde (B
TOM 4YHCJE C HUCHOJIb30BaHHEM HMH(OPMAIIMOHHO-KOMMYHHUKAIIMOHHBIX TEXHOJOTH) MCIOJHUTEILHOMY
oprany cyowekra Poccuiickoii @enepannu B chepe 0XpaHbl 310pOBbs, HA TEPPUTOPUIO KOTOPOTO Bhexall
OOJNIbHOM, JUIsI BKIIOYEHUST B pPErHOHAIBHBIA cerMeHT @enepaibHOr0 perucrpa 3TOro cyObekTa
Poccuiickoit ®enepanuu.

Jatoii BKIIOYEHHS CBeIeHUH O OOJILHOM B PETMOHAIBHBIN cerMeHT dDenepalbHOTO pEerucTpa
cyorektoM Poccuiickoit denepainiu, Ha TEPPUTOPHUIO KOTOPOTO BBEXan OONBHOW, SIBISETCS JCHB,
CIEeNYIOIIMNA 3a JHEM HCKJIIOYEHHUs CBEICHMM O HEM U3 PEeruoHalbHOro cermeHTta denepanbHOrO
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(I'I;ec;aggsl%eggez ngDSa)BVITeanTBa P® ot 26.11.2018 N 1416 [IoKyMEHT NpenocTaBnen KoHcynbTanTIioc

"O nopsiAKe opraH13aLmMm obecreyeHns NEKapCTBEHHDL... Aata coxpanerua: 26.01.2026

peructpa cyobekTom Poccuiickoit denepanun, ¢ TEPPUTOPHH KOTOPOTO BbIeXal OOJILHOM.

31. HUcnonuurenbHelii opran cyowbekta Poccuiickoit @exepaunu B cdepe OXpaHbl 310pOBbBs, C
TEPPUTOPUU KOTOPOrO BbleXasl OOJbHOM, mpexacTaBisgeT (B TOM 4YHMCIE C  MCIOJb30BaHUEM
MH(POPMAIMOHHO-KOMMYHUKALMOHHBIX TEXHOJIOTUH) MO 3alpoCy HCIOJHUTEIFHOIO OpraHa cyObekTa
Poccuiickoit ®@enepanun B cdepe OXpaHbl 370pOBbS, HAa TEPPUTOPHIO KOTOPOrO Bbexasl OOJBHOH,
CBEICHUS O KOJMYECTBE JIEKAPCTBEHHBIX IPENapaToB, HA3HAYEHHBIX WJIM OTIIYIIEHHBIX OOJIBHOMY, €ro
3aKOHHOMY MPEJICTaBUTEII0 WM JIMIly, YIOJHOMOYEHHOMY OOJBHBIM WM €r0 3aKOHHBIM
MPEJCTaBUTEIIEM Ha MOJIYYCHUE JICKAPCTBEHHBIX MPEMapaToB, B COOTBETCTBUU C IIYHKTOM 26 HACTOSIIMX
[IpaBu.

YTBEpKACHBI

nocranoBiieHneM [IpaBurenscTBa
Poccuiickoit @enepanuu

oT 26 Hos10pst 2018 1. N 1416

NMPABUJIA
BEOEHUA ®EQEPAJIbHOIO PETUCTPA NUL, BOJIbHbIX TEMO®UITUEMW,
MyKoBuCcUunao3om, rmMnoensAPHbIM HAHU3MOM, BOJIE3HbIO MNOLUE,
3NTOKAYECTBEHHbIMU HOBOOEPA30BAHUAMU NTUM®OUAHOWU, KPOBETBOPHOW
WU POOCTBEHHbIX UM TKAHEW, PACCEAHHbIM CKITIEPO30M,
rEMOJIMTUKO-YPEMUYECKUM CUHOPOMOM, FOHOLLECKUM APTPUTOM
C CUCTEMHbIM HAYAJIOM, MYKOMNMOJIMCAXAPUOO3OM I, Il U VI
TUNOB, ANNACTUYECKOU AHEMUEWU HEYTOYHEHHOM,
HACNEACTBEHHbIM AEPULIUTOM ®AKTOPOB Il (PUBPUHOIEHA),
VII (MABUJIBHOI O), X (CTIOAPTA - MPAY3PA), JIUL NOCHE
TPAHCMJIAHTALIMX OPIFAHOB U (UJTN) TKAHEMX

Crrcok M3MEHSIONUX TOKYMEHTOB
(B pen. [MocranoBnenwii [IpaButenserBa PO ot 27.03.2020 N 344,
otr 26.06.2021 N 1025, ot 15.02.2023 N 229, ot 10.06.2025 N 877)

1. Hacrosimue IIpaBuia ycTaHaBIMBAIOT MOPSIOK BeeHUs: DeaepanbHOro perucTpa Jimil, 00JbHBIX
reMopuiIrei, MYKOBUCIUI030M, TUMO(U3ApHBIM HAHU3MOM, OoJe3Hbio ['ome, 370KauYeCTBEHHBIMU
HOBOOOpa30BaHUAMHU TUM(GOUIHON, KPOBETBOPHOU U POJACTBEHHBIX UM TKaHEH, pacCeSHHBIM CKIEPO30M,
TEMOJIUTUKO-YPEMHUYECKUM  CHHJPOMOM,  IOHOIIECKMM  apTPUTOM C  CHCTEMHBIM  HadajoM,
Mykonosmcaxapuno3om I, II u VI tunos, amnactuyeckoili aHeMueldl HEYTOUYHEHHOM, HACIIEICTBEHHBIM
nepuuroM QaxtopoB Il (pubpunorena), VII (mabunpnoro), X (Crroapra - Ilpayspa), nui mocie
TpaHCIUIAaHTAI[MKM OPraHoB U (WJIN) TKaHEH (Jajiee COOTBETCTBEHHO - OosbHbIe, DefepanbHbId PETUCTD).
(B pen. Ilocranosnenus IIpaButensctBa P® ot 27.03.2020 N 344)

2. Benenne ®@enepanibHOTO PETUCTPA OCYIIECTBISAETCS B CIACAYIOIINX LEIAX:
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MNoctaHosneHue Mpasutenscrea PO ot 26.11.2018 N 1416
(pen. ot 10.06.2025)
"O nopsake opraHu3aumm obecrnedyeHns 1ekapCTBEHHBI...

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 26.01.2026

a) obecrieueHue JIEKapCTBEHHBIMU MpenapaTaMu Uil MEAULUHCKOTO IPUMEHEHUs], BKIIIOUYEHHBIMHU B
yrBepxkacHHbId [IpaButensctBoM Poccuiickoit denepanun IepedyeHb JIEKapCTBEHHBIX IIPENapaTos,
c(OpMHUPOBAHHBIA B YCTAHOBJICHHOM UM IMOpsAKe (Jajnee - JIEKapCTBEHHbIE Ipenaparbl), OOJIbHBIX B
Bo3pacte OT 18 yer u crapiie 3a cyeT OIOKETHBIX aCCUTHOBAHUH, MPETYCMOTPEHHBIX B (erepaIbHOM
OroxeTe MUHUCTEPCTBY 3/paBooxpaHeHus Poccuiickoit deaepanny Ha yka3aHHbIE LENU, a OOJIBHBIX B
Bo3pacte a0 18 mer - 3a cuer OMOJUKETHBIX ACCUTHOBAaHUH, INPEIyCMOTPEHHBIX MUHUCTEPCTBY
3apaBooxpanenusi Poccuiickoit  ®epeparun s DoHga  NOAACPKKH  ACTEH € TSKEIBIMU
KU3HEYTPOXKAIOIIUMU W XPOHHYECKUMH 3a00JeBaHMs, B TOM 4HCIE pPEIKuMH (opdaHHBIMH)
3aboneBanusamu, "Kpyr moOpa". bBrokeTHble acCCUTHOBAHHMS TEPEUUCIAIOTCS  MMHHCTEPCTBOM
3npaBooxpaneHus Poccuiickoit @enepanyu (enepanbHOMY Ka3eHHOMY ydpexaeHuio "denepaabHbIi
LEHTp IJJAaHWPOBAaHUS W OpraHu3alMM JIEKapCTBEHHOro obecnedyeHus rpaxaan" MuHucrepcTBa
3npaBooxpaHeHusi Poccuiickoit ®enepanun (manee - denepanpHblii LEHTP) A8 OpraHU3aLUU U
IIPOBEJICHUS 3aKYIIOK JIEKAPCTBEHHBIX IPENapaToB;

(nm. "a" B pen. [loctanosnenus [IpaBurensctBa PO ot 15.02.2023 N 229)

0) MOHHMTOPHUHI JBIJKEHMsI U yueTa OOJIbHBIX Ha OCHOBAaHUM CBEACHUH, NpPEICTaBIseMbIX
WCTIOJTHUTEbHBIMU OpraHamu cyObpekToB Poccuiickoii @eneparun B chepe 0XpaHbl 310pOBbS;
(B pen. ITocranornenus IpaButenscta PO ot 10.06.2025 N 877)

B) 3¢ (peKkTrBHOE IITAHNPOBAHKE U PACXOAOBaHNE (DUHAHCOBBIX CPE/ICTB, HAIIPABISIEMBIX Ha 3aKYIIKY
HEOOXO/AUMBIX JICKapCTBEHHBIX MPENapaToB Uil 00ecredeHuss UMHU OOJBbHBIX 110 MECTY >KUTENIbCTBA MU
MecTy npeObIBaHus (B CIydae e€Clii CPOK MPEObIBAaHUS MTPEBHIIACT 6 MECSIICB).

3. ®depepanbHblil peructp sBisiercss (enepanbHOil MHGOPMALMOHHON CHUCTEMOMH, coCTosLIed M3
PErHOHAIBHBIX CETMEHTOB, KOTOPBIE Pa3/IEsIIOTCS Ha MOJCETMEHT, COJIepP KAl CBEIEHUS O OOJIbHBIX B
BO3pacte 110 18 jer, 1 nmojxcerMeHT, cojepxaluii cBeieHus 0 O0JIBHBIX B Bo3pacTte oT 18 siet u crapiue, u
coJiepKallieit CBeICHUs, MPETyCMOTPEHHbIE TYHKTOM 9 Hactosimux [Ipasu.

(B pen. [locranoBnenus IlpaBurenscrea PO ot 15.02.2023 N 229)

MunucrepcTBo 3apaBooxpanenus Poccuiickoit denepannn SBISETCS ONEPaTOPOM 3TOM CHUCTEMBI U
obecrieunBaet ee 6ecriepedoiiHoe (HYHKIIMOHHPOBAHUE.

MunuctepcerBo 3apaBooxpaHeHust Poccuiickoit @eneparun obecnieurnBaer depepanbHOMY LEHTPY
u QOoHAY NOAJEPKKU JAETEl C TSHKEJIBIMU KU3HEYTPOKAIOIIMMU U XPOHUYECKUMU 3a00JI€BaHUSMU, B TOM
yucie peakumu (opdanupiMu) 3ad6oneBanusmy, "Kpyr n1o6pa" noctyn k mHbopMaluu, coiepkaiieics B
denepanbHOM PETUCTPE.
(ab3an BBepeH Ilocranosnenuem IlpaButensctBa P® ot 26.06.2021 N 1025; B pen. IlocranoBnenus
ITpaButenscTBa PD ot 15.02.2023 N 229)

4. UcnonuutenbHble opraHbl cyObekToB Poccuiickoit @enepanuu B cdepe oxpaHbl 370POBbs
o0ecreynBalOT BHECEHHE CBEACHUN O OOJBHBIX B PETHOHANbHBIM cerMeHT denepalbHOro perucrpa B
CPOK, HE MPEBBIIAIONUN 5 pabounx mHEH co aHsS oOparieHus: 00JIBHOTO C YCTAaHOBJICHHBIM JHATHO30M B
MEIUIMHCKYIO OpPraHU3alMI0 MO0 MECTY €ro >KUTEIbCTBAa MJIM MECTy NpeObIBaHUS (B ClIydae eCcliM CPOK
npeObIBaHUS MPEBHIIIAET 6 MECSIEB).

(B pen. I[locranoBnenus IlpasurenscrBa PO ot 10.06.2025 N 877)

Bxitouenne B pervoHanbHbI cerMeHT DenepaqbHOr0 perucrpa CBeJIEHUH O OOJbHBIX
OCYILLIECTBISICTCS MEIUIIMHCKONW OpraHM3alueil Mo MecTy MX JKUTENbCTBA WJIM MECTy NpeObIBaHUS (B
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MNoctaHosneHue Mpasutenscrea PO ot 26.11.2018 N 1416
(pen. ot 10.06.2025)
"O nopsake opraHu3aumm obecrnedyeHns 1ekapCTBEHHBI...

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 26.01.2026

cllydae €ciy CpOK MpeObIBaHMs MPEBbIIIAeT 6 MecsleB) HA OCHOBAHUM MEIUIMHCKUX JOKYMEHTOB (X
KONMi) WIM BBIIUCKM M3 HUX, OTPAKAIOUIMX CBEJICHHS 00 YCTAaHOBJICHHOM JWarHo3e u BblOOpe
MEpPOMPUATHI MO JEUEHUIO ManueHTta. BriroyeHue cBefeHU 0 OOJBHBIX C T€MOJIUTUKO-YPEMUUYECKIM
CHUHJIPOMOM, FOHOIIECKHM apTPUTOM C CHCTEMHBIM HadajaoM UM Mykonosmcaxapuao3oMm I, II u VI tumnos
OCYUIECTBJISIETCS. HAa OCHOBAHMM MEIWLMHCKUX JIOKYMEHTOB WJIM HMX KONUM M BBINUCKUM W3 HUX,
OTPaKAIOIIUX CBEJIEHHs 00 YCTAaHOBJIEHHOM JHAarHO3e M BHIOOPE MEPONPUATHH IO JICYCHUIO OOJIBHOTO,
MOJIYYEHHBIX OT (hefepaabHON MEAUIIMHCKOW OpraHU3alliHy.

(8 pen. [locranoBnenus IlpaBurenscrea PO ot 10.06.2025 N 877)

5. PerynupoBaHue OTHOILIEHUH, CBA3aHHBIX ¢ BeleHueM PenepanbHOro perucrpa, OCyIleCTBIsAETCS
B COOTBETCTBHHU C 3aKOHOJATeNbCTBOM Poccuiickoit @enepanuu 06 mHpOpManuu, UHPOPMALUOHHBIX
TEXHOJIOTUSAX U O 3aluTe UH(POpMaIuH.

6. MuHnucrepctBo 3apaBooxpaHeHuss Poccuiickoit ®enepanuu, Penepanbhbiii 1eHTp, DPOHA
HOJICPXKKH JIETeH C TSHKEIBIMH KM3HEYTPOXKAIOIMMHU U XPOHUYECKMMHU 3a00JIeBaHUSIMM, B TOM 4YHCIIE
penkumu (ophaHHbIMH) 3a0oneBanusMH, "Kpyr no0pa" W HCHOTHHUTENBHBIE OpraHbl CYOBEKTOB
Poccuiickoit @enepaunu B chepe oxpaHbl 3J0pOBbS 00€CHEUMBAIOT KOH(PHIECHIMAIBHOCTh CBEICHMH,
coneprkamuxcs B @eepanbHOM PETUCTPE, A TAKKE XPAaHEHHUE U 3aLUTY TaKUX CBEJAECHUN B COOTBETCTBUU
¢ ®enepanbHbIM 3aKk0HOM "O MEepCOHANIBHBIX JAHHBIX .

(8B pen. Ilocranosnenwmii [IpaBurensctBa P® ot 26.06.2021 N 1025, ot 15.02.2023 N 229, ot 10.06.2025
N 877)

7. Pasmemenne uHpopmanuu B DenepanbHOM pErucTpe OCYHISCTBISETCS C MPUMEHEHUEM
YCUJICHHOW KBaTU(UIIMPOBAHHON 3JIEKTPOHHOM MOAMUCH B cOOTBeTCTBUU ¢ DenepanbHbIM 3aKkoHOM "O0
AJIEKTPOHHOU MOAMHCH".

8. d)enepanLHHﬁ PErucTp BCACTCA B JJICKTPOHHOM BHJAC C IIPHUMCHCHUCM aBTOMaTHBHpOBaHHOﬁ
CUCTCMbI IIYTCM BHCCCHHA pGFHCTpOBOﬁ 3alMCu C TPHUCBOCHUCM YHUKAJIbHOT'O HOMCEpPaA pGFHCTPOBOﬁ
3aIllMCHU U YKa3aHUEM J1aThl €€ BHCCCHUA.

[Ipu BHECEeHNH W3MEHEHUMN B CBEJEHUS O OOJHLHOM JIOJKHBI OBITh COXpAHEHBbl YHUKAJIBHBIA HOMED
PETUCTPOBOM 3alIMCH U UCTOPHUSI BHECEHUSI N3MEHEHU .

9. ®enepanbHBIN PETUCTP CONEPHKUT CICTYIONTUE CBEICHUS:

a) CTPaxoBOM HOMEP MHIUBUAYAJIBHOIO JIMIIEBOTO cueTa OOJILHOTO B CHCTEME 00s3aTeNbHOrO
MIEHCMOHHOTO CTpaxoBaHus (MpU HAJINYHH);

0) hbaMumus, UMsI, OTYECTBO OOJLHOTO, a TaKXKe (paMUIIUs, TaHHAS TIPU POKIACHUH;
B) J1aTa pOoXKJIeHUsl OOJIBHOIO;
T') 1oJ1 OOJIBHOTO;

1) aipec MecTa >)KUTEIbCTBA WM MecTa NMpeObIBaHUs (B CIyyae €ClIM CPOK MPEeObIBaHUS MPEBBIIIACT
6 w™ecsneB) OonbHOro (¢ ykazaHueM kojga mo OOmepoccuiickoMy Kiaccu(ukaropy OOBEKTOB
aJIMUHUCTPATHBHO-TEPPUTOPHUATHHOTO JICIICHUS);
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MNoctaHosneHue Mpasutenscrea PO ot 26.11.2018 N 1416
(pen. ot 10.06.2025)
"O nopsake opraHu3aumm obecrnedyeHns 1ekapCTBEHHBI...

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 26.01.2026

€) cepusi U HOMep IMacmopra (CBUIETENbCTBA O POXKACHWU) WU YIOCTOBEPEHHUS JIMYHOCTU
00JIHHOTO, a TAKXKE JJaTa BBIAYM yKa3aHHBIX JOKYMEHTOB;

)K) cepHsi 1 HOMEp ToJIHca 00s3aTEIbHOTO MEAUITMHCKOTO CTPax0OBaHUs O0JILHOTO U HAMMEHOBaHUE
BBIJIABILIEHN €r0 CTPAXOBOW MEAUIMHCKON OpraHu3alnH;

3) uHopManus 00 HHBAIUIHOCTH (B CIIydae yCTAaHOBJICHHS TPYIIIBI HHBAJUIHOCTH HIIA KaTErOpUU
"peOeHoK-uHBAIHL");

M) IuarHo3 3a0ojeBaHMs (COCTOSHMS), BKJIIOYas ero Koj 1Mo MexayHapoIHOW CTaTUCTUYEeCKOU
kinaccuukanuu 0oJie3He M MmpoOiieM, CBS3aHHBIX CO 37J0POBbEM, a TAKXKE JaTa OCMOTpa OOJBHOTO U
JaHHBIC O TUHAMHUKE COCTOSHUS,

K) uHpOpMamMsS O METUIIMHCKOW OpraHu3anuu (HauMEHOBAHHE, OCHOBHOW TOCYIapCTBEHHBIN
pErucTpalMoOHHBI HOMEp, Ko 1o OO0mepoccuiickoMy KiiacCu(UKaTopy NpeanpUsITUid U OpraHu3aluii),
BBIJIABIIICH HaMpaBlicHUE HA BKIIFOUCHUE CBEACHMM 0 O0BHBIX B DenepanbHbId perucTp (HampaBieHUE HA
BHECEHUE M3MEHEHUH B CBeleHMs, coiepxaimuecs B denepanbHOM perucrpe (zajee - HalpaBlIeHUE), a
TaKKe H3BEUICHHWE OO0 WCKIIOUEHUU CBeAeHUUM o OonbHbIXx u3 DenmepanbHOro perucrpa (nmanee -
W3BEIICHUE);

J) nata BKIIIOUEHUS CBEJCHHMI O OOJILHOM W JiaTa BHECEHUS W3MCHCHHUU B CBEICHUS O OOJBHOM B
®denepanbHbIi PETUCTD;

M) nH(pOpMAIHs O Ha3HAYEHUH JIEKaPCTBEHHBIX MIPENapaToB;

H) wuHbopManus 00 OTIyCKe JIeKapCTBEHHBIX TMpenaparoB (gara Hayana oOecreueHus
JICKapCTBCHHBIMU TIperiaparaMu U (aKTUYSCKUH OTITYCK JICKAPCTBEHHBIX MPEIApaToB);

0) JaTa TNpUHATHA peleHuss o0 OKOHYaHMM oOecreueHHsl JIEKApCTBEHHBIMU IIpernapaTtaMu ¢
yKa3aHHeM NpUYUHBI (BbIe3] 3a mpezensl Poccuiickoil denepan Ha TOCTOSIHHOE MECTO KUTEIbCTBA
WIA MECTO IpeObIBaHUs (B Clyyae €ciM CPOK MpeObIBaHMs MPEBBIIIAET 6 MecAlEeB), CMepTh OOJIBHOTO,
OTCYTCTBHME NOKa3aHUM K JajbHeHIIeMy IpUeMY JIEKApCTBEHHOTO IpernapaTa) U O Iepeaaye CBeIeHul B
apxus DenepanbHOrO perucTpa;

1) UHpOpMaIMs O BKIIOYEHHUU OonpHOro B denepanbHbIl perucTp Jvil, MMEIOUIMX IpaBO Ha
MIOJIyYEHUE TOCYJAapCTBEHHONM COLMAJBHOM TIIOMOIIM, W HWHBIE PETUCTPBI, IPELyCMOTPEHHBIE
3akoHoAarenscTBoM Poccuiickoit denepanuu, B 1enax o0ecrieueHus JeKapCTBEHHBIMU MpenapaTtaMu 3a
cueT Or0/pKeTOB OroKeTHOM cuctembl Poccuiickoit denepanuu;

P) YHUKaJIbHBIA HOMEp PErUCTPOBOMN 3aMHCH;

C) BBINKMCKAa M3 MEIUIIMHCKOM JOKyMEHTAlMH OOJBHOTO, CoJeprKallasi CBEJCHHs O Ha3HAUYEeHUH
JIEKapCTBEHHBIX NPENapaToB;
(B pen. [locranoBnenus IlpaBurenscrea P® ot 10.06.2025 N 877)

T) UICTOYHUK (PMHAHCUPOBAHUSI MPUOOPETEHNUS JI€KapCTBEHHBIX MIPENapaToB.
(nm. "1" BBeneH [loctanosnenuem IlpaBurensctBa PO ot 15.02.2023 N 229)

10. B cnyyae ycTaHOBIEHHS JuarfHoza 3a0ojieBaHUS (COCTOSHUS), YKa3aHHOTO B TyHKTe |
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MNoctaHosneHue Mpasutenscrea PO ot 26.11.2018 N 1416
(pen. ot 10.06.2025)
"O nopsake opraHu3aumm obecrnedyeHns 1ekapCTBEHHBI...

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 26.01.2026

nyn

Hactosmux IlpaBwi, WM HM3MEHEHUs CBEICHMM, yKa3aHHBIX B moAmnmyHkrax "a" - "x" mynkra 9
HacTosmux [IpaBui, MEOUIIMHCKUE OPraHU3alldd, B KOTOPBIX OOJIbHBIC HAaXOJSATCS TOJ MEIUIIHHCKUM
HaOllo/IeHueM, B CpOK, He mpeBblaromuii 3 paboumx [HEl co naHA oOpamieHus OOJBHOIO C
YCTAaHOBJIEHHBIM JMArHO30M B MEIUIMHCKYIO OPraHM3alldI0 10 MECTy JKUTEJIbCTBA WM MECTY
npeObIBaHus (B cy4yae ecii CpOK MpeObIBaHUS MPEBBIIIACT 6 MECSIEB), IPEICTABISIIOT B 3JEKTPOHHOM
BUJIC WM Ha OyMa)KHOM HOCHUTENIC HANpaBJICHUS M HM3BEIICHUS B HMCIOIHHUTEIBHBIN OpraH cyObekTa
Poccuiickoit ®enepauuu B chepe oxpaHbl 340pOBbi MO (GoOpME U B IMOPSAIKE, KOTOPHIE YTBEPHKIACHbI
MunucrepcTBoM 31paBooxpanenus Pocculickon @enepanyu.

(B pen. ITocranornenus [IpaButensctBa PO ot 10.06.2025 N 877)

11. Jna 3anojgHEHWs pPETMOHAIBHOrO cerMeHTa @enepalbHOrO perucrpa OpraHu3aluy,
OCYLLIECTBIISIONINE OTIIYCK JIEKAPCTBEHHBIX MPENapaToB, HA3HAYEHHBIX JIEYalllIM BPauyoOM B COOTBETCTBUU
C IIPElyCMOTPEHHBIM MOANYHKTOM "a" myHkTa 2 Hacrosiuux [IpaBun nepeynem, 10 5-ro umcia Kaxxaoro
Mecsila MPeJICTaBIIAI0T B UCIIOJHUTEIbHBIE OpraHbl cyObekToB Poccuiickoit denepanuu B chepe oXpaHbl
3I0pOBbSl B DJJIEKTPOHHOM BHJA€ WIM Ha OyMa)XHOM HOCHUTENE CBEIEHHS OO0 OTMYILIEHHBIX 3a
MPEIIECTBYIOUINA MECsI] JIeKapCTBEHHbBIX IIpenapaTax.

(B pen. [locranosnenus IlpaBurenscrea PO ot 10.06.2025 N 877)

nyn

12. B cnyuae ecnu cBeeHuUs, IpeayCMOTpeHHbIe noanyHkramu "a", "x" u "n" nynkra 9 HacTosimux
[TpaBwi, He MpencTaBiICHBI B MCIIOTHUTEIBHBIC OpraHbl cyObekToB Poccuiickoit denepanuu B chepe
OXpaHbl 3/I0POBbs, YKa3aHHbIE OPraHbl BJIACTH CAMOCTOSITENILHO 3alpallliBAalOT ATH CBEIACHUS B
rOCy/IapCTBCHHBIX BHEOIODKETHBIX (OHIAX.

(B pen. ITocranornenus IpaButenscta PO ot 10.06.2025 N 877)

CBeneHuss o OOJIbHOM (HAmpaBliEHUs, W3BELIECHMS), IPEACTaBIsEMble B JJIEKTPOHHOM BUJIE,
[OJyIeXkKAT 3aBEPEHMIO SJIEKTPOHHOM MOANUCHIO JOJKHOCTHOIO JIMLA UCTIOHUTENIBHOTO OpraHa cyobeKTa
Poccuiickoit @enepanuu B cepe 0XpaHbl 370POBbSI.

(B pen. [locranoBnenus IlpasurenscrBa PO ot 10.06.2025 N 877)

13. B cnyudae Bbie3na O0JIBHOTO 3a mpeneisl Tepputopun Poccuiickoit denepannn Ha MOCTOSTHHOE
MECTO JKUTEIhCTBA WJIM MECTO MpeObIBaHUS (B CiIydae eclid CPOK MpeObIBaHUS MPEBBIIIAET 6 MECAIEB), a
TaKKe B ClIydae CMEpTU OOJILHOTO CBEICHHS O HEM TMOJJIekKAT apXHUBUPOBAHUIO.

YTBepkKIeHBI

nocra”oBieHueM [IpaBurenscTBa
Poccniickoit ®enepanuun

ot 26 Hos0ps 2018 1. N 1416

NEPEYEHb o
YTPATUBLLMX CUMNY AKTOB NPABUTENbCTBA POCCUACKON ®EQEPALIMM

1. Tlocranosnenne IlpaButenpctBa Poccuiickont deaepannu ot 26 nexadps 2011 r. N 1155 "O
3aKyIlKax JIEKQpPCTBEHHBIX TMperapaToB, NpPEeIHA3HAYCHHBIX [UIsI OOECIeYeHHs] JHUI, OOJIBHBIX
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MNoctaHosneHue Mpasutenscrea PO ot 26.11.2018 N 1416
(pen. ot 10.06.2025)
"O nopsake opraHu3aumm obecrnedyeHns 1ekapCTBEHHBI...

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 26.01.2026

remMouaueii, MyKOBUCIUAO30M, TUMOGU3apHBIM HAHU3MOM, OoJie3HbIO [ 'olle, 370KaueCTBEHHBIMU
HOBOOOpa30BaHUSAMU JTUMPOUIHON, KPOBETBOPHON U POJICTBEHHBIX UM TKaHEH, paCCETHHBIM CKJIEPO30M,
JUIl TIOCJIe TpaHCIUTaHTauu opraHoB W (wmm) Tkane" (CoOpaHme 3akoHOmaTeNnbcTBa Poccuiickoi
®enepanun, 2012, N 1, cT. 186).

2. TlocranoBnenue IlpaButensctBa Poccuiickoit deaepanum ot 26 ampens 2012 r. N 404 "O6
yrBepxkacHun [IpaBun Benenus OenepaibHOTO PErucTpa JUIl, OOIHHBIX TeMOPUITHEH, MYKOBUCITHI030M,
runodu3apHbIM HaHU3MOM, OoJe3Hblo ['ormre, 370KkauecTBEHHBIMH HOBOOOpa30BaHUSMU JTUMGOUIHOM,
KPOBETBOPHOW M POJICTBEHHBIX UM TKaHEH, pacCesSHHBIM CKIIEPO30M, JIHI[ IOCJE TPAHCILIAHTAIMH
opranoB ¥ (nin) Tkanei" (Cobpanue 3akoHomarenscTBa Poccuiickoit deneparuu, 2012, N 19, ct. 2429).

3. Ilynkter 176 m 190 u3meneHuii, KoTOpble BHOCATCA B akThl IlpaButenbctBa Poccuiickoii
denepanuu MO BOIpocaM JeATeIbHOCTH MUHHUCTEpPCTBA 3apaBooxpaHeHus Poccuiickoit denepanuu,
YTBEPKACHHBIX NTocTaHoBiIeHHEM [IpaButenbctBa Poccuiickoit @enepanuu ot 4 centaopst 2012 r. N 882
"O BHeceHHMHM U3MEHEHMI B HekoTopble akThl lIpaButensctBa Poccuiickoit denepauuu mo BOIpocam
nesTenbHOCTM  MuHucrtepcTtBa  3ApaBooxpaHeHust  Poccuiickoit  ®enpeparun” (Cobpanue
3akoHoarenbcTBa Poccuiickoit deneparuu, 2012, N 37, ct. 5002).

4. TlocranoBnenue IIpaBurensctBa Poccuiickoit @enepanuu ot 24 ampens 2015 r. N 389 "O
BHECCHHH M3MEHEeHUH B ocTaHoBieHue [IpaButenscTBa Poccuiickoit @enepamnuu ot 26 nexadps 2011 r.
N 1155" (Cobpanme 3akonomarenscTBa Poccuiickoit @enepammm, 2015, N 18, ct. 2709).

5. ITlocranosnenue IlpaButensctBa Poccuiickoit ®enepaunu ot 9 ampens 2016 r. N 288 "O
BHeceHMM u3MeHeHudl B IlpaBuna BeneHuss PenepalbHOTO pETUCTpa JUL, OOJBHBIX I'eMOQUIMEH,
MYKOBHCLIHJI030M, runoduzapHeIM HaHU3MOM, 00J1e3HBIO l'omre, 3JI0KaY€CTBEHHBIMU
HOBOOOPa30BaHUSAMHU JIMM(POUTHON, KPOBETBOPHON M POJCTBEHHBIX UM TKaHEH, PACCESHHBIM CKIIEPO30M,
JUI] TIOCNe TpaHCIUIaHTauuu opranoB u (wim) tkaHei" (CoOpanue 3akoHonatenbcTBa Poccuiickoii
®enepanun, 2016, N 16, ct. 2225).

6. Ilocranosnenue IlpaButensctBa Poccuiickoit ®denepaunu ot 11 aBrycra 2016 r. N 784 "O
BHECEHHH M3MeHeHu# B moctaHoienue [IpaBurtenscTBa Poccuiickoit @eaepanun ot 26 nexkadbps 2011 r.
N 1155" (Cobpanue 3akononatensctBa Poccuiickoit @enepanuu, 2016, N 34, ct. 5242).

7. Tlocranosnenue IlpaButensctBa Poccuiickoit @enepanun ot 17 ampens 2017 r. N 457 "O
BHeceHUHU n3MeHeHuil B [lonoxeHne o0 3aKkymKkax JIEKapCTBEHHBIX MPENaparoB, MpeAHa3HAYEHHBIX IS
oOecrniedyeHuss JUl, OOJbHBIX TremModuiaueil, MyKOBHCIHI030M, TUIIOQU3APHBIM HAHHU3MOM, OOJIE3HBIO
l'ome, 3m0KavyecTBEHHBIMH HOBOOOpPA30BaHUSAMHU IJUM(OUIHON, KPOBETBOPHOM U POJICTBEHHBIX WM
TKaHEH, pacCesHHBIM CKJIEPO30M, JIMI[ TMOCJE€ TpaHCIUIAaHTauu opraHoB W (uiau) TkaHei" (Cobpanue
3akoHoAarenscTBa Poccuiickoit ®enepanun, 2017, N 17, ct. 2577).
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