MNocTtaHoBneHune lMNMpasutenoctea PO ot 26.11.2018 N 1416
(pea. ot 10.06.2025)

"O nopsigke opraHu3aumm obecneveHust nekapCTBeHHbIMM nNpenapaTtamMmm nuu, 60MbHbIX
reMmodunnen, MykoBnCUMA030M, rmnodu3apHbiM HaHU3MOM, 6onesHblo Mowe,
3/10Ka4eCTBEHHbIMM HOBOOOPa30BaHNAMM NMMMMONAHON, KPOBETBOPHON N POACTBEHHbLIX UM
TKaHeN, paccesiHHbIM CKIEPO30M, FEMOJIMTUKO-YPEMUYECKMM CUHAPOMOM, HOHOLLECKUM
apTPUTOM C CUCTEMHBIM Ha4anoM, Mykononucaxapunaosom I, II n VI Tunos, annactmyeckom
aHEMMEN HEYTOUYHEHHOM, HacneaCTBEHHbIM aeduuntom daktopoB II (pmbpuHoreHa), VII
(nabunbHoro), X (CttoapTa - lNpayapa), N1y, nocne TpaHCnaaHTauum opraHoB 1 (Unm)
TKaHER, a TaKKe O NPU3HAHUN YyTPATUBLUMMM CUSTY HEKOTOPbLIX akToB lNpaBuTENbLCTBA
Poccuiickon deaepauun
(BMecTe ¢ "lMpaBunamu opraHu3auumn obecneyeHns nekapCTBEHHbIMM NpenapaTtamm nuu,
60nbHbIX reModunnen, MyKoBnMcUMAO30M, rMNodu3apHbIM HaHU3MOM, 6one3Hbio Mowe,
3/10Ka4eCTBEHHbIMM HOBOOOPa30BaHNAMM NMMMONAHON, KPOBETBOPHON N POACTBEHHbLIX UM
TKaHeN, paccesiHHbIM CK1EPO30M, FEMOJIMTUKO-YPEMUYECKMM CUHAPOMOM, HOHOLLECKUM
apTPUTOM C CUCTEMHBIM Ha4anoMm, Mykononucaxapunaosom I, II n VI Tunos, annactmyeckomn
aHEMMEN HEYTOUYHEHHOM, HacneaCTBEHHbIM aeduuntom daktopos II (pmbpuHoreHa), VII
(nabunbHoro), X (CttoapTa - Npayapa), N1y, nocne TpaHCnaaHTauum opraHos 1 (Unm)
TkaHen", "MpaBunamu BeaeHust deaepanbHOro perncrpa nuu, 6onbHbIX reModunmen,
MYKOBUCLMAO30M, rMNocm3apHbIM HaHNM3MOM, 60M1e3HbI0 MoLLe, 3110KaYeCTBEHHbIMU
HOBOOOpa30BaHMSIMU NMM@ONAHOWN, KPOBETBOPHON N POACTBEHHbLIX MM TKaHEW,
paccesiHHbIM CK1ep030M, reMOSIMTUKO-YPEMUYECKMM CUHAPOMOM, HOHOLIECKUM apTPUTOM C
CUCTEMHbIM HayanomM, Mykononucaxapuao3om I, II n VI TMnoB, annacTMyeckon aHeMUen
HEYTOYHEHHOW, HacneaCTBEHHbIM AedhmumnToM dakTopos II (hnbpuHoreHa), VII
(nabunbHoro), X (CtioapTa - lNpayapa), N1y, nocne TpaHcnaaHTauum opraHos 1 (Unu)
TKkaHen")
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NMPABUTENbCTBO POCCUNCKON ®EQEPALIUN

NMOCTAHOBJIEHUE
oT 26 HOs6ps 2018 r. N 1416

O NOPAAKE
OPIrAHMU3ALUN OBECIEYEHUA NNEKAPCTBEHHbLIMU NMPEMAPATAMU JTUL,
BOJIbHbIX TEMO®PUITUEN, MYKOBUCLUMNAO3OM, TMNOPU3APHBIM HAHU3MOM,
BOJIE3HbIO NOLWE, 3JIOKAHECTBEHHBIMW HOBOOBPA3OBAHUAMU
nmMmoonaHou, KPOBETBOPHOU U POOACTBEHHbBIX UM TKAHEMW,
PACCEAHHbBIM CKINIEPO30M, TEMOJINTUKO-YPEMUYECKUM CUHOAPOMOM,
FOHOLWWECKNUM APTPUTOM C CUCTEMHbIM HAYAJIOM, MYKOMOJIMCAXAPNOO3OM
I, 11U VITUNOB, AMJIACTUHMECKOU AHEMUEW HEYTOYHEHHOMW,
HACNEACTBEHHbIM OE®PULINTOM PAKTOPOB Il (PUBPUHOIEHA),
VII (MABUJTIBHOI O), X (CTIOAPTA - MPAY3PA), JIULl NOCIJIE
TPAHCIMINAHTALWUUN OPFAHOB U (UMW) TKAHEW, A TAKXE
O NMPU3HAHUU YTPATUBLUUMU CUITY HEKOTOPBIX AKTOB
NMPABUTEJNIbCTBA POCCUNCKOU ®EOEPALIUA

CIuCcOK N3MEHSIOMINX IOKYMEHTOB
(B pen. IlocranoBnenwuii [IpaBurenscrea 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 ¢ myHkTOM 21 yactu 2 ctathu 14 u yactamu 7 - 9 cratbu 44 denepanibHOTO
3akoHa "OO ocHOBax OXpaHbl 310poBbsi rpaxkaaHn B Poccuiickoit ®enepamuu" IlpaButenscTBO
Poccuiickoit denepaiiym moCTaHOBIISET:

1. YTBepauTh npuiaracMbie:

[TpaBuna opranu3zanuu o0ecrieyeHNs JeKapCTBEHHBIMU MpernapaTaMu JIML, OOJIBHBIX TeMO(UIHEH,
MYKOBUCIIM/I030M, rUnopu3apHeIM HaHU3MOM, 00J1e3HBI0 I'owre, 3JI0Ka4€CTBEHHBIMU
HOBOOOpPA30BaHUSAMH JTUMQPOUIHON, KPOBETBOPHOH M PpOJCTBEHHBIX UM TKaHEW, pacCesHHBIM
CKJIEPO30M, T'€MOJINTUKO-YPEMHUUECKUM CHHIPOMOM, FOHOIIECKUM apTPUTOM C CHCTEMHBIM HauyajoM,
Mykononrcaxapuao3om I, II u VI tunos, amnactnyeckoil aHeMuell HEYTOYHEHHOM, HACIEACTBEHHBIM
nepunurom ¢daktopoB Il (bubpunorena), VII (mabunmbnoro), X (Crroaprta - Ilpayspa), nuim mocie
TPAHCIUIAHTALIMU OPTaHOB U (WUJIM) TKaHEH;

(8B pen. ocranoBnenus IIpasutenscrBa PO ot 27.03.2020 N 344)

[TpaBuna Benenust denepanbHOTO pPErucTpa I, OONBHBIX TeModuiInen, MYKOBHUCIHIO30M,
runogu3apHbIM HAHU3MOM, O0Jle3HBIO [ ole, 3710Ka4ecCTBEHHBIMH HOBOOOPA30BaHUSIMH JIMM(POUTHOH,
KPOBETBOPHOM M PpOJCTBEHHBIX MM TKaHEH, pacCesHHBIM CKJIEPO30M, TI'€MOJIMTUKO-YPEMHUUYECKUM
CHHJPOMOM, FOHOIIECKUM apTPUTOM C CUCTEMHBIM HauyayioM, Mykonoaucaxapuno3zoMm I, II u VI tunos,
aruIacTUYecKol aHeMHel HEeyTOYHEHHOH, HacienCTBeHHBIM AedurutoM dakropoB Il (ubpunorena),
VII (mabunshoro), X (Crroapra - [Ipayspa), 1uil ociie TpaHCIUIAaHTALUU OPraHoB U (WJIK) TKaHEeH;

(B pen. Locranosnenus IIpaBurenscrBa P® ot 27.03.2020 N 344)

IepeveHb yTpaTUBIIUX cHily akToB [IpaBurenscTBa Poccuiickoit deneparum.
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2.  MunucrepctBy  3apaBooxpaHeHusi  Poccuiickoii  @exepauuu B yCTaHOBJIEHHOM
3aKkoHOAaTenbCTBOM Poccuiickoin denepaunu mnopsake ocyllecTBUTh 3akynky Ha 2019 ronx
JIEKAPCTBEHHBIX IIpernaparoB JUIS [IaTOr€HETUYECKOT O JIeYeHUs L, OO0JIbHBIX
TFEMOJINTUKO-YPEMUYECKUM  CHHIPOMOM,  IOHOUIECKMM  apTPUTOM C  CHCTEMHBIM  HadalloM,
mykonoiucaxapunozom I, II u VI Tunos, BKIIIOUEHHBIX B MEpPEYEHb >KMU3HEHHO HEOOXOAMMBIX U
BAKHEHIINX JIEKAPCTBEHHBIX IIPENIAapaTOB.

2(1). UcrounukoM (hprHAHCUPOBAHUSI OpTaHHU3AIMN OOECTeUeHHUs JeKapCTBEHHBIMH MpenaparaMu
nereil B Bo3pacte 10 18 jer, OONBbHBIX reMOo(uiInei, MyKOBUCIUI030M, THUIIO(QHU3apHBIM HaHU3MOM,
Oone3npto lomie, 370KaYeCTBEHHBIMH HOBOOOPA30BaHUSAMH JHUM(OHMIHOWH, KPOBETBOPHOW H
POJICTBEHHBIX MM TKaHEW, pPACCEIHHBIM CKJIEPO30OM, TI€MOJIMTUKO-YPEMUUYECKHUM CHHIPOMOM,
FOHOIIECKMM apTPUTOM C CHCTEMHBIM HadajaoM, Mykononucaxapugosom I, II wm VI Tumnos,
arIacCTUYEeCKOW aHeMHEW HEYyTOYHEHHOMW, HacieacTBeHHbIM nedunmtoM (daktopoB Il (hubpuHOTreHa),
VII (mabunshoro), X (Crroapta - Ilpayspa), nereit B Bo3pacte A0 18 yieT mocie TpaHCIIAaHTALUU
opraHoB u (mwnu) TkaHedl ¢ 2023 roma sABIAIOTCSA OIOHKETHBIE ACCUTHOBAHMSA, NMPEITyCMOTPEHHBIC B
denepanpbHOM OrokeTe MuHHCTEPCTBY 3apaBooxpaneHusi Poccuiickoit ®enepammu nius Donpja
MOAJEPKKU JETeH ¢ TSKENbIMH KU3HEYTPOXKAIOUIMMH U XPOHUYECKUMH 3a00JIEBaHUSMU, B TOM YHCIIE
peaxumu (opdanubMu) 3a0oneBanusmy, "Kpyr nodpa".

(n. 2(1) BBenen [locranosnenueM [IpaBurensctBa PO ot 15.02.2023 N 229)

3. MunucrepctBy 31apaBooxpaHeHusi Poccuiickoir ®enepanuu  gaBaTh  Pa3bsCHEHUS 10
IIPUMEHEHHUIO MPABWII, YTBEPKICHHBIX HACTOSAIIUM ITIOCTAHOBJIICHUEM.

4. Hacrosiiee nocraHoBiI€HHE BCTynaeT B cuily ¢ 1 ssHBapst 2019 r., 3a uckiitoueHueM myHKTa 2,
KOTOpPBIH BCTyMHaeT B CUIIY CO JHS O(pUIIMAIbHOTO OMYOIMKOBAHUS HACTOSILEr0 IOCTAHOBIJICHUS.

[Ipencenarens [IpaButenbcTBa
Poccuiickoit deneparuu
JA.MEJBEJIEB

YTBepKIACHBI

nocraHoBieHueM [IpaButenbcTBa
Poccuiickoit ®enepanun

ot 26 Hos10ps 2018 1. N 1416

NMPABUIA
OPIrAHMU3ALUN OBECIEYEHUA NNEKAPCTBEHHbLIMU MNMPEMAPATAMU JTUL,
BOJIbHbIX TEMO®PUITUEN, MYKOBUCLUMNAO3OM, TMNOPU3APHBIM HAHU3MOM,
BOJIE3HbIO NOLWE, 3JIOKAHECTBEHHBIMXU HOBOOBPA3OBAHUAMU
nmMMmoonaHou, KPOBETBOPHOU U POOACTBEHHbBIX UM TKAHEMW,
PACCEAHHbBIM CKINIEPO30M, TEMOJINTUKO-YPEMUYECKUM CUHOAPOMOM,
FOHOLWECKUM APTPUTOM C CUCTEMHbIM HAYAJIOM, MYKOMOJIMCAXAPNOO3OM
I, 11K VITUNOB, ATJIACTUHMECKOU AHEMUEWN HEYTOYHEHHOMW,
HACNEACTBEHHbIM OEPULINTOM PAKTOPOB Il (PUBPUHOIEHA),
VIl (TABUNIBHOIO), X (CTIOAPTA - MPAY3PA), NIUL| NMOCIJIE
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TPAHCIMJTAHTALMU OPIFAHOB U (UNTN) TKAHEW

CHucoK N3MEHSIOMINX JOKYMEHTOB
(B pen. Hocranosnenus IIpaBurenscrea P® ot 10.06.2025 N 877)

1. Hacrosmue IlpaBuna ycTaHaBIMBAIOT MOPSJIOK OpPraHU3alMM O0OECIECUYEHUs JHL, OOJNBHBIX
reMouiIneii, MyKOBUCIIUIO30M, TUMO(HU3apHBIM HAHU3MOM, Oose3Hbro ['omie, 370KadyecTBEHHBIMHU
HOBOOOpa30BaHUSAMU JUM(POHUIHON, KPOBETBOPHOM U POJCTBEHHBIX KM TKaHEW, paccestHHbIM
CKJIEPO30M, T'€MOJINTUKO-YPEMUYECKUM CHHIPOMOM, HOHOIIECKUM apTPUTOM C CHUCTEMHBIM HAadajaoM,
Mykononucaxapuao3om I, II u VI tunos, amnactrnyeckoil aHeMueld HEYTOYHEHHOM, HACIEACTBEHHBIM
nepuuutom ¢aktopoB Il (pubpunorena), VII (1adbunbHoro), X (Crroapra - Ilpayspa), nur mocne
TPaHCIUIAHTALlMU OPraHoB M (WiK) TKaHeil (manee - OOJBbHBIC) JIEKAPCTBEHHBIMU MpenapaTaMmy i
MEIULIMHCKOTO TNPUMEHEHHS, TNpeAHAa3HAaYCHHBIMU I JICYCHUS YKa3aHHBIX 3a00JIeBaHUH, 10
yTBepxkaAcHHOMY IIpaButensctBom Poccuiickorn denepanuy NEpEeYHIO JIEKAPCTBEHHBIX IIPENaparoB,
c()OPMHPOBAHHOMY B YCTAHOBJICHHOM MM IOpPSJKE (Jlajiee - JIEKapCTBEHHBIE INpernaparbl), a TaKxkKe
MOPSI0OK U YCIIOBHS IepefayM JIEKApCTBEHHBIX IPEnapaToB B COOCTBEHHOCTh CyOBEKTOB Poccuiickoit
denepauuu.

2. UcrounnkoM (prHAHCUPOBAHUS OpraHM3alUuM oOecredeHus OOJBHBIX B Bo3pacTe OT 18 jer u
CTapIle JEKapCTBEHHBIMH IperapaTaMu SIBISIOTCS OIO/KETHBIE ACCHUTHOBAHUS, MPEAYCMOTPEHHBIC B
denepanpbHOM OroKeTe MUHHCTEPCTBY 37ApaBooxpaHeHus Poccuiickoii Denepanuu Ha yKa3aHHBIS
TEJIH.

Hcrounnkom ¢GuHAHCUPOBAHUS OpraHU3aIMU oOecredeHus: OOJBHBIX B BoO3pacte 10 18 et
JMEKapCTBEHHBIMU  TIpermapaTaMu  SBISIOTCS  OIO/DKETHBIE  aCCHTHOBAHHS,  MPEIyCMOTpPEHHBIE
MunucrepctBy 3apaBooxpanenus Poccuiickoit @enepannu st oHa NTOANEPKKU IETEN € TAKEIBIMU
KUZHEYTPOKAIOMIMMH ¥ XPOHHUYECKHMMH 3a00JCBaHUSAMH, B TOM 4HCIEe peAKUMH (ophaHHBIMH)
3aboneBanusmy, "Kpyr nqobpa”.

Opranu3anus M OCYLIECTBJICHHE 3aKyNOK JIEKAPCTBEHHBIX IIPENapaToB 00ECIEeYUBAIOTCSA
(benepanbHbIM Ka3eHHBIM yupexaeHueMm "denepanbHblii LEHTp IUIAHUPOBAHHUA U OpraHU3aLUU
JIeKapCTBEHHOTO olecrnieueHus TpakaaH" MuHucTepcTBa 3apaBooxpaHeHus Poccuiickoit ®enepanuu
(nanee - @enepalibHbII LEHTP) B NpEaeiax JOBEIEHHBIX 10 HET0 MUHHUCTEPCTBOM 3/IpaBOOXPAHEHUS
Poccuiickoii @enepanuy TMMUTOB OI0/PKETHBIX 0053aTEIbCTB.

MunuctepcTBO 31paBooxpanenus Poccuiickoit deneparnu He mo3aHee 1 mMapra TEKyIIero rojaa
nH(OPMUPYET HCIIOIHUTENbHBIE OpraHbl cyObekToB Poccuiickoii @enepanuu B cdepe oxpaHbl
3I0pOBbsSl O IUIAHUPYEMBIX UM IpeAeibHbIX 00BbeMax OMOJKETHBIX ACCUIHOBAaHMM Ha OuepeqHOMN
(UHAHCOBBI TOJl, pacCUMTaHHBIX MUHHMCTEPCTBOM 3apaBooxpaHeHus Poccuiickoit denepanuu Ha
OCHOBAHUU CBEACHUH, MpeAcTaBiIsieMbIX 10 15 ¢eBpansa tekymero roga denepanbHbIM LIEHTPOM, C
YUETOM YHCIIEHHOCTH OOJIBHBIX M CPEeTHET0 0ObeMa OI0/PKETHBIX aCCUTHOBAHUH 3a 3 (PMHAHCOBBIX T0Ja,
MPeLIECTBYIOIUX TeKyIeMy (PMHAHCOBOMY TOAy.

3. IlpaBo OonpHOrOo Ha oOecHeYeHUe JIEKAPCTBEHHBIMU IIpernapaTaMyd BO3ZHUKACT CO JIHS
BKJIIOYEHHsI CBEIEHUI O HEM B peruoHanbHbll cerMeHT denepalbHOro perucrpa Jul, OOJIBHBIX
reModuineil, MyKOBUCIUIO30M, THUMO(U3apHBIM HAHU3MOM, Oose3Hbto ['omre, 370KadecTBEHHBIMHU
HOBOOOPA30BaHUSAMHM JTUMQPOUIHON, KPOBETBOPHON M PpOJCTBEHHBIX UM TKaHEW, paccesHHBIM
CKJIEPO30M, T€MOJIUTUKO-YPEMHUUYECKUM CHUHIPOMOM, FOHOIIECKMM apTPUTOM C CHUCTEMHBIM HAdalioM,
Mykononcaxapuno3om I, II u VI tunos, ammactnyeckoil aHeMueld HEYTOYHEHHOM, HACIEACTBEHHBIM
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nepuuutom ¢aktopoB Il (pubpunorena), VII (1abunbHoro), X (Crroapra - Ilpayspa), nur mocne
TPaHCIUIAHTALIMU OPraHoB U (WiIK) TKaHel (Janee - PenepanbHbI perucTp).

Jara BriroueHus: OOJBHOTO B PErHOHANBHBIA cerMeHT dDenepanbHOro perucrpa (UKCUpyeTcs
JeJalyM BpadyoM B MEIMLIHMHCKOM KapTe NAlWEHTa, IOJYy4Yarollero MEIWIHHCKYK IIOMOLIb B
aMOyJIaTOPHBIX YCITOBHUSX.

4. Opranuzanus obecrieueHuss DeepanbHBIM IIEHTPOM 32 CUET CPEACTB (eepaabHOTO OOHKeTa
OOJIBHBIX JIEKAPCTBEHHBIMHU MpenapaTraMu OCYIIECTBISETCS B COOTBETCTBUHU C TMOPSAIKAMHU OKa3aHUS
MEIMIIMHCKON TOMOIIH, YTBEPKIAEHHBIMU MuHHCTEPCTBOM 3/1paBooxpaneHus Poccuiickont denepanuu,
C YYETOM CTaHAAPTOB MEIULIMHCKOW MOMOILH U HAa OCHOBE KIIMHUYECKUX PEKOMEHIALINMN.

5. B memsx TOCTaBKM JIEKApCTBEHHBIX NPENapaTOB HCIIOJHUTEIBFHBIE OpraHbl CyOBEKTOB
Poccuiickoit ®enepanun B cepe OXpaHbl 3A0POBBS ONPEACISIOT PACIOJIOKEHHBIE B CYOBEKTax
Poccuiickoit @deaepanuu opranu3aiyiy, UMEIOIIUE JIULIEH3UI0 Ha OCYIECTBICHUE MEIUIIMHCKON U (MIIH)
(hapmalleBTHUECKON NeATeIbHOCTH M YIOJIHOMOYEHHBbIE Ha TOJy4YeHHE JIEeKapCTBEHHBIX IMpEnapaTroB
(manee - opraHU3aIMH-TIOTYIATEIH).

MunucrepcTBo 3apaBooxpaHeHusi Poccuiickori Denepanuu UHOOPMHPYET HCIIOTHUTEIHHBIC
opransl cy0ObpekToB Poccuiickoii @eneparnun B chepe 0XpaHbl 3710pOBbSI O BO3SMOXXHOCTH MTPEICTABICHHS
He mo3gHee 15 ampens Tekymero roga B DenepandbHBIN IIEHTP TPEABAPUTEIBHBIX 3asBOK 03
COrJIaCOBaHUs, IPELYCMOTPEHHOTO ITYHKTOM 6 HacTosiuux [IpaBui.

@denepanbHbIl LEHTP € YYETOM NpeABapUTENbHBIX OO0BEMOB JIEKAPCTBEHHBIX IpenapaToB,
OTIpEJICIEHHBIX HAa OCHOBAHMHU TMPEJICTABICHHBIX B COOTBETCTBUU C a03alleM BTOPBIM HACTOSIIETO
IyHKTa [PEIBAapUTENbHBIX 3asBOK, HANpaBiseT I[POU3BOAUTENAM M  (MJIM) IOCTaBLIMKaM
JIEKapCTBEHHBIX MPENapaToB 3alpoChl C LEIbI0 ONPEAETICHHs] BO3MOXHOCTU MPOU3BOACTBA U MOCTAaBKU
JIEKapCTBEHHBIX MPENapaToB, a TAKKEe UX CTOUMOCTHU U He Mo3JHee | Mas TeKyILIero roja npeacTaBiseT
B MunucrepcTtBo 3apaBooxpaHeHus Poccuiickoit @enepanun CBOJHYIO MH(OpMAIMIO, B TOM YHCIIE
IIPESYCMOTPEHHYIO HACTOSALINM ab3aleM.

6. MunucrepctBo 31paBooxpaHenus Poccuiickoit denepannu He nozaHee 1 vrons TEKyLEro rojaa
nHGOPMHPYET HCIOJIHUTENbHBIE OpraHbl cyObekToB Poccuiickoir ®Penepauuu B chepe oOXpaHbl
3/I0pOBbsl O BO3MOXKHOCTH IpencTaBieHuss B DenepanbHblil LIeHTp He mo3jaHee 20 aBrycra TEKyILIero
roja COTJaCOBAHHBIX TEeppUTOpHATIBLHBIMU opraHamMu denepanbHoil ciy’)kObl MO HaA30py B cdepe
3JIpaBOOXPAaHEHMs 3asiBOK HA IIOCTaBKY JIEKAPCTBEHHBIX IIPENAapaToB Ha ouepeHON (PMHAHCOBBIN IO 110

opMe, YyTBepKIeHHO MUuHUCTepCTBOM 3ApaBooxpanenus Poccuiickoit @enepanuu (ganee - 3asiBKU),
C TPWIOKEHHEM OOOCHOBAaHMI 1O O00bEMy C YYeTOM HMEIOIIUXCS OCTAaTKOB JIEKAPCTBEHHBIX
IIpenapaToB, a TAKKe [IepeyHs OpraHUu3alui-I1I0TydaTesnei.

[TorpebHOCT, (00BEM MOCTaBKM) B JIEKAPCTBEHHOM Ipenapare OIpeAesseTcss € Y4YeToM
CTaHJapTOB MeJIHHHHCKOﬁ IIOMOIIIN M HAa OCHOBEC KIIMHHUYECCKHUX peKOMeHJIaHPIfI UCcxoas u3 eKeMeCIIHON
(bakTHuecKkoil moTpeOGHOCTH OOJBHBIX B JEKApCTBEHHBIX MpernapaTax B COOTBETCTBUHM CO CBEICHUSIMU
peruoHanbHOr0 cerMeHTa @enepanbHOTO perucrpa U HEOOXOAMMOCTH (OPMHMPOBAHHUS 3araca
JIEKapCTBEHHOI' 0 Ipernapara Ha 15 mecsies.

7. CormnacoBaHue 3asBOK OCYIIECTBISICTCS TEPPUTOPUAIBHBIMU OopraHamu DenepanbHON CITy>KObI
0 HAI30py B cdepe 3IpaBOOXpaHEHHUS B CPOK, HE mMpeBblmaronmii 10 paboumx mHEW co THS WX
MOCTYIUIEHHUS OT HCIOJHUTENbHbIX OpraHoB cyOwnekToB Poccuiickoit ®enepanuu B cdepe oxpaHbl
3I0pOBbsI, B 4YaCTH KOPPEKTHOCTHM BHECCHMsI CBEIEHUMM O TEKyLIMX OCTaTKaX JIEKapCTBEHHBIX
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npenapaToB NOCPEACTBOM CUCTEMbI MOHUTOPHUHI'A AIBUKCHUS JICKAPCTBCHHBIX IIPCIIAPATOB.

8. denepanbHBI LEHTP paccMaTpUBaeT 3asgBKM Ha COOTBETCTBUE YCTaHOBJIEHHOW (opme,
yTBEpKICHHOM MuHucrepctBoM  3apaBooxpaHeHust  Poccuiickon  ®@enepauuu, Ha  IpeaMmer
00OCHOBAaHHOCTH  3asIBJICHHBIX OOBEMOB JIEKAPCTBEHHBIX IPEMapaToB, KOppEeKTUpyeT (mpu
HEOOXOIMMOCTH) U COTJIACOBBIBACT UX.

He nozanee 15 cents10ps Texymero roga deaepaibHblii HEHTP NPEACTABISET 3asiBKM B KOMUCCHIO
MunucrepcTBa 31paBooxpaHeHuss Poccuiickoit depepanuu Mo paccMOTPEHHMIO 3asBOK (lanee -
KOMHCCHSI) Ul MX PpacCMOTpeHHs ¢ ydacTHeM npezactaButeneil PenepanbHoro nentpa, PoHna
MOJICPXKKH JIETeH C TSHKEIBIMU JKU3HEYTPOXKAIOLIMMH U XPOHHUECKUMH 3a00JICBaHUSIMU, B TOM YHUCIIE
penkumu (opdanuasiMu) 3aboneBanmsmu, "Kpyr moOpa", HCHOTHHUTENBHBIX OPraHOB CyOBEKTOB
Poccuiickoit ®Denepanmn B chepe OXpaHbBl 370pOBbS (B TOM 4YHCIE€ C HCIOJIb30BAHHEM
MH(POPMALMOHHO-TEIEKOMMYHUKAIMOHHBIX TEXHOJIOIMH) Ha IMpeaMeT OOOCHOBAHHOCTH 3asiBIECHHBIX
00BbEMOB JIEKAPCTBEHHBIX MPENapaTroB, MX KOPPEKTHUPOBKM NPU HEOOXOAWMOCTH U YTBEPIKICHHS
00BEMOB MOCTABOK JIEKAPCTBEHHBIX IpenaparoB. [lonokeHre 0 KOMUCCUU M €€ COCTaB yTBEP)KIAIOTCS
MunucrepcrBoM 31paBooxpanenus Poccuiickoit denepanuu.

PaccmoTpenue 3asBOK, YTBEpKIECHHE OOBEMOB IIOCTABOK JICKAPCTBEHHBIX MIPEMapaToB U
npeAcTtaBieHne B DeaepanbHBIl  IIEHTP CBEACHUN 00 yTBEPXKICHHBIX O0BEMax TOCTABOK
JIEKAPCTBEHHBIX MPENApaToOB OCYILIECTBISAIOTCS KomMuccuend B TeueHue 30 KalleHJapHbIX AHEH CO JHS
nocryruieHus 3asBok ot PenepanpHoro ueHrpa. [Ipu paccMoTpeHnn 3asiBOK KOMUCCUEN YUYUTHIBAECTCS
W3MEHEHHE YHCICHHOCTH OOJBHBIX, KOTOPOE MPOU3OIIIO B TEKYIIIEM IOy .

YTBepxkieHue 00BEMOB TMOCTAaBOK JIEKAPCTBEHHBIX NPENapaToB OCYIIECTBISETCS KOMHCCHEH C
y4eToM HH(OpMalUM, NPEICTaBICHHON NPOU3BOAUTENSIMU U (WJIM) MOCTAaBIIMKAMH JIEKaPCTBEHHBIX
IpernapaToB B COOTBETCTBUU € a03alieM TpeThbUM IyHKTa 5 Hactosmux [IpaBun B @enepanbHblil HEHTP,
0 BO3MOXXHOCTH IIPOU3BOACTBA U NIOCTABKH JIEKAPCTBEHHBIX IIPENIAPaTOB.

Cenenusi 00 YTBEpXKACHHBIX KOMHCCHEW 0O0bEMax IOCTaBOK JIEKApPCTBEHHBIX MpenapaTroB
HampaBisAOTess  DenepalibHBIM  [IEHTPOM B WCIOJNHUTENBHBIE OpraHbl CyObekToB Poccuiickoit
@denepanyn B chepe oXpaHbl 310POBbsI B TeUCHHE 3 paOOUYUX JHEH CO JHS MOCTYIUICHHUS CBEICHUH OT
KOMHCCHH.

9. OOpeM MOCTaBOK JIEKAPCTBEHHBIX MpernapaToB (opMUpyeTcss B Ipejaenax OroIKeTHBIX
ACCUTHOBAaHWM, IPEAyCMOTPEHHBIX B (QenepaJbHOM 3akoHe O (QenepanbHOM OrojkeTe Ha
COOTBETCTBYIOLMI (DUHAHCOBBIA TOX M IUIAHOBBIA NMEPHOA, M JUMUTOB OIOJKETHBIX O00S3aTENbCTB,
JIOBEJICHHBIX B YCTAHOBJIEHHOM Nopsifike 10 MuHKcTepcTBa 3apaBooxpaHeHus Poccuiickoi denepannn
Ha 3aKyIIKY JIEKAPCTBEHHBIX IIPENapaToB.

10. B cOOTBETCTBUU C YTBEPKICHHBIMH OOBEMaMH TIOCTABOK JIEKAPCTBEHHBIX IIPENapaToB
®enepalbHbId LEHTP B YCTAaHOBJIEHHOM 3aKOHOJATENbCTBOM Poccuiickoit ®Deaepanuu Mopsiake
OCYIIIECTBIISICT 3aKYIIKY JICKAPCTBEHHBIX MpenapaTos.

11. TlocTaBIIMKM JIEKAPCTBEHHBIX IIPEMApaTOB, OINpPEAEIEHHBIE B  COOTBETCTBUU  C
3akoHoJaTeabcTBOM Poccuiickoit deneparyu, npeactapisioT B DepepanbHblil HEHTP 0OPMIICHHBIE B
YCTQHOBJICHHOM TOPSAIKE JOKYMEHTHI, TOATBEP)KAAIOIINE (PaKT IMOIydeHHs JIEKaPCTBEHHBIX MPENapaToB
OpraHU3aALMAMU-TIONYYaTeIAMH, B TOM YHCJIE HAKJIAJHBIE W AKThl NPUEMa-NEepPeadn JIEKAPCTBEHHBIX
IIPETapaToB.
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12. IIpaBo cobcTtBeHHOCTH CcyOBekTOB Poccuiickoil denepannu Ha JeKapCTBEHHbIE MpPENaparsl,
IIOJIyYE€HHbIE OpraHU3aLUAMU-NIOIY4YaTeNsIMU B COOTBETCTBMM C INyHKTOM 11 Hactosmux Ilpaswi,
BO3HUKACT Ha OCHOBAaHMM JOKYMEHTOB, THOATBEPKIAIOMINUX (aKT TOIYUYECHHUS JIEKAPCTBEHHBIX
MIpernapaToB OpraHu3alusIMU-TI0TyYaTeNIMU.

13. ®enepanbHbIl LEHTP W HUCHOJIHUTENbHBIE OpraHbl cyOwbekToB Poccuiickoit denepauuu,
OIIpEJICJIEHHbIE  BBICHIMMHU  JOJDKHOCTHBIMM — JUIAMU  cyObekToB  Poccuiickoit ~ denepanuu
(mpencenarenssMu BBICHIMX HCIIOJHUTEIbHBIX OpraHoB cyObekToB Poccuiickoit denepanuu) (nanee -
YIOJIHOMOYEHHBIE OPIaHbl), €XEMECSIYHO OCYIIECTBISAIOT Ha OCHOBAHMM M3BEIIECHUMN, HAIPABIIIEMBIX
YIOJHOMOYEHHBIMA oOpraHamMu B @DefepanbHbIi LEHTP, CBEPKY JIEKAPCTBEHHBIX IIPENApaToB,
ITOJIYYEHHBIX OpPraHU3aLUAMU-TI0JIy9aTEeIIIMH.

14. Opranuzanuu-nosy4aTesd NPUHAMAKOT JIEKAPCTBEHHBIE MpENapaTbl HA y4eT B TEYeHHE 2
pabouux JHEH CO JAHA MX MOJYYEHHs OT IOCTABLIMKOB JIEKAPCTBEHHBIX MPENapaToB, 00€CIEYUBAIOT UX
COXPAHHOCTb M LIEJIEBOE UCIIOJIb30BaHUE.

15. Ilpu HamM4Yuu SKOHOMHUM OOJDKETHBIX CpPEACTB, MOJMy4yeHHOH denepanbHBIM LIEHTPOM NpPHU
OCYIIECTBJIEHUM 3aKYIIOK JIEKAPCTBEHHBIX IPENaparoB B COOTBETCTBMM C IyHKTOM 10 HacTosmmx
[IpaBun, MunuctepcTBo 3apaBooxpaHeHust Poccuiickoit ®exepanuu He mno3aHee | ampens
(uHAHCOBOTO T0/a, MOTPEOHOCTH B JIEKAPCTBEHHBIX IIpernapaTax Ha KOTOpBIM oOecreunBanach
IIOCPEJICTBOM OCYILECTBIICHHS YKa3aHHBIX 3aKYIIOK, HHPOPMHUPYET UCIIOJIHUTEIbHBIE OPraHbl CyObEKTOB
Poccuiickoit ®denepanyu B cdepe oxpaHbl 30pOBbS O pa3Mepe IMOJyYeHHOH SKOHOMHHM B LENAX
IIPEICTABICHMSI JOTIOJIHUTEIbHBIX 3asBOK M O BO3MOXHOCTH MX NIPEICTaBlIeHUs He no3aHee 10 ampens
yKa3aHHOTO (pMHAHCOBOTO rojia B depepanbHblil HEHTD.

QenepanbHblii eHTp He mosgHee 20 ampenst yka3aHHOTO (PMHAHCOBOTO Toja paccMaTpPHUBAET
3asBKM, yKa3aHHble B a03alle MEepBOM HACTOSLIETO IIYHKTA, KOPPEKTHPYET OTU 3adBKU (Tpu
HEOOXO/JMMOCTH), COIJIaCOBBIBAET MX C MCIOJHUTEIbHBIMM OpraHamMu cyO0bekToB Poccuiickoit
®eneparyn B cepe OXpaHbl 3J0POBbs U HAIMIPABISAET B KOMHUCCHUIO.

PaccmoTpenue 3asiBOK, yka3aHHBIX B a03alle MEpBOM HACTOSIIETO MyHKTa, YTBEPKICHHE 00bEMOB
MIOCTAaBOK JIEKAPCTBEHHBIX IpENapaToB M IpenacTaBieHue B DenepanbHbI LEHTP CBEACHUH 00
YTBEPKICHHBIX 00BEMaxX IOCTABOK JICKAPCTBEHHBIX TIPEMApaToB OCYIICCTBISIOTCS KOMHCCHEH B
TeueHne 10 KaJeHAapHBIX JHEWU CO JHS MPEJICTABICHUS TaKUX 3asBOK DeaepaibHbIM IIEHTPOM.

CBCI[GHI/IH 00 YTBCPKACHHBIX KOMHCCHEH 00beMax IIO0CTaBOK JICKApCTBCHHEBIX IIPCIiapaToB
HaIpaBJIAOTCA CDC,Z[CpaJ'IBHBIM HOCHTPOM  HCIHOJHHUTCIBHBIM  OpraHaM CY6’BCKTOB Poccuiickoit
qbeﬂepam/m B C(I)epe OXpaHbl 3J0POBbS B TCUCHHUC 3 pa60q1/1X JHEH co IHA IMOCTYIUICHU A CBEJICHUI OT
KOMUCCHH.

3akynka JIEKapCTBEHHBIX IMpenapaToB M WX Iepefadya OCYIIECTBISIOTCS B COOTBETCTBHH C
nyHktamu 10 - 14 Hacrosmux [Ipasu.

16. B ciiyyae BKJIIOYEHHS JIEKAPCTBEHHOrO Ipenapara B IEpPeUYeHb JEKAPCTBEHHBIX IIPENaparos,
yKa3zaHHbIM B myHKTe | Hacrosimux [lpaBun, He mo3gHee 1 mas (UHAHCOBOTO ToAa, MOTPEOHOCTH B
JICKapCTBEHHBIX TIpernaparax Ha KOTOpbI obecreunBaiach MOCPEACTBOM OCYIIECTBICHHS 3aKyTOK,
yKazaHHbIX B nyHKTe 10 Hactosmux IlpaBui, B CBSI3M C W3MEHEHHUEM CXEM JIEUEHHs OOJIbHBIX
WCTIOJTHUTENbHBIE OpraHbl cyObekToB Poccuiickoit ®denepanmmu B cdepe oXxpaHbl 3M0POBBS BIIpPaBE
npeAcTaBuTh B DenepaibHBIA MEeHTp He mo3nHee 20 mas yka3aHHOTO (PMHAHCOBOTO Tojia 3asBKU B
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OTHOIICHHHU TAKOI'O JICKAPCTBCHHOI'O IIpCIIapara.

®enepanbHbIi HEeHTp He no3aHee 30 Mas yKa3aHHOTO (PMHAHCOBOTO I'OJla PacCMaTpUBAET 3asBKH,
yKa3aHHbIE B a03alle MepBOM HACTOSIIETO IyHKTa, KOPPEKTUPYET ATU 3asBKU (IIPU HEOOXOIMMOCTH),
COTJIACOBBIBAET WX C HCIOJHUTEIBHBIMH oOpraHamu cyOwbekToB Poccuiickoit ®epepanun B cdepe
OXpaHbI 37I0POBbs U HAIIPABJISIET B KOMUCCHIO.

PaCCMOTpeHI/Ie 3as4BOK, YKa3aHHBIX B 36331_16 IEPBOM HACTOALICIO IIYHKTA, YTBCPXKIACHUC 00BEMOB
MOCTABOK JICKAPCTBCHHBIX IIPCIIAPATOB U MNPCACTABICHUC B q)eﬂepaJIBHHﬁ LOCHTP CBeJACHUM 00
YTBCPIKIACHHBIX o0beMax IOCTABOK JICKApCTBCHHBIX MPCHIapaTOB OCYHICCTBIAIOTCA KOMMCCHEN B
teueHue 10 KaJICHAAPHBIX JHEH CO JHS MMPpEaACTaBJICHHUA TAKHUX 3adBOK CDe;[epaanLIM LHCHTPOM.

CeneHusi 00 YTBEpXKACHHBIX KOMHCCHEH 00bEMax IIOCTaBOK JIEKApCTBEHHBIX IpenaparoB
HampaBisAoTcs  DenepaibHBIM  LEHTPOM B HCIOJHUTENbHbIE OpraHbl CcyObekToB Poccuiickoit
®enepanun B chepe oxXpaHbl 310pOBbs B TeueHHe 3 pabouux JHEH CO AHA MOCTYIJIEHUS CBEIECHUI OT
KOMUCCHH.

3aKynka JIEKapCTBEHHBIX IIpENapaToB M HX Ieperada OCYLIECTBIIIOTCS B COOTBETCTBHM C
nyHkTamu 10 - 14 nacrosmux [Tpasui.

17. denepanpHblil LEHTP B YCTAaHOBJIEHHOM MUHHCTEPCTBOM 31apaBOOXpaHeHUs Poccuiickon
denepanyy OOPSAIKE OCYLIECTBISIET MOHUTOPWHI JBVKEHUS M y4yeTa JIEKapCTBEHHBIX IPENAapaToB B
cyobekrax Poccuiickoit denepanyy, J0BOAUT 10 CBEIEHHS YIOJHOMOUYEHHbBIX OPIaHOB MOJTY4YEHHBIE MO
pe3ysibTaTaM MOHUTOPHHIA JAHHBIE, B TOM YUCIIE CBEIEHUS O HOMEHKJIAType, KOJIMYECTBE U CTOUMOCTH
JICKapCTBEHHBIX IpernapaTroB, 00 OTCYTCTBUU MOTPEOHOCTH B OTAEIBHBIX JIEKAPCTBEHHBIX MpenapaTax
au00 O TOSBJICHUU JOIOJHUTEIHHOH MOTPeOHOCTH B JIEKAPCTBEHHBIX IIpenapaTax B CBS3U C
u3MeHeHneM B cyObekTe Poccuiickoii ®denepaunu YUCIEHHOCTH OOJBHBIX, HM3MEHEHMSIMH B
Ha3HAYCHUSIX JIEYAllUMU BpadyaMu JICKapCTBEHHBIX IpEnaparoB OOJbHBIM M  COIJIACOBBIBAET
nepepacipeaesieHle JeKapCTBEHHbIX IpenapaToB Mex 1y cyobekramu Poccuiickoit denepanuu.

18. Ilepemaua nekapcTBEHHBIX MpemapaToB OHUM cyObekToMm Poccuiickoit ®enepanuu B
COOCTBEHHOCTh Jpyroro cyowekra Poccuiickoii Denepaiyii OCYIIECTBISIETCS Ha OCHOBAaHWUHU aKTa
npueMa-nepenaun. PenepanbHbIl LEHTP YBEAOMIIIETCA O Iepefade JICKapCTBEHHBIX IIpEnaparoB B
TeyeHre 10 KaneHJapHBIX JAHEW TOCJIe MOJANUCAHUS aKTa MNpHeMa-Nepetayd YIMOJTHOMOYEHHBIMU
OpraHaMu.

19. B cnydae BwisiBIeHHST B cyObekTax Poccuiickoit demepaiuu OCTaTKOB JIEKapCTBEHHBIX
MpemnapaToB, OOeCMeYuBaIONIUX TMOTPEOHOCTh B HUX MeHee ueM Ha 00 KaJdeHIapHBIX JIHEH,
@denepanbHblii UEHTP NPUHUMAET MEPbl MO OCYIIECTBIECHUIO TMEPBOOYEPETHON TMOCTaBKH UM
JIEKapCTBEHHBIX MPEMApaTOB IyTEM HHPOPMHUPOBAHUS COOTBETCTBYOIINX TOCTABIIHKOB.

B cnyuae BwisiBIeHuss B cyObektax Poccuiickoit ®enepanuu OCTaTKOB JIEKapCTBEHHBIX
MpernapaToB, 00ECIeUNBAIOIINX MOTPEOHOCTh B HUX MeHee yeM Ha 30 kajneHaapHbIX JHEl u Oosee ueM
Ha 120 kaneHmapHbIX nHel, DenepalibHBIA LEHTP YBEAOMIIIET HCIOJHUTEIBHBIE OPraHbl CYOBEKTOB
Poccuiickoit ®eneparuun B cdepe OXpaHbl 3J0POBbS O HEOOXOJUMOCTH TepepacrpeesieHus
JIEKapCTBEHHBIX MTPENAPATOB.

Y1I0JIHOMOYEHHbBIE opraHbl B TCUYCHUC 7 pa6oq1/1x IIHeﬁ C MOMCHTA IOJYy4YCHHA YBCIAOMIJICHUA
OCYHICCTBJIAIOT MOATOTOBKY aKTa NpueMa-rnepcaalu.
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20. ®unaHcoBoe obecredyeHUe 3aTpaT Ha TPAHCIOPTUPOBKY JIEKAPCTBEHHBIX IPENapaToB,
yKa3aHHbIX B nyHKTax 18 wu 19 Hactoamux IlpaBui, ocymiecTBisercs 3a CYET CPEICTB
YIOJIHOMOYEHHBIX OpPraHOB, KOTOPBIM IIEPEIAIOTCS JIEKAPCTBEHHBIE ITPENapaThl.

21. B cnywae ¢opmMupoBaHHsS OCTaTKOB JIEKaPCTBEHHBIX MPENapaTroB, MPEBBIIIAIOIINX
MoTpeOHOCTh B HUX, I oOecrieueHrs OO0JMBHBIX B Bo3pacte 10 18 ser ymmbo ot 18 ser u crapmie 10
OUYEepEeHOM MOCTaBKU COOTBETCTBYIOIIETO JIEKAPCTBEHHOr'O Ipenapara B COOTBETCTBUU C YCIOBUSIMHU
rOCy/IapCTBEHHBIX KOHTPAKTOB, 3akiItoueHHBbIX @DenepanbHbIM I[EHTPOM, OpraHH3alUsA-TOoIydYaTelb
BIIpaB€ MCIIOJIb30BaTh JICKAPCTBEHHbIE IMpenapaThl, MPUOOpPETEHHbIE 3a CYET MCTOYHHMKA
(¢buHaHCHpPOBaHMS, YKa3aHHOTO B a03alrie nmepBoM MyHKTa 2 Hactosuwmx IlpaBui, B mensx obecrieueHHs
MU OOJTFHBIX B BO3pacTe /10 18 J1eT, Wi HCIoNb30BaTh JIEKApCTBEHHBIE MTPETapaThl, PUOOPETEHHBIE 3a
CYeT MCTOYHMKA (DMHAHCUPOBAHUS, YKa3aHHOTO B a03ale BTOPOM IMyHKTa 2 Hacrosmux [lpaBui, B
uensix odecreyeHrs MU OO0JIbHBIX B Bo3pacTe 18 jeT u crapiue.

[Tepepacnpenenenue JIeKapCTBEHHBIX IpenapaToB, yKa3aHHOe B a03alle MEepBOM HACTOSILEro
MYHKTa, OCYLIECTBISAETCS NMPH YCIOBUH IOCIEAYIOLIETO BO3MEIICHUS B TEKylIeM (MHAHCOBOM TOIy
COOTBETCTBYIOIIIETO JICKAPCTBEHHOTO IIpenapaTa B OSKBHUBAJCHTHBIX JICKAPCTBEHHBIX (opmax,
TO3UPOBKaX, (pacoBKax MUCIIOIB30BaHHBIX JIEKAPCTBEHHBIX MPEnapaToB.

22. ®eaepalbHBI HEHTP €KEKBApTAIbHO, 10 10-rO yncia Mecsna, CIEAyIOMIEro 3a OTYETHBIM
KBapTajioM, mnpezcrasiser B denepanpHyro ciyx0y Mo Haa3opy B cdepe 3ApaBOOXpaHEHUS B LENSIX
OCYILIECTBJIEHUsI KOHTPOJSl 3a IIEJIEBBIM HCIIOJIB30BAHUEM JIEKAPCTBEHHBIX IPENapaTroB, a TAKXKE B
MunuctepcTBo 3apaBooxpaHeHus Poccuiickoii @enepany CBEIEHUS O IEpeade JIEKapCTBEHHBIX
npemapaTtoB  cyobekry Poccuiickoii @Denmepanii U O COTJIACOBAHHBIX  IEPEPACIIPEICICHHSIX
JIEKapCTBEHHBIX MpenapaToB Mexay cyObekramu Poccuiickoit denepanuu.

23. B nensix obecriedeHusi OOJIbHBIX JIEKaPCTBEHHBIMU MpenapaTaMy B MOPSIKE, YCTAHOBICHHOM
3akoHoJaTenbcTBOM  Poccuiickoit  denepanuy, OCYIIECTBJIAETCS Ha3HAYEHHE  JIEKAPCTBEHHBIX
IpenaparoB, 0pOpMIICHUE PELIENTOB Ha JEKapCTBEHHbIE MTPENapaThl U UX OTIIYCK.

24. Ilpu Ha3HaueHUH OOJILHOMY JIEKApPCTBEHHBIX MPENapaToB JieUaluid Bpad HHPOPMHUPYET €ro O
BO3MOXHOCTH IMOJIYYCHHA UM COOTBCTCTBYIOIIHX JICKAPCTBCHHBIX IMPCIIApaTOB 0e3 B3MMAaHUS ILIATHI B
COOTBETCTBHUHU C 3aKOHOAATENbCTBOM Poccuiickoit denepanun.

25. B memsax AMHAMUYECKOTO HAOMIOACHHS 3a OONBHBIM W COOMIOJCHUS TEPHOIUIHOCTH
MOCEIICHUSI MM MEAMIIMHCKONW OpraHu3allMK JIeYallliM BpadyoM WJIM BpauyeOHOM KOMHCCHEH
MEJIMUMHCKOM OpraHu3alyyd ONpeAeNsieTcs KOJIMYECTBO JIEKapCTBEHHOI'O Ipernapara, KOTOpoe
YKa3bIBa€TCsl B PELENTE Ha JICKAPCTBEHHBIN IMpenapaT B COOTBETCTBUM C PEKOMEHIOBAaHHOW cpeaHeit
CYTOYHOM M KypCOBOH 10301 U CPOKOM, HA3HAYEHHBIM JUJISl IIOCEILCHHUS.

26. MeauiHCKas OpraHu3anys MpeaoCTaBiIseT OOJIBHOMY HIIM €r0 3aKOHHOMY IPEICTAaBUTEIIO
nH(popMalio 00 OpraHu3alusAX, PACIONOKEHHBIX B TpPaHHUIAX MYHUIUMIAIBHOTO 00pa3oBaHUS I10
MECTY JKUTEIbCTBA WM MECTY NMpeObIBaHMA (B ClIydae €ciH CPOK NpeObIBaHUS MPEBBIIIACT 6 MECALCB)
OOJIFHOTO M OCYIIECTBIISIOIINX OTIYCK JIGKAPCTBEHHBIX INPENapaToB, HA3HAYEHHBIX JICYAlIUM BPadoM,
rpakJaHaM, HMMEIOIIUM IPaBO Ha OOECIEeYCHUE JICKAPCTBEHHBIMU IIperapaTaMu, OTITyCKaeMBIMH
OecIuiaTHO, 3a CUYeT CpPEACTB OIOJDKETHBIX ACCHTHOBaHWU (emepanbHOro OroKeTa W OIOKETOB
cyonekToB Poccuiickoit denepanun.

27. Ha3znadyeHue JIeKapCTBEHHBIX MPENapaToB OOJLHOMY OCYIIECTBIISETCS MOCIE BKIOUCHUS €TO B
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peruoHanbHbIi cermeHT denepanbHoro peructpa. OTIMYCK JEKAPCTBEHHBIX MPENapaToB 00JIbHOMY, €ro
3aKOHHOMY TPEACTABUTENI0 MM JIMIy, YIOJHOMOYEHHOMY OOJIBHBIM MM €ro 3aKOHHBIM
NPEJCTaBUTEIIEM Ha TMOJYYCHHE JIEKAPCTBEHHBIX IIPENapaToB, OCYIIECTBIISIETCS B COOTBETCTBHU C
MOPSAJIKOM, YCTAHOBJIEHHBIM B COOTBETCTBMM €O cTarbell 55 PenepanbHoro 3akona "OO oOpaiieHun
JIEKApCTBEHHBIX CPEJICTB".

28. Opranuzanus obecrieyeHHs! JIEKAPCTBEHHBIMU IpenapaTaMu OOJbHBIX, MPOKHUBAIOIIUX B
CTAIIMOHAPHBIX OPTaHU3ALUAX COIMAIBLHOTO OOCTYKHBAaHUS WM OTOBIBAIONINX HaKa3aHUE, CBA3AHHOE C
JTUIICHUEM CBOOOIBI, OCYIIECTBIISIETCS] COOTBETCTBYIOIICH OpraHu3anuei.

29. B cnyuae BbIe3a OOJBHOTO 3a Mpefeiibl TeppuTOopuu cyobekra Poccmiickoii denepamnmu, B
KOTOPOM OH TPOXXHBAET, HA TEPPUTOPHIO Apyroro cyobekta Poccuiickoit denepanum Ha cpok, He
MpEeBBILIAIONINN 6 MecsleB, TakoMy OOJbHOMY HCIIOJIHHUTEIbHBIM OpraHoM cyobekra Poccuiickoit
Oenepanyu B chepe OXpaHbl 3J0POBbs OPraHU3YeTCsl Ha3HAYEHHE JIEKAPCTBEHHBIX MIPENapaToB Ha CPOK
npHeMa, paBHBI CPOKY €ro Bble3za 3a Mpefelbl Tepputropun cyonrekra Poccuiickoii @eaeparuu, 1udo ¢
YUETOM CPOKOB TOJIHOCTH MMEIOIIMXCS OCTATKOB JICKAPCTBEHHBIX MpenapaToB OOeCleYeHHuEe TaKOTo
OO0JIBHOTO JICKApCTBEHHBIMH ITpErapaTaMi Ha COOTBETCTBYIOLINH CPOK.

CBeneHust 0 KOJIMYECTBE JIEKAPCTBEHHBIX MPENapaToB, HA3HAYEHHBIX OOJbHOMY WJIM OTITYIIEHHBIX
00JbHOMY, €ro 3aKOHHOMY IIPEJICTaBUTENI0 WIH JIMIY, YIOJHOMOYEHHOMY OOJIbHBIM WM €ro
3aKOHHBIM IIPEJCTaBUTEIIEM Ha IOIYYCHHME JIEKAPCTBEHHBIX IIPENApaTOB, BHOCATCSA B PETrHOHAIbHBIN
cerMeHT DenepallbHOTO perucTpa.

30. B cimyuae Bble3zna OOJBHOTO 3a Ipejenbl Tepputopuu cyowbekTa Poccuiickoit denepanyu, B
KOTOPOM OH IMpPOXHMBAET, Ha TEPPUTOpHIO Jpyroro cyobekra Poccuiickoit dexepanuu Ha CpOK,
HpeBI)IHIaIOHII/II\/'I 6 MCCALCB, WJIM B ClIyda€ HU3MCHCHHA MECTAa IKUTCJILCTBA TAKOMY 6OJ'II)HOMy
Ha3HAYa0TCs JIEKAPCTBEHHBIE MPErapaThl Ha CPOK IpuemMa He 0oJiee OJHOTro MecsAla JIMO0 OpraHu3yeTcst
UCIIOJIHUTENIbHBIM  OopraHoM cyObekra Poccuiickoit ®enepanuu B cdepe oOXxpaHbl 310pOBbs
o0ecreyeHne Takoro OOJBHOTO JIEKAPCTBEHHBIMH IIpernapataMd Ha CpPOK Ipuema He 0ojiee OJHOTo
Mecsua.

CaeneHus 0 TakoM OOJIBHOM IOJUIEKAT UCKIIOYEHHUIO U3 PETHOHAIBHOTO cerMeHTa deepaibHOro
peructpa cyowrekra Poccuiickoit denepanuu, ¢ TEpPPUTOPUH KOTOPOTO BbIE3kKaeT OOJIbHON, U mepenade
(B TOM uuciae C  UCHOJb30BaHMEM  MHGOPMAIMOHHO-KOMMYHUKAIIMOHHBIX  TEXHOJIOTHI)
UCIIOJIHUTEJIBHOMY oOprany cyObekra Poccuiickoii @enepauun B cdepe oOxpaHbl 310pOBbs, Ha
TEPPUTOPUIO KOTOPOT'O BbeXaj OOJIbHOM, Ul BKJIIOYEHHS] B PETHOHAIBHBIA cerMeHT dDenepanbHOTo
peructpa 3Toro cyobekra Poccuiickoit @eneparuu.

Jaroil BKiIOYEHHS CBEACHUH O OOJBHOM B PETHOHAIBHBIA cerMeHT DenepaabHOro perucrpa
cyosektom Poccuiickoit deneparuu, Ha TEPPUTOPUIO KOTOPOTO BhEXan OOJBHOM, SIBIAETCS ACHD,
CIEIYIOMMNA 3a JTHEM HCKIIIOUEHUS CBEIEHUH O HEM M3 pEerruoHalbHOro cermeHTa PenepanbHOTO
peructpa cyobekToMm Poccuiickoit denepanuu, ¢ TEPPUTOPHH KOTOPOTO BhIeXal OOJILHOM.

31. UcnonuutensHblii opran cyowekra Poccuiickoit ®enepannu B chepe OXpaHbl 370POBbBS, C
TEPPUTOPUU KOTOPOTO BbIEXad OONBHOM, mpeacTaBiseT (B TOM 4YHCIE C HCHOJIb30BAHHUEM
MH(POPMALMOHHO-KOMMYHHUKAIIMOHHBIX TEXHOJIOTHI) MO 3alpoCy HCIOJHUTEIBFHOIO OpraHa cyObeKTa
Poccwuiickoit @enepanm B cdepe oxpaHbl 310pOBbs, HA TEPPUTOPHUIO KOTOPOTO BHEXal OOJIHHOM,
CBEJICHMSI O KOJIMYECTBE JIEKAPCTBEHHBIX MPENapaToB, HA3HAYEHHBIX WM OTHYUICHHBIX OOJILHOMY, €ro
3aKOHHOMY IPEACTABUTENI0 MM JIMIYy, YIOJHOMOYEHHOMY OOJIBHBIM MJIM €ro 3aKOHHBIM
IIPEICTABUTENIEM Ha MOJIY4YEHHE JIEKapCTBEHHBIX IIPENapaToB, B COOTBETCTBUM C IIyHKTOM 26
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HaCTOAIIMUX HpaBI/IH.

YTBepKICHBI

nocraHosiieHreM lIpaBurenscrBa
Poccuiickoit ®enepanuun

ot 26 Hos0ps 2018 1. N 1416

NMPABUIA

BEOEHUSA ®EOQEPAIIbHOIO PEMMCTPA NUL, BOJNIbHbIX FTEMO®UITUEN,

MyKoBMCLUMOO30M, TMNOPU3APHBIM HAHU3MOM, BOJNE3HbIO INOLUE, 5
3NNIOKAHECTBEHHbIMWU HOBOOBEPA3OBAHUAMU NUM®OUOHOU, KPOBETBOPHOU

N POOCTBEHHbIX UM TKAHEW, PACCEAAHHBbIM CKITEPO30M,
rEMOJINTUKO-YPEMUYECKUM CUHOPOMOM, IOHOLLECKUM APTPUTOM
C CUCTEMHbIM HAYAJIOM, MYKONOJINCAXAPNOO30M |, Il U VI
TUNoB, ANNMACTU4ECKOUN AHEMUEUN HEYTOYHEHHOMW,
HACNEACTBEHHbIM OEPULINTOM PAKTOPOB Il (PUBPUHOIEHA),
VIl (JTABUITbHOT 0), X (CTIOAPTA - NMPAY3PA), JIUU MNOCIJIE
TPAHCIJIAHTAUUU OPTAHOB U (UNTIN) TKAHEW

CnrcoK U3MEHSIOIINX JOKYMEHTOB
(B pen. [Tocranosnenwnii [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. Hacrosmume IIpaBwia ycraHaBiuBarOT NOpAnoOK BeicHus DenepanpbHOro perucrpa JIdl,
OOoNbHBIX  remMopuiIMed, MYKOBHCHUUA030M, TunoduszapHsIM  HaHU3MOM, Oone3Hbplo  [oime,
3JI0KaYECTBEHHBIMH HOBOOOPA30BaHMUAMHU JUMQOUIHON, KPOBETBOPHOW M POJCTBEHHBIX UM TKaHEH,
paccestHHBIM CKIIEPO30M, T€MOJIUTUKO-YPEMUUYECKUM CHHIPOMOM, FOHOILIECKUM apTPUTOM C CUCTEMHBIM
HayaioM, Mykonoaucaxapugozom I, II m VI Tunos, annactuueckod aHeMHEHd HEYTOYHEHHOM,
HacnencTBeHHbIM JedunutoM dakropos II (pubpunorena), VII (;1abunbnoro), X (Crroapra - [Ipayspa),
JUIl TOCie TpaHCIJIAHTAMM OpraHoB W (WIM) TKaHeW (lanee COOTBETCTBEHHO - OOJIbHBIE,
denepanbHbIi perucTp).

(8B pen. ocranoBnenus IIpasutenscrea PO ot 27.03.2020 N 344)

2. Benenue denepanbHOro perucrpa OCyImecTBISIETCS B CAEAYIONINX LENsX:

a) o0ecrnieyeHre JIEKapCTBEHHBIMU NpenapaTaMu JUisi MEAULIMHCKOTO IPUMEHEHUS], BKIIIOUEHHBIMU
B yTrBepxaeHHbIM [IpaBurensctBoM Poccuiickoit denepanuu OepedyeHb JICKAPCTBEHHBIX MpenapaToB,
c(OpMHUPOBAHHBII B YCTAaHOBIIEHHOM MM MOpSAIKE (Aajiee - JEeKapCTBEHHbIE Mpernaparbl), OOJbHBIX B
Bo3pacTe oT 18 5eT u crapiie 3a cueT OIKETHBIX aCCUTHOBaHUI, MPEIyCMOTPEHHBIX B (efepatbHOM
OroxkeTe MuHHCTEPCTBY 3ApaBooxpanenus Poccuiickoit denepanuu Ha yKa3aHHBIE 1IeNd, a OOJIHHBIX B
Bo3pacte n0 18 mer - 3a cuer OIO/PKETHBIX ACCHTHOBAaHUH, NPEAyCMOTPEHHBIX MUHHCTEPCTBY
3apaBooxpaneHus Poccuiickoin  @enepaumn s DPoHAa NOAAECPKKU AETEH C  TSKEIBIMU
KUZHEYTPOKAIOUIMMH M XPOHUYECKHMMH 3a00jeBaHMs, B TOM 4HCIE peakuMu (ophaHHBIMU)
3aboneBanusamu, "Kpyr mpoOpa". bBromkeTHblE acCHTHOBAaHHS TMEPEYUCISIOTCS MUHHUCTEPCTBOM
3npaBooxpaHeHus Poccuiickoit denepanun (enepanbHOMY Ka3eHHOMY yupexiaeHuto "denepanbHbIit
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LEHTp IUJJAaHUPOBAaHUS M OpraHU3allMM JIEKapCTBEHHOTo obecneueHus rpaxaaH" MuHuCTepcTBa
3npaBooxpaHeHust Poccuiickoit @enepanyu (nanee - PenepanbHbIl LEHTP) Ul OpraHU3aluu U
IIPOBEICHUS 3aKYIIOK JIEKAPCTBEHHBIX IIPETIapaTOB;

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

0) MOHMTOPHMHI JBIJKEHHS U YyuyeTa OOJBHBIX Ha OCHOBAHWUU CBEJCHHM, MpencTaBIsSeMbIX
UCIIOJIHUTEJIbHBIMU OopraHamu cy0bekToB Poccuiickoit denepanun B chepe 0XpaHbl 30POBbS;
(8B pen. lloctanoBnenus IIpasurenscrea PO ot 10.06.2025 N 877)

B) 3(@dexkTuBHOE MIaHUPOBAaHUE M PacXoJOBaHHE (UHAHCOBBIX CPEJICTB, HAIPABISAEMBIX Ha
3aKynKy HEOOXOJUMBIX JIEKapCTBEHHBIX IpernapaTroB s oOecreueHHss MMU OOJBHBIX IO MECTy
KUTENbCTBA WIX MECTY IpeObIBaHUs (B CIy4yae €ciu CpOK NpeObIBaHUS MTPEBBIIAET 6 MECSILIEB).

3. ®enepabHBIA PETHCTP ABISECTCS deaepaTbHON WH)OPMAITMOHHOW CHCTEMOM, COCTOSIICH W3
PETHOHAIBHBIX CErMEHTOB, KOTOPbIE pa3/IesIOTCs Ha MOACETMEHT, COIep Kallluil CBEACHHUS O OOJIbHBIX B
BO3pacTe 10 18 jeT, u moJCerMeHT, CoiepKaluil CBeICHU O OOJIBHBIX B Bo3pacTe OT 18 jer u crapiie,
U COJepIKallel CBeIeHUs, IPEAYCMOTPEHHBIE MyHKTOM 9 HacTosiuux IIpaBui.

(B pen. Locranosnenus IIpaBurenscrBa P® ot 15.02.2023 N 229)

MunncrepcTBO 3apaBooxpaneHust Poccuiickort denepanyu sBISETCS ONEPaTOPOM 3TOM CUCTEMBI
u obecnieunBaet ee Oecriepe0oitHOe GYHKIIMOHUPOBAHHUE.

MunucrtepcTBo 3npaBooxpaneHust Poccuiickoit @enepanuu odecneunBaeT DeepaqibHOMY HIEHTPY
u GoHay moanepKKu JAeTei ¢ THKENBIMU JKU3HEYTPOXKAIOIUMHU U XPOHUYECKUMU 3a00JI€BaHUSIMH, B
TOM uyHucie peakumu (opdaHHeiMu) 3aboneBaHusiMu, "Kpyr mobpa" noctyn k uHGopmanuwu,
coaep:xkaiieiics B GenepaibHOM pETUCTpE.
(ab3amr BBenmeH [locranosnenuem [IpaButensecrBa PO ot 26.06.2021 N 1025; B pen. [locranoBneHus
[IpaButensctBa PO ot 15.02.2023 N 229)

4. HcnomuutensHble opraHbl cyObekTOB Poccuiickoii ®Denepanuu B chepe oXpaHbl 370pOBbS
o0ecreunBarOT BHECEHUE CBEJCHUI 0 OOJBHBIX B PErHOHANbHBIA cerMeHT denepalbHOTO PerucTpa B
CPOK, HE TPEeBBIIAIOINI 5 pabounx aHEH co THS oOpalieHus 00JFHOTO C YCTAaHOBJIEHHBIM JIMarHO30M B
MEJUIMHCKYIO OPraHU3alMIo0 110 MECTY €r0 >KUTEIbCTBA WJIM MECTY IpeObIBaHMs (B CIy4yae €Clid CPOK
npeOBIBaHUS MPEBBIIIAET 6 MECALIEB).

(B pen. Locranosnenus IlpaBurensctBa P® ot 10.06.2025 N 877)

Bxitouenne B perunoHanpHbI  cermMeHT DenepaibHOrO0 perucTpa cBeleHUH O OOJIbHBIX
OCYIIECTBIISIETCS MEIUIIMHCKON OpraHM3alfeil Mo MecTy UX XKUTENbCTBAa WM MECTy mnpeObiBaHus (B
Clly4ae eCJIM CPOK MpeObIBaHUS MPEBBIMIAET 6 MECSIEeB) HA OCHOBAHUU MEIUITMHCKUX JTOKYMEHTOB (MX
KOIIMM) WU BBIIUCKM W3 HUX, OTPAKAIOUIMX CBEACHUS 00 YCTAaHOBJIIEHHOM [MarHo3e U BbIOOpE
MEpPOIPUATHH 10 JICYEHUIO MalMeHTa. BkitoueHne cBeleHui 0 OOJIbHBIX C TEMOJIUTHKO-YPEMUYECKUM
CHUHJIPOMOM, FOHOIIECKUM apTPUTOM C CUCTEMHBIM HadaJloM U mykononucaxapuao3om I, II u VI tunos
OCYLIECTBJISICTC HAa OCHOBAHMM MEIMIMHCKUX JOKYMEHTOB WJIM HMX KONHMM M BBIIUCKU W3 HUX,
OTpaXKAIOIIUX CBEJEHUS 00 YCTAHOBJICHHOM JIMAarHO3€ U BHIOOPE MEPOINPUATHI MO JeUeHUI0 OOIBHOTO,
MOJTy4EHHBIX OT (heaepaabHON MEAUIIMHCKOW OpTaHU3aIliH.

(B pen. Locranosnenus IlpaBurenscrBa P® ot 10.06.2025 N 877)

5. PerynmupoBaHue OTHOLIECHHM, CBSI3aHHBIX C BeleHHeM DenepanbHOr0  PErucTpa,
OCYIIECTBIISIETCS. B COOTBETCTBHM C 3aKOHOJaTelnbcTBOM Poccuiickoit @enepanuu 06 uHbopmanuu,
MH(GOPMALMOHHBIX TEXHOJIOTHUAX U O 3alUTe HHPOPMALIUH.
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MoctaHoBneHue lMpasuTensctea PO o1 26.11.2018 N 1416

( e T10.06 2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
,,p A. O AN [ata coxpaHenus: 19.05.2026
O nopsigke opraHmnsaummn obecneyeHnst NeKapCTBEHHDI. ..

6. MunucrepctBo 3apaBooxpaHeHust Poccuiickoit ®Penepaunu, DenepanbHblii 1eHTp, DoOHI
MOAJEPKKH JETeH C TSHKEIBIMH KU3HEYTPOXKAIOUTUMHI M XPOHUYECKUMH 3a00JIeBaHUSMH, B TOM YHCIIC
penkumu (opdanubiMu) 3aboneBanusmu, "Kpyr moOpa" M HCHONHUTENIBHBIE OpPTaHbl CYyOBEKTOB
Poccwuiickoit ®enepannu B chepe oxpaHbl 3A0pPOBbsI 00ECTICUHBAIOT KOH(UICHIIMAILHOCTh CBEIACHUM,
comepxamuxcs B dDenepadbHOM pEruCTpe, a TakKe XpaHCHWE U 3allUTy TaKUX CBEACHUN B
cooTBeTcTBUU ¢ DenepanbHbIM 3aKOHOM "O MepCOHAIBHBIX TAHHBIX .

(8 pen. IlocranoBnenuii IlpaButenbctBa P® ot 26.06.2021 N 1025, ot 15.02.2023 N 229, or
10.06.2025 N 877)

7. Pa3memenue wundopmanuu B DemepaqbHOM PErUCTPE OCYLIECTBISETCS C HPUMEHEHHEM
YCUJICHHOW KBAJM(PUIIMPOBAHHOM 3JIEKTPOHHOM MOAMUCH B COOTBETCTBUHM ¢ DenepalibHbIM 3aKOHOM
"O0 »MeKTPOHHOM TToATIHCH".

8. denepanbHbIl PETUCTP BEAETCSA B JIEKTPOHHOM BHJE ¢ NPUMEHEHUEM aBTOMAaTHU3UPOBAHHOMN
CUCTEMBbI IIyTEM BHECEHHUs PETUCTPOBOM 3alUCU C MPUCBOECHUEM YHUKAJIBHOIO HOMEpa PErHCTPOBOM

3aIlMCHU U YKA3aHUEM J1aThbl €€ BHCCCHUA.

[Tpu BHECCHHMH M3MEHEHUH B CBEJICHHUS O OOJIBHOM JOJKHBI OBITh COXPAaHEHBI YHUKAIBHBINH HOMEP
PETUCTPOBOM 3alIMCH U UCTOPHUSI BHECEHUSI N3MEHEHUM.

9. ®enepanbHBI PETUCTP COAEPHKUT CIECAYIONIUE CBEICHUS:

a) CTanOBOﬁ HOMEp HUHIWBUAYAJIBHOT'O JIHUIEBOIo CUCTa OOJILHOIO B CHCTEME 00513aTEIBHOTO
NIECHCHUOHHOTO CTPAaXOBaHUA (HpI/I HaJ'II/I‘II/II/I);

0) dbamunms, UM, OTYECTBO OOJTBHOTO, a TaKXke (paMuius, TaHHas IPU POKICHUU;

B) J1aTa pOXJE€HUs OOJIBHOIO;

T) 110J1 O0JIBHOTO;

) agpec MecTa >KUTENbCTBa WJIM MecTa MpeObIBaHUS (B CilIy4yae €CiId CpOK IpeObIBaHUs

npeBblIaeT 6 MecsiueB) OonpHOro (c ykazanueM koxaa mo OOmepoccuiickomy kinaccudukaTopy
00BEKTOB aIMUHUCTPATUBHO-TEPPUTOPUATILHOTO JIEJICHNS);

e) cCcpusd U HOMCP MacropTa (CBI/IHCTCHLCTBa 0 pO)K,Z[eHI/II/I) HJIN YOOCTOBCPCHUA JIMYHOCTU
GOHBHOFO, a TaKKC JaTa Bbla4Y1 YKa3aHHbIX TOKYMCHTOB,

K) cepuss M HOMEp TMojuca 00s3aTeTbHOTO MEAMIIMHCKOTO CTPaxoBaHUs OOJBHOTO W
HAaMMEHOBAHME BBIJABIIIEH €r0 CTPAaXOBOM MEIUIIMHCKOW OpraHU3aIUu;

3) umHpopMamus 00 WHBAIMAHOCTH (B Cilydyae YCTaHOBJICHHS TPYIIBl HMHBAIMIAHOCTH WIH
Kateropuu "pebeHOK-MHBAIUL");

W) IUarHo3 3abonieBaHus (COCTOSIHESI), BKIIOYasi €ro KoJ Mo MexXIyHapOJHON CTaTUCTUYEeCKON
kaaccudukanuy Oosie3Hed U mpoOseM, CBA3aHHBIX CO 370POBBEM, a TAKXKE JlaTa OCMOTpa OOJIBHOTO U
JAHHBIE O JTUHAMUKE COCTOSHUS,

K) uHpOpManMs O MEIULMHCKON opraHu3anuu (HauMEHOBaHHE, OCHOBHOM TIOCYAapCTBEHHBIN
pEerucTpalMoHHbIi HOMEp, Ko o ObmepoccuiickoMy KiaccuuKaTopy npearnpusITHii U OpraHu3anuil),
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MNocTtaHoeneHue MNpasutensctsa PO oT 26.11.2018 N 1416 K .
KOHCYJIbTAaHTINIOC
(pea. ot 10.06.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 19.05.2026
O nopsgake opraHu3aummn obecneyeHnst 1eKapcTBEHHbI. ..

BBIJIABIIICH HAINpaBJICHUE Ha BKIIIOYCHHUE CBEIICHH O OONBHBIX B DenepanbHbIil perucTp (HampaBiIieHUE
Ha BHECEHHUE M3MEHEHHH B CBEICHUs, co/iepkaiiuecs B DenepanbHOM perucTpe (aanee - HarmpaBlIeHHE),
a TaKkKe M3BEIIeHHEe 00 HCKIIOUEHUH CBEJCHHUH O O0nbHBIX U3 DenepanbHOrO perucrtpa (naiee -
W3BEIIEHUE);

J) laTa BKJIFOUYCHHS CBEACHUI O OOJBLHOM M JlaTa BHECCHUs] U3MEHEHUU B CBEJICHUS O OOJHHOM B
denepaabHbId PETUCTD;

M) I/IHCI)OpMaI_II/IH O Ha3HAYCHUMU JICKAPCTBCHHBIX IIPCIIapPATOB;

H) wuHpopMamus 00 OTHyCKe JIeKapCTBEHHBIX IpernaparoB (Aara Hadajga oOecredeHus
JIEKapCTBEHHBIMH IpenapataMi U (PaKTUUIECKUH OTITYCK JIEKAPCTBEHHBIX MPEMapaToB);

0) JaTra NpHUHATHUS pelleHuss o0 OKOHYaHMM oOecreyeHHsl JIEKapCTBEHHBIMU IpernaparaMu ¢
yKa3aHHMeM MPUYMHBI (Bble3] 3a npenaensl Poccuiickoit denepannyu Ha MOCTOSIHHOE MECTO JKUTENIbCTBA
WIA MecTO IpeObIBaHus (B Cllyyae eClId CpOK NpeObIBaHUs MpEBbIIIAET 6 MecALEeB), CMEPTh OOJIBHOTO,
OTCYTCTBUE IMOKa3aHUH K JajbHENIIeMy pUeMy JIEKApCTBEHHOTO Mperapara) 1 0 epeiade CBeICHUN B
apxuB DeepanbHOro perucTpa;

n) uHpopMalus O BKIOYCHHH O0NbHOTO B DefepanbHBIA PETHCTP JIHIl, UMEIOIIMX IMPaBO Ha
MOJIy4YeHUE TOCYJAPCTBEHHON COIMAIBHOM TIOMOIIM, W WHBIE PETUCTPHI, MPETyCMOTPEHHBIE
3akoHoAaTenbcTBOM Poccuiickoit @enepaiu, B 1es19X o0ecredeHns JIeKapCTBEHHBIMU MpernapaTaMu 3a
cdeT Or0KEeTOB 010 KETHOM cucTeMbl Poccutickoit Denepanuu;

P) YHUKAJIbHBII HOMEp pEerucTpOBON 3aIHCH;
C) BBINHMCKA U3 MEIUIMHCKOM TOKYMEHTAalUMU OOJILHOTO, cojepiKalias CBEJCHHS O Ha3HAYCHUU
JIEKapCTBEHHBIX IIPENapaToB;

(B pen. Locranosnenus IIpaBurenscrea P® ot 10.06.2025 N 877)

T) UICTOYHUK (PMHAHCUPOBAHMS MPUOOPETEHNUS JIEKAPCTBEHHBIX IIPENapaToB.
(rm. "1" BBeneH [locranopnenuem [IpaButensctBa PO ot 15.02.2023 N 229)

10. B cnywyae ycraHOBiIeHMs [uarHo3a 3a0ojieBaHMs (COCTOSHHUS), yKa3aHHOTO B IyHKTe 1
HacToAmmx IlpaBwi, win M3MEHEHUs CBENEHUM, yKa3aHHbIX B NoAmyHkTax "a" - "x" myHkra 9
Hactosmux [IpaBwii, MEIUIIMHCKHE OpraHU3alld, B KOTOPHIX OOJbHBIC HAXOIATCS IMOJ MEAUIUHCKUM
HAOJIIOJICHUEM, B CpPOK, HE TpeBhIIAOMUNA 3 paboumx mHEH co aHS oOpamieHus OOJIBHOTO C
YCTaHOBJICHHBIM JHarHo30M B MEIUIMHCKYIO OPTraHU3alMI0 MO MECTy JKUTENbCTBA MIU MECTY
npeObIBaHus (B Cllyyae €ciid CPOK MpeObIBaHUS IPEBbIIAET 6 MECSILEB), IPEACTABISIIOT B 3JIEKTPOHHOM
BUJIe WIM Ha OyMa)KHOM HOCHUTEJNE HAIlPaBJICHHs W U3BEIICHUS B HCIIOJHUTEIbHBIH OpraH cyObeKkTa
Poccuiickoit @enepanuu B chepe oXpaHbl 310poBbs MO (HopMe M B HOPSJIKE, KOTOPHIE yTBEP>KICHBI
MunucrepcTBoM 31paBooxpanenus Poccuiickoit denepanuu.

(B pen. Locranosnenus IlpaBurenscrBa P® ot 10.06.2025 N 877)

11. Jlms 3amonHeHWs peruoHaIbHOro cermeHta @enepasbHOrO pErucTpa OpraHU3alNM,
OCYLIECTBISIOIME OTIYCK JICKapCTBEHHBIX IIPENapaTroB, HAa3HAYEHHBIX JIEYallUM BpadyoM B
COOTBETCTBHUH C NPEAYCMOTPEHHBIM MOANYHKTOM "a" myHKTa 2 Hactosmux [IpaBun nepeunem, 1o 5-ro
qrcia KaXJJ0ro Mecsiia MpeCTaBIIsAoT B UCIIOJHUTENbHbBIE OpraHbl cyobekToB Poccuiickoit @enepanuu
B cdepe OXxpaHbl 370pOBbsS B D3JCKTPOHHOM BHIE WIM Ha OyMaXHOM HOCHTEJE CBEACHUS 00
OTIYILEHHBIX 3a MPEAUIECTBYOLIUN MECSL JIEKAPCTBEHHBIX IIpenaparax.
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MNocTtaHoeneHue MNpasutensctsa PO oT 26.11.2018 N 1416 K n
KOHCYJIbTAaHTINIOC
(pea. ot 10.06.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 19.05.2026
O nopsgake opraHu3aummn obecneyeHnst 1eKapcTBEHHbI. ..

(8B pen. lloctanoBnenus IIpasurenscrea PO ot 10.06.2025 N 877)

nyn

12. B ciydae ecnu cBeaeHMs, NpeaycMOTpeHHble noiamyHkTamu "a", "x" um "n" myHkra 9
Hactosux [IpaBui, He MpeICTaBICHBI B UCIIOIHUTENBHEBIE OpTraHbl cyObekToB Poccuiickoit denepanun
B c(pepe oXpaHBI 3710pOBBSI, YKa3aHHBIE OPTraHbl BIACTH CAMOCTOSITEIHHO 3allPAIIMBAIOT 3T CBEJCHUS B
roCy/1apCTBEHHBIX BHEOIOKETHBIX (POHIAX.

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

Ceenenuss 0 OOJBHOM (HAINpaBIICHHS, W3BELICHHS), TPEACTABISIEMbIE B JJIEKTPOHHOM BHJE,
MOJISKAT 3aBEPEHHI0 3JCKTPOHHOH TMOANMCHIO JIOJDKHOCTHOTO JIMIA HCIOJHHUTENBFHOTO OpraHa
cyonekTa Poccuiickoit denepanuu B cepe 0XpaHbl 310POBBSL.

(B pen. Locranosnenus IlpaBurenscrea P® ot 10.06.2025 N 877)

13. B ciyuae Brie3ga 60IBHOTO 3a TIpeaebl Tepputopuu Poccuiickoit denepaiiny Ha TOCTOSHHOE
MECTO KHUTEJIbCTBA WJIM MECTO MPeObIBaHUS (B CIIyyae eclid CpOK MpeObIBaHMs MPEBbIIIAET 6 MECSIEB), a
TaKXKe B Cllydae CMEpTU OOJIBHOTO CBEJICHUS O HEM MOJUIekKAT apXUBHUPOBAHUIO.

YTBepKICHBI

nocraHosiieHreM lIpasurenscrBa
Poccuiickoit @enepanuun

ot 26 Hos0ps 2018 1. N 1416

NEPEYEHb o
YTPATUBLLUX CUNY AKTOB NPABUTENLCTBA POCCUACKOW ®EOEPALIUM

1. Hocranosnenne IIpaBurensctBa Poccuiickoit ®@enepanun ot 26 nexadbps 2011 r. N 1155 "O
3aKynmKax JIeKapCTBEHHBIX TpEnapaToB, TPEJIHA3HAYCHHBIX JUI oOOecreueHust JHi, OOJIbHBIX
reMouiIneii, MyKOBHCIIUIO30M, THUMO(H3apHBIM HAaHW3MOM, Ooie3Hpr0 ['omie, 370KadecTBEHHBIMHU
HOBOOODPA30BaHUAMM JUMQPOUIHON, KpPOBETBOPHOH M PpOJCTBEHHBIX UM TKaHEW, pacCesHHbIM
CKJIEPO30M, JIMI[ MOCJe TpaHCIUIaHTaluu opraHoB M (uiau) TkaHed" (CoOpaHMe 3aKOHOJATENbCTBA
Poccuiickoit ®enepanuu, 2012, N 1, ct. 186).

2. Hocranonenne I[IpaButensctBa Poccuiickoit @enepammu ot 26 ampens 2012 r. N 404 "O6
yrBepkneHnn  IlpaBun  Benmenwst @DenepanbHOr0  permctpa  JUI, OONBHBIX  TeMO(HIIHEi,
MYKOBUCIIH/I030M, runoduzapHeIM HaHU3MOM, 00J1€3HBI0 [omre, 3710Ka4€CTBEHHBIMU
HOBOOOpa3oBaHUSAMU JUMGPOHUIHON, KPOBETBOPHOM H POJICTBEHHBIX KM TKaHEW, paccessHHbIM
CKJIEpO30M, JIMIl TOCJie TpaHCIUIaHTauuu opraHoB W (wnm) TkaHei" (CoOpaHue 3aKOHOAATENHCTBA
Poccuiickoit ®enepamuu, 2012, N 19, ct. 2429).

3. Ilyskrel 176 u 190 u3meHeHuil, xoTopble BHOcsTCS B akThl [lpaButenbctBa Poccuiickoit
@enepanuy MO BOIpoOcaM AEATENbHOCTH MuHMCTEpCTBa 3apaBooxpaHeHus Poccuiickonn ®denepanum,
yTBEpKIeHHBIX MocTtaHoBieHueM [IpaButenbcTBa Poccuiickoit denepaunu ot 4 centsiops 2012 r. N
882 "O BHeceHMM uU3MEHEHHMH B HeKoTopble akThl IIpaButennctBa Poccuiickoit denepanuu 10
BOMpOCaM JIeATeIbHOCTH MuHuCTepcTBa 31paBooxpaHeHuss Poccuiickoit ®enepaunn" (CoOpanue
3akoHoaarenscTBa Poccuiickoit denepanuu, 2012, N 37, c1. 5002).
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MNocTtaHoeneHue MNpasutensctsa PO oT 26.11.2018 N 1416 K .
KOHCYJIbTAaHTINIOC
(pea. ot 10.06.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ara coxpaHenus: 19.05.2026
O nopsgake opraHu3aummn obecneyeHnst 1eKapcTBEHHbI. ..

4. llocranosnenue IIpaButensctBa Poccuiickont @enepanuu ot 24 anpens 2015 r. N 389 "O
BHECEHMHU M3MEHEHu# B nmocraHoBieHue llpaButensctBa Poccuiickoit @eneparun ot 26 nexadps 2011
r. N 1155" (Cobpanue 3akononarensctBa Poccuiickoit @enepanuu, 2015, N 18, ct. 2709).

5. Hocranosnenne IlpaButensctBa Poccuiickoit denepanuu ot 9 anpens 2016 r. N 288 "O
BHeceHuu u3MmeHeHuil B IlpaBuna Benenuss denepasbHOro perucTpa Jdi, OOJNBHBIX TeMOGUIHMEH,
MYKOBHUCLII030M, rUnopu3apHbIM HaHU3MOM, 00J1e3HBIO I'omre, 3JI0Ka4€CTBEHHBIMH
HOBOOOpPA30BaHUSAMHM JTUMQPOUIHON, KpPOBETBOPHON M PpOJCTBEHHBIX UM TKaHEW, pacCesHHbIM
CKJIEPO30M, JIMI[ MOCJe TpaHCIUIaHTAaluu opraHoB M (uiau) TkaHed" (CoOpaHue 3aKOHOATENBCTBA
Poccuiickoit ®eneparuu, 2016, N 16, cT. 2225).

6. Ilocranornenue IlpaBurensctBa Poccuiickoit ®enepanmu ot 11 aBrycra 2016 r. N 784 "O
BHECCHHH M3MEHEHMI B moctaHoBieHue [IpaButennsctBa Poccuiickoit denepanuu ot 26 mexadbps 2011
r. N 1155" (Cobpanue 3akononatenbcTBa Poccuiickoit @enepanmu, 2016, N 34, ct. 5242).

7. llocranosnenue IlpaBurensctBa Poccuiickoii @enepanuu ot 17 anpens 2017 r. N 457 "O
BHeCeHUU nM3MeHeHHH B [loyojkeHue O 3aKymKax JISKapCTBEHHBIX IMPENaparoB, MPEeAHA3HAYEHHBIX IS
obecrieyeHust I, OOJNBHBIX TeMO(HINEH, MyKOBHCUUA030M, TMIO(U3APHBIM HAHU3MOM, OOJIE3HBIO
l'ome, 37m0KauecTBEHHBIMM HOBOOOpPA30BaHUSAMHU JIMUM(OUIHON, KPOBETBOPHON M POACTBEHHBIX UM
TKaHEH, pacCesTHHBIM CKJIEPO30M, JIMI] TMOCe TpaHCIUIaHTanuu opraHoB u (miau) TkaHei" (CoOpanue
3akoHoarenscTBa Poccuiickoit deneparuu, 2017, N 17, ct. 2577).
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