NMPABUTENbCTBO POCCUUCKON ®EQEPALIUN

NMOCTAHOBIJIEHUE
oT 26 Hos16ps 2018 r. N 1416

O NOPAOKE
OPIrAHU3ALNUN OBECIMNEYEHUA NNIEKAPCTBEHHBIMU NMPEMNAPATAMMU J1NL,
BONbHbIX FTEMO®UNUEN, MYKOBUCLIMOO30OM, TMNO®U3APHLIM HAHU3MOM,
BOJIE3HbIO NOLWE, 3IOKAHYHECTBEHHBIMU HOBOOBPA3OBAHUAMU
NMUMOONOHON, KPOBETBOPHON U POACTBEHHBLIX UM TKAHEW,
PACCEAHHbBIM CKINEPO30M, TEMOJIMUTUKO-YPEMUYECKUM CUHOPOMOM,
IOHOLLECKUM APTPUTOM C CUCTEMHbIM HAYAJTOM, MYKOIOJINMCAXAPUAO30OM
I, 11 U VI TUNOB, ANMNACTUYECKOW AHEMWEWA HEYTOYHEHHOM,
HACNEACTBEHHbIM AE®PULNTOM ®AKTOPOB Il (PUBPUHOIEHA),
VII (MABUJIBHOI O), X (CTIOAPTA - NMPAY3PA), JIUL NMNOCHE
TPAHCMJIAHTALMU OPIrAHOB U (UNTN) TKAHEWU, A TAKXE
O NMPU3HAHUU YTPATUBLLUMU CUITY HEKOTOPbLIX AKTOB
NMPABUTENbCTBA POCCUACKOWU ®EOEPALINU

B cootBercTBUM ¢ myHKTOM 21 yactu 2 ctathu 14 n yactsamu 7 - 9 ctateu 44 OenepanbHOro 3aKoHa
"O6 ocHOBax OXpaHbl 3/JI0pOBbs TpaxknaH B Poccuiickoii ®@eneparuu" I[IpaButensctBo Poccuiickoit
denepanuu MOCTaHOBIISET:

1. YTBepauTh npusaraeMele:

[TpaBuna opranusanuu obecredeHus JeKapCTBEHHBIMU MpenapaTaMy JIUL, OOJIbHBIX reModuiunei,
MYKOBHCIIHJI030M, runoguzapHbIM HaHU3MOM, 00J1e3HBIO I'omre, 3JI0Ka4€CTBEHHBIMU
HOBOOOPa30BaHUSAMHM JIUM(POUTHON, KPOBETBOPHON U POJCTBEHHBIX UM TKaHEH, pacCeSHHBIM CKIEPO30M,
TEeMOJIMTUKO-YPEMUYECKUM  CHUHJIPOMOM,  IOHOIIECKHMM  apTPUTOM C  CHCTEMHBIM  HadajioM,
Mykonosncaxapugo3om I, II u VI tunos, amnactuyeckol aHeMUEN HEYTOUYHEHHOW, HACIIEACTBEHHBIM
nepunuroM QaxtopoB Il (pubpunorena), VII (mabunbnoro), X (Crroapta - Ilpayspa), nui mocie
TPAHCIUIAHTAIlUM OPTAaHOB U (WUJIM) TKAHEH;

(B pen. INocranosnenus [IpaButensctBa PO ot 27.03.2020 N 344)

[TpaBuna Benenust denepalbHOrO perucTpa JML, OONBHBIX TreMopmIned, MyKOBHCLHUIO030M,
runodu3apHbIM HaHU3MOM, Ooje3Hblo ['olre, 3710KauecTBEHHBIMH HOBOOOpAa30BaHUSAMHU JUM(OUIHOM,
KPOBETBOPHOM M POJCTBEHHBIX WM TKaHEH, PpACCESHHBIM CKJIEPO30M, TIE€MOJUTUKO-YPEMUYECKUM
CHUHJIPOMOM, FOHOIIECKUM apTPUTOM C CUCTEMHBIM HadajaoM, mykononucaxapuaozoM I, II u VI tunos,
arIacCTUYeCcKOi aHeMuell HeyTOUHEeHHOH, HaclaeACTBeHHbIM JeduuutoM dakropos Il (pubpunorena), VII
(nmabunsHoOTO), X (CTrOApTa - [Ipayspa), mir mocsie TpaHCIIaHTAIlMA OPTaHOB M (MJIN) TKaHEH;

(B pen. Ilocranosnenus IIpaButensctBa PO ot 27.03.2020 N 344)

IepedeHb yTpaTuBIUX crity akToB [IpaBurenscTBa Poccniickoit denepanum.

2. MunucrepctBy  31paBooxpaHeHusi — Poccuiickoii  @egepauuui B YCTAHOBJIEHHOM
3aKoHoOmarenscTBOM  Poccmiickont ®enepanuu  mopsake ocyllecTBUTh 3akynky Ha 2019 ronx
JIEKapCTBEHHBIX MPENaparoB I MaTOr€HETUYECKOTO JICYSHHUSI JIUII, OOJIBHBIX TEMOIUTUKO-YPEMUYECKUM
CHUHJIPOMOM, FOHOIIECKMM apTPUTOM C CHUCTEMHBIM Hayajaom, Mykomnosmcaxapuao3om I, II u VI tumnos,
BKIJIFOUEHHBIX B TIEPEUYCHB KU3HEHHO HEOOXOAMMBIX U BOKHEHIIINX JIEKAPCTBEHHBIX MPENApaTOB.

2(1). UcTounukoMm (GHHAHCUPOBAHUS OPTAaHU3ALMU OOCCIEYCHHS JICKapCTBEHHBIMHU IpenapaTamMmu
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nereil B Bo3pacte no 18 mer, OonbHBIX remModmineil, MyKOBUCIHIO30M, THIO(U3APHBIM HAHU3MOM,
6ome3ublo0 ['o111e, 3710Ka4ecTBEHHBIMI HOBOOOpa30BaHUAMU JIMM(DOUAHOMN, KPOBETBOPHOM M POJICTBEHHBIX
UM TKaHEH, pacCesTHHbIM CKJIEPO30M, T€MOJUTUKO-YPEMUUECKIUM CHHIPOMOM, FOHOILIECKHUM apTPUTOM C
CHUCTEMHBIM HauyajaoM, Mykonosucaxapuao3om I, I u VI tunos, amacTuyeckoil aneMueil HEyTOYHEHHOM,
HacneAcTBeHHBIM nedummrom ¢pakropos Il (pubpunorena), VII (;mabunsnoro), X (Crroapta - [Ipayspa),
JeTell B Bo3pacte M0 18 JeT mocie TpaHCIUIaHTaIlluu opraHoB W (win) TkaHed ¢ 2023 ropa sBISIOTCS
OIOJDKETHBIE  ACCUTHOBAaHMA, TIPEIyCMOTpeHHble B  (derepasbHOM  Owojpkere  MUHHCTEPCTBY
3apaBooxpanenusi Poccuiickoit  ®epeparuun s DoHga  TOAACPKKH  JACTEH € TSKEIBIMU
KUZHEYTPOKAIOMIMMA M XPOHUYECKUMHU 3a00JICBaHUSIMH, B TOM 4HCIE pPEIKUMH (OpQaHHBIMH)
3aboneBanusamu, "Kpyr qobpa'.

(m. 2(1) BBeneH IlocranoBnenuem [lpaButenscrea PO ot 15.02.2023 N 229)

3. MunucrepctBy 3apaBooxpaHenus Poccuiickoit @enepanuu  JaBaTh pa3bsACHEHUS IO
MIPUMEHEHHUIO TPABUII, YTBEPKICHHBIX HACTOSAIIUM MTOCTAHOBJICHUEM.

4. Hacrosimee nocraHoBieHue BerynaeT B cuity ¢ 1 ssHBaps 2019 r., 3a UCKIIIOYEHHEM IMYHKTaA 2,
KOTOPBII BCTYIAET B CHITY CO JHS O(DUIIMATHLHOTO OMYOJIMKOBAHUS HACTOSIIETO TTOCTAHOBJICHUS.

IIpencenareins [IpaBurenscTBa
Poccuiickoit @enepanuu
JA.ME/IBEJIEB

YTBepKACHBI

nocraHoBjeHueM [IpaBurenscTBa
Poccniickoit ®enepanuun

ot 26 Hos0ps 2018 1. N 1416

NMPABUJIA
OPIrAHU3ALNUN OBECIMNEYEHUA NNIEKAPCTBEHHBIMU NMPEMNAPATAMMU J1NL,
BONbHbIX FTEMO®UNUEN, MYKOBUCLMOO30M, TMNO®U3APHLIM HAHU3MOM,
BOJIE3HbIO NOLWWE, 3TIOKAHYHECTBEHHBbIMU HOBOOBPA3OBAHUAMU
NMUMOONOHON, KPOBETBOPHOW U POACTBEHHBLIX UM TKAHEW,
PACCEAHHbBIM CKINTEPO30M, TEMOJIMUTUKO-YPEMUYECKUM CUHOPOMOM,
IOHOLLECKUM APTPUTOM C CUCTEMHbLIM HAYAJIOM, MYKOIOJIMCAXAPUAO30OM
I, 1 N VI TUMNOB, AMNTACTUYECKOWU AHEMWUEA HEYTOYHEHHOMW,
HACNEACTBEHHbIM AEPULIUTOM ®AKTOPOB Il (PUBPUHOIEHA),
VII (MABUJIBHOI O), X (CTIOAPTA - NMPAY3PA), JIUL NOCIE
TPAHCMJIAHTALMX OPIFAHOB U (UJTN) TKAHEWX

1. Hacrosimue IIpaBmia ycTaHaBIMBaKOT MOPSIOK OpraHU3alUM OOECIHeueHUs JHI], OOJIbHBIX
reMopuiInei, MYKOBUCIIMI030M, TUMO(U3ApPHBIM HAHW3MOM, OoJe3Hbpi0 ['ome, 3710KaueCTBEHHBIMU
HOBOOOpa30BaHUAMHU TUMGOUTHON, KPOBETBOPHOU U POJACTBEHHBIX UM TKaHEH, PACCESHHBIM CKIIEPO30M,
FEMOJIMTUKO-YPEMUUYECKUM  CHHIPOMOM,  FOHOIIECKHMM  apTPUTOM C  CHUCTEMHBIM  Hayajow,
Mykonosmcaxapuno3om I, II u VI tunos, amnactuyeckoili aHeMueldl HEYTOUYHEHHOM, HACIIEICTBEHHBIM
nepururoM QaxtopoB Il (pubpunorena), VII (mabunphoro), X (Crroapra - Ilpayspa), nui mocie
TpaHCIUIAHTAIlMK OpPraHoOB M (WJM) TKaHed (mamee - OONbHBIC) JIEKAPCTBEHHBIMU TperapataMu s
MEIUIIMHCKOTO TIPUMEHEHUs, TpEAHA3HAYECHHBIMH IS JICYEHUs YKa3aHHBIX 3a00JieBaHMA, I10
yrBepxkieHHoMYy [IpaBurensctBom Poccuiickoii ®denepanuy NEpevHIO JEKAPCTBEHHBIX IPENaparos,
c(hOPMHUPOBAHHOMY B YCTaHOBJICHHOM UM TOpsIKE (majee - JICKapCTBEHHBIE IpernapaThl), a TakkKe
MOPSAZIOK M YCJIOBHSI TEepefadd JEKapCTBEHHBIX IMPENapaToB B COOCTBEHHOCTHh CyOBEKTOB Poccuiickoii
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denepanuu.

2. UcrounukoMm ¢uHAHCHpPOBAHUS OpraHu3anuu odecriedeHusi OOJbHBIX B Bo3pacte oT 18 jer u
CTaple JIGKApCTBEHHBIMH IpenaparaMu SIBISIOTCS OOJKETHBIE ACCHUTHOBAHUS, NPEIyCMOTPCHHEIC B
benepanbHOM OroKeTe MUHHCTEPCTBY 3apaBooxpaHeHus Poccuiickoit denepainy Ha yka3aHHbBIE 1IEITH.

HcrounnkoM (MHAHCHPOBAaHUS OpraHu3aluu oOecredeHuss OONbHBIX B Bo3pacte a0 18 jer
JIEKapCTBEHHBIMU  [penapaTaMu  SBISAIOTCS  OIO/JKETHBIE  aCCUTHOBAHMS,  IPEIyCMOTpPEHHBIE
MunucrepcTBy 3apaBooxpanenuss Poccuiickoit @enepanun mist PoHAa NOAACPKKU IETEN C TAKEIBIMU
KUZHEYTPOKAIOMIMMH M XPOHUYECKUMHU 3a00JIeBaHUSMH, B TOM 4YHCIE pPEIKUMH (OppaHHBIMU)
3aboneBanusmu, "Kpyr gobpa.

Opranuzanysg W OCYLIECTBICHHE 3aKYMOK JIGKAPCTBEHHBIX IpEnapaTroB 0O0eCIeuynBalOTCA
denepanbHBIM Ka3eHHBIM yupexacHueMm "denepanbHbIA IEHTP IUIAHUPOBAHWS W OpTraHU3alldd
JIEKapCTBEHHOTro obOecreueHus: rpaxiaaH" MuHucTepcTBa 31apaBooxpaHeHusi Poccuiickoit ®denepanuu
(manee - dexepanbHBIN LEHTP) B Mpejaesiax JOBEICHHBIX J0 HEro MHHHUCTEPCTBOM 3IPAaBOOXPAHEHUS
Poccuiickoit @denepanuu TMMUTOB OIOJIKETHBIX 00S3aTENBCTB.

MunucteperBo 3apaBooxpanenus Poccuiickoit @enepanuu He mo3aHee 1 MapTa TeKyllero roga
MHGOPMUpPYET UCIIOIHUTENbHBIE OpraHbl cy0ObekToB Poccuiickoit deneparun B chepe oXxpaHbl 310pOBbs
0 TUIAHUPYEMBIX UM TPENeNbHBIX 00beMax OI0/PKETHBIX aCCHTHOBAHWHA Ha OYepeIHON (PMHAHCOBBIN IO/,
paccunTaHHbIX MuHMCTEPCTBOM 31paBooxpaHeHust Poccuiickoii ®denepanuu Ha OCHOBaHUM CBEJIECHUM,
npeacTaBisieMblx A0 15 ¢eBpans Tekymero roga denepaibHbIM IIEHTPOM, C YYETOM YHCIEHHOCTH
OOJIBHBIX U CpeHEero o0beMa OIOJKETHBIX ACCUTHOBaHMU 3a 3 (PMHAHCOBBIX I'0/a, NMPEALIECTBYIOIIUX
TeKymemMy (GUHAHCOBOMY TOJTY.

3. IIpaBo 6osbHOTO Ha o0ecreyeHne JeKapCTBEHHBIMH MpenapaTaMyi BO3ZHUKAET CO JHS BKIIIOUYEHHUS
CBEJCHUIH O HEM B pEruoHalbHbIA cerMeHT PenepanbHOrO perucrpa Jul, OOJIbHBIX TeMOQUIHEH,
MYKOBHCIIMI030M, rUnogu3apHbIM HaHU3MOM, 00JIe3HBIO I'omre, 3JI0Ka4€CTBEHHBIMU
HOBOOOpa30BaHUAMHU JTUM(OUIHON, KPOBETBOPHOU U POACTBEHHBIX UM TKaHEH, PACCEIHHBIM CKIIEPO30M,
TFEMOJIMTHUKO-YPEMUYECKUM  CHHIPOMOM,  IOHOIIECKMM  apTPUTOM C  CHCTEMHBIM  HA4ajioM,
mykonosiucaxapuno3om I, II u VI tunos, amnactuyeckoil aHeMHEld HEYTOYHEHHOM, HACIIEICTBEHHBIM
nepururom QaxtopoB Il (pubpunorena), VII (madbunpnoro), X (Crroapta - Ilpayspa), num mocie
TpaHCIUIAaHTAIMKM OpraHoB U (Win) TKaHel (nanee - denepaabHbIA PETUCTD).

Jara BritoueHHsT OOJIBHOTO B PETHMOHANBHBIM cerMeHT PenepanbHOro peructpa (ukcupyercs
JeqaluuM BpauoM B MEIUIMHCKOM KapTe MalKMeHTa, IOJy4yaroulero MEAMIMHCKYI0 IOMOUlb B
amMOyJaTOPHBIX yCIOBUSX.

4. Oprannzanus obecnieueHuss denepanbHbIM IIEHTPOM 3a CUET CPEACTB (peliepanbHOro OroKeTa
OOJIbHBIX JIEKAPCTBEHHBIMM IperapaTaMy OCYIIECTBIISAETCS B COOTBETCTBHM C TMOPSJIKAMHU OKa3aHHs
MEIUIIMHCKOW MOMOIIM, YTBEPKIAECHHBIMU MUHHCTEPCTBOM 311paBooxpaHeHus Poccuiickoit Penepannu,
C YYETOM CTaHAAPTOB MEAULIMHCKON ITIOMOILM U Ha OCHOBE KIMHUYECKUX PEKOMEHIALMM.

5. B mensx TMOCTaBKM JIEKAPCTBEHHBIX IpPENapaToB HCIOJHUTEIbHBIE OpraHbl CyOBEKTOB
Poccuiickoit ®enepauuu B chepe OXpaHbl 310pPOBbS ONPEACISIIOT PACHOJIOXKEHHbIE B CYOBEKTax
Poccuiickoit @enepanuy opraHu3aluy, UMEIONIUE JTUIEH3NI0 Ha OCYIECTBICHUE MEAUIIMHCKONW U (MIJIH)
(bapMarieBTUYECKON JEATENbHOCTH M YIOJIHOMOYEHHBIE Ha MOJY4YEHHE JIEKaPCTBEHHBIX IPENaparoB
(manee - opraHU3alMU-TIOIYYaTENHN).

MunucrepcTBOo 3apaBooxpaHeHuss Poccuiickoit  ®enepaunu  MHGOPMHUPYET HCHOIHHUTEIbHbIC



opransl cyosekToB Poccuiickoit @enepanyn B chepe OXpaHbl 3T0POBbS O BOZMOXKHOCTH MPEICTABICHHS
He mo3nHee 15 ampens Tekyumiero rojga B DenepanbHbIl LEHTP NPEABAPUTEIbHBIX 3asBOK 0e€3
COIJIaCOBaHUs, IPEAYCMOTPEHHOr0 MMyHKTOM 6 Hactosuux [Ipasui.

@denepanbHbIl LEHTP C Y4Y4eTOM IIPEJBApPUTENIbHBIX OOBEMOB JIEKAPCTBEHHBIX IIPENapaTos,
OIIpeJICIEHHBIX Ha OCHOBAHUM MPEICTABICHHBIX B COOTBETCTBUH C a03alleM BTOPHIM HACTOSAIIETO ITyHKTA
IIPEBAPUTENIbHBIX 3a8BOK, HAIPABISACT NPOM3BOAUTENSIM U (WIM) IOCTaBIIMKAM JIEKAPCTBEHHBIX
IIpenapaTroB 3alpocChl C LEIbI0 ONPEAEICHUs BO3MOKHOCTH IIPOU3BOJACTBA U IOCTABKU JIEKAPCTBEHHBIX
IIPENapaToB, a TAK)KE UX CTOMMOCTH U HE NO3AHEE 1 Mas TEeKyIIero roaa NpeAcTasisieT B MUHUCTEPCTBO
3npaBooxpaneHus Poccuiickoit @enepanun CBOAHYIO MH(POPMAILKIO, B TOM YHUCIE MPEIyCMOTPEHHYIO
HaCTOSIIUM ab3aleMm.

6. MunucrepcTBo 31paBooxpanenust Poccuiickoit @enepanuu He no3aHee | Mo TEKyIIEro roja
MHGOPMHpPYET UCIIOIHUTENIbHBIE OpraHbl cy0obekToB Poccuiickoit denepanuu B cepe oxpaHbl 310pOBbs
O BO3MOXKHOCTU IpejacTaBieHUs B DenepanbHbli LEHTp He mno3gHee 20 aBrycra TEKYIIEro rojaa
COIJIACOBAHHBIX TEPPUTOpUAIBbHBIMU opraHamMu dexepanbHOW ciayxkObl 1O Hag3opy B cdepe
3/IpaBOOXpAaHEHUS 3asBOK Ha MOCTABKY JIEKAPCTBEHHBIX IIPENAPATOB HA OYEPEeHONW (PMHAHCOBBIN TOJ IO
bopme, yTBepxkAeHHOW MuHUCTEpCTBOM 3/1paBooxpanenus Poccuiickoit denepanuu (aiee - 3asBKU), ©
MPUIIOKEHNEM 000CHOBAaHHH MO 00BbEMY C YI€TOM MMEIOUIMXCS OCTATKOB JIEKAPCTBEHHBIX MPETapaToB, a
TaKXe MepeyHs OpraHu3alui-nosyJaresei.

[TorpebHOCTh (00BEM MTOCTABKH) B JIEKAPCTBEHHOM IIpenapare ONpeessieTcs C yYeTOM CTaHIapTOB
MEIMLIMHCKOW TOMOILIM M Ha OCHOBE KIMHUYECKUX PEKOMEHAALMH HCXOAd U3 eKeMECIYHOH
(1)21KTI/I‘-I€CKOI71 HOTp€6HOCTI/I OOJILHBIX B JICKApPCTBCHHLIX IIpfraparax B COOTBCTCTBUH CO CBCACHUAMU
peruoHanbHOro cermeHta ®enepasbHOro perucTpa M HEOOXOIUMOCTH (OPMHUPOBAHMS 3araca
JIEKapCTBEHHOTO Ipernapara Ha 15 mecdies.

7. CornacoBaHH€ 3asiBOK OCYIIECTBISETCS TEPPUTOPUATBHBIMU opraHamMu DenepanbHON CIyKObI
Mo Haa30py B cepe 3apaBOOXpaHEHUsT B CpPOK, HE mpebimaronuii 10 paboynx mHEeW co AHS HX
MOCTYIUICHUSI OT HCIOJHUTEIBHBIX OpraHoB cyObekToB Poccuiickoit ®denepanuu B cdepe OXpaHbI
300pPOBbA, B HaCTH KOPPEKTHOCTHU BHCCCHU A CBGJIGHI/If/i O TCKYHIUX OCTAaTKax JICKAPCTBCHHBIX IPEIIapaToB
MOCPEICTBOM CUCTEMbl MOHUTOPUHTA ABUKEHUS JIEKAPCTBEHHBIX MPENapaToB.

8. @enepanbHbIl 1LIEHTP paccMaTpuBaeT 3asBKM HAa COOTBETCTBHUE YCTAHOBJIIEHHOH (¢opMe,
YyTBEpKIECHHOM  MuHucrepctBoM  31paBooxpaHeHus  Poccuiickoir  dDenepauuu, Ha  IpeaMET
O00OCHOBAaHHOCTH  3asIBIEHHbIX ~OOBEMOB  JIEKAPCTBEHHBIX  IpENapaToB, KOppeKTupyer (mpu
HE00XO/AMMOCTH) U COTJIACOBBIBAET MX.

He no3nnee 15 cents0ps Tekymiero roga denepanbHbIil IEHTP MPEACTABISET 3aBKH B KOMUCCHUIO
MunucrepcTBa 3apaBooxpaHeHusi Poccuiickoit denepanuu M0 paccMOTPEHMIO 3asBOK (Hanee -
KOMHUCCHS) JJI1 HMX pacCMOTpeHMs] ¢ ydacTueM npexacraBureneit @denepanbHoro uentpa, Pdonma
MOJIEPXKKH JIETEH C TSHKETIBIMH KM3HEYTPOXKAIOIMMHU U XPOHUYECKHMMHU 3a00JIeBaHUSIMH, B TOM YHCIIE
peakumu  (opdanHbiMu) 3a0osneBanusMH, "Kpyr noOpa", HCIOTHUTEIBHBIX OPraHOB CYOBEKTOB
Poccuiickoit @enepanuu B chepe oxpaHbl 370pOBbs (B TOM YHUCIE C MCIOIb30BaHUEM MH(OPMAIIMOHHO-
TEJIEeKOMMYHUKALIMOHHBIX ~ TEXHOJIOTUH) Ha TMpeAMeT OOOCHOBAaHHOCTH  3asBJIEHHBIX OOBEMOB
JICKapCTBEHHBIX IMPENapaToB, HUX KOPPEKTUPOBKU IpPHU HEOOXOAMMOCTH U YTBEPKACHUS OOBEMOB
IIOCTAaBOK JIEKAPCTBEHHBIX IpemnapaToB. llomoskeHne o0 KOMHCCHMM M €€ COCTaB  yTBEP)KIAIOTCA
MunucrepcTBoM 31paBooxpanenus Pocculickont @enepanuu.

PaccMoTpenne 3asBOK, YTBEp)KIEHME OOBEMOB IIOCTAaBOK JIEKAPCTBEHHBIX IpENapaTroB MU
npencrasieHue B GeaepalbHblid HEHTP CBEACHUN 00 YTBEP)KICHHBIX 00beMax MOCTABOK JIEKAPCTBEHHBIX
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MpenapaToB OCYIIECTBIISIIOTCS KoMUuccuen B Teuenue 30 KaleHIapHbIX THEH CO JHS MOCTYIUICHUS 3asiBOK
or ®enepanpHoro ueHTpa. IIlpu paccMOTpeHHMHM 3asBOK KOMHUCCHEH YUWTBHIBAeTCS HU3MEHEHHE
YHCIICHHOCTU OOJIBHBIX, KOTOPOE MPOHU30ILIO B TEKYIIEM TOAY.

VYTBepkaeHrHe 00BEMOB IOCTaBOK JIEKAPCTBEHHBIX IMPENApaTOB OCYLIECTBISIETCS KOMHUCCHEH ¢
ydeToM HH(pOpManuu, TPeICTABICHHON MPOU3BOIUTENSIMH W (WIHM) TOCTAaBIIMKAMHU JIEKAPCTBEHHBIX
[IpernapaToB B COOTBETCTBUU C ab3alieM TpeThbUM IyHKTa 5 HacTosmux [IpaBun B @enepanbHblil HEHTP, O
BO3MO>KHOCTH ITPOU3BOJICTBA U MOCTABKH JIEKAPCTBEHHBIX MPENapaToB.

CeneHuss 00 yTBEpXKIEHHBIX KOMHUCCHEH 00BEMax IIOCTaBOK JIEKAPCTBEHHBIX IpenapaToB
HanpasisiioTes degepabHBIM IIEHTPOM B UCIIOJIHHUTENbHBIE OpraHbl cyObekToB Poccuiickoii @enepanuu
B chepe OXpaHbl 3/J0pOBbs B TeueHHE 3 pabouux JHEN CO AHA NOCTYIUICHUS CBEIEHUH OT KOMUCCHH.

9. OOBeM TIOCTaBOK JIEKAPCTBEHHBIX TIpenapatoB (HOpMHUpPYETCS B TMpenenax OrOJKETHBIX
ACCUTHOBAaHWH, NPEAYCMOTPEHHBIX B (QelnepaqpHOM 3akoHe O (deaepadbHOM OlO[KeTe Ha
COOTBETCTBYIOIINH (PUHAHCOBBIA TOJ M TUIAHOBBI MEPUON, W JHMHUTOB OIOJDKETHBIX O0053aTENIBCTB,
JOBE/ICHHBIX B YCTaHOBJICHHOM HOpsake 10 MuHHCTEpCTBa 3apaBooxpanenus Poccuiickoit denepanun
Ha 3aKYIKY JIEKAPCTBEHHBIX TPENapaToB.

10. B coOTBeTCTBUM € YTBEpXJIEHHbIMH OOBEMaMU IIOCTABOK JICKAPCTBEHHBIX IpenapaToB
@enepanpHbll LEHTP B YCTAaHOBJIEHHOM 3aKOHOAATenbCcTBOM Poccuiickonn @Penepauuu  mopsake
OCYILIECTBIISAET 3aKYIKY JIEKAPCTBEHHBIX IIPENapaToB.

11. TlocraBmMKM  JIGKQPCTBEHHBIX  MPEMApaToOB, OMNPEACICHHBIE B  COOTBETCTBUU  C
3aKOHO/IaTeabCTBOM Poccuiickoii denepanuu, npeacTaBisitoT B DeaepalnbHblii 1IEHTP 0(OPMIICHHBIC B
YCTaHOBJICHHOM TOPSIKE JOKYMEHTHI, TOATBEPKIA0MINE (DAKT MOTydeHHsI JIEKAPCTBEHHBIX MTPEnapaToB
OpraHu3alMsIMU-TIONYYaTeNs MU, B TOM YHCII€ HAKJIAJHbIE W aKThl IpHEMa-Tepeayn JIeKapCTBEHHBIX
Mpenaparos.

12. IlpaBo coOcTBeHHOCTH CcyOBeKkTOB Poccuiickoit denepanuu Ha JeKapCTBEHHbIE NpenapaThl,
MIOJIyYEHHbIE OpPraHU3alMAMHU-TIOIY4YaTeIsIMU B COOTBETCTBUU ¢ NyHKTOM 11 Hactosmux Ilpasui,
BO3HUKAET Ha OCHOBAHUHU JOKYMEHTOB, ITOATBEPKAAIOMIUX (DAKT MOTyUeHHS JIEKApCTBEHHBIX MPENapaToB
OpraHMU3alUsIMHU-TI0TY4aTeIIMU.

13. depepanpHbli LEHTP M HCHOJHHUTEIbHbIE OpraHbl cyOobekToB Poccuiickoit deneparuuy,
OTpeeJICHHbIE  BBICIIMMH  JIOJDKHOCTHBIMH  JUIaMU  CcyOBbekToB  Poccuiickoit ~ deneparuu
(mpencenatenssMu BBICIIMX HCHOJHUTENBHBIX OpraHoB cyObekToB Poccuiickoit ®enepauun) (naiee -
YIIOJTHOMOYEHHBIE OPTaHbl), €XKEMECSUHO OCYIIECTBISIOT HAa OCHOBAaHMU WU3BELICHUI, HaIpaBiIsieMbIX
YIIOJIHOMOYEHHbIMU opraHamu B DenepanbHblii LEHTP, CBEPKY JIEKAPCTBEHHBIX IIPENaparos,
MTOJIYYEHHBIX OpTraHU3alUsAMU-TIOIY9aTeIISIMH.

14. OpFaHHBaHHH-HOquaTCHH IMPUHHUMAIOT JICKAPCTBCHHLIC NPCHIAapaTbl Ha Y4Y€T B TCUCHUC 2
pa60q1/1x JIHefI CO JHA X MOJYUYCHHA OT MOCTABIIUMKOB JICKAPCTBCHHBIX IMPEIIapaToB, o0ecreynBaroT UX
COXPAHHOCTD 1 LECJICBOC UCIIOJIB30BAHUC.

15. Ilpy HanWuMM SKOHOMHUHU OIOKETHBIX CPEICTB, NoiyuyeHHOW dDenepanbHbIM LEHTPOM MpU
OCYILIECTBIEHUM 3aKYINOK JIEKAPCTBEHHBIX INPENaparoB B COOTBETCTBUM C IyHKTOM 10 HacToAmmx
[IpaBwi1, MunucrepcTBo 3apaBooxpanenus Poccuiickoit @enepanun He no3aHee 1 anpens pUHAHCOBOTO
roga, MOTpeOHOCTh B JIEKAPCTBEHHBIX IpenapaTax Ha KOTOPbIM oOecredynBaiach MOCPEICTBOM
OCYILLECTBIICHUs YKAa3aHHBIX 3aKyNOK, MH(MOPMUPYET HCIIOJIHUTENbHbIE OpraHbl cyObekToB Poccuiickoii
@enepan B cepe OXpaHbl 30pOBbSI O pa3Mepe IMOIYYEHHOW 3KOHOMHUHU B LENSX IPEICTaBICHUS



JOTIOJTHUTEIBHBIX 3asBOK M O BO3MOXXHOCTH WX MpEJCTaBlieHUs He mo3aHee 10 ampenst ykazaHHOTO
¢unHancoBoro roaa B deaepaibHBIN IEHTP.

@enepanbHblii 1eHTp He no3aHee 20 ampens yKa3aHHOTO (PMHAHCOBOIO ToOJla PacCMaTpUBACT
3adBKM, YKa3aHHble B a03ale IE€pBOM HACTOALIErO IIyHKTa, KOPPEKTHpPYeT JTH 3aiBKH (1pHU
HEOOXO/JMMOCTH), COTJIACOBBIBAET HUX C UCIOJHUTEIBHBIMU OpraHaMu CcyOBbekToB Poccuiickoit
®enepanyn B chepe OXpaHbl 310POBbs U HANIPABIISAET B KOMUCCHUIO.

PaccmoTpenue 3asBOK, YKa3aHHBIX B a03alle MMepBOM HACTOSILETro IMYHKTa, YTBEPXKIECHHE 00bEMOB
MIOCTaBOK JICKAPCTBEHHBIX IIpemapaToB U ImpencTtaBieHue B DenepaibHblii LEHTp CBeAEHHH 00
YTBEP)KIECHHBIX 00beMax MOCTABOK JIEKAPCTBEHHBIX MPENapaTOB OCYIIECTBISIOTCS KOMUCCUEH B TEUCHHE
10 xaneHnapHbIX IHEH CO AHS MpeACTaBIeHUS TakuX 3asBok DenepaabHbIM HEHTPOM.

CBeneHuss 00 YTBEp)KIEHHBIX KOMHCCHEH 00beMax IIOCTaBOK JIEKAPCTBEHHBIX IIPENapaToB
Hanpasisiores denepanbHbIM HEHTPOM HCIIOJIHUTEIBHBIM opraHaM cyobekToB Poccuiickoit denepaunn
B cpepe OXpaHbl 37I0POBbs B TeUeHHE 3 pabouuX JHEH CO JHS MOCTYIUICHUS CBEIEHUI OT KOMUCCHHU.

3aKynka JEKapCTBEHHBIX MPENapaToB U UX Mepeadya OCYILIECTBISIIOTCA B COOTBETCTBUM C IIYHKTaAMHU
10 - 14 nactosimux [IpaBui.

16. B cinyyae BKIIIOYEHHS JIEKapCTBEHHOI'O IIpenapara B IIEPEYEHb JIEKAPCTBEHHBIX IPENaparos,
yKka3zaHHbIH B myHKTe 1 Hactosmmx [IpaBun, He mo3aHee 1 Mas (uHAHCOBOTO roja, MOTPEOHOCTH B
JIEKapCTBEHHBIX Ipernaparax Ha KOTOpbI oOecrneuyuBaiach MOCPEACTBOM OCYILECTBIIEHHS 3aKYIIOK,
yKa3aHHbIX B nyHKTe 10 Hacrosiumx [lpaBui, B CBSI3M C U3MEHEHHEM CXEM JICUEHMsI OOJBbHBIX
UCIOJHUTENIbHBIE Opranbl cyObekToB Poccuiickoit ®denepanuu B cdepe OXpaHbl 3/10pOBbsl BIIpaBe
npenctaBuTh B DenepanbHblil 1eHTp He mo3aHee 20 Mas yKa3aHHOrO (PMHAHCOBOTO Toja 3asiBKU B
OTHOILLIEHUHU TaKOI'0 JIEKAPCTBEHHOIO IIperapara.

®enepanbHblil HeHTp He no3aHee 30 Masg yKa3aHHOTO (PMHAHCOBOTO Tojla paccMaTpHUBaeT 3asiBKH,
yKa3aHHble B a03alle MepBOM HACTOSAILIETO IYHKTa, KOPPEKTUPYET ITH 3asBKU (P HEOOXOIUMOCTH),
COTJIACOBBIBAET MX C MUCIOJIHUTEIbHBIMU OpranaMu cyOobekToB Poccuiickoit @enepanuu B cepe oXpaHsbl
3JI0pOBbS U HAIPABJISET B KOMUCCHUIO.

PaccmoTpenue 3adBOK, yka3aHHBIX B a03alle MEepBOM HACTOSILErO MyHKTA, YTBEP)KJIEHUE 00BEMOB
MIOCTAaBOK JIEKApPCTBEHHBIX IpenapaToB M npeicTaBieHue B DenepaiabHbI LEHTP CBeleHUl 00
YTBEPKACHHBIX 00BbEMax MOCTABOK JIEKAPCTBEHHBIX MPENapaTOB OCYILECTBISIOTCS KOMUCCUEH B TEUEHHE
10 xaleHAapHbBIX JHEH CO JHS NPEeACTaBICHUs TakuX 3asiBOoK DeepalbHbIM IIEHTPOM.

CeeneHusi 00 YTBEpXKICHHBIX KOMHCCHEH 00beMax TIOCTaBOK JIEKAPCTBEHHBIX IMpenapaToB
HanpaBIsAOTcs DeepalbHBIM [IEHTPOM B UCTIOTHHUTENBHBIE OpTraHbl cyOheKkToB Poccuiickoit denepammu
B c(pepe oxXpaHbI 3J0pOBbsS B T€UCHUE 3 pabOUMX JHEH CO JTHS MOCTYIJICHUS CBEICHUM OT KOMUCCHH.

3aKynka JEeKapCTBEHHBIX MPEMapaToB U UX Mepeada OCYIIECTBISIIOTCA B COOTBETCTBUM C MTYHKTaMHU
10 - 14 mactosimux IIpaBwuir.

17. ®epnepanbHbIi LEHTP B YCTaHOBICHHOM MMHHCTEPCTBOM 371paBooxpaHeHMst Poccuiickoi
denepanuy MOPSAAKE OCYHIECTBISICT MOHUTOPHUHI JABMKEHUS W ydeTa JIEKAPCTBEHHBIX INPENapaToB B
cyobektax Poccuiickoit @enepaiuu, JOBOAUT 10 CBEACHUS YIOJTHOMOYEHHBIX OPIaHOB IMOJyYEHHBIE IO
pe3yibpTaTaM MOHMTOPHHIA JTaHHBIE, B TOM YHCJIE CBEJICHHsI O HOMEHKJIAType, KOJIMYECTBE U CTOMMOCTH
JICKapCTBEHHBIX IPENapaTroB, 00 OTCYTCTBHM MOTPEOHOCTU B OTJIENBHBIX JIGKAPCTBEHHBIX IpenapaTax
71100 O MOSIBICHUH JONOJHUTEIBHON NOTPEOHOCTH B JIEKAPCTBEHHBIX Mpenaparax B CBSI3U ¢ U3MEHEHUEM
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B cyOBekTe Poccuiickoii Denepanui 4MCIEHHOCTH OOJBHBIX, H3MEHEHUSIMH B Ha3HAUCHUSX JeUaIlUMHU
BpayaMHM JIEKapCTBEHHBIX MpenapaToB OOJbHBIM U COIJIACOBBIBAET IE€pepacIpeieIeHUe JIEKapCTBEHHBIX
npernapaToB Mexy cyorextamu Poccuiickoii @eneparui.

18. Ilepemaua JeKapCTBEHHBIX IMIpenapaToB OIHUM CcyObekToM Poccuiickoit ®enepanuu B
COOCTBEHHOCTh JApyroro cyowmekra Poccwuiickoii Denepamnuui OCYIIECTBISICTCS Ha OCHOBAaHHHM aKTa
npuema-niepenaur. denepanbHbIl IEHTP YBEJOMIISIETCS O Mepenadye JIEKapCTBEHHBIX IPEnapaToB B
TeueHue 10 KaJeHIapHBIX JHEW T™Ocie TMONAMUCAHMS aKTa MpUeMa-Nepeadynd YINOIHOMOYEHHBIMU
OpraHaMu.

19. B cinyuae BbiBiIeHMS B cyObekTax Poccuiickoil ®enepanuu OCTAaTKOB JIEKAPCTBEHHBIX
IIpernaparoB, 00eCHeUnBaIOLIMX OTPEOHOCTh B HUX MeHee 4eM Ha 60 kaseHAapHbIX JHeH, PenepaabHblil
LIEHTP IPUHUMAET MEPHI 110 OCYILECTBICHHUIO IIEPBOOYEPEIHON ITOCTABKA UM JIEKAPCTBEHHBIX IIPENAPaTOB
myTeM UH()OPMUPOBAHMSI COOTBETCTBYIOIUX [TOCTABIIUKOB.

B cnydae BoisiBneHus B cyobekrax Poccuiickoit denepanny 0CTaTKOB JIEKapCTBEHHBIX MIPENapaTos,
oOecrieuynBarOIIMX MOTPEOHOCT, B HUX MeHee dyeM Ha 30 KaleHmapHbIX gHed W Oosnee yeM Ha 120
KaJIeHAApHBIX AHEW, PenepalibHbII LIEHTP YBEIOMIIET UCIIOJHUTENbHbBIE Opranbl cyobekToB Poccuiickoit
@enepanu B chepe OXpaHbl 370pOBbS O HEOOXOJUMOCTH IepepaclpeseieHus JIeKapCTBEHHBIX
IIpenaparos.

VY1OJIHOMOYEHHEBIE OpraHbl B TCUCHHC 7 pa60‘lI/IX I[Hefl C MOMCHTA IMOJYUYCHUA YBECAOMIICHUS
OCYIICCTBJIAIOT MMOATOTOBKY aKTa NpueMa-ncpcaadu.

20. dunancoBoe oOecmedyeHHe 3aTpaT Ha TPAHCIOPTHPOBKY JIEKAPCTBEHHBIX IPENapaTos,
yKa3aHHbIX B yHKTax 18 u 19 Hacrosmux [IpaBui, ocymiecTBiasieTcs 3a CUET CPEACTB YIOJIHOMOYEHHBIX
OpPraHoOB, KOTOPBIM NIEPENAIOTCS JIEKAPCTBEHHBIE MTPENapaThl.

21. B ciiydyae ¢popMupoBaHusi OCTATKOB JIEKAPCTBEHHBIX MPENapaToB, MPEBBIIIAIOIINX TOTPEOHOCTh
B HUX, /U1 oOecrieueHust OOJBHBIX B Bo3pacTe 1o 18 jer nubo ot 18 et m crapiie A0 ouepeqHOMH
MIOCTaBKM  COOTBETCTBYIOILLETO JIEKAPCTBEHHOTO IpernapaTa B  COOTBETCTBUU C  YCJIOBUSIMHU
rOCy/lapCTBEHHBIX KOHTPAKTOB, 3aKIIOUYEeHHBIX dDenepanbHbIM LEHTPOM, OpraHU3alUsa-110JIydaTeb
BIIpaB€  MHCIIOJIb30BaTh  JIEKAPCTBEHHbIE IpemapaThl, MPUOOpPETEeHHBbIE 3a CYET HCTOYHHKA
(¢buHaHCHPOBaHMs, YKa3aHHOTO B ab3alle MepBOM MyHKTa 2 Hactosumux [IpaBui, B meisx obecnedyeHus
uMU OOJIBHBIX B Bo3pacTe /10 18 jieT, niM UCIoab30BaTh JEKAPCTBEHHbIE MIpenapaTsl, IPUOOPETEHHBIE 3a
CUeT UCTOYHHUKA (pUHAHCUPOBAHUS, YKa3aHHOTO B ab3alle BTOPOM IMyHKTa 2 HacTosumx [IpaBui, B mensix
oOecnieueHnss MU OOJIBHBIX B Bo3pacTe 18 neT u crapiue.

[TepepacnpeneneHue JEKapCTBEHHBIX IpenapaToB, yKa3aHHOE B a03alle IMEepBOM HACTOSIIETO
MyHKTa, OCYLIECTBIIIETCS MPHU YCIOBUHU TMOCJIEIYIOIIET0 BO3MEIIEHUS B TEKylleM (UHAHCOBOM TOAY
COOTBETCTBYIOILIIETO  JICKAPCTBEHHOTO IMpernapaTta B OSKBUBAJIEHTHBIX JIEKAPCTBEHHBIX  (opMmax,
J03UPOBKAX, (pacOBKaX MCIHOJIb30BaHHBIX JIEKAPCTBEHHBIX MPENapaTos.

22. denepanbHbIl LEHTP €KEKBapTalbHO, 10 10-ro umcia Mecsna, CIEAYIOLIETO 3a OTYETHBIM
KBapTajoM, npezcrasisier B denepanbHyro ciiyk0y 1Mo Haa3opy B cdepe 31paBOOXPAHEHUS B LENAX
OCYLIECTBJICHUS KOHTPOJIS 3a ILEJEBBIM MCIOJIB30BAaHUEM JIEKAPCTBEHHBIX IIpENaparoB, a TakKXKe B
MunncrepcTBo 3apaBooxpaHeHuss Poccuiickoit denepanny CBEIEHHsS O Mepenade JIEKapCTBEHHBIX
npenapatoB  cyobekry Poccuiickoit @enepaumu M O COTJIaCOBAaHHBIX — IepepacHpeaeieHUsX
JIEKapCTBEHHBIX NpenapaToB MexAy cyObektamu Poccuiickoit @enepanui.

23. B nensax obecrnieueHHst OONBHBIX JIEKAPCTBEHHBIMH IperapataMi B MOPSIKE, YCTAHOBIEHHOM



3aKoHOmarensCcTBOM  Poccuiickont  @Denepanuu, OCYLIECTBIISIETCS  HA3HAYEHUE  JICKAPCTBEHHBIX
Ipenaparo, o(popMIIEHUE PELENTOB Ha JEKapCTBEHHbIE ITPENapaThl U UX OTIYCK.

24. Ilpu Ha3HaueHUH OOJHLHOMY JICKAPCTBEHHBIX IPEMaparoB JieHaluili Bpad HHPOPMUPYET ero o
BO3MOKHOCTH IOJIyYEHHMsI UM COOTBETCTBYIOLIMX JIEKAPCTBEHHBIX IpernaparoB Oe3 B3MMaHUs IJIaThl B
COOTBETCTBHHU C 3aKOHOAATeNbCTBOM Poccuniickoit denepanun.

25. B nensx 1uHaMU4ecKoro HaOIroieHus 3a OOJIBHBIM U COOJIIOICHUS] IEPUOANYHOCTH MTOCELICHUS
UM MEIUIMHCKOW OpraHu3aluy JieyallluM BpayoM WIM BpayeOHONM KOMHCCHEW METUIIMHCKOU
OpPraHM3alMK OINPEAEIAETCS KOJIMYECTBO JIEKAPCTBEHHOIO IIpernapara, KOTOPOE YKa3bIBAECTCSA B PELECNTE
Ha JICKapCTBEHHBIN IIpenapar B COOTBETCTBUM C PEKOMEHIOBAHHOM CPEIHEN CYTOYHON U KYpCOBOM 10301
U CPOKOM, Ha3HAYEHHBIM IS [TOCEILCHUSI.

26. MeauuMHCcKasi opraHu3alusl IpeloCTaBisieT OOJbHOMY WM €r0 3aKOHHOMY IPEICTaBUTEIIO
uHpopMalLKo 00 OpraHu3alusIX, paclooKEHHbIX B IPAaHULIAX MYHUIMIIAIbHOTO 00pa30BaHUs MO0 MECTY
KUTEJIbCTBA WIM MECTY IIpeObIBaHUS (B CIIyyae €clid CPOK MPeObIBaHUS MPEBBIIIAET 6 MecALEB) OOIBLHOTO
U OCYIIECTBIISIIOILUX OTIIYCK JIEKAPCTBEHHBIX MPENapaToB, HA3HAUEHHBIX JICUaAIllUM BpadyoM, IpakaHaM,
HMCIOIIMM IIpaBO Ha oOecrieyeHue JICKAPCTBCHHBIMU IIp€riapaTaMu, OTIIYCKAaCMbIMU 6GCHJIaTHO, 3a CUCT
cpeacTB OO/DKETHBIX aCCUIHOBAaHMM QenepanbHOro Oromkera M OHOJUKETOB CyObekToB Poccuiickoii
denepanuu.

27. HazHaueHue JeKapCTBEHHbIX MPENnapaToB OOJIbHOMY OCYILIECTBISETCS MOCIE BKIIOYEHUS €ro B
pernoHaybHbIN cerMeHT PenepanbHOro perucrpa. OTHYCK JIEKAPCTBEHHBIX MPENapaToB OO0JIbHOMY, €ro
3aKOHHOMY TMPEJICTaBUTEI0 WM JIMIly, YIOJHOMOYEHHOMY OOJBHBIM WM €ro 3aKOHHBIM
[IPE/ICTAaBUTENIEM Ha IIOJIyYEHHUE JIEKApPCTBEHHBIX IIPENapaToB, OCYILECTBISETCS B COOTBETCTBUU C
MOPSAKOM, YCTAHOBJICHHBIM B COOTBETCTBMM cO crarheil 55 depepanpHoro 3akona "OO6 oOpaiieHun
JIEKapCTBEHHBIX CPEACTB".

28. Opl"aHI/I3aI_II/I5I obecneueHus JICKAPCTBCHHBIMU  IIpCIiapaTaMun 6OJ'ILHBIX, MMpOXUBAKOIHUX B
CTalMOHAPHBIX OpraHu3aluigx COLUAaJIbHOI'O 06CJ'Iy)KI/IBaHI/I5[ NI OT6I>IBaIOHII/IX HaKa3aHUE, CBA3aHHOC C
JIMIIICHUECM CBO60)IBI, OCYHICCTBIIACTCA COOTBCTCTBYIOH_[eﬁ OpFaHI/ISaHPleﬁ.

29. B cnyuae BwIe3ga OONBHOTO 3a MpeAenbl Tepputopuu cyowbekra Poccuiickoit denepaiuu, B
KOTOPOM OH MpPOXMBAET, Ha TEPPUTOPUI0 Jpyroro cyownekta Poccuiickoit ®enepanuu Ha Cpok, He
MpeBBIIIAIOIIMN 6 MecsleB, TakoMy OOJBHOMY HCIOJIHUTEIbHBIM OpraHoMm cyObekTa Poccuiickoit
®enepanyn B cepe oXpaHbl 30pOBbsl OPraHU3yeTCsl Ha3HAUEHUE JIEKApCTBEHHBIX MPENapaToB Ha CPOK
IpreMa, paBHbII CPOKY €ro Bble3/ia 3a Ipeenbl Tepputopun cyobekra Poceuiickoit denepannu, mudo ¢
Y4ETOM CPOKOB TOJHOCTH HMMEIOLIMXCS OCTAaTKOB JIEKAPCTBEHHBIX IPErapaTroB OOECIeYeHHe TaKOTo
00JIbHOTO JIEKaPCTBEHHBIMH IpenapaTaMy Ha COOTBETCTBYIOIIHM CPOK.

CBeneHusl 0 KOMMYECTBE JIEKAPCTBEHHBIX MPENapaToB, HA3HAYEHHBIX OOJHLHOMY HIIM OTITYIIEHHBIX
00JIbHOMY, €r0 3aKOHHOMY IPEICTAaBUTENIO WU JIUIY, YIOJHOMOYEHHOMY OOJIbHBIM MJIM €r0 3aKOHHBIM
MPEICTABUTEIEM Ha MOJYYEHUE JIEKAPCTBEHHBIX IIPENApaToOB, BHOCITCA B PETHMOHAIBHBIM CETMEHT
denepanbHOrO perucTpa.

30. B cnyuae Bble3ga OOJNIBHOTO 3a Mpeaessl TeppuTopuu cyobekta Poccuiickoit denepaunu, B
KOTOpPOM OH TMpPOXXHMBAaeT, Ha TEPpUTOpUI0 Jpyroro cyoOwekra Poccuiickoii @Penepanii Ha CpOK,
MPEBBIMIAIOIINN 6 MECSIIEB, WIX B ClIydae M3MEHEHHs MECTa KHUTEIbCTBA TAKOMY OOJIBHOMY Ha3HAYAIOTCS
JIEKapCTBEHHbIE MpenapaTthl Ha CpoOK IpuemMa He Oosiee OJHOro MecsAua JUOO OpraHu3yercs
WCIIOJTHUTENBHBIM OpraHoM cyowekta Poccuiickoii @eneparuu B chepe OXpaHbl 310pOBbsi 00ECIICUCHHE
TaKoro 0O0JBHOTO JIEKAPCTBEHHBIMU MpenapaTaMu Ha CpoK MpreMa He 0oJiee 0JJHOTO MecsLa.
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CBeneHusi 0 TakoM OOJIBHOM IIOJUIEKAT MCKIIIOUEHUIO U3 PETMOHAIIBHOTO cermMeHTa denepanbHOro
peructpa cyorekra Poccuiickoit @eneparum, ¢ TeppUTOPUN KOTOPOTO BbIE3KAET OOJIbHOM, U nepenaye (B
TOM YHCJE C HUCHOJb30BaHHEM HH()OPMAIIMOHHO-KOMMYHHKAIIMOHHBIX TEXHOJOTHIA) MCIOTHUTEILHOMY
oprany cyonsekra Poccuiickoit ®denepaunu B chepe oxpaHsl 310pOBbsl, HA TEPPUTOPUIO KOTOPOI'O BhEXal
OOJIbHOM, JUIsI BKIIOYEHUS B PETHOHAIBHBIA cerMeHT @enepaibHOro perucrpa 3TOro cyObekTa
Poccuiickoit ®eneparuu.

Jatoil BKJIIOYEHUs CBEIECHUU O OOJIBHOM B PErHOHAJIbHBIN cerMeHT DenepalibHOrO0 perucrpa
cyobexktoM Poccuiickoii denepanuu, Ha TEPPUTOPHUIO KOTOPOrO BbeXasl OOJBHOM, SIBISETCS JEHb,
CIIEAYIOIMNA 3a JIHEM HCKIIOYEHHUS CBEACHMM O HEM M3 PETHOHAIBHOIO cerMeHTa denepaibHOro
peructpa cyobekToMm Poccuiickoit denepariiu, ¢ TEpPpUTOPUH KOTOPOTO BhIeXal OOJIBHOM.

31. HUcnonuurensHelii opran cyowsekta Poccuiickoit @exepaunu B cdepe oXpaHbl 310pOBbBs, C
TEPPUTOPUU KOTOPOrO Bblexall OOJbHOHM, MpexacTaBiseT (B TOM 4YHMCIE C MCIOJb30BaHUEM
MH(POPMAIIMOHHO-KOMMYHUKAIIMOHHBIX TEXHOJIOTHH) MO 3alpoCy HCIOJHUTEIFHOTO OpraHa cyOBeKTa
Poccuiickoit @enepanun B cdepe OXpaHbl 370pOBbS, Ha TEPPUTOPHIO KOTOPOIO BbeXasl OOJBHOH,
CBEIEHHUS O KOJIMYECTBE JIEKAPCTBEHHBIX IpPENapaToB, HA3HAYCHHBIX WJIM OTIYIICHHBIX OOJILHOMY, €To
3aKOHHOMY TPEJICTaBUTEII0 WM JIMIy, YHOJHOMOYEHHOMY OOJBHBIM WJIM €ro 3aKOHHBIM
IIPEICTaBUTENIEM Ha NOJyYEHHUE JIEKApPCTBEHHBIX MPENapaToB, B COOTBETCTBUU C IIYHKTOM 26 HACTOSIINUX
IIpaBui.

YTBEpXKACHBI

nocranoBiieHueM [IpaBurtenscTBa
Poccuiickoit @enepanuu

oT 26 Hos10pst 2018 1. N 1416

NMPABUIIA
BEOEHUA ®EQEPAJIbHOIO PETUCTPA NUL, BOJIbHbIX TEMO®UITUEN,
MykKoBuncumaosom, rmnoeon3APHbIM HAHU3MOM, BOJIE3HbIO INOLLE,
3NTOKAYECTBEHHbLIMU HOBOOEPA30BAHUAMU TUM®OUAHOWU, KPOBETBOPHOW
WU POOCTBEHHbLIX UM TKAHEW, PACCESIHHbIM CKNEPO30M,
FrEMOJIMTUKO-YPEMUYECKUM CUHOPOMOM, IOHOLUECKUM APTPUTOM
C CUCTEMHbIM HAYAJIOM, MYKOMNMOJINCAXAPUOO3OM I, Il U VI
TUNOB, ANNACTUYECKOU AHEMUENA HEYTOYHEHHOM,
HACNEOCTBEHHbLIM AE®ULUTOM ®AKTOPOB Il (PUBPUHOIEHA),
VII (TABUJNIBHOTIO), X (CTIOAPTA - MPAY3PA), JINL NOCIE
TPAHCMNIAHTALMU OPIFAHOB U (UNN) TKAHEN

1. Hacrosimue IlpaBuina yctaHaBnuBaroT Nopsiiok BeneHus denepaibHOro perucrpa Juil, O0IbHBIX
reModuineil, MyKOBHUCIMI030M, TUNO(U3apHBIM HAHU3MOM, Oose3Hbi0 ['olne, 370KayecTBEHHBIMHU
HOBOOOpa30BaHUSAMHU JTUM(OUIHOMN, KPOBETBOPHON U POJICTBEHHBIX UM TKaHEH, pacCesTHHBIM CKJIEPO30M,
TEMOJIMTHKO-YPEMUYECKUM  CHHJIPOMOM,  IOHOIIECKMM  apTPUTOM C  CHCTEMHBIM  HAdajioM,
mykonosimcaxapuao3om I, II u VI tunos, amnactuyeckoil aHeMuel HEYTOUYHEHHOM, HACIIEICTBEHHBIM
nepururom QaktopoB Il (pubpunorena), VII (madbunbnoro), X (Crroapra - Ilpayspa), num mocie
TpaHCIUIAaHTAIMM OPraHOB U (WJIN) TKaHEH (Janee COOTBETCTBEHHO - OosbHbIe, DefepanbHbId PETUCTD).
(B pen. Ilocranosnenus IIpaButensctBa PO ot 27.03.2020 N 344)

2. Benenne ®@enepanibHOTO PETUCTPA OCYIIECTBISAETCS B CACAYIOIINX LEIAX:

a) O6CCHC‘-I€HI/IG JICKApCTBCHHBIMHU IIpCriapaTaMu AJid MCAUTTUHCKOI'O0 NPUMCHCHN A, BKIITOYCHHBIMU B
yTBepkJIeHHbIN [lpaBuTenscTBoM Poccuiickoit ®enepanuu TMepeyeHb JIEKAPCTBEHHBIX MPENapaToB,
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c(hOpPMHUPOBAHHBII B YCTaHOBJICHHOM WM TOpsAKe (Jajiee - JICKQpCTBEHHBIC Mperaparhl), OOJbHBIX B
Bo3pacte OT 18 jeT u crapiie 3a cueT OIJKETHBIX aCCUTHOBAHHM, MPEAyCMOTPEHHBIX B (henepaabHOM
OropxeTe MuUHHCTEPCTBY 37paBooxpaneHust Poccuiickoit Denepanuu Ha yKa3aHHBIC 1M, a OOJBHBIX B
Bo3pacte a0 18 yer - 3a cyer OHOKETHBIX AaCCUTHOBAHUH, MPEIyCMOTPEHHBIX MUHHCTEPCTBY
3apaBooxpanenusi Poccuiickonn ®epeparum g DoHga  NOAAECPKKU  JAETER C  TKEIIBIMU
KUZHEYTPOKAIOIMIMMU W XPOHMYECKUMHU 3a00JeBaHUS, B TOM 4YHUCIE peIkuMu (ophaHHBIMU)
3aboneBanusmMu, "Kpyr mobOpa". BIOIKETHbIE aCCUTHOBAaHUS TEPEUYHCIAIOTCS MUHHCTEPCTBOM
3npaBooxpaHenus Poccuiickoit @enepanuu (denepaibHOMY Ka3eHHOMY ydpexacHuio "denepanbHbIi
[EHTp TUIAHUPOBAHWSI W OPTraHM3aIMKM JIEKAPCTBEHHOrO o0ecrnedeHus TpaxnaH" MuHUCTEpCTBa
3npaBooxpaHenuss Poccuiickoii ®eneparuu  (nanee - denepanbHbI IEHTP) IS OpPraHU3alUd |
MIPOBEACHUS 3aKYTOK JIEKAPCTBEHHBIX MTPENapaToB;

(. "a" B pen. [locranosnenus [IpaButensctBa PO ot 15.02.2023 N 229)

0) MOHHTOPHMHT JBIDKEHHSI M ydeTa OOJIBHBIX Ha OCHOBAaHUHM CBEACHUH, NPEICTaBISIEMbIX
UCIIOJIHUTEIBHBIMU OpraHamu cyobekToB Poccuiickoit deneparu B chepe oXxpaHbl 310pOBbS;
(B pen. [locranoBnenus IlpaBurenscrea PO ot 10.06.2025 N 877)

B) 3Q(eKTHBHOE MIIAHUPOBAHUE U PACXOJ0BaHKHE (PUHAHCOBBIX CPEJCTB, HAIIPABIISIEMbBIX HA 3aKYIIKY
HEOOXOIMMBIX JICKAPCTBEHHBIX MPENapaToB i 00SCIeYeHUs UMHU OOJIBHBIX 10 MECTY YKUTEIIbCTBA WIIH
MecTy npeObIBaHus (B CIy4yae eclid CpOK MPeObIBaHMS MPEBBIIACT 6 MECSIIEB).

3. ®enepalbHBIA PETUCTP SBISETCS (eaepalbHON HWHPOPMAIIMOHHON CHUCTEMOM, COCTOSIIEH W3
PErMOHANBHBIX CEIMEHTOB, KOTOPBIE Pa3/eAIOTCs Ha MOJICETMEHT, COIEPKAIUN CBEJIeHHUs O OOJIbHBIX B
BO3pacTe 10 18 neT, U MojCcerMenT, coiep Kalliuil CBeIeHNs 0 O0JIbHBIX B Bo3pacTe oT 18 jer u crapiue, u
CoJIeprKalllel CBeIeHUs, IPEAYCMOTPEHHBIE MyHKTOM 9 Hactosmux [Ipasuir.

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

MunucrepcTBo 3apaBooxpanenus Poccuiickon denepanuu SBISIETCA ONEPATOPOM ITOU CUCTEMBI U
oOecnieunBaer ee Oecriepe0oitHoe QYHKIIMOHUPOBAHHE.

MunucrepcTBO 31paBooxpanenus Poccuiickoit ®enepanun obecrneunBaer denepanbHOMY LHEHTPY
1 QOHly OAJEPKKHU AETEN C TSKEIBIMU )KU3HEYTPOKAIOIIUMU U XPOHUYECKUMHU 3a00J1€BaHUSMU, B TOM
yucie peakumu (opdanHeiMu) 3aboneBanusmMu, "Kpyr nobpa" noctyn k mHbopmanuu, coaepxauieiics B
denepaibHOM PETUCTPE.
(a63ary BBeneH IlocranoBnenuem IIpaBurensctBa P® ot 26.06.2021 N 1025; B pen. IlocranoBnenus
[IpaButensctBa PO ot 15.02.2023 N 229)

4. HcnonnutensHble opranbl cyObekToB Poccuiickoit ®enepanuu B cdepe OXpaHbl 30POBbS
o0ecreurnBalOT BHECEHHE CBEJIEHUI O OOJIbHBIX B pErMOHalbHBbIA cerMeHT PenepalibHOro perucTpa B
CpPOK, HE TPEeBBIIAIOIUI 5 pabounx JHEH co AHA oOpalieHust O0JIBHOTO C YCTAHOBJIEHHBIM TUarHO30M B
MEIUIMHCKYIO OPraHU3aIUI0 110 MECTY €ro *HUTEJbCTBAa MM MECTy NpeObiBaHMs (B Clay4yae €ciM CPOK
npeOBbIBaHUS MPEBBIIIAET 6 MeCsLEB).

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

BxiroueHne B permoHanbHBIM cerMeHT DenepanbHOTO perucrpa CBeIeHUH O OOJIBHBIX
OCYILIECTBIISIETCSI MEIUIIMHCKON OpraHu3aleil mo MecTy MX >KUTEIbCTBA WM MECTy IpeObIBaHUS (B
cllydae €clu CpPOK MpeObIBaHMS MPEBHIIIaeT 6 MecsleB) HAa OCHOBAHMM MEIUIIMHCKUX JOKYMEHTOB (WX
KOMUH) WIM BBIMMCKM U3 HHUX, OTPa)XAlOUIMX CBEIEHUsS 00 YCTAaHOBJIEHHOM JIMarHO3e M BHIOOpE
MEPOTPUATHIA O JEUSHUIO MalKeHTa. BriroyeHne cBeeHU 0 OOJMBHBIX C TE€MOJIHTHUKO-YPEMUYECKIM
CHUHJIPOMOM, IOHOIIECKHM apTPUTOM C CHCTEMHBIM HadajaoM W Mykomnosmcaxapuao3om I, Il u VI tumnos
OCYHICCTBIIAICTCA Ha OCHOBAHUW MCIHULMWHCKHUX HOOKYMCHTOB WM HUX KOIIMM ¥ BBIIUCKU U3 HHX,
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OTPaXKAIOIIUX CBEACHHS 00 yCTAaHOBJICHHOM JMArHO3€ W BHIOOPE MEPONPHUSATHN IO JICUESHUIO OOJIBHOTO,
MOJTYYCHHBIX OT (eiepaTbHON METUIIMHCKON OpraHU3aIvy.
(B pen. Ilocranosnenus [lpasurtenscta PO ot 10.06.2025 N 877)

5. PerynupoBaHue OTHOIIEHUH, CBA3aHHBIX ¢ BeJeHueM PDenepanbHOro perucrpa, OCyIecTBIsAETCs
B COOTBETCTBHHU C 3aKOHOJaTeNbCcTBOM Poccuiickoit @enepanuu 06 mHpOpManuu, UHPOPMALUOHHBIX
TEXHOJIOTUSAX U O 3alluTe UH(POpMaIUH.

6. MuHnucrepctBo 3apaBooxpaHeHusi Poccuiickoil ®Penepanun, DenepanbHbiii 1eHTp, PoHI
HNOJICPXKKH JIETeH C TSHKEIBIMH JKM3HEYTPOXKAIOIMMHU U XPOHUYECKUMU 3a00JIEBaHUSIMH, B TOM YHCIIE
penkumu (opdanHbIMH) 3a0oneBaHusMH, "Kpyr no0pa" W HCHOTHHUTENbHBIE OpraHbl CYOBEKTOB
Poccuiickoit denepaunn B chepe oxpaHbl 340pOBbs 00€CHEUUBAIOT KOH(DUICHIHMAIBHOCTh CBEACHUH,
cozepkamuxcs B @eepanbHOM PETUCTPE, @ TAKKE XPAaHEHHUE U 3aILUUTY TAKMX CBEJCHUI B COOTBETCTBUU
¢ ®enepanbHbIM 3aKOHOM "O MEepCOHANBHBIX JAHHBIX .

(B pexn. Ilocranosnennii [IpaBurenscrBa PO 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 MOJIMKUCH B COOTBETCTBHH ¢ DeepaibHbIM 3aKk0HOM "0
AJIEKTPOHHOU MOAMHCH".

8. d)enepanLHHﬁ PErucTp BCACTCA B JJICKTPOHHOM BHJC C IIPHUMCHCHUCM aBTOMaTHBHpOBaHHOﬁ
CUCTCMbI IIYTCM BHCCCHHA pGFHCTPOBOﬁ 3alucCu C MPUCBOCHUCM YHUKAJILHOTO HOMCpa pGFI/ICTpOBOf/'I
3aIlMCHU U YKa3aHUEM JJaThl €€ BHCCCHUAI.

[Ipu BHECEeHNH W3MEHEHUN B CBEJIEHUS O OOJIBHOM JIOJKHBI OBITh COXPAHEHBI YHUKAIBHBIM HOMEP
PETUCTPOBOM 3alIMCH U UCTOPHUSI BHECEHUS N3MEHEHU .

9. ®enepanbHBIN PETUCTP COJEPHKUT CICTYIOIINE CBEACHUS:

a) CTPaxoBOM HOMEP MHIUBUAYAJIBHOIO JIMIIEBOTO cueTa OOJILHOTO B CHCTEME 00s3aTeNbHOrO
MIEHCUOHHOTO CTpaxoBaHus (IpY HAIUYHH);

0) hbaMumus, UMsI, OTYECTBO OOJLHOTO, a TAaKXKe (paMUIIUs, TaHHAS TIPU POKIACHUH;
B) J1aTa poXKJieHUs1 OOJIBHOIO;
T') 1oJ1 OOJIBHOTO;

1) aipec MecTa >)KUTEIbCTBA WM MecTa MpedbIBaHUs (B CIy4ae €ClIM CPOK MPEeObIBaHUS MPEBBIILIACT
6 w™ecsneB) OonbHOro (¢ ykazanuem kojga mo OOmepoccuiickoMy Kiaccudukaropy OOBEKTOB
aJIMUHUCTPATHBHO-TEPPUTOPHUATHHOTO JICIICHUS);

C) CCpUss W HOMCP IacropTa (CBI/I,Z[CTGJ'IBCTBB. 0 pO)K,[[CHI/II/I) UK YAOCTOBCPCHUSA JIMYHOCTH
6OHBHOFO, a TaKyKC aaTa BblAa4U YKa3aHHbBIX JOKYMCHTOB,

) cepHs U HOMep ToJjrca 0053aTeIbHOT0 METUIIMHCKOTO CTPaXOBaHHsI OOJBHOTO 1 HANMEHOBAaHUE
BBIJIaBIIEH €r0 CTPAXOBOM MEAUIIMHCKON OpTraHU3alNHY;

3) uHopmanus 00 HHBATHIHOCTH (B CIy4yae yCTAaHOBJICHUS TPYIIBI HHBAIMIHOCTH WM KaTETOpUU
"pebeHoK-uHBaIUI");


https://login.consultant.ru/link/?req=doc&base=LAW&n=507648&date=12.02.2026&dst=100072&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=499769&date=12.02.2026
https://login.consultant.ru/link/?req=doc&base=LAW&n=397380&date=12.02.2026&dst=100100&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=439902&date=12.02.2026&dst=100029&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=507648&date=12.02.2026&dst=100073&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=503689&date=12.02.2026
https://login.consultant.ru/link/?req=doc&base=LAW&n=514435&date=12.02.2026

W) auarHo3 3aboseBaHus (COCTOSIHHSI), BKJIIOYAsl €ro KoJ Mo MeXIyHapOIHOW CTaTUCTUYECKOM
Kiaccuukauuu 0osne3Heil u mpobieMm, CBSI3aHHBIX CO 370POBbEM, a TAKXKE JaTa OCMOTpa OOJILHOTO U
JTAHHBIEC O JUHAMHUKE COCTOSHUS;

K) uHpoOpMauus O MEIUIMHCKON opraHu3aluu (HaMMEHOBAHUE, OCHOBHOM TrocCylapCTBEHHBIN
pEeTUCTpaMOHHBIN HOMEp, KoJ 1m0 OO0IepoCCHCKOMY KITacCU(PUKATOPY MPEANIPUITANR U OpraHU3aIuil),
BbIJIaBIIIEH HalpaBJIeHUE HA BKIIOYEHUE CBEJIeHUH 0 00sbHBIX B DeiepanbHblil perucTp (HarpasieHHe Ha
BHECEHUE U3MEHEHUH B CBEIECHMs, coaepxaiurecs B DeaepaabHOM perucTpe (Jajiee - HallpaBJIEHUE), a
TaKXke H3BelleHue 00 MCKIIOYEHHH CBeAeHUM o OonbHbIX M3 DenepanbHOro perucrpa (nauee -
W3BEIICHUE);

J) JaTa BKJIIOYEHMs CBEJEHHUH O OOJBHOM U Jara BHECEHUS M3MEHEHHH B CBEJEHMS O OOJILHOM B
@denepanbHbIA pETUCTD;

M) uH(pOpMaIH O HAa3HAYCHUHU JIEKApPCTBEHHBIX MIPENapaTos;

H) wuH(popMamus 00 OTHyCKe JIGKAapCTBEHHBIX IIpernaparoB (aTa Hadajga oOecredeHus
JIEKapCTBEHHBIMHU TIperapaTtaMy M (pakTHUECKHA OTITYCK JICKapCTBEHHBIX IPEapaToB);

0) Jara MpUHATUS pelleHus 00 OKOHYAaHWU OOecleyeHUsl JIEKapCTBEHHBIMHU IIpenapaTraMu ¢
yKa3aHMeM NpHUYMHBI (Bble3s 3a mpenensl Poccuiickoil denepanuu Ha MOCTOSTHHOE MECTO JKUTENIbCTBA
WIK MeCTO IpeObIBaHMs (B Cilydyae €clid CPOK IpeObIBaHMs MPEBBIMIAET 6 MECALEB), CMEPTh OOJIBHOTO,
OTCYTCTBHME IOKa3aHUH K JaJIbHEHIIEeMy MpUeMy JIEKapCTBEHHOTO MpenapaTa) U o Iepefaye CBEACHUN B
apxuB denepanbHOro perucTpa;

n) uHpOpMAIMsI O BKIIOYEHUU OonmpHOro B DenepanbHBId PErHCTp JIMI, UMEIOUIMX MpPaBoO Ha
MOJIyYeHUE TOCYNApPCTBEHHOW COIMAILHOW IOMOINM, W WHBIE PETUCTPHI, TPEIYyCMOTPEHHBIC
3akoHoAarenscTBOM Poccuiickoit denepanuu, B 1enax oOecrieueHus JeKapCTBEHHBIME MpenapaTtaMu 3a
cdeT Oro/KeTOB 010 KeTHOM cucteMbl Poccuiickoit Denepanni;

P) YHUKaJIbHBII HOMEp pPEerucTpOBON 3aIuCH;

C) BBIIIMCKAa U3 MCHHHHHCKOﬁ JOKYMCHTAllUN 60J'II)HOFO, coacpikamass CBCACHHUA O HAa3HAYCHUU
JIeKapCTBEHHBIX IPenapaToB;
(B pen. [locranoBnenus IlpaBurenscrea PO ot 10.06.2025 N 877)

T) UCTOYHUK (PMHAHCHPOBAHUS MPUOOPETEHHS JIeKapCTBEHHBIX MpenapaToB.
(nm. "1" BBeneH [loctanosnenuem IlpaBurensctBa PO ot 15.02.2023 N 229)

10. B cnyuyae ycraHOBIeHMsS JAMartHo3a 3a0oieBaHMs (COCTOSHMS), YKa3aHHOTO B IyHKTe |
Hactosmmx [lpaBwi, WM HM3MEHEHUs CBEICHHM, YKa3aHHBIX B MOAMYHKTax "a" "x" myHkta 9
Hacrosmux [IpaBui, MEAMIMHCKUE OpraHMU3allid, B KOTOPBIX OOJbHBIE HAXOAATCS MOJ MEIUIIMHCKUM
HaONo/leHueM, B CpPOK, He NpeBbIIalOmMui 3 pabouux JHEH co JHA oOpamieHuss OOJBHOrO C
YCTaHOBJIEHHBIM JIMarHO30M B MEAMIMHCKYIO OpPraHU3alMI0 II0 MECTY JKMTEIbCTBA WJIH MECTY
npeObIBaHus (B ciy4ae ecil CpoK MpeObIBaHUS MpPEBBIIAET 6 MECALEB), MPEACTABIAIOT B 3JEKTPOHHOM
BUJIe WJIM Ha OyMa)XHOM HOCHTEJIE HAlpaBJIeHHUS M M3BEIICHUS B HCIOJHUTENbHBIH OpraH cyObekTa
Poccuiickoit ®enepaunu B chepe oxpaHbl 370pOBbi MO (opMeE U B MOPSAIKE, KOTOPHIE YTBEPHKIACHbI
MunucrepcTBoM 31paBooxpanenus Poccuiickoit denepanuu.

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

11. Jna 3anoigHEHWs pPETMOHAIBHOrO cerMeHTa @enepallbHOIO pErucTpa OpraHu3aluH,
OCYULIECTBIIAIOIINE OTIYCK JIEKAPCTBEHHBIX IIPENApaToB, HA3HAYEHHBIX JI€YalllUM BPa4yOM B COOTBETCTBUU
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C IIPElyCMOTPEHHBIM MOAMYHKTOM "a" myHkTa 2 Hacrosiuux [IpaBun nepeynem, 10 5-ro ymcia Kaxxaoro
Mecsilia NPeJICTaBIIAI0T B UCIIOJIHUTEIbHBIE OpraHbl cyObekToB Poccuiickoit ®eneparuu B chepe oXpaHbl
3I0pPOBbSI B JJIGKTPOHHOM BHAE WIM Ha OyMaXHOM HOCHTEJE CBeICHHsS OO0 OTHYIICHHBIX 3a
IPEJIIECTBYIOUINI MECsI] JIeKapCTBEHHbBIX IIpenapaTax.

(8 pen. llocranoBnenus IlpaBurenscrea PO ot 10.06.2025 N 877)

12. B ciiyuae eciu cBeJieHUs], IPeayCMOTpeHHbIe moanyHKTamu "a", "x" u "n" nyHkra 9 HacTosmx
[TpaBui, He MpeACTaBICHB B UCIOJHUTENbHBIE Oopranbl cyObekToB Poccmiickoit denepamnyu B chepe
OXpaHbl 3/I0POBbS, YKA3aHHbIE OPraHbl BJIACTH CAMOCTOSITENBHO 3alpallMBAIOT 3TH CBEJICHUSA B
rOCYJJapCTBEHHBIX BHEOIOKETHBIX (POHIAX.

(B pexn. ITocranosnenus [IpaButenscta PO ot 10.06.2025 N 877)

CBenenus o OosibHOM (HampaBlIeHUs, W3BELICHHSA), NPEACTABIsIEMble B 3JCKTPOHHOM BHJE,
MOJIJIEXKAT 3aBEPEHUI0 SJEKTPOHHOM MOAMUCHIO JOKHOCTHOTO JIUIA UCTIOTHUTEIFHOTO OpraHa cyObeKTa
Poccuiickoit @enepanuu B cepe 0OXpaHbl 30POBbSI.

(B pen. ITocranornenus IpaButenscTtBa P® ot 10.06.2025 N 877)

13. B cnyuae Bbie3na 00JIBHOTO 3a mpenessl Tepputopun Poccuiickoit denepannn Ha MOCTOSTHHOE
MECTO KHTEJIbCTBA WM MECTO MpeObIBaHUs (B CIIydae €ClIM CPOK MpeObIBaHMs MPEBBIIIACT 6 MecsIeB), a
TaKXKe B CJIy4ae CMEPTH OOJLHOTO CBEJICHHUS O HEM TIOJIC)KAT ApXUBUPOBAHUIO.

YTBepKACHBI

nocraHoBjeHueM [IpaBurenscTBa
Poccniickoit ®enepanuun

ot 26 Hos0ps 2018 1. N 1416

NEPEYEHb o
YTPATMBLUMX CUMNY AKTOB MPABUTENbCTBA POCCUINCKOW ®ENEPALIM

1. ITocranoBnenue IlpaButenbctBa Poccuiickoin @enepauuu ot 26 nexadpst 2011 r. N 1155 "O
3aKyIlKax JIEKQpCTBEHHBIX MpemnapaToB, NpPeJHA3HAYCHHBIX [UIsI OOECledYeHHs] Ul OOJIbHBIX
reMouineii, MyKOBHUCIMIO30M, TUMO(H3apHBIM HAHW3MOM, OO0Je3HbI0 ['omne, 370KaYyecTBEHHBIMHU
HOBOOOPa30BaHUAMHU JIMM(POUTHON, KPOBETBOPHON U POJCTBEHHBIX UM TKaHEH, pacCesHHBIM CKIIEPO30M,
JUIl TIOCJIe TpaHCIUTaHTanuu opraHoB u (wmm) Tkane" (CoOpanme 3akoHomarenbcTBa Poccuiickoi
®enepaunn, 2012, N 1, cT. 186).

2. Ilocranosnenne IlpaButenscTtBa Poccmiickoit @enepamuu ot 26 ampens 2012 r. N 404 "O6
yrBepkaeHnu [IpaBun Benenus enepaibHOro perucTpa Juil, 00JbHBIX reMopuiIneil, MyKOBUCIIHI030M,
runoduzapHbIM HaHU3MOM, Ooje3Hblo ['omre, 3710kauecTBEHHBIMH HOBOOOpa30BaHUSAMHU JTUMGOUIHOM,
KPOBETBOPHOM M POJCTBEHHBIX MM TKaHEH, PacCEsHHBIM CKJIEPO30M, JIMIl IOCJIE TpaHCILIAaHTALUU
opranoB u (unu) Tka"eil" (CoOpanue 3akoHonarenscTBa Poccuiickoit denepanun, 2012, N 19, ct. 2429).

3. Ilynktel 176 u 190 usmeHeHuii, koTopble BHOcSATCS B akThl IIpaBurenbcTBa Poccuiickoit
®denepanuu MO BOIpocaM JeATeIbHOCTH MUHHUCTEPCTBA 3apaBooXpaHeHus Poccuiickont denepanuw,
yTBEpKIeHHbIX noctaHoBineHneM [IpasurenscrBa Poccuiickoit @eneparu ot 4 centsiops 2012 r. N 882
"O BHeceHMHM W3MEHEHUN B HEKOTOpble akThl I[IpaBuTenscrtBa Poccuiickoit ®denepannu 1mo Bompocam
JNeATEIIbHOCTH MuHucrepcTBa 3paBOOXpaHEHUS Poccuiickoi Denepanun” (Cobpanue
3akoHomarenscTBa Poccuiickoit deneparuu, 2012, N 37, ct. 5002).

4. IlocranoBnenue IlpaButensbcrBa Poccuiickoit @enepanuu ot 24 ampens 2015 r. N 389 "O
BHECCHHH M3MEHeHUH B mocTaHoBieHue [IpaButenscTBa Poccuiickoit @enepamnuu ot 26 nexadps 2011 r.
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N 1155" (Cobpanme 3akonogarensctBa Poccuiickoit @enepammm, 2015, N 18, ct. 2709).

5. Ilocranosinenue IlpaButenbctBa Poccuiickoit ®denepanmu or 9 ampens 2016 r. N 288 "O
BHeceHUH u3MeHeHWid B [IpaBuna Bexenuss DenepanbHOrO perucTpa Jull, OONBHBIX TeMo(uiIHeH,
MYKOBHCLIHJI030M, runoduszapHeIM HaHU3MOM, 00J1e3HBI0 l'owre, 3JI0Ka4Y€CTBEHHBIMU
HOBOOOPa30BaHUAMHU JIUM(POUTHON, KPOBETBOPHON U POJCTBEHHBIX UM TKaHEH, PACCESHHBIM CKIIEPO30M,
JUIl TIOCJIe TpaHCIUTaHTanuu opraHoB W (wimm) TkaHei" (CoOpaHue 3akoHOnaTenbcTBa Poccuiickoit
®enepauun, 2016, N 16, ct. 2225).

6. IlocranoBnenue IlpaButenscTtBa Poccuiickoit ®enepanuu ot 11 aBrycra 2016 r. N 784 "O
BHECEHUU M3MEHEHUN B octaHoBieHue [IpaButenbcrBa Poccuiickoit @eneparnuu ot 26 nexadps 2011 r.
N 1155" (Cobpanue 3akononatenbcTBa Poccuiickoit @enepanmm, 2016, N 34, ct. 5242).

7. Ilocranosnenue IlpaButensctBa Poccuiickoit @enepauun ot 17 ampens 2017 r. N 457 "O
BHeceHUU u3MeHeHUil B [lonoxeHne o 3aKkymKax JIEKapCTBEHHBIX MPENaparoB, MpPeAHA3HAYEHHBIX Ui
obOecrniedeHust JUI, OOJMBHBIX TeMO(HUIUECH, MYKOBHUCIHIO30M, THUIIOPU3APHBIM HAHU3MOM, OOJIE3HBIO
['ome, 37m0KauecTBEHHBIMH HOBOOOpPA30BaHUSAMHU IJUM(OUAHON, KPOBETBOPHOM U POJICTBEHHBIX WM
TKaHEH, pacCessHHBIM CKJIEPO30M, JIMI[ TMOCJEe TpaHCIUIAHTaluu opraHoB M (uwiau) Tkaneil" (CobOpanue
3akoHoarenbcTBa Poccuiickoit deneparuu, 2017, N 17, ct. 2577).


https://login.consultant.ru/link/?req=doc&base=LAW&n=196672&date=12.02.2026
https://login.consultant.ru/link/?req=doc&base=LAW&n=203365&date=12.02.2026
https://login.consultant.ru/link/?req=doc&base=LAW&n=215676&date=12.02.2026

