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[Toctanosnenue IlpaBurenscrBa P® ot 26 HosiOps 2018 1. N 1416 "O nopsake opraHu3anuu
oOecrnieuyeHus JeKapCTBEHHBIMU MpenapaTaMu JIML, O0IbHBIX reMo(uiInel, MyKOBUCIIUA030M,
runodu3apHbIM HaHU3MOM, OoJie3HbIO [ o111e, 3710KaueCTBEHHBIMU HOBOOOPA30BaHUAMU JTUMQPOUTHOM,
KPOBETBOPHOM U POACTBEHHBIX UM TKAHEH, PACCESHHBIM CKIIEPO30M, FT€MOJIMTUKO-YPEMUYECKUM
CUHIPOMOM, IOHOIIECKUM apTPUTOM C CUCTEMHBIM HadyalioM, Mykonoaucaxapuao3om I, Il u VI tunos, nun
I10CJIE TPAHCIUIAHTALMU OPTaHOB U (MJIM) TKAHEH, a TAK)KEe O IPU3HAHUU YTPATUBIIMMU CUITy HEKOTOPBIX
aktoB [IpaButennctBa Poccuiickoit denepanuun (c U3MEHEHUSIMU U TOTIOJTHEHUSIMH )

ITocTranosiienune IlpaBurenscrea PP ot 26 HostOpst 2018 r. N 1416
"O nopsake opraHu3anum odecrevdeHus JeKapCTBeHHbIMHY NpenapaTaMu Jiuil, 00JbHbIX
remo¢duineil, MyKOBHCIHI030M, THIIO(HU3APHBIM HAHNU3MOM, 00/1e3HbI0 ['o111e, 3710KaYeCTBEeHHbIMHU
HOBOOOpPa30BaHUSAMU JUM(OUTHOH, KPOBETBOPHOM M POJACTBEHHBIX MM TKaHel, paccesiHHbIM
CKJIEP030M, FeMOJMTHKO-YPeMHYeCKHMM CHH/APOMOM, IOHOLIECKHUM APTPUTOM C CHCTEMHBIM

Ha4ajaoM, mykonojucaxapuao3om I, Il u VI Tunos, anjiactuyeckoil aneMmueil HeyTOYHEHHOIM,
HacjeacTBeHHbIM JedunutoM ¢akropos Il (pudpunorena), VII (1adbniabnoro), X (Ctoapra -

IIpayspa), 11 mocJie TPAHCIJIAHTALMU OPraHOB U (MJIM) TKAHEl, a TaKKe 0 IPU3HAHUM

YTPATUBIIMMH CHJIYy HeKOTOPBIX akTOB IIpaBurtenscrBa Poceniickoiit @eaepanun'

C u3MeHeHHSIMH U JTONOJTHEHUSAMH OT:

27 mapta 2020 r., 26 utons 2021 r., 15 depans 2023 r.

B coorBerctBuM ¢ nynkrom 21 wactu 2 crateu 14 m wactamu 7 - 9 crateu 44 @enepanbHOrO
3akoHa "O0 ocHOBax OXpaHbl 3/I0pOBbs rpaxkaaH B Poccuiickoit @enepaunn" [IpaBurensctBo Poccuiickoit
®denepanyy NOCTaHOBIISET:

1. YTBepauTh npunaraeMele:

[TpaBuia opranu3anyuy 00ecreueHus JIEKapCTBEHHBIMU TpenapaTaMu JIHIl, OOJbHBIX TeMOo(uIHei,
MYKOBHUCIIMJI030M, TUIIO(HU3apHBIM HAaHU3MOM, 00Jie3HbI0 [ o11Ie, 3710KaueCTBEeHHBIMH HOBOOOPA30BAHUAMU
TuM(OUIHON,  KPOBETBOPHOH W POJCTBEHHBIX HMM  TKaHEW,  pacCesHHBIM  CKIEPO30M,
TFEMOJIUTUKO-YPEMUYECKUM  CHHIPOMOM,  IOHOLIECKMM  apTPUTOM C  CHUCTEMHBIM  HAyalloM,
Mykonoscaxapuao3om I, II m VI tunos, amractrnyeckoil aHeMHelW HEYTOYHEHHOM, HacCJIeICTBEHHBIM
nedurutom ¢dakropoB Il (pubpunorena), VII (mabunbnoro), X (Ctroapra - Ilpayspa), aui mocne
TpaHCIJIAaHTAllMM OPTraHOB U (WJIM) TKaHEH;

[TpaBuna Bemenuss denepaqbHOrO pErucTpa JuL, OONBHBIX TreModuianed, MYyKOBHUCIHIO030M,
runoduzapHbpIM HaHU3MOM, Oosie3Hblo ['omie, 3710KauecTBEHHBIMH HOBOOOPA30BAHUSMH JIMM(OUIAHOM,
KPOBETBOPHOM M POJCTBEHHBIX WM TKaHEW, pacCesHHBIM CKJIEPO30M, TI'€MOJMTHKO-YPEMUYECKUM
CHHJIPOMOM, IOHOIIECKHM apTPUTOM C CHCTEMHBIM HadaaoM, Mykomnonucaxapuao3oMm I, II u VI tunos,
arIaCTMYeCKOl aHeMHel HeyTOUHEHHOM, HaclieACTBEHHbIM Jepunurom ¢axtopos Il (pudpunorena), VII
(madunwsHoTrO), X (CTrOapTa - [Ipayspa), nuil mocie TpaHCIUIAHTAllUd OPTaHoB U (MJIM) TKaHEH;

repedeHb yrpaTuBIIUX cuily akToB IIpaBurenscTBa Poccuiickoit denepanuu.

2. MunucrepctBy  3apaBooxpaHeHusi  Poccuiickoir ~ @enepani B YCTaHOBJICHHOM
3aKOHOAATeNnbCTBOM  Poccuiickoit  @enepanyy  MOpSAKE  OCYIIECTBUTh 3akynky Ha 2019 rox
JIEKapCTBEHHBIX IMPEnapaToB JUIsl IATOT€HEeTUYECKOIo JIEUYEHHS JIUL, OOJIbHBIX T€MOJIUTUKO-YPEMUUYECKUM
CHUHAPOMOM, HOHOLIECKUM apTPUTOM C CHCTEMHBIM HadajaoM, Mykomnonucaxapunosom I, II m VI tunos,
BKJIFOUEHHBIX B II€peUeHb )KU3HEHHO HEOOXOAUMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB.

2!, VicrounnkoM (PMHAHCHPOBAHHS OPTAHM3AIMH OOECIICUCHHS JEKAPCTBEHHBIMU IperapaTaMu
netel B Bo3pacte 10 18 ner, OOJbHBIX TeMopuiIned, MyKOBUCIUA030M, TUNO(MU3APHBIM HAHU3MOM,
6one3nbto [o1re, 3moKkaueCTBEHHBIMU HOBOOOPa30BAHUSAMU JTUM(OUIHOM, KPOBETBOPHOM U POICTBEHHBIX
UM TKaHEH, pacCesHHBIM CKIJIEPO30M, I€MOJIMTUKO-YPEMUUYECKUM CHHAPOMOM, FOHOIIECKUM apTPUTOM C
CHUCTEMHBIM HadaJioM, MykonoJyincaxapuao3om I, Il u VI tunos, ammacTuyeckor aHeMUENR HEYTOUHEHHOM,
HacsiecTBeHHBbIM fepuiutoM daktopos Il (pubpunorena), VII (;mabunbuoro), X (Ctroapta - [Ipayspa),
neTeil B Bo3pacTe A0 18 jer mocne TpaHCIUIaHTaluu opraHoB u (wiM) TKaHed ¢ 2023 roga sSBISIOTCS
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OIO/DKETHbIE  aCCHUTHOBAHMSA, NPEIYCMOTpeHHble B  (enepanbHoM  Oromkere  MHHHCTEPCTBY
3apaBooxpaHenusi Poccuiickoit  ®Depeparuun s DoHIa  MOMACPKKM  ACTEH € TSKEIbIMHU
KUZHEYTPOKAIOMIMMI W XPOHMYECKUMHU 3a00JICBaHUSAMH, B TOM 4HCIE peAKuMu (OpQpaHHBIMH)
3aboneBanusamu, "Kpyr qobpa'.

3. MunucrepctBy 3apaBooxpanenusi Poccuiickoit ®enepanuu 1aBaTh Pa3bsCHEHUS TI0
MPUMEHEHHUIO MPABIII, YTBEPKJACHHBIX HACTOSIIUM TOCTAHOBIICHUEM.

4. Hacrosiiee nocraHoBieHUe BCTynaeT B cuity ¢ | sHBapa 2019 r., 3a UCKIIIOUEHUEM IIYHKTA 2,
KOTOPBI BCTYMAET B CHILY CO AHS O(DUIIMATILHOTO OMYOJIMKOBAHNS HACTOSIIIETO TOCTAHOBICHHUS.

[Ipencenarens [IpaButenbcTBa JI. Mensenes
Poccuiickoit ®enepanun

YTBEP/KJIEHbI
nocranosieHruem IlpaBurebcTBa
Poccuiickoii @enepauuu

oT 26 Hosiops 2018 r. N 1416

IIpaBuia
opraHmu3anuu odecrnevyeHus JeKapCTBEHHBIMU NMpenapaTaMu Jinl, 00J1bHbIX reMouinei,
MYKOBHCIH/I030M, THNIO(U3APHBIM HAHU3MOM, 00Jie3HbI0 ['o11e, 3JI0KkaYecTBEHHBIMH

HOB0OOpa30BaHUSIMH JTUM(OUTHOMN, KPOBETBOPHOI U POJCTBEHHBIX MM TKAaHEM, pacCessHHbIM

CKJIEPO30M, I'éeMOJTUTHKO-YPEMHYECKUM CHHAPOMOM, IOHOIIECKMM APTPUTOM C CHCTEMHBIM
HavYaJa0M, mykonosucaxapuao3oMm L, Il u VI Tunos, ansiactTu4ecko aHeMmueil HEYyTOYHEHHOM,
HacjeacTBeHHbIM JedunutoM ¢akropos Il (pudbpunorena), VII (;1adnasnoro), X (Ctoapra -

IIpayspa), aun nocJie TPAHCIJIAHTAIIAM OPTraHOB U (MJIM) TKAHel

C u3MeHeHHSIMH H JOIMOJITHCHUSAMM OT:

27 mapta 2020 r., 26 mrons 2021 r., 15 dpespans 2023 r.

1. Hacrosimue IlpaBmiia ycTaHaBIMBAIOT TOPSIOK OpraHU3allMU OOECreYeHUs JIMIl, OOJBHBIX
reMomined, MYKOBHCIMJIO30M, THMO(QU3apHBIM HaHU3MOM, Oone3Hbto l'omie, 370KaueCTBEHHBIMU
HOBOOOpAa30BaHUSAMHU JTUM(OUTHONW, KPOBETBOPHON U POACTBEHHBIX UM TKaHEH, pacCesTHHBIM CKJIEPO30M,
TFEMOJUTUKO-YPEMUYECKUM  CHHIPOMOM,  IOHOLIECKUM  apTPUTOM C  CHUCTEMHBIM  HayalloM,
mykomnoaucaxapuno3oMm I, II m VI Tunos, ammactuyeckoid aHeMuell HEYTOYHEHHOW, HACJIEACTBEHHBIM
nedurutom ¢dakropoB Il (pubpunorena), VII (mabmnbnoro), X (Ctroapra - Ilpayspa), aui mocne
TpaHCIJIAaHTAllUM OpraHoB M (WIM) TKaHeW (nanee - OOJbHBIE), JIEKAPCTBEHHBIMU IpenaparaMu Ui
MEIUIUHCKOTO NMPUMEHEHUs, TpeHa3HaYeHHBIMU JUISl JIGYEHUSI 3THX 3a00JIeBaHUM, MO yTBEPKACHHOMY
[IpaButensctBoM Poccuiickoit denepaunn nepedHio JeKapCTBEHHBIX MpenaparoB, cGOPMUPOBAHHOMY B
YCTAHOBJICHHOM MM IOpsAKe (Jajiee - JeKapCTBEHHbIE MTPenaparhl), a TAKXKe MOPAIO0K U YCIOBUS Iepe1ayun
JIEKapCTBEHHBIX MPEMapaToB B COOCTBEHHOCTh CyOBekTOB Poccuiickoit deneparun.

2. VlcroyHNKOM (pMHAHCUPOBAHMS OpraHu3alMu obecredyeHus: OOJIBHBIX B Bo3pacTe oT 18 yer u
cTapuie JIeKapCTBEHHBIMU IIperapaTaMM SBISIOTCA OIO/PKETHbIE AaCCUTHOBAHHUSA, NPETyCMOTPEHHBIE B
denepanbHOM OropkeTe MUHHUCTEPCTBY 3/paBooxpaHeHust Poccuiickoit @enepannu Ha yKa3aHHbBIE LIEJH,
a OonpHBIX B Bo3pacTte 10 18 jer - Ow/KeTHble aCCUTHOBaHUS, MPEAyCMOTpeHHble MUHUCTEPCTBY
3npaBooxpaHeHus Poccuiickont ®enepauun g DoHga  MOMNEPKKUA  ACTEM € TKEIBIMHU
KUZHEYTPOKAIOUIMMU W XPOHMYECKUMHU 3a00JI€BaHUSIMH, B TOM 4HCIE peAKUMHU (OppaHHBIMU)
3aboneBanusamu, "Kpyr nobpa".

bromkeTHbIE aCCUTHOBAaHUS NEPEUUCIAIOTCS MHUHUCTEPCTBOM 3apaBooxpaHeHus Poccuiickoi
Oeneparun  peneparbHOMY Ka3eHHOMY yupexkJaeHuto "denepalbHblii LEHTp IUIAHUPOBAHUSA U
OpraHM3aliy JIEKapCTBEHHOro obOecreueHus: rpaxnaaH" MuHucrepcTBa 3apaBooxpaHeHus Poccuiickoit

12.03.2024 Cuctema TAPAHT 2/10


https://internet.garant.ru/document/redirect/72113445/0
https://internet.garant.ru/document/redirect/5756200/1111
https://internet.garant.ru/document/redirect/75039134/0

IToctanosnenue [IpaButensetBa PD ot 26 HOs1O6ps 2018 1. N 1416 "O nopsiake opranuzanuu 00eCreueHus. . .

@enepanyu (nanee - PenepalbHbIl LEHTP) A OpraHU3AlMM U NPOBENEHUS 3aKYIOK JEKAPCTBEHHBIX
IIPENapaToB.

3. IlpaBo OompHOrO Ha oOecmeueHHe JEKApCTBEHHBIMH NpenapaTaMd BO3HHKAeT CO JHS
BKJIIOYEHHUSI CBEJIEHUM O HEM B peruoHajbHbIl cerMeHT denepalbHOro perucrpa Jul, OOJIBHBIX
reMopmiIneil, MyKOBHCIIHJIO30M, THMO(QU3APHBIM HAHU3MOM, Oo0ie3Hbl0 ['omie, 37T0KaueCTBEHHBIMU
HOBOOOPa30BaHUAMHM JTUM(OUIHON, KPOBETBOPHON M POJCTBEHHBIX UM TKaHEH, PaCCESIHHBIM CKJIEPO30M,
FEMOJIUTUKO-YPEMUYECKUM  CHUHJIPOMOM,  IOHOLIECKUM  apTPUTOM C  CUCTEMHBIM  HayaloM,
Mykomnoaucaxapuao3oMm I, II m VI Tunos, amnactuyeckoid aHeMHed HEYTOYHEHHOM, HACJIEACTBEHHBIM
nepunurom ¢akropoB Il (pubpunorena), VII (mabumpHoro), X (Crroapra - Ilpayspa), mum mocie
TpaHCIUIAaHTAI[MU OpraHOB M (WJIK) TKaHeH (nanee - DeaepaabHbIN PETUCTp).

Jara BiIroueHus OOJILHOTO B PETHOHAIBHBIA cerMeHT DenepaabHOro perucrpa (ukcupyercs
JeyalyuM BpayoM B MEJUIIMHCKOM KapTe aMOyJ1aTOPHOIO OOJIBHOTO WM UCTOPUM PAa3BUTHS PeOCHKA.

4. Opranmzanus obecneueHust degepaqbHbIM IEHTPOM 32 CUET CPEACTB (efepabHOr0 Oro/IKeTa
OOJIbHBIX JICKAPCTBEHHBIMU MpenapaTaMy OCYIIECTBIISIETCS ¢ yU€TOM CTaHAapTOB MEAULIMHCKON ITOMOIIH,
KIMHUYECKUX pEKOMEHAAaUUN (IIPOTOKOJIOB JIEYEHHUs])) M CpeOHEH KypcOBOM J03bl JIEKAPCTBEHHBIX
IIPENapaToB.

5. Oprasbl rocymapcTBeHHOW BiacTu cyObekToB Poccuiickoir @Denepamun B cdepe OXpaHbl
310pOBbsi He mo3/1Hee | HOsAOps Tekyliero roja mnpeiactaBisatoT B denepaibHblii LEHTP 3asBKU Ha
IIOCTAaBKY JIEKapCTBEHHBIX IpernapaToB Mo (opme, yTBEpkKAEHHONM MMHHUCTEPCTBOM 3/IpaBOOXpPAHEHUS
Poccuiickoit denepauun (nanee - 3asBKH), C NPUIOKEHHEM OOOCHOBAHUM HO HUX 00BEMy, a TaKxke
NepeyeHb OpraHu3aluid, MMEIOIIMUX JIMLIEH3UI0 Ha OCYILECTBICHHUE MEIUIMHCKOM u  (Wim)
dapmanieBTHYeCKOM  JesaTenbHOCTM B cyObektax — Poccuiickoit  depepaumu  (manmee -
OpraHU3aLMHU-T10TY4aTeI ), B HEJSIX OCTaBKH OpPraHU3alUsIM-I10JIydaTeNsIM JIEKApCTBEHHBIX IPENapaToB.

[TorpeGHOCTS (00BEM NOCTaBKM) B JIEKAPCTBEHHOM IIperapare OMNpeAessieTcs C y4eToM
KJIIMHUYECKUX PEKOMEHJalui (IMPOTOKOJOB JICUCHUs])) M CpeaHEH KypCOBOHM 03Bl JIEKAPCTBEHHOTO
npernaparta UCXOAsl U3 eKeMeCIUyHON (akTHUeCKOW MOTPeOHOCTH OOJBHBIX B JIEKAPCTBEHHBIX IpenapaTax
B COOTBETCTBUU CO CBEICHMSIMH pErMoHalbHOro cermMeHta denepanbHOro perucrpa U He0OXOIUMOCTH
dopmupoBaHus 3anaca Ha 15 mecses.

6. @enepalibHBII LIEHTP paccMaTPUBAET MPE/ICTABICHHbBIE 3aBKM HA COOTBETCTBUE YCTAHOBJICHHOMN
¢dopme, Ha mpeaMeT OOOCHOBAHHOCTH 3asBICHHBIX OOBEMOB JIEKAPCTBEHHBIX IPENapaTroB M IMpU
HEO0OXOJUMOCTH KOPPEKTUPYET UX U COTJIACOBBIBAET C BBIHECEHUEM COOTBETCTBYIOILETO PELICHHUS.

He nozanee 15 cenTs6ps Tekymiero roga denepanbHblil HEHTp MPEICTaBIsAET YKa3aHHbIE 3aBKU B
KoMuccuio MuHucTepCcTBa 31paBooxpanenus Poccutickoii deneparuu mo paccCMOTPEHUIO 3as1BOK (1aiee -
KOMHUCCHS) [UIsl HMX PacCMOTpPEHHUs C YydacThueM npencrasutenein PenepanbHoro 1neHrtpa, Ponna
HNOJJEPKKU JIETeH € TSHKENbIMH JKU3HEYTPOXKAIOLIUMHU M XPOHUYECKUMH 3a00JI€BaHUsIMH, B TOM UHUCIIE
penkuMu (opdaHHbIMM) 3a0oneBaHusAMH, "Kpyr no0pa", HCHOJHHUTENIBHBIX OpPraHOB CyOBEKTOB
Poccuiickoit ®enepanyu (B TOM 4YMCIE C HCIOJIB30BAHMEM HHPOPMAIIMOHHO-TEIEKOMMYHUKAIIMOHHBIX
TEXHOJIOTUI) Ha MpeaMeT OOOCHOBAHHOCTH 3asBJIEHHBIX OOBEMOB JIEKApPCTBEHHBIX IpernapaTroB, HX
KOPPEKTUPOBKU MPU HEOOXOJUMOCTU M YTBEP)KIEHHUS 00BEMOB MOCTABOK JIEKAPCTBEHHBIX IPENapaToB.
[TonosxeHne 0 KOMHCCHM M €€ COCTaB yTBEpKAAaroTCss MHUHHUCTEPCTBOM 31paBooxpaHeHHs Poccuiickoit
®denepanuu.

PaccMmoTpenue 3asBOK, yTBepxk/IeHHEe 00bEMOB IMOCTABOK U IpejcTaBieHne B denepanbHbIil IEHTP
CBEJICHNI 00 YTBEP)KICHHBIX 00beMax MOCTaBOK OCYIIECTBISIOTCS KOMUCcHer B Teuenue 30 qHel co qHsA
NOCTYIUIEHUS 3a4BOK 0T dDenepanbHOro LeHTpa.

Cenenuss o0 YTBEpXKIEHHBIX KOMHCCHEW o0OBbeMax IIOCTaBOK JIEKApCTBEHHBIX IIPErapaToB
HanpasisoTcs OeepanbHBIM LIEHTPOM B UCIIOJTHUTENbHBIE OpraHbl cyObekToB Poccuiickoit denepannu B
chepe oxpaHbl 3J0POBBS B TeUeHUE 3 pabOUYNX JHEH CO JHS MOCTYIUICHUS CBEJICHUN OT KOMHUCCHH.

7. O0beM TOCTaBOK JIEKApCTBEHHBIX IpenapaToB (GOpMHpYyeTcsi B Mpefenax OroIKEeTHBIX
ACCUTHOBaHUM, MNPEJyCMOTPEHHBIX B (QenepalibHOM 3akoHEe O  (QeaepalbHOM  OroJKeTe Ha
COOTBETCTBYIOIIMI (PUHAHCOBBIA TOJ M IUIAHOBBIM MEpPHOA, M JUMHTOB OIO/DKETHBIX 0053aTEeNbCTB,
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JIOBEJICHHBIX B YCTAaHOBJICHHOM INOpsiake 10 Munucrepcrsa 3apaBooxpanenus Poccutickon denepanuu Ha
3aKYIIKY JIEKAPCTBEHHBIX MIPENapaToB.

8. B coorBercTBMM ¢ 00bEMaMu IOCTaBOK JIEKAPCTBEHHBIX IPENapaToB, YTBEPKICHHBIMHU
OpraHaMH rocyJapCTBEHHOU BiacTu cyObekToB Poccuiickoii ®@enepanuu B chepe OXpaHbl 370POBbS C
y4eToM pelieHuss KoMuccuu, denepallbHbli LHEHTP B YCTAHOBJIEHHOM 3aKOHOAATENbCTBOM Poccuiickoi
denepanny NOPAIKE OCYIIECTBISET 3aKYNKY JIEKAPCTBEHHBIX MTPENapaToB.

MunucrepceTBo 311paBooxpanenus Poccuiickoit @enepauny €XerogHo U3aeT aKT O COrJaCOBAHUU
nepenaun  dDenepanbHbIM LEHTPOM 3aKYIUIEHHBIX B COOTBETCTBMM C Hacrosuumu [IpaBuiiamu
JICKapCTBEHHBIX IMpEnapaTroB OpraHaM rOCYJapCTBEHHOHN BiacTu CyObekToB Poccuiickoit ®eneparu B
cdepe oXpaHbl 310POBBSI.

9. IloctaBmMKM  JIEKapCTBEHHBIX  IIPENapaToB, OIpPEAEICHHbIE B  COOTBETCTBUH  C
3aKOHOIaTeIbLCTBOM Poccuiickoit denepannu, npenctapisasioT B denepanbHblil IEHTp 0GOPMIICHHBIE B
YCTaHOBJICHHOM HOpsIIKE JIOKYMEHTHI, MIOATBEPKIAIOIIHE dbaxT MOJIY4CHUS
OpraHU3alUsAMU-IIOIYYaTeIIMA  JICKADCTBEHHBIX IIpeNaparoB, B TOM YHWCJIE HAaKJIAJAHbIE U AKThI
IIpyueMa-1epe1adu JIEKapCTBEHHBIX IIPENapaToB.

10. denepanbblii eHTp B TeueHue 10 pabounx AHEN co JHS MOCTYIUICHUS aKTa IpueMa-repenadu
IIPUHUMAET Ha Yy4YeT JICKAPCTBEHHBIC IIpenapaTrsl M H3JA€T PaCHOPSAHUTEIbHBIE aKThl O Ilepefade
JICKapCTBEHHBIX IPEraparoB HCIOJIHUTEIbHBIM oOpraHaMm cyobekToB Poccuiickoit ®Denepauuu,
OIpEe/ECNIEHHbIM BBICIIMM JIOJDKHOCTHBIM JIMLOM cyObekTa Poccuiickoit ®Denepauuu (pyKOBOIUTEIEM
BBICILIETO HMCIOJHUTENBHOTO opraHa cyobekTa Poccuiickoit ®enepanuu) (gamee - YHOJIHOMOYEHHBIE
Oprasbl), C YKa3aHMEM HOMEHKJATypbl, KOJMYECTBA M CTOMMOCTH JIEKAPCTBEHHBIX IIPENapaToB B
OTHOLLIEHUHU KaXXJI0I'0 YIIOJJHOMOYEHHOI'O OpraHa.

11. degepanbHBIid LEHTP B TEUEHHE S5 pabOUYMX AHEW CO IHS U3JAHUS PACIOPSAUTEIBHOTO aKTa,
npexycMoTpeHHoro nynktoMm 10 Hacrosmux IlpaBui, HampaBiseT B yNOJIHOMOYEHHBIE OpraHsl (B 2
IK3EMIUIIpax) M3BELICHHE O I[IOCTaBKE JIEKAPCTBEHHBIX IpEnaparoB M akT [pHeMa-lepeaay,
MOJMUCAaHHBIE AUPEKTOPOM (YHOTHOMOYEHHBIM JIULIOM) DefepanbHOro HEeHTpa.

12. YnonHOMOYEHHbIE OpraHbl B T€UCHHE S5 PadOYMX JHEH CO JHS IMOMYyYSHHS HW3BEUICHUS O
MIOCTaBKE JIEKAPCTBEHHBIX IpEnapaToB M akTa IpueMa-lepeaadyu, MPeIyCMOTPEHHbIX IyHKTOM |1
HacToAmmMXx [IpaBwi, MOAMMCHIBAIOT M 3aBEPAIOT Ie4yaTblo 00a HSK3EMIUIApa H3BEIIEHHS O IOCTaBKe
JIEKapCTBEHHOTO Mpernapata M o0a SK3eMIUIsipa akTa IMpHeMa-Nepefayd, MOCie Yero BO3BpalllaloT B
@enepanbHbIl  LEHTP OJMH DK3EMIUIIP YKAa3aHHOTO M3BEIIEHHWS W OOUH DJK3EMIULIp aKTa
npreMa-nepeadm.

13. VYHonHOMOYEHHBII OpraH Ha OCHOBaHMM aKTa IMpUeMa-liepeadyd NPUHUMAeT Ha Y4eT
JIeKapCTBEHHbIE INpernapaTrbl U B TeueHHe 5 pabouyux JHeW co JHSA MOJY4YEeHHUs aKTa IpHueMa-lepeaadu
U3/1aeT pacloOPSAUTENBHBIA AKT O INepeaade JIEKapCTBEHHBIX IIPENapaToB OPraHU3alHsIM-II0JIyqdaTessiM C
YKa3aHHEM HOMEHKJIATYphbl, KOJIMYECTBA U CTOUMOCTH JIEKAPCTBEHHBIX IIPENAapaToB B OTHOIIEHUH KaXK10H1
OpraHU3alHU-I0IydaTeNsl.

14. OpraHu3anuu-nonydaTend B TedeHHe 2 pabouyux JHEH co JHS MOJy4YeHHs JIOKYMEHTOB,
MOATBEPKJAOIINX NIepeiady UM JIEKapCTBEHHBIX ITPENapaToB, IPUHUMAIOT JIEKAPCTBEHHBIE IIPENapaThl Ha
yueT, 00eCeynBaOT UX COXPAHHOCTD U 11€JI€BOE HCIIOJIb30BaHHE.

15. ®enepanbHbIi LEHTP B YCTAHOBIEHHOM MUHUCTEPCTBOM 3apaBooxpaHeHus Poccuiickon
®denepanii 1OPsIIKE OCYHIECTBIIIET MOHUTOPUHI JIBJKEHUS M ydeTa JIEKapCTBEHHBIX IIPENapaTroB B
cyowsekTax Poccuiickoit denepariuu, JOBOJUT 10 CBEICHUS YIIOJTHOMOYEHHBIX OPTaHOB IMOJYYEHHBIC IO
pe3yspTaTaM MOHUTOpPHHIA JIaHHBIE, B TOM YHUCIIE CBEJIEHUS O HOMEHKIIAType, KOJINYECTBE U CTOMMOCTHU
JIEKapCTBEHHBIX MpernapaToB, 00 OTCYTCTBMM IMOTPEOHOCTH B OTAENBHBIX JIEKAPCTBEHHBIX Mpernaparax
1100 O TMOSBJICHUHU JOTOJHUTEIBHON MOTPEOHOCTH B JIEKAPCTBEHHBIX Iperaparax B CBA3U C U3MEHEHHUEM
B cyOwekte Poccuiickoit ®enepanmuii YUCICHHOCTH OOJBHBIX, W3MEHECHHSIMH B Ha3HAYCHUSIX
MEIUIUHCKUMH ~ paOOTHUKAaMHU  JIEKapCTBEHHBIX  IpernaparoB  OOJbHBIM M COTJIACOBBIBAET
nepepacnpeieieHle JISKapCTBEHHBIX MTPenapaToB MexX 1y cyobektamu Poccuiickoit deneparumn.

Wndopmarys 06 M3MEHEHHSAX:
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16. Ilepemaya JieKapCTBEHHBIX NpeNapaToB OJHUM cyObekToM Poccuiickoit ®enepanuu B
cOoOCTBEHHOCTh JIpyroro cyobekta Poccuiickoii ®enepanuu OCYIIECTBISETCS Ha OCHOBAHHUU aKTa
npuema-nepenaud. denepanbHbli LEHTP YBEIAOMIISIETCS O IEepelaye JIEKapCTBEHHBIX IPENaparoB B
10-1HEBHBIN CPOK MOCTE MOANUCAHUS aKTa IpUeMa-Miepeladl YIOJTHOMOYEHHBIMU OPTaHaMHU.

17. ®enepasibHBIA LIEHTP €XKEKBapTaibHO, 10 10-ro uymciia mecsna, CICAYIOIIET0 32 OTYETHBIM
KBapTaJloM, NpPEICTAaBISIeT CBEIEHUS O Mepelrade JIEKApCTBEHHBIX IMpernapaToB cyobekTy Poccuiickoii
@Denepaiil U COTJIACOBAHHBIX NEpEpacHpeeNCHUsIX JIEKAaPCTBEHHBIX MPENapaToB MEXIy CyObeKTaMu
Poccuiickoit @enepanuu B DenepalibHyr0 CIyKO0y 1o Haa3opy B cdepe 3apaBOOXpaHEHHS B IEAX
OCYILIECTBJICHUSI KOHTPOJIS 3@ LIEJIEBBIM HCIIOJIIb30BAaHMEM JIEKAPCTBEHHBIX IIPENapaTroB, a Takke B
MunuctepcTBo 3apaBooxpanenus Poccuiickoin denepanum.

18. B nensix obecrieueHus: OONBHBIX JICKAPCTBEHHBIMH IIpPETapaTaMu B MOPSAKE, YCTAHOBICHHOM
3akoHoAaTenbcTBoM Poccuiickoit denepaium, OCyIIeCTBISETCS Ha3HAYCHHUE JIEKAPCTBEHHBIX MPErapaToB
1 0()OpMIICHHUE PEIIETITOB HA JIEKAPCTBEHHBIE MPETIapaThl.

19. Ilpu HazHaueHUH OOJHLHOMY JIEKAPCTBEHHBIX MpENaparoB Jieyaluidi Bpad HHGOPMHUPYET €ro o
BO3MOXXHOCTH TIOJTYYEHHUS UM COOTBETCTBYIOIIMX JIEKAPCTBEHHBIX MpenapaToB Oe3 B3MMAaHUsS IUIATHl B
COOTBETCTBUH C 3aKOHOJAaTenbCTBOM Poccuiickoit denepanuu.

20. B mensx AMHAMUYECKOTro HAOMIOACHUS 32 OOJBHBIM W COOJIOACHUS TEPHOAMYHOCTH
MOCEUICHUSI MM  MEIUIIMHCKOM  OpraHu3aluy  JieYalluM BpPauyoM  ONpENeNseTcs  KOJIHYECTBO
JIEKapCTBEHHOTO Iperapara, eAMHOBPEMEHHO 0(OPMIIEHHOTO Ha PEUENTYPHOM OJIaHKE B COOTBETCTBUU C
PEKOMEHIOBAaHHOM CPeIHECYTOYHON KYpCOBOM 10301 U CPOKOM, HA3HAYEHHBIM JIJISl IIOCEIICHHUS.

21. MenunuHcKasi opraHu3anus MpeoCcTaBisieT 00JIBbHOMY WM €r0 3aKOHHOMY MPEICTABUTEIIO
uH(pOopMaIio 00 OpraHu3alusaX, PacloIOKEHHBIX B TpaHUIAX MYHUIIUIIAIHLHOTO 00pa30BaHUs IO MECTY
KHUTEIHCTBA UM MECTY NMpeObIBaHUA (B CIy4ae €ClIM CPOK MPeObIBAaHUS MPEBBIIIAET 6 MecsAIeB) O0ILHOTO
U OCYILECTBIISIONINX OeCIIaTHBINA OTITYCK JIGKAPCTBEHHBIX IIPENapaToB, HA3HAYCHHBIX JICUAIIM BPAdOM.

22. Ilocne BKIOYEHUS OOJBHOTO B PETMOHANIbHBIN cerMeHT PenepanbHOro perucTpa Ha3HaueHHe
U OTIYCK €My HJIM €r0 3aKOHHOMY MPEJCTaBUTEINIO JIEKAPCTBEHHBIX MPENapaToB OCYIIECTBISAETCS B CPOK,
He TpeBbImammi 20 pabounx JTHEH CO THS BKIIOYCHUSI.

23. Opranuzanusi oOecredyeHus JIEKApCTBEHHBIMU TpernaparaMyd OOJIbHBIX, MPOXKHUBAIOIIUX B
CTAaIlMOHAPHBIX OpPraHU3aIUSAX COLMAIBLHOTO OOCITYKMBAHHUS WM OTOBIBAIOUIMX HAaKa3aHUE, CBS3aHHOE C
JHMIIEHUEM CBOOO/IbI, OCYIIIECTBISETCS COOTBETCTBYIOLIEH opraHu3anueit.

24. B cnydae BbIe3a OOJIBLHOTO 3a Tpeaeibl TeppuTopun cyobekTa Poccuiickoit denepanun, B
KOTOPOM OH IMPOKMBAEeT, Ha TEPpUTOpHUIO Jpyroro cyobekra Poccuiickoit ®enepauuu Ha CpoK, He
IPEBBIIAIOIINN 6 MecsIEeB, TAKOMY OOJIBHOMY OpPraHOM I'OCY/IapCTBEHHON BiacTu cyobekTa Poccuiickoii
®denepanun B cepe OXpaHbl 310pOBbsl OPraHU3YeTCs] Ha3HAUCHHE JICKApPCTBEHHBIX NPENapaToB Ha CPOK
IpHeMa, paBHBIM CpPOKY €ro BbIe3/a 3a Ipenensl Teppuropun cyobekra Poccuiickoit denepannu, audo,
YUUTBIBAs CPOKH T'OJHOCTH HMEIOIIMXCS OCTAaTKOB JIEKAPCTBEHHBIX NpenapaToB, OOecledeHue TaKoro
00JbHOTO JIEKAPCTBEHHBIMU MpenapaTaMu Ha COOTBETCTBYIOUINM CPOK.

CBeneHMs O KOJMYECTBE HA3HAYEHHBIX MM OTIYIIEHHBIX OOJBHOMY WJIM €ro 3aKOHHOMY
IPEJICTABUTENI0 JIEKAPCTBEHHBIX IPENapaToB BHOCITCS B peruoHanbHbI cerMeHT denepanbHOro
perucrpa.

25. B cnydae Bwie3ga OOJNBHOTO 3a Tpejelibl TeppuTopun cyobekTa Poccuiickoit denepanun, B
KOTOPOM OH IMpOXHMBAaeT, Ha TeppUTOpHIO JApyroro cyobekra Poccuiickoit denepanuu Ha CpoK,
MPEBBIIAIOMINNA 6 MecsLEeB, U B ClIyyae U3MEHEHHUSI MECTa KHUTEJIbCTBA TaKOMY O0JIbHOMY Ha3HA4aloTCs
JIeKapCTBEHHbIE MIpenapaThl Ha CPOK NpueMa He Oosiee OAHOTrO Mecsia 00 OpraHu3yercs OpraHoM
rocy/iapcTBeHHOW BiacTu cyOwbekTa Poccuiickoit denepanun B cdepe oxpaHbl 370pOBbs OOecrieueHue
TaKOro 0OJBHOTO JIEKAPCTBEHHBIMU MpernapaTaMu Ha CpOK Mpuema He 0oJiee 0HOTO MecsIa.

Csenenust 0 TakoM OOJIBHOM MOJIJIEKAT UCKIIIOUEHHUIO U3 PETHOHAIBLHOTO cerMeHTa denepanbHOro
peructpa cyobekra Poccuiickoit @eneparium, ¢ TEppUTOPHUH KOTOPOTO BbIe3kaeT OOJIBbHOMU, U nepenaue (B
TOM 4HCI€ C HCIOJb30BAaHHUEM HHPOPMAIIMOHHO-KOMMYHUKALMOHHBIX  TEXHOJOTUN)  OpraHy
rocynapcTBeHHOH Biactu cyObekTa Poccuiickoit denepannu B chepe oXpaHbl 310pOBbs, HA TEPPUTOPHIO
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KOTOpPOTO BBEXaT OOJNBHOW, JUISI BKIIOUCHUS B PETHOHAIBHBIN cerMeHT DefeparbHOr0 PErucTpa 3TOro
cyowrekTa Poccuiickoit denepanuu.

JlaToii BKIJIFOUEHHUS CBEJEHUN O OOJBHOM B PErHOHANBHBIA CerMeHT DenepasbHOTO perucrpa
cyosektoM Poccuiickoit ®Denepanuu, Ha TEPPUTOPUIO KOTOPOTO BheXall OOJIBHOM, SBIACTCS JCHB,
CIIEYIOIIMHI 3a IHEM HUCKIIIOUEHUS CBEACHUN O HEM U3 PETMOHAIBHOIO cerMeHTa deiepanbHOro perucrpa
cyowekToM Poccuiickoit deneparuu, ¢ TEppUTOPUHA KOTOPOTO BhIeXal O0IHHOM.

26. Opran rocymapcTBeHHOW BiacTu cyOwbekra Poccuiickoiri @enepamuu B chepe OXpaHbI
3JI0pOBBS, C TEPPUTOPUM KOTOPOTO BbIeXasl OONBHOM, MpeAcTaBisieT (B TOM YHUCIE C HCIOJIb30BAHHEM
WH(OPMAIIMOHHO-KOMMYHUKAIIMOHHBIX TEXHOJOTHI) MO 3ampocy oOpraHa TOCYAapCTBEHHOW BIACTH
cyonbekta Poccuiickoit denepauuu B cdepe OXpaHbl 3740pPOBbs, HAa TEPPUTOPHIO KOTOPOTO BhEXal
OOJILHOM, CBEACHUS O KOJMYECTBE HA3HAUEHHBIX WM (DAaKTHUECKU MPEIOCTABICHHBIX OOJIBHOMY WJIU €T0
3aKOHHOMY MpPEACTaBUTENII0 JIEKAPCTBEHHBIX IPENapaTroB B COOTBETCTBUU C IIYHKTOM 25 HACTOSIIMX
[IpaBuir.

YTBEP/KJIEHbI
nocranosienruem IlpaBuTebcTBa
Poccuiickoii Penepanuu

oT 26 HosiOps 2018 r. N 1416

IIpaBuia
BeeHusi GegepaabHOrO perucTpa Juul, 00JbHBIX reMo(puiIneil, MyKOBUCIIHI030M, THIIO(GH3aP HBIM
HAHU3MOM, 00J1e3HbI0 ['0111e, 3JI0KaYeCTBEHHBIMU HOBOOOPAa30BaAHUSIMH JIUM(OUTHOIM,
KPOBETBOPHOH ¥ POACTBEHHBIX UM TKaHEH, pacCesiHHbIM CKJIEPO30M, FeMOJTUTHKO-YPEMUYECKUM
CHMH/IPOMOM, FOHOIIECKUM APTPUTOM € CHCTEMHBIM HA4YaJI0M, MyKonogucaxapumaozom I, I u VI
THIIOB, AIIACTUYECKOH aHeMH el HeYyTOYHEHHOM, HACIeACTBEHHBIM AepuunToM pakropos 11
(pudpunorena), VII (1adunsnoro), X (Ctoapra - [Ipayspa), Jiui nocjie TpaHCIJIAHTAIIMUA OPraHOB
U (MJIM) TKaHel

C u3MeHeHHSIMH H JTONOJTHEHUAMH OT:

27 mapta 2020 r., 26 utons 2021 r., 15 despans 2023 r.

1. Hacrosiue [IpaBuina ycTaHaBiauBaroT MopsaoK BeaeHuss denepaibHOro peructpa Jauil, 60IbHbBIX
remMo(unue, MyKOBHUCIMI030M, THUNO(U3apHBIM HaHU3MOM, OoJyie3Hbi0 ['ole, 3J10Ka4eCTBEHHBIMU
HOBOOOPA30BaHUAMHM JTUM(ONIHOM, KPOBETBOPHON M POJCTBEHHBIX UM TKaHEH, PaCCESIHHBIM CKIIEPO30M,
TFEMOJINTUKO-YPEMUYECKAM  CHHAPOMOM,  FOHOIIECKMM  apTpUTOM C  CHUCTEMHBIM  HAdajoM,
Mykonosucaxapuao3om I, II m VI tunos, ammactruyeckoll aHeMHEW HEYTOUYHEHHOMW, HACJIECACTBEHHBIM
nepunutoM ¢akropoB Il (pubpunorena), VII (mabmnbnoro), X (Crroapra - Ilpayspa), aui mnocie
TPaHCIUIAaHTALMU OPTaHOB U (WJIM) TKaHEH (Jlajiee COOTBETCTBEHHO - O0nbHbIe, DenepanbHblil perucTp).

2. Benenue denepanbHOro peructpa OCyIeCcTBISIETCS B CIEIYIOMIMX LEsIX:

a) obecreyeHne JIeKapCTBEHHBIMU MpenapaTaMu JUIsl MEAULMHCKOTO IPUMEHEHUs!, BKIIFOUYEHHBIMU
B yrBepxkJaeHHbIM IIpaButensctBom Poccuiickoit denepanuu nepedeHb JIEKAPCTBEHHBIX IPENapaTos,
c(OPMHPOBAHHBIM B YCTAaHOBJIEHHOM WM TNOpsjaKe (hajee - JIeKapCTBEHHbIE MpemnapaTsl), OONbHBIX B
Bo3pacte oT 18 jer u crapiie 3a cyeT OIOPKETHBIX aCCUTHOBAaHWM, MPEAYCMOTPEHHBIX B (heepaabHOM
Oroxere MuHHCTEpCTBY 3/1paBooxpaHeHust Poccuiickoit @enepaninu Ha yKazaHHbIE eNU, a OOJIBHBIX B
Bozpacte 10 18 ser - 3a cuer OHOKETHBIX ACCUTHOBAHHM, MPeIyCMOTPEHHbIX MUHHUCTEPCTBY
3npaBooxpaHeHus Poccuiickont ®enepauun g DoHga  MOMNEPKKUA  ACTEM € TKEIBIMHU
KUZHEYTPOKAIOUIMMU M XPOHMYECKMMM 3a00jeBaHMs, B TOM 4YHCIE pPEIKUMHU (OpQaHHBIMU)
3a0oneBanusaMu, "Kpyr mobOpa". bBropkeTHble acCUTHOBAaHUS —MNEPEUUCIIoTes MUHHCTEPCTBOM
3npaBooxpanenusi Poccuiickoit @enepanuu QenepaqbHOMY Ka3eHHOMY YupexaeHuio "denepasbHbIi
LEHTp IUIAHUPOBAaHMA W OpPraHM3alMU JIEKAPCTBEHHOro obecredyeHus: rpaxaan" MuHHcTepcTBa
3npaBooxpaneHusi Poccuiickoit ®enepauun (nanee - DenepanbHbIl LEHTP) IS OpPraHU3AlUM U
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IIPOBEJCHUS 3aKYIOK JIEKAPCTBEHHBIX NPENApaTOB;

0) MOHUTOPHHT IBUKEHUS U ydyeTa OOJIbHBIX HA OCHOBAaHUM CBEACHUH, IIPEJICTABIAEMbIX OpraHaMu
roCyJapCTBEHHOH BiacTH cyObekToB Poccuiickoii @eneparun B chepe 0XpaHbl 310POBbS;

B) 3(QQEeKTHUBHOE IUIAHUPOBAaHME M paAcXOJOBaHME (PUHAHCOBBIX CPEICTB, HAIPABISAEMBIX Ha
3aKyNKy HEOOXOIMMBIX JIEKAPCTBEHHBIX MpEnapaToB s oOecrmeyeHHs HMH OOJBHBIX IO MECTY
KHUTEIbCTBA WIN MECTy IpeObIBaHuUs (B CIIydae €l CPOK MPeObIBaHUS MPEBBILIAET 6 MECSILIEB).

3. ®@enepanbHBId peructp sABIsCTCS GeaeparbHON WH(DOPMAIMOHHONW CHCTEMOW, COCTOSIIEH W3
PETHOHANIBHBIX CETMEHTOB, KOTOPBIE PA3JeIIAIOTCS HA MOJCErMEHT, COJAEPKALIUM CBEAEHU O OOJIbHBIX B
BO3pacTe 10 18 5eT, u MojACerMeHT, coiepKalnii CBeACHUs 0 OOJIBHBIX B Bo3pacTe oT 18 ser u crapiie, U
coJieprKalleil CBeleHus, IPeJyCMOTPEHHBIE TyHKTOM 9 HacTosmux [IpaBuir.

MunucrepcerBo 3apaBooxpanenus Poccuniickoit denepanuu SBIseTCs 0epaTopoM 3TOM CUCTEMBI U
obecrieunBaet ee OecriepeOoiiHOe (HYHKIIMOHUPOBAHUE.

MunucrepcTBo 3apaBooxpaneHus: Poccuiickoit @enepannu odecneunBaer OenepanbHOMy HEHTPY
1 QoHy MOAJEPKKH JEeTel ¢ TKEIBIMU JKU3HEYIPOXKAIOLUIMMH U XPOHUYECKUMU 3a00JI€BaHUSMHU, B TOM
yrcne penkumu (opdanueiMu) 3adoneBanusvu, "Kpyr nodpa" moctyn k nHpopMmammu, coaepkamiencs B
®denepallbHOM pErucTpe.

4. Opranbsl TOCYIapCTBEHHOH BiacTH cyObekToB Poccuiickoit ®exepaunu B cdepe OXpaHbI
3/10pOBbsl O0OECIEUMBAIOT BHECEHUE CBEACHUH O OOJNBHBIX B PErHOHAIBHBIM cerMeHT PDenepaabHOro
perucrpa B CpoK, HE IPEBBIIIAIOIINNA 5 pabounx JHEH co AHs oOpaileHuss 00JbHOTO C YCTaHOBJIEHHBIM
JIMarHO30M B MEIMIIMHCKYIO OPraHU3aLUIO TI0 MECTY €ro >KUTEIbCTBA WM MECTy MpeObIBaHus (B Ciydae
€CJIM CPOK MPEObIBAaHUS IPEBBIIIAET 6 MECALIEB).

BkitoyeHne B perMoHasbHbIM  cerMeHT @DenepanbHOr0 perucTpa CBeACHUH O OOJBHBIX
OCYIIIECTBIISIETCS MEAMLIMHCKONW OpraHMu3alleil 1Mo MeCTy UX JKMTEIbCTBAa WJIM MECTy IpeObIBaHUS (B
cllyyae eClIM CpOK NpeObIBaHUs MpeBbIIIACT 6 MeCALEB) Ha OCHOBAaHMM MEIUIMHCKUX JOKYMEHTOB (HMX
KONUI) WM BBIIUCKM W3 HUX, OTPa)XKaroIIMX CBEACHHUS 00 YCTaHOBJIEHHOM JAMAarHo3e M BbIOOpE
MEpONpPUATHIA O JICUEHHUIO MalueHTa. BkioyeHue cBeleHHi O GONBbHBIX C T€MOJUTHKO-YPEMUYECKHM
CHHJIPOMOM, FOHOLIECKUM apTPUTOM C CUCTEMHBIM HayajaoMm U Mykomnonucaxapuao3om I, II m VI tunos
OCYILIECTBIIIETCS. HAa OCHOBAaHMM MEIULMHCKHUX JOKYMEHTOB WIM MX KONMM M BBIIMCKA W3 HUX,
OTpaXXKAIOIIKUX CBEJEHUS 00 YCTAaHOBJIEHHOM JMarHO3€ U BHIOOpPE MEPONPUSITHN IO JICUYEHUIO MAllUEeHTa,
HOJYYEHHBIX OT (eiepaabHON METUIIMHCKOM OpraHu3aluy.

5. PerynnpoBaHne OTHOLIEHHM, CBSA3aHHBIX C BefeHueM DeepanbHOro perucTpa, OCyecTBIsAETC
B COOTBETCTBHM C 3akoHOJareinbcTBOM Poccuiickoit depepannn o0 uHpopmanuy, MHPOPMALMOHHBIX
TEXHOJIOTHSX U O 3alluTe UHPOPMAIIH.

6. MunucrepctBo 31paBooxpaHeHusi Poccuiickont ®enepaunn, PenepanbHblii 1eHTp, DPoHT
HNOJJEPKKU JIETeH € TSHKENbIMH JKU3HEYTPOXKAIOLIUMHU M XPOHUYECKUMH 3a00JI€BaHUsIMH, B TOM UHUCIIE
penkuMu (opdanHbIMH) 3a0oseBanusMH, "Kpyr no6pa" u opraHel TOoCyAapCTBEHHON BIIACTH CyOBEKTOB
Poccuiickoit deneparuu B cdepe OxpaHbl 370pPOBbsi 00ECIEUUBAIOT KOH(MUIEHIIMATLHOCTh CBEACHUH,
cozepxkanxcs B @eepasbHOM PETUCTPE, a TAKKE XPAHEHUE U 3aIUTY TAKUX CBEIIEHUN B COOTBETCTBUU
¢ @enepanbHpiM 3aK0HOM "O MEpPCOHANBHBIX TaHHBIX".

7. Pa3memenne uHpopmauuu B DenepaJbHOM PErHCTpPE OCYILECTBISETCS € MNPUMEHEHHEM
YCUJIEHHOM KBaIM(PUIIMPOBAHHON 3JIEKTPOHHOMN MOAMHUCH B COOTBETCTBUU ¢ DenepasibHbIM 3akoHOM "OO0
JJIEKTPOHHOMU moanucu".

8. @enepanbHbBI PETUCTP BEAETCS B JJIEKTPOHHOM BHJIE C IPUMEHEHUEM aBTOMATU3MPOBAHHOU
CHUCTEMBI IIyTE€M BHECEHHUS PETMCTPOBOM 3allMCU C IPUCBOCHHUEM YHHKAJIBHOIO HOMEpPA PETUCTPOBOU
3alMCHU ¥ YKa3aHUEM JIaThl €€ BHECEHUSI.

[Tpu BHeCeHMM M3MEHEHUH B CBEJICHHs O OOJBHOM JOJDKHBI OBITh COXpAaHEHbI YHUKAIbHBIN HOMED
pETUCTPOBOM 3aITUCH M UICTOPHSI BHECEHUS U3MEHEHU M.

9. ®enepalbHBIN PETUCTP COACPKUT CIEAYIOLINE CBEICHU:

a) CTPaxoBOM HOMEpP WHAMBUAYAIBHOIO JIMIIEBOTO cHeTa OOJIBHOIO B CHUCTEME 0053aTeIbHOTO
NEHCHOHHOTO CTPAaxOBaHUS (MIPH HAIUYHH);
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0) baMumus, UMsI, OTYECTBO OOJLHOTO, a TAaKXKe (PaMIIIUS, TaHHAS TIPU POKICHUH;

B) JaTa poXKICHUs O0IBHOTO;

I) 110J1 OOJILHOTO;

1) aJipec MecTa KUTEIbCTBA UM MECTa MpeObIBaHus (B CIy4ae €Clid CPOK NMPeObIBAHUS IPEBbIILIACT
6 wMecsueB) OonpHOro (Cc ykazanuem koxa mo OOmiepoccuiickoMy Kiaccu(ukatopy OOBEKTOB
a/IMUHUCTPATUBHO-TEPPUTOPUATIBHOTO JIEJIEHU);

€) cepus M HOMEp IHacnopra (CBUIETEIBCTBA O POXKIACHUM) WM YIOCTOBEPEHMS JIMYHOCTU
0O0JIBHOTO, a TAK)KE J1aTa BbIIaYM YKa3aHHbBIX JJOKYMEHTOB;

XK) cepusi W HOMEp IojHuca O00sM3aTeNbHOr0 MEIMIIMHCKOTO CTpaxoBaHHUA OOJILHOTO H
HalMEHOBAHUE BbIJABILEH €ro CTPaXxoBOW MEIUIMHCKON OpraHU3aluy;

3) uHpopManus 00 HMHBATUAHOCTU (B Ciydyae YCTAHOBJICHHS TPYNIBl WHBAIMAHOCTH WIIH
Kateropuu "peObeHOK-UHBAIUA");

W) IUarHo3 3a0ojeBaHus (COCTOSHUSA), BKIOYAs €ro Koa mo MexayHapoJ HON CTaTHCTUYeCKOM
kinaccupukanuy 0ose3Hell U mpobiieM, CBA3aHHBIX CO 370POBbEM, a TaKXkKe Jara ocMoTpa OOJIBHOIO U
JTaHHBIE O TUHAMHUKE COCTOSIHUS;

K) uH(pOpMalMs O MEIULIUHCKOW opraHu3aluy (HauMEHOBaHHE, OCHOBHOM TI'OCYAapCTBEHHBIN
perucTpanoHHbIii HoMep, ko o OOmepoccuiickoMy KiacCu(puKaTopy NpeANpHUsITHA U OpraHU3alui),
BbIJIaBIIIEH HalpaBJiIeHUE HA BKIIOYEHUE CBeIeHUI 0 00JbHBIX B DenepanbHblil perucTp (HampaBieHue Ha
BHECEHHE M3MEHEHUN B CBEJEHUS, cojepkaluecs B DenepalbHOM PETUCTPE (Jlajnee - HalpaBlieHUE), a
TaKXKe H3BelIeHHe OO0 MCKIIOYeHHH CBeleHH o OonbHbIX u3 DenepanbHOro perucrpa (nanee -
W3BCILCHHC);

J) Aata BKJIIOYEHHs CBEJCHUH O OOJBHOM U JaTa BHECEHHs M3MEHEHHH B CBeleHUs O OOJIbHOM B
®DenepanbHbI pETUCTD;

M) nH(pOpMaIMs 0 Ha3HAYEHUH JIEKapCTBEHHBIX MIPENapaTos;

H) wuHpopMmanus 00 OTIyCKe JIEKapCTBEHHBIX TpenapaToB (Jara Hadaia oOecredeHus
JIeKapCTBEHHBIMHU IIpenapaTaMy U (aKTHUECKUH OTIYCK JIEKAPCTBEHHBIX MpenapaToB);

0) JaTa MPUHATUS pelieHUus 00 OKOHYAHMU OOEeCHeueHHus JIEKapCTBEHHBIMHU IIpernaparamu ¢
yKa3zaHHeM IIpUUYUHBI (BbIe3] 3a npenenbl Poccuiickoit denepanuy Ha MOCTOSIHHOE MECTO KHUTEIbCTBA WIN
MecTO NpeObIBaHMs (B ciaydyae €Ciau CpOK IpeObIBaHUS MpeBbIIAeT 6 MecsleB), CMEpPTh OO0JIHOTO,
OTCYTCTBHE NOKa3aHUI K JaJbHEHIIEMY IIPUEMY JIEKAPCTBEHHOI'O Ipernapara) U o Iepefadye CBEACHUN B
apxuB DenepanbHOro perucTpa;

n) uHpopManus O BKIIOUEHHH OonbHOro B denepasibHbI PErucTp JML, UMEIOIIMX IMpaBO Ha
MOJIyYeHUE TOCYJapCTBEHHOM COIMAJbHOM IMOMOLIM, W MHBIE PEruCTpbl, MPETyCMOTPEHHBIE
3akoHoJaTenbCTBOM Poccuiickoit denepanun, B 1ensx oOecreyeHHs JIEKapCTBEHHBIMU IpernaparaMu 3a
cuer OroKkeToB OroKeTHON cuctembl Poccuiickoit denepanny;

P) YHUKaJIbHBIN HOMEp PEerucTpOBO 3aIuCH;

C) BBIHCKA U3 MEAUIMHCKOW TOKyMEHTalluu OOJBHOTrO0, cojepiKallas CBEJEHUS O Ha3HAUYE€HUU U
VCII0JIb30BAaHUU JIEKAPCTBEHHBIX IPENApaToB;

T) UICTOYHUK (PMHAHCUPOBAHUSI TPUOOPETEHNUS JIEKAPCTBEHHBIX IIPENapaToB.

10. B cinyuae ycTaHOBJIEHHs JuarHo3a 3a0oJjieBaHMs (COCTOSIHHUS), YKa3aHHOro B IyHKTe |
Hacrosmux [IpaBwil, Wiy M3MEHEHUS CBEJICHNH, YKa3aHHBIX B IToAnyHkTax "a" - "x" myHkTa 9 HacTosmmx
[TpaBui, MEIUIIMHCKHME OpPraHU3alli, B KOTOPHIX OOJbHBIE HAXOAATCS MOJ MEJUIIMHCKAM HaOII0JICHUEM,
B CPOK, HE MpeBbIIatoNuil 3 pabounx AHel co AHs oOpareHust 00IBHOIO C YCTaHOBIEHHBIM IHarHO30M B
MEIUIIMHCKYI0 OpraHU3alMi0 MO MECTy JKUTEJIbCTBA WJIM MECTy NpeObiBaHMs (B Cilydae €ClIH CpOK
npeObIBaHMs MPEBbIIAET 6 MECAIEB), IPEICTABISIIOT B JIEKTPOHHOM BHJE MM Ha OyMa)KHOM HOCUTEJe
HalpaBJICHUS U U3BEIIEHUS B OPraH rocyIapCcTBEeHHOH BiacTH cyObekTa Poccuiickoit @enepannu B chepe
OXpaHbl 3/10pOBbs MO (opMe M B MOPSKE, KOTOPbIE YTBEPXkAEHbI MUHUCTEPCTBOM 31paBOOXpPAaHEHUS
Poccuiickoit @enepanuu.

11. Jlna 3anojiHEHHsI pErvoHANBbHOro cermeHta @enepanbHOrO0 pEerucrpa OpraHU3aluH,
OCYILIECTBIISIOIIMUE OTIYCK JIEKAPCTBEHHBIX IPENapaToB, HA3HAUYEHHBIX JIEYALUM BpadyOM B COOTBETCTBHUHU
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C MPEeAYCMOTPEHHBIM oANyHKTOM "a" myHkTa 2 Hacrosmux IIpaBun nepedyneM, 10 5-ro yuciaa Kaxaoro
Mecsilla IPeACTaBIsI0T B OpraHbl rocy1apcTBEHHON BiacTu cyobekToB Poccuiickoil denepauuu B chepe
OXpaHbl 370pOBbsl B 3JIEKTPOHHOM BHJE WU HAa OYMa)XHOM HOCHUTENE CBEJCHHUS 00 OTIYUICHHBIX 3a
HPEIECTBYIOIIMNA Mecs1l JJeKapCTBEHHBIX IpenapaTax.

12. B cnywae ecnu CBeAEHMs, NMPEAYCMOTpeHHbIe moanyHkramu "a", "x" u "n" nynkra 9
Hacrosmux IlpaBwi, He NpeACTaBIEHbI B OpPraHbl IrOCYJapCTBEHHOW BiacTH cyOBbekToB Poccuiickoit
Oeneparun B chepe 0OXpaHbl 37J0POBbs, YKa3aHHbIC OPTaHbl BIACTH CAMOCTOSITEIBHO 3alpalluBalOT 3TH
CBEJIEHUS B rOCYIapCTBEHHBIX BHEOIOPKETHBIX (DOHIAX.

Cenenus o OonpHOM (HAmpaBJICHHUS, W3BELICHMSA), NPEICTABIsieMble B 3JCKTPOHHOM BUJE,
HOJUIeKAT 3aBEPEHMIO SJICKTPOHHOH IMOJNKUCHIO JOHKHOCTHOIO JIMIAa OpraHa rocylapCTBEHHOW BIIAaCTH
cyobekta Poccuiickoii @eneparuu B cepe 0XpaHbl 310POBbSL.

13. B ciydae Bbie3ia 601bHOTO 3a mpesensl Tepputopun Poccuiickoit deneparuy Ha MOCTOSIHHOE
MECTO XKHUTEIbCTBA HJIM MECTO MpeObIBaHMA (B CIIydae €CiH CpOK NMpeObIBaHUS MpEBbIIIacT 6 MecAleB), a
TaKXe B CJIydae CMEpPTH OOJIBHOTO CBEJICHUS O HEM IO/AJIEKAT ApXUBHUPOBAHUIO.

YTBEPXK/JIEHbI
nocranosienueM IlpaBuresbcTBa
Poccniickoun @exepanun

oT 26 Hos10ps1 2018 1. N 1416

Ilepeyenn
yrpatuBiux cuiy akroB IIpaBurenbcrBa Poccuiickoit @enepanunu

1. [Tocranosnenue I[lpaButenbctBa Poccuiickoit @enepanuun ot 26 nekabps 2011 r. N 1155 "O
3aKyIKax JIEKApPCTBEHHBIX NPENapaToB, MMpeIHA3HAUYCHHBIX s 00eCTIeYeHUs JIUII, OOIBHBIX TeMO(HITHCH,
MYKOBHCIIMI030M, TUTIO(QHU3aPHBIM HAaHU3MOM, 00JIe3HbIO [ o11Ie, 310Ka4eCTBEHHBIMU HOBOOOPA30BAHUSIMH
TuM(OUIHON, KPOBETBOPHOW M POJCTBEHHBIX MM TKaHEH, pPACCESIHHBIM CKIEPO30M, JIHMI[ MOCye
TpaHcIiaHTauu opranoB u (mnn) tkaneit" (Cobpanue 3akoHogarenscTBa Poccuiickoii denepanuu, 2012,
N 1, ct. 186).

2. Tlocranosnenue IlpaButensctBa Poccuiickoit @enepauun ot 26 ampens 2012 r. N 404 "O6
yrBepxaeHun [IpaBun Benenuss denepaabHOro perucTpa Juil, 60JIbHBIX reModuinel, MyKOBUCIUI030M,
runou3apHbIM HaHU3MOM, Oosie3Hbl0 lome, 370Ka4eCTBEHHBIMH HOBOOOpPA30BaHMUAMHU JTHMQOHUIHOM,
KPOBETBOPHOW U POJICTBEHHBIX UM TKaHEH, pacCesIHHBIM CKJIEPO30M, JIUI] 10CJIE€ TPAHCIIAHTAI[MN OPraHOB
u (unm) Tkanei" (Cobpanue 3akoHoaarenbcTBa Poccuiickoit denepanuu, 2012, N 19, ct. 2429).

3. Ilynkter 176 m 190 mu3MeHeHuil, koToprle BHOcATCA B akThl [IpaButenbctBa Poccuiickoit
@enepauuy 1O BOIpOcaM AeATENbHOCTM MuHucreperBa 3apaBooxpaHeHust Poccuiickoit denepanuu,
yTBEpXACHHbIX roctaHosiennem [IpaBurenscrBa Poccuiickoit denepanun ot 4 centsadpst 2012 r. N 882
"O BHeceHMM H3MEHEHMH B HEKoTopble akThl IIpaButenscTBa Poccuiickoit denepanunn nmo Bompocam
nesitenibHOCTH MuHKCTepeTBa 3paBooxpaHeHus Poccuiickoit ®eneparun’ (Codpanue 3aKk0OHOATENbCTBA
Poccuiickoit ®eneparuu, 2012, N 37, ct. 5002).

4. Tlocranosnenue IlpaButennbctBa Poccuiickorr ®@enepanuu ot 24 anpens 2015 1. N 389 "O
BHECEHUH M3MeHEeHUH B moctanoBieHue [IpaButenbctBa Poccuiickoii @eneparuu ot 26 nexadpst 2011 r.
N 1155" (Cobpanue 3akononatenscTBa Poccutickoit ®denepamuu, 2015, N 18, ct. 2709).

5. Ilocranosnenue IlpaButensbcrBa Poccuiickoin ®denepanun ot 9 ampens 2016 r. N 288 "O
BHeceHnn wu3MeHeHnid B IlpaBumia Benmenuss DenepasbHOTO perucTpa Jull, OOJBHBIX TeMOQUIHEH,
MYKOBHUCIIHJI030M, TUITO(HU3apHBIM HAaHU3MOM, OoJie3HbI0 [ o11Ie, 3710KaueCTBEHHBIMI HOBOOOPA30BaAHUAMU
TUMGOUIHON, KpPOBETBOPHOM M POJCTBEHHBIX UM TKaHEH, paccestHHbIM CKJIEpO30M, JIUI[ IOCIe
TpaHcIaHTauu opranoB U (unn) tkaneit" (CobOpanue 3akoHoatenscTBa Poccuiickoii denepanuu, 2016,
N 16, c1. 2225).
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6. Ilocranosnenue IlpaBurenscrBa Poccuiickoit ®@enepanuu ot 11 aBrycra 2016 r. N 784 "O
BHECCHHMH M3MEHEHUH B noctaHoBieHue [IpaButenpcTBa Poccuiickoit denepanun ot 26 aexadps 2011 r.
N 1155" (Cobpanue 3akonoaarenscTBa Poccuiickoit @enepamuu, 2016, N 34, ct. 5242).

7. Ilocranosnenne IlpaButensctBa Poccuiickoit ®enepaunu ot 17 ampenss 2017 r. N 457 "O
BHeceHMH u3MeHeHu# B [lonoxkeHue o 3aKkynkax JICKapCTBEHHBIX MPENapaToB, MPEAHA3HAYEHHBIX IS
obecrieueHus Jnil, OOJIBHBIX TeMo(wiIneld, MyKOBHCIHIO030M, THUIO(HU3apPHBIM HAHU3MOM, OOJIE3HBIO
lome, 31M0KaueCTBEHHBIMH HOBOOOPA30BaHUSAMU JTUMGOUIHON, KPOBETBOPHONH W POJCTBEHHBIX UM
TKaHEH, pacCeSTHHBIM CKJIEPO30M, JIMI] TOCJe TpaHCIUTaHTaruu opraHoB W (wim) Tkane" (CoOpaHue
3akoHoaarenbcTBa Poccuiickoit denepanuu, 2017, N 17, ct. 2577).
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