NMPABUTENBCTBO POCCUNCKOU ®EOEPALIUMN

NMOCTAHOBIJIEHUE
oT 26 HosI6ps 2018 r. N 1416

O NOPAAKE
OPIrAHU3ALNUN OBECIMNEYEHUA NEKAPCTBEHHBIMU NPEMAPATAMMU J1NL,
BOJIbHbIX FTEMO®UNUEA, MYKOBUCLIMAO30M, TMNMO®U3APHLIM HAHU3MOM,
BOJIE3HbIO NOWE, 3TIOKAYECTBEHHBIMU HOBOOBPA3OBAHUAMU
NMMM®OUOHON, KPOBETBOPHOW U POOCTBEHHBLIX UM TKAHEW,
PACCEAHHbBIM CKINIEPO30M, TEMOJINTUKO-YPEMWYECKUM CUHOPOMOM,
IOHOLWWECKUM APTPUTOM C CUCTEMHbIM HAYAJIOM, MYKOMNMOJIMCAXAPUOO3OM
I, 1 W VI TUNOB, ANNTACTUYECKON AHEMUEA HEYTOYHEHHOMW,
HACNEACTBEHHbIM OEPULINTOM PAKTOPOB Il (PUBPUHOIEHA),
VII (MABUJNNIbHOTIO), X (CTIOAPTA - NMPAY3PA), 1L NOCIIE
TPAHCMJTAHTALMU OPIrAHOB U (UNN) TKAHEWU, A TAKXE
O NMPU3HAHUN YTPATUBLLUMU CUITY HEKOTOPbLIX AKTOB
NMPABUTENIbCTBA POCCUACKOWU ®EOQEPALINA

CnucoK U3MEHSIOIINX TOKYMEHTOB
(B pen. IloctanoBnenuii [IpaBurensctBa PO ot 27.03.2020 N 344,
oT 26.06.2021 N 1025, ot 15.02.2023 N 229)

B cootBerctBuu ¢ myHkTOM 21 yactu 2 crateu 14 u yactamu 7 - 9 crateu 44 denepanbHOro 3akoHa
"OO0 ocHOBax OXpaHbl 370pOBbA TpaxaaH B Poccuiickoii denepanuu" IlpaButensctBo Poccuiickoit
denepanyy NOCTAHOBJISET:

1. YTBepauTe npuiiaraeMele:

[IpaBuna opraHu3anuu oOeCIieUeHUs JEKapCTBEHHBIMH TpenapaTaMu JHIl, OOJbHBIX TeMOo(UIne,
MYKOBHUCIIHI030M, runopu3apHbIM HAHH3MOM, 00JIC3HEIO T'omme, 3J10Ka4e€CTBCHHBIMH
HOBOOOpa30BaHUAMU JTUM(MOUIHOMN, KPOBETBOPHOU M POJACTBEHHBIX UM TKaHEH, PACCESHHBIM CKIIEPO30M,
TEMOJINTUKO-YPEMHUYECKUM  CHHIPOMOM,  IOHOMIECKMM  apTPUTOM C  CHCTEMHBIM  HadyajoM,
mykonosicaxapuno3om I, II u VI Tumnos, annacTuyecko aHeMuUeld HEYTOUHEHHOM, HAcCJEIACTBEHHBIM
nepunurom Qaxtopos Il (pubpunorena), VII (mabmibnoro), X (Crroapra - Ilpayspa), nuu mocie
TpPaHCIUIAHTAIIMH OPTaHOB U (WJIH) TKaHEH;

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

[TpaBuna Benenust denepasbHOrO perucTpa JHL, OONBHBIX TeMOQHINEH, MYKOBHCLHUI030M,
runou3apHblM HaHU3MOM, Ooje3Hblo ['omie, 3710KauecTBEHHBIMM HOBOOOpA30BaHUSMHU JTUM(OHUIHOM,
KPOBETBOPDHOM M POACTBEHHBIX MM TKaHEH, PAacCESIHHBIM CKIEPO30M, TIE€MOJINTUKO-YPEMHUUECKUM
CHUHJIPOMOM, FOHOIIECKUM apTPUTOM C CUCTEMHBIM HadajioM, mykornonucaxapugo3oMm I, II u VI tumnos,
arIacCTUYeCKOl aHeMUel HeyTOUHEHHOMU, HaceICTBeHHbIM JedururoM (akropos 11 (pubpunorena), VII
(nmadunwsHoTO0), X (CTroapTa - [Ipayspa), nuil mocse TpaHCIUIaHTAllud OPTaHoB U (WJIM) TKaHEH;

(B pen. [locranoBnenus IlIpaBurenscrBa PD ot 27.03.2020 N 344)

IepedeHb yTpaTUBIIMX crily akToB IIpaBurensctBa Poccniickoit denepanun.

2. MunucrepctBy  3apaBooxpaHeHusi  Poccuiickoii = @exepauuu B YCTAHOBJIEHHOM
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3aKoHozarenbcTBOM Poccuiickoit  ®enepanuu  nopsake OCyllecTBUTh 3akynky Ha 2019 roa
JIEKApCTBEHHBIX MPENapaToB /I MAaTOTEHETUYECKOTO JICUCHUS JIUI, OOJBHBIX T€MOJIUTHKO-YPEMUUYECKIUM
CHUHPOMOM, FOHOIIIECKHUM apTPUTOM C CHCTEMHBIM HadajioMm, Mykomosmcaxapuao3om I, II u VI tumos,
BKJIIOYEHHBIX B M€PEUYCHB )KM3HEHHO HEOOXOIMMBIX M BaXKHEHIIINX JIEKAPCTBEHHBIX MPETapaToB.

2(1). UcrounnkoM (hrHAHCUPOBAHUS OpraHU3AIMU OOECHEUeHHUs JIEKaPCTBEHHBIMHU IpernapaTamu
nereil B Bo3pacte Mo 18 mer, OompHBIX remModwmineidl, MyKOBUCIHIO30M, TUHIO(U3APHBIM HAHHU3MOM,
601e3ublo0 ['o111e, 310KaYeCcTBEHHBIMU HOBOOOPa30BaHUSAMU JIUM(OUIHON, KPOBETBOPHON U POACTBEHHBIX
UM TKaHEH, pacCesHHBIM CKJIEPO30M, T€MOJUTUKO-YPEMUUECKUM CHHIPOMOM, FOHOIIECKHUM apTPUTOM C
CHUCTEMHBIM HauajioM, Mykonoyimcaxapuao3om I, II u VI tunos, annactuueckoi aHeMued HEyTOUHEHHOM,
HacneacTBeHHBIM Nepurmrom ¢pakropos I (ubpunorena), VII (mabunsnoro), X (Crroapta - [Ipayaspa),
neTel B Bo3pacTte M0 18 JeT mocie TpaHCIUIaHTaIluu OopraHoB W (win) TKaHeh ¢ 2023 roma sIBASIOTCS
OI0JDKETHBIE  ACCUTHOBAHMA, IPEIyCMOTpeHHble B  (enepanbHoMm  Orokere  MUHHCTEPCTBY
3apaBooxpaHeHus Poccuiickoit  ®epepanuun s DoHma  TOAACPKKHA  ACTEH € TSDKEJIBIMHU
KUZHEYTPOKAIONIMMH ¥ XPOHHUYECKUMHU 3a00JICBaHUSIMH, B TOM YHCIE pPEAKUMH (OppaHHBIMH)
3aboneBanusamu, "Kpyr nobpa'.

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

3. MunucrepctBy 31apaBooxpaHeHuss Poccuiickoit ®enepauuu  AaBaTh pa3zbACHEHUA MO
MIPUMEHEHHUIO MPABUII, YTBEPKICHHBIX HACTOSAIIMUM MTOCTAHOBJICHUEM.

4. Hacrosimiee moctaHOBJIEHUE BCTymaeT B cuiy ¢ 1 siuBaps 2019 r., 3a uCKIIIOYEHHUEM IyHKTa 2,
KOTOPBII BCTYNAeT B CHITY CO JHS O(PHIIMATBEHOTO OIYOIMKOBAHMS HACTOSIIIETO TOCTAHOBICHHUS.

IIpencenarens [IpaBurenscTBa
Poccuiickoit deneparuu
JA.MEJIBEJIEB

YTBEPKICHBI

nocranoBienueM [IpaButenbcTBa
Poccuiickoit ®enepanun

ot 26 Hos10ps 2018 1. N 1416

NMPABUIIA
OPIrAHU3ALNUN OBECIMNEYEHUA NEKAPCTBEHHBIMU NPEMAPATAMMU JIUL,
BOJIbHbIX FTEMO®UNUEA, MYKOBUCLIMAO30M, TMNO®U3APHbLIM HAHU3MOM,
BOJIE3HbIO NOWE, 3NTOKAYECTBEHHBIMU HOBOOBPA3OBAHUAMU

NMMM®ONOHON, KPOBETBOPHOWU U POOCTBEHHBLIX UM TKAHEW,

PACCEAHHbBIM CKINEPO30M, TEMOJINTUKO-YPEMUYECKUM CUHOPOMOM,
IOHOLWWECKUM APTPUTOM C CUCTEMHbIM HAYAJIOM, MYKOIMNMOJIMCAXAPUOO30OM
I, I U VI TUNOB, ANNACTUYECKOWU AHEMWENA HEYTOYHEHHOM,
HACNEACTBEHHbIM OEPULINTOM PAKTOPOB Il (PUBPUHOIEHA),
VIl (MABUNNBHOTIO), X (CTIOAPTA - NMPAY3PA), 11U NOCIIE
TPAHCIMJTAHTALMU OPIrAHOB U (UNTN) TKAHEW

Crucox N3MCHAIOINUX JOKYMCHTOB
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(B pen. Ilocranosnennii [IpaButensctBa PO ot 27.03.2020 N 344,
oT 26.06.2021 N 1025, ot 15.02.2023 N 229)

1. Hacrosimue IlpaBmia ycTaHaBIMBAIOT MOPSAOK OpraHU3AMK OOECIeUeHUs JIUIl, OOJIbHBIX
remMo(unueii, MyKOBUCIUAO030M, TUMO(PU3APHBIM HAHU3MOM, Oolle3HbIO [oIe, 370KaueCTBEHHBIMU
HOBOOOPa30BaHUAMH JIUM(POUTHON, KPOBETBOPHON M POJCTBEHHBIX UM TKaHEH, PaCCETHHBIM CKIIEPO30M,
TEMOJINTUKO-YPEMUUYECKUM  CHHJIPOMOM,  IOHOUIECKMM  apTPUTOM C  CHCTEMHBIM  HayajoM,
Mykonosnmcaxapuno3om I, II m VI tunos, ammactudeckod aHeMueldl HEYTOYHEHHOW, HACJIEICTBEHHBIM
nepurutom Qaxtopos Il (pubpunorena), VII (mabunbnoro), X (Crroapta - Ilpayspa), num mocrie
TpaHCIUIAaHTAIlMM OPraHoB M (WJIM) TKaHeH (manee - OOJIbHBIC), JEKAPCTBEHHBIMHU IpernapaTamu Jist
MEIHUIIMHCKOTO MPUMEHEHHSI, TPeIHa3HAYeHHBIMU I JICUCHHUS dTHX 3a00JIeBaHUM, MO YTBEPKACHHOMY
[IpaButenscTBOoM Poccuiickoit denepanuu nepeyHio JEKapCcTBEHHBIX MPenapaToB, c(hOPMUPOBAHHOMY B
YCTAaHOBJICHHOM MM TMOpsJIKe (Jajiee - JIeKapCTBEHHBbIE IpermapaThl), a TaKXKe MOPSAOK U YCIOBHS
nepeaadn JeKapCTBEHHBIX MPEMapaToB B COOCTBEHHOCTh CyOBekTOB Poccuiickoit deneparun.

(B pen. [Tocranornenus IIpaButenscTBa PD o1 27.03.2020 N 344)

2. HcrounnkoMm (puHAaHCHpPOBAaHUS OpraHU3alu obOecrieueHust OOJBHBIX B BO3pacTe OT 18 yer u
CTaplie JICKApCTBEHHBIMH TMpernaparaMy SBISIOTCS OIOKETHbIE aCCUTHOBAHUS, MPEIyCMOTPEHHbBIE B
denepanpHOM Or0KeTe MHUHHUCTEPCTBY 3/1paBooxpaneHust Poccuiickoit denepanyu Ha yka3aHHbBIC [IEIH,
a OONBbHBIX B BO3pacTe 10 18 ner - OI0KETHbIE ACCUTHOBAHMS, MPEIyCMOTPEHHbIE MHHHCTEPCTBY
3apaBooxpaneHus Poccuiickonn ®epepanmn s DoHma  TOAACPKKKA  AETER C  TSDKEJIBIMHU
KUZHEYTPOKAIOUIMMH M XPOHUYECKUMHU 3a00JIeBaHUAMH, B TOM YHCIE pPEeAKUMH (OppaHHBIMU)
3aboneBanusmu, "Kpyr nobpa”.

bromkeTHble acCCUTHOBaHUS TMepeducisioTcs MUHUCTEPCTBOM 37ApaBooxpaHeHus Poccuiickoii
Qeneparn  penepaabHOMYy Ka3eHHOMY yupexaeHuio "dexepanbHbIi LEHTP IUIAHUPOBAHUS U
OpraHU3alMK JIEKAPCTBEHHOTO oOecredueHus: rpaxaan" MuHHCTEpCcTBa 3apaBooxpaHeHus Poccuiickoi
Oenepanun (ganee - denepanbHbIA HEHTP) UIsI OPTaHU3ALMK U MPOBEJEHUS 3aKyNOK JIEKAPCTBEHHBIX
MpemnapaToB.
(n. 2 B pen. [loctanosnenus [IpaButenscta PO ot 15.02.2023 N 229)

3. [IpaBo GonbHOTO Ha o0ecreueHrne JeKapCTBEHHBIMU MIpernapaTaMyi BO3HUKAET CO JTHS BKIIIOUEHUS
CBEICHUII O HEM B pErHoHAJbHBIA cerMeHT DenepaqbHOr0 PErucTpa JuI, OONBHBIX TreMOo(pUIHeH,
MYKOBHCILIMI030M, runodu3apHeIM HaHU3MOM, 00J1€3HBI0 lNomre, 3JI0Ka4€CTBEHHBIMU
HOBOOOPa30BaHUAMH JIUM(POUTHON, KPOBETBOPHON U POJCTBEHHBIX UM TKaHEH, paCCEIHHBIM CKIEPO30M,
TEMOJINTUKO-YPEMUYECKUM  CHHIPOMOM,  IOHOUIECKMM  apTPUTOM C  CHCTEMHBIM  HayajoM,
Mykonosnmcaxapuno3om I, II m VI tunos, ammactudeckod aHeMueld HEYTOYHEHHOW, HACJIEICTBEHHBIM
nepunurom ¢akropo II (pubpunorena), VII (mabunpnoro), X (Crroapra - Ilpayspa), nui mocie
TpaHCIUIaHTAIlMU OPraHOB M (WJIK) TKaHel (nanee - DeaepanbHbIi PpETUCTD).

(B pen. [Tocranornenus [IpaButenscTBa PO o1 27.03.2020 N 344)

Jara BrutoueHHs OOJIBHOTO B PETHOHANBHBIA cerMeHT denepanbHOro peructpa (pukcupyercs
JIeyaliyM BpayoM B MEUIIMHCKOHN KapTe aMOyIaTOpHOro GOIBHOTO UM UCTOPUU PA3BUTUS PeOCHKA.

4. Opranunzanus obecnieuenust denepanbHBIM IIEHTPOM 3a CUET CPEACTB (erepaabHOro OrpKeTa
OOJIBHBIX JIEKAPCTBEHHBIMU IIpenapaTaMM OCYIIECTBIISIETCS C YYEeTOM CTaHJapTOB MEIUIMHCKON
MOMOIIM, KIMHAYECKUX pPEKOMEHAAIMi (MPOTOKOJOB JIEUEHUS) U CpeaHEH KypcOBOW 03Bl
JIEKapCTBEHHBIX IIPENApaTOB.

(B pen. Ilocranosnenus IlpasurensctBa PO ot 26.06.2021 N 1025)
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5. Opranbl rocymapcTBeHHOW BiacTH cyObekToB Poccuiickoit denepanuu B chepe oxpaHbl
30pOBbsl HE To3aHee | HOsIOpsl Tekymiero roja mpexactaBisaioT B DexepalnbHBId HEHTP 3asiBKH Ha
MIOCTaBKy JIEKAPCTBEHHBIX NpenapaToB Mo (Gopme, yTBEpxkAeHHOH MUHHMCTEPCTBOM 3ApaBOOXPAHEHUS
Poccwuiickoit Deneparuu (nanee - 3asBKH), C MPUIOKEHHEM OOOCHOBAaHHWM MO WX O0BEMY, a TaKXKe
NepeYeHb OpraHu3aluii, MMEIOIMX JIMLIEH3UI0 Ha OCYLIECTBICHHWE MEIUMIMHCKOH U (WiM)
(bapMareBTHUECKON JeATeNbHOCTH B cyObekTax Poccuiickoit @enepanuu (manee - OpraHU3aluu-
MOJTy4aTesn), B LEJIsX MOCTAaBKU OpraHu3alusaM-I0TydaTeNsM JIeKapCTBEHHbIX MpenapaToB.

(B pen. [locranosnenus IlpasurensctBa PO ot 26.06.2021 N 1025)

[TorpebHOCT, (00BEM TMOCTaBKM) B JIEKAPCTBEHHOM TMpenapare OmpelesieTcs C y4eToM
KIIMHUYECKUX PEeKOMEHJAaIuil (MPOTOKOJOB JIEYEHHUsI) M CpPEeAHEH KypCOBOM [03bI JIEKAPCTBEHHOIO
npernapaTa UCXOAsl U3 exXeMeCsIUHOH (hakTUuecKoil MoTpeOHOCTH OONBHBIX B JIEKAPCTBEHHBIX MpernapaTax
B COOTBCTCTBHU CO CBCACHUSAMU PCTUOHAJIBHOI'0 CCrMCHTA CDCI[GpaJIBHOI‘O perucTpa u HCOGXOI[I/IMOCTI/I
dbopMupoBaHus 3amaca Ha 15 mecsies.

6. @enepanbHBI LIEHTP pacCMaTPUBAET MPEICTABIICHHBIC 3as8BKM HAa COOTBETCTBUE YCTAHOBIECHHOM
dbopme, Ha mpeaMeT OOOCHOBAHHOCTH 3asBJICHHBIX OOBEMOB JIEKAPCTBEHHBIX MpENapaToB U MpH
HE0OXOIUMOCTH KOPPEKTUPYET UX U COTJIACOBLIBACT C BEIHECEHHEM COOTBETCTBYIOIIECTO PEIICHUS.

He noznuee 15 centsadps tekymero rona denepanbHplii EHTP NPEACTABIAET YKa3aHHbIC 3asBKH B
KOMHCCHI0O MUHHUCTEpCTBA 3/ipaBooxpanenust Poccuiickoit @epepannu mo pacCMOTPEHHIO 3asBOK (faee
- KOMHCCHSI) JUIsl MX PAcCMOTpPEHHMsl C ydacTueMm npenctaButeneil dexepanbHoro nentpa, PDonnga
MOAJICPKKUA ACTEH C TSHKEIIBIMU JKU3HEYTPOXKAIOIIMMU U XPOHUYECKUMH 3a00J7€BaHUSAMH, B TOM YHCIIE
penxkumu  (opdanHHbIMH) 3a0oneBaHusMH, "Kpyr moOpa", HCIOTHUTENBHBIX OpPraHOB CyOBEKTOB
Poccuiickoit @enepanuu (B TOM YHUCIIE C UCHOIB30BAHUEM HH(OPMAIIMOHHO-TEICKOMMYHHUKAIIMOHHBIX
TEXHOJIOTHIl) Ha mIpeaMeT OOOCHOBAHHOCTH 3asBJICHHBIX OOBEMOB JICKAPCTBEHHBIX IPENapaToB, HX
KOPPEKTHPOBKHU IPU HEOOXOAWMOCTH U YTBEPXKICHHS 00BbEMOB IMOCTABOK JIEKAPCTBEHHBIX MpENapaToB.
[TonokeHrne 0 KOMHCCUU U €€ COCTaB YyTBEpKIaroTcd MHUHUCTEPCTBOM 31paBooxpaHeHus Poccuiickoit
denepauuu.

(B pen. [Tocranornenus [IpaButensctBa PO ot 15.02.2023 N 229)

PaccMoTpenue 3asBOK, yTBEpKIeHHE 00bEMOB TIOCTABOK U IpejacTaBieHue B DenepanbHbIi EHTP
CBEJIEHN 00 YTBEPXKICHHBIX 00beMax MOCTABOK OCYIIECTBIISIOTCS KOMUCCcHEH B TeueHne 30 aHeH co qHs
MOCTYIUICHHUS 3asBOK OT DefepanbHOro EHTpa.

CBeneHus 00 yTBEpXKIEHHBIX KOMHUCCHEH 00beMax IIOCTAaBOK JIEKAPCTBEHHBIX IpenapaToB
HanpasisiioTes degepabHBIM LIEHTPOM B UCHOJIHUTENbHBIE Opranbl cyobekToB Poccuiickoit @enepanuu
B chepe OXpaHbl 3/J0POBbs B TeueHHE 3 pabouux AHEN CO AHSA NOCTYIJIEHUS CBEIEHUI OT KOMUCCHH.

(B pex. [locranoBnenus IlpaBurenscrBa PO ot 15.02.2023 N 229)
(. 6 B pen. [loctanosnenus [IpasutensctBa PD ot 26.06.2021 N 1025)

7. O0beM TOCTaBOK JIEKAPCTBEHHBIX TIpenapaToB (QopMupyeTcss B Tmpeaenax OIKETHBIX
ACCUTHOBAHUWH, TPEIyCMOTPEHHBIX B (emepadbHOM 3akoHe O (QeaepaabHOM OrOKETe Ha
COOTBETCTBYIOIIUN (PUHAHCOBBIM TOJ W IUIAHOBBIA TMEPUOJ, U JIMMUTOB OIOKETHBIX O0S3aTENbCTB,
JIOBEJICHHBIX B YCTAHOBJICHHOM MOpsake A0 MuHucTepcTBa 3apaBooxpaneHus: Poccuiickoit denepannu
HAa 3aKYIKY JICKAPCTBEHHBIX MPENapaToB.

8. B cooTBeTcTBUU C 00BEMaMH MOCTaBOK JIEKAPCTBEHHBIX MPENapaToB, yTBEPKACHHBIMU OpraHaMu
roCyJapCTBEHHON Biactu cyObekToB Poccuiickoit @enepauuu B cdepe OXpaHbl 37A0POBBS C yUETOM
pewiennst komuccuu, DenepabHBII UEHTP B YCTAHOBJICHHOM 3aKOHOAATEIbCTBOM Poccuiickon
@Denepanyy NOpsIKEe OCYLIECTBIISET 3aKYIIKY JIEKapCTBEHHBIX IIPENAapaTOB.
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(B pen. [Tocranornenus [IpaButenscTBa PO o1 26.06.2021 N 1025)

MunucrepceTBo 3apaBooxpaneHust Poccuiickoin denepanuy €xXerogHo U3JaeT akT O COrIaCOBaHUU
nepegaun  PenepalbHbIM LEHTPOM 3aKYIUIEHHBIX B COOTBETCTBMM C HacTosmumu [IpaBuiamu
JIEKApCTBEHHBIX MPENapaTOB OpraHaM TOCYAapCTBEHHOW BiacTu cyOnekToB Poccuiickoit deneparuu B
cdepe oXpaHbl 310POBBS.

(a63arn BBeneH [loctanoBnenuem I[paBurensctBa PO ot 26.06.2021 N 1025)

9. TlocTaBImIMKM  JIEKAPCTBEHHBIX  IpENapaToB, ONpEIENEHHbIE B  COOTBETCTBUU  C
3akoHOJaTenbcTBOM Poccuiickoit @enepannu, npenctasisiior B DepepanbHblii IEHTp 0()OpMIICHHBIE B
YCTaHOBJIEHHOM IOpSAAKE JOKYMEHTBI, MOATBEp)KAaromue (aKT TMOJyuYeHHs OpraHU3alUsIMU-
[IOJIyYaTesIMU  JIEKAPCTBEHHBIX NPENapaToB, B TOM UHWCJE HAKIaJHbIE WU aKThl IpHEMa-Neperadyu
JIEKapCTBEHHbIX MPENapaToB.

(B pen. [locranosnenus IlpasurensctBa PO ot 26.06.2021 N 1025)

10. ®enepanbublii EHTP B TedeHHe 10 pabouux qHEH CO JTHS MOCTYIUICHHS aKTa IpHeMa-repeaadn
IIPUHMMAET HA YYeT JIEKapCTBEHHbIE NpemnapaTbl M M3JaeT pPACIOPSAIUTENIbHBIE aKThl O Iepejraye
JIEKapCTBEHHBIX IpEenapaToB HCIOJHUTENbHBIM oOpranaMm cyOnekToB Poccuiickoit  ®enepanum,
OIpEEIEHHBIM BBICIIMM JIOJDKHOCTHBIM JIMLIOM cyObekTa Poccuiickoii ®enepanuu (pyKoBOAUTENEM
BBICIIIETO HCIIOJIHUTEIBHOTO opraHa cyOwekra Poccuiickoit ®enepauun) (manee - ynoIHOMOYEHHBIE
Oprasbl), C YKa3aHHMEM HOMEHKJIATypbl, KOJIMYECTBA M CTOMMOCTH JIEKAPCTBEHHBIX IIPENAapaTOB B

OTHOIIEHHH Ka)KJJOT0 YIIOJIHOMOYCHHOTO OpPraHa.
(8B pex. [locranoBnenwuii [IpaBurenscrea P® ot 26.06.2021 N 1025, ot 15.02.2023 N 229)

11. denepanbHBIA EHTP B TEYCHUE 5 paboUMX JHEW CO JHSA W3JIaHUS PACTIOPSAIUTEIHHOTO aKTa,
npeaycMoTpeHHoro myHktoMm 10 Hacrosimux [lpaBun, HampaBiiseT B yHOJHOMOYEHHbIE OpraHbl (B 2
SK3EMIUIApax) U3BEIIEHWE O TIOCTaBKe JIEKAPCTBEHHBIX IMpPENapaToB U akT IpUeMa-Tepeaayu,
MOAMUCAHHBIE TUPEKTOPOM (YIOJIHOMOUYECHHBIM JHUII0M) DenepalibHOro LEHTpa.

(B pen. [Tocranornenus [IpaButenscTBa PO ot 26.06.2021 N 1025)

12. YnomHOMOUYEHHBIE OpraHbl B TEUEHHE 5 pabo4yMx AHEH CO JHS TOJyYEHUS HM3BEIICHUS O
[IOCTaBKE JICKApPCTBEHHbIX IpENapaToB W akKTa IpHeMa-leperadyd, MpeIyCMOTPEHHbIX MyHKTOM 11
Hactosmux [IpaBuil, MOAMMCHIBAIOT M 3aBEPSIOT MeyaThio 00a SK3EMIUISpa H3BEUICHHS O IOCTaBKE
JIEKapCTBEHHOI0 IpenapaTa M 00a SK3eMIUIApa aKkTa IMpHeMa-leperadyd, MOocjie 4Yero BO3BpallaloT B
@denepalibHbIl LIEHTP OJUH 3K3EMIULIP YKa3aHHOIO H3BELIEHUS W OJUH DJK3EMIULIP aKTa IpHema-
nepeaayu.

(B pex. Ilocranosnenus IlpasurensctBa PO ot 26.06.2021 N 1025)

13. YnonHOMOYEHHBI OpraH Ha OCHOBAaHMM aKTa IMpUeMa-Tiepeayd NPUHUMAET Ha Yy4deT
JIEKapCTBEHHBIE IpernapaTbl U B TeYEHHE 5 pabouyux JHEH cO JIHS MOIYyYEHHUs aKTa MpueMa-mepenadu
U3JIaeT pacHopsIUTENbHBIN aKT O Mepeaaye JIEKapCTBEHHBIX MPEernapaToB OpraHU3alUsIM-TIOTydaTessaM C
YKa3aHHuEM HOMCHKIIATYPbI, KOJIMYCCTBA U CTOUMOCTH JICKAPCTBCHHBIX MPLCIIapaTOB B OTHOMICHUHN Ka)KI[OI\/'I
OpraHMu3aIK-1oIyqaTess.

14. Opranuzanuu-noiy4yareau B TeueHHe 2 pabouux AHEH CO JHA TOJY4YeHHs JOKYMEHTOB,
MOJTBEPKJAIOUIMX Nepeaady UM JIEKapCTBEHHBIX NPENapaToB, MPUHUMAIOT JEKapCTBEHHbIE MpenapaThl
Ha y4eT, 00eCleunBaloT X COXPAHHOCTh U IEJIEBOE UCTIOIb30BAHUE.

15. ®enepanbHblii LEHTP B YCTAHOBJIEHHOM MMHHUCTEPCTBOM 3ApaBooXpaHeHusi Poccuiickoii
CDGIIepaL[I/II/I HOpHI[Ke OCYI_LICCTBJISIGT MOHI/ITOpI/IHF JOBUXXCHUA U yqua JIeKapCTBeHHLIX HpCHapaTOB B
cyowrekTax Poccuiickoit deneparuu, T0BOAUT 10 CBEACHUS YIIOJIHOMOYCHHBIX OPTaHOB IOJTYYEHHBIE TI0
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pe3ysbTaTaM MOHUTOPWHTA JaHHbIE, B TOM YHUCIIEe CBEACHHSI O HOMEHKJIATYpe, KOJIMYECTBE U CTOMMOCTH
JICKapCTBCHHBIX TPENapaTroB, 00 OTCYTCTBUU MOTPEOHOCTH B OTICIBHBIX JICKAPCTBEHHBIX Mperaparax
100 0 MOSABICHUU JOIMOJHUTEIBHON MOTPEOHOCTH B JICKAPCTBEHHBIX Mpenaparax B CBA3M C U3MEHEHUEM
B cyOnekrte Poccuiickoit ®enepanuu YUCICHHOCTH OOJIBHBIX, HM3MEHEHHMSIMH B Ha3HAUYCHHSIX
MEIUIMHCKUMH  pabOTHUKAMU  JIEKapCTBEHHBIX  MpemapaToB  OOJBHBIM M COTJIACOBBIBAET
nepepacnpe/ieieHrne JIeKapCTBEHHBIX IIperapaToB Mex 1y cyorektamu Poccutickoit denepanuu.

(B pen. [Tocranornenus [IpaButenscTBa PO o1 26.06.2021 N 1025)

16. Tlepenmada JeKapCTBEHHBIX TMpenapaToB oOgHUM cyOwbekTom Poccuiickoit ®enepamuu B
coOCTBEHHOCTh Jpyroro cyoOwekta Poccuiickoit denepanuu oCyIIECTBIsSETCS Ha OCHOBAaHMM aKTa
npuema-nepenadn. denepanbHblil EHTP YBEJOMIISIETCS O Neperade JIeKapCTBEHHBIX npenaparoB B 10-
JTHEBHBIM CPOK MOCJIE MOJNUCAHUS aKTa IIpUeMa-repeiaun yoJHOMOYEHHBIMU OpraHaMH.

(B pen. [locranosnenus IlpasurensctBa PO ot 26.06.2021 N 1025)

17. ®denepanbHblii LEHTP €XKEKBApTalbHO, N0 10-rOo ymcia mecsia, CIEAYIOMIEro 3a OTYETHBIM
KBapTaJIOM, MPEJICTABIISAECT CBEJCHUA O Mepejaye JIEKapCTBEHHBIX NpemnapatoB cyOobekTy Poccuiickoii
@enepallii U COTJIACOBAaHHBIX IepepaclpeieNieHUsIX JIEKApCTBEHHBIX MPENapaToB MEXIY CyObeKTaMH
Poccwuiickoit @enepanuu B DenepanbHyio Ciry)k0y 1Mo Haa3opy B cdepe 3apaBOOXpaHEHHS B IEISX
OCYIIECTBIICHUSI KOHTPOJISI 32 LIEJEeBBIM HCIIOJIb30BAHMEM JIEKAPCTBEHHBIX IIPENapaToB, a TaKkKe B
MunucrepctBo 3apaBooxpanenus Pocculickont denepanuu.

(n. 17 B pen. ITocranosnenus [IpaButenbctBa PO ot 26.06.2021 N 1025)

18. B mensix obecrnieyeHus OONBHBIX JIEKAPCTBEHHBIMH IperapataMi B TMOPSIKE, YCTAHOBICHHOM
3aKOHOAATENbCTBOM Pocculickont denepanyy, OCyIECTBIIAECTC Ha3HAUYECHUE JICKAPCTBEHHBIX ITPENapaToB
1 0o(hopMIIEHHE PEIETITOB Ha JIGKAPCTBEHHBIE TIPENapaThl.

19. IIpu Ha3zHayeHUU OOJILHOMY JICKAPCTBEHHBIX IPENapaToB Jieyalluii Bpad WH(GOPMUPYET €ro O
BO3MOXKHOCTHU HOJIy‘-ICHI/IH UM COOTBGTCTByIOH_[I/IX HeKapCTBeHHBIX HpenapaTOB 663 B3UMAHUA I1JIaThI B
COOTBETCTBUU C 3aKOHOJaTeNbCTBOM Poccuiickoit denepaiu.

20. B nensx TuHAMUYECKOT0 HAOIIOIeHHUs 32 OOJIBHBIM U COOJIFOICHUS IEPUOJUIHOCTH MTOCEIICHUS
UM MEIUIMHCKOW OpraHu3alMy JIeyalllUM BpayoM OINpEIeNAeTCs KOJIMYECTBO JIEKAPCTBEHHOTO
mpemapaTta, ©IUHOBpEMEHHO OQOpPMIICHHOTO Ha pEHenTypHOM OJlaHKe B  COOTBETCTBUU C
PEKOMEHIOBAHHOM CPEIHECYTOUYHOU KypCOBOM 103011 M CPOKOM, Ha3HAYEHHBIM JIJI51 TOCEIICHHUS.

21. MeauuMHCcKasi opraHM3anysl IpeaoCcTaBisieT OOJbHOMY WIIM €r0 3aKOHHOMY IPEICTaBUTEIIO
MHpOpMaLKIO 00 OpraHu3alysIX, PAclONOKEHHBIX B IPAHUIIAX MYHUIIUIIAIBHOIO 00pa30BaHUs 110 MECTY
KHUTEIbCTBA WIIM MECTY MpeObIBaHuUs (B CIydae eClii CPOK MPpeObIBaHUS MPEBHILAET 6 MecsALEeB) OOIHLHOTO
U OCYLIECTBIISIOMINUX OECIUIaTHBIIM OTITYCK JIEKAPCTBEHHBIX MIPENAapaToOB, HA3HAYEHHBIX JICYaIllUM BPAuOM.

22. Ilocne BkiItOYeHHs OOJBHOTO B PETHOHAJIBHBIN cerMeHT DeepalbHOr0 perucTpa Ha3HaueHUe U
OTIIyCK €My MJIM €r0 3aKOHHOMY IPEJICTABUTEINIO JIEKApPCTBEHHBIX MPENapaToB OCYLIECTBISIETCS B CPOK,
He npeBbiianmil 20 pabounx AHEH co THS BKIIOUYEHUS.

23. Opranuzanust oOecrieyeHHs JIEKapCTBEHHBIMU MpernapaTaMu OOJIbHBIX, MPOXKHUBAIOUINX B
CTAIIMOHAPHBIX OPTraHU3alHUAX COLMATHHOTO OOCTY>KMBAaHUS WM OTOBIBAIONINX HAKa3aHUE, CBSI3aHHOE C
JIUIIEHUEM CBOOO/IbI, OCYIIECTBIISIETCS] COOTBETCTBYIOIIEH OpraHu3anuei.

24. B cinydae Bble3na OOJNBHOTO 3a Ipezensl Tepputopun cyonekra Poccuiickoit deneparyu, B
KOTOPOM OH TMPOXHBAET, Ha TEPPUTOpHUIO Apyroro cyoOwekra Poccuiickoit demepanuu Ha CpOK, HE
MPEBBILIAIOIINN 6 MeCALEB, TAKOMY OOJIbHOMY OpPraHOM T'OCYAapCTBEHHOM BiacTu cyObekTa Poccuiickoit
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®enepanun B chepe oXpaHbl 370pOBbsl OPraHU3YeTCsl Ha3HAYEHUE JIEKAPCTBEHHBIX MPENapaToB HA CPOK
IIpYeMa, paBHBIA CPOKY €ro Bbl€3/a 3a IpeJenbl TeppuTopun cyobekTa Poccuiickoit ®enepanuu, auoo,
YUHTBIBass CPOKHU TOJHOCTH MMEIOLIUXCS OCTATKOB JIEKAPCTBEHHBIX IPENaparoB, 00ECleYeHUe TaKoro
OO0JIBHOTO JIEKAPCTBEHHBIMH ITpETapaTaMi Ha COOTBETCTBYIOIIUI CPOK.

CBeneHuss O KOJNMYECTBE HA3HAYCHHBIX WM OTIYIICHHBIX OOJBHOMY WM €ro 3aKOHHOMY
MPEACTABUTENIO JIEKAPCTBEHHBIX TIPENapaTOB BHOCITCS B PETHOHAIBHBIN cermeHT DenepalibHOTOo
perucrpa.

25. B cmydae Bele3ga OOJBHOTO 3a Tpenenbl TeppuTopuu cyOnekra Poccuiickoit denepanuu, B
KOTOpPOM OH TPOXXHMBAaeT, Ha TEPPUTOpHIO Jpyroro cyobekra Poccuiickoit ®enepanuu Ha CpoK,
MIPEBBIMIAIOIIHA 6 MECSIIIEB, WU B CITydae M3MEHEHUS MECTa KHUTEILCTBA TAKOMY OOJIFHOMY Ha3HAYAIOTCS
JIEKapCTBEHHbIE MpernapaThl Ha CPOK MpuemMa He Oojiee OJHOTO Mecsia JHU00 OpraHU3yeTcs OpraHoM
rocy/IapCcTBEHHOU BiacTu cyOwnekTa Poccuiickoit denepanuu B cdepe OXpaHbBI 370POBbsI 00ECIICUCHHE
TaKoro 0OJHHOTO JIEKAPCTBEHHBIMU MpernapaTaMy Ha CpOK IpueMa He Oosiee 0THOTO MecsIia.

CBeneHuss 0 TaKOM OOJIBHOM TIOJICKAT MCKIIFOUECHUIO U3 PETHOHAILHOTO cermMeHTa DeepaabHoro
peructpa cyobekra Poccuiickoit denepariuu, ¢ TEPpUTOPUH KOTOPOTO BbIe3KaeT O0NBHOM, U mepeaade (B
TOM 4YHCIIE C HCIOJb30BAaHUEM HWH(MOPMAIMOHHO-KOMMYHHUKAIIMOHHBIX  TEXHOJOTHI) Oprany
rocyJIapCTBEHHOM BiacTu cyobekTa Poccuiickoit deneparuu B cepe oxXpaHbl 310POBBS, HA TEPPUTOPHIO
KOTOpPOTO BBheXasl OOJILHOH, I BKIIOYCHHS B PETHOHAIBHBIA cerMeHT DefepanibHOro perucTpa 3Toro
cyonsekTa Poccuiickoit denepanun.

JaTtoil BKJIIOYEHUs CBEIEHUNM O OOJBHOM B PErHOHaNbHBIA cerMeHT dDenepalibHOro0 perucrpa
cyobekToM Poccuiickoit denepanuu, Ha TEPPUTOPUIO KOTOPOTO BbeXajd OOJBHOH, SBISETCS JICHD,
CIeNYIOIIMNA 3a JTHEM MHCKJIIOYEHHUS CBEJACHHM O HEM U3 pPEerHoHaIbHOro cermeHta denepanbHOro
peructpa cyobekToMm Poccuiickoit denepannn, ¢ TEPPUTOPUH KOTOPOTO BbIeXall OOJBHOM.

26. Opran rocyapcTBeHHOH BiacTH cyobekTa Poccuiickoit @enepanuu B cepe 0XpaHbl 310pOBbS,
C TEppUTOPUU KOTOpPOro BbIeXal OOJIbHOM, MpeACTaBiIseT (B TOM YHCIE C HCIHOJIb30BAHUEM
MH(OPMAIIMOHHO-KOMMYHHUKAIIMOHHBIX TEXHOJIOTUH) TIO 3alpocy OpraHa TOCYAapCTBEHHOW BIACTH
cyosekta Poccuiickoit denepanuu B cdepe OXpaHbl 3/I0pPOBbsi, HA TEPPUTOPHUIO KOTOPOTO BhEXAl
GOHBHOﬁ, CBCACHHA O KOJIMYCCTBC HA3HAUYCHHBIX WJIN (baKTI/I‘-ICCKI/I MpeaOCTaBJICHHBIX GOHBHOMY niun €ro
3aKOHHOMY MpPEJICTABUTENIO0 JEKApPCTBEHHBIX MPENapaToB B COOTBETCTBUM C IYHKTOM 25 HACTOSIIUX
IIpaBui.

Y TBEPKICHBI

nocranoBienueM [IpaButenbcTBa
Poccuiickoit ®enepanun

oT 26 Hos10ps 2018 1. N 1416

NMPABUIIA
BEOEHUA ®EQEPAINIbHOIO PEFTUCTPA NUL, BOJIbHbIX TEMO®UITUEMW,
MyKoBucumao3om, rmMnoen3APHbIM HAHU3MOM, BOJIE3HbIO MNOLUE,
3NNIOKAYECTBEHHbIMM HOBOOEPA30BAHUAMU NTUM®OUAHOWU, KPOBETBOPHOMN
WU POOCTBEHHbLIX UM TKAHEW, PACCEAAHHbIM CKIIEPO30M,
rEMOJIMTUKO-YPEMUYECKUM CUHOPOMOM, IOHOLLECKUM APTPUTOM



C CUCTEMHbIM HAYAJIOM, MYKONMOJIUCAXAPUOO3O0OM I, Il U VI
TUNOB, ANJIACTUYECKON AHEMUEU HEYTOYHEHHOMW,
HACNEOCTBEHHbIM JE®PULMTOM ®AKTOPOB Il (PUBPUHOIEHA),
VIl (TABUJTIbHOI0), X (CTIOAPTA - MPAY3PA), NUL NOCIE
TPAHCNNAHTALIMM OPIFAHOB U (UNN) TKAHEW

Cnucok U3MEeHSIOMUX TOKyMEHTOB
(8B pen. [locranoBnenwuii [IpaButenscrea PO ot 27.03.2020 N 344,
oT 26.06.2021 N 1025, ot 15.02.2023 N 229)

1. Hacrosimue [IpaBumna ycraHaBIUBAIOT MOPSIOK BeneHuss DeaepaibHOro perucrpa Juil, O0JIbHBIX
reMopuiInei, MYKOBHUCIHUI030M, THUMO(HU3apHBIM HAHU3MOM, OoJie3HbI0 ['omie, 3JI0KaueCTBEHHBIMU
HOBOOOpa30BaHUSAMU TUM(MOUIHOMN, KPOBETBOPHOU M POJCTBEHHBIX UM TKaHEH, PACCESHHBIM CKIIEPO30M,
TEMOJINTUKO-YPEMHUYECKUM  CHHIPOMOM,  IOHOIIECKMM  apTPUTOM C  CHCTEMHBIM  HadajoM,
mykonosmcaxapuno3om I, II u VI Tumnos, annacTuyeckol aHeMUEW HEYTOUHEHHOM, HAcCJEIACTBEHHBIM
nepunuroM Qaxtopos Il (pubpunorena), VII (mabmibnoro), X (Crroapta - Ilpayspa), nui mocie
TpaHCIUIAHTAIIMH OPTaHOB U (W) TKaHEH (Janee COOTBETCTBEHHO - O0ybHbBIe, DenepaabHbId PETUCTD).

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

2. Benenue (Dez[epanLHoro perucTpa OCymeCTBISACTCA B CICAYIOINX HEIIAX:

a) obecrieueHue JIeKapCTBEHHBIMU MpenapaTtaMu Ui MEIUIIMHCKOTO PUMEHEHUSs, BKIIIOUCHHBIMU B
yrBepkaeHHbI IIpaBurensctBoM Poccuiickoir denepanuu mnepedyeHb JIEKAPCTBEHHBIX IIPENaparos,
c(OpPMUPOBAHHBII B YCTAaHOBJIEHHOM WM NOpsAKe (fajlee - JIEKapCTBEHHBbIE Mpernaparbl), OOJbHBIX B
Bo3pacTe OT 18 yer m crapiue 3a c4eT OIOKETHBIX aCCUTHOBAHUH, MPEIyCMOTPEHHBIX B (erepaabHOM
o0romkeTe MuHHCTEPCTBY 3npaBooxpanenus Poccuiickoit deneparii Ha yKa3aHHBIE 1IeJIA, a OOJBHBIX B
Bo3pacTe A0 18 njer - 3a cueT OMOJUKETHBIX ACCUTHOBAaHWM, NperyCMOTPEHHBIX MUHHUCTEPCTBY
3apaBooxpaHenus Poccuiickont  ®epepanun st DoHma  TOAACPKKKA  ACTEH C  TSHKEJIBIMHU
KHU3HEYTPOXKAIOIIMMU U XPOHUUECKUMHU 3a00JieBaHMs, B TOM 4HCIE€ pPEeIKUMH (OphaHHBIMH)
3aboneBanusamu, "Kpyr moOpa". bromkeTHple acCUTHOBaHHMS TEPEUUCTSAIOTCS MHHHCTEPCTBOM
3apaBooxpaHeHus Poccuiickoit denepanuu (enepanbHOMy Ka3eHHOMY yupexaeHuto "denepanbHblit
LUEHTp IUIAHUPOBAHMS U OpraHM3alMM JIEKapCTBEHHOro olecnedyeHus rpaxaan" MuHucrepcTBa
3npaBooxpaneHus Poccuiickoii ®enepanuu (manee - DenepanbHbld LEHTP) Uil OpPraHU3ANNH |
IIPOBEACHUS 3aKYTIOK JICKAPCTBEHHBIX IIPENapaToB;

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

0) MOHUTOPUHT JBM)KEHUS U y4yeTa OOJIbHBIX HA OCHOBAHUHU CBEJICHUH, IIPEJICTABISIEMbIX OpraHaMU
rocyIapcTBEHHOH BiacTu cyobekToB Poccuiickoit deneparuu B cepe oXpaHbl 3J0POBbS;

B) 3eKTUBHOE MJIAHUPOBAHUE U PACX0J0BaHHE (PUHAHCOBBIX CPEJICTB, HAMPABISEMBIX Ha 3aKyNKY
HEOOXO/IMMBIX JICKapCTBEHHBIX MPENapaToB i 00ecredeHnss MU OOJIbHBIX 110 MECTY KMTEIbCTBA MU
MeCTy IpeObIBaHus (B ClIyyae eclid CpOK MpeObIBaHUS MPEBBIIIAET 6 MECSLEB).

3. ®depepanbHblil peructp sABisercs QenepaibHoil MH(GOPMAIMOHHON CHUCTEMOM, cocTosled u3
PErHOHAIBHBIX CETMEHTOB, KOTOPBIE Pa3/IEsIOTCS Ha MOJCETMEHT, COJIepP KAl CBEIEHUSI O OOJIbHBIX B
BO3pacTe /10 18 JeT, ¥ MoCerMeHT, coJlepKalliuii cBeJleHHs 0 OOJIbHBIX B Bo3pacTte oT 18 jieT u crapiie, u
coJiepaKallel CBeACHU, IPElyCMOTPEHHbBIE TyHKTOM 9 Hacrosnux [IpaBuir.

(B pen. [locranoBnenus IlpaBurenscrBa P® ot 15.02.2023 N 229)

MununcrepceTBo 3apaBooxpanenus Poccniickoit @enepanun SBISAETCS ONEPATOPOM ITOW CUCTEMBI U
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obecnieunBaet ee becriepeboitHoe HyHKIIMOHUPOBAHHE.

MunuctepceTBo 3apaBooxpaHenust Poccuiickoit @enepanun obecnieurnBaer deepanbHOMy LEHTPY
u QoHAY NOAJEPKKU JeTel C TSHKENbIMH KU3HEYTPOKAIOIIMMU U XPOHUYECKUMU 3a00JI€BAHUSAMU, B TOM
yucie peakumu (opdanHbiMK) 3a00neBanusMy, "Kpyr nqoopa" noctyn k mHpopmManuu, coaepkaiieics B
DenepallbHOM pErucTpe.
(a03an BBeneH Ilocranosnenuem IlpaButenbctBa P® ot 26.06.2021 N 1025; B pen. IlocranoBnenus
[TpaButensctBa P® ot 15.02.2023 N 229)

4. OprasHbl TOCYIapCTBEHHOH BiacTH cyOBbekTOB Poccuiickoit ®enepauuu B cdepe OXpaHBI
3/I0pOBbsI 00ECHEUNBAIOT BHECEHUE CBEIEHUM O OOJIBHBIX B pErMoHalbHBIA cermMeHT PenepaabHOro
perucTpa B CpoK, HE TPEBBIIAOINN 5 pabounx AHEH co AHS oOparmieHust OOJBHOTO C YCTAHOBJICHHBIM
JMAarHO30M B MEJUIMHCKYIO OPTaHU3alUI0 110 MECTY €ro *KMTEeIbCTBA UM MECTy NpeObIBaHMs (B Cilydae
€CJIM CPOK IPeObIBAaHUS MPEBBIIIAET 6 MECALIEB).

Bxitouenne B pervoHanbHbli  cerMeHT DenepanbHOro perucrtpa CBeAeHHH O OONBbHBIX
OCYIIECTBIISICTCS MEIUIIMHCKON OpraHW3aIlueil Mo MeCTy WX KHUTEIhCTBA WU MECTy NpeObIBaHUS (B
clly4ae eclid CpOK IpeObIBaHMs MpPEBbIIIAeT 6 MECAleB) HA OCHOBAaHMHM MEAMIIMHCKHX TOKYMEHTOB (MX
KOMUH) WIM BBIMHCKH W3 HHUX, OTPAXKAIONIMX CBEACHUS OO0 YCTAHOBJICHHOM JIMAarHO3€ M BEIOOpPE
MEpPOIPHUATHIA O JICUEHUIO MalMeHTa. BxitoyeHue cBefeHHil 0 OOJIBHBIX C T€MOJIUTUKO-YPEMHUUECKUM
CHUHJIPOMOM, IOHOILECKHM apTPUTOM C CHUCTEMHBIM HadajioM U mykononucaxapuao3oMm I, II u VI tunos
OCYLIECTBJISIETCA HAa OCHOBAHMM MEIMULMHCKUX JOKYMEHTOB WJIM KX KONUH M BBINUCKUM W3 HUX,
OTPaXKaIOIIUX CBEJIECHUsS] 00 YCTAaHOBJIECHHOM JMArHo3€ U BbHIOOpE MEPONPHUSATHH IO JCUCHHUIO MAlMEHTA,
MOJIy4YEHHBIX OT (heepaabHON MEAUIIMHCKONW OpraHU3aIiHy.

5. PerynupoBaHue OTHOILIECHMM, CBA3aHHBIX C BeaeHrueM DenepalbHOro0 PErucTpa, OCyIeCTBISETCS
B COOTBETCTBMU C 3aKoHozaTenbcTBOM Poccuiickoil denepanun 06 mHpopManuu, MHPOPMALUOHHBIX
TEXHOJIOTHUSIX U O 3alIuTe HH(pOpMaIUH.

6. MunucrepcTtBo 3apaBooxpaHeHus Poccuiickoit ®enepanuu, PenepanbHbii 1eHTp, DoHA
MOJICPKKH JCTeH C TSHKENBIMH JKH3HEYTPOXKAOIIMMUA ¥ XPOHHYECKUMH 3a00JICBAaHUSIMHU, B TOM YHUCIIC
penxkumu (opdaHHbIMEU) 3a0oeBanusMH, "Kpyr mobpa" u opransl TocyJapCTBEHHOW BJIAcTH CyOBEKTOB
Poccwuiickoit denepanuu B cdepe OXpaHbl 370pPOBbS 00eCNEUMBAIOT KOH(MUACHIIMATHLHOCTh CBEJICHUH,
conepskanuxcs B denepaabHOM PETUCTPE, @ TAKKE XPaHEHHE U 3alllUTy TaKUX CBEJCHHUI B COOTBETCTBHU
¢ ®enepanpHpIM 3aK0HOM "O MEPCOHANBHBIX JaHHBIX .

(B pen. [loctanosnenwnii [IpaButensctBa PO ot 26.06.2021 N 1025, ot 15.02.2023 N 229)

7. Pasmemenune uHpopmauuu B DemepalbHOM PpETUCTPE OCYIIECTBISIETCS C IMPUMEHEHHEM
YCUJICHHOW KBATM(UITMPOBAHHOM AJIEKTPOHHOM MOJITUCH B COOTBETCTBUU ¢ DenepanbHbIM 3akoHOM "O0
JIEKTPOHHOMN NoAnucH".

8. denepayibHBIN PETUCTP BEAETCA B DJIEKTPOHHOM BHUJE C NMPUMEHEHHWEM aBTOMAaTU3UPOBAHHOMU
CUCTCMbI IIYTEM BHCCCHUA peFI/ICTpOBOI\/JI 3alucCu € TMPHUCBOCHUCM YHHUKAJIILHOTO HOMCpPA peFHCTpOBOﬁ
3alKCH U YKa3aHUEM JIaThl €€ BHECEHUSI.

HpI/I BHECEHHUHU U3MEHECHUN B CBCIACHUA O 60.IIBHOM JOJI?KHBI GBITI: COXPaHCHLIL yHI/IKaJIBHBII‘& HOMCP
pPETUCTPOBOM 3alIMCH U UCTOPUSI BHECEHUSI N3MEHEHUH.

9. @enepanbHbIA PETUCTP COACPKUT CIEAYIOLINE CBEICHUS:

a) CTpaxOBOM HOMEp HHIMBUIYaJbHOTO JIULEBOIO cyYeTa OOJBHOIO B CHUCTEME 0053aTeIbHOIrO


https://login.consultant.ru/link/?req=doc&base=LAW&n=439902&date=27.03.2025&dst=100028&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=397380&date=27.03.2025&dst=100098&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=482686&date=27.03.2025
https://login.consultant.ru/link/?req=doc&base=LAW&n=439902&date=27.03.2025&dst=100029&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=397380&date=27.03.2025&dst=100100&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=494998&date=27.03.2025

MICHCUOHHOTO CTPaxoBaHus (IPU HAIWYHN);
0) dbamunus, UMs1, OTYECTBO OOIBHOTO, a TAK)Ke (GaMUIIHsL, JaHHAS TIPU POXKIACHUH;
B) JaTa pOXKICHHs O0TBHOTO;
T) 110J1 O0JIBHOTO;

1) afipec MeCTa XHUTEIbCTBA WIM MeCTa NPeObIBaHUS (B CIy4ae €CiIM CPOK MPeObIBAaHUS MPEBBIIIAET
6 w™ecsneB) OompHOTO (€ ykasanumeM konxa 1o OOmepoccHiickoMy KiacCH(PHUKATopy OOBEKTOB
aIMIHHCTPATHBHO-TEPPUTOPHATIBHOTO JIETICHN);

€) cepuss U HOMEp Macrnopra (CBHIETENbCTBA O POXKICHUM) WIH YIOCTOBEPEHMSI JMYHOCTH
OO0JIBHOTO, @ TAK)Ke J1aTa BbIIaYM YKa3aHHbBIX JOKYMEHTOB;

) Cepys U HOMEP TOJIHca 0053aTeIFHOr0 METUITUHCKOTO CTPAXOBaHMsI OOJTHHOTO U HANMEHOBAHUE
BBIJIABIIIEH €T0 CTPaXOBON MEAUITMHCKON OpraHU3aIlHH;

3) uHpOpManHs 00 UHBATUIHOCTH (B Cllydae YCTAHOBIICHUS TPYIITBl MHBATMIHOCTH WM KATETOPUU
"pebeHoK-uHBaIUA");

W) auarHo3 3aboneBaHusi (COCTOSIHMS), BKIIOYAs €ro KOJA MO MEXKIyHapOJTHOW CTaTHCTUYSCKOM
kinaccuukanuu 0oJe3He M MpoOJieM, CBSI3aHHBIX CO 370POBBEM, a TAKXKE Jara OCMOTpa OOJIBHOTO U
JaHHBIE O JTUHAMHUKE COCTOSIHHUS,

K) uMHpOpMauus O MEIUIMHCKON oOpraHu3anuy (HaMMEHOBaHME, OCHOBHOM TIOCYJapCTBEHHBIH
perucTpaoHHbI HOMep, Koz 1o O0mepoccuiickoMy KiacCu(pUKaToOpy MPEANPHUITANR U OpraHu3aluil),
BbIJIaBLICH HalpaBJI€HUE HA BKIIOYEHUE CBEJIeHUH 0 00bHBIX B DeiepanbHblil perucTp (HarnpaBiieHHe Ha
BHECEHUE U3MEHEHUH B CBeleHUs, cojepxkamueca B denepanbHOM perucrpe (zajee - HallpaBlIeHUE), a
TaKXKe H3BelleHne 00 MCKIIOYEHHUH CBeIeHUH o OoibHbIX M3 DenepanbHOro perucrpa (nauee -
W3BCIICHUE);

J) JaTa BKJIIOYEHMs CBEJEHHUH O OOJBHOM U JaTa BHECEHMs W3MEHEHHH B CBEJCHMs O OOJIBHOM B
denepanbHbI PETUCTD;

M) uH(pOpMaIKsI 0 HA3HAYEHUH JIEKapCTBEHHBIX MIPENapaTos;

H) wuH(bopMamus 00 OTHyCKEe JICKapCTBEHHBIX IpermaparoB (nata Havyaia oOecreueHHs
JIEKapCTBEHHBIMH TIperapaTaMy U (pakTHUECKH OTIYCK JIEKApPCTBEHHBIX PENapaToB);

0) JaTa TPUHATHA peleHus 00 OKOHYaHMM OO0ECIeUYeHHUs JICKApCTBEHHBIMH IpenapaTaMu C
yKa3aHWeM TpUYHHBI (BbIe3] 3a mpenensl Poccuiickoit denepariuu Ha MOCTOSTHHOE MECTO JKHUTEIbCTBA
WIA MECTO MpeObIBaHus (B Cllyyae €Clid CpOK MpeOBbIBaHUS MpeBBIIIaeT 6 MecsieB), CMEPTh OOJIBHOTO,
OTCYTCTBHUE IMOKa3aHUH K JalbHEHIIeMy IpUeMy JIEKApCTBEHHOTO IpenapaTa) u o0 nepeaadye CBEJeHUN B
apxuB DenepanbHOrO perucTpa;

n) uHbopMaIus O BKIIOYEHUH OoJbHOTO B DenepanbHbI PETUCTp JIHI], UMEIOIMUX MpaBO Ha
[IOJIy4YEHUE TOCYJAapCTBEHHOM COLUAJIbHOM IIOMOIIM, W HHBIE PErUCTpPbl, MPEAYCMOTPEHHBIC
3aKoHOaTenbCcTBOM Poccuiickoit deneparuu, B 1ensx oOecrieueHus JeKapCTBEHHBIMU TMperapaTaMu 3a
cueT Or0/pKeToB OroKeTHOH cucteMbl Poccuiickoit denepanmu;

P) YHHKaJIBHBIM HOMEP PETUCTPOBOM 3aITUCH;
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C) BBIINIKNCKA M3 MGHHHHHCKOﬁ JAOKYMCHTAaIUU 6OJ'II>HOI‘O, coacprkaliad CBEACHUA O HA3HAYCHUU U
HCIOJIb30BAHHNHU JICKAPCTBCHHBIX IMPCIIApaToOB,

T) UCTOYHHK (pHAHCUPOBAHUS MPHOOPETEHNUS JIEKAPCTBEHHBIX MPENapaToB.
(nm. "1" BBeneH [loctanosnenuem IlpaBurenscrea PO ot 15.02.2023 N 229)

10. B cimyuae ycraHOBIeHMs JAMartHo3a 3a0osieBaHMs (COCTOSHMS), YKa3aHHOIO B IyHKTe |
HacToamux IlpaBun, wiM HM3MEHEHMs] CBEACHMH, yKa3aHHbIX B nojamyHkrax "a" - "x" myHkra 9
Hacrosmux [IpaBui, MeAMLIMHCKUE OpraHM3allid, B KOTOPBIX OOJbHbIE HAXOAATCSA MOJ MEAULHUHCKUM
HaOIOZIGHNEM, B CpOK, HE TMpEeBBIIAIONIMK 3 pabounx JHEeW co naHsA oOpameHus OOJBHOTO C
YCTAHOBJIEHHBIM JIMarHO30M B MEJUIMHCKYI0 OpPraHM3alldI0 IO MECTy MKHUTEIbCTBA MU MECTY
npeObIBaHUs (B Cllydae €CIM CPOK MpeObIBaHHS MPEBHIACT 6 MECSIEB), MPEACTABISIOT B JIEKTPOHHOM
BUJEC WIM Ha OyMa)XKHOM HOCHUTEJE HAalpaBJIEHUs U HW3BEUICHHS B OpPraH IOCyJapCTBEHHOH BIacTU
cyobekra Poccuiickoit @enepannu B cdepe OxpaHbl 3A0pOBbsS MO (GopMe W B TMOpPSIKE, KOTOPHIE

YTBEpKJI€Hbl MUHUCTEPCTBOM 37IpaBooXpaHeHus Poccutickoit @eaepanuu.

11. Jna 3anoigHEHWs] pPETMOHANBHOrO cerMeHTa enepanbHOrO perucrpa OpraHu3alui,
OCYILECTBIISAIOLINE OTIYCK JIEKAPCTBEHHBIX MpENapaToB, HA3HAYEHHBIX JEeYallliM BPauyoM B COOTBETCTBUU
C IIPELyCMOTPEHHBIM MOAMYHKTOM "a" myHkTa 2 Hacrosuux [IpaBun nepednem, 10 5-ro umcia Kaxxaoro
MecsiIia IPEeACTaBISIOT B OpraHbl TOCYJapCTBEHHOH BiacTu cyObekToB Poccuiickoit @enepaunu B chepe
OXpaHbl 3/I0pPOBbSI B JJIEKTPOHHOM BHJE WJIM Ha OyMa)KHOM HOCHUTEJE CBEIEHHUS 00 OTIyIIEHHBIX 3a
MPEIIECTBYIOLINI MeCsI] IEKapCTBEHHbBIX IIpenaparax.

nyn

12. B ciiydae ecnu cBeieHUs, IpeAyCMOTpeHHbIE noamyHkTamu "a", "x" u "n'" nmynkra 9 HacTosmmx
[IpaBui, He mpeaCTaBICHBI B OpraHbl TOCYJIApCTBEHHON BiacTH CyObeKkTOB Poccuiickoit denepanuu B
cdepe oxpaHbl 370pPOBbs, YKa3aHHBIC OpPTaHbl BJIACTH CAMOCTOSITENIBHO 3alpallMBalOT TH CBEACHUS B
roCy/1apCTBEHHBIX BHEOIOKETHBIX (POHIAX.

Ceenenuss 0 OonbHOM (HAmMpaBlEHUS, W3BCUICHUS), MPEACTABIsEMbIE B DJJIEKTPOHHOM BHJE,
HOJICKAT 3aBEPCHUIO AIICKTPOHHOW IMOJIUCHIO JTOJDKHOCTHOTO JIMIA OpraHa roCyJapCTBEHHOM BIIAacTH
cyobekra Poccuiickoii @eneparyn B cepe 0XpaHbl 370POBbS.

13. B cinydae BbIe3a 00JIBHOTO 3a Tpeneinl Tepputopun Poccuiickolt deaepanuiv Ha MOCTOSHHOE
MECTO JKUTEIbCTBA WJIM MECTO MpeObIBaHUS (B CIy4yae €CIM CPOK MPEObIBAHUS MPEBBILIAET 6 MECSIEB), a
TaKXe B CIIy4ae CMEPTH OOJIBHOTO CBEJICHHSI O HEM MOJIEKAT apXUBUPOBAHUIO.

YTBepKIEeHBI

nocrtaHoByieHreM lIpaBurenbcTBa
Poccuiickoit deneparun

otT 26 Hos0ps 2018 1. N 1416

NEPEYEHb o
YTPATUBLUMX CUNY AKTOB MPABUTENIbCTBA POCCUNCKOW ®ENEPALIUM

1. ITocranoBnenue IlpaButensctBa Poccuiickoit denepamuu ot 26 mexadbps 2011 r. N 1155 "O
3aKyIlKax JICKApCTBCHHBIX MPEHaparoB, MNIPCAHASHAYCHHBIX — JJIA O6€CH€‘-ICHI/IH JIUII, 6OJILHBIX
remMouaueii, MyKOBUCIUA030M, TUMO(PU3APHBIM HAHU3MOM, OoJyie3HbIO [oIle, 370KaueCTBEHHBIMU
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HOBOOOPa30BaHUSAMHU JIMMGPOUTHON, KPOBETBOPHON M POJCTBEHHBIX UM TKAHEH, PACCESHHBIM CKIIEPO30M,
JUIl TOCJie TpaHCIUTaHTanuu opraHoB u (wim) TkaHeil" (CoOpanue 3akoHoAaTenbcTBa Poccuiickoit
Odenepannn, 2012, N 1, cT. 186).

2. Tlocranosnenue IlpaButensctBa Poccuiickoit ®@enepanuu ot 26 ampens 2012 r. N 404 "O6
yrBepkaennn [IpaBun Benenus denepaabHOTo peructpa Juil, OOJbHBIX TeModuineil, MyKOBUCIIHI030M,
runo¢u3apHeIM HAHW3MOM, OoJie3HBIO [ olle, 370Ka4ecTBEHHBIMH HOBOOOPAa30BaHUSAMH JIMM(OHTHOH,
KPOBETBOPDHOW M POACTBEHHBIX MM TKaHEH, PacCesTHHBIM CKJIEpO30M, JHI[ TIOCIE TPaHCIUIAHTAluu
opranoB u (unn) TkaHei" (Cobpanue 3akoHoaTenbcTBa Poccuiickoii @enepanun, 2012, N 19, cr. 2429).

3. Ilynkter 176 u 190 usMeHeHu#, KoTopble BHOCATCS B akThl I[IpaButenbctBa Poccuiickoii
@enepanuy 1O BOIPOCAM JAEATENBHOCTH MUHHCTEpCTBA 3ApaBooXpaHeHust Poccuiickon @enepanuu,
yTBEpKACHHBIX rocTtaHoBieHUeM [IpaBurenbcTBa Poccuiickoit ®eneparuu ot 4 centsiops 2012 r. N 882
"O BHeceHMHM H3MEHEHHMH B Hekoropble akThl IIpaBurensctBa Poccuiickoit denepauuu mo Bolpocam
NEATEIIbHOCTH MunucTepcTBa 3paBOOXPaHCHHUS Poccuiickoit Oenepanun" (Cobpanue
3akoHoarenscTBa Poccuiickoit deneparuu, 2012, N 37, ct. 5002).

4. Tlocranosnenue IlpaButensctBa Poccuiickoit ®enepauun ot 24 ampens 2015 r. N 389 "O
BHECEHUU M3MEHEHUN B octaHoBieHue [IpaBurennpctBa Poccuiickoit @eneparuu ot 26 nexadps 2011 r.
N 1155" (Cobpanue 3akononatenbcTBa Poccuiickoit @enepanmu, 2015, N 18, ct. 2709).

5. Tlocranosnenue IlpaButennbctBa Poccuiickoit @enepauun ot 9 ampens 2016 r. N 288 "O
BHeceHMHM u3MeHeHuid B [IpaBwiia Benenuss DenepalbHOrO perucrpa JinM, OOJNBHBIX TeMO(HIHCH,
MYKOBHUCITHI030M, runou3apHbIM HaHU3MOM, 00JIe3HBIO Tomme, 3JI0KaY€CTBCHHBIMU
HOBOOOPa30BaHUSAMHU JIMM(POUTHON, KPOBETBOPHON M POJCTBEHHBIX UM TKAHEH, PACCESHHBIM CKIIEPO30M,
JUI] TOCJIe TpaHCIUIaHTanuu opranoB u (wmm) TkaHed" (CoOpaHue 3akoHOAaTenbcTBa Poccuiickoit
®denepanun, 2016, N 16, ct. 2225).

6. Ilocranosnenne IlpaBurenscrtBa Poccuiickoit ®@enepaunu ot 11 aBrycra 2016 r. N 784 "O
BHECCHUH M3MEHEeHUH B mocTaHoBieHue [IpaBurenscTBa Poccuiickoit deneparuu ot 26 aexadps 2011 r.
N 1155" (Cobpanue 3axkoHonarensctBa Poccuiickoit denepamuu, 2016, N 34, ct. 5242).

7. TlocranoBnenue IlpaBurenbctBa Poccuiickoit denepamuu ot 17 anpens 2017 r. N 457 "O
BHECCHUM M3MEHEHMU B lloyiokeHHe O 3aKylKax JIEKapCTBEHHBIX IPENapaToB, NPEIHA3HAYCHHBIX IS
oOecrieueHus JHI, OOJBHBIX TeMO(HWINEH, MYKOBUCIIHI030M, THIO(PHU3aPHBIM HAHU3MOM, OOJIE3HBIO
lomie, 37M0KauECTBEHHBIMH HOBOOOPA30BAHUSAMHU JHM(OUIHOM, KPOBETBOPHOM U POICTBEHHBIX UM
TKaHEH, pacCesHHBIM CKJIEPO30M, JIMI] TOCJe TpaHCIUIAaHTAIuu opraHoB W (wiu) TkaHed" (CoOpaHue
3akoHosarenscTBa Poccuiickoit ®denepanuu, 2017, N 17, ct. 2577).
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