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[TocranoBnenue IIpaButenscta PO ot 26 HoAOpst 2018 r. N 1416 "O nopsake opranuzanuu
o0ecredyeHus JIeKapCTBEHHbIMU IIpenapaTaMy JIML, OOJbHBIX reMOopUINel, MyKOBUCLUA030M,
runogu3apHbIM HaHU3MOM, O0Jie3HbIO [ o111e, 3710KaueCTBEHHBIMU HOBOOOPa30BaHUAMHU JTUM(POUTHOM,
KPOBETBOPHOU U POACTBEHHBIX UM TKaHEH, PACCESIHHBIM CKIIEPO30M, T€MOJIUTUKO-YPEMUUECKUM
CHUHIPOMOM, IOHOLIECKUM apTPUTOM C CUCTEMHBIM HadyaJloM, Mykonoaucaxapuno3oM I, Il u VI tunos, nung
110CJI€ TPAHCIUIAHTALIMY OPraHoB U (WIM) TKaHEeH, a TaKkKe O MPU3HAHUYU YTPATUBILUMU CUITY HEKOTOPBIX
aktoB [IpaBurenscTBa Poccuiickoit denepanuu" (¢ U3MEHEHUSIMU U JJOTIOJIHEHUSIMU )

Wndopmarius 06 n3MEHEHHSX:

Haumenosanue usmeneno c 7 anpens 2020 2. - I[locmanosnenue IIpasumenscmea Poccuu om 27 mapma
2020 2. N 344

Cm. npeodvloywyio peoakyuio

ITocTranoBiienne IlpaBurenscrea PP ot 26 HosiOps 2018 r. N 1416
"O nopsike opranu3annu odecrnev4eHus JeKapCTBEeHHBIMHU NpenapaTamMu Jul, 00JbHbIX
remopuineil, MyKoOBHCLIH/1030M, THIIO(HU3APHBIM HAHU3MOM, 00/1e3HbI0 I'o111e, 3710KaYeCTBEeHHbIMH
HOB0OOOpa30BaHUSAMH JUM(POUTHOM, KPOBETBOPHOM M POJACTBEHHBIX MM TKaHei, paccesstHHbIM
CKJIEP030M, FeMOJIMTHKO-YPeMHUYeCKHM CHHAPOMOM, IOHOLIECKHUM APTPUTOM € CHCTEeMHbIM

Ha4yaJoM, mykonoJsmcaxapuao3om I, II u VI tunos, anniactuyeckoil aneMueil HEyTOYHEHHOI,
HacjeacTBeHHBbIM aedunutoM ¢pakropos Il (pudbpunorena), VII (1adnannoro), X (Ctoapra -

IIpayspa), 111 mocJie TPAHCIJIAHTALMY OPTraHOB U (MJIM) TKAHel, a TaK/Ke 0 MPU3HAHUM

YTPATUBIIMMH CHJIY HeKOTOPBIX akToB IIpaBurtenncrBa Poccniickoii @enepannu'

C u3MeHeHHSIMH U JTONOJHEHUSAMH OT:

27 mapta 2020 r., 26 utons 2021 r.
T'APAHT:

Hacrosiee nocranoBienue BeTymnaer B cuity ¢ 1 ssHBapsa 2019 r., 3a HCKIIFOUEHUEM MTyHKTA 2, KOTOPbI
BCTymMaeT B cuity ¢ 27 HosOps 2018 r.
B coorBerctBuM ¢ nynkrom 21 wactu 2 crateu 14 m wactamu 7 - 9 crateu 44 @enepanbHOrO
3akoHa "O0 ocHOBax OXpaHbl 3710pOBbs IpaxkaH B Poccuiickoit denepanun” IpaButensctBo Poccuiickoit
®denepanyy NOCTaHOBIISET:

Wndopmarys 06 m3MEeHEHHUAX:

Ilynkm 1 uzmenen ¢ 7 anpens 2020 e. - [locmanosnenue IIpasumenscmea Poccuu om 27 mapma 2020 .
N 344

Cm. npeodvloyuwyio peoakyuio

1. YTBepauTh mpuiiaraeMele:

[IpaBuiia opranuzanuu odecrieueHus JIeKapCTBEHHBIMU MpenapaTaMu JHIl, OOTbHBIX TeMODUITHEH,
MYKOBHCIIHI030M, TUTIO(PU3apHBIM HaHU3MOM, 00JIe3HBIO [ o111€, 3710Ka4eCTBEHHBIMH HOBOOOPA30BaHUSIMHU
TUMQOUIHON,  KPOBETBOPHOM W POACTBEHHBIX UM  TKaHEH,  pacCesHHBIM  CKIEPO30M,
TEMOJINTUKO-YPEMUYECKAM  CHHIPOMOM,  IOHOIIECKHM  apTPUTOM C  CHCTEMHBIM  HA4aJioM,
Mykonosimcaxapuno3om I, II m VI Tunos, armactuyeckoil aHeEMHeEW HEYTOUYHEHHOM, HACJIEICTBEHHBIM
nepummrom (daktopoB Il (bubpuuorena), VII (mabumbnoro), X (Crroapra - Ilpayspa), murr mocie
TpaHCIUIaHTAIlUU OPTaHOB U (WJIN) TKAHEH;

[IpaBuna BegeHust DenepaabHOTO pPETUCTpPA JIMI, OOJBHBIX TeMOGUIHEH, MYKOBHCIIHI030M,
runoduzapHbeIM HaHU3MOM, Oosie3Hbl0 ['olle, 370KaueCTBEHHBIMH HOBOOOPA30BAHUSMHU JTHUMQPOUTHOM,
KPOBETBOPHOM W POJCTBEHHBIX WM TKAaHEHW, PACCESIHHBIM CKJIEPO30M, TE€MOJMTHKO-YPEMHUESCKIM
CHUHJPOMOM, IOHOIIECKUM apTPUTOM C CHUCTEMHBIM HaudajaoMm, Mmykomnonucaxapuao3zom I, II u VI tunos,
aIuIacTUYeCKOl aHeMHel HEYTOUHEHHOM, HacieAcTBeHHbIM JeduuutoM (aktopos Il (pubpunorena), VII
(mabunsHoro), X (Crroapra - [Ipayspa), auil mocsae TpaHCIUIAHTALUK OPTaHOB U (WJIM) TKaHEH;

repeyeHb yrpatuBmux cuity aktoB [IpaButensctBa Poccuiickoi denepanni.
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2. MunucrepctBy  31paBooxpaHeHust  Poccuiickoit  @enepauuu B YCTaHOBJIECHHOM
3aKoHOAaTeNbCcTBOM  Poccuiickoii  ®Denepauuu  MOpsIAKE  OCYIIECTBUTh  3akynky Ha 2019 ron
JICKapPCTBEHHBIX MPENapaToB Uil IaTOT€HEeTHUYECKOIo JICUYEHHS JIUI, OOJIbHBIX T€MOJIUTUKO-YPEMUUYECKUM
CHHJIPOMOM, FOHOILIECKHM ApTPUTOM C CHCTEMHBIM HaudajioM, Mykomnojucaxapuaozom I, II u VI tunos,
BKJIFOUEHHBIX B [IEpEUCHb )KU3HEHHO HEOOXOAUMBIX U BaXKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB.

3. MunucrepctBy 3apaBooxpanenus Poccuiickoit ®enepanuu 1aBaThb Pa3zbsACHEHUS IO
MPUMEHEHUIO MPABUII, YTBEPKICHHBIX HACTOSALIUM ITOCTAHOBJICHUEM.

4. Hacrosiiee nocraHoBjieHUe BCTynaeT B cuity ¢ 1 sHBaps 2019 r., 3a UCKIIIOUEHUEM ITyHKTA 2,
KOTOPBI BCTyMaeT B CHILy CO AHS O(pUIIMaIbLHOTO OMYyOIMKOBAHNS HACTOSIIETO TOCTAHOBICHHUS.

[Ipencenarens [IpaButenbcTBa JI. MenBenes
Poccuiickoit ®enepanun

Undopmarus 06 n3MEHEHHSX:

Haumenosanue usmeneno c 7 anpens 2020 2. - I[locmanosnenue Ilpasumenscmea Poccuu om 27 mapma

2020 2. N 344

CMm. npedvloywyro pedaKyuio
YTBEPX/JIEHbBI
nocranoBieareM IlpaBuTebCcTBa
Poccniickoin ®exepanun
oT 26 Hos10ps1 2018 1. N 1416

IIpaBuia
OpraHu3anuu odecrnevyeHusi JieKapcTBeHHbIMU NpenapaTaMu Jiui, 00J1bHbIX reModuinei,
MYKOBHCIHA030M, THNIO(H3APHBIM HAHU3MOM, 00J1e3HbI0 'o11e, 3JI0Ka4YeCTBeHHBIMU

HOBOOOpPa30BaHUAMM JUM(OUTHON, KPOBETBOPHOH U POACTBEHHBIX UM TKAaHel, paccessHHbIM

CKJIEP030M, FeMOJMTHKO-YPEMHUYE€CKHMM CHHAPOMOM, IOHOIIECKHM APTPUTOM C CHCTEMHBIM
Ha4ajaoM, mykonojmcaxapuao3om I, Il u VI Tunos, anuiactuvyeckoii anemuei HeyTOYHEHHOIM,
HacjaeacTBeHHbIM Jdeduuntom pakropos II (pudpunorena), VII (1aduasnoro), X (Croapra -

IIpayaspa), 1uu mocJjie TPAHCIJIAHTALMHU OPraHOB U (MJIM) TKAHel

C u3MeHeHHSIMH H T0NOJTHEHUSAMH OT:

27 mapta 2020 r., 26 urons 2021 r.

Wndhopmarus 06 n3MEHEHHSX :

Ilynkm 1 uzmenen c 7 anpens 2020 2. - [locmanoenenue Ilpasumenscmea Poccuu om 27 mapma 2020 2.

N 344

CMm. npedvloywyro peoakyuio

1. Hacrosmue [lpaBmia ycTaHaBIMBAIOT MOPSIOK OpPraHM3aMKM OOECTEYeHHUs JHIl, OOJBHBIX
reMopuiInel, MYKOBUCIIMI030M, THUMOGU3APHBIM HaHU3MOM, Ooise3Hbio ['omre, 37M0KaYeCTBEHHBIMU
HOBOOOpa30BaHUSAMHU JTUM(OUTHON, KPOBETBOPHON U POJCTBEHHBIX UM TKaHEH, pACCESTHHBIM CKIIEPO30M,
FEMOJIUTUKO-YPEMUYECKUM  CHHIPOMOM,  IOHOIIECKMM  apTPUTOM €  CHCTEMHBIM  HAydalioM,
Mykonosmcaxapuno3om I, II m VI Tunos, aractuyeckoil aHEMHEW HEYTOUYHEHHOM, HACJIEICTBEHHBIM
nepummrom (daktopoB Il (pubpunorena), VII (mabunmbnoro), X (Crroapta - Ilpayspa), aur mocie
TpaHCIUIAHTAIIMM OPraHoB W (WJIM) TKaHEW (nanee - OONbHBIC), JEKAPCTBEHHBIMU TMpenaparaMu s
MEJUIIMHCKOTO MPUMEHEHHUS, TIPEeIHa3HAYCHHBIMH TSI JICUCHHs dTUX 3a00JI€BaHUMN, 1O YTBEPKICHHOMY
[IpaButensctBOoM Poccuiickoit denepanuu nepedHio JEKaPCTBEHHBIX MpenaparoB, chOPMUPOBAHHOMY B
YCTaHOBJICHHOM MM TIOPSIZIKE (7aiee - JeKapCTBEHHBIC MpenapaThl), a TAKKE MOPSIOK U YCIOBHS Tepe1aun
JIeKapCTBEHHBIX IpenapaToB B COOCTBEHHOCTh CyObekToB Poccuiickoit denepanuu.
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Wndopmarius 06 n3MEHEHHSX:

Ilynkm 2 usmenen ¢ 7 urons 2021 e. - [locmanosnenue IIpasumenvcmea Poccuu om 26 urons 2021 2. N

1025

Cm. npeodvloyuyio peoakyuro
2. HcrouHukoM (MHAHCUPOBAaHUS OpraHu3alMu oOecredeHuss OOJIBHBIX JIEKapCTBEHHBIMU
npenapaTtamMi SIBISIIOTCS  OIO/DKETHBIE AaCCUTHOBAHHMSA, NPEAYCMOTPEHHBIE B (enepaibHOM OropKeTe
MunucrepcTBy 3apaBooxpanenus Poccuiickoit denepaunu u nepeuncisemsle heaepalbHOMY Ka3eHHOMY
yupexaenuto "®denepanbHblii IEHTP IUIAHUPOBAHHMS W OpraHU3allMM JIEKAPCTBEHHOTO OOECTICUCHHS
rpaxaan" (nanee - PexnepanbHbI LIEHTP) AJS OpraHU3allMd U IMPOBEICHUS 3aKYIOK JIEKApCTBEHHBIX
IIPEnaparosB.

Wndopmarus 06 H3MEHEHHSX:

Ilynkm 3 uszmenen c 7 anpens 2020 2. - [locmanoenenue Ipasumenvcmea Poccuu om 27 mapma 2020 e.
N 344

CMm. npedvloyuyro pedaKyuio

3. IlpaBo OonpHOro Ha oOecrneueHue JIEKAPCTBEHHBIMU IIperapaTaMyd BO3HHKAET CO JIHA
BKJIIOYEHUSI CBEIEHUM O HeM B pernoHaibHblii cerMeHT denepalbHOro perucrpa Jull, OOJBHBIX
reMopmiIned, MYKOBUCIIHIO30M, THUMO(QU3ApHBIM HAHU3MOM, Oo0ie3Hpl0 ['omie, 37I0KaueCTBEHHBIMU
HOBOOOPa30BaHUAMM JTUM(OUIHOM, KPOBETBOPHOM M POJCTBEHHBIX UM TKaHEH, pacCcessHHbIM CKIIEPO30M,
TeMOJINTUKO-YPEMUYECKUM  CHHIPOMOM,  IOHOUIECKMM  apTPUTOM C  CHCTEMHBIM  HA4allOM,
mykononucaxapunozom I, II u VI tumnos, amnactuyeckoil aHeMueil HEYTOUHEHHOH, HacleJCTBEHHBIM
nepunurom ¢akropoB Il (pubpunorena), VII (mabunpaoro), X (Crioapra - Ilpayspa), mum mocie
TpaHCIUIAaHTAIlMU OpraHOB M (MJK) TKaHeHl (nanee - DeaepaabHbIN PETUcTp).

Jara BiJIrOueHUs OOJILHOTO B PETHOHANBHBIA cerMeHT DenepalbHOro perucrpa (Gukcupyercs
JevalyM BpauoM B MEJUIIMHCKOM KapTe aMOyI1aTOpHOIO OOJIBHOTO WM UCTOPUU Pa3BUTHUS peOCHKA.

Wndbopmarrust 06 n3MEHEHHSX :

Ilynkm 4 uzmenen ¢ 7 urons 2021 e. - Ilocmanoesnenue Ilpasumenscmea Poccuu om 26 utonusa 2021 2. N
1025

CMm. npedvloywyro pedaKyuio
4. Opranuzanus oOecnieueHus: PepepanbHbBIM HEHTPOM 32 CUET CPENCTB (heepasbHOro OrokeTa
OOJIbHBIX JICKAPCTBEHHBIMH MpenapaTaMy OCYIIECTBISIETCS C YU€TOM CTaHAapTOB MEAMIIMHCKONW MTOMOIIH,
KJIMHUYECKUX pEKOMEHJalUui (IIPOTOKOJIOB JIEUEHHUs) W CpelHeH KypcOBOM [03bl JIEKAPCTBEHHBIX
IIPENapaToB.

Wndhopmarus 06 n3MEHEHHSX :

Ilynkm 5 uzmenen ¢ 7 utons 2021 e. - Ilocmanoenenue Ilpasumenscmea Poccuu om 26 utonusa 2021 2. N
1025

CMm. npedvloywyro pedaKyuio

5. Oprasbl rocyaapcTBeHHOW BiacTu cyObekToB Poccuiickoit @enepamun B cdepe oxpaHbl
310pOBbs He mo3aHee | HOsOps Tekyulero roja mnpeactapisioT B denepaibHbll LEHTp 3asBKH Ha
MIOCTaBKy JICKApCTBEHHBIX MNpenapaToB Mo (opme, yTBEpkAeHHOW MMHUCTEPCTBOM 3paBOOXpPaHEHUs
Poccuiickoit denepanuu (najgee - 3asABKH), C MPUIOKEHHEM OOOCHOBAaHWHN MO WX 00BEMY, a TaKKe
nepevyeHb OpraHu3aluid, HMEIOMIMX JIMIEH3WI0 Ha OCYLIECTBICHHE MEIUIUHCKOW U (WiIH)
dbapmareBTUUECKOW  JEATeTbHOCTH B cyObektax  Poccmiickont ~ @Depepanum  (mamee -
OpraHM3aLMHU-TI0Ty4aTelN), B LENISIX OCTaBKU OPraHU3alUsIM-10JIy4aTeNsIM JIEKAPCTBEHHBIX NIPENapaToB.

[TorpebHOoCT, (00BEM TMOCTaBKM) B JIEKAPCTBEHHOM IIperapare OMNpEeNeNseTcs ¢ Y4YeToM
KIIMHUYECKUX PEKOMEHJAIui (MPOTOKOJIOB JIEUEHUS) M CPEAHEN KypcOBOW J03bl JIEKAPCTBEHHOI'O
npernapara UCXOJs U3 eKeMEeCSYHON (aKTUYecKol MOTPEOHOCTH OOJBHBIX B JIEKAPCTBEHHBIX MpernapaTax
B COOTBETCTBHH CO CBEJCHUSMHU pPErHMOHAIBbHOrO cermMeHta dejepanbHOro perucrpa U HEOOXOIUMOCTH
dbopmupoBanus 3amaca Ha 15 mecsiies.
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Wndopmarius 06 n3MEHEHHSX:

Ilynkm 6 usmenen c 7 urons 2021 e. - [locmanosnenue IIpasumenvcmea Poccuu om 26 urons 2021 2. N

1025

Cm. npeodvloyuyio peoakyuro

6. @enepasibHbIN LEHTP pacCMaTPUBAET MPEICTABICHHBIE 3asiBKM HA COOTBETCTBUE YCTAHOBJICHHOU
dopme, Ha mpeaMeT OOOCHOBAHHOCTH 3asBICHHBIX OOBEMOB JIEKAPCTBEHHBIX IPENapaToB M IMpU
HEOOXO0JUMOCTH KOPPEKTUPYET UX U COIVIACOBBIBAET C BBIHECEHUEM COOTBETCTBYIOIIETO PEILICHUSI.

He no3nnee 15 centsiops Texymiero rona OenepaibHbli HEHTP MPEACTABIACT yKa3aHHbBIC 3asBKU B
KoMuccuio MuHuctepcTBa 311paBooxpanenus Poccuiickoit denepanuu no pacCMOTPEHUIO 3asBOK (fajee -
KOMHUCCHS) Il MX pacCMOTpPEHHMsl C yuyacTueM npencrtaButeneil denepanbHOro LIEHTpa, OPraHoB
WCITOJTHUTEIIbHOW BJAcTH CcyObekToB Poccuiickoii ®dexepanuu (B TOM 4YHCIE C HCIOJIb30BaHUEM
UH(POPMALMOHHO-TEIIEKOMMYHUKAIIMOHHBIX TEXHOJIOTWH) Ha MpeaMeT OOOCHOBAHHOCTH 3asBICHHBIX
00BEMOB JIEKAPCTBEHHBIX MPENapaToB, UX KOPPEKTUPOBKHU MPH HEOOXOAUMOCTH U YTBEPKICHHUS 00HEMOB
IIOCTaBOK JICKAPCTBEHHBIX IpemnaparoB. llonokeHne O KOMHCCHM M €€ COCTaB yTBEP)KIAKOTCS
MunucrepcTBOM 311paBooxpanenus Poccuiickoit denepanuu.

PaccmoTpenue 3asBOK, yTBEpkKAeHHE 00BEMOB TIOCTABOK M MpencTaBieHue B OenepanbHbIi HEHTp
CBEIICHH 00 yTBEPKACHHBIX 00bEMax MOCTABOK OCYIIECTBISAIOTCS KoMuccuel B Teuenue 30 qHeit co aHA
IIOCTYIUICHHUS 3asBOK OT DenepaabHOro HEHTpa.

Cenenuss 00 YTBEp)KIEHHBIX KOMHCCHEW 0OBbeMaxXx IOCTAaBOK JIEKAPCTBEHHBIX IIperapaTroB
HanpasisitoTcd DeepalibHBIM LIGHTPOM B OpraHbl HCIOJHUTENBHON BiIacTU cyObekToB Poccuiickoii
Oenepanyu B chepe oxpaHbl 3J0POBbS B T€UeHHE 3 pabouux JHEH cO JHS MOCTYIUICHUS CBEIECHUN OT
KOMHCCHH.

7. O0beM TOCTAaBOK JIEKApPCTBEHHBIX IIpemapaToB (opmupyercs B Ipenenax OOIKETHBIX
ACCUTHOBaHUM, MNPEIYyCMOTPEHHBIX B  (ejnepajibHOM 3akoHE O  (eaepalbHOM  OrOJKeTe Ha
COOTBETCTBYIOIIUN (DUHAHCOBBIA TOJ M TUIAHOBBIA TMEPHUOA, U JHUMHTOB OIOIKETHBIX O00S3aTEIbCTB,
JIOBEJICHHBIX B YCTAaHOBJIEHHOM MOpsiike 10 MuHucrtepcTBa 3apaBooxpanenust Poccuiickoit @epepanuu Ha
3aKyIKY J€KapCTBEHHBIX MPENapaTosB.

Wndhopmarust 06 n3MEHEHHSX :

Ilynkm 8 usmenen ¢ 7 urons 2021 e. - Ilocmanosnenue Ilpasumenscmea Poccuu om 26 utonusa 2021 2. N
1025

CMm. npedvloywyro pedaKyuio

8. B coorBercTBUM ¢ 00beMaMu TMOCTaBOK JIEKAPCTBEHHBIX MPENapaTroB, YTBEPKICHHBIMU
opraHaMu TOCyJIapCTBEHHON BiacTu cyObekTOoB Poccuiickoit denepanuu B cdepe oxpaHbl 370POBBS C
y4eToM perieHus komuccun, denepaibHblid HEHTP B YCTAHOBJIEHHOM 3aKOHOAATENbCTBOM Poccuiickoit
deaepannn MOPSIKE OCYIIECTBISET 3aKyNKY JIEKAPCTBEHHBIX MTPENapaToB.

MunucrepcTBO 31paBooxpaneHus Poccuiickoit denepaiiuu exKero/lHo U3AaeT aKT O COTJIaCOBaHUU
nepemaun  DenepanbHBIM IIEHTPOM 3aKYIUIGHHBIX B COOTBETCTBUM C Hactosmmmu [IpaBuiamu
JIEKapCTBEHHBIX IMpEnapaToB OpraHaM TOCYJapCTBEHHOH BiacTu cyObekToB Poccuiickoit denepanuu B
chepe oxpaHbI 310POBBSI.

Wndopmarys 06 M3MEHEHHSAX:

Ilynkm 9 usmenen ¢ 7 urona 2021 2. - [locmanosnenue Ilpasumenvcmea Poccuu om 26 uwonsa 2021 o. N
1025

CMm. npedvioyuyro pedaKyuio
9. IlocraBmMKM  JI€KapCTBEHHBIX  IIPENApaToB, OINpPENEICHHBIE B  COOTBETCTBUU  C
3aKoHOAaTensCcTBOM Poccuiickoit ®@enepanuu, npeAactaBisioT B DenepanbHbIl LHEHTP O(QOpMIIEHHBIE B
YCTaHOBJIEHHOM MOpsAJIKE JIOKYMEHTHI, MOTBEPKIAIOLINE ¢axt MOJTyYEHUs
OpraHU3alUAMHU-TIOTYYaTeIsIMU  JIGKAPCTBEHHBIX MpEnaparoB, B TOM YHCIE HAKJIAaJHblE U aKThl
pueMa-nepesadn JeKapCTBEHHbIX MTPENapaToB.

Wndopmarus 06 H3MEHEHHSX:
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Ilynkm 10 uzmenen c¢ 7 urona 2021 2. - [locmarnoenenue llpasumenvcmea Poccuu om 26 urons 2021 e. N

1025

Cm. npeovloyuyio peoakyuro

10. ®enepanbHbIil 1IeHT B TeueHue 10 pabouux gHEH CO THS MOCTYIUICHHS aKTa IpHeMa-Tepe1adn
IPUHUMAET Ha Y4YeT JIEKapCTBEHHbIE IpenapaTtbl M H3/aeT pPaCHOpPAIUTENbHbIE aKThl O Iepenaye
JICKapCTBEHHBIX IPENapaToB OpraHaM HUCIHOJHUTENbHON BiacTH cyObekToB Poccuiickoit denepanuu,
OTIpeNIeICHHBIM BBICIIMM JIOJDKHOCTHBIM JHIIOM cyObekTa Poccuiickoit ®enepanuu (pyKoBOAMUTEIEM
BBICILIETO MCIIOHUTEILHOTO OpraHa Tocy1apcTBEeHHOM BiacTH cyOnekta Poccuiickoit Menepanun) (nanee
- YIIOJIHOMOYEHHBIE OpraHbl), C yKa3aHUEM HOMEHKJATYpbI, KOJIWYECTBA U CTOMMOCTH JIEKAPCTBEHHBIX
IIPEnapaToB B OTHOLIEHUH KaXO0r0 YIIOJIHOMOYEHHOIO OpraHa.

Wndopmarius 06 n3MEHEHHSX:

Ilynkm 11 uzmenen c 7 urona 2021 2. - [locmarnoenenue llpasumenvcmea Poccuu om 26 urons 2021 e. N
1025

CMm. npedvloywyro pedaKyuio
11. denepanpHbIid HEHTP B TeUEHHE S5 pabOYMX AHEW CO THS M3IAHUS PACHOPSAUTEIBHOTO aKTa,
npegycMorpenHoro nyHktom 10 Hacrosmmx IlpaBui, HampaBiser B yNOJIHOMOYEHHbIE OpraHbl (B 2
IK3EMIUIIpax) M3BELIEHHE O I[IOCTaBKE JIEKAPCTBEHHBIX MpEnaparoB M akKT IpHeMa-lepeaay,
HOJIMUCAaHHBIE AUPEKTOPOM (YIOJHOMOYEHHBIM JIHLIOM) DeepanbHOro HEHTpA.

Wupopmarus 06 H3MEHEHHSX:

Ilynkm 12 usmenen ¢ 7 urona 2021 e. - [locmanosnenue Ilpasumenvcmea Poccuu om 26 utons 2021 2. N
1025

CMm. npedvloywyro pedaKyuio

12. YnonHOMOYEeHHblE OpraHbl B TeUeHHE 5 pabO4MX JHEH cO JHS IMOJY4YEHMs W3BEUICHUS O
IIOCTAaBKE JIEKAPCTBEHHBIX IPENaparoB M akTa IpHUeMa-Nepenadyd, MPeayCMOTPEHHBIX MyHKTOM |1
HacTtosmux IlpaBui, MOANMUCHIBAIOT M 3aBEPSIOT MeuyaThio 00a SK3eMIUIspa M3BELIEHHS O MOCTaBKe
JIEKapCTBEHHOI'0 Ipenapara U o0a 3K3eMIUIspa aKTa IMpHeMa-lepeaayu, IOCJe Yero BO3BpalllaloT B
@enepalbHbIl  LEHTP OJUH OK3EMIUIAP YKAa3aHHOTO M3BEINEHMS W OAMH DJK3EMIUIp akTa
npueMa-nepeadm.

13. VYnonHOMOYEHHBII OpraH Ha OCHOBAaHMM aKTa IpUeMa-Nepeadyd IMPUHUMAEeT Ha Yy4er
JIEKapCTBEHHbIE IpenapaTbl U B TeueHue 5 pabouux AHEW co JHS MOJy4YeHHUs akTa Npuema-nepenadu
M3JIAET PACIIOPSAIUTENBHBIN aKT O Mepelaye JEKapCTBEHHBIX IPENapaToB OpPraHU3alUAM-TIONYyYaTesIM C
yKa3aHHEM HOMEHKJIATYpbl, KOJMYECTBA U CTOMMOCTH JIEKAPCTBEHHBIX MPENapaToB B OTHOIIEHUH KaXKJI0M
OpraHHU3alH-T10TydaTeIs.

14. Opranuzauuu-nosiydyaTenu B TedeHHEe 2 pabouux JHEH €O JHS MOJIy4EeHHS JOKYMEHTOB,
HOJTBEPXKIAIOIIMX Mepeiauy UM JeKapCTBEHHbIX penapaToB, IPUHUMAIOT JEKapCTBEHHbIE MTpenaparhl Ha
y4eT, 00eCreunBaloT UX COXPAHHOCTD U I€JIEBOE HCIIOIb30BaHHE.

Wndopmarys 06 M3MEHEHUAX:

Ilynkm 15 usmenen ¢ 7 urona 2021 e. - [locmanosenenue llpasumenscmea Poccuu om 26 uwons 2021 2. N
1025

CMm. npedvioyuyro pedaKyuio

15. ®enepanbHbIl LEHTP B YCTAHOBIEHHOM MUHHCTEPCTBOM 3/paBoOXpaHeHus Poccuiickoit
@Penepaniy 1OPsKE OCYLIECTBIIIET MOHUTOPUHI JIBUKEHUS U ydeTa JIEKAPCTBEHHBIX IPENapaTroB B
cyonbekTax Poccuiickoit @enepaiuu, JOBOAUT JI0 CBEACHUS YIIOJIHOMOYEHHBIX OPraHOB IMOJYYEHHbIE IO
pe3yJibTaTaM MOHMTOpPHHIA JIaHHBIE, B TOM YHCJIE CBEJEHUS O HOMEHKJIAType, KOJUYECTBE U CTOMMOCTH
JIEKapCTBEHHBIX MpernapaToB, 00 OTCYTCTBHM MOTPEOHOCTH B OTAENBHBIX JIEKAPCTBEHHBIX Mperaparax
1100 O MOSABJICHUHU JTOTIOJHUTENBHON MOTPEOHOCTH B JIGKAPCTBEHHBIX IMperaparax B CBA3HM C U3MEHEHHEM
B cyOwekte Poccuiickoit ®enepanuy YUCICHHOCTH OOJBHBIX, W3MEHCHHSIMH B Ha3HAYCHHUSIX
MEIUIUHCKUMH ~ paOOTHUKAaMU  JICKAPCTBEHHBIX  MpernaparoB  OOJbHBIM M COTJIACOBBIBACT
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nepepacnpeziesieHre JIeKapCTBEHHBIX IpernapaToB Mexay cyobektamu Poccuiickoit denepanuu.

Wndopmarius 06 n3MEHEHHSX:

Ilynkm 16 uzmenen c 7 urona 2021 2. - [locmarnoenenue llpasumenvscmea Poccuu om 26 urons 2021 2. N

1025

Cm. npeodvloyuyio peoakyuro
16. Ilepemaua JeKapCTBEHHBIX INIpemapaTroB OJHUM CyObekToM Poccuiickoit ®enepanuu B
COOCTBEHHOCTh JIpyroro cyObekTa Poccuiickoii ®Denepanuu OCYIIECTBISCTCS Ha OCHOBAHMHM aKTa
npuema-niepenaun. denepanabHbli LEHTP YBEAOMISIETCS O IepeAaye JIeKapCTBEHHBIX IPEnapaTroB B
10-1HEBHBIN CPOK NOCIE MOANMCAHNS aKTa IIpUEMa-Iiepelady yIOJHOMOYEHHBIMU OPIaHaMHU.

Wndopmarus 06 H3MEHEHHSX:

Ilynkm 17 usmenen ¢ 7 urona 2021 e. - [locmanosnenue Ilpasumenvcmea Poccuu om 26 utons 2021 2. N
1025

CMm. npedvloyuyro peoaKyuio

17. ®enepanbHbIil LEHTp €XEKBapTaJlbHO, 10 10-ro ymcia Mecsana, ClenyrOUIEr0 3a OTYETHBIM
KBapTaJloM, IPEJCTaBIISIET CBEIEHUS O Iepeade JIEKapCTBEHHBIX IpernaparoB cyOobekry Poccuiickoii
denepauy U COIJACOBAHHBIX IepepacHpereNCHUsIX JIEKapCTBEHHBIX NpPEnapaToB MEXIY CyObeKTaMu
Poccuiickoit ®enepannu B DenepalibHyI0 CIyKOy MO Han3opy B cdepe 3IpaBOOXpaHEHUS B IEIAX
OCYLIECTBJICHUSI KOHTPOJIA 3@ LEJIEBBIM HCIOJIB30BAHUEM JIEKADCTBEHHBIX IIPENaparoB, a TakKkKe B
Munucrepcerso 3npaBooxpanenus Poccuiickont denepanuu.

18. B nensax obecrieyeHus: OONbHBIX JIEKAPCTBEHHBIMU IperapaTaMu B MOPSAAKE, YCTAHOBIEHHOM
3aKoHoAarenbecTBOM Poccuiickoit denepanuy, OCyIIECTBISIETCS HA3HAYEHUE JIEKAPCTBEHHBIX IIPENapaToB
U 0(hOpMIIEHHUE PELIETITOB HA JIEKAPCTBEHHBIE NPEMapaThl.

19. IIpu HazHaueHUHN OOJIHHOMY JIEKAPCTBEHHBIX MPEMapaToB JICHAIHid Bpad HHPOPMHUPYET €ro o
BO3MOXHOCTH TOJYYEHUS UM COOTBETCTBYIOIIMX JIEKAPCTBEHHBIX NpenapaToB 0e3 B3UMaHMA IJIaThl B
COOTBETCTBUU C 3aKOHOJATENBCTBOM Poccuiickon denepannu.

20. B mpensx AMHAMUYECKOro HaOMIOAEHUS 3a OONBHBIM U COONIONEHUS MEPUOAUYHOCTH
NOCELIEHUS] WM  MEIUIIMHCKOM  OpraHu3aluy JiedalluM BpauyoM  ONpeleisieTcs  KOJIMYECTBO
JIEKapCTBEHHOTO Iperapara, eAMHOBPEMEHHO 0(OPMIIEHHOTO Ha PELENTYPHOM OJIaHKE B COOTBETCTBUU C
PEKOMEH/I0BaHHOM CpeIHECYTOYHON KypPCOBOM /103011 U CPOKOM, HA3HAUEHHBIM JIJISl IIOCEIICHHUS.

21. MeauuuHCKasi OpraHu3anus MpeaoCcTaBiseT OOJIbHOMY WJIM €ro 3aKOHHOMY IPEICTaBUTEINIO
uH(popMalnio 00 OpraHu3alusaX, pacloJOKEHHBIX B TpaHUIaX MYHHMIIMIIAJILHOTO 00pa30BaHUs MO MECTY
KHUTEIbCTBA UM MECTY NMpeObIBaHUs (B CIIydae €ClId CPOK NMpeObIBaHUS MPEBHIAET 6 MecsAIeB) 00JILHOTO
U OCYILIECTBIISIOUINX OeCIIaTHBINA OTIYCK JIEKapCTBEHHBIX ITPENapaToB, HA3HAYEHHBIX JIeHallliM BpauoM.

22. Ilocne BKiItOYEHHs OOJIBHOTO B PETHOHANBHBIN cerMeHT PenepaabHOro perucrpa Ha3HaueHHe
U OTIIyCK €MY WJIH €0 3aKOHHOMY IIPEJICTaBUTEIIO JIEKAPCTBEHHBIX MPENapaToB OCYILIECTBIIAETCA B CPOK,
He TpeBbImarmmi 20 pabounx qHEH CO THS BKIIOYCHUS.

23. Opranuzanusi obOecreueHHs JIEKApCTBEHHBIMHU IpernaparaMu OOJIbHBIX, MPOKUBAIOIIMX B
CTAIlMOHAPHBIX OpPraHU3aIMAX COLMAIBHOTO OOCITYKMBAaHUS WM OTOBIBAIOUIMX HaKa3aHUE, CBSI3aHHOE C
JUIIEHUEM CBOOO/IbI, OCYIIIECTBIISETCS COOTBETCTBYIOIIEH OpraHu3aiuei.

24. B cmydae BwIe3ma OONBHOTO 3a TMpeaesibl TeppuTopun cyobekta Poccuiickoit ®denepannu, B
KOTOPOM OH TMPOKMBAEeT, HAa TEPPUTOPHIO Apyroro cyobekra Poccuiickoil Denepanmuu Ha CpOK, He
IPEBBIIIAIOIINN 6 MecsIeB, TAKOMY OOJILHOMY OpPTaHOM rOCyAapCTBEHHOM BiacTu cyOnekTa Poccuiickoit
@enepanuu B cepe OXpaHbl 310pOBbsl OPraHU3YeTCsl Ha3HAuUEHHE JICKApPCTBEHHBIX INPErapaToB Ha CPOK
IpHeMa, paBHBIM CPOKY €ro BbI€3Jla 3a Impenenbl Tepputopun cyobekrta Poccuiickoit denepanuu, amdo,
YUUTBIBAs CPOKH T'OJHOCTH HMEIOIIMXCS OCTATKOB JIEKAPCTBEHHBIX IPENaparoB, 00ECHEeYeHHE TaKoro
00JLHOTO JIEKaPCTBEHHBIMU MpenapaTaMy Ha COOTBETCTBYIOLIUIN CPOK.

CBeneHMs O KOJHMYECTBE HA3HAUYEHHBIX MJIM OTIYIIEHHBIX OOJBHOMY WJIM €ro 3aKOHHOMY
IIPEICTAaBUTENIO JIEKAPCTBEHHBIX IPENapaToB BHOCATCA B PETHMOHAIBHBIA CerMeHT @DenepallbHOTO
perucrpa.
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25. B cimydae BwIe3ma OONBHOTO 3a Mpeaeibl TeppuTopun cyobekta Poccuiickort denepannu, B
KOTOPOM OH IMpOXHBAET, Ha TEPPUTOpHIO JApyroro cyobekra Poccuiickoit denepanuu Ha CpOK,
IPEBBIIAIOIINN 6 MecsALEeB, WIN B CIy4ae U3MEHEHHUs] MECTa KUTEJIbCTBA TAKOMY OOJIbHOMY Ha3HAYarOTCs
JIeKapCTBEHHbIE MIpenapaThl Ha CPOK NpHeMa He Oosee OAHOTrO Mecsia 00 OpraHu3yeTcs OpraHoM
rocyJJapcTBEHHON BiacTu cyObekra Poccuiickoit @enepauuu B chepe oXpaHbl 340pOBbs oOecreyeHue
TaKOro OOJBHOTO JIEKAPCTBEHHBIMH IMperapaTaMu Ha CPOK Mpuema He 0oJiee OHOTO MecsIa.

CeeneHus 0 TakoM OOJIBHOM MOAJIEXKAT UCKIFOUEHHUIO U3 pEernoHanbHOro cermenTa denepanbHOro
peructpa cyonekra Poccuiickoit @enepanuu, ¢ TeppUTOPUU KOTOPOTO BhIE3KAET OONBHOM, U mepenaye (B
TOM 4YMCI€ C UCIOJb30BaHUEM HMH(OPMAIMOHHO-KOMMYHHMKAIIMOHHBIX  TEXHOJOIMH)  OpraHy
rocyJIapCcTBEHHOM BiacTu cyowsekta Poccuiickoit denepanyu B chepe OXpaHbl 310pOBbS, HA TEPPUTOPHUIO
KOTOPOT0 Bbexasl OOJIbHOM, JJsl BKJIIOUEHMs] B PErMOHAIBHBIA cerMeHT PenepaabHOro perucrpa 3Toro
cyobekra Poccuiickoii @eneparui.

Jlatoil BK/IIOUEHMs CBEJCHMH O OOJILHOM B pErMoHajibHbI cerMeHT dDelnepanbHOrO perucrpa
cyobekTtoMm Poccuiickoit ®enepannu, Ha TEPPUTOPUIO KOTOPOTO BbEXajdl OOJBHOM, SIBISETCA JCHB,
CJIEYIOIIMMN 3a THEM HCKIIIOUEHUS CBEACHHUN O HEM U3 PETHMOHAIBHOIO cerMeHTa denepaibHOro perucrpa
cyowsexTom Poccuiickoit denepaiuu, ¢ TEppUTOPUN KOTOPOIO BbleXai 00JIbHOM.

26. Opran rocynapcTBeHHON Biactu cyOwbekta Poccuiickoit @Denepanuu B cdepe OXpaHbl
3II0POBBsI, C TEPPUTOPUU KOTOPOTO BBIEXaJ OOJIHOM, MPEACTaBIsAEeT (B TOM YHCIE C HCIOJIb30BAaHHEM
UH(POPMALIMOHHO-KOMMYHUKAIMOHHBIX TEXHOJIOTHI) IO 3ampocy opraHa TIOCYIapCTBEHHOH BiIacTH
cyobekra Poccuiickoit ®Depepanmu B cdepe oxpaHbl 370pOBbS, Ha TEPPUTOPHIO KOTOPOTO BbHEXal
0O0JIbHOM, CBEIEHUS O KOJUYECTBE HA3HAYEHHBIX WU (PAKTUUYECKH MPETOCTaBIECHHBIX OOJBbHOMY HIIU €r0
3aKOHHOMY MPEICTABUTENIO JIEKAPCTBEHHBIX IPENapaToB B COOTBETCTBUU C IYHKTOM 25 HACTOSALIMX
ITpaBun.

Wndopmarys 06 m3MEeHEHHUAX:

Haumenosanue usmeneno c 7 anpens 2020 2. - Ilocmanosnenue IIpasumenscmea Poccuu om 27 mapma
2020 2. N 344

Cm. npedvloyuyro pedaKyuio
YTBEPXJEHbBI
nocraHoieHreM [paBuTebcTBA
Poccuiickoii Penepanuu
oT 26 Hosiops 2018 r. N 1416

IIpaBuia
BefeHus PeaepaibHOTO perucTpa Jaui, 00JbHbIX reMo(puIneil, MyKOBUCIH/I030M, THIIO(HU3APHBIM
HAHU3MOM, 00J1e3HbI0 ['0111e, 3JI0KaYeCTBEHHBIMU HOBOOOPAa30BaHUSIMH JTUM(OUTHOI,
KPOBETBOPHOH M POACTBEHHBIX UM TKaHEH, pacCesiHHbIM CKJIEPO30M, FeMOJITUTHKO-YPEMHUYECKUM
CHH/APOMOM, IOHOLIIECKUM APTPHUTOM C CHCTEMHBIM Ha4aJIoM, MykonoJsucaxapuaosom I, IT u VI
THIIOB, AIIACTUYECKOH aHeMH el HEYTOYHEHHOM, HaCIeACTBEeHHBbIM Aepuuutom paxropos 11
(¢pudpunorena), VII (1aduabnoro), X (Crroapra - [Ipayspa), un nocsie TpaHCIVIAHTALMA OPTaHOB
U (MJM) TKaHel

C n3MeHeHHSIMH H TONOJTHEHUSAMH OT:

27 mapta 2020 r., 26 urons 2021 r.

Wudopmanust 060 U3MEHEHHAX:

Ilynkm 1 uzmenen c 7 anpens 2020 e. - [locmanoenenue Ilpasumenscmea Poccuu om 27 mapma 2020 2.

N 344

CMm. npedvloyuyro peoaKyuio
1. Hactosimue [IpaBuna yctaHaBIMBArOT MOPSAOK BeaeHUs denepanbHOro perucrpa Jull, 00JIbHBIX
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remMounueii, MyKOBUCIMI030M, TUNO(HU3apHBIM HaHU3MOM, OoJie3HblO [ome, 3JI0KaYeCTBEHHBIMU
HOBOOOPa30BaHUAMH JTUM(OHUIHOM, KPOBETBOPHON M POJACTBEHHBIX UM TKaHEH, PaCCESTHHBIM CKIIEPO30M,
FEeMOJUTHKO-YPEMUYECKUM  CHUHJIPOMOM,  IOHOLIECKMM  apTPUTOM C  CHUCTEMHBIM  Hayaiowm,
Mykonosmcaxapuao3om I, II m VI tunos, amractnyeckoil aHeMHEW HEYTOYHEHHOM, HACJIEICTBEHHBIM
nedunuroMm daktopoB Il (hubpunorena), VII (mabunbnoro), X (Crroapra - Ilpayspa), auir mocie
TPaHCIUIAHTAIIMH OPTaHOB U (WJIN) TKaHEH (Jjajiee COOTBETCTBEHHO - O0ybHBIE, DefepaabHbIA PETUCTD).

2. Benenue denepanbHOro peructpa OCymecTBIsIETCs B CASAYIONINX HEsX:

Wndopmarius 06 n3MEHEHHSX:

Iloonynkm "a" usmenen c¢ 7 urons 2021 e. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 26 urons

20212 N 1025

Cm. npeodvloyuyio peoakyuro

a) obecrneyeHre JIeKapCTBEHHBIMU TpenapaTaMy JUlsl MEIUIUHCKOTO IIPUMEHEHUS, BKIIOYEHHBIMU
B yTBepxkJIeHHbIM lIpaButensctBom Poccuiickonn denepanum nepedeHb JIEKApCTBEHHBIX IIPENaparos,
c(OpPMHPOBAHHBINA B YCTAHOBJIEHHOM UM HOpsKe (Jajee - JIeKapCTBEHHbIE MPerapaThl), OOJIbHBIX 33 CUET
OIO/DKETHBIX ~ aCCUTHOBAHMM, TPEAyCMOTPEHHBIX B  QenepadbHoM  Orompkere  MUHHCTEPCTBY
3npaBooxpaHenust Poccuiickoit denepaunuu U nepevuciseMsix (eaepalbHOMY Ka3eHHOMY YUPEKICHUIO
"denepanbHbI IEHTP IUIAHUPOBAHUS M OPTaHU3AIMH JIEKAPCTBEHHOTO olOecreueHus rpaxaan’ (manee -
®denepanbHbIi LEHTP) U1 OPraHU3alUU U IPOBEIEHUS 3aKyIIOK JIEKAPCTBEHHBIX IIPENapaToB;

0) MOHUTOPHHT JIBHKCHHUS U ydeTa OOJIbHBIX HA OCHOBAaHHH CBEACHUH, IPEJICTABIISIEMBIX OpraHaMu
rocy1apcTBEHHOH BiacT cyOBbekToB Poccuiickoit denepanun B cepe oXpaHbl 3J0pOBbs;

B) 2(QQeKTHBHOE IUIAHUPOBAHHE M PpACXOJOBaHHE (PUHAHCOBBIX CpPEICTB, HAIMPABISEMBIX Ha
3aKyIIKy HEOOXOJIMMBIX JIEKAPCTBEHHBIX HpenapaToB s oOecrneyeHus UMM OOJBHBIX IO MECTY
JKUTEJIbCTBA WIM MECTY NPeObIBaHUS (B CIy4yae €clid CPOK MpeObIBaHUS MPEBbIIIAET 6 MECALIEB).

Wupopmarus 06 H3MEHEHHSIX:

Ilynkm 3 usmenen ¢ 7 uronsa 2021 e. - [locmanoenenue [Ipasumenscmea Poccuu om 26 uronsa 2021 2. N
1025

Cm. npedvloyuyro pedaKyuio

3. @enepanbHblil peructp spisercs QenepanbHON MHMOPMAIMOHHONW CHUCTEMOM, COCTOSIIIEH M3
PErHOHAIIBHBIX CETMEHTOB U COACPIKALIEH CBEAEHUS, IIPEAYCMOTPEHHBIE ITyHKTOM 9 HacTosmux [IpaBui.

MunucrepcTBO 3apaBooxpaneHus Pocculickon denepanuy sBIsSETCA OIIEPATOPOM dTOM CUCTEMBI U
obecrieunBaet ee OecriepedoiiHOe (HYHKIIMOHUPOBAHUE.

MunuctepcTBO 3apaBooxpanenust Poccuiickoit denepanun odecnieunBaetr degeparbHOMY LHEHTPY
JIOCTYTI K HHpOpMaINH, coaepkaiieiics B deaepaibHOM PETUCTpe.

4. Opranbl rocygapcTBeHHON BiacTH cyObekToB Poccuiickoit ®dexepannu B chepe OXpaHbl
3/10pOBbsl OOECIIEUMBAIOT BHECEHUE CBEACHUN O OOJNBHBIX B pPErHOHalbHbIM cermeHT denepanbHOrO
perucrpa B CpokK, HE IpEeBbIIIAOMNNA 5 pabounx JHEH co AHsS oOpaileHus 00JbHOTO C YCTAaHOBJICHHBIM
JIMarHO30M B MEAMIIMHCKYIO OPTaHM3aLMIO TI0 MECTY €ro >KUTEIbCTBA WM MeCTy NpeObIBaHus (B Ciiydae
€CJIM CPOK MPeObIBaHUS MPEBHIIIAET 6 MECALIEB).

Bxitouenne B pernoHanbHbI cerMeHT @enepanbHOTO perucTpa CBEACHUH O OOJBHBIX
OCYIIECTBIISIETCS MEAMIIMHCKOW OpraHHu3alieil Mo MEeCTy HX JKUTEeIbCTBA WM MECTy NpeObIBaHUS (B
cllydae eClIM CPOK NpeObIBaHUs MpEBBIIIAET 6 MecsAleB) Ha OCHOBAaHMHM MEIUIMHCKUX JOKYMEHTOB (MX
KONMUM) WM BBIIMCKU U3 HUX, OTPa)KalOIIMX CBEACHHUS 00 YCTAaHOBJIEHHOM JHAarHo3e M BbIOOpE
MEpOTNPHUATHIA MO JICUCHHUIO MalueHTa. BkioyeHue cBeleHHi 0 OOJIBHBIX C FeMOJHUTUKO-YPEMUYECKHM
CHHJIPOMOM, FOHOIIECKUM apTPUTOM C CUCTEMHBIM HadajgoMm u Mykonojucaxapunaozom I, II u VI tunos
OCYILECTBIISICTCS HA OCHOBAHMM MEAMLMHCKUX JOKYMEHTOB WJIM MX KONMM M BBIIUCKM W3 HUX,
OTpaXkaloIllUX CBEJIEHUSI 00 YCTaHOBJIEHHOM JMAarHo3e W BbIOOpE MEPONPUSTUN MO JICUYEHUIO MAlUEeHTa,
MOJYYEHHBIX OT (eiepaabHON METUIIMHCKOIN OpraHu3aluy.

5. PerynupoBaHue OTHOIIEHUM, CBA3aHHBIX C BelleHrneM DeniepaabHOro perucTpa, OCyueCTBISIETCS
B COOTBETCTBHM C 3aKoHOJareiabcTBOM Poccuiickoit depepanuu o0 uHopmanuu, WHPOPMALMOHHBIX
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TCXHOJIOTHUAX U O 3allUTC I/IH(bOpMaI_[I/II/I.

Wndopmarius 06 n3MEHEHHSX:

Ilynkm 6 usmenen ¢ 7 urons 2021 e. - Ilocmanosnenue IIpasumenvcmea Poccuu om 26 urons 2021 2. N

1025

Cm. npeodvloyuyio peoakyuro

6. MunuctepctBo 31paBooxpaHeHusi Poccuiickoit ®enepannu, denepanbHblii EHTP U OpPraHbl
rOCyJIapCTBEHHOM BiacTu cyObekToB Poccuiickoit @enepanuu B chepe oXpaHbl 3T0pPOBbs 00ECIICUNBAIOT
KOH(UJIEHIIMATIbHOCTh CBECHUH, coaepxaiuxcs B PenepaabHOM PErucTpe, a TakKe XpaHEHHUE U 3alIUTy
TaKUX CBeIeHUM B cooTBeTCcTBUM ¢ DeiepasibubiM 3ak0HOM "O MepCcOHANIbHBIX JAHHBIX .

7. Pasmemenne uHpopmauuun B DexepalbHOM PEruCTpe OCYIIECTBISIETCS C MPUMEHEHHEM
YCUJICHHOH KBaJU(HUIIMPOBAHHON AJIEKTPOHHOM MOAMUCH B COOTBETCTBUU ¢ DesiepanbHbiM 3akoHOM "O0
3JIEKTPOHHOM MOJMUCH".

8. denepanpHblil PErUCTp BEAETCS B 3JIEKTPOHHOM BHJIE€ C NMPUMEHEHHUEM aBTOMATHU3WPOBAHHOMN
CHCTEMBl ITyTEM BHECEHMs PErMCTPOBOM 3allUCH C IMPUCBOCHMEM YHMKAJIBHOI'O HOMEpa PErucTpOBON
3alMCH U YKa3aHUEM J1aThl €€ BHECEHUS.

[Tpu BHeCeHMM M3MEHEHUH B CBEJCHUS O OOJBLHOM JIOJKHBI ObITh COXpaHEHbl YHUKAIbHBIM HOMED
pETUCTPOBOM 3aITUCH U UCTOPHSI BHECEHUS N3MECHEHU .

9. denepalibHBINA PETUCTP CONEPHKUT CIETYIOIIUE CBEACHUS:

a) CTPaxoBOW HOMEP WHAMBHIYaJIbHOTO JMIIEBOTO cyYeTa OOJBHOTO B CHCTEME 00s3aTeIHHOTO
IEHCUOHHOTO CTPAaxOBaHUs (IIPU HAINYHHN);

0) dbamuusi, UMs1, OTIECTBO OOIBHOTO, a TAKXKE (PaMUIIHsL, JAHHAS TIPH POXKICHUY;

B) JaTa pOXKICHHs O0IBHOTO;

I) 110J1 OOJIBHOTO;

1) aJipec MecTa KUTEJIbCTBA WM MECTa IIpeObIBaHUS (B CIIydae €Ccii CPOK NMPeObIBaHUS PEBbILIAET
6 wMecsneB) OonbHOro (¢ ykazanueM kojna mo OOmiepoccuiickoMy  kiaccu(pukaropy OOBEKTOB
a/IMUHUCTPATUBHO-TEPPUTOPHUATIBHOTO JIETICHNU);

€) cepuss MU HOMEp Hacmopra (CBHIETEIbCTBA O POXKICHHM) WU YyJIOCTOBEPEHMS JIMYHOCTU
00JIBHOTO, a TAK)KE J1aTa BbIIaYM YKa3aHHBIX JOKYMEHTOB;

) cepuss W HOMEp IoJiuca O0053aTelNbHOr0 MEIULUHCKOIO CTpaxoBaHUS OOJIBHOTO H
HAauMEHOBAHME BBIIABIIEH €r0 CTPAXOBOM MEIUIIMHCKOM OpraHu3aluu;

3) uHpopMmalus 00 HMHBAIMIHOCTU (B cClyyae YCTAaHOBJIEHHUS TpPYNIbl HMHBAIUIHOCTH WM
KaTeropuu "pedeHoK-uHBaIUA");

M) IuarHo3 3a0oseBaHUs (COCTOSIHUA), BKJIIOYAs €ro Koja mo MexayHapoJHON CTaTHMCTUYEeCKOM
knaccupukanuy 0one3Hedl u mpobiieM, CBA3aHHBIX CO 3[0POBBEM, a TaKXe JlaTa OCMOTpa OOJIBHOTO U
JTaHHBIE O TUHAMHKE COCTOSIHUS;

K) uH(poOpMaIMs O MEIUIMHCKOW OpraHu3aluu (HauMEHOBaHME, OCHOBHOW TOCYAAapCTBEHHBIN
perucTpanoHHblii HoMep, koA no OOuiepoccuiickoMy KiacCu(UKaTopy MPEeArnpHUsITHI U opraHu3aluii),
BBIJIaBIIIEH HANpaBJiICHUE HA BKIIOUEHUE CBEIEHUI 0 00NMbHBIX B DenepaibHbIil perucTp (HampaBieHue Ha
BHECEHHE M3MEHEHUU B CBeJEHUs, colepkamirecs B denepaqbHOM pEerucTpe (Jajnee - HampaBlieHUE), a
TaKXKe H3BELIeHHEe OO0 MCKIIOYeHUH CBeleHH o OonbHBIX U3 PDenepanbHOro peructpa (namee -
W3BEIICHUE);

J) Aata BKJIIOUEHHUS CBEJCHUN O OOJBHOM M JaTa BHECEHHS] U3MEHEHHH B CBEIEHUS O OOJBHOM B
®denepanbHbIA PETUCTD;

M) nH(pOpMaIMs 0 Ha3HAYEHUH JIEKaPCTBEHHBIX MIPENapaTosB;

H) uHoOpMmalnusi 00 OTHyCKe JIeKapCTBEHHBIX IpenapaToB (gaTa Hayaia oOecrnedyeHus
JIeKapCTBEHHBIMHU IpernapaTtaMu U (aKTHUYEeCKUH OTIYCK JIEKApCTBEHHBIX MPENapaToB);

0) JaTa TMPUHATUS peleHuss o0 OKOHYAHUU OOecreueHus JIeKapCTBEHHBIMHU IIpernaparamu ¢
yKa3aHHEM NIPUYMHBI (BbIE3] 3a mpenensl Poccuiickoit denepanyy Ha MOCTOSHHOE MECTO JKUTEIBCTBA WIIN
MecTO mpeObiBaHUS (B Cllydae €CIM CpPOK MpeOBbIBaHUS TPEBBIMIAET 6 MECAIEB), CMEPTh OOJIBHOTO,
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OTCYTCTBHUE MOKa3aHUH K JajbHEHIIeMy NpUEMY JIEKapCTBEHHOIO IIpernapara) U O repejadye CBEACHUHN B
apxuB DenepanbHOro perucrTpa;

1) uHpopMaLus O BKIIOUEHHH OonbHOro B denepasibHbl PErucTp JML, MUMEIOIIMX IPaBO Ha
[IOJIyYeHUE TOCYJapCTBEHHOM COLMAJbHOM IOMOLIM, W MHBIE PErucTpbl, MPEIyCMOTPEHHBIE
3akoHoJarenbcTBOM Poccuiickoit denepanyu, B Hensix obecredeHus JeKapCTBEHHBIMM IIpernaparaMu 3a
cuet Oro/pKeToB OroKeTHOHM cuctembl Poccuiickoit denepariyu;

P) YHUKAJIBHBII HOMEP PEerucTpOBOM 3aIUCH;

C) BBIIHACKA U3 MEAUIMHCKONW TOKyMEHTalUUU OOJBHOrO0, coiepikallias CBEIECHUS O Ha3HAUYE€HUU U
MCII0JIb30BaHUU JICKAPCTBEHHBIX IPENapaToB.

10. B ciydae ycraHOBJeHHs auarHo3a 3a0ojieBaHHs (COCTOSIHHA), YKa3aHHOTO B IyHKTE |
Hactoamux [IpaBus, nim U3MEHEHUs1 CBEJECHUM, YKa3aHHBIX B mojanmyHkTax "a" - "x" nyHkra 9 HacToAIMX
[IpaBun, MeTMIIMHCKHE OpraHU3alMH, B KOTOPBIX OOJIbHBIC HAXOIATCS MOA MEIUIIMHCKUM HaOII0IEHUEM,
B CPOK, HE IpeBbIIIaoui 3 pabounx aHel co aHsa oOpaleHust 00JBHOIO C YCTAaHOBJICHHBIM JJUarHO30M B
MEAMLIMHCKYIO OpraHU3alUi0 [0 MECTy JKUTEJIbCTBA WJIM MECTy NpeOblBaHUs (B CIy4yae €CIM CPOK
npeObIBaHUS MPEBBIIAECT 6 MECSLEB), MPEACTABIAIOT B AIEKTPOHHOM BUJE WM Ha OyMa)KHOM HOCHUTENe
HaINpaBJICHUS U U3BEIICHUS B OPraH roCyIapCTBEHHOH Bi1acTH cyOobekta Poccuiickoit @enepanuu B cdepe
OXpaHbl 3/10pOBbsl IO (OpME U B MOPAJIKE, KOTOPbIE yTBEpXkAeHbl MUHHCTEPCTBOM 3PAaBOOXPAHEHUs
Poccuiickoit @enepanuu.

11. [JIns 3anonHeHWsl perHOHAIBHOTO cermeHTa PenepanbHOrO pPEruCTpa OpraHU3aluH,
OCYILIECTBIISIONIME OTIYCK JIEKAPCTBEHHBIX IIPENapaToB, HA3HAYEHHBIX JICUAlllUM BPauoM B COOTBETCTBUU
C IPEeIyCMOTPEHHBIM IoANYHKTOM "a" nmyHkTa 2 HacTosmuux I[IpaBuin nepeuneM, 10 5-ro yncia Kaxiaoro
Mecsla MPEeACTaBIIAIOT B OpraHbl rocyAapcTBEHHOM BiacTu cy0ObekToB Poccuiickoit denepaunu B chepe
OXpaHbl 3[I0POBbs B 3JEKTPOHHOM BHJE WIM Ha OyMa)XHOM HOCHUTENE CBEACHUS 00 OTMYILEHHBIX 3a
IPEIIECTBYIOLIUI MECSI] IEKAPCTBEHHBIX Ipenaparax.

12. B caywyae ecnu cBeAcHMs, NpEeAyCMOTpeHHble noamyHkramu "a", "x" m "n" mynkra 9
HacTosAumx I[lpaBun, He mpencTaBieHbl B OpPraHbl I'OCYJapCTBEHHOW BiacTH cyObekToB Poccuiickoii
®enepanun B chepe OXpaHbl 37J0pOBbs, YKa3aHHbIE OpPraHbl BJACTH CaMOCTOSATENBHO 3alpallIMBAlOT 3TH
CBEZICHMSI B TOCYAapCTBEHHBIX BHEOIOIKETHBIX (POHIAX.

Cenenus o OONbHOM (HAmpaBJE€HHUs, W3BELIEHMS), MpPEICTaBIseMble B 3JEKTPOHHOM BUJE,
MOJJIEXKAT 3aBEPEHUI0 BJIEKTPOHHOM IOJITMCHI0 JTOJKHOCTHOTO JIMIIA OpraHa rocyAapCTBEHHOW BIIACTH
cyobekra Poccuiickoii @eneparuu B chepe oXpaHbl 310pOBbSL.

13. B ciyuae Brie3ia 6071bHOTO 3a npesensl Tepputopun Poccuiickoit denepaiiny Ha MOCTOSIHHOE
MECTO XKHUTEIbCTBA MJIM MECTO MpeObIBaHUA (B ClIydae €CiM CpOK NMpeObIBaHUs MpeBbIIIaeT 6 MecsleB), a
TaK)Ke B Cllydae CMEpTH OOJIBHOTO CBEJICHUS O HEM MOJUIEkKAT apXUBUPOBAHUIO.

YTBEPXK/JIEHbBI
nocranoBieHneM IlpaBurenbcTBa
Poccuiickoii Penepannu

oT 26 Hos10ps1 2018 1. N 1416

Ilepeyenn
yrpatuBuux cuiy akroB IIpaBsurenncra Poccuiickoit @enepannu

1. IMocranosnenue IlpaButensctBa Poccuiickoit @eneparuu ot 26 nmekabps 2011 1. N 1155 "O
3aKyMKaX JIGKAPCTBEHHBIX MPEMapaToB, MpeHa3HAYCHHBIX JIJIs 00ecTeueH s JHIl, OONbHBIX TeMOIIHEH,
MYKOBHCIIHI030M, TUTIO(PU3apHBIM HaHU3MOM, 00JIe3HBIO [ o111€, 3710Ka4eCTBEHHBIMH HOBOOOPA30BaHUSIMHU
TUMGOUIHON, KpPOBETBOPHOW M POJCTBEHHBIX MM TKaHEHW, pacCeSTHHBIM CKJIEpO30M, IHI[ TOCie
TpaHCIUIaHTAIMU opraHoB U (uiu) Tkanei" (CoOpanue 3akoHomarenbcTBa Poccuiickoit denepammm, 2012,
N 1, cT. 186).
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2. Ilocranosnenne IlpaBurensctBa Poccuiickoii ®enepanuu ot 26 ampens 2012 r. N 404 "O6
yrBepxkacaun [IpaBun Benenus denepaabHOr0 PerucTpa Jinil, O0IbHBIX reModuiueil, MyKOBUCIIUI030M,
runoduzapHbeIM HaHU3MOM, Oosie3Hbro ['ole, 370KaueCTBEHHBIMH HOBOOOPA30BaHHUSAMH JTUMGOUIHOM,
KPOBETBOPHOW U POJICTBEHHBIX UM TKAHEH, pacCEsIHHBIM CKJIEPO30M, JIMIL [10CJI€ TPAHCIIJIAHTALIUHA OPTraHOB
u () Tkarei" (Cobpanue 3akoHoaarenbeTBa Poccuiickoit denepanun, 2012, N 19, cr. 2429).

3. Ilynkrer 176 n 190 u3MeHeHuil, koTopsle BHOcATCA B akThl [lpaButenbctBa Poccuiickoit
®denepanu MO BOINpOcaM JAeATEeNbHOCTH MuHucTepcTBa 31paBooxpaHeHust Poccuiickoit denepanuu,
YTBEp)KIEHHBIX roctanosienruem IlpaButenscTBa Poccuiickoit @epepaunn ot 4 centsops 2012 r. N 882
"O BHECEHMHM HU3MEHEHMl B HekoTopble akThl [IpaButenbctBa Poccuiickoit denepanuu mo Bompocam
JesITeIbHOCTH MuHUCTEepCTBa 31paBooxpanenust Poccuiickoit @enepanun” (CoOpanue 3aKOHOJATEIHCTBA
Poccuiickoit ®enepamuu, 2012, N 37, ct. 5002).

4. Ilocranosnenue IlpaButenbctBa Poccuiickoiri ®@enepauuu ot 24 anpens 2015 r. N 389 "O
BHECCHHMH M3MEHEHUH B roctaHoBieHue IIpaButenscTBa Poccuiickori deaepanun ot 26 aexadps 2011 r.
N 1155" (Cobpanme 3akoHomarenscTBa Poccuiickoit @enepamuu, 2015, N 18, ct. 2709).

5. Ilocranosnenne IlpaBurenbcrBa Poccuiickoit @enepaunun ot 9 ampens 2016 r. N 288 "O
BHeceHUU wu3MeHeHuil B IlpaBmia Benenust ®enepanbHOro pErucTpa JMl, OONBHBIX TreModuiueH,
MYKOBHCIIHI030M, TUTIOQHU3aPHBIM HAaHU3MOM, 00JIe3HbIO [ o11Ie, 310Ka4eCTBEHHBIMH HOBOOOPA30BaAHUSIMU
TuM(OUIHON, KPOBETBOPHOH M POJCTBEHHBIX MM TKAHEW, pACCESTHHBIM CKJIEpO30M, JIMI[ IIOCIIe
TpaHcIaHTamu opranoB u (un) tkaneit" (CoOpanue 3akoHogarensctBa Poccuiickoit denepanuu, 2016,
N 16, c1. 2225).

6. Ilocranosnenue IlpaBurenbcrBa Poccuiickoit ®enepamuu ot 11 aBrycra 2016 r. N 784 "O
BHECEHMH M3MEHEHUi B noctaHoBieHue IlpaBurtensctBa Poccuiickoit @denepamnuu ot 26 nexadps 2011 r.
N 1155" (Cobpanue 3axkononarenscTBa Poccuiickoit @enepanuu, 2016, N 34, ct. 5242).

7. Tlocranosnenue IlpaBurensctBa Poccuiickoit ®enepanuu ot 17 ampens 2017 r. N 457 "O
BHECEHMM H3MeHeHul B [lonoxkeHue o 3aKkynkax JIEKapCTBEHHBIX IPENapaToB, MPEJHA3HAUEHHBIX IJIs
oOecnieueHUs JHIL, OOJIbHBIX TIeMO(UINel, MyKOBHUCIUA030M, THINO(PU3APHBIM HAHU3MOM, OOJIE3HBIO
['omre, 350Ka4YeCTBEHHBIMH HOBOOOpPA30BaHUSMHU JTUMQPOUTHON, KPOBETBOPHOM M POACTBEHHBIX WM
TKaHEH, pacCesTHHBIM CKJIEPO30M, JIHI[ TOCJe TpaHCIUTaHTaluu opraHoB W (wim) TkaHei" (CoOpanue
3akoHoAaTenscTBa Poccuiickoit @enepanuu, 2017, N 17, ct. 2577).
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