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IToctanoBnenue [IpaButenscrBa PO ot 26 HOs0pst 2018 r. N 1416 "O nopsake opranuzanuu
oOecrieyeHns JeKapCTBEHHBIMU IIperapaTaMH JIHil, O0JIbHBIX reMO(uIneil, MyKOBHCIUI030M,
runou3apHeIM HAHU3MOM, 00JIe3HBIO [ o111e, 310KaYecTBEHHBIMU HOBOOOPA30BaHUAMU JIUM(POUTHOM,
KPOBETBOPHOU U POJICTBEHHBIX UM TKAHEH, PACCESTHHBIM CKJIEPO30M, F€MOJUTUKO-YPEMUYECKUM
CHUHJIPOMOM, FOHOLIECKUM apTPUTOM C CUCTEMHBIM HadaJioM, MykomnoJyicaxapu103oMm I, II u VI tunos, nun
[I0CJIE TPAHCIUIAHTALMU OPraHoB U (MJIM) TKaHEH, a TaK)Ke O MIPU3HAHUM YTPATUBLIMMU CUITY HEKOTOPBIX
aktoB [IpaButenbctBa Poccuiickoit denepanuun" (¢ U3MEHEHUSMH U JIOTIOJTHEHUSIMH )

Wnopmanus 06 H3MEHEHUSIX:

Haumenosanue uzmeneno c 7 anpens 2020 2. - [locmanosnenue Ilpasumenscmea Poccuu om 27 mapma
2020 2. N 344

Cm. npedvioywyro pedaxyuro

IHoctranosiienue IlpaBurenscrea P® ot 26 Hosiops 2018 r. N 1416
"O nopsiake opraHu3anmu odecrnevyeHus1 JIeKapcTBeHHbIMH NpenapaTaMu Jull, 00JbHbIX
remo(duineii, MyKoBUCIH/I030M, THIIO(U3aAPHBIM HAHU3MOM, 00/1e3HbI0 ['o111e, 310KaYecTBEeHHBIMU
HOBOOOpa30BaHUAMM JUM(POUTHON, KPOBETBOPHON H POJACTBEHHBIX UM TKaHel, paccesitHHbIM
CKJIEP030M, TeMOJIUTHKO-YPEeMUYeCKUM CHHAPOMOM, IOHOLIECKMM APTPUTOM C CUCTEMHBIM

HayajoM, mykonoJaucaxapuao3om I, II u VI tunos, aniiacruvyeckoii aHeMueil HeyTOYHEHHOM,
HacJieAcTBeHHBIM Aeuuurom ¢pakropos Il (pudpunorena), VII (;1adunbnoro), X (Crroapra -

IIpayspa), Jun nocJie TPAHCIJIAHTAIUY OPraHOB U (MJIM) TKAHeH, a TaK:Ke 0 NPU3HAHUM

YTPAaTHBLIMMH CHJIY HEKOTOPbIX aKkTOB IIpaBurenbcrBa Poccuiickoit @exepanun'

C u3MeHeHUSIMH B JAONMOJITHEHUSAMHU OT:

27 maprta 2020 1.
TAPAHT:

Hacrosimiee nocranoBnenue Berynaet B cuity ¢ 1 aaBaps 2019 r., 3a HCKITIOYEHHEM MYyHKTA 2, KOTOPBINA
BCTymaeT B cuity ¢ 27 HosOps 2018 T.
B cootBerctBum ¢ nynkrom 21 ywactu 2 crateu 14 u yactamu 7 - 9 crarbu 44 ®denepaibHOrO
3akoHa "O0 0CHOBax oXpaHbI 37I0pOBbs rpaxkaan B Poccuiickoit @eaepanun" [IpaBurensctBo Poccuiickoit
®denepanyy MOCTaHOBIISET:

Wudopmarys 06 MU3MEHEHUX:

Ilynkm I uzmenen c 7 anpens 2020 e. - [locmanosnenue I[Ipasumenscmea Poccuu om 27 mapma 2020 2.
N 344

Cm. npedvioywyro pedaxkyuro

1. YTBepauTh npuiaraemble:

[IpaBuna opranuzanuu o0ecredeHus JeKapCTBEHHBIMY IpenapaTaMu JIUL, OOJbHBIX TeMO(pUIUEH,
MYKOBHCILUI030M, THIIO(GHU3aPHBIM HAaHU3MOM, 00Jie3HbI0 ['o111e, 3710KaueCTBEHHBIMU HOBOOOPa30BaHUAMU
TUMQOUAHOM,  KPOBETBOPHOM M  PpOJACTBEHHBIX MM  TKaHEH,  pacCesHHBbIM  CKIEPO30M,
IeMOJINTUKO-YPEMUUECKUM  CHHJIPOMOM,  IOHOUIECKMM  apTpUTOM C  CHCTEMHBIM  HayalloM,
mykonosmcaxapunozom I, II u VI tunos, amactuueckoil aHeMuell HEYTOUHEHHOH, HacleJICTBEHHBIM
nepunurom ¢dakropoB Il (¢pubpunorena), VII (mabunpnoro), X (Ctroapra - Ilpayspa), aui mocie
TPaHCIUIAHTAIlM1 OPTaHOB M (MJIN) TKaHEH;

[IpaBuna Benenus PDenepanbHOrOo perucTpa JuL, OOJBHBIX TreMo(uIMed, MYKOBHUCIHUI030M,
runo¢u3apHeIM HaHU3MOM, Oose3HbIO lomre, 3710Ka4eCTBEHHBIMH HOBOOOpa30BaHUAMHU JHUM(OUTHOH,
KPOBETBOPHOM M PpOJICTBEHHBIX WM TKaHEH, PpAacCessHHbIM CKJIEPO30M, TI'e€MOJUTHKO-YPEMUYECKUM
CHHJIPOMOM, FOHOIIIECKUM apTPUTOM C CHUCTEMHBIM HayajioM, Mykonoiucaxapuao3oMm I, II u VI tumnos,
arIaCTUYeCKOl aHeMHel HEeYyTOYHEHHOM, HacleACTBeHHBIM neduiurom ¢akropos I (pubpunorena), VII
(;mabunbHoOTrO), X (CTr0apTa - [Ipayspa), 111l mocse TpaHCIUIAHTAIMK OPTaHOB U (WJIM) TKaHEH;

IepevyeHb yrpaTUBIINX cuily akToB [IpaBurensctsa Poccuiickoit denepanuu.
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2. MuHucrepctBy  3apaBooxpaHeHus — Poccuiickoit ~ @epepanuuM B YCTaHOBJIEHHOM
3aKOoHOJaTenbCcTBOM  Poccuiickoit  @enepauuu  MOpsiAKE  OCYHIECTBUTh 3akynky Ha 2019 rox
JICKapCTBEHHBIX MpPEnapaToB ISl MATOTEHETHYECKOTO JICUCHUS JIUI, OOJBHBIX TeMOJIUTHUKO-yPEeMHUYECKIM
CHUHJIPOMOM, IOHOILLIECKMM APTPUTOM C CHCTEMHBIM HaudajaoMm, Mykomnojmcaxapuao3zoM I, II u VI tumnos,
BKJTIOYECHHBIX B TIepeUeHb )KU3HEHHO HEOOXOMMBIX M BaKHEHIITNX JIEKAPCTBEHHBIX MPETIapaToB.

3. MunucrepctBy 3apaBooxpanenus Poccuiickoit ®enepanuu naBaTh pa3zbACHEHUS IO
IIPUMEHEHHUIO T1PABUII, YTBEPKICHHBIX HACTOSAIINUM ITOCTAaHOBJICHUEM.

4. Hacrosiiiee nocraHoBjieHHE BCTynaeT B cuiay ¢ 1 sHBaps 2019 r., 3a UCKIIIOUEHUEM ITyHKTA 2,
KOTOPBIH BCTYMAET B CUIIY CO JHS O(PUIIMAILHOTO OIyOJIMKOBAHMS HACTOSIIETO TOCTAHOBIICHHUSL.

IIpencenarens [IpaBurenscTBa . Mensenes
Poccniickoit ®enepanun

Wnpopmanus 06 H3MEHEHUSIX:

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

Cm. npedvioywyro pedakyuro
YTBEP/XK/IEHbI
nocraHosienreM [IpaBuTeabcTBa
Poccuiickoii ®eaepauuu
ot 26 Hos1Ops 2018 r. N 1416

IIpaBuna
OpraHu3annu odecrnevyeHus JeKapCTBEeHHbIMU NPenapaTaMu JIML, 00J1bHBIX reModuiuei,
MYKOBHMCHHUI030M, TMNIOQHU3aPHBIM HAHU3MOM, 00J1e3HbI0 ['011Ie, 3JI0KaYeCTBEHHbIMU

HOB0OOOpa30BaHUSAMH JUM(PONTHON, KPOBETBOPHOI U POACTBEHHBIX UM TKAaHEeH, pacCestHHbIM

CKJIEPO30M, FeMOJIMTHKO-YPEMUYECKHUM CHHAPOMOM, IOHOIIECKMM APTPUTOM C CHCTEMHBIM
HayajaoM, mykonoJsaucaxapuao3om I, Il u VI tunos, ansiacruvyeckoii aHeMueil HeyTOYHEHHOM,
HacjeacTBeHHbIM Jepuuntom ¢pakropos II (udpunorena), VII (1adbuasuoro), X (Ctwoapra -

IIpayspa), uu mocjie TPAHCIJIAHTAUM OPTraHOB M (WJIH) TKaHel

C u3MeHeHUSIMHU U TONOJTHEHUSIMHU OT:

27 maprta 2020 1.

Wudopmarys 06 U3MEHEHUX:

Ilynkm I uzmenen c 7 anpensn 2020 e. - [locmanosnenue I[Ipasumenscmea Poccuu om 27 mapma 2020 2.
N 344

Cm. npedvioywyro pedaxyuro

1. Hacrosume [IpaBuia ycTaHaBIMBAIOT MOPSIOK OpPraHU3alMM OOECIeUeHHUs JIHL, OOJIbHBIX
reMo(unueii, MyKOBUCIIMI030M, TUNO(U3apHBIM HaHU3MOM, Oone3Hbto ['omie, 3JI0Ka4eCTBEHHBIMU
HOBOOOpa30BaHUAMU JTUMQPOUTHOM, KPOBETBOPHOU U POJACTBEHHBIX UM TKaHEH, pacCesSHHBIM CKIEPO30M,
TEMOJUTHKO-YPEMUYECKUM  CHHIPOMOM,  IOHOIIECKUM  apTPUTOM C  CHCTEMHBIM  HAyaloM,
Mykonosmcaxapuao3om I, II m VI Tunos, anjnacTUyecKol aHEeMHEH HEYTOUHEHHOM, HACIEACTBEHHBIM
nepurnurom ¢dakropoB Il (¢pubpunorena), VII (mabunsnoro), X (Ctroapta - Ilpayspa), aui mocie
TpaHCIUIAHTAI[MM OpraHOB W (WJM) TKaHeW (manee - OOJbHBIE), JIGKAPCTBEHHBIMU MperaparaMu s
MEJHUIIMHCKOTO MPUMEHEHHUS, MpeAHa3HAYeHHBIMH JJISl JIEYCHUs ITUX 3a00JIEBaHUIA, 1O YTBEPKICHHOMY
[TpaButenbctBoM Poccuiickoit denepanuu nepednio JEeKapCTBEHHBIX MpenaparoB, chOPMUPOBAHHOMY B
YCTaHOBJICHHOM UM TIOpsJIKe (J1ajee - JeKapCTBEHHBIE Mpenaparkl), a TaKXkKe MOPSI0K U YCIOBHSI Tiepeaun
JIEKapCTBEHHBIX MPEMapaToB B COOCTBEHHOCTh CYObeKTOB Poccuiickoit deaeparum.
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2. HcroynukoMm (puHAHCHpPOBAHUS OpraHM3alMU oOecredeHus: OOJIbHBIX JIEKAPCTBEHHBIMH
mpermapaTaMu  SBJISIOTCS OFO/DKETHBIC ACCUTHOBAHUS, NPEIYCMOTPEHHBIC B (QenepalbHOM OIOKETE
MunucrepcTBy 3apaBooxpanenus Poccuiickon @enepannu.

Wupopmanus 06 H3MEHEHUSX:

Ilynkm 3 uzmenen ¢ 7 anpens 2020 2. - [locmanosnenue I[Ipasumenscmea Poccuu om 27 mapma 2020 2.
N 344

Cm. npedvioywyro pedakyuro

3. IlpaBo OompHOTO Ha oOecredeHHe JIEKApCTBEHHBIMHM TNpernapaTaMd BO3HHKAET CO JIHS
BKJIIOUEHUSI CBEJCHUM O HEM B pErHOHaIbHBIA cerMeHT @DenepalibHOr0 pPErucTpa Jull, OOJIbHBIX
reMopmIned, MYKOBHCIHIIO30M, THIO(GHU3APHBIM HAHU3MOM, Oosie3HbI0 lomie, 37MOKaYeCTBEHHBIMHU
HOBOOOPa30BaHUAMHU JTUM(POUTHON, KPOBETBOPHON U POJCTBEHHBIX UM TKaHEH, pacCesTHHBIM CKIIEPO30M,
FEMOJIUTUKO-YPEMUYECKUM  CHHJPOMOM,  IOHOLIECKUM  apTPUTOM C  CHCTEMHBIM  HayaloM,
mykonosmcaxapugo3oMm I, II m VI tunos, ammacTuyeckoll aHeMHENl HEYTOYHEHHOU, HaCJIEeACTBEHHBIM
nepunuroMm ¢pakropoB Il (¢pubpunorena), VII (;mabunbhoro), X (Crroapra - Ilpayspa), aun mocie
TpaHCIUIAaHTAI[MK OpraHoB U (WiIn) TKaHel (nanee - denepanbHbIi peructp).

Jlara BK/IIOYEHHUs OOJIBHOTO B pPETHOHAIbHBIA cerMeHT DenepaibHOTO perucTpa (PUKCUpyeTcs
JIeYal[uM BpauyoM B MEIMIIMHCKOM KapTe aMOyJIaTOPHOTro OOJIBHOTO MIIM UCTOPUU Pa3BUTHS peOeHKa.

4. Opranmzanusi obecrieueHUs: MHUHHCTEPCTBOM 3/paBooxpaHeHHus: Poccuiickoit @enepauuu 3a
cdyer cpeAcTB deaepaqbHOro OroKeTa OOJNBHBIX JICKAPCTBEHHBIMU TIpemapaTaMH OCYIIECTBISCTCS C
y4eTOM CTaHAApTOB MEIUIIMHCKOM MOMOIIM, KIMHMYECKUX DPEKOMEHJAIuil (IIPOTOKOJIOB JI€UeHUus) U
CpeHEN KypCOBOM J03bI JEKAPCTBEHHBIX IIPENapaToB.

5. Oprasel rocyaapcTBeHHON BiacTu cyObekToB Poccuiickoii denepanuu B cdepe OXpaHbI
3I0pOBbsl HE Mo3/1Hee | HOsIOpS TEeKyllero rojaa MpPeACTaBlsAiOT B MUHHCTEPCTBO 3IpaBOOXPAHEHUS
Poccuiickoit denepanun 3assBKM Ha IMMOCTaBKY JICKAPCTBEHHBIX MpeErapaToB 1Mo (opme, yTBEpKICHHOU
yKa3aHHBIM MUHHUCTEPCTBOM (fajiee - 3asBKH), C MPUIIOKEHHEM OOOCHOBAHUM MO UX OOBEMY, a TaKKe
NepeyeHb OpraHu3alMif, WUMEIONMX JIMLIEH3UI0 Ha OCYIIECTBICHHE METUIMHCKOM U  (WIn)
(hapmareBTHIeCKOM NEeATEILHOCTH B cyOBeKTax Poccuiickoit denepanun (mamee -
OpraHU3aIMK-TI0Ty4aTeNN), B HEJSIX OCTaBKU OpPraHU3alusIM-TI0JIydaTeNIM JIEKaPCTBEHHBIX MPENapaToB.

[TorpebHOCTh (00BEM TMOCTAaBKM) B JICKAPCTBEHHOM IIpemapare OIpeAeiseTcs ¢ y4eToM
KIIMHUYECKUX PEKOMEHJAIuil (MpOTOKOJIOB JIEUEeHHUs1) U CpedHe KypcOBOW J03bl JIEKapCTBEHHOTO
mpernapaTa UCX0/Isl U3 eKeMeCAYHOU (haKTUYeCKOi MOTPEOHOCTH OOJIbHBIX B JIGKAPCTBEHHBIX Mpenaparax
B COOTBETCTBUHU CO CBEJICHUSIMU pPErHOHAIbHOrO cermMeHta denepanbHOro perucrpa U HEOOXOIUMOCTH
dhopmupoBaHus 3amaca Ha 15 mecsies.

6. MuHnucrepcTtBo 3apaBooxpaHeHus Poccuiickoit ®enepanuu  GOpMHpPYET KOMHCCHIO TIO
PaccMOTPEHUIO 3asIBOK (J1ajiee - KOMUCCHS), YTBEPKIIAeT M0JI0KEeHNEe O KOMHCCHUU U ee cocTas. Komuccus
Ha CBOEM 3acelaHUM paccMaTpUBaeT 3asgBKM Ha MpeaAMeT OOOCHOBAHHOCTH 3asBICHHBIX OOBEMOB
JIEKapCTBEHHBIX IMPENapaToB, MPU HEOOXOAMMOCTH KOPPEKTUPYET UX, U COTJIACOBBIBAET C BHIHECEHHEM
COOTBETCTBYIOILIETO PEIICHHUS.

CornacoBaHue 3asBOK OCYIIECTBIISIETCS KOMUCCHEH C YydacTHEM MpeJICTaBUTENed OpraHoB
rocy/lapcTBeHHOW BiacTu cyObekToB Poccuiickoit ®enepanuu (B TOM YHCIE C HCIOJIb30BAHHEM
MH(OPMALMOHHO-KOMMYHUKAIIMOHHBIX TEXHOJIOTHH).

7. OObeM TMOCTaBOK JIEKAPCTBEHHBIX IMpernapaTtoB ¢GopMUpyeTcs B Mpeaenax OoKEeTHBIX
ACCUTHOBaHUM, TPEIYCMOTPEHHBIX B  (QenepalbHOM 3akoHEe O QenepalbHOM OMOKeTe Ha
COOTBETCTBYIOIINN ()MHAHCOBBIM TOJ M IUIAHOBBIA TEPUOJA, W JIMMHUTOB OIO/DKETHBIX 00S3aTENbCTB,
JIOBEJICHHBIX B YCTAaHOBJIEHHOM MoOpsiake 10 MuHuctepcrBa 3apaBooxpanenus Poccuiickoit denepanmn Ha
3aKyIKY JIEKAPCTBEHHBIX MTPENapaToB.

8. B cooTBercTBMHM ¢ 00bEMaMH TOCTaBOK JIEKAPCTBEHHBIX TPENapaToB, YTBEPKIACHHBIMU
OopraHamMi rocynapcTBeHHOW BiacTu cyobekToB Poccuiickoit @enepanuu B cdepe oXpaHbl 3A0pOBbs C
Y4ETOM pELICHUS KOMUCCUM, MMUHUCTEPCTBO 3apaBooxpaHeHus Poccuiickont ®denepauuu B
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YCTAaHOBJIICHHOM 3aKoHoJartesnbcTBOM Poccuiickoin  ®enepanuu  MOpsAAKE OCYIIECTBISET  3aKYIKY
JIEKApCTBEHHBIX IPEIAPaTOB.

9. IlocraBUMKM  JIEKapCTBEHHBIX  IIPENApaToB, OIpPEACICHHbIE B  COOTBETCTBUH  C
3aKoHOAarensCcTBOM Poccuiickont ®denepanuu, HOpeACTABISAIOT B MHHHCTEPCTBO  34paBOOXPAaHEHHUS
Poccuiickoit denepanyu opopMIeHHBIE B YCTAHOBICHHOM TOPSIKE JOKYMEHTBI, TOATBEpKAaomue (pakrt
IIOJIY4YEHUS OPraHU3alUsAMU-TI0IydaTeIsIMU JIEKAPCTBEHHBIX IIPENapaToB, B TOM YKCIIC HAKJIAJHbIC U aKThI
IIpyueMa-Iepeiadn JEKapCTBEHHBIX IIPENapaToB.

10. MunucrepctBo 3apaBooxpaneHust Poccuiickoit @enepanuu B teuenue 10 paGouux nHed co
JHS TOCTYIUICHUS AaKTa IIpUEMa-Iepeladyd IPUHMMAET Ha Y4eT JICKapCTBEHHBIE NpEraparbl U HU3JAcT
pacnopsiAMTENIbHBIE aKThl O Iepefade JIEKapCTBEHHBIX IPENapaTOB OpraHaM HCIOJIHHMTEIILHOM BJIACTH
cyosektoB Poccuiickoit ®denepanuu, ONPEACICHHBIM BBICIIMM JOJDKHOCTHBIM JIMIIOM CyOBEKTa
Poccuiickoit @enepanun (pyKoBOJIUTENEM BBICIIETO UCIIOJIHUTENBHOIO OpraHa rocy/lapCTBEHHOW BIIACTH
cyowsekra Poccuiickoit denepanun) (nangee - ynoJIHOMOYEHHBIE OPraHbl), ¢ YKa3aHMEM HOMEHKJIATYpHI,
KOJINYECTBA U CTOMMOCTH JIEKAPCTBEHHBIX MPENAPATOB B OTHOIIEHUH KaKI0T0 YIIOJJHOMOYEHHOI'O OpraHa.

11. MunuctepctBo 3apaBooxpanenus Poccuiickoit degepannn B TeueHrue S pabounux JTHEH CO THA
W3/1aHMS PaCHOPSAUTEIBHOTO aKTa, IPeayCcMOTpeHHOro nyHkrom 10 Hacrosmux IIpaBwi, HampasisieT B
YIOJHOMOYEHHBIE OpPraHbl (B 2 3K3eMIUISPax) U3BEIICHUE O MOCTABKE JIEKAPCTBEHHBIX MPENapaToB U aKT
IpueMa-Iepeaadn, MoANUCaHHbIE YKa3aHHBIM MHUHUCTEPCTBOM.

12. YnonHOMO4YeHHbIE OpraHbl B TeueHUE S5 pabouux THEH co AHS TMOJy4YeHHUs HU3BELIECHUs O
IIOCTAaBKE JIEKAPCTBEHHBIX IIPENapaTOB M aKTa IpUeMa-liepeadyn, MNPEeIyCMOTPEHHBIX IyHKTOM |1
HacTosiux [lpaBwi, MOANMCHIBAIOT U 3aBEPSIIOT IedyaThio 00a HSK3eMIUIsApa H3BEIIEHHS O TOCTaBKe
JIEKapCTBEHHOI'0 Tpernapara U 00a SK3eMIUlsipa akTa Mpuema-lepenadd, Mocjie 4Yero BO3BpallaloT B
MunncrepcTBo 31paBooxpanenust Poccuiickoil @enepanuy OJUH AK3EMIULIP YKAa3aHHOTO HM3BEIECHUS U
OJIMH 3K3EMILISP aKTa IpUeMa-IepeiadH.

13. YnonHOMOYEHHBIH OpraH Ha OCHOBAHMM aKTa MpHEeMa-Niepeadyd MPUHUMAET Ha Y4eT
JIEKapCTBEHHbIE IpenapaThl U B TeUeHHE 5 pabouux JHEHW cO AHA IMOJIydeHHs aKTa MpueMa-lepenayu
U3JIa€T PacOPSAUTEIbHBIA aKT O Iepefade JCKapCTBEHHBIX IPENapaToB OPraHU3alusAM-II0IydaTess M ¢©
YKa3aHHEM HOMEHKJIATYypPbl, KOJMYECTBA U CTOMMOCTH JIEKAPCTBEHHBIX MIPENAPATOB B OTHOLICHUH KaXA0U
OpraHMu3alUK-TI0TydaTes.

14. Opranm3anuu-nojiyuatesid B TedeHHE 2 pabouyux JHEH cO AHS TOJIy4YeHHUs JOKYMEHTOB,
MOATBEPXKIAIOIUX [TEpelady UM JIEKAPCTBEHHBIX IIPENapaToB, IPUHUMAIOT JIEKAPCTBEHHBIE IIPENIapaThl Ha
yueT, 00eCIIeunBalOT UX COXPAaHHOCTh U 1IEJIEBOE HCII0JIb30BaHHE.

15. MunucrepctBo 3apaBooxpaHeHus Poccuiickoii denepani B YCTAaHOBJICHHOM UM TOPSJIKE
OCYILECTBJISICT MOHUTOPUHI JBM)KEHUS M ydeTa JIEKapCTBEHHBIX IpernapaToB B cyObekrax Poccuiickoit
@denepauyy, MOBOAWT JIO CBEICHHMS YIOJIHOMOYECHHBIX OpraHOB IIOJIyYEHHBIE II0 PE3yibTaTaM
MOHHUTOPHHIA JAHHBIE, B TOM YUCIIE CBEIEHUS O HOMEHKJIAType, KOJINYECTBE U CTOUMOCTH JIEKAPCTBEHHBIX
IpernaparoB, 00 OTCYTCTBHM MOTPEOHOCTH B OTAEIbHBIX JIEKAPCTBEHHBIX MpenapaTax JuOo O MOSBICHUU
JIONIOJIHUTEIbHON MOTPEOHOCTH B JIEKAPCTBEHHBIX Ipernaparax B CBS3M C HW3MEHEHHEM B CyObeKTe
Poccuiickoii ®enepany 4YHUCICHHOCTH OOJBHBIX, H3MEHEHMSMHU B HA3HAUYEHUSAX MEIUIMHCKUMU
paOOTHMKAMU  JIEKapCTBEHHBIX IpenapaToB  OOJIbHBIM M COIVIACOBBIBAE€T  IepepacrpesieieHue
JIEKapCTBEHHBIX IpenapaToB Mex 1y cyobekramu Poccuiickoii denepanum.

16. Ilepemaua nekapCTBEHHBIX MpenaparoB OAHUM cyObekToM Poccuiickoit ®enepauuu B
COOCTBEHHOCTh Jpyroro cyobekra Poccuiickoit denepanuu OCYIIECTBISETCS HAa OCHOBAaHMU aKTa
npueMa-tnepeaadu. MUHUCTEPCTBO 3apaBooxpaHeHus Poccuiickoii denepanun yBeIOMIISETCS O Mepeade
JEKapCTBEHHBIX IpemapaToB B 10-IHEBHBIM CpOK IOCI€ TOJMMCAHMS akTa I[pueMa-lepesadn
YIIOJTHOMOYEHHBIMH OpraHaMH.

17. MunucrepctBo 3apaBooxpaneHus Poccuiickoit denepannun npencTaBisieT €KEKBapTAIBHO, 10
10-ro yucna Mecsua, CIeIYIOIEro 3a OTYETHBIM KBapTajioM, B DeaepanbHyto ciiyk0y 1o Haa30py B chepe
3/IpaBOOXPAaHEHMs CBEACHUS O Iepesade JeKapCTBeHHBIX MpenapaToB cyosekTy Poccuiickoit @enepanuu
U COTJIACOBAHHBIX MeEpepaclpenesieHHsIX JeKapCTBEHHBIX IpernapaToB Mexay cyObekTamu Poccuiickoii
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@enepau B LENAX OCYIIECTBICHUS KOHTPOJSA 3@ I€JIEBBIM MCIOJIb30BAaHUEM JIEKAPCTBEHHBIX
Ipenaparos.

18. B mensax oGecriedeHusi OOJBHBIX JIEKAPCTBEHHBIMH IMpEMapaTaMu B MOPSIKE, YCTaHOBICHHOM
3aKoHoAarensCcTBOM Pocculickon denepanuu, OCylEeCTBIISETCS Ha3HAYCHHUE JIEKAPCTBEHHBIX IPENapaToB
1 ohopMIIeHHE PELENITOB Ha JIGKAPCTBEHHBIE TIPEnapaThl.

19. TIpu HazHayeHUU OOJILHOMY JIGKAPCTBEHHBIX MPEMapaToB JICHALIHi Bpad HHPOPMHUPYET €ro O
BO3MOXHOCTHU IOJIyYE€HUSI UM COOTBETCTBYIOLIUX JIEKAPCTBEHHBIX IpenapaTroB Oe3 B3UMaHMs IUIaThl B
COOTBETCTBUU C 3aKOHOAATENbCTBOM Poccuiickoit denepanuu.

20. B mensx JIMHaAMUYECKOrOo HAOMIOJAEHHUS 3a OOJBHBIM U COONIONEHUS NEPUOAUYHOCTU
MOCEIIEHUs UM  MEIMUMHCKON OpraHu3aluy JiedallldM BpauoM  OIpeneisieTcss  KOJHMYECTBO
JIEKapCTBEHHOI'O IIpernapara, €IMHOBPEMEHHO O(OPMIIEHHOTO Ha pelenTypHOM OJlaHKE B COOTBETCTBHHU C
PEKOMEHI0BAHHOW CPEHECYTOYHON KYpPCOBOM 10301 M CPOKOM, Ha3HAYEHHBIM JUISl IOCELIEHUS.

21. MenuuuHcKas opraHu3anus NpefocTaBisieT OOJbHOMY WIH €ro 3aKOHHOMY MPEICTaBUTEIIO
nH(popMalrio 00 OpraHu3alusix, pacroJOKEHHBIX B TPaHUIIAX MYHULUIIAILHOTO 00pa30BaHUs MO MECTY
KUTEJIbCTBA UJIM MECTY MpeObIBaHuUs (B clydyae €clii CpOK NMpeObIBaHUS MPEBBIIACT 6 Mecs1eB) 00JILHOTO
1 OCYILECTBJISIONINX OECIIaTHBINA OTITYCK JIEKAPCTBEHHBIX IIPENapaToB, HA3HAYEHHBIX JIEYalllUM BPauyoM.

22. Iocne BKIHOYEHUS OOJILHOTO B PErMOHANIbHBIN cerMeHT DeepalibHOrO perucrpa Ha3HaueHHe
U OTITYCK €MY WJIH €r0 3aKOHHOMY IPEJICTaBUTEINIO JIEKApCTBEHHBIX MPEnapaTtoB OCYIIECTBIISETCS B CPOK,
He nipeBbImaronuii 20 pabounx JHEH CO THS BKIIOYCHUS.

23. Opranuzanust obOecredeHHs JIEKapCTBEHHBIMM TIpernaparaMd OOJBHBIX, MPOKUBAIOIIUX B
CTallMOHAPHBIX OpPraHU3aIUsAX COLMAIBHOIO OOCITYKMBAHMS WM OTOBIBAIOIIMX HaKa3aHHE, CBA3aHHOE C
JIUIIEHUEM CBOOOIbI, OCYIIECTBIISIETCS] COOTBETCTBYIOIIEH OpraHu3anue.

24. B ciydae BwIe37a O0JIBHOTO 3a TpefeNbl TeppuTopun cyonekta Poccuiickort denepannu, B
KOTOPOM OH TMPOKHBAET, Ha TEPPHUTOPHIO Apyroro cyowrekra Poccmiickoit denepamuu Ha Cpok, HE
MPEBBIIAIONTNN 6 MeCAIEeB, TAKOMY 0OJIBHOMY OPraHOM TOCYAapCTBEHHOU BiIacTH cyObekTa Poccuiickoi
®enepanyn B chepe OXpaHbl 310pOBbsl OPraHU3YeTCs] Ha3HAUCHHE JIEKApCTBEHHBIX MPENapaToB Ha CPOK
npueMa, paBHBIA CPOKY €ro BbI€3/Ia 3a Ipeneibl Tepputopuu cyonrekra Poccuiickoit denepanum, 1moo,
YUUTBIBass CPOKU TOJHOCTH HMMEIOUIMXCS OCTATKOB JIEKAPCTBEHHBIX IPENapaToB, 00ECHEUYEeHUE TaKoro
00JIBHOTO JIEKApPCTBEHHBIMHU ITpENapaTaMy Ha COOTBETCTBYIOLINH CPOK.

CBefieHHsT O KOJMYECTBE HA3HAYEHHBIX WM OTIYLIEHHBIX OOJIBHOMY WM €ro 3aKOHHOMY
IIPEICTABUTENIO JIEKAPCTBEHHBIX IIPENapaToB BHOCATCS B PErMOHAIbHBIA CerMeHT dDenepalbHOro
perucrpa.

25. B ciydae Bwie3ga 60JBHOTO 3a TMpeeibl TeppuTopun cyobekTa Poccuiickoii denepanuu, B
KOTOPOM OH IIpOXHBAaeT, Ha TeppuTopuio apyroro cyobekra Poccuiickoit denepanuu Ha Cpok,
IIPEBBIAIOLINNA 6 MECSLEB, WIK B CIIy4ae U3MEHEHUS MECTa KHUTEIbCTBA TAKOMY OOJIbHOMY Ha3HAYaroTCA
JIEKapCTBEHHbIE IpernapaTbl Ha CPOK Ipuema He 0ojee OJHOro Mecsua Jub0 OpraHu3yeTcss OpraHoM
rocyJapcTBeHHOHN BiacTu cyownekta Poccuiickoit @enepaunu B chepe oXpaHbl 340poBbsi oOecredeHue
TaKoro 0OJILHOT'O JIEKAPCTBEHHBIMU NpenapaTaMy Ha CPOK IpremMa He 6ojiee 0THOTO MecsIa.

CBeznieHus: 0 TakoM OOJIBHOM MOAJIEKAT UCKIIOUEHHIO U3 PETHOHAIBHOTO cermMeHTa deepaabHoro
peructpa cyobekra Poccuiickoit @enepanuu, ¢ TEppUTOPUH KOTOPOTO BbI€3KaeT OOJILHOU, U nepeaye (B
TOM 4YHCIIE C HCIHOJb30BaHUWEM HMH(OPMAIIMOHHO-KOMMYHHMKALIMOHHBIX  TEXHOJIOTHI) oprany
rocyJapcTBeHHOH Biactu cyObekTa Poccuiickoit deaepaunn B chepe oXpaHbl 310pOBbsl, HA TEPPUTOPHUIO
KOTOPOTO BbeXasl OOJIbHOM, A BKJIIOUEHHsS] B PETMOHANbHBIM cerMeHT deaepalbHOro perucrpa 3Toro
cyonekTa Poccuiickoit @enepanuu.

Jlatoil BK/IIOUEHHs CBeJIEeHHH O OOJIbHOM B pErMOHAJbHBIN cerMeHT dDelnepanbHOr0 perucrpa
cyobekrom Poccuiickoit denepanuu, Ha TEPPUTOPUI0 KOTOPOrO BbEXal OOJIBHOM, SBISETCS JIEHb,
CIIEIYIOIINI 3a THEM UCKIIIOUEHHS CBEICHHUN O HEM U3 PETMOHAIBHOTO cerMeHTa denepallbHOro perucTpa
cyobexkrom Poccuiickoit deaepannu, ¢ TEpPUTOPUN KOTOPOTO BbIeXall O0JIbHOM.

26. OpraH rocynapcTBeHHOW Bnactu cyowbekra Poccuiickoit ®enepanuu B cdepe OXpaHbl
3JI0POBbSl, C TEPPUTOPUU KOTOPOTO BbIEXan OOJILHOW, MpeCTaBiseT (B TOM YHCIE C HUCHOJIb30BAHUEM
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MH(POPMAIIMOHHO-KOMMYHUKAITMOHHBIX TEXHOJIOTHI) IO 3ampocy OpraHa TOCYJapCTBEHHOM BJIAacTH
cyobekra Poccuiickoit ®denepannu B chepe OXpaHbl 370pPOBbs, Ha TEPPUTOPHIO KOTOPOTO BbEXal
00JIbHOM, CBEIEHUS O KOJMYECTBE HA3HAYCHHBIX MM (PAKTUYECKH IMPEIOCTABICHHBIX OOJBHOMY WM €ro
3aKOHHOMY IIPEACTABUTENI0 JIEKAPCTBEHHBIX IPENapaToB B COOTBETCTBUU C ITYHKTOM 25 HACTOALIMX
[IpaBuir.

Wupopmanus 06 H3MEHEHUSX:

Haumenosanue uzmeneno c 7 anpens 2020 e. - [locmanosnenue Ilpasumenvcmea Poccuu om 27 mapma
2020 2. N 344

Cm. npedvioywyro pedaKyuro
YTBEPX/JEHbI
nocraHosienneM [lpaBuTebcTBa
Poccuiickoii ®eaepauuu
ot 26 Hosiops 2018 r. N 1416

IIpaBuaa
BeieHus1 PeepajibHOrO PerucTpa Jui, 60JbHBIX reMouaIneii, MyKOBHCIHA030M, THIIO(PU3aAPHBIM
HAHU3MOM, 00J1e3HbI0 [ o111€, 3J1I0KaYeCTBEHHBIMH HOBOOOPA30BAHUAMU JIMM(OUIHOI,
KPOBETBOPHOI U POACTBEHHBIX UM TKaHEH, PACCESIHHBIM CKJIEPO30M, FeMOJTUTHKO-YPEMUYECKUM
CHUHPOMOM, OHOLIECKMM APTPUTOM € CHCTEMHBIM Ha4YaJ0M, Mmykonoaucaxapuaosom I, I u VI
THIIOB, AIVIACTHYECKON aHeMH el HEeYyTOYHEHHOM, HACIeACTBEHHBbIM AepuunToM (paxropos 11
(pudpunorena), VII (siadbuasbuoro), X (Crroapra - Ilpayspa), Jiuil nocje TpaHCIJIAHTAIIMU OPraHOB
U (MJM) TKaHeu

C u3MeHeHUsIMH B JAONMOJTHEHUSAMMU OT:

27 maprta 2020 1.

Wudopmarys 06 M3MEHEHUX:

I[lynkm 1 usmenen c 7 anpens 2020 a. - [locmanoenenue llpasumenvcmea Poccuu om 27 mapma 2020 e.
N 344

Cm. npedvioywyro pedaxkyuro

1. Hacrosimue I[lpaBuna yctaHaBnuBaroT NOpsiAoK BeaeHuss denepanbHOro peructpa Jmi, 00JIbHbBIX
reMouinueii, MyKOBHCIHI030M, TUNO(U3apHBIM HaHU3MOM, OoJe3Hbto ['omie, 370KaueCTBEHHBIMU
HOBOOOpa30BaHUAMHU JTUMGPOUTHOM, KPOBETBOPHOU U POJCTBEHHBIX UM TKaHEH, pacCesSHHBIM CKIEPO30M,
FEMOJINTUKO-YPEMUYECKUM  CHHAPOMOM,  IOHOIIECKUM  apTPUTOM C  CHUCTEMHBIM  HAyajioM,
Mykononucaxapuao3om I, II u VI Tunos, ammactuueckoil aHeMHell HEYTOUHEHHOW, HACJIEICTBEHHBIM
nepunurom ¢dakropoB Il (¢pubpunorena), VII (mabunphoro), X (Ctroapra - Ilpayspa), aui mocie
TpaHCIUIAHTAI[MN OPraHoB U (WJIM) TKaHEH (Janee COOTBETCTBEHHO - 00ibHbIe, DenepanbHblil peTucTp).

2. Benenue ®@enepanbHOTO PETUCTPa OCYIIECTBIISIETCS B CASAYIOLIUX LENISIX:

a) obecrieyeHre JeKapCTBEHHBIMH MpenapaTaMu sl METUIIUHCKOTO MPUMEHEHUS, BKIIIOUCHHBIMU
B yrBepxkJaeHHbIM [IpaBurensctBoM Poccuiickoii @epepanuu NepevyeHb JIEKAPCTBEHHBIX IPENaparos,
chOpMUPOBAHHBIN B YCTAHOBICHHOM UM TOPsIIKE ([ajiee - JIeKapCTBEHHBIE MpenapaThl), OOJBHBIX 33 CUET
OI0JUKETHBIX ~ aCCUTHOBAHMM, MpelycMOTPEHHbIX B  ¢enepaibHoM  Oropkere  MUHHCTEPCTBY
3apaBooxpaneHus Poccuiickoit denepannu;

0) MOHUTOPHHT JIBWKEHUS U ydeTa O0JIbHBIX HA OCHOBAaHUM CBEJCHUM, MPEICTaBIIEMbIX OpraHaMH
rocyJapCTBeHHOH BiacTu cyobekToB Poccuiickoit denepannu B cepe 0XpaHbl 370POBbS;

B) 3¢eKTUBHOE IUIAHHPOBAaHHE M pacxo/loBaHWEe (DPUHAHCOBBIX CPEACTB, HANpPABISIEMbIX Ha
3aKyNKy HEOOXOJIUMBIX JIEKAPCTBEHHBIX NpenapaToB s oOecreyeHHss MMM OOJIBHBIX IO MECTY
KHUTEIHCTBA WM MECTy IpeObIBaHU (B CIIydae €Ci CPOK MpeObIBaHUS MPEBBIIIAET 6 MECALEB).

3. @enepanbHbI peructp sBisercs ¢enepanbHOil MHPOPMALMOHHONW CHUCTEMOM, cocTosied u3
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PErMOHANIBHBIX CETMEHTOB U COJEpIKAIE CBEEHUS], IPEyCMOTPEHHbIE ITYHKTOM 9 HacTosiux [IpaBu.

MunucrepcTBo 31paBooxpaneHus Poccuiickoit denepanuy sBIsSETCS ONEPATOPOM 3TOM CUCTEMBI U
oOecrieunBaet ee OecriepedoitHoe HYHKIMOHHUPOBAHUE.

4. Opranbl TOCyZapCTBEHHOH BiacTH cyObekToB Poccuiickoit ®exepauuu B cdepe OXpaHbl
3I0pOBBSI OOECIIEYMBAIOT BHECEHHE CBEACHUH O OOJNBHBIX B PErHOHAIBHBIA CerMeHT DenepanbHOTO
perucrpa B CpoK, He MpPEBBILIAIOIIMNA 5 pabdounx JHEH co AHs oOpaileHus: 00JbHOrO C YCTaHOBJIEHHBIM
JIMarHo30M B MEIMIMHCKYIO OpPTraHM3allMIo [0 MECTY €ro JKUTEJIbCTBA WM MECTy IpeObIBaHMs (B Ciydae
€CJIM CPOK MPEOBIBAHUS TIPEBHINIACT 6 MECAIICB).

BxitoueHue B pervmoHanbHbId  cermMeHT DenepanbHOro perucTpa CBEJEHUHM O OOJIbHBIX
OCYIIECTBIISICTCS MEAMIMHCKON OpraHM3alueil Mo MeCTy WX JKUTEIbCTBA MM MECTy NpeObiBaHHsA (B
cilydae €clid CpPOK MpeObIBaHUS MPEBBHIMIAET 6 MeECsIeB) Ha OCHOBAHMM MEIUIIMHCKUX JOKYMEHTOB (HMX
KOMUH) MM BBIMHCKU W3 HUX, OTPaXalOIIMX CBEAEHUS 00 YCTaHOBJIEHHOM JMarHo3e M BbIOOpe
MEpPOTIPUATHI MO JIEUEHUIO NanueHTa. BxiroueHue cBeneHUN O OOJIBHBIX € T'€MOJUTUKO-YPEMUUYECKUM
CHUHJIPOMOM, HOHOIIECKUM apTPUTOM C CUCTEMHBIM HayajioMm U Mykomnoaucaxapuao3zoM I, II u VI tumnos
OCYILIECTBJISIETCSI HAa OCHOBAaHMM MEIUIMHCKUX JIOKYMEHTOB WIM MX KONHMM M BBIIUCKU U3 HUX,
OTpaXKaroIIUX CBEJIEHUS 00 YCTAaHOBJIEHHOM JMAarHo3€ M BHIOOpPE MEPOINpPHUSITHH MO JEUEHUIO MalUeHTa,
MOJIyYEHHBIX OT (peepaibHOM MEIUIIMHCKOW OpraHu3aliu.

5. PerynupoBaHne OTHOLIEHHH, CBSI3aHHBIX C BeeHHeM DeepaabHOTO PETUCTPa, OCYILECTBIISIETCS
B COOTBETCTBUU C 3aKkoHOjarenbcTBOM Poccuiickoit ®@enepanun o0 mHbopManuu, UHPOPMAITMOHHBIX
TEXHOJIOTHUSX U O 3allIUTe HHPOPMAIUH.

6. MunucrepcTBo 31paBooxpanenust Poccuiickoit @enepannu 1 oprassl rOCyJapCTBEHHOMN BIIACTH
cyowsektoB Poccuiickoit ®@enepanuu B chepe oxpaHbl 37A0pPOBbs 00ECMEUMBAIOT KOHPUIACHIIUATHHOCTD
CBeZIeHMH, conepkamuxcs B denepaqbHOM pPErucTpe, a Takke XpaHeHHE W 3allUTy TaKUX CBEIACHHM B
cooTBeTCTBUU ¢ DeiepanbHbiM 3aKoOHOM ""O epCOHANBHBIX TaHHBIX'.

7. Pasmemenne wuHpopMamuu B DeneparbHOM PETUCTPE OCYIIECTBISETCS € NPUMEHEHHEM
YCHJICHHOW KBaJM(DUIIMPOBAHHOMN AJICKTPOHHOM TMOIIMUCH B cOOTBETCTBUU ¢ DenepanbabiM 3akoHOM "O0
AIEKTPOHHOM MOMUCH".

8. denepanbHbIl PETUCTP BEACTCS B JIEKTPOHHOM BHJIE€ C MPUMEHEHHEM aBTOMATHU3UPOBAHHOMU
CUCTEMBI IyTEM BHECEHMS PErMCTPOBOM 3alMCU C INPUCBOCHUEM YHUKAJIBHOTO HOMEpPA PETUCTPOBOU
3alMCHU U YKa3aHUEM JIaThl €€ BHECEHUSI.

[Ipu BHeceHUU U3MEHEHUI B CBEJCHHS O OOJIHLHOM JOJIKHBI OBbITH COXPaHEHbl YHUKAJIBHBI HOMED
PErucTpOBOM 3aMCU U UCTOPUS BHECEHHS] U3MEHEHHUM.

9. denepanbHBIN PETUCTP COACPKUT CICAYIOIINE CBEICHUS:

a) CTpaxoBOl HOMEpP WHIMBUAYAJIBHOTO JIMIIEBOTO cYeTa OOJILHOTO B cHCTeME 00s3aTeIbHOro
MIEHCUOHHOTO CTpaxoBaHus (U HAIWYHH);

0) pamunus, ©Ms1, OTYECTBO OOJIBLHOTO, a TAKXKE (haMUIIMS, TaHHAS TIPU POXKICHUU;

B) JlaTa POXKACHHS O0JIBHOTO;

T') 1MoJ1 00JIBHOTO;

1) aJpec MecTa >KUTEIbCTBA HIIM MECTa MPeObIBaHUS (B Cllyyae €clid CPOK NMPEObIBaHUS IPEBBIIIACT
6 MecsaueB) OonpHOrO (Cc ykazanuem koaa mo OOmiepoccuiickoMmy kiaccuukaropy OOBEKTOB
aJIMUHHUCTPATUBHO-TEPPUTOPUAIBHOTO JICICHHUS);

€) cepus M HOMEp macmopTa (CBHIETENBCTBA O POXKICHHHM) WM YJOCTOBEPEHHUS JHMYHOCTU
00JIbHOTO, a TAK)KE J1aTa BbIIa4M YKa3aHHbBIX JOKYMEHTOB;

K) Cepuss M HOMEp THOjHuca O00s3aTeTbHOI0 MEIUIIMHCKOTO CTpaxoBaHHMs OOJILHOTO H
HaMMEHOBAHUE BBIJABILIEH €r0 CTPaXOBOM MEAULIMHCKON OpraHnu3alny;

3) uHpopMmanMsg 00 HMHBAIMIHOCTH (B Cllydae YCTaHOBJCHMS TIpPYIIbl HHBAJIUAHOCTH WIH
KaTeropuu "peGeHOK-UHBANMUL");

M) auarHo3 3abosieBaHus (COCTOSHMS), BKJIOYas €ro KoJ mo MexIyHapo HOM CTaTHCTUYECKOM
kiaccuukany Oojie3Hel W MpoOsieM, CBA3aHHBIX CO 37J0POBbEM, a TakXkKe Jara OcMOTpa OOJILHOTO U
JAHHbIE O TUHAMMKE COCTOSIHMUS,
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K) uH(pOpManus O MEAWIMHCKOW OpraHu3alvu (HAaNMEHOBAHHWE, OCHOBHOW TOCYIapCTBEHHBIN
perucTpanoHHbii HoMep, kKo 1o OOmepoccuiickoMy Kiaccu(ukaTopy NpeANpUsITANR U OpraHu3alui),
BBIJABIIICH HAIIPaBJICHUE HA BKIIOYCHUE CBEIEHUH 0 0oNbHBIX B DenepanbHblil peructp (HampaBicHHE Ha
BHECEHUE U3MEHEHMH B CBelEHUs, cojaepkauuecss B PDenepallbHOM perucTpe (jnajee - HamnpabiCHHE), a
TaKkKe W3BEIIeHHe OO0 WCKIIYCHWH CBEICHWH O OonbHBIX 3 DenepanpbHOro permcrpa (namee -
W3BEIICHUE);

JI) J1aTa BKJIIOYEHMsI CBEJIEHUIN O OOJBbHOM U JaTa BHECEHUS U3MEHEHHUH B CBEAECHUSA O OOJIbHOM B
DenepanbHbII PETUCTD;

M) uH(OpMAIHsI 0 Ha3HAYEHUH JIEKAPCTBEHHBIX IIPENapaTosB;

H) wuHbopMmamus o0 OTIyCKe JICKApCTBEHHBIX TIpenapaToB (naTa Hadana oOecredYeHus
JIEKapCTBEHHBIMU MpernapaTaMu U (aKTUYECKUH OTIIYCK JIEKAPCTBEHHBIX NPENapaToB);

0) JaTa MPUHATUS pelieHuss 00 OKOHYAaHUU OOecleyeHUs JEKapCTBEHHBIMHU IIpernaparamMu ¢
yKa3aHHEM MPUYUHBI (BbIe3] 3a npeaensl Poccuiickoit denepanny Ha MOCTOSHHOE MECTO JKUTENbCTBA WU
MecTo MpeObiBaHMs (B cllydyae €cld CpOK MpeObIBaHUS MpeBbImIaeT 6 MecseB), CMepTh OOJIbHOTO,
OTCYTCTBHE TMOKa3aHUI K JajbHEHIIeMy NpUeMy JIEKapCTBEHHOIO Mpenapara) U O Nepejadye CBeJIeHUMN B
apxuB denepasbHOTO PETUCTPA;

n) uHopmanus o BKIOUeHUU OosbHOro B denepanbHbIE PETHUCTp JMI], MUMEIOUIMX IPaBO Ha
MOJIyYeHUE TOCYJapCTBEHHON COIMAIbHON TMMOMOILIM, W MHBIE PEruCTpPhbl, MPETyCMOTPEHHBIE
3aKoHOaTenbCcTBOM Poccuiickoit deneparuu, B 1ensX 00€CTICUeHHs JIEKaPCTBEHHBIMU TIpenapaTaMu 3a
cuet OropKeTOB Oro/KeTHOM cructembl Poccuiickoit deneparuy;

P) YHUKAJIbHBI HOMEp PErUCTPOBOM 3alUCH;

C) BBIMHMCKA M3 MEIUIIMHCKOM OKyMEHTAluu OOJBHOIO, CojeprKallas CBEJCHHs] O Ha3HAUYE€HUU U
MCIO0JIb30BAHNH JIEKAPCTBEHHBIX MPENapaToB.

10. B cmydae ycraHOBIIGHHsI AWarHo3a 3a0o0JieBaHHsS (COCTOSIHMS), YKAa3aHHOTO B TIyHKTE |
Hactosmux [TpaBuii, Wiin U3MEHEHUs CBEICHHH, yKa3aHHBIX B noAnyHkTax "a" - "x" nynkra 9 HacTosmmx
[IpaBui, MeIMIMHCKUE OPTaHU3alMY, B KOTOPBIX OOJIbHBIE HAXOATCS MO MEAUIIMHCKUM HAOIIOJCHH EM,
B CpOK, HE MpeBbllaonuil 3 pabounx AHeH co qHs oOpaiieHus: 60JIbHOrO ¢ YCTAaHOBJICHHBIM AMAarHO30M B
MEIUIMHCKYIO OpPraHU3allMI0 IO MECTY >KUTENbCTBA WM MECTYy MpeOblBaHUA (B Clydae €ClIU CPOK
npeObIBaHUS MPEBBIIIAET 6 MECSIEeB), MPEICTABISAIOT B AIEKTPOHHOM BUJE WJIM HA OYMa)KHOM HOCHUTEIE
HaIpaBJICHUS U U3BEILEHUS B OPTaH rocy1apcTBEHHON BIAacTH cyobekTa Poccuiickoit @exnepanuu B chepe
OXpaHbl 3/I0pOBbs MO (opMe U B MOPSAKE, KOTOPbIE yTBEpKAeHbI MHHHCTEPCTBOM 3IpaBOOXpaHEHUS
Poccuiickoit @eneparuu.

11. Jnsa 3amosiHEHUS PETMOHAIBHOIO cerMeHTta DenepanbHOro perucTpa OpraHu3alui,
OCYHIIECTBJISIOIINE OTIYCK JIEKaPCTBEHHBIX MPENapaToOB, HA3HAYEHHBIX JIEYAIIUM BPauyOM B COOTBETCTBUHU
C IMPEAYCMOTPEHHBIM 1o AnyHKTOM "a'" myHkTa 2 Hactosmux [IpaBui nepeyHeM, 10 5-ro 4mcia Kaxiaoro
Mecsla MPeICTaBISIIOT B OpraHbl roOCyIapCTBEHHOH BiacTu cyobekToB Poccuiickoit denepanuu B chepe
OXpaHbl 37I0POBbsI B JJEKTPOHHOM BHUJE WM HAa OyMa)XHOM HOCHUTEJE CBEICHHS 00 OTMYIIECHHBIX 3a
MPEALIECTBYIOIINM MECSI JIEKaPCTBEHHBIX ITpenaparax.

12. B cnywae eciu cBeAeHus, NpeaycMOTpeHHble nojanyHkramu "a", "x" wm "n" nynkra 9
Hactosiux IlpaBui, He mpeacTaBiIeHbl B OpraHbl TOCYIApCTBEHHOI BiacTu cyObekToB Poccuiickoit
Oenepannu B cepe 0XpaHbl 370pPOBbsI, YKa3aHHBIE OPraHbl BIACTU CaMOCTOSTEIBHO 3alpalliBalOT ITH
CBEICHUS B TOCYIapCTBEHHBIX BHEOIOKETHBIX (POHIAX.

CBeneHuss o OOJIbHOM (HampaBJeHMs, W3BELICHHUS), NpEACTaBIseMble B 3JEKTPOHHOM BHJIE,
MOAJIEXKAT 3aBEPEHMIO DIIEKTPOHHOM IOJIIMCHI0 JTOJDKHOCTHOTO JIMIIA OpPraHa roCylapCTBEHHOW BIIACTH
cyobekra Poccuiickoit deneparu B cepe OXpaHbl 3I0POBbSL.

13. B cnyqae Bbie3sia 60bHOTO 3a mpeaensl Teppuropun Poccuiickoit denepaiiy Ha HOCTOSIHHOE
MECTO JKUTENbCTBA WM MECTO IpeObIBaHUs (B CIydae €clid CPOK IMpeObIBaHUS MPEBBIIACT 6 MECsIEB), a
TaKXe B CIydae CMEePTHU OOJIBHOTO CBEIEHHS O HEM MOJIEKAT apXUBUPOBAHUIO.

YTBEPK/JIEHbI
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nocranosienreM IlpaBurTesbcTBa
Poccuiickoii ®eaepauuu
oT 26 Hos10ps1 2018 1. N 1416

Ilepeuennb
yrpatuBiux cuiy akToB IIpaBurenscrBa Poceniickoi ®@enepauuu

1. Ilocranosrnenue IlpaBurensctBa Poccuiickoit denepanuu ot 26 aexadbps 2011 r. N 1155 "O
3aKyNKax JIEKapCTBEHHBIX MPEMapaToB, MpeIHa3HAYCHHBIX Ul 00ecreueHus JIHIl, OOJIBHBIX reModuinei,
MYKOBUCIIII030M, TUIIO(GU3apHBIM HAaHU3MOM, 0o0Jie3HbI0 [ 0111e, 3710KaueCTBEHHBIMH HOBOOOPAa30BaHUSIMHU
TUM(GOUIHOM, KPOBETBOPHON M PpOJCTBEHHBIX UM TKaHEH, pacCesiHHbIM CKJIEpO30M, JIMI[ Tocie
TpaHCIUIaHTaIMK opranoB u (uin) Tkanei" (CoOpanue 3akoHoaTeabcTBa Poccuiickoit @eneparuu, 2012,
N 1, ct. 186).

2. llocranosnenue IlpaButenbctBa Poccuiickoit ®@enepanuu ot 26 ampens 2012 r. N 404 "O6
yrBepxkaeHnun [IpaBun Benenus denepanbHOro peructpa Jjuil, O0JbHBIX reMoQuiInel, MyKOBUCIUI030M,
runoguzapHelM HaHU3MOM, OoJie3HbIO ['omle, 3710KkayecTBEHHBIMH HOBOOOPA30BAHUAMH JMMQPOUIHOM,
KPOBETBOPHOU U POJICTBEHHBIX UM TKaHEH, pacCesTHHBIM CKJIEPO30M, JIMII IIOCJIE€ TPAHCIIJIAHTAIIMA OPraHOB
u (wm) tkaneit" (CoOpanue 3akoHogarenscTBa Poccuiickoit @enepanunu, 2012, N 19, cr. 2429).

3. Ilynkter 176 m 190 n3meHeHui, KoTopele BHOCATCA B akThl lIpaButenbcrBa Poccuiickoit
@enepanuy 1Mo BOMpoOcCaM JeATeNIbHOCTH MuHucTepcTBa 31paBooxpaHeHust Poccumiickoit ®enepanmu,
YTBEPKACHHBIX noctaHoBineHuem IlpaBurensctBa Poccuiickoit denepanuu ot 4 centsops 2012 r. N 882
"O BHeceHMM U3MEHEHMH B HeEKOoTopble akThl [IpaButenbcrBa Poccuiickoi depepannu 1o BONpOcaM
nesTenbHOCTH MuHHCTepeTBa 3apaBooxpaneHust Poccuiickoit @eaepanun" (Cobpanne 3aKOHOAATEIbCTBA
Poccuiickoit deneparuu, 2012, N 37, ct. 5002).

4. Tlocranosnenue IlpaBurensctBa Poccuiickoit @enepamuu ot 24 anpens 2015 r. N 389 "O
BHECCHMHM M3MEHEHMI B moctaHoBieHue I[IpaButensctBa Poccuiickoit deaepanun ot 26 nexadbps 2011 r.
N 1155" (Cobpanue 3akoHomatenbcTBa Poccutickoit @enepanmu, 2015, N 18, ct. 2709).

5. Tlocranosnenue IlpaButensctBa Poccuiickoit ®epeparuu ot 9 ampens 2016 . N 288 "O
BHeceHun wusMeHeHuil B [lpaBuna Benenuss @epepalbHOrO perucTpa JHll, OOJBHBIX TreMOo(uInei,
MYKOBUCIIII030M, TUIIO(GU3apHBIM HAaHU3MOM, 00Jie3HbI0 ['o111e, 310KaueCTBEHHBIMU HOBOOOPa30BaHUSIMU
TuMGOUIHOM, KPOBETBOPHON M PpOJCTBEHHBIX UM TKaHEH, pacCesiHHBIM CKJIEpO30M, JIMIl Tocie
TpaHCIUIaHTaIMK opranoB u (nin) Tkanei" (CoOpanue 3akoHomareabcTBa Poccuiickoit @enepanuu, 2016,
N 16, ct. 2225).

6. Ilocranosnenue IlpaBurenbctBa Poccuiickoit @enepaunu ot 11 aBrycra 2016 . N 784 "O
BHECCHUHM M3MEHEHHH B mocraHoBieHue I[IpaButensctBa Poccuiickoit deaepanun ot 26 nexadbps 2011 r.
N 1155" (Cobpanue 3akonoaarenbctBa Poccuiickoit denepanuu, 2016, N 34, ct. 5242).

7. llocranosnenue IlpaButensctBa Poccuiickoit @enepaunn ot 17 ampens 2017 r. N 457 "O
BHECEHUM HU3MeHeHuM B llonokeHune o 3aKkyrnkax JIEKapCTBEHHBIX IPEenaparoB, NpeJIHa3HAYCHHbIX JIs
obOecrieueHUs JHI, OOJILHBIX TeMO(MUINEH, MYKOBUCIHI030M, TUNO(HU3APHBIM HAHU3MOM, OOJIE3HBIO
lome, 310KayecTBEHHBIMH HOBOOOpPA30BaHUAMU JTUMGOUIHOM, KPOBETBOPHON U POJCTBEHHBIX UM
TKaHEW, PacCesHHBIM CKJIEpO30M, JIHUI] MOCie TpaHCIUIaHTanuu opraHoB W (uiu) TkaHei" (CoOpanue
3akoHoAarenscTBa Poccuiickoit ®enepanuu, 2017, N 17, ct. 2577).
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