IHocranosisienne IlpaBurenscrea P® ot 26 Hosiops 2018 r. N 1416
"O nopsike opraHu3annu odecrnevyeHus JeKapCTBEeHHBIMU NMpenapaTaMu Jiuil, 00J1bHbBIX
remoduiueii, MyKOBHCIIHI030M, THIIO(U3APHBIM HAHU3MOM, 00J1e3HbI0 ['o11e, 3J10KaYeCTBEHHBIMHU
HOBOOOpa30BaHUSIMH JUMGONTHOH, KPOBETBOPHOI U POACTBEHHBIX UM TKaHEH, pacCesitHHbIM
CKJIEPO30M, TeMOJIUTHKO-YPEMHYECKUM CHHAPOMOM, FOHOIIECKMM APTPUTOM C CHCTEMHBIM

Ha4ajoM, mykonosmcaxapuao3om I, I u VI tunos, aniactuyeckoit anemued HeyTOYHEHHOM,
HacjeacTBeHHbIM Jdedunutom pakropos 11 (pudbpunorena), VII (s1aduabuoro), X (Croapra -

IIpayspa), 1un mocJie TPAHCIJIAHTALIMU OPTraHOB U (MJIM) TKaHei, a Tak:Ke 0 MPU3HAHUMN

YTPATUBIIMMH CHJIY HEKOTOPBIX akToB IIpaBurenbcTBa Poccniickoit @enepanun'

C n3MeHeHHSIMH H JAOIMOJTHCHUSAMM OT:

27 mapta 2020 .
APAHT:

Hacrosimee nocrtanosnenue Berynaet B cuity ¢ 1 ssuaps 2019 r., 3a UCKIIIOYEHUEM ITYHKTA 2, KOTOPBIM
BCTyMAaET B cuity ¢ 27 Hos0ps 2018 1.
B coorBercTBuM ¢ nyHKTOM 21 yactu 2 ctathu 14 u yactamu 7 - 9 crarbu 44 denepanbHOro
3akoHa "O0 oCHOBax OXpaHbl 3J0pOBbs rpaxkaan B Poccuiickoit @enepanun [IpaButensctBo Poccuiickoit
®denepalyiyl MOCTAaHOBIISET:

Undopmarus 06 n3MEHEHUAX:

Ilynkm 1 uzmenen ¢ 7 anpens 2020 2. - [locmanosnenue I[Ipasumenscmea Poccuu om 27 mapma 2020 .
N 344

1. YTBepauTh npunaraeMele:

[TpaBuia opranu3anuu 0OecreueHus JIEKapCTBEHHBIMH TpenapaTaMu JIUI, OOJbHBIX TeMO(HIUEH,
MYKOBHUCIIMJI030M, THIIO(HU3apHBIM HAaHU3MOM, 0o0Jie3HbI0 [ o111e, 3710KaueCTBEeHHBIMH HOBOOOPA30BAHUAMU
TuM(OUIHON,  KPOBETBOPHOH W POJCTBEHHBIX HMM  TKaHEW,  pacCesHHBIM  CKIEPO30M,
TFEMOJUTUKO-YPEMUYECKUM  CHHIPOMOM,  IOHOLIECKMM  apTPUTOM €  CHCTEMHBIM  HaydajoM,
Mykonoscaxapuao3om I, II m VI tunos, amractnyeckoil aHeMHelW HEYTOYHEHHOM, HacCJIeICTBEHHBIM
nedurutom ¢dakropoB Il (pubpunorena), VII (mabunbnoro), X (Crroapra - Ilpayspa), aui mocne
TpaHCIJIAaHTAllMM OPTraHOB U (WJIN) TKaHEH;

[TpaBuna Benenuss denepadbHOrO pErucTpa JuL, OOJBHBIX TreModuianed, MYyKOBHUCIHIO030M,
runoduzapHbpIM HaHU3MOM, Oosie3Hblo ['omie, 3710KauecTBEHHBIMH HOBOOOPA30BAHUSMH JIMM(OUIAHOM,
KPOBETBOPHOM M POJCTBEHHBIX WM TKaHEW, pacCesIHHBIM CKJIEPO30M, TIE€MOJINTUKO-YPEMUYECKUM
CHHJIPOMOM, IOHOIIECKHM apTPUTOM C CHCTEMHBIM HadaaoM, Mykomnonucaxapuao3oMm I, II u VI tunos,
arIaCTMYeCKON aHeMHel HeYyTOUHEHHOM, HaclieACTBEHHBIM Jepunurom ¢axtopos Il (pudpunorena), VII
(mabunpHOTrO), X (CTroapTa - [Ipayspa), nuil nmocsie TpaHCIJIaHTAIlMK OPTaHOB U (MJIM) TKAHEH;

IepeYeHb yTpaTUBIIUX cuily akToB IIpaBurenscTBa Poccuiickoit denepanuu.

2. MunucrepctBy  3apaBooxpaHeHusi  Poccuiickoir ~ @enepani B YCTaHOBJICHHOM
3aKOHOAATeNbCTBOM  Poccuiickoit  @enepauuu  MOPSIAKE  OCYIIECTBUTh 3akynky Ha 2019 ron
JIEKapCTBEHHBIX IMPenapaToB JUIsl MaTOT€HETUYECKOro JICYEHUS JIUIL, OOJIbHBIX T€MOIUTUKO-YPEMUUYECKUM
CHUHAPOMOM, HOHOLIECKUM apTPUTOM C CHCTEMHBIM HadajaoM, Mykomnonucaxapunosom I, II nu VI tunos,
BKJIFOUEHHBIX B [IEpPEUYECHb KU3HEHHO HEOOXOIMMBIX U BaXKHEUIIUX JIEKAPCTBEHHBIX MPENapaToB.

3. MunucrepctBy 3apaBooxpanenus Poccuiickoit ®enepanuu 1aBaThb Pa3bsACHEHUS 110
MPUMEHEHHUIO MPaBUJI, YTBEPKJACHHBIX HACTOSIIUM IOCTAHOBIIEHUEM.

4. Hacrosiiee ocTaHOBIEHUE BCTynaeT B cuiy ¢ | sHBapa 2019 r., 3a HCKIIIOUEHUEM IIYHKTA 2,
KOTOPBIN BCTYMAET B CHILY CO AHS O(UIIMATIBLHOTO OMYOJIMKOBAHUS HACTOSIIIETO TOCTAHOBICHHUS.

IIpencenarens [IpaBurenscTBa 1. MenBenes
Poccutickoit denepanuu
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Wndopmarus 06 H3MEHEHHSX:

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

YTBEPXAEHbBI

nocranoBienueM IlpaBuresbcTBa

Poccuiickoii ®enepauuu

oT 26 HosiOps 2018 r. N 1416

IIpaBuia
OpraHu3anum odecneveHusi JJeKapCTBEeHHbIMH MpenapaTaMu Juil, 00JbHbBIX reModuinei,
MYKOBHCIHUI030M, THNIO(U3apPHBIM HAHM3MOM, 00/1e3HbI0 ['o111€, 3/I0Ka4YeCTBEHHBIMHU

HOB0OOpa30BaHUAMH JUM(OUTHOMH, KPOBETBOPHOI U POJCTBEHHBIX MM TKaHEl, pacCessHHbIM

CKJIEPO30M, TeMOJTUTHKO-YPEMHUYECKUM CHHAPOMOM, IOHOIIECKUM APTPUTOM C CMCTEMHBIM
Ha4yaJoM, mykonoJsmcaxapuao3om I, II u VI tunos, annacruyeckoil anemueid HeyTOYHEHHOI,
HacjeacTBeHHbIM JedunutoM ¢akropos Il (pudpunorena), VII (1adéunabnoro), X (Ctoapra -

IIpayspa), 1un mocJjie TPAHCIJIAHTALMA OPTraHOB U (MJIM) TKAHel

C n3MeHeHHSIMH H JAOIMOJITHCHUSAMM OT:

27 mapta 2020 r.

Undopmarus 06 n3MEHEHUAX:

Ilynkm 1 uzmenen ¢ 7 anpens 2020 2. - [locmanoenenue I[Ipasumenscmea Poccuu om 27 mapma 2020 .
N 344
1. Hacrosmue IlpaBwia ycTaHaBIMBAIOT IMOPSIOK OPTaHU3AMHA OOECIICUCHUs JIUI, OOJIbHBIX
remMounueii, MyKOBHCIIMI030M, TUNO(HU3apHBIM HaHU3MOM, Oolie3HbIO [olle, 3JI0KaYyeCTBEHHBIMU
HOBOOOpa30BaHUSAMHU JTUM(OUTHONW, KPOBETBOPHOU U POACTBEHHBIX UM TKAaHEH, pacCesHHBIM CKIIEPO30M,
TEMOJUTUKO-YPEMUYECKUM  CHHIPOMOM,  IOHOLIECKMM  apTPUTOM €  CHCTEMHBIM  HayajoM,
Mykonoscaxapuao3om I, II m VI tunos, ammactnyeckoil aHeMHeld HEYTOYHEHHOM, HacCJIeICTBEHHBIM
nepunutoM ¢akropos Il (pubpunorena), VII (mabunbnoro), X (Crroapra - Ilpayspa), aui mnocne
TPaHCIUIAHTAllMM OpraHoB W (WiM) TKaHell (nanee - OOJIbHBIE), JIGKAPCTBEHHBIMU IpernapaTtaMu JUis
MEAMIMHCKOTO MPUMEHEHUSs, MpeHa3HAYeHHbIMU JJISl JICYEHUs 3THUX 3a00JIeBaHUM, MO YTBEPKIAECHHOMY
[TpaButenscTBoM Poccuiickoit @enepaliuu NepedHIo JIEKapCTBEHHBIX MpenapaTroB, CPOPMUPOBAHHOMY B
YCTaHOBJIEHHOM UM HOpsAKe (J1ajnee - JeKapCTBEHHbIE Mpenaparhl), a TAKXKe MOPSIOK U YCIOBUS ITepeaavu
JIeKapCTBEHHBIX IpenapaToB B COOCTBEHHOCTh cyObekToB Poccuiickoit denepannu.
2. HWcrounukoM (QUHAHCHPOBAHUS OpTraHU3AUN oOOecreyeHuss OOJIbHBIX JIEKAPCTBEHHBIMHU
npenapaTtamMi SIBISIFOTCSL  OIOJDKETHBIE AaCCUTHOBAHHMSA, NpEAyCMOTpEHHbIE B (enepanbHOM OropKeTe
MununcrepcTBy 3apaBooxpanenus Poccuiickont denepanuu.

Wndopmarys 06 W3MEHEHHSAX:

Ilynkm 3 uzmenen c 7 anpens 2020 2. - [locmanoenenue Ilpasumenscmea Poccuu om 27 mapma 2020 2.
N 344
3. IIpaBo OonpHOrOo Ha o0OecrmeueHUe JIEeKAPCTBEHHBIMUA TMperapaTaMd BO3HHUKAEeT CO JHS
BKJIFOUCHHUSI CBEJICHUW O HEM B PETHOHAIBHBIA cerMeHT DefepaqbHOr0 perucTpa Jull, OOJbHBIX
remMounueii, MyKOBUCIIMI030M, TUNO(HU3apHBIM HaHWU3MOM, Oolle3HbIO [olle, 3JI0KaYeCTBEHHBIMU
HOBOOOpa30BaHUSIMU JTUM(POUTHOU, KPOBETBOPHON M POJACTBEHHBIX UM TKaHEH, pacCEIHHBIM CKIIEPO30M,
FEMOJIUTUKO-YPEMUYECKUM  CHHIPOMOM,  IOHOIIECKMM  apTPUTOM C  CHUCTEMHBIM  HAydajiowm,
mykomnoaucaxapuno3oMm I, II u VI Tunos, ammactuyeckod aHeMuel HEYTOYHEHHOM, HACJIEACTBEHHBIM
nepunutom ¢akropos Il (pubpunorena), VII (mabunbnoro), X (Crroapra - Ilpayspa), aui mnocne
TpaHCIUIAaHTAIIMKA OPTaHOB U (WIIK) TKaHel (Hanee - DeaepanbHBIA PETUCTD).
Jlata BkiIIO4YeHHs OOJNBHOTO B PErHOHAIBHBIA cerMeHT DenepalbHOrO peructpa (uKcupyercs
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JeyalyuM BpayoM B MEJUIIMHCKOM KapTe aMOyIaTOpHOTo OOJIBHOTO MM UCTOPUU PA3BUTUS PeOCHKA.

4. Opranuzamus obecrieueHuss MHUHUCTEPCTBOM 37ApaBooxpaHeHus Poccuiickoit depepanum 3a
cueT cpelcTB (enepanbHOro OrojKeTa OONBHBIX JICKAPCTBEHHBIMH IperapaTaMH OCYIIECTBISIETCS C
YY4E€TOM CTaHAapTOB MEAMIIMHCKOW MOMOINM, KIMHUYECKHUX pPEKOMEHJAlHi (MPOTOKOJIOB JIEYEHHS) U
CpeaHel KypCOBOM J103bI JIEKAPCTBEHHBIX MIPEMAPATOB.

5. Opranbl TOCYIapCTBEHHOW BiacTH CyOBeKkTOB Poccuiickoit ®enepanuu B cdepe OxXpaHb
3I0pOBbsI HE MO37HEEe | HOAOps TEKyIIero rojaa MpeACTaBISOT B MUHHCTEPCTBO 3paBOOXpPAHEHUS
Poccuiickoii denepannu 3asBKM Ha MOCTABKY JIEKAPCTBEHHBIX IpernapaToB Mo (opme, YTBEPKACHHON
yKa3zaHHBIM MUHHCTEPCTBOM (l1aynee - 3asBKH), C MPHJIOKEHHEM OOOCHOBAaHUH MO MX 00bEeMy, a TaKxke
nepeyeHb OpraHu3aluid, MMEIOIIUX JIMIEH3WI0 Ha  OCYIIECTBIEHHWE MEIUUUHCKON U  (Win)
dapManeBTUYECKON  JeATeNbHOCTH B cyOwbekrtax  Poccmiickoit ~ @enmepamuu  (mamee -
OpraHU3aIMHU-TI0TY4aTe ), B IEJSIX NOCTaBKH OpPraHU3alUsIM-I0JIydaTeNsIM JIEKapCTBEHHBIX MPENapaToB.

[TorpeGHOCTS (00BEM TOCTaBKM) B JIEKAPCTBEHHOM IIperapare OMpeneiseTcs ¢ Y4eTOM
KIIMHUYECKUX PEKOMEHJAIUil (MPOTOKOJIOB JIEUEHHUs)) M CpelHEd KYpCOBOM 03Bl JIEKAPCTBEHHOTO
npernapara UCXOAsl U3 eKeMeCTUHON (PaKTHUECKOW MOTPEOHOCTH OONBHBIX B JICKAPCTBEHHBIX IpernapaTax
B COOTBETCTBUU CO CBEJCHHSIMH PErMOHAIBHOTO cerMeHTa denepalbHOro PEerucTpa U HEOOXOAMMOCTH
dbopmupoBanus 3anaca Ha 15 mecses.

6. MunucrepctBo 3apaBooxpanenus Poccuiickoii ®enepauuu GopMUPYET KOMHUCCHUIO IO
PacCMOTPEHUIO 3as1BOK (Jajiee - KOMUCCHS), YTBEPIKIAET MOJI0KEHUE O KOMUCCUU U ee cocTaB. Komuccus
HAa CBOEM 3aceJaHhHM paccMaTpuBaeT 3asBKM Ha IMpeaMeT OOOCHOBAHHOCTH 3asiBICHHBIX OOBEMOB
JIEKapCTBEHHBIX IPENapaToB, NMPU HEOOXOAMMOCTH KOPPEKTHUPYET WX, U COIJIACOBBIBAET C BBIHECEHUEM
COOTBETCTBYIOIIETO PEIICHHUS.

CornacoBaHue 3asiBOK OCYILIECTBJISIETCS KOMMCCHEH C Y4acTHEeM IpEeJCTaBUTENIE OpraHoB
rocyapcTBeHHOUW BiacTu cyObekToB Poccuiickoit ®enepaunu (B TOM 4YHCIE C HCIOIB30BAaHUEM
UH(POPMALMOHHO-KOMMYHUKAIIMOHHBIX TEXHOJIOTU).

7. O0beM TOCTAaBOK JIEKApPCTBEHHBIX IIpemapaToB (opmupyercs B Impenenax OOIKETHBIX
ACCUTHOBaHUM, MPEIyCMOTPEHHBIX B  (enepalibHOM 3aKkOoHE O (QeaepalbHOM OrOJKeTe Ha
COOTBETCTBYIOIMI (PUHAHCOBBIM TOA M IUIAHOBBIM MEpPHOA, M JUMHUTOB OIO/DKETHBIX 0053aTeNbCTB,
JIOBEJICHHBIX B YCTAHOBJIEHHOM MoOpsAaKe 10 MuHucTepcTBa 3apaBooxpanenust Poccuiickoit @eaepanuu Ha
3aKyIIKy JE€KapCTBEHHBIX ITPENAapaTOB.

8. B coorBercTBUM ¢ 00beMaMu IOCTaBOK JIEKApPCTBEHHBIX IPENapaToB, YTBEPKICHHBIMHU
OopraHaMH rocynapcTBEHHOU BiacTu cyObekToB Poccuiickoit denepaiuu B cdhepe OXpaHbl 310pOBbs C
y4eTOM pemeHus Komuccud, MuHucTepeTBO — 3apaBooxpaHeHuss Poccuiickonn  ®enepanuu B
YCTaHOBJICHHOM 3aKOHOAATENbCTBOM Poccuiickoii @enepanyy MOPSAKE OCYIIECTBISAET —3aKYNKY
JIEKapCTBEHHBIX MTPENapaToB.

9. IlocTaBmMKM  J€KapCTBEHHBIX  IPENapaToB, ONPENEICHHBIE B  COOTBETCTBUH  C
3aKoHOAarenbCcTBOM Poccuiickont denepanuu, HOpeACTaBISIIOT B MHMHHCTEPCTBO  31pABOOXPAHEHMS
Poccuiickoit ®eneparn ohopMiIeHHBIE B YCTAHOBICHHOM MOPSJIKE TOKYMEHTHI, OATBEpKIatoIue (pakt
MOJTyYEHUS! OpraHU3alUsAMU-TIOTyYaTeNI MU JIEKAPCTBEHHBIX MPENapaToB, B TOM YHCII€ HAKJIAAHbIE U aKThI
pHeMa-nepeaun JEKapCTBEHHbIX MTPENapaToB.

10. MunucrepcTBO 3apaBooxpanenus Poccuiickoit denepanun B Teyenue 10 paboumx gHEH co
JIHSI TIOCTYIUICHUS aKTa NpHUeMa-mnepesadyd NPUHUMAET Ha YYeT JIEKapCTBEHHBbIE Mpenaparbl U M3JaeT
pacnopsAUTeNbHbIE aKThl O Tepefade JIEKapCTBEHHBIX MpPENnapaToB OpraHaM HCIIOJIHUTENbHON BIIACTH
cyobektoB Poccuiickoii ®enepaunu, OINpeaeleHHbIM BBICHIMM JODKHOCTHBIM JIMIIOM CyObekTa
Poccuiickoit deneparnuu (pyKOBOIUTEIEM BBICIIETO MCIOJHHUTEIBHOTO OpraHa roCyJapCTBEHHOW BIIACTH
cyobekta Poccuiickoit denepanyn) (nanee - yrnoJHOMOYEHHBIE OpraHbl), C YKa3aHHEM HOMEHKJIATYpHI,
KOJIMYECTBA U CTOMMOCTH JIEKAPCTBEHHBIX MPENapaToB B OTHOIMIEHUH KaXKIOr0 YIIOJTHOMOYEHHOTO OpraHa.

11. MunuctepcTBo 31paBooxpanenust Poccuiickoit @enepannu B TeueHue 5 pabouux AHEN co IHS
U3JIaHUSI PacCTIOPSIAUTENBHOIO aKTa, MpeaycMoTpeHHoro nmyHkToM 10 Hacrosmux [IpaBui, HampaBisier B
YIIOJIHOMOYEHHBIE OpPraHbl (B 2 3K3eMIUIIpax) U3BELICHUE O MOCTABKE JIEKAPCTBEHHBIX MPENapaToB U aKT
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npueMa-nepesadn, NoANUCaHHble yKa3aHHBIM MUHUCTEPCTBOM.

12. YnosHOMOYEHHBIC OpraHbl B TEUCHHE S5 PaboumMX THEH CO JIHSA TMOJYYEHUS H3BEIICHHUS O
IIOCTAaBKE JIEKAPCTBEHHBIX IIPENaparoB M akra IpuUeMa-Nepesadyd, IMPeIyCMOTPEHHbIX HYHKTOM 11
Hacrosmux IlpaBui, MOANMCHIBAIOT M 3aBEPSIIOT IEeYaThbl0 00a 3K3EMIUISIpa M3BEILEHHUS O IOCTaBKe
JICKapCTBEHHOTO Mpernapata W o0a SK3eMIUIsipa akTa NpHeMa-lepeaadd, MOCIe Yero BO3BpAIlalOT B
MunucrepcTBo 3npaBooxpaHeHus Poccuiickoin @enepanuy OAMH SK3EMIUIAP YKAa3aHHOI'O M3BEILECHUS U
OJIMH PK3EMILISP aKTa IIpUeMa-repeiayn.

13. YnonHOMOYEHHBII OpraH Ha OCHOBAHMM aKTa IpUeMa-lepefadyd IMPUHUMAcT Ha Y4er
JIEKapCTBEHHbIE TpernapaTrbl U B TeUeHHE 5 pabouyux JHEW cO JHS MOJMYYECHHUs aKTa MpHueMa-lepeaadu
U3JIAET PACIOPAIUTENBHBIN aKT O Iepefade JEKapCTBEHHBIX IPENapaToB OpPraHU3alusAM-IIOIydaTeNsiM ¢
YKa3aHHEM HOMEHKJIATypbl, KOJIMYECTBA U CTOMMOCTH JIEKAPCTBEHHBIX IPENApAaTOB B OTHOIIEHUHU Ka)K10U
OpraHu3alUHU-I10Ty4aTeIs.

14. Opranu3anuu-monydaTend B TeYeHHE 2 pabouyux JOHEH co JHS MOJy4YeHHs JIOKYMEHTOB,
IOATBEPKIAIOIIUX MIepelady UM JIEKAPCTBEHHBIX IIPENapaToB, IPUHUMAIOT JIEKAPCTBEHHBIE IPENapaThl Ha
ydeT, 00eCTIeYMBaIOT UX COXPAHHOCTD U II€JIEBOE MCITOJIb30BAHHE.

15. MunucrepcrBo 3npaBooxpaHeHust Poccuiickoit ®@enepanuu B yCTaHOBICHHOM MM IIOPSIZIKE
OCYIIECTBIISICT MOHUTOPUHT JBM)KCHHUS M ydeTa JIEKapCTBEHHBIX IpenapaToB B cyObekrax Poccuiickoit
®enepanyy, AOBOAUT [0 CBEACHHMS YIOJIHOMOYEHHBIX OpraHOB IIOJIyYEHHBIE II0 pe3yJbTaTam
MOHMTOPHHTIA JIaHHBIE, B TOM YHUCJIE CBEJCHUS O HOMEHKJIaType, KOJIMYECTBE U CTOUMOCTH JIEKAPCTBEHHBIX
npenapaTos, 00 OTCYTCTBHM MOTPEOHOCTH B OT/ENBHBIX JIEKAPCTBEHHBIX Ipernaparax Ju0o0 O MOSBICHUU
JIOTIOJTHUTEIIPHON TOTPEOHOCTH B JIGKAPCTBEHHBIX IIperaparax B CBA3M C H3MEHEHHEM B CYOBEKTe
Poccuiickoii denepanuu 4YHUCICHHOCTH OOJBHBIX, M3MEHEHUSIMM B HA3HAYEHUSAX MEIUIMHCKUMU
pabOTHUKAMU  JIEKApCTBEHHBIX IpernaparoB OOJbHBIM W  COIJIACOBBIBAET  I€pepaclpeesieHne
JIeKapCTBEHHBIX IpenapaToB Mex1y cyobekTamu Poccuiickoit denepanyu.

16. Ilepemaua JekapCTBEHHBIX INpemaparoB oIHUM CcyObekToM Poccuiickoit ®enepanuu B
COOCTBEHHOCTh Jpyroro cyOwbekTa Poccuiickoit @enepanuu OCyIIECTBISETCS Ha OCHOBAaHHMU aKTa
npuema-nepenadyu. MUHHCTEPCTBO 3ApaBooxpaneHus Pocculickon denepanun yBeIOMISIETCS O Iepeaayde
JIEKapCTBEHHBIX IpemapaTtoB B 10-gHEBHBIM CpOK TOCIE€ MOANMCAHUS akTa IpueMa-lepensadn
YIOJIHOMOYEHHBIMH OpraHaMH.

17. MuHucrepcetBo 3apaBooxpaneHus Poccuiickont denepannn npeacTaBiseT €KeKBapTaabHO, 10
10-ro ymncia Mecsia, CIeayoIIero 3a OTYETHBIM KBapTaJioM, B DeiepalibHyI0 clyX0y 1o Hai30py B cdepe
3/IpaBOOXPAaHEHMsI CBEJCHHUS O Iepesade JeKapCTBEHHbIX MpenapaToB cyobekTy Poccuiickoit denepannn
U COTJIaCOBAHHBIX IepepaclpeeleHUsIX JIEKApCTBEHHBIX IpernapaToB MexIy cyobektamu Poccuiickoii
@enepanii B LENSIX OCYLIECTBIECHUS KOHTPOJIA 3a ILEJIEBBIM HCIOJIB30BAHUEM JIEKAPCTBEHHBIX
[penapaToB.

18. B nensax obecrieueHus: OONbHBIX JIEKAPCTBEHHBIMM IpernapaTaMu B MOPSAKE, YCTAHOBIEHHOM
3aKoHoOAarenbCcTBOM Poccuiickoit denepanuu, OCyIeCTBISAETCS HA3HAYCHUE JICKAPCTBEHHBIX IPENapaToB
U 0(hopMIIEHHUE PELIETITOB Ha JIEKAPCTBEHHbBIE MpenapaThl.

19. Tlpu HazHaueHUH OOJIBLHOMY JIEKAPCTBEHHBIX MpEnaparoB Jiedaluii Bpad HHGOPMUPYET €ro o
BO3MOXXHOCTH TIOJIYYEHHUS UM COOTBETCTBYIOLIUX JIEKAPCTBEHHBIX MpenapaToB Oe3 B3MMaHUsS IUIAThHl B
COOTBETCTBUU C 3aKOHOJATEIbCTBOM Poccuiickoi denepanni.

20. B mensx AMHaAMUYECKOro HaOMIOAEHUS 3a OOJBHBIM U COOJNIONEHUS MEPUOAUYHOCTU
MOCEUIEHUS] MM  MEIUIIMHCKOM  OpraHu3aluy JieYalluM BpayoM  ONpeneNseTcs  KOJIHYECTBO
JIEKapCTBEHHOTO Iperapara, eAMHOBPEMEHHO 0(OPMIIEHHOTO Ha PELENTYPHOM OJIaHKE B COOTBETCTBHH C
PEKOMEHI0BAaHHON CPETHECYTOYHOM KYPCOBOM J1I030M M CPOKOM, Ha3HAYEHHBIM JUIS IIOCEIIEHUS.

21. MeauuuHCKasi OpraHu3anus MpeaoCcTaBiseT OOJIbHOMY MM €r0 3aKOHHOMY INpEICTaBUTEIIO
uH(popMalio 00 OpraHu3alusaX, PacloJ0KEHHBIX B TpaHUIAX MYHHUIIMIAILHOTO 00pa30BaHUs [0 MECTY
KHUTEIHCTBA UM MECTY NMpeObIBaHUs (B CiIydae €Ciid CPOK NMpeObIBaHUS MPEBHILAET 6 MecsIeB) 00JBLHOTO
Y OCYILECTBIISIONINX OeCIIaTHBINA OTITYCK JIEKAPCTBEHHBIX IIPENapaToB, HA3HAYEHHBIX JICUalM BPadOM.

22. Tlocne BKIOYEHHs OOJIBHOTO B pETMOHAIbHBIN cerMeHT denepalbHOrO perucTpa Ha3HaueHUe
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Y OTIIyCK EMY WJIH €T0 3aKOHHOMY MPEJCTABUTEIIO JIEKAPCTBEHHBIX MPENapaToOB OCYIIECTBISETCS B CPOK,
He npeBbImarmmi 20 pabounx JTHEH CO THS BKIOYCHUS.

23. Opranuzanusi obOecreueHHs JIGKAPCTBEHHBIMU IIperaparaMu OOJBHBIX, MPOKUBAIOUINX B
CTAIlMOHAPHBIX OpPTaHHU3AIMAX COLUAIBHOTO OOCIY)KMBAHHS WM OTOBIBAIOUIMX HAaKa3aHUE, CBA3aHHOE C
JHMIIEHHEM CBOOO/IbI, OCYIIIECTBISETCS COOTBETCTBYIONIECH OpraHn3anuei.

24. B cnydae BwIe3ga OOJNBHOTO 3a Mpeaesbl TeppuTopuu cyobekTa Poccuiickoit deneparuu, B
KOTOPOM OH TMPOXHBAET, Ha TEPPUTOPHUIO Apyroro cyowekra Poccuiickoit denepanuu Ha CpOK, HE
MIPEBBIMIAOIINN 6 MeCsIeB, TAKOMY OOJIBHOMY OPraHOM T'OCYAapCTBEHHOM BiIacTh cyObekTa Poccuiickoii
@Denepaun B cepe OXpaHbl 310pPOBbsI OPTaHU3YeTCsl HA3HAUYEHHUE JIEKAPCTBEHHBIX IPEnapaToB Ha CPOK
npHueMa, paBHBIM CpPOKY €ro BbIe3lla 3a Impelenbl Tepputopun cyobekra Poccuiickoit denepanuu, naudo,
YUUTBIBasl CPOKM TOAHOCTH HMMEIOIIMXCS OCTAaTKOB JIEKAPCTBEHHBIX IPENapaTroB, OOECIEUEHUE TAKOTO
00JILHOTO JIEKAPCTBEHHBIMU MpenapaTaMyu Ha COOTBETCTBYIOIIUIN CPOK.

CBeneHMs O KOJHMYECTBE HA3HAUYEHHBIX MJIM OTIIYIIEHHBIX OOJBHOMY WIJIM €ro 3aKOHHOMY
MIPEACTABUTENIO JIEKAPCTBEHHBIX MPENApaTOB BHOCATCA B pPErHOHaNbHBIM cerMeHT denepaibHOro
perucrpa.

25. B cnydae Bble3fa OOJIBHOTO 3a Ipeenbl Tepputopun cyonekra Poccuiickoit @eneparuu, B
KOTOPOM OH IIPOKMBAET, Ha TeppUTOpuI0 Jpyroro cyobekta Poccuiickoii ®enepanuu Ha CpoOK,
MPEBBIIIAIONINK 6 MeCALeB, U B CIy4yae U3MEHEHHUSI MECTa KUTEIbCTBA TAKOMY OOJIbHOMY Ha3HA4al0TCA
JIeKapCTBEHHbIE MpenapaTsl Ha CPOK MpHemMa He 0ojee OJHOr0 Mecsla JUOO OpraHu3yeTcs OpraHoOM
rocyapcTBeHHOU BiacTu cyOnekta Poccuiickoit ®Denepanuu B cepe oxpaHbl 310pOBbs OOecreyeHHe
TaKOTo OOJIHHOTO JIEKAPCTBEHHBIMU TIpPETapaTaMu Ha CPOK Ipuema He 0oJiee OHOTO MecsIa.

Caenenust 0 TakOM OOJILHOM TMOJJIEKAT UCKIIIOUEHUIO U3 PETHOHALHOTO cerMenTa deaepanbHOro
peructpa cyobekra Poccuiickoit @enepanuu, ¢ TEppUTOPUN KOTOPOro Bble3kaeT O0JIbHOM, U nepenaye (B
TOM 4HCI€ C HCIOJb30BAaHUEM  HHQPOPMAIIMOHHO-KOMMYHUKAIIMOHHBIX  TEXHOJOTUH)  Oprany
rocyJapcTBEeHHOH BiacTu cyowsekta Poccuiickoit @enepamyu B chepe OXpaHbl 3A0POBbS, HA TEPPUTOPHUIO
KOTOpPOTO BbeXal OONBHOW, /Ui BKJIIOYEHHUS B PETMOHAIBHBIN cermMeHT defepaibHOro pPerucrpa 3TOro
cyonekTa Poccuiickoit @enepanuu.

Jaroil BKiIIOUEHHMs] CBEICHMH O OOJBHOM B pErHOHAJbHBIN cerMeHT DelepanibHOr0 perucrpa
cyorekToMm Poccuiickoit ®enepannu, Ha TEPPUTOPUIO KOTOPOTO BbeXald OOJBHOW, SIBISETCA JCHD,
CJIEYIOIINH 3a THEM HUCKIIIOUEHUS CBEACHHUN O HEM U3 PETMOHAIBHOIO cerMeHTa denepalbHOrO PErucTpa
cyonrexToM Poccuiickoit denepaiuu, ¢ TEppUTOPUN KOTOPOTO BbieXajl O0JIbHOM.

26. Opran rocynapcTBeHHOW BiacTu cyowbekta Poccuiickoit dexepanuu B cdepe OXxpaHbl
3/10pOBbs, C TEPPUTOPUU KOTOPOTO BbieXan OOJIbHOM, MPEACTABIAET (B TOM YUCIE C HCIOJIb30BAaHUEM
UH(POPMALIMOHHO-KOMMYHUKAIIMOHHBIX TEXHOJIOTHI) IO 3ampocy opraHa TIOCYJapCTBEHHOH BiacTH
cyonrekta Poccuiickoit ®denepanun B cdepe OXpaHbl 37A0pPOBbs, Ha TEPPUTOPUIO KOTOPOTO BbEXall
0O0JIbHOM, CBEIEHUS O KOJUYECTBE HA3HAYEHHBIX WU (PAKTHUUYECKH IMPEIOCTABICHHBIX OOJBHOMY WM €ro
3aKOHHOMY TPEACTABUTENIO JIEKAPCTBEHHBIX IPENapaToB B COOTBETCTBUU C IMYHKTOM 25 HACTOSIIMX
IIpaBuir.

Wndopmarys 06 M3MEHEHHSAX:

Haumenosanue uzmeneno c 7 anpena 2020 2. - [locmanosnenue Ilpasumenvcmea Poccuu om 27 mapma
2020 2. N 344
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YTBEP/KJIEHbI
nocraHosieHrueM IlpaBuresbcTBa
Poccuiickoii ®enepauuu

oT 26 HosiOps 2018 r. N 1416

IIpaBuaa
BeeHust @egepaibHOro perucTpa JuLl, 00JbHBIX reMopuIneil, MyKOBHCIHI030M, THIIOQU3APHBIM
HAHU3MOM, 00J1e3HbI0 ['0111e, 3JI0KaYeCTBEHHBIMU HOBOOOPa30BaAaHUSIMH JIUM(OUTHOI,
KPOBETBOPHOH M POACTBEHHBIX UM TKaHeiH, pacCessHHbIM CKJIEP030M, FeMOJIUTHKO-YPeMU4YeCKIM
CHH/POMOM, IOHOLIECKMM APTPUTOM € CHCTEMHBIM HaA4YaJ10M, Mykonoaucaxapuaozom I, Il u VI
THIIOB, AIVIACTUYECKOM aHeMH el HeYyTOYHEHHOM, HaCIeACTBEHHBIM AepuunToM paxropos 11
(pudpunorena), VII (madunsnoro), X (Ctroapra - [Ipayspa), iui nocJjie TpaHCIJIAHTAIIMUA OPraHOB
U (MWJ1H) TKaHel

C u3MeHeHHSIMH U JTONOJHEHUAMH OT:

27 mapta 2020 .

Undopmaris 06 n3MEHEHUAX:

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

1. Hactosmue [IpaBuna yctaHaBIMBarOT MOPSAOK BeaeHUss dDenepanbHOro perucrpa aui, O0JIbHBIX
reMopmiInedl, MYKOBHCIHIO30M, THIMO(QU3APHBIM HAHU3MOM, Ooie3Hblo ['omie, 37T0KaueCTBEHHBIMH
HOBOOOpa30BaHUSAMHU JTUM(OUTHON, KPOBETBOPHOU U POACTBEHHBIX UM TKaHEH, pacCesTHHBIM CKIIEPO30M,
FEMOJUTUKO-YPEMUYECKUM  CHHJIPOMOM,  IOHOLIECKUM  apTPUTOM C  CHUCTEMHBIM  HayajoM,
mykomnoaucaxapuno3oMm I, II u VI Tunos, ammactuyeckord aHeMue HEYTOYHEHHOW, HACJIEACTBEHHBIM
nepunurom ¢akropoB Il (pubpunorena), VII (mabunbaoro), X (Crroapra - Ilpayspa), mum mocie
TPaHCIUIAaHTALMU OPTaHOB U (WJIM) TKaHEH (Jlajiee COOTBETCTBEHHO - O0nbHbIe, DeniepanbHblil perucTp).

2. Benenue denepanbHOro peructpa OCyIeCTBISIETCS B CIEIYIOMINX LEIIsX:

a) obecreyeHre JIeKapCTBEHHBIMU TpenapaTaMu JUIsl MEIUIIUHCKOTO IPUMEHEHUS, BKIIOYEHHBIMU
B yTBepxkJIeHHbIM lIpaButensctBom Poccuiickoit denepanuu nepedeHb JIEKApCTBEHHBIX IPENaparos,
c(OpPMHUPOBAHHBINM B YCTAHOBJIIEHHOM UM HOpsIKe (1ajiee - IeKapcTBEHHbIE Mpenaparsl), OOJIbHBIX 33 CUET
OIO/)KETHBIX ~ ACCUTHOBaHMWI, TpPEeAyCMOTPEHHBIX B  ¢eaepanbHOM  Oromkxere  MHUHHCTEPCTBY
3apaBooxpanenus Poccuiickoit denepanuu;

0) MOHUTOPHHT JBUKEHUS U yueTa OOJNbHBIX HA OCHOBAHUU CBEJEHUI, IPEACTABISEMbIX OpraHaMu
rocyIapcTBEHHOH BiacTH cyObekToB Poccuiickoii @eneparun B chepe 0XpaHbl 310pOBbS;

B) 2] ¢eKTUBHOE IJIAHUPOBAHUE U PACXOJOBaHHE (PUHAHCOBBIX CPEJCTB, HAMPABISIEMBIX Ha
3aKyNKy HEOOXOJIMMBIX JIEKAPCTBEHHBIX MpernapaToB s oOecrneyeHHss MMM OOJBHBIX IO MECTY
KHUTEIbCTBA WIN MECTY NpeObIBaHus (B CIIy4ae €Clid CPOK NMpeObIBaHUS PEBBIIIAET 6 MECSIIEB).

3. denepanbHBIA peructp sBiIgeTcs (deaepaibHOW HHGOPMAIIMOHHONW CHUCTEMOM, COCTOSIIEH W3
PETMOHAJIBHBIX CETMEHTOB M COZIEp KAILlEN CBEACHMUSI, TPELYCMOTPEHHbIE TYHKTOM 9 HacTosmux [IpaBu.

MunncrepcTBO 3apaBooxpaHeHus Poccuiickort @enepannu sBISETCS ONEPATOPOM 3TOM CUCTEMBI U
obecrnieunBaet ee becriepeboitHoe HYHKIITMOHHPOBAHHE.

4. Opransl rocynapcTBeHHOW BiacTH cyObekToB Poccuiickoit @enepanuu B cdepe OXpaHbl
3/10pOBbsI 00ECIIEUMBAIOT BHECEHUE CBEACHUH O OOJNBHBIX B PErHOHAIBHBIA cerMeHT PenepaabHOro
perucrpa B CpokK, HE IpPEBBIIIAIOIMNNA 5 pabounx IHEH co AHsS oOpaileHusi 00JbHOTO C YCTaHOBJICHHBIM
JIMarHO30M B MEIMIIMHCKYIO OPTaHU3aLHUIO TI0 MECTY €ro >KUTENbCTBA WIM MECTY NpeObIBaHus (B cllyyae
€CJIM CPOK MPeObIBaHUS MPEBHIIIAET 6 MECALIEB).

BrxitoueHne B permoHanbHbIM  cerMeHT @enepanbHOTO perucTpa CBEACHUH O OOJBHBIX
OCYIIIECTBIISIETCS MEAMIIMHCKOW OpraHMu3alieil 1Mo MeCTy UX JKUTEIbCTBA WM MeCTy NpeObIBaHHs (B
cllyyae eClIM CPOK NpeObIBaHMs MPEBBIIIAET 6 MecsleB) Ha OCHOBAHUU MEAMIMHCKUX JIOKYMEHTOB (MX
KONUI) WM BBIIUCKA W3 HUX, OTPa)XaroIIMX CBEACHHUS 00 YCTaHOBJIEHHOM JMAarHo3e M BHIOOpE
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MEpOTNPHUATHIA MO JICUCHHUIO MauueHTa. BkioyeHne cBeneHHi 0 OOJNIBHBIX C FeMOJIMTUKO-YPEeMUYECKHM
CUHIPOMOM, FOHOLIECKUM apTPUTOM C CUCTEMHBIM HaudajgoMm M MykomnonucaxapuuaoszoMm I, II u VI tunos
OCYILIECTBJISIETCSI HAa OCHOBAaHMM MEIULMHCKUX JIOKYMEHTOB WJIM MX KONMM M BBIIMCKA U3 HUX,
OTpaXKaIOIIUX CBEIEHUSI 00 YCTAaHOBJIECHHOM JMAarHo3€ U BbIOOpE MEPONPUATHUN MO JICYECHUIO IMAlUEHTa,
MOJYYEHHBIX OT (eiepaaIbHON METUIIMHCKON OpraHu3alny.

5. PerynupoBaHue OTHOLIEHH, CBSA3aHHBIX C BeeHueM DeepanbHOro perucTpa, OCylecTBIsAETCs
B COOTBETCTBHH C 3aKOHOJarelabcTBOM Poccuiickoit denepannu 00 mHPOpManuu, WHPOPMAIHMOHHBIX
TEXHOJIOTHSX U O 3alluTe HHPOPMAIUH.

6. MunucrepcTBo 31paBooxpanenus Poccuiickoit @enepanyiv ¥ opraibl roCyAapCTBEHHON BiacTu
cyonrekToB Poccuiickoit @enepanun B cdepe oXpaHbl 340pOBbsi 00ecredunBarOT KOH(UICHIINATIBHOCTD
CBeZieHMH, conepkamuxcs B denepaqbHOM pErucTpe, a TaKKEe XpPaHEHUE U 3aLUTY TAKUX CBEICHUM B
cooTBeTcTBUU ¢ DenepanbHbIM 3aKOHOM "O MEepCOHAIbHBIX TAaHHBIX .

7. Pa3memienne uHpopmauuun B DemepalbHOM PETHCTPE OCYILECTBISIETCS C MPUMEHEHHEM
YCUJIEHHOW KBAIU(PUIIMPOBAHHON 3JIEKTPOHHOI MOAMKCH B cOOTBEeTCTBUU ¢ DenepanbHbiM 3aKkoHOM "O0
AJIEKTPOHHOM ToAnucH".

8. denepanbHbIl PETUCTP BEAETCS B AJIEKTPOHHOM BHJIE€ C MPUMEHEHHUEM aBTOMATHU3UPOBAHHOU
CUCTEMBl IIyTEM BHECEHMsI PErHMCTPOBOM 3alUCH C IPUCBOCHUEM YHUKAJILHOTO HOMEpa PETUCTPOBOM
3allUCHU M YKa3aHUEM JIaThl €€ BHECCHUSI.

[Tpu BHECEHUM U3MEHEHUN B CBEAECHMS O OOJIBHOM JIOJIKHBI ObITh COXPaHEHbl YHUKAIbHBIA HOMEDP
PErUCTPOBOM 3aIMCH U UCTOPUS BHECEHUS U3MEHEHUN.

9. ®enepanbHBIN PETUCTP COJEPHKUT CIACTYIOIINE CBEACHUS:

a) CTPaxoBOW HOMEpP WHIAMBUAYAIBHOTO JIMIIEBOTO CYeTa OOJBHOTO B CHUCTEME 00S3aTENbHOIO
NIEHCUOHHOTO CTpaxoBaHus (IpU HAIUYHUH);

0) pamunus, UMs, OTYECTBO OOJIBHOTO, a TAKXKE (aMUJIHS, JaHHAS TIPU POXKICHUU;

B) J1aTa poXKJIeHUs1 OOJIBHOIO;

T') MoJ O0JIBHOTO;

1) apec MecTa >KUTEIbCTBA WJIM MECTa NMpeObIBaHus (B Cllydae €Clii CPOK NMPeObIBAHUSI IPEBBIILIAET
6 wMmecsneB) OompHOTO (¢ ykazanueM kojma mo OOmiepoccuiickoMy Kiaccu(puKaropy OOBEKTOB
aJIMMHHUCTPATUBHO-TEPPUTOPHAIBHOTO JIETICHUS);

€) cepus M HOMep nacmnopra (CBHIETEIbCTBA O POXKAECHUH) WM YAOCTOBEPEHHUS JIMYHOCTH
00JBbHOTO, a TAKXKE JaTa BbIJAUN yKa3aHHBIX JOKYMEHTOB;

XK) cepuss M HOMEp Iojuca O0s3aTeNbHOrO MEIMIIMHCKOTO CTpaxoBaHMsS OOJILHOTO H
HaVMEHOBAHME BBIJIABIIEH €r0 CTPAXOBOW MEINIIMHCKOW OPraHU3aluu;

3) wuHpopMmanMs 00 HMHBAIMAHOCTU (B Cllydyae YCTAHOBJICHMS TPYMNbl HHBAIMIHOCTH WIIH
Kareropuu "pedeHoK-uHBaIU");

W) IuarHo3 3a0oyieBaHUs (COCTOSIHMSA), BKJIOYas €ro Koj mo MexIyHapoJHOW CTaTHCTUYECKOM
KJaccupukanuu Ooje3Hell U mpodieM, CBS3aHHBIX CO 3J0POBbEM, a TaKXe Jara OCMOTpa OOJBHOTO U
JTaHHBIE O TUHAMHMKE COCTOSIHUS;

K) MHpOpMaIUs O MEIMWLMHCKOM OpraHum3auvu (HauMEHOBaHHE, OCHOBHOM TocCynapCTBEHHBIN
perucTpanMoHHbIil HoMep, ko7 1o OO6mepoccuiickoMy Kiaccu(pukaTropy HpeAnpHsITHH U OpraHu3anuil),
BBIJIABIIICH HAIlpaBJICHUE HA BKIIFOUYCHHE CBEJCHUN O O0NBbHBIX B DenepanbHbIil perucTp (HampaBieHne Ha
BHECEHUE M3MEHEHUI B CBEIEHM, cojepskauiecs B dDenepanbHOM PETUCTpe (Jajee - HalpaBlIEHUE), a
TaKk)Ke W3BEIICHHE 00 WCKIIOUYCHUH CBeACHWH o OompHBIX U3 DenmepanpHOro perucrpa (mamee -
W3BEILCHHE);

J) JaTa BKJIIOYEHHUS CBEIEHUI 0 OOJBHOM M JlaTa BHECEHMsI U3MEHEHHMH B CBEJEHHUS O OOJIHHOM B
®denepanbHbIN pETUCTD;

M) HHQOpMaIHs O Ha3HAYEHUHU JIeKapCTBEHHBIX [IPErnapaTos;

H) wuHpopMmanus 00 OTIycKe JIeKapCTBEHHBIX IpenapaToB (JaTa Hayana oOecredeHus
JIeKapCTBEHHBIMU MpenaparaMu U GakTUYECKUIl OTIYCK JIEKapCTBEHHBIX NPENapaToB);

0) Jara NPUHATHA peleHus 00 OKOHYaHHMM OO0ecledyeHHusl JIEKapCTBEHHBIMM IIperaparaMHu ¢
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yKa3aHueM MPUYUHBI (Bble3]1 3a mpenenbl Poccuiickoit denepanniy Ha TOCTOSSHHOE MECTO KUTEIbCTBA UITH
MecTO IpeObIBaHUS (B ciydae €cilu CpOK NpeOblBaHMs MpeBbIIIaeT 6 MecsleB), cMepTh OOJIBHOIO,
OTCYTCTBHE MOKa3aHUI K AajbHEHIIEMY IPUEMY JIEKAPCTBEHHOI'O IIpenapara) U O Iepefade CBEJCHHUI B
apxuB DenepanbHOrO PErucTpa;

n) uHpoOpMaLus O BKIIOUEHHH O0nbHOTO B DefepasibHbId PErHcTp JIMI, WMEIOMIMX IpaBO Ha
IIOJIyYEHUE TOCYHAPCTBEHHOM COLMAIBHOM IOMOLIM, W MHBIE PErucIpbl, IPELyCMOTPEHHBIC
3aKoHONATeNbCTBOM Poccuiickoit @enepanun, B 1ensx 00ecreueHHs JIGKapCTBEHHBIMHU IIperapaTaMu 3a
cyeT 010 KETOB O10/KETHOU crcTembl Poccutickoii deneparuy;

P) YHUKaJIbHBI HOMEP PETUCTPOBOM 3aIIUCH;

C) BBIIMCKA M3 MEIUIMHCKON JOKYMEHTAlMM OOJBHOIO, COJEepIKallasi CBEIEHUsI O Ha3HAYEHUU U
MCII0JIb30BAaHUU JIEKAPCTBEHHBIX MPENapaToB.

10. B ciyuae ycTaHoBieHUs JuarHo3a 3a0oJjieBaHMs (COCTOSIHMSA), YKa3aHHOro B IyHKTe |
HacToammx [IpaBui, uiam U3MEeHEHUs CBEACHUM, YKa3aHHBIX B OANYHKTax "a" - "x" myHkTa 9 HacTosmmx
[TpaBui, MEIUIIMHCKUE OpraHU3allu, B KOTOPhIX 0OJbHBIE HAXOAATCS MOJI MEJUIIMHCKAM HaOJIOJCHUEM,
B CPOK, HE MPEBBIMIAIONINNA 3 pabo4nx JHEH co AHA oOpameHust 00JBFHOTO C YCTAHOBJICHHBIM JHAarHO30M B
MEIMIUHCKYI0 OpraHu3alMi0 IO MECTy >KUTEJIbCTBA WIM MeECTy NpeOblBaHHMs (B Clydae €Cld CpOK
npeOBIBaHMS MPEBBIIIACT 6 MECSIIEB), MPEACTABISIIOT B AIEKTPOHHOM BUJE WIM HAa OyMa)KHOM HOCHTEIE
HalpaBJICHUS U U3BEIIEHUS B OPraH rocyJapCcTBEHHOH BiacTH cyOobekTa Poccuiickoit @enepanuu B cdepe
OXpaHbl 3/10pOBbs 1O (QOpME U B MOPSIKE, KOTOPbIE YTBEPXAEHBI MUHUCTEPCTBOM 31pPaBOOXPAHEHUS
Poccuiickoit @enepanuu.

11. [Jns 3anonHeHMs pernoHalbHOrO cermMeHTa @enepanbHOrO pPETUCTpa  OpraHU3alluH,
OCYILECTBIAIOIIMUE OTIIYCK JIEKAPCTBEHHBIX IIPENApaTOB, HA3HAYECHHBIX JIEUAlllUM BPadyoOM B COOTBETCTBUU
C IPElyCMOTPEHHBIM MOAMYHKTOM "a" myHKTa 2 HacTosimmx [IpaBun nmepeuneM, 10 5-r0 4uciaa KaxXiaoro
Mecsilla IPeCTaBIsI0T B OpraHbl rOCy1apcTBEHHON BiacTu cyobekToB Poccuiickoit denepanuu B chepe
OXpaHbl 370pOBbsl B 3JIEKTPOHHOM BHJE WM HAa OYMa)KHOM HOCHUTENE CBEJCHHUS 00 OTHYLICHHBIX 3a
IIPEIUIECTBYIOIUI MeCsL] JIEKAPCTBEHHBIX IIpenaparax.

12. B cnywyae ecnu cBeACHMs, NMPEAyCMOTpeHHbIe mMoamyHkramu "a", "x" u "no" myHkra 9
Hactosmux IlpaBwi, He NIpeACTaBICHbl B OpPraHbl TOCYJapCTBEHHOW BiacTH cyOBekToB Poccuiickoit
®enepanyu B chepe oxpaHbl 3710pOBbsl, YKa3aHHbIE OpraHbl BIACTH CaMOCTOSITENIBHO 3alpalliuBalOT 3TH
CBEJIEHUS B rOCYIapCTBEHHBIX BHEOIOKETHBIX (POHIaX.

Cenenuss o OOJbHOM (HaIlpaBJICHUs, HW3BEILIECHHS), MPEACTaBISEMble B JJIEKTPOHHOM BUJIE,
NOJJIEXKAT 3aBEPEHUI0 DJIEKTPOHHOM NOIIMUCHIO JTOJDKHOCTHOTO JIMIIA OpraHa roCylapCTBEHHOW BIIAacTU
cyonekTa Poccuiickoit @enepannu B chepe oXpaHbl 310pOBbSL.

13. B cnydae Bble3a 601bHOTO 32 npenensl Teppuropun Poccuiickoit denepanyy Ha TOCTOSHHOE
MECTO JKUTEIHCTBA WM MECTO MpeObIBaHUs (B CIIydae €ClId CPOK MpeObIBaHUS MPEBBIMIAET 6 MECSIICB), a
TaKXe B CIIydae CMEPTHU OOJBHOTO CBEJICHUS O HEM MOAJIEKAT ApXUBUPOBAHUIO.
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YTBEP/KJIEHbI
nocraHosieHrueM IlpaBuresbcTBa
Poccuiickoii ®enepauuu

oT 26 HosiOps 2018 r. N 1416

Ilepeyenn
yrpaTuBmux cuiy akToB [IpaBurenncrBa Poccuiickoii @enepanun

1. ITocranoBnenue IIpaButenscrtBa Poccuiickoit ®@eneparuu ot 26 mexabps 2011 r. N 1155 "O
3aKyIKax JIEKAPCTBEHHBIX IPENaparoB, MPeAHa3HAuYCHHBIX JUIsl 00ecredeHus UL, OOJIbHBIX reModuIineH,
MYKOBHUCIIHI030M, TUITO(HU3apHBIM HAaHU3MOM, 0oJie3HbI0 [ o11Ie, 3710Ka4eCTBEHHBIME HOBOOOPA30BaHUAMHU
TUMGOUIHOM, KpPOBETBOPHOM U POJCTBEHHBIX MM TKaHEH, pacCesHHBIM CKJIEpO30M, JHI[ IOCie
TpaHCIUIaHTaIMu opraHoB U (uinu) Tkanei" (Cobpanue 3akoHonaTenbcTBa Poccuiickoit ®eneparuu, 2012,
N 1, cT. 186).

2. Tlocranosnenue [IpaButenbctBa Poccuiickoit @eneparuu ot 26 ampens 2012 r. N 404 "O6
yrBepxaenun [IpaBun Benenus denepaibHOro perucTpa Jiuil, O0JIbHBIX reMOpIINel, MyKOBUCIUI030M,
runou3apHbIM HaHU3MOM, 00Je3HbIO lomie, 37I0Ka4eCTBEHHBIMH HOBOOOPA30BaHHUAMHU JTHM(OUIHOM,
KPOBETBOPHO U POJICTBEHHBIX UM TKAHEH, pacCesTHHBIM CKIIEPO30M, JIMII [TOCIIEe TPAHCIIJIAHTAIIUYA OPTaHOB
u () tkanei" (Cobpanue 3akoHoaarenbcTBa Poccuiickoit @enepannn, 2012, N 19, ct. 2429).

3. Ilynktel 176 u 190 u3menenuit, kotopesle BHOcsATCA B akThl [IpaBurenbctBa Poccuiickoii
@enepanuy 10 BONpOcCaM JeATENbHOCTH MunucrtepcrBa 3apaBooxpaHeHus Poccuiickoit ®enepanum,
YTBEpKACHHBIX mocTaHoBleHueM [IpaBurtennctBa Poccuiickoit denepanuu ot 4 centadpst 2012 r. N 882
"O BHeceHMM H3MEHEHMH B HeKoTopble akThl IlpaButenbctBa Poccuiickoit ®denepaunu nmo Bompocam
nesTenbHOCTH MuHKcTepcTBa 31paBooxpaneHus: Poccuiickoit @enepannu” (CobpaHue 3aKOHOAATETHCTBA
Poccuiickoit denepamnuu, 2012, N 37, ct. 5002).

4. Tlocranosnenue IlpaBurensctBa Poccuiickoit @enepaunn ot 24 ampens 2015 r. N 389 "O
BHECEHMH M3MEHEHUi B noctaHoBieHue IIpaButennsctBa Poccuiickoit depepanun ot 26 aexadps 2011 r.
N 1155" (Cobpanue 3akononatensctBa Poccuiickoit ®denepannu, 2015, N 18, ct. 2709).

5. Tlocranosnenne IlpaBurenscrBa Poccuiickoit ®depepanun ot 9 ampenst 2016 . N 288 "O
BHeceHHHn wu3MeHeHuil B IlpaBuna Benenuss denepanbHOro perucTpa Jul, OOJBHBIX TeMOo(UIHEH,
MYKOBHCIIMJI030M, TUIIO(PHU3apHBIM HAaHU3MOM, 00JIe3HbI0 [ o111e, 3710KaueCTBEHHBIMH HOBOOOPA30BaAHUSIMU
AMM(OUIHOM, KPOBETBOPHOH M POJCTBEHHBIX MM TKaHEW, pAacCessHHbIM CKJIEpO30M, JIMI[ TIOcie
TpaHCIIaHTaIuu opranoB u (unu) Tkane" (CoOpanue 3akoHomarenscTBa Poccuiickoit denepanuu, 2016,
N 16, ct. 2225).

6. Ilocranosnenne IlpaButenbctBa Poccuiickoit denepanmu ot 11 aBrycra 2016 . N 784 "O
BHECEHUH M3MeHeHHI B moctanoBienue [IpaButensctBa Poccuiickoii @enepannn ot 26 nexadbps 2011 r.
N 1155" (Cobpanue 3akononatensctBa Poccuiickoit ®enepamuu, 2016, N 34, ct. 5242).

7. IlocranoBnenue IlpaButenbctBa Poccuiickoit @enepanuu or 17 ampens 2017 r. N 457 "O
BHeceHHH n3MeHeHui B IlonojkeHue o 3aKymkax JIEKapCTBEHHBIX IPENaparoB, MpeIHa3HAuYEHHBIX IS
oOecrieyeHus JMIl, OOJIBHBIX TreMopuiInel, MYyKOBHCUHIO030M, THINO(GHU3APHBIM HAHU3MOM, OO0JIE3HBIO
['omre, 3510Kka4eCTBEHHBIMH HOBOOOpPA30BaHUSMHU JUMQPOUTIHOM, KpPOBETBOPHOM M POACTBEHHBIX WM
TKaHel, paccesHHBIM CKIJIEPO30M, JIMIl NOCJIE TpaHCIUIAHTalMu opraHoB u (wim) TkaHei" (CoOpanue
3akoHoaarenbcTBa Poccniickoit deneparuu, 2017, N 17, ct. 2577).
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