NMPABUTENbCTBO POCCUUCKON ®EQEPALIUN

NMOCTAHOBIJIEHUE
oT 26 Hos16ps 2018 r. N 1416

O NOPAOKE
OPIrAHU3ALNUN OBECINEYEHUA NNIEKAPCTBEHHBIMU NMPEMNAPATAMMU J1NL,
BONbHbIX FTEMO®UNUEN, MYKOBUCLIMOO30OM, TMNO®U3APHLIM HAHU3MOM,
BOJIE3HbIO NOLWE, 3IOKAYHECTBEHHBIMA HOBOOBPA3OBAHUAMU
NMUMOONOHON, KPOBETBOPHOW U POACTBEHHBLIX UM TKAHEW,
PACCEAHHbBIM CKINEPO30M, TEMOJIMUTUKO-YPEMUYECKUM CUHOPOMOM,
IOHOLLECKUM APTPUTOM C CUCTEMHbIM HAYAITIOM, MYKOIOJINMCAXAPUAO30OM
I, 1 VI TUNOB, NUL NOCJE TPAHCIIAHTALXN OPTAHOB
U (UNW) TKAHEW, A TAKXXE O MPU3HAHUU YTPATUBLLUUMU CUITY
HEKOTOPbIX AKTOB MPABUTEJIbCTBA POCCUACKON ®EQEPALIUN

B cootBercTBHU ¢ myHKTOM 21 yactu 2 crateu 14 u yactsamu 7 - 9 crateu 44 denepanbHOro 3akoHa
"OO0 ocHOBax OXpaHbl 370pOBbs TpaxaaH B Poccuiickoii ®denepamuu" IlpaBurensctBo Poccuiickoit
denepanuy MOCTaHOBIISET:

1. YTBepauTh npuiaraeMeie:

[IpaBuna opranu3zanuu oOeCIeYeHHUs JIEKAPCTBEHHBIMU MpEnapaTaMy JIUI, OOJBHBIX TeMO(HIHEH,
MYKOBHUCIIMI030M, runopu3apHeIM HaHU3MOM, 00J1€3HbIO I'omre, 3JI0Ka4E€CTBEHHBIMU
HOBOOOPa30BaHUSAMHU JIMM(POUTHON, KPOBETBOPHOW U POJCTBEHHBIX UM TKAHEH, PACCESTHHBIM CKIIEPO30M,
TFEMOJIMTUKO-YPEMUYECKUM  CHHIPOMOM,  IOHOIIECKMM  apTPUTOM C  CHCTEMHBIM  HAydajoM,
Mykonoiucaxapuo3om I, I u VI tTunos, nuiy nocie TpaHCIIaHTallUKM OPTaHoOB U (MJIN) TKaHEew;

[TpaBuna Benenuss denepalbHOTO perucTpa JHL, OONBHBIX T'eMO(QHINEH, MYKOBHUCIUI030M,
runogu3apHbIM HaHU3MOM, Ooje3Hblo ['olmre, 3710KkauecTBEHHBIMH HOBOOOpAa30BaHUSAMHU JTUMGOUIHOM,
KPOBETBOPHOM M POJCTBEHHBIX WM TKaHEH, PACCESHHBIM CKJIEPO30M, TIE€MOJUTUKO-YPEMUYECKUM
CHUHJIPOMOM, FOHOIIECKUM apTPUTOM C CUCTEMHBIM HadajaoMm, Mykonosucaxapuao3zom I, II u VI tunos,
JIMII TTOCTIe TPAHCIUIAHTAIIMK OPTaHOB U (MJIM) TKAHEH;

IIepedeHb yTpaTUBIIUX crily akToB [IpaBurenscTBa Poccuiickoit denepanuu.

2. MunucrepctBy  3apaBooxpaHeHuMs — Poccumiickoin  denepauMu 0B yCTaHOBJIEHHOM
3aKoHOAaTenbCcTBOM Poccuiickoit ®exepanuu MNOpsAIKEe OCYHIECTBUTh 3akynky Ha 2019 rox
JIEKapCTBEHHBIX MPENapaToB JAJs NaTOreHETUYECKOT 0 JEUSHHS JIUL, OOIBHBIX TEMOJIUTUKO-YPEMUYECKHM
CHUHJIPOMOM, FOHOIIECKUM apTPUTOM C CUCTEMHBIM HayajaoMm, Mykomnosmcaxapuao3om I, Il u VI tunos,
BKJIFOYEHHBIX B II€PEUCHb KU3HEHHO HEOOXOMMbIX U BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB.

3. MunucrepctBy 3apaBooxpaHeHus Poccuiickoit @enepauuu  JaBaTh  pa3bACHEHUA 110
MIPUMEHEHHUIO TTPABUII, YTBEPKIAECHHBIX HACTOSALIUM MIOCTAaHOBJIEHUEM.

4. Hacrosimiee mocraHoBieHue BerynaeT B cuity ¢ 1 sHBaps 2019 r., 3a UCKIIFOYEHHMEM ITyHKTaA 2,
KOTOPBIN BCTYNAET B CUITY CO JIHS OUIIMAIBHOTO OIMYOIMKOBAHUS HACTOSILETO TOCTAHOBIICHHS.

[Ipencenarens [IpaBurenbcTBa
Poccuiickoit ®eneparun JA.ME/IBEJIEB



YTBepKACHBI

nocranoBienueM [IpaButenscTBa
Poccuiickoit enepanuu

ot 26 Hos10ps 2018 1. N 1416

NMPABUNA
OPIrAHU3ALMU OBECNEYEHUSA NEKAPCTBEHHBIMU NMPEMNAPATAMM NUL,
BOJIbHbIX FEMO®UNUEN, MYKOBUCLIMAO3OM, FTMMO®U3APHBIM HAHU3MOM,
BOJIE3HbIO MOLLE, 3NTOKAYECTBEHHLIMW HOBOOEPA30OBAHUAMM
NUM®OUAHON, KPFOBETBOPHOM U POACTBEHHBLIX UM TKAHEW,
PACCESIHHbIM CKNEPO30M, FEMONIUTUKO-YPEMUYECKUM CUHOPOMOM,
IOHOLLECKWUM APTPUTOM C CUCTEMHBIM HAYATNOM, MYKOMONUCAXAPUAO30M
I, 11 U VI TUMOB, NUL, MOCIE TPAHCIIAHTALIUA
OPIAHOB U (UNW) TKAHEWN

1. Hacrosmue [IpaBuma ycTaHaBIMBAIOT MOPSIOK OpPraHU3alMU OOECIEYECHUsS JIUI, OOJIBHBIX
reMo(uiIueii, MYKOBUCIUIO030M, THUIOGU3APHBIM HAHU3MOM, OO0JIe3HBIO [ olle, 370Ka4eCTBEHHBIMH
HOBOOOPa30BaHUSAMH JTUMQPOUTHON, KPOBETBOPHON M POJICTBEHHBIX UM TKaHEH, PACCESIHHBIM CKJIEPO30M,
TEMOJIMTUKO-YPCMUUCCKHUM CUHAPOMOM, IOHOIIIECKUM apTpuTOM C CHUCTEMHBIM Ha4daJloM,
mykononucaxapuaoszom I, II u VI Tunos, aun nocie TpaHCIJIaHTAlMU OPraHoB U (WIM) TKaHeH (najee -
60J'II)HBIC), JICKAPCTBCHHBIMU IIpCriapaTtaMu AJid MCAULUMHCKOI'O NMPUMCHCHHA, MPECAHAZHAYCHHBIMUA JJIA
JeyeHus: 3TUX 3a0oneBaHuil, Mo yrBepkaeHHOMY llpaBurensctBoM Poccuiickoit Depepanym nepeyHro
JIEKApCTBEHHBIX IIPenapaTroB, COOPMUPOBAHHOMY B YCTAHOBJICHHOM UM TOPSAKE (Hajiee - JeKapCTBEHHbBIS
npenaparbl), a TakKe MOPSIOK W YCIOBHS TepeJadd JIeKapCTBEHHBIX NPEnapaTroB B COOCTBEHHOCTh
cyobexToB Poccuiickoit denepanun.

2. HWcrounukoM (UHAHCHpPOBAaHUS OpraHM3aluu oOecreueHHuss OOJIBHBIX JIEKapCTBEHHBIMU
npernapaTamMu SIBISIOTCS OIOJDKETHBbIE AaCCUTHOBaHUS, IMPEAYCMOTpPEHHbIE B (efepalbHOM OJKETe
MunucrepcTBy 3apaBooxpanenus Poccuiickoit denepanuu.

3. [IpaBo OosbHOrO Ha oOecnevyeHre JeKapCTBEHHBIMU MIpernapaTaMi BO3HUKAET CO JIHS BKJIIOUEHUS
CBEICHUII O HeM B peruoHalbHbI cerMeHT denepaqbHOr0 perucTpa Jul, OONbHBIX TreModuIHeH,
MYKOBHCIIH/I030M, runogusapHbIM HaHU3MOM, 00J1€3HBI0 Iomre, 3JI0Ka4€CTBEHHBIMU
HOBOOOPA30BaHUSAMHM JIMM(POUTHON, KPOBETBOPHON U POJCTBEHHBIX UM TKaHEH, pacCesHHBIM CKIIEPO30M,
IFeMOJUTUKO-YPEMUYECKUM  CHUHJIPOMOM,  IOHOIIECKHMM  apTPUTOM C  CHCTEMHBIM  HAydajoM,
mykomnoiucaxapuno3om I, II u VI tunos, nuil mocie TpaHCIIaHTAlMA OPTaHOB U (W) TKaHel (nanee -
®denepalibHbII perucTp).

Jata BritoueHHMsT OOJIBHOTO B PETHOHANbHBIM cerMeHT denepanbHOro perucrpa (Guxkcupyercs
JIeYalIuM BpayoM B METUIIMHCKOM KapTe aMOyIaTOpHOTro O0JIBHOTO WIIM UCTOPUH Pa3BUTHSI peOCHKaA.

4. Opranusanus odecrieueHuss MUHHUCTEPCTBOM 37ipaBooxpaHeHust Poccuiickoit deneparun 3a cuet
CpeAcTB (enepanabHOro OrokeTa OOJIBHBIX JEKapCTBEHHBIMH MpenapaTaMy OCYIIECTBISIETCS C Y4ETOM
CTaHJapTOB MEIMLIMHCKON IOMOIIM, KIMHUYECKUX PEKOMEHJIAluN (IIPOTOKOJIOB JIEUEHUS) U CpelHEen
KYPCOBOI1 J103bI JIEKAPCTBEHHBIX MPENapaToB.

5. Opranbl rocynapcTBeHHOW BiacTH cyOwbekToB Poccuiickoit denepamuu B chepe OXxpaHbl
310pOBbsl HE To3/aHee | HOsOps TEeKyllero roja MpeAcTaBisiioT B MUHHUCTEPCTBO 3paBOOXPaHEHUS
Poccuiickoit @enepanuu 3asiBKM Ha MOCTaBKY JEKapCTBEHHBIX MpenapaToB Mo (opme, YTBEPKICHHON
yKa3aHHbIM MUHUCTEPCTBOM (J1ajiee - 3asBKH), C MPUIOKEHHEM OOOCHOBAaHUM MO MX 00bEMy, a TaKxke
IIEpeUeHb OpraHu3aluil, MMEIOIMMUX JIMIEH3UI Ha OCYIIECTBJIECHHWE MEAMIMHCKOW M (WIH)



¢dapmarieBTHUeCKOH ~ geATeNbHOCTH B cyObektax — Poccmiickoit ~ ®epepanmmu  (mamee -
OpraHu3alMM-NIoay4YaTenu), B LEJAX IOCTAaBKM  OpPraHU3aLMAM-IIONy4YaTeasiM  JIEKapCTBEHHBIX
IIPETapaToB.

[TorpebHOCT, (00BEM IMOCTaBKM) B JIEKAPCTBEHHOM Ipenapare OmpeleNserca C y4eToM
KIIMHUYECKUX PEKOMEHJAIui (MPOTOKOJIOB JICYEHUsI) U CPEIHEH KypCOBOM J03bl JIEKAPCTBEHHOI'O
npernapaTa UCXO/sl U3 exXeMecsUHOH (haKTUuecKoil OTpeOHOCTH OONBbHBIX B JIEKAPCTBEHHBIX IIpernapaTax
B COOTBETCTBUH CO CBEJCHHUSIMHU PETHOHAIBHOrO cerMeHTa DefepanbHOro perucTpa U HeoOXOIUMOCTH
(dhopmupoBaHus 3amaca Ha 15 MecsIeB.

6. MunuctepcTBo 31paBooxpaHeHus Poccuiickoit ®enepanuu  GopMHpPYET KOMHUCCHIO TIO
PacCMOTPEHHMIO 3asBOK (Jaliee - KOMHUCCHS), YyTBEPIKIAaeT MOJI0KEHHUE 0 KOMUCCUU U ee cocTaB. Komuccus
Ha CBOEM 3aCEIaHWU pACCMATPUBACT 3asBKM Ha NpPEAMET OOOCHOBAHHOCTH 3asiBICHHBIX OOBEMOB
JIEKapCTBEHHBIX MPENapaToB, MPU HEOOXOIUMOCTH KOPPEKTUPYET UX, U COTJIacOBBIBAET C BBIHECEHHEM
COOTBETCTBYIOIIETO PELICHHUS.

CornacoBaHue 3asiBOK OCYLIECTBISETCA KOMUCCHEH C Y4YacTHEM IpPEJICTaBUTENIEd OpraHoB
rocygapcTBeHHOM BiacTH cyObekToB Poccuiickoit ®enepamuu (B TOM YHCIE C HMCHOJb30BAaHUEM
MH(OPMALIMOHHO-KOMMYHHUKAIIHOHHBIX TEXHOJIOTU).

7. O0BeM TIOCTaBOK JIEKAPCTBEHHBIX TIpenapatoB (HOpPMHUpPYETCs B TMpenenax OroJKETHBIX
ACCUTHOBAaHWH, NPEAYCMOTPEHHBIX B (QeaepabHOM 3aKkoHe O (eaepanbHOM Oro/pKeTe Ha
COOTBETCTBYIOIIMH (DMHAHCOBBIA TOJ W TUIAHOBBI MEPUON, W JHMHUTOB OIOJUKETHBIX 0053aTENBCTB,
JOBE/ICHHBIX B YCTaHOBJICHHOM MOpsIKe 10 MuHHcTepcTBa 3apaBooxpaHenust Poccuiickoit denepannu
Ha 3aKYIKY JIEKAPCTBEHHBIX MPETIapaToB.

8. B cooTBeTcTBHM ¢ 00bEMaMU MOCTABOK JIEKAPCTBEHHBIX IIPENApaToB, YTBEP)KICHHBIMU OpraHaMu
rocynapcTBeHHON Biactu cyOwbekToB Poccuiickoit ®denepanuu B cepe OXpaHbl 3J0pOBbS C Y4ETOM
peleHns KoMuccuu, MMHHCTEpPCTBO 31apaBooxpaHeHus Poccuiickoii @enepanuu B YCTaHOBIEHHOM
3aKoHOIaTenbCcTBOM Poccuiickoit @enepanny  NOPSAAKE OCYIIECTBISIET 3aKYNKY JIEKAPCTBEHHBIX
IIpenapaToB.

9. IlocraBmIMKM  JIEKapCTBEHHBIX  IpPENaparoB, OINpEAEJICHHbIE B  COOTBETCTBUHU  C
3aKoHoAaTenscTBOM Poccuiickoir denepauuu, NPeACTaBIAIOT B MHHHCTEPCTBO 3paBOOXPAHEHHUS
Poccuiickoit @enepanuu ohopmiIeHHbIE B yCTAHOBICHHOM HOPSAKE JOKYMEHTHI, MOATBEPKAAtOMINE (HaKT
IIOJIyYEHUS] OpPraHMU3aLUAMHU-TIONY4YaTeIsIMU JIEKAPCTBEHHBIX IIPENapaTroB, B TOM 4YHCJE HAKIaJHbIE U
aKThl IpUEMa-Tepeiaun JIEKApCTBEHHBIX MPENapaToB.

10. MunucrepctBo 3apaBooxpanenus Poccuiickoit denepanuu B Teuenne 10 pabounx qHeH co HS
IIOCTYIUICHUs aKTa INpHeMa-lepeladyd NPUHUMAET Ha ydeT JIEKapCTBEHHBIC IIpenaparsl M U3/aeT
paclopsAMTENbHBIE AKTHl O IEpeJade JIEKApCTBEHHBIX IPENapaTOB OpraHaM HCIOJHUTENBHON BIAacTH
cyorektoB Poccuiickoit denepariuu, ONPEACICHHBIM BBICIIMM JIOJDKHOCTHBIM JIMIIOM CyOBEKTa
Poccuiickoit denepanyu (pykoBOJUTEIEM BBICIIETO HCIIOJHUTEIBHOIO OpraHa rocyJJapCTBEHHOHN BIacTH
cyobekTta Poccuiickoit denepanun) (nanee - ynoJHOMOYEHHbBIE OpPraHbl), C YKa3aHUEM HOMEHKJIATYpHI,
KOJIMYECTBA M CTOMMOCTH JIEKAPCTBEHHBIX IIPENAparoB B OTHOLICHUM KaXXOr0 YIIOJHOMOYEHHOI'O
oprasa.

11. MunucrepctBo 3apaBooxpanenus Poccuiickoii denepanuu B TeueHue 5 pabounx THEH co IHS
W3JaHUS PACTIOPSAIUTEIIBHOTO aKTa, MPeayCMOTPpEeHHOro myHKToM 10 Hacrosmux [IpaBun, HanmpaBiseT B
YIOJIHOMOUYEHHbIE OPraHbl (B 2 3K3eMIUISIpax) U3BEIICHUE O MOCTaBKE JIEKAPCTBEHHBIX MPENapaToB U aKT
npuema-fnepeaadn, MoANUCaHHbIE YKa3aHHbIM MUHUCTEPCTBOM.



12. YmomHOMOUYEHHBIE OpraHbl B TEUEHHE 5 pabouyux IHEW CO JHS IOJyYEHHUS H3BEIIECHUS O
IIOCTaBKE JICKAPCTBEHHBIX IIPENapaToB M akKrTa IpHeMa-Iiepefadd, NpelyCMOTPEHHBIX ITyHKTOM 11
Hactosmux [lpaBwi, NMOAMHMCHIBAIOT M 3aBEPSIOT IeYaThio 00a SK3EMIUIIpa M3BEUICHUS O MOCTaBKe
JIEKapCTBEHHOI'0 Ipenapara W o0a 3K3eMIUIApa akTa IpueMma-lepeladd, IOoCjie 4Yero BO3BpalllaloT B
MunucrepcTBo 3apaBooxpaHeHus Poccuiickont denepanuu OAUH SK3EMIUIAP YKa3aHHOIO M3BEILCHMS U
OJIMH DK3EMILISP aKTa IpUeMa-nepetadH.

13. VmosHOMOYEHHBII OpraH Ha OCHOBAHHWM aKTa IpUeMa-lepefayu IMPUHUMAET Ha Y4eT
JIEKapCTBEHHbIE IIpernapaTbl U B T€YEHHE 5 pabouyux AHEH co JIHS MOJIyYeHHs aKTa IpuemMa-lnepenadyu
U3/1a€T pacHOPSAUTEIBHBIN aKT O Iepefade JEKAPCTBEHHBIX IIPENapaToOB OPraHU3aALMAM-II0Iy4aTeNsIM C
YKa3aHHEM HOMEHKJIATYPbl, KOJUYECTBA U CTOUMOCTH JIEKAPCTBEHHBIX IIPENApaTOB B OTHOIIEHUH KaXI01
OpraHu3alUK-110Ty4aTes.

14. Opranuzanuu-mnonydyaTeii B TeUYeHHE 2 pabouyux JHEW CO JHS TONY4YEHUS JOKYMEHTOB,
MOATBEPKIAIOIINX TEepeady UM JICKAPCTBEHHBIX MPENapaToB, MPUHUMAIOT JIEKAPCTBEHHBIE Mpenaparhl
Ha y4eT, 00ecreynBaloT UX COXPAaHHOCTh U 1IETIEBOE UCIIOJIb30BAHHUE.

15. MunucrepctBo 3apaBooxpaneHusi Poccuiickoit denepanun B yCTAaHOBJIEHHOM UM IOPSJIKE
OCYILECTBIISICT MOHUTOPHHI JBM)KEHUS M yuyeTa JIEKapCTBEHHBIX IpenaparoB B cyObekTax Poccuiickoii
@enepannuy, TOBOAUT JIO CBEIEHHs YIOJIHOMOYEHHBIX OPraHOB IIOJIYYEHHBIE IO pe3yJbTaTaM
MOHMTOPDHMHIA JIaHHBIE, B TOM 4YHCJIE€ CBEIACHMS O HOMEHKIAType, KOJIUYECTBE U CTOMMOCTHU
JICKApCTBEHHBIX IPENapaToB, 00 OTCYTCTBUU MOTPEOHOCTH B OTIENBHBIX JIEKAPCTBEHHBIX IIperaparax
7100 O MOSIBIICHUH JIOTIOJIHUTEIBbHON NOTPEOHOCTH B JIEKAPCTBEHHBIX MpenapaTax B CBA3U C U3MEHEHHUEM
B cyoOwekre Poccmiickoii ®exepanuy UYWCIEHHOCTH OOJBHBIX, WM3MEHEHHSIMH B HAa3HAYCHHAX
MEIULIMHCKUMH  paOOTHMKAaMM  JICKQpPCTBEHHBIX  IpernaparoB  OOJIBHBIM M COIJIACOBBIBAET
repepacnpe/ieieHue JICKapCTBEHHBIX MpenapaToB Mex1y cyobekramu Poccuiickoit denepanuu.

16. Ilepenaua JieKapCTBEHHBIX MpemapaToB OJHUM cyObekToM Poccuiickoit ®enepanyuu B
coOCTBEHHOCTh Jpyroro cyOwekta Poccuiickoit ®enepaiiiu OCYIIECTBISETCS HAa OCHOBAHHMHM aKTa
npueMa-nepenadyd. MuUHHCTEPCTBO 3ApaBooxpaHeHus Pocculickoir dPenepauuu  yBeAOMIIETCS O
nepeiaye JIEKapCTBEHHBIX NpenapaToB B 10-THEBHBIN CpOK MOCie MOJNUCAHMS aKTa MpHeMa-nepeaadn
YIIOJIJHOMOYEHHBIMUA OPraHaMH.

17. MunucrepcTBo 3apaBooxpaneHust Poccuiickoit denepanuu NMpeacTaBiseT €KEKBapTAIBHO, 10
10-ro ymcna Mecsma, CIeIyOLIEro 3a OTYETHBIM KBapTajoM, B denepanbHyto ciayxOy 1Mo Haa30py B
cepe 3ApaBOOXpaHEHMsI CBEACHUS O Iepefade JIEKapCTBEHHBIX IpernapaToB cyObekTy Poccuiickoit
denepanii U COTIACOBAHHBIX IMEpepacHpeeseHUsIX JeKapCTBEHHbIX NpPenapaToB MEXIy CyObeKTaMu
Poccuiickoit @epepanuu B LENAX OCYIIECTBICHUS KOHTPOJISL 3a ILEJNEBBIM  HMCIOJIB30BAaHUEM
JIEKapCTBEHHBIX IIPENApaTOB.

18. B nensx obecriedeHusi OOJBHBIX JIEKAPCTBEHHBIMU MperaparaMyd B MOPSAKE, YCTAHOBICHHOM
3aKOHOAATENbCTBOM Poccuiickoit denepanny, OCyIIECTBIAECTCS HA3HAUEHHUE JIEKAPCTBEHHBIX IIPENapaToB
1 oopMIIEHHE PELIETITOB HA JIEKaPCTBEHHBIE MpenapaThl.

19. Ilpu Ha3HaueHUU OOTHLHOMY JIEKAPCTBEHHBIX MPENapaToB JieUallnii Bpady UHOOPMHUPYET €ro o
BO3MOKHOCTH TIOJIYYCHHSI UM COOTBETCTBYIOIIMX JIEKAPCTBEHHBIX MpernapaToB 0e3 B3UMAaHMS ITUIATH B
COOTBETCTBHUU C 3aKOHOAATENBCTBOM Poccuiickon denepannu.

20. B nemsix tuHaMudeckoro HaOJIroAeHUS 32 OOJBHBIM M COOIOICHUS IEPUOTMIHOCTH TTOCEIICHHS
UM MEIMIMHCKOM OpraHu3alld JIeYalldM BpayoM OINPEIENSeTCS KOJUYECTBO JIEKAPCTBEHHOIO
mpenapara, €IMHOBPEMEHHO O(GOPMJIEHHOTO Ha pEHEnTypHOM OJIaHKE B  COOTBETCTBUM C



PEKOMEHIOBAaHHOM CPEIHECYTOUYHON KYPCOBOU 10301 U CPOKOM, Ha3HAYEHHBIM IS II0CELICHUS.

21. MeauuuHcKasi opraHu3alusl MpeloCTaBisieT OOJbHOMY WJIM €r0 3aKOHHOMY MPEICTaBUTEIIO
uHpopMaNKo 00 OpraHu3aIUsaX, PacloIOKEHHBIX B TPAHUIIAX MYHUIIUIAIHLHOTO 00pa30BaHUs 110 MECTY
KUTEJIbCTBA WM MECTY MpeObIBaHUS (B ClIydae €clid CPOK MpeObIBaHUS MPEBBIIIAET 6 MecALeB) OOJILHOTO
Y OCYLIECTBIISIOMNX OSCIIaTHBIN OTITYCK JISKapCTBEHHBIX MTPENapaToB, HA3HAYEHHBIX JIeUallliM BpayoM.

22. Tlocne BkIrOYeHUs1 OOJIBHOTO B PErHOHANIBHBIN cerMeHT DeepallbHOro perucTpa Ha3HAYCHHE U
OTIYCK €My WJIM €ro 3aKOHHOMY MPEJICTaBUTEIIO JIEKAPCTBEHHBIX MPENapaToB OCYIIECTBIISIETCS B CPOK,
He npeBbImarmui 20 pabounx JHEH CO THS BKIOYCHUS.

23. Opranuzanust obecrieueHHs] JIEKapCTBEHHBIMH IIperaparaMu  OOJIbHBIX, IMPOXKHUBAIOUINX B
CTAI[MOHAPHBIX OPTraHMU3ALUAX COIMAIBHOTO OOCTY)KMBAaHHS WJIM OTOBIBAIOIIMX HAKa3aHHE, CBI3aHHOE C
JIMIIEHUEM CBOOO/IbI, OCYLIECTBIIIETCS COOTBETCTBYIONIEH OpraHu3alueH.

24. B cmyuae Bble3a OOJBHOTO 3a Mpenenbl TeppuTopuu cyonekta Poccuiickoit denepanuu, B
KOTOPOM OH MPOXKHUBAET, HA TEPPUTOpHUIO Apyroro cyowrekra Poccuiickoit denepanuu Ha CpOK, HE
MIPEBBIIAIONINKI 6 MecsIeB, TAKOMY 0OJILHOMY OpraHOM TrOCYAapCTBEHHOM BiacTu cyObekTa Poccuiickoii
Odenepanuu B chepe OXpaHbl 3I0POBbs OPraHU3YeTCsl HA3HAYCHUE JICKAPCTBEHHBIX MPENapaToB Ha CPOK
MpHeMa, paBHBIA CPOKY €ro Bble3Ja 3a Ipeeibl TeppuTopun cyobekra Poccuiickoit @enepauuu, 1ubo,
YUuThbiBasA CPOKH I'OJHOCTH HUMCIOIIHUXCS OCTATKOB JICKAPCTBCHHBIX IIPCIIapaToOB, O6€CH€‘I€HI/IC TakKoIo
00JIHbHOTO JIEKAPCTBEHHBIMH MpenapaTaMu Ha COOTBETCTBYIOIIHM CPOK.

CBCI[GHI/I?I 0 KOJMYECTBC HA3HAYCHHBIX WKW OTIIYHICHHBIX 6OJ'II)HOMy HJIn C€ro 3aKOHHOMY
MPEJCTABUTEIIO JICKAPCTBEHHBIX IPEIMapaToB BHOCATCS B PETHOHANBHBIH cerMeHT dDenepanbHOro
perucrpa.

25. B ciyuae BbIe3/1a OOJNBHOTO 3a MpeAensl TeppuTopuu cyobekra Poccuiickoit denepauuu, B
KOTOpPOM OH TIIPOXXMBAaeT, Ha TEPpUTOpUIO Jpyroro cyobekra Poccuiickoit ®enepanuum Ha CpoOK,
MIPEBBIIIAIOIINN 6 MECSIIEB, WIN B ClIydae H3MEHEHHs MECTa KHUTEIbCTBA TAKOMY OOJIBHOMY Ha3HAYAIOTCS
JIEKapCTBEHHbIE MpernapaTsl Ha CPOK IpueMa He 0Oosiee OJHOro Mecsla JIMOO OpraHu3yeTcs OpraHOM
rocyJapcTBeHHOI Biactu cyowsekta Poccuiickoit @enepannu B chepe oXpaHbl 3A0pOBbs 0OecreueHue
TaKoro 0OJBHOIO JIEKAPCTBEHHBIMU IIpENapaTaMu Ha CPOK MpueMa He 00Jiee OHOT0 MecsIa.

CBenieHHs 0 TaKOM OOJBHOM IMOJJIEKAT UCKIIOUEHUIO M3 PErHOHAIbHOTO cermeHTa denepanbHOro
peructpa cyobekra Poccuiickoit deneparuu, ¢ TEPpUTOPUH KOTOPOTO BbIE3KAET OOJIHHOM, U mepeaaye (B
TOM 4YHCIIE C UCHOJb30BaHUEM HH(POPMAIMOHHO-KOMMYHUKAIIMOHHBIX  TEXHOJOIMH)  OpraHy
rocy/1lapCcTBEHHOM BiacTH cyobekTa Poccuiickoit @enepanyu B cepe oXpaHbl 30pOBbsl, HA TEPPUTOPUIO
KOTOPOTO BbeXajd OOJBbHOM, /s BKIIOYEHUS B PETMOHAIBHBIA cerMeHT PenepaabHOro perucrpa 3Toro
cyonexTa Poccuiickoit denepannu.

Jlatoil BKIIOYEHHUs CBEJEHMH O OOJBHOM B pETrHOHANbHBIMN cermMeHT denepanbHOrO perucrpa
cyosektoM Poccuiickoit denepanuu, Ha TEPPUTOPUIO KOTOPOTO BbeXand OOJIBHOM, SBISETCS JCHBD,
CIENYIOIIMN 3a JHEM HCKIKYEHUS CBEICHHM O HEM M3 PErHOHAIBHOrO cerMeHra denepaabHOro
peructpa cyobektom Poccuiickoit denepanun, ¢ TEPPUTOPHE KOTOPOTO BbIeXal OOILHOI.

26. Opran rocyapcTBeHHOH BiacTH cyObekTa Poccuiickoit ®deneparun B cepe oXxpaHbl 310pOBbS,
C TEpPpUTOpPUU KOTOPOro Bblexad OoOJIbHOHM, mpelacTaBisieT (B TOM YHCIE C HCIOJb30BaHUEM
MH(POPMAIIMOHHO-KOMMYHUKALIMOHHBIX TEXHOJIOTU) IO 3alpocy OpraHa TOCYAapCTBEHHOW BIIACTH
cyobekta Poccuiickoit ®denepannu B cdepe oxpaHbl 30pOBbS, Ha TEPPUTOPUIO KOTOPOTO BbhEXal
OO0JIbHOM, CBEJICHUS O KOJMUYECTBE HA3HAYCHHBIX MM (PaKTUUYECKU MPEIOCTABICHHBIX OOJIBHOMY MJIH €T0



3aKOHHOMY TPEACTABUTENIO JIEKAPCTBEHHBIX MpPENaparoB B COOTBETCTBUU C IMYHKTOM 25 HACTOAILIUX
[TpaBu.

VY TBepKIeHbBI

noctaHoByienreM [IpaButenbcTBa
Poccuiickoit @enepanuu

ot 26 Hos16ps 2018 1. N 1416

NMPABUIIA
BEOEHUA ®EQEPAJIbHOIO PETUCTPA NUL, BOJIbHbIX TEMO®UITUEMW,
MykKoBucumaosom, rmnoeon3APHbIM HAHU3MOM, BOJIE3HbIO INOLLE,
3NTOKAYECTBEHHbLIMU HOBOOEPA30BAHUAMU NTUM®OUAHOWU, KPFOBETBOPHOW
WU POOCTBEHHbIX UM TKAHEW, PACCEAAHHbIM CKIIEPO30M,
FrEEMOJIMTUKO-YPEMUYECKUM CUHOPOMOM, IOHOLUECKUM APTPUTOM
C CUCTEMHbIM HAYAJIOM, MYKOMNMOJINCAXAPUOO3OM I, Il U VI
TUNOB, NUL, MNOCJIE TPAHCIMNAHTALIUM OPIFAHOB U (UIN) TKAHEN

1. Hacrosimue [IpaBuna yctaHaBnuBaroT NOpsioK BefeHus denepalibHOro perucTpa Jiuil, 00JbHbIX
reMouiIneii, MyKOBHUCIUIO030M, TUMO(HU3apHBIM HAHWU3MOM, Oo0je3HbpI0 ['omme, 370KayecTBEHHBIMHU
HOBOOOPa30BaHUSAMM JIMM(POUTHON, KPOBETBOPHON U POJCTBEHHBIX UM TKaHEH, pacCesHHbIM CKIIEPO30M,
FEeMOJIMTUKO-YPEMUYECKUM  CHUHJIPOMOM,  IOHOIIECKMM  apTPUTOM C  CHCTEMHBIM  HayaloM,
mykononucaxapuaoszom I, II u VI tunos, nui nocie TpaHCIIaHTaLMK OPraHOB M (WJIM) TKaHeH (nasee
COOTBETCTBEHHO - 00JIbHbIE, DeiepabHbIN PErUCTp).

2. Benenne denepanbHOro perucTpa OCyIIECTBISETCS B CIEAYIOMUX HEIX:

a) obecrieueHue JeKapCTBEHHBIMU MpenapaTtaMu Ui METUIUHCKOTO IPUMEHEHUS, BKIIIOUCHHBIMU B
yrBepxkaeHHbI IIpaBurensctBoM Pocculickoii denepanuu mnepedyeHb JIEKApCTBEHHBIX IIPENaparos,
c(OpPMUPOBAHHBII B YCTaHOBJIEHHOM UM MOpAJKE (Jajiee - JEKapCTBEHHbIE Mpenaparbl), OOJbHBIX 3a
cueT OMOJDKETHBIX AaCCUTHOBAaHUI, TMpPeryCMOTPEHHbIX B (QenepaabHoM Orokere MUHHCTEPCTBY
3apaBooxpanenus Poccuiickoit denepanmu;

0) MOHUTOPUHT JIBUKEHUS U yueTa OOJIbHBIX Ha OCHOBAaHUM CBEJICHUH, IPECTABISIEMbIX OpraHaMu
rocy/1apcTBeHHOM BiacTu cyObekToB Poccuiickoit @enepanyu B chepe oXpaHbl 370POBbS;

B) 3¢ (peKkTUBHOE IITaHNPOBAHHUE U PACXOZOBaHNE (DUHAHCOBBIX CPE/ICTB, HAIIPABISEMBIX HA 3aKYIKY
HEO0OXOJIMMBIX JIEKAPCTBEHHBIX MpenapaTroB AJisi o0ecrieueHrss UMU OOJIbHBIX [0 MECTY KUTEJIbCTBA WM
MecTy npeObIBaHus (B cIydae €Clii CPOK NMpeObIBaHUS IPEBBIIIAECT 6 MECSIIEB).

3. ®enepanbHBI perucTp sBiseTCsS denepalibHOH WHOOPMAIMOHHOW CHUCTEMOM, COCTOSIIEH W3
PErMOHANIBHBIX CETMEHTOB U COJIEpXKAIleil CBEACHUs, TPEAYCMOTPEHHbIE MYHKTOM 9 Hactosmux [IpaBui.

MunncrepcTBO 31paBooxpaneHust Poccutiickont denepanun sSBISETCSA ONMEPATOPOM 3TOM CHCTEMBI U
obecrieunBaet ee Oecriepe0oiiHoe (HyHKIIMOHHUPOBAHUE.

4. Opranbl rocynapcTBeHHOW BiacTu cyOobekToB Poccuiickoir ®enepaunu B cdepe OXpaHbl
3/I0pOBbsI 00ECIEUNBAIOT BHECEHUE CBEACHHMH O OOJIbHBIX B pPErMOHaNbHBIA cerMeHT DenepaibHOro



perucTpa B CpoK, He MpEBbIMAMUN 5 pabounx AHEH co JHS oOparieHust OOJLHOTO C YCTaHOBICHHBIM
JIMarHo30M B MEJIMIUHCKYI0 OPraHU3allMI0 IO MECTY €ro JKUTEIbCTBA WJIM MECTY MpeObIBaHus (B cilydae
€CJIM CPOK MPeObIBAaHUS MPEBHIIIACT 6 MECAIIEB).

Bxitouenne B peruoHanbHbli  cermMeHT DefepaibHOrO0 perucTpa CBEACHHM O OOJIbHBIX
OCYIIECTBJISICTCS MEAUIIMHCKOW OpraHU3alMeil Mo MECTy UX YKUTEIbCTBAa WIM MECTy npeObiBaHusA (B
cllydae e€ciy CpOK MpeObIBaHMS MPEBbIIIaeT 6 MecsleB) HA OCHOBAHUU MEIUIMHCKUX JOKYMEHTOB (UX
KOMUH) WIM BBIMHCKH W3 HHUX, OTPAXKAIONIMX CBEICHUS OO0 YCTAaHOBJICHHOM JIMAarHO3¢ M BHIOOpE
MEPOIPUATHI MO JEUEHUIO ManueHTta. BriaroyeHue cBefeHUd 0 OOJBHBIX C T€MOJIUTUKO-YPEMUUYECKIM
CHUHJIPOMOM, FOHOIIECKHM apTPUTOM C CHCTEMHBIM HaydajaoMm U Mykonosmcaxapuao3om I, II u VI tunos
OCYHIECTBJISIETCS. HAa OCHOBAHMM MEIMLMHCKUX JOKYMEHTOB WJIM HX KONHMI M BBIIMCKU W3 HHUX,
OTPAXKAMIIUX CBEACHHS 00 YCTAaHOBJICHHOM JMArHO3¢ W BBHIOOPE MEPONPUATHHN IO JICUCHHUIO MAIMCHTA,
MOJIYYEHHBIX OT (hefiepaabHOM MEIUIIMHCKONW OpraHu3alliHy.

5. PerynupoBaHue OTHOILIECHMM, CBSI3aHHBIX ¢ BeneHrueM PenepalbHOro perucrpa, OCymecTBIsEeTCs
B COOTBETCTBHUHU C 3aKoHojaTenbcTBOM Poccuiickoil denepanuu 06 mHpopmanuu, UHPOPMALUOHHBIX
TEXHOJIOTHSIX U O 3a1uTe HHHOpMAITIH.

6. MunucrepcTBO 31paBooxpanenusi Poccuiickoit @enepanuivi U OpraHbl TOCYJapCTBEHHON BIacTH
cyobekToB Poccuiickoit @enepanuu B cepe OXpaHbl 30POBbs 00ECIEUHBAIOT KOH(PUICHINATHHOCTh
cBeieHMi, coaepxamuxcs B denepaabHOM perucTpe, a Takke XpaHEHHWE M 3aIIUTy TaKUX CBEICHUIl B
cootBeTcTBUH ¢ DenepanbHbiM 3akoHOM "O MEpCOHANTBHBIX JAHHBIX .

7. Pasmemenue uHpopmauuu B DenepaqbHOM pPETUCTPE OCYILECTBISAETCS C IPUMEHEHUEM
YCUJICHHOH KBaJTH(HUIMPOBAHHOHN AJIEKTPOHHOHN MOJIUCH B COOTBETCTBUM ¢ DenepanbHbIM 3akoHOM "O06
3JIEKTPOHHOM MOJMKUCH".

8. ®enepasbHBII PETUCTP BEAETCS B DJIEKTPOHHOM BHJE C MPUMEHEHHEM aBTOMAaTU3WPOBAHHOMU
CUCTEMBI IIyTEM BHECEHMS PETUCTPOBOM 3alMCH C INPUCBOCHUEM YHHMKAJIBHOIO HOMEpa pPErucTpOBOMU
3aIMCHU U YKa3aHUEM JIaThl €€ BHECCHUSI.

[Tpu BHeceHUH M3MEHEHUI B CBEJEHUS O OOJIHHOM JOJKHBI ObITh COXpaHEHBl YHUKAIBHBIN HOMED
PETUCTPOBOM 3alIMCH U UCTOPHUSI BHECEHUSI N3MEHEHU .

9. ®enepanbHbIN PETUCTP COAEPKUT CIAEAYIOIINE CBEACHUS:

a) CTpaxOBOM HOMEp WHJMBHUIYaJbHOTO JIMLIEBOIO cyYeTa OOJIBHOTO B CUCTEME O053aTEIbHOTO
MIEHCUOHHOTO CTpaxoBaHus (TIpY HAJIUYHH);

0) bamunms, UMsl, OTYECTBO OOJILHOTO, a TAaKXKe (paMUIIUs, JaHHAs IPU POKACHUH;
B) JlaTa pOXKIE€HUs OOJIBHOIO;
T) 1oJ1 60JIBHOTO;

1) aapec MEeCTa KUTEIbCTBA MM MecTa MpeObIBaHuUs (B Cllyyae eciii CpPOK NMpeObIBaHUS MTPEBHIIIACT
6 wMmecsueB) OosnbHOro (¢ ykazanueM Kkojga mno OoOmepoccuiickomy Kkiaccudukaropy O0OBEKTOB
a/IMUHUCTPATUBHO-TEPPUTOPUATBHOTO JICJICHUS);

€) cepus W HOMEpP TMacmopTa (CBHAETEIHCTBA O POXKIACHHWH) WU YIOCTOBEPEHHS JUYHOCTH
00JIHHOTO, a TAKXKE J]aTa BBIAAYM YKa3aHHBIX JOKYMEHTOB;



)K) CCpUd U HOMCP IOoJIMcCa 00513aTEeNIHLHOTO MCIUIUHCKOI'0 CTpaxXOBaHUA OOJIBHOTO ¥ HAUMEHOBAHHUE
BbII[aBH.ICfI €ro CTanOBOﬁ MeﬂHHHHCKOfI OopraHu3alnu,

3) uHpopManys 00 HHBATHIHOCTH (B CITy4ae YCTAHOBJICHHS TPYIIBI HHBAIMIHOCTH WM KATETOPUHU
"pebeHoK-uHBaIUI");

M) auarHo3 3aboneBaHus (COCTOSIHHSI), BKJIIOYAsl €ro KoJ 1Mo MeXayHapOoaHOW CTaTHCTUYECKON
kinaccuukanun 0one3Hel u mpobiem, CBSI3aHHBIX CO 3J0POBbEM, a TaKXKe JlaTa OCMOTpa OOJILHOTO U
JTAHHBIC O JUHAMHUKE COCTOSHUS;

K) uHpopMauus O MEIUIMHCKON opraHu3anuy (HauMEHOBaHME, OCHOBHOH TIOCYAapCTBEHHBIN
perucTpanoHHbI HOMep, Ko 1m0 O0IepoCcCHiicKoOMY KITacCU(PUKATOPY MPEANPUITUNR U OpraHU3aIuil),
BbIJIaBIIEH HalpaBJIeHUE HA BKIIOYEHUE CBEICHUH 0 00bHBIX B DeniepaabHblil perucTp (HarpasieHUe Ha
BHECEHUE U3MEHEHUH B CBeJEHUS, cojepxamueca B dDenepanbHoM perucrpe (Jlajnee - HallpaBJIEHUE), a
TaKXke u3BelleHue 00 MCKIIOYEHUH CBeACHUM O OonbHbIX M3 DenepanbHOro perucrpa (gajiee -
W3BEIICHUE);

J) JaTa BKJIIOYEHMs CBEJEHUH O OOJIbHOM U JaTa BHECEHUs M3MEHEHMH B CBEACHHUS O OOJILHOM B
denepanbHbI PETUCTD;

M) uH(OpMaIIHI O HA3HAYCHUHU JIeKApPCTBEHHBIX MIPENapaTos;

H) wuH(popMamus 00 OTHyCKe JIEKapCTBEHHBIX IMpernaparoB (Iara Havajga oOecredeHus
JIeKapCTBEHHBIMU TIperapaTaMy U (PaKTHUECKHI OTIIYCK JICKapCTBEHHBIX NPEIapaToB);

0) Jara MpUHATHS pelieHus 00 OKOHYAaHUM OOecleueHus JIEKapCTBEHHBbIMHU IIpenapaTtaMu C
yKa3aHMeM NpHUYMHBI (Bble3s 3a mpenensl Poccuiickoil denepanuu Ha MOCTOSSHHOE MECTO JKUTENbCTBA
WK MecTO NpeObIBaHUs (B CiIydyae €clid CPOK MpeObIBaHUS MPEBBIIAET 6 MECSIEB), CMEPTh OOJIBHOTO,
OTCYTCTBHME NOKa3aHUM K JaJbHEHNIIEMY IIPUEMY JIEKapCTBEHHOTO Mpenapara) U o nepefadye CBEACHU B
apxuB DenepanbHOro perucTpa;

n) uHpoOpMAIMsA O BKIIOYEHHUU OonmpHOro B DenepanbHBI pPErucTp JMIl, WMEIOUINX IpaBO Ha
MOJIYYCHUE TOCYNApPCTBEHHOW COIMAILHOM IOMOINM, W WHBIE PETUCTPHI, TPEIyCMOTPEHHBIC
3akoHoAaTenscTBOM Poccuiickoit denepannu, B 1enax oOecrieueHus JeKapCTBEHHBIME MpenapataMu 3a
cdeT Oro/KeTOB 010 KEeTHOM cuctembl Poccuiickoit Denepanni;

P) YHUKaJIbHBII HOMEp pEerucTpoBOi 3aIHCH;

C) BBITIMCKa H3 MCHHHHHCKOﬁ JOKYMCHTAlIlUU 6OJ'II)HOF0, coJcprKaiad CBCACHUA O Ha3HAUCHHUU U
HCIIOJIb30BAHNHU JICKAPCTBCHHBIX ITPCIIAPATOB.

10. B cnyyae ycTaHOBIEHHS JuarfHoza 3a0ojieBaHUS (COCTOSHUS), YKa3aHHOTO B TyHKTe 1
HacToammx IlpaBun, win KM3MEHEHMs CBENEHUH, yKa3aHHBIX B NoAmyHkTax "a" - "x" myHkra 9
HacTosmux [IpaBui, MEIUIIMHCKUE OpPraHU3allid, B KOTOPBIX OOJIbHbIE HAXOIATCSA O] MEAUIUHCKUM
HaOIIOZIGHWeM, B CpOK, HE IMpeBbIIAOUMi 3 pabounx JHed co 1HSA oOpamieHus OOJBHOrO C
YCTAaHOBJIEHHBIM JHAarHO30M B MEIUIMHCKYIO OPraHU3alldi0 [0 MECTy JKUTENIbCTBA WM MECTY
npeObIBaHUs (B Cllyyae €CIM CPOK MpeObIBaHMS MPEBBIMIACT 6 MECSIEB), MPEACTABIAIOT B JIEKTPOHHOM
BUJI€ WM Ha OyMa)KHOM HOCWUTEJE HAlpaBlieHUS M HM3BEUICHUS B OpPraH roCyJapCTBEHHOH BlacTH
cyobekta Poccuiickoit @enepauuu B cdepe oxpaHbl 370poBbs M0 (opMe U B MOPAAKE, KOTOpPbIE

yTBepKIeHbI MUHHACTEPCTBOM 31IpaBooxpaHenus Poccuiickon denepanuu.

11. I[J'I}I 3allOJIHCHUA PCTrUOHAJIBHOIO CErMCHTA GbenepanLHoro peructpa OpraHu3anuvu,



OCYILIECTBIISIOLINE OTIIYCK JIEKAPCTBEHHBIX MIPENAapaTOB, HA3HAUEHHBIX JIEYAIllUM BpauOM B COOTBETCTBUU
C MPEeIYCMOTPEHHBIM MOANYHKTOM "a" myHkTa 2 HactoAmux I[IpaBui nepeyneM, 10 5-ro yucia KaxIoro
MecsIia MPEICTaBIAIOT B OpraHbl TOCYIapCTBEHHOM BiacTu cyObekToB Poccuiickoit denepaunu B cdepe
OXpaHbl 3/I0POBbS B IJIEKTPOHHOM BHJE WM Ha OyMa)KHOM HOCUTENE CBEACHHUS OO0 OTHYIICHHBIX 3a
IIPEILIECTBYIOIUI MeCSII] JIEKAPCTBEHHBIX IIpenapaTax.

nyn

12. B ciiyuae eciu cBeJieHUs], IPeAyCMOTPEeHHbIE moAnyHKTamMu "a", "x" u "n" nyHkra 9 HacTosmx
[IpaBui, He mpeACTaBICHBI B OpPraHbl TOCYAapCTBEHHOM BiacTH cyObekToB Poccuiickoit dexepannu B
cdepe oxpaHbl 37A0POBbs, YKAa3aHHBIE OpPraHbl BIACTH CaMOCTOSITEIbHO 3alpAaIlMBAIOT 3TU CBEJIEHUS B
rOCYJJapCTBEHHBIX BHEOIOKETHBIX (OHIAX.

Cenenuss o OOJbHOM (HAmpaBlieHUsS, W3BEILICHUS), IPEACTaBIsieMble B DJIEKTPOHHOM BUJIE,
MO/IJIEXKAT 3aBEPEHUIO 3JIEKTPOHHOM IMOANKCHIO JOHKHOCTHOTO JIMIIA OpraHa IOCyIapCTBEHHOM BIACTH
cyowekta Poccuiickoit deneparuu B chepe oXpaHbl 37J0pOBbS.

13. B cnyudae Bbie3na 00JIBHOTO 3a mpeneisl Tepputopuu Poccuiickoit denepannn Ha MOCTOSTHHOE
MECTO KHTEJIBbCTBA WM MECTO MpeObIBaHUs (B CIIydae eClId CPOK MPeObIBaHMS MPEBBIIIACT 6 MECAIEB), a
TaKXe B CJIy4ae CMEPTH OOJILHOTO CBEJICHUS O HEM TIOJIC)KAT apXUBUPOBAHUIO.

YTBepKACHBI

noctranoBienueM [IpaButenscrBa
Poccniickoit ®enepanuun

ot 26 Hos10ps 2018 1. N 1416

NEPEYEHb o
YTPATMBLUMX CUMNY AKTOB MPABUTENBCTBA POCCUINCKOW ®ENEPALIUM

1. ITocranoBnenue IlpaButensctBa Poccuiickoit ®enepauun ot 26 nexadbpst 2011 r. N 1155 "O
3aKylKax JIEKQpCTBEHHBIX TMpemapaToB, MpeIHA3HAYCHHBIX [UIsI oOecredeHus I, OOJBbHBIX
reMoQuiIneiil, MyKOBHUCIMIO30M, THUMO(HU3apHBIM HAHW3MOM, OO0Je3HpI0 ['omne, 370KavyecTBEHHBIMHU
HOBOOOPa30BaHUAMHM JIMM(POUTHON, KPOBETBOPHOM U POJCTBEHHBIX UM TKaHEH, PACCESTHHBIM CKJIEPO30M,
JUIl TIOCJIe TpaHCIUTaHTauuu opraHoB W (wim) Tkane" (CoOpaHue 3akoHOmarenbcTBa Poccuiickoii
®enepaunn, 2012, N 1, cT. 186).

2. Iocranosnenue IlpaButensctBa Poccuiickoit deaepanuu ot 26 ampens 2012 r. N 404 "O6
yrBepkaeHuu [IpaBun Benenus @enepaibHOro perucTpa Juil, OOJbHBIX reMopuiInell, MyKOBUCIIHIO30M,
runoduzapHbIM HaHU3MOM, Ooje3Hblo ['omie, 3710kauecTBEHHBIMH HOBOOOpa30BaHUSAMHU JTUMGOUIHOM,
KPOBETBOPHOW M POJCTBEHHBIX UM TKaHEH, pacCesHHBIM CKJIEPO30M, JIMI[ TOCJIE TpPaHCIUIAHTALUU
opranoB u (unu) Tkanei" (CoOpanue 3akoHoaarenscTBa Poccuiickoit denepannu, 2012, N 19, ct. 2429).

3. Ilynktsel 176 n 190 usmeHeHuii, koTopble BHOCATCS B akThl IIpaBurenbcTBa Poccuiickoit
denepanuy MO BOIpOCAM JEATENIBHOCTH MUHHCTEpCTBA 3ApaBooxpaHeHus Poccuiickoin Penepannu,
yTBEpKJeHHbIX noctanoBieHreM [Ipasurenscrta Poccuiickoit @eneparuu ot 4 centsiops 2012 r. N 882
"O BHeceHMHM W3MEHEHUN B HEKOTOpbie akThl I[lpaBuTenscTtBa Poccuiickoit denepanuu 1Mo BOIpoOcam
JeATEIIbHOCTH MuHucrepcTBa 3paBOOXpaHECHUS Poccuiickoi Denepauyn” (Cobpanue
3akoHomarenscTBa Poccuiickoit deneparuu, 2012, N 37, ct. 5002).



4. TlocranoBnenue IlpaButenbcrtBa Poccuiickoir @enepauuu ot 24 ampens 2015 r. N 389 "O
BHECCHHH M3MEeHEeHUH B mocTaHoBieHue [IpaBurenscTBa Poccuiickoit @enepanuu ot 26 nexadps 2011 r.
N 1155" (Cobpanmne 3akonogarenscTBa Poccuiickoit @enepammm, 2015, N 18, ct. 2709).

5. Ilocranosnenue IlpaButensctBa Poccuiickoit ®denepanmu ot 9 ampens 2016 r. N 288 "O
BHeceHUH u3MeHeHWi B [IpaBuna Bemenuss DenepanbHOro perucrpa Jul, OONBHBIX TeMo(uiIHeH,
MYKOBHCLIHI030M, runoguzapHbIM HaHU3MOM, 00J1€3HBI0 l'omre, 3JI0Ka4€CTBEHHBIMU
HOBOOOpPa30BaHUSAMHU JIMM(POUTHON, KPOBETBOPHON U POJCTBEHHBIX UM TKAHEH, pacCEeSHHBIM CKIEPO30M,

JUIl TIOCJIe TpaHCIUTaHTanuu opraHoB W (wimm) Tkanei" (CoOpaHue 3akoHOnaTeabcTBa Poccuiickoit
®enepauun, 2016, N 16, ct. 2225).

6. IlocranoBnenue IlpaButensctBa Poccuiickoit ®enepanuu ot 11 asrycra 2016 r. N 784 "O
BHECEHUU M3MEHEHUN B octaHoBieHue [IpaButenbcrBa Poccuiickoit @eneparuu ot 26 nexadps 2011 r.
N 1155" (Cobpanue 3akononatenbcTBa Poccuiickont @enepannu, 2016, N 34, cT. 5242).

7. Iloctanosnenne IlpaButennctBa Poccuiickoit ®enepanuu ot 17 ampens 2017 r. N 457 "O
BHeceHUU u3MeHeHUil B [lonoxeHne o 3aKkymKax JIEKApCTBEHHBIX MPENaparoB, MpeAHA3HAYECHHBIX IS
obOecrnieueHus UM, OOJMBHBIX TeMO(HIUEH, MYKOBHCIIHIO30M, THIO(PHU3APHBIM HAHU3MOM, OOJIE3HBIO
l'ome, 3m0KauecTBEHHBIMH HOBOOOpPA30BaHUSMHU JUM(OUAHON, KPOBETBOPHOM U POJICTBEHHBIX WM
TKaHEH, pacCessHHBIM CKJIEPO30M, JIMI[ TMOCJE TpaHCIUIAHTaluu opraHoB u (mwiau) Tkanei" (CoOpanue
3akoHoaaTeascTBa Poccuiickoit ®enepanuu, 2017, N 17, cr. 2577).



