IMPABUTEJILCTBO POCCHHUCKOU ®EJIEPAITUUA
[IOCTAHOBJIEHUE

oT 26 HosOps 2018 1. Ne 1416

MOCKBA

O nopsiake opranuszaunn obecneyeHns JeKapCTBEHHBIMH NIPeNapaTamH
Aul, 60abHBLIX remoduineli, MyKOBHCLHI030M, THNO(H3APHLIM HAHH3MOM,
Oosesubio Nowe, 310Kka4vecTBEHHBIMH HOBOOOpa3oBaHHAMH JAHMEPOHAHOM,
KPOBETBOPHOMH H POACTBEHHBIX HM TKaHel, PACCETHHBIM CKJIEPO30M,
reMOJIHTHKO-YPEMHYEeCKHM CHHIPOMOM, IOHOILIECKHM apTPHTOM
C CHCTeMHBIM Ha4asIoM, MyKonoaucaxapugosom L, II u VI tunos,

JIHIL Moc./1e TPAHCNJIAHTAIHH OPraHoB W (MJIH) TKaHeH, a TAKKe 0
NPH3HAHHH YTPATHBIUHMH CHJY HEKOTOPbIX AKTOB
[IpasureancrBa Poceniickoit Menepaunn

B coorserctBuM ¢ nyHkToM 2| wuactu 2 crtarbu 14 wm yactamu 7 -9
ctatbi 44 @epepanbHoro 3akoHa "OO ocHOBax OXpaHbl 310pPOBbA TPaXKIaH
B Poccuiickon  ®enepaunn” [lpaButensctBo  Poccuiickoit  ®enepaunu
NOCTAHOBAAET:

. YTBepauTh Npuiaraemele:

[IpaBuna opranuszauuu odecrieveHds JNeKapcTBEHHbLIMH MpenapaTamu
i, OONBHBEIX reMOMHIMER, MYKOBHCLIMIO30M, THIO(QH3APHBIM HAHW3MOM,
OonesHpto T'olle, 3/70KAauECTBEHHBIMM HOBOOOPa3OBaHUAMH  JTUMOHIHOM,
KPOBETBOPHOH W  POJICTBEHHBIX MM TKaHeH, paccesHHbIM CKJIEpPO30OM,
reMOJIMTHKO-YPEMHYECKHM CHHAPOMOM, HOHOLUECKMM apTPUTOM C CHCTEMHBIM
Hayanom, mykonoaucaxapuaosom I, [I u VI tunos, nuu nocne tpancnianrauuu
OpPraHoB W (MJIH) TKaHEH;

[lpasuna Benenua MenepanbHOro perkcTpa Juil, 6ONbHBIX reModHIHeN,
MYKOBHUCLIHI030M, runodu3apHbiM HaHH3IMOM, 0ose3HbH [Nowe,
3/I0Ka4eCTBEHHBIMH  HOBOOOpa3oBaHUAMM  AUMQOMAHON,  KPOBETBOPHOH
H POACTBEHHBIX MM TKaHel, pacCesHHBIM CKJICPO30M, TEMOJIMTHKO-
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YPEMHYECKUM CHHAPOMOM, HOHOWIECKMM apTPHTOM C CHCTEMHBIM HayajloM,
mykononucaxapuaosom I, Il u VI tunos, nuu nocne Tpancnnantaumu opraHos
U (WIH) TKAHEH:

nepeyeHbL yTpaTMBWMKX CcHIy aktoB [lpaBurensctBa Poccuiickoit
Mdenepaumm.

2. MuHucTepcTBY 3/paBoOOXpaHeH s Poccuiickoi ®enepaunn
B YCTAHOBJEHHOM 3aKkoHojaTenbcTBOM Poccuiickoii @enepauuu mnopsaxe
ocyulecTBuTh 3akynky Ha 2019 roja nekapcTBeHHBIX penapatoB s
MaTOreHeTHYECKOTO  JICYEHHA  JIML, OOJIbHBIX  'eMOJIHTHKO-YPEMHYECKHM
CHHIPOMOM, FOHOLLECKHM apTpUTOM C CHCTEMHbIM Havanom,
Mykonosucaxapuaosom I, II u VI THNOB, BKIIOYEHHBIX B NepeyeHb KHU3HEHHO
HEOOXOAMMBIX H BXKHEHILHX JIEKAPCTBEHHBIX MPENaparos.

3. MunucrepeTBy 371paBooxpaHeHus Poccuiickoit MenepaiMu  nasath
pa3biACHEHHs 110  MPHMEHEHWIO  TMpaBH],  YTBEPHKAEHHBIX  HACTOSLIMM
MOCTAHOBIIEHHEM.

4. Hactosuee nocrtaHosieHHe BcTynaer B cwiy ¢ | ausaps 2019 r.,
332 UCKJIIOYEHHMEM [YHKTA 2, KOTOpBIH BCTYNaeT B CHIY €O AHA O(HUMANBHOIO
onyOJMKOBAHMA HACTOAILETO MOCTAHOBIIEHHSA.

[Ipencenarens [1paBuTen

Poccuiickoit ®Menepaut J.Mensenes
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VTBEPXJIEHBI

nocraHosnenuem [IpaBurensbcrea
Poccuiickoit denepatnn
oT 26 Hosa0ps 2018 r. Ne 1416

ITPABHUHITA

OpraHu3auHu odecnevyeH s JIEKAPCTBEHHLIMH NpenapaTamMmu
AHU, 601bHBIX reMogHIHeH, MyKOBHCUHIO030M, THNIOPH3APHBIM HAHH3IMOM,
Oonesubio IN'ome, 310Ka4eCTBEHHBLIMH HOBOOOPA30BAHHAMH JHMPOHIHON,
KPOBETBOPHOH H POJCTBEHHBIX HM TKaHeH, PacCesiHHBIM CKJIEpPo30M,
reMOJIHTHKO-YPEMHYECKHM CHHAPOMOM, IOHOIIECKHM apTPHTOM
€ CHCTEMHBIM HavajoM, mykonoaucaxapuaozom L, IT u VI tunos,
JIHL MOCJIe TPAHCIIAHTAUKH OPraHoB H (H/H) TKaHe#H

|. Hactositume  [lpaBuna  ycraHaBiMBalOT  MOPALOK  OpraHu3alUu
oOecrneyeHus UL, DO0bHbIX reMopHIned, MYKOBUCLIMIO030M, THIIO(H3APHBIM
HaHu3MOM, OosesHblo  [ome, 3M0KauecTBEHHBLIMH  HOBOOOpPA30BAHMAMMU
MUMQOHIHOH, KPOBETBOPHOH M POJICTBEHHBIX MM TKaHeH, paccesHHbIM
CKJIEPO30M, FEMOJIMTHKO-YPEMHYECKHM CHMHAPOMOM, IOHOLIECKHUM apTPHTOM C
CHCTEMHBIM HayanoM, Mmykonosaucaxapuaoszom [, Il u VI tunos, nuu nocne
TpaHCIJIaHTalliKH OPraHoB  (MJIM) TKaHel (aanee - OOJIbHbIE), JEKapPCTBEHHBIMU
npenapataMM 718 MEIHUHHCKOTO TMpUMEHEeHHs, MNpeJHa3Ha4YeHHbIMKH IS
Ae4eHus 3TUX 3aboneBaHui, no yreepikiaetHomy [pasurenscreom Poccuiickoit
Mepepauun MeEpeyHIo NeKapcTBEHHBIX MpenaparoB, cHOpMHPOBaHHOMY B
YCTaHOBJIEHHOM MM MOpsiAKe (Jajiee - JIEKApCTBEHHBbIE [pPENnaparhl), a Takke
NOpsAA0K M YCJIOBHA MepeAayvyH JIEKApCTBEHHbBIX MMpenapartoB B cOOCTBEHHOCTh
cybvektoB Poccuiickoi Penepaumu.

2. McTouHuKkoM (pHHAHCHPOBAHMA OpraHu3zaulu obecrnieyeHHs GONbHbIX
JIeKapCTBEHHBIMH  NpernapataMu  ABASKOTCA  OHO/KETHbIC  ACCHMTHOBAHMS,
npeaycMoTpeHible B denepaibHOM Ot0keTe MUHHCTEPCTBY 3ApPaBOOXPaHEHMS
Poccuiickoii Denepatiuu.

3.IlpaBo GosnbHOro Ha obecneyeHWe IeKapcTBEHHBIMM [IpenapaTtamu
BO3HHKaeT CO [HS BK/IKOYEHHS CBEJEHHH O HEM B PErHOHalbHbIH CErMEHT
MdesepanbHOro perucTpa JuuU, OONBHBIX reMOMHIHEH, MYKOBHCIIHI030M,
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rUNoMHU3apHBIM HaHH3MOM,  ©O0Je3HBIO ['owe,  3710Ka4YeCTBEHHBIMH
HOBOOOpa30BaHUAMM TUMMOMIHOMN, KPOBETBOPHON M POJCTBEHHBIX UM TKaHeil,
PacCcesHHbIM CKJIEPO30M, FEMOTHTHKO-YPEMHHYECKMM CHHIPOMOM, HOHOIIECKMM
apTPUTOM C CHCTEMHBIM Hauwajiom, Mykononucaxapugosom I, II u VI tunos,
JIULL 110C71e TPAHCIUIAHTALMKH OPraHOB M (MIM) TKaHel (nanee - ®enepalibHblii
perucTp).

Hara BKMOuYeHHs GONBHOrO B perdoHaNbHBIA cermeHT PenepanbHOro
perucTpa  GUKCHpyeTcs  JleHalluM  BpadoM B MEAMLMHCKOH  KapTe
amOynaTopHoro 60JBHOTO HIH MCTOPHM Pa3BUTHA pebeHKa.

4. Opranmnsaums  obecnedeHdus MHHHCTEPCTBOM  3]paBOOXpaHeHHS
Poccuiickoii Penepaunn 3a cuer cpeacts (eaepaibHoro Gromkera GOIBHBIX
JIEKapCTBEHHBIMH  IpenapaTtaMu  OCYUIECTBAAETCS C YHETOM CTaHAapTOB
MEIHLIMHCKOH MOMOLIH, KITHHHYECKHX PeKOMEeHIAlMH (IPOTOKOIOB JIeYeHHs) U
CpeiHel KypCOBOMH J103b! JIEKapCTBEHHBIX MPeNnapaTos.

5. Oprasbl rocy1apcTBeHHOH B1acTH cyObekToB Poccuiickoit ®eepanuu
B chepe oxpaHsl 3J0pOBbs He Mo3aHee | HOSIOPs TEKYILEro roaa NpeicTaBasIoT
B MuHucTtepcTBO  31paBooxpaHeHus Poccuiickoil  ®egepauuu  3asgBKM
Ha [IOCTaBKy JIEKapCTBEHHBIX TIpenapaToB no (GopMe, YTBEPXKIAEHHOMH
yKa3zaHHBIM MHHHCTEPCTBOM (Z1anee - 3asABKH), C MPHIOKEHHEM 00OCHOBaHHI
no MX 00BeMy, a TaKxke MepedeHb OPraHM3alMi, UMEIOUIMX JMIEH3UI0 Ha
OCYLLECTB/IeHHe MEeIHIMHCKOH W (MNH) dapmaleBTUYecKoH IesaTelbHOCTH B
cyObektax Poccuiickoit Menepaiu (najee - opraHu3alMM-TIONyYaTenu), B
LIeNIAX MOCTABKH OPraHM3alUaAM-110IyyaTeNIsM 1eKapCTBEHHBIX MpenapaTos.

[lotpebrocTh  (0O6beM nocTaBkM) B JIeKapCTBEHHOM  IIperaparte
OTIpEJIeNIAETCS C YYETOM KIHHHYECKHUX peKOMeHAaluii (MPOTOKOIOB JIeYeH s ) |
CpeHEeH KypCOBOH 03Bl JIEKAPCTBEHHOTO TIperapaTa UCXOAs M3 exXeMecs4HOMH
¢akTuyeckoii noTpeOHOCTH GONBHBIX B NEKAPCTBEHHBIX [penaparax B
COOTBETCTBHHM CO CBEJEHHSAMH pervoHanbHoro cermeHta @PenepansHoro
perucTpa U HeodxoauMocTH (JOpMUpPOBaHUS 3amnaca Ha 15 Mecsues.

6. MunucrepcTBo 31paBooxpanenus Poccuiickoi ®enepauuu bopmupyer
KOMHUCCHIO M0 PpacCMOTPEHHIO 3asdBOK (Janee - KOMMCCHS), YTBEpKAAeT
MOJIOKEHHWE O KOMHCCHMM M ee cocTaB. KomuccHa Ha cBoeM 3acelaHHH
paccMaTpHBaeT 3asBKM Ha NpeaMeT 0DOCHOBAHHOCTH 3asABIeHHBIX 00BEMOB
JICKAPCTBEHHBIX [IpeMNapaToB, NpPH HeOOXOOHMOCTH KOPPEKTHPYET HX, H
COTJIaCOBBIBAET C BIHECEHUEM COOTBETCTBYIOLIETO PElLeHHs.

CornacoBaHve 3afBOK OCYILECTBIAETCS KOMHCCHEH C  y4acTHeM
npeJcTaBuTENeH OpPraHoB roCyJapCTBEHHOW BiacTH cyObekToB Poccuiickoii
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Qenepauui (B TOM  uMCAe € HCNOJB30BaHMeM  MHMOPMAILMOHHO-
KOMMYHHKaLIHOHHBIX TEXHONIOTHH).

7.00beM  MOCTaBOK  JIEKAPCTBEHHBIX  MpenaparoB  (opMHpyeTcs
B npejenax OKeTHBIX acCHTHOBAHWIA, NpeayCMOTPEHHBIX B (efiepalbHOM
3aKOHe O (elepaibHOM OlO/KETe Ha COOTBETCTBYIOUIMA (PHHAHCOBBIA rox
M TUI2HOBBIH MEPHONA, M JIMMHTOB OMOIKETHBIX 00A3aTe/bCTB, JOBEAEHHBIX
B YCTaHOBNEHHOM MoOpsiKe 10 MuHHCTepcTBa 3apaBooxpaHenus Poccuiickoi
Qenepauuy Ha 3aKynKy J€KapCTBEHHBIX [IPENapaTos.

8. B cooTBeTCTBHH ¢ 00BEMaMH MOCTABOK JIeKapCTBEHHBIX MNpenaparos,
YTBEPXAECHHBIMH OpraHaMM rocynapcTBeHHOH BlacTH cyObekToB Poccuiickoit
Depnepaurn B cdepe OXpaHbl 3A0pPOBbS C YYETOM pEIICHHS KOMHCCHH,
MunncTepeTBo 31paBooxpaHeHus Poccuiickoit Menepatmu B YCTaHOBIEHHOM
3aKoHozAaTenbCTBOM Poccuiickoif (Penepaunu nopsake ocymecTBASET 3aKYMKY
JIEKapCTBEHHBIX [TPENnapaTos.

9. INocTaBmuku JeKapCTBEHHBIX Npenaparos, onpeneeHHble
B COOTBETCTBHH C 3aKOHOJaTe/IbcTBOM Poccuiickoit ®enepaunu, npeacTaBisoT
B MuHHCTEpCTBO 3apaBoOXpaHeHHs Poccuiickoit ®enepauun odopmieHHbIe
B YCTAHOBIICHHOM MOpsKe JOKYMEHTBI, NOATBep)KAaloline (akT MoaydyeHus
OpraHHU3alMAMH-TIONYYATe/ISMH JIeKapCTBEHHBIX MpenapaTtoB, B TOM YHCIe
HaK/IaJHBle W aKThl TPUEMa-nepejiayy JIEeKapCTBEHHBIX MPENapaTos.

10. MunnctepcTBO 371paBooxpaHenus Poccuiickoit Menepaluu B TeyeHune
10 pabouyux aHeH €O AHS MOCTYN/IEHUS aKTa MpHeMa-nepeladi NPHHUMAET
Ha y4YeT IeKapcTBeHHBIE TMpernapaTbl M W37aeT pPaclnOpAONTENbHBIE aKThl
0 nepeaaye JICKapCTBEHHBIX MpeENapaToB OpraHaM HCIIOJIHHTEILHON BIAcTH
cyOnexToB Poccuiickoil ®emepaiuu, onpeieneHHbIM BICIIMM JOIKHOCTHBIM
avuom  cyowekra Poccuiickoit  ®enepaunu  (pyKOBOAMTENEM  BBICILIEro
MCIIOJIHHUTEJIBHOrO OpraHa rocyjaapcTBeHHOH BiacTH cyObekta Poccuiickoi
@enepaunn) (nasee - yNnorHOMOYEHHbIE OPralbl), ¢ yKa3aHHeM HOMEHKIATYpBI,
KOJIMYECTBA H CTOMMOCTH JIEKAPCTBEHHBIX TNPENapaToB B OTHOIIEHHH KaXI0ro
YNOJHOMOYEHHOTO OpraHa.

11. MunnctepeTBo 31paBooxpaHenus Poccuiickoii Menepaluy B TeyeHHe
5 pabo4ux aHeH co MHA M3NaHUS PAacNOPAAHTENBHOIO aKTa, NpeaycMOTPEHHOTO
MyHKTOM 10 Hactosmux IlpaBun, HanpaBngeT B YNOMHOMOYEHHBIE OpraHbl
(B 2 3k3eMnaspax) M3BELIEHHE O ITOCTABKe JIEKapCTBEHHBIX IPeapaTtoB H akT
npuema-nepeaays, NoANUCaHHble yKa3aHHbIM MUHUCTEPCTBOM.

12. YnonHoMoueHHble OpraHbl B TedeHHe 5 pabouux aHell co HS
Moay4eHUs U3BEUIEHHS O ITOCTaBKe JIEKApCTBEHHBIX MPErnapaToB U aKTa pHeMa-
nepenayu, npeaycMOTpeHHBIX NyHKTOM 11 Hactosumx Ilpasun, nmoanuceBarT

28110375 doc



¥ 3aBepAIOT MneyaThio 06a 5K3eMNUIApa U3BELUEHUS O MOCTAaBKe JeKapCTBEHHOro
npenapara i 0ba 3K3eMIIspa akTa NpHeMa-nepeaayy, 10c/e Yero BO3BpallaloT
B MuHucTepeTBO 31paBooxpaenus Poccuiickoii Penepaunn oaun IK3eMIIap
YKa3aHHOTO H3BEIUCHHSA H OJIMH 3K3eMIUIAp aKTa NpHema-rnepeaadq.

13. ¥onHOMOYeHHbIH OpraH Ha OCHOBAaHMH aKTa [pHeMa-lepeaaqyu
MPHHHAMAET Ha YYeT JieKapCTBEHHbIE Npenaparthl U B TedeHHe 5 pabouux mHeii
CO MHA MONy4YeHHS aKTa NpHeMa-nepefadd M3NAET paclOpAAMTENbHBIA aKT
0 Iepejauye  JIEKapCTBEHHBIX  IIpENapaToB  OpraHU3alUAM-TIONYyYaTelIsM
C YKasaHMEM HOMEHKIATypbl, KOJHYECTBA MW CTOMMOCTH JIeKapCTBEHHBIX
NperaparoB B OTHOIIEHHH KaXJI0H OpraHu3aluu-1onyyarens.

14. Opranu3anuu-nonyyatend B TedeHHe 2 pabouux aHell co JHA
NoJy4eHHss JNOKYMEHTOB, MOATBEPXJAIOUWIMX Nepeaayy MM JeKapCTBEHHBIX
npenapartoB, NPHHHMAIOT JIEKAPCTBEHHbIE MpenapaTbl Ha y4yeT, obecrneYyuBaioT
MX COXPaHHOCTE M lle/IeBOe HCMOJIb30BaHHE.

15. MuHucrepcTBo 3lpaBOOXpaHEHHSA Poccuiickoi Qenepaluu
B YCTaHOBJICHHOM MM IOPAAKE OCYILECTBIAET MOHHUTOPHHT IBUKEHHSA H ydyeTa
NeKapcTBeHHBIX IpenapatoB B cybbekrtax Poccuiickoit Menepauuu, NOBOAMUT
A0 CBeJleHHs YNOJHOMOYEHHBIX OpraHOB TMOJY4YeHHBle MO pe3yJbTaTam
MOHHMTOpPHHIa JaHHble, B TOM YHCJE CBENEHHS O HOMEHKIAaType, KOJIHYeCcTBe
H CTOMMOCTH JIEKAapCTBEHHBIX MpenaparoB, 00 OTCYTCTBHM NOTPeOHOCTH
B OTIENbHBIX /I€KAPCTBEHHBIX IpernapaTtax JMO0 0 NOSBIEHHH JOMNOJHUTEIbHOM
NOTPEOHOCTH B JIEKAPCTBEHHBIX Mperaparax B CBA3H C U3MEHEHHEM B cyObekTe
Poccuiickoii Menepanini YMCIEHHOCTH OOIBHBIX, H3MEHEHHAMH B HazHAYEHHSIX
MEAMIMHCKMMM  paboTHHKAMM  JEeKapCTBEHHBIX  npenapatoB  GONBHBIM
M COTrNacoBBIBaET [epepaclipe/lelleHHe JIEKapCTBEHHBIX [pernapaToB MeXIy
cydbekramu Poccuiickoi ®enepanuy.

16. Ilepenaya  nexapcTBeHHBIX — MpenapaToB  OOHHM  CYOBEKTOM
Poccuiickoit ®enepauun B coOCTBEHHOCTh apyroro cyowsekra Poccuiickoii
Penepauuy  OCYIIECTBASETCA Ha OCHOBAHMM akTa IpueMa-Tiepejay.
MunucTepcTBo 3apaBooxpaHeHHs Poccuiickoit Peaepaind  yBeaomiseTcs
O Iepegade JICKApCTBEHHBIX mnpenaparoB B 10-gHEBHBIH CpOK mnocie
NOAIHCaHUA aKTa [pUeMa-rnepeiayd YroJIHOMOYEHHBIMH OPraHaMH.

17. MunucTepcTBO 3lpaBOOXpaHEHHUS Poccuiickon Denepaluu
NpeAcCTaBIseT eXeKkpapTaibHo, Ao 10-ro uyWcna Mecdla, ClIeayrOLIEro
3a OT4YeTHbIM KBaprasoM, B DejpepaneHyro ciayxk0y mno Haazopy B cdepe
3paBOOXpPAHEHHs CBEIEHHUA O Iepejaye IeKapCTBEHHBIX NPenapaTtoB cyObeKTy
Poccuiickoii  Denepauuu H COrNaCOBaHHBIX nepepacnpeeneHusax
JIEKApCTBEHHBIX [penapaToB Mexay cyObextamu Poccuiickoit ®enepauuu
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B LensX OCYLIECTBIEHHMS  KOHTPOJsS 3@ lEeNeBbIM  HCMOJL30BaHHEM
JIEKapCTBEHHBIX MPenapaTos.

18. B nensx obecrieueHus OOMBHBIX NEKapCTBEHHbBIMH MNpenapaTamu
B TOpsAIKe, YCTAHOBIEHHOM 3aKoHojarenbcTBOM Poccuiickoit Denepaunu,
OCYLUECTBISIETCS Ha3HAuyeHHWe JIEKAPCTBEHHBIX TMpenapaTtoB W odOpMIeHHE
pelenToB Ha JIeKapCTBEHHbIE MPenaparsl.

19. [lpu Ha3HayeHUH OONBHOMY JIEKAPCTBEHHBIX IpenapaTtoB Jevalluii
Bpa4 MHQOPMHpYET ero O BO3MOKHOCTH IIOJY4EHHS MM COOTBETCTBYIOUIHX
JeKapcTBeHHBIX rpenapatoB 0e3 B3MMaHMA MJaThi B COOTBETCTBHH
c 3aKkoHozdaTenscTBOM Poccuitickoi @enepaunu.

20. B uenax auHaMu4yeckoro HaOnwoaeHUs 3a OOJIBHBIM M CODMIOLEHMS
NEPUOJMYHOCTH MMOCEIIEHNHs UM MeIULMHCKOH OpraHM3aliMM JieyallliM BpauoMm
ornpenensieTcs KOAWYeCcTBO JIEKAPCTBEHHOro Mpenapara, eJIHHOBPEMEHHO
oopMIIEHHOrO Ha peuenTypHOM OlaHKe B COOTBETCTBHH C PEKOMEHIIOBaHHOM
CpeIHECYTOYHOM KYPCOBOH /1030H H CPOKOM, Ha3HaUYE€HHBIM [715 [IOCEIIeHHUS.

21. MeaMUMHCKas OpraHu3alus npeaocTaBnseT O0MBHOMY HIM  ero
3aKOHHOMY TpeJcTaBuTeNn0 HHopMaLHio 00 OpraHu3alusX, pacrolo)eHHBIX
B FpaHHWLIaX MYHHIMNAIbHOrO 00pa30BaHUSA MO MECTY JKHUTENbCTBA WIH MECTY
npebbiBaHKsA (B cioydae eclnd CpoK TpeObIBaHHS TMpeBbiiliaeT 6 MecsleR)
OONLHOrO M OCYLLeCTBISIOLIMX OecniaTHBIA  OTHYCK  JeKapCTBeHHBIX
npenapaToB, Ha3HAYEHHBIX JIEYallliM BpadoM.

22.Tlocne  BkArO4YeHMA  OONBHOTO B perdOoHaNbHBIH ~ CErMeHT
@®enepanbHOro perucTpa HasHadeHHWE W OTNYCK €MY HIH ero 3aKOHHOMY
NpedCTAaBUTEN JIEKaPCTBEHHBIX MpenapaToB OCYILUECTBIAETCA B CPOK, He
npesblinarommi 20 pabounx nHeH co QHA BKIHOYEHHS.

23. Opranuszanus obecneyeHus JeKapCcTBEHHBIMHU NpenapaTaMi 00IbHBIX,
NPOXUBAIOUIUX B CTALIMOHAPHBIX OPraHU3alMiaX COLMAIbHOINO 00CTYKMBaHUS
MIM  OTOBIBAIOLIMX  HAaKa3aHWe, CBf3aHHOEe ¢  JIMLIEHWeM CcBOOOJBI,
OCYLLECTBIACTCA COOTBETCTBYIOLEH OpraHu3aLlue.

24. B caydae Bblezga OOJBHOro 3a npeaensl TEPPHTOPHHM cyOBexTa
Poccuiickoii Denepaunu, B KOTOPOM OH TIPOXKHMBAET, Ha TEPPUTOPHIO APYIroro
cyobekta Poccuiickoii ®enepaliMi Ha CpoK, He MpeBbIIAIOWIKHA 6 MecsLes,
TakoMy OOJIBHOMY OpraHoM rocyjaapcTBeHHOH BnacTH cyOwnekTa Poccuiickoi
Degepaun B cdepe OXpaHbl  3/I0pOBbS  OpraHM3yeTcs  Ha3Ha4YeHHe
JeKapcTBEHHBIX TpenapaTtoB Ha CPOK NMpHeMa, paBHBIH CpPOKY ero Bble3na 3a
npenensl Tepputopuu cybbekra Poccuiickon ®enepauuu, nudo, y4HThIBas
CPOKM TOJHOCTH HMMEKLIMXCA OCTAaTKOB JIEKAPCTBEHHBIX IpernapaTos,
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obecrieuenne  Takoro GONLHOrO  JIeKAPCTBEHHBIMH  MpeMapaTamMH  Ha
COOTBETCTBYHOLIHH CPOK.

CBenenns o KoaMYeCTBE Ha3HAYEHHBIX WM OTIYIIEHHBIX GOJILHOMY
HJIH €TI0 3aKOHHOMY TIIpEJCTaBHMTENIO JE€KAPCTBEHHBIX IpenapaToB BHOCATCH
B PErHOHaIbHBIH cerMeHT delepabHOTr0 perueTpa.

25.B caydae Bhlesna OOnBHOrO 3a mpejenbl TEPPUTOPHM cyOBeKTa
Poccuiickoii ®enepaunu, B KOTOPOM OH IPOXHBAET, HA TEPPHTOPHIO APYrOro
cybonekta Poccuiickoit Penepauny Ha Cpok, NMPeBBINAIOUMA 6 MECSLEB, HIIH
B ClIyyae H3MCHECHHS MeCTa JKHTENbCTBA TakoMy OOJbHOMY Ha3Ha4aroTCH
JIEKapCTBEHHBIE Npenaparkl HA CPOK MpHeMa He DOosiee ogHOro Mecsua JIHOO
OpraHH3yeTcsi OpraHoM TrocCyJapcTBeHHOH Brnacth cybwekra Poccuiickoit
Qenepauun B chepe oxpaHsl 340poBbA  ObecreyeHHe TAKOro 6GOMLHOIO
JIEKapCTBEHHBIMH TIpenapaTaMy Ha Cpok IpueMa He Gonee 0JHOro mecsua.

CBeneHHs 0 TakoM 6OJILHOM MOJIEKAT MUCKIFOHEHHIO U3 pervoHaabHOro
cermeHTa @PenepanbHoro peructpa cybvekta Poccuiickoii  Mepepauum,
C TEPPHTOPUM KOTOPOTO Bhle3KaeT OONbHOH, M mnepenade (B TOM 4HHCIE
C MCTNOJNb30BaHHEM HHHDOPMALIMOHHO-KOMMYHHKALMOHHBIX TEXHOJIOIMH) Oprany
rocyaapcTBeHHOH BnacTH cybowekrta Poccuiickoit @enepanun B chepe oxpassbl
3/10pOBbSA, Ha TEPPUTOPHIO KOTOPOro Bhexal OO0NbHOM, /[ANs BKIKYEHHS
B perHoHanbHbld cermedT @ejlepalbHOTO PperucTpa 23ITOro  cyOmbexTa
Poccuiickoit Meneparnn.

Hatoii BriIOueHUs cBeleHHE 0 OONBHOM B PErMOHAIBHBIA CErMeHT
®enepansHoro perucrpa cyonekrom Poccuiickoii Penepaumu, Ha TEPPHTOPHIO
KOTOpPOTro BbeXan OONbHOM, ABISETCS N€Hb, CIEAYIOLIMH 3a JHEM HCKIHYEHUS
CBECHMH O HEM H3 perdoHanbHoro cermenra QPenepanbHOrO perucTpa
cyObekToM Poccuiickoit Menepaliny, ¢ TEPPUTOPHH KOTOPOro BhleXal 60MbHOIL.

26. Opran rocyaapcTBeHHOR BiacTH cyobekta Poccuiickoit ®eaepaunu
B cdepe oOXpaHBl 370pOBBS, C TEPPHTOPHH KOTOPOro Bhlexal OOJILHOM,
npeacTaBnser (B TOM  YHMCIE C  HMCMNOJb30BaHHEM HMHGOPMaLHOHHO-
KOMMYHHKAIIMOHHBIX TEXHOJIOTMH) M0 3anpocy oOpraHa rocyAapCTBEHHOM
BnactH cybwekta Poccuiickoit ®enepaunn B cdepe o0OxpaHbl 300pPOBEHA,
Ha TEPPHTOPHIO KOTOPOro Bbexan OONMbHOW, CBeJEHHMS O KOJIHYECTBE
HA3HAYEeHHBIX MWAM (PAKTHYECKH TMpeJoCTaBlIeHHbIX OO0NLHOMY HIH  ero
3aKOHHOMY [IpeACTAaBUTENO JIeKAPCTBEHHBIX [penapatoB B COOTBETCTBHH
¢ MyHKTOM 25 HacTtoawux [Ipasu.
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YTBEPX/IEHBI

nocraHosiieHuemM [lpaBurenncTpa
Poccuiickoi ®enepauuu
oT 26 HosiOpa 2018 r. Ne 1416

NPABHUJIA

BeeHHs DenepasibHOro perucerpa Jnu, 60abHLIX remModHIHed,
MYKOBHCUH/1030M, rHNOGH3apHLIM HAHH3IMOM, Gose3nbio [owe,
3/I0Ka4eCTBEHHbIMH HOBOOOPAa30BaAHHAMH THM(OHIHOMH, KPOBETBOPHOI
H POACTBEHHBIX HM TKAHEH, PACCeIHHBIM CKJIEPO30OM, NreMOJIHTHKO-
YPEeMHYECKHM CHHAPOMOM, IOHOIIECKHM APTPHTOM ¢ CHCTEMHBIM
Havajom, myxkonoaucaxapuaosom L, II u VI tunos, auu nocne
TPAHCIIAHTAUMH OPraHoB H (HIH) TKAHeH

1. Hacrosuume [lpaBuna YCTaHABIMBAIOT MOpANOK BeJEeHHS
MenepanbHOro peructpa Juu, OoNbHLIX remModuiMel, MyKOBMCUMI030M,
runodusapubiM - Hauu3moM,  Gonesnbto  [ouwte,  3n0Ka4yecTBEHHBIMH
HOBOOOPa30BaHHAMH JIMM(OHIHON, KPOBETBOPHOMH H POJICTBEHHBIX MM TKaHEi,
paccesiHHbIM CK/IEPO30M, FeéMOIHTHKO-YPEMHUUYECKHM CHH/POMOM, FOHOLIECKHM
APTPUTOM C CHCTEMHBIM HavanoM, Mykononucaxapuaoszom I, Il u VI tunos, nui
nocje TPaHCIUIAHTALUWK OpraHoB W (WNM) TKaHeH (/Jallee COOTBETCTBEHHO -
Donbuble, DenepanbHbIA perucTp).

2. Benenuwe ®enepanbHOro perucTpa OCYLIECTBISETCH B CIEAYIOLIMX
Lensx:

a) obecrieyeHHe JIEKAPCTBEHHBIMM TMpenapaTamu IS MeJHLIHHCKOTO
NPUMEHEHHUS, BKIIOYEHHbBIMH B YTBepaeHHbIi [IpaButensctBoMm Poccuiickoil
GenepauMn nepedeHb EKAPCTBEHHBIX MpenaparoB, CHOPMUPOBAHHBIA B
YCTaHOBJIEHHOM MM MOpsJIKE (anee - nekapcTBEHHbIE Npenaparbi), 60AbHbIX 33
CYET OOJIKETHBIX aCCHTHOBAHHH, NPelyCMOTPEHHBIX B (eaepanbHOM OloKeTe
MunucrepeTBy 3apaBooxpaHeHus Poccuiickoi Menepaunu;

0) MOHUTOPHHT JBHUMEHHSA W ydeTa OONILHBIX Ha OCHOBAaHHHM CBEIEHHI,
NpeAcTaBNseMblX OpraHaMH roCcylapcTBEHHOH BiaacTH cyObekToB Poccuiickoit
denepauun B chepe 0XpaHbl 310POBHA;
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B) 3G (eKTUBHOE IUIAHHPOBAHHE M PACX040BaHHE (HHAHCOBBIX CPENCTB,
Hanpas/EMBIX Ha 3aKyNKy HEOOXOAMMBIX JIEKAPCTBEHHBIX Mpenaparos s
obecrieyeHHs MMM GONBHBIX 10 MECTY JKHTEJIBCTBA MJIM MeCTY NpeGbIBaHUSA
(B city4ae eciii cpok npeOblBaHUs NpeBbIaeT 6 Mecsles).

3. @enepanbHblii perucTp ABNfeTCs (emepanbHON  MHGOPMALMOHHO#M
CHCTEMOH, COCTOAIIEH M3 PETHOHANIBHBIX CETMEHTOB M COjepkKalled CBeIeHMS,
NpejlycMOTpeHHbIe NYHKTOM 9 HacTosAwux [Tpasun.

MuHucTepeTBO  3apaBooxpaHenns Poccuiickoit ®enepaumu  ssnsercs
onepaTopoM  3TOH  cHCTeMbl M obecrneynBaer ee OecriepeboiiHoe
GYHKUHOHUPOBaAHHeE.

4. Opranbl rocynapcTBeHHOMH BiracTi cydbekToB Poccuiickoit Menepainn
B cdepe OXpaHbl 300pOBbs 00ECNEYUBAIOT BHECEHME CBEACHMH O OGONbHBIX
B PEerHOHANbHBIA cerMeHT PeaepaybHOro perucTpa B CpokK, He NMpeBbILIAIIHiA
5 paboumx aHeit co aHsA oOpaiueHHs GOMBHOrO ¢ YCTAHOBIEHHBIM AMArHO30M
B MEIMUMHCKYIO OpraHM3alMio 1O MECTY €ro JKHTEeNbCTBA WIM MeCTy
npeObiBaHKA (B CTy4ae eclii CpoK NpeGblBaHuUs NpeBbIIaeT 6 MecsIen).

Bkmoyenue B pervoHanbHeli  cermeHT DenepanbHOro peructpa
CBEIEHHH O DOJIbHBIX OCYLIECTBNIAETCH MEeIMLMHCKOW OpraHu3ailueil rno Mecry
HX KHMTENbCTBA WIIM MECTy npeObiBaHMs (B Cliydae eciiM CpOK MpeOblBaHus
npeBbillaeT 6 MecsaleB) Ha OCHOBAaHUH MeIMLMHCKHX JOKYMEHTOB (MX KOIHH)
WM BBIMMCKH W3 HUX, OTPa)KaloLIUX CBeJeHHUs 00 YCTAHOBJIEHHOM JIMArHo3€ M
BbIOOpE MeponpUATHIl MO Je4YeHWI0 TNauMeHTa. BKIloueHHe CBeIeHHIA
O OONBHBIX C reMOJIHTHKO-YPEMHHYECKMM CHHIPOMOM, IOHOUIECKHM apTPHTOM
C CHCTEMHBIM HayaloM M MyKonoixucaxapuaoszom I, Il wu VI tunos
OCYHIECTB/IAETCA HA OCHOBAaHHH MEIMIMHCKHX NOKYMEHTOB HWIH HMX KOITHH
M BBIHCKH M3 HHX, OTPAKAlONIMX CBeJeHHs 00 YCTaHOBJEHHOM NMArHO3e
¥ BbIOOpE MEpPONPHUATHH M0 JIEYEeHHIO NMallHeHTa, NoNyYeHHbIX 0T (eaepalbHOMH
MEJHIIHHCKON OpraHH3alHH.

5. PerynupoBanue OTHOLUEHMH, CBsi3aHHbIX ¢ BejeHHeM @enepaibHOro
PErucTpa, OCYUIECTBIAAETCA B COOTBETCTBUM C 3aKOHoJaTenbcTBOM Poccuiickoi
Denepauun o6 undopmauuu, UHOOPMAUMOHHBIX TEXHOJOTHAX M O 3alUTE
HH(OpMaLHH.

6. MunucTepeTBO 3apaBooxpaseHus Poccuiickoit @ejiepaudn U opratbl
rocyaapcTBeHHoH BnactH cybwrexToB Poccuiickoit @enepauun B cdhepe oxpaHsl
3/10poBbA  0DecrnevHBalOT KOH(QHUAEHUMAIBHOCTb CBEJEHWH, COIepKalMxcs
B DenepanrbHOM perucTpe, a TakkKe XpaHeHHe H 3alMTY TAKUX CBEJEHHI
B COOTBETCTBUH ¢ DejiepasibHbIM 3aKk0HOM "O MepCcOHANBHBIX JaHHBIX .
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7. Pasmewienue undpopmaunn B PejiepaibHOM perncTpe ocyIecTBISeTCs
C TpHMEHEHHEM YCHIEHHOH KBaTH(MUUMPOBAHHOM 3JEKTPOHHON TMOAMHCH
B COOTBETCTBHH ¢ PeepanbHbiM 3akoHOM "O6 371eKTPOHHOM NoAMUcH".

8. MenepanbHEIR perucTp BejeTcs B IeKTPOHHOM BHJE C MPUMEHEHHEM
aBTOMaTH3UPOBAHHOH CHCTEMBI [IyT€M BHECEHUS PErMcTPOBOH  3aMUCH
C NPHCBOCHHEM YHHKaJIbHOTO HOMEPA PErHCTPOBOM 3aMMCH M YKa3aHHWEM AaThl
ee BHeCeHHA.

[Ipy BHeceHMM H3MEeHEHWIl B CBelleHHS O OOJNBHOM AO/KHBI OBIThH
COXpaHEHbl YHHKaIbHbIH HOMEpP pPErMcTPOBOH 3alMCH W HMCTOPHUS BHECEHMA
H3IMEHEHHH.

9. MenepanbHBIA PETHCTP CONEPKHUT CIIEAYIOLIHE CBEICHMS:

a) CTpaxOBOH HOMEP WHIMBHY&IbHOIO JIMIEBOrO cyeTa OONLHOrO
B CHCTeMe 0053aTe/IbHOI0 NEHCHOHHOIO CTPaxoBaHus (MPH HATHYKHK);

0) damunus, ums, oryecTBO OONBLHOTO, a TaKXke ¢baMHIKs, OaHHas
[P POKIAECHUH;

B) ZaTa poxkaeHus DOMBHOTO;

r) non 601LHOTO;

) aipec MecTa KHTEIbCTBA MM MecTa NpeOblBaHUA (B Clydyae eciu
CpoK npebbiBaHMs TIpeBbIIAET 6 MecsueB) OonBHOro (¢ yka3aHHeM Koja
nmo O6wepoccuitckoMy — KIacCHGHKATOPY 0OBEKTOB  aJIMHHHMCTPATHBHO-
TEPPHTOPHAJILHOTO JIeJIeHHU );

e)cepis M HOMED [acrmopra  (CBHAETENbCTBA O  POXKIAECHUH)
MIIH YAOCTOBEPEHHS IIMYHOCTH OOJIBHOTO, a TakXe JaTa BblJa4H yKa3aHHBIX
JOKYMEHTOR;

) CEpHsl U HOMep mnojuca 0053aTeNBHOTO MEIUIIMHCKOrO CTPaXxOBAHUS
OONBHOrO M HaHMEHOBaHWe BBIAABLICH €ro CTPaXOBOW MeIMIIHHCKOM
OpraHH3aluH;

3) MHpOpMauKs 00 MHBAIMIHOCTH (B Cly4yae YCTAHOBIEHUS TPYIIbI
MHBAIMIHOCTH MJIM KaTeropuu "pedeHok-uHBanug");

M) 1MarHo3  3aboneBaHus (cocTosHus), BKJIKOYasi  ero  KoJA
Mo MexayHapoaHOH CTaTHCTHYeCKOH kiaccHdWKaumuu Gonesneil M mpobiem,
CBA3aHHBIX CO 310pPOBBEM, a TakKkKe JaTa ocMmoTpa OOJBHONO M JaHHBIE
0 JIMHaMHKe COCTOSHHS;

K) HHbOPMalLHs 0 MeAWIIMHCKOM OpraHu3auny (HauMeHOBaHHe, OCHOBHOM
roCyJapCTBEHHBIH pPErucTPallMOHHBIH HoMep, koa no OO6uiepoccriickoMy
k1accuuKaTtopy NpEANpPHATHH W OpraHW3alMii), BbiAaBlUell HamnpapieHHe
Ha BKIIOYeHHe CBeleHHH o GonpHbIX B PenepanbHblil perucTp (HanpapneHue
Ha BHECeHHWE U3MEHEHUH B CBEIeHHs, coaepkauirecs B PeslepanbHOM peructpe
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(nanee - HampaBleHHe), a TakKe H3BEllEHME 006 HCKIIOYEHHH CBEICHHI
0 OonbHbIX M3 DeaepanbHOro perucTpa (nanee - H3BelLEHHE);

1) laTa BK/IIOYEHHs CBeIEHHH O GOJBHOM H 1aTa BHECCHMS M3MEHEHHI
B cBeleHHs 0 OonbHOM B MenepalbHblil perucTp;

M) HHGOPMallHs O Ha3HAYEHHH JTeKapCTBEHHBIX [IPENapaTos;

H) nHdopMauus o6 oTnycke NeKapcTBEHHBIX NpPENapaToB (JaTa Hayana
obecrieyeHHs IeKapCTBEHHBIMH TpenapaTamMu M (aKTHYecKuii OTITYCK
TIeKapCTBEHHBIX MpernapaToB);

0) lata  NPUHATHS  pelleHHs 06  OKOHYaHHM  obecreyeHus
JIEKAPCTBEHHBIMH TPEMapaTaMu ¢ yKa3aHWeM TIPHYHHBl (BblE3] 3a IIpe/ielbl
Poccuiicko#t ®enepaluy Ha I[OCTOSHHOE MECTO JKUTENLCTBA HIM MECTO
npeObIBaHus (B Clydae ecnu cpok npebbIBaHHS NpeBbIaeT 6 Mecsies), CMepTh
GosbHOTO, OTCYTCTBHE MOKa3aHMii K JanbHeilieMy NpUeMy J1eKapCTBEHHOTO
npenapara) o nmepejaye ceaenuit B apxus PeepanbHoOro peructpa;

n) uHpopMaLKs 0 BKIoueHHH GonbHoro B MenepanbHelii perucTp JHL,
MMEKOUIMX [PaBO HA NOJYYEHHE rOCYNapCTBEHHOH COLMATIBLHON MOMOIIH, M
HHBIE  DETrHCTPBbl, INpPEIAYCMOTPEHHBIE  3aKOHOJATENLCTBOM  PoccHiickoii
Penepaunu, B uessx obecneueHHs JeKapCTBEHHBLIMM TNpenaparaMH 3a CYeT
6ro/keToB GroKeTHOMN cucTeMs! Poccuiickoii Meaepanny;

p) YHHKaTbHbIH HOMEP pErHCTPOBOM 3aMTHCH;

C) BBIMHCKA M3 MEIMUMHCKOH JOKYMEHTalUHH OONbHOro, cojepxarias
CBEe/IeHHs 0 Ha3HA4YeHHH M MCTIO0NB30BaHUM J1€KapCTBEHHBIX MPENaparos.

10. B cnywae ycraHoBneHMs JuarHosa 3aboneBaHus (COCTOSHM#),
yKazaHHoro B myHkre 1 Hactosmmx [IpaBui, unM H3MeHeHMs CBejleHHId,
YKasaHHeIX B noanyHkrtax "a" - "x" nyHkta9 Hacrosmux Ilpasmn,
MEIHILIMHCKHE OpraHu3alii, B KOTOPBIX O0NbHbIE HAXOAATCH NOA MEAHIIMHCKHM
Habllo/ieHHeM, B CPOK, He NpeBBIAalolIMii 3 pabouux aHeil co aHs obpaieHus
OONBHOrO € yCTAHOBAEHHBIM JHATHO30M B MEIMUMHCKYI0 OpPraHM3aLMio [0
MECTY KUTEIbCTBA WM MECTy NpeObiBaHMs (B CIy4ae eclH cpok npeObiBaHMs
NpeBbILIAET 6 MeCALER), MPEACTARIAIOT B TEKTPOHHOM BHE WM Ha OyMaKHOM
HOCHTENe HampaBleHMs W W3BCIIEHHMA B OpraH TIOCYJapCTBEHHOH BIAcTH
cydbekra Poccuiickoit Menepaunu B chepe oxpaHsl 310poBbsi 1o Gopme H B
Nopsifike,  KOTOpble  yTBepHAeHbl ~ MMHHHMCTEPCTBOM  3ApaBOOXpaHEHHs
Poccuiickoit ®@enepauum.

11. Jns 3amonHeHus perMoHalbHOro cermeHta delepansHOro perucrpa
OpraHu3alMH, OCYLIECTB/AIOWIME OTMYCK JIeKapCTBEHHBIX  [penaparos,
Ha3HA4YeHHBIX JICHAIlHM BpayoM B COOTBETCTBHH C [PeAYCMOTPEHHBIM

281105376.doc



NoamyHKTOoM "a" myHkTa 2 Hactosimmux [lpaBua nepeuynem, g0 S-ro umena
KaXJI0To Mecsla NMpeacTaBsioT B OPraHbl FrOCY/1apCTBEHHOMN BIACTH CyOBEKTOB
Poccuiickoit Menepaunn B cdepe 0XpaHsl 3710pOBbS B 3JIEKTPOHHOM BHJE WK
Ha OyMakXHOM HOCHTene cBeleHHS 00 OTMYUIEHHBIX 3a NpeIlIecTBYHOLIHIl
MeCS1I JIEKaPCTBEHHBIX Mpenaparax.

12. B cnyyae ecnu cBeneHus, NpefycMOTpeHHblE MOANYHKTaMH "a", "x"
U "n" mnyskta9 wacrosmmx [IlpaBWi, He nmpeacTaBneHsl B Oprassl
rocynapcTBeHHOH Bi1acTH cyObrexToB Poccuiickoit Menepaunu B chepe oxpansl
3/10pOBbA, YKa3aHHbIE OpraHbl BJACTH CaMOCTOSTENBHO  3aMpalllMBalOT
3TH CBEJCHUS B FOCYapCTBEHHBIX BHEOIOIKETHRIX oHax.

Csenenns o OonbHOM (HampaBleHHs, HM3BENIEHMs), NpeicTaBlIseMble
B JJIEKTPOHHOM BHIE, [IO/INIEKAT 3aBEPEHHIO 3JEKTPOHHOH TIOAMUCHIO
JODXHOCTHOTO JIHLA OpraHa rocy/JapcTBeHHOH BNacTH cybowekta Poccuiickoit
Denepanuu B cepe 0XpaHbl 3710POBbS.

13. B cny4ae Bble3sna GombHOTO 3a npedensl TEPPUTOPHH PoccHiickoil
DenepalMd Ha MOCTOSHHOE MECTO JKHTEIbCTBA MJIH MECTO MpeObIBaHUS
(B ciydae eciu cpok npebbiBaHMA NpeBbIlIaeT 6 MecsueB), a TaAKKe B CIydae
CMepTH D0JIBHOIO CBEICHUS O HEM I0JIEKAT aPXHBHPOBAHMIO.
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YTBEPX/IEHBI
rnocraHoBneHueM [lpaButenscTBa

Poccuiickoit Penepauun
oT 26 Hos0ps 2018 r. Ne 1416

MEPEYEHB

yrpaTrusmux cuiay akros [Ipasureansersa Poccuiickoit @enepaunn

1. TlocraHoBneHue [IpaBuTenscTBa Poccuiickoii ®enepauun
or 26 nekadbpa 2011 r. Ne 1155 "O 3akynkax JeKapcTBEHHBIX MNpenaparos,
npeiHa3Ha4eHHBIX 1A oDecriedeHHs UL,  OonbHBIX  reModHiHeH,
MYKOBHCLHI030M, runoduzapHbIM HaHU3MOM, 6one3Hbro ["owe,
3710Ka4eCTBEHHBIMH  HOBOOOpa3zoBaHUSIMH  JTUMGOUAHOH, KPOBETBOPHOH WU
POICTBEHHBIX UM TKaHEH, pacCesHHbIM CKJICPO30M, JIML 110C/e TPAHCIUIAHTALMH
opraHoB M (Mnu) TKaHed" (Cobpanue 3akoHomatensctBa Poccuiickoi
®enepaunn, 2012, Ne 1, ct. 186).

2. locranosnenue [lpaButensctBa Poccuiickoin Meaepaunu ot 26 anpess
2012 r. Ne404 "O0 yrBepxkaeHuun [lIpasun Beaenus MenepansHoOro perucrpa
UL, OONBHBIX reMo(HIHUeH, MYKOBHCUHIO30M, FHNO(H3APHBIM HAHHU3MOM,
oosiesHplo  [ouwie, 370Ka4eCTBEHHBIMM HOBOOOpa3zoOBaHHMsAMHM JIUM(OHIHOMN,
KPOBETBOPHOH M POJICTBEHHBIX UM TKaHeM, paccesHHbIM CKJIepO30M, ML nocie
TpaHCMIaHTaUMH opraHoB W (unu) TkaHeil" (CoOpanue 3aKkoHOaTeNbCTBA
Poccuiickoii ®enepauun, 2012, Ne 19, ct. 2429).

3. Ilynkter 176 u 190 wu3MeHeHUH, KOTOpbiE BHOCATCS B aKThl
[IpaButensctBa Poccuiickoit @epepauuu no  BONpPOcaM  JIeSTENILHOCTH
MunucTepeTBa 3apaBooxpaHenust Poccuiickoi Penepaiuu, YTBEPHKACHHBIX
nocraHoBnenuem IlpaBurensctBa Poccuiickoit ®Penepaunn o1 4 ceHTAOps
2012 r. No 882 "O BHeceHMH H3MEHEHHH B HekoTtopble akTbl [IpaBuTenbcTBa
Poccuiickoit ®enepauvv no Bompocam  aedtenbHocTH MHUHHCTEpCTBa
3apaBooxpaneHus Poccuiickoii ®enepauun” (CoOpanue 3akoHOAATENbCTBA
Poccuiickoii ®enepaunu, 2012, Ne 37, ct. 5002).

4. lloctanosnenue [lpaBurensctea Poccuiickoi Menepauum ot 24 anpens
2015 r. Ne 389 "O BHecenuu u3MeHeHuil B nocraHoBnenue [lpaButenscrBa
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rJ

Poccuiickoit  ®enepaunn  oT 26 nekabps 2011r. Ne 1155" (CoGpanue
3akoHonartenbcTBa Poccuiickoit Menepannn, 2015, Ne 18, ct. 2709).

5. Ilocranosnenue IpaButenscrBa Poccuiickoit ®enepaunn ot 9 anpens
2016 r. Ne 288 "O BHeceHun u3MeHeHuii B IlpaBuna Beaenus PemepanbHoro
perucTpa Jnl, OOMBHBIX TreModuIHed, MYKOBHCLHAO3OM, THNOGH3APHBIM
HaHH3MoM, Oone3nbto [owe, 3710KayecTBEHHBIMH  HOBOOOPA30BAHHAMH
nUMQOUAHOH, KPOBETBOPHOH M POACTBEHHBIX MM TKaHel, pacCesHHBIM
CKJIEpPO30M, JIML MOCIe TPaHCMIaHTalKWKW opraHoB U (unn) TkaHei" (CoOpaHue
3aKoHOomaTenbcTBa Poccuiickoit @enepauun, 2016, Ne 16, ct. 2225).

6. [locTanoBneHne [lpaBuTenncrTra Poccuiickoii denepaimu
or 1l aerycra 2016r. Ne 784 "O BHeceHHMM H3MEHEHHI B MOCTaHOBIEHHE
[TpasurensctBa Poccuiickoit ®enepaunu ot 26 nekabps 2011 r. Ne 1155"
(Cobpanue 3akoHonaTenscTBa Poccuiickoit ®eaepauuu, 2016, Ne 34, cr. 5242).

7. Ilocranosnenue [paButenscTBa Poccniickoit ®enepaunu ot 17 anpens
2017r. Ned457 "O BHeceHuM wu3MeHeHHdl B [lonoxenwe o0 3aKynkax
JIeKapCcTBEHHBIX [MpernapaToB, TMpeJHa3HAa4YeHHBIX JUId OO0ecrnedyeHHs JIML,
OONBHBIX  reMO(MIMeH, MYKOBHCLUHIO30M, THMNO(U3APHBIM  HAHH3MOM,
OonesHpio [owe, 3710Ka4eCTBEHHBIMH HOBOOOpPa3OBaHHSAMU JTHUMGOHIHOH,
KPOBETBOPHOW M POJACTBEHHBIX UM TKaHe#, pacCessHHBIM CKJIepo30M, JIHI] 1ocJe
TPaHCIIaHTaUMKW opraHoB M (MaM) TkaHeid" (CoOpanMe 3akoHOIATeNbLCTBA
Poccuitickoit Penepauun, 2017, Ne 17, c1. 2577).
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