IMPABUTEJILCTBO POCCHHUCKOHN ®EJEPALIAA
I[TIOCTAHOBJIIEHUE

oT 26 Hos0Ops 2018 r. Ne 1416

MOCKBA

O nopsaxe oprannsaunu odecneyeH s JeKapcTBeHHbIMH NpenapaTamMmu
JHIL, 60bHLIX reModHIHeH, MYKOBHCLUHI030M, THIO(H32APHBLIM HAHH3IMOM,
OoJiesnnbio Fowe, 3j10kavecTBEHHBIMH HOBOOOPa3oBaHUAMH THMQOHAHOI,
KpPOBETBOPHOH H POACTBEHHBIX HM TKaHeH, PACCEAHHBIM CKJIEPO3OM,
reMoOJIMTHKO-YPEMHYECKHM CHHAPOMOM, IOHOLIECKHM apTPUTOM
¢ CHCTeMHbIM HauajioM, mykonosaucaxapuaosom L, I u VI tunos,

JIMI MocJje TPAHCIVIAHTAUHH OPraHoB H (WJIH) TKaHei, a TaKkKe o
NPH3HAHHH YTPATHBUIHMH CHJIY HEKOTOPbIX AKTOB
IlpaBuTeanncrBa Poccniickoit @enepaunn

B coorBerctBuu ¢ nyHktom 21 4yactu 2 crarbd 14 u yactamu 7 -9
ctatbu 44 denepansHoro 3akoHa "OO OCHOBax OXpaHbl 3I0POBbsl IpaxkAaH
B Poccuiickoli ®enepauun” IlpaButensctBo Poccuiickoit ®enepauuu
NMOCTAaHOBJANAET:

1. YTBepauTh npunaraemele:

[MpaBuna opranuzauuy obecrevyeHHsl JieKapCTBEHHBIMH Mperaparamu
aul, OoNBHBIX reMobuNHel, MYKOBHCUHMIO30M, TUMOGMU3APHBIM HAHWU3MOM,
6one3npto lolue, 3710Ka4ECTBEHHBIMH HOBOOOpa3oBaHUAMHM JIUM(OHIHOMH,
KpPOBETBOPHOH M POJACTBEHHBIX HM TKaHEH, pacCesHHbIM CKJIEpPO30M,
reMOJUTHKO-YPEMUYECKUM CHHIAPOMOM, IOHOUIECKHM apTPUTOM C CHMCTEMHBIM
HavajioM, MyKomnosaucaxapuno3oM I, II u VI tunos, nuu nocne TpaHcnnaHtTauuu
OpraHoB U (MJIM) TKaHEH;

[IpaBuna Benenus denepanbHOro perucTpa nutl, O0JIbHBIX reModUIUei,
MYKOBHUCLMAO30M, runogu3apHbIM HaHH3MOM, 60ne3HbI0 lNowe,
3/I0KaYECTBEHHBIMH  HOBOOOpa30BaHMAMH  NUMGOMAHOH,  KpPOBETBOPHOMH
U pOACTBEHHBIX MM TKaHeH, paccessHHbIM
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YpEMHYECKUM CHHIAPOMOM, HOHOIIECKHM apTPUTOM C CHCTEMHBIM Haualiom,
mykononucaxapuaoszoM I, II u VI tunos, nuu nocne TpaHcniaaHTauuu opraHoB
U (UJIM) TKaHEH,

nepeueHb yTpaTuBWIMX cuiay aktoB [lpaButenbctBa Poccuitckont
Qenepalui.

2. MuHHUCTEpCTBY 3ApaBOOXPaHEHMUS Poccuiickoit denepaunu
B YCTAaHOBJEHHOM 3akoHoJatenbcTBOM Poccuiickoii ®enepauuu nopsnake
ocyllecTBUTL 3aKkynky Ha 2019 roa nexkapcTBeHHbIX MNpenapaToB Juis
MaTOreHETUYECKOro JIeUeHHS ML, OOJNBbHBIX TI'E€MOJMTHKO-YPEMHUYECKUM
CUHIPOMOM, FOHOLIECKHM apTpUTOM C CHUCTEMHBIM Hayasnom,
mykononucaxapuaozoM I, I u VI Tunos, BK/IIOYEHHBIX B NEPEYEHD XXHU3HEHHO
HEOOXOOUMbIX U BaXKHEHMILMX JIEKAPCTBEHHBIX MpPENaparTos.

3. MuHucTepcTBY 3apaBooxpaHeHust Poccuiickoit ®eaepauuu naeathb
pa3bsCHEHHS 1O [PUMEHEHUIO TIpaBHJ, YTBEPXKAEHHBIX  HACTOSLIHM
MOCTAHOBJIEHHUEM.

4. Hactoswee noctaHoBneHWe BCTynaetr B cuiy ¢ | suBaps 2019r.,
32 UCKJIIOYEHHEM MYHKTA 2, KOTOPBIH BCTYNaeT B CHUJIY CO AHA O(HULMANBHOIO
onyOJUKOBaHUS HACTOSALUErO MOCTAHOBJICHUS.

J.Mensenes
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YTBEPXJEHBI

nocraHosyienueM [lpaBurenscrBa
Poccuiickoit ®enepauuu
oT 26 Hos6ps 2018 r. Ne 1416

IIPABHUJA

opranm3auun obecneyeHMs JIeKaPCTBEHHBLIMH NPeNapaTaMu
JiM1l, 60JIbHBIX reMo¢H/IHeH, MyKOBHCIIHA030M, THNOPU3APHBLIM HAHH3IMOM,
6oJie3Hbio owe, 310Ka4eCTBEHHLIMH HOBOOOPa3OBAHNAMM JIUMEPOHIHON,
KPOBETBOPHO# H POACTBEHHBIX HM TKAHEH, pACCESIHHBIM CKJI€PO30M,
reMOJIHTHKO-YPEMHYECKHM CHHAPOMOM, IOHOIIECKHM apTPUTOM
€ CMCTEMHBIM Ha4ajoM, Mmykonosaucaxapuaosom L, II u VI runos,
JIKI NOocJie TPAHCIIJIAHTALHH OPraHoB H (HJIH) TKaHeH

1. Hactosiume [lpaBuna  ycTaHaBNMBAIOT MOPSAAOK  OpraHu3auuu
obecrieyeHHs NHU, 6ONbHBIX reModHIneil, MyKOBUCLMAO30M, runogusapHsiM
HaHU3MOM, Oone3Hbio [omle, 3M0Ka4eCTBEHHBIMH  HOBOOOPA30BaAHUSMHU
AUMGOUIHON, KPOBETBOPHOM M POICTBEHHBIX MM TKaHe#l, pacCestHHbIM
CKJIEpO30M, MEMOJIMTUKO-YPEMHUUYECKUM CHHAPOMOM, IOHOLIECKHM apTPHUTOM C
CHCTEMHBIM HauanoM, Mykononucaxapumosom I, I u VI tunos, auu nocne
TpaHCIUIAaHTALIMM OPraHoB U (UJIM) TKaHe# (nanee - OoNibHbIE), IEKAPCTBEHHBIMH
npenapataMyd Ui  MEAMLMHCKOrO MNpUMEHEHHUs, MpedHa3HAaYeHHbIMH IS
Je4yeHUs ITUX 3abosieBaHUil, o yrBepxaeHHOMY [IpaButensctBoM Poccuiickoii
®denepauun NEPEUHIO JEKAPCTBEHHBIX MpenapaTtoB, CcHOpMHUPOBAaHHOMY B
YCTAHOBJIEHHOM WM MOpsAlKe (fajnee - JieKapCTBEHHbIE Mpenaparhl), a TakXe
NOpsAiOK M YCIOBHMS MepedavH JIEKApCTBEHHBIX MpenapaTtoB B COOCTBEHHOCTH
cyonekToB Poccuiickoit @enepauuu.

2. UctouHukoM ¢HHaAHCHpOBaHUS oOpraHu3alUuH obecneudeHus OOJIbHBIX
JIeKapCTBEHHBIMH  MpefapatamMu  SBJSIOTCS  OHOJDKETHble  aCCHTHOBaHHs,
npeaycMOTpeHHbIE B QefiepasibHOM O101keTe MUHHCTEPCTBY 31paBOOXpaHEHHS
Poccuiickoil @enepaumu.

3.IIpaBo OGosnbHOro Ha ofecrneyeHue JIeKapCTBEHHBIMU TMpenapaTraMu
BO3HUKAeT CO [HS BKJIOYEHHS CBEAEHHH O HEM B PETHMOHAIBHBIH CErMEHT
®enepasibHOrO perucrpa Jul, OONBHBIX reModuIHei, MYKOBHCLHIO30M,
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runogu3apHbIM HaHHU3MOM, 6oJe3HB10 [Noure, 3/10Ka4Y€CTBEHHBIMU
HOBOOOpa30BaHUAMHU JTHUM(OUIHON, KPOBETBOPHOH U POACTBEHHBIX UM TKaHEH,
paccessHHbIM CKJIEPO30M, MEMOJUTHKO-YPEMHUUYECKHM CHHIPOMOM, FOHOLIECKMM
apTPUTOM C CHCTEMHBIM HauyajoM, Mykonomaucaxapuposom I, II u VI tunos,
AL TIOCTie TPaHCIUIaHTALUWU OpraHoB M (MNK) TKaHed (nanee - denepanbHbIi
PETHUCTD).

JlaTa BKIIOYEHHsS OONBHOrO B PErMOHANBHBIM cerMeHT PelnepaibHOro
peructpa  ¢uUKcHUpyeTcss  JeyallUM BpadoM B MEIMLMHCKOM  KapTe
aM0ynaTopHOTO OOJIFHOTO WM HCTOPHUH Pa3BUTHS pebeHKa.

4. Opranuzauus obecneyeHuss MHUHHCTEPCTBOM  3/1paBOOXPaHEHHUs
Poccuiickoit ®enepauuu 3a cueT CpeACTB (peaepanbHOro Oromkera OOJIBHBIX
JIEKapCTBEHHBIMH IpenapaTaMM OCYLIECTBISETCS C Y4YE€TOM CTaHAapTOB
MEIWIIMHCKON MOMOLIM, KIMHUYECKUX peKoMeHAalui (IIPOTOKOJIOB JIeUeH!s ) U
CpenHei KypCOBO# 03Bl JeKapCTBEHHBIX NTpeNapaToB.

5. OpraHsl rocyaapcTBeHHO# BiacTu cydbekToB Poccutickoit denepanyu
B cepe OXpaHbl 3M0POBbS He No3aHee | HOAOPS TeKyllero rojfa NpeACTaBIsIOT
B MuHuctepcTtBo 3apaBooxpaHeHuss Poccuiickoit @®enepauuu  3asBKH
Ha T[IOCTaBKy JIeKapCTBEHHBIX IpenapatoB 1no ¢GopMe, YyTBEepKAEHHOMH
yKa3aHHBIM MMUHHCTEpPCTBOM (Zanee - 3aiBKH), ¢ NPUIOXKEHHEM OOOCHOBaHMMH
no ux obwveMy, a TakXe NepedyeHb OpraHU3allMii, MMEIOLIUX JIMLUEH3UIO0 Ha
OCyILIeCTBJIEeHHE MeIULHHCKOW U (uNH) ¢apMalleBTUYECKON NeATENbHOCTH B
cyObekrax Poccuiickoii ®enepauuu (nanee - OpraHU3aUUU-TIONYyYaTeNnH), B
Uensx MNOCTaBKMA OpraHU3auUsIM-NI0ydaTeNsM JIEKapCTBEHHBIX ITpenapaTos.

IloTpeGHOCTL (0OBEM NOCTaBKM) B  JIEKapCTBEHHOM  Mperapare
onpeeNseTcs ¢ y4eTOM KIMHUYECKHUX peKoMeHAauui (IpOTOKOJIOB JIeYeHHUs ) H
CpelHed KypCOBOH A03bl JIEKAPCTBEHHOrO IpPErnapaTra MCXoAs U3 eXeMeCA4YHOH
¢dakTHiyecko nOTpeOHOCTH OONBHBIX B JIEKAPCTBEHHBIX IIpenaparax B
COOTBETCTBMM CO CBEIACHUSMM peruoHajlbHoro cermeHra @enepanbHoro
peructpa u HeobxoaumocTu GopMHpOBaHuUs 3anaca Ha 15 Mecsues. "

6. MuHucrepcTBo 31paBooxpanenus Poccuiickon ®enepauuu popMupyer
KOMHUCCHIO IO PpAacCMOTPEHHIO 3asBOK (Hajee - KOMHCCHUS), YTBEPXKHAeT
NIONIOXKEHHUE O KOMHCCHMM MU ee cocTaB. KoMuccus Ha cBoeM 3acelaHuu
paccMaTpuBaeT 3asBKM Ha NpeaMeT OOOCHOBAHHOCTH 3asABIE€HHBIX O0BEMOB
JIEKapCTBEHHBIX IpenapaTtoB, NpH HEOOXOAMMOCTH KOPPEKTHpYeT UX, |
COIJIaCOBBIBAE€T C BEIHECEHHEM COOTBETCTBYIOLIETO pEILIEHUS.

CornacoBaHue 3asgBOK OCYILUECTBISIETCS KOMUCCHEH C  ydacTheM
NpeACTaBUTENEN OpraHoB rocyJapCTBEHHOM BiacTH cyO6wmekToB Poccuiickoii
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W)

Qenepaunn (B TOM UMCI€ C  HCIOJIb30BaHHEM  MH(OPMALHOHHO-
KOMMYHHUKALMOHHBIX TEXHOJIOTHIA).

7.06beM  MOCTaBOK  JIeKapCTBEHHBIX  IIpenapaToB  (GOpMHpYyeTCs
B Npefiefiax OMOJKETHBIX aCCHTHOBaHUMH, IPENyCMOTPEHHBIX B (eaepalTbHOM
3aKOHe O ¢enepaibHOM 6lOKeTe Ha COOTBETCTBYIOLUMA (HHAHCOBBI TIof
M IJaHOBBIM IEepHOL, M JMMHUTOB OIODKETHBIX 00S3aTeIbCTB, AOBEACHHBIX
B YCTaHOBJICHHOM IOpsAKe N0 MHHHCTepcTBa 34paBooXpaHeHus Poccuiickoi
Denepaliiy Ha 3aKyINKy JIEKAPCTBEHHBIX MIPETIapaTos.

8. B cOoOTBeTCTBMM ¢ 0OBEMaMM NMOCTABOK JIEKAPCTBEHHBIX IIPENaparos,
YTBEPXIEHHbBIMU OpraHaMH rocyaapCTBEHHOM BIacTH cyOBekTOB PoccHiicKoi
®enepauuy B cdepe OXpaHbl 3[0pOBbS C Y4YETOM peLIEHHUS KOMMCCHH,
MunuctepcTBo 31paBooxpaHenus Poccuiickoii ®enepauun B yCTaHOBIEHHOM
3aKOHOAaTeNIbCTBOM Poccuiickol Menepauny nopsake OCYIIECTBIAET 3aKyIKY
JeKapCTBEHHBIX Ipernaparos.

9. IlocTaBmMKHU JIeKapCTBEHHbIX npernaparos, onpeAesicHHbIe
B COOTBETCTBHUH C 3aKOHOJaTenbCcTBOM Poccuiickoi denepauuu, NpeacTaBisioT
B MmuHucTEpCTBO 3ApaBooxpaHeHus Poccuiickod ®Pexnepauun odopMileHHEBIE
B YCTaHOBJIEHHOM IMOpsAJKE NOKyMEHTBI, NOATBEp)KAAIOIIME (aKT MOTydeHUs
OpraHM3alUsAMU-TIONYUYATENsIMA  JIEKADCTBEHHBIX IpenapaTtoB, B TOM 4HCIIE
HaKJIaJHbIE ¥ aKThl IIpHeMa-Nepeaayu JIeKapCTBEHHBIX IPENapaToB.

10. MunncTepcTBO 31paBooxpaHeHus Pocculickoil Menepaliuu B TedeHHE
10 pabouux aHEH co OHSA NOCTYNJEHHs aKTa NpHema-Nepenadyd MpPUHHUMAET
Ha Yy4eT JIeKapCTBEHHBbIE IpenapaTbl M HU34aeT paclopsSAUTENbHBIE aKThl
0 Tepedaye JIEKapCTBEHHBIX IPEnapaToB OpraHaM HCIOJHHUTENBHOH BJIACTH
cybvextoB Poccuiickoit ®Denepanuy, onpeaeneHHbIM BBICUIMM AOHKHOCTHBIM
auuoMm  cybbekta Poccuiickoit ®@epepaumu  (pPYKOBOIUTENEM  BBICLIETO
MCIIOJIHUTENIBHOTO OpraHa rocyJapCTBEHHOM BnacTh cyObekTa Poccuiickoi
®enepauuu) (nanee - ynojiHOMOYeHHbIE OpraHbl), C YKa3aHWEM HOMEHKJIATYphl,
KOJIMYECTBAa M CTOMMOCTH JIEKAPCTBEHHBIX IIPENapaToB B OTHOLIEHUH KaXXIOro
YIOJTHOMOYEHHOIO OpraHa.

11. MuHuctepcTBO 30paBooxpaHeHus Poccuiickoit ®enepanuu B TeyeHUe
5 pabouux AHeH cO AHS U3JaHHUS PacNoOpAAUTENBHOrO aKTa, MpeayCMOTPEHHOTO
nmyHkToM 10 Hacroswmux IlpaBun, HampaBnsieT B YINOJHOMOYEHHBIE OpraHbl
(B 2 ak3eMmspax) U3BelLIEHHE O NMOCTAaBKE JIEKAPCTBEHHBIX NpenaparoB H akT
npueMa-nepefayy, NOANUCaHHbIE YKa3aHHBIM MuHucTEpCTBOM.

12. YnonHoMoueHHble oOpraHel B TedeHUe S5 pabouyux paHed co IHA
MONYUYeHUs H3BELEHUS O [1I0CTaBKe JIEKapCTBEHHBIX NIpenapaToB U aKTa lpueMa-
nepeaayu, NpeayCMOTPEHHBIX MYHKTOM 11 HacTosamux IlpaBun, NoANUCHIBAIOT
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¥ 3aBepAIOT MeyaTblo 00a 3K3eMIUIApa U3BELIEHHA O NOCTaBKE JIEKApCTBEHHOTO
npenapara 1 o6a 3K3eMIUIspa aKTa fpueMa-nepeaay, rocje yero Bo3BpalaT
B MHHHCTEPCTBO 3apaBooxpaHeHus Poccuiickoi denepanuu OAUH 3K3EMILIAP
yKa3aHHOr0O M3BEILLIEHUS U OAMH 3K3eMIUISAp aKTa [TpyHeMa-nepeayu.

13. YnonHOMOYeHHBIH OpraH Ha OCHOBaHHMM aKTa IpUeMa-liepeaadu
NpUHUMAaeT Ha ydeT JIeKapCTBEHHbIE Npenapatsl U B Te4eHHe 5 pabouux aHen
CO [OHS NOJy4YeHus aKTa NpHeMa-lepefadyd H3NAET pacnopsIMTENbHBIA aKT
O T1epelade  JIEKApCTBEHHBIX IIpenapaToB  OpraHU3alUsAM-ToNy4aTessM
C YKa3aHMEM HOMEHKJATyphbl, KOJHYeCTBA U CTOMMOCTH JIEKapCTBEHHBIX
NpenapaTroB B OTHOLIEHUN KaXXIOW OpraHu3alMu-nonyyaresns.

14. Opranuzanuu-nonyyatend B TedyeHHe 2 pabouux nAHedl co JHA
IOJIYYEHHUS] NOKYMEHTOB, NMOATBEPXKIAIOUMX [epefady MM JIeKapCTBEHHBIX
NpenaparoB, MPHUHUMAIOT JIEKAPCTBEHHbIE IIpenapaThl Ha y4eT, 00ecredyuBaioT
MX COXPaHHOCTb U lieJIeBOE HCIOJIb30BaHHUE.

15. MuHucrepctBo 34paBOOXpPaHEHHS Poccutickoi denepauuu
B YCTaHOBJIEHHOM MM MOpSJKe OCYILIECTBISET MOHUTOPHHI JBM)XEHUS U ydera
JeKapCTBEHHBIX IIpenapaTtoB B cyObekTax Poccuiickoit Penepanuu, 10BOOUT
IO CBEAEHUS] YNOJIHOMOYEHHBIX OpraHOB IIOJIydeHHBlE MO pe3yJbTaTraM
MOHUTOpPHHIa AaHHble, B TOM YHCJE CBEACHHUS O HOMEHKIaType, KOJUYEeCTBE
U CTOMMOCTH JIEKapCTBEHHBIX IIpenapaTroB, 00 OTCYTCTBUH TNOTPeOHOCTH
B OTIENbHBIX JIEKAPCTBEHHBIX Npenaparax Ju00 o NOABIEHUH AONOJHUTENLHON
NOTPEOHOCTU B JIEKApCTBEHHBIX MpelapaTax B CBA3M C U3MEHEHHEM B CyOBeKTe
Poccuiickoit deaepanuy 4MCcI€HHOCTH OOJNBHBIX, HI3MEHEHUSIMH B Ha3HAYEHUAX
MEIWLUMHCKUMU  pabOTHUKaMHM  JIEKapCTBEHHBIX  INpenapaToB  OOJBHBIM
U COTNacOBBIBAET MNepepaclipe/lefieHHe JIeKapCTBEHHBIX IpernapaTtoB MeXIy
cy6wvexkramu Poccutickoit ®enepanuu.

16. Ilepenaya  snexkapcTBEHHBIX  NpEeNapaToB  OOHUM  CYOBEKTOM
Poccuiickoii ®enepauuu B cOOCTBEHHOCTb Apyroro cyowbekrta Poccuiickoii
Penepauy  OCYLIECTBIAETCA Ha OCHOBAaHMM akTa IpUema-nepejad.
MuHnucrepcTBo 31paBooxpaHeHus Poccuiickoit ®epepauuu yBeaominsercs
0 Tepejade JEKApCTBEHHBIX mpenaparoB B 10-gHEBHBIH Cpok mnocne
NOAIKCaHNs aKTa [IpHeMa-Tepenayy yIIoTHOMOYEHHbBIMY OpraHaMH.

17. MuHHCTEPCTBO 3PaBOOXpPaHEHUs Poccuiickoi denepauuu
NpeACTaBiseT eXXeKBapTanbHOo, a0 10-ro 4ucna Mecsiua, cieayloumero
3a OT4YETHBIM KBapTasioM, B ®exepansHyro ciayx0y 1o Haasopy B cdepe
3paBOOXpaHEHUs CBEJEHHUS O Iepeliaye JIeKapCTBEHHbIX NpenapaToB CyOBEKTY
Poccuiickoit denepauuu %4 COTrJIaCOBaHHBIX nepepacrnpeaeaeHusx
JIEKapCTBEHHBIX [IpenapaTtoB Mexay cyOobektamu Poccuiickoit ®enepanuu
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B 1ENAX OCYWECTBIEHHS KOHTPOIS 3a LENEBBIM  HCMOJB30BaHHEM
JIEKapCTBEHHBIX NPENapaTosB.

13. B wnensax obecnedenus GONBHBIX JIEKAPCTBEHHBIMM MpenapaTaMH
B IIOpsAKe, YCTAaHOBIIEHHOM 3aKOHOAAaTeNbCcTBOM Poccuiickoii ®enepaluy,
OCYLLECTBJISIETCS Ha3Ha4YeHHe JIEKAPCTBEHHBIX IIpenapaTtoB H odopMieHue
PELENTOB HA JIEKapCTBEHHbIE Npenaparsl.

19.Tlpu Ha3zHayeHHH GONBHOMY NEKAPCTBEHHBIX NpENapaToB Jedalliuii
Bpa4 HMHQOPMHMPYET €r0 O BO3MOXHOCTH IOJYYEHHS WM COOTBETCTBYIOLIMX
JIEKapCTBEHHBIX MpenapartoB 0e3 B3MMaHUA IUIaThl B COOTBETCTBUHU
C 3aKoHozaTescTBOM Poccuiickoit ®enepanmu.

20. B uensx auHaMuyeckoro HaOmoaeHUs 3a OOJBHBIM H COONIOHEHHUS
NEPUOANYHOCTH MOCEIIEHNS UM MENHLUHWHCKON OpraHM3alliM JeYalluM BpavyoM
ONpeneNisieTCs KOJIMYECTBO JIEKAPCTBEHHOro Mpemnapara, eIHMHOBPEMEHHO
0(QOpMIJIEHHOI'O Ha pelenTypHOM OlaHKe B COOTBETCTBHUH C PEKOMEHIOBAHHOM
CpeHEeCYTOYHON KypPCOBOM J1030H U CPOKOM, Ha3Ha4YeHHbIM 151 [TOCEIEeHUS.

21. MeauumHCcKass OpraHM3alMs MNpPEeAOoCTaBiIsieT OOJBHOMY HIIH €ro
3aKOHHOMY IpeJICTaBUTENIO0 MH(pOpMaurio 00 opraHH3alMsX, PacloNioXeHHbIX
B I'PaHHULIAX MYHHLMIAILHOTO 0Opa3oBaHMUs [0 MECTY XHUTEJIbCTBA UM MECTY
npebbiBaHUs (B cllydae e€ClId CpOK IpeObIBaHUS IpeBHIILAET 6 MecsleB)
OOJIBHOTO W OCYINECTBISIOUIMX OecrnnaTHbIi  OTNYCK  JIEKAPCTBEHHBIX
npenaparoB, Ha3HAYE€HHBIX JIeYalliM BpauyoM.

22.Tlocne  BKIIOYEHHS  OOJBHOIO B PErHOHAIBHBIA  CErMEHT
®denepanbHOro perucTpa Ha3HaueHHe M OTNYCK €My MJIH ero 3aKOHHOMY
NpEeICTaBUTENIO JICKAPCTBEHHBIX MpENnapaToB OCYLIECTBISETCS B CpPOK, He
npesBblnaonmi 20 paboynx nHel co IHSA BKIIIOYEHUS.

23. OpraHusanus obecneyeHus 1€KapCTBEHHBIMH NpenaparaMu OOJIbHBIX,
MPOXKUBAIOIIMX B CTAllMOHAPHBIX OPraHU3aLUAX COLMAILHOrO 00CITyKUBaHUS
WIKd  OoTOBIBAlOIIMX  Haka3aHWe, CBA3aHHOE C JIMUIEHHWEM  CBOOOIBI,
OCYLIECTBIISIETCS COOTBETCTBYIOILEH OpraHU3allUeH.

24. B cnyuae Bble3na OoJIBHOTO 3a Npelensl TEppUTOpUU CyObekTa
Poccuiickoit Penepaury, B KOTOPOM OH NPOXHUBAET, HA TEPPUTOPHUIO NPYroro
cyonpekTta Poccuiickoii denepauuu Ha CpOK, HE NpPEBBIILAOIIUHA 6 MecsLes,
TakoMy OOJILHOMY OpraHOM rocylapcTBEHHOW BiacTH cybrpekra Poccuiickoi
Qenepaurn B chepe oOXpaHbl 3JOPOBbS  OpPraHUM3yeTCs  Ha3HayeHue
JleKapCTBEHHBIX IpenapaToB Ha CPOK NpHeMa, paBHBI CpPOKYy €ro Bele3fa 3a
npenensl TeppuTopuu cyOnexta Poccuiickoit ®Penepauun, nubo, y4HUTHIBas
CPOKHM TOJHOCTH HMEIOIIMXCH OCTaTKOB JIEKAPCTBEHHBIX IIpenaparos,

28110375.doc




obecnieuenue  Takoro OONBHOTO  JIEKApCTBEHHBIMM  IIpenaparaMH  Ha
COOTBETCTBYIOLIUH CPOK.

CBelleHHs O KOJNMYECTBE HA3HAYEHHBIX WM OTIYLUEHHBIX OOJIBHOMY
WIH ero 3aKOHHOMY TMpeACTaBHTENIO JIeKapCTBEHHBIX IIpenapaToB BHOCITCS
B perHoHanbsHbINA cerMeHT deaepalbHOro perucTpa.

25.B cnydae Bhle3na OonbHOro 3a Mpeaenbl TeppUTOpHHM CyObekTa
Poccuiickoit @enepauny, B KOTOPOM OH MPOXXHBAET, HA TEPPUTOPHIO APYToro
cybrexta Poccuiickoii ®Penepallyd Ha CpOK, NPEBHIIAIOUWME 6 MecsLEeB, WIH
B CJly4yae H3MEHEHHS MeCTa J>XHTEJNbCTBA TakoMy OOJBHOMY Ha3HA4arTCA
JleKapcTBEHHbIE Tpenaparskl Ha CpPOK NpuHeMa He Oosiee OJHOro Mecsua aubo
OpraHU3yeTcsi OpraHoM TroOCyJapCTBEHHOW BrnactH cybwekra Poccuiickoit
®enepaunn B cdepe oxpaHbl 340pOBbi oOecriedeHHe Takoro OOJBHOro
JeKapCcTBeHHBIMH IperaparaMy Ha CpoK Npuema He fonee OHOro Mecsua.

Csenenust 0 TakoM OOJBHOM IOZJIEKAT UCKIIOYEHHIO U3 PETHOHANBHOTO
cermeHTa PenepanbHoro peructpa cybwekta Poccuiickoii ®enepauuy,
C TEpPUTOPHH KOTOpPOro Bhi€3kaeT OONbHOH, M mnepengade (B TOM YHCIE
C MUCIOJIb30BaHUEM UH(OPMaLlMOHHO-KOMMYHHUKAIIMOHHBIX TEXHOJIOTHI) OpraHy
rocyapcTBeHHOH BnacTH cybbekTta Poccuiickoil Penepauun B chepe oxpaHsl
3I0pOBbsi, Ha TEPPUTOPHUIO KOTOpPOro Bbexal OOJNBHOH, I BKIIOUYEHHS
B pervoHanbHblii cermeHT enepalbHOro0 perucrtpa 23Toro cy6bekra
Poccuiickoit ®enepauun.

Hatoii BxmIOYeHUs cBedeHUH O OONBHOM B pErHOHANBHEBIA CErMEHT
PenepanbHOro perucrtpa cyobextoM Poccuiickoit @enepanuy, Ha TEPPHTOPHIO
KOTOpPOTro Bbexajyl OONbHOMH, SBIISETCA JEHB, CIeAYIOLIHHM 3a JHEM HCKIIOYEHHS
CBEIEHMH O HEeM U3 perdoHalbHOro cermeHta @enepaiabHOro perucrpa
cybbvexkToM Poccuiickoil denepauny, ¢ TEPPUTOPUH KOTOPOTO BbleXas OOJILHOA.

26. OpraH rocyaapctseHHO# BiacTH cybwekta Poccuiickoit Penepanuu
B cdepe oxpaHbl 310pPOBbsl, C TEPPUTOPUHU KOTOpPOro Bhlexal OOJBHOM,
npeacTasnser (B TOM  YMClIe €  HKCMNONb30BaHHEM  HUHGOPMALMOHHO-
KOMMYHHKAlIMOHHBIX TEXHOJIOTHH) IO 3amnpocy oOpraHa rocyAapCTBEHHOM
Blactd cybvexkta Poccuilickoit ®enepauud B cdepe oOXpaHbl 3I0POBBA,
Ha TEPPUTOPHIO KOTOPOTO Bbexan OOJBHOH, CBEIEHHUS O KOJHYECTBE
Ha3HAYeHHBIX HAM (PaKTUYECKU TNPEeNOCTaBIE€HHbIX OOJBHOMY WM €ro
3aKOHHOMY TNpPEACTaBUTENIO JIEKAapCTBEHHBIX MpPENapaTtoB B COOTBETCTBUH
¢ MyHKTOM 25 Hactoswux [IpaBu.
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YTBEPXEHLI

nocraHoByieHueM [IpaBurenscTsa
Poccuiickoii ®eaepaunn
oT 26 HOs0ps 2018 r. Ne 1416

NMPABHUIJIA

Benenus PenepaibHOro perucTpa Jinl, 60abHbIX reModpuaneii,
MYKOBHCIHI030M, THNO(GH3APHBIM HAHH3MOM, Ooueznbio [ouue,
3JI0KA4eCTBEHHbIMH HOBOOOPa3oBaHHAMH THMQPOHIHOI, KPOBETBOPHOIA
H POACTBEHHbIX HM TKaHeH, pacCessHHbIM CKJIEPO30M, FreMOJIUTHKO-
YPEMHYECKHM CHHAPOMOM, IOHOWIECKHM APTPHTOM € CHCTEMHbIM
Ha4aJjiom, MykonoJucaxapuaosom L, Il u VI tunos, auu nocae
TPAHCIJIAHTAUHH OPraHoB H (HJIM) TKaHeH

1. Hactosume [Ipasuna yCTaHaBJIWBAIOT MOPAAOK BECHMSA
denepanbHOro perucrpa Jjuul, OONbHBIX reModuiIHed, MYyKOBHCUHAO3OM,
runodgu3apHbIM HaHU3MOM, 00s1e3HbIO I'owe, 3JIOKa4€CTBEHHBIMHU
HOBOOOPa30BaHHSIMHU JIMM(POHUIHON, KPOBETBOPHOH W POICTBEHHbIX UM TKaHEM,
pacCesiHHbIM CKJIEpO30M, MeMOJUTHKO-YPEMHUYECKHM CUHAPOMOM, IOHOLLIECKHM
apTpPUTOM C CHCTEMHBIM HayanoM, mykonoaucaxapuaosom I, II u VI tunos, nuu
nocJjie TpaHCIJIAHTALUKM OpraHoB W (MJIM) TKaHeM (najiee COOTBETCTBEHHO -
G6onbHble, OenepanbHbiii perucTp).

2. Beneune @enepanbHOro peructpa OCYLUECTBISIETCS B CAELYHOLIHX
uensx:

a) obecrieueHue JEKApCTBEHHBIMH [MpenapaTtamMd AJis MeAULHHCKOro
NpUMEHEHHs, BKJIIOYEHHBIMH B yTBepxaeHHbiit IIpaButensctBom Poccuiickoii
(denepaunu MepedyeHb JEKApCTBEHHBIX [MpenaparoB, CHOPMHUpPOBAHHbIH B
YCTAHOBJICHHOM MM MOpAAKe (Aajiee - JeKapCcTBEHHbIE NMpenaparthl), OOJbHBIX 32
cueT OKEeTHBIX aCCMIHOBaHM, NpeayCMOTPEHHBIX B (henepanbHOM OromkeTe
MuHucTepcTBY 3apaBooxpaHeHus Poccuiickoi ®enepaunu;

0) MOHUTOPHHI OBWXXEHHUS U yuyera OOJNLHBIX HA OCHOBAHWHU CBeIEHHH,
npeacTaBiIseMbIX OpraHaMH roCydapCTBEHHOM Bnacth cybnekToB Poccuiickoit
®denepauuu B cpepe oOXpaHbl 3T0POBLS;
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B) 3¢ deKTHBHOE NIaHUPOBaHHUE M pacxoioBaHHe (GHHAHCOBLIX CPENCTB,
HampaB/IsieMbIX Ha 3aKyNKy HEOOXOIHMMBIX JIEKapCTBEHHBIX MpenapaToB s
obecrieyeHHss UMHU OOJNBHBIX MO MECTY JKUTEJBCTBA WM MeECTy IpeObIBaHUA
(B city4ae ecyiv CpokK NpeObIBaHUS MpPEBBIILIAET 6 MecslEeB).

3. GenepanbHblil  perucTp sABiseTcs ¢enepanbHOi HHGOPMaLMOHHON
CUCTEMOM, COCTOAILIEH U3 PErHOHAJIBHBIX CETMEHTOB U COIEpXKALICH CBENCHUS,
npeaycMOTpeHHble MyHKTOM 9 HacToswuux [Ipasui.

MununctepcTBo 3apaBooXpaHeHus Poccuiickoil ®Denepauuu sBngercs
oneparopom 3TOM cuctembl #u  ofecneuuMBaer ee  OecnepeboiHoe
GyHKUMOHHUPOBAHUE.

4. OpraHnel rocyaapcTBeHHoM BnacTu cyOnekToB Poccuiickoil Penepanuu
B cepe oxpaHbl 310pOBbs 00ECIEeYHUBAIOT BHECEHHE CBeJEeHHH O OOJNBHBIX
B peruoHa’bHbIA cerMeHT PenepaibHOTO PETHCTPAa B CPOK, He IMpEeBbILIAIOIIHIA
5 pabouux aHeH co AHA oOpalleHHs OONBHOTO C YCTAaHOBIECHHBIM JHArHO30M
B MEIMLUMHCKYXO OpPraHu3alyi0 II0 MECTy €ro JXUTEIbCTBAa WM MECTY
npebriBaHys (B CIy4yae €ClIi CpPOK NpeObIBaHUS MPEBBIIAET 6 MecsLEB).

BxmoueHune B peruoHanbHBI cerMeHT @enepaibHOro perucrpa
CBEeIEHUN O OOJIBHBIX OCYLLUECTBJISIETCS MEIMLIMHCKON OopraHusanuei 1no Mecry
X JXUTENbCTBAa WM MecTy npebbiBaHUA (B Cilydae eCjd CpOK INpeOblBaHUS
NpeBbIlIaeT 6 MecsleB) Ha OCHOBAaHUM MEAULMHCKUX JOKYMEHTOB (MX KOTIHi)
WM BBIMHUCKU K3 HHUX, OTPAXAIOIIMX CBeJeHUs 00 yCTaHOBJIIEHHOM JHarHose u
BbIOOpe MeponpUATHH 1O JIEYEHUIO TNalueHTa. BkilouyeHHe cBeleHUi
0 OONBHBIX C IE€MOJIMTHKO-YPEMHYECKUM CHHAPOMOM, IOHOLLIECKHM apTPUTOM
C CHUCTEMHBIM HavyaJloM U MykonosMucaxapuzmosom I, II u VI Ttunos
OCYLIECTBASETCS Ha OCHOBAaHUM MENUIMHCKUX OOKYMEHTOB MIJIH HX KOIIHi
M BBIIMCKH U3 HHUX, OTpa)kalollUX CBeHeHHs 00 yCTaHOBneHHoM arHose
1 BrIOGOpEe MEpONPHUSTHH MO JIEYEHHUIO MalUeHTa, OMy4eHHBIX OT denepanbHOH
MEIHULUHCKON OpraHu3alii.

5. PerynnpoBaHue OTHOLUEHMH, CBA3aHHBIX C BeaeHueM PenepanrbHoro
PETHCTpa, OCYILIECTBIAETCA B COOTBETCTBUM C 3aKOHONATENbCTBOM POCCHICKOI
®enepauun 06 uMHPopmauuK, WHOOPMALMOHHBIX TEXHOJOTHAX U O 3alIUTe
UHMOpMaIIHH.

6. MuHucTepcTBo 3apaBooxpanenus Poccuiickoil denepauuy U oprassl
rocyaapcTBeHHOH BiacTH cyOwsekToB Poccuiickoit @enepannu B chepe oxpaHbl
310poBbsl  00ecrneyrnBaloT KOHGUIAEHUWANBHOCTh CBEAEHHH, COAepKalIuxcs
B (denepanbHOM pErucTpe, a TaKXe XpaHeHHe W 3alllMTy TaKUX CBeJeHUH
B cooTBeTCTBUHM ¢ PenepainbHbiM 3akoHOM "O nepcoHanbHBIX JaHHBIX'.
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7. Pasmewienve nndopmauun B GenepansHOM perucTpe OCyIecTBIseTCs
C TMNPUMEHEHHEM YCUJIEHHOW KBaTM(UUUPOBAHHON JJIEKTPOHHON MOAMUCH
B COOTBETCTBUM ¢ DenepanbHbiM 3aKoHOM "OO6 31eKTpOoHHOM oAnUcH".

8. DenepalbHbIA PErUCTp BEAETCS B 3JIEKTPOHHOM BHIE C NPUMEHEHHEM
aBTOMaTU3UPOBAHHOM CHCTEMBl IIYTEM BHECEHHS PEriMCTPOBOM  3allucH
C INPUCBOEHUEM YHHKAJIbHOrO HOMEPA PErMCTPOBOH 3allUCH U YKa3aHMEM JaThl
ee BHECEHHUS.

[lpy BHECEHMM H3MEHEHMH B CBeleHHS O OOJBHOM MOKHBI OBIThH
COXpaHeHbl YHHUKAIbHBIH HOMEp DPErMCTPOBOM 3allMCH M HCTOPUS BHECEHHs
U3MEHEHHU.

9. ®enepabHBIN PETUCTP COAEPKHUT CIAEAYIOLINE CBEIECHUS:

a) CTpaxOBOH HOMEp MWHAUBHAYANbHOrO JHLEBOrO c4YeTa OOJBHOro
B CHCTeMe 00513aTeIbHOro NNIEHCHOHHOTO CTPaxoBaHus (NpH HAJIHYMK );

6) bamunus, uMs, oTyecTBO OONBHOTO, a Takxe (aMuius, HaHHAS
IIpH POXKACHUH;

B) AaTa poxAeHHs DOJIBHOTIO;

r) noJ 60JbHOTO;

1) agpec MecTa >HUTEJIbCTBA HIM MecTa IpeOblBaHUs (B CiIy4dae €CiH
CpOK IpeObIBaHUs MpeBbilIaeT 6 MecsleB) OoNbHOro (¢ yKa3aHMeEM Koja
no O6wepoccuiickoMy  KJlacCUPHUKaTopy OOBEKTOB  aIMUHHUCTPATHBHO-
TEPPUTOPHATILHOIO NEJICHHS );

e)cepus M HoMep [macrnopra (CBUAETENbCTBA O  POXACHHHU)
MM YIOOCTOBEPEHUS JTHYHOCTH OOJBHOrO, a TakXXe JaTa BBLIAYH YKazaHHBIX
JIOKYMEHTOB;

K) cepusi U HOMep nonuca o0f3aTeNbHOr0 MEAMIIMHCKOrO CTPaxOBaHUA
60JIBHOrO M HaMMEHOBaHWE BhIAABUIEH €ro CTpaxoBOM MeXHIMHCKOM
OpraHu3allvy;

3) uHpopMauuss 00 HMHBAIUAHOCTH (B Cy4ae YCTAaHOBJIEHUSA TIPYIIIbI
WHBAJIMIHOCTH HJIK KaTeropuu "pebeHoK-uHBaIuA" );

W) nMarHo3  3aboneBaHus (cocTosHuU), BKIIIO4ast  €ro KOX,
no MexayHapoaHO# CTaTHCTHYECKOM Kiaccuukauuu 6onesHeidl u npobiem,
CBSI3aHHBIX CO 3J0POBBEM, a TaKX€ JaTa OCMOTpa OONBHOrO M JaHHbIE
O IUHAMHKe COCTOSIHHUS;

K) HHopMalKs 0 MEAULIMHCKON OpraHu3aluu (HauMeHOBaHUe, OCHOBHOM
rOCYJapCTBEHHbBIH pErucTpaluOHHBIA HoMep, koa mno ObmepoccuiickoMy
KnaccuGUKaTopy TNPENNpUsATUA U OpraHW3alMi), BBIIABILEH HaNpaBieHHE
Ha BKIIIOYEeHHe CBeJleHHH O GoNbHEIX B PenepanbHblil perucTp (HanpasieHHE
Ha BHeCeHWE M3MEHEeHHI B CBelleHUs, coaepxauecs B DeaepanbHOM perucrpe
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(manee - HampaBieHHE), a TaKXKe U3BelleHUE OO0 WCKIIOYEHHH CBEeACHUH
o 6onbHbIX U3 PenepanbHOro perucTpa (J1ajnee - U3BELIeHHe);

7) JaTa BKJIIOYEHHUS CBEIEHHH O OOJILHOM W JaTa BHECEHHs] U3MEHEHHi
B cBefieHUs 0 60abHOM B DeaepanbHbli pErucTp;

M) MHGOpMaLHs O Ha3HaYEHHUHU JIEKapCTBEHHBIX [1penapaTtos;

H) HHQopManus 00 OTHycKe JeKapCTBEHHBIX IpenapaToB (AaTa Hadana
obecneyeHusl JIEKAPCTBEHHBIMM TIIpernapaTamMd M (akTHYECKUH OTIHYCK
JleKapCTBEHHBIX NTPernapaToB);

0) laTa  NpUHATHS  pelleHHs 00  OKOH4YaHHH  obecrnedeHUs
JIEKapCTBEHHBIMHU TIpellapaTaMu C yKa3aHHEeM MpUYMHBI (BbIE3 3a Ipenelibl
Poccuiickoit ®enepaliil Ha [OCTOSHHOE MECTO J>XHUTEJIbCTBA HIIH MECTO
npebbIBaHUs (B Ciiy4ae ecliM CpOK NpebbIBaHMS NpeBbIMIaeT 6 MecsleB), CMepPTh
OONbHOrO, OTCYTCTBHME IOKa3aHWil K JajbHeHllieMy IpHeMy JeKapCTBEHHOIo
npenapara) U o nepejade cBeAeHHUit B apxuB DenepanbHOro perucrpa;

n) uapopMauus o BKIOUeHUU GonbHOro B MenepanbHblit perucTp juii,
UMEIOIIKMX MPaBO HA NOJy4YeHHE roCylapCTBEHHOI COLHMaIbHOH IOMOILIH, U
MHblE  pErucTphbl, I[pPedyCMOTPEHHbIEe 3aKOHOIATeILCTBOM  Poccuiickoit
QPenepauuy, B Uensx obecneyeHUs JeKapCTBEHHBIMHM MNpenapaTaMM 3a CueT
O10mxeToB OroxeTHOH cucTeMbl Poccuiickoit ®enepanny;

P) YHHKaANBHBIH HOMEDP PErHCTPOBOM 3amucH;

C) BBINIUCKA M3 MEIHMLMHCKOM AOKyMeHTaluuu OoJBsHOro, coaepikaluas
CBEJIEHHs O Ha3HA4Y€HHH H UCIIOJIb30BaHUH JIEKapCTBEHHBIX IIPENapaTos.

10. B cnyyae ycraHOBNeHMs pAuarHosa 3abojieBaHHS (COCTOSHUS),
yKaszaHHoro B ITIyHKTe | Hacrtositumx [lpaBun, wnM wu3MeHeHHUsT CBeleHHIH,
YKa3aHHbIX B  MNOANyHKTax "a" - "x" mnyHkrta9 Hacrosmmx Ilpasun,
MEIULHUHCKHE OPraHU3aluH, B KOTOPHIX OONbHBIE HAXOAATCA 101 MEAUIIMHCKHM
HabmoneHneM, B CpoOK, He NMpeBblIIarolmni 3 pabo4ux aHe# co AHs obpalueHus
OO0JLHOTO C YCTAHOBJIEHHBIM [HarHo3oM B MEIHIIMHCKYI OpPraHW3ailuio 10
MECTY XXHUTEJILCTBA WIIM MECTY NpeObIBaHUA (B Clydae eclid CPOK NpeObIBaHHS
NpeBbIIIaeT 6 MecsALEeB), NPEACTABIAIOT B 3IEKTPOHHOM BUJE UIH Ha GyMaxKHOM
HOCHUTEJIE HalpaBJjeHUs M HU3BELUEHHUS B OpraH roCyAapCTBEHHOHW BIACTH
cybsekTa Poccuiickoit @enepaunu B cdepe OxpaHbl 3A0POBbs M0 GopMe H B
TIOpsiAKe, KOTOpblE  YTBEpXIeHbl  MMHUCTEPCTBOM  3ApaBOOXpaHEHHS
Pocculickoilt ®enepaunm.

11. JIna 3anonHeHUs perMoHalbHOro cerMeHta ®PenepaibHOro perucrpa
OpraHu3allMM, OCYWIECTBISAIOWIME OTIYCK JIEKapCTBEHHBIX Mpernapartos,
Ha3Ha4yeHHbIX JleyalllUM BpauyoM B COOTBETCTBUM ¢ MNPeAyCMOTPEHHBIM
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" n

NOANMYHKTOM "a" nyHkta 2 Hacrosimimx [IpaBun nepeunem, a0 5-ro uMcna
KaXXIoro Mecsua rnpeacTaB/sioT B OpraHbl FoCyJapCTBEHHOMN BIACTH CYyOBEKTOR
Poccuiickont ®enepaunn B chepe oXpaHbl 340POBbs B 3JEKTPOHHOM BHJE WK
Ha OyMaXXHOM HOCHTeNe CBeleHHS 00 OTIYIUEHHBIX 3a NpeIlIECTBYIONIHIA
Mecs1 JIeKapCTBEHHBIX Iperaparax.

12. B cnyyae ecnu cBelleHHd, NpeAyCMOTpPeHHbIe MOANYHKTaMH "a", "x
v "n" mnyHkta9 Hacroammwmx IlpaBun, He IIpeacTaBieHbl B OpraHsbl
rOCyAapCTBEHHO#M BrnacTu cyGbekToB Poccuiickoit enepanvu B cdhepe oxpannl
3M0pOBbsl, YKa3aHHblE OpraHbl BJaCTH CaMOCTOSITENBHO  3alpallUBajoT
3TH CBEJIEHUS B rOCyAapCTBEHHBIX BHEOIOMKETHBIX POHIAX.

Ceenennss o OONbHOM (HamnpaBJIeHUS, H3BELIEHUS), MpPeaCTaBlIsSeMble
B DJJICKTPOHHOM BHJE, TIOANEXAT 3aBEPEHHUIO0 JJIEKTPOHHOH IMOIIHCHIO
JOJDKHOCTHOI'O JIMLa opraHa rocylapcTBEHHOH Biactu cybwekTta Poccuiickoit
®enepaunu B chepe oxXpaHsl 310pOBbSL.

13. B cnywae Bbie3na OONBHOTO 3a npenens! TeppUTOpUH Poccuiickoit
Penepauv Ha [IOCTOSHHOE MECTO JKHUTEJNbCTBA HIM MECTO MpeObIBaHHUsA
(B cmyuyae ecnu cpok npeObIBaHMS NpEBBIIAET 6 MECAIEB), a TaKXKe B Clydae
cMepTH OOJBHOTO CBEJIEHHS O HEM MOJIeXaT apXUBUPOBAHUIO.

"
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YTBEPX/JEHbI

rnnoctaHoBneHueM [paButenscraa
Poccuiickoli Penepanun
ot 26 Hos6ps 2018 r. Ne 1416

HNEPEYEHD

yrpatuBiminx cuiiy akroB [IpaButenbcrBa Poccuiickoii @enepauun

1. IlocTaHoBnenue [IpaBuTenbcTBa Poccuiickoii ®enepaumnu
ot 26 nekabps 2011 r. Ne 1155 "O 3akynkax JieKapcTBEHHbIX MpeNapaTosB,
npeaHa3sHa4YeHHbIX I obecrevyeHus 1ML,  OONBHBIX  remoduIMei,
MYKOBMCLIH1030M, runodu3apHbIM HaHHU3MOM, Gone3Hblo [Nowe,
3JI0Ka4ECTBEHHBIMH HOBOOOpa3oBaHMsIMH  JIMMGOUAHON, KpPOBETBOPHOH H
POICTBEHHBIX UM TKaHEH, PacCessHHBIM CKEPO30M, JIML [TOC/Ie TPaHCIIaHTalluu

Y1}

opraHoB W (MJIM) TKaHeu (Cobpanue 3akoHomatenbcTBa Poccuiickoi
®enepaunu, 2012, Ne 1, ct. 186).

2. Ilocranosnenue INpaButenscta Poccuiickoii denepaunu ot 26 anpess
2012 r. Ne 404 "O6 yrBepxaeHuu [lpaBun Benenus denepanbHOro perucrpa
Aul, OONBHBIX reMouived, MYKOBUCUHIAO30M, TIHNOGU3APHBIM HAHU3MOM,
Oonesnpto [ouie, 3/710KayeCTBEHHBIMM HOBOOOPa3OBaHUAMH JHUMQOHUIHOM,
KpOBETBOPHOH M POACTBEHHBIX UM TKaHeM, pacCesiHHbIM CKJIEPO30M, JIULl NocJe
TpaHCIJAHTaUMKW opraHoB M (unu) TtKaHeit" (CobOpaHHe 3aKOHOJATENHCTBA
Poccuiickoit ®enepaunn, 2012, Ne 19, ct. 2429).

3.Mynkter 176 u 190 wu3MeHeHUH, KOTOpble BHOCSTCA B aKThl
IlpaButensctBa Poccuiicko ®enepaumu 1o BonpocaMm  AESATENbHOCTH
MuHuctepcTBa 3apaBooxpaHeHuss Poccuiickoit ®enepauud, yTBEpXKAEHHBIX
nocraHoBineHueM [IpaButensctBa Poccuiickoit ®enepaunu ot 4 ceHTSOps
2012 r. Ne 882 "O BHeceHHM H3MEHEHUH B HekoTopble akThl [IpaButenbcTBa
Poccuiickoit @epepauu Nno BOMpocaM  JAEATENbHOCTH MwuHUCTEpCTBa
3apaBooxpaHeHuss Poccuiickoii ®enepauun” (CobpaHue 3akoHOOATENbCTBA
Poccuiickoit @enepauunn, 2012, Ne 37, ct. 5002).

4. IlocranoBnenue [IpaBurensctBa Poccubickoilt @enepauum ot 24 anpens
2015 r. Ne 389 "O BHeceHHH H3MeHEeHMH B MocraHosieHue [IpaBuTenbcTBa
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Poccuiickoii ®enepaunu ot 26 nekabps 2011 r. Ne 1155" (CoOpanue
3akoHozxaTtenbcTBa Poccuiickoit denepanuy, 2015, Ne 18, cT. 2709).

5. IloctanoBnenue IlpaButensctBa Poccuiickoit Penepauuu ot 9 anpens
2016 r. Ne 288 "O BHeceHuu n3MeHeHUd B [lpaBusa Benenus PenepajbHOro
peructpa nul, OOJBHBIX TreMoQHIMell, MYKOBUCUUIO30M, T'MNIOQU3aPHBIM
HaHU3MOM, Oone3Hplo [ouie, 370KkayecTBEHHHIMH HOBOOOPa30BaHUSMHU
NUMQOUIHOH, KpPOBETBOPDHOM M PpOACTBEHHBIX UM TKaHEW, pacCesHHbIM
CKJIEpO30M, JIMI MOC/e TpaHCIJIaHTauWu opraHoB U (unu) tkaHeit" (CobpaHue
3aKkoHozaaTenbcTBa Poccuiickoit @enepanuu, 2016, Ne 16, ct. 2225).

6. IloctanoBnenune IIpaBuTenscTBa Poccutickoit ®enepauuu
or 11 aBrycra 2016r. Ne 784 "O BHeceHMM H3MEHEHHUIl B I[OCTAaHOBIEHHE
[lpaButenectBa Poccuiickoit Penepaunu oT 26 nekabps 2011 r. Ne 1155"
(Cobpanue 3axkoHonatennscTBa Poccuiickoit @enepanun, 2016, Ne 34, ct. 5242).

7. Iloctanosnenue IlpaButensctBa Poccuiickoit ®enepaunu ot 17 anpens
2017r. Ne457 "O BHeceHunm wusMeHeHuid B IlomoxeHue o 3aKynkax
JeKapCTBeHHbIX I[IpenapaToB, MpeAHa3HauyeHHBIX s oOecrnedeHUs JiMil,
OONBHBIX reModunueld, MYKOBHCLMIO30M, TIUNOU3apHBIM  HAHHU3MOM,
Oone3Hpto ['ome, 310Ka4eCTBEHHBIMH HOBOOOpAa3OBaHUSIMM JTHUMQOUIHOH,
KPOBETBOPHOMN M POACTBEHHBIX UM TKaHEH, pacCesHHBIM CKJIEPO30M, JIHIL [0Cie
TpaHCIUIaHTaUuM opraHoB M (unu) tkanHed" (CobOpaHme 3aKOHOIATENbHCTBA
Poccuiickoit ®enepauunn, 2017, Ne 17, c1. 2577).
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