NPABUTE/IbCTBO POCCUMCKON ®ELEPALIUN

NOCTAHOBJ/IEHUE
OT 26 HOAbpA 2018 r. N 1416

O NOPAAKE
OPFAHU3ALIMM OBECMEYEHWA NEKAPCTBEHHBIMUW MPENAPATAMM /UL,
50/1bHbIX FEMO®WU/IUEN, MYKOBUCLIUA030M, TMNO®U3APHLIM HAHU3MOM,
BOJ/IE3HBIO MOLLE, 3/IOKAYECTBEHHBIMW HOBOOBPA3OBAHUAMM
NIMM®OUHOM, KPOBETBOPHOM W POACTBEHHbIX UM TKAHE,
PACCEAHHbIM CK/IEPO30M, TEMOJIMTUKO-YPEMUYECKUM CUHAPOMOM,
FOHOLLECKMM APTPUTOM C CUCTEMHbBIM HAYAZIOM, MYKOMO/IMCAXAPUA,030M
1, 11 U VI TUNOB, ANNACTUYECKOWA AHEMUEI HEYTOYHEHHOM,
HACNEACTBEHHbIM AEGULIMTOM GAKTOPOB Il (PUEPUHOTEHA),
VI (TABU/IBHOTO), X (CTIOAPTA - MPAY3PA), UL, NOCNE
TPAHCMNAHTALMM OPTAHOB U (M/IN) TKAHEWN, A TAKKE
O NPU3HAHWUM YTPATUBLLMMU CUNY HEKOTOPbIX AKTOB
NPABUTE/IbCTBA POCCUACKOM ®EAEPALIUA

CNMCOK U3MEHAIOLWNX AOKYMEHTOB
(8 peq. MocTaHoBneHuA MpasBuTenbcTsa PP ot 27.03.2020 N 344)

B cootBeTcTBUM € NyHKTOM 21 yactn 2 ctatbm 14 nyactamm 7 - 9 ctatbm 44 GepepanbHOro 3aKoHa
"O6 ocHoBax OXpaHbl 340pOBbs rpaxgaH B Poccuiickon Pepepaumnn” MNpasutenbctBo Poccuiickom
depepaumm NnocTaHOBAAET:

1. YTBEpAMTb NpUNaraemoble:

MpaBnaa opraHM3aumMm obecnevyeHna NekapcTBEHHbIMKW NpenapaTtamm aunL, 6oabHbIX remodunnen,
MYKOBMUCLMA030M, rmunodusapHbim HaHW3MOM, 60ne3HbIO Mowe, 3/10Ka4yeCTBEHHbIMM
HOBOODOPa30BaAHUAMM  IUMOIONLHON, KPOBETBOPHOM W POACTBEHHbIX MM TKAaHEW, PacCeAHHbIM
CKN1IEePO30M, TEMOINTUKO-YPEMUYECKMM CUHAPOMOM, HOHOLIECKMM apTPUTOM C CUCTEMHbBIM HA4asiIoM,
mykononaucaxapugosom |, 1l u VI Tunos, annactMyeckon aHeMmeh HeYyTOYHEHHOW, HacnenCTBEHHbIM
aepuumtom daktopos Il (dubpuHorena), VIl (nabunbHoro), X (Ctioapta - Mpayspa), Avy, nocne
TPaHCNIAHTaUMN OPraHoB U (UNK) TKaHew;

(8 pea. MocTaHoBneHun MpaButenbctea PP ot 27.03.2020 N 344)

Mpasuna BeaeHua ®depepanbHOro perucrTpa Auy, 60abHbIX remoduanein, MyKoBUCLMLO30M,
rmnodmsapHbIM HaHWM3MOM, 6onesHbio lowe, 3/10KaYeCcTBEHHBIMU HOBOOOPa3oBaHMAMU AMMPONAH O,
KPOBETBOPHOM M POACTBEHHbIX MM TKaHelM, paccesHHbIM CKNEPO30M, FEMOSUTUKO-YPEMUYECKUM
CUHAPOMOM, HOHOLIECKMM apTPUTOM C CMCTEMHbIM Ha4yasioM, myKonoauncaxapugosom |, Il u VI Tmnos,
ansacTMYeckon aHemMuein HeyTOUHEHHOM, HacneacTBeHHbIM gedbuumTom paktopos Il (pubpuHoreHa), Vil
(nabunbHoro), X (Ctioapra - Mpayapa), A1u, nocne TpaHCNAAHTALMM OPraHoB U (UNK) TKaHEeN;

(8 pea. MoctaHoBneHun Mpaeutenbctea PP o1 27.03.2020 N 344)

nepeyeHb YTPaTUBLLMX CUIY aKTOB lNpaBuTenbcTBa Poccuiickon ®eaepauun.

2. MwuHucTepcTey  3apaBooxpaHeHus  Poccuitickot  dPepepaumm B YCTAHOB/IGHHOM
3aKoHogaTenbcTBom  Poccuitickonn depepaumy  nNopsaAKe  OCYLIECTBUTb  3aKynky Ha 2019 rog
NeKapCTBEHHbIX NPenapaTos ANA NaToreHeTUYECKoro nedeHns nuL, 60bHbIX FeMOIMTUKO-YPeMUYECKUM
CUHAPOMOM, HOHOLIECKMM apTPUTOM C CUCTEMHbIM Ha4yanom, mykononucaxapuaosom |, Il n VI Tunos,
BK/IHOYEHHbIX B MepeyeHb MU3HEHHO HEOBX0AMMbIX U BaXKHENLINX NEeKapCTBEHHbIX NPenapaTos.



3. MwuHuctepctBy 34paBooxpaHeHua Poccuiickoit @Pepepauum  gaBaTb PasbsACHEHUA MO
NPUMEHEHUIO NPaBUA, YTBEPKAEHHbIX HACTOALMM NOCTAHOBAEHUEM.

4. HacToAwee noctaHoBAeHWe BcTynaeT B cuay ¢ 1 aHBapa 2019 r., 3a UCKAOYEHMEM MNYHKTA 2,
KOTOPbIV BCTyMnaeT B CU/Y CO AHA odULManbHOro onyb/AMKOBaHMA HACTOALLLEro NOCTaHOB/IEHUS.

MNpeacenartens lMpaBuTenbCcTBa
Poccuiickon depepauymm
O.MEOBEOEB

YTBEpKAEHbI

nocraHoBneHnem MpaBUTeNbCTBA
Poccuiickon degepauymm

OT 26 HoAGpA 2018 . N 1416

NPABUNA
OPrAHU3ALNU OBECNEYEHUA NEKAPCTBEHHbIMW NMPENAPATAMU UL,
BOJIbHbIX TEMO®U/IUEN, MYKOBUCLINA,030M, TMNOPU3APHBIM HAHU3MOM,
BOJIE3HbIO rOLUE, 3/1I0KAYECTBEHHbIMU HOBOOBPA3OBAHUAMMU
NMM®OUAHON, KPOBETBOPHOW U POACTBEHHBIX UM TKAHEWN,
PACCEAHHbIM CKNEPO30M, TEEMO/IUTUKO-YPEMUYECKMM CUHAPOMOM,
IOHOLUECKUM APTPUTOM C CUCTEMHbIM HAYATOM, MYKONOJIMCAXAPNAO030M
I, 11 U VI TUNOB, ANNIACTUMECKO AHEMUEN HEYTOYHEHHOWM,
HACNEACTBEHHbIM AEPULIUTOM ®AKTOPOB Il (PUBPUHOTEHA),
VIl (TABUNIbHOTO), X (CTIOAPTA - MPAY3PA), UL, NOC/E
TPAHCN/IAHTAL MW OPTAHOB U (U/1N) TKAHEWH

CNMNCOK U3MEHAIOLWNX AOKYMEHTOB
(8 pea. MoctaHoBneHus MpaButenbctea PP o1 27.03.2020 N 344)

1. Hactoswme MMpaBuna ycTaHaBAMBAIOT MNOPAAOK OpraHMsaumm obecrnieyeHua auud, H60/bHbIX
remopuanein, MyKoBUCUMAO030M, FMNOPU3aPHbIM HaHM3MOM, 6osesHblo lowe, 310KaYeCcTBEHHbIMMU
HOBOODOPa3oBaHUAMMU IUMOIONLHOM, KPOBETBOPHOM W POACTBEHHbIX MM TKaHEW, pPacceAaHHbIM
CKN1IEPO30M, FEMOJIMTUKO-YPEMUYECKMM CUHAPOMOM, HOHOLIECKMM apTPUTOM C CUCTEMHbBIM HA4asiIoM,
Mykononmcaxapugosom |, 1l u VI Tunos, annactMyeckon aHeMMen HeyTOYHEHHOW, HacnenCTBEHHbIM
aepuumtom daktopos Il (dubpuHorena), VIl (nabunbHoro), X (Ctioapta - Mpayspa), nvy, nocne
TPaHCNIaHTaLUMW OpPraHoB WU (MAM) TKaHeln (aanee - 6oNbHbIE), NEKAPCTBEHHbLIMM MpenapaTammn gns
MeANUMHCKOTO NPUMEHEHMA, NpeaHAa3HAYEHHbIMU 1A Ie4eHUA 3TUX 3a601eBaHUIA, NO YTBEPHKAEHHOMY
MpasuTenbctBom Poccuiickol ®enepaumnn nepeyHto 1eKapcTBEHHbIX NPenapaTos, cGOPMUPOBAHHOMY B
YCTaHOBNEHHOM MM nopsAgKe (panee - NeKapcTBEHHble MNpenapaTtbl), a TaKXKe NOPALOK U YCNOBMUSA
nepenayn NeKapcTBEHHbIX NPenapaToB B COBCTBEHHOCTb Cy6beKkToB Poccuiickol Geaepaumu.

(8 pea. MoctaHoBneHun Mpaeutenbctea PP o1 27.03.2020 N 344)

2. WcTouyHMKoM ¢UHAHCMPOBAHMA opraHusauumn obecnedeHna 60AbHbIX NEKAPCTBEHHbIMMU
npenapatamu ABAAIOTCA 6l0AKETHbIe acCUTHOBaHMUA, MPeAyCMOTpeHHble B deaepanbHoM broaxKeTe
MUHUCTEPCTBY 34paBooXpaHeHna Poccuitckolt degepaumm.

3. MpaBo 601bHOro Ha o6ecnevyeHne eKapcTBEHHbIMM NpenapaTamn BOSHUKAET CO AHSA BKAOYEHUA
CBEAEHMI O Hem B perMoHasnbHblit cermeHT PeaepanbHoro pernctpa Auy, 6o0abHbIX remodunven,



MYKOBMUCLMA030M, rMnodursapHbIM HaHM3MOM, 60s1e3HblO lowe, 3/10Ka4YeCcTBEHHbIMM
HOBOOOpa3oBaHMAMM MMPOMAHON, KPOBETBOPHON WM POACTBEHHbIX MM TKaHeW, pacceAaHHbIM
CK/IEPO30M, FEMOJINTUKO-YPEMUYECKUM CUHAPOMOM, HOHOLIECKMM apTPUTOM C CUCTEMHbIM Ha4yasiom,
MmyKononucaxapugosom |, Il v VI TMnos, annactMyeckoir aHemmein HeyTOYHEHHOM, HacneaCTBEHHbIM
nepuumtom daktopos Il (dpubpunHorena), VIl (nabunbHoro), X (Ctioapta - Mpayspa), avy, nocne
TpaHcNNaHTaUMM opraHoBs U (Mnun) TKaHen (ganee - GeaepanbHblil perncrp).

(8 pea. MNocTaHoBneHun Mpasutensctea PP o1 27.03.2020 N 344)

[ata BkAtoueHUa 60nbHOrO B pernoHasbHblil cermeHT deaepasnbHoOro perncrpa ¢uKcupyerca
Neyvyallmm Bpayom B MeAULMHCKOM KapTe ambynaTopHOro 60/1bHOr0O UAN UCTOPUN Pa3BUTMA pebeHKa.

4. OpraHuszauma obecnevyeHmna MUHUCTEPCTBOM 34,paBOOXpaHeHUs Poccuiickon deaepaumm 3a cyet
cpencte pepepanbHoro brogketa 60/bHbIX NEKAPCTBEHHBIMW NPEnapaTaMmn OCYLLECTBAAETCS C Y4ETOM
CTaHOAPTOB MEANLMHCKON MOMOLLM, KAUHUYECKUX PEeKOMEeHZaunn (MPOTOKONOB /leYeHUs) U cpeaHei
KYPCOBOW [,03bl IeKapCTBEHHbIX NPenapaTos.

5. OpraHbl rocygapcTBeHHOM BacTh cybbekToB Poccnitickoilt Pepepaumm B chepe oxpaHbl 34,0p0BbA
He nosgHee 1 HoAbpSA Tekyllero roga nNpeacTasaatoT B MUHUCTEPCTBO 34paBOOXpPaHeHMsA Poccuiickoi
depepaLMm 3a8BKM HA NOCTABKY JIEKAPCTBEHHbIX NpenapaToB no Gopme, YTBEPKAEHHOW YKasaHHbIM
MuHUCTEpPCTBOM (fanee - 3asBKM), C NPUNOKEHNMEM OBOCHOBaAHMI NO UX 0Obemy, a TaKKe nepeyeHb
OpPraHMU3aUNi, UMEIOWMX JINLEH3MNIO HA OCYLLEeCTBeHUME MeAUUMHCKOW U (au) dapmal,eBTUYECKoM
AesTenbHocTM B cybbekTax Poccuiickon depepauunn (ganee - opraHusaumu-nosyyatenun), B Lensax
NOCTaBKW OPraHN3auUaAM-TNoNy4aTeNsiM JIeKapCTBEHHbIX NpernapaTos.

MoTpebHOCTb (06bem MOCTaBKM) B JIEKAPCTBEHHOM NpenapaTte oOnpeaenserca C  y4eTom
KIMHUYECKMX PEKOMeHZauuli (NPOTOKOMOB /leYeHus) U cpefHell KypCcoBOW f403bl NEKAPCTBEHHOMO
npenapata UCXo4A U3 erkemMecAYHOM paKTUYeCcKon NoTPebHOCTU 6O/bHBIX B IeKapCTBEHHbIX NpenapaTax
B COOTBETCTBMM CO CBELEHUAMU PErMoHasbHOro cermeHTa desepanbHOro permctpa U HeobxoLMMocCTH
dopmmnpoBaHmMsA 3anaca Ha 15 mecaues.

6. MuHWCTepCcTBO 34paBooxpaHeHua Pocculickon depepaumn GOpMUpPYyeT KOMMCCUIO MO
paccMOTPEHMIO 3aABOK (fanee - KOMUCCHUA), YTBEPIKAAET NONOKEHNE 0 KOMUCCUK U ee cocTaB. Komunccus
Ha CBOEM 3acefaHuWW paccmaTpvBaeT 3afBKM Ha npegmeT 0H6OCHOBAHHOCTM 3asB/eHHbIX 06bemoB
NNeKapCTBEHHbIX NPenapaTos, NPy HEOBXOAMMOCTN KOPPEKTUPYET MUX, U COrNAacoBbIBAET C BbIHECEHUEM
COOTBETCTBYIOLLETO peLleHus.

CornacoBaHve 3asfiBOK OCYLIECTBAAETCA KOMMCCMEW C y4yacTMem npeacTaBuTesneit opraHos
rocyaapcTBeHHon Bnactu cybbekToB Poccuitickoit degepaumm (B TOM 4YMCie C MCMNO/b30BaHWEM
MHPOPMALMOHHO-KOMMYHMKALMOHHbIX TEXHONOTUIA).

7. Obbem MNOCTaBOK JIEKAPCTBEHHbIX MpenapatoB ¢opmupyeTca B npegenax b6loAMKEeTHbIX
acCUrHOBAHWA, NpeAycCMOTPEeHHbIX B ¢eaepanbHOM 3akoHe o deaepanbHom 6loaskeTe  Ha
COOTBETCTBYIOWMIA GUHAHCOBLIM o4 W NAAHOBbLIA Nepuod, U AUMUTOB BloaXeTHbIX 06A3aTenbCTs,
[OBeZeHHbIX B YCTaHOB/IEHHOM nopsake A0 MuHUCTepPCTBa 34paBooXpaHeHusa Poccuitickoli Peaepaumm
Ha 3aKyMKy fIeKapCcTBEHHbIX NpenapaTos.

8. B cooTBeTCcTBMM C 06 beEMaMM NOCTABOK /IEKAPCTBEHHbIX NPEnapaToB, yTBEPKAEHHbIMW OpraHamm
rocyAapcTBeHHon Bnactu cybbekToB Poccuitickont Pepepaumm B chepe oxpaHbl 340p0OBbA C yHETOM
peleHnna Komuccum, MUHUCTEPCTBO 34paBoOXpPaHeHUs Poccuitickolt Pepsepaumn B yCTaHOBAEHHOM
3aKoHoAaTenbcTBOM Poccuiickot deaepaumm nopAaAKe OCYLLECTBAAET 3aKyMKy /eKapCTBEHHbIX
npenapaTos.

9. TlloCTaBWMKM  NEKapCTBEHHbIX NpenapaTtoB, oOnNpegefieHHble B  COOTBETCTBUM  C
3aKoHOAaTeNbCcTBOM Poccuitickolt depepaunn, npeactaBnaioT B MUHUCTEPCTBO 34paBOOXPaHEHMUA
Poccuiickont ®egepaunn odopmMneHHbIe B YCTaHOBAEHHOM MOPAAKE AOKYMEHTbl, MOATBEpMKAatolime



baKT NofyYyeHMA opraHM3aLMAMMN-NONYYATENAMN NEKAPCTBEHHbIX MPenapaTos, B TOM YMC/e HAaKNaL4Hble
M aKTbl NpMema-nepesadmn NeKapcTBEHHbIX NPenapaTos.

10. MuHucTepcTBO 34paBoOXpaHeHns Poccuiickon Pegepaumm B TedeHme 10 pabounx aHen co aHA
NnocTyn/ieHMA akTa npuema-nepegadm MPUHUMAET Ha YYeT NeKapCTBeHHble npenapaTtbl U U3gaeT
pacrnopaguTenbHble aKTbl O Nepegadye SeKapCTBEHHbIX NMPenapaToB OpraHam MCMOJIHUTENIbHOW BAacTU
cybbektoB Poccuiickoii depgepaumun, onpegeneHHbIM BbICLUIMM  AO/IKHOCTHBIM  /IMLOM cybbeKTa
Poccuiickont degepaumm (pyKoBoAMUTENEM BbICLLETO UCMOJIHUTE/ILHOTO OpraHa rocygapcTBeHHONM BacTu
cybbeKkTa Poccuiickoli ®eaepaunn) (ganee - ynonHOMOUYEHHbIE OpraHbl), C YyKasaHMeM HOMEHKAATYpbl,
KOJIMYECTBA M CTOMMOCTM IEKAPCTBEHHbIX MPENAPaTOB B OTHOLIEHUWN KaXKA0ro YNOJHOMOYEHHOI0 OpraHa.

11. MUHUCTEpPCTBO 34paBoOXpaHeHNs Poccuiicko Pepepaumm B TeyeHme 5 pabounx gHen co aHA
M30aHWNA PacnopAaaMTeIbHOro aKkTa, NpeaycMOTPEHHOro nyHKTom 10 HactoAawmx MNpaswua, HanpasasaeT B
YMNO/IHOMOYEHHbIE OpraHbl (B 2 3K3eMNAsApax) U3BELLLEHNE O MOCTAaBKe IEKAPCTBEHHbIX NMPENapaToB U aKT
npuema-nepenayu, NoANMCcaHHbIe YKazaHHbIM MUHUCTEPCTBOM.

12. YNoNHOMOYEHHbIE OpraHbl B TeyeHMe 5 paboumx AHen co gHA MOoJlyYeHUA U3BELLEHUA O
NOCTaBKe NEeKapCTBEHHbIX MpenapaTtoB W aKTa npuvema-nepenayu, nNpeaycMOTPeHHbIX nyHKTom 11
HacToAwmx MpaBuA, NOANWUCHIBAIOT W 3aBepPAIOT NevaTbto 06a 3K3emMnasapa M3BELLeHUA O MOCTaBKe
NleKapCTBEHHOro npenapata u oba sK3emnaspa akTa npuema-nepenayu, nociae Yero BO3BPALLAOT B
MuHWCTepCTBO 34paBooxpaHeHus Poccuinickon ®epepaunn oamMH 3K3eMNAAP YKAa3aHHOMO U3BELLEHMUA U
OAMH 3K3eMMNAp aKkTa npuema-nepesaydn.

13. YNOAHOMOYEHHbI OpraH Ha OCHOBaHWWM aKTa npuema-nepenadyn npUHMMAET Ha Y4eET
NeKapCTBeHHbIE NMpenapaTtbl U B TEYEHUE 5 pa60l-w|x lCI,Hel7I CO AHA NOoNy4vYeHUA aKTa npuema-nepenadu
n3gaer paCI'IopﬂAVITEI]beIﬁ adKT O nNepeaaye 1eKapCTBEHHbIX NPenapaToB opraHn3aymnam-nonyyatesiam c
YKa3aHnemMm HOMEHKNATypbl, Koan4yecTea U CTOMMOCTU NEKAPCTBEHHbIX NPenNapaToB B OTHOWEHNN Ka)'K,CI,OlZ
opraHunsauunn-nonyyvarena.

14. OpraHuszaumu-nonyyatenn B TeyeHue 2 paboumx gHeW CO AHA MONYYEHUS LOKYMEHTOB,
NOATBEPKAALWMX Nepesady UM IeKapCTBEHHbIX NpernapaTos, NPUHUMALIOT IeKapcTBEHHbIe NpenapaTbl
Ha y4yeT, 06ecneynBatoT X COXPAHHOCTb M LLeNEBOE UCMNO/b30BaHMe.

15. MuHKUCTepcTBO 34paBooxpaHeHusa Poccuiickolt Pesepaumm B YCTAaHOBJEHHOM MM MOpsAAKe
OCYLLECTBNSET MOHUTOPUHT ABUMKEHUA U yYeTa JIeKapCTBEHHbIX NpenapaToB B cybbeKTax Poccuiickoi
depepaumm, LOBOAWUT [0 CBEAEHMA YNOAHOMOYEHHbIX OPraHOB MNOJIyYEHHble MO pe3y/bTaTam
MOHWUTOPUHIA JaHHble, B TOM 4WCIAEe CBeAEHWUA O HOMEHK/NAType, KO/MYecTBe W CTOMMOCTM
NNeKapCTBEHHbIX NpenapaTtoB, 06 OTCYTCTBUM NOTPEBHOCTU B OTAENbHbLIX JIEKAPCTBEHHbIX NpenapaTax
NMB0 0 NOABNEHUN AOMNONHUTENbHOM NOTPEBHOCTU B NEKAPCTBEHHLIX NPENapaTax B CBA3M C USMEHEHUEM
B CcybbekTe Poccuiickoit ®degepauunm  UYUCNEHHOCTM 6GONbHbLIX, WM3MEHEHUSMW B HasHaYeHMAX
MEAULMHCKMMM  pabOTHMKAMKM  NIeKapCTBEHHbIX  MpenapatoB  60/AbHbIM M COMNacoBbiBaeT
nepepacnpeesneHne NeKapCcTBEHHbIX MPenapaToB mexay cybbektamu Poccuiickoit Peaepaumm.

16. MNepepaya NeKkapcTBEHHbIX NpenapaToB oAaHMM cybbekTom Poccuiickoii Pepepaumm B
cobCcTBEHHOCTL ApYroro cybbekta Poccuitickol Peaepalmm ocyLecTBASeTCa Ha OCHOBAHMM aKTa Npuema-
nepegaun. MWHKUCTepCTBO 3ApaBooxpaHeHus Poccuiickoin degepauun yBeAoOMAAETCA O nepegade
NeKapCTBEHHbIX npenapatoB B 10-AHEBHbIM CPOK MNocAe MOAMUCAaHUA aKTa npuema-nepenaym
YNOAHOMOYEHHbIMW OpPraHamMMu.

17. MnHWCTepPCTBO 340aBoOXPaHeHMA Poccuitickolt degepaumnn npeacTaBadeT exXeKkBapTaabHO, 40
10-ro uncna mecaua, CieayoLLEero 3a OTYETHbIM KBapTaniom, B PeaepanbHyto ciykby no Haasopy B chepe
34paBOOXPaHEHMA CBEAEHMA O Nepeaade eKapcTBEHHbIX NpenapaTtos cybbekTy Poccuiickon depepaumn
W COrNacoBaHHbIX NepepacnpeaeneHusax eKapcTBEHHbIX NPEeNapaToB mexay cybbektammu Poccuitickoi
depepaumm B LENAX OCYLLECTBJEHUA KOHTPO/AA 3a LENeBbiM MWCMNOAb30BaHUMEM JIeKapPCTBEHHbIX
npenapaTos.



18. B uenax obecneyeHma 60AbHbIX NEKAPCTBEHHLIMW NpenapaTaMmn B NOPALKe, YCTAaHOBAEHHOM
3aKoHogaTenbcTBOM Poccuinckoit Pegepaumm, ocyLLeCTBAAETCA HA3HAYEeHME NEKAPCTBEHHbIX NPenapaTos
1 opopmMaeHMe peLenToB Ha IEKAPCTBEHHbIE NpenapaThbl.

19. Mpwn Ha3HaYeHUM 60IbHOMY JIEKAPCTBEHHbIX MPEenapaToB sievyawmin Bpady MHGOPMUPYET €ro o
BO3MOXHOCTM NONAYYEHUS UM COOTBETCTBYIOLLMX SIEKAPCTBEHHbIX NpenapaTtoB 6e3 B3MMaHWA NnaTbl B
COOTBETCTBUM C 3aKOHOZaTENbCTBOM Poccuiickon ®depepauymu.

20. B uenax guHamm4yeckoro HabatoaeHus 3a 60bHbIM M cOBAOAEHMA NEPUOANYHOCTM NOCELLEHMA
UM MEeAMUMHCKON OpraHusauum fevawmMm Bpavyom onpenensetcd KOMYECTBO J1IeKAapPCTBEHHOrO
npenapata, eAWHOBPEMEHHO OGQOPMAEHHOroO Ha peuentTypHOoM 61aHKe B COOTBETCTBUU  C
peKOMeH40BaHHOW CpeaHEeCyTOMHOM KYPCOBOM A,030M M CPOKOM, Ha3HAYEHHbIM A4 NOCeLLeHuUA.

21. MegMuMHCKasa opraHu3auma npegoctasasetr 60/1bHOMY UAW ero 3aKOHHOMY NPeACTaBUTENtO
nHbopMaLmio 06 opraHM3aumAX, PAaCNONOMKEHHbIX B FPaHULAX MyHULMNAAbHOro o6pa3oBaHMA MO MeCTy
KUTENbCTBA UM MeCTy NpebbiBaHMSA (B CalyYae eciv CPoK NpebbiBaHMA NpeBbiwaeT 6 mecsALeB) 60/bHOro
W OCyLLLeCTBAAOLWMX 6eCcnaaTHbIN OTNYCK IeKaPCTBEHHbIX NPENapaToB, Ha3HAaYEeHHbIX JIe4aLLMM BPavyoM.

22. Mocne BKAOYEHUSA BONBHOTO B perMoHanbHbIl cermeHT PeaepanbHOro perucTpa HasHayeHue u
OTMYCK €My UK ero 3aKOHHOMY NpeACcTaBUTE/IO IeKapCTBEHHbIX NPenapaToB OCYLWEeCTBAAETCA B CPOK, He
npesblwatowmin 20 pabounx gHen co gHA BKAKOYEHUS.

23. OpFaHM3aLI,Mﬂ obecneyeHus NEKAapPCTBEHHbIMM nNpenapaTtamu 60ﬂbeIX, npoxueawwmnx B
CTallMOHApPHbIX OpraHn3aunax counaabHOro O6CI'Iy)KI/IBaHI/I‘r'I nnn OT6b|BaI-OLLI,VIX HaKa3aHue, CBA3aHHOE C
MueHnem CBOﬁOAbI, ocywiecrBndaeTca COOTBETCTByI-OLLI,Eﬁ Opl'aHVI3aLl,Vlel71.

24. B cnyyae Bble3ga 60nbHOMO 3a npegesnbl TeppuTopun cybbekTa Poccuitickolt depepauun, B
KOTOPOM OH MPOXKMBAET, Ha TEpPPUTOPUIO Apyroro cybbvekta Poccuiickoi dPesepauum Ha CPOK, He
npesbIWaoLWNn 6 mecaues, TakoMy HONbHOMY OpraHoOM rocyapCTBEHHOM BNacTu cybbekTa Poccuiickoi
depepaumm B chepe oxpaHbl 34,0P0BbA OPraHM3yeTCA HasHaYyeHue IeKapcTBEHHbIX MPenapaTos Ha CPOK
npvema, paBHbI CPOKY ero Bble3ga 3a npeaesbl TeppuTopumn cybbekTa Poccuiickoi Peaepaumm, ambo,
YUYMUTbIBAA CPOKM TOAHOCTM MMEIOLMXCA OCTaTKOB JIEKAPCTBEHHbIX MpenapaTos, obecneyeHne TaKoro
60/1bHOr0 NEKAPCTBEHHbIMM NpenapaTaMm Ha COOTBETCTBYHOLMIA CPOK.

CBegeHVA O KOJIMYECTBE HA3HAYEHHbIX WAW OTMYLLEeHHbIX 60AbHOMY WAW €ro 3aKoHHOMY
NpPeAacCTaBUTENI0 NIEKAPCTBEHHbIX NPENapaToB BHOCATCA B PErMoHasbHblit cermeHT deaepanbHoro
perucrpa.

25. B cnyyae Bble3ga 60nbHOMO 3a npegenbl Tepputopun cybbekta Poccuiickoit Pepepaumm, B
KOTOPOM OH MPOXMBAET, Ha TeppuUTOpPUIO Apyroro cybbekta Poccuitickoli depepaumm Ha CPOK,
NpeBbIWatloWMi 6 MecaLeB, AN B CTy4ae M3MEHEHMA MECTA KUTENbCTBA TaKOMY 601bHOMY Ha3HayaloTCA
NleKapCTBEHHbIE NpenapaTbl Ha CPOK Npuema He Hosiee oaHOro mecsAua M6o OpraHM3yeTcs opraHom
rocyAapcTBeHHOM BnacTu cybbeKkTa Poccuiickon degepaumm B chepe oxpaHbl 340p0Bba obecneyeHume
TaKoro 60/IbHOro NEKAPCTBEHHbIMW NPenapaTamm Ha CPOK Npuema He 6osiee og4HOro mecaua.

CBefieHMA 0 TaKOM 6O/IbHOM NOANENKAT UCKNIOUYEHUIO U3 PErMOHaNbHOIo cermeHTa PegepanbHoro
perucTpa cybbekTa Poccuitickon depepaumm, ¢ TEpPUTOPUM KOTOPOTO Bble3xKaeT 601bHON, U Nnepeaadye (B
TOM 4Yucne C  UCNoAb3oBaHMEM  MHGPOPMALMOHHO-KOMMYHUKALMOHHBIX  TEXHONOTM)  opraHy
rocyapcTBeHHOM BnacTm cybvekta Poccuitickon depepaumm B chepe oxpaHbl 340p0BbA, HA TEPPUTOPUIO
KOTOPOro Bbexan 60/IbHOW, A/A BKAIOYEHUA B PermoHasbHbli cermeHT PeaepanbHOro perncrpa atoro
cybbekTa Poccuiickoit Pepepaunu.

[aToln BKAOYEHUA cBedeHWn O 6OSIbHOM B perMoHasbHblil cermeHT ®egepanbHOro perucTpa
cybbekTom Poccuiickoit Pepepauumn, Ha TeppuUTOPUIO KOTOPOro Bbexan 60/MbHOW, ABAAETCA AEHb,
cneayowmii 3a AHEM MUCKIIOYEHUA CBEAEHU O HeM W3 perMoHanbHoro cermeHTa depepanbHoro
peructpa cybbektom Poccuiickoit ®egepaunn, C TeppUTOPUN KOTOPOTO Bblexan 60/bHOM.



26. OpraH rocyaapcTBeHHOM BiacTu cybbekta Poccuitickonn Peaepaumm B chepe oxpaHbl 340Pp0BbA,
C TeppuTOpMM KOTOpPOro Bbiexan 60nbHOW, npeactaBnser (B TOM 4UYMCAe C  UCNO/Ab30BaHUEM
NHGOPMALMOHHO-KOMMYHUKALMOHHbIX TEXHONOrMIA) No 3anpocy opraHa rocyAapCTBEHHOW BAacTu
cybbekta Poccuiickoit ®epepaumn B chepe oxpaHbl 340pOBbA, HAa TEPPUTOPUID KOTOPOro Bbexas
60/1bHOWN, CBEAEHUA O KOINYECTBE Ha3HAYEHHbIX NN GaKTUYECKU NpeaocTaB/ieHHbIX 60/bHOMY UK ero
3aKOHHOMY NPeACTaBMTENIO JIEKAPCTBEHHbIX MPEnapaTtoB B COOTBETCTBUMM C NMYHKTOM 25 HacToALMX
Mpasun.

YTBEpKAEHbI

nocraHoBneHnem MpaBUTENbCTBA
Poccuiickon degepauymm

OT 26 HoAGpA 2018 . N 1416

NPABUNA
BEZIEHUA ®EAEPAIbHOIO PETUCTPA NIUL, BOJIbHbIX TEMO®UUEN,
MYKOBUCLIMA030M, TMNO®U3APHbIM HAHU3MOM, BO/IE3HBIO MOLLIE,
3/1OKAYECTBEHHbIMW HOBOOBPA30BAHUAMMW TUMPOUAHON, KPOBETBOPHOM
U POACTBEHHbIX UM TKAHEW, PACCEAHHbIM CKNEPO30M,
FEMOJINTUKO-YPEMUYECKUM CUHAPOMOM, IOHOLLECKUM APTPUTOM
C CUCTEMHbIM HAYANIOM, MYKOMOJIMCAXAPUA030M |, Il U VI
TUNOB, ANNACTUYECKOM AHEMUEN HEYTOYHEHHOW,
HACNEACTBEHHBIM AEPULMTOM GAKTOPOB Il (PUEPUHOTEHA),
VIl (TABU/IbHOIO), X (CTIOAPTA - NPAY3PA), UL, NOC/NE
TPAHCMNNAHTALIUM OPFAHOB U (UNN) TKAHEWN

CNUCOK U3MEHAIOLWNX AOKYMEHTOB
(8 pea. MoctaHoBneHus Mpasutenbctea PP o1 27.03.2020 N 344)

1. Hactosawue MpaBuna ycTaHaBAMBAOT NOPAAOK BeaeHUsa PenepanbHOro perncrpa anu, 60bHbIX
remopuanein, MyKoBuCUMAO030M, FMNOPU3aPHbIM HaHM3MOM, 6onesHbio lowe, 310KaYeCTBEHHLIMMU
HOBOODOPa30BaAHUAMM  IUMOIONLHON, KPOBETBOPHOM W POACTBEHHbIX MM TKAaHEW, pPacCeAHHbIM
CKN1IEPO30M, TEMOINTUKO-YPEMUYECKMM CUHAPOMOM, HOHOLIECKMM apTPUTOM C CUCTEMHbBIM HA4asiIoM,
Mykonosamcaxapugosom |, 1l u VI Tunos, annactMyeckon aHeMMen HeYyTOYHEHHOW, HacnenCTBEHHbIM
aepuumtom daktopos Il (dubpuHorena), VIl (nabunbHoro), X (Ctioapta - Mpayspa), Avy, nocne
TPaHCNIaHTaUMN OPraHoB U (MK) TKaHel (fanee COOTBETCTBEHHO - 60bHble, PeaepanbHblit pernctp).
(8 pea. MoctaHoBneHun MpaButenbctea PP o1 27.03.2020 N 344)

2. BegeHune desepanbHOro perucTpa ocyLWwecTBAAeTCA B CAeAyoLWMX Lensx:

a) obecneyeHme NeKapCTBEHHbIMM NpenapaTammn 418 MeULLMHCKOro NPUMEHEHUSA, BKIHOYEHHbIMU
B YTBEP!KAEHHbIN MMpaBuTenbctBoM Poccuitickoint ®epepaunn nepevyeHb NEKAPCTBEHHbIX MPENapaTos,
cPOPMMPOBAHHbIV B YyCTAHOBJIEHHOM MM NOPAAKe (Aanee - NeKapcTBeHHbIe NpenapaThbl), 60AbHbIX 33 cyeT
OIOAKETHBIX  ACCMTHOBAHWM, NPEAYCMOTPEHHbIX B  ¢depepanbHoM  brogxkete  MuHUCTepcTBY
3apaBooxpaHeHus Poccuinckoit Pepepaunm;

6) MOHUTOPUHTF ABUMKEHMA M yuyeTa 60NbHbIX Ha OCHOBaHWUM CBEAEHUIA, NPeACTaBAAEMbIX OpraHaMu
rocygapcTBeHHol BaacTn cybbekToB Poccuiickoit Peaepaumm B chepe oxpaHbl 340P0BbS;

B) adpdeKTMBHOE NNAaHNPOBAHMNE M PAaCXo40BaHWe GUHAHCOBbIX CPEACTB, HAaNPaBAAEeMbIX Ha 3aKYMKy
HeobX0oAMMbIX IeKaPCTBEHHbIX NpenapaTos Ana obecneyeHna MMM 6OMbHBIX MO MECTY KUTENbCTBA UK



mecTty npebbiBaHKA (B ciydae ec/iv CPpoK npebbiBaHWA NpesblllaeT 6 mecales).

3. ®epepanvHbIin pernctp asnafetca deaepasibHOM MHPOPMALMOHHON CUCTEMOM, COCTOALLEN U3
pPervoHasibHbIX CEFMEHTOB U COAEPHKaLlel cBeAeHUA, NpeayCMOTPEHHbIe MYHKTOM 9 HacToawwmx Mpasua.

MWHUCTEPCTBO 34paBoOXpaHeHma Poccuinckon Peaepaunm aBAsSETCS onepaTopom 3TOM CUCTEMBI U
obecneumnBaet ee becnepeboiiHoe GyHKUMOHMPOBAHME.

4. OpraHbl rocygapcTBeHHOM BacTu cybbekToB Poccuiickoit ®egepaumm B chepe oxpaHbl 340P0BbA
obecneymBaloT BHECEHWNE CBEAEHUN O DONbHbIX B PEerMoHasibHbii cermeHT deaepasibHOro perucrpa B
CPOK, He npeBblWatowmin 5 paboumx gHel co AHA obpaleHmsa 60bHOrO C YCTAHOBAEHHbIM AMArHO30M B
MEANUMHCKYIO OpraHM3aLMio Mo MeCTy ero XKUTesbCTBa AW MecTy npebbiBaHuMA (B Cay4ae ecam Cpok
npe6bbiBaHWA NpeBbIWaeT 6 MecaLes).

BkntoueHne B pernmoHasbHblit cermeHT ®PeaepanbHOro perucTpa cBefeHWint o  60/bHbIX
OCYLLECTBASETCA MEeOULMHCKOW OpraHusauuen no Mecty MX »KUTEeNbCTBa MAM MeCTy npebbiBaHMA (B
CNy4yae ecnn cpok npebbiBaHWMA NPEBbIWAET 6 MecALEB) Ha OCHOBAaHUU MEeAULMHCKUX JOKYMEHTOB (KX
KOMWIA) MAM BBINUCKM M3 HUX, OTpakalolWmx cBeaeHua o6 ycTaHOBAEHHOM AuarHose U Bblbope
MEepPOMNpPUATUIA MO SIeYEHUIO NaLuMeHTa. BKaloueHWe cBefeHUn 0 6O/bHBIX C TeMOIMTUKO-YPEMUYECKUM
CMHAPOMOM, HOHOLIECKMM apTPUTOM C CUCTEMHbBIM HaYanom U MyKkonosaucaxapugosom |, Il u VI Tunos
OCYLLECTBNSAETCA Ha OCHOBaHMM MEAULMHCKMX [OOKYMEHTOB MM WX KOMWUA WM BBLIMUCKM U3 HUX,
OTpakaloLLMX CBeAEHMA 06 YCTAaHOBNEHHOM AMArHo3e U BbiIbope MeponpuATUA MO IeYEHUIO NaLMUEHTa,
noJly4yeHHbIX OT pefepasibHOM MeANLMHCKON OpPraHn3aLnm.

5. PerynnpoBaHune OTHOLEHWIA, CBA3AHHbIX C BegeHuem PeaepanbHOro peructpa, ocyLLecTsaseTcs
B COOTBETCTBMM C 3aKOHOAaTenbcTBOM Poccuiickoii Pepepaumm 06 MHPopmMaLUKU, MHPOPMALMOHHbIX
TEXHO/IOTUSAX U 0 3almTe MHGOoPMaLUK.

6. MMHWCTEpPCTBO 34paBooXpaHeHusa Pocculickon deaepaumm M opraHbl rocy4apCcTBEHHOM BAACTH
cybbekToB Poccuinckoit degepaumm B chepe oxpaHbl 340p0BbA 0becneynmBaloT KOHPUAEHLMANBHOCTb
cBeAEHUN, cogepKamxca B deaepanbHOM pPerncTpe, a Takke XpaHeHMe M 3alWmTy TakMX CBeAeHui B
cooTBeTcTBUM ¢ PesepanbHbiM 3aKoHOM "O NepcoHabHbIX AaHHbIX".

7. PasmeweHne wuHpopmauum B denepasbHOM PErUCTPE OCYLLECTBAAETCA C MNPUMEHEHUEM
YCUIEHHOW KBaMGULMPOBAHHOM 31EKTPOHHOM NOANUCK B COOTBETCTBUM ¢ PeaepasnibHbiM 3akoHOM "06
3NEeKTPOHHOM nognucun".

8. Cbep,epaanb|l7| PEerncTp BeaeTca B 3/1IEKTPOHHOM BUAE C NPUMEHEHUEM aBTOMaTVI3VIpOBaHHOl7I
CNCTeMbl NyTem BHeCeHUA peFMCTpOBOﬁ 3anncn C NnpucBoeHNeEmM yHWUKa/IbHOIro HOMeEpPa perMCTpOBOﬁ
3aMUCUN N YKa3aHMeEM AaTbl ee BHECEHUA.

Mpwv BHeceHun M3MEHEeHUM B cBegeHnAa o 60/1bHOM AO1KHbI 6bITb COXpPaHeEHbLI yHMKaﬂbeIVI HOMepP
perMCTpOBOﬁ 3aMnUCn U UCTopmnAa BHECEHUA N3MEHEHUN.

9. depepanbHbIit PEFUCTP COAEPHKUT CAeayloWme CBeAEHNA:

a) CTpaxoBoOW HOMEpP WHAMBMAYANbHOrO AULEBOro cyeTa 60/bHOrO B cucTeme 06s3aTesIbHOro
NEHCUMOHHOTO CTPAXoBaHUA (NpW HaANUYUK);

6) pammnus, uma, otyecTBo 60/bHOrO, a TaKkKe GaMuana, AaHHaA NPU POKAEHUMU;
B) AaTa poXKAeHUsA 60/IbHOrO;
r) non 60nbHOrO;

[) aApec MmecTa XKUTeNbCTBa UM mecTa NpebbiBaHuUA (B Cyyae eciv cpok npebbiBaHUA NpeBbiWwaeT



6 MecsAueB) 6onbHOro (c ykasaHuem Koga no OB6lUEepPOCCUINCKOMY KnaccuduKkaTopy o6beKToB
aAMWHUCTPATUBHO-TEPPUTOPMANBHOTO AeNeHus);

e) cepus M Homep nacnopta (CBMAETENbCTBA O POMKAEHUM) UAN YAOCTOBEPEHUS NIMYHOCTU
60NbHOrO, a TaKXe AaTa BblJa4M YKa3aHHbIX J0KYMEHTOB;

) cepus M1 Homep Nonca 06s3aTesIbHOr0 MeAULMHCKOIO CTPAXxoBaHWA 60/IbHOroO M HAMMEHOBAHME
BblaBLUEN €r0 CTPAXOBON MeAULMHCKOM OpraHu3aumuu;

3) uHpopmaLma 06 MHBANNAHOCTU (B CyYae yCTaHOBAGHUA TPYNMbl UHBAIMAHOCTM MU KaTeropun
"pebeHok-nHBanna");

1) gmarHos 3aboseBaHMA (COCTOAHMA), BKAOYAsA ero Kog no MexKayHapoAHOW CTaTUCTUYECKOM
Knaccuodmkaumm 6onesHel n npobiem, cBA3aHHbIX CO 340POBbEM, 3 TaKKe gaTa ocMOoTpa 60AbHOro U
AaHHble 0 AMHAMUKe COCTOAHUA;

K) MHdopMaLMa O MeAMUMHCKOW opraHuM3auuu (HaMmeHoBaHWE, OCHOBHOWM rocyapCTBEHHbIN
PEernucTpPaumoHHbI Homep, Kog, no Obepoccuiickomy KnaccuduKaTopy npesnpusaTuii U opraHnsaLmi),
BblAaBLUEN HAaNpaB/ieHMe Ha BKAOYEHWE cBeaeHUI 0 BonbHbIX B DeaepanbHblil perucTp (HanpasaeHue
Ha BHECEHWE U3MEHEHUI B CBeeHUA, coaepKalumeca B PesepanbHOM pernctpe (ganee - HanpasneHue),
a TakKe u3BelweHue 06 WCKAoYeHMM cBefeHui o 6onbHbiXx U3 depepanbHoro perucrpa (fanee -
usselleHue);

N) AaTa BKAOYEHUA CBeAeHU 0 60/IbHOM U AaTa BHECEHUS U3MEHEHUI B CBeAEHMUS 0 6O/NbHOM B
depepanbHblil perncTp;

M) VIHq)OpMaLIMﬂ O Ha3Ha4YeHWUN NEKAPCTBEHHbIX NPENApPaTOB;

H) uHPopmauus 06 OTNYCKe /IeKapCTBEHHbIX npenapaTtoB (gata Hadvana obecneyeHus
NNeKapCTBEHHbIMM NpenapaTaMm 1 GaKTUYECKUI OTNYCK JIEKAPCTBEHHbIX MPenapaTos);

0) AaTa NPUHATUA pelleHna 06 OKOHYaHWKM obecneyeHus NeKapcTBEHHbIMM Mpenapatamu C
YKasaHveM NpuuunHbl (Bblesg, 3a npeaenbl Poccuiickon Pesepaumm Ha NOCTOSHHOE MECTO KUTEe/bCTBa
WM mecTo npebbiBaHuA (B c/lyyae eciim cpok npebbiBaHMA NpeBbiWaeT 6 mecsales), CMepTb 60bHOTO,
OTCYTCTBME NOKa3aHUI K AafbHelluemy nNpMemy JieKapcTBEHHOro NpenapaTta) v o nepegaye CBeAEHWUN B
apxus denepanbHOro perucTpa;

n) nHbopmaums o BKAOYEHUU BosibHOro B PegepanbHbll PErnucTp NnL, MMELWMX MNpPaBo Ha
noslyYyeHne rocyaapcTBEHHOW COUMANbHOM MNOMOLWM, W  WHbIE PErnCTpbl, NpeaycMOTPEHHbIE
3aKoHogaTenbcTBoM Poccuiickon deaepaummn, B uenax obecnevyeHma NeKapcTBEHHbIMKW NpenapaTamm 3a
cyeT bloaKeToB bloaKeTHOM cnuctembl Poccuinckont deaepaumu;

P) YHUKaNbHbI HOMEP PErncTpoBOl 3anucy;

C) BbIMUCKa U3 MeAMLLMHCKOVI AOKYMeHTauuun 6OJ'IbHOFO, cogepxauwana ceeaeHna o HadHa4eHnn mn
MCNON1Ib30BaHUWN NEKAPCTBEHHbIX MPENapaTos.

10. B cnyyae ycTaHOB/IeHWA aMarHo3a 3aboseBaHmA (COCTOAHMA), yKa3aHHOrO B MyHKTe 1 HacToALWMX
MpaBuA, AN U3MEHEHMUSA CBEAEHUM, YKa3aHHbIX B noanyHkTax "a" - "x" nyHkTa 9 Hactoawmx Mpasun,
MeAMLMHCKNE OpraHM3aLmm, B KOTOpbIX 60/1bHbIe HaX04ATCA NoA MeAULMHCKUM HabaloaeHMeM, B CPOK,
He npesblwatowmii 3 pabounx gHel co AHA obpalieHns 60/bHOTO C YCTaHOB/AEHHbLIM AMArHO30M B
MEAMLMHCKYIO OpraHM3aumio Mo MEeCTy XXUTeNbCTBa MAM MecTy npebbiBaHWA (B Clyyae ecam Cpok
npebbiBaHWA NPeBbIWAaET 6 MecALEeB), NPeACTaBAAIOT B 3/1EKTPOHHOM BUAE UM Ha BymaxKHOM HocuTene
HanpaBAEHMWA M M3BELLEHMSA B OpraH rocyAapcTeBeHHOM BnacTi cybbekTa Poccuiickoin ®egepaunn B chepe
OXpaHbl 340p0BbA No GopmMe 1 B NopAAKe, KOTopble yTBepXaeHbl MUHUCTepCTBOM 34paBOOXPaHeHMA

Poccuiickoit epepaunu.



11. [nAa 3anonHeHMA pernoHalbHOro cermeHta PenepanbHOro pPerncTtpa OpraHMsaumm,
OCYLLECTBAAIOLLME OTMYCK IEKAapPCTBEHHbIX MPEnapaTos, Ha3HaUYeHHbIX 1IeYallm Bpa4yom B COOTBETCTBUM
C NpeAycMOTPEHHbIM NognyHKTOM "a" nyHKTa 2 HacToAwmx MpaBun nepevyHem, A0 5-ro Yncna Kaxkgoro
Mecsila NpeacTaBAsOT B OpraHbl rocyaapcTBeHHOM BaacTn cybbekToB Poccuiickoin depepauunm B chepe
OXpaHbl 340P0OBbA B 3/IEKTPOHHOM BUAE WUAN Ha ByMaKHOM HocuTene cBefleHUs 06 OTNyLIEHHbIX 33
npeaLwecTByOWMIA MecaL, IeKapPCTBEHHbIX NpenapaTax.

12. B cnyyae eciv cBedeHUs, NpeaycMoTPeHHble nognyHkTamum "a", "x" n "n" nyHkTa 9 HacToawmx
MpaBua, He NpeacTaB/ieHbl B OpraHbl rOCyAapCcTBEHHOM BnacTM cybbekToB Poccuiickolt ®epepaunn B
chepe oxpaHbl 340P0BbA, YKAa3aHHble OpraHbl BAACTM CaMOCTOATE/IbHO 3aMpaluMBalOT 3TU CBEAEHUSA B
rocyAapCTBEHHbIX BHEOIOAMKETHbIX poHAaax.

CeepeHna o 60/IbHOM (HanpaBneHWs, M3BELLEHMWA), NPencTaB/fiemMble B 3/IEKTPOHHOM BUZE,
NOAJIEXKAT 3aBEPEHUIO I/IEKTPOHHOW MOATMMUCHIO A0/KHOCTHOTO /IMLA OpraHa rocyAapCTBEHHOW BACTM
cybbekTa Poccuitickoit Pepepaunm B chepe oxpaHbl 340P0BbA.

13. B cnyyae Bble3ga 601bHOr0 3a npeaesnbl Tepputopumn Poccuiickot depepaLlmm Ha NOCTOAHHOE
MEeCTO KUTebCTBa UM MecTo NpebbiBaHMA (B Cly4ae ecam CPoK NpebbiBaHMA NpeBbiWaeT 6 mecsaues), a
TaKXke B C/ly4ae cmepTu 60/IbHOro CBEAEHMA O HEM NOAJ/1eXKaT apXMBUPOBAHMIO.

YTBEpKAEHbI

nocraHoBneHnem MpaBuTenbCTBa
Poccuiickon degepauymm

OT 26 HoAGpA 2018 . N 1416

NEPEYEHb
YTPATUBLLUUX CUNY AKTOB NPABUTE/IbCTBA POCCUMCKOIN ®ELEPALUN

1. NocraHoBneHue MpasutenbctBa Poccuiickot Pegepaunn ot 26 gekabps 2011 r. N 1155 "O
3aKynKax JIeKapcTBEHHbIX NPenapaToB, NpeaHasHauYeHHbIX Ana obecnedeHms uL, 60nbHbIX remoduanen,
MYKOBMCLMZ030M, rmnopmsapHbIm HaHM3MOM, 60n1e3HbI0 Mowe, 3/10KaYeCTBEHHbIMM
HOBOOOpPa30BaHMAMM IMMPOMAHOM, KPOBETBOPHOW W POACTBEHHbIX WM TKaHEW, pacceaHHbIM

-

CKNEepo30M, /1L, Moc/ie TpaHCM/aHTauMm opraHoB M (Mam) TKaHei" (CobpaHue 3aKoHOAaTeENbCTBA
Poccuiickon degepauymm, 2012, N 1, cT. 186).

2. MNoctaHoBneHue MpaBuTtenbctBa Poccuitickolt dPeaepaumm ot 26 anpena 2012 r. N 404 "06
yTBepaeHun Mpasun BegeHuns PepepanbHOro permcrTpa anu, 60abHbIX remoduameis, MyKosmuCcUML030M,
rmnodusapHbim HaHM3MOM, 6ose3Hblo Mowe, 3/10Ka4yecTBEHHbIMM HOBOOOPA30BaHUAMMU NMMOULHOMN,
KPOBETBOPHOM W POACTBEHHbIX MM TKAHEW, PACCEAHHbIM CKAEPO30OM, AWUL, NOCAe TPaHCMAAHTALUK
opraHoB U (1num) TKaHen" (CobpaHue 3akoHoaaTenbcTBa Poccuiickon depepauum, 2012, N 19, c1. 2429).

3. NyHKTbI 176 1 190 u3MeHeHWI, KOoTopble BHOCATCA B aKTbl [lpaBuTenbcTBa Poccuiickoi
depepauum no sonpocam AeATenbHOCTM MUHUCTEPCTBa 34paBOOXpaHeHnA Poccuiickon depepauumm,
YTBEPKAEHHbIX NocTaHoBNAeHMeM MpaBuTenbcTBa Poccuitickort depepaumm ot 4 ceHTabpa 2012 r. N 882
"O BHeceHWW U3MEHeHWI B HeKoTopble aKTbl MpasutenbctBa Poccuiickon Pepepaupnm no Bonpocam
OEeATeNbHOCTH MuHucTepcTBa 3/ paBOOXpaHeHMsA Poccuinckoit depepaymmn” (Cobpanue
3aKoHogaTtenbcTBa Poccuiickol depepaumn, 2012, N 37, ct. 5002).

4. MoctaHoBneHue Mpasutenbctea Poccuiickoit Pepepaunn ot 24 anpens 2015 r. N 389 "O
BHECEHWM U3MEHEHMI B NocTaHoBeHMe MpaBuTenbcTBa Poccuiickon Peaepauum ot 26 aekabps 2011 r.
N 1155" (CobpaHue 3akoHoaaTenbcTea Poccuinckont deaepaunn, 2015, N 18, ct. 2709).



5. MoctaHoBneHue MpaButenscrea Poccuitckoit @egepaumm ot 9 anpena 2016 r. N 288 "O BHeceHUH
mameHeHnin B [lpaBuna BedeHua DegepasbHOro perncrtpa  avd, boAbHbIX remodunamen,
MYKOBMUCLMA030M, rMnodursapHbIM HaHM3MOM, 6051e3HblO lowe, 3/10Ka4YecTBEHHbIMM
HOBOOOpa3oBaHMAMM UMPOMAHON, KPOBETBOPHOM U POACTBEHHbIX WM TKaHel, paccesaHHbIM

o

CKNepo30M, NuL, Moc/e TpaHchAaHTauMm opraHoB M (Mau) TKaHen" (CobpaHue 3aKoHOAATENbCTBA
Poccuiickoin depepaummn, 2016, N 16, cT. 2225).

6. MocraHoBneHue lNpaButenbctBa Poccuinickon Pepepaumnm ot 11 asrycta 2016 r. N 784 "O
BHECEHMM U3MeHEHMI B NocTaHoBAeHUWe MpaButenbcTea Poccuinckoit Pepepaunn ot 26 gekabpa 2011 r.
N 1155" (CobpaHue 3akoHoaaTenbcTsa Poccuinckoit deaepaunn, 2016, N 34, cT. 5242).

7. MoctaHoBneHue MMpaButenbctea Poccuinckoint ®epepaumm ot 17 anpena 2017 r. N 457 "O
BHECEHWUM M3MeEHEHUI B MoNIoXKEeHME O 3aKyMnKax IEKapCTBEHHbIX MpenapaTos, NpeaHasHaYeHHbIX ons
obecneyeHuns auu, 60abHbIX remoduaneinn, MyKOBMCLMA030M, rTMNnodusapHbIM HAHU3IMOM, 6ONE3HbLO
lowe, 3710Ka4yecTBEHHbIMM HOBOOOpPa3oBaHUAMWU NNUMGOUAHON, KPOBETBOPHOW W POACTBEHHBIX MM
TKaHEel, paccesHHbIM CKAepOo30M, WL, Mocae TpaHCnAaHTauun opraHoB M (nau) TkaHei" (CobpaHue
3aKoHopaaTenbcTBa Poccniickol depepaumm, 2017, N 17, ct. 2577).
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