NPABUTE/IbCTBO POCCUMCKOMN ®EAEPALIUMA

NMOCTAHOBJIEHUE
OT 26 HOAGps 2018 r. N 1416

O NOPAAKE
OPrAHM3ALUUN OBECNEYEHUA NEKAPCTBEHHbIMW NMPENAPATAMMU NINL,
BOJIbHbIX FTEMO®UNEN, MYKOBUCLIUA,030M, TMNOPU3APHLIM HAHU3MOM,
BOJIE3HbIO rOWwlE, 3T0KA4YECTBEHHbIMU HOBOOBPA3OBAHNAMMU
NMM®OUAHON, KPOBETBOPHOW U POACTBEHHbIX MM TKAHEH,
PACCEAHHbIM CKNEPO30M, TEMOJIUTUKO-YPEMUYECKMM CUHAPOMOM,
FOHOLUECKUM APTPUTOM C CUCTEMHbIM HAYA/TOM, MYKONOJINMCAXAPMAO30M
I, 1l U VI TUNOB, ANJIACTUYECKOA AHEMUEW HEYTOYHEHHOW,

HACNEACTBEHHbIM AE®PULIUTOM PAKTOPOB Il (PUBPUHOTEHA),

VIl (NABU/IbHOTIO), X (CTIOAPTA - NPAY3PA), UL, NOCNE

TPAHCMN/IAHTALUU OPTAHOB U (UIN) TKAHEN, A TAKXKE

O NPUSHAHUU YTPATUBLLUMU CUJTY HEKOTOPbIX AKTOB

NPABUTE/IbCTBA POCCUIACKOM DEAEPALIUMA

CnNMCOK U3MEHAIOLWMX AOKYMEHTOB
(8 pea. MoctaHoBneHuA Mpasutensctea PP ot 27.03.2020 N 344)

B cooTtBeTcTBMM C NyHKTOM 21 yacTtu 2 ctatbu 14 n yactamun 7 - 9 ctatbn 44 GepepanbHOro 3aKoHa
"O6 ocHoBax OxpaHbl 340pOBbs rparaaH B Poccuiickon depepaummn’ MNpaButenbctso Poccuiickol
Pepepaunn NocTaHOBANAET:

1. YTBepauTb Npunaraemble:

MpaBuna opraHunsaumm obecneyeHns neKapCcTBEHHbIMM NpenapaTamm aunL, 601bHbIX remodunmeit,
MYKOBUCLMA030M, rmnodumsapHbIm HaHU3MOM, 60n1€e3HbI0 lowe, 3/10KaYeCTBEHHbIMMU
HoBoObOpa3oBaHMAMU NMMPONAHON, KPOBETBOPHOW W POACTBEHHbIX WM TKaHel, paccesHHbIM
CK/1IePO30M, FeMOIMTUKO-YPEMUYECKMM CUHAPOMOM, HOHOLIECKUM apTPUTOM C CUMCTEMHbIM Ha4yasoMm,
mMmykonosnucaxapmugosom |, Il m VI TMnoB, annactMyeckom aHemuein HeyTOYHEHHOW, HacnenCTBEHHbIM
aeduumtom daktopos Il (dmnbpuHorena), VII (nabunbHoro), X (CrioapTta - MMpayapa), auu nocne
TPaHCNAAHTALUKN OPraHoB U (MN1K) TKaHew;

(8 pea. NoctaHoBneHuA MpaButenbctea PO ot 27.03.2020 N 344)

MNpaBuna BegeHus degepanbHOro pernctpa nuu, H60NbHbIX remoduanen, MyKoBUCLMAO30M,
rmnodumsapHbIM HaHU3MOM, Bo/sie3HbIo lolle, 310Ka4ecTBEHHbIMU HOBOOBpPa3oBaHNAMU NMMbOUAHOM,
KPOBETBOPHOM W POACTBEHHbIX MM TKaHeWl, pPacCeaHHbIM CKIEpPO30M, TeMOJIUTUKO-YPEMUYECKUM
CUHAPOMOM, HOHOLLIECKUM apTPUTOM C CUCTEMHbIM Hadanom, mykononmcaxapugosom |, Il u VI Tunos,
anlacTM4ecKon aHeMmnen HeyTOYHEHHOW, HacneacTBeHHbIM geduuntom daktopos Il (dnubpuHoreHa), Vil
(nabunbHoro), X (CtioapTa - Mpayspa), AL, Nocae TpaHCNAaHTaLUumn opraHoB U (Miu) TkaHei;

(B pea. NocTtaHoBneHuA Mpasutenbctea PO ot 27.03.2020 N 344)

nepeyeHb yTPaTMBLLUMX CUAYy aKkToB MpaBuTenbcTea Poccuiickol depepaumm.

2. MwuHuctepcTsy  34paBooxpaHeHus  Poccuitickoit  depepaumm B yCTaHOB/EHHOM
3akoHogaTtenbctBom Poccuiickoit ®depepaumm  nopsaaKke OCYLLECTBUTbL 3aKynKy Ha 2019 rog
NIeKapCTBEHHbIX NPenapaTos A NaToreHeTUYECKOro eveHna nL, 60bHbIX FeMOAUTUKO-YPEMUYECKMUM
CUHAPOMOM, HOHOLLIECKMM apTPUMTOM C CUCTEMHbIM Hayanom, myKononmncaxapuaosom |, Il u VI Tunos,
BK/IIOUYEHHbIX B NepeYeHb }KM3HEHHO HEOBXOANMMbIX U BaXKHENLLMX IeKapCTBEHHbIX NpenapaTos.



3. MwuHucTepcTBY 34paBooxpaHeHua Poccuiickoli depepaumm  AaBaTb  PasbACHEHMA MO
NPYMEHEHUIO NPABWU, YTBEPKAEHHbIX HACTOALMM NMOCTAaHOB/IEHNEM.

4. HacToAuwee noctaHosneHune BcTynaeT B cuay ¢ 1 aHsapa 2019 r., 3a UCKAKOYEHMEM NYHKTA 2,
KOTOPbIA BCTYNaeT B CUAY CO AHA 0PULMANbHOTO ony6AMKOBaHUA HACTOALLEFO NOCTaHOBAEHMA.

Mpepcepatens MNpasutenscrea
Poccuiickoin Peagepaumn
O.MEOBELEB

YT1BEepKAaeHbl

noctaHosneHnem MpasBuTenbcTea
Poccuitckoin ®epepaumm

OT 26 HOA6pA 2018 r. N 1416

NPABUNA
OPrAHU3ALIMU OBECNEYEHMA NEKAPCTBEHHBbIMW NPENAPATAMM KL,
BO/IbHbIX TEMO®UIUENA, MYKOBUCLMA030M, TMNO®PU3APHBIM HAHU3MOM,
BOJIE3HbIO FOLLE, 310KAYECTBEHHbIMU HOBOOBEPA30OBAHUAMM
NNMeOUAHON, KPOBETBOPHOM U POACTBEHHBIX UM TKAHEW,
PACCEAHHbIM CKNEPO30OM, TEMOJ/INTUKO-YPEMUYECKUM CUHAPOMOM,
FOHOLLECKUM APTPUTOM C CUCTEMHbIM HAYANTOM, MYKOMO/IUCAXAPU030M
1, 11 U VI TUNOB, ANIACTUMECKOWN AHEMUWUEN HEYTOYHEHHOW,
HACNEACTBEHHbIM AEDULIUTOM GAKTOPOB Il (PUEPUHOTEHA),
VIl (NTABUNIbHOTO), X (CTIOAPTA - MPAY3PA), UL, NOCNE
TPAHCMNAHTALMU OPTAHOB U (MNN) TKAHEN

CnnCOK U3MEHAILWMX OKYMEHTOB
(8 peq. MoctaHoBneHMA Mpasutensctea PO ot 27.03.2020 N 344)

1. Hactoswwme [MpaBuna ycTaHaBAMBAIOT MOPAAOK OpraHMsaumm obecnedyeHua nuu, 60bHbLIX
remoouanen, MyKoBUCUMAO030M, TMNOPU3apHbIM HAHU3MOM, 60ne3Hblo lowe, 3/10Ka4YecTBEHHbIMM
HOBOOOPa30BaHNAMMU MMPONLHOMN, KPOBETBOPHOM M  POACTBEHHbLIX MM TKaHeW, pacCesaHHbIM
CKNEepPO30M, reMOSIMTUKO-YPEMUYECKMM CUHAPOMOM, HOHOLIECKMM apTPUTOM C CUMCTEMHbIM HAYaioM,
MyKonosaucaxapugosom |, Il u VI TMnos, annactMyeckoi aHemmen HeyTOYHEHHOW, Hac/nenCTBEHHbIM
aeduumtom daktopos Il (dmnbpuHorena), VII (nabunbHoro), X (CrioapTta - MMpayapa), Auu nocne
TPaHCNAAHTALUUKM OpraHoB U (Mnn) TKaHeln (aanee - GoNbHbIE), NEKAPCTBEHHbBIMW NpenapaTamu aas
MeNLNHCKOTO NPUMEHEHUA, NpeaHa3HaYeHHbIMM ANA NeYeHna 3TUX 3abonesaHui, NoO yTBEPKAEHHOMY
MpasuTenbctBom Poccuiickon Penepaumm nepeyHto NeKapcTBEHHbIX NpenapaTos, cGopMMPOBaHHOMY B
YCTaHOB/IEHHOM MM MOpsAKe (Janee - NeKapCTBEHHble Mpenapatbl), a TaKKe MOPALOK U YCNOBUS
nepenayn nekapcTBeHHbIX NPenapaToB B COBCTBEHHOCTb Cy6beKkTOB Poccuiickoit ®eaepaumu.

(B peq. NocTtaHoBneHuA Mpasutenbctea PO ot 27.03.2020 N 344)

2. WcTouyHMKOM UMHAHCMPOBAHUA oOpraHusauumn obecrneyeHus 6O0NbHbIX JEKAPCTBEHHbIMMU
npenapaTtamm ABAAIOTCA OIOAMKETHble acCUrHOBAHMA, NPeayCMOTpeHHble B deaepanbHOM 6rogykeTte
MUHUCTEPCTBY 34paBoOXpaHeHna Poccuitickoii ®eaepaunn.

3. MpaBo 601bHOro Ha o6ecneyeHne NeKapCTBEHHbIMM NPenapaTaMm BO3HUKAET CO AHA BKAOYEHUA
CBEAEHUI O HemM B pernoHanbHbll cermeHT PeaepanbHoro pernctpa Auy, 6oabHbIX remodunnen,



MYKOBUCLMO030M, rmnodmsapHbImM HaHU3MOM, 60n1e3HbIo lowe, 3/10KQ4YeCTBEHHbIMU
HoBoObOpa3oBaHMAMU NMMPONAHON, KPOBETBOPHOW W POACTBEHHbIX WM TKaHeWl, paccesHHbIM
CKNepPOo30M, FreMOSIMTUKO-YPEMUYECKUM CUHAPOMOM, HOHOLIECKUM apTPUTOM C CMCTEMHbIM Hauyasom,
MmyKkonosnucaxapmgosom |, Il v VI TMnoB, annactMyeckom aHemuen HeyTOYHEHHOW, HacnenCTBEHHbIM
aeduumtom daktopos Il (dmnbpuHorena), VII (nabunbHoro), X (CrioapTa - MMpayapa), auy nocne
TpaHCN/IaHTaUMM OpraHoB 1 (Mnun) TKaHel (ganee - PeaepanbHblit peructp).

(8 pea. NoctaHoBneHuA MpaButenbctea PO ot 27.03.2020 N 344)

JaTta BKAtOYeHWA 6ONBHOFO B PErnmoHafbHbIM cermeHT PepepanbHOro pernctpa Gpukcupyetca
leyalumm Bpayom B MeaANLMHCKON KapTe ambynaTopHoro 601bHOIo Man UcTopumn pasButma pebeHka.

4. OpraHusaums obecnevyeHma MUHUCTEPCTBOM 34paBooXpaHeHuna Poccuinckonn Peaepaumm 3a cyet
cpencTs pepepanvHoro 6toaxKeta 60NbHbIX IEKAPCTBEHHBLIMM NpenapaTaMm OCYyLLECTBAAETCA C YY4ETOM
CTaHAapTOB MeAMLIMHCKOM MOMOLUM, KAMHUYECKUX peKoMeHAaunit (NpoTOKONI0B JieyeHna) U cpeaHen
KYPCOBOW A03bl IEKAPCTBEHHbIX NPenapaTos.

5. OpraHbl rocyapcTBeHHOM BnacTh cybbekToB Poccuiickoi Peaepaumm B chepe oxpaHbl 340p0BbA
He nosgHee 1 HoA6psA Tekywero roga NpeacTasaatoT B MUHUCTEPCTBO 34paBooxpaHeHusa Poccuiickoi
desepaumn 3a8BKM Ha MOCTaBKY JIEKAPCTBEHHbIX NpenapaTtoB no ¢opme, yTBEPKAEHHOW YKa3aHHbIM
MUHUCTEPCTBOM (fanee - 3aABKM), C NPUIOKEHMEM 0BOCHOBAHMI NO UX 06bemy, a TaKKe nepeyeHb
OpraHM3auuii, UMEKLWNX NULEH3MIO Ha OCYLLECTBNEHME MeOMUMHCKOU U (Mnun) dapmaueBTUYECKOn
AeaTenbHOCTM B cybbekTax Poccuiickoit ®egepaumn (panee - opraHusaumm-nosyyatenu), B Lenax
MOCTaBKN OPraHU3aLmMAM-NoayYaTeIaM IeKapCTBEHHbIX NPenapaTos.

MoTpebHocTb (06bem MoOCTaBKM) B NEKApPCTBEHHOM npenapate onpeaenserca ¢ y4eTom
KAMHUYECKUX PEeKOMeHAauMin (NPOTOKO/IOB fleyeHua) M cpeaHein KypcoBOWM [03bl SIEKAapPCTBEHHOrO
npenaparta Ucxo4s U3 exxemecayHon GaKTUYECKOoM NoTPeBbHOCTM 6ObHbIX B IEKAPCTBEHHbIX NpenapaTax
B COOTBETCTBUW CO CBEAEHMAMM PErMoHasbHOro cermeHTa ®egepanbHOro perucTpa U HeobxoaMmocTu
dopmmpoBaHus 3anaca Ha 15 mecaues.

6. MuHKUCTepcTBO 3apaBooxpaHeHna Poccuiickot ®depepauyn  GopmuUpyeT KOMMUCCUIO MO
PacCMOTPEHMIO 3a5BOK (fanee - KOMUCCHA), YTBEPIKAAET NONOKEHNE O KOMUCCUM U ee cocTaB. Komuccusa
Ha CBOEM 3acefaHuWy pacCcMaTpuBaeT 3aABKM Ha npegmeT 0H6OCHOBAHHOCTM 3anBNEHHbIX 06beMOB
NeKapcTBEHHbIX NPenapaTos, NpM HEOBXOAMMOCTU KOPPEKTUPYET UX, U COrNaCcOBbIBAET C BbIHECEHMEM
COOTBETCTBYIOLLErO peLleHus.

CornacoBaHve 3afBOK OCYLLECTBASETCA KOMWCCMEM C y4yacTMeM MpeacTaBuTesie OpraHos
rocyapcTBeHHoM Bnactu cybbekToB Poccuitickon Pepepauym (B TOM 4ucae C UCMNOJIb30BaHUEM
MHPOPMALNOHHO-KOMMYHMKALMOHHbIX TEXHOIOTUM).

7. O6bem nNOCTABOK JIeKApPCTBEHHbIX MNpenapaTtoB ¢opmMmupyeTca B npeaenax broaKeTHbIX
aCCUIHOBAHWUIM, NpesyCMOTPEHHbIX B deaepanbHOM 3akoHe o deaepanbHom bloaxkete Ha
COOTBETCTBYHOLWMA GUHAHCOBBLIN rog, M MAAHOBbLIA nNepuod, U AUMUTOB BLOAMKETHbIX 06A3aTenbCTs,
[0BeAeHHbIX B YCTaHOBAEHHOM nopaake 4o MUHUCTepPCTBa 34paBooxpaHeHua Poccuitickon depepaumm
Ha 3aKynKy /ieKapCcTBEHHbIX NpenapaTos.

8. B cooTBeTCTBMM C 06beMaMmM NOCTABOK IEKAPCTBEHHbIX NPEnapaTos, yTBEPKAEHHbIMW OpraHamm
rocyAapcTBeHHol Bnactn cybbekToB Poccuiickon degepaumm B chepe oxpaHbl 340POBbA C YYETOM
pelweHna Komuccum, MUHUCTEPCTBO 34paBooXpaHeHus Poccuiickoir Pepepaumm B YCTaHOBAEHHOM
3aKoHogaTenbcTBOM Poccuiickoit ®depepaumy  nNopAaKe OCYWECTBAAET 3aKyMnKy JIeKapCTBEHHbIX
npenaparos.

9. TOCTaBWMKKM  JIEKApCTBEHHbIX  MpernapaTtoB, oOnpegefeHHble B COOTBETCTBUM  C
3aKoHogaTenbcTBOM Poccuiickon Penepaumn, npeactaBnstoT B MUHWUCTEPCTBO 34paBOOXPaHEHUA
Poccwuiickolt depepauyn opopmieHHble B YCTAaHOBIEHHOM MOPSAAKE AOKYMEHTbI, MOATBEp:KAatowme



d)aKT nonyvyeHnA opraHn3aumnaMmmn-nonyvyaTtenaMmm 1eKapCTBeHHbIX NpenapaTtoB, B TOM YNC/Ne HaKagHble
M aKTbl Npuema-nepenayvym N1eKapCrBeHHbIX NpenapaTos.

10. MuHKUCTepCTBO 34paBooxpaHeHns Poccninckoit deaepauymm B TedeHme 10 pabounx gHel co aHsA
NoCTYNNeHUA aKTa npuema-nepegayym MPUHUMaET Ha Yy4yeT NeKapCTBEeHHble npenapaTtbl U uM3gaeT
pacnopaguTenbHble aKTbl O Nepefayve SEKaPCTBEHHbIX NPEnapaToB OpraHam MCMOAHUTENbHOW BAACTU
cybbektoB Poccuiickor Pepepaumn, onpeseneHHblM BbICWMM  AO0MKHOCTHBIM  IMLOM cybbeKTa
Poccuiickolt depepaunm (pyKoBoAUTENEM BbICLLIETO UCMNOJIHUTE/IBHOTO OpraHa rocyAapcTBEHHOW BAACTH
cybbekTa Poccuiickoit Penepaunn) (ganee - ynonHOMOUYEHHbIE OpraHbl), C YKasaHMEM HOMEHKANATYpPbl,
KO/IMYEeCTBA M CTOMMOCTM JIEKAPCTBEHHbIX MPENAPaTOB B OTHOLEHUWN KaXKA0ro YNoJHOMOYEHHOTO OpraHa.

11. MuHucTepcTBO 34paBooxXpaHeHnsa Poccuiickon ®epepaumm B TeyeHme 5 pabounx gHe co gHA
M34aHUA PacnopaAgMTeNbHOrO akTa, NpPeayCMoTpeHHOro nyHktom 10 HactoAawmx Mpasua, HanpasnaeT B
YNOJIHOMOYEHHbIE OpraHbl (B 2 3K3eMNAsAPaAXxX) U3BELLEHME O NOCTaBKe JIEKAPCTBEHHbIX NPENapaToB U aKT
npuvema-nepeaayu, NoAnncaHHble yKazaHHbIM MUHUCTEPCTBOM.

12. YNnoNHOMOYEHHbIE opraHbl B TeyeHue 5 pa60L|v1x ,EI,HEVI CO OHA nonyyeHunAa wmiseweHumAa o
NOCTaBKE J/1IEKAPCTBEHHbIX MPEnapaTtoB WU aKTa npuema-nepenadn, npeayCcMoTpPEHHbIX MNYHKTOM 11
HacToAwmx lpasunn, NOAMNUCLIBAOT U 3aBEPAIOT MNeyvaTblto oba K3emMnnAapa wm3BeweHnA O MOCTaBKe
NNEKAPCTBEHHOIO npenaparta m oba IK3emMnaAapa akKTta npunema-nepegayvyum, nocsne 4ero BO3BpallalOT B
MwnHNCTEPCTBO 34paBOOXPAHEHUA Poccuiickoi CDep,epau,MM OAWNH 3K3eMNNIAP YKa3aHHOIo U3BeweHNA n
OAVH 3K3eMNNAP aKTa Npunema-nepenayu.

13. YNONHOMOYEHHbIA OpraH Ha OCHOBAHMM aKTa Mnpuema-nepenaym MNPUHUMAET Ha y4yeT
JIEKAPCTBEHHbIE NpenapaTbl U B TeyeHne 5 pabounx AHeln co gHA MOJIyYeHUs aKTa npuema-nepenayu
n3gaeT pacnopsaanTenbHbli aKT O Nepesaye IeKapCTBEHHbIX NPENapaToB OpraHM3aunamM-Noay4aTenam ¢
YKa3aHMeM HOMEHKNATYPbIl, KOJIMYECTBA U CTOMMOCTU JIEKAPCTBEHHbIX MPEMNAPaTOB B OTHOLLEHWW KaXK a0
OpraHu3auum-nonyyartens.

14. OpraHusaumu-nonyyatenn B TedyeHue 2 pabounx AHEN CO AHA MOAYYEeHMA OOKYMEHTOB,
NOATBEPXKAAIOWMX Nepesady UM NeKapCTBEHHbIX NPenapaTos, NPUHMMALOT IeKapCcTBEHHbIe NpenapaTbl
Ha yyeT, obecneynBaloT UX COXPAHHOCTb M LLeIEBOE UCNO/b30BaHMeE.

15. MuHKUCTepCTBO 34paBooxpaHeHnsa Poccuiickolt Pepepaunmn B yCTaHOBAEHHOM WM NOpPAAKe
OCYLLECTBAAGT MOHUTOPUHI ABUXEHUA M ydeTa /IeKapCTBEHHbIX NpenapaToB B cybbekTax Poccuiickol
depepaunn, [OBOAMT [0 CBEAEHMA YMNONHOMOYEHHbIX OPraHOB MOJIYYEHHbIE NO pe3yabTaTam
MOHWUTOPUHIa [AaHHble, B TOM UYMC/JEe CBEAEHMS O HOMEHKNAType, KOAMYEeCTBE M CTOMMOCTM
JIeKapCTBEHHbIX Npenapatos, 06 OTCYTCTBUM MOTPEBHOCTU B OTAE/IbHbIX JIEKAPCTBEHHbIX MpenapaTtax
160 0 NoABNEHUN AONONHUTENIbHON NOTPEBHOCTU B IeKaPCTBEHHbIX NpenapaTax B CBA3UN C USMEHEHUEM
B cybbekTe Poccuitickoit ®depepaumm  YUCNEHHOCTU BOJMbHBIX, W3MEHEHUMAMW B Ha3HaYeHUAX
MEANUMHCKMMM  pabOTHMKAaMKM  JIEKAapCTBEHHbIX  npenapatoB  60/bHbIM W COrNacoBbiBaeT
nepepacnpegeseHve NeKapCTBEHHbIX NPenapaToB Mexay cybbektamu Poccuninickon degepaumu.

16. lMepepaya NeKapcTBEHHbIX NpenapaToB OAHMM CcybbekTom Poccuiickonn depepaumm B
cobcTBeHHOCTb Apyroro cybbekTa Poccuitickoli degepalmm ocywecTBAAETCa Ha OCHOBAHMM aKkTa npuema-
nepedayn. MWHUCTEPCTBO 34paBoOXpaHeHus Poccuiickon dPepepauun yBeAoMAAeTca O nNepegade
NeKkapcTBeHHbIX npenapatoB B 10-AHEBHbIM CPOK MocCiAe NoAMMcaHMA aKkTa npuema-nepenayu
YNOAHOMOYEHHbIMW OpraHamMu.

17. MuHWCTepCTBO 34paBooxpaHeHuns Poccuitickoli degepaunn npeacTaBaseT ekekBapTaibHO, A0
10-ro uncna mecsLa, ceayoLLero 3a OTYeTHbIM KBapTasiom, B PesepanbHyto cay»Kby no Hagsopy B coepe
34,paBOOXPaHEHMs CBEAEHUSA O Nepeaaye IeKapcTBEHHbIX NpenapaTos cybbekTy Poccuiickoli enepaumm
M COTNacoBaHHbIX NepepacnpeneeHUsaX eKapCTBEHHbIX NMPEnapaToB mMexKay cybbekTamu Poccuiickoi
denepaummn B LENAX OCYLLECTB/IEHUA KOHTPO/A 33 LE/JEeBbIM MCMNOAb30BaHWMEM JIEKAPCTBEHHbIX
npenaparos.



18. B uenax obecneyeHns 60bHbIX NEeKapCTBEHHbIMU NpenapaTtamn B nopAaaKe, yCTaHOBZIEHHOM
3aKOHO4ATeNNIbCTBOM Poccuiickoit dJe,u,epau,MM, ocywecrtBnAeTCcA Ha3sHa4YeHne NeKapCTBEHHbIX NPENapaToB
n Od)OpM!'IEHME pPeueNToOB Ha /1IEKAPCTBEHHbIE NpenapaTobl.

19. MNpwu HasHayeHMM 60NbHOMY NEKAPCTBEHHbIX NPENapaToB sevyalnii Bpay MHGOPMUPYET ero o
BO3MOKHOCTU MOJIYYEHUA MM COOTBETCTBYIOLWMX JIEKAPCTBEHHbIX NpenapaToB 6e3 B3WMaHuWA naaTbl B
COOTBETCTBUM C 3aKOHOAaTeNbCTBOM Poccuiickont Peaepaumn.

20. B uenax AnHammyeckoro HabntoaeHus 3a 601bHbIM U OO AEHMA NEPUOANYHOCTM NOCELLEHNS
UM  MEAMLMHCKON OpraHM3auuu nedalmMm Bpavyom Onpeaensiercd KoJMYEeCTBO J/IEKAaPCTBEHHOrO
npenapata, eAMHOBPEMEHHO OQPOPMIEHHOrO Ha peuenTypHOM 6naHKe B COOTBETCTBUM C
pPEKOMEHA0BaHHOM CpeAHEeCYTOUYHOM KYpCOBOWN A030M M CPOKOM, Ha3HaYe€HHbIM [1/1 NOCEeLLeHUS.

21. MegmMuUMHCKan opraHvsauus npeaocTaBnset 60/bHOMY UAM ero 3aKOHHOMY MpeacTaBUTeNto
MHdopMaumio 06 opraHM3aumaX, PacnoiOKEHHbIX B FPaHMLAX MyHULMNAAbHOrO 06pa3oBaHMA NO MecTy
KUTENbCTBA MW MeCTy NpebbiBaHMA (B C/lydae ecam CPoK npebbiBaHMA NpeBbilwaeT 6 mecaues) 601bHOO
N OCYLLECTBAAIOLWMX 6ecnnaTHbIN OTNYCK NEKAPCTBEHHbIX MPENapaToB, Ha3HAaYEHHbIX IEYALLMM BPAYOM.

22. Nocne BKAOYEHUA BONBHOTO B permoHasibHbIN cermeHT PeaepanbHOro perucTpa HasHaveHue u
OTMNYCK €My MU/IM ero 3aKOHHOMY NPeACTaBUTENIO IEKAPCTBEHHbIX NPenapaToB OCYLLECTBASAETCA B CPOK, He
npesbiwatowmii 20 paboumx AHeln co AHA BKAOYEHUS.

23. OpraHusauua obecnevyeHns NEeKapCTBEHHbIMM Mpenapatamu O0/bHbIX, MPOXKMUBAIOWNX B
CTaLMOHApPHbIX OPraHU3aLmMAX COLMaNbHOIO 06CNYKMBaAHMA UM OTObIBaOWMX HaKa3aHWe, CBA3AHHOE C
NNLEeHNnEM CBODOApbI, OCYLLECTB/IAETCA COOTBETCTBYIOLLEN OpraHU3aLmne.

24. B cnyyae Bble3ga 60nbHOMO 3a npegenbl TeppuTopun cybbekTa Poccuiickoin depepaunn, B
KOTOPOM OH MpPOXXWMBAET, Ha TeppuTopuio gpyroro cybbekta Poccuiickon dPeaepaumm Ha CpoOK, He
npesblWalowWwunin 6 mecaues, TakoMmy 60/1bHOMY OPraHOM FroCyAapPCTBEHHOM BAacTH cybbeKkTa Poccuitckoi
denepaunn B chepe oxpaHbl 340P0BbA OPraHM3yeTCA HasHaYeHue IeKapPCTBEHHbIX NPenapaToB Ha CPOK
npvema, paBHbI CPOKY ero Bble3aa 3a npeaensl Tepputopum cybbekTa Poccuiickoit ®eaepaumn, nnbo,
YUMTbIBAA CPOKM FOOQHOCTM MMEIOLLMXCA OCTAaTKOB NIEKAPCTBEHHbIX NpenapaTtos, obecneyeHne TaKoro
60/1bHOTO NEeKaPCTBEHHbIMM NpenapaTammn Ha COOTBETCTBYHOLLMIA CPOK.

CBefieHNA O KOAMYECTBE Ha3HAYeHHbIX WAW OTMYWEHHbIX 6O0NbHOMY WAW €ero 3aKOHHOMY
NpeacTaBUTeN0 NIEKAPCTBEHHbLIX MNPEenapaToB BHOCATCA B PErMoHanbHblit cermeHT deaepanbHOro
peructpa.

25. B cnyyae Bblesga 601bHOro 3a npeaensl Tepputopun cybbekta Poccuiicko deaepauumm, B
KOTOPOM OH MNPOXWBaeT, Ha TeppuToputo Apyroro cybbekta Poccuitickoir Pepepaunmnm Ha CPOK,
NpeBbIWaoWNN 6 MECALLEB, AN B CTyYae U3MEHEHMA MECTA KUTENbCTBA TaKOMY 60/1bHOMY Ha3HauyaloTCA
NleKapcTBeHHble NpenapaTbl Ha CPOK npvema He 6osiee ogHOrO mMecAua AMbo opraHM3yeTca OpraHom
rocyAapcTBeHHoOM BnacTu cybbekta Poccuitickon Peaepaummn B chepe oxpaHbl 340poBbA obecneyeHne
TaKoro 60/1bHOr0 NeKapCTBEHHbIMM NpenapaTammn Ha CPOK Npuema He 6osiee ogHOro mecaua.

CBegeHMA 0 TakoM 60/1bHOM NOA/EXKAT UCKIOUYEHWNIO U3 PernMoHaNbHOro cermeHTa PeaepanbHoOro
pernctpa cybbekTa Poccuitickol degepaumm, ¢ TeppUTOPMM KOTOPOTO Bble3skaeT 601bHON, U Nnepeaave (B
TOM 4Yucne C  WCNosib3oBaHMEM  MHGOPMALMOHHO-KOMMYHUKALMOHHbBIX  TEXHO/IOTUI)  opraHy
rocyfapCcTBeHHOM BAacTh cybbeKkTa Poccuiickoi ®epepaunm B chepe oxpaHbl 340P0BbsA, Ha TEPPUTOPUIO
KOTOPOro Bbexas H60/IbHOM, A/1A BKAOYEHUA B PErMoHanbHbIi cermeHT deaepanbHOro perucrTpa aToro
cybbekTta Poccuitckoit Pepepaumn.

[aTolt BKAlOYEHUs cBeleHWi O BONbHOM B perMoHasbHbli cermeHT dPenepanbHOro perucrpa
cybbektom Poccuiickoit depepauumn, Ha TeppuUTOPUIO KOTOPOro Bbexasn O0/IbHOW, ABAAETCA AEHb,
clegyroWwmii 3a AHEM MUCK/OYEHUA CBEAEHU O HeM W3 perMoHanbHoro cermeHta depepasbHOro
pernctpa cybbekTtom Poccuitickoit ®egepaunmn, C TeppUTOPUN KOTOPOro Bblexan 60/1bHOMN.



26. OpraH rocyapcTBeHHOM BacTu cybbekTa Poccuiickoi ®epepaumm B chepe oxpaHbl 340p0BbA,
C TEeppuTopuM KOTOPOro Bblexan O00/SbHON, npeacTaBnseT (B TOM 4YMCie C  WUCNOSIb30BaHUEM
MHPOPMALNOHHO-KOMMYHMKALLMOHHBIX TEXHO/IOTMIA) MO 3amnpocy opraHa rocyAapCTBEHHOM BAACTM
cybbekTa Poccuitickoit Pepepaumn B chepe OxpaHbl 340pPOBbA, HA TEPPUTOPUIO KOTOPOrOo BbEXAN
60/1bHOM, CBEAEHMA O KONMYECTBE Ha3HAYEHHbIX AN GaKTUYECKM NPeaoCcTaBieHHbIX 60IbHOMY UK ero
3aKOHHOMY NpPeACTaBUTE/NO0 NIEKAPCTBEHHbIX MPEnapaToB B COOTBETCTBMWM C MYyHKTOM 25 HacToAwMmx
Mpasun.

YT1BEepKaeHbl

noctaHosneHneMm paBuTeNbCTBa
Poccuiickoin Peaepaumn

OT 26 HOAb6pPA 2018 r. N 1416

NPABUNA
BEOQEHUSA ®EAEPAILHOIO PEFUCTPA /UL, 6O/1IbHbIX TEMO®UUEN,
MYKOBUCLMNA030M, TMNO®U3APHBIM HAHU3MOM, BONIE3HbIO MOLLIE,
3/1TOKAYECTBEHHbIMW HOBOOBPA3OBAHUAMU NTUMPOUAHON, KPOBETBOPHOWM
U POACTBEHHbIX UM TKAHEM, PACCEAHHBIM CKNEPO30M,
FEMOJIMTUKO-YPEMUYECKMM CUHAPOMOM, IOHOLLECKUM APTPUTOM
C CUCTEMHbIM HAYANIOM, MYKOMO/IMCAXAPUA030M I, Il U VI
TUNOB, ANJTIACTUMECKOW AHEMUEN HEYTOYHEHHOMN,
HACNEACTBEHHbIM AEOULUTOM GAKTOPOB Il (PUBPUHOTEHA),

VII (NTABUNBbHOT0), X (CTIOAPTA - MPAY3PA), UL, NOCNE
TPAHCNNAHTALIMN OPTAHOB U (MNN) TKAHEN

CnN1COK U3MEHAIOLWMX JOKYMEHTOB
(8 pea. MoctaHoBNeHUA Mpasutensctea PP ot 27.03.2020 N 344)

1. Hactosawue Mpasuaa yCcTaHaBAMBAOT NOPALOK BeAeHUs PeaepanbHOro pernctpa amu, 60/bHbIX
remoouanen, MyKoBUCUMAO030M, TMNOPU3apHbIM HAHU3MOM, 60ne3Hblo lowe, 3/10Ka4YecTBEHHbIMM
HOBOOOPa30BaHNAMMN  MMPONLHOMN, KPOBETBOPHOM M  POACTBEHHbIX MM TKaHeW, pacceAaHHbIM
CKNEepPO30M, reMOSIMTUKO-YPEMUYECKMM CUHAPOMOM, HOHOLIECKMM apTPUTOM C CMCTEMHbIM HAYaioM,
MyKonosaucaxapugosom |, Il u VI TMnos, annactMyeckoi aHemmen HeyTOYHEHHOW, HacnenCTBEHHbIM
aeduumtom daktopos Il (dmnbpuHorena), VII (nabunbHoro), X (CtioapTta - MMpayapa), Auu nocne
TPaHCNAAHTALMKN OPraHoB U (MNK) TKaHen (Aanee cCOOTBETCTBEHHO - 60/bHble, DeaepanbHbI pernctp).
(8 pea. NoctaHoBneHuA MpaButenbctea PO ot 27.03.2020 N 344)

2. BepeHune denepaibHOTO PErMcTpa OCyLEecTBAAETCS B CIAYIOLLMX LeNnAx:

a) obecneyeHve NEKAPCTBEHHbIMKU NpenapaTamm 418 MeGULNHCKOTO NPUMEHEHNA, BKHOYEHHbBIMM
B YTBEPXKAEHHbIV MpaBuTensctBoM Poccuiickoii deaepaumy nepeyeHb JIeKapcTBEHHbIX MPenapaTos,
chOpPMMPOBAHHDIN B yCTAHOBJIEHHOM UM NOPAAKE (fanee - NeKapcTBeHHbIe NpenapaTsbl), 60NbHbIX 33 cueT
OHOOKETHBIX  aCCUTHOBAHMK, NPesycMOTPeHHbIx B depepanbHom  brogykete  MuHWUCTEpPCTBY
34paBooxpaHeHus Poccuiickoin Peaepauuuy;

6) MOHUTOPUHT ABUMKEHUA M yYeTa 60IbHbIX Ha OCHOBaHWW CBEAEHWNI, NpeaCcTaBAAEeMbIX OpraHamm
rocyAapcTBeHHOM BAacTh cybbekToB Poccuitickoit ®egepaunm B chepe oxpaHbl 340Pp0BbSA;

B) 30 heKTUBHOE NNaHMPOBaHMNE M pacxoaoBaHne GUHAHCOBbLIX CPEeACTB, HanpPaBAAEMbIX Ha 3aKYMNKy
HeobXoAMMbIX 1EKAPCTBEHHbIX NpenapaToB 418 obecneyeHns MMu Bo/IbHbIX MO MECTY KUTeNbCTBa U



MecTy npebbiBaHUA (B cyyae ecim Cpok NpebbiBaHUA NPeBbIWAET 6 MecALEeB).

3. depepanbHbI pernuctp asasetca denepanbHON MHPOPMALMOHHOW CUCTEMOM, COCTOSALLEN M3
pernoHabHbIX CErMEHTOB M COZEeprKalLllel cBeAeHUA, MPeayCMOTPEHHbIe NYHKTOM 9 HacToAwwmx Mpasuan.

MuHUCTEPCTBO 3apaBooOXpaHeHUs Poccuiickoit Pegepaumnn ABAsETCA ONepaTopomM 3TOM CUCTEMBI U
obecneunsaet ee becnepeboiiHoe PyHKUNMOHMPOBAHME.

4. OpraHbl rocyaapcTBeHHOM B/1acTu cybbekToB Poccuinickon ®enepaumm B chepe oxpaHbl 340p0BbA
obecneynBatoT BHeceHMe cBeAeHUN 0 BONbHbIX B PernMoHanbHblli cermeHT ®eaepasbHOro pernctpa B
CPOK, He npesblwatowmin 5 paboumnx aHen co AHs obpaleHMa 60/IbHOrO C YCTAHOB/IEHHbIM AMAarHO30M B
MEAULIMHCKYIO OpraHM3auUmio Mo MeCTY ero KUTeNbCTBa MW MecTy npebbiBaHUA (B c/lydae ecan Cpok
npebbiBaHWA NpeBbIWaeT 6 mecaues).

BKNtOYEeHNE B perMoHanbHbl cermeHT ®denepanbHOro perucTpa  CBefeHUit o  6O0/bHbIX
OCYLLEeCTBNAETCA MEOMUMHCKOM OpraHmMsaument no MecTy MX XUTeNbCTBa WAM MecTy npebbiBaHuA (B
cnyyae ecnn cpok npebbiBaHMA MpeBbiaeT 6 MecALeB) Ha OCHOBaHUU MeAULMHCKUX AOKYMEHTOB (KX
KOMWIM) MAM BBIMUCKM W3 HUX, OTPaKaloLWMX cBedeHUAs 06 yCTaHOBAEHHOM puarHose u Bblbope
MEpPONPUATUIA MO NEYEHUIO MaUMEHTA. BKAtoyeHMe cBefeHU 0 BOMbHbIX C FTEMOJIMTUKO-YPEMUYECKUM
CUHAPOMOM, FOHOLECKUM apTPUTOM C CUCTEMHBIM HaYaloM U Mykonoauncaxapugosom I, Il u VI tunos
OCYLLECTBNAETCA Ha OCHOBAHUM MEAMLMHCKUX [OOKYMEHTOB WAW WX KOMUA U BbIMUCKU U3 HUX,
OTparkaloLLmMx cBefeHnA 06 yCTaHOBIEHHOM AnarHose n Bbibope MeponpuUATUIA NO NeYEHUIO NAUMEHT],
Nnosly4eHHbIX OT PpefepasbHOM MeAULIMHCKON OpraHM3aumm.

5. PerynvpoBaHue OTHOLLUEHWUI, CBA3AHHbIX C BeaeHnem PesepanbHOro perncrpa, ocyLlecTeaseTca
B COOTBETCTBUM C 3aKOHOAATeNbCTBOM Poccuiickoit Pepepauymm 06 nHpopmaumm, MHPOPMALMOHHbIX
TEXHO/IOTUAX U O 3awmTe MHGOPMaLMN.

6. MUHKUCTEPCTBO 34paBooxpaHeHnsa Poccuiickoit Gegepaumm U opraHbl rocy4apCcTBEHHOM BAACTU
cybbekToB Poccuiickoint depepaumm B chepe oxpaHbl 340p0BbA 06ecneynBaloT KOHPUAEHUMANBHOCT
cBeAeHUN, cogepawmxca B PeaepanbHOM PErncTpe, a Tak:Ke XpaHeHue U 3alMTy TakuX CBeAeHWUI B
cooTBeTcTBUM ¢ PeaepanbHbiM 3aKoOHOM "O NepcoHanbHbIX AaHHbIX".

7. PasmelyeHne uHpopmauum B PefepanbHOM PErvcTpe OCYLLECTBAAETCA C MNPUMEHeHUem
YCUIEHHOM KBAaNMOULIMPOBAHHON 31EeKTPOHHOM noanuck B cooteeTctemmn ¢ PeaepasibHbim 3akoHOM "06
3NEeKTPOHHOM noanucKn".

8. ®epepanbHblil perucTp BeAeTcA B 3/EKTPOHHOM BMAE C MPUMEHEHMEM aBTOMATM3MPOBAHHOM
CUCTEMBbI MyTEM BHECEHWA PErMcTPOBOM 3anMUCU C NPUCBOEHUMEM YHMKAZbHOTO HOMEpPa PerncTpoBoi
3anucK M yKasaHMem AaTbl ee BHeCeHUA.

Mpwn BHeceHUn U3MEHEHUN B cBegeHunAa o 601bHOM AOO1KHbI 6bITb COXpPaHEHDbLI yHMKaﬂbeIVI HOMepP
perMCTpOBOl\;I 3annUcn 1 UCTopunA BHECEHUA N3MEHEHUN.

9. ®esepanbHbIi PEFUCTP COAEPHKUT CAeaytolme CBeaeHNA:

a) CTanOBOVI HOMep MHOMBUAYA/ZIbHOTO MUEBOro CYeTa b6onbHOro B cucteme 06a3aTeNIbHOMO
NEHCNOHHOTIO CTPaxoBaHUA (an HaflVI‘-IVIM);

6) bamnnns, nma, otyecTBo 60/IbHOTO, a TakKe bamuana, AaHHAA NPU POXKLEHUM;
B) AaTa poxaeHua 60/1bHOro;
r) non 6onbHorO;

LI,) agpec mecrta XUTtesibCTtBa Uan mecTta I'IpeﬁblBaHl/lﬂ (B C/lydae eCin CPpoK I'Ip66bIBaHVIFi npesbilaeT



6 MmecsaueB) 6osnbHOro (c ykasaHumem Koga no ObuwepoccuinickoMy Knaccudukatopy 06BEKTOB
aAAMUHUCTPATUBHO-TEPPUTOPMA/ILHOTO AeNeHNns);

6) cepuna U HomMep nacnopTta (CBM,D,eTeanTBa o pO)K,CI,eHMVI) WM yaoctoBepeHna NNYHOCTU
60ﬂbHOI’O, ad TaKXXe AaTa Bbla4Yn YKA3aHHbIX JOKYMEHTOB;

X) cepuma U Homep nonmnca obasaTeIbHOrO MeANLMHCKOTO CTPaxoBaHMUA 60/1IbHOTO M HAaMMeHOBaHKe
BblaBLUEN €ro CTPaxoBOM MeANLMHCKOM OpraHn3aLmnu;

3) UHGOPMaUUA 06 MHBANUAHOCTM (B CyYae YCTaHOBIEHUS TPYNMbl MUHBAAUAHOCTM UKW KaTeropum
"pebeHoK-uHBanuA");

W) AuarHos 3aboneBaHus (cocTosHMA), BKAOYasA ero Kog no MeKayHapoaHOW CTaTUCTUYECKOM
Knaccudukaumm bonesHeit n npobnem, cBA3aHHbIX CO 3[0POBbEM, @ TaKKe AaTa ocMoTpa 601bHOro U
AaHHble 0 ANHAMMKE COCTOAHMUS;

K) MHPOpMaLMA O MEeAMUMHCKON opraHusauMmM (HaumeHOBaHWE, OCHOBHOM rocyAapCTBEHHbI
perucTpaumnoHHbii Homep, Kog no Obuwepoccninckomy KnaccudukaTopy NpeanpuUaTUn U opraHusauni),
BblAaBLUEN HanpaB/ieHWe Ha BK/OYEHWe cBefeHul 0 60bHbIX B PeaepanbHblit perucTp (HanpasaeHue
Ha BHeCeHWe N3MeHeHUl B cBeaeHun, cogepkalmecs B PeaepanbHOM pernctpe (ganee - HanpasaeHue),
a TaKKe u3BelleHUe 06 WUCKNYEeHUU cBedeHui O 6onbHbIX M3 PepepanbHoro peructpa (ganee -
nsselleHune);

N) AaTa BKAOYEHUs cBeAeHuit 0 601bHOM U AaTa BHECEHMA U3MEHEHUI B cBeAeHUsA 0 60bHOM B
depepanbHbIN perncTp;

M) MHGOPMALLMA O Ha3HAYEeHUN IeKaPCTBEHHbIX NPENapaTos;

H) uHbopmauma o6 OTNycKe JNeKapcTBeHHbIX MNpenapatoB (gata Hayana obecnedyeHus
NeKapcTBEeHHbIMKM NpenapaTamm 1 GaKTUYECKUI OTNYCK N€KapCTBEHHbIX MPenapaTos);

0) paTta MPUHATUA peleHus o6 OKOHYaHWW obecrneyeHus NeKapCTBEHHbIMM MpenapaTtamu ¢
yKasaHuMeM NnpuumHbl (Bble3a 3a npegenbl Poccuiickoit deaepaumm Ha NOCTOAHHOE MECTO XKUTeNbCTBa
UM MecTo npebbiBaHMA (B C/lyyae eciv Cpok npebbiBaHUA NpeBbillaeT 6 mecsALes), CMepTb 60/bHOTO,
OTCYTCTBME MOKA3aHUM K AafibHellemMy NpuemMy JIeKapCTBEHHOro nNpenapara) U o nepefaye CBeAeHWUN B
apxus denepanbHOro perncTpa;

n) uHdopmaums o BKAOYEHUM 6onbHoro B deaepanbHblit PerucTp AuL, UMELWMX NpaBo Ha
noslyyeHMe rocydapCTBEHHOMW couManbHOM MNOMOLWM, U  WHble PerncTpbl, nNpeaycMoTPeHHbIe
3aKoHogaTenbcTBoM Poccuiickoit Pepepaummn, B uenax obecneyeHma NeKapcTBEHHbIMKU NpenapaTtamm 3a
cuyeT 6ro0aXKeToB b6loAXKeTHOM cnuctembl Poccuitickoit epepaumm;

p) YHUKaNbHbI HOMEP PErMCTPOBOW 3anucy;

C) BbIMUCKa U3 Me,EI,MLLMHCKOVI AOKYMEHTaUun 6OJ'IbHOI'O, cogepauana ceegeHna O HasHa4YeHnun mn
MCNONb30BaHUN NIEKAPCTBEHHbIX NPEenapaTos.

10. B cnyyae ycTaHOBEHWA AMarHo3a 3a601eBaHMA (COCTOAHUA), YKa3aHHOTO B MyHKTe 1 HAcTOALLMX
MpaBun, NN N3MEHEHMUA CBEAEHUM, YKasaHHbIX B noanyHKkTax "a" - "x" nyHkTa 9 HactoAwmx Mpasun,
MeAMLMHCKME OpraHM3aumn, B KOTopbix 60/1bHbIE HAXOAATCA NOA MeAULUMHCKUM HablogeHWeM, B CPOK,
He npesbliwatowmii 3 paboumx gHel co AHA obpalieHna 60AbHOTO C YCTaHOBAEHHbIM AMArHO3OM B
MEAMLMHCKYIO OpraHM3aumio No MeCTy XKUTeNbCTBa MAM MecTy npebbiBaHuA (B c/lydyae ecin CPoK
npebbiBaHWA NPEBbIWAET 6 MecALeB), NPeACTaBAAIOT B 3/IEKTPOHHOM BUAE WM Ha BymaXkKHOM HocuTene
HanpaBe/JeHMUA 1 M3BELL,EHMA B OpraH rocyaapcTBEHHOM BNacTM cybbekTa Poccuitickoit deaepauum B coepe
OXpaHbl 340p0BbA N0 PpopmMe M B NopagKe, KOTOpble yTBepXaeHbl MUHUCTePCTBOM 34paBOOXpaHeHUA

Poccuiickoin Peagepaumnn.



11. [Ona 3ano/sHeHWs pernoHanbHOro cermeHTa ®denepanbHOro pPerncTpa  opraHusaumm,
OCYLLECTBAAIOLLME OTMNYCK IEKAaPCTBEHHbIX NPernapaToB, Ha3HAaYeHHbIX JIeYaLLMM BPAa4YOM B COOTBETCTBUM
C NPeayCcMOTPEHHbIM NOAMNYHKTOM "a" NyHKTa 2 HacToAwmx MNpaBua nepeyHem, A0 5-To YMCNa KaxKaoro
MecAua NPeACTaBAAoT B OpraHbl rocygapcTBEHHOM BNacTy cybbekToB Poccuiickon deaepaumm B coepe
OXPaHbl 340P0OBbS B 3/IEKTPOHHOM BUAE WM Ha ByMa)KHOM HocuTesne cBegeHus 06 OTMNyWEeHHbIX 33
npeaLecTBYOWMIN MecAL, 1IeKapCTBEHHbIX Npenaparax.

12. B cnyyae ecnu ceefeHUs, npeaycMmoTpeHHble noanyHktamum "a", "x" 1 "n" nyHKTa 9 HacToAwwMmX
Mpasun, He NpeacTaBieHbl B OpraHbl rocyAapcTBEHHOM BiacTu cybbekToB Poccuiickont Pepepaumn B
chepe oxpaHbl 340pOBbA, YKa3aHHble OpraHbl BAACTU CaMOCTOATEIbHO 3anpallnBaloT 3T CBELEHMA B
rocyAapcTBeHHbIX BHEDOIOAKETHbIX GoHAAX.

CeseaeHus o 60nbHOM (HanpaB/ieHWA, M3BelleHUs), NpeacTaBaAsemble B 3/IEKTPOHHOM BUJE,
noanexKaT 3aBepeHuIo 3/IeKTPOHHOM NOANUCHIO A0MKHOCTHOIO NLA OpraHa rocyaapcTBeHHOW BNacTu
cybbekTa Poccuiickoit Peagepaunn B chepe oxpaHbl 340p0BbA.

13. B cnyyae Bble3ga 60nbHOrO 3a Npeaenbl Tepputopun Poccuiickoi Peaepauumn Ha NoCcTosHHOE
MECTO UTENbCTBA MU MeCTO NpebbiBaHMA (B ClyYae ecamn cpok npebbiBaHUA NpeBbIWaeT 6 mecaues), a
TaKXe B cyyae cmepTn 60/1bHOrO CBeAeHMA O HEM MoA/ekKaT apXMBUPOBaHMIO.

YTBEpKAEHbI

noctaHoBsieHnem MpaBUTeNbCTBA
Poccuitckoin ®epepaumm

0T 26 HOAb6pPA 2018 r. N 1416

NEPEYEHb
VYTPATUBLLUX CUNY AKTOB MPABUTE/IbCTBA POCCUMCKOWN ®ELEPALIUN

1. NoctaHoBneHue MpaBuTtenbctBa Poccuiickon degepauum ot 26 aekabpa 2011 r. N 1155 "O
3aKyMnKax JIeKapCTBEHHbIX NPENapaToB, NpeaHa3HauYeHHbIX 414 obecneyeHuns mL, 601bHbIX remodunmnen,
MYKOBMCLMA030M, rmnodusapHbIM HaHM3MOM, 60ne3Hbto lowe, 3/10Ka4YeCTBEHHbIMU
HOBOOOPa30BaHNAMMU MMPONLHOMN, KPOBETBOPHOM M  POACTBEHHbLIX MM TKaHeW, pacCesaHHbIM
CKNepo30oM, NKL, NOC/ie TpaHcnAaHTauum opraHoB U (uau) TKaHen" (CobpaHume 3aKoHOAATENbCTBA
Poccuitckoit ®egepaummn, 2012, N 1, ct. 186).

2. MNocraHoBneHue MpasuTtenbctBa Poccuitckoit degepaumnm ot 26 anpens 2012 r. N 404 "06
yTBepxaeHun MNpasun seaeHna GeaepanbHOro perncrpa anu, 601bHbIX remodunmen, MyKoBUCUUL030M,
runodusapHbiM HaHUM3MOM, 6ose3Hbio Molle, 3/10KaYecTBEHHbIMU HOBOOGPa3oBaHUAMKN TUMbOUAHON,
KPOBETBOPHOW W POACTBEHHbIX MM TKaHeM, pacceAaHHbIM CKAepO3OM, /ML, MOCae TPaHCNAaHTauum
opraHoB 1 (Mnn) TKaHelt" (CobpaHue 3akoHoaaTenbcTBa Poccuiickont Pepepauuu, 2012, N 19, ct. 2429).

3. MNyHKTbl 176 n 190 M3MeHeHWN, KoTopble BHOCATCA B akKTbl [MpaBuTenbctBa Poccuitckol
depepauun no Bonpocam AeATeNbHOCTM MuHUCTepcTBa 34paBooXpaHeHna Poccuitickon depepaumuy,
YTBEPXAEHHbIX NocTaHoBAeHNeM lMpaBuTenbctea Poccninickon Peagepaunn ot 4 ceHTAbpsa 2012 r. N 882
"O BHeCeHUW U3MeHeHMI B HeKoTopble aKTbl MpaBuTenbcTBa Poccuiickolt Pepepaunmn no Bonpocam
OEeATeNbHOCTH MuHucTepcTea 3/1paBOOXpaHEHMA Poccuiickoit depepaunn” (CobpaHnue
3aKoHoaaTenbcTBa Poccuiickon depepauum, 2012, N 37, c1. 5002).

4. MNocrtaHoBneHue lMpasutenbctea Poccuiickoit Pepepaummn ot 24 anpens 2015 r. N 389 "O
BHECEHMM U3MEHEHWIA B NOCTaHOBAeHMe MpasuTenbctBa Poccuninickon Pepepaumn ot 26 aekabps 2011 .
N 1155" (CobpaHue 3akoHoaaTenbcTBa Poccuiickoit ®eaepaunn, 2015, N 18, cT. 2709).



5. NoctaHoBneHue MpaBuTtenbcTsa Poccuiickon ®egepauymm ot 9 anpens 2016 r. N 288 "O BHeceHUU
nsmeHeHmn B [paBuna BepeHua depgepanbHoro peructpa  auvd, 60AbHbIX  remodunmen,
MYKOBUCLMA030M, rmnodmsapHbIm HaHU3MOM, 60n1e3HbIo lowe, 3/10Ka4yeCTBEHHbIMU
HoBoObOpasoBaHMAMU NMMPONAHON, KPOBETBOPHOW W POACTBEHHbIX WM TKaHeK, paccesHHbIM
CKNIepo30oM, NKL, NOC/Ae TpaHCcn/AaHTauMmM opraHoB U (Mau) TKaHen" (CobpaHue 3aKoHOOATENLCTBA
Poccuitckoit ®egepaumn, 2016, N 16, cT. 2225).

6. MNocTtaHoBneHne [MpasuTtenbctBa Poccuitckon ®epepaumm ot 11 asrycta 2016 r. N 784 "O
BHECEHUU M3MEHEHUI B NocTaHoBeHWe MpaBuTenbcTBa Poccuiickoit Peaepaumm ot 26 aekabpa 2011 r.
N 1155" (CobpaHue 3akoHoaaTenbcTBa Poccuiickoit ®enepaunn, 2016, N 34, cT. 5242).

7. NocTtaHoBneHue [MpaBuTenbctBa Poccuiickon ®epepaumm ot 17 anpena 2017 r. N 457 "O
BHECEHUM M3MeHeHUI B lNonoXKeHWe O 3aKyMKax NeKapCTBEHHbIX NPenapaTos, NpeAHa3HAYEHHbIX 1A
obecneyeHunsa nunu, 60NbHLIX remoduUamMein, MyKOBMCLUNAO030M, TMNOPU3aPHbIM HAHM3MOM, 60MEe3HbIO
lowe, 310KayecTBEHHbIMM HOBOOOPA30BaHMAMU NUMOPOUAHON, KPOBETBOPHOM M POACTBEHHBIX MM
TKaHeWn, paccesHHbIM CKAepo30M, NUL, Moc/e TpaHcnaaHTaumm opraHos M (unun) TkaHen" (CobpaHue
3aKoHogaTenbcTBa Poccuiickon depepaunu, 2017, N 17, c1. 2577).




