NPABUTE/IbCTBO POCCUNCKOMN ®ELAEPALIUK

MNOCTAHOBNEHME
OT 26 HOAbpAa 2018 r. N 1416

O NOPAAKE
OPFrAHU3ALIMN OBECNEYEHMUA NEKAPCTBEHHBIMW NPENAPATAMM UL,
BOJIbHbIX TEMO®WUTUENA, MYKOBUCLIMA030M, TMNO®U3APHBIM HAHU3MOM,
BOJIE3HbIO FOLLE, 310KAYECTBEHHBIMU HOBOOBEPA3OBAHUAMM
NNMOONAHOWN, KPOBETBOPHOW U POACTBEHHbBIX UM TKAHEW,
PACCEAHHbIM CKNEPO30M, TEMO/IMTUKO-YPEMUYECKUM CUHAPOMOM,
FOHOLLECKUM APTPUTOM C CUCTEMHbIM HAYAZTIOM, MYKOMNO/IMCAXAPUA030M
I, 1 U VI TUNOB, ANTACTUYECKON AHEMWEN HEYTOYHEHHOW,
HACNEACTBEHHbIM AESULIUTOM GAKTOPOB Il (PUBPUHOTEHA),
VIl (TABUIbHOTO), X (CTHOAPTA - MPAY3PA), UL, MOCNE
TPAHCNNAHTALMU OPFTAHOB U (MNIN) TKAHEM, A TAKXKE
O NPU3HAHUU YTPATUBLUMMM CUNY HEKOTOPbIX AKTOB
NPABWUTE/IbCTBA POCCUMCKOMN GEAEPALNMU

CNUCOK N3MEHAIOLLMX AOKYMEHTOB
(8 pea. NoctaHoBneHuA MpaButenbcTea PO ot 27.03.2020 N 344)

B cooTBeTCcTBMU € NYHKTOM 21 4yacth 2 ctaTbh 14 n yactamn 7 - 9 ctatbn 44 depepanbHOro 3aKOHa
"O6 ocHOBax OxpaHbl 340pOBbsA rpaxaaH B Poccuitickolrt depepaumumn” MpaButenbctBo Poccuitckoit
dPepepaunn NocTaHoBNAET:

1. YTBEpAUTb NpUnaraemeole:

MpaBunna opraHusaLmm obecneyeHma NeKapcTBEHHbIMM NpenapaTtammn auL, 6onbHbIX remopuaneit,
MYKOBMCLMA030M, runodusapHbIM HaHM3MOM, 601e3HbI0 Mowe, 3/10Ka4YeCcTBEHHbIMU
HOBOOOpa3oBaHUAMU NMMPOUAHON, KPOBETBOPHON U POACTBEHHbIX MM TKaHeW, paccesaHHbIm
CKNIepPO30M, FeMOIMTUKO-YPEMUUYECKUM CUHAPOMOM, HOHOLLIECKMM apTPUTOM C CUCTEMHbLIM HayasjioMm,
MmyKononucaxapngosom |, Il m VI TMnoB, annactMyecko aHemMmen HeyTOYHEHHOW, HacneACTBEHHbIM
neduumtom daktopos Il (dubpuHorena), VII (nabunbHoro), X (Ctioapta - Mpayspa), auuy nocne
TpaHCMaHTaLUWM OPraHoB 1 (UAKn) TKaHel;

(8 pea. NoctaHoBneHua Mpasutensctea PP ot 27.03.2020 N 344)

MpaBuna BeaeHus dPeaepanbHOro perncrtpa Auu, 60nbHbIX remoduanein, MyKoBUCLMAO30M,
rmnopursapHbIM HaHUM3MOM, Bose3Hblo lolwe, 3/10Ka4yecTBEHHbIMM HOBOOOPA30BaHUAMM NMMOUAHON,
KPOBETBOPHOM W POACTBEHHbIX MM TKaHEW, PacCeaHHbIM CK/JEPO30M, reMOJIUTUKO-YPEMUYECKUM
CMHAPOMOM, IOHOLIECKMM apTPUTOM C CUCTEMHbIM Hayanom, Mykononucaxapugosom |, Il u VI tunos,
aniacTMyYeckon aHeMmnen HeyTOUHEHHOM, HacneacTBeHHbIM aebuuntom daktopos Il (pubpuHoreHa), VIl
(nabunbHoro), X (Ctioaprta - Mpayapa), My, nocne TPaHCNAAHTAUMM OPraHoB U (UNK) TKAHEN;

(B pea. NoctaHoBneHus Mpasutenbctsa PP ot 27.03.2020 N 344)

nepeyeHb YTPaTUBLUMX CMAY akToB MpasuTenbctea Poccuiickoin degepaumm.

2. MuHucTepcTBY  34paBOOXpaHeHUA Poccuitckoit  Pepepauum B YCTQHOBJ/IEHHOM
3aKoHOoZaTesibcTBOM  Poccuiickon depepaumm  nopsagKke oOCyWecTBUTb  3aKynky Ha 2019 ropg
NIeKapCTBEHHbIX NPenapaTos 1A NaTOreHeTUYECKOro eYeHNA nL, 60NbHbBIX FTEMONUTUKO-YPEMUYECKUM
CUHAPOMOM, HOHOLWECKUM apTPUTOM C CUCTEMHbIM Hayanom, mykononucaxapugosom I, Il n VI tunos,
BKJIFOYEHHbIX B NepeYeHb }KU3HEHHO HEOBXOAUMBIX U BaXKHEMLINX IEKAPCTBEHHbIX NPENApPaToB.



3. MuHuctepcTBy 34paBooxpaHeHua Poccuiickor Pegepauum gaBaTb Pas3bsACHEHUA MO
NPUMEHEHMUIO NPaBWJ, YTBEPKAEHHbIX HACTOALLUM NOCTAaHOBAEHUEM.

4. HacTosAuwee noctaHoBAeHWe BCTynaeT B cuay ¢ 1 aHeapa 2019 r., 332 UCKAOYEHMEM MYHKTa 2,
KOTOPbII BCTYNAaeT B CUAY CO AHA 0dMLMaNbHOIO onybAMKOBaHMA HACTOALLErO NOCTaHOBAEHWA.

MNpeacenatens lNpasuTenbcTBa
Poccuiickon ®egepauymm
O.MEOBEAEB

YTBEp}KaeHbl

noctaHoBaeHWem MpaBuTenbCTBa
Poccuiickoit ®eaepauymm

OT 26 HOAGpPA 2018 r. N 1416

NPABUNA
OPTAHU3ALIMWN OBECMNEYEHUA NIEKAPCTBEHHbIMMW MPENAPATAMM AL,
BO/IbHbIX FTEMO®UNIUENA, MYKOBUCLMA030M, TMNO®U3APHBIM HAHU3MOM,
BOJIE3HbIO IFOLLE, 3/IOKAYECTBEHHbIMW HOBOOBEPA3OBAHUAMMU
NUMOOUAHON, KPOBETBOPHOM U POACTBEHHBIX MM TKAHEN,
PACCESIHHbIM CKNEPO30M, FTEMOJINTUKO-YPEMUYECKUM CUHAPOMOM,
FOHOLLECKUM APTPUTOM C CUCTEMHbIM HAYAZIOM, MYKOMOJINCAXAPUJ030M
I, 1 U VI TUNOB, ANNTACTUMECKOWN AHEMMUEN HEYTOYHEHHOW,
HACNEACTBEHHbIM AEOGULUTOM GAKTOPOB Il (PUBPUHOTEHA),
VII (NABUNIbHOTO), X (CTIOAPTA - MPAY3PA), UL, NOCNE
TPAHCNNAHTALIUN OPFTAHOB U (MNIN) TKAHEM

CNUCOK M3MEHALWMX AOKYMEHTOB
(8 pea. NoctaHoBneHuMA MpaButenbcTea PO ot 27.03.2020 N 344)

1. Hactoawme MpaBuna ycTaHaBAMBAlOT MOPAAOK oOpraHusaumm obecnedyeHus nuu, 60MbHbIX
remodunen, MyKOBUCUMAO30M, rMnodusapHbIM HaHM3MOM, 6one3Hbio [ouwe, 3/10KaYecTBEHHbIMU
HoBOOb6pa3oBaHMAMU NUMPONAHON, KPOBETBOPHOW W POACTBEHHbIX WM TKaHei, paccesHHbIM
CKNIepPO30M, FeMOJIMTUKO-YPEMUUYECKMM CUHAPOMOM, HOHOLIECKMM apTPUTOM C CUCTEMHbIM HayasioMm,
mMmykononucaxapmgosom |, Il m VI TMnoB, anfacTMyeckon aHemMein HeyTOYHEHHOW, HacnenCTBEeHHbIM
aeduumtom daktopos Il (dmnbpuHorena), VII (nabunbHoro), X (Ctioapta - Mpayspa), auy nocne
TPAHCNAHTAUMM OpraHoB U (Mnn) TKaHen (ganee - 60JbHbIE), NEKAPCTBEHHbIMKU NpenapaTamu ans
MeANLMHCKOro NpMMeHeHus, npegHasHauyeHHbIMKW A5 IeYEHNA 3TUX 3aboneBaHUI, No yTBEPKAEHHOMY
MpaBuTenbcTBOM Poccuitickolt deaepaumnmn nepeyHto NeKapCcTBEHHbIX NpenapaTos, cGOPMMPOBaHHOMY B
YCTaHOBNEHHOM MM nopAgKe (Janee - NeKapcTBEHHble Mpenapatbl), a TaKXKe MopPsAoK U ycloBuA
nepenayn 1eKapcTBEHHbIX NpenapaTos B cO6CTBEHHOCTb Cy6beKkToB Poccuiickoli Geaepaumu.

(B pea. NoctaHoBneHus Mpasutenbctsa PP ot 27.03.2020 N 344)

2. WUcToYHMKOM OWMHAHCMPOBAHMA OpraHusauMm obecnedyeHns OO0/bHbIX JIEKAPCTBEHHbIMMU
npenapatammn SBAAIOTCA BlOAMKETHble acCMTHOBAHWA, MPesycMOTpeHHble B ¢dedepanbHOM bloaskerte
MwuHUCTepCTBY 34paBooxpaHeHns Poccuitickoit Peaepaunim.

3. MpaBo 601bHOro Ha obecneyeHne eKaPCTBEHHbIMM NpenapaTamm BOSHUKAET CO AHSA BKAOYEHUA
CBEAEHUI O HEeM B pPernoHanbHbll cermeHT PeaepanbHoOro pernctpa auu, 60abHbIX remodunnen,



MYKOBMCLMA030M, runodusapHbIM HaHM3MOM, 60ne3HbI0 Mowe, 3/10Ka4YeCcTBEHHbIMU
HOBOOOpa3oBaHUAMU NMMPONAHON, KPOBETBOPHON U POACTBEHHbIX MM TKaHeW, paccesaHHbIM
CKNEpPO30M, FreMOJIMTUKO-YPEMUYECKUM CUHAPOMOM, HOHOLIECKMM apTPUTOM C CUCTEMHbIM Ha4a/ioM,
MyKonosucaxapugosom |, Il u VI TMnos, annacTMyeckoi aHemmen HeyTOYHEHHOW, HacnenCTBEHHbIM
aeduumtom daktopos Il (dubpuHorena), VII (nabunbHoro), X (Ctioapta - Mpayspa), auuy nocne
TPaAHCNAHTALUM OPraHoB U (MNK) TKaHel (aanee - PegepanbHblii perncTp).

(8 pea. NoctaHoBneHua Mpasutensctea PP ot 27.03.2020 N 344)

[aTa BK/AlouyeHWa 60NbHOTO B pernoHasnbHbiit cermeHT dPeaepanbHoro pernctpa ¢uKcupyetcs
Neyalym Bpauyom B MegULMHCKOM KapTe ambynaTopHoro 601bHOM0 UAN UCTOPUK Pa3BUTUA pebeHKa.

4. OpraHusaums obecneyeHma MUHUCTEPCTBOM 34paBoOXpaHeHmna Poccuinickon Peagepaumm 3a cyet
cpencTs dpepepanvHoro brogketa 60/bHbIX NEKAPCTBEHHBIMU NpenapaTaMmn OCYLLECTBAAETCA C yYEeTOM
CTaHOAPTOB MEAMUMHCKON NMOMOLUM, KAMHUYECKMX PEKOMEHZAUMN (MPOTOKOOB /ieYeHus) U cpeaHei
KYPCOBOW A,03bl NEKAPCTBEHHbIX MPENapaTos.

5. OpraHbl rocyapcTBeHHOM BNacTi cybbekToB Poccuitickoit Peaepaumm B chepe oxpaHbl 340p0BbA
He nosgHee 1 HOA6pPA TeKywero roga nNpeacraBaAatoT B MUHUCTEPCTBO 34paBooxpaHeHmsa Poccuitckoi
depepaunn 3aaBKM Ha NOCTABKY JIEKAPCTBEHHbIX NpenapaTtoB no Gopme, yTBEPIKAEHHOW YyKa3aHHbIM
MuHUCTEpPCTBOM (Aanee - 3adBKM), C NPUNONKEHMEM OBOCHOBAHUI NO MX 0BbEMy, a TaKKe NnepeyeHb
OpraHusauuii, UMelLWMnX INLEH3UIO Ha OCYLLECTBJEHME MeSUUMHCKOW U (Mnv) dapmaueBTUYecKon
AeaTenbHOCTM B cybbekTax Poccuiickolt degepaumn (oanee - opraHusaumm-nosyyatenu), B Lensax
MOCTaBKW OPraHU3auMAM-NoayYaTeNAM 1eKapCTBEHHbIX NPenapaTos.

MNotpebHOCTb (06beM NOCTaBKM) B JIeKAapCTBEHHOM Mpenapate onpeaenserca € y4eTom
KAMHUYECKUX PEeKOMeHAaUMA (MPOTOKO/IOB NeyeHusA) U cpefHelt KypcoBOW [03bl NIEKAPCTBEHHOIO
npenapaTta UCXoaa U3 exxemecauyHou GaKkTMueckon NoTpebHOCTM 6ONbHbIX B IEKAPCTBEHHbIX NpenapaTax
B COOTBETCTBUM CO CBEAEHUAMM PErMOHANBbHOIO cermeHTa desepasbHOro pernctTpa u HeobxoAnMMocTu
dopmumpoBaHusa 3anaca Ha 15 mecAaues.

6. MuHucTepcTBO 3apaBooxpaHeHua Poccuiickoit ®epepaunn GopmMupyeT KOMMUCCUIO MO
PacCMOTPEHMIO 3aABOK (Janee - KOMUCCUA), YTBEPKAAET NONOKEHNE O KOMUCCUM M ee cocTaB. Komuccusa
Ha CBOeM 3acefaHuWW paccmaTpuBaeT 3aABKM Ha npegmeT 0H6OCHOBAHHOCTM 3anABJEHHbIX 06bemoB
NEeKapCTBEHHbIX NpPenapaTos, NpM HEOBXOAMMOCTN KOPPEKTUPYET UX, U COrNacoBbLIBAET C BbiHECEHWEM
COOTBETCTBYIOLLEMO PeLleHMS.

CornacoBaHue 3asaBOK OCYLLECTBAAETCA KOMMUCCMEN C ydacTMem npeacTaBuTeNneil opraHos
rocylapcTBeHHoOM BnacTu cybbekToB Poccuiickoih ®epepaumm (B TOM uMC/e C WUCMNONb30BaHUEM
MHPOPMALNMOHHO-KOMMYHUKALMOHHbIX TEXHOOTUA).

7. Obbem NOCTaBOK J/IeKapCTBEHHbIX NpenapatoB dopmupyeTca B npegenax OrAKETHbIX
ACCUTHOBAHWI, NpPeAyCMOTPEHHbIX B ¢denepasbHOM 3aKoHe O deaepanbHOM broa)KeTe Ha
COOTBETCTBYIOWMNIM GUHAHCOBLIM o4 W MAAHOBbLIA Nepuoa, U NUMUTOB OIOAMKETHbIX 0053aTesbCTs,
[0BefleHHbIX B YCTAHOBNEHHOM nopsake A0 MuHUCTepPCTBaA 34paBOOXpaHeHUs Poccuiickon ®epepaumm
Ha 3aKyMKy JIeKapCTBEHHbIX NpenapaTos.

8. B cooTBeTCTBMM C 06beMamm NOCTaBOK JIEKAPCTBEHHbIX NPEenapaToBs, yTBEPKAEHHbIMW OpraHamu
rocyfapcTBeHHoW BiacTu cybbekToB Poccuiickoi depepaumm B cdhepe oxpaHbl 340POBbA C YYETOM
pelweHns Komuccun, MUHUCTEPCTBO 34paBoOOXpPaHeHus Poccuitickoit Peaepaumu B yCTaHOBAEHHOM
3aKoHopaTeNnbCcTBOM Poccuiickoit degepaumy nNopaaKe OCYLWECTBASET 3aKYMKy NeKapCTBEHHbIX
npenaparos.

9. TloCTaBLWMKM  JIEKApCTBEHHbIX MpenapaTtos, onpegefeHHble B  COOTBETCTBUM  C
3aKoHogdaTenbcTBoM Poccuiickon depepaumn, npeactasnsiotr B8 MUHWUCTEPCTBO 34paBOOXpaHEHUA
Poccuiickoin ®eaepaunn opopmneHHble B YCTaHOBAEHHOM MOPSAAKE AOKYMEHTbI, NOATBEpPMKAaloLme



$aKT NonyYeHUs opraHM3auMAMMU-NONYYaTeNs MU JIEKAPCTBEHHbIX NPEnapaTos, B TOM YMC/ie HaknagHble
W aKTbl NpUemMa-nepesayn ekapCcTBeHHbIX NPenapaTos.

10. MuHUCTepCTBO 3apaBooxpaHeHms Poccuiickoi ®eaepaumm B TeueHne 10 paboumnx gHel co aAHA
NOCTYN/IEHUA aKTa npuema-nepesaym MNPUHMMAET Ha Yy4yeT JIeKapCTBEHHble npenapaTtbl U M3gaer
pacnopaguTesibHble akTbl O Nepegaye JEKAPCTBEHHbIX NPenapaToB OpraHam MCNOJIHUTENIbHOW BacTU
cybbekToB Poccuiickoli ®depepaunn, onpeaeneHHbIM  BbICLUMM  LOJ/IKHOCTHBIM  IMLOM  CyObeKTa
Poccuiickoit degepaumm (pykoBoaMTeNlEM BbICLIETO UCMOHUTENIbHOTO OPraHa rocyapcTBEHHOM BAaCTH
cybbekTa Poccuitickoi depepaunn) (ganee - ynosHOMOYEHHbIE OpPraHbl), C yKasaHMEM HOMEHKNATYpbI,
KO/IMYeCTBa M CTOMMOCTM JIEKAPCTBEHHbIX MPEnapaTos B OTHOLIEHUW KaXKA0ro yrnoJIHOMOYEHHOro opraHa.

11. MuHucTepcTBO 34paBooXpaHeHma Poccuinckon ®egepaumm B TedeHme 5 paboumnx aHen co AHs
N34aHMA pacnopagUTeIbHOTO aKTa, NPeaycMOTPEeHHOro NyHKTom 10 HacTtosawwmx MNpaBu, HanpasaseT B
YMNOJIHOMOYEHHbIE OpraHbl (B 2 3K3eMNIsAPax) U3BELLEHME O NMOCTaBKe JIEKAPCTBEHHbIX NPENapaToB U aKT
npuema-nepenayum, noanmncaHHble yKkasaHHbIM MUHUCTEPCTBOM.

12. YNONHOMOYEHHbIE opraHbl B TeyeHue 5 pa60Lu4x AHEVI CO AHA nonyvyeHunAa wmisseweHumAa o
NOCTaBKe JIeKapCTBEHHbIX MpenapaTtoB M aKTa npuvema-nepenayun, npesycMoOTpPeHHbIX MyHKTom 11
HacToAwmx [paBua, NOANUCLIBAIOT U 3aBEPAIOT MNeyvaTblto oba aK3emMnnAapa wm3BeweHnA O NOCTaBKe
NEeKapCTBEHHOrNo npenapara u oba 3K3emMmnnAapa aKTa npunema-nepenadum, nocne 4ero Bo3BpawlakoT B
MuHMNCTEPCTBO 34paBOOXPAaHEHUA Poccuiickoi dJe,u,epau,MM OAWH 3K3eMNIAP YKAa3aHHOIo U3BeWweHnAa n
OAWH 3K3EeEMNNAP aKTa Npunema-nepenayu.

13. YNONHOMOYEHHbI OpraH Ha OCHOBAaHMW aKTa Mnpuema-nepesaym MNPUHUMMAET Ha y4yeT
NleKapCTBEHHbIe npenapaTbl U B TeyeHne 5 pabounx AHel co AHA NOoJyYeHMA aKTa npuema-nepesadu
n3aaeT pacnopAguUTesbHbIM akT 0 Nepegaye NeKapCcTBEHHbIX NPenapaToB OpraHM3aLMAM-NoIydYaTenam c
yKa3aHMeM HOMEHKNATYpbl, KOANYECTBa U CTOMMOCTU JIEKAaPCTBEHHbIX MPenapaToB B OTHOLLIEHUWN KasKaon
opraHusaumMn-nosyyaTens.

14. OpraHusaumu-nonyd4aTenn B TedeHue 2 paboumx AHeW CO AHA MOAYYEeHMA OOKYMEHTOB,
NOATBEPKAAIOLWMX Nepeaady UM IeKapcTBEHHbIX NPenapaTos, NPMHMMAIOT JIEKAPCTBEHHbIE Npenaparsl
Ha yyeT, 06ecneymnBatoT UX COXPAaHHOCTb M LLeeBOE UCMONb30BaHMe.

15. MuHuKCTepcTBO 3apaBooxpaHeHna Poccuiickoit ®eaepaummn B yCTaHOBAEHHOM MM NOpAAKe
OCYLLECTBASET MOHUTOPUHI ABMMEHUA U Yy4YeTa fieKapCTBeHHbIX NpenapaTtoB B cybbekTax Poccuiickol
depepaunn, [OBOAUT A0 CBeAEHMA YNOSHOMOYEHHbIX OPraHoOB MNOAydYeHHble MO pe3yibTaTam
MOHWTOPUHTa [AaHHble, B TOM UYMCIAe CBeAeHMA O HOMEHKNaType, Ko/MyecTBe UM CTOMMOCTU
NIeKapCTBEHHbIX MpenapaTos, 06 OTCYTCTBUM MOTPEBHOCTM B OTAE/bHbLIX JIEKAPCTBEHHbIX Npenapartax
NMbo o noABNEHUU AOMNONHUTEIbHOW NOTPEBHOCTU B 1IEKAPCTBEHHbIX NpenapaTtax B CBA3U C U3BMEHEeHUEM
B Ccybbekte Poccuinickon depepauum  UYMCNEHHOCTUM OOJIbHbLIX, WM3MEHEHUAMM B Ha3HAYeHUAX
MEANUMHCKUMKU  pabOTHMKAMKM  NEKapCTBEHHbIX  npenapatoB  60/bHbIM M COrnacoBbiBaeT
nepepacnpegeneHune NekapcTBEHHbIX NpenapaTtoB Mexay cybbektamun Poccuiickoii eaepaunn.

16. Mepepaya /NeKapcCTBEHHbIX MpenapaToB OAHUM cybbekTom Poccuiickoit ®Pepepaunn B
cobcTBEHHOCTb Apyroro cybbekta Poccuitickoit Pegepaumn ocyLecTsineTca Ha OCHOBaHWM aKTa npuema-
nepegayn. MuHUCTEPCTBO 34paBoOXpaHeHus Poccuiickon depepaumm yBegomAnseTca o nepegaye
/IeKapCcTBEHHbIX MpenapaToB B 10-AHEBHbIA CPOK MNocae MNOAMUCAHMA akTa npuema-nepesayu
YNO/IHOMOYEHHbIMW OpraHamu.

17. MMHUCTEpPCTBO 34paBoOXpaHeHNs Poccuiickoit depepaumm NpeacTaBaseT exeKkBapTanbHo, 40
10-ro uncna mecsua, CNeayloLLEero 3a OTYETHbIM KBapTaniom, B DegepanbHyto ciy»by no Haasopy B chepe
340aBOOXPAHEHUSA CBEAEHUSA O Nepesaye IeKapcTBEHHbIX NpenapaToB cybbekTy Poccuitickoli Peaepauun
M COrNacoBaHHbIX NepepacnpeaeneHnax eKapCcTBEHHbIX NpenapaToB Mexay cybbektamu Poccuiickol
depepauumn B ULeNAX OCYLLECTBAEHMA KOHTPOAA 33 LEeNeBbIM MCMO/b30BAaHMEM JIEKAPCTBEHHBbIX
npenapaTtos.



18. B uenax obecnevyeHns 60AbHbIX NEKAPCTBEHHbIMM MpenapaTaMmu B NOPsAKe, YCTaHOBNEHHOM
3aKoHOZaTenbCcTBOM Poccuitckoit Pesepaumm, OCyLLecTBNAETCA HA3HAaYeHME NEKAPCTBEHHbIX NPENapaTos
n opopmsieHMe peLLenToOB HA NEKAPCTBEHHbIE NpenapaTbl.

19. Mpu HasHayeHMM 6ONbHOMY NEKAPCTBEHHbIX NPEenapaToB fedalmii Bpady MHGOPMUpPYeT ero o
BO3MOKHOCTU NOJIYYEHUA UM COOTBETCTBYHOLLMX NEKAPCTBEHHbIX NpenapatoB 6e3 B3WmaHMA naaTbl B
COOTBETCTBUM C 3aKOHOZAaTeNbCTBOM Poccuiickoit Peaepaumn.

20. B uenax AuHammyeckoro HabntoaeHns 3a 601bHbIM M COBA0AEHUA NEPUOANYHOCTM NOCELLLEHUA
UM  MEAMUMHCKOW OpraHuMsauum JiedyalwMuMm Bpavyom onpenenseTca KOJIMYECTBO JIEKAPCTBEHHOTO
npenaparta, eAWHOBPEMEHHO O0GQOPMIEHHOTO Ha peuenTypHom 61aHKe B COOTBETCTBUM C
pPEKOMEHA0BaHHOM CpeaHEeCYTOYHOM KYyPCOBOM 40301 U CPOKOM, Ha3HAYE€HHbIM AJ1A NOCELLEHUSA.

21. MeauumMHcKan opraHmMsaumnsa npeaoctasnfaetr 60/1bHOMY MU ero 3aKOHHOMY NpeacTaBUTENIO
nHbopmaunto 06 opraHnsaLmax, PaCNONOMKEHHbIX B FPaHMLLAX MyHULMMAAbHOrO 06pa3oBaHUA N0 MecTy
KUTENbCTBA AN MeCTy NpebbiBaHMA (B Cly4ae eciv CPOK NpebbiBaHMA NpeBbILAeT 6 Mmecaues) 60/1bHOTo
M OCyLLLEeCTBAAOWMX BeCnNaTHbIN OTNYCK JIEKAPCTBEHHbIX MPEnapaTos, Ha3HAYeHHbIX JIeYaLMM BPA4YOM.

22. Mocne BKAOYEHUA BONbHOTO B perMoHanbHbIn cermeHT PefepanbHOro perucrpa HasHadeHue u
OTNYCK eMy U/IN ero 3aKOHHOMY NpeACcTaBUTENIO 1IEeKAPCTBEHHbIX NPenapaToB OCYLLECTBAAETCA B CPOK, He
npesbiwatowmnii 20 pabounx AHel co AHA BKAOYEHUA.

23. OpraHuszauma obecneyeHns feKapcTBEHHbIMM npenapatamn 60JIbHbIX, MPOMKMBAIOWMUX B
CTaLMOHaPHbIX OPraHM3aLMAX COLManbHOro 06Cy»KMBaHUA UM OTObIBAIOLWMX HaKa3aHMe, CBA3aHHOE C
nmieHnem ceob0abl, OCYLLLECTBAAETCA COOTBETCTBYIOLEN OpraHM3aLmen.

24. B cnyyae Bble3ga 60sbHOro 3a npegensl Tepputopumn cybbvekta Poccuitckoin ®epepaumm, B
KOTOPOM OH MPOXMBAET, Ha TeppuToputo Apyroro cybbekta Poccuiickoii Pepepaumm Ha CpPoOK, He
npesblWatownii 6 mecaues, Takomy 601bHOMY OpraHoOM rocyapCTBEHHOM BAacTh cybbekTa Poccuiickoi
denepaunmn B chepe oxpaHbl 340p0OBbA OPraHMU3yeTCs Ha3HAYeHME JIEKAPCTBEHHbIX NPENapaToB Ha CPOK
npuvema, paBHbI/ CPOKY €ro Bblesaa 3a npeaenbl TepputTopun cybvekta Poccunitickon ®eaepaummn, nnbo,
YUYMTbIBAA CPOKWU FOAHOCTU MMEIOLLMXCA OCTATKOB NIEKAPCTBEHHbIX MpenapaTos, obecneyeHne TaKoro
60/1bHOrO NEeKAaPCTBEHHbIMM NPenapaTamMmm Ha COOTBETCTBYHOLLMIA CPOK.

CBedeHMsA O KOJIMYECTBE Ha3HAYEHHbIX WAM OTMYLULEHHbIX 60AbBHOMY WAW €ro 3aKOoHHOMY
NpeacTaBMTE/NI0 JIEKAPCTBEHHbIX NpPenapaToB BHOCATCA B PerMoHasibHblit cermeHT ®denepanbHOro
perucrpa.

25. B cnyyae Bble3ga 60sbHOro 3a npegenbl Tepputopun cybbekta Poccuinickon degepauum, B
KOTOPOM OH MpPOXKWBaeT, Ha TeppuTopuio Apyroro cybbekta Poccuiickolr dPeapepaunm Ha CpPOK,
NpeBbIWaoWMii 6 Mecaues, UK B C/ly4ae U3MEHEHUA MeCTa XKUTebCTBa TaKoMy 60/IbHOMY Ha3HayatoTcA
JIeKapCTBEHHbIE MpenapaTtbl Ha CPOK NMpuema He H6osnee ogHOro mecsaua MO0 OpraHM3yeTca OpraHom
rocyapcTBeHHOM BnactTu cybbveKkta Poccuiickot ®egepaumm B chepe oxpaHbl 340poBbs obecneyeHme
Takoro 60/IbHOro IeKaPCTBEHHBIMW NpenapaTaMm Ha CPOK Npuema He bonee ogHOro mecsLa.

CBeaeHUA 0 TaKoM 60IbHOM NoANEXAT UCKIOYEHMIO U3 PerMoHanbHOro cermeHTa ®egepanbHoro
peructpa cybbeKkta Poccuitickoit Pegepauuu, ¢ TeppuUTOpUM KOTOPOTO Bble3xKaeT 601bHON, U Nepeaade (B
TOM uYucne C  MCNoNb3oBaHMEeM  MHOOPMALMOHHO-KOMMYHUKALMOHHbBIX TEXHO/OrMIA)  opraHy
rocyapcreseHHol Bnactu cybbekTa Poccunitickon Pegepauun B chepe oxpaHbl 340p0BbA, Ha TEPPUTOPUIO
KOTOpOro Bbexan 60/1bHOW, AN BKAOYEHUA B permoHanbHblii cermeHT deaepanbHOro perncrpa 3Toro
cybbekTa Poccuiickoit Pepgepaunn.

JaTtolt BKAOYEeHMA cBefeHU 0 BOSIbHOM B PernoHasbHbli cermeHT PeaepasbHOro perncrpa
cybbektom Poccuitickon degepauuu, Ha TEpPpPUTOPUIO KOTOPOro Bbexas b0/ibHOW, ABAAETCA AEHb,
ClefyloWmMini 3a AHEM WCKIOYEHUA CBEAEHWM O HEM W3 PEernmoHasbHoro cermeHta ®eaepanbHOro
pernctpa cybbektom Poccuinckon degepaumm, ¢ TEPPUTOPUN KOTOPOTO Bblexasl 60/1bHOM.



26. OpraH rocyaapcTBeHHOM BacTn cybbeKkTa Poccminckon Peaepaumnm B chepe oxpaHbl 340P0BbA,
C TeppuTopuMM KOTOpPOro Bblexan 60nbHOM, npeactaBaseT (B TOM 4YMCAe C  MCNOJb30BaHMEM
MHPOPMALMOHHO-KOMMYHMKALMOHHbIX TEXHO/MIOMMIA) MO 3anpocy OpraHa rocyAapCTBEHHOM BAaCTM
cybbekTa Poccuiickoit depepauymn B cdepe oxpaHbl 340pOBbSA, Ha TEPPUTOPUIO KOTOPOTrO BbEXaN
60/1bHOM, CBeEHUA O KOIMYECTBE Ha3HAYeHHbIX AN GaKTUYECKM NPeaoCTaBleHHbIX 60bHOMY UK ero
3aKOHHOMY MNpPeACTaBUTENO NEKAPCTBEHHbIX MPEenapaToB B COOTBETCTBMM C MyHKTOM 25 HacToAwwmx
Mpasun.

YTBEpKAEHDI

noctaHoBaeHWem MpaBuTeNbCTBA
Poccuiickoit ®epepauymm

OT 26 HOAGPA 2018 1. N 1416

NPABUNA
BEOQEHUA ®EAEPANILHOIO PEFTUCTPA /UL, 6O/IbHbIX TEMO®U/TNEN,
MYKOBUCLMNA030M, TMNO®PU3APHBIM HAHU3MOM, BONIE3HbIO MOLLE,
3/10KAYECTBEHHbIMW HOBOOBPA30OBAHUAMU NTUMPOUAHOMN, KPOBETBOPHOM
MU POACTBEHHbIX UM TKAHEN, PACCEAHHbIM CKIEPO30M,
FEMO/IUTUKO-YPEMUYECKUM CUHAPOMOM, IOHOLLECKUM APTPUTOM
C CUCTEMHbIM HAYATOM, MYKOMOJINCAXAPU030M I, Il U VI
TUNOB, ANNACTUYECKON AHEMUEN HEYTOYHEHHOW,
HACNEACTBEHHBIM AESULUTOM BGAKTOPOB Il (PUEPUHOTEHA),
VII (NABUNIBHOTO), X (CTIOAPTA - MPAYJPA), UL, NOCNE
TPAHCNNAHTALIUM OPTAHOB U (MN1N) TKAHEN

CNUCOK M3MEHAILWMX AOKYMEHTOB
(8 pea. NoctaHoBneHuA MpaButenbctea PO ot 27.03.2020 N 344)

1. Hactosuwume MNpaBuna ycTaHaBAMBAOT NOPAAOK BeaeHua PeaepasibHOro permctpa anu, 60abHbIX
remopuaven, MyKOBUCLUMAO30M, rmnodmsapHbiM HaHU3IMOM, GonesHbio lole, 3/710KaYecTBeHHbIMMU
HOBOOOpa3oBaHUAMU NMMPONAHON, KPOBETBOPHON U POACTBEHHbIX MM TKaHeW, paccesHHbIm
CKNEepo30M, FeMOIMTUKO-YPEMUYECKMM CUHAPOMOM, HOHOLIECKMM apTPUTOM C CUCTEMHbIM Ha4vyasioMm,
mykononucaxapmgosom |, Il m VI TMnos, annactMyeckom aHemmein HeyTOYHEHHOW, HacnenCTBEHHbIM
aeduumtom daktopos Il (dmubpuHorena), VII (nabunbHoro), X (Ctoapta - Mpayspa), auuy nocne
TPaAHCNAHTALMM OPraHoB U (MAK) TKaHel (aanee cOOTBETCTBEHHO - 60NbHble, PenepanbHbIi perncTp).
(8 pea. NoctaHoBneHua Mpasutensctea PP ot 27.03.2020 N 344)

2. BeageHue deaepanbHOro pernctpa ocyLwecTBAAeTcA B CAeAyolmxX Lensx:

a) obecneyeHmne neKapCcTBEHHbIMU NpenapaTamu a8 MeaUUNHCKOro NPUMEHEHNA, BKAOYEHHbIMM
B YTBEPKAEHHbIN lNpaButensctBom Poccuiickon Pepepaunmn nepeyeHb SIEKAapCTBEHHbIX MPenapaTos,
cbOpMMpPOBaHHbIM B YCTaHOBIEHHOM MM NOpsAAKe (aanee - nekapcTBeHHble npenapaTbl), 60AbHbIX 3a cyeT
Ol0OETHbIX  aCCUTHOBAHWIA, NpeaycCMOTPEeHHbIX B deaepanbHoM  bGiogxkete  MuHUCTepCTBY
34paBooxpaHeHnsa Poccminckon Pegepaumm;

6) MOHUTOPWHT ABUNKEHUA M yYeTa 60/IbHbIX HAa OCHOBAHUK CBEAEHWM, NPeaCcTaBAfEMbIX OpraHamm
rocyfapcTBeHHOM BAacTh cybbekToB Poccuitickolt Pegepaumm B chepe oxpaHbl 340P0BbS;

B) 30 PEKTUBHOE NNAHNPOBAHUNE M PACXOA0BaHNE GUHAHCOBbIX CPeACTB, HanpPaBAAEMbIX Ha 3aKyMNKy
HeobX0AMMbIX IEKAPCTBEHHbIX NpenapaToB ANns obecneyeHna UMM BObHBIX NO MECTY XKUTENbCTBA UK



mecTy npebbiBaHUA (B Caydae ecnun cpok npebbiBaHUA NpesblllaeT 6 mecaues).

3. ®epepanbHbiii peructp sensetca deaepanbHOM MHPOPMALMOHHOM CUCTEMOM, COCTOALLEN U3
PErMoHaNbHbIX CETMEHTOB U COAEP KALLEN CBEAEHUS, MPesyCMOTPEHHbIE MYHKTOM 9 HacToAwwmx Mpasua.

MUHUCTEPCTBO 34paBOOXPaHEHUs Poccuiickon depepaunm aBAseTca onepaTopom 3TOM CUCTEMBI U
obecneunBaert ee becnepeboliHoe PyHKUNMOHMPOBAHME.

4. OpraHbl rocygapcTBeHHOM BacTh cybbekTos Poccuiickon ®epepaumm B chepe oxpaHbl 340p0BbSA
obecneunBatoT BHeceHMe CBeAeHUI 0 6O/IbHbIX B PermoHasbHbiM cermeHT PepepanbHOro perncrtpa B
CPOK, He npeBblWwatowmin 5 paboumx gHel co aHA obpalleHmns 60/1bHOrO C YCTAHOB/AEHHbIM AMArHO30M B
MeAULMHCKYIO OpraHM3aLmio Mo MecCTy ero KUTeNbCTBa AN MecTy npebbiBaHUA (B c/liydae ecan Cpok
npebbiBaHMA NpeBbilIaeT 6 mecales).

BKkatoyeHWe B perMoHanbHblt cermeHT depepanbHOro perucTpa  CBefeHuit o  60/bHbIX
OCYLLECTBNAETCA MeOMLMHCKOM OpraHuMsaumert no MecTy MX »KUTenbCTBa MAM MecTy npebbiBaHuA (B
C/ly4ae ecnun cpoK npebbiBaHMA NPeBbIWAeT 6 MecALEB) Ha OCHOBaHUM MEAUUMHCKUX LOKYMEHTOB (MX
KOMWIM) MAM BBIMUCKM U3 HUX, OTPaXKalolMx cBeAeHus 06 yCTaHOBAEHHOM puarHole u Bblbope
MepPONPUATUIA MO NeYeHUIO NauneHTa. BKatoueHne cBefieHUit 0 60/bHbIX C FEMOSUTUKO-YPEMUYECKUM
CUHAPOMOM, FOHOLIECKMM apTPUTOM C CUCTEMHbBIM Hayasom U myKonoaucaxapuaosom |, Il n VI tunos
OCYLLECTBNAETCA Ha OCHOBAaHUU MEAMULMHCKUX OOKYMEHTOB WAM MX KOMUIA WU BbINMUCKM W3 HMUX,
OTparkatoLLMX cBefeHnsA 06 yCTaHOBAEHHOM AMArHO3e U BblIbope MeponpuATUIA MO NIEYEHUIO NALMEHTA,
NoJly4eHHbIX oT desepanbHON MeaNLMHCKON OpraHM3aumniu.

5. PerynanpoBaHue OTHOLLEHWI, CBA3aHHbIX C BeaeHnem PeaepanbHOro perncrTpa, ocyLectTenfeTcs
B COOTBETCTBMU C 3aKOHOoAaTenbCcTBOM Poccuinickon ®epepaumm o6 mHPopmaumm, MHGOPMaLMOHHBIX
TEXHONOTMAX U O 3almTe MHGOPMaLUK.

6. MUHMUCTEpCTBO 34paBooXpaHeHna Poccuiickoin Pegepaumm 1 opraHbl rocy4apcTBEHHON BAACTU
cybbekToB Poccuiickoit degepaunn B chepe oxpaHbl 340p0BbA 06ecneymBaoT KOHPUAEHLMANBHOCT
cBeAeHUI, cogepalmxca B PeaepanbHOM PErncTpe, a TaKKe XpaHeHWe W 3alLMTy TaKUX CBEAEHUN B
cooTBeTcTBUM ¢ PeaepanbHbIM 3aKOHOM "O NepcoHaNbHbIX AaHHbIX".

7. PasmeweHune uHdpopmaumm B PesepanbHOM PErvCTPe OCYLLECTBASETCA C NPUMEHEHWEM
YCUNEHHOW KBAaNMOULMPOBAHHOM 31EKTPOHHOM noanucu B cootseTcTemm ¢ PeaepanbHbim 3akoHOM 06
3N1eKTPOHHOM nognucun".

8. denepasnbHblit perncTp BedeTcA B 31EKTPOHHOM BMAE C NPUMEHEHUEM aBTOMAaTU3MPOBAHHOM
CMCTeMbl MYTEM BHECEHMSA PErMcTpoBOM 3anMMcU C NPUCBOEHMEM YHUKa/NbHOrO HOMEpPA PEervcTpoBoit
3anuncK 1 yKasaHuem AaTbl ee BHeCeHus.

Mpwn BHeceHnun M3MEHEHU B cBegeHnAa o 60nbHOM AO0/KHbI 6bITb COXpaHeHbI yHVIKaI'IbeII‘a HOMep
pEFMCTpOBOﬁ 3anncun n NCTopmAa sHeCeHUA M3MEHEHUN.

9. depepanbHbIN PEFUCTP COAEPKUT CAeaytoLLMe CBEAEHUS:

a) CTpaxoBOW HOMep MHAMBMAYANbHOIO AMULEBOrO cyeTa 60abHOro B cucteme obHsA3aTenbHOro
NEeHCMOHHOTIO CTPaxoBaHMA (NPM HAANYKMK);

6) damunnuns, ums, otyectso 601bHOTO, a TakKe bamuana, AaHHaA NPU POXKAEHUU;
B) AaTa poxAaeHuA 60/bHOro;
r) non 6osbHOrO;

[) agpec MecTa }UTebCTBa MAN mecTta npebbiBaHusA (B Caydae ecam CPpoK npebbiBaHMA npesbiwaeT



6 MmecsueB) 6onbHOro (c ykasaHuem Koga no O6liepoccMiickomy KnaccudukaTopy 0b6bEKToB
aAMMHUCTPATUBHO-TEPPUTOPUANBHOTO AENEHUR);

e) cepua M HOmep nacrnoprta (CBMAETENbCTBA O POXKAEHWMM) MW YAOCTOBEPEHWMA /IMYHOCTU
60/1bHOTO, a TaKKe AaTa Bbl4auyu YKasaHHbIX AOKYMEHTOB;

) cepus M Homep Noanca 06a3aTesIbHOro MeAULMHCKOro CTPaxoBaHWA 60/1bHOro0 U HAMMEHOBaHWe
Bbl4aBLUEN €ro CTPaxoBON MeAULNHCKOM OpraHusaumu;

3) nHbopmauma 06 MHBANUAHOCTM (B CAyYae YCTAaHOBAEHMA rPYNMbl MHBAAMAHOCTU MAN KaTeropum
"pebeHoK-uHBanuAa");

n) amnarHo3 3abonesaHuA (COCTOAHMA), BKAKOYAA ero Kog no MexayHapoaHon cTaTUCTUYecKoi
Knaccudukaumm 6onesHeinn n npobaem, CBA3aHHbIX CO 3[0POBbEM, @ TaKKe AaTa OCMOTPa 60/IbHOro U
AaHHble 0 AUHaMUKe COCTOAHUS;

K) MHdopmauma O MeAMUMHCKON opraHusauuu (HammeHoBaHWE, OCHOBHOM rocyAapCTBEHHbIN
perucTpaumoHHbiii Homep, Koa no Obwepoccuinckomy KnaccudukaTopy NpeanpuUaTUii U opraHnsauui),
BblAaBLUEN HanpaB/ieHne Ha BKAoUYeHWe cBefeHuit o 60MbHbIX B OeaepanbHblil perucTp (HanpasneHue
Ha BHeceHue U3MeHEeHU B cBeeHusA, coaepalimecs B PeaepanbHom pernctpe (ganee - Hanpasaexue),
a TaKXe u3BelleHMe 06 MUCKNoYeHUU cBeaeHUn o 6onbHbIXx M3 deaepanbHoro perucrtpa (ganee -
n3BelleHne);

N) AaTa BKAOYEHUA cBeaeHMIA 0 60NbHOM M AaTa BHECEHUA U3MEHEHWI B cBeAeHUA 0 6ONbHOM B
depepanbHbIN perncTp;

M) MHOOPMALMA O Ha3HAYEHWUW IEKAPCTBEHHbIX NPenapaTos;

H) MWHPopmauusa 06 OTNycKe NeKapCTBEHHbIX nNpenapaToB (Jata Hayana obecneyeHus
NeKapCTBEHHbIMW NpenapaTaMm 1 GaKTUYECKNI OTMYCK NEKAPCTBEHHbIX MPEnapaTos);

0) daTa MpuHATUA pelleHUAa o6 OKoHYaHWKM obecrnedyeHns NieKapCTBEHHbIMM npenapaTamu C
YyKasaHvem npuunHbl (Bblesg 3a npeaenbl Poccuiickoit degepaumm Ha NOCTOAHHOE MECTO KMTE/IbCTBa
nnnM mecTo npebbiBaHMA (B ciyyae ecnn cpok npebbiBaHMA NpesbilwaeT 6 mecAues), cMepTb 60bHOTO,
OTCYTCTBME MOKa3aHMI K AajibHellemy npMemy JIeKapCTBEHHOro npenaparta) v o nepegaye CBeAEHUN B
apxus degepanbHOro pernctpa;

n) nHbopmaumnsa o BKAOYeHUU BosbHOro B desepanbHblit PerucTp AU, UMeELWMX NpaBo Ha
nosy4yeHne rocyaapCTBEHHOW couManbHOMW MNOMOLWM, U  WHble PErncTpbl, NpeaycMOTPEHHbIe
3aKoHogaTenbcTBoM Poccuickoit ®enepaumm, B uenax obecneyeHma NeKapcTBEHHbIMKU NpenapaTamm 3a
cyeT 6roakeToB HroaKeTHOM cuctembl Poccuiickoin Pepepaumnu;

p) YHMKanbHbIA HOMEpP PErncTpoBOi 3anucu;

C) BbIMUCKa U3 Me,CI,MLI,VIHCKO[;i AOKYMEHTaUMun 60l'leOFO, cogepxalwana ceeaeHnAa 0 Ha3Ha4eHnn
MCNO/1Ib30BaHUNN NEKAPCTBEHHbIX NpenapaToBs.

10. B cnyyae ycTaHoBAeHUA AMarHo3a 3a601eBaHuMA (COCTOAHMA), yKa3aHHOTO B NyHKTe 1 HacToALLmX
MpaBua, AN U3MEHeHUA CBeAEHUN, YKa3aHHbIX B nognyHKTax "a" - "x" nyHKTa 9 Hactoawwmx Mpasua,
MeANLMHCKME OPraHU3aLLmMK, B KOTOPbIX HONbHbIE HAXOAATCA NOA MeAULMHCKMM HabnlogeHnem, B CPOK,
He npeBblwatowmii 3 pabouynx gHen co AHA obpalLeHUA OGO/IBHOrO C YCTaHOB/EHHbIM AWMArHO30M B
MeLMLMHCKYIO OpPraHU3auuio Mo MecCTy KUTeNbCTBA WMAM MecCTy npebbiBaHus (B c/lyyae ecin Cpok
npebbiBaHMA NpeBbIWAET 6 MecaLeB), NPEACTaBAAOT B 3/IEKTPOHHOM BUAE UM HA ByMaxKHOM HocuTe e
HanpaB/IeHUs U U3BELLEHMA B OPraH rocyapcTBeHHOM BnacTu cybbeKkTa Poccuiickoi depepaumm B chepe
OXpaHbl 340p0oBbA N0 GopMme U B NopAAKe, KOTopble yTBepKAeHbl MUHUCTEPCTBOM 34PaBOOXPaHEHUA
Poccuiickoin Pepepaunu.



11. [nAa 3anonHeHUA perMoHanbHOro cermeHta ®PeaepanbHOro perncTtpa OpraHMsauum,
OCYLLECTBAIAIOLME OTNYCK IEKAPCTBEHHbIX MPENapaToB, HA3HAYEHHbIX IeYaALLMM BPayoOM B COOTBETCTBUMU
C NpeaycMOTPeHHbIM NOANYHKTOM "a" nyHKTa 2 HacToAwmx MpaBua nepeyHem, A0 5-ro uncna Kaxaoro
MecALa NpeaCcTaBAAOT B OpraHbl rocyAapcTBeHHOM BnactTu cybbekTtoB Poccuickoint Pepepaunu B chepe
OXpaHbl 340POBbA B 3/IEKTPOHHOM BUAE WAW HA BYMaXKHOM HocuUTene CBefeHUsA 06 OTMyLWEeHHbIX 33
npeaLwecTBYOLNIN MeCAL, N1eKapCTBEHHbIX NpenapaTax.

12. B cnyyae ecnu ceegeHus, npegycMoTpeHHble noanyHkTamu "a", "" n "n" nyHKTa 9 HacToawmx
MpaBwun, He NpeacTaBAeHbl B OpraHbl rOCYAapcTBEHHONM BAacTM cybbekToB Poccuiickoli depepaumm B
chepe oxpaHbl 340pOBbSA, YKa3aHHbIe OpPraHbl BAACTU CAaMOCTOATE/IbHO 3anpaluMBaloT 3TW CBEAEHMUA B
rocyf,apCcTBeHHbIX BHEOOAKETHbIX GOHAAX.

CeefeHuss o 60nbHOM (HanpaBAEHWA, M3BELLEHUA), NPeACTaBAAeMble B 3/1EKTPOHHOM BUAE,
noasiexaT 3aBepeHUt0 3/1IEKTPOHHON MOANUCbIO AO/KHOCTHOIO ML OpraHa rocyfapCcTBEHHOW BAaCTU
cybbekTa Poccuinckoit Pepepaunm B chepe oxpaHbl 340Pp0BbS.

13. B cnyyae Bble3ga 601bHOrO 3a npegensl Tepputopmm Poccunitickoit Pesepaupmm Ha NOCTOAHHOE
MECTO XMUTeNbCTBA MAN MecTo npebbiBaHMA (B CydYae ecamn cpok npebbiBaHMA NpeBbiWaeT 6 mecaues), a
TaK¥Ke B c/lyyae cmepT 60/IbHOro CBEAEHMA O HEM NOA/EKAT apXMBUPOBAHMIO.

YTBEpKAEHDI

noctaHoBaeHWem MpaBuTeNbCTBA
Poccuiickoit ®epepauymm

OT 26 HOAGPA 2018 1. N 1416

NEPEYEHDb
YTPATUBLLUX CUNY AKTOB NMPABUTE/IbCTBA POCCUMCKOWN ®ELEPALIUN

1. NMoctaHoBneHue lMpaButenbctsa Poccuitickon Pepepaunm ot 26 aekabpsa 2011 r. N 1155 "O
3aKyMKax /IeKapCTBEHHbIX NpenapaTos, NpeaHa3HavyeHHbIX 411 obecnevyeHns nnu, 60/1bHbIX remoduanen,
MYKOBUCLMA030M, rmnodmsapHbim HaHU3MOM, 60n1e3HbIO Mowe, 3/10Ka4eCTBEHHbIMMU
HoBOOOpa3oBaHUAMU NMMPONAHOMN, KPOBETBOPHOM U POACTBEHHbIX MM TKaHeW, pacceaHHbIm
CKNepo30oM, NN, MOC/e TpaHcniaHTauMmM opraHoB U (Mnu) TKaHen" (CobpaHue 3aKoHOOATENbCTBA
Poccuinckoit depepaummn, 2012, N 1, ct. 186).

2. MocTtaHoBneHue MpasuTtenbctBa Poccuitickolt deaepauum ot 26 anpens 2012 r. N 404 "06
yTBepaeHuu Mpasun BeaeHuns PenepanbHoOro peructpa auu, 60abHbIX remoduanein, MyKoBUCLUA030M,
rmnodusapHbIM HaHWM3MOM, 6onesHbio Mole, 3/10Ka4yecTBEHHbIMWU HOBOOOPA30BaHUAMKU TMMOULHOMN,
KPOBETBOPHOMW W POACTBEHHbIX MM TKAHEM, PAcCeAHHbIM CKAEpPO30M, /ML, MOCAe TpaHCNAaHTaumu

~“n

opraHoB u (nan) TkaHen" (CobpaHue 3akoHogaTenbcTBa Poccuinickon depepaunm, 2012, N 19, cT. 2429).

3. NyHkTbl 176 1 190 M3MeHeHWI, KOoTopble BHOCATCA B aKTbl [lpaButenbctBa PoccuiicKoi
depepaummn nNo Bonpocam AeAtTenbHOCTM MuHWUCTEepPCTBa 34paBOOXpaHeHns Poccuitckon degepaummy,
YTBEpPXAEHHbIX NocTaHoBeHMem MpasutensctBa Poccuinckon Pegepaunn ot 4 ceHTabps 2012 r. N 882
"O BHeCeHWU M3MeHeHWN B HeKoTopble aKTbl lMpasutenoctea Poccuiickon depepaumm no Bomnpocam
neaTenbHoCTU MwuHucTepcTBa 3paBOOXpaHEHNSA Poccuiickoi depepaunn" (CobpaHue
3aKoHogaTenbcTBa Poccuiickon depepaunu, 2012, N 37, c1. 5002).

4. MocTtaHoBneHue MMpaButenbctea Poccuiickoit Pepepaunmn ot 24 anpens 2015 r. N 389 "O
BHECEHWU U3MEHEHMI B NocTaHoBNeHUe MpaBuTenbcTBa Poccuitickolt Pegepaunm ot 26 aekabpa 2011 .
N 1155" (CobpaHue 3akoHogaTenbcTBa Poccnitickolt ®epepaummn, 2015, N 18, cT. 2709).



5. MoctaHoBneHue MpaButenbctsa Poccuiickont Pepepaunm ot 9 anpens 2016 . N 288 "O BHeceHUH
nsmeHeHmn B [paBuna BegeHna PepepanbHoOro pernctpa auu, 6o0abHbIX  remodunment,
MYKOBMCLMA030M, rmnodusapHbIM HaHM3MOM, 601e3HbIO Mowe, 3/10Ka4YeCTBEHHbIMU
HOBOOOpPa3oBaHMAMKU NUMPONLHOMN, KPOBETBOPHOM M POACTBEHHbIX WM TKaHeW, pPaccesHHbIM
CKNEepo3oM, /WL, NOC/e TPaHCMAAHTAaUMW opraHoB U (uam) TKaHel" (CobpaHue 3aKOHOAATE/NbCTBA
Poccuitckoit depepaumm, 2016, N 16, cT. 2225).

6. MoctaHoBneHune MNpaBuTtenbctBa Poccuiickoint deaepauymm ot 11 asrycta 2016 r. N 784 "O
BHECEHUU U3MEHEHMI B NocTaHoBNeHMe paBuTenbcTBa Poccunitickolt Pepepaunm ot 26 aekabpa 2011 .
N 1155" (CobpaHue 3akoHogaTenbcTea Poccuiickoit Pepepaunn, 2016, N 34, cT. 5242).

7. NoctaHoBneHue [paBuTtenbctBa Poccuitckon ®epepaumm ot 17 anpena 2017 r. N 457 "O
BHECEHUM M3MeHEeHUI B MoN0KeHMEe O 3aKyMnKax JeKapCTBEHHbIX NpenapaTos, NpegHasHa4YeHHbIX s
obecneyeHusa nuu, 60nbHbIX remopuanen, MyKoBMCLUUAO30M, TMNOPU3aPHbIM HAHM3MOM, H0NE3HbIO
lowe, 3710KayecTBEHHbIMWM HOBOOOpPAa30BaHUAMU NUMPOMAHON, KPOBETBOPHOM U POACTBEHHbLIX MM
TKaHeW, pacceaHHbIM CKAEpOo30M, UL, MOoCcAe TpaHcnAaHTauum opraHos M (Mnau) TKaHein" (CobpaHue
3aKoHozaTenbcTBa Poccuiickon depepaunu, 2017, N 17, c1. 2577).
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