NMPABUTENIbCTBO POCCUNCKOW ®EOEPALIUA

NMOCTAHOBIJIEHUE
OoT 26 HosA6pA 2018 r. N 1416

O NOPSAOKE
OPrAHU3ALMU OBECMNEYEHUA NEKAPCTBEHHBLIMU NPENAPATAMU NAL,
BOJIbHbIX FTEMO®UNUEW, MYKOBUCLIMOO30M, TMNO®U3APHLIM HAHU3MOM,
BOJNE3HbIO MOLUE, 3NOKAYECTBEHHLIMWU HOBOOBPA30OBAHUSIMN
NMM®OUOHOW, KPOBETBOPHOW U POACTBEHHbLIX UM TKAHEW,
PACCESIHHbIM CKNEPO30M, FTEMONIUTUKO-YPEMUYECKUM CUHOPOMOM,
IOHOLWECKUM APTPUTOM C CUCTEMHBbIM HAYANOM, MYKONONMUCAXAPUOO30M
1, 11 U VI TUNOB, ANNTACTUMECKOW AHEMUEW HEYTOYHEHHOMW,
HACNEOCTBEHHbIM AE®ULIMTOM GAKTOPOB Il (PUBPUHOTEHA),
VII (MABUITBHOI0), X (CTIOAPTA - MMPAY3PA), AL, NOCIE
TPAHCMAHTALIUU OPIFAHOB U (UNN) TKAHEWN, A TAKXE
O NMPU3HAHUU YTPATUBLLMMU CUITY HEKOTOPBLIX AKTOB
NPABUTENbCTBA POCCUNCKON ®EOEPALIUU

CnMcoK N3MEeHSILWNX JOKYMEHTOB
(B pea. MNMoctaHoBneHun Mpasutensctea PO ot 27.03.2020 N 344,
oT 26.06.2021 N 1025)

B cootBetcTBUM C nyHKTOM 21 Yyactu 2 ctatbn 14 u yactamu 7 - 9 ctatbun 44 degepansHoro 3akoHa "O6
OCHOBax OXpaHbl 300poBbsA rpaxaaH B Poccuinickon ®epepaunn” [MpasutenbctBo Poccuiickon depepaummn
NOCTaHOBNSET:

1. YTBEpPANTb Npunaraemsle:

MpaBuna opraHu3aumm obecnedeHns rnekapcTBEHHbIMM npenapatamm vy, O0mnbHbIX remodunuen,
MYKOBMCLMAO30M, rMnocmsapHblM HaHW3MOM, 6GonesHbto [owe, 3r1oKayecTBEHHbIMW HOBOOGPa3oBaHMAMYU
nMMdONOHON, KPOBETBOPHOM M POACTBEHHbIX UM TKaHeW, pacCesHHbIM CKIepo30M, FeMOSIUTMKO-YPEMUYECKNM
CMHOPOMOM, HOHOLUECKMM apTpuToM C CUCTEMHbIM Havanom, Mykononucaxapugosom I, Il n VI Tunos,
annactuyeckon aHemMmer HeyTOYHEHHOW, HacneacTBeHHbIM pAeduumtom daktopoB Il (pubpuHorena), VI
(nabwvnbHoro), X (CtioapTa - Mpayapa), nvu nocne TpaHcnnaHTaunmM opraHoB 1 (Mnn) TKaHewR;

(8 pea. NoctaHoeneHus MNpasutensctea PP o1 27.03.2020 N 344)

MpaBuna BegeHna ®egepansHOro peructpa nuy, 6onbHbIX remodunmen, MykoBMcLMa030M, rMnodursapHsIm
HaHu3mom, 6one3Hblo [owe, 3MoKayeCTBEHHbLIMU HOBOOOPA30BaHWSAMM  NMMGOUOHON, KPOBETBOPHOW U
POACTBEHHbLIX UM TKaHeW, pacCesiHHbIM CKIIEPO30M, reMOSTUTUKO-YPEMUYECKUM CUHOPOMOM, KOHOLLECKUM apTPUTOM
C CUCTEeMHbIM Ha4danom, mykononucaxapugosom |, Il v VI Tvnos, annacTnyeckon aHemMuein HeyTOUHEHHOW,
HacneacTBeHHbIM geduumTtom daktopos Il (bunbpuHorena), VIl (nabunbHoro), X (CTtioapTa - Npayapa), nvy, nocne
TpaHcnnaHTauum opraHoB u (UNK) TKaHew;

(B pea. MNoctaHoBneHus Mpasutensctea P® ot 27.03.2020 N 344)

nepeyeHb yTpaTuBLLMX cuny akTtoB NpaBuTtensctBa Poccunckon depepaumn.

2. MuHucTtepcTBy 3gpaBooxpaHeHuss Poccunckon Pepepaumm B yCTaHOBMEHHOM 3aKOHOOATENbCTBOM
Poccuiickon ®epfepauun nopsagke ocywlecTBuUTb 3akynky Ha 2019 rog nekapCcTBEHHbIX npenapatoB Ans
NaToreHeTUYeCcKOro neveHnss nul, GONbHbIX FeMOSIMTUKO-YPEMUYECKUM CUHAPOMOM, HHOLUIECKMM apTpUTOM C
CUCTEMHBIM Ha4anom, mykononucaxapngosom I, 11 n VI Tunos, BKMHOYEHHbIX B NEPEYEHD XXM3HEHHO HEOOXOAMMBIX
N BaXKHENLUNX NIEKaPCTBEHHbIX NpenapaTos.

3. MwuHuctepctBy 3apaBooxpaHeHusi Poccuiickon ®Pepepaumm gaBaTb PasbACHEHUS MO NPUMEHEHUIO
npaswrn, yTBEPXAEHHbLIX HACTOSALMM MOCTAHOBIEHNEM.

4. HacTosilee noctaHoBrneHue BcTynaet B cuny ¢ 1 aHBapsa 2019 r., 3a UCKNIOYEHMEM MYHKTa 2, KOTOPbIA
BCTYMNaeT B CUINY CO AHSA obmLmManbHOro onyosIMKOBaHUS HACTOSILLErO NOCTaHOBIIEHUS.



Mpencenatens MNpaButenscTea
Poccuiickon depepaumm
O.MEOBELOEB

YTBEPXOEHDI

noctaHoBreHnem NpaButenscTea
Poccuiickon ®epepavmm

OT 26 Hos10pst 2018 1. N 1416

NMPABUNA
OPrAHU3ALIMU OBECMNEYEHUA NEKAPCTBEHHBLIMU NPENAPATAMU NAL,
BOJbHbLIX FTEMO®UNUEW, MYKOBUCLIMOO30OM, TMNO®U3APHLIM HAHU3MOM,
BONE3HbIO MOWE, 3NOKAYECTBEHHBIMU HOBOOBPA30OBAHUAMU
NMMe®OUOHON, KPFOBETBOPHOW U POOCTBEHHbLIX UM TKAHEWN,
PACCESIHHbIM CKINEPO30M, FTEMONIUTUKO-YPEMUYECKUM CUHOPOMOM,
IOHOLWECKUM APTPUTOM C CACTEMHbIM HAYANOM, MYKOMNONUCAXAPUOO30M
1, 11 U VI TUNOB, ANJTACTUMECKOW AHEMUEW HEYTOYHEHHOMW,
HACNEOCTBEHHbLIM AEDULINTOM GAKTOPOB Il (PUBEPUHOTEHA),
VIl (MABUNBHOIO), X (CTIOAPTA - MPAY3PA), NUL, NOCIE
TPAHCMJTAHTALUU OPIrAHOB U (UNN) TKAHEWN

CnncoK N3MEHSIOLWNX JOKYMEHTOB
(B pen. MoctaHoeneHun MNMpaeutensctea P® ot 27.03.2020 N 344,
oT 26.06.2021 N 1025)

1. Hactosiwme lMpaBuna ycTaHaBnNuBaloT MNOPSAOK OopraHn3auumn obecneyveHns nuu, 60nbHbIX remodunuen,
MYKOBUCLMOO030M, TMNOU3apHbIM HaHW3MOM, OonesHbio [owe, 3noKkavyecTBEHHbIMM HOBOOOpPa3oBaHMAMMU
NMMONAHON, KPOBETBOPHOW UM POACTBEHHbBIX MM TKaHEeW, pacCesHHbIM CKMepOo30OM, reMOSIUTUKO-YpeMUYECKUM
CVHOPOMOM, HOHOLIECKMM apTpUTOM C CUCTEMHbIM Havanom, Mykononucaxapugosom |, Il n VI Tunos,
annacTuyeckon aHemMmen HeyTOYHEHHOW, HacneacTBeHHbiM gedwuumntom daktopos |l (dubpuHoreHa), VI
(nabuneHoro), X (CtioapTa - lNMpayapa), nuy, nocne TpaHcnnaHTauumn opraHoB 1 (Mnu) TkaHen (ganee - 60nbHbIE),
nekapcTBeHHbIMW Mpenapatamu Ans MeOULMHCKOTO MPUMEHeHUs, npegHasHavYeHHbIMW ANs fedYeHus 3Tux
3aboneBaHuii, no yrtBepxaeHHomy [lpaButensctBoM Poccuiickon ®degepaumm MepeydHio  NeKapCTBEHHbIX
npenapaToB, CPOPMUPOBAHHOMY B YCTaHOBMEHHOM UM Nopsake (Janee - nekapCTBeHHble npenaparbl), a Takke
NopsiAoOK U YCIOBUA Nepefayn NekapcTBEHHbIX NpenapaTtoB B cO6CTBEHHOCTb cyobekToB Poccuiickon ®epepaumm.
(B pea. MNoctaHoBneHus Mpasutensctea P® ot 27.03.2020 N 344)

2. WNcTtouHnkoMm dhnHaHCcMpoBaHusA opraHusauuyn obecneveHust BGOMbHbIX NEeKapCTBEHHbIMW MpenapaTaMu
ABNATCA  OlOOXKEeTHble  acCUrHOBaHMSA, MNpedyCMOTpeHHble B dedepanbHoM 6Biogxete  MwuHucTepcTBy
3gpaBooxpaHeHus Poccuickon Pepepauumn 1M nepedvcnsemble  degepanbHOMY  KaseHHOMY  YYpexaeHuio
"®egepanbHbii LEHTP MMAaHUPOBAHMSA M OpraHu3auum nekapcTBeHHoro obecnedeHusa rpaxgan" (goanee -
denepanbHbIN LEHTP) ANS OpraHn3auum 1 NpoBedeHns 3aKyrnok NekapCTBEHHbIX NpenapaTos.

(B pea. MNoctaHoBneHus MNMpasutensctea PO ot 26.06.2021 N 1025)

3. MNpaBo 6onbHoro Ha obecneyeHne rfekapCTBEHHbIMM MNpenapaTtamMy BO3HUKAET CO [AHS BKIOYEHUS
cBedJeHMn O HeM B perMoHanbHbll cermeHT ®PegepanbHoOro peructpa nvd, 6o0nbHbBIX  remodunuen,
MYKOBUCLMO030M, MNOMU3apHbiM  HaHU3MOM, OGonesHbio [owe, 3nokavyecTBEHHbIMM HOBOOGpa3soBaHUAMU
NMMAONAHON, KPOBETBOPHOW U POACTBEHHBIX UM TKaHeW, pacCesHHbIM CKMepo30OM, reMOSIUTUKO-YpPeMUYECKUM
CUHOPOMOM, OHOLIECKMM apTpUTOM C CUCTEMHbIM Hayanom, Mykononucaxapugosom I, Il u VI Tunos,
annactuyeckon aHemMmen HeyTOYHEHHOW, HacneacTBeHHbIM geduumtom daktopos Il (pubpuHorena), VI
(nabuneHoro), X (Ctiwapta - [llpayspa), nuiu nocne TpaHCNNaHTauum OpraHoB W (Mnu) TkaHen (oanee -
depneparnbHbIi perucTp).

(8 pea. MNoctaHoBneHus Mpasutensctea P® ot 27.03.2020 N 344)

Hata BkntoyeHus OOMbLHOrO B pervoHanbHbIl cerMeHT PepeparnbHOro peructpa uKCUMpyeTcs nevalimm
BpayoM B MEOULMHCKOWN KapTe amBynaTopHoro 605bHOro UM UCTopun passutus pedeHka.

4. OpraHnsaumns obecnevyenns ®epepanbHbIM LEHTPOM 3a CYET CpeAcTB heaepanbHoro Gromketa 60MnbHbIX



nekapCcTBEHHbIMU MpenapaTaMy OCYLLECTBASETCA C y4eTOM CTaHOApTOB MEAWMUMHCKOW MOMOLLM, KIMHUYECKUX
pekomeHaaLmMn (MPOTOKOMOB NeYeHNs) U CpedHel KypCoBOWM A03bl JIeKapCTBEHHbIX NpenapaTos.
(B pea. MNoctaHoBneHus MNMpasutenbctea PP ot 26.06.2021 N 1025)

5. OpraHbl rocygapctBeHHon Briactu cybbektoB Poccunckon ®epepaumm B cepe oxpaHbl 340POBbsS HE
nosaHee 1 Hosbpsa Tekyllero roga npeactaenaiT B PefepanbHbI LLEHTP 3a8BKUM Ha NMOCTaBKY MEeKapCTBEHHbIX
npenapaTtoB no dopme, yTBepxaeHHon MuHuCTepcTBOM 3apaBooxpaHeHusi Poccuiickon ®epepaummn (ganee -
3asBKM), C NPUNOXEHNEM O0DOCHOBaHWU Mo Mx obbemy, a Takke nepedYeHb OpraHn3auunin, UMEKLNX NULEH3NI0 Ha
OCYLLIECTBEHME MEONLNHCKOM 1 (unun) cbapmaueBTUYECKON AesATeNbHOCTN B cyObekTax Poccuiickon depepauum
(banee - opraHusauumu-nonydartenu), B LUENAX MOCTaBKU OpraHuM3auusiM-nonyyaTtensiM JieKapCTBEHHbIX
npenapaTos.

(B pea. MNoctaHoBneHus MNMpasutenbctea PP ot 26.06.2021 N 1025)

MoTpebHOCTbL (06BEM NOCTaBkM) B MEKAPCTBEHHOM Mpenapate onpefensieTcss C y4eTOM KIMHUYECKMX
pekoMeHaauui (MPOTOKOMOB neyvYeHus) M cpeaHerd KypCOBOW [03bl fEeKapCTBEHHOro npenaparta ucxoas us
exemMecsyHon pakTnyeckom noTpebHOCTM OONbHBIX B JEKAapCTBEHHbIX Mpenapatax B COOTBETCTBUM CO
CcBedeHMsAIMWN perMoHanbHoro cermeHta ®egepanbHoOro permctpa u HeobxoammocT hopMUpoBaHus 3anaca Ha 15
MecsiLeB.

6. PenepanbHblii LEHTP paccMaTpuBaeT NpeAcTaBleHHbIe 3asiBKM Ha COOTBETCTBUE YCTaHOBEHHON dhopMe,
Ha npegmeT OBOCHOBAHHOCTW 3asiBMeHHbIX OGBLEMOB NEKapCTBEHHbIX MpenapaToB M npu HeoBGXoaMMOCTU
KOPPEKTMPYET MX 1 COrMacoBbIBaeT C BbIHECEHNEM COOTBETCTBYIOLLIErO PeLleHus.

He nosgHee 15 ceHTabpsa Tekywero roga ®degepanbHbli LEHTP MpeacTaBnsieT yka3aHHble 3asBku B
komuccnio MuHucTepcTBa 3gpaBooxpaHeHuss Poccunckon ®epepauum no paccMOTPeHMIO 3asiBOK (panee -
KOMMCCKA) NS NX pacCMOTPEHUS C ydacTuem npegcrasutenen PenepanbHOro LEHTpa, OpraHoB UCMOSTHUTE NIbHON
Bnactn cybbektoB Poccwuiickonn depepaumm (B TOM  4Yucne € UCMNOMb30OBaHMEM  MHAOPMALMOHHO-
TENEeKOMMYHUKALUMOHHBIX TEXHONOrMnM) Ha npeameTr OBOCHOBAHHOCTW 3asiBMIEHHbIX OOBbEMOB IeKapCTBEHHbIX
npenapaToB, WX KOPPEKTUPOBKM MpM HEOBXOAMMOCTU U YTBEPXAEHUS OOBbEMOB MOCTABOK JE€KapCTBEHHbIX
npenapaTos. [lonoxeHne 0 KOMUCCUUN U ee CoCTaB yTBepxaatTca MUHMCTEpPCTBOM 34paBooxpaHeHms Poccuickon
depepauymm.

PaccmoTpeHne 3asiBok, yTBepxgeHune oObemOB MNOCTaBOK M npeactaBneHne B depeparnbHbil LEHTP
cBefeHWn 06 yTBepXAeHHbIX obbemax MOCTaBOK OCYLLECTBAAKTCS komuccuen B TedeHne 30 AHen co AHSA
NOCTyNneHns 3asBoK oT PeaepanbHOro LeHTpa.

CsegeHusa 06 yTBepXAEHHbIX KoMUccHMen obbemax MOCTaBOK fleKkapCTBEHHbIX MpenapaToB HanpaenskoTCs
denepanbHbIM LIEHTPOM B OpraHbl UCNOMHUTENBHOW Bnactn cybbektoB Poccuickon Pegepauunn B chpepe oxpaHbl
300pOoBbs B TeueHne 3 paboumnx AHen co AHS NOCTYNNeHUst CBeAeHWUI OT KOMUCCUN.

(n. 6 B peqa. MNMoctaHoBneHud MNpasutensctea PO o1 26.06.2021 N 1025)

7. O6beM NocTaBOK NeKkapCTBEHHLIX NpenapaTtoB opmupyeTcss B npegenax OmKeTHbIX acCUrHOBaHWN,
NpeayCcMOTPEHHbIX B dheepanbHOM 3akoHe O heaepanbHoOM GrogkeTe Ha COOTBETCTBYHOLWMIA (DPUHAHCOBLIN o4 U
NNaHoBbIA nepuog, M NUMMUTOB OlogKeTHbIX 0083aTenbCcTB, OOBEAEHHbIX B YCTAaHOBIIEHHOM Mopsigke Ao
MwuHncTepcTBa 3gpaBooxpaHeHms Poccuiickon defepalm Ha 3akyrnKy nekapCTBEHHbIX Npenapartos.

8. B cootBeTcTBMM C OOGbeMamMu MOCTABOK MeKapCTBEHHbIX MpenapatoB, YTBEMKAEHHbIMW OpraHamu
rocygapcTtBeHHon Bnactu cybbektoB Poccuiickon ®epepaunn B cdepe oxpaHbl 340POBbSA C yY4ETOM peLUeHUs
komuccum, ®depeparnbHbll LEHTP B YCTAaHOBIEHHOM 3akoHogaTenbcTBOM Poccuiickon ®epepauum nopsake
OCYLLEeCTBMAET 3aKyrnKy feKapCTBEHHbIX NpenapaTos.

(8 pea. NoctaHoenenus MNpasutensctea PP o1 26.06.2021 N 1025)

MwuHncTepCTBO 3apaBooxpaHeHus Poccuiickon Pepepaumm exxerogHo nsgaeT akT O CorniacoBaHum nepegaydn
depneparnbHbIM LIEHTPOM 3aKyniiEHHbIX B COOTBETCTBUM C HacToswmumu MpaBunaMm nekapCTBEHHbIX NpenapaTos
opraHam rocygapcTBeHHOM BnacTu cyobekTtoB Poccuiickon Penepaumm B coepe oxpaHbl 340pOBbS.

(ab3ay BBegeH MoctaHoBneHnem MNpaButensctea PP ot 26.06.2021 N 1025)

9. lMocTaBWMKM nekapCTBEHHbIX MNpenapaToB, OnpeferieHHble B COOTBETCTBUWM C 3aKkoHOAaTenbCTBOM
Poccuiickon ®epepauun, npegctaenaiot B dedepanbHbli LEHTP OMOPMIIEHHbIE B YCTAHOBMIEHHOM MoOpsiaKe
OOKYMEHTbI, nogTeepxaatolmne hakT nonyyeHus opraHmsauusaMum-nonydartensaMm nekapcTBeHHbIX npenapartos, B
TOM YuCrie HaknagHble U akTbl puema-nepenayn nekapcTBeHHbIX NpenapaTos.



(B pea. MNocTtaHoBneHus MNMpasutenbctea PO ot 26.06.2021 N 1025)

10. ®epepanbHbIl LUeHTp B TeveHue 10 paboumx gHeEN co AHs MOCTYNNEHWs akTa npuema-nepegayu
NPUHUMAET Ha y4eT NekapcTBEHHbIE npenapaTthl U M3gaeT pacrnopsagutenbHble akTbl O Nnepegade nekapcTBEHHbIX
npenapaToB OpraHam WCNOMHUTENBHOM Bnactu cybbekToB Poccunckon depepauun, onpeneneHHbIM BbICLLMM
OOMKHOCTHBIM NuuoM cybbekta Poccuinckon ®degepauun (pykoBOAMTENEM BbICLLErO MCMNOMHUTENBHOIO OpraHa
rocygapcTtBeHHon Bnactu cybbekta Poccuiickon ®egepaunn) (danee - ynonHOMOYEHHbIE OpraHbl), C ykasaHueMm
HOMEHKNATYpbl, KONIMYECTBA U CTOMMOCTU JIEKAPCTBEHHbBIX NPEenapaToB B OTHOLLIEHUW KaXAOro YrorHOMOYEHHOro
opraHa.

(B pea. MNoctaHoBneHus MNMpasutenbctea PP ot 26.06.2021 N 1025)

11. depepanbHbli LEHTP B TedeHMe 5 paboumx OHe €O AHS M3OaHus pacnopsguTeNnbHOro akra,
npeaycMoTpeHHoro nyHkTom 10 HacToswmx MNpaBun, HanpaBnsieT B YNOTHOMOYEHHbIE OpraHbl (B 2 3Kk3emnnspax)
u3BeLleHne O MOoCTaBke EKapCTBEHHbIX NpenapaTtoB M akT npuema-nepegayun, MOAMUCaHHblE AUPEKTOPOM
(ynonHomoueHHbIM nuuom) PefepanbHOro LeHTpa.

(B pea. MNoctaHoBneHus MNMpasutenbctea PP ot 26.06.2021 N 1025)

12. YNonHOMOYeHHble opraHbl B TeyeHne 5 paboumx AHen CO OHSA NOMyyYeHUs U3BeLleHUs O MNocTaBke
nekapCTBEHHbIX NpenapaTtoB W akTa npuema-nepegadv, npegycMOTpeHHbIX nyHKTom 11 Hactoawwmx [Mpaswn,
MOANUCLIBAOT M 3aBepstoT nedaTtbio oba ak3emnnsapa u3BeLLeHns O NOCTaBKe NeKkapCcTBEHHOro npenapaTa n oba
3K3emnnsipa akta npuema-nepegadn, nocrie 4ero Bo3BpawawT B PeaepanbHbli LEHTP OAMH  3K3eMMnsp
yKa3aHHOTO M3BELLEHNS 1 OAMH 9K3EMNIIAp akTa npuema-nepegayu.

(B pea. NoctaHoenenus MNpasutensctea PP ot 26.06.2021 N 1025)

13. YNONHOMOYEHHbIV OpraH Ha OCHOBAaHMKU akTa npuema-nepefadv nNpvHUMaeT Ha y4eT NeKapCTBEHHble
npenapaTbl U B TedeHne 5 paboumx AHeNn Co AHSA NOoMyyYeHus akTa npuema-nepegadv usgaeT pacropsavTenbHbIv
akT O nepepadve JreKapCTBEHHbIX MNpenapaTtoB OpraHuM3auusiM-nonyvaTensMm C ykasaHMem HOMEHKNaTypbl,
KOnM4ecTBa U CTOMMOCTW NeKapCTBEHHbIX MpenapaToB B OTHOLLEHWUMW KaXaon opraHnsauuun-nonyyarens.

14. OpraHvsauyuu-nonyyatenn B TedeHune 2 paboumx [OHEN CO [AHA  MNOMyYeHUss [OOKYMEHTOB,
noaTBEPXKAAOLWNX Nepedadvy MM fieKapCTBEHHbIX NpenapaTtos, MPUHUMAIOT NeKapCTBEHHble MpenapaThl Ha y4erT,
obecneyunBatoT UX COXPaHHOCTb U LiefieBoe NCMOoNb3oBaHMe.

15. degepanbHbii LEHTP B ycTaHOBNEHHOM MWHMCTEPCTBOM 3apaBooxpaHeHus Poccunckon depepaunmn
nopsigke OCYLLEeCTBNAET MOHUTOPWHI OBWXEHUS M yyeTa NekapcTBEHHbIX npenapaTtoB B cybbektax Poccuiickon
degepaumn, goBoauTt OO0 CBeAEHMS YNOMHOMOYEHHbIX OPraHoB MOMYyYeHHble MO pe3ynbTataM MOHUTOPUHIa
OaHHble, B TOM 4YuCre CBeOeHVs O HOMEHKIaType, KONM4ecTBe M CTOMMOCTM feKapCTBEHHbIX npenapaTtos, 00
OTCYTCTBMM NOTPEOHOCTU B OTAENbHbLIX fEeKapCTBEHHbIX MpenapaTtax nmMbo O NOSABMEHUW [OMNOMHUTENbHON
noTpebHOCTU B NekapCTBEHHbIX Mpenapatax B CBA3W C M3MeHeHneMm B cybbekte Poccuickon ®depepauun
YNCMNEHHOCTN BOSbHBIX, M3MEHEHUAMW B Ha3HaYeHNAX MeAULMHCKMMU paboTHUKaMM NeKkapCTBEHHbIX NpenapaToB
GornbHbLIM M cornacoBbiBaeT nepepacrnpenefieHne nekapcTBeHHbIX npenapaTtoB Mexay cybbektamu Poccuiickon
denepaumm.

(B pea. MNoctaHoBneHus MNMpasutensctea P® ot 26.06.2021 N 1025)

16. MNepepaya nekapCTBEHHbIX MpenapaTtoB ofHUM cybbekToMm Poccuiickon Pepepaummn B cO6CTBEHHOCTb
apyroro cybwekta Poccuiickon ®degepaumm  OCyLLECTBNSIETCA Ha OCHOBaHWM akTa npuemMa-nepegadu.
depgepanbHbIl LEHTP yBeOOMIAETCS O nepedade NekapcTBeHHbIX npenapatoB B 10-AHEBHbLIW CPOK nocre
NoAnucaHns akTa npuema-nepegadu ynosIHOMOYEHHbIMU OpraHamu.

(B pea. MNoctaHoBneHus MNMpasutensctea P® ot 26.06.2021 N 1025)

17. ®epepanbHbli LEHTP exekBapTanbHo, Ao 10-ro yucna mecsua, crnefyollero 3a OTY4eTHbIM KBapTanom,
NpeacTaBnsieT CBeAeHWss O nepefjadye IekapCTBEHHbIX npenapaTtoB cybwekty Poccuiickon ®epepauun un
COrnacoBaHHbIX MepepacnpeneneHusx NekapCTBEHHbIX NpenapaToB Mexay cybvektammu Poccuiickon ®epepauum
B ®epnepanbHyto cnyx0y nNo Hag3opy B chepe 30paBOOXPaHEHUS B LENAX OCYLLECTBIEHNS] KOHTPOIS 3a LIENEBbIM
NCNonNb30BaHNEM INeKapCTBEHHbIX MpenapaTtoB, a Tawkwke B MUWHUCTEpPCTBO 3a4paBooxpaHeHuss Poccuinckon
degepaumm.

(n. 17 B pea. NoctaHoBneHus MNpasutensctBa PO o1 26.06.2021 N 1025)

18. B uensax obecnevyeHnss OOMbHbIX fEKApPCTBEHHLIMU MpenapaTtamMm B MOPsiAKe, YCTAHOBIIEHHOM
3akoHogartenscTBoM Poccuiickon depepaumm, OCYLLECTBISETCA Ha3HAYEeHUE JeKapCTBEHHbLIX MpenapaToB U
odopmIieHne peLenToB Ha NEKapCTBEHHbIE NpenapaThbl.



19. lpu HasHayeHuM 6ONLHOMY fEeKapCTBEHHbIX MNpenapaToB fevaliMi Bpad WHOpMUpYyeT ero o
BO3MOXHOCTW MOJIyYEHMS MM COOTBETCTBYHLUMX JIEKAPCTBEHHbIX npenapatoB 6e3 B3MMaHWs Mnatbl B
COOTBETCTBUM C 3aKoHogaTenbCcTBOM Poccuiickon ®egepaumn.

20. B uensx guHamuyeckoro HabnwogeHus 3a 6onbHbIM M cOBnOAEeHUS NepUOANYHOCTM MOCELLEHNS UM
MEAULUWHCKOM OpraHM3auum rnevawum BpayvoM oOnpenensieTcs KONMMYecTBO JIeKapCTBEHHOro npenapara,
€ANHOBPEMEHHO 0OOPMITEHHOIO Ha peuenTypHoM GraHKke B COOTBETCTBUM C PEKOMEHAOBAHHOW CPeAHECYTOYHON
KypPCOBOW 0301 U CPOKOM, Ha3Ha4YeHHbIM 4151 MOCELLEHMS.

21. MeguumHckass opraHusauus npegoctaBnseT OOMbHOMY WM ero  3akOHHOMY MpeacTaBuTENto
WHpopmaumio 06 opraHusaumsix, PacrnonOXEHHbIX B rpaHUUax MyHMUMNanbHOro obpa3oBaHuMst MO  MeCTy
XUTenbCTBa MNM MecTy npebbiBaHWs (B cnydyae ecnv cpok npebbiBaHus npeBbiaeT 6 mecsaues) 60MbHOMO u
ocyLecTBAsOWUX BecnnaTHbIN OTMNYCK NeKapCTBEHHbIX NpenapaToB, Ha3HaYeHHbIX nevalmmM BpavyoM.

22. lMNMocne BkNoYeHUss 60MNbHOrO B perMoHanbHbIn cermeHT deaepanbHOro permctpa HasHadeHne U OTnycK
€My UINN ero 3aKkOHHOMY NpPeaCcTaBUTENIO NIEKAPCTBEHHbIX NpenapaToB OCYLLECTBASIETCA B CPOK, HE NPEBbILLAOLLMNA
20 pabounx OHeN Co OHS BKIKOYEHMS.

23. Opranunsauus obecneyeHns NekapcTBEHHbIMM NpenapaTaMmmn 60MbHbIX, MPOXUBAKLLMX B CTaLUMOHaAPHbIX
opraHudaumax couunanbHOro Oﬁcﬂy)KVIBaHI/IH nnn 0T6bIBa}0LIJ,VIX HakKa3aHue, CcBA3aHHOEe C nuLleHnem CBOGOJJ,bI,
OCYLLIECTBMSIETCS COOTBETCTBYIOLLIEN OpraHn3aumnen.

24. B cny4yae Bble3ga 6onbHOro 3a npeaensl Tepputopumn cyobekta Poccuiickon Pegepauun, B KOTOPOM OH
NpoXuBaeT, Ha TeppuTopuio Apyroro cyobekta Poccuiickon degepaunm Ha CpoK, He MpeBbiwarwmnin 6 mecsaues,
Takomy OOnMbLHOMY OpraHoM rocygapcTBeHHoW Bnactu cybwbekta Poccuickon ®egepauum B cdepe oxpaHbl
3[,0pOBbsi OPraHU3yeTCH Ha3Ha4YeHne NekapcTBEHHbIX NpenapaToB Ha CPOK NMpuMema, paBHbIA CPOKY ero Bble3ga 3a
npeaensl Tepputopun cybbekta Poccunckon depgepaumm, nnbo, yuntbiBas CPOKU rOAHOCTM MMEIOLLIMXCSH OCTaTKOB
nekapcTBeHHbIX npenapaTtoB, obecneyeHne Takoro OGONbHOTO  fEKapCTBEHHbIMM  Mpenapatamu  Ha
COOTBETCTBYHOLLNIA CPOK.

CBefeHnst 0 KONMMYEecTBE HasHaAYEeHHbIX UIK OTNYLWEHHbIX 6oanomy nnm ero 3akoHHoOMy npencrtaBuUTeEso
JNIeKapCTBEHHbIX NMpenapaToB BHOCATCA B perI/IOHaJ'IbeIl7I CermMeHT tbep,epaanoro perncrpa.

25. B cny4ae Bble3ga 60onbHOro 3a npegensl Tepputopun cybbekta Poccuinckon ®egepauun, B KOTOPOM OH
NpOXUBaeT, Ha TeppuUTopuIo Apyroro cydbekta Poccunckon degepaumm Ha Cpok, NpeBbilaoLWwni 6 mecaues, Unm
B Cry4ae M3MEHEHUS MecTa >XUTernbCTBa TakoMy GOMbHOMY HasHa4yalTCHA NeKkapCTBEHHble npenapaTtbl Ha CPOK
npuema He Gornee ogHOro mecsita nNMbo OpraHn3yeTcs opraHoM rocyaapCTBEHHOW Bnactu cybbekta Poccuiickon
®epepaumn B chepe oxpaHbl 300poBbsi obecneyeHne Takoro GOMNbHOro fekapCcTBEHHbIMW Npenaparammn Ha Cpok
npuema He Gonee ogHoOro mecsua.

CefieHus 0 TakoM BONBHOM NoAnexar UCKIIYEHMIO U3 pernoHanbHoro cermeHTa ®PefepanbHoro perncrpa
cybbekta Poccunckon depepaumu, ¢ TEPPUTOPUN KOTOPOro BbledkaeT BonbHOW, U nepegadve (B TOM yucrne C
NCrnonb3oBaHMeM MH(OPMaLNOHHO-KOMMYHUKALMOHHBIX TEXHOMOIMIN) OpraHy rocygapCTBEHHON BNacTu cybbekTa
Poccuiickon ®egepaunm B chepe oxpaHbl 300pOBbs, HA TEPPUTOPUIOD KOTOPOro Bbexan B0MnbHON, ANs BKITHOYEHMUS
B pernoHanbHblii cermeHT PefeparnbHoro permctpa atoro cyobekta Poccuiickon ®egepaunn.

[aTton BkNOYeHUs1 cBegeHnin 0 GONbHOM B pervoHanbHbli cermeHT defepanbHoro permcrpa cyobekTom
Poccuiickon depepauumu, Ha TEpPpUTOPUIO KOTOPOro Bbexan OGOonbHOW, sBNSEeTCA OeHb, Cnefyrlun 3a gHem
WCKMIOYEHNSA CBeOeHVWA O HEeM U3 pernoHanbHoro cermeHta PepgepanbHoro perncrpa cybbektom Poccuiickon
denepaumu, c TEPPUTOPUN KOTOPOTO Bblexarn GONbHOM.

26. OpraH rocygapcTBeHHoW Bnactu cybbekta Poccuiickon depepaumm B cdepe OxpaHbl 300POBbS, C
TEpPpUTOPUM KOTOPOro Bblexan OGonbHOW, NpefcTaBnsieT (B TOM 4ucrie C UCMNonb3oBaHWEM MHGOPMAaLMOHHO-
KOMMYHMKaLMOHHBLIX TEXHOJSOMMI) MO 3anpocy opraHa rocygapCcTBEHHOM BnacTu cybbekta Poccuiickon ®enepauun
B coepe OXpaHbl 300POBbsl, HA TEPPUTOPUID KOTOPOro Bbexan OOMbHON, CBeAeHUS O KONMYEeCTBEe Has3HauYeHHbIX
UnNun pakTMYeCKn NpefoCTaBeHHbIX HONBHOMY UMW €ro 3aKOHHOMY MPEACTaBUTENIO NTEKAPCTBEHHbIX NPENapaToB B
COOTBETCTBUMU C MYHKTOM 25 HacToswmx [Npasun.



YTBEpXKOEHbI

noctaHoerneHuem lNpaBuTtenscTea
Poccunckon depepaunn

OT 26 Hos16ps 2018 1. N 1416

NMPABUNA
BEOEHUA ®EOQEPAINIbHOIO PEFUCTPA JIUL, BOJIbHbIX FTEMO®UIUEN,
MyKOBUCLMOO30M, TMNO®U3APHLIM HAHU3MOM, BONE3HbLIO INOLUE,
3NIOKAYECTBEHHbLIMM HOBOOEPA30BAHUAMU NMIMM®ONOHON, KPOBETBOPHOM
W POOACTBEHHbIX UM TKAHEW, PACCESIHHbIM CKIIEPO30M,
FrEMONIMTUKO-YPEMUYECKUM CUHOPOMOM, IOHOLWWECKUM APTPUTOM
C CUCTEMHbIM HAYAJITOM, MYKOIMNOJIMCAXAPUOO3OM I, Il U VI
TUNOB, ANNTACTUYECKOWU AHEMUEWN HEYTOYHEHHOMW,
HACNEACTBEHHbIM AE®ULUTOM ®AKTOPOB Il (PUBPUHOIEHA),
VIl (MABUITbHOTIO), X (CTIOAPTA - MPAY3PA), INIUL, NMOCNE
TPAHCMJIAHTALIUM OPIFAHOB U (MNWN) TKAHEN

Cnncok N3MEHSIOLLNX JOKYMEHTOB
(B pea. MNMoctaHoBneHun MNpaeutensctea PO o1 27.03.2020 N 344,
oT 26.06.2021 N 1025)

1. Hactosawme [paBuna ycrtaHaBnuBalwT nopsaok BedeHus degepanbHOro peructpa nuvy, OGOnbHbIX
remocpunuen,  MyKOBMCUMOO30M,  runodusapHbiM  HaHM3MOM, OonesHbio [owe,  3nokayeCTBEHHbIMMU
HOBOOOpa3oBaHNAMM NUMEONAHOW, KPOBETBOPHOW W POACTBEHHBIX WM TKaHeW, PacCesiHHbIM CKIepPO30M,
reMONUTUKO-YPEMNYECKM CMHOPOMOM, HOHOLLIECKMM apTPUTOM C CUCTEMHBIM Hayasnom, Mykononmcaxapugosom |,
I n VI Tunos, annactMyeckoM aHemMmen HeyTOYHEHHOW, HacneacTBeHHbIM geduuntom daktopos |l
(cpubpwuHoreHa), VIl (nabuneHoro), X (CtioapTa - lNpayapa), nvy, nocne TpaHCnaHTauun opraHoB U (Mnn) TKaHen
(Oanee cooTBeTCTBEHHO - bonbHble, DefepanbHbI PErnCTp).

(B pea. NoctaHoeneHus MNpaeutensctea PP o1 27.03.2020 N 344)

2. BegeHue denepanbHOro pernctpa ocyLecTBNAeTCA B Creayolwmx Lensx:

a) obecrneyeHne nekapcTBEHHbIMW npenapartamum Ans MEAUMUMHCKOrO MNPYMEHEHWS, BKIIOYEHHbIMU B
yTBepXAeHHbIN  lMpaButensctBom  Poccuiickon  depepaumm  nepedeHb  fleKapCTBEHHbIX  MpenapaTtos,
COPMMPOBaHHBIA B YCTAaHOBMEHHOM WM MOpsidke (Oanee - NekapCTBeHHble npenapatbl), GOnbHbIX 3a cyeT
GrOOKETHbIX acCCUrHOBaHMIN, MPeayCcMOTpeHHbIX B begepanbHoM 6Grogxkete MuHMCTEpPCTBY 34paBOOXpaHEHMs
Poccuiickon ®epgepaumn 1 nepeyncnsemblx degepanbHOMYy KaseHHOMY yupexaeHuto "degepanbHbld LEHTP
NNaHUPOBaHUA WM OpraHu3auum nekapcTBeHHoro obecnevyeHusa rpaxgaH" (ganee - depepanbHbii LEHTP) And
opraHm3aumm u NpoBeAEeHNS 3aKynoK NeKkapCTBEHHbIX NpenapaTos;

(8 pea. NoctaHoenenus MNpasutensctea PP o1 26.06.2021 N 1025)

©) MOHWUTOPUHI OBWXEHUST U ydeTa OOMbHbIX Ha OCHOBAHWW CBEAEHUN, MNPEeACTaBMsiEMblX OpraHamu
rocygapCcTBeHHON BrnacTu cyobekToB Poccuiickorn ®enepauun B cdhepe oxpaHbl 340POBbS;

B) adpdbekTMBHOE nNnaHMpoBaHMEe M pacxofoBaHve (PUHAHCOBLIX CPeACTB, HampaBfseMblX Ha 3akyrnky
HeobX0AMMbIX NEeKapCTBEHHbIX npenapaToB Ans obecnevyeHns MmMu BOMbHbIX MO MECTY XWUTENbCTBa MM MECTY
npebbiBaHWs (B criydae ecnv cpok npebbiBaHUs NpeBbIaeT 6 mecsaues).

3. ®depepanbHbli  perucTp saBnsetca  denepanbHoOM  UHPOPMAUMOHHON CUCTEMOM, COCTOALLEN U3
pervoHanbHbIX CErMEHTOB 1 COAEpPXKaLLen CBeAEHUS, NPeAYCMOTPEHHbIE NYHKTOM 9 HacToswwmx Mpasun.

MwuHucTepcTBO 3apaBooxpaHeHus Poccuiickon Pepepauumn sBnseTcA oOnepaTtopoM 3TOW CUCTEMbI U
obecneunBaeT ee GecnepebonHoe PyHKLNOHMPOBAHKE.

MuHucTepcTBO 3apaBooxpaHeHns Poccuiickoin ®epgepauum obecneunBaeT PefepanbHOMy LEHTPY AOCTYN K
nHdopmaLmm, conepxalleics B GegepansHOM perucTpe.
(ab3au BBegeH NoctaHoBnennem Mpaeutenscrea PP ot 26.06.2021 N 1025)

4. OpraHbl rocygapcTBeHHon Bnactn cybbektoB Poccuiickon Pepepauumn B cdepe OxpaHbl 300pPOBbS
obecne4ynBaloT BHeceHMe cBefeHWiA 0 BOMbHLIX B pervoHanbHbli cermeHT PefepanbHOro perncrpa B CpPoK, He



npeebilaroWwmin 5 pabounx AHen co OHS o6palleHUss BONbHOro C YCTAHOBMEHHbLIM OMArHO30M B MeOWLMHCKYHO
opraHM3aumo No MecTy ero XXMTenbCcTBa UM MecTy npebbiBaHus (B criydae ecnv cpok npebbiBaHWUs NpeBbIaeT 6
MecsLeB).

BkntoyeHne B pernoHanbHbin cermeHT depepanbHOro peructpa cBefeHuin 0 BOMbHbIX OCYLLEeCTBNAETCS
MEeOMLIMHCKON opraHusaumern no MecTy uUx XutenbcTBa unu Mecty npebbiBaHua (B cnyyae ecnv cpok npebbiBaHns
npeBbIlWaeT 6 MecsueB) HA OCHOBaHUN MEOMUUHCKMX OOKYMEHTOB (MX KOMUIM) UMK BbIMUCKA U3 HUX, OTpaXaroLmx
cBefeHus 06 yCTaHOBMNEHHOM AMarHo3e v Bbibope MeponpusaTuin no fievyeHnto naumeHTa. BknoyeHne ceegexmn o
OONbHBIX C TEeMOSIMTUKO-YPEMUYECKMM CUHOPOMOM, HOHOLIECKMM apTPUTOM C CUCTEMHBIM Hadanom W
Mykononucaxapugosom |, 1l n VI Tmnos ocyLecTBnsieTca Ha OCHOBaHUN MEOULMHCKUX OOKYMEHTOB MMM UX KOMWI 1
BbIMWCKN M3 HUX, OTpaXKalLlMx cBefeHust 06 ycTaHOBMNEHHOM AuarHo3e W Bblbope MeponpusaTiiA Mo NEeYEeHuto
nawumeHTa, Nony4YyeHHbIX oT deaeparnbHON MeOULMHCKON OpraHu3auun.

5. PerynupoBaHvne OTHOLLUEHUN, CBs3aHHbIX C BeaeHveM deaepanbHOro peructpa, OCyLlecTBnseTcd B
COOTBETCTBMM C 3akoHoAaTensCcTBOM Poccunckon ®epepauun 06 nHgpopmaumm, MHPOPMaLNOHHBIX TEXHONOMMSAX U
0 3awuTe MHopMauuun.

6. MuHuctepctBo 3gpaBooxpaHeHna Poccuinickon ®epepauunn, PepepanbHblii  LEHTP WM Opradbl
rocygapctBeHHom Bractu cybbektoB Poccunckon ®denepaumm B cdepe OxpaHbl 300poBbA obecneymsatoT
KOH(pMAeHUManbHOCTb CBEAEeHUI, coaepxawmxca B PegepanbHOM perncTpe, a Takke XpaHeHue U 3alnTy Takmx
cBefdeHun B cooTBeTCcTBMM C PegepanbHbiM 3akoHOM "O nepcoHanbHbIX AaHHbIX".

(B pea. NoctaHoenenus MNpasutensctea PP o1 26.06.2021 N 1025)

7. PasmeweHune unHdopmauun B PegepansHOM perncTpe OCYLLECTBNSETCA C MPUMEHEHMEM YCUIIEHHOW
KBanM@@ULUNPOBaAHHON 3MEeKTPOHHOM noanucu B cooTBeTcTBUM ¢ PepepanbHbiM 3akoHOM "OO6 3MeKTPOHHOM
nognucun".

8. ®epepanbHbIn perncTp BeAeTCsl B 3MNEKTPOHHOM BUAE C MPUMEHEHMEM aBTOMAaTM3MPOBAHHOM CUCTEMBI
nyTeM BHECEHMS PErMCTPOBOW 3anUCU C MPUCBOEHUEM YHUKArNbHOrO HOMepa PErmcTpoBOW 3anncyu U yKasaHuem
JaTbl ee BHECEHUS.

Mpn BHECEHWM W3MEHEHW B cCBedeHMs O OONbHOM [OOMMKHbI OblTb COXPaHEHbl YHUKambHbLIA HOMEpP
PErncTpoBON 3anncu N UCTOPUS BHECEHNST UBMEHEHUIA.

9. depfeparnbHbI PEMUMCTP COAEPXKMUT crieayoLlmne CBeaeHUs:

a) CTpaxoBOW HOMep MHAMBWAYarbHOro NUUEBOro cyeTa 60MbLHOrO B cucteme 06A3aTeNilbHOr0 NEHCMOHHOTO
CcTpaxoBaHug (Npu Hannunu);

0) dbamunus, nms, ot4ecTBo BOMLHOrO, a Takke hamMunus, JaHHasa NPU POXAEHNUN;
B) gata poxageHus 60nbHoro;
r) non 60nbLHOro;

A) agpec MecTa xuTenbCcTBa MnM Mecta npebbiBaHusA (B crnyyae ecnu cpok npebbiBaHusA npeBbllwaeT 6
mecsiueB) bonbHoro (¢ ykasaHueMm kopga no O6LiepoccuickoMy knaccudukatopy OObLEKTOB afMUHUCTPATUBHO-
TeppuUTOpManbHOro AeneHns);

e) cepna n HoMep nacnopta (CBVID,eTeJ'IbCTBa (0} pO)Kﬂ,eHVIVI) nnn yagoctoeepeHuna nn4HoCcTu 6onbHoro, a
TakKke aata BblAa4yn yKa3aHHbIX JOKYMEHTOB;

X) cepusi U HOMep nonuca 06s3aTenbHOro MEAMLIMHCKOro CTpaxoBaHus GOMbHOO W HaMMeHoBaHue
BblOaBLUEl ero CTPaxoBon MeaULIMHCKON opraHnsauuu;

3) MHdopmauus o6 wuHBanuaHocTW (B Cryyae YCTaHOBMNEHWS rPyMnbl WMHBaNUMAHOCTM UMM KaTeropuu
"pebeHok-nHBanna");

W) [aunarHo3 3aboneBaHust (COCTOsIHMSA), BKMovas ero kog no  MexayHapoOHOW  CTaTUCTUYECKOWN
knaccudukaumm 6onesHelr U Npobnem, cBaA3aHHbIX CO 3J0POBLEM, a TakkKe AaTa ocMoTpa 60MbHOro U AaHHbIE O
ANHaMWNKe COCTOSAHMS;



K) uWHdopmauus O MeOMLMHCKOW opraHusaumm  (HavMeHOBaHWe, OCHOBHOW  rocydapCTBEHHbIN
perncTpaumoHHbIn HomMep, kog no ObLepoccMnckoMy KnaccudukaTopy NpeanpusiTuini U opraHm3auunin), BblgaBLUEN
HanpaBfeHWe Ha BKIOYeHWe cBefeHun o BGonbHbix B PepepanbHbii pernctp (HanpasBrneHue Ha BHECEHUe
NU3MEeHeHWI B CBeAeHUs, coaepxalwimecsa B deaepanbHoM perncTpe (ganee - HanpaeneHue), a Takke U3BeLleHne
06 ncknoyeHnn ceeaeHnii 0 BonbHbIX N3 degepanbHOro peructpa (ganee - nsseLleHue);

n) garta BKMAYEHWs cBedeHun o 6ONbHOM WM JaTta BHECEHUA WU3MEHEHWU B cCBefeHus O OOnbHOM B
depepanbHbI peErncTp;

M) MHcpopMaLMsl O Ha3HAYEHNM JIeKapCTBEHHbIX Mpenaparos.;

H) uWHpopmaums ob OTnycke NnekapCTBEHHbIX NpenapaTtoB (4aTa Hayana obecneyeHust nekapCTBEHHbIMMU
npenapaTamu 1 akTUYECKNIA OTMYCK NeKapCTBEHHbIX MpenapaToB);

0) JaTta MpUHATUS pelleHnss o6 OKoHYaHMM obecneyveHust NeKapCTBEHHbIMKM Mpenapartamu C yKasaHuem
npuyuHbl (Bble3g 3a npegensl Poccunckon depepaumMm Ha MOCTOSIHHOE MECTO JKUTENnbCTBa MMM MECTO
npebbiBaHWst (B crnyvyae ecnv cpok npebbiBaHMA npeBbiaeT 6 MecsueB), cMepTb OOMbHOro, OTCYTCTBUE
nokasaHun K ganbHenLemy npuemMy nekapCTBeHHOro npenapara) u o nepegadve csegeHui B apxms degeparnbHoro
perncTpa;

n) uHopmaums o BkroYeHun 6onbHoro B degepanbHbIi PErncTp v, MMEKLWMX NpPaBo Ha MornyyeHue
rocynapCTBEHHOM COLManbHOW MOMOLUM, U UHblE PEerncTpbl, NPeAyCMOTPEHHbIe 3aKoHOoA4aTenbCcTBOM Poccuiickomn
®epepaumn, B uenax obecrnevyeHns nekapCcTBEHHbIMW Mpenapatamu 3a cyeT 6lompkeToB OIOMHKETHON CUCTEMbI
Poccuinckon ®egepaumm;

P) YHUKanbHbIN HOMEP PEerMcTpPoBOn 3anncy;

C) BbINMCKA W3 MEAMUMHCKOM [OKyMeHTaumu OGonbHOro, cogepxallasi CBedeHMsi O HasHayeHun W
NCMOMb30BaHMUM NEKapPCTBEHHbIX NPenapaToB.

10. B cnyyae ycrtaHoBneHus AmarHosa 3abonesBaHus (COCTOSIHWS), YKa3aHHOTO B MyHKTE 1 HaCTOALMX
MpaBun, unuM M3MeEHEHUs CBEAEHWW, YyKasaHHbIX B noanyHkTax "a" - "X" nyHkta 9 Hactosawmx [lpaswun,
MeOULUMHCKME OpraHusauumn, B KOTOPbIX OOmnbHble HaxoOdATCs MO4 MeAWMUMHCKMM HabniogeHvwem, B CPOK, He
npe.blWarowWwmi 3 pabounx OHen co OHs obpalleHnst BONbHOro C YCTAHOBMEHHbIM AMArHO30M B MEOULIMHCKYHO
opraHm3aumio No MecTy XWUTENbCTBa UM MEeCTy npebbiBaHMsA (B crnyvyae ecnu cpok npebbiBaHus npeBbilaeT 6
MecsiLieB), MPeaCTaBnAT B 3NIEKTPOHHOM BUAE UK Ha ByMaXHOM HOCUTENe HanpaBfieHUsA U U3BELLEHMS B OpraH
rocygapcTBeHHON BnacTu cyobekta Poccuiickon ®efepaummn B chepe oxpaHbl 300pOoBbsi MO hopme 1 B NOpsAKe,

KoTopble yTBepxaeHbl MuHncTepcTBOM 3apaBooxpaHeHus Poccunckon ®egepauun.

11. [Ina 3anonHeHus pernoHansHoro cermeHta PepepanbHOro perncrpa opraHmsaumu, OocyLecTBsoWme
OTNYCK IIEKApCTBEHHbIX MpenapaTtoB, Ha3HA4YeHHbIX fevyalwmm BpadoM B COOTBETCTBMM C MPEOYCMOTPEHHBIM
noanyHKToM "a" nyHkTa 2 HacTodAwmx NpaBun nepeyHem, 40 5-ro Yncna Kaxagoro mecsua npeacTaBnsAloT B OpraHbl
rocygapcTBeHHOW Bnactu cyobektoB Poccuiickon degepaumm B cepe oxpaHbl 300p0OBbS B 3NIEKTPOHHOM BuAE
unn Ha OyMaxHOM HocuTerne cBefdeHUs 00 OTNyWEHHbIX 3a MpedWecTBYOWMA Mecsl, NeKapCTBEHHbIX
npenapaTtax.

12. B cnyyae ecnu cBefeHus, npegycMoOTpeHHble nognyHktamu "a", "x" n "n" nyHkta 9 Hactoswux NMpasun,
He MpeAcTaBneHbl B OpraHbl rocyaapCcTBeHHOW Bnactn cybbektoB Poccunckon ®degepauun B cdepe oxpaHbl
300pOBbsl, YKa3aHHble OpraHbl BMACTU CaMOCTOSTENbHO 3anpallnBalOT 3TM CBEOEHUS B TOCYOAPCTBEHHbIX
BHEBIOOKETHBIX (DOHAAX.

CeefneHuss o GonbHOM (HanpaBneHusl, U3BELLEHWS), MpeacTaBrisieMble B 3NEKTPOHHOM BwAe, noanexar
3aBEPEHMIO 3MEKTPOHHOM NOANMMCHI AOJPKHOCTHOIO NMLa OpraHa rocygapcTBEHHONW BnacTn cyobekta Poccumnckom
depepaumm B chepe 0xpaHbl 300POBbS.

13. B cny4yae Bble3ga 6onbHOro 3a npegensl tepputopun Poccuickon depepauumn Ha NOCTOSSHHOE MECTO
XUTENbCTBa MNU MecTo npebbiBaHMsA (B crnyvae ecnu cpok npebbiBaHMsS MnpeBbillaeT 6 MecsileB), a Takke B
crnyyae cmepTu 6OMNbHOro CBEAEHMS O HEM NOANEXaT apX1BUPOBAHUIO.



YTBEpXKOEHbI

noctaHoerneHuem lNpaBuTtenscTea
Poccunckon depepaunn

OT 26 Hos16ps 2018 1. N 1416

NEPEYEHb o
YTPATMBLLNX CUNY AKTOB MPABUTENLCTBA POCCUCKON ®ENEPALIMM

1. MoctaHoBneHue lNpasutensctBa Poccunckon depepaumm ot 26 gekabps 2011 r. N 1155 "O 3akynkax
NneKkapCTBEHHbIX MNpenapaTtoB, MpedHasHayeHHblx Ans  obecneyeHuss nuy, BGonbHbIX  remModmnuen,
MYKOBUCLMO030M, TMNOMU3apHbIM  HaHM3MOM, 6onesHbio [owe, 3moKayecTBEHHbIMUM HOBOOOpAa30BaHUAMM
NMMEONOHON, KPOBETBOPHOW M POACTBEHHBIX UM TKaHEWN, pacCesHHbIM CKIepo30M, MWL, Mocre TpaHchnnaHTaumm
opraHoB 1 (nnn) TkaHen" (CobpaHue 3akoHogaTenbcTBa Poccunckon degepaunn, 2012, N 1, c1. 186).

2. NoctaHoBneHue MNpaButensctea Poccuinckon ®epepaunn ot 26 anpens 2012 r. N 404 "O6 yTBepxaeHuu
MpaBun BepeHua depepanbHOro perucTpa nuu, GOMbHbIX reModunuen, MyKoOBMCUMOO30M, rMnodusapHbIiM
HaHM3MoM, OGonesHblo [oOwe, 3nokayecTBEHHbIMM HOBOOOpa3oBaHUAMWU NMMEOUOHON, KPOBETBOPHOW U
POACTBEHHbLIX MM TKaHeW, pacCesiHHbIM CKIepo30M, fuL, Nocrne TpaHChnnaHTauuu opraHoB u (Mnu) TkaHen"
(CobpaHue 3akoHopaTenbcTBa Poccuiickon Pepepaumm, 2012, N 19, c1. 2429).

3. MyHkTHl 176 1 190 n3ameHeHnn, KOTopble BHOCATCA B akTbl [MpaButensctBa Poccunckon deagepauum no
Bonpocam pgestenbHocTM MwuHucTepcTBa 3gpaBooxpaHeHuss  Poccuiickon  ®epgepauunu,  yTBEPKAEHHbIX
noctaHosrneHunem lNpasutensctea Poccurickon ®egepauun ot 4 ceHTa6psa 2012 r. N 882 "O BHeceHUN n3MeHeHuIn
B HekoTopble akTbl [lpaButensctBa Poccuiickon ®egepauum no Bonpocam fesatensHoctn MwuHucTepcTsa
3apaBooxpaHeHust Poccuiickon depepaummn” (CobpaHne 3akoHogaTensctea Poccuiickon depepaumm, 2012, N 37,
cT. 5002).

4. MocTtaHoeneHue [MpaButensctBa Poccuiickon ®egepaumm ot 24 anpensa 2015 r. N 389 "O BHeceHuu
n3ameHeHnn B noctaHoBneHue [MpaButenbctBa Poccuiickon Pegepaumm oT 26 pekabps 2011 r. N 1155"
(CobpaHnue 3akoHopgaTensctBa Poccunckon egepaumm, 2015, N 18, c1. 2709).

5. MNoctaHoeneHue [NpasutenbctBa Poccuiickon ®epepaummn ot 9 anpens 2016 r. N 288 "O BHeceHuun
nameHeHnn B [lpaBuna BegeHusi PegepanbHOro perucrpa nuu, GOMbHLIX remModunmnen, MyKOBUCLIMAO3OM,
rmnodu3apHbiM  HaHM3MOM, 6onesHblo [ole, 310Ka4eCTBEHHbIMM  HOBOOOpPAa3oBaHMAMM  IMMAOUAHOMN,
KPOBETBOPHOW M POACTBEHHBLIX UM TKAHEW, pacCesHHbIM CKIepPO30M, NNL, NOCMe TpaHCnnaHTauuyM opraHoBs 1 (unm)
TkaHen" (CobpaHue 3akoHogaTenscTBa Poccuiickon Pegepaumm, 2016, N 16, cT. 2225).

6. MNocTtaHoBneHue [lMpaBuTtensctBa Poccunckon depepaumm ot 11 asrycta 2016 r. N 784 "O BHeceHun
n3ameHeHn B noctaHoBneHue [lpaButenbctBa Poccuiickon ®depepaumm ot 26 pekabps 2011 r. N 1155"
(CobpaHue 3akoHopgaTenbctBa Poccuinckon Pegepaumm, 2016, N 34, cT. 5242).

7. MoctaHoeneHue lMpasutensctBa Poccuickon ®epepauun ot 17 anpensa 2017 r. N 457 "O BHeceHuu
nsmeHeHun B lNonoxeHne O 3akymnkax fleKkapCTBEHHbIX MpenapaToB, NpedHasHayeHHbIX Ana obecneveHus nu,
GOnbHbIX remodunmen, MyKOBUCUMOO3OM, rMNodusapHbIM HaHW3MOM, 6GonesHbto [Ole, 3nokayecTBEHHbIMU
HOBOOOpa3oBaHNAMM NUMAOMAHOW, KPOBETBOPHON M POACTBEHHLIX MM TKaHEW, pacCesiHHbIM CKIepo3oM, nuy,
nocne TpaHcnnaHTaumm opraHoB u (unu) TkaHen" (CobpaHue 3akoHogatenbctBa Poccuiickon ®egepauun, 2017, N
17, cT. 2577).




