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MoctaHoBneHue MNpasutensctea PO ot 26.11.2018 N 1416
"O nopsiake opraHvsaummn obecreyeHus 1ekapCTBEHHbIMU NpenapaTamu inl, 60MbHbIX reMounmnei, MyKoBUCLMAO30M, rMNodU3apHbIM
HaHW3MOM, 60/1e3HbI0 [OLLE, 3/10KaYeCTBEHHLIMM HOBOO6Pa30BaHMSAMM JIMMGOUAHOW, KPOBETBOPHOMN M POACTBEHHBIX UM TKaHEW,
pacCesiHHbIM CK/IEPO30M, FEMONUTUKO-YPEMUYECKUM CUHAPOMOM, HOHOLIECKVM apTPUTOM C CUCTEMHBIM HayasioM, MyKOMoMcaxapuao3oMm
I, II v VI TvnoB, nuL, nocne TpaHCMIaHTaUUmn opraHoB M (Mnn) TKaHeN, a Takxke 0 NPU3HAHUM YTPaTUBLLKMMUW CUTY HEKOTOPbIX aKTOB
MpaBuTenbcTBa Poccuiickon degepaumn’

(BMecTe ¢ "MpaBunamy opraHn3aumnm obecneyeHnst nekapCTBEHHLIMU NpenapaTamy nu, 60nbHbIX reModunmein, MyKoBUCLIMAO30M,
rmnocusapHbIM HaHW3MOM, 601e3HbI0 [oLLe, 310Ka4YeCTBEHHBIMY HOBOOOPa30BaHMSMKU TMMAOUAHOM, KPOBETBOPHOM M POACTBEHHBIX UM
TKaHeM, paccesiHHbIM CKNepo30M, reMONIMTUKO-YPEMUYECKUM CUHAPOMOM, FOHOLIECKMM apTPUTOM C CUCTEMHbBIM Hauanow,
Mykononucaxapuaosom I, II u VI Tmnos, nuu, nocne TpaHCMaHTaumum opraHoB v (unum) Tkanei", "MpaBunamu BeaeHus denepansHoro
perucrpa vy, 60/bHbIX reModunmein, MyKoBUCUMAO30M, rMnocusapHbIM HaHU3MOM, 60Me3HbI0 MoLE, 3/10KaYeCTBEHHBIMM
HOBOO6pa30BaHWSMU NMMAOONAHON, KPOBETBOPHOMN M POACTBEHHBIX UM TKaHel, pacCesiHHbIM CKIIEPO30M, FEMOJSIUTUKO-YPEMUYECKUM
CMHAPOMOM, IOHOLLECKUM apTPUTOM C CUCTEMHBIM HayanoMm, Mykononucaxapugosom I, II n VI Tunos, nuu nocne TpaHcnaaHTauum
OpraHoB 1 (unun) TkaHen")
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NPABUTENbCTBO POCCUUCKOW ®EOEPALUNU

NMOCTAHOBIIEHUE
oT 26 Hos6psA 2018 r. N 1416

O NOPAOKE
OPrAHU3ALIMU OBECMNEYEHUA NEKAPCTBEHHBLIMU NPENAPATAMU NAL,
BOJIbHbIX FTEMO®UNMWEW, MYKOBUCLIMOO3OM, TMNO®U3APHLIM HAHU3MOM,
BOJE3HbIO MOLUE, 3NOKAYECTBEHHBLIMW HOBOOBPA30OBAHUSIMN
NMMe®OUOHON, KPFOBETBOPHOW U POOCTBEHHbLIX UM TKAHEWN,
PACCESIHHbIM CKINEPO30M, FTEMONIUTUKO-YPEMUYECKUM CUHOPOMOM,
IOHOLWIECKUM APTPUTOM C CACTEMHbIM HAYANOM, MYKOMNONMUCAXAPUOO30M
I, Il U VI TUNOB, NUL, NOCJE TPAHCMJTAHTALUM OPFAHOB
W (MNN) TKAHEW, A TAKXXE O MPU3HAHUU YTPATUBLLUMU CUNY
HEKOTOPBLIX AKTOB NMPABUTENIbCTBA POCCUNCKON ®EQEPALIUN

B cootBetcTBUM C nyHKTOM 21 yactu 2 ctatbu 14 u yactamu 7 - 9 ctatbun 44 ®depgepansHoro 3akoHa "O6
OCHOBax OXpaHbl 300poBbsa rpaxaaH B Poccuinickon ®epepaumn” [lpaButensctBo Poccuinckon degepaumm
NOCTaHOBISET:

1. YTBEpPANTb Npunaraemsle:

MpaBuna opraHusauum obecnedeHns nekapcTBEHHbIMM npenapatamv vy, O0mnbHbIX remodunuen,
MYKOBMCUMOO030M, TMNom3apHbiM  HaHM3MomMm, 6GonesHbto [oue, 3nokadecTBEHHbIMM HOBOOOpa3oBaHUAMU
NMMONOHON, KPOBETBOPHOW M POACTBEHHbLIX MM TKaHEW, pacCesHHbIM CKNepo30M, reMOSIUTUKO-YPEMUYECKUM
CMHAPOMOM, HOHOLLECKMM apTPUTOM C CUCTEMHBLIM Hadanom, mykononucaxapugosom |, Il n VI tunos, nuy nocne
TpaHCNnaHTauum opraHoB 1 (Mnn) TKaHewn;

MpaBuna BegeHna ®egepanbHOro peructpa nuy, 6onbHbLIX remodunmen, MykoBucLMago30M, rmnodursapHsIm
HaHu3mom, 6onesHblo [owe, 3mMoOKayeCTBEHHbIMU HOBOOOpa3oBaHWAMM  NMMAOUAHON, KPOBETBOPHOW MU
POACTBEHHbLIX UM TKaHeW, pacCesiHHbIM CKITepO30M, reMONUTUKO-YPEMUYECKUM CUHOPOMOM, HOHOLLECKUM apTPUTOM
C CMCTEeMHbIM Hayanom, mykononucaxapvgosom |, Il n VI Tunos, nuy nocne TpaHcnnaHTauum opraHoB K (Mnu)
TKaHew;

nepeyeHb yTpaTuBLLMX cuny akTos NpasuTtensctea Poccunckon ®egepauun.

KoHcynbTaHTlntoc: npumeyaHue.
. 2 BCTynaeT B cuny co OHS ouLManbHOro onyormkoBaHus.

2. MuHuctepcTBy 3gpaBooxpaHeHuss Poccunckon Pepepaumm B yCTaHOBMEHHOM 3aKOHOOATENbCTBOM
Poccuiickon ®depepaumm nopsgke OCyWecTBUTb 3akynky Ha 2019 rog nekapCTBEHHbIX nNpenapatoB Ans
naToreHeTMYecKoro nevyeHns nuu, GONbHbIX reMONMUTUKO-YPEMUYECKUM CUHAPOMOM, HOHOLIECKMM apTpUTOM C
CMCTEMHbIM Hayanom, Mykononucaxapugosom |, Il n VI Tunos, BKMOYEHHbIX B NepeYveHb XU3HEHHO HEOOXOAMMBIX U
BaXKHEMLLNX NEeKapCTBEHHbLIX NpenapaTos.

3. MuHucTepcTBy 3apaBooxpaHeHms Poccuiickon Pefepaumm gaBaTe pa3bACHEHUS NO NPUMEHEHUIO NpaBwun,
YTBEPXKAEHHbIX HACTOSALLMM MOCTaHOBMNEHNEM.

4. HacTosilee noctaHoBrneHne BcTynaet B cuny ¢ 1 aHBapsa 2019 r., 3a UCKNIOYEHMEM MYHKTa 2, KOTOPbIN
BCTYMaeT B CUIY CO OHS ouLManbHOro ony6nmMKkoBaHNsl HACTOSALLLErO MOCTAHOBIIEHNSI.

Mpencenatens MNpaButenbcTea
Poccuinckon denepaumm
O.MEOBEOEB
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YTBEpXKOeHbI

noctaHoBreHnem MNpaButenscTea
Poccuickon ®enepauun

OT 26 Hos16ps1 2018 1. N 1416

NPABUNA

OPrAHU3ALIMU OBECNEYEHUSA NEKAPCTBEHHBLIMU NPENAPATAMM NAL,

BOJIbHbIX FTEMO®UNUEW, MYKOBUCLIMOO30M, TMNO®U3APHLIM HAHU3MOM,
BOJNE3HbIO MOLUE, 3NOKAYECTBEHHLIMW HOBOOBPA30OBAHUSIMN
NMMe®OUOHON, KPOBETBOPHOW U POOCTBEHHbLIX UM TKAHEWN,

PACCESIHHbIM CKINEPO30M, FTEMONIUTUKO-YPEMUYECKUM CUHOPOMOM,

IOHOLWECKUM APTPUTOM C CACTEMHBbIM HAYANOM, MYKOMNONMUCAXAPUOO30M
I, Il U VI TUNOB, NUL| NOCNE TPAHCMNAHTALIUN
OPrAHOB U (UNWN) TKAHEN

1. Hactosiwume lNpaBuna ycTtaHaBnMBalT NOPSLAOK opraHm3auumn obecneyveHms nuu, 60mnbHbIX remodunmen,
MYKOBMCLUMOO030M, TMNodm3apHbiM HaHW3MOM, OonesHbto [owe, 3nokavyecTBEHHLIMM HOBOOOpPa3OBaHUSAMMU
NMMAONOHON, KPOBETBOPHOM M POACTBEHHbLIX MM TKaHEW, pacCesiHHbIM CKMEepPO30M, FeMOJSIUTUKO-YPEMUYECKUM
CYHAPOMOM, HOHOLLECKMM apTPUTOM C CUCTEMHBIM Ha4danom, mykononucaxapugosom |, Il u VI tunoe, nuy nocne
TpaHCMnaHTauMm opraHoB u (Mnu) TkaHew (ganee - 60nbHbIE), NEKAPCTBEHHBIMU NpenapaTtamMmu Ans MeAULUHCKOro
NPUMEHEHUs1, NpedHasHadYeHHbIMU ANsl fedeHuss 3Tux 3aboneBaHui, No yTBepxaeHHoMy [lpaBUTENbCTBOM
Poccuiickorn ®egepaunmn nepeyHto iekapCTBEHHbIX NpenapaToB, CHOPMUPOBAHHOMY B YCTAHOBIIEHHOM UM Mopsiake
(oanee - nekapCTBEHHble MpenapaTbl), @ Takke NOpsSAOK M YCNOBUSA nepefavn nekapCTBEHHbIX NMpenapaTtoB B
cobcTBeHHOCTb cybbekToB Poccunckon ®egepaumn.

2. NcToyHnkoM rHaHCMpoBaHUS opraHu3auumn obecnedeHnsi 6onbHbIX NEeKapCTBEHHbIMKU MNpenapaTamu
ABMNATCA  OIOOKETHble acCUrHOBaHMS, MNpPedyCMOTpeHHble B  dedepanbHoM Owgxkete  MwuHucTepcTBY
3apaBooxpaHeHuns Poccuiickon ®egepaunn.

3. lNpaBo 6onbHOro Ha obecneyeHve nekapCTBEHHbLIMK NpenapaTamm BO3HUKAET CO AHSA BKITHOYEHNS CBEAEeHWUI
O HemM B pervoHanbHbll cermeHT ®degepanbHoro peructpa nud, 60MbHBIX reModunmMen, MyKOBUCLMOO030M,
rmnou3apHbiM  HaHM3MOM, 6onesHblo [owe, 3MOKayYeCTBEHHbIMM  HOBOOOpa3oBaHWSMU  NUMAOUOHOWN,
KPOBETBOPHOW W POACTBEHHbLIX UM TKaHEW, pacCesiHHbIM CKNepo3OoM, FeMONUTUKO-YPEMUYECKUM CUHAPOMOM,
IOHOLLECKUM apTPUTOM C CUCTEMHBIM Ha4arnom, Mmykornonucaxapugosom |, Il n VI Tmnos, nuuy nocne TpaHcnnaHtaumm
opraHoB 1 (Mnu) TkaHewn (ganee - degepanbHbIN PerucTp).

Hata BknoyeHuss B6OMbLHOrO B pernoHanbHbI cerMeHT PepepanbHOro permctpa uKCMpyeTcs nevawmm
Bpa4yoM B MeAMLMHCKOW KapTe ambynaTopHOro 60fbHOro nnvM uctopmmn passutms pebeHka.

4. OpraHusauus obecneveHnss MMHMCTEPCTBOM 3apaBooxpaHeHus Poccunckon ®enepauunmn 3a cHeT CPeacTB
denepanbHoro 6GroaxeTa OONbHBIX NEKAPCTBEHHBIMM NpenapaTtaMy OCYLLECTBMSAETCA C Y4eTOM CTaHOapToB
MEOMLIMHCKON MOMOLLUM, KIMHUYECKMX pekoMeHaauun (MPOTOKOMNOB feyeHud) u cpefgHen KypcoBOW [03bl
nekapCTBEHHbIX NpenapaTos.

5. OpraHbl rocygapctBeHHow Bnactn cybbektoB Poccuiickon depepaumm B cdepe OxpaHbl 300pOBbS He
nosgHee 1 HosOps Tekywero roga npeactaensaoT B MuHMCTepcTBO 3apaBooxpaHeHus Poccunckon degepaumm
3asIBKM Ha NOCTABKY JIEKAPCTBEHHbIX NpenapaToB No hopMe, YyTBEPKAEHHON Yka3daHHbIM MUHUCTEPCTBOM (panee -
3asiBKM), C MPUIOXeHMeM 0BOCHOBaHMI MO NX 0ObEMY, a Takke NepedeHb OpraHM3auui, NMELLMX NNLEH3NIO Ha
OCYLLECTBMNEHNE MEOULMHCKOM M (Mnn) cbapmaueBTUYECKON AeATenbHOCTU B cyObekTax Poccuiickon ®enepauun
(oanee - opraHusaumm-nonyyarenu), B LeNax nocTaBku opraHu3aumsM-nonydyaTensm nekapcTBeHHbIX NpenapaTos.

MoTpebHOCTb (06BbEM MNOCTaBkM) B JIEKAPCTBEHHOM Mpenapate OnpefensieTcss C y4eTOM KITMHUYECKMX
pekoMeHAauuii (MPOTOKOMOB JeYeHusl) M CpedHen KypCOBOW [03bl JIEKAPCTBEHHOrO npenaparta WCXo4s U3
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exemecs4yHomn Cb&lKTI/I‘-IGCKOVI I'IOTpe6HOCTVI OOnbHbIX B JNIeKapCTBEHHbIX Npenapartax B COOTBETCTBMN CO CBEAEHNAMN
pernoHanbHOro cermeHTa dJeuepaanoro pernctpa un HeobxogMMocTun @OpMI/IpOBaHVIFI 3anaca Ha 15 mecsues.

6. MuHnctepcTBo 3gpaBooxpaHeHus Poccuiickon depepauun opmupyeT KOMUCCUIO MO PacCMOTPEHUIO
3as1BOK (Qanee - KoMMCCUs), yTBEpPXKOaeT NoroxeHne o komuccum u ee coctaB. Komuccnst Ha cBoem 3acefjaHuu
paccMaTpuBaeT 3asiBKM Ha npeameT O0OOCHOBAHHOCTM 3asiBfiEHHbIX 0OBHLEMOB NEKAPCTBEHHbIX Mpenaparos, Mpu
HeobX0OMMOCTM KOPPEKTMPYET MX, U COrMacoBbLIBAET C BbIHECEHNEM COOTBETCTBYHOLLENO PELLUEHUS.

CornacoBaHue 3asiBOK OCYLLECTBMSETCA KOMUCCMEN C y4acTUeM npeacraBuTenein opraHoB rocygapCTBEHHON
BnacTtu cybbektoB Poccuiickon ®enepaunm (B TOM YMcne ¢ UCNonb30BaHMEM UHGOPMALMOHHO-KOMMYHUKALMOHHbIX
TEXHOMOrnn).

7. O6beM MOCTaBOK fieKapCTBEHHbIX MpenapaTtoB (opMupyeTcs B npedenax GHMKETHbIX aCCMrHOBaHWNA,
NpPeayCcMOTPEHHbIX B dhefepanbHOM 3akoHe 0 deaeparibHOM OlogKeTe Ha COOTBETCTBYIOLLMIA (PUHAHCOBbLIV rog U
NraHoBbIM Mepvod, U NUMUTOB GHOMIKETHbIX 00s3aTenbCcTB, [O0BEAEHHbIX B YCTAHOBIIEHHOM rMopsiake [0
MuHucTepcTBa 34paBooxpaHeHust Poccuiickoli ®enepaumm Ha 3aKynKy NekapcTBEHHbIX NpenapaTos.

8. B cootBeTcTBMM C oOObeMamMu MOCTABOK MEKApCTBEHHbIX MpenapaToB, YTBEMKAEHHbIMWU OpraHamu
rocygapcTtBeHHoOn Bnactu cybbektoB Poccuiickon ®egepauum B cdepe oxpaHbl 300pOBbS C YYETOM peLUeHUst
komucenn, MuHncTepcTBO 3apaBooxpaHeHus Poccuiickon degepauum B yCTAHOBEHHOM 3aKOHOOATENbCTBOM
Poccuiickon ®egepauun nopsiake OCyLECTBNSAET 3aKynKy fekapCTBEHHbIX NpenapaTos.

9. lMocTaBWMKM NEeKapCTBEHHbLIX MNpenapaToB, OnpeaerieHHble B COOTBETCTBUM C 3aKOHOOATENbCTBOM
Poccunckon depepaummn, npencrtaBnawT B MuHucTepcTBO 3apaBooxpaHeHust Poccunckon  Peapepauum
0OpMMEHHbIE B  YCTaHOBMNEHHOM nopsigke  AOKYMEHThI, nogTeepxgawwme  akt  nonyyeHust
opraHusaumMsiMm-nonyyaTensammn NekapcTBEHHbIX NMpenapaTtoB, B TOM YUCIE HaknagHble U akTbl NpuemMa-nepegayv
NeKapCTBEHHbIX NpenapaTos.

10. MuHucTtepcTBo 3apaBooxpaHeHuss Poccuiickon ®Pepepauumn B TedeHne 10 paboumx OHeW cO AHS
NMOCTYNNEeHNs akta npuemMa-nepegayn npuvHMMaeT Ha YydeT JekapCTBEHHble Mpenapatbl WM usgaet
pacrnopsanTenbHble akTbl O Nepefaye NekapCTBEHHbIX MpenapaTtoB opraHaM UCMOMHMTENBHOW BNAcTU CyObEKTOB
Poccuiickon ®epepaunn, onpefeneHHbIM BbICLUMM OOMMKHOCTHBIM NuuoM cybbekta Poccuiickon ®Pepepaumm
(pykoBoguTENEM BbICLLETO UCMONHUTENBHOIO OpraHa rocyaAapCTBEHHON BnacTu cybbekTa Poccunckon depepaumm)
(oanee - ynornHOMOYEHHbIE OpraHbl), C ykazaHMeM HOMEHKNaTypbl, KONMYeCcTBa M CTOMMOCTU FEKapPCTBEHHbIX
npenapaToB B OTHOLLUEHUWN KaXXAOr0 YNOMHOMOYEHHOro opraHa.

11. MnHncTepcTBO 3apaBooxpaHeHus Poccuiickon depgepauumn B TeveHne 5 paboumx gHen co OHA M3gaHust
pacnopsanTENbHOrO akTa, NpeAycMoTpeHHoro nyHktoM 10 HacTosiwmx MpaBun, HanpaBnsieT B YNONTHOMOYEHHbIE
opraHbl (B 2 9K3eMnnspax) M3BELleHMEe O MOCTaBKe IeKapCTBEHHbIX MpenapaTtoB W akT npuema-nepegadu,
noAnucaHHble ykasaHHbIM MUHUCTEPCTBOM.

12. YNonHOMOYeHHbIe OpraHbl B TeyeHue 5 paboumx OHEeM CO OHSA MOMyyYeHUs U3BELLEHUS O MOCTaBKe
neKkapcTBEHHbIX MpenapaToB W akTa npueMa-nepenayun, npeaycMOTPeHHbIX MyHkTom 11 Hactoswwmx [Mpasun,
NoAMNMChIBaKOT N 3aBEpPsIOT NeyaTtbio 0ba 9K3eMnnspa U3BeELLEHUS O MOCTaBKe NeKapCTBEHHOro npenapara n oba
3K3emMmmnnisipa akta npuemMa-nepegayu, nocne 4ero Bo3spalialoT B MUHUCTEPCTBO 3apaBooxpaHeHusi Poccuickoi
depepaumm oavH 3K3EMNAAP YKa3aHHOro U3BELLEHUSI U OOMH 3K3EMMNMISP akTa npuema-nepeaadu.

13. YNONHOMOYEHHLIN OpraH Ha OCHOBaHWW akTa npuema-nepegayvv NpUHUMaeT Ha y4YeT fneKapCTBEHHble
npenapaTbl 1 B Te4eHne 5 paboumnx gHeW Co OHsS NOMy4eHus akTa npuema-nepegaym n3gaeT pacnopsagnuTenbHbIN akT
0 nepejave nekapCTBEHHbIX NpenapaToB opraHn3aumsM-nonyyaTensm ¢ ykasaHmem HOMeHKNaTypbl, KonmydecTtsa u
CTOMMOCTU NEeKapCTBEHHbIX NpenapaToB B OTHOLLIEHUN KaXOoW opraHMsaunn-nonyyaTens.

14. OpraHusauun-nonyyarteny B TeyeHve 2 pabounx AHel Co AHS NonyyYeHns AOKYMEHTOB, NOATBEPXAatoLLIMX
nepenady UM NeKapCTBEHHbIX MNpenapatos, NPUHUMAT NeKkapcTBeHHble MpenapaTbl Ha yyeT, obGecneynBaroT mx
COXPaHHOCTb U LieNneBoe UCMonMb3oBaHue.

15. MuHncTepcTBO 3apaBooxpaHeHus Poccunckon degepaumm B yCTAaHOBIEHHOM UM MOPSIAKE OCYLEeCTBNAET
MOHUTOPWHI OBWKEHUSA U y4yeTa NeKapCTBEHHbIX npenapaTtoB B cyobektax Poccuiickon denepaunm, oBOANUT A0

KOHcyanaHTI'Imoc www.consultant.ru Crtpanuua 4 un3 10

HageXxHas npaBoBas noaaepxka


http://www.consultant.ru/
http://www.consultant.ru/

[MocTtaHoeneHue MNpasuTtensctBa PP ot 26.11.2018 N 1416
"O nopsiake opraHn3aummn obecneyeHns nekapcTBeHHbIMM NpenapaTamu nuu,
6...

[okymeHT npegoctasneH KoHcynbTaHTlnoc
Oarta coxpaHeHus: 11.01.2019

cBefeHMs YNONTHOMOYEHHbIX OPraHOB NOMyYeHHbIE N0 pe3ynbTaTaM MOHUTOPUWHIA AaHHbIE, B TOM YMCE CBEAEHUS O
HOMEHKNaType, KONM4YecTBe U CTOMMOCTU JIEKapCTBEHHbIX NpenapaToB, 06 OTCYTCTBMM NOTPEOGHOCTN B OTAENbHbIX
nekapcTBEHHbIX npenapaTtax nMbo o0 NosBAEHUN AONOSHUTENBHON NOTPEOHOCTN B NeKapCTBEHHbBIX Npenapartax B
CBSA3MN C n3MeHeHneM B cybbekTte Poccuickon depepaumm YNCNEHHOCTU BOMNbHbIX, U3BMEHEHUSIMU B Ha3HaYeHUsIX
MeOMLMHCKUMM pabOTHUKaMM feKapCTBEHHbIX npenapatoB 6GonbHbIM WM COrnacoBbiBaeT nepepacnpeneneHue
nekapcTBEHHbIX NpenapaTtoB Mexay cybbektamu Poccuiickon ®epepauuu.

16. MNMepepaya nekapCTBEHHbIX MpenapaTtoB ogHUM cyobekTom Poccuiickon ®epepaumm B COGCTBEHHOCTb
apyroro cybbekta Poccuinickon ®egepaumn  OCYLLECTBIISIETCS Ha OCHOBaHWM akTa npuema-nepegavdn.
MuHucTepcTBo 3gpaBooxpaHeHusi Poccuiickon ®efepauumn  yBegoMnsieTcss O nepefade  fiekapCTBEHHbIX
npenapaToB B 10-AHEBHBIN CPOK NOCMe NoANMcaHusa akta npuemMa-nepegaym yrnorHOMOYEHHbIMYU OpraHamu.

17. MuHncTepcTBO 3apaBooxpaHeHusa Poccuiickon Pepepaumu npeactaBnseT exekBaptanbHo, Ao 10-ro
yucrna Mecsiua, crnegylollero 3a OTYeTHbIM kBapTanoMm, B ®PefepanbHyto cnyxby no Haasopy B cdepe
30paBOOXpPaHEHNs CBedeHMs O nepefjade nekapCcTBEHHbIX npenapatoB cybbekty Poccuickon depepaunm m
cornacoBaHHbIX NepepacnpeneneHnsax nekapcTBEHHbIX NpenapaToB mexay cyobektamun Poccunckon ®egepauun B
Liensix OCyLLEeCTBMNEHUS KOHTPOSA 3a LieNeBbIM UCMONb30BaHNEM JIEKAPCTBEHHBLIX NPenapaTos.

18. B uensax obecnevyeHns 60MbHbIX MEeKapCTBEHHbIMU MpenapaTtamMn B NOpsake, YCTAHOBNEHHOM
3akoHogaTtenbcTBoM Poccuiickon ®egepaumun, OCyLLECTBMASETCH Ha3Ha4YeHWe nekapCTBEHHbIX MpenapaTtoB U
odhopMreHne peLenToB Ha NekapCTBEHHbIE NpenapaTsbl.

19. lpn HasHayeHun OONbHOMY JlIEKApPCTBEHHbLIX MNpenapaToB fevalimMin Bpad MHQopMUpyeT €ero o
BO3MOXXHOCTM NOJTyYEHNs1 UM COOTBETCTBYHOLLMX NIEKApPCTBEHHbIX NpenapaToB 6€3 B3MMaHusl NnaTbl B COOTBETCTBUN
C 3akoHopaTenbcTBOM Poccuinckon degepaumn.

20. B uenax guHamudeckoro HabntogeHus 3a O0OnbHbIM M COGMIOAEHMS MEPUOAMYHOCTU MOCELLEHUS UM
MEOMLMHCKON OpraHuM3auun nevawum BpayvyoM OnNpeaensdeTcss KONMUYEeCTBO IeKapCTBEHHOro mnpenapara,
eMHOBPEMEHHO 0DOPMIIEHHOIO Ha peuenTypHom BnaHke B COOTBETCTBUM C PEKOMEHAOBAHHOW CPEeAHECYTOYHOWN
KYPCOBOW 10301 M CPOKOM, Ha3Ha4YeHHbIM A5 MOCeLLEHMS.

21. MeguumHckass opraHusaums npegoctasnseTr 60MbHOMY WM ero  3akOHHOMY MpeacTaBuTEnNto
nHdpopmaumio o6 opraHumdaumax, pPacrnosyioKEHHbIX B rpaHuuax MyHuuMnanbHOro obpas3oBaHWs MO  MecTy
XUTenbCTBa unn mecty npebbiBaHusA (B crnyyae ecnu cpok npebbiBaHus npesbiwaeT 6 mecsues) GOMbHOMO U
OCYLLEeCTBAAOLWMX BecnnaTHbIN OTNYCK NeKkapCTBEHHbIX NpenapaToB, HAa3HAYEeHHbIX feYalum Bpa4oM.

22. MNocne BkNOYEHUst BONBHOTO B perMoHanbHbI cermeHT ®efepanbHOro permctpa HasHadeHue n oTmyck
€My WIn ero 3aKOHHOMY MpPeACTaBUTENIO NEKapCTBEHHbIX NPenapaToB OCYLLECTBMSAETCHA B CPOK, HE NPEBbILLAIOLL A
20 pabounx gHeN co OHSA BKIHOYEHMS.

23. OpraHunsauus obecneyeHns nekapCcTBeHHbIMM NpenapaTammn BOMbHbIX, MPOXMBAIOLWMX B CTaLUMOHaPHbIX
opraHmsaumax coumanbHOro obcnyxuBaHuss unu oTbbIBalOLWMX HakasaHue, CBA3aHHOE C nuweHvem cBobofpbl,
OCYLLEeCTBNAETCA COOTBETCTBYIOLLEN opraHm3aumen.

24. B cny4ae Bble3ga 60nbHOro 3a npeaensl Tepputopumn cybbekta Poccuiickon ®efepaumm, B KOTOPOM OH
NPOXUBaEeT, Ha TeppUTOPUIO Apyroro cyobekta Poccuiickon degepaunm Ha CPoK, He NpeBbiwarwmnin 6 Mmecsaues,
TakoMy OOnMbHOMY OpraHoM rocyfapcTBEeHHOW Bnactu cybwvekta Poccuiickon ®epepauum B cdepe oxpaHbl
3[0pOBbsi OPraHM3yeTCs Ha3HavYeHne NeKkapCTBEHHbIX NMpenapaToB Ha CPOK NprMeMa, paBHbIM CPOKY ero Bble3ga 3a
npeaensl Tepputopun cydobvekta Poccunckon depgepaumm, nnbo, yuntbiBas CPOKU rOLHOCTM MMEIOLLIMXCS OCTaTKOB
nekapcTBeHHbIX npenapaTtoB, obecneyeHne Takoro OONBHOTO  MEKapCTBEHHbIMW  MpenapataMmy  Ha
COOTBETCTBYIOLLMIA CPOK.

CBefgeHusa 0 KonmMyecTBe HasHa4YeHHbIX WIn OoTnyLWweHHbIX 6oanomy nnn ero 3akoOHHOMY npencraBuUTeno
JNeKapCTBEHHbIX NMpenapaToB BHOCATCA B perI/IOHaJ'IbeIl7| CermMeHT <Dep,epaanoro perncrpa.

25. B cny4yae Bble3ga 6onbHOro 3a npeaensl Tepputopumn cybbekta Poccuiickon depepaumm, B KOTOPOM OH
NPOXMBAET, Ha TEPPUTOPUIO ApYyroro cydbekTa Poccuickon degepaLmm Ha CpokK, NpeBbILLALWLNA 6 Mecsues, Unm B
crny4yae M3MEHEHUs MecTa XUTENbCTBa TakoMy OONbHOMY Ha3HA4yalTCA JeKApCTBEHHbIE MpenapaTtbl Ha CPOK
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npuema He Gornee ogHoro Mecsiua NMMBo opraHW3yeTcs opraHoM rocyaapcTBEHHON BnacTu cyobekTa Poccuiickoin
depepaumn B cpepe oxpaHbl 300poBbsl obecrnevyeHne Takoro 6oNbHOMO NIeKapCTBEHHLIMM MpernapaTtaMu Ha Cpok
npuema He Gonee ogHoOro mMecsua.

CBepneHus 0 TakoM BONBLHOM NoAanexaT UCKMIOYEHUIO N3 pernoHanbHoro cermeHta ®egepansHoOro peructpa
cybbekta Poccuiickon depepauun, ¢ TeppuTOpUN KOTOPOro Bble3xaeT 60nbHOW, M nepegade (B TOM 4ucne ¢
NCMNonb3oBaHWeM MH(OPMaLNOHHO-KOMMYHUKALMOHHBIX TEXHOMOIMIN) opraHy rocy4apCTBEHHOW BNactu cybbekTa
Poccuiickon ®eagepaunm B chepe oxpaHbl 340POBbS, HA TEPPUTOPUIO KOTOPOro Bbexan 60NbHON, ANs BKIKOYEHNS B
pernoHanbHbIi cermeHT PeaepanbHOro permctpa atoro cybbekta Poccuiickon egepauun.

[aton BknoyeHns cBedeHMn O BOMNbHOM B pervoHarnbHbl cermeHT deaepansHOro perncrpa cybbekTom
Poccuiickon depepaumn, Ha TeppuTOpPUIO KOTOPOro Bbexan OOnbHOW, sIBMSieTCs OeHb, Cneayluwun 3a gHem
WCKINIOYEHMS CBEAEHUA O HEM M3 pernoHarnbHoro cermeHta depepanbHOro peructpa cybbektom Poccuiickon
depnepauymu, ¢ TeppuUTOPUM KOTOPOro Bblexan 60nsHON.

26. OpraH rocygapcTBeHHoOM BractM cybbekta Poccuiickon degepaumm B cdepe oxpaHbl 300POBbs, C
TEeppuUTOpMM  KOTOpPOro  Bblexan  OonbHOW, npeactaBnsieT (B TOM  4Yucrne C  MCMONb30BaHUEM
NHEOPMALIMOHHO-KOMMYHUKALMOHHBIX TEXHOMOrMI) MO 3anpocy OpraHa rocyAapCTBEHHOW Bnactn cybbekta
Poccuiickon depepaumm B cdhepe oxpaHbl 340POBbsi, HA TEPPUTOPUIO KOTOPOro Bbexan 6onbHOW, cBefeHus o
KONMMYecTBe Ha3HAYeHHbIX MnM (PakTUY4eCKkn npenocTaBneHHbIX GONbHOMY MMM ero 3akOHHOMY MpeACTaBUTEMHO
NeKapCTBEHHbIX NpenapaTtoB B COOTBETCTBUM C MYHKTOM 25 HacToswmx [Npaswun.

YTBEPXKOEHDI

noctaHoBrneHnem lNpaBuTtenscTea
Poccuickon denepaumm

OT 26 Hos16psa 2018 1. N 1416

NMPABUNA
BEOEHUA ®EQEPANBLHOIO PEFUCTPA NUL, 5OJIbHbIX FEEMO®UIUEN,
MyKoBMCLMAO30M, TMMOPU3APHBLIM HAHU3MOM, BEOJIE3HBLIO NOLUE,
3NNOKAYECTBEHHbIMU HOBOOBPA3OBAHUAMU IMM®OUAHOW, KPOBETBOPHOM
W POOACTBEHHbIX UM TKAHEW, PACCESIHHbIM CKIIEPO30M,
FrEMOJIMTUKO-YPEMUYECKMUM CUHOPOMOM, IOHOWECKUM APTPUTOM
C CUCTEMHbIM HAYAJTOM, MYKOIMNOJIMCAXAPUOO3OM I, Il U VI
TUNOB, NN, NOCNE TPAHCMNJTAHTALIMM OPITAHOB U (UNTN) TKAHEWN

1. Hactosawwme [lpaBuna ycrtaHaBnuBalT NoOpsAoKk BedeHws PegepanbHOro permcrpa nuu, 60nbHbIX
remocpunuen,  MyKOBMCUMOO30M,  rMnou3apHbiM  HaHM3MOM, ©OonesHbio  [owe,  3nokayeCTBEHHLIMMU
HOBOOOpa3oBaHWAMM NUMEONOHOW, KPOBETBOPHOW W POACTBEHHbIX WM TKaHeW, PacCesiHHbIM CKIepPO30M,
remMosIMTUKO-YPEMUYECKMM CUHOPOMOM, HOHOLLECKUM apTPUTOM C CUCTEMHBLIM Havarnom, mykononuncaxapuaosom |, Il
n VI TMnoB., nuy nocne TpaHcnnaHTauMm opraHoB u (Unu) TkKaHen (4anee COOTBETCTBEHHO - bonbHble, PegeparnbHbIn
perucTp).

2. BegeHve ®enepanbHOro pernctpa ocyLLecTBsieTcs B CNeayoLwwmx Lensx:

a) obecrnevyeHne nekapcTBEHHbIMM npenapataMmu Ans MeAWUMHCKOrO MNPUMEHEHWs, BKMIOYEHHbIMU B
yTBepxaeHHbln  [MpaButensctBom  Poccunckon  depepaumm  nepeyeHb  NEKapCTBEHHbIX — MpenapaTos,
CHOPMMPOBAHHbBIA B YCTAHOBMEHHOM UM MOpsidke (danee - nekapcTBeHHble npenapatbl), GONbHbIX 3a cyeT
GlOOXXeTHbIX acCUrHOBaHWW, NpegyCcMOTPEeHHbIX B dedepanbHoM OGiogxkeTe MuHMCTEpPCTBY 34paBOOXpaHeHMs
Poccunckon degepaumm;

6) MOHUTOPUHI OBWXEeHUA un ydeta OONnbHbIX Ha OCHOBaHWUK CBe,lJ.eHI/IVI, npeacraendemMblX oOpraHamu
rocygapCTBeHHON Bnactu cybbekToB Poccunckon ®enepauum B cepe oxpaHbl 300POBbS;
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B) 3(heKTMBHOE MNNaHMpPOBaHME W pacxodoBaHWe (UHAHCOBLIX CPEACTB, HamnpaBfisieMblX Ha 3aKynKy
HeobXoAMMbIX JIEKapCTBEHHbIX MpenapaToB Ans obecneyeHust UMK GOMbHBIX MO MECTY XKMTENbCTBA WU MECTy
npebbiBaHKs (B Criy4ae ecnim cpok npebbiBaHusl NpeBbiaeT 6 Mecsues).

3. ®epgepanbHbil  pernctp aBnsetca denepanbHoM  MHEPOPMALMOHHOM CUCTEMOWN, COCTOSLLEN U3
pernoHanbHbIX CErMEHTOB M COAepXalLlen cBeaeHNs, NpegyCMOTpeHHbIE NYHKTOM 9 HacToAwmx MNpasun.

MwuHucTepcTBO 3apaBooxpaHeHus Poccunckon Pepgepauum aBndeTcs onepaTtopoM 3TON CUCTEMbI U
obecneunBaeT ee GecnepebonHoe PyHKLNOHMPOBaHNE.

4. OpraHbl rocygapcTBeHHon Bnactu cybwbektoB Poccuiickon ®epepauum B cdepe OxpaHbl 300pOBbSA
obecneunBaloT BHECEHME CBeAeHUN O BOMbHbIX B permoHanbHbin cermeHT deaepansHOro perucrtpa B CPOK, He
npeBblWarowWwmi 5 pabounx gHen co OHSA obpalleHnss BONbHOrO C YCTAHOBMEHHbIM AMArHO30M B MEOULIMHCKYHO
OopraHm3aumio No MecTy ero XuTenbCTBa UM MecTy npebbiBaHus (B criydyae ecnm cpok npebbiBaHMs nNpeBbilLIaeT 6
MecsiLeB).

BkntoyeHne B pernoHanbHbI cerMeHT PepepanbHOro permctpa cBedeHun O BOonbHbIX OCyLlecTBnseTcs
MeOMLMHCKOW OpraHn3aumnen no MecTy Ux XuUTenoCTsBa unm mecty npebbiBaHus (B criyqyae ecnu cpok npebbiBaHus
npesblwaeT 6 MecsaueB) HA OCHOBaHUN MEAMLUHCKMX OOKYMEHTOB (MX KOMUIM) UNN BbINMUCKUA U3 HUX, OTPaXaroLwmx
cBedeHns 06 yCTaHOBMNEHHOM AuarHose 1 Bbibope MeponpusaTuin no nevyeHunto naumeHta. Bknovenne ceegexHmn o
BONbHbLIX C EeMONUTUKO-YPEMUYECKMM CUHAPOMOM, HOHOLECKMM apTpMTOM C CUCTEMHbIM HavyanoMm W
mykononucaxapugosom |, Il n VI Tunos ocylecTBnsieTca Ha OCHOBaHUN MEAULMHCKUX JOKYMEHTOB UMM UX KOMUIA 1
BbIMUCKM M3 HUX, OTpaxarwlmx cBedeHns o6 yCcTaHOBMEHHOM OuarHose u Bbibope MeponpuaTiA NO feYeHuto
nauuneHTa, Nony4eHHbIX OT hegepanbHON MeANLIMHCKOW OpraHu3aumn.

5. PerynvupoBaHue OTHOLUEHWW, CBHA3aHHbIX C BedeHnem PegepanbHOro peructpa, OCyLLEeCTBRSeTCs B
COOTBETCTBMU C 3akoHoaaTenscTBom Poccuickon ®egepauun 06 nHdopmauum, MHOOPMaLMOHHBLIX TEXHOMOMUSX U
0 3awuTe MHopmMauun.

6. MuHncTepcTBO 30paBooxpaHeHnst Poccuiickon Pegepaumm n opraHbl rocygapCTBEHHOM BriacTy cyObekToB
Poccuiickorn ®depgepaumm B cdepe oxpaHbl 340poBbsA obecneuvBaloT  KOHPUAEHUMANbHOCTb CBEAEHWUN,
copjepxawmxca B defepanbHOM peructpe, a Takke XpaHeHuMe W 3awuTy Takux CBedeHUMW B COOTBETCTBUU C
depnepanbHbiM 3akoHOM "O nepcoHanbHbIX AaHHbIX".

7. Pa3melleHne uHdopMauun B PenepanbHOM PErMCTpe OCYLLECTBSIETCA C MPUMEHEHUEM YCUITEHHON
KBanM@pULUUPOBaAHHON 3MEeKTPOHHOW noanucu B cooTBeTcTBUM ¢ PepepanbHbiM 3akoHOM "OB6  3neKTpOHHON
nognucun".

8. CDe/J,epaanbn?l perncTp BegeTcAa B SJIEKTPOHHOM Buae C NpMMEeHeHuem aBTOMaTI/I3VIpOBaHHOl7I CUCTEMBbI
nyTemMm BHeCeHusa peFVICTpOBOIZ 3anncu c npuceBoeHnem yHUuKarnbHOro HomMmepa peFI/ICTpOBOI7I 3anncn n yKkasaHunem
[aTbl ee BHeECEHUA.

I'IpM BHECEHUN W3MEHEHUN B CBedeHMst O OONbHOM [AOSMKHbI ObiTb COXpaHeHbI yHVIKaJ'IbeIVI HOMEP
perMCTpOBOV’I 3arnmcum n NCTopuna BHeCeHUA N3MEHEHNI.

9. defeparnbHbI PETUCTP COAEPXKMUT CrieayloLmne CBeAeHNs:

a) CTpaxoBOW HOMep MHAMBUAYaNbHOro NMUEBOro cyeta 6onbHOro B cucteme 0693aTenbHOro NEHCMOHHOMO
CTpaxoBaHug (Npu Hanuuum);

0) dhamunus, nvsa, otyecTBo B6OMBHOrO, a Takke amMunus, JaHHasi NPU POXOEHUN;
B) AaTa poxaeHuns 60MbHOrO;
r) nosn 60nbHOro;

4) agpec MecTa XuTenbCTBa UM MecTa npedbiBaHus (B Cryvyae ecnu cpok npebbiBaHus npeBbilaeT 6
mecsueB) 6GonbHoro (¢ ykasaHuem koga no  OO6wepoccunckoMy  knaccudmkatopy — OOBEKToB
aAMVHUCTPaTUBHO-TEPPUTOPUATBHOIO OENEHNS);
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€) cepusi 1 HoMep nacnopTa (CBUAETENBbCTBA O POXAEHUM) UM YAOCTOBEPEHNS NMMYHOCTY GOMBHOrO, a Takke
AaTa Bblgayn ykasaHHbIX OKYMEHTOB;

X) cepua u HOMep nonuca o06s3aTENbHOr0 MEAMULMHCKOrO CTpaxoBaHUA OOMbHOrO0 U HaMMeHOBaHue
BblOaBLLEN €ro CTPaxoBOW MeaULMHCKOWN OpraHn3auuu;

3) uHopmaumss o6 uHBanNMOHOCTU (B Crlydae YCTaHOBMEHMS TPYNMbl WMHBANMAHOCTM MNKU KaTeropum
"pebeHok-nHBanma");

W) pguarHo3 3abonesBaHus (COCTOSAHMA), BKNoYad ero ko Mo MexayHapogHoOW CcTaTUCTUYecKon
Knaccudgukaumm donesHen n npobnem, CBA3aHHbIX CO 300POBLEM, a Takke AaTta ocmoTpa 60MbHOro N AaHHbIE O
AVHaMUKe COCTOSHUS;

K) uWHdOpMauus O MEeAVMUMHCKOW opraHu3auum (HavMeHOBaHWe, OCHOBHOW  FOCYAapCTBEHHbIN
perncTpauMoHHbIi Homep, kod no ObLepoccrMnckoMy knaccnudunkaTopy NnpeanpuaTuii U opraHusauuii), BblaaBLUuen
HanpasreHne Ha BKNIOYeHWe ceBegeHun o 6onbHbix B PegepanbHbii pernctp (HanpaeneHne Ha BHeceHue
N3MeHeHW B cBeaeHUs, coaepxalmnecs B PeaepanbHOM perucTpe (aanee - HanpasfeHue), a Takke n3selleHne ob
NCKMIOYEeHMN cBeaeHU 0 6onbHbIX N3 PegepanbHOro peructpa (ganee - n3BeLleHue);

n) pata BKMHOYEHUS CBedeHMn O OOnMbHOM W Aata BHECEHWst U3MEHEHWW B cBefeHust 0 OOnbHOM B
depepanbHbI peErncTp;

M) MHGPOPMaLMA O Ha3HAYEHUN NeKapCTBEHHbIX Npenaparos;

H) uHdopMauus o6 OTnycke NeKapCTBEHHbIX MpenapaTtoB (daTa Hadana oGecrneyeHust NeKkapcTBEHHbIMM
npenapatamu 1 pakTUYeCKUin OTMYCK NeKapCTBEHHBIX NpenapaToB);

0) JaTa MpuHATUS pelleHus o6 OKOHYaHWM obecneyeHusi neKkapCTBEHHbIMU MpenapaTtaMu C yKasaHUeMm
npuyunHbl (Bble3n 3a npeaensl Poccuinckon depepaumm Ha NOCTOAHHOE MECTO XUTEMNbCTBA UM MeCTO NpebbiBaHMs
(8 cnyyae ecnu cpok npebbiBaHWsi MnpeBblaeT 6 MecsueB), cMepTb OOMbBHOro, OTCYTCTBME MOKa3aHWA K
JanbHenwemy npuemy nekapcTBEHHOIo NpenapaTa) 1 0 nepedave ceefeHun B apxms defepanbHOro perncTpa;

n) uHcpopmaums o BkroYeHUn GonbHoro B PedepanbHbIi PerncTp nuud, MMEKLLMX MpaBo Ha MofyvyeHue
rocy4apCTBEHHOWN couunanbHOW MOMOLLW, U UHBIE PErUCTPbI, NPeayCMOTPEeHHbIE 3akoHo4aTenscTBOM Poccuiickon
depepauuu, B uensx obecnevyeHnst nekapcTBEHHLIMM MpenapaTamu 3a cyeT OaKeToB OHOOKETHOM CUCTEMBI
Poccuiickon depepaumu;

p) YHUKanbHbIA HOMEpP PermcTpoBOK 3anucu;

C) BbiMMCKa U3 MeOULMHCKOWN OOKyMeHTauun GonbHoro, cogepxalwaa cBegeHnAa O Ha3HadeHun wu
MCcnonb3oBaHUM NieKapCTBEHHbIX NMpenapaToB.

10. B cnyyae ycraHoBneHus guarHosa 3aboneBaHus (COCTOSAHMSA), yKa3aHHOro B MyHKTE 1 HACTOALMX
[MpaBun, unu n3aMeHeHnsa cBefeHui, yKkasaHHbIX B nognyHKTax "a" - "x" nyHkrta 9 HacToawwmx MNpasun, MeguumHckmne
opraHusaumm, B KOTOpbIX OOMbHble HaxogATCs Nod MeAWMUMHCKMM HabniogeHuem, B CPOK, He MpeBbllarlmi 3
pabounx aHen co gHA obpalleHnsi 6ONbHOro C YCTAaHOBIEHHLIM ANArHO30M B MEAMLIMHCKYIO OpraHM3aumio no MecTy
XUTENbCTBA UNN MecTy NpebbiBaHUs (B criydae ecnv Cpok npebbiBaHWsi NpeBbILLAET 6 MecsLeB), NPEACTaBNSAOT B
3MNEKTPOHHOM BMAE WM Ha OyMaXHOM HOCUTeNe HanpaBfeHUs U U3BELLEHWUSI B OpraH rocyfapCTBEHHOW BracTu
cybbekta Poccuiickon defepaumm B cdepe oxpaHbl 300poBbs N0 dOpMe M B NOPSiAKE, KOTOPbIE YTBEPXAEHbI
MuHucTepcTBOM 3apaBooxpaHeHus Poccunckon ®egepaumn.

11. [Ina 3anonHeHus pernoHanbHOro cermeHta ®epepanbHOro pernctpa opraHusaumm, OCyLeCcTBISoWme
OTNYCK IeKapCTBEHHbIX MpenapaTtoB, Ha3Ha4YeHHbIX fevyawnm BpadoM B COOTBETCTBMM C MNPEAYCMOTPEHHLIM
noanyHKToM "a" nyHkTa 2 HacTodAwmx NpaBun nepeyHemM, 40 5-ro Yncna Kaxaoro Mecsua NpeacTaBnsioT B OpraHbl
rocygapcTBeHHON BnacTu cyobektoB Poccuiickon Pepepaumm B cpepe oxpaHbl 340pPOBbs B 3NTEKTPOHHOM BUAE WK
Ha BymaxxHOM HocuTerne cBefeHUs 06 OTMyLLEHHbIX 3a NPEeALLECTBYOLNA MECSIL, NIEKapCTBEHHbLIX Npenaparax.

12. B cnyyae ecnv cBefeHns, npeaycMoTpeHHble nognyHkTamm "a", "x" n "n" nyHkra 9 HacTosawwmx Mpasun, He
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[MocTtaHoeneHue MNpasuTtensctBa PP ot 26.11.2018 N 1416
"O nopsiake opraHn3aummn obecneyeHns nekapcTBeHHbIMM NpenapaTamu nuu,
6...

[okymeHT npegoctasneH KoHcynbTaHTlnoc
Oarta coxpaHeHus: 11.01.2019

npeAcTaBrieHbl B OpraHbl rocyaapCcTBEHHOM BriacTu cyobekToB Poccuiickoin ®enepaumm B cdhepe oxpaHbl 300pOBbs,
yKasaHHble opraHbl BracTu CaMOCTOSITENIbHO 3anpaluvBaloT 3T CBEOEHWUS B roCyAapCTBEHHbIX BHEOOIKETHbIX

coHaax.

CeeneHuss o GonbHOM (HanpaBneHus, U3BeLLEeHUs), NpeacTaBnsieMble B 3MNEKTPOHHOM Buae, noanexat
3aBEPEHUIO 3NEKTPOHHON NOAMMUCHIO OOMMKHOCTHOMO Nuua opraHa rocygapcTBeHHOW Bnactu cybbekta Poccuickon
depnepaumm B cpepe oxpaHbl 300POBbS.

13. B cny4ae Bble3ga 6onbHOro 3a npegensl Tepputopun Poccuinckon denepauumn Ha NOCTOSAHHOE MECTO
XUTenbCTBa UnNu mecto npeboiBaHna (B crnyyae ecnv cpok npebbiBaHWsa NpeBbILWAET 6 MecsLeB), a Takke B criyyae
cmepTn 6OMNBHOro CBEAEHWSI O HEM NOASeXaT apXUBUPOBAHUIO.

YTBEPXKOEHDI

noctaHoBrneHuem lNpaBuTtenscTea
Poccuinckon denepaumm

OT 26 Hos16pst 2018 1. N 1416

NEPEYEHb o
YTPATUBLUMX CUNY AKTOB NPABUTENLCTBA POCCUICKOW ®EAEPALIMM

1. MoctaHoBneHne lMpaButensctBa Poccuinckon ®egepauun ot 26 gekabpsa 2011 r. N 1155 "O 3akynkax
neKapCTBEHHbIX NpenapaToB, NpefgHa3HadYeHHbIX Anst obecneveHus nuuy, 6ombHbIX remodunmen, MykoBUCLMA030M,
rmnou3apHbiM  HaHM3MOM, 6onesHblo [ole, 3710Ka4eCTBEHHbIMM  HOBOOOpPAa3oBaHMAMM  IMMAOUAHOMN,
KPOBETBOPHOW M POACTBEHHBIX UM TKaHEW, pacCesiHHbIM CKNepOo30M, NULL Nocre TpaHCcnnaHTauum opraHos u (Mnwm)
TkaHen" (CobpaHue 3akoHogaTenscTBa Poccuiickon Pegepaumm, 2012, N 1, cT. 186).

2. MNMocTaHoeneHwve MNpasutensctea Poccuiickon ®egepauun ot 26 anpens 2012 r. N 404 "O6 ytBepxaeHum
MpaBun BegeHuss PegepanbHoro peructpa nuu, 60MbHbIX remodunuenr, MyKOBUCUMOO30M, rMNOU3apHbIM
HaHu3mom, 6onesHblo [owe, 3MOKaYeCTBEHHbIMWU HOBOOOpa3oBaHWSAMM  NMMAOUAHON, KPOBETBOPHOW W
POACTBEHHbLIX UM TKaHeW, pacCesiHHbIM CKMNepo3oM, MWL nocrne TpaHcnnaHTauuM opraHoB v (Mnu) TkaHew"
(CobpaHue 3akoHopgaTensctBa Poccunckon ®egepaumm, 2012, N 19, c1. 2429).

3. MyHkTHl 176 1 190 nameHeHn, KOTopble BHOCATCA B akTbl [1paButensctBa Poccunckon ®epepaunmn no
BorpocaMm feATenbHocT MuHucTepcTBa 3gpaBooxpaHeHusi Poccunckon depepaumu,  yTBEpPXOEHHbIX
noctaHosneHunem lNMpasutenscTBa Poccuickon ®egepauum ot 4 ceHTabps 2012 r. N 882 "O BHeceHUN U3MeHeHu B
HekoTopble akTbl [lpaBuTenbctBa Poccunckon ®egepauum no Bonpocam AeaTenbHocTM MwuHucTepcTBa
3apaBooxpaHeHust Poccuiickon depepaummn” (CobpaHme 3akoHogaTenscTBa Poccuiickon depepaunn, 2012, N 37,
cT. 5002).

4. lMoctaHoBneHue lMNpasutenbctBa Poccunckon ®epepaunmm ot 24 anpensa 2015 r. N 389 "O BHeceHuun
n3MeHeHu B noctaHoBneHue MpasutenbcrTBa Poccuiickon ®epepauun ot 26 gekabpsa 2011 r. N 1155" (CobpaHue
3akoHogaTtenbcTBa Poccuiickon ®epepauun, 2015, N 18, cT. 2709).

5. lMocTtaHoBnenune [lNpaButensctBa Poccunckon depepaumm ot 9 anpens 2016 r. N 288 "O BHeceHuu
nameHeHnn B [lpaBuna BegeHus PegepanbHOro perncrpa nuu, GOMbHbLIX FreModWnMen, MyKOBUCLUOO3O0M,
rmnousapHbiM  HaHM3MOM, 6onesHblo [oOlle, 3M0Ka4YeCTBEHHbIMM  HOBOOOpa3oBaHMAMM  IMMAOUAHOMN,
KpOBETBOPHOW U POACTBEHHBLIX UM TKaHEW, pacCesiHHbIM CKNepo30M, NUL, Nocne TpaHCnnaHTaLmMm opraHos 1 (Unu)
TkaHen" (CobpaHue 3akoHogaTenscTBa Poccuiickon depepaunun, 2016, N 16, cT. 2225).

6. MNMocraHoBneHune lMpaButenbctBa Poccuickon denepaumm ot 11 aerycta 2016 r. N 784 "O BHeceHun
n3mMeHeHu B noctaHoBneHme MNMpaeutenbctea Poccunckon ®egepaunm ot 26 gekabpsa 2011 r. N 1155" (CobpaHue
3akoHogartenbcTBa Poccuinckon ®egepauun, 2016, N 34, cT. 5242).

7. MNocTtaHoBneHune lNpaButensctBa Poccuinickon depepaumm ot 17 anpena 2017 r. N 457 "O BHeceHuu
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[MocTtaHoeneHue MNpasuTtensctBa PP ot 26.11.2018 N 1416 [lokyMeHT npeaocTaeneH KoHcynbTanTlinioc
O nopsigke opraHmsauuy obecneyeHns nekapcTBeHHbIMY Npenaparamu nu, [lata coxparermsi: 11.01.2019

6...

n3meHeHnn B lMonoxeHne O 3akynkax fekapCTBEHHbIX MpenapaToB, NpeAHa3HayYeHHbIX Ana obecneveHus nuu,
GonbHbIX remodunmen, MyKOBMCLMAO30M, MNOU3apHbIM HaHU3MOM, GonesHbio [owe, 3nokayecTBEHHbIMM
HOBOOOpa3oBaHUAMM NMMMEAONOHOMN, KPOBETBOPHOMN U POACTBEHHbBIX UM TKAHEN, pacCEesHHbIM CKITepO30M, ML, Nocne
TpaHcnnaHTauun opraHos n (unu) TkaHen" (CobpaHue 3akoHogaTenbcTBa Poccuickon deagepaumm, 2017, N 17, cT.

2577).
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