NPABUTE/IbCTBO POCCUMCKOMN ®EAEPALIUMA

MNOCTAHOB/IEHME
oT 28 geKkabps 2016 r. N 1512

OB YTBEPXAEHNWN NO/TOKEHUA
Ob OPTAHU3ALIMU OBECMNEYEHMA UL, UHOULUUPOBAHHbIX BUPYCOM
NMMMYHOLE®DULUNTA YE/TIOBEKA, B TOM YUCJIE B COYETAHUU C BUPYCAMMU
FENATUTOB B U C, AHTUBUPYCHbIMW JIEKAPCTBEHHbIMW NPENAPATAMMU
ana MEQULMHCKOIo NPUMEHEHUA U MOJTIOXKEHUA Ob OPTAHU3ALIMA
OBECNEYEHUA NUL, BO/IbHbIX TYBEPKYJIE30M C MHOECTBEHHOM
NEKAPCTBEHHOM YCTOMYMBOCTbIO BO3BYAUTENA, AHTUBAKTEPUA/IbHBIMU
N NPOTUBOTYBEPKYJIE3HbIMW IEKAPCTBEHHbIMU NMPENAPATAMMU
Ana MEAUUMNHCKOIo NPMMEHEHUA

CnMCOK U3MEHAIOLWMX AOKYMEHTOB
(8 pea. MNoctaHoBneHui MpaButenbcTea PO o1 29.12.2018 N 1743,
oT 28.08.2019 N 1110, ot 20.05.2020 N 708, o1 28.11.2020 N 1963)

B cooTBeTCcTBMM CcO cTaTbel 14 denepanbHOro 3akoHa "O6 ocHoBax OXpaHbl 340P0BbA rPaXKaaH B
Poccuiickoit Pepepaunn' MNpasutensctso Poccuitckon ®eaepaumm NnocTaHOBASET:

1. YTBEpPAUTL NpUNaraemole:

MonoxeHne o6 opraHmsaumm obecneyeHma nuL, MHPULMPOBAHHbBIX BUPYCOM MMMyHoaedUuumTa
YyenoBekKa, B TOM YMC/AEe B COMETAHMM C BUPYCamMM renatnutos B n C, aHTUBUPYCHBIMWU NEKAPCTBEHHbIMM
npenapaTtamu aaa meguuMHCKOro NpUMeHeHUS;

MonoskeHne 06 opraHMsauun obecnedyeHua AuL, 6ONbHbIX Ty6EPKY/Ne30M C MHOMECTBEHHOW
NeKapcTBEHHOM YCTOMUYMBOCTBIO BO36YAWUTENA, aHTMBAKTEPUANbHbIMW W MNPOTUBOTYEEpPKYNEe3HbIMM
NleKapcTBEHHbIMM NpenapaTtaMu gaa MeAULMHCKOTO MPUMEHEHMS.

2. HactoAwee noctraHoBneHMe BCTynaeT B cuay ¢ 1 ausapa 2017 r.

Mpeacenatens MNpasBuTenscTea
Poccuitckoit ®epepaumm
O.MEOBEAEB

YTBEpKaeHOo

noctaHoBneHnem MpaBMTenbCTBa
Poccuiickoin Peagepaumn

oT 28 aekabpna 2016 r. N 1512

NONOXEHUE
Ob OPTAHU3ALUU OBECNEYEHNA UL, UHOULIMPOBAHHbLIX BUPYCOM
NMMMYHOOEPULUTA YE/TIOBEKA, B TOM YUC/IE B COYETAHUU C BUPYCAMMU
FENATUTOB B U C, AHTUBNPYCHbIMU NNEKAPCTBEHHbIMW NPENAPATAMMU
Ana MEAUUUHCKOIo NPMMEHEHUA
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Cn1CcoK M3MEHAIOLWMX JOKYMEHTOB
(8 pea. MoctaHoBneHui Mpasutenbctea PO ot 28.08.2019 N 1110,
o1 28.11.2020 N 1963)

1. Hactoswee T[lonoxeHue ycTaHaBAMBAET MOPAAOK OpraHuMsaumm obecneveHus v,
MHOULMPOBAHHBIX BUMPYCOM MMMyHOZepUUMTA 4YesloBEKA, B TOM 4YWUCNe B COYETaHMM C BUMPYCAMMU
renatmtoB B n C, aHTUBMPYCHbIMM NIEKAPCTBEHHBIMW NpenapaTamu s MegULMHCKOrO NPUMEHEHMUS,
BK/IIOYEHHbIMM B NepeyeHb KU3HEHHO HEODXOAMMbIX U BaXKHENLINX NEKAPCTBEHHbIX NPENapaTos (fanee
COOTBETCTBEHHO - 6O/IbHble, J/IeKAPCTBEHHblIE NpenapaTtbl), NOPAAOK W YCNOBMA Nepesayu
NIEeKapPCTBEHHbIX MpenapaToB ¢eaepasbHbiIM  FOCYAAPCTBEHHBIM  YUPEXAEHUAM, OKasblBaOLMM
MEeANUMHCKYIO MOMOLLb, NOABEAOMCTBEHHbIM PenepanbHOMY MeAUKO-OMONOTMYECKOMY areHTCTBY,
depepanbHON cnykbe MCNONHEHUS HaKa3aHWM, a TakXe B cobCcTBEHHOCTb CybbeKToB Poccuiickoit
depepaunu.

(8 pea. NoctaHoBNeHMA MpaBuTenbcTea PO ot 28.11.2020 N 1963)

2. VIcTOYHUKaMN GpUHAHCUPOBAHUA OpraHM3auuu obecneyeHns NeKapcTBEHHbIMKU MNpenapaTamu
60/IbHbIX ABAAIOTCA OIOAMKETHbIE aCCUTHOBAHMA, MPEeAyCMOTPeHHble B dedepanbHom broaxKere
MwuHUCTEepCTBY 3A4paBoOXpaHeHns Poccuinckonn Pegepaumm.

3. Mpaso 60/sbHOrO Ha obecrneyeHuWe JEKAapCTBEHHbIMM MpernapaTamu BO3HUKAET CO AHA
BK/IIOYEHMWA CBeAeHMI 0 HeM B desepasibHblii AW B PerMoHabHbI cermeHTbl degepanbHOro perncrpa
L, MHOUUMPOBAHHBIX BUPYCOM MMMYyHOoAedULMTa YenoBeKa (aanee - egepanbHblii perncrp).

[daTa BKAloYeHMs 6ONbHOrO B YKasaHHble cermeHTbl degepanbHoro perncrpa ¢uKcupyetca
Nlevyallmm Bpayom B MeAMLMHCKOW KapTe ambynaTtopHoro 6016HOM0 UM UCTOPUKN Pa3BUTUA pebeHKa.

4, OpraHusauma obecnedeHna MUHUCTEPCTBOM 34paBoOXpaHeHMs Poccuiickoi depepaumm 3a
cyeT cpeacts denepanbHoro GoaxKeTa 60MbHLIX JIEKAPCTBEHHBIMW MpenapaTtaMmy OCYLLEeCTBAAETCA C
YYETOM CTaHAAPTOB MEAMLMHCKOMN MOMOLLM, KANHUYECKUX PEKOMEHAAUNN 1 cpedHeil KypcoBoi A03bl
JleKapCTBEHHbIX NPenapaTos.

5. ®epepanbHoe meguKo-buonormyeckoe areHtctBo, ®PepepanbHaa cayxkba wncnonHeHwuA
HaKa3aHWI M opraHbl UCMONHUTENbHOM BAacTM cybbeKToB Poccuiickon deaepauum B chepe oxpaHbl
340pOBbA ONPefenAlT COOTBETCTBEHHO MNOABEAOMCTBEHHble deaepanbHble FOCYyAapCTBEHHblE
yuperKaeHUs, OKasblBatowMe MeaMLUMHCKYI0 MOMOLb, M PACMo/IOXKEeHHble B CybbekTax Poccuitckomn
depepaunn  opraHM3aLMM, WMeKLWMe JIMUEH3UIO Ha OCYLECTBAEHUE MeAMUMHCKON U (uan)
dbapmaueBTUUECKON aeATeNbHOCTM (Zanee - opraHu3aumMu-nosyyaTenun), B LeNAX MNOCTaBKU
OpraHu3auMAM-NoyYaTeIAM NeKapCTBEHHbIX MPenapaTos.

(8 pea. NoctaHoBNeHuA MpaButenbcTea PO ot 28.11.2020 N 1963)

OpraHbl UCNONHUTENbHOM BacTM cybbekToB Poccuinickolt deaepauunn B chepe oxpaHbl 340P0BbS,
depepanbHoe megmko-bmonornyeckoe areHTcTBo, PepepanbHas cay*Kba UCNONHEHWS HaKasaHUK He
nosgHee 1 Hosbpa Tekywero roga npeacTaBAAaloT B MUHUCTEPCTBO 34paBooXpaHeHMAa Poccuiickon
depepaunn 3afBKM Ha MOCTaBKy JIEKapCTBEHHbIX MpenapaToB (Janee - 3asBKM) no  dopme,
YTBEPKAEHHON YyKa3aHHbIM MWHUCTEPCTBOM, C NMpUoKeHMem 0b0oCHOBaHMIM Mo ux obbemy, a Takxke
nepeyeHb opraHM3aunii-nonyyatenem.

(B pea. NMocTtaHoBneHus Mpasutenbctea PO ot 28.11.2020 N 1963)

MoTpebHocTb (06bem NOCTaBKM) B NEKAPCTBEHHOM MpenapaTe onpegensercd C  Y4eTom
KNMHUYECKMX PEKOMEHAAUMN U CpeaHeir KypcoBOM [A03bl /IEKAPCTBEHHOrO npenapaTa mcxoaa U3
exxemecayHon daKTUYecKol NoTpebHOCTM 6ONbHbIX B NEKAPCTBEHHbIX Npenapatax B COOTBETCTBUM CO
cBeZleHUAMKU pervoHanbHoro cermeHta depepanbHoro perucrpa U HeobxoaMmocTn GOPMUPOBAHUA
3anaca Ha 15 mecaues.
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6. MuHKUCTepcTBO 3ApaBooxpaHeHua Poccuiickot ®depepauun GopmupyeT KOMMUCCUIO MO
PacCMOTPEHMNIO 3aABOK (4anee - KOMWMCCUA), YTBEP)KAAeT MOJIOKEHME O KOMWCCMM WM ee COCTaB.
Komuccma Ha cBoem 3acedaHWM paccMaTpuBaeT 3anABKM Ha npeameT 06OCHOBAHHOCTU 3anBAEHHbIX
06beMOB fIeKapCTBEHHbIX NpenapaTtos, NpPW Heo6X0AMMOCTM KOPPEKTUPYET MX WM COrMacoBbIBaeT C
BbIHECEHMEM COOTBETCTBYIOLLENO PeLleHMS.

CornacoBaHue 3asaBOK OCYLLECTB/IAETCA KOMMUCCMEN C y4dacTMemM npeacTaBuTeneit OopraHoBs
NCNONIHUTENIbHOW Bnactu cybbekToB Poccuitckon Pepepaumn, dPegepanbHOM CAyKObl UCMNOSIHEHUSA
HakasaHui 1M PepepanbHOro mMeamMKo-6MONOrMYECKOro areHTcTBa (B TOM 4MC/e C MCNONb30BaHMEM
MHGOPMALNOHHO-TENEKOMMYHUKALMOHHbIX TEXHOMOMNI).

(8 pea. NoctaHoBNeHuA MpaButenbcTea PO ot 28.11.2020 N 1963)

7. Obbem nNOCTaBOK JIEKAPCTBEHHbIX MpenapaToB ¢opmupyeTca B npegenax 6loarKeTHbIX
aCcCUTHOBAHWI, NpPeayCMOTPEHHbIX B ¢enepasbHOM 3aKoHe o0 ¢egepanbHOm blogyKeTe Ha
COOTBETCTBYIOWMIN PUHAHCOBBIN o4 WM MNAHOBbLIA NEpuoa, U AUMUTOB bBlOAKETHbIX 0653aTenbCTs,
[OBeZleHHbIX B YCTaHOB/MIEHHOM Nopsgke A0 MuHUcTepcTBa 34paBooxpaHeHnsa Poccuiickoint depepaumm
Ha 3aKyMKy /IeKapCTBEHHbIX MpenapaTos.

8. B COOTBETCTBMM C 06BEMAMM MOCTABOK JIEKAPCTBEHHbIX MpenapaToB, YTBEPXKAEHHbIMU
opraHamu UCMONHUTENIbHOW BRacTu cybbekToB Poccuiickoit ®egepauum B chepe oxpaHbl 340POBbSA,
depepanbHOl CyKO0M UCNOJIHEHUA HaKa3aHU 1 PeaepanbHbIM MEeANKO-OMONOTMYECKMM areHTCTBOM
C Y4YeToM pelweHua Komuccumn, MUHUCTepCTBO 34paBoOXpaHeHusa Poccuiickoi depepauyn B
YCTQHOB/NIEHHOM 3aKOHOAAaTeNbCTBOM Poccuiicko degepauum nopAgKe OCYLWECTBASET  3aKynKy
JIeKapCTBEHHbIX NPenapaTos.

(8 pea. NocTtaHoBNeHMA MpaButenbcTea PO ot 28.11.2020 N 1963)

9. TlloCTaBWMKM  NEKApPCTBEHHbIX MNpenapaTtoB, OnNpeaefieHHble B COOTBETCTBUM  C
3aKoHogaTenbcTBOM Poccuiickonn ®eaepaumn, npeactaBnsioT B MUHUCTEPCTBO 34paBOOXPaHEHUA
Poccuiickolt Pepepauyn opopmieHHble B YCTaHOB/IEHHOM MOPAAKE AOKYMEHTbI, MOATBEpMKAatowwme
$aKT nonyyeHUa opraHM3aumaMmU-NoayYaTeNaMM NEKAPCTBEHHbIX NPENAPATOB, B TOM YMC/e HaKNaaHble
M aKTbl NpMema-nepesayn 1eKapcTBeHHbIX NPenapaTos.

10. MuHucTepcTBO 34paBooxpaHeHua Poccuiickoit Pepepaumm B TedeHme 10 paboumx AHeln co
AHA NOCTyn/eHnA aKTa npuema-nepenayvym npuUHMMaeT Ha YYeT JiIeKapCTBeHHble npenapaTtbl U U3gaeT
pacrnopsauTesibHble aKTbl O Mepefaye JIeKaPCTBEHHbIX NPEnapaTtoB B COOCTBEHHOCTb CyObLEKTOB
Poccuiickolt depepaummn € yKasaHMEM HOMEHKNATYPbl, KOAMYECTBA M CTOMMOCTU JIEKaPCTBEHHbIX
npenapaTtoB B OTHOLWEHWW Kaxgoro cybbekTa Poccuiickoh Degepauunun, a Takxke PepepanbHomy
MeauKo-6uonormiyeckomy areHTcTey M ®PepepasnbHoit ciy*Kbe WUCNOSHEHWS HaKa3aHWI C yKasaHuem
HOMEHKANATYPbI, KOJIMYECTBA M CTOMMOCTU IEKAPCTBEHHbIX NPEMNAPaTOB.
(8 pea. NocTtaHoBNeHuA MpaButenbcTea PO ot 28.11.2020 N 1963)

11. MuHucTepcTBO 3apaBooxpaHeHuns Poccuiickon ®enepaumm B TeyeHme 5 pabounx gHen co gHA
M34aHWAa pacnopaguTenbHOrO aKTa, npeaycmMoTpeHHoro nyHKtom 10 HacTtoswero [lonoxkeHwus,
Hanpas/AeT B OpraHbl UCMOJIHUTENbHOW BNacTn cybbekToB Poccuiickoli deaepauunun, onpeneneHHble
BbICLLUMMM AO0/MKHOCTHBIMU AnLamMu cybbekToB Poccuiickon depepaumm (pyKoBOAUTENSMM BbICLUNX
WCNOZIHUTENbHbBIX OPraHOB rocyaapcTBEHHON BnacTM cybbekToB Poccuiicko depepaunn) (panee -
YyNOJIHOMOYEHHbIe opraHbl), PeaepanbHoe meanko-bruonornyeckoe areHTCTBo M PeaepanbHyto CayKby
WCNOJIHEHNSI HaKa3aHUI M3BeLLeHNe O MOCTaBKe JIEKAPCTBEHHbIX NPEnapaToB M aKT Npuema-nepesayn
(B 2 ak3emnnspax), nognucaHHble yKazaHHbIM MUHUCTEPCTBOM.

(8 pea. MocTtaHoBneHus Mpasutenbctea PO ot 28.11.2020 N 1963)

12. YnonHomoueHHble opraHbl, PeaepancHasa cnykba UCNONHEHUS HaKasaHui U depepanbHoe
MeaMKo-bMoorMyeckoe areHTCTBO B TeyeHMe 5 paboumx gHeWl co AHA MOJyYeHUs W3BELEeHUs O
NOCTaBKe /IeKApCTBEHHbIX NPenapaToB M aKTa npuema-nepegayn, nNpeagycMOTPEHHbIX MNyHKTom 11
HacToAwwero MonoXKeHna, NOANUCLIBAOT U 3aBEPAIOT NeYaTbio 06a 3K3EMNNAPA U3BELLEHMA O MOCTaBKe
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JIeKapCTBEHHbIX NpenapaToB M 06a 3K3emnaspa akTa npuema-nepegayun, nocae Yero BO3BPALLANOT B
MWuHUCTEPCTBO 34paBoOXpaHeHnA Poccuitickoit Pepepaumm oanH 3K3eMNAAP YKA3aHHOTO U3BELLEHMA U
OMH 3K3eMMIAP YKAa3aHHOro aKTa npMema-nepenaym.

(B pea. MocraHoBneHusa Mpasutenbctea PO ot 28.11.2020 N 1963)

13. YnonHomoueHHble opraHbl, ®PepepancHasa cayba McnosiHeHUA HakasaHui n degepanbHoe
MeANKO-6M0N0rMYeCcKkoe areHTCTBO Ha OCHOBAHMM aKTa Mpuema-nepesavu, npeaycMoTPeHHOro
nyHKkTom 11 HacToawero MonoXKeHuA, NPUHMMAIOT Ha ydeT NeKapCTBEHHbIe npenapaTbl U B TeyeHune 5
pabounx OHEeN COo AHA NOJYyYEeHMA YKa3aHHOro akTa npuMema-nepenayn M3aatoT COOTBETCTBYHOWME
pacnopAaguTenbHble aKTbl O nepegade NEKapCTBEHHbIX MNPenapaToB OpraHM3auMam-noayyatenam ¢
YKaszaHMem HOMEHKNATYpbl, KOAMYECTBAa M CTOMMOCTM NEeKapCTBEHHbIX MPenapaTtoB B OTHOLWEHWUMU
KaXKOoM opraHMsaumm-nonyyartens.

(8 pea. NoctaHoBNeHuMA MpaButenbcTea PO ot 28.11.2020 N 1963)

14. OpraHusauuu-nonydatenn B TeyeHue 2 pabouux AHEN cCO AHA MOAYYEeHUA [OOKYMEHTOB,
NOATBEPKAAOLWMX Nepesady UM eKapCTBEHHbIX NpenapaTos, NPUHMMAIOT 1IeKapCTBEHHbIE NpenapaTbl
Ha yuyeT, 06ecneymBaloT UX COXPaHHOCTb U LieNeBoe UCNob30BaHMe.

15. MuHucTepcTBO 34paBooxpaHeHusa Poccuiickoit Pegepaumm B YCTAaHOBEHHOM MM MopsAaKe
OCYLLECTB/IAET MOHUTOPUHT ABUMKEHUA M ydyeTa JIeKapCTBEHHbIX NMpenapatoB B cybbekTax Poccuinickoi
depepaunn, [OBOAUT A0 CBEAEHMA YNOJHOMOYEHHbIX OpraHoB, ®enepanbHOM CAy*KObl UCNONHEHUS
HaKasaHuit u PegepanbHOro MeaUKO-OMONONMYECKOro areHTCTBa MNOJIyYEHHble MO pe3yabTaTam
MOHUTOPWUHIA [aHHble, B TOM 4WUC/AEe CBEAEHMA O HOMEHKAAType, KO/AMYecTBe W CTOMMOCTM
JIeKApPCTBEHHbIX Mpenapatos, 06 OTCYTCTBUM MOTPEOHOCTM B OTAE/IbHbIX IEKAPCTBEHHbIX MpenapaTtax
nMbo 0 nosBAEHMM [ONOAHUTENBbHOW NOTPEOHOCTM B NEKAPCTBEHHbIX NpenapaTtax B CBA3M C
U3MEHEHMEM YUCNEHHOCTU BO/bHbIX, U3BMEHEHUAMMW B HA3HAYEHUAX MEAMLMHCKUMM PaBOTHUKAMM
NIeKApPCTBEHHbIX MpenapatoB 60AbHbIM M COrNacoBbIBAET MepepacrnpenesieHne JIeKapCcTBEHHbIX
npenapatoB Mexay cybbekTtamu Poccuiickon depepaumnun, PepepanbHoit cnyK60M UCNONHEHUA
HaKasaHui n PepepanbHbIM MeANKO-OMONOTMYECKMM areHTCTBOM.

(8 pea. NocTtaHoBNeHuMA MpaButenbcTea PO ot 28.11.2020 N 1963)

16. lMepepaya NeKapcTBEHHbIX NpenapaToB OAHMM CcybbekTom Poccuiickon dPepepaumm B
CO6CTBEHHOCTb Apyroro cybbekta Poccuiickon ®degepaumy OCYLLECTBAAETCA HA OCHOBAHMWU aKTa
npvema-nepesaun. MWHUCTEPCTBO 34paBOOXpPaHeHUs Poccuiickoit deapepauun yBefoOMAAETCS O
nepefaye NIEKapPCTBEHHbIX NpenapaTos B 10-4HEBHbIV CPOK NOC/AE NOANMCAHWA aKTa NpMema-nepesayu
YNONTHOMOYEHHbIMN OpPraHamu.

Mepenaya /eKapCTBEHHbIX MNpenapatoB mexay cybbektamm Poccuitickoir  Pepepaunm,
denepanbHON CNyKO0M UCNONHEHUA HaKa3aHWi n PegepanbHbIM MeaANKO-OMONOTMYECKMM areHTCTBOM
OCYLLECTBNAETCA Ha OCHOBAHWM COOTBETCTBYIOLLErO PACMOPAAMTENIBHOTO aKTa YMNOJHOMOYEHHOro
opraHa, PenepanbHoOi cny»KObl UCNONHEHUA HaKa3aHW uan PenepanbHOro MeanKo-b6Mo0rMyeckoro
areHTCTBa O nMepefadvye /IeKapCTBEHHbIX MPEenapaTtoB, W3BELLEHMA O [MOCTaBKe JIeKAPCTBEHHbIX
npenapaTtoB W akTa npuvema-nepenayn. MuHUCTEPCTBO 34paBooXxpaHeHna Poccuiickon dPepepauun
yBEAOMNAETCA O nepefayve JeKapCTBEHHbIX nNpenapatoB B 10-4HEBHbIA CPOK Moc/ae NOAMNUCAHMA aKTa
npuema-nepesaym  COOTBETCTBYIOLMM  YNOJHOMOYEHHbIM  opraHom, depepanbHoi  ciyK6o
NCMNOJIHEHWNA HaKa3aHui n PeaepanbHbIM MeANKO-OMONOTMYECKMM areHTCTBOM.

(8 pea. NocTtaHoBNeHuMA MpaButenbcTea PO ot 28.11.2020 N 1963)

17. MuHWCTepCTBO 34paBooXpaHeHns Poccuitickot degepaunm NpeacTaBafeT exeKBapTanbHo, 40
10-ro yicna mecsaua, Cleaylowero 3a OTYEeTHbIM KBapTasom, B PesepanbHyto ciyxkby no Haa3opy B
chepe 34paBOOXpPaHEHWA CBEAEHMS O Nepedadve JIEKAPCTBEHHbLIX MPEenapaToB YMNOJHOMOYEHHbIM
opraHam, PenepanbHoi cny:be UCNONHEHWA HaKasaHui u PeaepanbHOMY MeguKO-6MON0rMYEecKoMy
areHTCTBY M COI/IaCOBaHHbIX MepepacnpeiesieHnsax eKapCTBEHHbIX NMpenapaToB, B TOM YuC/ie MeXay
YNO/IHOMOYEHHbIMU OpraHamu, ®epepanbHol cNy:KO0M MCNONHEHUA HakasaHui u dPenepasbHbIM
MeLMKO-bMO0M0rMYEeCKMM areHTCTBOM, B LLe/IAX OCYLLECTB/IEHMUA KOHTPO/IA 33 LLe/IeBbIM UCMO/Ib30BaHNEM


consultantplus://offline/ref=457DFB6C243A1923DC09D84D875C2A6943DAE44D2271EC0186BB041E16F9C9B5DC7714C22AA41E42C8A3132C0E46E04FB1D125802F081BB0y6JEI
consultantplus://offline/ref=457DFB6C243A1923DC09D84D875C2A6943DAE44D2271EC0186BB041E16F9C9B5DC7714C22AA41E42C8A3132C0E46E04FB1D125802F081BB0y6JEI
consultantplus://offline/ref=457DFB6C243A1923DC09D84D875C2A6943DAE44D2271EC0186BB041E16F9C9B5DC7714C22AA41E42C9A3132C0E46E04FB1D125802F081BB0y6JEI
consultantplus://offline/ref=457DFB6C243A1923DC09D84D875C2A6943DAE44D2271EC0186BB041E16F9C9B5DC7714C22AA41E41C0A3132C0E46E04FB1D125802F081BB0y6JEI

NleKapcTBEHHbIX NpenapaTos.
(8 pea. NoctaHoBNeHuUA MpaButenbctea PO ot 28.11.2020 N 1963)

18. B uenax obecneyeHma 60bHbIX IEKAPCTBEHHLIMW NpPenapaTamm B NOPALKE, YCTAHOBNEHHOM
3aKkoHomaTenbctBOM  Poccuitickoir  Pepepaumn,  OCyW,ecTBAAETCA  HA3HAYeHME  JIEKAPCTBEHHbIX
npenapatoB M opopMaeHNE PeLenToB Ha IEKAPCTBEHHbIE NpenapaTbl.

19. Mpn Ha3HayeHUU 6O0/IbHOMY NIEKAPCTBEHHbIX NPEnapaToB Aevalunii Bpad MHGOPMUPYET ero o
BO3MOXKHOCTM NOJYYEHUA UM COOTBETCTBYHOLUMX JIEKAPCTBEHHbIX MpenapatoB 6e3 B3MMaHMA Nnathbl B
COOTBETCTBUM C 3aKOHOZaTeNbCTBOM Poccuiickon deaepauum.

20. B uenax AMHamuyeckoro HabawogeHua 3a 6onbHbIM U cobaloaeHMs NepuoaMyHOCTU
nocewleHns MM MeAMUMHCKOW oOpraHM3auMm Jfiedallum Bpayom onpeaenaetca  KoAM4yecTso
JIeKapCTBEHHOrO npenapara, eAMHOBPEeMeHHO 0pOPMIEHHOIO Ha peLenTypHom B1aHKe B COOTBETCTBUU
C PeKOMeH0BaHHOMN CpeaHEeCYTOHHOMN KYPCOBOW [030/ 1 CPOKOM, Ha3HAYEHHbIM A5 NMOoCeLeHUs.

21. MeanuMHCKasa opraHusauma npeaocTasasetT 60/1bHOMY (ero 3akKOHHOMY npeacTaBuTenNto)
nHbopmaumto 06 opraHnsaLmax, PaCnoONOXKEHHbIX B FPaHULLAX MyHULMMNAAbHOro 06pa3oBaHNs N0 MecTy
UTENbCTBA WM MecTy npebbiBaHMA (B cayvyae ecan CpoK npebbiBaHMA npeBbiwaeT 6 mecaues)
60NbHOTO W ocyuwecTBAAOWMX 6ecnnatHbI OTMAYCK JIeKaPCTBEHHbIX MpenapaToB, Ha3HAYeHHbIX
NleYalMm BpPayvoMm.

22. HasHaueHMe W oTnNyck 60nbHOMY (ero 3akKOHHOMY MpPEeACTaBUTENIO) JIeKapCTBEHHbIX
npenapaToB OCYLLECTBAAETCA B CPOK, He npeBbiwatowmin 20 paboumnx AHen co AHA BKAOYEHUA 60NbHOMO
B PernmoHasnbHbI cermeHT PesepanbHOro perncrpa.

22(1). OpraHu3auma OKasaHMA MeOUUMHCKOM MOMOLLM NNLAM, 3aK/JIOYEHHbIM NO4 CTPAXy MAW
OTObIBAlOWMM HaKasaHWe B BUAE JIMILEHMA C€BODOAbI, B TOM 4MC/Ie Has3HAYeHUEe U MpUMEHeHue
JIEKapCTBEHHbIX MPEnapaTos, OCYLECTBAAETCA B NOPALKE, YCTaHOBAEHHOM MWHUCTEPCTBOM HOCTULLMM
Poccuitckoin Pepepaumn.

(n. 22(1) BBeaeH MoctaHoBneHnem MpasuTennbcTsa PP ot 28.11.2020 N 1963)

23. B cnyyae Bble3ga 601bHOro 3a npeaenbl cybbekTa Poccuiickon deapepaumm, Ha TeppuTopun
KoToporo 60/IbHOM MNPOXKMBAET, a TaKXKe 3a npegesbl TEPPUTOPUM, MOoSNENKalLeln 06CNyKMBaHUIO
denepanbHbIM MeAMKO-BUONOrMUYECKMM areHTCTBOM, Ha TeppuTopuio Apyroro cybbekta Poccuiickol
depepauumn MAKM  APYryl0 TeppuUTOPUIO, noanexallyio ob6caykusaHuio dPeaepanbHbiM  MeAUKO-
6MONOTMUYECKMM areHTCTBOM, Ha CPOK, He Mpesbllalowmii 6 mecAues, Takomy 601bHOMY OpraHom
MCNONHUTENbHOM BAacTM cybbekta Poccuiickon depepaumm B chepe OXpaHbl 340P0OBbA WM
denepanbHbiM  TOCYAAPCTBEHHbIM  YUYPEXAEeHMEM,  OKasblBaloWMM  MEAULMHCKYID  MOMOLLb,
noaseaomcTeeHHbIM PeaepanbHOMY MeaMKO-BUONOrMYECKOMY areHTCTBY, opraHuM3syeTtca obecneyeHume
NIeKapCTBEHHbIMM NpenapaTamu Ha CPOK Npuema, paBHbI CPOKY ero Bble3aa 3a npeaensl Tepputopun
cybbeKkTa Poccuitickoit Peaepaumu, a Takske TeppuUTOpUM, Noaneskallen obeay>kmsaHuio deaepanbHbim
MeANKO-6MONOTMYECKMM  areHTCTBOM, /MB0, YuUMTbiBAA CPOKM TrOAHOCTU MMEIOLLMXCA OCTaTKOB
NleKapCcTBEHHbIX MpenapaToB, obecneyeHne Takoro 60/IbHOrO /IEKAPCTBEHHbIMM MpenapaTamu Ha
COOTBETCTBYIOLLMIA CPOK.

CBegeHMs O KOJMYECTBE HA3HAYEHHbIX WAM  OTMYLLEeHHbIX 60/sbHOMY (ero 3akoHHOMY
NpeacTaBUTe/N0) JIEKAPCTBEHHbIX MPEnapaToB BHOCATCA B PErMoHasbHblil cermeHT ®depepanbHoro
peructpa.

24. B cnyvae Bble3ga 60abHOMO 3a npegensl cybbekTa Poccuiickoint depepaumm, Ha TeppuTopun
KoToporo 60/bHOM MPOXWMBAET, a TaKXe 3a Npeaenbl TeppuTOpUM, Noasexkawein ob6CayKMUBaHWUIO
denepanbHbIM MeaMKO-6MONOrMYECKMM areHTCTBOM, Ha TEPPUTOPUIO Apyroro cybbekTa Poccuiickoit
degepaumn nAM  ApYyrylo TeppuTOpuUIo, nNoanexallyto obcay:uBaHuio dPeaepanbHbiM  MeAMKO-
6MONOrMYECKMM areHTCTBOM, Ha CPOK, NPEBbIWAWMIN 6 MeCcaLeB, UAN B ClyYae U3MEHEeHWA mecTa
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KUTENbCTBA TaKOMy 60/IbHOMY HA3HAYalOTCA JIeKapCTBEHHbIe MpenapaTtbl HAa CPOK nNpuema He bBonee
OAHOroO MecAlua /ANOO OpraHM3yeTcs OpraHoM WCNOAHUTENbHOM BRacTu cybbekta Poccuinckoi
depepaunn B chepe oOxpaHbl 340p0BbA UM depepanbHbIM  FOCYAAPCTBEHHBIM  YUYpeEKAEHUEM,
OKasblBalOWMM  MEeAMUMHCKYIO  MOMOLWb,  MNOABEeAOMCTBEHHbIM  PepepanbHOMy — MeaMKO-
b6uonormyeckomy areHTcTBy, obecneyeHme Takoro 60/bHOrO SIEKAapPCTBEHHbIMM MpenapaTamy Ha CPOK
npuvema He bosee ogHOro mecaua.

CBegeHMA 0 TaKoM 60/IbHOM NOA/IeXKaT UCKNOYEHMNIO U3 PerMoHaNbHOro cermeHta ®eaepanbHoro
pernctpa, KoTopbili BEAETCA OPraHOM WCMOJHUTENbHOW BNacTM B chepe oxpaHbl 340p0BbA CybbekTa
Poccuiickolt denepauun, C TEPPUTOPUM KOTOPOTO Bble3yKaeT 60NbHOW, Unn deaepanbHOro cermeHTa (B
cNyyae Bble3ga 60NbHOTO C TeppuTopwuW, noanexallein obcnykmaHuio PegepanbHbIM MeANKO-
6MONOTMYECKMM areHTCTBOM) M nepefadye (B TOM 4ucie C WCNOJb30BaHMEM MWHPOPMALMOHHO-
TENEKOMMYHUKALMOHHbIX TEXHONIOTMIA) OpPraHy MCNOAHWUTENbHOM BAacTM B chepe OXpaHbl 340P0BbLA
cybbekTa Poccuitickoit ®eaepaumn, Ha TeppuUTOPUIO KOTOPOro Bbexasn 6osbHoMW, v deaepanbHomy
MeAMKO-BMON0rMYecKoMy areHTCTBy A1 BK/IOYEHWA B YCTAHOBJAEHHOM MOpPsAAKe B Apyroi
pervnoHanbHbI cermeHT nam peaepanbHblii cermeHT PeaepanbHOro perucTpa.

[laTol BKAIOYEHUA B TaKMX C/yYasax cBeAeHuid 0 60/IbHOM B APYroi permoHasibHbli CEerMeHT Nau
denepanbHbil cermeHT defepasbHOTO PerncTpa ABAAETCA AeHb, CAeAYIOWNA 33 AHEM UCKIHOYEHUA B
COOTBETCTBMM C ab3alem BTOPbIM HACTOALEro MyHKTa CBEAEHWMI O HEM W3 COOTBETCTBYHOLLErO
PernoHaabHOro cermeHTa unmn deaepanbHoro cermeHta denepanbHoOro permcrpa.

25. OpraH MCNONHUTENIbHOM B/1AcTM B chepe oxpaHbl 340p0BbA cybbeKTa Poccuitckoin Peaepaumn,
C TeppuTopuUM KOTOpOoro Bblexan 6oabHON, nan depepanbHoe MeaUMKO-6MONOTMYECKOe areHTCTBO (B
cnyyae Bbledga 60/bHOrO € 0BCAYKMBaeMOM MM TeppuTopuKn) npeactasndeT (B Tom uucne ¢
MCNoNb30oBaHWEM UHGOPMALMOHHO-TENEKOMMYHUKALMOHHbLIX TEeXHO/IOMMIA) Mo  3anpocy opraHa
MCNONHUTENbHOM BNACTU B chepe oxpaHbl 340p0BbA cybbekTa Poccuitickoit denepalumm, Ha TeppUTOPULD
KoToporo Bbexan 6osbHON, unn PeaepanbHOro meanKo-6nonorMyeckoro areHTcTea (B caydvae Bbesaa
601bHOro Ha 06CNyXKMBAEMYIO UM TEPPUTOPUIO) CBEAEHUA O KOAMYECTBE HasHaYeHHbIX UK GaKTUYECKU
npeaocTaBneHHblX 601bHOMY (€ro 3aKOHHOMY MpPeACTaBUTENI0) J/IeKApCTBEHHbIX nNpenapaToB B
COOTBETCTBUM C NYHKTOM 24 HacToAllero MonoxeHus.

26. OpraH MCNOAHUTENbHOW BacTH B cdepe oxpaHbl 340p0BbA cybbeKTa Poccuiickoin ®eaepaumn,
Ha TepPMTOPUN KOTOPOTro Nposkusan 6osbHoW, unn deaepanbHoe MeanKo-6Mo0rMyeckoe areHTCTso (B
cnyyae Bblesga 60MbHOTO C 06CAYKMBAaEMOW WM TeppuTopuM) npeactaBaseT (B TOM uucine c
MCMO/Ib30BaHNEM MHPOPMALMOHHO-TENEKOMMYHMKALMOHHbIX TeXHosorni) no 3anpocy PeaepanbHoit
CNYXBbl  WUCMOJMIHEHWUA HaKasaHWM CBeAeHWA O KOJIMYECTBE Ha3HaAYeHHbIX WAN  daKTUUYECKK
npesocTaBAeHHbIX 6ONbHOMY SIeKapPCTBEHHbIX MPenapaTos.

PepepanbHaa cnyxba MCNONHEHMA HaKa3aHW MO 3aMpoCy OpraHa WMCMONHUTENbHON BNACTU B
chepe oxpaHbl 340poBba cybbekTa Poccuitickon Pepepaumm, Ha TeppPUTOPUIOD KOTOPOTO BbexXan
60nbHON, MAn depepanbHOro MeauKo-bMONOrMYECKOro areHTCTBa (B c/ayvyae Bbesga 00/bHOrO Ha
06CNYKMBAEMYIO UM TEPPUTOPUIO) NPeACTaBAsfeT (B TOM YMC/e C UCMONb30BaHUEM MHPOPMALMOHHO-
TEIEKOMMYHMKAUMOHHbBIX TEXHO/IOTMIA) CBEAEHMA O KONMYECTBE Ha3HAYEHHbIX MAM  daKTUYECKH
npeaocTaBAeHHbIX 601bHOMY 1EKAPCTBEHHbIX NPENapaToB.

(n. 26 BBeaeH MoctaHoBneHnem MpasBuTtenbcTea PO oT 28.11.2020 N 1963)

YTBEpHKAeHO

noctaHosneHnem lMpaBuTenbCcTBa
Poccuitckoit epepaumm

oT 28 aekabpna 2016 r. N 1512
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NONNOXEHUE
Ob OPTAHU3ALIMU OBECMNEYEHNA UL, BOJIbHbIX TYBEPKY/IE3OM
C MHOXECTBEHHOM NNEKAPCTBEHHOM YCTOMYMBOCTbIO BO3BYAQUTENA,
AHTUBAKTEPUA/IbHbIMW U MPOTUBOTYBEPKY/JIE3HbIMW JIEKAPCTBEHHbIMU
NPENAPATAMU ANA MEAULUUHCKOIO NPUMEHEHUA

CnnCOK M3MEHAIOLWMNX LOKYMEHTOB
(B peq. MoctaHoBneHwWiA NpaBuTenbctea PO ot 28.08.2019 N 1110,
o1 20.05.2020 N 708)

1. Hactoawee MonoxKeHWe ycTaHaB/AMBAET NOPAOOK OpraHusaumm obecneyeHus nuu, H6ONbHbIX
TybepKy/ie30M C MHOXECTBEHHOW NeKapCTBEHHOW YCTOMYMBOCTbIO BO36yauTens (manee - 60nbHble),
aHTMBAKTEPMANbHLIMU U NPOTUBOTYBEPKYNE3HBIMM NEKAPCTBEHHBIMW NPEnapaTamm gaa meanuMHCKOro
NPUMeHeHus, npegHasHaYeHHbIMU AN JieYeHMA 3Toro 3aboseBaHUSA M BK/OYEHHbIMM B NepeyeHb
KU3HEHHO HeobXOAMMbIX WM BaXKHEULMX JIeKAPCTBEHHbIX MPEenapaToB (Janee - JIeKAPCTBEHHble
npenapatbl), a TaKKe MOPAAOK W YC/OBUA Mepefayn JIeKAapCTBEHHbIX MPenapaTtoB B COBCTBEHHOCTb
cybbekToB Poccuitickoit Pepepaumu.

2. WcTouyHMKOM UHaHCMpoBaHMA opraHusaunm obecrnedeHmss 60/bHbIX JI@KaPCTBEHHbIMU
npenapaTtamm ABAAIOTCA OIOAMKETHbIE aCCUrHOBaHMA, MPeayCcMOTpeHHble B deaepanbHOM BrogyKeTte
MUHUCTEPCTBY 34paBoOXpaHeHna Poccuiickoii ®eaepaunn.

3. MpaBo 60nbHOrO Ha obecneyeHWe JEKAPCTBEHHbIMU MpenapaTamn BO3HMKAET CO AHA
BK/IOYEHMSA CBEAEHUM O HEM B pPernoHaNbHbli cermeHT ®enepanbHOro perucTpa Auud, 60/bHbIX
TybepKynesom (ganee - PepepanbHblit perncrp).

[daTa BK/AouyeHWAa 60NbHOrO B perMoHanbHblit cermeHT PegepanbHoro peructpa ¢puKcupyetcs
Jleyallumm Bpayom B MeaNLMHCKON KapTe ambynaTopHoro 60/1bHOMo MAKM UCTOPUKN Pa3BUTUA pebeHKa.

4. OpraHusauua obecrneyeHMa MUHUCTEPCTBOM 34paBoOXpaHeHus Poccuiickoi depepaumm 3a
cyeT cpeacts denepanbHoro 6roaxketa 60MbHLIX JIEKAPCTBEHHBIMM MpenapaTtaMmy OCYLLECTBASETCA C
YYETOM CTaHOAPTOB MeAMLMHCKOM NOMOLM, KIMHUYECKUX PEKOMEHAAUNA U cpedHel KypcoBOW A03bl
JIeKapCTBEHHbIX NPenapaTos.

5. OpraHbl WCNONHUTENLHOW BAacTM cybbekToB Poccuitckoit depepaumm B chepe oxpaHbl
3,0p0BbA He no3gHee 1 HOAOPA TeKywero roga NpPeacTaBAatoT B MUHUCTEPCTBO 34,0aBOOXPAHEHMUSA
Poccuiickolt depepalmm 3aaBKM Ha NOCTaBKY SIEKAPCTBEHHbIX NpenapaTos (Aanee - 3aaBKM) No Gopme,
YTBEPKAEHHOW YKa3aHHbIM MWHUCTEPCTBOM, C NPUNOKEHMEM OOOCHOBAHMI MO UX 0bBbEMy, a TaKke
nepeyeHb OPraHM3aUMN, MMEOWMX JIMLEH3UI0 Ha  OCYLWEeCTB/EHNWE MegMUMHCKOU U (uan)
dbapmaueBTUUECKON AenaTenbHOCTM B cybbeKTax Poccuiickon Pepepaumn (fanee - opraHusauumu-
noJsiy4aTenn), B LLeasX NOCTaBKM OpraHM3aLmMAM-NoyYaTeNAM NEKAaPCTBEHHbIX NPEenapaTos.

MoTpebHocTb (06bemM nNoOCTaBKM) B JIeKAapPCTBEHHOM npenapate onpeaensaerca ¢ ydyeTom
KNAMHUYECKMX PEKOMEHOAUMN W cpedHen KypCcoBOW n[03bl JIEKAPCTBEHHOrO npenapata ucxogs M3
exxemecayHon daKTUYecKol NoTpebHOCTM 6ONbHbIX B NEKAPCTBEHHbIX Npenapatax B COOTBETCTBUMU CO
CBEAEHUAMU pPernoHanbHoro cermeHta PepepasnbHOro perucTtpa U HeobxoaMmocTn GopMMPOBAHUS
3anaca Ha 15 mecaues.

6. MuHKUCTepcTBO 3ApaBooxpaHeHua Poccuiickolt Pepepauun GopmMUPYET KOMWUCCUIO MO
PacCMOTPEHUNIO 3aABOK (4anee - KOMMCCUA), YTBEP)KAAeT MOJIOKEHME O KOMWCCMM WM ee COCTaB.
Komuccma Ha cBoem 3acefaHWyM paccmaTpuBaeT 3asaBKM Ha npeameT 060CHOBAHHOCTU 3anBAEHHbIX
06beMOB /IeKapCTBEHHbIX NPenapaToB, NpPU Heo6X0AMMOCTM KOPPEKTUPYET MX W COr1acoBbiBaeT C
BbIHECEHMEM COOTBETCTBYIOLLEMO PELUEHMS.
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CornacoBaHve 3afBOK OCYLLECTBASETCA KOMWCCMEM C y4yacTMem MpeacTaBuTeNiei OpraHos
MCMNONHUTENbHOW BnacTM cybbektoB Poccuiickon degepauyn (B TOM 4YMcae C UCMOAb30BaHWEM
MHPOPMALNOHHO-TENEKOMMYHUKALMOHHBIX TEXHOIOTUN).

7. Obbem NOCTaBOK JeKApPCTBEHHbIX MNpenapatoB d¢opmupyetrca B npeaenax OlOAKETHbIX
aCCUTHOBAHWI, NpPeAycMOTPEHHbIX B deaepasibHOM 3akoHe o0 deaepasbHOM bloaxKetTe Ha
COOTBETCTBYIOWMNIN PUHAHCOBLIM ro4 W NAAHOBLIM Mepuoa, U AUMUTOB OOAMKETHbIX 00M3aTesbCTs,
[0BeAeHHbIX B YCTAHOBAEHHOM nopaake Ao MuHuUcTepcTBa 34paBooxpaHeHma Poccuinckon ®eaepaumm
Ha 3aKYMNKy NeKapCTBEHHbIX NpenapaTos.

8. B cootBeTcTBMM C 0b6bemMamu MOCTAaBOK JiIeKapCTBEHHbIX MNPenapaToB, YTBEPKAEHHbIMU
opraHaMu WUCNOJIHUTENIbHOM BAlacTU cybbeKToB Poccuiickoli depepaummn B chepe oxpaHbl 340p0BbA C
yyeToMm peleHus Komuccuu, MUHUCTepCcTBO  34paBooxpaHeHus  Poccuiickoint  depepaumm B
YCTaHOB/IEHHOM 3aKoHogZaTenbCcTBOM Poccuiickoit degepauun nopagKe OCYLLECTBASET  3aKYMKy
NleKapcTBEHHbIX NpenapaTos.

9. TocTaBWMKM  NEeKapCTBEHHbIX Mpenapatos, OMpeAesieHHble B  COOTBETCTBMM  C
3aKoHogaTesnbcTBOM Poccuiickonnt deaepaumn, npeactasasioT B MUHUCTEPCTBO 34paBOOXpPaHeHUn
Poccuiickoit depepaumn opopmaeHHble B YCTAaHOBEHHOM MOPAAKE AOKYMEHTbI, MOATBEpPMKAatolime
baKT nonyyeHUa opraHM3auMAMMU-NONYYaTENAMM NEKAPCTBEHHbIX NPENapaTos, B TOM YMC/Ie HaKnagHble
M aKTbl MpMema-nepeaayn 1eKapcTBeHHbIX NpenapaTos.

10. MuHucTepcTBO 3apaBooxpaHeHns Poccuiickoit Pepepaumn B TeyeHne 10 paboumx aHen co
OHA NOCTYN/IeHUA aKTa npuvema-nepenaym NpPUHUMaeT Ha y4yeT JeKapCTBeHHble npenapaTtbhl M u3gaet
pacnopaguTenbHble akTbl O MepeAaye /eKapCTBEHHbIX npenapatoB B COBCTBEHHOCTb cyb6beKkTos
Poccuiickolt depepaummn c yKasaHMEM HOMEHKNATYPbl, KOAMYECTBA M CTOMMOCTU JfIeKapCTBEHHbIX
npenapaToB B OTHOLLEHUW Kaxaoro cybbekTa Poccuiickoit eaepaumn.

11. MuHKUcTepcTBO 34paBooxpaHeHmsa Poccuitickoi Peaepaumm B TedeHne 5 pabounx gHel co aHA
M34aHMA pPacCnopAAUTENbHOrO akKTa, npeaycMoTpeHHoro nyHKTtom 10 HactoAawero [lonoxKeHus,
HanpaB/AeT B OpraHbl UCMOJIHUTENIbHOW BnacTn cybbekToB Poccuitckolt degepauunmn, onpeseneHHble
BbICLUMMM OOJIKHOCTHbIMU AMLaMKU cybbekToB Poccuitickon degepaumm (pyKoBOAUTENSMM BbICLUMX
MCMNOJIHUTENbHbLIX OPraHOB rOCYAapCTBEHHOM BnacTu cybbekToB Poccuitickon depepaunn) (pganee -
YNOJIHOMOYEHHbIE OpraHbl) W3BELEeHNEe O MOCTaBKE JIEKAPCTBEHHbIX MPEnapatoB UM aKT npuema-
nepegaun (B 2 ak3emnaapax), NnognmncaHHble YKasaHHbIM MUHUCTEPCTBOM.

12. YNnonHOMOYEHHble opraHbl B TeyeHMe 5 paboumx gHeir co AHA NOJYYEHWUS U3BELLEHUS O
MOCTaBKE NEKAPCTBEHHbIX MpPenapaToB M akTa Npuema-nepenayu, npenycMoTPeHHbIX NyHKTom 11
HacTosAwero MonoxeHna, NOANUCLIBAIOT M 3aBEPSIOT NeYaTbio 06a IK3eMNAApa U3BELLEHNA O MOCTaBKe
JIeKapCTBEHHOrO npenapaTa U 06a 3K3eMnaspa akTa Npuema-nepenayun, nociae 4Yero BO3BPALLAMOT B
MwuHUCTEPCTBO 34paBoOXpaHeHnA Poccuitckon ®epepaumm oamMH 3K3eMNAAP YKa3aHHOTO M3BELLEHUA U
OZMH 3K3eMNAAP YKa3aHHOTrO aKTa Npuema-nepesayn.

13. YNo/HOMOYEHHbI opraH Ha OCHOBaHWM aKkTa NpMema-nepeaaqun, NpeaycMoTPEHHOIO NYHKTOM
11 HacTosAwero MofoXeHUs, NPUHUMAET Ha y4YeT JIeKapCTBEHHbIe Npenapatbl U B TeyeHune 5 paboumx
AHEeN Co AHA NOJIYYeHWA YKa3aHHOTO aKTa npuema-nepesayvn MsgaeT pacrnopaauTenbHbId aKT o
nepefaye NEKAPCTBEHHbIX MPENapaToB OPraHWM3aLMAM-NONYyYaTeNsM C YKa3aHMeM HOMEHKAATypbl,
KO/IMYECTBA U CTOMMOCTM JIEKAPCTBEHHbIX MPEnapaToB B OTHOLEHWM KaxK40W OpraHu3aLmm-nonyyaTens.

14. OpraHusauuu-nonyyatenn B TeyeHue 2 pabouux AHEN CO AHA MOAyYeHUs [AOKYMEHTOB,
NOATBEPKAAOLLMX Nepesavy UM eKapCTBEHHbIX NPenapaTos, NPUHMMAIOT IEKAapCTBEHHbIE NpenapaTbl
Ha yyeT, obecneunBatloT UX COXPAHHOCTb M LLeeBOE UCMONb30BaHMeE.

15. MuHUCTepcTBO 34paBooxpaHeHua Poccuiickon Peaepaumn B yCTaHOBAEHHOM MM MNopAaKe
OCYLLECTBNAET MOHUTOPUHT ABUXKEHMA U y4YeTa JIeKapCTBEHHbIX NpenapaTtoB B cybbekTax Poccuiickoi



depepaunn, [O0BOAUT [0 CBEAEHUA YNONHOMOUYEHHbIX OPraHOB MOJ/lyYeHHble MO pe3y/bTaTam
MOHUTOPUHIA JaHHble, B TOM 4YMC/NEe CBeAeHMA O HOMEHKIAType, KO/AM4YectBe W CTOMMOCTU
JNIEKAPCTBEHHbIX NpenapatoB, 06 OTCYTCTBMU NOTPEOHOCTU B OTAE/bHbIX JIEKAPCTBEHHbIX MpenapaTtax
AMBo O NOABAEHUM [AOMNOJIHUTE/IbHOW NOTPEOHOCTU B JIeKAPCTBEHHbIX MpenapaTax B CBA3U C
nsmeHeHmem B cybbekTe Poccuitckon ®PepepaumMm  UYUCNEHHOCTM OOJIbHbLIX, W3MEHEHUAMMU B
Ha3HaYeHMAX MeaUUNHCKMMU PabOTHMKAMM JIeKAapCTBEHHbIX MpenapaToB 60/IbHbIM U COrnacoBbIBaeT
nepepacnpegeneHne NeKapcTBEHHbIX NpenapaToB mexay cybbektamm Poccuinckon ®egepaumm.

16. NMepepaya JNeKapCTBEHHbIX MNpenapaTtoB oAHMM cybbektom Poccuiickor Pepepaummn B
CcobCTBEHHOCTL Apyroro cybbekta Poccuiickon ®Peaepaumm OCYLECTBAAETCA HA OCHOBAHMWU aKTa
npuema-nepegaum. MUHUCTEPCTBO 34paBooxpaHeHus Poccuiickon degepaumm yBeaoOMANSETCA O
nepefaye NeKapcTBEHHbIX NpenapaTtoB B 10-4HEBHbIM CPOK Nocae NoAnMCcaHUsA akTa npuema-nepesayn
YNOJHOMOYEHHbIMW OpraHamMm.

17. MuHKUCTepPCTBO 34paBoOXpaHeHns Poccuitickoin deaepaummn npeactaBseT exeKkBapTanbHo, 40
10-ro uncna mecaua, cneaylowero 3a OT4YeTHbIM KBapTasiom, B PegepanbHyto cay:Kby no Hagsopy B
cdepe 3apaBooOXpaHeHNA CBEAEHMA O nepeaaye NeKapCcTBEHHbIX MPenapaTos B CO6CTBEHHOCTbL CyObeKTa
Poccuiickoit deaepaumm 1 COrnacoBaHHbIX NnepepacrnpeaeneHnax eKapcTBEHHbIX NpPenapaTtos Mexay
cybbektamm Poccuiickoit degepaunm B LLENAX OCYLLECTB/IEHUA KOHTPO/IA 3a Le/IeBbIM MUCMO/Ib30BaHNEM
NleKapcTBEHHbIX NpenapaTos.

18. B uenax obecneyeHns 60/bHbIX NEKAPCTBEHHbLIMW NpenapaTamu B NOPAAKE, YCTAHOBAEHHOM
3aKoHogaTenbcTBOM  Poccuitickon  ®depepaumu, OCYLLECTBAAETCA  Ha3HauyeHWe  NIeKapCTBEHHbIX
npenapaTos 1 0pOPMIEHNE PELENTOB Ha IeKapCTBEHHbIE Npenaparbl.

18(1). B cnyyae HaxoxKaeHWAa 60/bHOTO Ha JleYeHMM B CTAUMOHAPHbIX YCI0BMAX obecneyeHue
NeKapcTBEHHbIMM  MpenapataMy, 3aKkynaembiMM 3a cYyeT cpeacts  dedepanbHoro  6Ho4KeTa,
OCYLLECTBNAETCA MyTemM WX NPeaoCTaB/NeHna opraHu3aumnein-noayyarTesiemMm MeguUNHCKOM OopraHM3aLmu,
B KOTOPOM NPOBOAMUTCA fleYeHMe.

(n. 18(1) BBeaeH MoctaHoBneHnem MpasuTenbctea PP ot 20.05.2020 N 708)

19. MNpwu Ha3HayeHMM 6ONbHOMY NEeKaPCTBEHHbIX NPENapaToB fevyawmii Bpay MHGOPMUPYET ero o
BO3MOHOCTM NOJIYYEHUA UM COOTBETCTBYIOLLMX JIEKAPCTBEHHbIX Npenapatos 6e3 B3MMaHuA nnaTbl B
COOTBETCTBUM C 3aKOHOAaTeIbcTBOM Poccuiickon Peaepaumn.

20. B uenax AuMHamuyeckoro HabatogeHus 3a 60abHbIM UM cOBAOAEHUA NEepPUOSMYHOCTM
nocewleHns MM MeAMUMHCKOW oOpraHvM3aumm fiedalum Bpayom onpeaenaetca  KoAMYecTsBo
NleKapCcTBEHHOro npenapara, eAMHOBPEeMeHHO 0pOPMIEHHOrO Ha peLenTypHom 61aHKe B COOTBETCTBUM
C PeKOMeH0BaHHOM CpeaHEeCYTOYHOM KYpPCOBOW A030/ U CPOKOM, HazHaYeHHbIM ANA NOCeLLeHUs.

21. MegMuMHCKan opraHv3auuMsa npeaoctaenser 607bHOMY (ero 3aKOHHOMY NpeacTaBUTENtO)
NHdopMaumio 06 opraHM3aumaX, PacnooKEHHbIX B FpaHMLAX MyHMLMNaAbHOro 06pasoBaHMa No MecTy
XUTENbCTBA MAM MecTy npebbiBaHMA (B caydae ecan CPOK npebbiBaHWA NpeBbllaeT 6 mecaues)
60/IbHOTO W OCYLECTBAAOLWMX 6ecnnaTHbIii OTMYCK JIeKAPCTBEHHbIX MpPenapaToB, Ha3HaYeHHbIX
JlevallMm Bpayom.

22. HasHaueHuve W OTNyck 60AbHOMY (ero 3aKOHHOMY MpPEeACTaBUTENO) JIeKapCTBEHHbIX
npenapaToB OCYLLLECTBAAETCA B CPOK, He npeBbiwatowmin 20 paboumx AHeln co AHA BKAOYEHUS BONBbHOTO
B PErMoHa/bHbIV cermeHT PeepanbHOro perncrpa.

23. B cnyvae Bble3ga 60abHOMO 3a npegensl cybbekta Poccuiickon deaepauumn, Ha TeppuUTopUn
KoToporo 60/1bHOM NPOXKMBAET, Ha TEPPUTOPUIO APYroro cybbekTa Poccuiickoint Peaepaumm Ha CPOK, He
npesbIWaoWNn 6 mecaues, opraHOM WMCNOAHUTENbHOW BAacTn cybbekta Poccuitickoit depepaumm B
cdepe oxpaHbl 340p0BbA OpraHM3yeTcs obecneyeHne Takoro 60/bHOIO IEKAPCTBEHHbLIMKW NpenapaTamm
Ha CpPOK Mpuema, PaBHbliA CPOKY ero Bble3ga 3a npeaenbl Tepputopum cybbekTa Poccuitickoit
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d>e,u,epau,mm, }1VI60, Y4nUTbIBAA CPOKU TOAHOCTUN UMeLWMNXCA OCTAaTKOB JIeKapCTBEHHbIX MpenapaTos,
obecneyeHune Takoro 60/bHOroO NNeKapCTBEHHbIMU NpenapaTamMm Ha COOTBETCTByIOLLI,Mﬁ CpPOK.

CBefeHMA O KO/MMYECTBE HA3HA4YeHHbIX WAM  OTMYWEHHbIX 6onbHOMY (ero 3akKoHHOMY
NpeACcTaBUTENI0) JIEKAPCTBEHHBIX MPENapaToB BHOCATCA B PerMoHasnbHbl cermeHT ®deaepanbHoOro
perucrpa.

24. B cnyyae Bble3ga 60s1bHOro 3a npeaesnbl cybbekta Poccuiickoit depepaunm, Ha Tepputopumn
KoToporo 60nbHOI MPOXUBAET, Ha TeppUTOpPUI0 Apyroro cybbekTa Poccuiickolt deaepalmm Ha CPOK,
npesblllaoWmMii 6 Mecaues, WAM B CAy4ae U3MEHEHUA MecCTa KUTeNbCTBa Takomy 60/1bHOMY
Ha3HayaloTCA JleKapcTBeHHble npenapaTbl Ha CPOK Mpuema He bonee oAHOro mecaua AM6oO opraHom
NCNONHUTENbHOM BRacTn cybbeKkta Poccuiickoin degepaumm B chepe oxpaHbl 340pOBbA OpraHM3yeTca
obecneyeHne Takoro 60NbHOrO NEeKapCTBEHHbIMM NpenapaTamu Ha CPOK npuema He 6bonee oAHOro
mecsua.

CBedeHUs O TakoOM 6O/NbHOM MoAneKaT WCKAOYEHUIO M3 COOTBETCTBYIOLWEro perMoHasbHOro
cermeHTa PegepanbHOro pernctpa U nepegaye (B ToOm 4YMcae € UCNOJSIb30BaHMEM MHGOPMALUOHHO-
TE/IEeKOMMYHMKAUMOHHbIX TEXHOJIOTUI) OpraHy WMCMOJHUTENbHON BnacTM B chepe OxpaHbl 340pPOBbA
cybbekTa Poccuitckonn Pepepaumm, Ha TEPPUTOPUIO KOTOPOro Bbexas O0/IbHOWM, ANA BK/AOYEHUA B
ApYroi permoHasibHbIN cermeHT PeaepanbHOro perncrpa.

[aTton BKAKOYEHUA cBedeHWM O O60/JIbHOM B APYro perMoHanbHbii cermeHT PegepanbHOro
peructpa ABAAETCA AeHb, CnedyloWmii 3a AHEeM WUCKAYEHUA B COOTBETCTBMM C ab3auem BTOPbIM
HaCTOALWLEro MyHKTa CBeAEHUIN 0 HEM U3 perMoHanbHOro cermeHta ®esepanbHOro pernctpa opraHom
NCNONHUTENbHOM BNAcTM B chepe oxpaHbl 340poBba cybbeKkTa Poccuitickoit deaepaumm, ¢ TeppuUTopUn
KOTOpPOro Bblexan 601bHOMN.

25. OpraH UCNoIHUTENbHOM BNACcTW B chepe oxpaHbl 340p0BbsA CybbekTa Poccuiickolt ®eaepaumm,
C TEeppuUTOpUM KOTOPOro Bblexas b00/bHOW, nNpeacTasadeT (B TOM 4YUCAE C  MCMOJIb30BaHUEM
MHPOPMALNOHHO-TENEKOMMYHUKALLMOHHBIX TEXHOJIOTUIA) MO 3anNpocy opraHa UCNOJIHUTENbHOM BacTU B
cbepe oxpaHbl 340poBbA cybbekTa Poccuiickon dPepepaumun, Ha TEPPUTOPUIO KOTOPOro Bbexan
60/1bHOM, CBEAEHMA O KOMMYECTBE Ha3Ha4YeHHbIX WAM aKTUYECKM NpeaocTaBieHHbIX 6oibHOMY (ero
3aKOHHOMY MpPEeACTaBUTE/O) JIEKAPCTBEHHbIX MPENapaToB B COOTBETCTBUM C MYHKTOM 24 HacToAwero
MonoxeHuA.




