O BHeCeHMn U3MeHeHUMN B NnocTaHoBJseHue MNMpaBuTenbCTBA
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MocTtaHoBneHme - Ne 1110 - oT 28.08.2019 - MpaBuTenbcTBO Poccuinckon Pepgepaunn - lencTByeT 6€3 n3MeHeHuin

MPABUTENIbCTBO POCCUACKOW ®ELEPALIN
MOCTAHOBJIEHNE
OT 28 ABI'YCTA 2019 T. Ne 1110
MOCKBA

O BHECEHUWN N3MEHEHWIN B MOCTaHOBJIEHME NpaBnTeNbLCTBa
Poccuiickon ®epepaumm ot 28 gekabps 2016 r. Ne 1512

MpasuTenbcTBO Poccuinckon degepalimm NoCTaHOBASET:

YTBepAnTb NpunaraeMble N3MEHEHNS, KOTOPble BHOCATCS B MOCTaHoBAeHMe paBuTensCcTBa Poccninckonm
depepaumm oT 28 aekabpsa 2016 r. Ne 1512 "O6 yTBepxxaeHumn MonoxxeHnsa ob opraHnsaumm obecnevyeHus
JNL, MHPULMPOBAHHbLIX BUPYCOM MMMYHOAedMLMTa YeI0BEKA, B TOM YMCSIE B COYETAHUN C BUpYyCaMu
renatntoB B n C, aHTUBUPYCHLIMY NEKAPCTBEHHbLIMU NpenapaTaMu 45 MeAULMHCKOrO NPUMEHEHMNS 1
MonoxeHns 06 opraHmsauun obecnedveHns nuy, 6onbHbIX TybepKyne30M ¢ MHOXKECTBEHHOM
NEKapPCTBEHHOW YCTONYMBOCTbIO BO3OyANTENs, aHTUbaKTepranbHeIMU U NPOTUBOTYOEPKYNe3HbIMU
NleKapCTBEHHbIMU NpenapaTaMu 4N MeanLMHCKOro npuMmeHeHus" (CobpaHume 3akoHo4aTeNbCTBA
Poccuinckon ®eaepaunn, 2017, Ne 2, cT. 344; 2019, Ne 1, cT. 38).

Mpencenatens MNpaBuTenbCTBA
Poccuinckon ®epepaunn [.Mensenes

YTBEP>XIEHbI

nocTtaHoBieHUeM lMNpaBmTenbCTBa
Poccuinckon ®epepauun

oT 28 aBrycta 2019 r. Ne 1110

N3MEHEHWA,
KOTOpble BHOCATCS B MOCTaHOBAeHMeE paBnTeNbLCTBA
Poccuinckon ®epepaumm ot 28 nekabpsa 2016 r. Ne 1512

1. MonoxxeHune 06 opraHm3aumm obecneveHmns nnL, MHPULNPOBAHHLIX BUPYCOM MMMYyHOAedULMTA
4yeNoBeKa, B TOM YMCJIe B COMETAHMM C BUpYCaMu renatutoB B 1 C, aHTUBMPYCHBIMU IEKAPCTBEHHLIMM
npenapatamn onga MmeanunHCKOro npuMmeHeHuns, yTeepXXxgeHHoe ykKka3aHHbIM MOCTaHOB1IEHWEM, NU3NTOXXUTHL B
cnefyowen pefakuuu:

"YTBEPXKLEHO

nocTaHoBneHveM lMNpaBuTensLCTBA
Poccuiickon ®epepalimu

oT 28 nekabpsa 2016 r. Ne 1512

(B pefakLum NOCTaHOBAEHUS
MpaBuTenbcTBa Poccninckon Pegepaunmn
oT 28 aBrycta 2019 . Ne 1110)

MOJIOXEHUE
06 opraHu3auuy obecneyeHns N, MHOULUPOBAHHBIX BUPYCOM MMMYHOAe(ULMTa YENIOBEKA, B TOM Yucne
B COMETaHUM C BUpycamu renatutos B n C, aHTMBUPYCHBLIMU IEKAaPCTBEHHbIMY NpenapaTaMu aas
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MeONLMHCKOro npuMmeHeHunsa

1. HacToswwee Mono)xeHne ycTaHaBAMBaET NOPALOK OpraHn3auumn obecneveHms aumy, MHEULMPOBAHHbIX
BMPYCOM MMMyHoLeduLNTa Yesl0BEeKa, B TOM YKCAe B COMETaHUM C BUpyCcaMu renatutos B un C,
AHTUBMPYCHBIMW SIeKapCTBEHHbBIMU NpenapaTtaMu 419 MeANLUUHCKOro NMPUMEHeHNS, BKIOYEHHbIMU B
nepeyeHb XXU3HEHHO HEOBXOAMMBIX U BaXXKHEMLLMX NEKAPCTBEHHbIX NPenapaToB (fanee COOTBETCTBEHHO -
60/1bHble, IeKapCTBEHHbIE NMpenapaThbl), MOPAA0K 1 YC/I0BMA Nepeaayn NeKapCTBEHHbIX NpenapaTos
thenepanbHbIM rOCyAapCTBEHHBLIM YYPeKAEHUSAM, OKa3blBaOLWUM MEAULNHCKYIO MOMOLLb,
nofBeOMCTBEHHbIM PeflepalibHOMY MeNKO-bM0I0rnYeckoMy areHTCTBY, a TakXe B COBCTBEHHOCTb
cybbekToB Poccuiickon Pepepaumu.

2. \cTo4HMKaMn uHAHCMPOBaHUS opraHm3aLunm obecneyeHns nekapCcTBEHHbIMY npenapaTamMy 60JbHbIX
ABNAOTCS OO AKETHbIE aCCUrHOBAHNA, MPeAyCMOTPEHHbIE B (hefepasibHOM BrogxeTe MMHUCTEPCTBY
3[paBooxpaHeHns Poccunckon depepauinu.

3. MpaBo 6osbHOro Ha obecneyeHne nekapCTBEHHLIMY NpenapaTaMn BO3HNKAET CO OHS BKAIOYEHNS
CBEAEHNI 0 HEM B (heAepasibHbIN NN B PErMOHasbHbIN CermMeHThl PefepasibHOro perucTpa auu,
NH(ULMPOBAaHHbLIX BUPYCOM MMMyHOoAedULUTa Yenoseka (fanee - depepasnbHbiil perucTp).

[llaTa BKtoYeHMs 60JILHOMO B YKa3aHHble cerMeHThl PefepanbHOro perncTpa GuUKCMpyeTcs aeyallum
BPa4yoM B MeLULIMHCKON KapTe aMbynaTopHOro 60/1bHOr0 Uy UCTOpuK pa3BuTra pebeHka.

4. OpraHun3saumns obecnevyeHns MMHMCTEPCTBOM 3apaBooXpaHeHns Poccuinckon ®egepauum 3a cyeT
CpeLncTB (hepepancHoro 6roaxeta 60NbHbIX IEKAPCTBEHHLIMU NpenapaTaMmn OCyLLEeCTBASETCS C YHeTOM
CTaHOApPTOB MeANLIMHCKON NOMOLUU, KIMHUYECKUX PEKOMEHAALNIA N CpefiHeN KypCOBON A03bI
JIeKapCTBEHHbIX NpenapaTos.

5. ®epepanbHoe MeanKo-61onornyeckoe areHTCTBO 1 OpraHbl UCMOSHUTENBHOW BacTu CybbeKkToB
Poccuinckon ®egepaumm B chepe 0xpaHbl 340pP0OBbS ONpeaenstoT COOTBETCTBEHHO NOABEAOMCTBEHHbIE
thefepanbHble FOCYLapCTBEHHbIE YYPEXAEHNS, OKa3blBatOLLME MEANLIMHCKYIO MOMOLLb, Y PACMOI0XEHHbIE
B cybbekTax Poccuiickon degepaunn opraHusaumm, UMerLmne JMLEH3NI0 Ha OCYLLECTBIEHNE
MeONLUHCKON 1 (1K) (hapMaLeBTUYeCKOW AeaTelbHOCTM (Janee - opraHusaunm-nosyyaTen), B Lenax
NOCTaBKW OpraHn3auusamM-nony4aTensM neKapCTBEHHbIX NpPenapaTos.

OpraHbl UICNOJIHUTENBHON BNlacTu cybbekToB Poccuiickon denepauun B cchepe oxpaHbl 300POBbS, a TakXKe
depepanbHoe MeanKo-bnonornyeckoe areHTCTBO He nNo3gHee 1 HOSOPA TekyLlero roga NPeACTaBAAOT B
MWHNCTEPCTBO 34paBOOXpaHeHNs Poccminckon Peaepauny 3a8BKM Ha NOCTaBKY JIeKaPCTBEHHbIX
npenapaToB (fanee - 3a8BKKU) No popMe, YTBEPXKAEHHOW YKa3aHHbIM MUHNCTEPCTBOM, C MPUIOXKEHNEM
obocHoBaHWI NO NX 06bEMY, a TaKXe nepevyeHb opraHm3aLnn-noayyaTenei.

MoTpebHocTb (06bEM NOCTaBKM) B NEKAPCTBEHHOM MpenapaTe ONpeaensieTcs C y4eToM KIMHNYECKMX
pekoMeHZauui 1 cpefHen KypCcoBor L03bl IEKapCTBEHHOMO NpenapaTa UCXOASA N3 eXXeMeCavyHom
hakTU4eckom noTpebHOCTM BOMbHLIX B JIEKAPCTBEHHbIX MpenapaTax B COOTBETCTBUN CO CBEAEHNAMM
pernoHanbHOro cermeHTa ®efepanbLHOro perncTpa u HeobxoamMMocTy GopMUPOBaHNA 3anaca Ha 15
MecCALEB.

6. MMHMUCTEpPCTBO 34paBooxpaHeHunsa Poccuinckon ®egepaumm GopMmpyeT KOMUCCUIO NO PaCCMOTPEHNIO
3a9BOK (anee - KOMUCCUA), YTBEPXKAAET MOJI0XKEHNE O KOMUCCUM 1 ee COCTaB. KoMnccmsa Ha CBOeM
3acefaHnm pacCMaTpPMBAET 3asBKM Ha NnpeaMeT 060CHOBaHHOCTU 3asBIEHHLIX 06 BEMOB JIEKAPCTBEHHbIX
npenapaTos, Npu HEO6XOAMMOCTY KOPPEKTUPYET MX U COrNacoBbIBAET C BhIHECEHWEM COOTBETCTBYIOLLEro
peleHuns.

CornacoBaHue 3as1BOK OCYyLLECTBAAETCA KOMUCCUEN C y4acTMeM NpeLCTaBUTENEN OPraHoB
NCNONHUTENbHOW BNacTu cybbekToB Poccuiickon ®epepaumm n depepanbHOro Meanko-brnonornyeckoro
areHTCTBa (B TOM Yucne C UCnonb30BaHNEM MHPOPMALMOHHO-TENEKOMMYHUKALMOHHBIX TEXHOJIOMUIA).

7. O6bem NoCTaBOK IeKapCTBEHHbIX MpenapaToB popMupyeTcs B npefenax 604 XXeTHbIX aCCUrHOBaHUIA,
NpeayCcMOTPEHHbIX B hefiepalibHOM 3aKOHe 0 (heaepasibHOM Blof)KeTe Ha COOTBETCTBYIOLLNA (PUHAHCOBGIN
rOA4 W NJAHOBLIA MNEPUOA, U TMMUTOB BIOAXKETHLIX 0643aTENLCTB, AOBEAEHHbIX B YCTAHOB/EHHOM Nopsake
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10 MyHMCTEepCTBa 34paBooXpaHeHna Poccuinckon denepaunm Ha 3aKynKy JIeKapCTBEHHbIX NMpenapaTos.
8. B cooTBeTCTBUN C 06BEMAMM MOCTABOK JIEKAPCTBEHHbIX NMPENapPaToB, YTBEP)KAEHHbLIMU OpraHamMm
NCNOSIHUTENbHON BNlacTu cybbekToB Poccuinckon degepaunn B cchepe oxpaHbl 340p0Bbs U PefepanbHbiM
MeOnKo-b1oNIorM4eckM areHTCTBOM C YYETOM peLLeHUss KOMUCCUK, MUHNCTEPCTBO 3 paBOOXPaHEHUS
Poccuinckon ®egepalmm B yCTaHOBEHHOM 3aKOHO4ATEeNbLCTBOM Poccuinckon ®epepaumm nopsagke
OCYLLECTBJIAET 3aKymMKy JIEKapCTBEHHbIX MPenapaTos.

9. MNocTaBLLMKK IeKapCTBEHHLIX NpenapaToB, onpefefieHHble B COOTBETCTBMM C 3aKOHOA4ATENbCTBOM
Poccninckon ®degepaunmn, NpeacTaBastoT B MUHUCTEPCTBO 34paBooXxpaHeHmsa Poccninckon degepaunmn
0(hOpMJIEHHbIE B YCTAHOBIEHHOM MOPSAAKE JOKYMEHTHI, NOATBEPXAAOWME PaKT NoayyYeHns
opraHuMsaunsagMn-nonyyvaTenssMmn JeKapCTBEeHHbIX NpenapaTos, B TOM YMC/1e HaKlagHble U akTbl npueMa-
nepenayun eKapCTBEHHbLIX NpenapaTos.

10. MuHUCTEpPCTBO 34paBooxpaHeHuns Poccuinckon Gegepauun B TedyeHme 10 paboynx gHen co gHA
NMOCTYMNJIEHUS aKTa NpMeMa-nepeaayn NPUHUMaET Ha YYET JIeKapCTBEHHbIE NpenapaThl U n3aaeT
pacrnopsanTeNbHbIE aKTbl 0 Nepefaye NeKapCTBEHHbIX NPenapaToB B COBCTBEHHOCTL Cy6bEKTOB
Poccuinckon ®egepalmm C yKasaHMeEM HOMEHKIATypbl, KOANYeCTBa U CTOMMOCTU JIeKapCTBEHHbIX
npenapaToB B OTHOLIEHUW Kaxxaoro cybbekTa Poccuinckon ®epepaumm, a Takxe denepansbHOMY MeamnKo-
H6r1oNorn4ecKkoMy areHTCTBY C yKa3aHMeM HOMEHKNATYpPbl, KOJIMYeCTBa N CTOMMOCTMW JIEKAPCTBEHHbIX
npenapaTos.

11. MuHUCTEpPCTBO 34paBooxpaHeHuns Poccuinckon Genepauun B TeyeHme 5 paboynx gHen co OHA n3naHus
pacnopsanTenbHOro akTa, NpeayCMOTPEHHOro MyHKTOM 10 HacTosAwero MNonoXXeHns, HanpaBAseT B
OpraHbl MCMONIHUTENbHOW BNacTu cybbekToB Poccuinckon ®epepaumm, onpeaeneHHble BblCLLIMMM
LOJDKHOCTHbIMU NnLamMu cybbekToB Poccuinckon degepauny (PyKoBOAUTENAMMU BbICLUUX UCMIONHUTENbHbIX
OpraHoB roCyaapcTBEHHOW BnacTu cybbekToB Poccuinckon ®epepaummn) (oanee - ynosHOMOYEHHbIE
opraHsbl), n PegepasbHoe MeANKO-6M0N0rNYECKOe areHTCTBO N3BELLEHME O NMOCTaBKe JIeKapCTBEHHbIX
npenapaToB W akT nNpuema-nepenayu (B 2 akemnaspax), nognmcaHHble ykazaHHbIM MUHNCTEPCTBOM.

12. YnonHoMo4eHHble opraHbl 1 PegepanbHoe MeanKo-b1onornyeckoe areHTCTBO B TedeHne 5 paboynx
AHEN CO OHSA MoyyYeHnsa N3BELLEHUS O MOCTaBKe NEKAPCTBEHHbIX MpenapaToB 1 akTa NpuemMa-nepeaaqn,
NpeayCcMOTPEHHbIX MYHKTOM 11 HacTosAwero MNonoXeHus, NOANUCLIBAOT U 3aBEPAIOT NevaTblo 0ba
3K3eMMnaApa U3BELLEHMNA 0 MOCTaBKe IEKAPCTBEHHbIX NpenapaToB 1 0b6a 3Kk3eMnaspa akTa npueMa-
nepenayu, nocse 4ero Bo3BpaLlatoT B MMHMCTEPCTBO 3apaBooxpaHeHns Poccminckon ®egepaumm ognH
9K3eMMNAsAP YKaszaHHOIro U3BELLEHUS N OANH IK3EMMISAP YKa3aHHOro akTa npmema-nepenayu.

13. YnonHoMo4Y€eHHble opraHbl 1 PegepanbHOe Meanko-61Monornyeckoe areHTCTBO Ha OCHOBaHMM aKTa
npuema-nepenayu, NpeayCcMoTPeHHOro NyHKToM 11 HacTosAwero MNonoXKeHns, NpMHUMalT Ha y4yeT
JleKapCTBEHHbIe NpenapaThbl U B TedeHne 5 paboynx gHen co OHSA NOoayYeHMs yKa3aHHOro akTa npuema-
nepenayv n3natT COOTBETCTBYHOLWME PaCNOPSANTENbHbLIE aKThl O Mepenaye NeKapCTBEHHbIX NpenapaToB
opraHusaumnsM-nosyyaTensMm C ykasaHneM HOMEHKNATYpbl, KOJIMYEeCTBa N CTOMMOCTU JIEKaPCTBEHHbIX
npenapaToB B OTHOLLEHUWN KaXX[0 OpPraHnu3aLumn-nosy4vyaTens.

14. OpraHn3saumnm-nonyyaTenn B TeveHne 2 paboymx OHeN Co AHA NOJYYEeHUS LOKYMEHTOB,
noaTBepXAaloWmx nepegavy UM NeKapCTBEHHbIX NpenapaToB, NPUHNMALOT EKapCTBEHHbIE NpenapaThbl Ha
y4yeT, obecneymBatoT X COXPAHHOCTb W LIENEBOE UCMOJIb30BaHNE.

15. MUHUCTEpPCTBO 34paBooxpaHeHns Poccuinckon Gegepauunm B YCTaHOBIEHHOM UM MOPSAAKe
OCYLLECTB/IAET MOHUTOPUHT OBVXXEHNSA U YYETa NEKAPCTBEHHbIX NpenapaToB B cybbekTax Poccuinckon
depnepaummn, 4OBOANT A0 CBEAEHNS YNONHOMOYEHHbIX OpraHoB 1 defepaibHOro Meanko-b61Moornvyeckoro
areHTCTBa MOJIyYEHHbIE MO pe3ysibTaTaM MOHMTOPMHIA AaHHbIE, B TOM YMCJIe CBEAEHUSA O HOMEHKAATYpE,
KOMIMYECTBE N CTOMMOCTM JIEKAPCTBEHHbIX NpenapaToB, 06 0TCYTCTBMM NOTPEBHOCTN B OTAE/bHbIX
JIeKapCTBEHHbIX NpenapaTax Anbo o NosBAeHNN LONOAHUTENbHON NOTPEBHOCTM B NeKapCTBEHHbIX
npenapaTtax B CBSA3U C U3MEHEHNEM YNCIIEHHOCTW B0JIbHbIX, U3MEHEHUAMU B Ha3HAYEHNAX MEQULNHCKUMN
paboTHUKaMK NeKapCTBEHHbIX NpenapaToB 60bHLIM U COrlacoBLIBAET NepepacnpeneneHmne
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NeKapCTBEHHbIX MpenapaToB Mexay cybbekTamum Poccuiickon Gepepauun n ®epnepaibHbiM MEANKO-
610oN0rM4eCcKUM areHTCTBOM.

16. Nepefayva nekapCTBEHHbIX NpenapaToB ogHUM cybbekToM Poccuinckon ®epepaumm B COBCTBEHHOCTb
apyroro cybbekTa Poccuinckon degepaunm 0CyLLLECTBASETCA Ha OCHOBAHMM aKTa NpMeMa-nepeaadu.
MnHMCTepCTBO 34paBooxpaHeHns Poccuinckon GefepaLumm yBefoMaseTca o nepegaye nekapCTBEHHbIX
npenapaTos B 10-AHEBHbLIN CPOK MOCJIE NOAMNUCAHNS aKTa NpuemMa-nepenaym yrnojJHOMOYEHHbIMI OpraHaMmu.
Mepenaya nekapCcTBEHHbIX NpenapaToB Mexay cybbekTamu Poccuinckon depepauun n degepanbHbiM
MeAuKo-b1MoNornyeckM areHTCTBOM OCYLLECTBIAETCSA Ha OCHOBaHNM COOTBETCTBYIOLLEr0
pacnopsanTeNbLHOr0 akTa YNOAHOMOYEHHOr0 opraHa nan defepansHOro Meanko-6nonornyeckoro
areHTCTBa O nepejaye JiekapCTBEHHbIX NMpenapaTos, U3BELLEHUS 0 NOCTaBKe IeKapCTBEHHbIX MpenapaTos
N akTa npveMa-nepenayn. MMHUCTEPCTBO 34paBoOXpaHeHns Poccminckon ®eaepaumm yBeaoMASETCS O
nepefaye eKapCTBEHHbLIX NpenapaToB B 10-AHEBHbIN CPOK MOC/Ee NOANMCAHNSA aKTa NpuemMa-nepenayu
COOTBETCTBYIOLLMM YNOJHOMOYEHHbLIM 0praHoM 1 ®efepasibHbiM MeANKO-6100rNYECKUM areHTCTBOM.

17. MUHUCTEpPCTBO 34paBooxpaHeHus Poccunckon defepaunn npefcTaBaseT exekBapTanbHo, A0 10-ro
4ynmcna Mecaua, cnefyroLero 3a OT4eTHbIM KBapTanoM, B ®efiepanbHyto ciyxby no Haasopy B cepe
3[1paBOOXPaHEHNs CBeeHNA 0 nepefaye JiekapCTBEHHbIX NpenapaToB YNOJHOMOYEHHbIM OpraHaMm 1
depepanbHOMY MeAMKO-O1MONOrM4eCKOMY areHTCTBY M COrnacoBaHHbIX NepepacnpeneneHmnax
JleKapCTBEHHbIX MpenapaTos, B TOM YuCJ/ie MeXAy YNOAHOMOYEHHbIMU opraHamMu n defepasnbHbiM MeNKO-
610N0rM4eCcKUM areHTCTBOM, B LIe1SAX OCYLLECTBIEHNS KOHTPOS 3a LieIeBbIM UCMOJIb30BaHNEM
NleKapCTBEHHbIX MpenapaTos.

18. B uensax obecneyeHns 60bHbIX IeKapCTBEHHLIMK NpenapaTaMn B NOpsaKe, yCTaHOBAEHHOM
3aKoHo4aTenbCTBOM Poccuiickon defepaLimm, oCyLLeCTBASETCA Ha3HaYeHre IeKapCTBEHHbIX NpenapaTos 1
ohopMneHne peLenToB Ha JieKapCTBEHHbIE NpenapaThl.

19. Mpw Ha3HayvyeHMn 60IbHOMY NEKAPCTBEHHbLIX MPenapaToB Jevallnin Bpad UHGOPMMpyeT ero o
BO3MOXHOCTM MOJly4EHNS UM COOTBETCTBYIOLLUX JIEKAPCTBEHHbIX NpenapaTos 6e3 B3uMaHua nnaTbl B
COOTBETCTBUM C 3aKOHOAATeNbCTBOM Poccuinckon depepauun.

20. B uensx AMHamMmnyeckoro HabnogeHus 3a 601bHbIM U COBNOAEHNA NEPUOLNYHOCTM NOCELLEHNS UM
MeOMLUHCKON opraHn3aLumy ievyallM BpadoM onpenenseTcs KoJm4yecTBo JiekapCTBEHHOro npenapaTa,
eMHOBPEMEHHO 0hOPMEHHOM0 Ha peLlenTypHOM HB1aHKe B COOTBETCTBUM C PEKOMEHA0BAHHON
CpeaHeCyTO4YHOWN KYpCOBOWM 4030/ U CPOKOM, Ha3HAYEHHbLIM 4151 MOCELLEHNS.

21. MeouumHCKasa opraHusaumns npefoctasnseT 601bHOMY (ero 3aKOHHOMY NPeACTaBMTEN) NHOPMALLUIO
06 opraHM3aunax, pacnosIoXKeHHbIX B FpaHMLaxX MyHULUNanbHOro obpa3oBaHUs No MeCcTy XUTeNbCTBa UK
MecTy npebbiBaHUs (B Ciyvae ec/im cpok npebbiBaHUs npesbiaeT 6 Mecsaues) 60bHOO 1
ocyLLecTBAsALWNX 6ecnnaTHbIN OTMNYCK JIeKapCTBEHHbLIX NpenapaToB, Ha3HaYeHHbIX JievalliM BpayoM.

22. Ha3zHa4eHue 1 oTnyck 60/1bHOMY (€ro 3aKOHHOMY MpeAcTaBMTENI0) JIeKapCTBEHHbIX MpenapaTos
OCYLLECTBSETCA B CPOK, He npesbiatownini 20 paboyunx gHen Co OHS BKAKYEeHUS 601bHOro B
pernoHabHbI cerMeHT ®efepansHOro perncrpa.

23. B cnyyae Bble3fa 60nbHOro 3a npenensl cybbekTa Poccuiickon ®epepaLimm, Ha TePPUTOPUM KOTOPOro
60/IbHON NPOXXMUBAET, @ TakXXe 3a Npeaesibl TeppuTopun, noanexatlen obcnyxmeaHumio GenepanbHbiM
MeLMKO-6MON0rMYecKMM areHTCTBOM, Ha TEPPUTOPUIO Apyroro cybbekTa Poccuinckon depepauun nam
APYrylo TeppuTopuio, noanexatlyto obcnyxmeaHuio ®efepanbHbiM MeANKO-OMONIOrNYECKM areHTCTBOM,
Ha CpOK, He MpeBbIaloWni 6 MecaLes, TakoMy 60JIbHOMY OPraHOM UCMOJIHUTENbHON BAacTu cybbekTa
Poccuiickon ®epepaumm B cchepe oxpaHbl 340p0BbA UK hefepasibHbIM FOCYAapCTBEHHbLIM yYpeXKAeHNEM,
OKa3bIBAIOLLMM MeNLIMHCKYIO NOMOLLb, NOABEAOMCTBEHHbIM DefepasbHOMY MeauKo-brnonornyeckomy
areHTCTBY, OpraHunsyeTca obecneyeHne NeKapCTBEHHLIMM NpenapaTaMm Ha CPOK MPMEeMa, PaBHbIN CPOKY
ero Bblesfa 3a npefensl Tepputopumn cybbekTa Poccminckon depepauun, a Takxe TepputTopun,
nognexatlen obcnyxxmsarnuio PefepanbHbiM MeANKO-BMONOrNYECKM areHTCTBOM, Anb0o, y4uTbIBas CPOKU
FOAHOCTU NMEIOLLNXCSA OCTATKOB JIeKapCTBEHHbIX NpenapaTos, obecnevyeHune Takoro 60n6HOro
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JleKapCTBEHHbIMY MpenapaTamMmn Ha COOTBETCTBYIOLLMUIA CPOK.

CBefieHNs 0 KONIMYECTBE HAa3HAYEHHbIX UK OTMYLLEHHbIX 60NbHOMY (€ro 3aKOHHOMY NMpeacTaBUTENIO)
JIeKapCTBEHHbIX NPenapaToB BHOCATCS B PernoHanbHbii cermeHT ®eepasbHOro permcrpa.

24. B cnyyae Bble3fa 6onbHOro 3a npenensl cybbekTa Poccuinckon degepaunm, Ha TEPPUTOPMIM KOTOPOro
60JIbHON NPOXXUBAET, @ TakXXe 3a Npeaesibl TeppuTopun, Nnoanexatlen obcnyxmeaHmio ®enepanbHbiM
MennKo-b1oNornyeckM areHTCTBOM, Ha TeEpPUTOPUIO Apyroro cybbekTa Poccuinckon Genepauun nnm
APYryto TeppMTOpUio, Moanexatlyto obcnyxmnsaHuio ®PegepanbHbiM MeANKO-OMONOrMYECKUM areHTCTBOM,
Ha CPOK, MpeBbIALWNA 6 MecsaLeB, UK B Cly4ae N3MEHEHNS MeCcTa XUTeNbCTBa TakoMy BonbHOMY
Ha3Ha4yaloTCA NEeKapPCTBEHHbIE MpenapaThl Ha CPOK Npuema He bonee ogHOro mMecsua n1mbo opraHnsyeTcs
OpraHoOM MCMONHUTENbHOWN BNacTu cybbekTa Poccuinckon ®enepauum B chepe oxpaHbl 340p0BbS UK
(hefepanbHbIM rOCYyAapCTBEHHBIM yYpeXAeHNEM, OKa3blBalOLWUM MeANLNHCKYO MOMOLLb,
noLBeOMCTBEHHbIM PeflepaibHOMY MeANKO-bMoNornyeckoMy areHTCTByY, obecneyeHme Takoro 60abHOMO
JIEKapCTBEHHbIMU NpenapaTaMn Ha CPoK NpueMa He bosee ogHOro Mecsua.

CBefieHNs 0 TakoM BOIbHOM MOANIEXAT NCKIIIOYEHNIO U3 PEFMOHANLHOMO cerMeHTa deaepansHOro
perncTpa, KOTOPbIN BEAETCA OpraHoM UCMOSHUTENbHOW BAacTu B chepe oxXpaHbl 340p0Bbs CybbekTa
Poccuinckon ®epepalimmn, C TEPPUTOPUM KOTOPOro Bble3)KaeT 60JIbHONM, MAKn delepasbHOro cermMeHTa (B
cnyyae Bblesga 60/1bHOro ¢ TeppuTOpUN, Noanexatlen obcnyxmeaHuio GegepasbHbIM MeQUKO-
B610N0rMYeCcKUM areHTCTBOM) 1 nepepaye (B TOM YnCSie C UCNOJIb30BAHNEM NH(POPMALIMOHHO-
TeNIEKOMMYHMKALMOHHbIX TEXHOIOMMIN) OpraHy UCMOJIHATEIbHON BJIAaCTW B Chepe 0XpaHbl 340P0BbS
cybbekTa Poccuinickon depepaumm, Ha TEPPUTOPUIO KOTOPOro Bbexan bonbHon, nnn denepasibHoMy
MeOnKo-b1oIorn4eckoMy areHTCTBY A5 BKJIIOYEHNS B YCTAaHOBJIEHHOM MOPSAKE B APYroN permoHasbHbIN
CErMeHT nam egepanbHbii cermeHT ®efepanbHOro perncrpa.

[laTon BKAOYEHNS B TaKUX CNyYasax cBefeHni 0 60NbHOM B PYron pernoHasbHbIA CErMEHT UK
henepanbHbii cermeHT ®efepasibHOr0 PerncTpa ABASETCA AEHb, CNeAYIOWNA 33 AHEM UCKJTIIOYEHUNS B
COOTBETCTBUM C ab3aLleM BTOPbIM HAaCTOALLEr0 NMyHKTa CBEAEHNI O HEM 13 COOTBETCTBYIOLLENO
PernoHaNbHOro cermeHTa uan eaepanbHoOro cermeHTa ®enepanbHOro perucTpa.

25. OpraH ucnonHUTENbHOM BNacTy B chepe 0XpaHbl 340poBba cybbekTa Poccuinckon ®enepauuum, C
TeppuTopun KOToporo Belexan bonbHon, nnn PepepanbHoe MeankKo-b1MoNorniyeckoe areHTCTBo (B Ciyyae
Bble3fa 601bHOro ¢ 06cyKnBaemon UM TeppuTopmnn) NPeacTasadeT (B TOM Yuc/e C MCNOoJb30BaHNEM
NH(MOPMALMOHHO-TEIEKOMMYHMKALMOHHBIX TEXHOI0MMIA) MO 3anpocCy OpraHa UCNOSIHUTESIbHON BlIAaCTyW B
chepe oxpaHbl 300p0Bba cybbekTa Poccmnckon degepauum, Ha TEPPUTOPUIO KOTOPOro Bbexas 60nbHON,
nnn ®egepanbHOro Megnmko-bnonornyeckoro areHTCTBa (B cinyyae Bbesfna 601bHOro Ha 0bcnyXnBaemyto
UM TEPPUTOPUIO) CBEIEHNS O KOJINYECTBE Ha3HAYeHHbIX WK PaKTUYeCKN NPenoCcTaBaeHHbIX 60nbHOMY
(ero 3aKoHHOMy NpeACTaBMTENIO) IEKAPCTBEHHbIX NPEenapaToB B COOTBETCTBUN C MYHKTOM 24 HaCTOSALLEro
MonoxxeHns.".

2. MonoxeHwne 06 opraHmzauum obecneyveHns nuy, 6onbHbIX TybepKyne3om ¢ MHOXXeCTBEHHOM
JIEKAPCTBEHHOW YCTONYMBOCTbIO BO36yANTENs, aHTUbaKTepranbHbIMI U NPOTMBOTYBEPKYNE3HbIMU
JIEKapCTBEHHbLIMY MpenapaTamu o MeANLMHCKOrO NPUMEHEHUS, YTBEPXKAEHHOE YKa3aHHbIM
NMOCTaHOBJIEHNEM, N3JIOXKUTb B CNefylolWen pegakumm:

"YTBEPXKLEHO

nocTaHoBNeHueM MpaBuTenbLCTBa
Poccninckon ®egepaunmn

0T 28 pekabps 2016 r. Ne 1512

(B pegakuum NoCcTaHOBEHNA
MpaBuTenbLCTBa

Poccuiickon ®epepaLmu

oT 28 aBrycta 2019 r. Ne 1110)
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MONOXEHUE

06 opraHu3auuy obecneyeHns nuu, 6oNbHLIX Ty6EpKyN1e30M C MHOXECTBEHHON IEKAapCTBEHHON
YCTOMYMBOCTbIO BO3OYANTENS, aHTUOAKTEpPUabHLIMI U NPOTUBOTYBEPKYNE3HBIMU IEKAPCTBEHHLIMU
npenapaTamu aas MeaNLUUHCKOro NpUMeHeHus

1. HacToswwee MNonoxxeHne ycTaHaBAMBaeT NOPALOK opraHun3auun obecnedveHms nuy, 60bHbIX
TybepKyne3oM C MHOXXECTBEHHOW JIEKAapPCTBEHHOWN YCTONYMBOCTbIO BO3byanTens (oanee - 60abHbIE),
aHTNbaKTepranbHLIMK N NPOTMBOTYOEPKYNE3HBIMU NEKaPCTBEHHLIMM NpenapaTaMn A MeANLNHCKOro
NPUMEHeHNs, NpefHa3HavYeHHbIMN AN NeYeHns 3Toro 3aboneBaHna 1 BKIOYEHHBIMU B MepeveHb
YKN3HEHHO HEOBXOAMMBIX U BaXKHEMLLNX NEKAPCTBEHHLIX NPenapaToB (fajee - 1eKapCTBEHHbIE
npenapaThl), a TakXXe NOPSA0oK ¥ YCNI0BMSA Nepefayn JekapCTBEHHbIX NpenapaToB B COBCTBEHHOCTb
cybbekToB Poccuiickon deaepauuu.

2. ACTOYHMKOM (hMHaHCMpPOBaHUA opraHu3auny obecneyeHus 60NbHbIX IEKAPCTBEHHBLIMU NpenapaTamu
ABNATCA BI0OKEeTHbIE aCCUrHOBaHUSA, MPeayCMOTPEHHbIE B (heaepanbHoM BroaxeTe MUHUCTEPCTBY
3[paBooxpaHeHns Poccunckon Gepepauuu.

3. MpaBo 60nbHOrO Ha obecneyeHre NeKapCTBEHHbLIMY NpenapaTaMyi BO3HUKAET CO AHSA BKIIOYEHNA
CBEAEHNI 0 HEM B PErMOHasIbHbIN CerMeHT PeaepanbHOro pernctpa my, 6onbHbIX Tybepkynesom (ganee -
depepanbHbIN perucTp).

[llaTa BKtoYeHMs 60SILHOMO B PErmoHasbHbIN cerMeHT ®efepasibHOr0 PeErncTpa QUKCUPYeTCa Nevalimm
BPa4YoOM B MeULIMHCKON KapTe aMbynaTopHOro 60/IbHOr0 UM NCTopumn pa3BuTna pebeHka.

4. OpraHusauma obecnevyeHms MMHUCTEPCTBOM 34paBooXpaHeHns Poccuinckon ®egepaumm 3a cHeT
CpeLnCTB (henepanscHoro 6roaxeta 60NbHbIX IEKAPCTBEHHBIMU NpenapaTaMmn OCYLECTBASETCSA C YYETOM
CTaHOAPTOB MeANLIMHCKON NMOMOLUU, KIMHUYECKUX PEKOMEHAALNIA N CPeHEeN KYpCOBON A03bI
JIeKapCTBEHHbIX NpenapaTos.

5. OpraHbl NCNOIHUTENBLHON BNacTH CybbekToB Poccminckon depepauunn B chepe oxpaHbl 340pOBbS He
nosgHee 1 Hoabpsa TekyLero roga NnpeacTaBaAloT B MMHUCTEPCTBO 34paBoOOXpaHeHNs POCCMINCKOM
defepaunm 3a8BKM Ha MOCTABKY JIEKAPCTBEHHbIX MPenapaToB (Aanee - 3as9BKK) N0 OpPMe, YTBEPXKAEHHON
yKa3aHHbIM MUHUCTEPCTBOM, C NpUIoXeHnemM 060CHOBaHMI No ux 06bEMY, a TakXXe nepeyeHb
OpraHmM3aLnin, UMEeKLLNX JTMLEH3NIO Ha OCYLLIECTBIEHNE MEANLVNHCKON 1 (nnn) hapMaLeBTUYeCKOn
neatensHocTH B cybbekTax Poccunckon deaepauum (fanee - opraHusaLmm-nonyyvatenm), B Lensx
NOCTaBKM OpraHM3auuaM-noay4aTensam JeKapCTBEHHbIX MpenapaTos.

MoTpebHocTh (06bEM NOCTaBKM) B NEKAPCTBEHHOM MpenapaTe ONpeaensieTcs C y4eToM KIMHNYECKMX
pekoMeHLauui 1 cpefHen KypcoBor L03bl IeKapCTBEHHOI0 NpenapaTa UCXOAA U3 eXXeMeCA4Hom
thakTu4eckom noTpebHOCTM BOMbHLIX B IEKAPCTBEHHbLIX MpenapaTax B COOTBETCTBUN CO CBEAEHNAMM
pernoHanbLHOro cermeHTa ®efepasnbHOro perucTpa u HeobxoamMmMocTy PopMUPOBaHNA 3anaca Ha 15
MeCALEB.

6. MMHMUCTEPCTBO 34paBooxpaHeHunsa Poccuinckon ®egepaumm GopMmpyeT KOMUCCUIO NO PaCCMOTPEHNIO
3a5BOK (Janee - KOMUCCKS), YTBEPXKAAET MONOXKEHNE O KOMUCCUW 1 ee cocTaB. KoMUCCKs Ha CBOEM
3acefaHnmn pacCMaTpMBaAET 3a8BKM Ha NpeaMeT 060CHOBaHHOCTU 3aBIEHHbLIX 06BEMOB IEKAPCTBEHHbIX
npenapaTos, NPy HEO6XOAMMOCTY KOPPEKTUPYET MX U COrNacoBbIBAET C BbIHECEHNEM COOTBETCTBYIOLLEro
peLleHuns.

CornacoBaHue 3asBOK OCYLLECTBAAETCA KOMUCCUEN C y4acTMeM NpeLCcTaBUTENEN OPraHoB
NCMONHNTENbHON BNacTh cybbekToB Poccuinckon degepaumm (B TOM Yncie C UCNOJb30BaHNEM
NH(OPMALNOHHO-TENEKOMMYHUKALMOHHBLIX TEXHOI0MNIA).

7. O6bem NoCcTaBOK leKapCTBEHHbIX NpenapaToB opMupyeTcs B npefenax 6io4XXeTHbIX aCCUrHOBaHUA,
NpPenyCMOTPEHHbIX B helepaibHOM 3aKOHe 0 heaepasbHOM Blof)KeTe Ha COOTBETCTBYIOLNA (PUHAHCOBEIN
rOA W NJAHOBLIA NEPUOA, 1 NTMMUTOB BIOXETHbLIX 0643aTeNbCTB, AOBEEHHbIX B YCTAHOB/IEHHOM Nopsake
00 MuHUCTEpCTBa 34paBooxpaHeHns Poccuinckon degepauny Ha 3aKynKy JIeKapCTBEHHbIX NpenapaTos.
8. B cooTBeTCTBMM C 06bEMaMK MOCTABOK JIEKAPCTBEHHbIX MPENapaToB, YTBEPXKAEHHLIMI OpraHaMmu

Cka4aHo Ha canTe «3aKoHbl PO» — https://actrf.ru Ctp. 6139



NCNOJIHUTENIbHON BNlacTu cybbekToB Poccuitckon denepauun B cchepe oxpaHbl 300P0BbS C YHETOM
peleHns KoMmuccumn, MMHUCTEPCTBO 34paBooXpaHeHns Poccuinckon ®depepaui B yCTaHOBAEHHOM
3aKoHoZaTenbCTBOM Poccuinckon ®egepaumm nopsgke oCyLLECTBASET 3aKyMNKY IeKapCTBEHHbIX
npenapaTos.

9. MocCTaBLUMKN NIeKAPCTBEHHLIX MpenapaToB, oNpeLeneHHble B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccninckon ®degepaunn, NpeacTaBastoT B MUHUCTEPCTBO 34paBooXxpaHeHmsa Poccninckon degepaunmn
0hopMJIEHHbIE B YCTAHOBMAEHHOM MOPSAKE AOKYMEHTbI, MOATBEPXAAOLWME (haKT NoayveHUs
opraHu3aunsaMun-nonyyaTensaMy IeKapCTBEHHbIX NPenapaToB, B TOM YMC/Ie HaKNaAHble K aKTbl NpueMa-
nepefayn IeKapCTBEHHbIX NPenapaToB.

10. MuHUCTEpCTBO 34paBooxpaHeHuns Poccuinckon Gegepauun B TedeHme 10 paboynx gHen co gHA
NOCTYNJEHUs aKTa npueMa-nepenayun NpUHNMaeT Ha y4eT JlekapCTBEeHHbIe npenapaThl U n3gaeT
pacrnopsanTeNbHbIE aKTbl 0 Nepefaye NeKapCTBEHHbIX MPenapaToB B COBCTBEHHOCTL Cy6bEKTOB
Poccuinckon ®egepalmm C yKasaHMeM HOMEHKaTypbl, KOAMYeCTBa U CTOMMOCTU SIeKapCTBEHHbIX
npenapaToB B OTHOLIEHUN KaxXaoro cybbekTa Poccuinckon depepaunn.

11. MuHUCTEpCTBO 34paBooxpaHeHuns Poccuinckon Gegepauun B TeyeHme 5 paboynx gHen co OHA n3gaHus
pacnopsaAnTeNbHOro akTa, NpPeayCcMOTPEHHOI0 NYHKTOM 10 HacToswlero MonoXxeHns, HanpasBaseT B
OpraHbl MCMOSHUTENbHOW BNacTh CybbekToB Poccuinckon ®epepaumm, onpeaeneHHble BbiCLLIMMM
LOJDKHOCTHBIMK nnuamu cybbekToB Poccuinckon ®efepaunm (pyKOBOAUTENAAMYN BbICLLUNX UCMIOSTHUTEbHBIX
OpraHoOB roCyapcTBEHHOW BnacTu cybbekToB Poccuinckon ®epepaumm) (fanee - ynosHOMOYEHHbIE
OpraHbl) N3BeLLEHNE 0 NOCTaBKe NEKAPCTBEHHbIX NpenapaToB 1 akT npuemMa-nepemaydn (B 2 aksemnaapax),
noanuncaHHble yKa3aHHbIM MUHNCTEPCTBOM.

12. YNosHOMOYeHHbIe OpraHbl B TedeHne 5 paboymx OHen Co AHA NOJyHEHNS M3BELLEHMSA O MOCTaBKe
JleKapCTBEHHbIX NPenapaToB 1 akTa npuemMa-nepegayu, npesyCMoTPEeHHbIX MyHKTOM 11 HacTosAwwero
MonoXxeHNs, NOANNCHLIBAIOT 1 3aBEPSAIOT NeyvaTbio 0ba 3K3eMnaspa U3BeLLEHNS 0 NOCTaBKe IEKAapPCTBEHHOMO
npenapata u 0ba a3K3eMnaApa akTa npMemMa-rnepeadu, Nocae 4ero Bo3BpaLLaoT B MUHUCTEPCTBO
3[paBooxpaHeHns Poccunckonm ®efepauin 0gMH 3K3EMNIAP YKa3aHHOro U3BELLEHNSA U OANH 3K3eMNAsAp
YKa3aHHOr0 akTa npmema-nepegaqn.

13. YNONHOMOYEHHbIN OpraH Ha OCHOBaHMM aKTa Npuema-nepenayun, NpeayCcMoOTPEHHOro NyHKToOM 11
HacToswero MonoXXeHns, NPUHNMAET Ha yYeT JIeKapCTBEHHbIE NMpenapaThl U B TedeHne 5 paboyunx OHen co
[LHA NOJIYY4EeHUS YKa3aHHOr0 aKTa npumema-nepegayn n3gaet pacnopsaanTeNbHbll akT 0 nepejaye
JIEKapCTBEHHbIX NPenapaToB OpraHn3aumaM-noayvyaTensMm C yKaszaHMEM HOMEHKJIaTypbl, KOMYeCcTBa U
CTOMMOCTU SIeKaPCTBEHHbIX MPENapaToB B OTHOLLIEHWM Ka)kKA0M OpraHm3auun-noayyaTens.

14. OpraHn3saumnm-nonyyaTenn B TeveHne 2 paboymx OHeN Co AHA NOJYYEHUS LOKYMEHTOB,
noaTBepXAaloWwmx nepeady UM neKapCcTBEHHbIX NpenapaToB, NPUHNMAIOT EKAapPCTBEHHbIE NpenapaThbl Ha
y4eT, obecneynBaloT X COXPaHHOCTb 1 LIENEBOE NCMOJIb30BaHNMeE.

15. MUHUCTEpPCTBO 34paBooxpaHeHns Poccuinckon Gegepauunm B YCTaHOBIEHHOM UM MOPSAAKe
OCYLLECTBJIAET MOHUTOPWHI ABVIKEHUS U y4eTa JIEKAPCTBEHHbIX MpenapaToB B CybbekTax Poccuinckom
depepaumm, 4OBOANT A0 CBEAEHNS YMONHOMOYEHHbIX OPraHoB MOJyYeHHbIe MO pe3ysibTaTaM MOHUTOPUHra
HaHHble, B TOM 4MCJie CBEAEHUSA O HOMEHKATYpe, KOJIMYeCTBE N CTOMMOCTM JIEKapCTBEHHbIX NPenapaTos,
06 oTCYTCTBUM NOTPEOHOCTN B OTAENbHbIX JIEKAPCTBEHHbIX NMpenapaTax 1Mbo o nossaeHUN
AONONHUTENIbHOM NOTPEBHOCTM B IeKapCTBEHHbIX NpenapaTax B CBA3M C U3MEHEHNEM B CybbekTe
Poccuiickon ®epepalmm YNCAEHHOCTY 60JIbHbIX, U3MEHEHUSMU B HAa3HAYEHUSAX MEANLNHCKUMU
paboTHUKaMK NeKapCTBEHHbIX NpenapaToB 60MbHLIM U COracoBbIBAET NepepacnpeneneHne
JleKapCTBEHHbIX NpenapaToB Mexay cybbekTamn Poccninckon ®eaepaumn.

16. MNepenayvya nekapCTBEHHbLIX NpenapaToB ogHUM cybbekToM Poccuinckon ®epepaumm B COBCTBEHHOCTb
apyroro cybvekTa Poccuinckon depepaumm oCyLecTBASETCA Ha OCHOBaHMM aKTa npueMa-nepegayu.
MWHNCTEPCTBO 34paBoOOXpaHeHns Poccmnckon deaepauny yBefoMAseTCa 0 nepefaye eKapCTBEHHbIX
npenapaTtoB B 10-AHEBHbIV CPOK MOC/E NOAMNCAHMA akTa NpruemMa-nepegaydn ynosHOMOYEHHbIMI OpraHamu.
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17. MMHUCTEpPCTBO 3apaBooxpaHeHns Poccunckon Gepepaunn npeacTaBiaseT exekBapTanbHo, A0 10-ro
4yncna Mecaua, CnefyroLwero 3a OTHETHLIM KBapTanoM, B ®efepanbHyto cinyxby no Haasopy B chepe
3[paBOOXPaHEHNs CBeAEHNA O Nepefaye IeKapCTBEHHbIX NpenapaToB B COBCTBEHHOCTb CybbekTa
Poccuiickon ®efepaLimm 1 COrnacoBaHHbIX NepepacnpeneneHmsax NeKapCTBEHHbIX MPenapaToB Mexay
cybbekTamm Poccuinckon depepauun B Lensx oCyLeCTBAEHUS KOHTPOJIA 3a LefieBbiM 1CM0/b30BaHNEM
JIeKapCTBEHHbIX NpenapaTos.

18. B uensax obecneyeHns 60/bHbIX NEKapPCTBEHHbLIMW NpenapaTaMy B NopsaKe, yCTaHOBEHHOM
3aKOoHoZaTenbCTBOM Poccuinckon ®egepaumm, oCyLLECTBAAETCSA Ha3HaYeHne eKapCTBEHHbIX MpenapaTos u
ohopMneHne peLenToB Ha IeKapCTBEHHbIE NpenapaThl.

19. MNpwu Ha3Ha4yeHUn 60NLHOMY IEKApPCTBEHHbIX NPEenapaToB Jevyalluin Bpad MHDOPMUPYET €ro o
BO3MOXXHOCTM MOJIYYEHMS M COOTBETCTBYIOLWMNX NEKAPCTBEHHLIX NpenapaToB 6e3 B3MaHua naaThbl B
COOTBETCTBUM C 3aKOHOAATENLCTBOM Poccuinckon ®enepaumm.

20. B uensx gnHammyeckoro HabnwoaeHus 3a 60/bHbIM U COBNOAEHNS NEPUOLNYHOCTMN NMOCELLEHNS UM
MeLMLMHCKON OpraHnu3aLmm nevallimm Bpadom onpenenseTcs Koam4ecTBo IeKapCTBEHHOMO nNpenapaTa,
€4MHOBPEMEHHO 0(POPMJIEHHOIO Ha peuenTypHoM BraHke B COOTBETCTBMM C PEKOMEHA0BaHHON
cpefHeCcyTO4YHON KypCOBOW [030M 1 CPOKOM, Ha3Ha4YeHHbIM A5 NoCeLleHns.

21. MepuumHCKasa opraHusaums npegoctasnseT 601bHOMY (ero 3aKOHHOMY NpeACcTaBMTeN0) NHOopMaLLKIO
06 opraHm3aumax, pacnosIoKEHHbIX B FpaHMLaX MyHULMUNaAbLHOr0 06pa3oBaHUs Mo MeCTY XXUTENbCTBA NN
MecTy npebbiBaHUs (B Cyvae ecim cpok npebbiBaHUs npesbilaeT 6 Mecsues) 60LHOO 1
ocyLlecTBaAOWMX 6ecnnaTHbIN 0TNYCK IeKapCTBEHHbIX NPenapaToB, Ha3HAYEHHbIX Ie4aLluM BPa4YoM.

22. Ha3Ha4eHue 1 oTnyck 60/bHOMY (ero 3aKOHHOMY NPeACTaBUTENIO) IeKaPCTBEHHbIX NpenapaToB
OCYLLEeCTBSETCA B CPOK, He npesbiatownin 20 paboyunx gHen co AHS BKIYEHUS 60nbHOro B
pernoHasbHbIN cerMeHT ®efepanbHOro perncTpa.

23. B cnyyae Bble3ga 6onbHOro 3a npenensl cybbekTa Poccuinckon Pegepaunn, Ha TEPPUTOPMIM KOTOPOro
60JIbHO NPOXXUBAET, Ha TEPPUTOPUID Apyroro cybbekTa Poccuitckon denepauum Ha CPoK, He
npeBbILAoOWMIA 6 MeCALLEB, OPraHOM NCMONHUTENLHON BnacTu cybbekTa Poccuinckon ®enepauunm B chepe
OXpaHbl 340p0BbS OpraHm3lyeTcs obecneyeHne Takoro 60bHOMO EKAaPCTBEHHbLIMW NMpenapaTamMy Ha CPOK
nprema, paBHbIN CPOKY ero Bele3fa 3a npeaensl Tepputopun cybbekTa Poccuinckon ®epepaunun, nnbo,
Y4UTbIBAsA CPOKM FOAHOCTY UMEIOLLMXCA OCTAaTKOB IEKaPCTBEHHbIX NpenapaTos, obecneyeHne Takoro
60NbHOr0 NEeKapCTBEHHBIMM NpPenapaTaMn Ha COOTBETCTBYIOLLMIA CPOK.

CBefieHNs 0 KOIMYECTBE HAa3HAYEHHbIX UK OTMYLLEHHbIX 60NbHOMY (€ro 3aKOHHOMY NMpeacTaBUTEeNIo)
JIeKapCTBEHHbIX NPenapaToB BHOCATCS B PernoHanbHbii cermeHT ®efepasbHOro permcrpa.

24. B cnyyae Bble3fga 6onbHOro 3a npenensl cybbekTa Poccuinckon degepaunn, Ha TEPPUTOPMIM KOTOPOro
6onbHOM NpoXKMBaeT, Ha TeppuTopunio Apyroro cybbekTa Poccuiickon ®efepaLimm Ha CPOK, MPEBbILLAOLLAN
6 mMecsLeB, UK B CJyYae N3MEHEHUS MeCTa XUTeNbCTBa TakoMy 60/IbHOMY Ha3Ha4alTCA NEKAPCTBEHHbIE
npenapaTthl Ha CPOK NpueMa He 6onee 0fHOrO MecsLa MMbo OpraHOM UCMONHUTENILHOW BNacTh cybbekTa
Poccuiickon ®epepaumm B chepe oxpaHbl 300POBbA OpraHM3yeTcs obecnevyeHne Takoro 60bHOro
NEeKapCTBEHHbIMU NpenapaTaMmn Ha CPoK npuema He bonee ogHOro MecsLa.

CeefieHns 0 TakoM 60/IbHOM MOAJIEXAT UCKIKOYEHMIO U3 COOTBETCTBYIOLWEr0 PernoHa bHOr0 CerMeHTa
defepanbHOr0 perncTpa u nepefaye (B TOM Yucse ¢ UCNob30BaHNEM UHGOPMaLMOHHO-
TeNIEKOMMYHMKALMOHHbIX TEXHOIOrMIN) OpraHy UCMOJIHUTEIbHON BIAaCTW B Chepe 0XpaHbl 340p0OBbSA
cybbekTa Poccuinckon ®egepalmm, Ha TEPPUTOPUIO KOTOPOro Bbexan 60/1bHON, 419 BKJIOYEHNS B APY o
pernoHasbHbIN cermeHT PegepanbHOro perncTpa.

[laTo BKAOYEHNS CBEAEHWI 0 60SIbHOM B APYroi pernoHanbHbI cermeHT ®efepanbHOro perncTpa
SABNAETCS OeHb, CIEAYIOWNIA 33 LHEM NCKIIIOYEHNS B COOTBETCTBUM C ab3aLleM BTOPbIM HAaCTOALLEr0 NMyHKTa
CBEAEHWI 0 HEM M3 pernoHasbHOro cermeHTa ®efepasibHOro perucTpa opraHoM UCMOSHUTENbHOW BlacTU
B chepe oxpaHbl 300p0BbA CybbekTa Poccminckon degepauun, C TEPPUTOPUN KOTOPOro Bbliexaa 60bHON.
25. OpraH UCnonHUTENbLHOWN BNacTn B cchepe oxpaHbl 340p0Bbs cybbekTa Poccunckon depepaumu, ¢
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TeppuTopun KOTOPOro Bbiexas 6obHOW, NPeAcTaBAAeT (B TOM YMC/e C NCMOAb30BaHNEM UH(POPMaLMOHHO-
TeNeKOMMYHUKaLMNOHHbIX TEXHOIOM1IA) MO 3anpocy OpraHa UCNOJIHUTENbHON BNAaCTK B Chepe OXpaHsbl
300poBba cybbekTa Poccniickon degepaunn, Ha TEPPUTOPUIO KOTOPOro Bbexan 6obHOM, CBeAEHNS O
KOoJinyecTBe Ha3Ha4Y€HHbIX NN qDaKTVI‘-IeCKI/I npenocTaB/IEHHbIX 60}'II::HOMy (ero 3aKOHHOMY I'IpeJJ,CTaBVITe}'I}O)
NeKapCTBEHHbIX MpenapaToB B COOTBETCTBUM C NYHKTOM 24 HacTosLwlero MNonoxeHus.".
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