O 3aKynkax JieKapCTBeHHbIX NpenapaToB, NnpeaHa3sHAYeHHbIX
ANA neYeHns 00JIbHbIX 3/10Ka4YeCTBEHHbIMU HOBOOOpPa3oBaHUAMMU
nMMcdpOonaHON, KPOBETBOPHOU U POACTBEHHbIX UM TKaHEM,
remocunmen, MyKoBUCLUA030M, rMnocmsapHbLIM HAHU3ZMOM,
GonesHbio MNowe, paccessiHHbIM CKJIEPO30OM, a TaKXXe noce
TPAHCMJIAHTAL MM OPraHoB U (UNKN) TKaHeun

MocTaHoBneHue MpasuTtenbcTBa Poccunckon ®epgepaumm « Ne 1155 - 01 26.12.2011 - MpaBuTenbCTBO POCCMINCKON
®epepauunu - YTpaTun cuny

MocTtaHoBneHwue MpasuTenscTBa Poccuinckon ®epgepaumm ot 26.12.2011 r. Ne 1155 (CobpaHue
3aKoHoZaTeNnbCTBa Poccminckon ®Pepepaumm ot 2012 r., Ne 1, cT. 186)

MPABUTENBCTBO POCCUACKOWN ®EQEPALIAN
NMOCTAHOBNEHWE

0T 26 nekabps 2011 r. N 1155

MOCKBA

YTpaTtuno cuny ¢ 1 aHBaps 2019 . -
MNocTaHoBseHWe NpaBnNTeLCTBA
Poccninckon ®degepaunmn

0T 26.11.2018 r. N 1416

O 3aKynkKax NeKapCTBEHHbIX NpenapaTos, NpeaHa3HaYeHHbIX 4114
obecneyeHns nnu, 60bHbLIX reMounen, MyKOBUCLIMLO030M, rMMon3apHbIM
HaHM3MOM, 60ne3Hbio [oLle, 3/T0Ka4YeCTBEHHLIMU HOBOOBpPa30BaHNAMM
JIMMGONOHON, KPOBETBOPHOMN U POACTBEHHbLIX UM TKaHEN, pacCesHHbIM
CKNepo30M, NnL, Nocsie TpaHCraHTaLmMmM OpraHoB 1 (Mnn) TkaHen
MpaBnTenbcTBO Poccniickon PegepalMm nOCTaHOB A AET:

1. YTBepauTh npunaraemoe MonoxeHne o 3aKyrnkax JIeKapCTBEHHbIX
npenapaTos, NpegHa3HayYeHHbIX 41a obecnedeHns nnu, 60nbHbIX
remoduanen, MyKoBUCLMA030M, FMnoun3apHbIM HaH3MoM, BonesHbio [olle,
3/10Ka4eCTBEHHbIMM HOBOO6Pa30BaHMAMY IMMMONLHON, KPOBETBOPHOMN U
POLACTBEHHbIX UM TKaHeW, pacCesHHbIM CKAEpPO30M, UL, Nocse
TpaHCNAaHTaLMM OPraHoB 1 (Mnn) TKaHen.

2. MMHUCTEepCTBY 34paBooXpaHeHuns Poccunckon depepauuu

OCYLLeCTBNATb B YCTAaHOBNEHHOM 3aKOHOAaTeIbCTBOM Poccunckon ®egepaumm
nopsake 3akynky oTNyCKaeMmblx Mo peuentam 6ecnnaTHO JIeKapCTBEHHbIX
npenapaToB, NpefHa3Ha4YeHHbIX Ansa obecneyeHus nuu, 60SbHbIX
remouanen, MyKoBuCLMA030M, rmnousapHbiM HaH3MoM, 6onesHbio [owe,
3/10Ka4eCTBEHHbIMM HOBOOOPa30BaHMAMYN IMMMONLHON, KPOBETBOPHOMN U
POLCTBEHHbIX UM TKaHeW, pacCesHHbIM CKJePO30M, UL, Noce
TpaHCNAaHTauUM opraHoB 1 (MnKn) TKaHen (fanee - NeKapCTBEHHbIE
npenapaThl), M0 NePEYHIo, yTBepXKAaeMoMy [paBuTebCTBOM POCCHMINCKON
depepaumm n chopMMpoOBaHHOMY B YCTAHOBJIEHHOM UM MOPSAKE.

3. OpraHam UCnosHNTENbHON BlaCcTu cybbekToB Poccunckom

depepaummn obecneynTs:

hopMMpoBaHMEe 3a58BOK Ha MOCTaBKY JIEKAPCTBEHHbIX NpenapaToB C
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y4eToM NoTpebHOCTU OpraHoB NCMOJIHUTENBHON BAacTu CybbeKkToB
Poccuiickon ®epepaummn n BefeHne 6asbl gaHHbIX 1L, 60NbHBIX reModuamnen,
MYKOBUCLMA030M, rMNodu3apHbLIM HaHW3MOoM, 6one3Hbio Mowwe,
3/10Ka4e€CTBEHHbLIMY HOBOOBPA30BaHNAMN IMMEONLHON, KPOBETBOPHOW 1
POACTBEHHbIX UM TKaHeN, paCcCeAHHbLIM CKJePO30M, NUL, Noce
TPaHCMAaHTaUMW OPraHoB 1 (M) TKaHew;

KOHTPOJIb 3@ Y4ETOM 1 PacX00BaHNEM JIeKapCTBEHHbIX NpenapaTos,
nepefaHHbIX B COOTBETCTBUM C MONI0XKEHNEM, YTBEPXKAEHHBIM HAaCTOALLNM
NOCTaHOBNEHNEM, B COBCTBEHHOCTbL CybbekToB Poccuinckon depepauum ¢
nocnegywouien nepepayen npn HeobxoanMMocTn B COBCTBEHHOCTb
MYHWLMNaabHbIX 0Bbpa3oBaHui.

MNpencepaTtens MNpaBuTensCcTBa

Poccuinckon ®egepaunn B.MyTuH

YTBEPXXEHO

nocTaHoBseHVeM lNpaBUTeNbLCTBA
Poccuinckon ®epepauun

0T 26 fekabpsa 2011 r.

N 1155

MONOXEHMWE

0 3aKYyMKax JIeKapCTBEHHbIX NpenapaToBs, NpeAHa3HaYeHHbIX s
obecneyeHns nnu, 60bHbIX reMoUIneRn, MyKOBUCLIMLO030M, rMMon3apHbIM
HaHn3MoM, 6one3Hbio [oLle, 310Ka4eCTBEHHLIMW HOBOOBPA30BaHNAMY
JIMMONOHON, KPOBETBOPHON N POACTBEHHbIX UM TKaHen, pacCcesHHbIM
CKNepo30M, NnL, Nocsie TpaHCnaHTaLMmM OpraHoB 1 (Mnn) TkaHen

1. HacToswee MonoXxeHne ycTaHaBAMBaEeT NOPALOK 3aKYMKu
MuHNCTepCcTBOM 34paBooOXpaHeHns Poccuinckon ®eagepaumm neKkapCTBEHHbIX
npenapaTos, NpefHa3Ha4yeHHbIX Ansg obecnevyeHus nuu, 60bHbIX
remoduanen, MyKoBUCLIMA030M, FMnocun3apHbIM HaH3MoM, BonesHbio [olle,
3/10Ka4e€CTBEHHbLIMY HOBOOBPa30BaHNAMN IMMEBONLHON, KPOBETBOPHOW 1
POACTBEHHbIX UM TKaHelN, paCcCesAHHbIM CKJepO30M, NuL, noce
TpaHCNAaHTaUMW OPraHoB 1 (UnNKn) TKaHewn (Janee - neKapCTBEHHbIE
npenapaTsl), NOPALOK U YCN0BUSA UX Nepefayn B COBCTBEHHOCTb CybbeKToB
Poccuitickon ®epepalmm ¢ nocaenyoLLeNn Ux nepenayen npm HeobxoanMocTu B
COBCTBEHHOCTb MyHULMMAAbHBIX 06pa3oBaHnn.

2. OpraHbl ICMONHUTENLHOWN BNacTu cybbekToB Poccuinckon ®egepaumm
onpenenarT opraHM3auunn, nMerwmne nMueH3nto Ha (papMaLl,eBTI/I‘-IeCKyIO n
(MIM) MeONLUHCKYI0 0eATEeNbHOCTb, B LefsSX OCYLWeCTBAeHNA NOCTaBKN 3TUM
opraHu3aunsM nekapCTBEHHbIX NpenapaTos (fanee -
opraHu3auunu-nonyvaTenn).

3. OpraHbl UCMONHUTENBHOW BNacTu cybbekToB Poccuitckon ®epepaumm

C Y4YeTOM MpenioXeHnin 3aMHTEPECOBaHHbIX OPraHOB MECTHOro
CaMOoynpaBfieHNs eXXeroLHo hOpPMUPYIOT U NPeAcTaBAfioT B MMHUCTEPCTBO
3[paBooxpaHeHns Poccunckon ®enepaunm 3a8BKN Ha NOCTaBKY
NEeKapCTBEHHbIX NpenapaTos (C npunoxeHnem 060CcHOBaHUIA No nx obbemy, a
Tak)Xe C yKa3zaHWEeM OpraHu3aLuin-nosyvatenen).

dopMa 1 CPoK NpeacTaBNeHNS 3a8BKW Ha NOCTABKY NEKAPCTBEHHbIX
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npenapaToB yCTaHaBAMBaOTCA MUHUCTEPCTBOM 34paBOOXPaHeHNS POCCMINCKON
®epnepauymm.

4. MMHUCTEPCTBO 34paBooxpaHeHuns Poccnickon degepaunn
paccMaTpuBaeT B 10-AHEBHbIN CPOK 3asiBKN Ha MOCTaBKY JIEKAPCTBEHHbIX
npenapaTos, yTBep)XAaeT 06beMbl NOCTaBKM JIEKaPCTBEHHbIX NPenapaToB U
LOBOAUT YTBEPXKAEHHbIE 06BEMbI MOCTABKM IEKAPCTBEHHLIX NPenapaTos Ao
CBeZleHMs OpraHoB UCMONHUTENBHON BNacTu cybbekToB Poccminckon
denepauymn.

5. MMHNUCTEpPCTBO 34paBooxpaHeHuns Poccuinckon ®epepaumm

OCYLLLeCTB/IAET B COOTBETCTBUN C yTBEP)KAEHHLIMU 06bEMaMy MOCTaBKM
JleKapCTBEHHbIX NPenapaToB pa3MeLLeHne 3aKa30B Ha UX NOCTaBKy B
nopsigke, yCTaHOBIEHHOM 3aKOHOA4ATeNbCTBOM Poccuickon Gegepaunm o
pa3MeLLeHNN 3aKa30B Ha NOCTaBKYy TOBAPOB A5 rOCyAapCTBEHHbIX HYXA,.

6. Mpn pa3MeLleHN 3aKa30B Ha MOCTaBKY JIEKAPCTBEHHbIX

npenapaToB NpefycMaTpPMBAETCH BbINMOJHEHWE cefyowmx TpeboBaHmii:

a) obecneyvyeHne 0OCTaBKW JIEKAPCTBEHHbIX NPEeNapaToB Ao
opraHusauunn-nonyyYaTenen;

6) BeaeHVe opraHu3aLmaMm, 3aKI4MBLUNMIN FOCY AapCTBEHHbIE

KOHTPAKTbl Ha MOCTaBKY JIEKapCTBEHHbIX NpenapaToB (faee -
OpraHu3aunn-noCTaBLLMKK), y4eTa NOCTaBAEHHbIX
opraHu3aunsaM-nonyyaTesiaM eKapCTBEHHbIX NPenapaToB U
COOTBETCTBYIOLLEN OTYETHOCTY;

B) onJiaTa opraHn3aumamM-nocTaBLLMKaM JIeKapCTBEHHbIX NpenapaTos,
MOCTaB/IEHHbIX B paMKaX 3aKJIIOYEHHbIX FOCYAAaPCTBEHHbLIX KOHTPAKTOB, Ha
OCHOBaHMW LOKYMEHTOB, NOATBEPXKAAKLNX (PaKT NonyyYeHns
opraHu3aunsaMmn-nonyyaTensaMmn NekapCcTBEHHbIX NpenapaTos.

7. OpraHusauymnm-nocTaBLMKN NpeacTaBnsaioT B MUHUCTEPCTBO
3[paBooxpaHeHnst Poccunckon ®egepaunm o)opMaeHHbIE B YCTaHOBIEHHOM
nopsgke LOKYMEHTbl, NOATBEPXKAAOWMeE haKT NoSyHeHns
opraHusaunsaMun-nonyvyaTensaMy IeKapCTBEHHbIX NPenapaToB (HakNagHble, akT
nprvemMa-nepenayn NeKapCcTBeHHbIX NpenapaToB (Aanee - akT
npuema-nepegayn)).

8. MMHNCTEepCTBO 34paBooXpaHeHns Poccminckon ®epepaumm B

TeyeHune 14 paboynx gHen co AHSA NOCTYMNJIeHMA akTa NpuemMa-nepesayu
OCYLLeCTBAAET Y4ET JIeKapCTBEHHbIX NpenapaTos 1 n3gaeT
pacnopsanTeNbHbIN akT 0 Nepefaye NeKapCTBEHHbIX MPenapaToB B
cobcTBeHHOCTb CybbekTOB Poccuiickon denepaLnin C yKasaHneM
HOMEHKaTypbl, KOJIMYECTBA U CTOMMOCTU JIEKAPCTBEHHbIX NPenapaTos.

9. MMHNCTEPCTBO 34paBO0OXpaHeHNs Poccuinckon degepaunn B Te4eHne

5 paboymx fHeN co fHA M34aHNa PacnopsaANTEeNbHOMO aKTa,
npenycMOTPEHHOro NyHKTOM 8 HacToswero MNosoxeHns, HanpaBnseT B OpraH
NCNONIHUTENbHON BlacTu cybbekTa Poccuinckon ®epepaumm B 2 3K3eMnispax
N3BELLEHMNE O NOCTABKE JIEKAPCTBEHHbIX NPENapaToB N aKT
npvema-nepenadu.

10. (YTpaTwn cuny - MoctaHosneHue MNMpaBuTtenscTBa Poccuinckon
®epepaumm ot 11.08.2016 r. N 784)

11. (YTpaTnn cuny - MocTtaHoBneHue MNpaBuTenbcTBa Poccninckon
®epepaumm o1 11.08.2016 r. N 784)
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12. OpraH ncnonHuTenbHOM BnacTn cybbekTa Poccuinckon depepaumm

B TeyeHne 14 paboynx gHen co AHA NONyYEHUS U3BELLEHNS O NMOCTaBKe
JIeKapCTBEHHbIX NPEnapaToB 1 akTa NpuemMa-nepegayn noanucbIBaeT n
3aBepseT NevyaTbio M3BELLEHNE 1 aKT, MOC/E Yero BO3BPaLLAET B
MWHMCTEpCTBO 34paBooxpaHeHns Poccuinckon ®epepaum oAnH 3K3emMnaap
N3BELLEHNSA 1 OAMH IK3EeMMNAAp aKTa npuema-nepenaqn.

13. OpraH ncnonHMTeNbHOM BRacTun cybbekTa Poccuinckon depepaunm

Ha OCHOBaHWW aKTa NpMeMa-nepeaayvn oCcyLecTBSET y4eT JIeKapCTBEHHbIX
npenapaToB 1 M3AAET MO KaXKA0N OpraHM3aunmn-noayyaTento
pacnopsanTenbHbIA akT 0 Nepefade B ee onepaTUBHOE yrpaB/ieHue
JIeKapCTBEHHbIX NPenapaToB C yKa3aHWeM UX HOMeHKAaTypbl, KonyecTsa U
CTOMMOCTMU, @ TaKXXe OCYLLeCTBASET UX nepefavy npu HeobxonmumocTu

B COBCTBEHHOCTb MYHMLIMNAJIbHbLIX 06pa3oBaHWIA.

14, OpraHn3zauun-nonyyaTenn B TeyeHue 2 paboymx AHEN Co gHA

NoJIy4eHUs OT OpraHa NCMONHUTENbHON BNacTu cybbekTa Poccuinckon
depepaunm [OKYMEHTOB, MOATBEPXKAAOLLNX Nepefaydy UM NeKapCTBEHHbIX
npenapaToB B ONepaTUBHOE yrpaB/iieHne, NPUHUMAIOT NeKapCTBEHHbIE
npenapaThl Ha y4eT, 06ecneymBaloT NX COXPAHHOCTb W LieneBoe
MCNob30BaHue.

14-1. MUHNCTEpPCTBO 3apaBooXpaHeHns Poccuinckon ®eagepaumm B
YCTaHOB/IEHHOM MM MOPSLAKE OCYLLECTBAIAET MOHUTOPWHI ABVKEHUS U y4eTa
NeKapCTBEHHbIX NpenapaToBs B cybbekTax Poccuinckon ®epepaunn, [OBOANT
[0 CBEEHUNS YMOJHOMOYEHHbIX OPraHOB MCMOJIHUTENBbHON BNacTh CybBbEKTOB
Poccuiickon ®epepaLimm NoayyYeHHble No pesynbTaTaM MOHUTOPUHIA AaHHbIe,
B TOM 4MCJI€ O HOMEHKNATYpPe, KONYeCTBE N CTOUMOCTU JIeKapCTBEHHbIX
npenapaTos, 06 OTCYTCTBUM NOTPEOBHOCTN B OTAEMbHbLIX JIeKaPCTBEHHbLIX
npenapaTtax 1Mbo 0 NosiBAeHUM LONONHUTENbHON NOTpebHOCTY B
NEKapPCTBEHHbIX MpenapaTax B CBA3W C MU3MEHEHWNEM YNCIEHHOCTMW NN,
BKJIOYEHHbIX B PErMoHaNbHbIA CerMeHT ®efepanbHOro perncrpa and,
60NbHbIX reMONSIMEN, MYKOBUCLIMAO30M, FMMOGM3apHbIM HaHM3MOM, 60/1€3HbI0
lowwe, 3n0Ka4eCTBEHHbLIMU HOBOOOBPA30BaHUAMMN ANUMMONLHON, KPOBETBOPHON 1
POLACTBEHHbIX UM TKaHeW, pacCesiHHbIM CKAEpPO30M, UL, Nocse
TpaHCNAaHTaLMM OPraHoB 1 (MNK) TKaHen, a TakXKe B CBA3M C

N3MEHEHUAMUN B Ha3HaYeHNAX MeANLMHCKMMU pabOoTHUKaMK NeKapCTBEHHbIX
npenapaToB yKa3aHHbIM 60JIbHbIM, N COr1aCoBLIBAET 3a5SBKU YMOJHOMOYEHHbIX
OpraHoB UCMONHUTENBLHON BRacTu cybbekToB Poccuinckon ®enepaumm o
nepepacnpeneneHnn 1eKapcTBEHHbIX NpenapaToB Mexay cybbekTamu
Poccuiickon ®epepaumun. CornacoBaHHass MUHNCTEPCTBOM 34PaBOOXPaHEHUS
Poccuinckon ®egepalmm 3as8BKa ABASETCA OCHOBaAHMEM 415 nepefayn
NEKapCTBEHHbIX MpenapaToB oaHUM cy6bekToM Poccuinckon depgepalimm B
cobCcTBEHHOCTb Apyromy cybbekTy Poccuinckon degepaunn. (JONoSHEH -
MocTaHoBneHune MpaBuTenscTBa Poccunckon Gepepaunn

oT 11.08.2016 r. N 784)

15. MnHUCTEpCTBO 3apaBooxpaHeHns Poccunckon Gepepaunn
NpeacTaBnsfeT eXxekBapTaabHO, A0 10-ro Yyncna mecsua, CeaytoLwero 3a
OTYeTHbIM KBapTanoM, B PefepanbHyto cinyxby no Hagsopy B chepe
3[paBOOXPaHEHNs CBeAeHNA 0 nepefaye feKapCTBEHHbIX NpenapaTos U
COrnacoBaHHbIX 3asBKax 0 nepepacnpefeneHnmn nekapcTBEHHbIX NpenapaTos
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mMexay cybbekTamu Poccuiickoin ®egepauiyn Ans oCyLLLECTBEHUS KOHTPOA 33
Lie/IeBbIM UCMOJIb30BAaHUEM JIEKAPCTBEHHbIX NPenapaTos.
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