[lokyMeHT npeaocTaBneH KoHcynbTaHTINoc

NPABUTE/NIbCTBO POCCUNCKOM GEAEPALIUN

NOCTAHOBJIEHUE
OT 26 Aekabpsa 2011 r. N 1155

O 3AKYNKAX NEKAPCTBEHHbIX NMPEMAPATOB,
NPEAHA3HAYEHHbIX ANA OBECNEYEHWUA UL, BOJIbHbIX TEMO®UTUEN,
MYKOoBUCUMNA030M, TMNMOPU3APHbIM HAHU3MOM, BOJIE3HbIO IOLLE,

3/10KAYECTBEHHbIMW HOBOOEPA30OBAHUAMMU IMM®OULHOM,
KPOBETBOPHOW U POACTBEHHbIX UM TKAHEW, PACCEAHHbIM CK/IEPO30M,
1L, NOCNE TPAHCNNAHTAL MU OPTAHOB U (UNN) TKAHEN

CnN1COK U3MEHAIOLWMX JOKYMEHTOB
(8 pea. MoctaHoBneHwui Mpasutenbctea PO ot 04.09.2012 N 882,
0T 24.04.2015 N 389, o1 11.08.2016 N 784)

MpasutenbcTBo Poccuitckon ®epepaumm NocTaHOBAAET:

1. VYrBepautb npunaraemoe [loN0oKeEHME O 3aKyMKax JIEKAPCTBEHHbIX MNPEnapartos,
npegHasHayeHHbIX ana obecneyeHus nuy, 60MbHbIX remodpuanen, MyKoBMCUUA030M, rMnodpusapHbIM
HaHW3MOM, BonesHblo Molwe, 3/10KaYecTBEHHbIMM HOBOOBPa3oBaHMAMU NMMPOUAHON, KPOBETBOPHOM U
POACTBEHHbIX MM TKaHEW, pacCcesHHbIM CKNEpPO30M, /ML, MOC/Ae TPaHCM/aHTauMM OpraHoB U (naum)
TKaHeN.

(n. 1 B pea. MNoctaHoBneHun MpasuTtenbcTea PO ot 24.04.2015 N 389)

2. MuHUCTepCTBY 34paBOOXpPaHeHns Poccuiickon Pegepaumm OCyWeCcTBAATb B YCTAHOBAEHHOM
3aKoHoAaTenbCcTBOM Poccuiickon degepaumnm nopaske 3aKkynky oTnycKaemMbix No peuentam 6ecniaTtHo
JIeKapCTBEHHbIX MNpenapaToB, NpeAHasHaYeHHbIX Ana obecneyeHua v, OONbHbIX remodununen,
MYKOBUCLMA030M, rmnodumsapHbIm HaHU3MOM, 60n1€e3HbI0 lowe, 3/10Ka4yeCTBEHHbIMU
HoBOOOpa3oBaHMAMU NMMPONAHON, KPOBETBOPHOW W POACTBEHHbIX WM TKaHel, paccesHHbIM
CKNEepOo30M, UL, NOC/Ie TPAHCNIaHTaLuKn opraHoB U (MNK) TKaHel (ganee - NeKapcTBeHHble NpenapaTbl),
no nepeyHto, yteepxaaemomy [pasutenbctBom Poccuitckolt Pepepaummn n chopmmpoBaHHOMY B
YCTaHOBNEHHOM MM NopALKe.

(n. 2 B pea. NoctaHoBneHuA MpaButenbctea PO ot 24.04.2015 N 389)

3. OpraHam UCNoNHUTENbHOM BlacTM cybbeKToB Poccuitickolt Pegepaunmn obecneymnTs:
(8 pea. NocTtaHoBNeHuMA MpaButenbcTea PO ot 11.08.2016 N 784)

dopmuMpoBaHME 3asiBOK Ha NOCTABKY JIEKAPCTBEHHbIX NPenapaToB C y4eTOM NoTpebHOCTU OpraHoB
NCNONIHUTENbHOWN BNacTU cybbekToB Poccuiickoint Pepepaunmn n sBeaeHne 6asbl AaHHbIX UL, BONbHbIX
remodunnen, MyKoBucUMAO30M, rMnodmusapHbiIM HaHM3MOM, 60se3Hblo [ole, 310Ka4ecTBEHHbIMU
HoBoOb6pa3oBaHMAMU NMMPONAHON, KPOBETBOPHOW W POACTBEHHbIX WM TKaHel, paccesHHbIM
CKNepo30M, L, NOC/Ie TPaHCNIaHTaUMM OPraHoB U (M1n) TKaHew;

(8 peq. NocTtaHoBneHui MpaButenbctea PO ot 24.04.2015 N 389, o1 11.08.2016 N 784)

KOHTPO/1b 33 YY4ETOM U PACXOA0BAHMEM SIEKAPCTBEHHbIX NpPenapaTos, NepesaHHbIX B COOTBETCTBMU
¢ lMonoxeHnem, yTBEPKAEHHbIM HACTOAWMM MOCTAHOB/NEHMEM, B COOCTBEHHOCTb CyObEKToB
Poccuitickoit  Pepepaummn ¢ nocnepylowen nepegavert npu  HeobxogMmoctTm B cOBCTBEHHOCTb
MYHUUMNANbHbIX 06pas3oBaHUN.

(B peq. MoctaHoBneHua Mpasutenbctea PP o1 11.08.2016 N 784)

Mpepcepatens MNpasuTenscrea
Poccuitckoit epepaumm
B.NYTUH
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YT1BEpPHKAEHO

noctaHosneHnem MpaBuTenbCcTBa
Poccuitckoit egepaumm

OT 26 aekabpna 2011 r. N 1155

NONOXEHUE
O 3AKYNKAX NEKAPCTBEHHbIX NMPEMAPATOB,
NPEAHA3HAYEHHbIX ANA OBECNEYEHWUA UL, BOJIbHbIX TEMO®UUEN,
MYKOoBUCUMNA030M, TMIMOPU3APHbIM HAHU3MOM, BOJIE3HbIO IOLLE,
3/1I0KAYECTBEHHbIMW HOBOOBEPA30BAHUAMMU IMMPOULHOMN, KPOBETBOPHOW
W POACTBEHHbIX UM TKAHEN, PACCEAHHbIM CKNEPO30M, UL,
NOCNE TPAHCNNAHTALUN OPTAHOB U (UNIN) TKAHEN

CnNMCOK U3MEHAIOLWMX AOKYMEHTOB
(8 pen. MNoctaHoBneHui Mpasutenbctea PO ot 04.09.2012 N 882,
oT 24.04.2015 N 389, o1 11.08.2016 N 784)

1. HactoAwee MonorKeHMe ycTaHaBAMBaET NOPALOK 3aKYNKU MWHUCTEPCTBOM 34paBOOXpPaHEHMA
Poccuiickolt depepaummn nekapCTBEHHbIX MPENapaToB, NpeAHa3HAYeHHbIX Ana obecneyeHus nuu,
60/bHbIX  remModuUNMEN,  MYKOBUCUMAO030M, rUNodmsapHbiM  HaHM3MOM, bonesHblo  lowe,
3/10Ka4YeCTBEHHbIMM HOBOOOPa3oBaHUAMU NUMOPONAHONM, KPOBETBOPHOM U POACTBEHHbLIX UM TKaHEW,
pacceAHHbIM CKNEePO30M, UL, NOC/Ie TPAHCMIAHTALUN OPraHOB U (MNK) TKaHeN (aanee - NneKapcTBEHHbIE
npenapaTbl), NOPAAOK M YCNOBUA MX Nepenadn B cO6CTBEHHOCTb cybbekToB Poccuiickoit ®epepaumm ¢
nocneaytouiel ux nepegaden npu HeEObXo4MMOCTU B COOCTBEHHOCTb MYHULMNA/bHbIX 06pa3oBaHMUNA.

(8 pea. MoctaHoBneHui Mpasutenbcrea PO ot 04.09.2012 N 882, ot 24.04.2015 N 389, ot 11.08.2016 N
784)

2. OpraHbl MCNONHUTENbHON BAacTM cybbekToB Poccuiickon Pepepaummn onpegenstort
OpraHusaLmmn, UMetoLmMe NULLEH3NIO HA papMaLLEBTUYECKYIO OeATeNbHOCTb, B LEeAAX OCYLLEeCTBAEHUS
NOCTaBKM STUM OpraHU3aLMAM JIeKapCTBEHHbIX NPenapaTos (ganee - opraHU3aLmm-noayyaTenm).

(n. 2 B pea. MNoctaHoBneHun MpasuTtenbcTea PO ot 11.08.2016 N 784)

3. OpraHbl UCNOAHUTENBHOWM BAcTM cybbeKkToB Poccuiickoin Desepauunm ¢ y4eTom NpesioKeHni
3aUHTEPECOBAHHbIX OPraHOB MECTHOIrO CaMOynpaBieHUs eXerogHo GopMUPYIOT M NPeacTaBafloT B
MWHUCTEPCTBO 34paBoOXpaHeHua Poccuitickolt depepaunm 3asBKM Ha MNOCTaBKY J1IEKAPCTBEHHbIX
npenapatoB (C nNpunoxeHvem 06OCHOBaHWIM MO MX 06BbEMY, a TaKKe C yKasaHMem opraHu3auuii-
noJsiyyatenein).

(8 peq. NocTtaHoBneHui MpaButenbctea PO o1 04.09.2012 N 882, o1 11.08.2016 N 784)

dopma UM CpPOK nNpeacTaBNeHUA 3aABKM  HA MOCTABKY JIEKApPCTBEHHbIX MpenapaTos
yCcTaHaBAmBaloTcA MUHMUCTEPCTBOM 34paBooXpaHeHna Poccuinckon ®epepauymm.
(8 pea. NoctaHoBNeHuMA MpaButenbctea PO ot 04.09.2012 N 882)

4. MUHUCTepCTBO 34,paBO0OXpaHeHns Poccuiickon deanepaumnm paccmatpusaeT B 10-a4HEBHbIV CPOK
33fBKM HA MOCTaBKY JIEKAPCTBEHHbIX MPENApPaToB, YTBEPXKAAET 0ObeMbl NOCTABKU JIEKAPCTBEHHbIX
NnpenapaToB U 40BOAUT YTBEPKAEHHblE 0ObeMbl MOCTABKM JIEKAPCTBEHHbIX MPENAPaToOB A0 CBeAeHUn
OPraHoB UCMOJIHUTENIbHOM BNACcTM cybbekToB Poccuiickoit Geaepaumu.

(8 pea. NoctaHoBneHui Mpasutenbctea PO o1 04.09.2012 N 882, o1 11.08.2016 N 784)

5. MuHucTepcTBO 34paBoOxXpaHeHua Poccuiickoint Pepepaumnmn ocyuiectsnfaeT B COOTBETCTBUM C
YTBEPXKAEHHBIMM OObEMAaMM MNOCTABKM JIEKAPCTBEHHbLIX MpPenapaToB pa3MeLLeHMEe 3aKa3oB Ha WX
NocTaBKy B MopsAgKe, YCTAaHOB/AIEHHOM 3aKoHoAaTeNnbCcTBOM Poccuitickoit Pepepaummn o pasmeLLeHuu
3aKa30B Ha MOCTaBKy TOBApPOB A/1A FOCYAAPCTBEHHbIX HYXA,

(8 pea. NoctaHoBneHuA MpaButenbctea PO ot 04.09.2012 N 882)

6. Mpn pasmelleHMM 3aKa30B Ha MOCTABKY JIEKAPCTBEHHbIX MNpenapatoB npeaycmaTpuBaeTcA

BbINOJIHEHUE cneayoWwmnx TpeboBaHN:
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a) obecneyeHne AOCTaBKM JIEKAPCTBEHHbIX MPENapaToB A0 OpraHM3aunn- noayyaTenen;

6) BeAeHMe oOpraHM3auMAMM, 3aKAOUYUBLLUMMM TOCYLAPCTBEHHbIE KOHTPAKTbl HA MOCTaBKY
NIeKapPCTBEHHbIX NPENapaToB (Aanee - opraHN3aLMmM-NOCTaBLLMKK), y4eTa NOCTaBAEHHbIX OpraHM3aLmMAM-
nosiy4aTesIAM NEeKapPCTBEHHbIX NMPENAPATOB U COOTBETCTBYHIOLLEN OTYETHOCTMH;

B) OMJiaTa OPraHM3auUMAM-NOCTABLLMKAM NIEKAPCTBEHHbIX MPEnapaToB, MOCTaBNEHHbIX B PaMKax
3aK/HOYEHHDbIX FOCYAapPCTBEHHbIX KOHTPAKTOB, Ha OCHOBaHMW [AOKYMEHTOB, NOATBEpXAarowmx akT
Nosly4eHnA OpraHn3aunAaMM-Noay4aTesIAMM IeKapCTBEHHbIX NPenapaTos.

7. OpraHM3auMmn-NoCTaBLLMKN NpPeacTaBasatoT B MWHUCTEPCTBO 34paBOOXpaHeHUsA Poccuitckoi
®epepaunn odopmneHHble B YCTaHOBJEHHOM MOpPAAKE [OOKYMEHTbl, noATBepKaatowme dakT
NnoJlydeHMa OpraHM3auMAMU-NONYYATENS MU JIEKAPCTBEHHbIX NpPenapaTtoB (HaknagHble, aKT npuema-
nepefaym nNekapcTBeHHbIX MPenapaTos (Aanee - akT npuema-nepeaaqn)).

(B pea. MocrtaHoBneHua Mpasutensctea PP ot 04.09.2012 N 882)

8. MuHucTepcTBo 3apaBooxpaHeHma Poccuiickoit depepaumnm B TedeHue 14 pabounx aHen co gHA
MOCTYNNEeHUA aKTa MpPUEMA-Nepenayn OcCyLLeCTBAAET Y4YeT JIEKapCTBEHHbIX NpenapaTtoB M M3gaeT
pacnopAgMTeNbHbIA aKT O nepegaye JIeKAPCTBEHHbIX MNPenapaTtoB B COOCTBEHHOCTb CyObEKTOB
Poccuitckolt depepaumm C yKasaHMEM HOMEHKANATYPbl, KOAMYECTBA M CTOMMOCTU NEKAPCTBEHHbIX
npenapaTos.

(n. 8 B pea. NoctaHoBneHMA MpaButenbctea PO ot 11.08.2016 N 784)

9. MMHMCTEPCTBO 34paBoOXpaHeHna Poccuickon ®egepauum B TedeHme 5 paboumnx gHel co gHA
W30aHUA PacnopaAgUTeNbHOrO  akTa, NpPeaycMOTPEeHHOro nyHKTom 8 HactoAawero [lonoxeHwus,
HanpaBAseT B OpraH WMCMNONHUTENbHOW BAacTU cybbekTa Poccuiickol ®epepaumm B 2 3K3emnasapax
n3BeLLeHMe 0 NOCTaBKe JIeKAPCTBEHHbIX NPENapaToB W aKT Npuema-nepesaym.

(n. 9 B pea. NocraHoBneHMA MpaButenbctea PO ot 11.08.2016 N 784)

10 - 11. Ytpatuau cuny ¢ 1 centabps 2016 roga. - MoctaHoBneHue MMpaButensctea PO ot
11.08.2016 N 784.

12. OpraH ucnosHWUTeNbHOM BnacTu cybbekta Poccuitickoit depepaunn B TeueHue 14 paboumx
OHeln co AHA NoNy4YeHUA M3BELLEHUA O MOCTaBKe JIeKapCTBEHHbIX NPenapaToB M aKTa NpMema-nepesayn
noAnucbiBaeT M 3aBepAeT MnevyaTblo U3BELLEHWE W aKT, Nnocne 4yero Bo3Bpawaetr B MuHUCTEpCTBO
34paBooxpaHeHua Poccuiickont Pepepaummn oAMH 3K3EMMNAP M3BELLEHMA WU OAWMH 3K3EMMAAP aKTa
npuema-nepegaym.

(B peq. NocraHoBneHui MpaButenbctea PO o1 04.09.2012 N 882, o1 11.08.2016 N 784)

13. OpraH ucnonHuTenbHoM BnactM cybbekTa Poccuiickoit depepaunm Ha OCHOBAHWM aKTa
npuema-nepesaym ocyLecTBAAEeT yYeT JIeKapCTBEHHbIX NPenapaToB U U3gaeT pacnopaaMTebHbIA aKT O
nepefaye NEeKAPCTBEHHbIX NPENapaToB C YKazaHMEeM WX HOMEHKAATypbl, KOANYeCcTBa M CTOMMOCTU B
OonepaTUBHOE YyNpaB/JeHUE y4ypexaeHMAM 34paBooxpaHeHuns cybbekta Poccuitckoni Pepgepaumm no
Ka)kgolM opraHusauMu-nonyyaTento, a TaKKe nepefadvyy MX Npu HeobxoaAMMocTM B COBCTBEHHOCTb
MYHUUMNANbHbIX 06pa3oBaHUi.

14. OpraHusaummn-nonyyatenn B TeyeHuMe 2 paboumx AHeW Co AHSA NOJlyYeHMs OT opraHa
MCNONIHUTENbHOM BNacTu cybbekTa Poccuiickoit Pepgepaummn AOKYMEHTOB, NOATBEPKAAOLNX Nepesady
MM JIeKapCTBEHHbIX NPenapaToB B onepaTMBHOE ynpaBaeHWe, NPUHUMAIOT IEKAPCTBEHHbIE NpenapaTsbl
Ha y4yeT, obecneymBatloT UX COXPAHHOCTb M LLeIeBOE UCMOJIb30BaHUE.

(8 pea. NoctaHoBNeHuUA MpaButenbcTea PO ot 11.08.2016 N 784)

14(1). MuHKCcTepCTBO 3apaBooXpaHeHus Poccuiickonn depepaumnmn B yCTaHOBJIEHHOM UM NOpPAAKe
OCYLLECTBNIAET MOHUTOPUHI ABUMEHWUA U Yy4YeTa JIeKAPCTBEHHbIX NPenapaToB B cybbekTax Poccuiickol
depepaunn, AOBOAUT A0 CBEAEHMA YNOJHOMOYEHHbIX OPraHOB WCMOJIHUTENbHOM BAAcTU CyObEKTOB
Poccuinckoit depepauun nonyyeHHble MO pe3ynbTaTaM MOHUTOPUHIA fAaHHble, B TOM 4ucne o
HOMEHKANATYpe, KONMYECTBE M CTOMMOCTU JIEKAPCTBEHHbIX NpenapaTos, 06 OTCyTCTBUM NOTPEBHOCTM B
OTAENbHbIX JIEKAPCTBEHHbIX Mpenapatax AMb6o O NOABAEHMM [ONOJHUTENbHOW MOTPebHOCTM B
NIeKapCTBEHHbIX MpenapaTax B CBA3M C U3MEHEHMEM YUCAEHHOCTU UL, BKAHOUYEHHbIX B PErMOHasbHbIN
cermeHT ®depepanbvHoro peructpa auu, 60nbHbIX remodunmen, MyKOBUCLMAO30M, FMNOOU3apHbIM
HaHM3MOM, 6one3Hbto loLe, 3/10Ka4YecTBEHHbIMWU HOBOOOPA30BaHUAMMN AMMPOUAHON, KPOBETBOPHOM U
POACTBEHHbIX MM TKaHEW, pPacCcesHHbIM CKAEPO30M, /ML, MOC/Ae TPaHCMAHTaUMW OpraHoB U (naum)
TKAHEMN, a TaKXKe B CBA3U C UISMEHEHUAMM B Ha3HAUYEHUAX MeAULMHCKMMM PabOTHUKaMM NTeKAPCTBEHHbIX
npenapaTtoB yKa3aHHbIM  60/bHbIM, W  COrMACOBLIBAET 3afBKM  YMNOJHOMOYEHHbIX OPraHoOB
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MCNONHUTENbHOM BNacTM cybbekToB Poccuiickoit degepaumm o nepepacnpenenieHnun NeKapcTBEHHbIX
npenapatoB mexay cybbektamu Poccuiickoin ®degepaumn. CornacoBaHHas MuHKUCTEPCTBOM
3apaBooxpaHeHna Poccuitickon depepauuun  3asBKa  ABAAETCA OCHOBaHMEM AAs8  nepeaadu
NIeKapCTBEHHbIX NpenapaToB oAHUMM cybbekTom Poccuiickoli ®epepaumm B cOBCTBEHHOCTb Apyromy
cybbeKTy Poccuiickoit deaepaumm.
(n. 14(1) BBegeH MoctaHoBneHnem MNpasutenbctea PP ot 11.08.2016 N 784)

15. MuHUCTepcTBO 34paBooxpaHeHna Poccuinickon degepalmm NpeacTaBAseT exkekBapTaibHO, 40
10-ro uMcna mecaua, cneaylowWero 3a OTY4eTHbIM KBapTanom, B ®eaepanbHyto cny»by no Haasopy B
chepe 34paBoOOXpaHeHMs cBeAeHUA 0 Nepedaye NeKapCTBEHHbIX NPenapaToB U COrNacoBaHHbIX 3aABKax
0 nepepacnpeaesieHUN NeKapCTBEHHbIX NpenapaTtoB mexay cybbvektamm Poccuiickoit @epepauum ans
OCYLLECTB/IEHWNA KOHTPO/IA 33 Le/IeBbIM UCMOJIb30BaHWMEM SIEKaPCTBEHHbIX NpenapaTos.
(n. 15 B pep,. MocTtaHoBneHuA Mpasutenbctsa PP o1 11.08.2016 N 784)
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