NPABUTENBLCTBO POCCUNCKOW ®EQEPALIU

NOCTAHOBNEHUE
oT 26 pekabps 2011 r. N 1155

O 3AKYNKAX NEKAPCTBEHHbIX NPEMNAPATOB,
NPEAHA3HAYEHHBLIX ANl OBECNEYEHUA NUL, BONIbHbLIX FTEMO®UITUEN,
MyKoBMCUMAOO30OM, TrMNO®PU3APHbIM HAHU3MOM, BOJIE3HbIO NOLLE,
3NOKAYECTBEHHbLIMU HOBOOBEPA30OBAHUAMW NTUM®OUAHOMN,
KPOBETBOPHOM U POOCTBEHHbLIX UM TKAHEW, PACCEAHHbLIM CKIIEPO30M,
N NOCNE TPAHCMNAHTALMU OPTAHOB U (UNN) TKAHEN

CnncoK U3MEHSIIOLLNX JOKYMEHTOB
(B pea. MNMoctaHoeneHwui MNpasutensctea P® ot 04.09.2012 N 882,
o1 24.04.2015 N 389, ot 11.08.2016 N 784)

MNpaButenbcTBo Poccunckon degeparmm nocTaHOBASET:

1. YTBepautb npunaraemoe [lonoxeHne O 3aKynkax nekapCTBEHHbIX MpenapaToB, NpegHasHaYyeHHbIX ANd
obecrneyeHuss nuy, OGONbHLIX remodunuen, MyKOBUCLMOO30M, rMNodu3apHbiM HaHM3MOM, OonesHbto [ouwe,
3110Ka4eCTBEHHbIMN HOBOOOPAa30BaHUAMN NUMQONOHOW, KPOBETBOPHOW M POACTBEHHbIX UM TKaHeWn, pacCesiHHbIM
CKIepo30oM, NnL, Nocne TpaHCnnaHTauum opraHoB 1 (Mnu) TKaHew.

(n. 1 B pea. MNoctaHosneHus MNMpasuTtensctea PO ot 24.04.2015 N 389)

2. MwuHucTtepcTBy 3gpaBooxpaHeHust Poccuiickon  ®depepaumm  OCyWECTBRATb B YCTAHOBMEHHOM
3akoHopaTtenbcTBOM Poccuickon ®egepaumm nopsigke  3akynky OTNyckaeMblx MO peuentam GecnnartHo
nekapcTBEHHbIX NpenapaToB, NpegHasHa4YeHHbIX Ansa obecneyeHns nuu, 60nbHbIX reMoUnMen, MyKOBUCLMO030M,
rmMnocn3apHelM  HaHM3MOM, ©OonesHbto [OlWe, 3MoKayYyeCTBEHHLIMW  HOBOOOPA3oBaHUAMWU  NUMOUOHOMN,
KPOBETBOPHOW U POACTBEHHBIX UM TKAHEWN, pacCesiHHbIM CKIEPO30M, MWL, MOCe TpaHCnnaHTaumMm opraHoB u (1nm)
TKaHel (ganee - NekapcTBEHHble Mpenapatbl), Mo MnepeyHto, yTBepxgaemomy [paBuTenscTtBomM Poccuiickon
denepaumm n cchopmMmMpoOBaHHOMY B YCTAaHOBIIEHHOM MM MOpsigKe.

(n. 2 B pea. NoctaHoBneHus lMNMpasutensctea PO ot 24.04.2015 N 389)

3. OpraHam ncnonHuTenbHoOM BnacTn cybbektoB Poccuinckon ®enepaumm obecneunTs:
(B peq. MoctraHoBneHus MNpasutensctea PP ot 11.08.2016 N 784)

hopmMMpoBaHME 3asBOK Ha MNOCTaBKy meKapCTBEHHbIX MpenapartoB C Yy4eToM MOTpeBGHOCTM opraHoB
ucnonHutenbHoM Bnactn cybwektoB Poccuiickon ®depepaumm wn BegeHue 6a3bl OaHHbIX Nvul, 6GOMbHbIX
remocpunuen,  MyKOBUCLUMOO30M,  rMNoumsapHbIM  HaHW3MOM, ©GonesHblo  [owe,  3nokavyeCTBEHHbIMU
HOBOODOpa3oBaHUAMU NMMEONIHON, KPOBETBOPHOW U POLACTBEHHbIX UM TKaHeW, pacCesHHbIM CKNepo3oM, nuL
nocrie TpaHcnnaHTaumMm opraHoB U (Unn) TKaHew;

(B pea. MNMoctaHoBneHwui MNpasutensctea P® ot 24.04.2015 N 389, ot 11.08.2016 N 784)

KOHTPOmb 3a Y4YETOM M PacXO4OBaHMEM IEKAPCTBEHHbLIX MpenapaToB, MepedaHHblX B COOTBETCTBUM C
MMonoxeHnem, yTBEPXOEHHBbIM HACTOSILMM MOCTAHOBMEHMEM, B CODOCTBEHHOCTb CyObekToB Poccuickon
dPenepauun ¢ nocnegyoLlen nepegaden npy HE0b6XoAMMOCTU B COGCTBEHHOCTb MyHULMMANbHbLIX 0Opa3oBaHWn.

(B peq. MNMoctaHoBneHus MNpaButenbctea PP ot 11.08.2016 N 784)

Mpencepatens MNpaBuTtenbcTea
Poccuickon ®epepaummn
B.MYTWH

YTBEpPXAEHO

nocTtaHoBrneHnem MNpaBuTenscTea
Poccuickon ®enepaummn

oT 26 pnekabpsa 2011 . N 1155

NONOXEHUE
O 3AKYNKAX NEKAPCTBEHHbIX NPEMAPATOB,
NPEAHA3HAYEHHBIX 01151 OBECMEYEHUSA NUL, BONbHbIX TEMO®UITUEN,
MyKoBuCUMAO30OM, TrMNO®U3APHbIM HAHU3MOM, BONE3HbLIO MOLLE,
3NOKAYECTBEHHbLIMU HOBOOBPA30BAHUAMWU NUM®OUAHON, KPOBETBOPHOM
M POACTBEHHbIX UM TKAHEW, PACCESIHHbBIM CKIEPO30M, NULY
NOCNE TPAHCMJIAHTALIUM OPFAHOB U (UNN) TKAHEW



Cnncok N3MEeHSILWNX JOKYMEHTOB
(8 pea. MoctaHosneHun MNMpasutensctea PO ot 04.09.2012 N 882,
o1 24.04.2015 N 389, ot 11.08.2016 N 784)

1. Hactoswee [lonoxeHne ycTaHaBnNMBaeT MNOPAAOK 3akynkvn MUHUCTEPCTBOM  34paBOOXpPaHEHMS
Poccuiickon ®Penepauum nekapCTBEHHbIX NpPenapaToB, NpeAHas3HadeHHbIX Ans obecneveHuss nuu, GOrbHbIX
remounMen,  MyKOBUCLUMAO30M, rMnodusapHbiM  HaHWM3MOM, ©OonesHbto  [owe,  3MoKa4YeCcTBEHHLIMM
HoBOOOpa3oBaHMAMU NMMGONOHOW, KPOBETBOPHOW M POACTBEHHbLIX MM TKAaHEW, pPacCesHHbIM CKIepo30oM, vy,
nocrne TpaHCNIaHTauum OpraHoB U (Mnn) TKaHew (Oanee - nekapcTBeHHble npenapartbl), NOPSOOK U YCIOBUSA UX
nepegadn B COOCTBEHHOCTb cyObekToB Poccuiickon @Pepepauun C Mocregyowern ux nepegaden npu
HeobXoAMMOCTU B COBCTBEHHOCTb MYHMLMNAIbHBIX 00pa3oBaHUN.

(B peq. MNMoctaHoBneHui MNpaButenbctea PP ot 04.09.2012 N 882, ot 24.04.2015 N 389, ot 11.08.2016 N 784)

2. OpraHbl ucnonHUTenbHOM BracTn cybbekToB Poccuiickon depepauumn onpeaensitoT opraHvMsauuu,
MMEKLLNEe JNUUEH3NIO Ha QapMaueBTUYECKYD OEATENbHOCTb, B LENAX OCYLEeCTBNEHUS MNOCTaBKM 3ITUM
opraHuM3aLmaM NekapcTBEHHbIX NpenapaToB (ganee - opraHnsauuu-nonyyaTtenn).

(n. 2 B pea. MNoctaHosneHus MNMpasuTtensctea PO ot 11.08.2016 N 784)

3. OpraHbl ucnonHWTENbHOW BracTu cyobekToB Poccuiickon ®epepauum C  y4eToM MNpensiokeHun
3aUHTEpPeCcOBaHHbIX OPraHOB MECTHOIO caMoynpaBneHnst exerogHo opMmnpytoT 1 npeactaBnsaoT B MUHUCTEPCTBO
3gpaBooxpaHeHus Poccuiickon ®efepaumm 3asBKM Ha MOCTaBKY FIEKApPCTBEHHBLIX NpenapaTtoB (C NpUroXeHuem
060CHOBaHWI NO MX 00bEMY, a TaKKe C yKasaHWeM OpraHusauun-nonyyarenen).

(B pea. MoctaHoenenun Mpaeutensctea PO ot 04.09.2012 N 882, ot 11.08.2016 N 784)

dopma M CpoK NpPeacTaBneHUs 3asdABKM Ha MOCTaBKY JIEKAPCTBEHHbIX MpenapaTtoB YCTaHaBNUBAKTCS
MwuHucTepcTBOM 30paBooxpaHeHus Poccuickon denepaumn.

(B peq. MNMoctaHoBneHus MNpaBuTtenbcTea PP ot 04.09.2012 N 882)

4. MnHucTepcTBO 3apaBooxpaHeHns Poccunckon ®egepauum paccmartpusaeT B 10-OHEBHbBIN CPOK 3asBKM Ha
NOCTaBKy fEKapCTBEHHbIX MpenapartoB, yTBEPXAAaeT 06beMbl NOCTABKU NEKApPCTBEHHbLIX NpenapaToB M A0BOAUT
yTBEPXAEHHbIE 00bEeMbl NOCTABKM JIEKAPCTBEHHbIX MpenapaTtoB 00 CBEAEHWUS OpraHoB WCMOMHUTENBHOM BRAcCTu
cybbekToB Poccuickon ®egepaumm.

(B peq. MNMoctaHoBneHui MNpasutensctea PP ot 04.09.2012 N 882, ot 11.08.2016 N 784)

5. MuHuctepctBo 3apaBooxpaHeHus Poccuiickon ®denepaumm  OCyLlecTBNsSieT B COOTBETCTBUM C
YTBEPXKAEHHBIMM OObemMamMn MOCTaBKM JEKAPCTBEHHbIX MPenapaToB pasMeLLeHne 3akasoB Ha WX MOCTaBKy B
nopsiake, yCTaHOBMNEHHOM 3akoHopaTenbCcTBOoM Poccunckon Pefepauum O pasmeLleHMM 3aka3oB Ha MOCTaBKy
TOBapOB AN FOCYAapCTBEHHbIX HYX.

(8 pea. MoctaHoBneHus MNMpasuTtensctBa PO ot 04.09.2012 N 882)

6. MNpn pasmelLeHnn 3aka3oB Ha NMOCTABKy NEeKapCTBEHHbIX NpenapaToB NpedycMaTpuMBaEeTCsl BbIMOSIHEHNE
cnegylowmx TpeboBaHui;

a) obecneveHne OOCTaBKM NIEKapCTBEHHbIX MpenapaToB 40 OpraHu3auun- nonydarenem;

0) BedeHVe opraHvM3auusMK, 3aKMOYUBLUMMUN FOCYAAPCTBEHHbIE KOHTPaKTbl HA MOCTaBKY J1EKAPCTBEHHbIX
npenapatoB (ganee - OpraHM3auuMM-NOCTaBLUUKWM), Yy4YeTa MNOCTaBMEHHbIX OpraHuM3auusM-nonyyaTensm
neKapCTBEHHbIX NpenapaToB 1 COOTBETCTBYHOLLEN OTYETHOCTY;

B) onnata opraHu3auuam-nocTaBLUMKaM NeKapCTBEHHbIX nNpenapaToB, MOCTaBMEHHbIX B paMKax
3aKMIOYEHHbIX FOCYAAaPCTBEHHbIX KOHTPaKTOB, HA OCHOBaHUU [OKYMEHTOB, NoATBepXAalowux akT nonyyeHus
opraHusaumaMmn-nonyyaTensmMy nekapCTBEHHbIX NpenaparTos.

7. OpraHn3aummn-nocTaBLUMKM NpeacTaBnsaioT B MUHUCTEpPCTBO 3apaBooxpaHenns Poccuiickon ®epepauunn
0hOpMIIEHHbIE B YCTAHOBMIEHHOM MOPSAKE AOKYMEHTbI, MOATBEPXAAWMe akT MOMyyYeHust opraHusaunsmm-
nomnyyartensiMM fneKkapCTBEHHbIX NpenapaTtoB (HaknagHble, akT npuema-nepenayn NeKapCTBEHHbIX MpenapaTos
(oanee - akT npuema-nepegayn)).

(B peq. MNMoctaHoBneHus MNpaButenscTea PO ot 04.09.2012 N 882)

8. MwuHuctepcTBo 3apaBooxpaHeHusi Poccuickon depepaumm B TedeHue 14 paboumx pHEW cO OHA
NOCTYNMEHUS akTa MnpuemMa-nepesadn OCYLUECTBMSIET YYeT JeKapCTBEHHbIX MpenapatoB W u3gaer
pacnopsiauTenbHbI akT O nepefadye IekapCTBEHHbIX MNpenapaToB B COOCTBEHHOCTb CybbekToB Poccuickon
denepauuu ¢ ykazaHMeM HOMEHKNATYpPbl, KONMYECTBA N CTOMMOCTU NEKAPCTBEHHbIX NpenapaTos.

(n. 8 B pea. NocTtaHoBneHus MNMpasutensctea PO ot 11.08.2016 N 784)

9. MuHKucTepcTBO 3apaBooxpaHeHust Poccuiickor degepaummn B TedeHne 5 paboumx AHeW co AHS M3gaHus
pacnopsauTenbHOro akTa, npegycMOTPEHHOro MyHKTOM 8 Hactoswero [lonoXeHus, HanpaensieT B opraH
ucnonHuTenbHon Bractu cybbekTa Poccuiickon ®Pegepauum B 2 9K3eMMnsipax W3BELLEHME O MOCTaBKe
nekapCcTBEHHbIX MpenapaToB U akT Npuema-nepeaadm.

(n. 9 B pea. MNoctaHoBneHus MNMpasutensctea PO ot 11.08.2016 N 784)

10 - 11. Y1patunu cuny ¢ 1 ceHtsiopsa 2016 roga. - MNMoctaHoenenune lNMpaButensctea PP ot 11.08.2016 N

784.



12. OpraH ucnonHutenbHOM BnacTn cyobekta Poccuickon ®epepauum B TedeHre 14 paboumx gHEN CO OHSA
NnornyyYeHns M3BELLEHMS O MNOCTaBKe IeKapCTBEHHbIX MpenapatoB M akTa npuema-nepegadv noanucbiBaeT U
3aBepsieT NnevyaTblo U3BELLEHWE W akT, Nocne Yero Bo3Bpallaetr B MuHUCTepCTBO 3apaBooxpaHeHus Poccumnckon
defepaun OAMH IK3EMNNAP M3BELLEHUSA U OOMH SK3EMMNAP akTa npuema-nepegayu.

(B peq. MNMoctaHoBneHui MNpasutensctea P® ot 04.09.2012 N 882, ot 11.08.2016 N 784)

13. OpraH wucnonHutenbHon Bractu cybbekta Poccuiickon depepaumMm Ha OCHOBaHMM akTa npuema-
nepegadn OCYLLECTBMSET Y4YeT IeKapCTBEHHbIX MpenapatoB W M3OAeT pacrnopsauTenbHblA akT O nepepade
NeKapCcTBEHHbIX MpenapaTtoB C YyKa3aHWeM WX HOMEHKNATypbl, KONMM4ecTBa W CTOMMOCTM B OMepaTtuBHOE
yrpaBreHne y4dpexgeHusm 3gpaBooxpaHeHus cybobekta Poccunckonn depepaumm MO KaxOoW OpraHusauuu-
nomnyyarento, a Takke nepegavy Mx npu He0bXoAMMOCTU B COBCTBEHHOCTb MyHULMMANbHbLIX 0Opa3oBaHWn.

14. OpraHusauuu-rnonyyarenu B tedeHne 2 pabouymx OHEN CO OHS MOSTyYeHWUs OT opraHa MCMNONHUTENBHON
Bnactn cybwbekta Poccunckon ®egepauny [OKYMEHTOB, MOATBEpXAaloWMX Mepedavyy UM  feKkapCTBEHHbIX
npenapaToB B OnepaTvBHOE ynpaBneHue, NPUHUMAlOT NeKapCTBEeHHble mpenapaTtbl Ha yyeT, obecnevmBaloT mx
COXPaHHOCTb U LieneBoe UCnorb30BaHue.

(B pea. MoctaHoBneHus MNMpasuTtensctea PO ot 11.08.2016 N 784)

14(1). MwuHucTtepctBo 3gpasBooxpaHeHus Poccuiickon ®egepauym B YCTAHOBNEHHOM WM nopsigke
OCYLLECTBISAET MOHUTOPWHI ABMXEHUSA U YYeTa NekapCTBEHHbIX NpenapaTtoB B cybbekTax Poccuiickon ®egepaumm,
[OBOOWT OO0 CBeAeHMs YNOMHOMOYEHHbIX OpraHoB MCMOMHUTENbHOW BnacTn cybbekTtoB Poccuiickon ®enepauun
nornyyeHHble Mo pesynbraTaM MOHWUTOPMHIA AaHHble, B TOM 4YUCrie O HOMEHKNaType, KOnM4yecTBe U CTOMMOCTH
nekapcTBEHHbIX MpenapaTtoB, 00 OTCYTCTBUM NOTPEOHOCTM B OTAENbHBIX NEKAPCTBEHHbLIX Mpenapatax fmbo o
NOSIBNEHUN LOMONMHUTENBHON NOTPEOHOCTM B NEKAPCTBEHHBIX MpenapaTtax B CBA3WM C M3MEHEHMEM YUCIIEHHOCTU
nvd, BKIIOYEHHbIX B pervoHanbHbll - cermMeHT @PegepanbHOro peructpa nud, 6omnbHbIX  remodunuen,
MYKOBMCLIMAO30M, TMnocm3apHbiM  HaHM3MOM, 6one3Hbto [owe, 3nokavyecTBEHHbIMM HOBOODOPA30BaAHUSIMM
NUMEOMAHON, KPOBETBOPHOM U POACTBEHHbLIX UM TKaHeW, pacCesaHHbIM CKNepo3oM, ML nocne TpaHcnnaHTauum
OopraHoB M (MnNn) TKaHEW, a Takke B CBA3M C U3MEHEHMSIMA B Ha3HAYEHUsIX MEeOULUHCKMMKU paboTHMKamMum
nekapcTBeHHbIX NpenapaToB YyKa3aHHbIM OOMbHbIM, W COMMAcoBLIBAET 3asiBKM YMOMHOMOYEHHbIX OpraHoB
ncnonHuTenbHoM BnacTn cybwekToB Poccunckon denepauumn o nepepacnpeneneHmm nekapCTBeHHbIX NpenapaTos
mexagy cybbektamu Poccuiickon ®epepaummn. CornacosaHHas MuHMCTEPCTBOM 3ApaBooOXpaHeHus Poccuickon
defepauun 3asBKa SBMSETCA OCHOBaHMEM ANs nepefady INeKapCTBEHHbIX npenapaToB OAHUM CyObekToM
Poccuiickon ®enepaumm B cobcTBeHHOCTb Apyromy cyobekTy Poccurickon ®enepauun.

(n. 14(1) BBegeH lNMoctaHoBneHueM lMNpasutensctea P® ot 11.08.2016 N 784)

15. MuHuctepcTBo 3apaBooxpaHeHna Poccuiickon dPepepaunn npeactaBnsieT exekBapTtanbHo, go 10-ro
yncna Mecsiua, Ccrnegylowero 3a OTYETHbIM KBapTanom, B ®PepepanbHyto cnyxby no Hagsopy B cdepe
30paBOOXpaHEHNs1 CBedeHVMs O [Mepedade JieKapCTBEHHbIX MpenapaTtoB M COMMAcoBaHHbLIX 3asiBKax o
nepepacnpegeneHnn neKkapCTBEHHbIX nNpenapatoB  mexay cybobektamm Poccunckon Pegepaunm  gns
OCYLLECTBIIEHNSI KOHTPONS 3a LerneBbIM UCMOMNb30BaHWEM NTEKapCTBEHHbIX MpenapaToB.

(n. 15 B pegq. MNMocTtaHoBneHus MNpaBuTenscTea PO ot 11.08.2016 N 784)
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