IMPABUTEJIBCTBO POCCUICKOM ®EJEPALINN

HNOCTAHOBJIEHHUE
ot 26 nexadpsa 2011 r. N 1155

O 3AKYIIKAX JIEKAPCTBEHHBIX IIPEITIAPATOB,
INPEJHA3ZHAYEHHBIX UIA JIEYEHUSA BOJIBHBIX 3JIOKAYECTBEHHBIMU
HOBOOBPA3OBAHUSAMU JIUM®OUJTHON, KPOBETBOPHOM U POJACTBEHHBIX
UM TKAHEW, TEMO®WJINENA, MYKOBUCIIUI030M, THIIO®U3APHBIM
HAHU3MOM, BOJIE3HBIO 'OUWIE, PACCESAHHBIM CKJIEPO30M,

A TAKXKE IOCJIE TPAHCILJIAHTAIIUY OPTAHOB U (MJIN) TKAHEMN

(B pen. IToctanoBnenus [IpasutensctBa PD ot 04.09.2012 N 882)

[IpaBurensctBo Poccuiickoit Penepanuy NOCTaHOBIISIET:

l. VrtBepauts mnpunaraemoe IlomoxxeHune o0 3aKynkax JEKAPCTBEHHBIX IPENApPaTOB,
npeHa3HAUYCHHBIX JUIsl JICYEHUS] OOJBHBIX 3JI0KAYECTBEHHBIMH HOBOOOpA30BaHUSAMH JUM(OUTHOIM,
KPOBETBOPHOM M POJCTBEHHBIX UM TKaHEeH, reMopuiveid, MYKOBHUCIMI030M, TUMNO(PU3APHBIM
HaHU3MOM, OoJie3HbIO [ ollle, pacCessHHBIM CKJIEPO30M, a TaKXke IMOCJE TPaHCIUIAaHTAllMM OPraHOB U
(M) TKaHe.

2. MunuctepcTBy 3apaBooxpanenus Poccuiickoit denepaum oCylmeCcTBUTh B YCTAHOBIEHHOM
3aKoHOAATeNIbecTBOM Pocculickoin denepanny Mopsake 3aKylKy OTIIYCKA€MbIX IO pelenTtam Bpadei
OecrylaTHO  JIEKapCTBEHHBIX  NpErapaToB,  MPEAHA3HAYEHHBIX  JUIS  JIeYeHUS  OOJBHBIX
37I0KAY€CTBEHHBIMA HOBOOOPA30BaHUSMHU JTUMGOHUIHON, KPOBETBOPHON M POJCTBEHHBIX UM TKAHEH,
remMopuauen, MYKOBUCIH030M, THUNO(U3APHBIM HaHU3MOM, Oo0je3Hbi0 [olre, paccesHHbIM
CKJIEPO30M, a TaKXKe I0CJIe TPaHCIUIAHTAllMM OpPraHoB W (WJIM) TKaHeH (Jajnee - JeKapCTBEHHbIE
npenapaTsl), MPEAYCMOTPEHHBIX MEPEYHEM LEHTPAIM30BAHHO 3aKyNaeMbIX 3a CUET CpEICTB
denepanbHOro OrO/KETa JIEKAPCTBEHHBIX IpENaparoB, MpPEIHAa3HAUYECHHBIX IS JIEYEHUS OOIbHBIX
3JI0Ka4YeCTBEHHBIMU HOBOOOPa30BaHUAMHU JTUM(OUIHON, KPOBETBOPHOM M POJCTBEHHBIX UM TKAHEH,
remouivel, MyKOBUCIUIO30M, THUMOGU3APHBIM HAHU3MOM, OoJne3Hpto lomie, paccesHHBIM
CKJIEPO30M, a TaKXe II0CJIe TpaHCIUIaHTallMM OpraHoB W (WMJM) TKaHEW, YTBEPKIECHHBIM
pacnopsixenueM IIpasutenscta Poccuiickoit @eneparnuu ot 31 gexadpst 2008 r. N 2053-p.

(8B pen. Iloctanosnenus IIpaBurensctBa PO ot 04.09.2012 N 882)

3. ®degepanbHOMY MEIUKO-OMOIOTMYECKOMY areHTCTBY M OpraHaM HCIIOJIHUTENIBHOM BiacTu
cyowsekToB Poccutickoit deneparnuu 06ecieynTh:

(dbopMUpoBaHUE 3a8BOK HA IOCTaBKY JIEKAPCTBEHHBIX MPEMApaTOB C YYETOM MOTPEOHOCTH
denepaabHOr0 MEIMKO-OMOIOTHYECKOTO areHTCTBA U OPraHOB MCIIOJIHUTENFHOW BIACTH CYOBEKTOB
Poccuiickoit  ®enmepanii  u BeneHWe  0asbl  JIAHHBIX  OONBHBIX  3JI0KAY€CTBEHHBIMU
HOBOOOPA30BaHUSIMU JTUMQPOUHON, KPOBETBOPHOM M POJCTBEHHBIX UM TKaHeH, remoduinei,
MYKOBHUCIII030M, TUNO(U3aAPHBIM HaHU3MOM, 00Je3HbI0 [ollle, paccesHHBIM CKJIEpO30M, a TaKkKe
10CJI€ TPaHCIJIaHTAllMM OPTaHoB U (UJIN) TKaHEH;

KOHTPOJb 32 Y4YEeTOM M pAacXOJOBAHHMEM JIEKAPCTBEHHBIX IIPernapaToB, TIEpEAaHHBIX B
cooTBeTcTBUU C [lonmoskeHneM, yTBEP>KIEHHBIM HACTOSIIMM IOCTAHOBJIEHHUEM, COOTBETCTBEHHO B
NOJIBEZIOMCTBEHHBIE (eiepalibHbIe YUPESKICHHS 3ApaBOOXpPAHEHMs, a TakkKe B COOCTBEHHOCTb
cyobektoB Poccuiickoit ®enepaumu ¢ mocienyoomeil nepegadyeid mpu HEOOXOAMMOCTH B
cOOCTBEHHOCTh MYHULIMINIATILHBIX 00pa30BaHUM.

IIpencenarens [IpaButenscTBa
Poccuiickoit @enepanun
B.IIYTHUH
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YTBEpKIEHO

nocranoBieHueM lIpaBurenscTa
Poccuiickoit @enepauun

oT 26 nexabpst 2011 r. N 1155

ITOJIO’KEHHUE
O 3AKYIIKAX JIEKAPCTBEHHBIX IIPEITIAPATOB,
INPEJHA3ZHAYEHHBIX UIA JIEYEHUSA BOJIBHBIX 3JIOKAYECTBEHHBIMU
HOBOOBPA3OBAHUSAMU JIUM®OUJTHON, KPOBETBOPHOM U POJACTBEHHBIX
UM TKAHEW, TEMO®WJINENA, MYKOBUCIIUI030M, THIIO®U3APHBIM
HAHU3MOM, BOJIE3HBIO I'OLIE, PACCESAHHBIM CKJIEPO30M,
A TAKXKE IOCJIE TPAHCILJIAHTAIIUY OPTAHOB U (MJIN) TKAHEMN

(B pen. IToctanoBnenus [IpaButensctBa PD ot 04.09.2012 N 882)

1. Hacrosmee llomoxeHne  ycTaHaBAMBAaeT  IMOPSAOK  3aKyNIKH  MHWHUCTEPCTBOM
3npaBooxpaneHusi Poccuiickoit denepauuu JI€KapCTBEHHBIX MPENAPATOB, MPEIHA3HAYEHHBIX IS
JedyeHus OOJIbHBIX 3JIOKAYECTBEHHBIMH HOBOOOPa30BaHUSMU JTUMGPOHUIHON, KPOBETBOPHOU W
POJICTBEHHBIX MM TKaHEW, reMopuiInei, MyKOBHCIHI030M, TMIO(HU3apHBIM HAaHU3MOM, OOJIE3HBIO
["omie, paccessHHBIM CKJIEPO30M, a TaKXe IMOCJe TPaHCIUIAHTAI[MU OPraHoB W (WJIM) TKaHEW (manee -
JIeKapCTBEHHBIC TMpernapatrhbl), MOPSIOK M YCIOBHS HX Tepenaun (enepalibHbIM yUPeKISHUSIM
3IpaBOOXPAHEHHUS, TOJBEAOMCTBEHHbIM {DefepaJbHOMY MEIUKO-OMOJOTHYECKOMY areHTCTBY, a
TaKk’k€ B COOCTBEHHOCTh CyOBeKTOB Poccuiickoit ®enepanuu ¢ mocieAyromeid ux mnepegadyei npu
HEOOXOJIMMOCTH B COOCTBEHHOCTh MYHUITUTIATIHHBIX 00OPa30BaHHIA.

(8 pen. IToctanosnenus IIpaBurensctBa PO ot 04.09.2012 N 882)

2. ®depnepanbHOE MEIUKO-OMOJOTUYECKOE AreHTCTBO OIpPENEseT IOJBEJOMCTBEHHBIE €MY
denepanbHble YUYpPEKIACHHUS 3/PaBOOXPAHEHUs, a OpraHbl HCIOJHUTEIBHON BIAcTH CYOBEKTOB
Poccuiickoit  ®enmepaniuu - OpraHM3alid, HWMCEKOIIME JHUIEH3WI0 Ha (apMaleBTHICCKYIO
JEATEIBbHOCTD, B LIEAX OCYIIECTBIICHHS MOCTABKH 3THUM YUYPEXKICHUSAM JIEKAPCTBEHHBIX ITpENapaToB
(manee - opraHU3aANMU-TIONYYATEIIN ).

3. ®depepasibHOE MEIUKO-OMOIIOTUYECKOE AareHTCTBO M OpraHbl HUCIOJIHUTEIbHON BJacTH
cyonrekToB Poccuiickoit Depepaiini ¢ y4eToM MpeiIoKEHUN 3aUNHTEPECOBAHHBIX OPraHOB MECTHOTO
CaMOYIIpaBJICHUS] €XETOAHO (POPMUPYIOT M MPEACTaBISAOT B MHUHUCTEPCTBO 3ApPaBOOXpPAaHEHUS
Poccuiickoit ®enepanuu 3asgBKM Ha IMOCTABKY JIEKAPCTBEHHBIX IpeEnapaToB (C MNPUIOKEHUEM
000CHOBaHMI 10 UX 00bEMY, a TAKXKE C YKa3aHUEM OpraHU3alUN-TIoTydaTenei).

(8B pen. Iloctanosnenus IIpaBurensctBa PO ot 04.09.2012 N 882)

PopMa M CpOK TMPEICTABICHHUS 3aABKM Ha IIOCTABKY JIEKAPCTBEHHBIX IpErnapaToB
yCTaHaBIMBAOTCA MHUHUCTEPCTBOM 31paBooxpaHeHus Poccuiickon Penepanuu.
(8B pen. Iloctanosnenus IIpaBurenscta PO ot 04.09.2012 N 882)

4. MunucrepctBo 3apaBooxpaHeHusi Poccuiickoii denepaunn paccmatpuBaeT B 10-1HEBHBINM
CPOK 3asBKM Ha TIOCTaBKy JIGKAPCTBEHHBIX TpernapaToB, YTBEpKJIaeT OOBEMbl MOCTABKU
JIEKapCTBEHHBIX IpenaparoB M JOBOJUT YTBEPXKJCHHbIE OOBEMBI IOCTABKH JIEKAPCTBEHHBIX
npernapaTtoB A0 cBeAeHus DenepanbHOr0 MEAMKO-OMOJIOTMYECKOr0 areHTCTBA W OPraHoB
UCIIOTHUTEIHHOM BIacTH cyOnekToB Poccuiickoii deneparuu.

(8B pen. Iloctanosnenus IIpaBurenscta PO ot 04.09.2012 N 882)

5. MunucrepctBo 3apaBooxpanenus Poccuiickoit denepanuy OCyIECTBISIET B COOTBETCTBUHU C
YTBEPKIECHHBIMU 00beMaMHU MOCTABKM JIEKAPCTBEHHBIX IMPENapaToB pa3MEIEHUE 3aKa30B Ha HX
IIOCTaBKY B IOPSJIKE, YCTAaHOBJIEHHOM 3aKOHOJATenbcTBOM Poccuiickoin denepaunu 0 pa3menieHuu
3aKa30B Ha [IOCTABKY TOBAPOB JJI T'OCYIapCTBEHHBIX HYXKI.

(B pen. [ToctanoBnenus [IpasutensctBa PD ot 04.09.2012 N 882)

6. IIpu pa3melieHHM 3aKa30B Ha MOCTAaBKY JIEKAPCTBEHHBIX MPENApaTOB IPEAYCMATPUBAECTCS

BBITIOJIHEHUE CJICIYIOLIUX TPeOOBAHMIA:
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a) obecrieueHue JOCTaBKH JIEKAPCTBEHHBIX IIPENapaToB A0 OpraHU3aluii- IoJydaTesiei;

0) BeIeHHE OpraHU3ANMIMH, 3aAKITIOYUBIINMH TOCYJAAPCTBEHHBIE KOHTPAKThI HA TIOCTABKY
JIeKapCTBEHHBIX TpernapaToB (Jajee - OpraHU3allMU-TIOCTABINMKH), Yy4YeTa MOCTAaBJIEHHBIX
OpraHM3alUsM-TIONy4YaTelsIM JIEKApCTBEHHBIX MPENapaTOB U COOTBETCTBYIOIIEH OTYETHOCTH;

B) OoIlIaTa OpraHU3alUSIM-TIOCTaBUIMKAM JIEKAPCTBEHHBIX MIPENapaToB, IOCTaBICHHBIX B paMKax
3aKJTIIOUYEHHBIX TOCYAapCTBEHHBIX KOHTPAKTOB, HA OCHOBAHUM JOKYMEHTOB, MOJATBEPKIAIOIMNX (HAKT
MOJIyYEHUsI OpraHU3alUSAMHU-TI0YYaTEISIMU JIEKAPCTBEHHBIX IIPENapaToB.

7. OpraHu3anuu-moCTaBIIMKN MPEACTaBIAI0T B MUHHUCTEPCTBO 3paBooxpaHeHus Poccuiickoit
Oenepanii 0POpMIICHHBIE B YCTAHOBICHHOM TMOPSAKE JOKYMEHTHI, MOATBEpXkAaromue (axt
MOJIYUYEHHUS OpraHU3alMsIMU-TIONYYaTes MU JICKAPCTBEHHBIX MpernapaTtoB (HaKJIagHble, akT MpUeMa-
nepeiayy JIEKapCTBEHHBIX MPENapaToB (J1ajee - akT npueMa-nepeiadn)).

(8B pen. Iloctanosnenus IIpaBurensctBa PO ot 04.09.2012 N 882)

8. MunuctepcTBO 31paBooxpanenust Poccuiickoit @enepannu B Teuenue 10 padouux gHEl co
JHS TIOCTYIUIEHUSI JOKYMEHTOB, MpPEIyCMOTPEHHBIX IYHKTOM 7 Hacrosmero llonoxenus,
OCYILECTBIIIET y4YeT JICKAPCTBEHHBIX IIPENApaToOB M M3JACT PACHOPSAUTENBHBIA aKT O Iepenaye
JeKapCTBEHHBIX TMpenapatoB denepanbHOMY MEAMKO-OMOJIOIMYECKOMY areHTCTBY, a TaKXe B
coOCTBEHHOCTh CyOBeKkTOB Poccuiickoit ®denepanuu ¢ yka3aHHEM HOMEHKJIATYPHI, KOJIMYECTBA U
CTOMMOCTH JICKaPCTBEHHBIX IPENapaToB.

(8B pen. Iloctanosnenus IIpaBurensctBa PO ot 04.09.2012 N 882)

9. MunuctepcTBO 3ApaBooxpaneHus Poccuiickoit denepanuu B TeueHue S5 paboumx AHEH CO
JHSI U3JaHUsl PacloOpSIAUTENBHOTO aKTa, MPEIyCMOTPEHHOTO MYyHKTOM & Hacrtosmero llomoxenus,
HaIIpaBJIIsCT:

(8B pen. Iloctanosnenus IIpaBurensctBa PO ot 04.09.2012 N 882)

a) B denepanbHOEe MEAMKO-OMOIIOTMYECKOE AareHTCTBO - B 2 JK3EMIUIApax H3BEIIEHHUE O
MOCTaBKE JICKAPCTBEHHBIX MPEMAPATOB U aKT MpHeMa-IepeIayn;

0) B opraH MCHOJIHUTEIbHOW BiacTu cyobekTa Poccuiickoit ®denepauuu - B 2 3K3eMIUIIpax
U3BELICHUE O IMOCTABKE JIEKAPCTBEHHBIX MTPENApPaTOB U aKT IIpUEMa-Tepe1ayu.

10. denepanbHOE METUKO-OMOJIOTHYECKOE areHTCTBO B TEUEGHHE 3 paboumx JHEH co JHS
MOJIyYEHUsI M3BEIICHUS O TIOCTABKE JIEKAPCTBEHHBIX IIPENAapaToOB M aKkTa IpueMa-Iepenadn
MOANMCHIBAET U 3aBEPSET NEYaThbIO M3BEIICHUE M aKT, MOCIE 4Yero BO3BpallaeT B MHHUCTEPCTBO
3apaBooxpaneHust Poccuiickoit deaepannu OJMH 3K3EMIUISIP M3BEIICHUS W OJIMH JK3EMIUISIP aKTa
npueMa-nepesayu.

(8B pen. Iloctanosnenus IIpaBurensctBa PO ot 04.09.2012 N 882)

11. ®denepanbHOoe MEIUKO-OMOJIOTMYECKOE AreHTCTBO B TeueHue 3 pabouux JHEH cOo JHA
MOCTyIUIEHHsT OT MuHucrepcTtBa 3apaBooxpaHeHus Poccuiickot @enepauuu  JTOKYMEHTOB,
MOATBEPKIAIOIINX Nepeiady ATEHTCTBY JIEKAPCTBEHHBIX IIPENapaToB, OCYLIECTBISET IOCTAHOBKY Ha
y4eT JIEKAPCTBEHHBIX NPENapaToB M M3JA€T PACHOPSAIWTEIBHBIA aKT O Iepeaade JEKapCTBEHHBIX
IIPEINApaTOB B ONEPATUBHOE YIIPABICHHUE NOABEIOMCTBEHHBIM OPTraHU3AUAM-TI0JIy4aTEIIAM.

(8B pen. Iloctanosnenus IIpaBurenscta PO ot 04.09.2012 N 882)

12. Opran ucnoaHUTENbHON BiIacTu cyObekTa Poccuiickoit @enepanuu B TeueHue 5 pabouux
JHEH CO JHS TOJIyYEHUs M3BEIICHHUS O IOCTAaBKE JIEKAPCTBEHHBIX IPENaparoB M akTa IMpHUeMa-
repeadyr MOAIKCHIBAET M 3aBEpPAECT MEYaThI0 M3BEIICHHE M aKT, IOCIE YEro BO3BpAIIAET B
MunucrepcTBo 3apaBooxpaHeHus Poccuiickor ®Penepani OAWH SK3EMIUISP M3BEUIEHUS U OJIMH
HK3EMIUISIP aKTa [MpueMa-rnepeadu.

(B pen. [ocranosnenus [IpaBurenscra P® ot 04.09.2012 N 882)

13. Opran ucnonHUTEIBHOM BiacTH cyObekTra Poccuiickoit denepannu Ha OCHOBAaHUHM aKTa
pueMa-nepeayd OCYIIECTBIIET y4YeT JICKAPCTBEHHBIX IPENapaToOB M U3/1A€T PACHOPSIAUTEIbHBIN
aKT O Iepelaye JIEKapCTBEHHBIX NPENaparoB C YKa3aHUEM HMX HOMEHKJIATYpbl, KOJIHMYECTBA U
CTOMMOCTH B OIIEPAaTUBHOE YIPABICHUE YUYPEKACHUSM 3/paBOOXpaHeHHs cyObekra Poccuiickoit
@denepanuu MO0 KakJI0H OpraHU3alUU-TIONydYaTeIlo, a TaKke Mepenady uxX Mnpu HeoOXOIUMOCTH B
cOOCTBEHHOCTh MYHHUIIUITATILHBIX 00pa30BaHUM.

14. Opranuzauuu-nosnyvareny B TeueHUE 2 pabouux JAHEN co JHS nojiydeHus oT PeaepaibHOro
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MEINKO-OMOJIOrMYECKOr0 areHTCTBa MJIM OpraHa MCIIOJHMTENbHON Biactu cyOwekra Poccuiickoit
@enepaur  JOKYMEHTOB, MOATBEPKIAAOIIMX NEPEJAdYy MM JIEKAPCTBEHHBIX IMPENApaToB B
OMEepaTUBHOE YIpaBlieHUWEe, MPUHUMAIOT JE€KapCTBEHHBIC MpenapaTrbl Ha Yy4eT, 00ecleyuMBaloT HX
COXPaHHOCTb U LIEJIEBOE UCITOJIb30BAHHUE.

15. MunucrepcTBo 3apaBooxpanenus Poccuiickoit denepannu MpeaCTABISET €KEKBAPTAIBHO,
10 10-ro yucna mecsiia, CIeIYIOEro 3a OTYETHBIM KBapTajaoM, B DenepaibHy0 CIy>K0y 10 HaA30py
B cepe 31paBOOXpaHEHHs CBEJCHUS O TMepeiaye JEKapCTBEHHBIX MPENnapaToB AJIsi OCYIIECTBICHUS
KOHTPOJIS 32 UX LIEJIEBBIM MCIIOJIb30BAaHUEM.
(B pen. [loctanosnenus [IpaButensctBa P® ot 04.09.2012 N 882)



consultantplus://offline/ref=EEC9D94D5A7377783571533D233A1A0F324721F93BE90C316062F43BDE72B86BE3E5148FFFDF69EFbCk2K

