NPABMTE/IbCTBO POCCUMCKON BELEPALIAN

ITOCTAHOBJIEHUE
oT 26 HOs16pst 2018 1. N 1416

O [TOPSIIKE
OPTAHM3ALIMY OBECITEYEHUS
JIEKAPCTBEHHBIMU ITPEITAPATAMM JIULI,
BOJIbHBIX TEMO®WINEN, MYKOBUCIIUZIO30M,
TUTIO®U3APHBIM HAHM3MOM,
BOJIE3HBIO I'OIIIE, 37IOKAUYECTBEHHBIMU
HOBOOBPA30OBAHUSIMU
JTMM®OUITHOM, KPOBETBOPHO 1
POJZICTBEHHBIX M TKAHEM,
PACCESIHHBIM CKJIEPO30M, TEMOJIUTUKO-
YPEMUYECKUM CHHIPOMOM,
FOHOIIIECKVIM APTPMTOM C CUCTEMHBIM
HAYAJIOM, MYKOIIOJIMCAXAPUIO30M
I, I1 1 VI TUIIOB, JIWLI ITOCJIE TPAHCITJIAHTALIUU
OPTAHOB
U (WJIN) TKAHEN, A TAKXKE O ITPU3HAHUU
VTPATUBIIUMU CUTY
HEKOTOPBIX AKTOB I[TPABUTEJIBCTBA
POCCUNICKO ®EIEPALININ

B cooTBeTcTBMM € TyHKTOM 21 yacTu 2 ctatby 14 u
yactamu 7 - 9 ctateu 44 @emepanbHOro 3akoHa "06
OCHOBAax OXpaHbl 3I0POBbS I'PpaskaaH B Poccuiickoi






®enepauyun” IIpaBuTenbCcTBO Poccuiickoit
®enepaly IOCTAHOBIISIET:

1. YTBepauTh NpuiaraeMsie:

[TpaBwia opranm3sauuyu obecreyeHust
JleKapCTBeHHBIMM ITperapaTamu Jnil, 60JIbHbBIX
remodnnneii, MyKOBUCLUI030M, TUTTODU3aPHBIM
HaHM3MOM, 60Jie3HbIO ['OlIe, 3/10KaUeCTBEHHBIMMU
HOBOOOpa3oBaHMUSAMMU IMMGOUIHOI, KDOBETBOPHOI U
POZCTBEHHBIX MM TKaHe, pacCesIHHbIM CKIepO30M,
reMOJIUTUKO-YPEeMUUECKUM CUHIPOMOM,
IOHOLIeCKUM apTPUTOM C CUCTEMHBIM HauvyaIoM,
Mykornoaurcaxapugosom I, II m VI Tumnos, aun, mnocie
TPaHCIJIAaHTALMM OPraHoB U (MJIM) TKaHel ;

[TpaBuna BegeHus @engepajbHOTO PETUCTPa JINII,
60JIbHBIX reMobuIMe, MyKOBUCIIMIO30M,
runodu3apHbIM HaHM3MOM, 60J1e3HbI0 To1lle,
3JI0Ka4eCTBEeHHbBIMIM HOBOOOPa30BaHUSIMU
numM@onIHO, KPOBETBOPHOI M POJICTBEHHbBIX UM
TKaHe, pacCesTHHbIM CK/I€p030M, TeMOJIUTUKO-
ypeMu4yeCckKuM CMHAPOMOM, IOHOIIECKMM apTPUTOM C
CUCTEMHBIM HauaJaoM, MyKomoaucaxapugosom I, II u
VI TUIIOB, JInII T1OC/Ie TPAHCIIAHTALUU OPTaHOB U
(unun) TKaHei;

repeveHb YTPaTUBIIMX CUTY aKTOB [IpaBuTe/bCTBA
Poccuiickoit ®@enepaiiu.






2. MUMHMCTEpCTBY 34paBOOXpaHeHus Poccniickoin
@depepaliviy B yCTAHOBJIEHHOM 3aKOHOLATEIbCTBOM

Poccuiickoit @enepaiiyu ropsifike OCyIeCTBUTh
3aKkynKky Ha 2019 rop jeKapCTBEHHbBIX ITpeIapaToB
IJIS1 TITaTOTeHEeTUYeCKOTO JIeYeHUST JINIT, 6OTbHbIX
reMOJIUTUKO-YPEMUUECKUM CUHIPOMOM,
IOHOIIECKMM apTPUTOM C CUCTEMHBIM HAavyaIoM,
mykornoaucaxapugosom I, I u VI tunos,
BK/TIOUEHHBIX B TlepeuyeHb KM3HEeHHO He0OOXOAMMBIX U
BaKHEMIIMX JIeKapCTBEHHbBIX MpernapaTos.

3. MuHMUCTEpPCTBY 3ApaBooXpaHeHns1 Poccuiickoii
@enepaliy JaBaTh pa3bsCHEHMS 110 IPUMEHEHUIO
MpaBUJ, YTBEPXKAEHHbIX HACTOS IIUM
MOCTaHOBJIEHUEM.

4. Hacrosuiee 1ocTaHOB/IeHMe BCTYyIIaeT B Cuiy C 1
sauBap4 2019 r., 32 UCK/IIOUeHNeM ITyHKTa 2, KOTOPbIi
BCTYIIaeT B CUJTy CO JHS 0OULIMATbHOTO
OMyOIMKOBAHMS HACTOSIEro MOCTaHOBIEHMS.

[Tpencenatens IIpaBuTeIbCTBA
Poccuiickoit @egepatinn
IO.MEIBEJIEB

YTBepKaeHbl

rocTaHoB/ieHMeM [IpaBuTenbCTBA
Poccuiickoi ®epepaniun

oT 26 HOs1O0pst 2018 1. N 1416






I[TPABUJIA
OPTAHM3ALIMIN OBECIIEYEHMA

JIEKAPCTBEHHBIMU ITPEITAPATAMU JIWL,
BOJIbHBIX TEMO®WINE, MYKOBUCLIUZIO30M,
TUTTO®U3APHBIM HAHM3MOM,
BOJIE3HBIO I'OIIE, 37I0KAUYECTBEHHBIMU
HOBOOBPA30BAHUAMU
JIMM®OWIHO, KPOBETBOPHOI U
POJICTBEHHBIX IM TKAHEIA,
PACCESIHHBIM CKJIEPO30M, TEMOJIUTUKO-
YPEMUYECKVIM CUHIPOMOM,
TOHOIIECKUM APTPMTOM C CUCTEMHBIM
HAUAJIOM, MYKOTIOJIUICAXAPUIIO30M
I, Il ¥ VI TUTIOB, JIULI, [IOCJIE TPAHCITJIAHTALIUN
OPTAHOB U (WIW) TKAHEN

1. Hacrostmue TIpaBuia yCTaHaBAMBAIOT MOPSA0K
opraHu3anuyu obecrieueHust Ui, 60JIbHBIX
reModunei, MyKOBUCIIUI030M, T'UTTO(PM3aPHBIM
HaHM3MOM, 60Jie3HbIO ['Ol1Ie, 3/I0KaYeCTBEHHBIMMU
HOBOOOpa30BaHMSIMM IMMOOUTHO, KPOBETBOPHOI U
POLCTBEHHBIX M TKaHE, pacCesIHHbIM CKIEPO30M,
reMOJIUTUKO-YPEeMUUECKUM CUHIPOMOM,
IOHOILIECKMM apTPUTOM C CUCTEMHBIM Ha4yaaoM,
MyKornoaucaxapuzosom I, II v VI tTunos, nui nocie
TPaHCIJIAaHTALMM OPTraHoB U (MIK) TKaHel (Jasee -
00JIbHbIE), JIEKAPCTBEHHBIMM TTperapaTamu IJ1st
MeJIUIIMHCKOTO MPUMeHeHMsI, MpegHa3HaueHHbIMU






IJIS JIedeHMsl 9TUX 3a00J1eBaHuit, TT0 YTBEPKAEHHOMY
IIpaBuTenbcTBOM Poccuiickoit @egepaiiy mepeyHio

JIeKapCTBEHHBIX IIpernapaTos, CHOPpMUPOBAHHOMY B
YCTaHOBJIEHHOM MM IOpSZKe (Jajee -
JIeKapCTBEeHHbIe MperapaThl), a TAKKe MOPSIOK U
YCJIOBMSI TTepeauyt JIeKapCTBEHHBIX ITperapaToB B
CcOo6CTBEHHOCTb CyOBEKTOB Poccuiickoii @emepaiium.

2. UcTouHnkom buHaHCUPOBAHMS OpraHu3aumn
obecrieueHnst 60JIbHBIX JIEKAPCTBEHHBIMU
TperapaTamu SIBJISIIOTCS OI0IKe THbIE aCCUTHOBAHMS,
MpeayCMOTpeHHbIe B (perepaTbHOM OIOKeTe
MuHuUCTEPCTBY 3apaBOOXpaHeHMs Poccuiickori
denepalun.

3. IIpaBo 60/bHOTO Ha OOecIIeyeHme
JIeKapCTBEHHBIMMU TIperapaTamMmy BO3HMUKAET CO AHS
BKJ/IIOUEH WS CBEIEeHNUI O HEM B PeTMOHAJIbHbIN
cerMeHT ®eepayibHOTO PerucTpa JInil, 60JbHBIX
reModuinei, MyKOBUCIIMA030M, TUITO(PM3aPHBIM
HaHM3MOM, 60sie3HbI0 ['olIle, 3/T0KaYeCTBEeHHbBIMU
HOBOOOpa30BaHUSIMM JIMMGOUIHO, KDOBETBOPHOI U
POICTBEHHBIX M TKaHEe, pacCesIHHbIM CKI€PO30M,
reMOJIUTUKO-YPEMUUECKUM CUHIPOMOM,
IOHOUIECKMM apTPUTOM C CUCTEMHBIM HAvyaIoM,
mykormoaucaxapugosom I, I1 u VI Tunos, suis rocie
TPaHCIJIAHTALMM OPTaHOB U (MJIU) TKaHeN (fasee -
®denepanabHBIN PETUCTD).






JlaTa BKIIOUEHMS 60JIbHOTO B PETMOHATbHBIN
cermeHT PeepasbHOrO pernctpa bUKCUpPyeTcst
JIevanMm BpauoM B MeIUIIMHCKOM KapTe
aMOyJ1IaTOpHOTO 60JIbHOTO WM UCTOPUM PA3BUTUS
pebeHKa.

4. Opranusauus obecrieueHuss MMHUCTEPCTBOM
3apaBooxpaHeHus Poccuiickoit ®emepanum 3a cueT
cpencTs demepasbHOrO O10KeTa O0JIbHBIX
JIeKapCTBEHHbIMM IIperapaTaMy OCYILEeCTBIISIETCS C
Y4€TOM CTaHIAPTOB MeOULMHCKOM IMTOMOIIN,
KIMHUYECKMX PeKOMeHIalui (ITPOTOKOJIOB JIeUeHsT)
U CpeJHeli KypCOBOi1 103bl JIeKapCTBEHHbIX
rperaparos.

5. OpraHbl rocyapCTBeHHO BJIaCTU CYyObEKTOB
Poccuiickoit ®epepatnu B chepe OXpaHbl 30POBbSI
He To3aHee 1 HOSIOPS TEKYIIEro roga MpeICTaBIsIioT
B MMHMCTEPCTBO 37IpaBOOXpaHeHst PoCCuiickom
depnepalviy 3a9BKM HA IIOCTABKY JIeKaPCTBEHHBIX
rpernaparos 1o ¢hopMe, YTBEPKAEHHOI YKa3aHHbIM
MuHUCTEPCTBOM (Iajee - 3a1BKU), C IPUIOKEHUEM
060CHOBaHMII 1O X 00beMY, a TAKXKe IepeyueHb
OpraHmM3anuii, UMeIMX JULEH3UI0 Ha
OCYILeCTBIeHMEe MeOULMHCKON U (MUn)
(apmaleBTHMUYEeCKOI IesITeTbHOCTY B CYyObEKTAX
Poccuiickoit ®@enepaiiuu (majgee - opraHmU3aum-
MOJTyYyaTesn), B IeJIsSIX MOCTaBKM OPraHM3ausM-






IIOJIy4aTeIsIM JIEKapCTBEHHbBIX ITPEIMapaTOB.

[Torpe6HOCTDb (06'bEM ITOCTABKM) B JIEKAPCTBEHHOM
rpernapare OoINpeaenseTcs C y4eTOM KIMHUIECKUX
peKkoMeHIanuit (POTOKOJIOB JIeUueHUs) U CpeliHeN
KyPCOBOI1 103bI JIeKAPCTBEHHOTO MpernapaTta UCX0Is
13 eXXeMeCcSYHO (haKkTUUecKkoit MoTpedHOoCTH
O0JbHBIX B JIEKAPCTBEHHBIX MpeliapaTax B
COOTBETCTBUM CO CBEIEHUSIMU PETMOHATbHOTO
cermeHTa deiepasbHOTO PETUCTPA Y HEOOXOAVMMOCTHU
dbopmupoBanus 3amaca Ha 15 mecsiies.

6. MuMHMCTEpPCTBO 30paBooxpaHeHnss Poccuiickoii
®enepanyu GopMupyeT KOMUCCHIO 10
PacCMOTPEHMIO 3asIBOK (fajiee - KOMUCCUS),
yTBEpsKIaeT IMOJI0XKEHMEe O KOMUCCUU U ee COCTaB.
Komuccus Ha cBoeM 3acefaHuy paccMaTpuBaeT
3asIBKM Ha IIpeMeT 000CHOBAHHOCTY 3asIBJIEHHBIX
00beMOB JieKapCTBEHHBIX TIperapaToB, Ipu
HEeoOXOAMMOCTY KOPPEKTUPYET UX, U COTJIAaCOBbIBAET
C BBIHECEHMEM COOTBETCTBYIOIIETO PelleHNs.

CorynacoBaHMe 3asiBOK OCYIIECTBIISIETCSI KOMUCCHUed ¢
yJyacTueM MpeCcTaBUTeeli OpraHoOB
roCyIapCTBEHHO BIaCTU CyObeKTOB Poccuiickoit
®enepanyu (B TOM UYMC/Ie C UCIIOIb30BaHUEM
MHOOPMAIMOHHO-KOMMYHMKAIIMOHHBIX
TEXHOJIOTUIA).






7. O6beM IMOCTAaBOK JIeKapCTBEHHBIX IIperapaToB
dbopmMmupyeTcs B mpefenax O10IKeTHbIX

aCCUTHOBAHUIA, TPeTyCMOTPEHHBIX B heepasbHOM
3aKoHe 0 ¢eepaabHOM OIOIKeTe Ha
COOTBETCTBYIONIMIT PMHAHCOBBIV IO, U MJIAHOBDI
Tepuo, ¥ IMMUTOB OI0IKETHBIX 003aTE/IbCTB,
JIOBeJIEeHHbIX B YCTAHOBJIEHHOM MOpSIAKE 10
MuHucTepcTBa 3apaBooxXpaHeHyst Poccuiickoii
depepaliviy Ha 3aKYIIKY JIeKApCTBEHHBIX ITpernapaToB.

8. B cooTBeTCTBUM C 06beMaMy IT0CTaBOK
JIeKapCTBEHHBIX IIperapaToB, YTBepsKIe HHbIMU
OopraHaMM rocyIapCTBeHHOJ BaCTU CyOBEKTOB
Poccuiickoit @enepatinm B chepe oXpaHbl 3I0POBbSI C
y4eToM pelieHus Komuccum, MMHUCTEpPCTBO
3apaBooxpaHeHus Poccurickoit ®emepaiim B
YCTaHOBJIEHHOM 3aKOHOAaTeNIbCTBOM Poccuiicko
depepauyiy NopsifKe OCYIECTBISET 3aKYIIKY
JIeKapCTBEHHBIX IIpernapaToB.

9. IlocTaBIIMKY JIeKapCTBEHHBIX MTpeInapaTos,
orpeze/ieHHble B COOTBETCTBUM C
3aKOHOaTenbCcTBOM Poccuiickoi @enepanymn,
MpeaCTaBIsIIOT B MUMHMUCTEPCTBO 3/IpaBOOXpaHEH S
Poccuiickoit ®emepauyiu ohopmIeHHbIE B
YCTAHOBJIEHHOM TOPSIIKE TOKYMEHTHI,
noATBepxaawie GakT MoTydeHUs
OpraHu3aluysIMM-I10/ydaTeIIMU JIeKapCTBEHHbIX






IIpernapaToB, B TOM UNMC/I€ HaK/IadHble I aKTbI
ImpmuemMa-iiepengadn JIeKapCTBEHHbIX ITpeIiapaToB.

10. MuHMCTEpPCTBO 3apaBooxpaHeHus Poccuiickoi
@enpepanyu B TeueHue 10 pabounx gHei co JHS
MOCTYTJIeHMS aKTa IpuemMa-fnepenauu IpMHMMaeT Ha
yueT JiIeKapCTBeHHbIe IIpernapaThl 1 U3aeT
pacnopsiguTe/bHbIe aKThI O Ilepesayve
JIeKapCTBEHHBIX IperapaToB OpraHam
MICITIOJTHUTEIbHOJ BJIACTU CyOBEKTOB Poccuiickoii
depnepalivin, onpeneseHHbIM BbICIIUM J10SKHOCTHBIM
nuoM cyowpekTa Poccuiickoit ®epgepanym
(PyKOBOAMTEJIEM BBICILIETO UCIIOJHUTEIbHOTO OpraHa
roCcyJapCTBEHHO BiacTu cyobekTa Poccuiickoit
®depepauyin) (gauee - ynoJHOMOYEHHbIE OPraHbl), C
yKa3aHMeM HOMEHKJIaTypPbl, KOJIM4YeCTBa U
CTOMMOCTM JIeKapCTBEHHBIX ITPenapaToB B
OTHOIIEHUM KaXXAO0r0 YITOJTHOMOYEHHOI'O OpraHa.

11. MuHMCTEpCTBO 3apaBooxpaHeHus Poccuiickoi
denepaliuu B TeueHMe 5 pabounx qHe co THS
U3LaHVS PacOpSIAUTE/IbHOIO aKTa,
IpesycMOTPeHHOro nmyHKToM 10 HacToswux [IpaBui,
HaIIpaBJIsieT B YIIOJJTHOMOYEHHbIe OpraHbl (B 2
3K3eMILIsIpax) U3BelleHue O [IOCTaBKe
JIeKapCTBEHHBIX IperapaToB U akT IpuemMa-
rnepenauy, NOANMCAHHbIE YKa3aHHBIM
MuHUCTEPCTBOM.






12. YmomHOMOUY€eHHbIe OpTaHbl B TeueHue 5 paboumx
ITHe CO THS MTOTyYeHNs U3BeIeHMsI O ITIOCTaBKe

JIeKapCTBEHHBIX MpernapaToB U aKTa lpuema-
rnepenauy, NpegyCMOTPEHHBIX IYHKTOM 11
Hactosuux [IpaBuii, MOANMCHIBAIOT M 3aBEPSIIOT
revaThbio 06a 9K3eMIUISIpa U3BeleHMs O ITOCTaBKe
JIeKapCTBEHHOTO IpernapaTa 1 06a 3K3eMIUIsIpa aKkTa
rnpueMa-Iepeznauu, rocjie 4yero BO3BpallanT B
MuHMUCTEpPCTBO 3ApaBOOXpaHeHMs Poccuiickorii
depepauyiy OOMH 3K3EMIUISIP YKAa3aHHOTO
U3BeLeHMs M OAVH 5K3eMIUISIP aKTa Ipyuema-
rnepenavm.

13. YIOJTHOMOYEHHBI OpraH Ha OCHOBAaHUM aKTa
npueMa-iepegauy NpMHUMaeT HA yUeT
JleKapCTBEeHHbIE MTperapaTsl U B TedeHne 5 pabounx
IHel Co IHS MOoNyuYeHMs aKkTa IpueMa-Iepenaumn
U3maeT pacnopsAMTe/bHBIN aKT O Ilepedade
JIeKapCTBEHHBIX IIPeIapaToB OpraHu3alsIM-
MoJTyJaTesssM C YKa3aHMeM HOMeHK/IATyphl,
KOJMMYEeCTBA U CTOMMOCTY JIeKapCTBEHHBIX
MIpernapaToB B OTHOIIEHUM KasK,0/ OpraHM3alum-
roJryJaress.

14. OpraHusanuu-1noayyaTe/in B TeueHme 2 paboumx
IHe CO IHS MOJyuyeHUs] JOKYMEHTOB,
MOATBEPKAAOIIMX ITepeavy UM JieKapCTBEHHBIX
MpenapaToB, MPMHUMAIOT JTeKapCTBEHHbIE






[IperiapaTsl Ha y4eT, obecrieunBaloOT UX COXpPaHHOCTbDb
" 1nejieBoe NUCII0JIb30BaHMeE.

15. MUHMUCTEPCTBO 3paBOOXpaHeHust Poccuiickoit
depepaliiy B yCTAHOBJIEHHOM UM ITOpSIAKe
OCYILeCTB/ISIET MOHUTOPUHT ABVKEHUS U yyeTa
JIeKapCTBEHHBIX MTperapaTroB B Cy0ObeKTax
Poccuiickoit ®enepaiyiv, JOBOOUT 0 CBeIEHUS
YIIOJITHOMOYEHHbIX OPTaHOB I10JyYe€HHbIE T10
pesyiabTaTaM MOHUTOPUHTA JaHHbIe, B TOM UMCIe
CBeZleHMsI 0 HOMEHKJIaType, KOJIMYeCTBe U CTOUMMOCTHU
JIeKapCTBEHHBIX ITPeIraparoB, 06 OTCYTCTBUM
MOTPEOHOCTU B OT/IE/IbHBIX JIEKAPCTBEHHBIX
rpernaparax Jinoo O MOSIBJI€HUY [,O0IOJTHUTEIbHO
MOTPEOHOCTH B JIEKApPCTBEHHBIX ITpeIiapaTax B CBSI3U
¢ u3MeHeHMeM B cyobekTe Poccuiickoit denmepann
YMCI€HHOCTY OO0/IbHBIX, U3MEHEHUSIMU B
Ha3HAUYEHMSIX MeIULIMHCKMMY PaO0THMKAMM
JIeKapCTBEHHBIX IIPeIrapaToB 60JbHBIM U
COIJIaCOBBIBAET MepepacipeieseHne JeKapCTBeHHbIX
MpernapaToB MeKIy cyobeKTaMm PoccuiicKoii
®enepain.

16. [lepenaya JiekapCTBEHHBIX IIpenapaToB OAHUM
cyobekTom Poccuiickoit @enepatiny B
COOCTBEHHOCTD JIPYToro cyobekTa Poccuitckoii
depepauyiy OCYLIECTBIISIETCS HA OCHOBAHUM aKTa
npuemMa-nepenaum. MMHUCTEPCTBO






3apaBooxpaHenus: Poccuiickoit @epepaumn
yBeLOMJISIeTCS O Ilepefaue JieKapCTBEeHHBIX
npemnaparoB B 10-THEBHbBIN CPOK MOC/IE MOATINMCAHUS
aKTa npuema-repegadyy yroJHOMOYEHHbIMU
OpraHaMmu.

17. MuHMCTEpPCTBO 34 paBoOXpaHeHns1 Poccuiickon
Qenmepanyuy npeacTaBiseT exxeKBapTaabHo, 10 10-To
yiucia Mecsiia, CaeayroIero 3a OTUeTHbIM
KBapTasioM, B DenepanbHyI0 CYKO0Y 10 HaI30PY B
cdepe 3apaBoOXpaHeHMs CBeJIeHMSI O Tlepeiaue
JIeKapCTBEHHBIX MTpeIapaToB cyobeKTy Poccuiickoit
@enepaliy U COTIaCOBaHHBIX MepepacIipeiesleHUsIX
JIeKapCTBEHHBIX MTPernapaToB MeXIy CyObeKTaMu
Poccuiickoi @enepaiiiu B 1eJsIX OCYIECTBIEHUS
KOHTPOJIS 32 LleJIeBbIM MCII0JIb30BaHMEM
JleKapCTBEHHbIX Mpernaparos.

18. B 1es1s1x o6ecrieyeHust 60IbHbBIX JIeKAapPCTBEHHBIMM
mpernapaTamMu B IOpSKe, yCTaHOBJIEHHOM
3aKOHOmaTe/bCcTBOM Poccuiickoin @emepaiinm,
OCYIIECTBJISIeTCS Ha3HAUEeHe JIeKapCTBEHHbBIX
rpernapaToB 1 opopMieHI e pellelITOB Ha
JIeKapCTBEeHHbIE MperapaThl.

19. [Ipu1 Ha3HaYeHUM 6OTBHOMY JIEKaPCTBEHHBIX
Mpernaparos Jievaluii Bpau MHOOPMUPYET ero o
BO3MOKHOCTM ITOTYYEHMS] UM COOTBETCTBYIOILINX






JIeKapCTBEHHBIX IIpernapaToB 6e3 B3MMaHMs IIJIaThl B
COOTBETCTBUM C 3aKOHOZATeJIbCTBOM Poccuiickoin

Oenepanyn.

20. B nesisix AMHAMMYECKOTO HAaOGII0AeHNs 3a
60TbHBIM ¥ COOJTIOIEHNS TIEPUOTUYHOCT U
MocCeleHNsI UM MeAULIMHCKOM OpraHn3auumn
JlevalM BpauoM OIpeAesisieTcsl KOIuueCTBO
JleKapCTBEHHOTrO MperapaTra, eIMHOBpeMeHHO
0bOPMJIEHHOTO Ha pelenTypHOM OIaHKe B
COOTBETCTBUM C PEKOMEHJ0BAHHO CpeHeCYyTOYHOMI
KyPCOBOJi 1030/ ¥ CPOKOM, Ha3HAUYEHHbIM [IJIST
roceneHusI.

21. MeguiimHCKast OpraHmn3aims npeaocTaBiiseT
060JbHOMY MJIM €70 3aKOHHOMY TTpeICTaBUTETIO
MHGOPMAIMIO 06 OPTaHM3ALMSIX, PACIIOIOXKEHHBIX B
rpaHuIlaX MyHUIUITATIbBHOTO 06Pa30BaHMs 10 MECTY
SKUTEIbCTBA MM MECTy IpeobIBaHMsI (B C/Tydae eciun
CPOK ITpeObIBaHMS IIPEBBIIIAET 6 Mecs1ieB) 60JbHOIO
M OCYILECTBISIIOIINX OeCIUIaTHBIM OTITYCK
JleKapCTBEHHBIX MTperapaToB, Ha3HAUeHHbIX
JevyalymM BpauoM.

22. Ioce BKIIOUEHMS 60JIbHOTO B PETMOHATbHBIN
cermeHT PeiepasibHOTO PETMCTpa Ha3HAUEHME U
OTIYCK €MY MJIM €r0 3aKOHHOMY TTPEeICTaBUTEITIO
JIleKapCTBEHHBIX MTpernapaToB OCYIIECTBSIETCS B CPOK,






He mpeBbIawnuii 20 pabounx gHe co THS
BKJIIOUEHMSI.

23. Opra"usanus obecreueHust JIeKapCTBeHHbIMU
npernapatamu 60bHbBIX, IPOXKUBAIOLINX B
CTallMOHAPHBIX OPraHU3aUAX COLUATbHOTO
00CTy>KMBaHMS MM OTOBIBAIONIMX HaKa3aHMe,
CBSI3aHHOE C JIMIIIEHVEM CBOOO/IbI, OCYILECTBIISIETCS
COOTBETCTBYIOIEl OpraHU3aLUE.

24. B cirygae Bbie3/1a 60JIbHOTO 3a IIPe/IesIbl
TeppuTopun cyobekTa Poccuiickoit ®emepanym, B
KOTOPOM OH IIPOXMBAeT, Ha TePPUTOPUIO IPYTOro
cyobekrta Poccuiickoit @efiepaiiy Ha CPOK, He
MPEBBINIAIINI 6 MeCs1eB, TAKOMY O0JbHOMY
OpraHOM TOCYyAapCTBEHHOI BJIaCTU CyObeKTa
Poccuiickoit @epepatnn B chepe 0XpaHbl 30POBbSI
OpraHM3yeTCs] Ha3HauUeHMe JIeKapCTBEHHbBIX
IperapaToB Ha CPOK IIpuemMa, paBHbI CPOKY €ro
BbIe3/1a 3a IIpefesibl TepPUTOPUM CYObeKTa
Poccuitckoit ®epepannu, 1160, yIUTHIBAsI CPOKU
TOJHOCTU MMEIOUIMXCSI OCTATKOB JIEKAPCTBEHHbBIX
MpernaparoB, obecreyeHye Takoro 60JIbHOTO
JleKapCTBEHHbIMM ITperapaTaMy Ha
COOTBETCTBYIOIIMIT CPOK.

CBemeHMS 0 KOJMUYECTBe Ha3HAYE€HHbIX U
OTIIYIIE€ HHbIX 60an0My UJIN €ro 3aKOHHOMY






IIpeacTaBUTE/IIO JIEKAPDCTBEHHDBIX IIPEInapaToB
BHOCSTCA B DEFMOHaHbeIVI CerMeHT CDEI[epaJIbHOI'O

perucTpa.

25. B ciyyae BbIe3a 607bHOTO 3a ITpeesibl
TeppuUTOopum cyobekTa Poccuiickoit ®emepanym, B
KOTOPOM OH IIPOKMBAET, HA TEPPUTOPUIO IPYTOro
cyobekTa Poccniickoit @emepaiy Ha CpPOK,
TpeBbIIAIINI 6 Mecs1ieB, UK B C/Tyuyae M3MeHeHUs
MeCTa XXUTeJIbCTBA TAKOMY 60JIbHOMY Ha3HAUAKOTCSI
JleKapCTBEeHHbIEe MMperapaTsl Ha CPOK IpueMa He
60Jiee OTHOTO MeCsIIa JIM60 OPraHM3yeTCsI OpraHOM
rocyJapCTBEHHO BiacTu cyobekTa Poccuiickoit
depnepanuu B chepe 0xXpaHbl 30POBbs 0becrieueHne
TaKOro 60JIbHOTO JIEKapCTBEHHBIMM TIperapaTamMmu Ha
CPOK TIpMema He 60jiee OJHOTO MecsIia.

CBezeHMsI O TAKOM GOJIbBHOM IMOJJIEXAT VCKII0UEHUIO
U3 perMoOHaIbHOTO cerMeHTa PenepaibHOTO
peructpa cyobekta Poccuiickoit degepaniyu, ¢
TepPUTOPUM KOTOPOTO BbIe3skaeT 60JIbHOI, U
repeznave (B TOM 4MCJIe C UCII0JIb30BAaHUEM
MHOOPMaIMOHHO-KOMMYHMKAILIMOHHBIX TEXHOJIOTMIA)
OpraHy rocyiapcTBeHHOI BIacTu CyObeKTa
Poccuiickoit ®emepanymu B chepe oXpaHbl 340POBbS,
Ha TepPUTOPUIO KOTOPOTO Bbexasl 60bHOI, AJISI
BKJ/IIOUEHMSI B pETMOHAJIbHbBIN cerMeHT DeiepaibHOTO
peructpa aToro cyobekrta Poccuiickoit @enepaiinin.






IlaToit BKIIOUEeHMS CBefeHMi1 0 60JIbHOM B
perMoHa/bHbIN cerMeHT PeepaJbHOrO perucTpa

cyobekTom Poccuiickoii @enepaiium, Ha TEPPUTOPUIO
KOTOPOT0 Bbexasl 00/IbHOIA, SIB/ISIETCS IEHD,
CJleyIoUIvii 3a AHEM VCKIIOYeHMs CBeleHMI O HeM
U3 perMoHaabHOTr0 cermeHTa denepaybHOIO
peructpa cyobekTom Poccuiickoit Demeparinm, ¢
TePPUTOPUM KOTOPOTO Bblexas O0TbHOIA.

26. OpraH rocy1apcTBeHHOJ BJIaCTU CyObeKTa
Poccuiickoit @enepaiiny B chepe 0XpaHbl 34,0POBbS,
C TepPUTOPUYM KOTOPOTO Bblexas 60IbHOIA,
NpefiCTaBsIeT (B TOM YMCIIE C MCIIOIb30BaHMEM
MHGOPMAIMIOHHO-KOMMYHMKAIMIOHHBIX TEXHOIOTUIA)
T10 3aIIPOCY OpraHa rocyapCcTBeHHO BIaCTU
cyobekTa Poccuiickoit @enepaiiun B chepe oxXxpaHbl
30POBbSI, HA TEPPUTOPUIO KOTOPOTO BbeXasl
60/bHOI1, CBeJIeHNs O KOJIMYeCTBe Ha3HaueHHbBIX 1IN
(axkTMyecku rnpegocTaBIeHHbIX 60JIBHOMY WJIN €T0
3aKOHHOMY Tpe/ICTaBUTEJIO0 TIeKapCTBEHHbBIX
MpernapaToB B COOTBETCTBUM C TYHKTOM 25
HacTosmux [Ipasui.

YTBepKaeHbl

rocTaHoB/ieHMeM [IpaBuTenbCTBa
Poccuiickoi ®epepann
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I[TPABUJIA
BEOEHUS ®ENEPAJIBHOI'O PETUCTPA JINLI,

BOJIbHBIX TEMO®WINEN,
MYKOBUCLIWI030M, TUTTIO®U3APHBIM
HAHU3MOM, BOJIE3HBIO T'OIIIE,
3JIOKAYECTBEHHBIMU HOBOOBPA30OBAHUSAMU
JIMM®OMWTHO, KPOBETBOPHOIA
1 POJICTBEHHBIX UM TKAHEM, PACCESIHHBIM
CKJIEPO30M,
TEMOJIUTUKO-YPEMWYECKVM CUHIIPOMOM,
IOHOLIIECKVM APTPUTOM
C CUCTEMHBIM HAUAJIOM,
MYKOITIOJIMCAXAPUIO30M I, I1 1 VI
TUIIOB, JIVLI ITOCJIE TPAHCIVIAHTALIU
OPTAHOB U (WIW) TKAHEN

1. Hacrosimue TIpaBuia ycTaHaBAMBAIOT MOPSA0K
BeneHus dengepasbHOrO permcTpa Jmil, 60JIbHbIX
reModunei, MyKOBUCIIUA030M, T'UTTO(QM3apPHBIM
HaHM3MOM, 60Jie3HbIO ['Ol1Ie, 3/I0KaYeCTBEHHBIMMU
HOB0OOpa30BaHMSIMM IMMOOUTHO, KPOBETBOPHOI U
POLCTBEHHBIX M TKaHE, pacCesIHHbIM CKI€EPO30M,
reMOJIUTUKO-YPEeMUUECKUM CUHIPOMOM,
IOHOILIECKMM apTPUTOM C CUCTEMHBIM Ha4yaIoM,
MyKornoancaxapuzosom I, II u VI Tunos, nui nocie
TPaHCIJIAaHTALMM OPTaHOB U (MIM) TKaHel (gaee
COOTBETCTBEHHO - 60/bHbIe, DerepabHbIN PETUCTD).






2. Bemenne ®eepaabHOTO PErMCTPA OCYIECTBIISIETCS
B CJIEOYIOLIUX IeJISIX:

a) obecrieueHye JeKapCTBEHHbIMM ITperapaTaMu IJIst
MeaUIIMHCKOIO IIpMMeHeHMs, BKIIOUeHHbIMMU B
yTBepKIeHHbI [IpaBuTenscTBOM Poccuiickoin
depnepaliviy mepeueHb JeKapCTBEHHBIX ITpenapaTos,
chOpMUPOBAHHBIN B YCTAHOBJIEHHOM MM ITOPSIIKE
(masee - jeKapCTBEHHBIE TIpernapaThl), 00JIbHBIX 34
cYeT GI0/IKETHBIX aCCUTHOBAHMIA, ITPeAYCMOTPEHHbBIX
B (eepasbHOM OI0mKeTe MUHMUCTEPCTBY
3apaBooxpaHeHMs Poccuiickoit ®emepainnmy;

6) MOHUTOPVHT OBMKEHMS U yueTa 60JIbHBIX HA
OCHOBaHUM CBeJleHMUI, IPeACTaBISIEMbIX OpraHaMy
rocyJapCcTBeHHO BlIacTu cyobeKToB Poccuiickoit
@enepauyn B chepe oxpaHbl 310POBbS;

B) a¢ddeKTMBHOE MIaHMPOBaHME U pacXoJ0BaHMe
(bMHAHCOBBIX CPEICTB, HAIIPABJISIEMbIX Ha 3aKYITKY
HEOOXOAMMBIX JIEKAPCTBEHHBIX IIPEIapaToB JIJIs
obecrieueHust UMM GOJIbHBIX IT0 MECTY JKUTETbCTBA
MM MeCTY IpeObIBaHMS (B C/Tyyae ecjiu CpoK
npe6GbIBaHMS MTPEBBIIIAET 6 MeCSIIEB).

3. denmepanabHbBIN PErUCTD ABSIETCS pemepansbHOM
MHOOPMAIMOHHOI CUCTEMOI, COCTOSIIIEN 13
perMoHaJIbHbIX CETMEHTOB U COAepKalleli CBefeHusl,
peayCcMOTpeHHbIe ITYHKTOM 9 HacTosiux [TpaBuit.






MuHMCTEPCTBO 3ApaBOOXpaHeHMs Poccuiickoin
@enepalnuy SIBISIETCS OIIePATOPOM 3TOI CUCTEMBI U
obecrieunBaeT ee becriepeboitHOe
(dbyHKIIMOHMPOBaHMe.

4. OpraHsbl rOCyIapCTBEHHO BIACTU CYO'bEKTOB
Poccuiickoit @emepatn B cpepe oXpaHbl 340POBbSI
obecrieunBalOT BHECEHMe CBeIeHU T 0 O0bHBIX B
pernMoHayibHbIl cerMeHT PenepabHOrO PErucTpa B
CPOK, He IpeBbIIIAIoNMii 5 pabounx JHei co THS
obpaieHus 60JbHOTO C YCTAHOBJIEHHBIM JIMarHO30M
B MeIVIMHCKYI0 OPraHU3alMIo 10 MeCTy ero
KUTEIbCTBA WM MeCTY MpeObIBaHMS (B C/Iydae ecyin
CPOK MpeObIBaHMSI ITPEBBIIIAET 6 MECSIIEB).

BxiioueHne B permoHaabHbI CETMEHT
denepabHOTO PErMCTPa CBEIEeHMI 0 O0JIbHBIX
OCYIIECTB/ISIETCS MeIUIIMHCKON OpraHu3alyen mno
MEeCTY MX KUTEeJIbCTBA UJIM MECTY IpeObIBaHMs (B
cJydae ecix CPOK IpeObIBaHMs TIpeBbIIIaeT 6
MecsLeB) Ha OCHOBAaHUM MeIULMHCKUX JOKYMEHTOB
(MX KOTIUIT) MU BBITTUCKU U3 HUX, OTPAKAIIUX
CBeJleHMs 00 YCTaHOBJIEHHOM AMarHo3e 1 Bbioope
MepOIPUSITHI TI0 JIeYeHUIO TaleHTa. BRiouyeHue
CBeJIeHM 1 0 60JIbHBIX C T€eMOIUTUKO-YPEMUUECKUM
CUMHIPOMOM, IOHOIIIECKUM apTPUTOM C CUCTEMHbBIM
HayvaJioM U1 Mykononucaxapmunosom I, II u VI tumnos
OCYIIECTBISIETCS HA OCHOBAHUM MeIUIVHCKUX






IOKYMEHTOB WM UX KOTIUA Y BBIITUCKU U3 HUX,
OTpaskalouuX CBeZeHMsI 00 YCTAHOBJIEHHOM
IMarHo3e 1 BbI6ope MepOIPUSITHIA 110 JIeUeHUIO
MalyeHTa, OJyYeHHBIX OT (esepasbHOI
MeIUIIMHCKO OpraHMU3alu.

5. PerynupoBaHye OTHOIIEHUI, CBI3aHHBIX C
BegeHmeM demepasbHOTO PETUCTPA, OCYIIECTBIISIETCS
B COOTBETCTBMUM C 3aKOHOaTeIbCTBOM Poccuiickoii
@enpepanyy 06 nHGOpMaLyu, MHPOPMAIIMOHHbBIX
TEeXHOJIOTUSX ¥ O 3aluTe MHGopMaIum.

6. MuMHMCTEpPCTBO 30paBooxpaHeHns: Poccuiickoii
®denepaniiy M OpraHbl rOCYAapCTBEHHOI BJIACTU
cyobekToB Poccuiickoit @enepaiivn B chepe oxpaHbl
310pOBbSI 00ecIeunBaT KOHPUIEHIMATbHOCTh
CBefeHNI, cogepxkamuxcs B @eepaqsbHOM PerucTpe,
a Takke XpaHeHMe U 3alIUTY TaKUX CBeleHUI B
cooTBeTCTBUM ¢ DenepanbHbIM 3aKOHOM O
IepCOHA/IbHBIX TaHHBIX .

7. Pazmetenne nupopmanuu B PenepasbHOM
perucTpe OCyleCTBIISIeTCS C IPMMeHeHemM
yCUJIEHHOV KBaMU(PULIVPOBAHHO 3IeKTPOHHOM
MOATINCU B COOTBETCTBUMU ¢ PefeparbHbIM 3aKOHOM
"00 371eKTPOHHOJ TOATINCK .

8. denepanbHbIii PErUCTP BeIETCS B 3JIEKTPOHHOM
BUJIE C IPMMEHEeHeM aBTOMAaTU3UPOBAHHOI






CUCTEMBI ITYTEM BHECEHUSA peFMCTpOBOVI 3armncum c
IIPpUCBOE€HNMEM YHUKAJIbHOTO HOMEDPa peI‘MCTpOBOVI

3aliMcM M yKa3aHMeM OdThl €€ BHeCEeHIS.

[Tpy BHECEHMM M3MEHEeHU B CBeIeHMs 0 O0JTbHOM
IIOJKHBI OBITh COXPaHEeHbI YHUKAIbHbI HOMEP
PEruCcTPOBOI 3aIIUCH U UCTOPUSI BHECEHUS
U3MEHEHMUIA.

9. ®enepanbHbIN PETUCTP COTEPKUT CAeAyIoIIMe
CBeIeHMS:

a) CTPaxoBOi HOMeP MHAMBUAYAJIbHOTO JIUIIEBOTO
cueTa GOJIBHOIO B CUCTEMe 003aTe/IbHOIO
IeHCMOHHOIO CTPaxoBaHMs (IIPY HAJIMUMNA);

6) baMuaus, MMsI, OTYECTBO OOJILHOTO, a TAKXKe
dbamunusi, maHHas IPU POSKOEHUN;

B) IaTa pOXXAeHMs 60JIbHOTO;
r) 1o 60JILHOTO;

Il) aipec MecTa KUTeJIbCTBA UM MecTa ITpeObIBaHus
(B cTyyae ecyiv CpoK IpeObIBaHMSI IIPEBBINIAET 6
Mecs1ieB) 60JIbHOTO (C yKa3aHueM Kofa 1o
O6mepoccuitckoMy KiaaccudukaTopy 00beKTOB
aIMUHUCTPATUBHO-TEPPUTOPUAJIBHOTO AeeHMs);

€) cepust M HoMep Macrnopra (CBUAETEIbCTBA O






pO)K,ZLEHI/II/I) WJIIN YOOCTOBEPEHMS JIMUHOCTHU 6OJ'II:>HOI‘O,
d TAKKe OaTa BbIAaulM YKa3aHHbIX TOKYMEHTOB,

) cepust 1 HOMep ToJica 00513aTeIbHOTO
MeAUIIMHCKOTO CTPaxXOBaHMS OOJbHOTO U
HayMeHOBaHMe BbIIaBIIIeli ero CTPaX0OBOiA
MeIUIIVHCKO OpraHu3alum;

3) mHGpopMaLys 00 MHBAIMIHOCTH (B CJIy4ae
YCTaHOBJIEHWSI TPYIIIBI MTHBAIUIHOCTY VJIN
KaTeropum "pedbeHoK-MHBaIN");

") OMarHo3 3a60s1eBaHus (COCTOSTHUS), BKJTIOUAS €T0
Koz, 110 MexXmyHapOaHOM CTaTUCTUUECKO
K1accudukanymy 6oe3Helt 1 Mpo6eM, CBSI3aHHBIX CO
3I0pPOBbEM, a TAK)Ke JaTa OCMOTPa OOJIBHOTO U
JaHHbIE O AMHAMMKE COCTOSTHMUS;

K) MHbOopMalys 0 MeJUIIMHCKOM OpraHM3alun
(HauMeHOBaHMe, OCHOBHOV roCyJapCTBEHHbIN
perucTpalyoOHHbI HOMED, KOJ, 110
O61epoccuitckoMy KiaaccubuKaTopy IpearpusITuii 1
opraHu3aluit), Bblgasliieli HallpaB/ieHNe Ha
BKJIIOUEHMe CBeJleHMit 0 60/IbHbIX B DeepaabHbIi
perucTtp (HarpaBjieHue Ha BHECEHME U3MEHEHU B
CcBeneHMs, cogepxkaimecs B DenepaqbHOM perucTpe
(manee - HampaBJieHMeE), a TaKKe U3BeleHMe 00
MCKITIOUeHUM CBeeHNI 0 60bHBIX U3 DenepasbHOTO
perucTpa (najiee - u3BellieHue);






J) JaTa BKIIOUEHMS CBeJeHMit 0 60JIbHOM U IaTa
BHECeHMS M3MeHeHMIi B CBeJeHMs 0 60JIbHOM B

®depnepanbHbIN PETUCTP;

M) MHbOpMaIMs 0 Ha3HAUEHUY JIEKaPCTBEHHbIX
rpernapaTos;

H) uHOpMaLus 06 OTITyCKe JIeKapCTBEHHBIX
Mperaparos (JaTa Havaaa obecreyeHnst
JIeKapCTBEHHBIMM IperapaTaMu M (haKTUIeCcKuit
OTITYCK JIeKapCTBEHHbIX ITPernapaToB);

0) JaTa MPUHSITHUS pelieHnus] 06 OKOHYaHUU
obecrieueHnsI IeKapCTBEHHBIMM TIperapaTamu C
yKa3aHueM IIPUUYNHBI (BbI€3] 3a [Ipeesibl
Poccuiickoit @epepaliiy Ha IIOCTOSTHHOE MECTO
SKUTEIbCTBA VIV MECTO ITpeObIBaHMs (B C/TyYae ecian
CPOK ITpeObIBaHMS IIPEBBIIIAET 6 MeCsIIeB), CMEPTh
607bHOT'0, OTCYTCTBME TIOKa3aHU K JalbHeiIemMy
NpyueMy JIeKapCTBEHHOI'O IIpernapara) U o rnepepave
cBegeHu B apxuB PegepasbHOTO PETUCTPA;

1) MH(GOpMaLMs O BKIIOUEeHMUM 60JIbHOTO B
denepanbHbIi PETUCTP JIUII, UMEIOIIUX IIPaBo Ha
TOJTyYeHMe ToCyapCTBEeHHO COlMaIbHOM TOMOIIH,
Y MHBIE PETUCTPBHI, IIPeTyCMOTPEHHbIE
3aKOHOmareabCcTBOM Poccuiickoit ®enepanivin, B
LIeJIIX 0OecIieyeHus JeKapCTBEHHbIMU ITperapaTaMmu
3a CUeT 6I0IKeTOB OI0IKeTHO CcTeMbl Poccuitckoin






®denepauyu;
pP) YHUKAJIbHbBI/ HOMEP PEerncTpOBOI 3aIMCH;

C) BBIMMCKA U3 MEIUIIMHCKOM JOKYMEeHTaLK
60JIbHOTO, COofiepsKalasi CBeIeHNsI 0 Ha3HAUYEeHUU U
MUCIIOJIb30BaHUM JIEKapCTBEHHBIX IIperapaToB.

10. B csiyuae ycTaHOB/IEHMS JMarHo3a 3ab01eBaHms
(COCTOSIHMS), YKa3aHHOTO B ITyHKTE 1 HACTOSIIMX
[TpaBwi, Wiu USMEHEHUS CBeI€HMI, YKa3aHHbIX B
MOAIYHKTAxX "a" - "K' myHKTa 9 HacTosAmux IIpaBui,
MeIUIIVHCKMEe OPTaHU3aLM, B KOTOPBIX OOTbHbIE
HaXOoJSTCS MO, MeIUIMHCKUM HabogeHeMm, B
CPOK, He TIpeBbIMaoNMit 3 pabounx gHe co nHS
obpaieHus 60JbHOTO C YCTAHOBJIEHHBIM JIMAarHO30M
B MeJUIMHCKYI0 OPraHU3aLyIo M0 MeCTY KUTEIbCTBA
MUY MeCTY ITpeObIBaHMS (B C/Tyyae eciy CPoK
npe6GbIBaHMS MPEBbIIIAET 6 MecsiieB), IPeICTaB/ISIIOT
B 3JIEKTPOHHOM BUE WIN Ha OyMaskHOM HOCUTEJIe
HarpaBJIeHUs U U3BellleHUs B OpraH
roCyIapCTBEHHO BlIacTu cyobekTa Poccuiickoit
®enepanyu B cdepe oxpaHbl 340POBbsS 11O hopMe U B
MOPSIIKE, KOTOPbIe YTBEPXKAEeHbI MUHUCTEPCTBOM
3apaBooxpaHeHus Poccuiickoit @enepanu.

11. [Inig 3amo/iHeHMSI peTMOHaIbHOTO CeTMeHTa
denepasIbHOTO peTUCTPa OPTaHM3aALIN,
OCYIIECTBISIONME OTITYCK JIEKAPCTBEHHBIX






IpernapaToB, HA3HAYEHHBIX JleyalllyM BpauoM B
COOTBETCTBUM C IPeSYyCMOTPEHHBbIM ITOAITYHKTOM "a"

MyHKTa 2 HacTosux [IpaBui nepeyHem, 10 5-ro
yycra KaK0ro Mecsiia IpeCTaBIsIioT B OPTaHbl
rocynapCcTBeHHO BlIacTu cyobeKToB Poccuiickoit
@enepanun B chepe oxpaHbl 3L0POBbS B
9JIEKTPOHHOM BUJ€e WIK Ha 6yMaskHOM HOCKUTeJIe
cBeZleHMS 00 OTIYL@HHBIX 3a MPeAIeCTBYIIMIA
Mecs1] JIeKapCTBEHHbBIX IIperaparax.

12. B ciiyyae eciivt cBefieHMS, IpeJyCMOTPEHHbIEe
MOAMYHKTaMM "a", "X" 1 "M" IMMyHKTa 9 HACTOSIIMX
[TpaBun, He IIpeACTaBJIeHbI B OPTaHbI
roCyIapCTBEHHO BIacTU CyobeKTOB Poccuiickoit
@enepaiyu B chepe oxpaHbl 300POBbsI, YKa3aHHbIE
OpraHbl BJIACTU CAMOCTOSITEJIbHO 3aIIPallMBalOT 3TN
CBeJleHNS B TOCYAapCTBEHHbIX BHEOIOMKETHDIX
onpmax.

CBemeHust 0 60IbHOM (HampaB/IeHMSI, U3BEIIEeHNMs]),
MpencTaBsieMble B 3JIEKTPOHHOM BUe, MOAJIeKaT
3aBepeHMI0 3JIEKTPOHHO MOANMCHIO0 JOKHOCTHOTO
JIMIa OpraHa roCyIapCTBEHHOM BIACTY CyObeKTa
Poccuiickoitr @emepannu B chepe oXpaHbl 30POBbS.

13. B ciryuae Bbie3ia 60JIbHOTO 34 Ipeiesibl
Tepputopuu Poccniickoin @efepanyum Ha IIOCTOSTHHOE
MeCTO KUTeIbCTBA MY MeCTO IpedbiBaHMS (B ClTyyae






€CJTV CPOK IpeObIBaHMS TIPEBbBINIAET 6 MeCsIeB), a
TaKKe B CJydae CMepTy 60JIbHOTO CBeIEHMS O HEM
TIOZJIeXXaT apXMBUPOBAHMIO.

YTBepsKaeHbI

TOCTaHOBJIeHMeM IIpaBuTeNbCTBA
Poccuiickoit @engepanynn
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[IEPEYEHbB
VTPATUBIIUX CUJTY AKTOB ITPABUTEJIBCTBA
POCCUVICKOV ®EOEPAIINU

1. ITocraHosnenue IlpaButenbcTBa Poccuiickoi
®enepanyum ot 26 gekabps 2011 . N 1155 "0
3aKyIKaXx JieKapCTBeHHbBIX ITpeIapaTos,
MpeHa3HAaUYEeHHbIX AJIS1 06ecrieueHus JnIl, 60JIbHbIX
reModunei, MyKOBUCIIMA030M, T'UITO(PM3aPHBIM
HaHM3MOM, 60sie3HbI0 ['olIle, 3/T0KaYeCTBeHHbBIMU
HOBOOOpa30BaHMUSIMM JIMMGOUIHO, KDOBETBOPHOI U
POACTBEHHBIX MM TKaHel, pacCesTHHbIM CKIeEp0O30M,
JIULIL [IOCJIe TPAHCIUIAaHTalMM OPraHoB U (UIIN)
TKaHeit" (CobpaHue 3aKOHOAATEIbCTBA PoccuiicKoii
®enepanyu, 2012, N 1, cT. 186).

2. IToctranoBnenue [IpaBuTenbCcTBa POCCUIICKOI
®enepanyum ot 26 ampens 2012 r. N 404 "O6
yTBepxaenuu [Ipasun Begenus @enepaibHOTO
perucTpa Jini, 60JIbHbIX TeMODUINET,






MYKOBMCIIMI030M, TUTIO(DM3apHBIM HAHU3MOM,
60sie3HbI0 ['o11Ie, 3/T0KAUeCTBEHHBIMMU

HOBOOOpa3oBaHMUSIMMU IMMGOUIHOI, KDOBETBOPHOI U
POZACTBEHHBIX MM TKaHe, pacCesIHHbIM CKIepO30M,
JIUL, T1I0CJIe TPAHCIUIAaHTALUM OPraHOB U (MJIN)
TKaHeil" (Co6paHue 3aKOHOaTeIbCTBa Poccuiickoi
®epepauyy, 2012, N 19, ct. 2429).

3. ITynkThl 176 1 190 U3MeHeHMIi, KOTOPbIE€ BHOCSTCS
B aKkThl [IpaBuTenbcTBa Poccuiickoi @emepany mo
BOIIPOCaM JIesSITeJIbHOCTY MUHMCTEPCTBA
3apaBooxpaHeHMs Poccuiickoit ®emepainn,
YTBEPKIEHHBIX [TOCTaHOBIeHMeM [IpaBuTenbCTBa
Poccuiickoit @emepauynu ot 4 ceHTs16pss 2012 r. N 882
"O BHeCeHUM U3MeHeHM B HeKOTOPbIe aKThl
[TpaBuTenbcTBa Poccniickoin @epgepanymu no
BOIIPOCaM JIesITe/IbHOCTM MUHUCTEPCTBA
3apaBooxpaHeHus Poccuiickoit ®enepanmmn”
(Cobpanue 3akoHOIaTeIbCTBA Poccuiickoii
®enepanyn, 2012, N 37, ct. 5002).

4. TToctaHosyieHue IpaButenbcTBa Poccuiickom
@enepainyu ot 24 ampens 2015 r. N 389 "O BHeceHUM
M3MEeHEeHMI1 B MoCTaHoBIeHMe [IpaBuUTenbCTBA
Poccuiickoit @emepanuymu ot 26 meka6bpst 2011 r. N
1155" (Cobpanne 3akoHOIaTenbCcTBa Poccuitckoi
@enepanun, 2015, N 18, cT. 2709).






5. IMocranoBnenue IpaButenbcTBa Poccuiickoii
®enepauyu ot 9 anpens 2016 r. N 288 "O BHeceHUU

nsMmeHeHui1 B [Ipasuiia BegeHus @enepajibHOTO
perucTtpa Jinil, 60JbHBIX TeMOpUINEN,
MYKOBMCIIMI030M, TUTIO(DM3apHBIM HAHU3MOM,
6ose3HbIo ['olile, 37J0KaYeCTBEHHBIMU
HOBOOOPa30BaHMUSIMM TMMQPOUIHO, KPOBETBOPHOI U
POJICTBEHHBIX MM TKaHEN, paCCesTHHbIM CKJIE€PO30M,
JIUII, TIOCJIe TPaHCIUIAaHTAL[MM OPTaHOB U (MUJIN)
TKaHeli" (CobpaHue 3aKOHOAATEIbCTBA PoccuiicKoii
@enepanyn, 2016, N 16, cT. 2225).

6. [TocranoBnenue [IpaBuTenbcTBa Poccuiickoin
®epepauym ot 11 aBrycta 2016 r. N 784 "O BHeceHUMU
U3MEHEeHMI1 B MOCTaHOBIeHMe [IpaBuUTenbCTBA
Poccuiickoitr @emepatinu ot 26 mekaobpst 2011 r. N
1155" (Cobpanue 3aKOHOAATEIHCTBA PoCCUitcKoii
®enepauyn, 2016, N 34, cT. 5242).

7. IlocraHoBneHue [IpaBuTenbcTBa Poccuiickoin
@enepanyu ot 17 anpens 2017 r. N 457 "O BHeceHUHN
n3MeHeHui1 B [TookeHMe 0 3aKyIKax
JIeKapCTBEHHBIX IIperapaToB, MpegHa3HaueHHbIX JJ1s
obecrieueHust N1, 60JIbHBIX TeMOunen,
MYKOBMCIIMI030M, TUTIO(DM3apHBIM HAHU3MOM,
60se3HbI0 ['ollte, 3710KaYeCTBEHHBIMU
HOBOOOPa30BaHMUSIMM TMMGPOUIHO, KPOBETBOPHOI U
POICTBEHHBIX UM TKaHE, pacCesIHHbIM CKI€PO30M,






JIAIL TIOCJIe TPAHCIUIAHTaLMY OPTaHOB U (MJIN)
TKaHeil" (Co6paHue 3aKOHOaTeIbCTBa Poccuiickoi

®enepanyn, 2017, N 17, cT. 2577).






