NPABMTE/IbCTBO POCCUMCKON BELEPALIAN

[TOCTAHOBJIEHUE
ot 28 aBrycra 2019r. N 1110

O BHECEHMU MU3MEHEHUI
B ITIOCTAHOBJIEHME ITPABUTEJIbCTBA
POCCUIICKOM ®EOEPALIAU
OT 28 JEKABP/A 2016 . N 1512

IIpaBuTenbcTBO Poccuiickoin ®enepannn
TIOCTAHOBJISIET:

VTBepAUTD NpujiaraemMble U3MeHeH s, KOTOpbIe
BHOCSTCS B [I0CTaHOBJIeHVe [IpaBuTenncTBa
Poccuiickoit ®epepauyu ot 28 mekabps 2016 r. N
1512 "O6 yrBepsknenuu IlonoskeHus 06 opraHu3anum
obecrieueHust NI, MHPUIIMPOBAHHBIX BUPYCOM
MMMYHOAeduIIMTa ye/ioBeKa, B TOM Uuciie B
coyeTaHuM C BUupycamu rernatutos B u C,
QHTUBUPYCHBIMMU JIEKAPCTBEHHBIMM IIpelapaTamMmu
IJIS MeIUIIMHCKOTO TpuMeHeHus1 1 ITooskeHust 06
opraHusauuyu obecrieueHust JInil, 60JIbHBIX
Ty6epKyIe30M C MHOXKECTBEHHOI! JIeKapCTBEHHO
YCTOUMBOCTbIO BO3OYOUTENS,
aAHTMOAKTePUAIbHBIMU U TTPOTUBOTYOEPKYJIE3HBIMMU
JIeKapCTBEHHBIMMU TIperapaTamu 4jisi Me IULMHCKOTO
npumeHenust" (CobpaHye 3aKOHOIATEIbCTBA






Poccuiickoit ®enmepaunn, 2017, N 2, cT. 344; 2019, N
1, ct. 38).

IIpencenarens [IpaBuTe/NLCTBA
Poccuiickoi ®epepanun
O.MEIBEJIEB

YTBepKaeHbI

rocraHoB/ieHueM [IpaBuTe/bCTBA
Poccuiickoit @enepanynn

or 28 aBrycra 2019r. N 1110

N3MEHEHNA],
KOTOPBIE BHOCATCA B IIOCTAHOBJIEHME
[TPABUTEJIbCTBA
POCCUIICKOM ®EOEPALIUY OT 28 JEKABPS 2016
[N 1512

1. ITonoskeHne 06 opraHu3auuy obecriede Hus JIAII,
MHOUIMPOBAHHBIX BUPYCOM UMMYyHOAebUIIUTA
yeJioBeKa, B TOM 4McJie B COUeTaHUM C BUPyCaMu
renatuToB B u C, aHTUBMUPYCHBIMMU JIeKaPCTBEHHbIMU
rpenapatamu AJj1s1 MeIUIIMHCKOTO TPUMEeHEeHMS,
yTBEPXKIeHHOe YKa3aHHbIM ITOCTaHOBIEHMEM,
U3JIOKUTD B CIeyI0llei peJaKiiun:

"VTBepKIeHO
TOCTaHOBJIeHMeM IIpaBuTeNbCTBA
Poccuiickoit @engepannn






oT 28 mexabps 2016 . N 1512
(B peaKuyy IMOCTAHOBIEHUS

IIpaBuTtenbcTBa Poccuiickoin @engepannumn
ot 28 aBrycta 2019r. N 1110)

[TOJIOXKEHUE
Ob OPTAHM3ALIMIN OBECIIEYEHIA JINII,
MHONIVPOBAHHBIX BUPYCOM
MMMVYHOJIE®UINTA YEJIOBEKA, B TOM UM CJIE B
COYETAHMHM C BUPYCAMU

I'EITATUTOB B U1 C, AHTUBMPYCHbIMUA

JIEKAPCTBEHHBIMMU ITPEITAPATAMU

JJIA MEOVLIMHCKOI'O ITPUMEHEHK A

1. Hacrosmiee ITonoxkeHne yCTaHABAMBAET MTOPSIIOK
opraHmsauyy o0o6ecriedeHust JuLl, MHPUIMPOBAHHbBIX
BUPYCOM MMMYyHOebulINTa YeJ0BeKa, B TOM UlcCJie B
coyeTaHUM C BUpycamu rernatutos B u C,
AHTUMBUPYCHBIMM JIEKAPCTBEHHBIMMU IIpernapaTtaMu
IJISI MeIUIIMHCKOTO TPV MeHeHM s, BKIIOUeHHbIMU B
repevyeHb XXKU3HEHHO HeOOXOAMMBbIX M BasKHEM X
JIeKapCTBEHHBIX TperapaTosB (fajiee COOTBETCTBEHHO
- 60IbHBIE, JIeKAaPCTBEHHbBIE TTpernapaThl), MOPSA0K U
YCJIOBMS IIepeiauy JIeKapCTBEHHbBIX TperapaToB
(denepambHBIM roCcyIapCTBEHHBIM YUPEXAEHUSIM,
OKa3bIBAIOIIUM MeIUIIMHCKYI0 TIOMOIIIb,
MoABeNOMCTBEHHbIM PejepaibHOMY MeIUKO-
610IOTMYECKOMY areHTCTBY, a TAKXKe B






coOCTBEHHOCTDb CyOBEKTOB Poccuiickoit demeparium.

2. icrouHnkamu puHaHCUPOBAHMS OpraHuU3aumn
obecrieyeHnst IeKapCTBEHHbIMU IIperiapaTamMmu
60/IbHBIX SIBJISIIOTCS OI0JIKETHbIE ACCUTHOBAHMS,
npeaycMOTpeHHbIe B pefepasbHOM GIOKeTe
MuHucTepcTBY 34paBooOXpaHeHyst Poccuiickoii
®enepauun.

3. IIpaBo 601bHOTO Ha ObecIieueHne
JIeKapCTBEHHBIMMU IIperapaTamy BO3HMUKAeT CO SHS
BKJTIOUEHMSI CBeZleHMi1 0 HeM B (pefepabHblIi UK B
pervoHa/IbHBIN cerMeHThl @eflepaibHOTO perncrpa
i, THGUIIMPOBAHHBIX BUPYCOM MMMYyHOAedUIMTa
yenoBeka (manee - enepanbHbIil peruCTp).

Jata BK/ITOUeHMs1 60JIbHOTO B YKa3aHHbIE CETMEHTBI
denepaabHOTO perucTpa GUKCUpyeTcs Jevanum
BpauoOM B MeIOUIIMHCKOM KapTe aMOyIaTOPHOTO
60JIHOT'O MJIM UCTOPUM Pa3BUTUSI peOeHKa.

4. Opranmusanys obecreueHst MMHMUCTEPCTBOM
3apaBooxpaHeHus Poccuiickoit ®emepanm 3a cUeT
cpencTB demepaqbHOro O010AKeTa 60JIbHbBIX
JIeKapCTBEHHBIMM IIperapaTamMmy OCYIIeCTBIISIETCS C
y4eTOM CTaHAAPTOB MeAUILIMHCKOM TOMOIIIN,
KIMHUYECKUX PeKOMeHIaLui 1 cpeHell KypCcOBOit
J03bl JIeKaPCTBEHHbBIX IIpenapaToB.






5. @e,uepaanoe Me,[[I/IKO-6I/IOIIOI‘I/ILIeCKOQ areHTCTBO
" OpraHbI VUCIIOJTHUTEJIbHOM BJ1aCTU CY6'I>EKTOB

Poccuiickoit @enepatinu B chepe 0XpaHbl 34,0POBbS
OIpenessiloT COOTBETCTBEHHO I101BeJOMCTBEHHbIe
(dbenepanbHble rocylapCTBEHHbIE yUpeXIeHus,
OKa3bIBawlye MeIULVHCKYIO [IOMOILb, U
pacroyiokeHHble B cyobekTax Poccuiickoii
depnepalyiy OpraHn3anuy, UMeroIye JULEeH3UI0 Ha
OCyIIeCTBIeHNe MeOUILIMHCKON U (UJIN)
dapmalieBTMUECKOI eI TeTbHOCTU (Iajiee -
OpraHu3aluuK-II0IyyaTe/n), B LessIxX IOCTaBKU
OpraHu3aluusIM-I10/IyYaTe/sIM JIeKapCTBEeHHbIX
rperaparos.

OpraHbl UCTTOJIHUTEIBHON BJIACTU CYObEKTOB
Poccuiickoit ®emepatiuu B cpepe oXpaHbl 30POBbS,
a Takke @emepasbHOE MeINKO-610I0TMYECKOe
areHTCTBO He Mo3Hee 1 HOSIOPS TEKYIIEero roga
MPeACTaBISIIOT B MMHUCTEPCTBO 3 paBOOXPaHEeH U
Poccuiickoit @enepanyiy 3asiBKM Ha ITOCTABKY
JIeKapCTBEHHBIX MIperapaToB (fajee - 3a4BKM) 110
dbopme, yTBepsKIE€HHO YKa3aHHBIM MUHUCTEPCTBOM,
C TIPUIOKeHeM 060CHOBAaHMI IO UX 00beMy, a
TaKKe [lepeyeHb OpraHu3alyii-roayJdaTesiei.

[ToTpe6bHOCTD (06'bEM IMOCTABKM) B IEKAPCTBEHHOM
Iperiapare oIpenensieTcs C y4eTOM KIMHUYECKUX
peKOMeH ALl U CpeiHeli KypCOBO 1035l






JIeKapCTBEHHOTO IMpernapaTa UCX0/Is U3 eXXeMeCIUYHOM
(dakTHIecKoit MoTpe6HOCTM OOJTbHBIX B

JIeKapCTBEHHBIX IIperaparax B COOTBETCTBUM CO
CBeIEeHMSIMY PETVMOHATIbHOTO CETMEHTA
denepasibHOTO perucTpa 1 HeOOXOAMMOCTH
dbopmupoBaHus 3amnaca Ha 15 mecsiieB.

6. MHMCTEpPCTBO 3ApaBoOXpaHeHMs Poccuiickoin
deneparuu GopmupyeT KOMUCCHUIO TIO
pacCMOTPEHMIO 3asIBOK (ajnee - KOMUCCHS),
YTBEPXKAaeT MOJ0KeHe 0 KOMUCCUM U ee COCTaB.
Kommuccus Ha cBOeM 3aceaHUM pacCMaTpUBaeT
3asIBKM Ha IIpeMeT 000CHOBAHHOCTY 3asIBJIEHHbBIX
00'beMOB JIeKapCTBEHHBIX ITPeIapaToB, Ipu
HEeOOXOAMMOCTY KOPPEKTUPYET UX U COIJIaCOBbIBAET
C BbIHECEHMEeM COOTBETCTBYIOLIETO pPelleHMsI.

CornacoBaHMe 3aIBOK OCYILECTBJISIETCSI KOMUCCHUEN C
yJyacTueM mpefcTaBuTesieii OpraHoB
MCIIOJIHUTETbHO BJIACTY CyO'beKTOB Poccuitckoin
@enepanyn u ®egepasbHOTO MeIUKO-
610JI0TMYeCKOT0 areHTCTBa (B TOM UKCIIe C
MCIO0JIb30BaHMeM MH(POPMAaIMOHHO-
TeJIeKOMMYHMKAIIMOHHBIX T€XHOJIOTHIA).

7. O6'beM MOCTABOK JIEKaPCTBEHHBIX IIPEeNapaToB
dbopmupyetcs B rpeenax 610IKeTHBIX
aCCUTHOBaHUIA, TpeayCMOTPEHHBIX B deleparbHOM






3aKOHe 0 ¢emepaabHOM OIOIKEeTe Ha
COOTBETCTBYIONI I GMHAHCOBbBIN IO/, U TIJIAHOBbI

TIepUOI, U IMMUTOB OI0I)KeTHBIX 00SI3aTEIbCTB,
IOBeJeHHbIX B YCTAHOBJIEHHOM MOPSIIKE 10
MuHMCTepCTBa 3apaBooxXpaHeHMs Poccuiickoin
@enepalyiy Ha 3aKYIKy JieKapCTBEHHbIX ITpernapaToB.

8. B cooTBeTCTBMM C 06bEMaMM ITOCTABOK
JIeKapCTBEHHBIX MPEIapaToB, YTBEePKIeHHbIMU
OpraHaM¥ MCIIOJTHUTETbHO BIACTU CyObeKTOB
Poccuiickoit ®enepatiny B chepe 0XpaHbl 34,0POBbS U
denepasbHBIM MeIVKO-0MOTOTUIECKMM areHTCTBOM
C yYeTOM pelieHus Komuccum, MMHUCTEePCTBO
3apaBooxpaHeHus Poccuiickoit @enepanu B
YCTAHOBJIEHHOM 3aKOHO/IaTebCTBOM PocCuiickom
Odenmepanyy MOpsIAKe OCYIIECTBSIET 3aKYITKY
JIeKapCTBEeHHBIX IIpernaparTos.

9. ITocTaBIIMKM JIeKaPCTBEHHBIX ITPEnapaTos,
omnpeeneHHble B COOTBETCTBUM C
3aKOHOIaTe/bCcTBOM Poccuiickoin @emepaiinm,
MIpeacTaB/IsIioT B MMHMUCTEPCTBO 3IpaBOOXpaHeHUs
Poccuiickoit ®epepauyu obopMieHHbIe B
YCTaHOBJIEHHOM IOPSIJIKe JOKYMEHTBI,
roATBepkaamIye GakT IMoTydeHUs
OpraHu3aluusIMM-TI0/ydaTeIIMU JIeKapCTBEHHbIX
rperapaToB, B TOM YMCjie HaKjaaJaHble U aKTbl
npueMa-Iepeauy JjeKapCTBeHHbBIX IIpernapaTosB.






10. MuHMCTEpCTBO 3apaBooxpaHeHMs Poccuiickoi
@enpepanyu B TeueHue 10 pabounx gHeit co JHI

MOCTYIUIEHMS aKTa IIpueMa-repeaauy NIpuHUMaeT Ha
yueT JileKapCTBeHHbIe IIpernapaThl 1 U3aaeT
pacropsauTeIbHbIe aKThI O lepeaaye
JIeKapCTBEHHBIX ITpernapaToB B COOCTBEHHOCTh
cyobekToB Poccuiickoit @egepaiiny ¢ ykazaHueM
HOMEHKJIaTyPbl, KOIMYECTBA U CTOMMOCTU
JIEKapCTBEHHBIX IIPeIapaToB B OTHOIIEHUN KaXKI0TO
cyobekTta Poccuiickoit @emeparnm, a Takke
denmepasbHOMY MeIMKO-OMOJIOTMUECKOMY areHTCTBY
C YKa3aHMeM HOMEHK/IATypbl, KOJIMUECTBA U
CTOMMOCTM JIEKapCTBEHHBIX IIPeInapaToB.

11. MuHMCTEpCTBO 34paBoOXpaHeHnss Poccuiickon
denepanyu B TeueHue 5 pabounx gHei co JTHS
U3OaHUS PacIIOPSAUTETbHOIO aKTa,
MpeaycMOTPEHHOTO IMyHKTOM 10 HacTosILero
ITosmoskeHusI, HAIIpaBJ/IsIeT B OpraHbl UCIIOJTHUTEIbHOM
BJIacTu cy6bekToB Poccuiickoit ®epeparum,
omnpeeeHHble BBICIIMMMU JODKHOCTHBIMMY JIMIIAMU
cyobekToB Poccuitckoit @emeparinum
(PYKOBOAUTESIMU BBICIIUX UCITOJTHUTETbHBIX
OPraHOB rOCyIapCTBEHHOJI BJIACTY CYyOBEKTOB
Poccuiickoit @enepaiyn) (manee - yrioTHOMOUYEHHbBIE
opranbl), u PegepasbHOE MeINKO-0MOIOTUIECKOE
areHTCTBO M3BellleHle O ITI0CTaBKe JIeKapCTBEHHbIX
IperapaToB U aKT IpueMa-nepenauu (B 2






3K3eMILIsIpax), MOAIIMCaHHbIe YKa3aHHbIM
MMHUCTEPCTBOM.

12. YnonHOMO4YeHHbIe opraHbl U DenepanbHOe
MeaMKO-010JIOrMYecKoe areHTCTBO B TeueHue 5
pabounx IHEN CO THS MOJyUYeHMUsT U3BELIeHMS O
MOCTaBKe JIeKapCTBEHHBIX MMPernapaToB U akTa
npuema-repenauy, mpegyCMOTPEHHbBIX TyHKTOM 11
HacTosiuero ITonoxxeHusi, MOANMCHIBAIOT U 3aBEPSIIOT
revyaTbio 06a 9K3eMIUISIpa U3BEIeHNs O MOCTaBKe
JIeKapCTBEHHBIX ITperapaToB ¥ 06a 3K3eMILIsIpa akTa
npuemMa-repezaun, mocjie yero BO3BpauiamT B
MuHMUCTEPCTBO 3ApaBoOXpaHeHMs Poccuiickorii
depepaliiy OAUH 3K3eMIUISIP YKa3aHHOTO
MU3BEIIeHMS M OJIUH 3K3eMIUISIP YKa3aHHOTO aKTa
npuemMa-repenadn.

13. YriosiHOMOUYeHHbIe OpTraHbl U DenepaibHOE
MeJIVKO-010IOTMUeCKOe areHTCTBO Ha OCHOBAHUU
aKTa rpuema-nepenauu, npegycMoTPpeHHOTo
nyHKToM 11 HacTosero ITonoxkeHust, MIpUHUMAIOT
Ha yueT JieKapCTBeHHbIe TpernapaThl U B TeueHue 5
pabounx IHel co THS MOJyUYeHMsT YKa3aHHOTO aKTa
npuema-iepenadym u3gamnT COOTBETCTBYIOIINE
pacropsiAuTeIbHbIe aKThI O epeaye
JIeKapCTBEHHBIX MperapaToB OpraHU3aLusIM-
MoJTyyaTesssM C yKa3aHeM HOMEHKJIATyPhI,
KOJMYEeCTBA ¥ CTOMMOCTY JIeKapCTBEHHBIX






IperapaToB B OTHOIIEHUM KaskI 0l OpraHu3amum-
MOJTyYaTess.

14. OpraHusanuu-1noayyaTe/in B TeueHme 2 paboumx
IIHEe CO IHS MOoJTyuYeHUs] JOKYMEHTOB,
MOATBEPKAAIOIIMX ITepefavy UM JieKapCTBEHHBIX
NpenapaToB, MPMHUMAIOT JTIeKapCTBEHHbIE
rpernaparhl Ha y4yeT, 06ecrieunBaioT UX COXPaAaHHOCTb
" 1leJIeBOe UCII0/Ib30BaHMe.

15. MUHMCTEPCTBO 3paBOOXpaHeHnst Poccuiickoi
@enepalyiy B yCTAaHOBJIEHHOM UM MOPSIIKE
OCYILECTB/ISIET MOHUTOPUHT OBVKEHUS U yyeTa
JIeKapCTBEHHBIX MpernapaToB B Cy0ObeKTax
Poccuiickoit ®enepaiyiu, JOBOOUT 0 CBEIEHUS
YIIOJTHOMOYEHHBIX OpraHoB U ®efepasibHOTO
MeaVKO-010JIOTMYECKOr0 areHTCTBA MOTyYeHHbIEe 10
pesyiabTaTaM MOHUTOPMHIA JaHHbIe, B TOM UMCie
CBeZleH)sI 0 HOMEHKJIaType, KOJIMYeCTBe U CTOUMMOCTHU
JIleKapCTBEHHBIX ITpernapaTos, 00 OTCYTCTBUMU
MOTPEOHOCTH B OTAEIbHbBIX JIEKAPCTBEHHbIX
rpenaparax 160 o MOSIBJIEHUM JOIOTHUTEIbHOM
MOTPEeOHOCTH B JIEKAPCTBEHHBIX ITpernapaTax B CBSI3U
C M3MEeHEHMEeM YMCIEHHOCTU O0JIbHBIX,
M3MeHeHMSIMM B Ha3HaUeHUSIX MeAULIMHCKUMU
pPabOTHMKAMM JIEKapCTBEHHBIX ITPEIapaToB O0IbHBIM
U COTJIaCOBBIBAET IepepacripefesieHue
JIeKapCTBEHHBIX ITperapaToB MeXIy Cy0beKTaMu






Poccuiickoit @enepaniyiu u @enepaibHbIM MeIKO-
610JIOTMYECKMM areHTCTBOM.

16. [lepenaya JiekapCTBEHHBIX IIpenapaToB OAHUM
cyobekTom Poccuiickoit @enepanny B
CcO6CTBEHHOCTD IPYToro cyobekTa Poccuitckoii
®denepaniy OCyIIeCTBIISIETCSI HA OCHOBAaHUM aKTa
npuemMa-mnepenaum. MMHUCTEPCTBO
3IpaBooxpaHeHus Poccuiickoin @enepanun
YBEIOMJISIETCS O Tepenayve JieKapCTBEHHBIX
rnpemnapaTtoB B 10-mHEBHBIN CPOK MOC/Ie MOATIMCAHMUS
aKkTa rpuema-nepenauyy yroJHOMOYEHHbIMU
OpraHaMmu.

[Tepenaua iekapCTBEHHBIX TPeNapaTOB MeXIYy
cyobexktamu Poccuiickoit @emepaiiny u
denepalbHbIM MeIVKO-0MOJIOTMYECKMM areHTCTBOM
OCYILECTBJISIETCSI HA OCHOBAHMM COOTBETCTBYIOIETO
pacnopsiAuTeIbHOTO aKTa YIIOJJHOMOYEeHHOT0 OpraHa
uu ®egepasbHOrO MeIMKO-010IOTUUECKOTO
areHTCTBa O Mepegave JieKapCTBEHHBIX ITPenapaTos,
U3BellleHMs O ITIOCTaBKe JJeKapCTBEeHHbIX IpelapaToB
U aKTa npuemMa-nepenauu. MMHUCTEPCTBO
3apaBooxpaHeHus Poccuiickoit ®emepann
YBeIOMJISIETCS O Tiepefaue JeKapCTBEeHHbIX
npenapaTtoB B 10-mHeBHbI CPOK MOC/Ie MOATIMCAHUS
aKTa Impuema-mnepenadyy COOTBETCTBYIOIIUM
YII0OJIJHOMOYEHHbIM OpraHoM u ®enepasibHbIM






Me}lI/IKO—6I/IOJIOI‘I/I‘-IECKI/IM dI'€HTCTBOM.

17. MuHMCTEPCTBO 34 paBoOXpaHeHnst Poccuiickon
@enepanuy NpeACTaBisieT eXXeKBapTaabHO, 10 10-ro
YKciia Mecsua, Caeayolero 3a OTYeTHbBIM
KBapTajiaoMm, B ®esepanbHylo CIyk0y 110 HAA30pPY B
cdepe 31paBoOXpaHeHUs CBeIeHMS O Ilepefaye
JIeKapCTBEHHBIX MPernapaToB YIIOJHOMOYEHHbIM
opraHam u ®enepanbHOMY MeJMKO-OMOTOTUYECKOMY
areHTCTBY U COIJIaCOBAHHBIX IlepepacipeneneHnsIx
JIeKapCTBEHHBIX IIPernaparoB, B TOM YKCJIe MEXAY
YIIOJIHOMOYEHHBbIMM opranamy 1 denepaabHbIM
MeJIMKO-O0MO0IOTMYeCKUM areHTCTBOM, B LIeJIIX
OCYLIeCTBIeHUS KOHTPOJIS 3a LieJIeBbIM
MCIOJIb30BaHMEM JIeKapCTBEHHBIX IIPEIapaTos.

18. B 1esis1x o6ecreyeHust 60IbHbBIX JIEKapPCTBEHHBIMM
rperapaTamu B MOPSJIKe, YCTAHOBJIEHHOM
3aKOHOmaTeabCcTBOM Poccuiickoi @enmepanymn,
OCYILIECTBJISIETCSI HA3HaYeHMe JIEKapCTBEHHbIX
rpernapaTtoB 1 opopM/IeHM e pelenTOB Ha
JIeKapCTBeHHbIe MperaparThl.

19. TIpu HasHaYeHUY 6OJTBHOMY JIeKapCTBEHHbIX
TpernapaToB jievaluii Bpay MHGOpPMUPYET ero o
BO3MO>KHOCTY MOTYYEHUS UM COOTBETCTBYIOIIUX
JIeKapCTBEHHBIX MTpernapaToB 6e3 B3MMaHMsI IIJIaThI B
COOTBETCTBUM C 3aKOHOZATeIbCTBOM Poccuiickoii






®enepan.

20. B mengax [MHaMM4eCKOro HabIoneHns 3a
00JIbHBIM ¥ COOJTIOIEHMS TTEPUOAUYHOCT U
MOCeIIeHNUSI UM MeIULIMHCKOV OpraHu3aium
JevaniM BpauoM OIpemeisieTCss KOJU4eCTBO
JIeKapCTBEHHOTO IperaparTa, eIMHOBPeMeHHO
0(OpMIIEHHOTO Ha peleNTypHOM OJIaHKe B
COOTBETCTBUM C peKOMEHI0BaHHOi CpelHeCyTOUHO
KyPCOBOJ 1030¥ ¥ CPOKOM, HA3HAUEHHbIM [IJI51
rocenieHusl.

21. MeguiMHCKass OpraHm3aius npegocTaBiseT
60JIbHOMY (er0 3aKOHHOMY ITPeACTaBUTEIO)
MHbopMaIMo 06 OpraHM3aLusIX, PaCIOJ0XKEeHHbIX B
rpaHuilax MyHUIUITATIbHOTO 06pa3oBaHMs 10 MeCTy
KUTEIbCTBA VIV MECTY MpeObIBaHMS (B C/IyYae ecyin
CPOK MpeObIBaHMSI IIPEBBIIIAeT 6 MecsIeB) O0JbHOTO
M OCYIIECTBJISTIONIMX OeCTIIaTHBIN OTITYCK
JIeKapCTBEHHbIX IperapaToB, Ha3HAYE€HHbIX
jJedauiuM BpavyoM.

22. HazHaueHMe 1 OTITYCK O0JbHOMY (ero 3aKOHHOMY
MpenCTaBUTENI0) JIeKapCTBEHHBIX ITperapaToB
OCYIIIECTBJISIETCS B CPOK, He MpeBbIlanimuii 20
pabouMx IHEN CO THS BKIIOUEeHMS 60JIbHOTO B
pervoHabHbIN cerMeHT PeepaibHOTO permcTpa.

23. B ciryyae Bble3ga 607IbHOTO 3a Ipefiesibl CyobeKkTa






Poccuiickoit ®epepaiiyiv, Ha TEPPUTOPUM KOTOPOTO
60/IbHOI TIPOXKUBAET, a TAKKe 3a ITpe/Iesibl

TEePPUTOPUM, TTOJJIesKAIIEN 0OCTYKMBAHIIO
denepasbHBIM MeIVKO-0MOIOTUIECKMM areHTCTBOM,
Ha TeppUTOPUIO IPYyroro cydobekTa Poccuiickoit
@enmepalyiy Win APYTryo TePPUTOPUIO, TOAJIEXKAITYIO
obcmykuBanmo dOenepasbHbIM MeIUKO-
O6MOIOTMYECKMM areHTCTBOM, Ha CPOK, He
MPEBBIIAIIINI 6 MeCSI1EB, TAKOMY O0JbHOMY
OPTraHOM MCITOJIHUTEJIbHO BIaCTU CyObeKTa
Poccuiickoit @enepatinu B cpepe oXpaHbl 340POBbSI
i peepasbHBIM I'OCYIAPCTBEHHBIM YUpPEXIEHUEM,
OKa3bIBAIOUIMM MeAUIIMHCKYIO IOMOIIlb,
NnoJBegoMCTBeHHbIM @PefepaibHOMY MeA KO-
610JIOTMYECKOMY areHTCTBY, OPraHMU3yeTCsI
obecrieyeHue JeKapCTBEHHBIMU TIperapaTamMmu Ha
CPOK IpuemMa, paBHbI CPOKY ero Bble3fa 3a Mpemesbl
TeppuTopum cyobekrta Poccuiickoit demepanyu, a
TaKKe TePPUTOPUN, TIOAJIeKAII el 00CTYKMBAHUIO
denepaJibHBIM MeAMKO-0MOJIOTMUYECKUM areHTCTBOM,
760, YYUTHIBASI CPOKM TOJTHOCTY MMEIOIIXCSI
OCTaTKOB JIeKapCTBEHHbIX IpelapaToB, obecrieueHne
TaKOTO 60JIbHOTO JIeKapCTBEHHBIMM TIperiapaTaMu Ha
COOTBETCTBYIOIIIT CPOK.

CBezieHMsI O KOJMYECTBe Ha3HAUeHHBIX UJIU
OTMYIIEeHHbIX 60IbHOMY (ero 3aKOHHOMY
MpeACTaBUTEITI0) IEKAPCTBEHHBIX ITPEapaToB






BHOCATCA B peFMOHaHbeIVI CEerMeHT (De,E[epaJIbHOI‘O
permcrpa.

24. B ciyyae Bble3a 607bHOTO 3a TIpeJiesibl CyObeKkTa
Poccuiickoit ®epepaiuyu, Ha TEPPUTOPUM KOTOPOTO
60/IbHOI TIPOXKMBAET, a TAKKE 3a ITPe/iesTbl
TeppPUTOPUHM, TToAJIeskaleii 006CTyKMBaHUIO
denepasibHBIM MeAVKO-0M0JIOTMYECKUM areHTCTBOM,
Ha TeppUTOPUIO IPYToro cydobekTa Poccuiickoit
@denepauyy Win APYyry TePPUTOPUIO, OAJIEXALTYIO
obcaykuBanuo denepaabHbIM MeIUKO-
6110JIOTMYECKUM areHTCTBOM, Ha CpPOK,
MPEBBIIIAIINIT 6 MeCSLeB, UM B CJIydyae U3MeHEeHUSs
MeCTa KUTEJIbCTBA TAKOMY O0JIbHOMY Ha3HAYal0TCs
JleKapCTBeHHbIE TIperapaThl HA CPOK IpuemMa He
60J1€€ OTHOTO Mecs1ia MO0 OpraHu3yeTCss OpraHOM
MCIIOJIHUTEILHOM BJIACTU CyobeKTa Poccuitckoit
@enepaiyu B cepe 0XpaHbl 34,0POBbS UK
(enepasibHBIM TOCYAPCTBEHHBIM YUpEKIeHUEM,
OKas3bIBAKUIMM MeIUIMHCKYI0 IOMOIb,
NoaBeNOMCTBeHHBIM DeflepaqbHOMY MeUKO-
0110JIOTMYECKOMY areHTCTBY, 0OecIleueHye Takoro
60/IbHOTO JIEKapCTBEHHBIMM TTperapaTamMu Ha CPOK
npuema He 60J1ee OJTHOTO MecsIIa.

CBezieHMsI O TAKOM OOJIbBHOM IOJJIEXAT VCKII0UEHUIO
13 perMoHanbHOro cermeHTa ®eepanbHOrO
perucTpa, KOTOpbIii BeJeTCsl OpraHOM






MCIIOJTHUTEIBHO BJACTU B chepe 0XpaHbl 370POBbSI
cyobekTta Poccuiickoit demepanum, ¢ TEPPUTOPUA

KOTOPOTO BbIe3skaeT 60IbHOM, uau dheaepaabHOTO
cerMeHTa (B cjiy4yae Bbie3Jia 60JbHOTO C TEPPUTOPUH,
rozyiexkaiiei oocmyskupanuio @enepaabHbIM
MeaVKO-010JIOrMYeCcKUM areHTCTBOM) U repenaue (B
TOM YMCJIe C UCIIOb30BaHMeM MHPOPMaIMOHHO-
TeJIEKOMMYHUKALMOHHBIX TEXHOJIOI M) Oprany
MCIIOJTHUTEIbHO BJACTU B chepe 0XpaHbl 370POBbSI
cyobekTa Poccuiickoit @emepainu, Ha TEPPUTOPHUIO
KOTOPOT0 Bbexasl 60yibHOI, niau OenepasbHOMY
MeIMKO-0M0IOTMUECKOMY areHTCTBY ISl BKIIOUEeH S
B YCTAHOBJIEHHOM IOPSIIKE B APYTOil perMOHaabHbIN
cerMeHT win penepanbHbIil cerMmeHT DerepasbHOTO
perucrtpa.

JlaToit BKIIOUEeHMS B TAKUX CJIydasiX CBeIeHUii O
60JIbHOM B JIPYTOJ PETMOHAIbHbIN CETMEHT VI
denepanbHblii cerMmeHT PenepasbHOTO perucTpa
SIBJISIETCSI I€Hb, CeYIONIMIA 3a THEM UCKIIOYeHUS B
COOTBETCTBMM C ab3a1ieM BTOPbIM HACTOSIIIETO
IyHKTa CBeJeHMi1 0 HeM 13 COOTBETCTBYIOIETrO
permoHaabHOTrO cerMmeHTa Uiu defepajbHOTO
cermeHTa ®enepanabHOrO perucTpa.

25. OpraH UCIIOJTHUTEbHOJ BJIaCTU B chepe oXpaHbl
3I0pOBbsI cyobeKkTa Poccuiickoit ®emepaiiuu, ¢
TepPUTOPUM KOTOPOTO Bbiexas 60bHOIM, UK






depepanbHOe MeAVKO-610I0IMYeCcKoe areHTCTBO (B
cJIydae Bble3zia 60IbHOTO C 00CTYKMBAEMOI UM

TEeppUTOPUM) IIPenCTaBIseT (B TOM UKCe C
MCII0Ib30BaHMeM MH(POPMaILMOHHO-
TeJIEKOMMYHMKALMOHHBIX TEXHOJIOTUIT) T10 3aIIpoCy
opraHa MCIOJIHUTEeIbHO BacTu B chepe oXpaHbl
30pOBbsI cyobeKTa Poccuiickoit demepalium, Ha
TePPUTOPUIO KOTOPOTO BbexXas 60bHOIM, U
denepasibHOTO MeINKO-0MOIOTMYECKOTO arTeHTCTBa
(B cyyae Bbeszia 60JIbHOTO Ha 0OC/TY;KMBAEMYIO M
TEPPUTOPUIO) CBEIEHUS O KOJIMUYECTBe Ha3HaUEeHHbIX
i GaKTUIECKU ITPeIoCTaBIeHHbIX 60JIbHOMY (€ro
3aKOHHOMY IIpeICTaBUTeJII0) J1eKapCTBEHHBIX
MperapaToB B COOTBETCTBUM C ITYHKTOM 24
HacTrosero IomoxxeHus.".

2. ITonoxkeHne 06 opraHu3anyy 0o6ecreueHus JInil,
00JIbHBIX TYOEpPKY/I€30M C MHOYXXECTBEHH O
JIEKapPCTBEHHOI YCTOMUMBOCTHIO BO30OYIUTEIIS,
AHTMOAKTEPUAIbHBIMU U IIPOTUBOTYOEPKYJIE3HBIMMU
JIeKapCTBEHHBIMM IIpernapaTramu Ajs Me IUIMHCKOTO
MpUMEeHEeHNs1, YTBepKAeHHOe YKa3aHHbIM
[IOCTaHOBJIEHMEM, U3JIOXKUTDb B CIeAYIOII e
penakiun:

"VTBepKIeHO
TOCTaHOBJIeHMeM [IpaBuTebCTBA
Poccuiickoit @enepannn






oT 28 mexabps 2016 . N 1512
(B peaKuyy IMOCTAHOBIEHUS

IIpaBuTtenbcTBa Poccuiickoin @engepannumn
ot 28 aBrycra 2019r. N 1110)

[TOJIOXKEHUE
Ob OPTAHM3ALIMIN OBECIIEHEHIMA JINII,
BOJIbHbIX TYBEPKVYJIE3OM
C MHOYKECTBEHHOI JIEKAPCTBEHHOU
YCTOMYMBOCTBIO BO3BYIUTEI,
AHTUBAKTEPUAJIbHBIMU U
[TPOTUBOTYBEPKVYJIE3HBIMU JIEKAPCTBEHHBIMU
[TPETTAPATAMMU 1JI4 MEOULIMHCKOI'O
[TPUMEHEHNA

1. Hactosimiee ITososkeHne ycTaHaBAMBAET MOPSIIOK
opraHusauuyu obecrieueHust Ui, 60JIbHBIX
Ty6epKyIe30M C MHOXKECTBEHHOI! JIeKapCTBEHHO
YCTOMUYMBOCTBIO BO30ynuTENs (Hajiee - 60JbHbIE),
aHTMOAKTepPUaIbHBIMU U TTPOTUBOTYOEPKYJIE3HBIMMU
JIeKapCTBEHHBIMM TIperapaTaMu AJisl Me IUIIMHCKOTO
MIpUMeHeHNS, TpeIHa3HaUeHHbIMMU /IS JIeUeHUSI
9TOTr0 3a601eBaHMSI ¥ BKIIOUEHHBIMM B ITIepeUYeHb
KM3HEHHO HeOOXOAMMBbIX Y BaXKHEMIINX
JeKapCTBEHHBIX TIpernapaTos (manee -
JIeKapCTBEHHbIE TTperaparhl), a TAKKe MOPSIO0K U
YCJIOBMSI TTepelauy JIeKapCTBEHHbIX ITPernapaToB B
COOCTBEHHOCTh CYObeKTOB Poccuiickoit demepariyn.






2. UcTouHMKOM (DMHAHCUPOBAHMS OpraHm3alum
obecrieueHust 60JIbHBIX T€KAPCTBEHHBIMU

rpernapaTamu sIBJISTIOTCS GI0/IKe THbIE aCCUTHOBAHMS,
MpelyCMOTpeHHbIe B pefiepabHOM O0/I3KeTe
MuHUCTEPCTBY 3ApaBoOXpaHeHMs Poccuiickoin
®denepalun.

3. IIpaBO 60/BHOTO Ha OOecIIeyeHne
JIeKapCTBEHHBIMMU TIperapaTamMmy BO3HMUKAET CO AHS
BKJIIOUEHMS CBeIleHII O HEM B perMOHAaIbHbBIN
cermeHT ®PeiepaabHOIO PerucTpa Jnil, 60JIbHbIX
TybepKyie3om (manee - GemepanbHbIil pETUCTD).

JlaTa BK/IIOUeHMsI 60IbHOTO B PErMOHAa/bHBbIIA
cerMeHT PeiepaabHOTO PermcTpa GUKCUpyeTcst
JlevanyiM BpauoM B MeIMUIMHCKOM KapTe
aM6yIaTOPHOTO OOJTBHOTO UJIV MCTOPUM Pa3BUTUS
pebeHKa.

4. Opranusanys obecrneueHst MMHUCTEPCTBOM
3apaBooxpaHeHus Poccuiickoir @emepanuu 3a cueT
cpencTB denepasbHOTO 610MKeTa 60IbHBIX
JIeKapCTBEHHBIMM IIperapaTamMy OCYIIeCTBIISIETCS C
Y4eTOM CTaHJAPTOB MeIUIIMHCKOV TMTOMOIIIN,
KIMHUYECKUX peKOMeHAaluii U cpefHeil KypcoBOit
J03bI IeKapCTBEHHbIX ITpernapaTos.

5. OpraHbl UCTIOJIHUTEJIbHO BJIACTU CYyObEKTOB
Poccuiickoit @epepaiinu B chepe 0XpaHbl 34,0POBbS






He 1o3aHee 1 HOSIOPS TEKYIIEro rofa MpeCTaBIsSIOT
B MuHMCTEpCTBO 3ApaBooXpaHeHust Poccuiickoi

depnepaliviy 3a9BKM Ha MOCTABKY JIeKaPCTBEHHBIX
TpernapaToB (Jajee - 3asiBKM) 1o Gopme,
YTBEPKIEHHOM YKa3aHHbIM MUHUCTEPCTBOM, C
MIPUJIOKeHeM 000CHOBAHMIA 110 UX 00beMy, a TaKKe
repevyeHb OpraHM3aluil, UMEIIUX JULeH3UI0 Ha
OCylLLIeCTBIeHMe MeOULMHCKON U (Mn)
bapMmalieBTHMUECKOI AeSITebHOCTU B CyO'bEKTaX
Poccuiickoit @enepainiu (majiee - opraHU3alumn-
T0JTyYaTesnn), B LesiX IOCTaBKY OpraHu3anusiM-
MOJTyYaTessiM JIeKapCTBEHHBIX ITpernapaToB.

[Torpe6HOCTD (06BEM ITOCTABKM) B JIEKAPCTBEHHOM
rperapare OInpeensieTcs C ydeTOM KIMHUYECKUX
peKOMeH ALl U CpeiHeli KypCOBO 1035l
JIeKapCTBEHHOTO IIperapaTa UCXOS M3 esXkeMeCsSTUHOM
(hakTMueckoii MOTpe6HOCTY 60JIbHBIX B
JIeKapCTBEHHBIX IIperapaTax B COOTBETCTBUM CO
CBeeHUSIMM PeTMOHAIbHOTO CerMeHTa
denmepasbHOTO PErMUCTPa ¥ HEOOXOAMMOCTH
dbopmupoBanug 3amaca Ha 15 mecsiies.

6. MUHMCTEPCTBO 3ApaBOOXpaHeHus Poccuiickon
denepanuu popmupyeT KOMUCCHUIO TIO
pPacCMOTPEHMIO 3asIBOK (fajiee - KOMUCCHS),
yTBEPXKAaeT MOJ0KeHe 0 KOMUCCUM U ee COCTaB.
Kommuccus Ha cBOeM 3acesaHuM pacCMaTpUBaeT






3asIBKM Ha IIpeMeT 000CHOBAHHOCTY 3asIBJIEHHbBIX
00'beMOB JIeKapCTBEHHBIX ITPEIapaToB, Ipu
HEeOOXOAMMOCTY KOPPEKTUPYET UX U COIJIaCOBbIBAET
C BBIHECEHVEM COOTBETCTBYIOIIETO pelIeHMs.

CornacoBaHue 3aIBOK OCYILECTBJISIETCSI KOMUCCHUEN C
yJacTMeM IpefcTaBuTesieii OpraHoB
MCIIOJIHUTETBbHO BJIACTY CyO'beKTOB Poccuitckoin
@enepanyu (B TOM UMCIe C UCIIOIb30BAaHUEM
MHOOpMaIMOHHO-TeIe KOMMYHMKAILIMOHHBIX
TEXHOJIOTUIA).

7. 06beM IOCTaBOK JIEKaPCTBEHHBIX IIpeIapaToB
dbopMmupyeTcs B mpefenax Or0IKeTHbIX
aCCUTHOBAHMIA, ITPeTyCMOTPEHHBIX B hemepabHOM
3aKoHe 0 ¢eepaabHOM OIOIKEeTe Ha
COOTBETCTBYIOLIUI (GMHAHCOBbBIN TOJ, U TIJIAHOBbI
TepUOI, U IMMUTOB OI0/IKETHBIX 00SI3aTEIbCTB,
IIOBeIEeHHbIX B YCTAHOBJIEHHOM MOPSIIKE 10
MuHMCTEepCTBa 3ApaBoOOXpaHeHMs Poccuiickoin
@enepalyiy Ha 3aKyIKy JieKapCTBEHHbIX ITpernapaToB.

8. B cooTBeTCTBUM C 06beMaMi ITOCTaBOK
JIleKapCTBEHHBIX MpernapaToB, yTBepKAe HHbIMU
OpraHaM¥ UCIIOJTHUTETbHO BIACTU CyObeKTOB
Poccuiickoit @epepatinu B chepe 0XpaHbl 30POBbSI C
y4eToM pelieHus Komuccum, MMHUCTEPCTBO
3apaBooxpaHeHus Poccuiickoit ®emepaiinm B






YCTaHOBJIEHHOM 3aKOHOaTeabCTBOM Poccuiickon
Qenepanuu MopsaKe OCYIEeCTBSIeT 3aKYITKY

JIeKapCTBEHHbBIX ITPerapaTos.

9. [TocTaBLIMKY JTeKapCTBEHHBIX IIpeIapaTos,
orpeznejieHHble B COOTBETCTBUM C
3aKOHOmaTeabCTBOM Poccuiickoi @enepanymn,
MpenCcTaBIsIiOT B MMHMUCTEPCTBO 34paBOOXPaHEH S
Poccuiickoit @enepanym oopmieHHbIE B
YCTaHOBJIEHHOM IOPSIIKE JOKYMEHTBI,
MOATBepsKaaoIIe GakT IMOTydeHUS
OpraHu3auusIMM-TI0JIydaTeIIMU JIeKapCTBEHHbIX
rperapaToB, B TOM YMC/ie HaKlaJgHble U aKThbl
npueMa-repegaum JjeKapCTBEHHbBIX IIpernapaTosB.

10. MuHMCTEpCTBO 3apaBooxpaHeHus Poccuiickoi
@enpepanyu B TeueHue 10 pabounx gHei co JHI
MOCTYTJIeHMS aKTa IpuemMa-fnepenauu IpMHMMaeT Ha
yJeT ieKapCTBEeHHbIe TpernapaThl U U31aeT
pacnopsiguTe/bHbIe aKThI O Ilepesayve
JIeKapCTBEHHBIX TTperapaToB B COOCTBEHHOCTb
cyobekToB Poccuiickoit @emeparium ¢ ykazaHueM
HOMEHKJIaTypbl, KOJIMYECTBA ¥ CTOMMOCTH
JIeKapCTBEHHBIX IMIperapaToB B OTHOIIEHMM KaXKI0T0
cyobekTta Poccuiickoit demeparium.

11. MuHMCTEpPCTBO 34 paBOOXpaHeHnss Poccuiickon
depnepaluy B TeueHue 5 paboumnx qHeii co AHS






n3gaHuda pacriopaanuTeJIbHOTO aKTa,
npeayCMOTPEHHOTI'O ITYHKTOM 10 HacToOs1Iero

[TonoxkeHus, HATIpaBJ/sSIeT B OPraHbl CIIOJTHUTETbHOM
ByIacTu cyobekToB Poccuiickoit ®epepanum,
omnpeeneHHble BbICIIMMMU JO/DKHOCTHBIMMU JIMLIAMU
cyobekToB Poccuitckoit @emeparum
(PYKOBOOUTESIMU BBICIINX UCTIOTHUTETBHBIX
OpraHoOB rocyJapCTBEHHOM BIACTU CyObeKTOB
Poccuiickoit ®enepaiyin) (manee - yrioTHOMOUYEHHbIE
OpraHbl) U3BellleHue O ITOCTaBKe JIeKapCTBEHHBIX
MpernaparoB U akT Ipuema-mnepenaun (B 2
9K3eMIUISIPax), MOATIMCaHHbIE YKA3aHHBIM
MMUHUCTEPCTBOM.

12. YrionHOMOY€eHHbIe OPTaHbI B TeUEHMe 5 pabounx
JIHei CO IHS IOoyYeHUsl U3BeleHNs O II0CTaBKe
JIeKapCTBEHHBIX IIPerapaToB ¥ aKTa mpuema-
rnepenaun, NpegyCMOTPEHHBIX MYHKTOM 11
HacTrosuiero IlonosxxeHns, HOANMCBIBAIOT U 3aBEPSIOT
rmevyaTbio 06a IK3eMIUISIpa U3BEIeHNs O ITOCTaBKe
JIleKapCTBEHHOTO ITperapara 1 o6a 3K3eMIuIsipa akTa
npuemMa-repenaum, rocjie 4Yero BO3BpailaT B
MuHMUCTEPCTBO 34 paBOOXpaHeHs POCCUICKOT
depepauyiy OOVH 3K3eMIUISIP YKa3aHHOTO
MU3BEeIeHMS U OIMH SK3eMIUISIP YKa3aHHOTr'O aKTa
npuemMa-repenadn.

13. YI10/THOMOY€eHHbIV OpradH Ha OCHOBAHUM aKTa






npueMa-Iepenauu, mpeaycMOTPEHHOTO ITyHKTOM 11
HacTosiero [TonoxkeHus, TPMHUMAET Ha y4eT

JIeKapCTBEHHbIE IIperapaThl ¥ B TeueHue 5 paboumx
JHEl CO THS IOJyYeHMsT YKa3aHHOTO aKkTa IpyuemMa-
repenayy U3AaeT pacropsauTeabHbIN aKT O
repenave JeKapCTBEHHbIX MTpernapaToB
OpraHmM3alusIM-II0yJyaTesIsIM C yKa3aHueM
HOMEHKJIaTypbl, KOJIMYECTBA ¥ CTOMMOCTU
JIleKapCTBEHHBIX MpernapaToB B OTHOIIEHUY KasKI 0
OpraHu3auun-ToaydaTe s,

14. Opranusanum-IoaydaTean B TedeHne 2 paboumx
IHel CO IHS MOJyYeHUs] JOKYMEeHTOB,
MOATBEPKOAIIMX ITepefavy UM JieKapCTBEHHBIX
rperapaToB, IPUHUMAIOT JIeKapCTBEHHbIE
rpernaparhl Ha y4yeT, 06ecrieunBaioT X COXPaHHOCTb
U LleJIeBO€e MCII0Ib30BaHMe.

15. MUHUCTEPCTBO 3[IpaBOOXpaHeHMst Poccuiickoi
@enepanyy B yCTAaHOBJIEHHOM UM MOPSIIKE
OCYIIeCTBJISIET MOHUTOPUHT IBVMKEHUS U yyeTa
JIeKapCTBEHHBIX MTPENapaToB B CYyObEKTaX
Poccuiickoit ®@enepaiyin, JOBOOUT 10 CBEIEHUS
YIIOJITHOMOYEHHbIX OPTaHOB I1OJyYeHHbIE T10
pe3yJibTaTaM MOHUTOPMHTA JaHHbIE, B TOM UNCIIe
CBeJleHMsI O HOMEHKJIAType, KOJIMYeCTBE U CTOUMOCTHU
JIeKapCTBEHHBIX IIpernaparoB, 06 OTCYTCTBUMA
MOTPEOHOCTM B OT/IEIbHBIX JIEKAPCTBEHHBIX






Iperaparax 160 O MOSIBIEHUN IIOTIOJTHUTEJIbHOM
l'IOTpe6HOCTI/I B JIEKAPCTBEHHBLIX ITpellapaTaX B CBA3U

C U3MeHeHueM B cyobekTe Poccuiickoii ®enepaiiym
YMCJIEHHOCTY OO/IbHBIX, U3MEHEHUSIMU B
Ha3HAUYEHMSIX MeAULIIMHCKMMM PaOOTHUKAMM
JIeKapCTBEHHBIX IIPeIrapaToB 60JbHBIM U
COrJIaCOBbBIBAET IepepacripeiesieHue TeKapCTBEHHbIX
MpernapaToB Mekay cyobeKkTaMu Poccuiickoii
®enepauun.

16. [lepenaua iekapCTBEeHHBIX IIpenapaToB OAHUM
cyobekTom Poccuiickoit ®epgepatium B
COOCTBEHHOCTD JIPYToro cy6bekTa Poccuitckoii
@enepanyy OCyILIECTBIISIETCS] HA OCHOBAaHUM aKTa
npuema-nepenaun. MMHUCTEPCTBO
3apaBooxpaHeHms Poccuiickoit @emepann
YBeOMJISIETCS O TIepefjaue JIeKapCTBEHHBIX
npenapatoB B 10-IHEBHBIN CPOK MOC/e MOATIMCAHUS
aKkTa rnpyuema-repenadyy yrioJTHOMOYEHHbIMU
OpraHamm.

17. MuHUCTEpPCTBO 3paBoOxXpaHeHust Poccuiickom
denepanyy MpeCcTaBIseT eXXeKBapTalibHO, 70 10-Tr0
Yyycia Mecsiiia, Cieyiouero 3a OTYeTHbIM
KBapTajioM, B Defepa/ibHYIO CIY;KOY TTO HAZ30pY B
cdepe 3apaBoOXpaHeHUs CBeeHMS O Iiepeaue
JIeKapCTBEHHBIX IIPerapaToB B COOCTBEHHOCTh
cyobekTa Poccuiickoit @emepaliiy 1 COrIacCOBaHHBIX






repepacrnpeeieHusX T1eKapCTBEHHBIX IIpernapaToB
MexXay cyobekTamu Poccuiickoii @emepaliny B Lesix

OCYyIIeCTBJ/IEHMSI KOHTPOJIA 3a I1€JI€EBbIM
MCIIOJIb30BaHMEM JIEKAaPCTBEHHLIX ITpeIriapaToB.

18. B mensix obecrieueHust 60JbHBIX JIEKAPCTBEHHBIMU
nperapaTamu B MOPSiJIKe, YCTAHOBJIEHHOM
3aKOHOmareabCcTBOM Poccuiickoit @enepanin,
OCYIIeCTBJISIETCS Ha3HaYeHMe JIeKapCTBeHHbIX
rperapaToB 1 oopMIeHN e PelenTOB Ha
JleKapCTBeHHbIe Tperaparsl.

19. TIpu HasHaYeHUM 6OJTbHOMY JIEKAPCTBEHHbBIX
TpernapaToB jevaliuii Bpau MHGOPMUPYET ero o
BO3MOKHOCTH ITOTYYEHMST UM COOTBETCTBYIOIIVX
JIeKapCTBEHHBIX IIpernapaToB 6e3 B3MMaHMsI IIJIaThl B
COOTBETCTBUMU C 3aKOHOAATEeIbCTBOM Poccuiickoi
Qenepanyn.

20. B nessix AMHAMMYECKOT0 HaGII0AeHus 3a
60JTbHBIM ¥ COOJTIOIEHMUSI TIEPUOTUYHOCT U
MOCeleHNsI UM MeAULIMHCKOM OpraHn3aluumn
JevalyM BpauoM OIpeAesisieTcsl KOIuueCTBO
JleKapCTBEHHOTrO Mperapara, eIMHOBpeMeHHO
0hOpPMJIEHHOTO Ha pelenTypHOM O/IaHKe B
COOTBETCTBUM C PeKOMEHJ0BAHHO CpeJHeCYyTOYHOI
KyPCOBOJ 1030M ¥ CPOKOM, HA3HAUYEHHBIM [IJIST
MoceneHusI.






21. MeguimMHCKas opraHusaius IpegocTaBiseT
60JIbHOMY (ero 3aKOHHOMY ITpeCTaBUTEITIO)

MHbopMaIo 06 OpraHM3aLusIX, paclo0OXKeHHbIX B
IPaHMUIIaX MyHULIMIIATbHOTO 06pa30BaHMSsI TI0 MECTY
KUTETbCTBA WM MECTY MpeObIBaHMsI (B CTyUae ecin
CPOK Tpe6bIBaHMSI MPeBbIIIAeT 6 MecsieB) 60JbHOTO
M OCYILIECTBJISIIOIINX 6eCIUIaTHbI OTITYCK
JIeKapCTBEHHBIX IPerapaToB, HAa3HAYEHHbBIX
Jevanym BpauoM.

22. Ha3HaueHMe 1 OTITYCK 60IbHOMY (€r0 3aKOHHOMY
MMpeaCcTaBUTENI0) JIEKapCTBEHHBIX IIPenapaToB
OCYILECTBJISIETCS B CPOK, HE MpeBbIlarommnii 20
paboumx JHeN co AHS BKIIUYeHMs 60JIbHOTO B
pervoHaibHbIN cerMeHT PeiepaibHOTO permucTpa.

23. B ciyyae Bble3ga 607bHOTO 3a TIpeJiesibl CyobeKkTa
Poccuiickoit @enepaiiin, Ha TEpPUTOPUM KOTOPOTO
60/bHOIi TPOXUBAET, HA TEPPUTOPUIO I PYTOTO
cyobekTa Poccniickoit @enepanuy Ha CPOK, He
MpeBbIIIAIINI 6 Mecs1ieB, OPTaHOM
MCITIOJTHUTEIbHOJ BJIACTU Cy6beKTa Poccuitckoii
@enepanyn B chepe oxpaHbl 3[0POBbSI OPTaHU3YETCS
obecrieueHye TaKOTO 60IbHOTO JIeKapCTBEHHBIMU
rpernapaTamy Ha CPOK IpyemMa, paBHbIi CPOKY ero
BbI€3/1a 3a Ipefesibl TEPPUTOPUM CYObeKTa
Poccuiickoit ®enepanyu, 1160, yIUTHIBASI CPOKU
TOJHOCTY MMEIOUIMXCSI OCTATKOB JIEKAPCTBEHHbBIX






IIpernaparTtos, obecrieueHye TaKOro 60JIbHOTO
JIEKapCTBEHHBIMMU IIpeliapaTaMy Ha

COOTBETCTBYIOIIMIT CPOK.

CBeneHMs 0 KOJIMYEeCTBe Ha3HAUEHHBIX MU
OTMYIIEeHHbIX 60IbHOMY (€r0o 3aKOHHOMY
MpeJICTaBUTEII0) JIeKapCTBEHHBIX IIperapaToB
BHOCSITCSI B peTMOHAJIbHbIN cerMeHT DefepaqbHOTO
peructpa.

24. B cirygae Bble3a 60JbHOTO 3a IIpeIebl CyObeKTa
Poccuiickoit Penepaiiyiy, Ha TEPPUTOPUM KOTOPOTO
00JIbHOJI MMPOKMBAET, HA TEPPUTOPUIO I PYTOTO
cyobekTta Poccuiickoii @enepaliuu Ha CpOK,
MMPEeBBbIANINI 6 MeCS1IeB, WM B CTydae U3MEeHEeHUS
MeCTa KUTeJbCTBA TAKOMY O0JIbHOMY Ha3HAYaloTCs
JIeKapCTBEHHbIE TIperapaThl Ha CPOK IpuemMa He
60J1€€ OITHOTO MeCsIia MO0 OpraHOM
MCTIOJIHUTEIbHO BJIACTU CyobeKTa Poccuiickoin
denepaiuu B chepe oxpaHbl 3[0POBbSI OPTraHU3YeTCS
obecrieueHye TaKOro 60JbHOTO JIeKapCTBEHHbBIMU
rpernapatamu Ha CpOK IpueMa He 60Jiee OJHOTO
Mecsia.

CBeZieHMs O TAKOM OGOJIbHOM IMOJIJIEXAT VICKITIOUEH IO
13 COOTBETCTBYIOIIETO PETMOHATIbHOTO CEerMEeHTa
defepaIbHOTO PETUCTpa U Mepeaaye (B TOM UKCIIE C
MCII0/Ib30BaHeM MHGOPMAIMOHHO-






T€JIEKOMMYHUKAIIMOHHBIX TEXHOHOFMVI) Ooprany
UCIOJHUTEJIbHO BJIaCTU B C(bepe OXpaHbI 310PpOBbA

cyobekTta Poccuiickoii @enepaiiuu, Ha TEPPUTOPHUIO
KOTOPOTO Bbexasl 00JIbHOIA, 1J1S1 BKIIOUEeHUS B APYTOit
pernoHasbHblii cerMeHT PefepanbHOrO perucTpa.

JaToii BK/IIOUeHMs CBeJleHUit 0 60JIbHOM B IPYTOit
pernoHabHbIl cerMeHT PenepaibHOTO perucTpa
SIBJISIETCSI IeHb, CeIyIONIMi 3a THEM VCKII0UeHUs B
COOTBETCTBMM C a63a1ieM BTOPbIM HACTOSIIIETO
IYHKTa CBeJleHNIi 0 HEM U3 PerMOHaIbHOTO CerMeHTa
denepanbHOTO pErUCTpPa OPraHOM MUCIIOTHUTETbHOI
BJIACTU B chepe oxXpaHbI 3I0POBbSI CyOBEKTA
Poccuiickoi @enepaiiin, C TeppUTOPUN KOTOPOTO
BbIexaJT 60JIbHOIA.

25. OpraH UCIIOTHUTENbHOJ BJIaCTU B chepe oXpaHbl
3I0pOBbsI cyobeKkTa Poccuiickoit ®emeparuu, ¢
TepPUTOPUM KOTOPOTO Bbiexas 60bHOIA,
NpencTaBisieT (B TOM 4MClie C UCII0b30BaHNEM
MHGOPMAIMOHHO-TeJIEKOMMYHMKAI[MOHHBIX
TEXHOJIOTUIA) 110 3aIIPOCy OpraHa UCIIOJTHUTETbHOMI
BJIACTU B chepe OXpaHbI 3T0POBbSI CyOBEKTA
Poccuiickoit @enepaiiviv, Ha TeEPPUTOPUIO0 KOTOPOTO
Bbexaj 60/IbHOI, CBeIEHMS O KOJIMYEeCTBe
Ha3HaueHHbBIX MM (PaKTUUeCKU MpeoCTaBIeHHbIX
60JIbHOMY (ero 3aKOHHOMY ITpeCTaBUTEITIO)
JIeKapCTBEHHBIX MIPernapaToB B COOTBETCTBUM C






IMYHKTOM 24 HacTosero [Tonoxenus.".






