NPABUTE/IbCTBO POCCUIMCKON BELEPALIAN

I[TOCTAHOBJIEHUE
ot 28 aBrycra 2019r. N 1110

O BHECEHVU U3MEHEHUI
B IIOCTAHOBJIEHUE ITPABUTEJIbCTBA POCCUIICKOM ®EJIEPALIUA
OT 28 JEKABPA 2016 T. N 1512

ITpaBuTenbcTBO Poccuiickoi @enepaniiu MOCTAHOBIISIET:

VYTBepAUTb NpujiaraemMble U3MeHeHMsI, KOTOPble BHOCSTCS B IIOCTAHOBJIEHME
[TpaButenbcTBa Poccuiickoit ®emepanym ot 28 mekabpst 2016 . N 1512 "0O6
yTBepkaeHnu ITomoxkeHnst 06 opraHu3anuy obecreyeHns JINII,
MHOUIIMPOBAHHBIX BUPYCOM MMMYyHOAeDUIMTa Ye/IoBeKa, B TOM UlCe B
coueTaHuM C BUpycamu renatutoB B u C, aHTUBUPYCHBIMU
JIeKapCTBEHHBbIMM TIperapaTamu AJjisi Me IUIIMHCKOTO MPUMeHEeH S U
[MonoskeHMsT 06 opraHm3anyuu obecreyeHust Ui, 60TbHbIX TyOEePKYIe30M C
MHOXXeCTBEHHO JIeKapCTBEHHO YCTOMUYMBOCTHIO BO30OYIUTEIIS,
aAHTUOAKTEePUATbHBIMU U TIPOTUBOTYOEPKYJI€3HBIMM JIEKAPCTBEHHBIMU
rperapaTamu ajist MeaIuIinHcKoro npumeHeHus” (Cobpanme
3aKoHomaTenbCTBa Poccuiickoin ®epepanum, 2017, N 2, ct. 344; 2019, N 1,
CT. 38).

IIpencenatens [IpaBuTebCTBA
Poccuiickoit @enepatyn
IO.MEJIBEJEB

VTBepXKaeHbl

rnocraHoByieHueM [IpaBuTenbCTBA
Poccuiickoit ®enepatn

ot 28 aBrycra 2019r. N 1110

M3MEHEHNMA],
KOTOPBIE BHOCATCS B IOCTAHOBJIEHUE ITPABUTEJIbCTBA
POCCUIICKOM ®EIEPALIMU OT 28 JEKABPS 2016 T. N 1512

1. ITonoskeHne 06 opranu3anuy obecrieue Hust NI, UHOULIMPOBAHHBIX
BUPYCOM UMMYHOAebUIUTa YeJI0BeKa, B TOM YMCJIe B COUETaHUN C
BUpycaMu rernaTuToB B u C, aHTUBUPYCHBIMU JIeKAPCTBEHHBIMU
rpernapaTtamu AJjisi MeIUIIMHCKOTO IpMMeHeHMsI, YTBepPsKIeHHOe



YKa3aHHBIM ITOCTAHOBJIEHNEM, U3JIOKUTDb B Cneaylomeﬁ pedaKkumnun:

"YTBepXKAEeHO

MocTaHoB/ieHMeM [IpaBuTenbCTBA
Poccuiickoi @enepainin

oT 28 mekabps 2016 . N 1512

(B pemaKiuy MoCTaHOBIEHMS
[TpaBuTtenbcTBa Poccniickoit epepanumn
oT 28 aBrycra 2019r. N 1110)

[TOJIOXKEHUE
Ob OPTAHM3AIIMM OBECIIEYEHNWA JINL, THOULIMPOBAHHBIX
BPYCOM
NMMVYHOJIEPULNTA YEJIOBEKA, B TOM UM CJIE B COYETAHUH C
BNPYCAMU
T'EITATUTOB B Y C, AHTUBMPYCHBIMU JIEKAPCTBEHHbBIMU
[TPETTAPATAMU
JJI1 MEOULIMTHCKOI'O ITPUMEHEHM A

1. Hacrosiuiee ITomoxkeHe ycTaHaBJAMBAET MOPSAOK OPTaHU3aL U
obecrieueHust NI, UHPULIVPOBAHHBIX BUPYCOM MMMYHOAebUIMTA
YyeJioBeKa, B TOM 4MCjie B COUeTaHUM C BUpycamu renatutos B u C,
AHTUBUPYCHBIMMU JIEKAPCTBEHHBIMM IIpernapaTaMmu 4 MegULMHCKOTO
MIpMMeHeHMs], BKIIOUeHHbIMY B TIepeueHb KM3HEHHO He0OXOAMMbIX U
BaKHEMIINX JIEKAPCTBEHHBIX TIPernaparTos (Iajiee COOTBETCTBEHHO -
60/1bHbBIE, JIeKapCTBEHHbBIE MperapaTsl), MOPSIOK U YCJIOBUS Iepesaun
JeKapCTBEeHHBIX MpernapaToB denepaabHbIM rOCyAapCTBEHHBIM
yUpexxaeHNsIM, OKa3bIBAOLIMM MeOUIMHCKYIO IOMOILb,
noABeloMCTBeHHbIM DeiepaTbHOMY MeIMKO-0MO0I0TMUECKOMY areHTCTBY,
a TaKke B COOCTBEHHOCTh CyOBbeKTOB Poccuiickoit demepaniym.

2. Vicrounukamu GbMHAHCUPOBAHMS OpTaHU3aluy obecrieueHust
JIeKapCTBEeHHBIMM TIperapaTamMmu 60IbHbIX SIBISIOTCS O10IKeTHbIE
ACCUTHOBAHMS, TPeAYCMOTPEHHbIE B (heiepasibHOM GIOKeTe
MuHucTepcTBy 3apaBooxpaneHus Poccuiickon @enepanmut.

3. IIpaBo 60IbHOTO Ha OOecIIeueHye JIeKapCTBEHHBIMM ITpernapaTaMu
BO3HMKAET CO JHS BKIIOUEHMs CBeIeHNit 0 HeM B (emepabHblii UM B
perMoHabHbIi cerMmeHThl PeiepaybHOTO PErucTpa Jnil, MHOUIMPOBAHHBIX
BUPYCOM MMMYHOIepuIMTa yejoBeKa (manee - GemepanbHblit perucTp).



JlaTa BKJIIOUeHMsI GOJIbHOTO B yKa3aHHbIe cerMeHThI defiepaabHOro
perucTpa GUKCUPYETCs JIeyalluM BpauoM B MeJUIIMHCKO KapTe
aMOyIaTOPHOTO 60IBHOTO MUY UCTOPUM PA3BUTUSI pebeHKa.

4. Opraumusanusa obecrneueHuss MMHMUCTEPCTBOM 34PaBOOXPaHEHMS
Poccuiickoit @emepanyy 3a cueT CpeacTB demepasbHOro 010akeTa 60JIbHBIX
JIeKapCTBEHHBbIMM IIperiapaTamMmy OCYIIeCTBIISIETCS C yUeTOM CTaHIapTOB
MeOUIIMHCKOM MOMOIIM, KIMHMYECKMX PeKOMeHAAlNUIi U CpegHel KypCcoBO
JI03bI IeKAPCTBEHHbBIX ITpernapaTosB.

5. ®emepanbHOE MeIMKO-OMOIOTMYECKOE aT€HTCTBO M OPTaHbl
MCIIOTHUTEIbHO BacTy cyobekToB Poccuiickoit @emepaiinm B cepe
OXpaHbI 3J0POBbSI ONPENENSIOT COOTBETCTBEHHO MOABEA0MCTBEHHbBIE
(denepasibHble TOCyIapCTBEHHbIE YUpPEKIeHMs, OKa3bIBalOIIe
MeIUITMHCKYIO TIOMOIIb, ¥ PACIToIOKeHHbIE B CyObeKTax Poccuiickoit
®epnepauuy opraHusalny, UMeloLye JUIEeH3UI0 Ha OCYLLIeCTBIeHe
MeOULIMHCKOM 1 (i) papMalieBTUUECKOi IesITeIbHOCTH (Jajiee -
OpraHu3alun-IoaydaTesin), B [e/IsIX IOCTaBKY OpTaHU3alUSIM-
MoJTyJaTesIsiM JIeKapCTBeHHbBIX ITperapaToB.

OpraHbl UCTIOTHUTEJIBHOI BacTK CyobeKTOB Poccuiickoit @emepalium B
cdepe oxpaHbl 3I0POBbS, a Takke DegepaabHOE MeIUKO-0MOIOTMYecKoe
areHTCTBO He MO37Hee 1 HOSIOPS TeKyIlero roga MpeCcTaBsioT B
MuHucTepcTBO 30paBooxpaHenHns: Poccuiickoit @epepauyiy 3aBKU Ha
MTOCTaBKY JIEKAPCTBEHHBIX ITpeIapaToB (Jajee - 3asiBKM) 1o Gopme,
YTBEPXKIEHHON YKa3aHHbIM MUHUCTEPCTBOM, C IPUIOKEHUEM
060CHOBaHMIA 110 UX 00beMY, a TAKKe IepeueHb OpraHm3aIuii-
roJyiyyaTesein.

[Torpe6HOCTb (06BEM IMOCTABKM) B JIEKAPCTBEHHOM IIperapaTe
orpezessieTcs C y4YeTOM KIMHUYECKUX PeKOMeHAaluil U CpeHel KypCOBOit
II03bl JIeKaPCTBEHHOTO IIperapaTta UCXOAs U3 exkeMeCsSIUHO pakTuueckoii
MOTPe6GHOCTY GOJIbHBIX B JIeKapCTBEHHBIX MIperapaTax B COOTBETCTBUM CO
CBe[leHMSIMM PerMoHaJbHOro cermeHTa denepanbHOro perucrpa u
HeobxoaMMOCTY hopMMUPOBaHMS 3amaca Ha 15 mMecsiiieB.

6. MuHMCTEPCTBO 3[ipaBooxpaHeHnst Poccuiickoit @enepanm Gopmupyet
KOMMCCHIO TI0 pAaCCMOTPEHMIO 3as1BOK (fajiee - KOMUCCUS), YTBepKaaeT
TII0JIOKeHMe O KOMUCCUM U ee cocTaB. Komuccus Ha cBoeM 3aceaHUN
paccMaTpuBaeT 3asBKM Ha ITpeAMeT 000CHOBAHHOCTY 3asIBJIEHHBIX 00bEMOB



JIeKapCTBEHHBIX MpernapaToB, Py He0OXOAMMOCTH KOPPEKTUPYET UX U
COTJIACOBBIBAET C BbIHECEHMEM COOTBETCTBYIOIIETO PeIIeHMS.

CornacoBaHue 3asiBOK OCYIIIeCTBJISIETCSI KOMUCCHUeT € ydacTUEM
TpeJiCTaBUTeel OpraHOB MCIIOTHUTEIbHO BJIaCTU CyOHEeKTOB Poccuiickoit
denepanyn u PenepasbHOrO MeIMKO-010IOTMYECKOT0 areHTCTBA (B TOM
yycsIe ¢ UCIOAb30BaHeM MHGOPMAIMOHHO-TeIeKOMMYHUKAI[MOHHBIX
TEXHOJIOTUIA).

7. O6beM MMOCTABOK JIEKAPCTBEHHBIX ITpernapaToB GOpMUpPYyeTcs B IIpeaenax
610/13Ke THBIX aCCUTHOBaHUIA, TPeyCMOTPEHHbIX B (pefiepaJbHOM 3aKOHE O
benepanbHOM OIOIKETe HA COOTBETCTBYIONINIT GMHAHCOBBIN TOA U
TJIAHOBBI IEPUOM, U TMMUTOB OIOIKETHBIX 00513aTEIbCTB, JOBEIEHHbIX B
YCTAHOBJIEHHOM TTOpsiKe 70 MUHMUCTEPCTBA 34paBoOOXpaHeHust Poccuitckoi
@epepaliviy Ha 3aKyIIKY JIeKaPCTBEHHbBIX IIpernaparos.

8. B cooTBeTCTBUM C 06beMaMM ITOCTABOK JIEKAPCTBEHHBIX ITPEIapaToB,
YTBEPKIEHHBIMY OpraHaMy UCIIOJTHUTEIbHO BJIACTU CYObEKTOB
Poccuiickoit @emepannu B cpepe oxpaHbl 340p0Bbs M DerepaabHbIM
MeIMKO-01O0IOTMYECKMM areHTCTBOM C YU€TOM pellleHNsI KOMUCCUM,
MuHMcTEpPCTBO 3ApaBooxXpaHeHus Poccuiickoin @engepannmu B
YCTaHOBJIEHHOM 3aKOHOATeNbCTBOM Poccuiickoi demepanm mopsake
OCYIIeCTBIISIET 3aKYIIKYy JIEKAPCTBEHHBIX ITpernapaToB.

9. TToCcTaBIIMKM JIeKaPCTBEHHBIX IIPeIapaToB, Olpee/ieHHbIe B
COOTBETCTBUM C 3aKOHOATeNbCTBOM Poccuiickoi @enepauymn,
MpeCTaBISIOT B MMHMCTEPCTBO 3ApaBooXpaHeHns1 Poccuiickoit
depepanyu ohopMIeHHbIE B YCTAHOBJIEHHOM MOPSIAKE JOKYMEHTHI,
MoATBepsKAawiye GakT MoaydeHMs] OpraHM3alusIMu-IIoaydaTe I sMu
JIeKapCTBEHHbIX MpernapaToB, B TOM YMCJie HakjaJaHble U aKThbl IIpMeMa-
repeaun JeKapCTBEHHbBIX IIperapaToB.

10. MuHuUcTepcTBO 3apaBooxpaHenus Poccuiickoit @enepanum B TeueHue
10 pabouux mHe co AHS MOCTYIUIEHNS aKTa IIpMeMa-Iepenayy IpuHuMaeT
Ha yJyeT JieKapCTBeHHbIe MperapaThl U U3AAeT pacopsauTeIbHbIe aKThI O
repeiave JeKapCTBEHHBIX ITPEnapaToB B COOCTBEHHOCTh CYyOBEKTOB
Poccuiickoit ®enepatiiut ¢ ykazaHneM HOMEHKJIATYpPbl, KOJIMUECTBA U
CTOMMOCTM JIEKaPCTBEHHBIX ITPENapaToB B OTHOLIEHNUY KaskKIOTo CyObeKTa
Poccuiickoit ®enepanyy, a Takke OenepaaibHOMY MeIUKO-
610JIOTMYECKOMY areHTCTBY C YKa3aHMeM HOMEHK/IaTyphl, KOJIMYeCcTBa U



CTOMMOCTMU JIEKapCTBEHHBLIX ITPpEITIapaTOB.

11. MuHuUCTepCTBO 3ApaBooxpaHeHust Poccuiickoit @enepaiiuy B TedeHue 5
pabounx gHei co JHS U3TAHUST PaCIIOpsIAUTETbHOTO aKTa,
npeaycMOTpeHHOro ImyHKToM 10 HacTosiero [TonoxkeHus:, HarpaBJIsieT B
OpraHbl MCIIOTHUTEIBHOJ BJIaCTU CyObeKTOB Poccuiickoit ®enmeparinm,
ompeneaeHHbIe BBICIIMMMU JOJIKHOCTHBIMM JIMIIAMU CyO'beKTOB Poccuiickoit
@epepauyy (PyKOBOAUTEISIMU BBICIINX UCIIOJHUTEIbHBIX OPTaHOB
roCyIapCcTBEHHO BlacTu cyobekToB Poccuiickoit ®epepanym) (manee -
YIIOJITHOMOYEHHbIe OpraHbl), u PefepasbHOe MeAVKO-010IorMYeckoe
areHTCTBO M3BellleHMe O TTIOCTABKe JIEKAPCTBEHHBIX MPenapaToB U aKT
npuema-mepenaun (B 2 3K3eMIUISIPax), MOAIIMCAaHHbIE YKA3aHHBIM
MMHUCTEPCTBOM.

12. YrionrHOMOYeHHbIe opraHbl M @enepanbHOe MeAMKO-01M0IOrMUecKoe
areHTCTBO B TeUeHue 5 paboumx JHei co AHS MOJTyYeHMS U3BEIIeHMs O
MOCTaBKe JIeKapCTBEHHbIX ITperapaToB M akTa IpueMa-Iepegadn,
MpenycMOTpeHHbIX ITYHKTOM 11 HacTosiero Ilonoxkenus, MOATTUCHIBAOT U
3aBepSIOT ITeYaThio 06a IK3eMIUISIpa U3BeIlleHNs O TIOCTaBKe
JIeKapCTBEHHBIX ITpernapaToB M 006a 9K3eMIUIsIpa akTa mpueMa-mnepemgaun,
IoCJIe Yero BO3BppaniaoT B MMHMUCTEPCTBO 3ApaBooxpaHeHusT Poccuiickoii
®demepaliiy OAUH 3K3eMIUISIP YKA3aHHOTO U3BEIeHUS U OLUH 3K3eMIUISP
YKa3aHHOTO aKTa IpueMa-rnepenaun.

13. YrionHOMOueHHbIe opraHbl 1 OeflepaqbHOe MeUKO-0MOI0ornyecKkoe
areHTCTBO Ha OCHOBaHMM aKTa IIpuema-Iepenauy, npesycMOoTpeHHOTO
nyHKTOM 11 HacTosero [1onokeHus], IPMHMMAIOT Ha YUeT JiIeKapCTBEHHbIe
npernaparsl 4 B TeueHue 5 pabouux AHel co SHS MOTyuyeHUs] yKa3aHHOTO
aKTa rpuema-Iepenauy U34amT COOTBETCTBYIOLME PACIIOPSIAUTEIbHbIE
aKTbl O Ilepefaye J1eKapCTBeHHbIX IIperapaToB OpraHn3alysiM-
IoJIydaTesasiM € yKa3aHueM HOMEeHKIIATypPhl, KOJIM4YeCTBa U CTOMMOCTHU
JIeKapCTBEHHBIX MIPernapaToB B OTHOLIEHUN KaKA0 OpraHu3alumnn-
rojyyaress.

14. Opranusauumu-IoaydaTeau B TedeHne 2 pabounx qHew co JHS
MOJIyYeH VS JOKYMEHTOB, ITOATBEP KA MX IIepeavy UM JieKapCTBEHHBIX
rperapaToB, MIPUMHUMAIOT JIEKapCTBEHHbIE ITpernaparsbl Ha yJer,
o6ecreynBaroT UX COXPAaHHOCTD U 1ieJIeBOe UCII0Ib30BaHue.

15. MuHMCTEpCTBO 3apaBooxpaHeHust Poccuiickoit @egepannm B



YCTAHOBJIEHHOM UM IOPSAKE OCYLEeCTBJISIET MOHUTOPUHT ABVKEHUS U
yueTa JIeKapCTBEHHbIX ITperapaToB B cyobekTax Poccuiickoit demepaiyn,
IOBOAUT [0 CBeJleHMs YIIOJTHOMOUYEHHBIX OPTaHOB U defepasibHOTO
MeIMKO-010JIOTMUYEeCKOro areHTCTBA ITOyUYeHHbIE 10 pe3y/IbTaTamM
MOHMTOPMHTA JaHHbIEe, B TOM UMCJIe CBeIeHMSI O HOMEeHKIIaType,
KOJIMYECTBE U CTOMMOCTM JIeKapCTBEHHBIX ITperapaToB, 00 OTCYTCTBUM
MOTPeOHOCTY B OT/IE/IbHBIX JIEKAPCTBEHHBIX ITpernapaTax Jnbo o MosIBIeHUU
JIOTIOTHUTEJIbHOJ ITOTPEOHOCTY B JIEKAPCTBEHHBIX IIperapaTax B CBSI3M C
M3MEeHeHMeM UMCIEHHOCTY O0JIbHBIX, M3MEHEHMSIMI B Ha3HAYEHUSIX
MeIUIIMHCKMMM PabOTHMKAMM JIeKapCTBEHHBIX ITPEeIapaToB 60JIbHBIM U
COTIJIACOBBIBAET IepepacnpeeeHe JIeKapCTBEHHbIX IIperapaToB MeXIy
cyobekTaMu Poccuiickoit @eneparivn u OenepasbHbIM MeIMUKO-
OGMOJIOTUUECKMM areHTCTBOM.

16. Tlepemava jeKapCcTBEHHBIX IIpeNapaToB OAHUM CyObeKTOM Poccuiickoii
denepaiyy B COOCTBEHHOCTh IPYToro cyobekta Poccuiickoit ®emepanym
OCYILLIEeCTBJISIETCS HA OCHOBAaHMM aKTa IpuemMa-repenaun. MUHUCTEPCTBO
3npaBooxpaHeHns: Poccuiickoit @epepauiy yBegoMIIsIETCS O Iepefayde
JIeKapCTBEHHbIX IpernapaToB B 10-AHEBHbIN CPOK MOC/Ie TTOANMUCAHUS aKTa
rpuema-repesadyu yrmoJHOMOUYEHHbIMY OpPTaHAMM.

[Tepenaua JieKapCTBEHHBIX ITPEIapaToB MeKAY cyobekTaMu Poccuiickoi
denepanyn u PemepasbHbIM MeAMKO-0MOJIOIMYECKUM areHTCTBOM
OCYILLEeCTBJISIETCSI HA OCHOBAHMM COOTBETCTBYIOLLETO PACIIOPSAAUTEILHOTO
aKTa yIoJIHOMOYE€HHOr0 opraHa uin denepajbHOro MeguKo-
610JIOTMYECKOr0 areHTCTBA O Ilepeiave JeKapCTBEHHbIX ITperapaTos,
MU3BEIIeHUS O TTOCTABKe JIEKAPCTBEHHBIX ITPenapaToB U akTa npuemMa-
nepegaun. MUHUCTEPCTBO 3ApaBooxpaHeHus Poccuiickoit ®epgepannmn
YBEeJOMJISIETCS O Iepeave JieKapCTBEHHbBIX IpenapaTtos B 10-1HeBHbIN
CPOK MOCJIe TIOATIMCAaHUS aKTa IpueMa-rnepenadym COOTBETCTBYIOIUM
YIIOJITHOMOYEHHbIM opraHoM 1 ®emepasbHbIM MeAMKO-010I0TMYeCKUM
areHTCTBOM.

17. MuHucTepcTBO 3apaBooxpaHeHuns: Poccuiickoi ®egepauiin
TpeCTaBJsIET eXXeKBapTalIbHO, 70 10-r0 unciaa mecsua, caeayroiero 3a
OTYEeTHBIM KBapTajioM, B PefepabHyI0 CIYKOY 110 Haa30py B cdepe
3[paBOOXpaHEeHNs CBeJleHUs O lepeaave JieKapCTBEHHbBIX IIperapaToB
VIIOJITHOMOYEeHHbIM opraHam u ®efepaabHOMY MeIUKO-010I0TMUECKOMY
areHTCTBY U COTJIACOBAHHbIX Mepepacripene/ieHUIX JIeKapCTBEHHbIX



IIpernaparoB, B TOM Ulcjie MeXAY YIIOJTHOMOYEHHbBIMY OpTaHaMu U
denepanbHbIM MeIUKO-0MOIOTMYECKUM areHTCTBOM, B I1eJIsIX
OCYIIeCTBAEHMSI KOHTPOJIS 32 1IeJIEBbIM UCIIOTb30BaHMEM JIEKAPCTBEHHBIX
pernaparTos.

18. B mensix obecrieueHust 60JbHBIX JIEKAPCTBEHHBIMY ITpernapaTamMiu B
NopsiaKe, yCTAaHOBJIEHHOM 3aKOHOIAaTebCTBOM Poccuiickoi ®emepanun,
OCYIIIECTBJISIETCS HA3HAUYEeHMe JIEKaPCTBEHHBIX ITPeIapaToB 1 opopMieHne
pelenToB Ha JieKapCTBeHHbIE ITpenapaThl.

19. TIpu Ha3HaueHUM 60JILHOMY JieKapCTBEHHBIX ITperapaToB Jieualuit
Bpay MHGOPMUPYET ero 0 BO3MOXKHOCTY MOTYyYeHUSI UM COOTBETCTBYIOIIMX
JIleKapCTBeHHBIX ITpenapaToB 6e3 B3MMAaHMS IJIaThl B COOTBETCTBUM C
3aKOHOmaTeabCTBOM Poccuiickoir ®emepannn.

20. B uensix AMHAMUYECKOro HabIoaeHns 3a 60JIbHBIM U COOJTIOIeHUS
MePUOSMYHOCTU TTOCEIeHMSI UM MeIULIMHCKOM OpraHu3auym jevyaiyum
BPavuOM OIlpeiesisieTCsl KOJIMYeCTBO JIeKapCTBEHHOrO Mpernapara,
eqMHOBpeMeHHO 0hOPMJIEHHOTO Ha pelenTypHOM 61aHKe B COOTBETCTBUM
C PEKOMEHJ0BAaHHO CpelHeCYTOYHOM KYpCOBOJ 103011 U CPOKOM,
Ha3HAYEeHHbIM [IJIS1 TTOCeIeHMS.

21. MenuimHCcKasi opraHu3aust pegocTaBiisieT 60JbHOMY (ero 3aKOHHOMY
MpeCTaBUTeNI0) MH(pOPMAIMIo 06 OpraHU3alusIX, Paclo0KeHHbIX B
rpaHUIlaX MyHUIIUITAIbHOTO 00Pa30BaHMs 10 MECTY KUTEIbCTBA UM MECTY
npe6bIBaHMS (B CIy4ae eCv CPOK ITpeObIBaHMS IIPEBbIIIAET 6 MeCSIIIEB)
60JIbHOTO M OCYILECTBISIOIINX OeCIIaTHbI OTITYCK JIeKapCTBEHHbBIX
TperapaToB, Ha3HAYEHHbBIX JIeUall[¥M BpauOM.

22. HazHaueHue 1 OTITyCK 60JIbHOMY (ero 3aKOHHOMY ITPeICTaBUTEJIIO)
JIeKapCTBEHHbIX MPernapaToB OCYLIECTBIISIETCS B CPOK, He MPEBBIIIAIINI
20 pabouux gHE co IHS BKIIOUYEHMSI 60JbHOTO B PETMOHATbHbIV CETMEHT
demepasbHOrO pernucTpa.

23. B ciiyuae Bble3za 607bHOTO 3a Mpefenbl cyobekTa Poccuiickoit
depepaliun, Ha TEPPUTOPUM KOTOPOTO OOBLHOI MTPOKUBAET, a TAKKe 3a
Tpeie/ibl TEPPUTOPUH, TToJIeKaIei 00CTyKuBaHuo PegepaabHbIM
MeIMKO-010I0TUUeCKUM areHTCTBOM, Ha TEPPUTOPUIO IPYTOro CyobekTa
Poccuiickoit @enepauinm uin Ipyryro Te ppUTOPUIO, IMOIJIEKAILYIO
o6cyskuBaHuio OenepasbHbIM MeAVKO-OMOIOTMYECKMM areHTCTBOM, Ha



CPOK, He TIPeBbIIAIONINIT 6 MecsIeB, TaKOMY 60JIbHOMY OpraHOM
MCITOTHUTEIbHO BaacTu cyobekTa Poccuiickoit @emepaiinu B chepe
OXpaHbI 3I0POBbS WK dheaepanbHbIM rOCYyapCTBEHHBIM yUpesKIeHEM,
OKa3bIBaLIMM MeIULIVMHCKYIO ITIOMOLIb, [10[BEeL0MCTBEHHbIM
denepasibHOMY MeAVKO-010I0TMYEeCKOMY areHTCTBY, OpraHMU3yeTCsI
obecrieueHne JeKapCTBeHHbBIMM ITperapaTamMi Ha CPOK Mpuema, paBHbIA
CPOKY ero Bble3[a 3a mpeziesbl TeppuTopum cyobekta Poccuiickoit
depnepalyn, a Takke TePPUTOPUN, TTOAJIEXAIEN 00CTYyKMBAHUIO
denepa/ibHbIM MeIMKO-0MOMOTUUYECKMM areHTCTBOM, JI160, yUUThIBAsI
CPOKM TOAHOCTYU MMEIOLIMXCSI OCTATKOB JIEKAPCTBEHHBIX IIpernapaTos,
obecrieyeHue TaKOro 60JILHOTrO JJeKapCTBEHHbIMM ITperapaTaMy Ha
COOTBETCTBYIOIL VI CPOK.

CBegeHMs 0 KOJIMYECTBe Ha3HAUEHHBIX UJIM OTIYIIEHHBIX 60JIbHOMY (€T0
3aKOHHOMY TIpeJICTAaBUTEI0) JIeKaPCTBEHHBIX MIPErnapaToB BHOCATCS B
pervoHabHbIN cerMeHT DefepaibHOTO perucTpa.

24. B ciryyae Bbie3a 60bHOTO 3a Ipefiesibl cyobekTa Poccuiickoit
denepalyiu, Ha TEPPUTOPUM KOTOPOTO GOIBHOI ITPOKMUBAET, a TAKKE 3a
TIpeiesIbl TEPPUTOPUH, TIOJIeKaIIel 00cayskuBaHNI0 DemepasbHbIM
MeIMKO-0M0IOTMYeCKMM areHTCTBOM, Ha TepPUTOPHUIO APYToro cy6bekTa
Poccuiickoit ®enepativut uin gpyryro TeppUTOPUIO, TTOAJIEXKAIITYIO
obcmykuBaHuio deepasbHbIM MeAVKO-0M0JIOIMYECKMM areHTCTBOM, Ha
CPOK, IpeBbIIAIONINI 6 MeCs1eB, WIM B cydyae M3MeHeHMUs MeCTa
SKUTEIbCTBA TAKOMY 00JIbHOMY Ha3HAUYaIOTCS JIeKapCTBEHHbIE ITperapaThl
Ha CPOK IpremMa He 60j1ee OIHOTO MecsIIia MO0 OpTaHU3YyeTCsI OpraHOM
MCITOTHUTEJIbHOJ BiacTy cyobekTa Poccuiickoit @emepaiinu B chepe
OXpaHbI 3I0pPOBbS WK dheaepanbHbIM rOCYyIapCTBEHHBIM YUpEKIeHUEM,
OKa3bIBAKOIIMM MeIUILMHCKYI0 ITOMOIIb, TOABEIOMCTBEHHbBIM
denepasbHOMY MeAMKO-010JIOTMYECKOMY areHTCTBY, 0becIieueHye Takoro
00JIbHOTO JIEKapCTBEHHBIMM IIpeIlapaTaMy Ha CPOK IIpuemMa He 6oiee
OJHOTO MecsIia.

CBeneHMs 0 TAKOM 60JIbHOM TTOZJIEXAT UCKIIOUEHNIO U3 PETMOHATBHOTO
cermeHTa ®elepajibHOTO PErUCTpa, KOTOPbIN BeAeTCsS OpraHOM
MICTIOJTHUTEJIbHOJ BJIaCTU B chepe oXpaHbl 30POBbs CyObeKkTa Poccuiickoit
depnepalyn, C TEPPUTOPUM KOTOPOTO Bbie3skaeT 60AbHOM, UK
(dbenmepanbHOrO cerMeHTa (B C/lyyae Bble31a 60JIbHOTO C TEPPUTOPUMN,
ropyieskaiein oocyskupanuio degepaabHbIM MeIMKO-610I0TUYECKUM



areHTCTBOM) U Mepeaaye (B TOM YMCJie C MCIIOAb30BaHMEM
MHGOPMaIMOHHO-TeJIe KOMMYHMKAIIMOHHBIX TeXHOJIOTUIT) OpraHy
VICTIOTHUTEJIbHOJ BJIACTU B chepe OXpaHbI 3T0POBbs CyObeKkTa Poccuiickoit
depnepaliyiu, Ha TEPPUTOPUIO0 KOTOPOTO Bbexas O0IbHOI, UK
denepasbHOMY MeAMKO-0M0JIOTMYECKOMY areHTCTBY /ISl BKIIOUEHUS B
YCTAHOBJIEHHOM MOPSIIKEe B APYTO¥i perMOHa bHbIl CEerMeHT Un
denepanbHblii cerMmeHT PenepasbHOrO perucTpa.

[aToit BK/IIOUeHMS B TaKMUX CTy4Yasix CBeJleHMiT 0 60IbHOM B JPYTOiA
perMoHajbHbI cerMeHT Uau (emepanabHbIi cermeHT demnepaabHOIoO
perucTpa sBJsgeTcs OeHb, CAeOYIONNi 32 THEM MCKIIOUeHNS B
COOTBETCTBUM C a63a1ieM BTOPbIM HACTOSIIIErO IMTyHKTa CBeeHMIi O HEM U3
COOTBETCTBYIOIIEr0 PErMOHAIbHOTO CerMmeHTa Win deepaJbHOTO CeTMeHTa
denmepaIbHOTO PErUCTpa.

25. OpraH UCIIOTHUTEIbHOJ BJIaCTU B chepe oOXpaHbl 3I0POBbSI CYObEKTA
Poccuiickoit ®emepanym, ¢ TeppUTOPUM KOTOPOTO BbieXas 60IbHOI, MU
denepaibHOE MeIUKO-OMOIOrMYeCcKoe areHTCTBO (B C/Tydyae Bbie3aa
60JIbHOTO C 06CTY)KMBAEMOI UM TEePPUTOPUN) NIPEICTABISIET (B TOM UMCIIE C
MCITOJIb30BaHMeM MH(OPMAIMOHHO-Te/IeKOMMYHMKALVIOHHBIX
TEeXHOJIOTHIT) TI0 3aITPOCy OpTraHa MCIIOJIHUTEbHO BiIacTu B cepe OXpaHbI
3I0pOBbsI cyobeKTa Poccuiickoit ®emepalivn, Ha TEPPUTOPUIO KOTOPOTO
Bbexaj 60yIbHOI, iy PegepaabHOr0 MeAMKO-010JIOrMYeCKOro areHTCTBa
(B ciydae Bbe3Zia 60JIbHOTO Ha 00C/TYy>KMBAaeMYI0 UM T€PPUTOPHIO) CBeeHUS
0 KOJIMYeCcTBe Ha3HAUeHHBIX WK GaKkTUUeCKy MpegoCcTaBlIeHHbIX 60JTbHOMY
(ero 3aKOHHOMY IIpeCTaBUTEIII0) JIEKaPCTBEHHBIX IPernapaToB B
COOTBETCTBUM C ITYHKTOM 24 HacTosiero Ilonoxenus.".

2. TlonoskeHne 06 opraHm3sanym obecreyeHus aull, 60IbHBIX TyOepKyIe30M
C MHOXeCTBEHHOI1 JIleKapCTBEeHHO YCTOMUMBOCTbIO BO3OYIUTEIS,
aHTMOAKTEPUATBHBIMMU U TTPOTUBOTYOEPKYI€3HBIMU JIEKAPCTBEHHBIMU
rpenapaTtamu OJisi MeJULIMHCKOTO IPUMeHEeHUsI, YTBepKIeHHOe
YKa3aHHBIM [TIOCTAaHOBJIEHNEM, U3JIOKUTD B CJIeLYIOIIEN pefaKum:

"YTBepXKAeHO

MMoCcTaHoOB/IeHMeM [IpaBuTenbCTBA
Poccuiickoin @enepanu

oT 28 mekabps 2016 . N 1512

(B pemaKiuyu MoCTaHOBIEHMS
[TpaButenbcTBa Poccniickoit epepanumn



oT 28 aBrycra 2019r. N 1110)

[TOJIOXKEHUE
Ob OPTAHM3AIIM OBECIIEYEHIMA JINL, BOJIbHBIX TYBEPKVJIE30OM
C MHOJKECTBEHHOI JIEKAPCTBEHHO! YCTOMYMBOCTDIO
BO3BYIUTEJIA,
AHTUBAKTEPUAJIbHBIMU U ITPOTVBOTYBEPKYJIE3HBIMU
JIEKAPCTBEHHBIMI
[TPETTAPATAMU U4 MEOMLIMHCKOT'O ITPUMEHEHNA

1. Hacrosuiee [TonoxkeHye ycTaHaBIMBaeT MOPSLOK OPraHU3auumn
obecrieueHust JinIl, 60JIbHBIX TYOEPKYJIe30M C MHOXKeCTBEHHO
JIEKapCTBEHHOJ YCTOMUMBOCTBIO BO30yAMTeIs (Iajee - 60JIbHbIE),
AHTUOAKTEPUATbHBIMU U IIPOTUBOTYOEPKYJIE3HBIMM JIEKAPCTBEHHBIMU
rperiapaTamy i MeAULIMHCKOTO IIPUMeHeHNs1, IpeJHa3HaYeHHbIMU [1J15
Jle4yeHMs 3TOro 3a060J1eBaHMS ¥ BKJIIOUEHHBIMY B IlepeyueHb KM3HEHHO
HEeOOXOAMMBIX U BasKHEIIIINX JIeKapCTBEHHBIX ITpeIapaToB (Hajiee -
JIeKapCTBeHHbIe IIperapaThl), a TakkKe MOPALOK U YCIOBUS Ilepesaun
JIeKapCTBEHHBIX MPerapaToB B COOCTBEHHOCTh CYO'beKTOB Poccuiickoit
Qenepaunu.

2. cTouHMKOM (pMHAHCUPOBAHMS OpraHMU3aIy obecrieueHns 60JIbHBIX
JleKapCTBeHHbIMU TperiapaTaMu SIBJISIIOTCS OI0/I)KeTHbIe aCCUTHOBAHMS,
npegycMOTpeHHbIe B penepanbHOM GioaskeTe MUHUCTEPCTBY
3apaBooxpaHeHus Poccuiickoit @enepaiiu.

3. IIpaBo 60bHOTO Ha OOecIieyeHNe JJeKapCTBEHHbIMY IIperapaTaMu
BO3HMKAET CO IHS BKITIOUEHMSI CBeJIeHNI1 O HEM B PerMOHAJbHbBIN CETMEeHT
depnepasbHOTO PErUCTpa JiNil, 60JbHBIX TYOEPKYIe30M (Jajee -
@enepalbHBIN PETUCTP).

Jata BKiIIOUeHMs1 60IbHOTO B PETMOHAJIbHBIN cerMeHT PeepasbHOTO
peructpa GUKCUPYETCS JieyalMM BpauoM B MeJUIIMHCKOI KapTe
aMOy/1aTOPHOTO OOJILHOTO WJIX MCTOPUM PA3BUTUS pebeHKa.

4. Opra"usanus obecreuyeHuss MUHMUCTEPCTBOM 3PaBOOXPAHEHUS
Poccuiickoit ®emepanyu 3a cueT cpeacTB pemepaabHOro 010aKeTa 60JIbHbIX
JIEKapCTBEHHBIMM IIpernapaTamy OCyIIeCTBISETCS C y4eTOM CTaHOAapPTOB
MeIULUMHCKONM IMTOMOILIM, KIMHUYECKUX peKOMeHaluii U CpefHell KypcoBOit
JI03bI JIEKAPCTBEHHbIX ITpeIapaToB.



5. Opranbl UCTIOJTHUTEJIBHO BIacTU cyo'beKToB Poccuiickoit denepaiiuu B
cdepe oxXpaHbl 300pOBbS He MMO3aHee 1 HOSIOPS TEKYIIEro roga
NpefCcTaBasgi0T B MMHMCTEPCTBO 34 paBooxpaHeHus Poccuiickon
@epepauy 3asBKM Ha IMOCTABKY JIEKAPCTBEHHBIX IIperapaTos (faiee -
3asBKM) 110 hopMe, yTBEPKAEHHOI yKa3aHHbIM MUHUCTEPCTBOM, C
MIpUIOKeHeM 000CHOBaHMI 110 X 00bEMY, a TAaK)Ke IepevyeHb
OpraHm3alui, MMeIVX JULEeH3UI0 Ha OCYLeCTB/IeHe MeIULIMHCKOM U
(vun) hapmaleBTUYECKOI IesITeTbHOCTY B CyObeKTax Poccuiickoii
Qenepauyu (mauaee - OpraHn3alUU-II0aydaTein), B 1e/isIX IOCTaBKU
OpraHu3auusIM-I10/Iy4aTessiM JieKapCTBEHHBIX ITpernapaTos.

[ToTpe6HOCTH (06bEM ITOCTABKM) B JIEKAPCTBEHHOM IIpernapare
OTIpenesIeTcs C yIYeTOM KIMHMYECKUX PEKOMEHAALINIA 1 CpeIHell KypCcoBOit
JI03bI JIEKAPCTBEHHOTO IperapaTa UCXOs U3 esKeMeCSUHOi (pakTuuecKoi
MOTPEOHOCTY OOJIbHBIX B JIEKAPCTBEHHBIX ITperapaTax B COOTBETCTBUM CO
CBeJIeHMSIMM PeTrMOHaIbHOTO cerMeHTa deiepaJbHOrO PerucTpa u
HeoOxomumocTy opmMupoBaHMs 3araca Ha 15 mecsiies.

6. MuHMCTEpCTBO 3ApaBooxpaHeHust Poccuiickoii @enepaiiuu popmupyet
KOMMCCHIO ITI0 PaCCMOTPEHMIO 3as1BOK (Zlajsiee - KOMUCCUS), yTBepKIaeT
II0JIO’KeH)e 0 KoMuccum U ee cocrtas. Komuccus Ha cBoeM 3aceiaHUM
paccMaTpMBaeT 3asiBKM Ha IpeJMeT 000CHOBaHHOCTU 3asIBJIeHHbIX 00beMOB
JIeKapCTBEHHBIX ITPenapaToB, IPY HEOOXOAMMOCTY KOPPEKTUPYET UX U
COTIJIaCOBBIBAET C BbIHECEHVeM COOTBETCTBYIOLIEro pelleHnsl.

CorsacoBaHue 3aBOK OCYIIE€CTBJISIeTCS KOMUCCHeN € y4acTueM
Tpe/iCTaBUTeIeli OPraHOB UCIIOTHUTEbHOI B/IacTU CyObeKTOB Poccuiickoii
denmepanyu (B TOM YMCIIE C UCIIOTb30BaHMEM MHGOPMAILIMOHHO-
TeJIeKOMMYHUKALUMOHHBIX TEXHOJIOTUIA).

7. O6beM MMOCTaBOK JIeKapCTBEHHBIX ITpernapaToB GopMupyeTcs B Ipefenax
O10[IKeTHBIX aCCUTHOBAHUIA, TPeyCMOTPEHHBIX B (pefiepaJbHOM 3aKOHE O
benepasbHOM OIOIKETE HA COOTBETCTBYIONINIT GMHAHCOBBIN TOM, U
IIJIAHOBBI IEPUO/, ¥ TMMUTOB OIOIKETHBIX 00s13aTE/IbCTB, MOBEIEHHbIX B
YCTAaHOBJIEHHOM TTOpSiiKe 0 MMHMUCTEPCTBA 3ApaBOOXpaHeHus Poccuitckoim
denepaly Ha 3aKYIKy JeKapCTBEHHbIX IIPeraparTos.

8. B cOOTBETCTBMY C 06beMaMy IMOCTABOK JIEKAPCTBEHHBIX ITPEIIapaToB,
yTBepXAeHHBIMM OpTaHAMM UCIIOTHUTE/IbHO BJIACTU CYObEKTOB
Poccuiickoit ®enepatinm B chepe 0XpaHbl 3A0POBBS C yUETOM PeIIeHUst



Komuccuu, MUHUCTepCTBO 34 paBooxpaHenust Poccuiickoit ®enepanym B
YCTaHOBJIEHHOM 3aKOHOaTeaIbCcTBOM Poccuitckoit demepaliny mopsiake
OCYILECTBJISIET 3aKYIIKY JIEKAPCTBEHHBIX ITPEIIapaToB.

9. IlocTaBIIMKY JIeKapCTBEHHBIX [IPeIapaTos, Olpee/eHHbIe B
COOTBETCTBUM C 3aKOHOAATeIbCTBOM Poccuiickoit ®enepainm,
NpenCcTaBasioT B MMHMCTEPCTBO 34 paBooxpaHeH s Poccuiickon
depepanuy 0obopMIeHHbIE B yCTAHOBIEHHOM MOPSIIKE TOKYMEHTHI,
noaTBepxkawie GhakT MoaydeHMs] OpraHn3alUsIMU-TI0TyyaTeassMu
JIeKapCTBEHHDIX IIperapaTos, B TOM UMCJie HaKlaJHble Y aKThl IIpyeMa-
reperauy JeKapCTBEHHbIX IIperapaTos.

10. MunucTepcTBO 3apaBooxpaHeHus: Poccuiickoi @emepaliii B TeueHMe
10 paboumx mHel co AHS MOCTYIIEHMS aKTa IIpyeMa-rnepeaaun IpuHuMaeT
Ha y4yeT JieKapCTBEHHbIE MperapaThl U U3AAeT pacopsAUTeIbHbIE aKThI O
repejiave JeKapCTBEHHBIX MTpernapaToB B COOCTBEHHOCTh CYyOBEKTOB
Poccuiickoit @epepaunn ¢ ykazaHMeM HOMEHKIATYPbI, KOJIMYeCTBa U
CTOMMOCTM JIEKaPCTBEHHBIX ITPENapaToB B OTHOIIEHNUY KasKIOTO CyObeKTa
Poccuiickoi ®enepanym.

11. MuHucTEpCTBO 3ApaBooxpaHeHust Poccuiickoit @emepaiiuy B TedeHne 5
pabounx gHel Co THS U3TAHUST PACIIOPSIAUTEIbHOIO aKTa,
npenycMoTpeHHOro rmyHkrom 10 Hacrosmero ITooxkeHus, HalIpaBseT B
OpraHbl UCTIOTHUTENIbHO BIaCTU CyobeKTOB Poccuiickoit ®enmepaiinm,
ompezeeHHbIe BBICIIMMMU JOJKHOCTHBIMU JINIIaMU CYO'beKTOB PoccuiicKoii
@epepativiy (pyKOBOAUTEISIMU BbICIINX UCIIOJHUTETbHBIX OPTaHOB
rocylapCTBEHHOJ BjlacTu cyobekToB Poccuiickoit @enepaiiyn) (manee -
YIIOJITHOMOYEHHBIE OpraHbl) U3BellleHye O I0CTaBKe JIeKapCTBEHHbIX
MperapaToB U aKT IpueMa-nepenaun (B 2 9K3eMIUISIpax), MOANMCAHHbIE
yKa3aHHbIM MMHMUCTEPCTBOM.

12. YmomHOMOYeHHbIE OpTaHbI B TeUeHMe 5 pabounx gHei co THS
MOTyuyeHMsI M3BellleHMs O ITOCTaBKe JleKapCTBeHHbIX IMperapaToB U akTa
rpuemMa-mepenadu, peaycMOTPEeHHBbIX MYHKTOM 11 HacTosIero
[MosokeHMS, MMOAIIMCHIBAIOT M 3aBEPSIIOT ITeUaThio 00a SK3eMILIsIpa
M3BeIIeHMS O ITOCTaBKe JIeKapCTBEHHOIO Mperapara u o6a 5K3eMIuispa
aKTa mpuema-repenaun, rocje yero BO3BpaniaioT B MMHUCTEPCTBO
3apaBooxpaHeHus Poccuiickoit @emepaiiiy OAUH 3K3eMILISIP YKa3aHHOT O
M3BeIlleHMS M OOMH 3K3eMILISIP YKa3aHHOIO aKkTa IpueMa-Iepeaaun.



13. YIIomHOMOUY€EHHbI OpTaH Ha OCHOBAaHMM aKTa MpueMa-rnepenaun,
MpeayCMOTPeHHOTO IMyHKTOM 11 HacTtosimiero [TomoxkeHUs, MpUHMMAaeT Ha
yueT JileKapCTBEHHbIE TIpernapaThl ¥ B TeueHue 5 pabounx gHeil co THS
TOJTy4YeHMs YKa3aHHOTO aKTa IpMeMa-rnepenaum n3maer
pacropsauTeabHbIN akT O MepeAaye JieKapCTBEHHBIX MperapaToB
OpraHM3alMsIM-TI0JTyYaTeIsIM C YKa3aHMeM HOMEHK/IATypbl, KOJIMYECTBA U
CTOMMOCTM JIeKapCTBEHHBIX IIpernapaToB B OTHOIIEHUM KaXK IO
OpraHu3aluuu-noaydaTess.

14. OpraHu3aiumu-moayyaTe/n B TeueHme 2 paboumx gHe co THs
MTOJIyYeHMSI IOKYMEHTOB, IMOTBEPKAAIOIINMX ITepegady UM JJeKapCTBEHHBIX
IperapaToB, IPMHMUMAIOT JIeKapCTBEHHbIE IIperapaTsl Ha yuer,
obecreunBalOT MX COXPAHHOCTD U LIeJIEBOE MCITOIb30BaHMe.

15. MuHucTepcTBO 3paBooxpaHeHust Poccuiickoii @enepaiiyin B
YCTAHOBJIEHHOM MM ITOPSIAKE OCYILECTBSIET MOHUTOPYHT IBVIKEHUS U
yueTa JIeKapCTBEHHbIX ITperapaToB B cyobekTax Poccuiickoit demepaiyn,
JOBOOUT A0 CBeAEeHMS YIIOTHOMOYEHHBIX OPTaHOB MOJTyYeHHbIe T10
pe3yabTaTaM MOHUTOPUHTA JaHHbIe, B TOM UMC/ie CBeIeHUs O
HOMEHKJIaType, KOJIMYECTBE M CTOMMOCTHM JIEKAPCTBEHHBIX ITPeIapaTos, 00
OTCYTCTBUM IIOTPEOHOCTY B OT/Ie/IbHBIX JIEKAPCTBEHHBIX ITperaparax ambo o
TIOSIBJIEHUM JIOTIOJTHUTEIBHOM MOTPEOHOCTH B JIeKapCTBEHHBIX ITperapaTax
B CBSI3U C M3MeHEeHMeM B cyobeKkTe Poccuiickoit Pemepanuy YmMca€HHOCTI
00JIbHBIX, UI3MEHEHMUSIMM B Ha3HAYEHUSIX MEAUIIMHCKUMM PabOTHUKAMU
JIeKapCTBEHHBIX ITpernapaToB 60JbHBIM ¥ COIVIACOBBIBAET
repepacipezeneHne JeKapCTBEeHHbBIX ITPerapaToB MeXIy CyObeKTamMu
Poccuiickoi ®epgepann.

16. Tlepemaua jekapcTBEHHBIX ITperapaToB OAHMUM CyobeKToM Poccuiickoii
denepainu B COOCTBEHHOCTH IPYTOro cyobekTa Poccuiickoit ®emepanym
OCYIIEeCTBJISIETCSI HA OCHOBAaHMM aKTa MpuemMa-repenaun. MUHUCTEPCTBO
3apaBooxpaHeHust Poccuiickoit @emepaiiy yBegoMIISIeTCS O epeave
JIeKapCTBEHHbIX IpernapaToB B 10-AHEBHBIN CPOK M1OC/Ie TTOANMUCAHUS aKTa
rpuema-mnepenadyy yrnoJHOMOYEHHbBIMY OpraHaMu.

17. MuHMCTEpPCTBO 3ApaBooxpaHeHus Poccuiickoit @epgepaiinm
TpeCTaBIsIeT eskeKBapTalIbHO, N0 10-T0 Yncia Mecsiia, cJIeyiIero 3a
OTYETHBIM KBapTasioM, B ®efepaabHyI0 CTYKOY 110 Haa30py B cdepe
3IpaBOOXpPAaHEHMS CBeIeHMS O epeaue JeKapCTBEHHBIX IIperapaToB B
coOCTBEHHOCTh CyOobeKTa Poccuiickoit @emeparinm 1 COTIaCOBaHHbBIX



repepacrpeeneHusIx JeKapCTBeHHbIX MperapaToB MeXay CyobekTamMmu
Poccuiickoit ®emepauiny B 1e/IIX OCYIIECTBIEHMSI KOHTPOJIS 3a 11eJIeEBbIM
MCIT0/Tb30BaHMEM JIEKapCTBEHHbIX ITPerapaTosB.

18. B ensax obecrneyeHus: 60/IbHbBIX JIEKAPCTBEHHBIMM IIpenapaTaMi B
NopsiaKe, yCTAaHOBJIEHHOM 3aKOHOIATeNbCTBOM Poccuiickoi ®demepaiiun,
OCYIIeCTBJISIETCSI Ha3HaUeHMe JIeKapCTBEHHBIX ITPerapaToB U opopMieHne
pelenToB Ha JieKapCTBEHHbIE ITpenapaThl.

19. IIpn Ha3HaUYeHMM 6OJTLHOMY JIeKaPCTBEHHBIX MPernapaToB Jevariuit
Bpa4 MHGOPMMPYET €ero 0 BO3MOKHOCTY ITOTYUYEHMS UM COOTBETCTBYIOIINX
JIEKapCTBEHHBIX ITpernapaToB 6e3 B3MMaHMSI IJIAThl B COOTBETCTBUM C
3aKOHOIaTe/bCTBOM Poccuiickoin @emepannn.

20. B 1e19x IMHaMMYeCKOro HaGIIoAe s 3a 60/IbHBIM M COOIIONeHNS
MIepUOIVYHOCTY TOCeIe s UM MeAMIIMHCKOM OpraHu3aiy Jedamium
BpauOM OIIpeIeIsieTCsl KOJIMYeCTBO JIeKapCTBEHHOrO Mmperapara,
eIMHOBPEeMEeHHO 0(OPMJIEHHOTO Ha pPeleNTypHOM O6/IaHKe B COOTBETCTBUM
C PeKOMEeHJOBaHHO CpeJHEeCYyTOUHOI KypCOBO 10301 U CPOKOM,
Ha3HAYeHHbBIM JJI51 [T0CeIeHMSI.

21. MeguiiHCKasi opraHM3aIys IpeIocTaBisieT 60JIbHOMY (€r0 3aKOHHOMY
TpeJCTaBUTeN0) MHPOpPMaIMio 06 OpraHU3alusIX, paclol0KeHHbIX B
rpaHUIlaX MyHUIIUIIATIbHOTO 00pa30BaHMsI [0 MECTY SKUTEIbCTBA MU MECTY
rpeObIBaHMS (B CJTyuae eci CPOK IPeObIBAHMSI ITPEBBIIIAET 6 MECSIIERB)
60JIbHOTO M OCYIIECTBSIONMX OECTUIATHBIN OTITYCK JIeKapCTBEHHBIX
rperapaToB, HA3HAYEHHBIX JieyallM BpauyoM.

22. HazHaueHMe 1 OTITYCK 60JIbHOMY (€r0 3aKOHHOMY IIPeCTaBUTEJTIO)
JIeKapCTBEHHbIX MpernapaToB OCYLIECTBIISIETCS B CPOK, He TIPeBbIIIAI0IINIA
20 pabouux JHEe CO IHSI BKIIOUEHMST 00JIbHOTO B PETMOHAIbHBIN CETMEHT
denepasbHOTO perucTpa.

23. B ciryuae Bble3ga 60JbHOTO 3a IIpeenbl cyobekTa Poccuiickoii
depnepaiyu, Ha TEPPUTOPUM KOTOPOTO OOBHOI MTPOKMUBAET, HA
TePPUTOPUIO IPYTOTo cyobekTa Poccuiickoit ®emepaniuy Ha CPOK, HE
MIPeBBIMIAIOIINIT 6 MecCs1ieB, OpraHOM MCIIOJIHUTEIbHOI BJIaCTY CyObeKTa
Poccuiickoit @emepanuyu B chepe oXpaHbl 30POBbSI OPTaHU3YETCS
obecrieyeHue TaKOro 60JILHOTO JIeKapCTBEHHbIMM ITperapaTaMy Ha CPOK
TpMeMa, paBHbI CPOKY €ro Bble3a 3a ITpeesibl TEPPUTOPUM CYyObeKTa



Poccuiickoit @enepanyu, 1160, yYUTHIBASI CPOKYU TOSHOCTY MUMEIOIINXCS
OCTaTKOB JIeKapCTBEHHBIX MTperapaToB, obecrieyeHne Takoro 60;IbHOT0
JIeKapCTBEeHHBIMM TIperapaTaMy Ha COOTBETCTBYIOIINI CPOK.

CBeneHMs 0 KOJIMYEeCTBe Ha3HAUEHHBIX MJIM OTIYIIEHHBIX O0JIbHOMY (€r0
3aKOHHOMY TIpeJICTAaBUTEI0) JIeKAPCTBEHHBIX MPErnapaToB BHOCATCS B
perMoHaibHbIN cerMeHT DefepaibHOTO perucTpa.

24. B ciryyae Bble3a 60bHOTO 3a TIpefiesibl cyobekTa Poccuiickoit
denepalyiu, Ha TEPPUTOPUM KOTOPOTO GOTBHOI MTPOXKMBAET, Ha
TePPUTOPUIO IPYroro cyobekTa Poccuiickoit @emgeparinm Ha CpoOK,
MpeBbIIIAIINI 6 MeCs1eB, UK B C/Tydyae M3MeHeHMsI MeCTa KUTeIbCTBa
TakoMy 60JIbHOMY Ha3HAuyaloTCs JIeKapCTBEHHbIE MTpernapaThl Ha CPOK
npuemMa He 60Jjiee OIHOIO Mecsia 160 OpraHOM MCIIOJIHUTEILHO! BIaCTU
cyobekTa Poccuiickoit @enepaiivin B chepe 0xXpaHbl 370POBbSI
opraHu3syeTcs obecrieueHne Takoro 60JIbHOTO JieKapCTBEHHBIMMU
TperapaTamMy Ha CPoOK IpremMa He 6ojiee OLHOTO MecsIia.

CBeieHMs 0 TAKOM GOJIBHOM TOJIEXKAT MCKITIOUEHNIO U3
COOTBETCTBYIOIIETO PETMOHAIBHOTO cerMeHTa PeepasbHOTO PETUCTPaA U
repegayve (B TOM UMCJIe C MCIIOIb30BaHMEM MH(POPMALMIOHHO-
TeJIeKOMMYHMKAIIMOHHBIX TEXHOJIOTUIT) OpraHy MCIIOTHUTEIbHONM BJIACTH B
cdhepe oxpaHbI 3I0pOBbS cyobekTa Poccuiickoit ®emeparum, Ha
TEePPUTOPUIO KOTOPOTO Bbexasl 60IbHOM, IJIs1 BKIIOUEHUS B IPYTOii
permoHasbHblii cerMeHT DenepasbHOTO perucTpa.

JlaToii BK/IIOUEHMS CBeIEHMIA O 60JIbHOM B JIPYTOii perMOHaIbHbIN CerMEHT
denepanbHOTO PErUCTpa SIBJSIETCS NeHb, CeYIONIMI 3a JTHEM UCKITIOUeHU S
B COOTBETCTBUM C a63aleM BTOPBIM HACTOSIIIErO ITyHKTa CBeeHMI O HEM
13 PermMoHaIbHOro cerMeHTa deepasbHOTO PErucTpa OpraHom
MICITOJIHUTEIbHOM BIACTU B chepe oXpaHbl 3T0POBbs CyobeKTa Poccuiickoii
depnepaiyn, ¢ TEPPUTOPUM KOTOPOTO BbIexas 60JbHOIA.

25. OpraH UCIIOTHUTEIbHOJ BJIaCTU B chepe oXpaHbl 3I0POBbSI CYObEKTA
Poccuitckoit demepanyn, ¢ TEpPUTOPUM KOTOPOTO BbiexXas O0JIbHOA,
rpeaCcTaBisieT (B TOM UMcIIe C UCII0/Ib30BaHMeM MHMDOPMAIMOHHO-
TeJIeKOMMYHUKAIIMOHHbBIX TEXHOJIOTUIA) T10 3aIIpOCy OpraHa
VICTIOJTHUTEJIbHOJ BJIaCTU B chepe oXpaHbl 3T0POBbs Cy6beKkTa Poccuiickoit
depnepaiyn, Ha TEPPUTOPUIO0 KOTOPOTO Bbexas 60JbHOI, CBeIeHUSI O
KOJIMYeCTBe Ha3HAUeHHBIX MM aKTUUYeCKU MPeJoCTaBIeHHBIX 60JIbHOMY



(ero 3aKOHHOMY ITpeCTaBUTEI0) IeKapCTBEHHbIX MperapaToB B
COOTBETCTBUM C MyHKTOM 24 HacTosiiero [TomoxkeHus." .



