NPABMTE/IbCTBO POCCUMCKON OELEPALIAMN

[TOCTAHOBJIEHME
oT 28 aBrycra 2019r. N 1110

O BHECEHVU U3MEHEHUI
B ITOCTAHOBJIEHUE IMTPABUTEJIbCTBA POCCUNICKOM ®EIEPALINN
OT 28 IEKABPS 2016 . N 1512

[TpaBuTenbcTBO Poccuiickoit demepaliy MOCTAaHOBIISET:

VTBepAUTb MpuiaraeMbie M3MeHeHVsI, KOTOpble BHOCSTCS B ITocTaHoBieHue [IpaBuTeabcTBa Poccuiickoii
®enepanuy ot 28 mekabpst 2016 t. N 1512 "O6 yrBepskaeHnu [TosoxkeHust 06 opraHusaimumu obecreveHus
JIU1L, MHQUITMPOBAHHBIX BUPYCOM MMMYHOAedUIINTA YeIOBEKa, B TOM UMC/Ie B COUETAaHUM C BUpyCaMu
renatuToB B u C, aHTUBUPYCHBIMM JIEKAPCTBEHHBIMU ITIperapaTamu AJjisi MeIUIIMHCKOTO IPUMEHEHUS U
[TonoskeHust 06 opraHu3auum obecredeHust Jnil, 60IbHbIX Ty6E€PKYIe30M C MHOXECTBEHHOI
JIeKapCTBEHHO YCTOMUMBOCTHIO BO30YAUTEIS, aHTMOAKTepUATIbHBIMU U MIPOTUBOTYOEPKYI€3HBIMU
JIeKapCTBEHHBIMU IIperapaTaMu IJis MeJULIMHCKOro nmpuMmeHenus” (CobpaHue 3aKOHOAATEIbCTBA
Poccuiickoit @enepatym, 2017, N 2, cT. 344; 2019, N 1, cT. 38).

IIpencenarens [IpaBuTeibCTBa
Poccuiickoi ®emepannmu
IO.MEJIBEJIEB

YTBepKAeHbI

rnocraHoByieHueM [IpaBuTenbCcTBa
Poccuiickoit ®enepatyn

ot 28 aBrycra 2019r. N 1110

M3MEHEHNMA,
KOTOPBIE BHOCATCA B IOCTAHOBJIEHME ITPABUTEJIbCTBA
POCCUIICKOM ®EOEPALIMU OT 28 JEKABPS 2016 T. N 1512

1. ITonoskeHmne 06 opranu3auuy obecriede Hus JInil, MHPULIMPOBAHHBIX BUPYCOM MMMYHOIebUIIMTA
YyeJIoOBeKa, B TOM UMCJie B COUeTaHUM C BUpycamu renatuToB B u C, aHTUBUPYCHBIMMU JIeKapCTBEHHBIMU
rperapaTamm sl MeAUILMHCKOTO MPMMeHeHMs, YTBEePKIeHHOe YKa3aHHbIM MTOCTAaHOBI€HNEM, U3JIOKUTh B
caenywlnei pegakin:

"YTBepXKIeHO

MMOoCTaHOBJ/IeHMeM [IpaBuTenbCTBA
Poccuiickoit ®enepauyu

oT 28 mekabps 2016 . N 1512

(B pemakiuuu IMOCTaHOBJIEHUS
[TpaBuTtenbcTBa Poccniickoit Pepepanum
or 28 aBrycra 2019r. N 1110)

ITOJIOXKEHUE
Ob OPTAHM3AIIMM OBECIIEYEHWA JIML, THOULITMPOBAHHBIX BUPYCOM
MMMVYHOJIE®ULNTA YEJIOBEKA, B TOM UM CJIE B COYETAHUM C BUPYCAMU
I'EITATUTOB B 1 C, AHTUBPYCHBIMU JIEKAPCTBEHHBIMU ITPEITAPATAMU
JJII MEIULIMTHCKOTI'O ITPUMEHEHNM S

1. Hactosiiee ITonoskeHne yCTaHABAMBAET MOPSIIOK OpraHuU3aIuy oobecreueHus Jull, MHGUIMPOBAHHbBIX
BUPYCOM MMMYyHOe(bUIINTA YeJI0BEKa, B TOM UMCJie B COYeTaHUM C BUpycaMy renatmutoB B u C,
AHTUBUPYCHBIMM JIEKAPCTBEHHBIMY IIpeItapaTaMy ISl MeAUIIMHCKOTO ITPMMeHeHMs, BKIIOUEHHBIMM B
repevyeHb KU3HEHHO HeOOXOAMMBIX U BasKHEMIIIMX JIeKaPCTBEHHBIX IIperapaToB (Jagee COOTBETCTBEHHO -
00JIbHbIE, JIeKAaPCTBEHHbBIE TIPeItapaThl), MOPSIIOK U YCIOBUS TMIepeiaun JeKapCTBEHHbIX ITperapaToB



(dbemepaabHBIM OCYAAPCTBEHHBIM YUPEXKIEHNUSIM, OKa3bIBAIOIIMM MEAUIIMHCKYIO ITOMOIIb,
roABeIoMCTBeHHbIM deepasTbHOMY MeIVKO-010/IOTMYeCKOMY areHTCTBY, a TAKKe B COOCTBEHHOCTh
cyobekToB Poccuiickoit @emepaiiumn.

2. icrounnkamu prHAHCMPOBAHMS OpraHM3aIy 00ecreueHms JJeKapCTBeHHbBIMM ITperapaTaMy 00TbHbIX
SIBJISTIOTCSI OI0/IKeTHbIE aCCUTHOBAHMS, IIPeIyCMOTpPeHHbIe B pemepaabHOM GomkeTe MUHUCTEPCTBY
3npaBooxpaHeHMs Poccuiickoit ®emepan.

3. IIpaBo 60JILHOTO Ha OOecIleueHye JIeKapCTBeHHbIMM ITperapaTaMy BOSHMKAET CO THS BKIIOUEHM S
CBeleHMii 0 HeM B efepasibHbIN WM B PETMOHATbHbIN cerMeHThl PeiepaabHOTO perucTpa Jmii,
MHOUILIMPOBAHHBIX BUPYCOM MMMYyHOAeDuIiinTa yesoBeka (manee - @efepanbHblil perucTp).

[ata BK/IIOUeHMST 60TbHOTO B yKa3aHHbIE CeTMeHThI PeepaabHOTO perucTpa Gukcupyercs gedammum
BpauoM B MeIUIIMHCKOM KapTe aMOyIaTOPHOro 60JbHOTO UM UCTOPUM Pa3BUTKUS pebeHKa.

4. Opranusaius obecreueHust MMHUCTEPCTBOM 37paBooXpaHeHMst Poccuiickoit @eneparium 3a cyeT
cpencTB demepasbHOro 610/AkeTa 60JbHBIX JIeKAPCTBEHHBIMM TTperiapaTaMy OCYIIeCTBIISIeTCS C yUeTOM
CTaHAAPTOB MeAUIIMHCKOI MOMOILM, KIMHUUECKUX PeKOMeHIaluii U cpeJiHeli KypCOBOii 103bl
JIeKapCTBEHHBIX IIperapaToB.

5. ®epgepanbHOe MeOMKO-OMOIOTMUECKOe aTeHTCTBO ¥ OPraHbl MCIIOJIHUTEbHO BIACTU CYObEKTOB
Poccuiickoit @enepaiinu B chepe OXpaHbl 30POBbS OMPeNesSioT COOTBETCTBEHHO MOABeIOMCTBEHHbIE
(denepanbHble TOCYAAPCTBEHHbIE YUPEKIEHNS, 0Ka3bIBaIOII/ie MeAULIMHCKYIO TTIOMOIIb, ¥ PACIIOI0KeHHbIe
B cyobekTax Poccuiickoir @emepaniyy opraHnusanym, MMeIoIe JUIIeH3MI0 Ha OCYIeCTBIeHe
MeaUIIMHCKOM 1 (M) GpapMaleBTUUECKO IesiTeIbHOCTY (Jajiee - OpraHM3aluu-TIoaydaTesnn), B Hesx
MOCTaBKM OpraHM3alysIM-TI0ydaTe/siM JIeKapCTBEHHBIX ITperapaToB.

Oprasbl UCIIOJIHUTENbHOI BIacTU CyobeKTOB Poccuiickoit @enepaunu B cepe oxpaHbl 3J0POBbSI, a TAKKe
depnepanbHOE MeANKO-OMOIOTMUECKOe aTeHTCTBO He Mo3aHee 1 HOSIOPSI TeKYIIero roja rnpeacTaBisiioT B
MuHuctepcTBo 3apaBooxpaHenns: Poccuiickoit @epepanyiy 3a4BKY Ha IOCTABKY JIeKAPCTBEHHbBIX
TpernapaToB (Jajee - 3asiBKM) 110 popMe, yTBEPXKIEHHON YKa3aHHBIM MMUHUCTEPCTBOM, C IIPUIOKEHMEM
000CHOBaHMIi IO X 06beMy, a TaKXKe MepeueHb OpTaHU3alMii-TI0TyyaTeseii.

[ToTpe6HOCTh (06BEM MOCTABKM) B JIEKAPCTBEHHOM ITperapare OrnpeesieTcs C yueTOM KIMHUUYEeCKUX
peKoMeHAaIMii U CpeHel KypCcOBOi J03bI JIEKAaPCTBEHHOTO ITperapaTa MCXOAs U3 eskeMeCSUHO
(dakTMUYeCcKoit MOTPe6HOCTY 6OJIbHBIX B JIEKAPCTBEHHBIX IIperapaTax B COOTBETCTBUM CO CBEAEHUSIMMU
perroHaJbHOro cermeHTa deepasbHOrO perucTpa 1 Heo6xoauMocT GopMMUpPOBaHMS 3amaca Ha 15
MeCsIIeB.

6. MuHMCTEPCTBO 3[ipaBooXpaHeHust Poccuiickoit @epepatinyu hopmupyeT KOMUCCHIO IO paCCMOTPEHUIO
3a51BOK (Jajiee - KOMMCCHS), YTBEPXKIAET IMOJIOXKeHMEe 0 KOMUCCUM U ee cocTaB. Komuccus Ha cBoem
3aceJaHMM pacCMaTpUBaeT 3asiBKM Ha IIpeMeT 000CHOBAHHOCTHM 3asIBJIEHHBIX 00b€MOB JIEKAPCTBEHHBIX
TpernapaTroB, TPy HEOOXOIMMOCTM KOPPEKTUPYET UX M COTJIACOBBIBAET C BbIHECEHMEM COOTBETCTBYIOIIETO
peleHusl.

CornacoBaHue 3asiBOK OCyLIE€CTBJISIETCS KOMUCCHeEN C y4aCcTUEM MpeaCcTaBUTeNNeli OPraHOB
MCIIOJTHUTETBHOI BJIaCTU Cy6beKTOB Poccuiickoit ®enepauyy u demgepaabHOro MeaMKO-0M0I0rMYeCKOTO
areHTCTBa (B TOM 4MCJjIe C UCIIOb30BaHMeM MHGOPMAIMOHHO-TeIeKOMMYHUKAIIMOHHBIX TEXHOIOTUIA).

7. 06beM MOCTABOK JIEKAPCTBEHHBIX ITpernapaToB popmupyeTcs B Ipeeax OI0IKeTHbIX aCCUTHOBAHMIA,
MpeyCMOTPEHHBIX B pefiepaibHOM 3aKOHe 0 (delepaJibHOM OI0/IKeTe Ha COOTBETCTBYIOMINIA (DVHAHCOBBIN
TOJI, ¥ TUTAHOBBIN TIEPUOI, U IMMUTOB OI0IKETHBIX 00S13aTEJTbCTB, TOBEIEHHBIX B YCTAHOBJIEHHOM ITOPSIIKE
no MuHMcTepcTBa 3apaBooxpaHennst Poccuiickoit @emepaiiny Ha 3aKyIKY JieKapCTBEHHBIX ITpeIapaToB.

8. B cooTBeTCTBMM C 06'beMaMM ITOCTABOK JIEKAPCTBEHHBIX ITPENapaToB, YTBEPKIEHHBIMM OpraHaMu
MCIIOJTHUTEIBHO BAaCTU CyobeKTOB Poccuiickoit @enepatiny B cepe oxpaHbl 310p0Bbs 1 DenepanbHbIM
MeIVKO-01O0JIOTMYECKMM areHTCTBOM C YUeTOM pellleHUsT KOMUCCUM, MUHUCTEPCTBO 3PaBOOXPAHEHUS



Poccuiickoit @epepaunu B yCTAHOBJIEHHOM 3aKOHOATe/IbCTBOM Poccuiickoit @enepanum nopsigke
OCYILECTBJISIET 3aKYIIKY JIEKapCTBEHHBIX TpernapaTros.

9. IlocTaBIIMKM JTeKapCTBEHHbBIX MpeIapaToB, Ollpeie/ieHHbIe B COOTBETCTBUM C 3aKOHOAATEIbCTBOM
Poccuiickoi ®epepauym, IpeacTaBiasioT B MMHUCTEPCTBO 34paBooxpaHeHus Poccuiickoi @enepaunu
odhopMmIeHHbIE B YCTAaHOBJIEHHOM IMOPSIKe JOKYMEHTHI, TOATBepsKaaioNe ¢hakT MoJydeHnust
OpraHM3aluyMsIMU-TIONy4YaTeSIMM JIeKapCTBEHHBIX ITpeIapaToB, B TOM UMC/Ie HaK/IaJHbIe M aKThI ITpMemMa-
repenauyu JieKapCTBEHHbIX ITPernapaTos.

10. MuHMCTEPCTBO 3apaBooxpaHeHust Poccuiickoit @emgepatiuy B TeueHne 10 pabounx gHei CO THS
MOCTYIIJIEHUS aKTa IpueMa-Inepenauu MpMHMMaeT Ha yYeT JeKapCTBeHHbIe MperapaTrsl U U3gaeT
pacropsiIuTeIbHbIE aKThI O TIepeaue JJeKapCTBEHHBIX ITPernapaToB B COOCTBEHHOCTh CYObEKTOB
Poccniickoit @epepannm ¢ ykazaHeM HOMEHKIIATYpPhl, KOJIMYeCTBa Y CTOMMOCTH JIeKapCTBEHHBIX
TperapaToB B OTHOIIEHUM KaXXI0ro cyobekTa Poccuiickoit ®emepanyn, a Takke @egepaqibHOMY MeIMNKO-
6110/I0TMYeCKOMY areHTCTBY C YKa3aHMeM HOMEeHKJ/IATypbl, KOJIMYECTBA ¥ CTOMMOCTY JieKapCTBEHHBIX
rpernapaTos.

11. MuHMCTEPCTBO 3apaBooXpaHeHust Poccuiickoit @epepaiiuy B TeueHue 5 paboumx JHEN cO THS U3TaHUS
pacrnopsiauTeabHOTO akTa, MpeayCcMOTpeHHOro myHKTom 10 HacTosiiero [TonoskeHus1, HanmpaBJsieT B
OpTraHbl UCIIOJTHUTEIBHOI BJIACTU Cy6BeKTOB Poccuiickoit ®emepaiiyu, ornpeneaeHHbIe BbICIIMMU
IO/DKHOCTHBIMM JIUIIaMU CyObeKTOB Poccuiickoii @enepatinyt (pyKOBOAUTESIMU BBICIIUX UCTIOTHUTETbHBIX
OpraHOB roCyAapCTBEHHO BlIacTy cyobeKTOB Poccuiickoit emgepanium) (manee - yIioTHOMOUYEHHbIE
oprassl), u ®efepasbHOE MEINKO-0MOJIOTUYECKOE aTeHTCTBO U3BEIleHNe O ITOCTAaBKe JIEKapCTBEHHBIX
rperapaToB U akT IpueMa-rnepegaun (B 2 s3K3eMIUIsipax), MOAIMCaHHbIE YKa3aHHbBIM MUHMCTEPCTBOM.

12. YnonHoMoueHHble opraHbl u @efepanbHOe MeJMKO-0MOI0rMueckoe areHTCTBO B TeueHue 5 pabounx
IHel co IHA MoTyYeHMs U3BeleHNs O ITI0CTaBKe JIeKapCTBeHHBIX IIpelapaToB U akTa lpueMa-Iepenaun,
MpeayCMOTPEHHbIX TYHKTOM 11 HacTosimero ITosiokeHnst, TOAMUCHIBAIOT U 3aBEPSIOT IevaThio 06a
9K3eMILISIpa U3BelleHNs O IOCTaBKe JIeKapCTBEHHbIX MTpernapaToB 1 06a 9K3eMIuIsipa akTa IpuemMa-
repenauy, ocjie yero BO3BpaunialoT B MMHMCTEPCTBO 34paBooXpaHeHus Poccuiickoit @epepauuy oovH
9K3eMIUISIP YKa3aHHOTO M3BellleHMs M OOVH 3K3eMIUISIP YKa3aHHOr0 aKTa [pueMa-Iepenaun.

13. YnonHoMoueHHble opraHbl 1 PefepanbHoe MeaMKO-610I0rMueckoe areHTCTBO Ha OCHOBaHUY aKTa
npueMa-repenayy, IpefycCMOTPeHHOro myHKToM 11 HacTtosiiero [lonoskeHus, IPMHUMAIOT Ha yUeT
JIeKapCTBeHHbIe MperapaTsl M B TeueHue 5 pabounx IHe co THS MoaydeHMs yKa3aHHOTO aKTa Ipuema-
repefayy U3LaK0T COOTBETCTBYIOLIME PACIIOPSAUTENbHbBIE aKThI O Ilepeiaye JeKapCTBeHHbIX IperiapaToB
OpraHM3aluysIM-I0JydaTeNsiM € yKa3aHKeM HOMEHK/IATypbl, KOIMYECTBA U CTOMMOCTY JIeKapCTBEHHBIX
NpernaparoB B OTHOUIEHUY KaxKA, 0l OpraHu3aluum-nosrydaTens.

14. Opranusauum-IoaydaTeu B TedeHne 2 pabounx JHei co JHS MOTyYeHUS JOKYMEHTOB,
MOATBEPKAAIIIMX Iepeady MM JieKapCTBEHHBIX MpelapaToB, MPMHMMAIOT JieKapCTBeHHbIe ITpernapaThl Ha
yueT, 060eCcreynBaroT UX COXPAaHHOCTH U 1ieJIeBOe UCI0/Ib30BaHMe.

15. MunuctepcTBO 3paBooxpaHeHust Poccuiickoit @emepaliuy B yCTaHOBJIEHHOM UM TOPSIIKE
OCYILeCTBJISIET MOHUTOPUHT ABVKEHMS U yUeTa JJeKapCTBEHHbIX ITperapaToB B cyobekTax Poccuiickoit
denepaiyy, JOBOIUT OO0 CBeAEHMS YIIOJTHOMOUYEHHbIX OpraHoB 1 ®enepajbHOr0 MeaMKO-010JI0TMYeCKOro
areHTCTBA IOJIyUeHHbIe 10 pe3y/bTaTaM MOHUTOPMHIA TaHHbIe, B TOM UMCJIe CBeIeHMsI O HOMEHKJIaType,
KOJIMYeCTBE ¥ CTOMMOCTM JIeKapCTBEHHBIX ITperapaToB, 00 OTCYTCTBUM OTPEOHOCTY B OTAEIbHBIX
JIeKapCTBEHHBIX Tpernaparax J1b0 0 MOsIBJIeHUM TOMIOTHUTEIbHOM IMTOTPEOGHOCTY B JIEKAPCTBEHHBIX
rperaparax B CBSI3) C M3MEHEeHMEeM UMCIEHHOCTY O0IbHbBIX, MSMEHEHUSIMU B Ha3HAYEHUSIX
MeIUIIMHCKMMM pabOTHMKAMM JIEKaPCTBEHHbIX ITPerapaToB 60JIbHBIM U COTIaCOBLIBAET
repepacrmpezeaeHue JIeKapCTBEHHBIX ITPerapaToB Mexkay cyobekramu Poccuiickoit @emgepanyu u
denepaJbHBIM MeAVKO-0MOJIOTMYECKUM areHTCTBOM.

16. Tlepemaua ekapcTBEHHBIX IIperapaToB OAHMUM cyobeKToM Poccuiickoit @emepaliy B COOCTBEHHOCTD
npyroro cyobekTa Poccuiickoii @emepaliny oCcyliecTB/ISIETCS HA OCHOBAaHMM aKTa ITpuemMa-rnepenaun.



MuHMCTEPCTBO 3apaBooxpaHeH s Poccuiickoit demepaliniu yBeLOMIISETCs O Ilepeaye JieKapCTBeHHbIX
npemnapartoB B 10-IHeBHBIN CPOK MOCIe IMOAIMCAHMS aKTa MpueMa-Iepenauy yroJHOMOYeHHbBIMMU
OpraHaMMu.

[Tepenaya JleKapCTBEHHBIX ITperapaToB Mexkay cyobektamu Poccuiickoit @emepanyu u @emepanbHbIM
MeIVKO-0MO0JIOrMYeCKMM areHTCTBOM OCYIIECTBIISIETCSI HA OCHOBAHMM COOTBETCTBYIOIIETO
pacIopsiANTeIbHOTO aKTa YIIOJITHOMOUEHHOTO opraHa mian ®emepaabHOr0 MeaKO-0110I0TMY€eCKOro
areHTCTBA O Mepeave JieKapCTBEHHBIX ITpernapaToB, M3BellleHHs O ITIOCTaBKe JIeKapCTBEHHbIX IIPenapaToB U
aKTa npuema-rnepegaum. MUHUCTEpPCTBO 3[4 paBooxpaHeHus Poccuiickoin @enepalinm yBegoMIIsIeTCs O
repenayve JeKapCTBEHHBIX TpernapaToB B 10-IHEeBHBIN CPOK MMOC/Ie NOANMCAHNUS aKTa IpuemMa-mnepenaun
COOTBETCTBYIOIIMM YIIOJTHOMOUYEHHBIM OpraHoM 1 demepaabHbIM MeIMKO-010JIOTMYECKUM areHTCTBOM.

17. MuHuUCTEpPCTBO 3ApaBooxpaHeHust Poccuiickoi @enepaiiuy npeacTaBiisieT esxeKBapTaibHO, 40 10-ro
yica Mecsiia, CJaeIyIoIero 3a OTUETHBIM KBapTaaoM, B @efepanbHyI0 CIYKOY IO Hai30py B cdhepe

30 paBOOXpaHeHMS CBeJleHMsI O Tlepenade JieKapCTBEHHBIX MPeIapaToB YIIOJHOMOUYEHHBIM OpraHam U
denepasbHOMY MeAMKO-OMOJIOTMUECKOMY areHTCTBY M COTJIACOBAHHBIX ITepepaciipeie/IeHUsIX
JIeKapCTBEHHBIX TPerapaToB, B TOM YKUC/Ie MeXAY YIIOJTHOMOYEHHBIMU opraHamMmu U @enepanibHbIM
MeIMKO-0MOJIOTMUEeCKMM areHTCTBOM, B ILIeJISIX OCYIIECTBIEHNSI KOHTPOJIS 32 1ieJIEBBIM MCIT0/Ib30BaHUEM
JIeKapCTBEHHBIX IIperapaToB.

18. B 1esnisix obecrieueHnst 60IbHBIX JIEKAPCTBEHHBIMM MTpernapaTaMy B MOPSIAKe, YCTAHOBIEHHOM
3aKOHOZaTenbCcTBOM Poccuiickoit Penepanym, OCYLIeCTBIISETCS HA3HAYeHMe JIeKapCTBEHHBIX IPerapaToB
1 opopMIieHMe pelienITOB Ha JileKapCTBEeHHbIe TIperapaThl.

19. Ilpu Ha3HAueHMM 6OJILHOMY JIEKapCTBEHHBIX IPeIapaToB Jievaluii Bpau MHQOPMUPYET ero o
BO3MOSKHOCTM TTOTYYEHMSI UM COOTBETCTBYIOIINX JIeKAPCTBEHHBIX IIperapaToB 6e3 B3MMaHMsI MIaThl B
COOTBETCTBUM C 3aKOHOAATeIbCTBOM Poccuiickoi ®enepanmn.

20. B mesisix AMHAMMYECKOT0o Hab/MIoAeHMsT 3a 60JIbHBIM U COOTIOAEHUS TTIePUOANIHOCTY TTOCEIEeHMS UM
MeIUIMHCKOM OpraHM3anyy jedalyuM BpauyoM OmnpeaenseTcsl KOJIMueCcTBO JIeKapCTBEHHOTO Ipernapara,
eIMHOBPEeMEeHHO 0()OPMJIEHHOTO Ha PeleNTypPHOM 6j1aHKe B COOTBETCTBUM C PeKOMEHI0BaHHOI
CpegHeCYTOYHOJ KypCOBOJ 03011 ¥ CPOKOM, HA3HAUYEHHbIM [IJIST ITOCEIeHMSsI.

21. MenuumHCKast OpraHu3anust peaocTaBisieT 60JbHOMY (ero 3aKOHHOMY ITpeCTaBUTETIO)
MHboOpMaIMio 06 OpraHM3aLMsIX, PACIIOJIOXKEHHbBIX B 'PAHUIIAX MYHUIIUIIATbHOTO 00pa30BaHMsI 10 MeCTY
SKUTEIbCTBA MJIM MeCTy IpebbIBaHMSI (B CIy4yae eCjiv CpPOK MpeObIBaHMS MIpeBbIlIaeT 6 MecsiieB) 60IbHOTO U
OCYIIeCTBISIONMX OeCIIaTHBIM OTITYCK JIEKapCTBEHHbIX ITperapaToB, Ha3HAUeHHbIX JIevalliM BpayoM.

22. HazHaueHMe U OTITyCK 60JbHOMY (€r0 3aKOHHOMY Ipe/iCTaBUTE/TI0) TIeKapCTBEeHHbIX MperapaToB
OCYILIeCTBJISIETCSI B CPOK, He mpeBbliiiatoniuii 20 pabounx gHel co JHS BKIIOUEeHMs 60JIbHOTO B
peruoHaJibHbIN cerMeHT PeiepaibHOTO perucTpa.

23. B aiyyae Bble3ga 60bHOTO 3a Ipeaenbl cyobekTa Poccuiickoit @emepaniyy, Ha TePPUTOPUM KOTOPOTO
60/IbHOI MIPOXKMBAET, a TAKXKe 3a IIpe/iesibl TEPPUTOPUH, TToAJIeKalei obcaykuBannio denepaabHbIM
MeIVKO-0MO0JIOTMYeCKMM areHTCTBOM, Ha TePPUTOPUIO IPYroro cyobekTa Poccuiickoit ®emepauym mam
IPYTYIO TepPUTOPHIO, TTOJIEXAIYI0 00C/TyskMBaHUI0 PeepanbHbIM MeUKO-01MOOTUUECKUM areHTCTBOM,
Ha CPOK, He TpeBbIaIINi 6 MecsIieB, TAKOMY 60JTbHOMY OpraHOM MCITOJIHUTEIbHO BJIaCTY CyObeKTa
Poccuiickoit ®enepatinm B chepe oXpaHbl 30pOBbS WM DefepasbHbIM TOCYapCTBEHHBIM YUpeXXIeHUeM,
OKa3bIBAIOIIMM MEeIUIIMHCKYIO [TOMOIIb, [I0JIBEOMCTBEHHBIM DeiepaibHOMY MeIMKO-010JIOrMYeCKOMY
areHTCTBY, OpraHU3yeTCs obecrieueHue JieKapCTBeHHbIMM MTperiapaTaMy Ha CPOK IpyueMa, paBHbI CPOKY
ero Bble3/1a 3a IpeJesbl TeppuTopu cyobekta Poccuiickoit @emgepariun, a Takxke TeppUTOPUN,
rozyieskaiei oocryskupanuio egepaabHbIM MeIVMKO-0MOIOTUYECKUM areHTCTBOM, JIMOO0, YIUTHIBASI CPOKU
TOJHOCTM MMEIOIINXCSI OCTATKOB JIEKAPCTBEHHBIX ITPeIapaToB, o0ecrieueHe Takoro 60JIbHOT0
JIeKapCTBEHHBIMMU IIperapaTamMmy Ha COOTBETCTBYIOLIMI CPOK.

CBefeHMs O KOJIMYECTBE Ha3HAUEHHBIX UJIM OTHYIIEHHBIX 60JIbHOMY (€T0 3aKOHHOMY ITPeICTaBUTE/IO)



JIEKapPCTBEHHDBIX ITPEIIapaTOB BHOCATCSA B perMOHaHbeIVI CEerMEHT CDe,uepaanoro perucrtpa.

24. B cmyyae Bbie3ia 607bHOTO 3a Tpefiesibl cyobekTa Poccuiickoit denepaiivin, Ha TeppUTOPUM KOTOPOTO
60/1bHOI IPOXKMBAET, a TAKXKe 3a Ipe/iesibl TEPPUTOPUH, TToAJIexkaleit oocaykuBannio PenepaabHbIM
MeIMKO-O1O0IOTMUeCKMM areHTCTBOM, Ha TePPUTOPHIO IPYroro cyobekTa Poccuiickoit @egepauyy min
IPYTYIO TEPPUTOPHIO, TTOAJIeXKAITYI0 00cTyskuBaHNi0 PeepaabHbIM MeIMKO-0MOIOTMYECKMM areHTCTBOM,
Ha CPOK, ITpeBbIIIAINMIT 6 MecsILeB, UM B CIyyae M3MeHEeHMsI MeCcTa JXUTeIbCTBA TAKOMY O0JIbHOMY
Ha3HaualoTCs JIeKapCTBeHHbIe IperapaThl Ha CPOK Mpuema He 60Jiee OTHOTO Mecs1ia JInb0 OpraHu3yeTcst
OpraHOM MCIIOJTHUTEJIbHOI BiacTu cyobekTa Poccuiickoit @enepatiun B ccepe oxpaHbl 30,0POBbS UIH
(dbenmepanbHbIM roCcyIapCTBEHHBIM yUpeXAeHeM, OKa3blBAIOUIMM MeIUIMHCKYIO TTOMOIILb,
o/iBefoMCTBeHHbIM DeiepaibHOMY MeIMKO-0M0I0rMYeckoOMy areHTCTBY, obecrieueHne Takoro 60IbHOTO
JeKapCTBeHHbIMM ITperapaTamMiu Ha CpPOK MpuemMa He 60Jiee OTHOTO Mecs1ia.

CBeneHMsI O TAKOM O0JIbHOM TOAJI€XAT UCKIIOUEHUIO U3 PerMoOHaIbHOTO cerMeHTa defiepaibHOTO
perucTpa, KOTOpblii BeAeTCss OpraHOM MCIIOTHUTETbHOI BJacTi B chepe oxpaHbl 3I0POBbS CyOBbeKTa
Poccuiickoit ®epepaniym, C TeppUTOPUM KOTOPOTO Bbie3KaeT 60IbHOI, MK dheepaJbHOTO CeTMeHTa (B
cJTyyae Bble3/ia 60JIbHOTO C TePPUTOPUM, o Ieskallei 06cmyskuBanmnio OenepasbHbIM MeqUKO-
6110/I0TMYeCKUM areHTCTBOM) U repefaue (B TOM UKc/ie C UCTI0JIb30BaHKeM MHGOPMAaIMOHHO-
TeIeKOMMYHMKAI[MOHHBIX TEXHOJIOTUIT) OpraHy MCIIOTHUTENbHOM BAACTU B chepe OXpaHbl 3I0POBbS
cyobekTa Poccuiickoit demepaiium, Ha TEPPUTOPIIO KOTOPOTO Bhexas 60abHOM, iy OemepagsbHOMY
MeIVKO-010JIOTMYeCKOMY areHTCTBY /IS BKIIOUEHMSI B YCTAHOBJIEHHOM MOPSIAKE B IPYTOil perMOHaIbHbIN
cerMeHT win ¢enepanbHbIit cerMeHT PefepaqbHOIO perucrpa.

IaToi1 BKIIOUEHMSI B TAKMUX CTyYasiX CBEeJIeHMIT O 60JTbHOM B IPYTOil peTMOHAIbHBINA CETMEHT WK
denepanbHbIii cermeHT PeepaabHOIO PEIUCTPa SABISIETCS OeHb, CAeOYIONMI 38 JHEM UCK/ITIOUeHUS B
COOTBETCTBUM C a63a1ieM BTOPBIM HACTOSIIETO ITYHKTA CBEIEHNIT O HEM M3 COOTBETCTBYIOIIETO
permoHaabHOTO cerMeHTa uin ¢eaepasbHOro cermeHTa ®eepasbHOrO pPerucTpa.

25. Opras UCITOJTHUTEIbHOJ BJIaCTU B cpepe oXpaHbl 3M0pOBbsI cyobekTa Poccuiickoit demepanyn, ¢
TepPUTOPUM KOTOPOTO Bbiexas 60/bHOI, man PefgepanbHoe MeAMKO-O0MOJIOTMYeCKOe areHTCTBO (B ciIydae
BbIe3/1a OOJLHOTO C OOC/TY;KMBAEMOJ UM TEPPUTOPUM) IIPEACTaBISIET (B TOM UKC/Ie C UCIIO/Ib30BaHUEM
MHMOpMaIMOHHO-TeIe KOMMYHMKAIIMOHHBIX TeXHOJIOTUI) TI0 3aIIpOCy OpraHa UCIIOJTHUTENbHO BJIacTU B
cdhepe oxpaHbI 3I0POBbS cyobekTa Poccuiickoit demepalinm, Ha TEPPUTOPUIO KOTOPOTO Bbexasl 60JbHOIA,
mnu deepaqbHOTO MeOMKO-OMOIOTMUECKOTO areHTCTBA (B c/yuae Bbhe3aa 60bHOr0 Ha 00CTyXK1BaeMYyIo
MM TePPUTOPHIO) CBEAEHMS O KOJIMUECTBE Ha3HAUEHHBIX WM (GaKTUUECKH ITPe0CTaBIeHHbIX O0JIbHOMY
(ero 3aKOHHOMY IIpeCTaBUTEIIIO0) JIEKAPCTBEHHBIX MTPenapaToB B COOTBETCTBUM C ITyHKTOM 24 HACTOSIIIETO
[TonoxeHmns.".

2. ITonoskenue 06 opranu3saiuy obecrieueHus Jull, 60JIbHBIX TYOEPKYJIE30M C MHOKECTBEHHO
JIeKapCTBEHHO YCTOMUMBOCTBIO BO3OYAUTEISI, aHTMOAKTEepUAIbHBIMU U IIPOTUBOTYOEPKY/TI€3HBIMMU
JleKapCTBEHHBIMU MperapaTaMu s MeIUIMHCKOTO IIPUMEeHEeHMs, YTBepsKIeHHOe YKa3aHHbIM
[IOCTAaHOBJIEHMEM, U3JIOKUTD B CJIeIYIOIIeN pegaKiyn:

"YTBepKIeHO

rocraHoByieHeM [IpaBuTenbCTBA
Poccuiickoi @enepaninmu

oT 28 mekabpst 2016 . N 1512

(B pemakiuuu IMOCTAaHOBJIEHUS
[TpaBuTtenbcTBa Poccniickoit depgepanum
ot 28 aBrycra 2019r. N 1110)

[TOJIOKEHUE
Ob OPTAHUM3AIIMM OBECIIEYEHNWA JINL, BOJIbHBIX TYBEPKVJIE30OM
C MHO>XECTBEHHO¥ JIEKAPCTBEHHOK YCTOMUYMBOCTbBIO BO3BYIUTEJI,
AHTUBAKTEPUAJIbHBIMU U ITPOTUBOTYBEPKYJIE3HBIMU JIEKAPCTBEHHBIMU
[TPETTAPATAMU 1JI4 MEOULIMHCKOI'O ITPUMEHEHNA



1. Hactosimiee ITonoskeHne ycTaHaBAMBAET MOPSIIOK OpraHu3aIMy obecrieueHus Jauil, 60JbHbIX
TyGepPKYJIe30M C MHOKECTBEHHOI! JIEKAPCTBEHHO YCTOYMBOCTBIO BO30YIUTEIS (Iajiee - OOJIbHbIE),
AHTUOAKTEPUATbHBIMU U ITPOTUBOTYOEPKYJIE3HBIMM JIEKAPCTBEHHBIMM ITpeIiapaTaMu ISl MeIUIIMHCKOTO
MIpUMeHEeHMS, TIpeJHa3HaYeHHbIMM [IJISI JIEUEHMSI 9TOTO 3a00/1eBaHMS ¥ BKIIIOUEHHBIMU B ITepeUeHb
SKM3HEHHO HeOOXOIVMbIX M BaXKHEMIIMX JIeKapCTBEHHbIX IIPernapaToB (Jajiee - JIeKapCTBeHHbIe
Tperaparal), a TakKe MOPSIOK U YCJIOBUSI TTepelauy JIeKapCTBEHHBIX ITPeIapaToB B COOCTBEHHOCTD
cyobekToB Poccuiickoit @emeparum.

2. icrouHnkoM (prHaHCMPOBaHMS OpraHuU3aImy obecreueHms 60JbHBIX TeKapCTBEHHBIMM ITperapaTamu
SIBJISTIOTCSI OI0/I)KeTHbIE aCCUTHOBAHMS, IIPpeIyCMOTpPeHHbIe B pemepaabHOM G1omkeTe MUHUCTEPCTBY
3npaBooxpaHeHMs Poccuiickoit ®emepain.

3. IIpaBo 60JILHOTO Ha OOecIleueHye JIeKapCTBEHHbIMM ITpeIapaTaMy BOSHMKAET CO THS BKIIOUEHMSI
CBeJleHIi1 0 HeM B perMOHaJIbHbIN cerMeHT De/lepasibHOTO PerucTpa juil, 60JbHBIX TYOEpKy/Ie30M (Haee -
®denepanabHbI PETUCTD).

IaTa BKIIOUEeHMST 60IbHOTO B PETMOHA/IbHBIN cerMeHT PeiepasibHOTO perncTpa GUKCUPYETCs Jieuanum
BPavyoOM B MeIMIIMHCKOM KapTe aMOy/IaTOPHOIO 60JIbHOIO MJIM UCTOPUM pPa3BUTKUS pebeHKa.

4. Opranusanusi obecreueHnst MMHMUCTEPCTBOM 3[ipaBooxpaHeHus Poccuiickoit ®enmepanm 3a cyeT
cpencTB (enepanbHOrO O10KeTa 60/bHBIX JIeKapCTBEHHBIMM IIperapaTaMi OCyIeCTBISIeTCS ¢ yUeTOM
CTaHIAPTOB MeIULMHCKOV MOMOIM, KIMHUYECKUX PeKOMEeHA AL U CpeHeli KypCOBO SO3bI
JIeKapCTBEHHBIX IIperaparos.

5. OpraHbl UCTIOJTHUTEJIBHOM BiacTu cyobeKToB Poccuiickoit Demepaiinu B cepe oxpaHbl 30POBbS He
ro3aHee 1 HOSIOPS TEKYIIEro rojia MpeACcTaBIsSIIOT B MMHMCTEPCTBO 3paBoOXpaHeHust Poccuiickoii
denepalvy 3asiBKM Ha ITOCTaBKY JIeKAPCTBEHHbIX ITpernapaToB (majee - 3asiBKM) 1o Gopme, yTBEPKIEHHO!
yKa3aHHbIM MMHMCTEPCTBOM, C IPUIOKEHEM 000CHOBAHMIA IT0 UX 00BbEMY, a TaKKe ITepeueHb
OopraHu3auuit, MMeIONMX JULEH3UI0 Ha OCYyIeCTBIeHe MeIUIIMHCKOM 1 (1) dhapMalieBTUIecKoi
nesiTeTbHOCTU B cyObeKTax Poccuiickoit demepaniyu (manee - opraHu3auu-1oayyuaTesin), B Iessax
IMOCTaBKY OPraHU3alUsIM-TI0/ydyaTesIsIM JIeKapCTBEHHbIX ITpernapaTos.

[TorpebHOCTD (06BEM MTOCTABKM) B IEKAPCTBEHHOM IIperapare OIpeesisieTcs ¢ y4eTOM KINMHUYECKUX
peKOMeHIaluiT U CpelHel KypCOBOI 103bl JeKapCTBEHHOTO MperapaTa UCXOIs U3 esxxeMeCsYHOi
(akTMUecKoii MOTPeOHOCTY O0TBbHBIX B JIEKAPCTBEHHBIX ITPerapaTax B COOTBETCTBUM CO CBEIEHUSMU
permoHajabHOro cermeHTa ®enepajbHOIO PerucTpa M HeooxoaumMocTu GopMUpoBaHMS 3amaca Ha 15
Mecs1eB.

6. MuHMCTEPCTBO 3paBooXpaHeHust Poccuiickoit @egepanium popmMupyeT KOMUCCHIO IO pACCMOTPEHUIO
3asBOK (Jajiee - KOMUCCHST), YTBePXKAAeT M0JIokKeHMe 0 KOMUCCUM U ee cocTaB. Komuccust Ha cBoeM
3aceaHUM pacCMaTpPUBAET 3asIBKM Ha ITpeAMeT 0O0CHOBAHHOCTY 3asIBJIEHHBIX 00'beMOB JIEKAPCTBEHHBIX
MpernaparoB, TPy HEOOXOAMMOCTY KOPPEKTUPYET UX U COIIACOBBIBAET C BIHECEHMEM COOTBETCTBYIOIIETO
pelieHus.

CornacoBaHMe 3asABOK OCYILECTBJISIETCSI KOMUCCHEN C yUyacTUeM IpeCcTaBUTeNeli OpraHOB
MCIIOJIHUTETBHOM BIACTH CyobeKTOB Poccuiickoit demepatiyiy (B TOM UMCJIE C MCIIO/Ib30BAHUEM
MHGOPMAIMOHHO-TeJIEKOMMYHUKAIIMOHHBIX TeXHOJIOTHIA).

7. O6beM MMOCTABOK JIEKAPCTBEHHBIX MTpeIapaToB (OpMMUPYETCS B Ipeesiax 010 KeTHbIX aCCUTHOBAHMIA,
MpeyCMOTPEHHBIX B (eflepaibHOM 3aKOHe 0 deepasbHOM OI0/KeTe Ha COOTBETCTBYIOIIMI (DMHAHCOBBIN
rOJ, ¥ TUIAHOBBIV TTePUOI, U IMMUTOB OIO/I)KETHBIX 00513aTeIbCTB, JOBEIeHHbBIX B YCTAHOBJIEHHOM IOPSIIKE
o MuHMCcTepCTBA 3/ipaBooxpaHenns: Poccuiickon @enepanny Ha 3aKyIKY JIeKapCTBEHHBIX ITPeInapaTos.

8. B cooTBeTCTBMM ¢ 06'beMaMM IMOCTAaBOK JIeKAPCTBEHHBIX ITPenapaToB, YTBePKIeHHbIMIU OpraHaMu
MCIIOJIHUTEIbHO BIacTU CyobekTOB Poccuiickoit @enepanyy B chepe oxXpaHbl 370POBbSI C YIETOM
peleHNns KOMUCCUM, MMHUCTEPCTBO 34 paBooxpaHenus Poccuiickoit @efepaliiy B yCTAHOBJIEHHOM
3aKoHOAaTenbCTBOM Poccuiickoit denepanyy opsifike oCyLieCcTBsIeT 3aKyIKY JJeKapCTBEHHbBIX



rpernaparos.

9. [locTaBIIMKY JIeKapCTBEHHBIX MTPEINapaToB, OlpefeleHHble B COOTBETCTBUY C 3aKOHOLATE/IbCTBOM
Poccuiickoit @enepaiiviu, peacTaBasSiOT B MMHMUCTEPCTBO 3apaBooxpaHeHns: Poccuiickoi @emepaniin
odbopmiieHHbIe B YCTAaHOBJIEHHOM IMOPSIAKe JOKYMEHTbI, MOATBepKaatole (hakT MoJydeHnst
OpraHu3alusIMM-I10JydaTeIIMy JJeKapCTBEHHbIX IIpeliapaToB, B TOM UMCjie HaK/JIaJHble M aKThbl IIpuema-
repefauy JeKapCTBEeHHbBIX TPernapaTos.

10. MunuctepcTBO 3mpaBooxpaHeHus Poccuiickoii @emepaiiy B Teuenue 10 pabounx mHeN co JHS
MMOCTYIUIEHMS aKTa MpueMa-Iepeaauy IpMHMMAeT Ha yueT JieKapCTBEHHbIe MperapaTsl ¥ U34aeT
pacropsiiuTebHbIe aKThI O TIepeiaue JJeKapCTBeHHBIX IIpernapaToB B COOCTBEHHOCTh CYyObEKTOB
Poccuiickoit @enepaiiu ¢ ykKazaHMeM HOMEHKIIATyPbl, KOJIMYECTBA U CTOMMOCTU JIEKapPCTBEHHBIX
MperapaToB B OTHOIIEHUM Kaka0ro cyobekta Poccuiickoit ®emepanyin.

11. MuHMCTEPCTBO 3apaBooXpaHeHust Poccuiickoit @epepaiiuy B TeueHue 5 paboumx JHEN co THS U3OaHUS
pacCIiopsAUTENIbLHOTO aKTa, MpeayCMOTPEHHOTO IMyHKTOM 10 HacTosiero I1onoxkeHns, HarpaBJseT B
OpraHbl MCIIOJHUTEIBHOM BJIaCTU CyObeKTOB Poccuiickoit ®enepalinm, onpeieieHHbIe BbICITMMU
IO/DKHOCTHBIMM JTUIIAMM CyObeKTOB Poccuiickoii ®emgepaniuy (pyKOBOAUTESIMU BBICIINX UCIIOTHUTETbHBIX
OpraHOB roCcyIapCTBEHHOI BJacTy CyobeKTOB Poccuiickoit @enmepatinm) (manee - yrioJHOMOYEHHbBIE
OpraHbl) U3BellleHre O IMOCTABKe JIEKAPCTBEHHBIX MPernapaToB U akT IpueMa-repenaun (B 2 IK3eMIUISIpax),
MOAIMCAaHHbIe YKa3aHHBIM MUHUCTEPCTBOM.

12. YrionHOMOY€eHHbIe OpTaHbl B TeUeHMe 5 pabouunx JHeii Co AHS MOTyueHUs U3BelleHMsI O TTIOCTaBKe
JIleKapCTBEHHBIX IPernaparoB U aKkTa Ipuema-Iepenaun, npeyCMOTPeHHBIX TyHKTOM 11 HacTosIero
[Tosno>keHMs1, MOAIMCHIBAIOT U 3aBEPSIIOT IIeYaThio 00a 9K3eMILIsIpa M3BelleHUs O TOCTaBKe
JIeKapCTBEHHOTO IpernapaTa 1 06a 3K3eMIUIsipa aKkTa lpuema-rnepesaun, rnocjie 4ero BO3BpaujaoT B
MunuMcTepcTBO 3apaBooxpaHeHMs1 Poccuiickoilt @enepaliy OAVH 3K3eMIUISIP YKa3aHHOTO U3BeLleHUs U
OVIH 5K3eMIUISIP YKa3aHHOT0 aKTa IpuemMa-Inepenaun.

13. YIOTHOMOUY€EHHBIVi OpTaH Ha OCHOBaHMM aKTa MpueMa-nepenaun, NpegycMOTPeHHOTO MyHKToM 11
Hacrosiero [TososkeHus:, MPUHMMAET Ha yUeT JieKapCTBeHHbIe MpernapaTsl U B TeueHue 5 pabounx mTHe co
IHS TIOTyYeHMs YKa3aHHOTO aKTa IpueMa-Iepenaun u3naeT pacnopsiAUTeNbHbIN akT O lepefave
JIeKapCTBEHHBIX MpernapaToB OPraHM3alysIM-TI0/IydaTeNsIM C yKa3aHeM HOMEeHK/IATypbl, KOIU4YecTBa U
CTOMMOCTM JIeKapCTBEHHBIX MIPENapaToB B OTHOLIEHUY KaXI0l OpraHu3alyum-nonayJaTers.

14. OpraHusanuu-1oayyaTe/in B TeueHme 2 paboumx AHew co IHS MOTyIeHUs JOKYMEHTOB,
MOATBEPKOAIIMX ITepefavy UM JIeKapCTBEHHBIX MIpernapaToB, IPMHMUMAIOT JieKapCTBEHHbIE TpernapaThbl Ha
yueT, 00ecIeumBaloT UX COXPAHHOCTD U IeJIeBO€e UCII0/Ib30BaHMe.

15. MunuctepcTBO 3paBooxpaHeHust Poccuiickoit @emepaliny B yCTaHOBJIEHHOM UM TIOPSIIKE
OCYILeCTBJISIET MOHUTOPWHT ABVKEHMS U yUeTa JJeKapCTBEHHBIX ITpernapaToB B cy6bekTax Poccuiickoit
depepaliviy, TOBOAUT A0 CBeJeHMs YIIOJHOMOUYEHHbBIX OPTaHOB ITOJyYeHHbIe M0 pe3yJabTaTaM
MOHUTOPMHTA laHHbIe, B TOM UM CJie CBeJleHMsI O HOMEeHK/IaType, KOJIMUeCTBe 1 CTOMMOCTMU JieKapCTBEHHbIX
MpernaparoB, 06 OTCYTCTBUM ITOTPEOHOCTH B OTAEIbHbIX JJEKAPCTBEHHBIX ITperaparax Jm1bo o MosiBIeHUA
IOIIOJIHUTE/IbHOM MTOTPEOHOCTH B JIEKAPCTBEHHBIX ITperapaTax B CBSI3M C MU3MEHEHMEM B CyObEKTe
Poccuiickoit ®emepaliyy YMCJI€HHOCTM OOJIbHBIX, MU3MEHEeHMUSIMYM B Ha3HAUEHMSIX MeIUIIMHCKUMU
pabOTHMKAMM JIEKaPCTBEHHBIX MPeIapaToB 60JIbHBIM M COTJIACOBBIBAET IepepacrnpeiesieHue
JIeKapCTBEHHBIX MTpernapaToB MeXIy cyobekTamu Poccuiickoit denmepaiimm.

16. Tlepenmaua jekapcTBEHHBIX TIperiapaToB OAHMUM cyobekToM Poccuiickoii Demepaliuy B COOCTBEHHOCTh
npyroro cy6bekta Poccuiickoit @enepaiiyin ocyiecTBasIeTCSl HA OCHOBAaHMM aKkTa IpueMa-repesaun.
MunuMcTepcTBO 3apaBooxpaHeHNs1 Poccuiickoilt @enepanim yBegoOMIISIETCS O Ilepefaye JieKapCTBeHHbIX
npernapaTtoB B 10-gHEBHBIN CPOK IOC/Ie MMOANMCAHNS aKTa IpuemMa-Inepenadyy yrioJHOMOYEeHHbIMU
OpraHamm.

17. MuHUCTEpPCTBO 3ApaBooxpaHeHust Poccuiickoi @enepaiiuy npeacTaBiisieT eskeKBapTaibHO, 4,0 10-ro



yycsia Mecsiia, caeAyollero 3a OTUeTHbIM KBapTaaoMm, B @efepanabHyio CJIysk0y IO HaA30py B chepe
3[paBOOXPaHeHMsI CBeJleHMsI O Mlepefjaue JTeKapCTBEHHBIX [TpernapaToB B COOCTBEHHOCTh CyObeKkTa
Poccuiickoit @emepannm 1 COrIaCOBaHHBIX IepepacipeeeHMsIX JieKapCTBEeHHBIX [IperapaToB MexXay
cyobekTamu Poccuiickoii @epepaliyu B LesIX OCYILLeCTBJIEHMSI KOHTPOJIS 3a I1e/IeBbIM MCII0/Ib30BaHMeM
JIeKapCTBEHHBIX MTpernapaToB.

18. B mesisax obecrieueHust 60JIbHBIX JIEKapCTBEHHbIMM ITpenapaTaMi B MOPSIAKe, yCTAHOBIEHHOM
3aKOHOaTeNnbCTBOM Poccuiickoii Demepaiinm, OCyIlleCTBIISIETCS Ha3HAUeHMe JleKapCTBeHHbIX IIperapaToB
1 oopMIIeHMe peLienITOB Ha JileKapCTBEeHHbIe TTperapaThl.

19. TIpu Ha3HaueHUM O6OJTBHOMY JIeKapCTBEHHbIX ITperapaToB jJevaluii Bpau MHGOpMUPYET ero o
BO3MOSKHOCTY ITOJTYYEHMSI UM COOTBETCTBYIOIINX JIEKAPCTBEHHBIX IIperapaToB 6e3 B3MMaHMsI IIaThl B
COOTBETCTBUM C 3aKOHOATENbCTBOM Poccuiickoit @enepanum.

20. B mesisiX AMHAMMYECKOT0 HAOII0AeHMST 32 60JIbHBIM M COOTIOAEHUS TTIEPUOANIHOCTY TTOCEIEHMS UM
MeJIUIIMHCKOM OpraHu3alyu jevyalyM BpauyoM OmnpeensieTcsl KoJIMuecTBO JIeKapCTBEHHOTO Ipernapara,
eIMHOBPEeMEHHO 0()OPMJIEHHOTO Ha PEIeNTypPHOM OJIaHKe B COOTBETCTBUM C PEKOMEH/I0BaHHO
CpeHeCyTOUYHO KypCOBOI 4030V ¥ CPOKOM, Ha3HAUYEHHBIM [IJIS1 ITOCELeH M.

21. MeguiiuHcKasi opraHm3aius rpeocTaBisieT 60JbHOMY (€r0 3aKOHHOMY ITpeICTaBUTETIO)
MHbopMaIMio 06 OpraHM3aLMsIX, PACIOJ0XKEHHbBIX B I'PAaHUIIAX MYHUIIUIIATbHOTO 00pa30BaHMs 110 MeCTY
SKUTEIbCTBA MJTM MeCTy IIpebbIBaHMS (B Cy4yae eCjiv CpOK MpeObIBaHMS MIPEBbINIAET 6 MecsieB) 60IbHOTO U
OCYIIeCTB/ISTIOIMX OeCIIaTHBIM OTITYCK JIEKaPCTBEHHbIX ITPerapaToB, Ha3HAUEeHHbIX JIeYaliM BpayoM.

22. Ha3HaueHMe 1 OTITYCK 60JIbHOMY (€r0 3aKOHHOMY ITpeICTaBUTEJI0) TeKapCTBEHHbIX ITperapaToB
OCYILIeCTBJISIETCSI B CPOK, He mpeBblatoniuii 20 pabounx gHel co JHS BKIIOUYEeHUS 60JbHOTO B
perMoHaJIbHEBIN cerMeHT PeiepaibHOTO permucTpa.

23. B aiyyae Bble3ga 607bHOTO 3a Ipeenbl cyobekTa Poccuiickoit ®emepaniyiu, Ha TePPUTOPUM KOTOPOTO
00JIbHOJT ITPOKMBAET, HA TEPPUTOPUIO APYroro cyobekTa Poccuiickoit @emepaliny Ha CpOK, HE
TIPEBBINIAIINI 6 MeCs1eB, OPraHOM MCIIOJHUTEIbHOI BiIacTu cyobekTa Poccuiickoit @epeparum B chepe
OXpaHbI 3[I0POBbS OPraHMU3yeTCsI obecreyeHre TaKoro 60JIbHOTO JIeKapCTBEHHBIMM ITpernapaTaMy Ha CPOK
rpueMa, paBHbI CPOKY €ro Bble31a 3a Impeesbl TeppuTopum cyobekta Poccuiickoit @emepanym, oo,
YUUTHIBASI CPOKM TOJHOCTY MMEIOIIMXCSI OCTaTKOB JIEKAPCTBEHHBIX ITPEIapaToB, 00ecrieyeHye Takoro
60JIbHOTO JIeKapCTBEHHbIMY TIpeliapaTaMy Ha COOTBETCTBYIONINI CPOK.

CBefeHMs 0 KOJIMYECTBE Ha3HAUEHHBIX UJIM OTHYIIEHHBIX 60JIbHOMY (€T0 3aKOHHOMY ITPeICTaBUTE/TIO)
JIeKapCTBEHHBIX MPernapaToB BHOCITCS B PETMOHA/IbHBIN ceTMeHT DelepabHOTO pernucTpa.

24. B ciryuae Bbie3ia 60JIbHOTO 3a Ipefiesibl cyobekTa Poccuiickoit @emgepanym, Ha TEPPUTOPUM KOTOPOTO
00JIbHOJ ITPOKMBAET, HA TEPPUTOPUIO APYroro cybbekTa Poccuiickoit ®emepaliyy Ha CPOK, ITPEBBIIAOLI T
6 MecsIIeB, WIM B CJTydae M3MeHEeHMsI MeCTa JKUTEJIbCTBA TAKOMY 00JIbHOMY Ha3HAUYAIOTCS JIeKapCTBEHHbIE
rperapaThl Ha CpOK IpyuemMa He 60j1ee 0JHOTO MecsIia Jinbo opraHoM UCIIOJHUTEIbHO BIacTU CyObeKTa
Poccuiickoit ®epepanny B chepe OXpaHbl 3I0POBbSI OPTaHM3yeTcsl obecrieueHe Takoro 60JIbHOT0
JIeKapCTBEHHBIMM ITperapaTaMy Ha CPOK IpyueMa He 60jiee 0THOTO MecsIia.

CBezieHMsI O TAKOM OOJILBHOM IOJJIEXAT MCKIIOYEHMIO 3 COOTBETCTBYIONETO PETMOHAIBHOTO CerMeHTa
denepasbHOTO PErUCTpa U Iepefave (B TOM UMCIIe C UCIIOIb30BaHMEM MH(POPMAI[MOHHO-
TeJIeKOMMYHMKAIIVMOHHBIX TEXHOJIOTMIA) OpraHy MCIIOJHUTEIbHOI BJIACTU B chepe OXpaHbl 3I0POBBSI
cyobekTa Poccuiickoit @emepaiium, Ha TEPPUTOPIIO KOTOPOTO BheXal O0IbHOM, /I BKITIOUEHUS B I PYToii
pernoHasbHbI cerMeHT PeepasbHOTO PerucTpa.

IaToi1 BK/IIOUeHMsI CBeieHUIt 0 60JbHOM B IPYToit perMoHaabHbIii cermeHT PefepaabHOrO permcrpa
SIBJISIETCSI I€Hb, CJIEAYIONIMIA 3a JHEM UCKJTIOUEeHMS B COOTBETCTBMMU C ab63alleM BTOPBIM HACTOSIIETO MyHKTa
CBelleHIIi 0 HeM U3 PerMoHaIbHOTO cerMeHTa @enepasbHOr0 permcTpa OpraHoM UCIIOJHUTE/IbHO BIaCTU
B cepe oxpaHbl 30POBbS cyobekTa Poccuiickoit demepatiyiu, ¢ TEpPUTOPUM KOTOPOTO BbieXasl 60JIbHOI.



25. OpraH UCIIOJHUTEIbHO BIacTU B cepe OXpaHbl 3M0POBbs cyobekTa Poccuiickoit @enmepaiinn, ¢
TePPUTOPUM KOTOPOTO Bbiexajl 60JIbHOI, ITpeacTaBiIsieT (B TOM UMC/Ie C UCII0/Ib30BaHUEM
MHMOPMaIMOHHO-TeJIeKOMMYHMKAIIMOHHBIX TeXHOJIOTUI) TI0 3aIIpOCy OpraHa UCITOJTHUTEIbHOM BJIacTU B
chepe oxpaHbI 3I0POBbS cyobeKTa Poccuiickoit demepalinm, Ha TEPPUTOPUIO KOTOPOTO Bbexasl 60JIbHOIA,
CBeJIeHMSI O KOIMUYeCTBe Ha3HauUeHHbIX MM (aKTUIeCKM MPeIoCTaBIeHHbIX 00JIbHOMY (€TI0 3aKOHHOMY
MpeaCTaBUTENIO) JIeKapCTBEHHBIX IIperapaToB B COOTBETCTBUM C IIYHKTOM 24 HacTosiero ITonoxenus.".



