NPABUTE/IbCTBO POCCUIMCKON BELEPALIAN

I[TOCTAHOBJIEHUE
oT 26 Hos16pst 2018 1. N 1416

O TIOPSIIKE
OPTAHU3AIIMU OBECIIEYEHMS JIEKAPCTBEHHBIMU MTPETTAPATAMU
JIVLI,
BOJIbHBIX TEMO®WIVE, MYKOBUCLIUZIO30M, TUTIO®U3APHBIM
HAHM3MOM,

BOJIE3HBIO T'OIIE, 3JIOKAYECTBEHHBIMU HOBOOBPA30BAHUSIMU
JIMM®OUIHON, KPOBETBOPHOI Y POJICTBEHHBIX UM TKAHEI,
PACCESHHBIM CKJIEPO30M, TEMOJIMTUKO-YPEMUYECKVIM
CUHIIPOMOM,

IOHOIIECKAM APTPUTOM C CUCTEMHBIM HAUAJIOM,
MYKOIIOJIMCAXAPUIO30M
I, I1 M VI TUIIOB, JIVLI TTOCJIE TPAHCIVIAHTAIIMY OPTAHOB
W (WIN) TKAHE, A TAKXKE O TTPU3HAHUY YTPATUBIIUMU CUITY
HEKOTOPBIX AKTOB ITPABUTEJIbCTBA POCCUINCKON ®EIEPALIU

B coorBeTcTBMM € ITyHKTOM 21 yacTu 2 ctatby 14 uyactamu 7 - 9 ctatbu 44
depnepanbHOro 3akoHa "O6 OCHOBaxX OXpaHbI 3J0POBbSI TPaKIaH B
Poccuiickoi ®emepauun’ IlpaButenscTBO Poccuiickoi ®enepanimn
MOCTAaHOBJISIET:

1. YTBepauTsh ripuiaraeMsbie:

[TpaBuia opra"HM3anyuy odbecrieueHnst JeKapCTBeHHbBIMY ITperapaTamMu JINII,
00JIbHBIX reModuIMel, MyKOBUCLIMA030M, TUITO(PM3apHBIM HAHU3MOM,
60s1e3HbI0 ['OlIle, 3/10KAaYeCTBEHHBIMIM HOBOOOPAa30BaHUSAMM JIMM(OUITHOI,
KPOBETBOPHOM U POACTBEHHBIX MM TKaHE, paCCeSTHHBIM CKJIEPO30M,
reMOJIMTUKO-YPEMUYECKUM CUMHAPOMOM, IOHOILECKUM apTPUTOM C
CUCTEMHBIM HauajioM, MyKkonoaucaxapunosom I, II u VI Tunos, i, rocie
TPaHCIJIAHTALIUU OPTAaHOB U (UJIU) TKAHEI;

[TpaBwia BeneHus denepanbHOTO perucTpa jnil, 60JbHbIX reMopumneit,
MYKOBUCLIMI030M, TUIIOMDU3apHBIM HAaHM3MOM, 60s1e3HbIo To1ire,
3JI0Ka4eCTBEHHbIMIM HOBOOOpa30BaHUSIMM TUMQOUIHOI, KPOBETBOPHOI U
POJICTBEHHBIX MM TKaHel, pacCesSTHHbIM CKJIEpO30M, TeMOIUTUKO-
ypeMu4eckuM CMHIPOMOM, IOHOIIECKMM apTPUTOM C CUCTEMHBIM HauajoM,



Mmykomnoaucaxapuzosom I, Il u VI Tunos, n1uij rocjie TpaHCIUIaHTALUU
OpraHoB U (WJIN) TKAHEI ;

repeveHb YTPATUBIIMX CUITY akTOB IIpaBuTenbcTBa Poccuiickoi
denepainu.

2. MuHucTepcTBY 3apaBooxpaHeHnst Poccniickoii enepaunm B
YCTAHOBJIEHHOM 3aKOHOAATenbCTBOM Poccuiickoit @epepanyy nopsake
OCYIeCTBUTD 3aKyTKy Ha 2019 rop ieKapCTBEHHBIX ITPenapaTos [J1s
MaTOTeHeTUYeCKOro JeueHMs JIUI, 60JbHBIX TeMOJTUTUKO-YpeMUUeCKIUM
CUMHIPOMOM, IOHOIIECKUM apTPUTOM C CUCTEMHBIM HAavyajaoM,
MmyKomoamncaxapuzosom I, Il u VI TMIIOB, BK/IIOUEHHBIX B [IepeueHb
SKM3HEHHO HEOOXOAVMBbIX M BaXKHEMIIMX JIEKaPCTBEHHBIX ITperapaTosB.

3. MuHucTepcTBY 3apaBooxpaHenus Poccuiickoit Penepanum naBaTh
pa3bsICHEHMS 110 IPUMeHEHUIO TIpaBuJl, YTBEPKIEeHHbIX HACTOSIIIUM
MOCTAaHOBJIEHUEM.

4. Hacrosiee mocTaHOBJeHMe BCTynaeT B cuiy ¢ 1 suBaps 2019r., 3a
MCKJ/IIOUEeHMEeM MYHKTa 2, KOTOPbIii BCTyIaeT B CUJTy CO AHS OPULIMATbHOTO
OMyOIMKOBaHMSI HACTOSIIErO TOCTAHOBIEHUS.

IIpencenarens [IpaBuTeibCTBa
Poccuiickoit @enepatin
O.MEIBEJIEB

YTBepKAeHbI

rnoctaHoB/ieHueM [IpaBuTe/bCTBA
Poccuiickoit @enepatiyin

oT 26 HOs16pst 2018 1. N 1416

[IPABUJIA
OPTAHU3ALIMU OBECITEYEHMS JIEKAPCTBEHHBIMU ITPEITAPATAMU
JIWII,
BOJIBHBIX TEMO®UIIVEN, MYKOBUCHIO30M, TUITIO®V3APHBIM
HAHU3MOM,

BOJIE3HBIO I'OIIIE, 3JIOKAYECTBEHHBIMY HOBOOBPA3OBAHNSIMU
JIMM®OUIHOM, KPOBETBOPHO! 1 POZICTBEHHBIX UM TKAHEM,
PACCESIHHBIM CKJIEPO30M, TEMOJIUTHKO-YPEMUYECKIIM
CUHIPOMOM,

IOHOIIECKVIM APTPUTOM C CUCTEMHBIM HAUAJIOM,



MYKOIIOJIICAXAPHIIO30M
I, Il Y1 VI TWUITIOB, JIULI ITOCJIE TPAHCITJIAHTAIIVA
OPT'AHOB U (WJIV) TKAHEM

1. Hacrosuiue IIpaBuia ycTaHaBIAMBAIOT MOPSAOK OpPTaHU3aL U
obecrieueHust i1, 6OJIbHBIX TeMODWINEl, MyKOBUCIIMIO30M,
runodu3apHbIM HAHM3MOM, 60J1Ie3HbI0 'o11Ie, 3/T0KaUeCTBEHHBIMU
HOBOOOpa30BaHMUSIMM IMMGOUIHO, KDOBETBOPHO U POACTBEHHBIX UM
TKaHel, pacCeTHHBIM CKJIEPO30M, TeMOJIUTUKO-YPEMUYECKUM CUHAPOMOM,
FOHOIIIECKUM apTPUTOM C CUCTEMHBIM HauaJIOM, MYKOIIOJIMCaXapumos3om I,
IT m VI Tumnos, nuij 1mocjie TpaHCIVIAHTAlMY OPTraHOB U (MJIM) TKaHen (manee
- 607IbHBIE), TeKAPCTBEHHBIMM ITperapaTaMu s MeAUIIMHCKOTO
MpMMeHeHUs, TpeJHa3sHauYeHHbIMM JJ1s1 JIeueHMsl 9TUX 3a60/IeBaHMiA, TI0
yTBepXaeHHoMY IIpaBuTenbcTBOM Poccuiickoiln @enepalinm nepevyHo
JleKapCTBEHHbIX IpernapaToB, cChOpMMUPOBAHHOMY B YCTAHOBJIEHHOM UM
rnopsiake (masee - JeKapCTBEHHbIE MMpeIapaThl), a TAKKE MOPSITOK U YCITOBUS
repeiauy eKapCTBEeHHBIX IpenapaToB B COOCTBEHHOCTh CyObeKTOB
Poccuiickoit ®enepaniin.

2. icTouHMKOM (MHAHCUPOBAHMS OpraHu3aluy obecreuyeHns 60IbHbIX
JIeKapCTBEHHBIMU TIPerapaTaMy SIBJISIOTCS O10/KeTHbIE aCCUTHOBaHMSI,
npeaycMOTpeHHbIe B penepasbHOM GoakeTe MUHUCTEPCTBY
3apaBooxpaHeHus Poccuiickoit @emepaiim.

3. IIpaBo 6071bHOTO Ha OOecIIeueHNe JIeKapCTBEHHBIMM TTperapaTaMu
BO3HMKAET CO HS BK/IOUEHUS CBeJeHNUI O HEM B PerMOHAJIbHbI CErMEHT
demepalIbHOTO perucTpa Juil, 60JbHBIX reModuInein, MyKOBUCIIMI030M,
runodu3apHbIM HaHM3MOM, 6071e3HbI0 ['ollle, 3/T0KaYeCTBEHHbBIMU
HOBOOOpa30BaHMUSIMU IMMGbOUIHO, KDOBETBOPHO U POACTBEHHBIX UM
TKaHei, pacCesTHHbIM CKJIePO30M, FeMOJUTUKO-YPeEMUUECKUM CUHIPOMOM,
IOHOIIIECKMM apTPUTOM C CUCTEMHBIM HauaJIOM, MYKOTIOJIMCaXxapua03om I,
IT m VI Tumos, nui mocjie TpaHCIVIAHTALMY OPTraHOB U (MJIM) TKaHe (manee
- ®emepanbHBINA PETUCTD).

JlaTa BKJIIOUEeHMSI 60JIbHOTO B perMOHajIbHbIN cerMmeHT denepasbHOTO
peructpa bUKCHUpPYyeTCs JievaluM BpauoM B MeJUIIMHCKOM KapTe
aMOyJ1IaTOPHOTO OOJILHOTO WJIM MCTOPUM PA3BUTUSI peOeHKa.

4. Opraumusanus obecreueHust MMHMCTEPCTBOM 34 PaBOOXPaHEHMS
Poccuiickoit ®enepanym 3a cueT cpencTB pemepaabHOro 610/1KeTa 60JIbHbIX



JIeKapCTBeHHbIMU TIperiapaTaMy OCYILeCTBISIETCS C YYeTOM CTaHIapTOB
MeIUIMHCKOM IMTOMOIIM, KIMHUYECKUX PeKOMeHAaLuii (IIpOTOKOJJIOB
JIeUeHusT) ¥ CpeJiHell KypCOBOi 03bI IeKaPCTBEHHBIX ITPerapaTosB.

5. Opranbl rocyiapCcTBeHHOI BIacTu cy6bekToB Poccuiickoit ®emepanym B
cdepe oxpaHbl 3I0POBbS He TIO3/IHee 1 HOSIOPS TEKYIero roaa
NpenCcTaBIsasioT B MMHMCTEPCTBO 34 paBooxpaHeHust Poccuiickon
depepaluy 3asBKM Ha MTOCTABKY JIeKapCTBEHHBIX MTperapaTos Mo Gpopme,
YTBEPKIEHHO YKa3aHHbIM MMHUCTEPCTBOM (Zajee - 3asiBKM), C
MpUIOXKeHeM 000CHOBaHMI 110 UX 06beMY, a TaKKe repevueHb
OpraHmu3alunii, MUMerIVX JULEeH3UI0 Ha OCYLeCTB/IeHNe MeIULMHCKOM U
(unu) papmalieBTUUECKO AesaTelbHOCTU B CyobeKkTax Poccuiickoit
denepauyu (majee - OpraHM3aLUU-TII0JIy4YaTelINn), B LessIX IT0CTaBKU
OpraHu3auusIM-II0ayJyaTesiM JieKapCTBEHHBIX ITperapaTos.

[ToTpe6HOCTH (06bEM ITOCTABKM) B JIEKAPCTBEHHOM IIperapare
ompezensieTcs C yYeTOM KIMHUUECKMUX peKOMeHanuii (IpOTOKOJIOB
JIeUueHUs1) U CpeHe KypCOBOii 4,03bl JIEKAPCTBEHHOTO TIpernapaTta UCX04s U3
exxeMeCsTYHOI haKTUUecKoi MOTpe6GHOCTM OOMbHBIX B IeKAPCTBEHHbBIX
rpernapaTrax B COOTBETCTBUM CO CBeJIEHUSIMU PerMOHaTbHOTO CerMeHTa
denepaibHOTO permcTpa 1 HeobxoaMmocTy ¢hopMMUpoBaHMs 3amaca Ha 15
MecCSILIeB.

6. MuHucTepcTBO 3ApaBooxpaHeHust Poccuiickoit @enmepaiinyu popmupyer
KOMMCCHIO TTI0 PaCCMOTPEHMIO 3asIBOK (Jiasee - KOMMUCCHS), YTBEepKIaeT
TIOJIOKeHNe 0 KOMMUCCUM U ee cocTaB. Komuccus Ha cBoeM 3acefaHUA
paccMaTpMBaeT 3asBKM Ha IIpeaMeT 000CHOBAHHOCTY 3asIBJIEHHBIX 00beMOB
JleKapCTBEHHBIX MpernapaToB, IPpY HEOOXOAUMOCTM KOPPEKTUPYET UX, U
COTJIaCOBBIBAET C BbIHECEHMEM COOTBETCTBYIOIIErO pellleHUsl.

CorsracoBaHue 3as1BOK OCYIE€CTBJISIETCS KOMUCCHEN C y4acTUueM
TpeJiCTaBUTe/Ielt OpraHOB roCyJapCTBEHHO BIaCTU CyobeKToB Poccuiickoit
®enepanyu (B TOM UMCiie C UCIIOTb30BaHMEM MHGOPMAaIMOHHO-
KOMMYHMKALMOHHBIX TEXHOIOTUIA).

7. O6beM MMOCTABOK JIEKAPCTBEHHBIX ITpernapaToB GopMuUpyeTcs B IIpeenax
OXO/I’KETHBIX ACCUTHOBAHMIA, TPeIyCMOTPEHHBIX B (pefepaJbHOM 3aKOHE O
dbenepasbHOM OIOMKETE HA COOTBETCTBYIONINIT (GMHAHCOBBIN TOM, U
TIJIAHOBBI MEPUOT, U IMMUTOB OIOIKETHBIX 00S13aTEILCTB, TOBEIEHHBIX B
YCTAHOBJIEHHOM IMOpsaKe 10 MMHUCTEpPCTBA 34paBOOXpaHeHMsT PoCcCuiicKoi



CDe):LepauMM Ha 3aKYIIKY JIEKapCTBEHHBbIX ITPEITapaToB.

8. B cooTBeTCTBUM C 06beMaMM ITOCTABOK JIEKAPCTBEHHBIX ITPenapaToB,
yTBepPXAEeHHBIMI OpTaHaMy rOCyAapCTBEHHO BJIACTU CyOBEeKTOB
Poccuiickoit ®enepanym B chepe 0XpaHbl 3A0POBBS C YUETOM PeIIeHMsI
Komuccum, MMHIUCTEPCTBO 3aApaBooxpaHeHus: Poccuiickoi @egepalim B
YCTAaHOBJIEHHOM 3aKOHOATeNbCTBOM Poccuiickoi ®emepanm mopsiake
OCYIIeCTBIISIET 3aKYIIKy JIEKAPCTBEHHBIX ITpernapaToB.

9. [NocTaB1IMKYM JIeKapCTBEHHbBIX MIperapaToB, OnpeaeeHHbIe B
COOTBETCTBUM C 3aKOHOATebCTBOM Poccuiickoit @enepanuymn,
MpeaCcTaBIsiioT B MMHMCTEPCTBO 3paBooxpaHeHust Poccuiickoit
@enepanyy opopMaeHHbIE B YCTAHOBJIEHHOM MOPSsIIKE JOKYMEHTHI,
MoATBepsKaamiye GakT MoTydeHMsI OpraHm3alusiMu-I10aydaTe I sMu
JIeKapCTBEHHbIX MIpernapaToB, B TOM YMCJie HakjaJaHble U aKThbl IIpMeMa-
repeauy JeKapCTBEHHbBIX IIperapaToB.

10. MuHucTepcTBO 34paBooxpaHenus Poccuiickoii @enepanuy B TeyeHue
10 pabounx gHelt co IHS MOCTYIIEHUS aKTa IpueMa-nepenau puHUMaeT
Ha yYerT JieKapCTBEeHHbIe MpernapaThl M U3[aeT PaclopsanTe/IbHble aKThI O
repefave jJeKapCTBEHHBIX IIperapaToB OpraHaM UCIIOJHUTE/IbHO BIaCTU
cyobekToB Poccuiickoit demepaiiym, orpeie/IeHHbIM BbICIITMM
IIOJKHOCTHBIM JINIIOM cyobeKTa Poccuiickoit @enepaiiiy (pyKoBOaAUTEIeM
BBICIIIETO UCIIOJIHUTEIbHOTO OpraHa rocyJapCTBeHHO BIACTU CyO'beKTa
Poccuiickoit ®enepatiin) (manee - yrioJTHOMOYEHHBIE OPTaHbI), C YKa3aHMEM
HOMEHKJIaTypbl, KOIMYECTBa U CTOMMOCTY JIeKapCTBEHHBIX IIperapaToB B
OTHOILIEHMM KKAO0I0 YIIOJTHOMOUYEHHOI'0 OpraHa.

11. MuHMCTEpCTBO 3paBoOXpaHeHnst Poccuiickoit @enepaiinyt B TeueHne 5
pabounx gHel co JHS U3OAHUSI PACTIOPSIUTETbHOTO aKTa,
npenycMoOTpeHHOro nmyHkroM 10 HacTosiux [IpaBui, HanpasisieT B
YIIOJITHOMOYEHHBIE OPraHbl (B 2 9K3eMIUISIpax) U3BelleHMe O ITOCTaBKe
JIeKapCTBEHHBIX IpernapaToB U akT IpuemMa-Iepenadyu, noAnucaHHbIe
yKa3aHHbIM MMHMCTEpCTBOM.

12. YrioiHOMOUY€eHHbIe OpTaHbl B TeueHue 5 pabounx JHei co qHS
II0JIy4eH VS M3BellleHYs O [IOCTaBKe JIeKapCTBEHHBIX IIPerapaToB U akTa
rpuemMa-nepenauu, NpegycCMOTPeHHbIX MYHKTOM 11 HacTosuux [Ipasui,
MOJMMCHIBAIOT U 3aBEPSIOT MevaThio 00a 9K3eMILIsIpa M3BeleHMsI O
MOCTaBKe JIeKapCTBEHHOTO Mpernapara ¥ 06a 9K3eMILIsIpa akTa rnpuema-



repegaun, rocjie yero BO3BpaiaioT B MMHMUCTEPCTBO 3ApaBOOXpaHEeHNUS
Poccuiickoit ®emepauiyy oOMH 3K3eMIUISIP YKa3aHHOTO M3BeIleH s M OOUH
9K3eMIUISIP aKTa IpueMa-rnepemgaun.

13. YriomtHOMOYeHHbIi OpraH Ha OCHOBaHMM aKTa IpueMa-Iepenaun
MIPMHMMAET Ha yUeT JIeKapCTBEHHbIE IIperapaThl ¥ B TeueHue 5 pabounx
IHeli COo THS MMOJIydeHUsI aKTa mpueMa-Inepeaadyy u3maeT
pacrnopsiAnTenbHbIl akT O Mepegaye JieKapCTBEHHBIX MTpernapaToB
OpraHM3alMsIM-IIOTy4YaTessiM C yKa3aHMeM HOMEeHK/IATypbl, KOJIMUecTBa U
CTOMMOCTM JIeKapCTBEHHbIX MIPernapaToB B OTHOIIEHUM KaXK 0
OpraHu3aluuu-moaydaTers.

14. OpraHusainumu-moayyaTe/n B TeueHme 2 paboumx gHe co oHs
MOJTy4eHMS JOKYMEHTOB, MOATBEPKAANINX Iepefavy UM JieKapCTBEHHBIX
rperiapaToB, MPMHUMAIOT JieKapCTBEHHbIE MMpernapaThl Ha yuer,
obecreunBalOT MX COXPAHHOCTD U LIeJIEBOE MCIIOIb30BaHME.

15. MuHMCTEpCTBO 3paBooXpaHeHust Poccuiickoit @eneparinm B
YCTAHOBJIEHHOM MM ITOPSIAKE OCYILECTBISIET MOHUTOPUHT IBVIKEHUS U
yueTa JJleKapCTBeHHbIX ITperapaToB B cyobekTax Poccuiickoit demepaiiyn,
IOBOOUT [0 CBeJleHMs YIIOJTHOMOUYEHHbBIX OPTaHOB MOJTyYeHHbIE 110
pe3y/ibTaTaM MOHUTOPUHTA JaHHbIE, B TOM YUCJIe CBEeIEHUS O
HOMEHKJIaType, KOJIMYECTBE M CTOMMOCTHU JIEKApCTBEHHbIX ITPerapaTos, 00
OTCYTCTBUM TIOTPEOHOCTH B OT/Ie/IbHbIX JIEKAPCTBEHHBIX ITperaparax ambo o
TIOSIBJIEHUM JIOTIOJTHUTEIbHOM MOTPeOHOCTH B JIEKapCTBEHHBIX ITperapaTax
B CBSI3U C M3MEHEeHMeM B cyobeKkTe Poccuiickoit Pemepany YMCaI€HHOCTI
0O0JIbHBIX, USMEHEHMUSIMM B Ha3HAYEHUSIX MeAULIMHCKUMM PaOOTHUKAMM
JIeKapCTBEHHBIX ITpernapaToB 60JbHBIM ¥ COIVIACOBBIBAET
riepepacrpezeneHne JeKapCTBEeHHbBIX ITPerapaToB MeXay CyObeKTamMu
Poccuiickoin ®epgepanyn.

16. ITepegaua jeKapCTBEHHBIX MPEapaToB OJHUM CyObeKTOM Poccuiickoii
denepaiu B COOCTBEHHOCTH IPYTOro cyobekTa Poccuiickoit ®emepanym
OCYIIEeCTBJISIETCS HA OCHOBAaHMM aKTa MpuemMa-repenaun. MUHUCTEPCTBO
3apaBooxpaHeHust Poccuiickoin @emepaiiny yBegoMIIsIeTCs O mepeave
JIeKapCTBEeHHBIX ITpenapatoB B 10-THeBHbINM CPOK MOCIe MOANMCAHNUS aKTa
rpuema-mnepenadyy yroJHOMOYEHHbBIMM OpraHaMu.

17. MuHMCTEpPCTBO 3ApaBooxpaHeHus Poccuiickoit @epgepaiinm
Mpe/ICTaBIIsIeT eXXeKBapTaabHO, A0 10-ro uncia Mmecsiia, cjieayouero 3a



OTYeTHBIM KBapTasioM, B ®eiepanbHyI0 CTYK0Y 110 Ha30py B cdepe

30 paBOOXpaHEHMS CBeJleHUs O fepefaue JieKapCTBEHHBIX MpernapaToB
cyowpekTy Poccuiickoit @emepariuy 1 COriaCOBaHHBIX IepepacrpeieieHUsIX
JIeKapCTBEHHBIX ITpernapaToB Mexmy cyobekTamu Poccuiickoit demepannu B
1eJISIX OCYIIeCTBIeHMSI KOHTPOJIS 3a 1jeJIeBbIM MCII0/Ib30BaHMEM
JleKapCTBEHHbIX MpernaparTos.

18. B 1es1s1x o6ecrieueHnst 60JIbHBIX JIEKAPCTBEHHBIMM IIpernapaTaMi B
MopsiiKe, yCTAaHOBJIEHHOM 3aKOHOAATeIbCTBOM Poccuiickoit degepaninu,
OCYIIIeCTBJISIETCS Ha3HaUeHMe JieKapCTBeHHBIX ITperapaToB U opopMiieHne
pelenToB Ha JieKapCTBeHHbIE IpenapaThl.

19. TIpu HasHaYeHUM 6OJILHOMY JIEKAPCTBEHHBIX ITPEIapaToB Jieualnit
Bpau MHGOPMUPYET ero 0 BO3MOKHOCTU TTOTYYEeHMSI UM COOTBETCTBYIOIINX
JIeKapCTBEHHBIX ITpernapaToB 6e3 B3MMaHMS IJIaThl B COOTBETCTBUM C
3aKOHOaTebCcTBOM Poccniickoit ®enmepanmn.

20. B 1e1ax IMHaMMUUeCKOro Ha6mogeHns 3a 60/AbHBIM U COOMI0NeHNS
MepUOAMYHOCTH MOCEIeHNSI UM MeAUIMHCKOM OpraHu3alum jedauum
BpauoOM OIlpeJie/sieTCsl KOJMUYeCTBO JIeKapCTBEHHOTO Ipernapara,
eAHOBpeMeHHO 0()OPMJIEHHOTO Ha PeleNTypHOM OJlaHKe B COOTBETCTBUM
C peKOMeHJOBAaHHO CpelHeCyTOUYHOM KYPCOBOW 103011 ¥ CPOKOM,
Ha3HAauYeHHbBIM JJ15 TOCEIeHMSI.

21. MemuiuHCKast OpraHu3auust peaoCcTaBIsieT 60JbHOMY MU €TI0
3aKOHHOMY IpeicTaBUTeN0 MHPopmalinio 06 opraHn3auusx,
PacIioNosKeHHBIX B TPAHMIIAX MYHULIUITATIbHOTO 0Opa30BaHMs 110 MeCTy
SKUTETbCTBA VIV MECTy MpebbIBaHMS (B CIydae eCjiv CPOK MpeObIBaHMS
TIpeBbINIaeT 6 MecsIeB) 60ILHOTO M OCYIIECTBISIOMNX O6eCIUIaTHbIN OTITYCK
JIEKapCTBEHHBIX TPEernaparoB, HA3HAUYEHHbIX JevalllM BpadoM.

22. TTocne BKIIOUEHMS 60JIBHOTO B PEIMOHAIbHBIN cerMeHT demepaabHOTO
perucTpa Ha3HaYeHMe U OTITYCK eMy MJIM ero 3aKOHHOMY IpeICTaBUTeNI0
JIeKapCTBEHHbIX MTpernapaToB OCYIIEeCTBIISIETCS B CPOK, He MTPeBbIIIauii
20 paboumx gHEe CO THST BKIIOUEHMSI.

23. OpraHusauys obecrieyeHns J1eKapCTBEHHBIMMY MpernapaTaMy 60JbHbIX,
MTPOKMBAIOIIMX B CTALIOHAPHBIX OPTAaHMU3ALMSIX COIMATBHOTO
06CTY>KMBaHMS VI OTOBIBAIOLIVX HAaKa3aHue, CBSI3aHHOE C JTUIIeHVEM
CBOOOJIbI, OCYIIIECTB/ISIETCSI COOTBETCTBYIOILE} OpraHn3aLuei.



24. B ciiyyae Bbie3a 607bHOTO 3a TIpeJieibl TEPPUTOPUM CyObeKTa
Poccuiickoi @enepaliivi, B KOTOPOM OH IIPOXKMBAET, HA TEPPUTOPUIO
npyroro cyobekra Poccuiickoit @emepaliny Ha CpOK, He IPEBBIIIAIONINIA 6
MecsIeB, TaAKOMY 60JIbHOMY OpraHOM T'OCYIapCTBEHHOI BIaCTU CyObeKTa
Poccuiickoit @emepauyu B chepe oXpaHbl 30POBbSI OPTaHU3YETCS
Ha3HauyeHMe JIEKapCTBEHHBIX MperapaToB Ha CPOK IpMeMa, PaBHbBI CPOKY
€ro Bble3/1a 3a mpeesbl TeppuTopun cyobekra Poccuiickoit demeparyn,
160, YYUTHIBASI CPOKM F'OJHOCTU UMEIOLIUXCS OCTATKOB JIEKAPCTBEHHBIX
TpernapaToB, obecrieyeHye TaKoro 60JIbHOTO JIeKApCTBEHHBIMU
rperiapaTamMmy Ha COOTBETCTBYIOLIMI CPOK.

CBeneHMs 0 KOJIMYeCcTBe Ha3HAaUeHHBIX UM OTIYI@HHBIX 60JIbHOMY WK
ero 3aKOHHOMY IIPeICTaBUTEJII0 JIEKapCTBEHHBIX IIPENapaToB BHOCSITCS B
peruoHasbHblii cerMeHT PefepasbHOTO perucTpa.

25. B ciryuae Bbie3a 60JbHOTO 3a IIpeiesIbl TEPPUTOPUM CYOBEKTA
Poccuiickoit ®emepanini, B KOTOPOM OH ITPOKMBAET, Ha TEPPUTOPUIO
npyroro cyobekTa Poccuiickoit @emepaliny Ha CpOK, IPEBbIIIAIONINIA 6
MecCS1LIeB, MM B CJIyuyae M3MEeHEeHMsI MeCTa KUTEJIbCTBA TAKOMY O0JIbHOMY
HA3HAYaKTCS JIeKapCTBEHHbIE MpernapaTsl Ha CPOK MpuemMa He 6osiee
OJIHOTO Mecs1ia JInbo opraHu3yeTcsl OpraHoM roCygapCTBEHHO BIaCTU
cyobekTa Poccuiickoit @emepanu B chepe oxpaHbl 3T0POBbsI 0OecIieueHme
TaKOro 60/IbHOIO JIEKAPCTBEHHBIMM ITperapaTaMy Ha CpOK IpyueMa He
60Jjiee OIHOr'0O MecsIia.

CBezeHMs 0 TAKOM 6OJIbHOM ITOZJIEXKAT UCKIIOYEHNIO U3 PErMOHATIbHOTO
cermeHTa ®efepaabHOrO perucrpa cyobekra Poccuiickoit ®emepariyn, ¢
TepPUTOPUM KOTOPOTO Bbie3skaeT 60/IbHOI, U Tiepeaue (B TOM UKciie C
MCII0/Tb30BaHMeM MH(POPMaIMOHHO-KOMMYHMUKAIIMOHHBIX TEXHOJIOTHMIA)
opraHy rocyiapcTBeHHOJ BjaacTu cyobekTa Poccuiickoit @emepaiium B
cdepe oxXpaHbl 300POBbSI, Ha TEPPUTOPUIO KOTOPOTO Bbhexasl 60IbHOI, AJIS
BKJIIOUEHMS B peTMOHA/IbHBI cerMeHT ®elepaJbHOrO PermcTpa 3Toro
cyobekTa Poccuiickoit demepatiun.

JlaToii BKIIOUEHMSI CBeIEHNI O 60JIbHOM B PerMOHAJIbHBIN CEIMEHT
denmepanbHOTO peructpa cyobrekTom Poccuiickoit @emgepaninm, Ha
TEPPUTOPUIO KOTOPOTO BbeXasl 00IbHOM, SIB/ISIETCS eHb, CJIeYIOI it 3a
JHEM UCK/IIYeHMS CBeeHNli 0 HeEM U3 PerMoHaJbHOrO CerMeHTa
denepalIbHOTO perucTpa cyobekTom Poccuiickoii ®enmepannim, ¢
TePPUTOPUM KOTOPOTO BbIeXayl O0bHOIA.



26. OpraH rocynapcTBeHHOI BiacTu cyobekrta Poccuiickoit ®enepaniym B
cdepe oXpaHbl 300POBbS, C TEPPUTOPUM KOTOPOTO BbIeXasl O0IbHOI,
Tpe/iCTaB/sieT (B TOM UMCIIe C UCITOIb30BaHMeM MHGOPMaILMMOHHO-
KOMMYHMKAIMOHHBIX TEXHOJIOTH1) O 3aIIPOCy OpraHa rocyaapCTBeHHO
BJIacTU cyobekTa Poccuiickoit @emepauyu B chepe oXpaHbl 3M0pPOBbS, HA
TEPPUTOPUIO KOTOPOTO BbheXasl 00bHOI, CBeIEHMS O KOIMUYeCTBe
Ha3HAYeHHbBIX WM (PaKTUUECKY ITPedoCTaBIeHHbIX O0JIbHOMY WJIM €T0
3aKOHHOMY MpeICTaBUTEII0 JIEKAPCTBEHHBIX MTPeIapaToB B COOTBETCTBUM C
ITyHKTOM 25 HacTosmux [TpaBu.

VTBepXKaeHbl

rnoctaHoB/ieHueM [IpaBuTe/bCTBA
Poccuiickoit ®enepatn

oT 26 HOs16pst 2018 1. N 1416

[IPABUJIA
BEJIEHUSI ®ENEPAJIbBHOI'O PETUCTPA JIULI, BOJIbHBIX TEMO®UIINEN,
MYKOBUCLVIO30M, TUTTO®V3APHBIM HAHU3MOM, BOJIE3HBIO
TOIIIE,
3JIOKAYECTBEHHBIMU HOBOOBPA3OBAHMSIMU JIMM®OUTHOIA,
KPOBETBOPHO!

U POZICTBEHHBIX VIM TKAHEN, PACCESIHHBIM CKJIEPO30M,
TEMOJIUTUKO-YPEMUYECKUM CUHIPOMOM, IOHOIIECKM
APTPUTOM
C CUCTEMHBIM HAUAJIOM, MYKOIIOJIUCAXAPUIO30M I, II U VI
THUIIOB, JIULI IIOCJIE TPAHCIIJIAHTALIMM OPTAHOB U (MJIN) TKAHEN

1. Hacrostimue ITpaBuia ycTaHaBAMBAKOT MOPSIAOK BemeHMsT DemepanbHOTO
perucTpa Jinil, 60bHbIX reModuIelt, MyKOBUCIIMA030M, TUTTO(QM3apHBIM
HaHM3MOM, 60Jie3HbI0 T'olle, 3/T0KaYeCTBEeHHbBIMMY HOBOOOPAa30BaAHUSIMU
nuMbOoUIHOM, KPOBETBOPHOI U POJCTBEHHBIX UM TKaHe, paccesTHHbIM
CKJI€p030M, FeMOJIMTUKO-YPEMUUYECKUM CMHIAPOMOM, I0HOIIECKMM
apTPUTOM C CUCTEMHBIM HauajaoM, MyKomoanucaxapugosom I, II u VI tunos,
JIUII TIOCJIe TPAHCIUIAHTALMM OPTraHOB U (MJIN) TKaHew (ganee
COOTBETCTBEHHO - 60jIbHbIe, DeepabHbIN PETUCTD).

2. Bemenne ®emepasbHOTO PETUCTPA OCYIIECTBIISIETCS B CJIEAYIONIUX LIEJISIX:

a) obecrieueHue JieKapCTBEHHBIMM TIpernapaTamu JJjisl MeAULIMHCKOTO
MIpMMeHeHMsI, BKIIIOUeHHBIMY B YTBEePsKAeHHbIN [IpaBUTENIbCTBOM



Poccuiickoit ®enepanyy rmepevyeHb JIeKapCTBEHHBIX MTperapaTos,
chopMUPOBAHHbIN B YyCTAHOBJIEHHOM MM IOPSIAKE (Hajiee - JeKapCTBeHHbIe
rperaparhl), 00JbHBIX 32 CYET GIOIKETHBIX aCCUTHOBAHMIA,
MIpeayCMOTPEHHBIX B efepanbHOM 60keTe MUHUCTEPCTBY
3apaBooxpaHeHus Poccuiickoit ®emepaiimy;

0) MOHUTOPVHT IBVDKEHMS M yueTa 60/IbHbIX Ha OCHOBAaHMM CBeIeHMUIA,
MpeCTaB/IsIeMbIX OpraHaMM roCyIapCTBEHHO BIACTU CYObEKTOB
Poccuiickoit ®emepauyu B cpepe oXpaHbl 340POBbS;

B) 3P eKTUBHOE IJIAaHMPOBAHME U pacxomoBaHMe (MHAHCOBBIX CPEJICTB,
HaIpaBJiseMbIX Ha 3aKyTIKy HeOOXOMMbIX JIeKapCTBEHHBIX ITperapaToB A1t
obecrieueHMst UMY OOJIBHBIX IT0 MECTY JKMUTEJbCTBA MM MECTY IpeObIBaHMS
(B cyTydae ecyiv CpOK IpeObIBaHMS IPEBBINIAET 6 MECSIIER).

3. demepabHbBIN PErUCTD ABsIeTCS PemepansbHO MHPOPMALIMIOHHO
CUCTEMOI, COCTOSIIEN U3 PETUMOHATIbHBIX CETMEHTOB U COJlepsKalei
CBeJleHMsI, MpeayCMOTPEeHHbIE ITYHKTOM 9 Hactosiux [IpaBuit.

MuHMCTEpPCTBO 3A4paBoOXpaHerHus Poccuiickoi @enepanum SIBiseTcs
OTIepaToOpOM 3TO CUCTEMBI U 0becrieunBaeT ee 6ecriepe6oitHOe
GbyHKIMOHMPOBaHMeE.

4. OpraHbl roCcyIapCTBEHHOI BiacTu CyobeKToB Poccuiickoii @emepaiinm B
cdhepe oxpaHbI 3I0POBbSI 00ECIIEUMBAIOT BHECEHME CBEIeHMIT O OOJbHBIX B
permoHasbHblii cerMeHT PeepaibHOTO perucTpa B CPoOK, He
MIpeBbIIAIIINIL 5 pabounx gHe co JHS 00palneHus 60JILHOTO C
YCTAHOBJIEHHBIM IMarH030M B MeAUIIMHCKYIO OpTaHM3al[1I0 TTI0 MECTY ero
SKUTEbCTBA MJIM MECTy IpeObIBaHMS (B CIy4Yae eCjiv CPOK IpeObIBaHMSs
MIPeBbINIaeT 6 MECSIIEB).

BxitoueHme B pernmoHaibHbIl cerMeHT elepasibHOTO perucTpa CBeieHni o
60JIbHBIX OCYIIIECTBIISIETCS MeAULIMHCKO opraHu3aliueit o MecTy Ux
SKUTEMbCTBA VIV MeCTy MpebbIBaHMS (B CTydae eCyiv CpPOK IpeObIBaHMS
TpeBbIlIaeT 6 MecsleB) Ha OCHOBAHUM MeIULIMHCKMUX JOKYMEHTOB (UX
KOIIMIT) WJIM BBITIMCKY U3 HUX, OTPAKAIOIIMX CBeIeHMsI 00 YCTaHOBJIEHHOM
JIYarHo3e ¥ BbIOOpe MepOIPUSITHIA TI0 JIeUeHMIO MaleHTa. BrioueHne
CBeJIeHM i1 0 60JIbHBIX C TeMOIUTUKO-YPeMUUECKUM CUHIPOMOM,
IOHOWIECK/M apTPUTOM C CUCTEMHBIM HAaYaJIOM ¥ MYKOIIOJMCaXapua030oMm I,
IT m VI TUTIOB OCYIIIECTBIISIETCS HA OCHOBAHUU MEIUIIMHCKUX TOKYMEHTOB



VU MIX KOTIMIA U BBITIMCKY U3 HUX, OTPAKAIOIINX CBeIeHMS 00
YCTaHOBJIEHHOM AMarHo3e ¥ BbIOope MepOoMpUSITHIi IO JIeUeHUIO TTaleHTa,
TOJTYYeHHBIX OT (pefiepasbHO MeIUIIMHCKO OpraHu3aln.

5. PerynupoBaHue OTHOILII€HUH, CBSI3aHHBIX C BefleHeM DeleparbHOTO
perucTpa, oCcylecTBIsIeTCs B COOTBETCTBUY C 3aKOHOAATEIbCTBOM
Poccuiickoit @epepaunmu 06 nHGopmaiu, MHGOpMaIMOHHbIX
TeXHOJIOTUSX U O 3aliuTe MHPOpMaIu.

6. MuHMCTEpPCTBO 37 paBoOxXpaHeHus Poccuiickoi @enepaiiuy M OpraHbl
roCy/lapCTBEHHOJ B/IacTu cyobeKkToB Poccuiickoit ®enmepanyn B cdepe
OXpaHbI 3I0POBbsI 00eCIeunBa0T KOHPUIeHI[MATbHOCTb CBeeHNIA,
comepxkaniuxcsi B @efepasibHOM PErUCTpe, a TakKe XpaHeHMe U 3alIUTy
TaKUX CBeJeHMI1 B COOTBeTCTBUM C DemepaibHbIM 3aKOHOM O
IIepCOHAIbHBIX TaHHBIX .

7. Pasmenenne nHbopmainyu B @enepasbHOM perucTpe OCyIeCTBISIETCS C
MpUYMeHeHeM YCUIeHHOM KBanu@UIMPOBAHHO 3/IEKTPOHHO MOAMUCH B
cootBeTCTBUMU ¢ DemepaabHBIM 3aKOHOM "O06 371€eKTPOHHO¥ ITOAMMUCK .

8. @enepasibHbIN PETUCTP BEMETCS B 37IEKTPOHHOM BUJIE C TIPUMEHEeHeM
aBTOMATMU3MPOBAHHON CUCTEMBI ITyTeM BHECEHMSI PETUCTPOBOI 3aMUCH C
MIPUCBOEHMEM YHMUKAJIbHOTO HOMepa perMCTPOBOi 3alIUCH U YKa3aHUEeM
JlaTbl ee BHECEeHUS.

[Tpu BHEeCeHMM M3MEHEHMI B CBeAeHMS 0 O0JbHOM JIO/IKHBI ObITH
COXpaHeHbI YHUKAJIbHBII HOMEpP PErUCTPOBO 3aMMCU U UCTOPUS BHECEHUS
M3MeHEeHUI.

9. ®enepabHbBIN PETUCTP COMEPKUT CJIEAYIOIIe CBeIeHUS

a) CTPaxoOBO¥ HOMEP MHAVBUIYATIbHOTO JIMIIEBOTO cUeTa 60JTbHOTO B
cucTeMme 06s13aTeIbHOTO IMTeHCMOHHOTO CTPaxoBaHMsI (TIPY HAJTUUMN);

6) hbamuans, uMsI, OTYECTBO OOBLHOTO, a TaKkKe pamMmInsi, JaHHAs IPU
POKIEeHUN,;

B) 1aTa poOXaeHMs 60JIbHOrO;
r) 1oJ1 60JIbHOTO;

,11) agpec MeCTa JXUTEeJIbCTBa MJINM MeCTa Hp66bIBaHI/I$I (B cjiydae eC/Iint CpOK



npeObIBaHMS MTpeBbILIaeT 6 MecsileB) 60IbHOTO (C yKa3aHMeM KoJia 1o
O61epoccuiickoMmy KiaccuduKaTopy 06beKTOB aqMUHUCTPATUBHO-
TePPUTOPUAIILHOIO IeJIeHN);

€) cepusi M HOMep TacropTa (CBUIETEeTbCTBA O POKAEHUM) WU
yIOCTOBEPEHUS IMYHOCTY OOTBHOTO, & TAKKE 1aTa BhIJAuM YKa3aHHbIX
JIOKYMEHTOB;

K) cepust ¥ HOMep MoJca 00s13aTeIbHOTO MeIUIIMHCKOTO CTPaXOBaHUsI
00JIbHOTO ¥ HaMEeHOBaHMe BbIJABIIIel ero CTPaxoBoii MeaUIIMTHCKO
OpraHm3aiumu;

3) uHbOopMaIys 06 MHBAMIHOCTH (B CJIydae YCTAHOBIEHMS TPYIIITbI
MHBAJIUIHOCTU WK KaTeropuu "pebeHOK-MHBAMUL");

") AMar€o3 3a60eBaHust (COCTOSIHMST), BKJTIOUAs €T0 KO/, 10
MeXayHapogHOM CTaTUCTUYECKON Kinaccudukaimm 6ome3Helt 1 mpoodiem,
CBSI3aHHBIX CO 30POBbEM, a TAKXe aTa OCMOTpa O0JILHOTO U TaHHBIE O
IVMHAMMKe COCTOSTHUS;

K) MHQOpMaLus o MegUIIMHCKOM opraHu3auum (HauMeHOBaHMe, OCHOBHOM
rOCyIapCTBEHHbBII PerMcTpalMOHHbIV HoMep, KoA, 1o O611epoccuitckomy
KjIaccuukaTopy npeanpusiTuii U opraHu3aiuii), BeigaBlieli HarpaBaeHue
Ha BKJIIOUEHMe CBeJleHN 0 60/IbHBIX B DeiepambHbIil perucTp
(HampaBjieHMe Ha BHeCeHNe U3MEeHEeHUI B CBeJleHMsl, ConepyKaluecs B
denmepaIbHOM PErMCTpe (majiee - HaIpaB/IeHNE), a TAKKe U3BeleHue 00
VCKITIOUeHMM CBeJleHM 1 0 60/bHBIX 13 DeepaibHOTO perucTpa (naiee -
U3BellleHNe);

J) JaTa BKIOUEHUS CBeleHMiT 0 60TbHOM U JaTa BHeCeHMS U3MeHEeHU B
cBesieHMsI 0 601bHOM B DefiepaibHbI PETUCTD;

M) uH(pOpMaLus 0 Ha3HaUeHUM JIeKapCTBEHHBIX MTpernapaTos;

H) nHdopmaius 06 oTIycke JeKapCTBEHHBIX MMPernapaToB (JaTa Havyaua
obecrieyeHus: TeKapCTBEHHbIMM MpernapaTaMu U GakTUUeCKuii OTITyCK
JIeKapCTBEHHbBIX IIPerapaToB);

0) IaTa MPUHSITUS pellieHMsI 00 OKOHYaHUM obecrieueHNs JieKapCTBeHHbIMU
TperapaTamy ¢ yKkasaHueM IIPUUMHBI (Bble3[ 3a mpeaesbl Poccuiickoit
denepalyy Ha MOCTOSTHHOE MECTO JKUTEIbCTBA MJIM MeCTO ITpeObIBaHMS (B



cJTyyae ecJi CpOK MpeObIBaHMS MPeBbILIaeT 6 MecsieB), CMepTb O0IbHOTO,
OTCYTCTBME TIOKa3aHWUI1 K Ja/ibHellleMy NIpueMy JeKapCTBEHHOTO
Iperiapara) ¥ o repefayve csefieHui B apxus PelepaibHOTO PErucTpa;

1) MHGOpMaLMs O BKIIOUEeHMM 601bHOr0 B DemepaabHblil PETUCTP JINII,
MMeIOLMX MPaBO Ha MOJyuyeHye rocyaapCTBEHHOV COLMaIbHOM IMTOMOIIN, U
MHbIe PerUCTpPBhl, IPpelyCMOTPEeHHbIe 3aKOHOLATe/IbCTBOM Poccuiickomn
denmepanynu, B e/sx obecreueHns] JIEKapCTBEHHbIMM ITperapaTamMmyu 3a cUeT
010MKeTOB OI0IKETHOI cucTeMbl Poccuiickoit demepann;

P) YHUKAIbHBII HOMEDP PEerucTpOBOJ 3aINCH;

C) BBIIIMCKA M3 MeIUIIMHCKOI JOKYMeHTAaIM 00JIbHOTO, COIepsKalast
CBeJleHMsI O Ha3HAYEeHUM U MCITOJIb30BAHUM JIEKaPCTBEHHBIX ITPENapaToB.

10. B csiydae ycTaHOBIEHMS IMarHo3a 3a60yieBaHusI (COCTOSTHUS),
YKa3aHHOTO B ITyHKTe 1 HacTosmux [IpaBui, nian usMeHeHUs CBeJeHN,
YKa3aHHBIX B ITOAITYHKTax "a" - "K' myHKTa 9 HacTtosmux [TpaBui,
MeIUIIMHCKYE OpraHu3alyy, B KOTOPBIX 00IbHbIE€ HAXOSITCS TTOZ,
MeIMIIMHCKUM HabJoleHeM, B CPOK, He TTPeBbINIAIINI 3 pabounx gHeil
CO AHS 0OpaleHust 60JIbHOTO C YCTAHOBJIEHHBIM IMarH030M B
MeIUIMHCKYI0 OPraHU3alyIo [0 MeCTY KUTEeIbCTBA UIU MeCTy
npe6bIBaHMS (B C/Tyuae eciu CPOK IpeObIBaHMS IIpeBbIIIaeT 6 MecCsIeB),
MPeJCTaBISIOT B 3JIEKTPOHHOM BUE WIM Ha 6YyMaskHOM HOCUTeJIe
HaIlpaBJIeHUs ¥ U3BeIeHMs B OpTaH TOCyAapCTBEHHO BIACTY CyObeKTa
Poccuiickoit ®enepaunu B chepe 0XpaHbl 300pOBbs 110 hopMe U B MOPSIIKe,
KOTOpbIe yTBepKAeHbl MMHUCTEPCTBOM 3A4paBOOXpaHeHMs Poccuiickorii
denepaiuu.

11. [Insa 3anomHeHUST perMOHaIbHOTO cerMeHTa PeepaabHOTO perucrpa
opraHu3auumn, OCyIIeCTBISIONIME OTITYCK JIeKapCTBEHHbIX MPernapaTos,
Ha3HAUYEHHBIX JIeUalluM BPauOM B COOTBETCTBUMU C IPELYyCMOTPEHHBIM
MOAITYHKTOM "a" MyHKTa 2 HacTosmux [IpaBui nepeyHem, 10 5-ro uncia
KaXk[0ro Mecsia MpeaCcTas/sioT B OpraHbl FOCYLapCTBEHHO BJIaCTU
cyobekToB Poccuiickoit @enepaiivu B chepe oXpaHbl 30,0POBbSI B
9JIEKTPOHHOM BUJIe WM Ha 6yMaskHOM HOCHUTeJIe CBeleHUsI 06 OTIYI€HHBIX
3a [pefIeCcTBYIOLIMIT MeCsll JeKapCTBeHHbIX IIperaparax.

12. B ciiyuae ecnu cBefeHMsI, IpeyCMOTPEHHbIE OAIYHKTamMM "a", "X" u
"" myHKTa 9 HacTosgmux [IpaBusi, He TIpeiCTaBIEHbl B OPTaHbl



roCyIapCTBeHHO BlacTu cyobekToB Poccuiickoit demepanym B chepe
OXpaHbl 30POBbSI, YKa3aHHbIE OPraHbl BJACTU CAMOCTOSITEJIbHO
3aIpaliuBalOT 3T CBEIE€HMS B TOCYIAPCTBEHHbBIX BHEOIOIKETHBIX (DOHTAX.

CBeneHus 0 60JIbHOM (HaIpaBjIeHUSI, M3BEIEeHUs ), TpeicTaB/sieMble B
37IeKTPOHHOM BUJie, IMOJJIeXXAT 3aBEPEeHUI0 3/IeKTPOHHOM IMOANUCHIO
IOJKHOCTHOTO JIMIIA OpTraHa rocy1apCTBEHHO BJIaCTH CyO'beKTa
Poccuiickoit @enmepanyu B cpepe oXpaHbl 340POBbSI.

13. B ciiydae Bbie3ga 60JIbHOTO 3a Mpejiesibl TeppuTopumn Poccuiickoii
depepaluy Ha MOCTOSTHHOE MeCTO XKUTEeIbCTBA WM MEeCTO ITpeObIBaHMS (B
cJTyyae ecJiv CpOK IpeObIBaHMS MPeBbILIaeT 6 Mecs1ieB), a TAaKKe B caydae
cMepTH 60JIbHOTO CBeJeHUSI 0 HeM IOAJIesKaT apXMBUPOBAHUIO.

YTBepKaeHbI

rnocraHoByieHueM [IpaBuTe/ibCTBA
Poccuiickoi ®enepaniu

oT 26 Hos16pst 2018 1. N 1416

ITEPEYEHDb
YTPATUBIIMX CUJTY AKTOB ITPABUTEJIbCTBA POCCUNMCKOI
QENEPATINN

1. IToctanoBnenue IIpaBuTtenbcTBa Poccuiickoit @enmepaiiny ot 26 mexabps
2011 r. N 1155 "O 3akymnkax jeKapCTBeHHbIX ITPeIapaTos,
NpegHa3HAuYeHHbIX JIJIsI obecreueHus JINII, 00JbHBIX reMopUInei,
MYKOBMCI[MI030M, TMTTOGM3apHbIM HAaHU3MOM, 00J1e3HbI0 ['o1ie,
3JI0KA4eCTBEHHbIMIM HOBOOOPAa30BaHUSIMMU JIMMQOMUIHOI, KPOBETBOPHOI 1
POACTBEHHBIX MM TKaHel, pacCesIHHbIM CKI€PO30M, JIUII TTOC/Ie
TpaHCIUIAaHTalMM OpraHoB U (1K) TKaHeil" (CobpaHMe 3aKOHOHATe/bCTBA
Poccuiickoit ®enepaunn, 2012, N 1, cT. 186).

2. [ToctaHoBnenune IlpaBurenscrBa Poccuiickon @enepanumt oT 26 anpens
2012 r. N 404 "O6 yrBepsknenuu IIpaBun Begenust ®enepasbHOT0O perucrTpa
JIn1L, 60JIbHBIX reModuMeit, MyKOBUCIIMI030M, TUTIOGMU3aPHBIM
HAaHM3MOM, 60Jie3HbI0 ['ol1Ie, 3/10KaUeCTBEHHBIMMY HOBOOOPAa30BaHUSIMU
nuM@OnIHONM, KPOBETBOPHOI M POJICTBEHHBIX MM TKaHeH, pacCesTHHbIM
CKJI€p0O30M, JIUII IOC/Ie TPAHCIJIAaHTAlM OPTaHOB U (M) TKaHe"
(Cobpanme 3akoHOmaTeabcTBa Poccuiickoit ®emepanyu, 2012, N 19, cr.
2429).



3. IlyukThl 176 1 190 M3MeHeHNI, KOTOPbIE BHOCSITCS B aKThl
[IpaBuTenscTBa Poccuiickoin @enepainm mo BOIIPOCaM IesSTeTbHOCTHU
MuHucTepcTBa 3apaBooxpaHenys Poccuiickoit @enepanyyt, yrBepKaeHHbIX
nocraHoByieHMeM [IpaBuTenbcTBa Poccuiickoit @enepaiiumt ot 4 ceHTSIOPS
2012 r. N 882 "O BHeceHMM M3MeHEHMI1 B HEKOTOpbIe akThl IIpaBuTeIbCTBA
Poccuiickoit @epepaunn no BOIpPOCcam AesTeIbHOCTY MuHMUCTEepCTBa
3apaBooxpaHeHust Poccuiickoii @eneparumn” (CobpaHue 3aKOHOIATETbCTBA
Poccuiickoit ®enmepannm, 2012, N 37, ct. 5002).

4. ITocranosnenue [IpaButenbcTBa Poccuiickoit @epepauy ot 24 anpens
2015 r. N 389 "O BHeceHUM U3MeHEeHUIi B TOCTaHOBIeHMe [IpaBuTenbCTBa
Poccuiickoit @enmepanym ot 26 mexkabpst 2011 r. N 1155" (Cobpanue
3aKoHOmaTeabCcTBa Poccuiickoir ®emepaniu, 2015, N 18, c1. 2709).

5. TlocranosneHue [IpaButenbcTBa Poccuiickoit @enepanu oT 9 anpernst
2016 . N 288 "O BHeceHMMu nsmeHeHuit B [IpaBuiia BemeHust OemepaabHOTO
perucTtpa Jinii, 60JbHbIX TeMouIneit, MyKOBUCIUI030M, T'UTTOGU3aPHBIM
HaHM3MOM, 60Jie3HbI0 ['olIIe, 3710KaUeCTBEHHBIMM HOBOOOPa30BaHUSIMU
nuMbOouUIHOM, KPOBETBOPHO U POJCTBEHHBIX UM TKaHe, pacCcesTHHbIM
CKJIEPO30M, JIML] TTOC/Ie TPAHCIIAHTALUUY OPTaHOB U (M/IU) TKaHe"
(Cobpanme 3akoHOmaTeabcTBa Poccuiickoit ®emepanyu, 2016, N 16, cT.
2225).

6. ITocranoBnenue IIpaButenbcTBa Poccuiickoit @emepaniyim ot 11 aBrycra
2016 1. N 784 "O BHeceHMM U3MeHEHMI1 B TOCTaHOBIeHMe [IpaBUTe/NbCTBA
Poccuiickoit ®egepanyu ot 26 gekabpst 2011 r. N 1155" (Cobpanue
3aKoHOHaTenbCcTBa Poccuiickoit @emepariuu, 2016, N 34, cT. 5242).

7. IloctaHoBnenue [IpaBurtenbcTBa Poccuiickoi ®enepanym ot 17 anpens
2017 r. N 457 "O BHeceHUM u3MmeHeHMi1 B [TonoskeHMe 0 3aKyMKax
JIeKapCTBEHHBIX ITperapaToB, IpeJHa3HAuYeHHbIX JIJISI 00ecrieueHus JINIIL,
60bHBIX TeModuIMel, MyKOBUCLIMA030M, TUITO(QM3apHBIM HAHU3MOM,
6ose3Hb10 ['OllIe, 3JT0KAYECTBEHHBIMI HOBOOOPa30BaHUSIMM TUMQOUIHOI,
KPOBETBOPHOM U POACTBEHHBIX UM TKaHEM, paCCeSIHHBIM CKJIEPO30M, JIUI]
1ocJie TpaHCIUIaHTalMM OpraHoB U (uiin) TKaHeii" (CobpaHne
3aKoHOHaTeabCcTBa Poccuiickoir ®emepanum, 2017, N 17, ct. 2577).



