IMPABUTEJIBCTBO POCCUHUCKOMN ®EJAEPAIIUNA
IHOCTAHOBJIEHUE
oT 26 Hos10ps1 2018 r. Ne 1416
MOCKBA

O nopsiike opraHu3anuu 00ecreYeHus JeKapCTBEHHBIMU
npenapaTaMu JuIl, 60JIBHBIX TeMO(IIIHEH, MyKOBUCIIHIO30M,
runo(u3apHbIM HAHU3MOM, 00JIe3HbBI0 [ o111e, 37T10KaueCTBEHHBIMU
HOBOOOpPa30BaHUAMH JTUM(DOUTHOM, KPOBETBOPHOUW M POJICTBEHHBIX
UM TKaHEW, PaCCEIHHBIM CKJIEPO30M, T€MOJUTUKO-YPEMUUYECKUM
CUHJPOMOM, FOHOIIECKHM apTPUTOM C CHCTEMHBIM Ha4yajowm,
Mykonosmcaxapuaosom I, I u VI tunos, nun nociie
TPAHCIUIAHTAIIMKA OPTaHOB U (WJIM) TKAHEH, a TAaK¥Ke O
NPU3HAHUU YTPATUBIIMMHU CHIIy HEKOTOPBIX akTOB [IpaBuTENbCTBA
Poccutickon ®enepanuu

B cootBercTBUU ¢ myHKkTOM 21 wactu 2 ctareu 14 u yactsamu 7 - 9

ctatbu 44 OenepanbHOro 3akona "OO 0OCHOBAX OXpaHbI 3JI0POBbS IPaXIaH B
Poccuniickonn ®@epnepanun” [IpaBurensctBo Poccuiickonn  ®denepanyu
NOCTAHOBISAET:

1. YTBepauTs npunaraemeie:

[IpaBuna opranuzanuu oOeclieYeHUusl JIEKapCTBEHHBIMM IpenapaTamMu

L, OONBHBIX reMo(puinen, MyKOBUCIUAO030M, TMIO(PU3aPHBIM HAHU3MOM,
0one3npto [omre, 37M0KaYECTBEHHBIMH HOBOOOPA30BaHUAMU JTUM(OUTHOM,
KPOBETBOPHOW U POJICTBEHHBIX MM TKaHEW, PACCEIHHBIM CKJIEPO30M,
r€MOJINTUKO-YPEMUYECKUM CUHIAPOMOM, FOHOIIIECKUM APTPUTOM C CUCTEMHBIM
HavajoM, MykomnoJymcaxapuao3oMm I, II m VI Tunos, muiy mocie
TpaHCIUTAHTAIIMK OPTaHOB U (WJIM) TKaHEH;

[IpaBuna BegeHus: OenepanbHOTO PETUCTPA JIUIL, OOTBHBIX TEMOPUITHEH,
MYKOBUCIIUJIO30M, THUNO(PHU3apHBIM HAHWU3MOM, Oosie3Hplo [ ore,
3JI0KAYECTBEHHBIMU HOBOOOPA30BaHUSIMU JIUM(POUIHON, KPOBETBOPHOU U
POJICTBEHHBIX UM TKaHEH, pACCESIHHBIM CKJIEPO30M, T€MOJIUTHKO-YPEMUYECKUM
CUHAPOMOM, IOHOIIECKUM apTPUTOM C CHUCTEMHBIM  HayalioM,
Mykonosmmcaxapuao3om I, [l u VI tumnos, 1mil mnocie TpaHCIJIaHTaUUuU
OpraHoB U (WJIM) TKaHEH;

[IEpEeUYCHb YTPAaTUBIIUX Ccuily akToB IIpaBurenscrBa Poccuiickon
denepanum.

2. MunucrepctBy 31paBooxpaHeHusi Poccuiickoit ®Dexpepanuu B
YCTaHOBJIEHHOM 3aKOHOAATeNbCTBOM Poccuiickorn ®denepanuu mopsiake
ocylecTBUTh 3aKkynky Ha 2019 ron jnexkapCcTBEHHBIX MpenapaToB IJis
MATOTEHETUYECKOTO JICUCHUSI JIUI, OOJIbHBIX T'€MOJIUTUKO-YPEMHUYECKUM
CUHIPOMOM, IOHOIIECKUM apTPUTOM C CHCTEMHBIM  HA4aJiOM,



Mykomnonucaxapuaosom I, II u VI THUnoB, BKIIOYEHHBIX B IIEPEYEHB
’KU3HEHHO HEOOXOIUMbIX M BaXKHEHUIIINUX JIEKAPCTBEHHBIX MTPENapaToB.

3. MuHucTepcTBy 3apaBooxpanenus Poccuiickoit ®enepaiuy JaBaTh
pPa3bsICHEHHs] 1O NPUMEHEHHWIO IPaBWJI, YTBEPKICHHBIX HACTOSIIUM
MTOCTAHOBJICHUEM.

4. Hactosimiee nmoctaHOBJICHUE BCTynaeT B cuily ¢ 1 saBaps 2019 r.,

32 HCKJIIOYEHHEM IyHKTAa 2, KOTOpPBIA BCTYIAeT B CHIIy CO JHSA
o(pUIIMaTBEHOTO OMYOIMKOBAHHS HACTOSIIIIETO MOCTAHOBJICHHUS.

[Ipencenarens [IpaBurenbcTBa
Pocculickon ®@eneparuu JA.Mensenes

YTBEPXJIEHbI
nocTta”oByieHueM [IpaBurenbcTBa
Poccutickon ®enepanuu

oT 26 Hos16pst 2018 1. Ne 1416

[TPABUJIA

OpraHu3alyy 00ecrneueHus JIEKApCTBEHHBIMU MTpenapaTaMmu

71, O0NBHBIX TeMOdUIIMel, MyKOBUCHHUI030M, TUIIO(U3apHBIM
HAaHU3MOM, 00Jie3HbIO ['ol1e, 3710KaueCTBEHHBIMU
HOBOOOPa30BaHUAMHU JTUM(DOUTHOMN, KPOBETBOPHOUN U POJICTBEHHBIX
UM TKaHEW, paCCETHHBIM CKJIEPO30M, T€MOJUTUKO-YPEMUYECKUM
CUHAPOMOM, FOHOILIECKUM apTPUTOM C CHCTEMHBIM Ha4yaJloM,
Mykononucaxapuao3om I, I u VI tunos, muu nocie
TpaHCIJIAaHTALlUU OPTaHoB U (WJIN) TKaHeH

1. Hactosimue IlpaBuna ycTaHaBIMBAaIOT MOPSIAOK OpraHU3aluu
oOecrieueHus JuIl, OOJbHBIX TeMO(pUIuel, MYKOBUCITUI030M, THIO(PU3APHBIM
HaHU3MOM, OoJie3Hbl0 ['olie, 37I0KaYeCTBEHHBIMU HOBOOOpPA30BAHUSIMU
TUM(OUIHON, KPOBETBOPHOM M POACTBEHHBIX MM TKaHEH, pacCesSHHbIM
CKJIEPO30M, TEMOJIMTUKO-YPEMUYECKUM CUHAPOMOM, FOHOIIECKMUM APTPUTOM C
CUCTEMHBIM HayajaoMm, Mykonosmmcaxapuaoszom I, Il u VI tunos, nun mocie
TpaHCIUIAHTALIMM OpPraHOB U (WJIM) TKaHeW (manee - OOJIbHBIE),
JEKApPCTBEHHBIMUA IIpenapaTaMd JUisi MEIHUIMHCKOTO IPHUMEHEHUS,
npeJHa3HaYeHHBIMU JJIs1 JICUEHUSI 3TUX 3a00JIEBaHUMN, MO YTBEP)KIECHHOMY
[IpaBurensctBOM Poccuiickorn denepanuu MEPEUHIO  JEKAPCTBEHHBIX
npenapaToB, CGOPMHUPOBAHHOMY B YCTAHOBJICHHOM MM TMOpsIKE (Janee -
JIEKapCTBEHHBIE MpErapaThl), a TAKKe IMOPSJAOK U YCIOBUSA NEpenadn
JIEKapCTBEHHBIX TPENapaTtoB B COOCTBEHHOCTh CyOBEKTOB Poccuiickoit
denepanum.



2. UcTtounukom puHAHCHUPOBAHUS OpPraHu3alun obecredeHus: OONbHBIX
JIEKapCTBEHHBIMHU TpernapaTaMu SIBJISIOTCS OIOJDKETHbIE aCCUTHOBAHMS,
peayCMOTPEHHbIE B (hesiepaibHOM Oro/KeTe MUHUCTEPCTBY 3paBOOXPAHEHUS
Poccuiickon @enepanum.

3. [IpaBo 60bHOTO Ha OOECTIeYeHHE JIEKAPCTBEHHBIMU IIpernapaTaMu
BO3HUKAET CO JTHS BKIIFOUEHUS CBEICHUI O HEM B PETHOHAIBHBIA CETMEHT
denepaabHOTO pErucTpa Jull, OOJBHBIX reMOpUINEH, MyKOBHCIIHI030M,
runodu3apHplM  HaHU3MOM, OoJie3Hpl0 [omie, 3J0KaueCTBEHHBIMU
HOBOOOPa30BaHUAMH JTUMDOUTHOM, KPOBETBOPHOU M POJICTBEHHBIX M TKaHEH,
PACCESHHBIM CKJIEPO30M, FEMOJUTUKO-YPEMHUYECKUM CHUHAPOMOM, FOHOLIECKUM
apTPUTOM C CHCTEMHBIM HadalioM, Mykomnonucaxapuaos3om I, II u VI tunos,
JUIl TIOCJI€ TPAHCIUIAHTAIIMM OpraHoB W (WiM) TKaHeW (jalee -
®denepanbHbIA pETUCTp).

JlaTa BKIItOUEHUS OOJIBHOTO B PErHMOHANBHBIN cerMeHT dDenepaibHOro
peructpa GUKCHUpYETCS JieHalluM BpayoM B MEIUIMHCKOW KapTe
aMOyJIaTOPHOTO OOJLHOTO WJIM UCTOPHUH PA3BUTHS peOCHKA.

4. Opranuzanusi obecrnieueHuss MUHHUCTEPCTBOM 3APaBOOXPAHECHUS
Poccuiickoit @enepaniuu 3a cuet cpecTB peaepaabHOro OropKeTa O0JbHBIX
JIEKApCTBEHHBIMU IMpENapaTaMi OCYIIECTBISIETCS C YYETOM CTaHAApTOB
METUITUHCKON MTOMOIIHU, KIMHUYECKUX PEKOMEHIAIMH (IPOTOKOJIOB JICUEHUS) U
CpeaHEN KypCOBOM JI03bI JIEKAPCTBEHHBIX MPEMapaToB.

5. Opranbsl TOCyJapCTBEHHOM BIacTH CyOBekTOB Poccuiickoit
®denepannu B chepe oXpaHbl 310pOBbS HE TIO3AHEE | HOSAOPS TEKYIIEro rojaa
MPECTABISAIOT B MUHKHCTEPCTBO 3apaBooxpaHeHus Pocculickont denepanuu
3asIBKHM Ha [MOCTaBKY JIEKaPCTBEHHBIX MpenapaToB 1o Gopme, yTBEPKICHHON
yKa3aHHbIM MUHUCTEPCTBOM (J1ajiee - 3aBKH ), C MPUII0KEHUEM 000CHOBaHU M
1o ux 00beMy, a TaKKe MepeyeHb OpraHu3aluid, UMEIOIIUX JIUIEH3UI0 Ha
OCYIIECTBJICHUE MEAUIIMHCKOMN U (1K) (hapMarleBTUYECKON NEeITeIbHOCTH B
cyonektax Poccuiickoit @enepanuu (fanee - opraHu3aluu-ToIy4aTeNn), B
LEJISIX TOCTABKU OpraHU3alUsIM-TI0IydaTeIsIM JIEKapCTBEHHbBIX MPenapaTosB.
[ToTpeOHOCTh (00BEM IMOCTAaBKM) B JICKAPCTBEHHOM IIpemapare
OTIPEJIEISIETCS C YYETOM KIMHUYECKUX PEKOMEH A (IPOTOKOJIOB JICUSHHUS)
U CpelHEl KypCcOBOM J03bl JIEKAPCTBEHHOIO Ipernapara HCXOAs U3
eXeMEeCTYHOU (HaKTUUECKON MOTPEOHOCTH OONBHBIX B JIEKAPCTBEHHBIX
npenaparax B COOTBETCTBHM CO CBEACHUSIMU PETMOHAIBHOIO CErMEHTa
denepaabHOr0 perucTpa U HEOOXOJUMOCTH (POPMHUPOBAHHUA 3amaca Ha

15 MmecsueB.

6. MunucrepcTBO 31paBooxpanenus Poccuiickoit denepanuu popmupyet
KOMHUCCHIO IO PACCMOTPEHHUIO 3asBOK (J1ajiee - KOMHUCCHS), YTBEPKIAeT
MOJIOXKEHUE O KOMHUCCHM U €€ cocTaB. KoMuccus Ha CBOEM 3aceaHuu
paccMaTpHUBaET 3asgBKU HA MIPEAMET 0OOCHOBAHHOCTH 3asBJICHHBIX OOBHEMOB
JICKapCTBEHHBIX MPENapaToB, MPU HEOOXOIUMOCTH KOPPEKTUPYET UX, U
COIJIaCOBBIBAET C BBIHECEHUEM COOTBETCTBYIOLIETO PEILICHHUS.

CorylacoBaHr€e 3asiBOK OCYILECTBIISIETCSI KOMHUCCHUEH C Yy4acTHUEM
MpEICTaBUTENICH OPraHOB TOCYAapCTBEHHOM BilacTh CyObekToB Poccuiickoit



Oeneparun (B TOM  YHCIE C  HCIOJb30BAaHHEM
UH(OPMAITMOHHO-KOMMYHHUKAIMOHHBIX TEXHOJIOTHH).

7. O0BbeM MOCTABOK JIEKAPCTBEHHBIX IpenaparoB (opmupyercs B
npenenax OJKETHBIX ACCUTHOBAHMM, MPETyCMOTPEHHBIX B (penepaibHOM
3aKoHe O (hefiepalIbHOM OIOJKETE HA COOTBETCTBYIOIIMM (PUHAHCOBBIN rojl U
IJIAHOBBIN MEPUO/I, U JIUMUTOB OIOJIKETHBIX 0053aTENIbCTB, JOBEACHHBIX B
YCTaHOBJIEHHOM MOpsiIKe 10 MuHHCTEpCTBA 3[paBooXpaHeHus Poccuiickoi
denepanuy Ha 3aKyIIKY JEKAPCTBEHHBIX IPENapaToB.

8. B cooTBercTBUM C O0BEMaMH MOCTABOK JIEKAPCTBEHHBIX
MpPenapaToB, yTBEPKAESHHBIMU OpraHaMU TOCYIapCTBEHHOMN BIACTH CyOBEKTOB
Poccuiickoit @enepanuu B chepe oxpaHbl 340POBbS ¢ YUCTOM PEIICHHUS
Komuccuu, MUHHCTEPCTBO 3apaBooxpaHeHusi Poccuiickon ®@enepanuu B
YCTAaHOBJICHHOM 3aKOHOAATenbCcTBOM Poccuiickorn @Penepanun mnopsake
OCYILECTBIISIET 3aKYIIKY JIEKAPCTBEHHBIX IIPEIApPATOB.

9. IlocTaBuMKKN JIEKApPCTBEHHBIX IPENApATOB, ONPEACICHHBIE B
COOTBETCTBHMHU C 3aKOHOJATENILCTBOM Poccuiickoii denepanunu, NpeaCcTaBIsIIOT
B MuHucTepcTBO 37paBooxpanenus Poccuiickoit deneparuu ohopmiieHHbIE B
YCTAaHOBJICHHOM TOPSAJIKE JOKYMEHTBI, MOATBEpKAatomue (GakT MOJTyYCHUS
OpraHu3alMAMU-TIONYyYaTENIMU JIEKAPCTBEHHBIX IIPENApaTOB, B TOM YUCIIE
HAaKJIaJHbIC U aKTHI [IPUEMa-TIepEIaut JIEKAPCTBEHHBIX IIPEnapaToB.

10. MunuctepcTtBo 3apaBooxpaHeHus Poccuiickoit ®enepanuu B
teueHue 10 pabounx gHEHN co MHSA IMOCTYIUICHHS aKTa IpHeMa-lepeaadun
IIPUHUMAET Ha YYET JICKAPCTBEHHBIE MTPENAPATHI U U3JIACT PACIIOPSAIUTEIBHBIE
aKThI O TIEPENAYE JIEKAPCTBEHHBIX IPENAPATOB OPraHaM HCIIOJHUTEIBHON
BIacTu cyowbekToB Poccuiickoit ®enepaiuu, OmnpeneaeHHbIM BBICIIUM
JOJDKHOCTHBIM JIMIIOM cyObekTa Poccuiickoit deneparuu (pyKoBOAUTEIEM
BBICIIIETO MCIOJHUTEIBHOTO OpraHa TOCYJAapCTBEHHOW BIACTH CyOBEKTa
Poccuiickoit @enepanun) (1anee - ynoaTHOMOYEHHBIE OpPTaHbl), ¢ YKa3aHUEM
HOMEHKJIATYPHI, KOJINYECTBA U CTOMMOCTH JIEKAPCTBEHHBIX IIPENAPATOB B
OTHOUIEHHUH KAXKJIOTO YIIOJHOMOYEHHOI'O OpraHa.

11. MunuctepcTBO 3apaBooxpanenusi Poccuiickoit ®enepauun B
TedeHue 5 pabouux JHEH CcOo JHS HM3JaHUS PACTIOPSAUTEIILHOTO aKTa,
npeaycMoTpeHHoro nyHktoM 10 Hacrosmux IlpaBui, HampaBisieT B
YIOJHOMOUYEHHBIE OpPTaHbl (B 2 K3EMIUISIpax) HM3BELIEHUE O IOCTaBKE
JIEKApCTBEHHBIX MPENAPATOB W aKT MOpUEMa-NIepeayr, MOAINUCAHHbBIE
yKa3aHHbIM MUHUCTEPCTBOM.

12. YoTHOMOY€EHHBIE OpraHbl B TEUEHUE 5 padoumx AHEH co JHA
MOJYYECHHUS U3BEIICHHS O TOCTABKE JICKAPCTBEHHBIX IPENAPATOB U aKTa
npruema-Ttepeiaun, MpeaycMOTpeHHbIX NMyHKTOM 11  Hacrosmmx IIpaBui,
MOJMKUCHIBAIOT M 3aBEPSIOT MEUATHI0 00a K3EMIUISIPa U3BEIICHUS O TIOCTABKE
JIEKapCTBEHHOTO TIpernapara u o0a IK3eMIUisipa akTa IMpueMa-Tiepenay,
IIOCJIE YEro BO3BpaAIaloT B MUHHUCTEPCTBO 3ApaBOOXpaHeHust Poccuiickoit
denepany OAUH SK3EMIUISP YKA3aHHOTO U3BELICHUS U OJWH SK3EMILISAP aKTa
IpruemMa-Tepe1aun.

13. YriorHOMOUYEHHBI OpraH Ha OCHOBAaHWU akKTa MpueMa-Tepeaadu



MPUHUMAET Ha YUET JICKapCTBEHHBIC MTPENapaThl U B TeUeHHUe 5 paboumx
JHEW CO JHS MOJIYYEHHUS aKTa MpueMa-nepeaadyu U31aeT pacropsAuTeIbHbIN
aKT O Iepeaave JICKapCTBEHHBIX MTPENapaToOB OPraHU3alUsIM-TIOTYYaTesM C
YKa3aHHEM HOMEHKJIATYypbl, KOJWYECTBA U CTOMMOCTH JIEKAPCTBEHHBIX
MIPENapaToB B OTHOUIEHUHU KaXKJA0W OpraHU3aINU -I10TyYaTeIsl.

14. Opranuzaiuu-moayyaTesad B TCUeHHe 2 pabouux AHEH co JHSA
MOJYYEHHUs] TOKYMEHTOB, MOJTBEPKIAIONIUX IEpeladyy UM JIEKapCTBEHHBIX
npenapaToB, IPUHUMAIOT JICKaPCTBEHHBIE MIpenapaThl HA YYET, 00€CTICUNBAIOT
MX COXPAHHOCTb U L[EJIEBOE UCITOJIb30BAHUE.

15. MunucrepctBo 3apaBooxpaHeHus Poccuiickont ®depepauun B
YCTAHOBJIEHHOM UM MOPSAJIKE OCYIIECTBISCT MOHUTOPUHT JBHXKEHUSI U y4deTa
JIEKapCTBEHHBIX IIperapaToB B cyObekTax Poccuiickoit denepanuu, J0BOIUT
JI0 CBEJECHUS YIOJHOMOYEHHBIX OpPraHOB MOJIYYEHHBIE MO pe3yjbTaraM
MOHHUTOPHHTIA JAHHbBIC, B TOM YUCJIE CBEACHUS O HOMEHKJIATyPe, KOJINUECTBE
¥ CTOMMOCTH JIEKaPCTBEHHBIX MpenapaToB, 00 OTCYTCTBUU MOTPEOHOCTH B
OTJICJIBHBIX JICKAPCTBEHHBIX Mpenaparax Ju0o0 o MOSBICHUU JOMOJTHUTEIbHON
NOTPEOHOCTH B JIEGKAPCTBEHHBIX TMperapaTrax B CBSI3M C U3MEHEHHEM B
cyonekre Poccuiickoit denepaliii Y4UCIEHHOCTH OOJIbHBIX, U3MEHEHUSIMU B
HA3HAYCHUSX MEAUIIMHCKUMH PaOOTHHUKAMU JIEKAPCTBEHHBIX IpenapaToB
OOJLHBIM M COTJIACOBBIBAET MEpEpaCIIpeIeICHHE JIEKAPCTBEHHBIX TpenapaToB
MexXay cyorekTtamu Poccuiickoit deneparum.

16. [lepenaya JiIeKapCTBEHHBIX IIPENapaTOB OJIHUM CYOBEKTOM
Poccuiickoit @enepanuu B COOCTBEHHOCTh JApyroro cyobekra Poccuiickoit
denepanii OCYIIECTBISIETCS HA OCHOBAHMM aKTa NpUEMa-Tiepe/layu.
MununcrepcTBO 3apaBooxpaneHus Poccniickonn @enepanun yBEIOMISETCS O
nepenaye JICKapCTBEHHBIX IpenapaToB B 10-IHEBHBIM CpPOK IOCIE
MOANMCAHUS aKTa MpueMa-nepeadyn YIoIHOMOYEHHBIMU OpraHaMH.

17. MunncrtepcTBO 3apaBooxpaHeHust Poccuiickoit  ®denepanuun
MPEJICTABISECT €KEKBAPTAIBbHO, 10 10-TO Uyncia mecsia, ClIeayIolero 3a
OTUeTHBIM KBapTasioM, B denepanpHyro cinyx0y 1Mo HaA30py B cdepe
3IPABOOXPAHEHUS] CBEJICHUS O II€pellade JIEKApCTBEHHBIX IIPENapaToB
cyonekty Poccuiickoit @efepann M COTIACOBAaHHBIX MepepacipenesieHUusIX
JIEKapCTBEHHBIX MpenapaToB Mex1y cyobekramu Poccuiickoii ®denepanuu B
LEJISIX OCYUIECTBJIEHUSI KOHTPOJS 3a ILEJEBBIM HCHOJIb30BAaHUEM
JIEKApCTBEHHBIX MPEINAPATOB.

18. B nensx obecneyeHus: O0JIbHBIX JEKAPCTBEHHBIMU MpernapaTaMu B
MOPSIAKE, YCTAHOBIICHHOM 3aKOHOIATeNbCTBOM Poccuiickont ®denepanuu,
OCYIIECTBIISIETCS HA3HAYEHUE JICKAPCTBEHHBIX MpenapatoB U odopMieHUE
pPELIENTOB Ha JICKAPCTBEHHBIE TIPENapaThI.

19. Ilpu HazHaueHUM OOTHLHOMY JICKAPCTBEHHBIX MPENapaToB JeUaliuit

Bpad HHPOPMHUPYET €r0 O BO3MOKHOCTU TOJIYYCHHUS MM COOTBETCTBYIOIIUX
JICKapCTBEHHBIX TpenaparoB 0e3 B3UMAaHUS IUIATHI B COOTBETCTBUU C
3aKOHOJATeLCTBOM Poccuiickon deaepanuu.

20. B enax quHaMuyeckoro HaOIroAeHNs 32 O0JIbHBIM U COOJIFOIEHUS
MEPUOANYHOCTH MOCEIICHUSI UM MEIUIIMHCKOW OpraHU3alluy JIeYallliM BpaduoM



ONPENEIAECTCS KOJIMYECTBO JIEKAPCTBEHHOIO Ipemnapara, €IMHOBPEMEHHO
O0(QOPMJIEHHOTO Ha PELENTYPHOM OJIaHKE B COOTBETCTBUU C PEKOMEHI0BAHHOMN
CPEIHECYTOUYHOM KYpCOBOM 0301 U CPOKOM, HA3HAYEHHBIM JIJIS IOCEILICHMUS.
21. MeaunuHckasi opranu3aiusi IpeocTaBiIsieT O00JIbHOMY WM €ro
3aKOHHOMY IIPE/ICTaBUTEII0 MHPOPMALIUIO 00 OpraHu3alusX, PacIOI0KEHHbIX B
IpaHUIIAX MYHUIIUTIAIBHOTO 00pa30BaHUs IO MECTY KUTEJIbCTBA WIIA MECTY
npeObIBaHUs (B cllyyae €CM CPOK MNpeObIBaHUs MPEBBIMIAET 6 MECSIIEB)
OOJBHOTO M OCYHIECTBISIOIIMX OECIUIaTHBIA OTIIYCK JIEKapCTBEHHBIX
MPENapaToB, HA3HAYCHHBIX JICUAIIUM BPAYOM.

22.Tlocne BKIIOYECHHUS] OOJBHOTO B PETHOHAIBHBIA  CETMEHT
denepasbHOr0 PETUCTPA HA3HAYEHNUE U OTIIYCK €MY HJIM €r0 3aKOHHOMY
IIPEACTABUTEIIIO JIEKAPCTBEHHBIX MIPENAPATOB OCYIIECTBISACTCS B CPOK, HE
npeBblammii 20 pabounx THEW cO THS BKIIOYEHUS.

23. Opranuzamusi oOecriedeHusi JICKAPCTBEHHBIMU  IperapaTamMu
OOJBHBIX, MPOXKUBAIOIIUX B CTAI[MOHAPHBIX OPraHU3alUAX COLUAIBLHOTO
OOCTy>KMBaHUSI WJIM OTOBIBAIOIIMX HaKa3aHWE, CBSI3aHHOE C JIMIICHUEM
CBOOO/IBI, OCYIIIECTBIISIETCS COOTBETCTBYIOIIEH OpraHU3alien.

24. B cnyuae Bbie3/ia O0JBHOTO 32 TPENeNbl TEPPUTOPUN CYOBEKTa
Poccuiickon ®@enepanuu, B KOTOPOM OH IIPOKUBAET, HA TEPPUTOPHUIO APYTOro
cyonekta Poccuiickoit denepariny Ha CpoK, HE MPEBBIIAIONUN 6 MECSIIeB,
TaKoOMy OOJIbHOMY OpPraHOM I'OCYJAapCTBEHHOM BIacTu cyObekTa Poccuiickoi
®enepauuu B chepe OXpaHbl 3J0POBbS OPraHU3YETCs] Ha3HAUYCHHE
JIEKApCTBEHHBIX NPENApaTOB HA CPOK IPUEMA, PABHBIM CPOKY €T0 BbIE3/A 32
npezensl Tepputopun cyonekta Poccuiickoit denepanuu, 1100, yduThIBas
CPOKH FOJJHOCTH HMEIOIIUXCA OCTATKOB JIEKAPCTBEHHBIX IPEINAPATOB,
o0OecrieyeHue TaKoro OOJIBHOIO JIEKAPCTBEHHBIMHM Ipernaparamu Ha
COOTBETCTBYIOIIUM CPOK.

CeneHust 0 KOJIMYECTBE HA3HAYEHHBIX WM OTIYIIEHHBIX O0JIbBHOMY WIIN

€ro 3aKOHHOMY IPEJICTABUTENIO JICKAPCTBEHHBIX IIPEIapaToOB BHOCITCS B
PETMOHAJIBHBIN cerMeHT PeepanbHOro pErucTpa.

25. B cnyuae Bbie3sia O0JBHOTO 32 TIPENENbl TEPPUTOPUH CYOBEKTA
Pocculickon ®@enepanuu, B KOTOPOM OH IIPOKUBAET, HA TEPPUTOPHUIO APYTOro
cyonekta Poccuiickoit deneparnii Ha CPOK, MPEBBIIAIOIINN 6 MECSTIEB, WU B
cillydae M3MEHEHHs MEeCTa >KUTEJIbCTBA TaKOMY OOJBbHOMY Ha3HAYarOTCs
JIEKapCTBEHHBIE MPEMapaThl HA CPOK Mprema He Oosiee 0JHOro Mecsina Joo
OpraHU3yeTCsl OpPraHOM TOCYJAPCTBEHHOM BiacTH cyObekTa Poccuiickoit
deneparuu B chepe oxpaHbl 3740pOBbSi 00ECIEUEHUE TaKOro OOJIBLHOTO
JIEKapCTBEHHBIMU TIpenapaTaMy Ha CPOK Iprema He 00Jjiee OAHOro MecsIa.
Cenenust 0 TaKOM OOJILHOM MOJJIEKAT UCKITIOYEHHUIO U3 PErMOHAIBLHOTO
cermenTa denepanpHoOro peructpa cyonekra Poccuiickoit deaepanun, ¢
TEPPUTOPHUH KOTOPOTO BhIE3KAET OOIBHOM, U TIepeaade (B TOM 4YHCIE C
WCIIOJIb30BaHUEM HWH(GOPMAIIMOHHO-KOMMYHHUKAIIMOHHBIX TEXHOJOTH) OpraHy
rocyapcTBeHHOM BiacTu cyobekTa Poccuiickoit deneparuu B chepe oxpaHbl
3JI0pPOBbsI, HA TEPPUTOPHUIO KOTOPOTO Bbexal O0NBHOM, I BKIIOYCHUS B
peruoHanbHBI cerMeHT dDeneparbHOTO PErucTpa ATOr0 CyObeKTa



Poccuiickon ®@enepanumu.

JlaTolt BKJIFOUEHHUS CBEJIEHUM O OOJbHOM B PErHOHAIBHBIA CETMEHT
denepanbHOTO peructpa cyorektoMm Poccuiickoit denepainu, Ha TEPPUTOPHIO
KOTOPOTrO BbheXasl OOJBHOM, SIBISETCS JI€Hb, CIEAYIOUMNA 3a JIHEM
WCKJIFOYEHHUS CBEJCHNUI O HEM U3 PETHOHAIBHOrO0 cerMeHTa denepaibHOro
peructpa cyobekToM Poccuiickoit deaeparuu, ¢ TEPPUTOPHUU KOTOPOTO
BbIeXaJl OOJLHOM.

26. OpraH rocy1apcTBEeHHOM BiacTu cyobekTa Poccuiickoit @eneparuu

B c(hepe oXpaHbI 3I0POBBS, C TEPPUTOPHUH KOTOPOTO BBIEXan OOJILHOM,
npeAcTaBisier (B TOM — YHCIE€ C  HMCIOJIb30BAHUEM
WH()OPMAITMOHHO-KOMMYHHUKAITMOHHBIX TEXHOJIOTHI) TI0 3ampocy opraHa
rocyJIapCTBEHHOM BiiacTu cyobekTa Poccuiickoit deneparuu B chepe oXpaHsbl
3I0POBbS, Ha TEPPUTOPUIO KOTOPOr0 BhEXasl OOJILHOM, CBEACHUS O
KOJIMYECTBE HA3HAYEHHBIX WM (PAaKTUYECKU MPEJOCTABICHHBIX O0JIBHOMY HIIN
€ro 3aKOHHOMY IPEJICTAaBUTENIO JICKAPCTBEHHBIX MPENapaToOB B COOTBETCTBUU
C myHKTOM 25 HacTosimux [Ipasui.

YTBEPXIEHbI
nocTtaHoByieHueM [IpaBurenbcTBa
Poccniickont @enepanun

oT 26 HOs10pst 2018 1. Ne 1416

[TPABUJTA

BesieHns DeepabHOTO PErucTpa Jinil, OOJILHBIX TeMOpUITHEH,
MYKOBHUCIIUI030M, TUNIO(U3apHBIM HaHW3MOM, OoJie3Hblo [oire,
3JI0Ka4Y€CTBEHHBIMU HOBOOOPA30BaHUSIMHU JTUM(POUTHOM,
KPOBETBOPHOW U POJICTBEHHBIX UM TKaHEU, PACCESHHBIM
CKJIEPO30M, TEMOJIMTUKO-YPEMUYECKUM CUHIPOMOM, FOHOLIECKUM
apTPUTOM C CHCTEMHBIM Hadajaom, Mmykonosnucaxapuno3om I, Il u
VI tunos, nu1l nociae TpaHCIJIaHTAllUU OPTaHOB U (WJIM) TKaHEe!

1. Hactossmme IlpaBuna ycCTaHABIMBAKOT TMOPSJOK BEICHHS
denepaibHOTO pEeTUCTpa JUIl, OOJBHBIX TreMo(puiInel, MyKOBUCIIHIO030M,
runo@u3apHblM  HaHU3MOM, Oosie3Hbl0 ['omie, 370KaueCTBEHHBIMU
HOBOOOPa30BaHUAMHU JTUMDOUTHOM, KPOBETBOPHOU U POJICTBEHHBIX UM TKaHEH,
PACCESTHHBIM CKJIEPO30M, TEMOJIUTUKO-YPEMUUYECKUM CUHJIPOMOM, FOHOIIECKUM
apTPUTOM C CUCTEMHBIM HadyaJioM, Mykornojimcaxapuao3om I, II u VI tunos,

JUI] TIOCJ€ TpaHCIUIAHTAIIMM OpraHOB u (WJIM) TKaHEW (manee
COOTBETCTBEHHO - 00JIbHBIC, DeepalibHbIN PETUCTD).

2. Benenne denepanbHOro perucTpa OCYLIECTBISETCS B CIEAYIOLIUX



LEJISX:
a) obecrieyeHre JEKAPCTBEHHBIMU TpernapaTtaMu Ui MEIUIUHCKOTO
IIPUMEHEHHNS, BKIIFOYUCHHBIMU B YTBEPKICHHBIN [IpaBurensctBOM Poccurickon
denepanvy NepeueHb JEKAPCTBEHHBIX MpenaparoB, cHOPMHUPOBAHHBIA B
YCTaHOBJICHHOM UM MOPSIJIKE (J1ajiee - IEeKapCTBEHHbIE MIpenapathl), O0JIbHbBIX
3a cYeT OOJIKETHBIX aCCUTHOBAHWH, MPEAYCMOTPEHHBIX B (eAepabHOM
OroxeTe MUHHCTEPCTBY 37paBooxpaneHust Poccuiickoit denepanuu;

0) MOHUTOPHHTI JBMKEHHS U ydeTa O0JIbHBIX HA OCHOBAaHUM CBEJICHUM,
MIPEICTABIISIEMBIX OpraHaMH TOCYIapCTBEHHOM BIAcTH CyOBekTOB Poccutickoi
deneparuu B chepe oXpaHbl 30POBbS;

B) 3¢ (DEeKTUBHOE TUTAHUPOBAHNE U PACXOA0BaHKE (PMHAHCOBBIX CPEJICTB,
HaIPaBJISIEMBIX Ha 3aKyMKY HEOOXOIUMBIX JICKAPCTBEHHBIX MPENapaToB IS
obOecrieueHus: UMH OOJIBHBIX 110 MECTY KUTEIbCTBA WM MECTy IpeObIBaHus (B
cilydae €clid CPOK MpeObIBaHUS MPEBBIIIACT 6 MECSIIEB).

3. @enepanbHblil perucTp sBisgercs (enepanbHO HWHOOPMAITMOHHON
CUCTEMOM, COCTOSILIEH W3 PETMOHAIBHBIX CETMEHTOB U COJEpIKallei
CBEJICHHUS, IPETYCMOTPEHHbIE TYHKTOM 9 Hactosamux [IpaBui.

MunucrepcTBo 31paBooxpanenus Poccuiickorn denepanuu sBiseTcs
OIepaTopoM H3TOM CHCTEeMBl M obecrieuuBaeT ee OecriepedoitHoe
(GyHKIIMOHUPOBAHUE.

4. Opranbl TOCYJapCTBEHHON BJIacTH CyOBeKTOB Poccuiickoi
depneparuu B chepe oxXpaHbl 370pOBbsi 00€CTICUMBAIOT BHECEHUE CBEJICHUIN O
OOJIHBIX B PETMOHAIbHBIN cerMeHT DeiepalIbHOTO PETUCTpa B CPOK, HE
NPEBBIAIOIMMA 5 pabounx nHEW co AHS oOpaileHus OOJBHOTO C
YCTAHOBJIEHHBIM JIMAarHO30M B MEJIMIIMHCKYIO OPraHM3alMI0 MO MECTY €ro
KUTEIBCTBA WM MECTY IpeObIBaHUs (B CiIy4ae €Clid CPOK MpeObIBaHUS
MPEBBINIAET 6 MECSIIEB).

BxiroueHrne B permoHajbHbIi cerMeHT DenepalibHOTO perucrpa
CBEJICHUH O OOJIBHBIX OCYIIIECTBIISIETCS MEAUIIMHCKOM OpraHu3aIien mo MecTy
WX JKUTETLCTBA UM MECTY MpeObIBaHMS (B ClIydae €clid CPOK MpeObIBaHUS
MPEBBINIAET 6 MECSIEB) HA OCHOBAHUM MEIUIIMHCKUX IOKYMEHTOB (MX KOTWIN)
WJIM BBIMMCKHU U3 HUX, OTPAXKAIOIINX CBEICHUS 00 YCTAaHOBJIEHHOM JIMarHO3€ U
BBIOOpPE MEPOMNPUATHI IO JICUCHUIO MalMeHTa. BKIIIOYeHHEe CBEICHHH O
OOJIBHBIX C TEMOJIUTUKO-YPEMUUYECKUM CUHAPOMOM, FOHOIIECKUM apTPUTOM C
CUCTEMHBIM HadajioM U Mmykononucaxapuno3om I, II u VI tunos
OCYIIECTBIISIETCS HA OCHOBAHUU MEAUIIMHCKUX JTOKYMEHTOB UJIM UX KOMUW U
BBITIUCKHU W3 HUX, OTPAXKAIOIINX CBEJCHUSI 00 YCTAHOBJIICHHOM JIMarHO3€ U
BBIOOPE MEPOIIPHUATHI MO JICUSHUIO TAIMEHTA, MOJYyUYCHHBIX OT (eaepabHOM
MEIULIMHCKOW OpTraHu3alnHu.

5. PerynupoBaHue OTHOIIIEHHM, CBSI3aHHBIX C BeAeHuEM DenepaibHOro
pErucTpa, OCyLIECTBISETCS B COOTBETCTBUM C 3aKOHOJATEIbCTBOM
Poccuiickoit @enepannn 06 nHGpopManuu, THOOPMAITMOHHBIX TEXHOJIOTHSIX U O
3ammmTe HHOOPMAIIHH.

6. MunuctepcTBo 311paBooxpaneHusi Poccuiickoit denepanuu U Oprasbl
rocyapCTBeHHON BiacTu cyOBekToB Poccuiickoit denepanuu B chepe



OXpaHbl 37I0OPOBbsSI 00ECTIEUMBAIOT KOH(PDUIACHIIMAIBHOCTh CBEACHU,
conepxkamuxcs B deiepaibHOM PErucTpe, a TakKe XpaHEHUE U 3allUTy
TaKUX CBEJICHUI B COOTBETCTBUU ¢ DeepaibHbIM 3aKOHOM "O MepcoHaNbHBIX
JTAHHBIX'".

7. Pazmenienune unpopmanuu B GenepanibHOM PEruCTpe OCYIIECTBISETCS

C MPUMEHEHUEM YCUJICHHOW KBaJU(UUIHUPOBAHHON 3JIEKTPOHHOU MOAMKCH B
cootBeTcTBHH ¢ DeepanbHBIM 3aKOHOM "O0 AIEKTPOHHOM oAHUCH".

8. denepanbHbli PETUCTP BEAETCA B DSICKTPOHHOM BHAE C
MIPUMEHEHUEM aBTOMATU3UPOBAHHON CUCTEMBI ITyTEM BHECEHUSI PETHCTPOBOM
3alUCU C MPUCBOCHHUEM YHUKAJIBHOIO HOMEpa PErMCTPOBOW 3alucu U
YKa3aHHUEM JaThl €€ BHECEHUS.

[Tpu BHECEHNH W3MEHEHH B CBEICHHUS O OOJBHOM JOJIKHBI OBITH
COXPaHEHbI YHUKAIBHBIN HOMEpP PErUCTPOBOM 3aMUCU M UCTOPUSI BHECECHUS
V3MEHEHUN.

9. ®enepanbHbBIN PETUCTP COAEPKUT CIEAYIOIINE CBEICHHUS:

a) CTPaxOBOW HOMEP UHIMBHUIYATBHOTO JIUIIEBOTO cueTa OOJBHOTO B
CUCTEME 0053aTEILHOTO MEHCUOHHOTO CTPaxoBaHus (IIPU HAIMYMH);

0) ¢pamMumus, UMs, OTYECTBO OONBHOTO, @ TaKXKe (amMuiIus, JaHHas

IIPU POXKICHUH;

B) JlaTa pOKJIeHUs OOJILHOTO;

T') 0J1 00JILHOTO;

1) aApec MECTa KUTEIbCTBA I MECTa TPeObIBaHUs (B cllydae €CiIH

CPOK IIpeObIBaHUs MPEBbIIAET 6 MecAleB) OOJBHOTO (C YKa3aHHEM KoJia o
Oo61epoccuiickomy KJ1accuukaTopy 00BEKTOB
aMUHUCTPATUBHO-TEPPUTOPUATILHOTO JICTICHUS );

€) cepusi U HOMEp Mmacnopta (CBUAETENIBCTBA O POKIACHUU) WU
YIOCTOBEPEHUS JIMUHOCTU OOJIBHOTO, a TaKXKe JaTa BbIJAYM yKa3aHHBIX
JIOKYMEHTOB;

) cepus U HOMEP IMoJjrca 00s3aTeIbHOT0 METUIIMHCKOTO CTPAaXOBaHUS
OOJTBLHOTO M HAaWMMEHOBAHME BBIJABIIEH €ro CTPaxOBOW MEIUIIMHCKOM
OpraHu3aluu;

3) uHdopmarusi 00 MHBAIUTHOCTH (B CIydae YCTAHOBJICHUS TPYIIIBI
WHBAJIMHOCTH WUJTU KaTeropuu "pedeHoK-uHBAIUT");

1) AuarHo3 3a0ojieBaHUs (COCTOSIHMSI), BKJIIOUasi €ro KOJ IO
MexayHapoIHOM CTaTHCTHUYECKOW Kiaccupukanuu Ooje3Held u mpooiiem,
CBSI3aHHBIX CO 37I0POBbEM, a TAKXKE JIaTa OCMOTpa OOJILHOTO U JaHHBIE O
JMHAMHUKE COCTOSHUS,

K) uHQopManuss O MEAMIIMHCKOM OpraHu3anuu (HauMEHOBAaHHE,
OCHOBHOM TI'OCYIApCTBEHHBIM PETrUCTPALMOHHBIA HOMEpP, KO IIO
Oo6mepoccuiickoMy KiaccupUKaTopy MPEANPUITHI U OpTraHnu3aIliii ), BbIIaBIICH
HaIlpaBJICHUE Ha BKIIFOUCHUE CBeICHUH 0 00IbHBIX B DenepalbHBI PETHCTP
(HampaBlieHHE HA BHECEHHE WM3MEHEHWN B CBEJICHHS, COJIepXkKaluecs B
denepaabHOM PETUCTpE (7anee - HallpaBJIeHUE), a TaK)Ke HM3BEIICHHE 00
HCKJIFOYEHUHN CBEACHUN 0 OOJMBbHBIX u3 DenepanbHOTO perucrtpa (manee -
W3BEIICHHUE);



J1) 1aTa BKJIFOYCHHS CBEACHHUI O OOJILHOM U J1aTa BHECCHUS M3MCHECHHM

B CBeJIeHUs 0 00JabHOM B DeiepaiabHblil pEerucTp;

M) uHGOpMAIIU O Ha3HAYEHUH JIEKAPCTBEHHBIX MPENapaToB;

H) uHGopMaIus 00 OTITYCKE JIEKapCTBEHHBIX MPENapaToB (JlaTa HayaJia
oOecrieyeHusl JeKapCTBEHHBIMH IpernapataMud M (aKTHUYECKUH OTIYCK
JIEKapCTBEHHBIX MPENapaToB);

0) JaTa TPUHATUSA peIIeHUs OO0 OKOHYaHUU OOeCreUeHHUs
JIEKapCTBEHHBIMU TpENapaTamMu C YKa3aHUEM MPUUYUHBI (BBIE3]] 32 MPEICbl
Pocculickon @enepaniui Ha MOCTOSIHHOE MECTO KUTEIbCTBA WM MECTO
npeObIBaHMsI (B ClTydae €CIM CpOK TMPeObIBaHMsI MPEBHIIIACT 6 MEcCsIEeB),
CMEPTh OOJIBHOTO, OTCYTCTBHUE TMOKa3aHWH K JajbHEHIIEMYy WIpHEMY
JIEKQpCTBEHHOI'O Mperapara) U O IMepeJade CBEICHUM B apXuB
denepalibHOTO PETUCTPA;

1) uHopMaIus 0 BKIIOUeHUH 00s1bHOTO B DeniepanbHblid perucTp JIuil,
MMEIOIIMX MPAaBO Ha MOJIYYEHHUE TOCYJapCTBEHHON COLMAIBHOW MMOMOIIU, U
WHBIE PETUCTPBI, MPEIYCMOTPEHHBIE 3aKOHOJATENbCTBOM Poccuiickoii
denepanuu, B 1EIIX 00eCIEYSHUS JIEKapCTBEHHBIMHU MperapaTaMu 3a CUeT
OromkeToB OroKeTHOM cuctembl Poccutickoit denepanuu;

P) YHUKQJIBHBIA HOMEP PErUCTPOBOM 3aINCH;

C) BBINKCKA U3 MEUIIMHCKONW JOKYMEHTAIIMK OO0JIbHOTO, COJiepKaliast
CBEJICHMS O HA3HAYECHUU U UCTOJIb30BAHUM JIEKAPCTBEHHBIX MPENapaToB.

10. B ciiyyae ycTaHOBJIEHUS JMarHo3a 3a0oJieBaHUsl (COCTOSIHUA),
yKa3aHHOTO B IMyHKTE | Hactosmmx [IpaBui, WM W3MEHEHHS CBEACHUM,
yKa3aHHbIX B moanyHkrax "a" - "x" nyHkta 9 nacrosmmx IIpaBwui,
MEJIMIIMHCKUE OpTraHu3allii, B KOTOPHIX OOJbHBIE HAXOIATCS MO
MEJIMIIMHCKUM HAOJIIOJICHUEM, B CPOK, HE MPEBBIMIAONTUN 3 pabounx JTHEH co
JHST oOpareHust 00JbHOTO C YCTAaHOBJICHHBIM JMArHO30M B MEIUITMHCKYIO
OpraHu3allnIo TI0 MECTY JKUTEIbCTBA UM MECTY NMpeObIBaHus (B Ciydae eciiu
CPOK MpeObIBaHUS TIPEBBIIIAET 6 MECSIIEB), MPEJACTABISIOT B AJIEKTPOHHOM
BU/JIC WK HA OyMa)KHOM HOCHUTEJIC HaIlpaBJICHUS M U3BEIICHUS B Opraf
rocyaapcTBeHHoOM BiacTu cyobekTa Poccuiickoit deneparuu B chepe oxpaHbl
3I0pOBbs IO (hopMe U B MOPSIZIKE, KOTOPBIE YTBEPkKACHb MUHUCTEPCTBOM
3apaBooxpanenus Poccuiickon denepamnuu.

11. Ins 3amonHeHUss PErMOHAIBHOrO cermMeHTa ®denepanbHOro

perucTpa OpraHu3aliu, OCYIIECTBISAIONIME OTIYCK JIEKAPCTBEHHBIX
npenapaToB, Ha3HAUYCHHBIX JICUAIIMM BpPadOM B COOTBETCTBUHU C
MIPEAYCMOTPEHHBIM MOAIYHKTOM "a" myHKTa 2 HacTosmux [IpaBun nepednem,
JI0 5-TO YHMCJIa KaXKJI0ro MecsIla MPeICTaBISIOT B OpraHbl TOCYAapCTBEHHOM
BJIacTU CyOBeKTOB Poccuiickoit deneparuu B chepe oxXpaHbl 3710POBbS B
AJIEKTPOHHOM BHUJIE WK Ha OyMa>KHOM HOCHUTEJIE CBEICHHS 00 OTIYIICHHBIX 32
MPEAIIECTBYIONMINN MECSIL JICKAPCTBEHHBIX ITpenapaTax.

12. B cityuae ecnu cBelieHHs], MPEIyCMOTPEHHbIE MOAMYHKTamu "a",

"x" u "n" nynkra 9 Hacrosmmx IlpaBui, HE TpeACTaBIECHbBI B OpraHbl
roCcyapCTBeHHOW BlacTu cyOBekToB Poccuiickoit denepanuu B chepe
OXpaHbI 3/I0POBbS, YKa3aHHbIE OPTaHbl BIIACTH CAMOCTOSITEIBHO 3aMpPallliBaIOT



9T CBEJCHUS B TOCYAAPCTBEHHBIX BHEOIOKETHBIX (hOHIAX.

Caenenust 0 60JIbHOM (HaMpaBIICHUS, U3BEIICHUS ), PEJCTABIsIEMbIE B
AIEKTPOHHOM BHUJE, MOMJIEKAT 3aBEPEHUI0 BJIEKTPOHHOM MOMAMKCHIO
JIOJDKHOCTHOTO JIMIA OpraHa ToCyIapCTBEHHOM BIacTu cyobekTa Poccuiickoi
®denepanuu B chepe oXpaHbl 310POBbSI.

13. B cirygae BbIe31a 00IHOTO 3a Ipeielibl Tepputopun Poccuiickoi
®denepalivy Ha TOCTOSIHHOE MECTO JKUTEILCTBA UM MECTO TpeObiBaHus (B
CJIy4yae e€Clii CPOK MpeObIBaHUS MPEBBIIIACT 6 MECSIIEB), a TAKXKE B ClIydyae
cMePTH OOJIBHOTO CBEICHHSI O HEM TOJJICKAT apXUBHUPOBAHUIO.

YTBEPXJIEHbI
nocTta”oByieHueM [IpaBurenbcTBa
Poccutickon ®enepanuu

oT 26 Hos16pst 2018 1. Ne 1416

[TEPEYUEHbD
yTpaTtuBmux cuity akToB [IpaBurenscTBa Poccuiickoit @enepannu

1. ITocranoBnenune IlpaBurenscrBa Poccuiickoir Penepauuu OT

26 nexabps 2011 r. Ne 1155 "O 3akynkax JeKapCTBEHHBIX MpPenaparos,
npeAHa3HAYCHHBIX ISl OOecCreueHusl Jull, OOJbHBIX reModuinei,
MYKOBUCIIUJIO30M, THUNO(PHU3apHBIM HAHU3MOM, Oosie3Hpto [ ore,
3JI0KaYECTBEHHBIMU HOBOOOpPA30BaHUSIMU JIMMGPOUIHON, KPOBETBOPHOU U
POJCTBEHHBIX MM TKaHEW, PAcCCEIHHBIM CKJIEpPO30M, JHUIl TOCIE
TpaHCIUTaHTaIMK opranoB U (wim) Tkanei" (CoOpaHue 3aKOHOJATEIHCTBA
Poccuiickoit @enepanuu, 2012, Ne 1, ct. 186).

2. ITocranoBnenue IlpaButenscrBa Poccuiickoit depepanuu OT

26 ampenst 2012 1. Ne 404 "O6 yrBepxkaenuu [pasun Benenns denepanbHOro
perucrpa Juil, OOJbHBIX TeMO(PUINEd, MyKOBUCUUI030M, TUIOPU3APHBIM
HaHU3MOM, OoJie3Hbl0 ['olie, 37I0KaYeCTBEHHBIMM HOBOOOPA30BAHUSIMU
TUM(OUIHON, KPOBETBOPHOM U POJACTBEHHBIX MM TKaHEH, pacCesSHHbIM
CKJIEPO30M, JIMI] MOCJ€ TPAHCIUIAHTALMK OPraHoB W (MJM) TKaHeil"
(Cobpanue 3axoHomarenbcTBa Poccuiickoit deneparuu, 2012, Ne 19,
cT. 2429).

3. IIyuktel 176 u 190 u3MeHeHUl, KOTOpbIE BHOCATCS B aKThl
[IpaBurenscTBa Poccuiickorn depepanuu 1Mo Bompocam AEATEIbHOCTH
MunucrepcrBa 3apaBooxpanenust Poccuiickon denepanuu, yTBEPKICHHBIX
nocranoBiieHneM IIpaBurenbcTBa Poccuiickoit denepanuu ot 4 ceHTIAOps
2012 r. No 882 "O BHeceHUU U3MEHEHHI B HEKOTOpBIEC aKThl [IpaBuTenbcTBa
Poccuiickon @enepanuu 1o BOIPOCaM  JIESITEIbHOCTH  MuUHHCTEpPCTBA



3npaBooxpaHeHust Poccuiickoit ®enepanun” (CoOpaHue 3aKOHOIATEIHCTBA
Poccuiickoit @eneparuu, 2012, Ne 37, ct. 5002).

4. IlocranoBnenne IIpaButensctBa Poccuiickoit deaepauuul OT

24 anpena 2015 . Ne 389 "O BHeceHMM M3MEHEHUW B IOCTAHOBIICHHE
[TpaButenncTBa Poccuiickoit denepanun ot 26 nekadbpst 2011 r. Ne 1155"
(Cobpanue 3akoHomarenbcTBa Poccuiickoit deneparuu, 2015, Ne 18,

cT. 2709).

5. IlocranoBnenue IlpaBurensctBa Poccuiickorn ®enepanuu OT

9 anpens 2016 r. Ne 288 "O BHecenuu uzmeHenuii B IlpaBuna BeneHus
denepaabHOTO PETUCTpa JIHI], OOJBHBIX TeMOGUINEH, MYKOBHCIIHI030M,
runou3apHbM  HaHU3MOM, Oo0Je3Hbl0 ['omie, 370KaYeCTBEHHBIMU
HOBOOOPa30BaHUAMH JTUMDOUTHOM, KPOBETBOPHOU M POJICTBEHHBIX M TKaHEH,
PacCCesTHHBIM CKJIEPO30M, JIUI] MOCJI€ TPAHCIUIAHTAllMM OPraHOB W (WJIN)
tkaHer" (CoOpanue 3akoHomarenbcTBa Poccuiickont depeparuu, 2016,
Ne 16, ct1. 2225).

6. [TocranoBnenue IlpaBurenbctBa Poccuiickoit ®enepauuu OT

11 aBrycra 2016 . Ne 784 "O BHecEHUM U3MEHEHUI B MOCTAHOBJICHUE
[IpaButennscTBa Poccuiickoit denepanun ot 26 nekadbpst 2011 r. Ne 1155"
(Cobpanue 3akoHomarenbcTBa Poccuiickoit deneparuu, 2016, Ne 34,

CT. 5242).

7. IloctanoBnenue IlpaBurenscTtBa Poccuiickorn ®enepanuu OT

17 anpenst 2017 r. Ne 457 "O BHecenun uzmenenur B [lonoxkenue o
3aKyInKax JICKApCTBEHHBIX IIPenapaToB, MPEeAHA3HAYCHHBIX JUIsI 00ECIICUCHUS
L, OONBHBIX TreMo(puineld, MyKOBUCIUI030M, THIO(PU3APHBIM HAHU3MOM,
0one3Hbpto [omie, 3710Ka4YEeCTBEHHBIMU HOBOOOPA30BAHUSIMU JTUM(OUTHOM,
KPOBETBOPHOW M POACTBEHHBIX UM TKaHEH, PACCESHHBIM CKJIEPO30M, JIUIL
nocJie TpaHCIUIaHTanuu opraHoB u (unu) Tka"e" (CoOpanue
3akoHoAaTenbcTBa Poccuiickoit ®enepanuu, 2017, Ne 17, ct. 2577).



