MMPABUTEJILCTBO POCCHUUCKOHN ®EJIEPALIMA
ITIOCTAHOBJIEHMUME

oT 26 Hos0ps 2018 1. Ne 1416

MOCKBA

O nopsiake opranu3anuu odecneYeHus JeKApCTBEHHbIMU NpenapaTaMmu
JIML, 00JIbHBIX reModu/ineil, MyKOBUCIHI030M, THIIO(PU3APHBIM HAHU3MOM,
0oJsie3nb10 I'o1m1e, 3J10KaYeCTBEHHBIMH HOBOOOPAa30BAHUAMHU JTUMPOUTHOM,
KPOBETBOPHOM M POJACTBEHHBIX UM TKaHEl, PACCETHHBIM CKJIEPO30M,
reMOJIMTUKO-YPEeMHUYECKUM CHHAPOMOM, IOHOILIECKUM aPpTPUTOM
C CMCTEMHBIM Ha4yajoM, mykonosgucaxapuao3om I, Il u VI tunos,

JIMII OCJIe TPAHCIUIAHTALMM OPTraHoOB M (WIH) TKAHEH, a TaAKKe 0
NMPU3HAHUM YTPATUBIIMMH CHJIY HEKOTOPbIX AKTOB
IIpaBurteabcTBa Poccuniickon @enepauuu

B coorBerctBuM ¢ myHkrom 21 dactu 2 crateu 14 m yactsamu 7 - 9
cratbu 44 ®enepanbHoro 3akoHa "OO OCHOBaxX OXpaHbl 3/I0pPOBbSl T'pakJaH
B Poccuiickoit  ®enepamuu" IlpaButensctBo Poccuiickonn  ®denepanun
NOCTAHOBJACT:

1. YTBepauth npusiaraemole:

[IpaBuna opranuzanuu oOecredyeHHs] JIEKapCTBEHHBIMHU IpernapaTaMu
UL, OOJIbHBIX TeMo(duinend, MYKOBHUCIMA030M, TUMO(MU3APHBIM HAHU3MOM,
Oone3npto ['ome, 3710Ka4Ye€CTBEHHBIMH HOBOOOpPA30BaHUSIMU  JIUM(OUTHOM,
KPOBETBOPHOW UM POIACTBEHHBIX MM TKaHEH, pAaCCEIHHBIM CKJIEPO30M,
TEMOJINTUKO-YPEMUYECKHUM CUHAPOMOM, FOHOIIECKHM APTPUTOM C CHUCTEMHBIM
HayajoMm, Mmykomnoaucaxapuao3om |, Il u VI tumnos, nuir mocie TpaHCIIaHTAUNA
OpraHoB U (WJIM) TKaHEH;

IIpaBuna Benenuss PenepanbHOrO PErucTpa Jul, OONbHBIX reMOpUINEH,
MYKOBHCILIHJIO30M, runo(pu3apHeIM HAHU3MOM, 00J1€3HBIO I'ome,
3JI0KQYECTBEHHBIMM  HOBOOOpa30BaHUSIMU  JUMQPOUIHOHW,  KPOBETBOPHOIL
U POICTBEHHBIX MM TKAaHEW, PpACCESIHHBIM CKJIEPO30M, TI'€MOJIMTHKO-



YPEMUYECKUM CHHIPOMOM, IOHOLIECKMM apTPUTOM C CHUCTEMHBIM HAUYaJiOM,
mykonosucaxapunozoM |, I u VI tunos, nuil nocsiae TpaHCIIaHTAMUd OPraHOB
U (WIM) TKaHEeH;

IIEpEYEHb yTpPATUBIIMX Cuily akToB IIpaBurenscrBa Poccuiickoit
denepannm.

2. MUHUCTEPCTBY 3PaBOOXPAHEHUS Poccuiickon denepanuun
B YCTaHOBJEHHOM 3aKOHOAATENbCTBOM Poccuiickoit ®enepaunu mnopsake
OCYyIIECTBUTh 3aKkynky Ha 2019 roxm nekapCTBEHHBIX MpPENapaTtoB s
MATOT€HETUYECKOr0  JICYCHHUS] JIUI, OOJBHBIX TE€MOJUTHKO-YPEMUUYECKUM
CUHJIPOMOM, FOHOILIECKUM apTpUTOM c CHUCTEMHBIM HayajoMm,
mykononucaxapuno3oM |, II u VI Tumnos, BKIIOYEHHBIX B NIEPEUCHb KU3HEHHO
HEOOXOMMBIX U BXKHEHIINX JIEKaPCTBEHHBIX MPENapaToB.

3. MunucrepcTBy 3apaBooxpaHeHusi Poccuiickoit ®enepanuu aaBaTh
pa3bsICHEHHs] 1O TMPUMEHEHUIO TMPaBWI, YTBEPKIACHHBIX  HACTOSIINM
ITIOCTAHOBJICHUEM.

4. Hacrosiee mnoctaHoBieHHEe BcTymaeT B cuiy ¢ 1 suBaps 2019r.,
3a UCKIIFOUEHHUEM MYHKTa 2, KOTOPBIM BCTYMAeT B CHUIY CO JHS OPUIUATBLHOTO
OITyOJIMKOBAHUS HACTOSIIIETO TTOCTAHOBIICHUSI.

IIpencenarens I[IpaBurenscrBa
Pocculickon ®@enepanuu JA.Mensenes



YTBEPXIEHDbI

nocra”HoBjeHueM [IpaBuTenbcTBa
Poccuiickon denepanmnu
oT 26 Hos0ps 2018 1. Ne 1416

IIPABUJIA

OpPraHu3anuu odecrnevYeHus JJIeKapCTBeHHbIMU NMpenapaTaMu
Jinl, 00JbHBIX reMo(puIneil, MyKOBHCIIHI030M, THIO(U3APHBIM HAHU3MOM,
00J1e3Hb10 1'0111€, 3/I0KaYeCTBEHHBIMUA HOB0OOOPa30BaHUAMU JUMQPOUIHOI],
KPOBETBOPHOM U POJACTBEHHBIX UM TKaHEH, PACCEHHBIM CKJIEPO30M,
reMOJIMTHKO-YPEeMUYECKUM CHHAPOMOM, HOHOILIECKMM apTPUTOM
¢ CMCTEeMHBIM Ha4YaJoM, Mmykomnoaucaxapuao3om I, Il u VI tunos,
JIMIL MOCJIe TPAHCIUIAHTAMM OPTraHoOB M (WIH) TKaHeHl

1. Hactosimume  IlpaBuna  ycTaHaBIMBAIOT  MHOPATOK  OpraHU3alMU
oOecrieueHus: Jul, OOJIbHBIX TeMOPUINe, MyKOBUCIUAO30M, TUNO(U3APHBIM
HAaHU3MOM, OoJsie3Hbt0 l'ome, 3JI0KAaYeCTBEHHBIMH  HOBOOOPa30BAHUSMHU
TUM(OUTHOW, KPOBETBOPHOM M POACTBEHHBIX MM TKaHEH, pacCessHHbIM
CKJIEpPO30M, T€MOJIUTUKO-YPEMUUYECKUM CHHIPOMOM, FOHOLIECKUM APTPUTOM C
CUCTEMHBIM HaudajoMm, Mykomnonucaxapugo3zom |, II u VI Tunos, nui nocne
TPAHCIUIAHTAIIMU OPTaHOB U (MJIM) TKaHel (najnee - 00IbHBIE), JIEKAPCTBEHHBIMU
npenaparaMu ISl MEAMIMHCKOTO TPUMEHEHUs, NpeIHa3HAYCHHBIMUA IS
JIeYeHMs 3TUX 3a00JieBaHul, 10 yTBepkaeHHoMY [IpaBurensctBoM Poccuiickoit
@denepauny MEPEYHIO JIEKAPCTBEHHBIX IMpenapaToB, CHOPMUPOBAHHOMY B
YCTAaHOBJICHHOM MM TMOpSAKE (l1ajee - JEeKapCTBEHHBbIE IMpenaparbl), a TaKkKe
NOPSIIOK M YCJIOBUSL MEpefadyu JICKapCTBEHHBIX MpEnapaToB B COOCTBEHHOCTb
cyobekToB Poccuiickoit denepanuu.

2. UcTOUHMKOM (pMHAHCUPOBAHUSI OpraHu3aluu obOecreueHus OOJIbHBIX
JIEKapCTBEHHBIMU  TIpernapataMd  SBJISIOTCS  OIO/DKETHbIE  ACCUTHOBaHMS,
peaycCMOTpEeHHbIE B (hefiepaibHOM OrokeTe MUHUCTEPCTBY 3APaBOOXPAHEHUS
Poccuiickon @enepanum.

3. IIpaBo 06o0npHOrO Ha oOOECHEYEHUE JIEKAPCTBEHHBIMU IIpernapaTamu
BO3HHMKAET CO JHS BKIIIOYCHHsI CBEICHUNW O HEM B DPETUOHAIBHBIA CETMEHT
denepaibHOrO perucTpa Jul, OOJbHBIX TreMo(uInel, MYyKOBHUCIHIO30M,



runo@u3apHbiM  HAaHU3MOM, o6oneznpto  [ome, 3JI0Ka4€CTBEHHBIMU
HOBOOOPa30BaHUAMH JTUMDOUTHON, KPOBETBOPHOM U POJCTBEHHBIX UM TKaHEH,
pacCEesIHHBIM CKJIEPO30M, FEMOJIUTUKO-YPEMUYECKUM CUHAPOMOM, FOHOIIECKUM
apTPUTOM C CHUCTEMHBIM HaudajioM, Mykomonucaxapuao3om |, II u VI tumnos,
JIMI] TIOCJIe TPAHCIUIAHTAllMU OpraHoB W (WiM) TKaHeW (nanee - denepalibHbIN
perucrp).

Jlata BKiIOYeHHUS OOJILBHOTO B PErHMOHAIBHBIN cermMeHT DeaepalibHOTO
peructpa (Qukcupyercs JieHalluM ~ BpauoM B MEIUIMHCKOM  KapTe
aMOyJIaTOPHOTO OOJLHOTO WJIM UCTOPHUH PAa3BUTHS peOCHKA.

4. Opranuzanus  obecrnieueHuss MMHHCTEPCTBOM  3JIpaBOOXPaHEHUS
Poccuiickoit denepanuu 3a cuer CpelcTB (deaepabHOro OroKeTa OOJIbHBIX
JIEKapCTBEHHBIMM  IIpenapaTaMu OCYIUECTBISIETCS C YYE€TOM CTaHJapTOB
MEUIIMHCKON TIOMOIIH, KIMHUYECKUX PEKOMEHAAIMM (TIPOTOKOJIOB JICUCHHUS) U
CpedHEeN KypCOBOU J103bl JIEKAPCTBEHHBIX MIPENapaToB.

5. Opranbl rocy1apcTBeHHOM Biactu cyonekToB Poccuiickoit deneparu
B cepe oXpaHbl 3/I0POBbsI HE MO3/IHEE | HOSOPS TEKYIIETO rojia MpeICTaBISIOT
B MunucrepctBo 3apaBooxpaHeHuss Poccuiickon  @enepanuu  3as8BKU
Ha TIOCTaBKY JIGKQPCTBEHHBIX TIpemaparoB 10 QopMe, YTBEPKIECHHOM
yKa3aHHBIM MUHHUCTEPCTBOM (flajiee - 3asiBKH), C MPUIOKEHHEM OOOCHOBaHUM
no ux 00beMy, a TakKe IEPEUeHb OpraHU3alMi, WMEIOIUX JUIECH3UI0 Ha
OCYIIECTBICHUE METUIIMHCKOW M (Win) (hapManeBTHUECKOU NESITEIbHOCTH B
cyowsektax Poccuiickoii ®deneparuu (manee - opraHU3aIMHU-TIONydYaTeIn), B
LEJISIX TOCTABKU OpTraHU3alUsIM-TI0IydaTeIsIM JIEKapCTBEHHBIX MPEenapaTosB.

[TorpeOHOCT, (00BEM TIOCTaBKM) B  JIGKAPCTBEHHOM  IIperapare
OTIPEJIEIISIETCS ¢ YYETOM KIMHUYECKUX PEKOMEHIalUN (MPOTOKOJIOB JISYCHUS) U
CpEIIHEH KYPCOBOM JI03bI JICKAPCTBEHHOTO MpErapara UCXOAd U3 €KEMECIYHOU
dakTrdeckoil MOTPeOHOCTH OOJBHBIX B JICKAPCTBEHHBIX IMpenaparax B
COOTBETCTBHM CO CBEICHUAMHU PErMOHAIBHOTO cermeHTta ®enepanbHOro
peructpa u HeoOxoauMocTH (HOpMHUPOBaHUS 3amaca Ha 15 Mecsries.

6. MunucrepcTBO 31paBooxpanenust Poccuiickoit deneparuu popmupyet
KOMHCCHUIO TI0 PAacCMOTPEHHUIO 3asdBOK (Jajee - KOMHUCCHS), YTBEPXKIAET
MOJIOKEHHE O KOMHMCCHM M €€ cocTaB. Komuccus Ha CBOEM 3acelaHUM
paccMaTpUBaeT 3asBKHM Ha MPEAMET OOOCHOBAHHOCTH 3asBJICHHBIX OOBEMOB
JICKapCTBEHHBIX TMpEnapaTroB, MpPH HEOOXOJUMOCTH KOPPEKTUPYET UX, H
COTJIACOBBIBAET C BBIHECEHHEM COOTBETCTBYIOLIETO PELICHUS.

CormacoBaHnne 3asdBOK OCYIIECTBIIIETCS KOMHUCCHEH C  y4acTHEM
IpeCTaBUTENIe OpPraHOB TOCYJAapCTBEHHON BiacTu cyObekToB Poccuiickoii



®enepaid (B TOM  YUCIE C  MCHOJIb30BaHMEM  HMHQPOPMALMOHHO-
KOMMYHUKAIIMOHHBIX TEXHOJIOTHHA).

7.00beM  TOCTaBOK JIEKAPCTBEHHBIX  IIpemaparoB  QopMupyercs
B Ipejesiax OIO/PKETHBIX aCCUTHOBAHMM, MPEAYyCMOTPEHHBIX B (enepaibHOM
3aKkoHe O (enepanbHOM OOJKETE HA COOTBETCTBYIOIIMM (DPUHAHCOBBIM TOA
U TUIAHOBBIA MEPUOJ, U JUMHUTOB OIO/UKETHBIX O0O0S3aTENbCTB, JIOBEICHHBIX
B YCTAHOBJICHHOM TOpsiiKe 10 MuHHCTEpCTBA 3paBooxpaHeHus Poccuiickoii
denepanuy Ha 3aKyIKY JEKAPCTBEHHBIX IIPENapaToB.

8. B cooTBercTBUM ¢ 00beMaMH MOCTABOK JIEKAPCTBEHHBIX MPENApaTOB,
YTBEPKJICHHBIMU OpraHaMu TOCYAapCTBEHHOW BIacTU CyOBeKTOB Poccuiickoii
@denepanin B cepe oXpaHbl 3J0pPOBbS C YYETOM pELICHUS KOMUCCHH,
MunucrepcTBo 3apaBooxpaHeHus Poccuiickorn Penepanuyu B YCTAaHOBICHHOM
3aKOHOATeNbCTBOM Poccuiickor @enepanuy NOpsiAKe OCYLIECTBISAET 3aKYIIKY
JIEKapCTBEHHBIX ITPEIApPaTOB.

9. [locTaBumku JIEKapCTBEHHBIX IIPEIaparos, ONPEIEIICHHBIC
B COOTBETCTBUM C 3aKOHOAATENLCTBOM Poccuiickoit denepanuu, IpeacTaBisOT
B MunuctepctBo 31paBooxpaHeHusi Poccuiickoit ®enepannu odopMIiieHHBIE
B YCTAHOBJICHHOM TOPSJIKE JOKYMEHTBHI, MOJATBEPXKAAIONINE (PAKT MOTydeHUS
OpraHu3alMAMU-TIONYYaTENAMU JIEKAPCTBEHHBIX IIPENAPATOB, B TOM YHCIIE
HaKJIaJIHbIE U aKThl IpHeMa-TiepeJadyy JIEKAPCTBEHHBIX MPENapaToB.

10. MunmcTepcTBO 3ApaBooxpanenus Poccuiickoit denepanuu B TEUCHHUE
10 pabouux nHEW co AHS TOCTYIUICHUS aKTa TpueMa-Tiepenadyd MpPUHUMAET
Ha YYeT JIEKapCTBEHHbIC MpenapaTrbl M H3JaeT PACHOPSAUTEIIBHBIE AKThI
0 mepefaye JEKapCTBEHHBIX IPENAapaToB OpraHaM HCHOJHUTEIbHOW BJIACTH
cyobekToB Poccutickoit denepannu, onpenesIcHHBIM BBICIIMM JOJDKHOCTHBIM
auioM  cyobekta Poccuiickoit  ®Deneparuu  (PyKOBOIUTEIEM  BBICIIIETO
WCIIOJIHUTENILHOTO OpraHa TroCyJapCTBEHHOW Biactu cyObekta Poccuiickoii
depnepanun) (nangee - yrnoJIHOMOUYEHHBIE OPTaHbl), ¢ YKa3aHUEM HOMEHKJIIATYPHI,
KOJINYECTBA U CTOMMOCTH JIEKAPCTBEHHBIX IPEMAPATOB B OTHOLICHUU KaxKJIOTO
YIIOJJTHOMOYEHHOTO OpraHa.

11. MunucrtepctBo 3apaBooxpanenusi Poccuiickoii denepanyiv B TeUeHUE
5 pabouux AHEH co JHS U3AAHUS PACTOPAIUTEIBLHOTO aKTa, MPEyCMOTPEHHOTO
nyHKToM 10 Hactosiimx IIpaBui, HampaBisieT B YHOJHOMOYEHHBIE OpraHbl
(B 2 sK3eMIuIsipax) U3BEHIEHUE O MOCTABKE JEKAPCTBEHHBIX IMPENApaToOB U aKT
MpremMa-Tepeiaun, NOAMUCAHHbIE YKa3aHHBIM MUHUCTEPCTBOM.

12. YIomHOMOYEHHBIE OpTaHbl B TEUYCHHE S5 pabouuMx OHEH CO JHA
MOJYYEHHUS U3BEIICHUS O ITOCTABKE JIEKAPCTBEHHBIX MPENAPATOB U aKTa MpHUeMa-
repe1adn, NpeayCMOTPEeHHBIX NyHKTOM 11 Hacrosmmx [IpaBumi, mOANKUCHIBAIOT



U 3aBEpAIOT MeUYaThio 00a 3K3eMIUIApa U3BEIICHUS O MOCTABKE JIEKAPCTBEHHOTO
npenapara u 06a SK3eMIUIsIpa akTa IpreMa-rnepeadu, Mocjie 4Yero BO3BPaIlialoT
B MuHucTepcTBO 3apaBooxpaneHusi Poccuiickont denepanuu OJUH SK3EMIUISAP
YKa3aHHOTO U3BEIICHUS U OJWH JK3EMILULIP aKTa NpHeMa-Tiepeadn.

13. Yoa1HOMOYEHHBIM OpraH Ha OCHOBAaHMM aKTa MpUeMa-Tiepeaadu
NPUHUMAET Ha Y4YeT JIEKapCTBEHHBIC MpernapaThl U B TeUeHUE S5 pabouyux IHEH
CO [IHS MOJy4eHUs aKTa NpHeMa-Tiepeayd HU3JacT PacHopsAUTEIbHBIA aKT
O Iepenaye JIEKAPCTBEHHBIX  IMPENapaToB  OPraHU3alUSIM-II0Ty4aTelsIM
C YKAa3aHMEM HOMEHKJIATypbl, KOJIMYECTBA M CTOMMOCTH JIEKAPCTBEHHBIX
IIPENapaToB B OTHOLICHUHU KaX0M OpPraHU3alUuHU-TI0Iy4aTels.

14. Opranuzanuu-noiayyaTea B Te4YeHHEe 2 pabouyux JHEH cOo JHA
MOJy4eHUsT JOKYMEHTOB, NOATBEPXKIAIOIIUX MEpefadyy UM JIEKapCTBEHHBIX
penaparoB, MPUHUMAIOT JIEKAPCTBEHHBIC MPEMapaThl Ha y4eT, 00ecrneynBaroT
UX COXPAHHOCTH U LI€JIEBOE UCIIOJIb30BAHMUE.

15. MunucTepcTBO 31paBOOXpPAHEHUA Poccutickon denepanuu
B YCTaHOBJICHHOM WM IOPSJIKE OCYLIECTBIISICT MOHUTOPUHI JIBUKECHUS U ydeTa
JIEKapCTBEHHBIX MpenaparoB B cyObekTax Poccuiickoit denepainuu, TOBOAUT
JI0 CBEICHMUS YINOJHOMOYEHHBIX OPraHOB IIOJYyYEHHBIE IO pe3yJbTaTam
MOHHWTOpPHMHIA JaHHBIE, B TOM YHCJIE€ CBEACHHUS O HOMEHKIATYpE, KOJIUYECTBE
U CTOMMOCTH JIEKAPCTBEHHBIX TIpEmapaTroB, 00 OTCYTCTBUM MOTPEOHOCTH
B OTJICJILHBIX JIEKAPCTBEHHBIX IMpenaparax Ju0o O MOSBICHUU JTOTIOJHUTEIHLHOM
NOTPEOHOCTH B JICKAPCTBEHHBIX MperapaTax B CBA3U C U3BMEHEHHEM B CyOBEKTe
Poccuiickoit denepanuy 4UCICHHOCTH OOJIBHBIX, M3MEHEHUSIMU B HA3HAYCHUSIX
METUIIMHCKUMH ~ pabOTHUKAMH  JICKAPCTBEHHBIX  MpenapaTtoB  OOJIbHBIM
Y COIJIaCOBBIBACT IEPEPACIPECIICHUE JIEKAPCTBEHHBIX IMPEIapaToB MEXIY
cyowsexktamu Poccuiickoit deneparum.

16. Ilepenaua  7meKapCTBEHHBIX  MPEMAPATOB  OJHUM  CyOBEKTOM
Poccuiickoit ®deneparuu B COOCTBEHHOCTh Jpyroro cyobekta Poccuiickoit
@enepanii OCYHIECTBIISIETCSI HAa  OCHOBAaHMM  aKTa  IIpUEMa-Tepeaaydd.
MunucrepctBo 3apaBooxpaHeHust Poccuiickont @enepanuiu  yBEIOMISIETCA
O Tepefaye JIEKapCTBEHHBIX IMpenaparoB B 10-IHEBHBI CpoKk TmoOCIHe
MOAIKCAHUS aKTa IpUeMa-nepeadyn yIOJHOMOUYEHHBIMA OpraHaMH.

17. MunuctepctBo  3apaBooxpaHeHust  Poccuiickoit ~ denepanuu
MPEACTABIACT €XKEKBapTaibHO, 10 10-r0 uwcna Mecsna, CIEayIOIEro
3a OTYEeTHbIM KBapTanoMm, B denepanpHyio ciyxOy mo Ham3opy B cdepe
3JIpaBOOXPAHEHUS CBEACHUS O MEpeNaye JEKAPCTBEHHBIX MPENAPAaTOB CYOBEKTY
Poccniickon ~ ®enmepaumu M COIVIACOBAHHBIX  MEPEPACHPENEIICHUSIX
JIEKapCTBEHHBIX TpenaparoB Mexay cyobektamu Poccuiickont denepanuu



B IEJNSIX OCYIIECTBJICHHMS KOHTPOJII 32 IIEJIEBbIM  HCIOJIb30BAHUEM
JIEKapCTBEHHBIX MPENapaToB.

18. B mensax oOecrieueHus OOJNBHBIX JICKAPCTBEHHBIMU IIpernapaTaMu
B TMOpSJKE, YCTAaHOBJICHHOM 3aKOHOJaTelbcTBOM Poccuiickoit deneparuu,
OCYUIICCTBJISICTCSl Ha3HAYEHUE JIEKApCTBEHHBIX MpernapaToB U 0GOpMIICHUE
pELENTOB Ha JIEKapCTBEHHBIE MTPENapaThl.

19. Tlpu HazHaueHHH OOJBHOMY JIEKAPCTBEHHBIX MpEnapaToB JeYallHii
Bpad UHGOPMHUPYET €ro O BO3MOKHOCTHU TOJYYEHUS UM COOTBETCTBYIOIIUX
JIEKapCTBEHHBIX MpemaparoB 0e3 B3UMaHUs IUIAThl B COOTBETCTBHUHU
C 3aKOHOJaTeNnbCTBOM Poccuiickoit denepannu.

20. B nensax guHamMudeckoro HaOIroaeHUsa 3a OOJIBHBIM U COOJIIOACHUS
MEePUOIMYHOCTH TOCEIICHUSI UM MEIUIIMHCKOW OpTraHMU3alliy JIeUaluM BpadyoM
ONpEeNEeNAeTCs] KOJUYECTBO JIEKAPCTBEHHOTO IIpernapara, €JuHOBPEMEHHO
O0(QOPMJICHHOTO Ha PEIENnTypHOM OJIAaHKE B COOTBETCTBUU C PEKOMEHJIOBAHHOU
CPEIHECYTOUYHOM KYpCOBOM 0301 M CPOKOM, HA3HAYEHHBIM JJISI IOCEILICHMUS.

21. MenunMHCKass OpTraHMU3alusl MPEJOCTABISIET OOJBHOMY WM €ro
3aKOHHOMY TPEJCTaBUTEII0 MHGOPMAIMIO 00 OpraHU3aIUsaX, PacloiI0KEHHbIX
B TPaHUIIaX MYHUIUINAILHOTO O00pa30BaHUs MO MECTY KUTEIbCTBA HIIA MECTY
npeObiBaHusl (B clydyae €clIM CpOK TMpeObIBaHMs TMPEBHIIACT 6 MECSIICB)
OOMBHOTO ¥ OCYIIECTBIAIONIMX OECIUIATHBIA  OTIYCK  JIEKapCTBEHHBIX
penapaTroB, HA3HAYEHHBIX JICYAIIUM BPavyOM.

22.Tlocne  BKIIOYEHHUS  OOJBHOTO B PETHOHAJBHBIM  CErMEHT
denepaibHOTO PETUCTPAa HA3HAYEHUE U OTIYCK €My WM €ro 3aKOHHOMY
MPEACTABUTENIO JIEKAPCTBEHHBIX IMPENAapaTOB OCYLIECTBISIETCS B CPOK, HE
npeBbimaronmii 20 pabounx THEH co THS BKIIOYCHUS.

23. Opranu3zaiius o0ecreueHus JeKapCTBEHHBIMU TTpenapaTamMu O00IbHBIX,
MPOKMBAIOIINX B CTAllMOHAPHBIX OPTaHU3AMMSIX COIMAIBHOTO OOCITYKUBAaHMUS
WIM OTOBIBAIOIIMX  HAaKa3aHWE, CBA3aHHOE C  JIMIIEHHEM CBOOOBI,
OCYILIECTBIISIETCS COOTBETCTBYIOLIEH OpPTaHU3aLUEH.

24. B cnyuyae BbIe3a OOJMBHOTO 3a TIPEAENbl TEPPUTOPUU CyOBEKTa
Pocculickonn ®@enepannu, B KOTOPOM OH IIPOXKUBAET, HA TEPPUTOPUIO APYTrOro
cyosekta Poccuiickoit ®enepanuui Ha CpPOK, HE MPEBBIMIAOININN 6 MECAIIEB,
TakoMy OOJBHOMY OpraHOM TOCYJapCTBEHHOH BiacTH cyObekTa Poccuiickoit
Oenepaniun B cepe oxpaHbl  3J0pPOBBS  OpPraHU3YETCS  HA3HAUCHHUE
JIEKapCTBEHHBIX MPENapaToB Ha CPOK MpPHUEMa, PaBHBIM CPOKY €ro Bbi€3da 3a
npenensl Tepputopun cyonekta Poccuiickoit denmeparuu, au00, yUUTHIBAS
CPOKM TOAHOCTHM HMEIOUIMXCS OCTAaTKOB JIGKAPCTBEHHBIX MPENapaTos,



o0OecrieyeHUe Takoro  OOJIBHOIO  JIGKAPCTBEHHBIMM  IpenaparamMu  Ha
COOTBETCTBYIOIIHI CPOK.

CBeieHMsI O KOJMYECTBE HA3HAYEHHBIX WA OTIYIICHHBIX OOJBHOMY
WM €r0 3aKOHHOMY TNPEICTABUTEI0 JIEKAPCTBEHHBIX MPENapaToB BHOCATCA
B PErMOHAIBHBIN cerMeHT PelepaibHOro perucTpa.

25. B cinydyae Bple3ga OOJBHOTO 3a TIpeACibl TEPPUTOPUHM CyOBEKTa
Poccuiickoit denepanny, B KOTOPOM OH MPOYKUBAET, HA TEPPUTOPUIO TPYTOrO
cyobekTa Poccuiickoit ®denepaiiu Ha CpPOK, MPEBBIIAIOIMMN 6 MECSIIEB, WIH
B Cly4ae HM3MEHEHMsI MECTa >KUTEJIbCTBA TaKOMy OOJbHOMY Ha3Ha4YaloTCs
JIEKapCTBEHHBIE Tpenaparbl Ha CPOK Npuema He 0oJiee OJHOro Mecsla JIOo
OpraHU3yeTCcsi OpraHoM TOCYAapCTBEHHOW BilacTh CcyObekTa Poccuiickoi
@Oenepanin B chepe OXpaHbl 3I0pPOBbS 00ECHEUYEHHE TaKOTO OOJIBHOTO
JIEKapCTBEHHBIMU TIpenapaTaMu Ha CPOK IpreMa He 00Jiee OHOro MecsIia.

CeneHust 0 TaKOM OOJIBHOM MOJIEKAT UCKIIOUCHUIO U3 PETHUOHAIBLHOTO
cermeHTa @DenepanbHOoro peructpa cyobekta Poccuiickoit ®enepanmu,
C TEpPUTOPUU KOTOPOTO BbIE3KAET OOJNILHOM, M mepenade (B TOM YHCIIE
C UCIOJIb30BaHUEM MH(OPMAITMOHHO-KOMMYHHUKAITMOHHBIX TEXHOJIOTUI) OpraHy
rocyapcTBeHHON BiacTu cyobekTa Poccuiickoit denepanuu B chepe OXpaHb
3I0pOBbsl, HA TEPPUTOPUIO KOTOPOTO BBEXan OOJBHOW, JUIsI BKIIOUCHHUS
B peruoHanbHbId cermeHT DenepanbHOro perucrpa 3TOro CyObeKTa
Pocculickon ®@enepanumu.

JlaToii BKIJIFOYEHHS] CBEICHM O OOJBHOM B PErHOHANBHBIN CETMEHT
®denepanpHOro peructpa cyorekrom Poccuiickoit deneparyu, Ha TEPPUTOPHUIO
KOTOPOTO Bbexaj OOJbHOM, SIBISETCS JEHb, CICAYIONMN 3a JHEM UCKIIOUCHHUS
CBEJICHUA O HEM W3 PETHOHAIBHOIO cerMeHta @DenepanbHOro perucrpa
cyonrexktoM Poccuiickoii @enepaiyu, ¢ TEPPUTOPUHA KOTOPOTO BbIeXasl OOJIBHOM.

26. Opran rocyaapcTBeHHOU BiacTu cyObekTa Poccuiickoit denepaunu
B cdepe oxpaHBI 3J0pPOBBS, C TEPPUTOPUU KOTOPOTO BhIEXa OOJILHOM,
npeacraBiser (B TOM  4YHCIE C  HCIOJIB30BaHHEM  HMH(POPMAIMOHHO-
KOMMYHUKAIIMOHHBIX TEXHOJIOTHI) MO 3alpocy OpraHa TOCYyJapCTBEHHOM
BiIacTu cyonekta Poccuiickoit ®enmeparuu B cdepe oOxXpaHBI 30POBbS,
HAa TEPPUTOPUIO KOTOPOTO BhEXal OOJHHON, CBEACHHUS O KOJIMYECTBE
HA3HAUYCHHBIX WM (AKTUYECKH TPEIOCTABICHHBIX OOJBHOMY WJIH €0
3aKOHHOMY TMPEICTAaBUTENI0 JIEKAPCTBEHHBIX IPENapaToB B COOTBETCTBUHU
C MyHKTOM 25 Hactosmux [IpaBuir.
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IIPABUJIA

BegeHusi PegepabHOTO perucTpa Jmi, 00JbHbIX reMo(puine,
MYKOBHCHHMI030M, THNO(U3aPHBIM HAHU3MOM, 00Jie3HbI0 ['ome,
3JI0KA4€CTBEHHBIMH HOBOOOPa30BaHUAMMU JUM(OUIHOI, KPOBETBOPHOM
U POACTBEHHBIX UM TKAHEH, PACCEHHBIM CKJIEPO30M, FeMOJIMTHKO-
ypPeMH4YECKUM CHHAPOMOM, FOHOILIECKMM aPTPUTOM € CUCTEMHBbIM
Ha4vajaoMm, mykonojucaxapuaosom I, I u VI tunos, iun noce
TPAHCIVIAHTAIMU OPTAaHOB U (MJIM) TKaAHEH

1. Hacrosimue IIpaBuna YCTaHaBJIMBAIOT IOPAIOK BEJICHUS
denepasbHOr0 pErucTpa Jul, OOJBHBIX TreMo(puianuel, MYyKOBHCLIUIO30M,
runo@u3apHblM ~ HaHU3MOM,  OosiesHblo  [ome,  370KaueCTBEHHBIMH
HOBOOOPa30BaHUAMH JTUM(OUTHON, KPOBETBOPHOM U POJCTBEHHBIX UM TKaHEM,
PAcCEesIHHBIM CKJIEPO30M, TEMOJIMTUKO-YPEMUYECKUM CHHIPOMOM, FOHOIIECKHM
apTPUTOM C CUCTEMHBIM HadaJioM, Mykomnojucaxapuao3om |, Il u VI tunos, nui
Mocje TpaHCIUIAaHTAllMd OPraHoOB W (WJIM) TKaHEW (l1ajiee COOTBETCTBEHHO -
O0onbHBIE, DenepalibHbIN PETUCTD).

2. Benenue @enepanbHOTO PErUCTpa OCYLIECTBISETCS B CIEIYIOLIUX
LETAX:

a) o0ecrieueHUe JICKAPCTBEHHBIMU TIpenapaTaMud JJIsi  MEIUIMHCKOTO
IIPUMEHEHUS, BKIIOYEHHBIMU B YTBEpKIACHHBIN IIpaBurensctBoM Poccuiickoi
@denepauuy MepevYeHb JIEKAPCTBEHHBIX MpernapartoB, CHOPMUPOBAHHBIA B
YCTaHOBJICHHOM MM TOpsJIKe (Aaliee - JIeKapCTBEHHBIE MPENapaThl), OONbHBIX 3a
cueT OIOJKETHBIX ACCUTHOBAaHUMU, MPEyCMOTPEHHBIX B (efiepalibHOM OIO/IKETe
MunucrepcTBy 31paBooxpanenus Poccuiickoin denepannu;

0) MOHUTOPHUHT JBMXXEHMSI M ydyeTa OOJbHBIX HAa OCHOBAHUU CBEJICHUM,
IPEJICTaBISIEMbIX OpraHaMH IOCYAapCTBEHHOW BiacTu cyObekToB Poccuiickoii
®enepaunu B chepe OXpaHbl 310pOBbS;



B) 3¢ (eKTUBHOE MIIAHUPOBAHUE M PACXOJI0BaHUE (DMHAHCOBBIX CPEJICTB,
HaIpaBJIsieMbIX Ha 3aKyNKy HEOOXOAMMBIX JIEKApPCTBEHHBIX MpenapaToB IS
oOecrieyeHus: MU OOJIBHBIX 1O MECTY J>KHMTEIIbCTBA WJIM MECTy MNpeObIBaHUS
(B cilydae eciii Cpok MpeObIBaHU MPEBLIIIAECT 6 MECSLIEB).

3. ®enepanbHplii  peructp sABiseTcs deaepanbHol MHOOPMAIIMOHHOMN
CUCTEMOM, COCTOSIEN U3 PETMOHAIBHBIX CETMEHTOB M COJEpIKAILIECH CBEACHUS,
MPEAYCMOTPEHHBIE MYHKTOM 9 HacTosimux [Ipasui.

MununcTepcTBO 3apaBooxpaneHuss Poccuiickon denepanuu  sBISIETCS
OlepaTopoM ATOM  cUCTeMbl UM  olecreuuBaeT ee  OecrnepeboitHoe
GyHKIIMOHUPOBAHUE.

4. Opransl TOoCy1apCTBEHHOM BiacTu cyOnekToB Poccuiickoit deneparu
B cdepe OoXpaHbl 3/I0pOBbsi 00ECIEUUBAIOT BHECEHUE CBEACHHM O OOJBHBIX
B PETHOHAJIBHBINA CerMEeHT DeepalibHOTO PETUCTPA B CPOK, HE MPEBBIIIAKOIINN
5 pabouux ngHEW co jaHs oOparieHus 00JIHHOTO C YCTAaHOBJICHHBIM JAHArHO30M
B MEIUUMHCKYK) OpPraHU3alyi0 II0 MECTY €ro JKUTEIbCTBA WA MECTY
npeObIBaHUsI (B ClTydae €CIu CPOK MPEObIBAaHUS MPEBBIIIAET 6 MECSIIEB).

BxiroueHnne B peruoHaNbHbIM  cerMeHT DenepalibHOTO  PErucTpa
CBEJICHUN O OOJBHBIX OCYIIECTBIISICTCS MEAUIIMHCKON OpraHu3alfeil o MeCTy
WX JKUTEIbCTBA WJIM MECTy TpeObIBaHMs (B CIIyd4ae €CIId CPOK MpPeObIBAHUS
MpeBbINIaeT 6 MECAIeB) HA OCHOBAHUHM MEAUITMHCKUX JOKYMEHTOB (MX KOTIHI)
WJIM BBIMUCKU W3 HUX, OTPAKAIOIIUX CBEJEHUS 00 YCTaHOBJIEHHOM JHArHO3€ U
BBIOOpE MEpONPUSTHI TI0 JICUCHUIO TalueHTa. BxiioueHue CBeACHHIMA
0 OOJIbHBIX C T€MOJUTHUKO-YPEMHUYECKUM CHHIPOMOM, FOHOIIECKUM apTPUTOM
C CHUCTEMHBIM HayajioM u Mmykonoiucaxapugozom |, II wu VI Tunos
OCYILIECTBISIETC HAa OCHOBAaHUM MEIUIMHCKUX JOKYMEHTOB WM HX KONUU
U BBIMUCKA W3 HUX, OTPAKAIOIIMX CBEIEHHUA 00 YCTAaHOBJICHHOM JHArHO3€
U BBIOOpE MEPOTNPUSITHIA 10 JICUCHUIO TAIMEHTA, TIOMYYEeHHBIX OT (peaepaabHOi
MEIULMHCKOW OpTraHu3alnu.

5. PerynupoBanue OTHOLIEHWH, CBSI3aHHBIX C BeAeHueM dDenepaibHOro
PETUCTPA, OCYLIECTBISAECTCS B COOTBETCTBUU C 3aKOHOAATENBCTBOM Poccuiickon
Oeneparuu 00 mHDOpMaKKM, WHPOPMAIIMOHHBIX TEXHOJOTHUSAX M O 3allUTe
uHpOopMaIuu.

6. MuHHCTEpPCTBO 37paBooXpaHeHuss Poccuiickoit denepaniiu U OpraHbl
roCyapCTBeHHON BIacTu cy0OnhekToB Poccuiickoit deneparuu B chepe oXpaHsl
3I0pPOBBsl  00ECMEYMBAIOT KOH(PUACHITMATHHOCTh CBEICHHMA, COACPKAITUXCS
B DenepanbHOM pETHCTPE, a TAKKE XPAHCHUE W 3alIUTy TaKUX CBEACHUU
B cOOTBETCTBUU ¢ DenepanbHbIM 3aKOHOM "O MEPCOHABHBIX JaHHBIX'.



7. Pazmenienne nndopmanuu B denepaibHOM PErUCTpPe OCYIIECTBIIACTCS
C TNPUMEHEHUEM YCHJICEHHON KBAJIU(DUIIMPOBAHHON AJIIEKTPOHHON MOJANUCH
B COOTBETCTBUU ¢ DenepanbHbIM 3aKk0HOM "O0 3JIeKTPOHHON MoAIUCcH".

8. ®enepanbHbIN PETUCTP BEACTCS B AJIEKTPOHHOM BHUJE C MPUMEHEHHEM
aBTOMATU3UPOBAHHOM CHUCTEMBI TMYTEM BHECEHHUSI PETHCTPOBOM  3amucu
C PUCBOCHHEM YHUKAJIBHOIO HOMEpa PEruCTPOBOM 3alKMCH U yKa3aHUEM JaThl
€€ BHECEHHUSI.

[Ipu BHeceHMM W3MEHEHUN B CBEIECHHUS O OOJILHOM JOJIKHBI OBITh
COXpaHEHbl YHHMKAJbHBI HOMEpP PErUCTPOBOM 3alMCH W HUCTOPHUS BHECEHUS
V3MEHEHUN.

9. ®eaepanbHbIil pETUCTP COACPKUT CIEAYIONINE CBEJICHHUS:

a) CTpaxOBOW HOMEP WHJMBHUAYAJIbHOTO JIMIIEBOIO cYeTa OO0JIBHOTO
B CHCTEMeE 00s13aTeIbHOTO IEHCMOHHOTO CTpaxoBaHusl (MIPU HAIMYHWN );

0) paMunsg, WMs, OTUYECTBO OOJBHOrO, a Takxke (aMuivs, JTaHHas
IIPU POXKICHUH;

B) J1aTa POKJIeHUs OOJILHOTO;

r') 110J1 00JIbHOTO;

1) aipeC MecTa >KUTEIbCTBA WJIM MecTa MpeObiBaHUS (B Cilydyae eciu
CpOK TpeObIBaHMs TMPEBHIMIAET 6 MecsieB) OOJBHOrO (C YKa3aHHEeM Koja
no OOmepoccuiickoMy — kinaccupukaTtopy OOBEKTOB  aIMUHUCTPATHUBHO-
TEPPUTOPUAIIBHOTO JCIICHUS);

e)cepus © HOMEp Tmacmopra (CBHAETENHCTBA O  POXKICHUU)
WM YAOCTOBEPEHUSI JIMYHOCTH OOJIBHOTO, a TAaKXkKe JlaTa BBbIJAYu YKa3aHHBIX
JIOKYMEHTOB;

) cepus U HOMEp TOJIMca 0053aTebHOTO MEIUIIMHCKOTO CTPaxOBaHUS
OOJJbLHOTO ¥ HAaMMEHOBAaHHWE BBIJABIIEH €ro CTPaxOBOHM MEIUIIMHCKON
OpraHu3aluy;

3) uHopmaruss 00 HWHBAIMIHOCTU (B CiIy4ae YCTAaHOBJICHHS TPYIIITbI
WHBAJIMHOCTH WUJTU KaTeropuu "pedeHoK-uHBAIUT");

W) quarHo3  3a0oneBaHusi  (COCTOSHUS),  BKJIIOYAass  €ro  KOJ
no MexayHapoIHON CTaTUCTUYECKOW Kiaccupukamuu Ooje3Herd u mpoodiem,
CBS3aHHBIX CO 3JI0POBhEM, a TakKXKe JlaTa OCMOTpa OOJBHOTO W JaHHBIC
O IMHAMUKE COCTOSIHUSI;

K) nH(pOpMaIUs 0 MEIUIIMHCKOW OpraHu3aIuy (HauMeHOBaHUE, OCHOBHOM
TOCYJapCTBEHHBIM PETUCTPAIIMOHHBIA HOMEp, kox 1o Oobmepoccuiickomy
KJIaCCU(PUKATOPY NPEANPUITUIA ¥ OpraHMu3alfil), BBIAABIICH HampaBiIcHUE
Ha BKJIIOUYCHHE CBeNICHUN O O0NbHBIX B DemepanbHbId PETHCTp (HANpaBIICHHUE
Ha BHECEHHME U3MEHEHUI B CBEJEHUs, cosiepxkaiuecs B DenepanbHOM perucTpe



(mamee - HampaBlIeHHE), a TaKKe H3BEIIEHWE 00 WCKIIOYEHUU CBEJICHUN
0 0oJsibHBIX U3 DeiepaIbHOro perucTpa (nanee - u3BEIICHHUE);

J7) laTa BKJIIOYEHHS CBEJACHUI O OOJbHOM M JlaTa BHECEHMS] U3MEHEHUU
B CBeJIeHUs 0 00apHOM B DeiepaibHblil perucTp;

M) uHGOpMAIIKsI O Ha3HAYEHHUH JIEKAPCTBEHHBIX MPEIapaToB;

H) uHpopMaiusi 00 OTIIyCKE JIEKapCTBEHHBIX IpenapaToB (Jara Haudama
oOecrieueHusi JICKapCTBEHHBIMHM MpenapaTaMd H  (HAKTUUYECKUH  OTIIYCK
JIEKapCTBEHHBIX MPENapaToB);

0) JaTa  NOpUHATHS  pemieHuss 00  OKOHYaHMM  oOecredyeHus
JIEKapCTBEHHBIMHU TpernapaTaMu ¢ YKa3aHUEeM NPUYMHBI (BBIE3]] 3a MPEIeIib
Poccuiickonn ®enepanyu Ha IMOCTOSHHOE MECTO JMKUTEIBCTBA WM MECTO
npeObIBaHus (B CIy4yae €Ciid CPOK MPeObIBaHMSI MIPEBBINIAECT 6 MECSIIEB), CMEPTh
OO0JBLHOTO, OTCYTCTBHE TOKa3aHWM K JalIbHEHIIeMy MpHEMY JIEKapCTBEHHOIO
mpenapara) u o rnepejayde cBeieHui B apxuB PeepanbHOTO PETUCTPa;

1) uHpopMalus 0 BKIOYEHUU O00JabHOTO B DenepanbHbId PETUCTp JIUII,
MMEIOUIMX MPAaBO Ha IMOJYYEHHE TOCYJAPCTBEHHOW COIMAJIBbHOM IOMOIIU, U
UHBIE  PErUCTpbl, IPEIYCMOTPEHHBIE  3aKOHOAATENBCTBOM  Poccuiickoii
®denepainuu, B 1ENAX 00ECIEUCHUS JICKAPCTBEHHBIMH IperaparaMu 3a CUeT
OromKeToB OroKeTHOM crcTembl Poccutickoit denepannu;

P) YHUKQJIBHBIA HOMEP PETHUCTPOBOM 3aINCH;

C) BBIMMMCKA W3 MEAUIIMHCKON JOKyMEHTAIluu OOJIbHOTO, COJAep Karias
CBEJICHMS O HA3HAYEHUH U UCTOJIb30BAHUH JIEKAPCTBEHHBIX ITPENapaToB.

10. B cmywae ycraHOBIEHHUs JuarfHo3a 3a0oJjieBaHUsS (COCTOSIHUS),
yKa3aHHOro B TNyHKTe | Hacrosmux IIpaBun, wuiM u3MEHEHUsS CBEICHUM,
K

nyn _n "

yKa3aHHBIX B  MOJIYHKTax "a nyHkta 9  Hactosimmx  [IpaBwi,
MEJUITMHCKHUE OPTaHU3aIuH, B KOTOPHIX OOJIbHBIC HAXOIATCS MO MEIUIIMHCKUM
HaOJIOICHUEM, B CPOK, HE TPEBBIMIAONINN 3 pabounx JTHEHU co JHS OOparieHus
OOJBLHOTO C YCTAHOBJICHHBIM JIMArHO30M B MEIUIIMHCKYIO OPTaHU3AIUIO TIO
MECTY >KUTEJIbCTBA WM MECTy MpeObIBaHUS (B CIIydae €CIM CPOK MpeObIBaHUS
MPEBBIMIACT 6 MECSIIEB), IPEICTABIIAIOT B JJICKTPOHHOM BH/IE WM Ha OyMaKHOM
HOCHUTEJIC HAMpaBJICHUS W W3BEIHICHUS B OpPraH TOCYJAapCTBEHHOW BIIACTH
cyonsekta Poccuiickoit @enepanun B cepe OXpaHbl 370pOBbs MO (GopMe U B
MOpSIIKE,  KOTOpbIE  YTBEPXKIAEHBI ~ MUHHUCTEPCTBOM  37paBOOXPAHCHHUS
Poccutickon ®@enepanum.

11. Jlng 3anoiHeHUs1 PETHOHAIIBHOTO cerMeHTa deaepalibHOrO perucrpa
OpraHW3alliy, OCYIIECTBISIONINE OTIYCK JICKAPCTBEHHBIX  MpEnapaTos,
HA3HAYCHHBIX JICYallldM BpayoM B COOTBETCTBUU C MPEAYCMOTPEHHBIM



noanyHkroM "a" myHkrta 2 Hactosmux IIpaBun mepeuHem, 10 S5-ro 4yucia
KQKJIOTO Mecsilla MPEICTABISIOT B OpraHbl TOCYAapCTBEHHON BIACTH CyOBEKTOB
Poccuiickoit denepanu B chepe oXpaHbl 310pOBbsl B DJIEKTPOHHOM BHUJE WM
Ha OyMa)XHOM HOCHUTEJNE CBEJCHHUS 00 OTIYIICHHBIX 3a MPEIIIeCTBYIOIIHIA
MeCSII] JIEKAPCTBEHHBIX IperapaTax.

12. B cnyyae ecnu cBeACHUs, MPEIyCMOTPEHHbIE MOAMyHKkTamu "a", "
" mynkra9 Hacrosmmx [lpaBuin, He mNOpencCTaBIEHbl B  OpPraHbI
roCyJapCTBEHHOM BiIacTH cyOBekToB Poccuiickoit denepannn B chepe oxXpaHsbl
3I0pOBbs, YKa3aHHbICE OpraHbl BJIACTU CaMOCTOSTEIIBHO  3alpalllBalOT
ATH CBEJICHUS B TOCYAapCTBEHHBIX BHEOIOKETHBIX (hOHIAX.

CBenenusi 0 OONbHOM (HANpaBiCHUs, W3BEIICHUS), MPECTaBIsEMbIe
B DJJICKTPOHHOM BHJE, MOJIEXKAT 3aBEPEHUI0 DBJIEKTPOHHOW MOMAMMUCHIO
JIOJDKHOCTHOTO JIMIIa OpraHa rocyJapCTBEHHOM BiacTu cyOwbekta Poccuiickoit
®denepanuu B chepe oXpaHbl 310POBbSI.

13. B cinydae Bble3ga OOJBHOTO 3a Mpeeibl Tepputopuu Poccuiickoi
@denepaniid Ha TOCTOSHHOE MECTO JKUTENBCTBA WJIM MECTO NpeObIBaHUSA
(B ciydae eciu CpoK MpeObIBaHUS MPEBBINIACT 6 MECSIEB), a TaKKe B cllydae
CMEPTH OOJIBHOTO CBEICHUS O HEM TOJIeKAT apXUBUPOBAHUIO.

"

X

"
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NHEPEYEHD

yrpatuBux cuity akroB IIpaBurenscrBa Poccuiickoin deaepauuu

1. IToctanoBieHue [IpaBuTenbCcTBa Poccuiickoit denepanuun
ot 26 nexkabps 2011 1. Ne 1155 "O 3akynkax JeKapCTBEHHBIX MpeENnapaTos,
NMpeIHAa3HAYCHHBIX Uil  OOecreyeHus:  Jul, OOJbHBIX  TreMO(uUIHeH,
MYKOBHUCIHI030M, runou3apHbIM HaHU3MOM, 00JIE3HBIO T'omre,
3JI0KAYECTBEHHBIMU HOBOOOPAa30BaHUAMH JTUM(OUTHON, KPOBETBOPHOU W
POJCTBEHHBIX UM TKAaHEH, pACCESTHHBIM CKJIEPO30M, JIUII MOCJIE TPAHCIUIAHTAIUN
opranoB u (wm) TKaHei" (CoOpanue 3akoHojarenbcTBa Poccuiickoit
denepannn, 2012, Ne 1, ct. 186).

2. [Toctanosnenue [IpaBurenscTBa Poccuiickoit denepanuu ot 26 anpens
2012 r. Ne 404 "OO6 yrBepxknenun IlpaBun BegeHus: denepaibHOTO perucTpa
U1, OOJBHBIX TeMmo(duivend, MYKOBUCIUAO30M, TUMO(U3APHBIM HAHU3MOM,
O6one3npto ['omre, 3710Ka4eCTBEHHBIMU HOBOOOpPA30BaHUSIMU  JTUM(OUTHOM,
KPOBETBOPHOU U POACTBEHHBIX UM TKAHEW, PACCESTHHBIM CKJIEPO30M, JIUII TIOCJIE
TpaHCIUTaHTanuu opranoB u (wnm) Tka"eil" (CoOpaHme 3aKOHOAATEIbCTBA
Poccwmiickoit @eneparum, 2012, Ne 19, ct. 2429).

3. lynkter 176 wu 190 wu3MeHeHWH, KOTOpHIE BHOCSTCS B aKThI
[IpaButenscTtBa Poccuiickot @enepauru IO BONpOcaM  JAESITEIBHOCTH
MunucrepctBa 3apaBooxpaHeHuss Poccuiickorn denepannu, yTBEPKICHHBIX
noctaHoBiieHneM IlpaBurenbctBa Poccmiickoii ®enepanmm ot 4 ceHTAOPS
2012 r. Ne 882 "O BHeceHMM M3MEHEHHMI B HEKOTOphIe akThl [IpaBuTenncTBa
Poccuiickon ®epepaunu 1O  BONpPOCAaM  JIESTEIbHOCTH  MwuHHCTEpPCTBA
3npaBooxpaHeHusi Poccuiickoit ®eneparuu" (CoOpaHue 3aKOHOAATEIHCTBA
Poccwmiickoii @eneparym, 2012, Ne 37, ct. 5002).

4. TlocranoBnenue IIpaBurtenscTBa Poccuiickoit @enepanunu ot 24 anpess
20151. Ne389 "O BHeceHMM H3MEHEHUN B mocTaHoBieHue I[IpaBurennpcTBa



Poccuiickoit  ®enepanuun ot 26 gexkabps 2011 r. Ne 1155" (CobGpanue
3akoHoaareabcTBa Poccuiickoit denepanuu, 2015, Ne 18, ct. 2709).

5. Ilocranornenue [IpaButenscTBa Poccuiickoit deaeparuu oT 9 ampens
2016 r. No 288 "O BHecenuun u3meHenuit B [IpaBuna BeneHuss denepaabHOTO
perucrpa Jull, OOJBHBIX TreMO(INel, MYKOBHCIIUI030M, THUIIO(U3APHBIM
HAaHU3MOM, OoJsie3Hpto [l'omie, 3JI0KAYeCTBEHHBIMH  HOBOOOpa30BaHUSMHU
TUMQOUIHON, KPOBETBOPHONW U POJCTBEHHBIX WM TKaHEH, pacCesHHBIM
CKJIEpO30M, JIMII TIOCJIe TpaHCIIaHTalluu opraHoB M (uiau) TkaHed" (CoOpanue
3akoHoaareabcTBa Poccuiickoit denepanuu, 2016, Ne 16, ct. 2225).

6. [loctaHoBieHnEe [IpaBuTenbcTBa Poccuiickoit denepanuun
or 11 aBrycra 2016 T. Ne 784 "O BHeceHMH HW3MEHEHUH B IOCTAaHOBJICHUE
[IpaButenscTtBa Poccutickoit ®enepanuu ot 26 gekabps 2011 r. Ne 1155"
(Cobpanue 3akonomarenbcTBa Poccutickoit denepannu, 2016, Ne 34, ct. 5242).

7. ITocranosnenue [IpaBurensctBa Poccuiickoit @eneparuu ot 17 anpens
2017 r. Ned457 "O BHecenuun wusMeHenuit B [lomoxeHue o 3aKymnkax
JICKApCTBEHHBIX TpernapaToB, MpPeJAHA3HAUYCHHBIX JUIsI OOECIICUCHHS  JIMII,
OOJNIbHBIX  reMouiamei, MYKOBHUCIMJIO30M, THINOGU3APHBIM  HAHU3MOM,
O6one3npto ['omre, 3710KkaueCTBEHHBIMA HOBOOOpPA30BaHUSMU  JTUM(OUTHOM,
KPOBETBOPHOU M POACTBEHHBIX UM TKaHEH, pacCETHHBIM CKJIEPO30M, JIMII TTOCIIE
TpaHCIUTaHTaMu opranoB u (wim) Tka"eil" (CoOpaHue 3aKOHOAATENIbCTBA
Poccuiickoit @eneparun, 2017, Ne 17, ct. 2577).




