MNocTtaHoBneHune lMNMpasutenoctea PO ot 26.11.2018 N 1416
(pea. ot 26.06.2021)

"O nopsigke opraHu3aumm obecneveHust nekapCTBeHHbIMM nNpenapaTtamMmm nuu, 60MbHbIX
reMmodunnen, MykoBnCUMA030M, rmnodu3apHbiM HaHU3MOM, 6onesHblo Mowe,
3/10Ka4eCTBEHHbIMM HOBOOOPa30BaHNAMM NMMMMONAHON, KPOBETBOPHON N POACTBEHHbLIX UM
TKaHeN, paccesiHHbIM CKIEPO30M, FEMOJIMTUKO-YPEMUYECKMM CUHAPOMOM, HOHOLLECKUM
apTPUTOM C CUCTEMHBIM Ha4anoM, Mykononucaxapunaosom I, II n VI Tunos, annactmyeckom
aHEMMEN HEYTOUYHEHHOM, HacneaCTBEHHbIM aeduuntom daktopoB II (pmbpuHoreHa), VII
(nabunbHoro), X (CttoapTa - lNpayapa), N1y, nocne TpaHCnaaHTauum opraHoB 1 (Unm)
TKaHER, a TaKKe O NPU3HAHUN YyTPATUBLUMMM CUSTY HEKOTOPbLIX akToB lNpaBuTENbLCTBA
Poccuiickon deaepauun
(BMecTe ¢ "lMpaBunamu opraHu3auumn obecneyeHns nekapCTBEHHbIMM NpenapaTtamm nuu,
60nbHbIX reModunnen, MyKoBnMcUMAO30M, rMNodu3apHbIM HaHU3MOM, 6one3Hbio Mowe,
3/10Ka4eCTBEHHbIMM HOBOOOPa30BaHNAMM NMMMONAHON, KPOBETBOPHON N POACTBEHHbLIX UM
TKaHeN, paccesiHHbIM CK1EPO30M, FEMOJIMTUKO-YPEMUYECKMM CUHAPOMOM, HOHOLLECKUM
apTPUTOM C CUCTEMHBIM Ha4anoMm, Mykononucaxapunaosom I, II n VI Tunos, annactmyeckomn
aHEMMEN HEYTOUYHEHHOM, HacneaCTBEHHbIM aeduuntom daktopos II (pmbpuHoreHa), VII
(nabunbHoro), X (CttoapTa - Npayapa), N1y, nocne TpaHCnaaHTauum opraHos 1 (Unm)
TkaHen", "MpaBunamu BeaeHust deaepanbHOro perncrpa nuu, 6onbHbIX reModunmen,
MYKOBUCLMAO30M, rMNocm3apHbIM HaHNM3MOM, 60M1e3HbI0 MoLLe, 3110KaYeCTBEHHbIMU
HOBOOOpa30BaHMSIMU NMM@ONAHOWN, KPOBETBOPHON N POACTBEHHbLIX MM TKaHEW,
paccesiHHbIM CK1ep030M, reMOSIMTUKO-YPEMUYECKMM CUHAPOMOM, HOHOLIECKUM apTPUTOM C
CUCTEMHbIM HayanomM, Mykononucaxapuao3om I, II n VI TMnoB, annacTMyeckon aHeMUen
HEYTOYHEHHOW, HacneaCTBEHHbIM AedhmumnToM dakTopos II (hnbpuHoreHa), VII
(nabunbHoro), X (CtioapTa - lNpayapa), N1y, nocne TpaHcnaaHTauum opraHos 1 (Unu)
TKkaHen")

[okyMeHT npepoctasneH KoHcynbTaHTIAOC
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MNocTtaHoeneHue MNpasutensctsa PO oT 26.11.2018 N 1416 K n
KOHCYJIbTAHTINIOC
(pea. ot 26.06.2021) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ata coxpaHenus: 26.03.2022
O nopsgake opraHu3aummn obecneyeHnst 1eKapcTBEHHbI. ..

NMPABUTENbCTBO POCCUNCKON ®EQEPALIUN

NMOCTAHOBJIEHUE
oT 26 HOs6ps 2018 r. N 1416

O NOPAAKE
OPIrAHMU3ALUN OBECIEYEHUA NNEKAPCTBEHHbLIMU NMPEMAPATAMU JTUL,
BOJIbHbIX TEMO®PUITUEN, MYKOBUCLUMNAO3OM, TMNOPU3APHBIM HAHU3MOM,
BOJIE3HbIO NOLWE, 3JIOKAHECTBEHHBIMW HOBOOBPA3OBAHUAMU
nmMmoonaHou, KPOBETBOPHOU U POOACTBEHHbBIX UM TKAHEMW,
PACCEAHHbBIM CKINIEPO30M, TEMOJINTUKO-YPEMUYECKUM CUHOAPOMOM,
FOHOLWWECKNUM APTPUTOM C CUCTEMHbIM HAYAJIOM, MYKOMOJIMCAXAPNOO3OM
I, 11U VITUNOB, AMJIACTUHMECKOU AHEMUEW HEYTOYHEHHOMW,
HACNEACTBEHHbIM OE®PULINTOM PAKTOPOB Il (PUBPUHOIEHA),
VII (MABUJTIBHOI O), X (CTIOAPTA - MPAY3PA), JIULl NOCIJIE
TPAHCIMINAHTALWUUN OPFAHOB U (UMW) TKAHEW, A TAKXE
O NMPU3HAHUU YTPATUBLUUMU CUITY HEKOTOPBIX AKTOB
NMPABUTEJNIbCTBA POCCUNCKOU ®EOEPALIUA

CIuCcOK N3MEHSIOMINX IOKYMEHTOB
(B pen. IlocranoBnenwuii [IpaBurenscrea PO ot 27.03.2020 N 344,
oT 26.06.2021 N _1025)

B coorBercTBUU ¢ myHkTOM 21 yactu 2 ctathu 14 u yactamu 7 - 9 cratbu 44 denepanibHOTO
3akoHa "OO ocHOBax OXpaHbl 310poBbsi rpaxkaaHn B Poccuiickoit ®enepamuu" IlpaButenscTBO
Poccuiickoit denepaiiym moCTaHOBIISET:

1. YTBepauTh npuiaracMbie:

[TpaBuna opranu3zanuu o0ecrieyeHNs JeKapCTBEHHBIMU MpernapaTaMu JIML, OOJIBHBIX TeMO(UIHEH,
MYKOBUCIIM/I030M, rUnopu3apHeIM HaHU3MOM, 00J1e3HBI0 I'owre, 3JI0Ka4€CTBEHHBIMU
HOBOOOpPA30BaHUSAMH JTUMQPOUIHON, KPOBETBOPHOH M PpOJCTBEHHBIX UM TKaHEW, pacCesHHBIM
CKJIEPO30M, T'€MOJINTUKO-YPEMHUUECKUM CHHIPOMOM, FOHOIIECKUM apTPUTOM C CHCTEMHBIM HauyajoM,
Mykononrcaxapuao3om I, II u VI tunos, amnactnyeckoil aHeMuell HEYTOYHEHHOM, HACIEACTBEHHBIM
nepunurom ¢daktopoB Il (bubpunorena), VII (mabunmbnoro), X (Crroaprta - Ilpayspa), nuim mocie
TPAHCIUIAHTALIMU OPTaHOB U (WUJIM) TKaHEH;

(8B pen. ocranoBnenus IIpasutenscrBa PO ot 27.03.2020 N 344)

[TpaBuna Benenust denepanbHOTO pPErucTpa I, OONBHBIX TeModuiInen, MYKOBHUCIHIO30M,
runogu3apHbIM HAHU3MOM, O0Jle3HBIO [ ole, 3710Ka4ecCTBEHHBIMH HOBOOOPA30BaHUSIMH JIMM(POUTHOH,
KPOBETBOPHOM M PpOJCTBEHHBIX MM TKaHEH, pacCesHHBIM CKJIEPO30M, TI'€MOJIMTUKO-YPEMHUUYECKUM
CHHJPOMOM, FOHOIIECKUM apTPUTOM C CUCTEMHBIM HauyayioM, Mykonoaucaxapuno3zoMm I, II u VI tunos,
aruIacTUYecKol aHeMHel HEeyTOYHEHHOH, HacienCTBeHHBIM AedurutoM dakropoB Il (ubpunorena),
VII (mabunshoro), X (Crroapra - [Ipayspa), 1uil ociie TpaHCIUIAaHTALUU OPraHoB U (WJIK) TKaHEeH;

(B pen. Locranosnenus IIpaBurenscrBa P® ot 27.03.2020 N 344)

IepeveHb yTpaTUBIIUX cHily akToB [IpaBurenscTBa Poccuiickoit deneparum.
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MNocTtaHoeneHue MNpasutensctsa PO oT 26.11.2018 N 1416 K n
KOHCYJIbTAHTINIOC
(pea. ot 26.06.2021) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ata coxpaHenus: 26.03.2022
O nopsgake opraHu3aummn obecneyeHnst 1eKapcTBEHHbI. ..

2.  MunucrepctBy  3apaBooxpaHeHusi  Poccuiickoii  @exepauuu B yCTaHOBJIEHHOM
3aKkoHOAaTenbCTBOM Poccuiickoin denepaunu mnopsake ocyllecTBUTh 3akynky Ha 2019 ronx
JIEKAPCTBEHHBIX IIpernaparoB JUIS [IaTOr€HETUYECKOT O JIeYeHUs L, OO0JIbHBIX
TFEMOJINTUKO-YPEMUYECKUM  CHHIPOMOM,  IOHOUIECKMM  apTPUTOM C  CHCTEMHBIM  HadalloM,
mykonoiucaxapunozom I, II u VI Tunos, BKIIOUEHHBIX B I[E€PEYEHb >KMU3HEHHO HEOOXOAMMBIX U
BAKHEHIINX JIEKAPCTBEHHBIX IIPENIAapaTOB.

3. MunucrepctBy 31apaBooxpaHeHusi Poccuiickoir ®denepanuu  AaBaTh  Pa3bsCHEHUS 10
IIPUMEHEHHUIO MPAaBWII, YTBEPKICHHBIX HACTOSAIIUM ITIOCTAHOBJIICHUEM.

4. Hacrosiiee noctaHoBiI€HHE BCTynaeT B cuily ¢ 1 ssHBapst 2019 r., 3a uckiitoueHueM MyHKTa 2,
KOTOpPBIH BCTyMHaeT B CUIIY CO JHS O(pUIIMAIbHOTO OMYOIMKOBAHUS HACTOSILEr0 IOCTAaHOBIJICHUS.

[Ipencenarens [IpaButenbcTBa
Poccuiickoit deneparuu
JA.MEJIBEJIEB

YTBepKICHBI

nocranoBieHueM [IpaButenbcTBa
Poccniickoit ®enepann

ot 26 Hos10ps 2018 1. N 1416

NMPABUIA
OPIrAHMU3ALUN OBECIIEYEHUA NNEKAPCTBEHHbLIMU NMPEMAPATAMU JTAL,
BOJIbHbIX TEMO®PUITUEN, MYKOBUCLUMNOAO3OM, TMNOPU3APHBLIM HAHU3MOM,
BOJIE3HbIO NOLWE, 3JIOKAHECTBEHHBIMW HOBOOBPA3OBAHUAMU
nmMmoonaHou, KPOBETBOPHOU U POOACTBEHHbBIX UM TKAHEMW,
PACCEAHHbBIM CKINIEPO30M, TEMOJINTUKO-YPEMUYECKUM CUHOAPOMOM,
FOHOLWWECKUM APTPUTOM C CUCTEMHbIM HAYAJIOM, MYKOMOJIMCAXAPNOO3OM
I, 1K VITUNOB, ATJIACTUHMECKOU AHEMUEWN HEYTOYHEHHOMW,
HACNEACTBEHHbIM OE®PULINTOM PAKTOPOB Il (PUBPUHOIEHA),
VIl (MABUJIBHOI O), X (CTIOAPTA - NMPAY3PA), JIUL NOCJIE
TPAHCIMJIAHTALUN OPIFAHOB U (UNTN) TKAHEWN

Cnucok U3MEHSIOIINX JOKYMEHTOB
(B pen. [ToctanoBnenwnii [IpaButenscTBa PO ot 27.03.2020 N 344,
oT 26.06.2021 N _1025)

1. Hacrosmue IlpaBuna ycTaHaBIMBAIOT MOPSAIOK OpraHU3alMU OOecredyeHus UM, OOJbHBIX
reMouineil, MyKOBUCIUI030M, TUMO(HU3apHBIM HAHWU3MOM, Oose3Hbto ['omie, 370KadecTBEHHBIMHU
HOBOOOpPA30BaHUSAMH JTUMQPOUIHON, KPOBETBOPHOH M POJCTBEHHBIX UM TKaHEW, pacCesHHBIM
CKJIEPO30M, T€MOJUTUKO-YPEMHUYECKUM CHUHIPOMOM, FOHOIIECKMM apTPUTOM C CHCTEMHBIM HAdajioM,
Mykonoscaxapuno3om I, II u VI Tunos, amiacTu4ecko aHeMUEl HEYTOYHEHHOMW, HACIEICTBEHHBIM
nepunurom ¢daktopoB Il (bubpunorena), VII (mabunmbnoro), X (Crroapra - Ilpayspa), nuim mocie

www.consultant.ru CrpaHvua 2 u3 12
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=404731&date=26.03.2022&dst=100012&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=348751&date=26.03.2022&dst=100010&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=397380&date=26.03.2022&dst=100076&field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

MNocTtaHoeneHue MNpasutensctsa PO oT 26.11.2018 N 1416 K .
KOHCYJIbTAHTINIOC
(pea. ot 26.06.2021) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ata coxpaHenus: 26.03.2022
O nopsgake opraHu3aummn obecneyeHnst 1eKapcTBEHHbI. ..

TpaHCIJIAaHTAllUM OPTaHOB M (WJIM) TKaHeW (nanee - OONbHBIE), JIEKAPCTBEHHBIMH TperapaTamu s
MEHUIIMHCKOTO MPUMEHEHUS, TIPeTHA3HAYCHHBIMH /IS JICUCHUS STUX 3a00JIeBaHMIA, 110 YTBEPKIACHHOMY
[IpaButenscTBOoM Poccuiickoii Denepanuu OEepeyHIO JEKAPCTBEHHBIX MPENapaToB, CHOPMUPOBAHHOMY
B YCTAHOBJIEHHOM WM TIOpsAJKE (Hajiee - JIEKApCTBEHHBIC MperapaThl), a TaKXKe TMOPSJAOK U YCIOBHS
nepeaadn JEKapCTBEHHBIX MPEMapaToB B COOCTBEHHOCTh CyOBheKTOB Poccutickoii deneparum.

(B pen. Hocranopnenus [IpaButensctBa PO ot 27.03.2020 N 344)

2. HWcroyHukoM (UHAHCHPOBAHUS OpraHM3aluu oOecrieyeHHss OOJIHBIX JIEKAPCTBEHHBIMU
npernapatamMu SBISIIOTCA OIO/DKETHBIE aCCHUTHOBAHUS, MPELYCMOTpPEHHBIE B (eaepalibHOM OropKeTe
MunuctepcTBy 31npaBooxpaHeHus Poccuiickoit @enmepanuu W nepeducisieMble  peneparbHOMY
Ka3eHHOMY yupexaeHuto "denepanbHblii LEHTp IUIAHUPOBAHMSI W OpraHMU3alMM JIEKaPCTBEHHOI'O
obOecnieueHus rpaxaan" (manee - denepaibHBIA LEHTP) Ui OpraHU3allMUd U TPOBEICHHS 3aKyIOK
JIEKapCTBEHHBIX MTPEMAPaTOB.

(B pen. Hocranosnenus [IpaBurensctea P® ot 26.06.2021 N 1025)

3. IlpaBo OonbHOTO Ha o0ecrieueHHE JIEKAPCTBEHHBIMU TMpenaparaMyd BO3HHKAET CO JHS
BKJIFOYEHUSI CBEJICHUW O HEM B pEeruoHalbHbId cermMeHT denepanbHOro perucrpa Jinil, OOJIbHBIX
remMo(uiueii, MyKOBHUCIIUIO030M, THUMOPHU3APHBIM HAHU3MOM, OOJie3HBIO [omie, 3710KaYeCTBEHHBIMU
HOBOOOpa3oBaHUSAMU JUM(OHUIHON, KPOBETBOPHOM H POJCTBEHHBIX KM TKaHEW, paccessHHbIM
CKJIEPO30M, T€MOJUTUKO-YPEMUUYECKUM CHHIPOMOM, FOHOLIECKHM apTPUTOM C CHUCTEMHBIM HAaydajioM,
Mykonoscaxapuno3om I, II u VI Tunos, ammacTu4eckor aHeMUeld HEYTOYHEHHOW, HACIEICTBEHHBIM
nepurnutoM ¢akropoB Il (pubpunorena), VII (madunpnoro), X (Crroapta - Ilpayspa), auim mocie
TpaHCIUTAHTAIIMU OPraHoB U (WiIn) TkaHeH (nanee - GenepanbHbIA perucTp).

(B pen. Hocranosnenus [IpaButensctBa PO ot 27.03.2020 N 344)

Jlata BxitoueHusi OOJNBHOTO B pervoHalbHBbIA cerMeHT denepaibHOro peructpa (uKCUpyercs
JIeyaliyM BpayoM B MEJUIIMHCKOM KapTe aMOy1aTOpHOIO OOJIBHOTO WIM UCTOPUU Pa3BUTHUS pEOCHKA.

4. Opranmzauus obecneyenuss denepanbHbIM HEHTPOM 3a CUET CPEACTB (hefepabHOro OroKeTa
OOJIbHBIX JIEKAPCTBEHHBIMU IMperapaTaMu OCYILIECTBISETCS € Y4YeTOM CTaHIApTOB MEIUIIMHCKOM
IIOMOLIY, KIMHUYECKMX pPEKOMEHJAlMi (IPOTOKOJIOB JICYEHHS) M CpEeIHEH KypCOBOM 03Bl
JIEKapCTBEHHBIX MTPENapaToB.

(B pen. Loctanosnenus IIpasurenscrBa PO ot 26.06.2021 N 1025)

5. Opransl rocyaapcTBEHHON BiacTH cyOwbekToB Poccuiickoit denepanuu B cdepe OXpaHbl
3I0pOBbsl HE Mo3aHee | HOSAOpA Tekyliero rofa mpeactaBisioT B (DenepanbHbli HEHTpP 3asBKU Ha
MOCTaBKY JICKaPCTBEHHBIX MpENnapaToB mo Gopme, YTBEp>KACHHON MUHHUCTEPCTBOM 3paBOOXPAHECHUS
Poccwuiickoit ®enepanuu (nanee - 3asABKH), ¢ MPUWIOKCHHEM OOOCHOBAaHUU MO UX 00BEMY, a TaKKe
IepeueHb OpraHu3alui, HWMEIOUUX JIMLIEH3UI0 Ha OCYLIECTBIEHHWE MEIUIMHCKOM U  (Win)
(dapmarieBTHUECKOM  AesATeNbHOCTH B cyObekrtax  Poccmiickoit ~ ®enepamuu  (mamee -
OpraHM3allMK-TIONIy4YaTean), B LENAX I[OCTaBKM OpraHu3aldsM-NONydaTeNsiM  JIEKAPCTBEHHBIX
MpemnapaToB.

(B pen. Locranosnenus IIpasurensctea PO ot 26.06.2021 N 1025)

[TorpeGHOCTS (00BEM TMOCTaBKH) B JIGKAPCTBEHHOM IIpenapaTe OIpeNessaeTcss C YYeToM
KIMHUYECKUX PEKOMEHIAIUK (TMPOTOKOJIOB JICUCHHS) U CPEJAHEH KypCOBOH 03Bl JICKAPCTBEHHOTO
mpenapara HCXOIs W3 ©XKEMeCAJYHON (aKTUUeCKOW TOTPeOHOCTH OOJIBHBIX B JIEKAPCTBEHHBIX
mpernapaTax B COOTBETCTBUU CO CBEJIEHUSIMU PETHOHAJIbHOrO cermMeHTta defepanbHOrO perucTpa u
HeoOxoaumocTu (hopMUpOBaHHMSI 3amaca Ha 15 mecsies.
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MNocTtaHoeneHue MNpasutensctsa PO oT 26.11.2018 N 1416 K n
KOHCYJIbTAHTINIOC
(pea. ot 26.06.2021) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ata coxpaHenus: 26.03.2022
O nopsgake opraHu3aummn obecneyeHnst 1eKapcTBEHHbI. ..

6. q)enepaanLIﬁ LHCHTp pacCMaTpuBaCT IIPCACTABJIICHHBIC 3asiBKM Ha  COOTBCTCTBUC
YCTaHOBHGHHOﬁ (bOpMC, Ha TMpeaAMCT 000OCHOBAaHHOCTH 3asIBJICHHBIX 00BEMOB JICKApCTBCHHBIX
npernaparoB MW IIpU HGO6XOI[I/IMOCTI/I KOPPECKTUPYECT H©UX W CONIACOBBIBACT C BBIHCCCHUCM
COOTBCTCTBYIOLICTO PCHICHUA.

He mosnuee 15 centsOps Texymero roga @enepaabHbIi IIEHTP MPEACTABISET yKa3aHHBIC 3asSBKU B
KoMuccuio MuHucTepeTBa 3apaBooxpaHeHus Poccuiickoit ®enepanuu M0 PacCMOTPEHUIO 3asBOK
(manee - xommccus) AN MX PACCMOTpPEHHUsI C ydacTueM mpezactaBureneit denepaabHOro IEHTpA,
OpraHOB UCIOJIHUTENBHOH BiacTh cyObekToB Poccuiickoit denepanuu (B TOM YUCIIE C UCTIOTB30BAHUEM
MH(OPMAIIMOHHO-TEIIEKOMMYHHUKAITMOHHBIX TEXHOJOTHI) Ha MpeAMEeT OOOCHOBAHHOCTH 3asiBICHHBIX
00BEMOB JICKAPCTBEHHBIX MPEMapaToB, MX KOPPEKTUPOBKH MpPU HEOOXOAMMOCTH M YTBEPIKICHHS
00BEMOB TTOCTAaBOK JIEKAPCTBEHHBIX MpenapaToB. [loiokeHne 0 KOMUCCHH U €€ COCTaB yTBEPIKIAIOTCS
MunucTtepcTBoM 3apaBooxpanenus Poccuiickoit @eneparumu.

PaccmoTtpenue 3asBoK, yTBepkaeHHE 00EMOB MOCTABOK U MpecTaBieHre B DeepanbHbIi IEHTP
CBEJICHMI 00 YTBEP:KIEHHBIX 00BbEeMaxX MOCTAaBOK OCYIIECTBISIOTCS KoMmHccuel B TeueHue 30 AHEH co
JTHSI TIOCTYTUIEHHUS 3asBOK OT DeiepaibHOro IEHTpA.

CeneHusi 00 YTBEpXKACHHBIX KOMHCCHEH 00bEMax IIOCTaBOK JIEKApCTBEHHBIX IpEnapaTroB
HanpaBisAoTcs DenepalbHBIM LEHTPOM B OpPraHbl MCHOJHHUTENBHOM BiacTu cyObekToB Poccuiickoit
®enepanun B chepe oxXpaHbl 310pOBbs B TeueHHe 3 pabouux AHEH CO AHA MOCTYIJIEHUS CBEIECHUH OT
KOMUCCHH.

(. 6 B pen. llocranosnenus [IpaButensctea P® ot 26.06.2021 N 1025)

7. O0beM TMOCTAaBOK JICKAPCTBEHHBIX MpernapaToB (GopMupyercs B TMpenesax OroJKETHBIX
ACCUTHOBAHWH, TMPEIyCMOTPEHHBIX B (demepambHOM 3akoHe O (emeparbHOM OIOKETe Ha
COOTBETCTBYIOIINI (UHAHCOBBIN TOA W TJIAHOBBIM MEPUOJ, U JTUMHUTOB OIOHKETHBIX O00S3aTENIbCTB,
JIOBE/ICHHBIX B YCTAHOBJIEHHOM TOpsKe 10 MuHHCcTepcTBa 31paBooxpaneHus Poccuiickoit denepanun
Ha 3aKyIKY JIEKAPCTBEHHBIX MIPENapaToB.

8. B coorBercTBMM ¢ 00BEMaMU IIOCTaBOK JICKAPCTBEHHBIX IPENapaToB, YTBEP KICHHBIMU
OpraHaMH TOCYyAapCTBEHHOW BIIACTH CyOBhekTOB Poccuiickoit denepanuu B cepe 0XpaHbl 30POBbS C
Y4eTOM pelieHus komuccuu, denepanbHblid HEHTP B YCTAHOBIECHHOM 3aKOHOIATENbCTBOM Poccuiickon
®denepanuy MOpsIKe OCYLIECTBIISET 3aKYIIKY JIEKApCTBEHHBIX MperapaTos.

(B pen. [Hoctanornenus [IpaButensctBa PO ot 26.06.2021 N 1025)

MunucrepcTBo 31paBooxpanenus: Poccuiickoit denepanun exxeroJHO U31a€T aKT O COTNIaCOBaHUU
nepegaun DenepaibHbIM LIEHTPOM 3aKYIUIEHHBIX B COOTBETCTBUM C HacTosmumu [IpaBunamu
JIEKApCTBEHHBIX MPENapaToB OpraHaM rocyJapCcTBEHHOM BiacTu cyObekToB Poccuiickoii denepaiuu B
cdepe oXpaHbI 3I0POBBSL.

(a63ar BBeneH [Hocranornenuem IpaButensctBa PO ot 26.06.2021 N 1025)

9. IlocraBuuku  JIGKAPCTBEHHBIX  IIPENapaTroB, ONPEACICHHbIE B  COOTBETCTBUH  C
3akoHoaarenscTBoM Poccuiickoit denepanuu, npenctasisoT B OenepanbHpiil HeHTP 0GOPMIICHHBIE B
YCTaHOBJICHHOM MOPSJIKE JIOKYMEHTBHI, MOATBEPKIAIOIINE dakr MOJTy4YECHUS
OpraHu3alMUAMHU-TIONYYATENSIMA  JIEKAPCTBEHHBIX IIPENApaTOB, B TOM YHUCJIE HAKIAJHBIE W AKThI
npuemMa-rnepeaadn JICKapCTBEHHBIX MPEnapaTos.

(B pen. Loctanosnenus IIpasurenscrBa PO ot 26.06.2021 N 1025)
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10. ®enpepanbHbiii 1eHTp B TeueHue 10 paOouumx mAHEW coO JHSA TOCTYIUICHHS aKTa
npueMa-nepeadyn NpUHUMAET Ha yUeT JIEKapCTBEHHbIE ITPenapaThl U U3/1a€T PaCHOPsIUTEIbHBIE AKThI O
nepenadye JICKAapCTBEHHBIX IPENapaToB OpraHaM HCIONHUTEIBHON BiacTu CyOBekToB Poccuiickoit
Ddenepanyn, ONPEICICHHBIM BBICIIUM JIOJDKHOCTHBIM JIHIIOM CcyOBbekTa Poccmiickoii ®epeparumn
(pykoBOIMTEIEM BBICIIETO MCIOJHUTEIHLHOTO OpraHa roCyJapCTBEHHOM BiacTH cyOnekTa Poccuiickoit
Oenepanyu) (Hajgee - YNOJTHOMOYEHHBIE OpraHbl), C yKa3aHHEM HOMEHKJIATypbl, KOJIHYECTBAa U
CTOMMOCTH JIEKAPCTBEHHBIX MPEMAPATOB B OTHOLLIEHUH KaXKJ10T0 YIIOJHOMOUYEHHOI'O OpraHa.

(8B pen. LocranoBnenus IIpasurenscrea PO ot 26.06.2021 N 1025)

11. ®enepanbHblii IEHTP B TEUEHUE 5 pabOYMX JHEH CO JHA WU3JAHHUSA PACIIOPAIUTEIBHOTO aKTa,
npenycMoTpeHHoro nmyHktoM 10 Hactosiux IlpaBui, HampaBisieT B yHOJHOMOYEHHbBIE OpPraHbl (B 2
9K3EMIUISApax) H3BEIICHWE O TIOCTaBKE JIEKAPCTBEHHBIX IMPErnapaToB U aKT IpueMa-liepesayu,
MOJITMCAHHBIE AUPEKTOPOM (YIOIHOMOYEHHBIM JTMLIOM) DeepanbHOro LHEeHTpa.

(B pen. Hocranosnenus [IpaBurensctea P® ot 26.06.2021 N 1025)

12. YHonHOMOYEHHBIE OpraHbl B TeUeHHe 5 pabo4yux JHEH co JHS TMOJIyuYeHHs] M3BELICHUS O
IIOCTaBKE JIEKAPCTBEHHBIX IIPENApaTOB U aKTa IpueMa-lepeaayuy, MNPeayCMOTPEHHbIX IMyHKTOM 11
HacToamux [IpaBui, MOAMMCHIBAIOT M 3aBEpAIOT MEYaThi0 00a 3K3EMIUISpAa M3BELIEHUS O IMOCTaBKE
JIEKapCTBEHHOT'O Ipernapara W 00a 3K3eMIUIIpa aKkTa MpUeMa-IepeAayd, MOocCie Yero BO3BPALIAIOT B
@denepanbHbli  LEHTP OAMH OSK3EMIUIAD YKAa3aHHOTO M3BELIEHMs M OAMH OJK3EMIULAp akTa
npuemMa-repe1auu.

(B pen. Locranosnenus IIpasurenscrea PO ot 26.06.2021 N 1025)

13. YnonHOMOYEHHBIM OpraH Ha OCHOBAHMM aKTa IIpUEMa-IIepeladd IPUHUMAEeT Ha YyuyeT
JIEKapCTBEHHbIE IpernapaThl U B T€UEHHE 5 padouyux JHEW cOo JHS MOJIyYEHHs aKTa IMpHeMa-lepenadyu
W3/1a€T pacCIoOpPSANTENBHBIN aKT O Iepeaayde JIEKApCTBEHHBIX MTPENapaToB OPraHU3alUAM-TI0IYYaTeNsIM C
yKa3aHUEM HOMEHKIIATYpbl, KOJHMYECTBA M CTOMMOCTH JIEKAPCTBCHHBIX IIPENaparoB B OTHOLICHUHU
Ka)KJI0M OpraHu3alyy-I101y4aTes.

14. OpPaHHBaL[I/IH-HOHy‘{aTeHH B TEUCHUC 2 pa60q1/1x JHEH co JHsA MOJIYyUYCHHUA JOKYMCHTOB,
MOATBCPIKAAOIUX TIEPpCaavdy UM JICKAPCTBCHHBIX MPCHApaTOB, IPUHUMAIOT JICKAPCTBCHHBIC IMPCIIapaThl
Ha y4€T, o0ecrneynBaloT ux COXPAaHHOCTE M LECJICBOC UCIIOJIB30BaAHHUC.

15. denepanpHbIl LEHTP B YCTAaHOBJIEHHOM MUHHCTEPCTBOM 31paBOOXpaHeHUs Poccuiickon
@Denepanyy MOPSAJIKE OCYILECTBISET MOHUTOPUHI JIBWJKEHUS M ydeTa JICKapCTBEHHBIX IIPENapaToB B
cyobekrax Poccuiickoit deneparnyy, JOBOAUT 0 CBEIEHHS YIOJHOMOUYEHHBIX OPraHOB MOTYy4YEHHBIE MO
pe3yapTaTaM MOHUTOPHHIA JJAHHBIE, B TOM YHUCJIE CBEACHUSA O HOMEHKIIAType, KOJIMYECTBE U CTOUMOCTHU
JICKApCTBEHHBIX IPENapaToB, 00 OTCYTCTBUU MOTPEOHOCTH B OTAEIBHBIX JIEKAPCTBEHHBIX MpernapaTax
00 O TOSBJICHWW JOIOJHUTEIHHOH MOTPEOHOCTH B JIEKAPCTBEHHBIX IIpenapaTax B CBS3U C
n3MeHeHneM B cyOwekte Poccuiickoit ®enmepanuu  4YMCIECHHOCTH OOJBHBIX, HW3MCHEHUSIMU B
Ha3HAYEHUSIX MEIUIMHCKMMU paOOTHHKAMM JIEKAPCTBEHHBIX NpEnapaToB OOJBHBIM M COIVIACOBBIBAET
nepepacipeesieHle JeKapCTBeHHbIX MpenapaToB Mex1y cyobekramu Poccuiickoit denepanuu.

(8B pen. ocranoBnenus IIpasurenscrea PO ot 26.06.2021 N 1025)

16. Tlepemauya IleKapCTBEHHBIX NpemapaToB OIHUM CcyObekToM Poccuiickoit ®enepanuu B
coOCTBEHHOCTh Jpyroro cyonekra Poccuiickoir ®eneparii OCYIIECTBISETCS HAa OCHOBAaHUU aKTa
npuema-niepenaun. denepanbHbI LHEHTP yBEAOMISIETCS O Iepenade JIEKapCTBEHHBIX IpEenapaToB B
10-aHEBHBIN CPOK MOCTE MOANUCAHUS aKTa MTpHeMa-Tiepeiadl yIOJIHOMOYEHHBIMU OPTaHaMU.

(B pen. Hocranosnenus [IpaBurensctea PD ot 26.06.2021 N 1025)
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MoctaHoBneHue lMpasuTensctea PO o1 26.11.2018 N 1416

( e T 26.06 2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
\P€A. oT £6.Ub. [aTa coxpareHus: 26.03.2022
O nopsigke opraHmnsaummn obecneyeHnst NeKapCTBEHHDI. ..

17. ®@enepanbHblii HEHTP €XEKBAapTaidbHO, 10 10-ro yucna mecsua, ClIeAyIIEro 3a OTYETHBIM
KBapTaJioM, TPEACTaBIsIeT CBEIEHHUS O Ieperaye JEKapCTBEHHBIX MpemnapaToB cyObekTy Poccuiickoit
denepaii ¥ COTIACOBAHHBIX MEpepaclpeieICHUsAX JIEKaPCTBEHHBIX MPEMapaToB MEXIy CyObEKTaMH
Poccuiickoit ®enepanuu B denepanbHyro ciayx0y Mo Haa30py B cdepe 3IpaBOOXpaHEHUS B LETAX
OCYIIECTBJICHUSI KOHTPOJS 3a LEJNEBbIM HCIIOJNb30BAaHUEM JIEKApPCTBEHHBIX IpEnaparoB, a TaKXKe B
MunucTepcTBO 3apaBooxpanenus Poccuiickoit denepanni.

(m. 17 B pen. [loctanoBnenus IIpaBurenscrea PO ot 26.06.2021 N 1025)

18. B nemsx obGecrnieyeHns OONBHBIX JIEKAPCTBEHHBIMU IpenapaTaMy B MOPSAKE, YCTaHOBICHHOM
3aKoHOarensCcTBOM  Poccmiickonn  Penepanyy, OCYLIECTBIAETCS HA3HAYEHUE  JIEKAPCTBEHHBIX
npernaparoB U opopMIIeHHE PEIENTOB Ha JIEKAPCTBEHHBIE MPETapaThl.

19. Ilpu Ha3HaueHUU OOJILHOMY JIEKAPCTBEHHBIX MpEnaparoB Jieyaluil Bpady HHOOPMHUPYET €ro o
BO3MOJKHOCTH TOJYYEHHUS UM COOTBETCTBYIOIIMX JICKAPCTBEHHBIX IMpENapaToB 0€3 B3MMaHHS IJIAThl B
COOTBETCTBUU C 3aKOHOAATENbCTBOM Poccuiickon denepannu.

20. B memsx nauHaMUYecKOro HaOMIOAEHUS 3a OOJBHBIM M COONIOACHUS TEPUOAUYHOCTH
MOCEHICHUS WM MEIUIMHCKOM OpraHu3alMM JICYalllUM BpayoOM OMNPEIEISICTCS  KOJIUYECTBO
JIEKapCTBEHHOTO Tperapara, eIMHOBPEMEHHO O()OPMIICHHOTO Ha pelenTypHOM OJaHKEe B COOTBETCTBUHU
C PEKOMEHJOBAaHHOW CPETHECYTOYHON KypCOBOM JO30M U CPOKOM, HA3HAYECHHBIM JIJIS OCEILICHUSI.

21. MenunuHcKas opraHu3anys IpeAocTaBiaseT OOIbHOMY WJIM €r0 3aKOHHOMY MpEeACTaBUTEIIO
uHpOpMaLKI0 00 OpraHu3alysaX, PAcloIOKEHHBIX B TI'PAaHUIAX MYHHUIUNAIBLHOIO 00pa3oBaHUs IO
MECTY JKUTENbCTBA WIIM MeCTy MpeObIBaHUs (B Clyyae €ClIM CpOK NMpeObIBaHUs MPEBBIIIAET 6 MECALEB)
OOJIBHOTO M OCYIIECTBIIIONIMX OECIUIaTHBIA OTIMYCK JICKAPCTBEHHBIX MpPENapaToB, Ha3HAUYEHHBIX
JIeYaIlUM BPadoM.

22. Tlocne BKIItOUEHUS] OOJILHOTO B PETMOHANBHBIN cerMeHT denepaabHOro perucTpa Ha3HAuYeHUE
U OTIyCK €My WM €TI0 3aKOHHOMY IPEICTaBUTENIO JIEKAPCTBEHHBIX IPENApPaTOB OCYILECTBISETCS B
CPOK, He npeBblaromuii 20 pabouux AHEN co AHS BKIIOYEHUS.

23. Opranuzanus obOecredeHHsl JIGKAPCTBEHHBIMU TMpemnapaTaMu OOJBHBIX, MPOKUBAMIINX B
CTAIIMOHAPHBIX OPTaHU3AIUIX COIMAIBLHOTO OOCTYKHMBAHUS WIH OTOBIBAIOIINX HAKa3aHUE, CBI3AHHOE C
JIMIIEHHEM CBOOO/IBI, OCYIIECTBISIETCS COOTBETCTBYIOIIEH OpraHU3aInei.

24. B ciyuae BbIe3a OOJIBHOTO 3a TMpENeibl TeppuTopuu cyOnekTa Poccuiickort denepanun, B
KOTOPOM OH IMpPOXKUBAET, HA TEPPUTOPUI0 Jpyroro cyobekta Poccuiickoit @enepanuu Ha CpPOK, HE
MPEeBBIIAIONINI 6 MecsleB, TakoMy OOJIbBHOMY OpraHOM TOCYJapCTBEHHOH BIAcTH CyObeKTa
Poccwuiickoit ®eneparuu B cepe oOxXpaHbl 310pOBbS OpPraHU3yeTCs Ha3HAYCHHE JIEKApPCTBEHHBIX
IpenapaTtoB Ha CpPOK IpHeMa, pPaBHBIM CpPOKY €ro BbI€3[a 3a Mpeleibl TEPPUTOPUU CYObEKTa
Poccuiickoit deneparuu, 1100, YIUThIBask CPOKH TOAHOCTH HMMEIOIIMXCS OCTAaTKOB JIEKAPCTBEHHBIX
MpenapaToB, OOECIEYCHHE TAKOTO OOJBHOTO JIEKAPCTBEHHBIMU IMpernapaTaMud Ha COOTBETCTBYFOIIHI
CPOK.

CBeneHHsT O KOJIMYECTBE HA3HAYCHHBIX WJIM OTIYIIEHHBIX OOJBHOMY WM €ro 3aKOHHOMY
MPEJICTABUTEIIO JICKAPCTBEHHBIX TPENapaToB BHOCATCS B PErHOHAIBHBIA cerMeHT dDenepanbHOTO
perucrpa.

25. B cnyuae BwIe3ia OOJIBHOTO 3a Mpefeiibl TEPpUTOpUU cyObekTa Poccmiickoit denepanyu, B
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KOTOPOM OH IMpOXHMBAET, Ha TEpPpUTOpHUIO Jpyroro cyobekra Poccuiickoit dexepanuu Ha CpOK,
NpPEBBILIAIONIMKA 6 MecsleB, WIM B clIydae HM3MEHEHUS MeECTa J>KUTEIbCTBA TAaKOMy OOJILHOMY
Ha3HAYaI0TCs JICKApCTBEHHBIE IIPENapaThl Ha CPOK IpHeMa He 0oJiee 0JTHOr0 MecsIa JINO0 OpraHu3yeTcs
OpraHoM TrocyAapcTBeHHOW BiacTu cyOwbekra Poccuiickoit denepaunu B cdepe OXpaHbl 370pPOBbs
o0ecrnieueHre Takoro OOJILHOTO JIEKAaPCTBEHHBIMHU IpernaparaMd Ha CpPOK Ipuema He 0Oojee OJHOTO
Mecs1a.

Caenenust 0 TakoM OOJIBHOM TMOJIIEKAT UCKITIOYSHHIO U3 PETHOHAIBHOTO cerMeHTa denepaibHOro
peructpa cyonekta Poccuiickoit denepanyu, ¢ TEppUTOPHUH KOTOPOTO BbIE3KaeT OOJIBHOM, U nepeaayue
(B TOM umHcIEe C HCHOIB30BaHMEM HH(POPMAIMOHHO-KOMMYHUKALMOHHBIX TEXHOJOIH) Oprany
rocy/1apcTBEHHOW BHacTH cyObekTa Poccuiickoit @enepanuu B cdepe OXpaHbl 370pOBbs, Ha
TEPPUTOPHUIO KOTOPOTO Bbexasl OOJIbHOM, AJsi BKIIOUEHHS B PETMOHANBHBIMN cerMeHT DenepanbHOro
peructpa storo cyonrekra Poccuiickoit deneparun.

Jaroil BriItOUeHMs CBEACHUH O OOJIBHOM B PETMOHAIBHBIA cerMeHT PenepaabHOro perucrpa
cyobektom Poccuiickoit @enepanuu, Ha TEPPUTOPUIO KOTOPOTO BbEXajl OOJNBHOM, ABISETCA JICHb,
CICAYIOIIMNA 3a JHEM MCKIIIOUEHHUS CBEIECHUH O HEM M3 PErMOHAIBHOrO cermeHra PenepanbHOroO
peructpa cyorekrom Poccuiickoii @eneparium, ¢ TEppUTOPHHA KOTOPOTO BbIeXal OOJIHHOM.

26. Opran rocyaapcTBeHHOW BiacTu cyOwbekta Poccuiickoit ®enepauuu B cdepe oXpaHbl
3JI0pOBbs, C TEPPUTOPUU KOTOPOTO BbleXall OOJIBHOM, MpeICcTaBiIseT (B TOM YUCIE C UCIOIb30BAHUEM
MH(POPMALMOHHO-KOMMYHHUKALIMOHHBIX TEXHOJIOTUH) IO 3alpocy OpraHa TrOCyAapCTBEHHOW BJIACTH
cyobekra Poccuiickoit ®@enepaunu B chepe OXpaHbl 370pOBbS, Ha TEPPUTOPUIO KOTOPOTO BhEXal
OOJIbHOM, CBEIEHUS O KOJMYECTBE HA3HAUCHHBIX WM (PAKTHUECKU TNPEIOCTABICHHBIX OOJBHOMY HWIIH
€ro 3aKOHHOMY IIPEJICTABUTEIIIO JIEKAPCTBEHHBIX NPENapaToOB B COOTBETCTBUH C MMyHKTOM 25 HACTOSIINUX
[IpaBuir.

Y TBepKICHBI

nocranopyiieHueM [IpaButenscTBa
Poccuiickoit deneparuu

oT 26 Hos10ps 2018 1. N 1416

NMPABUNA

BEOEHUA ®EOQEPAIIbHOIO PEFMCTPA NUL, BONbHbIX FTEMO®UITUEN,

MyKoBuCcLUMOoO30M, TMNOPU3APHBIM HAHU3MOM, BOJIE3HbLIO INOLUE, 5
3JNIOKAHECTBEHHbIMW HOBOOBPA3OBAHUAMU NUM®OUOHOU, KPOBETBOPHOU

N POOCTBEHHbIX UM TKAHEW, PACCEAHHBIM CKITEPO30M,
FrEEMOJIMTUKO-YPEMUYECKUM CUHOAPOMOM, IOHOLWECKAM APTPUTOM
C CUCTEMHbIM HAYAJIOM, MYKONOJIMCAXAPUOO30OM |, Il U VI
Tnnos, ANNACTUHYECKOU AHEMUEN HEYTOYHEHHOMW,
HACNEACTBEHHbIM OEPULIMTOM ®AKTOPOB Il (PUBPUHOIEHA),
VIl (JTABUJTBHOT 0), X (CTIOAPTA - NMPAY3PA), JIUU MNOCIJIE
TPAHCIJIAHTAUMUU OPTAHOB U (UTIN) TKAHEN
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CnucoK N3MEHSIOMINX TOKYMEHTOB
(8B pen. Ilocranosnenwuii [IpaButenscrea PO ot 27.03.2020 N 344,
oT 26.06.2021 N _1025)

1. Hacrosimume IlpaBmiia ycraHaBiuBaroT NOpsAnoK BeneHus DenepanpHOro perucrpa Jiul,
OONBHBIX ~ reMouinel, MYKOBHCIHIO30M, THIO(U3APHBIM HaHWU3MOM, Oosie3sHpio [ omre,
3JI0KAY€CTBEHHBIMH HOBOOOPA30BAHUSMH JTHM(OUTHOW, KPOBETBOPHOW M POJICTBEHHBIX MM TKAaHEH,
paccestHHbIM CKIIEPO30M, T€MOJIIUTUKO-YPEMUUYECKUM CHHJIPOMOM, FOHOILIECKUM apTPUTOM C CUCTEMHBIM
HauyaimoM, MykomnoaucaxapugozoM I, II u VI Tunos, amnactuueckod aHeMHEd HEYTOYHEHHOM,
HacnencTBeHHbIM nedunutoM dakropos Il (pudpunorena), VII (;mabunbnoro), X (Ctroapra - [Ipayspa),
JUI] TOCJe TPAHCIUTAHTAllMM OpraHoB © (WIKM) TKaHeW (Janee COOTBETCTBEHHO - OOIBHEIE,
®denepalibHbII perucTp).

(B pen. Hocranosnenus [IpaButensctBa PO ot 27.03.2020 N 344)

2. Benenne @enepaibHOTO PErUCTPa OCYIIECTBISETCS B CHEAYIOIIUX LETAX:

a) obecrieyeHne JeKapCTBEHHbIMU NpernapaTaMu Uil MEJUIIMHCKOTO IPUMEHEHNUs, BKIIOYEHHBIMU
B yTBepKAcHHBIN IIpaBurensctBom Poccuiickoin denepanuu nepeyeHb JIEKApCTBEHHBIX IIPENApPATOB,
c(OPMHPOBAHHBIA B YCTAaHOBJICHHOM UM MOpsAKe (anee - JeKapCTBEHHbBIE MpPenaparsl), OOIbHBIX 3a
cueT OIO/DKETHBIX AaCCHUTHOBAHUH, NPEAYCMOTPEHHBIX B (enepanbHoM Orokere MUHHCTEPCTBY
3npaBooxpaneHus Poccuiickoit depepanny U mepeuncisieMbIx QenepaibHOMy Ka3eHHOMY YUPEekKICHHEO
"®enepanbHbIi LEHTP TUIAHUPOBAHUS U OpraHU3al[MM JIEKAPCTBEHHOr0 obecreyeHus rpaxkaan" (manee
- @enepanbHbII LIEHTP) ISl OPTraHU3ALMU U IPOBEAECHUS 3aKyTOK JIEKAPCTBEHHBIX MPENapaToB;
(8B pen. lloctanoBnenus IIpaBurensctea PO ot 26.06.2021 N 1025)

0) MOHUTOPHUHI [JBM)KEHUS M ydeTa OOJbHBIX HA OCHOBAHUHM CBEJICHMH, NPEACTaBISIEMBIX
OpraHamu rocyJIapCTBEHHOH BiacT cyObpekToB Poccuiickoit denepanyn B cepe OXpaHbl 37J0POBbS;

B) 3¢ (deKTHBHOE TUTAHHPOBAHWE M PACXOJOBaHWE (DUHAHCOBBIX CPEJCTB, HANPAaBISEMBIX Ha
3aKyNKy HEOOXOJIWMBIX JICKAPCTBEHHBIX TMPEMapaTroB Mjsi OOecredeHUs: MMH OOJIbHBIX IO MECTYy
KUTENbCTBA WK MECTY MpeObIBaHMs (B Cy4yae eciu CpOK MpeObIBaHUS MPEBBIIACT 6 MECSIIEB).

3. ®denepanbHblil perucTp sBiseTcs (enepanbHO MH(GOPMAIIMOHHON CHCTEMOM, COCTOSILEH M3
PETHOHAIBHBIX CETMEHTOB M COJAEpXKalllel CBEJIEHUs, IMPENyCMOTPEHHbIE IYHKTOM 9 HacTosALIMX
IIpaBuir.

MunncrepcTBO 3apaBooxpanHeHust Poccuiickort denepanyu sBISETCS ONEPATOPOM 3TOM CUCTEMBI
u obecnieunBaet ee Oecriepe0oitHoe GYyHKIIMOHUPOBAHUE.

MunucrtepcTBo 3mpaBooxpaneHust Poccuiickoit @enepanuu odecneunBaeT DeepaqibHOMY HEHTPY
nocTyn K uHopmaruu, conepxaiieiics B denepaabHOM PETUCTE.
(a63am BBeneH [ocranosnenueM [IpaBurenscta PO ot 26.06.2021 N 1025)

4. Opransl rocyaapcTBeHHOW BiacTH cyObekToB Poccuiickoit @enepamun B cdepe OXpaHbl
3/10pOBbsl OOECIEUNBAIOT BHECEHHME CBEACHUN O OOJIbHBIX B PETMOHAIBHBIA cerMeHT denepanbHOro
perucrpa B CpoK, He MPEBIIAOIMNN 5 pabounx AHEN co IHA oOpaleHus: 00JIBHOTO C YCTaHOBJIEHHBIM
JIMarHO30M B MEJUIIMHCKYIO OPraHU3alMIO [10 MECTY €ro JKUTEIbCTBA UM MECTY IpeObIBaHMsI (B Cilyyae
€CIIM CPOK NMPeOBbIBAHUS MPEBBIIIAET 6 MECSIIEB).
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MNocTtaHoeneHue MNpasutensctsa PO oT 26.11.2018 N 1416 K .
KOHCYJIbTAHTINIOC
(pea. ot 26.06.2021) [okyMeHT npepoctasneH KoHcynbraHTlntoc

N [ata coxpaHenus: 26.03.2022
O nopsgake opraHu3aummn obecneyeHnst 1eKapcTBEHHbI. ..

Bxitouenne B pernoHanbHBIM cerMeHT DenepaibHOrO0 pErucTpa CBeIeHUH O OONBHBIX
OCYIIECTBIISIETCS MEIUIIMHCKON OpraHM3allei M0 MECTy MX XKUTEIbCTBA WM MECTy MpeObiBaHus (B
Cllyyae €cJii CpOK IpeObIBaHUS MPEBHIIIAeT 6 MECsALeB) HA OCHOBAaHUU MEAUIIMHCKUX JOKYMEHTOB (HX
KOMWI) WU BBIMUCKM W3 HUX, OTPAKAIOIIMX CBEACHHS OO0 YCTAaHOBJICHHOM JHAarHo3e M BbIOOpE
MEPOTIPUSITHI MO JICYCHHUIO TalMeHTa. BriroueHue cBeieHui 0 OONBHBIX C TEMOJUTHKO-YPEMUUECKIM
CHUH/IPOMOM, FOHOIIECKUM apTPUTOM C CUCTEMHBIM HayauoM U mykomnonucaxapugozoM I, II u VI tunos
OCYIIECTBIISIETCS. HAa OCHOBaHMHM MEIUIMHCKUAX JOKYMEHTOB WM HMX KOMUH W BBIMUCKH W3 HUX,
OTPaXKAIOIIUX CBEJIEHUS 00 YCTAHOBJICHHOM JIMAarHO3€ U BHIOOPE MEPOINPUATHH MO JICUCHUIO MAICHTA,
MOJTyYEHHBIX OT (heepaabHON MEAUIIMHCKOW OpTaHU3aIlHH.

5. PerynmupoBaHue OTHOLIECHMM, CBSI3aHHBIX C BeleHHeM DenepanbHOr0  PErucTpa,
OCYIIECTBIISIETCS B COOTBETCTBHM C 3aKOHOJaTelnbcTBOM Poccuiickoit @enepanuu 06 uHbopmanuu,
MH(GOPMALMOHHBIX TEXHOJIOTHUAX U O 3alUTe HHPOPMALIUH.

6. MunuctepctBo 3apaBooxpanenus Poccuiickoin denepanuu, denepaibHblii LEHTP U OPTraHbI
rOCyJapCcTBEHHON BiacTH cyObekToB Poccuiickoit ®exepanmu B chepe OXpaHbl  3710pOBbS
o0ecreunBaOT KOH(PHUICHIIMAIHLHOCTh CBEACHUH, conepxkamuxcs B DegepalbHOM PErHCTpe, a TakxkKe
XpaHEHUe W 3alIUTy TaKuX CBEIEHUM B cOOTBETCTBUU ¢ DenepaibHbIM 3ak0HOM "O mepcoHaTbHBIX
JTaHHBIX".

(B pen. [Hocranornenus [IpaButensctBa PO ot 26.06.2021 N 1025)

7. Pazmemenune uHbopManuu B DeneparbHOM PETHUCTPE OCYIIECTBISETCS € MpPUMEHEHUEM
YCUJIEHHOW KBaJTU(PHUIIMPOBAHHONW SJIEKTPOHHOW MOIMUCH B COOTBETCTBUU ¢ DenepaibHBIM 3aKOHOM
"OO0 »3eKTpOHHOM ToAnHucH".

8. denepanbHBIA PErHCTP BENETCS B 3JIEKTPOHHOM BHUJE C MPUMEHEHHUEM aBTOMAaTH3UPOBAaHHOM
CUCTEMBbI IMYTEM BHCCCHUA peFI/ICTpOBOI\/’I 3aMucu € INPHUCBOCHHUEM YHHKAJIBHOI'O HOMEpaA peFHCTpOBOﬁ
3aIlUCH U YKa3aHHEM JIaThl €€ BHECEHHUSL.

HpI/I BHECEHMHU U3MEHEHUM B CBEACHHUS O 0O0ILHOM JOJIZKHBI OBITh COXPAHCHBI YHHKaHBHLIﬁ HOMEDp
pCTHCTpOBOﬁ 3aIlIMCU U UCTOPUSA BHCCCHUA W3MEHEHHMI.

9. ®enepanbHBIN PETUCTP COJEPIKUT CIAETYIONINE CBEACHUS:

a) CTPaxOBOW HOMEP HMHIMBHUIYAJIFHOTO JIMIEBOTO c4eTa OOJILHOTO B CHCTEME 00S3aTeIbHOTO
MIEHCUOHHOTO CTpaxoBaHus (IpU HAIUYUH);

0) bamwmst, UMsi, OTYECTBO OOBHOTO, a TakKe (pamMuIus, TaHHAS IPU POXKICHUU;

B) J1aTa pOXKJIeHUs OOJIHHOTO;

T) 1oJ1 OOJIBHOTO;

) agpec MecTa JKUTEIbCTBA WJIM MecTa MNpeObIBaHUS (B ClIy4yae €CIM CpPOK IpeObIBaHUs
MpeBbIIaeT 6 MecsieB) OonmpHOro (C ykazammeM koma mo OOmepoccuiickomy kinaccudukaTopy

00BEKTOB aIMUHUCTPATUBHO-TEPPUTOPUATIBHOTO JICJICHNU);

€) cepusi U HOMEp macmopTa (CBHIETENbCTBA O POXKJIECHWU) WM YAOCTOBEPEHHUS JIMYHOCTU
00JIHLHOTO, a TAK)KE J]aTa BbIAAUN YKa3aHHBIX JOKYMEHTOB;
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)K) cepuss MW HOMEp IIOJIHCa 00513aTEJILHOIO MCIUIHUHCKOI'0 CTpPpAaXOBaHUA 0onpHOrO H
HalMEHOBAaHUE BhIAABIICH €ro CTanOBOﬁ MEIUITUHCKOM OpraHu3alunu,

3) mHpopMmanus 00 HWHBAIUAHOCTH (B Ciydyae YCTAHOBIIEHUS TPYNIbl WHBAIUAHOCTA WU
KaTteropuu "pedeHoK-uHBaINUL");

M) IuartHo3 3a0oyieBaHus (COCTOSIHMSI), BKJIIOYas €ro koJ mo MexXIyHapOoJHON CTaTUCTHYECKON
kaaccudukanmy 0osie3Heil u mpobieM, CBI3aHHBIX CO 3/I0POBBEM, a TAKXKe JaTa OCMOTpa OOJILHOTO H
JaHHBIE O TUHAMHUKE COCTOSHMUS;

K) uHpopMalus O MEAWIUHCKOW OpraHM3aluu (HaMMEHOBAaHUE, OCHOBHOM TOCYAapCTBEHHBIN
perucTpanoHHbIi HOMEp, Ko 1o ObmepoccuiickoMy Kiaccu(ukaTopy MpeanpusiTHA 1 OpraHu3anuil),
BBIJIABINICH HAMpABJICHUE HA BKIIOYCHHUE CBEACHHI O OONBHBIX B DenepaibHbIid perucTp (HalpaBJICHHUE
Ha BHECEHHE U3MEHEHUH B cBeIeHus, cojiepskanirecs B DenepanbHOM peructpe (Janee - HarnpaBiIeHHE),
a TaKkKe M3BelIeHHe 00 HCKIIOYeHUM cBeAeHUd o OonbHbIX U3 DenepanbHOro perucrpa (naiee -
H3BEIICHUE);

J) Jata BKJIIOYCHHS CBEACHUI O OOJBbHOM M JaTa BHECEHHsS M3MEHEHHMH B CBEJICHHS O OOJBHOM B
denepanbHbI pETUCTD;

M) nH(pOpMANHS 0 HA3HAYEHUH JICKapPCTBEHHBIX MPENapaTos.;

H) wuHboOpManus 00 OTIyCKEe JIEKAPCTBEHHBIX TMpernapaToB (aTta Havana oOecreueHus
JIEKapCTBEHHBIMU TpernaparaMu U GaKTUYECKUIl OTIYCK JIEKApCTBEHHBIX MPENapaToB);

0) JaTa TPHUHITHUS pelieHdus o0 OKOHYaHUHM oOecredyeHHs JEeKapCTBEHHBIMU NperaparamMu C
yKa3aHueM MpUYMHbBI (BbIe3] 3a mpenensl Poccuiickoit denepanivi Ha TOCTOSHHOE MECTO KUTEJIbCTBA
WIA MeCTO MpeObIBaHus (B Clyyae €CJIM CPOK NMpeObIBaHUS MPEBBIIIAET 6 MECALEB), CMEPTh OOJIBHOTO,
OTCYTCTBHE TMOKa3aHUM K JaJTbHEHIIEMy MpUeMy JIEKapCTBEHHOTO MperapaTa) U o mepeiade CBeIeHUN B
apxuB DenepasbHOrO PErUCTpa;

1) uH(GOpMalus 0 BKIOYEHUU OoibHOro B MenepalibHbIl PErucTp JML, MMEIOUIMX IIPAaBO Ha
MIOJIyYEHUE TOCYJApCTBEHHOW COLMAJIBHOM IIOMOIIM, W HHBIE PETUCTPBl, IPEAYCMOTPEHHBIE
3akoHOJaTeabcTBOM Poccuiickoit @enepanuy, B 1ensX obecreueHus JIeKapcTBEHHBIMU IpenapaTamMy 3a
cueT Or0/pKeTOB Or0KeTHOH crucTeMbl Poccuiickoit denepanuu;

P) YHUKaJIbHBIA HOMEp PETUCTPOBOM 3aMUCH;

C) BBIMUCKA U3 MEIUITMHCKOW JOKYMEHTAIIMKU OOJILHOTO, COJEpIKaIasi CBEJICHNS O HAa3HAUYCHUH U
HCTIOJIb30BAHUH JICKAPCTBEHHBIX MPEIMAPATOB.

10. B cnywyae ycraHoBiIeHMs JuarHo3a 3a0ojieBaHMs (COCTOSHHUS), yKa3aHHOTO B IyHKTe 1
HacToAmmx IlpaBwi, win M3MEHEHUs CBENEHUM, yKa3aHHbIX B NoAmyHKkTax "a" - "x" myHkra 9
Hacrosmux [IpaBwii, MEIUIIMHCKIE OpraHU3alld, B KOTOPHIX OOJbHBIC HAXOIATCS IOJ MEAUIUHCKUM
HAOJIIOJICHUEM, B CpPOK, HE TpeBHIIAOIMUNA 3 paboumx mHEH co JHS oOpamieHus OOJIBHOrO C
YCTaHOBJICHHBIM JHarHo30M B MEIUIMHCKYIO OPTraHM3alMI0 MO MECTy JKUTENbCTBA MIU MECTY
npeObIBaHus (B Cllyyae €ciid CPOK MpeObIBaHUS IPEBbIIAET 6 MECSILEB), IPEACTABISIIOT B 3JIEKTPOHHOM
BUJie WIM Ha OyMa)XHOM HOCHTEJE HAalpaBICHUS M H3BELIEHUS B OpPraH rocyAapCTBEHHOW BJIACTH

cyobekra Poccuiickoit ®@enepaunu B chepe OXpaHbl 370poBbs MO (opMe M B HOPSJIKE, KOTOpbIE
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O nopsgake opraHu3aummn obecneyeHnst 1eKapcTBEHHbI. ..

yTBEpKIAeHbl MUHUCTEPCTBOM 3apaBooxpaHeHus: Poccuiickoit deneparum.

11. Jna 3anojgHEHUss pErHOHAJIBHOTO cermeHta @denepasbHOr0 perucTpa OpraHU3allNH,
OCYIIECTBIISIIOIME OTIYCK JIEKaPCTBEHHBIX IIPENapaTroB, Ha3HAUEHHBIX JIEYalllUM BpadyoM B
COOTBETCTBUH C MPEAYCMOTPEHHBIM MOJANYHKTOM "a" myHkTa 2 Hactosmux [IpaBun nepeunem, 10 5-ro
YuCa KKIOTO MecsIa MPEACTABISIIOT B OpPraHbl TOCYJapCTBEHHOM BIACTH CYOBEKTOB Poccmiickoit
®enepanun B cepe 0XpaHbl 30pPOBbs B JIEKTPOHHOM BHJIE WJIM HAa OyMa)KHOM HOCHTENE CBEJCHUS 00
OTIIYILIEHHBIX 3a MIPEIUIECTBYOIMI MECSL] IEKAPCTBEHHBIX IIpenaparax.

nyn

12. B ciydae ecnu cBeaeHMs, NpeaycMOTpeHHble noiamyHkTamu "a", "x" m "n" myHkra 9
Hacrosmux [IpaBwi, He MpeACTaBIEHBI B OpraHbl TOCYJapCTBEHHOM BiacTH cyOBeKkTOB Poccuiickoit
®eneparn B cepe OXpaHbl 3T0POBBS, YKa3aHHBIE OpPraHbl BIACTH CAaMOCTOSTEIBHO 3alpPaIInBalOT ITH
CBEJICHMSI B TOCYAapCTBEHHBIX BHEOIOPKETHBIX (POHIAX.

Ceenenus o OONBbHOM (HAIpaBICHMs, W3BELICHMA), MPEACTaBIsIEMble B 3JIEKTPOHHOM BUJE,
MOJJIEXKAT 3aBEPEHUI0 NIEKTPOHHON MOJIMCHIO JOLKHOCTHOIO JIMIA OpraHa roCyJapCTBEHHOHN BJIACTU
cyobekta Poccuiickoit deneparyn B cepe 0XpaHbl 37J0POBbSI.

13. B ciydae Beie3a O0IBHOTO 3a Tpeneisl Tepputopun Poccuiickoit denepannu Ha MOCTOSTHHOE
MECTO XKHUTEJIbCTBA WM MECTO MPeObIBaHUS (B CIIy4yae eclid CpOK MpeObIBaHMsI PEBbIILIAET 6 MecsLEB), a
TakXKe B Cllydae CMEpTH OOJIBHOTO CBEJICHUS O HEM MOJUIekKAT apXUBUPOBAHUIO.

Y TBepKICHBI

nocranopyiieHueM [IpaButenscTBa
Poccuiickoit deneparuu

oT 26 Hos10ps 2018 1. N 1416

NEPEYEHb o
YTPATMBLUMX CUNY AKTOB NPABUTENIbCTBA POCCUACKOW ®EOEPALIUM

1. [Nocranosnenue IlpaButensctBa Poccuiickoit @eneparuu ot 26 aexabps 2011 r. N 1155 "O
3aKymKaxX JIeKapCTBEHHBIX IMpemapaToB, IMpEAHA3HAUCHHBIX s oOecredeHus Jull, OOJIbHBIX
remMounueii, MyKOBUCIIUI030M, TUMOPHU3APHBIM HAHU3MOM, OoJie3HbIO [omie, 3710KaYeCTBEHHBIMU
HOBOOOpa30BaHUSAMU JUM(OHUIHON, KPOBETBOPHOM U pOJCTBEHHBIX KM TKaHEW, paccessHHbIM
CKJIEPO30M, JIMI] TOCJI€ TpaHCIUTaHTanuu opraHoB u (wim) TKaHeh" (CoOpaHue 3aKOHOMATEIHCTBA
Poccutickoit ®eneparuu, 2012, N 1, ct. 186).

2. IocranoBnenue IIpaBurensctBa Poccuiickoit denepanuu ot 26 ampens 2012 r. N 404 "O06
yrBepxkaenun  I[IpaBun  Benenus  DepepalbHOrO  perucTpa JMil, OOJBHBIX  remModuine,
MYKOBUCIII/I030M, rUNnoQpu3apHbIM HaHU3MOM, 00J1e3HBI0 I'owe, 3JI0Ka4€CTBEHHBIMU
HOBOOOpa30BaHUSAMU JUM(POHUIHON, KPOBETBOPHOM U pOJCTBEHHBIX KM TKaHEHW, paccestHHbIM
CKJIEPO30M, JIMI] TOCJI€ TpaHCIUIaHTauu opraHoB u (wim) TKaHeh" (CoOpaHue 3aKOHOMATEIHCTBA
Poccuiickoit ®eneparuu, 2012, N 19, cT. 2429).

3. lysktel 176 u 190 u3meHeHuii, KoTopble BHOcATCS B akThl [lpaBurenbctBa Poccuiickoit
@enepauny Mo BOIIpOCaM JIEATENBHOCTH MuHUCTEpCTBa 31paBooxpaHeHust Poccuiickorn denepanuu,
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yTBEPKACHHBIX MocTaHoBieHueM llpaBurensctBa Poccuiickoit @enepanuu ot 4 cenrsops 2012 r. N
882 "O BHeceHMM HU3MEHEHUN B HekoTopele akTel IIpaBurenscTBa Poccuiickoit ®epepanuu 10
BOMpPOCAaM JIeATENIbHOCTH MuHHUCTEepCcTBa 31paBooxpaHeHus Poccuiickoit ®enepaunun" (CobOpanue
3akoHoarenscTBa Poccuiickoit ®eneparuu, 2012, N 37, ct. 5002).

4. Tlocranosaenue IlpaButensctBa Poccuiickoii @enepanuu ot 24 ampens 2015 r. N 389 "O
BHECCHMH M3MEHEHMH B roctaHoBieHue IIpaButensctBa Poccuiickoit denepanun ot 26 mexadbps 2011
r. N 1155" (Co6panue 3akononarensctBa Poccuiickoit ®enepanuu, 2015, N 18, ct. 2709).

5. locranosnenue IlpaBurensctBa Poccuiickoit ®@enepanuu ot 9 ampens 2016 r. N 288 "O
BHeceHMH u3MeHeHuil B IlpaBmna Benenus denepanbHOro perucrpa Jdl, OONBHBIX TeMO(UIHEH,
MYKOBHCIHI030M, runoduzapHeIM HaHNU3MOM, 00JIe3HBI0 I'omre, 3JI0KA4€CTBECHHBIMH
HOBOOOpa30BaHUSAMU JUM(POHUIHON, KPOBETBOPHOM H POJCTBEHHBIX KM TKaHEW, paccessHHbIM
CKJIEPO30M, JIMI[ IOC€ TpaHCIUIaHTauuu opraHoB M (uiau) TkaHed" (CoOpaHMe 3aKOHOJATENbCTBA
Poccuiickoit ®eneparuu, 2016, N 16, ct. 2225).

6. Ilocranosnenue IlpaButensctBa Poccuiickoit @enepanuu ot 11 asrycra 2016 r. N 784 "O
BHECEHUU M3MEHEeHUI B nmoctanoBieHue [IpaButenbcrBa Poccuiickoii @enepanuu ot 26 nexadps 2011
r. N 1155" (Cobpanue 3akonomarenbctBa Poccuiickoit @eneparuu, 2016, N 34, ct. 5242).

7. Hocranosnenune IlpaButensctBa Poccuiickoit @enepaunu ot 17 ampens 2017 r. N 457 "O
BHeceHUHU u3MeHeHu# B [lonoxeHune o 3aKymnkax JIEKapCTBEHHBIX MperaparoB, MpeJIHa3HAYCHHBIX s
oOecrieueHus Jull, OONBHBIX TreMO(HInel, MyKOBUCIIHI030M, THIMO(U3APHBIM HAHU3MOM, OOJIE3HBIO
l'omie, 3710KaueCTBEHHBIMH HOBOOOpPA30BaHUAMHU JIMMGPOUIHOM, KPOBETBOPHOW M POACTBEHHBIX UM
TKaHEH, PacCesTHHBIM CKJIEPO30M, JIAI[ TOCJe TpaHCIUIaHTauuu opraHoB M (wim) Tkaneil" (CoOpanue
3akoHonarenscTBa Poccuiickoit ®eneparuu, 2017, N 17, ct. 2577).
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