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[TocranoBnenue IIpaBurensctBa PO ot 26 HOA0pst 2018 r. N 1416 "O nopsiake opranuzanuu
o0ecredyeHus JIeKapCTBEHHbIMU IIpenapaTaMy JIML, OOJbHBIX reMOopUINel, MyKOBUCLUA030M,
runogu3apHbIM HaHU3MOM, O0Jie3HbIO [ o111e, 3710KaueCTBEHHBIMU HOBOOOPa30BaHUAMHU JTUM(POUTHOM,
KPOBETBOPHOU U POACTBEHHBIX UM TKaHEH, PACCESIHHBIM CKIIEPO30M, T€MOJIUTUKO-YPEMUYECKUM
CHUHIPOMOM, IOHOLIECKUM apTPUTOM C CUCTEMHBIM HadyaJloM, Mykonoaucaxapuno3oM I, Il u VI tunos, nung
1I0CJI€ TPAHCIUIAHTALMY OPraHoOB U (WIM) TKaHEH, a TaKkKe O MPU3HAHUN YTPATUBIIMMHU CUIIy HEKOTOPBIX
aktoB [IpaBurensctBa Poccuiickoit denepanun" (¢ U3MEHEHUSIMH U TOTIOTTHEHUSIMH )

Wndopmarius 06 n3MEHEHHSX:

Haumenosanue usmeneno c 7 anpens 2020 2. - I[locmanosnenue I[Ipasumenvcmea Poccuu om 27 mapma
2020 2. N 344

Cm. npeodvloywyio peoakyuio

ITocTranoBiienne IlpaBurenscrea PP ot 26 HosiOps 2018 r. N 1416
"O nopsake opranu3annu odecrnevYeHus JeKapCTBEeHHbIMU NMpenapaTaMu Jiui, 00J1bHbBIX
remo¢puineii, MyKOBHCIH/1030M, THIIO(HU3APHBIM HAHNU3MOM, 00/1e3HbI0 ['o111e, 3710KaYeCTBEHHbIMH
HOB0OOOpa30BaHUSAMH JUM(POUTHOM, KPOBETBOPHOM M POJACTBEHHBIX MM TKaHei, paccesstHHbIM
CKJIEP030M, FeMOJIMTHKO-YPeMHUYeCKHMM CHH/APOMOM, IOHOLIECKHM APTPUTOM C CHCTEMHBIM

Ha4yaJoM, mykonoJsmcaxapuaosom I, II u VI Tunos, anuiactuyeckoil anHeMuel HeyTOYHEHHOI,
HacjeacTBeHHBbIM aedunutoM ¢pakropos Il (pudbpunorena), VII (1adnannoro), X (Ctoapra -

IIpayspa), 111 mocJie TPAHCIJIAHTALMY OPTraHOB U (MJIM) TKAHel, a TaK/Ke 0 MPU3HAHUM

YTPATHUBIIMMH CHJIY HeKOTOPBIX akToB IIpaBurtenncrBa Poccniickoii @enepanun'

C u3MeHeHHSIMH U JTONOJHEHUSAMH OT:

27 mapta 2020 r., 26 urons 2021 r., 15 despans 2023 r.
T'APAHT:

Hacrosiee nocranoBienue Betymnaer B cuity ¢ 1 ssuBapsa 2019 r., 3a HCKIIFOUEHHEM ITyHKTA 2, KOTOPbI
BCTymMaeT B cuity ¢ 27 HosiOps 2018 T.
B coorBerctBuM ¢ nynkrom 21 wactu 2 crateu 14 m wactamu 7 - 9 crateu 44 @enepanbHOrO
3akoHa "O0 ocHOBax OXpaHbl 370poBbs IpaxxkaaH B Poccuiickoit denepanmu" IlpaButensctBo Poccuiickoit
®denepanyy NOCTaHOBIISET:

Wndopmarys 06 m3MEeHEHHUAX:

Ilynkm 1 uzmenen ¢ 7 anpens 2020 e. - [locmanosnenue IIpasumenscmea Poccuu om 27 mapma 2020 .
N 344

Cm. npeodvloyuwyio peoakyuio

1. YTBepauTh mpuiiaraeMele:

[IpaBuiia opranuzanuu odecrieueHus JIeKapCTBEHHBIMU MpenapaTaMu JHIl, OOTbHBIX TeMODUITHEH,
MYKOBHCIIHI030M, TUTIO(PU3apHBIM HaHU3MOM, 00JIe3HBIO [ o111€, 3710Ka4eCTBEHHBIMH HOBOOOPA30BaHUSIMHU
TUMQOUIHON,  KPOBETBOPHOM W POACTBEHHBIX UM  TKaHEH,  pacCesHHBIM  CKIEPO30M,
TEMOJINTUKO-YPEMUYECKAUM  CHHIPOMOM,  IOHOIIECKHM  apTPUTOM C  CHCTEMHBIM  HAvaJioM,
Mykonosimcaxapuno3om I, II m VI Tunos, armactuyeckoil aHeEMHeEW HEYTOUYHEHHOM, HACJIEICTBEHHBIM
nepummrom (daktopoB Il (bubpuuorena), VII (mabumbnoro), X (Crroapra - Ilpayspa), murr mocie
TpaHCIUIAHTAIIMH OPTaHOB U (WJIHM) TKaHEH;

[IpaBuna BegeHust DenepaabHOTO pPETUCTpPA JIMI, OOJBHBIX TeMOGUIHEH, MYKOBHCIIHI030M,
runoduzapHeIM HaHU3MOM, Ooisie3HbI0 ['Olle, 370KaueCTBEHHBIMH HOBOOOPA30BAHHUSIMH JIUM(OUIHOMH,
KPOBETBOPHOM W POJCTBEHHBIX WM TKAaHEH, pPACCETHHBIM CKJIEPO30M, TE€MOJIUTHKO-YPEMHUESCKIM
CHUHJPOMOM, IOHOIIECKUM apTPUTOM C CHUCTEMHBIM HaudajaoMm, Mmykomnonucaxapuao3zom I, II u VI tunos,
arIacTUYECKOW aHeMHeW HeyTOYHEHHOM, HacleACTBeHHbIM neduiurom daktopos 11 (pubpunorena), VII
(mabunsHoro), X (Crroapra - [Ipayspa), aui1 mocjae TpaHCIUIAHTALMK OPTaHOB U (WJIM) TKaHEH;

repeyeHb yrpatuBmux cuity aktoB [IpaButensctBa Poccuiickoit denepanum.
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2. MunucrepctBy  31paBooxpaHeHust  Poccuiickoit  @enepauuu B YCTaHOBJIECHHOM
3aKOoHOAATeNbCcTBOM  Poccuiickolt  @enepauuu  MNOpsiAKE  OCYIIECTBUTh  3akynky Ha 2019 ron
JICKapPCTBEHHBIX MPENapaToB Uil IaTOT€HEeTHUYECKOIo JICUYEHHS JIUI, OOJIbHBIX T€MOJIUTUKO-YPEMUUYECKUM
CHHJIPOMOM, FOHOILIECKHM ApTPUTOM C CHCTEMHBIM HaudajioM, Mykomnojucaxapuaozom I, II u VI tunos,
BKJIFOUEHHBIX B [IEpEUCHb )KU3HEHHO HEOOXOAUMBIX U BaXKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB.

Wndopmarius 06 n3MEHEHHSX:

ITocmanosnenue dononneno nynkmom 21 ¢ 25 geepana 2023 2. - Ilocmanosnenue Ilpasumenscmea
Poccuu om 15 gpespans 2023 2. N 229

U3zmenenus pacnpocmpansiomces Ha npagoomuouierus, eosnuxkuiue ¢ 1 aneapsa 2023 2.

2!, McrounnkoM (pMHAHCHPOBAHMS OPTaHM3ALUM OOECHeUeHHs JIEKAPCTBEHHBLIMU IIperapaTaMu
nereil B Bo3pacte 10 18 ner, GOJBbHBIX reMopuiIned, MyKOBHCUUAO30M, THIO(U3APHBIM HAHU3MOM,
6one3ubto ['omie, 3710kaueCTBEHHBIMU HOBOOOPA30BaHUAMH JTUMGPOUIHOM, KPOBETBOPHOM U POJICTBEHHBIX
UM TKaHEH, pacCesHHbIM CKJIEPO30M, I'€MOJIMTUKO-YPEMUUYECKUM CHUHIPOMOM, IOHOIIECKUM apTPUTOM C
CUCTEMHBIM HayasioM, Mykononucaxapuaosom I, II u VI tumnos, amnactuyeckoil anemueil HeyTOYHEHHOM,
HacleICTBEHHBIM epunroM ¢axtopoB Il (pubpunorena), VII (;madbunsHoro), X (Crroapra - [Ipayapa),
JeTeld B Bo3pacte o 18 jeT mocie TpaHCIUIaHTaIuu opraHoB W (wiM) TkaHed ¢ 2023 roga sSBISIOTCS
OIO/DKETHBIE  aCCHUTHOBAHHWSA, NPEAYCMOTpeHHble B  (enepanmbHoM  Oromkere  MHHHCTEPCTBY
3napaBooxpaHeHusi Poccuiickoit  ®enepauuu  ans Donpa HOANEPKKH  AeTe € TSDKEIBIMU
KHU3HEYTPOXKAIOIMIMMU W XPOHHUUYECKUMH 3a00JCBaHUSMH, B TOM 4YHCIE pPEIKUMHU (OphaHHBIMH)
3aboneBanusamu, "Kpyr nobpa".

3. MunucrepctBy 3apaBooxpanenus Poccuiickoit ®denepanuu 1aBaThb Pa3bsACHEHUS 110
MPUMEHEHUIO MPABIJI, YTBEPKJACHHBIX HACTOSAIIUM MTOCTAaHOBIICHUEM.

4. Hacrosiiee nocraHoBjieHHe BCTymnaeT B cuity ¢ 1 sHBapst 2019 r., 3a UCKIIIOUEHUEM ITyHKTA 2,
KOTOPBI BCTyMaeT B CHITY CO JHS O(pUIIMATBEHOTO OMYOIMKOBAHNS HACTOSIIETO TOCTAHOBICHHUS.

[Ipencenarens [IpaBurenbcTBa J1. MenBenen
Poccuiickoit ®enepanun

Wndhopmarus 06 n3MEHEHHSX :

Haumenosanue usmeneno c 7 anpens 2020 2. - Ilocmanosnenue Ilpasumenscmea Poccuu om 27 mapma
2020 2. N 344

CMm. npedvloywyro pedaKyuio
YTBEPX/IEHbBI
nocranoBienueM IlpaBuresbcTBa
Poccuiickoit ®exepanun
oT 26 Hos10Ops 2018 r. N 1416

IpaBuia
opraHu3anuu odecrnevyeHus JeKapCTBEeHHBIMU NpenapaTamMmu Jul, 00J1bHBIX reModuianei,
MYKOBHCIHA030M, THNIO(U3APHBIM HAHU3MOM, 00Jie3HbI0 ['o1e, 3J10KaYecTBeHHBIMH

HOB0OOpa30BaAHUSIMHU JIUM(OHTHON, KPOBETBOPHOI M POACTBEHHBIX UM TKaHEH, pacCesiHHbIM

CKJIEPO30M, FéeMOJTUTHKO-YPEMHYECKUM CHHAPOMOM, IOHOLIECKHUM APTPUTOM € CHCTEMHBIM
HavajaoM, mykonojucaxapuao3om I, Il u VI tunos, ansiactuyeckoit anemue HeyTOYHEHHOM,
HacJieaAcTBeHHbIM Aedunurom dakropos II (pudpunorena), VII (madmiabnoro), X (Croapra -

IIpayspa), mu nocJie TPAHCIJIAHTAIIMM OPraHoOB U (MJIM) TKaHel

C n3MeHeHHSIMH H TONOJTHEHUSAMH OT:

27 mapta 2020 r., 26 utons 2021 r., 15 despans 2023 T.
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Wndopmarius 06 H3MEHEHHSX:

Ilynkm I uzmenen c 7 anpens 2020 e. - [locmanosénenue Ilpasumenscmea Poccuu om 27 mapma 2020 2.

N 344

Cm. npeodvloyuyio peoakyuro

1. Hacrosmue IlpaBuiia ycTaHaBIMBAIOT MOPSIOK OpraHM3alMM OOeCHedeHHus JHL, OOJIbHBIX
reMominei, MYKOBUCIIHIO30M, THUMO(QU3APHBIM HAHU3MOM, Oo0ie3Hbl0 ['omie, 37I0KaueCTBEHHBIMU
HOBOOOpa30BaHUSAMHU JTUM(OUTHON, KPOBETBOPHOU U POACTBEHHBIX UM TKaHEH, pacCesTHHBIM CKIIEPO30M,
FEMOJUTUKO-YPEMUUYECKUM  CHUHJIPOMOM,  IOHOLIECKUM  apTPUTOM €  CHUCTEMHBIM  HayajoM,
Mykomnosucaxapuno3oMm I, II m VI Tunos, amnacTuyeckoil aHeMHEW HEYTOUYHEHHOM, HACJIEIACTBEHHBIM
nepunurom ¢akropoB Il (pubpunorena), VII (mabunbnoro), X (Crioapra - Ilpayspa), mum mocie
TpaHCIUIAaHTAllMM OpraHoB W (WJIM) TKaHeW (nanee - OOJbHBIE), JIEKAPCTBEHHBIMU IMpenaparaMu s
MEAMIMHCKOTO IPHUMEHEHUS, NIPEIHAa3HAYECHHBIMU /ISl JICUEHUSl 3TUX 3a00JI€eBaHUM, 110 yTBEPKACHHOMY
[IpaButensctBoM Poccuiickoit denepanuu nepedHio JEKapCTBEHHBIX MpenaparoB, chOpMUPOBAHHOMY B
YCTaHOBJICHHOM UM HOpsKe (J1ajee - JeKapCTBEHHbIE MPEnaparhl), a TAKXKe MOPSII0K U YCIOBUS Iiepeiaun
JIEKapCTBEHHBIX MIPEMapaToB B COOCTBEHHOCTH cyObekTOB Poccuiickoit deaepanuu.

Undopmarus 06 n3MEHEHHSX:

Ilynkm 2 usmenen ¢ 25 ¢pespana 2023 2. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 15 ¢hespans

2023 2. N 229
U3zmenenus pacnpocmpansaiomes Ha npagoomuouieHus, eosnuxkuiue ¢ 1 aueapsa 2023 2.

CMm. npedvloywyro pedaKyuio
2. VctouynnkoM (pUHAHCUPOBAHMS OpTraHU3aIMK oOecrieueHus: OOJIBHBIX B Bo3pacte oT 18 jer u
cTapuie JIEKapCTBEHHBIMU IIperapaTaMu SIBISIOTCA OIOKETHbIE ACCUTHOBaHUS, MPETyCMOTPEHHBIE B
denepanbHOM OrOKETe MUHHCTEPCTBY 31paBooxpaneHust Poccuiickoit Denepariuy Ha yKa3aHHBIC IEH,
a OOnmpHBIX B BoO3pacTe M0 18 et - OwKETHbIE aCCUTHOBaHUSA, MPEAyCMOTpeHHble MUHHCTEPCTBY
3apaBooxpaneHusi Poccuiickoit  @enepaumu  ana DoHma  NOANEPKKU  JETEd € TSKEIBIMU
KUZHEYTPOXKAIONIUMU U XPOHMYECKUMHU 3a00JEBAaHUSIMH, B TOM 4YHCIEe peakuMu (opdaHHBIMU)
3aboneBanusmu, "Kpyr mobpa".
bromkeTHble aCCUTHOBAaHUS TNEPEUUCIAIOTCS MUMHUCTEPCTBOM 3/paBooXpaHeHus Poccuiickoit
Oenepannn  denepaibHOMY Ka3eHHOMY  yupexacHuio "denepalbHbId ILEHTP IUIAHUPOBAHUS W
OpraHM3aIy JIEKApCTBEHHOTO0 obOecmeueHus: TpaxknaH" MuHucTepcTBa 3ApaBooxpaHeHus Poccuiickoii
Oenepannn (nanee - OeaepanbHbI EHTP) A OpPraHU3AIMU W MPOBEICHUS 3aKYIOK JIEKAPCTBEHHBIX
Mpenaparos.

Wndopmarys 06 m3MEeHEHHUAX:

Ilynkm 3 uzmenen c 7 anpens 2020 e. - [locmanosnenue Ilpasumenscmea Poccuu om 27 mapma 2020 2.
N 344

CMm. npedvloywyro pedaKyuio

3. IlpaBo OomnbHOro Ha oOecmeueHHe JIEKAPCTBEHHBIMM NpenapaTaMd BO3HHMKAaeT CO JHS
BKITIOYCHHUSI CBEIECHUH O HEM B pETHOHANBHBIN cerMeHT dDenepalbHOrO perucTpa JHI, OOJBHBIX
reModminei, MYyKOBHUCIMIO30M, TUMO(U3ApHBIM HaHU3MOM, Ooje3Hbto ['orre, 3J10KaueCTBEHHBIMH
HOBOOOPa30BaHUAMH JTHM(OUTHON, KPOBETBOPHON M POJCTBEHHBIX MM TKAaHEH, PACCESTHHBIM CKIIEPO30M,
TeMOJINTUKO-YPEMUUECKUM  CHHIPOMOM,  IOHOUIECKMM  apTPUTOM C  CHUCTEMHBIM  HayalloM,
Mykonosmcaxapuao3om I, II m VI Tunos, ammacruueckold aHeMHeW HEYTOUHEHHOW, HACJIEACTBEHHBIM
nedurutom ¢dakropoB Il (pubpunorena), VII (mabmnbnoro), X (Ctroapra - Ilpayspa), mui mocie
TpaHCIUIAaHTAI[UU OPTaHOB M (UJK) TKaHen (Hanee - DeaepaabHbIN PETUCTD).

Jlata BkiIrOueHUS OOJILHOTO B PETHOHANbHBIM cerMeHT DenepanbHOro perucrpa (ukcupyercs
JieYaliiM BpayoM B MEIUIIMHCKOM KapTe aMOyJ1aTOpHOTO O0JIBHOTO WM UCTOPUH Pa3BUTUS peOEHKaA.

Wndopmarius 06 H3MEHEHHSX:

[lynkm 4 uzmenen ¢ 7 uronsa 2021 2. - [locmanosnenue llpasumenvcmea Poccuu om 26 uons 2021 e. N
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1025

CMm. npedvloyuyro pedaKyuio
4. Opranmzanus obecneueHust degepaqbHBIM EHTPOM 32 CUET CPeACTB (herepaibHOro Or0KeTa
OOJIbHBIX JICKAPCTBEHHBIMU IperapaTaMy OCYLIECTBIISIETCS ¢ yY€TOM CTaHAApPTOB MEAMLIMHCKONW MOMOLIH,
KJIMHUYECKUX PEKOMEHJAaUUi (IIPOTOKOJIOB JIEYEHUs])) M CpeOHEH KypcOBOM J03bl JIEKAPCTBEHHBIX
IIPENapaToB.

Wndopmarius 06 n3MEHEHHSX:

Ilynkm 5 usmenen ¢ 7 utons 2021 e. - Ilocmanosnenue IIpasumenvcmea Poccuu om 26 urons 2021 2. N

1025

Cm. npeovloyuyio peoakyuro

5. Oprasbl rocyaapcTBeHHOW BiacTu cyObekToB Poccuiickoii @enepanuu B cdepe OXpaHbl
310pOBbsi He mo31Hee | HosAOps Tekyliero rojga mnpeicrabisitoT B (denepasibHblii LEHTP 3asiBKU Ha
MIOCTaBKYy JICKApPCTBEHHBIX MHpenapaToB o (opme, yTBEpk AeHHOW MHHHCTEPCTBOM 3paBOOXpPAHECHUS
Poccuiickoit denepauun (nanee - 3asBKH), C HNPUIOKEHHEM OOOCHOBAHUM MO UX 00BEMy, a TaKxKe
nepevyeHb OpraHu3aluid, WMEIOMIMX JIMIEH3WI0 Ha OCYNIECTBICHHE MEIWIUHCKOW u  (WiIH)
dapmanieBTHYecKOM  JesaTenbHOCTM B cyObektax — Poccumiickoit  Denepanuun  (nanee -
OpTraHU3aIUH-TIOyYaTeIH ), B IEJISX OCTABKU OpPraHU3aMsIM-I0Ty4YaTelsiM JeKapCTBEHHBIX IpenapaToB.

[TorpebHOCT, (00BEM MOCTaBKM) B JIEKAPCTBEHHOM IIperapare ONpEIeNIeTcs C YYETOM
KJIMHUYECKHX PEKOMEHJAlMi (IPOTOKOJIOB JIEYEHMs)) M CpelHell KypcoBOW 03Bl JIEKAPCTBEHHOTO
npernapara UCXo/As U3 eKeMeCTUHON (PaKTHUECKOUW MOTPEOHOCTH OONBHBIX B JIEKAPCTBEHHBIX IpernapaTrax
B COOTBETCTBHM CO CBEJCHUSMHU pErMOHaIbHOro cermeHra denepanbHOro perucrpa U HEOOXOIAUMOCTH
dbopMupoBaHus 3amaca Ha 15 mMecsIeB.

Wuopmarus 06 H3MEHEHHSX:

Ilynkm 6 uzmenen c 25 gpespana 2023 2. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 15 ¢hespans
2023 2. N 229

H3menenus pacnpocmpansaiomes na npagoomuouienus, sosnuxuiue ¢ 1 aneaps 2023 e.

CMm. npedvloywyro pedaKyuio

6. @enepalibHBII LIEHTP pacCMaTPUBAET MIPEICTABICHHBIE 3aIBKM HA COOTBETCTBUE YCTAHOBJICHHON
dopMe, Ha mpeaMeT OOOCHOBAaHHOCTH 3asBICHHBIX OOBEMOB JIEKAPCTBEHHBIX IpenapaToB MU IpH
HE00XO0IMMOCTH KOPPEKTUPYET UX U COTTIACOBBIBAET C BHIHECEHUEM COOTBETCTBYIOIIETO PEIICHUS.

He noznnee 15 centsadps tekymero roga denepanbHblil LEHTP NPEACTABISIET YKa3aHHbIE 3aBKU B
Komuccuro Munucrepcersa 31paBooxpanenus Poceuiickoit denepannu 1o pacCMOTPEHUIO 3asBOK (Hasee -
KOMHUCCHS) [UIsl HUX pacCMOTpPEHHUs C ydacThueM mpencraButeneid @expepanbHoro ueHrtpa, Ponna
HOJIEP)KKH JIeTel C TSOKEIBIMHU JKU3HEYTPOKAIOUIMMHU U XPOHUYECKUMH 3a00JIeBaHUSIMH, B TOM YHUCIIE
peakumu (opdanubiMu) 3aboneBaHusMHu, "Kpyr no0pa", HCHOJHUTENBHBIX OPraHOB CYOBEKTOB
Poccuiickoit ®eneparnuu (B TOM 4YHCIE C HCIOJb30BaHUEM HH()OPMAIIMOHHO-TEIEKOMMYHHUKAITMOHHBIX
TEXHOJOTHil) Ha mpeaMeT OOOCHOBAHHOCTH 3asBIEHHBIX OOBEMOB JIEKaPCTBEHHBIX IIPENapaToB, HX
KOPPEKTHPOBKH MPH HEOOXOJAUMOCTH M YTBEPXKICHHS O0OBEMOB IMOCTABOK JEKAPCTBEHHBIX MpenapaToB.
[TonoxkeHnne 0 KOMHCCHUM M €€ COCTaB YTBEpPKIAArTCcsl MUHHCTEPCTBOM 3/paBooXpaHeHus Poccuiickoit
®denepauuu.

PaccmoTtpenue 3asBOK, yTBEpKIeHHE 00BEMOB IMOCTAaBOK U IpejacTaBieHre B DenepanbHbIi HEHTP
CBe/IeHUI 00 yTBEP)KJCHHBIX 00bEMax MOCTAaBOK OCYIIECTBISAIOTCS Komuccueil B Teuenue 30 aHel co qHs
MOCTYIUIEHUS 3asBOK OT denepaabHOro LEeHTpa.

Cenenus 00 yTBEpXKIEHHBIX KOMHCCHEH 00BeMax IOCTAaBOK JIEKApCTBEHHBIX IpenapaToB
HanpasisitoTcs DegepanbHbIM HEHTPOM B UCIIOIHUTENbHBIE Opranbl cyobekToB Poccuiickoii denepanuu B
cdepe oxpaHbl 370pOBbs B TeUeHHE 3 pabOUMX JHEH CO JIHS MOCTYIUICHUS CBEICHUIH OT KOMHCCHUH.

7. OOBeM TIOCTaBOK JIEKAPCTBEHHBIX TpermapaToB (opMUpYyeTCs B mpeaenax O KETHBIX
ACCUTHOBAaHUH, MpPEeIyCMOTPEHHBIX B  (enepalbHOM — 3akoHe 0  QenepadbHOM —OlOpKeTe  Ha
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COOTBETCTBYIOIIMI (PUHAHCOBBIM IOJ U IUIAHOBBI MEPHOA, U JUMHUTOB OIOJUKETHBIX 0053aTElbCTB,
JIOBEJICHHBIX B YCTAaHOBJICHHOM Hopsiake 10 MunucrepcrBa 3apaBooxpanenus Poccuniickoit denepanun Ha
3aKYIIKY JIEKapCTBEHHBIX IIPENapaToB.

Wndopmarius 06 n3MEHEHHSX:

Ilynkm 8 usmenen ¢ 7 urons 2021 e. - Ilocmanosnenue IIpasumenvcmea Poccuu om 26 utousa 2021 2. N

1025

Cm. npeovloyuyio peoakyuro

8. B coorBercTBUM ¢ 00beMaMu IOCTaBOK JIEKAPCTBEHHBIX MPENaparoB, YTBEPKIACHHBIMU
OpraHaMH TOCYAApCTBEHHOW BiacTu CyOBeKkTOB Poccuiickoit @eneparuiui B cepe OXpaHbI 37J0POBBS C
y4eToM perieHus komuccuu, denepanbHblii LIEHTP B YCTAHOBJIEHHOM 3aKOHOAATENbCTBOM Poccuiickoit
Denepalyy MOPsIIKE OCYIIECTBISICT 3aKYIIKY JIEKApPCTBEHHBIX MPEapaToB.

MunucrepcTBo 3apaBooxpaHenust Poccuiickoit denepanuu exXeroaHo U3IaeT akT O COrVIaCOBaHUU
nepenaun  DenepanbHBIM I[IEHTPOM 3aKyIUIGHHBIX B COOTBETCTBHM ¢ HactosimmuMu [IpaBunamu
JIEKapCTBEHHBIX IMpEnapaTroB OpraHaM roCyJapCTBEHHOI BiacTu cyOobekToB Poccuiickoit denepanuu B
cdepe oXpaHbI 3I0POBBSI.

Wupopmarus 06 H3MEHEHHSIX:
Ilynkm 9 usmenen ¢ 7 uronsn 2021 e. - [locmanosnenue [Ipasumenscmea Poccuu om 26 utons 2021 2. N
1025

CMm. npedvloyuyro peoaKyuio
9. IlocraBmMKM  JIEKapCTBEHHBIX  IpeNapaTroB, OINpEICIEHHblE B COOTBETCTBUU  C
3akoHONaTeNnbCTBOM Poccuiickoit @exepannu, npeacraBisaior B denepanbHblii HeHTp ohOpMIICHHBIE B
YCTQHOBJICHHOM HOpsIZIKE JIOKYMEHTHI, HOJTBEPKAAOLIHE ¢baxt HOJTy4YeHUs
OpraHU3alUAMHU-TI0IyYaTeIsIMU  JIGKAPCTBEHHBIX IpPENaparoB, B TOM YHCIE HAKJIAJHbIE U aKThl
IpreMa-nepesadn JEeKapCTBEHHbIX MTPENapaToB.

Wndhopmarus 06 n3MEHEHHSX :

Ilynkm 10 usmenen ¢ 25 pespans 2023 e. - [locmanosnenue Ilpasumenvcmea Poccuu om 15 ¢eepans
2023 2. N 229

H3menenus pacnpocmpansiomces na npagoomuouienus, eosnukuiue ¢ 1 aneapsa 2023 e.

CMm. npedvloywyro pedaKyuio

10. ®enepanbHblil HeHTp B TeueHHe 10 pabounx JHEH co THS MOCTYIUIEHUS aKTa mpueMa-repe1aun
IIPUHUMAET Ha Yy4YeT JIEKAPCTBEHHBIC IIpenaparsl M HW3JAeT paCHOPSAHUTENBbHBIE aKThl O Iepefade
JIEKapCTBEHHBIX IPENapaTroB HUCIOJHUTENBHBIM oOpraHaM cyOwbekToB Poccuiickoii  denepanuu,
OIpeZeNIEHHbIM BBICIIMM JIOJDKHOCTHBIM JIMLOM cyObekTa Poccuiickoit @enepauuu (pyKOBOAUTEIEM
BBICIIETO HCIOJHUTENBHOrO opraHa cyoOwbekta Poccuiickoit @enepanuu) (nanee - yHOJIHOMOYEHHBIE
OpraHbl), C YyKa3aHHEM HOMEHKJATyphl, KOJIMYECTBA U CTOMMOCTH JIEKAPCTBEHHBIX IIPENapaToB B
OTHOLLIEHUHU KaKJI0T'O YIIOJJHOMOUYEHHOI'O OpraHa.

Wudopmanust 00 N3MEHEHUSX:

Ilynkm 11 usmenen c 7 urons 2021 e. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 26 uons 2021 2. N
1025

CMm. npedvloywyro pedaKyuio
11. ®enepanbHpIil IEHTP B TE€UCHHE 5 pabouux JHEH CO JHS U3AAHUS PACTIOPSIUTEIHLHOTO aKTa,
npeaycMoTpeHHoro nyuktom 10 nHacrosmux IlpaBun, HampaBisieT B yHOJHOMOYEHHbIE OpraHbl (B 2
SK3EMIUISIpax) W3BEIICHHE O TIOCTAaBKE JIEKAPCTBEHHBIX TMpernapaToB H akT MpHeMa-Tiepeaadu,
MOJMMCAaHHBIC AUPEKTOPOM (YIOTHOMOYESHHBIM JIUIIOM) DefepanbHOTro EHTpA.

Wndopmarys 06 M3MEHEHUAX:

Ilynkm 12 usmenen c¢ 7 urons 2021 e. - [locmanosnenue I[lpasumenscmea Poccuu om 26 uona 2021 2. N
1025
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CMm. npedvloywyro pedaKyuio

12. YonHOMOUYEHHBIC OpPTraHbl B TEUEHUE 5 pabouux THEH CO JHS MONyYeHHUs HW3BEIICHUS O
MOCTaBKE JICKAPCTBEHHBIX IIPENapaToB M akKTa IpUeMa-Nepeaadu, MPeayCMOTPEHHBIX IyHKTOM 11
Hactosimux [lpaBui, MOANUCHIBAIOT M 3aBEPSIOT MEYaThi0 00a 3K3EMIUISIpa M3BEHICHUS O IOCTaBKE
JIEKapCTBEHHOT'O TIpemapara W o0a 3K3eMIUIpa akTa IpueMa-liepeaadd, IOoCJe Yero BO3BpaIlaloT B
@defepanbHblil  LEHTP OJMWH OHK3EMIUISP YKa3aHHOTO M3BEIIECHHWS U OJUH DJK3EMIUIp akTa
npueMa-fepe1adu.

13. YnonHOMOYEHHBI oOpraH Ha OCHOBAaHMM aKTa IpUeMa-lepeayd MPUHUMAET Ha YYeT
JIEKapCTBEHHBIC TperapaThl U B TEUYCHHE 5 paboumMx IHEW CO JHS TOJYYCHHS aKTa IpHeMa-liepeaadd
U3/1a€T PACIOPSAUTENbHBIA aKT O Mepeade JEKapCTBEHHBIX IPenapaToB OpraHU3alUsIM-II0IydaTessiM C
yKa3aHHEM HOMEHKJIATYPhl, KOJIMYECTBA U CTOMMOCTH JICKAPCTBEHHBIX MPENapaToB B OTHOIICHUHU KaXKI0H
OpraHu3alU-TOoTydaTes.

14. Opranuzanuu-noiydyarenu B TedeHHe 2 pabouux JHEH co JHS MOJIy4eHHUs JAOKYMEHTOB,
MOATBEPKIAIOIIUX TIepeiavy UM JICKaPCTBEHHBIX MPENapaToB, MPUHUMAIOT JICKAPCTBEHHBIC MPENapaThl HA
y4eT, 00eCeunBaloT UX COXPAHHOCTD U IEJIEBOE HCIOIb30BaHHE.

Undopmarus 06 n3MEHEHHSX:

Ilynkm 15 uzmenen c 7 urona 2021 a. - [locmarnoenenue llpasumenvcmea Poccuu om 26 urons 2021 e. N
1025

CMm. npedvloywyro pedaKyuio

15. ®enepanbHBIi IIGHTP B YCTaHOBIEHHOM MMHHUCTEPCTBOM 3JpaBooXpaHeHust Poccuiickoi
Odenepayiii TIOPSIJIKE OCYHISCTBIIIET MOHUTOPUHT JIBIDKEHUS W y4YeTa JICKAPCTBCHHBIX IIPENapaTtoB B
cyobekrax Poccuiickori ®denepanuu, JOBOJUT JI0 CBEICHHS YIIOJIHOMOUYCHHBIX OPTaHOB IOJIyYEHHBIE IO
pe3yibTataM MOHHTOPHHTA JaHHBIC, B TOM YHUCJIC CBEICHUS O HOMEHKIIATYpe, KOJIMYSCTBE M CTOMMOCTHU
JIEKapCTBEHHBIX MpernapaToB, 00 OTCYTCTBHH MOTPEOHOCTH B OTAENBHBIX JICKAPCTBEHHBIX Mperaparax
1100 O MOSBICHUH JOIOJIHUTEIBHON MMOTPEOHOCTH B JIEKAPCTBEHHBIX IpeTapaTax B CBS3U C U3MECHEHUEM
B cyObekte Poccuiickoii Denepanuu YUCIEHHOCTH OONBHBIX, H3MEHEHHSIMH B Ha3HAUCHUSIX
MEJWIIMHCKIMH ~ pa0OTHUKAMH  JIGKAPCTBEHHBIX  TIpEraparoB  OOJNBHBIM W COIJIACOBBIBACT
nepepacnpeziesieHre JIeKapCTBEHHBIX MpenapaToB Mex 1y cyobektamu Poccuiickoit denepanuu.

Wndhopmarus 06 n3MEHEHHSX :

Ilynkm 16 uzmenen c 7 urona 2021 a. - [locmarnoenenue llpasumenvcmea Poccuu om 26 urons 2021 e. N
1025

CMm. npedvloywyro pedaKyuio
16. Tlepemaua JekapCTBEHHBIX TNpemapaToB OIHUM CcyOobekToM Poccuiickoit ®enepanuu B
cOOCTBEHHOCTh JIpyroro cyobekta Poccuiickoii ®enepanuu OCYIIECTBISETCS Ha OCHOBAHMM aKTa
npuema-nepenayn. dDenepalbHbId EHTP YBEAOMISIETCA O Iepelaye JIEKapCTBEHHBIX IpPENnapaToB B
10-gHEBHBIN CPOK MOCTIE TOMUCAHNS aKTa TPUeMa-TiepeIaddl YIIOJTHOMOUYEHHBIMU OpraHaMH.

Wndopmarys 06 M3MEHEHUAX:

Ilynkm 17 usmenen ¢ 7 uronsa 2021 e. - [locmanosnenue l[lpasumenscmea Poccuu om 26 uons 2021 2. N
1025

CMm. npedvloywyro pedaKyuio

17. ®denepanbHblii LIEHTP €KEKBapTabHO, 10 10-ro umcia mecsna, CIEAyIOIIEro 3a OTYETHBIM
KBapTaJoM, NpPEICTaBISIEeT CBEIEHUS O Nepeaade JIeKapCTBEHHBIX MpernapartoB cyobekTy Poccuiickoii
@denepallii ¥ COTJIACOBAHHBIX TepepaclpeieNICHUsIX JeKapCTBEHHBIX MpEernapaToB MeEXIy CyObeKTamu
Poccuiickoit ®@enepannn B denepanpHyro ciayk0y Mo Ham3opy B cdepe 3apaBOOXpaHEHUS B IEIIAX
OCYILECTBJIEHUS KOHTPOJII 3a ILIEJIEBbIM HCIIOJIb30BAHUEM JIEKAPCTBEHHBIX IPENapaToB, a TaKXe B
MununcrepcTBo 31paBooxpanenus Poccuiickont denepanuu.

18. B mensix obecrnieueHus OOJMBHBIX JEKAPCTBCHHBIMU TperapaTaMy B MOPSIKE, YCTAHOBICHHOM
3aKoHOJaTenbCcTBOM Poccuiickoit denepanniv, OCyIIECTBISIETCS Ha3HAYECHHE JICKAPCTBEHHBIX MpenapaToB
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1 0(hOpMIIEHHUE PELIETITOB HA JIEKAPCTBEHHBIE MPENapaThl.

19. IIpu HazHaueHUHN OOJIHHOMY JIEKAPCTBEHHBIX MPEMapaToB JICHALIHA Bpad HHPOPMUPYET €ro o
BO3MOXKHOCTH TIOJYYEHHUS UM COOTBETCTBYIOILMX JIEKAPCTBEHHBIX IpenapaToB 0e3 B3UMaHUA IJIaThl B
COOTBETCTBUU C 3aKOHOJATENBLCTBOM Poccuiickon denepanuu.

20. B mpensx AMHaAMUYECKOro HaOMIOAEHUS 3a OONBHBIM U COONIONEHUS IEPUOANYHOCTH
IIOCCIICHUS] UM  MEIULMHCKOM  OpraHM3aluy  JIeYalllUM  BpadyoOM  ONpPEAENsAeTCd  KOJIHMYECTBO
JIEKapCTBEHHOTO Ipernapara, eAMHOBPEMEHHO 0(OPMIIEHHOIO Ha PELENTYPHOM OJIaHKE B COOTBETCTBUU C
PEKOMEHI0BAaHHOM CPEIHECYTOYHOU KYPCOBOM 10301 U CPOKOM, Ha3HAYEHHBIM IS [IOCEILEHUS.

21. MeauuuHCKasi opraHu3anus NpeaocTaBiIseT OOJbHOMY WM €r0 3aKOHHOMY IPEJCTaBUTEIIIO
uHpOpMaLKo 00 OpraHU3aIMIX, PACIIONIOKEHHBIX B IPaHUIAX MYHHUIMIIATHHOTO 00pa30BaHUs IO MECTY
KHUTEIbCTBA UM MECTY NpeObIBaHUs (B CiIydae €CJId CPOK MpeObIBaHUS MPEBBILAET 6 MecALeB) 00JIBHOTO
¥ OCYIIECTBIISIOMNX OSCIIATHBIN OTITYCK JIEKAPCTBEHHBIX MPENapaToB, HA3HAYEHHBIX JICUAIIUM BPAdOM.

22. Ilocne BKJItOYEHHsI OOJIBHOIO B PErMOHANbHBIN cerMeHT PenepaabHOro perucTpa Ha3zHaueHue
U OTIIYCK €MY WJIM €T0 3aKOHHOMY IIPEACTABUTEINIO JIEKAPCTBEHHBIX IIPENAapaTOB OCYIIECTBIAETCS B CPOK,
He npeBbImarmmi 20 pabounx JHEH CO THS BKIOYCHUS.

23. Opranuzauust oOecnedeHus JIEKApCTBEHHBIMU IpenaparaMu OOJIbHBIX, MPOKUBAIOLIUX B
CTALlMOHAPHBIX OPraHU3alMIX COLMAIBHOTO OOCIIY)KMBaHUS WM OTOBIBAIOIIMX HaKa3aHHUE, CBSI3aHHOE C
JUILIEHUEM CBOOO/IbI, OCYILIECTBIISIETCS COOTBETCTBYIOLIEH OpraHu3anuei.

24. B ciyuae Bble3ia 00JIBHOTO 3a Mpeaessl Tepputopun cyobekTa Poccuiickoit ®enepanuu, B
KOTOPOM OH IIPOXHBACT, Ha TEPPUTOPHUIO Apyroro cyowekra Poccuiickoii denepanuu HAa CpOK, HE
IpeBbILIAIOIINN 6 MecsAleB, TAKOMY OOJIbHOMY OPraHOM T'OCYAApCTBEHHOM BiacTH cyObekTa Poccuiickoit
®enepanyu B cepe OXpaHbl 3J0pOBbS OpPraHU3yeTCs Ha3HAuU€HUE JIEKApCTBEHHBIX NPENapaToB Ha CPOK
npuema, paBHbBI CPOKY €ro Bble3/la 3a mpejessl Teppuropun cyowbekta Poccuiickoit denepaunu, nubo,
YUUTHIBAsi CPOKM TOAHOCTH HMMEIOIIMXCS OCTAaTKOB JIEKAPCTBEHHBIX IIPENapaTroB, 00eCHeYEeHHE TaKOro
00JIBHOTO JIEKapCTBEHHBIMHU ITperapaTaMyi Ha COOTBETCTBYIOLIHH CPOK.

CBeneHuss 0 KOJIMYECTBE HA3HAUYEHHBIX WM OTHYLIEHHBIX OOJBHOMY MM €ro 3aKOHHOMY
IIPEJICTABUTENIO0 JIEKAPCTBEHHBIX IPENapaToB BHOCATCS B PErMOHANbHBIA CerMeHT dDenepalbHOro
perucrpa.

25. B ciydae Bble3a 00JBHOTO 3a Mpeaessl Tepputopun cyobekTa Poccuiickoit ®enepanuu, B
KOTOPOM OH TMPOKHMBAET, Ha TeppuTOpuio npyroro cyobekta Poccuiickoii ®enepanuu Ha Cpok,
IPEBBIIAIOIINN 6 MecsleB, WIK B cIy4yae U3MEHEHHUS! MeCTa KHUTEIbCTBA TAKOMY OOJIbHOMY Ha3HAYaIOTCS
JIEKapCTBEHHbIE IpenapaThl HAa CPOK IpueMa He 0ojiee OAHOro Mecsia JUOO OpPraHu3yeTcss OpraHoM
rocyJIapCcTBEHHON BiacTu cyObekta Poccuiickoit @enepanuu B chepe oXpaHbl 340pOBbs oOecreyeHue
TaKOro OO0JIBHOIO JIEKaPCTBEHHBIMH MpenapaTaMu Ha CPOK IpuemMa He 6oJiee 0JJHOro Mecsa.

CBenieHHs 0 TaKOM OOJIBHOM MOAJIEXKAT UCKITIOUEHUIO U3 PErHOHaNbHOTO cermeHTa deepanbHOro
peructpa cyonbekra Poccuiickoit @enepanuu, ¢ TeppUTOPUN KOTOPOTo Bble3kaeT O0IbHOM, U nepenaye (B
TOM 4YHCJI€ C HCIOJb30BaHUEM  HH(OPMAIIMOHHO-KOMMYHHKAIIMOHHBIX  TEXHOJOTHMH)  OpraHy
rocyapcTBeHHOU BinacTu cyobekTa Poccuiickoit denepannu B cepe oXpaHbl 310pOBbs, HA TEPPUTOPUIO
KOTOPOTO Bbexasl OOJIbHOM, JJIsl BKIIOYEHHS] B PETHOHAIBHBIA cerMeHT DenepajabHOro perucrpa 3Toro
cyonsekTa Poccuiickoit denepanun.

Jlatoil BK/IIOUEHHsS] CBEICHHMH O OOJILHOM B PETrMOHAIBbHBIN cerMeHT DenepanibHOTO perucrpa
cyobekTtom Poccuiickoit ®enepanviv, Ha TEPPUTOPUIO KOTOPOTO BheXajdl OONBHOM, SBIAETCS JCHB,
CIIEYIOLINHN 32 JHEM UCKIIFOYEHHS CBEJIECHUN O HEM U3 PETMOHAIBLHOIO cerMeHTa denepanbHOro perucrpa
cyowsexTom Poccuiickoit denepaiuu, ¢ TEppUTOPUN KOTOPOTO BbleXai 00JIbHOI.

26. Opran rocymapcTBeHHOW BiacTu cyObekra Poccuiickoit ®enepanuu B cdepe oxpaHbl
3/I0pOBbs, C TEPPUTOPUU KOTOPOTO BbieXayn OOJIbHOHM, MpEeACTaBiseT (B TOM YHUCIE C HCIOJIb30BaHUEM
UH(POPMALIMOHHO-KOMMYHUKAIIMOHHBIX TEXHOJIOTHI) IO 3alpocy oOpraHa TOCYIapCTBEHHOH BIacTH
cyonrekta Poccuiickoit denepanuu B cdepe oxpaHbl 3740pPOBbs, Ha TEPPUTOPUIO KOTOPOTO BbEXall
OO0JIbHOM, CBEIEHUS O KOJUYECTBE HA3HAYECHHBIX MU (PAKTUUYECKH MPETOCTABICHHBIX OOJBHOMY HIIH €ro
3aKOHHOMY IIPEACTABUTENI0 JICKAPCTBEHHBIX IPENApaTOB B COOTBETCTBUU C IIYHKTOM 25 HACTOSLIMX
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[TpaBuit.

Wndopmarus 06 H3MEHEHHSX:

Haumenosanue uzmeneno c 7 anpensa 2020 2. - [locmanosnenue Ilpasumenvcmea Poccuu om 27 mapma
2020 2. N 344

Cm. npeovloywyio peoakyuio
YTBEPX/IEHbBI
nocraHosieHreM [lpaBuTesbcTBA
Poccuiickoi ®enepauuu
oT 26 HosiOps 2018 r. N 1416

IIpaBuia
BeleHust @egepaabHOro perucTpa Jun, 00JbHBIX reMopuIneil, MyKOBHCIHI030M, THIIO(H3APHBIM
HAHU3MOM, 00J1e3HbI0 ['0111e, 3JI0KaYeCTBEeHHBIMU HOBOOOPa30BaAaHUSIMH JIUM(OUTHOI,
KPOBETBOPHOH M POACTBEHHBIX UM TKaHEH, pacCesiHHbIM CKJIEPO30M, FéMOJTUTHKO-YPEMHUYECKUM
CHMH/IPOMOM, FOHOIIECKHUM APTPUTOM € CHCTEMHBIM HaYaJI0M, MyKkonojucaxapuao3om L, IT u VI
THIIOB, AIIACTUYECKOM aHeMH el HeYyTOYHEHHOM, HaCIeACTBEHHBIM AepuunuToM (paxropos 11
(¢pudpunorena), VII (1admiabnoro), X (Crroapra - Ilpayspa), 1ui nocjie TpaHCIIAHTAIIMU OPTraHOB
U (MJIM) TKaHel

C u3MeHeHHSIMH H TONOJTHEHUSAMH OT:

27 mapta 2020 r., 26 utons 2021 r., 15 depans 2023 r.

Undopmarius 06 n3MEHEHHSX:

Ilynkm 1 uzmenen c 7 anpens 2020 2. - [locmanoenenue Ilpasumenscmea Poccuu om 27 mapma 2020 2.

N 344

CMm. npedvloywyro pedaKyuio

1. Hactosmuue [IpaBuna yctaHaBIMBarOT MOPsA0K BeneHus denepanbHOro perucrpa Jull, 00JIbHBIX
reMopuiInel, MYKOBUCIIUI030M, TUMO(GU3APHBIM HaHU3MOM, OoJe3Hbpio ['ome, 37M0KaYeCTBEHHBIMU
HOBOOOpa30BaHUSAMHU JTUM(OUTHON, KPOBETBOPHOU U POACTBEHHBIX UM TKaHEH, pacCesTHHBIM CKIIEPO30M,
FEMOJIUTUKO-YPEMUYECKUM  CHHIPOMOM,  IOHOIIECKUM  apTPUTOM C  CHCTEMHBIM  HaydajioM,
Mykonosmcaxapuzno3om I, II m VI Tunos, ammactuyeckoil aHeMHel HEYTOUYHEHHOM, HACIJIEICTBEHHBIM
nepunutoMm ¢akropos Il (pubpunorena), VII (mabmnbnoro), X (Crroapra - Ilpayspa), aui mnocne
TpaHCIUIAaHTAIIMKM OPTaHOB U (WJIM) TKaHEH (Jaiee COOTBETCTBEHHO - O0nbHbIE, DefepaabHbId PETUCTD).

2. Begenune ®enepanbHOTO PETUCTPa OCYIIECTBISETCS B CISAYIOMIMX HEIX:

Wndopmarys 06 n3MEeHEHUAX:

", rn

Ioonynkm "a" usmenen ¢ 25 ¢espans 2023 . - I[locmanosnenue Ilpasumenvcmea Poccuu om 15
gespans 2023 2. N 229

Hszmenenus pacnpocmparnsaiomes Ha npagoomuoutenus, eosnuxuue ¢ 1 aneapsa 2023 2.

CMm. npedvloywyro pedaKyuio

a) obecreyeHne JTeKapCTBEHHBIMH TMpenapaTaMu AJisi MEIUIIMHCKOTO MPUMEHEHHS, BKIIFOUEHHBIMH
B yTBepxkJeHHbIM IIpaButensctBom Poccuiickoit ®denepanuu nepedeHb JEKAPCTBEHHBIX IPENapaTos,
c(OpPMHUPOBAHHBII B YCTAaHOBJICHHOM MM TMOpsAKe (qajnee - JIGKApCTBEHHBIE Mpemnaparhbi), OOJIBHBIX B
BO3pacte OT 18 jer u crapiue 3a cyeT OOKETHBIX aCCUTHOBAHUM, MPEAYCMOTPEHHBIX B (efepaibHOM
Oromxere MUHUCTEPCTBY 31paBooxpaHeHust Poccuiickoit deneparuy Ha yka3aHHBIC 11eH, a OOJIHBIX B
Bozpacte 10 18 ser - 3a cuer OMOKETHBIX AaCCUTHOBaHW, MNPEeAyCMOTPEHHBIX MUHHCTEPCTBY
3apaBooxpaneHuss  Poccuiickoit  @enepauuu  gna DoHma  NOANEPKKU  JAETEH € TSKEIBIMU
KU3HEYTPOXKAIOIMUMH W XPOHMYECKUMHU 3a00JieBaHMs, B TOM 4YHCJIE€ peIkuMu (opdaHHBIMH)
3aboneBanusmu, "Kpyr goOpa". DBroomkeTHble AaCCUTHOBAaHUS IEPEUUCISIIOTCS MUHUCTEPCTBOM
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snpaBooxpaneHus Poccuiickoit ®denepanuu (denepanbHOMYy Ka3eHHOMY yupexiaeHuro '"denepanbHbIid
HEHTp IUIAHUPOBAaHMA W OpPraHM3alUdU JIEKAPCTBEHHOro obecrieueHus: rpaxaan" MuHHCTEpCTBA
3npaBooxpaHeHus Poccuiickoit ®enepanuu (manee - DeaepaldbHbId IIEHTP) ISl OpPraHM3alldd |
IIPOBEJCHUS 3aKYIIOK JIEKAPCTBEHHBIX IPENApaTOB;

0) MOHUTOPHUHT JBUKEHUS U yueTa OOJIbHBIX HA OCHOBAHMM CBEJICHUH, MPEACTABISIEMBIX OpraHaMU
roCyJIapCTBEHHOH BiacTH cyOBekToB Poccuiickoii @eneparun B chepe 0XpaHbl 310POBbS;

B) 3¢ (dexkTuBHOE MIIAaHUPOBAHWE M PacxoJoBaHHe (UHAHCOBBIX CPEICTB, HANPABISEMBIX Ha
3aKyIKy HEOOXOIMMBIX JIEKAPCTBEHHBIX MpEnapaToB s oOecrneyeHHs HMH OONBHBIX IO MECTY
JKUTEJIbCTBA WM MECTY MpeObIBaHUS (B CIy4yae eclid CpOK MpeObIBaHUS MPEBbIIIAET 6 MECSIIEB).

Wndopmarius 06 n3MEHEHHSX:

Ilynkm 3 uzmenen ¢ 25 ¢pespana 2023 e. - Ilocmarnosnenue Ilpasumenvcmea Poccuu om 15 ¢hespans

2023 2. N 229
H3zmenenus pacnpocmpansiomces Ha npagoomuowenus, osnuxuiue ¢ 1 aneapsa 2023 e.

CMm. npedvloywyro pedaKyuio

3. ®@enepanbHBId perucTp SABISCTCS (GeaepatbHON WH(OOPMANMOHHONW CHUCTEMOM, COCTOSIICH W3
pPErHOHANIBHBIX CErMEHTOB, KOTOPbIE Pa3/IEaIOTCsS Ha MOJCETMEHT, COAepKaIlui CBEJCHHUS O OOJIbHBIX B
BO3pacte 110 18 jeT, U MoACEerMeHT, CoAepKalluil cBeleHUs: 0 OOIBHBIX B Bo3pacTe OT 18 neT u crapuie, u
coJiepaKallei CBEACHU, IIPEyCMOTPEHHbIE ITyHKTOM 9 HacTtosmux IIpaBui.

MunucrepcTBO 3apaBooxpaHeHust Poccuiickoii @enepannu sBIAsSETCS ONEPATOPOM ITOM CUCTEMBI U
obecrieunBaet ee OecriepeboiiHoe QYHKIIMOHUPOBAHUE.

MunucrepcTBo 31paBooxpaneHus: Poccuiickoit @enepannu odecneunBaer dOenepanrbHOMY LEHTPY
u QoHAY MOAJEPHKKH JETEH C TAKEIBIMHU KUZHEYTPOKAIOIIMMHU U XPOHUYECKUMHU 3a00JIEBaHUSIMHU, B TOM
ymcne penkumu (opdanueiMu) 3aboneBanusmu, "Kpyr nodpa" goctyn k undopmamuu, coaepxamieiics B
®denepaabHOM PETUCTPE.

4. Opranbl rocygapcTBeHHOH BiacTu cyObekToB Poccuiickoit ®denepanuu B chepe OXpaHb
37I0POBBsI O00ECIIEUMBAIOT BHECEHHE CBEACHHI O OOJBHBIX B PETHOHAIBHBIA cerMeHT denepaibHOTro
perucrpa B CpoK, HE MpEeBbIMIAOIUN 5 pabouux AHEH co JHs oOpalieHus: OOJIBHOTO C YCTaHOBJIEHHBIM
JMarHO30M B MEIUIIMHCKYIO0 OPTaHU3alMIO 110 MECTY €ro >KUTEIbCTBA MM MECTy NpeObIBaHUA (B cllydae
€CIIM CPOK NMpeObIBaHUs IPEBBIIIAET 6 MECSIIEB).

Bxirouenne B peruoHanbHbBIA cerMeHT @enepaJbHOTO pPETUCTpa CBEJIEHUHM O OOJBHBIX
OCYILECTBIISICTCSI MEIUIIMHCKOM oOpraHu3anueil Mo MecTy UX XKUTEIbCTBA WIIM MecTy INpeObIBaHMs (B
CIy4yae €Clii CPOK TpeObIBaHUsI MPEBHIIIACT 6 MeCsIeB) HA OCHOBAHUH MEIUIIMHCKUX JTOKYMEHTOB (MX
KOMWI) MM BBIMIMCKM U3 HHUX, OTPAXKAIOUIMX CBEJCHHMS OO0 YCTaHOBJIEHHOM JMarHo3e M BblOOpe
MEPONPUITUI 10 JICUEHUIO NManueHTa. BxiroueHne cBeeHHl O OOJBHBIX C T€MOJIUTUKO-YPEMUUYECKUM
CHUHAPOMOM, IOHOUIECKUM apTPUTOM C CHUCTEMHBIM HadajaoM M MykomnonucaxapuaosoMm I, II u VI tunos
OCYIIECTBIISIETCS. HAa OCHOBAaHMM MEIULMHCKUX JIOKYMEHTOB WM HMX KONUM M BBIMUCKU U3 HUX,
OTpaKaIOIIUX CBEACHUS 00 yCTAaHOBJICHHOM JMarHo3e M BbIOOpE MEPONpPHUSATHI MO JICYCHUIO MalUeHTa,
MOJTyYEHHBIX OT (hefiepaaIbHON MEAUIIMHCKONW OpraHU3alliHy.

5. PerynupoBaHue OTHOILIEHUH, CBSI3aHHBIX ¢ BeZeHHeM PenepanbHOro perucTpa, OCyuiecTBIsAETCS
B COOTBETCTBUHM C 3aKkoHOjaTenbcTBOM Poccuiickoit @enepanuu 00 uHQOpManuy, WHOOPMALMOHHBIX
TEXHOJIOTUSIX U O 3aIIUTe HUH(OPMAIUH.

Wudopmanust 00 n3MEHEHUSX:

Ilynkm 6 uzmenen ¢ 25 gpespana 2023 2. - Ilocmanosnenue Ilpasumenvscmea Poccuu om 15 ¢hespans
2023 2. N 229

H3zmenenus pacnpocmpansiomes na npasoomuouwenusi, osnukwue ¢ 1 aneaps 2023 e.

CMm. npedvioyuyro pedaKyuio
6. MunucrepctBo 31paBooxpaHeHusi Poccuiickoit ®Denepanuu, DenepanbHbiii 1eHTp, DoHn
HOJICP)KKH JIeTel C TSHKETBIMHU JKU3HEYTPOXKAIOUIMMH M XPOHUYECKUMH 3a00JIeBaHUSIMU, B TOM YHUCIIE
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penkumu (opdanabsiMu) 3a0o0seBanusIMHU, "Kpyr mobpa" u opraHbl rocyJapCTBEHHON BJIACTH CyOBEKTOB
Poccuiickoit @eneparuu B chepe oXpaHbl 30pOBbs 00ECHEUMBAIOT KOH(DHICHIIMAIBHOCTh CBEIICHUH,
cogepxanuxcs B deaepaibHOM PErUCTpe, a TaKkKe XPAHEHUE U 3aIUTY TAKUX CBEAECHUH B COOTBETCTBUU
¢ @enepanbupiM 3aKk0HOM "O MEPCOHANbHBIX TaHHBIX".

7. Pasmemienne uHpopmauuu B DenepalbHOM PErMCTpPEe OCYILECTBIIAETCS € IPUMEHEHHEM
YCUJICHHOH KBaJTU(HUIIMPOBAHHON AJIEKTPOHHOM MOAMUCH B COOTBETCTBUU ¢ DejiepanbHbiM 3akoHOM "O0
3JIEKTPOHHOM MOJMHUCH".

8. denepanbHblil PETUCTP BEAETCS B JIEKTPOHHOM BHJIE C MPUMEHEHHUEM aBTOMAaTU3UPOBAHHOMN
CHCTEMBl ITyTEM BHECEHMsI PErMCTPOBOM 3allUCH C IMPUCBOCHHEM YHMKAJIbHOI'O HOMEpAa PErucTpOBOM
3alMCH U YKa3aHUEM J1aThl €€ BHECEHUS.

[Tpu BHeceHMM U3MEHEHUH B CBEJCHUS O OOJBLHOM JOJKHBI ObITh COXpaHEHbl YHUKAIbHBIM HOMED
pETUCTPOBOM 3aITUCH U UCTOPHSI BHECEHUS N3MEHEHUM.

9. denepalibHBINA PETUCTP CONEPHKUT CIETYIOLIUE CBEACHUS:

a) CTPaxoBOW HOMEP WHAMBHIYaJIbHOTO JMIIEBOTO cyYeTa OOJBHOTO B CHCTEME O00s3aTeIbHOTO
IEHCUOHHOTO CTPAaxOBaHUs (IIPU HAINYHUHN);

0) dbammusi, UMs1, OTIECTBO OOJIBHOTO, a TAKXKE (PaMUIIHSL, JaHHAS TIPU POXKICHUH;

B) JaTa pOXKICHHs O0IBHOTO;

I) 110J1 OOJIBHOTO;

1) aJipec MecTa KUTEJIbCTBA WM MECTa IIPpeObIBaHUS (B CIIydae €cii CPOK NMPeObIBaHUS IPEBbILIAET
6 wMmecsueB) OonpHOro (C ykazanuem koaa mo OOmiepoccuiickoMy Kiaccu(ukatopy OOBEKTOB
a/IMUHUCTPATUBHO-TEPPUTOPUATIBHOTO JICJIEHUS);

€) cepuss MU HOMEp Hacnopra (CBUJETEIbCTBA O POXKIACHUM) WM YIOCTOBEPEHHUS JUYHOCTH
00JIBHOTO, a TAK)KE J1aTa BbIIaYM YKa3aHHBIX JOKYMEHTOB;

XK) cepusi W HOMEp TMoJHca O0sM3aTeNbHOr0 MEIMIMHCKOTO CTpaxoBaHHsA OOJNILHOTO H
HAauMEHOBAHME BBIIABIIEH €r0 CTPAXOBOM MEIUIIMHCKON OpPraHU3allnY;

3) uHpopMmanus 00 HHBAIMIHOCTU (B Cllydae YCTaHOBJIEHUS TPYNIbl HHBAIUIHOCTU WU
KaTeropuu "peGeHoK-uHBamUA");

M) nuarHo3 3a0oseBaHus (COCTOSHUA), BKJIOYAs €ro Koja mo MexayHapoJHON CTaTHMCTUYECKOM
knaccupukanuy 0one3Hell u mpobiieM, CBA3aHHBIX CO 37I0POBbEM, a TakXke JaTa OCMOTpa OOJILHOTO U
JTaHHbIE O TUHAMHUKE COCTOSIHUS;

K) MH(pOpMaIMs O MEIUIMHCKOW OpraHu3aluu (HauMEHOBaHHME, OCHOBHOW TOCYAAapCTBEHHBIN
perucTpaioHHblii HoMep, koA no OOuiepoccuiickoMy KiacCu(UKaTOpy MPEANpUATHI U OpraHu3anuil),
BbIJIaBIIIEH HaNpaBJiIeHUE HA BKIIOUEHUE CBeIeHUI 0 00JbHBIX B DenepaibHblil perucTp (HampaBieHue Ha
BHECEHHE M3MEHEHUH B CBEJEHMs, cojepkamiiecs B dDenepaqbHOM pErucTpe (Jajnee - HampaBlieHUE), a
TaKXKe H3BELIeHHEe OO0 MCKIIOYeHHH CcBelleHHil o OonbHBIX n3 PenepanbHOro perucrpa (namee -
W3BEIICHUE);

J) Aata BKJIIOYEHUS CBEJCHUH O OOJBHOM M JaTa BHECEHHS] U3MEHEHHH B CBEIEHUS O OOJBHOM B
®denepanbHbIA PETUCTD;

M) nH(pOpMaIMs 0 Ha3HAYEHUH JIEKaPCTBEHHBIX MIPENapaTos;

H) uHopMmanusi 00 OTHyCKe JIeKapCTBEHHBIX IIpernapaToB (Jara Hayajna oOecredeHus
JIeKapCTBEHHBIMHU IpernapaTtaMu U (aKTHUYECKUH OTIYCK JIEKApCTBEHHBIX MPENapaToB);

0) JaTa TNPUHATUS peleHuss o0 OKOHYAaHUU OOecreueHus JIeKapCTBEHHBIMHU IIpernaparamu ¢
yKa3aHHEM IIPUUMHBI (BbIE3] 3a npenensl Poccuiickoit denepaniny Ha NOCTOSTHHOE MECTO JKUTENBCTBA WU
MecTO TpeObiBaHUs (B Cllydae €CIM CpPOK MpeOBIBaHHUS TPEBBIMIAET 6 MECAIEeB), CMEpPTh OOJIBHOTO,
OTCYTCTBHUE MOKa3aHUH K JajbHEWIIeMy MpUEMY JIEKApCTBEHHOTO Iperapara) U O reperaye CBEICHH B
apxuB DenepanbHOro perucrpa;

n) uHpOpMaLus O BKIIOUEHHH OonbHOTO B DefepasibHBIi PErucTp JML, WUMEIOMIMX IpaBO Ha
MOJlyYeHHUE TOCYJapCTBEHHOM COIMANbHOM MMOMOLIM, W HMHBIE PErucTphbl, MPETyCMOTPEHHBIE
3akoHoJaTeNnbCTBOM Poccuiickoit deneparnuu, B 1ensx oOecreyeHus JIGKapCTBEHHBIMHU IIperapaTtaMi 3a
cyeT 010/ KeTOB O10/KETHOM crcTembl Poccuiickoit deneparuu;
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P) YHUKaJIbHBI HOMEP PErucTPOBOM 3aIUCH;
C) BBIIUCKA U3 MEIMUIMHCKON JOKyMEHTAluu OOJIbHOTO, COJEpIKalllas CBEACHUS O HAa3HAUYCHUU U
MCIIOJIb30BaHUU JIEKAPCTBEHHBIX PENapaToB;

Wndopmarius 06 n3MEHEHHSX:

Ilynkm 9 oonoanen noonynkmom "m" ¢ 25 pespansn 2023 2. - [locmanosnenue Ilpasumenvcmea Poccuu
om 15 ¢ghespans 2023 2. N 229

Hszmenenus pacnpocmpansiomes Ha npagoomuoutenus, eosnuxuue ¢ 1 aneaps 2023 2.

T) UCTOYHMK (PMHAHCHPOBAHUS IPUOOPETEHHS JIEKapCTBEHHBIX IPEenapaToB.

10. B ciydae ycraHOBJeHHs auarHo3a 3a0ojieBaHHs (COCTOSIHHA), YKa3aHHOTO B IyHKTE |
Hactoamux [IpaBus, uim U3MEHEHUsI CBEJECHUM, YKa3aHHBIX B moanmyHkTax "a" - "x" nyHkra 9 HacTOAIMX
[IpaBun, MeTUIIMHCKHE OpraHU3aIlH, B KOTOPBIX O0JIbHBIE HAXOATCA MO MEIUIIMHCKUM HaOII0ICHUEM,
B CPOK, HE MpeBbIIALINN 3 pabouux AHeH co AHA oOpalieHust 00JbHOIO C YCTAaHOBJIEHHBIM JJMarHO30M B
MEJAMLIMHCKYIO OpraHU3alMi0 110 MECTy JKUTEJIbCTBA WJIM MECTy NpeOblBaHUs (B CIy4yae €CIM CPOK
npeObIBaHUS MPEBBIIAET 6 MECSLEB), MPEACTABISIOT B IEKTPOHHOM BUJE WM HAa OyMa)KHOM HOCHUTele
HaNpaBJICHUS U U3BEIICHUS B OPraH roCyIapCTBEHHOH BiacTH cyobekta Poccuiickoit @enepanuu B cdepe
OXpaHbl 3/10pOBbsl IO (OpME U B MOPAJKE, KOTOPbIE yTBEpXkJAeHbl MUHHCTEPCTBOM 3pPAaBOOXPAHEHUs
Poccuiickoit @enepanuu.

11. [JIns 3anonHeHMsl pernoHAJIBHOTO cermeHTa PenepanbHOrO pPEruCTpa OpraHU3alUH,
OCYIIECTBIISIOIIME OTIYCK JIEKAPCTBEHHBIX IIPENapaToB, HA3HAYEHHBIX JIEYalllUM BPauyoOM B COOTBETCTBUU
C IPEeIyCMOTPEHHBIM 1OANMYHKTOM "a" nmyHkTa 2 HacTosmumx I[IpaBun nepeuneM, 10 5-ro yncia Kaxiaoro
Mecsla NPEeACTaBIAIOT B OpraHbl rocyAapcTBEHHOM BiacTH cyObekToB Poccuiickoit denepanuu B chepe
OXpaHbl 3[J0POBbs B 3JEKTPOHHOM BHJE WIM Ha OyMa)XHOM HOCHUTENE CBEICHUS OO0 OTIYIIEHHBIX 32
IPEIECTBYIOLIUI MECSIL] JIEKAPCTBEHHBIX Npenaparax.

12. B caywyae ecnu cBeAcHMs, NpEeAyCMOTpeHHble mnoamyHkramu "a", "x" wm "n" mynkra 9
HacTosAumx I[lpaBun, He mpencTaBieHbl B OpPraHbl I'OCYJapCTBEHHOW BiAacTH cyObekToB Poccuiickoii
®denepanun B chepe OXpaHbl 37J0pOBbs, YKa3aHHbIE OpPraHbl BJACTH CaMOCTOATENBHO 3alpalllMBalOT 3TH
CBEZICHMSI B TOCYAapCTBEHHBIX BHEOIOIKETHBIX (POHIAX.

Cenenus o OOJNbHOM (HAmpaBJECHHUs, W3BELIEHMS), MNpPEJCTaBIseMble B 3JEKTPOHHOM BUJE,
MOJJIEXKAT 3aBEPEHUI0 SJIEKTPOHHOM IOJITMCHIO0 JTOJKHOCTHOTO JIMIIA OpraHa rocyAapCTBEHHOW BIIACTH
cyobekra Poccuiickoii ®@eneparyu B chepe 0XpaHbl 310pOBbSL.

13. B ciydae Brie3sia 6071bHOTO 3a npesensl Tepputopun Poccuiickoit deneparuy Ha MOCTOSIHHOE
MECTO XKHUTEIbCTBA MJIM MECTO MpeObIBaHMA (B ClIydae €ciM CpOK NMpeObIBaHUs MpeBbIIIaeT 6 MecsleB), a
TaK)Ke B Cllydae CMEpTH OOJIBHOTO CBEJIEHUS O HEM MOJIEKAT ApXUBUPOBAHUIO.

YTBEPXKX/JIEHbI
nocranoBieHueM IlpaBurenbcTBa
Poccuiickoii Penepannu

oT 26 Hos10ps1 2018 1. N 1416

Ilepeyenn
yrpatuBuux cuiy akroB IIpaBsurenncrBa Poccuiickoit @enepannu

1. IMocranosnenue IlpaButensctBa Poccuiickoit ®eneparuu ot 26 nexkadbps 2011 1. N 1155 "O
3aKyMKaX JIGKAPCTBEHHBIX MPEMapaToB, MpeJHa3HAYCHHBIX NI 00ecredeH s JInil, OOJbHBIX TeMO(IINeH,
MYKOBHCIIHI030M, TUITOQHU3apHBIM HAaHU3MOM, OoJie3HbI0 ['o11e, 310Ka4ecTBEHHBIMI HOBOOOpa30BaHUSIMU
TUMGOUIHON, KpPOBETBOPHOW M POJCTBEHHBIX MM TKaHEHW, pacCeSTHHBIM CKJIEpO30M, IHI[ TOCie
TpaHCIUIaHTaIu opraHoB U (unun) Tkanei" (CoOpanue 3akoHomarenscTBa Poccuiickoit denepanun, 2012,
N 1, ct. 186).

2. Ilocranosnenne IlpaBurensctBa Poccuiickoit ®enepanuu ot 26 ampens 2012 r. N 404 "O6
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yrBepxkaenun [IpaBun Benenus deaepaibHOro perucTpa Jiuil, 60IbHBIX reModuinueii, MyKOBUCIUI030M,
runou3apHbIM HAaHU3MOM, OoJe3Hbio l'ole, 3710Ka4ecCTBEHHBIMH HOBOOOPA30BaHMAMHU JHUMQOUTHOM,
KPOBETBOPHOW U POJICTBEHHBIX UM TKaHEH, pacCesTHHBIM CKIIEPO30M, JIMII [TOCJIe TPAHCIIJIAHTAIIUA OPTaHOB
u (umm) Tkanei" (CoOpanue 3akoHomarenscTBa Poccuiickoit denepanuu, 2012, N 19, ct. 2429).

3. Ilyuxter 176 m 190 u3MeHeHUW, KOTOpbhlie BHOCATCA B akThl IIpaBurtenbctBa Poccuiickoi
@enepanuy 0 BoOIpocaM JeATenbHOCTH MunucrepcrBa 3apaBooxpaHenus Poccuiickoit ®enepanuy,
YTBEPKICHHBIX TTocTaHoBieHueM [IpaButenbcrBa Poccuiickoit deaepannn ot 4 centsiops 2012 r. N 882
"O BHeceHMM H3MEHEHMH B HeKoTopble akThl IIpaButenbcTBa Poccuiickoit denepaunu nmo Bompocam
JesTeIbHOCTH MuHHCcTepeTBa 3apaBooxpaneHust Poccuiickoit @eneparun” (CobpaHue 3aKOHOIATEIHCTBA
Poccuiickoit denepanuu, 2012, N 37, ct. 5002).

4. Ilocranosnenue IlpaButenbctBa Poccuiickoit @epepamuu ot 24 ampens 2015 r. N 389 "O
BHECEHMH M3MEHeHU B nocraHoBieHue IIpaBurtenscTBa Poccuiickoit @eaepanuu ot 26 nekadbps 2011 r.
N 1155" (Cobpanue 3akonogarenscTBa Poccuiickoit @enepanuun, 2015, N 18, ct. 2709).

5. Tlocranosnenne IlpaBurensctBa Poccuiickoit @enepanun ot 9 ampens 2016 . N 288 "O
BHeceHMH wu3MeHeHuil B [lpaBuna Begenuss degepanbHOro pErucTpa Juil, OONBHBIX TremModuiue,
MYKOBHCIIHI030M, TUTIO(PH3aPHBIM HAaHU3MOM, 00JIe3HBIO [ o11Ie, 37T0Ka4eCTBEHHBIMH HOBOOOPAa30BAHUSIMH
TUMGOUIHOM, KpPOBETBOPHOM M POJCTBEHHBIX MM TKaHEH, pacCestHHbIM CKJIEPO30M, JIHI[ IOCIe
TpaHCIUIaHTaIu opraHoB U (unu) Tkane" (CoOpanue 3akoHonarenscTBa Poccuiickoit denepanuu, 2016,
N 16, ct. 2225).

6. Ilocranosnenne IlpaBurenbctBa Poccuiickoit @eneparmu ot 11 aBrycra 2016 . N 784 "O
BHECCHHMH M3MEHEHUH B roctaHoBieHue IIpaButennscTBa Poccuiickori deaepanun ot 26 aexadps 2011 r.
N 1155" (Cobpanme 3akoHoaarenscTBa Poccuiickoit @enepammn, 2016, N 34, cr. 5242).

7. Tlocranonenue IlpaBurensctBa Poccuiickoit ®enepauun ot 17 ampens 2017 r. N 457 "O
BHeCeHMH W3MeHeHu# B [lonoxkeHue o 3aKyInkax JICKapCTBEHHBIX MPENapaToB, MPEIHA3HAUYEHHBIX IS
obOecrieueHus JHI, OONBHBIX TeMOMUIUEH, MYKOBHUCIUAO30M, THUMO(PU3APHBIM HAHU3MOM, OOJIE3HBIO
l'ome, 3m0kauecTBEHHBIMH HOBOOOPA30BAHUAMU JUMGOHUIHON, KPOBETBOPHONM U POJCTBEHHBIX MM
TKaHEW, PacCesHHBIM CKJIEPO30M, JIMII IOCJe TpaHCIIaHTauuu opraHoB u (wnm) TKaHeil" (CoOpanue
3akoHoaarenbeTBa Poccniickoit deneparuu, 2017, N 17, ct. 2577).
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