IMocranosnenue IlpaBurenscrBa PO ot 26 HOs0ps 2018 1. N 1416 "O nopsiaxe opranusanun ooecredeHus

IHocranoBiienue IIpaBureabcrBa P® ot 26 Hosi0ps 2018 r. N 1416 'O nopsiake opranusanuu
o0ecrneyeHus! JIEKAPCTBEHHBIMHM IIPenapaTaMu JHML, 00JIbHbIX reMoguineil, MyKOBHCIHI030M,
THNo(pU3apHbIM HAHU3MOM, 00JIe3HbI0 ['o1Ie, 3710KaYeCTBEHHBIMH HOBOOOPA30BAHUSIMH
JUM(pOoNIHON, KPOBETBOPHOI U POACTBEHHBIX UM TKAHeH, paccesiHHbIM CKJIEPO30M,
reMOJIMTHKO-YPEMHUYECKMM CHHAPOMOM, HOHOLLIECKUM APTPUTOM € CHCTEMHBIM HA4aJI0M,
mykonoaucaxapuao3om L, IT u VI Tunos, U nocjie TpaHCIJIAHTAMM OPTraHOB M (WJIH) TKaHeM, a
TaK’Ke 0 IPU3HAHUM YTPATHBIIMMHU CHJIY HeKOTOPBIX akTOB IIpaBurtenscrBa Poccuiickoi
®enepanun' (¢ IBMEHEHUSMHU M JOTOJTHEHUSIMU)

HNudopmanus 06 namenennsx: Haumenosanue usmeneno c¢ 7 anpens 20202 - I[locmanoénenue
lIpasumenvcmea Poccuu om 27 mapma 2020 2. N 344
Cm. npedvloywyio peoaxkyuro

ITocTranosisienne IlpaBurenscrea P® ot 26 HosiOpst 2018 r. N 1416
"O nopsiAke OpraHu3anuu odecrnevYeHusi JJeKapCTBEHHbIMHU NpenapaTaMu JIML, 00JbHBIX
remo(duineii, MyKoOBHCIHI030M, THIIOQU3APHBIM HAHU3MOM, 00/1e3HBI0 I'o111e, 3710KaYeCTBEHHBIMHU
HOB0OOpPa30BaAHMAMM JUM(OUTHON, KPOBETBOPHOI M POJACTBEHHBIX HM TKAHEH, paccesHHbIM
CKJIEPO30M, FéMOJIMTHKO-YPEMHYECKUM CHHAPOMOM, IOHOLIECKUM APTPUTOM C CHCTEMHBIM

Ha4vajaoM, mykonosucaxapuaodom I, I u VI tunos, anacruyeckoit anemue HeyTOYHEHHOM,
HacJeAcTBeHHBbIM JepunutoM ¢pakropos Il (pudbpunorena), VII (;1adnasnoro), X (Ctroapra -

IIpayspa), 1un mocJie TPAHCIJIAHTAIIMM OPTraHOB M (MJIM) TKaHeil, a TAK/Ke 0 NPU3HAHUHI

YTPATHBIIMMH CHJIYy HeKOTOPbIX akToB IIpaBurtesnncrBa Poccniickoii Penepanuu'

C u3MeHeHHusIMA 1 JAOIMOJTHCHUAMM OT:

C u3MeHeHHsSIMH U JAOMOJTHCHUSAMH OT:

27 mapta 2020 r., 26 uronst 2021 r., 15 perpans 2023 T.

I'APAHT: Hacrosmiee nocraHoBieHHe BeTynaer B cuiny ¢ 1 ssHBapst 2019 r., 3a uCKIIOUEHUEM ITyHKTa
2, KOTOPBIH BeTynaeT B cuity ¢ 27 HosOps 2018 r.

B coorBerctBuM ¢ myHkTOM 21 yactu 2 cratbu 14 u yactamu 7 - 9 ctatbu 44 DenepanbHOTO
3akoHa "O0 O0CHOBax OXpaHbI 3I0POBKs rpaxkaad B Poccuiickoit @eneparnuu" [IpaButensctBo Poccuiickoit
denepanny NOCTAaHOBIISECT:

WNudopmanus 06 usmenenusx: [lynkm 1 usmenen c¢ 7 anpers 20202 - Ilocmanosénenue
lIpasumenvcmea Poccuu om 27 mapma 2020 2. N 344
Cm. npedvloywyio peoaxkyuro

1. YTBepauTh npuiaracMbie:

[TpaBuiia opranuzanuu o0ecrieueHus JIEKapCTBEHHBIMU NpenapaTaMu JIHil, O0JIbHBIX reModuInei,
MYKOBHCIIMI030M, TUIIO(U3apHBIM HAaHU3MOM, 0oJie3HbI0 [ o111e, 3710KaueCTBEHHBIMH HOBOOOPa30BaHUSIMU
TuM(OUTHON,  KPOBETBOPHOW HW  POACTBEHHBIX MM  TKaHEW,  PpacCeIHHBIM  CKJIEPO30M,
FEeMOJUTHKO-YPEMUYECKUM  CHHAPOMOM,  IOHOUIECKUM  apTPUTOM €  CHCTEMHBIM  HAydajoM,
Mykonogucaxapuno3om I, II u VI Tumnos, amnactuyeckoil aHeMHeil HEYTOYHEHHOM, HACIEICTBEHHBIM
nedummrom dakropoB Il (pubpunorena), VII (mabunmpnoro), X (Crroapra - Ilpayspa), nui mocie
TpaHCIUTAaHTAI[MN OPTaHOB U (WJIM) TKaHEH;

[IpaBuna Benenus PenepalibHOTO perucTpa UL, OOJNBHBIX TeMO(UINe, MYKOBHUCIIHIO30M,
runou3apHbIM HAaHU3MOM, OoJie3HbI0 ['olle, 37I0Ka4eCTBEHHBIMH HOBOOOpA30BaHHUAMHU JHUM(OUTHOM,
KPOBETBOPHOW U POJICTBEHHBIX MM TKaHEH, pAaCCESIHHBIM CKIJIEPO30M, TI'E€MOJUTHKO-YPEMUYECKUM
CHHJIPOMOM, IOHOIIECKHM apTPUTOM C CHUCTEMHBIM Hayajaom, mykomnonucaxapuao3zoM I, II u VI tunos,
arIaCTUYECKON aHeMHEel HEYTOYHEHHOMU, HacyieNCTBeHHBIM Aehunutom daktopoB Il (bubpunorena), VII
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(mabunpHoro), X (Crroapra - [Ipayspa), 111l ocie TpaHCIIAaHTALMU OPraHoB U (WJIK) TKaHEeH;

IepeYeHb YTpaTUBIIUX CUily akTOB IIpaBurenscTBa Poccuiickoit denepanuu.

2. MunucrtepctBy  3apaBooxpaHenust — Poccuiickoii  ®dexpepauud B yCTaHOBJICHHOM
3aKoHOAATenbCcTBOM  Poccuiickoii  ®enepanuu  MOpAAKE  OCYIIECTBUTh 3akynky Ha 2019 ron
JIEKapCTBEHHBIX MpenapaToB JJIS MaTOTCHETUYECKOTO JICUEHUS JIUI, OOJBHBIX T€MOJIUTHKO-YPEMHYECKIM
CHHJIPOMOM, FOHOILIECKHM apTPUTOM C CHUCTEMHBIM Hayajaom, mykomnonucaxapugaozoM I, II u VI tunos,
BKJIIOYECHHBIX B TIEpEUCHb )KU3HEHHO HEOOXOIMMBIX U BAXHEUIIHNX JIGKAPCTBEHHBIX MPEMapaToB.

Wudopmarus 00 UIMEHEHMAX:  [7ocmanosnenue donoaneno nynkmom 21 ¢ 25 espara 2023 2. -
Ilocmanosnenue Ilpasumenvcmea Poccuu om 15 gpespann 2023 2. N 229
H3zmenenus pacnpocmpansiomces Ha npagoomuouieHus, 6o3Huxkuiue ¢ 1 saueapsa 2023 2.

2!, McrounukoM (MHAHCHPOBAHUS OPTraHM3alUM OOEcreveHMs JeKapCTBEHHBIMM IIpernapaTaMu
neTed B Bo3pacTe a0 18 ser, OOonbHBIX reMopuIued, MyKOBHCIHI030M, THNO(PU3aPHBIM HAHHU3MOM,
6o1e3ubl0 [o111e, 310KaYeCTBEHHBIMU HOBOOOPA30BAHUSIMH JTUM(OUTHONU, KPOBETBOPHON M POJCTBEHHBIX
UM TKaHEH, pacCcesiHHbIM CKJIEPO30M, T€MOJIMTUKO-YPEMUUYECKHUM CHUHAPOMOM, FOHOIIECKUM apTPUTOM C
CHUCTEMHBIM HayajoMm, Mykonosmcaxapuao3om I, I u VI Ttumnos, amiactuyeckoi aHeMueld HEyTOYHEHHOM,
HacyeacTBeHHBIM Aedunurom (aktopos Il (pubpunorena), VII (mabunshoro), X (Crroapta - Ilpayspa),
neTer B Bo3pacte o 18 jeT mocne TpaHCIUTaHTamuu opraHoB W (wim) TkaHed ¢ 2023 roga sSBISIOTCS
OI0/UKETHBIE ~ ACCUTHOBAHUS, TPEIyCMOTpEHHbIe B  (QeaepanbHoM  Omomkere  MUHHCTEPCTBY
3npaBooxpaHeHus Poccuiickoit  @enepauuu  ana DPoHAa MOMAEPKKU  JE€TEd € TSKEIBIMU
KU3HEYTPOXKAIOIMUMH W XPOHWYECKUMH 3a00JICBaHUSIMH, B TOM 4YHcCIe penkumu (opdhaHHBIMU)
3aboneBanusimu, "Kpyr qobpa".

3. MunucrepctBy 3apaBooxpaHeHus Poccuiickoii @enepanuu JaBaTh  Pa3bsCHEHHUS IO
MPUMEHEHHUIO MPaBUJI, yTBEPHKJACHHBIX HACTOSAILIUM TOCTAaHOBIICHUEM.

4. Hacrosimiee noctaHoBiieHUE BCTynaeT B cuity ¢ 1 siHBaps 2019 r., 3a uckiroyeHUEeM IMyHKTa 2,
KOTOPBIN BCTyMAeT B CHILY CO JHS O(UIIMATBHOTO OMYOIMKOBAHUS HACTOSIETO TOCTAHOBIICHHUS.

[Ipencenarens [IpaBuTenscTBa
Poccuiickoit deneparuu . Mensenes

WNudopmanus 00 namenennsx: Haumenosanue usmeneno c¢ 7 anpens 20202 - I[locmanoénenue
lIpasumenvcmea Poccuu om 27 mapma 2020 2. N 344
Cm. npedvloywyio peoaxkyuro

YTBEP/KAEHbI
nocraHosjeHuem IlpaBuresbcTBa
Poccuiickoii Peaepaunu

oT 26 HosiOps 2018 r. N 1416

IMpaBuaa
opraHu3anuu odecrneveHus! JJeKapcTBeHHbIMU NpenapaTaMu Jull, 00J1bHbIX reModuinei,
MYKOBHCIUI030M, THNIO(H3aPHBIM HAHU3MOM, 00Jie3HbI0 ['o1e, 3/10KkaYecTBEeHHBIMH

HOB00OOpPa30BaAaHMAMM JTUM(OUTHON, KPOBETBOPHOI M POJACTBEHHBIX HM TKAaHEH, paccessHHbIM

CKJIEPO30M, TeMOJIUTHKO-YPeMU4YeCKHM CHHAPOMOM, IOHOIIECKUM aPTPUTOM € CHCTEMHBIM
Ha4yaJI0M, MmykonoJsmcaxapuao3om I, II u VI tunos, anacTuyeckoil aHeMueil HeyTOYHEHHOI,
HacJeAcTBeHHBbIM JepunutoM ¢pakropos Il (pudbpunorena), VII (s1adnasnoro), X (Ctroapra -

IIpayspa), U1 mocse TPAHCIVIAHTALMHA OPTaHOB M (MJIM) TKaHel

C u3MeHeHUusIMH 1 JAOIMOJTHCHUSAMM OT:

C u3MeHEeHHSIMH U JAOIMOJTHCHUAMMU OT:

27 mapta 2020 r., 26 uronst 2021 r., 15 dperpans 2023 T.
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Nudopmanus 06 nsmenenusx: [lynkm 1 usmenen c¢ 7 anpers 20202 - Ilocmanoeénenue
IIpasumenvcmea Poccuu om 27 mapma 2020 2. N 344
Cm. npedvloywyo peoaxkyuro

1. Hacrosmue IlpaBuna ycTaHaBIMBaIOT MOPSAOK OpraHU3alMU OOecTeueHus: Jul, OOJIbHBIX
remounueii, MyKOBUCIMI030M, THMNO(U3apHBIM HaHU3MOM, Oosie3HbIO [olle, 3JI0Ka4yeCTBEHHBIMU
HOBOOOpa30BaHUSAMU JTUM(OUTHON, KPOBETBOPHOU U POJACTBEHHBIX UM TKAaHEU, PACCESIHHBIM CKIIEPO30M,
FEMOJUTHKO-YPEMUYECKUM  CHHAPOMOM,  IOHOUIECKUM  apTPUTOM C  CHCTEMHBIM  HAydajoM,
Mykonogucaxapuno3oMm I, II u VI Tumnos, amnactuyeckoil aHeMHeil HEYTOYHEHHOM, HACIEICTBEHHBIM
nedumurom dakropoB Il (pubpunorena), VII (mabunmpnoro), X (Crroapra - Ilpayspa), nui mocie
TpaHCIUTAHTAIlMM OpraHoB M (WIKM) TKaHEeW (manee - OOJIbHBIC), JICKAPCTBEHHBIMH IpenapaTamu s
MEAMIIMHCKOTO NMPUMEHEHUs, NMpeAHa3HAUeHHBIMH IS JICYEHHs ATHX 3a00JeBaHUil, IO yTBEPKACHHOMY
[IpaButenscTBOM Poccuiickoit Denepariy nepevyHio JICKapCTBEHHBIX MPEnapaToB, chopMUpOBaHHOMY B
YCTaHOBJICHHOM MM MOPSAKE (J1anee - JIeKapCTBEHHbBIE MpernapaThl), a TAKKe MOPSIOK U yCIOBUS Mepeaadn
JIEKapCTBEHHBIX MPEMapaToB B COOCTBEHHOCTh CYOBheKkTOB Poccuiickoit deneparium.

Hudopmanus o6 usmenenusx: [lynkm 2 usmenen c¢ 25 ¢pespana 20232 - I[locmanoenenue
Ilpasumenvcmea Poccuu om 15 ¢hespansn 2023 2. N 229

H3menenus pacnpocmpansitomes Ha npagoomHuouleHus, osHukwue ¢ 1 saneaps 2023 e.

Cm. npedvloywyto pedakyuio

2. VctouyHnkoM (pMHAHCHPOBAHUSI OpraHU3alMU oOecriedeHus: OONMBHBIX B Bo3pacte OoT 18 jer u
CTapIle JIEKapCTBEHHBIMU IpenapaTaMy SBISIOTCS OIOJKETHbIE ACCHUTHOBAHUS, IPEIyCMOTPEHHBIC B
denepanpHOM OrOKEeTe MUHHCTEPCTBY 31paBooxpaHeHust Poccuiickoit denepanun Ha yKa3aHHBIC [ENH, a
OONBbHBIX B Bo3pacTe 10 18 jer - Olo/KeTHbIE ACCUTHOBAaHUS, NPEAyCMOTPEHHbIe MUHHUCTEPCTBY
3apaBooxpaneHusi  Poccuiickont @enepaunu st PoHa  NOAACPKKHA — JI€TEH € TSKEIBIMHU
KHU3HEYTPOXKAIOIIMMU W XPOHMYECKUMH 3a00J€BaHUAMH, B TOM 4YHCIE peIkuMu (ophaHHBIMH)
3aboneBanusamy, "Kpyr nobpa".

brokeTHbIE aCCUTHOBAaHMS IEPEUUCIAIOTCS MUHUCTEPCTBOM 31paBooXpaHeHus Poccuiickoin
Oeneparun  QenepadbHOMY Ka3eHHOMY yupexxaeHuio "®denepanbHbli IIEHTp IUIAHHUPOBAHUSA U
OpraHu3aly JIEKapCTBEHHOTO olecredyeHus rpaxaaH" MuHuCTepcTBa 3/apaBooxpaHeHus Poccuiickoit
Oenepanyu (nanee - PenepalibHbIM LEHTP) A OpraHU3alMM M MPOBEACHUS 3aKyIOK JIEKAPCTBEHHBIX
[IpEenaparos.

Nudopmanus 06 uamenenusx: [lynkm 3 usmenen c¢ 7 anpers 20202 - Ilocmanosénenue
IIpasumenvcmea Poccuu om 27 mapma 2020 2. N 344
Cm. npedvloywyio peoaxkyuro

3. IlpaBo OomnbHOro Ha obecreuyeHUE JIEKApCTBEHHBIMU IIpernaparaMd BO3HUKAE€T €O [JHS
BKJIIOUEHUSI CBEACHMI O HEM B peruoHalbHbIM cermeHT denepanbHOro perucrpa Jul, OOIBHBIX
remounueii, MyKOBUCIMI030M, THMNO(U3apHBIM HaHU3MOM, Ooyie3HbIO [olle, 3JI0Ka4yeCTBEHHBIMU
HOBOOOpa30BaHUSAMU JTUM(OUTHON, KPOBETBOPHOU M POJACTBEHHBIX UM TKAaHEU, PACCESIHHBIM CKIIEPO30M,
FEMOJUTHKO-YPEMUYECKUM  CHHAPOMOM,  IOHOUIECKUM  apTPUTOM C  CHCTEMHBIM  HAydajoM,
Mykonosucaxapuno3om I, II u VI Tumnos, amnactuyeckoil aHeMHeil HEYTOYHEHHOM, HACIEICTBEHHBIM
nedummrom dakropoB Il (pubpunorena), VII (mabunmpnoro), X (Crroapra - Ilpayspa), nui mocie
TpaHCIUTAaHTAIIMH OPTaHoOB | (Wn) TKaHeH (manee - denepanbHBIA PETUCTD).

Jlata BKiIIO4eHHs OOJBHOTO B PETHOHANBHBIA cerMeHT defepanibHOro perucrpa (QUKCUpyeTcs
JieYalIiM BpayoM B MEIUIIMHCKON KapTe aMOyJ1aTOpHOro O0JIbHOTO MJIM UCTOPUH Pa3BUTHS peOeHKaA.

HNudopmanus 06 usmenenusx: [lynkm 4 uzmenen ¢ 7 uronsa 2021 e. - Ilocmanoenenue I[Ipasumenscmea
Poccuu om 26 urons 2021 2. N 1025
Cm. npedvloywyto pedakyuio

4. Opranusanus obecnieueHus DenepanbHbIM LEHTPOM 3a CUET CPEACTB (perepanbHOro Oromxkera
OOJIBHBIX JIEKaPCTBEHHBIMH IpenapaTaMy OCYIIECTBISETCS C YU€TOM CTaHJApTOB MEIUIIMHCKON ITOMOIIIH,
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KJIMHUYECKUX PEKOMEHAAUUN (IIPOTOKOJIOB JICYEHHS) U CpPEAHEH KypCOBOW J03bl JIEKAPCTBEHHBIX
[Ipenaparos.

HNudopmanus 06 usmenenusx: [lynkm 5 usmenen ¢ 7 uonsa 2021 . - Ilocmanosnenue Ilpasumenscmea
Poccuu om 26 uionsn 2021 2. N 1025
Cm. npedvloywyio peoaxkyuro

5. Opranbel TOCyaapcTBeHHOW Biactu cyObekToB Poccuiickoit ®enepamuu B cdepe OXpaHbI
3JI0pOBBS HE Mo3/1Hee 1 HOsIOps TeKyIIero roaa npeacTapisaioT B DenepalibHblil HEHTp 3asiBKU Ha MOCTaBKY
JIEKapCTBEHHBIX TpenapaTtoB mo Gopme, yTBEpKICHHOW MUHHUCTEPCTBOM 3/paBooXpaHeHus Poccuiickoi
Oenepannu (Hamee - 3asiBKH), C NPUIOKEHHEM OOOCHOBAaHMM IO WX O00BEMY, a TaKKe IEPEUYCHb
OpraHM3alfii, MMEIOIIUX JHIEH3UI0 Ha OCYIIECTBICHHE MEAMIMHCKOW U (M) ¢dapmaleBTHIECKOi
JesATeTbHOCTH B cyObekTax Poccuiickoit denmepamuu (manee - OpraHu3aldu-TONydaTelid), B IEIAX
MOCTAaBKHU OpPraHU3alUsIM-I0ydaTeNsIM JIEKapCTBEHHBIX MTPENapaToB.

[TorpeOHOCT, (00BEM TMOCTAaBKM) B JICKAPCTBEHHOM TMperapaTe OMNPENeseTcs ¢ y4YeTOM
KJIMHUYECKUX pEKOMEeHJaluui (IMPOTOKOJOB JIEYEHMs) W CpeaHed KypCcOBOM 03Bl JIEKapCTBEHHOTO
npernapara UCXOs U3 €KEeMEeCSYHON (PaKkTHUeCKONH MOTPeOHOCTH OOJBHBIX B JIEKAPCTBEHHBIX Mpenaparax
B COOTBETCTBUHU CO CBEACHHUSIMH PETHMOHAIBHOTO cerMeHTa denepanbHOro perucrpa U HEOOXOAUMOCTH
dbopmupoBanus 3anaca Ha 15 Mecsiies.

Hudopmanus o6 usmenenusix: [lynkm 6 usmenen c¢ 25 ¢pespana 2023 2. - I[locmanoenenue
Ilpasumenvcmea Poccuu om 15 ¢hespansn 2023 2. N 229

H3menenus pacnpocmpansitomes Ha npagoomHuouleHus, osHukuue ¢ 1 saneaps 2023 e.

Cm. npedvloywyto pedakyuio

6. @enepalibHBII LIEHTP paccMaTpUBAET NIPEACTABICHHBIE 3aIBKM HA COOTBETCTBUE YCTAHOBIIEHHOM
dopme, Ha mpeaMEeT OOOCHOBAHHOCTH 3asBICHHBIX OOBEMOB JIEKAPCTBEHHBIX IIPENapaToB M IpHU
HEOOXOIMMOCTH KOPPEKTUPYET UX U COTTIACOBBIBAET C BHIHECEHUEM COOTBETCTBYIOIIETO PELICHUSI.

He no3nnee 15 centsdps tekyiero roga OenepaibHbIil HEHTP NPEACTABIsIECT YKa3aHHbIC 3asSBKU B
KoMHccHI0 MUHHCTEpCTBA 3paBooxpaHeHus Poccuiickoit @enepannu o pacCMOTPEHHIO 3asiBOK (Jasiee -
KOMUCCHS) JUIsl UX PACCMOTPEHUs ¢ ydacTueM npeacrasureneit denepanbHoro neHTpa, @oxaa noaaepxku
JeTel C TKENBIMU KU3HEYTPOXKAIOIMIMMHU M XPOHHMUYECKUMH 3a00JIEBaHUSIMH, B TOM YHCJIE PEIKHMHU
(opannbiMu) 3a6omeBanusmMu, "Kpyr noOpa", HCIOTHUTENIBHBIX OpPraHoB cyOBekToB Poccuiickoit
@eneparuu (B TOM YHCIE ¢ UCTIONb30BaHUEM HH()OPMAITMOHHO-TEIEKOMMYHHKAIIMOHHBIX TEXHOJIOTHI) Ha
npeaMeT 00OCHOBAHHOCTHU 3asIBJICHHBIX 00BEMOB JICKAPCTBEHHBIX IMPENApaToB, UX KOPPEKTUPOBKU HpHU
HEOOXOIMMOCTH W YTBEPXKICHHS OOBEMOB IIOCTaBOK JICKApPCTBEHHBIX TNpenapaTtoB. [lomoskeHue o
KOMHUCCHHU U €€ COCTaB yTBEPKAATCs MUHUCTEPCTBOM 3aApaBooxpaHeHus Poccuiickoit denepanuu.

PaccmoTpenue 3asBOK, yTBEpKACHHE 00bEMOB TIOCTABOK M MpecTaBieHue B PenepaibHbIi IEHTP
CBe/IeHUI 00 yTBEP)KICHHBIX 00BbeMax MOCTaBOK OCYIIECTBISIOTCS KoMuccuen B TeueHune 30 nHel co THs
MOCTYILIEHUS 3asBOK 0T DenepaabHOro LEHTpA.

Cenenuss 00 yTBEpXKIEHHBIX KOMHCCHEH 0O0BEMax IIOCTAaBOK JIEKaPCTBEHHBIX MPENapaToB
HanpasisaoTcs PenepaiabHbIM LIEHTPOM B UCIIOTHHUTEIbHbBIE Opranbl cyobekToB Poccuiickoit deneparyu B
cdepe oxpaHbl 37I0pOBbs B TeUeHHE 3 pabouuX AHEH CO JHS MOCTYIUICHUS CBEICHUH OT KOMHCCHH.

7. O0BbeM TOCTaBOK JIEKAPCTBEHHBIX IpenapaToB (GopMHpYyeTcs B TNpeaenax OroJKETHBIX
ACCUTHOBaHUM, MpeIyCMOTPEHHbIX B (QenepaJbHOM 3akoHe O (QenepanbHOM OIO/pKeTe  Ha
COOTBETCTBYIOIIUI ()MHAHCOBBIA TOA W IUIAHOBBIM MEPUON, M JHUMHUTOB OIO/KETHBIX 0053aTElbCTB,
JIOBEJICHHBIX B YCTAaHOBJIICHHOM IOpsike 10 MuHucTepeTBa 3apaBooxpanenus Pocculickon denepanuu Ha
3aKyIIKYy JICKAPCTBEHHBIX [IPENIapaToB.

HNudopmanus 06 usmenenusx: [lynkm 8 usmenen ¢ 7 uronsa 2021 . - Ilocmanoenenue Ilpasumenscmea
Poccuu om 26 uionsn 2021 2. N 1025
Cm. npedvloywyio peoaxkyuro

8. B coorBercTBUM ¢ 00bEMaMu IOCTaBOK JIEKAPCTBEHHBIX IIPENapaToB, YTBEPKIECHHBIMU
opraHaMy TOCYJIapCTBEHHOH BiacTH cyObekToB Poccmiickoit ®denepanuu B cdepe oxXpaHbl 370POBbs C
YYETOM pelIeHUs1 Komuccuu, denepanbHblii LHEHTP B YCTAHOBICHHOM 3aKOHOAATENLCTBOM Poccuiickoin
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denepanyy NOPAAKE OCYIIECTBISAET 3aKYIIKY JICKAPCTBEHHBIX IIPENapaToB.

MunucrepceTBo 31paBooxpanenus Poccuiickoit Denepaunn €XeroqHo U3A€T akT O COrIaCOBaHUU
nepenaun  DenepanbHbIM  LEHTPOM 3aKYIUIEHHBIX B COOTBETCTBMM ¢ HacrosmuMu lIpaBunamu
JIEKapCTBEHHBIX IPErnapaToB OpraHaM TOCYAapCTBEHHOM BiacTu cyOwbekToB Poccuiickoit denepanuu B
cdepe oXpaHbl 310POBBSI.

WNudopmanus 06 usmenenusx: [lynkm 9 usmenen ¢ 7 uons 2021 . - Ilocmanoenenue Ilpasumenscmea
Poccuu om 26 uionsn 2021 2. N 1025
Cm. npedvloywyio peoaxkyuro

9. TlocraBuIMKM  JIEKAapCTBEHHBIX  IpEMapaToB, OINpeAeJeHHbIE B  COOTBETCTBUU  C
3aKoHOJIaTeILCTBOM Poccuiickoit ®denepamuu, npeactaBisioT B DeaepanbHbIil IEHTP O0(GOpPMIICHHBIC B
YCTaHOBJICHHOM MOpsIKE JIOKYMEHTHI, MOATBEP K IAOIIIE dakt MOJTy4EHUs
OpraHM3alUAMHU-TIONYyYaTeIIMU  JIGKAPCTBEHHBIX IpernaparoB, B TOM YHCIE HaKIaJHble U aKThbI
npueMa-nepesadyn JeKapCTBEHHbBIX NPEnapaToB.

Hudopmarus 00 usmenenusx: Ilynkm 10 usmenen c 25 ¢espana 2023 2. - I[locmanosnenue
Ilpasumenvcmea Poccuu om 15 ¢hespansn 2023 2. N 229

H3menenus pacnpocmpansitomes Ha npagoomHuouleHus, osHukwue ¢ 1 saneaps 2023 e.

Cm. npedvloywyto pedakyuio

10. ®enepanbHblii neHTp B TeueHue 10 pabounx aHEH co IHSA MOCTYIUICHUS aKTa IpreMa-Tepe1aun
IIPUHUMAET Ha ydeT JICKapCTBEHHBIC IPENapaTrbl U U3JaeT paCHOpPSAUTEIbHBIE aKThl O Iepenade
JICKapCTBEHHBIX IpENapaToB HCIOJHUTENBHBIM oOpraHaMm cyowsekTtoB Poccuiickoit  Deneparum,
OTIpeNIeICHHBIM BBICIIMM JIOJDKHOCTHBIM JHIIOM cyObekTa Poccuiickoii @enepanuu (pyKoBOIUTEIEM
BBICIIIETO HCIOJHUTENHLHOTO opraHa cyOwekta Poccuiickoit ®denepanuu) (manee - YIOJIHOMOYCHHBIC
Oprasbl), C YyKa3aHHUEM HOMEHKJIATypbl, KOJMYECTBA M CTOMMOCTH JIEKAPCTBEHHBIX IIPENapaToB B
OTHOILIEHUHU KaKJI0TO YIIOJJHOMOYEHHOI'O OpraHa.

HNudopmanus o6 usmenenusix: Ilynkm 11 usmenen ¢ 7 wwona 20212 - [locmanoenenue
IIpasumenvcmea Poccuu om 26 utonsa 2021 2. N 1025
Cm. npedvloywyio pedaxkyuro

11. ®enepanbHbIii IEHTP B TEUCHHUE 5 pabOUYMX JHEH CO JTHS M3AAHHS PACHOPSIUTEIHLHOTO aKTa,
npeaycMoTpeHHoro myHkToMm 10 Hactosimmx [lpaBwi, HampaBiseT B yHOJHOMOYCHHBIE OpraHbl (B 2
JK3EMIUIApax) U3BELIEHHE O TOCTaBKE JIEKapCTBEHHBIX IMIpernapaToB W akT MpHeMa-NepenadH,
MOJMMCaHHbIE AUPEKTOPOM (YHOJTHOMOYEHHBIM JINIIOM) DeepanbHOro HeHTpa.

Nudopmanus 06 msmenenusix: Ilywkm 12 usmenen ¢ 7 wwona 20212 - Ilocmanoénenue
IIpasumenvcmea Poccuu om 26 uronsa 2021 2. N 1025
Cm. npedvloywyto pedakyuio

12. YHonHOMOYEHHBIE OpraHbl B T€YCHHE S5 pabO4MX AHEH cO JHS TMOJyueHHs] U3BEIICHUS O
IIOCTABKE JIEKAPCTBEHHBIX IIPENapaToB M aKTa IpUEMa-Nepeladd, MNPedyCMOTPEHHBIX IYHKTOM 11
Hactosmux IlpaBui, MOANMMCHIBAIOT M 3aBEPSIIOT MEYaThlo 00a SK3EMIUIpa HM3BEIIEHUS O IOCTaBKe
JIEKapCTBEHHOTO TMpernapara M 00a 3K3eMIUIIpa akTa IpueMa-liepesadd, MOCie Yero BO3BpaIlaloT B
@enepalbHbIl  LEHTP OOUH OK3EMIUIAP YKa3aHHOIO HM3BEIIEHHMS M OJMH 3K3EMIULIp akTa
pHeMa-nepeadm.

13. VYHOTHOMOYEHHBI OpraH Ha OCHOBaHMM akKTa IIpUEMa-IIepeayd NPUHUMAET Ha YYeT
JIeKapCTBEHHbIEC Iperaparbl U B TeueHHe 5 pabouux THEH co AHS MOJyd4eHHUs aKTa MpHeMa-Iepeaadu
M3JIaET PACTIOPSIAUTENBHBIN aKT O Iepefayde JEKapCTBEHHBIX IPENapaToB OPraHU3ALMAM-IIONYYaTENsIM C
yYKa3aHUEM HOMEHKJIATYpPbl, KOJIMYECTBA U CTOMMOCTH JIEKAPCTBEHHBIX IIPENAapaToB B OTHOILIEHUH KaXI01
OpraHHu3alHU-110JTydaTes.

14. Opranuzanuu-mnonyyaTend B TeYeHHE 2 paboyMx JOHEH €O JHS TMONYy4eHHUS IOKYMEHTOB,
NOJTBEPKJAIOLINX [I€peiady UM JIEKAPCTBEHHBIX IIPENapaToB, IPUHUMAIOT JIEKAPCTBEHHBIE IIPENapaTsl Ha
yueT, 00eCrIeyuBaOT UX COXPAHHOCTD U 1I€JI€BOE HCIIOJIb30BaHHE.

Nudopmanus 06 uamenenusx: [lynkm 15 wusmenen c¢ 7 wuwona 20212 - Ilocmanoeénenue
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IIpasumenvcmea Poccuu om 26 uronsa 2021 2. N 1025
Cm. npedvloywyto pedakyuio

15. denepanpHplii LEHTP B YCTAHOBJIEHHOM MMHHCTEPCTBOM 3]paBooXpaHeHus Poccuiickoii
denepauyy NOPSAKE OCYIIECTBIIACT MOHUTOPUHI ABMKEHUS M ydeTa JICKapCTBEHHBIX IIPENapaToB B
cyobekrax Poccuiickoit @enepanuu, JOBOJUT 0 CBEACHUS YNOJIHOMOYEHHBIX OPraHOB IMOJIyYE€HHBIE IO
pe3yiabpTaTaM MOHUTOPHHIA JTaHHBIE, B TOM YHUCJIE CBEJACHUS O HOMEHKIATYpPE, KOJIUYECTBE U CTOUMOCTHU
JIEKapCTBEHHBIX MpenapaToB, 00 OTCYTCTBUU MOTPEOHOCTH B OTIENBHBIX JIEKAPCTBEHHBIX Iperaparax
1100 O TMOSBJICHUU JOMOJHUTEIHHON MOTPEOHOCTH B JIEKAPCTBEHHBIX MperapaTax B CBSI3U ¢ M3MEHEHUEM
B cyOnekre Poccuiickoit ®epepanuu YHCICHHOCTH OOJBHBIX, W3MEHEHMSMHM B Ha3HAuCHHSX
MEIUIUHCKUMHU ~ pabOTHHKAaMU  JIGKAPCTBEHHBIX  TIpenapaToB  OOJBHBIM U COIJIACOBHIBACT
nepepacmnpesiesieHre JeKapCTBEHHBIX MpenapaToB Mexay cyobekramu Poccuiickoit denepanmu.

Nudopmanus 06 usmenenusx: [lynkm 16 usmenen c¢ 7 wwona 20212 - Ilocmanosénenue
IIpasumenvcmea Poccuu om 26 utonsa 2021 2. N 1025
Cm. npedvloywyio peoaxkyuro

16. Tlepemaua JekapCTBEHHBIX TPEMapaToB OIHUM CyObekToM Poccuiickoit ®enepanuu B
COOCTBEHHOCTHh Jpyroro cyobekta Poccuiickoii ®exepanuu OCYIIECTBISECTCS HAa OCHOBAaHWHM aKTa
npuema-nepenaud. denepanbHbli HEHTP YBEAOMISETCS O MepeAade JEKapCTBEHHBIX IIpernapaTtoB B
10-1HEBHBII CPOK MOCHE MOAMUCAHUS aKTa IpUeMa-Iiepeaul yIIOJTHOMOYEHHBIMU OpraHaMHu.

Nudopmanus o6 msmenenusix: Ilywkm 17 usmenen c¢ 7 wwona 20212 - Ilocmanoénenue
IIpasumenvcmea Poccuu om 26 uronsa 2021 2. N 1025
Cm. npedvloywyto pedakyuio

17. ®enepanbHblid IEHTP €XKEKBApTadbHO, A0 10-r0 yucia Mecsua, CIEAYIOMIEro 3a OTYETHBIM
KBapTaJOM, NPEACTaBIsIeT CBEJCHUS O Iepepaye JIeKapCTBEHHBIX IMpemnapaToB cyOwbekry Poccuiickoit
@Denepalliil U COTJIACOBAHHBIX TEpepaclpe/ieICHUsAX JEKAapCTBEHHBIX MpPEnapaToB MEXIY CyOBbEeKTaMH
Poccuiickoit ®enepanuu B PenepaibHylo Ciyk0y HO Haa3opy B cdepe 3ApaBOOXpaHEHHUS B IEISAX
OCYILECTBIICHUsI KOHTPOJSA 3a LEJIEBBIM MCIOJb30BAHUEM JICKAPCTBEHHBIX IIPENapaToB, a TaKXKe B
MuHnucrepceTBO 31paBooxpaHeHus Poccuiickon @enepanuu.

18. B nensix obecriedeHrs: OOJIBHBIX JIEKAPCTBEHHBIMHU IpenapaTaMy B MOPSJIKE, YCTAaHOBICHHOM
3akoHonarenscTBoM Poccuiickoit denepanuu, OCyIIECTBIAETCS HA3HAYEHUE JICKAPCTBEHHBIX IPENapaToB
1 0()OpMIICHHUE PEIIECTITOB Ha JIEKAPCTBEHHBIE MPETapaThl.

19. IIpu HazHaueHUM OOJBFHOMY JIEKAPCTBEHHBIX MpEnapaToB Jieyaluii Bpau HHPOPMHUPYET €ro O
BO3MOXXHOCTH TIOJTYYEHHS UM COOTBETCTBYIOIMX JICKAPCTBEHHBIX MpenapaToB Oe3 B3UMaHHWsS ILIaThl B
COOTBETCTBUU C 3aKOHOATeIbCTBOM Pocculickon deneparnumu.

20. B mensx JMHAMHYECKOTO HAOMIOACHHUS 3a OONBHBIM U COOJIIOJICHUS TIEPUOAUYHOCTH
MIOCEILCHNS UM MEAULMHCKON OpPraHU3alyy JeYalM BpadyoM OIIPEAEIIAETCA KOJIUYECTBO JIEKAPCTBEHHOTO
npenapara, €IMHOBPEMEHHO O(GOpPMIIEHHOTO HA pPEUENTypHOM OJaHKe B  COOTBETCTBHU C
PEKOMEHIOBAHHOM CPEAHECYTOUYHOM KypPCOBOM 10301 U CPOKOM, HA3HAYEHHBIM JJISl TOCELICHHUS.

21. MepauuuHCKasi OpraHu3amnus MpeaocTaBiseT OOJbHOMY WM €r0 3aKOHHOMY IPEJCTaBUTEIIO
uHpOpMaLKIo 00 OpraHU3alMsIX, PACHOJI0KEHHBIX B TPAHULAX MYHULIMOAILHOTO 00pa30BaHUS 1O MECTY
KHUTEIbCTBA UM MECTY NMpeObIBaHus (B Cllyyae eciii CpOK NMpeObIBaHUs MPEBbIMIACT 6 MecsIeB) 00ILHOTO
U OCYIIECTBIISIOMNX OeCIIATHBIN OTITYCK JISKApPCTBEHHBIX NPENapaToB, HA3HAUYCHHBIX JICYAIIUM BPAauOM.

22. Tlocne BKIIOYEHHS OOJIBHOTO B pErHOHANIBHBIN cerMeHT denepanbHOro perucTpa Ha3HaueHue 1
OTILYyCK €My WJI €0 3aKOHHOMY ITPEACTABUTEINIO JICKAPCTBEHHBIX IIPENApAaTOB OCYIIECTBIISIETCS B CPOK, HE
npesbimatomuii 20 pabouux qHEN co AHS BKIIOYEHUS.

23. Opranuzanusi oOecrieuyeHHs JIEKapCTBEHHBIMHU IIpernaparaMu OOJIbHBIX, MPOXKHUBAIOUINX B
CTAlIMOHAPHBIX OPTraHU3aIMIX COIMAJIBLHOIO OOCITYXMBAHUS WIM OTOBIBAIOIIMX HAaKa3aHUE, CBS3aHHOE C
JMIIEHUEM CBOOOIbI, OCYIIIECTBISICTCS COOTBETCTBYIONICH OpraHu3anueii.

24. B cnyuae Bble3a OOJNBHOTO 3a Ipenenbl Tepputopun cyObekra Poccuiickoit @enepanuu, B
KOTOPOM OH NpPOKMBAeT, Ha TEPPUTOPHUIO Jpyroro cyobekra Poccuiickoit Denepanuu Ha CpoOK, He
NPEBBIMIAIOIINN 6 MecsleB, TAKOMY 0OJbHOMY OpPTaHOM T'OCYIAapCTBEHHOM BiacTH cyObekTa Poccuiickoit
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@enepaiuy B cepe OXpaHbl 3710pOBbSI OPraHU3yeTCs Ha3HAUEHHUE JIEKAPCTBEHHBIX IpPENapaToB Ha CPOK
npuemMa, paBHBI CPOKY €ro BbIe3Jla 3a Mpenenbl Teppuropuu cyowbekta Poccuiickoit @enepannu, nmmbo,
YUUTBIBAs CPOKHM TOAHOCTH HMEIOIIUXCS OCTATKOB JIEKAPCTBEHHBIX IPErapaTroB, OOecreueHHe TaKoro
00JIBHOTO JIEKApCTBEHHBIMHU ITperapaTaMi Ha COOTBETCTBYIOLIUH CPOK.

CBeneHHs O KOJHMYECTBE HA3HAUYEHHBIX WM OTIYLICHHBIX OOJIBHOMY WM €ro 3aKOHHOMY
IIPEACTABUTENIO JICKAPCTBEHHBIX IIPENApaTOB BHOCATCA B pPETrHOHAIbHBIA cerMeHT dDenepaibHOro
perucrpa.

25. B ciyuae Bble3a OOJNBHOTO 3a Ipenenbl Tepputopun cyobekTta Poccuiickoit @enepanuu, B
KOTOPOM OH IMpOXHBAET, Ha TEepPpUTOpHIO Apyroro cyObekra Poccuiickoit denepamuu Ha CpoOK,
NPEBBIMIAIOIMINN 6 MECSLIEB, WIX B ClIy4yae U3MEHEHHsI MECTa KHUTEJIbCTBA TAKOMY OOJIbHOMY Ha3HAYAIOTCS
JIeKapCTBEHHbIE MpenapaThl Ha CPOK NpuemMa He 0ojee OJHOro Mecsaua JUOO0 OpraHu3yeTcsi OpraHoM
roCyJIapCTBEHHOHM BiacTH cyObekta Poccuiickoit @enepanuu B chepe OXpaHbl 370pOBbs oOecrieueHue
TaKOro OOJBHOTO JIEKAPCTBEHHBIMU IperapaTaMu Ha CPOK Ipuema He 0oJiee OHOTO MecsIa.

CBenenus o TakoM OOJIEHOM TOAJIEKAT UCKIIOUEHHUIO U3 PETHOHAIBHOTO cerMeHTa deepanbHOro
peructpa cyonekTa Poccuiickoit @enepaium, ¢ TEppUTOPUHE KOTOPOTO BhIE3KaeT OONBHOM, 1 niepenaye (B
TOM 4YHCJ€ C HCIOJIb30BaHHEM HH(OPMAIIMOHHO-KOMMYHHUKALIMOHHBIX  TEXHOJOTHI)  OpraHy
rocyJIapCTBEHHOM BiacTu cyObekTa Poccuiickoit @enepannu B chepe oXpaHbl 310pOBbs, HA TEPPUTOPHUIO
KOTOPOTO Bbexasl OOJIbHOW, JJIs BKJIIOUEHHS] B PETHOHANBHBIM cerMeHT depepalbHOro perucrpa 3Toro
cyobekra Poccuiickoit @eneparum.

JlaTtoil BKIIOUEHHs CBEIEHHH O OOJBHOM B pPErHOHAIBHBIA cerMeHT denepanbHOrO perucrpa
cyobektom Poccuiickoit ®enepaunu, Ha TEPPUTOPHIO KOTOPOTO BbEXald OOJNBbHOM, SBISETCS ICHb,
CJIEAYIOIINN 3a JHEM UCKIIIOUECHHs CBEJICHUI O HEM U3 PErMOHAIIBHOIO cerMeHTa denepalbHOro perucrpa
cyobexktom Poccuiickoit @denepannu, ¢ TEpPUTOPUN KOTOPOTO BhIeXasl OOJIbHOM.

26. Opran rocyaapCTBeHHOW BiacTu cyObekra Poccuiickoii ®eneparu B cdepe OXpaHbl
3]I0pOBbsI, C TEPPUTOPUU KOTOPOTO BBIEXall OOJBHOM, MpencTaBisieT (B TOM YHUCIE C HCIOJIb30BaHUEM
UH(POPMALMOHHO-KOMMYHHUKAIIMOHHBIX TEXHOJIOTUH) MO 3ampocy OpraHa TrocyAapCTBEHHOW BIACTH
cyobekra Poccuiickoii ®enepaunu B cdepe OXpaHbl 370pOBBS, Ha TEPPUTOPHIO KOTOPOTO BbEXall
OO0JIbHOM, CBEACHUS O KOJIMYECTBE Ha3HAYCHHBIX WM (PAaKTHUECKHU MPETOCTABICHHBIX OOJIBHOMY WM €rO
3aKOHHOMY IIPEACTABUTENIO JIEKAPCTBEHHBIX IPENapaToB B COOTBETCTBUU C ITYHKTOM 25 HAaCTOSIIHX
IIpaBuir.

WNudopmanus 00 namenennsx: Haumenosanue usmeneno ¢ 7 anpens 20202 - I[locmanoénenue
IIpasumenvcmea Poccuu om 27 mapma 2020 2. N 344
Cm. npedvloywyio peoaxkyuro

YTBEP/KJAEHbI
nocraHosjeHuem [IpaBuresbcTBa
Poccuiickoii Peaepaunu

oT 26 HosiOps 2018 r. N 1416

IMpaBuia
BeieHust @egepanbHOrO perucTpa Jun, 00JIbHBIX reMopuIneil, MyKOBHCIHI030M, THIIOQU3APHBIM
HAHHM3MOM, 00J1e3HBI0 'o11e, 3/10Ka4YeCTBEHHBIMU HOBOOOPa30BAHUAMM JUMPOUTHOM,
KPOBETBOPHOM M POJACTBEHHBIX MM TKaHeMH, pACCeSIHHBIM CKJIEP030M, FTeMOJUTHKO-YPEeMHYECKHM
CHHIPOMOM, FOHOLIECKHM APTPUTOM € CHCTEMHBIM Ha4ajioM, MykonoJjucaxapuaosom I, I u VI
THIIOB, AIIACTUYECKOH aHeMH el HeYTOYHEHHOM, HACJIeACTBEeHHBIM Aeuuurom ¢axkropos 11
(¢pudpunorena), VII (1adbunbnoro), X (Ctroapra - Ilpayipa), 1uin nocjie TpaHCIJIAHTAIIMM OPTraHOB
U (M1M) TKaHel

C u3MeHeHUusIMH 1 JAOIMOJTHCHUSAMM OT:

C u3MeHEeHHSIMH U JAOIMOJTHCHUAMMU OT:

27 mapta 2020 r., 26 uronst 2021 r., 15 dperpans 2023 T.

Nudopmanus 06 n3MEHEHUX:
10.08.2023 Cucrema TAPAHT 7/11
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Hudopmanus o6 usmenenusix: [lynkm I usmenen c¢ 7 anpena 20202 - I[locmanoenenue
IIpasumenvcmea Poccuu om 27 mapma 2020 2. N 344
Cm. npedvloywyio peoaxkyuro

1. Hacrosimue [paBuna yctaHaBIMBarOT MOPSAIOK BeneHus DenepabHOTO perucTpa Juil, O0JbHBIX
remounueii, MyKOBUCIMI030M, THMNO(U3apHBIM HaHU3MOM, Ooyie3HbIO [olle, 3JI0Ka4yeCTBEHHBIMU
HOBOOOpa30BaHUSAMU JTUM(OUTHON, KPOBETBOPHOU M POICTBEHHBIX UM TKAaHEU, PACCESIHHBIM CKIIEPO30M,
FEeMOJUTHKO-YPEMUYECKUM  CHHAPOMOM,  IOHOUIECKUM  apTPUTOM €  CHCTEMHBIM  HaydajoM,
Mykonogucaxapuno3om I, II u VI Tumnos, amnactuyeckoil aHeMHeil HEYTOYHEHHOM, HACIEICTBEHHBIM
nedumurom dakropos II (pubpunorena), VII (mabunmpnoro), X (Crroapra - Ilpayspa), nui mocie
TpaHCIUTAHTAIIMH OPTaHOB M (WJIM) TKaHeH (J1ajiee COOTBETCTBEHHO - OoJibHBIE, DenepaabHbIi PETUCTD).

2. Benenne ®@enepaibHOTO PETUCTPa OCYIIECTBISETCS B CIEAYIOUIUX HEIAX:

", n

Nudopmarus 00 usmenenusx: Iloonynkm "a" usmenen ¢ 25 ¢pespans 2023 2. - Ilocmanosnenue
Ilpasumenvcmea Poccuu om 15 ¢hespansn 2023 2. N 229

H3zmenenus pacnpocmpansitomes Ha npagoomHuouleHus, o3Hukwue ¢ 1 saneaps 2023 e.

Cm. npedvloywyto pedakyuio

a) obecrieyeHre JIEKapCTBEHHBIMH TpenapaTaMy Uil MEIUIIMHCKOTO MPUMEHEHUs], BKIIOYCHHBIMU
B yrBepxkIeHHbIN [IpaButensctBom Poccuiickoit denepanuu nepedyeHb JIEKAPCTBEHHBIX IIPENApaToB,
c(OPMHPOBAHHBIA B YCTAaHOBJICHHOM UM TOpSJKE (Janee - JEKapCTBEHHBIE Ipernaparbl), OONbHBIX B
BO3pacTe oT 18 yeT u crapiie 3a cyeT OIOKETHBIX aCCUTHOBAHUH, MPEIyCMOTPEHHBIX B (heaeparbHOM
Oromxere MUHUCTEPCTBY 3ApaBooxpaHeHus Poccuiickoit Denepanuu Ha yKa3aHHBIC 1EH, a OOJBHBIX B
Bo3pacte 10 18 m;er - 3a cuer OIOMKETHBIX ACCUTHOBaHMN, NPEAYCMOTPEHHBIX MUHHCTEPCTBY
3npaBooxpaHeHus Poccuiickon @epepaumu s PoHIAa  NOANEPKKH  JeT€d € TSDKEIBIMU
KHU3HEYTPOXKAIOIIMMU M XPOHHYECKUMH 3a00JeBaHUs, B TOM 4YHCIE peaKuMHu (opdaHHBIMN)
3aboneBanusaMu, "Kpyr noOpa". bBromkeTHble acCUTHOBAaHHS —TEpPEUUCHAOTCs MUHHCTEPCTBOM
3npaBooxpaneHust Poccuiickoit @enepamun QenepaibHOMY Ka3eHHOMY yupexaeHuio "denepaibHbIi
IEHTp IUIAHUPOBaHMS M OpraHU3alld JIeKapCTBEHHOro oOecrmeueHus rpaxaan" MuHuUcCTepcTBa
3npaBooxpaHeHus: Poccuiickoit ®enepaunn (nanee - @PexnepanbHblil LEHTp) A1 OpraHU3alMM U
IIPOBEICHMS 3aKYIIOK JIEKAPCTBEHHBIX IIPEIAPaTOB;

0) MOHUTOPHHT JIBKCHHS U y4yeTa OOJIbHBIX HA OCHOBAaHUH CBEJICHUM, IPEACTABISIEMbIX OpraHaMH
rocyJIapCTBEHHOM BiacT cyObekToB Poccuiickoit denepaiyu B cepe OXpaHbl 370POBbS;

B) 2(QeKTUBHOE IUIAHUPOBAaHME M PACXOJOBaHME (PUHAHCOBBIX CPEICTB, HAINpPABISEMBIX Ha
3aKyNKy HEOOXOIMMBIX JIEKapCTBEHHBIX MpenapaTtoB i oOecreyeHHss MMM OOJIBHBIX 10 MECTY
KHUTEIHCTBA WIIM MECTY MPeObIBaHUS (B CIIydae eciii CPOK MPEeObIBaHUS MPEBHIIIAET 6 MECSILIEB).

Nudopmanus 06 mamenenusix: I[lynkm 3  usmenen c¢ 25 pespana 20232 - Ilocmanoenenue
IIpasumenvcmesa Poccuu om 15 gpespansn 2023 2. N 229

Hzmenenus pacnpocmpanaomces Ha npagoomuouteHus, 6o3Huxkwue ¢ 1 saneapsa 2023 2.

Cm. npedvloywyio peoaxkyuro

3. ®enepanbHBIA perucTp sABIsAETCA (eaepalbHON MHPOPMAIMOHHON CHCTEMOMW, COCTOSIICH W3
pPErMOHANBHBIX CETMEHTOB, KOTOPBIE Pa3AesAioTCA Ha MOJCETMEHT, COJAEPKaIUi CBeIeHUSI O OOJBHBIX B
BO3pacte 710 18 jeT, U MmoACerMeHT, co/ep Kalnuii CBEJCHUS 0 OOJIbHBIX B Bo3pacTe oT 18 jeT u crapiie, u
coeprKalleil CBeIeHUs, TPeAyCMOTPpEHHbIE MyHKTOM 9 Hactoamux [IpaBu.

MunucTepcTBO 3apaBooxpanenust Poccuiickoit @enepaiuu aBisieTcs ONepaTtopoM 3TOM CUCTEMBI U
obecrieunBaeT ee OecriepeOoiiHOe (HYHKIIMOHUPOBAHHE.

MunuctepcTBo 3apaBooxpanenus Poccuiickoit denepanuu obecrieunBaer OeaepanbHOMY HIEHTPY
u OoHay MOAAEPKKU AETEH C TSKEIBIMH KUZHEYTPOKAIOUIMMHI U XPOHUYECKUMH 3a00JI€BaHUSIMH, B TOM
yucie peakumu (opdanapiMu) 3aboneBanusamu, "Kpyr mobpa" moctyn k mHbOpMaIuu, coaepxKaIieics B
®denepaabHOM PETUCTPE.

4. Opraspl rocyaapcTBEHHON BiacTH cyObekToB Poccuiickoit denmeparmu B chepe oxpaHbI
3I0pOBBsl OOECTEUNBAIOT BHECEHHE CBEJACHHI O OOJBHBIX B PErHOHAIBHBIN cermeHT DenepalibHOTO
peructpa B CpoK, He IpEeBbIIIAIOMNNA 5 pabouynx aHEH co JHS oOparieHHus OOJBHOTO C YCTaHOBJIEHHBIM
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JIMarHO30M B MEIHUIIMHCKYIO OPTraHM3allMIo M0 MECTY €ro >KUTENbCTBA MM MECTYy MpeObIBaHMs (B clyyae
€CIIM CPOK NMpeObIBaHUS PEBBIIIACT 6 MECSIIEB).

Bxitouenne B perMoHanbHbBId  cerMeHT @DenepanbHOrO perucTpa CBEACHUH O OOJBHBIX
OCYILIECTBIISICTCSI MEAULUHCKONW OpraHM3alueil MO MecTy UX JKUTEeNbCTBA MM MECTy NpeObBaHHA (B
cllyyae €Clii CPOK NMpeOBbIBaHUS IMPEBHIIIAET 6 MECAIEB) HA OCHOBAaHMM MEAWIUHCKUX IOKYMEHTOB (MX
KOMWI) WM BBIIMCKH W3 HHUX, OTPAXAIOIIUX CBEACHUS 00 YCTAHOBICHHOM JHMarHo3e M BbIOOpE
MEpONPHUATHIA IO JICYCHUIO NanueHTa. BritoueHne cBeAeHUH O OONBHBIX C T€MOJIUTHKO-YPEMHUUYECKHM
CUHJPOMOM, FOHOILIECKUM apTPUTOM C CUCTEMHBIM HayajoM U Mykomnosmcaxapunos3om I, II u VI tunos
OCYILECTBIIICTCA HAa OCHOBAHUM MEIUIMHCKUX JOKYMEHTOB WM HUX KOINHMHW M BBIIUCKA W3 HHX,
OTpaKaIOIIMX CBEACHUS 00 yCTAHOBJICHHOM JMarHo3e M BHIOOpE MEPONPHUSATHI MO JICUCHUIO MAlUEHTA,
HOJYYEHHBIX OT (eiepaIbHON METUIIMHCKON OpraHU3alHH.

5. PerynupoBaHue OTHOLLIEHUH, CBA3aHHBIX ¢ BeaeHueM denepanbHOro perucrpa, OCyLeCTBIAETCS
B COOTBETCTBHM C 3aKOHOjAaTeslbcTBOM Poccuiickoit @enepauuu 06 uHbopManuu, HHOOPMAITMOHHBIX
TEXHOJIOTUSX U O 3alUTe WH(POPMAIIHH.

Nudopmanus 06 mamenenusix: Ilynkm 6 usmenen c¢ 25 pespana 2023 2. - I[locmanoenenue
IIpasumenvcmea Poccuu om 15 gpespansn 2023 2. N 229

Hzmenenus pacnpocmpanaomces Ha npagoomuouteHus, 6o3Huxkwue ¢ 1 saneapsa 2023 2.

Cm. npedvloywyio peoaxkyuro

6. MunucrepctBo 3apaBooxpaHeHuss Poccuiickoit ®Denepanuu, DenepanbHbii 1neHTp, DoHn
HNOJICPKKUA JETeH € TSKENbIMH JKU3HEYTPOXKAIOUUMH U XPOHHYECKHUMH 3a00J€BaHUSIMHU, B TOM YHCIIE
penxkumu (opdanHHbIMH) 3a00aeBaHusMu, "Kpyr go6pa" u opraHbsl rocyJapCTBEHHOM BIACTH CyOBEKTOB
Poccuiickoii @enepanuu B cdepe OXpaHbl 370pOBbS 00CCIEUYHBAIOT KOH(PHUIACHIIMAIBHOCTh CBEIACHUH,
conepkauiuxcs B @enepaibHOM PETUCTPE, a TAKXKE XPaHEHHE M 3alUTY TaKUX CBEICHUN B COOTBETCTBUH
¢ @enepanbHbIM 3aKOHOM "O MEPCOHATBHBIX JaHHBIX .

7. Pasmemenue wuHpopmanuu B DeaepaqbHOM PETUCTPE OCYIIECTBISETCS C NPUMEHEHHUEM
YCUJICHHOM KBaTM(UIITMPOBAHHOMW 3JIEKTPOHHOUN moAnucH B cooTBeTcTBUHM ¢ DenepanpHbiM 3akoHOM "O0
3JIEKTPOHHOU moanucu".

8. denepanbHbId PETUCTP BEAETCS B AJEKTPOHHOM BHUJI€ ¢ MPUMEHEHUEM aBTOMATHU3UPOBAHHOM
CUCTEMBbl ITyTEM BHECEHHUS PErucTpoBON 3alKiCH C MPHUCBOECHUEM YHHKAIbHOIO HOMEpPa PErucTpoBOi
3aIlMCU U YKa3aHHEM JIaThl €€ BHECEHHUS.

[Tpu BHECEeHMM M3MEHEHUH B CBEJIEHUS O OOJIHLHOM JIOJKHBI OBITH COXpaHEHbl YHUKAJIbHBIA HOMED
pETUCTPOBOM 3alUCH U UCTOPHUSI BHECEHUS] U3MEHEHHI.

9. ®enepalibHBIN PETUCTP COACPKUT CIEAYIOLINE CBEIACHNUS:

a) CTpaxOBOW HOMEp WHIWBUIYAIBHOTO JIMIIEBOIO cueTa OOJBHOTO B CHCTEME O0s3aTEIBHOTO
MIEHCHOHHOTO CTPaxOBaHUs (MPU HAJTUYHH ),

0) damunus, ©Ms, OTYECTBO OOJIBLHOTO, a TAKXKE (haMUIIUs, JaHHAS TIPU POKIICHUM;

B) JaTa pOoKaACHHS O0IBHOTO;

T') o7 OOJIBHOTO;

1) apec MecTa KHUTEIbCTBA WIIM MeCTa TPeObIBaHMsI (B CIIy4ae €CIIM CPOK MPEOBIBAHMSI TTPEBBIMIACT
6 wMecsneB) OompHOTO (€ yKazanwem koma mo OOmepoccuiickoMy Kiaccu(pukatopy O0OBEKTOB
aJIMHUHHUCTPATUBHO-TEPPUTOPHAIIBHOTO JIEJICHNU);

€) cepuss U HOMEp macmopra (CBHAETEIbCTBA O POXKICHUU) WU YIOCTOBEPEHUS JIMYHOCTH
00JILHOTO, a TAK)KE JJaTa BbIJAUYM YKa3aHHBIX JOKYMEHTOB;

K) cepus W HOMEp ToJiMca O00s3aTeTbHOTO MEAUIIMHCKOTO CTpaxoBaHUS OOJBHOTO U
HalMEHOBAHME BBIJABIIICH €ro CTPaxXOBOW MEAUIIMHCKON OpraHU3alliu;

3) nH(opmaIrs 00 HHBATUIHOCTHU (B CIydyae YCTaHOBJICHUS TPYNIHI MHBATUAHOCTH WM KaTETOPHUH
"pebeHOK-uHBATHI");

1) AuarHo3 3a0oyieBaHUsl (COCTOSIHMS), BKJIOUas €ro Koj Mo MeXIyHapoIHON CTaTUCTHYECKOM
kinaccudukanuu Oone3Held u mpoOsieM, CBSI3aHHBIX CO 3J0POBBEM, a TaKXKE JlaTa OCMOTpa OOJILHOTO H
JaHHbIE O TUHAMHUKE COCTOSTHUS;

K) MHpOpMAIMs O MEIULMHCKON OpraHuM3anuu (HauMEHOBAaHHE, OCHOBHOW TOCYJapCTBEHHBIN
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pEerucTpaoHHbI HOMep, Ko mo OOrepoccuiickoMy KiacCu(pUKaTopy MPEeANpUATHH U OpraHu3aiui),
BBIJIABIIICH HANpaBJICHUE HA BKIIOUECHUE CBEACHUH 0 00nbHBIX B DeepaibHblil perucTp (HampaBieHUe Ha
BHECCHUE M3MEHEHHMH B CBeJeHHMS, cojaepkamuecs B DemepalbHOM peructpe (manee - HampaBlieHHE), a
TaKXKe W3BEUICHHE 00 WCKIIOYEHUWH CBeleHH o OonpHBIX M3 DexepanbHOro perucrpa (mauee -
W3BEIICHUE);

J) Aata BKJIIOUEHHs CBEICHHUN O OOJBHOM M JaTa BHECEHUS M3MEHEHUI B CBEJCHUS O OOJHHOM B
DenepanbHbI pErucTp;

M) “H(pOpMaIMs O Ha3HAYCHUH JIEKAPCTBEHHBIX MPETapaToB;

H) wuHpopmanus o0 OTHyCKe JIeKapCTBEHHBIX NpenapaToB (nata Havajga oOecreueHHs
JIeKapCTBEHHBIMHU TIperapaTaMu U (paKTHUECKUI OTITYCK JIEKAPCTBEHHBIX IPETapaToB);

0) Jara NPUHATHSA peleHHs 00 OKOHYaHMM OOecCreueHHs JICKapCTBEHHBIMH IIperapaTaMu C
yKa3aHueM MPUYUHBI (BBIe3] 3a mpeneisl Poccuiickoit denepanuu Ha MOCTOSHHOE MECTO JKUTEIHCTBA HITH
MecTo TNpeObIBaHUS (B ClIydae €ClM CpPOK MpeObIBaHUS MpPEBHINIAET 6 MeECsIEeB), CMEpTh OOJBHOTO,
OTCYTCTBHME NOKa3aHUH K JaJIbHEHIIEMY IPUEMY JIEKAPCTBEHHOTO Mpenapara) U o Inepefade CBEACHUM B
apxuB DenepanbHOro perucTpa;

n) uHpOpMaLus O BKIIOYEHHH O0nbHOro B denepanbHblii pEerucTp JML, WUMEIOMIMX IPaBO Ha
[IOJIy4eHUE TOCYJapCTBEHHOM COLMAJIBHOM IIOMOIIM, M MHBIE PErUCTpPbl, IPELyCMOTPECHHbIE
3akoHoJaTenbcTBOM Poccuiickoit deneparuu, B 1ensx oOecreueHHs JIEKapCTBEHHBIMU TIperapaTaMu 3a
cueT Or0KeTOB O10KeTHOH cuctembl Poccuiickoit denepanmu;

P) YHUKaJIbHBI HOMEP PErMCTPOBON 3aIUCH;

C) BBIIHMCKA M3 MEIUIIMHCKON JOKyMEHTAIMH OOJIBHOTO, COJAepIKaliasi CBeICHUs O Ha3HAUCHUH U
UCIIOJIb30BAHUH JIEKAPCTBEHHBIX IIPENapaToB;

Hudopmanus o6 usmenenusx: Ilynkm 9 Oononmen noonywkmom "m" c¢ 25 cpespana 2023 2. -
Ilocmanosnenue [Ipasumenvcmea Poccuu om 15 ¢peepans 2023 2. N 229
Hzmenenus pacnpocmpanaomces Ha npagoomuouteHus, 6o3Huxkuwue ¢ 1 saueapsa 2023 2.

T) UCTOYHHUK (PMHAHCUPOBAHUS MPUOOPETECHUS JICKAPCTBEHHBIX MPENapaToB.

10. B cayuae ycraHOBIEHHsS auarfHo3a 3a0ojieBaHus (COCTOSHHSI), YKAa3aHHOTO B TYHKTE |
Hactoamux [IpaBui, uivm n3MeHEeHUs CBeICHUH, YKa3aHHBIX B MOAMYHKTax "a" - "x" myHkTa 9 HacTosmx
[TpaBui1, MEIUIIMHCKUE OpPraHU3allii, B KOTOPBIX OOJIbHBIE HAXOASATCS MO MEAUIIMHCKUM HaOIO/ICHUEM,
B CPOK, HE MpeBbIIIaonil 3 pabounx qHei co qHs oOpaiieHus: 60JIbHOTO ¢ YCTAaHOBIECHHBIM AUATHO30M B
MEAMIMHCKYIO OpraHHU3ali0 MO MECTY >KUTEIbCTBA WJIM MECTy NpeObiBaHMs (B Cllydyae €ClU CpOK
npeObIBaHMs MPEBbIIaeT 6 MecALEB), MPEACTABIAIOT B JIEKTPOHHOM BHJE WJIM Ha OyMa)KHOM HOCHUTEIE
HaIpaBJICHUSI U U3BEIIICHUS B OPTaH TOCYIapCTBEHHOMN BiacTh cyobekTa Poccuiickoit deneparuu B chepe
OXpaHbl 3/10pOBbi MO (QopME U B MOPSAKE, KOTOpbIE YTBEP>KIACHb MUHHCTEPCTBOM 3paBOOXPAHEHUS
Poccuiickoit ®exneparumu.

1. [ns 3anoJHEHUs PETUOHATBHOrO cerMeHTa @enepaibHOrO pErucTpa OpraHu3aluu,
OCYIIECTBIISIOIIME OTITYCK JIEKAPCTBEHHBIX MpENnapaTroB, HA3HAYEHHBIX JIeYallldM BPauyoOM B COOTBETCTBUH
C MIPEaYyCMOTPEHHBIM NOANMYHKTOM "a" myHkTa 2 HacTosmux [IpaBun mepedyHeMm, A0 5-ro yucia Kaxaoro
MecsIla MPEJCTaBISIOT B OpraHbl TOCYIapCTBEHHON BiacTH cyObekToB Poccuiickoit denepanuu B chepe
OXpaHbl 370POBbsl B 3JEKTPOHHOM BHJIE WJIM Ha OyMa)kHOM HOCHTEJE CBEJIEHHUS OO0 OTIYIIEHHBIX 3a
MPEIIECTBYIOIIUI MecCsI] IEKAPCTBEHHBIX MpenapaTax.

12. B ciywae ecad cCBeIeHMs, MPEeIyCMOTpPEHHble moiamyHkrtamu "a", "x" wm "m" myHkra 9
Hactosmux [IpaBui, He mpencTaBieHbl B OpraHbl TOCYJapCTBEHHOW BJIAcTH CyOBEeKTOB Poccuiickoii
Oenepanuu B chepe oxpaHbl 310pOBbs, YKa3aHHbIE OpraHbl BIACTH CaMOCTOSITENILHO 3alpaliuBaioOT 3TH
CBEJICHMSI B TOCYJapCTBEHHBIX BHEOIOIKETHBIX (POHIAX.

Cenenuss o OOJbHOM (HAmpaBieHMs, W3BEILIEHUS), MpPEICTaBIsieMble B JJIEKTPOHHOM BHUJIE,
MOJIJIEKAT 3aBEPEHUI0 3JIEKTPOHHOM MOJMUCHIO JOJKHOCTHOTO JIMIIA OpraHa rocyJapCTBEHHON BIIacTH
cyonbekTa Poccmiickoit @enepanuu B chepe 0XpaHbl 37J0pPOBbS.

13. B cayuae Beie3ga O0JBHOTO 3a TIpeaebl Tepputopun Poccuiickoit denepaniuyu Ha MOCTOSHHOE
MECTO JKUTEIHCTBA WU MECTO MpeObIBaHUS (B Cllydae €CIM CPOK MPeObIBaHMs MPEBHIIIAET 6 MECAIEB), a
TaK)Ke B ClIydae CMEPTU OOJIBLHOTO CBEJIEHUS O HEM MOJUIekKaT ApXUBUPOBAHUIO.
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YTBEPKAEHbI
nocranosjaennem IlpaBurtenbcrBa
Poccuiickoii Penepanuu

oT 26 HosiOps1 2018 r. N 1416

Ilepeyenn
yrpatuBmux cuiay akros IIpaBureancrBa Poccuniickoii @exepanuu

1. ITocranoBnenue IlpaBurensctBa Poccuiickoit @enepamuu ot 26 aexabpst 2011 1. N 1155 "O
3aKyIKax JIEKApCTBEHHBIX MpenapaToB, MpeIHa3HAUYCHHBIX 7151 00eCcTIeYeHUs UL, OOJIBHBIX TeMO(HIUCH,
MYKOBHUCIIHI030M, TUIO(U3apHBIM HAaHU3MOM, 0oJe3HbI0 ['o111e, 3710kauecTBEHHBIMI HOBOOOPA30BaHUAMU
TMM(OUIHOM, KPOBETBOPHOW W POJCTBEHHBIX UM TKaHEH, pacCesHHBIM CKJIEPO30M, JHIl TOCHe
TpaHcIIaHTauu opranoB u (wm) Tkaneit" (CobOpanue 3akoHogarenscTBa Poccuiickoii denepanuu, 2012,
N 1, ct. 186).

2. Tlocranosnenue IlpaButensctBa Poccuiickoit @enepauun ot 26 ampens 2012 r. N 404 "O6
yrBepkaeHnu [IpaBun Benenus degepaibHOTO perucTpa Juil, O0JbHBIX reModuiIrel, MyKOBUCIIHI030M,
runopu3apHblM HaHU3MOM, OoJe3Hbio ['ole, 3710Ka4ecTBEHHBIMH HOBOOOPA30BaHMUAMHU JTHM(OUIHOM,
KPOBETBOPHOW U POJICTBEHHBIX UM TKAHEH, pacCEsTHHBIM CKIIEPO30M, JIULL [10CJIE TPAHCIIAHTALIUM OPTaHOB
u (umm) Tkanei" (CoOpanue 3akoHomarenscTBa Poccuiickoit denepanuu, 2012, N 19, cT. 2429).

3. Ilynkter 176 m 190 usmeHeHuii, KoTopele BHOcATCA B akThl [IpaBurensbcrBa Poccuiickoit
@denepauuy O BOIpOCcaM JEATEIbHOCTH MuHHCTEpCTBa 3apaBooxpaHeHus Poccuiickoir denepanuy,
YTBEpP)KJICHHBIX TocTaHoBieHueM [IpaBurensctBa Poccuiickoit @eneparun ot 4 centsiops 2012 r. N 882
"O BHeceHMM H3MEHEHUH B HeKoTopble akThl IlpaButenbcTBa Poccuiickoit @enepanuu 1o BOIpocam
nesTenbHOCTH MuHHCTEepCcTBa 31paBooxpaneHus: Poccuiickoit @eneparnun" (CoOpaHue 3aKOHOIATENBCTBA
Poccuiickoit ®enepanuu, 2012, N 37, ct. 5002).

4. Tlocranosnenue llpaBurensctBa Poccuiickoit @enepanuu ot 24 anpens 2015r. N 389 "O
BHECEHUM M3MeHEeHMI B nmoctanoBieHue [IpaButenbcTBa Poccuiickoii @eneparun ot 26 nexkabps 2011 r.
N 1155" (Cobpanue 3akonomarensctBa Poccuiickoit denepanuu, 2015, N 18, cT. 2709).

5. Tlocranosnenue IlpaButenbctBa Poccuiickoit ®denepauun ot 9 ampens 2016 r. N 288 "O
BHeceHUHn wu3MeHeHuil B IlpaBuna Benenuss PenepanbHOrO perucTpa Jul, OONBHBIX TeMO(HIHEH,
MYKOBHUCIIHI030M, TUIO(U3apHBIM HAaHU3MOM, 0oJe3HbI0 ['o111e, 3710kauecTBEeHHBIMI HOBOOOPA30BaHUAMU
TMM(OUIHOM, KPOBETBOPHOW W POJCTBEHHBIX UM TKaHEH, pacCesHHBIM CKJIEPO30M, JHIl TOCHe
TpaHcIIaHTauu opranoB u (wnm) Tkaneit" (Cobpanue 3akoHogarenscTBa Poccuiickoii denepanuu, 2016,
N 16, c1. 2225).

6. Ilocranosnenue IlpaBurenscrBa Poccuiickoit ®@enepanun or 11 asrycra 2016 . N 784 "O
BHECEHUH M3MeHEeHHI B nmoctanoBieHue [IpaButenbcTBa Poccuiickoii @eneparun ot 26 nekabps 2011 r.
N 1155" (Cobpanue 3akononarenscTBa Poccuiickoit denepanuu, 2016, N 34, cT. 5242).

7. IlocranoBnenue IlpaButenbctBa Poccuiickoit ®@enepanuu ot 17 ampens 2017 r. N 457 "O
BHECEHUM W3MeHeHuil B IlosojkeHne o 3aKynkax JIEKapCTBEHHBIX IPENaparoB, MPEIHAa3HAUEHHBIX JUIS
oOecrieyeHus JUL, OONBHBIX TreMopuiIned, MYyKOBHCLUUIO30M, TUIO(PH3apHBIM HAHU3MOM, OOJE3HBIO
lomre, 370KadecTBEHHHIMH HOBOOOPA30BaHMAMHU JTHM(OUIHON, KPOBETBOPHOW M POACTBEHHBIX MM
TKaHEH, pacCesHHBIM CKIIEPO30M, JIMI[ MOCJIE TpaHCIUIAHTaUuu opraHoB u (wiau) TkaHei" (CoOpanue
3akoHoarenscTBa Poccuiickoit ®denepanuu, 2017, N 17, ct. 2577).
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