[Tocranosnenue [IpaBurensctBa PO ot 26 Hos6ps 2018 r. N 1416
"O nopsiike opraHu3anuy o0ecreyeH st JeKapCTBEHHBIME MperapaTaMu JIUIl, O0JIbHBIX TeMO(HIHEH,
MYKOBHMCLHUI030M, TUITO(QHU3apHBIM HAHU3MOM, 00JIe3HbIO [ o111e, 310KaueCTBEHHBIMU HOBOOOPa30BaHUSAMU
TUMQOUIHOHN, KPOBETBOPHOW U POJICTBEHHBIX UM TKaHEH, paccessHHBIM CKIIEPO30M,
TE€MOJUTUKO-YPEMUUECKUM CUHIPOMOM, FOHOILIECKUM apTPUTOM C CUCTEMHBIM HAyajoM,
mykononucaxapuao3om |, Il u VI Tumnos, jui nmocie TpaHCIUTaHTAUKU OPTaHOB | (MITH) TKaHEH, a TakkKe o
IIPU3HAHUU YTPATUBIIMMU CHIIy HEKOTOPbIX akToB IIpaBurensctBa Poccuiickoin @enepanun”

B penakiun [locranoBnenus [IpaButensctBa Pocentickoit @eneparun ot 10 urons 2025 . N 877
B penakiun [locranosnenus [IpaButensctBa PO ot 15 dheBpans 2023 . N 229

B penakiun [locranosnenus [IpaButensctBa P® ot 26 mrons 2021 r. N 1025

B penakiun [Tocranosnenus [IpaButensctBa PD ot 27 mapra 2020 . N 344

B cootBerctBuu ¢ myHkroMm 21 yactu 2 ctarbu 14 u yactamu 7 - 9 crathu 44 denepanbHOro
3akoHa "O0 oCHOBax OXpaHbl 310pOBbs TpakaaH B Poccuiickoit @enepanuu” IlpaButensctBo Poccuiickoit
denepauuy NOCTAaHOBIISET:

1. Y1BepauTh npuiiaraeMsie:

[TpaBuia opranu3zanuu o0ecredeHus JICKapCTBEHHBIMH NpenapaTaMy JIUI, OOJbHBIX reMopuIneH,
MYKOBHCILHUI030M, THIIO(GU3APHBIM HAHU3MOM, OoJie3HbI0 [ o111e, 310Kka4yecTBEHHBIMU HOBOOOPAa30BaHUSIMHU
TUMQOUAHON,  KPOBETBOPHOM M POJACTBEHHBIX MM  TKaHeW,  pacCesHHbIM  CKJIEpPO30M,
TeMOJINTUKO-YPEMHUECKUM  CHHIPOMOM,  IOHOIIECKMM  apTPUTOM C  CHCTEMHBIM  HayaJioM,
mykomnonucaxapugozom |, Il u VI Tumnos, amnactuueckoil aHemMuel HEyTOYHEHHOW, HACJIEJICTBEHHBIM
nepunurom (dakropos |l (pubpunorena), VIl (madbunsHoro), X (Crroapra - Ilpayspa), auim mocie
TpaHCIUIAHTAIlMX OPTaHoB U (MJIM) TKaHEH,

[TpaBuna Benenus denepanbHOr0 perucrTpa JUl, OOJBHBIX TeMO(PHINEH, MYKOBHCIHIO30M,
runou3apHeIM HaHU3MOM, OoJe3Hbl0 l'ole, 3710Ka4eCTBEHHBIMH HOBOOOPA30BaHHMSIMHU JHUMQOHUIHOMH,
KPOBETBOPHOW M POJCTBEHHBIX WM TKaHEH, pacCesHHBIM CKJIEPO30M, TI'€MOJIUTUKO-YPEMUUYECKUM
CHUHJIPOMOM, IOHOIIECKHM apTPUTOM C CUCTEMHBIM HauyanoMm, Mykomnosmcaxapuaozom |, Il u VI tunos,
aryIaCTUYECKON aHeMHUel HeyTOYHEHHOMW, HachencTBeHHbIM AedurmroM dakropoB Il (pudbpunorena), VII
(mabmeHOTO), X (CTrOApTa - [Ipayspa), ui mocie TpaHCIUIAHTALlMU OPTaHOoB U (MJIN) TKaHEH,;

IepedeHb YTpaTUBIINX cuily akToB IIpaBurenscrsa Poccuiickont denepanuu.

2. MunucrepctBy  3apaBooxpaHeHuss — Poccuiickoir ~ denepanuu B YCTaHOBJIEHHOM
3akoHoZaTenbcTBOM  Poccuiickoit  @enepauuu  mopsake ocyllecTBUTh 3akynky Ha 2019 ron
JIEKapCTBEHHBIX IpEenapaToB JJIsl MaTOr€HETUYECKOTO JICUEHUs JIUL, OOJBHBIX TeMOIUTHKO-YPEMUUYECKUM
CHUHJIPOMOM, IOHOIIECKHM apTPUTOM C CUCTEMHBIM HauyaynoMm, Mykomosmcaxapuaozom |, Il u VI tunos,
BKJIIOYEHHBIX B I€peUeHb )KU3HEHHO HEOOXOAMMBIX M BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB.

2%, McTouHnkoM (MHAHCHPOBAHHMS OPraHM3allid OOECHeYeHHs IeKapCTBEHHBIMH MpernapaTaMu
nereit B Bo3pacte A0 18 ser, OonbHBIX remModuined, MyKOBHUCUMIO30M, THNO(U3APHBIM HAHHU3MOM,
Oone3nblo ['ome, 3710Kka4YeCTBEHHBIMA HOBOOOPA30BAHUSAMU JTUM(OUAHOM, KPOBETBOPHOIH U POJICTBEHHBIX
UM TKaHEH, pacCessHHbIM CKJIEPO30M, T'€MOJUTUKO-YPEMUUYECKUM CHHIPOMOM, FOHOIIECKUM apTPUTOM C
CHUCTEMHBIM HayasioM, Mykonosnucaxapugozom |, Il u VI tunos, aruiactuueckoil aHeMueil HeyTOUHEHHOM,
HaclnencTBeHHbIM aedurutom ¢daktopos |l (pudpunorena), VIl (mabunsHoro), X (Crroapra - [Ipayapa),
nereil B Bo3pacte 10 18 ner mocne TpaHcrutantanmu opraHoB u (wiau) TkaHei ¢ 2023 roga sBASIOTCS
OIOJDKETHBIE ~ aCCUTHOBAaHMSA, MPEIYCMOTpEeHHble B  (QeaepanbHoM  Owopkere  MHHHUCTEPCTBY
3npaBooxpaHeHuss Poccuiickon  ®enepanuu it DoHxa  NOANEPKKUA  JETEHM € TSKEIBIMU
KHU3HEYTPOXKAIOIIUMH M XPOHMYECKUMH 3a00JICeBaHUSIMH, B TOM 4YHUCIE peaKuMu (opQaHHBIMH)
3aboneBanusmMy, 'Kpyr nobpa”.

3. MunucrepctBy 31apaBooxpaHeHus Poccuiickoit ®epepauuu gaBaTh  pa3bsICHEHHS IO
NPUMEHEHMIO MTPABUJI, YTBEPKICHHBIX HACTOSIIUM ITOCTAHOBIICHHEM.

4. Hacrosiee noctaHoBieHue BeTynaeT B cuity ¢ 1 suBaps 2019 r., 3a uckiaroueHHeM MyHKTa 2,



KOTOpBIﬁ BCTYIIACT B CUIIYy CO JHA O(I)I/IL[I/IaJIBHOFO OHYG.HI/IKOBaHI/IH HaCTOAIICTO ITIOCTAHOBJICHU .

[Ipencenarens IIpaBurenbcrBa J1. MenBenen
Pocculickon denepanuun

YTBEPKEHBI
nocranoBjeHueM IlpaBuresbcTBa
Poccuiickoit @enepannu

ot 26 Hosiopst 2018 r. N 1416

[MpaBuia
opraHu3anuu odecnevyeHus JeKapCTBeHHbIMU NpenapaTaMu JuL, 60JbHBIX reModuinei,
MYKOBHMCIH/1030M, THNO(HU3aAPHBIM HAHM3MOM, 00./1e3Hb10 ['o111e, 310KaYeCTBEHHBIMH

HOBOOOpa30BaHMAMM JUM(POUTHON, KPOBETBOPHOM H POACTBEHHBIX HM TKAHEei, paccestHHbIM

CKJIEPO30M, FeMOJUTHKO-YPeMHYECKHM CHHAPOMOM, OHOIIECKHM apPTPUTOM € CHCTEMHBIM
HayaJjioM, MykonoJucaxapuaosom |, 11 u VI Tunos, anuactuyeckoii aHeMueil HeyTOYHEHHOH,
HaCJIeACTBeHHBIM Jepunutom paxktopos |1 (pudpunorena), VIl (1aduabnoro), X (Ctoapra -

[payspa), Jun nocJjie TPAHCIUIAHTAIMH OPraHoB H (WJIH) TKaHel

1. Hacrosimme [lpaBuia ycTaHaBIMBAIOT MOPSIOK OpPTaHU3alMM OOECTEYEHHUs JIHI, OOJBHBIX
remMouiuel, MyKOBUCIMI030M, TUNO(HU3apPHBIM HAaHU3MOM, Ooye3Hbl0 [omie, 3710KauYeCTBEHHBIMU
HOBOOOPAa30BaHUSIMHU JTUMQPOUTHON, KPOBETBOPHOU U POJCTBEHHBIX UM TKAHEH, PACCESHHBIM CKJIEPO30M,
TEeMOJUTHUKO-YPEMUYECKUM  CHHIPOMOM,  IOHOIIECKUM  apTPUTOM C  CHCTEMHBIM  HAyaJioM,
mykononucaxapuao3om |, Il u VI Tunos, ammactuyeckoii aHeMuedl HEYTOUHEHHOMW, HACIICICTBEHHBIM
nepunutom (dakropos Il (pubpunorena), VIl (madbunsHoro), X (Crroapra - Ilpayspa), aui mocie
TPaHCIUIAHTAllMM OpraHoB W (wiam) TKaHed (nanee - OOJIbHBIC) JIGKAPCTBEHHBIMHU IpenapaTraMu JUist
MEJUIIMHCKOTO TMPUMEHEHHs, TNpeJHAa3HAYCHHBIMU [UUIsl JICYGHUs YKa3aHHBIX 3a0o0JieBaHHi, TIO
yTBep)kaeHHOMYy [IpaButensctBoMm Poccuiickoit @enepanuu MEepevHIO JIEKAPCTBEHHBIX MPENaparos,
c(OPMHUPOBAHHOMY B YCTAaHOBJICHHOM MM Tmopsjke (nanee - JIGKapCTBEHHBIC MperapaThl), a TaKKe
MOPSAZIOK U YCIOBHS TEpeladyd JIEKapCTBEHHBIX MpenaparoB B COOCTBEHHOCTh CyOBEKTOB Poccuiickoit
denepanuu.

2. VctounnkoMm (hMHAHCHPOBAHUS OpPTaHM3alMU oOecreueHus: OONBHBIX B Bo3pacTe oT 18 ser u
CTaplie JIeKapCTBEHHBIMH IIpermapaTaMy SIBISIOTCS OFO/DKETHBIE ACCUTHOBAHWSI, MPEIyCMOTPEHHBIE B
benepanbHOM OrOIKEeTe MUHUCTEPCTBY 31paBooxpaneHus: Poccuiickoit denepanyy Ha yKa3aHHBIE TEIH.

HcTounnkoMm (hMHAHCUPOBAHUS OpraHM3aliK obOecreyeHus OONBHBIX B Bo3pacTe A0 18 ner
JIEKapCTBEHHBIMU TIPeTapaTaMH SIBISIFOTCS OFODKETHBIE ACCUTHOBAHUS, TIPEyCMOTPEeHHbIE MUHUCTEPCTBY
3npaBooxpaHeHust Poccuiickoin  @epepanuun g DoHAa  NOANEPKKUA  JE€TEd C  TSKEIBIMHU
KU3HEYTPOXKAIONIMMUA M XPOHUYECKUMHU 3a00JICBaHHUSIMU, B TOM uuclie peakumu (opdaHHBIMU)
3aboneBanusMy, "Kpyr nobpa”.

Opranuzaiius ¥ OCYIIECTBICGHHE 3aKyNOK JIEKAPCTBEHHBIX IMPEMmapaToB O0ECIEUUBAIOTCS
denepanbHBIM  Ka3eHHBIM yupexaeHueM ' denepanbHbIl I[EHTP IJIAHUPOBAHUS U OpraHHU3AIUU
JIEKapCTBEHHOTO obecmeueHus: Trpaxaan’ MuHuctepcTBa 31apaBooxpaHeHust Poccwuiickoit deneparuu
(manee DenepasibHBI LEHTP) B Mpelesiax JOBEACHHBIX J0 Hero MUHHCTEPCTBOM 3ApaBOOXPAHCHUS
Poccuiickoii @enepanuu TMMUTOB OI0HKETHBIX 0053aTENbCTB.

MunuctepcTBO 31paBooxpaneHusi Poccuiickoit @enepanuu He mo3nHee 1 mMapTa TeKyliero roga
MH(GOPMHUPYET UCTIOHUTENbHBIE Opranbl cyobekToB Poccuiickoit denepanuu B chepe OXpaHbl 3A0POBBS O
IUTAHUPYEMBIX MM MpeAeibHBIX 00beMaX OO/UKETHBIX ACCUTHOBAHWUN Ha oyepeqHOW (PMHAHCOBBINA TOJ,
paccuuTaHHbIX MuHHCTEPCTBOM 3apaBooxpaHeHuss Poccuiickori denepaunv Ha OCHOBAaHWU CBEICHUH,
npenctaBiusieMblx 10 15 ¢eBpans Tekymero roga ®denepanbHbIM IICHTPOM, C YYETOM YHCICHHOCTH



OONBHBIX U CpelHEro oObeMa OIO/DKETHBIX aCCUTHOBAHMU 32 3 ()MHAHCOBBIX T0Ja, MPEANISCTBYIOIINX
TeKymeMy (UHAHCOBOMY TOJTy.

3. IlpaBo OonbpHOTO Ha obecrieueHUe JICKApCTBEHHBIMHM IMperapaTaMd BO3HHKAeT CO JHSA
BKJIIOYECHHUSI CBEICHUM O HEM B pErHoHaJbHBIA cerMeHT @denepasbHOrO perucrpa Jul, OOJBHBIX
reMopuiInel, MYKOBHUCIHIO30M, THUNO(U3apHBIM HAHU3MOM, Ooje3Hbio ['omie, 3710KaueCTBEHHBIMH
HOBOOOPA30BaHUSAMH JTUM(OUIHOHN, KPOBETBOPHOW M POJICTBEHHBIX UM TKAaHEH, paCCESHHBIM CKJIEPO30M,
TEMOJINTUKO-YPEMHUECKUM  CHHIPOMOM,  IOHOIIECKMM  apTPUTOM C  CHCTEMHBIM  HayalloM,
Mykononucaxapugo3om |, Il u VI tunos, annactudeckoil aneMuedl HEYTOUYHEHHOM, HACIEICTBEHHBIM
nedurutrom ¢akropoB Il (pubpunorena), VIl (madbunbaoro), X (Crroapra - Ilpayspa), auir mocie
TpaHCIUIAHTALMU OpraHoB U (wim) TkaHe (nanee - denepanbHbIi perucTp).

Jlata BkIO4YeHHS OOJIBHOTO B PETrMOHANbHBIM cerMeHT denepanbHOro perucrpa (Guxcupyercs
JevyaliiM BpauoM B MEIUIMHCKOM KapTe NalKeHTa, MOIyYalolero MEAUIUHCKYI0 TIOMOLIb B
amMOyJIaTOPHBIX yCIOBHSIX.

4. Opranmzanus obecneueHuss degepaabHbIM HEHTPOM 32 CUET CPeACTB (heaepanbHOro OromKera
OOJIBHBIX JIEKAPCTBEHHBIMU INpenapaTaMyd OCYILECTBISETCS B COOTBETCTBUU C TOPSAIKAMH OKa3aHUs
MEJIULMHCKON ITOMOILHY, YTBEPKAECHHBIMU MUHKUCTEPCTBOM 31paBooxpanenus Poccuiickon @enepaunu, ¢
Y4€TOM CTaHJapTOB MEAMLMHCKON MOMOIIM U HA OCHOBE KJIMHUYECKHX PEKOMEHIAINH.

5. B memsx mNOCTaBKM JIEKAPCTBEHHBIX IPENapaToB HCIOJHUTEIbHbBIE OpraHbl CyOBEKTOB
Poccuiickoii ®enepanu B cdepe OXpaHbl 370pOBbS ONPENENIAIOT PACIONOKEHHbIE B CyOBEKTax
Poccwuiickoit Deneparn opraHu3alyy, UMEIOIINE JTHIEH3UI0 Ha OCYIIECTBICHUE MEAUIMHCKOW 1 (HITH)
(apMarieBTUUECKON JIeSTETbHOCTH M YIOJHOMOYEHHbIE HAa MOJY4YEHHE JICKApCTBEHHBIX IPernaparoB
(manee - opraHu3aIMU-TIONyYaTEeNN).

MunucrepcTBO 31paBooxpaneHus Poccuiickoit ®enepanuu UHPOPMHUPYET HCHOIHUTEIbHbIE
opransl cyObekToB Poccuiickoit @enepanuu B cepe oXpaHbl 370pOBbS O BOZMOKHOCTH MPEACTaBICHUS
He mo3aHee 15 ampens Ttekymero roga B dDenepanbHbl LEHTP NpeABApUTENbHBIX 3asBOK 0e3
COIJIACOBAHUS, MPETYCMOTPEHHOT 0 IyHKTOM 6 Hactosimux [IpaBui.

@enepanbHblii LEHTP C YYEeTOM MPEIBApUTENIBHBIX OOBEMOB JIEKAPCTBEHHBIX MpPENapaTos,
OIpeJeNIEHHBIX HAa OCHOBAHUM IPEJCTABICHHBIX B COOTBETCTBUHU C ab3alleM BTOPHIM HACTOSIIETO MyHKTa
NpEeABAPUTENIFHBIX 3asBOK, HANpAaBISET MPOM3BOAMTENSIM U (WJIM) MOCTAaBIIMKAM JIEKAPCTBEHHBIX
IIPENapaToB 3alpoChl C LEJIBI0 ONPEIEICHNs BO3MOKHOCTH MPOM3BOACTBA U IOCTABKHU JIEKAPCTBEHHBIX
IpenapaToB, a TaK)Ke MX CTOMMOCTH U He Mo3/Hee 1 Mast TeKyIero roja npejacraBiseT B MUHUCTEPCTBO
3apaBooxpaHeHus Poccuiickoit @enepanun cBOAHYIO HH(pOpPMAIMIO, B TOM YHUCIE NPEIyCMOTPEHHYIO
HACTOSIUM a03aleM.

6. MunucrepctBo 31paBooxpanenus Poccuiickoit @enepannu He no3aHee 1 U TEKyLero roaa
MHGOPMUPYET UCTIOIHUTENIbHBIE Opranbl cyObekToB Poccuiickoit @enepanuu B cepe oXxpaHbl 370pOBbS O
BO3MOXKHOCTH TMpeAacTaBieHuss B DenepanbHblii LeHTp He mno3aHee 20 aBrycra TeKyLIero roja
COIJIACOBAHHBIX TEPPUTOPHATIBHBIMU opraHamu @DenepanbHOl  cioykObl 1O Ham3opy B cdepe
3IpaBOOXPAaHEHMsI 3asBOK HA MOCTABKY JIEKAPCTBEHHBIX IpENapaToB Ha OYepeHON (MHAHCOBBIN TOJ IO
dopme, yTBepkIeHHOW MHUHUCTEPCTBOM 3/paBooxpaHeHus Poccuiickoit @enepanuu (nanee - 3asBKu), ¢
NPUIIOKEHUEM 00OCHOBaHUH MO 00BbEMY C YYETOM HMMEIOIIMXCS OCTATKOB JIEKAPCTBEHHBIX MPENaparoB, a
TaKXe MepeyHs OpraHu3alui-nonryyaTenei.

[ToTpedHOCTH (00BEM OCTABKM) B JICKAPCTBEHHOM IIpenapare onpeaessieTcs ¢ y4eTOM CTaHAapToB
MEJIMLMHCKON MOMOIIM U HAa OCHOBE KIIMHUYECKUX PEKOMEHJAIUI UCXO0/I U3 eXKEMECIUHON (akTHUecKon
noTpeOHOCTH OOJBHBIX B JIEKAPCTBEHHBIX INpernaparax B COOTBETCTBUU CO CBEACHHUSMU PErMOHAIBHOIO
cermeHTa deepaqbHOrO PerucTpa U Heo6XoAUMOCTH (HOPMUPOBAHMS 3amaca JIEKApCTBEHHOIO Ipenapara
Ha 15 Mmecsues.

7. CornacoBaHue 3asiBOK OCYIIECTBIISICTCS TEPPUTOPUAIBHBIMU opraHaMu DenepanbHOM CITyKObI
[0 HaJI30py B cdepe 31paBoOXpaHEHHs B Cpok, He mpesblmaromuil 10 paboumx aHel co AHS HX
MOCTYIIJICHUST OT HCIOJIHUTENBHBIX OpraHoB cyowbekToB Poccuiickoit ®dexepaunu B cdepe oxpaHbl
3JI0POBbsl, B YaCTH KOPPEKTHOCTH BHECEHMs CBEIEHUM O TEKYIIMX OCTAaTKaX JIEKAPCTBEHHBIX MpenapaToB



IIOCPEICTBOM CHUCTEMbI MOHUTOPHHIA ABUKECHUS JICKAPCTBEHHBIX IIPENapaToB.

8. ®dexmepanbHBI LEHTP paccMaTpUBAeT 3asBKA Ha COOTBETCTBHE YCTAaHOBJICHHOH Qopme,
yTBEpkKACHHOW  MuHucTepcTBOM — 3apaBooxpaHeHuss — Poccuiickon — ®denepauuu, Ha  IpeaMer
O00OCHOBAaHHOCTH  3asBJICHHBIX ~ OOBEMOB  JIEKQPCTBCHHBIX  IPENapaToB,  KoOppekTupyeT  (mpu
HEO0OXOJUMOCTH) U COITIaCOBBIBAET HUX.

He no3nnee 15 centabps tekymero roga OenepaibHblil IEHTP NPEACTABISIET 3asiBKU B KOMUCCHIO
MununcTepcTBa 3apaBooxpaHenus Poccuiickoit @enepaiuu mo pacCMOTPEHHIO 3asBOK (J1aee - KOMUCCHSI)
JUISl UX PacCMOTPEHMUS C y4acTHEM mpencraButenied degaepanbHOro nenrpa, Poxga NoaaepKKu AETEN ¢
TSDKEJIBIMU KH3HEYTPOXKAIOIIUMH U XPOHUYECKHMH 3a00JIEBAaHUSMY, B TOM YHCIIE peIKUMH (OphaHHBIMU)
3abosneBanusMy, "Kpyr no0Opa”, nCOTHUTEIBHBIX OpraHoB cyOobekToB Poccuiickoit dexepaunu B chepe
OXpaHbl 370pOBbs (B TOM 4YHCIE€ C WCIOJIb30BaHUEM HH(OPMALUOHHO-TEIIEKOMMYHHUKAIIMOHHBIX
TEXHOJIOTUH) Ha NpeAMET OOOCHOBAHHOCTH 3asBJICHHBIX OOBEMOB JIEKAPCTBCHHBIX IIPEMaparoB, HX
KOPPEKTUPOBKHU NPH HEOOXOAUMOCTH M YTBEpPKJICHHS OOBEMOB IOCTaBOK JICKAPCTBEHHBIX MpPENapaToB.
IlonoxeHrne 0 KOMHMCCUU U €€ COCTaB YTBEPKIAATCI MHUHUCTEPCTBOM 31paBooxpaHeHus Poccuiickoit
depnepanun.

PaccmoTpenue 3asBOK, YTBEp)KJEHHE OOBEMOB IIOCTABOK JIEKAPCTBEHHBIX IPENApaToB H
npezcrasieHne B deaepanbHblil EHTP CBEACHUN 00 yTBEP)KJICHHBIX 00bEMax MOCTABOK JICKAPCTBEHHBIX
IPenapaToB OCYIIECTBIIAIOTCS KoMuccuer B TeueHue 30 KaJleHJapHbIX JHEH O JAHSA MOCTYIUICHUS 3asBOK
ot @enepanbHOro neHrpa. [Ipu paccMoTpeHnn 3asBOK KOMUCCHEHW YUUTBHIBAETCS U3MEHEHUE YHUCICHHOCTH
OO0JIbHBIX, KOTOPOE MPOU30IIIO B TEKYIIIEM TOAY.

VYTBepkeHHe 00BEMOB IOCTABOK JIEKAPCTBEHHBIX MpPENapaToB OCYIIECTBISIETCS KOMHCCUEH C
ydyeToM HHGOPMAIMH, TNPEICTABICHHONW MPOU3BOIUTEISIMUA W (WJIM) TMOCTaBIIMKAMU JIEKAPCTBEHHBIX
IpenapaToB B COOTBETCTBUHU C a03aleM TpeThbUM IyHKTa 5 Hactosmux [IpaBun B depepanbHblil EHTP, O
BO3MOKHOCTH IIPOU3BOJCTBA U IIOCTABKHU JIEKAPCTBEHHBIX IIPENApaTOB.

CeeneHuss 00 yTBEpXKIEHHBIX KOMHCCHEH 0O0BEeMax IIOCTaBOK JIEKAPCTBEHHBIX IpenapaToB
HanpasJsitoTces PenepaiabHBIM LIEHTPOM B HCIIOTHHUTENbHBIE Opranbl cyobekToB Poccuiickoit denepanuu B
cdepe oxpaHbl 37J0pOBbs B TeueHHe 3 pabouux AHEN CO AHSA MOCTYIUICHUS CBEIEHUH OT KOMUCCHHU.

9. OOBbeM mOCTaBOK JICKApCTBEHHBIX MpenapaToB (opMHUpyeTcs B Ipelenax OrIKeTHbBIX
ACCUTHOBaHU, TMpeayCMOTPeHHbIX B (QenepalbHOM 3akoHe O (enepanpHOM  Oromkere Ha
COOTBETCTBYIOIIUI (MHAHCOBBIM TOA M IUIAHOBBIM MEPUONA, M JMUMHTOB OIO/DKETHBIX 0053aTENbCTB,
JIOBEJICHHBIX B YCTaHOBJIEHHOM NOpsKe 10 Munucrepcrsa 3apaBooxpanenus Pocculickoit denepanuu Ha
3aKyIIKY JICKAPCTBEHHBIX IIPENapaToB.

10. B cooTBeTcTBUM C YTBEpXKIECHHBIMH OOBEMaMM IIOCTAaBOK JIEKAPCTBEHHBIX IPENapaToB
@enepanbHbll LEHTP B YCTAHOBJICHHOM 3aKOHOJATENbCTBOM Poccuiickoii dPexepanuu mOpsiake
OCYLIECTBIISET 3aKYyIIKY JICKAPCTBEHHBIX IIPENapaToB.

11. TIlocTaBHIMKM  JICKQpCTBEHHBIX  IpEMNapaTtoB, ONpEAEICHHblE B  COOTBETCTBUU  C
3akoHOJaTenbcTBOM Poccuiickoit @enepaunu, npeacraBisaior B DenepanbHblil HEHTP O0(OpMIIEHHBIE B
YCTQHOBJICHHOM MOPS/IKE JOKYMEHTHI, IMOATBEpXkAatouIre (akT MOTy4YeHHUs JICKapCTBEHHBIX IpenapaToB
OpraHU3aLUAMU-TIONyYaTeIMY, B TOM 4YHCIIE€ HaKJIaJAHbIE M AaKThl IPUEMA-TIEPEAAUd JIEKAPCTBEHHBIX
[Ipenaparos.

12. TIpaBo coOcTtBeHHOCTH cyOBEKTOB Poccuiickoit depepannu Ha JIEKapCTBEHHBIE IPENaparthl,
MOJIyYCHHbIE OpPraHU3aLUAMU-TIONyYaTeNsIMU B COOTBETCTBMM C myHKTOM 11 nHacrosmux IlpaBu,
BO3HUKACT HA OCHOBAHHM JOKYMEHTOB, NOATBEP)KIAIOIIUX (DAKT MOIYyUYEHUS JICKApPCTBEHHBIX MpenapaToB
OpraHu3alUsAMU-TI0JIy4aTeIAMH.

13. denepanbHblii LEHTp U HCHOJIHUTENbHBIE OpraHbl cyOobekToB Poccuiickoit deneparuy,
OIpe/IeJICHHbIC BHICIIUMHU JTOJDKHOCTHBIMU JIMIIAaMH cyOBbeKkToB Poccuiickoii @enepannu (mpeacenaTensimu
BBICIIMX HCIIOJIHUTEIBHBIX OpraHoB cyObekToB Poccuiickoit ®Denepanmm) (nanee - yHOJIHOMOYECHHBIC
OpraHbl), ©KEMECSYHO OCYIIESCTBISAIOT HA OCHOBAaHMM HM3BEUICHWH, HANpaBISIEMbIX YIIOJIHOMOYCHHBIMHU
opranamMmu B DenepanbHbIl  LUEHTP, CBEPKY  JICKAPCTBEHHBIX  IPENapaToB,  IMOJIYYEHHBIX
OpraHU3alUsAMU-TI0yYaTEIAMH.



14. Oprasuzanuu-noiay4arend MPUHUMAIOT JIEKapCTBEHHBbIC NpenapaThl Ha Y4eT B TedyeHue 2
pabouux nHEH cO IHS WX MOJYYEHHS OT MOCTABIIMKOB JICKAPCTBEHHBIX NPEMapaTroB, 00ECHEUMBAIOT UX
COXPaHHOCTb U LIEJIEBOE UCIIOIb30BAHMUE.

15. Ilpu HanuuuM SKOHOMMHU OIO/KETHBIX CPEICTB, MONydeHHONH DenepaibHbBIM LIEHTPOM MpU
OCYILIECTBIICHUH 3aKYIIOK JICKAPCTBEHHBIX MIPEMapaToB B COOTBETCTBUHU ¢ MyHKTOM 10 Hacrosmmx [pasun,
MunucrepcTBO 3apaBooxpaHeHus Poccuiickoit @enepanun He mo3znHee 1 ampens ¢UHAHCOBOTO roja,
noTpeOHOCTh B JIGKAPCTBEHHBIX Iperaparax Ha KOTOpBIM oOecreynBaiach MOCPEACTBOM OCYIIECTBICHUS
yKa3aHHbBIX 3aKyNoK, MH()OPMUPYET HCIOJIHUTEIbHbIE opraHbl cyObekToB Poccuiickoit ®dexepauuu B
cdepe oXpaHbl 310pOBbS O pa3Mepe MOJTYYCHHOM KOHOMHHU B LENAX MPEICTABICHUS AOMOTHUTEIbHBIX
3asBOK M O BO3MOXHOCTH MX TpejacTaBieHus He nosaHee 10 ampenst ykazaHHOro (pMHAHCOBOTO roja B
denepanbHbII HEHTD.

@enepanbublii neHTp He mo3aHee 20 ampens yka3aHHOTO ()MHAHCOBOI'O Troja paccMaTpUBaeT
3asBKM, YKazaHHble B a03ale MEpBOM HACTOAIICrO IIyHKTa, KOPPEKTUPYEeT OJTHU 3asBKU (Ipu
HEOOXOAMMOCTH), COTJIACOBBIBACT UX C UCIIOJNHUTEILHBIME OpraHnamu cyobektoB Poccuiickoit denepanuu
B c(epe OXpaHbl 3J0POBbs U HAMIPABISAET B KOMHUCCHIO.

PaccMmoTpenue 3asBOK, YKa3aHHBIX B a03alle IepBOM HACTOSILIETO IyHKTa, YTBEP)KICHUE 00bEMOB
MIOCTAaBOK JIGKAPCTBEHHBIX IpenapaToB W mnpezacraBieHue B DenepanabHbId IIEHTP CBEACHHHA 00
YTBEP)KJICHHBIX 00BbEMax MOCTaBOK JICKAPCTBEHHBIX MPENapaTOB OCYIIECTBIISIOTCS KOMUCCHEH B TEUEHUE
10 xaneHIapHBIX JAHEH CO HS MPEACTaBICHUS TaKUX 3asBOK DenepaabHbIM LIEHTPOM.

CeeneHuss 00 yTBEpXKIEHHBIX KOMHCCHEH 00BEeMax IOCTaBOK JIEKAPCTBEHHBIX IpenapaToB
HanpasisitoTes DeepaabHbIM IIEHTPOM UCTIOIHUTENIBHBIM OpraHaM cyObekToB Poccuiickoit denepannu B
cdepe oxpaHbl 3/J0pOBbs B TeueHHEe 3 pabouux AHEH CO AHSA MOCTYIUICHUS CBEIEHUH OT KOMUCCHH.

3aKynka JIEKapCTBEHHBIX IIpenapaToB M MX Iepefada OCYLIECTBISIIOTCS B COOTBETCTBUM C
nyHktamu 10 - 14 nactosmux [Ipasui.

16. B cnyuyae BKIIIOYEHHUS JIEKAPCTBEHHOI'O NpenapaTa B IepeueHb JICKapCTBEHHBIX MpenapaTos,
yka3aHHbI B myHkTe 1 Hactosmux IlpaBui, He mo3mHee 1 mas ¢uHaHCOBOro roja, MoTpeOHOCTH B
JIEKapCTBEHHBIX IMperapaTtax Ha KOTOpBIM oOecreurBanach MOCPEICTBOM OCYIIECTBJIEHHUS 3aKyIoOK,
yka3zaHHbIX B nyHkTe 10 Hactosmmx IlpaBmi, B CBsI3M C HM3MEHEHHEM CXEM JIeueHHs] OOJIbHBIX
UCTIOJIHUTENbHBIE OpraHbl cyOBekToB Poccuiickoit @enepanun B cdepe OxpaHbl 310pOBbs BIIPaBe
npenctaButh B PenepanbHblil 1eHTp He no3aHee 20 Mas yka3aHHOTO ()MHAHCOBOI'O ToOfa 3asiBKU B
OTHOILIEHUHU TAKOI'0 JIEKAPCTBEHHOIO IIperapara.

®enepanbHblii neHTp He no3aHee 30 Mas yka3aHHOTO (PMHAHCOBOTO IO pacCMaTpPUBAET 3asBKH,
yKa3aHHbIE B a03ale MepBOM HACTOSIIETO MYHKTAa, KOPPEKTHPYET 3TH 3asiBKU (IPU HEOOXOIMMOCTH),
COTJIACOBBIBACT UX C MCIOJHUTEIBHBIMU OpraHamu cyobekToB Poccuiickoit @enepanuu B chepe oXpaHbl
310pPOBbS U HAIIPABIISIET B KOMUCCHIO.

PaccMmoTpenue 3asBOK, YKa3aHHBIX B a03alle IepBOM HACTOSILETO IyHKTa, YTBEP)KICHUE 00bEMOB
IIOCTAaBOK JIEKAPCTBEHHBIX IIpenapaToB W mnpezacraBieHne B DenepanabHbli IIEHTP CBEJCHUHA 00
YTBEP)KJICHHBIX 00BbEMax MOCTAaBOK JIEKAPCTBEHHBIX MPENapaTOB OCYIIECTBIAIOTCS KOMUCCUEH B TeUeHUE
10 xaneHIapHBIX JAHEH CO IHS MPEACTaBICHUS TaKUX 3asBOK DenepaabHbIM LIEHTPOM.

CBeneHuss 00 yTBEpXKIEHHBIX KOMHCCHEH 00BEMax IIOCTaBOK JIEKAPCTBEHHBIX IpenapaToB
HanpasisitoTces PenepaiabHbIM LIEHTPOM B UCIIOJIHUTENbHBIE Opranbl cyobekToB Poccuiickoit denepanuu B
cdepe oxpaHbl 3/J0pOBbsl B TeueHHE 3 pabouux AHEH CO AHSA NOCTYIUICHUS CBEIEHUH OT KOMUCCHHU.

3aKynka JIEKapCTBEHHBIX IIpenapaToB M MX Iepefada OCYLIECTBISIIOTCS B COOTBETCTBUM C
nyHkramu 10-14 nacrosmux [IpaBui.

17. ®enepanbHblii LEHTP B YCTAHOBJICHHOM MUHHMCTEPCTBOM 3/paBooXpaHeHus Poccuiickoit
®enepauuy NOPALKE OCYLIECTBIACT MOHUTOPUHI JBUKEHUS M ydeTa JIEKapCTBEHHBIX IIPENapaToB B
cyobektax Poccuiickoit denepanuu, T0BOJUT 10 CBEICHHUS YHNOJHOMOUYEHHBIX OPraHOB IMOJYYEHHBIE 110
pe3yiabpTaTaM MOHUTOPHMHIA JaHHBIE, B TOM YHUCJIE CBEACHUSA O HOMEHKIIAType, KOJIMYECTBE U CTOMMOCTHU
JIEKapCTBEHHBIX MpenapaToB, 00 OTCYTCTBUM MOTPEOHOCTH B OTAEIBHBIX JIEKAPCTBEHHBIX Ipernaparax
71100 O MOSABICHUU JOMOJIHUTENIBHONW MOTPEOHOCTH B JIEKAPCTBEHHBIX Mpernaparax B CBSI3U ¢ U3MEHEHHEM



B cyOBekTe Poccuiickoit denepanuy 4uCICHHOCTH OOJNBHBIX, U3MEHEHUSMU B HA3HAYCHUSAX JICHAIUMU
BpayaMy JICKAPCTBEHHBIX IMPEMapaToB OOJBHBIM U COTJIACOBBIBAET TepepaclpeielicHHe JeKapCTBEHHBIX
mpemnapaToB MeXAy cyorekTamu Poccuiickoit denepanuu.

18. Ilepenaua mnexapCTBEHHBIX INpenapaToB OaHUM cyObekToM Poccuiickoit ®enepanyu B
COOCTBEHHOCTh JIpyroro cyOnekta Poccuiickoii ®Denepanuu OCYIIECTBISAETCS HAa OCHOBAaHHH aKTa
npueMa-nepenaun. denepalibHbIA LEHTP YBEAOMIISIETCA O TNepenaye JIEKapCTBEHHBIX IPENnapaToB B
tedenne 10 kanmeHAapHBIX MAHEW TMOCIE TOANMUCAHHUS aKTa MpHeMa-lepeladyd YIoJIHOMOYCHHBIMU
OpraHaMu.

19. B cayuae BbIsiBIeHUS B cyObekrax Poccuiickoii ®enepanuu OCTaTKOB JIEKAPCTBEHHBIX
IpemnapaToB, 00ECIeUNBAOIIUX MOTPEOHOCTh B HUX MeHee ueM Ha 60 kaneHmapHbix nHei, DenepabHbIi
LEHTpP NMPUHUMAET MEPHI MO OCYIIECTBICHHUIO IEPBOOYEPETHON MOCTABKU UM JIEKAPCTBEHHBIX MpENapaToB
myTeM UH()OPMHUPOBAHHS COOTBETCTBYIOIIUX MTOCTABIUKOB.

B caywae BbisBieHuss B cyObekrax Poccuiickoit ®epepanuu  OCTaTKOB JIEKaPCTBEHHBIX
npenapaToB, 00eceurnBaOIINX NOTpeOHOCTh B HUX MeHee yeM Ha 30 KajeHJapHbIX JHEH u Oosee yeM Ha
120 xanenmapubix pAHel, DenepanbHBIA LEHTP YBEAOMISET WCIOJIHUTEIbHBICE OPTraHbl CYOBEKTOB
Poccuiickoit ®enepauuu B cdepe OXpaHbl 3I0pOBbS O HEOOXOIMMOCTH IepepacrpeaeicHus
JIEKAPCTBEHHBIX ITPENapaToB.

YHOMTHOMOYEHHBIE OpraHbl B TEUYeHHE [/ PabOuMX JHEH C MOMEHTa MOJYYCHUS YBEIOMIICHHS
OCYULIECTBJISIFOT MOJATOTOBKY aKTa MprueMa-repeIayn.

20. dwunancoBoe o0ecrmedeHHWe 3aTpaT Ha TPAHCIOPTHPOBKY JIEKAPCTBEHHBIX IMPEmapaTos,
yKa3zaHHBIX B MyHKTax 18 u 19 nacrosimux [IpaBui, ocymiecTBIseTCS 3a CUET CPEICTB YIIOTHOMOUYEHHBIX
OpraHoOB, KOTOPBIM NEPEIAIOTCS JIEKAPCTBEHHBIE MPENaparhl.

21. B ciydae opMupoBaHHS OCTATKOB JICKAPCTBEHHBIX MPENapaToB, MPEBHIIAIOIINX TOTPEOHOCTh
B HUX, I obOecriedeHusi OOJBHBIX B Bo3pacte n0 18 ner mubo ot 18 nmer u crapmie o0 odepeaHoit
MOCTaBKM  COOTBETCTBYIOLLIETO  JIEKAPCTBEHHOIO  Ipemapara B  COOTBETCTBUM C  YCIIOBUSMHU
roCyJJapCTBEHHBIX KOHTPAKTOB, 3aKII0YEHHBIX DeepalibHbIM LIEHTPOM, OpraHu3alusi-110IydyaTellb BIpaBe
UCIIONIb30BaTh JIEKAPCTBEHHBIE TMperapaTsl, MPUOOpPETEHHBbIE 3a CUeT HWCTOYHWKA (PUHAHCHPOBaHUS,
yKa3aHHOTO B a03arle mepBoM myHKTa 2 Hacrosimux [IpaBui, B memsx oOecrieueHUss UMH OOJNBHBIX B
Bo3pacTe 10 18 ser, uim UCoap30BaTh JIEKAPCTBEHHBIE MpEnaparhl, MPHOOPETEHHBIE 32 CUeT UCTOYHHKA
(buHAHCUPOBAHUS, YKa3aHHOTO B a03alle BTOPOM MyHKTa 2 HacTosmux [IpaBun, B mensx odecneueHuss UMu
OosIbHBIX B Bo3pacTte 18 siet u crapiue.

[lepepacnpenenenrue JeKapCTBEHHBIX MpENapaToB, yKa3aHHOE B a03alle IMEepBOM HACTOSIIErO
MyHKTA, OCYIIECTBISETCS MPH YCIOBHH TOCIEAYIONIETO BO3MEUICHHsS] B TEKyIIeM (DUHAHCOBOM TOIYy
COOTBETCTBYIOILIETO JICKAPCTBEHHOTO TIperapara B SKBUBAJICHTHBIX JIEKAPCTBEHHBIX (hOpMax, JTO3UPOBKAX,
(hacoBKax MCIOJIb30BAHHBIX JIEKAPCTBEHHBIX MPEMApPaTOB.

22. ®enepalbHbI LEHTP eXekBapTanbHO, A0 10-ro ymcna Mecsia, CIEIyIOMIETO 32 OTYETHBIM
KBapTaioMm, mpeactaBiseT B DenepanpHyro cioyk0y Mo HaA30py B cdepe 3ApaBOOXpaHEHHUS B IIENAX
OCYLIECTBJICHUSI KOHTPOJIA 3a LIEJEBbIM HCIOJIb30BAHUEM JIEKAPCTBEHHBIX IpENapaToB, a TaKXe B
MunucrepctBo 3apaBooxpanenus Poccuiickoit ®denepanuu CBeAeHUST O Mepenadye JIeKapCTBEHHbBIX
npemapatoB  cyOwekty Poccuiickoii ®emepanid W O COIVIACOBAHHBIX  IEpepacHpeesICHUIX
JIEKapCTBEHHBIX MpenapaToB Mexkay cyOnekramu Poccuiickoit denepariuu.

23. B nensx obecniedyeHus: OOJNBHBIX JIEKAPCTBEHHBIMU IpemapaTaMu B MOPSJIKE, YCTAaHOBIEHHOM
3aKoHOJaTeNbCTBOM Poccuiickoit denepainu, OCyECTBIsAETCA Ha3HAUYCHUE JIEKAPCTBEHHBIX MPENapaTos,
oopmiieHrE PEeLenToB Ha IEKAPCTBEHHbIE MPENapaThl U UX OTIYCK.

24. 1lpu HazHayeHUH OOJBLHOMY JIEKAQPCTBEHHBIX MPENaparoB Jieyaliuii Bpad WH(OOPMHUPYET €ro o
BO3MOYXHOCTH IOJIYY€HHUS MM COOTBETCTBYIOIIMX JIEKAPCTBEHHBIX MpenaparoB 0e3 B3UMaHUs TUIAThl B
COOTBETCTBUU € 3aKOHOJATeNbCTBOM Poccuiickon denepannu.

25. B mensx auUHAMHYECKOro HAOMIOJAeHHMS 3a OOJBHBIM W COONIONEHUS TEPUOAUYHOCTH
MOCEIIEHUSI UM MEJUIIMHCKOW OpraHu3alliy JedalluM BpadyoM WK BpaueOHON KOMHCCHEH METUITUMHCKOM
OpraHu3aIy ONPEeNsIeTCs] KOJUYECTBO JIEKAPCTBEHHOTO Mpenapara, KOTOpOoe yKa3bIBaeTCs B peLeTe Ha



JIEKApCTBEHHBIN IIpenapar B COOTBETCTBUM C PEKOMEHIOBAaHHOM CpeIHEN CyTOYHOM M KypCOBOM 030M U
CPOKOM, Ha3HAUYEHHBIM JUIS TOCEUICHHUS.

26. MeauuuHCKasi OpraHu3alus MPeAoCTaBIseT OOJIBHOMY WJIM €r0 3aKOHHOMY IPEICTaBUTEIIO
uHpopMaIHI0 00 OpraHu3alusaX, PacloI0KEHHBIX B TPAHUIIAX MYHUIIUNAIBLHOTO 00pa30BaHUs 110 MECTY
’KUTEIILCTBA WM MECTy NMpeObIBaHMs (B Cllydae eClid CPOK NpeObIBaHMs MPEBHIMAcT 6 MecsIeB) OOJILHOTO
U OCYILECTBIISIONIMX OTIIYCK JIGKAPCTBEHHBIX MpENapaToB, Ha3HAUEHHBIX JICUAIIUM BPauoM, IpaxkJaHaM,
MMEIOIIMM IPaBO Ha oOecreueHHe JIEKapCTBEHHBIMU IperapaTtaMy, OTIYCKaeMbIMU OECIIaTHO, 32 CYET
CpeICTB OIOKETHBIX ACCHUTHOBaHUH QenepalbHOro OromKeTa M OKETOB CyOBeKTOB Poccuiickoii
depnepanun.

27. Ha3zHaueHue JIeKapCTBEHHBIX MPENapaToB OOJbHOMY OCYIIECTBIISIETCS MOCTIEe BKIIOUEHHS €T0 B
peruoHanbHbIi cermeHT PenepanbHoro peructpa. OTIYCK JEKApCTBEHHBIX MpPENnapaToB OOJIBHOMY, €ro
3aKOHHOMY MPEACTaBUTEINIO WIX JIUIY, YIOTHOMOYECHHOMY OOJIbHBIM HIIM €r0 3aKOHHBIM IpPEICTaBUTEIEM
Ha TIOJy4YEHHE JICKApPCTBEHHBIX IPEMapaTtoB, OCYIIECTBISETCS B COOTBETCTBUU C IOPSIAKOM,
YCTaHOBJICHHBIM B COOTBETCTBHHU CO cTaTheil 55 deaepanpHoro 3akoHa "O0 oOpalieHuu JeKapCTBEHHBIX
cpencts”.

28. Opranu3auusi obecneueHHs JIGKAPCTBEHHBIMU IIperaparaMu OOJbHBIX, MPOKUBAIOUINX B
CTAlIMOHAPHBIX OPTraHU3alMIX COIMAIBHOTO OOCITYKMBAaHUS WM OTOBIBAIOIIMX HaKa3aHHE, CBSI3aHHOE C
JIMIIEHHEM CBOOO/IbI, OCYIIECTBIISAETCS COOTBETCTBYIOIIEH OpraHu3aIien.

29. B ciyuae Bble3sa OOJMBHOrO 3a TIpezensl Tepputopun cyowsekta Poccuiickoit ®@enepanuu, B
KOTOPOM OH MpPOXXKHMBAET, Ha TEPPUTOpPHUIO Jpyroro cyoOwbekta Poccuiickoit ®exepanuu Ha CpoK, He
NpEeBbILIAIONMNA 6 MecsmeB, TakoMy OOJbHOMY HWCHOJHHMTENBHBIM OpraHoM cyOwbekTa Poccuiickoii
@enepann B chepe OXpaHbl 3710pOBbsI OPraHU3yeTCs Ha3HAUEHUE JIEKAPCTBEHHBIX MpenapaToB Ha CPOK
npreMa, paBHBIN CPOKY €ro BbIe3fa 3a Ipejaessl TeppuTopun cyobekTta Poccuiickoit @eneparun, 100 ¢
YU4ETOM CpPOKOB T'OJHOCTH MMEIOLIMXCS OCTaTKOB JIEKAPCTBEHHBIX IPENapaToB OOECIEeYeHHE TaKOro
00JIBHOTO JIEKAPCTBEHHBIMH ITpPETapaTaMu Ha COOTBETCTBYIOLIUI CPOK.

CBezieHHs1 O KOJMUYECTBE JIEKAPCTBEHHBIX MPENapaToB, HA3HAYCHHBIX OOJBHOMY HJIM OTITYILEHHBIX
00JIbHOMY, €r0 3aKOHHOMY TNPEACTaBUTEIIO WU JIUILY, YIIOJTHOMOUYEHHOMY OOJIbHBIM MJIM €0 3aKOHHBIM
NPEJCTaBUTENIEM Ha TOJy4YeHHE JIEKapCTBEHHBIX NPENapaToB, BHOCATCS B PETHOHAIbHBIA CErMEHT
denepanbHOTO perucTpa.

30. B ciyuae Bele3na OopHOrO 3a Ipezensl Tepputopun cyowsekta Poccuiickoit ®@enepanuu, B
KOTOPOM OH IMpOXHBAaeT, Ha TEPpUTOpHIO Apyroro cyOwekra Poccuiickoit ®denepamuu Ha CpoOK,
NPEBBILIAIOLINNA 6 MecsLeB, WIK B Cllyyae U3MEHEHHUS! MECTa KUTEIbCTBA TAKOMY OOJIbHOMY HAa3HAYaIOTCS
JIeKapCTBEHHbIE TMpemaparbl Ha CpOK TIpHeMa He Oojee OAHOTO MecsAla JHOO OpraHu3yercs
UCTIOJIHUTENBbHBIM opraHoM cyObekra Poccuiickoit denepanmu B cdepe oxpaHbl 3710pOBbs 00ecCIIedeHNE
TaKoro 0OJILHOIO JIEKAPCTBEHHBIMU MpenapaTaMy Ha CPOK IIpueMa He 6oJiee 0JJHOro Mecsua.

CBeneHust 0 TakoM OOJIBHOM MOAJIEKAT UCKITIOUEHHUIO U3 PETHOHANBHOTO cermeHTa deepanbHOro
perucrpa cyobekra Poccuiickoit deneparyu, ¢ TEppUTOPUN KOTOPOTO BhIe3KaeT OOJIBbHOM, U nepenaye (B
TOM YHCIE C HMCHOJb30BaHHEM HWH()OPMALMOHHO-KOMMYHUKAIMOHHBIX TEXHOJIOTHI) UCIIOIHUTEILHOMY
oprany cyonekra Poccuiickoit denepaunu B cepe 0XpaHbl 30pOBbs, HA TEPPUTOPUIO KOTOPOT'O BbEXAJ
OOJIBHOM, Ul BKJIIOYEHUS B PpErHOHAIbHBIA cerMeHT @enepaibHOr0 PperucTpa 3TOro CyobeKkTa
Pocculickont @enepanuu.

Jlatoil BKJIIOUEHHs] CBEIEHUH O OOJBHOM B pPErvMOHAJIbHBIA cermMeHT PenepaabHOro perucrpa
cyobekroM Poccuiickoii denepanuu, Ha TEPPUTOPUIO KOTOPOI'O BbEXald OONBbHOM, SBISETCS JEHB,
CIICAYIOIIMI 32 THEM MCKIIIOYEHUS CBEACHUI 0 HEM U3 peruoHalbHOro cermenta deaepanbHOro peructpa
cyobexktoMm Poccuiickoit @enepanuu, ¢ TEpPUTOPUN KOTOPOTO BbleXall O0JIbHOM.

31. UcnonnutenbHblil opran cyowekra Poccuiickoit ®@enepanuu B cdepe OXpaHbl 310pOBbS, C
TEPPUTOPHHM KOTOPOTO BbIEXan OONbHOHM, mpencraBiseT (B TOM 4YHCI€ C  HCHOJIb30BAaHHEM
UH(POPMAIIMOHHO-KOMMYHHUKAIIMOHHBIX TEXHOJIOTHI) IO 3alpocy HCHOJIHUTEIBHOTO OpraHa cyObekTa
Poccuiickoii denepaunu B cdepe oxpaHbl 3J0pOBbs, Ha TEPPUTOPHIO KOTOPOrOo Bbexasl OOIBHOM,
CBEJICHUs] O KOJIMYECTBE JIEKAPCTBEHHBIX NpenapaToB, HaA3HAUYEHHBIX WJIM OTIYIIEHHBIX OOJBHOMY, €ro



3aKOHHOMY TPEACTaBUTEIIO WIX JIUIY, YIOJTHOMOYECHHOMY OOJIbHBIM HJIM €ro 3aKOHHBIM IpEICTaBUTEIEM
Ha MOJIy4eHHUE JICKapCTBEHHBIX PENapaToB, B COOTBETCTBHH € MyHKTOM 26 HacTosuwmx [IpaBu.

YTBEPKIEHbBI
nocranoBjeHueM IlpaBuresbcTBa
Poccuiickoit @exepannu

ot 26 Hosiopst 2018 r. N 1416

IIpaBuia
Benennss @egepaabHOro perucTpa Jul, 00JbHBIX reModuaneii, MyKOBHCIHMI030M, THIIO(HU3APHBIM
HAHU3MOM, 00Jie3Hb10 [ o111, 3J10KaYeCTBEeHHBIMH HOBOOOPa30BaAHMAIMU JIMM(OU/IHOIA,
KPOBETBOPHOI U POACTBEHHBIX UM TKAaHEH, PaCCeIHHBIM CKJIEPO30M, FéeMOJTUTHKO-YPEMHYECKUM
CHHIPOMOM, IOHOLIECKMM aAPTPUTOM C CHCTEMHBIM HAa4aJIoM, MyKonoJmcaxapuao3om |, 11 u VI
THIIOB, AIJIACTHYECKOIl aHeMHell HeyTOYHEHHOM, HAc/1eICTBEHHBbIM Aeduuutom paxkropos |
(pubpunorena), VIl (mnaéuasnoro), X (Croapra - [lpayspa), 1un mocjie TpaHCIVIAHTAIIMA OPTaHOB
u (nju) TKaHel

1. Hacrosiue [IpaBuina ycTaHaBiauBaroT MOpsAA0K BeaeHus: denepanbHOTo perucTpa Jun, 00JbHBIX
reMopuiInel, MYKOBHUCIHJIO30M, THUNO(U3apHBIM HaHU3MOM, Ooje3Hbio ['omie, 3710KaueCTBEHHBIMH
HOBOOOPA30BaHUSAMH JTUM(POUIHOHN, KPOBETBOPHOW M POJICTBEHHBIX UM TKAaHEH, pacCCESHHBIM CKJIEPO30M,
FEMOJIMTUKO-YPEMUYECKUM  CHHAPOMOM,  IOHOLIECKUM  apTPUTOM C  CHCTEMHBIM  HA4ajoM,
mykononucaxapuao3om |, Il u VI Tunos, ammactuyeckoii aHeMued HEYTOUHEHHOM, HACIIEICTBEHHBIM
nepunutom (dakropos Il (pubpunorena), VIl (madbunsHoro), X (Crroapra - Ilpayspa), aui mocie
TPaHCIUIAHTAIIMU OPTaHOB U (WiIM) TKaHeH (l1ajiee COOTBETCTBEHHO - OoJbHbIE, DenepanbHblid PErucTp).

2. Benenue denepalibHOTO PErUCTpa OCYIIECTBISIETCS B CISIYIOIUX LENsX:

a) obecnieyeHre JIEKapCTBEHHBIMH TIperapaTaMy Uil MEIUIUHCKOTO MPUMEHEHHS, BKIIOYSHHBIMH
B yTBepxkaeHHbINM [IpaBurensctBoM Poccuiickoit @enepanuy INepedyeHb JIEKAPCTBEHHBIX IIPENApPaTOB,
cOopMUpPOBAaHHBI B yCTAaHOBJIEHHOM WM TMopsjake (nanee - JeKapCTBEHHbBIE Ipenaparbl), OOJBHBIX B
Bo3pacte oT 18 jer u crapimie 3a cueT OO/KETHBIX aCCUTHOBAHMM, NMPelyCMOTPEHHBIX B (herepaabHOM
OropkeTe MUHHCTEPCTBY 3/paBooxpaHeHus: Poccuiickolt @enepaliuy Ha yKa3aHHBIE L€NH, @ OOJBHBIX B
Bo3pacte 10 18 ser - 3a cyer OMOKETHBIX ACCUTHOBAHMUHM, MNPEIyCMOTPEHHBIX MUHUCTEPCTBY
3apaBooxpaHeHus Poccuiickoit ®enepanuun it DoHga  NOANEPKKHA  JETEM € TSKEIBIMU
KU3HEYTPOXKAIOIIMMH W XPOHMYECKMMH 3a00J€BaHUs, B TOM 4YHCIE peAKUMHU (OphaHHBIMU)
3aboneBanusiMu, "Kpyr mobOpa”. bBlokeTHble acCUTHOBAaHHUS —IMEPEUUCHsioTcs MHMHUCTEPCTBOM
3apaBooxpaHeHus Poccuiickoit ®enepaunu ¢enepaibHOMY Ka3eHHOMY YyupexiaeHuio ''denepanbHblii
LHEHTp IUIAHUPOBaHMWs M OpraHu3alliy JIEKapCTBEHHOTO oO0ecredeHus rpaxaaH’ MuHucCTepcTBa
3apaBooxpaHeHus: Poccuiickoit ®enepaumu (manee - DenmepanbHbli LEHTP) U OpraHU3alUd U
IIPOBEICHUS 3aKYIIOK JICKAPCTBEHHBIX IIPEIIAPATOB,;

0) MOHHTOPHHI [IBW)KEHHS W YydeTa OOJBbHBIX Ha OCHOBAaHMM CBEJICHHM, IIPEICTABISIEMBIX
UCTIOJIHUTENIbHBIMU OpraHamu cyonsekToB Poccuiickoit deneparuu B chepe oXpaHbl 310pOBbS;

B) 2(]¢dexTHBHOEC IIAaHWPOBAaHWE WM PACXOJOBaHHWE (MHAHCOBBIX CPEICTB, HANpaBIIEMBIX Ha
3aKyIKy HEOOXOJUMBIX JIEKAPCTBEHHBIX MpenapaToB s oOecledeHuss HMMU OOJbHBIX IO MECTy
JKUTEJIBCTBA WIIM MECTY MpeObIBaHus (B CiTydae €Clii CPOK NpeObIBaHuUs MPEBbIIAET 6 MecsIeB).

3. @enepanbHbIil peructp sBisercs ¢enepanbHO MHPOPMALMOHHOW CHUCTEMOH, COCTOSIIEH U3
PETrHOHANBHBIX CETMEHTOB, KOTOPBIE PA3/IEAIOTCSA Ha MOJACEIMEHT, COAEpKAIIUi CBeIeHUsI O OOJIbHBIX B
Bo3pacte A0 18 ner, u mogcermMeHt, coaepkaiuii cBeieHus 0 00JIbHBIX B Bo3pacte oT 18 siet u crapiue, u
coJiepKallei cBeieHus, IpeyCMOTpeHHble MyHKTOM 9 Hactosimux [IpaBui.

MunucrepcTBO 31paBooxpanenus Pocculickon denepanun sSBIsSETCA ONEepaTOpOM ITOU CUCTEMBI U
obecrnieunBaet ee 6ecrepeboitHoe (yHKIIMOHUPOBAHHE.

MuHnucTepcTBO 31paBooxpaHeHus Poccuiickoit @enepanuu obecnieunBaer degepaibHOMY LEHTPY



u QoHIY MOANEPKKU JIETeH C TSHKEIBIMH JKU3HEYTPOXKAIOIUMH M XPOHUYECKUMHU 3a00JIEBaHUSIMH, B TOM
yucie peakuMu (opdpanHbIMU) 3a0oneBanusamy, "Kpyr nobpa"” moctyn k mH(MOpMaLuH, cOAEpKalleics B
®enepanbHOM PETUCTPE.

4. VcnionmuutenbHble opraHbl cyObekToB Poccuiickoit @enepamuu B cdepe OXpaHbl 370pPOBbS
o0ecreunBalOT BHECEHUE CBEACHUN O OOJNBHBIX B PErHMOHANBHBIN cerMeHT DelnepanbHOrO perucrpa B
CPOK, HE MpeBBIIIAONMI 5 pabouux aAHel co aHS oOpalieHust O0JIBHOTO ¢ YCTAHOBJICHHBIM JIMAarHO30M B
MEIUIIMHCKYI0 OpPraHH3alUI0 M0 MECTY €ro JKUTEIbCTBA MJIM MECTy NpeObiBaHHs (B Ciydae €Cld CPOK
npeObIBaHUS MPEBBIIIACT 6 MeCsIIeB).

Bxiioyenne B permoHanbHbIl  cerMeHT @enepanbHOTO perucTpa CBEACHUH O OOJBHBIX
OCYLIECTBIISICTCS MEIUIIMHCKOW OpraHM3aliedl 10 MECTy HMX JKHTEIbCTBA WIM MECTy NpeObiBaHus (B
clly4ae €ClId CPOK NpeObIBaHHS NPEBBINIAECT 6 MecsIeB) Ha OCHOBAaHMU MEAUIIMHCKUX JTOKYMEHTOB (HX
KONHH) WJIM BBIUCKH W3 HUX, OTPKAIOIIUX CBEJCHUS 00 YCTaHOBJICHHOM JHMarHo3e H BBIOOpE
MEPOTPUATHI 10 JICUCHHIO MalueHTa. BkioueHue cBeneHHil 0 OOJIBHBIX C FeMOJIMTUKO-YPEMHUECKUM
CHHJPOMOM, IOHOILIECKUM apTPUTOM C CHCTEMHBIM HadajoM U Mykomosucaxapuaozom I, Il u VI tumos
OCYILIECTBIISICTCS Ha OCHOBAHWU MEIUIMHCKHUX JIOKYMEHTOB WJIM HUX KOMHA M BBIIUCKH W3 HUX,
OTPaXKaIOIIMUX CBEICHUS 00 yCTAaHOBJICHHOM JMAarHo3e M BbIOOpE MEPONPUATHI MO JIEYEHUIO OOJILHOTO,
MOJIYYCHHBIX OT (eiepaTIbHON MEIUIIMHCKON OpraHu3aliH.

5. PerynupoBaHue OTHOIIECHHH, CBA3aHHBIX C BeJieHneM DeepanbHOro perucTpa, OCyecTBIsSeTCs
B COOTBETCTBUHU C 3aKoHoJaTenbcTBOM Poccuiickoit ®denepanun 06 mHPOpManuu, UHGPOPMAIIMOHHBIX
TEXHOJIOTUSX U O 3alIMTe HH(pOpMaIu.

6. MuHnuctepcTBo 3apaBooxpaHeHus Poccuiickoit ®enepaumu, DenepanvHblii 1eHTp, DOHA
NOJVIEP)KKU JIeTel C TSHKENbIMU JKU3HEYTPOXKAIOUIMMH U XPOHUYECKUMH 3a00JIeBaHUSIMM, B TOM YHUCIIE
penkumu  (opdanHbIME) 3a0oneBaHusMH, Kpyr noOpa" W HCIOJHUTENBHBIE OpraHbl CYOBEKTOB
Poccuiickoit @enepanuu B chepe OXpaHbl 3A0POBbS 00ECIEeUMBaOT KOH(PUICHIIUATBHOCTh CBEACHUIA,
cogepxamuxcsi B degepalbHOM perucTpe, a Takke XpaHEeHHE M 3aIUTy TaKUX CBEIEHUH B COOTBETCTBUU
¢ denepanbHbIM 3aK0HOM 'O MEePCOHANBHBIX TaHHBIX ' .

7. Pasmemenue wuHpopmaimu B DenepalibHOM pPETUCTPE OCYIIECTBISIETCS C MPUMEHEHHEM
YCUJICHHON KBaNIU(UIIMPOBAHHOM 3JEKTPOHHOM MOANUCH B cOOTBETCTBHM ¢ DenepalibHbIM 3aKOHOM 006
ANEKTPOHHOU MOMATMHUCH".

8. denepasbHbll PErHCTP BEAETCS B AJIEKTPOHHOM BHJIE C NMPUMEHEHHEM aBTOMATHU3MPOBAHHOU
CHCTEMBl IyTEM BHECEHMs PETMCTPOBOM 3amHMCH C IMPHUCBOCHHEM YHHMKAJIBHOIO HOMEpa PETUCTPOBOI
3allUCH U yKa3aHHEM JIaThl €€ BHECCHHUS.

[Tpu BHEceHUHN U3MEHEHUN B CBEJICHHUS O OOJILHOM JIOJIKHBI OBITh COXpAaHEHbl YHUKAJIbHBIN HOMEp
PETrUCTPOBOM 3aIIMCH U UCTOPHS BHECEHUS N3MEHEHHI.

9. denepasibHBINA PETUCTP COAEPIKUT CIIETYIOIIUE CBEICHU:

a) CTpaxoBOW HOMEp HMHAMBUAYAJIBHOTO JIHMIEBOrO cyeTra OOJBHOTO B CHCTEME 00s3aTENBHOrO
NICHCUOHHOT'O CTPaxoBaHus (Mpy HAJIMYKH);

0) GaMuiusi, UMs, OTYECTBO OOJILHOTO, a TakXKe (haMUIIHs, TaHHAS TIPH POXKICHUH;

B) J1aTa POXKIECHHS OOJIBHOTO;

r) 110J1 OOJILHOTO;

1) aipec MecTa KHUTEJILCTBA WM MECTa IpeObIBaHus (B Cilydae €Clid CPOK NpeObIBaHUS MPEBHIIIACT
6 w™mecsmeB) OonpHOro (¢ ykazanmem kojma 1o OOIIEPOCCHICKOMY KIacCU(PHKATOPY OOBEKTOB
aIMHHUCTPATUBHO-TEPPUTOPUAIILHOTO JCTICHNUS);

e) cepus M HOMEp macmopra (CBHICTENbCTBA O POXKACHHH) WM YIOCTOBEPEHHUS JIMYHOCTH
00JIBHOTO, a TAK)KE J1aTa BbIIaYM YKa3aHHBIX JOKYMEHTOB,

XK) cepus W HOMEp Iojmuca 00sA3aTeTbHOT0 MEAMLIUHCKOTO CTPaxOBaHHsA OOJBHOIO M
HalMEHOBAHME BbIJABILEH €ro CTPAXOBOM MEIULIMHCKON OpraHu3aluy;

3) uHpopMmamus 00 WHBaNMAHOCTH (B Cly4ae YCTaHOBIICHHMS TPYINIbl WHBAJIMJHOCTUH WIIU
KaTeropuu "'peOeHOK-UHBAIU'");

M) nuarHo3 3a0oseBaHus (COCTOSHMS), BKJIIOYAs €ro Koja Mo MeXIyHapoTHOH CTaTHCTHYECKOM



Kiaccupukanuy Oone3Heil M mpobiieM, CBA3aHHBIX CO 30POBBEM, a TAKXKE JlaTa OCMOTpa OOJBHOTO U
JaHHBIE O TMHAMUKE COCTOSIHUS,

K) uHpOpMAIUsS O MEAMIMHCKOW opraHu3aluu (HauMEHOBaHHE, OCHOBHOHM TOCYIapCTBEHHBIH
PETUCTPAalMOHHBII HOMEp, KoJ 1o OOIIepocCuiickoMy KIIacCU(PHUKATOPY MPEANPHATHI M OpraHu3alui),
BBIJIABIIICH HAIPaBJICHUE HA BKIIOUYCHUE CBEACHUIN 0 O0JIbHBIX B DeiepanbHblil peructp (HampaBiieHHE Ha
BHECEHHE M3MCHEHUU B CBeIeHUs, cojaepxamuecs B DenepanbHoM peructpe (majiee - HalpaBleHHUE), a
TaKKe W3BEIICHHE 00 WCKIIOUEHHH CBEACHUI O OonbHbIX u3 DenepanbHOro perucrtpa (namee -
U3BCILCHNUE);

) Aara BKIIOYEHHS CBEICHUU O OOJBHOM U J1aTa BHECCHHS M3MCHEHHH B CBEJCHUS O OOJBHOM B
denepanbHbI PETUCTD;

M) HH(POPMAIHS O HA3HAYCHUH JICKAPCTBEHHBIX MTPENapaToB;

H) wuHopMmanus 00 OTIycKe JICKapCTBEHHBIX IpernaparoB (mara Hadana oOecriedeHus
JIEKapCTBEHHBIMHU TIpernapaTtaMu U (pakTUUECKHA OTITYCK JICKAPCTBEHHBIX NIPEapaToB);

0) JaTa TpPUHATUS pelieHHs 00 OKOHYaHUHM OOCCICUCHHMs JIGKAPCTBCHHBIMHU IIperapaTaMu C
yKa3aHueM MpuuuHbl (Bbie3] 3a npezesbl Poccuiickoit deepaninu Ha MOCTOSHHOE MECTO JKUTEIBCTBA UITH
MecTo TpeObiBaHus (B Clydae €Clid CpPOK MNpeObIBaHUS NpEBBINIACT 6 MecsleB), cMepTh OOJBHOTO,
OTCYTCTBHUE MOKa3aHUH K JaJbHEHIIeMy MpHUeMy JISKapCTBEHHOI'O Tperapara) U o nepenade CBEACHUI B
apxuB denepanbHOr0 PEerucTpa;

n) uHopManus o BKIOUYEeHHH OoibHOrOo B DenepaibHBI PETHCTpP JIMIl, MMEIOIIMX TPaBO Ha
NOJydYeHHE TOCYJapCTBEHHOW COIMANbHOW IOMOIIM, M HMHBIE PErHCTPBl, IPEIyCMOTPEHHBIC
3akoHOZaTenbcTBOM Poccuiickoit deneparuu, B 1ensx oOecrneyeHus JIEKapCTBEHHBIMU TperapaTamMu 3a
cueT OroKeTOB Or0KETHOM cucTembl Poccuiickoit denepanui;

P) YHUKAJIBHBII HOMEp PErHCTPOBOI 3aITUCH;

C) BBINHCKA M3 MEIUIMHCKON JOKYMEHTAllMd OOJILHOTO, COAEpIKamias CBEACHUS O Ha3HAYCHUU
JIEKapCTBEHHBIX MPENapaTos;

T) HCTOYHUK (PUHAHCUPOBAHUS PHOOPETEHHUS JIEKAPCTBEHHBIX MIPENapaToB.

10. B ciyuyae ycraHOBJIEHUs IuarHo3a 3a0oyieBaHUsl (COCTOSHMS), YKa3aHHOTO B IyHKTe 1
HacTosamux [IpaBui, uim U3MEeHEHUs CBEJICHUH, YKa3aHHbBIX B MOAMYHKTax "a" - "x" myHkTa 9 HacTosmmx
[TpaBui, MeIUIIMHCKHE OPTaHU3aAIMH, B KOTOPBIX OOJIbHBIE HAXOATCA MO MEIULIMHCKUM HaOII0ICHHEM,
B CPOK, He MpeBbIIIamuil 3 pabounx AHeH co JHA oOpalieHust 00JIBHOIO ¢ YCTaHOBJICHHBIM TUarHO30M B
MEIUIIMHCKYI0 OpraHM3allMi0 TI0 MECTy JKUTEIbCTBA WIIM MecTy TNpeObiBaHUs (B CIydae €Clid CPOK
npeObIBaHUS TPEBBIIACT 6 MECSIEB), IPEACTABISAIOT B JICKTPOHHOM BHJIE MM Ha OyMaKHOM HOCHTEIE
HalpaBJICHUs U U3BEILEHHs B UCTIOJHUTENbHBINA opran cyobekTa Poccuiickoii denepaiyu B cepe oxpaHbl
3I0pOBbsI IO (hopMe U B MOPSAKE, KOTOPBIE YTBEp)KAeHbI MUHHCTEPCTBOM 3/1paBooxpaHeHus: Poccuiickoit
denepauuu.

11. Jlns 3amosiHeHWs] peruoHaibHOro cermeHtra deaepalbHOTO perucTpa OpraHU3alMH,
OCYILIECTBIISIOLIME OTIMYCK JIEKAPCTBEHHBIX MPENapaToB, HA3HAUCHHBIX JIEYAL[UM BPadyOM B COOTBETCTBUU
C MPeyCMOTPEHHBIM MOAMYHKTOM "a" myHKTa 2 HacTosmmx [IpaBui mepednem, 0 5-T0 yuclia KaXa0ro
Mecsilia IPeCTaBISIOT B UCIIONIHUTENIbHBIE Opranbl cyobekToB Poccuiickoil @enepaiuu B chepe oXxpaHbl
3I0pOBbsI B DJIGKTPOHHOM BHJE HJIM Ha OyMaXHOM HOCHUTENE CBEJCHHUsS 00 OTHYIIEHHBIX 32
HPEILECTBYIOUINI MecCsI] IEKapCTBEHHBIX IperapaTax.

12. B cnywyae ecnu cBeneHUs, NpelycMOTpeHHble moamyHkTamu “a", "x" u "n" mynkra 9
Hactosmux [IpaBui, He npeacTaBIeHbl B HCIIOJIHUTENbHBIE Opranbl cyobekToB Poccuiickoit @enepanuu B
cdepe OXpaHbl 370pPOBbs, yKa3aHHbIE OpPraHbl BJACTH CaMOCTOATEIbHO 3aNpAlIMBAIOT 3TH CBEACHUS B
rOCYJJapCTBEHHBIX BHEOIOJKETHBIX (POHIAX.

Ceenennss o0 OonbHOM (HampaBlICHHs, W3BEIICHHMS), INPEICTABISIEMbIE B JJICKTPOHHOM BUJE,
MOJIeXKAT 3aBEPEHMIO HJIEKTPOHHON MOANHUCKHIO TOJDKHOCTHOTO JIMIIA UCIIOJIHUTEIBHOIO OpraHa cyObeKTa
Poccuiickoii @enepannu B cepe oXpaHbl 310pOBbSI.

13. B ciyuae Bble3ia 601bHOTO 32 Mpejensl Tepputopun Poccuiickoit deaepannn Ha MOCTOSHHOE
MECTO KUTEIbCTBA MJIM MECTO NMpeObIBaHMs (B CIydae €ciii CpOK MpeObIBaHUs MpEBBIMIACT 6 MecsIeB), a



TAKXKC B ClIy4ac CMCpPTU 00JIBHOTO CBCIACHUA O HCM IMOJICIKAT apXHUBHUPOBAHMUIO.

YTBEPKAEHbBI
nocranoBjeHueM IlpaBuresbcTBa
Poccuiickoit @exepannu

ot 26 Hosiops 2018 r. N 1416

Ilepeuenn
yrpaTuBmx cuiy akroB IIpaBureanscrBa Poccuiickoit @egepanun

1. Tlocranosnenue IlpaButensctBa Poccuiickoit @enepauun ot 26 nexadbps 2011 r. N 1155 "O
3aKyIKax JIEKAPCTBEHHBIX MpenapaToB, MpeJIHa3HAUYCHHbBIX sl 00ecTIedeHus JIHLl, OOJIBHBIX TeMO(pUIIHEH,
MYKOBHMCLHUA030M, THIIO(GHU3APHBIM HAHU3MOM, OoJie3HbI0 [ o11e, 310Kka4yecTBEHHBIMU HOBOOOPAa30BaHUSIMHU
TUMQOUAHOM, KpPOBETBOPHOW U PpOJCTBEHHBIX MM TKaHEH, pacCesHHBIM CKJIEPO30M, JHIl IOCie
TpaHcIuTaHTauu opranoB u (uiu) tkaneit” (CoOpanue 3akoHoAarenbeTBa Poccuiickoit ®enepanuu, 2012,
N 1, ct. 186).

2. Ilocranosnenue IlpaButensctBa Poccuiickoit @enepauuu ot 26 ampens 2012 r. N 404 "O6
yrBepxkaeHun [Ipasun Benenus PenepaibHOro peructpa juil, O0JIbHBIX reModuinei, MyKOBUCIIHI030M,
runodu3apHeIM HaHU3MOM, Oone3Hbio ['ole, 37T0KaYeCTBEHHBIMU HOBOOOPA30BAHHSIMH JUM(OUITHOH,
KPOBETBOPHOW U POACTBEHHBIX UM TKAaHEH, paccesHHBIM CKJIEPO30M, JIUI] MOCJIE TPAHCIIAHTALUU OPraHOB
u (um) Tranei" (CoOpanue 3akoHoaarenbeTBa Poccuiickont deneparun, 2012, N 19, cr. 2429).

3. Ilynxter 176 m 190 um3meHeHuidt, koTopble BHOcATCS B akThl IIpaBurenbctBa Poccuiickoii
@enepanuy 10 BoOIpocaM JedATelbHOCTH MunucrepcrBa 3apaBooxpanenust Poccuiickoit denepanuy,
yTBepKJIEeHHBIX NocTaHoBlIeHueM [IpaBurenscTBa Poccuiickoit deneparmu ot 4 centsops 2012 r. N 882
"O BHeceHMM WM3MEHEHMI B HekoTopble akThl [IpaButenscrBa Poccuiickoit @enepanuu 1o BoOIpocam
nearensHOCTH MuHKCTEepCTBa 31paBooxpanenus Poccuiickoit denepanun” (CoOpaHue 3aKOHOIATEIHLCTBA
Poccwuiickoit @enepannu, 2012, N 37, ct. 5002).

4. TloctanoBnenue IlpaBurtensctBa Poccuiickoit denepanuu ot 24 ampens 2015 r. N 389 "O
BHECEHMU M3MEHEeHu# B nocraHosieHue lIpaButenscrBa Poccuiickoit @enepanyu ot 26 nexadbps 2011 r.
N 1155" (CoOpanue 3akoHomatenscTBa Poccuiickoit deneparmu, 2015, N 18, ct. 2709).

5. IlocranoBnenue IlpaButensctBa Poccuiickoit @enepanuun ot 9 ampens 2016 r. N 288 "O
BHeceHUH u3MeHeHudl B IlpaBuna Bemenuss denepaiabHOro perucTpa Jul, OOJBHBIX T'eMOQHIHEH,
MYKOBHCILUA030M, THIIO(GHU3aPHBIM HAHU3MOM, OoJie3HbIo ['o1te, 3710kauyecTBEHHBIMU HOBOOOPA30BaHUSMHU
TUMQOUIHOM, KpPOBETBOPHOW U POJCTBEHHBIX MM TKaHEH, pacCesHHBIM CKJIEpPO30M, JHI[ TOCie
TpaHcIUTaHTauu opranoB u (uim) tkaneit” (CoOpanue 3akoHoaarenbeTBa Poccutickoit ®denepanuu, 2016,
N 16, ct. 2225).

6. Ilocranosnenue IlpaBurensctBa Poccuiickoit @enepauuu ot 11 aBrycra 2016 r. N 784 "O
BHECCHUU M3MEHEHU# B nocraHosieHue IlpaButenscrBa Poccuiickoit @enepanyu ot 26 nexadbps 2011 r.
N 1155" (CoOpanue 3akoHomatenscTBa Poccuiickoit deneparmu, 2016, N 34, ct. 5242).

7. TlocranoBnenue IlpaButensctBa Poccuiickoit ®@enepauuu ot 17 ampens 2017 r. N 457 "O
BHeCeHUU u3MeHeHHi B IlonoxeHue o 3aKynkax JEKapCTBEHHBIX IPENaparoB, NMPeAHA3HAYCHHBIX IS
oOecrieyeHus Jull, OONBHBIX reModuianel, MyKOBHCUHMIO30M, THMNO(U3APHBIM HAHU3MOM, OOJIE3HBIO
['omie, 370KaYecCTBEHHBIMH HOBOOOpPA30BaHUSAMU JTUM(OUAHON, KpPOBETBOPHOW U POACTBEHHBIX WM
TKaHEW, PacCesHHBIM CKJIEPO30M, JIMIl TOCJIe TpaHCIUIaHTaluu opraHoB W (wim) tkaHei" (CoOpaHme
3akoHojarenbeTBa Poccutickoit @enepanuu, 2017, N 17, cr. 2577).



