IHopsinok obecnieueHusi rPaxKIaH
JIEKapPCTBEHHBIMU NpenapaTamMu, MeIUIIMHCKUMH
U3/1eJMSIMHU, BKJIIOYEHHBIMU B YTBep:K1eHHbIH [IpaBuTeibcTBOM
Poccuiickoit @egepannu nepevyeHb MeIUIMHCKUX U3/1eJIUi,
HMILIAHTUPYEMbIX B OPTraHU3M 4YeJI0BeKa, JIeueOHbIM MUTAHNEM,
B TOM YHCJIe CEeNUATU3UPOBAHHBIMYU MPOXYKTAMH J1€4€0HOT0
NUTAHUS, 10 HA3HAYEHHUIO Bpa4a (32 HCKJII0YEHNEM JIe4eOHOT 0
NMUTAHUSA, B TOM YHCJ€ CTIeNNATU3HPOBAHHBIX MPOIYKTOB
JIe4eOHOr0 MUTAHMS, 0 JKEJIAHUIO MAIUEHTA), a TAKKe
JOHOPCKOH KPOBBIO U €€ KOMIIOHEHTAMHU 0 MeIULMHCKUM
NMOKAa3aHUSIM B COOTBETCTBMH CO CTAHJAAPTAMU
MeJULMHCKON MOMOIIH € Y4eTOM BHA0B, YCJIOBUI
U (OpM OKA3aHMS MEeAMIUHCKOUA MOMOLIHU

[Ipy okazaHuM MEIMUIIMHCKOW TIOMOIIM B  YCIOBUAX CTallMOHapa
OCYILECTBIISIETCS OOECIIEUEHUE TpaxiaH HEOOXOJUMBIMH JIEKAPCTBEHHBIMU
npenaparamu, MEJIUIIMHCKUMU U3JICTIUSIMU, JIOHOPCKOM KPOBBIO
U €¢ KOMIIOHEHTaMH, JIeYCOHbIM MUTAHHUEM, B TOM YHCJIC CICIUATU3UPOBAHHBIMU
MPOAYKTaMU JIeueOHOI0 TUTAHUSI, TT0 MEUITUHCKUM MOKa3aHUsIM (32 UCKIIIOUCHUEM

MEIUIIMHCKON MIOMOIIIH, OKa3bIBaeMOM
B paMKax KJIMHUYECKOHN anpobaiun):
B COOTBETCTBHUHU c benepanbHbIM 3aKOHOAATEIBCTBOM

u 3akoHoaTenbcTBoM Kabapnuno-bankapckoit Pecry6nuku;

B COOTBETCTBUHU C MOJOXEHHEM 00 OpraHu3aldy OKa3aHUs MEIUIIMHCKOU
IIOMOIIM 1O BUAAM  MEQULUMHCKOM TIOMOIIM, KOTOpPOE€  YTBEPKIAECTCS
YHOJIHOMOYEHHBIM (pe/iepalibHbIM OPraHOM HCIIOJIHUTEIbHON BIACTH;

B COOTBETCTBMM C IIOPSAKAMM OKAa3aHWs MEAMIMHCKOW  IOMOIIH,
YTBEPKIa€MbIMU YIIOJTHOMOYEHHBIM (peiepanibHbIM OpPraHOM HCIOIHUTEIbHON
BJACTH M 00sA3aTeNIbHBIMU JUIsl MCIOJHEHUsT Ha Teppuropun Poccuiickoit
denepanuy BCEMU MEIUIUHCKAMH OpraHU3alUsIMU;

Ha OCHOBE KIIMHUYECKUX PEKOMEHIALNMN;

C  Yy4YyeTOM  CTaHAApTOB  MEIMIIMHCKOM  IMOMOIIM,  YTBEPKIAEMBIX
YIHOJIHOMOYEHHBIM (peiepaibHbIM OPraHOM HUCIIOJIHUTENIBHOM BIIACTH.

IIpy HanMYUMM MEAUIMHCKUX II0Ka3aHUM Ha3HAYEHWE U IIPUMEHEHHUE
JICKAPCTBEHHBIX IIPENapaToB, MEAULUHCKUX HU3JACIHA U CIELUaIU3UPOBAHHBIX
IPOAYKTOB JIe4eOHOT0 MUTaHUsI, HE BXOAIIMX B CTAHIAPThl MEUIIMHCKOW TOMOIIN
U B YTBEPKICHHBIC NIEPEUHU JIEKAPCTBEHHBIX NIPENAPATOB, MEAULIMHCKUX U3ICIUI
U CIEUHMAJU3UPOBAHHBIX NPOAYKTOB JIEUEOHOrO NHUTAHMS, a TaKXkKe I0J
KOHKPETHBIMM TOPTrOBBIMM HAaWMEHOBAHUSAMM OCYILECTBIISIETCS 110 PEIICHUIO
BpaueOHOM KOMHUCCHUM  MEIWLMHCKOM  OpraHu3auud, O(QOpMJIEHHOMY B
COOTBETCTBHH C TPEOOBAHUSIMU 3aKOHOJATENIbCTBA.

[Ipn oka3aHuM NEPBUYHOU MEAUKO-CAHUTAPHOM NIOMOLIM B YCIOBUAX
JTHEBHOTO CTallMOHapa M B HEOTJOXHOM (Qopme, crnenuanu3upoBaHHON
MEIMLMHCKOW TIOMOLIM, B TOM YHCJIE BBICOKOTEXHOJOTHYHOW, CKOpPOU
MEIULIMHCKON IIOMOILH, B TOM YUCJIE CKOPOH CIIEIUAIU3UPOBAHHOM, TAJIIIMATUBHON



MEIMIMHCKON MTOMOIIU B CTAIMOHAPHBIX YCIOBUSX B paMKax TeppuTopuanbHOU
MpOrpaMMbl HE MOJJIEKAT OIIATE 3a CUET JIMUYHBIX CPEACTB IPAXK]IaH:

HAa3HAYCHUE U TMPUMEHEHUE JIEKAPCTBEHHBIX MPEMNapaToB, BKIOUYEHHBIX
B NIEPEUYECHb )KM3HEHHO HEOOXOMMBIX U BOKHEUIINX JIEKAPCTBEHHBIX MTPENapaTos,
MEJIUIIMHCKUX W3JIeJUN, BKIIOUCHHBIX B IMEPEUECHb MEIUIMHCKUX W3JEIUH,
UMIUIAaHTUPYEMBIX B OpPraHU3M YeJIOBeKa, KOMIIOHEHTOB KpOBH, JI€YEOHOTO
MATaHMS, B TOM YHCJIE CIENUATU3UPOBAHHBIX MPOAYKTOB JI€4eOHOr0 MUTaHUs, 10
MEJIMIIMHCKUM TOKa3aHUSIM Ha OCHOBE KIIMHUYECKUX PEKOMEHJAIUA U C y4eTOM
CTaHJAPTOB MEIULIMHCKON ITOMOIIIH;

Ha3HAY€HUE U NPUMEHEHHE MO MEIULIHMHCKAM IOKa3aHUAM JIEKAPCTBEHHBIX
MpernaparoB, HE BXOSAIIMX B MEPEUCHb KU3HEHHO HEOOXOJMMBIX U Ba)KHEUIIUX
JIEKapCTBEHHBIX MPENapaToB, MEAUIMHCKUX HU3JEIUN, HE BXOASUIMX B NEPEUYCHBb
MEJIUIMHCKUX W3JENINM, UMIUIAHTUPYEMBIX B OPTaHU3M YE€JIOBEKAa — B CIIy4asix MX
3aMEHbl W3-32 HWHJUMBUAYAJIbHOW HEMNEPEHOCHUMOCTH WM TIO0 KU3HEHHBIM
ITOKA3aHHUsIM, o opMIIEHHOM
B COOTBETCTBUU C TPEOOBAHUAMU 3aKOHO/IATEIIbCTRA.

OOGecrieueHre  JTOHOPCKOW  KpOBbO M (WIM) €€  KOMIIOHEHTaMH
JUIS.  KJIMHUYECKOTO WCIMOJB30BaHUSA TMPU OKAa3aHUM MEAUIIMHCKOM TMOMOIIHU
B paMKax peanusanuud TeppuTOpHaIbHON MPOrpaMMbl  OCYIIECTBISECTCS
B CTAIIMOHAPHBIX YCJIOBUSIX Ha O€3BO3ME3/THOM OCHOBE.

Bun u 0o6beM TpaHc(hy3HMOHHON Tepanuu OMPEAeISIOTCS JIeYalluM BpavyoM.
[lepenuBaHne  KOMIIOHEHTOB  JOHOPCKOM  KPOBM  BO3MOYKHO  TOJIBKO
C NMUCBMEHHOTO COTJIacHsl MAallMEHTa WJIM €ro 3aKOHHOro mnpencraButens. Ecnu
MEJUIIMHCKOE BMEMIATeIbCTBO HEOOXOJIMMO 10 OSKCTPEHHBIM TMOKa3aHUIM
JUIsL  YCTPAHEHHs] YIPO3bl JKW3HM TMAlUEHTa, peIieHne O HEOoOXO0IUMOCTH
remMoTpaHc(y3uii TPUHUMACTCS KOHCUIMYMOM Bpaded. [lpu mepenuBaHum
JIOHOPCKOM KPOBH U €€ KOMIIOHEHTOB CTPOTO COOJII0O/IAI0TCS MpaBuia MOArOTOBKH,
HEMOCPEACTBEHHOM MPOIEAYPhI nepeIuBaHUs u HaOII0ICHUS
3a PELIUIUEHTOM OCJIe TeMOTpaHC]y3uu.

OOGecrieueHre MAIMEHTOB JOHOPCKOM KPOBBIO M €€ KOMIIOHEHTaMHU
OCYILIECTBJISIETCS. B COOTBETCTBUM C MPHUKa30M MUHHCTEPCTBA 3ApaBOOXPaHEHUS
Poccuiickoit ®eneparuu ot 20 oktsiops 2020 1. Ne 11341 «OO6 yTBEpXIACHUU
nops/ika MEIUIMHCKOIO OO0CJIeI0BaHMs pELUNUEeHTa, NpPOBEIEHUS Mpod Ha
WHIUBUIYAIbHYI0O COBMECTHUMOCTb, BKJIIOYas OHOJOTMYECKYI0 TMpoOy, mpH
TpaHcy3uu JOHOPCKON KPOBU U (UJTK) €€ KOMIIOHEHTOBY.

OObecnieueHre JIEKAPCTBEHHBIMU —TIpenaparamMu TpaXk/aH, BKIIOYEHHBIX
B pEruoHalbHBIM cerMeHT DelepasbHOro pErucTpa Jull, CTPaJarolIuX
remMopriinei, MyKOBHCIHIO30M, THNO(PHU3apHBIM HaHU3MOM, OoJe3Hbio ['oie,

3JI0KA4€CTBEHHBIMU HOBOOOpPa30BaHUAMHU AUMQOUTHOH, KPOBETBOPHOU
U POACTBEHHBIX MM TKaHEW, PACCESIHHBIM CKJIEPO30M, FEMOJIUTUKO-YPEMUYECKUM
CUHIPOMOM, FOHOILIECKUM apTPUTOM c CUCTEMHBIM Hayajom,

Mykonosmmcaxapuao3oM I, II u VI tunos, amractuueckon aHeMue HEYTOUHEHHOM,
HacneacTBeHHbIM AehunutoMm daktopoB I (pubpunorena), VII (;mabunbHoro), X
(Crroapta - Ilpayspa), nuil mociie TpaHCIUIAaHTAllUM OPTaHOB W (WJIM) TKaHEH
OCYUIECTBIISIETCS MPU OKa3aHUU MEAUIIMHCKOM MOMOIIM B aMOYJIaTOPHBIX YCIOBUSAX



COIJIACHO TePEYHI0 JIEKApCTBEHHBIX IpENapaToB, MpeJHA3HAUYECHHBIX IS
oOecrieueHust Jnil, OOJBHBIX TeMo(wiInend, MYKOBUCIUIO030M, THHO(PHU3APHBIM
HaHU3MOM, Oone3Hpto  [omie,  370KaueCTBEHHBIMH  HOBOOOPAa30BaHHUSIMHU

TUM(pOUTHOM, KPOBETBOPHOU
U POJICTBEHHBIX UM TKaHEH, PACCESHHBIM CKIIEPO30M, T€MOJIUTUKO-YPEMUYECKUM
CUHAPOMOM, FOHOLIECKUM apTpUTOM C CUCTEMHBIM HayaJioMm,

Mykonosnucaxapuo3om I, II u VI tunos, anactuueckor aHeMUuerd HEyTOUHEHHOU,
HaciencTBeHHbIM JieuiiuroM daxropoB Il (pubpunorena), VII (;1abunsHoro), X
(Crroapta - Ilpayspa), aull mocie TpaHCIUIAHTAIIMHM OPraHoB W (WJIM) TKaHEW,
MpUBEJEHHOMY B IIpuiiokeHuu Ne 3 k pacnopsixenuto [IpaBurensctBa Poccuiickoit
®enepanuu ot 12 okTs16ps 2019 r. Ne 2406-p.

ObecnieueHre OTIEIbHBIX KaTETOPHM TpakJaH, COXpaHUBIIMX 3a COOOWM Ha
TEeKyIIMH TOJ TpaBO Ha HAO0Op COLMATBHBIX YCIAYr B 4YacTH OOecTedeHUs
HEOOXOMMBIMU JICKAPCTBEHHBIMU TperapaTaMi, MEIUIIMHCKAMU W3JICTUSIMU, a
TaKKe CHEHUATM3UPOBAHHBIMU MPOAYKTAMU JIEYEOHOTO NHUTAHUS IS JIeTeH-
WHBAJMIOB TPU  OKAa3aHUM  MEIUUMHCKOW TIOMOIIM B  aMOyJaTOpPHO-
MOJIMKJIMHUYECKUX YCIIOBUSX, OCYLIECTBJISIETCS COIVIACHO IEPEYHIO >KU3HEHHO
HEOOXOJMMBIX M BaXXHEHMIIMX JIEKAPCTBEHHBIX MpPENapaTroB sl MEIULHUHCKOTO
MPUMEHEHUS, TPUBEJECHHOMY B TpuiokeHuu Ne 1 K  pacrnopsiKeHUro
[IpaButensctBa Poccuiickoit ®enepanuu ot 12 oktadps 2019 r. Ne 2406-p,
MIEPEYHIO CIEIHATU3UPOBAHHBIX IPOJIYKTOB ne4eOHOTo MIATAHUS
JUISL TeTe-uHBAIUI0B, pacropsbkenueM [IpaButensctBa PO ot 5 nexabps 2022 r.
No 3731-p, a Takke MepeyHIO MEIUIIMHCKUX U3JIENINM, OTIYCKAeMbIX M0 pelenTaM
HA MEIUIIMHCKHE W3JCNUs TPU TMPEJOCTaBICHUH HA0Opa COLMAIBHBIX YCIYT,
yTBepxkIeHHOMY pacnopsibkeHueM [IpaButenscTtBa Poccuiickoit @enepanuu ot 31
nexabps 2018 r. Ne 3053-p.

ObecnieueHre  OTHENBHBIX  KATErOpH  rpakJaH, HMEIOIIMX  IPaBO
Ha MpPEJOCTaBICHHE MEp  COLUMAJBbHOM  MOJAEPKKH B  COOTBETCTBUU
c MepeYHSIMHU rpynn HaceJIeHUs U KaTeropuii 3a00JIeBaHUi,
npyu amMOyJaTOPHOM JIEYEHUMH KOTOPBIX JIEKAPCTBEHHBIE CPENCTBA, H3AEIIUS
MEIUIMHCKOTO HAa3HAYEHUS W CIEUHUATM3UPOBAHHBIE MPOIYKTHI JIEYEOHOTO
MUTaHUS OTHYCKAIOTCA MO peuentam Bpaued (PenpamepoB) OecriaTHO
WM JIEKApCTBEHHBIE MTPenapaThl OTIYCKAIOTCS MO penentaM Bpadeil ((enbamepon)
¢ 50-mpoueHTHON CKUIKOW, YTBEpPKICHHBIMH TOCTaHOBJIEHUEM lIpaBurenbcTBa
Poccuiickon denepaunn OT 30 WIS 1994 r. Ne 890
«O rocynapCcTBEHHON MOAAECPKKE Pa3BUTHUS MEIUIMHCKOW MPOMBIIIJIEHHOCTH H
VIy4dIIeHHH OOeCIeUeHUsT HACENCHUS W YUYPEXKACHHN  3paBOOXpaHEHUS
JEKApPCTBEHHBIMU CPEJCTBAMU U U3JCIUSIMU MEIULMHCKOTO HAa3HAYCHUS,
OCYILECTBIISIETCS COMNIACHO NpuitokeHuto Ne 2 k TeppuropuanbHON IporpaMmme,
NEPEYHIO CHEUATU3UPOBAHHBIX MPOAYKTOB JIEUEOHOr0 NHUTAHUS I JeTeH-
WHBAJIMJIOB, YTBEPXKACHHOMY pacnopsbkennem [IpaButensctBa Poccuiickon
Odeneparuu ot 5 aexadbps 2022 r. Ne 3731-p, a TakkKe MEPEUHIO MEIUIIMHCKHUX
U3JIETNH, OTIyCKaeMbIX [0 pelentaM Ha MEIUUUHCKHE M3JeNHs IpH
MPEJIOCTaBICHUN HAOOpa COLMAIBHBIX YCIYT, YTBEPXKICHHOMY pacloOpsKEeHHEM
[IpaBuTenscTBa Poccuiickoiu denepannun oT 31 neKkaops



2018 r. Ne 3053-p.

Obecnieuenue rpaXkJ1a JIEKapCTBEHHBIMU npenapaTamu
U CHOCIUATU3UPOBAHHBIMU TMPOAYKTAMU JIEUEOHOrO MHUTAHUA I JICUCHHS
3a007€BaHUI, BKJIIOUEHHBIX B MEPEUCHb KUZHEYTPOXKAIOIMUX M XPOHUUECKUX
nporpeccupyromux — peakux  (opdaHHbix) — 3a0o0jeBaHUM,  MPUBOJIAIIUX
K COKpALIEHUIO POIOIKUTENBHOCTH KU3HU rpakJIaHrHA
WIM €ro HWHBAJIWJAHOCTH, YTBEPXKICHHBIA IMOcCTaHOBIeHHeM IIpaBurtenbcTBa
Poccuiickoit @enepamuu ot 26 ampens 2012 r. Ne 403 «O nopsiake BeneHus
denepanbHOro perucrtpa T, CTpaJaroIux KUZHEYTPOKAIOLIUMHU
U XPOHUYECKHMHU TMPOTPECCUPYIOMIMMH pelKuMHU (OophaHHBIMU) 3a00JIEBaHUSIMU,
MPUBOSIIMMHA K COKPAUIEHUIO MPOJOJDKUTEIIBHOCTH JKU3HU TPAXKIAH WA HUX
WHBAIUIHOCTH, U €r0 PETHOHAJIbHOIO CErMEHTa», OCYLIECTBIIAETCS COTJIACHO
npuinoxkennto Ne 2k TeppuTopualibHOM MporpaMme, a TakKKe M[EPEeUHI0
CHEIUATM3UPOBAHHBIX TPOIYKTOB JIEYEOHOTO TMHTAHWS MJIA JIeTeH-WHBAIUIOB,
yTBEepKIAeHHOMY pacnopspkenueM [IpaBurensctBa Poccuiickonn denepanyu ot 5
nekadbps 2022 r. Ne 3731-p.

Otmyck JI€KapCTBEHHBIX penaparos, MEJIUIIMHCKUX 1763 (SN 1507
U CHEUUATU3MPOBAHHBIX MPOIYKTOB JIEUEOHOTO MUTAHUS MO peuenTaM Bpadeil
(denpamepoB) OecIUIaTHO WK JIEKAPCTBEHHBIX IMPENapaToB IO pelenTaM Bpadeil
(denpammepoB) c 50-mipo1ieHTHOM CKHJIKOM OCYIIIECTBIISIETCS
B anTe4yHbIX  OpraHu3alusax  (anTeuHbIX  MYHKTaX),  YYacTBYIOLIUX
B IpOorpaMmax JIbIOTHOTO O0O€CreueHUus OTAEIbHBIX KaTeropuid HaceIeHUs
Kabapauno-bankapckoii Pecny6nuku JIEKapCTBEHHBIMU Ipenaparamy,
METUIIUHCKUMH HU3JIETUSMUA M CIHENUATU3UPOBAHHBIMU TMPOIYKTAMU JIEYeOHOTO
MUTAHUA, OIIPEIIEIIEHHBIX MIPUKA30M Munsnpasa KbP
or 23 okta6ps 2024 1. No 376-I1 «O06 yTBEepKICHUU TIEPEUHS AaNTEYHBIX
OopraHu3alnui (anTeuYHbIX MYHKTOB) FOCYIAPCTBEHHON CHUCTEMBI 3paBOOXPAHCHHUS
Kabapnuno-bankapckoii PecnyOiuku, OCYIIECTBISIONIUX OTHYCK JBIOTHBIX
JIEKAPCTBEHHBIX TMpEnapaToB, MEAUIIMHCKUX U3JCIUA U CIEeHUATU3UPOBAHHBIX
MPOIYKTOB JIEUEOHOTrO MUTaHUS OTIEIbHBIM KaTeropusiM rpaxiaaH Poccuiickoit
®deneparuu Ha TeppuTopun Kabapauno-bankapckoit PecryGinukm.

[Topsimoxk B3aUMOJIEUCTBUS YYACTHUKOB TMPOTPAMM OOECIICUCHHS JIbI'OTHBIX
kareropuii rpaxnaan B KabGapauno-bankapckoit PecryOnvke sexapcTBEHHBIMU
npenapaTamu, MEIULIUHCKAMHU U3JIETIASIMU
U CICNHUATU3UPOBAHHBIMU TPOJAYKTAMH JIEUEOHOTO TMUTAHUS OIpPEIeNsIeTCs
npukazoM MunzapaBa KBP ot 09 suBaps 2025 r. Ne I-IT «O6 yTBepxkaeHUH
[Topsinka B3aUMOJEWCTBUSI YYaCTHUKOB TMPOrpaMM OOECIeUeHUs JIbIOTHBIX
kareropuii rpaxman B KabGapauno-bankapckoit PecryOnuke nexapcTBEHHBIMHU
npenapaTaMu, MEJUIMHCKUMHU U3JICIUSIMU U CIICHUATIU3UPOBAHHBIMU MPOIYKTAMU
7e4eOHOTO MUTAHUS.
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