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ot 29 nexadps 2020 rona N 632-n

Ilopsinok oGecneveHusi rPaKIaH JeKapCTBeHHBIMU NpenapaTaMu, a TaK:Ke
MeTUIMHCKUMU U3/1eJIMSIMH, BKJIIYEeHHBIMU B yTBepakIeHHbIH [IpaBuTeibcTBOM
Poccuiickoii @enepaunu nepedyeHb MeIUIMHCKUX U3/1eJIMid, UMIUIAHTHPYEMbIX B OPraHU3M
YyeJI0BeKa, JIe4YeOHbIM MUTAHHEM, B TOM YHCJIe CelUATU3HPOBAHHBIMH NPOAYKTAMHU
JIeyeOHOro MUTAHUSA, 110 HA3HAYEHHNIO Bpaya, a TaKKe JOHOPCKO
KPOBBIO U €€ KOMIIOHEHTAMM M0 MeJUIMHCKUM MOKA3aHUSAM B COOTBETCTBUH CO
CTAaHJIAPTAMM MEIULMHCKOI MOMOIIYU ¢ Y4€TOM BH/I0B, YCJI0BHIA 1 (popM oka3zaHusi
MeIMINHCKON MOMOIIHU, 32 MCKJIIOYEeHHEM JIeHeOHOr0 MUTAHMS, B TOM YK CJIe
CHENHATN3UPOBAHHBIX MPOAYKTOB JIE4eOHOI0 MUTAHUSA 10 JKeJAHUIO MAIHEHTA

15.1. ObecnieueHne  rpakaaH  JIEKapCTBEHHBIMH  IperapaTami,
MEIUIUHCKIMH HW3JCIUSAMH, JIeYeOHBIM IUTAaHWEM, B TOM 4YHUCIE CIEHUAIN3UPOBAHHBIMU
IPOAYKTaMU JIe4eOHOTO MUTAHUS, OCYILECTBISETCS MO MEIULMHCKUM MOKAa3aHUSIM C Y4E€TOM
BUJIOB, YCJIIOBHM U (POpM OKa3aHUsI MEIMIIMHCKON MOMOIIH, TpeaycMOoTpeHHbIX [IporpamMmoit, 3a
CUYeT cpe/cTB (enepaabHoro 0rmKeTa, 01 pkeTa aBTOHOMHOTO OKpPYTa, a TAK)XKE 33 CUET CPEJICTB
CHCTEMBI 0053aTEIILHOTO MEAUIIMHCKOTO CTPAaXOBAHMS.

15.1.1. [Ipy oOKa3zaHMK IIEPBHYHOM MEIUKO-CAHUTAPHOM IOMOLIM B
aMOyIaTOPHO-TIOJUKIMHUYECKUX YCIOBHUSIX B SKCTPEHHOW M HEOTJIOXKHOW (hopme, mepBUUHOU
MEAMKO-CAaHUTAPHOMN MOMOIIY B YCIIOBUSAX JTHEBHOTO CTAallMOHApa, CHEUAIN3UPOBAHHON, B TOM
YHClie BBICOKOTEXHOJIOIMYHOM, MEIUIIMHCKOW MOMOIIM B YCIOBUSX JHEBHOIO CTallMOHapa,
CHEUAIIN3UPOBAaHHONM, B TOM YHCJIE BBICOKOTEXHOJOTMYHOM, MEAMIMHCKOW IOMOIIM B
CTAllMOHAPHBIX YCIIOBUAX, a TaKXe MaJUIMaTUBHOM MEIUIMHCKON IMOMOIIM B CTAallMOHAPHBIX
YCIIOBHAX, oOecrieueHre JEeKapCTBEHHbIMU NpenapaTaMM M MEIUIMHCKUMHU H3AEIHsIMH BCEX
KaTeropui TpakJaH OCYLIECTBISETCS OECIIaTHO B COOTBETCTBUU C IEPEYHEM >KU3HEHHO
HEOOXO/JMMBIX M BaXKHEMIIMX JIEKapCTBEHHBIX CPEICTB, YTBep:kJIaeMmbIM IIpaBuTenscTBOM
Poccuiickoit @enepanum, ¥ co CTaHJapTaMU OKa3aHUS MEAULMHCKON IIOMOIIH, YTBEPKIaEMbIMU
MunsnpasoM Poccun.

becruiatHoe oOecrnieueHre MHBIMH JICKApPCTBEHHBIMH IMpenapaTaMy IO MEIUIUHCKUM
MOKa3aHMUAM B CIy4yasiX HETMIIMYHOTO TE€UEHHUs 3a00JIeBaHUs, HATMYUS OCJIOKHEHUI OCHOBHOTO
3a0oneBaHus W (MJIM) COYETAHHBIX 3a00JIeBaHUIl, MPM HA3HAYEHUH ONACHBIX KOMOWHAIMH
JIEKapCTBEHHBIX MPENapaToB, a TAKXKE MPU MHANBUYaIbHON HEMEPEHOCUMOCTH JIEKAPCTBEHHBIX
[IPENapaToB OCYILECTBISETCS HAa OCHOBAHWU pEHICHHs] BpaueOHOW KOMHCCHM MEIUIIMHCKON
OpraHH3aIiHy.

15.1.2. ITpu npoBeneHNN JI€UEHNUS B YCIOBUAX MOIUKIMHUKN U HA IOMY
JIEKapCTBEHHOE O0ECleueHue OCYILIECTBISIETCS 3a CYET JIMYHBIX CpEACTB TIpaKaaH, 3a
UCKJTIOYEHHEM OKa3aHHs SKCTPEHHON M HEOTJIONKHON MEAUIIMHCKON MOMOIIM U 33 UCKIIIOUEHUEM
KaTeropuii, UMEIOUINX MpPaBO Ha MOJIYYEHHE COOTBETCTBYIOLIUX MEpP COLMAIbHOW MOIACPHKKH,
YCTaHOBJIEHHBIX 3aKOHOJATENBCTBOM Poccuiickoit denepannn, aBTOHOMHOTO OKpyTa.

15.1.3. becrimatHoe sekapcTBeHHOE —oOecriedeHHe, oOecneueHne
MEAMLMHCKUMH H3ACIUSAMH OTACIBHBIX KaTErOpPUH IpaXkIaH, MMCIOIIMX IIPABO Ha IOJY4YCHHE
COOTBETCTBYIOIIMX  MEp  COLMAIbHOM  NOJNEPKKHM,  YCTAaHOBJIEHHBIX  (heaepalbHbIM
3aKOHOAATEIBCTBOM, IIPH OKA3aHUM MM NEPBUYHON MEIUKO- CAHUTAPHOW MOMOLIN B YCIOBHSX



MOJMKIMHUKA W Ha JIOMY, OCYIIECTBISIETCS B MOPSAIKE, YCTAaHOBJIEHHOM (eaepantbHbIMU
3akoHaMu oT 17 urons 1999 roga Ne 178-®D3 «O rocyaapcTBEHHOM cOLMaIbHOM NOMOIIM», Ne
323-®3, nocranosnenusmu [IpaButenbcrBa Poccuiickoit @eneparu ot 26 ampenst 2012 rona
Ne 403 «O nopsinke Benenus denepanbHOro perucTpa Jul, CTPaJAoUINX KU3HEYTPOKAIOIIUMU
U XPOHUYECKHMHU TPOTPECCUPYIOMUMH peAKUMH (0p(paHHBIMU) 3a00I€BaHUAMHU, TPUBOIALIMMU
K COKpALICHUIO TPOJODKUTEIBHOCTH KM3HH TPAXKAAH WIM HMX WHBAIMAHOCTH, U €ro
PETHOHAIBHOTO cerMeHTa», oT 26 HosOps 2018 No 1416 «OO6 yTBepKIE€HUU MPaBUI BEACHHS
QDenepanibHOTO pPETHCTpa JIML, OONBHBIX TreMOpMINeH, MYKOBHUCIHMIO30M, THIO(PH3aPHBIM
HaHU3MOM, OOJE3HBIO TOIIe, 3JI0KAYeCTBEHHBIMH  HOBOOOPA30BaHUAMH  JIUM(OHUTHOU
KPOBETBOPHOW M  POJCTBEHHBIX WM TKaHEW, paccesHHBIM CKJIEpO30M, JIHMI[ IOCIe
TpaHCIUIAaHTALlMM OpPraHoB U (Win) Tkanen», oT 30 uronst 1994 ronga Ne 890 «O rocynapcTBeHHOM
MOJJEPKKE PA3BUTHUSL MEIUIIMHCKOMN MPOMBIIICHHOCTH U YJIyYIIEHUU 00eCIeYeHHs] HaCeIeHUs
U YUYpeXJCHUN 3IpaBOOXPAHEHHs JIEKAPCTBEHHBIMHU CPEACTBAMU U MU3ACTUSMHU MEIUIIUHCKOTO
Ha3HAYCHUSI.

15.1.4. ObecnicueHue HaCEJICHHSI ABTOHOMHOTO OKpyra
JICKapCTBEHHBIMU MpernaparaMu, CHeHaTu3UPOBAHHBIMU MPOJYKTAMU JICUeOHOTO MUTAHUS IS
JedeHuss 3a00NieBaHUM, BKIIOYEHHBIX B TEPEUYCHb IKUZHEYTPOKAIOMIMX U XPOHUUYECKHX
nporpeccupyrommx peakux (opdaHHbIx) 3a00JieBaHUN, NPUBOISAIIUX K COKPALICHHIO
MPOJOHKUTEIFHOCTH JKU3HU TpaXXKAaHWHA WM €ro WHBAIMIHOCTH, OCYIIECTBISETCSA IO
perienTaM Bpayeil B anTEYHBIX OPraHU3alUSIX B COOTBETCTBUU C TMOPSIKOM, YCTaHOBICHHBIM
nocranoBienueM [IpaBurenscTBa aBToHOMHOTO OKpyra ot 27 deBpansa 2010 roga Ne 85-n «O0
o0Oecrie4eHU OTAETbHBIX KATEropuil TpaKAaH, MPOKUBAIOMMX B XaHThl- MaHCHHCKOM
aBTOHOMHOM oOKpyre - FOrpe, nekapCTBEHHBIMM MpenapaTaMu, MEIULIUHCKUMU H3JEIUIMU U
CHeLHUaTU3UPOBAHHBIMU POAYKTAMHU JIEUEOHOT0 MUTAHUS, OTITYCKaeMbIMH 110 pPelLienTaM Bpaueit
OecryIaTHO MM CO CKUAKOM, 3a CYET CPEJICTB OI0’KeTa aBTOHOMHOTO OKPYTa.

15.1.5. OOecrieueHre HaceleHUsl JIEKAPCTBEHHBIMU IIperapaTamy,
MEIUIUHCKUMHA M3ICTMSIMA ¥ CHEIHAIM3UPOBAHHBIMUA TIPOIYKTaMH JICYEOHOTO IHUTAHHSA,
NpUMEHSEMBIMH TIpH aMOyJaTOPHOM JICYCHHH OTACNBHBIX KaTeropuil TIpaxiaH, KOTOPBIM
NPEJOCTABISIOTCS  MEPHl  COIMANbHOW  MOAJCPKKH, JICKAPCTBEHHBIMH  IIpenapaTaMu,
NpUMEHSIEMBIMH TIpU aMOyJaTOPHOM JICYEHUH €Tl U3 MHOTOJIETHBIX CeMei B Bo3pacTe 110 6
JeT, feTed A0 3 JIeT JKU3HU, JEeTeW- CUPOT U JIETeH, OCTABIIMXCS 0€3 MOMEYeHUs] POIUTENCH,
BOCIIUTBHIBAIOLINXCS B CEMBSIX OMEKYHOB WJIHM TOIEYHUTENEH, MPHEMHBIX CEMbSX, IMaTPOHATHBIX
CeMBSIX, JICTCKUX JIOMaxX CEMEHHOro THIA, a TAK)Ke MaTepruallaMi, HHCTPYMEHTaMH, TpeIMeTaMu
pPa3oBOTO  HCIIOJIb30BAaHMS, TPUMEHSIEMBIMA TIPH OKa3aHUM CTOMATOJOTHYECKOW TOMOIIH,
OCYIIECTBIISICTCSI B COOTBETCTBUU C MEPEUHIMH, YKa3aHHBIMH B Tabiwmax 8§, 9.

ObecnieueHne WHBIMU JIGKAPCTBEHHBIMU TpeNapaTaMH, MEIUIIUHCKUMH H3ICTHSIMUA U

CHCIMATN3UPOBAHHBIMA ~ MPOAYKTAMH  JIEYEOHOTO  TNHTAHHWS  JIOMYCKaeTcs B Cllydae
UH/IMBUYaJIbHOW HEMEePeHOCUMOCTH MO JKM3HEHHBIM IOKAa3aHUSAM HAa OCHOBAHUU peEIICHUS
BpaueOHOM KOMUCCHU METUIIMHCKOIN opranu3anuy, ydactyromiei B [Iporpamme.
15.1.6. OGecrieuenue rpaxan MEIUIMHCKUMU W3JIETUSAMH,
pacXoJHBIMH MaTepHajaMM IpH OKAa3aHUM MEPBUYHOM MEIWKO-CAHUTApHOW TIOMOIIM B
aMOyNnaTOPHO-TIONIMKJIMHUYECKUX ~ YCIOBUSIX, B YCIOBHSIX  JIHEBHOIO  CTallMOHApa,
CHEHUATU3UPOBAHHON METUIIMHCKON MOMOINM, B TOM YHCJIE€ BBICOKOTEXHOJIOTHYHOM, CKOPOM
MEIMIUHCKOW TOMOIIM, B TOM YHCIE CKOpPOW CHEIHMaIM3HMpPOBAHHOM, NaJUIMAaTUBHOU
MEIUIUHCKONW TOMOIIM B CTAallMOHAPHBIX YCJIOBUAX, NPU OKa3aHUM CTOMATOJIOTHYECKOMH
MIOMOIIM OCYIIECTBIIAETCS OECIJIATHO B COOTBETCTBHM CO CTaHAAPTAMHU OKa3aHHs MEIUIIMHCKON
IIOMOILHY, yTBEpKaAaeMbIMu MuH3npasoM Poccun.

15.2. Ilpy OKasaHWW  CHOCHHAIM3UPOBAHHOHW, B TOM  YHCIIE



BBICOKOTEXHOJIOTHYHOM, MEIUIMHCKON MMOMOIIY B CTAlIMOHAPHBIX YCIOBUSX MO MEIUIIMHCKUM
MOKa3aHUsAM OCYILECTBIIAETCS OecruiaTHoe oOecreueHue TpaKAaH JOHOPCKOW KPOBBIO U ee
KOMITOHECHTaMH.

15.2.1. 3aroToBKa, XpaHEHHWE, TPAHCIIOPTHPOBKA U OOecIeYeHue
0€30I1aCHOCTH JIOHOPCKOM KPOBH M €€ KOMIIOHEHTOB OCYILIECTBISICTCS CTAaHLUEH IepenBaHUs
KPOBH U OTICICHUSMU TICPEIMBAHUS KpPOBU, BXOMISIIMMH B CTPYKTYPY MEIUIIMHCKUAX
OpraHu3alii aBBTOHOMHOT'O OKpYTa.

3aroToBKa, XpaHEHHE, TPAHCIIOPTHUPOBKA M olecreyeHne Oe30MacHOCTH JOHOPCKOM
KPOBU U €€ KOMIIOHEHTOB OCYIIECTBIISICTCS B COOTBETCTBUH C TOCYIapCTBEHHBIM 3aJlaHHEM Ha
BBINOJIHEHHE pabOT 1O 3aroTOBKE JOHOPCKOW KPOBH Ha OCHOBAHUM JIMLIEH3UU HA METULIMHCKYIO
NeSITeILHOCTD C YKa3aHUEM 3arOTOBKH U XPaHEHHUs JOHOPCKOW KPOBHU U (WJIM) €€ KOMIIOHEHTOB B
Ka4eCTBE COCTABISIONIMX YACTEH JIMLEH3UPYEMOTO BH/IA ICATEIILHOCTH.

15.2.2. OOecrieyeHne TOHOPCKOW KPOBBIO M €€ KOMIIOHCHTaMHU
MEIULMHCKUX OpraHu3aluid aBTOHOMHOIO OKpyra M OpraHM3aluid 4YacTHOM CHCTEMBbI
3paBOOXPAaHEHMs, Y4YacCTBYIONIMX B  peanm3amuu [IporpamMmbl, Ui  KIMHUYECKOTO
WCIIOJBb30BAaHUSl NPU OKAa3aHUM MEJIUIIMHCKOM IOMOIIM B COOTBETCTBMM C [Iporpammoi
OCYIIECTBIIsIeTCS O€3BO3ME3THO IO 3asBKaM MEIUIMHCKUX OpTraHu3aluid Ha OCHOBAaHUU
JIOTOBOPOB Ha 0€3BO3ME3HYIO Mepeaadyy TeMOKOMIIOHEHTOB, 3aKIIOYEHHBIX B YCTAHOBJICHHOM
3aKOHOM TOPSIJIKE.

Knunudeckoe wHCMoONb30BaHHE KPOBU M KOMIIOHEHTOB KPOBU  OCYIIECTBISIETCS
MEAWIMHCKUMH OpraHU3alUsMU, HUMEIOIIMMHU JIMIEH3UI0 HAa MEIUIUHCKYIO JIeATEIbHOCTD,
CBSI3aHHYIO C BBIIIOJIHEHHEM Pa0oT (ycyr) o TpaHc(hy3uoIoTuu.

15.2.3. HemocpenctBeHHoe — mepenuBaHHe ~ KOMIIOHEHTOB — KPOBHU
HalMeHTaM OCYIIECTBIISET JieHalluid Bpay, MPOUIeIIIUNA COOTBETCTBYIOIIEe OOy4YeHHUE.
HeoOxonuMbiM mpeaBapuUTeIbHBIM YCIOBUEM TpaHc(hy3uu (MepenuBaHusi) JOHOPCKONH KPOBU U
(M) ee KOMIIOHEHTOB (Jjajiee TaKXKe - MEIMIIMHCKOE BMEIATENbCTBO) SIBISETCS JOOPOBOIBHOE
corjacue MalueHTa WM ero 3aKOHHOTO MPEACTaBUTENS Ha MEIUIIMHCKOE BMEIIATENIbCTBO Ha
OCHOBAHMHU TPEIOCTABICHHOM MEIUIUHCKUM pPaOOTHUKOM B JIOCTYIHOW ¢opme MOJHON
uH(pOpMAIIMK O LETSAX, METOAAaX OKa3aHWs MEAMIIMHCKOW MOMOIIH, CBSI3aHHOM C HUMH PHCKE,
BO3MOXKHBIX BapHMaHTaX MEIMIIMHCKOTO BMENIATEIhCTBA, O €ro MOCIEICTBHIX, a TaKkKe O
NPEIoIaraéMbIX pe3ysibTaTax OKa3aHUs METUIIMHCKON ITOMOIIIH.

NudpopmupoBanHoe 100pPOBONBHOE  COTJIacMe MAalMeHTa WM €ro  3aKOHHOTO
NPEJCTaBUTEINSI HA MEIUIIMHCKOE BMEIIATEIbCTBO MIIM OTKa3 OT MEIUIIMHCKOTO BMEIIATEIbCTBA
oopmisieTcs B COOTBETCTBUM C TPeOOBAaHUSMH, YCTAaHOBJIEHHBbIMU cTaThell 20 denepalibHOTO
3akoHa Ne 323-03.

15.3. I[Ipn oka3aHMM CHENMATU3UPOBAHHOHW, B TOM  YHCIE
BBICOKOTEXHOJIOTUYHON MEIMIIMHCKOW TIOMOIIM B CTAIIMOHAPHBIX YCIOBHSAX IO MEAMIIMHCKUAM
MOKa3aHMUsAM, TAIMEeHTHl OO0ECTeUMBAIOTCS MEIUIIMHCKIMU W3JIeIHSIMHA, BKIIOYCHHBIMHA B
nepevYeHb METUIIMHCKUX HW3JIENINH, WMIUIAHTHPYEMBIX B OpPTaHWU3M YEIOBEKa, YTBEP)KICHHBIN
pacniopspkenneM [IpaButensctBa Poccuiickoit @enepanun ot 31 gexadps 2018 roma Ne 3053 -p.

HenocpencTBeHHOEe MMILTAHTHPOBAHWE MEIUIIMHCKUX W3JIENUN OCYIIECTBISIETCS TIOCIE
MOJIy4yeHus: JTOOPOBOJBHOTO COIJIaCHsl OT MalMeHTa WIM €ro 3aKOHHOIO IpEACTaBUTENsS Ha
COOTBETCTBYIOIIEE MEUIIMHCKOE BMEIIATEIbCTBO.

15.4. [Ipr oka3aHUM MEIMIIMHCKOW ITOMOIIM HAa OCHOBE CTaHIApTOB B
CTAllMOHAPHBIX YCIIOBHUSIX OCYIIECTBIIIETCS OeciyiaTHOe oOOecledeHre MAIMeHTOB JeueOHbIM
(IMeTH4eckuM U TPOPUIAKTHYECKUM) MUTAHUEM C YY€TOM CTaHIAPTHBIX JUET M BO3PACTHBIX
HOPM, YTBEPKICHHBIX IpUKazamMu Munsapasa Poccun.

[Tpu oxa3aHuM MEIUIMHCKON MOMOIIM B YCIOBUSAX JHEBHBIX CTAIlMOHAPOB OOeCIeYeHre



NAlMEHTOB JiedeOHbIM NUTAaHHEM He NpeaycMaTpUBaeTcs, 3a MCKIIOYEHHEM JTHEBHBIX
CTAllMOHApOB (B CTPYKTYpE KPYIJIOCYTOUHBIX CTAal[MOHAPOB), OKAa3bIBAIOLIMX MEIUIIMHCKYIO
IOMOUIb JETSAM IpU IPOJOJKUTEIBHOCTH JieueHus 4 yaca u Oosee, a TakXKe THEBHBIX
CTAallMOHAPOB MCUXUATPUUECKOTO U (PTHUIUATPHUUECKOTO MPOPHUIICH.



