[Topsinok obecniedeHrs TpakjaH JEKapCTBEHHBIMHU MIpETapaTaMu, a TAK)Ke METUITMHCKUMU
W3EIUsIMH, BKIIFOYEHHBIMU B YTBEep KJIeHHBIN [IpaButensctBoM Poccuiickoit deneparuu
Hepequb MCIUIIUHCKHUX I/I3I[CJIPII>'I, I/IMHJIaHTI/IpyeMLIX B OpI‘aHI/I3M YCJIOBCKaA, JIC‘-IC6HBIM
MMUTAaHUEM, B TOM YHCJIC CIICIIMAIM3UPOBAHHBIMU MTPOTYKTAMHU JICYCOHOTO MMUTAHMS, 110
Ha3HA4YCHHIO Bpaya, a TAK)Ke JJOHOPCKOU KPOBBIO M €€ KOMIIOHEHTaMH M0 MEIUIIUHCKUM
MOKa3aHUsIM B COOTBETCTBUHU CO CTaHIAPTAMU MEIUITMHCKOM ITOMOIIH C YY€TOM BHJIOB, YCIOBUI
nu (bOpM OKaszaHus MCI[HHHHCKOﬁ IIoMoOIH, 3a UCKIIOYCHUECM JIG‘-I€6HOI‘O IIUTaHUuA, B TOM 4YUCJIC
CHEIUaTU3UPOBAHHBIX MPOIYKTOB JIEYCOHOTO MUTAHKS 110 JKEJIaHHUIO MalUCHTA

15.1. OO6ecneyeHne TpaxaaH JICKAPCTBEHHBIMH IIpenaparam, MEAUITUHCKUMH
U3IeNTUSMHU, JIe4eOHBIM TUTAHUEM, B TOM YHCIIE CIIEHUAIN3UPOBAHHBIMU MPOYKTAMH JIEYEOHOTO
MUTAHMS, OCYIIECTBISETCS MO MEAMIMHCKUM IMOKA3aHUAM C YYETOM BHJIOB, YCIOBUU U (QopM
OKa3aHus MEIMIMHCKOM IIOMOLIY, IpeaycMOTpeHHbIX IIporpammoii, 3a cder cpeacrs
denepanbHOro OrOIXKETa, OFOJKETa aBTOHOMHOT'O OKpYra, a TakKe 3a CUET CPEJCTB CHCTEMBI
0053aTeIbHOT0 MEIUIIMHCKOTO CTPaXOBaHUS.

15.1.1. Ilpu oka3aHuUM NEPBUYHONW MEIUKO-CAHUTAPHOW MOMOIIM B aMOyIaTOpPHO-
MNOJIMKJIMHUYECKUX YCIOBHMSIX B OKCTPEHHOM W HEOTJIONKHOW (opMe, MEPBUYHON MEIUKO-
CaHUTApPHOU MOMOILM B YCIOBUAX JHEBHOIO CTallMOHApa, CIELHUAIM3UPOBAHHON, B TOM YHUCIIE
BBICOKOTEXHOJIOTMYHOM, MEIMLIMHCKOM IOMOIIM B YCJIOBHSX JHEBHOIO CTalMOHapa,
CIIELUAJM3UPOBAHHONM, B TOM YHCJE BBICOKOTEXHOJIOTUYHOM, MEIUUMHCKOW TIOMOIIKA B
CTAllMOHAPHBIX YCIIOBUSX, @ TAaKXKe MaVIMaTUBHOM MEIUIMHCKOM IMOMOLIM B CTAalMOHAPHBIX
YCIIOBUSX, OOECleYeHHe JEKaPCTBEHHBIMU TMpernaparaMd U MEIULIUHCKUMH H3JETHSIMH BCEX
KaTeropuil IpaxaaH OCYLIECTBISIETCS OECIJIaTHO B COOTBETCTBUU C IEPEYHEM JKHU3HEHHO
HEOOXOMUMBIX M  BaXHEHIIMX  JIEKAPCTBEHHBIX  CPEJICTB, €KErOJHO  YTBEPKIAEMbIM
IIpaBuTenscTBOM Poccuiickoi denepanuu, v cO CTaHIapTaMH OKa3aHUs MEAUIMHCKON TOMOIIIH,
yTBepxkaaeMbIMu Mun3apasom Poccnn.

becninmatHoe obOecrieueHue HMHBIMHM JIEKAPCTBEHHBIMH IpenapaTaMu 0 MEIUIUHCKUM
NOKa3aHMUSAM B CIy4yasiX HETMIIMYHOTO TE€UEHUs 3a00JIeBaHUS, HAIWYMS OCIOKHEHUH OCHOBHOTO
3a0oneBaHus W (WIM) COYETAHHBIX 3a00J€BaHWN, MPU HA3HAYCHUU OMACHBIX KOMOWHAIIMIA
JIEKapCTBEHHBIX IPENapaToB, a TAKXKE IPU UHAWBUYAJIbHON HEMEPEHOCUMOCTH JIEKapCTBEHHBIX
IIPENapaToB OCYILECTBISETCS HA OCHOBAHWU pELICHHs] BpaueOHOW KOMMCCHHM MEIULIUHCKOMN
OpraHH3aIyHy.

15.1.2. Ilpu npoBeieHUN JI€UEHUS B YCIOBUAX MOJIMKIMHUKY U Ha JOMY JIEKAPCTBEHHOE
o0ecreyeHrne OCYIIECTBISIETCS 3a CUET JIMYHBIX CPEJICTB IpakJaH, 3a UCKIIOUEHHEM OKa3aHUs
DKCTPEHHON M HEOTJIOKHOM MEIMIIMHCKOM IOMOIIM M 33 MCKJIKYEHUEM KaTerOpuil, UMEIOIINX
IIPAaBO Ha I[OJIyYEHUE COOTBETCTBYIOUIMX MEpP COLMAIBHOW NONIECPKKH, YCTAaHOBIIEHHBIX
3aKoHoAarenbCcTBOM Poccuiickoit denepanuy, aBTOHOMHOIO OKpyTa.

15.1.3. becnnatHoe nekapcTBeHHOe oOecreueHne, oOecreyeHne MEeTUITUHCKUMU
U3JIEUSIMU OTAETBHBIX KaTErOpUid rpakaaH, UMEIOIUX MPaBO HA MOJIyY€HHUE COOTBETCTBYIOIINX
Mep COLMAIbHOM MOIEP’KKHU, yCTAaHOBJICHHBIX (hefepabHbIM 3aKOHOIATEILCTBOM, IIPH OKa3aHUU
UM TEepBUYHOM MEIMKO-CAaHUTAPHOM TIOMOIIM B YCJIOBHUSX TMOJUKIMHUKA W Ha JOMY
OCYILECTBIISICTCS B MOPSAAKE, YCTAHOBICHHOM (peepaiabHbIMHU 3aKkoHaMu oT 17 utonst 1999 rona
Ne 178-®3 «O rocynapcTBeHHOMN colalibHOM momorin», oT 21 HosiOps 2011 roga Ne 323-D3 «O0
OCHOBax OXpaHbl 370poBbsi TIpaxgaH B Poccuiickoii ®enepanun», TOCTaHOBICHUSIMU
ITpaButensctBa Poccuiickoit denepanuu ot 26 anpensa 2012 roga Ne 403 «O nopsiike BeaeHUs
@enepalIbHOTO  PETUCTpAa  JIUL, CTPAJAIOIIMX JKU3HEYIPOXKAIOIIMMH M XPOHUYECKUMU
IPOrPECCUPYIOUIUMH peAKUMHU (OppaHHBIMU) 3a00JI€BaHUSIMH, MPUBOIAIIMMHU K COKPAIICHUIO
IPOJOKUTEIBLHOCTHU KU3HU TPaKJIaH WIM MX UHBAJIMIHOCTH, U €0 PErMOHAIBHOIO CETMEHTAY,
ot 26 anpens 2012 romga Ne 404 «O6 yrBepxknenuu IIpawn BeneHus denepaibHOTO perucrpa
v, OONBHBIX TeMO(HINEH, MyKOBUCIMI030M, THIO(GHU3apHBEIM HAaHU3MOM, Oose3nbio ['omre,
37I0KQYE€CTBEHHBIMH HOBOOOPa30BaHUAMH JUM(OUAHON, KPOBETBOPHOM M POJCTBEHHBIX UM
TKAHEW, pacCEsTHHBIM CKJIEPO30M, JIMI] [1OCJI€ TPAHCIUIAHTALlMU OPTraHoB M (Win) TKaHei», oT 30
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uronss 1994 roma Ne 890 «O rocynapcTBEHHOM MOAAEPKKE Ppa3BUTHA MEAULIIMHCKON
MPOMBIIIJIEHHOCTH U YJIYyYIIEHHUU OOECTeYeHHs] HACENICHUS M YUYPEKICHUI 3/IpaBOOXpaHEHUS
JIEKapCTBEHHBIMU CPEACTBAMM U U3JEIUSIMH MEIULUHCKOTO Ha3HAUEHUS».

15.1.4. ObecrieueHrue HaceJICHHs] aBBTOHOMHOTO OKpyTa JIGKapCTBEHHBIMH IIpenapaTamH,
CHEUMATU3UPOBAHHBIMUA TPOJIYKTaMU JIEYEOHOTO THTAaHUS s JieueHUs 3a0o0JieBaHHIA,
BKJIFOYEHHBIX B IIE€PEUYCHb JKU3HEYTPOKAOIIMX M XPOHUYECKUX MPOrPECCUPYIOUIUX PEIKHUX
(opdannbix) 3a0oneBaHMd, NPUBOIAMIMX K COKPALICHHIO MPOJODKUTEILHOCTH JKU3HU
rpaKJaHWHA WM €ro HWHBAIMIHOCTH, OCYHIECTBISETCA IO pelenTaM Bpadyell B anTEeYHbIX
OpraHM3alMsaX B COOTBETCTBUU C MOPSAJIKOM, YCTAaHOBJIEHHBIM IOcTaHOBIeHUEM [IpaBurenscTBa
aBTOHOMHOTO okpyra ot 27 deBpanst 2010 roga Ne 85-m «O6 obecrieueHnn OTIETBHBIX KaTeropuid
rpaX<aaH, IPOKUBAIOIIKX B XaHTbI-MaHCHIICKOM aBTOHOMHOM OKpyre — FOrpe, jiekapcTBEHHBIMU
npenapaTamM, MEIUIMHCKUMU U3JEIUSIMHU U CIECHUATU3UPOBAHHBIMU IMPOIYKTaMH JIe4eOHOTO
IOUTAHUS, OTITYCKAeMbIMH IO PELEeNTaM Bpadel OeCIUIaTHO MM CO CKUIKOW, 3a CUET CPE/ICTB
OromKeTa aBTOHOMHOTO OKPYTa.

15.1.5. OOGecrieuenne HaceleHHUS JIEKAPCTBEHHBIMH IMperapaTaMy, MEIHIIMHCKUMHU
U3JICUSIMA U CIICLIUATN3UPOBAHHBIMH MPOJIYKTaAMH JI€UeOHOr0 MUTAHUS, TPUMEHIEMBIMHU MPU
amMOyJIaTOPHOM JICYCHHH OTAEIBHBIX KAaTETOPHH TPaKAaH, KOTOPBIM IMPEJOCTABIISIOTCS MEpPHI
COLIMATILHON MOJJEPKKH, JIEKAPCTBEHHBIMU IpernapaTamMu, MPUMEHSIEMbIMU MPU aMOyJIaTOPHOM
JICYEHUU JIeTel U3 MHOTOIETHBIX ceMEl B Bo3pacTe A0 6 JeT, 1eTel 10 3 JeT *KU3HU, 1eTeH-CUPOT
U JIeTei, ocTaBIIMXCs 0e3 MOMeUYeHUs] pOAUTENeH, BOCIIUTHIBAIOIIUXCS B CEMbSAX ONEKYHOB WMITU
MOTIEYUTENIEH, IPUEMHBIX CEMbSX, MATPOHATHBIX CEMbSX, JETCKUX JIOMax CEMEHHOro Tuia, a
TaK)Ke MaTepualamMu, UHCTPYMEHTaMH, MIPEeAMETaMU Pa30BOr0 UCIIOIb30BAHUS, IPUMEHAEMbIMU
IIPU OKa3aHUU CTOMATOJIOTMYECKOM IOMOIIM, OCYUIECTBIISIETCS B COOTBETCTBUU C IEPEUHSIMU,
yKa3aHHbIMH B Ta0numnax 7, 8, 9.

ObecrieueHre MHBIMU JIEKAPCTBEHHBIMHU IIpenapaTamMH, MEIULUUHCKUMU H3JETUSIMU U
CHEIHUAM3UPOBAaHHBIMUA ~ MPOAYKTAMHU  JIe4eOHOTO  MUTAaHUS  JIOMyCcKaeTcs B cllydae
WHAMBUAYaJIbHON HENEepEeHOCHMOCTH M0 JKU3HEHHBIM II0KAa3aHHWSIM HAa OCHOBAaHUU pELICHUS
BpaueOHOM KOMUCCHHU MEIUIIMHCKOIN Oopranusaiuu, ydactytomieit B [Iporpamme.

15.1.6. OOecrieuenne rpaxiaH MEAUIIMHCKUMU H3JEIUSIMHU, PACXOJHBIMH MaTepHalaMU
IpU OKa3aHUHM TMEPBUYHONW MEIUKO-CAHMTAPHOW MOMOIIM B aMOYIaTOPHO-TOTUKINHUYECKHX
YCIIOBUSIX, B YCIOBHUSIX JHEBHOTO CTAllMOHApA, CIIEHUAIN3UPOBAHHON MEAUIIMHCKONW MOMOIIH, B
TOM YHUCJIE BBICOKOTEXHOJIOTMYHOM, CKOPOM MEIMLMHCKON IOMOIIM, B TOM YHUCIE CKOPOH
CHeUaln3upOBaHHON, MAJUTMATUBHON MEIMIIMHCKOW MOMOIIM B CTAllMOHAPHBIX YCIOBUSX, MPU
OKa3aHUM CTOMATOJOTMUYECKOW IOMOIIM OCYIIECTBIsSETCS O€CIUIaTHO B COOTBETCTBHHM CO
CTaHJapTaMM OKa3aHWs MEIMIMHCKON MOMOIIH, yTBepKaaeMbIMi Mun3apasom Poccnn.

15.2. Ilpn oka3aHMM CIELHUAIU3UPOBAHHOM, B TOM YHCJIE BBICOKOTEXHOJIOIMYHOM,
MEAMIIMHCKOW TMMOMOLIM B CTAllMOHAPHBIX YCIOBUSAX IO MEIUIIMHCKUM TOKa3aHUSIM
OCYILECTBIIsIETCS OecrIaTHOe obecneueHne rpax/JiaH JOHOPCKOH KPOBBIO M €€ KOMITIOHEHTaMH.

15.2.1. 3aroToBKa, XpaHEHHUE, TPAHCHOPTHPOBKAa M obecrneyeHne Oe30MacHOCTH
JIOHOPCKOM KpPOBH M €€ KOMIIOHEHTOB OCYIIECTBISETCS CTAHUUEH NEpEeIUBaHUS KPOBU U
OTJICJICHUSIMM TIEpEIMBAHMsI KPOBH, BXOISIIMMHU B CTPYKTYPY MEIWLMHCKHX OpraHU3aluil
ABTOHOMHOT'O OKpyTa.

3aroToBKa, XpaHEHUE, TPAHCIIOPTUPOBKA U oOecreueHne 6€30MacHOCTH JOHOPCKOW KPOBH
U €€ KOMIIOHEHTOB OCYILECTBISETCS B COOTBETCTBHM C TIOCYJAapCTBEHHBIM 33JaHMEM Ha
BBITNIOJIHEHHE paboT M0 3aroTOBKE JTOHOPCKON KPOBU HAa OCHOBAHUU JIUIIEH3UU HA MEIUIIMHCKYIO
JeSITebHOCTh ¢ YKa3aHUEM 3arOTOBKH U XpaHEHHUsl JOHOPCKOW KPOBHU U (WJIM) €€ KOMIIOHEHTOB B
KayeCTBE COCTABJISIFOIINX YacTel JINLEH3UPYEMOr o BUJia IeATEIbHOCTH.

15.2.2. OGecneueHue JOHOPCKON KpPOBBIO W €€ KOMIIOHEHTaMH MEIUIIMHCKHUX
OpraHu3alii aBTOHOMHOTO OKpyra M OpraHu3alMil YacTHOM CHUCTEMBI 3[IpaBOOXPAHEHUS,
Y4acTBYIOIIMX B peanu3auuu [IporpaMmbl, A KIMHUYECKOTO HCIOJb30BaHUS IPH OKa3aHUU
MEJIUIIMHCKOW TIOMOIIM B COOTBETCTBHHM C IIporpammoii ocyecTBisieTcs 0€3BO3ME3AHO IO
3asBKaM MEAMLMHCKUX OpTraHU3alii Ha OCHOBAaHHH JIOTOBOPOB Ha OE3BO3ME3THYIO Iepenady
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F€MOKOMIIOHEHTOB, 3aKJIIOUEHHBIX B YCTAHOBJIEHHOM 3aKOHOM IOpPSIKE.

KnuHuueckoe HCMONB30BaHME KPOBM W KOMIIOHEHTOB KPOBU  OCYIIECTBIISIETCS
MEAMIMHCKUMHM OpraHU3alys MU, HWMEIOIMMHU JIMLIEH3UI0 HAa MEIULUHCKYIO JIEATENbHOCTD,
CBSI3aHHYIO C BBITIOJIHEHHEM padoT (YCIIyT) MO TPaHC(Y3UOJIOTHH.

15.2.3. HenocpeacTBeHHOE NEPETMBAHUE KOMIIOHEHTOB KPOBHU NAI[UEHTaM OCYIIECTBIISAET
Jevaliui Bpad, MpOLIEAUIMH COOTBETCTBYIoLIee oOyueHne. HeoOXoaumbIM MpeBapUTEIbHBIM
ycIioBUEM TpaHcy3uu (epeuBaHus ) JOHOPCKON KPOBH U (WJIM) €€ KOMIIOHEHTOB (J1ajiee TakkKe
- MEJUIIMHCKOE BMEILIATENILCTBO) ABISETCS JOOPOBOJIBHOE COIIACUe NAllMEHTA HIIU €r0 3aKOHHOI'0
IPEJICTAaBUTENS. Ha MEIUIMHCKOE BMEIIATEJbCTBO HA OCHOBAaHMM  NPEJOCTaBICHHOMN
MEIUIUHCKUM pPa0OTHUKOM B JAOCTYHHOH (opme mosHoW uHopManmuu o Lesx, MeToiax
OKa3aHUs MEIULUHCKON IIOMOIIM, CBA3aHHOM C HHUMH pPHCKE, BO3MOXHBIX BapHaHTax
MEIMIUHCKOr0 BMEIIATEIbCTBA, O €ro MOCIEACTBUAX, a TAKKE O MPEAIoJaraeMblX pe3yibTaTax
OKa3aHUs MEIUIIMHCKONW TOMOIIH.

WudopmupoBaHHoe 100pOBOJIBHOE — cOIlacMe MalMeHTa WM ero  3aKOHHOI'o
IIPEJICTAaBUTEINS HA METUIIMHCKOE BMEIIATENIbCTBO UM OTKa3 OT MEAMIIMHCKOIO BMEIIATEIbCTBA
odopmisieTcs B COOTBETCTBUU € TpeOOBaHMUAMH, ycTaHOBIEHHBbIMU cTaTbhell 20 denepanbHOro
3akoHa oT 21 wHosiOpst 2011 roma Ne 323-®3 «O0 ocHOBax OXpaHBI 3/I0POBbSI TPKIAH B
Poccuiickoit denepannmny.

15.3. Ilpu oka3aHMM CHELMATU3UPOBAHHON, B TOM YHCIIE BBICOKOTEXHOJOTHUYHOU
MEIUIUHCKON MOMOIIM B CTAllMOHAPHBIX YCIOBMSX IO MEIUIMHCKUM IOKA3aHUSAM, MAalUEHThHI
o0ecrieunBarOTCsl MEIWLMHCKUMU H3JEIUSAMHM, BKJIIOYEHHBIMHM B IEpPEYEHb MEIULHUHCKHUX
U3JeNnuil, HUMIUIAHTUPYEMBIX B OpraHM3M 4YeJOBEKa, YTBEP)KICHHBIM pacropsKeHueM
ITpaButenscTBa Poccuiickoit @enepanuu ot 22 okta6pst 2016 rona Ne 2229-p.

HenocpencTBeHHOE MMIUIAHTUPOBAHWE METUIMHCKUX W3/EIMHA OCYILECTBIISETCS IMOCIe
MOJIy4eHUs1 JTOOPOBOJIBHOIO COIVIaCUsl OT MalMeHTa WIM €ro 3aKOHHOI'O IPEACTAaBUTENS Ha
COOTBETCTBYIOILIEE MEAUIIMHCKOE BMEUIATEILCTBO.

15.4. Ilpu oka3aHMM MEIUMLMHCKON MOMOIIM HAa OCHOBE CTaHIApTOB B CTAl[MOHAPHBIX
YCIOBHSAX OCYILIECTBIsIETCA OecraTHOe oOecreueHue MalueHTOB JIEYEOHBIM (JIMEeTUYECKHM U
npoQUIAKTUYECKMM) MUTAaHUEM C YYeTOM CTaHJApTHBIX JUET U BO3PACTHBIX HOPM,
YTBEP)KJIEHHBIX IpHUKa3zaMu Mun3pasa Poccun.

[Ipu oxazaHuM MEIUIMHCKOM MOMOIIY B YCIOBHSIX JHEBHBIX CTAIl[MOHAPOB OOECIeuyeHne
NAllMeHTOB JICYeOHBIM TNHMTAHUEM HE IMpelycMaTpUBAeTCs, 3a MHCKIIOYEHHEM JIHEBHBIX
CTAallMOHApOB (B CTPYKTYpE KPYIJIOCYTOUHBIX CTAI[MOHAPOB), OKAa3bIBAIOIIMX MEIUIIMHCKYIO
IOMOILb JIETSIM TpU TPOJODKUTENIBHOCTU JeueHus 4 uaca U Oosee, a TakKe JHEBHBIX
CTaIlIOHAPOB MICUXHATPHUUECKOT0 U PTU3NATPUUECKOTO NPOPUIIEH.
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