I'napa 5. IOPAJJOK OBECIIEYEHUSA I'PAXKJIAH JIEKAPCTBEHHBIMHA
MHNPEIMAPATAMMU, A TAKXKE MEIULITUHCKUMMU U3AEJIUSAMU,
BKJIIOUYEHHBIMH B YTBEPXJIAEMBI ITIPABUTEJIbCTBOM

POCCHUIICKOH ®EJEPAIIMN TEPEYEHDb MEJJUIIMHCKUX U3IEJINM,
NMIIVIAHTUPYEMBIX B OPT'AHNU3M YEJIOBEKA, IEHEBHBIM
IIUTAHUEM, B TOM UYUCJIE CIIEHUAJIN3UPOBAHHBIMUA ITPOAYKTAMMU
JIEHEBHOI'O IIMTAHUS, 110 HASHAYEHUNIO BPAYA, A TAK/KE
JOHOPCKOM KPOBBIO 1 EE KOMIIOHEHTAMM 11O MEJJUIIMHCKAM
TMMOKA3AHHUSM B COOTBETCTBUM CO CTAHJIAPTAMMA MEJUIIMHCKOM
IOMOIIM C YYETOM BHJOB, YCJIOBUH U ®OPM OKA3AHUSA
MEJUIIUHCKOM MOMOIIH, 3A UHCKJIIOYEHUEM JIEUEBHOI'O
IIUTAHUS, B TOM YACJIE CIIEHUUAJIN3UPOBAHHBIX ITPOAYKTOB
JIEHEBHOI'O IIUTAHUSA (ITIO KEJJAHUIO ITAITUEHTA)

Ha3snauenue u BBIIUCBHIBAHME JIEKAPCTBEHHBIX IIPEMApaTOB OCYILECTBISETCS B
NOpSAJKE, YCTAHOBJIEHHOM  (peiepalbHbIM  OpPraHOM  HMCHOJHHUTENBbHOM  BIIACTH,
OCYIIECTBIISIOMNM (DYHKIIUU TIO BHIPAOOTKE M pean3alliy ToCyAapCTBEHHOM MONIUTUKH U
HOPMAaTUBHO-TIPAaBOBOMY PETYJIMPOBaHHUIO B cepe 3IpaBOOXpaHEHUS, MEAUIIUMHCKUMHU
pabOTHUKAMU MEIUIIMHCKUX OpraHu3allfii, BKJIIOYCHHBIX B IEPEYCHb MEIUIIMHCKHUX
opranmzanii  (000COOJEHHBIX  MOApA3NIENCHNI), YYacTBYIOIIUX B  pealu3aliu
[IporpaMMmsl, COTJIACHO MPUIIOKEHUIO 1. .

[Ipu okazanuu B pamkax [IporpaMmbl mepBUYHON MEAMKO-CAHUTAPHOW MOMOIIU B
aMOyJIaTOPHBIX YCIOBHSIX B CIy4asiX TUIIMYHOTO TeUeHUs 3a00JIeBaHMs NalleHTa UCXOAs
U3 TSOKECTM W Xapakrepa 3a00JieBaHHS B COOTBETCTBUM C YTBEP)KIECHHBIMU B
YCTAaHOBJICHHOM  TIOPSJIKE  CTaHJApTaMUd  MEIUIIMHCKOM  TMOMOIINM  METUIIMHCKUM
PabOTHUKOM OCYILIECTBISETCS:

Ha3HA4YCHHE W BBIMHCHIBAHUE HEOOXOJMMBIX JICKAPCTBEHHBIX IPENapaToB;
MEAUIMHCKUX M3/ETHH, a TaKKe ClelUaTIu3uPOBaHHBIX MPOIYKTOB JIEYEOHOTO MUTAHUS
JUIsL  A€Te-UHBAIMIOB, OTACJIbHBIM KAaTErOpUsM TpakJIaH, HMEIIIMM I[paBO Ha
MOJIy4YeHUE COLMAIbHOM YCIyTrH, MpeayCMOTpeHHOW myHKTOM 1 uvactu 1 cratem 6.2
®enepanbHoro 3akoHa oT 17 wurons 1999 roma Ne 178-@3 «O rocymapcTBEeHHOM
COI[MAJIbHOM TIOMOILLIM», B COOTBETCTBUM C YTBEPKJICHHbIMU [IpaBuTenbcTBOM
Poccuiickonn ®enepanuu NepedHsMH JIEKAPCTBEHHBIX IIPENApaToB Ui MEIULIMHCKOTO
MPUMEHEHHS, B TOM YUCJIE JIEKaPCTBEHHBIX MPEMapaToB JIsl MEIUIIMHCKOTO IPUMEHEHUS,
HAa3HAYAaeMbIX [0 PEIICHUIO BpaueOHBIX KOMUCCHM MEIUIIMHCKUX OpraHu3alIui,
MEAUIMHCKUX H3JENIUH, CIEeUUaTU3UPOBAHHBIX TMPOAYKTOB JI€UeOHOTO MUTAHUS JUIs
JeTe-UHBATUAOB; OTACIBHBIM KaTErOpUsM TpakJaH, UMEIOIIMM IMpaBO Ha MOJy4YeHHE
roCyJ1lapCTBEHHOW COLIMAJIBLHOM MOMOIIM B BUI€ HA0Opa COLMANIbHBIX YCIIYT;

Ha3Ha4Y€HUE U BBIMTUChIBAHKUE JIEKAPCTBEHHBIX MPENapaToB Tpaxk/laHaM, CTPAdAr0IINM
reMouanei, MYKOBUCLUUIO30M, TrUNodu3apHbIM HaHU3MOM, Oose3Hbto [omre,
3JI0KAY€CTBEHHBIMU HOBOOOPA30BaHHUSIMH JTUMQPOUIHOMN, KPOBETBOPHON U POJCTBEHHBIX
UM TKaHEH, pacCeSHHBIM CKIIEPO30M, T€MOJIMTUKO-
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YPEMUYECKUM  CHUHIPOMOM, FOHOIIECKHMM apTPUTOM C CHUCTEMHBIM  HA4daJIOM,
mykononucaxapuao3om |, II u VI Tumos, amnactuyeckodl aHeMueil HEYTOUHEHHOM,
HacieACcTBeHHBIM nedurutom daktopoB II (dbubpunorena), VII (s1abunpHoro), X
(Ctroapra-Ilpayspa), rpaxkaanaMm mociie TpaHCIUIAHTAllUM OPTraHOB U (MJIM) TKaHEH, B
COOTBETCTBUU C IEPEUYHEM LEHTPAIM3OBAHHO 3aKYIIA€MbIX B YCTAHOBJIECHHOM IOPSIKE
dbenepaibHbIM OPraHOM HMCIHOJIHUTEIBHOM BIIACTH, OCYIIECTBISIONIMM (DYHKIIMU 110
BBIpAa0OTKE W peaju3allid TOCYAAPCTBEHHOM TMOJUTUKM U HOPMATUBHO-TIPABOBOMY
perynupoBaHuio B cepe 3apaBoOXpaHEHHs], 3a CUeT CPelCTB (enepanbHOro OroKeTa
JIEKapCTBEHHBIX MPENapaToB, yTBepkaaeMbiM [IpaButensctBoM Poccuiickoit @enepannn.

[Ipy BRIMKMCHIBAHUM JIEKAPCTBEHHBIX NPENaparoB s MEAUIMHCKOIO MPUMEHEHUS,
MEIUIMHCKUX H3ACNUH, CHEIUAIM3UPOBAHHBIX MPOJYKTOB JIeYeOHOTO TMUTAaHUS B
MEIUIIMHCKOW OPTaHU3alMK TPaKIaHUHY TPEI0CTaBIsAeTCs HHPOpMAIIHUS O TOM, B KaKUX
alTEYHbIX OPraHU3aALUSIX UX MOYKHO MTOTYYHUTh.

OTtmyck JIEKapCTBEHHBIX MpEnapaTos, MEIUIUHCKUX 15631 (1117178
CIIEIUATU3UPOBAHHBIX TMPOAYKTOB JI€YEOHOTO MUTAHUS OCYIIECTBIAECTCS B alTEUHBIX
OpPraHu3alMsaX, C KOTOPBIMH B TEKYIIEM TOAY YIOIHOMOYEHHBIM JOTHCTHYECKUM
OnepaTopoM 1O  pe3yibTaTaM TOProB  3aKIIOYEHBI JOTOBOPHl HA  OKa3aHUE
cooTBeTCcTBYyIOIMX yciuyr. C gaHHoW mH(OpMalnueld MOKHO O3HAKOMHUTBHCS y JI€HAIllEeTO
Bpaua (denpamepa) aub0 Ha MHPOPMAIMOHHOM CTEHNE Ui TAlUEHTOB IO MECTYy
BBIITMCKH JIbFTOTHBIX PELENITOB MEIULIMHCKUX OPTaHU3aLUH.

IIpu okazanuu B pamkax IIporpammel nepBUYHOM MEIUKO-CAHUTAPHOW MOMOILU B
YCIIOBUSIX JTHEBHOTO CTAIlIOHApa W B HEOTJIOXKHOW (hopme, Crerralu3upOBaHHON, B TOM
YHUCJI€ BBICOKOTEXHOJIOTUYHOM, MEIUIIMHCKON TMOMOILM, CKOPOH, B TOM YHCJIE CKOpPOH
CIIENUATM3UPOBAHHOM, MEJIUIIMHCKON TMOMOIIM, NAJJIMaTUBHON MEIUIIMHCKOW MOMOIIHU B
CTallMOHAPHBIX YCJIOBUSX, B YCJIOBHUSAX JHEBHOIO CTAallMOHApAa W MpPHU MOCCIICHHUSIX Ha
JIOMY OCYIIECTBISIETCS oOOecreyeHue TrpakIaH JIEKapCTBEHHBIMHU IMpenapaTtamMu s
MEJUIIMHCKOTO TPUMEHEHUS, BKIIOYCHHBIMH B MEpPEUYCHb KU3HEHHO HEOOXOIUMBIX U
BAKHEHIIUX JIEKAPCTBEHHBIX MpPEnapaToB B COOTBETCTBUM ¢ DeAepalibHbIM 3aKOHOM OT
12 ampens 2010 roma Ne 61-®3 «OO0 oOpalieHun JEKapCTBEHHBIX CPENCTBY,
pacniopsbkeruem [IpaBurensctBa Poccuiickoit ®eneparuu ot 12 oktsiops 2019 roga Ne
2406-p, W  MEAMIMHCKUMH  W3ACIUSMH, BKIIOUYEHHBIMU B  YTBEPKICHHBIN
IIpaButensctBOM  Poccmiickoir  @Penepauuy  nepedeHb  MEAULMHCKAX — W3JEIUH,
MMILJIAHTUPYEMbIX B OPTraHU3M 4Y€JIO0BEKA.

IIpn oxa3zaHum MEIMLIMHCKON NOMOIIM B paMKax IIporpammel B ciaydasx TUIIMYHOTO
Te4eHHsI OOJIE3HN Ha3HAYEHUE JICKAPCTBEHHBIX MPENapaToB OCYIIECTBISETCS UCXOMS U3
TSDKECTH M XapakTepa 3a00JIeBaHMs COTJIACHO YTBEPKJICHHBIM B YCTAHOBIIEHHOM TTOPSI/IKE
CTaH/IapTaM MEIUIIUHCKON TTOMOIIH.

Ha3nauenne u nmpuMeHEHHE JIEKapCTBEHHBIX MPENapaToB U CHEIUAIM3UPOBAHHBIX
MPOJYKTOB JICUEOHOTO TMHUTAHHWS, HE BXOMASIIMX B COOTBETCTBYIOIIMNA CTaHAapT
MEIUIIMHCKON TOMOIIM, JOMYCKAIOTCA B ClIydyae HaIW4Yusl MEAUIMHCKUX IMOKa3aHW
(MHAMBUAYaTHLHON HEMEPEHOCUMOCTH, TIO
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KU3HEHHBIM TOKa3aHUsM) MO PEIICHUI0 BpayeOHOM KoMmuccuu. Pemnienune BpaueOHOMN
KOMUCCUH (PUKCHPYETCS B MEAMLMHCKHX JOKYMEHTaX MallMeHTa U XypHajle BpauyeOHON
KOMHUCCHUH, HUCHOJb3YETCS OTBETCTBEHHBIMM JIMLIAMU MEIUIMHCKUX OpraHu3aluid IMpU
OCYLIECTBJIICHUH 3aKYTIOK.

KoMiuiektanuss J€KapCTBEHHBIMU IIpenapaTaMd W MEAULIMHCKUMHU H3ICIHSIMU
YKJIAJKH BBIC3JHONM Opuraabl CKOpPOH MEAMIIMHCKOW TOMOIIM OCYUIECTBISIETCS B
COOTBETCTBUHU C TPEOOBAaHUSMHU, YTBEPKIECHHBIMU MHHHUCTEPCTBOM 3PaBOOXPAHECHHUS
Poccutickoit ®eneparuu. OcHaieHrne oTAeIeHNs (KaOMHETa) HEOTIOKHOW MEIUITMHCKON
NOMOILIA JIEKAPCTBEHHBIMM IIpenaparaMy, H3ACIUSIMU MEIULUHUHCKOTO Ha3HAYEHHUs
OCYIIIECTBIISIETCS. B COOTBETCTBUH C 3aKOHOAATEIHLCTBOM B c(pepe OXpaHbI 370POBbSL.

ObecnieueHue JOHOPCKOW KPOBBIO U (WMJIM) €€ KOMIIOHEHTAMU OCYILECTBISETCS B
cooTBeTcTBUU ¢ [IpaBunamm ocymiecTBieHHs O€3BO3ME3IHOM Iepeaayu JTOHOPCKOM
KpOBM M (WJIM) €€ KOMIIOHEHTOB OpraHU3alMsIMH, BXOAAIIMMHU B CIykOy KpOBH,
YTBEpKICHHBIMU TIocTaHOBIIeHHEM lIpaButenscTBa Poccmiickoit Pepepaumn ot 12
anpeins 2013 roma Ne 332, B COOTBETCTBUM € MPUKA30M MUHUCTEPCTBA 3PaBOOXPAHECHUS
Upkyrckoit obmactu ot 15 mapra 2013 roga Ne 35-mmp «O mopsiake obecriedeHust
JOHOPCKOW KPOBBIO U (WJIM) €€ KOMIIOHEHTaMHU MJis1 KJIMHUYECKOTO HUCIOJIb30BAHMS MPHU
OKa3aHUM MEIUIMHCKOW MOMOIIM B paMKaX pealu3aldyd IMpOorpaMMbl TOCYIapCTBEHHBIX
rapaHTHi oOKa3aHusa rpakaaHam Poccmiickoit denepanuu OecrIaTHOM MEIUIIMHCKOMN
TTOMOIIIH.

[Ipu okazaHuK MEAUIIMHCKON MOMOIIM B YCIOBUSIX KPYIJIOCYTOUHOI'O CTAallMOHAapa U
YCJIOBUAX JIHEBHOTO CTallMOHapa Oojee dYeThpeX 4YacoB MalUEeHThl 00eCreunBaloTCs
7e4eOHbIM MUTAaHHEM B COOTBETCTBHM C 3aKOHOJATENbCTBOM. B jieueOHOM mnHTaHUU
MpeyCMaTpUBalOTCS HOPMbI HaOOpOB, YCTAaHOBJIEHHBIE MNpUKa3aMu MUHHCTEPCTBA
3apaBooxpaHeHus Poccuiickoit denepanuu.

IIpn okazannu B pamkax [IporpaMMbl NEpBUYHON MEIUKO-CAHUTAPHOUW IMTOMOIIH B
aMOyJIaTOPHBIX YCIOBUAX MPU JICYEHUU IPAKAaH C HOBOM KOpOHaBUPYCHOW MH(eKIuein
(COVID-19) ocyiiecTBiseTcss  Ha3HAY€HHWE W BBIIUCHIBAHHE  HEOOXOIUMBIX
JIEKapCTBEHHBIX IPENapaToB Ha JIBFOTHBIX YCJIOBHSAX Ha OCHOBAaHUM CXEMBbl JICUECHMS,
OTIpPENIe]ICHHOW BPEMEHHBIMM METOJUYECKUMHU pekomeHnamusmu  «lIpoduiaktuka,
JIMarHOCTHKA W JieueHre HOoBOM kopoHaBupycHoi uHpekmuu (COVID-19)» (akryanbHOMH
BepCHEil), yTBEpkKACHHBIMU MUHHCTEPCTBOM 3/1paBooxpanenus: Poccuiickoit denepanum,
UCXOJS U3 TSHKECTH 3a00JIeBaHUs 3a CUET CPEJICTB (efepaibHOro U 001aCTHOTO OrO/IKETa.



