Miasa 5. MOPSINOK OBECIIEUEHUSI TPAYKIAH JEKAPCTBEHHBIMU
MPENAPATAMM, MEIUIIMHCKUMMU U3AEJTASIMH,
BKJIIOYEHHBIMHA B YTBEPKIEHHBII MPABUTEJILCTBOM
POCCUCKOI ®EJIEPAIIMUA NEPEYEHD MEJANIIMHCKUX
W3IEJNI, UMIIJJAHTUPYEMbBIX B OPTAHU3M UEJOBEKA,
JEYEBHBIM MUTAHMEM, B TOM YUCJIE
CNELUUAJM3UPOBAHHBIMU MPOJTYKTAMHU JEYEBHOI'O
MU TAHUSI, IO HABHAYEHUIO BPAYA (3A UCKJIIOUEHUEM
JEYEBHOI'O MUTAHUSL, B TOM YUCJIE CITEHUAJTU3UPOBAHHBIX
IPOAYKTOB JIJEYEBHOI'O MUTAHUS, MO JKEJAHUIO MMALMEHTA),
A TAKJKE JOHOPCKO#M KPOBBIO M EE KOMIIOHEHTAMM ITO
MEJULIMHCKUM MOKA3AHUSIM B COOTBETCTBHH CO
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CTAHAAPTAMU MEJUUMHCKON NOMOIIM C YYETOM BUJ0OB,
YCJOBUHU U ®OPM OKA3ZAHUS MEJULHUHCKOH HOMOIIU

Hasnadyenne u BBIIMCHIBAHME JIGKAPCTBEHHbBIX MPEMapaToB OCYNIECTBIAETCS B
MOpsiZIKe, YCTAHOBJICHHOM (eiepanbHbIM  OprraHOM HCIOJIHUTEIBHON BNACTH,
OCYLIECTBISIOIMMM (YHKLMH [0 BbIPAa0OTKE U peau3alidd Tocy/apCTBEHHOMN
HOJIMTUKA U HOPMAaTUBHO-IPABOBOMY pPEryJUpPOBAHUIO B cepe 3/1paBOOXpaHEHHUS,
MEIMLMHCKUMHY paOOTHUKAMM MEAUIMHCKHX OpraHu3alvii, BKIIOYEHHBIX B
lepeyeHb  MEJMUMHCKUX  opraHu3auud  (0060coOyieHHBIX — MOjpa3jieieHuH ),
y4acTBYIOUNMX B peanusauuu [IporpamMmsl cornacHo npuioxenuio 1.

[Tpu okazanuu B pamkax Ilporpammel nepBUYHON MeIHKO-CAHUTAPHOM [TOMOTIIN
B aMOYJIaTOPHBIX YCJIOBUSIX B CJly4asiX TUITMUHOIO TeYeHHUs 3a00JieBaHUs MallieHTa
UCXOJS U3 TSDKECTH U XapakTepa 3a00JIeBaHUsl B COOTBETCTBUU C YTBEPIKIECHHBIMU B
YCTAHOBJIEHHOM TIOpS/IKE CTaHJapTaMud MEJULMHCKONH IOMOIU MEJUIMHCKUM
pabOTHUKOM OCYIIECTBISCTCS:

Ha3HAaYeHUE U BBIIUCHIBAaHHE HEOOXOJUMBIX JIEKAPCTBCHHBIX IPErapaTos,
MEJULMHCKUX H3JENUM, a TakKe CIEeUHATU3UPOBAHHBIX IMPOAYKTOB Jie4yeOHOro
MUTaHUs ISl [€TeH-UHBAINJI0B, OT/IEIBHBIM KATETOPUSIM MPaXKaH, UMEIOIUM [IPaBo
Ha I10JIyYeHHE COLIMAlILHON YCIyIH, MpeAyCcMOTpeHHON nyHKTOM | yacTu | cTaThu
6.2 ®epepanpHoro 3akona ot 17 wmons 1999 roma  No 178-D3
«O rocyapCTBEHHON COLMAaNbHON MOMOLIM», B COOTBETCTBUU C YTBEPKIACHHBIMU
IIpaButensctBOM Pocculickoit denepauviv nepeyHsMu JIEKapCTBEHHBIX 1perapaTroB
JUIS MEAUIMHCKOIO TPUMEHEHMs, B TOM YHUCJe JEeKapCTBEHHBIX IpenapaToB s
MEJMLIMHCKOrO TNPUMCHEHUs], Ha3HAuYaeMbIX M0 PEILEHUIO BPadcOHBIX KOMUCCHH
MEJMIMHCKUX OpraHu3alMi, MEJMIMHCKUX H3JIeJUi, Ccrendaiu3upoBaHHbIX
IPOJIYKTOB Jie4eOHOro MUTaHUs JUIs JIeTeH-WHBAIMJIOB, OTJICIbHbIM KaTelOpHsM
rpax<jaH, UMEIOLIUM IPpaBo [ia MoJyYeHHe rocy1apCTBEHHON colManbHOM MOMOLIHN B
BUjie Habopa COLMaIbHbIX YCIYT;

Ha3HAYeHUWE W BLINWCHIBAHME JIEKAPCTBEHHBIX IIpElapaToB TIpaxJaHam,
CTpaJalolIUM  reMOGUIHed, MYyKOBHUCUUJ030M, THUMNO(QHU3APHBIM  HAHU3MOM,
Oonesznblo  ['ome, 3JI0KAUECTBEHHBIMU  HOBOOOPA30BAHUSIMU  JIMM(OUIHOM,
KPOBETBOPHOW M POJCTBEHHbIX MM TKAHEH, PACCEAHHBIM CKJIEPO30M, FeMOJIMTHKO-
YPCMUYECKHUM CHHJIPOMOM, IOHOUIECKMM apTPUTOM C CUCTEMHBIM HauyajioM,
Mykornoimcaxapuaoszom I, I1 u VI tunos, amiactuuecko aHemued HEYyTOYHEHHOM,
HacleACTBeHHbIM feduimtom daxtopoB II (dubpunorena), VII (mabuibnoro),
X (Crioapra-Ilpayapa), rpak/ianaM 11ociie TpaHCIUIaHTalluK OPTaHoB U (MJM) TKaHeH,
B COOTBETCTBHM C TMNEpeyHEM UEHTPAIM30BAHHO 3aKyNaeMbIX B YCTaHOBIEHHOM
nopsiike ¢enepaibHbIM OpraHOM  HCIOJHUTENBHON BJACTH, OCYIIECTBISIONINM
(YHKIHMH 110 BbIPAaOOTKe U peasin3aliy rocy1apcTBeHHON MTOJUTUKU U HOPMaTHBHO-
NpaBOBOMY peryJUpoBaHui0O B cdepe 37paBOOXpaHEHHUs, 3a CUeT CPEeJCTB
¢elepanbHoro  OlojpKeTa  JISKApCTBEHHBIX  MPEmaparoB,  yTBEPIK/IAEMBIM
[IpaButenbcTBOM Poccuiickon Menepanui.

Ilpy BeINIKCBIBAaHMM  JIEKAPCTBEHHBIX IpENapaToB Uil  MEJAULUHCKOTO
NPUMEHEHUS, MEAULUHCKUX U3IeNNH, CrielHaiu3UPOBAHHBIX TPOAYKTOB jieueOHOro
IUTaHUst B MEJIMLIMHCKOM OpraHu3aliiy rpaXaaHuHy npejiocTaBiisieTcst uHhopMalivs
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0 TOM, B KAKHX aNTEYHbIX OPraHU3aLUIX UX MOXKHO TTOJIYYHUTh.

Otnyck JIEKapCTBEHHbIX npenaparos, MEJIULHHCKUX U3JCIIUH,
ClIENHAJIU3UPOBAHHBIX IPOYKTOB JIeUeOHOTO ITUTAHUS OCYIICCTBISETCS B alITEUHbIX
OpraHM3aLMsgX, ¢ KOTOPbIMH B TEKYILEM TOJY YIOTHOMOYEHHBIM JOTHCTHYECKHUM
OIepaTopoM IO pe3ysjbTaTaM TOPrOB 3aK/IIOYEHbl JOrOBOPbI Ha OKa3aHHUE
coorsercTBYOmMX ycnyr. C pgaHHOH uWHGOpMauued MOXHO O3HAKOMHTBCS Y
Jjieyaulero Bpaya (Qespaiiepa) 1160 Ha HHHOPMALUOHHOM CTEH/(€ JUIS TAUUEHTOB I10
MECTY BBIMTUCKHU JBIOTHBIX PELENITOB MEMIIMHCKUX OpraHUu3alfi.

[Tpn oxasanuu B pamkax IIporpaMmel mepBUUHON MEIMKO-CAHUTAPHOW MOMOIIU
B YCJIOBUSIX JHEBHOI'O CTAlMOHApa U B HEOTIIOKHOM hopMe, crienuaiM3upoBaHHOM, B
TOM YUCJIE BBICOKOTEXHOJOTMYHON, MEIUUMHCKON MOMOILHM, CKOPOH, B TOM 4HUCIIe
CKOpOM  CIIeUMaNu3UpOBaHHOM,  MEAMIMHCKOW  IOMOIIM,  NaJJIMATHBHON
MEIMUMHCKON TIIOMOIUM B CTAUMOHAPHBIX YCJIOBUSIX, B YCJOBHSIX JHEBHOI'O
CTaMOHAapa W INpH MNOCEUIECHHUAX Ha JOMY OCYLIECTBAseTCs oOecreveHue rpaxiiaH
JICKapCTBEHHBIMU IpenapaTamMmu s MEAUIUHCKOIO NPUMEHEHHUs], BKIIOYSHHBIMU B
repevyeHb XU3HEHHO HEeOOXOJMMBIX M BaKHEWIIMX JIeKapCTBEHHBIX MpernapaToB B
COOTBETCTBHUHU C ®eepalibHBIM 3aKOHOM
ot 12 anpens 2010 ropa Ne 61-®3 «OO6 oOpalleHuH JeKapCTBEHHBIX CPEICTBY,
pacniopsbkenueM llpaBurenscra Poccuiickolt @enepaniuu ot 12 oxrsibps 2019 rona
Ne 2406-p, 1 MEAUMUMHCKUMU H3ACIHUSIMU, BKJIIOYEHHBIMU B YTBEpPKISHHBIN
[IpaBurensctBOM Pocculickont @Dejpepauud MepeyeHb MENUUMHCKUX W3JENUH,
UMIUIAHTUPYEMBIX B OPraHU3M YenoBeka.

[Ipy okazaHuMM MeIMUMHCKOHW mnomoliMd B pamkax [Iporpammer B ciydasx
THIIMYHOI'O  TE4YeHWUsi OOJIe3HH  Ha3HAuYe€HHWe  JICKAPCTBEHHLIX  IIpernapaToB
OCYIIECTBJISETCS HMCXOAsl M3 TSDKECTH M XapakTepa 3a0ojieBaHMUs COIVIAaCHO
YTBEPXKACHHBIM B YCTAHOBJIEHHOM ITOPSJIKE CTaHapTaM MeJIULMHCKON NIOMOILH.

Ha3znauenue 2 NpUMEHEHHE JI€KapCTBEHHBIX npenaparon u
ClIeMaNU3UPOBAHHBIX  IPOAYKTOB JIe4eOHOro0 IWUTaHUs, HC BXOMSUIMX B
COOTBETCTBYIOIIMH CTaHAApT MEIMIIMHCKONH II0MOLIY, JONYCKAalOTCA B cCilydae
HanUuMslT MEJAMUMHCKUX TOKa3aHWM (MHIUMBUIAYAIbLHOW HEMEPeHOCUMOCTH, I10
KM3HEHHBIM MOKa3aHUsIM) 110 pellleHHI0 BpaueOHOoH koMuccuu. Pernenne BpayeOHON
KOMHCCUU (QUKCUPYeTCSs B MEIUUMHCKUX JOKYMEHTax I[1alldeHTa W KypHale
BpauecOHOM KOMUCCHM, HCIIONB3YeTCS OTBETCTBEHHBIMM JIMLAMH ME/IULMHCKUX
OopraHu3aiui Npu OCyHIECTBICHUM 3aKyTIOK.

KoMIekralus JeKapcTBEHHBIMU MperapaTaMyd U MEJULUUHCKAMHU U3JETUAMU
YKIaJIKH BBIE3JTHON Opurajibl CKOpoOd MEIUIMHCKON TMOMOIIA OCYUICCTBISETCS B
COOTBETCTBUU C TpeOOBaHUAMU, YTBEPKACHHBLIMU MunucrepcTBOM
3)ipaBooxpanenuss Poccuiickoin ®enepammu. OcHauleHue oTieneHus (KaOuHeTa)
HEOTJIO)KHOH MEJIMIIMHCKOM ITOMOINM JIGKAPCTBEHHBIMHU TpernapartaMu, U3Ae/HsIMU
MEMUHUHCKOI0 Ha3HaYeHUs OCYILIECTBISIETCS B COOTBETCTBUU
C 3aKOHOZATEJIbCTBOM B chepe OXpaHbl 3/10POBbSI.

ObGecneueHne JOHOPCKON KPOBbIO U (MJIM) €€ KOMIIOHEHTAMH OCYHIECTBIISETCS
B cooTBeTCTBUH ¢ [IpaBunamu ocyuiecTsiieHns 6e3803Me31HOM 11epeiauu JIOHOPCKO#M
KPOBU U (MJIM) €€ KOMIIOHEHTOB OpraHu3allUsIMH, BXOASAIIAMH B CIyKOy KpOBH,
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YTBEPXAEHHbIMWU NocTaHoBNeHWeM [NpaBuTenbcTBa Poccuiickoin depepaymm o1 12
anpensa 2013 roga Ne 332, ¢ NpMKa3oM MUHUCTEPCTBA 3[paBo0OXpaHeHns VIpKyTCKoi
obnactu oT 15 MapTa 2013 roga
No 35-mnp «O nopsgke obecnevyeHns LOHOPCKON KPOBBIO U (M/IM) ee KOMNOHEHTaMK
AN KNMHUYECKOro MCNonb30BaHUA Npu OKasaHUM MegULMHCKOK NOMOLWM B pamKax
peanusaunMy nNporpamMmbl FOCYAapCTBEHHbIX TrapaHTWUA OKasaHWs rpaxpjaHam
Poccuitckoin ®epepaymmn 6ecnnaTtHOM MeAULUHCKON NOMOLLM».

Mpv OKasaHUM MEeLUUUHCKON NOMOWM B YCNOBUAX KPYr10CYTOYHOIO
cTauMoHapa ¥ YC/IOBMAX [OHEBHOro cTauuoHapa 60/iee YeTblpex 4acoB MauMeHThl
obecneynBaroTCA fleyebHbIM NMUTAHWMEM B COOTBETCTBUW C 3aKOHOAATENbLCTBOM. B
neyeb6HOM nMUTaHUM MpegycMaTpuMBalOTCA HOPMbl HABGOPOB, YCTAHOB/EHHbIE
npukazamMn MuHuUCTepCTBa 34paBooxpaHeHns Poccuinckon depepauuu.

Mpn okaszaHUW B pamkax NporpamMmmbl NepBUYHON MeANKO-CAaHUTAPHON NMOMOLLK
B amMOyfnaTOpHbIX YC/MOBMAX MpPU JIEYEHUU rpaxKjaH C HOBOW KOPOHaBMPYCHOM
nHpekynenn (COVID-19) ocyuwecTBniseTcqd  Ha3HayeHMe U BbINUCbIBaHUE
HE0OXO04NMbIX NEKAPCTBEHHbIX MPEnapaTtoB Ha /IbFOTHbIX YCMOBUAX Ha OCHOBAHUU
CXeMbl le4eHUs, onpefeneHHON BPeMEHHbIMW MeTOLUYECKUMMWU PEKOMEHAaLUAMU
«MpotunnakTnuka, [MarHOCTUKa W JieYeHUe HOBOW KOPOHaBUPYCHOM WHGEKLUK
(COVID-19)»  (akTyanbHOW  Bepcuen), YyTBepPXAEHHbIMM  MUHUCTEPCTBOM
34paBooxpaHeHMa Poccuiicko ®depepauum, UCXo4sa U3 THKecTU 3abonieBaHMA 3a
CYeT CpefcTB (pefepanbHOro 1 061acTHOro 6roXKeTa.



