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KosextrBoM aBTOPOB — YHACTHUKOB KOHIPECCa COCTABIICHBL o0mue PEKOMCHIAIMAT ¥ TPETITIOKCHUS
JJI1 Pa3BUTHA CUCTEMDI 3IPABOOXPAHCHUS B PO u VIAYYIICHUA KQ4CCTBa OKa3aHUd MEIUITHHCKON IIOMOIIH,
YBEJIWYCHUS IPOJAODKUATEIIbHOCTH XXU3HU 1 YIYUIIICHHS Ka4CCTBa XKU3HU rpaxKjaH; IpejIoXeHbl MCPhI JIJIA
pPEIICHNA HpOGJICM M OIITHMH3AIINH JICKAPCTBCHHOTO oDeciieyeHns HaCeICHUS.

1. TlpemmaraeTcs paccMOTPETh B paMKaxX OSKCIEPTHOIO COBEHIAHMS BO3MOXHOCTD 3KCTPANOJIAIUH
NOKJIMHUYECKUX, KIMHAYECKUX JAHHBIX Ha BOCIIPOM3BEIEHHBIN Ipemapar, B CIydadx, KOoTja JI0Che Ha
OPHUIMHANBHEIA Tpenapar, BKIOUYas OTYCTH O KIMHMYECKHX HCCIENoBaHuAX, B PO OTCYICTBYyeT, a y
IOJTydaTeNs PeriCTPAMOHHEIX yJAOCTOBEPEHHH (IPOM3BOAUTENS BOCIPOM3BENEHHOIO Ipenapara) ecTh
TOJIBKO JAHHLIE JIATEPATYPHI, JOCTYITHEIE Ha OQUIHATBHEIX CAaHTaX MEXIYHAPOIHBIX PETYJISITOPOB.

B cBA3M €O CHOXHBIIEHCS TI'€ONOMUTHYCCKOH CHTyanuel, MepaMHM OIPaHHYMTENBHOIO Xapaxrepa,
JeHCTBYIOIMMY B OTHOIIEHHEN P®, U MPHOCTAHOBKOI AeATeTFHOCTH U HHBECTUIHHN B (papManeBTHIeCKU
poinok  P®, psx  3apyOexHBIX  (apMaleBTHYECKHX KOMIIAHMA-BIANETBLECB  PETHCTPAlHOHHBIX
yaocropepenmit (PY) Ha Ttepputopuu P® Ha HEKOTOpHIE OpPMTHHAILHBIC MPEIApaThl IPEKPATHIIH
IPOIEAYPY BHECCHMS H3MEHEHHUIT B I0ChE B YACTH BKITIOYCHHMS HOBBIX IMOKA3aHMM, B TO BpeMs KaK laHHbIC
HOKa3aHus PETUCTPHUPYIOTCs B 3apyOexHbix roprcaukiusax (EMA n FDA). Cknanpsaromasicst B CBSI3H €
5TUM CHTYaIsi CTABUT IOl YIPO3Y TOIYUCHNE POCCHHCKAMY JIAIIMEHTaMM CaMO# COBPEMEHHOM TePaIInHy,
He TI03BOJIAS YBETHYUTH NPONOJDKUTENBHOCTs AKTHBHOM XKU3HM IIAIACHTOB. Hambosee BaskeH BONpPOC
pacIIMpenns MoKasaHuil Ha Dpenaparsl Ul TePaliHl OHKOJIOTHIECKHX 3a00NeBaHu#, B T.4.. BKIIIOUCHHE
JIaHHBIX IIPENapaToB B CXEMBI Tepanmuu Ooyee PaHHUX JMHUHA, & TAKKe BO3MOXHOCTb NPUMCHCHHUS B
HEOa/IbIOBAHTHBIX U aJbIOBAHTHEIX pexuMax. Kpome Toro, yxe cerogns cymectsyer mopma EADC,
JIEHCTBYIOIAs B OTHONICHWM PETUCTPAllid JDKEHEPHKOB HE3APErHCTPHPOBAHHBIX  OPHTHHAIBHBIX
npenapaTo. B coorBeTcTBHE ¢ iyHKTOM 18 Pemenust Cosera EBpasuiickoif 5SKOHOMHIECKOH KOMHCCHH OT
03.11.2016 N 85 «O6 yTBepkaeHMH IlpaBmil TPOBENCHHS WCCIENOBAHUN OHOIKBHBAICHTHOCTH
JICKapCTBEHHBIX IIPENapaToB B paMKaX EBpasHiCKOro SKOHOMHYECKOTO COH03ay, BO3MOXKHA PErHCTpanus
BOCIIPOM3BEICHHBIX [IPEITapaToB IO OTHOIIEHHIO K OPHTHHAILHEIM TIPEIaparaM, He 3aperucTpHPOBAHHBIM

B P®, HO 3aperucTpUpOBAHHBIX HA TEPPUTOPHH cTpaH pernoHa ICH, Kk KOTOPBIM OTHOCATCS CTPaHbl EBPOTIBI
(EMA) u CHIA (FDA).

CunraeM 1eaecoo0pasHbIM 00paTUTh BHUMAaHKE HA HEOOXOAMMOCTD YPETYIMPOBAHHS JaHHOTO BOIpOCa
HOCPEACTBOM BBEJICHMS BO3MOXKHOCTH DAacIIUpeHHs IIepedHs IIoKa3aHui Ha OHOaHAHAIOTOBBIA
JEKApPCTBEHHBIA Mpemapar Ha OCHOBAHHM OKCTPAaNOJIANUM JaHHBIX KIMHHYECKUX HCCIIEOBAHUM
OPHUTHHAIBHOTO TIperapara B ciaydae, KOIjia IIpOU3BOAUTE]h OPUTHHAILHOIO IPEapaTa He BHOCHUT JaHHBIC
MOKA3aHUs B PETHCTPAIMOHHOE yaocToBepenue B Poccuiickoit Penepanun. Takue ciaydan B KIMHAYECKOH
OpaKkTAKe TPeOYIOT JOIMOMHUTENHHOTO BHUMAHUS M -TIPOBEACHHA BpauyeOHOM KOMHCCHH C IICNBIO
Ha3zHaYCHUS HeoO0X0MuMOil 3¢ deKTHBHON Tepalky.



2. B cBA3M C aKTUBHBEIM pa3BHTHEM pbIHKA OMOJIOTHMYECKHX JICKapPCTBEHHBIX IIPENaparos, B T.H.
OMOAHAIOrOBEIX IPENapaToB, HX IMHPOKHM BHEAPEHHEM B KIHHUYECKYIO NPAKTHKY W paclIMpCHHEM
TepareBTHYECKAX BO3MOKHOCTEH 3a CUET 3TOr0 BHIA TEPAIUH, IPEAIAraeTCs pacCMOTPETH BO3MOXKHOCTD
COBEpIIEHCTROBAHMS 3aKOHOATENBHOM Gassl, peryIupyromel obpanmenyie GHONOHIeCKHX IPenapaTos, ¢
LENbI0 YBEIMYCHUsS IOCTYHOCTH J@HHBIX I[PElapaToB JUiil ManueHToB. llo oOueHKkaMm AcCCONHMamiy
poccuiickuil (apmaneBTraeckux mpomspopuTenei (APOII) oTe4ecTBCHHBIM IPEIIPUATHIM TpebyeTes
0KOIO 6 JeT Ui BBIBOIA B OOOPOT BOCIIPOHM3BEJCHHOrO Mperapara, B clydae ¢ OHMOaHATOrOBBIMH
IpemapaTaMi MOXKeT noTpeboBathbes 0 10 reT. YacTh yKasaHHBIX CPOKOB OTHMMAIOT IOATOTOBHTEIBHBIC
MEpONPHUATHS, MPOBOMMBIE YKe [OCHE MOJNIYYeHHsS DErMCTPAIORHOTO yIOCTOBEPEHMS (BBO3 HIM
IIPOMBIIUICHHBI CHHTE3 CHIPhS, [POM3BOACTBO M XPAHEHHE NMPOMBINUICHHBIX CEPHH JEKAPCTBEHHOIO
Tpenapara, perdcTpaiys IPeIeNbHOH OTIYCKHON MEeHBI, 3aKIIOYCHHE JOrOBOPOB IMOCTABKH H Opod.). .
VYHTHBAS, YTO €KETOHO MATEHTHYIO 3allUTy TEPAIOT HECKOIBKO JECATKOB 3apeTUCTPHPOBAHHEX B PO
[IPEIIapaToB, a BRIBOJ HA PBIHOK UX COBPEMEHHBIX POCCHICKHX aHATOTOB TpeOyeT 3HATUTEIBHOTO BPEMEHH,
BO3PACTAIOT PHUCKH JeQEKTYphl JIEKAPCTBEHHBIX MNPEMAPaToB HA POCCHHCKOM PBHIHKE, HEAOBOIBCTBO
HAI[IEeHTOB OTCYTCTBUEM HEOOXO/IMMBIX IIPENIApaToOB M BO3HUKAIOT TAKXKE COOTBETCTBYIOINNE KITMHIYCCKUC
pucky. IIpejmaraeTcss WHALMUPOBATH BHECCHHE M3MeHeHHH B crarbio 1359 I'paxanckoro Konexca
Poccuiickoit ®emepannu, 3aKpenuB B Hell 1epedeHb JeHCTBUM, OCYIIECTBIAEMBIX JIO BBOIA
BOCIIPOU3BEIEHHOrO JIEKapCTBEHHOTO Ipenapara B 000poT, He SBJIOIMXCSA HApYMICHAEM [aTCHTa Ha
OpUTHHAIBHEIA pernapat. IIpennaraeMple H3MEHEHNS TI03BOIIAT 3HAUMTENLHO COKPATHTH CPOKY BRIBOJA Ha
PBIHOK BOCIPOH3BE/IEHHBIX JICKAPCTBEHHBIX IIPETIAPATOB TIOCIE 3aBEPIICHUS CPOKa NEHCTBUS ATCHTOB Ha
OpUTHHAIBHBIE IPENapaThL.

3. Ha IIpOTSsIKeHUY MHOTHX JIET OCTAeTCsl aKTyaIbHOM IpobIIeMa eKapCTBEHHOr0 00ecTiedeH s
TALEEHTOB ¢ PeIKUME (OpDaHHbIME) 3a00ICBAHISIMHY, B T.9. HE 3aPETHCTPUPOBAHHEIME B PO
JIEKApCTBEHHBIMH TIperapaTtaMy. AKTHBHO Pa3BHBAIOIIUECS TPOU3BOACTBEHHAIC AITEUHBIC OpPraHU3aliH,
MMEIOLIIE [PABO HA M3TOTOBIIEHNE HE 3aPeTHCTPUPOBAHHBIX Ha Teppuropur Poccuiickoi Penepalun
JIEKAPCTBEHHBIX PETIAPATOR [Tl HHAUBU/YaTHHOTO HAa3HAYECHNs!, 00IaatoT IOTEHITHATIOM Tl PeICHIS
[AHHOM IPOGTIEMBL, a TAKIKE UX PA3BAUTHE MOXKET HOBBICHTE dG(EKTUBHOCTD hapMaKoTepaIui BBAILY
y4eTa HHIUBH/yaTbHBIX OCOOEHHOCTEH MAIMEHTA IIPH H3TOTOBJICHUN COOTBETCTBYIOIIETO
NEPCOHAIM3UPOBAHHOTO JIKAPCTBEHHOTO NperapaTa. Kpome Toro, H3rOTOBICHUE IEKAPCTBEHHBIX
[IPENapaToB B ANTEYHBIX OPraHM3alUIX SKOHOMIUECKH 0oiee 11eeco00pasHo i CO3aET MPEANOCHUIKA
JUTS OIITHIMHU3AIME PACXOI0B PETHOHATIBHEIX 6rokeToB. [IpeocTapnenus npasa UCIOTHUTEIBHEIM
opranam cy6nexToB Poccuniickoi denepanyy OpraHu30BbIBATE U3rOTOBICHHE B ANTEYHBIX OPTraHU3alHAX
He 3aperucTpUpOBaHHEIX B Poccuiickoii denepanuy JeKapCTBEHHBIX IPEIApaTOB, MPEAHASHAMCHHBIX JUIS
JIeYeHHs. TALUEHTOB, CTPAIAIONINX TSKEIBIMH KA3HEYTPOXKAIOMIME U XPOHUYECKAMY 3a00/ICBaHISIMH, B
TOM UHCJIE IPOTPECCHPYIONMMA peIKAMH (OphaHHBIMK) 3a00JICBaHISIMH, KaK 3TO paHEe OBLIO CAENIAHO B
Hensx obecrieueHus NAlUEHTOB, TOMYYAOIIX NAIMATHBHYIO MEIUIMHCKYIO TIOMOIb, HAPKOTHICCKUMHU
¥ TICHXOTPOIHBIMHA JIEKApCTBEHHEIMH IPenapaTaMy 00eCTednT IPABOBBIE YCIOBHS A1l pOPMHUPOBAHHS
oree THOKoI, sKoHOMHTECKH >((EKTHBHOM U KITMHIYECKH 000CHOBAHHON MOJEH (GapMaleBTHICCKOHR
IOMOIIH Ha ypoBHE cyOBnekToB Poccutickoll Penepanuu. Brecerue NonpaBox B POEKT [Iporpammel
rOCYIaPCTBEHHBIX TAPAHTHI GecTTaTHOTO OKa3aHMs! TPAXIaHaM MeTUIMHCKOH oMoy na 2025 rox  Ha
TTanoBbIi meprox 2026 1 2027 ronoB, a UMeHHO B YacTh 3%, COOTBETCTBYET MOJIOKEHIIM JI0roBopa o
EBpasHiicKOM SKOHOMHAYECKOM COFO3€ U IOJIOKSHHSM HHBIX MEKIyHAapOHBIX 10T0BOPoB Poccukickoi
deniepaniuy, KacaromuXcsl BOIPOCOB 00PaINeHus JIEKAPCTBEHHBIX CPEJICTB, 4 B CJIy9ae NMPHHITHS HE
HOBJICUET HEOOXOMMMOCTH BHECCHNS M3MEHEHUH B MHBIE HOPMATHBHEIE IIPABOBHIE aKThI [ [paBUTEIbCTBA
Poccmiickoii Peepamyy, a Takke BEYIETEHHs JONOJTHITEIBHBIX CPEICTB U3 (e/lepalbHOro OropKeTa.

*«B nensx obecIeyenys MalfeHTOB, CTPAIAIONNX TOKEIBIMU JKH3HEYT POKAIOIUMH 1
XPOHUIECKIMH 3a60TIEBAHUSMHE, B TOM HHCIIE IIPOTPECCHPYIONTMMH PeAKUMI (OphaHHbMH)
3260 BAaHISIMH, UCTIONHATENBHBIE Oprankl cyobekToB Poccuiickoi Oepiepariui BIipaBe B COOTBETCTBUH €
zakonoaaTe-cTBoM Poccuitckoit denepaluu B Cirydae HATHIHS NOTPEOHOCTH OPraHu30BaTh
F3rOTOBJIEHNE B ANITEIHbIX OPraHM3aIHIX COOTBETCTBYIONIMX He 3apErHCTPHPOBAHHEIX B Poccniicko
Denepalliyl JICKAPCTBEHHBIX NIPENAPATOBY.



4. IIng psma 3a001eBaHmi BOZMOKHOCTE TTOJIYYCHHS TAITUCHTOM JIEKAPCTBEHHOTO obecreueHus
OIIPEIENACTCS HATMYMEM Y MAI[MeHTa HHBAJIMIHOCTH (HampuMep, MuacteHus rpasuc (rtMI) u
3aboneBanus criekrpa ontukomuenuta (3COHM). Takas cuTyarnus sSBAsSETCS pe3yJIbTaToM JeHCTBYIOmER
cucremsl Ha ocHoBe [locTanoBnenus [lpasutenscrea Ne890, BEIHY K IarOIEH TAIUEHTOB IPOXOIUTE
TIPOTICIYPY YCTAHOBIICHUS HHBATHIHOCTH MCKIFOUMTEIFHO pajH JOCTyma K Tepamuu. Hanbonee
1ieseco0o0pa3HbIM U KOMIUIEKCHBIM perieHrueM 0003HaueHHON TpobeMbl IpeicTaBisieTcs o0eciedeHne
nanuesTos ¢ TMI" u 3COHM tepanueif, Ha3HauUeHHBIMU PEIICHUEM BpadeOHBIX KOMUCCHH IIperapaTramu,
yepes3 TePPUTOpHATBHEIC TIporpaMMel rocyaapctBernbix rapaatuil (TTIIT). C sTo# 1easio neobxoaumo:
BKIJIFOYUTH TAPTETHBIC Tperapathl HHTHOUTOPEI CS5 CHCTeMBI KOMILTEMEHTA MPOJIOHTHPOBAHHOTO IEHCTRHS
B pernonanmbbie TTII'T mis manuerTos ¢ TMI™ u 3COHM npu HaMuny MEAUITUHCKIX TTOKa3aHUH, BHE
3aBUCUMOCTH OT MHBAJIMIHOCTH; COTJIACOBATH MAPIIPYTHU3AIUIO MallUeHTOB U KINHUYECKUE KPUTEPUH B
COOTBETCTBHUH C aKTYAIbHBIMU KIIMHUYECKUMU PEKOMEHIAIUSIME U PETHOHATIBHBIMHA ITOPSIKAMHU OKa3aHHs
TIOMOIITH.

5. B cBsI3W ¢ MOsIBJICHHEM WHHOBAIMOHHOM Tepanuy u Bo3MoxkHocTell meTozioB UM B nuarnocruke,
npeagaraeTcs paccMoTpeTh BOZMOKHOCTh ONTUMM3AINHN MEIMITMHCKONW ITOMOIIY TIAIUEHTaM C
3a00NeBaHUAMY CETYATKH ITa3. JlaHHbIe TPeIOKEHIUS TO3BOJIAT YIIYUHIUTh KAYeCTBO KU3HU IallUEHTOB
¢ 3a00JICBAaHMSIME CETYATKH, CHU3UTH YPOBCHD HHBAIHIU3ANH, d(P(HEKTHBHO PACXOI0BATh PECYPCHI
3npaBooxpanenus. [Ipemnaraercs Oenepansaomy dhorry OMC ycTaHOBUTH HOPMATHUB Ha OITHUECKYIO
korepeHTHyr0 ToMorpaduro (OKT) 3aboneBanuii ceTyaTku Ha aMOyJIaTOPHOM YPOBHE, UTO 00CCIIEUHT
PETyISpHEI TOUHBIA MOHHTOPHHT aKTHBHOCTH 3a00JI€BAHHUS U OIIEHATH 3(G(eKTHBHOCTD IPOBOUMO
Tepanuu; TepputopuantbubM Gpornam OMC yBennunTh 00BEMBI OKa3aHUS MEAUIIMHCKON ITOMOIIH [
WHTPABUTPEATBHOTO BBEJICHHS JTIEKAPCTBEHHBIX MIPEIAapaToB; PETHOHANBHBIM OpraHaM HCHOTHUTEIBHON
BIIAcTH B cepe 37paBoOXpaHEeHUS - HHUIIMMPOBATH yUeT MalleHTOB ¢ 3a00JIEBaHUAMY CETYATKH -
HEOBaCKyJIsApHas (BIakKHas ) BO3pacTHas MakyispHas nerenepanust (HBM/I) u nuaberugeckuit ,
MaxyJsipHbIH otek (JIMO) ¢ BHepeHneM HCKYCCTBEHHOTO HHTEIUIeKTa st 00padboTku caumMko OKT ¢
TeIbI0 GOPMUPOBAHUS JTOKAABHOTO PETHCTPaA, KOHTPOJIS aKTUBHOCTH 3a00ieBanHus U 3QQEeKTHBHOCTH
pacxo0BaHUA OIOJIKETHBIX CPENICTB. TaKKe Ha PErHOHANBHBIX YPOBHSX HPEIaraloTCs CIeIyIOonue
MEpBL: 3aKPENUTh MaPIIPyTH3AINIO NaueHTOB ¢ BM/J[ HOpMaTHBHO-IPAaBOBBIMY aKTaMH € YKa3aHUEM
MeIMIMHECKAX OPraHu3aluii, 0TBeTCTBEHHEIX 3a nposenenne OKT muarnoctuxu u antu-VEGF teparniu;
PaccMOTPETh BO3MOXKXHOCTH 00€CIICUeHU S TAIIEHTOB ¢ IHa0eTHIeCKIM MaKyIApHEM oTekoM (IMO)
npernapaTamMmu JyIsl antu-VEGF TEpaIyH 3a CYET CPEJICTB PETHOHANBFHOI0 OFOJKETa 1 BBEJICHUS
amMOynaTopHOro Tapuda IS HHTPaBUTPEalbHEIX HHHEKIHI Ha PErHOHAIBHOM YPOBHE B YCIIOBHSX
PETHOHATBHBIX YHIOKPHHOIOrHYecKuX 1eHTPoB (POII) ¢ 1enpio yMEeHbIIEHUS Harpy3Ky Ha CTAllMOHAPEI X
TIOBBIINIEHUS TOCTYITHOCTH TEPAIIMH JUIS ITAIMEHTOB ¢ 0(PTanbMOIOTHUECKUME OCIIOKHEHUSIMHI CaxapHOTro
nmmadera.

6. JlucTaHIIMOHHAS TOPrOBIS JEKAPCTBEHHBIMH IIpemapataMu ocylnecTsisieTcss B PO cormacHo Ykazy
IIpesunenta PO Nel87 «O po3HMYHON TOProBie JIEKapCTBEHHBIMH IIpeNapaTaMy Jyis MeIHIHHCKOTO
npuMmereHUs» oT 17.03.2020, ©3 ot 03.04.2020 Ne 105 «O6 obpamieHun JekapcTBEHHBIX cpencts». C
1.03.2023r. 1poBOAMTCSA 3KCHEPUMEHT IO JAMCTAHIIHOHHOW TOPrOBIIE PEIENTYPHBIMHU JIEKAPCTBCHHBIMHU
npernaparamu B Mockse, MockoBcko#t U benropockoil 00:1acTy; Mo OIeHKaM JKCIEPTOB, B CTPYKType
OHJIAMH-TIPOJAXK JIEKApPCTBEHHBIX MPEMApaToB B paMKaxX JAHHOTO JKCIIEPUMEHTa BCETo OKoJo 1%
IIPUXOJUTCS Ha DJIEKTPOHHBIE penentTbl. MOKHO OTMETHTh JAHHBIM pe3yibTar HeyHauHbIM, 9TO MOXKET
IPUBECTH K CTATHAIAHY JAIbHEHIIIEr0 PA3BATHS JUCTAHIMOHHON TOPrOBIIY JIEKAPCTBEHHBIMH IIPENapaTaMH,
KoTopast 00JIagaeT OUEBUAHBIMM SKOHOMHYCCKUMH IPEHMYINECTBaMH 110 CPaBHEHMIO C TPaJHIMOHHON
npojaxed JeKapCTBEHHBIX IIpernapaToB. lakue pe3yiabTaTbl 3KCIEPHMEHTA CBSI3aHBI C TEM, YTO HpH
IOJTrOTOBKE U peau3alii 3KCIIEpUMEHTa He CO3/1aHbl IS CTBEHHBIE MEXAHN3MB] CTUMYIMPOBaHUs Bpadeh
K HMHQOPMUPOBAHHIO MAlMEHTOB O BO3MOXKHOCTAX JAWUCTAHIMOHHOTO IPHOOPETEHUS pPELEeNTyPHBIX
IPENApaToB M BBINHCKE DIEKTPOHHBIX DPELENTOB; OTCYTCTBHEM (eNepaibHBIX HOPMATHBHO-IPABOBBIX
aKTOB, PEIIAMEHTHPYIOIUX BBIIHCKY KOMMEPUECKHX JJEKTPOHHBIX pEIENTOB B MEIUIMHCKHAX
opranu3anusax. Jlas Toro, 9robsl MONYUMTh NEHCTBUTENLHO OOBEKTUBHBIE PE3YNILTATHl SKCIEPHMEHTA,
HEOOXOAUMO YYeCTh IEPEYHCIECHHBIE (AKTODPBI, IOCJIE HEro IPOUIATh 3KCIEPUMEHT, PacIIMpUB
KOJIMYECTBO PErHOHOB, YUACTBYIONIUX B HEM - B IIEPBYIO 0Yepelb, PACHPOCTPAHUTE €ro Ha T€ PETHOHEL, B
KOTOPBIX COLHAIBHO-3KOHOMHUYECKUE, TEPPUTOPUATIBHBIE M JIOTHCTHYECKHE OCOOEHHOCTH Hambolee



OTITUMAJTEHBI JIsL IPUMEHEHUS JTUCTAHIIHOHHOM TOPTOBIIN PeENTYPHBIMU JICKapPCTBEHHBIMH IIpenapaTaMy,
IJIe YK€ HaCTPOCHBHI MpoIlecchl HHPOPMAITHOHHOT0 0OMEHa 3JIEKTPOHHBIMH PEIENTaMy Ha JIEKapCTBEHHBIE
mpenaparbl MEeXKAY METUIMHCKIMY M alTeYHbIMH OpraHU3aIlsIMHU, [IPEJOCTaBlIeH JOCTYI IalMeHTaM K
cOPMHPOBAaHHBEIM HMH 3JEKTPOHHBIM pEIENTaM ITOCPEICTBOM IOJKIIOUCHHS CIECHHATH3HPOBAHHBIX
cepBHCOB. TakXke IpemiaracTcs paccMOTPETb BO3MOXHOCTH IPHHATHS HOPMATHBHO-IIPABOBOIO aKTa,
00SI3BIBAIOINETO TIOJIHOCTHIO NIEPEBECTH BITHCKY KOMMEPUECKUX PELENITOB Ha JIEKapCTBEHHBIE NIPEHapaThl
B MEIMIIMHCKUX OpraHW3allisiX pernoHa B (opMy D3JIEKTPOHHOIO JIOKyMeHTa. JlanHble nedcTBHS
CTUMYJIIPYIOT pPa3BUTUE CHUCTEMBI JWCTAHIIMOHHON TOPTOBIM JICKAPCTBEHHBIMH IIpeliapataMu, dToO
MIPUBEACT K CHIDKEHHUIO PAcXOJIOB Ha JIOTMCTHKY W XpaHEHHE JICKapCTBEHHBIX IIPENapaToB, CHIMKEHHIO
Harpy3ku Ha MEIUIUHCKHN U (apMmalleBTHUECKUl NEepCOHAJ], IOBBICAT MOCTyH K JEKapCTBEHHBLIM
mperapaTam JIijIs MalueHTOB.

7. C 1eNbIO TIOBBIICHAS! TOBEPUS K POCCHHCKUM JIEKaPCTBEHHBIM IIperiaparaM, HOBBIIIEHHS JOCTYIIHOCTH
POCCHUCKIX JICKapCTBEHHBIX IpemaparoB Juii rmanueHToB B rocynapersax CHI' m EADC npemnaraercs
paccMOTpETh BO3MOXKHOCTD 3aKITFOUCHHUS MAKETHBIX MEKITPABHTEIHLCTBEHHBIX COITIAIICHUH, HalTPaBIeHHBIX
Ha CHSTHE PEryIATOPHBIX 0apbhepoB 1 POpMUPOBAHHE SIMHOMN PEryISTOPHOU cpelibl, OTBeUarole 3ajaqam
CO3/aHMs €TUHOr0 PBhIHKA OOpalieHus JieKapcTBeHHBIX cpeacTB B crpaHax FEADC m CHI, a Ttaxxke
pacIMpeHysi JIBYCTOPOHHETO COTPYAHMYECTBA B JaHHOW cgepe. Ilpumepamu perynsTOpHBIX OapsepoB
MOTYT OBITH CICIYIOIME: OTKa3 O BKIIOUEHUM POCCHUUCKOTrO IIpernapara B HALMOHAIBHBIE KIMHUYECKUE
IIPOTOKOJIBI JICUCHUSI ¥ HAITHOHATBHBIH JIEKapCTBEHHBIN (OpMYIIIp 110 GopMaTbHOMY IPHU3HAKY OTCYTCTBHS
uHboOpMAIH O IIperiapare B MEXIYHAPOAHBIX KIMHHYECKUX PYKOBOJCTBAX, PEKOMEHIAIMAX H
MEXIyHApOJIHBIX HCTOYHHKAX JIaHHBIX IO JokasarenbHod Memumune (Pecmybmmka Kazaxcram),
3aKOHOJMATEIBCTBOM IIPEAYCMOTPEHBI TpedepeHIni W YCKOPEHHbBIE IPOLEAYpPhl MPH PErHCTpalyy
JIEKapCTBEHHBIX TpenapaToB, IPOU3BEACHHBIX B CTPAHAX, PETYIATOPHBIE OPraHbl KOTOPBIX BKIIOYCHHI B
niepeuens BO3 mnmu obnagaroTr 4-pIM ypoBHEM 3penocTH 1o oneHke BO3 - PD B ykazaHHOM crmcke
OTCYTCTBYET, YTO CTABUT OTCYCCTBEHHBIC JIEKAPCTBEHHBIE IIPENapaThl B AUCKPHMUHAIIMOHHOE MTOJIOKEHHE
mpu peructpanyu B PecriyOnuke Y306ekucraH.

8. Poccuiickas apmalrieBTHIeCKast TPOMBIIUICHHOCTD, POKABAIOIIAS B HACTOSAIIEE BPEMsI CBOCOOPa3HBIHA
«peHeccancy, TpedyeT BCECTOPOHHEH 0OIIEeCTBEHHON U roCyapCTBEHHOH NOANEPKKH A7 AalbHEHIIEro
TIPOPHIBHOTO MAcIITaGHOTO PA3BUTHA. B COOTBETCTBIY C KITFOUEBELIMY HalpasieHusMu CTpaTeriu HayIHo-
TEXHOJIOTHIECKOTO pa3BuTusa Poccuiickoit ®emepanmm g ol0ecniedeHUss HAIEKHOCTh IIOCTABOK M
(hapMalleBTHUISCKOM HE3aBUCUMOCTH TIpeJylaracTes paccMOTpeTh OMOMEIUIMHCKAN KIIETOUHBIA IPOIYKT,
COJIepKAIUIA KyJIbTUBHPOBAHHBIC BHE YEJIOBEUYECKOT0 OpraHm3Ma coOOCTBEHHBIE KIICTKH XPAIIEBOH TKaHU
NanueHTa, B HNEpPedeHb BUAOB BHICOKOTEXHOJIOTMYHOW MENWIIMHCKON IOMOINM, YTO MOXKET IIOBBICHUTH
BO3MOXXHOCTH JIOCTyIla HAMUEHTOB K HWHHOBAIMOHHOMY  BBICOKOTEXHOJIOTHMYHOMY  JEYEHHIO.
buoMenMIMHCKMM  KJICTOYHBIM  TPOAYKT  TIPEACTABIseT  co0OM = mHepBhIi  OTEUECTBEHHBIN
3apETUCTPUPOBAHHBIN OHOMEIUIMHCKIHM KJISTOYHBIN ITPOIXYKT Ha OCHOBE C(HEpOHIOB ayTOJIOTHYHBIX
XOHJIPOTIUTOB € TIOJMHBIM TMKJIOM Tipom3BojcTBa B P®. DddexktuBHOCTE U 0€30IIaCHOCTH METOAA
TOATBEPIKAEHBI B XOJ€ TPOCHEKTHBHOTO CPAaBHUTEIBLHOrO OTKPHITOTO MHOTOLIEHTPOBOIO KJIMHHYECKOTO
nccienoBanms. [IpHMEeHeHHe JaHHOTO OPraHOCOEpEeralomero MeTo[a HalpaBieHO Ha BOCCTAHOBIIEHHE
W30JIMPOBAHHLIX TOBPEXICHHM XpsAllla KOJEHHOTO CycTaBa © SBJISIETCS NPOPBIBHBIM, a TakKXke
MEPCOHAIM3UPOBAHHBIM ~ METOJOM Tepanuu. MeTox TPUBOAWUT K 3HAYATEIBHOMY CHIDKCHMIO
MHBAJIUIA3AIMA [TAIIMCHTOB ¥ COKPAIICHUIO CPOKOB BOCCTAHOBIECHWS, YTO OCOOCHHO BAKHO JUIA JIMIT
TPYJAOCIIOCOOHOTO BO3pacTa. BHenpeHHWe MaHHOTO IOAXOAA COOTBETCTBYET HALMOHAILHBIM LIEIIIM,
o3ByueHHbEIM [Ipesmpentom PO, B wacTu coxpaHeHMs HacEeNeHHMsS U YKPEIUICHUS 370POBBA. Y YUTHIBAs
HaKOIUICHHBIN HAY9IHBIN MaTeprai U 3apyOeKHbIM ONbIT, MeTO T 00J1alaeT HOTEHIINAIOM JJIS PacIIupPEHHUs
CIIEKTpa MOKa3aHui.

9. CHIDKEHHE CMEPTHOCTH OT CepedHO0-COCYAUCTHIX 3a6onepanuii (CC3) mpropuTeTHAS 3a/1a9a
3apaBooxpaneHus. 1o mopyuennro mpesuaeHaTa PO B. B. Ilyruna (Yka3 Ne 309 ot 7 mas 2024 r.) B
TEKYIIEM IOy B CTpaHe pealn3yeTcs HauOHaNbHbIN NpoeKT «IIponomkurenbHas B aKTHBHAS JKH3HBY, B
KOTOPBIH BKIIOUEH (eepanbHbli MpoekT «bophda ¢ cepedHo-cocy IUCTHIME 3a001eBaHAMI Y. C Henbro
JOCTHIKEHYS HAIHOHANBHEIX IeJIel, TOBBIIEH S KauecTBa MeAMIMHCKOM TOMOIIH H JOCTYIHOCTH

3¢ PeKTUBHOHN JIeKapCTBEHHOU Tepamwu 11 narmenToB ¢ CC3 npearaercs:



1) OnpenenuTs BEICOKUI NPHOPHUTET IPUMEHEHHSI BEICOK0I()(HEKTUBHBIX TPOMOOIATHIECKIX
[IPEIapaToB M3 NEPEYHs CTPATETHYEeCKU 3HAUUMBIX JIeKapcTBeHHBIX cpects (C3JIC), koTophie
o0ecreunBaiOT IPHOPUTETHBIE MTOTPEOHOCTH 3paBooXpaneHus. B Hacrosimee Bpems 2
TPOMOOJIUTHYECKHX IIpenapara, ajlTeiia3a i TeHeKTeIia3a BKIrouYeHs! B nepedenb C3JIC, uMeroT momHbi
LIHAKJI IPOU3BOACTBA B PO 1 JOCTYNHEI 7 HAIUX TPKIAAH.

2) anmenTaM ¢ MIIEMHYECKAM HHCYIBTOM TIPH OKa3aHUM MEAAIMHCKOW TIOMOIIH B CTallHOHApax
PEKOMEHIOBATH, IIPY HAIMYNH aJIbTEPHATUBLI, IPUMEHSTH METOJIUKY HE HIDKE YPOBHS JOKA3aTCIIEHOCTH
B2, uTo criocoOGCTBYeT CHIKEHMIO O0BHUYHON JETATHLHOCTH | ITOCIEAYIONMEH HHBAIMIN3AITHH.

10. Knmusnueckue pexomeranuu (KP) sBisroTcss 0cHOBO#H 17151 06ecTieueH s KaueCTBEHHOU
MEIUIUHCKOMN IIOMOIIK ¥ ITO3BOJAIOT ONTUMHU3APOBATH UCIIOIB30BaHUE PECYPCOB 3APAaBOOXPAHEHUS,
uzberass HEOOOCHOBAHHOIO Ha3HAUSHUs JOPOrOCTOSIMUX Wi HeA)PEKTHBHBIX METOIOB JICUCHHSL.
KauectBo MeauIuHCKOH MOMOINM HaNPSMYIO 3aBHCHT OT CBOeBpeMeHHOro BHeceHms B KP axryampHOI
MEAMIUHCKOH mMHpOopManuu. B mpaxTuke HEpeAKo CKIaIBIBAeTCs CHUTYallusl, KOIrJa CPOKH IIOJATOTOBKH
KJIMHMYECKUX PEKOMEHNAUH 3aTSIruBaroTCs, B CBA3H, HAIIPUMED, C PETYJISIPHBIM BHECCHUEM M3MEHEHUI B
HHCTPYKLIHIO II0 TIPUMEHEHUIO JIEKAPCTBEHHOIO IIpenapara, KOTOphIE HE YCIEBAIOT OBITh YUYTECHBI
paspabotunxamu B mporecce. [IpeacraBnsercs menecoo0pa3sHbIM PacCMOTPETh BO3MOYKHOCTH CO3IaHHS
CHCTeMBl OOpaTHOH CBS3M OT BpaueOHOro, ITAMEHTCKOrO coolImecTBa U OT CyOBEKTOB OOpaIleHHUs
IEKapCTBEHHBIX CPEJICTB (U B IIEPBYIO ouYepenp, oT Aepxkarent PY) mis pazpadoraukos KP u perymsaropa.
ITonoOHBle mnpuMepsl YCHEIMHOW peanu3allué OTKPHITBIX CHCTEM OOCYXHEHUS M YIBEPKICHUS
HOpPMAaTHUBHBIX IIPaBOBHIX AaKTOB, Hampumep, regulation.gov, IeMOHCTPHPYIOT 3(PQeKTUBHOCTE U
BOCTpeOOBAaHHOCTb ITOJIOOHOTO TOIXOAa Ha rocynapcTBeHHOM YypoBHe. @opmar pabotel Kommecuu
Mpunsapasa Poccun 110 gopMUpOBaHHUIO IEpEUHEH JIEKapCTBEHHBIX MTPEMApaTOB TAKXKE SBIIETCS IPUMEPOM
noJOOHOTO IMPO3PadHOro IOJXO0/a, KOrja IyOJMKYIOTCS Pe3ynbTaThl IIPEBAPUTENBHON SKCIEPTHU3HI,
JUCTOB FOJIOCOBAHUS DKCIIEPTOB, IIPOBOUTCS TPAHCILALMS 3aCEIaHNsd KOMUCCUN OHJIAlH, Ul 3asBUTEIICH
€CTh BO3MOXXHOCTD JaTh CBOY KOMMEHTApPHH, OTBETUTL Ha BOIIPOCH! KOMUCCHU H T.1.

C ygeroMm To# posH, KOTOPyIO BEIIONHIOT KP, U cTeneHu ux peryiaMpyromero Bo3JeHcTBus, ojaraeM
HEJIeco00pa3HbIM IIPEyCMOTPETh B paMKaxX IIPOeKTa co3anue QG poBoi IaTPOpPMBbL, KOTOpast IIO3BOJIUT:

1) Brenputsh cucremy 0OpaTHOM CBs3M JUIsi BCEX YYaCTHHKOB Iiponecca. llpospaunbiii mpouece
pacemotpenus KP ¢ BO3MOXHOCTBIO MYONMYHO OCTABIATL KOMMEHTAPHH HA 3Tare OOIeCTBEHHOTO
obcyxkaeHus, paccMoTpeHuss Mun3apasoM, HaydHo-TipaKTHIECKUM COBETOM, B T.4. IPUUYHMH OTKIOHEHUS
WJIH HAIIPaBJICHUS Ha JOPabOTKY.

2) Omnpenenuts MpefeIbHBIE CPOKHU IS KAJKI0T0 3Tana ¢ BO3MOXKHOCTBIO KOHTPOJIA HX COONIONEHH CO
CTOPOHBI PETYNIATOPA, 9TO IO03BOJIUT PEIIUTH BOIPOC HECOOMIOACHUS U YITTMHEHUS CPOKOB
pacemotperus KP.

3) Brecru momstue "fast track" ¢ onmpenenennem xpurepues 1 KP ¢ BEICOKO# cTeneHbI0
NPHOPUTETHOCTH, BO3MOXHOCTBIO BUJIETh CITUCOK NOJAHHEIX Ha paccMoTpenre Hayqmo-
npaxkTryeckoro coeta KP u ouepeanocTs nx paCCMOTpeHH;I YTO MIOBBICUT YPOBEHB ITPO3PAYHOCTH B
puopuTHU3anuu paccMotpenus KP.

4) Wnauuupoats pazpaborku umm oOroBIeHUS KP pH NOSBIeHNN HOBBIX KIIMHUYECKUX JAHHBIX WITH
HaJIM4UH pyroil 000CHOBaHHOM HEOOXOAUMOCTH CO CTOPOHBI BpaueOHOTr0, AIMEHTCKOT'0 U
mpohecCHOHANBHOTO (HapMAlEBTHYECKOTO COOOIIECTBRA.

5) Baenputh ynpolieHHYIO TPOIEAYPY 10 BHECCHUIO H3MEHEHUH B OoTAenbHbIe TYHKTHI KP. Jlanusrit
GYHKIIMOHAT MOXET OBITh TIOJIE3EH IIPH IOSBICHIH HOBBIX METOJIOB JMATHOCTHKY WM TEPAITHH
3a00eBaHHU.

Taxoe peleHne MO3BOIUT NOBBICUTH OCBEJOMJICHHOCTE BCEX NOTEHIIMATBHBIX YIaCTHUKOB IIpolecca
paspabotku KP, BHeIpUTE Meph! KOHTPOIIS (110 COBNIONCHUIO CPOKOB U 00S13aTEIBCTB BOBICYCHHBIX
CTOPOH), a TaKXKe JacT BO3MOXHOCTE ()OPMUPOBaHUS CBOSBPEMEHHOI 00paTHOH CBA3M pa3paboTUrKaM
KP. Ilpennaraercs BHECTH LepeUHCIICHHBIE TPEITIOKCHIUSE B IIPOEKT IprKkaza «O0 yTBEp KIACHAHN TTOPSIIKA
[IPUMEHEHHs KIIMEYeCKUX pexoMeraammity, (ID npoekra 158780).

11. B macrosmee Bpems B HomeHKiaTypy Memuimuckux yeuyr (YTBepxkieHa mpuka3oM MuHHCTEpPCTBA
3[[paBOOXPAHCHUST M COLUANbHOro passutus Poccmiickoll ®enepanun ot 13 okrsa6ps 2017 roma N 804n



(meitctByer ¢ 01 ssaBaps 2018 rona) 8 pen. [Ipukazos Mumzgpasa Poccnn ot 16.04.2019 N 2178, o1 05.03.2020
N 148x, ot 24.09.2020 N 1010u (B T.4. ¢ usmeHeHmsIME 0T 26.10.2022) Brimouena yenyra B01.017.001 Ilpuem
(xoHCYNBTAIlMS) Bpada-KIMHUYECKOTO (apMakosora, KoTtopas HOAPasyMeBaeT IIPOBEIEHUE OJHOKPATHOIO
KOHCYJIbTUPOBAHUS OJHOTO KIMHHYECKOTO ciydas. OHaKO B psje CliyuyaeB, K IpUMeEpY, IPH IIPOBEICHUH
JUTHTEIbHBIX KYPCOB aHTHOAKTEPHANBHON Tepamuy, Ha3HAYeHHH KOMOWMHHpPOBaHHOM OoJIbIIeNO3HON
aHTHOAKTepUATBHON Tepamuy, IIpH IPOBEICHUH TEPalleBTUYECKOrO JIEKapCTBEHHOTO MOHUTOPHHIA, JICUEHUH
MAIMCHTOB ¢ WH(EKIel, BHI3BAHHON IONMPE3UCTCHTHRIMU INTaMMaM#i OakTepui, NpH pa3BUTHU
HEKENaTeIbHbIX SBICHH Ha QOoHE Ha3HAYEHHEIX IIPENapaToB, HEOOXOMIMOCTH KOPPEKIIT 03 MM COCTaBa
TEparuu| u Jp., TPeOYIOTCS MOBTOPHBIC KOHCYIBTAIIMK Bpavda-KIMHIIecKoro ¢apmakoiora. [Ipencrasnsercs
H[ETECO00PAZHBIM:
1)BKITFOYHUTH B HOMEHKJIATYPY MEIAIIUHCKUX YCIYT CIIEIYIONME IIyHKThL:

- B01.017.001 IIpuem (KoHCYIBTAIMSA) Bpada-KIMHIIECKOTO (papmMakosora nepBUYHEIH,

- B01.017.002 ITpueM (KOHCYTBTAKS) Bpaya-KIMHAYECKOTO (papMaKoIora HOBTOPHBIH.

2) paccMOTpeTh BO3MOXHOCTH BKITIOUCHHE KOHCYJIBTAIlMH Bpada KIMHUYECKOTO (hapMakoyiora B CHCTEMY
oryiarel MenuiuHCKoM momor o OMC, 3a cdeT BKIMOUEHHs B IEepedeHb KO3()(UIMEHTOB CII0XKHOCTH
neuenns namuenta (KCJIIT), yuurbiBasg, 4To KOHCYNbTATHBHAs IIOMOINL KJIMHUYECKOro (apmMakosora
HU3HAYATHHO IPOUCXOANT B CIOXKHBIX KIIMHHYSCKIX CHTYaIlUAX.

12.AxryaneHas Ha 2025 rom Moaenh OILIATHl MeAMUIMHCKOW noMmolmu B cucreme OMC mpenycmarpusaer
MEXaHU3M KOMIICHCAIHH 3aTpaT CTAIIHOHAPOB Ha IPUMEHEHHE TOPOTOCTOSIINX aHTUMUKPOOHBIX IIPENaparos,
AKTUBHBIX B OTHOIICHHH IIOJMPE3UCTEHTHHIX BO30OymuTenel, ¢ wucnoib3oBanueM KCI' «llposenenue
AHTUMUKPOOHOM Teparmui HHPEKInH, BRI3BAHHbBIX MONUpe3ucTeHTHRME MuKkpoopranmmamu (KCI' st 36.013-
36.0158 yposens 1-3)». Bmecrte ¢ Tem, yeranoBnennsle 11t AaHHBIX KCI' Tapuds! Bo MHOTHX KIMHAYECKHX
CUTYaIMsIX HE COMOCTABUMEI C PEAIbHBIMU 3aTpaTaMiy, JaXe ¢ YIETOM «IPHHIMUIIA YCPEIHEHHI» — H OTO B
HEPBYIO OYepeNb KacaeTcs CliydaeB, TPeOYIOMMX B COOTBETCTBHU C YTBEPKIACHHBIMA HAyYHBIM KOMUTETOM
MuH3ApaBa KIHHAYCCKUMH . PCKOMCHIAIMSAMYA TPOBEICHHUS IIATCIBHOW H/HMIM KOMOHMHHPOBAHHOU
aHTUMUKpOOHO#H Teparmuu  (Hampumep, (KP «Mudexnus, accomuupoBaHHas € OPTONENNYECKHMHU
amimantaTamMuy, KP  «HbeKIMoHHbI SHI0KapMT ¥ WH(EKIHuS BHYTPHUCEPACUHBIX ycTpoiictB», KP
«BHe6OIpHNYHAS THEBMOHHSA Y B3poCIbXy» , KP «Kucrosueri Gpubpos (MyKoBUCHMIO03)» U Jp.). B memix
obecrieueHnss JOCTYMHOCTH 3()(EeKTHBHON aHTUMHUKPOOHOHM Tepamuy TPEJACTaBIseTCs HEO0OXOIUMBIM
JanbHelilnee CoBepUICHCTBOBafine MexaHW3Ma KOMIIEHCA[MH 3aTpaT Ha IIPEMEHEHHE IOPOTOCTOSIIHX
AHTHUMUKPOOHBIX MPENapaToB, a UMEHHO:

- Beigenenue otaenpHoi KCI™ 6oee BEICOKOTO YPOBHS C IIOBBIIICHHEIM KO QHUIMEHTOM 3aTPAaTOEMKOCTH I
cirydaeB, TpeGYIONHX MPOBEICHUSA JUIUTEILHOM, B T.4. KOMOWHMpOBaHHO# Tepanuu (cBeime 10 nmeil), B
COOTBETCTBHH C KJIIMHHYECKAUMHU PEKOMEHTAIUSIMU;

- OIpejeneHHe BO3MOXHOCTH BBICTABICHMs cioydas mo nsyM KCI' m3 mepeuns st 36.013 —st36.015
«IlpoBeneHue aHTUMHUKPOOHOH Tepanuy WHGpEKnUi, BE3BAHHBIX MOJUPE3UCTEHTHBIME MHKPOOPraHH3MaMH
(yposeusr 1-3)» ¢ TmepeceKaromUMUCT CPOKaMH IpPH IIPOBEJACHAM KOMOMHHPOBAHHOW aHTUMHKPOOHOH
Teparuu, 0COOCHHO B CIIydasx JICUeHNs MH(EKIHH TOTUMUKPOOHOH 9THOIOTHY;

- BKJIFOYCHHE B Tapu (bl KOMIICHCAITHH 3aTPAT Ha PACITHPEHHYIO MUKPOOHOIOTHIECKYIO JUArHOCTHUKY, BKJIIOUas
COBPEMCHHBIC METOJbI OOHApYXKEHUS TEHETHYECKUX MAapKEpPOB PE3UCTEHTHOCTH B COOTBETCTBUH C
aKTYaIbHEIME METOIHYSCKUMU pPEKOMEH anusaMu «Jluarnoctuka U aHTHMAKpoOHast Tepamus HHQEKIHH,
BBI3BAHHBIX  TOJNHPE3UCTEHTHRIME  MHKpoopranm3mamu» (2025) u  pexomenmammsmu MAKMAX
«OmpeiesieHue TyBCTBUTECILHOCTH MAKPOOPTaHU3MOB K AaHTUMHUKPOOHBIM IIpenaparaMy. Bo3Menienue Moxer
OBITH pEaTH30BAHO MOCPEACTBOM IMpuUMeHEeHHs KodddummenTa ciaoxaocty jedenus mnamuenta (KCJIIT) wm
HHOTO MEXaHH3Ma, IPeIyCMOTPEeHHOTo TpH Gopmuposanun Tapudos B Mogema KCT.

13. IIpoGnema aHTHOMOTUKOPE3UCTEHTHOCTH 3aTparuBacT He TOJIBKO BO30YIUTEIEH IOCIUTAIbLHBIX
HHGEKIHi, HO U ITaMMBbI OakTepuil, BRI3BIBAIONINK XPOHHYECKHe HHOEKIUY Y TAMEHTOB aMOyIaTOPHOTo
3BeHa. OCOOEHHO aKTyallbHO YCTAHOBJICHUE TOYHOTO MUKPOOHOIOIMYECKOT0 JIUarHo3a ¢ IMOJHOIEHHOH
AHTUOMOTHUKOTPAMMOM JUIS TAKUX TPYII HO30JIOTHH, KaK HaIlpUMep, OHKOTEMaTOJIOTH, OCTEOMHUEIINT,
MH(EKIHS, ACCOIMUPOBAHHAS C OPTONEAUIECKMMHA UMILTAHTATAMH, HHOEKIUS MOYCBEIBOIINNX Ty TEH,
MYKOBHCIH 103 1 Jp. HeoOX0mMocTh MAKPOSHOIOrAIECKOr0 MOHUTOPHHATA 32 GECCHMIITOMHOMN
KOJIOHM3aNue, B 0COOCHHOCTH KapOareHeM-Pe3NCTEHTHRIX ITaMMOB, TIepe]l [IOCTYIUICHIEM IIallUEHTOB B
CTAI[OHAPHI TPOITHCalia B POCCHUCKAX U MEXIYHAPOIHEIX peKoMeHaamsx: [IpakTiHaeckue peKOMEeHIAN



O BHEJPEHUIO MUKPOOHOTOTHYECKOTO MOHUTOPHHETA; PYKOBOICTBO IO POQHIAKTHKE B KOHTPOIIIO
kapbenenem-pesuctenTHbIX Enterobacteriaceae (CRE), Acinetobacter baumannii (CRAB)u
Pseudomonasaeruginosa (CRPsA) B yupekaeHuIIX 3paBOOXpaHeHus. [Ipy 5ToM OTCYTCTBYET yKa3aHHE O
HEOOXOAUMOCTH BBIIOJHEHNS TAKKX HCCICTOBAHUHM Ha aMOyJIaTOPHOM STalle, HO €CTh YKa3aHHe IIPOBEACHHUS
MBH Ha cTanmoHapHOM 3Talie, €CIH OHO He BHITOJHEHO Ha amMOyzaTopHoM. Kax mpaBuiio, MAIMEHTHI C
XPOHMYECKUMH HHPEKITMOHHBIMA 3a00JIeBAHIAME, Hy KIAIOIIHecd B MEKPOOHOIOTHYECKOM MOHUTOPHHTE,
HOCTYITAIOT B CTAIMOHAP JUIS OKa3aHusl IUIAHOBOH MeIMIIMHCKON moMouy 1 posenenne MBU mst
HazHAYeHHs. STHOTPOIHON ABT TONBKO MOC/IE FOCIUTATN3AIAY, UTO yBETHIHBAET KOHKO-/IEHD, CIIOCOOCTBYET
BHYTPHUTOCITUTAIBHOMY PAaCPOCTPAHEHHIO MTaMMOB U CHHKAET 000pOT KOMKH. B CBSA3H ¢ M3JI0KCHHBIMY |
¢axramMp cuMTaeM LEeNecoo6pasHbIM BKIIFOUHTE B IIepedeHb 0053aTeIbHAIX Ta00PaTOPHO-UHCTPYMEHTATbHBIX
METOJIOB MCCIIEJOBAHMS MTAIIUEHTOB ¢ XPOHMYECKUMH HH(EKIMOHHBIMU 3200 I€BaHUAMY H/MIIH BO3MOKHEBIM
HOCHTEILCTBOM IOJIAPE3UCTEHTHRIX IITAMMOB (TIAIIHEHTH! OHKOTEMATOIOTHIECKOro Mpoduis) —
MHKPOOHOIOTHYECKOTO HCCIENOBAHAE OHONOTHYECKOro MaTeprana HeoOX0/JuMOH IOKaIu3auH. Y YnThIBast
HeOYKOMILIEKTOBAHHOCTD B PETHOHAX MUKPOOHONOIHYECKUX Jlaboparopuil B aMOyIaTOpHOM 3BEHE,
BO3MOKHO O0Jiee 000CHOBAHHEIM OYIET BHEAPEHHE OTCIBFHOTO Tapuda A CTallHOHAPOB -
«MHKPOGHOJIOTHYECKOE 00CTIenoBanne GHOIOTHIeCKOro MaTeprana epes IIanoBOd rocuTaln3ayei, ¢
BBIIONTHEHNEM (IIpH HEOOXOIMMOCTH) THITHPOBaHUs TeHOB pesucrenTHOCTH (Bua BJIPC, kapGanenemas). 1pu
9TOM JIaHHBIH Tapud, JO/DKEH BKIIIOYATh B ce0s CIEAYIOMNE METUITUHCKHIE YCIYTH:

1) A26.10.001-A26.30.037 MUKPOOHOIOTHYECKIE NCCICNOBAHMS OCHOBHBIX BO30yUTENEH MH(DEKIMOHHBIX
3aboneBaHui

2) A26.30.004 Onpesienenne TyBCTBUTEILHOCTH MAKPOOPIaHH3MOB K aHTHMHKPOOHBIM
XHMHOTEPAeBTHYECKUM IIperaparam

3) A26.30.032 MoneKysipHO-0HOTOTHIECKOE UCCIEA0BAHNE KYJIBTYPEI, IIOJIYYCHHOM IMyTeM
0aKTepHOIOTHIECKOTO TIOCEBa 00PA3IOB PA3IMYHOTO OHOJIOIHYECKOT0 MaTepraa, JJisl BbIIBICHUS
I'CHETHYECKHX MapKepOB aHTHOMOTHKOPE3UCTCHTHOCTH

14. TybGepKkyie3 ocTaeTcss MHOTHE TOIbI COUATIBHO 3HAUMMOH HEQeKImei, TpeOyromen HayHO-

- 060CcHOBAaHHOH CHCTEMBI OKa3aHMs MEIUIMHCKOH MOMOIIH. [I0BBIIICHHE KaYeCTBa ICICHHN IAIIHEHTOB €
TyGepKyJIe30M ¥ JIEKAPCTBEHHOTO 00ECIICUeHNS JIOCTATACTCS ITyTeM BHEAPEHHS HAYYHO OOOCHOBAHHBIX CXeM
JeYennst, 0GeCIeYeHns HeIPEPHIBHOCTH TePAITHH, PETyIAPHOTO KOHTPOIs 3a €€ 3 PEKTUBHOCTBIO 1
CBOEBPEMEHHOTO MCIIOIB30BAHAS HOBBIX, Goliee 9 (GEKTHBHBIX NPEnaparoB, B TOM YHCIIE IPH JIEKapCTBEHHO-
ycToiauBbIX popmax. C neasio yCOBepmeHCTBOBaHI/I;I IIOJIXOMIOB K T€paNuy W BELIBICHIIO TyOepKye3a B
Poccutickoii ®enepaliuy npenaracTes:

1. BBICTYIHTH C IIPEMIOKEHHEM K MHUHHCTEPCTBY 3/[PaBOOXPAHEHUS C 3alPOCOM O HEOOXOIMMOCTH
BHECTH B MHCTPYKIHMIO [0 MEIUIMHCKOMY TUPHMEHEHUIO Tpenapara OCHaKBUIMH BO3MOXKHOCTH
IIPUMCHEHHs y AeTeil ¢ 5-TH JeTHEro Bo3pacTa, Kak 5TO PeraMeHTHPOBaHO B WHCTpyKumu EMA.
JlaHHOE TI0JIOXKEHHUE OCHOBAHO Ha JAHHBIX ME3C/IyHAPOHEIX KIMHIECKAX HCCIIeIOBaHMMA, B KOTOPBIX
TMPHHAMAH YIacTHE B POCCUNCKHE IICHTPEI,

2. IPHUHATL BO BHUMAHHE MEXYHAPOIHBIC HOJXOMNBI 10 JISYeHUIO OOTBHBIX TyOEpKYJIe30M M BHECTH B
kauprueckne pexomergamin « Tybepkynes y B3pocisix», « TyOepKynes y aeTel» KOPOTKHE PEKUMBI
XMMHOTEpANHH TyOepKyJie3a Ha OCHOBE HOBBIX IIPOTHBOTYOCPKYJIE3HBIX IpenaparoB (OeIakBUIMH H
IIpeTOMaHH ), 3P PEKTUBHOCTD KOTOPHIX JIOKa3aHa B MHOTOLIEHTPOBBIX KIIMHUYECKHX HCCIICIOBAHUSX;

3. npuHsare BO BHHMaHwe, 49ro npu Tepanus [MDBIl Heo6xomumo NPOBOAMTL MOHHTOPHHI Ha
TYOEPKYIE3HYIO WHQEKINIO, BKIIOYAS JIATEHTHYIO TYOepKyle3Hylo MH(EKIHIO, ¢ IPUMEHECHHEM
n1ab0paTOPHEIX TECTOB (MCCHENOBAHHE YPOBHS WHTepdepoHa-raMMa Ha aHTHreHbl Mycobacterium
tuberculosis complex B kpoBH), Kak Haubosiee HHGOPMATUBHOIO METOJA JUIA 9TOH KaTeropuu JIUIl, U
BEICTYIIUTh C IPEIJIOKEHHEM [0 BKIFOUCHUIO O3THX METOJOB MOHHTOpMHIa B IIporpammy
rOCYJAapCTBEHHBIX FAPAHTHH GeCIUIATHOrO OKa3aHus IpaXkIaHaM MeIunuHcKoi nomommu 1 Moaenu KCI'
Ha 2026 r. B COOTBETCTBHH ¢ KJIMHUYCCKIMHU PEKOMEHIANMAME, CTaH apTaMi MEAUIUHCKOM IIOMOIIH.

15. TIpobieMe OxUpEHYsL, SIBISTFOIIEHCS MEAUITHHCKOH IPOOIEMOH € BEIPAXKEHHBIMH COIMATBHBIMH
HOCIEACTBHIMH, yeIsIeTCs HeJIOCTaTOYHO BHAMAHUA B COBPEMEHHOM POCCHICKOM cHCTEME
31paBooxpaHenrs. HecMOTps Ha MacmITab paciipoCTPaHEHHOCTH ¥ BKJIA/] B PA3BUTHE CEPICUHO-
COCYMUCTBIX 3a60TCBaHMIA, ApTEPHATEHON THIIEPTEH3HH, He(POJIOrHIECKoi MATONOMMH M CAXapHOTo
nuabera 2 THIIA, OXKHPEHUE He BBIIEICHO KaK CaMOCTOSTeIbHAs IPAOPHTETHAS HO300T U, YTO IIPUBOIHUT K



[O3/IHEH TUarHOCTUKE U HEJOCTATOYHOM OTOBHOCTH CHEIMAIMCTOB. PeanbHas pacipocTpaHEHHOCTD BBIIIIE,
MOCKOJIBKY 3HAYNUTENIEHAS YaCTh CIy4aeB 0CTaéTcs He BBIIBICHHOH. [loBBIIIEHNEe TUAaTHOCTUKY OXUPEHHUS
SBIIAETCS KIFOUECBOH 3a1aveii TpouIakTHIeCKOM paboThl. B CBSI3M ¢ BBIIIE IEPEUMCICHHBIM,
3axoronarensubiM CoopanueM Cankt-IlerepOypra u Acconmanueit xiumandeckux Gapmakonoro CaHKT-
[TerepOypra uMITUHPOBaHA pa3padoTKa PerHOHATBHOM MPOTrpaMMBI IO OOPHOE C OKUPECHUEM,
TpelyCMaTpUBAIONIas:

- MpoUIAKTHKY U 00yUSHHE MEIUIIMHCKUX CIICIIHAINCTOB;

- PaHHIOIO TMATHOCTHKY B paMKax JINCIAaHCEePH3aIiT;

- CO3/IaHUE CHEIHAIN3UPOBAHHBIX IICHTPOB;

- paboTy MYJNbTHAMCIUTUIMHAPHBIX KOMAHT,;

- IEKAPCTBEHHYIO TEPAITHIO P HEAPPEKTHBHOCTHA HEMEIMKAMEHTO3HBIX METOIOB. (
IIpenmaraercs BHEAPEHAE JAHHON [IPOIPaMMEL B IIMPOKYIO MENMIMHCKYIO IIPAKTUKY Y PACIIPOCTPAHEHNE ee
Ha apyrue periuoHsl PO. Peammzamnus nmporpaMmsl 0cOOEHHO 3HAUMMA JUIS TPYTII TAIMEHTOB, IIOJIYYaIOIIX
MaKCUMAITbHYIO TTONIB3Y OT CHHKCHHUSA Beca: IKEHITHH, ToToBsmmxcst K DKO; manuenTos, paccMaTpuBaeMbIX
U1 OapuaTpIYecKuX onepanyii, MOTPeOHOCTh B KOTOPBIX MOXKET CHHUKATLCS OJaroiapst COBpEMEHHBIM
nperaparam al TITT-1, cpaBHUMBIM 110 SPPEKTHBHOCTH ¢ XUPYprudeckuMu Metogamu. s apdexturHoi
pea3aIy IporpaMMbl HEOOXOIMMO TOCTATOYHOE (PUHAHCHPOBAHUE, TO3BOJIIIOIIEE CHU3UTh
pacripocTpaHEHHOCTD 3a00/IeBaHUN, HHIYLIMPOBAHHBIX OXKHUPEHUEM, YTO B JOJITOCPOYHOH MEPCIEKTHBE
TIPUBEAET K YMECHBIIEHHIO PACXOJIOB CHCTEMEBI 3JJpaBOOXPaHEHNS U KOHIIGHTPAallMH PECYPCOB Ha YCTPaHECHUHN
TIEPBOMPHYIHLH.

C YBAXXCHHUEM,

/? Ipencenarens IlpaBnenns

Xamxunuc A K.
MLII.




