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MunnctepcTtBo 3ApaBooxpaHeHus Poccuiickolt ®eneparuu  pacemorpeno
pesomonuro  XIX  MEXIYHapo#gHONO  HAy4dHOTO KoHrpecca «PalpoHanmpHAs
(hapmaxoTepanis», coctoapmerocs B Canxr-Ilerepbypre 17-19 oxtsabpa 2024 roga
(mamee — pe3omIONMA), HANpaBIeHHVIO NOHchkMaMu PernoHampHOH 00MICCTBEHHOM
oprapmsaman  «IIpodeccHoHaNBHAS MEIMITMHCKAS  ACCONMAINS — KIHMHHYCCKHX
dhapmakonoros CaukT-Iletepbypra» Ne 6/1, U B pesierax KOMIIETCHITHE COOOINAcT.

B uacTH BOHNpPOCOB MOBHIIEHHS KOHTPOJAS 33 KOMHYECTBOM H CHEKTPOM
TPOBOAUMEIX J1aGOPaTOPHBIX HCCIEAOBaHHI TyTeM pa3paboTKH H 0OOHOBICHHA
KIIHHAYECKHX PEXOMEHAAIH, CTaHapTH3aliH HabopoB TabopaTopHEIX HeCIeJOBAHMIT
IpH KOHKPETHBIX HO30JOTHAX, a Takke OOecHedeHHs BHEApPeHHsA JanpHeimux
TIPHUHIAIIOB JOKa3aTeThHON MeIIIIHEL B 34paBOOXpaHeHHe, COOOIIaeM.

B coorBercTBHE ¢ wacTeio 3 crareH 37 DexepanbHOro 3akoHa or 21.11.2011
Ne 323-@3 «O0 ocHOBax OXpaHbl 370poBhs TpaxnaaH B Poccuiickoit egeparmm»
(namee - ‘f:i)e‘,aﬁapaﬁhﬂﬁii 3akoH Ne 323-D3) KIHHMYECKHE PEKOMEHIALUH
pa3pabaTeIBaoTCd  MEAMLMHCKHMH  IpOQEeCCHOHANBHEIMH  HEKOMMEPUECKHMH
OpraHm3alMsIMH [0 OTIHCNBHBIM 3a00J€BaHUSAM HIH COCTOSHHAM  (TpyImaM
3a00nmeBaHNi HIH COCTOSHHUIT) C YKa3aHHEM MEIHIIHHCKUX YCIYT, IPeAYCMOTPEHHBIX
HOMEHKIJIATYPOi MEeIHITHHCKHUX YCIVT.

IIpuxazom Munznpasa Poccuu ot 28.02.2019 Ne 103 yTBepKIeHB HOPIAOK
U CpOKH pa3paldoTKU KIMHUYESCKUX PEKOMEHJIAlHH, HX IepecMoTpa, THIOBas (opma
KINHHYECKUX PEKOMEHJAnui H TpeOOoBaHHA K HX CTPYKType, COCTaBY H HaydHOU
00OCHOBAaHHOCTH BKIIOWaeMOH B KIHHWYSCKHE PEKOMEHAannu HHQOpMAanuH
(nanee — Tpebopanms).

B coorBerctBun ¢ TpebGoBammaMu Bce peKOMEHIANUH [0 MPUMEHEHHIO
MEHIMHCKUX BMEMATENbCTB (METOAOB NPOoQWIAKTHKH, JAHATHOCTHKH, JICUECHHS,
MEUITHHCKON peadHiauTaIii), BKIOUas NaLIHaTHBHYIO MEJHIHHCKYIO IIOMOIIb,
H3TaraTces B popMaTe KPATKUX Te3HC-PEKOMEHTATTHH.
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PETHOHAIBHBIX T'ipﬁ(i)(’ﬂ% Ha AUCHAHCCPH3ALIHIO %{OYJ},&’I{)I}HGQ Bﬁ,l{ﬁHHe IanHCHTOB

B KIHHHYECKHE PEKOMEH[IAIHH BKIIOYAIOTCA PEKOMEHIALUH IO IPHMCHCHHIO
MEINITHHECKEX BMEIIATENECTB, B TOM 4HCIE MO3BOIAIONINE OUESHHTE >PQEKTHBHOCTE
1 0€30IIaCHOCTE IPOBOAHMOTO JICYCHUA.

Te3ucH-peKOMEHIAINE B KIMHHYECKHX PCKOMCHAANMAX CONPOBOXAAIOTCA
CCRLITKAMM Ha HCTOYHHK JUTEpaTyphl H YKa3aHHEM YPOBHA JOCTOBCPHOCTH
gokazaTenscTB  (mamee — YJUJI) m yposHA yOENUTENBHOCTH PEKOMEHIAIHH
(nanee — VYP) HaHHOTO Te3HCa-DEKOMEHIANAH B COOTBCTCTBHH C CAMHBIMI IITKaTaMI
onerxu YIIJ] B VVYP, yreepAeHHEIME OpHKazoM Munszipasa Poccun o1 28.02.2019
Ne 103=5. |

Takxke CIeIyeT OTMETHTh, TE3ACHI-PEKOMEHIAIME HOCAT Kak MOIOXKHTCIbHBIH
xapakTep (PEeKOMEHIOBAaTh BMEHIATEILCTBO), TAaK H OIPHIATENBHBIH XapakTep
{(He PeKOMEHIOBATh BMENIATENbCTBO).

Kpome Toro, B Hacrofmiee BpeMiA MumsapasoM PoccuH i IpeUIOKEHHH
[0 CONEPKAHHIO KIMHHYECKNX peKOMeHJammii paspaboTaH e[HHBI TOpTAT
OOMIECTREHHOTO obcyxneHns KIMHHYECKHX peKOMeHAankH
https://portalcr.minzdrav.gov.ru/.

ITo Bompocam GOpPMHpPOBaHUS PETHOHANBHON IIPOTPAMMBI Ui  JICUCHHS
MAIIEHTOB ¢ OXKHPEHHEM, B PaMKaxX KOTOpoH OyAyT OKa3hIBaThCA KOMIUICKCHBIC
npodIIAKTHISCKIE U CKPHHHHTOBBIC MEPOIIPUATHA, TPOBOAHTHC AHCTIaHCEpU3ALHUS 1
JeUeHUE, B TOM YHCIIE, C M&gi&amaﬁzmﬁsﬁ TIOJIEPAKKOH, 8 TAKIKS BRIICTICHIA TPYIITIH!
C OXHPEHHEM, OTMEUAEM.

OpHUM H3 OPHHIAIIOB OXpaHH 3710poBeA B Poccmiickoil Penepaliil ABIACTCA
IpHOpUTET TPOhHIAKTHKE B chepe 3/paBOOXpaHeHH.

OyHIAMEHT COBPEMEHHOH MOZAeTH NPO(HIAKTHKY, KOTOPHIH TIO3BOIACT
CBOCBPEMEHHO BEIABHTL COCTOSHILA, 3abonepanna H (aKTOpHI PHCKa HX pa3BHTHA,
SBTAIONTHECS OCHOBHBIMH NIPHYNMHAME HHBAINJHOCTH M cMepTHOCTH (Oonesnnm
cHCTEMBl KPOBOOGPAIIEHHS, 37I0KaUCCTBEHHEIE HOBOOOPA3OBAHHS, CaXapHBIH nmabet
u GONe3HH OpPTaHOB AMIXAHWA) — 3T0 MPOQIIAKTHISCKHA MEJHIMHCKHH OCMOTP
151 zzifi{:naﬁcgpngamm.

Bompocsl  TpoBeXeHHS — OpoQHIAKTHYESCKOTO  MEIHUIHHCKOTO  OCMOTpa
U JUCHAHCEDPH3AINM B HACTOSINSE BpeMs yperyaHpoBaHsl lIopsakoM HpOBENEHHI
npodIWIAKTHYSCKOTO MEIHIMHCKOTO OCMOTpa M AHCIAHCEPH3AIHI ONpPEeCICHHBIX
TPYII B3pOCIOTO HAceleHH#, YTBEPXKACHHBIM [pHKasoM MumHzpasa Poccun
o1 27.04.2021 Ne 404u (ganee — Hopanox).

Cornacrao Iopanxy, mpouIaKTHISCKHil MEIUIHHCKHI OCMOTP HPOBOAMTCA
€KeTOIHO B KaUeCTBE CAMOCTOATEIBHOTO MEPOIPHATHA, B paMKaxX JNCIaHCCPU3AlIH,
B paMKax JucraHcepHOro HabmromeHus (MpH IPOBEJSHUH IECPBOTO B TeKYIIEM IOy
JUCTIAHCEPHOTO TIpHeMa (0cMOTpa, KOHCYIBTAIlN); ANCHAHCEPH3allud MPOBOIHTCA
1 pas B Tpu roJa B Bo3pacTe oT 18 10 39 71eT BKIIOUHTEIRHO, CKEIOHO B BO3PACTC



40 ner W cTapmie, a Takke B OTHOIICHUH OTJASIBHBIX KAaTeTOpHIl TpaskiaaHd,
IIOMMEHOBAHHEIX B NOANMYHKTE 2 nnyHkTa 5 Hopsaxa.

Jucnancepuzaliua ONpENENeHHBIX TPYOI B3POCIOTO HACEIICHHS IPOBOAUTCH
B 2 3rarma. |

IlepBsiil 5Tan QUCHAHCEPH3AHHN B COOTBETCTBHH C BO3PACTHBIMH KATCTOPHAMHU
BKJTIOUAET ONPOC (AHKETHPOBAHHE) TPAKIAH, pacyeT Ha OCHOBAaHHWH aHTPOIIOMETPHH
HHIEKCAa MacChl Tella, H3MEPCHHE apTepHALHOIO [aBICHHS, HCCIEHAOBAHHE YPOBHSI
o0mero XonecTepHHa U [NIIOKO3bI B KPOBH HATOINAK, OIpPe/clIeHHEe OTHOCHTEIBFHOTO
win  abGCOMOTHOTO  CepAeYHO-COCYIUCTOTO  PHCKa, dmooporpadmio  JIErKux
HIH PEHTT€HOTpa(HIO JETKHX, IEKTPOKapAHOrpadHIo, H3MEPeHHE BHYTPUIIAZHOIO
JaBICHUA, OCMOTp (enbIepoM (aKyniepkoil) fn BpadyoM aKyHmIepoM-THHEKOIOTOM,
ITUTOTOTHYSCKOS MCCIENOBaHAEe Ma3Ka ¢ IIeHKH MaTKH, MamMmorpaduio obemnx
MOJIOYHBIX JKeJIe3, OIpeJelcHHEe HpocTaT-coenudHYecKkoro aHTHTeHAa B KpOBH,
oOmmif  aHanH3  KPOBH,  HCCICOBaHHE  Kala  HAa  CKPBITYIO  KPOBb,
330(aroracTpoyoIcHOCKONNIO, HCCISAOBAaHNE Ha aHTHTena K remaruty C, mpuem
(ocMOTp) WO pe3ynbTaTaM IIEPBOTO 3Tala AHCHAHCEPH3AIMU, B TOM YHCIE OCMOTD
Ha BRIABACHHE BH3YAJIBHBIX M HHBIX JIOKaTH3AIlHI OHKOIOTHYESCKHX 3a0oieBaHuil,
GensamepoM QeNBANIEPCKOrO 3APABMYHKTA WIH (EeTbAMIEePCKO-aKyIIEPCKOro MYHKTA,
BPAUIOM-TEPATICBTOM IUTH BPadoM [0 MEAMIHHCKOI IpOQUIAKTHKE OTACTHCHHSI
(xabnHeTa) MeUIMHCKOH NPOQIIaKTHKY HITH IICHTP4A 3A0PQBBA.

TIo pesyabTaTaM MEpPBOTO STAId m&cnagcepimaﬂnm n'pﬂ HATHYUH MEIIIITHHCKIX
TOKa3aHHi, ¢ IeJbl® AONOTHUTENBHOTO OOCIeoBaHHS H YTOYHCHHSN JHArHO34
3a00JIeBaHHA B paMKaX BTOPOro 3Talld IPOBOASTCS JAOMOIHHTENBHBIE KOHCYIBTAIINI
BpaucH-CHEIHANICTOR (Bpada-HEBPOIIOTa, BPada-ypoJIora, Bpadya KOJOIPOKTONOTA
(BKIIIOYAd IPOBEEHUE PEKTOPOMAHOCKOMHH ) WIH IIPH HX OTCYTCTBHH Bpadya-XHPYPra,
Bpava-aKymepa-ruaeKoIora, E'i}a‘ia%ﬁ‘{};}}ﬁiGﬁ&}?I’IEFQHGFa5 Bpada-oTaIsMonora,
Bpaga-epMaToBeHeponora), 1abopaTopHEie W HHCTPYMEHTAIBHEIE HCCIEMOBAHMA,
B TOM YHCII€ KOJOHOCKONHNA U 330(aroracTpoAyoI¢HOCKOITHA.

- C 2024 roza ¢ UeNb0 pealmsaluH I[paB TpPakJaH, TIapaHTHPOBaHHBIX
Koncrurymmeii Poccuiickoit Pexpepanun, a Takke B IHeMIX HCHOMHEHHS YKaza
Ilpesunenta Poccuiickuiit Pepepanmu ot 22.11.2023 Ne 875 «O npomeneHHH
B Poccufickoii @enepamuu 'oxa cempm», IlporpamMmoll ToCcy/IapCTBEHHEBIX TapaHTHil
0eCIIaTHOTO OKa3aHud TPaKIaHaM MeTHIIHECKOH oMoty Ha 2024 roj u Ha IJIaHOBEIH
nepuon 2025 m 2026 rozos, YTBEpXICHHON NoCTaHOBIeHHEeM lIpaBuTenancTsa
Poccuiickoli @epepanuu ot 28.12.2023 Ne 2353, mpenocraBieHa BO3MOXKHOCTE
B3POCTIOMY HACEICHHIO PEIPOAYKTHBHOTO BO3PACTA OJHOBPEMEHHO C IPOXOKICHIEM
IpoQHIAKTHIECKOTO  OCMOTpa HIH  JAHUCHAHCEPH3AIHH IPOBEJCHHE  OICHKH
PEIPOAYKTHBHOTO 37I0POBBA  3a CUET CPeAcTB  00SA3aTeNpHOTO MEIHIIHHCKOTO
CTPaxOBAHMUA. .
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B Poccaiickoit ®emepanun co3AaHa BCg HEOOXOANMas HOPMATHBHO-TIPABOBAA

Gaza, obecrieuHBarOIas BO3MOKHOCTE TPOXOKICHH pPabOTAIONIMMH TPaKIaHAMI
IpodIIAKTHYESCKIX MEPOIIPHATHH,
, TpymossiM Kogekcom Poccmiickod  Penepanun obecIieueHBl TapaHTHH
paboOTHHKAM I[IPH  HPOXOKJICHHH  JHCHAHCEPH3AMHH  H PO} IIaKTHIECKOTO
MeIHIIHCKOTO OCMOTpa Ha OCBOOOXKIEHHE 0T pabOoTEl C COXPAHEHHEM 33 HAMH MECTa
pabOoTH (HOIKHOCTH) H CPEIHETO 3apaboTKa. v

B zaspcuMOCTH OT BO3pacTa TIpakJaHe HMET NpaBO Ha 0CBOGOKICHTIE
OT paboTHl I TPOXOKICHHA IPOPUIAKTHISCKIX MeponpuATHH oT 1 AHA B 3 roxa
no 2 guei 1 pa3 B rof. A

C 1menbi0 TOBBIIEHHS JOCTYIHOCTH HPOQHIAKTHICCKHUX MEpOTIpUATHI,
B TOM umcie Ml paGoTalomEX TpakiaH, B cyOwektax PoccmicKon Denepanuu
nposefieEne NPOQHIAKTHYECKHX — MEAHIMHCKHX — OCMOTPOB,  AHCHAHCCPH3AIl
OPTaHM30BAHO B TOM HMCJIC B BEUCPHHE Jachl H cy600TY, rpaskaaHaM IIpeaoCTaBIACTCH
BO3MOKHOCTD JUCTAHIMOHHON 3amicH Ha NOPHEMBl H HCCACAOBAHHS, HIPOBOMHMEIC
B paMKax JaHHBIX MepompusTuil. Kpome TOTro, MpOBOAHTE pohIIaKTHIECKHA
MEIUITITHCKOTO OCMOTpa ¥ TIePBHIl 3Tall AUCTAHCSPH3ANHH PEKOMCHIYCTCA B TCICHIIC
1 pabouero A,

C 1edpl0 HOPMATHBHOTO  IIPABOBOTO  YPEIYOHMPOBAHMA  IMPOBEICHIA
E}JGQ)H’I&RTHIIQLWHX Mepcmpmmﬁ BHE uegmﬂzﬁcmﬂ _oprasumszaiun MuH3IpaBoM
PoccHil BHECSHB H3MEHEHHS B Eapg,z{m\ B 9acTH BO3MOXHOCTH IIPOBCICHIA
TpodIIAKTHICCKHX " MEPOIPUATHHE B OTASIBHBIX CiIydadx B HHOH MeIUIHHCKOH
OpraHm3alill, OCYIIECTBILSIIONECH JeATCIBPHOCTE B chepe OMC, B TOM wHHCIE
B Bme*z,uﬁon {bop\w o MeCTy paGoTsl A yuelsl NPH YCIOBHA HHQOPMAIMOHHOTO
obMeHa IO pe3yApTaTaM  NPOQUIAKTHICCKOTO  MEIUIMHCKOTO  OCMOTpa
M IHCTIaHCEPH3AMMH.

C 1enplo TpHBIEYeHHA TPYAOCHOCOOHBIX TpaXk[JaH K [POXOKICHUIO
TpoHIAKTIIECKHX MEIHIHHCKAX OCMOTPOB H JHCHAHCEPH3ALNH, IIPH IOIACPRKS
pabotomareneit ®IBY «HMUIL TIM» Mumzapasa PoccHH  pa3pabaThiBarOTCH
MOJICTHHBIE ~ KOPIODATHBHEIE  IPOTPAMMbI,  MakCHMAlIbHO  OPHCHTHPOBAHHBIC
Ha MOTPeOHOCTH KOHKPETHOTO IPEAIPHATHI.

Kpome Toro, B coorBeTcTBhm ¢ ODeAepanbHBEIM 33KOHOM OT 12.07.2024
No 176-@3 «O BHeceHNH M3MEHEHNUII B 9acTH MEPBYIO U BTopyr HanoroBoro Kojaexca
Poccuiickoil @eepanuy, OTAEIBHBIC 3aKOHOATSILHEIC aKTH Poccuiickoii ®eaepaiyn
U TPU3HAHHH YTPATHUBHINMH CHITY OTACIBHBIX TIOJIOEHHI 3aKOHOJATENbHEIX aKTOB
Poccuiickoit egepammm» ¢ 01.01.2025 npexycMoTpeH HAJTOTOBBIH BBIUET B pasMepe
18 000 py6relt 3a HATOTOBBIH HEPHOA /LA JIHI, BRIIOTHABIINX HOPMATHBEI HCTIBITAHUN
{tectoB) Beepoccuiickoro @ilﬁﬁ%’ﬁ%T}f’@ﬁ@-CB’Q}BTHBHOFQ KoMrutekca «['0TOB K TPYAY
u 0bopome», COOTBETCTBYIOIIE HX BO3pAcTHON TPYIIE, H HATPAKICHHBIX 3HAKOM
OTIHYHA, a TAKKE JUIA JIMI, MOATBCPAHBINIIX &:}ﬁytiegﬁmi 3HAK OTIHYHSA. YKa3aHHBIH



LA

BEIUET IPEIOCTABIACTCA 33 HAIOTOBEIH IIEPHO/, B KOTOPOM IIPON30NLIO HATPAKICHUE
COOTBETICTBYIOIMM 3HAKOM OTIHYMA WIH €ro [OJATBEepXKICHHE, TPH VCIOBHH
IPOXOXK/ICHUS  HATOTOMIATSTBIHKOM  [HCHAHCEPH3ALNH B COOTBETCTBYIONIEM
KaJICHAAPHOM TOIY. |

C  yuerom  mopyueHHiH, o03BydueHHBIX B llocmammm  Ilpesuzenta
Poccuiickoit Denepannn  PexepansHoMy Cobpasmio Poccuiickoit  ®enmepanmn,
B paMKaxX IPoBOAHMOIH paboTsl 0 GOPMHPOBAHHIO HOBOTO HAIHOHAIBHOTO MPOEKTa
«IIpogomxuTenpHas H aKTHUBHAA AU3Hb» Ha nepuof 2025-2030 rogos Mun3zapasoM
Poccun pazpabotan ¢enepanpHbI TPoeKT «3H0POBEES I KaKA0TON.

DenepanpHEII IPOEKT HAIpaBIeH Ha POPMHPORAHHE IPHBEPKESHHOCTH TPaKIAH
K BEIESHHIO 370pPOBOTO 00pasa KU3HH H TpSAVIPEXKICHHE Pa3BUTHI 3a00JeBaHiii,
BKIIIOUAET Pa3paboTKy U peann3aiHio HOBBIX CTPATErHISCKUX H TAKTHIECKHX IOAXOH0B
B paboTe cucTeMsl IpohHIaKTHKH.,

C 1epi0 MOBHIIICHN ] MOTHBAITHH TPAKAAH K BeACHHIO 3/J0POBOTO 00pa3a XKU3HH
B paMKaxX pealH3aluH IpoekTa (eaepalsHOrO MPOEKTA 3aIUTAHHPOBAHO IIPOBEICHIE
MIHpOKOMacIITaObHOH HH(POPMAnHOHHO-KOMMYHHKAIIHOHHON KaMIIaHHH, B TOM YHCIE
II0 BOIIpOCAaM IPaBHIBHOTO U HOMHONCHHOTO ITHTAHHA. ’

KpoMe TOro, ¢ MeNpi0 yCTpaHeHms AeuUIMTa MaKpo- M MUKPOHYTPHEHTOB
¢ YUETOM PErHOHANBHBIX 0COBEHHOCTEH 3aIIAHHPOBAHO IPOBEICHHE yrayOiIeHHoTo
H3YUEHUs U KOPPEKIHA PallHOHOR INTAHUS HACEICHHS BO BeeX cyOrekTax Poccniickoi
Demepanun, a TAKXKe MOMNOTHEHUE MOOHILHOTO nﬁpﬁHG}Ké‘-HHE «37I0pOBOE TIHTAHUE»
IBETOBOH MapKupoBKOH HpoAykToB 1o Tumy «CBerodop» (OTBETCTBEHHBIH
PocniotpebHaazop). _

Taxoxe Oyzmer mpoBeneHa MojepHHzanusg [[eHTPOB 370pOBBES IS BIPOCIEHIX,
BKITIOYAKOINAA UX OCHaIleHHe/ foocHamenne. /g npuOmMIKeHUS IpodIUIakKTHISCKOH
IIOMOIIH K HACEICHHIO, MPOKUBAIONIEMY B YIAICHHBIX palfoHax, OVIyT cO3ZaHEI
IlenTpsr 300pOBRS [UIg B3pOCHBIX Ha Oase oTjAerdeHNH (KaOHHETOB) MENUITHHCKOM
TIPOQITAKTHKH.

B Ilentpax 3710poBbs UL B3POCIBIX H OTACICHUAX (KabHHeTaX) MEIHITHHCKON
IPOQIIAKTHKE OYAYT BHEAPESHE! HOBBIE ITO/IX0/I5] B paboTe ¢ manueHTaMu ¢ (pakTopaMu
PHCKA, BKIIFOUAS yIayoneaHoe - IpodHIaKTHYECKOS KOHCYJIBTHPOBaHHUE
H JUCMIaHCepHOe HaONIoZeHWe, B TOM UHCIE C HCIONB30BAHHEM BEHIE3THBIX (OpM
paboTH ¥ MHPPOBHIX TEXHOJIOTHIL.

Takum obpasoMm, peanuzamus MeponpHATHII QefeparbHOrO mHpoekTa OyaeT
ciioco0CTBOBATE  TOBBINICHNWIO KYJIBTYPH IUMIICBOTO TIOBEACHHS  HACEJICHUA,
H3MEHEHHIO XapaKTepa IHTAHHS, CIOKIBIINXCH IHIIEBEIX IMPHUBEIUEK, UTO TIO3BOINT
CHH3HTE KOIUYECTBO TPak/iad ¢ AuaruosoM «OxKupeHHe». _

Kpome Toro, B Hactogmee BpeMs MUHHCTEPCTBOM 3/IpaBOOXpaHEHHA
Poccuiickoif Mefiepallii COBMECTHO ¢ 3aHHTEPECORAHHEIME (elepaTbHEIMH OpTaHaMH
UCTIOMHUTENBHOMN BAACTH H HpodieCCHOHATBHELIM COOOIIECTBOM IIPOBOIUTCA aKTHBHAMA
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paboTa Mo peamizaliin KomMmIuiekca Mep 1o Goppbe ¢ OKHPCHUEM ¥ neteit go 18 7e€T,
YTBEPIKACHHOTO JamecTuTeneM IlpeacenaTcii TIpaBUTEIBCTBA P® - T.B. Tomukosoi
or 01.12.2023 Ne 1 8824-I112-TI'B. ©opMIPOBAHIC CTepeOTHIOB 3[0POBOTO TIATaHHA,
npoQUIaKTHKA 136pITOUHON MaccH Telia OKHpeHHUs ¢ FOHBIX JICT spisgeTcs Hapbomee
st dexTHBHONR crparerue GopBOBI ¢ AaHHBIM 3a00CBAHIEM. :

B uacT; BOIPOCOB MOBBINICHITA OCTYIHOCTH KapzlﬂﬂHﬂd}pﬁﬂp@l‘@ﬁ’fﬁgﬁ@f{
Tepanud HpemapaTaMi GHIJIT-2 xmacca MAICHTOB € CepedHO-COCY UCTHIMA
2aGoIeBaHHAMH M CaxapHBIM amabeToM 2 THIA B pamkax (eaepanpHoro npaes*:raf
«boppoa ¢ cepaedHO-COCY IHCTRIME 3aG0oTeBaHIAMID (aNIee — enepanbHBIL TpPOEKT)
oTMEUacM.

B macrosimiee BpeMi B pamkax (enepalbHOTO IPOEKTa PeATH3yITCH
MepOnpuATHA  HO IpOQUIAKTHKE PasBHTHA cepIeuHO-COCY/TUCTRIX 3aboneBaHuA
1 CepJeTHO-COCYIMCTRIX OCTIOMKHEHNH Yy HAmHeHTOB BLICOKOTO PpHCKa, B paMKax
KOTOPBIX OpTaHH30BaHO JAeKapCTBCHHOR obecricueHne JHI, MEPEHECIIHX ocTpoe
gapylieHne MO3T0BOTO KpOBOOOPATICHHA, wHpapKT MHOKap/a H JpyTHE OCTPHIC
CepJICUHO-COCYTHCTRIC 326071 BAHTA, JIEKapCTBEHHEBIMI npenapaTaMiu B aMOyIaTOPHBIX
YCIIOBHAX IO TIEPETHIO, YTBEPKACHHOMY mpukazoM MEH3PaBa Pocemm ot 06.02.2024
Ne 371 (panee — pHKa3 Ne 37H).

B menax oOprapmzaiif eKAPCTBCHHOTO oBecriedeHns I, NEPEHSCIIHX
cepAeYHO-COCYHCTRIC cobpiTHs, B paMKax denepabHOTO poeKTa TPEXYCMOTPEHA
eoRerOHAs CYOCTI B pmmepe 11.5 Mapa pyouett.

TIporpamma AEKapCTBCHHOTO obecrieuenusa  (pefiepaIbHOTO IIpOeKTa
HEOHOKPATHO paclupsanach B paMKax IpeAyCMOTPEHHOTO (pUHAHCHPOBAHILA.

B 2021 roxy mist GOpMHPOBAHIA Y AIMIEHTOB IPHBEPKEHHOCTH K TOCTOAHHOMY
MeIHKAMEeHTO3HOMY JICHCHITIO pacHIupeH NepHoi JACKAPCTBCHHOTO obecrieucHNs AL
¢ OCTPBIMH CcepIeYHO-COCY AUCTRIMI 23G0IeBAHIAME ¢ OJIHOTO TO/13 110 ABYX JET.

B 2022 roxy paHce }f{gep}gzefmziﬁ nepeueHDb JICKApCTBCHHBIX npenapaTos
ams obecriedeHI TAIHCHTIOB ¢ CepaetHO-COCYIHCTHIMI 3a60EBAHIME PaCIIpeH
wa 8  MEKIyHApOIHBIX HEeTIaTeHTOBAHHBIX HapMeHOBaHAN  JULT obecrieueHNA
TOCTYITHOCTH CTCIHATIH3HPOBAHHOH MeTIKAMEHTOZHOH Tepatii cpenn TAMHEHTOB
BEICOKOTO PHCKA, HEPEHECHINX ocTpoe CcepieTHO-COCYIUCTDRIC cobBITHE B COUCTAHHH
¢ XPOHIIECKOH cepieTHOH HeI0CTaTOYHOCTRIO

JIOTOMHUTEIBHO € 7024 rofa NpeAyCcMOTPeHO JEeKapCTBCHHOS obecriedeHue IHIL,
HAXOIANUXCA IOA AUCHAHCEPHBIM aabmIofeHneM, CTPAJAoMHX HNTeMHAIECKOH
GomesHpIO Cepjia B COHMETAHHIL. €  pubpumiAnnei mpefcepauil H XPOHIMECKOT
cepaedHOil HeOCTaTOYHOCTRIO € OTBEPKACHHBIM sxoxapuorpadueil B TEUCHIC
Tpe/IecTBYIOHX 12 MecsicB 3HAUCHHCM paxima BHIOPOCA JIEBOTC JKEIIyA0TK:
meree 40 %. , -

BuecTe ¢ TeM MHHICTEPCTBOM 3ApABOOXPAHCHIA Poccuiickoii PDenepaliil

cOBMECTHO € TTIABHBIME BHENTTATHRIMIL Qﬁ%ﬁi&&'ﬁﬁﬁi‘?&iﬁ Mun3zgpasa Poccu



pacCMaTpHBalOTCA PasIHIHBIC BapHAHTHl PACIIHPEHHS TPOIPAMME! JIeKapCTBEHHOTO
obecrieueHNs (eeparbHOTO IPOEKTA.

Tak, ¢ yueToM NO3MIHH TIaBHOTO BHCIITATHOTO CIHEIHAIHCTA KapIHOIOTa
(Cesepo-3amagnoro, IIpHBOIDKCKOTO, Cesepo-Kasxasckoro, OxHoro ¢eneparsanix
OKPYTOB, 3amopoxckofi obmactn, XepcoHCKoM obmactu) Munsapaa Poccun
E.B. Illmixto, B HacTosmee BpeMs HedecOOOPA3HEIM IPSACTABIIETCS TMO3TAIIHOS
PACIIMPEHIE IIPOTPAMMEI B YaCTH OOCCIEYCHIA IEKAPCTBeHHBIMI TIPeapaTaMu I,

CTpafalolinX apTepHaTbHON THIEPTEH3HEH B COYCTAHHH ¢ XPOHHUECKOH GOJIE3HBIO
| HOueK, apTepHANbHOH IHIIepTeH3HeH B COYSTAHHH € XPOHHYECKOMH cepredHoit
HE/IOCTATOMHOCTRIO € YMEPCHHO CHIDKCHHOH M coxpaHeHHOH (pakmmeit BEIGpoca
> 41 % u apTepHAIBHOI TUIIEPTEH3HEH B coUeTannn ¢ QHOpHITINMEN Ipencepauil
HIIH TPENETaHHEM Ipeicep it (MepHareIbHoil apuTmueil).

ITo Bompocy coxpanenus moxxona 2024 roZla K OmaTe ClIeNHalIH3npOBaHHON
MEUITHHECKOH TOMONIH 0 TpopuTo «OQTATEMOIOTHI» B T4CTH HHTPABUTPEATRHOTO
BBC/ICHILT ICKAPCTBEHHBIX TIPSIIapaToB 6€3 NMPUMEHEHHS HHOTO KIacCHBHKAIHORHOTO
xpurepus (MHH) B 2025 roxy ormeuaem.

MuuucrepcTBoM  3mpaBooxpamenns Poccuiickoif Defiepaniiid  COBMECTHO
¢ DemepanbHBIM (GOHAOM 0O6A3aTEIBHOTO MeHIHHCKOTO CTpaxoBaHHA B HeIIX
PAITMOHATLHOTO HCIIOTB30BAHIS CPeIICTB 0053aTeNBHOTO MEIHIIHCKOTO CTPaXOBaHUS
B mpoekre IlporpamMMbl rOCYyHapCTBEHHBIX TapaHTHII OECIUIATHOTO —OKa3aHHS
TpaxZaHaM MCIMIMHCKOH momomm Ha 2025 ron ©® Ha IUIaHOBHIR IEPHON
2026 u 2027 ronoB (nanee — npoexT IIporpammsr) IICPEUYCHD KINHUKO-CTATHCTHYCCKIX
rpymn sabosesanmii (namee — KCT') pacomper ¢ yuetom mHoex KCT , B TOM 9HCIE
COZIEPKAMNX MEMIHUHCKHS YCIyTH HHTPABHIPEAILHOTO RBEICHI OTAENBHBIX
TICKapCTBEHHBIX IPENapaToB NPH OKA3aHNU MeAHIHHCKON TOMOIIH IO npodumo
«O(TATEMOIOTH.

Pacuer tapndoB mmas ommarsl MeammmHCKON MOMOIE HHTPABHTPEATBLHEIM
BBCIICHHCM JICKAPCTBCHHBIX NpenapaToB Ha 2025 1o oCyIecTBIAICa Ha OCHOBAHIIH:

1. ®DakrHveckn CHOXHBIIEHCS CpegHeH UIHTEILHOCTH COOTBETCTBYIOMINX
CIy9acB JICICHHA B CHCTEME 0043aTeIBHOTO MEHITHHCKOTO CTpaxoBaHus B 2024 ToRy:
2,1 — B CTaHOHAPHEIX YCIIOBHAX B [,6 — B YCIOBHSAX JHEBHOTO CTAIlHOHAPA.

2. @axrHuecKol 3aKyIOYHON CTOMMOCTH JI€KAPCTBEHHBIX IIpenapaTos,
UCIONB3YCMBIX IPH HHTPaBHTPEATBHOM BBEJICHHH, a Takke HeOOXOMUMEIX
1abOPATOPHKIX H JTHATHOCTHYECKUX YCITYT.

HMexonms m3 JaHHBIX HapaMeTpPOB npeanoxeno 2 KCI' (1 B crammonapHbIX
YCIIOBHAX, B | YCTOBHSX AHEBHOTO CTAITHOHAPA):

— st21.010 «MeTpaBnTpeansHoe BBEIEHHE OTACILHBIX JIEKapCTBEHHEIX
IpenapaToBy (Ko pHIHEHT 3aTpaTOEMKOCTH — 1,71

— ds21.008 «IIuTpaBuTpeansoe BREICHHE OTACNLHEIX JIEKapCTBECHHEIX
TPENapaTos» (Ko3QUIHEHT 3aTPATOSMKOCTH — 2.93).



CTONMOCTE IIEKapcTBEHHBIX npemapatoB HOpH pacuere KCI paccumrana
KAK CpeIHEB3BENICHHOS 3HAYSHHE ¢ yd9eToM 00BeMa 3aKyIOK YKa3aHHBIX
JEKApCTBEHHBIX TMpenapatoB. IIpH 3ToOM B HeIAX ydera 3aMedaHuil K HPOeKTY
IIporpaMmsl, MOCTYNHBIIHX WO pe3yiIbTaTaM  OOIIECTBEHHOIO  OOCYKACHHS
¥ HEe3aBHCHMON aHTHKOPPYIIIHOHHON SKCIEPTH3E], B TOM TICIIE 3aMEUaHHil TIABHOTO
BHEIITATHOTO cHenuamucTa-odpramsmonora Mumsapaa Poccun B.B. Hepoera,
npu pacueTe ykazagHEIX KCI' B COOTBETCTBHH ¢ HHCTPYKIHSAMH [0 MEIHIIHHCKOMY
IPHMEHEHNIO YKa3aHHBIX JEKapCTBCHHBIX IIPENaparoB YYHTHIBAlIach CTOHMOCTB
LEITOTO Yncia (PIAaKOHOB IEKapCTBEHHBIX IPENapaTos.

Taxum o6pazom, B Hex AanpHeimedl aktyanusanun croumocT KCI ¢ ygetom
dbakTHYeCKH  CIIOKHBHIEHCA — 9acTOTBHl  HMCIOONB30BAHHA  COOTBETCTBYIOIHX
JIEKApCTBEHHBIX MpenapaToB IPOEKTOM IIporpammsl MPEyCMOTPEHBI
JIONOJIHUTENLHEIE KIaCCH(MHKANONHEIE KPUTEPHH, HPpEAIoIaraoniie HCIIoIb30BaHHS
KOHKPETHOTO JeKapCTBEHHOTO MIperapara.

JomonuuTtensHO coobimaeM, 9TO CIydaH OKasaHHMA MEOUIHHCKOH YCIyrd
A16.26.086.001 «HHuTpaBuTpeadpHOE BBEACHHE JICKAPCTBCHHBIX IIPENapaToB»
¢ IpHMEHEHNEM HEBIX JIeKapCTBEHHBIX IIpeniapaTos (HampHMeEp, ¢ npuMenennem MHH
IPOYPOKHHA3a, CTOHMOCTH KOTOPOTO B pacdeTe Ha CiIydail JIEUeHHs COCTaBseT
menee 100 py@nefff)‘ B COOTBETCTBHH ¢ mpoekToM IlporpaMmel moJmexar oOijate
[0 CHeRYIOIHM KCT™:

— B CTAIIMOHAPHBIX YCIOBIIX — IO KCT st21 {}(}1 «Onepannuu Ha QpraHe 3peHHA
{(yporens 1)» ¢ pacuesHOl cTonMocTrio 15 738,86 pybiei;

— B yCHIOBHSX AHEBHOTO crarmonapa — 1o KCI' ds21.001 «bomesan u tpaBMel
raaza» ¢ pacueTHOH CTOMMOCTEIO 6 872,58 pytueil.

Takum oOpazom, mpemiaraeMmsle mmpoekToM IlporpaMMel IOAXOARI K OILTATE
MEANIHUHCKOH IOMOIME ¢ IpHMCHEHHEeM MeIumuHcKoH yemyru A16.26.086.001
«HuTpaBuTpeanbHOe BBEJSHNE IeKapCTIBEHHBIX HPEHaparToB», a TaKKe CTOHMMOCTH
cootpercTRyromHX KCI SBIAIOTCS 3KOHOMHYECKH 0O0CHOBAaHHBIMH.

ITo Bompocy obecrieueHNI NPESMCTBEHHOCTH JICUCHHA TALHEHTOB, BRIXOAAIINX
13 noneunTenscTsa douaa «Kpyr Jlodpa», 0 pacCMOTpeHHHN BO3MOKHOCTH BKIIHOUCHHA
HO30JIOTH, HMEIOIIIX 3aperHCTPHPOBAHHBIC BHIHl HATOTEHETHUESCKOH TEpaIin
nz nepeuns obecneuenus douma «Kpyr Jobpa», B mporpaMMmy KH3HEYTPOKAIOMIHX
penKuX 3a00IeBaHul OTMEUAEM.

B coorrerctBHH ¢ myHKTOM 45 wactu | cratem 44 QenepanbHOro 3aKoHA
oT 21.12.2021 Ne 414-®3 «O6 ofmux ODpUHIHNAX OpTaHH3alMH IIyOIHIHOH BIIACTH
B cyOnekTax Poccmiickoii @efepalim OpraHA3alHs JIEKAPCTBEHHOTO 00CCIICIeHHs
OpH  OKa3aHMM  MEIHIMHCKOH HOMOIMH B  MCQHIIHCKHX  OpraHH3allusix,
IOIBEIOMCTBEHHBIX HCHOIHUTEIBHEIM OPraHaM ToCYAapcTBeHHON BIacTH cyOBeKTa
Poccuiickoit Demepaniy, OTHOCHTCH K IOJHOMOYHSM OpTaHOB FOCYZAPCTBEHHOMN
pIacTH cyownekTa Poccmiickolt ®enepaii o IpeAMETaM COBMECTHOTO BENEHIIA,



OCYIIECTBIAEMBIM HMH CaMOCTOATENBHO 3a CUET CpeAcTB OromkeTa CyOBeKTa
Poccuiickoit @egepanim.

IIpu >TOM CTOMT OTMETHTH, YTO Ha d{eAcpanbHEIl YPOBEHbL IEPEAAHE
noaHoMounsa cyosekToB Poccmiickoil defepanu 0o TeKapCTBEHHOMY OOECIICUCHHIO
aun, OonpHBIX 7 penxuMH (opdamHpiMH) 3a00NeBaHHAMH, paHee BKIIOUCHHBIMH
B HEpeueHb JKH3HEYIPOKAIOIIHX H XPOHHUYECKHX MPOTPECCHPYIOIMUX PpPEAKHX
(opdannsIx) 3ab0eBaHuH, IPUBOAANHX K COKPAMICHHIO IIPOIOIKUTEIEHOCTH JKH3HH
Tpak/aHWHa HIH HHBAIHHOCTH, YTIBEpKIACHHBIH NocTaHOBIcHUHEeM llpaBurenscrBa
Poccuiickoii @epepanun o1 26.04.2012 Ne 403 (nanee — IlepeueHs):

¢ 2019 rojga — reMoNHTHKO-yPEMHIECKAM CHHIPOMOM, IOHOIIECKHM apTpUTOM
¢ CHCTEMHBIM HayvajIoM, MyKomomucaxapuaoszoM (tunamu I, I, VI);

¢ 2020 roma — ammacTHYeCKOH aHeMHeH HEYTOYHEHHOI, HaclIeCTBEHHBIM
nedunurom dakropos II (Gubpunorena), VII (nabmwmsroro) X (Croapra-IIpayspa).

IIommmo 3TOTO, B COOTBETCTBHH ¢ YKazoM lIpesnaenta Poccutickoit @eneparmu
or 05.01.2021 Ne 16 «cozgam <DoHA [ONASPKKH JeTeH ¢  THOKEIBIMH
KH3HEYTPOXKAIOIHMH H XPOHHYECKHMH 3a00J€BaHUAMH, B TOM YHCIE PEIKUMH
(opdanusivn) 3adonepaHuaMy, «Kpyr 700pa», OCHOBHOMH 3a7adell KOTOPOTO ABJISETCH
peamigaum JIOTIOTHUTENBHOTO MEXaHI3MAa OpTraHu3alny 1 QUHAHCOBOTrO obecreueHns
OKAZaHI MEUIMHCKON [IOMOIIH TAKHM ZeTsiM, obecledeHHe HX JIeKapCTBEHHBIMU
_IrpernapaTaMy U MEIMIMHCKHUME H3ISAMH, B.TOM HHCIE HE 3aperHCTPHPOBAHHBIMH
B Poccuiickoil @epepanny. Takas IOMOIIE OKa3BIBASTCA TAIHEHTAM OO0 HOCTIDKCHIA
HMH Bo3pacTa 19 mer.®

Taxnm o0pasoM B pe3ynbTaTe HA3BAHHBIX MEp 3HAUUTENBHO CHH3MIACH
JunancoBasg Harpyska OmomkeroB cydnekroB Poccmiickoll Denepamunm B paMkax
nonHOMOUHH CcyOBekTOB Poccuiickoit Depepanuu mo OpraHuU3anui odecredeHus
TpaKJaH JIEKapCTBEHHBIMH IIpeNapataMi ¥ CIHCHHAIM3HPOBAHHBIMU MPOXYKTaMH
neueOHOTO IHTAHU [T JedeHns 3aboneBannii, BKITIOUYECHHHIX B [lepeucHs.

Opraumzanus 7 QUHAHCOBOE OOCCHEUCHUE OKA3aHUA MAllHCHTAM ¢ TOKEIBIME
KHU3HSYTPOKAIOIIMH W XPOHHYECKUMH 3a00JIeBaHUsIMH, B TOM YHCIE PeIKUMH
(opbamapvmm) 3aboneBaHMAMH, MEIHIHHCKOH IIOMONIH OCYHISCTBIEIETCA 3a CUET
CpeACTB CyOBeKTOB Poccuiickoll Pepepanmuyt B COOTBETICTBHH ¢ IyHKTOM 10
gacTu | ctaten 16 u gacTeio 9 craten 83 Dexepansyoro 3axoHa Ne 323-D3.

Bmecte ¢ TeM B HaCTOAIMEE BpPeMZ B COOTBETCTBHH C PpEHICHHEM
Koncturyuuonnoro Cyza o npuszHanud ryHkTa 10 gactu 1 ctateu 16 1 gactu 9 ctaten
83 @Depepanpuoro 3zaxkoHa Ne 323-O3 He coOTBeTCTBYONUMH KOHCTHTYIIHH
Poccuitckoit egepanun MuH3apaBoM POCCHH B CBSI3H C nopyueHueM [lpaButenscrra
Poccuiickofi @enmepannu ot 02.10.2024 Ne JI-I112-32912 pazpaboTaH mpoexT
‘JenepanpHoro 3akoHa «O BHeceHUH uiMeHeHHH B craThio 83 DepepalbHOTO 3aK0HA
«O06 ocCHOBaxX OXpaHbl 370POBBA rpa;z{f_{aﬁ B Poccmiickoii @enepanumn»,
TpeIyCMATPUBAIOMIET0 PE3ePBHENT MeXaHH3M OOeCIIeUeHHs JIHII, CTPaaromux
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opdanrpiMu  3ab07TeBAaHHAMY, JSKapCTBEHHBIMH CPEACTBAMH B ClIydac KOTza
COOTBETCTRYIONMAs 0OS3aHHOCTE, BOIOKEHHAA Ha cyopexT Poccuiickoli Penepanu,
e MOKeT OBITH UM Ha[UIeKalle HCHOTHEHa, B TOM UHCIEe B CBA3H C OIOIDKETHBIMHU
OTpaHHICHUAMH.

- Ilo BompocaM HOPMATHBHO-TIPABOBOH 0a3sl, peryaHpyonei per*m’rpamﬁcs
u 060poT op¢aHHBIX JIEKAPCTBCHHEBIX [IPENapaToB B Egparsm‘fmmm IKOHOMHYECKOM
coroze, TpoIeAyphl HpucBoeHus opdamsoro craryca B Poccmiickoii Pefepamun
H B FOCY/IapcTBax-wieHax EBpasuifcKoro SKOHOMIUECKOTO COM03a OTMETaeM.

B cooretcTBuu ¢ CornameHneM O eHHEIX IPHHAIINAX 1 IpaBmiIax oOpamenis
NEKApCTBEHHBIX CPEeACTB B paMKax EBpasmilcKOTO SKOHOMHYECKOTO  COMO3a
oT 23.12.2014 B nensx (yHKIHOHHPOBAHHA OOIIETO PBHIHKA ICKAPCTBEHHBIX CPE/ICTB
B paMKax EBpasuiicKoro 5KOHOMHYECKOTO coiosa (famee — Cornamenne) PenreHmeM
Coseta Erpazuiickoil sxonomudeckoil xomuccun o1 03.11.2016 Ne 78 yTBepXAcHBI
IIpaBmia permcTpaniy H 3KCIEPTH3El IEKapPCTBEHHBIX CPEICTB MII MEIHIMHCKOTO
npuMeHenns (nanee — [IpaBuna).

TocymapcTBa-aIeHE NPOBOAAT KOOPAHHHPOBAHHYIO IIONHTHKY B cdepe
o0paiigHns JIEKapCTBEHHBIX CPEICTB IIOCPEICTBOM: MPHUHATHA €[HHBIX IIPaBHI
1 TpeGoBaHHII peryIHpoBaHus OOpAICHHS JIeKApCTBEHHEIX cﬁpemm, obecrieueHus
e/HHCTBA 0GA3aTEIBHBIX TpeGopannii K Ge30macHOCTH, >(PQEXTHBHOCTH H KAYeCTBY
JTeKAPCTBEHHBIX CPEJCTB Ha TEPPHTORPHAX TOCYIAPCIB-WICHOB H HMX COOTIOACHHA,
_obecTieYeHnT eNUMHBIX TIOJXOHOB K COBIAHNIO CHCTeMBI oOecliedeHHs KauyecTBa
TIEKAPCTBEHHBIX CPECTB.

Crateeit 3 Cornamennsa o6 ob6panieHIH IeKapCcTBEHHEBIX CPEJICTB YCTAHOBICHO,
9TO peryimpoBaHme oOpanieHms JISKapCTBEHHBIX cpeacts B pamkax Comosa
OCYIIECTBISETCS B COOTBeTCTBHH ¢ CornamicHueM, APYTHMH MEKAYHApOIHBIMH
JOTOBOPAMIL, BXOMAINAME B mpaso Coro3a, pemeHnamMy EBpasuilcKoll KOHOMHIECKOI
KOMHCCHH H 3aKOHOATENBCTBOM TOCYAAPCTR-WICHOB.

B cootBerctBun ¢ IIpapmmamu ¢ 01.01.2021 B Poccuiickoii ®enepanuu
IPONEAypa PerHCTPAIINH H 3KCIEPTH3HL IEKapCTBEHHEIX CPE/CTB, NpeHa3HAa9eHHBIX
A7 oOpamieHns Ha OOIeM PHIHKE JICKapCTBCHHBIX CPEJICTB B paMKax Eppasuiickoro
SKOHOMHYECKOTO COK034d, OCYIISCTBISTCS B COOTBETCTBHN ¢ HOPMATHBHO-TIPABOBHIMHE
- Coroza.

PerucTpanus TeKapCTBEHHBIX IPENapaToB HA TEPPUTOPHUH TOCYAAPCTB-IICHOB
EBpasmiickoro >KOHOMHYECKOTO COMO3a BO3MOXKHA Ha OCHOBAHWH 3KCIEPTH3EI
noKazaTenbHol 6assl 3(pQeKTHBHOCTH, $e30MacHOCTH H Ka4ecTBa, MPEACTaBICHHOM
paspabOTYNKOM B COCTaBE JOKYMEHTAlHHM PETUCTPAHOHHOTO [0Che, a TaKkxe
HA OCHOBAHHH 5KCIEPTHOH OIEHKH COOTHOIMICHHS MOJB3Hl K BO3MOKHOMY PHCKY
TIpH MEIHITHHCKOM IPHMEHEHHH KOHKPETHOTO IRKapCTBCHHOTO TIpenapara.

B cootBercTRMH € IIVHKTOM 120.11 TIpaBmr B OTHOEHHH OpPQAHHEIX
7eKAPCTBEHHBIX IIPENapaToB NPIMEHHMA PETHCTPAIHd ¢ YCKOPEHHOM 3KCHepTH3OH.
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Cpox TpOBENCHHS PErUCTPallill H YCKOPEHHOH OKCHEPTH3H JIEKapCTBEHHOTO
upemapata B peepeHTHOM TOCYAapCTBE He JomKeH mpepeimath 100 pabounx puei
(Bmecto 140 paboumx pgHell) ¢ AaTel [OOAauYM 3afABICHHA Ha PETHCTPAIHIO
JCKAPCTBCHHOTO Mpenapara A0 AHS BRIAaUH PETHCTPAllHOHHOTO YIOCTOBEPCHHA.

Taxke B oTHOmIeHHH OpQAaHHBIX JICKapCTBCHHBIX IIpelaparoB | IPUMEHHMA
VCIIOBHAsA PEruCTpaliiss B CIOydae OOOCHOBaHHA HEOOXOMHMOCTH OOeCHeueH s
HEYAOBISTBOPEHHBIX MEIHIUHCKHX NOTpeOHOCTEN A JIeKapCTBEHHBIX MPENapaTos,
OpeaHasHAYCHHBIX [UIA JICHCHHS, HpoQHIaKTHKH HINM JHATHOCTHKH CEPHE3HBIX
(TKenBIX) Hﬁeaﬁ}mﬁBm}y}m}mX TUTH YTPOKAIOIIHX JKU3HH 3abonepaHnil. Perucrparus
MOXeT OBITh OCVINECTBISHA [0 HNpeACTaBIcHHI Ha MOMEHT IIOJa4yH 3agBJICHHI
O perucTpalnHy IiCQ€pHBI§a}QHi}1X KIMHUYECKHX JaHHBIX OpH YCIOBHH, YTO IIONB3a
or Oomnee pamHeH JOCTYIHOCTH pPaccMaTpHBAEMOr0 IIEKapCTBEHHOIO HpenapaTa
Ha PHIHKE IPEBEIIIaeT PHCK, CBA3aHHBIN C OTCYTCTBHEM HCYEPILIBAIOIIHX AaHHBIX.

Ilpu mpoBedeHHH METONOB KOHTIPOJA KauyecTBa JIEKapCTBEHHOIO Mperapara
B paMKaxX perucTpalud B CIydaix TPYAHOAOCTYIIHOCTH IPeAoCTaBIcHHA o0pasios
opaHHOTO JIEKAPCTBEHHOTO TIpEemapaTa B OKCIEepTHyH oprammsanmo OIBY
«HIIDCMID» Munsapasa Poccnu (fanee — skcnepTHas OpraHH3allHA), Ja00paTOPHBIE
HCMIBITAHAA TPOBOIATCA B 1abOpaTOpHII KOHTPOIS KAUECTBA IPOM3BOIHTENA
JIEKapCTBEHHOTO TIPETIapaTta B IPHCYTCTBHHU IPEACTABHTENECH SKCIIEPTHON OpraHH3alH
WIH B KOHTPAKTHOH naGopaTopui, HCIoap3yeMoll IIPOU3BOANTENEM, B HPHCYTCTBHA
TIPeICTABHTENIEH 3KCIISPTHON OpraHH3aliy.

B ciyyasx © HEBO3MOKHOCTH TIPOBeAcHHA J1abOpaTOpHBIX — HCHBITAHIH
B nabopaTopuaxX KOHTPOIA KadgecTBa IPOH3BOAUTENA JEKapCTBSHHOTO Ipenaparta
HITH KGHTpaKTHmX TabopaTOPIAK, HCIIOIB3YEMBIX IPON3BOAUTEIEM M0 COTIACOBAHUIO
C VIOTHOMOYEHHEIM OpraHoM (dKCIepTHOH opraHusamueil) 5KCIEpTH3a KavecTBa
IPOBOAUTCA HAa OCHOBAHHH JOKYMCHTAIIHH IIPOM3BOAMTENA (IPOTOKONOB aHAIH3a
IPOW3BOAUTCIA) B TOM HHCIE C HCIOOIB30BAHHNEM CPEJCTB  AHCTAHIHOHHOIO
B3aUMOASHCTRIA, BKITIOYAs ayAUO- HIIH BHACOCBA3E.

Taroxe oTMedaeM, U9TO i1 OpQaHHBIX JIEKapCTBEHHBIX HPENapaToB
HE IPUMEHIIOTCS MOTOKeHI MyHKTa 36 IIpasu o upeqoCTaBieHHH UL PeTHCTPaul
OTUETOB O MPOBEACHHBIX KIHHNUSCKHX HCCISIOBAHIIAX.

JHononaurtensHo coobmaem, uto 29.05.2024 u3nan npuxas Munsapasa Poccun
Ne 273 «OG6 yrBepxacHHH (OPMEI 3afABICHHA O NPH3HAHUU JCKAPCTBEHHOTO
mpenapara opQaHHBIM JTeKapCTBCHHEIM IIperrapaTom» (3aperucTpupoBaH MuHIOCTOM
Poccum ot 17.07.2024 Ne 78840). _

01.09.2024 BcTynunu B CHIY nonoxenns ®exepansHoro 3akoHa or 30.01.2024
Ne 1-®3 «O BHecenmm wusmenennii B @epepansubiii 3akoH «O0 obpammenun
| IeKapCTBEHHEIX CpeAcTB» H cTaThi 1 u 4 DegepansHoro 3akoHa «O BHECCHHH
mevencHul B @enepanpueiii 33koH «O0 oOpamieHHH JIEKapCTBEHHEBIX CPEICTBY
n @epepanpueii 3akom «O BHeceHHH H3MeHeHHH B DexepanpHbIl  3aKOH
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«O0 oOpalnieHNUHN JEKapCTBEHHEIX cpelicTB» {Aanee — DenepanpHeIil 3akoH Ne 61-D73),
NIpeyCMaTpPUBAIOMIHE HPOLHEAYPY OHpEJCIcHHA BO3MOXKHOCTH  PacCMaTpHBATH
JIEKapCTBEHHEBII IIpenapaT I MEIUIHHCKOrO NPUMEHEHHUS B KauecTBe Op¢haHHOTO
JeKapcTBeHHOTO Hpenapara. lIponeaypa onpenenenns BO3MOKHOCTH pacCMaTpHBaTh
JIEKapCTBEHHBIH IIpenapar Uil MeJUIHHCKOTrO IIPHMEHEHHS B KauecTBe OpQpaHHOTO
JEKapCTBEHHOTO IIpeapara MOXKeT MPOBOJHNTHECA KaK B OTHOMICHHH JEKApCTBEHHOTO
Ipenapara, 3aperHCTPHPOBAHHOIOC B COOTBETCTBHH ¢ DenepanbHbiM 3akoHoM Ne 61-03
ar00 B COOTBETCTBHHU C aKTaMH, COCTARLIIONMUMHE TIpaBo Co1o3a, TaK H B OTHOIIEHUN
HE3apeTHCTPHPOBAHHOIO JIEKapCTBEHHOTO IIpenapara.

Opdanerilil cTaTyc JIEKapCTBEHHOTO IIpemnapaTa NPHCBAHBACTCS IKCIEPTHOH
opraHusalueil B yCTaHOBICHHOM HOpSJKE B paMKax 3aJaHusa Munzapasa Poccnn.

B wactu BoHmpocOB KOHKpeTH3aIlHH POTH W (PYHKIHH NHepedHs KHU3HCHHO
HEOOXOAUMBIX H BaXKHEHNINX HEKapCTBEHHBIX MPENapaToB I MEIHITHHCKOTO
npuMeHeHus (nanee — nepedens JKHBJIII) B cucteMe 37paBooXpaHeHHsA COOOIIaeM
creayioniee.

Cormacao ctarbe 60 ®PexepansHOTe 3aKkoHa Ne 61-@3 rocymapcTBeHHOE
PEryJIHpOBaHUE IIEH Ha JCKApCTBEHHBIC NpenapaTsl i MEANIHUHCKOTO NMPHMEHSHHS
OCYIISCTBISIETCA B TOM HHCIE TOCPEACTROM VIBepxieHna IIpasnutenbcTBoM
Poccuniickoit @enepannn nepeuns JKHBJIIL, xoTopsiit GopMEpYETCs H He PekKe OIHOTO
pasa B rojl epecMaTpUBacTCs B YCTAaHOBICHHOM M MOPAIKE HA OCHOBE KOMILIEKCHOH
OLHKH JIEKAPCTBEHHBIX Hpeﬁapamg, BKJTIONAs AHAII3 CBEACHHI O CpaBHHTEIBHOH
KINHIYeCKOH 3(Q(QexXTHBHOCTH W 0e30MacHOCTH JEKapCTBEHHOTO CPEACTBA, ONEHKY
SKOHOMHYECKHX IOCIHEACTBHH NPHUMEHEHHS JISKapCTBEHHOTO CPE/ICTRA M H3YUCHUS
JONONHUTENBHBIX HOCHS/ICTBIH IPHMEHEHNA JICKapCTBEHHOTO CPEACTRA.

Kpome Toro, crareeli 80 @enepansHoro zaxona Ne 323-@3 mpenycMoTpeHo,
4TO IIPH OKAa3aHHH B PaMKaxX IPOrpaMMbl IOCYAApCTBEHHBIX rapaHTHil OecIIIaTHOrO
OKasaHHA Ipak[aHaM MEAHITHHCKOH T[OMOIIM HepBHYHOH MEIHNKO-CaHUTapHOH
IIOMOHIM B YCJIOBHAX JHEBHOTO CTallHOHapa W B HEOTHOXHOH  (dopme,
CHEHHANU3HPOBAHHON MEIUITHHCKOHN ITOMOHIN, B TOM WUHCIE BBHICOKOTEXHOIOTHYHOIM,
CKOpOH MEIHNHHCKOH NOMONIH, B TOM YHCIe CKOpoH CHeIHaTH3HpOBAHHOM,
NaUIHATHBHON METHIMHCKOH IIOMONIM B CTAalHMOHAPHBIX VCIOBHAX, YCIOBHIX
JIHEBHOTO CTallHOHapa M IPH IOCEHCHHAX Ha JIOMY OCYIISCTBIfETCH obecreucHIe
TpakgaH JICKapCTBEHHBIMHM  IIpenapaTaMi  [Afid  MEQHIMHCKOTO IPHMCHEHHI,
BKIIIOYEHHBIMH B nepeuens JKHBIIL '

Cornmacro cratee 81 Pexepampnoro 3axoHa Ne 323-@3, B COOTBETICTEBHH
C OporpaMMoH TIOCYJapCTBEHHBIX TrapaHTHH OecmiaTHOTO OKa3aHHA TIpakgaHaM
MEAUIHHCKOH  HOMOIIM  Opragel  TIOCYJApCTBEHHOH  BHAacTH  CcyOBEKTOB
- Poccuiickoii Denepanuu VTBEPKIAIOT TEPPUTOPHATILHEIE IPOTPaMMBI
TOCY/IapCTBEHHBIX TapaHTH OeciiaTHOTO OKa3aHMsd TIPAKIAHAM MeIHIMHCKON
TIOMOIIIH, '
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B paMkax TeppHTOPHATGHON IPOTPaMMBl TOCYJApPCTBEHHBIX —TrapaHTHH
GECIUTATHOTO OKa3aHHA TPaXAaHaM MeIUIHMHCKOH TOMONIH OPraHsl FoCyapCTBEHHON
BrIacTH cyOBeKkToB PoccHiickon @ézgepamﬁi YCTAHABIHBAKOT B TOM UHCJIE IEPEeYeHb
IEKAPCTBEHHBIX MPENapaToB, OTIYCKAEMBIX HACEICHHIO B COOTBETCTBHH ¢ Ilepeunem
IPYII HaceleHus U Kareropmii 3abosneBanui, Ipu aMOyIaTOPHOM JICYEHHH KOTOPHIX
JAEKApCTBEHHBIE CpPeNCTBA H H3LCHHS MEJHIHHCKOTO HA3HAYCHHA OTIIYCKAKTCHd
o perenTaM Bpaueil OeciulaTHo, a Takke B coorsercTBHH ¢ IlepeuneM rpymm
HAceNeHus, IIpu aMOyIaTOPHOM JICUEHHH KOTOPBIX JICKapCTBCHHEIS cpencTBa
OTIYCKAIOTCA 1[I0 pementaM Bpauedl ¢ IATHASCATHIOPOICHTHON — CKHAKOIL,
copMupoBaHHEIT B 06BEMe He MEHee, €M 3TO0 IpeaycMoTpero nepeuneM JKHBJIIL

Taxxke B coorBercTBHH ¢ DesepampueiM 3axkoHoM Ne 178-D3 orxencHbie

KaTeropHi TpaxiaH HMCIOT IIpaB0O Ha IIOIYUCHHC FOCYE&})CTBEHHQI? CDI_{HEIHBH{}I‘:I

IoMOHIE B BHIC Haﬁopa CONMHaNLHBIX YCIYI, BKIIOUAKOHICTO obecrieucHIEe
B COOTBETCTBHH CO CTauAapTaMu Mﬁ,Z{E{HﬁHCI{Oﬁ noMomu HSQ6XOZLHMLIM§I

. JCKapCTBCHHBIMH IpeHnaparaMu i MCJHITHHCKOIO HIPHIMCHCHHA B o0rpeMe He MCHCC,

yeM sT0 mpemycemorpeno nepeunem JKHBJII, mo pementaM Ha JEKapCTBEHHBIE
IpenapaTsl.

Takum  obpasom, pomp H byvuaxunn  nepeunss JKHBJII B cHcTeme
3/IpaBOOXPaHEHHA 3aKOHOJATEIEHO OTPE/ICTeHEL. _ '

B uacTH BONPOCOB CHHXPOHH3AUUH PETHOHANBHOTO U (elepalsHOTo
3AKOHOATeNbCTBa B 00JaCTH  MEXAHH3MOB  PEITIAMEHTAIUI  JICKAapCTBEHHOTO
obecreuenus  coofmaem, uro nocramosienueMm IIpaBurenscTBa Poccuiickon
Denepanun ot 30 uromst 1994 1. Ne 890 «O rocyaapCTBEeHHOH MOANCPKKE Pa3BUTHA
MEUIMHCKON  NPOMBIIUIEHHOCTH M YIYYNICHHH  OO¢CIedeHHs  HACEJCHUS
U VUpekJAeHH{l 37paBOOXpaHEHHA JCKAPCTBEHHBIMH CPEACTBAMH M H3JCIHAMHU
MEIUIIIHCKOTO HasHaueHHs» (danee — moctaHoBieHue Ne 890) ycraHOBICHO MpaBo
OTZAETBHBIX KaTeTOPUH IPaX/iaH IONyIaTh I1eKapCTBEHHBIC IPENapaTEI 33 CIET CPeaCTB
GrokeToB cyOnpexToB Poccuiickoil Penepanui.

DepepansasM 3akonoM Ne 178-D3 yCTaHOBICHO MPaBO OTAEIBHBIX KaTEIOPHI
rpakIaH NOTYIaTh IFTOTHOE JIEKapCTBeHHOE 06eCIederHe 3a cueT CPEJICTB CyOBCHINH
113 QeepanbHOTO 0I0KeTA.

Heo0xoamMo 0TMETHTE, YTO IPH O{HOBPEMEHHOM HAIHYHH IpaBa Ha MOITy4YCHHES
JeKapCTBEHHOTO obecreueHms Kak B pamkax @egepanproro 3akona Ne 178-03,
TaK U B paMKax moctaHoBieHus Ne 890 rpakmame BOpaBe IOIydaTh JEKapCTBCHHOS
obecrieuerne IO JABYM OCHOBaHmsAM. IIpH oTKase OT Habopa COIMANBHBIX YCIYT
3a rpaxjIaHaMu, KMEIGH{PH&K IpaBo Ha JICKApCTBEHHOE ofecreueHre 1O ABYM
OCHOBAHHAM, COXpAaHASTCH MPaBO HA IIOIYICHHE ICKAPCTBCHHBIX IIPENapaToB 3a CUeT
CpelCTE OHOKeToB CyOBeKToB  Poccuiickoi ®@enepaniin B COOTBETCTBHH
¢ moctanoBieHneM Ne 890,
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AHaNOTHYHON TOUKH 3peHHS II0 ZaHHOMY BOIIPOCY IPHASPKHBASTCS Bepxornwrit
Cyn Poccuiickolt Penmepanmn. Hampumep, B Onpenenennn BepxoBHOTO Cyna
Poccuiickolt  @emeparmmu ot 08.08.2012 Ne  1-AIIT12-10 OTMEYaeTCs,
9TO «HOPMATHBHEIM IIPABOBEIM aKTOM CyOBekTa Poccmiickoif Penepanun He MOryT
OBITh JHINEHH IpaBa Ha OGCCICYEHHE AEKAPCTBAMH H H3/CIIAMA MeIHIIHHCKOTO
Ha3HaUeHHA TpaXk[aHe (IPpymsl TPak/IaH) H3 YHCIA 3aKOHOJATENLHO YCTAHOBICHHOTO
Kpyra JHII, B TOM YHCIC HE JOIIYCKAeTCH TaKO€ OTPaHHYEHHE B CBS3H C HaJUUHeM
Y TPaX/IaHHHA TIPaBa Ha MOIYYCHHE HabOpa CONMHANBHBIX YCIYT B KAUECTBE OKAZAHMS
COIHUANBHON MOMOIIH MAJTOUMYIIHM CEMbAM, MATOAMYIIHM OIHHOKO TIPOKHBAIOIIHM
Tpa)kJaHaM H HHBIM KaTerOpHAM TIPaXIaH B COOTBETCTBHH ¢ 3aKOHOJATEIIBCTBOM
Poccuiickoit Qenepannmy.

¢ "
TOAMHHUY DREKTRORHOTD BOKYMEHTE, BORNMCEHHDTO 311,
XPBHUTCH 8 CHCTEME BBKTPOHHOID AOKYHEHTOOBOROTS
MunncrepcTEa BADSBOOKDEHENR
Pocewiicuolt Sepepamm,
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