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PE30JII0OUA
KpyrJoro croaa Ne9
«JlekapcTBeHHbIe npenapatel cBepx nepeuds AKHBJIIL: nepconann3npoBanHas
Meaunuaa no OMC»
XVI Bcepoccuiickuii Konzpecc nayuenmoe
Poccun, Mockea, 20 noaopsa 2026 zooa

Cucrema nexkapcTBeHHOTO oOecnieuenus B Poccuiickoit @eneparuu 6azupyercst Ha iepedHe
JKU3HEHHO HEOOXOAMMBIX M BaKHEHIIMX JEKapCTBEHHBIX TmpenapatoB (mamee JKHBIIII),
yrBepxknaemoM IIpaBurensctBoM Poccuniickoit denepanun.

OpHako JaHHBIM NEpPEUYEHb HE HCYEPIIBIBAET BECh CIEKTP CPEICTB, HEOOXOIUMBIX IS
OKa3aHMs KaueCTBEHHOM M CBOEBPEMEHHON MeIUIMHCKOM mnomouy. Oco0eHHO OocTpo 3Ta
npobsieMa MpOosBISETCS B ClIydasX, KOrja cTaHgapTHble npenapatbl u3 nepeuns KHBIIII we
MOTYT OBITh IPUMEHEHBI 110 IPUYHMHE UHIUBUAYAIBHON HENEPEHOCUMOCTH, TKENBIX TOOOYHBIX
3¢ ($eKTOB WK TPU BOSHUKHOBEHUH OCOOBIX KIMHHMYECKUX COCTOSHUM.

B ycnoBusix peanuzanuu nporpaMMbl TOCYAapCTBEHHBIX FapaHTUN OECIIaTHOTO OKa3aHMs
meaumuackor momonu (nanee [1IT) akryanbHOM ocTaércst mpodiieMa oOecIeueHUsI )KU3HCHHO
BaXHBIMU JIEKapCTBEHHBIMU TpenapaTamiu (nanee JII1), ne Briarou€éHnbivMu B iepeuens JKHBJIIL
B 1107100HBIX cUTyanusx KIMHAYECKHE PEKOMEH AN 1 3[JPaBbIi METUIIMTHCKHIA CMBICIT TUKTYIOT
HE00X0IMMOCTh Ha3HAYCHMS MIPENapaToB, He BXoAMX B nepeueHs KHBJIIL.

Heo0xomuMo OTMETHTH, YTO pPEKOMEHIyeMash NpaKTUKa 3aKylKH TI0J KOHKPETHOTO
HalMeHTa ¢ MOCJIEJOBATEIbHOCTBIO «TOCIUTATU3AIM B CTallMOHAp — MPOBEACHHE BpayeOHOM
KOMHCCHU — TMPOLEAYpa 3aKyNKH MperapaTay MPUBOIUT K KPUTHYECKUM 3aJiepKKaM, 0COOEHHO
IIPY YPIre€HTHBIX COCTOSIHUAX, YTO CO3JAET Yrpo3y JKU3HM M 310pOBBIO ManueHToB. IIpu atom y
MEIUIUHCKIX OPTaHU3AIMi BO3ZHUKAIOT IOPUIMYECKUE PUCKH, HATIPUMED, PUCK CYJCOHBIX HCKOB
CO CTOPOHBI AIIMEHTOB, €CJIM UM OTKa3bIBAIOT B HA3HAYEHUU HEOOXOIUMBIX MIPENapaToB.

Bo Bpems kpyrioro croja IpPO3BYYAJIHM KIMHMYECKHE IpuMepsl. JlocTaTodHO
MIOKA3aTEeIbHOM SIBJIETCSA 3JI0KAaUYE€CTBEHHAsl TMIIEPTEPMUS, CMEPTEIBHO OIACHOE OCJIOKHEHHE
MHTATSIAOHHOTO Hapko3a. be3 CBOEBPEeMEHHOro BBEACHUS CHEIU(PHUECKOro Iperapara
BO3MO>KHO Pa3BUTHE MOJIMOPTaHHON HENOCTATOYHOCTH M CMEPTH NMALMEHTA, KOTOpas MIPOU301LIa
B peaJbHOW KIMHWYECKOM mpakThke. OcTpas WHTOKCHKanusi OeH301ua3enuHaMu Tpedyer
HEOTJIO)KHOM METUIIMHCKOM MOMOIIM U MOXKET 3aKOHUMBIIMECS JIETANbHBIM UCX0A0M. OOBIYHO
MALMEHTHI HAXOAATCS B OTJAEICHUHU aHECTE3UOJIOT Y WIM B UHTCHCUBHOM T€panuy B KPUTUYECKOM
COCTOSIHUM C BBIPQXCHHBIMH HapyIIEHUSIMHU JKM3HEHHO BaXKHBIX OpPraHOB M TpeOyroT
HEOTJIOKHOTO BBEJICHUS aHTU0Ta, KOTOpHIi He BKitoueH B nepeueHs KHBJIII. Curyanun, korna
npu 00e3001MBaHUY BBEJIEHbI CyOMaKCHMasbHbIE JJ03bI OMMOUAHBIX HAPKOTUYECKHX MpenapaToB
Y OYEHB BEJIMK PUCK YTHETEHMS JbIXaTEIbHOTO [IEHTAa FOJIOBHOTO MO3Ia TAKMMM IIpenapaTamMu Kak
MOpGUH M TpPUMENEpPUIUH, TpeOyeTcss UCIOJIb30BaHUE aHajbreTHka ¢ 3((EeKTHBHOCTBIO HE
MEHBIIIEH YeM IepeuuClIeHHBIE Mpenaparsl, HO 0e3 MOoOOYHBIX IPQPEKTOB, XapaKTEPHBIX IS
OO0JIBIIMHCTBA HAPKOTUYECKUX ONMMOUAHBIX aHAJIBI€TUKOB. YYaCTHUKU 00CYAMIIH 3aKyIIKy TaKUX
IIpenapaTroB BIPOK JUIsI HEOIPAHMYEHHOIO Kpyra JHUI Ha OCHOBAaHWM IIPOTHO3WPOBAHUS
noTpeOHOCTeH MEAUIIMHCKONW OpraHu3aly, TO €CTh NEPEX0]] OT PEAKTUBHOIO K MPOAKTUBHOMY
MOAXOAY.

Tak ke PKCHEepThl pacKpbUIM IMOHITHE «MHIMBHUIYaJbHAs HENEPEHOCHMOCTB», KOTOPOE
BKJIFOYAET HAJU4YME HEraTUBHOTO OIBITA UCIIOIb30BAHMS IIPENAPATOB, WIM IIPOTHO3UPOBAHUE CO
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CTOPOHBI MEAMIIMHCKIX PAaOOTHIUKOB BO3ZHUKHOBEHHUE HEXKEIATEIbHBIX JIEKAPCTBECHHBIX PEAKIIHA,
Ha OCHOBAaHMM MEXaHM3Ma [JEUCTBHs Ipenapara, KIMHUYECKUX wuccienoBanuii. To ects,
YKU3HEHHBIE MOKa3aHUs — 3TO, 10 CyTH, MEAUIIMHCKHUE MOKa3aHUsI, KOTOPbIE TOBOPSIT O TOM, YTO
Mbl HE MOXeM Ha3zHauuTh npemnapatbl W3 nepeuna JKHBJIIIL. To ectb y Bpaueld ecTh BECKHE
apryMeHThl, 4TOOBI OTKa3aThCsl OT HA3HAYCHHSI TIPENapaToB, KOTOPHIEC BKIIIOUEHBI B KIIHHHYECKUE
PEKOMEHIallNH, BKIIFOYEHBI B [IEPEYEHBY.

OpnHako Henb3s 3a0bIBaTh, YTO MPU HA3HAYCHWH W BBEJCHUH IMAllMEHTAM MPENnapaToB BHE
nepeuns JKHBJIII tpebyercs pemenne BpaueObHol komuccuu (nanee BK). Dto pemenne nomkHo
OBITH 0O(POPMIIEHO MMPOTOKOJIOM ¥ BHECEHO B MEIMIIMHCKYIO JJOKYMEHTAIUIO TAI[CHTA.

B pamkax meponpusitus ObUTH 3aUKCUPOBAHBI CIEAYIONINE MOJOKEHUS, AEHCTBYIOLIETO
3aKoHoAaTenbcTBa PD, KOTOpBIE pa3pelaroT 3aKyIKy BIPOK Npenaparos BHE nepeuns KHBJIIL:

@enepanbHblii 3akoH Ne323-D3 rapantupyeT HpaBo IpakJaHHMHA HA IOIY4YEHHE
HEOOXOIMMOW MEIMIMHCKON IOMOIIM, BKJIIOYas JIEKAPCTBEHHbIE IIpenaparsl,
HE3aBHCHMO OT UX BKJItoueHus B nepeueHs KHBJIIL.

IIpn HayM4YMM KU3HEHHBIX IIOKA3aHUW WIM WHIMBUAYAJIbHOM HEIEPEHOCUMOCTHU
3alpelnaeTcss B3MMaHUE IJIaThl ¢ MalMeHTa 3a Mpenaparbl BHE NepedHs (yka3aHue
ITpaButensctBa PO ot 30.12.2014 Ne2782-p).

III'T noxpsiBaeT pacxoapl Ha penapatsl BHe nepeuns JKHBJIII 3a cuér cpencts OMC
(B cramoHape), a Takke 3a c4€T OIOKETHBIX ACCUTHOBaHMM (B paMKax JbIOTHOTO
JIEKapCTBEHHOT'O 00ECIIEUECHMUS).

@enepanbublii  3akoH  Ned44-d3  nomyckaeT  IUIAHOBYIO — 3aKyNKy  JIFOOBIX
JIEKapCTBEHHBIX IIPENApaToB, B TOM YKCJIE BHE NIEPEYHS, B paMKaX IIPOrHO3UPOBaHUS
NOTPEOHOCTEN METMIIMHCKOM OpraHu3aluu.

[Tpo6nemsr o6ecnieuenus npenaparamu BHe niepeus JKHBJIIIT umeroTcs u B cucteme
OKa3aHHUs OHKOJIOTMYECKOM MOMOIIH:

6onee 80% ManMeHTOB OXKUIAIOT HAaYajia Tepanuu 0osee 7 pabounx THEH,

34,5% cTanKuBarOTCS C OTCYTCTBUEM HEOOXOIUMBIX MPEnapaToB B CTAI[MOHAPE,

10 70% OHKOJIOTHUECKHX MAI[MEHTOB HCIBITHIBAIOT YMEPEHHYIO HIIH CHIIBHYIO 00JIb,
KOTOPYIO HE KyIHPYIOT CTAaHJAPTHBIC OMTUOUIBL.

3aKynka JOpPOrocTOSIUX MPOTHUBOOMYyXoJieBbIX mpemnaparoB BHe KHBIIII «Bmnpok» He
SABIISICTCSL OOIIEH MPAKTUKOW, HO 1O MHEHMIO SKCIEPTOB, «00€300JMBAIOIIUE M YPreHTHbIC
CpelCTBa JOJDKHBI OBITh B HaJMYUM Bcerga». Tak ke ObUIM OTMEYEeHbl J3THYECKHE U
HPKOHOMUYECKHUE aCTEKThI IPU 3aKYTIKE JIEKAPCTBEHHBIX CPECTB «BIIPOK»:

O)KI/I,Z[aHI/Ie MOCTYIUICHUA MAallUCHTA JIA Hadalla 3aKYIIKU — HCOTUYHO U HapyliacT
MIPUHILINII «HE HaBPEAN»

Cucrema 371paBOOXpaHECHHS TOJDKHA OBITh IPOAKTHBHOM, a HE PEAaKTUBHOM.
WuBecTuy B ypreHTHBIE MTpernapaThl OKYMaloTCs 3a CUET CHUYKEHUS 3aTpaT Ha
JICUCHHUC OCJ'IO)KHCHPIfI, COKpall€HUs CPOKOB IroCrmuTaIn3allvi U IMOBBIIIICHUA
BBDKHBAEMOCTH.

[To pe3ynbrary 00CyXACHHS, IO MHEHUIO YY4aCTHUKH Kpyrioro crona peKOMEHIyIOT:

MunucrepcerBy 3apaBooxpaHenusi Poccuiickoit @enepanuu:

1.

VYBEIOMHUTH COOTBETCTBYIOIINUM MUCBMOM peryiasiTopoB (PDPOMC, Pocinpasnanzop,
TOOMC u apyrux), uTo 3aKynka BIpok mpemnapatoB BHe mnepeuns KHBJIII ne
IIPOTUBOPEYUT 3aKOHOJNATENbCTBY M HE BIEUYET PHUCKOB I  MEIULUHCKOU
OpraHu3aIuy P COOTIOICHUH YCIIOBHI HA3HAUCHHUS.

WuunumnpoBath nepecMoTp noaxoaoB k popmupoBanuto nepeyns JKHBIIII ¢ yuetom
KIIMHUKO-(apMaKOJIOTHIECKUX H (HapMaKOIKOHOMHYECKUX KPHUTEPHEB, a TaKKe
peaIbHOM MPAKTUKK IPUMEHEHMS IPENIAapaTOB.

CdhopmupoBaTh METOIWYECKHE PEKOMEHIANWU 10 O(OPMIICHHIO  pEIIeHHH
BpaueOHBIX KOMUCCUH MPU Ha3HaYeHUH mpenapaToB cBepx nepeuns JKHBJIII u ceepx
KJIINHAYECKUX PEKOMEHIALNN.



IIpoBecTH IPOCBETUTENBCKYIO KaMIIAHHUIO CPEAM TJIaBHBIX Bpadel, 3aKyIIIUKOB U
KOHTPOJIMPYIOIUX OPraHOB O IPaBOMEPHOCTH U LEJIECOO0Pa3HOCTH 3aKyIKH
«BHPOK» npenaparoB BHe nepeuns JKHBIIIL.

IIpoBecT MOHMUTOPHHI COONIIOJICHHMs TIpaBa MEJULIMHCKUX OpraHu3aluil Ha
IUIaHOBYI0 3akynky mnpenaparoB BHe JKHBJIII Ha ocHOBe NpOrHO3MPOBAHMS
MoTpeOHOCTEH.

3aKpenuTh B 3aKOHOJATEILCTBE U HOPMATUBHBIX akTaXx MuH3apaBa Poccun nonstue
«yPreHTHBIE JICKAPCTBEHHBIE ITPETIAPATHD».

PazpaGotate W yTBepAWTH IEpeueHb TAaKUX TMpPernaparoB ¢ Yy4E€TOM NPOPHis
MEIULMHCKON OpraHU3aliHy.

Pa3BuBaTh permoHanbHble (papManeBTUUECKUE CKJIabl KaK IEHTPHI paclpeaesieHus
YPreHTHBIX IIPENapaToB.

PernonaibHbIM MHHHCTEPCTBAM H JI€eNNapTAMCHTaM 3APaBOOXPAHCHUA:

1.

OpranuzoBaTh IJIaHUPOBAHUE 3aKyNoOK npenapaTos BHe nepeuns JKHBJIII Ha ocHoBe
CTAaTUCTHKH NOTPEOJICHUs,, KIMHUYECKUX DPEKOMEHIAUUl M JaHHBIX BpayeOHBIX
KOMHUCCHM.

Co3naTeh Ha PETMOHAIBHOM YPOBHE IICHTPAJIM30BAHHBIC CKJIAAbl WIM CTPYKTYPHI
(pervuoHanbHbIE aNTEKW) JUIsl XPAaHEHHUS U OINEPaTHUBHOIO IEpepaclpeieieHUs
YPreHTHBIX NIPENApaToOB MKy MEAULMHCKUMHU OPTaHU3ALUAMM.

ObecrieunTh BKJIIOYEHHE B TEPPUTOPUANBHBIE MPOrPaMMbl TOCYAApPCTBEHHBIX
rapaHTUM MEXaHW3MOB KOMIICHCAIMM 3aTpaT MEIULIMHCKAX OpraHM3aluil Ha
npuMeHeHue npenapatos cBepx nepeuns JKHBJII no »xu3HEHHBIM TOKa3aHUSM.
[TpoBecTn 00yueHre pyKOBOAUTEIICH MEAUITUHCKUX OPTaHU3AIIUN U CTICITUATTMCTOB 110
3aKyIllKaM II0 BOIpOcaM IPaBOMEPHOW 3aKyNKH M HCIOJb30BaHUS NPENapaToB BHE
nepeuns JKHBJIIL

Hanagute MOHMTOpUHI OOpallleHWH MAlUeHTOB U CTPAXOBBIX MEIUIIMHCKHUX
OpraHu3aiiii 1o mpoOieMaM JIEKapCTBEHHOTO 00ecnedeHusi W OINepaTHBHO
yCTpaHsiTe BbISBICHHbIE JEQHUIINUTHI.

Hay4Ho-uccie10BaTe/ibCKMM HEHTPaM H NPO(eccHOHATBHOMY CO00LIeCTBY:

l.

[TpoBecTn apMaK0IKOHOMUYECKHE HCCIICTOBAHUS MO KIIOYEBBIM IperapaTamM BHE
nepeudss JKHBJIII, npumeHsieMbIM B aHECTE3MOJIOTMHM, PEAHUMATOJOTHUH U
OHKOJIOTUH, C OLICHKOM BIMSHUSA HA UCXO0bI U 3aTpaThl cucteMbl OMC.

Pa3zpaGotate u anpoOupoBaTh METOJUKH MPOTHO3MPOBAHUS MNOTPEOHOCTH B
YPreHTHBIX Ipenaparax Mg Pa3IMdHbIX THUIIOB MEAMIMHCKHX OpraHu3aluil Ha
OCHOBE KIIMHUKO-CTaTUCTUYECKUX JaHHBIX.

N3yunTh MEXAYHApOIHBIA OIBIT pEryJUpOBaHUS HECHM)KAEMBIX 3allacoB M
YPreHTHBIX JIEKaPCTBEHHBIX IPENapaToB M IOATOTOBBTE MPEIJIOKEHUS IO €ro
aJanTanuy B POCCUUCKON MPAKTHUKE.

CucteMaTu3upoBaTh M aHAIM3MPOBATh Cilydad HEOJArompHsATHBIX HCXOJIOB,
CBSI3aHHBIX C OTCYTCTBHEM HEOOXOIMUMBIX MPETapaToB, A 000CHOBAHUS H3MEHEHUH
B HOPMaTUBHOM PETYJIMPOBaHUH.

[ToAroToBUTH HAayYHO-NPAKTUYECKUE PEKOMEHJIALUU JUIsl BpaueOHBIX KOMHUCCHI IO
000CHOBaHMIO Ha3HayeHHWs TmpemapaTtoB cBepx mnepeuds JKHBJIII ¢ yuerom
JIOKa3aTeIbHON MEIULIMHBI.

OﬁmeCTBeHHbIM OopraHum3anusMm M NaMHCHTCKUM Oﬁ'be)]I/IHeHI/IﬂM:

1.

[Tpomomxkuts cOop M aHanu3 OOpalleHUH MAIUMEeHTOB MO BOIPOCaM OTCYTCTBUS
HEOOXOIMMBIX TPETapaToB M 33JePKEK B JEKApPCTBEHHOM oOecredeHnu, GopMupys
JI0Ka3aTesabHyl0 0a3y JUIsl [uanora ¢ peryasTopaMu.



NudopmupoBarth ManueHTOB 00 HUX MpaBaXx Ha OecIulaTHOE JIeKapCTBEHHOE
obecrieueHne, MeXaHHW3MaxX pabOThl BpPayeOHBIX KOMHUCCHHA W BO3MOXKHOCTSX
00KaI0BaHUs OTKA30B.

VY4yacTBOBaTh B OOIIECTBEHHBIX OOCYKICHUSAX IPOEKTOB HOPMATHUBHBIX aKTOB,
kacaromuxcst nepeunst JKHBJIII, ypreHTHbIX IpenapaToB M MEXaHU3MOB 3aKYyIIOK,
NPEJCTaBIIAA MO3ULHIO NTAlUEHTOB.

OpranuzoBaTh 00pa3oBaTeIbHbIE MEPONIPUATHS U WHPOPMAIIMOHHbIE KaMIIAaHUH JJIS
NAllMeHTOB M MX CeMeHW Mo BompocaM (UKCAUKM HEXKEJIATEIbHBIX peakuud u
B3aUMOJICHCTBUS C METUIIMHCKUMHU OPTaHU3ALMSIMH.

ConelictBoBaTh (DOPMHUPOBAHUIO MEXKCEKTOPHBIX pabo4yux TIpyHn ¢ ydacTUEM
HKCHEpPTOB, Bpauell W CTPAXOBIIMKOB [UIi TIIOATOTOBKH TMPEAJIOKEHHH T10
COBEPILIEHCTBOBAHUIO JIEKAPCTBEHHOI'O 00ECTIEUCHHUS.



