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B 4ém cyTs nmporpammsl JIJIO/OHJIC? (10M0JIHUTEIBHOTO JIEKAPCTBEHHOT 0
o0ecneyeHnusi/odecneyeHuss HEOOXOAUMBIMHM JIEKAPCTBEHHBIMHU CPeICTBAMM)

ITo Hel manuentsl ¢ MB nonydaror Bce mpenapatsl, BKIOUCHHbIE B [lepeueHb
KuzHeHHO HEOOXOIMMBIX M BaKHEUIUX JiekapcTBeHHBIX npernapaTtoB (QKHBJIII)
(maHkpeaTudyeckue (EMEHTBhI, YPCOJE30KCHXOJHMeBasi KHCIIOTa, MpenapaThl
WHJVMBUAYAJIIbHOTO HA3HA4Y€HUs, AHTUOMOTHUKH), MEAUIMHCKUE WU3ACIUs U
CIIelIMaJIbHbIE MPOAYKThI IUTAHUS BKIIFOYEHHBIX B [lepeunn.

Hp06neMa — 9aCTO CJIHIOIKOM BBICOKAas CTOMMOCTDL IIPCIIapaTOB JIA IIAMCHTOB
C MYKOBUCTIAO30M, IIPUXOOUTCA I[O63.BJ'I}ITL N3 PCTHOHAJIBHBIX 6I-O,Z[}KCTOB.

®enepasibHas MporpaMMa rocy1apcTBEHHON COLIMAJIbHOU [IOMOIIIU
HaceneHuto «ObecrieueHue HE00XOAUMBIMH JIEKAPCTBEHHBIMU

cpencrBammu» (Kpatkoe  HaszBanue OHJIC)  npennasHaueHa  JJis MHBAJIUJIOB.
OcnoBanne: ®3 Ne 122-D3 o1 22.08.2004, ®3 Ne 178-D3 ot 17.07.1999.

OHJIC — dpenepanpHas nporpaMmma, moaHomouus nepeaansl peruonam. B OHJIC
BxoaaT nmpemnaparbl w3 [lepeunss JKu3HeHHO HEOOXOIUMBIX U BaXKHEHUIIMX
nekapctBeHHbIX npenaparoB (QKHBJIII), koTopast yTBep:kaaeTcsi Ha KaKJIbli TO/I.

Tak nHa 2023 rom yrBepxkuaeHa Pacnopsokenuem IIpaBurtensctBa PO ot
12.10.2019 N 2406-p (pen. ot 06.10.2022) «O06 yTBepKI€HUU MIEPEUHS KU3HEHHO
HEOOXOJUMBIX M Ba)XKHEHWIIMX JIEKAPCTBEHHBIX IPENaparoB, a TaKXKe IMepeuHei
JIEKapCTBEHHBIX MPENapaToB JJII MEAUIMHCKOTO MPUMEHEHUS U MUHUMAaJIbHOIO
aCCOPTHUMEHTA JIEKAPCTBEHHBIX IMPEraparoB, HEOOXOIUMBIX MJi1 OKa3aHHs
MEIULUHCKON ITOMOIII.

Ecnu npenapar BXOAWT B JaHHBINA MEPEYEHb, TO BbLAATH PELIENT JIOJKHBI Cpa3y
K€ B JICHb Ha3zHaueHus mpemnapara. Ho HekoTopwie mpenapaThl B J000OM Ciiyyae
HA3HAYal0TCs TOJBKO MO PEIICHUIO BpauyeOHOM KOMUCCHH.

['paxx1anam ¢ yCTaHOBJIEHHOW MHBAJIMIHOCTBIO IMOJIAraeTcsi Habop COlMaIbHBIX
ycayr (ctT. 6.2 @3-178), KOTOphI JacT MpaBO Ha JICKAPCTBEHHOE 0o0ecTicUeHHUE 3a
CYET TOCYJIapCTBEHHOTO OIOJIKETA.

IIpuka3zom Muntpyna Pocecuu N 929u, Munzapasa Poccun N 13451 ot
21.12.2020
"O0 yrBep:xaenun Ilopsinka mpegocTraB/ieHHsi HaA0Opa COLMAJBHBIX YCJIYT
OTAeJbHBIM KATErOpUsiM TrpaxaaH'" yYCTaHOBJEHbl NPABUJIA TOJYyYEeHUS
JIEKAPCTBEHHBIX NMPENapaToB:


https://sfr.gov.ru/order/federal_lgot/~8417

[Tpu oOpaieHnu rpaxkJlaHuHa B MEIUIIMHCKYIO OpraHU3aluIo JIeyalluid Bpay
(penbamiep, akymiepka B Ciy4yae BO3JIOKEHHMS Ha HUX MOJHOMOYHUH Jedallero
Bpauya) (najee - MEIUUMHCKUI pabOTHUK) MO pe3yJabTaTaM OCMOTPa MALMEHTA
Ha3Ha4yaeT JIeKapCTBeHHble TMpenapaThl, MEIUIMHCKUE  U3JCIUi U
CHEIUAIN3UPOBAaHHBIE TMPOAYKTHl JI€UeOHOTO NHUTAHUS JUIs JIeTel-UHBAIUIOB,
ohOopMIISIET pelIeNT Ha OyMaKHOM HOCHUTEJIE 32 CBOEH MOIUCHIO U (MIJIH) C COTJIACHS
HaleHTa Wikl ero 3aKOHHOTO MPEJCTAaBUTENss pelent B (opMe 3JIEKTPOHHOTO
JIOKyMEHTa C MCIOJIb30BAaHUEM YCUJICHHOW KBAIM(PUIIMPOBAHHOW 3JIEKTPOHHOU
MOJMUCH MEAWIIMHCKOTO pabOTHUKAa B COOTBETCTBUU C TOPSAKOM Ha3HAYCHHUS
JIEKapCTBEHHBIX MpemnapaToB, MEAUIMHCKUX HU3JENHi, (OopMaMu pelenTypHBIX
OJJaHKOB Ha JIEKAPCTBEHHbIE MpenapaTbl, MEIULIUHCKUE HW3JEIHs, MHOPSAKOM
oopMiIeHus 3TUX OJIAHKOB, UX y4€Ta M XpaHEHUs, YTBEPKIAaeMbIX (eepaibHbIM
OpraHOM HCIOJIHUTENBHOW BJIACTHU, OCYIIECTBIIAIOMIMM (PYHKIMU TIO BBIPAOOTKE H
pealiu3allud  TOCYJapCTBEHHOW  TOJUTHUKM U HOPMATUBHO-TIPABOBOMY
pEryIupoBaHuio B chepe 3ApaBOOXpaHEHUs], B COOTBETCTBUM C IYHKTOM 16 yactu
2 crateu 14 ®enepanbHoro 3akoHa otT 21 HosOpst 2011 r. N 323-03 "O06 ocHOBax
OXpaHbl 370pOBBbs TpaxaaH B Poccmiickoit ®enepamuun" (CobOpanue
3akoHoAaTeabcTBa Poccuiickoit denepanuu, 2011, N 48, ct. 6724).

Koncynpramuss manueHToB W (WIM) WX 3aKOHHBIX TPEJCTaBUTENEH C
MIPUMEHEHHUEM TEJIEMEIUIIMHCKUX TEXHOJOTUHA OCYIIECTBISECTCS B COOTBETCTBUU C
HOPSIAKOM OpraHu3allui U OKa3aHWs MEIUIMHCKOW TMOMOIIM C MPUMEHEHUEM
TEJIEMEIUIIMHCKUX TEXHOJOTHUM, YTBEPKICHHBbIM MpHKa3oM MuUHHUCTEPCTBA
3apaBooxpaHenuss Poccuiickoit ®enepanuu ot 30 Hos0ps 2017 r. N 965H
(3apeructpupoBan MunucrepctBoM tocturiun Poccuiickoit deneparuu 9 ssHBaps
2018 1., perucrpauuonusii N 49577), cornmacHO KOTOPOMY MEIHMIIMHCKUM
PaOOTHUKOM MOKET OCYHIECTBISATHCS KOPPEKIMS paHee Ha3HAYEHHOTO MalUEeHTY
JIeYeHus1, B TOM yucie opopMIIsThCS perenT B (popMe dJIEKTPOHHOIO JTOKYMEHTA,
IIPU YCIOBUM YCTAHOBJICHHUS JIEUAIIUM BPayoM JIMarHO3a U Ha3HAYCHHUSI JICUYEHUS 110
JAHHOMY OOpaIlleHNI0 Ha OYHOM IpueMe (0OCMOTpPE, KOHCYIIbTAIUN).

B 1mendax moBbILIEHHS JIOCTYNHOCTH OOECHEYEHHs JIeKapCTBEHHBIMU
npenaparamMi, MEIULUMHCKUMHU U3JEIUsIMUA OpraHbl HCIOIHUTEIILHOM BJIACTH
cyOobekToB Poccuiickoii ®enepanuy BOpaBe OMNPENENSATh YCIOBUS JIOCTaBKU
JIEKapCTBEHHBIX IPENaparoB, MEAUIMHCKUX H3JIEIUN B MpeAesiax MOJIHOMOYUH,
YCTAHOBJIEHHBIX cTarheit 4.1 denepanbHOro 3akoHa ot 17 urosst 1999 r. N 178-03.

I'paxxianam, MPOXKUBAIOIIMM B CTALMOHAPHBIX OpPraHU3alUsAX COLHAIBHOTO
00CIIy)KMBaHUsI, HE MMEIOIIUM BO3MOXHOCTH CaMOCTOATEIbHO OOpaTUThCS B
anTeYHble OpraHu3allud, a TakkKe OCYXICHHbIM K JIMIICHUIO CBOOOJIBI,
Ha3HAYEHHbIE  MEIMIIMHCKAM  paOOTHUKOM  JIEKAPCTBEHHBIC  IIpemnaparsl,
MEJUIIMHCKUE U3JICNIUSI U CTICIIMATU3UPOBAHHBIC TTPOIYKTHI JICUEOHOTO TUTAHUS TS
JEeTeN-UHBAIUIOB npuoOpeTaroTes COOTBETCTBEHHO MPEICTABUTEISIMHU
CTALMOHAPHOI0 WJIA UCTIPABUTEIIBHOTO YUPEKICHUS, HA KOTOPBIX aAMUHUCTPALIUEN
JAHHBIX YUPEKJACHUIN BO3JI0KEHA 00I3aHHOCTh UX MOJy4YEHUSs (PUOOPETEHNUS).
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B cirydyae BpeMEHHOTO OTCYTCTBHSI B AlITEUHOM OpPraHU3alMy YKa3aHHOTO B
peuente  JIEKAPCTBEHHOTO  Mpemnapara,  MEIMIMHCKOTO  W3AEIud  WJH
CIECHMAIM3UPOBAHHOTO TMPOAYKTA JIeUeOHOTO MHUTAHUS ISl JeTeH-MHBAIU]IOB
pelenT NpPUHUMAETCs Ha OTCPOYEHHOE OOCITy)XMBaHWE C JaThl OOpaleHus
MAIIMEHTA B alITEYHYI0 OPraHU3alUIO B CPOKH, YCTAHOBJICHHBIE IIPABUJIAMU OTITYCKa
JIEKapCTBEHHBIX MPEMapaToB sl MEAUIIUHCKOTO TPUMEHEHUS.

B cnydae Brie3a rpakjaHuHa 3a npesensl cyobekTa Poccuiickoit depeparium,
B KOTOPOM OH TMPOXXKHBAET, HA TEPPUTOPUIO IPYroro cyowekra Poccuiickoii
@enepanv Ha CPOK, HE MPEBBIIIAOIINN 6 MECALEB, TAKOMY MAllUEHTYy OPraHOM
rocyJapcTBeHHON Biactu cyObekta Poccuiickoit denepauuu B cdepe oxpaHbl
310POBbSl OPIaHU3YETCS] Ha3HAUEHHE JIEKAPCTBEHHBIX IMPENapaToB, MEAUIIMHCKUX
U3JEIUNA WIK CHEeIUATM3UPOBAHHBIX MPOAYKTOB JIEYEOHOrO MUTAHUS AJIs JIeTeH-
MHBAJIWJOB HA CPOK MX NPUMEHEHHUs JIMOO OpraHoM TIOCYJAapCTBEHHOW BIACTH
cyobekta Poccuiickoit @enepaunu B cdepe OXpaHbl 37J0pOBbS OPraHHU3YETCs
o0ecrevyeHne Takoro MalfeHTa JEKapCTBEHHBIMH Mpernaparamu, MEAUIMHCKUMHU
U3JENUSAMHA WM CHEUHUAIU3UPOBAHHBIMU TMPOIYKTAaMH JIEYEOHOTO MUTAHUS IS
JeTeN-MHBAJINI0B Ha COOTBETCTBYIOUIUI CPOK.

B cnydae Brie31a rpak/1IaHiHa 3a TIPeIeiibl TEppUTOpuH cyobekTa Poccuiickoit
denepanyu, B KOTOPOM OH TMPOKHUBACT, HA TEPPUTOPUIO IPYroro CyOBEKTa
Poccuiickoii denepanuu Ha CpOK, MPEBBIMIAIOIIMN 6 MeEcSLEB, WIM B CIydae
WU3MEHEHUSI MECTa JKUTEJIbCTBA, TAKOMY MAIlMEHTY HA3HAYAIOTCS JIEKAPCTBEHHBIC
Mpenaparel, MEIWUIUHCKHE W3IAEHUS WM CHEHHATU3UPOBAHHBIE MPOLYKTHI
Je4e0HOTO MUTAHUS JJIs IETeH-MHBAIHI0OB Ha CPOK MPUMEHEHHMS He Oosiee 1 mecsa
aub0 OpraHoM TOCYyAapCTBEHHOW BiacTH cyObekTra Poccuiickoit denmepanuu B
chepe oxpaHbl 3JIOPOBbS OpraHuU3yercss oOecHeYeHUuEe TaKOTro MalMeHTa
JIEKapCTBEHHBIMHU npenapaTamu, MEJTUIITHCKUMU U3JICNIUSIMU WiIn
CHEIUATN3UPOBAHHBIMY MPOAYKTAMH JIEYEOHOTO MUTAHUA JUIsl JIeTeH-UHBAIIUIOB
Ha CPOK NpUMeHeHus He Oosee 1 mecsua.

B cnydae, ykazaHHoM B a03alle BTOpPOM HACTOSIIIETO IYyHKTA, I[OCIHE
OPOXOXKAEHUS MpoueAypbl uaeHTudukauuu B DeaeparbHOM PETUCTPE JIUII,
MMEIONIUX MPAaBO Ha MOJYYEHHE rOCyAapCTBEHHOW COLMAIbHOW MOMONIM (Jajiee -
@denepanbHblil PErucTp), CBEACHUS O Tpa)xKJaHaX IMOAJIEKAT BKIIOUCHUIO B
peruoHanbHbI cerMeHT DenepasbHOrO PEerucTpa Mo MECTy ero npeObIBaHUs U
NEepPeNaroTCs B YIOJHOMOYECHHBIC OPTraHbl TOCYJApCTBEHHOW BIACTU CYOBEKTa
Poccuiickoii ®@enepanuu B cepe OXpaHbl 370pPOBbS B paMKax JEHCTBYIOIIETO
MEKBEJIOMCTBEHHOTO COTJIAIICHHUS.

CBeneHus O KOJWMYECTBE HA3HAYEHHBIX M OTIIYLIECHHBIX IMALIUEHTY WJIU €r0
3aKOHHOMY NPEICTABUTENI0 B COOTBETCTBMM C a03allaMy [EPBbIM M BTOPBIM
HACTOSIIEro IYHKTA JIEKAPCTBEHHBIX IIpelrnaparax, MEOULMHCKUX HU3IEIUSIX WIH
CHEIMATIM3UPOBAHHBIX MPOJAYKTaX JIEYEOHOrO MNUTaHUs AJis JAeTeH-UHBAIMIOB
BHOCSTCA B DeepanbHbIil PErUCTp TPpa)kKJaH, UMEIONIMX MpaBO HAa oOecreveHue
JIEKapCTBEHHBIMU npenaparamy, MEIUIUHCKUMU U3JCIUAMU u
CHEIMATM3UPOBAHHBIMU MPOJYKTaMHU JIEYEOHOTO NMUTAHUS 3a CUET OFOKETHBIX




aCCUTHOBaHMI (enepasibHOrO OroKeTa U OI0/KEeTOB CcyOBbekToB Poccuiickoit
Oenepauun.

Ho Ob1BaloT ClIydau, KOrja manueHTy O0TKa3biBal0 BblIaBaTb PEUCIIT €CJIN
HHBaAJINX/JA OTKa3aJICHd OT Haﬁopa CONHAIBHBIX YCJIYI' U MOJYYa€T JCHEKHYIO
KOMIICHCAIIUI0.

I[aHHLIﬁ OTKa3 HE 3aKOHCH HA OCHOBAHHUM CJICAYIOLIECT0:

VY rpaxnaH, OTHECEHHBIX K TpyIiaM WU UMEILUX 3a00JieBaHuE, KOTOPbIE
ykazanbl B [loctanoBnenue IlpaButensctBa P® ot 30.07.1994 N 890 (pen. ot
14.02.2002), umeetcs mpaBo Ha 00eCIeUeHUE JIEKapCTBAMU 32 CUET PETMOHAIBHOTO
Orozkera.

Ot10 Takxke pazbsicHeHo B [Tucbme Munsnpasa Poccun ot 3 despans 2006 r.
Ne 489-BC “yto mnpu OJHOBPEMEHHOM HaJIM4YMU TIpaBa Ha [OJIY4YCHHE
JIEKapCTBEHHOTO OO0ecCleueHuss M MEIUIMHCKUX U3JeIuil B pamkax Habopa
COLIMAJIBHBIX YCIIYT, MPEIOCTABISIEMOI0O 3a CYET CPEACTB (PeiepaibHOro OrIKeTa,
a TaKKe B paMKaXx JbIOTHOTO TIOPSIKAa 00ECTIeYeHUS JICKApCTBEHHBIMH CPEICTBAMM,
PEIOCTaBIIIEMbIMU 3a CUET CpelcTB cyObekra PD, rpaxmane Bmpase moyiydarhb
JIEKapCTBEHHOE 00ecTieYeHUE 10 IBYM OCHOBAHUAM .



