NMPABUTENbLCTBO POCCUUCKON ®EQEPALIUN

NOCTAHOBIJIEHUE
oT 18 ceHTA6pA 2024 r. N 1276

Ob OCOBEHHOCTAX
NMPEOOCTABJIEHUA OTAEJIbHbIM KATEFOPUAM NPAXOAH COLUMATIBbHbIX
FAPAHTUW B BUOE OBECNEYEHUA NEKAPCTBEHHbLIMU NPEMNAPATAMU
anda MEOQULMHCKOIo NnPUMEHEHUA, MEOULUMHCKUMU U3OENUAMU
N CNEUMANTUSNPOBAHHbLIMU NMPOAYKTAMU NEYEBHOIO NMUTAHUA
ONA OETEXN-UHBANUOOB

[IpaBuTenscTBO Poccuiickoit deaepanuu nocTaHOBIISIET:

KoncynprantlIntoc: npumedanue.
I1. 1 pacnpocTpansiercst Ha mpaBoOTHOIIEHUsI, Bo3HUKIIHE ¢ 08.08.2024.

1. VYcranoButh, uTo TpaxmaHe Poccuiickoit ®enepanuu, TOCTOSHHO MPOXKHUBAIOIINE Ha
tepputopusix benroponackoir obnactu, bpsHckoit obmactu u  Kypckoit o0mactd, BBIHYXIEHHO
MOKUHYBIIME YyKa3aHHbIe CcyObekThl Poccuiickoit ®eneparuu, o00ecrneuynBarOTCs JIEKapCTBEHHBIMU
npenaparamMu st MEAULIUHCKOTO MPUMEHEHMS, MEIULUHCKUMU U3JIEIUsSMUA U CHEUUaTu3UpPOBAHHBIMU
MPOJAYKTaMU JIe4eOHOro MHUTAaHUS JUIsl JeTed-uHBaNuI0B Ha Tepputropun Poccuiickoit denepaunu B
Teuenne 2024 - 2025 rogos:

B COOTBETCTBUU ¢ NMyHKTOM | uactu 1 crateu 6.2 ®denepanbHOro 3akoHa "O rocyaapcTBEHHOM
COILIMAJILHOM TToMONIn";

B cooTBeTcTBUM C [lepeduHem Tpynm HaceleHUs W KaTeropuid 3a00JieBaHMM, MpU aMOyIaTOpHOM
JIEYEHUN KOTOPBIX JIEKAPCTBEHHBIE CPEIACTBA M M3JENHS MEIULMHCKOTO Ha3HAYEHMS OTILYCKAKOTCA I10
pernienTaM Bpauel OecrylaTHO, a Takke B COOTBEeTCTBUM C llepeunem rpynn HaceneHus, INpU
amMOyJaTOPHOM JIEUEHHHM KOTOPBIX JIEKAPCTBEHHBIE CPEACTBAa OTIYCKAIOTCA IO pelentaM Bpadel c
50-TIpoTICHTHO!N CKHUJIKOW, YTBEp)KIECHHBIMH TOcTaHOBJIcHHEM [IpaButenscTBa Poccuiickoit denepanun
ot 30 urons 1994 r. N 890 "O rocynapcTBEHHOM MOAJIEPIKKE Pa3BUTHS MEAUIIMHCKON MPOMBIIIIEHHOCTH
U YIy4IlIeHUU OoOecrieueHusl HaceJIeHHs U YUPEKICHHUH 3/IpaBOOXpaHeHUs JIEKAPCTBEHHBIMU CPEACTBAMHU
U U3JENIUAMHA MEAUIIMHCKOTO Ha3HAYEHUS .

KoncynprantlIntoc: mpumedanue.
I1. 2 pactipocTpansercs Ha mpaBoOTHOIIEHUs], Bo3HUKIIKE ¢ 08.08.2024.

2. VTBepauth mnpuiaraemele [IpaBuia mpenocraBieHuss u3 ¢eaepanbHOro Oroakera OrJKETaMm
cyobekToB Poccuiickoit denepany MHBIX MEXOIOKETHBIX TPaHC(PEPTOB Ha KOMIIEHCAIMIO PAacXO0B,
CBSA3AaHHBIX C oOOecleueHneM JICKAPCTBCHHBIMU IIpe€napataMu IJid MCIUIHUHCKOIr0O IIPHUMCHCHUA,
MEIULIMHCKUMHM  U3JENUSMH ¥ CIEHUATU3UPOBAHHBIMM  NPOJYKTAaMHU JIe4eOHOTO MNHUTAaHUS  JJs
NEeTEeU-UHBAIMI0B, OTACIBHBIX KaTErOPHl ITpakIaH.

Koncynsrantllntoc: npumedanue.
I1. 3 pactipocTpaHnsercs Ha paBoOOTHOLIEHUs, Bo3HUKIIKE ¢ 08.08.2024.
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3. ®unaHCcOBOE OOECIEUCHHE MEPONPHUATHI, CBS3aHHBIX C peaju3alueil  HacTOSIIEro
MIOCTaHOBJICHHUSI, OCYIIECTBIISIETCS 3a CUET CPENCTB (hefepanibHOro 610/pKeTa.

4. MunucrepctBy 3apaBooxpaHeHus Poccuiickoit @enepauuu yrBepauth B 30-IHEBHBIH CpPOK
dbopmy 3asBku cyObekTa Poccuiickoit @enepanyiu 0 nepeurcaeH HHBIX MEXOIOIKETHBIX TpaHCc(epToB
u3 QeaepabHOTO OrOKeTa OropkeTaM cyobekToB Poccuiickoit denepanny Ha KOMIICHCAITUIO PACXO/I0B,
CBSI3aHHBIX C OOECHEYEeHHEM JIEKapCTBEHHBIMHM IpenapaTtaMu s MEAMIMHCKOrO MPUMEHEHUS,
MEIULIMHCKUMH  W3JICNUSAMH ¥ CIEHUATU3UPOBAHHBIMH  MPOJAYKTAMH JIe4YeOHOTrO0 MUTaHMUSA IS
JIeTe-NHBAJINI0B OT/ICIbHBIX KATeTOPUI IpakaH, YKa3aHHbBIX B IIYHKTE | HACTOSIIEro NOCTaHOBJICHUS.

5. Ilynkter 1, 2 m 3 HaACTOSMIETO MOCTAHOBJICHUS PACIPOCTPAHSIOTCS HA MPABOOTHOLICHHMS,
BO3HHKIIME ¢ 8 aBrycra 2024 r.

IIpencenarens [IpaButenscTBa
Poccuiickoit denepanun
MMHUITYCTHUH

YTBEpKACHBI

nocraHoBieHueM [IpaButenscTBa
Poccuiickoii denepanuun

ot 18 cents16ps 2024 r. N 1276

NMPABUIIA
NMPEOOCTABJIEHUA U3 ®EOEPAJIbHOIO BIOMXXETA BIO)KETAM
CYBEBEKTOB POCCUMNCKOWN ®EAEPALIUU UHbIX MEXBIOIXETHbIX
TPAHC®EPTOB HA KOMIMEHCALIUIO PACXOO0B, CBA3AHHbIX
C OBECINEYEHUWEM NEKAPCTBEHHbLIMU NPEMAPATAMU ONA MEAULUMUHCKOIO
NMPUMEHEHUA, MEOULWMHCKUMU U3OENNAMU U CNELIMANTUSUPOBAHHBIMU
NMPOOYKTAMU NEYEBHOIO NMTAHUA ONSA OETEU-UHBANWOOB,
OTAENbHbIX KATEFTOPUWA MPAXOAH

1. Hacrosmme IlpaBuina ycraHaBIMBAIOT MOPSAJOK M YCIOBHS MpPENOCTaBIECHUS U3 (helepabHOro
Oromxera Oromkeram cyobekToB Poccuiickoit ®enepanuu MHBIX MEXKOIODKETHBIX TpaHc(epToB Ha
KOMIICHCAINIO (PaKTUUYECKU OCYIIECTBIEHHBIX PacXoioB Oro/pkeToB cyorekToB Poccuiickoit denepanuu,
CBSI3aHHBIX C OOeCIeYeHHeM JIEKapCTBEHHBIMHM IpenaparaMu s MEAUIMHCKOTO MpPUMEHEHUS,
MEIULIMHCKUMHM  U3JENUSMH M CIEHUATU3UPOBAHHBIMM  NPOJYKTAaMHU JIe4YeOHOTO MHUTAaHUS  JJs
neTei-uHBaIuA0B Ha Tepputopun Poccuiickonn ®Penepanmu rpaxaadn Poccuiickonn ®enepanuu,
MOCTOSIHHO TPOXKMBAIOIIMX Ha TeppuTopusix bemropojackoit obmactu, bpsuckoit obnactu u Kypckoit
o0JacTi U BBIHYXKJEHHO MOKMHYBIIMX YyKa3aHHbIe cyOBekThl Poccuiickoit @enepauuu (najiee - WHbIE
MeXOIIKETHBIE TpaHC(hepTHl):

B COOTBETCTBMM € NMyHKTOM | yactu 1 crtateu 6.2 @enepanbHOro 3akoHa "O rocyaapCTBEHHOM
COLIMAJILHOM TToMoInIn";

B cooTBeTcTBUU ¢ [lepeuneM rpymnn HaceleHUs W KaTteropui 3a0ojieBaHUM, IpU aMOyIaTOPHOM
JIEYCHUU KOTOPBIX JIEKAPCTBEHHBIE CPEACTBA U W3JENHS MEAMIIMHCKOIO Ha3HAYEHHUS! OTIYCKAIOTCS IO
perienTaM Bpauel OecryiaTHO, a Takke B COOTBEeTCTBUM C Ilepeunem rpynn HaceneHUs, INpU
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aMOyJTaTOPHOM JICYEHHH KOTOPBIX JIEKAPCTBEHHBIE CPEJICTBA OTIIYCKAIOTCS MO peLenTaM Bpayed ¢
50-TIpOLICHTHON CKHJIKOM, YTBEP)KIEHHBIMU TOocTaHoBJIeHHEeM IIpaButenbcTBa Poccuiickoit deneparuu
ot 30 urons 1994 r. N 890 "O rocynapcTBEHHON MOANEPIKKE PA3BUTHS MEAUIIMHCKON MPOMBIIIEHHOCTH
W yJAydlIeHud 00ecTieueHrs HACeICHUS M YUPEKICHUN 3IpaBOOXPAHCHUS JICKAPCTBEHHBIMH CPEACTBAMU
U U3JEIUSIMUA MEAUIMHCKOro HazHaueHus" (nmanee - IlepeuHu, yTBep)KIEHHBbIE IOCTAHOBIIEHUEM
[TpaButenscTBa Poccuiickoit @eneparuu ot 30 uromnst 1994 r. N §90).

2. UHble MEXOIOKETHBIE TpaHCHEPTHl MPEJOCTABISIOTCS B MpeaeiaX IJTUMHUTOB OOJIKETHBIX
0053aTeNbCTB, JIOBEACHHBIX B YCTAaHOBJIEHHOM IMOpsaKe 10 MuUHHCTEpPCTBA 3paBOOXpPaHEHUs
Poccwuiickoit denepanuu Kak moxyvaresis CpeicTB QenepanbHOro OJHKETa Ha MPEJOCTaBICHUE WHOTO
MeXOI0IKETHOTO TpaHcdepTa Ha 1€, YKa3aHHble B MyHKTe | HacTosimux [IpaBui.

3. Kpurepuem or6opa cyOwekta Poccuiickoit @eaepauuu s TPEAOCTABICHUS HWHOTO
MeXOIKETHOTO TpaHcdepTa sBseTcs HaIM4Yue MOATBEpkKIeHus: cyobektoM Poccuiickoit ®@enepanyu
(haKTHYECKH OCYIIECTBICHHBIX PacxXo/J0oB OrokeTa cyobekra Poccmiickoit deneparuyi, CBSI3aHHBIX C
o0ecrieueHrneM JIEKapCTBEHHBIMH IpernapaTaMu s MEIULHUHCKOTO TMPUMEHEHUs, MEIULIUHCKUMU
M3JICTMSIMU M CIICIIHATM3UPOBAHHBIMU TIPOJYKTAMH JICUEOHOTO IMHTaHUS JUIsl JIeTeH-WHBAIHMIOB Ha
Tepputopun cyobekta Poccuiickoit @eneparuu rpaxaan Poccuiickoit @enepanuy, B HENsIX, YKa3aHHBIX
B nyHkTe | Hacrosmmx I[IpaBwil, 1o yCTaHOBIEHHOW MMHHMCTEPCTBOM 3ApaBOOXpaHeHMs Poccuiickon
denepanun Gopme.

4. Wnoii MexOIOMKETHBIH TpaHC(EpT MpenocTaBiIsieTcsi Ha OCHOBAaHUHM COTJIAIICHHUS O
MIPEIOCTABIIEHUU MHOTO MEXOIKeTHOro TpaHcdepTa u3 QenepalbHOro OrKeTa OIKETy CyObeKTa
Poccuiickoit @enepanuu, 3akaouyeHHOro Munucrepctsom 3apaBooxpanenus Poccniickoit denepanuu u
BBICIIMM  MCIIOJIHUTEIbHBIM OpraHoM cyObekTa Poccuiickoit ®enepanuu, MOATOTOBIEHHOTIO
(copMHpPOBAaHHOIO) C HCIOJIB30BAHWEM TOCYJApCTBEHHON WHTErpUPOBAHHON HHG(OPMAIIMOHHON
CHCTEMBI yIIpaBlIeHHs 00LIECTBEHHBIMU (PMHAHCAMU "DJIEKTPOHHBIN OI0JDKET" B COOTBETCTBUU C TUIIOBOM
dhopwmoii, yrBepxkenHoi MunucrepctBoMm ¢punancoB Poccuiickoit deneparuu (anee - CoramieHue).

5. YcinoBueM MperoCTaBIECHUSI WHBIX MEXOIOJDKETHBIX TPAaHC(EpPTOB SBISETCS MPEACTaBICHUE B
MunuctepcTBO 3/1paBooxpanenust Poccuiickoit denepanun 3asBku cyobekra Poccuiickoit denepannu o
NEePEeYHCICHUN UHBIX MEXOIOKETHBIX TpaHCc(hepToB U3 (enepaibHOro Orw/pkera O0KeTaM CyObeKTOB
Poccuiickoit ®enepanuu Ha KOMIIEHCAIMIO pacxoaoB Orokera cyowbekra Poccuiickoit denepanuu,
CBSI3aHHBIX C OOECleYeHHueM JIeKapCTBEHHBIMHM IpernaparaMu Uil MEIUIUHCKOrOo MpPUMEHEHUs,
MEAUIMHCKUMHU U3JENUAMU U CIEUUATU3UPOBAHHBIMM TMPOAYKTAMHU JI€UeOHOrO0 TMHUTAHUS JUIs
JeTel-uHBaIuI0B rpaxnaaH Poccuiickoii @enepanuu, ykazaHHbIX B NyHKTe | Hactosummx [Ipasui, mo
dopMme, yTBepkIeHHON MuHHCTEpCTBOM 3/ApaBooxpaHeHus Poccuiickoit denepanuu, NOANUCAHHON
BBICIIMM JIOJDKHOCTHBIM JIMIIOM cyObekTa Poccuiickoit dexepanuu WIM TpeAceAaTeNIeM BbICIIETO
HCIIOTHUTENIBHOTO OpraHa cyobekTa Poccuiickoit Deaepannn (nanee - 3asiBKa).

3asBKa MNpEaACTaBJAICTCA JBa pas3a B I'oJd HE IMO3JHEC 15 mions u 15 HOSIGP}I TCKYLICTO roaa
COOTBETCTBCHHO.

6. Ilepeuncienne MHBIX MEXOIOIKETHBIX TPAaHC(EPTOB OCYIIECTBIIETCS Ha Ka3Haueickue cuera,
OTKPBITBIE TEPPUTOPUATBHBIM OpraHam deepaibHOrO Ka3Ha4YecTBa, A OCYUIECTBICHUS U OTPAKEHUS
oIiepaluil o y4eTy ¥ paciupeleleHUIO MOCTYIIIEHU.

7. Pazmep WHOro MEXOIJKETHOTO TpaHcdepTa, MPEAOCTaBIIEeMOro OIOKETy 1-To CyOBheKTa
Poccuiickoit @eneparuu (Si), onpeaensercs mo hopmyie:
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N, - konmuecTtBo rpaxnaH Poccuiickoli ®@exepanuu, OOECIEUEHHBIX JIEKAPCTBEHHBIMHU
npenaparamMu, MEIUIIMHCKUMU H3JCIUSIMH U CHCIUATM3UPOBAHHBIMH MPOJIYKTAMH JICUEOHOTO MUTAHUS
JUIsL IeTeH-UHBAMOB B COOTBETCTBUU C MyHKTOM | wactu 1 crarbu 6.2 @epepanpHoro 3akona "O
roCyJ1apCTBEHHOM COIMAIBHOM MOMOIIH", YEIOBEK;

Vi - cpenHee 3HaueHue 3arpar i-ro cyOwbekta Poccuiickoir ®Dexepannu Ha OJHOTO Tpa)KIaHUHA
Poccuiickoit @enepannu, He IPEBbILIAIOIIEE CYMMY, CKJIQJbIBAIOIIYIOCS U3 YCTAHABIMBAEMOI'0 €KETr0IHO
[IpaButensctBoM Poccuiickoit ®enepaunn B coorBeTcTBUU co craTheil 4.1 denepanbHoro 3axona "O
rOCyJapCTBEHHON couManbHOM mnomomu" HopMaTuBa (UHAHCOBBIX 3aTpaT B MeECSI Ha OJHOTO
rpakJaHWHA, TOJTYYalOUIeT0 TOCYIapCTBEHHYIO COLMAIBHYIO MOMOIIb B BHJE COLHAIBHON YCIYTH IO
00€CIeYeHNI0 B COOTBETCTBUU CO CTaHAapTaMU MEIUIIMHCKON MOMOIIH 10 pelenTtam Bpaya ((enpamepa)
JICKAPCTBCHHBIMU IIpCIiapaTaMu A MCIAUIHUHCKOI'0 MPUMCHCHUA, MCAUIWMHCKUMHU U3JCIUAMU, a TAKIKC
CHELUAIM3UPOBAHHBIMU TPOJYKTaMHU JICUEOHOTO MUTaHMUS A JIeTeH-WHBAIUJOB, M pa3Mepa MHBIX
MEXOIODKETHBIX TPaHC(PEPTOB HA OJHO JIMIO, KOTOpOoe BKIOUEeHO B DepepaibHBId pPErucTp JIHI,
UMEIOIIUX [PAaBO HA NOJYYEHUE TOCyNapCTBEHHOW COLMAIBLHOW MOMOIIM, U KOTOPOE MMEET MpaBoO Ha
MOJIy4eHUE TOCYJAPCTBEHHON COIMAIBHOM MOMOIIU B BUAE COIUMAIBHOW YCIYyTd B YacTH 00ECIICUEHUS
HEOOXOJMMBIMU JIEKAPCTBEHHBIMHU IIpernaparaMu JUIsi MEAMLMHCKOTO IPUMEHEHHS, MEIULMHCKUMHU
HU3CINAMHU, a4 TAKIKC CIICHUAIIM3UPOBAHHBIMU MPOAYKTAMU JIEYeOHOT'0 MUTAHMS JIIsA I[GTCﬁ-HHBEUIHI[OB,
pyouei;

Mi -  KOJINYECCTBO Fpa)KI[aH, O6CCHC‘ICHHI)IX J'IeKapCTBeHHI)IMI/I Cpe)ICTBaMI/I n HU3acinusiMu
MEAUIIMHCKOTO Ha3HAuYeHUs B COOTBETCTBUM C IlepeyHsiMU, YTBEp)KIEHHBIMH IOCTAaHOBIEHUEM
[TpaBurtenscTBa Poccuiickoit deneparuum ot 30 uromnst 1994 r. N 890;

Wi - cpennee 3HaueHue 3arpar i-To cyowbekta Poccuiickoit @enepanun Ha OJHOTO T'pa)<JIaHUHA
Poccuiickoit deneparuu, 00€CIIEUEHHOTO JIEKAPCTBEHHBIMH CPEJICTBAMH U W3JCITUSAMH MEIUITTHCKOTO
Ha3Ha4YeHUs] B COOTBETCTBUU C llepeuHsmu, yTBEpKIE€HHBIMU TMOCTaHOBIeHHEM IIpaBuTenbcTBa
Poccuiickoit @eneparuu ot 30 utonst 1994 r. N 890.

8. OO pa3Mep UHBIX MEKOIOKETHBIX TPAHCPEPTOB, MPEAOCTABISEMBIX OIOKETaM CyObEKTOB
Poccuiickoit @enepanuu (Soow), onpeaensercs no popmyie:
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I7Ie N - KoIu4ecTBO CcyOownekToB Poccuiickoit deneparuu - moiydyaTeneld MHBIX MEXOHOIKETHBIX
TpaHchepToB.

9. PacnpeneneHue WHBIX MEXKOIOKETHBIX TpaHCHEPTOB MEXIy OrKeTaMH CyOBEeKTOB
Poccuiickoit ®eneparum yreepxaaerca akroM [IpaButenscrBa Poccuiickoit denepannm.

10. Muadopmanus o pasmepax M CpOKax NEpEUHCICHUS HHBIX MEKOIOIKETHBIX TpaHchepToB
y4HUTBIBaeTCS MUHHUCTEPCTBOM 37ApaBooxpaHeHus Poccuiickoit @Penepanuu 1npu  (HOPMHUPOBAHUH
MPOrHO3a KAaCCOBBIX BBILIAT U3 (eAepalibHOTO OI0KeTa, HEOOXOAUMOTO [UIsl COCTaBIICHUS B
YCTaHOBJICHHOM TTOPSIIKE KACCOBOTO IJIaHA UCTIOTHEHUS (eIepaIbHOTO OI0KETa.

11. OTBETCTBEHHOCTh 3a JOCTOBEPHOCTH MPEACTABIAEMBIX B MHHHMCTEPCTBO 3ApPAaBOOXPAHEHUS
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Poccuiickoit ®enepanyy CBEIECHHUM, NPEAYCMOTPEHHBIX HacTosmumu [IpaBuiaMu, Bo3naraercss Ha
BBICIIIE MCTIOJHUTEIILHBIE OpTaHbl CyObekToB Poccuiickoit denepanuu.

12. B cnyuae HapymeHus cyObekTom Poccuiickoit ®exepanuu 1eneld, yCTaHOBJICHHBIX TIpU
IIPEJOCTABICHUN HHBIX MEKOIOKETHBIX TpaHCc(epToB, K HEMY IPUMEHSIOTCS OOIKETHbIE Mepbl
IIPUHYX/IEHUSI B COOTBETCTBUU C OIOJKETHBIM 3aKOHO1aTeNbcTBOM Poccuiickoit denepanui.

13. Kontpousb 3a coOM0I€HUEM YCIOBUIM MPENOCTAaBICHUS MHBIX MEXOIOJKETHBIX TpaHC(hepTOB
ocyuiecTBisiercss MuHHCTEpCTBOM 31paBooxpaHeHus Poccuiickoin denepaun B COOTBETCTBUU C
COTJIALICHUSIMH, a TAKXKE YIOJHOMOYEHHBIM OPraHOM T'OCYJIapCTBEHHOTO (PMHAHCOBOT'O KOHTPOJISL.




