IMPABUTEJIBCTBO POCCHUVMCKON ®EJIEPALIMA

ITOCTAHOBJIEHUE
ot 18 centadps 2024 r. Ne 1276

MOCKBA

00 0co0eHHOCTAX NMPeA0CTABJIEHUS OT/IeJIbHBIM KATErOpusiM
IrPakJaH COIMATBLHBIX TAPAHTHIl B BU/Ie 00eceYeHus
JIEKAPCTBEHHBbIMH MpenapaTamMmu JJIs MeIUIIMHCKOTr0 IPUMeHeH s,
MeTUIMHCKUMHY U31eJTUAMHU U CHeNUATU3NPOBAHHBIMHU
NMPOAYKTAMH Jie4eOHOTr0 MUTAHMS JJIS 1eTeil-NHBAJIU/I0B

IIpaBurenbcTBO Poccuiickon @enepaimn 10 CTAHOBJA A €T :

1. YcranoButh, uTo TrpaxaaHe Poccuiickoii ®enepainuu, MNOCTOSHHO
MPOKMBAIOIINE Ha Tepputopusix benropoxackoit obnactu, bpsiHckol obmactu
n Kypckoii o6mactv, BBIHYXXICHHO TIOKMHYBIIHE YyKa3aHHbIE CYOBEKTHI
Poccuiickoii ®deneparnuu, oOecTeUMBAIOTCS JICKAPCTBEHHBIMHU IperapaTaMu
TUTSt MEIULUHCKOTO MIPUMEHEHMUS, MEJIUIIMHCKUMU 171631 (111260905
Y CTICIMATM3UPOBAHHBIMU MTPOAYKTAMU JIEYEOHOTO MTUTAHUS JJIs IETeH-UHBATINIOB
Ha TeppuTopun Pocculickoit ®enepanuu B Teuenue 2024 - 2025 roos:

B COOTBETCTBUHU C MyHKTOM | yactu 1 ctathu 6° denepaabHOrO 3aKoHA
"O rocyapCcTBEHHOM COIMAIbHOU oMo',

B COOTBETCTBUM C IlepeyHeM Trpynm HaceleHUST U KaTeropui
3a0osieBaHuM, MpU aMOYyJIaTOPHOM JICUEHUH KOTOPBIX JIEKAPCTBEHHBIE CPEACTBA
U W3AENHs MEIUIHMHCKOTO HAa3HAYEHHsS OTMYCKAKOTCSA IO pEUenrtaM Bpadei
OecruiaTHO, a TakXke B cooTBeTcTBHUM ¢ IlepeuyneM rTpynnm HaceJeHUs,
py aMOYyJIaTOPHOM JICUEHUH KOTOPBIX JEKAPCTBEHHBIE CPEJICTBA OTITYCKAIOTCS
Mo peuentam Bpaded ¢ 50-IpOLIEHTHOM  CKUAKOW, YTBEPKICHHBIMU
nocra”HoBjeHueM IIpaButenbctBa Poccuiickoit @eneparuu ot 30 urons 1994 r.
Ne890 "O rocymapcTBEHHOM  TONJEPKKE  pPa3BUTHS  MEAULUHCKOMN



MPOMBIIUIEHHOCTH M YJIYYIIEHUH OOECNedYeHUs] HACEJICHHs W YUpexIACHUI
3/IpaBOOXPAHEHUs JIEKAPCTBEHHBIMHU CPEACTBAMU M HM3ACIHUSIMHU MEIULIMHCKOTO
Ha3Ha4YeHUs '

2. YTBepauth npuiaraemeie [IpaBuiia npenocraBnenus u3 QenepaibHOTO
Oromkera OromkeTaM cyobekToB Poccmiickoit denepaiinyl MHBIX MEKOOKETHBIX
TpaHC(EpPTOB Ha KOMIICHCAIIMIO pPACXOJ0B, CBSI3aHHBIX C OOEcreYeHUueM
JEKapCTBEHHBIMU  TpernapataMd  JJId  MEJUUUHCKOIO0  IPUMEHEHUs,
MEIUUUHCKUMH U3JIETUSAMU U CIIELHAIM3UPOBAHHBIMU MPOJAYKTAMH JIEUEOHOTO
MUTAHUSA JUIsl 1€TeH-UHBAIMOB, OTACIbHBIX KaTerOpuid IpakKIaH.

3. ®uHaHCOBOE O0O€ECIeUEeHNE MEPONPHUITHI, CBA3AHHBIX C pean3aluen
HACTOSAIIETO MOCTAHOBJICHHSI, OCYIIECTBIISIETCS 32 CUET CPENCTB (penepasbHOTO
OroKeTa.

4. MuHucTtepcTBy 31paBooxpanenus Poccuiickoit @enepanuy yTBEpIaUTD
B 30-gHEBHBIN Ccpok QopMy 3asBKH cyObekTa Poccmiickoit ®Deneparimn
O TIEPEYMCICHHH WHBIX MEXOIO/DKETHBIX TpaHchepToB w3  (emepaibHOTO
Oromkera OromkeraM cyobekToB Poccuiickoit @enepan Ha KOMIICHCAITHIO
pacxo/;oB, CBSI3aHHBIX C OOECMEYeHHeM JICKapCTBEHHBIMHU TperapaTamu
TUISI MEIUIUHCKOTO IPUMEHEHUS, MEIUIUHCKUMHU U3JIETUSMHA
Y CHELMAIU3UPOBAHHBIMU MPOYKTAMU JIEYEOHOTO MUTAHUA JJIs1 I€TEH-UHBATIUIOB
OTIEIBHBIX KaTeropuid TpaxJaH, YyKa3aHHbIX B IIyYHKT€ | HacTOSILIEro
MTOCTaHOBJICHHS.

S5.Ilynktel 1, 2 w 3 HacTOSIIEr0 MOCTAHOBJIEHHUS PACITPOCTPAHSIOTCS
Ha MMPaBOOTHOUIEHUS, BOSHUKIINE C¢ 8 aBrycra 2024 r.

AOKYMEHT MOAMUCAH
OAEKTPOHHOW NOAMUCHIO

HpeﬂCeHaTeHL HpaBHTeHBCTBa 4E‘.‘OB48ACQB4A4793191877D128ED7D62
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YTBEPXJIEHbBI

nocra”oByieHueM [IpaBurenbcTBa
Poccniickoit @enepannn
ot 18 cents0ps 2024 r. Ne 1276

IHNPABUJI A

npepocTaBjeHus U3 (peaepanbHOro 0101xKeTa Or01KeTaM Cy0beKTOB
Poccuiickoii ®eaepanuy HHbIX Me:KOIOIKETHBIX TPpaHcpepTOB
HA KOMIICHCAI[UIO PACX0/10B, CBA3AHHBIX ¢ 00ecIeYeHHEeM JIeKapCTBEHHBIMH
npenaparamMu AJsi MEAMIMHCKOI0 NPUMEHEHHUs, MeAUIIMHCKUMU
H31eTUSAMH U CHIeHAJIM3HPOBAHHBIMHY IIPOAYKTAMHU JIE4eOHOI0
NUTAHUSA IS AeTe-HHBAJINAO0B, OTAEJbHbBIX KaTeropuii rpamaaH

l. Hacrosamme IlpaBuia  ycTaHaBIMBAIOT TMOPSAOK M YCIIOBUSA
npefocTtaBieHus U3 (denepambHOro  OrojpKeTa  OlOJDKETaM  CyOBEKTOB
Poccuiickon denepaunuu VHBIX MEKOH0IPKETHBIX TpaHchepToB
Ha KOMIIEHCAlMIO (PAKTUUECKH OCYIIECTBICHHBIX PacXOJ0B OOKETOB
cyobekToB  Poccuiickoit  depeparuu, CBA3aHHBIX ¢ obOecmeyeHuem
JIEKapCTBEHHBIMU npernaparamu TUISt MEJIMIIMHCKOT'O MIPUMEHEHMUS,
MEIUIMHCKUMH M3JEIUSIMUA W CIICIUATU3UPOBAHHBIMU TPOIYKTAMU JIe4eOHOTO
NATAaHUS IS JIETeU-UHBAIMIOB Ha Tteppuropun Poccuiickon @enepanuu
rpaxaaH Poccuiickoit @enepannii, NOCTOSSHHO MPOKUBAIOIIUX HA TEPPUTOPHUIX
benroponckoit  obnmactu, bpsHckoit  oOmactu  u Kypckoit  oGmactu
U BBIHYXKJICHHO TMOKHHYBIIMX yKa3aHHbIe CyObeKThl Poccuiickoit ®denepanuu
(manee - ©HBIE MEKOIOKETHBIE TPAHCHEPTHI):

B COOTBETCTBUHU C IyHKTOM | yactu 1 crateu 6° denepajabHOro 3aKoHa
"O rocy1apCcTBEHHOM COIMAIbHON omMomu",;

B COOTBETCTBMM ¢ IlepedyHemM Trpyln HaceleHUs U KaTeropui
3a00J1€BaHUH, IPU aMOYJIATOPHOM JICUCHHH KOTOPBIX JICKAPCTBEHHBIE CPEJICTBA
U U3JEIUd MEIULIMHCKOTO Ha3HA4YEHUs] OTIYCKAIOTCA IO pelenTaM Bpadei
OecrlaTHO, a TakXKe B COOTBETCTBHMM ¢ IlepeuyHeM rpymnm HacelIeHHUS,
npu aMOyJIaTOPHOM JISYEHUU KOTOPBIX JICKAPCTBEHHBIE CPEICTBA OTIYCKAIOTCS
no peuentam Bpaded ¢ SO-MPOLEHTHONW CKUAKOW, yTBEPKIAECHHBIMHU
noctaHoBieHueM IIpaButenbctBa Poccuiickoin @eaepauuu ot 30 uronst 1994 r.
Noe 890 "O rocymapcTBeHHOM  TMOAAEPKKE  pPa3BUTUSL ~ MEIUIMHCKOU



MPOMBIIUIEHHOCTH M YJIYYIIEHUH OOECNedYeHUs] HACEJICHHs W YUpexIACHUI
3/IpaBOOXPAHEHUs JIEKAPCTBEHHBIMHU CPEACTBAMU M HM3ACIHUSIMHU MEIULIMHCKOTO
Ha3HaueHua"  (manee -  IlepeuHu,  yTBEpXKACHHBIE  IMOCTAHOBJICHHEM
IIpaButenscTBa Poccuiickoit @enepaunu ot 30 urons 1994 r. Ne §90).

2. npie MexOrmKeTHBIE TpaHC(HEpTHl MPEAOCTABISAIOTCS B Mpeaesax
JUMHUTOB OIOKETHBIX 0053aTENbCTB, JOBEICHHBIX B YCTAHOBICHHOM MOPSAIKE
10 MunucrepctBa 3apaBooxpanenus Poccniickon denepannn Kak MoJIydaTens
cpencTs (enepambHOro OMOKETa Ha MPEJOCTaBICHNE MHOTO MEKOIOIKETHOTO
TpaHc(epTa Ha 1IeJId, YKa3aHHble B TyHKTe | Hactosmux [IpaBui.

3. Kpurepuem otbopa cyObekTa Poccutickon denepanuu
IJIS TIPEIOCTABIICHUS WHOTO MEXOIO/DKETHOTO TpaHc(hepTa SBISETCS HaIHune
noATBepkaeHuss  cyobektoM  Poccuiickoit  ®enepanuu  (paKTHUECKH
OCYILIECTBJICHHBIX pacxo/oB Orwmkera cyObekta Poccuiickoit ®deneparuu,
CBSI3aHHBIX C O0ECIEUEHUEM JIEKAPCTBEHHBIMU NpErapaTamMu Uil MEAUIIMTHCKOTO
NPUMEHEHUs, MEIMLUMHCKUMU  M3JAENMSIMU U CHEUUATU3UPOBAHHBIMHU
NPOJYyKTaMU JIEYEOHOTO TUTaHUS JUIS JeTeH-MHBAJIUAOB Ha TEPPUTOPUHU
cyowekta Poccuiickoit ®enepammm  Tpaxaan Poccuiickoit  Deneparum,
B IEJIIX, yKa3aHHbIX B NyHKTe | Hacrosmux [IpaBwi, mo ycTaHOBIEHHON
MunucrepctBoM 3apaBooxpanenus Poccuiickoit @eneparuu Gopme.

4. lnoit MexO0/KETHBIN TpaHC(epT MPeroCTaBIACTCS HA OCHOBAaHUHU
COrJAllleHHs] O NPEIOCTaBIEHUHM HMHOr0 MEXOIIKETHOrO TpaHcdepTa
u3 (QenepanpHoro OfOmKeTa OrOMKeTy cyOBhekTta Poccuiickoit denmeparum,
3aKJIFOYEHHOT0 MuHHCTEpCTBOM 31paBooxpaneHuss Poccuiickonn @enepanuu
¥ BBICIIMM HCIIOJHUTENBHBIM oOpranoM cyOwekta Poccuiickoit denepammn,
MOATOTOBJIEHHOTO (C(HOPMUPOBAHHOTO) C HCHOJb30BAHUEM TOCY/IapCTBEHHON
WHTETPUPOBAHHOW WH(OPMALMOHHONW CHCTEMBI YIPaBJICHUS OOIIECTBEHHBIMU
¢bunancamu "DNEKTPOHHBIA OOKET" B COOTBETCTBUU C THIIOBOM (hopmoi,
yTBepKAeHHOW  MmunnctepctBom  ¢unancoB  Poccuiickoit ~ denepamun
(manee - cornaimieHue).

5. YcnoBueM MpenoCTaBIECHHMS MHBIX MEXOIOIKETHBIX TpaHchepToB
ABJISIETCA TpeAcTaBiIeHMEe B MMHHUCTEPCTBO 3ApaBooxpaHeHus Poccuiickon
®enepannu 3asiBku cyObekTa Poccuiickoit denepannu 0 nmepeurncIeHUN UHBIX
MEXOIODKETHBIX ~ TpaHcPepToB w3  (emepampHOro OrokeTa OromKeTaM
cyonekToB Poccuiickoit Demeparii Ha KOMIICHCAITUIO PAaCcXOJ0B OIOKETa
cyonekra  Poccumiickoit ~ @depepanum,  CBA3aHHBIX C  OOCCTICYCHHEM
JEKapCTBEHHBIMU  TpernapataMd  JJId  MEJUUUHCKOIO0  IPUMEHEHUs,
MEIUUUHCKUMHU W3ACIUAMH U CHEIHATU3UPOBAHHBIMU MPOAYKTAMHU JIEUEOHOTO
MUTaHUS JUIA JETeU-UHBAIUAOB rpaxkaad Poccuiickon Penepannyn, yKa3aHHBIX



B nyHkTe 1 Hacrosmux IlpaBui, no dopme, yTBepKIeHHOH MUHUCTEPCTBOM
3apaBooxpaHeHus  Poccumiickoir ~ ®enepanuy,  NOANKWCAHHOM  BBICIIUM
JOJKHOCTHBIM JIMLIOM cyObekTa Poccuiickoit denepanuu win npenacenaTenem
BBICIIIETO MCITOJTHUTEILHOTO Oprana cyonrekTa Poccniickoit denepanunu (manee -
3a5BKa).

3asBKa TPEICTABIIACTCS IBa pa3a B roj He To3aHee 15 uroHs u 15 HOsSOps
TEKYLLIEro IoJla COOTBETCTBEHHO.

6. [lepeuncnenne MHBIX MEXOIOKETHBIX TPAHCPEPTOB OCYIIECTBISETCS
Ha Ka3Ha4elCKue cuera, OTKPBIThIE TEPPUTOPHAIBHBIM opraHaM denepaabHOro
Ka3HAyeilcTBa, MJs OCYILIECTBIEHUS MW OTPAXEHUs ONepaluid IO Yy4Yery
U paclpeieICHUIO TOCTYIICHUM.

7. Pazmep wHOro MeEXOMKETHOTO TpaHchepTa, NPEIOCTABIIEMOTO
Oromkery 1-ro cyOwekra Poccuiickoir ®Depepammm (S;), omnpenemsieTcs
o ¢popmyie:

Si:NiXVi+MiXWi7

rJe:
N; - konnuectBo rpaxnaaH Poccuiickoit ®enepannu, oOecHeUeHHBIX
JIEKapCTBEHHBIMU npernaparamu, MEIHUITMHCKHUMH H3JICTUSIMU "
CIIeLIMATIM3UPOBAHHBIMU MPOAYKTaMU J1€e4e0HOr0 MMUTaHUS JUTS
JEeTEeH-UHBATUIOB B COOTBETCTBHM C MyHKTOM | dwactu 1  crarbu 67
®enepanbHOro 3akoHa 'O rocy1apCTBEHHON COUAIIBHOM MTOMOIIH", YEIIOBEK;
V; - cpenHee 3HaueHue 3arpaT 1-ro cyOwnekra Poccuiickoit denepanyu
Ha oJHOro rpaxaanuHa Poccuiickoit denepainun, HE MPEBBIIIAIOIIEE CYMMY,
CKJIQIBIBAIONIYIOCST U3  yCTaHaBJIMBaemMoro exerojgHo IIpaBurenscTBom
Poccwuiickoit @eepalini B COOTBETCTBUU €O cTaTheil 4! denepalibHOrO 3aKoHA
"O rocynapCTBEHHOH COIMAJIBHONW MOMOIIM" HOpMaTHBa (PMHAHCOBBIX 3aTpat
B MeCSll Ha OJHOIO TpaXJaHWHA, MOJIYYaloUIEro ToCyAapCTBEHHYIO
COIMAJILHYIO TIOMOIb B BHJC COIMAJBLHONW YCIAyTH TI0 00ECTICYCHUIO
B COOTBETCTBUHU CO CTaHJApTaMH MEIMIIMHCKOM IMOMOIIM IO pElentaM Bpada
(benpammepa) JeKapCTBEHHBIMU TIpenapaTaMu JUIsl MEAUITMHCKOTO TPUMEHEHHS,
MEIUIIMHCKUMHU HU3JEIUAMHU, a TakXKe CIEIUaTU3UPOBAHHBIMUA MPOJAYKTAMHU
Je4eOHOTO MUTAHUA ISl JeTel-UHBAIUIOB, U pa3Mepa MHBIX MEKOIKETHBIX
TpaHcepToB HA OJHO JIUI0, KOTOPOE BKJIIOUCHO B DeepallbHBIM PETUCTp JIUII,
MMCIOIIMX TPaBO HA IOJYy4YEHHE TOCYJAapCTBEHHON COIMAIbHOM MOMOIIIH,
1 KOTOPOE MMEET IMPABO HA MOJYyYEHUE TOCYAAPCTBEHHON COIMAIbHON MOMOIIU
B BHJC COIMAJBLHOM YCIAYTM B 4YacTH OOECIEeUeHUs] HEeOoOXOIUMBIMU



JICKaPCTBCHHbBIMU npcrnaparamMmu JIIA MCAUITMHCKOI'O IMPUMCHCHUA,
MCIWIUHCKUMH M3JICIUAMHU, a TaKXC CICHHAIIN3UPOBAHHBIMU IIPOAYKTAMHA

7e4eOHOro MUTaHusA JUIsl 1€TeH-UHBAIMIO0B, pyOJIei;

M; - KOIM4ecTBO rpak1aH, 00ecreyeHHbIX JIEKAPCTBEHHBIMH

CPEACTBAMH UM M3JEIUSMH MEJIUIMHCKOIO HAa3HAYEHUs B COOTBETCTBHUHU
¢ Ilepeunsimu, yTBEpkKIEHHBIMU MOCTaHOBJIeHUEM [IpaBuTtenbcTBa Poccuiickon
®enepanyu ot 30 uronig 1994 r. Ne §90;
W, - cpennee 3HaueHue 3arpar i-ro cyOwsekra Poccuiickoit ®eneparuu
Ha oaHoro rpaxaaHuHa Poccuiickoii ~ ®enepanuu, 00€CIEUYEHHOTO
JEKapCTBEHHBIMH CPEACTBAMHM M H3JCIUSAMH MEIULIHUHCKOIO Ha3HA4YEeHUs
B coorBercTBUM ¢  llepedHsimu,  yTBEpPXKACHHBIMHU  ITOCTAHOBIICHUEM
[IpaBurenscTBa Poccuiickoit @enepannu ot 30 urois 1994 r. Ne 890.

8. OOmmit pasmep WHBIX MEXOHODKETHBIX TpaHCc(epToB,
NIPEOCTAaBIACMBIX Oo/pKeTaM CyOBekToB Poccmiickoit ®eneparmn (S,g,),

OIIPCACIIACTCA 110 q)OpMyJIe:
_ n
So6m - Zizlsio

re n - KoJn4ecTBO cyobekToB Poccuiickoit denepanuu - mosydaTenei
HHBIX MEXOIO/KETHBIX TPaHCHEPTOB.

9. Pactipeniennenrie  MHBIX ~ MEXKOIOUKETHBIX  TPAaHCPEPTOB  MEXKIY
OromxeTaMu  cyOnekToB Poccuiickoit denepanuu  yTBEp)KAaeTcs aKTOM
[IpaButenbcTBa Poccuiickon denepanumu.

10. Uadopmaruss o0 pasMepax H CpOKax [MEPEUYHCICHUS HWHBIX
MEXKOI0IKETHBIX TpaHchepToB YUUTBHIBAETCS MuHucTEpCTBOM
3napaBooxpaHenus Poccuiickoit ®denepanuu npu GOpMUPOBAHUM IIPOTHO3A
KAaCCOBBIX BBIIIAT U3 (peiepaabHOro OI0IKeTa, HEOOXOAUMOTO JIJIsl COCTaBICHUS
B YCTAHOBJIEHHOM IOpSJAKE KacCOBOr0O IIJJaHA HWCIOJHEHUs (enepaabHOro
OroKeTA.

11. OTBETCTBEHHOCTH 3a JIOCTOBEPHOCTh MIPEACTABIISIEMBIX
B MunucrepcTtBo 3apaBooxpaHeHus Poccuiickonn @Penepanuu CBEICHUMU,
MPEAYCMOTPEHHBIX HactoAmnMHu [IpaBunamMu, Bo3maraercss Ha  BBICHINE
HCIIOJHUTEIbHBIE OpraHbl CyobeKTOB Poccuiickoii denepanuu.

12. B cnyuyae HapymeHus cyobekToM Poccuiickoit deneparuu 1enei,
YCTAaHOBJICHHBIX MpPHU MPEAOCTABICHUH HHBIX MEXKOIKETHBIX TpaHC(PEPTOB,
K HEMY MPUMEHAIOTCS OIO/DKETHbIE Mephl TMPUHYKACHHS B COOTBETCTBUU
¢ O10KETHBIM 3aKOHOAaTeNhCcTBOM Poccuiickoit denepariuu.



13. KouTpons 3a COOMIOEHWEM YCIOBUN TPEIOCTABICHUS WHBIX
MEKOTOTKETHBIX TpaHchepToB OCYILIECTBIISIETCS MuHucTEpCTBOM
3apaBooxpaHenus: Poccuiickoii denepanuu B COOTBETCTBUU C COTJIAIIEHUSMU,
a TaKkKe YIOJTHOMOYEHHBIM OPraHOM T'OCYIapCTBEHHOTO (DMHAHCOBOTO KOHTPOJISL.




