HOACHUTEJIBHASA 3AIIUCKA
K npoekty nocranonjeHus [lpaBurenncrBa Cankr-Ilerepoypra «O BHeceHUn

u3MeHeHuil B mocranojienne [lpasureabcrBa Cankr-IlerepOypra
ot 09.07.2015 Ne 563»

[Ipoext mnocranoBnenus IIpaButenscTBa Cankt-lIleTepbypra «O BHeceHUHU
n3MeHeHui B nocranoneHue [lpaBurenscrBa Cankt-IleTepoypra ot 09.07.2015 Ne 563
«O mepax no peanmzauuu raBel 17 «ConuanbHas MOAAEPKKA OTIACIbHBIX KaTEropui
JIUI] B 9acCTH OOeCIeueHUsl JIEKapCTBEHHBIMU TIpenapaTaMu, MEAUITMHCKUMU U3JICTTUIMH,
a Takke OECIUIaTHOTO0 M3TOTOBJIEHUS W PEMOHTa 3yOHBIX MpoTe30B» (nmanee — [Ipoekr)
pa3paboran KomurteTom 1o 3apaBooxpaHeHuto (nanee - KoMuTeT) B 1eNsIxX pearn3anun
3akona Cankt-IlerepOypra ot 03.11.2023 Ne 616-125 «O BHeceHnn u3MeHEHUH B 3aKOH
Cankr-IlerepOypra «Coumanbhbii  kogekce Cankt-IlerepOypra» (mamee — 3akoH
No 616-125).

3akonom Ne 616-125 B Coumanbubeiii kogekc Cankt-IletepOypra BHeCEHBI
W3MEHEHUS, MPEAyCMATPUBAIONINE AOMOJHUTEIBHYIO MEPY COLMAIbHOM MOIACPKKH
JETIM-UHBAIMAAM, HY>KJIAIOIMMCS 110 KU3HEHHBIM MOKa3aHUSIM B CIICHIMATU3UPOBAHHBIX
MpPONYKTaX JIeYeOHOTO MHUTaHUs, HE BXOASINIMX B COOTBETCTBYIOLIMU CTaHAAPT
MEJIUIIMHCKON TMOMOIIM WIM HE MPEAYyCMOTPEHHBIX COOTBETCTBYIONIEH KIMHUYECKOU
peKoMeHaaIuel (1anee — Mepa MmoIaAepPKKHN).

[Ipoextom ycranaBnuBaercsa [lopsiiok mpegocTaBieHUs: AETSIM-UHBAIUIAM MEPbI
NOJIEPKKH 10  (puHAHCHpOBaHUIO 3a cueT cpenactB Owomkera Cankr-IlerepOypra
pacxoJioB, CBSA3aHHBIX C MPEAOCTABICHUEM CIEIIUATU3UPOBAHHBIX MPOAYKTOB JI€YEOHOTO
NMUTaHus, B Tpeaeax HOPMaTUBOB  (WHAHCHUpOBaHUSA  pPacXOIOB  OrojKeTa
Cankt-IlerepOypra Ha mpemoCTaBICHHE CIECIHAIM3UPOBAHHBIX MPOIYKTOB JIEYEOHOTO
MUTaHUS Ha COOTBETCTBYIONINI (PMHAHCOBBIN T'OJI, €KETOTHO yTBepkaaeMbIx KomuteToM
0 SKOHOMHYECKOH MOJIMTHKE U CTpaTernuyeckomy mianupoBanuto Cankr-IlerepOypra.

[Ipoexrom yTBepxkaaetcs [lepeueHsb crieruain3upoOBaHHbIX MTPOIYKTOB JIEUEOHOTO
NUTAaHUS. TPENOCTABISIEMbIX JETAM-UHBAIUAAM, HMMEIOIMIUM MECTO KUTEIbCTBA
B Cankrt-IlerepOypre, HYXJAI0IUMCS 10 JKU3HECHHBIM MMOKa3aHUsIM
B CICUHUATM3UPOBAHHBIX  MPOAYKTaX  JIEYEOHOro  THUTAaHMs, HE  BXOASAIINX
B COOTBETCTBYIOIIMWA CTaHAAPT MEAMIIMHCKOW MOMOIIM WM HE NPEeIyCMOTPEHHBIX
COOTBETCTBYIOIIEH KIIMHUYECKOW PEKOMEHAAIMEN, COCTOSIIMM HA JTUCIAHCEPHOM Yy4YeTe
B MEAMIMHCKUX OpPraHU3alUsIX.

[IpenocraBinenue  AETAM-MHBAIUJAM  MEpPbl  TOAJEPKKA  OCYIIECTBIISIETCS
B COOTBETCTBHHM C 3aKIIOYCHHEM BpavyeOHON KOMHUCCHU MEIUIIMHCKOW OpraHU3aIlNH,
cojepanM HWHOOPMAIUIO O HYXKIAeMOCTH peOCHKa-WHBAIMAA TI0 >KU3HEHHBIM
MOKa3aHUsAM B CICIHAIM3UPOBAHHBIX MPOAYKTaX JICUEOHOTO MHUTAHUSA, HE BXOJSIIUN
B COOTBETCTBYIOUIMM CTaHJAPT MEJAUIMHCKOM ITOMOIIM WM HE IPEIyCMOTPEHHBIN
COOTBETCTBYIOIIEH KIIMHUYECKOW PEKOMEHIAIUEH.

KomutreTom mpopaboran  Bompoc  oOecleueHus  ClelUaTn3UupPOBAHHBIMU
MPOJYKTaMH JIeUeOHOTrO MUTaHMs JAETeH-MHBAJIUIOB B paMKax pabOuux COBEHIaHUM
COBMECTHO c poHILHEIMU I'JIaBHBIMHA BHEIITATHBEIMH CIICIMAJINCTAMH
U PYKOBOJUTEIAMU MEIUIMHCKUX YUYPEXKJICHHN cTalMoHapHoro tuma. B xoxe
MOHUTOPUHTAa - BBISBIEHO 192 peOeHka-wHBaIUAa, KOTOPHIM IO >KMU3HEHHBIM
MOKA3aHUSIM HA3HAYEHO K NMPUMEHECHHIO CIICIHATU3UPOBAHHOE JIeUeOHOE MHUTAHHE, TPU
ATOM 3a CYET CPeACTB (helepalbHOTO M PETHOHAIBHOTO OIO/PKETa OHM HE MOTYT OBIThH
UM oOecriedeHbl B CHJIy OTCYTCTBHSL y HHX 3a00J€BaHMN TPETyCMOTPEHHBIX



nocraHoBieHueMm IlpaBurensctBa Poccuiickoit ®enepamuu ot 09.04.2015 Ne 333,
3akonom Cankt-Ilerepbypra ot 09.11.2011 Ne 728-132 «ComuanbHbelii KOACKC
Cankr-IlerepOypray.

JIOMOTHUTENFHO BAXXHO OTMETUTH, YTO HYTPULMOHHAS TOJJAEPXKKA SBISETCS
COCTaBHOM  YacThl0  TEpanmuud  MALUEHTOB. [Ipumenenne  KOMILJIEKCHOTO,
KOMOHMHHUPOBAHHOTO M0/IX0a K (POPMHUPOBAHUIO JIEYEOHOTO pallioHa B HACTOSIILEE BPEMs
CTaJo 00sI3aTeNbHBIM YCIOBHEM (PPEKTUBHOTO JIeueHus1 U peadunmuranuu. Oprannsanus
HYTPUIIMOHHOW TOJEPKKH Ha JTamax aMOYIaTOpHOTO Jie4eHusi OyAeT HampaBJieHa
Ha JIMKBUJALMIO M TOCIEAyIoIlee NpeaynpexaeHue (GopMHUpOBaHHS Yy MAalUEHTOB
O€IKOBO-PHEPreTUYECKOW HEAOCTATOYHOCTHM M OyJIeT OCHOBBIBATHCA HA E€AMHBIX
TpeOOBaHMUAX M TOAXOJaX C MPUMEHEHHWEM HOBBIX TEXHOJOTHH, MOBBIIIAIOIINX
3¢ (EeKTUBHOCTD JT€UCOHBIX MEPONPUATHH.

[Tpunartue Ilpoexkta B  OTHOUIEHMHM  JETEH-MHBAJIUIOB,  HYXAAOIIUXCS
10 KM3HEHHBIM IMOKA3aHUSAM B CICHHUATH3UPOBAHHBIX MPOJYKTAX JIEYEOHOTO MUTAHMS,
HE BXOAAIIMX B COOTBETCTBYIOUIMA CTAaHAAPT MEOUIIMHCKOW TOMOINM WU
HE IMpPEeIyCMOTPEHHBIX COOTBETCTBYIOLIEH KIMHUYECKON peKkoMeHJanue mnorpedyer
JIONIOJIHUTENBHOrO0 (prHaHCUpoOBaHUS 3a cueT cpeactB Oromkera Cankr-IlerepOypra.
Pacxonpl OynyT ocymiecTBISTBCS B Ipenenax CpelACcTB mpeaycMmarpuBaeMbix Komurtery
Ha yKa3aHHBbIE LIEJH.

[TorpeOHOCTH B CHELUAIM3UPOBAHHBIX MPOJAYKTAX JIEUEOHOro  IMUTaHMS
OPHUEHTHPOBOYHO COCTAaBUT Tmopsaka 68,4 mumH py0. OOmas CcToMMOCTh 3aTpar
u3 Oromkera Cankr-IlerepOypra ma 2024 ron cocraBut mopsaaka 68 391,3 teic. pyo.,
Ha 2025 rog — 71 236,4 TeIC. py0., HAa 2026 o1 — 74 078,7 THIC. pYO.

Pacxoxpl Ha mpuoOpereHHe CHEUATU3UPOBAHHBIX IPOAYKTOB JIe4eOHOTO
NUTaHUSA OYIOyT OCYIIECTBIATHCA B Mpeneiax JONOJHUTEIHHO BBIICICHHBIX CPEICTB,
yrBep)kaeHHbIX Komutery 3akonom Cankt-Ilerepbypra o Oromkere Cankr-IlerepOypra
Ha o4epeIHON (PMHAHCOBBIN IO/ U MJIAHOBBIN TIEPHO/I.

[TpoekT HE TpebyeT mupokoro uaHpopmupoBanus HaceneHus: Cankr-IlerepOypra,
HEO0OXO0IMMOCTb MPEJCTaBIECHUs Melna-TulaHa K [IpoekTy oTCyTcTBYyeT.

HeobGxoauMocTs B HPOBEACHMH  MPOLENYpPhl  OLIEHKH  PEryJIUPYIOIIEro
Bo3zelcTBus [Ipoekra oTcyTCTBYET.

AKTOB, TOJUIeKAIIUX TNPU3HAHUIO YTPATHBIIUMHU CHIY, TPHOCTAHOBICHHIO
B cBsi3u ¢ mpuHsATHEM [IpoekTa, HeT.

Komurerom Oyner paspabotano pacnopsbkenne «O peanuzalnuy  IMOpsIKa
NPEJOCTaBICHUS AETAM-UHBAIHUIAM JTOTIOTHUTEIHHONH MEPBD».

IIpeacenarenn
Komurera o 31paBooxpaHeHHI0 JA.I'.JIucosen



MHNPEJCTABJIEHUE
K npoekTy nocranonjienusi [IpaBurenbcrBa Cankr-Ilerepoypra «O BHeceHUN
u3MeHeHuii B nocranosjieHue [lpaBurenbcrBa Cankr-Ilerepoypra
ot 09.07.2015 Ne 563»

B cootrBerctBun co crarteeir 6 denepanbHoro 3akoHa «O rocynapCTBEHHOU
COIIMAIbHOM MOMOIIM» B paMKax IMOJYyYEHHUs] TOCYAAPCTBEHHON COLIMAIbHOW MOMOLIU B
BUJIE Habopa COLIMATIBHBIX yCIIyr JETU-UHBAJIAIBI o0ecreunBaroTCs
CHEIUANIU3UPOBAHHBIMU  TPOAYKTaMH  JIEYEOHOro  MUTaHUS B COOTBETCTBHUHU
CO  CTaHgapTaMd  MEOUUMHCKOM  IOMOIIM,  BKJIOYEHHBIMU B  IEPEUYCHb
CHEUAIN3UPOBAHHBIX MPOAYKTOB J€4eOHOIr0 MUTAHUA Ul JETeH-UHBAINIOB (Haiee -
[lepeuens), exeroaHo yreepxaaemsiid [IpaButenscrBom Poccuiickoit @enepanuu.

®opmupoBanue [lepeuHss ocymiecTBIsSE€TCS B COOTBETCTBHM C IOCTaHOBJICHUEM
[IpaButenbctBa Poccuiickoit @enepanmu ot 09.04.2015 No 333 «OO0 yTBEepkIeHUH
npaBui (HOPMUPOBAHUS TEPEUHS CTICHUAIN3HPOBAHHBIX MPOIYKTOB JIEYEOHOTO MUTAHUS
JUIsl AeTei-uHBanuAoB» (nanee - IlpaBumia), KOTOpbBIM BKIIOYAaeT B ceOsl MPOMYKTHI,
OpUMEHSIONINEeCs]  IpU  JIEYEHUM  JETeW-WHBANUAOB,  OOJIbHBIX  OphaHHBIMU
3a00JIeBaHUSIMH — (eHNITKETOHYpHEH, raJakTO3eMHEN, TUPO3UHEMUEN,
TOMOLIMCTUHYPUEH,  TIIIOTapUKaluaypuel,  OOJIE3HPIO  «KIECHOBOTO  CHPOTay,
M30BAIIEPUAHOBOM anuaeMueH, METUJIMAJIOHOBOM  allMJIEMHUEH, MIPONHUOHOBOM
anuaeMuel, HapylmeHussMAd OOMEHa KUPHBIX KHCIIOT, a TakKe OOJBbHBIX IleJInaKHhei,
MYKOBHUCIU1030M, THCTUIUHEMUEH.

Crateeit 39 ®denepanbHoro 3akoHa «OO0 OCHOBaxX OXpaHbl 3J0POBbS TpaxKaaH
B Poccuiickoit ®enepannn» (ganee — 3akoH Ne 323-D3) ycTtaHOBIEHO, YTO Je4eOHOE
OUTaHWE - THUTaHWe, OOECTIeYuBaloNlee  YIAOBIETBOPEHHE  (PH3UOJOTHUECKUX
noTpeOHOCTEH OpraHM3Ma dYelOBeKa B TNHIIEBHIX BEIIECTBAX M SHEPTHM C YYE€TOM
MEXaHU3MOB  pa3BUTUS  3a0oJieBaHUSA,  OCOOEHHOCTEH  TEYEHHs]  OCHOBHOTO
¥ CONMYTCTBYIOIIETO 3a00JICBAaHUI W BBHIMONHSIOMEE MPOPIIAKTUYECKHE U JIeUeOHbIE
3a/1auy, a CIIeHUAIU3UPOBAHHBIMU IIPOIYKTaMHU JIEUEOHOTO TUTAHMS SBISIOTCS MMUILIEBbIE
IPOAYKTBl C YCTAHOBJIEHHBIM XHMHYECKUM COCTABOM, SHEPre€TUYECKON LIEHHOCTBIO
U (QU3MYECKUMH CBOWCTBAMHM, JOKA3aHHBIM JIeueOHBIM 3(h(PEeKTOM, KOTOphIE OKa3bIBAIOT
cnenuduyeckoe BIMSHAE HA BOCCTAHOBJICHHWE HAPYIICHHBIX WM YTPayeHHBIX
B pe3ynbraTe 3a0oneBaHus (PyHKUIMH opraHu3Ma, NPOPWIAKTUKY 3THUX HapyIIEHUH,
a TaK)K€ Ha MOBBIIIEHUE aJalITUBHBIX BO3MOYKHOCTEN OpraHu3Ma.

Takum o0Opa3zomMm, cHelUaJIN3UPOBAHHBIE IPOAYKTHI JIEYEOHOIO MUTAHUS MPU
OTIpEe/ICTICHHBIX 3a00JIEBAHUAX SBISIOTCS TATOrCHETUYECKOM Tepamuedl, TO ecTh
OCHOBHBIM METOJIOM JICUEHUSI.

I[Ipu »>TOM pAeHCTBYyOIIMM  3aKOHOAATeNbCTBOM  Poccuiickont ~®enepaunu
HE TIPEAYyCMOTPEHO oOecreyeHrne JedyeOHBIM NHUTaHHEM, KOTOpOe He SBISEeTCA
NAaTOTEHETUYECKOW Tepanuei, Uil JieueHUus! B aMOYyJaTOPHBIX YCIIOBUSAX, B TOM YHCIIE
B OTHOILIEHUH JI€TeH-UHBAIUIOB.

Bwmecte ¢ TeM B cooTBeTcTBUM cO cTatheil 16 3akona Ne 323-D3 Kk MOJIHOMOYUSM
OpPraHOB TOCYJapCTBEHHOM BiacTu cy0nekToB Poccuiickoit deneparuu B chepe oxpaHsl
3I0pOBbsSl, OTHOCHTCSI B TOM 4YHClIe OpraHusamnus oOecreyeHus TrpaxkiaH
JIeKapCTBEHHBIMU TpernapaTaMu M CHEIUAIU3UPOBAHHBIMU MPOJYKTaMHU JieueOHOTro
OUTAHUS U JIeYeHHUs 3a00JIeBaHMN, BKIIIOUYEHHBIMU B INEPEUEHBb KUZHEYTPOXKAIOIIUX
U XPOHUYECKHUX TMPOTPECCUPYIOUINX peakuX (ophaHHBIX) 3a00JEBaHUMN, MPHUBOISIINX
K COKPAILEHUIO TPOJIOJIKUTENIBHOCTH KU3HU TPaKJaHUHA UM NHBAJIMIHOCTH.



Bmecre ¢ Ttem, monoxxeHus crtathu 48 PenepanbHoro 3akoHa «0O0 o0mumx
MPUHITMIIAX OpPTaHW3allMKM MyOJMYHOW BIAcTH B cyObekTax Poccuiickorn denepamumy
(mamee — 3akoH Ne 414-D3) mo3BOJISIIOT OpraHaM TOCYAapCTBEHHON BIACTH CyOBEKTa
Poccuiickoit ®enepanuu  ycTaHaBIMBAaTH 3a CYET CPEeACTB Ookera cyObekTa
Poccuiickoit ®Denepanuu (3a HCKIIOUYEHHEM (PUHAHCOBBIX CPEACTB, MEPEIaBAEMBIX
u3  ¢enepasbHOoro  OromkeTa  OrmKeTy  cyObekta  Poccuiickori  Deneparuu
Ha OCYILECTBJIEHUE IIEJIEBBIX pACXOJ0B) JOMOJIHUTENIBHBIE MEpPbl COLUAIbHOU
HNOJJEPKKU M COLMAIbHOM MOMOIIM JUIsl OTJAEIbHBIX KaTEropuil Ipa)<aaH, B TOM YHCIIE
UCXOJsl U3 YCTAHOBJEHHBIX 3aKOHAMU U MHBIMU HOPMATHUBHBIMHM IPABOBBIMH aKTaMU
cyobekta Poccuiickoit denepanuu KpUTepueB HYKIAEMOCTH, BHE 3aBHUCHUMOCTHU
OT HAMM4Us B (eJiepatbHBIX 3aKOHAX TOJ0KEHH, YCTAaHABIMBAIOIINX yKa3aHHOE MPAaBo.
OuHaHCUPOBAaHUE TAKMX MOJHOMOYMNA HE SBISETCA OOS3aHHOCTHIO CyOBEKTa
Poccuiickoit @enepannu, OCyIECTBIASETCS MPU HATUYMM BO3MOXKHOCTU U HE SBIIAETCA
OCHOBAHHEM IS BBIICTICHHSI TOTIOIHUTENBHBIX CPEJCTB U3 (PerepaabHOro OroIKeTa.

IIpoekt mnocranoBnenus IlpaButensctBa Cankr-IlerepOypra «O BHeceHuun
n3MeHeHui B mocranosienue [IpaBurensctBa Cankt-IletepOypra ot 09.07.2015 Ne 563
«O Mepax no peanuzanuu rasbl 17 «CouuanbHas MOAAEpKKa OTACIbHBIX KaTeropuid
JMI] B 4acTU Oo0ecreYeHHsl JEKapCTBEHHBIMH IIpenapaTaMu, MEIULIUHCKUMU U3IEIUSIMH,
a Takke OECIIaTHOTO M3TOTOBJICHUS M PEMOHTa 3yOHBIX MpoTe30B» (mamee — [Ipoekr)
pa3zpaboran KomuteTom 1o 3apaBooxpaHeHuto (nanee - KoMuTeT) B Lensx peanu3anuu
3akona Cankt-IlerepOypra ot 03.11.2023 Ne 616-125 «O BHeceHun u3MeHeHUI B 3aKOH
Cankr-Ilerepbypra «Conmanpabiii  kogekce Cankr-IlerepOypra» (manee — 3akoH
Ne 616-125).

3akoHoM Ne 616-125 B Conumaneubii konekc Cankrt-IlerepOypra BHeCEHBI
U3MEHEHHUs, NpPelyCMaTPUBAIOIINE JOINOJHUTEIBbHYI0 MEpPY COLHMAIBHOM MOIAEPKKU
JETAM-UHBAINJIAM, HYKJAIOLIUMCS 110 )KU3HEHHBIM [TOKA3aHUSIM B CIIELIUAIIM3UPOBAHHBIX
OpOJyKTax JiedeOHOro TMHTaHWA, HE BXOJIIIMX B COOTBETCTBYIOLIUN CTaHAApT
MEAUIIMHCKON IMOMOIIM WJIA HE IMPEAYCMOTPEHHBIX COOTBETCTBYIOLIEH KIMHUYECKOU
peKoMeHAauuen (aanee — Mepa NoIIEPKKH).

[IpoexkToM ycranaBnuBaercs Ilopsaok mpenocTaBieHHs JETSIM-UHBAIMIAM MEphI
NOJNJEPXKKK Mo (uHaHCcHpoBaHUIO 3a cueT cpenactB Owomkera Caunkr-IlerepOypra
pPacxo/I0B, CBSI3aHHBIX C MPEIOCTABICHUEM CIIEHUAIN3HPOBAHHBIX MPOIYKTOB JIEY€OHOTO
OUTaHWSA, B  Tpelenax HOPMATUBOB  (MHAHCHPOBAHHMA  PACcXOJOB  OOKeTa
Cankr-IlerepObypra Ha mpenocTaBieHHE CIEHHATU3HUPOBAHHBIX MPOIYKTOB JIeYEOHOTO
NUTAHUS HA COOTBETCTBYIOMINY (PMHAHCOBBIH I0Jl, €KErOAHO yTBEepk1aeMbix KomureTom
110 YKOHOMUYECKOH MOJUTHKE U CTpaTerndeckoMy mianupoBanuio Cankr-IlerepOypra.

[IpoexToMm yTBepknaercs IlepedeHs crenaniu3MpoOBaHHbBIX MPOAYKTOB JI€4€OHOTO
NUTaHUS TPEJOCTABISIEMBIX  JIE€TAM-MHBaIUIaM, HMEIOIIMM MECTO O KUTENbCTBA
B Cankr-IlerepOypre, HYKJAIOLUMCS 1o KU3HEHHBIM NOKa3aHUSM
B CHCIUATM3UPOBAHHBIX  MPOAYKTAaX  JIeYeOHOrO  THTaHUS, HE  BXOISIIUX
B COOTBETCTBYIOIIMI CTaHAApT MEAMIIMHCKOM MOMOIIM WM HE MPeayCMOTPEHHBIX
COOTBETCTBYIOLIEH KIIMHUYECKOW PEKOMEHAAIMEN, COCTOSIIMM HA JTUCIAHCEPHOM YyYeTe
B MEJUIIMHCKUX OPTaHU3ALUAX.

[IpenoctaBieHne  JOeTAM-UHBaJIMAAM  MEpbl  HMOIIEPKKH  OCYIIECTBISETCS
B COOTBETCTBHM C 3aKIIOYEHHEM BpaueOHON KOMHUCCHUU MEIUIMHCKON OpraHu3allMH,
cofep)amuM HHOOPMAIMI0O O HYXKIAeMOCTH peOCHKa-MHBATUAA IO JKU3HEHHBIM
NOKa3aHUAM B CHELUAJIM3UPOBAHHBIX IPOAYKTaxX JIEYEOHOrO MHUTAHUS, HE BXOASILUN



B COOTBETCTBYIOUIMM CTaHJAPT MEAULMHCKOM IOMOIIM WM HE MPEIyCMOTPEHHBIN
COOTBETCTBYIOIIEH KIMHUYECKOW PEKOMEHIAIME.

Komurerom mpopaGotan Bompoc  obOecriedeHus  CHelHalIu3UpOBAHHBIMU
NPOAYKTAaMHU JI€UeOHOTO MUTAHUS JeTeH-WHBAIMIOB B paMKax pabounx COBEIIAHHH
COBMECTHO C  TPO(WIBHBIMH  TJIABHBIMH  BHEIUITATHBIMH  CIICUAIMCTAMH
U PYKOBOAUTEISIMM MEIMLMHCKUX YUYPEKICHUM CcTauuoHapHoro Ttumna. B xone
MOHMTOPHHIAa - BbIABIEHO 192 peOeHKa-MHBANIMIA, KOTOPBIM 10 >KMU3HEHHBIM
NOKAa3aHHUAM Ha3HAYEHO K NPUMEHEHUIO CIIELUATU3UPOBAHHOE JIEYEOHOE MUTAHUE, IIPU
ATOM 3a CUET CpPEeACTB (peiepalbHOrO M PErMOHAIBHOIO OIOKETa OHU HE MOTYT OBITh
UM o0ecrieueHbl B CHJIYy OTCYTCTBUSL y HHUX 3a0o0jeBaHUNl TNpeayCMOTPEHHBIX
nocraHoBiaeHuem IlpaBurensctBa Poccuiickoit ®enepanuu ot 09.04.2015 Ne 333,
3akonom Cankrt-Iletepoypra ot 09.11.2011 Ne 728-132 «CouuanbHblii KOAEKC
Cankr-IlerepOypray.

JIOTIONIHUTENBHO Ba)XHO OTMETHUTh, YTO HYTPULIMOHHAS MOJJAEpHKKA SBISETCS
COCTaBHOM  4YacTblO  TEpalud  MALUEHTOB. [IpyumeHeHne  KOMIUIEKCHOTO,
KOMOMHHPOBAHHOTO MOAX0/a K (OPMHUPOBAHUIO JIEUeOHOrO palloHA B HACTOSIIEE
BpeMsi CTallo 00s3aTeabHbIM yClIOBUEM J(P(EKTUBHOTO JICUEHHUS] U peaOuIUTAINH.
Opranuzanysi HyTPUIMOHHOW TMOAJNEPKKH Ha 3Tamnax amMOyIaTOpHOTO JedeHUs OynaeT
HamnpaBieHa Ha JHUKBUJAIMIO M TOCIEAYyIOIIee NpeaynpexacHine (OpMHPOBAHUS
y TAlUEHTOB OEIKOBO-dHEPIreTUYECKON HEJOCTATOYHOCTH M OYyJIeT OCHOBBIBATHCS
Ha €OUHBIX TpeOOBaHMSAX M TMOAXOJaX C TNPUMEHEHHEM HOBBIX TEXHOJOTHH,
NOBBIIAIONMUX 3P (HEKTUBHOCTD JI€UEOHBIX MEPONIPUATHH.

IIpunarue IIpoekta B  OTHOWIEHMU  JI€TEHW-WHBAIMJIOB,  HYXIAIOLIUXCSA
M0 XU3HEHHBIM TOKa3aHUSIM B CIELUATU3UPOBAHHBIX MPOAYKTaX JIe4eOHOrO MUTAHMUS,
HE BXOJAIIMX B COOTBETCTBYIOIIMH CTaHAAPT MEAMLMHCKOM IOMOILM WM
HE MpPEAYCMOTPEHHBIX COOTBETCTBYIOIIEH KIMHUYECKOW pEeKOMeHJanueil norpedyer
JOTIOTHUTENILHOTO (UHAHCUPOBAaHUS 3a cyeT cpeactB Oroxera Cankr-IlerepOypra.
Pacxonpl OynyT ocyliecTBiIATbCA B Ipenenax CpeAcTB npeaycMarpuBaeMblx Komurery
Ha yKa3aHHBbIE LIEJH.

[loTpe6HOCTH B  CHEUMATU3UPOBAHHBIX MPOAYKTaX JIEYEOHOrO0  MHUTAHUS
OpUEHTUPOBOYHO COCTaBUT mopsaka 68,4 wmuH py6. OOm@as crouMocTh 3aTpat
u3 Oromkera Cankrt-IlerepOypra na 2024 ron coctaBut mopsaka 68 391,3 Teic. pyoO.,
Ha 2025 rox — 71 236,4 TeIC. pYO., HA 2026 To1 — 74 078,7 THIC. PYO.

Pacxonpl Ha mpuoOpeTeHHE CIEeHUaIM3UPOBAHHBIX IMPOAYKTOB JeueOHOTro
OUTaHusA OYyAyT OCYIIECTBISITBCS B MpENeNax OMOJHUTENBHO BBIACIECHHBIX CPEICTB,
yrBepxkaeHHbIX Komuretry 3akonom Cankt-lletepOypra o 6romxere Cankt-IletepOypra
Ha oYepeIHON (PMHAHCOBBIN I'OJT U TJIAHOBBIN TIEPHO/I.

AKTOB, MOUIEKAIIUX TPU3HAHUIO YTPATUBIIMMU CHUJIY, HPUOCTAHOBIICHUIO,
M3MEHEHHUIO, TOTIOJIHEHUIO WM pa3pabOTKe B CBs3U ¢ npuHiATHEM [IpoekTa HeT.

OcymiecTBieHe MeIra-COMPOBOKACHUS IPOEKTa HE TpeOyeTcsl.

Komurerom Oynmer paspaboraHo pacnopsbkeHue «O peanusaluu  Mopsaka
IPEIOCTABJIECHUS JETAM-UHBAJINAAM JOTIOJHUTEIILHON MEPBI».

IIpeacenarenn
KoMmurera 1o 31paBooxpaHeHHI0 JA.I'.JIucosen



DUHAHCOBO-9KOHOMHUYeCKOe 000CHOBaHHUE
K npoekty nocranonjeHus [lpaBurenncrBa Cankr-Ilerepoypra «O BHeceHUn
u3MeHeHuil B mocranoJienne [lpasureabcrBa Cankr-IlerepOypra
ot 09.07.2015 Ne 563»

[Ipoext mnocranoBnenus IIpaButenscTBa Cankt-IleTepbypra «O BHeceHUHU
n3MeHeHui B nocranoneHue [IpaBurenscrBa Cankt-IleTepoypra ot 09.07.2015 Ne 563
«O mepax no peanuzauuu raBel 17 «ConuanbHas MOAAEPKKA OTIACIbHBIX KaTEropui
JIUI] B 9acCTH OOeCIeueHUsl JIEKApCTBEHHBIMU TIpenapaTaMu, MEAUIIMHCKUMU U3JICTTUIMH,
a Takke OECIUIaTHOrO0 M3TOTOBJIEHUS W PEMOHTa 3yOHBIX MpoTe30B» (nmanee — [Ipoekr)
pa3paboran KomurteTom 1o 3apaBooxpaneHuto (nanee - KoMuTeT) B 1eNsIx pearn3anun
3akona Cankt-Ilerepoypra ot 03.11.2023 Ne 616-125 «O BHeceHun u3MeHEeHUH B 3aKOH
Cankr-IlerepObypra «Coumanbhbii  kogekce Cankr-IlerepOypra» (mamee — 3akoH
No 616-125).

3akonom Ne 616-125 B Coumanbubeiii kogekc Cankr-IletepOypra BHeCEHBI
W3MEHEHUS, MPEAyCMATPUBAIONINE JOMOJHUTEIBHYIO MEPY COLMAIbHOM MOIACPKKH
JETIM-UHBAIMAAM, HY>KJIAIOIUMCS 110 KU3HEHHBIM MOKa3aHUSIM B CIICHIMATU3UPOBAHHBIX
MNpPONYKTaX JIeUeOHOTO MHUTaHUs, HE BXOASIIMX B COOTBETCTBYIOLIMN CTaHAAPT
MEJUIIMHCKON TMOMOIIM WJIM HE MPEAYyCMOTPEHHBIX COOTBETCTBYIONIEH KIMHUYECKOU
peKoMeHaauel (1anee — Mepa moIaepKKHN).

[Ipoextom ycranaBnuBaercsa [lopsiiok mpegocTaBieHus: AETSIM-UHBAIUIAM MEPbI
NOJJIEPKKH 10  (puHAaHCHpoBaHUIO 3a cueT cpenactB Owomkera Cankr-IlerepOypra
pacxoJioB, CBSA3aHHBIX C MPEAOCTABICHUEM CHEIUATU3UPOBAHHBIX MPOAYKTOB JIE€YEOHOTO
NMUTaHus, B  Tpeaeax HOPMaTUBOB  (pMHAHCHUpOBAHUSA  pPAacXOIOB  OrojKeTa
Cankr-IlerepOypra Ha mpemoCTaBICHHE CIECIHAIN3UPOBAHHBIX MPOIYKTOB JIEYEOHOTO
MUTaHUS HAa COOTBETCTBYIOIIMI (PMHAHCOBBIN TOJI, €KETOIHO yTBEepKaaeMbix Komurerom
0 SKOHOMHYECKOM MOJIMTHKE U CTpaTernueckomy rianupoBanuio Cankr-IlerepOypra.

[Ipoexrom yTBepxkaaetcs [lepeueHsb crieruain3upoOBaHHbIX MTPOTYKTOB JIEUEOHOTO
NUTAaHUS. TPENOCTABISIEMbIX JETAM-UHBAIUAAM, HMMEIOIMIUM MECTO KUTEIbCTBA
B Cankrt-IlerepOypre, HYXJAI0IUMCS 10 JKU3HECHHBIM MMOKa3aHUsIM
B CICUHUATM3UPOBAHHBIX  MPOAYKTaX  JIEYEOHOro  THUTAaHMs, HE  BXOASAIINX
B COOTBETCTBYIOIIMWA CTaHAAPT MEAMIIMHCKOW MOMOIIM WM HE NPEeIyCMOTPEHHBIX
COOTBETCTBYIOIIEH KIIMHUYECKOW PEKOMEHAAIMEN, COCTOSIIMM HA JTUCIAHCEPHOM Yy4YeTe
B MEAMIMHCKUX OpPraHU3alUsIX.

[IpenocraBinenue  AETAM-MHBAIUJAM  MEpPbl  TOAJEPKKA  OCYIIECTBIISIETCS
B COOTBETCTBHHM C 3aKIIOYCHHEM BpavyeOHON KOMHUCCHU MEIUIIMHCKOW OpraHU3aIlNH,
cojepanM HWHOOPMAIUIO O HYXKIAeMOCTH peOCHKa-WHBAIMAA TI0 >KU3HEHHBIM
MOKa3aHUsAM B CIEHHAIU3UPOBAHHBIX MPOAYKTaX JICUEOHOrO0 MHUTAHUSA, HE BXOJSIIUN
B COOTBETCTBYIOUIMM CTaHJAPT MEJAUIMHCKOM ITOMOIIM WM HE IPEIyCMOTPEHHBIN
COOTBETCTBYIOIIEH KIIMHUYECKOW PEKOMEHIAIUEH.

KomutreTom mpopaboran  Bompoc  oOecleueHus  ClelUaTn3UupPOBAHHBIMU
MPOJYKTaMH JIeUeOHOTrO MUTaHMs JAETeH-MHBAJIUIOB B paMKax pabOuux COBEHIaHUM
COBMECTHO c poHILHEIMU I'JIaBHBIMHA BHEIITATHBEIMH CIICIMAJINCTAMH
U PYKOBOJUTEIAMU MEIUIMHCKUX YUYPEXKJICHHN cTalMoHapHoro tuma. B xoxe
MOHUTOPUHTAa - BBISBIEHO 192 peOeHka-wHBaIUAa, KOTOPHIM IO >KMU3HEHHBIM
MOKA3aHUSIM HA3HAYEHO K NMPUMEHECHHIO CIICIHATU3UPOBAHHOE JIeUeOHOE MHUTAHHE, TPU
ATOM 3a CYET CPeACTB (helepalbHOTO M PETHOHAIBHOTO OIO/PKETa OHM HE MOTYT OBIThH
UM oOecriedeHbl B CHJIy OTCYTCTBHSL y HHX 3a00J€BaHMN TPETyCMOTPEHHBIX



nocraHoBieHueM IlpaBurensctBa Poccuiickoit ®enepamuun ot 09.04.2015 Ne 333,
3akonom Cankt-Ilerepbypra ot 09.11.2011 Ne 728-132 «ComuanbHbelii KOACKC
Cankr-IlerepOypray.

[Ipunstne IlpoekTa B  OTHOLIEHUM  JETECU-WHBAIWIOB,  HYXIJAOIIUXCS
10 KU3HEHHBIM IMMOKa3aHUSAM B CIECHHUATH3UPOBAHHBIX MPOIYKTAX JIEYEOHOTO MUTAHMSA,
HE BXOJAIIMX B COOTBETCTBYIOUIMI CTaHAApT MEAMIMHCKOM TMOMOIIM WU
HE MpPEeAyCMOTPEHHBIX COOTBETCTBYIOLIEH KIMHUYECKOW pPEKOMEHaauuend mnoTrpedyer
JOTIOTHUTENLHOTO (MHAHCUPOBaHMS 3a c4eT cpeAcTB Oromkera Cankr-llerepOypra.
Pacxonpl OyayT OCyIIECTBIATBCA B MpEIeiax CpeAcTB IMpeaycMaTpuBaeMbix Komwurery
Ha yKa3aHHbIE LIEJH.

[TorpeOHOCT B  CHEHUATM3UPOBAHHBIX MPOAYKTaX JIEUYEOHOTO  MUTAHHS
OPHUEHTHPOBOYHO COCTAaBUT Tmopsaka 68,4 wmumH py0. OOmas CToMMOCTh 3aTpar
u3 Oromkera Cankt-IlerepOypra Ha 2024 ron coctaBut mopsiaka 68 391,3 Twic. pyo.,
Ha 2025 rox — 71 236,4 TeIC. pYO., Ha 2026 Tox — 74 078,7 THIC. PYO.

Pacxompl Ha mpuHOOpeTeHHE CHEMUATU3UPOBAHHBIX MPOAYKTOB JI€4€OHOTO
nuTaHus OyAyT OCYIIECTBISATHCS B MpelesiaX JOMOJHUTENBHO BBIACIEHHBIX CPENCTB,
yrBep)kaeHHbIX Komutery 3akonom Cankr-IlerepOypra o Oromxkere Cankt-IlerepOypra
Ha O4YepeHON (PMHAHCOBBIN TO/ U TUIAHOBBIN TIEPHO/I.

IIpencenarean
KoMmurera 1o 31paBooxpaHeHHI0 JA.I'.JIucosen



