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MHUHUCTPY NPOMBIIIJIEHHOCTHA U TOPT'OBJIM POCCHH JI.B. MAHTYPOBY

«O pexomenoayusx Obwecmeennoii nanamul Poccuiickoii @edepayuuy

Yeaxaembplii lennc BajenruHoBuy!

lNomeonaTus sBnsercs NPOAYKTOM Hay4YHOI'0 IIO3HAHMA MHpa H aKTYaJIbHLEIM MEJIHUIHHCKHM

MCTOIOM, HaIlpaBJICHHBIM Ha HH3KO 3aTPAaTHOE BOCCTAHOBJIIEHHE H COXpaHE€HHUE 3J0POBBI
HAaCCJICHH .

PacnipocrpaHsiemasi CKENTHKAMH M HE3HAHKaMH JIe3HH(OPMALHsA 0 TOMEONATHH OIPOBEPracTCs
MHOTHMHU [POTPECCHBHBIMH TNIPEACTABUTEISIMA MHPOBOH HAyKH H IPAKTHKH, K IPUMEPY,
KoposieBckum 06mecTBOM MeUIMHBI — BEAYIMM H CTAPEHIIMM HE3aBHCHMBIM MeIHIMHCKIM
coobiecTBoM BennkoOpuTanuy, a TakkKe PsAIOM KPYIHBIX YYEHBIX B PasHBIX 00JIACTIX HAYKH,
BKJIFOYAs IENBIH psaz naypeatoB HobeneBckoit mpemMum.

Hamr oreuectsennbiit HoGenesckuii naypear axagemux PAH Butanuii Jlazapesnu T'uH3Gypr
B 1998 romy mucan: «f me nonuman (u ceilvac me 00 KOHYA NOHUMAIO), KAK MO2Ym
cyujecmeosame 06e MEOUYUHbL: ALTONAMUA U 2omeonamus. Bedv nem oice d6yx mamemamuk unu
Qusur. B meduyune xe uMelomes arionamol, 20MEOnamsl U HapoOHble yerumenu (s He 2060pio
0 wapnamanax). Bce 0eno, 04esuoH0, 8 CIOHCHOCIU YeL0BEUECKO20 OP2AHUIMA U e20 honesHell
U, OOHOEPEMEHHO, HedOCMAMOUHON paseumocmu meduyunsl. Ho, dymaro, Hedaneko mo épems,
K020a MeOUYUHA Gnumaem 6 ceOs 6ce NONOICUMENLHOE, YMO eChtb 8 20MEORAMULY.

HoGenesckue naypears bpaitan [[xoszedcon (Bemuxobpuranus) u Jliok Monrtanse (Opamims)
HE TOJIBKO IOJIEPKATH TOMEOIATHIO, HO M IIOATBEPAMIIH, YTO BOJA ACHCTBUTEIBHO COXpAHAET
—~ YaCTOTBl Ha YPOBHSAX pPa3BeJCHHUH, UCMOIB3YEMBIX B TOMEOIATHH, a TAKXKE YTO NOMEONATHUS
HMeeT Noj1 co0ol HaydHEIH Oasuc (00 3TOM yka3aHO B MaTepuaiax 10 MOJIEPXKKE TOMEOTIATHH,
IPUJIAraeMbIX K TaHHOMY OOpAIIeHH0).

O6uecrBennas namata Poccuiickoit @enepauun eme B urone 2016 roga HampaBuia B ajipec
llpaguTenscrBa Poccuiickoit Penepanuu, pykoBoquTenei (eaepalbHBIX HCIOIHUTENBHBIX
OpPraHoOB rOCYJApCTBEHHOM BJIACTH, OPraHOB UCIIOJHUTEIFHOH BIACTH CyOBeKTOB Poccuiickoit
®enepanuu peKOMEHIALUK 110 UTOTaM IPOBEJEHHS KPYIIIOro CTojia Ha Temy: «O COCTOSHUH
Pa3BUTHA M MeEpax II0 PacIIMPEHHIO HMCIIOJNb30BAHHMS METO/Aa TOMEONATHH B MPAKTHYECKOM
3PaBOOXPAaHEHHH», KOTOPBIE, K COXKAJICHUIO, 10 CHX IOP HE PaCCMOTPEHEL.

B manHbIX pexomMenganusix MHHHCTepCTBY NPOMBINLIEHHOCTH H TOpProeju Poccmiickoii
®enepanyuy nNpenjioKeHo paccMOTPeTh BO3MOKHOCTh!

1. Cosmanus ¢enepalbHOrO COBETa II0 PA3BHTHIO MEIUIHHCKON IPOMBIILUIEHHOCTH C
BKJIFOYEHHEM B €I'0 COCTAB COIIpe/Ice1aTelieil HAlHOHAIBHOTO O0IIECTBEHHOIO 00bEIHHEHUS
[POM3BOAUTENCH TOMEONIATHYECKUX MIPEIapPaTOB.

2. Odopmienus B 3afBHTEIEHOM IIOpSIKE JOTOMHEHHI K JHIEH3UAM IPOM3BOIUTENEH
3aperHCTPHPOBAHHBIX MHOTOKOMITOHEHTHBIX rOMEOMATHYECKHUX JIeKapCTBEHHBIX
IpenapaToB ¢ MPeJOCTABIEHHEM IIpaBa IMPOU3BOACTRBA (hapMaleBTHICCKUX CYOCTAHIHE s



BHYTPUTOCYAAPCTBEHHBIX MOTPEOHOCTEH 10 HOPMATHBHBIM JIOKYMEHTAM OpPTaHM3aIlHH, a
TAaKX€ IPeOCTaB/ICHHs IPABa HEMOCPEICTBEHHOH 3aKyIIKH 38 pyOeKOM UX KOMIIOHEHTOB C
TIOC/IEIYIOIIMNM IPOBE/ICHHEM CEPTU(MKAIMK Ha TeppuTopun Poccuiickoit ®eneparum.

3. VYcranoBienus ynpomleHHbIX TpeOOBaHWH IpH BBeneHHH TipaBua GMP mpomssomurenssm
TOMEOINAaTHUECKUX IIPENApaToB C YUETOM 0COOEHHOCTel MPOU3BOACTBA (hapMalleBTHIECKHX
cyOcTaHIUM M TOMEOATHYECKUX JIEKAPCTBEHHBIX (OPM.

MunucTepcTBY NpOMBINLIEHHOCTH W ToproBiad Poccmiickoii ®egepamuu COBMECTHO ¢
Munucrepcrsom 3apasooxpanenns Poccniickoii ®exepanun paccMoTpeTh BO3MOKHOCTS:

4. OnTWMM3alUMM W TapMOHM3AIHH  HOPMATHBHO-TIPaBOBOH  Ga3ssl, PeryJIHpyroumei
NPABOOTHOIICHUS B cdepe perucTpalyuy, MPOM3BOJACTBA M KOHTPOIS KauecTBa
rOMEONaTHYSCKHX MPENapaTos, ¢ y4ETOM MEXKIYHAPOIHON MPAKTHKH, B IIEJIIX 00eCledeHus
ONTHMAIBHOrO HMIIOPTO3aMEHIEHHsT W HCKIIOYEHHS KOHKYPEHTHBIX IIPEHMYILECTB
HHOCTPAHHBIX IIPOH3BOIUTEIIEH.

B nopsagke wuHdopmanmu. B 43 Hay4HeIX opraHusamuax B PoccHifckoii Oenepanuu
ocymiecTieHa 3amura 6onee 200 muccepTanuii Ha COUCKAHHE CTENEHH JIOKTOPA M KAHJH/aTa
MEJIMIMHCKAX, (hapMalleBTHYECKHX ¥ OHOJIOrHYECKHUX HayK 10 30 pasiu4HBIM CHELHAIBHOCTSIM,
KOTOPBIMH ~ ODOCHOBaHa HEOOXOJUMOCTh INIPUMEHEHHs TOMEONATHYECKOTO0 METOJa B
KIIMHHYECKOH IPAaKTHKE.

3a IOCICIHHE TOABI KYPCHI CIIEHAIIM3AIHIO 110 TOMEOIIATHH IOJIYIHIH OKOJI0 35 ThICHY Bpaqeﬁ,
IIOCTOAHHO YBCIHYHBACTCA KOJIHMYECTBO Bpaqeﬁ Pa3HbIX CHGI.IHEUII:HOCTBFI, HCIIOJIB3YHOIIHX B
cBOEH MEIUITUHCKOM IIPaKTHKE KOMIIJIEKCHBIE TOMEOIIATHYCCKHE JICKAPCTBCHHBIC ITpEIIapaThl.

Ha poccuilcKOM pBIHKE NPHCYTCTBYIOT 28 KOMIAaHHH — HPOHM3BOAMTENEH TIOMEONAaTHUECKHX

npemnapatoB, u3 HMX 11 3apyOexHsIX. 3apeructpupoBansl 1881 mnpemapar, 562 TOpProBbIxX
HalMEHOBaHHH.

Bo muorux cyb6wekrax Poccuiickoit @enepanun GyHKIHOHHPYIOT FOMEOIATHYECKHE LEHTPEL,
TIOTTMKITHHUKH, OT/I€JICHUs, KaOMHETHI CIIELHAIUCTOB, IPUMEHSIONIUX IOMEONATHIECKHH METOL
JedeHHus. B anTexkax mMpoKo NpecTaBIeHbl H PEATH3yIOTCS TOMEOIAaTHYECKHE IIPENAPATHL.

Bpayamu, HCIONB3YIOMIMMH B CBOEH MNPAaKTHKE TIOMEONATHYECKHI METOJ, CO3JaHbBl M
(GYHKIHOHUPYIOT TPOMECCHOHANBHBIE OONIECTBEHHBIE OPraHU3allHH, €XKErOJHO IIPOBOIATCS
PErHOHAIBHBIE, POCCHHCKHE H MEKIYHAPOIHEIE Che3/Ibl U KOH(EpEeHIMH Bpadeil U IPOBH30POB
10 TOMEOIATHH.

BMmecte ¢ TeM B rocyZapCcTBEHHOH CHCTEME 3IpaBOOXPAHEHHs IPABOBOH  CTaTyC
Bpaya-roMeonarTa He OIpe/eNeH, TIOMEONaTHUYeCKHH MEeTOJ TPHMEHSIOT B  OCHOBHOM
SHTY3HACTEI, YTO HE M03BOJIAET JEHCTBYIOMIEH CUCTEME 3IpaBOOXPAaHEHHs 0DECIIEUUTh MepeXx o]
Ha TMyThb MHTErPHMPOBAHHOIO HHU3KO 3arpaTHoro pas3Butus. OrpoMubie JiedyeOHbIE |
OUAarHOCTHYECKHE BO3MOKHOCTH FOMEOINATHH HE HCIIOIB3YIOTCS, YTO COBEPIICHHO HEPa3yMHO
IIPU ABHO MaJioi 3G ()EKTHBHOCTH TePaneBTHIECKOTO HATIPABIEHHS COBPEMEHHOMN MeIHI[HHEIL.

I'enepanbnas mpoxypatypa PO B muceme 3a Ne XK04.2017 Ne74/1-217-2017 orMeTrwumna, 4To
npuHATeIA KoMuccuell mo Goprbe ¢ mxeHaykod u danbcudukanueit HayqHbIX HCCIIEI0BAHUI
npu Ilpesupuyme PAH Memopanagym Ne 2 «O JDKEHaydHOCTH TOMEONATUH», B KOTOPOM
H3JI0’KEHA IO3HIIHA OT/IEIbHBIX YUEHBIX, HE ABJIACTCA HOPMAaTHBHBIM aKTOM.



Kak ykasaHo B muceme [enepampHoii npoxypatypsi P®, neiictByrommmu HOPMATHUBHBIMH
aKTaMM B pacCMaTpUBaeMOH cdepe, NpPUMEHEHHE TIOMEONATHH 3aKOHOIATEIbCTBOM He

3allpeIICHO U YPETYJIHPOBAHO COOTBETCTBYHOIIHMH HOPMATHUBHBIMUA AOKYMEHTaMH, KOTOPEIC
ITO3BOJIAOT MCIIOJIBE30BATE T'OMEOIIATHIO B HpaKTH‘IGCKOﬁ MEOHUITHHE.

B OkcreprHoM 3akmodennn POHIA COAEHCTBHS PA3BUTHA NpaBoBLIX TexHoJoruid XX1 Bek
or 30.06.2020 roma, moanucaHHBIM mpesunentoM donma Ckypatossim IO.H., o IIpaBOBOH
obocHOBaHHOCTH To3uIMKM PAH 10 BONPOCY NPUHATHS M IMyGIHKAIMH Memopangyma Ne 2
«O JDKEHAyIHOCTH TIOMEOIATHHY», YKA3aHO UTO JAHHbIA MEMOpaHJyM HE HMEeT NPABOBOI
000CHOBAHHOCTH TIPABOMEPHOCTH [IPUHSTHS U ITyOTHKAIHH.

JlaHHBI MeMopaHIyM, KOTOphIi mommucan 7 wieHamu Komuccunm PAH w3 59, Hapymaer
AHTHMOHOIIO/IBHOE 3aKOHOAATEIbCTBO U SBIACTCS MOMNEPHKKOH, HMpEXIE BCEro 3apyOesKHEIX
NIPOM3BOJMTENEH AIONATHYECKHX MPENapaToB, 3a CUYET YIeMIICHHS IIpaB CIIEIHATUCTOB,
paboratonux B cdepe roMeonmaTHYeCKOH MEIMIHHEL, a4 TaKkKe POCCHSH, NpekJIe BCEro,
C HU3KUMHU JIOXOTaMH.

Ypaxaemplii  Jlennc Banentnnouu! Kimnmdeckas —romeomarus, HUCIOJIB3YIONIas
HO30JIOTHYECKHE  MHOTOKOMIIOHCHTHBIE = TOMEOIIATHYECKHE  JIEKapCTBAa,  IIPOMIE/IIHE
YCTaHOBICHHYIO TNPOLENYPY PErHCTPaluM M 3aHECEHHbe B [ OCYIapCTBEHHEBINH peecTp
JICKAPCTBEHHBIX CPesicTB PD, HECOMHEHHO CBEPX aKTYyalbHO, UL IPHMEHEHHUS B IIPAKTHICCKOM
3/paBOOXPaHEHMH, BBH/Y BBICOKOH 5()Q)€KTHBHOCTH, HU3KOH CTOUMOCTH, a TAKKE OTCYTCTBHH
HOOOYHEIX JeHCTBHI H IIPUBBIKAHHS.

IIpapnenne Hekommepueckoro napreepcrsa «HalHoOHAIBHBI COBET M0 FOMEONATHHY IPOCHT
Bac paccmotpets, ¢ HammM ydacTreM, pekoMeHaanuu O6ImecTBeHHO# nanatsl PO u IIPHHATH
HEOOXO0IMMEBIC PEILCHHA U HX PeaH3alliH.

IIPH/IOKEHHA:

1. Komust pexomenmanuit OGmectBeHHOH manarsl Poccuiickoit ®emepanuu 10 HTOram
Kpyraoro crona: «O COCTOSHHM Pa3BUTUSA U Mepax [0 PACIIMPEHMIO HCIONB30BAHUS
METO/Ia TOMEONATHH B MPAKTHYECKOM 3paBooXpaHeHuu» ot 29.06.2016 roxa Ha 16 cTp.

2. Komusg IMHCEMA I'enepansHoi NIPOKYpaTyphl PD oT 25.04.2017r.,
3a Ne JXKo4.2017 Ne74/1-217-2017 ua 2 crp.

3. Komust SxcneprHoro 3akmroueHus QoH/A COMEHCTBHSA Pa3BUTHIO MPABOBBIX TEXHOIOTHI
XX1 Bexk ot 30.06.2020 roma Ha 21 ctp.

4. Marepuasl o oAJepKKe FOMEONATHH Ha 68 CTp.

IIpencenarean Ipasnenus HII
«HanmuoHalbLHBIH COBET IO rOMeonaTu

3acayxennslii Bpay P® Kapnee A.A.




