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ABapuga aBTobyca B LLBenuapumn: norndnum
22 pebeHka

Aemobyc ¢ benbauiickuMu mypucmamu epesancs & cmeHy 8 NnodseMHOM mMoHHene
goane zopoda Coep

14 MapTa, 22:14 | Nepa KA3AKOBA

B llIpeifilapnu IpoH30IILIa

| KpyIHas aBapHA - pazOuics
TypHCTHYecKHil apTo0yc. B
pe3yneIare Noruomu 28 JeloBek,
OONBIMTHHCTBO H3 HUX JETH.

» POCBANT

Teme:r g Mockea [letepbypr Bca Poccua  Bokpyr Poccun  buznec [lp

Hoeoctn | AsanuTuka ;| Mutepaktue | Monutuka | JkoHomuka | OGwecteo | Mpos

PocanT, 26/05/2012 17:53

B MHauun aBTobyc ynan B peky: 18 nornbwunx, B TOM 4ucne
OeTH

OENK, 26 cenTabpa. OyepegHas KpynHasa 4opoxHanA KatacTpodga
nponsowna g Vinanw. Ha 3anage ctpadbl 18 yenoesek normbnv e OTM1 ¢
asTobycom.



[lo3numAa Bpaya




Essential medicines (ocHOBHble nNeKapcTBa) — Te, KOTOPbIE
YA0BNETBOPAIOT NPUOPUTETHbIE NOTPEOHOCTM MEeANLMHCKOW
nomoum HaceneHua. OHKM TWaTenbHO OTOMPALOTCA B
COOTBETCTBUMU C HYXKAamMmn 06LLECTBEHHOrO 340POBbLA,
Ao0Ka3atenbcTBaMmm 3GPEKTUBHOCTU U CPAaBHUTENIBHOW
3aTpaTHOM 3P PEKTUBHOCTMN.

OCHOBHble IeKapCcTBa NpeaHa3HavyeHbl Ans Toro, Ytobbl 6bIThb
AOCTYNHbIMUK B paboTe cuctembl MeaAULUHCKOM NOMOLLU
BCerga B aJeKBaTHbIX KOJIMYECTBAX, B COOTBETCTBYIOLLMX
dbopmax u AO3UPOBKE, rAPAHTUPOBAHHOM KayecTBe U C
afleKBaTHON MHPOpPMaLUEN, N MO LeHe, KOTOPYHO Ntoan U
coobuectso moryt cebe Nno3BoOANUTD.



Committee on Economic, Social and Cultural Rights

General Comment nr.14 (May 2000)

Art.12.2.c:

Right to prevention, treatment and control of diseases includes

creation of a system of urgent medical care in case of accidents,
epidemics; and disaster relief and humanitarian assistance

Art 12.2.d:

Right to health facilities, goods and services includes appropriate
treatment of prevalent diseases, preferably at community level;

and the provision of essential drugs as defined by the WHO Action
Programme on Essential Drugs




Rights-based approach:
Justice as a right, not as charity

A rights-based approach to development describes situations
not simply in terms of human needs, or of developmental

requirements, but in terms of society's obligations
to respond to the inalienable rights of
individuals; empowers people to demand justice
as a right, not as charity; and gives communities
a moral basis from which to claim international
assistance when needed.

Kofi Anan, then United Nations Secretary-General
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* [ITOMMMO OCHOBHbIX 1€KapPCTB eCTb
HeoCHOBHbIEe
— Kak 6bITb C 1Mo AbMH, KOTOPbIM HE NMOBE3/10

3abonetb umeHHO HE coumanbHO 3HaUYMMOM
6onesHblo?



HE Ba*Hble couMnaibHO

* [locnhepoBaTeNbHO YTUANTAPUCTCKMK NOAXOA,
npuaaeT HU3KUN NPUOPUTET CTPAJAHUAM
ManbIX rpynn ntoaemn

 HennaTtexXecnocobHbie Nt0aAn U CTPaHbl C UX
ocobbimn boNe3HAMN HEUHTEPECHDbI ANA
busHeca, n He pa3pabaTbiBaeTCca ANA HUX

NeKapcTs



OMT

* [lochepoBaTenbHoe npumeHeHne OMT
obHapyKmnBaeT He0b6XoAMMOCTb AN
BbICOKOAKTUBHbIX 1IEKAPCTB AesaTb
MCKNHOYEHMA N3 BbIBOAOB, CAENAHHbIX HA
ocHoBe 3aTpaTHoun addekTnBHocTu (NICE)



CLUA: Office of Orphan Products
Development (OOPD)

3akoH Orphan Drug Act (ODA, 1983) noouwpsaeT
dbapmaueBTUYECKME KOMMaHMKM pa3pabaTbiBaTb IEKapCcTBa A1
bonesHen, KoTopble CO34a0T MaJIEHbKUIN PbIHOK.

KomnaHuu, paspaboTaBLune Takoe ieKapcTBo (aan
paccTponcTBa, nopaxatowero <200,000 8 CLLUA) moryT
NpoaaBaTb ero 6e3 KoOHKypeHUun 7 NeT 1 noay4yatoT Hanorosblie
oCcBObOOXKAEHUA ANA KIUMHUCTIbITAHUMN.

3aKkoH Rare Disease Act of 2002 onpeaensaeT peakne 601e3HU
Kak umetowwme npesaneHc < 200,000 B CLLA (npumepHo 1 in
1,500).

B FDA co3aaH Office of Orphan Products Development (since
1983)




CLUA

 Humanitarian Use Device (HUD)
program (nporpamma a5 yCTPOMUCTB)
Haue/iIeHa Ha NOMOLLb MauMeHTam C
bonesHAMM, KOTOopbIMU cTpagaeT <4,000
B roj,

e 21 CFR 814.3(n).



CLLUA v EBpona:

MMUANNUOHDbI CTPaAalOT OT OAHOU U3 NPUMEPHO
6,000 n3secTHbIX peaKkux bonesHen.

O6bluHO 3P PEeKTUBHOTO NeyeHnnA Her.
85% cepbe3Hbl U YrpoXKaloT }XU3HMW.
50% peTtcKkue.



Marketing Exclusivity -
MCKNHOYUTENbHBLIM AOCTYN K PbIHKY

NaeTt FDA ana noKasaHua/neKkapcrsa
e 7 net c MoOmMeHTa oaobpeHusa FDA

* O3Hauaer, 4to FDA He moXKeT 0a06puTH

Apyroe Takoe N1eKapcTBo ANA 3TOro
nokKkasaHua 7 ner

— Kpome Kak ¢ cornacua
— Mpu HecnocobHoCcTU 0becneunTb



CLLA, ¢ 1983

* 1619 cneuymnanbHbIX OpPAHHbIX
NPOAYKTOB

* 294 op0bpeHHbIX:
— 227 neKkapcTs
— 67 buonornyecKkux

—MNoTeHuuanbHOo nmu neyarca 15 mnaH
60/1bHbIX



EU

the European Commission on Public Health defines rare
diseases as "life-threatening or chronically debilitating diseases
which are of such low prevalence that special combined efforts
are needed to address them."!4l The term low prevalence is
later defined as generally meaning fewer than 1 in 2,000
people. Diseases that are statistically rare, but not also life-

threatening, chronically debilitating, or inadequately treated,
are excluded from their definition.




EU

Opinions on orphan medicinal product designations are based
on the following three criteria:

e the seriousness of the condition;

e the existence of alternative methods of diagnosis, prevention
or treatment;

e either the rarity of the condition (affecting not more than 5 in
10,000 people in the EU) or insufficient returns on investment.

Designated orphan medicinal products are products that are
still under investigation and are considered for orphan
designation on the basis of potential activity. An orphan
designation is not a marketing authorisation. As a consequence,
demonstration of quality, safety and efficacy is necessary
before a product can be granted a marketing authorisation.



Haw MNMHBJIC

Cmameos 80. Mpozpamma 2ocyoapcmeeHHbIx 2apaHmuli becnaamHo20
OKA3AaHUA 2paXO0aHaM MmeOUYUHCKOU nomowiu

1. B pamKax nporpammbl rocyiapCcTBEHHbIX rapaHTUiN 6ecnaaTHOro OKkasaHuma
rparkgaHam MmeauLUMHCKOM NoMOoLM NpeaocTaBaAoTCA:...

2. Mpn 0Ka3aHWM B paMKax Nporpammbl rocyapCTBEHHbIX rapaHTMit becnaaTtHoOro
OKasaHuA rpax¥aaHam meanLMHCKOM NMOMOLLX NePBUYHON MeAUKO-CaHUTaPHOM
MOMOLLM B YCZIOBUAX AHEBHOIO CTaLMOHapa N B HEOT/IOXKHOM popme,
cneunanmsnpoBaHHON MeaNLUHCKON NOMOLLY, B TOM YMC/1E BbICOKOTEXHONOTMYHON,
CKOPON MeZANLIMHCKON NOMOLLIM, B TOM YMC/1e CKOPOI cneumann3mMpoBaHHOM,
NanMaTMBHON MeaNLNUHCKON NOMOLLM B CTAaLLMOHAPHbIX YCAOBUAX

ocywiectBnAaeTca obecneyeHmne rpPaxaaH
NeKapCcrBeHHbIMU MpenapataM ana meaguumHCKOro

npumeHeHunsa, sBkntodeHHbIMU B (MTHKHBJIM) & coorsercramm ¢
depepanbHbiM 3aKoHOM OT 12 anpenda 2010 roga Ne 61-$3 «06 obpaweHnn
JIeKapPCTBEHHbIX CPeACTB», U MeOULMHCKUMU N3L0eNUAMU, KOTOpble NpesyCMOTPEHbI
CTaHA4APTaMU MegULMNHCKON MOMOLLM.




Haw MNMHBJIC

BKntoyaeT B cebs1 He TO/IbKO OCHOBHbIE
neKkapcrtea BO3 (He Bce),

-HO U HEaDPEKTUBHbIE
-HO N NPUYYANUBbLIE

-HO U ApYyrue BarKHble,

- B TOM Ymncne u ana 6onbHbIX peakMmm 6onesHaMu



Haluy cnpoThl

CraTtba 15. Mepepaya ocywecTtBneHUA noHoMmouun Poccuiickon Pepgepaumnm B chepe oxpaHbli
34,0p0BbA OPraHam rocygapcrBeHHOM BNacTu cybbektoB Poccninckon ®depepaumnm

1. Poccuiickaa ®epepauma nepenaet opraHam rocyaapcTBEHHOM BAACTU cybbeKToB PoccMncKom
denepaumn ocywecTBneHne caeayowmx NoIHOMOUYNNA:...

2) opraHusauua obecneyeHua nmu, 60nbHbIX reMmopUInen, MyKOBUCLMA030M,
rmnodunsapHbIM HaHNM3MOM, 6one3Hbto [olwe, 3/10Ka4eCTBEHHbIMM
HoBOObpa3oBaHNAMN AMMPONAHOMN, KPOBETBOPHOM U POACTBEHHbIX UM TKAHEN,
paccesHHbIM CKAepPO30M, UL, NOC/Ie TPAHCNAaHTaLUUM OPraHoB U (MAn) TKaHel
NeKapCTBEHHbIMU NpPenapaTaMi Nno NnepeyHto, yrBepxXxgaemomy npaBMTeﬂbCTBOM
Poccuimnckon deaepaumn.

Ctatba 16. NMonHOMOUYMA OPraHOB rocyAapcTBeHHOM BnacTu cybbveKkToB Poccuiickoir Pepepauum B
cdepe oxpaHbl 340p0BbLA

1. K nonHOMo4YMAM opraHoB rocyapcTBeHHOM BiacTh cybbekToB Poccuinckon ®epepaumm B chepe
OXpPaHbl 340P0OBbA OTHOCATCA:

10) opraHmnsaums obecneyeHms rpaxkaaH NeKapCcTBEHHbIMM NpenapaTamMmun ANA ne4yeHnsa 3aboneBaHui,
BK/IIOYEHHbIX B NepeYeHb KU3HEYrPOXKaoLWMX N XPOHUYECKUX Nporpeccupyrowmx peakux (opdpaHHbIX)
3aboneBaHMI, NPUBOAALLNX K COKPALLEHUNIO NPOAO/IMKUTENBHOCTU XKU3HU FPaXKAaHMHA UK
MHBANNAHOCTU, NPeAyCMOTPEHHbIM YacTblo 3 cTaTbu 44 HacToswero PeaepanbHOro 3aKoHa;



CWA 1/1500
Hawwum cu POTbI Espona 1/2 000

Poccusa 1/10 000
Cmames 44. MeOouyuHCcKasa nomMmowb 2paxo0aHam, cmpadarouyum pedkumu (opghaHHbimu) 3a60neeaHuUAMU

1. Peakumu (opdaHHbIMK) 3ab0neBaHUAMM ABNAIOTCA 3ab601eBaHUSA, KOTOpPbIE
MMEIT pacnpocTpaHeHHOoCTb He bonee 10 chyyaeB 3aboneBaHUA Ha
100 TbiCAY HaceneHwma.

2. MepeyeHb peaknx (opdaHHbIX) 3aboneBaHnn GopmupyeTca yNnoaHOMOYEHHbIM deaepasibHbIM OPraHOM UCMNONHUTENIbHOM BAACTU HA OCHOBaHUM
CTaTUCTUYECKMX AaHHbIX U Pa3MeLLaeTca Ha ero opuumnanbHOM cainTe B ceTn «MHTepHeT».

3. MepeyeHb }KU3HEYTPOXKALMX U XPOHUYECKUX MPOrPECCUPYIOLLMX PeAKUX
(opdaHHbIX) 3a60N1€BaHUMN, NPUBOAALLMX K COKPALLEHUIO
NPOAO/IKUTENbHOCTU XKU3HU FparKaaH UAU NX MHBANINMAHOCTW, us uncra sabonesanni,

yKa3aHHbIX B 4acTK 2 HACTOALLENM CTaTbu, yTBepKaaeTca MNpasutenncteom Poccuiickon Pepepaumu.

4. B uenax obecneyeHus ..., NEKaPCTBEHHbIMW NpenapaTaMum ocyLLecTBAseTcA BegeHne OenepanbHOro perncTpa nL, CTPaAatowwmx KU3HEYrpoxKaowWmmmn 1
XPOHUYECKMMM NPOrPECCUPYIOLUMU PeAKUMU (0pdaHHbIMKM) 3a601€BaHMAMM, MPUBOAALLMMU K COKPALLEHUIO NPOAOMIKUTENBHOCTU KU3HU FPaXKAaH Uan
UX UHBaNMAHOCTU (aanee ...PesepanbHbIV PErUCTP), COAEPIKALLETO CAeAyIOME CBEAEHUA:

1) cTpaxoBol HOMep UHAUBUAYANbHOTO JINLLEBOIO CYETa rpaykAaHuHa B cucteme 06A3aTeIbHOro MeHCUMOHHOMO CTPAaxoBaHWA (Npy HannuuK);
2) dbamunnuna, UMaA, 0TYECTBO, a TakKe Gpamuans, KotTopas bblia y rpakaaHnUHa NPU POXKAEHUM;

3) paTa poxageHus;

4) non;

5) appec mecTta KuUTenbCTBa;

6) cepus n Homep NacnopTa (CBMAETENbCTBA O POXKAEHMMU) UW YAOCTOBEPEHMA IMYHOCTU, AaTa BblAAYM YKA3aHHbIX LOKYMEHTOB;

7) pata BKAtoueHUn B esepanbHbi perucTp;

8) anarHos 3aboneBaHuA (cocTonHMe);

9) uHble cBegeHun, onpeaensemolie MpasutenbctBom Poccuiickont ®eaepauuu.

5. BeaeHue deaepasbHOro perucTpa ocyLecTsaAseTca ynoAHOMOYEHHbIM deaepasibHbIM OpraHOM UCNONHUTENbHOM BAACTU B NOPAAKE, YCTAHOB/IEHHOM
MpasuTtenbctBom Poccuinckoit deaepauum.

6. OpraHbl rocyapCcTBEHHOM BNacTh cybbekToB Poccuiickoit degepaumm ocyLecTBAAIOT BeAeHMe pernoHanbHoro cermeHta ®eaepanbHoro pernctpa m
CBOEBPEMEHHOE NPeaCcTaBAEHNE CBEAEHMWI, COAEPHKALLMXCA B HEM, B YNOJIHOMOYEHHbI denepanbHblit opraH UCNOHUTENbHOM BAACTU B NOPAAKE,
ycTaHoBneHHOM MpaButenbcteom Poccuiickon ®epepaumu.



[lepcneKkTnBa

e Heobxoammo m Hen3bexKHo co3aaHue
nporpammbl 1eKapCcTBEHHOro obecneyeHus
HaceneHus

* EAMHCTBEHHOM OCHOBOW A/1A TaKOU
Nnporpammbl MOXKeT bbITb NepeyeHb

COLMaNIbHO 3HaYMMbIX bonesHen (B naeane) u
MEPEYEHb OCHOBHbIX JIEKAPCTB



[lepcneKkTnBa

* J/leKapcTtBa Anda boneaHen-cnpoT obpasytot
nepeyeHb, COCTAaBISAEMbIN HA UHbIX
NPUHLMNAX

* Heobxoanmo chopmyanpoBaThb 3TU
MPUHLMIMbI N HA UX OCHOBE CO3/1aBaTb BTOPOW
nepeyeHb (He cYMTasa HEeraTUBHOTO)



[lpegnaraemble NPpUHUUNDI

)-KM3Heyrpo>Karou1,|Ae (npuBoaALME K COKPALLEHUIO

npPoAONKNTENDbHOCTUN XKN3HU VI/VIIWI VIHBaJ'II/I,EI,HOCTI/I),
XPOHUYyecKkue,

[lporpeccupytowime,

Peakue,

JlekapcTBa 0b61a4atoLlLme BbICOKOM
3GPEKTUBHOCTbIO U U3MEHAOLLLNE
N0JITOCPOYHbIN MPOrHo3 (He Bce, He Ntobbie
JIeKapcTBa)



