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MiHicTpy OXOpOHH 310poB'a Y KpalHH

CTENNAHOBY M.B.

[[lanoBuuii Makcume Bonogumuposuay!

Hapcunaemo anpecosannii Bam  JlenyTarcbkui  3amludT  HAapOJHOTO
nerryrata Ykpainu barenka T, 1., oronowennit Ha 3acisianui BepxoBHol Paiu
Vxpaiuu 3 nunus 2020 poky, Ais po3risny i HaaaHHs BiANOBIAI aBTOPY 3anuTy i
I'onosi Bepxosuoi Pagu Ykpainu y BCTaHOB/ISHMII YHHHNM 3aKOHOABCTBOM 15-
NeHHHH TepMiH.

JMoaaTok: JAenyTaTchKuii 3anuT Ha 4 apk.y | mpum.
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HAPOJHHUU OENYTAT YVKPAIHHU

Komirter Bepxosuol PagH Ykpaiuu 3 nuTanb 00/1KeTy
CnisroJiosa aenyTaTcbKol rpynu «3a maidyrne»
01008, M. Kuis-8. Byn. I'pyiiescbkoro, 5

« 1 » nunus 2020 p. Bux. Ne 1450

[Ipem’ep-minicTpy ¥V kpainun
MM AJIIO JLA.

MinicTpy oxopoun
310poB’a VKpaiuu
CrenanoBy M.B.

Hloao nep:xasHol NiATPHMKH JiKYBaHHS
nporpecyo4oi M’ szosoi auceTpodii Lwomena

JNENYTATCHBKHM 3ATITAT

Hlanosuuii dennce Anatoniiopnuy!
Ilanoeunii Makcume Bonoanmuposuuy!

03 yepHa 2020 poxy Ha odiuiiiHomy Beb-caiiti [Ipesnnenta Ykpainn Oyno
ONPHJIIOJHEHO EeNeKTPOHHY [MeTHUII0 o0 peecTpauii B Ykpaini mnpenapary
«JledpnazakopT» - nikapcbkoro 3aco0y, sKHH J0BIB CBOW ehEKTHBHICTL Ui
VIOBU/ILHEHHS JIereHepaTHBHUX MpOLEeciB npu M’a30Biil AMcTpOdil, Ta MOKIHBOCTI
NEPKABHOrO 3a0e3NeueH s AKICHHMH Ta e(peKTHBHHMH MpernapartaMH MalicHTIB 3
nporpecyiodor M’s308ot0 auctpodiero iomena (iniuiatop - Hupextop bO «b®
«EJILJIAP - 3 HAII€WO VYV CEPLI» L T )
(https://petition.president.gov.ua/petition/97744).

BkazaHoro neTuilieio iHiliaTOp Xo4e MPHBEPHYTH YBary KepiBHHLUTBa KpaiHH
10 HaA3BHYaliHO cepiiozHol MpobneMH, Mpo SKY Mano XTO 3Hae — opdaHHOro
(pinKicHOro) 3aXBOpIOBaHH, Mporpecyouol M’ 130801 gucTpodii Jromena.

M’s3oBa guctpodis JlioweHa - ue piakicHe reHeTHYHE 3aXBOPIOBAHHSA, IO
PO3BHBAETHCH TUIBKH Yy XJMOMYHMKIB. OCHOBHHM CHMNTOMOM LIBOIO CHHOPOMY €
nporpecyiota auctpodis M a3iB, 110 Mac neTanbHe 3aKiHyeHH:A. [IpHunHOK XBOPOOH

€ MyTauis B redi Oinka aucTopdiHy, 10 PO3TALIOBYEThCA MK TAKAMH aAKTHHY Ta
rpac KI04oBY ponk Y (opMyBaHHI Kapkaca Al aKTHHY B aKTO-MIO3MHOBOMY
KOMIUTEKCI CKelneTHHX M’s3iB. 3a3BH4ail BOHO NMpPOABIAETHCA B 3-5-piuHOMY Billi: ¥



AiTed 3'sBnseTnea cnabkicte M's3iB, ska noctynoso nporpecye. o 10-12 pokis
arpogis aocArac Takoro CTyMeHs, 110 XJOMYHKH BiKE He MOXKYThb caMi XOOHTH i
Ha3aBkOH ClAal0Th B IHBaNimHHWil Bisok. B Vkpaiui BouH piaxo aoxwueaiore no 18
pokis. Ha ocranniii cragii atpodis 3axoniwe M’s3d 06aHY4S, TMOTKH | OHXanbHI
M's3u. | aiTw mommupaloTs B Mykax. B Toil dac, npu HanexHii nonomosi, fKy
3abe3neuyioTh TAKMM MAalli€HTAM B €BPONMeHChKUX KpalHax Ta BUKOPHCTAHHI AKICHHX
CYYaCHHX JIIKiB, BOHM MOrTH © He TINbKH BHKHTH, 8 H JOKHUTH 10 45-55 pokis.
Mornu © camocTiiiHo XoIuTH, OyTH peanizoBaHMMH | NPHHOCHTH KOPHCTh
CYCIINBCTRY.

Ha manuii 4ac tpanuuiiiHoro mikyBaHHs Liel XBopoOH le He icHye 4epes 11
cneundiky. [lesaxi npemapath 3a kopaoHom nepeOyBaroTh Ha cTamii po3poOku i,
MOMKIMBO, IOMOMOXKYTb. 3apa3 Yy Tepamnil [aHOT0 3aXBOPKOBaHHA HalOUIbLI
eheKTHBHMMM BBaJKAOTLCS CTEPOINHI NpernapaTy.

3a indopmaiieto 1 AMepukaHckke ynpagiainas FDA y 2015 poui
juis  nikyBaHHa  MiogMctpodii  liomieHa cxBaiuno mpenapar  jaedaazakopr.
Hednazakopr - KOpTHKOCTEpOiN, ropMoHalnbHMi 3aci, 110 NpU3yNUHSE M S30BY
auctpodito. [lpemapar ynoBinkHIOE JereHepaTHBHi Tipouecd i obepirae
KapaionoriyHy Ta neredeBy (yHkuii. Biararye Heo6XiaHicTE XipypriuHux BTpy4aHb
JU18 KOpeKiii ckomio3y. Ane, Ha kaik B YKpaiHi Heil npenapaT He 3apeecTpoBaHHi.

Takox B €Bponi i CILIA 6ynu 3apeecTpoBaHni AiKH, SKi 10M0MAralTh YacTHHI
TAKUX XBOPHX (3 MeAKMMH BHIaMH MYyTalliii) BecTH NOBHOLIHHe XUTTH. Y 35
€BPONMEHChKUX KpaiHaX XJIOMYMKH BiKe Maiike piKk OTPMMYIOTh HOBUIl npenapar.
OnHak ykpalHUSM BiH HEOCTYITHHIA.

[loku mo BnpoBamkeHi TiNBKH ABa mpenapaTh - «Atanypen» (Translarna /
Ataluren / PTC-124) i «Ervernipcen» (Eteplirsen). Bonu cxBaneni EMA
(EBponeHceEKHM areHTCTBOM JiKapChKHX 3acobiB) 1 FDA (ynpaBiiHHAM 10
CaHITAPHOMY HATJAAY 33 AKICTIO XapUOBHX MPOJAYKTIB | MeJHKAMEHTIB) 1 ITPOMIILIH
NMPHCKOPEHY  peccTpalilo B JeAKHMX  €BponeiicbKMX  KpaiHax. Aranyped
3apeecTpoBaHuii B Ykpaimi, ane Blaja BiIMOBNseTheA 3abe3nedyBaTH HHM JliTei,
yepe3 BenWKy BapTicTh. [lpenapat «ETennipceH» TmokKa3aHMH nNpd MyTaull B
NIEKITbKOX TeHax, i e Habarato 4acTille sBHINE mpH mioguctpodii Jromenna. VY
cramii po3poOkd nepebyBaloTh 1€ KUIbKa Npenapatis, fKI MOKYTb JOMOMOITH
MamieHTaM 3 IHIUMMH BHAamMu MyTalid. OpHak Halll CHiBBITYM3HUKH HE MOKYTb
OTPHMATH HaBiTb Ti JiKH, e(eKTHBHiCTL AKUX [oBefeHa. [lpenapatu wHe
3apeecTpoBaHi B Y KpaiHi.

Binnoeinno mo crarti 53-1 «lIpodiinaktuka Ta NiKyBaHHA PiAKICHHX
(opdannnx) 3axsopioBanby OCHOB 3aKoHOJaBCTBa YKpaiHH NPO OXOPOHY 310POB’A,
rpoMajsH, SKi CTpakaalTk Ha piakicHi (opdanHi) 3axsoproBaHHs, MajaH ©



OesnepediiiHo Ta ©OezonnaTHO 3ale3neuyBaTH HeOOXIAHMMH 18  JiKYBaHHA
JIKapCLKUMU 3acobamH.

Ta, na BigMiHY BiO BCIX IHIWIKMX oOpdaHHHX HO3OJOTIH, NALEHTH i3
3AXBOPIOBAHHAM Ha IMporpecyrody M fA30By auctpodiio JlolieHa, Xo4 | nonagaroThb
[ 110 BOTO 3aKOHY, ajie no (akTy, NOBHICTIO Mo30aBneHi AepKaBHOI MiATPHMKH.
B Ykpaiuil uux giteil npupeknu Ha BipHY CMepTh, 0€3 ¥OHMX ILIAHCIB Ha MOPATYHOK,
0e3 KOoAHOI 1OTIOMOTH.

3apaz ciM’i o0’eaHYIOTBCA i caMi WIYKAKOTh KOWITH Ta MOMIJIMBOCTI I
NpuadaHHsA 32 KOPJOHOM CYYacHHX JIiKiB i 3a0e3neueHns cBOIX JiTeH HeOOXITHUMH
npenaparamMH, rapaHTOBaHHMH [epKaBOw (Ha Kalb, TUILKHM Ha nanepi). Ta
NKYBaHHA 1iTel notpedye Ham3BHYalHO BeNHMKHX 3arpaT. BinbulicTe yKpaiHCbKHX
POJIHH HE MOXYTh CaMOCTIHHO 3HAHTH Taki KowTH. | Ge3 nonoMory jepkaBd BOHH
Oe3cuni.

TomMy iHImIaTOP NETHUIT NPOCHTh MPO AOMOMOIY, CMOAIBAKOYHCH 1 BIpAYH, IO
IOCTYIHE BHKOpHCTaHHA mnpenapary [ednaszakopr ICTOTHO MOMIMNIUHTE [MPOrHO3,
NocnadbuTh 1 MNPH3YNMHHKWTE PO3BHTOK XBOpOOM Ta JacTh MOMIMBITE JITAM
N0YeKaTHCh BIIPOBA/IKEHHs Mpenaparis, SKi B OCTAHHI POKH BikKe po3po0nsioThes 3a
KOPIOHOM camMe /st ikysaHHs Mionartii [lioiiena i 6yTH BpATOBaHUMH.

3Baxaw04d Ha BHIIEBHKNAIeHe Ta TNPHHHABIUM [0 YBard Ba/IHBHH
coliankHHi acnekT npobnemu, npocumo Bac HagaTH BIANOBIAHI JOPYYEHHS 3 METOHO
pO3rNSHYTH (aKTH, BHKJAJEH] Y BHIIEBKa3aHiH eNeKTPOHHIN meTHLii Ta B JaHOMY
NenyTaTChKOMY 3aMuTi, i

- BHBYHTH TIMTAHHA MOXJIMBOCTI T[IPOBEJEHHA peecTpalii npenapary
nednazakopr Ta/abo iHImWMX 3acobiB, 10 NPHUIYNHHAIOTE MPOrPECYrOdy M A30BY
auctpodio Jowena, nosigoMuTH npo noszuuiro Kabinery Minictpip Vkpaiuu Ta
MinicTepcTBa 0X0poHH 310p0B’s YKpaiHH 3 LOT0 MHTAHHS;

- MOBIIOMHTH MPO T€, YW BKHBAIIUCA Y MHHYJIOMY aD0 BKHMBalOTLCA Ha JaHHH
MOMEHT (i KHM) 3axoiM W00 peecTpauii mpenapaty aedinasakopt ta/abo 1HILIHX
3aco0iB, 1110 NMPH3YIHHAKTE Nporpecyoydy M’ s30By aucTpopito Jromena;

- Hajgatd iHdopmaliio om0 HeoOXiAHOT mpoueaypM JUIA  peecTpauil
npenapaty aednazakopr ta/abo iHIMX 3aco0iB, IO MPH3YNHHAKTE MPOrpecyrqy
M's30BY aucTpodio JlomeHa, BKa3aBllH, XTO Mae iHILIKOBATH TAKy peecTpaiio, Ta
AKHH alrOpHTM il MpH Takiid peecTpalii;

- noBigoMHTH Beclo HasBHY B KaGinery Minictpis Ykpainu ta MiHicTepeTBa
OXOpOHH 310poB’s YKpainu iHdoOpMalilo CcTOCOBHO BHPOOHHKIB Mpenaparty
nednazakopr Ta/abo IHWMX 3acobiB, 110 MPH3YMHHAKTE TNPOrPecyrody M A30BY
nuctpodito [iolieHa, kOHTaKTHI AaHi IXHIX NpeAcTaBHUKIB Ta/ado mpejACTaBHHUTB B
Ykpaiui;



- MOBIAOMHTH, 4YH repeadadeHa YHHHMM 33KOHOJABCTBOM  YKpaiHu
MOMKIIMBICTB CIpOLIeHOI NpoLeAypH peecTpauii npemapary aeduiasakopt Tta/abo
IHLIMX 3ac00iB, 10 NPH3YHHAIOTE NPOrpecyouy M’ a30By auctpodio Jomena;

- BHLIYKAaTH MOMXIUBICTE MepeadbadeHHs ©Oe3komToBHOrO 3abesmnedyeHHs
nmpenapatoMm fAedasakopt Ta/abo  iHIWMMH  3acobaMM, 10 TIPH3YNHHSAIOTEH
mporpecyrouy M’'s30By auctpodiro lrowena, namieHTIB BCIX HO30J0rH, AKI MAOTh
MOKA3H A0 HOro 3acTOCYBAHHSA Ta MUJILIOBI rapaHTil HA OTPHMAHHA JIIKIB;

- BHIIYKaTH MOMIUBICTL 3abe3neveHHd B MOBHOMY 00CH31 JepiaBHOrO
(hiHaHCYBaHHS MOBHOLIIHHOIO JIIKYBAHHA [iTel, 110 XBOPIIOTH HA Mporpecyrouy
M'A30BY auctpodito liowena npenaparamu, edeKTHBHICTb AKHX € J0BeleHa (B TOMY
YHCIl Mali€HTIB 3 HOHCEHC MyTauiew npenapatoMm Atanyped (1pancinapna), wo
NI03BOJIHThL MEepeBecTH XBOpoOy 31 3M0MKicHOro THNY mepediry ao OlnbLI Nerkoro,
MPH AKOMY NALIEHTH POTATOM YCBOTO KHTTA 3MOKYTh XOAHTH CaMOCTIHHO,

[Mpo pe3ynbTaTH po3risgy JAaHOr0 JENyTATCEKOrO 3aluTy MOBIJOMHTH
iHilfiaTopa enekTpoHHoi mneruuii Ha BeO-caiTi Ilpezunenta VYkpalHH Ta MeHe
piAnoBiAHO a0 crarri 15 3akony Ykpainu «llpo crtaryc HapoaHoro jaemnyrara
Ykpaiuu».

Jaznaneriae Bam Basunuii!
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