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MPOIrPAMA 3A JIEKYBAHE HA PETKW BOJIECTW BO PEMYBJIMKA CEBEPHA
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Bneryea Bo cuna Ha:  13.01.2021

N3Bop: BJTAOA HA PETMYBJIMKA CEBEPHA MAKEOOHNJA

BNNAJA HA PENYBJINKA CEBEPHA MAKEAOHUJA

Bp3 ocHoBa Ha uneH 16 cTaBoBM 2 M 3 of 3aKOHOT 3a 34paBcTBeHaTa 3awTuTa ("Cnyx6eH BecHUK Ha Peny6nvka
MakegoHuja" 6p. 43/12, 145/12, 87/13, 164/13, 39/14, 43/14, 132/14, 188/14, 10/15, 61/15, 154/15, 192/15, 17/16, 37/16 1
20/19 n "Cnyx6eH BecHuWk Ha Peny6nuka CeBepHa Makeponuja" 6p. 101/19, 153/19, 180/19 u 275/19), Bnagata Ha
Peny6nuka CeBepHa Make[0HWja, Ha cegHULaTa, oap>kaHa Ha 12 jaHyapu 2021 roanHa, foHece.

MPOIrPAMA 3A JIEKYBAHE HA PETKW BOJIECTW BO PEMYBJIMKA CEBEPHA MAKEOOHWJA 3A 2021 TOANHA

1. BOBE/,

PeTknTe 605iecT npeTcTaByBaaT KAMHUYKMW XeTeporeHa rpyna 60MecTi Co HUCKa npeBasieHula BO nonynauuvjata. Bo cBeToT
[0 neHec ce uaeHTudukysaHu nomery 5.000 u 8.000 peTku 60/1eCTU CO MPETEXHO rEeHeTcKa eTuosioruja (KOHreHUTasHm
aHomanuu u pgedopMaunm, MOHOreHETCKM 6ONecTH, HacneaHV HapyllyBaka Ha MeTabosIM3MOT), HO U 6ONIeCTU CO PeTKM
aBTOMMYHMW HapyllyBaHa, PETKW AereHepaTuBHM HapyllyBakba, PETKU ManurHu 3abonyBakba M peTkn UHPeKumun. PeTkute
60NeCTM ce KapaKTepuaupaaT co NPOrpecuBeH HEMOBOMEH TEK, @ MHOMY YECTO U CO paHa CMPT. HajroneMuoT aen of peTkuTte
6onecTu (75%) ce nojaByBaaT BefHall Nocne paraHkbeTo U BO paHa AeTcka Bo3pacT.

M nokpaj pasnuMyHOoCcTa BO eTWonorujata, peTkuTe O6ONECTM WMaaT MHOTY 3aefHUYKU ENEMEHTU - HeafeKBaTHO
npeno3HaBarbe, HealekBaTHa U/UKM HenocToedyka Knacudukaumja, HefoBOMHA AOCTANHOCT Ha AMjarHOCTMYKKM MOCTankKy,
KaKO M OrpaHWYeHN 1 CKanu TepanaBTCKU MOXKHOCTH, [lo cera nocTtoun cneunduueH TpeTmaH 3a okosny 250 peTku 601ecTu co
T.H. nekoBu - cupaum (orphan drugs), Kou ce HajuecTo cKanu U TELLKO JOCTarnHU.

Mako ondakaaT MHOry Man MpOLEHT Of LeNnoKynHaTa nonynawuuja, TMe npeTcTaByBaaT 3HayaeH MPOLEHT BO OAHOC Ha
MOpP6MANTETOT, MOPTANIMTETOT U KBANIUTETOT Ha XXMBOT M 34paBjeTo Ha rpafaHute. KacHo 1 HeafleKBaTHO NperosHaBambe U
nocranyBare Ha AujarHo3a Ha peTku 60MecT YecTo BOAM AO TPajHU OlTeTyBarba M CMPT Ha 3abosieHnTe, CO 3HayajHo
B/IMjaHMe BP3 LIENOKYMHMUOT CTaTyC Ha CEMEjCTBOTO.

MocTojaT ronem 6poj EBponcky MHMLMjaTUBM 3a 06e36efyBatbe JierucnatMeu M yHUGMOPMHOCT BO OpraHu3auumjata Ha
cepBuUcUTe 3a 06e36eayBarbe Hera u fekyBarbe Ha NauveHTuTe co peTku 6osecTu. 34paBCTBEHUTE BIACTH BO Cekoja 3eMmja
BO CKJ10N Ha CONCTBEHUOT 34paBCTBEH CUCTEM U CBOUTE MOXHOCTU CO34aBa cneumbmqu HaLlWOHaneH nnaH 3a nekyBame.
CornacHo ekcnepTcKoTo Mucnere Ha Komucujata 3a peTku 6onecty npy MnMHUCTEpPCTBOTO 3a 34paBCTBO, BO "Peructap Ha
peTKuM 6051eCTU 1 Ha NaLMEHTU Kou 6onedyBaaT of, peTku 6osiecTu” ce B6pOjyBaaT e4MHCTBEHO 3a60/lyBatba KO Ce HaBefeHU
OP®AH nuctaTa Ha peTku 6onectu - peBugmpaHa jaHyapu 2020 roauHa ( https: /www.orpha.net/ orphacom/cahiers/ docs/
GB/ List_of_rare_diseases_in_alphabetical order.pdf). PeTka 6onecT, cnopes EBpPONCKMOT eKCMepTCKM KOMWUTET 3a PeTKU
60necTu, e cekoja 60/1eCT UM HapyLlyBake KOe MorofyBa Man Aen Of HaCceneHUeTo, O4HOCHO CO MpeBaseHLa of He NoBeKke
op 5 Ha 10 000 nuua. Bo oBaa rpyna He ce B6pojyBaaT XpOHUYHO M3HEMOLLTEHU UM HECOOABETHO TPETMPaHU 3aboNyBaHsa,
Kako M 60JIHM CO peTKa CeKyHAapHa KOMMunKauumja Ha yecta 60necT.

2. AHAJIU3A HA MOMEHTAJTHATA COCTOJBA

MNporpamata 3a nekyBare Ha peTKu 60MecTu 3arnoyHyBa M 3a npenat e goHeceHa Bo 2009 roguHa 3a flekyBahe Ha ABa
nauueHTU CO efHa UCTa peTka 60MecT, a BO nocnefoBaTelHUTe TOAMHM MOCTOjaHO e 3rofieMyBaHa JncraTa Ha JIeKoBu-
CupauM 1 Ha NieKyBaHMW NaLMeHTH Co PETKM 60NecTy.

3aknyyHo co aekemBpu 2020 roavHa BO PerncTepoT Ha peTku 60ONECTVM MMa perucTpupaHo BKYnHo 575 nuua, og Kou 3a
okony 185 nuua ce o6e3benyBaat fiekoBu nNpeky lMporpamMara 3a peTku 6onecTu.

Bo 2020 rogumHa ce BoBefieHM ABa HOBMW NEKOBU-CUpaLIM 3a Tepanuja u Toa aMnynapHa Tepanuja 3a 6onecta Ha [owe 1 HoB
neK 3a Tepanuja Ha NauMeHTUTe co xepeauTapeH aHrmoezieM (XAE) kako TpeT Jiek 3a TpeTMaH Ha oBaa 6oJecT.

3aknyyHo co jaBHaTa HabaBka Bo 2020 roguHa, npeky lNporpamara 3a fiekyBame Ha peTku 6o51ecTn o6esbeneHn ce BKYMHO
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35 neka 3a nekyBarbe Ha NaLMEHTU CO peTKa 6onecT.
CvTe mauMeHTV r'M UCMonHyBaaT KPUTEPUYMUTE U 3a HWUB € JafleHO MO3UTMBHO MUc/erwe of HauuoHanHata KoMmucuja 3a
peTKun 6onecTu.

3. UENN HA NPOIrPAMATA U MEPKUW KOV E HEOMXOAHO A CE MPE3EMAT

OcHoBHa uUen Ha lporpamaTa 3a peTku 6onecTn e obesbeayBarbe Ha Tepanuja CcO JieKOBUCMpaUM 3a NiMuata Co peTku
60necTn Kou ce BKJy4YeHU BO PerncrtapoT Ha peTku 6onectu Ha Penybnuka CeBepHa MakefoHMja, 3a YMELLUTO JieKyBahe
nocton ofgobpeHne op Komucujata 3a peTku 6onectr npu MuHMCTEPCTBOTO 3a 34paBcTBO. lpeky [MporpamaTta 3a peTku
60NecTM Ke ce NleKkyBaaT OHue 3abonyBama Kou crnafaat Bo ORPHAN nucTtata Ha peTku 60MecTuy, HO Yuja npesasieHua BO
Peny6nuka CeBepHa MakefoHwuja He HaaMuHyea 1 Ha 100 000 xuTtenu.

Co oBaa nporpama ce o6esbefyBa CTaHAaph Ha fieKyBare Ha fvuata co peTku 60fecT, CAUYeH Ha cTaHAaphoT Ha
neKyBar€e Ha ApyruTe 6051eCTV BO 34PaBCTBEHMOT CUCTEM, COMTAaCHO CBETCKMUTE HOPMATUBM 3a JieKyBake U 06e36e4eHNOT
OYyLIET HaMeHeT 3a peTkute 6onectu. Bo MporpamaTa He e BKIyYeHO 06e36efyBarbe Ha NOTpebuTe of OPTOMEACKMU U APYri
nomMarana, o6es6eflyBatbe Ha cyniemMeHTu (MacTu 1 BUTAMUHU U CIIMYHO) KaKo M 3a NinLaTta Kou ce fiekyBaaT npeky GoHgoT
3a 3[paBCTBEHO ocurypyBare Ha Peny6nvka CeBepHa MakefoHuja.

KomucujaTta 3a peTku 6onecty npefnara oTnovyHyBake Ha Tepanuja Ha nule co peTka 60MecT Bp3 OCHOBA Ha yCBOEHa
CTPyYHa npouepypa Ha Komucujata 3a peTku 601eCTM U COOABETHA LOKYMeHTauuja obesbefieHa of, fieKapoT LWTO FO BOAM
nauueHToT.

3a nocTtaByBar€ Ha Tepanuja He MOXe JAa Ce OfJlyyyBa PeTPOaKTMBHO OTKAaKO e ofo6peHa Tepanuja Ha APYro HWBO BO
Jp>XaBaTa, OTNOYHATO JieKyBake BO Apyra Ap)aBa, Uiu ako e NpBUYHO OTMOYHaTa Tepanuja npeky goHauun. MeguumnHckaTa
JOKYMeHTauuja 3a OBMe NauMeHTU NoTpebHo e Aa 6ujae focTaBeHa Ha pasrnefyBarbe Ao KomucujaTta 3a peTku 60nectu
npeKky coofBeTHaTa YHUBEP3UTETCKA KIIMHMKA Kafe Ke 6re NPOAOIKEHO NEKYBaHETO.

3a gujarHoauTe co peTka 60secT Kaj kou npeBaneHuaTa Bo Peny6nvka CeBepHa MakefjoHMja e HagMUMHaTa a 3a KOU BeKe ce
HabaByBaaT JIEKOBM NMpeKy nporpamMarta 3a peTku 6osiecTu, Ke 6uaat ondaTeHn co Nporpamara, ce fofeka He ce 06e36eam
HWBHOTO NeKyBarbe NpeKy Apyru M3Bopu Ha hUHaHCcKpamse.

Mpwv opnyyyBare Ha KOMKCHjaTa Mo OAPEeAEHO Npallarse, BO NpeaBuA Tpeba Aa ce nma CnefHoTo:

- Mpeky Mporpamata 3a peTkn 60NECTU MOXaT Aa Ce NeKyBaaT NauMeHTn co peTku 6onectun gageHu Bo Orphan nucraTa 3a
peTku 6onectu - peBuanpaHa Bo jaHyapu 2020 roguHa (ORPHAN list of rare diseases, https://www.orpha.net/orphacom/
cahiers/docs/ GB/ List _of_rare _diseases _in _alphabetical order.pdf).

JlekoT 3afomkuTenHo Tpeba aa 6uae ofo6peH oA cTpaHa Ha peneBaHTHU Tena - EMEA EBpona nnu FDA-CA/LL.

- 3a 6onecta Mopa fa MocTou Mpenopaka 3a JiekyBarbe CO OfpefeH T.H JIeK-CMpaK U UCTUOT Aa He ce 06esbenyBa npeky
DoHAOT 3a 34paBCTBEHO OCUTypyBarbe Ha Penybnuka CesepHa MakegoHuja.

- Tpeba pa noctojat ogHanpen Ae@UHMPaHN KPUTEPUYMU 3@ MEPAIMBOCT Ha edeKTUTe Ha NeKkyBareTO BP3 OCHOBA Ha Kou
rnoHaTamy, BO CTPOro AepuHMpaHM BPEMEHCKN Nepoaun Ke ce eBanynpaaT edeKTUTe of Tepanujata of CTpaHa Ha HE3aBWUCHO
TEeNo - KOMWUCHja ofpefeHa of, cTpaHa Ha MUHUCTEPCTBOTO 3a 34paBCTRO.

- EkcnepumeHTanHa Tepanuvja uam Tepanuja Koja e BO TEK Ha KJIMHUYKM CTyAMM He MOXe Aa buae ofobpeHa 3a nekyBarbe.
HoBo-n3neseHun nekoBM HeMa a ce 0A06paT ce AoAeKa He ce fobve MefyHapoaHa NnoTBpAa AeKa UCTUTe AaBaaT MO3UTUBHU
pe3ynTaTu, fieka ce npernopayaHu of, peneBaHTHU UHCTUTYLUK 3a ynoTpeba 1 feka ce NoArOTBEHM NPOTOKOMN 3a NPUMEHa.

- [lokonky MMa roBeKe NIeKOBW 3a UCTa 6OMeCT, Ke ce 3eMe BO MpeaBui: NeKOoT 3a KOj MMa MOrosiemMo MO3UTUBHO
MeryHapoAHO WCKYCTBO, MHAMBUAYANHUOT MpUCTan KOH NauMeHTOT, MUCNIEHETO Ha NIEKApOT KOj Fo AujarHocTuumpan u/vnm
ro nekyBa NauMeHTOT BO OLHOC Ha eheKTUTe Of, SleKyBaHeTO CO UCTMOT a Nno noTpeba Ha H6aparbe Ha MUHUCTEPCTBOTO 3a
3PaBCTBO M MUCTIEHE Of, APYTU EKCMEPTUN Of COOABETHaTa o6nacT.

- baparbe 3a ofo6pyBarbe 3a NekyBarbe Ha MauMeHT co peTka 6osecT Ao HaumMoHanHaTa KOMUCHja 3a peTKK 60S1IeCTU MOXe
[la nofHece caMo fieKkap Koj ro anjarHocTvumpan naumeHToT U/Unn ro nekyBa NnauneHToT, KOj MMa MO3UTUBHO MUCTEHE Of,
CTPYYHWMOT KOMErMyM Of, CBOjaTa MaTM4Ha YHMBEP3MTETCKA K/MHMKA Kaje Ke 6upe nekyBaH nauueHToT. bapareTo 3a
rnocTaByBarbe Ha MauuMeHTOT Ha [porpamaTta 3a peTku 6osiecTu Tpeba Aa 6uae OfoOpPeHO Of CTPYYHUOT KONErnym u
noTnuwaHo of AnpekTopoT Ha cooaBeTHaTa J3Y YHMBEp3nTETCKa KNMHUKA.

- EBanyauwmjata Ha nauMeHTUTe 3a eekTUTe of TepanujaTa Ke ja BpLK nocebHO hopMmpaHa CTpyYyHa KOMUCHKja COCTaBeHa of,
3 uneHa, NOTBPAEHa Of HauMoHanHaTa KoMucujata 3a peTku 6oNecTy, of Kou 6apeM efeH Mopa Aa e of obnacTta unm of
6/Mcka obnacT BO Koja e rpynupaHa peTkata 60/1ecT M YfleH Ha HauuoHanHata KoMmucujata 3a peTku 6051ect, BO CTPOro
AedUHMpaHN BpEMEHCKMN NePUOAM, HajMasiKy eHall FOAULLIHO WM MOKPATKO BO 3aBUCHOCT Of, BUAOT Ha 6onecTa.

- CuTe naumMeHTH co peTKn 60NecTn KoM ce perucTpyMpaHmn 3a JiekyBakbe Ce BHecyBaaT BO "Peructap Ha peTku 601ectu u Ha
nauueHT Kon 6onefyBaat of, peTku 601ecTn” U UCTUOT ce 06HOBYBA BO FOAMULLHM UHTEPBanM BP3 OCHOBA Ha edeKTuTe of
NneKyBaHeTo.

4. DUHAHCUPAHSE HA TTPOIPAMATA
BkynHuTe cpefcTBa 3a peanvsauuja Ha oBaa nporpama usHecysaat 520.000.000,00 geHapu og kom 300.000.000,00 geHapu
ce ob6esbepyBaaT op byyetor Ha Peny6nuka CeBepHa MakegoHuja 3a 2021 roguHa w 220.000.000.00 pgeHapu ce
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o6e3benyBaaT of, COMNCTBEHW Mpuxoan Ha MuHUCTepcTBO 3a 3ppaBcTBO. Co nporpamara ce npefaBuayBa M ucnnata Ha
HemsMupeHun o6Bpcku 3a 2020 roguHa.

5. U3BPLUNTESIN HA NMPOIPAMATA
JlekoBuTe 3a Tepanuja Ha nuuaTa 3aboneHy of PeTkn 6onecTn Ke rv HabaByBa MUHMCTEPCTBOTO 3a 34paBCTBO MO NaT Ha
jaBHa HabaBKa, Kako U AUCTPUBYUpaHeTo [0 jaBHUTE 34pPaBCTBEHN YCTAHOBM, YHUBEP3UTETCKM KITMHUKM Kaje ce JiekyBaaTt
nauueHTUTe CO pPeTKn 6ONecTy, U3BPLUMTENM Ha aKTUMBHOCTUTE, @ BP3 OCHOBa Ha JOCTaBeHa notpe6a Of JIEKOBU KOU ce
HabaBeHW of cTpaHa Ha MMHWCTEPCTBOTO 3a 34,paBCTBO.
JaBHWUTE 34paBCTBEHM YCTaHOBM, YHWBEP3UTETCKUTE KAMHUKM Npu KnuvHuukm ueHTap "Majka Tepesa'- Ckonje kKou ce
M3BPLUMTENM Ha aKTUBHOCTUTE, BOAAT eBUAeHUMja 3a NaumeHTUTe 1 JageHarta Tepanuja cornacHo goHeceHara npouegypa 3a
avcTpubyumja v nsfaBare Ha NIeKoBM/Tepanuja, JOHECEHO of CTpaHa Ha MMHUCTepCTBOTO 3a 34PaBCTBO MO Mpeasior Ha
KomucwjaTa 3a peTku 60/1€CTH Kako CTPYYHO COBETOAABHO TEM0 Ha MUHUCTEPOT 3a 3A4PaBCTBO.

N3paBareTo Ha opanHaTa Tepanujata Ha nauuMeHTuTe Of CTpaHa Ha YHUBEP3UTETCKUTE KAUHWKM npu KNuHWYKK LeHTap
"Majka Tepesa'- CKonje KoM Ce M3BPLUUTENIN HA aKTUBHOCTUTE ce BpLIM 3a MNepuoj of HajMHory asa (2) meceuu, a BO
BOHPEAHW YCNOBU 3a NEepPUOZ Of HajMHOTY YeTupu (4) Meceum.

6. IOCTABYBAHSE HA U3BELLTAU

JaBHWTe 3[paBCTBEHUTE YCTaHOBW, YHUBEP3UTETCKUTE KJMHMKU KOW Ce W3BPLUMTENINM Ha OBaa nporpama, AocTaByBaaT
pPefioBHU LLeCTMeceYHN useelTan Ao MUHUCTEPCTBOTO 3a 34paBCTBO 3a 6POjOT HA MaLMEHTUTE, KOSIMYMHA Ha MOTPOLLEHNU
JIeKOBU M MOMEHTAaJIHa 3a5Mxa Ha UCTUTe.

OBaa nporpama BneryeBa BO CWUila HapegHWOT feH of, AeHOT Ha o6jaByBarbeTo BO "Cny)6eH BeCHUK Ha Peny6nuka CeBepHa
MakegfoHuja".

Bp. 40-77/1 12 janyapu 2021 roguHa Ckonje MpeTcefaten Ha Bnagata Ha Penybnuka CeBepHa MakenoHuja, 3opaH 3aes, C.p.
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