BZIAAA HA PENYB/IMKA CEBEPHA MAKEAOHUIA

Bp3 ocHoBa Ha uneH 16 cTaBoBM 2 1 3 o4 3aKOHOT 3a 34paBcTBeHa 3alTtuta (,Cny>kb6eH BeCHUK Ha
Penybnuka MakxkegoHunja“ 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 n 20/19 wun ,CnykbeH BecHMK Ha Penybauka CesepHa
MakegoHuja“ 6p. 101/19, 153/19 u 180/19), Bnagata Ha Penybnauka CesepHa MakegoHuja, Ha
cegHMUATa ogpaHa Ha 28 gekemepu 2019 rogmHa goHece

MPOrPAMA
3A NEKYBAHE HA PETKU BOJIECTU BO PENYBJ/IMKA CEBEPHA MAKEAOHUIA
3A 2020 TOAUHA

1. BOBE/,

PeTkute 6onectM npeTcTaByBaaT KAMHWYKKM XeTeporeHa rpyna 60/1ecT CO HUCKa MpeBaneHua BO
nonynaumjata. Bo ceetoT fo geHec ce npeHTndpurysaHmn nomery 5.000 n 8.000 petkm b6onectn co
NPEeTEXKHO reHeTcka eTnonoruja (KOHreHUTanHM aHoMaauun M aepopmalmm, MOHOFEHETCKN bonecTy,
Hac/le4HW HApYLYBatba Ha MeTabosIM3MOT), HO U BONIECTU CO PETKM aBTOMMYHM HapyLlyBakba, PETKU
JereHepaTMBHM HapyllyBakba, PETKM MAJIMTHKU 3ab0/yBatba U peTkn nHdekuun. Petkute bonectu ce
KapaKTepusnpaaTt co NPOrpecrMBeH HEMOBOJIEH TEK, @ MHOTY YECTO M CO paHa cMmpT. HajronemuoT gen
of, peTkuTe bonectu (75%) ce nojasysaat BeAHaL NOC/e pafakbeTO M BO paHa AEeTCKa BO3pacT.

M nokpaj pas3sMyHOCTa BO eTMoJIorujata, peTkute 60/1ecT MmaaT MHOTY 3aedHUYKU eNeMeHTU -
HeaJeKBaTHO Mpeno3HaBatbe, HeadeKBaTHa W/MAM  HemocToedka KnacuduKaumja, HeL0BO/HA
[OCTANMHOCT Ha AMjarHOCTUYKM NOCTAMKKU, KAKO U OTPaHMYEHM U CKanu TepanasBTCKM MOXKHOCTU. [lo cera
noctou cneuudmyeH TpeTMmaH 3a oKkoay 250 peTku 6onectn co T.H. neKkosu - cupaum (orphan drugs),
KOM Ce HajyecTo CKanum 1 TeLLKO A0CTanHu.

Mako ondakaaT mMHOry Mman NPOUEHT Of LLeNOKynHaTa nonynauuvja, TMe npeTcTaByBaaT 3HayaeH
NPOLEHT BO OAHOC Ha MOPOMAWUTETOT, MOPTA/NUTETOT M KBAZMTETOT Ha KMBOT M 34paBjeTO Ha
rpafaHuTe. KacHO n HeafeKBaTHO Mpeno3HaBake W NOCTanyBakbe Ha AMjarHo3a Ha peTku bonecTtu
YecTo BOAM [0 TPajHM OlWTeTyBakba U CMPT Ha 3aboseHnTe, CO 3HaYajHO BAMjaHME BP3 LEeNIOKYNHUOT
CTaTyC Ha CEMEejCTBOTO.

MocTojaT ronem 6poj EBPOMNCKM MHUUMjaTOBM 3a 0be3beayBatbe Nerucnatmenm M yHUGOPMHOCT BO
opraHusaumjaTa Ha cepBucUTe 3a 06e3beayBatbe Hera U NeKyBakbe Ha NauMeHTUTe Co PeTKu bosecTu.
34paBCcTBEHUTE BAACTM BO CEKOja 3eMja BO CK/IOM Ha COMNCTBEHWOT 3A4PABCTBEH CUCTEM WU CBOUTE
MOYHOCTW CO34aBa cneuuduyeH HauMoHaNEH NaH 33 JIeKyBakbe.

CornacHo eKcnepTcKkoTo Mucnere Ha Komucujata 3a peTkn Bonectm npu MUHWUCTEPCTBOTO 3a
34paBcTBO Ha Penybanka CeBepHa MakeaoHuja, BO ,,Perncrap Ha peTku 601eCcTM 1 Ha NauMeHTU Kou
b6onenysaat of peTku bonectn” ce BbpojyBaat eauHcTBEHO 3abonyBarba Kou ce HasegeHn OPPAH
2ncrara Ha peTku 6onectu - pesnaunpaHa jaHyapu 2019 roguHa
(https://www.orpha.net/orphacom/cahiers/docs/GB/List_of rare_diseases_in_alphabeticalorder.pdf)
. PeTka 6onect, cnopes EBPONCKMOT eKCMepTCKM KOMMUTET 33 peTkM Hosectu, e cekoja 6bonect nau
HapylwyBake Koe norogysa Maj e of Hace/lleHUeTo, 0AHOCHO CO NpeBaseHLa oA He noBeKke oa 5
Ha 10 000 nuua. Bo oBaa rpyna He ce BOpPOjyBaaT XPOHWUYHO M3HEMOLUTEHW WAM HECOOABETHO
TpeTupaHu 3abonyBarba, Kako U 6ONHU CO peTKa CeKyHAapHa KOMMMKaLUMja Ha YecTa bonect.




HaumoHanHa Komucuja 3a peTkm 6onectu e CTpy4HO COBETOAABHO TENO HA MUHUCTEPOT 3a 34PaBCTBO,
dbopmupaHa Bp3 OCHOBA Ha YneH 55 of 3aKOHOT 3a opraHusauuja Ha paboTtaTa Ha opraHuTe Ha
ynpaeata, BO KOja u4neHyBaaT fneKapwu cneuumjanuctn og J3Y YHusepsutetckute KnnHuMKM npu
SKAMHWUKKM ueHTap Majka Tepesa” Bo CKonje oA penoT Ha eKCnepTM KoM M Mo3HaBaaT peTkute
601eCcTV 1 KoW v NeKkyBaaT NaumeHTuTe. 3agaumTe Ha Komucnjata ce geduHMpaHm co [LeN0BHUKOT 33
paboTa Ha ucTaTta, UCTUTE BKYYyBaaT: YC/IOBU 33 BNE3 HA MALMEHTUTE BO PerucTap 3a petkn 6onectu
n/vnn/nporpama 3a feKkyBarbe BO pamMKuTe Ha oaobpeHuwot 6yyer obesbeaeH on Bnagata Ha
Penybnnka CeBepHa MakeaoHuja; pasrnefyBatbe Ha AOKYMEHTUTE 3a CUMTe MpPWjaBeHU NauueHTy;
JOHecyBake HM3a NpoLeaypu 3a MeHanpare Ha AucTpmnbyumja Ha nekosuTe u ap.

2. AHAIU3A HA MOMEHTAJ/THATA COCTOJBA

Mporpamara 3a siekyBarbe Ha peTKM 60s1IecTn 3anoyHyBa M e 3a npBnaT goHeceHa Bo 2009 roguHa 3a
NleKyBarbe Ha ABa NAUMEHTM CO eaHa UCTa peTka bosect, a BO nocnepoBaTenHuTe roguMHun belwe
NMOCTOjaHO 3ro/ieMyBaHa JIMCTATa Ha JIEKOBU - CMPaLLM 1 Ha IEKYBAHM NALMEHTU CO PeTKn bonectu.

3akny4yHo co aekempu 2019 rogmHa Bo Perncrepot Ha peTkn 601ecTM ma permcTpupaHo BKynHo 520
nnua, o Kou 3a okosy 180 nnua ce obesbeayBaat nekoBu npeky MporpamaTa 3a peTkM bosectu

Bo 2019 roamHa ce BOBeAEHN TPU HOBM JIEKOBM - CMpaUM 3a Tepanuja u Toa TabaeTapHa Tepanuja 3a
6onecta Ha lowe Kako TpeT M3bop Ha /ieK, HOB /IeK 3a Tepanuja Ha NauMEeHTUTe CO MAMOMNATCKa
MynmoHanHa pnbposa u NeK 3a Tepannja Ha Aelata co CNMHaNHa MYyCKyHa aTpoduja (CMA).

CuTe NauUMeHTU M MCMNOAHYBAaT KPUTEPUYMMUTE M 33 HUB € A3AEHO MO3UTUBHO MMUC/IEHE Of
HauunoHanHaTa KomucuKja 3a peTkn bonectu.

3. UENU HA NPOTPAMATA U MEPKU KOU E HEONXOAHO AA CE NMPEB3EMAT

OcHoBHa uen Ha lMporpamaTa 3a peTkn bonectn e obesbeayBare Ha Tepanuja co IEKOBU - CMpaLM 3a
IMuaTa co peTkM 6onectn Kom ce BKAyYeHM BO PernctapoT Ha peTkn 6onectn Ha Penybnumka CesepHa
MaKefOHMWja, 3a UMELWTO JieKyBare noctoM ogobpeHue og Komwucujata 3a peTkn 6onectn npu
MuHUcTepcTBOTO 3a 34paBcTBO. Mpeky Mporpamara 3a petku 6onectm Ke ce seKyBaaT OHue
3abonyBartba Kou cnaraatr Bo ORPHAN aucrata Ha peTtku 6onectn, HO uuja npeBaneHua BO
Peny6nuka CeBepHa MakegoHuja He HagMmuHyBa 1 Ha 100 000 kuTtenm.

Co oBaa nporpama ce obe3benyBa CTaHZapA Ha SIEKYBake HA /iMLaTa CO PeTKM 6onectn, CNYeH Ha
CTAHAAPLAOT Ha JIeKyBakbe Ha Apyrute 6osiecT BO 34PaBCTBEHMOT CUCTEM, COM/IACHO CBETCKUTE
HOPMaTUBM 3a SieKyBakbe N 06e3beneHNOT ByLleT HameHeT 3a peTkuTe 6onectn. Bo MNporpamara He e
BK/Ny4eHO ob6e3begyBarbe Ha noTpebute of opToneackKM M ApyruM nomarana, obesbesyBare Ha
CynieMeHT! (MacTu U BUTAMUHU W CAUMYHO) KaKo M 3a AnuLaTa KoM ce ieKyBaaT npeky ®oHAoT 3a
3[paBCTBEHO OcUrypyBakse Ha Penybnvka CesepHa MaKefoHwja.

KomucujaTta 3a peTkM H6onectu npeanara OoTNOYHYBakbe Ha Tepanuja Ha JiMue Co peTKa bonecT Bp3
OCHOBAa Ha YyCBOEHa CTpyyHa npoueaypa Ha Komucujata 3a peTkM bonectmh U cooageTHa
OOKyMeHTaumnja o6es3beneHa o4 NeKapoT WTO ro BOAWM MaLMEeHTOT. 3a NMocTaByBakbe Ha Tepanuja He
MOKe [a ce 0A/lydyBa PETPOaKTMBHO OTKAKO e ofobpeHa Tepanuja Ha Apyro HMBO BO Ap¥KaBaTa,
OTMOYHATO JIeKyBakbe BO Apyra Ap»KaBa, WAM aKo € MPBUYHO OTMNOYHATa Tepanwuja Npeky AOoHauuw.
MeAauMLUMHCKaTa JOKYMeHTaLMja 33 OBME NauMeHTU ke 61MaaT NOBTOPHO NPATEHM Ha pasriefyBarbe Ha
KomucujaTta. bonectute 3a Kou npesasneHunjaTa Bo Penybanka CesepHa MakegoHWja e HagMKUHaATa, Ke
ce nekyBaaT npeky ®oHAOT 3a 34paBCTBEHO OCUTypyBarbe Ha Penybavka CeBepHa MakenoHuja.




Mpu oanyyyBakbe Ha KOMUCKMjaTa MO OAPEAEHO Npallakbe, BO Npeasua Tpeba Aa ce MMaat ciegHuTe
KpUTEPUYMU:

- MpeKy MNporpamaTa 3a peTkn 601ecTU MOKaT fa ce IeKyBaaT NauneHTH co peTkn bonectn aageHu Bo
Orphan nucrtaTta 3a peTku b6onectu - pesugmpaHa Bo jaHyapu 2019 roguHa (ORPHAN list of rare
diseases,

https://www.opra.net/orphaconi/cahiers/docs/GB/List_of rare_diseases_in_alphabeticalorder.pdf).

NekoT 3agoskutenHo Tpeba ga buae onobpeH of cTpaHa Ha peneBaHTHM Tena - EMEA - EBpona nau
FDA - CAL.

- 3a 6onecta Mopa Aa NocTou Nperopaka 3a /iekyBarbe Co oApeaeH T.H IeK - CMpaK U UCTUOT Aa He ce
o06e3beaysa npeky PoOHAOT 3a 34paBCTBEHO OCUTYpYBakbe Ha Penybnuka CesepHa MakegoHuja.

- Tpeba ga nocrojat oaHanpes AedUHMPAHN KPUTEPUYMM 38 MEPIMBOCT Ha ePeKTUTE Ha JIEKYBarbeTo
BP3 OCHOBa Ha KOM NOHaTamMy, BO CTPOro AeduHMpPaHN BPpEMEHCKM Nepoam Ke ce eBasympaaT edpektuTe
o TepanujaTa of, CTpaHa Ha He3aBMUCHO Te/o - KOMUCKja oapefeHa of cTpaHa Ha MUHUCTEePCTBOTO 3a
34paBCTBO.

-3a cekoj nek Koj Tpeba pa Bnese BO nporpamata Tpeba Aa ce A0CTaBM  NO3UTMBHA
dbapmakoeKoHomcKka aHanusa oa MCMOP MaKeaoHuja, Kako M aa buaaT obesbegeHn GpuHaHCUCKK
cpeacTsa.

- EKcnepyMmeHTanHa Tepanuja UAM Tepanuja Koja € BO TEK Ha KAMHWYKKM CTYAMM He MOXKe Aa buae
opobpeHa 3a neKyBarbe. HOBO-M3/e€3eHM NEKOBM Hema Aa ce opobpaTt ce fgoaeka He ce gobue
mMefyHapoaHa noTBpAa AeKa MCTMTe AaBaaT MO3UTUMBHM pe3ynTaTv, AeKka ce npenopadyaHu op,
peneBaHTHU MHCTUTYLMK 3a ynoTpeba 1 AeKa ce NoAroTBEHW NPOTOKO/M 33 NPUMEHaA.

- [loKo/NIKy Mma noseKe NeKoBU 3a UcTa bonect, ke ce 0406pu NEKOT 3a KOj MMa NOroseMo No3UTUBHO
MefyHapoAHO UCKYCTBO.

- bapatbe 3a 0406pyBatbe 33 NieKyBakbe Ha MauMeHT co peTka bonect Ao HauuoHanHata Komucuja 3a
peTkn 6onecTn Mo¥Ke Aa NoAHece CaMo NieKap Koj ro AnMjarHoCTMLMpan nauMeHToT U/uam ro nekysa
MauMeHTOT, KOj MMa MO3UTUBHO MWCIEHE Of, CTPYYHMOT KOJerMym oOf CBOjaTa MaTW4Ha
YHUBEP3UTETCKA KAMHWMKA Kage Ke 6uae NekyBaH nauMeHTOT. BaparbeTo 3a MOCTaByBakbe Ha
naumeHToT Ha lMporpamata 3a peTku bosectn Tpeba Aa 6uae o4obpPeHO 04, CTPYYHUOT KOernym u
NOTNMLWaHO o4 [MpPeKTopoT Ha cooaBeTHaTa J3Y YHUBEP3UTETCKA KNNHMKA.

- EBanyaunjaTta Ha naumeHTUTE 3a edeKkTUTe o4 Tepannjata Ke ja Bpwn nocebHo popmmpaHa cTpyyHa
KOMMCHja cocTaBeHa of 3 YieHa, NOTBPAEHA 04, HaLUMOHaIHaTa KOMUCKjaTa 3a PeTKM 6oiecTu, o, Kom
b6apem eneH mopa ga e o4 obnacta uam og 6ancKa 061acT BO Koja e rpynupaHa peTkaTta 6onect u
U/leH Ha HaUMOHaNHaTa KomMUcKjaTa 3a peTku 601ecTu, BO CTPOro AedUHUPAHM BPEMEHCKU Nepuoau,
HajManKy efHal roauLWHO WM MOKPATKO BO 3aBUCHOCT 0Z, BUAOT Ha bosecTa.

- CUTe NauMeHTU co pPeTKn 60IecTU KoM ce perucTpmpaHm 3a ieKyBakbe ce BHecyBaaT Bo ,Perucrap Ha
peTkn 60/1ecTM 1M Ha NauneHT Kom boneayBaaT o4 peTku 6onectn” n UCTMoT ce 06HOBYBa BO rOAMLIHM
MHTEepPBa/IM BP3 OCHOBA Ha epeKTUTe oA NeKyBarbeTo.

4. PUHAHCUPAHE HA MPOTPAMATA

BKynHUTe cpeacTBa 3a peanusaumja Ha oBaa nporpama usHecysaaTt 527.000.000,00 geHapu on Kowm
300.000.000,00 aeHapwu ce obe3beaysaaT og byyeTtoT Ha Penybanka CesepHa MakegoHuja 3a 2020




rogmHa m 227.000.000.00 peHapu ce obesbeayBaaT of, CONCTBEHW Npuxoan Ha MUHUCTEPCTBO 3a
3apascTBo. Co nporpamarta ce npegsuayBa M ucnaaTa Ha HemammupeHun obBpckm 3a 2019 roguHa.

5. U3BPLUUTE/IN HA NPOIPAMATA

JlekoBuTe 3a Tepanuja Ha AnuaTa 3aboneHn og peTkn 6onectn Ke rm HabasyBa MUWHUCTEPCTBOTO 3a
3[paBCTBO MO NaT Ha jaBHa HabaBKa, KaKo U AUCTPUOYMpAHETO A0 jaBHUTE 34PaBCTBEHU YCTAHOBMW,
YHVIBep3VITeTCKVI KIMHUKN Kade ce J1eKyBaaT NauueHTUTe CO PETKU 60neCTVI, n3BpwnUTENN Ha
aKTMBHOCTUTE, @ BP3 OCHOBA HAa AoOCTaBeHa noTpeba of nekoBWM Kou ce HabaBeHW Of CTpaHa Ha
MwnHMCTEpPCTBOTO 3a 34paBCTBO.

JaBHWTe 34paBCTBEHN YCTAHOBU, YHUBEP3UTETCKUTE KAMHUKK NpU KAMHWYKK ueHTap ,Majka Tepesa“ -
CKonje KoM ce U3BPLUMTENN HA aKTUBHOCTUTE, BOAAT €BUAEHUM]A 32 NALUMEHTUTE U AaeHaTa Tepanuja
COrNIacHO AOHeceHaTa npoueaypa 3a AucTpubyumja U u3gasarbe Ha ieKoBW/Tepanuja, AOHECEHO Of,
CTpaHa Ha MUHUMCTEPCTBOTO 3a 34,0aBCTBO MO Npeasor Ha Komucujata 3a peTkM 601ecTu Kako CTPYYHO
COBETOAABHO Te/10 HA MUHUCTEPOT 3a 34PpaBCTBO.

M3paBarbeTo Ha opasHaTa TepanujaTa Ha NauMeHTUTe o4, CTPaHa Ha YHUBEP3UTETCKUTE KAMHUKK NpK
KNAMHMYKK LeHTap ,Majka Tepesa“ - CKonje Kou ce U3BPLUMTENIM Ha aKTUBHOCTUTE Ce BPLIM 3a Nepuog,
o/, HajmHory aBa (2) meceum.

6. C/IEAEHE U PEANTUSALUIA HA NPOTPAMATA

MWHUCTEPCTBOTO 3a 34pPaBCTBO O C/AeAM CNpoBedyBarbeTO Ha OBaa nporpama M no notpeba
noaHecysa u3BewTaj 4o Bnagata Ha Penybanka CeBepHa MakegoHuja.

7. LOCTABYBAHE HA U3BELUTAU

JaBHUTE 3ApaBCTBEHWUTE YCTaHOBM, YHWMBEP3UTETCKUTE KAMHWMKU KOM Ce M3BPWMTEeNM Ha O0Baa
nporpama, fOCTaByBaaT peaoBHU TPMMECeUYHU U3BeLTan 40 MUHUCTepPCTBOTO 3a 34PaBCTBO 3a 6pojoT
Ha NaUMeHTUTEe, KONIMYMHA Ha NOTPOLLEHU IEKOBUTE M MOMEHTA/IHA 33/1MXa Ha UCTUTe.

Osaa nporpama B/ierysa BO CW/ia HapegHUOT AeH 04, AEHOT Ha 06jaByBarbeTo BO ,,CyKOEH BECHUK Ha
Penyb6anka CeBepHa MakegoHuja”, a ke oTnoYvHe ga ce npumeHyBa o4, 1 jaHyapu 2020 rogmHa.

bp. 45-10084/1 MpeTtcepaten Ha Bnagata
28 pekemspu 2019 rogmHa Ha Penybauka CesepHa MakegoHuja,
Ckonje 3opaH 3aes, c.p.




