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llocranyoaj(r.r no npercraBxara 6p.08-69/1 og14.0l.2O26 ronllHa, no,qHeceHa

o,q ----------.--,3a cropeHa AItcKpl,rM[HaII]ria no ocnon Ha xI4BeaJIHIIITe go o6.nacra Ha

3ApaBcrBeHa 3aulTl,tra, Konucuiara 3a cnpel{yBa* e L 3alITHTa oA AHcKpHMHHaquia npr

ocHoBa Ha \ten 27 craa I og 3arconor 3a cnpeqyBalbe L 3aIIJTI{Ta og 4ucrpnuuxaqnia
(,,Cryx6en necxux xa Peny6alma Cenepxa Maregoxuia" 6p. 258/20), ro ,qoHece crregHoro:

MHCJIETbE

HE CE YTBPAYBA AI4PEI(THA AI'ICKPI4MI'IHAULIIA nps ocHoB Ha

xr,rBeaJrurlrre Bo o6aacra Ha 3gpaBcrBeHa 3auITI4Ta Bp3 ------------oA crpaHa Ha ------------

O E PA3JI O)KE H I,I E

Ha len 14.01.2026 ronura nrllero ------------------noAHece npercranxa 6p' 08-

6911 lo Kounculara 3a Cnper{yBa}be H 3aIIIfl{Ta oA AI{cKpI,lMHHaIIuia (Bo HaTaMSIIIHI{6T

rexcr: I(our,rcr.riara) ta cropena AI,IcKpHMIrHaIInia no ocnon Ha xl,IBeaJII{IIITe so o6aacra Ha

3ApaBCTBeHa 3aIIrTI{Ta.

Bo narogure Bo npercraBKlrre ce HaBeAyBa AeKa IroAHocI'ITeJIKara KaKo

naqlreHT co perKa 6oaecr - gu jarocrraqltpana foruena 6oaecr (Gaucher disease type 1 (AP)z

rpe6a ga nprMa rrHTpaBexcrca repanuia Cerezyme 8 arurnynu na l(anHIara la xeuaroloruia
npu YHnneptr.rreTcKa Knr,rHltKa MaiKa Tepeaa - Cxonle na cexoj (verr.rpuHaecer:) geuonu. Bo

npeTcTaBKaTa ce HaBeAyBa ,qeKa ce pa6orn sa 6oaecr xoia He Moxe Aa ce r43JIeqI{, AeKa

repanniara rpe6a ga ia npurraa na 14 gexa u r:pe6a ga ia nprana Bo TeKoT Ha qennoT XHBOT.

Cuera Aera naqleHTr,rTe Kor,t xgBeaT Hagoop og cronie ce AHcKpHMr,rHnpaHr,r Bp3 ocHoBa Ha

cBoeTo xl{BeanruITe co orneA AeKa tepanrlara Tpe6a Aa ia npur.aaar ao Cxonle. Iloxarauy
HaBeAyBa AeKa e npa6oteaa ro rpr,rBaTeH ceKTop, a co orne,q AeKa roAr,rrrrHo Tpe6a ga ia npnua

repanuiara 26 naTI{, Toa 3Haq orcyCrno o4 pa6ora 26 pa6ornn AeHoBI{ H 1IcTnTe He Moxe Aa

rra noKpne co roAuIIIeH oAMop, Tyny rpe6a ga :eue lI HeIIJIaTeHI,T AeHOBI'I 3a oTcycrno. Co or.neg

AeKa rr3Ml4HaraBa roAI,rHa cranHJla no 6pavxa 3aeAHnIIa u flraHl'Ipa $opuupane na

ceueicrno, [p]IMaIbeTo na repanuiata no Cronie yurre nonefte n ia orexHe 14 TaKa relxKaTa

cocr:ol6a. Boegno HaBeAyBa AeKa eBeHryanHa 6peuenocr lr paiane Ha AeTe HOCI{

AonorlHureneH pI43HK co orrleA Ha neisrHara sgpaBcrBeHa cocrol6a.

Konncuiara co 6apalbe 6p.08-69 12,6p.08-6913 u 6p.08-69 14 op,O3.02.2026 roAuxa

ia 4ocranu npercraBKara u no6apa uriacxynarre og u -----------'
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Bo gocraneurlor oAroBop oA ce HaBeAyBa AeKa -----------------e co
qerrocHo pa:6uparre :a cocroi6ara Ha naqr,reHTKara ------------------, co guiaruocruqxpaHa
fouena 6oaecr H np!rMalbe Ha repanniara Ha cexou 14 gena na KJrHHrrKara 3a xenaroaoruja
u cocroj6ara :a orexHaroro Hel:uuo narynaroe no 400 xM. sa npr,rMatbe Ha repanujara xoja
e HeonxoAHo Aa ce npnMa Bo reKor Ha rlenHor xunor. Meiyroa HarroMeHyBaar AeKa
repanuiara naqxeHTor ia go6r,rna rIo oAHanpeA yrBpAeHa flporpaua 3a perKH 6oaecru na
roAr,trxHo HuBo AoHeceHa oA crpaHa na MuHucrepcrBo 3a 3ApaBCTBO npu urro ia nour,rryna
rrporleAypara 3a nplreM u aur,rrcaquia na repanuiara.

Bo ogronopor ------------------HH$opruupa gera e $uHaHcucra
uncruryquia rcoja raro KynyBaq Ha 3ApaBcrBeHu ycnyrr4 3a oc[rypeHr,rre nuqa cKryqyBa
AOTOBOpT{ CO 3ApaBCTBeHr.r ycraHoBr.r Ha [pHMapHo, ceKyHAapHo u repqr,rlepxo Hr.rBo Ha
3ApaBCTBeHa 3arrrrl{Ta. Ilponuurynabero ua repanuia KaKo u AaBa}bero Ha Hcrara Ha
ocHrypeH[ql,ITe e rrcrcr4 rHBo Bo HaAnexHocT Ha 3ApaBcTBeH]rTe ycTaHoBr,r. Cnopeg

I)eny6ruxa Ceoepxa Maxeqoxrria

KOMHCHTA 3A CIIPE{YBrltbE
H 3Aut',r'H',tA OI AHCK PHMI.iHAUHJA

repanuiara co JreKor Imiglucerase
auny.nr.r) BKynHo 14 aunyln- og
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DHN I MBROJTIES !(GA T'ISKRII\IINI}II

He e HaAnexeH Aa AaAe oAroBop Ha npeTcTaBKaTa Ha

(Cerezyme) - Koia ia flpHMa Ha ceror,r 2 Hegean (no 8
vtnw ------------------Mj[u rO neroia og

ropeHaBeAeHoTO,

nulIeTo.

BO BpCKa CO HaBOAUTe OA npeTCTaBKaTa
,qocraBeHa oA crpaHa Ha ------------------, r{3BecryBaar AeKa r{crara e naqr4eHTKa CO perKa
6oaecr ua forue u ,qeKa ce rua o6pareuo ,qo ----------- co 6aparre Aa ia [pHMa

3ApaBCTBeHxre ycraHoBlr so 6a sHxa rpaAor -------------. llpuroa uxsopulrpaar gera
ona 6aparre e pa3rneraHo Ha cocraHoK Ha r{ AaAeHo Aeranno o6pasaoxenr.re
IIo oAHoc Ha oBa 6apalbe. flpr,uarrero Ha neKor Imiglucerase (Cerezyme) r4 ocraHarure
Tepanr{H Bo paMKHTe Ha -----------------3a naqneurr,r co 6orecr Ha lorue e crangapAHa npaKca
u nai4o6po e Aa ce cnpoBeAyBa Bo 3ApaBcrBeHa ycraHoBa Ha repquepHo HxBo [opaAu
floBe(e Kryr{H}r MeAr{rlxHcK}r u 6es6e4uocu npuql{Hu r,r roa: TerrrKr aneprrrcKx peaKqHH -
.,reKor Moxe Aa [peAH3BrKa Cep]ro3HH r.r no'renqnia;rxo orlacEu no xr,rBor anepfxcKl,t
peaKrlr'rH, ax.rryvyaajfu,r u aHaoHJraKCa. onre pearquu Moxar Aa ce noianar Ha floqeroKor
Ha repanuiara llnu no noBerieKparHr.r Ao3r,r. YHunep:urercrurre Knr,rHl,tKH pacnorraraar co
cneqniaau:rpaH Kanap o6yrex :a lrTHo cflpaByBa]se co HecaKauu pearrlr,rn tr
cnerlniaJrH3r,rpaH MeArr4r,rHcKr,r Ha,430p - Tepa[ujam uopa 4a 6uge xacouena oA neKapu co
HCKyCTBO BO MeHaUl.rpar6e rraqr-renrr,r co 60lecr xa loure, npu rxro co KJTI4HHT1K14OT TperMaH
ce oBo3Mo)l(yBa KoHTI'tHyI'IpaHo creAetbe Ha BI{TarHI{Te napaMerpl,t, KaKo I{ AeKa 3a BpeMe
na uH$yarafara, xola rpae og I go 2 qaca uoxe ce noiaBar nonecHr.r HecaKaHr,r peax4rru (raxo
qeualbe, Karrrn[qa tlnu 4pBeHr{no). Bo Yaurepsr{TercKara KJrr,rH[Ka sa xeuaroloruia
cnonie nocroiar coo.qBerHr,r pecypcr,r 3a gaBalbe na cneqnelrvna eH3r,rMcKa 3aMeHcKa
repanrla.

rlpuuane'ro xa oaaa repanuia no jarxa rgpancrBeHa ycraHoBa Ha ce*yHAapHo HlrBo
BO MOMeHTOB He Ce npenopaqyBa npeA ce nopaAr,r Toa rrrTo Bo oBr{e ycTaHoB,
HeAOCTaCyBaar cnequjaanrupaHr4 KaApH CO i4oBOnHO no3HaBarbe na 60aecta Na roure u
Apyr[ perKr{ 60.necrn H He pacnonaraar co cnequiaaucrr,r xeMarorroau ror.r ia rperHpaar
osaa 6orecr r no4 ur.ri Auperren na4:op rpe6a 4a 6nge rpernaHor Ha oBr,re naqr.reuru. I4cro
TaKa BO MOMeHTOT He [OCTOr,r MOXHOCT 3a .ql,lcnep3uia Ha JreKoBr4Te 3a perKr,r 60necrn. 3a
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KOllllClll,\ 3A CtIPE'{YBAlbt:
n 3Al l't,t'l A oll JlucKPlt!\,1r, ]lArlH,A

Kouuculara IIeHei(E rl,t rIoAeAHaKBo I43HeceHI'ITe $arrn u oKonHocrl't Bo

rrpeTcTaBKara, H AonorIHI4Te;IHO AO6HeHI{Te cO3HaHl'ria yrBpAI'I AeKa Bp3 TIOAHOCHTSTIKaTa

He e cropeHa AupeKTHa AI,TcKpHMI{HaIIuia.

Itor'.rucujara I4aKo yrBpAn AeKa He nocroll AI{peKTHa AHCKpHMI'IHalluia' usnpuru

r4 orIeHKa Ha eBeHTyaneH pa3nl,rveH e$eKT Ha npHMeHeTaTa npaKca Bp3 naIIIeHTI{Te KOI4

xuBear HaABop oA crconie. I4rraeno Bp3 ocHoBa Ha Ao6l'reHxre AoKa3I'I, yrBpAeHo e AeKa

r{eHTpanr43rrpaHoro AaBaH,e Ha repanniara Imiglucerase (Cerezyme) Ha repIIHiapHo HHBO

MOXe Aa CO3AaAe AOnOnHI4TeneH TOBap 3a oBl'te naqxeHTl4 Bo oAHOC Ha npHCTanOT AO

3ApaBCTBeHa ycnyra. cenaK, I(our,rcl',riara oqeHH AeKa BaKBara npaKca e o6ieKTIrBHo

onpaBAaHa co IeruTHMHa IIeI - 3a[rTHTa Ha )KI,IBOTOT I4 3ApaBieTO Ha IIaq[eHTI4Te, I'tMai(U
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noBeriero ,reKoBu 3a perKr] 6o.necru rcou ce Ha6aByBaar npeKy flporpaMara 3a neKyBalbe Ha

perKr, 6onecru, KaKo 14 3a .rreKor Imiglucerase (Cerezyme) ycnoBl,tre 3a qyBalbe Bo

3ApaBCTBeHr,rTe yCTaHOBI4 Ce eKCTpeMHO CTpOrU, a IIeHaTa e UCKITII{TenHO BI'ICOKa. oBUe

JICI(OBI,I CC TIYBCTBI,TTCNHU HA HAABOPEIIIH'T B'II,IiAHHiA H HEONXOACH E NAAEH NAHEq, qYBAtbE

Ha reMneparypa oA 2 Ao 8"C. llopagu oBa norpe6Ho e 3ApaBCTBeHr{Te ycraHoBl{ Bo PCM Aa

rapaHTr,rpaar HenpeKr4Haro HanoiyBalbe co crpyia Ha MeAttI{t4HcKI4Te opu)r(l'rAepl4 H

co0ucrurllrpaH cucreM 3a MoHrITopI4Hr Ha reMneparypa'ra 2417. Cerol geSerr 6lr sHaqea

3ary6a Ha neKoBI,I BpeAHI,I Aecerl{qll niaAl4 eBpa. Hcronpeuexo IrHoopMHpaar AeKa 3a

3KJr] TOKOT AOHeCeH OA CTpaHa Ha ------------------no,qHoc,ITeJIKaTa e II]ICMeHO

HHoopMr4paHa.

Comacno qneH 5 oA 3aronor 3a cnpeqyBalle I'I 3aIlrI4Ta oA AI'ICKpIIMHHaIII4|a, ce

3a6paHyBa ceKoja gucrpuuunaqfiia Bp3 ocHoBa Ha paca, 6oia Ha Koxa, noreKJIo HaIIuoHanHa

,,.IIH ETHLII{KA IIPI4NAAHOCT, NON, POA, CCKCYANHA OPHEHTAIII4|A, POAOB I'IACHTHTET,

rpr{flaAHocr Ha Map ,rHanH3]rpaHa rpyna, iaarx, gpncaniaHcrno, coquialHo noreruIo,

o6pa3oBaHr.re, peaurr,rja url4 BepcKo yBepyBatbe, nollurl4qKo yBepyBaH,e, Apyro yBepyBa}be,

noflpeqeHocr, Bo3pacr, celreina HnH 6paqHa cocroi6a, IrMoreH craryc, 3ApaBcrBeHa

cocroi6a, nHqHo caoicrno u onurrecrBeH craryc l,rnlr Koia 6ulo gpyra ocnona.

,{r,rcrpuuuuaqu ja coraacxo qneH 6 oA I,tcruor 3aKoH e ceroe pa3n}rryBa}be,

I'ICKJIyqyBaIbe, OIpaHI4qyBaIbe VI 4 AaBal*,e npBeHCTBo IIITO Ce 3aCHoBa Ha

Ar,rcKpr{M}rHaTopcKa ocHoBa, co cTopyBaBe I.rnI,I He cTopyBalbe, IIITo I'IMaaT 3a qen unr
pe3ynTaT cnpeqyBabe, ofpaHl4qyBarbe, npH3HaBalbe, yxllBalbe I4JlIl ocTBapyBalr'e Ha

lpaBara H cno6oAuTe Ha oApeAeHo nl,Iqe unu rpyna Ha eAHaKBa ocHoBa co Apyru.

,{r.rpemua AI{cKpI,IMI.IHaIII4ia, coraacno rrrteH 8 craB I oA 3arcoxor, flocrol{ Kora co

eAHo nlrqe r{JrH co rpyna ce fiocranyBa, ce nocrarlyBaJlo uttu 6u ce nocranyBano

noHe[oBorIHo Bo oAHoc Ha Apyro nHIIe nn]r rpyna Bo 0aKTI'IqKa I'SII4 MoxHa cflopeAnI'IBa I'IJIU

cnr{qHa cHTyarluja, nps 4ucttpuMuHaropcKa ocHoBa.

Cor.nacno qneH 26 oA 3aKoHor 3a cnpeqyBalre I4 3aIrITIlTa oA AucKpI'IMI'rHaI{uia,

11oAHOCI{Te;rOT Ha npercraBKaTa KO, TBpAI4 AeKa Bo coulacHocr co o4pe46nre Ha oBoi 3aKoH

e cTopeHa Ar4cKpnMuHaI{I4ia e AoJIxeH Aa rI{ II3HeCe cnre $axru IIIT9 Io [paBaT TBpAe]beTo

BepoiarHo. .(or<onry Itoutlcuiara yrBpAn AeKa rBpAelbero e BepoiarHo' Toralx roBapor Ha

AOKDKyBalbe npeMIrHyBa Ha IHIIeTO ITpOTI'IB KOe e nOAHeCeHa [peTcTaBKaTa.
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npeABr,rA AeKa cTaHyBa 36op 3a repa[r4ia Koia Moxe Aa npeAr43BrrIta cep!r03Hr,r aneprr4cKt4
peaKrlr4H, BKnyr.ruTenHo 14 aHaor.rnaKca, 14 6apa KoHTr{HHy[paH MeATTIIHKC]i Ha,q3op oA
cnequianH3r,rpaH 14 o6yqeH KaAap, KaKo H cooABeTHr,r ycnoBx 3a qyBatbe r4 allnxKauHia Ha

neKor. r4ononHureJrHo, Bo MoMeHTor He fiocroiar a]ITepHarr4Br.r Ko[r 6t4 o6e36eAr,rne ,ICT
cTeneH Ha 6e36eAHocT H KBanuTeT Ha TpeTMaHOT.

Hrraaiftu ro Bo npeABHI ropeHaBeAeHoro, KoMncr,riara oArr)^{u

Arrcno3l,tTl,tBoT Ha oBa MncJlelbe.
KAKO T{ BO

I{orlucula 3a crpeqyBa oA
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Orryra, I{ouucujara oqenu 4eKa npuMeHerara MepKa e cooABerHa, HeonxoAHa
u fipoflopqnoHanHa, nopaAr4 lrrTo He Moxe Aa ce raalnsuxyBa KaKo gllcxpHr*ruHaqr.r ja
corrtacno 3aronor 3a cnpeqyBaH,e I,r 3arrrrr,rra oA AI,IcKpr,rMrrHarlr4ia.
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