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llocranynaj(u no rpercraBKara 6p.08-69/1 on14.01.2026 roAI'IHa, noAHeceHa

og Cranrqa Tanencxa og Crpyra, yl. Ja6nanuqa 6p.24, n cropeHa gucxpnunxaqria no

ocHoB Ha )Kr{Beanurure so o6racra Ha 3ApaBcrBeHa 3aurrI'ITa, Koruucr'riara 3a ctrpeqyBa]be 14

3arrrrr,rra on AncKpr.rMl,tHaqlria npa ocHoBa Ha \ner 27 cran 1 og 3axoxor 3a cnpeqyBalbe r'r

3arurr{Ta oA Ar{cKpr,rMr,rHar{Hla (,,Cayx6eH BecH}tK na Peny6lma Ceoepna Mare4oxula" 6p.

258120l,, ro ,qoHece cneAHoro:

MHCNEtbE

HE CE YTBPIyBA AI,IPEI(THA IHCKPI4MI4HAI-II'UA sps ocHoB Ha

xr4BeaJrurrrre so o6aacra Ha 3ApaBcrBeHa 3aIIJTHTa np: Claonqa Taxencxa o4 Crpyra o4

crpana ua I(ruxr,rKa 3a xeMaronoruia npu Ynunep3ltrercKa Knl,trnr<a Mairca Tepeaa - Cronie.

OEPA3JIO}I(EH14E

Ha gex 14.01.2026 roAHHa JILtIIero Cnanuqa Taxescxa og Crpyra nogHece

npercraBKa 6p. 08-6911go Kotuncujara 3a cnpeqyBalbe Ll 3alrlr[ra oA Al{crpr4MI'IHaIIHia (Bo

HaraMotrrHHor rercr: Korrancriara) sa cropena Al{cKpllMI'tHaql'Iia no ocHon ua )KHBearIu[ITe

so o6aacra Ha 3npaBcrBeHa 3alxrlrra.
Bo nanogrre Bo [percraBKr'tre ce HaBeAyBa [era noAHocl'rreJrKara KaKo

naqueHr co perKa 6oaecr - gularocrnqtpana louresa 6oaecr (Gaucher disease type 1(AP)z

rpe6a 4a npuMa r,rHrpaBeHcra repanuia Cerezyme 8 aunylu na Klnnuxa ra xeuaroaorlria
npr.r YnuneprutercKa KnHHI,tKa Maixa Tepeaa - Cronie na cexoi (verr'rpunaecer) genonu. Bo

npercraBrara ce HaBeAyBa geKa ce pa6otra aa 6olecr rola He Moxe Aa ce l{3nequ, AeKa

repanuiara rpe6a ga ia npnua na 14 AeHa u tpe6a ga ia npurrla Bo reKor Ha llenror xlrBor.
Cuera gera naqneHTrlTe KoH xl,tBear HagBop oA Cxonie ce guctcpl'IMI'tHI'IpaHH Bp3 ocHoBa Ha

cBoeTo xnBeaJrr.rllTe co orneA AeKa repanuiata rpe6a Aa ia npulraar ro Cronie. IloHarauy

HaBeAyBa AeKa e npa6orena no npI,IBareH ceKTop, a co orneA AeKa roAHIIlHo rpe6a ga la npurua

repanuiara 26 narn, Toa 3HaqI,I orcycrBo og pa6ora 26 pa6orxu geuonu u ucrHTe He Moxe Aa

rr{ noKpr,re co roAurrreH oAMop, Tyxy rpe6a ga seue r HennareHI'I AeHSBI'I 3a orcycrno'Co orae4

AeKa u3Mr{HaraBa roAI4Ha crafiI,Irla no 6pavna 3aeAHuIIa tl nnaHldpa $opuraparre ua

cerleicreo, rrpgMatleTo Na repanriara Bo C6onie yrure none(e N ia orexne I,r TaKa Te[IKaTa

cocrol6a. Boe.qHo HaBeAyBa AeKa eBeHTyanHa 6peuexocr u pafare Ha Aere HocH

AononHlrereH plt3HK co or.lleA na nejruxara 3ApaBcrBeHa cocroi6a.
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Kouucujara co 6apane 6p.08-69 12,6p.08-6913 u 6p.08-69 l4 og03.02.2026 ro4uua
ja gocranN npercraBKara r.r no6apa r-r3iacHyBalbe oA Mrcrucrepcraoro 3a 3ApaBCTBo,
I(anHuxa :a xeuaronoruia npH yH14Bep3rrrercKa rurHH14Ka MaiKa Tepeaa - Cxonie u Oougor
3a 3ApaBcrBeHo oc[rypyBa]be xa PCM .

Bo 4ocraneuuor olroBop o4 lfuuHura 3a xeMaroJrorula nplr ynr.rnep3urercKa

KJrr{HMKa Majr<a Tepeea - cxonie J3Y ce uane4yna gera Ynuoep3r,rrercKa KJrHHr4Ka 3a
xeuaroaorria-cronje e co qerocHo pas6r,rpan'e ra cocroi6ara Ha [ar{HeHTKara C.naauqa
Tanencrca o4 crpyra, co 4ujaruocrnqnpana fourena 6oaecr u [pxMa]6e na repanr.riara na
ceron 14 AeHa Ha Ifuunr.rrcara 3a xeMaronor}rla u cocroi6ara 3a orexHaroro nei:uuo
naryBarbe no 400 xr.l. 3a nprrMalbe Ha repanlriara xoia e xeonxogHo Aa ce npr,rMa Bo rexor
Ha rleJr}ior xr,rnor. Mefyroa Ha[oMeHyBaar AeKa repanliara narlHeHTor ia go6una no
oiqHanpeA yrBpgeHa flporpaua :a petru 6onecrrr Ha roAr,rruHo Hr,rBo AoHeceHa oiq crpaHa Ha
Muxncrepcrno 3a 3ApaBcrBo npu urro ia nour,rryna nporlegypara 3a npueM u anauraquja
xa repanujara.

Bo ogrooopor Oongor 3a 3gpaBcrBeHo ocurypyBalbe Ha PCM uu$opr,aupa gerca
(Dougor e $uuancucxa nucruryquia xoia raxo Ky[yBaq Ha 3ApaBcrBeH[r ycJryru 3a
ocnrypeHrrTe nr4rla cKnyqyBa AoroBopr,r co 3ApaBCTBeHH yCTaHOBr,r Ha npr,rMapHo,
ceKyHAapHo u repquiepno HHBo Ha 3ApaBCTBeHa 3aurrr{Ta. llponuuryaarrero xa repanuia
KaKO n AaBalbeTo Ha rrcTaTa Ha ocurypeHulll4Te e r,rcKnyqr{Bo Bo HaAJIexHocT Ha
3ApaBcrBeH[Te ycraHoBtr. Cnopeg ropeHaBeAeHoro, @oxgor 3a 3ApaBcrBeHo ocxrypyBabe
na Peny6rlrxa cenepna Maregonula He e HaAJrexeH Aa AaAe oAroBop Ha npercraBxara Ha
nI,lrIeTo.

Bo go6uenuor oAroBop o4 MuHlrcrepcrBoro 3a 3ApaBcrBo Bo BpcKa co HaBoAure oA
npercraBKara AocraBeHa oA crpaHa na Caannqa TaHescKa, r43BecryBaar AeKa r,rcrara e
naqneHTKa co perKa 60aecr na loure u AeKa ce lrua o6pareno go MunucrepcrBoro 3a
3ApaBcrBo co 6apame Aa ia npnMa repanr.rjara co neKor Imiglucerase (Cerezyme) - Koia ia
npr,rMa Ha ceKor{ 2 ne4ean (no 8 artanynu) rrynHo 14 aunyau- o4 YHHBep3r,rrercKara Krr,tHHKa
3a xeMarororrria no 3gpancraeH goru Crpyra ,ralr J3Y Meguqr,tHcKr,r rIeHTap Crpyra luu no
nercoia og 3ApaBcrBeHr4Te ycraHoBu no 6;ruguna rpagor Crpyra. Ilpuroa rH$opulrpaar
gera ona 6aparre e pa3rre,qaHo Ha cocraHoK Ha Haqronaanara crpyqHa KoMncnia aa perxu
6oaecru u gaAeno geraaxo o6pa3nor(eHr4e rro onHoc Ha ora 6apame. flprrMar ero Ha JreKor
Imiglucerase (cerezyrne) H ocraHar[Te repanur,r Bo paMKr{Te na yxr,meprr.rrercKara

Krrr'lHr{Ka 3a xeMarojroruja ra naquenru co 6oaecr sa lorue e craHAapAHa flpaKca r{
naigo6po e ga ce cnpoBeAyBa Bo 3ApaBCTBeHa yCTaHOBa Ha reprluepHo HrdBo nopa4u nooe(e
KIYIIHI,I MCA}IIIIIHCKH TT 6C:6CgrrOCNU TPHTIHH}-' I4 TOA: TEIIIKI4 ANCPTUCKH PCAKIII,II . JICKOT
Moxe Aa npeAr.r3Br,rKa cepHo3Htl u nor:euquiaano oflacHr,t no xr.rBor aneprl{cKr,r peaKrIHH,
orcuyvynaifu,r u ara$uaaxca. orne peaxqr.rH Moxar ga ce noianar Ha noqeroKor Ha
Tepanlriara H,iu tto uone(exparxu goau. YnlrnepsHTercKure KrHHrzKl.r pacnoJrafaar co
cneqrialu:npaH KaAap o6yveu :a r{THo cfipaByBabe co HecaKaHr4 peaKr{H}r r,r

cnequiaaurupaH MeAIITIHHCKH Hag3op - Tepanulara uopa ga 6uge HacoqeHa oA neKapH co
,rcKycrBo Bo MeHauupalbe IIaqueHTH co 60lecr sa lorue, npr rrrro co KlrHHr,rqKHor rperMaH
ce oBo3MoxyBa KOHT HyT{paHO Cneiqetbe Ha BrrTaJrHI{Te napaMeTpH, KaKO r,r AeKa 3a BpeMe
aa r,rnSysuiara, roja rpae o4 1 go 2 qaca uoxe ce noianar IIoJrecHu Hecaxauu peaxqut (xaxo
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qe[ra[be, Karxnr4rla }Inu qpBeHl4no). Bo Vur.rnepalrTercKara KnI'IHt'IKa 3a xeMarororuia
Cronje nocroiar cooABerHH pecypcn 3a AaBabe Ha cnequQuqHa eH3I4MCKa 3aMeHcKa

Tepanfiia.
flpnuan eto na oBaa repan ia Bo iaBHa 3ApaBCTBeHa ycraHoBa Ha ceKyHAapHo HuBo

BO MOMeHTOB He Ce flpenopaqyBa npeA ce nopaAl Toa IrITo Bo oBI{e ycraHoBl',I

HeAOCTaCyBaaT C[eqn,an].I3I4paH]I KaApr{ co AoBonHo no3HaBabe Ha 6onecTa Ha foue u

Apyrr4 perKr.r 6o.necru n He pacnonataar co cnequianficrl'I xeMaroJlo3l4 KoI4 ia rperHpaar
oBaa 6oJrecr r4 noI qlri AHpeKTeH HaA3op lpe6a Aa 6LrAe rperMaHor Ha oBI{e naqrleHT}r. Hcro
TaKa BO MOMeHTOT He nOCTOU MOXHOCT 3a Al.rcnep3l{ia Ha ,IeKOBUTe 3a perKH 6Olecru' 3a

noBef(ero reKoB14 3a perKr{ 6orecrr.r rou ce Ha6aByBaar npeKy IlporpaMara 3a JreKyBarbe Ha

perKr4 6onecru, KaKo I,I 3a JIeKor Imiglucerase (Cerezyme) ycrIoBHTe 3a qyBame Bo

3ApaBCTBeHIrTe yCTaHOBI,I Ce eKCTpeMHO CTpOIII, a qeHaTa e IrcKrrj/qllTellHo BI'tcoKa. oBI{e

,reKoBu ce qyBcrBI4TerHH Ha HaABopeIIrHI,I nnujauuia I4 HeonxoAeH e JraAeH naHeIL qyBarre

Ha reMneparypa oA 2 Ao 8'C. Ilopagu ona norpe6Ho e 3ApaBCTBeHI{re ycraHoBu no PCM ga

rapaHTrrpaar HelpeKr4Haro uanoiyname co crpyia Ha MeAI{IIHHcKI'ITe 0pt{xl'IAepl'r I4

co$ucrrlrlHpaH cprcreM 3a MoHI,ITopI4Hr Ha reMneparypara 2417. Ceroi ge$err 6u sHaqe.[

eary6a Ha ,reKoBr,r BpeAHr Aecerllqx ,rnia4u eBpa. I,Ictoapeueno uH$opMl4paar AeKa 3a

3KnyqoKor AoHeceH oA crpaHa Ha ItoMfic iara 3a perxl4 6oaecrr'r IroAHocurerlKara e

rrllcMeHo un$opuupana .

Coraacso qneH 5 oA 3axonor 3a cnpeqyBali,e Ir 3aIIITI'ITa oA AI4cKpI4MI'rHaul4ia, ce

sa6panyna cexoia 4ucrcpvrnlrHaqltia npa ocnona Ha paca, 6oia Ha Koxa, noreKJIo HaIIHoHarIHa

r,urr4 erHr{qKa npflnaAHocr, non, poA, ceKcyanHa opuenraqria, poAoB I{AeHTI4Ter,

nprrnaAHocr Ha Maprr4Hanu3upaHa fpyna, iasrar, gpxarlaHcrBo, coql4ianHo floreKro,

o6pa3oBaHr.re, penxruia tuI,I BepcKo yBepyBalbe, noJII4TI'rqKo yBepyBarbe, Apyro yBepyBat6e,

nonpeqeHocr, Bo3pacr, ceMeiHa uru 6pavna cocroi6a, I'tMoreH craryc, 3ApaBCTBeHa

cocroi6a, nlrqHo cBoicrBo L oflurecrBeH craryc I,lrI14 rcoia 6nlo gpyra ocHoBa.

,[ucxpl,rlrunaqlria couacHo vaen 6 og llcrlror 3aKoH e ceKoe pa3nuryBa]be,

[ICKJryqyBa]be, ofpaHlrqyBa]be vtu AaBaIbe [pBeHcTBo IIrTO Ce 3aCHOBa Ha

Ar,rcKpr,rMHHaTopcKa ocHoBa, co cTopyBalse unl{ He cTopyBalbe, IIITO I4MaaT 3a qen Unll

pe3ynrar cnpeqyBarbe, orpaHl,tqyBabe, npu3HaBalbe, yxl'tBabe IIJIu ocrBapyBa}be Ha

npaBara r,r cno6oAr,rre Ha oApeAeHo nI4IIe lrnH rpyna Ha eAHaKBa ocHoBa co Apyrt{.

,{uperrHa AucKpIrMHHaI{uia, coraacno qren 8 cras I og 3arconor, flocrou Kora co

e,qHo nr{qe wpt co rpyna ce nocTanyBa, ce nocTanyBano nra:,t 6u ce nocTanyBarlo

rrOHerroBOJrHO BO OAHoC Ha Apyrg nHIIe I4nI4 rpyna nO Sarcruvra llJII4 MOXHa CnOpeAnIzBa I{n}!

cnr4qHa cr{Tyalluia, npe 4ucrplrMuHaropcKa ocHoBa.

Coraacno qfrren 26 oA 3aKoHor 3a cflpeqyBaBe L 3allrrlrra o,q Aucxpul,rusaquia,
rroAHocr{Tenor Ha npercraBKara Koi TBpAH ,qeKa Bo coulacuocr co ogpeA6I'ITe na onoj saxou

e cropeHa Ar,rcKpLIMI{HaIIuia e Aonxcen Aa rI4 H3Hece cure $axrr1 urro ro flpaBar rBpAelbero

Bepo,arHo. ,{oxonry Itorraucujara yrBpAx AeKa rBpAe}bero e aepolatno, ToraIII ToBapor Ha

AOKaxyBalbe [peMI,IHyBa Ha nI4lIeTO rlpOTI,IB KOe e nOAHeCeHa IIpeTCTaBKaTa.
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Itouucuiara qeuel(ra rr4 noAeAHaKBo ,r3HeceHHTe Sax:ru u oKoJrHocrr,r Bo
npercraBKara, r4 AononHr,rrenHo go6uenure cosnauuia yrBpA14 AeKa Bp3 noAHocrrrerrKara
He e cropeHa ArrpeKTHa Ar,rcKpr,tuunaquia.

I(or'rrcujara lraKo yrBpAr.t AeKa He nocror,r Ar4peKTHa Ar,rcKptrMr.rHarltria, uaopuru
r1 orIeHKa Ha eBeHTyaneH pa3nr,rqeH eoeKT Ha npuMeHerara npaKca Bp3 [aqrreHTr{Te Kor,r

)ru4Bear HaABop o,q Cronle. I4ueuo Bp3 ocuoBa Ha go6uenure Ioma3u, yrBpAeHo e AeKa
rleHTpanr.r3rzpaHoro AaBalre ua repanuiara Imiglucerase (Cerezyme) Ha repqujapno nuno
MOXe Aa CO3AaAe AOIOJTHT{TeneH TOBap 3a OBr,re narJ,r4eHTH Bo oAHoc Ha npucTanoT Ao
3gpaBcrBeHa yclyra. Cenax, Kouncujara or{eHr{ AeKa BaKBara flpaKca e o6ierrunuo
onpaBAaHa co JTeTHTHMHa r{e.rr - 3arnrr4Ta Ha xr,rBoror u a4panjero Ha naqrreHTxre, uuaiku
[peABr{A AeKa craHyBa 36op 3a repanuja roia uoxe Aa npeArr3Br{Ka ceprro3Hr,r aneprtrcKx
peaxrlr4rr, BKJryqurenHo u ana$unaxca, 14 6apa KoHTl,IHr,ryupaH MeAHrIrrHKcI4 HaA3op oA
cnequiaausupan u o6yven KaAap, KaKo r4 cooABerHr{ ycnoBrr 3a qyBarbe u aur.maquia na
rercor. .{ononnr,rre.rrHo, Bo MoMeHTor ne nocroiat anrepHart4BH ron 6u o6es6eAr,ure Hcr
creneH Ha 6es6e4nocr u rBanr,rrer Ha rperMaHor.

Orr:yxa, Koulrcuiara oqeuu gera npEMeHerara MepKa e cooABerHa, HeorrxoAHa
u nponoprluoHanua, nopaAr,r rrrro He Moxe Aa ce nnaau$uxyBa KaKo gucltprr,luxaqula
coraacuo 3aronor 3a cnpeqyBalbe u 3arrrrtrra 04 gncr<pr,ruuuaquia.

I4rrlaifu,r ro Bo npeABr4A ropeHaBeAeHoro, I(orrancuiara olnyqu KaKo ,r Bo

AHC[O3HTTTBOT Ha OBa M[CJIe]6e.
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