
nl,1CMO 3A 3APABCTBEHVI PA6OTHVIU,VI 

HoeMBPIII 2025 

n1,1cMO 38 3AP8BCTBeH"1 pa60THl,1LJ,l,1 38 P"13"1KOT OA TeWKa x1,1nepKanu,eM1,1ja np1,1 
ynoTpe6a Ha neKoT Crysvita (burosumab) 

noLJvnysaH111, 

AMvll<YC <t:>APMA ,O,OOEn - CKonje so copa6orKa co AreHu,111jara 3a 11eKos111 111 
M8A111U,111HCKll1 cpeACTBa Ha P. CesepHa MaK8AOH111ja (MAnME,O,) 111 EsponcKaTa areHu,111ja 
38 /18KOBll1 (EMA) 6111 caKa/le A8 Be ll1Hcj)OpM111paaT 38 C/18AHOBO: 

Pe3"1Me 

• Kaj nau,1,1eHT"1 neKyBaH1,1 co burosumab 3a6ene>1<aH1,1 ce cny4a1,1 Ha
3roneMeH"1 H"1BOa Ha Kanu,1,1yM BO cepyMOT, BKfly4yBaj1<1,1 Tew Ka
x1,1nepKanu,eM1,1ja 1,1/1,1n1,1 3roneMeH1,1 H"1Boa Ha napaT"1P0"1AH"10T xopMOH.

• TewKa x1,1nepKanu,eM1,1ja e oco6eHo 3a6ene>1<aHa Kaj nau,1,1eHT"1 co
Tepu,1,1epeHx1,1nepnapaT1,1po1,1A1,13aM.

• Kaj nau,1,1eHT"1 co yMepeHa AO Tew Ka x1,1nepKanu,eM1,1ja (>3,0 mmol/L)
burosumab He cMee Aa ce ynoTpe6yBa ce AOAeKa He ce nocT"1rHe
COOABeTHO neKyBatbe 1,1 onopaByBatbe OA x1,1nepKanu,eM1,1jarn.

• AKT"1BHO cneAetbe Ha nau,1,1eHT"1Te TpeT1,1paH1,1 co burosumab Tpe6a Aa
BKnY4YB8 cneAHOBO:
0 OAPeAyBatbe Ha H"1BOTO Ha K8flU,"1YM BO cepyMOT npeA 3an04HyBatbe Ha

neKyBatbeTo, 1 AO 2 HeAen1,1 no 3ano4HyBatbe Ha neKyBatbeTo 1,1n1,1 BO 
cny4aj Ha np1,1naroAyBatbe Ha A03aTa 1,1 3a BpeMe Ha neKyBatbeTo Ha 
ceK0"1 6 Meceu,1,1 (Ha ceK01,1 3 Meceu,1,1 3a Aeu,a Ha B03pacT OA 1 AO 2 
rOA"1H"1) 

- 0 OAPeAyBatbe Ha H"1BOTO Ha napaT"1P0"1AH"10T XO LJ,1,1 
(Ha ceK0"1 3 Meceu,1,1 Kaj Aeu,a Ha B03pacT OA 1 A 

• Cl>aKTop1,1 Ka Ko WTO ce x1,1nepnapaT1,1po1,1A1,13aM, npo >1< . -~ , 
�- � "1Mo61,1n1,13au,1,1ja, AeX"1ApaTau,1,1ja, x1,1nepB"1T8M"1HO3 

<l>YHKU,"1ja Ha 6y6pe3"1Te MO>l<aT A8 ro 3roneMaT p1,131,1 
x1,1nepKanu,eM1,1ja. 

AononH"1TenH"1 "1HcpopMau,1,11,1 
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neKoT Crysvita (burosumab) e 111HA111u,111paH 3a 11eKysa1-1,e Ha c11eAH111re cocrnj6111: 

• X-nosp3aHa x111no<j)oc<j)areM111ja (aHm. X-linked hypophosphatemia, XLH), Kaj
A8U,8 111 8A0/18CU,8HTl/1 Ha B03pacr OA 1 AO 17 rOA111Hll1 co P8A1110rpacj)CKll1 AOK83 38
6011ecr Ha KOCKll1Te 111 Kaj B03p8CH111;



• FGF23 (aHm. fibroblast growth factor 23)- noBp3aHa x111nocpoccpareM111ja 1<aj
TYMOP - 111HAYU.111P8H8 OCT80Manau,111ja noBp3aHa co cpoccparypill4Hil1
M838HXl/1ManHll1 TYMOpill 1<0111 He MO>l<e 1<ypaT111BHO A8 ce pece1<rnpaaT 111n111
no1<an1113111paar, 1<aj Aeu.a 111 aAonecL.J,eHrn Ha B03pacr OA 1 AO 17 rDAillHill 111 1<aj
B03p8CHll1.

no crnBaJ-be Ha ne1<0T BO npoMeT ce 3a6ene>1<aH111 cny4a111 Ha rew1<a x111nep1<anu,eM111ja 1<aj 
naL.J,111eHrn ne1<yBaH111 co burosumab 1<0111 111Mane repL.J,111epe x111nepnaparnpo111A1113aM 
noBp3aH co APYrill cpa1<rnp111 Ha p11131111< 3a x111nep1<anu,eM111ja. 

3ano4HyBaJ-be Ha ne1<yBaJ-beTO co burosumab, M0>1<e Aa Bn111jae Ha Hll1BOTO Ha 1<anu,111yM 
nopaA111 06HOByBaJ-be Ha cpoccj)aTH8T8 XOM80CT838. Cena1<, ecj)el<TOT Bp3 
naparnpOillAHillOT xopMOH l<Oj 6111 MO)ll(en A8 H8CT8H8 1<81<0 pe3ymaT Ha ll1HX1116111u,111jara Ha 
FGF23 co burosumab, He e no3HaT. 

3a Aa ce cnpe4111 nojaBarn Ha rew1<a x111nep1<anu,eM111ja 1<aj paHn111B111 nau,111eHrn, ce 
npenopa4yBa cneAHOBo: 

• CneAeJ-be Ha cepyMc1<111or 1<anu,111yM 111 naparnpeo111AeH xopMOH npeA 111 38 BpeMe
Ha ne1<yBaJ-beTO co burosumab. CepyMc1<111or 1<anu,111yM rpe6a Aa ce Mep111 1-2
HeAen111 no 3ano4HyBaJ-be Ha ne1<yBaJ-beTO co burosumab 111 BO cny4aj Ha
np111naroAyBaJ-be Ha A03ara. Kanu,111yMoT 111 naparnpOillAHillOT xopMoH rpe6a Aa ce
OAP8AYBaar Ha ce1<0111 6 Meceu,111 (ce1<0111 3 Meceu,111 38 Aeu.a Ha B03pacr OA 1 AO 2
rDAillHill).

• noce6Ho BH111MaH111e rpe6a Aa ce nocBern 1<aj nau,111eHrn co repu,111epeH
x111nepnaparnpo111A1113aM 1<a1<0 ocHOBHa 6onecr 6111Aej1<111 ce 1113no>1<eH111 Ha p11131111<
OA pa3Boj Ha yMepeHa AO rew1<a x111nep1<anu,eM111ja. Vlcrn rn1<a rpe6a Aa ce 3eMaT
BO npeABillA 111 COOAB8THO A8 ce rpernpaaT 111 APYrill cj)a1<rnp111 38 p11131111< Ha
x111nep1<anu,eM111ja, 1<a1<0 wrn ce npoAon>1<eHa 111Mo6111n1113au,111ja, A8Xi11Aparnu,111ja,
x111nepB111rnM111Ho3a A 111n111 HapyweHa cj)yH1<u,111ja Ha 6y6pe3111re.

• X111nep1<anu,eM111jarn rpe6a Aa ce 1<0Hrpon111pa cneAej1<111 rn cooAB8TH111re
ynarcrna 3a 1<n111H11141<a npa1<ca, npeA 3ano4HyBaJ-be Ha ne1<yBaJ-beTO co
burosumab 111n111 AOl<Onl<Y ce illA8HT111cj)1111<yBa 38 BpeMe Ha Tp8TM8HOT.

CnopeA H8B8A8HOTO, 111Hcj)OpM8L.J,111111T8 38 nel<OT Ke 6111A8T AOnonHillTenHO 8)11(yp111paH111 38 
A8 rill BKny4aT HOBll1T8 lllHcj)OpMau,111111. Bo n111crnrn Ha MO>l(Hl/1 H8C81<8Hll1 AejcTBa Ha 
burosumab 1<:e 6111AaT B1<ny4eH111 x111 oo 11138M, x111nep1<anu,eM111ja,

. t,�� PAJI,$ C' x111nep1<anu,yp111Ja 111 nol<848Hil1 BP8AHOCTll1 a'Q��t--'8TillfJ� T XOPMOH BO l<PBTa, a 1(8
6111AaT B1<ny4eH111 111 npenopa1<111 3a cneAe . <':fn�T� \ 
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np111jaByBaJ-bern Ha Heca1<aH111re pea1<u,111111 i.rr�"1�����a· A06peH111e 3a crnBaJ-be Ha 
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nel<OT BO npoMeT e OA roneMa B8)11(HOCT. Ha _. '.H o6e368AYB8 l<OHT111Hy111paHO 
cneAeJ-be Ha 1<op111crn Hacnporn p11131111<0T OA ynorpe6arn Ha ne1<0T. 3ApaBcrneH111re 
pa6orH111u,111 rpe6a Aa ro np111jaBaT ce1<oj coMHe>1< 3a Heca1<aHa pea1<u,111ja BO 
Hau,1110HanH1110T u,eHrnp 3a cpapMa1<0B111rnnaHu,a np111 AreHu,111jarn 3a ne1<0B111 111 



Megv1u,v1Hc1<v1 cpegcrna (yn.CB. l<v1pv1n v1 Merngv1j,6p. 54, I 1<ar), v1nv1 no ene1<rp0Hc1<v1 nar 

npe1<y Be6 crpaHarn Ha AreHu,v1jarn https://malmed.gov.mk/ . 

Bo npv1jaBarn, norpe6Ho e ga ce HaBege 3awrnrnHorn v1Me Ha ne1<0T v1 cepv1jarn Ha 

ynorpe6eHvlOT ne1<. 

,O,ononHvlTenHO H8C81<8HvlT8 pea1<u,v1v1 OA neKOT M0)1<8T8 ga rv1 npv1jaBvlT8 vi AO 

HOCvlTenOT Ha ogo6peHvl8TO 38 CTaBal-be Ha neKOT BO npoMeT BO P eny6nv11<a CeBepHa 

Ma1<eg0Hv1ja: 

AMv11<YC <PAP MA ,O,OOEJl - C1<onje 

6yn. naprn3aHc1<v1 Ogpegv1 6p. 62, naMena LC Me3aHv1H 3, Bne3 1 

1000 C1<onje, P.CeBepHa Ma1<eg0Hv1ja 

ren. 02/3286 400 

e-nowrn: medinfo.northmacedonia@swixxbiopharma.com

l<OHTaKT: l<ceHv1ja Mv1u,1<0Ba ,0,v1Mv1TPOBa

OgroBOPHO nv1u,e 38 ¢apMaKOBvlrv1naHu,a

ren. 070 276 973

Co no4v1T, 

l<ceHv1ja Mv1u,1<0Ba ,l],v1MvlTPOBa 

OgroBOpHO nv1u,e 38 ¢apM8KOBvlrv1naHu,a 




