Boauy 3a 31paBcTBeHN PA0OTHUIIM 32 MUHMMH3AaLUja HA
PHU3HKOT BO TEKOT HA JIEKYBAHETO €O JIEKOT YJTOMHUPHUC
(ravulizumab) ¥

e [IapoxcmaManHa HokHa xemornoounypuja (PNH)

e ['enepanusupana mujacrenuja rpasuc (gMG)

AON T T NNOSKT
Hespomuenutuce Onruka (NMOSD

OBoj BogHY NpeTCTABYBa eIyKATUBEH MaTepHjaJl Koj € 3aJ0/DKHTeJIeH YCJI0B 3a CTaBame
Ha JIeKOT YJTOMHpPHC BO NMpPOMeT, €O IeJ AOMOJHHUTeJTHA MHHHMH3ALHja HA Ba)KHHU
oA0paHH PHU3HLIH.

be3 npomMoTuBHA coap:KHHA.

HNudopmannure HaBeJeHH BO OBOj eJyKAaTHBEH MaTepHjajl He T'H 3aMeHYBaaT OHHe
HaBeJeHH BO 30HPHHOT H3BeITaj 32 0COOMHHUTE HA JIEKOT YJTOMHpHC (0ocTaneH Ha
https://lekovi.zdravstvo.gov.mk/drugsregister/overview).

Vv OBoj JIek TTO/JIekKH Ha JOTIOJHHUTEIHO ciiefice. OBa ke 0BO3MOXKH Op3a uaeHTH(HKAIIH]a
Ha HOBM Oe3GenHocHn mHOpManuu. Moxe Ja MOMOTHETE CO HpI/IJaBYBa}Le Ha OMJIO KoM
HECcaKaHHU JIejCTBa KOM O MOJKEIIe Jia ce jaBarT. : o,

705 A C e
OBoj eqykaTuBeH MaTepHjaj e JocTaneH Ha Beb cTp Ha’ra Ha Aremmja 34 JIEKOBH M
METUIUHCKHU cpeAcTBa BO AejoT https:/malmed. gov\mkiynpaByBaH)e-vc -puamc/
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PE3UME HA BAYKHUTE PU3NLHN U ITPEIIOPAYAHH ITIOCTAIIKH 3A HUBHA
INPEBEHIIMJA W/UJIN MUHUMHU3ALINJA

YnorpebaTa Ha jekoT YaTOMHpHC:

® 10 3rojeMyBa PH3HKOT O Ppa3Boj Ha MeHHMHIokokHa HHpekuuja (Neisseria
meningitidis).
O CHTe MALIHEHTH MOpPAaaT Aa OMAAT 110 HAA30P BO TEKOT HA JIEKyBabeTO NMopagH
MOKHH MOjAaBH HA CHMIITOMH HA MEHHUHTHTHC.
O mnanHeHTHTe Tpebfa Aa OHIAT BaKIUHHPAHH NMPOTUB OakTepujata Neisseria
meningitidis 2 Hefaeau npea npuMame Ha ravulizumab, w/unm ga npumaar
aHTHOHOTCKA npoduiaakca.

® Tr03rojieMyBa pH3HKOT oA APYIrH CEPHO3HH HH(l)eK[llrllrl.

® MOXE Ja AoBeae 10 MAJTHTIHH 00J1eCTH H XeMAaTOJIOIIKH HapyuiyBama Kaj NAalHEHTH CO
PNH.

e B0 OpeMeHOCT He € ONMPAB/IAHA O0CBEH JOKOJIKY He € HCKJIY4YHTeJTHO HeonxoaHo. Kenun
BO penpoAyKTHBEeH MEpPHOJ Mopa Aa NMPHMEHYBAaaT JAeJI0TBOPHA KOHTpalenuMja Bo
TEKOT Ha JIEKyBambeTo H 8 MecellH 110 3aBpIIyBaibe Ha JieKyBameTo. /loemeTo Tpeda
Ja ce MpeKHHe 3a BpeMe Ha JIeKyBalbeTo M 0 8 Meceny mno 3aBpuiyBame Ha
JIEKYBaIbeTO.

® Mo’Ke Ja NpeAH3BHKA HMYHOJI0UIKH oArosop. [lauenTurte Tpeda na 6uaaT noa HaaA3 0P
nocje nHdy3ujaTa nopagu MoKHHUTE MOjaBH HA 3HALH H CUMIITOMH 0/] peaKiujaTa.

I'lpemm Ha TepamljaTa CO JIEKOT yJITOMllpllC:

e MoOXe Ja NpeAH3BHKA TeIKA XeMOJIH3a 110 MPeKHH HAa NMpPHMeHATAa HA JIEKOT Kaj
nanueHtH co PNH.

e MoO’Ke 1a NPeIH3BHKA TeIIKH KOMIUIHKAILHH HA TPOMOOTHYHA MHKPOAHIHONATHja
(TMA) kaj nauuentu co aHUS.

Ha l'lﬂHHeHTl’lTE/pO}]HTeJIHTe HAa NMAIUCHTHUTE HOTpCGHO ez(a I/INICC [lallﬁT\COOIlBeTHHTe
CAYKATHBHH MaTeijaJﬂ/l H Ja Ce oCUurypa aexKa ja pa36u‘paaT HHUBHATA coi’lpmrma.
'{ v \
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1 BOBE/I

YIITOMHUPUC e ununupan 3a IeKyBame Ha:

e Ilapokcu3maiHa HokHa xemorioounypHja (PNH) Ha Bo3pacHH U IeTHjaTpUCKH
NalMeHTH co TeslecHa TexuHa o1 10 kg mitu 1noBeke, 1 Toa:
O Kaj MalMeHTH CO XEMOJIU3a CO €/IeH MJTH ITOBEKE KIIMHIMYKUA CUMIITOMH KOH
yKa)KyBaaT Ha BHCOKa aKTHBHOCT Ha OoJiecra.
O Kaj MallueHTH KOU CE KIIMHUYKU CTAOMIIHHE 10 TPETMAaH CO eKyJI3yMad
HajMaJIKy 3a IOCJIe/IHUTE 6 MEecelu.

e Kako J10110J1HyBambe KOH CTaHap/iHaTa Tepanuja 3a TPETMaH Ha BO3PacHH
MalMEeHTH CO TeHepaIn3upaHa MUujacTeHuja rpaBuc (gMG) KOU ce MTO3UTHBHU Ha
aHTHTEJIa Ha allETHIIXOJIMHCKUOT peuentop (engl. acetylcholine receptor, AChR).

OBO0j BOAMY € HAMEHET 3a JIEKapUTe [IPOIIMIIYBaYH 3a J1a CE 3all03HAaT CO PHU3ULUTE IOBP3aHU
co ynmotpebaTa Ha JIEKOT Y JITOMHUPHUC, KOH BKITy4dyBaaT MEHWHTOKOKHA HH(EKIH]ja, CEPHO3HH
UH(EKIHUH, UIMYHOT€HHYHOCT, MJIMTHU OOJIECTH U XEMaTOJIONIKH aOHOPMATHOCTH Kaj
nauueHTd co PNH, u co pusumure kaj OpeMeHu XeHu U TOWIKH. VcTo Taka BOAUYOT €
HaMEHET U 32 MHHUMHU3allja Ha PU3UIUTE TOBP3aHU CO MPEKUH Ha JIeKyBaH)eTO CO JIEKOT

Y ITOMHUpHC. @m Cps
// G S ENE Mg, ¢ d

OBoj BoJIMY MOpa Jja ce KOPUCTH BO KoMOHHalHja co 30UpHHIO M3BemTag 3, 0006H T€ HA
[=

nekoT Yiromupuc (ravulizumab). s 2 o
)
|0 >

\0 4 !

Ke ro no6uere ciiegnnot matepujaj koj Tpebda na My ro ua;&ptr(e ‘aQa ceKOJ HANHeHT KOj ce
(R J

JIeKyBa €0 JIEKOT YJITOMHpHC: N ;, Fonats

Rt

~

e Kapruuka 3a nanueHToT
Llen: unpopMUpame Ha MAMEHTUTE U 3[PAaBCTBEHUTE PaOOTHULM 32 PU3UKOT O
MEHHHI'OKOKHa HH(‘l)CKIlHja MoBp3aHa cO yn0Tpe6a Ha JICKOT YJ’ITOMHpHC
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e Boauu 3a maunenTu/pe

Llen: enykaruja Ha manuenTHTe, PONATCIIECTAPATCHIN 1 3IpaBCTBEHH

paboTHHIHK 32 6e30eHOCHUTE HH(OpPMAIIUH [IOBP3aHHU CO JIEKYyBamhETO CO OBOj JIEK.

Be moJsinMe npounTajTe ru 0BHE MaTepHjaJIH Mpe/ 1a I'o NMpoIHIIeTe JIEKOT YJITOMHPHC
HA BallIUTe NAllHEHTH.

2 BAJKHHU BE3BEJHOCHU HH®OPMAIINHN!

CepHo3Ha MEHHHIOKOKHA HHeKIHja

e 3apaay MEXaHH3MOT Ha JieNlyBaibe, yrnorpedara Ha JIEKOT YJITOMHPHUC I'o 3rojieMyBa
PH3HKOT 01 MEHHHIOKOKHA HH(pekiuja/cenca (Neisseria meningitidis) kaj nalueHTOT.

e Kaj manueHTH TpeTUpaHH €O JIEKOT Y JITOMUPHUC U APYTH TEPMUHAIHE HHXUOUTOPH Ha
KOMIUIEMEHTOT OMJIe IPUjaBeHH ClIy4ad Ha CEpUO3HH MEHHHIOKOKHHU
UH(}eKIKr/cencu WM MEHHHIOKOKHH MH(EKIIHK/CETNCH CO CMPTEH HCXO/I.
MeHnuHrokokHara uHeKIja kaj MalieHTHTE JIEKyBaHH CO JIEKOT Y JITOMHPHC YECTO
Ce Npe3eHTHUPa KaK0O MEHUTOKOKHA Cerca i MEHMHIOKOKEH eHIe(aliuTHC.

3a MHHHMH3aLHja HA PU3HKOT 0 MEHHHIOKOKHA HH(peKIHja H JIoUl HeXo/ Mo
nHdekuuja, Mopaart Ja ce npe3eMar CJIeJHHTE YeKOpH:

l'[pe)l MOYE€TOK HA JIEKYBAILETO CO JIEKOT YJ'ITOMH[)HC:

» BaxuuHHpajTe ' NAlHEHTUTE CO MEHHHIOKOKHA BaKI[MHA HAjMAaJIKy 2 HEAEH npe
3ano4HyBambe Ha yrnorpeda Ha JIEKOT YJITOMHUPUC, OCBEH JOKOJIKY PU3HKOT OJT
0JI0XKYBalbe Ha JIEKYyBaIbETO CO JIEKOT YJITOMHPHC HE IO HaJIMUHYBA PH3HKOT OJ1
pa3Boj Ha MEHUHrokokHa HH(pek1uja. Ce npenopayyBaaT BaKI[THU IIPOTHB
ceporpynute A, C,Y, W135 u B (mokosky ce gocranuu).

O 3a maiMeHTH Kaj KOM ce 3al04YHyBa CO JIEKYBaibe CO JIEKOT Y ITOMHUPHC MOMAITKy
0J1 2 HEeJENH 0 MPUMAETO HA MEHMHIOKOKHATA BaKI[MHA, TOTPEOHO €
NpOopHIAKTHYKO JIEKYBake CO aHTUOMOTHIIA HAjMAJIKY 2 HEAICIH 110
BaKLIMHAIIMjaTa.

» Co ornep Ha Toa ITO BaKUKMHAIMjaTa MOXKe JOIIOJH TG@:{O ,uahro AKTHBHPA
KOMIUIEMEHTOT ITAl[HEHTHTE CO KOMIIJIEMEHT- nocne,‘,;:y‘Baf-ra GOHCdT'lMQ>I(aT J1a ©UMaatT
3roJIEMEHH 3HAIM M CUMIITOMH Ha OCHOBHATA 6¢J1écjr Hopamd TOa; ’no\
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nperopayaHaTa BaKIMHAIH]a BHUMATEJIHO CJICAETE I' MAIlMEHTHTE 32 MOXKHUTE
CUMIITOMHU Ha Oosiecta.

» Co oreq Ha TOA IITO BaKIIMHAIMjaTa MOXeE 1a He Oujie IOBOJIHA 33 MPEBEHIIM]ja Ha
MEHMHIOKOKHA HH(EKIHja, pa3MHUciieTe 3a podmiakTHuka ynorpeba Ha
aHTHOMOTHLIM KaKo JI0JIaTOK Ha BaKI[MHAIMjaTa, 6a3upaHo Ha OGHIHjaIHUOT BOJHY
3a COOZIBETHA yrnoTpeda Ha aHTUOUTHUIIH.

3a BpeMeE Ha JIEKYBAKETO CO JIEKOT YJITOMH[)HC:

» lloTpebHo € na ru ciieauTe NalUeHTHTE 32 MOXKHH PaHH 3HALM HA MEHUHTOKOKHA
nH}ekurja u cenca, BeIHAII 1a HAIPaBUTE MTPOIIEHKA BO CIy4aj Ha COMHEX O]
nHdekurja u mo morpeda 1a BoBeJeTe JIEKYBamhe CO aHTHOHOTHIIH.

» IlotpebHo e cripoBeyBarbe Ha peBaKIMHALM]a CIIOPE]] BaXKEUKUTE HAI[MOHAIHN
BOJIMYH 32 BaKIMHAI[Mja Ha TAIIUEHTH TPETUPAHU CO UHXUOUTOPH Ha
KOMIUIEMEHTOT.

JApyru cucTeMcKH cepuo3HU HH(peKIUH

e [IpujaBenu ce cepro3Hu UHGEKIHH cO OakTepru 0/ poAoT Neisseria (MIOMHAKBU O]
Neisseria meningitidis), BKJIly4yBajky TUCEMHHHpaHa FOHOKHA HH(EKLHja, IIOBP3aHH
co ynotpeba Ha jiekoT Y nromupuc. Jleakpute Tpeda 1a ru coBeTyBaaT NMaleHTHTE 3a
NpeBEHIIMja 0]l TOHOpEja.

o [lauuenTure Ha Bo3pact 1nomaina oa 18 roquHu Mopa na 6uaT BaKLMHUPAHH [TPOTHB
nHeBMoKoka u Haemophilus influenzae. IToTpeGHO € cTporo cienewe Ha
HALMOHAJIHUTE NIPETIOPaKH 3a BaKL[MHALM]a 33 CEKOja BO3pacHa rpymna.

o Kaj manueHTH co aKTHBHU CUCTEMCKH HH(EKLNH JIEKYBabETO CO JIEKOT YIJITOMHPHC
Mopa J1a ce BPIIIK CO MPETIa3IMBOCT.

I/IMyHOFeHI/I‘lHOCT

e JlexyBarbe co GHIIO KOj TEPANIeBTCKH HPOTEHH MOXE 12 nﬁuyun‘pa nMyH 0JIroBOp (Ha
Ip. pa3BOj Ha aHTUTEJA Ha JIEKOT). /&

e [lamenTtute Tpeba Ja ce cienaT 3a 3HaIH U CI/IMHT%MI/I HOBpsaHH co r[03mJHBeH HAoJ

Ha aHTUTCJIa Ha JICKOT. \ S
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XeMaToJI0IKH Hapymysamba 1 MAaJHTHHU 0oJiecTH

[Topanu nprpoaHUOT pa3Boj Ha Ooecta, kaj maunentute co PNH mocrou pusmk 3a
pa3B0oj Ha XeMaTOJIOIIIKH HapyllyBaba WM MAIMTHH OOJIECTH, KaKo allacTHYHA
aHeMHja WM MHeJIoAMCILIacTHYeH cHHApoM. [loTeHnujanHaTa yiaora Ha Y ITOMHPHC
Kaj OBHE HapyIIyBawa U MAJMTHU OOJIECTH HE € IIPOyUeHa.

[Tanuentute co PNH TpeGa Ja Ce€ cJieaT 3a MOXXHH XEMATOJIOIIKH ITPOMCHH.

BpeM CHOCT H J0€IhE

Hema mocTamiu KIMHHYKK TIOAATONHM 32 IIPUMEHA Ha JIEKOT YJITOMHPHC Kaj OpeMeHH
XeHH. YJIToMupHc Tpeba 1a ce MpuMeHyBa Kaj OpeMEeHH EHH CaMO JTOKOJIKY €
HEOIIXOHO.

Xenu Bo penpoayxTHBeH nepuoa Tpeba aa KopHcTar eukacHa KOHTpalenyja 3a
BpEME Ha JIEKYBAETO U JI0 8§ MECEIH 110 3aBPIIYBAbE Ha JIEKYBAKETO.

HoemweTo Tpeba a ce npeKkuHe 3a BpeMe Ha JIEKYBabeTo U 10 8§ Mecelt 1o
3aBpIIlyBabe Ha JIEKYBAETO.

Maxxute He Tpe6a Jla 3a4HyBaat A€TC HUTY Ja JOHUpaaT Cli€epmMa 10 8 Mmecenu 110
3aBpIIIYBalkE€ HA JIEKYBAKBCTO.

3A IITO TPEBA IA THU HHOOPMUPATE NAITUEHTUTE U
POIUTEJUTE/CTAPATEJUTE

Pu3suk oq MeHUHHrokokHa nHdekIHuja

s \S"
o ';}(“p *

PesieBaHTHITE 3HAUN H CHNTOMH BKJIy4yBaaT: On.ie

e aBoboJIKa MponpaTeHa co MauHHHA H NOBpaKaibe

e raBobosika MponpareHa co Tpecka

e yaBobosKka co BKOYAHET BpaT U rpb

e  Tpecka

e  Tpecka cO OCHI

e 30yHeToCT

e  MycKyJIHH 60JikH BO KOMOMHALHja CO CHMIITOMH CIIHUHH Ha TpHI
®  YyBCTBHTEJIHOCT Ha OUYHTE Ha CBETIIHHA
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OGjacHeTe My Ha TALIMEHTOT JeKa Mopa /1a ja HocH co cede KapTuukara 3a nanueHToT
11eJI0 BpeMe BO TEKOT Ha JIEKYBAHETO €O JIEKOT YJITOMHPHC U 8 Meceld Mo nocJjieHaTa
032 Ha JIEKOT H HCTATa MOPa /1a HM ja MOKaXe Ha 3[pABCTBEHHUTE PabOTHHIIN Kaj KOH
ce eJIKyBa.

4 IMPEKHUH HA TPETMAHOT!

IIpexun Ha Tpermanot 3a PNH

IMTaunenture co PNH Ha xou UM e IpeKHHATO JIEKYBAHETO €O JleKOTJ‘yJﬁ‘OM Eﬂ\c Tpeda
AN .

BHHMATEJIHO JIa ce CJIe[JaT BO TeK Ha HajMaaky 16 Hemesn 3a ngmmm\maun wch‘r{Tomn

HA XeMOJIN3a H IPYTH peaKiHH.

Tue ce ugeHTH(UKYBAAT CO:

|. nokaueHo HuBo Ha LDH (naktaTt aexuaporeHasa)

141

2. NPUCYTHOCT Ha OMITO KOj Of CJIEIHHUTE KPUTEPUYMH:
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® HeHaJiejHO HaMallyBame Ha Opojor Ha PNH KjoHaJIHUTE KIIETKH WIIM HaMajlyBake Ha HUBOTO
Ha XeMOII00HH

I

MOBTOPHO 110jaByBak€ Ha CUMITTOMH KaKo:

*  3amop

XeMOTJIOOMHYpHja

ab0MHHaIHA OOJKa

OTEXCHATO JHlIEHE (JUCITHE)

CEepHO3HM HECaKaHU BacKyJIapHH cilydaH (BKJIYYUTEJIHO TpOoMO03a)
nucharuja

epeKTIWIHA JUcyHKIIHja

JlokoJIKy ce rojaBat 3HalK M CUMITTOMH Ha X€MOJIh3a 110 MPeKHH Ha TPETMaHOT, BKJydyBajku
niokayeHa LDH, notpe6Ho e aa ce pasriesia NOBTOPHO 3aMI0YHYBake Ha TPETMAHOT CO OBOj JIEK.
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ATIOYHYBA (

5 ITPUJABYBAILE HA HECAKAHU JEJCTBA

Jlokoiky nobuere HeKOe HecakaHo JIEjCTBO pa3roBapajTe co BamuoT jekap. OBa ru
BKJIy4yBa U CHTE MOXXHH HECaKaHH JIejcTBa KOH HE Ce HaBeIEHH BO YIAaTCTBOTO 3a
nauueHToT. Hecakanute iejcTBa 0] JEKOBUTE MOJKE Jla TH IIPHjaBHTE H BO
HaunonaiHnoT LieHTap 3a papMakoBHUTUIAHLA TPH ATEHLHjaTa 3a JIEKOBH U
MenuuHckH cpenctsa (yia.Ce.Kupur u Meroauj 6p.54 kar 1) uit mo eJ1eKTPOHCKH maT
npexy BeO cTpaHaTa Ha AreHiyjara http://malmed.gov.mk/ min 1o HocuTenor Ha
0J0OpEeHHETO 3a CTaBabe Ha JIEKOT BO mpoMeT Bo PenmyOnnka CeBepHa Makenonuja:
Amukyc ®apma nooen, 6yin. [Tapruzancku Onpenu 6p. 62 namena LI, Mmezanun Op.
3,Bne3 1, 1000 Ckomje, CeBepra Makenouuja, Tenedon: 02 3286 400, e-nomra:
medinfo.northmacedonia@swixxbiopharma.com, oxrosopHo e 3a
dbapmakoBurunania: Kcennja Murxona lumutposa, Tenedon: 070 27§ 273 e‘noQTa
ksenija.mickova-dimitrova@swixxbiopharma.com. Co npnjaByBaH{Q ﬁé g;iecai(a,
Jie]cTBa MOXETE J1a IIOMOTHETe BO 00e30e1yBamEeTO Ha I0BEKE HH Opmauﬂu 3a

6e3beHOCTa HA OBO]J JIEK. é‘
% gl
® %
h%’f‘”' o5
6 JOMNOJIHUTEJIHHN HHO®OPMAIINU \ Hsz o

3a 1roBeke HHPOPMALIUU MOXKETE J1a TO KOHTAKTHPATe HOCHTEJIOT Ha 0JIOOPEHHETO 3a CTaBame
Ha Jiek Bo mpomeT AMuKyc papma mooen Ha Tenedon: 02 3286 400 wiu e-mormra:
medinfo.northmacedonia@swixxbiopharma.com.

7 PEOEPEHIIU

1. ULTOMIRIS (ravulizumab) 36upen u3BeiTaj 3a 0COGHHHTE Ha JIEKOT
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