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Mmatupamep auerar: Avadbunakruuku Peakuuu Moxe aa ce nojaBat Hekonky Meceuu
A0 roANHU NO 3aNOYHYBaH-ETO Ha Tepanujarta

MounTyBaHM 3gpaBscTBEHU paboTHuum,

MNIVMBA OOOEN - Ckonje Bo copa6otka co EBponckara areHuuja 3a nekoeu (EMA) n
AreHuujaTa 3a nekosm u MeAnLmMHcku cpepctea (MAJIMEL) 6u cakane Aa Be uHdopmupaar
3a crnegHoBo:

Pe3ume:

* AHahMNaKTUYKK peakummu Moxe Aa ce nojaear Habpry no aAMUHUCTpaumja Ha
rnatupamep auerar aypu u Hekonky Meceuu [0 roauHM No 3anoYHyBak-eTo Ha
Tepanujara. Mpujasenn ce cny4dau co cpataneH ucxop,.

* CoBeTyBajTe ru naumeHTUTE U/KnK CTapaTenure 3a 3HaLUuTe U CUMNTOMMUTE Ha
aHapunakTUYKMTe peakuymm u BeAHall fa nobapaat UTHa MeAUUMHCKa NOMoOW Bo
cnyvaj Ha aHadhunakTUyHa peakuuja.

* Nokonky ce nojaeu aHacdmnakTuyHa Peakumja, Tepanujara co rnatupamMep auerar
MOpa Aa ce npekuHe.

Hononuutenuu MHopmaLmu

ckneposa (MC). lNlekoBuTte Kou CoApXar rnatMpamep aueTaT ce HameHeTV 3a cybkytaHa
ynotpeba, ogHocHO AocTanHu ce Bo opma Ha pacTsop 3a WHjekTpare of 20 mg/ml
(MHjekTpake egHaw Ha AeH) 1 pacTeop 3a WHjeKkTMpake op 40 mg/ml (MHjekTupare Tpu
naTu HegenHo).

MMatupamep auetatr moxe Aa NpeaussBuka peakuMm nocne VHjeKTUpamwe, Kako u
aHaUNakTU4K1 peakumm.

No nperneg Ha cute AOCTanHn noparoun Ha HWBO Ha EY 33 aHahunNakTUYKU peakumm co
rnatmpamep auerar, 6uno 3aknyyeHo geka nekor e noBp3aH Co aHaUNaKTUYKKN peaKLmm
kou mMoxe pa ce nojaeart Habpry no a8AMWHWCTPauujaTa Ha rmatvpamep auetar aypu un
MECeLM A0 roauHu No 3amnoyHyBaHeTo Ha TpeTMaHoT. lMpujaBeHn ce cnyyau co daTtaneH
ncxon.

AHabunakTuuknTe peakumm ce npujaBeHn co tbpekseHUmja nomManky 4decrto (21/1.000 go
<1/100) co rnatupamep auertar 20 mg/ml u rmatupamep auetat 40 mg/ml pacteBop 3a
UHjeKTUpare.

MauneHTuTe Kou ce Ha Tepanuja co nekoBu kou coppxar rmatvpamep auerar u ABHIITE
CTaparenu Tpeba aa 6upar uHbopmupanHu 3a sHauuTe U cuMnToMKUTe Ha aHacbun4i YKWFe, :*’b/?\
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ycrniosu. lMokpaj Toa, HEKOW Of 3HaLMTE W CUMATOMUTE Ha aHacunakTuYHa peakuuja Moxe
Aa ce npekrnonysaaT CoO peakuuuTe MO WHjeKTUpareTo, WTo AoBedysa Ao noTeHuunjanHo
OANOXYBaK€e BO MAeHTUdMKaumjaTa Ha aHacunakTnyHa peakuuja.

MHdpopMmauumTe 3a NEKOT 3a CUTE NEKOBW LUTO coapxar rnatupamep auerar ke ce
axypupaar cO HOBWTE WH(OpMauuMn BO BpCKa CO PU3MKOT Of aHaUNaKkTUYKN peakuuu,
BKSydYyBajky mopaTtouu 3a aHadunakTU4kM peakuuu kKon Moxe na ce rojaBat HEKOmkKy
Meceuu A0 roAMHU MO 3anoYHyBareTO Ha Tepanujata U HOBUTE MEpKU LUTO Tpeba aa ce
npesemar.

MNoBuk 3a NnpujaByBake HeCaKkaHu AejcTea

MpujaByBak-€TO Ha HecakaHWTe AejcTea no AobuBake Ha onobpeHve 3a cTaBake Ha NeKoT
BO MPOMET & 0f, rofiemMa BaXHOCT. . Ha 0Boj HauvH ce obesbeayBa KOHTUHYMpaHO creaer-e
Ha KOPWUCTA HAcMpoW PWU3MKOT of ynoTpebaTa Ha nekoT. 3ApaBCTBEHUTE paboTHuUM Tpeba
[a ro npwjaeaT CeKoj COMHEX 3a HecakaHo [ejCTBO Mpeky HauuoHanHuoT ueHTap 3a
thapmakosurunaHua npu AreHuujata 3a nekosu U MEAULIMHCKW CpeacTea (yn. Cs. Kupun u
MeTtoauj, 6p.54, |-B1 KaT), UM NO ENEKTPOHCKWU NnaT npeky pe6 cTpaHaTa Ha AreHuujaTa
http://malmed.gov.mk/.

[lonOMHUTENHO, CEKOj COMHEX 3a HecakaHo AgjCTBO Ha OBOj NeK, MOXeTe Aa ro npvjasuTe w
no HocutenoT Ha opobpeHveTo 3a CTaBake Ha NeKoT BO NPOMET BO P. CesepHa
MakepoHuja:

me Ha nekoTt HocuTten Ha opgobpeHue OparosopHO Nuue 3a
3a cTaBah€ Ha neK Bo thapmakosurunaHua
npomMeT

COPAXONE pacTtBop 32
nHjekTuparee, 20 mg/1 ml

MJINBA pooen - Ckorje BecHa CumoHoBa
yn. ,Hukona MapanyHos " e-mail:
COPAXONE pactsop 3a | 060 Safety. Macedonia@tevapharm.com
KT 1000 Ckonje, P. CesepHa
wijspar2 40’ mg/m Ma.{emHija 3 Ten: 02/3063414; 070/230686

Co no4ur,

BecHa CuMoHOBa, avnn.dapm.cney,.
OproeopHo nuue 3a hapmakoBurunadua




