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1. TbPTOBCKO HAUMEHOBAHUE EYHKCTEPCTEO HA 37PABEORASBAHETO
SIBELIUM® MnuAoXeH:HE KM
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2. KOTAYECTBEH U KAYECTBEH CHCTAB 691/2.8-04.04

Besika kancyna ceaepxa 5,9 mr flunarizine hydrochloride, exsusanenter Ha 5 Mr flunatizine.

3. NEKAPCTBEHA ®0OPMA
Kancynn,

4, KNMWHAYHU JAHHU
4.1. MOKA3AHUA
Mpochrnaktuka Ha Kiacudecka (¢ aypa) unu obukHoseHa (Bes aypa) Murpeta.

- CUMINTOMBTWSHO feveHme Ha BeCTUDYnapeH CBETOBBPTEX, B PE3YNTAT Ha YCTAHOBEHO (YHKUMOHAIHO
HapyweHWe Ha BeCTUOYMNAapHWA anapar.

4.2. BO3UPOBKA 1 HAYMH HA NMPUNOXEHUE
(Bux cuLo Brumanme 1 MpenyrpexaeHust)
a) [poghunakTuka Ha MUrpeHa
Hayanra osa:

TeverueTo 3anoysa ¢ 10 Mr gHeBHO (Beyep) 3a NaUMEHTH o4 65 roAMHU U 5 Mr fHEBHO 3a NMaLueHTH
Hag 65 rogunm,

Ako N0 BpeMe Ha MEUEHWETO BL3HMKHAT JENpecys, excTpamupaMUHW Wnu [pYr HeXenaHm
TNEXapPCTBEHM peaKyy, TO TpabBa Aa Gbae cripsHo.

AKo crnej ABYMECEHHO NeyueHne He ce HabniofaBa SHaYUTENHo no,uoﬁpeHe, Ce CU1Ta, Ye naukeHTa He
Ce NoBivABRA OT MeaWKaMeHTa W NeYeHMeTo ChLU0 Tpﬂ6Ba 0a ce cnpe.

loddppxauwio neverus:

Ao NaUMEHTHT ¢e NoBnusEa JoBpe OT MeaWKaMeHTa M aKo e HeobxoavMa nopabpxalla Tepanus,
fosara Tpabea fa bufle HaManeHa, Taka Ye BCAKA CeaMMULA TOWTA Aia npueMa ChllaTa HeBHa J03a B

NpoAbKeHWe Ha 5 AHW, NocnieaBaHy oT 2 peHa 6e3 npuem Ha MB,D,VIKGMGHTB"“"*#\

N
Nopv npu A06pu pesynTaTit i OHOCUMOCT, NPOGNAKTUYHOTO no,u,a,bgmamo nequmeprﬂﬁaa na bnfie
NpeyCTaHoBEHO cref 6 MeceLia U NogHOBEHO Camo fipu nonHosﬂBaHe Ha npucrbnvlTe

6) CBeTOBLPTEX 5
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Mpunara ce Cbiyata [JHEBHA [03a KAKTO MPU MUIPEHa, HO HadyanHoTo JieueHne He TpsiBea fa
NPOABLIKaBa Cref, M34e3BaHe Ha CUMNTOMUTE, 32 KOeTo ODMKHOBEHO ca HeobXoauMy no-Manko ot 2
MeceLa.

Ako ofaue He ce HabniogaBa 3HauMTENHO no,uoﬁpeHwe Cre[l efHOMeCe4YHO fieYeHne 3a XPOHWYHUA
CBETOBBPTEX WMNW ABYMECEYHO 33 MapoKcu3manHwA CBETOBLPTEX, Ce npuema Ye nNalneHTa He ce
noBhvABa 0T MegVKaMeHTa W NpunaraHeTo My TpﬂﬁBa nabvae NnpeycTaHoBeHO.

4.3. MPOTUBONOKA3AHKSA

CuBenym & NpOTMBONICKA3aH NpW NaUMeHTM ¢ WCTOpUA Ha JenpecuBHo 2abonaBaHe, C Beye
CLLECTBYBAlM CAMITOMM Ha MApPKMHCOHMSBM UMM ADYMM eKCTPanMpaMuHU CMyLLeHWs (Bux
HesenaHu fiexapcTBeHU peaKLmm).

CubermeM e NPOTUBOMOKA3aH npW MaLUMeHT CbhC CBPBXUYYBCTBUTENHOCT KbM JIEKApCTBEHOTO
BEeHIeCTBO Uinu KbM HAKOE CT NOMOLLIHUTE BellecTBa.

4.4. CNELMAITHIA MPOTVBONOKA3AHWUA W CMEUWANHYN NMPEOYTIPEXAEHNA 3A YNIOTPEBA

fleusHueTo MOME Ja Tpeau3BMKa nosABaTta Ha eACTpanupaMuaHuw W HEnpecUBHU CUMNTOMM U
NAPKAHCOHNIBM, 0Cc00eHo npW No-Bb3pacTHX naLWeHT, npeapasnooxeH KoM Te3U ChCTOAHUA. Eto
3aluo npy Takkiea nauveHTn e HeoBXoAMMO NOBULLIEHO BHUMaHWE.

B pegku cnyvam ymoparta MOXe ga ce 3acunu 1o BpeMe Ha NeYeHWeTo Che CubenuyM, TOBa Chilo
W3KCKBA ClinpaHe Ha Tepanuata.

MpenopbyBaHara Aosa He Tpsbea aa ce npeeuiasa. [auveHTute Tpsabea fa GbaaT NpocTeasBaHy,
0COBEHO MO BPEME Ha NMOLLBPXALIOTO NTeYeHHe, C OTTIef Ha PAHHOTO OTKPYBAHE Ha eXTpanupamugHu
W AENPECHBHN CUMNTOMY Y CBOTBETHO CNIMPaHe Ha TepanuATa.

\

4.5, TIEKAPCTBEHM W APYTW B3AUMOAENCTBMSA

MpeKoMepHO ceavpaHe MOXe Aa ce Habnioaaea npu  QHOBPEMEHHO MpvemaHe Ha Cubennym u
ANKOXOM, XWMHOTVILM Wi TPaHKBUNU3AHTM.

Cubenvym He & NpOTUBOTIOKA3aH MNpy NaLyreHTy, npueMall betabnokepy.

4.6. BPEMEHHOCT U KbPMEHE

BesontacHoctta Ha Cubenuym npu xopa no BpeMe Ha OpeMeHHOCT He e YCTaHOBeHa. AHarM3bT Ha
OMUTUATE C XXMBOTHM HE [aBa faHHV 32 AUPEKTHY U1 MHEMPEKTHA BpeaHW Bb3AUIACTBYA N0 OTHOLIEHNE
Ha BLANPOWIBEXAAHETO, PA3BUTMETO HA eMOPUOHA MW NNOAA, NPOTUYAHETO Ha BpeMeHHOCTTa Uk
Pa3BUTUETO MPeaN WK CreA paxzaaHeTo Ha nroja.

WiscrieagaHuaTa npy KbpMeWM kyyeTa Aokasaxa, de CubenvyM ce oThens 8 MRSKOTO, MPW ToBa B
KOHLIGHTPALM NO-BHACOKM OT MiTasMeHuTe.

He cbluecTyBaT 4aHHW 33 OTASTIFHETO My B HOBELLKOTO MIIsKO. [lopaau ToBa He Ce npenoptusa
KbpMEHE 110 Bpeme Ha Tepanis cue Cudernuym.

4.7. EOEKTU BbPXY CMIOCOEHOCTTA 3A WO®UPAHE U PABOTA C MALLINHK

Toit KaTo € BL3MOXKHO A3 HacTLNM CLHMMBOCT, 0c0BEHO B HaYanoTo Ha nequw%e Heobxoaumo
NOBMLLEHO BHUMaHWE NPY USITLNHEHWETO Ha [eWHOCTH KaTo WohupaHe myaﬁma Cc onacﬂwmamw—m

‘-\

4.8. HEXENAHW NEKAPCTBEHM PEAKLIMM
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Hait-uecTute Hewenanu peakuum ca ChHNMBOCT Mumm ymopa (20%), kOUTO B MOBEYETO Crydau ca
MPEXOAHH, & Taka CbLYO 1 YBenuyaBaHe Ha Ternoto (Wwum anetnta) (20 %).

Crieguute CEpUO3HIA HeXeraHu peakUui Morat g HacTLIIAT NPy NPOABIUTENHO NeveHUE:!

LEMPECHSR, KaM KOATO Ca [0-NPEeApasnonoMeHu NALMeHT OT XKEHCKM Nom ¢ UCTOPUs Ha AenpectBHO
3abonseake,

excTpanvpamMiaHil CMMNTOMK (kato 6p3,[ll/lKldHE3VlH, PUMAQHOCT, aKaTH3ng, ODO(baLI,MEJ'IHa OUCKUHE3NA,
TpBMOp), KbM KOMTO Cca 0COOEHO YYBCTBUTENHW NaLWEeHTUTE B HanpegHana Bb3pacrT,

Mo-psigko ce Habnofaear CNeHUTE HEXESaH! peaKLiuy:
CTOMALLIHO-YPEBHM: KUCENUHY, raneHe, racTpanrus,

LieHTpariHa HepBHa cucteMa: BescbHie, be3nokocTaO,

OPYTA: rafiakTopes, CyXoTa B ycTarTa, MycKynHu BOITKu, KoxHW 0BpuBy.

4.9. MNPEAO3NPAHE
Cumnmomu:

MpepBun hapMakonorM4HUTE CBOMCTBA Ha MEAMKEMEHTA MOXE fa Ce 0uaKBa NosIBATA Ha CefiaTvBeH
eghexT 1 acTenys. OnuCaHM ca HAKOTKO criy4as Ha 0cTpo npedosupare (A0 600 Mr npW eaHoKpaTeH
npuem), Npu KoeTo co HabriogasaHn CUMNTOMY Ha cefiaLna, BL3OYAUMOCT Y Taxvikapaua.

JleueHue:

Hsma crnieuudvdeH aHtaoT. fpes napsus Yac Crej nornbiiaHeTo MOXe Aa ce Hanpasy CToMallHa
NpomyBka. [Tpy KEOOXOAMMOCT Maxe fa Ce MPHIIOKK aKTUBEH BBITIEH.

5. ®APMAKONOTN4HN DAHHU
5.1. PAPMAKOAWHAMUYHU CBOICTBA

@nyHapU3MH € CereKTBEH KanuMeB aHTaroHucT. Toii NpeoTBpaTABa CBPBLXHATPYRBAHETO Ha KanLnii
B KIIETKATA, KaTO HaMarABa MPeKOMEPHOTO TpaHeMeMBpaHHO NpeMiHaBaHe Ha kanuwi. PnyHapusuH
He 0Ka3Ba BNUAHIE BbPXY KOHTPaKTUIIMTETA W NPOROAUMOCTTA Ha ChPLETO.

5.2, DAPMAKOKMHETHYHN CBOACTBA

NMekapcteoTo ce pesopbupa gobpe OT Yepsata, KaTo JOCTUra IMKOBY NNA3MEHN HVBA B paMKkuUTe Ha 2-4
yaca W paBHOBECHO “CTeAM-CTEHT CheTosHMe cnef 56 ceamuum. Criem novTH  OBIHOTO
Metabomsupae B YepHus apob, npenapatsT ¥ HeroBuTe MeTabonuTi ce OTAENAT C M3NPAXHEHWsTa
MoCPeACTBOM uTbukata. CpefHata CTOMHOCT Ha nonyxueoT e oxono 18 aMu. CBbpasaHeTo ¢
nnasmeHute npotenHn e 90 %.

5.3.NIPERKIMHUYHU BAHHY 3A BE3ONACHOCT
He ce paniyagar OT CbLIECTBYBAILUTE TaKUBA.

6. DAPMALEBTUYHW JAHHU
6.1. CNUCBK HA MOMOLUHWUTE BEILECTBA

JaKTo3a, UapeBnyHO HULLECTE, TanK, MarHeaweB cTeapart, KonowuaaneH ﬁesao,qea kusanren. Camara
Kancyna Ch/ibpKa HaTPUEB epPUTPO2MH, JKbITT KENe3eH OKMC, TUTaHOB ,qayoxn" ‘-IepBeH nfeneaeH OKvC,
YepeH KeneseH OKUC, KeNaTkH. :
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6.2. DUINKO-XUMUYHN HECHBMECTMOCTH

He ca nagecTHu.

6.3. CPOK HA FOIHOCT

3 roguHn,

6.4. COELMAITHK YCNOBNSA 3A CHXPAHEHUE
CuxpaHeHue nog 25° C, Ha MecTa HefOCTBAHK 38 AeLia.

6.5. [JAHHYU 3A OMAKOBKATA

Brmctep.

7. MPUTEXATEN HA PA3PEWEHMETO 3A YINOTPEBA
Johnson & Johnson D.O.0.
Smartinska 140
1000 Ljubljana

Slovenia

8. PETUCTPALIMOHEH HOMEP
20000854

9. JATA HA TIOCNEOHA PEBU3WA HA TEKCTA
M. Mapm 2006 2.




