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YBarkaeMn naLmMeHTH,

Mornis npoyeTete BHUMaTENHO Tasu JICTOBKa, ThA KaTo T8 CHLABLPXKA BakHa 3a
Bac undopmaumsa. AKO MMaTe LOMBLIIHWTENHM BLIPOCH, 00bLpHeTe ce KbM
Bawms nekyBaly nekap win apmauesT.

HanMeHoBaHUe Ha NEKAPCTEEHUS MPOAYKT:
Nicerium®
IHuuepnym®/

Koe € akTMBHOTO BEIUECTRO?
1 TBbpAa Kancyna cbabpxa 15 mg nicergoline.

Kakeo gpyro cuabpxa Nicerium® kancynu 15 mg?

XenatuH, makporon 4000, LUapeBuiHO HutllecTe, nonu{eTunakpunar,
METUIIMEeTaKpuUnaT), 3axaposa, Tank, ousetutenu TutaHues asyokuc (E171) wu
xenesen okuc (E172)

HekapcTBeha thopma M onaKkoBKa:
Kancyna, Tebpha
OpuruHanta onakoeka, cbabpxala 30, 60 u 100 TeepAn Kancynu.

Koit e oTroBOpeH 3a npoaaxbara Ha Nicerium® karicynu 15 mg?
Hexal AG

Industriestrasse 25, 83607 Holzkirchen, Germany

Tel.: 08024/908-0; Fax: 08024/908 1290

Koit e oTroBopeH 3a HPOM3BOACTBOTO HA Nicerium® kancynu 15 mg?
LEKS.A,
Ul. Podiipie 16, PL-95-010 Strykow, Poland

Salutas Pharma GmbH
Qtio-von-Guericke-Allee 1; D-39179 Barleben, Germany

Kakso npepcTtaensea Nicerium® xancynu 15 mg?
MonycUHTETUMEH  epro-asikanows, CUMAATONWTWK,  MPOAYKT, Npenussukeall
chaopaspssaHe.

3a xakeo ce uznonaea Nicerium® kancynu 15 mg?

Mpunara ce npu naumMeHTH B Hanpe[Hana Bb3pacT KaTo nogAbpxaila Mspka npu
Hapyluehus Ha mosbuyHata feliHocT (UepeBpo-opraHuueH NCUXO-CHHAPOM) CbC
CrieiiuTe OCHOBHM CUMATOMM: HapyLUeHa KOHUEHTpauusi, HapylieHa nameT,
HapylueHa oblla opreHTaLmns, Kakto n 0e3cbHIE.

3abenexxka
lNpeawv sanousaHe Ha Tepanus C Nicerium® nekysawmsT siekap TpﬂﬁBa “AB-=H3ACHM
[anu onnakeaHusATa ca B pesynTat Ha mbpBUYHO 3abonsBaH 'KoeTO"WSMCKBa
cneuuduyHo fneyeHne.

Kora He TpsbBa pna npunemare Nicerium® xancynu 15 mg?
Nicerium® He TpsibBa Aa ce npunara npy CNeAHUTE CryYan:



JINCTOBKA 3A NMALIMEHTA
Nicerium® Ctp. 2074

- CBPBbXYYBCTBUTENMHOCT KbM HULEPronuH, PYr epro-afiikanougn Ui KoM HAKOS
OT APYIr1Te CbCTaBKK Ha NPOAYKTa

- HaCKOpO fnpekapaH MHQapKT Ha Mu1oKkapaa

- CWITHU KPHBOUSNUBK

- CWITHO MOHWKeH nync (Texxka bpaaukapgns, nog 50 yaapa B MuHyTa)

- TeHAeHUUA KbM 3aryba Ha cbhaHaHue (konanc)

- CBETOBLPTEX MpU CMAHA OT JIETHANO B U3NPaBeHO OfoXeHue (opTocTaTtnyha
aucperynauus)

- ©epHOBpPEMEHHa Tepanusa ¢ a- Uk B-peuenTopHr CUMNaTOMUMETULIN

Kora moxeTe na npuemare Nicerium® kancynu 15 mg camo criei KOHCYnTaums
¢ nekap?

Bue moxeTe goa npuemarte npogykTa camo npu onpefeneHn YCnoBua W cneunaniv
npeanasHr mepku. Mong koHcynTupaiiTe ce ¢ Baiums nexysalll nekap.

Nicerium® moxe gna 6bae npunarad npu JeKo MOHWXEH nync (ymepeda
Bpagnkapamns) camo C MOBULLEHO BHUMaHWE.

CobBet KbM anabeTuumre:
1 TBbpAa Kancyna ceabpxa 0,01 sbrmexuapati eguHinLA.

Kowm npyry NpoRyKTH oka3gaT BniusiHMe BbpXy edekra Ha Nicerium® kancynm 15
mg vnu moraT Aa 6bL4aT NORNUSHK OT npoRykTa?

Thil KATO HULEPFONWH NOTUCKA KPbBOCHLCUMPBAHETO W IOHWKaBa BUCKO3WTETa Ha
KpbBTa, KOarynauMoHHUST cTaTyc Ha KpbBTa TpsidbsBa ga Obhe npocrnefseaH rno-
UEeCTO NpY TIPSAPasNoNOXEeHn NaumenTh (C Hapylwerins B Koarynauguata) wnn npn
nalmeHTy, NpueMall efHOBPEMEHHO JIeKapCTEa, NMoBNNSABALLN KpBBOCHLCUPBAHETO.
EdekTbT Ha NpogyKTuTe, NpunaraHi 3a noHwxkasaHe Ha KPbBHOTO Hansrase, Moxe
na Gbae 3acunen Npu eOHOBpeMenHo npunoxenne Ha Nicerium®. EdekTsT Ha
NPOAYKTUTE, MpUITaraHn 3a rosuiaBaHe Ha KPBBHOTO HansraHe (Hanp. o- vnu -
pEeLenTopHUTE CUMNATOMUMETULIM KaTo afpeHanuH, etunedpuH, opuuripeHanih)
MOXe [a Obae roHwkeH nNpu €OHOBPEMEHHO MpUnoXeHue Ha HULEPronnH.
ChbluecTByBaT [aHHM, uye HuuepronuH 3acunea edekta Ha noTucKaHe Ha
cbpaeYHaTa AefiHoCT Ha B-briokepuTe.

Mornsi, obbpHETE BHEMaHME, Y€ Te3W [NaHHW ce OTHAcHT W 3a Hackopo TNpueTn
riekapcTBeHn NPOOYKTI.

Kakeu xpaHu u HanuTky TpsbBa Aa n3dsireare?
EnHoBpeMEHHOTO NpURoKeHne ¢ ankoxorn Tpsbea ga ce usbsarea.

Kakes creumanHM nipegnazHu MeEpKM TpsAbBa pa ce B3eMaT No Bpeme Ha
OpeMeHHOCT U KbpMeHe?

Nicergoline He TpsiGBa ge ce npunara no BpeMe Ha OPEMEHHOCT, Tbi KaTo HaAMa
LOCTaTbUHO JaHHW.

Kepmeneto TpsbBa Oa ce cripe ro Bpeme Ha neveHue C npogygg«m:;'ﬁfxg&r\o HEe e
W3BECTHO Aany aktneHaTa cyDcTaHuust npemMmuHasa B MaﬁquOTO/nﬁgﬂ,'igcj;:f‘fa-',?_
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C xakBo Oa ce cbobpazsaBare npu wodupane, npu pabora ¢ MawWnHA ¥nu B
HEeCHIypHO norioxeHue (Harnp. U3KauBaHe Mo cTbiibn)?

TosK NekapcTBEH NPOAYKT B TEpaneBTUHHK 403N MOXE A3 NPOMEHWN PeaKTMBHOCTTa
W Aa Hapylun crniocobHocTTa 3a WwodupaHe unit paboTta ¢ mawmHy. Toea ce oTHacs
0coOeHo Npu KoMOBUKaLMA ¢ arnkoxon.

L[o3MpoBKa, HA4YMH W NMPOLABLINKUTENHOCT Ha MPUAoXeHue:

AKO HAMa Apyro npepnucanue Ha npogykra or Bawwms nekap, ce npenopbuyBart
cnepHuTe aosnposku. Mons, npm,ﬂ,'bpmaﬁTe ce KbM yKasaHusTa 3a ynotpeba, Ti
kaTo B npoTveeH cnyuaii Nicerium® uama ga geiictea npasmnHo

B kakBa [o3a W KOJIKO HYeCcTO MoXeTe fAa npuemare Nicerium® kancynu 15 mg?
ObnyaiiHaTta gHeBHa [o3a e 20-30 mg Huueprormy (1-2 TBbpAW Karncysiv), npueta B
elMH WNN B HSAKONKO fApuema. Ako He ce habniofasaT xenaHute edek ¢ Tasu
fo3sa, BawwsT nekap MoXe Aa nOBULLKM AHeBHata [osa Ao 60 mg Huuepronnd (2
TEBLPLM Kancynn 2 NbTU AHEBHO).

Crep 3HauuTenHo nopobpsisaHe Ha CUMNTOMWTE, B MHOFO Chyvan € Bb3MOXHa
pefykuust Ha fgosara.

[pu nauyneHTn ¢ HapylieHa 6bbpeyna yHKUMs (Cepymer kpeaTuknk nog 2 mg/100
ml) gosata TpAGBa Aa 6bAe penyumpaHa.

Kora u kak MoxeTe aa npuemate Nicerium® kanicynn 15 mg?
TebpauTe Kancynu Tpsbea ga ce npuemar uenn, 6es fAa ce cobBKEAT, C [OCTATBYHO
KONMYECTBO TEYHOCT (Hanp. 4ala ¢ Bofa) Nnpeayn XxpaHeHxe.

Konko ansro mMoxere Aa npunarare Nicerium® kancynu 15 mg?

Tbil Kato TepaneBTUMHUAT YCNexX HacTbfBa NOCTENEeHHO, € Heobxonnmo
NPOLBSDKUTENHO Mpurioxenue. lNpy onpepeneln MHTepBani OT Bpeme, Hal-mManko
Ha BCeku 6 meceua, BauwmsiT nekap TpsibBa Aa npeuexsisa aanv e Heobxoanma no-
HaTaTblUHa Tepanusi C HULEPTomuH.

Kakeo TpsiGBa Ba npennpuemeTe, ako Nicerium® kancynu 15 mg e 6urn npuet B
MHOTO rosieMU KosinuecTBa (NnpeaHaMepeHo Uy HeyMUISIeHO npego3npaHe)?
B cnyyaih Ha npefosnpaHe WNM WHTOKCUKauuMs C Nicerium® e Heobxogvma
HesabaBHa nekapcka KoHcyntaums (Hamnp. obawnane Ha 6bpsa nomowl npu
uHTOKCUKaLwmA). o cera He ca M3BECTHU CRyYayn Ha MHTOKCUKaLUS C TO3W NIPOAYKT.

Cumnmomt Ha fpedosupaHe; ymopa, HapyuleHa KOOpBuHalwsi Ha ABWKEHUuATa
(aTakcus), HapyLeHo ANiade v TpenepeHe.

B cnyuait Ha npeposvpade MoXe fa ce O4YakBa No-psi3ko criafare Ha KPbBHOTO
HansradHe. HexenaHure nekapcTBeHnM peakumn morat aa Obpar WHAMBWAYyasHo
pasnuyHn Mo UHTEH3NTET.

Mons uxdgopmupante HesabasHo Bawwa nekap, ako CcTe Mnpuenu Fonsmo
konvuecTtso oT Nicerium® HaBepHbX, NPy KOETO TOW/TsS LUe NPELEeHn TEXecTTa Ha
npefosupakKe 1 ako ce Hanara Lue npeanpueme Heobxogumure MepKiL<:= s
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NINMCTOBKA 3A MNALMEHTA
Nicerium® Ctp. 4 0T 4

Kaxeo Tps6Ba fa HanpaBUTe, aKo CTe NPUeSiM Mo-Marnko OT peAnucaHaTa [osa
Nicerium® kanicynum 15 mg wnu cTe nponycHany NnpuemMa Ha NPoLyKTa ?

Axo cre sabpaBuni aa npuemere npoaykra, Bue He Tpsbea Aa npuemarte no-rofisiMa
oT obuyaiHata [o3a NpU cnedBalleTo MpUroXeHue, a Aa NPoab/tKUTe KakTo e
ApeanncaH.

KakBo Tps®bBa pa 3HaeTe, 3aKO CTe MpPeKbCHarnM JieuYeHueTo Wunn cTe Fo
npeKpaTvuiy NpexaeEpeMeHHo 7

Mons He npekbcBaWTe WAM NpekpaTaBanTe neveHneTo ¢ Nicerium®, 6es na ce
koHCcynTuparte ¢ Bawms nekap.

KakBu HexeriaHy peakuui MoXe Aa fMpeju3BUKa NMPUItoXXeHneTo Ha Nicerium®
kancyrin 15 mg?

BwaMoxxHO ga ce HabniogaBa ymMepeH chiaf B KPbBHOTC HanAraHe, BEpPOATHO CbC
CBETOBLPTEX, 0coDeHo Npy nauneHT ¢ HUCKO KPBBHO HanaraHe. [opaaw ToBa, ako
e HeoBxogMmo CbpAeuHo-CbaoBatTa dyHkums TpabBa [a ce fpocnenasa npes
perynapHu nHTepBasnn oT Bpeme.

Heuecto moraTt ga ce Habnogaeart CcrefHUTE HeXenaHy NIeKapCcTBeHN peakLinm:

- 3g4epBABaHE Ha koXata

- TIPEXOAHW FeKN TOMMK BbITHU

- NOBULLIEHO BbTPEYEPENHO HansaraHle

- ymopa

- DescbHue

B otgentn chiyyan MOrat fAa Bb3HWUKHAT NeKu cTOMallHK ONNaxkBaHus, KouTo morat
Aa ce usberHar ypes npuemM Ha neKkapcTBeHUst NPOAYKT No BpeMe Ha XPaHeHe.

Ako HabriogaBaTe HeXernaHu NekapcTBeHW peakumu, KOUTO He ca onucaHn B Tasu
snucToBKa, Mons uhdopMupalite Bawws fiekap wnu hapmauesT.

Kaksu Mepku TpsiOGBa ga 6bAaT B3eTU BLB Bp'b3ka C HeXesiaHuTe fiekapeTBeH#
peakyumn?

AKko HabriofaBaTe HeKenaHa neKapcTBeHa peakuns, Mofisl KoHcynTupaiie ce ¢
Balwms nekap, KoitTo LWe npeleHn KakBn Mepku Aa npeanpueme.

MHcTpyKUMK 3a CbXpaHeHue:

CpOKbT Ha FOAHOCT Ha NeKapcTBEeHNs MPOAYKT € HanevataH BbpXy onakoskaTa.

Na we ce ynorpebsBa Cnep USTUMaHe Ha CPoka Ha TFOAHOCT, MOCOYEH BbPXy
oriakoBKaTa.

Kak TpsibBa fa ce cuxpaHsBsa Nicerium® kancynu 15 mg?
[la ce cbXpaHsiBa Ha HeJOCTLIHKM 3a feua mecral
[a ce cbxpansiea npu temnepartypa nog 30 °C.

[aTta Ha nocrieiHa pefaKkuus Ha JIMCTOBKaTa:
deepyapu 2005
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