JIncroBka: HHopMaLIHA 32 MALHEHTA

Lacipil 4 mg film-coated tablets
Jlacunuia 4 mg puamupann tabnerkn
nacuaunuu (lacidipine)

IIpouyeTere BREMATEIHO LAIATA JACTOBKA, IPENH A 3aM04HETe JA NPHEMATE TOBA JEKAPCTBO,

ThH KaT0 TA CBABPKA BaXKHA 3a Bac urdopmanns.

- 3anazere Ta3zu TUCTOBKA. MOXKe 1a ce HANOXM J1a 8 MPOYETETE OTHOBO.

- AKO HMaTe HAKAKBH AOMbIHUTENHH BLNPOCH, nonuTaiite Bauvs nexap wau dapmaliesT.

- Tosa nekapcTBo € nMpeanucaHo €AMHCTBEHO M THYHO Ha Bac. He ro npeorctensaiite Ha apyru
xopa. To MOXe 1a UM HaBpeaH, HE3aBUCHMO Y€ NPH3HALIMTE HAa TAXHOTO 3a00MKBaHE Ca CHIUMTE
kato BawumuTe.

- AKO NOJTYYNTE HAKAKBY HEXKEJIAHH NEKAPCTBEHH peakuny, yeeaomere Baius nekap nnu
¢apmauesT. ToBa BKJIIOYBA H BCHMKH BL3MOXHU HEXKENIAHH PEAKLIMMA, HEOTTMCAHH B Ta3H
JIUCTOBKA.

KakBo ¢bIbp&Ka Ta3H JHCTOBKA
Kakeo npeacrasngaea Jlacunua 1 3a Kakeo ce U3noa3sa
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3. Kak ga npuemare Jlacunun

4.  BbB3MOXKHH HEXENaHHW peakLMu 18 -08- 2005
5.  Kak na cvxpansgare Jlacunun S TR N SN A
6.  CbabpiaHne Ha OMAKOBKATA W JONLITHHTENHA HH(OP
1. Kakso npeacrasasBa JlacRuni 1 3a KAKBO c€ H3NMO/I3BA

Jlacunun ce U3no3Ba 3a NeYeHHe Ha BUCOKO KPBBHO Hansraue (apmepuania xunepmonus).
AKTHBHOTO BEILECTRO JIACUAMMNHUH NPHHALJIEKHU KbM rpyna NeKapcTBa, HAPEUEHH KaILUHEBH
aHTaroHucTH. CumrTa ce, ye Jlacunun pasiinpssa KPbBOHOCHHTE CbAOBE, KOETO MOMAra Ha KpbBTa 2a
NMPeMHHABA MO-JECHO H MTOHWKABA KPbBHOTO HajlaraHe.

2. Kaxso TpadBa ga 3naere, npean Aa npuemere JiacHnui

He npuemaiire Jlacanu.

- aKO CT€ AJEPruyiHd KbM JACHAMIIHH WK HAKOSA OT OCTaHA/IUTE CbCTABKH HAa TOBA JIEKAPCTBO
(M30poeHH B TOUKa 6).

- aKO MMaTe ChpAeHHO 3a00aBaHe, HAPEUEHO TE)KKA A0PTHA CTEHO3A (CTECHEHUE Ha a0pTHATA
Kiana B CbpLETO, KOSTO OMPAaHHUYaBa U3TJIACKBAHETO HAa KPBLBTA).

“» AKko cMATaTe, 4e HAKoe OoT H3OpoeHHuTe No-rope ce oTHaca Ao Bac, ne npuemaiite JlacHnun
npeaun Aa cTe roBOpUIM ¢ Balius nekap.

IlpeaxynpexaeHns H npeanasHH MEPKH
[Tpeau na npuemere Jlacunun Bawusat nexap Tpabea na snae:

. aKo UMaTe chpAeYHo 3abonaBane

. aKO CT€ NpeKapany CKOpolUeH HHPapKT Ha MHOKapaa

* aKo ce nNogasH 60NKa B repauTe (aHTHHA NEKTOPHC)

. aKo MMaTe pAaKOo HacneACTBEHO 3a0onaBaHe KaTo rajlakTo3Ha HEMOHOCUMOCT

AePULHT WK FIOKO30-TalakTo3Ha ManabcopOums
. aKo UMaTe YeprnoapodHo 3aboansane.




JApyrn Jexkapctsa B Jlacanun
UHdopmupaiire Bawnsa nekap wiu gapmaLeBT, ako npHeMaTe, HaCKOPO CTE NMPHEMAaTH HIH €
BBb3MOXCHO []a NPUEMETE APYTH JIeKapcTBa.

HskoM €kapcTBa MoOraT Aa MOB/IMAAT HaUuMHA HA JeHCTBHe Ha Jlacunun wau ga NoBHILAT PHCKA OT
noABa Ha HeXenNaHH peakuuH. Jlacunua Moxe ChINO Oa OKAXE BAMAHWE BbPXY HAUKMHA Ha NeHCTBHE Ha
HAKOMK APYTH JieKapcTBa. e BKIKOYBAT:

. NIEKapCTBa 3a JeUECHHE HA HapyllleHHe Ha ChpACYHUA PHTHM

. JIeKapCcTBa OT rpynara Ha TPHLUMKJIMYHHTE aHTHAENPECaHTH, KOUTO C€ H3NOJI3BAT 34 JIeUEHHUE Ha
Aernpecus

. @HTUNCHUXOTHUUHH JIEKapCTBa

. ApYTH JIEKApCTBa 34 fICYEHHE HA BACOKO KPbBHO HAIATaHE KaTo (PypoceMu /1, NpornpaHoIon
WJIA KanTonpu

. LIHKNOCIIOPHH (M3NO0/I3BaH 33 NPEAOTBPaTABAHE HA OTXBBLPASHETO HA TPAHCIINAHTHPAHW OPraHM
UK TTPH HAKOHW aBTOUMMYHHH 3abonaBaHun)

. KOPTHKOCTEPOHAN WM TETPAKO3AKTH/

o JIeKapCTBa, KOUTO C€ M3MOM3BaT 3a JieueHHE Ha MbOMYHN UHPeKkuuu (Hanp. pudamMnHumH,
UTpaKoHAa30M)

e aHTUOMOTHUM (Hanp. ePUTPOMULIHH)

° NEKAapCTRA OT rpyraTa Ha aHTHXUCTAMHHHUTE (Hanp. TepdeHaanH)

UMMETHIVH (M3MON3BaH 3a JleueHHe HA CTOMAIIIHH A3BH ).

? ¥YBegomere Bamna Jexap nnu bapmaiieBT, ako NpUeMare HAKOE OT NIOCOYSHHTE NO-Tope
NEKapCTBA.

JIAaCHIIMJ ¢ XpaHA H HANHTKH
He nuiite cok ot rpeitndpyT no Bpeme Ha jieueHue ¢ Jlacunumn,

bpemMeHHOCT, KbpMeHe H dpepTAIUTET

Hsama nannau otHocHO 6e3onacHoCTTa Mpu NpHeM Ba Jlacunun oT 6peMEeHHH XeHH. AKO cTe
OpeMeHHA HJH MHCJIHTE, Y€ MOXKe Aa CTe, WU aKOo NAaHupaTe GpeMenHoCT, He TpHeMaiiTe
Jlacunuj, 6e3 na ce koHcynTHparte ¢ Bauus sexap. Bamimat nekap e npeuesy noasuTe M
puckoseTe 3a Bac u Bawero 6ebe npu npyuem na Jlacunuan.

CbCTaBKMTE Ha JIaCMNWIT MOraT Aa NPEMHHAT B KbpMaTa. AKO KbPMHTe, TpA6Ba 1a ce KOHCYTUpATE
¢ Bawng nekap npeau na npuemete Jlacunn.

Hlodpupane u padora ¢ MAIHHH
Jlacunun MoxXe 1a nputKHM 3amasHocT. He wodupaiite u He paboTeTe ¢ MaluMMH, ako ce
MOYyBCTBATE 3aMasHM,

JIacHNHJ CBABPKA JJAKTO3A
Jlacunua cbabpka 1akTo3a. AKO UMaTe HEMOHOCHUMOCT KbM HAKOH 3aXapH, YBEeIOMETE JeKy BaLL U
neKap npeau aa npuemere Jlacunun,

3. Kak aa npremarte Jlacann.

Bunarn npuemaiiTe T0Ba 1€KAPCTBO TOYHO KAKTO B e kasan Bamusar nexap nan papmanesrT.
AKO He CTe CHIYpPHH B Hewo, nonuTaiTe Bawms nekap unu dhapmauesrT.

Ob6unyalinara navajna 103MpoBKa Ha Jlacunun € 2 mg BeAH®K AHeBHO. Jleka
NnpHeMa BCEKH AEH MO €IHO H CHUIO BpEMe, 3a NPEANOYHTAHE CYTPHH, HE3aBUC
JlekapaT moKe na npeueHt, e pbB Bawng cnyyait ce Hanara nosara Ha neka
yBenuuesa A0 4 mg U npyu HEOOXOOUMOCT A0 6 Mg, KaTo yBETMYABAHETO HA A0\
HE NO-paHo OT 3-4 ceaMULIH.



AKo cTe DpHeJH NoBeYe 0T HeoOXxoaAMATA 1034 JlacHNHA
AKO cTe nprenn Tebpae MHOro tabnetku Jlacunun, MHOro € BepOSITHO Ja HMAaTe HHCKO KPbBHO
HAJIAraHe ¥ NPOMAHA B ChpPACYHNSA MYJIC (TOH MOXeE Ja Ce YCHJIH HJIH 3a0aBH)

> He3a6aBHo noTbpceTe JIeKapcKa NOMOII.

AKO CT€ NPONYCHAJIH Aa npHeMerte Jlacunun

AKo cTe 3a0paBuH Za ApHeMeTe HAKOA 1034, He ce Oesnokoitre. [IpueMere no3ara BeaHara caen
KaTo CH CIOMHHTE M NPOABLIKETE A NPHEMATE ClICABALIMTE J03M TOYHO CNOpe] ONpeAeNeHOTO
BpeMe. He B3emaliTe aABoiiHa 1032, 32 12 KOMNIEHCHpATE NPONyCHATATA 1034.

He cnupaiiTe npuema Ha Jlacanuna 6e3 cuBer
IlpoabaxkapakTe na npuemare Jlacunun ToAKOBa ABJIFO, KOAKOTO By npenopbusa Bawuat nexap. He
cnupaiire na npuemare Jlacunun 6e3 npeau ToBa Aa cTe ropopunu ¢ Bawns nekap.

4. Bb3IMOXKHH HEXEJaHH PEAKNHH

KakTo BCHYKH JleKapcTBa, TOBA IEKAPCTBO MOXKE 112 NPEAU3BHKA HEXETaHN PeakLMH, BLITPEKH Ue He
BCEKH ' Moay4aea.

HecTH HEXKeNNaHH peaKklHH
Te morar na 3acerHart ao 1 na 10 yoBexka:

HENMpaBWIEH ChpAeUeH PUTEM (Ramumayuu)
YUYECTEH CHPACUEH PHTBM (maxuxapous)
OTOK

3aMasgHOCT

YECTO YPUHUPAHE

rnasobonue

KOXKEH 00OpHB (BKIIIOUHTENHO ChpOeX U 3auepBsiBaHe Ha KOXKATA)
3a4YE€pPBABAHE HA JIULETO

CTOMauleH AUCKoMPopT

rajgeHe

4YYBCTBO 32 CNadoCT

HecTu HeXkelaHU peakLHH, KOUTO MOraT Ja € NPOSBAT 4pe3 KPbBHHTE U3C/IEABAHUS:
. 00paTHMO NOBHIIABaHE HA CTOHHOCTHTE Ha eH3HMa ankanHa docdarTasa.

HeuecTH HexeNaHH PEAKIHH
Te morar aa 3acernat xo 1 Ha 100 woBexa:

° BJIOLLIABAHE HA CHLLECTBYBaWa DonKa B rbpauTe (crmexoxapous)
. [pHNaxbLH

. HUCKO KPBBHO HAIATaHE

. Ha0BLOBaHe U ynIbTHABaHE HA BEHLIUTE, KbPBEHE OT BEHLIHMTE.

Peakn HeXe1aHH peakuun

Te morar ga 3acernar ao 1 Ha 1 000 yoBeka:

° aJIEPruyHyU peaKlMu KaTo HaJUrHAT U CbpOawl obpuB (Yypmuxapus) v NnoayBaHe, NOHIKOra Ha
JIMUETO WNH yCTaTa (aHzuoeoem), KOETO MOXKe Aa NPHYHHH 3aTPYAHEHHE B QHLLIAHE
NOJYHHUTE TE3U HEXKEAHH peaklUnH He3abaBHO NMOTBLPCETE JIEKAPCKa NOMOLLL.

MHOro peaxkH HexeJIaHH peaKkIHH
Te Morart aa 3acerHat no 1 na 10 000 woseka:

. TPENEPEHE WITH TPEMOP Ha PLLETE WK KpakaTa
. AETMpECHH




AKO NOJYYHTE HEXKEJIAHH PEAKIHH
¥ AKO HSKOS OT HEXeENaHHTE NIEKAPCTBEHH PEaKLMH CTAHE CEPHO3HA HIIH 00€3NOKOHTEINA,
WK 380€NeXHUTE NPYrH, HEOMNUCAHH B Ta3M JIMCTOBKA HE)KENIAaHH PpeakunH, MOJIA YBEAOMETe

Bamua nekap niau ¢papmManesT.

S. Kak na enxpansBare Jlacunun
Ja ce cbxpaHsBa Ha MACTO, HENOCTLIHO 3a Aela.

Ha ce cbxpaHsaea noa 30°C.
Ja ce nasu ot ceeTnMHa. [a ce CbXpaHABa B OPUrMHANHATA ONAKOBKA.

AKO Ce Hanara npuem Ha NoNOBUH TabnaeTKa, HENMpPHETaTa NONOBMHKA TPAGBA Na ¢& CLXPaHABA B
OpHTHHANHATA OIHMCTEpHA ONIAKOBKA M [1a CE NPHEME B PaMKHTe Ha caensaiunte 48 yaca. B npotusen
cnyuad TpaOBa na ce U3XBBLPIM.

He u3nonsealite ToOBa 1eKapCTBO Clesl CPOKA HA FOAHOCT, 0TOEA3aH BbPXY KAPTOHEHATa ONaKOBKa
Onuctepa. CpoKbT Ha rOAHOCT OTTOBApPA Ha MOCIEIHHS [I€H OT MOCOYEHHS Mecell.

He nsxpbpisiiTe nekapcTeaTa B KaHATM3aLMATA WIH B KOHTEHHEpA 32 JOMALIHH OTIadbLIN.
Ilonuraiite Baiuua gapmaueBT Kak 1a H3XBLPAATE NEKAPCTBATa, KOUTO BEYE He m3non3pare. Tesm
MCPKH Llie CIIOMOTHAT 3a Ona3BaHe Ha OKOJIHATa cpeja.

6. CbaAbpkaHHE HA ONAKOBKATA H JONBLJIHHTEIHA HHPOPMALNS

KakBo cbabpxa Jlacunmun

* AKTHBHOTO BELLECTBO €: JIaCHAWNHH. Beaka Gpunmupana tTabnetka cbanpska 4 mg N1acUANNHH.

* Jlpyrute cheTaBkH ca: 1akTO3a MOHOXMAPAT, nosuAoH K30, marHeaues creapar, onaapaii 610
YS-1-18043 (xunpomenosa, THTaHOB AHOKCHA, NOJTHETHNeHTHKOA 400, nonucopbar 80) nnu
onaapai 6s10 OY-S-7335 (turanoe auokcna (E171), xunpomenosa).

Kak naraexna JIacHnng #H KaKBo ¢hIbPKa ONAKOBKATA
Tabnetkute Jlacunun 4 mg ca oannu, Genu, ¢ fenuTeHa YepTa OT ABETe CTPaHU. Beska onakoka
cbaAbpKa 28 dunMupaHu TabneTku.

IIpuTexkaTes Ha pa3pelieHHETO 32 ynorpeda:
GlaxoSmithKline Trading Services Limited

12 Riverwalk

Citywest Business Campus

Dublin 24

D24 YKI11
Hpaanans

IIponssoanTen:
Delpharm Poznan Spétka Akcyjna
1 89 Grunwaldzka street

60-322 Poznan
[Tonuia

HJIH

Glaxo Wellcome S.A.

Avda. de Extremadura 3

09400 Aranda de Duero (Burgos)
HUcnaunsg




I[a'ra HAa NOCICAHO NpepasriexKiaHe Ha JIHCTOBKATA!




