
JII{CTOBKA: IIHOOPMAUIIfl 3A IIOTPEBI4TEJLfl

ACCEL 5 mg tablets

AKCEJI5 mg

ACCEL 10 m

AKCEJI l0 mg

Amlodipine / ana

flpouerere BHuMareJrHo llflJrara JrrrcroBKa npeArr Aa 3a[oqnere Aa rrp[eMare roBa JreKapcrBo.

- 3anasere ra3r JrHcroBKa. Moxe Aa r,rMare HpKAa Aa r flpoqerere orHoBo.

- Arco I'IMare HIKaKBH AonIJIHHTeJTHH BbrrpocH, nonurafire Baruus JreKap unra Sapvraqear.
- Tosa neKapcrBo e rlpeArll,rcaHo rur{Ho sa Bac. He ro npeorcmnaafire Ha Apyru xopa. To

Mo)Ke Aa I,IM HaBpeAI,I, He3aBHcI,IMo or roBa, qe rexHr4Te cHMTIToMH ca cbuuTe KaKTo Baurnre.

- Arco HflKot or He)KeJIaHI,ITe JreKapcrBeHr,r peaKul4l,r craHe cepllo3Ha, Hr[r sa6erexr4Te Apyfl.l,

HeonncaHll B Ta3Id JIucroBKa He)KeJraHH peaKrlr{u, MoJrr yBeAonaere Baruus JreKap r{Jru

Qapuaqeer.

B rasrl JrrrcroBna:
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Karcso npeAcraBJrrsa ACCEL H 3a KaKBo ce H3noJr3Ba

[pe4r.r Aa rrpueMere ACCEL

Karc 4a npreMare ACCEL

Btanaoxnu Het(eJIaHH peaKrlrrri

CrxpaueHae Ha ACCEL

.{onuunrelHa uHSopnaaqur

I. KAKBO IIPEACTABJTf,BA AMJIO.{I4III4H I{ 3A KAKBO CE I43NOJI3BA

ACCEL flpuHaAnexta KbM rpyflara JleKapcrBa, H3BecrHH raro 6lorcepu Ha Kuurur4eBuTe KaH€ur14.

ACCEL ce H3[oJr3Ba 3a JreqeHne Ha:

- BHCOKO KpSBHO HZUrrraHe

- 6olrca B r6pAHTe, nopa.{u crecHrBaHe Ha KopoHapHr{Te aprepur,r Ha cbpAer{Huq MycKyr

(creHorcapAut) ulu [o-psAKa Qoprraa Ha rpbAHa 6olxa, [puquHeHa or crra3bM Ha KopoHapHr,rre

aprepHH Ha cbpaeqHHr MycKyn (ea:ocnacruqHa creHoKapAur).

;tA ̂ tEH,ltn- tlo nEKAPcTEATA



Arco uuare BHcoKo KpbBHo H:ultraHe, ACCEL geficrna Karo ornycKa KpbBoHocHnre cbAoBe, TaKa qe

KpbBTa Aa rrpeMrdHaBa npe3 T.'IX no-JrecHo.

Aro nuare creHoKapAuq, ACCEL Aeficrsa rcaro noAo6p.flBa KplBocHa64rnaHero Ha cbpAeqHgt

MycKyJI' nofiro ocBeH ToBa nonyqaBa rloBeqe KncnopoA r,r B pe3yJrrar ce npo$u.rraKTupa fpbAHara

6olna' ACCEL He BoAt'I Ao Hesa6aeHo o6rerqenue Ha rpbAHara 6o,rrca npu creHoK ap1vrfl..

2. TIPEAI4 AA IIPIIEMETE ACCEL

He npnenafire ACCEL:

- Axo cre c MHoro HHcKo KpbBHo HturrfaHe

- B crcrorHnr Ha rrrox

- Axo cre cBpbxLryBcrBLITeJIHIa (aneprr.ruHn) rctrrr arrlrnHoro BerrlecrBo r4Jrr,r KbM HrKoe or

noMouIHHTe BeuIecTBa

- Axo HMare xeMoAuHaMnqso Hecra6lrJrHa cbpAeqHa HeAocrarlqHocr, cJreA ocrbp uu$aprcr Ha

MHOKapAa

- Arco HMare crecHflBaHe Ha aoprara (aoprHa creHosa)

O6rpnere c[eqrraJrno BHnMaHrre rrprl flerreH[ero c ACCEL:
- Arco uMare noruo Qyur<qHoHupaHe Ha cbprrero (Hanp. cbpAeqHa He4ocraru.rHocr)
- Axo HMare BJrorrreHa vepno4po6Ha SyHxqr.rr
- Arco cre Ha Anarkrca

- Arco cre B crapqecKa Bb3pacr n e ueo6xoAHMo rroBrrrrreHr4e Ha Ao3ara.

ACCEL He rpr6ra Aa ce rIpHJIara Ha Aerra 14 rcHouru (noa l8-roaarrrHa Bb3pacr), rlil Karo orrr4rbr e

He/tocTaTbqeH.

Ilpue*r Ha Apyrr JrenapcrBa

Mou, rzn$oprvrrzpafire Bauus JIeKap, aKo npneMare r,rJru HacKopo ce rpueM aru ApyrLl neKapcrBa,

BKJItorll4TeJIHo raK[Ba, ornycKaHH 6es peqenra. I4H$opnaNpaftre sHHarH Baurur neKap Hnn

@apnaaqenr, aKo It3rIoJI3Bare vilv oryqaBare HsKoH or cJreAHHTe JreKapcrBa, 3aeAHo c ACCEL:

. KeroKoHa3oJI, rrrpaKoHa3on (cperqy un$enqnn c rr6ravrcu) HJrH pHToHaBHp

(lercapcreo cpeqy CilI4H), rufi rcaro KoHqeHTpaqvflTa Ha aMJroA[[LtH Mo]Ke Aa ce noBnrrrr4.

t pHQaMtrHIrI,IH, r'rft naro KoHrreHTpaqr4uraHa aMJroAHrrHH Mo)Ke Aa ce noHuxr4.



6HrxoeLr npoAyKTn, cbAbpxaul' xbJrr KaHrapuou (Hypericum perforatum),rufi rcaro
KOHrIeHTpauvflTa Ha aMJroAHrrr,rH Mo)Ke na ce rroHrr)r(H.

Axo lpueuare eAHoBpeMeHHo Apyfn noHux(aBaqr,r KpbBHoro HarrraHe JreKapcrBa 14

AHyperr,rr_lu, Tbr4 Karo aMJToAHnHH Mo)Ke Aa 3acvrv Aeficreneto HN,r.

Ifpnervr na ACCEL c xpanrr rr HarrnrKrl

Moxere Aa npneMare ACCEL c xpaHa 14 Harrr,rrKr4.

EpenrenHocr rr KbpMeHe

Bpe"ueuuocm:

Tpt6sa Aa rpueMare ACCEL caMo cJreA yKasaHafl or Baurnc JreKap.

Ktp.tteue:

Arco rctpunre ne rpr6na Aa npr4eMare ACCEL.

flocteereaftTe ce c Bauruq JIeKap ulr,r SapnaaqeBT npeAn ynorpe6ara Ha Koero v AaereKapcrBo.

IlloQnpane n pa6ora c MarrrnHtr

Vnorpe6ara Ha ACCEL e Bb3MoxHo Aa AoBeAe Ao He)KenaHu

uaso6orl4e, yMopa HJII4 raAeHe, Kol,tro B no-roJrrMa HJrH B rro-

OesonacHocrra rtpu pa6ora Lr rrpH yJrnqHo ABnKeHne.

peaKIIHtt, KaTO BI4eHe Ha CBqT,

MZIJIKA CTENEH MOIAT.IIA IIOBJIH''T HA

3. KAK NA IIPIIEMATE ACCEL

Bnuarn npnevaftre ACCEL ror{Ho KaKTo BH e Kagan Baruuqr neKap. Tpr6na Aa ce KoHcyJrrupare c

BaruHq JreKap ranz $apnraqeBT, aKo He cre cHrypHH.

Br:pacruv:

O6vtqafiHara Ao3a e 5 mg AHeBHo. Ano e Heo6xoAuMo, cJreA 2-4 aeauutlv, Ao3ura Mo)Ke Aa ce

noBHrxH 4o l0 mg BeAHT,)r( AHeBHo.

Crapqecrca ergpacr:

,{oaara rpa6ea Aa ce [pl4cnoco6rE. Clegnafire yKa3aHurra Ha JreKapr. BcqKo noButtreHue Ha Ao3ara

I43I,ICKBA BHLlMAHI4C.



VspeaeHa qepFroapo6Ha S)rHxur.rq :

.{o:ara rpr6ea Aa ce HaMaJrlr. Cre4eafire yKrBaHr.rrra Ha neKapr.

Ta6lernara rpr6na Aa ce nplreMa c qaura BoAa.

Pa:4elrue ua ra6lerrcara or l0 mg: xBaHere ra6rernara c ABe pbrre, Karo AeJrr,rreJrHara r{epra ocraBa
Aiuleqe or niuluHTe. 3a la pa3AeJII,ITe ra6lerrcara Ha ABe r{acru, HarucHere JreKo.

Ano cre flprreJ.rrr noBeqe or neo6xoArrMara aora ACCEL

Ano clyvafiHo cre npHeJII'r rBbpAe MHoro ra6rerxu, Morar Aa ce n3flBsr cJreAHHTe cnMrrroMH:
H3BbHpeAHa 3aMqHocr ulutu rrtaeosaMafiBaHe, 3arpyAHeHo ruLtraHe,3acnJreHo ypr.rHgpaHe.

Koucylrnpaftre ce c orAeJIeHI,Iero 3a 3JrorroJryKu u 6spzanoMoru Ha Hafi-6rHsrara 6ornv t!a. vilu
Hesa6aeHo unSoprvrnpafire Barunq JreKap.

Axo cre rporycHaJrrr Aa npreMere ACCEL

Arco cre llpoflycHiulu Aa rlpueMere ra6rerxa, Bce ortle Mo)Kere Aa r B3eMer e lo 12 qaca cJreA
BpeMero, no Koero o6HKHoseuo flpueMare ra6lernara cu. Axo ca I43MHHzurH rroBelre or l2 vaca cle4
BpeMero, Koraro e rpr6nalo Aa rlptreMere ra6rerrara, He rpr6na Aa B3eMare rrponycHara Ao3a, a
rpr6ea Aa npueMere cJIeABaIqara ra6rerrca e o6uqafrHoro BpeMe. He sgeNraftre 4noftHa ro3a,3a ra
KOMneHcHpaTe rrpo[ycHaTaTa AO3a.

Axo cre crpeJrrr npreMa na ACCEL

JIe'IeHIaero rpr6ea Aa ce npoMeHfl vlrvt c[upa caMo cJreA KoHcyJrrarrus c Baruaq lreKap.

Axo nnaare HtKaKBI't Apyrn Bbnpocfi orHocHo ynorpe6ara Ha ro3rr npoAyKT, nonnrafire Bauus neKap

urn Qapuaqear.

4. Bb3MO)I(HII HE}I(EJIAHI{ PEAKIII,IPI

Kaxro BcHqKI't neKapcrBa, ACCEL Moxe Aa rrpeAr,r3Br,rKa HexeJraHH peaKrr[u, B.r,npeKH r{e He BceKrd rH

noJryqaBa.



CepnorHn He?rceJranrr peanrur[ :

Muozo pedrcu HetceraHu peaKl4uu (usneneat4u ce npu no-tvrclrmo om I ua I0 000 naqueHmu,
B KJ,noqum e nu o omd enuu ct o6ule uun) :

- cepuo:uu K.)KHH peaKIrI'IH, Harlp. Bb3naJreHpre H pa3r3BqBaHe Ha Koxara, r.r oroK Ha Jr'uero.
JIapHHKca, pbqere, KpaKara u npo6leuu c AnrxaHero (anrraoe4eu)

- Bolna B rbpAHTe r,urH rrpeAnoJraraeM cbpAeqeH yAap

- floxtrrseaHe Ha 6sroro Ha ovtTr4 r.tJltr Ko)Kara (xr,rreuxqa)

- HeoqarceaHa reMneparypa, cr.rMnroMu, uanoAo6rBaruu rpurr, xaro 6orxu n ruploro. Te:u

c[MnroMH Morar Aa ca [pI'I3HaK Ha IIOH]I)(€HH HHBa Ha 6elnre KpbBHH KJrerKr{ (nearconeuna).
- flosHueFla cKJIoHHocr r<trra o6pasyBaHe Ha cvHvtHr4rrJrlr KBpBeHe or Hoca. Te:u cniranroMH Morar.rla

ca npH3HaK Ha noHH)r(eHH HHBa ua rpou6oqr.rrure (rponr6oqr,rroneHur).

Arco ce u3s,Bvt HtKot or re3H Hex(eJIaHH peaKrrnu, rpri6r,a nesa6asHo Aa ce KoHcyJrrupare c neKap.

Apyrn He?r(eJraHr pearr{nr:

Vecmu HeucettaHu peaKuuu (usneaeauqu ce npu no-McutKo om I om 10 nat4ueuma, Ho npu noeerte om I

om 100 nar4ueuma):

fraeo6orlre (oco6eno B HaqaJloro Ha JreqeHuero), crulunocr, 3aMarHocr, yMopa, fa4eHe, croMarrrHa

6o"una, 3ar{epBeHo Jrr,rqe c yceuraHe 3a rorrJrr{Ha, oroK Ha rure3eHuTe u o6ul ororc (eaeu) u cla6ocr

(yuopa).

Hevecmu HeJlcenaHu peaKquu (usneaea4u ce npu no-^4arKo om I om 100 naqueuma, HO npu no7eqe

o m I o m I 0 0 0 n a q u e u m a ) :

YrorevqsaHe Ha rbpAl.rre rlpl,t Mb)I(e, Aucnercvfl,, cyxora B ycrara, crp6ex Ha Kox(ara, [oHr4)KeHa

Kox(Ha qyBcrBHTeJ]nocr (xnnoecre:nr), 3acuJreHo [oreHe, 3pHTeJIHH HapyureHr4q , T:aH:v,ryc (ruyna s

yurure), 6e:cluue, trpoMtHa Ha HacrpoeHraero (rxlrcqureJrHo 6*norcoficreo),4enpecnr, TpeMop,

npnnaAbua, aHopMiureH ctpAeqeH pnrbM (na.nnuraqnu), 6olxa.

Hucrco KpbBHo HuultraHe, 3arpyAHeHo AHrrJaHe, xpeMa, rroBpbrrlaHe, Avrapvfl, rrpoMeHu Ha BKyca ,

3arleK, Ko)KeH o6pnn, crp6ex, KocorlaA, npoMtHa B rlBera Ha Ko)Kara, nyprrypa, KpaMrrH, 6orrca s

rtp6a, 6olrcu B MycKyJIH v craBn, noBH[IeHa ueo6xo4uuocr or ypnHnpaHe (nonnrueHa r{ecrora Ha

ypuHupaHe), orAerqHe Ha geo6uqaftHo rorqr\4o KoJruqecrBo ypu*a rrpe3 Hourra, noBu[teHa r{ecrora

HaypvHnpaHe, 14MrIoreHTHocr, rroBHUreHHe HJrH HaMiureHue Ha rerJroro, o6u1o nepa:rroJrolreHue.

Pedrcu HeaceraHu peaKt4uu (usneaeauqu ce npu no-.L4aryKo om I om I 000 naqueHma, Ho npu noleqe onl

I om I0 000 nauueuma):

O6rpraHocr.



f,.

Muozo pedrcu HeucerqHu peaKryuu (usnenearyu ce npu no-JwcLryKo om I om 10 000 naLrueHma,

oKaoqume.nuo omdenuu ct o1uqeuun) :

lIoeHUJeFIa KpbBHa 3axap, 6olecru Ha HepBnre (nepn$epna HeBpo[arr4q), yeeluueHa MycKyJ]Ha

cKoBaHocr, KaIIIJIuIra, Bb3rItLIIeHHe Ha rraHKpeaca, qepHuq Apo6 unu croMaurHara rvraBvl1\a,

noBHIIreHI4 HHBa Ha vepHogpo6HHTe eH3HMIr B KpbBTa, Ha6r6saHe Ha BeHIIHTS, Bb3rraJreHr4e Ha

KpbBHocHHTe cbAoBe, iuIepfHtIHH peaKrrHr4 crc crp6ex u o6pur (noHrrcora rexKu $opun Ha Mexypg

no rcoxara), Ko[pHBHa rpecKa, aHopM:ueHr,r rdJrH HepaBHoMepeH rryJrc, rroBtrureHa Ko)KHa

r-tyBcTBr4TerHocT npH H3JIafaHe Ha cnbHl_le.

AKo HqKoq or He)KenaHHTe JIeKapcrBeHH peaKrrHr4 craHe cepuo3Ha, H,u4 ga6erexuTe Apyrr.r,

HeonncaHH B Ta3H nHcroBKa HexeJraHH peaKrIHH, MoJrs yBeAouere Barunr JreKap u,.rn Sapuaqenr.

CbXPAHEHI,IE HA ACCEL

CrxpaHreafire ACCEL Ha Mrcro HeAocrbnHo 3a neua.

He ugnorgsaftre ACCEL cleA cpoKa Ha roAHocr, noftro e or6erqsaH Bbpxy KaproHeHara

orraKoBKa cle4 <<fogeu 4o: >>. cponrr Ha roAHocr orfoBapr Ha [ocJreAHHr AeH OT

[ocor{eHr4r Meceq.

Jlexapcrnara He rpr6ea Aa ce H3xBbpJr.rrr B KaHaJrH3arIv flTavffiv e KoHreftHepa 3a AoMauHr4

ornaAbl-lH. flonnrafire Barunq Qaplaaqenr KaK Aa yHnrqoxsre HeHy)KHHTe Bu lerapcrna.

Te:u naeprcu ule cnoMorHar 3a orra3BaHe Ha oKoJrHara cpeAa.

To:a,rercapcrBeH rIpoAyKT He u3r,rcKBa HHKaKBu crrerlr4aJrHn ycJloBur Ha cbxpaHeHHe.

6. AOIIbJIHI,TTE JIHA IIHO OPMAIIT4fl

Kaxeo cbAbp)r(a ACCEL

- Axrugsara cbcraBKa e aMJloAnnun. Bcqrca ra6rerxa cb.qbp)Ka 5 mg ranra l0 mg aMJroAHru,tH

(rcaro avlo4u rrHHoB 6eau,rar).

- lpyrrzre cbcraBKn ca lrenyilo3a, Mr,rKpoKpHcriurHa; KaJrrIr4eB xz4poreH$oc$ar, 6esno4eu;

HarpHeB Hn[ecreH rJr[oKoJrar (rnn A) H MarHe3HeB creapar.

Kax u:rlexAa rrpoAyKTbr rr KaKBo cbAbprr(a onanoBrcara



Ta6lerxare ca KpbrJrr{ n 6enw. Ta6lerxu:re or

aa 6rgar pa3AeJreHr.r Ha ABe paBHr,r noJroBr4 Hrr.

Bpofi a onaKoBKa: 30 ra6nerrcu.

ffpnrexareJr Ha pa3perrrenrrero ra ynorpe6a

Medochemie Ltd

1-10 Astronafton & Constantinoupoleos

3505-Limassol

Kunrp

l0 mg vMar 1eJrkrreJrHa qepHa eAHocrpaHHo H Morar

flpournogure,r

Specifar S.A.

l, 28 Octovriou str., Ag. Varvara,

l235lAthens.

frpuur

V

Medochemie Ltd

1-l 0 Astronafton & Constantinoupoleos

3505-Limassol

Kr.rnrp.

Toru ;rercapcrBeH rpoAyKT e pa3pelnen :a ynorpe6a B AbpxaBrr-qJreHKn na EIIO cr,c cJrenH[Te
I IMEHA:

ffauux: Amlodipin l\4edoclrernie 5 & l0 mg'I'ablets

EcronNg: Amlodipine futedochernie 5 & l0 mg Katmata tablett

JIa:r'sHn: Amlotlipine Me.dochemie 5 & l0 mg 'l 'ablete

Jlarsa: Arnlodipine l\,{edochemie 5 & l0 nrg Tablete

P,vvr,Hnt: Arnlodipine Medocheniie -5 & t0 mg Cr:mprimat
t{exrrs: AFITEN 5 & 10 rrig Tableta

CLrosaxur: AC{]EL 5 & 10 mg 'I'ableta

KNnr,p: AFITEN 5 & l0 ms Aroxia

lara ua [ocJreAHo oAo6penne Ha nr,rcroBKara: IO.rn 20ll


