
KPATKA XAPAKTEPIICTI,IKA HA TIPO,IYKTA

ACCEL 5 MG I,I 10 MG TABLETS

(Amlodipine)

I. ITME HA JIEKAPCTBEHI,Ifl TIPO.IIYKT

ACCEL 5 mg tablets/ AKCEJI5 mg ra6.nerru

ACCEL 10 mg tablets/ AKCEJI 10 mg rad;rernn

2. KAqECTBEH I,I KOJII{TIECTBEH CbCTAB

ACCEL 5 mg ra6nerrca:

BcsKa ra6.nerxa cbAbp)I€ 5 mg alaro4unuw (amlodipine) (rcaro aulogunuHoB 6e:nnar).

ACCEL 10 mg ra6rerrca:

Bcqrca ra6lerrca cbAbp)Ka l0 mg aM,rroAHrrr.rH (amlodipine) (naro aMiroAl.rrrr4Hor 6esn,rar).

3a nr,rnuq crrr4cbK Ha rroMorrlHnre BerqecrBa, BX. roqrca 6.l.

3. JIEKAPCTBEHA OOPMA

Ta6rerrca

ACCEL 5 mg ra6nerrca.

Ta6lerrcure ca KpbfJrH u 6enn, c Ar,laMerbp npu6rueurelHo 8 mm.

ACCEL l0 mg ra6lerxa.

Ta6lerrcure ca KpbflH u 6etu, c AeJrHTeJrHa r{epra eAHocrpaHH o v Auawer:bp npu6lu:urelHo 10.5 mm.

Ta6lerxara Mo)Ke Aa 6r4e pasgeneHa Ha ABe paBHu noJroBtrHlr.

KJII4HIITIHI{ .I[AHHI{

TepanenrnqHrr rroKa3aHrrfl
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4.1



Eceuqua;lna xvneproHnr.

XpoHuv Ha cr alunsa H Ba3oc tracrltqHa creHoK ap rvrfl .

4.2 .{oruponxa rr HaqIrH Ha flprrJro)r(enrre

3a nepopalHa ynorpe6a.

Ta6lerrclne rpr6ea Aa ce [pueMar c qalua rer{Hocr (nanp. .{aua BoAa), He3aBHcLrMo or xpaHeHgrra.
EquoepeueHHHtr npHeM Ha rpefin$pyr Hlrvr Ha coK or rpefin$pyr He BJrr,rre Ha 4eficrnnero Ha aMnoa urrvH.

Brspacmuu:

Haqalsara Ao3a 3a JleqeHue Ha xHrleproHHc H creHoKapAHq e 5 mg BeAHb)r( AHeBHo. Ano, r paMKHTe ua2-4
O€AMHI{H' )KeJIaHIttr repaneBTl4tIen e0err He Moxe 4a 6rge AocrvfHar, Ta3u Ao3a Moxe Aa ce noBurxr4 Ao
MaKcHMzuIHa Ao3a or 10 mg AHeBHo (xaro e4HorcpareH npneu), B cborBercrBue c r.rHAr,rB HAyantwsorroBop

Ha rIaIrHeHTa' ilpr'r naLIHeHTH cbc creHoKapAlar aMiroAnrrrrH Mo)Ke Aa ce H3rroJr3Ba Karo MoHorepang t vrv B
xou6zuaqur c Apyrn aHTrzcreHoK ap AH:a JreKapcrBeHH [poAyKTH.

leqa u nHoutu (nod I8-zoduutua euspacm):

He ce npenopbr{Ba ynorpe6ara Ha aMJIoAxnnH rrppr Ae\a v roHorrJn noa l8 ToAHHH nopaAn HeAocrarbqHr4

AaHHH sa 6esonacHocrra H eSuxacHocrra.

Cmapuecrca sb3pacm:

B crapvecna Bb3pacr ce [penopbqBa HopMtureH pe]r(HM Ha Ao3r{paHe, BbnpeKH ToBa rroKaqBaHero Ha

Ao3ara, rp.n6na Aa ce npaBu c BHr{MaHHe (nrax rovna 5.2).

ITatlueumu c 6t6peaua uedocmamttrHocm :

flpenoplvra ce HopMaJIeH pe)KHM Ha Ao3HpaHe (aux rorrKa 5.2). Auno4l,trrgH He ce A4arv3vrpa.

AulogunuH rpr6aa Aa ce npanara c oco6eHo BHVMaHI,Te npn [auHeHTvt Ha Auarvaa.

Ila4ueumu c vepuodpoiua uedocmambqHocm :

llpa naqueHTl'r c qepHoApo6na HeAocrarbrrHocr He e ycraHoBeH pexnrMa Ha Ao3HpaHe, 3aroBa, aMnoAHnHH

rpr6na Aa ce npuJrafa c BHnMaHrae (nux roqxa 4.4).

4.3 llporunouoKa3anrrfl

Alrro4unnH e nportrBonoKa3aH rrpt,t naqueHT]r c:



ceprxtryrcrBl{TeJlHocr KbM aMJI.AH nvtH' Aux'rponfipr,rA'HoBr,r [poH3B ,AHH vrnHKbM H{Koe or
IIOMOUIHHTE BEIIIECTBA

o Texrca xurroroHu,

. TIIoK, BKJrlor{r,rreJrHo KapAHoreHeH rrroK

o6crpyrcquq Ha H3xoAa Ha JrrBa KaMepa (Hanp. Br,rcoKocrerreHHa aoprHa creHo:a)
Xerro4uHaunqua necra6nnHa c'pAer{Ha HeAocrarbqHocr creg raHQapKT Ha Mr,roKapAa

4.4 CneqnalHn npeAyrpexAeurrfl rr npeAna3Hrr Mepmrr npn ynorpe6a

He e ycranoseHa 6esonacHocrra u efrarcacHocrra Ha aMJroAHrrr,H np, x,rreproH'r{H' KpLr3Lr.

Ifaqueumu cuc ctpd euua uedocmambvHocm

IlaqneHrnre cbc cbpAer{Ha HeAocrarcqHocr rpr6o a Aa ce JreKyBar c BHHMaHhe. IIpu AbJrrocpoqHo
ulaqe6o-rcoHTpoil'paHo npoyr{BaHe rlpn narrr4eHT' c re)r(Ka cbpAer{Ha HeAocrarbr{uocr (creneH no NyHA
III-rv)' cro6uleHara qecrora na 6elo4po6es oror e [o-Br,rcoKa 3a rpynara, JreKyBaHa c aMroA'rrr4H. B
cpaBHeHHe c uaqe6o rpyrlara' Ho roBa He ce cBbp3Ba c BJrouraBaHe Ha cbpAeqHara HeAocrarbqHocr (eux
rovrca 5. | ).

Vnompe6a npu naqueHmu c yepedeua uepuodpo6ua eynrct4un
rlpz naqueHTl'r c yBpeAeHa qepHoApo6Ha 

$yHxq'r noJry)Kr4Borbr Ha aMJroAr4nrrH ce yAbJDKaBa; He ca
ycraHoBeHH npenop'K'I 3a Ao3HpaHe. 3aroea aMJIoAI{'I'H rpa6aa Aa ce fipuJrara c BHuMaHr4e ,,pr.r r",H
nallr{eHTH.

Vnompeda npu naryueHmu s cmapvecKct sb3pacm

B crapvecrca Bb3pacr noBHrrreHr4ero Ha Ao3ara rpx6ra Aa craBa c BHHMaHHe (eux rourca 5.2).

Ynompe6a npu de4a

Aulo4unuH He rpr6ea Aa ce npuJrara rtpn Aerra.

Ifatlueumu c 6u6pevua nedocmamttlHocm

flpn raruea [aqueHTH Mox(e Aa ce nplularar o6uqaftuptre Ao3H aMJroAanun. flporr,reHuTe B rra3MeHHTe HHBa
Ha aMJIoAHrlI4H He ca cBbp3aHH cbc creneHTa Ha 6r6pe'rHo yBpe)IqaHe. Aulo4lrrruH He ce A1arvrcHpa.

4'5 B:aunroAeficrBrre c Apyrn Jre*apcrBeHrr flpoAyrffrr r Apyr[ sopull Ha B3arrMoAefrcrnne

EQexmu ua dpyzu reKapcm^eHu npodyrcmu 6bpxy ca4noounuH



CYP3A4 I'HXHoI4Topv: lrpv eAHoBpeMeHHa yrorpe6a Ha cyp3A4 uuxu6urop epxrpoM,rr,H np, MrraAu
naIIHeHTH Lr AHJrcHa3eM IIpH naqHeHTH B CTapr{ecKa Bb3pacr frJra3MeHara KOHrreHTpar{Hq Ha aMJToAHnHH Ce e
noBI'ltrII4JIa cborBerHo c 22%o u 50%o. Blnpexu roBa, KIIrIHI4qHoro 3HaqeHne Ha ro3n Qarcr ue e ngsecrHo. He
Mo)Ke Aa ce H3KJIIoqI4' r{e no-MoITIHI'r uuxu6uropn Ha CYP3A4 (Hanp. KeroKoHa3oJr, r4TpaKoHa3oJr,
paroHanup) Morar Aa rloB'ruar nJI{BMeHara KoHqeHTpaqHr Ha aMJIoA vrrrvlH) Bno-roJlrMa creneH, orKonKoro
AHJITIIa3eM'AuloAunuH rpx'na Aa ce npl'rJlafa c BHXMaHT{e cbBMecrno c cyp3A 4 uuxu6uroplr. Brnperca
ToBa' He ca AoTIaABaHH He)KeJIaHH peaKIII{H, KoI,ITo ce AIJI)KaT Ha ToBa eaanuo4eicTABHe.

CYP3A4 ItH.qyKrop': He e sa'nuqna nHsopuaqrr orHocHo Aeftcrs'ero na cyp3A4 r,rHayrcrophre Bbpxy
aMnoAUnHH.

E4HoapeueHHoro rIpHJIo)KeHue na cYP3A4 r,rH4yrcropr,r (puSaunuqvH, )KbJrr xaHrapuoH) Mo)Ke Aa AoBeAe
Ao rIoHH)KeHa IIJIa3MeHa KoHIreHTpaqHq Ha aMroAlanvln. Aulogunnu rpx6saAa ce npr4rara c BHHMaHue
cbBMecrHo c CYP3A4 HHAyKropr{.

flpn xlnuuvHHTe npoyqBaHHfl 3a B3a{MoAeficrs[e coKbr or rpeftnQpyr, ur,rMerHAHH, €uryMHH ufi/ uarnesuil
(aHruaqu4) u cutr4eua$un He ca noBJrr,rqJrH QapvraronuHeruKara Ha aMJroar.rrrgH.

Errtexmu ua a,,,tnodunuH 6bpxy dpyzu nercapcmaeHu npodyxmu

floH'xaeauPlt KpbBHoro H€ultraHe e$ercr Ha aMJroAun vtH 3acu'rBarroHr,r)KaBaurnr KpbBHoro HuurrraHe

eQexr Ha ApyrraTe aHTuxlrnepreH3ltBHu cpeAcrBa.

flpu rcluult'tHn npoyqBaHufl 3a nlannaoAeficrBr4r aMJToAHnHH He [oBrr,rqBa SaprraarconuHernKara Ha

aropBacrarnH, AHroKcHH, eraHoJr (alnoxon), rap$apr,rH r4Jrll rlHKnoc[opr,rH.

Analo4unuH He rroBJrtrrBa na6oparopHuTe napaMerpn.

4.6 Epeuennocr rr KbpMeHe

EpeueHsocr

Begonacuocrra Ha aMJroAr,r[rrH npn 6peueHHH xeHr,r He e ycraHoBeHa.

PenpoAyxrr'BH'Te lpoyqBaHut rlpr,t rrnbxoBe ca noKa3anvr lrvrficaHa roKcrrrrHocr c r,r3KJ]ror{eHHe Ha

rlpeHocBaHe v [o-[po/qbJr)I(I'lTeJIHo paxAaHe rIpH rlpxJlaraHe Ha Aoslr 50 rIbTH rro-B2coKr,t or MaKcHMzutHHTe

AO3n, [pe[opbr{HTeflHkt rrpn xopa.



vnorpe6ara npa 6pen'reuHocr ce fipeflopbr{Ba caMo Koraro JrHncBa no-6esonacHo aJrrepHar'BHo JrerreH,e H
Kofaro ga6orrsaHero Hoct{ no_roJr.rrM prlcK 3a naafrrcara z dervca.

KrDuese

He e u:gecrHo A{LIH aMJIoAHTIHH ce eKcxperupa B KbpMara. peureuuero 3a npoAbrxasa'e/
rlpeycraHoB'sBaHe Ha KbpMeHero ulrv [poAbJIxaBaHe/ npeycraHoBtBaHe Ha ynorpe6 i',ra HaaMJron'rrHH
r:pr6na Aa ce B3eMa cJIeA npeqeH*a Ha noJl3ara or KbpMeHero 3a nJroAa 14 noJr3ara Ha TepanHrra c
aMnoAunHH sa N,{afi Kara.

4'7 EQercrn Bbpxy cnocoduocrra ra'roenpaHe rr pa6ora c Marrrrr'rr

Aulo4vnzu Mox(e Aa rIoBJInte B MnJIKa Ao yMepeHa creneH na cnoco6nocrra 3a uro$rapaue n pa6ora c
MaITIIiHH' Axo naunenrl4Te, rIpHeMaIrIIt aMJIoAH[rrH, crpaAar or 3aMarHocr, uaro6orhe, yMopeHo cr HJrvr
raAeHe Mo)Ke Aa 6tae yspeaesa cnoco6socrra Aa pearupar.

4.8. HexelaHrr JrenapcrBenrr peanrllrrl

Ha6rroAaeaHu ca lt ca AoKIIaABaHH cJleAHr.rre Hex(eJraH]r JreKapcrBeHn peaKr.Ian npu y[orpe6ara Ha
aMno.qHnHH cbc cneAHara qecrora: MHoro qecrn (>li l0), r{ecru (>l/ 100, Ho <l/10), Hevecru (>l/1000,
Ho <l /100),  PeArcu (>l /10000, Ho <l /1000),  Mnoro peAKH (<l /10000).

Cucrema, opfaH, KJrac rlecrora Hexe.nana JrenapcrBeHa peaKrlrrfl

Hapyureunfl Ha KpbBTa n.numenara

clrcTeMa

Msoro peAKll Jlerrcoqnronenur, rpov6orIHToneHHt

Hapyurennfl Ha HMyHHara crrcreMa Mnoro peAKH Alepru.rHu peaKrltrr4

Hapyurennq Ha Mera6oJr[3Ma rr

xpaHeHeTO

Muoro peAKH Xunepulrreuur

llcnxuarpurrH[ Hapyileullfl Heqecrn EescrHue, [poMqHa B HacrpoeHzero (exl.

TpeBo)KHocr ), genpecux

PeArcu O6rprcauocr

HapyureHns Ha HepBnara c[creMa 9ecru CtHrunoct, 3aMarHocr, r,raso6orHe

(oco6eno B HaqaJroro Ha leveHraero)

Heqecru Tpeuop, Alact eygvtfl , cHHKoft,

xu[oecTe3Ht, [apecTe3r4g

Mnoro peAKH Xnnepronua, nepn$epua HeBporrarufl

O.rH[ Hapy[reHnfl Heqecru HapyrueHr,rx Ha 3peHr4ero (erurounreluo



Ar,rrrJronHt )

Hapyureunfl Ha yxoro [r Bbrperrrnoro

vxo

Heqecru Tnnuryc

KapAno.norrrq Hrr Hapy[reH rrfl Heqecrn flalnuraulrlr

Msoro peAKH Hn$apxr Ha MroKapAa, apvrwvrfl

(erclrovnrelHo 6pa4arcapAua,

Be HTpr,rKyJrapHa TaxH Kap I.Lrfl U

npeAcbpAHu rf u6pmaqnu)

Bacxy.laprur Hapyrnenrrfl 9ecru 3aveparnaue Ha Jruqero

Heqecrn XHnoroHHq

Msoro peAKu Bacrcylnr

Pecnuparopnrr, rpbAHrr rr

MeArracTrrHaJrHrr Hapy[reHl|fl

Heqecrn ,{ucnHer, pprHvtr

Mnoro peAKr Kaurrtnua

f acrponnrecr[HaJrH n rrapy[reHrrfl 9ecrn Bolxt'r B KopeMa, raAeHe

Heqecru Ilorprulaue, Ancnencvr4 [poMrrHa B

r{peBHHTe QyHrcrlura (nxl rcvnrelHo

Anapvfl r.r :anex), cyxora B ycrara

Msoro peAKr,r IlaHnpearur, racrpuT, xHrrep[na3ur Ha

BeHUfiTe

Xenaro-6nlrapHr Hapyuenrq Muoro peAKr4 Xenatur, xbJITeHHIIa, [oBHIneHI,l

vepuo4po6HH eu3prnru*

Hapyurennfl Ha Kolr(ara rr noAroxHara

TbKAH

Heqecrn Aroneqnr, flypnypa, o6esueerqeaHe Ha

Ko)Kara, xrlrrepxr.rAposa, crp6ex, o6pue,

EK3AHTEMA

MHoro pe.qKn AHruoe4eu, epHTeMa uynru$oprr.re,

yprvKapr4s, excQolnaruBeH AepMarHT,

Craugpolt Ha CrusrFrc-lxoHcrH, ororc

KeuHxe, $orovyncrnlrreJr Hocr

Hapyurenufl Ha MycnyJrHo-cneJrernara

c[cTeMa, cbeA[HIrTeJIHaTa TbHa Ir

KOCTlITE

LIecru I-loayeane Ha rJre3eHHTe

Heqecru Aprpa.nrur, MriaJrf r,rr, MycKynHH KpaMnH,

6olxr.r a rup6a

llapynrenur na 6r6peqrrre rr

[I|KOqHI|TE TIbTIIIqA

Heqecrn Hapyueurar B ypuHupaHero, HoKTyplrr,

no-qecTo ypHHr,rpaHe

Hapyurennfl Ha perpoAyKTrBnara

crrcTeMa H rbpAaTa

Heqecrn I4unorenrnocr, rr4HeKoMacrr,rt

O6qr HapyrreHrrn u eQenru na Vecrs Orox, yMopa



Haft-Beqe B cborBeTcrBrre c xoJrecra3ara.

4.9 lfpe4ornpane

Onumr c npeAHaMepeHHo npeAo3r,rpaHe trpra xopa e orpaHr4qeH.

Cunnmo.tau:

Halzqsnre AaHHH ''peA''oJlarar' qe [peAo3'paHe c BHcoKr4 Ao3r4 Mox(e Aa AoBeAe Ao npeKoMepHa
nepr'l$epna Ba3oAHJIaraIrHt H Bepottra peSnerccHa raxaKapAzs. cro6qaBaHo e 3a r43pa3eHa H BepoqrHo
npoAbJDKHTeJIHa CHCTeMHa XI'InOTOHI,i' Aocrl,Ifaula Ao U BKJTTOqHTeJTHO rrroK c QaraneH r43XOA.

Jlerteuue:

KluHuqHo 3HaqHMa x,rloroHldt, nopaAI'I [peAo3,paHe c aMJIoAI4rr rrH, HararaaKTr.rBHo rroAAbp)KaHe Ha

QyHxqurra Ha cbpAeqHocbAoBara c'creMa, BKJrroqrrreJrHo r{eero npocneArBaHe Ha cbpAeqHocbAoBara H
AuxareJlHara Qyurcqur, noBAHraHe ua rcpaftHnI1nTe, c;reAeHe Ha rrrrpKyJraropHar o6ev u rt4ypesara.
3a slscraHoBcBaHe Ha cbAoBHt roHyc H KpbBHoro HaJrrraHe Monce Aa 6r4e or rroJl3a Ba3oKoHcrpHKTop, np'
ycJIoBHe' qe HcMa nporl4BonoKagaHug sa ynorpe6ara uy. Ka;rqueB rJrroKoHar, nHTpaBeHo3Ho, Mo)Ke Aa e or
noJl3a 3a npeoAorsBaHe Ha eQercrure or 6loxaAara Ha K€LnqHeBHTe KaHaJrlt. B nsxorz cryqau Mo)r(e Aa e oT
noJl3a croMallHa npoMIrBKa. llpu :4paen 4o6poro.uqu, nplrJro)r(eHnero Ha aKTHBeH BbrJreH ao 2 uaca ctel
ynorpe6ara Ha 10 mg aMJIOAHIHH rIoKa3Ba, qe ce HaMaJrrBa creneHTa na pesop6 r\Hs Haarra,rogunuu. Trfi
Karo aMJIO.4IdI]IjH e CBbp3aH c nporeI,IHI,ITe BbB Br{coKa creneH, A]?raJr]a3ara BeporrHo Hfl,Ma /1A6rAe or no.Jr3a.

OAPMAKOJIOT}TqHII CBOIICTBA

OapuarcogrrHaMrrrr Hrr cnofi crsa

@apvarcorepareBTHqHa rpyna: AHXHAponHpHAHHoBH rrpor43BoAH14

ATC rcoa: C08CA0I

Ifaryueumu ctc cz,pdeuua Hedocmamr)qHocm

3.

5.1

Mfl CTOTO Ha nprrJro)rceHHe Heqecrn Eolxu B rbpAnre, acreHnl.6onlca

Hepa3noJrolr(eHne

Ifscrensaulls

tr

Heqecrlr lloBHrxaBaHe Ha Teruroro, noHr4)KaBaHe Ha

TEruIOTO



XenroAngaur4qHu vt3rtv[TBaqvrs, r.r KJrlrHr4r{Hr,r flpoyqBaHut c Qu:uuecrco HaroBapBaHe npu rralIHeHTI'l cbc

cbpAer{Ha HeAocrarbrrHocr KJrac II-IV no NYHA noKa3Bar, rIe aMroAn[HH He BoAH Ao KJII{HHqHO

BJrorrraBaHe, orleHeHo qpes ToJrepaHca KbM SusNvecxo HaroBapBaHe, $parcqnrra Ha H3TJIacKBaHe Ha JItBa

KaMepa I,r KJll4HI4qHara cuMrIToMarI,IKa.

fllaqe6o-rcoHTpoJlupaHo npoyqBaHe (PRAISE), c Avrsairr 3a oIIeHtBaHe Ha naIIIteHTH cbc cbpAeqHa

HeAocrarbqHocr K;rac III-IV no NYHA, roryqaBaulr{ AHroKcI4H, Al,rypernun n ACE-ranxu6nropra roKa3Ba,

qe aMnoAHnHH He BOAr.t AO rroBHrrraBaHe Ha pHCKa OT CMbpTHOCT vllrlg xOrrl6nUHpaHO Mexqy cMbpTHocT H

sa6oresaer*,rocr nopaAH cbpAeqHa HeAocrarbqHocr.

ilpu npocleAqBailIo, Abrrocpor{Ho, rnaqe6o-KoHrpoJlnpaHo npoyqBaHe (PRAISE-2) ua aMJIoAHTI4H npH

[auueHTr4 cbc cbpAeqHa HeAocrarbrrHocr xnac III-IV no NYHA 6es KTIaHHqHH cI,tMIIToMvI vnr o6exrusHl'I

raHHV) rrpeAnoJraraurr4 cbflbrcrBau1a rdcxeMuqsa 6orecr Ha cbplrero, Ha cTa6HJIHLI Ao3H ACE-ranxn6I,ITopI4,

Avrrvrarvc H Alryperr4uri, aMJroAunHH HrMa e$exr Bbpxy o6ulara cbpAeqHocbAoBa ct\4bpruocr. B cr'lllara

norlyJrauut, aMJroArrrrlrH ce cBbp3Ba c noBHIIreHr,re Ha 6ero4po6gug oroK, BbrlpeKl. JrllncBaurara 3Har{I4Ma

pa3JrHKa B qecrorara Ha BJrouraBarqara ce cbpAeqHa HeAocrarbqHocr B cpaBHeHHe c nlaue6o.

< t @apnranorrrHerrrrrHrr cnofi crna

P e s op64un/ P asnpe d ene uue

AuloAunnH 6aeHo ce pe:op6npa cJreA nepopaJrHo rrpr,rJro)KeHr,re Ha repaleBTurrHl4 4o:u. Pe:op6u[qra Ha

aMJroAr4rrHH He ce Brr4te or eAHoBpeMeHeH [pHeM c xpaHa. A6corrcrHara 6nosa.nuqHocr Ha HerIpoMeHeHo

aKTr,rBHo BerrlecrBo ce r43qvcrcBa na 64-800/o. MarccnuarHr4 nJra3MeHA HuBa ce Aocrufar 6-12 crcl

np!ilro)KeHlre.O6elm Ha pa3rrpeAeJreHne e npu6tuzvremto 2l l/kg. pK" Ha aMJroAHrIan e 8.6. In vitro

npoyqBaHr4q froKa3Bar, ve npu6rlr:ureJrHo 97 .5% or aMJloAr{[HH e cBbp3aH c nJla3MeHHTe rIporeHHH.

Me ma6 on us ttt / Enum uu up aH e

llJraglrenr4sr eJrr4MnHaunoHeH rroJrylrcrdBor e oKoJro 35-50 .{aca. CraquoHapHl4 nJIa3MeHH Hr{Ba ce Aocrurar

cne4 7-8 nocJreAoBarenHr,r AHr,r. AuloAranus eKcreH3nBHo ce naera6olrlr3vpa.qo HeaKTnBHu ruera6ornru.

orco:ro 60%o or npHerara Ao3a ce eKcKperHpa B ypHHara, or Korrro l0o% xaro HenpoMeHeH aMJroAHnHH.

Cmapuecrca sb3pacm

Bpenrero 3a AocruraHe Ha MaKcI,rMiuIHH rrJIa3MeHH KoHrleHTpar\av Ha aMJroAu[rdH e cxoAHo npu narIHeHTH B

crapqecKa Bb3pacr vr rrpv no-MJraAr,r naufieHTrn. Aulo.{lrnuHoBnrlT KJIHpr,Hc e c reHAeHIrHc KbM HaMuuIeHHe,

Koero BoAr4 Ao rroBlrureHr.{e Ha,,nJrorqra rroA KpHBara" (AUC) r4 eJrr,rMr4Haur4oHHur noJIy)KHBor nprl

[auueHTn B crapqecKa Bb3pacr. lloglduleHl,Igra B ,,[Jlotqra rIoA KpuBara" u ennMnHauvottrtfl noJly]KHBor

npu naqLIeHTI,r cbc sacroflHa cbpAeqHa HeAocrarbqHocr ca 6nru, narcro ce or{aKBa npu Br,3pacroBara rpy[a

nauueHTr4 B roBa ilpoyqBaHe (ox. roura 4.4).



IIpu naqueumu c 6z,6peuua uedocmambqHocm

AuloAunuH eKcreH3uBHo ce naera6onu3upa Ao HeaKT[Bsu uera6olvnu. l0oh or uaftqunoro cbeAHHeHLIe ce

eKcKperr.rpar, HerrpoMeHr c ypvrnma. flpoueunre B KoHrreHTpaI\uflTa Ha aMJIoAI,IIIIH He KopeJ]I4par cbc

crerreHTa Ha 6r6pevHa HeAocrarbqHocr. 3arosa ce nperropbqBa HopMaJIHo Ao3I,IpaHe. AvloAunl{H He ce

Al,'arv3vpa.

Ilaqueumu c vepuodpo6ua uedocmambqHocm

flolyxneorrr Ha aMJroAHrrHH ce yAbJrlKaBa rrpu naqueHTu c BloileHa r{epHoApo6na QyHrcr1ur.

5.3 fipegrc,rnnnrrnn AaHHI ra 6egouacnocr

flpegrclunur{Hn AaHHu He pa3KpnBar oco6esu pncKoBe rrpu xopa, Bb3 ocHoBa Ha KoHBeHuHoHtuIHI,I

[poyr{BaHr,rq :a $apuaxorofnrr sa 6eeonacuocrra, ToKcr4qHocr npu MHofoKparHo Ao3HpaHe,

reHoroKcuqHocr 14 KaHlreporcHeH rroreHlrr,Ia;r. flpra lpoyqBaHuq c r(rIBorH]I c BHcoKLI .qo3H, Br'B Bpb3Ka c

penpoAyKTr,rBHocrra Ha nJrbxoBe, ca na6lroAaBaHvr sa6aseHo parrAaHe, Tpy.{Ho parlqaHe H BJIoITIeHa

npex(r4BceMocr Ha Serycure u HoBopoAeHr,rre.

OAP MAIIE B TI/ITIHI,I AAHHI,I

Cnncrn Ha rroMorrlnrrre BerrrecrBa

I-\eryro:a, MHKpoKpr.rcrzrJrHa

Ka,ruues xu4poreHQoc$ar, 6essoAeH

Harpnea HurrrecreH fJrroKoJrar (run A)

MarHesr,ree creapar

6.2 HecrnuecrrrMocrrr

He e npuro)KnMo.

6.3 Cpox Ha roAHocr

3 roAnHu

6.1

6.4 Cneqna.nnn ycJroBrrfl Ha cbxpaHerrre



JlerapcrneHl'Iqr npoAyKT He I43IrcKBa H'KaKBH cneq'a,rHr' ycJroBr4r Ha cbxpaHeH,e.

6.5 launn 3a onanoBKara

PVC/PE/PVDC -anyunn uesu 6 nur epu.

Epoft r onaKoBKa: 30 ra6lernpr.

6.6 Cnequalnu rpeArra3nrr MepKrr rrpn rr3xBbp nsne/npa6ora

Hxlra cneqaaJrHn r43HcK Balvrg.

7. IIPI,ITE}KATEJI HA PA3PEIIIEHI4ETO 3A YIIOTPEEA

Medochemie Ltd

I -l 0 Astronafton & Constantinoupoleos

3505-Limassol

Kranrp

8. HOMEP(A) HA PA3PETUEHI,TETO 3A yIOTPEEA

AKCEJI5tng-20080045

AKCEJI l0 mg - 20080046

9. AATA HA fIbPBO PA3PEIUABAHEITIOAHOBflBAHE HA PA3PEIIIEHI{ETO 3A

YIIOTPEBA

10. AATA HA AKTyAJII,I3I{PAHE HA TEKCTA

fOnn 20l l


