
KPATKA XAPAKTEPUCTI,IKA HA TIPONYKTA



1., IIME HA JIEKAPCTBEITI,ITI rrpoAyKT

AKPYKC rulrcc 8 mgl2,5 mg ra6rerKn
ACRUX plus 8 m!12.5 mg tablets

AKPyKC nnroc 16 mgl2,5 mgra6.uerxr
ACRUX plus 16 mg/12.5 mg tablets

2. KAqECTBEH II KOJII,TIIECTBEH CbCTAB

Bc.f,r€ ra6lerna cbAbpx€ g -g KaHAecapraH
xlaApoxrroporua3nA (hydr o c hlorothiaz ide).
Bc.f,ra ra6lerrca cbAbpxa 16 mg KaHAecapraH
xrrApoxJroporva3vr (hydr o c hl oro thi az ide\.

flououqHl.r BerrlecrBa:
9 l, I mg JraKTo3a uoHoxngpar/ra6lerra.
I 82, I mg JraKTo3a uouoxugpar/ra6lerra.

qHJreKcerHJr (candesartan

rlzJreKcerr,rJr (candesartan cilexetil) H mg

AO3ATA HA OTAEJIHHTE KOMIOHEHTH (XAU4ECAPTAU IIHJIEKCETHJI U
e rIoAXoA'f,Iuo or KJIHHHTIHa rJIeAHa ror{Ka, Mox(e Aa ce uMa npeABHA

cilexetil) u lZ,S mg

3a nrrHn.fl cnl4cbK Ha noMolqHl,rre BelqecrBa, B)K. ro.rxa 6.1.

3. JIEKAPCTBEHA OOPMA

Ta6lerra

15PyI! urcc 8 m{12,5 mg ta6lerxu ca 6enu, eJrr{rcoB'AHra, grofiHo H3nbKHarrrl rabrerxn c o3HaqeHueCH u 08 or eAHara crpaHa H c AeJrHTeJrHa r{epra or ABere crpaHn.
'{emEtelHar:a qepra e caMo 3a ynecHeHte ilpkr cqyrrBaHe ua ra6rerrcara 3a rro-JrecHo nornbrrlaHe, a He 3apa3AenrHe Ha paBHr,r Ao3H.

AKPVKC rurroc 16 mgll2,5 mg ra6lerKa ca 6eln, eruncoBr'AHr.r, 4noftuo 'u3n.uKH€ur' ra6rerrn cO3HAIIEHHE CH U 16 OT EAHATA CTPAHA CTPAHA II C AEJI}ITEJIHA qEPTA OT ABETE CTPAHI,I.
'{elnrelHara qepra e caMo 3a yJIecHeHHe rrpl crryrtBaHe sa ra6rerxara3ano-n""ro flornbrrlaHe, a He 3apa3AensHe Ha paBHr,t Ao3H.

KJIIIHAqHII IAHHI4

Tepanenrnqn[ flora3au[fl

AKPyKC nJrroc e rrora3aH Aa JreqeH[e Ha:

Jleqenue Ha eceHIrI4nJIHa xl.neproH,rfl, rrpu Bb3pacrHa [arlr4eHTr{, fiplr Kor,rro He ce nocr'fa
onrHManeH KOHTpOJI Ha KpBBHOTO H€UI{raHe qpe3 MoHOTepailkr' c KaHAeCapraH rlr{JreKcervlr urrr4
xHApoxJroporu'j-3l'"/J,.

4.2 .{oruponxa rr HaqllH Ha nprrJro?r(eHrre

,I[oanposra

IlpenoprvzreJrHara Ao3a 3a AKpyKC nJrroc e e4na ra6rerKa BeAHbx aHeBHo.

4.

4.1

flpenoprvna ce rHTpHpaHe Ha
xaApoxrropornasu4). Koraro roea



AI{peKTHo [peMI'IHaBaHe or MoHorepailvfl KbM JIeqeHI'Ie c AKPyKC rrJrroc. flpu npeunHaBaHe orMOHOTepalHt c xHApoxJIoporI'I:BI'IA Ce npenoptqBa rHTpHpaHe Ha Ao3ara Ha KaHAeCapraH qr4JreKcerlrJr.AKPyKc ruIIoc Mox(e Aa ce rIpHJIara rIpH rIarIHeHTr.r, rrp' Koxro He ce flocr'ra olr'ManeH KoHTpon HaKpbBHOTO HzurtraHe qpe3 MOHOTepaIIu.s c KaHAeCapTaH rIHJreKc eT]|{Ir vtrvt xHApoxJropo TIiA3I{A, Unu cAKPyKC nJrroc B no-HHcKa no3a.

Hafi-sHaqHTeJIeH aHTI'IXH[epreH3HBeH eQercr o6[rcHoseHo ce nocr'ra B paMKHTe ua 4 ce4uuqn cneA3anoqBaHe Ha JIeqeHrIeTo.

Cneuaalna nonlzlauuu

Ifaryueumu 6 cmapvecKa sbspacm
He ce salara KopeKrrr,rr Ha Ao3ara rrpa naq[eHTr.r B crapqecKa Bb3pacr.

If aqueamu c uHmponacKyrapHa xunono.reMufl
flpeuoprvna ce rvrpvpaHe Ha Ao3ara Ha KaHAecapraH qr4JreKcernJr rrpu flarr,eHTr,r c plrcK or xrdrroroHrrr,HanpaMep naIIHeHTI'I c Bb3MoxHa xI'IrIoBoJIeMua (npr'r raKI,IBa naIrHeHTn Mo)r(e Aa ce Ha3Haqa HaqaJrHa Ao3aHa KaHAecapraH rrnJreKcerrJr or 4 .g).

Ifaquenmu c 6t6peuuo yepecrcdaue
B rastr [ory/naq[t opnuxonure AI{yperHIrIr ce [peArrorr[Tar npe,- T*a3krAHure. rIpN naqueHTg c JreKo AoyMepeHo rexKo 6r6pevuo yBpe4qaHe c(
(xpearnHu noB Krr Hpb Hc > 3 0 m r/m i n r t,tl;B T:T]""";T'.[ll [J,]: H# ;X"::[T]H":#:AKPyKC nnroc (npu re3I'I [aIrHeHTH [penop'r{HTeJrHara HaqzurHa Ao3a Ha KaHAecapraH qnlerccerul e 4mg).

lSyK9 Yl-t "rllorl'IBonoKa3aH 
np' TIaIIH.HTH c re)KKo 6r6pevHo yBpexAaHe (rpearaunuoB Krrr.rpbHc <30 ml/min/l ,73 i TII) (nN. rovxa 4.3).

Ilaque umu c u epu odp o 6n o yep e trcd au e
flpv naqueH'ul c JIeKo Ao yMepeHo re)KKo vepuo4po6na yBpexAaHe ce rperopbrrBa rr,rrpxpaHe Ha Ao3ara HaKaHAecapraH ql'IneKcerHn rIpeAH 3anoqBaHe Ha JIeqeHHe c AKPYKC ttnto" (npenoprvz.reJrHara HaqarHa
Ao3a KaHAecapraH r{HneKcer[Jr rrpn Tesr{ narrHeHTH e 4 mg).
AKPyKC rnrcc e rporl'IBonoKa3aH npa naqlleHTra c rexKo uepuogpo6uo yBpexAaH e ulunuxorecra:a (nx.rouxa 4.3)..

fleruarpH.{Ha no[yraurt

EesonacHocrra n e0nxacHocrra na AKPVKC rnrcc npfi Aeqa Ha Bb3pacr or 0 4o l g roAusu Bce oule He caycraHoBeHH. Jlarcsar aaHHvr.

Haqun na npuloxenue

Ilepopanno npr,rJrox(eHue
AKPyKC nJrroc Mox(e Aa ce npaeMa npeAn 14 cJreA xpaHeHe.
EnoHalaquocrra Ha KaHAecapraH He ce BJrHre or xpaHara.
HsMa rurruruqHo 3Harrr,rMo B3a'MoAeftcrs'e MexAy xr4ApoxJropo rua3vrl pr xpa*ura.

4.3 llpornnonorca3aHrq

caprx'ryocrB'TeJlHocr KbM HtKoe or aKTHBHI{T' BelrlecrBa aJIt HflKoe or rroMolrlH}rre Berrlecr Ba, HlrvrKbM cylSouaua4uu npoH3BoAHLr. Xugpoxnoporr.rrBr,rA e aKTHBH6 BerqecrBo, npog3BoAHo Hacyl$ouanaugare.
Bropn r,r rperr,r rpnMecrbp Ha 6penaeHnocrra (nux roqKu 4.4 u 4.6).
Texro 6r6pevno yBpexAa'e (npearaHuHoB Krrr.rpbHc <30 mvmin/I,73 m, TrI).
Texxo vepuo4po6uo yBpexAaH e u/uttuxoJrecra3a.



4.4

Pe$paxrepHa xr{noKrrna eMnfl. H xr,rnepKaJrrrueMr,rr.
llo4arpa.

Cnequa;rnr.r npeAynpexAeHrrfl rr npeArra3urr MepKrr upn ynorpeba

E
B rasH noq/nauH'f, Ce npeAnoqztat 6pnnaxoBr,rre ALryperLiltH npeA Tna3HAHr4Te. Axo AKpyKC rnrcc cenpHJlara npu naIIHeHTu c 6r6pevHo yBpexraHe, ce npenopbqBa repgoAnr{eH KoHrpon Ha HHBara uaxanvfrKpearHHHH H nllKoqHa KI{ceJII{Ha. 

- -r --- -'- lrs ^@r4'r'

FIsMa onr.rr orHocHo flpt,tnoxeHaero Ha KaHAecapran/xnApoxloporna3nA npr{ naqxeHTu cbc cKoporxHa6r6pevHa TpaHcnnaHTarrr4.s.

QmeHosa ua 6u6peuuama apmenttn
Jlerapcrneu'Te [poAyKTH' rIoBJIIctBaqn peHr,rH-aHr'oreH3r,rH-:rJrAocrepoHoBara c'creMa, BKJrroqr{TeJrHoaHruoreH3nu II peqeuropHnTe aHraroHr,rcrlr (AIIpA), uoNe
cepyMHrdfl, KpeaTr,rHHH npr.r naqpreHTH C AByCTpaHHa CTeHO3a
aprepn{Ta npu eAuHcrren fynnquoHnpaq 6r6perc.

llpa naqneHTa c HHTpaBacKyJrapHa xr,rnoBoJreMlu
ua6lrcgana cnMnroMarur{Ha x}rnoroHl,rs KaKTo e

Aa noBr{uaT HIdBura Ha KpbBHaTa ypefl H
ua 6r6pevHara aprepufl ytrv creHo3a Ha

ollucaHo 3a Apyrr4 cpeAcTBa, rroBJrHrBarrln peHr,rH_
rpnrrr.rHa ynor:pe6ara na AKpVKC [Jrroc He ce

r4tulvt noHrllKeHue B HI,rBoro Ha uar:pufi, Moxe Aa ce

aHr[oreH3uH-aJlAocrepoHoBara cLrcreMa. flo rasn
npeflopbqBa, AOKaTo He ce oBJraAee TOBa Cbcro.f,Hlle.

Auecmesun u xupJ)pzuvuo neveuue
flo npeue Ha aHecre3Hq H xHpypfllr{Ho JleqeHr{e npu narueHrn Ha repanur c aHrr,roreHsr,rn II peqenropHnaHTaroHIlcTn (AIIPA), Mo)I(e Aa ce nosBll xHnoroHut [opaAn 6lorcr,rpane Ha peHgH-aHrr.rore'3'HoBara
cl,IcreMa. Mgoro prAKo xnfloroHntra Mox(e Aa 6rAe ,onno"u rexKa, qe Aa HaJroxu npunaraHe Har,rHTpaBeHo3HH palrBopu u/utru B:Bonpecopt{.

Vepnodpo6uo yepexdaue
Tuazug*ne rpt'ua Aa ce H3noJr3Bar c rIoBHIueHo BHHMaHr,re rrpu [arIHeHTrz c yBpeAeHa vepnogpo6na
$yHrcqr'r H,I'I nporpec'BHo qepnoapo6'o sa6or.flnaHe, rrfi Karo B raKr,rBa cnyqar4 Aoplr MiurKr.r rpoMeg, B6anasca Ha rer{HocrHTe I{ eneKTpoJrHTHTe Moxe Aa AoBeAar Ao qepHoApo6ua xonaa. Hrnra uuur.rqeH onur cAKPyKC rnroc npr rarrueHTu c qepHoApo6uo yrpex4aHe.

9meHo3a Ha aoPmHa u MumPanua xnana (o6cmpyxmueua xunepmpofuuvua xapduoltuoro**,
Kaxro u c Apyrvr Ba3oAHJIararopH' rrp' ,,aLIH.HTH c xeMoAr4HaMHqHa creHo3a Ha aoprHa wtv no.Tpa]r,,aKjrana' n'nu o6crpyKTHBHa xuneprpoSuqHa KapAaoMaorrarr4r ce rpenopbqBa noBarrreHo BHHMaHHe.

Ifupeuu eu xun ep and o cmep oHusur.a
flaqueuru c ['pBHr{eH xldflepiulAocrepoHr,r3bM o6ux'oneno He orroBaprr Ha Tepar*a caHTLtxHrIepreH3LIBHIl cpeAcrBa, Kot4To Aeficrsar vpes nuxu6apaHe Ha peHr,rH-aHrHoTeH3HHoBara cgcreMa.3arona yuorpe6ara na AKpvKC rrJrroc He ce rperopbqBa B ra3, nonyJrarrur.

Ene rcmponumeu duc 6 araHc
cepyrvrHnre eneKTpoJr'Turpn6naAa ce onpeAeJr.f,T Ha [oAxoAsulLt HHTepBiura or BpeMe.
Tuasugure, BKrIoqI'ITerHo xIrApoxJIoprHaBIrA Moxe Aa AoBeAar Ao BoAHo-eneKTponHTeH aucfuanauc(xunepKaJllrvle[vfl,' xHnoK{uIIleM[t, x[noHarpvrewvrl., x[[oMarHe3 vreMHflH xunoxJropeMlrqHa arKaroga).

Taa':ngHure Al4yperHqll e Bb3Mo)I(Ho Aa HaMiurrr ypuHHara eKcKpeq[r Ha rarquft H ToBa Mox(e BpeMeHHo
Aa AoBeAe '{o JreKo [oBHIIreHv HHBa Ha cepyMHHt nalquft. 3naqatennara xr4rrepKzurl1ueMyr uoxe Aa 6rAenpI'BHaK Ha cKpHr xHnepnaparHpeol4AH3bM. Ilpueurr Ha rna3vruv rpa6na ga 6rae upeKpareH flpeAr.rH3cJreABaHe ua Qyuxqarra Ha naparvpeoaAHara)sre3a.



X4qpoxnoprza3ul npeAu3BHKBa Ao3o3aBlrcr4Mo yBenrqeH'e Ha yp'HHara eKcKper{u, na x'vtfi,KoeroMox(e Aa AoBeAe Ao x,nnoKiLJl^eMvla' Toru e0exr 
"u 

*topo-opor'a3rA r43rure)K'a no-cla6o H3p:BeH npr,rnp'eM r rou6unaqfit 
-c KaHAecapraH rlllne.cl'u. Pucxir or x'rroKrl,, ue',,fl Moxe Aa ce yBerr.rqu ,,pnn.'aq[IeHT,n c qepHoApo6ua qapo:a' np' naIIHeHTI{ [oAJro)KeHr.r Ha sopcnpaua Ar,rype3a, np' naqueHT' cHEAOCTATbI{EH IIPHEM HA EJIEKTPONWTVI U |IPH NAIINEHTI,T HA CbNbTCTBAUO NEI{CHT4E C KOPTI,IKOCTEPOI{AI,I I4NHaApeHoKoprr.rKorponeH xopMoH (AKTX).

JleqeHaero c KaHAecapraH IrI4rIeKcerlrJI Moxe Aa npeA'3Br,rKa pa3BHTHe Ha xr,rnep KaJrvre*Hr,oco6eno np*tlaqr{eHTr,r cbc cbpAerrHa HeAocrarbqHocr n/unn 6r6pevuo yBpe)KAaHe. EAsonpervreHHoro rrpralroxeHue HaAKPyKC ruIIoc c rcalafi-crxpaHtBaq' Ar{yperl'Iqn' KzurrreBr,r flpe[aparn HJrH 3aMecr vne.r.Ha rorBapcKaracoJI' KaKTo Id c ApyrH neKapcrBeH' rIpoAyKTH' KoI'ITo 6nxa uoun Aa rloB'urar cepyMHara KoHrreHTparIH, Hat<asruit (nanp' xenapaH uatpuft), ton 
" 

au AoBeAe Ao noBlruaBaHe HHBoro na ralafi n cepyua. flpzneo6xo4uuocr cepyMHara KoHrreHTparr,r na xa.lufi rpr6aa Aa ce KoHTpOJrHpa.

Tna:u4are noBI{IrIaBar ypHHHara eKcKperl'r Ha MarHeguft, Koero Mo)Ke Aa AoBeAe Ao x}rrroMarHe3ueMr{r.

Memadonumuu u erudorcpuuuu eeercmu
Jleqenuero c THa3uAHu Akryper'rr'Moxe Aa Hapy-vrrroKo3Hr.s roJrepaHc. Moxe Aa ce H€urox(H KopeKrlr{,Ha Ao3ara Ha awtu[Lra6erHzre JIeKapcrBeHI'rnpoAyKTI'I, BrurrotrnrerHo r,rHcyJrr.rH. flo npeue Ha JreqeHue cTua3vIA', Mo)Ke aa ce 'IpotB' JIareHTeH 3axapeH Aua6er. Ilosl4rxeHl,rre Hr,rBa Ha xonecrepoJr u rpurtur\epu*Uce acollHllpa c JIelIeHHero c rI{a3LIAHu Aprype'tuur'r. flpa Ao3pITe, KoHTo ce cbAbpxar s AKPVKC rurroc caHa6ruo4anaru4 caMo MI'IHI'IMaJTHH eserctll. Tuazu4uureorryp"a"u" noBr4uraBar KoHrreHTparI vHTe Hanr,rKorrHaKI{CeJII'IHa B CepyMa Il MO)Ke Aa npoBoKl{par psBr,rrrrero Ha rroAarpa npn narIHeHTU C rpeApa3noJrox(eHocr.

@omouyecmlumerHocm
I'I*ra cro6rqeHl{t 3a peaKIrHL Ha QorovyncrB'TeJrHocr no BpeMe Ha Jrer{eH,e c r*asv*,,uA,nyper'rlr.{ (BX.Tor{Ka 4'8)' Ano ce pi,.Bue peaKlr't Ha sorovyncrB'Te,rHocr ce npenopbr{Ba npeKparrBaHe Ha neqeH'ero.Axo sBo6HoBflBaHe Ha JleqeH'ero e rpafiHo ueo6xo4trMo, ce flpe[opbrrBa Ko)r(H[Te 3oHr4 r,r3Jro]KeHH HaCJI'HqEBI,I JI'IIVI UJIVI HA I,I3KYCTBETTA UV-A PAA."A\Ufl,AA CA 3AIIII,ITEHI,I

O6wu nped)tnpecrcdenun
rlpz naqueHTI'I' tIHHTo ctpAer{eH ToH H 6r6pe.rna 0y*rxq," 3aBr.rcsr HraBHo or pa6orara Ha peHrdH-aHruoreH3HH-iulAocrepoHoBara cucreMa (nanpr'ruep [aIIHeHTH c TexKa sacro[Ha cbpAerrHaHeAocrarbqHocr HJIII noAJle)€qo 6l6pevno sa6or.ssaHe, BK;rroqureJrHo creHo3a na 6r6pev"uru upr"p"";t,JIeqeHI'Iero c JIeKapcrBeHI'I [poAyKTI{ [oBJIIrtIBarIIvra3vI cacreMa, BK[IoqIcreJIso AIIPA 

"'""tpruto 
a ;ad"xafloroHrrr' zr3.TeMHq, onvrrypkrflLurn prAKO OCTpa 6r6pevna HeAOCTarbr{Hocr.

Kanro v npv ocraHaJII4Te aHTI{x}IlepreH3HBH,rr [poAyKTH rrp'naraHl,t Ha rrarlneHTu c ]rcxeMuqna oorecr nacbpqero HJIH t4cxeMHr{Ha Mo3brlHo-cbAoBa 6olecr, e Bb3MoxHo ga ce ua6rtroAaBa pr3Ko [oHrDKeHr{e HaKP'BHOTO HUUI'.AHE' KOETO AA AOBEAE 4O NHSAPTCT HA MLIOKAPA A VJTVI VIHQYIIT.

Pearquu Ha cBpbxrryBcrBHTeJrHocr KbM xltApoxJropo rHa3HAMo)r(e Aa Bb3HuKHar rrpl,t [arIHeHTH c'"c uru 6ezaHaMHe3a 3a aJleprut ana 6poHxaaJrHa acrMa, Ho ca no-BeporrHr,r npfi rrarr'eHT yt c raKaBaaHaMHe3a.

O6ocrprne vrltu aKTvrBvtpaHe Ha cacreMeH Jryrryc
TUA3uAHvr AtrypeTHqr{.

epHTeMaTOAec e AOKJTaABaHO rro BpeMe Ha JreqeHlre c

AnruxnnepreH3r,rBHrzrr e$ercr na AKpVKC n"urcc Mo)Ke ,{a
cpeAcTBa.

ce IIOTeHTIHpa oT Apyfr aHTVXUilepTeH3HBHr,I

To:u lexapcrBeH npoAyKT cb,qbpxa JIaKTo3a Karo noMorrlHo BerrlecrBo r{ ,,aqHeHTH c peAKH Hac,reAcrBeHunpo6leuz Ha r{uIaKTo3Ha He[oHocI'IMocr' Lapp-raxraeeH Aeouqar HrrH DrloKo3o-fanaKTo3Hauana6cop6qur ue rp.r6na Aa npueMar ro3u neKapcrBeH npoAyKr.

Epeueuuocm
flo npenae na 6peuenuocr He rpr6na Aa ce 3arloqBa Jrer{eHne c AIIpA. ocaes aKo npoAbJDr(aBaHe HaJler{eHfiero c AIIPA He ce cq'Ta ra xpaftuo Heo6xoAuuo, [arIHeHTKHTe nJraH'paulz 6peuenuocr rpx6aa 4a



npeMl{Har Ha anrepHaTHBHo aHTHXI'I[epreH3LlBHo J]eqeHlte, Koero e c ycraHoBeH rtpoQr,rJr Ha 6e3onacHocr
tro BpeMe Ha 6peMeHHocr. npl4 ycraHoB.f,BaHe Ha 6peuennocr, JreqeHaero c AIIPA rpr6Ba Aa 6.b*enpeKpareHo uega6asHo I'I aKo e noAxoAsulo Aa ce 3auoqHe anrepHarr.rBHa repa[ur (nx. TorrKu 4.3 u 4.6).

4.5 Brau*rogeftcrBrre c Apyr[ neKapcrBenn npoAyKTrr rr Apyrrr $oprvrn Ha B3arrMoAeficrs[e

I4screAsaHHTe B KJII'lHHunn QapuaKoKHHerI{r{Hn npoyqBaHur BerrlecrBa BrurroqBar napQapun, Ar,rroKcr.rH,nepopanHn KoHTpallenrltnu (r'e. eTllHl'IJlecrpa4uorfuenoHoprccrpeJr), un6eur-n aMuA ri nr,r4laNunn. B resu
npoytlBaHHt He ca ycraHoBeHI,I KJII,IHr,rqHo 3Haqr,rMH $apivraxorcuHerHqHH agaHN4oneftcrsnr.

Moxe aa ce oqaKBa xr,rfloKzuraeMuqH]rrr eSexr Ha xr.rApox;roporua3nA Aa ce rroreHrlr,rpa or Apyr[JIeKapcTBeHlI [poAyKTH' KoI'ITo Moxe Aa AoBeAaT Ao noHuxaBaHe Ha HHBoTo na xalnfi 
" 

*"no*-"ir"t
(uanp' Apyrll xanr'rft-ry6eqll Alrypervlrpl, JraKcarunu, ana$oreparr]rH, xap6enoncoJroH, neHHrruann G
narpnft, npoIBBoAHH Ha cuvrglroBa KI{ceJI[Ha, crepor,rAr.r, ACTH).

E4uonperrleuHara ynorpe6a Ha AKPYKC nnrcc c ralufi-crxpaHrBarru Ar{yperur.Iu, KuurueBr,r ilpenaparvvrlrkr
3aMecrI'ITeJIH Ha coJITa Vnil Apyrr JleKapcrBa, Kor,tro Moxe Aa floBr,ru]ar cepyMH]rre HHBa Ha xastuit (Hanp.
xenapl{H naTpufi) Mo)I(e Aa AoBeAe Ao noBHIIraBaHe Hr,rBoro Ha cepyMHur na;rufi. flpn neo6xoAnrr,rocr
cepyMHara KoHqeHlpaqus, }Jarcanuir rprbna Aa ce KoHTpoJrr,rpa (ax. rovxa 4.4).

I'InayuupaHllTe or AI{yperHIIH xl{rloK:urn.eMvr. H xvfloMafHe3HeM'r ca [peAnocraBKa 3a rroreHrluzurH'
KapAHoroKcHrIHu e$ercru rlpll nplreM Ha AnrvlTaJrvrcoBkr IJTHKo3HAH vr aHTr,rapr,rrMr,rr{Hg cpeAcrBa.
flpenoprvoa ce nepuoAur{eH KoHrpon Ha cepyMHH s. t<utuit Koraro AKPyKC nJrroc ce npunara c raKr.rBa
JIeKapCTBeHH npOAyKTH' KaKTO It cbC cJIeAHIITe neKapCTBeHH [pOAyKTn, KOIITO Moxe Aa npeAr,r3B[rKaT
torsades de pointes:
o AHTI{apI'ITMHT{HH npoAyKTI,I or KJIac Ia (nanp. xvrHyrAytH,xHApoxr,rHHAHH, AH3onnpaMHA)
o Anrnapl'ITMlrqHn [poAyKTI,I or KIIac III (uanp. aMHoAapoH, coraJroJr, go$erunug , u6yrunua)
o Hsxou aHTI'Inc[xorI{LIH (Hanp. THopr,rAa3HH, x;rop[poMa3aH, JreBoMenpoMa3HH, rpuQnyone pa3vH,

II[aMeMtBI'IH, CyrnvpvrL cyJITo[pH.4, aMr,rcynnpHA,'fylanpn!., rrr,rMo3HA, Xi]nonepHAol, gponepr,r4ol)
Apyrn (Hanp. 6enpu4ul, qIr3arIpHA,4u$eirrauun, epuTpoMar-luu i.v., xanoQanrpnH, KeraHcep[H,
MH3oJraCTHH, neHTaMr,rAHn, cnapQloKcarlHH, repSeuaAnn, naurauuH i.v.)

o6parlrr'ro [oKaqBaHe Ha KoHlleHTpaqnr,rre r,r roKcur{Hocrra Ha rturufi e AoKrraABaHo trpn eAHoBpeMeHHo
rIpI4JIoxeHlIe Ha nuruit c arrxu6nropu Ha aHrnoreH3uH-KoHBepruparqn{ eH3HM (ACE) vrIt7
xHApoxJloporld,a3l'1,D,. lloAo6en e{exr Moxe Aa ce Ha6lrc4aBa H rrpu eAHoBpeMeHHa ynorpe6a c AIIpA.
rlpuloxeHaero Ha KaHAecapraH H xr,rApoxJroporr,ra3nA c IrvrvreBv npoAyxTr.r He ce nper1opbqBa. Aro
npuno)KeHl'Iero Ha rasH KoIu6uHaIIH.fl ce oKa:re ueo6xo4unao, ce npelopbqBa BHHMareJreH KoHTpon Ha
cepyMHara KoHr{eHTpauus. ua nurui,t.

Kou6nuupaHara repanus c AIIPA H HecreporAHu nporr4BoBb3narrrreJrHn cpeAcrna (HCfIBC) (Hanp.
ceJIeKrlIBHI'I COX-2 nnxu6nropu, arrerHJrcarJrnrlr.rnoBa KuceJrHHa (> 3g/aeu) r,r HeceJreKTunnu HCIIBC),
Mo)r(e Aa orc.na6u aHTr4xnrrepreH3nBHufl, e$exr.

Kaxro npr'r ACE uuxmluropure, eAHoBpeMeHHoro npunox(eHne na AIIPA n HCIIBC Mox(e Aa AoBeAe Ao
noBI{IrIeH pHcK or BJIoIrIaBaHe Ha 6r6peuuara Qynxqur, BKrrror{HTeJrHo Bb3MoxHocr 3a norBa Ha ocrpa
6r6pe'rna HeAocrarbqHocr H noBurrraBaHe HHBoro Ha cepyMHut rcuuit, oco6euo rrptl narrgeHTr,r c
rIpeABapHreJIHo HapyueHa 6t6pevHa $ynxqu.fl. KoM6uHaWflTa rpr6na Aa ce npunara c noBnrueHo
BHnMaHHe' oco6eso npH nauneHTu B crapqecKa Bb3pacr. llaqueHrure rpx6ra Aa 6rAar [oAxoArrqo
xr,rAparr,rpaHu u rpx6ya Aa ce lrMa rrpeABr,rA KoHTpoJrr{paHero Ha 6r6peunara SyHrcqrar cJreA 3anoqBaHe Ha
cbnbrcrBalrla Tepanr4s., KaKTo H nepaoAurrHo cneA ToBa. fivryperuuunxr, Harpr{yperflqH]rrr kr
aHTI'IXHnepreH3I,IBHI4tr eQercru Ha xuApoxJroporua3r,rA HaMaJrrBar flpu ynorpe6a Ha HCIIBC.

A6cop6ur.rara Ha xI,IApoxJIoprH{BrrA ce rrorr.rcKa or Korecrurrolt vrnu xonecrr{paMgH.



3r*ffi#;ffiffipn3,palqure 
MycKyrIHH perlaKcaHrr'r (Hanpauep ry6orcypapran) uoxe aa6r4eycr.rrreH

Taasu4uure Alryperl'qu Mox(e Aa ,roBl.urar H,B,',ra Ha cepyMH ut xuguit B psynrar Ha HaMzureHaeKcKpeqns' Axo e ueo6xo4nuo Aa ce npeAnl',ue xpaHureJrHa go6anxa, cbAbp)Karrla xarqufr r{Jr}r BuraMuH[" uusata sa rcaluufi rpa6ra 4u 
"" 

*o"tponupar H cborBerHo e seooxoAr,rMo KopeKrrr{, Ha Ao3ara..

XznepmuxeMur{H}rrr e0err na 6era-6loKepaTe 14 AHa3oKckrA Mo)Ke Aa 6rge yculeH nprc ynorpe6a uaTI/A3I,'.AH.

AnrnxolzHeprurqHr,rre cpeAcrBa (Hanp. arponrrH, 6anepu4en)
TI{A3I,IAHHTE ALryPETVII\U qPE3 HAM:UI.'IBAHE HA CTOMAIIIHO-qPEBHHC
Ha cToMaxa.

Moxe Aa noBarrrar 6nonaluqgocrra Ha
Morr,rJIHTer u za6asgHe Ha [3npa3BaHero

BtsMoxHo e rkra3'A*wre AI4yper[IrH Aa rIoBI','ar p'cKa 3a pa3BHTr4e Ha He)KeJraHH peaKqu' rrp' npr{eM HaAMAHTA,AHH.

Tuasu[ure Mo)I(e Aa HaM:uItr 6r6peuuara eKcKpequs Ha u'ToroKcnr{HLr JreKapcrBa (uanp.
uuruo$oc$aMr'rA' Merorpexcar) v Aa y c'rrflT TexHH.s M uenocynpec r{BeH e$exr.

oprocratruHara xl4noroHl'l.s Moxe Aa ce Bnorlv npv eAHoBpeMeHeH npr,reM Ha ulJrKoxoJr, 6ap6r,rrypar vr v'rrraHecTeTr,Iqn.

JIe'{eHI'Igro c rna3HAHr4AI{yperI4tIH Mo)Ke Aa Hapyruu rJrroKo3H'r roJrepaHc. Moxe Aa ce Hanox(r.r KopeKrlr'Ha Ao3ara Ha aHTuI,ilaoetHltre JIeKapcrBeHH rlpoAyKTr,r, BKrrroqr,ITeJrHo HHcyJrHu. Merdopna", ,p"6"u au-""[pI{JIara c noBUIIIeHO BHHMaHI{e nopaAl'r pHcK OT pa3BHTr,re Ha JraKToaqr,rAo3a, r4HAyqHpaHa or eBeHTyrurHa6l6pevua HeAocrarbqHocr cB6p3aHa c nprleMa Ha xr,rApoxJroporr,ra3uA.

Xuapoxnopruasvr\ Moxe Aa AoBeAe Ao noHrDKeH aprepuaneH orroBop KbM Ba3onpecopHr{Te aMvH, (uaup.a4peHalan), Ho He Ao creneH, qe Aa ce r,r3KJrroqH xarrepreH3r,rnen e$errr.

Xnapoxnopruasvl Mo)Ke Aa yBeJIHqH pr,rcKa or ocrpa 6r6pevna HeAocrarrqHocr, oco6eHo npg ynorpe6a
Ha BHcoKr,r Aogr,r ftoAcrAbpxauln KoHTpacrHa BeulecrBa.

E4nonpeueHHoro JIer{eHHe c III'tKJIocnopr,rH Moxe Aa rroBr,r,,,fi p'cKa or pa3BHTHe Ha xr,rnep ypuKeM's, uycJroxGeHr{r oT Tr,r[a Ha rroAarpa.

E4uonpeueHHoro JleqeHue c 6anno0eH, ar'ruQocrlrH, rpr{qu*ilu'"H aHTr{AelpecaHTH HrH HeBpoJrenrr{qlr
Mo)I(e Aa AoBeAe Ao noreHIIHpaHe Ha aHTr,rx[nepreH3nBHnr eQercr u vl1yr]upaHe Ha xgfloroH'r.

4.6 Bpeuennocr n Kr,pMeHe

Epe.nteuuocm

Auzuomeusuu II P eqenmopuu Aumaeouocmu (AIIpA)

EnuAeuraororrrrHr{Te AaHHH no orHorrreH'e Ha pr.rcKa or reparoreHHocr cJreA eKc,,o gur\r4fl na ACE
anxu6atopt' npe3 nbpBI'It rpuMecrbp o'r 6pervrenHoc'.ra He ca KareropuqHr,r; Ho JreKo rroBgrrreHge Ha pr,rcKa
He Mo)Ke Aa 6rle H3KJIIoqeHo' floxaro JII{[cBar KoHTpoJr]rpaHH erruAeMr,roJror[qHn AaHHn no orHorrreHr4e HapI'IcKa or ynorpe6a na AIIPA, Mo)Ke Aa cblrlecrByBar cxoAHH pr4cKoBe 3a ro3H Kjrac JreKapcrBeHr,r npoAyKTH.
ocseH arco npoAbJDKHTeiIHara ynorpe6a na AIIPA He ce '..rura 3a H3KJrroqHTeJrHo neo6xoAzua,
naqueHTKlITe nnaHl'Ipaulu 6peuennocr rpr6na Aa rlpeMl,rHar Ha uurrepHaruBHo aHTnxunepreH3gBHo

Ynorpe6ara
Ynorpe6ara
4.3 u 4.4

ua AIIPA He ce rpenopbqBa
Ha AIIPA e npornBonoKa:laHa

rrpes nbpBrrr rpzMecrbp or 6peueHHocrra (sN. roqxa 4.4).
npe: Bropr,rr u rpernfl rprrMecrbp or 6peueHHocrra (ox. ToqK[



JleqeHue' Koero e c ycraHoBeH IIpo$Hr Ha 6e3o[acHocr 3a ynorpe6a tro BpeMe Ha 6peMeHHocr. flp,nAoK'BBaHe ua 6peueuHocr, Jler{eH,ero c AIIPA rpr6aa Aa 6rAe Heea6asHo npeKpareHo 14 aKo e noAxoA.f,rrloAa ce 3anoqHe anTepHaTHBHa TepaflHfl.

f:::::::.,::.: "::"3'ttlnr1ua 
AIIpA_rpe3 Brop, Lt rperr4 rp'Mecrbp ua 6peuennocra BoAr.r Ao

3""ffi:::,:T":'-*1-:-:r-1::y.T"\:,y:p"""u'6v"*u;;;"#;;;;"""#T##""H:#;";;;, ;;#;;;;;',i,"";.J:";;iH1
rorrra 5 ?\roura 5.3).
flpa encnosv\ufl' c AIIPA 

,cneA Broplts rpvMecrbp o'r 6penaeHHocrra ce [peropbrrBa npoBex(AaHe Haynrpa3ByKoB KoHrpoJr na 6r6peunara $ynxquq H qepena.
Ee6e'ra' quI'ITo uafixn ca flpueM{ulra AIIPA rpr6aa au 6raut BHr,rMareJrHo ua6.uro4anaHg 3a xgnoronnx (nx.cbrrlo rorrKn 4.3 u 4.4\.

Xudpoxnopomuasud
Crulecrryna orpaHl'rr{eH onvr c yuorpe6ara Ha xr,rApoxJroporua3r,rA no BpeMe Ha 6penaeHuocr, oco6eno npe3''pBr'r rpr{Mecrbp. flpoy.roanu flra ilp' }r(HBorH}r ca HeAocrarbr{H'.
Xu4poxnopr%a3v[[peMHHaBa nnalreHTapHara6apuepa. Brs ocHosa Ha {apuaKoJrorflrrHg, MexaH,n3'5M HaAeficrnue Ha xHApoxJIoprHa3I'tA' ynorpe6ara My no BpeMe Ha BTopr{r r,r rper'r rpr{Mecrbp Moxe Aa u3JroxuHa pHcK SerouaqeurapHara nepQysna H Moxe Aa AoBeAe Ao HeoHaraJrHn e6exrn Karo )r(bJrreHsqa,
HapyureHn r Ha ereKTpon laTnyrfl, 6alaHc u rpou6oqzrorreHur.
Xr'r4poxnoporua3uA ue rpr6na Aa ce npuJrara rrpn ororp no BpeMe Ha 6peuenHocr, recrarlsoHHa
xl{nepToHHf, IIJII'I [peeKIIaMncHt, nopaAI'I pllcK oT TIoHI,DKeH IUIa3MeH o6eu u [narleHTapHa xunonep$ysu.a,
6es 6naronpucreH e$exr Bbpxy xoAa Ha 6olecrra.
Xu4poxnoporlra3l'IA ue rpr6na Aa ce nppuara npu eceHrrn:urHa xuneproHr,rr npu operrrenHlr xeH14, ocBeH B
PEAKI,I CNYqAId KOIATO HE MOXE AA CE IPI,IJIOXII HLIKAKBO APY|O IEqEHHE.

Kupueue

Aueuomeasuu II P e qenmopHu aHmqz oHucmu (AI IpA)
Trfi xato H.f,Ma HaJIHrIna r'ruQoprvra\vn 3a ynorpe6ara Ha AKPVKC rurroc no BpeMe Ha KbpMeHe, AKpyKC
tlJIIoc He ce npenopbqBa) a ce [peAnoqHTaT aJITepHaTHBHH neKapcTBeHH npoAyKTH c no-go6pe ycTaHoBeH
npo$rnn Ha 6esonacHocr rrpla KbpMeHe, oco6eHo rrpn KbpMeHe Ha HoBopoAeHo HJrH HeAoHoceHo .4ere.

Xudpoxnopomuasud
rlpa xopa xI'IApoxJIoporHa3HA ce eKcKperapa B KbpMara B ManKH KoJrur{ecrBa. TuasuAure B68 BycoKr,r Ao3n,TIpeALI3BI'IKBaIIIH I'IHTeH3HBHa Al{ype3a, Morar ga uuxu6upar o6pasyraHero Ha KbpMa. I4gnorgsaHero Ha
AKPyKC rurrcc no BpeMe Ha KtpMeHe He ce npenopbqBa.

4.7 EQercrn Bbpxy cnoco6nocrra ra uroQnpa'e rr pa6ora c MarrrrrHrr

Harraa npoyuBaHufl, ua eQexrure Bbpxy cnoco6uocrra sa uroSupaHe u pa6ora c Marxr,rHu. flpu ruoSNpaHe
ulu pa6ora c Malur,rHr,t rpa6aa Aa ce r,rMa [peABr,rA, rre 11o BpeMe Ha Jrer{eHr,re c AKpyKC .rn16" 

"o*l 
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""na6rrcAasar 3aMzurHocr Hnlr yMopa.

4.8 Hexelanu neKapcrBenu peaKrl[r

B noHrpoltlpaHH KIIHHI'IqHI{ npoyqBaHua c KaHAecapraH r.IaJreKcernn/xu4poxloporua3v1, Ha66oAasaHr,rre
HexeJIaHH peaKLIru ca 6unu JreKH H [pexoAHr{. Crryrvanre Ha orrraAaHe Ha rrarIHeHTH or Jrer{eHgero nopaArd
trojEBa Ha He)I(eJIaHu cr6urug ca cbc cxoAHa qecrora B rpynara naqueHTlr Ha Jrer{eHue c KaHAecapraH
IlnJleKcerr'r,Jrlxl,r4poxloporua3vr[(2,3 - 3,3yo) vrra3r sa maue6o (2,7 - 4,3o ).

B xlnsuqsH npoyqBanus, c KaHAecapraH rluJreKcerwt/xugpoxnoporaa3aA, HexeJraHure peaKrlr.rn ca
orpaHl{qeHH Ao raKI4Ba, 3a KoHTo I'IMa no-paHsu cro6uleHufl npr KaHAecapraH rlaJreKcerun u/u1u
xHApoxJroporua3nA.

B ra6luqara [o-AoJry ca
KJII,IHIITIHI,I NPOYqBAHII.q I/I

rrpeAcraBeHr,r He)r(ejraHr{Te peaKrlHr,r IIpu flpueM Ha KaHAeCapraH Irr{JreKcerr4Jr B
oT [ocrMapKerLIHroBI'It onnr. B c6open aHaJIIt3 Ha AaHHIdre or K,rr{HnqHrire



npoyr{BaHHr rrpH rraq[eHTH C aprepHarHa xr4neproHtrr,
rIr4JreKceTHn ca AeQHHxpaHr.r c[opeA qecToTa Ha Bb3Hr,rKBaHe
HaABr,r[raBaula c noHe 1olo qecrorara [pH npHeM sa rnaqe6o.qecrornre s ra6rl'Iqlrre s r.4.8 ca: MHoro vecru (> l/10), uecrra (> 1/100.4o < 1/10), Heqecrr.r (> l/l 000ao < l/100), peAKu (> l/r0 000 ao < 1/l 000), MHoro peaxu (< r/10 000).

HexeJraHIlTe peaKrlr,ru KbM KaHAeCapTaH
IIpH npr,IeM Ha KaHAecapTaH rlr{,JreKceTrrJl.

Cncrenro-opraneH Knac rfecrora Hexelana peaKrlrrs

rnqrEKr{1114 u l4HpecTaIIHH r{ecro Pecnnparopua nuQexqnx

Hapyuennr Ha KpbBTa u lururQHa,ra
CHCTEMA

Mnoro psAKo Jlesroneuzr, HeyrporreHnr I4
afpaHyJrorlHro3a

napyureHr,rf, na uera6olvaua vr
xpaHeHeTO

Msoro prAxo XuuepnalueMar, xano HarpveMulr

napyureHr.rs Ha HepBHaTa cI4CTeMa tlecro 3auagnocr/cBeroBbprex, maro6olz-

Pecnuparop Hr4, I pr AHvr H
MeAr.racTHHiUrHH HapylueHriq

Msoro prAKo Kaurrtuua

CrouaruHo-qpeBHr,r HapyrueHufl Muoro psAKo I-aAeue

Xenaro-6ul uaplau HapyrxeHr,rt Msoro prAKo flonauresn croftsocrv sa sa
vepHoapo6n[Te eH3HMr,r, HapyureHa
qengonno6rrA drvrrrcrrao unu va'arr'

HapyuleHur Ha Koxara r{ norKo}r(HuTe
T'bKAHII

Mnoro prAKo AsrnoeAeu, o6pnn, yprvKapve, ctp6ex

Hapyueuua Ha MycKyJrHo-cKeJrerHara
cr,rcreMa H cseAHH[TeJIHaTa TbKaH

Maoro prAKo Eo.uxu n rrp6a, aprpurrrrfl,, Mneur:va

Hapyruenur na 6r6peqnre r,r [rKoqHHTe
II5TI,rrqa

Msoro prAKo 6t6peuuo yBpexAaHe, Brurroq[TeJrHo
6l6pevHa HeAocrarbr{Hocr npr
npeApa3nonolKeHn naq[eHTH (nx. roqrca
4.4)

B ra6.rruqara no-Aony ca npeAcraBeHn He)KeJraHHTe peaKrrun rrpn
o6nrcnoseHo B Ao3a or 25 mg uJrH [o-BHcoKa

MOHOTepanHs c xr,rApoxJropoTr,ra3HA

Cncreuo-opraHeH rcJrac rIecrora HexelaHa peaKrlrrfl

Hapyruennr Ha KpbBTa u mluQuara
CHCTEMA

PsAxo JIerrconeHul,
HeyTporreHHr/arpaHyJrorlr,rTo3a,
rporvr6oquroneHHr, arrJracTHqHa aHeMr,r.f, ,
KOCTHO-MO3bIIHa cynpecl4rl, XeMOJII4THT{Ha
aHeMu.s

HapyrueHar Ha r,rMyHHara cncreMa PqAKo AuaSunaxrnqHlr peaKrrlru

Hapyueunr ua uera6ol :a3wa vr
xpaHeHeTO

rlecro Xunepunxeuur, xuflepypr,rKeMls,
eJreKTporr,rrew auc6ananc (nurcunrenro
xunoHaTpneMlafl, Vt xunorcalr[eMu.s)

IIcHxz.{Hr.r HapyureHut PsAxo HapyrueHr,rr Ha cbHr, Aenpecun,
6esnoxoftcrso

HapyureHnr Ha HepBHara cucreMa 9ecro 3auasuocr/cBeroBbpre)r(

Pr4xo llapecresur



'3a6orssaH[r Ha oqure Pxgrco flpexogHo 3aMbrJreHo BluqrlaHe

CrpAevHu HapyureHr.rt PsAno CrpAevun apvrrMun

Cr4onn HapyuteHr,rt Heqecro Oprocraru.rHa xr,rnoroHut

Psaxo HexpornueH aHrvrur (nacrcylur, no^"H
aacrcylnr)

PecnuparopHH, rpbAHH rn
MeAHaCTr,rH{rnHr,r HapyureHHt

PsAro Pecnnparopen Ancrpec (nxnrovnrelHo
nHeBMoHr.rT n 6eno4po6eu orox)

Ctonaaruso-rrpeBHr,r HapyureHr.rll Heqecro Auopexcua, Irnnca Ha afIerI,IT, croMalxHo
ApSHeHe, Auaprdr, 3afreK

Px4xo flaunpearur

Xenaro-6ul HapHu HapyrxeHut PqAxo Xurrenxrla (nnrpaxenara.nHa
xoJrecrarnqHa xuresuqa)

HapyureHur Ha Kor(ara H
IIoAKo)(HHTe TbKaHr,r

Heqecro O6pun, yprvKapr4t, peaKulrn Ha
$orovyrcrnHTeJrHocr

Pr4xo Toxcuqna enr4AepMaJrHa HeKpoJrH3a,
noAo6upl Ha nynyc epuTeMaro3Hr,r Ko)r(Htr
peaKrIHH HJrH peaKTHBHpaHe Ha KO)r(eH
CPI,ITCMATONEH JIVITVC

HapyrueHur Ha MycnynHo-
CKEJICTHATA CUCTEMA H

cbeAr,rHuTeJrHaTa TbKaH

Prgno MycxylHu crrrtsMlt

Hapyulenur na 6r6pequre n
N}IKOqHIITE IbTI,IIUA

I{ecro fruoxosypll.r

Pxgxo Er6pevHa HeAocrarbqHocr 14
HHTepcrarrnales nedpnr

O6rqH HapyureHur n eSexra ua
MrcToTo Ha IIpHJIOX(eHHe

r{ecro Cna6ocr

Prgro lloaInrueHa reMneparypa

I{scle4aanur 9ecro IosnureHr,r crofinocrra Ha xoJrecrepoJr H
rpHHrr,rqepHAr,r

P14no flosurrreHu crofinocrlr Ha a3or B
KpbBHara yper (B[IN) v cepyMHr.rt
KPEATI,IHHH

4.9 lfpe4orupane

Cun'tnmoau
Btg ocHosa ua Qaprr,rarcoJlorasHu Sarropu e BeporrHo ocHoBHara rrporBa na6roAasaHa npr [peAo3]rpaHe c
KaHAecapraH I{HJIeKcerwt Aa 6r4e cvMnroMaruqHa xr{rroroHufl, u 3aMrurHocr. B unavtsugyarHu AoKraA7 sa
npeAo3[paHe (lo 672 mg KaHAecapraH IrI,IJIeKcerur), Bb3craHoBrBaHero Ha naqueHTure e 6ulo HopMaJrHo.

OcHosHara [potBa Ha npeAo3npaHe c xaApoxJroporva3vle ocrpa BoAHo-eneKTporurHa eary6a. Cuunrour,r
KaTo 3aMaf,HocT' xHnoToHHt, )KiDK,4a, TaXHKapAI,It, KaMepHr{ apynunvq ce4upane/napyrxeHo cb3HaHr{e H
MycKyJrHH crra:,Mr{ cbrrlo Morar Aa 6arar na6ffo.4asaHu.

Koumpon
H.rua cnequQr'rvHa aHQoprraaqus 3a JleqeHr.re Ha rrpeAo3HpaHe c AKPVKC rrJrroc. Brnpexn ToBa, B ctryuait
Ha npeAo3HpaHe ce npeflopsqBaT cJreAHr,rTe MepKH.

flpu nora:aHur, rpr6na Aa ce npeAI,I3BuKa noBpbrrlaHe vrru Aace HanpaBH croMa[rHa [poMr{BKa cKopo cJreA
ilpl'IeMa. IIpu no.nea Ha cI,IMrIToMarvrtHa xr,rrroroHus, rpx6na Aa ce [pnnoxn rroAAbpxalqo JlerreHr4e n Aa ce
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5.t

KoIITpoJII'Ipar )I.''3HeHIare rIoKzBareJIIr. flaqaennr rpa6na Aa ce [ocraBu B JrefHiuro rroJro)r(eH'e no rpr6 cTIoBAI{rHaru KpaKa' AKo rosa He e aocrartvno, rp.r6r a Aa ce HanpaBH unsysux 3a yBenr,rqaBaHe HaIUIa3MeHr{rr o6eu, nanpr,rMep c H3oroHHqeH Qnruonorr.rveH pa3TBop. Tpr6ea Au 
"" 

,r"rr*aBar cepyMgr,rreeJTeKTpOJTHTH U aflKaJIHO-KHCeJTI'IHHOTO Cbcro.f,HHe v rlpLt neo6xo4uuocr ila ce Kopr{r[par.
cunanaruxoM[Mer'rrH' JIeKapcrBeHn rIpoAyKTr. Moxe Aa ce [puJroxar, aKo fope[ocoqeHure MepKr{ He ca
AOCTATbqHH.

Kan4ecapraH He Mo)I(e Aa ce orcrpaHu or opraHrrcMa r{pe3 xeMoAvraJrt3a. He e ugsecrHo Ao KaKBa creneHxr,rApoxnopTua3vr4 ce oTcTpaHrBa qpe3 xeMoAltaJrH3a.

OAPMAKOJIOTIqHII CBOfr CTBA

Oaprrarog[HaM[rrn[ cnoft crna

@apuarcorepafleBTl4r{Ha rpyna: Anrl,IorensHn II asraroHkrcrv+ ALryperuwr,ATC roa: c0gDA06.

AsruoreuguH II e .nasuatr Ba3oaKTHBeH xopMoH Ha c'creMara peH'H-aHr'oreH3'H-anAocrepoH n nn..pae
pont B naroQusnolorHtra Ha xnneproHnqra, cbpAeqHara HeAocrarbqHocr n Apyru cbpAer{Ho-cbAoBr,r
sa6orssaHl'Ic. Toft ctulo raKa I'IMa poJlf, B naroreHe3ara Ha xr,rneprpo4urra r y"pl*aurero Ha rpafiHare
opraHH' ocuonsnre SnsuolorxuHn eQexrn Ha aHfr.rorengan Ii xaro 

"unp"r"p 
Ba3oKoHcrp vrKrlvrfl,,

crI'IMyJII'IpaHe Ha aJIAOCTepoHa, peryn[paHe Ha BOAHO-COJreBara xoMeocrrBa u crvrMylrkrpaHe Ha KJrerbqHHrr
pacre)r( ce MeAr,rapar or rr,rr I (ATt) peqenropr,r.

KaugecapraH e npeAJleKapcrBo, Koero 6rpso ce npeBpbrqa B aKTHBHoro JreKapcrBo KaHAecapraH qpe3 ecrep
xI,IAponH3a npn a6cop6ulrr or croMarrrHo-r{peBHr.r, TpaKT. KauAecaprall e AIIpA, ceJreKTr,rBen sa ATt
pelrenropH' cbc cHJIHa Bp63Ka H c 6asHa Aucoqnal{Ht or peqerrropa. IluncsaaroHtrcrnqHa 4efiuocr.

Kan4ecapraH He BJrHr€ HaACE vxru HaApyrH eH3r,rMHr4 cr,rcreMr, lt o6nrcHoseHo ce cBbp3Ba c yrrorpe6ara sa
ACE unxr'r6HTopld. MalHo BepotrHo e AIIPA Aa 6r&ar cBbp3aHu c no.sBara Ha cyxa KarrrJprqa, .mft naro
HtMar e$exr Bbpxy pa3[peAeneHl,Iero Ha Kr,rHrrHHTe ]rJrn Bbpxy tvrera6orllsM u ,i tpyry BeqecrBa, Karo
HarlplrMep BelrlecrBo P' B rcoHrponnpaHl{ x;flLTHLTnHH [poyqBaHur, cpaBHrBarqlr KaHAecaprag rlr.rJreKcer[Jr c
ACE r'rnxn6uropu, qecrorara Ha cyxa KaIxJII,rqa e [o-Hr,rcKa npa ,'aqueHTH, rrpreMarrlr{ KaHAecapraH
III'IJIeKoerI'IJI' KaHAecapraH He ce cBbp3Ba u ue 6aonupa Apyru xopMoHiurHr,r peqenrop vr vrJrv fionuu KaHaJrr,r,
3a KoI'ITo ce 3Hae' qe ca Bir)KHH B cbpAer{Ho-cbAoBara peryJlaqu{. AHraroHusrurr na ATI peqenropgTe BoAri
AO AO3O3aBHCI'IMO yBeJIFIeHHe Ha nJra3MeHOTe HHBO Ha peHHH Lr Ha HrABara Ha aHrHOreHgr.rH I r,r
aHrHoreH3HH II, xarcro I,I Ao noHI,DKaBaHe KoHIIeHTparIatra Ha rura3MeHHq zurAocrepoH.

EQextme or rplteM Ha KaHAecapraH IIHJIeKcerlrr 8 - 16 mg (cpe4na losa 12 mg) negurx AHeBHo Bbpxy
cbpAeqHo-cbAoBara ga6onesaeMocr I,r cMbprHocr ca orleHeHr,r B eAHo paHAoMr.r3HpaHo KJrr.rHr{rrHo npoyqBaHe
c 4 937 raureHru B crapr{ecKa Bb3pacr (nlspacr 70-89 roar,rnu;21%o 

"u "".pu"i 
80 roAnnu unu noneve), c

JIeKa Ao yMepeHa xl'IneproHHt, [pocneA.f,BaHlr cpeAHo B npoAbJrxeHHe ua 3,7 roAHHr,t (IlpoyvnaHe ra
pa3no3HaBaHe H nporHo3upaHe rrpu rrarlueHTn B crapr{ecKa Bb3pacr (Study on COgnition and prognosis in
the Elderly)). flaqueurnre ca floryr{aBaJrn KaHAecapraH rruJreKcerr,rn nlu n.naqe6o, Karo npr,r neo6xoAr{Mocr
e 6nlo Ao6asqHo H Apyfo aHTI,Ix[[epreH3HBHo JreqeHue. KprnHoro Hzur.rrraHe ce e [oHr.Dr(r{Jro or 166/90 ua
145/80 mmHg B rpyrara c KaHAecapraH I,r or 167/90 Ao l4gl82 mmHg B KoHTporrHara fpyna. He e 6una
Ha6ffo.4agaHa craracruqecKrr 3HaqHMa piBJrr,rKa B nbpBlrqHara xpafiua roqKa H foJreMH cbpAerrHo-cbAoBrr
c's6vnus (*pgevno-cbAoBa ga6orsraHnf,, HeQaraleH HHcyJrr a ne$ara-uen uHQapxr ua uuoxap4a).
Ha6rloAasauu ca26,7 cr6wrus. Ha I 000 naqneHr-ro4vrHr B rpynara c KaHAecapraH cpeqy 30,0 cs6urus
ua 1000 raqlIeHT-ToALIHLI B KoHTpoJrHara rpyna (ornocnreleH pr.rcK 0,8g,gsyo CI0,75 ab 1,d6, p = 0,19).

Xugpox;roprua3vl uwxu6upa aKTHBHo HarpueBara pea6cop6qnr rJraBHo B At4crzrrrHure 6r6peuaury6ytuu
ycunBa eKcKpelusra ua uurpuit, xJlop H no4a. Er6peqHara eKcKperl[r na xalufi u NaarHesr,rfi ce [oBr{rrraBa
Ao3o3aBItcHMo' AoKaro pea6cop6qusra Ha ralqxfi ce rroBrc[raBa. XnApoxloprr,rirr.rA noHr{xaBa rurrutMeHut
o6enr u eKcrpalleJrynapnara rer{Hocr, rroHH)KaBa cbpAerrHur Ae6ur nunao r,r KpbBHoro ualxrane. flpu



Aslrocpor{Ha TepanHr,
KpbBHOTO H:Ur.sraHe.

HaMZlJr{BaHeTO Ha flepn$epHoTo CbnpoTHBJreHue

folen'ru KIII''HI,I.IHI' npoyqBaHl,It ca noKa3aJrl{, qe flpoAbJrx(r,rreJrHoro
HaMturrBa pr,rcKa or cbpAer{Ho_cbAoBr,r ga6onxsaHr,rs lr cMbprHocr.

Kan4ecapraH r x'ApoxJr oprna3,r' H.'ar a*nrvrBeH aHTHxr,rlep3eHT[Ben eQexr.

rlpu naqneHTH c x'rleproH's, AKPyKC ,,Jlroc BoAn go esunacuo Lr AbJrrocpoqHo noHuxaBaHe HaapreplrirJlHoro KpbBHo HttJlcraHe 6es pe$-rrexcHo noBl,r[raBaHe Ha cbpAeqHus pnrbM. Hxua 4annu :acepso3Ha unu rcpaitua xnl]oroHnr npr rlplaeM Ha flbpBa Aosa, uIrH HrrKaKbB BHe3aneH eQercr npunpeKpartBaHe Ha JleqeHneto. Asruxa[epreH3l,IneH e$exr BI3HHKBa o6nrcnoaeno B paMK]rre ua 2 uaca cte.upueM Ha eAHoKparHa Ao3a AKPyKC IIJItoc. IIpu npoAbnxaTeJrHo JreqeHge, safi-cr,uen
aHTrxunepreH3HBeH e$exr ce Aocrllra B paMKI,ITe na 4 ce4unqr,r H ce noAAbpxa Aopr,r 11pE AbjrrocporrHoJreqeHI'Ie' AKPyKC nJIIoc AaBaH BeAHb)K AHeBHo ocfiryprBa e$exrunHo 

" 
pu""or"pHo noHr,u(aBaHe Ha

KpbBHoro H:urtraHe 3a rIepHoA or 24 uaca, c MurnKa p:BnEKa MexAy e$erra rrpa MaKcr{M aJrlara u npu aaft-
HacKara KoHIIeHTpaqut B paMKHTe Ha HHTepBaJra Ha rrpHnarase. B 4roftuo cJrrlo paHAoMH3HpaHo
npoyrlBaHe, [pHeM sa AKPVKC nnrcc 16 mgll2,5 mg BeAHb)K AHeBHo rroKzBBa rroHr{xaBage Ha KpbBHoro
HaJLf,raHe B 3HaqHTeJIHO rIO-roJItMa creneH I,r nocrlrraHe Ha KOHTpOI rrpH 3Har{HMO noBer{e IlaqueHTlr,
orKoJrKoro rona6nnaquf,Ta Jro3apraH/xu4poxnoporva3v150 m{|2,5 -g u"a""^ AHeBHo.

B 4eofilro cJIe[H paHAoMI{3HpaHI'I npoyt{BaHrlr, qecrorara HaHex(eJraHHTe c.s6urun,oco6eno Hrurnqr,rero Ha
KaIIIJIIIIa e 6uta [o-HHcKa rlpll JIeqeHIte c KaHAecapraH rIHneK cervlr/xuApoxJroporr,ra3r,rA B cpaBHeHr{e c
rou6lrHupaHo reqeHae c ACE uHxn6uropra r xrApoxJroporna3HA.

B gne KrI'lHI4t{HH npoyqBaHut (pau4ounsnpaHu, 4nofiHo cJrenu, nlaqe6o KoHTponupaHH c ycnopeAHg
rpynn), BKJITqBaIIIII cborBerHo 275 u | 524 paHAoMI43rIpaHLr naqueHTn, npueM sa rou6uua\wna
KaHAecapraH llrJreKcerunlxuhpoxnoporna3uA B Ao3H 32 mg/12,5 mg u 32 mgl25 mg e .qoBen Ao
[oHHXaBaHe Ha KpbBHoro HaJItraHe cborBerHo c 22/15 mmHg u 21/14 mmHg, Karo rroKa3Ba 3HaqHMo rro-
Br,rcoKa eQnnacuocr or ra3r,t Ha cborBerHHTe MoHoKoMnoHeHTr4.

B pau4olvtlt3HpaHo' Anofiuo cJltno KnI,IHHqHo npoyqBaHe c yclopeAHlr tpytrl, BKlrorrBa[Io I g75
paHAoMI'I3I'IpaHI'I naIIHeHTu sa 32 mg KaHAecapraH rlr,rJreKceraJr AHeBHo, npl,t KoHTo He e nocrrrrHar
oIrrlIM,IJIeH KoHTpoJI' Ao6assHero na 12,5 mg uItH 25 mg xnApoxJroporua3v1 BoAH Ao AonbJrH[TeJrHo
noHmrKaBaHe Ha KpbBHoro HuIJItfaHe. Korrt6nHaprflTa KaHAecapraH rluJreKcerral/xr,rApoxloporuasu4 32
mg/25 mg [oKa3Ba 3HaqHMo rlo-BlrcoKa eSnnacnocr or rona6una\vrfrTa 32 mg/12,5 -g, nuto o6uroro
cpeAHo rroHHxaBaHe Ha KpbBHoro HirJr{raHe e cborBerHo 16110 mmHgu l3lg mmHg.

KangecapraH IrldJleKcerul/xtI4pox-noporn:Br{A noKa3Ba cxoAHa eSenrnnuocr npr{ [arrneHTr,rre, 6es
3HaqeHHe OT Bs3paCTTa I'r rroJla.

Ao[pr4Hacr 3a noHbKaBaHe Ha

JreqeHr4e c xrdApoxJropoTl{rBHl

IlonacroguleM H{Ma AaHHH orHocHo H3noJr3BaHero Ha
[arIHeHTH c 6r6pevno sa6o.nanane lne$ponarul.,

KaHAecapTaH qHJIeKceTI,,UIlXHApoXTopoTHa3I,IA IIpI4
HaMuLneHa neBoKaMepHa $yurqur/ctpAevna

HeAocrarbqHocr H cneA npeKapaH nnQapxr Ha Mr{oKapAa.

5.2 @apuanoxrrHerrrqHHcsoftcrsa

E4uonpeuenHoro rIppLJro)I(eHHe Ha KaHrecapraH rraJreKcerwr u x'ApoxJroporvta3vrl He oKzBBa KJrr,rgr,rr{Ho
3HaqHM eQerr Bbpxy SaprvraxorraHeruKara Ha HHTo eAr.rH or ABara nenapcrBeHn npoAyKTa.

A6 c op6uun u pasnp e d ete uue

Kaude c apmaH quJreKc emuJt
cne4 nepopiuleH [pneM, KaHAecapraH rl'JreKcerr,rJr ce [peBpbrrla B acrr,rBHoro BerqecrBo KaHAecapraH,.
Aocomornara 6uonaluqHocr Ha KaHAecapraH e npu1ruzureJrHo 40%o ctel rptreM Ha rrepopaJreH pa3TBop
Ha KaHAecapraH qHJIeKcerHJr. O'rnocnreluara 6uouutnqHocr Ha ra6lerxnTe KaHAecapraH rI[neKcerHJI B
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cpaBHeHI{e cbc cbIIIut nepopaneH pa3TBop e ilpnlIruskrreJlHo 34%o, c MHofo MuurKa napua6ulHocr.
Maxcnnaaluara cepyMHa KoHIreHTpau{ (C.*) ce Aocrr,rra cpeAHo sa 3-4 qaca cJreA [pHeM na ra6rerxa. C
noBHIIIaBaHe Ha ,Ilo3ara B paMKnre Ha repa[eBTr,rirHHr Ao3oB HHTepBAn, CepyMHara KoHrleHTpaqvfr Ha
KaHAecapraH ce IroBHlIIaBa B lnnefina 3aBHcI,IMocr. Bre QapuarcoxuHeruKara Ha KaHAecapraH He ca
ua6mogarauu pa3rvrl.vrt [opaAH rIoJIoBa rrpnHaAJrexHocr. Ilrtoqra noA KpHBara cepyMHa
KoHlleHTpaqur/npeue (AUC) Ha KaHAecapraH He ce noBJrr,rrBa 3Har{r.rMo or flpneMa Ha xpaHa.

KaugecapraH e cHJIHo cBbp3aH c nJIa3MeHHTe nporeHHlr (> gg%).Bu1u.vrusr o6eu sa pa3[peAeJreH]re Ha
KaHrecapran e 0,1 l/kg.

Xudpoxnopomuasud
Xugpoxnoprva3vl ce a6cop6upa 6rpso or croMarrrHo-r{peBHr.rr rpaKT c a6coryorH a 6uottutu,tHocr or
oKoJIo 70%o' tlpu nornblllaHe 3aeAHo c xpaHa, a6cop6qurra ce yBeJrzqaBa c npu6rnsurenso l5%o.
Enosalnqnocrra Moxe Aa 6rAe no-HHcKa npn naqHeHTH cbc ctpAeqHa HeAocrarbr{Hoar r.r MapKHpaH oroK.

Cnlpsuauero Ha nJIzI3MeHHTe nporer.rHn c xuApoxJroportrirr.rA e upu6mlaurerato 60%o. Bu4urr,rurr o6eu na
pa3npeAeneune e upn6lu3ureJrHo 0,8 l/kg.

EuompaucQoptvtaqun u erutvtuHupaHe

Raud e capmaH qure Kc e murr
KarqecapmH ce eJIHMIIHHpa HenpoMeHeH rJraBHo qpe: ypr,rHara r{ )KrrbqKara, H caMo B MaJrKa crerteH qpe3
qepsoapo6nnr ueta6olusrrvr (CYP2C9). HanuqHare rrpoyqBaHr,rf, 3a B3auMoAeficrsue He flpeAocraBrr
AaHHH sa eQerrnre Bbpxy CYP2C9 r,rrlu CYP3A4. lanuure or in vitro rpoyr{BaHar He rrpeAroJr arar in vivo
ssaHl\aoAeficrBHt c JIeKapcrBeHH [poAyKTr,r, tivltro Mera6orusrM 3aBHcr,r or rlr.troxponr P450 r,r3oeH3]rMuTe
CYP1A2, CYPZA6, CYPZC9, CYP}CL9, CYP2D6, CYP2EI nnu CYP3A4. TepnruHanHurr norry)Kr.rBor
(t) ua KaHAecapraH e npn6ln3uTeJrHo 9 qaca. Hrr'ra uarpyrrBaHe BcJreAcrBHe Ha MHoroKparHH Ao3r,r.
flolyxnaorrr Ha KaHAecapraH (ororo 9 uaca) ocraBa HenpoMeHeH cJreA npr,rJrox(eHne Ha KaHAecapraH
IruJIeKcerlrJI s xoNI6I,IHaur,Ls c xuApoxJroporr,ra]aA. IIpH MHoroKparHo npunaraHe sa xou6uHarlurra He ce
na6lrc4aoa AonbJIHI,ITenHo KyMyJrr{paHe Ha KaHAecapraH B cpaBHeHHe c MoHorepailuflTa.

O6utnsr IrJIa3MeH KJII,rpbHc Ha KaHAecapraH e oKoJro 0,37 ml/min/kg, c 6s6peqeH KJrr,rpbHc npu6lneuremro
0,19 mVmin/kg. Et6pevHoro eJIrMI,IHupaHe Ha KaHAecapraH ce H3BbprrrBa qpe3 rroMepyJrHa $urnpaqux u
qpea aKTITBHa ry6ylHa ceKpeqnt. Cre4 nepopuurHo npr,rJroxeHue Ha MapKupaH c laC ran4ecapraH
IIHJIeKCeTI,IJI , npn1tuzutemto 26%o oT Ao3ara ce oTAeJrr B ypHHara Karo KaHAecapraH n 7Yo rcaro HeaKTr{BeH
ueta6olut, AoKaro oKoJIo 56%o or Ao3ara ce oTKpHBa nrn Sexa-nur,ne Karo KaHAecaprau u l}Yo rca'ro
HeaKTnBeH uera6olur.

Xudpox"ttopomuasud
Xu4poxnoptta3l{A He ce irlera6o.uu3upa fi ce u3JrbrrBa noqrt,t r,r3rlrno B HenpoMeHeH BaA r{pe3 rroMepyrHa
Qunrpaqr.rr u aKTI{BHa ry6ytna ceKpequr. Tepuzua.nunflT t,r. Ha xnApoxJroporr4:BnA e npu6nwzuremro 8
.raca. [IpH6JII,I3I,ITeJIHo 70o/o or nepopiurHara Ao3a ce enranrpftilrpa Ao 48 rraca qpe3 ypr{Hara. florqzxueorur
Ha xHApoxJIoporHa3HA (orcono 8 vaca) ocraBa HenpoMeHeH cJreA npr.rJro)KeHue Ha xuApox;ropornagr.rA B
xou6uuaqufl c KaHAecapraH IIHJreKceruJr. B cpanneHue c MoHorepailvqra, H.sMa AonbJrH[TeJrHo HarpynBaHe
Ha xaApoxJroporuasr{A npu MHoroKparHo nplrJro}r(eHue na rou6nn a\nflTa.

@apuaxoxuuemuxa npu cne\uaruu nonynaquu

KaudecapmaH 4uteKcemw
IIpa naquernl,I B crapqecKa Bb3pacr (> 65 roar,rnu), Cr* u AUC Ha KaHAecapraH ce yBenuqaBar c oKono
50Yo u 800/o ctorserHo, B cpaBHeHI,Ie c MJraAr,r vrHAvtBI1'Avr. Brnpexu ToBa, cJIeA HAeHTr,rqHa 4oea AKPYKC
IIJIIOC IIpH MJIaA]I [aUHeHTz r,r [aqneHTr,r B cTapqecKa B63pacT, peaKrlnsTa Ha KpsBHoTo HaJrrraHe r.r
qecrorara Ha HexeJraHnre peaKrlt4u ca6utut, cpaBHHMrr (nx. rovxa 4.2).

IIpu naqneHru c JIeKo Ao yMepeHo re)KKo 6r6pevno yBpex,qaHe, C.u" H AUC sa KaHAecapraH ca ce
yBenvr{vlrvr npl,r MHoroKparHo npnJroxeHHe c npn6luar,rreJrHo 50%o u 70%o csorserHo, Ho repuuuanuux t12
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He be e npoMeHHn B cpaBHeHHe c lraqlleHTu c HopMarnHa 6b6peqHa SyHKrrxr. clorseruane npoMeHr,r [pr4
naIIHeHTH c re)I(Ka 6t6peuna HeAocrarbqHocr ca oKoJIo 50Yo u I 10%. tepu vHaJrHuflT r12 H4 KaHAecapraH e
6n'n npN6nH3HTeJIHo ABoeH rlpu naIrHeHTI,r c re)r(Ko 6l6peuHo yBpexAaHe. oaprraaxorcuHerr,rKara [p1a
naqueHTl'l Ha.UlIilJIH3a e cpaBHI,IMa C T{t3r,r npn IIaqaeHTI{ C TexKO yBpeAeHa 6r6pevna synxqux.

B 4re npoy'tBaHl.t' Karo I{ B ABere yqacrBar ,,aqxeHTH c JreKo Ao yMepeHo rexKo vepno4po6uo
yBpelKAaHe, ce e ycraHoBI'IJIo rIoBHIrIaBaHe Ha cpeAHara AUC sa KaH.qecaprax c npu6lrcr,rreJrHo 20o/o s
eAHoro npoyqBaHe u c npu6nuzuTeJrHo B\oh s Apyroro npoyr{BaHe (ax. rovra 4.i1. Iluncna oflr,rr [prd
nauueHTr,r c re)KKo vepuogpo6Ho yBpex(AaHe.

Xudpoxnopomuasud
flpu naqueurr,r c 6r6pevHo yBpexAaHe, TepMHHZUT Uutr t12Ha xr'rApoxJropoTr,ra3HA e yAbJrXeH.

5.3 Ilpe4r.nnnnqHrr AaHHn sa 6egonacHocr

B cpanHeHue c oTAeJIHI'ITe KoMrIoHeHTa, He ca 6urn HanpaBeHu KaqecrBeHo H9BH ToKcnKoJror'qHv
orKpHTrIt sa roM6r,rH[paHus. [po,qyKT. B npe4xnr,rHuqHu npoyr{BaHn, sa 6egonacHocr rrpoBeAeHu rrpl,r
MIIIITKII' IUIbxoBe, Kyr{era u }laitnlyr.u, KaHAecapraH 868 Br4coKH Ao3H e noBrurJr Bbpxy 6r6pequre n
[apaMerpl'ITe Ha qepBeHI'ITe Kp6BHI'I KJIeTKI'I. Kan4ecaptaH e rroHH)KHn 6poa Ha qepBeHHTe KpbBHr,r KJrerKr,r
(epurpoquru' xeMofJro6uH, xeMaroKpnr). ZnayqupaHrdre or KaHAecapraH eQercru Bbpxy 6r6pequre (rcaro
pereHepalllrs,, Avlrarauur n 6aso$ufirkrfl Ha ry6ywrce; noBurrreHa nJra3MeHa KoHr{eHTpaqvrs Ha ypefl vr
rpeaTnnutr) Moxe Aa ca nocneAcrB[e or xHnoreH3HBHHr r'ry eQexr, BoAerrI 4o npor""u Ha 6r6peuHara
nep$ysnr. ,{o6anrHero Ha xI,IApoxJIoporr,rrBHA noreHrlnpa HeQporoxcnqHocrra 

"u 
*u"4""upraH. OcseH

ToBa KaHAecapraH I'IHAyIIHpa xldnepllJla3HrlxnneprpoSnr Ha loKcrarJroMepynapHr4Te KJrerKu. Cna.f,ra ce, qe
Te3H npoMeHI'I ce ABJI)I(aT na QapnaaKoJlor[qHoro 4eftctaue Ha KaHAecapraH H KrrgHuqHoro rdM 3HaqeHr,re e
cra6o.

IIpu npaeu Ha KaHAecapraH B Ha[peAHana 6peuennocr ca sa6rrcAaBaHr,r [porBn ua QeroroKcr.rtrHocr.
,{o6aaruero Ha xl'IApoxJloportrl3rrl He npoMeHq 3HaqureJrHo pe3yJrrara or rrpoyqBaHgrra 3a
Qeroroxcl,rvHocr H ToKcnqHocr npu nJlbxoBe, MHrrrKu unu zafiqu (nx. rourca 4.6).

Karro KaHAecapraH I,I xnApoxJloporlta3l,IA ca [oKa3EUIH reHoroKc,qHa aKTr,rBHocr rrp' MHoro Br.IcoKlr
KoHIIeHTpaIruu/[osu..{aHHI,rre or invitro u invivo npoyqBaHur 3a feHoroKcaqHocr carroKa3 aJrvr, qe
KaHAecapraH I'I xI'IApoxJIoporH:BItA Bepo{THo HrMar MyrareHeH rrJrH KJracroreHeH e$err npn Krr,rHr,rqHo
rrpHJro)r(eHr.re. H.sua AoKa3areJrcrBo 3a KaHrreporeHHocr H IIpH ABere BeurecrBa.

Hsua Aasun Ko{To u Aa e or ABere ctcraBKr,r Aa e KaHrleporeHHa.

OAPMAIIEBTIIIIHII NATIHII

Cnncrrc Ha noMoruHrrre BeruecrBa

Harpnen AoKy3ar
Harpnen laypulcylQar
Kapueloaa rcalqnfi
flpexelaruHlrpaHo uapeBnqHo Hnurecre
Xu4poxcr.lnpo nrrJr rlenyJro3a
Jlaxroga MoHoxHApar
MarHegnes creapar (8572)

6.2 HecrsMecrrrMocrn

6.

6.1

Henpl,trtoxnuo



9.

6,3' Cporc Ha roArrocr

l8 ueceqa

6.4 Cnequalnn ycJroBrrfl Ha cbxpaHen[e

Tosn lexapcrBeH [poAyKT He r.r3]rcKBa c,,eqnuurH u yaIroB'fl3a cbxpaHeHr'e.

6.5 .(annn 3a orraKoBKara

PVC/PVdC aID/MI'IHH'B 6rucrep crc 7, fl}, 14, ls, 20, 2g, 30,50, eAHoAosoBa onaKoBra 50xl ra6lerxa56, 60, 84,90,98, 100] ra6nerrcn.

He scaqrcl,t BHAoBe orraKoBKH Mox(e Aa 6r4ar rrycHaru n npo4ax6a.

6.6 Cneqnalnu flpeAfla3urr Meprc[ rrprr yHrrr{orrcaBaue u pa6ora

Fl-rua cnequzurHa a3HcK BaHHg.

7. IIPIITEXATEJI HA PA3PEIUEHIIETO 34 YNOTPEEA

Tena OapuacrornKbJrc Ernrapur EOOI
yl.'oH.B. foror" 15. er. I
Co$us ll24
Furrapnr

8. HOMEP(A) HA pA3pErIrEHr.IETO 3A yrIoTpEEA

AKPYKC 8 mgll2 mg:20100532
AKPYKC 16 mg/25 mg: 201 00533

AATA HA IIbpBO PA3PEIIABAHEnOAHOB.f,BAHE HA
YIIOTPEEA PA3PEIIIEHI,IETO 3A

16.08.2010

10. AATA HA AKTyAJTT{3r.IPAHE rrA TEKCTA

Anptu 2011


