
KPATKA XAPAKTEPI,ICTIIKA HA IIPOAYKTA

1. LrME HA JIEKAPCTBEHT4fl rrpOAyKT

Alercit 5 mg film-coated tablets
A.repuur 5 mg QnlrvrnpaHrr ra6;rerrcn
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2. KAqECTBEII I4 KOJII,ITIECTBEH CSCTAB

ra6rerra ctAbpnca 5 mg JreBorlerr{p[3trHoBAr[xt4ApoxJropr4A (levocetirizine

60,27 mgJraKro3a MoHoxr.rApar 868 Bcf,Ka ra6lerxa .
noMorqHr{Te BeruecrBa rux r. 6.1.

Bcma Sunrr,rupana
dihydrochloride).

IlououqHr,r BerrlecrBa:
3a nlrHprq crucbK Ha

3. JIEKAPCTBEHA OOPMA

Oruunpauu ra6lernn

Belu, ooaruu, 4nofiHous[bxHaJll{ $unrr,rapaHu ra6lgrrn c qaMnoBaHo ,,G" AeJrrlTeJrHa qepra ,,G" or
eAHara crpaHa I'I rnaAKa Apyra crpaHa. Ta6lettara Moxe Aa 6r,qe pasaereHa Ha ABe eAHaKBr{ rroJroBr.rHr,r.

4. IC]II4HKTIHI4 AAIililI

4.1. TepaneBTrrrrnrr troKa3aH[s

CuumouorllqHo JleqeHue Ha aJreprrueH pnHur (nurcuurerHo [epcncrlrparrl aJrepefr{.reH punur) u
xpoHurrHa nAno[aTr,rrrHa ypTnKapr,rfl .

4.2.,{osupoBna tr HaqrrH Ha rrprrJrorr(enrre

Hauwt ua npuaocrceuue
(Dultr,tupaHrre ra6rerrcu rpx6aa Aa ce [pneMar nepopaJrHo, norJrbrqar ce qeJrr{, c reqHocr r{ Mofar Aa ce
rlplreMar c wtu 6ez xpaHa. flpenoprvra ce AHeBHara Ao3a Aa ce [ppreMa Karo eAHa eAHoKparHa Ao3a.

Btspacmuu u toHoun na I2 u noaeve zoduuu
flpenoptunanara AHeBHa Ao3a e 5 mg (1 $unnaupana ra6lerxa).

Ifaqueumu e uanpeduatra sb3pqcm
flpeuoptvna ce aAarrvpane Ha Ao3ara npu [aqpreHTr{ B HanpeAHiura Bb3pacr c WepeHo Ao re}r(o
6l6pevno yBpexAaHe (unx flaquenrn c 6r6peqHo yBpexAane no-4ony).

,Qeqa ua 6b3pacm om 6 do 12 zoduuu
IlpenoprvraHara AHeBHa Ao3a e 5 mg (l {unnar,rpana ra6nerrca).

,{eqa ua 6b3pacm om 2 do 6 eoduuu:
IIpu aeqa Ha Bb3pacr or 2 Ao 6 rogunu He e Bb3Moxrro aAarrrrrpaHe Ha Ao3ara c nenapcrBeHa
Qopua Qulnrupanu rad.nerrcn. IlpenopbqBa ce rr3noJr3BaHero Ha [oAxoAflrrla ra l&guarpr.rno
npflnoxenrre JrenapcrBeua Qopma Ha JreBorlerrrprr3nH.
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Ee6ema u deqa Ha 6b3pacm do 2 zoduuu
IlpaloxeHuero Ha neBorlerr,rpu3r,rH He ce flpurtopbrrBa.

Bozpacmuu naqueHmu c 6t6peuno yepecrcdaue
I4rrrepnalure Mex(Ay Ao3I,ITe rpr6na Aa ae krn[LrBrdAyaJrr{3rrpar B 3aBr{ct4Mocr or 6r6pevnara Sy*r*q"".
I{gnorssafiTe AaAeHara uo-Aony ra6luqa 3a aAamr,rpaHe Ha Ao3ara. 3a Aa ce r43noJr3Ba razu ra1nuga e
neo6xoAzuo Aa ce orpeAenl,I KpearI,IHr{HoB}rr KJrr,rpBHc (CLcr) Ha naqr{eHra s ml/min. CLcr s ml/min
Mo)Ke Aa 6t4e orpe4eleH or cepyN[Hlrs Kpearr,rHnn (mg/dl) c noMonlTa Ha cneAaHa Soprr,ryna:

[140 - mspacr(ro4aHrn)] x reruro (kg)
CLcr = (x 0.85 sa xeuu)

7 2 x cepyt'r,eH Kpearr.rHr{n (mg/dl)

A4amr,rpaue Ha Ao3ara npu narrraeHTu c yBpeAeHa 6r6peuua Synxqur

fpyna I KpearuHHHoB KJrtrpbHc

*- -." j ------(nV-.ir)*__*

flpu ueguarpuqHu naquerrru c 6r6peqHo yBpex(AaHe Ao3ara rpr6ea Aa ce r,rHAr{BuAyaJrn3r,rpa Karo ce
B3eMe npeABI,IA 6t6pevHur KJrLIpbHc Ha IraIIeHTa n HeroBoro rerJro. H.f,r\,ra cneqaQuuHu AaHHn 3a Aerla c
6r6peuno yBpexAaHe.

Ifaolueamu c vepuodpo6no yepecrcdane
He e Heo6xoAltMo aAanrltpaHe Ha Ao3ara npu rraqneHTu caMo c vepno4op6no yBpexAane. flpz
TIaIIHeHTI'I c qepHoApo6no u 6t6pe.ruo yBpe)rq4aHe ce nperopbrrBa a"qarrrupaHe Ha gosara (nnr
flaquenrx c 6r6pevno yBpex(AaHe no-rope).

Ifp o duncrume nH o c m H q neq e Hue mo
I'IHrepuu'reHTeH auleprurleH pI,IHLIT (cntvrnroun < 4 nltalcelvtnr\a wru B npoAbJDKeHr,re Ha no-naarxo ot 4
cegnauqu) rpabna Aa ce JreK)iBa B gaBucprMocr or ga6orssaHero u HeroBara vcropus; naoxe 4a 6r4e
flpeKpareHo cneA orlxyMtBaHe Ha caMrrroMr]Te u Mox(e ga 6t.qe 3anoqHaro orHoBo npl,t noBTopHa flo;rBa
Ha cLIMIrroM*ne. rlpu nepclrcrl{paq irJrepruqeH pr,rHrm (cuuurouu > 4 lttulcelMErla u B llpoAbnxeHne
Ha rloBeqe or 4 ce4uuqN) uoxe Aa ce nplrJroxlt [poAbJDrorreJrHa repanut sa BpeMero, B Koero
naqlreHTbr e LBJro)I(eH na Aeficrsnero Ha afleprcHr,rre. Crulecrnyna KruHr,rrreH onr,m c flpr,mafaHero Ha 5
mg neBollerkrpr4sur naro SrutukrpaHr ra6rerxu sa 6-r\4eceqeH nepnoA Ha Jrer{eHr.re. flp" xpoHr,rqHa
ypTI,IKapI{t u xpoHI,IrIeH areprurleH paHr,rr cbrrlecrB)iBa KJrprHr{qeH o[]rr c npr4JroxeHr{ero Ha parleMara
(qerupusuu) sa e4na roAr{Ha.

43. flpornnonoKfrtaHrrfl

CeprxvyacrulreJlHocr KbM JleBolleruprrgu:u HItLr Epyrkr nr{[epa3r.rnoBr,r npou3BoArtvt, vrlru KBM HrKoe or
rroMorrlHnre BerrlecrBa. flaqueHru c peAKr,r HacJreAcrBeHu npo6leuu Ha raJrarTo3Ha HenoHocnuocr, Lapp
JIaKTa3Ha HeAocrarbqHocr I{JIH rnIoKo3o-raJIaKTo3Ha iraa;ra6cop6qur He rpa6na 4a B3eyar-- T-o3r.r
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neKapcTBeH npoAyKr.



flaqaenru c rextro 6r6peuuo yBpexAaHe u KpearuHr.rHoB KJrnpbHc no.q l0 ml/min.

4.4. Cneqna;rHrr trpeAyrrpexAeH[fl u rpeArralnrr Mepnrr npn ynorpe6a

He ce rlpeflopbrlBa npIdIo]I(eHI'Iero Ha JreBorlervpr,r3r{H rrpn 6e6era n MaJrKr{ Aerla Ha Bb3pacr noA 2
IO.III'HI'.

flosulueHo BHI'IMaHI{e ce rtpenopbqBa nprd eAHoBpeMeHHo npunox(eHr{e c {urKoxoJr (nux
Bsauuo4eftcrBl4t c Apyru JreKapcrBeHn [poAyrcrd rc Apyrlr OopMH Ha nsavruo4eficrnue).
He ce npenopbqBa Il3rIoJI3BaHero Ha JleBorlervpr{3rrH 5 mg $unnrupann ra6rerKr{ rrpu Aerla Ha nrspacr:2-
6 ro4unn, rrft xaro rilslt neKapcrBeHa $oprraa He [o3BoJrrBa aAa[Tr,rpaHe Ha Ao3ara. flpeuopruoa ce
r,r3rroJr3BaHero Ha Apyra JreKapcrBeHa $oprvra JreBorlerHpr{3}tH, uoAxoArrrla 3a Aerra.

4.5 BrauuogeficrBrle c Apyrn nenapcrBenrr npoAyKTrr rr Apyr[ Qopnrn Ha B3anMoAeficrnne

He ca npoBexAaHI'I I{3cJIeABaHI{t Ha B3al,IMoAeficrszero c JreBoqerr{plr3prH, (rxlro.rurelHo c r4HryKToprr
Ha CYP3A4); uscle4nau[t c paIIeMI,IqHa cMec Ilernpra3r,rn He ca noKa3anrl ruruHlrqHo 3Haqr,rMn He)r(eJraHr4
peaKlluu (c ncen4oe$e4pun, qI,IMerHAHH, KeroKoHason, epr{TpoMlrrrtrH, a3rrpoMr4qr,rH, IJII{IH3LIA H
guasenau). IIpu npoyrnaHe c MHoroKparHLI Ao3r,r c reo$ulnH (400 mg BeAHb)r( gHerHo) e na6lro4aeano
cla6o noHpDKeHHe Ha KJII4pbHca Ha Ilernpvtzuu (l6Yo); ,qoxaro Ar{cno3urrarra Ha reoQuluH He ce
rroBJrr{rrBa oT eAHoBpeBeHHOTO np[noxeHne Ha rleTr,rpH3r,rH.
Crenenra na a6cop6qvlnra Ha JIeBoIIerHpr,r3LrH He ce HaMa[.sBa or xpaHa, AoKaro cKopocrra Ha
a6cop6qnr HaMaJrrBa.
flpn vyrcrrureJlHu naqueHTLI, eAHoBpeMeHHoro rtpuno]r(eHrle Ha rreruprlgnl vlt JrcBorreruprr3vl vr
ttilKoxoJl krIrld Apyrv Ae[pecaHT]I Ha I-fiC Mo)Ke Aa noBJrrlure rleHTprurHara HepBHa cucreMa, BbnpeKn, qe
lpolqBaHl,Itra c IIer[pH3I,IH palleMar He ca noKzr3alruyculmame Ha eQerra Ha anKoxoJra.

4,6. Epeuennocr n KbpMerre

flslra ruuurrrrHlt AaHHH 3a npl{JloxeHltero Ha JreBorlervpkrgpr:a npu 6penaeHHn xeHr{. Ilpoyrnaunxra
Bbpxy xHBorHtI He ca rIoKa3uII{ AI,IpeKTeH vrlru uHrr,rpeKTeH yBpexAarr( eQem Bbpxy 6peueHnocma,
eu6pnonaluoto/dera-rruo pa3Bl,rrue, paxqaHero vrJrvr flocrHariurHoro panBr,rrrre. Heb6xo.qurnro e
noBHIrIeHo BHI{MaHI,Ie Koraro ce npe,Arrncaa na 6peueHHl,r xeulr I,I )KeHH, Kolrro KbpM.rIT.

4.7. E0ercrn Bbpxy cnoco6nocrra ra uroQupane n padora c Marrrrrnrr

Cparnn'relHl,I KIIIIHIIqHIT [porlBaHnt rroKzBBar, qe JreBorlerupr,r3r,rH, B [penopbqBaHara Ao3a, He
IoBJII'rtBa BHIlMaHI,Iero, cnoco6uocrra 3a pearupaHe u Bb3Mox(Hocrra 3a ulo$upane.
Hegasucllrro or roB4 cbI{JIIrBocr, yMopa }I acreHur Morar ila ce flpotBtr npa HrKo[r flaqneHTr,r Ha
reqeHl'Ie c JreBoIIerI,IpI{3HH. Ero sarqo, [aqrreHT[, Ko[To Bb3HaMeprBar 4a noQnpar, Aa r,r3B6prxBar
noreHIII'I,InHo onacHI,I Aefinocra vlrta Aa pa6orxr c MarrlrHr,r rpx6va Aa lavrar npeABr,rA npr{eMa Ha ro3g
neKapcTBeH npoAyKr.

4.8. Hexe.nanrf JrerapcrBeHrr pearrurn

3a Aa ce rutacu{[q[par HexeJraHrrre JrenapcrBenrr peaKrlrrrr B 3aBrrcrrMocr or rrecrorara Ha
TqxHoTo rrofl Bfl BaHe e rr3troJr3BaHa cJreAHaTa TepM rIHOJIOrrrfl :

Mnoro qecrr (>l/10)
tlecru (>1/100 ao <l/10)
Heqecru (>l/1,000 ao <l/100)
Pe4ru (>l/10,000 ao <l/1,000)



Mnoro pelrn (<l/10,000)
He[gsecrHo (nrr ocuona Ha Hzur[rrHr.rre AaHHllHe Moxe Aa ce o[peAerul uecrorara)

Cncreuno-opraHHa
rcracnQnrcaqnn

Mnoro trecr[
(>l /10)

rlecru
(>l /100 ao <1/10)

Heqecru
(>l /1000 Ao <l /100)

Mnoro peAKrr
(sli l0 0oo)

klscreAsaHr.rt

llosnrrrasaHe Ha
reruIoro, neo6u.{aft HI,I
)e3ynTaTr.r IIpu
{3CJIE,{BAHI{' HA

repHogpo6nara
byHxrrut

Japyruenur aa
{MEHHATA CI'CTEMA

-yxoTa B vcTaTa
-BpbXrryBcTB[TeJIHOCT

llc:r. auaQulatcurr

Icnxuquu Hapy[reHr{t \rpecu-r, TpeBoxHocr

Iapymeuua Ha HepBHar{
)I{CTeMa

fraoo6olue,
)bHJII{BOCT

Konrylczll

Flapyneuur Ha oqr,rre }pu'renuu HapyrreHnt

lpAeqHn HapyrrreHn r Iarnurauuu

?ecnuparopHr,r, rpBAHrr
{ MeAnacTeHaJrHtr
{apyrxeHnt

[ncnHer

JrouaruHo-upennu
{apy[reHrrr )ar(ora B ycrara Kopeuua 6orxa aAeHe

Kenaro-6ulrrupnrr
{apyrrreHr,rt Kenarur

Flapyurenur Ha Koxara r.j
IOAKO)I(HATA TbKAH

A.uruoHerpornueH
rrox, QurcnpaH
reKapcrBeH o6pun,
rpypr.rryc, o6pun,
lpruKapvr.

lapyueHnr Ha
vIyCKynHO-CKeneTHaTa

)I,ICTEMA,

)bEAI,IHI'TEJIHATA TbKAH Ii
(ocTl{te

{creHus VIuaslrus,

)6qr,r napyulenvrfl v
)SeKTr,r Ha M{croro Ha
rpr,rJro)KeHrre

9rvropa



4.9. [pe4orupane

A) Curr,rmorr,rrE
Cuumouure Ha npeAo3l,IpaHero Morar Aa BKJrIoqBar cbHJrlrBocr npr{ Bb3pacrHlr rr
6esnoKoficrBo, rrocJreABaHn or cbHnr,rBocr rrpu Aerla.

E) Jle.renue Ha npeAo3apaHero
HsMa r,rgnecreH aHTr,rAor Ha JreBorlerr,rpr{3r,rH.
B cnyrafi Ha [peAo3l4paHe ce flpenopaqBa cr{MnroMarr,rqHo r4na rroA,46pxarqo JreqeHr,re.
Aa ce HanpaBr,r croMarrrHa [poMr,rBKa npfi nbpBa BI3MO)KHOCI. Jlenoqernpn3nH He
e$exrurno nplr xeMoAr{ aurusa.

5. @APMAKOJIOTUIIHI,I CBOIZCTBA

TpeBolrGocT H

Heo6xo,uuuo e
ce eJrrrMlrHr,rpa

5.1. @aprvraKoArruaMnrruu cnofi crea
Oaprvraxotepe[eBTl,IqHa rpyfla: aHTlIxncraM]1I]F{H ga cr{creMHo nplrJrox(eHHe, rrr{nepa3r.rHoBr,r npor{3BoAHra
ATC rcoa: R06A E09.

Jlenoqerupurun, (R) e arfl4oMep Ha qerupn3nH, e MoLqeH H ceJreKrlrBeH aHTaroHvrcr Ha nepu$epHrare
Hl-peqenropu.
Idsctegaauut Ha cBbp3BaHero noKa3Bar, qe JreBoqernprn3rdH uMa BI,rcoK a$rtnurer KbM qoBerrrxure Hl-
peqemopu (Ki:3,2 nmol/l). Jleaoqerupn3r,rH r,rMa 2-rrcru ro-BrrcoK a$unurer B cpaBHeHne c ro3r.r Ha
IIerHpI'I3I.IH (Ki:6,3 nmol/l). .{vcoquaqurra Ha JreBorlerr{plr3r,rH or Hl-peqerropure e c eJrprMrirHarlnoHeH
noJI)DKLIBOT 115 + 38 min. Cnea eAHoKparHo npuJrolr(eHr.re JreBorleruprrcHH [oKa3Ba 90oZ cnrpsraue c
peqemoprrre ga 4 ,aaca u 57Yo za 24 'lmica.
Oapuaxo4l'IHaMlluHrtre u3creABaHl{.n rtpu 3ApaBr,r 4o6poronqu rroKtrBar, qe rroJroBuH Ao3a
JIeBOIIeTLIpH3I'H YIMA aKTIIBHOCT CpaBHLrMa c aKTr,rBHocTra Ha rlerr.rpH3lrH, Iro oTHoIIreHHe Ha
ersAeficrsuero KaKTo Bbpxy Kolr(ara raKa u Bbpxy Hoca.

@apuaroguHaMr{qHara aKTuBHocr Ha JreBorrerr,rpr.r3r{H e npo} reHa B paHAoMu3vrpaHvr, KoHTponnpaHrt
I{3[UTBAH[I':
flpn cpanunreJlHo t43cJreABaHe ua e$exrnre Ha JreBorlerr,rplr3r{H 5 -g, AecnoparuAr.ru 5 mg u maqe6o
Bbpxy xpIcraMI{H-IlHAyIInpaHIt o6pran H 3aqepBrBaHe, JreqeHuero c neBoqerr{pr,r3r{H BoAr{ Ao 3HaqrrreJlHo
HaMaJrtBaHe Ha yqacrblln're c o6puB LI 3arlepB{BaHe, Kor,rro ca sait-cunHr4 npe3 [bpBure 12 qaca u
rrpoAbJDxaBar 24 uaca, (p<0,001) npu cpaBHeHr.re c ruraqe6o n 4ecloparvrprH.
Ha6lrc4anaHo e Haqa:ro Ha 4eficrBuero Ha JreBorlerr,rpu3uH 5 mg B6pxy KoHTponrlpaHr,r rroJreH-
t4HAyI{}rpaHI{ clrMIrroMI,I I qac cleA rlplreMa npu rnaqe6o-KoHTponHpaHn rr3cJreABaHr4rr B MoAeJr Ha
KaMepa 3a r8cneABaHe Ha aurepreHH.
In vitro I,I3oJIeABaHI{II (rarvrepu ua Boyden u nocrofinu KJrerbrrHr,r rexuuru) noKa3Bar, qe neBorlernpr{3r,rH
noTllcKa eoTaKcI,IH-IrHIyIIHpaHara eo:uHoQunHa rpaHceHAoreJrr,raJrHa Mr,rrpar{rir KaKTo B AepMaJrHr,r raKa
u r 6elo4po6urE xlernu. Oapuano4IrHaMI,IvHo eKcnepuMeHTaJrHo lr3cJreAnaue in vlvo (xanaepna rexnma)
noK€BBa rpI,I rnaBHIt rrorl{cKalrlu eQerra Ha JleBorlerr4phrguH 5 mg npes llbpBnre 6 qaca Ha noJreH-
[Hryq]IpaHa peaKIrIdI, rrpu cpaBHeHr{e c ruraqe6o npu 14 rrspacrHu rrarrr{eHTrr; rrorr,rcKaHe Ha
ocno6oxAanaHero Ha VCAM-I, uogyrtEpaHe Ha BacKyJrapHr,rr nepuea6vrvffer vr :nawailflBaHe Ha
eo:uno$ulure.
E$nxacHocrra u 6egonacHocrra Ha neBorlervpnsn+ e [oKtBaHa B rnrKoJrKo 4nofiHo-clenu, ruraqe6o-
KOHTpOnupaHI{ KJTI,IHI'qHI,I H3CneABaHr.rr npoBeAeHra c Bb3pacTHr,r [aquerrTrr, crpaAaul[ oT. ce3orreH
aneprurleH pIIHIIT, IIeJIofoAI,IIxeH arepfuqeH pr.rHr{T r.r;rr,r [epcucrnpaq aJrepruqeH pr,rHnr. ftrdkaeauo e, ve
JIeBoIIerLpn3ItH 3HaqllTemro no4o6ptBa caMInoMI,ITe Ha ,rnepfl,I[leH pr.rHHT, sKrroqnTdruo HtBitJIHara
o6crpyrcuur npu ru{Kon or Lr3cJreABaHwtra.



Klnnuquo [po)AIBaHe, rlpoAr-lxlrJro 6 ueceqa, flpkr 551 nrspacrHr{ naqkerrru (nrunouurenso 276
naqueHTI'I' neKyBaH[ c JIeBoIIerI,IpnrHH), crpaAalrlll or flepcr{crnparq areprrreH pr,rHHT (na.rrrEvue na
cuMnroMI,I 4 Atru B ceAMI,IIIara 3a noHe 4 nocle4onareJrHr,r ce4uuqu) u celrrcu6unv3vpaHr KbM AoMarxeH
lpax n rpeBeH noJreH troKat-:Ba, qe reBoIIerLtpIt3ItH 5 mg e Krrr,rHltr{Ho n crarvcrr.rqecKa 3Haqr,IMo no-
MoIrIeH cnp.f,Mo ruaqe6o npu o6lenvaBaHe Ha rlflnara rpy[a cr,rMrrroMpr Ha areprru{eH pr,rHr,rr [pe3
Iltnoro BpeMe Ha It3cJreABaHero, 6es raxu$nlancur. flper rleJrrrr rrepvoA Ha npo) rBaHero
JIeBoIIerI,Ipu3ItH 3HaqltreJrHo nogo6prBa KaqecrBoro Ha )KlrBor Ha rrarr[eHTr,rre.
BesonacHocrta s eSuracuocma Ha JreBorler[pr,r3rrH B neA[arpr,rrra e rBcJreABaHa B ABe ruraqe6o-
KOHTponupaHLI KIII'IHIIqHI,I [po)ABaHI,It, BKJIIoTIBaIqn [aqpleHTu Ha Bb3pacT or 6 4o 12 rOgunu u
crpaAaIIIIa cborBerHo or ce3oHeH u IlenofoAurrreH ureprur{eH puH*rt, Ll npu ABere npo} {BaHLrr-
JIeBoIIerxpI,I3ItH 3HatII/lreJrHo no4o6prBa cl{M[ToMrlrre r,r rroBI,IuIaBa cBbp3aHoro cbc 3ApaBero KaqecrBo Ha
XI,IBOT.
B rnaqe6o-roHTpoJll,IpaHo KJTI,IHI,IqHo I,BcneABaHe Ha 166 raqneHTrir, crpaAaurrl or xpoHqqHa
I'IAI'IonarI,ItIHa yprl,IKapl{t, 85 naqraelrru ca JreKyBaHr,r c ruaqe6o pr 81 nauueHTr{ ca JreKyBaHr{ c
neBollerl,IpusuH 5 mg BeAlrbll( AHeBHo 3a rroBeqe or 6 ceAuuqa. B pe3yJrrar or Jreqeguero c
JIeBoUerI{pu3ItH, npu cpaBHeHI,Ie c ruaqe6o, e na6no4araHo 3Haqr.rMo HaMarrrBaHe Ha rex(ecrra Ha
rtpypl'ITyc cJIeA lrbpBara ceAMI,Iua n cneA rleJrm [epuoA Ha reqeHr,rero. Jlenoqeruplr3lrH, npu cpaBHeHr{e
c maqe6oo cblrlo raKa BoAH Ao no-Hararbqno nogo6prBaHe Ha cBbp3aHoro c6c 3ApaBero KalrecrBo Ha
)KItBor, oqerIJIBaHo B cborBercrBue c ,{epuaroJlorr{qeH HnAerc sa Kaqecrso na Xunor (Dermatology
Life Quality Index).

Bpmxa MexAy QapuaxoruHeruKa ra Qaprvrarco4nHaMriKa
ESexgr Bbpxy xrlcraMnH-I{HryqnpaHure KoxHra peaKrlrdr,r He cborBercrBa Ha rua3MeHlrre
KOHrIeHTpaqnu.

.{autrure or EKf He rIoKtBBar 3HaqHMo BlruflHvre Ha JreBorler}rpr.r3nH Bbpxy QT nHrepnana.

5.2. @apnraKoKrrnernrrnrl csoft crna
(DapuanoxuHernKara Ha JIeBoIrerI{pI,B}rH e ruuefina, He 3aBrlcr{ or Ao3ara r.r BpeMero r{ e c MaurKr,r
pa3llu.l:zfi. nplt orAeJlHwte vHAr4BLryu. @apuaxoKnHerr4rrHr,rrr npo$Hrl e eAHH pr cbrrrri, He3aB[cr{Mo Aurv e
[pI,LJroxeH Karo orAeJreH eHaHTIroMep wM Karo rlerapuer.rH. He HacrblBa xr,rpalJrHa r{HBepcrarr no BpeMe
Ha npoqecme na a6cop6ryrr u enr,rMuHr,rpaHe.

,{6cop6uur
Jlenoqentpu3llH ce a6cop6upa 6tpso H eKcreH3uBHo cJreA nepopanHo flpr,rJro]r(eHr,re. Maxcuuanrn
IUIa3MeHu KoHIIeHTpaqupI ce Aocrltrar 0,9 qaca cneA npr,reMa Ha Ao3ara. PasHosecna KoHrreHTpaq[r ce
Aocrl,Ira ctrcl, 2 Anu. MaxczMaJrHHTe ruIa3MeHH KoHrleHTpaquu olu'aaiauo ca 270 nglml u 308 nglml,
ctorBerHo cneA eAHoKpareH rIpIteM It cneA MHoroKparHo Ao3npaHe ua 5 mg BeAHbx AHeBHo. Crenenra
ua a6cop6qkrfl He 3aBLIcI{ or Ao3ara It He ce BJrr{e or xpaHarq Ho MaKcHMrurHI,tTe KoHrIeHTpaqw ce
rloHu)KaBar r,r ce Aocrl,Irat ro-6asHo.

Pasupe4ereuue
Hanra 4anuu 3a rbKaHHoro pa3npeAeneHrre Ha neBoqerlrprd3r.{H npr,r xopa, KaKTo r{ 3a rrpeMnHaBaHero My
npe3 KpbBHo-Mo3bqHara 6apuepa. flpu rurxoBe r,r K)AETa Hafi-sucoxz rbKaHHr.r HvrBa ca ycraHoBeHu B
qepHLIs Apo6 n 6r6pequre u naft-nracrra r L$IC.
Jlenoqerupusl,IH ce cB6p3Ba 90o/o c rrJrzBMeHr{Te nporer,rHr,r. Pasnpe4e.neHr4ero Ha JreBorleTr{pr,r3r,rH e
orpaHr{qeHo, xaro o6eubr Ha pa3npeAeJreHrre e 0,4 l/kg.

EuorpaxcSopMarlut
creneura Ha uera6olr{3r{paHe Ha neBorlerr{pr43prH rrpu xopa e no-MaurKa or l4%o or Ao3ara, ero 3arllo ce
oqaKBaT MHOIO MzIJIKH pa3JIpIKLI, p$yJITaT oT reHeTuqHl{t tloJll{MOp$rasrna r4Jrr{ eAHoBpeMeHHaTa
ynorpe6a Ha eH3IIMHI,I nnrut6utopu. Mera6omrurlrre mrr,rula BKrroqBar apoMarHo oKlrcJreHr.re, N- u O-
Aea.JIKIrnupaHe I{ cBbp3BaHe c raypptH. fleasrcwupaHero ce MeAr,rr4pa rJraBHo or CYP_--3A4,'4onaro



apoMarHoro oKI,IcJreHI,Ie BKIIIoqBa MHo)KecrBo u/ulu Her,qeHru$uq[paHr{ Cyp uso$opnrr,r.
Jlenoqerupu3nH, B KoHIreHTpaq[n MHoro HaA nr,rKoBr4Te KoHrreHTpa\uH, AocrttrHaru cJreA nepopanHa
Ao3a or 5 mg, He BJrIrfle Bbpxy aKrprBHocrra na CYP r,BoeH3uMr4re lA2,2Cg,2Cl9,2D6,2El 

"iA|,Ilopaau HlrcKara crerreH na uera6orn3r,rpaHe vr ruilcara na usxuluparq noreHrlnaJr or crpaHa Ha
uera6olnrprre' B3al,IMoAeftcreze Ha JleBorlerupzr3ur c Apyru cy6cranquu, r,uu o6parHoro, e MHoro
ManKo BeposTHo.

ErunaurmpaHe
flnagMenus rloJr)D{o4Bor npI,I Bs3pacrnu e 7,9 a 1,9 qaca. CpeAHuar orHocr{TeJren o6ur reJreceH KJrr,rpbHc
e 0,63 ml/min/kg. frasHust nbr 3a orAeJrtHe Ha JreBorrervp\r3trH u rrrera6orurare e c ypuHara, Karo
Aocrl{ra Ao 85,4Vo or rpplerara Ao3a. Erccrpequrra c Sexaluure e caMo l2,go/; or Ao3ara.
Jlenoqeulpl,tsplH ce orAeJIt KaKTo qpe3 HroMepynHa $rurrpauvnr,Tatan qpe3 aKTr{BHa ry6ynHa ceKpeqrur.

Er6peuuo yBpexAaHe
ornocu:relrultr reJleceH KIII,IpTHo Ha JreBorIerI,IpH3I,IH cborBercrBa Ha KpearuHr4HoBrrr r.nuptnc. Ero
3alqo ce npefloplqBa, npu [aqueHTI,I c yl{epeHo H Te)r(Ko 6r6peuHo yBpe)r(AaHe, Aa ce a"qarrrgpar
I4mepBaJII{Te Ha Ao3apaHe Ha JreBollervrpkr3v'l, Karo ce B3eMe npeABr{A Kpearr,rHr,rHoBr4r KJrr{pbHc. flpu
lraqllerrrll c aWI'l.[, npafrua Qasa Ha 6r6peuno sa6orrsaHe, o6quxr reJreceH KJrr,rpbHc e uoHr,DKeH
npu6lusurelno c 80% B cpaBHeHI,Ie cbc 3ApaBI,I narlaeHTr{. Kornqecrroro JreBorlerupvrgr4lorAeJreH cJreA
craHAaprHa 4-qacosa xeMoAr,riuu3Ha npoqeAypae < l0%o,

5.3. Ilpe4nrrrrHrrrrHu AaHHrr sa 6egonacnocr
flpegxll'lutlrlHnTe ,qaHHr{ or KoHBeHrIr{oH€urHr{ r{3cJreABaHHfl, Ha $apuaxororaLrHa 6e3onacuocr,
TOKCnTIHOCT CneA MHOTOKpOTHO npuJIO)I(eHI'Ie, pelpOAyKTt4BHa TOKCI,IT{HOCT, TeHOTLIKCIIIHOCT VI
KaHlleporeHHocr He ca noKo3aJln cnequ$uqHo BpeAHo rrsgeficrnae Bbpxy xopa. IIpe4KHJrHlrrrHgre
p$ynrarH ca na6mo4ananu caMo [pI4 eKcno3]rqur{, cqunarrvr 3a .qocrarbqHo [o-Br.IcoKH or
MaKcLIMaJrHaTa eKcrIo3I4IIIry rrpu xopa, u [oKa3BaT cla6a pelenaHTHocr KGM KJrtrHuqnara ynorpe6a.

6. OAPMAIIEBTI,TIIHI4 TAHHII

6.1. Cnncrr Ha rroMoulnrrre BerrlecrBa

.fldpo uama1nemxama
Mr,rxpoxpr,rcraJrHa rleJryno3a
JlaKrosa MHoxr{Apar
KorougaleH cr4nr{queB Ar4oKcr,rA, 6eseoAeH
MarHegr'tes creapar
O6euerca
Ota.apaft Y-l-7000 cbcrorrq ce or:
Xuuponaerosa 6 (E464)
THraHoe AHoKcr4A (E 171)
Maxporon

6.2. HecrsMecrrrMocrrr

Heupxloxlruo

6.3. Cpox Ha roAnocr

30 nreceqa



6.4. Cneqna;rnfi ycroBrq Ha cbxpaneHrre

Tosu rerapcrBeH rrpoAyr(r He n3r4cxBa crreqnanHr,r ycJroBr4r 3a csxpaHeHr,re.
6.5. Aannu 3a orraKoBKara

Enucrepu: ALIAL 6rncrepn unra PVC/PVdG - anyrr,runueau 6rucrepu.

ClgrpxaHue na 1 onaronxa
7,10,14,28,30,50 u 90 $ulrvrupaHn ra6lsrnu

He ncuqxn BHAoBe orraKoBKr,r Morar Aa6r1ar nycHarr{ r upo4ax6a.

6.6. Cnequalnrr [peArra3Hrr MepKrr npr lr3xBbp.rrsne

HeugnorgsaFlltsr [poAyKT Lrnrrr ornaAbr{Hnre Marepr{airr,r or Hero rpnlna aa ce r4xB6pJrrr B
CbOTBETCTBI,IE C MECTHI{TE Il3VICK'BA}ll.Ifl,.

7. NPIITEXATEJI HA PA3PEIIIEHI,IETO 3A YIIOTPEEA

Glenmark Pharmaceuticals s.r.o
Hvdzdova l7l6/2b
140 78Pnha4
I{euna Perry6nuxa

8. HOMEP(A) HA PA3PETIIEHTTETO 3A yTIOTPEBA

9. AATA HA IIbpBO PA3PEIIIABAHEnOTIOBffiAHE HA
YTIOTPEBA

10. AATA HA AKTyAJIr,r3tIpArrE HA TEKCTA

PA3PEIIIEHI{ETO 3A


