
YTIAT CT B O B O fIAKYB AIbET O/I,IHOOPMAIII,IJA 34 KO PI,I C HI4KO T HA
JIEKOT

Alvotadin 0,5mg/ml, repopaJreH pacrBop
desloratadine

Vnamcmeomo codpercu:
1. lllmo npemcma6y6a JteKom ALVOTADIN u sa rumo ce ynompe6yea
2. ilped da eo seueme lteKom ALVOTADIN
3. Kaxo da ?o 3eMame fleKom ALVOTADIN
4. Mocruu HecaKoHu dejcmaa Ha leKom ALVOTADIN
J. Vyean e Ha reKom ALVOTADIN
6. Codptrcuua Ha naKy*atuemo u dpyzu uuQopuaquu

l.tIITO TIPETCTABYBA JIEKOT ALVOTADIN TI 3A TIITO CE
YTIOTPEEYBA
ALVOTADIN nepopa-rreH pacrBop, coApxlr AecnoparaAuu rcoj e aHrprxrrcraMr4Ht46.
ALVOTADIN uepopa,reH pacrBop e HaMeHer 3a repopanHa yrorpe6a (npexy ycra)
e aHTr4-iueprucxr4 ner< xoj se Bu npeAr,r3Br.rKyBa 3aMaeHocr.
ALVOTADIN ja KoHTponlzpa aneprujara r{ cuM[roMrrre Kor{ ce noBp3aHu co
anepruja.
ALVOTADIN rr onecHyBa cHMrIToMrIre rroBp3aHrz co aneprucKlr puHrlrl{c
(nocnaleHue Ha AIrurHI'ITe IIarI{IrITa Bo Hocor rrpeAr.r3Br.rKaHo oA a,repruja, Ha flpr,rMep:
anepruja Ha rIoJIeH vltvI Ha nparunna). Oeue clrN4nroMr.r BKnyqyBaar Kr.rBaH,e, flcueroK
I4 rle[IarLe BO HOCOT, qerrarLe Ha HeIIrIerO, COJI3erSe UpBeHIdno I{ qeuarLe Bo oqI,ITe.
ALVOTADIN nepopareH pacrBop 3a repopiuua ynorpe6a (upexy ycra) ucro raxa
ce KopIlcrI'I 3a onecHyBarbe Ha cilMrrroMrire rroBp3aHu co yprr,rKapreja (cocroj6a sa
KoxaTa [peAr.r3Br.rKaHa oI aleprnja). Oeue CzN,rnToMr.r BKnyr{yBaaT treuarbe u vcvfftu.
Jlexor Bz nouara Bo onecHyBalLe Ha Baruure crrMrrroMr.r rrpeKy ueJrr4or Aes u Bu
noMafa Aa npoAonxr,rre co Baurure AHeBHH aKTHBHOCTI,T tr CltrerLero.
Axo se ce qycrByBare [oAo6po urur roqycrByBare AeKa Baurara cocroj6a ce

Ilpal ynorpe6a Ha .rlercor BHIrMarer,rHo [poquraj r-o rlelroro yflarcrBo
6lr,rejrtll Nror(e Aa coAprxu uusopmauurr Kou ce Bar(Hu :a Bac.

o vyaajme zo ynamcmlomo. Mocrcedu rie mpe6a da zo npoqumame nonmopHo.
o Arco ul4ame dononuumenHu npotuatua, o6pameme ce rcaj Baruuom doxmop unu

$apuaqeom.
. oeoj nerc Bu e npenuwau Bau tuttHo u ue mpeda da uM eo daeame ua dpyzu

nut1o, 6udej*u uotrce da au Hatumemu dypu axo HunHume cuMnmo.t4u ce ucmu
rcaxo Bautume.

o Arco npuMemume nojaaa ua 6uao KaKBLt HecanaHu dejcmaa, Be uonuue da zo
uufiopuupame Bawuom doxmop unu $apuaqeam. osa ?u 6Knyqy6a u
HecaKoHltme dejcmoa Kou He ce cnoMeHamu 60 o6a ynamcmlo.
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BnonyBa Mopa Aa ce o6parure xaj Baruzor roKTop.
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2.IIITO TPE6A AA 3HAETE TIPEA AA TO YIOTPEEI,ITE JIEKOT
ALVOTADIN

Heuojre Aa yrrorpe6ynare ALVOTADIN no cJreAHrrre crrryau,rr:
r A,repruja KoH AecnoparaAr.rH, noparaAprH unu KoH ApyfH cocraBHr4

KoMrroHeHrr4 Ha neKor (au1ere ael 6).

MEPKI4 HA TIPETITA3JIHBOCT r4 [pEAy[pEAyBAIbE
llp"a Aa ro ynorpe6ure JIeKor o6parere ce 3a coBer xaj Bauruor AoKTop r.rJrrr

0apnaaqenr:
o Axo LrMare orxreryBane ua 6y6pe:are.
o Axo HMare Merr4ur{HcKailrrur Sauranujapua acropuj aHaHailanu

Yuorpeba r<aj aeua rr aAoJrecueHTr.r
He ro.uanajre JreKor Ha Aeua rroMirJrr{ oA I rornHa

Yuorpe6a Ha Apyru d'reKoBrr
He ce [o3Harr4 r.rHTepaKrruu ua A;reogarr4H rrepopaneH pacrBop co Apyfrz neKoBr{.
I4sgecrere ro Baruuor neKap u.nu $aprrraueBT aKo 3eMare, HeoAaMHa cre 3eMiure r.rJrr{
MOXe.[a 3eMaTe Apyfrz JreKoBH.

Ynorpe6a na ALVOTADIN co xpaHa, nuja;rox rrJrrr arrKoxoJr
ALVOTADIN uepopanHr.ror pacrBop Moxe Aa ce 3eMe co ulu 6ez xpaHa. EaAere
BHr,rMareJrHr4 aKo Kopr.rcrrrre ALVOTADIN co irJrroxon.

Epenrenocr, Aoerbe u Qepruluocr
Axo cre 6peueua vJIa Aolrre, ce coMHeBare AeKa cre 6peneua, lrraHr.rpare 6peueuocr
I'rJrr'r Aor.rre trpeA .ua nor{Here Aa ro ynorpeoynare JreKor o6pa:rere ce 3a coeer raj
Baruuor AoKTop unn Sapuaqeer.
Jleror ALVOTADIN ue ce rpenopar{yBa :a yuorpe6a 3a BpeMe ua 6penaeuocr r.r

Aoerse.
He nocrojar AocrarrHr.r rroAarou, :a Qepru.nuocra xaj uaxa/Neun.

B,rujanue npr cnoco6Hocra 3a Bo3ebe Ha aBToMo 6ur, uttu paKyBarre co MarrrrrHr.r
flpu yuorpe6a eo rpenopaqaHara Ao3a, ALVOTADIN nepopanHzor pacrBop He ce
oqeKyBa 4a enrajae np: Baurara cnoco6uocr 3a Bo3erbe [r ynpaByBarbe co Marrrr4Hg.
I'Iar<o xaj uose(ero IaIIIIeHTLI He e [peAr.r3Br.rKaHa 3aMaeHocr, ce rpelopar{yBa Aa He
ce aHraxHpare Bo aKTI,IBHocrI'I Kor,r 6apaat MeHTaJTIHa 6y4uocr, KaKo Bo3erLe Ha
asroN,ro6r4r r4nr4 ynpaByBair,e co Ma[rr,rHeprzja AoAeKa He ce ycraHoBr4 Baruuor
r4HAr.rBr{AyaJreH oAroBop ua oaoj lex.

ALVOTADIN uepopaJreH pacrBop coApxrr
ALVOTADIN uepopa,rHuor pacrBop corpx Brz 6rzrro Kar(aHo o_(
Barupror AoKTop AeKa rrMare HenoAHocnr4 pu, o6parere ce 3a

ipop.tffi
"uKAEd
b^uetrt{duH

Qr,erogag

coBer xaj Baurr.ror AoKrop rpeA Aa ro y IIpoH3BOA.
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3.KAKO AA CE
Cexozaut cmpo?o
cuzypHu rcaxo da
doxmop.

'Ht,t ll ltu noaerie zoduuu: flpenopaqaHa
.qo3a e

AEH.

,neqa ua sospacm od l-5 zoduuu: rpeloparraHa Ao3a e 2.5 ml (nononuHa oA naxuua
oa 5 ml) oA rrepopaJrHr{or pacrBop eAHarrr Ha AeH.
Ieqa ua eospacm od 6-l I zoduuu: nperopaqaHa Ao3a e 5 ml (nomra .raNraua oA 5
ml) oa repopanHr4or pacrBop eAHarx Ha AeH.

AKo eo naKyBarbero co pacrBopor 3a nepopanHa ynorpe6a e AocraleH rxnplrrl 3a
fiepopanHo Mepeme IxlpI4IIor Moxere Ia ro Kopr{crlrre KaKo irnrepHarvBa za ga ja
3eMere norpe6uara Ao3a oA pacrBopor.

Jleror e 3a nepopaJlHa yrlorpe6a. llporomajre ja lo:ara oA rreKor, rroroa uanujre ce
ManKy soaa. Osoj JreK Moxe ra to 3eMere co vJrr.r 6e: xpaua.

3errrajxra ro Bo npeBr.rA BpeMerpaelLero Ha rperMaHor, Bauzor AoKTop (e ro yrrplu
THnor Ha ilneprucKl{or pIrHpITIrc oA xoj 6oleayBare r.r *e yrnpau Konxy Aonro rpe6a
4a ja senaare Baruara repanzja.

Axo Bauruor aneprprcKr4 pr.rHr{Trrc e HHTepMHTeHTeH: (uonpeueuo ce janyea:
CI'IMTIToMHTe ce trpucyrHll IIoMaJrKy ol 4 le:aa Bo eAHa HeAena ulu cocroj6ara rpae
roManKy oA 4 seAelvr), Bauuor loKrop (eBn npenopaqa pacropeA na repanajara Bo
3aBzcHocr oA npoueHKara Ha ucropnjara sa Baurara 6olecr.

Axo Bauruor aneptlrcKl4 p[IHr4Tr4c e rrep3r4creHTeH (nocrojau: cr,rMrrroMr4Te ce
npHcyrHr.r >-4 LgHa Bo eAHa HeAena unu cocroj6ara rpae rroAonro o4 4 uelelu),
Bauruor Aoxrop Moxe la Bpr [peropaqa noAonrorpajua repanuja.

YIOTPEEYBA JIEKOT ALVOTADIN
npudpttyaajme ce KoH ynamcmnema ua doxmopom. Arco He cme
?o ynompe1yoame reKom o1pameme c.e 3o co6em xaj Baruuom

l0 ml (Aee noluu

llpu ypurr<apuja, BpeMerpaerrero Ha
pa3nr4qHr.r [auueHTH r4 3aroa rpe6a la
Baruuor AoKTop.

naxr4uu oA no 5 ml) oa repopanHr.tor pacrBop ellHalx Ha

repaunjara Moxe la 6wte pasluvuo xaj
rr.r cneAr.rre npelopaKr4Te Koa Ba ru Aa,'r

Aro cre 3eMad'Ie rloroJreMa KoJII{qrrHa oA JIeKor oA KoJrKy ruro Bu e norpe6no:
3euajre ja 4osara oA neKor xoja Bn ja npeuurua,r Bauruor AoKrop.
Bo cnyuaj Ha npeAo3llparre He ce or{eKyBa ra Bu ce janar cepu3oHz peaxquu. Ano
3eMere IIoloJIeMa KoJrIrqI4Ha oA npeflopaqaHara, BeAHatrr aHSoprr,rupajre ro Baiuuor
IOKTOp ralU Qaprr.raqenr.

Axo ra6opaBrrre Aa ro 3eMere JreKor:
Aro sa6opaBr4re 4a ja :euere Baruara 4osa seuere ja
lponycToT a rroToa flpoAonxeTe fo TpeTMaHOT rro
Ao3r{parbe. He :euajre lnojHa Ao3a 3a.ua ja naao

BeAHarrI rrrroM (e ce cerzre :a
eoo6uqaeHr.ror paclopeA Ha

YlIITC}IATA.

Arco uuame HeKaKBu npautarua, o1pameme ce xaj, u $apuaqeam



4.MOXHI,I HECAKAHI,I AEJCTBA HA JIEKOT ALVOTADIN
Kaxo u cLITe JIeKoBu, onoj JreK Moxe ra npeArr3Br.rKa Hecaxanr.r lejcrsa xaj uexou og
naUueHrllTe.Muory perKo npa rylxralLe Ha neKor Bo [poMer ce npnjaneHr4 cnyqatr
Ha reruKl{ aneprplcKll peaKIIprH (noreuxorur.r Bo ArameH,ero, cBr,rperbe [pr,r Ar4uerLero,
qe[Iarbe, ],1,cvn v oroqz). .{oxo:rxy sa6erexure ueroj oA oBI4e cepr{o3Hr{ HecaKaHr4
eQexru, [pecraHere Aa ro 3eMare rreKor r.r BeAHarx no6apajre HTHa MeAr{uuHcKa
loMorx.
Bo xlusuqHll cryAI4LI raj noneftero reua r4 Bo3pacHr.r, ce 3a6erexaHr{ cxopo prcrr4

HecaKaHI4 gejcrna oA AecnoparaAlrH KaKo r.r rpr4 npr,rMeHa Ha unaqe6o (6e: aKTr.rBHa

cyncranqrzja) pacrnop 3a nepopa,rua ynorpe6auilu ra6:reru. Kaj aeua not2 rorlrHa
qecro 3a6eleNaul HecaKaHu ,4ejcrea 6ea: gujapea (nponran), srolenaeHa reJrecHa
TeMrleparypa H HecoHralla. Kaj Bo3pacHI{ raIIIreHTV HecaKaHr,r 4ejcrna Kor4 rroqecro ce
jaaynaar cnopeAeHo co [aupleHTr4Te Kor.r npr.rMane n:raue6o ra6lera ce: cra6ocr, eyBa
ycra r4 rraso6orra.

Bo KJII'IHLIqHI4 crynuu co AecJropararr4H, 6ute upujanenu cneAHr4Be HecaKaHlr
Aejcrna:

neqa
tlecru (xa.i aeua
- flujapea
- Tpecxa
- Hecosrzua

rroa 2 roArrrrrHa no:pacr):

Borpacnlr nauueuru
9ecru (moxe Aa ce janar naj I Ha l0 naqueHru)
- C;ra6ocr
- Cyna ycra
- l,rago6orxa

Borpacnu naqlreHTu
Muory permu (vroxe Aa ce janar rcaj I ua 10.000 naqueHru)
- TerrrKlr aneptrrcKr{ peaKrlr{fi
- ocur
- nylarse r4nH HenpaBr,rJrHo oTr{yKyBarbe Ha cpueTo
- 6p:o orqyKyBarre Ha cprlero
- 6orxa Bo croMaKor
- qyBcrBo Ha 6olecr (raaerre)
- nonpa(ame
- BO3HeMHpeH CTOMaK

- 4ujapea
- 3aMaeHocT

- [oclaHocT
- HeMOXHOCT 3a Cnuelbe
- MycKynHa 6olxa
- xanyur{Harluu
- HAilALLT
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- HeMr,rp co 3toneMeHo ABl4xerbe Ha TeIIOTO

- BOC[aJreHUe Ha rlpHr.roT lpo6
- a6uopuarHu BpeAHocrH Ha recroBrl :a $yHxqnj araHa upHHor gpo6

Henognara Qpercneuuuja (Qpexeenqujara He Moxte Aa ce oApeArr oA AocrarrHrrre
troAarorlu)
- 3foJreMeHa qyBcTBHTeJTHOCT Ha KOXaTa KOH COHTIeTO, Aypr.r r,r BO Cnyqaj ua

nocra6o coHrre, u ua YB cBerJrHHa, Ha nplrMep, ga YB cBerJro oA conaprryM
- Hesoo6hr{aeHacla6ocr
- IIoxoJrryBaILe Ha Koxara ulutm oqr{Te
- a6uopuirJrHooAHecyBarLe
- arpecrzja
- rrpoMeHa Bo Harrr.rHor Ha pa6ora Ha cprrero

.lleqa:

Henorrrara Qpexneuuuja ({percneHrlnjara He Mo}r(e Aa ce oApellu oA rocratrHrrre
nogaroqn)

6aeHo ortryKyBarbe Ha cprlero
npoMeHa Bo Har{r,rHor ua pa6ora Ha cprrero
a6uopualHo oAHecyBarLe
arpecuja
3loneMyBaBe Ha Texr4HaTa, 3toneMyBaH,e Ha aneTr,rToT

flpujanynane Ha HecaKaHrr 4ejcrna
Axo ga6elexl{Te HeKoe HecaxaHo lejc:rno, Be noruue ga ro rzH$opMprpare Baruuor
AoKTop, Saprvrauenr unrr MeAr{rrr{HcKara cecrpa, Bxnyr{HrenHo }r HeKoe Apyro
HecaKaHo 4ejcreo Koe He e HaBeAeHo Bo oBa ynarcrBo. Hecaxauu.aejcrra Moxe Aa
upnjanrare AlIpeKrHo rpeKy Haqaosa,rur4or ueHarap sa QapnaarcoBr{rr.rnaHua. flpexy
npujaaynarre Ha HecaKanu gejcrna, Moxe Aa AorprlHecere no o6es6eAyBarbe noee(e
nnSopuaqvu 3a 6es6elHracra ua onoj lex.

S.HAIII,IH HA TIYBAIbE

Jlexor Aa ce qyBa Ha Mecra HeAocranHlr sa Aeua !

Jlexor He cMee Aa ce ynorpe6yna rtocne HcreKor Ha poKor na ynorpe6a o3HarreH Ha

laxyBarLer noA "EXP". PoKor Ha ylorpe6a ce oAHecyBa Ha [ocneAHr.ror AeH oA
HaBeAeHrzoT Meceu.
He ce norpe6uu uoce6uu ycnoBl{ 3a rryBarLe Ha Merr4rllrHcxr,ror rrpor.r3soA. Ilexor
rpe6a Aa ce r{yBa Bo opl4flaHanHoro rraKyBarbe, co qen Aa ce 3arxrprrr{ oA cBerJrHHa.
He ro ynorpe6ynajre reror axo sa6erexlrre rrpoMeHz Bo r.r3ureAor Ha pacrBopor 3a
repopirnHa yuorpe6a.
Jlexosu ue rpe6a Aa ce oAcrpaHyBaar co ornarHara BOIa HnH CO iIOMaUHHOT OT[a,I.
O6pa're're ce 3a coBer xaj Barunor rfapuaqear ao xaxo.ua ja oAcrpaHare

Aa ce:arururnre ce6eueuorpe6uara KoruquHa oA JreKor. Co oeue N,r

(s .rffx v"j
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CU I,I OKO,III4HATA.



6. COAPXI,IHA HA TIAKyBAIbETO I,I ApyIU I,IHOOPMAUrIU
Axmuona cyncman4uja
E4en ml pacrBop 3a repopanua ynorpe6a coApxr.r 0.5 mg/ml recnopararuH.

Ilo.uoutuu cyncmaHquu
o Ha:rpuyM rlr{rpar (E331)
o Cop6pr:ror (E420)
o Cyxposa (E955),
o lexnlpkrpalaJrr.rMoHcKa Kr{cerruHa (E330)
. llpouuneH rJrr.rKorr (E1520)
o XunpoMeno3a (8464)
o BeruraqKa apoMa Ha ryrr.r $pyrzo flecru;rprpaHa BoAa

Ouuc t.r coAp]rcrrHa Ha rranyBarrero:
ALVOTADIN 0.5 mg/ml repopaneH pacrBop e cnaKyBaH Bo rxr,rrreHrra co
6es6e,4HocHo Kalar{e.
Ilarynarrara oa 60 ml u 150 ml ce cua6reuu co MepHa JraxuqKa r4nr.r mnplru 3a
Ao3r{pane.

{rprro, 3a Ao3r'rpame e rpanyupaH u cnyxu 3a arrr.rKarr uja ua Ao3r.r or 2.5 ml u 5
ml.
Mepuara Jraxr4r{Ka cnyxu 3a annr,Karl uja uaro3r4 oA 2.5 ml u 5 ml.

Haqrln Ha rr3AaBat6e Ha JreKor
Jlexor ce r,r3AaBa Bo anreKa caMo Bp3 ocHoBa Ha peuerrr.

llue n aApeca Ha rlpoll3BoAlrrer'Ior H HocrrreJror Ha ogo6peHuero 3a craBar6e Bo
rpoMeT:

llpou:nogrrreJr:
Genepharm S.A
l8 Km Marathon Ave.
15351 Pallini Attiki
fpuuja

Famar S.A.
49th km National road Athens-Lamia
Avlona Attiki, 19011, fpurzja

Hocure.nor ua olo6peHflero 3a craBarbe Bo rrpoMer:
Arsoreu .uoo Bapuqe - flpercraBHr,rrrrrBo Cxonje
Vn. Ko:apa 13 A, 1000 Cxonje

floc,regua penuruja HA Texcrot.Ha
Hoel,rnpu, 201 7

Epoj n AaryM rra o4o6peHnero 3a rrpoM
15-9571I12 u 15-9572112 ot 03.04.20I3
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