
Advanrano/AnganraH @

IIpea ynorpe6a Ha ,'t€Kor BHHMare,ruo npovnraj're ro vnarcrBoro.

o LIycuj nrc :o .vn(ltncnnonto. Motteou ie mpeSu Ou zo npo,tumume noamop o.
. ,4Ko uuatne dona1Hu,,tetHu npautan a, o6pauteme ce raj Bauuom dormop utu (np.ua4eem.
o oetoj rcx Bu e npenuuau Bau sutlHo u He mpe6a oa uu zo daeame n'dpyau su4a, 6udejftu.uottce do

u.u Hqwntentu olpu u aKo HuaHume cuunmo.uu ce ucnu xaxo Banuume.

Bnarpeurnoro yrra ]crBo coAprrtn:

l. IIIno npentcnucyea Adeaumau u za utmo ce ynompebyea
2. lllnro nrpe1a oa *aente, nped da zo ynompe5unre Adeaumau
3. Karo dct,.<t ynontpedyeame Adaaumuu
4 Motruu necaxanu dejcmea (eQernu)
5. 9t txt*e u pox uu tnontpeSu uo Aoaauntau

Advantan '/AaaaH'rat " 0.1 7o eruy,ruja ta xoxa
Methylprednisolone aceponate

. AKTfiBHa cyncraHuuja: MerunnpeAH'r3onoH auenoHar (0.1 o/o)

o flovourHtt cyncraHqax: TparnHuepa,qr4 co cpereH npsr.cH, TpHrr,l.{uepuA Ha KanpHrHa-KaupHHcKa_
MI.'lpltcrHHcKa-creapuHcKa KHcenHHa, varporojr-2-creapH,rerep, uarporo,r-2 I -creapu,rerep, 6eu:u.n
a;rxoxon, aHHarpHyM e,{erar, rnnuepon 85o%, npouucrena aoga.

I'l:r.re u a.qpeca Ha Hoc[TeJtor na oao6pexxero ra craBatbe Bo npouer:
Barer doo Ljubljana. flpercratHuurso Cronje
Y.r. AHros fiorros 6p. | . ,rora-,r 4/ue:axxs/,rauera 2. 1000 Cronle

lllre ll arpeca Ha lpon3Boalrenor:
Bayer HealthCare Manufacturing S.r.l., Ccrpare/Mn nano, L4ra.nula

I. IIITO IIPETCTABYBA MBAHTAH I,I 3,A IIITO CE YIIOTPEBYBA

A.lsaHrau e aHrn-r x$lauaropeH neK (xoprHKocrepor.t) xoj ce ynorpe6yBa roKarHo, Ha Koxara. AaBaHraH rH
cYrlpHl\lHpa lHQ,rauaropnure H aneprficKETs KoxHH peaKUHH H Ha roj Har{xH rH HaMarvBa Ko)KHHTe peaKqHH
KaKO UpBeHl,tjro (epnTeM), ta,fe6e,ryaarsc Ha Koxara. panaBocr Ha Koxara, co3naaaBe aa oror (erev), ,reruarue
14 fpyra cHMrrroMH (xaper6e x,ru 6o,rra).

Ilaxynarse: -fy6a 
o,,t 20 g.

Tepanenrcxu uHAllKaullH:
AaBaHTall evy,rrr.ja la Ko)Ka ce Kopr.Icrlr 3a rperMaH Ha aKyreH er3oreH er3e[4 (a,repracrN KoHTaKTeH
IepMaTuTl.{c, toKcHqeH aereHepaTHBeH e|3eM, HvMyJ'lapeH eI3eM, AHCXHApOTT.jqeH ef3eN.,t, H aTorrHqeH
.lepMarHrHc ( HeypoaepMarHrHc), ce60pouveu eneM, fpaBHAapcH ef3eM, conapeH aepMarnruc (reurn

3fopeHHur.t.) H HeK,laCHQr.rUHpaH ef3eM.

AqeaHrau evr',r:uja la Koxa e HHrrur.ipaH xaj reua o.l 4 MecettHa Bolpacr.
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Advantano/AABaHTaH o

A,tBaHraH e locraneH 80 rpu pa3nHqHH rlopr,ay,raqal (xpelr. vacr a evy,r:Nja :a xoNa) Kou ce oA ocooeHo
3Haqetse 3a repanearcxlor eQexr.

2. TIITO TPEEA AA 3HAf,TE TIPEA AA TO YTIOTPEBI,TE A.IIBAHTAH

Heruojre aa ro ynorpe6ynare AraaHraH axo:

' cre aJlepl-HtlHl.l Ha MerHnnpeaHH3onoH auenoHar n,rl ua Hexo.ia oa no[rorrHuTe cyncraHuan Ha AaBaHTaH.o rMare flpacycrBo ua ry6epry.norHn n,rn cttfn,rncHr npouecx Ha Ko)Kara, BupycHtl uu$exqna (KaKo xepnecl,lnH Baprqena'), po3auea. nepliopaj]eH repMarHTHc, y,[uepH, aKHH, arpo$rivHu 
- 

r<oxHn 6o,recru sBaKUHHILIHa XONUa peaxqnja Ha MecToro xoe rpe6a.qa ce rperNpa.

Buaere noce6no BrtrrMare,tHtr co A,[BaHTan aKo:

o Bautror aorrop at.-jaruocr'ul{pa aeKa Baurero xoxHo ra6o,ryaan e e HaronorHero co 6arrepncro n,rrra6uvHo ra6o,ryratle. norpe6ua e.qonorHHTerHa cneua0rqna repanuJa.o HMare noKaJrHr.t KoxHl.l rH$exqrt, lse Moxe la 6naar noreHu,paH' o,! ynorpeoara Ha iro(a,rHhorfnyKoKopTnKolt,l.
r l norpe6yeare AAtaxraH u:6erHyeajre KoHrakr co oqu, I,ra6oxu oraopeun paHlr H [4yKo3a.

Kaxo urr.o e no3Haro oa ynorpe6ara_ Ha cHcreMcKrjre KoprhKoHAHj Moxe ucro raKa ra ce pa3gue rJrayKoM npuvnorpe6a Ha r'roKalrHH KoprhKoHAlt (np. lpa ynorpe6u nu 
"rao*" Ao3n Hnri noo6euua anrHKarlHJa Bo floAonrreprox. oKly3HBHr., SaBoH HJ,rH ynorpe6a ono,ry otxre;.

O6entHa an-raxauxja Ha ,roxalar Koprl.lKoHAH 3a HalBopeuHa ynorpe6a Ha roneMH noBprxl.tHH oa reJroro Hanorlojl f rr€p'ox. oco6eHo npa ;'norpe6a Ha oKJTy3HBHH rauor, r"u"Llno ro 3roneMyBa pr-*o' oo HecaKaHH:elcrea. Tepanajara nor oKJty3HBHH ycnoBn rpe6a aa ce Nr6cr.nyaa, ocBeH aKo e HHAHqHpaHa. 3a6e,rexsrereKa fercKHTe rIereHH Kaxo { noBpl.ltHHHTe noa,'loxHH Ha rpHe}be Moxe aa npercraByBaar oKny3HBHH ycJroBH.

Kora ce nexysaar roreMl.t noBplxltHl.{ Ha Koxara, BpeMerpae* ero Ha repanhjara rpe6a 1a 6uAe urro e Mo)t(HonoKparKo. 6r,r.qei*x voNHocr 3a ancopnuHja l4,,rH cHcTeMcKH e$exrn He uoxe Aa 6a,ae uenocHo hcKnv,leHa.

Ile4njarpxcxa nony,rautja

AIBaHTaH He rpe6a 'la ce ynorpe6yra rloa oKry3HBHa ycrorN. 3a6e,reNere aeKa neJreHr.rre uoxe 
^qa 6aaarorrrr)3HBHr.r' oea e oco6e'o saNHo' 6r4ej(a AasaH'rax *. 

". np"nopu.,yBa 3a ynorpe.a raj 6e6n*a no4 4veceufi.

Ilorpe6Ha e aHxMarejlHa npoueHKa Ha ropucr/prrax raj aeqa Ha Bo3pac.r noMery 4 Meceur u 3 roaulru.

JLroauocr

He e.qocransa aH$oplraulrja 3a Bnr,UaHaero Ha AqBaHTaH Ha nr,ro,qHocra.

Epeueuocr

(.ocemycaine ce co Bauuom doxmop uuu rltap.uaryeam nped da nneme 6u,to KaKoc reK.Heua cooqserHH noAaroun 3a ynorpe6ara H; ao"u"tu"'""yntrja 3a Koxa raj 6pelreHn NeHu.
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AdvantantlA.qsaBraH t

Aro cre 6peveua nJ'rH aKo ce coMHeBare reKa cre 6peueHa, NuQopr,llrpajre ro Bauaor gorrop, 6ri4ejrig roj
rpe6a 1a ro 3eMe roa Bo nperBha, npea aa BN npenHue AgaaxraH elry.nanja 3a Koxa. feHepanno npaBnno e
reKa c|4re npenaparH 3a HaaBopeuHa ynorpe6a, KoH cojlp)Kar KoprlKocrepoara, He rpe6a /la ce Kop1crar Bo
[pBHTe rp]r Meceun oa 6peveHocra. Oco6eso rpe6a Aa u:6erHyaare JleKysa[se Ha roreMll rroBplxHHnr
.ro,rrorpajxa ynorpe6a Hnli oxJ'ly3tiBHu 3aBoh 3a BpeMe ua 6peueHocr.

Aoen e

(.ocenycujnte ce co Bauuom doKmop utu rlaptuqeent nped oa seyeme 6uro xaxoe terc.
AoKonKy lollre He rpe6a qa ynorpe6yeare AAlaHraH ra Baurre rpa1r. Baurum Aoxrop rpe6a Aa fo 11Ma Bo
flpe-qBnr oEoi QaKr llper ra Ba nperr{rue ArsaHraH. :aroa rlHQopulrpajre ro loxropor aoKonKy ,qonre.
Ilexlsane Ha r-oreMh [oBputHHH, npoAo,'u(eHa ynorpe6a r4nH orury3HBHH raron rpe6i aa lrr6erHyaare ra
Bpe\te Ha _1oe6e.

B,rxjanre apr cnoco6nocla 3a BoSerr'e Ha asrouo6tl,l nnfl paKyBarbe co Marrrrlntl

A,qaaxraH evyr:Nja:a Koxa HeMa alujaune sa cnoco6Hocra:a Bo3elr,€ H paKyBalLe co Ma'JHHH.

3euane/ynorpe6yBarr,e Ha apyr' nexoB'' (xa,rro rpe6a aa ce BHHMaBa axo ynorpe6yeare apyr[
,rexonn)

Be uo-rtuve ta ro rgSopuupare Baurtor IoKTop HtH rlapuauerr aKo 3eMare, lun HeoAaMHa cte seMare 6fino
KOJ ,ilp) r' neK! .lypH H oHHe KOr He Ce Ha r'reKapcKu peuenT.

3. KAKO Cf, YTIOTPEBYBA MBAHTAH

A,rBaHTaH cvl,rrrja 3a Koxa ce ynorpe6yaa Jroxarao H ce HaHecyaa Bo reHoK cnoj Ha :aQareHam ooapu1Ha
Ha KOXaTa elHartl Ha feH CO neCHO TpHeH'e.

feuepa,rHo. no,rxuuara Ha ynorpe6a ue rpe6a la 6ule noAo,rra oA 2 neger'n.

Axo rorrata eKcreH3HBHo Bn ce cyutt npa ynorpe6a Ha AJlgaHraH eruy,r:aja 3a Koxa, 3aahcHo ao rr.rnor Ha
roxara te Bu 6Nge npenoparaaa aqiysaurua neyrpa,rHa repannja (WiO eruy,r:uja n,rr e.aHo4asHa uacna uacr)
KaKO KOXell Ot\{eKHyBa9.

IIeanjarpncxa nony,raunja
He e norpe6xo npnnaroaygalLe Ha Ao3ara xora A4aaHraH en.ry,rrlrja 3a Koxa ce ynorpe6yoa raj
HOROpOleHq lba (]1 4 ueceqa trH nocrapr.t! xaj Ieua u a.{onecueHTH.

Ee:6elrocra Ha AasaHr.ax u-nexo raj HotsopoAeHqlga no,t 4 ueceun He e AoKaxaHa. Helra Dacno.noxrnsH
no]laTou!r.

'4xtt tt.'rtunc ntequnor dexa e(texntom utt Adeaumat e npe.uHo?y culeH utu npe.v o?y ctab, nocoeentyeajme ce
co Bqutuottt dttxrrtop utu r[ap.ua4ecnt.

Axo cre ynorpe6lre rroroJ'teua ,[ora oA AIsaHraH orroJtry lrro rpe6a

He tpuxere ce. He ce oqeKyBa HuKaKoB pl.{3HK o.q elHoKparHo flpelo3r1pa]be (Kora ce annHu'pa eAHoKparHo
Ha ror.tc\ra rroapunua) n,ru HelaaejHo Ioitatse.

f"ffi;h
a'-@$' $,9
\"^on,r.a9Z'



Advantano/Alaatras a

Aro cre ra6opaerlne aa ro ynorpe6nre Arnasrau

He xopacrere irorreMeHu KoJ'rHt{HHh AasaHraH 3a ra ja HaaoMecrh.re HcnyureHara ilo3a.

f,Qexrn ro npeKnHor Ha rperManor co A,qnanrar

KoularrNpajre ro BautNor AoKTop ,(oKoJrKy rroBTopHo Bn ce jarar c[MnroMHTe Kor] cre rh uMiure npeA
TeparrHJaTa.

4. MOXHI,I HECAKAHI,I AEJCTBA (EOEKTI,I)

Kuxo tr c'ume )pv:u teKoau u Adoaumuu .uo:ttte da uua uecaxauu deicmea.

Opexsexquare Ha HecaKaHI.r gejcraa sa6e,rexaHH Bo K,rlrHuqKla cryaltl A a4eHu go ra6e,rara rroaorry ce
le$NuNpaHr corraoro MedDRA aoroeopor :a Qpexaeuuuja:
MHory reclr (21/ 10)
Boo6n,raeul.r (2ll I 00 ro < I/10)
llesoo6lqael lr (]l/1000 qo <l/100)
Perxx (- l/10000 ro < l/ 1000)
MHory perra (<l/10000). Heno3Haru (He r,loxar Aa ce oApeAar o.{ pacfloJrorcnhBure nolaroun).

Sysl€m Organ Class Boo6ri.raeHtr Heeoo6xqaeHu Henolgara
gperaeHuuia'

[|opemeryran e ra
II MY H OJ'I O IU K1IOT CECTEM

npeoceTr't[BocT Ha J.teKoT

Onrurn nopeuerynarua n
peaKunja Ha Mecroro Ha
aavxrucrpaunja

xaperhe Ha MecToTo Ha

an,r rraurj a

6orxa ga uecroro ga

annfiKaunJa,
Ee3HKynB Ha MecToTo Ha

anrxxautja,
9euaH,e Ha MecToTo Ha

arnuxauHJa.
trycTynx Ha MecToTo Ha

annHKaurua,
epo3l-!a Ha MecToTo Ha

annxKaunia

cyBocT Ha MecToTo Ha

aln x xaqrij a,

epfiTeM Ha MecToTo Ha

anr'l r Ka UHJ a,

So,ruxy,ruruc Ha Mecroro
ra an,rnraqrja.
xqrrepTpl-rxo3a

llopeueryean a ua
KOXATA T I|OTKO)|CHOTO

TKIIBO

Ef3CM.

xoxHa eKcOonfijauHja,

QHcypx

AKHI,I,

Ten ea H f r-ie KTa3 xJ a,

xoxra arpoQuja,
KO)(Hfl CTpt-tt,

nepxopaJreH aepMaTxTnc,
KO,(Ha ArCXOnOpaUr!a,
iureprHcKfi KoxHfi peaKqfi x

* florerur ja,rHr HecaKaHH eQerru He:a6e.nexaHu Bo K,qr{HHqKA cry ntrt.

MoNe aa ce jasar cNcreucru e$exra nopa.qN ancopnqhja, Kora ce rrpHMeHyBaar noKiurHl, npenaparu ulro
coapxaT KopTHXoHAH.
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Axo sa1eJreacwre 6wrc xaxeu uecaxaxu dejcmua Kou He c, **"ror, * iii
uH$opuupame Bau.uom donnop wru Qapta4eem,

5. TryBABB II POK HA YTIOTPEBA HA A.IIDAITTAH

Jlexom uyeajme ao na Necma tedocmannu sa deua!
,{a ce vyea ua rruneparypa Ao 3trC.

Por xe ynmpe6a
3 rolnan

Jletam ne uvee da ce ynompe6yea no damynom na poxom rm lmompeda wmo e meeden na tqm4jama.

Hc.rxH m f,3laaabe f,r rert,or
Jlerm uoxe 4g ce x3,qaBa caMo co reKapcKr peqenr (P).

,{lryr ne nocne{rr peBrlxja f,s BErrpeunom ytrrrcruo
07.2015

Epoj nr olo6perxe 3r crtnobe f,t nersor B{, npoirgr

ilIlfltilXqA
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