
AnqOnAMVA T 500 mg, Sranm o6roxeHu ra6leru

3EI,{PEH I43BETIITAJ 34 OCOEI4HI4TE HA JIEKOT

1. I1IME HA MEAI{qr4HCKrIOT rrpOU3BOA
A,re0,ra\araA T 500 nrg, {ru,ru-o6loxeHu ta6steru

2. IICBAJII4]'ATI4BEH I4 KBAHTPITATI{BEH COCTAB
Ean+ Sranv o6loxeHa ra6,qera coApxr4 leeoSroxcarraH xeMtzxt4rpur cooABerHo Ha 500
mg 4eeoQnoKcauHH.
ErcqynlleHo.r: $n,rna-o6ro)KeHuTe ra6,.relu fo coApxar cneAHnor eKcuunHeHr: FD&C
ye l lqw 6 /SLr r rse t  Ye l low a lumin ium la l<e .

3a rcp,wn.nenlHa 'ntcmo Ha eKc1u.nueHcu, nozre'dneme eo den 6. L

3. QAPMAUEBTCKA OOPMA
(Dzrn-o6lorreHu ra6,rern. [IoproKaJloBr4, r,r3AoJIXeHI4, 6ltxoueexcHa Snlu-o6,roxenu
ra6flerra co flpeKpuHa rrpra. Ta6,rerara Moxe Aa ce rloAenuI Ha ABa eAHaKBI,t Aena.

4. K,,II4HUqKU OCOEEHOCTI4
4.1' [epaneBTCKH r.rHAHKauHH
A,rspraMraA T ce xopr.rcru rcaj Bo3pacHH nauHeHTH eo repannja Ha cJIeAHhBe raHSercqnn.
(Bra4ere Bo Aenor 4.4 v 5.1):

r AryreH 6amepucrcn cvHycrrrvc.
r ArcylHa er:aqep6aqnja aaxpoH14qeH 6poHxrarnc.

c flHeeMour.r.ja crercHara Bo eKcrpa-xocinhraJlHn ycnoBl4.
q Korvnrr4ul4paHn nH$exquu Ha Koxara, f i  Ha MeKHTe rKhBa.

$o ropecnoMeHaruTe cryLtat, Areorar\alaA T rpe6a Aa ce KopHcrH caMo Kora 0e
gMera 3a HecooABerHa ynorpe6ara Ha aHrz6axreprcKlr arenczr, ttou eoo6uqaeHo oe

npenopaqyBaar KaKo roqerHa repanraja raj onne raH$ercqr.ua.

q flne,roHe$prarnc H KoMnJII{qvpaHA rautperquu Ha ypl4HapHuor cl4creM (ger 4.4).

t Xpour,rveu 6arcr'epncKH rpocrarnTr,rc.

c HexoNrnrHuHpaH r-tucrnl4c (ae,r 4.4).
q tr4Hxa,raurcKh aHTpaKc: nocr eKcno3urruoHa npo(pra,raxca A Kypa:rrana repanuja

(ae,r 4.4).

AreoraNaraA T uoxce Hcro raKa Aa ce Kopr4crr,r 3a KoMnJlernpaFbe Ha reparleBTct(t4

1perMaH rca.j naqraeHTr4 KoH rroKaxare noao6pyearr,e 3a BpeMe ua nuntlujaJlHara

Tepanula co HHTpaBeucrcn,reno$noKcauuH.

lflorpe6Ho e Aa ce cneAar oQraUHjaIHfiTe BoAHuv 3a cooABeTHa npfiMeHa lHa

aHrra6uoruuu

I

4.2 flo:uparbe n HaqLrH Ha



AIIBOJIAMI4A f 500 mg, Sr.r,'rna o6,loNeHn ra6rern

Ta6nernre ce afl,.tHUnpaT eAHaIx Alv LBa naTh Ha 4en. [osara 3aBVcV oA ThnOT I'l

Texl4Hara Ha uH{lercqnjara rcaxo il oA ocernnBocra Ha naroreHuor npHql4Hl4Ter.

A,reoraraul T nloxe HcTo TaKa Aa ce Kcrpl,tcTl,i 3a K0MnneTl4palne Ha Tepa[eBTcKl4

TpeTMaH Ka.i naUheHTLt Kol4 tloKa6ane nolo6pyealbe 3a BpeMe Ha nuuqujalHara

repanuja co liHTpaBeHcKr.r :reeo$noKcaUnH. Tpe6a Aa ce 3eMe Bo rpeABnA

6rzoereaea,reHrHocra Ha napeHTepanHaTa h Ha opanuara $Oplta, mTO AO3BOnyBa

Kopl4creFbe fla Hcra Ao3Zt OA reKOT CO ABa pa3lrl4qHH HaqAH|,., Ha npHMeHa'

fosupume
3a l\neoraNafiA
/losupon'e ra.i
rnl/uuu)

T. noNe Aa ce AaAar cfleAH14Be npefiopaKl4 3a Ao3l'Ipa]be:

t'taqueHfttu co HopM.arHa peHatrHa fiynrct4uja (rcnupeuc Ha Kpeamuuuu > 50

[,[HAurcauuja {ueneH pe?KuM Ha

Ao3upan e (ranucu og
TexuHara ua 6olecra)

Bpeuerpaette Ha
TpeTMaHOT

ArcyreH 6arcrepracxz
ct4Fty3[4THC

500 mg, eAHau Ha AeH l 0 - 1 4  a e H a

AxyrHa 6axrepncxa
sp34qep6aunja Ha
xnoHHqeH 6oot txnrnc

500 mg, eAHau Ha AeH 7-1 0 aeua

[IHeerrroHuj a creKHara Bo
eKcrrna-XOC n hTa, l  H l " l  VCJIOBH

500 ffig, eAHauI vrv ABa
naTa Ha neH

7-14 telg^a

[ l  raenoueQpurnc 500 mg, eAHail Ha AeH 7-l 0 leua

Hercou nlu u14PaH uncrnTl4c 250 mg, eAHarI Ha AeH 3 aeHa

Kon,I n,'rnqupaH rz u HQerqn n
Ha YpnHapeH cHcreM

500 mg, eAHa.Ix Ha AeH 7-14 tena

Xpour,rueu 6axrepncru
npOcraTHTtlc

500 mg, eAHarul Ha AeH 28 tele'a

Kon,t n,'r raqrapau n n uSexqnlt
HA KO)KATA H HA MEKI4TC

TKI,,IBA

500 ffig, eAHaIil vrv LBa

[aTH Ha AeH

7-74 rclga

14uxa,launo HeH aHTPaKc 500 tne, eAHi.tLll Ha AeH 8 HeAern

flqce6uu nonyrraqnu

fosupan'e xai na4ueutnu co
ml/uuu).

HapyueHa peHatma cpyuxt4uia (ruupeuc Ha KpeamuHuH :i 50

K,lupesc ua
KpearHHItH

Pexuna Ha Ao3HPar+,e
250 ms.l24,aaca 500 ms.l24'aaca 500 mLe/12 qaca

rpBa Ao3a: 250 mg npBa Ao3a: 500 mg nDBa r,o3a: 500 mg

50.20 ml/vmrr roroa: 125 mgl24
ca0a

noroa: 250 mgl24
qaca

noroa: 250 mgl 12
qaaa

19-10 ml/n'rurr noroa: 125 mgl 48
qaca

noroa: 125 mgl24
qaca

noroa: 125 mgl 1t2
qaca

[0  ml /unu noroa: 125 ms,l 48 rroroa: 125 mgl 24 noroa: 125 mgliL4



AJIEOnAMVIA T 500 mg, Qr.r,'rm o6roxeHn rabrern

(errlyuurerHo

CA
HlaJrH3a H

flo xeMoAr4Jan 143a nnv KoHTl4 HynpaHa av6y,raHrcKa nepuroHeaJlHa lnianusa (CAPD)

JIEKOT.norpe6Hn AonorHr,rrenHh Ao3H oAHe ca

II aqy eumu (' o H apyraeHa xe namallHa Qyu rct1qi a

Kaj naUrEeHTHTe co HapyreHa xenaTalHa SyHrcUuja HeMa norpe6a oA noce6uo

npa{raro4yearbe Ha Ao3ara 6vrcjku rrlera6ort4saMor Ha ,reno$lorccalll4H He 3aBHcl4 oA

upHlflor apod H Hajro,leu Aen oA JleKor ce eJ]lr4MHHl4pa npeKy 6y6pe:nre'

IIocVtapu na7ueHmu

Hevja norpe6a oA npunafoAyBaFr,e Ha Ao3aTa raj oeaa rpyila Ha IIaqlldHeTI4 oCBeH

npularoAyBatbara Kol't Moxe Aa ce noTpe$Hu 3apaAn nocla6ara peHanHa rfyHrqaja rcaj

oBa4 cTapocHa rpyna (eg4ere Aen 4.4 "TeH4nHI,tTl' lC 14 pynTypa Ha TeTvIBa" u

"Ilpp,rourrpaFbe Ha QT zHrepeallot")'

.4etta
Jlerp$,ror<cal\uH e KoHrpahHAr.rUHpaH 3a ynorpe6a Kaj AeIIa h aAonecqeHrl4 Bo pacr (rloA

18 rpanuu)(enlere ae,r 4.3).

Hau,r s Ha aAv uHncrpaunja

Ta6flerrate AIsoIaNanA T rpe6a Aa ce flpc]fonTaaT qelu, 6e: KplxeFbe, 14 cO AOBonHa

K o n h q H H a H a B o A a . M o N e A a c e n o A e J I a T H a [ o J ] o B I 4 H a ' a K o c e c K p U a T I I o i l p e K p n H a T a

nl4Hptja, co LIen Aa ce npynaroAg Ao3aTa. Ta6lernre Moxe Ia ce 3eMaar 3a BpeMe Ha

o6ppunre, ntH i loMeiy o6Pounre.
Ta6frerure,A,reoraMila T rpe6a Aa ce 3e:MaT Hajnranry g.Ba Lraca r.pe4, L4trv fiooJle

npLIMaFbeTO Ha xeJle3HH COJI14, I-IHHKOBH COJ',l14, aHTA\]'1I,.LI IXTO COApXaT MafHe3I4yM I4nl',l

anyMr4HMyM. AHAaHo3HH (cart,to rpoprtaylaLlunTe Ha AhAaHo3HH co anyMHHHyM vJra

Mafffe3ayM coAp)Kar nysepcrcra areHcn), r,r cyrcpansar 'npjku Mo)Ke Aa AojAe Ao

HaNqanena pecoprrunia Ha JIeKor (era4ere ae,r 4.5).

4.3 f fonrpaHHrItKaqHH
Jle$or He cMee Aa ce [pI{MeHyBa Bo cJIeAIi{Itre cltryauull:

o no3Hara npeqyBcrBr4TeJrHocr Ha neBo$noKcalruH wIIu Ha Apyrl4 KHHOJIOHH, l4lJII4

Ha uexoia oA [OMotxHI4Te cycncTAHu1lLt Ha JISKOT, HabpOeHI4 BO AenOT 6' l ;

nauHeHTH co eI lHnencnJa;

rcaj naUnHerH co l4cTopnja Ha Hapy[lyBaFba Ha TeTI4BI4re acollnpaHu co ynorpega

Ha ( r , ryopoxHHonoHH;

Kaj Aeqa ilnH aAorecueHTH Bo

3a BpeMe ua 6peN,le

a

a

a

o

a 3a BpeMe Ha Aoe



AIIBOJIAM L4Il, T 500 mg, Qr'rnrvr o6roNeHn ra6'lern

4.4 llpegyrtpeAyBall,e I'l MepKI{ Ha [perrla3JruBocr

Iloc,ron ro,,IeMa eepojaruocT MeTI,IuuJII,|]H p$I|cTeHTHIIoT StanWlo.ll::^u:^'nu,"'o'

(MRSA) Aa nMa ,*o-p.r""t"nquja u ua Q'ryopoKlIHoJIoHI'l BKIyIIyBaJKI'I Io lI

,re"o4noxaaur4H. 3apa,a" roa, IeBoQIOKCTaIIUH He ce rlpeflopaqyBa 3a TpeTMaH [Ia

AoK&,,4aHn r,n" 
"y.rr"*'rHu 

MRSA raHQerUnu ocBeH no clyvaj KOIa pe3yJITaTI'ITe oA

la6aparopucKr,l re aHaJru3It yKalKyBaaT Ha oceTJIl',lBocT Ha IIputIuHHTeIoT ]Ha

,renoQlorccautrH, AOAeKa qecTo [pe[opatlyBaHl'ITe a:Hruluorlf|llll 3a 'repannja ua

MRSA ce cMeraar 3a HIecooABerHIt'

Ieaoslor<cauHHor MO)r(e Aa ce [puMeH\/Ba eo repannja Ha Arcyreu 6arcrepucxn

ct4Hycl,tTl4c. H aKyTHa ereaqep6aqraja Ha xpoHl4rreH 6poHxrarnc' KOIZT OBHe oBI4e

raH(lercquu ce aAeKBarHo 4ujarHocrl4ui lpaHn'

PesncreuuHjaraHaE'co l i (Ha juecr I IaTofeH,HHBo, . IBnpaHeonHdlex l l l4 l4Hi }yp l4HapHuoT
cl,rcretr) rcoH rpnyopoKtrHorloHhre - BapHpa Bo pa3nhu::.:.*j" o4 EeponcKara yHlIJa'

flpenrauryeaqHre rpe6a La ce 
"oueiyuaar . 

La ia 3eMaT Bo npeABLilA J'loKaJIHATa

npeBaneHua Ha pesncreHTHocr ua E' coli rcoH SlyopoKl'tHoJ'loHHTe'

I4uxa,rauuoFreH aHrparc: Ynorp"gTU ce 6a:npa Ha floAaTol-lnTe 3a oceTILlBocT Ha

Bar;illUS al'tthfacis BO ISCTOBHTS "in vitro", il Ha noAaTOUHTe oA eKcr1epnMeHrll Bp3

xl.4BorHr4, K.r(o 14 jrhMr.rrr4paHHTe noAaror-rLr oA xyMaHara flonynauHja' Jlerapnre Kot{ Ja

il;;;;;;; ouuu oon..r. rpe6a Aa fr4 cneAar Harrl4oHarlHl4re vtlutru HHrepHalluoHarlHnre

AoKyMeHTlt. Kot4 ce oAhlecyBaar na repanrajil 3a aHTpaKc'

TeuAuHurllc H PYrITYPa Ha rerl'rBa

TesAraHra.rn. 
". -iuuyua peTKo. Hajuecro :a$areHa e Axra:rogara TeThBa h Moxe Aa AOJAe

Ao pynrypa au r.,rru't'a. TeHAnHnrHc H pynrypa HarerhBara' noHeKofail 6nlarepa:rua'

MolKe Aa ce .jaera 48 qaca nocJ]e [oqeToKoT ua repanujaTa cO leeO'SlOrCar\ti{' A

npra jaeeHaeBaKBano|ana14HeKonKyMe)ceunnocJ le [peKl4Hl :a }b-e ] " . . ] ] i ^ : :o -w ja ta .
Pusurcor ol nojaea Ha reHAHHHTl4c 14 pynrl/Pa na reruBa.e [ofoJIeM rcaj lnqa nocrapl4 oA

60 roAnsu. rca.i nauneurl4 KoH npnMaarAHeBHn Ao3H oA 1000 mg' 
" 

nu1l:ll '-Kol4 ce Ha

repanraja co KopTl4Ko.'.po,1,. florpe6Hcl e nphna|oAyBaFbe Ha Ao3nTe KaJ nocTapi4Te

n u u a , B p 3 o c H O B a H a H H B H I 4 O T K n n p e H c l l a K p e a T H H U U ( e v l 4 e r e r c t 4 ' 2 " ) ' 3 a p a l u T i o a ' ,
oB}{e flauueH-fr{ :]a BpeMe Ha TpeTMaHOT co neeos,rorccaqnH rpe6a BHI4MaTeJIHO Aa ce

cIeAaT. cur.e nauueHTt4 Koh tte npunteraT chMnToMn Ha TeHAuHt4Tl40 Tpe6a Aa ce

ofipara.r 3a cotser rcaj ,1oxrop. Bo c:ryuaj Ha coMHeBarbe Ha TeHAHHHThc' TpeTMaHOT CO

lenoonor<caquH rpe6i l  BeAHau Aa ce [peKHHe u [a ce npnMeHh cooABer:Ha repanuja ra

:arpareuara rer.HBa (Hra nprarvrep uHlo6u,rHsauraja).(Br/taere ceKuHh 4'3 w 4'8)'

dfficile
r e re[IKa, nep3hcreHTua vlln'nn KpBaBa' a ce

r repanujara co ArsoJran'rul li (erc'ryunreluo

Cl'lostridiunt dil/icile. noja Mo)Ke Aa ,ua
xt4Boro3arpo3)/BaLlKa.oA KOt4 HaJTeuKa QOI

cercrluja 4.8). ftopa!,h roa, BaxHo e Aai

t r a q l 4 e H T u K a | K o H c l l j a s y e a c e p h o 3 H a , r y n j a p e a 3 a B p e M e H a , V ! | L 4 I I O O J I e T e p a n u J a c o
,reeodr,rorccauHH. Bcl c,ryuaj Ha cycneKrHa' Izn1]:AoK?TPI{a 6onecr acouupaHa co

' r  i l .  ' : '  i  4



AIIBOJIAMVl[], T 500 mg, Sranv o6roxeH14'ra6,rern

Clostridiunt tlil/icile, rperMaHor co A,rsoraunl T rpe6a BeAHarI Aa ce rpeKI4He a

naqfieuror rpe6a 6e: o4,roNyBan,e Aa npHMr4 cynoprr4BHa 14 cr4MnroMarcKa repanr,rja. Bo

oBa4 KnfiHHqKa cocroj6a KoHrpauH.[t4ur{paHa e npr4MeHa Ha cpeAcrBa KoI4 jauuxttlupan

nep4cranTH Kara.

lla{uenru rpeAr.rcroHHpaHH Ha HarIaALl
KnuoloHlr're Molxe Aa ro HaMaJrar qepe6piuHraor npar Ha HaApa3nuBocl 14 Mo)I(e Aa
npeAH3BHKaar HarraAH. J-leeo$norccarlHH e KOHTpaHHAr4uhpaH rcaj naqraeuru co racropnja

Ha eFr4nencnja (ae,r 4.3), tt t4cro KaKo r,r ocraHarure KuHoJIoHu rpe6a MHory BHHMaTeJIHo

Aa qe ynoTpe6ysa rcaj rraqneHTH npeAHcnorF{HpaHr4 Ha HanaAH. uttu t<aj flauI4eHTI4 KOII

HcrOBpeMeHo npHMaal repanr,rja r<oja ro HaManyBa qepe6pa,rHuor npar Ha

HaApa3nlrBocr, KaKo uro e reo$n,ruH (aer 4 5).

Bo O,ryqaj na nojaea Ha KoByn3ur,r (4e,1 4.8) rperrraaHor co neBotbnoKcaqhH rpe6a Aa ce

npeKHHe.

Ilaqueurn co aeQHqueHquja Ha rrryKo3a-(i-QocQar AexuAporeHa3a
Jleep$,rorcaqraH rpe6a BHr,rMareJrHo Aa ce [pr,rMeHyBa r<aj naqueuru co J{areHTeH I4.IIH

aKTfiBeH 4erpexr Ha aKrHBHocra Ha r,raxosa-6-$oc$ar Aexl4AporeHasara 6ugejftu oeve

naqHeHTH Mo)Ke Aa noKaxar cKJroHocr r(oH xeMorr4Tllqr<a pearuraja :la BpeMe Ha

rep4nraja:ra co KriHoloun. flopaAr4 Toa, arco neeoSnoKcatlllH ce KopI4crH rcaj aarcau

naul,reHTH, rpe6a Aa ce cneAH n norenqraj arHara nojaBa Ha xeMo,rll43a.

llaquenru co peHaJIHo oureryBaH'e
Haj4oneu Aen oA nesocprorccauuH ce
nar_ll4eHTHTe co peHanHo oureryBaFbe

4.2).

ennr\,{r4Hr4pa npeKy 6y6pe:rare; 3apart4 roa, rcaj

Ao3ara oA neKor rpe6a Aa ce npunaroArl. (Ael

PeaKuur,r Ha rrpeocerJlHBocr
Bo Hercon cnyqau. no anJlfiKaqnja ua [pBaTa Ao3a, neBoSnoKcaUHH MOXe Aa AOBeAe Ao

noj4na Ha cepl4o:lHh 14 noreHuuja,'rHo $alaruu peaKuHH Ha flpeocerJll4Bocr (ua np'

aHfl4oeAeM 4o aHa$rz,raKTr4qeH ruor)(erz4e"re AeJI 4.8). Bo BaKoB cnyuaj, nauHeHTHTe

rpefra BeAHau Aa npeKl4Har co rperMaHor fi 4a no6apaar rloMotu oA AoKTop t4lrkt lfi'Ha

fioMoru co uen Aa ce npeB3eMaT COOABeTHI4 I'{epKH.

Te{rrcu 6y,'r orH n peaKuI,Itl
flp4jaeeura ce cnyqan Ha rerrrKh 6ylosnn KoxHH peaKIII,IH rcaxo Stevens-Johnson

ct4HApoM H,rrh roKonqHa errnAepManHa HeKponr43a npn npHMeHa Ha leeoSlorccauuH

(enpere cexqra.ja 4.8). flauneHrr4re ce coBeryBaar BeAHaut ga ja npercraHar repanujara n

Aa goHraKrnpaar co ceojor AoKTop, aKo AojAe lo nojaaa Ha BaKBH KoxHl,l I4nH MyKo3HH

oeaKul4l.l.

[u$r.nunenInja
Kar(o 14 co ocTaHaTHTe KnHOJIOHH, npuJaBeHU Ce Cnyqal4 Ha HapyuIyBaFLa

rllr6ettnjara, n roa XHnofJIHKervtwia u XnnepfnuKertv1a, o6rauHo xaj [aqheHTH

4rajp6erec Ko14 KoHKoMHTaHTHo ce Ha repanraja co nepopanHll aHrla4uja6erraqr'r (na

urabeHrc,ravnA) u,'ur co t4HcynhH. flpnjaeenn ce

ia-- -.,')

C KEMI,IqHA KOMA,

s-  i . l j :  ) ,  ' l  i ' r l ' l

a ii.:11" ilj,l:

HA

co
rrp.
Kaj
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AntsOJIAMVIE,'T 500 rng, Sra,rn,r o6,roNeun ra6reru

Ania6erlr.{uHTe nauueHr.t4, ce npenopaqyBa r{HBoTo Ha fJII4Ko3a Bo KpBTa BHuMaTenHo Aa

ce creAfi (nn4ele aer 4.8).

IlpeeeHqlrja ua QoroceHsH6n,'IH:aqlrja
flpujaneHa e QoroceH:HTHBHocr, 3a BpeMe ua repanraja co leeoQnoKcal-ll '{H. ([e,t 4.8).

Ha naquegrr4re HM ce npenopaqyBa Aa He ce H3JloxyBaar uenorpe6Ho Ha cHr'IHa coHqeBa

cBeTnHHa LI,TH BeuTaqKI4 ynTpaBhoJIeTOBl4 3paUH (Ha np. naMna HnH Oonapuyv) ra

BpeMe Ha repann.i aTa, vItA 48 qaca nocne ttpeKuHyBarr,eTo Ha repanujara, co U€JI Aa ce

n:6erue no.ianala Ha tporoceH3HTHBHocr.

f lauuenru Ha repa[Hja co aHraroHl{cr l r  Ha eHraN{uH K

3apalu Mo)r(Horo rpoAonlr(yBabe Ha re,croBure 3a Koarynalruja (PT'/INR) nlum

KpBapeF[,eTo Kal naUHeHrHTe KoH ce Ha ttcroBpeMeHa tepanuia co Areo,'Iavnl T ra

aHrproHucrt4 Ha BHraMnH K (Ha np. nap$aprzH) ce npenopaqyBa npu BaKBilTa

KoHKoMr4TaHrHa repannja pesy,rrarnre Ha recroBl4Te 3a roarynaqraja peAoBHo Aa ce

cneAar (euaere ae,r 4.5).

flcllxornquI{ peaKuI'tH
flpn janeura ce cnyqah Ha ncHX6THLIHH peaKUH14 KaJ [alIL{eHTI'{Te Ha TepanHJa CO

KHHoJloHt4 exnyvyuajkH fo t4 leeoSlorcaulrH. Bo uHory perKl4 cnyqau BaKBHTe peaKttl4l4

fipclfpeAHpane Ao cyHuHAHH MHcJI!.t 14 OAHeCyBaH,e, Bo HeKoa oA cnyqal4Te 14 IIO

unr"nuU".lu Ha eAnHeqHa Ao3a oA neKor (nla4ere Ael 4.8)' Bo cryuaj ua nojana na

[cLIXoThqHH peaKunu TpeTMaHoT co ,reso$loKcaquH rpe6a Aa ce npel(l4He V Ia ce

npeB3eMaT cooABe'l Ht4 MepKH. Ieeodr,lor<caUnH rpe6a BHHMaTe,'lHo Aa ce npraveuyea xaj

no4xorr4rlH14 naLIHeHrr4 co racropr,tja ua ncnxnjarpcilKa 6olecr.

flpo.nourupalbe Ha Q'[' HHTepBaJr-or

Iorpe6Ho e BHHMaHHe npH ynorpe6ara Ha tplyoporcuuoJloHH BK,nyquTenHo u

leno$,lorccaurzH xaj naUueHTI4 co no3HaTu pH3l4K $arcropn 3a [ponoHrl4parbe Ha QT

14HTepBanor KaKo:
-KoHfeHHTaneH cliHApona Ha lo,rr QT;
- raoHKoMr4r'aFrrHa repanraja co JreKoBr4 Kor4 ro npoAonxyBaar QT I4HTepBaJIor (Ha np.

aHTHapHTMHuH oA IA u III KJlaca, rpHUHKnHqHI4 aHTuAerIpecJ4Br4,, MaKponHAn'

aHTunc14xolnuu );
- naUHeHTH co HeKOpefHpaH eneKTpOJIHTeH 1uC1atasC (xnnorcalneltnla,

xHnoMarHernen r . ia ) :
-HapyLUyBaFbeHa cpuelo (na rpnMep cpueBa uHcyrpHqraeHqr,rja, MI'loKapAeH nu0apm,

6paara rcapara.i a).
-nOCTapHTe.rl14Ua H )l(eHhTe MOIK9 IA 64p.ar IOOCSTJIHB14 Ha JISKOBH Koh fO

rpoAon)KyBaar Q-I' nHrepBanoT. Cnope4 roa rpe6a Aa ce npeB3en'tar noce6Hn MepKrl Ha

npeTna3nt lBOcT I t l lH ynorpe6a Ha $,TyOpOrclnHOJIOHH' BKnyqHTenHo u , reeot f ' rOrcCaqnH rcaj

oBaa nonynaL\Hja.

(eragere rcl 4.2 (nocraprz naqneHrn), 4.5,4.8, vt 4.9)'

IIepuQepHa



AnBOJIAMhA 
'I 

500 nig, Sunr',r o6roNeuu ra6reru

Kaj flauraeHTure Ha repanr,rja co Kr,rHoJroHu nrc,ryuyaaj(n ro n ,lero$norcaquu npujaeenlt
ce cflyr{ar4 Ha ceH3HTr4BHa wv ceH3oMoropna nepraSepHa HeBpoflarr,rja roja Mo)Ke Aa
vMa A HaroJl froqeroK (aer 4.8). [oxo,rxy rcaj naur4eHTor ce jaear cHMnroMI4 Ha
HeBponarl4.ja rpern,taHor co leeodr,rorccar-1uH rpe6a Aa ce npeKl4He co qen Aa ce cflpeqH
pa3Bpj or Ha u pe Bep3 u6tr tfiil'r orxreryBatba.

Xeupro6nr uja pn n otu'I'eryBarla
flpujaeeHH ce cnyqau Ha xenaraJrHa HeKpo:ra 4o Qara:rHa xenaraJlHa nHcytpraqlrenqrzja

rcaj flauneHru xou 6nre rra repanraja co ,reeo{rroKcauuH, noce6uo rcaj oHne co flocroesKa

TeruKa 6olecr (Ha npunrep cenca) (er.r4ere ler 4.8). Bo c,ryuaj na nojana Ha cI4MIIToMll

Ha Xe[aTa,[Ho o[tTeTyuaFbe KoH BKnyqyBaaT auopercuja, )KoJlTUUa, TeMHa ypnHa,
LreuaFbe H,rH ocerlHe a6AoNaeH, narrueHTr,rre rpe6a Aa ce coBeryBaar Aa fo [peKI4Har

TpeTMaHor co neeo$roKcaur{H n 4a no6apaar noMotu oA AoKrop'

Bro'ryBane Ha MuacreHlr ja rpaBuc
(Dlyoporcurio;loHfiTe, BKnyqHTenHo ,reno$JloKcalII4H, Auaar HeBpo-MycKynHa

6no4rapauxa aKrHBHocr, H Mo)Ke 4a ja uourar MycKynHar:a cta6ocr, rcaj netqlteHTure co

nrr.rapreHuja fpaBHc. flocrvaprceruHtrrKr4 cepuo3Hr4 HecaKaHI4 4ejcrna, BK.tryqI4TenHo 14

cMpT, KaKo n norpe6a oA pecflnpaTopHa [oAAp[IKa, Ce acouHpaHl'I co npLIMeHaTa Ha

SlypponraHoJloHli Kaj nauueHrr4 co Mr4ac'reauja rpavwc. Jleeotp,roKcauuHor, He ce

npenopallyBa xa.j nauueHrn co no3Hara ncropr.rja Ha MHacreHujarpaznc.

Hapyurynalla Ha BLrAo'r
Arco aojAe ao nojaea Ha HapyulyBaFbe Ha Br4,Aor, LIJul aKo ce AoxltBee 6nro raKoe e$exr

Ha eqnTe, rpe6a BeAHau Aa ce KoHcynrr4paL cneqltjarncr 3a oqHLI 6olecrn. (pn 4.7 u

4 .8) '

CyrtepnuQeKqI{H
Vn(rpe6ara ua ,resodtJ'toKcaUuH, oco6eHo aKo e npoAonxeHa, MoXe Aa pe3ynTl4pa co

npe6yMepeH pa:eoj Ha HeocerJlnBnre MnKpoopraH3HMI,i. Aro 4oj4e .Uo nojaea Ha

cynppuHQer<ura.ia 3a BpeMe ua repanr,tjara, rpre6a Aa ce npeB3eMar cooABerHI4 MepKH.

Br4jaHue np:l ra6opaloplrcKHTe recroBI.l
Kaj naqraeHrH KOr4 ce Ha repanr.rja co leno$roKcaql4H, oApeAyBarbero Ha onnja'ru ao

ypliHara Moxe Aa Aalle JlaxHo-no3LlrLlBHA pe3ynraru. Moxe la 6ure HeonxoAHo

rrorppAyBaFbero r-ra onn jarnre Aa ce AoKaxe co flocfleqn$nuun MeroAlI.

Jlenp0norcauuHor Moxe
nopaAn roa, MolKe Aa AaAe
ua Ty6epr<yno:a.

Aa ro vt*txu6upa pacror Ha Mycobacterium tuberculosis t,',

Jr axHo - Her ar nBHL4 pe3ynrarl4 oo 6arcrep lt oJIo)KKara lnj arHosa

Jler(or AneoraNanA T coapxu 6oja sunsetl yel low (8110)
noj4na Ha anepr l lcKld peaKuhl4.

KOJa MOXe Aa npeAH3BI4Ka

'n 
Qopltu Ha LtHTepaKIlIru4.S.[,IHrepaKuHIl co Apyru MeAHIILIHcKH n



AJfBpJIAM\411, T 500 mg, Snnv o6roNeHn'ra6.llern

B,rLrjpHae Ha Apyrh HteAfiUHHcrctl npohseoAn eps edeKror FIa leeofrIorccaqnE

)Itenesnu co1tr, I4uHKoBu cottu, aHma4udu xou cOdpMAm I4aZHUw))M unq uJtyMUHulM'

dudduocuu
AncqpnqrajaTa Ha leeodllorccauuH cHfHUsrzxaHrHo ce HaManyBa l.pv KOHKOMHTaHTHa

ynorlpe6a Ha co1lt4 Ha xeJIe3O, aHTaUUAl4 Kolll coApxar MafHe3I4yM Hnh anyMHHLIyM Hflu

Ar.{A4HOCHH (CaUO OnUe $opvynaquH Ha Ail,4aHOCI4H KOl4 COApXar anyMI4HHyMCKH I4JII4

MafHe3HyMOBH rry$epupaurcu areHcra). I4cronpenteua aAMuHI4Crparynia Ha

$lyqpoxrauoJloHH co MynTHBr4TaMr4Ht4 KOH COApXaT uI4HK, ja Haualyna HI/.BHura opanHa

aniOpnU,aju. Ce npenopaqyBa [pe[apaTl4Te Kot4 coApxaT ABoBaiIeHTHI4 t4!rv

TpnqaneHTHfi KaTloHH KaKO COJ]I4 HA )I(eJle3o, uI4HKOBI4 COJIH' aHTauHAI4 KOI',I COApXaT

Mar4e3uyM uJrrH aJIyMHHHyM Hnn AUAaHocLllH ( can'ro oHrze Soprraynal\vrkl Ha AaAaHocHH

KOr4 iCOApXar anyMHHt4yMcKt4 t4Jlt4 MAfHe3Hyl\4oBI4 nyseprapavxu areHcla) ue rpe6a Aa ce

3eM4aT 2 .laca npeA HnH noc1te 3eMarbeTo Ha Ta6neTl' lTe AnBonarur'rA T' (rct 4'21'

Ka,rguyuoeure conH HMaaT MhH14MaJleH eoeKT Ha opanHaTa a[copnql4ja Ha

neBQonoKcauuH.

CyxpanrPan
sropu"noJlo)KhBocTa Ha AreoraN,lu.[, 

'f cnruu$nxaHrHO ce HaManyBa nrpl4

KoaAMr4HHcrpaUn-la Ha ,.reno$,roKcaql4H ra cyrcpa,r$ar. Bo clyvaj Ha HeorIXoAHOcT oA

ucTqBpeMeHa anrHKaur4.ia Ha 4eara lreKa, ce flperopaqyea cynpaltpur Ia ce awmgupa 2

qac4 no annHKatlhJara Ha neBo$JloKcauilH (ern4ere Nn 4'2)'

Teogf un ua, Q e u 6-v fi e n un u cJtutt H u Hecmepo udu u aumuuH(bnmtamopH u,ileKo 6 u

3a bpeuae Ha K,,l4HHttKhTe cTyAHu He 6ea yTBpAeHI4 QaprrlarornHeTcKu I4HTepaKIlHH

nOMefy ,reno(t,rorcaqhH 14 reO$u,ruH, flptut xoHroMI4TaHTHa npl4MeHa Ha KI4HSJIOHH pl

reoft;ulun, He-cTepouAHH aurnnu$laMaTopHl4 IIeKoBI4 vI[vl Apyfl4 areHcl4 KOI4 fo

Har\4anyBaar Uepe6pa,rHraoT [par Ha HaApa3nHBOcT perl'lcTpgpaHg e cI4rHu$uxaHlHO

HaNlanyBarbe Ha ltpafoT 3a nojaaa Ha Ha[aAH. PerncrpnpaHh ce za l3o/o tloBl,lcoKl{

KoHUeHTpaU r4v1 Ha.,reeodt,rorcaUuH 1lph HefoBa KoHKoMHTaHTHa ynoTpe6a co tpen6y$eu

Bo qllopeAoa co nphMel{a Ha neBoOJIoKcaUnH KaKo MoHoreparllja'

II ppSe ne qu d u t'lutt em u d u u

flpp6eneUraA h tII4MeTHAhH A6aar c'raTHcTI4tIKu clarHu$uKaHTeH e$err Bp3

anol*rruur.iara Ha leeo$,rorcaqHH. I-lnueTuguu fo HaManyBa peHanHHoT KnHpeHc Ha

,reqo(t,,rorccaUrau za 24o/o a [po6eHeUul, sa 34o . Osa ce AonXI4 ua e+ercror Ha

6lQrcrapame Ha peHanHara ry6ynapna cercproqnja Ha nenosloKcalll ' lH xoj ro HMaaT oBHe

As4 rlKa. l4 noKpaj roa, crarncr,qKn curHntfnKaHTHara pa3n'Ka Bo K'HernKara

per.lHcTpHpaHa co AO3HTe rrphMeHeTH 3it BpeMe Ha cTyAujaTa HeMa KII4HI4qKa

De,qeBaHTHOCT.

flpira ynorye6a Ha neBo$noKcalll4H co r'leg:oBll ron olnjaar Bp3 peHanHara ry6ytapua

ce$peunja- KaKo npo6eHeqhA H UuMeTilAI4H, noce6Ho Kaj raul4eHTl4 co peHa'rIHO

ou1ieryealbe rpeSa Aa ce flpeB3eMaT 3foJleMeHu MepKLI Ha [peTIIa3JIHBO.T'

Iptvzu Pene+oHmHu
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AnBOIAMVIII T 500 mg, rlru,rna odroxeHn rableru

flo{arourare oA KrhHl.trlKilTe SapnlaKoJrotrrKu cryAt4H yKaxyBaar AeKa
xoa{vrnHllcrpaqujara Ha ,reaoSitorcaquH co Kanur4yM rcap6ouar, AuroKcr4H,
fnHqeHKnaMuA, paHLlrlrnnH HeMa 3HaqajHo BnLtjaHHe Bp3 $aprr,rarcoxuHeruKara Ha
nen$tp,roxcauhH.

nlu Ha eumamuu R
H ce rpoAoJllr(eHh recroBu 3a Koafynaunja (PT/INR) n/ulu rpeapeme naj
KoH ce Ha HcroBpeMeHa repanr,rja co leno{lorccall}rH H aHTafoHr.rcrr4 Ha

MI4H K (na np. eap$aprzH); 3apaLt roa, ce npenopaqyBa rpr4 BaKBara
LrraHrHa repanraja pe3ynrar[4Te Ha recroBuTe 3a roary,raqnja peAoBHo Aa ce

cre (auaere  r c t  4 .4 ) .

lfexpeu Rou zo npodonarcyraam QT unmepnor,tom
IlerpQloxcaur.rH, KaKo H ocraHaruTe KltHoJtoHH rpe6a BHr4MareJrHo Aa ce npnueuyea raj
naqlaeHrn KoH npaMaar JreKoBH KoH ro npoAon)KyBaar QT HHTepBaJror (Ha np.
aHTHapr4TMHuh oA lA u lll KJraca, Tpl4uuKnn.rHr4 aHTr4AenpecnBV, MaKponnAH,
aur{nczxorraLiu) (sra4ere rct 4.4).

fpypu peneno H mH u uu rBopuaquu
Bo $apuaxoxnHercKa 14HTepaKur4pKa cryAvUa, neBo$noKcaunHor He e,rr.rjaen Ha

Saplaarcor<raHerr4Kara Ha reo$n,rnH, urro yKaiKyBa Ha roa AeKa neBotbJroKcarluHor He e
CYP I  A2 uaxu6nrop.

MH HA I4

3eupne H0.qeKom co xpaHa
He ce perncrpnpaH14 KJl4H14r{KH

ra6flerure Mo)Ke Aa ce attnr4unpaar

peneBaHT'HH 14HTepaKuH14 co xpaHa. A,'reorarr,rr.rl T

He3aBHCHO OA BHeCOT Ha XpaHa.

4.6. (Depru,'rHTer, 6penreuocr H Aoerbe

EpeiueHocr
l1o{aroqure ':a npilMeHa Ha ,reeo$loKcauuH Kaj 6peneHz xeHH ce nvIuurrpaHn.
Cry]araure H3BeAeHH Bp3 )r(r4BorHH, He yKaxyBaar Ha AHpeKTHI4 vnt vHIVpeKTHpI IrITerHI4
e$eirrn Bo oAHoc Ha perpoAyKruBHaTaroKcuqHocr (4en 5.3). Karco v rae, Bo orcycrBo
ua {o4arouH oA cryAr14 co frpuMeHa Ha reno$lorccaqfiH 3a BpeMe ua 6pevenocr raj

lyi$ n gapapr eKc[ephMeHTaJrHo yTBpAeHHor ph3HK oA ourreryBa*e Ha pcKaBl4trara Ha

]  u  5 .3 )rconfparan.qiluupaH :a ynorpe6a 3a BpeMe Ha 6pertle

k*;,0/



AML'lA T 500 mg,0r4nM

KCAUHH C KOHTPAHHAHIIH

no H 3a eKcKpeuuja Ha

Sr poKI4HOnO H n Ce eKCKpeTr4paaT

cry H CO npHMeHa Ha Jrle

r{}.ror ph3HK oA Qnyopo
HH3aMor Bo pacr, leuo$ro

AOe . (Aer  4 .3  n  5 .3 ) .

HTET

JIe KCaUnHOT

per AyKTIjBHara

4.7. r.r Bp3 cnocodsocra ga

He H OA HeCaKaHHTe AelCTBa Ha

B14 ) MOxe Aa BnHJaar Bp3 Ko
peavpa u Moxe Aa fo AoBeAar
v ByBaBe co MauIHHl4.

4.8. rcauu 4ejcrna
flo uI4Te HaBeAeHH noAony

|rau KaKO H OA HCKyCTBOTO IrO

C pe4. rppercaeH qraj ara Ha j aey
Mu qecrH (> l /10) ,
q

tI
P
M

(>1 /100 ao  < l /10)
Ky qecrr . l  (> l /1000 ao < l /100

n (>1110000 ao < l /1000)
ry perKn (<l /10000)

He 3HaTO (He Moxte Aa Ce npoueH

KaHr4Te AeJCTBa Ce [peAcTaEeH

n rabnerlr

ra ynorpe6a 3a BpeMe Ha Aoeme. Heua AoBonHo
car{}rH Bo xyMaHoro MJIeKo. llogsaro e AeKa ApyfLI
uaj.ruuoro MJreKo. Bo o4cycrno Ha noAarouu oA

H 3a BpeMe Ha Aoerbe A 3apa4t4 eKc[epHMeHTaJIHo

HOJTOHUTe BO OUTeTyBarbe Ha pcKaBuIIaTa Ha

H e KoHTpar4HAHuHpaH 3a y[orpeoa 3a BpeMe Ha

He rrpeAu HapyuyBarbe Ha Seprnrureror HVTy Ha
cnocooHocT Kal

a yflpaByBalbe co MaurHHI,l
(Ha np. BprornaBuua, 3aMaeHocr, npeqKu Bo
jara na naul4eHTor, HeroBara cnoco6uocr .4a

HTOT BO pH3I4K 3a BpeMe Ha Bo3erbe I4nI4

oA KJrr4HHr{Kr4 cryAl4r4 co BKryr{eHu naa 8300
yurTalLe Ha JIeKoT BO npoMeT.
HecaKaHr4Te 4ejcrna ce [peAcraBeHn KaKo:

oA pacnonoxJrLIBfiTe noAarouu).

cflopeA HaManyBalbe I,THTEH3UTET.

1 0



AnBOJIAMI4A T 500 mg, $nrna o6,roxeHI't raOnerlt

Pernn (>1/10'000
Ao <1/1,000)

HenosHara

Qpeneenunja ne Moxe

La ce rpoqeH0 oA

pacnonoxnABI,iT9
noaarou14

K,raca H+
Opraucrcu
CIICTEMH

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

IIoua.nny
qecTI{

(>l/1,000 to
<1i  100)

fa6raqHn
zH$ercquu rcou

BKnyqyBaar v
nuSexquu oA
Candida
flaroreHa
neqncreHulaia

14HSerunu
nn(recraquu

Tpor'r6ouuronennja
HeyrponeHr'rja

flauqnronennja,
Arpauylounro3a,
Xeuolnruqua aHeul,ltja

Hapyuryeane Ha
KpBTa v HA

,rnuQuraor
chcTeM

Jleyrconenraja
Eo:nno$ranraja

AHrnoeAev,
X n nepceH: I'ITI'I BHocr

(auaere aen 4.4)

AHa$nnarcrHqeH tuoxu
AHaSnnarrouAeu ruoxu
(senAere rcn 4'4)

Hapyuyearue Ha
14MyHOnouKl,lor
cncreM

AHopercuaja Xunounrcevraja
ooo6eHo Kaj

conar-lheHTU

4laja6erec
rct 4.4)

(nnnere

Xunepunxeuuja,
Xnnor,rnxeMI4qHa KoMa

(en4ere  rc t  4 .4 )

Hapyuysame Ha
naera6o,'ll4sNaor n
HCXpaHara

AHKCI4O3HOCT

KonSy:Ha
cocroj6a
Hepnosa

fllcuxornqsu
pearuura (Ha
npHMep,
xanyuHHauh14,
napaHoja)
genpecraja
arurarluja
a6HoptualHlt

COHHlxTA

H:OIIIMAP14

flcHxorlr.{HH
rropeMeTyBalba co caMo-

3afpo3yBaqKo
oAHecyBaFbe,
rnnyuyeaj ( v cY r4r\r44Hu

vlievt vrrv o6ul, 3a

carvroy6 ltcreo (el'IAIa Ae,'I
4.4\

flo.rxr,tjarPr'rcru
HanylxyBarba

Hecouraua

[-,1aso6o,'l Ka

Bptor,rantl ua

Kounylsnra (en4u
rct 4.3 n 4.4)
Ilapecre:raja

flepraSepHa ceH3oPHa I
neeponarnja (euAH Aen
4.4)
flepra$epua ceH3oPHa
MoropHa HeePonaraja
(sutvr rcn 4.4)
l lapocvna errYvYuaji '1
aHocrr,tnja

[r.rcrcnHeruja
eKcTpaIIHpaMI4AaJIHH

HapyuyBaFba

Hapyuryearue Ha
HepBHhor chcTqM

ii" 
'+'.t i:v dl,iir

?:\ ., / .\t'"**,,. 
*?7''



AJl JIAMhA T 500 mg,$unM Neuu ra6lern

Areycraja
Ct4HKOTIA

EeHurHa
nHrpaKpaHuiatua
xnnepreHsuia

Br.rsyelun
HapyuyBarLa, KaKo
lxTO Ce 3aMaTeH BUA

Gur.vr rct 4.4)

MuHrHsa tarY6a Ha

BhAor (enan rcn 4.4)Hapyuyearue Hr
BHAOT

SeoHeI+e Bo YlIrI4Te fy6eme Ha cJIYXor
Orurerynar+e Ha cnyxorHapyuyearse H

yBOT0

,qa6nrnHror

Bprorrtanul

TaxnrcapAnja,
flalnnrauun

BeHrpnrcynaPua
raxnxapAuja, rcoja Moxe

Aa pe3ynrHpa co cpueB
yAap
BeurpuxylaPHa
apuluja r.r torsade de
pointes (nPujaeeHu
nperexHo raj naryteHru
co pH3I4K $axroPu Ha
nponoHrl4palse Ha QT
14HTepBaIoT),

Ene rcrp o rap4uorPatP crn
rrpoAonxeH QT
r,rHTepBan (nraar'r rct 4.4
n 4.9\

Cpuenn
HapyIxyBaFba

XranoreH:rajaBacrylapHtz
HapytuyBaLba

Ce oAHecyBa

caMo Ha

HHTpaBeHcKara

cltopua:
r h n a 6 r r . r u c

EpoHxocnasau
Areprucxn
IrHEBMOHIITIIC

PecnuparoPuu,
TOpaKanHH
n,te4ujacrnHalH
nopeMeryBaFba

t4

Incnuea

1 2



AJI AMI4I T 500 mg, tbnnM EHI{ TAOJICTI4

facrpo-
I,IHTECTHHATH14

Hapyt]ryBaFba

Injapea
floeparcarse
fa4e*e

A6AouuHan
6o,q rca

[r,rcnencraja
facoeH
KoHcrnnaur

{a

Ja

Xeuoparuuua 4ujapea
roja Bo MHory perKr4

cnyqar4 Moxe na 6r4ne
noKa3aTeJr 3a
eHTepoKoJrHTr4c,
nxryuyeajka
ncey.qoMeM6paHosen
KoJrlrrrlc (eulere ro
4enor 4.4)
flaHHpearuruc

Xenaro6n,rr,tjapH
HapymyBalba

3roreHreua
BpeAHOcT Ha

XEIATANH14

eH3LrM14 (ALT /

AST, a,'tKa,'tHa

$oc$ara:la,
GGT)

florcaqeH
6ntapy6na
KpBTa

BO

Xomnqa v TeIIIKH

XEIIATAJIHH

HapyruyBatta,
arnyuynajftra 14 cnytau
co $aralna aKyrHa
uncyQuqr.renqnja Ha
upHl4or .tpo6, oco6eso
raj naqnenrl4 co relIKIl
ea6oryeama (enlla Aer
4.4)
XETIATHTHC

Hapyutynama r
KOXATA A T

TIOTKO)KHOTO

tKa"oo

Vlcun
flpyprryc
Ypruxapajr
XHnepxra4p)34

To rcnqua enr,IAepMaJIHa
HeKponlr3a
Stevens-Johnson-oB
syndrome
Epureua vrynrutfopue
@oroceugurr4BHI4
peaKunlr (Yugn rcn 4.4)
JIey rco qnro Kracrl4r{ eH
BacKyJlrrlrc
Crouaruruc

Mycrcyro-
CKe,TIgTHH

HapytllyBaFba

Hapyurynarua
cBp3HOTO TKHBO

Aprpanrrajt
Mraja,rrraja

Hapynyrana Ha
TeraBure (euln ler
4.3 n 4.4) ,
nxnyvyeajftr,r
TeHAHHLITI4c (na

[pr4Mep, Axzrosa
reruea)
Mycxyrua cla6ocr
roja rrroxe Aa 6ule
oA roreMo 3Haqerbe

3a naqLIeHTI,ITe co

,q,rnjacrenr,ra rpaBl4c
(kurru rcn 4.4)

Pa6AoNlrorusa
Pynrypa ua rerura (ua
npuMep, Axilrosa
reruea) (er,r4n get 4.3 ttt
4.4\
Py nrypa Ha JIIIIaMeHTI4

Pynrypa Ha MycKynI4Te

Aprpnrnc

r3



A nAMI4/I T 500 mg, Sa,tu JIO)KEHI,I TAOJIETU

Pesaluu
VpuuapHn
HapyuryBatta

florcaqeH
KpeaTr4 H 14H
KpBTa

lo

ArcyrHa peHanHa
rancyrpr.runeHrlnja
(ua npuuep nopaAn
nHrepcruqujalen
nerppraruc)

Onurru
HapyuyBal-ba I
HapyuryBaFba H

MECTOTO H

an,rnxaquja

Ce oAHecyBa
caMo Ha IV

Qopnaa:
PeaxuHja Ha
MECTOTO HA

r.rH(pyrraja
(6orrxa,
qPeeHU,'1O)

Acreuuja flrzpercraja Eorrca (nxnyuyeajftu
6orrcn Bo rp6or,
fpaAnTe u
eKcrpeMurerure)
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raSularcrxvH u n auaQunaKTot4l
lra Ao3a
iKoKyTaH14 peaKl-lr414 Moxe HeKol

ru HecaKaHu 4e.icrea, acorrnpaH
) HanaAh ua nopSnpujar<aj ni

ABVBAFbC HA CVCfICKTHH HECAKA

h peaKLu4I4 MOXe HeKorau ga ce nojanar yilITe IIo

rx Aa ce noJaBar yure no rIpBaTa Ao3a

co npHMeHara na $lyopoKt4HonoHH:
r4eHrH co noptPrapraja.

lKerHHIr KI4Te HecaKaHu 4ej craa. Toa oeosNao)I(yBa
Hcor Ha 6euetpur/pu3ttK-or oA neKor. Jlerapure

Ho HecaKaHo lejcrso so HaquoHaJIHI4or IIeHTap 3a

BpeMe Ha aHVMAITHI4Te CTyAl4U 3a roKcHr{HocT H

H3BeAeHH CO llpLIMeHa Ha cyfipa-TeparleBTcKl',I AO3I4

)Ao3nparbe co neno$noKcaunH ce: cHMnroMH oA

rpy:nja, BprorraBtlua, HapyuyBaFbe Ha cBecra I'I

Tep Bar or, racrpoI4HTecrI4HaJI H 14 peaKuI4H (rale me u

L Ha rcoH$y:nja, rcoHnyl3l4u, xaJlylrrHar+rv a rpeMop

apKeTHHlX KHTe HCKyCTBa.

Ia ce noqHe co cuMnroMarcKa repanraja. llopa4u
I raHrepearor rpe6a Aa ce rpaBn pe4oeen EKf
qHara MyKo3a Moxe Aa ce annuuhpaar aHTa\r4[vt.
nepr4roHeaJlHara Sujatuza v CAPD ue ce eQnracru
rH o,[ Ten

t4

Ho e npu.jaByBalbero Ha [ocrl
'uuyrapaH MoHr4TophHr Ha 6a
a Aa fo npr4JaBaT ceKoe cycre
ilaKoBI4f hnaHua.

llpeAo3r.rparbe
)peA noAarouure npujaeeHu si
Hr4qKHTe cpapn,larcololx KH cryAl,I
lHauajHH 3Haqu Ha aKyrHo rf
TpanHnor HepBeH cucreM (ro

ny,rsuH). 3roneMyBaFbe ua QT n
losHu epo:rau).
C e$errra. BKnyqnrer'rHo cocroj(
)HM[ToMH :a6e,reNaHh Bo nocr-

cryvaj Ha npeAo3npame rpe6a
HKor oA nponoHfatlraja na Q
{r4TopI4Hr, 3a garurura Ha facrp?

rograjaru:ara. BKnyqysajkw ia u

)AcrpaHyBaFbe Ha reeoQlorccaqt

vra cneqn{tnqeH aHTHAOT 3a neB(
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500 nrg, $lrnv o6roNeuu ra6,,reru

5 OAPMAKOJIOUKI{ OCOEEHOCTII

5. I l@apuaKoArrHa M cKrn KapamTep[crr,rKr.r

@afruarcomepanecmcKa zpyna: AHtu-uudreKTr4BHr4 cpeAcrBa 3a cficreMcxa ynorpe6a-
A Hlr.r6uorn uH 3a chcreM cKa yrtorpe6a-Ku uoloHra -Onyopo Kt4 Hor'toHH
ATC rcoa:  . l0 l  MA l2
Ile{o{r,rorccauhH e cHHTercKH antnluornrc rcoj npranaia sa KJracara SryopoxnHoJroHH H
npefacraeyea S (-) eHaHTuoMep Ha palleMa3Hara aKTHBHa cyrrcraHrla - oS,rclxcaqr,rH.

Me*auusau aq dgkuga
Ka{o n ocraHarnTe $,ryopoxrzHoJroHr4, reso$,rorccar1uH AenyBa Bp3 AHK-AHK rupa3a
roMnlexcor H ronou3oMepasa IV.

PNPD coodrtoc'
CrqneHor Ha 6arcrepnuHAHa aKTr4BHocr ua leeoSroKcaur4H 3aBr4cu oA oAHocor Ha
var{cunaanHala cepyMcKa KoHueHTpauuja (Cmax) Hnil noBprrrLr*ara noA KphBara (AUC)
u v fa uu rra ar u ara u H xn 6 HTopHa Ko HqeHTparrH-i a (M I K).

Me*au usa.tr u u pa t uc m c utt u_i a
Pe:[acreHqr-ia Ha rerorplorccaqlrH ce creKHyBa rrocrerleHo npeKy npoqecor Ha uenHr.r
Meqra Ha MyrauilH Bo nBara rrana II ronon3oMepasn, ,{HK fnpa3a H Torror43oMepasa IV.

Apj,ru MexaHH3M14 Ha pe3ucreHqraja KaKo uro nponopHr4 6apwepu (vecra nojaea Kaj
Psefrdomonas aelugirrosa) u vexaHl43Mh Ha e$,ryrcc, Hcro raKa, Mo)Kar ga ytujaar va
oceh,rHsocra noH levof loxacin.
3a6pneNaHa e BKpcreHa pe:uc'renqraja norr,teiy ,reso$,rorccaquH H ocraHarr4Te

QnjopoxrauoJroHH.
flopa4n MexaHH3Mor Ha 4ejcrno, o6nuHo He rrocror4 BrpcreHa pesucreHqr,rja nouefy
n e ap $,ro nc aav H 14 Ap y rHTe Kr ac a ua ant n6 nor Aut.

fp\uu,aHu 6pcdK)cmu
[-pQHrauHr.r BpeAHocrr4Te sa MI,IK ua renoS,roKcauuH
pa3fpaHHqvBaaT oceT,'rHBHTe oA HHTepMeAr4epHo
oce[nr{BaTe oA pe3hcTeHTHr4Te MuKpoopfaH}43Mr4 ce
MI,{K recrnparse (mg/L ).

fpQuuuuu e;teduocmu 3a KrruHuLrKume MI4K na
EUC AST (version 2.0. 20 I 2-0 I -0 U.

rpenopaqaHu oA EUCAST Kor4 rH
oceTJrHBuTe H HHTepMeAl4epHO

HaBeAeHr4 eo ra6erara noAoJly, 3a

neeoQnorccatlun npenopaqauu od

l.(,10., 
, ,,tt:,i''

flpuuuHr.rre,r OcerrIue Pegucrenren
En 3robactenaceae ms.lL >2 mglL
Pseudomonus spp. ms/L >2 mglL
Ac netobacler spp ffielL >2 mglL

Sta ,hylococctls spp. ms/L >2 mglL
S r neumontae < 2 mdL >2 melL

Str
C,

ptococc'us' rpyna, A, B,
I , . r ' . . \ ' |  

|

3 l  m g / L > 2  m g l L

l 5



AJI OnAMhA T 500 mg, +HnM n ra6reru

H,
M

nfluenzae"
:atarrhalis3

l mglL >1 mglL

fpr
KOI

o,4{

HUqHATe BpeAHOCTt{
He ce acouhoaHlt co

ENEHI,I COCBH-

< 1 mglL >2 mglL

pe3
TED

fpauuvnre BpeAHocru 3a n
reno$,rorccaqnH
Moxre La ce nojaou pe
(qunporfnoKcaurH MI4K (
pesucreHuja e oA KJl4HurtKo
H. Inf luenzae
Muory perKo ce npnjaseHu
BpeAHocrr4 Ha MI4K Hr
l,I4eurn$ n rc a\tajara Li recrol
ce noBTopar H Bo cnyvaj Ha
ce nparu eo pe$epeHTHa Jr
oAfoBop 3a AoKaxaHuTe r
BpeAHocr Ha pe3ncreuquja, r
fpaHnvHrre BpeAHocrH ce o
x2 vt na HHTpaBeHcKa Ao3a o

aUaKmepucKLt cneKmap
iaJreHuara Ha pe3hcreuqr,rja rtlo:
eHcKr4 nepuoAr.r. 3apagu roa.
STeHLIHJara Ha r'roKaJIHr4Te O.tl
tuja ua cepn3oHh rau$ercqura.
nHa pe3HcreHrlr.rja rocrou coM
l.r Br4AoBH r'ra nuSerqvturpe6a p

OCETJII{BI4

no$,roxcaqr4H ce oAHecyBaar Ha BI4coKI4 Ao3It

rr4creHuHJa np14 HlrcKo Hr4Bo $lyoporcnuonoH
A 0,12-0,5 mg/l) ,  Ho HeMa AoKa3H AeKa oBa
rHaqeH,e no uuSexquv Ha pecnr4paropHr4or rpaKT c

rJru ce yure He ce npnjaeeHr cnyqar4 Ha coeBr4Te c
A S/+ qyBcrBr4TenHr4Te rpaHnqHr4 BpeAHocrr
ir4Te 3a ocerJruBocr na cercoj TaKoB r43oJrar Mopa !
rorBpAeH pe3ynrar, HsonupaHnor coj Tp€6a Mopa !
tOaparopuja. Ce AoAerca hMa Aoxa3r4 3a Knr4Ht4r{K
r3oJrarr4 co MI4K HaA MoMeHTaJrHara rpaHHqH
ne rpe6a g.a6u1ar nprajaeenn 3a pe3ncreHTHh.
IHecyBaar Ha opanHa Ao3a oA 500 mg x 1 4o 500 m
1500 mg x  I  Ao  500 mg x  2 .

p Aa Bapvpa Bo piunr4qHure reorpaScrn AenoBr4
ce [penopaqyBa ra ce co6upaar [oAarorlr.r 3
'paHV cneqr4ecu; oea noce6Ho ce oAHecyBa H
Bo clyuaare xaj ttrro 3apaAr4 rpeBaneHuara H
reBalbe eo e$rcucaHocra Ha JreKor 3a rperMaH H
L ce no6apa coBer o4 cnequjalncr.

I I IKPOOPIAHH3MI{

4U,

aureus
Bac

r6nu lpann-rr03rrrr,rBHtr 6arcre
lus anthracis
rLlunr4H ocreJr H B Staphylo c o c ct,

rylococ ctt s' s aprophyticus
a l - {u fc rpenroKoKrr
tococc'u.s agalactiae
tococctts pneu mon iae
tococcus pyogenes

fpam-ueraruBHrl
corrodens

f < r
l m
I 4 .

i \ t
\t\.'

fpv
Stre
Stre

Ar
Ei
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A'I nAMLIll T 500 mg, gnrn,r o6

lus influenzae
ilus parainfluenzae

oxeHh ra6netu

t4

cus aureus
cus haemolyticus
spp

Apy
Chlt
Chlc
Chlc

Kle iella oxytoccr
lla catarrhalis

urella multocida
us vulgari.s

ncict rellgeri

A u 6arcrepnn
Pe erptococcus

6arcrepnn
ydophila pneuntoniae
ydophila psittaci
ydia lrachornatis'

la pneumophila
asm.u pneumontQe
asnta hominis

Ure asmo ureal.yticu.m

u Ipanl-nozurur,uu 6a
Ente u,s fuec'alis

uunuH pe314creHrea Staphyloco
H pe3HcreHren Staphyloco

Hae
Hae

M
M

Ente
Ente
Esc
Kle

Prot
P
P

He ?a m u 6 e H S t aphylo co c cu

A n lpam-uerarHBHrl 6axrepr.iu
Aci tobacler bctuntannii
Ci r fi"eundii

bacter aerogenes
bacter cloaceae

richia coli
iella pneumoniae

Ila morganii
mirubilis
ntia stuartii

s aerugtnosa

Se id marcescens

AH po6Hu 6axrepun
Bact ide,s./i'ogilis

llnx HO pe3HCTeHTHr.l

A u zpct,t4 no3umu6Hu

1 1



AnBOnAMhA T 500 mg, $nnHa o6roNeHn ra6reru

En tero c o c cu s .f u e c i u nt

MernunluH pe3ficreHTHL{or S.aureus uajrepojarno noceAyBa Ko-pe3r4creuqraja H,a
tp,r yp poxaHo Jt o H r.r, BK,r yq slgn 

"o,reeo Slo rccaqH H.

5.2 papua KoKH Hercr(r.r KapaKTepr{crr.rKr.r

Ancppnquja
ilo lrepopa-nHa an,rHKaguja,renoS,rorccauuH 6pso 14 peqvcv qenocHo ce pecop6npa oA
mcrpo14HTecruHarHHol cr4creM. MarccuvalHa KoHueHrpaqraja Bo ua3Mara oe
nocTufHyBa no l-2 ,taca. Ancoryruara 6uopacnoJro)Kr4Bocr Ha JreKor lisHecyua 99-
100%.
Xpalrara HMa Maro ernjaHne ep: 6nopacno,'ro)Kr4Bocra ua leeoSnoKcal(r,tH.
Cocloj6a Ha ArHaMUqHa paMHorex(a, ce nocrHrHyBa 48 qaca nocJre Ao3eH pe)KHM oL2 x
500 ing/aen.

{uclrpu6yuuja
Orcopy 30-40% oA neKor e Bp3aH 3a nporer4HHTe oA nJra3Mara. Cpe4Hnor BonyMeH Ha
4ucr1pn6yur.r.ja Ha ,reeoS,rorccaquH r43HecyBa oKony 100 I noc,re ttoeAr4Her{Ha 14
froBTopyBaHa Ao3a oa 500 mg, rlro yKDKyna Ha rrrr4poKa 4racrpu6yur.lja ao rerecHule
TKHBA.

fleulerpaqnja no rrcuna u reJrecHr{ TeqHocru
,IIesb$,rorccauHFror neHerp14pa Bo 6poHxrajarnara MyKo3a, ennreJlHara resHocT,
arnQo,rapunre vaxpo$arn, 6ero4po6uo-ro rKHBo, Ko)Ka (6ynosHa re.rHocr),
npoQrarrzuHo rKl4Bo H yphHa. Karco u 4a e, ,reeoQnoKcarllrHor HMa cta6a neHe'rpaqnja no
qepQ6pocn uHarH aor n ur(Bop.

EuofrpaHcQopnnauuja
Ma,rla rco,rnrrfiHa oA ,renoSlorccauhH ce nera6orngnpa .qo AecMerl4n-neeocprorccalruH 14
neBq(bnoKcau14H N-orcnA. Osrje N,lera6o,rnrn cotr4HyBaar <5%o ol, Ao3ara rcoja ce
enuMHHr4pa npeKy ypr4Hara, Jleeo$,rorccaur4H e crepeoxeMHcKl4 cra6HneH u He noAJIexH

Ha xupanHa r.r  Heeprvt ja.

E,ulmunaunja
flo grepopa;rna fi HHTpaBeHcKa annr,rKaullja ,'renoSroKcarrl4H 6asno ce efilzMuHupa oA
n,'ra$naara (norryapeve Ha erhM14Hauuja 6-8 uaca). JleeoQ,rorccarlnu npt4MapHo ce
envMtHhpa npeK\ 6y6pcrrare (>85% oA annf iur,rpaHara ao:a).
Cpe[Hraor BKyIeH Knr4peHc Ha reno$,roKcaqrlH rrocJre noeAl4HeqHa Ao3a og 500 rlg,
r43HEcyBa 175 + l -29 .2  ml /min .

Heqa roJreM14 pa3nuKLr Bo {lapnrarcorcraHTehKara Ha,reeo$loxcaquu no HefoBa
e Mo)KeH rrpeMnH oA eAeH HauHrpaneHcrca n opanHa anruxaqnja uro yKi

Apyr' HarrnH Ha anrurcaunja. 
,;i ': j; ' i

- t r ' : / j :

l 8
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AIFOnAMLIA T 500 rng, $nnv o6roxeHu ra6,rern

JIn4eapHocr
flo an,rurcauuja ua ,leeo$lorccaquH Bo Ao3eH oncer oA
n 14 HpapHa Qapnl axo rr,t HeT14 Ka.

f[oqe6un nony,raunouu rpynu

f laqneuru co peHarrHa uucyQuquouqnja
PeHp,rHoro orxreryBat-se ennjae Bp3 $apn,tarcoxraHerr4Kara
orur]erynaru,e Ha {yHrcrlnjara na 6y6pesnre Aoaia Ao HaMaJreHa
runpeuc Ha neeo$,roKcarlnH 14 3foneMyBaFbe Ha nonyxnBoror
ra6$,rara noAony).

50-1000 mg perr.rcrpupaHa. e

Ha,reeo$roxcar- lzH. t lo
peHanHa ernvnHaquja n
Ha enHM 14H a\nja (aage,re

Kaj MarrKu H )KeHcKr4 cy6jexrr'r
Bo Kr4Herr4Kara Ha lenoSroxcaquH.
vwaur KJr r.{ H r4q Ka c lr ru a$uxaHTHocr.

f lo(rapl.r IauHeHTr.l

He$a u,trHrdrlrrcaHrHn pa3nhKu eo $aprtrarcoKnHerr4Kara
MnaAH 14 nOCTapH nr4ua OCBeH pa3JnHKHTe aCOLU4paHH CO

norpHqnja,r Bo recroBure :a $oronuyra
cryflrajara Ha dloro rcapuH HofeHocr.

Ha renorproKcarlnH novrefy
piBnHKaTa Bo rilrHpeHcoT Ha

Kpeflrr4 Hr4H.

tlori
floAarounre o.n oAAerHure aHarv3ll H3BeAeHH
yKaXKyBaar Ha Ma,rH Ao Hesa6erex,rr4Bu pa3nhKu
Hevfa 1orca:H AeKa oBHe pa3nHruz noueiy noJroBHTe

5.3. Ilpern,rrrHr.rrrKrr rroAarorlu ra 6es6eAHocra Ha JreKor

He-5,rraHnuKr.{Te noAarouH, yKaxyBaar AeKa geva oco6eHa oilacHocr :a lyfero, Iuro e
oapFaeno nps 6asa Ha KoHBeHr-lLroHa,[HH cry1tt4 Ha roKcuqHocr oA eAHa Ao3a, oA noserte

Ao3h. KaHueporeH noreuquja,r rd roKcHI{Hocr 3a penpoayrcqujara u pa:eojor.

IleqofrnoxcaqlJH. He rpeAI43BHKan HapyuyBarbe Ha Qepru,rureror, HHTy Ha

penpoayrcruBHHor nep$opnaaHc raj craopuH, H HeroB eAHHcrBen eQercr ep: $erycnre
6Hr saAoLIHero co3peBat_se. KaKo pe3ynrm Ha roKcuuHocr Bp3 MajKara.

J1e!o$,'rorcal(nFror He npeAu3Br4KaJr feHercKr4 MyrauAV Bo 6arrepucrara KrerKa, HHTy

Bo 16,'rerKara Ha LI,HuaqHTe, Ho [peAr43BhKar xpoMo3oMcxu a6epaqva Bo 6e:ro4po6HIare

rcle']rru Ha KhHecKr4 xpllaf, Bo ycnoBr4 in vitro. Onr,re eQexu,t Moxe Aa ce flpenl4[Iar Ha

rau{r.r6uquja Ha ronoH3oMepa3a ll. In vivo recroBuTe (r'l lrrcpoHyrcreyc, cecrpl4Hcxa

xpoiuaarn4Ha pa3MeHa, HenraHupaHa cfiHTe3a Ha [HK, AoMI4HaHTHV reraJrHr4 recroau),

He r loKaxaa reHoroKcHLreH noreuqrial .
Cry,l lnrare H3BeAeHH Bp3 fnyBul4 floKaxaa gerca ,reeoQnoKcaunH lt lta QororoKcl4rlHa

aKThBHocr caMo Bo MHorv BI4coKH ,uosH. Jles aquHor He rtoKaxar reHoroKcnrleH

rlr4pan pa3BoJor Ha ryMop Bo

Cl.,- (ml/unH) <20 20-49 50-80
Cln ml/nara H) l 3 26 57
T t n h 35 27 9

l 9



AJI OJIAMI4A T 500 mg, $HnM o6loxeHn ra6lern

o co ApyfHTe $,ryoporcraHOJIoHH,reso$roxcarruHor rroKax(an e$ercrlr
cTaopur4Te h Kyqr4BaTa. oer4e HaoAHBuqara (Hreypunrsa H rxynnnHra) rcaj

Bp3
6ea

,lexfl r,t Bfi Kaj MIaALtTe XhBOTrril4.

6.1

Murcpo xpucraJr Ha rrenyno3a
Xa4porcoa npoI Mn uenyno3a
Kpocrronu4oH

MarHe:uyv creapar

o6.
XnnpoHrelosa
FD&C Blue2#indgo carmine sluminium lake (E132)
FD&C ye l low6#sunset  ye l low a lunr in iunr  lake  (E l l0
I-fpneu xe,re3eH oKcr4A (8172)

Maxporon 4000
Turauuyv At4oKchA (El 7 l )
)Ito,rr )Kene3eH oKcHn

HKoMttarlt6u,ruocr
fioAaroLl14 3a H HKonarn6n,ruoct.

Hcrca rcylaja co rpaHcnapeHreH PVC/PE/PVDC/AI
nHu ce rlaKyBaFba co l0 Sra,rna-o6,roNeHn ra6nerr4.

flarcrBo 3a paKyBarbe co orrraAHr.ror Marepnjal

APMAUEBTCKtr{ CBOJCTBA

ExunnueHcpr
HA

prxHara ntnnja cnyxn 3a aAarrrhpalbe Ha Ao3ara
uyBalbe.

r.joT r'reK u oT[aAHHolt' MaTepHJaJr Aa ce

HATA DCfVNATHBA.

ME 14 A/IptsCA HA rrpOr43BOnr,ITEnOT
AOEPEHI4ETO 34 TIPOMET

6rucrep.

KaJ nauueHTr4Te co oy0pexHo

oTcTpaHr,r Bo cofJracHocT co

6.2
H

4

6.4

6.3 oK Ha ynorpeba
t4|{t4.

Hn npeAyrrpeAyBarba 3a 0KJraAr4paF,e
Tpeoa Aa ce LlyBa Bo opHrr4HalHoTo naKyBarbe, 3atuTr4TeH oA cBeTJruHa.

KyBaIr,e

6.6

flp
Hat

7.

poI,ISBoAHTer: Pharmathen S.A. 6 Dervena

T,I HOCI4TEJIOT HA

20



Al\4l,lA T 500 mg, $ranru o6

Ha o4o6peuuero 34 rt
u {OO Eapuqe - II

Kosapa l3A,
Crconje. P. Maxe4oHuja

POJ HA OAOEPEHT4ETO

TYM HA TIPBOTO PEIII
PEruEHIIETO

.tt.2012

10. TYM HA TIOCNEAHATA

ayapv.20l5

HH TAOJIETU

EHHrrrrBo Crcouje,

NPOMET

LIE 3A TIYIIITAIbE BO TIPOMET/OEHOBA

EBI43PIJA HA TEK

2 I


