KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA




1. UME HA JIEKAPCTBEHUS ITPOAYKT

Henaneke 3500 TU/6000 1U/1 mg/ml karnku 3a o4M, CyCrieH3us
Neladex 3500 1U/6000 1U/1 mg/ml eye drops, suspension

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Beeku ml cycniensus cbibprka 3500 U neomuumn cyngar (neomycin sulphate), 6000 IU nosimmMukcud B
cysdar (polymyxin B sulphate) v 1 mg 1ekcaMeTa3oH (dexamethasone).

[ TomoiHo(M) BetecTso(a) ¢ U3BECTHO JICHCTBUEC: BCEKH MUJTMIIMTBP OT CYCHCH3MATA Ch/IbPiKa 0,04 mg

OEH3AJIKOHUEB XJIOPHL.
34 [bJIHUS CITUCHK HA MOMOILIHUTE BELIECTBA, BHKTE TOUKa 6.1.

3. JIJEKAPCTBEHA ®OPMA

Kariku 3a 04M, CYCIICH3HA. /J’Z 1. /) B
[Tpejicrasiissa Osi1a cycrien3us 0e3 MUpHC.
13 -12- 0B
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4. KJIMHUYHH JIAHHHA

4.1 TepaneBru4nu noKazanus

Boinaguresny ounun 3aboJigBanus, IMOJATJIMBH Ha CTEpOMHA ‘repaldsd, 3a KOWTO € IMpCIlHCal
KOPTHKOCTEPOH/L M Kb/IETO MOBBPXHOCTHATA GakTepHaiHa HHPCKIMA HIIM PHCKBT OT OakTepuajHa O4Ha
nudekims CbiuecTByBa (Karo Bb3NAJMTEIHH CbCTOSHMA Ha KienayHara W CKJICpasiHa KOHIOHKTHBH,
POrOBHIIATA M IIPE/IHMS OYCH CErMEHT, XPOHHYCH TIPE/ICH YBEUT H YBPEK/IAHE Ha pOroBULaTa OT XUMHYHH,
na/IMALIMOHHH MJIM TEPMHUYHH M3rapsiHus, WIK NPOHUKBAHE HA YYXK/IH TeJla).

4.2 Jlo3MpOBKa M HAYHH HA NPHJIOKEHHE

JlozupoBka

Vnompeba npu onowu u 6b3pacmnu, 6KAOYUMENTHO CMAPYECKa 6b3pacm
| IpH JIeKH CBHCTOsIHMS, /103aTa € €/1Ha J10 ABE KallKH B KOHIOHKTHUBAJIHMA CAaK Ha 3aCErHaTOTO OKO (oum)
10 4-6 eTH AHeBHO. YecroTaTa Ha npuiarade TpsaOBa jia ce HaMmasisiBa 1ocTerneHHO Ha OCHOEaHHE
oj100peHue B KJIMHUYHKTE Noka3are/d. TpsaOBa 1a ce BHUMaBa TeparnuaTa Jia HE CC IIPCKLCBA

[PEIKIACBPEMEHHO.

[Ipy TEKKHM CbCTOsIHMS, Jl03aTa € €/lHa JI0 JIB€ KallKW Ha BCEKH 4ac, ¢ IOCTCICHHO HaMajlsBaHE Ha
BB3IMAJIMTEIIHUSA T1POLICC.

CuenuaJind nonyJiainuu

Yeproopobno u 6vopeuno yspedcoane
Hesajieke He € u3ciie/iBa 1py NalMeHTH OT Te3HU MonyJjauuy. Bbnpeku ToBa, ropaau HuckaTa CUCTCMHa

HeoOX0/IMMa crielaiia J103MpoBKa.

[leOuampuyna nonyaajus
besonacHocTTa U e(PECKTUBHOCTTA IPH 11€IMATPHYHM [TALIHEHTH HE Ca YCTAHOBCH




HauWH Ha NPHIOKCHUEC

3a OUHO MPHIIOKEHHE.

ByTuikara Tpa6Ba Aa ce pasknati Ao6pe npean ynorpeoa.

3a 1a ce MpeAOTBPATH 3aMBbPCABAHE Ha AIJIMKATOpa-KankoMep H CyCHCH3HsTa, TpaOBa Aa ce BHUMABa
na He ce JIOKOCBAaT Kienauure, 3ao0MKkamdliaTa rM o0NacT WM Jipyrd NOBBLPXHOCTH C BbpXa HA

anIMKaTopa-Karkomep Ha OyTuiKara,

[IpenopbuBa ce MPUTHCKAHE HAa Ha30JIaKpMMATHHA KaHa H BHUMATEIHO 3aTBapsHC Ha Kjenada ciejl
npunoxenue. ToBa MOXKe Ja pefyluupa cHcTeMHaTa aGcopbums Ha JIEKapCTBEHM TMPOAYKTH 33 OHHO
[PUIOKEHHE H KATO PEe3yaTaT Aa CE HAMAJIAT CUCTEMHHTE HEXKEIAHH PEAKLIHH.

[Tpu M3noN3BaKe Ha M0BeYe OT eAMH OBTATMONOTHYEH JIEKAPCTBEH MPOAYKT 3@ JIOKATHO NPUITOKEHHE
¢ HeoBX0/QHM HHTEPBal OT 5 MUHYTH noMexay UM. Ma3Ta 3a oun TpsabBa ia ce 1I0CTaBH I10CNENHA.

4.3 IIpordBoiloKa3anns

o CBPBXYYBCTBMTE/IHOCT KbM aKTHBHHTE BEILECTBA MM KbM HAKOE OT MOMOLUHHTE BEILCCTBA,
u3bpoeHu B Touka 6.1;

. xepriec CUMIVIeKC KepaTHT (Herpes simplex keratitis),

. BAKCUHALIMA 33 BAapHONA, BapHIEa W JAPYrM BHPYCHHM 3a00isaBaHMs Ha pOroBHUATa HIH
KOHIOHKTHBATA,

. FbOMYRY 3a60JIIBAHKA HA OYHHUTE CTPYKTYPH WITK HENIEKYBaHH Mapa3sHTHH HH(pEKUMH HA OKOTO;

. MHKOOAKTEpUAIHY OYHHA UHOEKIIHH.

4.4 CroenuajiHy HPCAYNPEKACHHA H NPEANAZHA MEPKH NpH ynorpeda

. NMpM HAKOM NALMEHTH MOXeE Ja C€ MOABH UYBCTBUTENHOCT KbM JIOKAlHO mNpUiaraHy
AMUHOITIMKO3M/IH, KaTo HeOMULUH. CTeNeHTa Ha peakuMuTe Ha CBPbXHYBCTBMTEITHOCT MOXC J1a
BApHUpa OT JIOKAINK eheKTH 40 obLIa peakLHs KaTo EPUTEMA, ChbpOEK, YPTHKAPpHA, KOXKEH oOpHB,
aHadunakcys, aHaQuIaKTOWIHN peakUuuH WM OYJN03HH peakiMH. AKO Ce¢ NPOABH PEAKUHA Ha
CBPBLXUYBCTBMTEJIHOCT N0 BpeMme Ha ynorpebara Ha TOBa JIeKapCTBO, JICHCHHCTO TpsbBa Aa ce

IPEeyCTaHOBHU;
. KaTO AOMBAHCHHE, JOKAJIHOTO MPHIMKEHME HA HEOMHLMH MOXE Aa AOBEAE A0 [IOBHILLICHA
YyBCTBHUTENHOCT Ha KOXATA;
. MOXKE J1a C€ II0SBM KPhCTOCAHA CBPBLXHMYBCTBHTEJIHOCT KbM JIPYI'H aMHHOMTMKO3MAKX M 3aTOBA

TpsAGBa Aa ce MMa NMpeABH/l Bb3MOKHOCTTA, IAUMEHTHTE, HYBCTBHTEIHH KbM JIOKAIHO [IPHIOKEHHA
HEOMHIMH, Ja OBJaT YyBCTBMTENHH KbM JPYIH JIOKATHO W/WJIKH CHCTEMHO NpHUIaraHu
AMHHOT/IMKO3H]IH;

. CEPMO3HH  HEOXENAaHU peakuuH, BKIIOYHTETHO HEBPOTOKCHYHOCT, OTOTOKCHYHOCT H
HedpOTOKCHYHOCT ca HabnoAaBaHu NPH NALKWEHTH, NOJTyvaBalld CHCTEMHO HEOMHMLMH WIIH TIpH
JIOKAHO MPUIIOKEHHE BBPXY OTBOPEHHM paHH WIM Hapanena Koxa. HeppoTOKCHYHH H
HEBPOTOKCHYHM peakuuu ca HabJIoAaBaHH CblLO U NPU CUCTEMHO NPUACKEHHUE HA IOTUMUKCHH
B. HezaBuchMo 4e Te€3d peakliy He ca HabJIloJaBaHHM CJie)l JOKaIHO OUHO [IPHI0)KEHHE Ha TO3M
lIPOAYKT, CC 1pEenopb4yBa NOBUUIEHO BHHMAaHHWE MpW €/IHOBPEMCHHATA MYy ynotpeba che
CUCTEMHH aMHHOTIJIMKO3UAM HIIK Tepanus ¢ MOJIMMHKCHH B,

. NpoAb/DKHTEAHATA ynioTpeda Ha O4HH KOPTHKOCTEPOHH MOXE Ja N08€1e /10 O4HA XHIICPTCH3HA
W/WIK TJlayKoMa, ¢ yYBpexXJaHe Ha 3pUTCIHUA HEepB, HamaneHa 3pHTE/IHa OCTPOTa H negex
3pUTEIHOTO ToNle, ¥ ofpalyBaHe Ha 3aaHa CyOkancyiapHa KaTapakTa. Ilpn mna
[10JIyYaBallM NPOABLDKMTENHA OQTAIMOMIOTHYHA KOPTMKOCTEPORIHA Tepannsi, Bb
nansrase TpAdBa Aa ce NposepsiBa peAOBHO M YECTO. PUCKLT OT NOBULIABAHE HA B
nansrate u/suin obpasyBaHe Ha KaTapakTa, HHAYLHpPaHH OT ynorpedara Ha KOPTHKO
[O-TOMAM I1PH [PEPA3FIONOKEHH HaUMEHTH (Hanp. AHA0CTHLN).




[TearaTpryHa DONYIalIKs
Tosa e 0coBeHO0 BaXHO I1PH NMEAHATPUY N NALMEHTH, Thi KaTo PUCKDT OT KOPTHKOCTEPOUA-HHAYLMpaHa

O4YHa XMIIEPTEH3HA MOXe Aa ObjIe IO-TONAM NPHU A€l M MOXKE J1a CC ITOABH 110-PaHO, OTKOJIKOTO I1PH
sL3pacTHUTE. Henaneke He ce npenophysa 3a ynotpeda npH NEAMaTpUuHU NAUKHCHTH.

. cuapom Ha Cushing wiwin naabbbpevHa HENOCTAaTLYHOCT, CBBP3AHM CBC CHCTEMHATA
abcopbLms Ha JieKCaMeTasoH 3a OHHO MPHI0XKEHHE, MOXKE ia Ce MOSBAT CIC/l HHTCH3NBHA HITH

MIPOIBJKHTENHA HEMIPEKhCHATA TEPANKA NPH NPEAPa3noJIOKEHH NALMEHTH, BIIFOYATEIHO ACLAa
W NAlHEeHTH, JieKyBaHH ¢ uHxuburopy Ha CYP3A4 (BRTIOMHTENHO PUTOHABHP xobuuucrar). B

TaKWBa CJyuaH, Jieuenuero TpabGea aa ce cnpe 4pes NoCTeneHHO HaMaIABaHE Ha 103aTa,
. KOPTHKOCTEPOMJIMTE MOFAT Ja HAMANIAT PE3UCTEHTHOCTTa KbM M a CIIOMOrHAaT 32 Ch3/1aBaHETO
Ha HeYyBCTBHTEIHM OaKTEpHANHH, FHOUYHH, MAPa3HTHH WK BUPYCHU HHOEKLNM U 1a MACKHpaAT

KIMHUYHYTE CHMNTOMH Ha HHPEKIIUATA,

. rpOMYHUTE MB(PEKLKH €A CYCIIEKTHH [PH NALMEHTH C NMepCrcTHpalla 4383 Ha porosyuuara. [1pu
nosABa Ha FEOMYHA HHOEKLMS, IEYEHHETO € KOPTHKOCTEPOHAK TPSOBa Aa €€ NPEYCTaHOBH;
. KAaKTO W TNpPH JAPYrH aHTH-WHQPEKUMO3HH aHTHOHOTHUM, NPOABIDKMTENHATA yrotpeba Ha

HEOMHLMH M TIOJIMMHMKCMH B Moxe Ja aoBeAe A0 CBPbXpacTeK Ha HEYYBCTBHUTC/IHH
MUKPOOPraHM3MH, BIJIIOYHTEIHO TbOHYKH. AKO Bb3HMKHE cyniepuH(eKkLns, IpeKpaTere
M3MON3BAHECTO M HA3HAYCTE AITEPHATUBHO JICUECHUE,

. 4KO TO3H JIEKapCTBEH MPOLYKT C€ IPHIIara NpH MaLUEHTH ¢ [11ayKoMa, JIeHeHHeTo Tpadsa fa obae
OrpaHMuetio JI0 ABE CCAMULM, OCBEH aKO MPONLKHUTEIHOCTTa MY ¢ OfIpaBaHa; BBTPEOUHOTO
Haisrate TpsaOBa j1a ce cnear perOBHO INPH TE3H NMaUHEHTH,

. KOPTHKOCTEPOHAMTE 3a JIOKAIIHO OYHO MPUIOKEHHE MOTAT Aa 3a0aBAT 3a3/1paBABAHCTO HA PaHH
na porosuuara. Mzsectho e, ue HCIIBC s3a j10KanHO [pUIONEHHE CHLIO 3a0aBAT
3a3apaBsaBaHeTo. EHoBpeMenHaTa ynotpe6a Ha CTEPOMAM 32 NOKATHO NPUIOKEHHE H JIOKATHH
HCIIBC Moske /13 NOBHMLUIK Bb3MOXHOCTTA 3a NPo6JIeMK NpH 03/ paBUTETHUA 1IpoLEC, (BXK T. 4.5);

. M3BECTHO €, 4¢ MpH ynoTpebaTa Ha JIOKAIHM KOPTHKOCTEPOMIHM €a Bb3MOXHHU neppopauyy,
KOTaTO ce NpUIarar rpy 3abonspaHus, NPUYHHABALIM H3TbHABAHE Ha pOroBMULATA WK CKJIEPATa,
. spuTeSHHU cMyllleHds. [lpy CHCTEMHO H JIOKAIHO NPHUNOXKEHHE HA KOPTHKOCTEPOHMAH ca

BBL3MOXKHH CHOOILCHUS 32 3PUTEJIHH CMYIIEHHA. AKO NpPH NaUMEHT Ca HAIHLC CUMITOMH KaTo
3aMbIJIEHO 3PEHHE WIH APYrH 3PHMTENHH CMYLLICHHA, MALMEHTHT TpAOBa ja ObAE HACOHMCH 3a
KOHCYJTALMS ¢ OQTAIMOJNIOr 334 OLIEHKA Ha BB3IMOXKHHTE NMPHYWHH, KOHTO MOrar Aa BKTIOYBAT
KaTapakTa, riayKoMa WM peaky 3a0oNfABaHMA KaTo LIEHTpanHa CEpO3Ha XOpHOPETHHONATHA
(LICX), 3a KouTO ce ¢hoO1aBa cie/l CHCTEMHO M JTOKATHO H3MO0JI3BAHE HA KOPTHKOCTEPOH/IH;

* HOCEHEeTO Ha KOHTAKTHH JIClH HEe ¢e NpenopbuBa Mo BpeMe Ha JICUCHHE Ha OUHO BB3NAJIEHHE WIH
nndexkuuns. Henajeke coiabpika 6€H3ATKOHUEB XJIOPU, KOHTO MOXE J1a IPCAU3BUKA APA3HECHE U €
H3BeCTHO, 4e 00e3LBETARE MEKHTE KOHTAKTHM jeld. Jla ce u30ArBa KOHTaKT ¢ MCKH KOHTAKTHH
newy. B ciiyuaii, ye Ha MauMeHTHTE € MO3BOJICHO Ja HOCAT KOHTAKTHH JIELLH, Te TpAbBa na 6vaar
HHCTPYKTHPaHU Jla OTCTPAHABAT KOHTAKTHUTE JELH NpeaH MPHIOKEHUCTO Ha Henaaexc n pa

M3yaKaT noue 15 MUHYTH Npean Aa rY NOCTaBAT 0OpaTHo.

4.5 B3aumoaeHcTBHE C IPYIH JIEKAPCTBEHH NPOAYKTH M Apyrs GopmMu HA B3aHMOACHCTBHE

He ca onucaly KIMHHYHO 3HAUUMHU B3auMoaeiicTeus ¢ Henanekc.

. e/IHOBpeMEHHATa yroTpeba Ha CTepOUIH 3a JTIOKaIHO npuioxerue v nokanid HCIIBC moxe na
MOBHMILKY Bb3MOXKHOCTTA 32 Ipo0JIeMH CbC 3a3/1paBABAHE HA POrOBULIATA,

. [py NALKEHTH, ACKYBaHY C PHTOHABHP, KOHLIEHTpaLYATa Ha ACKCAMETA30H B I/1a3MaTa MOXe
1a ce yBeanuM (BxK. T. 4.4); |

. CYP3A4 nixuburtopy (BKJIIOYHTEHO PHTOHABHD H KOOHLIMCTAT): MOTaT J1a HAMAMIAT KIIHPBHCA

Ha IEKCAMETA30H, KOETO BOJM A0 3acHNBaHe Ha edexTuTe U HanbbLOpeuHa
negoctarbuHocT/cuHapom Ha Cushing, KomOunarsaTa tpsabsa na ce n3dsraa, OCBEH ako
[OJI3aTa HAAXBLPJIS YBEIMUCSHUS PUCK OT CUCTEMHH KOPTHKOCTEPOHIHH eeKTH KaTo B |
ciyyail nauncHTuTe TPAOBA 1a OhAaT NPOCICAABaHH 32 CHCTEMHH KOPTHKOCTEPOMAHH



BiaumoaeiicTBus ca JOKNaABaHU ¢ OTACHHUTE KOMIIOHEHTH Cjiel CHCTEMHO NMPHIIOXKCHHE, Brnpexku
TOBa, CMCTEMHaTa abcopOLiMa Ha aKTUBHMTE BELIECTBA € TONKOBA HHCKA, Y€ PUCKBT OT B3aUMOACHCTBHE

¢ MHHHUMAJICH.

4.6 @DepTHIHTET, OPEMEHHOCT H KbpPMCHE

bpemeHHOCT
[HsMa BNY MMa OrpaHHYMEHM JaHHM OT yrioTpebara Ha JekcaMeTa3OH, HEOMULIMH HIH NOJIMMHKCHH B npu

SpeMcHHH KEHH. AMUUOIIUKOZHAHUTE AHTHOHOTHIIM KATO HEOMMIMH MPEeMHHABAT NpE3 IUIALIEHTATA B
NN10/1a Cile BEHO3HO NpHIIoXeHHe Npy OpeMeHHH XeHH, HEKTMHHYHO H KITMHHYHO CHCTEMHO NpWiarane
N2 aMMHOT/IMKO3MIM TMOKa3BaT HHAyLUMpaHe Ha OTOTOKCMYHOCT M HedporokcHyHocT. llpu
aJIMHHHCTPHPAHE HA HUCKATA /1032 OT NPKIIAraHeTO HA TO3H JIOKAJIEH NPOAYKT, HE CC O4aKBa HEOMHLIMH 11a
[IPUMKHH OTOTOKCHYHOCT WM He(POTOKCHYHOCT HA IUT0AA B yTpobara. 11p npoyusane ¢ ILTbXOBE, KOHTO
ca NpHEMajay Mepopalio HEOMHMUMH B 103d 710 25 mg/kg TErJio/aeH, He ca YCTAaHOBEHH JIaHHH 3a
TOKCHUYHOCT HA MaiiKaTa, TOKCHYHOCT 3a [1J1I0/]a WK TepaToreHHOCT. [Ipoab/KMTE/IHAaTa HIH MOBTApALLA
ce ynotpeba Ha KOPTUKOCTEPOHIM N0 BpeME Ha OPEMEHHOCT €€ acOLIMKpa ¢ YBEJIMUCH PUCK OT H30CTABAHC
[0 BpeME Ha BLTPEMATOUHHS pacTex. Jleliata, poAeHH OT MalHKH, KOMTO Ca MOy4aBaln 3HAYHTE/IHH J03H
OT KOPTHKOCTEPOM/IH No Bpeme Ha OpeMeHHOCTTa CH, TpAbea na Objar HabnroJasaH¥ BHMMATEIHO 32
[pu3HaLKM Ha XHroaapeHaln3sM (Bk. T. 4.4). IlpoyuBaHHATA INpH KHBOTHW NOKa3BaT PENpoAyKTHBHA
TOKCHYHOCT CJIEJl CUCTEMHO M OUHO NPHIOKEHHWE Ha JeKcaMmeTasoH (Bx. T. 5.3). Hama naHHU OTHOCHO
Ge30nacHOCTTa Ha NoJIMMUMKCHH B npu OpeMeHHH XMBOTHU. Henajexe He ce npenopblsa no BpeMe Ha

OpeMEHHOCT.

KbhpmeHe
He € H38eCTHO AAJiM JIOKATHO PHIATaHKTE B OKOTO AEKCAMETa30H, HCOMHUMH WM TIONTHMUKCHH B ce

OTJICNAT 8 MANYUHOTO MJIAKO.
AMHHOITTUKO3IWIAMTC CC OTACHAT B KbPMATa ClI€X CHCTEMHO [IPWIOXKEHHE. HaMa nanHy ganud JeKcaMeTa3sOoH

M HONMMHMKCHH B IpeMMHaBaT B MaiuMHOTO MISKO. BBIIpeku TOBa, BEPOATHO € Aa He OBAE OTKPHUTO
KOJIMYECTBO OT JCKCAMETA30H, HEOMULHH Y ITOTMMHUKCHH B B KbpMaTa H J1a HE MOXE /13 JIOBERC N0 KIIHHHYHH
edieKTH NpH KbPMA4eTO NpH MPaBUIHOTO M3MOM3BaHE OT MaMKaTa Ha TO3M NPOAYKT 33 JIOKATHO O4HO
rpuiioaeHne. PHCKBT 3a kbpMaueTo He Moxe jda Obae usknouen. Tpadsa na ce MpeUeHH Hanu na ce
NPEKPATH KbPMEHETO WIIK J1a C& NPEyCTalOBH//Ia HE C€ MPUCTDI1BA KbM TEPANHUATa ¢ Henanexc, kato ce UMAT
lIPEABK/ fTON3ATA OT KbPMEHETO 32 AETETO U I0JI3aTa Ha MaKKara OT JEYCHHETO.

deprunurer
Hama JaHHHW JaTH M3M0JI3BAHETO HA HEOMMLIMH MK MOJIMMUKCHH B ce oTpa3saBsa BbpXY QepTHAMTETA

npy MBXe W KeHH. MMa He/ocTaThunM KIMHHYHM JaHHH, 33 Ja MOXE /1a ¢¢ OLCHH e(eKTa OT
JIeKCaMeTa30H BhpXY GepTHIHTEeTa NPY MbXKe M KeHH. [Ipu uscne/iBaHHA HA MIbXOBE, HHAKEKTHPAHH C
xopuoH roHagotponun (YXI), gekcamerasoH He € NPUYMHUI HEONArONpuATHH ePEKTH BBPXY

hepTHAUTETA UM.

4.7 Edekrn BLpXy cuocobuocrTa 32 modupane 4 pabora ¢ MarHnn

Henaneke HsMa MM UMa HE3HAYMTENIHO BIAMAHHE BLPXY cnocobHOCTTA 3a opupane v paboTa ¢ MallHHU.
BpeMeHHO 3aMbluisiBalie HAa 3pEHUETO WK APYTH 3PUTENTHH CMYUICHHA MOIaT J1a MOBJIHAAT cnocobHOCTTA 32

modupaHe Wam pabora ¢ MalWKMHU. AKO NP MIOCTABIHETO Ha JIEKAPCTBEHHA NPOAYKT 3pEHHETO CC 3aMBbIUIH,
HalMeHTHT TPAOBA /1a U34aKa JIOKATO 3PEHHETO CE NPOACHH, NPEMH Aa iohHpa WK fa paboTH ¢ MalllMHH.




4.8 Hexenany JicKapCTBEHH PCAKUHH

ClieqHHTE HEXENAHH JIEKAPCTBCHH PCAaKLIMK €a CHOOLIABAHU 110 BPEME HA KTHHUYIHH NPOYUBAaHHA C
Henapgeke ¥ ¢a kiacHpuuHpaHyd B CLOTBETCTBHE CHC CIIEIHATA KOHBCHIIUA: MHOIO 4CCTH (=1/10),
gectu (>1/100 no <1/10), neyectr >1/1 000 po <1/100), penku (=1/10 000 no <1/1 000), MHOrO peakH
(<1/10 000), unu ¢ HeM3BecTHA YecTOTa (HE MOXe [ta Objie ONpeaEeHa OT HATHYHATE naHHu). B
PAMKHMTE HA BCAKA YECTOTHA IPYNa, HEXENAaHUTE PeakiiiK €a NPeACTaBEeHH B HH3XOJUALL pell Io

OTHOUIEHHE Ha TAXHATa CCPpHO3HOCT.

CHCTEeMO-OpPraliH K1acoBe Ilpenuo-qﬂ'rau Tepmui ot MedDRA

il

Hevecmu: KEpaTUT, NOBHILEHO BLTPEOYHO HANAraHe,

Hapylwuenns Ha ounTe
copbex B oumre, 04eH AUCKOMOOPT, APA3HEHE HA OYHTE

JIONBLIHUTENHHATE HEXKEIAaHY PeaKLiMK, YCTAHOBEHH Cle/i NOCT-MAPKETHHIOBO Ha0oleHHe, BKIIIOYBAT

CNIeAHOTO.
YecTOTHTE He MOTraT Jia 6baaT OlIEHEHH OT HAJIHYHHATE JaHHU. B paMKHTe Ha BCEKM CUCTEMO-OPraHeH

KJ1ac, HEXCNAHUTE pCakKUKH ca NpCaACTaBCHH B HU3XOAA1] pe 10 OTHOWCHHE Ha TAXHATa CCPHO3HOCT.

CHcTeMO-Opraing Kiacose IIpeanountas Tepmun ot MedDRA

Hapyuenns Ha iMyHHAaTa CUCTEMAa CBpBXUYBCTBHTEIHOCT

HapyiieHns Ha eHAOKpHHHATA cunapom Ha Cushing, Han6L0peuHa HEOCTATEIHOCT
CUCTEMA (Bx. T. 4.4)

HapyiueHus Ha HepBHATa CUCTEMA rnaBobonue

HapyiueHus Ha O4HTE A3BEH KEPATHT, 3aMbITIEHO 3peHHe (BX. ChILO T. 4.4),

dborodobus, MUApHa3a, NTO3a Ha Kilenaya, Oonka B
QUMTE, OTOK Ha OYHTE, YCEelllaHe 3a YYXI0 THAIO B OUHTE,
O4HA XMIIEPEMHS, YBEITHUEHO CTb300TAE/IAHE
Hapyuenus Ha Koxkarta W IIOJKOXKHATA | CHHIPOM Ha Stevens-Johnson

ThKaH

Ouncanue na H30panu HeKeJIaAHH peaKiBH
[Tpy HSAKOM NMalMEHTH € BL3MOXKHO JIa C€ NOABH YYBCTBHUTEJIHOCT KbM JIOKATHO NPHIIOKEHUTE

amunorankosuad. OceeH TOBA, JIOKATHOTO ITPHI0KEHHE Ha HEOMHIIMH MOXKE J1a NOBEAE A0 KOXKHA
wyBCTBHTESIHOCT (BXK. T. 4.4). [IpoabmkuTeaHaTa ynoTpeba Ha JIOKaJTHH KOPTHKOCTEPOH/IH 32 OHHO
NPUIOKEHHE MOXeE J1a J0BEE A0 MOBHIIABaHE Ha BbTPEOYHOTO HANArAHE, C YBPEXKARHC Ha 3pHTE/THHA
HEpB, HAMAJICHA 3PHTENHA OCTPOTA U ASPEKTH B 3PUTEIIHOTO I101€, KAKTO H obpa3zyBaHeTO Ha 3a]1Ha
cyGkaricynapHa kaTapakra (ex. T. 4.4). PazsBuTHeTo Ha BTOPHYHH HHPEKLIMH MOXE JIa CE MOABH CJIEL
ynorpebaTa Ha koMOHHALIMM, CBABPXKAIIH KOPTHKOCTECPOHAH HIIH aHTHMHKpOOHH BellecTsa (BX. T.
4.4).

[Topaau HANHYHETO Ha KOPTUKOCTEPOMAHA CHCTABKA, [PH 3a001sBaHHA, NPHIHHABAINM U3TBHIBAHE
Ha pOrOBHLATA WIH CKIIEpaTa, € HaJIHLE NO-BUCOK PUCK OT nepdopauus (BXK. T. 4.4).

Cno01aBaHe Ha NoA03UPAHNA HEXKEIAHW peaKLMU

CHoGLIaBaHeTo Ha HOJ03MPaHH HEXKENAHY PEaKLMK Cfie]l pa3peliaBade 3a ynoTpedba Ha JIeKapCTBEeHU
NPOYKT € BaxHo. ToBa no3Bo/IABa Ja NMPOABL/DKH HabMIOACHHETO HAa ChOTHOLICHUETO nosn3sa/pucK 3a
JleKapcTBEHUA TIPOAYKT. OT ME/IMLHHCKUTE CTIELMATHCTH €€ 3KCKBA /@ ChOOILABAT BCAKA MO03HpaHa

HeXKeNlaHa peaxius Hpes:

HsirbanuTenia aredius no nekapcraara
yi. ,.Jdamsi ['pyes Ne8

1303 Cogus

et +35928903417

yeGcaiT: www.bda.bg




4.9 IlIpenosnpane

[Topany xapakTepyCTUKMTE Ha TO3W Iipenapar, MpeAHazHaucH 33 JIOKaTHA O4Ha yrnorpeba, He ce
OYAKBAT HHKAKBH JOMBJIHHATENHH TOKCHYHHU €(QEKTH, NPH NPHIOKCHHETO MY B OKOTO HHTO B
[IpErnopbYBAHATA 1033, HUTO B Clly4al Ha cy4aifHO NOrabliaHe Ha ChABPKAHHCTO OT Oyrunkara.

B ciiyuaii Ha Iokanio npeposvpate, Henageke MOXe a €€ H3MHE OT OKOTO (ouMTE) ¢ XJ1a/1Ka BOAA.

5. DAPMAKOJOIr'dTYHH CBONCTBA

5.1. ®apmakoannaMH4YHH CBOHCTBA

dapmakoTeparnesTHdHa rpyna: o(TaiMOJIOMHYHH, NpPOTHBOBBL3NANUTENHNH U AHTHWH(EKLIMO3ZHN
CPEACTBA B KOMOHHALINSA; KOPTHKOCTEPOHAN U aHTHHH(EKLIMO3HH CPEACTBA B koMOuHauua areHt. ATC

xkoj: SO1CAOQI

MexaHu3bM Ha JEACTBHE

Jexcamemazon
TOYHUAT MEXAHU3IBM Ha NPOTHBOBL3NANUTEIHO JCHCTBUE HA ACKCAMCTA30H HE € M3BECTCH. Toi

MOTUCKA MHOMKECTBO BbL3NAIMTENIHK LMTOKHHH ¥ o0palyBa MHOXCCTBO [IJIEOKOKOPTHKOHAHH H
MUHEPAJIOKOPTHKOWIHH ehEeKTH.

Honumuxcun B
[MonuMukcur B € LMKAMMEH JMmonenTHZ, KOHTO NpOHMKBA Mpe3 kieTbyHata creHa Ha ['pam-

OTpHLATENHH 6aKTepHH, 3a Aa AecTabuIM3Npa LUKWTOILIa3MeHaTa MembpaHa. ToH € o-MasiKo akTHBCH
cpewty ['paM-ronoKUTE/IHA OaKTCPHH.

Heomuyun
HeOMHLMH € aMHHOIJIMKO3MJEH AHTHOMOTHK, KOMTO OCHOBHO TMpoABABAa CBOA €(EKT BbpXY

GakTepHaTHK KIETKH Ype3 MHXHOMpaHe Ha INOJMMNENTHAHO CBhP3BAHE H CHHTE3aTa HA pubosomure.

MexaHu3bM Ha PE3UCTEHTHOCT
Pe3sncTeHTHOCTTa Ha GaKTepUHTe KbM NOJHMHKCHH B € OT XpoMO30OMEH NPOM3XO0/L U € piaka. 3Ha4eHHE

nma MoaudHKaLMaTa Ha GhocdoNMIUANTE Ha IXTOIUIa3MeHaTa MeMOpaHa.

Pe3dCTeHTHOCTTA KBM HCOMMUMH HACTBMBA [0 HAKOIKO PA3IHMHM MEXaHH3MH, BKIIIOUHTENHO (1)

npomenn Ha pubozoMnuTe cybequuuud B OakTepuannata  kierka, (2) HHTEpPEpEHUUS B
TPAHCTIOPTHPAHETO Ha HEOMMIIMH B KJIeTKaTa W (3) MHAKTHBAUMs (TpOMsiHa B peAa) Ha aACHHIATHHTE,
hocOpUNAaTHH U aleTWIaTHM KiacoBe MOAM(HUMpPAHH eH3uMH. I'eHeTHuHaTa uHOpMaLdg 3a
LIPOAYKUMS HA HHAKTHBHUPALLM €H3UMH MOXe Na Objiec MpeHeceHa No OaKTepHaANTHHTE XPOMO3OMH HITH

[IJ1a3MH,IH.

Ipanuynu cmounocmu
Beexu ml Henanexe cbabpxa 6000 IU nonumukcud B cyndar n 3500 IU neomuin cyndar. I paHHHHHTE

CTOMHOCTH M in Vilro creKrbpbT, KAKTO € MOCOYEHO MO-[0y, C€ OCHOBABAT Ha JBOAHATAa aKTHBHOCT HA
NOJIMMUMKCHMH B uiau HeomuuuH. I'paHudHHTE CTOMHOCTH, M3GpoeHH TyK, ca GasMpaHH Ha npuaobura
PESHCTEHTHOCT 34 CHeuM(UYHM IAMOBE, OTKPHTH B OYHM HHQEKUMH W CHOTHOMICHUETO B IU Ha

nonuMukcuid B xbM HeoMULIMH B Henanekc:

Pe3ucTeHTHN MPaHNAUHM CTOMHOCTH: >5:2,5 10 >40:20 B 3aBMCUMOCT OT DaKTepHaNHHTE LIAMEHT.

§z~*‘

..

Yyecmeumennocm
Undopmainara, nocoucHa 1o-10/y Aasa NpubIM3UTENIHA HACOKaA 33 BEPOATHOCTTA 32 Uy

HAa MHKPOOPTAHM3MHTE KbM MOMMMHMKCMH B min neoMuumH s Henapekc. Ilpencrass
136posBa GakTepyalliii WAMOBE, Bhb3CTAHOBEHH OT BbHILIHK O4HH UH)EKLIUH.
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PasnpocTpaHEHHETO HA NpRAOOHUTATA PE3UCTEHTHOCT MOXE A BapHpa B Pa3jIMiHHTC reorpad)cKu
o6NacTH ¥ OT BPEMETO 3a ONpCAC/cHH [MaMOBe, 3aTORa € XKEJATCNHO [a Ce H3NO0I3Ba MECTHA
nadopMalus 3a PEIUCTCHTHOCTTA, 0COOCHO NPH JICYCHHE HA TEXKKH nHpekuun. [Ipu HeobXxoAMMOCT
TpabBa Aa ¢€ NOTHPCH ChBET OT CIIELUHAIIMCTH, KOTaTo JIOKANHO npeobiajaBaliaTa pe3MCTEHTHOCT €
TaKaBa, 4e [0CTaBs M0/ BbIIPOC MPHIIOKMMOCTTA Ha KOMOMHALMATA Ha IOJIUMUKCHH B MITM HEOMHLIMH,

kakTo B Henanekc, noHe rpy HAKOW BUAOBE MH(EKLHH,

OBUKHOBEHO YYBCTBHUTEJHH MAMOBE
Aepoban I'paM-110J10XKHTE/IHH MHKPOOPraHH3MH

Bacillus cereus

Bacillus megaterium

Bacillus pumilus

Bacilus simplex

Corynebacterium accolens

Corynebacterium bovis

Corynebacterium macginleyi

Corynebacterium propinguum

Corynebacterium pseudodiphtheriticum

Staphylococcus aureus (methicillin susceptible - MS5A)
Staphylococcus capitis

Staphylococcus epidermidis (methicillin susceptible — MSSE)
Staphylococcus pasteuri

Staphylococcus warneri

Staphylococcus mutans

Acpobun I'pamM-oTpHIEaTEJIHH MHKPOOPraHH3MH
Haemophilus influenza

Klebsiella pneumoniae

Moraxella catarrhalis

Moraxella lacunata

Pseudomaonas aeruginosa

IIIAMOBE, 3A KOUTO INPUJOBUTATA PEZUCTEHTHOCT MOXE JA E IPOBJIEM
Staphylococcus epidermis (methicillin resistant — MRSE)
" Staphylococcus hominis

Staphylococcus lugdunensis
OPTAHN3MHU C HACJIEAEHA PESUCTEHTHOCT

Aepobuu I'paM-no10K1TE, THH MHKPOOPraHHIMH
FEnterococci faecalis

Staphylococcus aureus(methicillin resistant — MRSA)
Streptococcus mitis

Streptococcus pneumonia

Aepobun I'paM-oTpHIaTEIHE MEKPOOPraHK3IMH
Serratia species

AnaepoOdnn 0axkTepHH

' Propionibacierium acnes




dapMakoJHHaAMHYHH ¢hekTy

JlekcaMeTa30H € €1MH OT Hal-MOLIHHTE KOPTHKOCTEPOHAH, C OTHOCHTE/HO NPOTHBOBB3ITAMTENHO
Bb3NEHCTBUE NO-rOAAMO OT Ta3K HA NPEHUION0HA HIW XMAPOKOPTH3IOHA.

KJIHMHHYHM NpOoyYBaHHs
He ca n3BbplIBAaHH HOBH KIHHHYHM NPOYYBAHHUA C KalKH 33 OYHM ChABPIKAILH JCKCAMETA30H-

HEOMHLHH-ITOJIMMUKCUH B.

[lennaTputHa nonynauus
Be3zonacHOCTTa M €(PHKACHOCTTA Ha KalKy 3a OYH CbhAbPAKALIHN ACKCAMETa30H-HCOMHUMH-NOTHMHKCHH

B e ca npoyusaHu npu aeua. 3a HHGOpMaLMA OTHOCHO Ha4KMH Ha NPUIOKEHHE, NPEANa3Hi MCPKH 1
NpeayNpexAeHRS 3a NeANaTPUYHH MALHECHTH, BHXKTE CHOTBETHO TOUKa 4.2 ¥ TOUKA 4.4,

5.2. PapMaKOKHHETHYHH CBOHCTBA

Ab6copbuus
Jlexcamema3on - CHEA JIOKUTHO OYHO NPUI0XKEHHE B KOHIOHKTHBAITHHA CaK, KOPTHKOCTEPOMIIUTE KaTO

nekcamertazod ce abcopbupat BbB BHTPEOYHATA TEUHOCT K MOXE Jla CE MOJIYYH CHCTEMHA abcopbums.
BLnpexu TOBa, Thil KATO 103MPOBKATA NPH JIOKANHO OYHO ITPHIOKEHHE € NO-MaIKa B CPaBHEHHUE TIDH
CHCTEMHOTO TMpHIAaraHe, OOMKHOBEHO HAMA KIMHMYHO JIOKA3aTEICTBO 32 CUCTeMHa abcopbums.
[lepopanuara GHOHAIMYHOCT HA J€KCAMETa3’oH npu CyGekTH K NauMeHTH Oe3 yBpexJiaHus ¢ B

rpaHiuute Ha 70-80%.

Heomuyun - w3cne/BaHus MpM 3ailMd rokassar, 4e CJIEA JIOKAIHO OYHO NPHUNOKCHHE, HEOMULIUH Ce
abcopbupa 6aBHO BbLB BBLTpPeOYHATa TEe4HOCT. ADcopduuATa ce yBEnWHaBa, aKO pOropHlaTa € C
HapywieHa MoBbpXHOCT. [lepopanuara alcopbLuaA Ha HEOMMUMH € HUCKA, CbC Cpe/iHa CTOMHOCT OT

2,5%.

Honumurcun B - npeanonara ce, ue nonuMukcud B e ce adbcopOupa OT KOHIOHKTHBA/IHUA Cak.

CucTeMHO NPHIIOKEH NOJTMMUKCHH B He ce pasnpefiend BB BbTpeOoYHaTa TEHHOCT, AOPH [IPH Hanu41e
na sh3natende. CrucreMHa abcobplina He ce OTYHMTA NPH TIpHUIoXKeHHe B oKoTo. IlonumukcuH B He ce

aBGcopbupa nepopanHo U obuyaio ce npunara NOBbPXHOCTHO MK HHTPABEHO3HO.

PasnpeineacHne
[excamemaszon - CiE MHTPABEHO3IHO TIPHI0KECHHE, obeMBT, KOUTO c¢ pasripedeiiss B HEMOABHMKHO

coerosanue € 0,58 Vkg. In vitro He ce HaOmoaasa MNpoMAHA B CBbP3BRHETO HA YOBCLUKHTE IJIa3MEHH
[IPOTEMHH NP KOHUEHTPaLKH Ha AexcameTasoH oT 0,04 1o 4 pg/ml cbe cpeaHa CTOHHOCT Ha CBBLP3BAHE

ta nporeHuTe ot 77,4%.

Heomuyun - 06emMsbT Ha pasnpejlencHue 3a HeoMHLMH e 0,25 I/kg ¢ HUcKa CTOMHOCT 38 CBBP3BAHE HA
rutasMeHuTe npoterHu ot 20%.

Honuwuxcun B - noiumukcud B uma mansk 06em Ha pasnpeaenctue (0,07-0,2 1/kg) npu ceprosHo
6onuu naumeHTH. [lonumukcrH B MMa cpeqHO CBbp3BaHE KbM IIA3MEHHTE NPOTEHHH ITPU MALHEHRTH

Ges yepexcaanusa (56%), BBIIPEKU TOBa, TO3M NPOLIEHT ce yBenuuapa a0 90% npu cepHosHO OOIHH
NALMEeHTH, KbIETO [L1a3MEHHTE TIPOTEUHH, KM KOMTO IIONYMHUKCHH B ce cBLp3Ba,
angal-rIMKONPOTEHH, MOXKE 14 JOCTHIHAT 5-KPATHO YBEJIMYCHHE B KPbBHHA CEpYM NOpaan CTpec.

GuoTtpancdopmalins

JlexcartemasoH - ciie]l epopaiHo NPUIcKEHHe Ha A03aTa, 60% OT f103aTa ce OTKpHBa NOJA dopMar

20-aMXBaApOoeKCaMETAIOH.

Heomuijun -— MeTabOIM3MBT HA HCOMHIHH € HE3HAYUTENICH.

Hoaumuxcun B - He e U3BeCTHO.




EnMuMUBHHApaHe
Jlexcamema3zox - cllel MHTPaBEHO3HO MPIIOKEHHE, CUCTEMHHUAT KIMPBHC © 0,125 l/hr/kg. BpemeTto Ha

[OJIYXKUBOT € A0KJIA/BAHO KaTo 3-4 waca, HO € YCTAHOBEHO, Y¢ ¢ MAIKO NO-ABJIr0 HPH MBIKETE. Tasu
HaGNI0AaBaHA Pa3/IMKa HE Ce CBBP3BA KbM NPOMEHHMTE Ha CHCTEMHHA KAMPBHC, a KbM PA3/IMKUTC B
obeMa Ha AUCTPUOYLMSA B YoBewKoTo TA10. Cliefl CUCTEMHO NpuiioxKeHue, 2,6% OT HENPOMEHEHOTO

JIEKapCcTBO CE€ OTKPYBA B YpHHATA.

Heomuyun - CHCTEMHO abcopOHpajiMaT HEOMMUMH [PUHLMINHO C¢  H3XBBP/IA  HEINPOMCHEH
n3npaxcienusnTa (97%) u B ypunara (1%).

Homuwmuxcun B - obumMsT KMpbHC Ha nojaumukcud B e 0,27-0,81 ml/min/kg npu cepuosho O0NHN
NatyeHTH (HarpuMep cercuc), Kato <1% OT HHTpaBeHO3HaTa 038 CE€ OTKpHBA KaTO HENPOMCHCHO
JIEKapcTBO B YPHHATA, KOETO NpEAroara, Y¢ MbTAT H3 eTMMUHHPAHE HE € 1pe3 OLOpeuuTe U BOAH JI0
BTBT TIOJY-XKHMBOT B Na3MaTa. Ilonumukcun B He ce npossssa kato cybcTpar WK MHXUOUTOP Ha

OCHOBHMS LIMTOXpoM P450s.

Bobzkaly) bapMakOKBHEeTHKA - hapMaKoJHHaAMHKA
Bpb3kara ({apMaKOKHHETHKA - (papMaKOJMHAMHKa CJIE]] JIOKATHO OYHO NPHIIOKEHHE HE € YCTAHOBCHA.

5.3. [Ipeakaunuvny JaHHH 32 0e30NaCHOCT

HexnMHMYHKHTE AAHHM 110Ka3BaT, 4e HAMAa CcheuMdajlHa ONnacHOCT 3a Xopara IpH JIOKAJTHO OYHO
NpUJICKEHUE Ha JEKCAMCTa30H, HCOMHWUUH WY NOJUMHKCHH B. na 6a3zara Ha KOHBEHLHMOHAJIHHTE
[POYYBaHKA 38 TOKCHUHOCT NPHU MHOFOKPaTHO MpHIaraHe, reéHOTOKCHYHOCT WM NpOYyYBaHMA 34
KapuMHoreHeH noreHuuai, IIpH HEKAMHHYHM NPOYYBAHMA Ha Bb3MPOU3BEK/IAHCTO W Pa3BUTHETO Ca
Hab/onaBaHd eEKTH OT JEKCaMeTa3oH CaMoO MpH 1034, CUMTAHM 32 3HAYMTENHO HAABUINABAIH
MAKCHMAJTHATa YOBEUIKA J103d IIPH JIOKATHO O4YHO MPUWIOKEHHE, KOSTO NOKa3Ba € HAMA NOYTH HHKAKBa
Bpb3Ka KbM KJIMHHYHATa YNoTpeda NpH KpaTKOCPOHEH KypC Ha Tepanus ¢ HUCKH JIO3H, MMa Manko unm
HAMAa HATMYHY AaHHK OTHOCHO 0e30MacHOCTTa Ha HEOMMUMH M TONHMUKCHH B B HEKIHHHYHH

NPoy4BaHHUA Ha BL3MIPOU3BCIKAAHECTO U PA3BHTHCTO.

6. ®APMALIEBTUYHU JAHHU

6.1. Cnuchbk Ha IIOMOLIHYTE BEeIIeCTRA

beH3anKOHHUEB XJIOPHA

JlMHaTpHer eferar

Harpues xjopuj

[loancopbar 80

HaTtpueB XHAPOKCU]

Conna kucenMHa

Xunpomenosa (XuapoKkcurnponunMerunuenynosa E464)

[{peuncTena Bona

6.2. HecnBMecTHMOCTH
Helnpunoxumo
6.3. Cpox Ha roagocT

[ let ronuHm.

Cpok Ha NOAHOCT CJIE/ IIbPBO OTBAPAHE! 4 ceAMULM.
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6.4. Creuua/IHH YCJIOBHA HA ChXPaneHHe

Ja ce cvxpansa nox 25°C.
6.5. Buau cnaAbpiKalHe HA ONAKOBKATA

Henanekc € 6s11a cycrnexsus 6€3 MUpHc, KOATO ce 0cTaBs B Osia, Henpospausa LDPE OyTHIKA C
aTLTMKaTOp-Kankomep 4 obem or 5 mi, 3aTBopeHa ¢ Oana HDPE-LDPE kanauka. Bcsxa 6yTinka e

110cTaBeHa B KapTOHCHA KYTHA C IMCTOBKA 3a naiHcHTA.

6.6. Crenuainy npegNa3’ny MEPKY IPH HIXPLpJIANE ¥ padoTa

Huma crieLiuanHy M3UCKBAHUA.

7. [IPUTEXATEJ HA PASPEILNEHHUETO 3A YIIOTPEBA

Bopan Meaucure Espona EOO]

ya. ,,bopuc Pymenos™ 16
1407 Codus,
buarapus

8. HOMEP HA PA3ZPEINIEHHUETO 3A YIIOTPEBA

Per. Ne:20230115

9. JATA HA IIBPBOTO PA3PEINABAHE/MTIOAHOBSBAHE HA PASPEIIEHHUETO 3A
YIIOTPEBA

Jlara na mepBo pazpewiaBane: 09.06.2023
JlaTa Ha nocjenHO NOAHOBABAHE:

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

10/2025
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