36UPEH U3BELWUTAJ 3A OCOBMHUTE HA JNIEKOT

1. UME HA JIEKOT
Onepmn® 0,5 mg/ml cnpej 3a HOC, pacTBOp
2. KBAIIUTATUBEH U KBAHTUTATUBEH COCTAB

1 ml Onepun 0,5 mg/ml cnpej 3a Hoc, pacTeBop coapxu 0,5 mg OKCMMETa30nuH
xuapoxnopua (0,05% pacteop) wTo oarosapa Ha 0,44 mg OKCUMETa30sINH.

EnHo BnpckyBame (0,05 ml) cogpxu 0,025 mg okcUMeTa3onuH Xnapoxnopuna.

1 ml Onepun 0,5 mg/ml cnpej 3a Hoc, pacTBop coapxu 55 pg Ha BeHsankoHuyMm
xnopua.
OcTaHaTUTE MOMOLLHW COCTOjKM Ce HaBeaeHu Bo Aen 6.1.

3. PAPMALIEEBTCKA JO3UPAHA ®OPMA

Cnpej 3a HOC, pacTBop
PacteopoT e 6e360eH o cnabo xonT, buctap pacTeop.

4. KNMHU4YKU NOOATOLMA

4.1. TepaneBTCKWU UHOUKALUKN

Onepwn ce ynotpebysa npu:

- aKyTeH PUHUTUC

- anepruckn puHUTUC

- PWUHOCMHY3WUTUC

- eHJocKorncka onepauuja BO HOCOT 3a crnpevyBakbe Ha eAeM U KpBapetbe
- oTuTuC MeaMa 3a nodobpysare Ha pyHKumjaTa Ha EBcTaxnesata Tyba.

4.2 No3unpame n HaY nortpeba
g o
BospacHu u aeuaﬁaa 7 aodumsf ée \HO A0 ABe Bnpckyeaka Ha Onepun 0,5 mg/ml
BO Cekoja HOCHVH.la .D.Ea Ao frpnz—,r@ W Ha AeH. JlekoT Tpeba aa ce ynotpebysa
cnopeg nocram{-ata 3d: ygﬂotrpeﬁa’:ua pacnpcKyBa4oT.
;’" -"17
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MakcumanHa nHeBﬁasqosa Hgbog?l pun 0,5 mg/ml Bo cekoja HocHuua Tpeba aa
Oupe pOBe Bnpc aﬁ: ”Ufé) Bd™v pHeeHo. He Tpeba pa ce npekopa4ysa
nponuwaHaTa o3a.



3a camo-nekysawe Onepun He Tpeba fa ce KOPUCTU NOAONIO OA NET 40 CeayM
AeHa.

AKO CUMNTOMUTE CeyliTe NOocTojaT UMM Aypu Ce BrollyBaaT nocrne 3 AeHa of
ynotpebata, Tpeba fa ce KOHCynTUpa AOKTOP, KOj MOXe Aa npenwuile noaonr
TpeTMaH.

4.3 KoHTpanHgukaumm

- XVWNEpCceH3UTMBHOCT KOH aKkTMBHATa CyncTaHuuja wunu Ha 6uno koja of
MOMOLUHUTE COCTOjKM.
- ATpodhnuHo BocnaneHue Ha HasanHaTta MyKosa.

4.4 Toce6bHM Mepku Ha NpeTNasnNUBOCT U noceGHM NpeaynpeayBaka 3a
ynotpeba

3a camo-nekysare, 0Boj ek He Tpeba f4a ce KOPUCTW Kaj NauMeHTN co cpLieBa
VHCYdMLIMeHUMja, apuTMUKM Ha CpUETOo, XUnepTeHauja, rmaykoM Co TeceH arof,
xunepTpodpuja Ha npocTtaTa, nopdupuja, xuneptTuponansam u aujabetec
menutyc. OBUe nauUWeHTM MoXaT Aa ro KOpuCTaT NekoT camo oA Haasop Ha
AOKTOP.

MponoHrupaHa wnu npekymepHa ynoTtpe6a Ha Onepun Tpeba ga ce uaberHe
Oupejku TepaneBTCKUOT edekT Moxe fa ocrnabHe; MoXe [Ja ce jaBu NoBTOPHA
KOHrecTuja Ha HasanHaTta Mmykosa. JlekoT He Tpeba ga ce ynoTpebysa 6Ges
NPEeKUH noBeke oA ABe-TpU HeJenu, U 3a camo-NleKyBake He noBeke o neT Ao
cefym AeHa, BO NPOnuLLAHUTE A03W.

INexoT He Tpeba fa ce ynotpebyea kaj Aela NomManu o4 ceaym roguHu.

PacnpckysayoT 3a HOC € HaMeHeT caMo 3a efeH nauueHT. YnotpebaTa Ha edeH
pacpckyBay Ha noBeke Of e[eH nauMeHT MoXe fa NpeausBuKa Unu pawmpw
WHekumja. lNMocne cekoja ynotpeba npckankata Tpeba ga ce n3bpuile co Yyucta
Mapamuua.

NekoT coapxwu 6eH3ankoHUYM xropua v Nopaau Toa MoXe Aa NpeAusBuKa KOXHM
peakuuu.

4.5 UHTepakuum co apyrm n&thu ‘mi@,gﬁyr\u chopmMu Ha UHTepaKkLmm

T AP
Kora okcumetasonu e gdabapbupaH: kako, rﬁpne,qmua Ha npegosvpare Wum
WHrecTnja, HEroeoTo Aejc Sogaﬂghrgpawﬂm fhpl}!mcox MOXe [da ce 3ronemu kaj
NaUMeHTM Kou UCTOBPeNEHs, ﬁh@{l{{l{@.’aT . g‘r;giﬁuwmmqrm aHTMaenpecmBn Unu
ManpoTunuH. Kaj nauneHr ‘-mﬁ%%mapeyggfo npumaat MAO nHxXMBUTOPKN MoXe

Aa ce jaBaT Aypu 1 xunepTensian kphane
(ED




4.6 YnoTtpe6a 3a BpeMe Ha 6peMeHOCT U AoeHe

MopaTtouuTe og 250 crneaeHn GPeMEHOCTH He yKaxane Ha HecakaHu [ejcTBa Ha
OKCMMETa30nN1H BP3 OpemeHocTa Unun Bp3 34pasjeTo Ha PeTycoT/HOBOPOAEHOTO
Aete. [lo AeHec, He ce JocTanHW APYru peneBaHTHU enuaemMUonoLKn NoaaToLn.
CTyaunM W3BELEHN Ha >XMBOTHU He WHAUUMpaaT AUPEKTHU UNU WHOUPEKTHU
LUTETHW [ejcTBa BO 0AHOC Ha GpemeHocTa, eMOpUOHANHNOT/PEeTyCHUOT paseoj,
NopoAYBaHETO UINN NOCTHATANHMOT PasBoj.

MoTpebHa e npeTnasnuMBOCT Kora ce npenuwlysa Ha OpeMeHU XeHW WUIN XKEeHU
kou gojart.

BpemeHuTe XeHu n Mmajkute kou Jojat He Tpeba Aa ro ynotpebysaaT OBOj ek 32
camo-neKkyBame.

4.7 EchekTn Bp3 cnocobHOCTa 3a BO3eke WU paKyBake CO MalluHN

He noctojaT cTyanu 3a eekToT Bp3 cnocobHOCTa 3a BO3eHe WK pakyBare Co
maLlnHu. OKCUMETa30MNMH BO npenopavaHn fo3n He 6u Tpebano aa enujae Bp3
cnocobHocTa 3a BO3eH-e UK paKkyBake CO MallUHW.

4.8 HecakaHu gejctBa

Knacudukauuja Ha HecakaHuTe gejctea cnopes MedDRA knacudukauvjaTta Ha
OpraHCcKu cucTemun u ppekeeHuujaTa.

MHory yecTu =1/10

YecTtn =21/100 po < 1/10
nomanky 4yectu = 1/1000 go < 1/100
PeTku =1/10000 n < 1/1000

MHory peTku < 1/10000, He e no3HaTo (HE MOXe Ada ce MpOoLEeHu cnopej
pacnonoXveuTe nogaToum)

e [lopemeTyBatba Ha HEPBHUOT CUCTEM
PeTku: BpTornasuua, rmasobornka, HecoHuua, Bo3byaeHocT

e Kapaujanxu nopen&eﬁﬁ@gmﬁf%._ _.
[Momanky 4yecTtu: nannwrﬁgﬁh, pea A\Opagvkapavja.
[P

PeTku: Kaj ocetnusuTe nai >|<a'r [a ce nojaBaT MUHIMNBK aneprwcxm nunu
XUNEPCEH3UTUBHU peakuumn (Ha np. cylewe Ha HasanHaTa Mykos3a, YyBCTBO Ha
ropere BO HOCOT, CYB (PapuHKC U KuBame).



HenosHaTta yectoTta: [ponoHrupaHa unu npekymepHa ynotpeba Ha BUCOKU [03W
MOXe Aa Npean3BrKa peakTMBHA KOHrecTuja (PUHUTUC MeQUKAMEHTO3YM).

e [ACTPOWHTECTUHAamNHU nopemMmeTyBata
PeTtku: OceTnuBuTE NauneHT MoXxe Aa noYvyecCcTByBaarT CyBa yCTa.
HenosHaTa YyecToTa: rageme.

4.9 Npepo3supame

[locne agMuHUCTpauUKuja Ha MPeKyMepHW O03W MOXe [a Ce jaBW KpaTKoTpajHO
YyBCTBO Ha roperwe BO HOCOT, CyBa Has3anHa MyKo3a W KuBawe. HecoHuua,
rnaeobonka, Taxukapauja wnu bpaavkapauja u XunepTeHsuja MoXe UCTO Taka
Aa ce nojaeaT. HopmanHo, oBue cumnTomu ce rybat no Hamanyeake Ha gosara.
Bo cny4yaj Ha HeHamepHO BHecyBawe, NeKkoT Tpeba ga ce OTCTpaHu 04 TenoTo
WTO e MOXHO nobp3o co ynotpeba Ha aKkTUBEH jarmeH WNM CO racTpuyHa
naeaxa. Bo cepuosHu cnyyan moxe ga Guae HeONXo4HO W MpUKNydYyBare Ha
anapat 3a BelTayko Auliewe. 3HauuTe Ha akyTHa WHTOKCMKauuja co
OKCMMETa30MnH BKNIy4YyBaaT CTeCHeTa 3eHuua, XunepTeHanja cnejeHa co
XUnoTeHsunja, bpagukapanja, xunotepmuja u BnoweHa ceecHoct. Obu4Ho, oBKue
CUMNTOMM UcHe3HyBaar 3a 12 go 36 yaca.

TpeTMaHoT e CUMNTOMAaTCKK.

5. PAPMAKOJIOLWKKU NOAJATOLMN

5.1 ®apmakoAguHaMCKWN CBOjCcTBa

®dapmakoTepaneBTCKa rpyna: AeKOHreCcTUBWM W APYrk HasanHW npenapaTtu 3a
nokanHa ynotpeta; cumnaToMUMeTULM
ATC koa: RO1AAQ05

OkcumeTasonuH ce ynotpebyBa Kako HaszaneH pgekoHrectvs. [lopagu
CTEeCHYyBak€ Ha apTepuonuTe, U BO Noman CTeneH kanunapwurte, Toj ro Hamanyea
OTEKYBaKETO Ha HasanHaTa Myko3a W npefu3BUKyBa HasanHO pacTepeTyBame.
Toj oBO3MOXyBa MOMNECHO [ullewe HWU3 HOCOT, MM OTBapa HasanHute wu
napaHasanHute wynnuHn (cuHyc) u EBcrtaxueBata TyGa, M M cmupyea
NPUAPYXHUTE 3HauM Ha obuyHaTa HacTUHKA. [0 cKpaTyBa BpPeMETPaeHETO Ha
obvyHaTa HacTUHKa 3a egHa TpeTuHa (2 AeHa) kaj nauMeHTu noctapu oa 12
roAMHM. /J:,\‘\\
\;-., ‘C' WOIEVE "'1,: 28N
Bo uH eumpo ctyaumu Ha Ky yp@, Ha. ,gneﬂ&g ja\doKkaxaeme aHTWBMpYyCHaTa
aktmBHocT Ha Onepun 0,5 mg/nil ﬁ Orlepm'i J1 @25 g/ml. Tve ro nHakTueupaar
ageHosupyc Tun 3 nocne 1€ rgmHyT'a W ;nejpﬂéf TO Tpae HajMmanky 8 u4aca.
3abenexaBme UCTO Taka naj g‘!‘i @.Tape'r A Bv@fé T napauHdnyeHua tin 1.




AHTWBMPYCHOTO A€jcTBO 3abenexaHo BO NPeTKINHWUYKN CTyaun Ouno noTepaeHo
W CO KNMUHWYKA cTyauja, kage 34 uHbuuupanu nauveHnTtn npumune 0,05%
OKCMMETA30MuH xuapoxnopug u 38 Apyrv npyuMune ConeH pacTeop pesynraTurte
nokaxane aeka Bupycot 6un npucyTeH 3,3 AeHa BO rpynarta co OKCUMEeTas3oruH,
n 3,4 geHa Bo rpynaTa co coneH pactsop. CpeaHWoT BUPYCEH TUTap BO rpynata
CO OKCUMETA30MWH BTOPUOT AeH Oun 3Ha4yMTEeNnHO NOHW30K Of OHOj BO rpynara
co coneH pactsop. lMomery BTOpWOT M TPETUOT [EH, BO rpynata CO COMNEH
pacTeop Gun 3abenexaH BUMPYCEH MUK, AOAEKa BO rpynarta CO OKCMMeTasonnH
Hemano BakoB nuK. CpeaHVOT BUPYCEH TUTap O TPETMOT A0 NETTUOT AeH Gun
WOEHTMYeH nomery aAseTe rpynu. KnWHUYKWTE CUMNTOMW Ha HacTuHka OGune
NOEHTUYHW Kaj ABETE rpynun.

Bo pasnuuHn NPeTKNMHUYKM CTyAMM Ce MoKaxano Aeka OKCUMETA3oNuH uMma
aHTU-MHGNaMaTopHO W aHTUOKCWAATWBHO [A€jCTBO, [N1aBHO Ha HUBO Ha
mMeTabonuT Ha apaxuaoHcKa KucenuHa.

AHTWOKCUAATMBHOTO AEjCTBO Ha OKCMMeTasonuH 6uno sabenexaHo BO UH 8UMpPo
CTyanm;

- CO MpoLeHKa Ha crnocobHocTa 3a MHxMOMUMja Ha MUKpo3oManHaTa nunuaHa
nepokcugauuja,

- CO NpoLEHKa Ha cnocoBHOCTa 3a OTCTPaHyBake Ha XMAPOKCUITHUOT paaukan.

AHTU-UHGNamaTopHOTO AejcTBo  6uno  npoueHeTo co  MHxubuumja Ha
NPoUHMNamMaTopHUOT eH3uM 5-nunookcureHasa (5-LO), Koj e noveTeH eH3um 3a
cuHTesa Ha neykotpueH (LTB,), wmerytoa wuHxubuuujata Ha aHTU-
uHpnamaTopHuoT eH3um 15-LO He Buna 3abenexaHa. Bo kneTtoyeH moaen Ha
anseonapeH Makpodar, OKCUMETa30MNnH ro CNpeyun cospasakweTo Ha LTBy
cnpeyun oA napTUKyNu-MHAyuMpaH oOKCuaaTMBEH CTpec, AoJdeKa Hemarno
BMMjaHWe Ha aKTMBHOCTA Ha eH3aumoT dpocconunasa Az W CUHTE3aTa Ha
enkocaHougn (PGE; u 15-HETE). OcBeH TOa, UCTO Taka Ce nokaxano Aeka
OKCUMETa30mM1H BO KMUHUYKN yrioTpeBeHn KOHLEeHTpauum UCTo Taka ro MHxmbupa
aKTUBMPaHEeTO Ha uHAyuubunHata dopma Ha asoTeH okcua cuHTasa (iNOS),
KOja Npeau3ByKYBa BNOLYBake Ha BocnanuTenHuTe npoLlecu.

YnoTtpeba Ha xymaHu HeyTpodpunu Kako uenynapeH cUcTeM, nokaxano aeka
dopmupateTo Ha eukocaHomp nunokcuH A4 (LXAs), wWHAyuMpaHo coO
OKCUMETAa30JMH, 0 CTONMpPa NOHATOMOLLHUOT UHMNYKC HA HeyTPOMUnK, Co WTo
ja npeknHyBa uHdnamavwujar. ; 3Ha4yaeH nopagw HerosaTta CnocobHOCT
3a Bpakawke Ha Bocna mWﬁe; 0 xomeocTtasa. Bo oBoj nornen,
3roneMmyBakeTo WU 0 %é‘l-bETO HES, 'thl oto Ha LXA; oA cTpaHa Ha
OKCUMETa30NnH  MOXe [ Ja ro? no,qe6pﬁ§a BpLUYBakeTO Ha BOCManeHueTo

NnoBp3aHo Co pMHMTm;jb; ag -_mp opgegl BO 3HauyajHO CKpaTyBawe Ha

BpemeTpaeHeTO Ha 6on E&T‘%& ¥ ox
\vﬁ.

Bo knuHuuka cTtyauja co 24
OKCMMETAa30mN1H Bp3 BpemeTpa
cnopeaba co uaMonowkM coneH pacTteop. CuTe napameTpu kou Oune



npoyyyBaHW [oKaane [eKa OKCMMEeTasoNuH MMa 3Ha4YUTENHO Moronemo
BNujaHne Bp3 aKyTHUOT PUHUTUC Of (hU3NONOLLKMOT CONEH pacTeop. TpeTMaHoT
CO OKCUMETA30MIMH 3HAYajHO o CKpaTyBa BpeMeTpacHeTO Ha PUHUTUCOT 3a
efHa TpeTuHa (2 geHa).

OkcumeTas3onuH e cMMNaToMUMETCKU aMUH CO PenaTUBHO CENeKTUBHO [ejCTBO
Ha o agpeHepruyHuTe peuentopu. Co npoyyyBaweTo Ha MOATUMOBUTE Ha o
peuenTopuTe BUNO AEMOHCTPUPAHO AeKa OKCUMETa30MNNH € CENeKTUBEH aroHUCT
Ha o2 peuentopuTe. OKCMMETA30MNWH € UCTO Taka jak aroHUCT Ha CepaToOHWH
peuenTtopuTte (5-HT1A, 5-HT1B Bo 5-HT1D).

OkcumeTasonuH He Jenyea Ha beta ajpeHeprn4yHuTe peluenTopu,
XNCTAMWHCKNTE peuenTopu U NnpoctarnaHanHnTe.

Bo ctyaun Ha nyfe, NnpoToKoT Ha KpB Bun HamaneH 3a ckopo 50%, 5 MUHYTH No
nokanHata agMuHucTpaunja Ha 60 MUKporpamn OKCMMeTa3onuH Ha HasanHaTta
MyKO3a.

NaveweTo Ha nnasma npeausBUMKAaHO O XUCTAMWH BO HasanHaTa MyKo3a e
BaXXHO 3a NnokanHa ogbpambeHa peakuunja npu BocnaneHue u nHdekuuja, 3aToa,
[AejcTBaTa Ha OKCUMETAa30fIMH Ha KOHrectujata Ha HasanHata Mykosa,
npean3BnkaHn o4 XxuctamunHoT, Gune ucto Taka npoyyeHu. dypu n no ynotpeba
Ha 003X NpU KOM KPBOTOKOT 6un HamaneH 3a 50%, nayeweTo Ha nnasma
npefus3BUKaHO O XWCTaMWH, He BWUNo HamaneHo W Toa € CUIYPHO BaXHo 3a
nokanHarta oabpambeHa peakuuja.

Co ynoTtpeba Ha jarneH BO npalwoKk (cTaHAapdHa MeToa), UCTo Taka buno
NPOYyYeHO AEjCTBOTO Ha MYKOUWMNWjapHUOT TpaHcnopT Guaejkn Toa urpa BaXkHa
yrnora npu 4YucTewe Ha HasanHata MyKko3a BO (DU3MOMOLWIKM W MNaTONOLUKM
ycnoeu. [pu nokanHa ynotpeba Ha OKCMMETA30MWH TPaHCNopToT 6un
NPOrpecuBHO YCrnopeH, Merytoa, AejcTBOTO ce uarydbuno komnnetHo no 30
MUHYTW.

5.2 PapMaKOKMHeETCKMU CBOjcTBa

[lejcTBOTO Ha OKCMMETA30SIMH CTaHyBa OYUrNeaHO BO TEK Ha HEKOMNKY MUHYTW W
Tpae go 12 yaca.

[Mocne wHTpaHasanHa anmmummpagmj{_&ﬁ@a\aaﬁenemma caMoO HenoTnomnHa, Ho
cenak 6p3a, ancopnuuja Ha okcy s ‘gfggnm;; @gfunasmaTa; MCTOTO Ce ogHecyBa u
Ha HeroBaTa KOHLUeHTpauwuja / ﬁea,,_ﬁlﬂoH'ﬂe‘H;‘auMMTe cekoraw ©une mHory
He3HauUWTenHU A[ofeKa HePRATa  EAuMUBaLMa U HamanyBaweTo Ha
NnasmaTCKUTe KOHLEeHTpaum {ﬂ)ﬁe MHoryéer (neT oo ocym aeHa).
Jdypv n nocne ronem 6poj k @MMQT&&\@@; a OKCMMeTas3OonWH, HeroeaTa
nnasmaTcka KoHUeHTpauuja o T‘é}aﬁgg‘gg?‘rg{@ rHUDVNKAHTHA.
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Mo ancopbuwjata OKCMMETA3oNWH Cce Bp3yBa 3a nnasmMaTckuTe npoTenHu WU
HaBnerysa BO TKuBaTa of Kafe cnopo ce ocnoboayea. Toj ce metabonusnpa
aenymHo, u 30% ce ekckpeTupa HenpomeHeT Bo ypuHata un 10% Bo deLiecoT.
5.3 MNpeTkNUHWUYKK NnogaToum 3a 6es3beaHocTa

MpeTKNMHWYKUTE NOAATOLM Of KOHBEHLMOHANHUTE UCTINTyBaka Ha 6e3beaHocTa
Ha  neKor, TOKCUYHOCTA nocne noeekekparTHa agMUHUCTpaumja,

reHOTOKCUYHOCTa, KapuWHOreHuoT HOTEHLlVIjaH N penpoayktueHata TOKCUYHOCT
He nokaxkane ocobeHa WTeTHOCT 3a YOBEKOT.

6. PAPMALIEBTCKU NMOAATOLU

6.1 Jlucta Ha eKCUUNMMEHCH

BeHs3ankoHWyM Xropua, HaTpuym XWApOKCWA, HaTpuym AuxuaporeH docdat
AMXuapart, AUHaTpUyM xuaporeH docdar Auxuapar, Boaa 3a WHjeKUuu.

6.2 UHkomnaTubunHocT
He e nosHaTta.

6.3 Pok Ha Tpaewe

2 roguHu

6.4 HauuH Ha yyBame

NekoT ce yyBa Ha TemnepaTypa o 25°C.

6.5 MNpupoaa n coapxuHa Ha NakyBakeTo

KyTuja co nnactudeH KoHTejHep koj cogpxu 10 ml 0,05% pactBop Ha
OKCMMETa30sMH XNAPOXITOPUA.

’fr QBH H 4, >
ED
KoHTaKTHO nakysame: Q S he ﬁ{o"

- KOHTejHep co pacnpckyeay HanpageH ,q npnmemﬁgr—},o BUCOKa NyCTUHA,;

e[ 3a pacnpcKyeate,
pacrnpckyBare, Kowu
HanpaBeHu oA

- MOMWNPONUMEHCKO Kanaye co Ha
noeauHeYHUTE [OEenoBn of Me
npeTcTaByBaaT  KOHTAKTHO

- MONMUNPONUIEHCKN pacnpckysay



6.6 MocebHn MepkuU Ha NpPeTNasNUBOCT NPU OTCTPaHyBaHe

He noctojar.

7. NOOATOLUN 3A HOCUTENOT HA PELLEHUETO 3A NMPOMET
Nek Ckonje JOOEN, MNepo Hakos 6p. 33, Ckonje,P.CesepHa MakeaoHuja

8. BPOJ HA OJOBEPEHUETO 3A CTABAHE BO NMPOMET

156-7395/12

9. OATYM HA NMPBOTO OAOOBPEHUE 3A CTABAHE HA NEKOT
BO MNPOMET WU OATYM HA TMOCJIEQHOTO OBHOBEHO

ONOoB! ﬁm;\
/ \SJEY 7
T WIS C

4008 rons<. 2593

012 roa., Ckonje, P. CeepHa MakegoHwja

JIEOHATA PEBU3UJA HA TEKCTOT



