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35V1PEH V13BEWTAJ 3A OCOE>VlHVlTE HA nEKOT 

BROMAZEPAM / 5POMA3EnAM 

bromazepam 

Ta6neTV1 

1. lt1ME HA nEKOT: 

BROMAZEPAM I 6POMA3EnAM 

2. KBAJllt1TATlt1BEH lt1 KBAHTlt1TATlt1BEH COCTAB: 

bromazepam (Ta6nen-1 OA 1 ,5 mg, 3 mg ~ 6 mg) 

3. <DAPMALI,EBTCKlt1 OE>nlt1K: 

Ta6nen1 

4. Knlt1Hlt14Klt1 nO,D,ATOLI,lt1: 

4.1. TepanearcKM 11HJJ.I1K8U.I111 

- EMou,~oHaJlH~ nopeMeT)IBat-ba, aHKC~03HOCT, ar~Tau,~ja, 

nopeMeTeH COH; 
- cpyHKU,~OHaJ1H~ nopeM8T)IBat-ba 80 raCTpO~HT8CT~HaJ1H~OT, 
yporeH~TanH~OT, Kapg~osacKynapH~OT ~ pecn~paTopH~OT c~cTeM ; 

nc~xoreHa maso6onKa; 
- nc~XOCOMaTCK~ nopeM8TYBat-ba (aCTMa, Y11KYC Ha :>K811YAH~KOT ~ 

.o.yo.o,eHyMoT, ynu,epo3eH Kon~T~c . Heypo.o,epMaT~T~c); 
- H8Bp03~ , HeBpOTCK~ peaKU,~~ . ar~T~paH~ COCTOj6~ np~ aKyreH ~ 

xpoHw-leH anKoxon~3aM, KaKo ~ np~ ancT~HeHu,~janH~ KP~3~ Kaj 
anKoxon~Yap~ (withdrawal syndrome) . 
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np,J!PJ10r- 36upeH J13B8WTaj 38 OC0611HJ1T8 H8 neKOT BROMAZEPAM/ 6POMA3EnAM 

4.2. /].o3upa!-be u HaLfuH Ha ynoTpe6a 
)J,03111pa1-beTO e IIIHAIIIBIIIAYanHO Ill 3aBIIICIII OA T8>KIIIHaTa Ha 
CIIIMnTOMIIITe, B03pacTa Ill OA COCTOj6aTa Ha 60nHIIIOT. 
Kaj aM6ynaHTHo neKy8al-be npoce4HaTa .o.o3a 1113Hecy8a 1 ,5 .o.o 3 mg 
go TPIII naTIII Ha geH. 
Kaj 6onHII14KO neKy8al-be MO>Ke ga ce np111MeHy8aaT A03111 OA 6 go 
12 mg ,IJ,8a .o.o TPIII naTIII Ha .o.eH. 
MaKCIIIManHaTa AH88Ha A03a 1113Hecy8a 60 mg, nogeneHa 80 2- 3 
A03111 AH8BHO. 
JleKy8al-bero Kaj aM6ynaHTHIIITe naL.J,IIIeHTIII 3anoYHy8a co Manlll A03111, 
KOIII nocTeneHo ce 3roneMy8aaT go nOCTIIIrHy8al-be Ha onTIIIManeH 
ecpeKr. 
)J,onroTpajHOTO neKy8al-be He rpa6a Harno .o.a ce npeKIIIHe ryKy 
,IJ,03ara Tpe6a nocreneHo ga ce HaMany8a. Bo cnpOTII18HO, MO>Ke ga 
AOjge AO noja8a Ha anCTIIIH8HL.J,IIIjanHIII CIIIMnTOMIII , KaKO WTO ce 
rna8o6onKa, M111janr111ja, cTpa8, HanHarocr, 111p111Ta6111nHocr, 
KOHcpy3111ja, genpec111ja. 
Kaj 6eH30AIIIja3eniiiHIIITe co cpe.o.Ho 8peMerpael-be Ha gejcr8o, KaKo 
WTO e 6poMa3enaMOT, anCTIIIH8HU,IIIjanHIIIT8 CIIIMnTOMIII ce ja8y8aaT 
Haj4eCTO 2- 3 A8Ha nocne npeKIIIHy8al-b8TO Ha 38Mal-b8TO Ha neKOT Ill 
ce noll13pa3eHIII Kaj nau,111eHTIII KOIII 3eMaar noroneMIII .0.03111 , KaKo 111 
np111 nogonror paeH rperMaH . 
Kaj nocTaplll nau,111eHTIII .o.o3ara ce pegyu,111pa Ha nono8111Ha. 

4.3. KOHTP811Hfl.J1K8LI,J111 
npeOC8Tnii180CT Ha 6pOMa3enaM 111n111 gpyr 111 6eH30AIIIa3eniiiHIII , 
MlllacreHIIIja rpa8111C, rnayKOM Ha TeceH aron, rewKa pecnlllpaTopHa, 
xenaranHa 111 peHanHa IIIHcycplllu,llleHu,lllja; aKyrHo Tpyel-be co anKoxon 
111n111 gpyr111 genpeCOplll Ha U,eHTpanHIIIOT H8p88H CIIICT8M 
(6ap6111rypaT111 , H8BpOnenTIIIU,III , aHTIIIA8np8CII18111, gpyr111 aHKCIIIOniiiTIIIU,III 
Ill aHTIIIXIIICTaMIIIHIIIU,III); CIIIHAPOM Ha sleep apnoea. 

4.4. MepKu Ha npeTna3nuaocT 
Kaj nocnap111 111 1113HeMowreHIII 6onHIII 111 6onHIII co opraHCKIII 
3a6ony8al-ba Ha UHC 111 cpu,e8a IIIHcycplllu,lll eHL.J,IIIja 6poMa3enaMOT 
rpe6a nperna3nii180 111 nocreneHo .o.a ce 808egy8a 80 repan111jaTa. 
nperna3nii180CT e norpe6Ha 111 np111 npiiiMeHa Ha 6poMa3enaM Kaj 
nau,llleHTIII CO OWTerysal-ba Ha U.PHIIIOT gpo6 Ill 6y6pe3111T8. Kaj 08111e 
nau,111eHTIII ce npenopayysaar nOHIIICKIII A03111 Ha 6poMa3enaM. 
nperna3n ii180CT e norpe6Ha Kaj xpoHII14HIII 6enogpo6HIII 3a6onysal-ba 
3apa.o.111 r oa wro 6poMa3enaMoT Mo>Ke ga gosege AO er3au,ep6au,111ja 
Ha pecn111paropHara IIIHcycplllu,llleHu,lllja. Kaj os111e nau,llleHTIII ce 
nponopa4y8aar nOHIIICKIII A03111 Ha 6poMa3enaM. 
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opoMa3enaMoT He ce npenopayysa KaKo MOHOTepanHja 3a neKysal-be 
Ha nCHX03H H 3a AenpeCI!IBHH COCTOj6H 3aTOa WTO MO>Ke Aa 
nposou,lilpa CYI!IU.I!IA . 
neAHjaTpHCKa ynOTpe6a Ha 6pOMa3enaM Tpe6a Aa ce H36erHyBa 
61i1AejKI!I 6e368AHOCTa Iii ecpHKaCHOCTa Kaj AeU,a He e AOBOnHO 
HCnHTaHa. 
opoMa3enaMOT Tpe6a BHHMaTenHo Aa ce npHMeHysa Kaj nau,HeHTH 
KOH Ce CKnOHH KOH 3noynoTpe6a Ha nCHXOaKTHBHH neKOBH, 
3aBI!ICHHL.I,Iil OA anKOXOn H Apora. 

4.5. I/1HTep8KU,I111 
lt1CTOBpeMeHOTO KOH3YMHpat-be Ha anKOXOn ro noTeHU,Hpa 
CeAaTHBHOTO AejCTBO Ha 6pOMa3enaM. 
neKOBHTe KOI!I WTO AenysaaT Ha LI,HC (HesponenTI!IU,H, 
aHTHAenpeCI!IBH, ApyrH aHKCHOnHTHU,H , XHnHOTHU,H , aHTHenHnenTHU,H , 
HapKOTHYHH aHanreTI!IU,H , aHeCTeTHU,H , CeAaTHBHH aHTHXHCTaMHHHU,H) 
MO>Ke Aa rO noTeHU,IilpaaT CeAaTHBHHOT ecpeKT Ha 6pOMa3enaM, 
nopaAH WTO e noTpe6Ha npema3nHBOCT Kora ce npenHwysa 
HCTOBpeMeH TpeTMaH CO neK KOj npHnafa Ha HeKOja OA OBHe rpynH. 
lt1CTOBpeMeHa aAMHHHCTpau,Hja Ha pHcpaMnHU,HH ro HaManysa 
ecpeKTOT Ha 6poMa3enaM. 
LI,HMeTHAHHOT ro HaManysa KnHpeHCOT Ha 6eH30AHja3enHHHTe H ro 
noTeHU,Hpa HH8HOTO AejCT80. 

4.6. 6peMeHOCT 11 ,D.Oefbe 
He ce npenopaYysa ynoTpe6aTa Ha 6poMa3enaM so TeKoT Ha 
6peMeHocTa (oco6eHo 80 npsHTe TPH Meceu,H OA 6peMeHocTa), 
ocseH Kora noTeHu,HjanHaTa KOpHCT 3a MajKaTa ro HaAMHHysa 
noTeHU,HjanHHOT pH3HK no cpeTYCOT. 
opoMa3enaMOT ce H3naYy8a 80 MajYHHOTO MneKO, nopaAH WTO 
MajKHTe He Tpe6a Aa AOjaT 80 TeKOT Ha TpeTMaHOT CO 6pOMa3enaM . 

4.7. Bn11jaH11e Bp3 cnoco6HocTa 38 B03efbe unu paK}'Bafbe co MawuHu 
3a speMe Ha TepanHjaTa co 6poMa3enaM Tpe6a Aa ce H36erHy8a 
80381-be H paKy8al-be CO MaWHHH 3aTOa WTO TOj MO>Ke Aa rH HaManH 
nCHXOcpH3HYKHTe CnOC06HOCTH, OC06eHO aKO Ce 3eMa HCT08peMeHO 
co anKoxon HnH ApyrH AenpecopH Ha U.HC. Toj MO>+<e Aa npeAH3BHKa 
COMHOneHU,IIlja, 38MOp, HaMany8al-be Ha KOHU,8HTpaU,IiljaTa Iii npeYKII1 
80 8HAOT. 
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npeg;JJ_Or ~ 36upeH J13Bew ra. 38 OC06J1HJ1Te Ha JT8KOT BROMAZEPAMI EPOMA3EnAM 

4.8. HecaKaHM/l.e}crsa 

4.9. 

Haj4eCTlt1 HecaKaHlt1 ecpeKTlt1 ce coHnlt1BOCT, araKCltlja, yMop, 
K0Hcpy3HOCT, cna60CT, Xlt1nOT8H3lt1ja, BpTOrnaBlt1U,a lt1 Clt1HKOna. 
oeH30Alt1a3enlt1Hlt1Te MO>t<aT Aa npeAlt13Blt1Kaar nponoHrltlpaHa 
nenpec111ja Ha UHC Kaj HosopoAeH4lt11-ba. noHeKoraw 
68H30Alt1a3enlt1Hlt1T8 AenysaaT lt1 Ha KOrHlt1Tlt18Hlt1Te cpyHKLI,lt1lt1 
(nOMH81-b8, KOHL1,8HTpau,111ja, BHlt1MaH1t18). 
On npyr111re HecaKaHlt1 nejcrsa perlt1cTplt1paHlt1 ce Xlt1noreH3lt1ja, 
rnaso6onKa, raAel-be, nospat<al-be, KOHCT111nau,111ja, 3roneMeH aner111r, 
aHopeKcltlja , cywel-be Ha ycra, Xlt1nepcanlt1sau,lt1ja V1 6poHXV1janHa 
ceKpeu,V1ja, ore4eH ja3V1K V1 rop4nV1B V111V1 MeraneH sKye, ypTV1KapV1ja, 
paw, npyp1t1TYC, cj:)OTOC8H3lt1Tlt1BHOCT. 
MHory peTKO MO>Ke Aa ce jaBaT A811lt1paHTHlt1 COCTOj6lt1, nenpecltlja, 
AenepcoHanlt13au,ll1ja, ayAlt1TOpHlt1 111 Blt13yeHlt1 xanyu,lt1HaU.lt1lt1. 
Kaj Clt1Te 6eH30Alt1ja3enlt1Hlt1 , lt1CKnY41t1TenHo perKo, MO>t<aT Aa ce jasar 
napAOKcanHlt1 peaKU,lt1lt1. T111e no4ecro ce jasysaar Kaj nocrap111 
nau,111eHT1t1 111 neu.a. Bo cny4aj Ha nojasa Ha arlt1Tau,lt1ja, arpeclt1BHOCT, 
aHKClt103HOCT, KOHcpy3lt1ja, 3roneMeH MYCKYneH cna3aM, lt1HCOMHlt1ja, 
rperMaHoT rpe6a Aa ce npeKlt1He. 
oeH30Alt1ja3enlt1Hlt1Te MO>KaT na npeAlt13Blt1Kaar 3roneMysal-be Ha 
cepyMcKlt1Te speAHOCTlt1 Ha AST, AL T , LDH, anKanHaTa cpoccpara3a, 
Alt1P8KTHlt10T lt1 BKynHlt10T 611111111py6lt1H. 
E>poMa3enaMOT, KaKo 111 APYrlt1Te 6eH30nlt1a3enlt1Hlt1 , np111 
nononrorpajHa nplt1MeHa MO>t<e Aa npenlt13Blt1Ka ronepaHu,ltlja, a so 
Blt1COKlt1 A03lt1 111 nclt1Xlt14Ka 111 cplt13lt14Ka 3aBlt1CHOCT. 

npe/1,03J1p81-be 
np111 npeA031t1pa1-be CO 6poMa3enaM , HajnpBlt1H MO>Ke Aa AOjAe AO 
COHJllt1BOCT, K0Hcpy3HOCT, YMOp, Alt13apTp1!1ja, Xlt1nOT8H31!1ja. nopeTKO 
MO>Ke Aa ce jas111 KOMa, pecn111paropHa lt1Hcycplt1u,lt1eHu,lllja, 
XlllneppecpneKCillja 111 apecpneKCltlja. 
Tepan111jara np111 npeA03lt1pa1-beTo e Clt1MnToMaTcKa, a cneu,lt1cplt148H 
6eH30AII1a3enlt1HCKlt1 aHTlt1AOT e cpnyMa3eHlt1n. olt1Aejt<lt1 Herosoro 
nejCTBO e 3Ha4lt1T8JlHO noKpaTKO OA A8jCTBOTO Ha 6pOMa3enaMOT, 
6onHlt1Te rpe6a na 6111nar non nocrojaH Han3op noset<e 4aca nocne 
6ynel-be-ro 111 no norpe6a no3ara Ha cpnyMa3eHlt1n Aa ce nosrop111. 
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5.0. CDAPMAKOnOWKV1 CBOJCTBA 

~-, 5.1. (!JapM8K0/1,/11H8MCKI1 CBOjCTB8 

- cpapMaKoTepam1cKa rpyna 
aHKC~On~T~K / 6eH30A~a3en~H 

,.~ ...., - M8XaHII13aM Ha A8jCTBO 111 cpapMaKOA111HaMCKII1 ecpeKTII1 

_j opoMa3enaMOT e 6eH30A111a3enii1HCKII1 aHKCII10nii1TII1K. Toj 111Ma 
aHKCII10nii1TII14KO, Xll1nHOTII14KO, C8AaTII1BHO, MII10penaKCaHTH0111 

""-, aHTII1KOH8yn3111BHO AejcT80. opoMa3enaMoT 8nery8a 80 111HTepaKU111ja 
CO IAoAA peuenTOp111T8 80 LI,HC 111 Ha TOj Ha4111H r111 OCTBapysaa 
C80II1Te ecpeKTII1. nocne 8p3y8al"beTo Ha 6poMa3enaMOT Ha 

.... , ~ 6eH30A111ja3enii1HCKII1Te peuenTOp111 , ce 3roneMyBa 111HXII16111TOpHOTO , 
AejcT80 Ha lAnA 80 LI,HC, ace HaMany8a A8jCT80TO Ha 
8KCL...1,111TII1pa4KII1T8 HeypOTpaHCMII1T8p111. 

,.,.., opoMa3enaMOT, KaKo 111 CII1Te 6eH30A111ja3enii1HII1 Aeny8a npeA ce Ha 
nii1M61114HII10T CII1CT8M 111 Ha TOj Ha4111H ja OTCTpaHy8a HanHaTOCTa 111 
aHKCII103HOcTa. C111Te 6eH30A111ja3enii1HII1 80 Tepanii1CKII1 A03111 .. --. npeA11138111Ky8aaT 6nara penaKcau111ja Ha cKeneTHaTa MycKynayYpa . 
08a e KaKo nocneA111Ua Ha 111HXII16111TOpHoTo AejcTBo Ha 
6eH30A111ja3enii1HII1Te Ha nonii1CII1HanTII14KII1Te pecpneKCII1 80 LI,HC. 

~ 

5.2. (!JapMaKOK/IfHBTCK/1 CBOjCTB8 

nocne opanHa npii!MeHa 6poMa3enaMOT 6p3o 111 80 roneM npou,eHT ce 
pecop6111pa OA racTp0111HTeCTII1HanHII10T TpaKT. XpaHaTa He 8nll1jae Ha 
pecopnl...l,ll! jaTa Ha 6poMa3enaMOT OA racTp0111HT8CTII1HanHII10T TpaKT. 
MaKCII1ManHII1Te KOHL1,eHTpau111111 80 nna3MaTa ce noCTII1rHy8aaT 3a - 1 - 2 4aca. opoMa3enaMOT 80 roneM npou,eHT ce 8p3ysa 3a 

-- npoTeii1HII1Te 80 nna3MaTa. nony8peMeTo Ha en111M111H au,111ja ce AB111>+<111 
OA 8- 20 4aca. opoMa3enaMOT ce MeTa6onll13111pa 80 U.PHII10T AP06 co 
npou,ecii1Te Ha X111APOKCII1nau,ll1ja 111 KOI"byrau,ll1ja. Ce enii1MII1H111pa npeKy 
yp111HaTa (oKony 70 % OA 8KynHaTa A03a ce 1113na4y8a 80 TeK Ha 72 
4aca), 80rna8HO so cpopMa Ha HeaKTII18HII1 MeTa6onii1TII1. 

5.3. npeTKf1/11H/11LfK/If n0/1.8TOU,/11 

opOMa3enaMOT 111Ma MHOry HlllCKa TOKCII14HOCT. Toj ro HaManysa 
TOHyco:r Ha nonp84HOnpyraCTII1T8 MYCKYnHII1 8naKHa, WTO np111 

~ np111MeHa Ha noroneMII1 A03111 MO:>+<e Aa A08eAe AO HaManysal"be Ha 

.......-;, 
MYCKynHaTa KOOPA111Hau,ll1 ja . 
AKjfTH8 TOKCI1LfHOCT: -- AKyTHaTa TOKCII14HOCT Ha 6pOMa3enaMOT e penaT1118HO HlllCKa nocne 
Herosa opanHa np111MeHa Ha rny8U111 111 cTaopu,111 . nocne napeHTepanHa 
np111M8Ha, TOKCII14HOCTa Ha 6pOMa3enaM e H8WTO n08111COKa. ..... neTanHaTa A03a 3a rny9u,111 1113Hecysa noset<e OA 5000 mg/kg . 
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6.0. 

6.1. 

Cm14Hit1 speAHOCTit1 ce A061t18Hit1 111 3a craopu.111re 111 3aMop41t11-bar a. 
Ky41t11-baTa 111 Ma4Kit1Te ce Hewro noocern111s1t1 Ha Aejcr soro Ha 
6poMa3enaMOT. 
XpOHI14H8 TOKCJ11-IHOCT.' 
Kaj craopu,111 111 rnysu,111 KOit1 so TeKOT Ha noseK:e HeJJ,enlt1 3aeAHO co 
xpaHara nplt1Mane 6poMa3enaM, He ce per111crp111paH1t1 Hlt1KaKBit1 
TOKCII1'-1Hit1 nopeMeryBal-ba BO aHaTOMCKit1T8 111n111 cpyHKU,It10HanHit1T8 
oco6eHoCTit1 Ha napeHXIt1MaT03Hit1Te opraHIII. E>poMa3enaMOT He 
sn111jaen Ha sKynHara renecHa Maca Ha craopu,111re Kora 111M 6111n 
AaBaH opanHO BO A03a OA 5 mg/kg BO Tpael-be OA 15 111n111 45 A8Ha. 
Penp0/l.YKTI1BH8 TOKCW-IHOCT: 
TeparoreHit1Te lt1Cnlt1rysal-ba 111 npoyyysal-baTa Ha sn1t1jaH111ero Ha 
6poMa3enaM Ha npou,ecor Ha penpOAYKU.It1ja He noKa>+<ane AeKa 
6poMa3enaM Aejcrsysa TOKCit14HO Ha nnOAOT 111n111 AeKa sn111jae Ha 
npou,ecor Ha penpOAYKU.It1ja. Ho co orneA Ha cpaKTOT AeKa HeMa 
AOBOnHO nOJJ,aTOU,It1 3a HerosaTa 6e368AHOCT BO T8KOT Ha 
6peMeHocra Kaj nyfe, ynorpe6ara Ha 6poMa3enaM He ce 
npenopa4yBa BO T8KOT Ha npBit1T8 Tplt1 Meceu,a OA 6peMeHOCTa. 
Kapu,uHoreHo 11 MyrareHo Aejcrao: 
He nocrojar noJJ,arou,lt1 AeKa 6poMa3enaMoT lt1Ma KaHu,eporeHo 111n111 
MyrareHo Aejcrso. 

~APMAUEBTCK~nOAATOU~ 

Co era a 
1 ra6nera COAP>Kit1 1,5 mg 6poMa3enaM. 
1 ra6nera COAP>Kit1 3 mg 6poMa3enaM . 
1 ra6nera COAP>Kit1 6 mg 6poMa3enaM. 

6.2. EKCLI,vtn!ABHT!A 
Ta6ner11 0/1. 1,5 mg: 
M1t1KpoKplt1cranHa u,enyno3a 
naKT03a MOHOXIt1JJ,paT 
Konoslt1AOH 
KpocKapMeno3aHaTplt1yM 
MarH831t1YM creapar 
Harp111yM nayp111n cyncpar 

Ta6ner11 0/1. 3 mg: 
M1t1KpoKp1t1cranHa u,enyno3a 
naKT03a MOHOX1t1JJ,paT 
KonoBit1AOH 
KpocKapMeno3a HaTplllyM 
MarHe31t1YM creapar 
Harp111yM nayp111n cyncpar 
E>oja po3osa E 122 
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T86neru 011. 6 mg: 
MV1KpoKpV1cTanHa u.enyno3a 
JlaKT03a MOHOXV1ApaT 
KonoBV1AOH 
KpocKapMeno3a HaTpV1yM 
MarHe3V1YM cTeapaT 
HaTpV1yM nayp1.1n cyncpaT 
ooja 3eneHa E 132/E 1 04 
ooja >KOnTa E 104 

6.3. n8KYB8J-be 
KyTV1ja co 30 Ta6neTV1 OA 1 ,5 mg 
KyTV1ja co 30 Ta6neTV1 OA 3 mg 
KyTV1ja CO 30 Ta6neTV1 OA 6 mg 

6.4. PoK Ha rp8eJ-be 
3 rOAV1HV1 

6.5. H8lfMH H8 lfYB8J-be 
.O.a ce 1.1ysa Ha TeMneparypa AO 25°C, 3aWTV1TeHo OA csemV1Ha. 
JlEKOT )J.A CE 4YBA HA MECTA HE,O,OCTAnHL-1 3A )J.ELJ,ATA! 

6.6. K8p8KrepucrvtKM H8 BH8TpewHoro (KOHT8KTHO) n8K)IB8J-be 

6.7 . 

7.0. 

8.0. 

9.0. 

onV1CTep naKYBat-be OA anyMV1HV1YMCKa TBpAa cponV1ja V1 nBLJ, cponV1ja 

H8lfMH H8 M3/1,8BaJ-be 
JleKoT ce V13Aasa co neKapcKV1 peu.enT. 

t1Me u 8/l,pec8 H8 npou3BO/l,vtrenor 
A)J. JAKA 80 PaAOBV1W 
Peny6nV1Ka MaKeAOHV1ja 

JJ,8ra Ha npa8ra perucrp8u.uj8 
12.09.2001 

J1,8ra Ha nocne/l,HBT8 peBM3Mj8 H8 36upHuor M3aewr8j 38 oco6uHure 
H8 flBKOT 

CKonje, anpV1n, 2007 r. 
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