
npell./70T - BHaTf2.eWHO ynaTCTBO BROMAZEPAMI5POMA3EnAM 

BROMAZEPAM/6POMA3EnAM 
(bromazepam) 

Ta6nen1 OA 1 ,5 mg 
Ta6nen1 o.o. 3 mg 
Ta6nen1 o.o. 6 mg 

npeA ynoTpe6aTa Ha JleKOT BH~MaT811HO npO"'~TajTe ro ynaTCTBOTO. 
• Lfyeajre ro ynarcraoro. Mo>Ke611 Ke rpe6a /l,a ro npo1..111rare noeropHo 
• AKo 11Mare /l,OnonHurenHI1 npawal-ba, o6parere ce Kaj Baw11or /l,OKTOP 11n11 
cpapMau,eer. 
• Oeoj neK Bu e npenuwaH BaM ni14HO u He rpe6a fJ,a 11M ro fJ,aeare Ha /l,pyru 
nuu,a, 6ufJ,ejKI1 MO>Ke /l,a 11M Hawreru fl.YPU aKO HI1BHI1Te CI1MnTOMJ.1 Ce J.1CTJ.1 
KaKo Bawure. 

AKT11BHa cyncraHu,a so 5POMA3EnAM Ta6nen1Te e 6poMa3enaM. 
E.o.Ha ra6nera co.o.p)l(ltl 1,5 mg 6poMa3enaM. 
E.o.Ha Ta6nera co.o.p)l(ltl 3 mg 6poMa3enaM. 
E.o.Ha ra6nera co.o.p)l(ltl 6 mg 6poMa3enaM. 

noMowHu cyncraHLJ,11 3a ra6ner11re Ofl. 1,5 mg: M1t1KpoKpltlcranHa u,enyno3a, 
JlaKT03a MOHOXlti,!J,paT, KOnOBltiAOH, KpOCKapM8Jl03a HaTpltlyM, MarH83lt1YM 
creapar, HaTpltlyM nayp111n cyncpar 
noMOWHI1 cyncraHu,u 3a ra6ner11re 0/1. 3 mg: MltiKPOKpltlcranHa u,enyno3a, 
naKT03a MOHOXlt!ApaT, KOnOBltiAOH, KpOCKapM8J103a HaTpltlyM, MarH83li1YM 
Creapar, HaTpltlyM naypltln cyncpar, 6oja E 122 
noMOWHu cyncT?HU.11 3a ra6ner11re Ofl. 6 mg: Mlt!KpoKpltlcranHa u,enyno3a, 
naKT03a MOHOXlti,IJ,paT, KOnOBltiAOH, KpOCKapM8Jl03a HaTpltlyM, MarH83lt1YM 
creapaT, HaTpltlyM naypltln cyncpar, 6olt1 E 132/E 104 lt1 E 104 

n aKyBal-ba: 

Kyrltlja CO 30 ra6Jl8Tlt1 OA 1 ,5 mg (3 6J1lt1CT8Pll1) 
Kyrltlja CO 30 ra6Jl8Tlt1 OA 3 mg (3 6J1lt1CT8plt1) 
Kyrltlja co 30 ra6nerll1 OA 6 mg (3 6nltlcreplt1) 

5poj 11 /l,aTyM Ha 
peweHuero 3a npoMer 
16-929/2 12.09.2001 
16-930/2 12.09.2001 
16-931/2 12.09.2001 

.~Me ~ aApeca Ha np0~3BOA~T8110T ~ HOC~T811 Ha 0A06peH~e 3a CTaBatbe BO 
npoMer: 

AA JAKA 80 Panosltlw 
Peny6nlt1Ka MaKe.O.OHltlja 
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n_P._ej/llor - BHafjjeUJHO y naTCTBO BROMAZEPAM/6POII!fA3EnAM 

1. Wro npercraeyea neKoT oPOMA3EnAM H 3a wro ce ynorpe6yea 
5poMa3enaM e aHKC111011111T111K OA rpynara Ha 6eH30Ait1a3en~t~Hit1. Toj ~t~Ma 
aHKCit10111t1Tit14KO, Xlt1nHOTII14KO, Mlt10pe11aKCaHTHO 111 aHTit1KOHBy1131t1BHO AejCTBO. 
5poMa3enaMOT ja orcrpaHy8a nc~t~X1114Kara HanHarocr 1t1 aHKCit103Hocra. 

2. Wro rpe6a Aa 3Haere npeA Aa ro 3eMere JleKOT &POMA3EnAM 

HeMojre Aa ro 3eMare neKOT &POMA3EnAM: 
- aKo ere npeocem~t~s~t~ (a11epr~t~4Hit1) Ha 6poMa3enaM, Apyn1 6eH30A~t~a3em1Hit1 

lt1111t1 Ha HeKOja OA nOMOWHit1Te cynCTaHU,It1 Ha8eAeHit1 80 OBa ynaTCTBO, 
- aKo 6o11eAysare OA M~t~jacreH~t~ja rpas~t~c, 
- aKo 6o11eAysare OA rnayKoM Ha receH aro11, 
- aKo V1Mar e rewK~t~ 3a6o11y8al-ba Ha 6e111t1re Apo6os~t~ , u,pHVIOT AP06 lt1111t1 

6y6pe3V1Te, 
- aKO 111MaTe aKyTHO rpyel-be CO a11KOX011, 
- aKO CTe npV1Mit111e ro11eM111 A031t1 OA Apyrlt1 11eKOBll1 KOit1 8111t1jaar Ha 

U,eHTpa11HII10T HepBeH CII1CTeM (6ap6111rypaT1t1, He8p011enTII1U,II1 , aHTit1AenpeCV181t1, 
APYrll1 aHKC111011111T111U.It1 111 aHTII1XII1CTaM111H111U.111), 

- aKo crpaAare OA sleep apnoea. 

bHAeTe noce6HO BHHMaTeJlHH CO JleKOT &PQMA3EnAM: 

lt138ecrere ro AOKTopor 3a sawara 3ApascrseHa cocroj6a AOK011Ky ~t~Mare: 
- HeBp0110WKit1 lt111llf nC111XIt1jaTpli1CKII1 3a6011yBal-ba, 
- 3a6o11ysal-be Ha cpu.ero, 
- nopeMery8at-be Ha cPYHKU.~t~jara Ha u,pH~t~or AP06 1!111111 Ha 6y6pe3111Te, 
- xpOHII14HII1 6e110AP06Hit1 3a6o11ysal-ba, 
- 3a8111CHOCT OA a11Koxo11 111111!1 APOra, 
Bo OAHOC Ha 803pacra (nocrap~t~ 11111u,a), saw111or AOKrop t<:e ja aAam111pa A03ara 
Ha 5POMA3EnAM. 
npii1MeHa Ha 5POMA3EnAM He ce npenopa4y8a Kaj Aeu.a. 
Be M011~t~Me Aa ce nocoserysare co AOKrop 1t1 roraw Kora ropeHaseAeH~t~re 
yKa.>Ky8al-ba ce o.o,Hecysa11e Ha Bac 61t1110 Kora 80 M~t~Haroro. 

3eMatbe Ha JleKOT CO xpaHa HJlH CO nHjaJlOK 
Ta611ery~t~re MO.>Kere Aa r111 3aMare co xpaHa 11111 111 6e3 xpaHa. 
3a speMe Ha repan~t~jara co 5POMA3EnAM He rpe6a Aa KOH3YM~t~pare 
a11KOX011. 



BROMAZEPAMIEPOMA3EnAM 

f>peMeHOCT 111 ,D,Oetbe 
Coaeryaajre ce co Bawuor ll.OKTOP unu cpapMal..leBT npe11. 11.a 3eMere 6uno 
KaKOB neK. AKO Mapa Aa 39Mare oPOMA3EnAM 8aW1t10T AOKTOp K:e ja OAP9Ait1 
roneMit1HaTa Ha A03ara 111 speMerpaeH>eTO Ha repan111jara. 

B11111jaH111e ep3 cnoco6Hocra 3a eo3etbe Ha aeroMo611111 11111111 paKyeatbe co 
MaWI!1HI!1 
oPOMA3EnAM MO>Ke Aa np9AI!13Bit1Ka AP8M111!1BOCT, 3aMop, HaMaJlyBat-be Ha 
KOHu,eHrpau,l!1jaTa 111 npe4KI!1 so BI!1AOT. 3apaAI!1 roa 3a speMe Ha repan111jara co 
oPOMA3EnAM rpe6a Aa ce 1!136erHysa so3et-be 1t1 paKYBaH>e co Maw1!1HI!1 . 

3eMatbe Ha ,o,pyr111 11eKOBI!1 (Ha wro rpe6a ,o,a ce BHII1Maea aKo ynorpe6yeare 
,D,pyr111 11eKoe111) 

Be MonuMe 11.a ro uHC/JopMupare Bawuor /l.OKTOP unu cpapMaU.e8T aKa 
3eMare, UflU 8KO HeO/l,8MH8 CTe 3eMane 6uno KOj /l,pyr neK, ll.YPU U OHUe KOU 
He ce Ha neKapcKu peu.enr. 
Be Manu Me 11.a uMare 80 npe/1.814/1. /l,eKa oaue yKa>KyB8J-ba MO)f(8T 11.8 ce 
O/l.Hecyaaar u Ha oHue npenaparu Kou wro ere ru 3eMane 80 MUHaroro unu Ke 
ru 3eMare 80 U/l.HUH8. 
Oco6eHo e sa>KHO aKo 111crospeMeHo 3eMare: Hesponeml!1u,1!1, aHT1!1,o,enpeCI!1BI!1, 
APYrl!1 aHKCI!10J11!1Tit1L.J,I!1 , Xlt1nHOTI!1L.J,I!1 , aHTI!1enlt1JlenTit1L.J,V1 , HapKOTV14Hit1 aHanreTV1L.J,I!1 , 
aH9CT9Tit1L.J,I!1 , C9AaT1!1BHit1 aHTI!1XI!1CTaMI!1HI!1L.J,1!1; p1!1cpaMni!1L.J,It1H, L.J,I!1M9Tit1AI!1H. 

3. KaKo Aa ce 3eMa JleKor 

Crporo npu/l.p)f(y8ajre ce KOH ynarcraara Ha /l.OKTopor. /l,o3ure He CMeere /1.8 
ru MeHy8are unu neKy88J-beTO 11.a ro npeKuHyaare 6e3 11.a ce nocoaery8are co 
/l,OKTOp. 
J],031!1pat-b9TO e V1HAI!1BI!1AYaJ1HO 1!1 3aBII1CI!1 OA T9>KI!1HaTa Ha Clt1MnTOMII1T9, 
B03pacra 1t1 OA COCTOj6aTa Ha 60J1Hit10T. 
Kaj aM6ynaHTHO neKYBat-be npoce4Hara A03a 1113Hecysa 1,5 mg (1 ra6nera OA 
1 ,5 mg) AO 3 mg.(1 ra6nera OA 3 mg) AO rplt1 nar111 Ha A9H. 
Kaj 6onHI!14KO neKysal-be MO>Ke Aa ce np1!1MeHysaar A03111 OA 6 mg (1 ra6nera 
OA 6 mg) AO 12 mg (2 Ta6J19TI!1 OA 6 mg) ABa AO Tp1!1 naTI!1 Ha A9H. 
MaKCit1MaJ1HaTa AH9BHa A03a 1t13Hecysa 60 mg, nOA9J1eHa BO 2- 3 A03111 
AH9BHO. 
neKYBat-b9TO Kaj aM6y1laHTHV1T9 naL.J,V19HTI!1 3an04HyBa CO MaJ11!1 A031t1 , KOI!1 
nocreneHo ce 3roneMysaar AO nocrV1rHysaH>e Ha onTit1ManeH ecpeKT . 
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BROMAZEPAMI5POMA3EDAM 

,lJ,onrorpajHOTO neKysal-be He rpa6a Harno Aa ce npeKVIHe TYKY A03ara rpe6a 
nocreneHo Aa ce HaManysa. Bo cnpon1BHO, MO:>Ke Aa AOjAe AO nojaea Ha 
ancn1HeHu,VIjanHVI CVIMnTOMVI , KaKo wro ce rnaeo6onKa, MVIjanrVIja, crpas, 
HanHaTOCT, V1pV1Ta6VInHOCT, K0Hcpy3VIja, AenpeCVIja. 
Kaj nocrapVI nau,VIeHTVI A03ara ce peAYU.lllpa Ha nonOBVIHa. 

Cne.aere ru uHcrpyKu.uure ocBeH aKa Bawuor .o,oKTop He Bu npenopal..fan 
nouHaKy. 

He 3a6opaBajre .aa ro 3eMere neKOT. 

AKO UMBTe anel..f8TOK .o,eKa ecjJeKTOT H8 neKOT e npeMHOry CUfleH UflU npeMHOry 
cna6, nocoaeryBajre ce co Bawuor p,oKTop unu cjJapMau.ear. 

AKo ere 3eMane noroneMa A03a OA neKor OTK011Ky wro rpe6a 
( n peA031.1 paH:te): 

AKa ere 3eManelynorpe6une noroneMa .o,o3a o.a neKor OTKOnKY wro rpe6a 
ae.o,Haw rpe6a .aa ce nocoaeryBare co Bawuor /l,OKTop unu cjJapMaU.eBT. 
npVI npeA03VIpal-be CO 6pOMa3enaM, HajnpBVIH MO:>Ke Aa AOjAe AO COHnVIBOCT, 
KOHcpy3HOCT, YMOp, T8WKOTVIVI 80 rDBOpOT, XVInOT8H3VIja. nopeTKO MO:>K8 Aa Ce 
jaBVI KOMa, peCnVIpaTOpHa VIHCycpVIU,VI8HU,VIja, XVIneppecpneKCVIja VI 
apecpneKclr1ja. Bo raKos cny4aj rpe6a Aa ce no6apa VITHa M8A111U.VIHCKa noMow. 

AKO ere 3a6opae1.1ne Aa ro 3eMeTe neKOT 5POMA3EnAM: 

- 3eMere ja nponywreHara A03a KonKy wro e MO:>KHO no6p3o. 
- AKo e pe\.11!1Cli1 AOjAeHo speMero 3a 3eMal-be Ha cneAHara A03a, no4eKajre 

AOA8Ka Aa AOjAe speMeTO 3a liiCTaTa 1!1 38MeTe ja, a npeCKOKHeTe ja 
nponywreHara A03a. 

- HeMOjTe Aa 39MaTe ABe A03VI BO li1CTO epeMe. 

EcpeKT1.1 Kora npecraHyea rperMaHOT co neKOT 

HarnVIOT npeKI!1H Ha repanVIjara CO oPOMA3EnAM MO:>Ke Aa npeAVI3BVIKa 
ancTVIHeHU.111janHI!1 CVIMnTOMlil (KaKo wro ce rnaeo6onKa, MVIjanrVIja, crpae, 
HanHaTOCT, V1pV1Ta6111nHOCT, KOHcpy31!1ja, AenpeClllja) KOI!1 Ce jaeyeaaT Haj4eCTO 
2 - 3 AeHa nocne npeKVIHysal-beTo Ha 3eMal-bero Ha neKoT. TVIe ce noV13pa3eHVI 
Kaj nau,1r1eHTV1 KOI!1 3eMaar noroneMVI A03VI , KaKo VI npVI noAonrorpaeH rperMaH. 



' npfti.J!J.OT- BH8Tp8WHO ynaTCTBO BROMAZEPAM16POMA 3EnAM 

4. MmKHL1 HecaKaHL1 Aejcrea 
K8KO u cure neKosu, 6POMA3EnAM Mo>Ke /1.8 UM8 HecaK8Hu 11.ejcra8. 
AKo ce cny'-fu 6uno wro 011. /l.OI1YH8Be!l.eHoTO, Be!l.H8W npecr8Here co 
38M81-beTO H8 J78KOT J1 38 UCTOTO Be/].H8W J13Becrere TO 88WJ10T /].OKTOp J111U 
0/1.8Te BO ypreHTHOTO O/l./1.8J1eHJ18 BO H8j6J1UCK8T8 60J7HJ1LJ,8: 

• 0TeKyBal-be Ha ni-1U,e, yCHlt1 lt1nlt1 rpno WTO MO:>t<e ga np9Alt138lt1Ka T9WKOTlt1lt1 
np111 ronral-bero 111n1t1 Alt1Wel-beTo, 

• V1c1t1n/ er3aHTeMa, yprlt1Kaplt1ja. 

C111re 08L-1e ce MHory ceplt103HL-1 HecaKaHL-1 gejcr8a. AKo ce noja8aT Kaj Bac, roa 
noKa:>t<y8a MHory ceplt103Ha aneprlt1cKa peaKu,L-1ja Ha neKor. Bo raKo8 cnyYaj 8111 
e norpe6Ha lt1THa MeAIIIU.IIIHCKa noMow 1t1n111 xocn111ranL-13au,111ja . 
Clt1T9 081119 MHOry ceplt103Hlt1 H9CaKaHlt1 A9jCT8a Ce MHOry peTKlt1 . 

AKO 3868f18)f(J1T8 H8KOJ1 0/1. Cfle!l.HUBe CUMnTOMU, B8/l.H8W J13BeCTere TO 
B8WJ10T /].OKTOp: 

• V13pa3eHa cna6ocr, 
• Ar111rau,L-1ja, 
• ArpeCL-18HOCT, 
• Xanyu,lt1HaU,lt1lt1 , 
• HeKOHrponlt1paHlt1 ABlt1:>t<e~t~a Ha renoro, 
• AHKClt103HOCT, . 
• KoHcpy3111ja, 
• MycKyneH cna3aM, 
• HecoHlt1u,a. 

CL-1re 08lt1e ce cepL-103HL-1 HecaKaHlt1 gejcr8a, 3a KOlt1 e norpe6Ha L-1THa 
M8Alt1LI,lt1HCKa nOMOW. 
Cep11103Hlt1Te HecaKaHL-1 gejcr8a ce perKlt1 . 

t13aecrere ro Bawuor !l.OKTop aKo 3a6ene>Kure: 
• CoHnlt18ocr, • 
•· YMop, 
• KoHcpy3Hocr, 
• Cna6ocr, 
• Xlt1nor eH3lt1ja, 
• Bprorna8L-1u,a, 
• npe4Klt1 80 nOMH91-b9TO, KOHU,9HTpal.l,llljara lt1 8Hlt1MaH1!19TO. 

C111re 08lt1e ce cna61t1 HecaKaHIII gejcr8a Ha oPOMA3EnAM. 
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- riEJ~ll'.lfar - aHarpewHo ynarcJ..E;JQ BROMAZEPAM/5POMA3Ellfify1 

Bo T8KOT Ha TepanVIjaTa CO oPOMA3EnAM Tpe6a A8 ce spwaT 
na6opaTOplt1CKit1 lt1Cnlt1-rysat-ba no npenopaKa Ha Bawlt1oT AOKTOp. 

AKa 3a6ene;>Kure 6uno KaKau HecaKaHu JJ.ejcraa Kou He ce cnoMeHaru so oaa 
ynarcrao, Be MonuMe JJ.a ro uHcpopMupare Bawuor JJ.OKTOP unu cpapMau,ear. 

6. ~yeal-be Ha neKOT 

Aa ce Yyea Ha TeMnepaTypa AO 25" C, 3awn1TeHo OA cseTm1Ha. 

flEKOT ~YBAJTE ro HA MECTA HEAOCTAnH~ 3A AEUA! 

PoK Ha ynoTpe6a 

fleKOT He CMee /].8 ce ynorpe6yaa no /].8TYMOT H8 11CT8KOT Ha pOKOT Ha 
ynorpe6a wro e HaBeJJ.eH Ha Kyrujara 11 Ha 6nucrepor. 

neKOT C8 lt13AaBa C8MO Bp3 OCHOBa Ha peuem. 

AaryM Ha nocneAHa peBit131t1ja Ha BHaTpewHOTO ynaTCTBO 

BHarpewHOTO ynarcrso e OJJ.o6peHo Ha 12.09.2001 r. 

CKonje, anp111n, 2007 r. 
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