
DIAZEPAM I A~A3EnAM 
(diazepam) 

DIAZEPAM 1 JJ,MA3EnAM I··:·· . " 

Ta6neTIII OA 2 mg 
Ta6n6TIII OA 5 mg 
Ta6neTIII OA 1 0 mg 
cyn03111TOpllllll 0.0. 5 mg 
cyn03111TOplll111 0.0. 10 mg 

npeA ynOTpe6aTa Ha neKOT BHI.1MaTenHO npO"ti.1TajTe ro ynaTCTBOTO. 
• Lfyeajre ro ynarcreoro. Mo>Ke6u J(e rpe6a p,a ro npo4urare nosropHO 
• AKo uMare p,ononHurenHu npawal-ba, o6parere ce Kaj Bawuor P.OKTOP unu 
cpapMau,eer 
• Oeoj neK Bu e npenuwaH BaM nu4HO u He rpe6a p,a UM ro p,asare Ha p,pyru 
nuu,a, 6up,ejKU MO>Ke /1,8 UM H8L1JTeTU p,ypu 8KO HUBHUTe CUMnTOMU Ce UCTU 
KaKo Bawure 

HMe 1.1 aApeca Ha np01.13BOAI.1TenOT 1.1 HOCI.1Ten Ha OA06peHI.1e 3a CTaBatbe BO 
npoMeT: 

AA JAKA 80 Pa.o.os111w 
np01113BOAHa noKaU,IIIja: npsoMajcKa 6.6. CKonje 
Peny6n111Ka MaKe.O.OHIIIja 

AKTUBH8 cyncraHU,a BO Ta6neTIIIT9 Ill cyn03VITOPIIIIIIT6 )J.It1A3EnAM e .O.IIIa3enaM. 
E.o.Ha Ta6nem co.o.p>t<lll 2 mg .0.111a3enaM. 
E.o.Ha Ta6neTa co.o.p>t<lll 5 mg Allla3enaM. 
E.o.Ha Ta6neTa co.o.p>t<lll 10 mg .0.111a3enaM. 
noMOWHU cyncraHu,u so ra6nerure: naKTo3a MOHOXIII.O.paT, KpocKapMeno3a 
HaTplllyM, MIIIKpOKpiiiCTanHa u,enyno3a, KOnOBIII.O.OH, MarH63111YM CTeapaT, 
HaTplllyM nayp111n cyncpaT (Ta6neTIII o.o. 2 mg), 6oja nopToKanosa E 11 0 (m6neTIII 
o.o. 2 mg), 6oja >t<OnTa E 1 04 (Ta6neTIII o.o. 2 mg 111 5 mg), 6oja nnasa E 132 
(Ta6neTIII o.o. 10 mg), 6oja 3eneHa E104/E132 (Ta6neTIII o.o. o.o. 5 mg 111 10 mg). 
E.o.Ha cyno3111TOplllja co.o.p>t<lll 5 mg .0.111a3enaM. 
E.o.Ha cyno3111TOplllja co.o.p>t<lll 10 mg .0.111a3enaM. 
noMOWHu cyncraHu,u so cyno3uropuure: nEr no.o.nora, MeTIIIn napa6eH, 
npon111n napa6eH~ 
·. 

naKJIB81-ba: 

KYTIIIja co 30 Ta6neTIII o.o. 2 mg 
KYTIIIja co 30 Ta6neTIII o.o. 5 mg 
KYTIIIja co 30 Ta6neTIII o.o. 1 0 mg 
KYTIIIia co 5 cyno3111TOpllllll o.o. 5 mg 
KYTIIIja co 5 cyn03111TOPIIIIII o.o. 10 mg 

5poj u p,aryM Ha 
peweHuero 38 npoMer 
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1. WTo npeTcTaeyea neKoT Alr1A3EnAM 111 3a WTO ce ynoTpe6yea 
.O.V1A3EnAM (Alt1a3enaM) e neK OA rpynaTa Ha 6eH30Alt1a3enlt1Hlt1. Toj lt1Ma 

V13pa39HO CMV1pysal.fKO A9jCTBO Kaj COCTOj6V1 CJ19A9HV1 CO CTpaB, H9Mlt1p, 

HanHaTocT, HecoHV1U.a, KaKo V1 Kaj MYCKYI1HV1 rpYeBV1, ancTV1HeHu,V1janeH 
CV1HAPOM npV1 anKOXOJlV13aM, H9BpOTCKV1 pacTpOjCTBa V1 opraHCKV1 
nCV1XOCV1 HAPOM. 

2. WTo Tpe6a Aa 3HaeTe npeA Aa ro 3eMeTe neKOT Alr1A3EnAM 

HeMojTe Aa ro 3eMaTe neKOT Alr1A3EnAM: 
aKo cTe aneprlt1YHlt1 Ha Alt1a3enaM, Ha APYrV1 6eH30AV1am-1HV1 V1Jllt1 Ha 

H9KOja OA nOMOWHV1T9 cyncTaHL.J,lt1 HaB9A9HV1 BO OBa ynaTCTBO, 
aKo V1MaTe TewKo owTerysal-be Ha 6enV1Te AP060BV1 (pecnV1paTOpHa 

lt1HcycpV1 u,ltleH U.V1 ja), 
aKO V1MaTe T9WKV1 OWT8TYBal-ba Ha U,pHV10T AP06, 

aKO 60J18AYBaTe OA MV1jaCT8HV1ja rpaBV1C, 

aKO lt1MaTe noKal.feH Ol.f8H npV1TV1COK (mayKOM), 

aKO CTe nOA A9jCTBO Ha aJlKOXOJl, 

aKO 6oneAyBaTe OA Clt1HAPOM Ha HOKHa anHea (COCTOj6a noBp3aHa CO 
T9WKOTV1V1 BO AV1W81-b8TO BO T9KOT Ha HOI<Ta), 
aKa cTe 6peMeHV1 , 

aKO CT8 nOA A8jCTBO Ha nCV1XOTpOnHV1 Jl8KOBV1, aHaJlr8TV1L.J,lt1 lt1JlV1 

Xlt1nHOTlt1L.J,lt1 (nOrJ18AH8Te BO nomaBlt18TO 3eMatt.e Ha 
APYrll1 neKOB111) 

&111AeTe noce6Ho BHII1MaTenHII1 co neKOT A~A3EnAM: 
aKO 6oneAyBaTe OA H9KOe XpOHV1l.fHO 6e.nOAp06HO 3a6onyeal-be, 
aKO V1MaTe T9WKO 6y6p8)KHQ OWTSTYBal-be, 

aKa V1MaTe TewKo cpu,eso 3a6onysal-be, 

aKO CT8 CKJ10Hlt1 KOH KOHCYMV1pal-be Ha anKOXOJl, nCV1XOTpOnHV1 Jl9KOBV1 
lt1Jllt1 V1J18raJ1Hlt1 nClt1XOaKTV1BHV1 cyncTaHL.J,V1, 

aKa 6oneAyBaTe OA HeKoja nCV1X03a, 

aKa 3eMaTe APYrlt1 neKOBlt1 (nomeAHeTe eo nomaslt1eTo 3eMatt.e Ha 
APYrll1 neKOB111) 

)J,OKOJlKY OBOj Jl9K e HaM8H8T 3a nocTaplt1 JlV1L.J,a V1JlV1 ASL.J,a HeOnXOAHO e 

BHV1MaHV18 npltl HerqeaTa nplt1M9Ha, 6V1A9jKV1 nOAHOCJlV1BOCTa Kaj OBV18 CTapOCHV1 
rpynV1 e 1t1HAlt1B1t1AYaJlHO pa3Jllt1YHa. 

)J.V1a3enaM M0)1<8 Aa np8Ait13BV1Ka 3aBV1CHOCT OC068HO aKO ce 39MaaT Blt1COKlt1 

A031.1 noAonr speMeHCKV1 nepltlOA (noeeK:e OA 3 Meceu,111). 

TpanltljaTa co Alt1a3enaM (oco6eHo aKo ltlCTaTa Tpaena noAonro) Tpe6a Aa ce 
npeKit1Hyea nocTeneHo. 
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3eMal-he Ha 11eKOT co xpaHa ~11~ co n~ja11oK 
KoHcynrHpajre ce co BawHoT AOKTop 3a Ha4HHOT Ha 3eMal-be Ha neKoT. 
XpaHara He snHjae Ha Aejcrsoro Ha AHa3enaM . 
3a speMe Ha rperMaHOT CO AHa3enaM He Tpe6a Aa ce KOH3YMHpa aJlKOXOJl. 

&peMeHOCT ~ A091-be 
Coserys8jre ce co B8wuor /l,OKTOP unu cj:J8pM8u,esr npe11. 11.8 3eMere 6uno 
K8KosneK. 

B11~jaH~e ep3 cnoco6Hocra 3a eo3e!-he Ha aeroMo6~11 ~11~ paKyeal-he co 
MaW~H~ 

D. ,lJ,Ha3enaM MO)Ke Aa snHjae Ha BawHre ncHxocpH3H4KH cnoco6HOCTH , 
oco6eHo aKo ce 3eMa 3aeAHO co anKoxon HJlH APYrH ncHxoaKTHBHH neKOBH. 
Cnoco6Hocra 3a so3el-be Ha asroMo6HJ1H HJlH paKysal-be co MaWHHH MO)Ke Aa 
6HAe HapyweHa. 

3eMal-he Ha APYr~ 11eKOB~ (Ha wro rpe6a Aa ce BH~Maea aKo ynorpe6yeare 
APYr~ 119KOB~) 

Be MonuMe 11.8 ro uHcj:JopMup8re B8wuor /l,OKTOP unu cj:J8pM8u,esr 8KO 
3eM8Te, unu 8KO He0/1,8MH8 ere 3eM8ne 6uno Koj 11.pyr neK, JJ.YPU u OHue KOu 
He ce H8 neK8pcKu peu,enr. 
Be MonuMe 11.8 UM8Te so npe/l,SU/1. /1,eK8 osue yK8>Kys81-b8 MO>K8T 11.8 ce 
OJJ.Hecys88T u H8 oHue npen8p8TU Kou wro ere ru 3eM8ne so MUH8TOTO unu J(e 
ru 3eM8Te so UJJ.HUH8. 
0C06eHO e Ba)KHQ aKO HCTOBpeMeHO 3eMaTe: 

CeAaTHBH; aHTHAenpeCHBH, H8BpOI1enTHUH, aHTHnCHXOTHUH, 
6ap6HryparH, onHOHAH , aHecreTHUH, MAO HHXH6HropH, 
aHTH8nHJ18nTHUH, aHTHXHCTaMHHHUH 
epHTpOMHUHH, 
pHcpaMnHUHH, 
JleBOAOna, 
UHM9THAHH, 
oMenpa3on, 
aHTHra6H4HH J18KOBH (cpnyKOHa30J1, K8TOKOHa30J1, HHTpaKOHa30J1), 
opaJlHH .KOHTpauenTHBH. 

3. KaKo Aa ce 3eMa 11eKOT 

Crporo npu/1,p>Kys8jre ce KOH yn8TCTS8Ta H8 /J.OKTopor. /J,o3ure He cMeere JJ.8 
ru MeHysare unu neKys81-beTO 11.a ro npeKuHys8re 6e3 11.a ce nocoserysare co 
/J,OKTOp. 
,!J,03Hpal-beTO Ha AHa3enaM e HHAHBHAyaJlHO 80 OAHOC Ha COCTOj6ara Ha 
60J1HHOT H KJ1HHH4KaTa CJlHKa Ha 60J18CTa. ~=.~ ...... 



Bo3p8cHu: 
Boo61t14aeHa no3a 3a B03pacHit1 e 2-5 mg, 2-3 nar111 nHeBHO. 
AHKCU03HOCT, HeBpOTCKU pe8KLJ,UU.' 2-10 mg, 2-3 naTit1 AH9BHO. 
HecoHMU.8: 4-10 mg n111a3enaM HaeeYep npen cnlt1el-be. 
AncruHeHu,ujaneH cuHp,poM npu anKoxonu38M: 5-10 mg, 3-4 nar1t1 (AH9BHO) 
npelt1Te 24 Yaca, a noroa 5 mg 3 nar111 nHeBHO. 
KoHeyn3uU,MYCJ<YnHu rpLfeeu: 2-10 mg, 2-3 nar1t1 nHeBHO 
lle48: 
Boo61t14aeHa no3a 3a neu.a nocrap111 on 6 Meceult1 e 0.1 no 0.3 mg/kg/t.t Ha neH. 
nocr8pM n84MBHru: 
2 mg n111a3enaM 1 no 2 nar1t1 AHeBHO. 

Tepan1t1jara co Alt1a3enaM rpe6a na ce npeKit1Hyea nocreneHo. 

Cnefl.ere r11 uHcrpyKLI,vture ocseH aKo B8wvtor fl.OKTOp He BM npenop8Lf8n 
noMH8J<Y. 

He 386opaeajre /1.8 ro 3eMere neKOT. 

AKo UM8Te sneLf8TOK !1.8K8 ecjJeKTor H8 neKor e npeMHOry cuneH unu npeMHory 
cn86, nocoserys8jre ce co 88wuor fl.OKTOP un11 cjJ8pM8u,esr. 

AKo ere 3eMane noroneMa A03a OA neKor OTKOnt<y wro rpe6a 
(npeA031t1patbe): 

AKo ere 3eManelynorpe6Mne noroneM8 /1.038 0/1. neKor orKonKy wro rpe68 
B8/l.H8w rpe68 !1.8 ce nocoeerys8re co Bawuor fl.OKTOP unu cjJ8pM8LI,esr. 

AKo ere 3a6opae111ne Aa ro 3eMere neKOT Alf1A3EnAM: 
- 3eMere ja nponywreHara no3a K011KY wro e MO)KHO no6p3o. 
- AKo e pe41t1Cit1 nojneHo speMero 3a 3eMal-be Ha cnenHara no3a, noYeKajre 

noneKa na nojne speMero 3a 111crara 1t1 3eMere ja, a npecKOKHere ja 
nponywreHara no3a. 

- HeMojre na 3eMare nee no31t1 eo 111cro speMe. 

4. Mo>KHit1 HecaKa1:11t1 Aejcrea 
K8KO U Cl1T8 neKOBU, /],UA3EnAM MO>Ke /1.8 11M8 H8C8K8Hl1 /1.8jCTB8. 

AKo ce cnyLfM 6uno wro 0/1. p,onyH8B8/1.8HOTO, Befl.H8W npecr8Here co 
38M81-b8TO H8 neKOT U 38 UCTOTO B8/l.H8l11 U388CTere ro BaWUOT /l.OKTOp unu 
op,ere so ypreHrHoro O/l,/l.eneHue eo H8j6nucK8T8 6onHMu,a: 

• OreKyeal-be Ha 111t1u,e, yCHit1 lt11llt1 rpno 
• T9WK0Tit11t1 nplt1 r011Tal-b9TO lt1Jllt1 Alt1W91-b9TO, CB1t1p9)K nplt1 Alt1W91-b9TO, 
• L-1c111n/ er3aHreMa, 



. . . 

c~n9 osr..19 C9 MHory c9pr..103Hr..1 H9CaKaHr..1 A9jCT8a. AKo C9 noja8aT Kaj Bac, roa 
noKa>Kysa MHory c9p11103Ha an9prlt1CKa p9aKL..lr..1ja Ha n9KOT. Bo raKos cny4aj 81.1 
e norpe6Ha V1THa M9.0.1.1U.r..1HCKa noMow 1.1111.1 xocnr..1ranV13aUV1ja. 
CV1T8 081.19 MHOry C9pr..103Hit1 H9CaKaHr..1 A9jCT8a C9 MHOry p9TKI.1 . 

AKO 3a6eneJKJ.1T8 H8KOJ.1 0/l. Cfl8/l.HJ.1B8 CJ.1MnTOMJ.1, B8/l.H8W J.13B8CTere TO 
aawuor /l.OKTop unu 011.ere so ypreHTHOTO OP.P.eneHue so Haj6nucKara 
6onHuu.a: 

• ry691-be Ha CB9CT, Hr..130K npr..1Tr..1COK, 
• nopeMerysat-ba 80 OAH9cysat-b9TO, xanyu,r..1Hau,r..11.1 , ,o.9np9Cr..1ja, 
• nop9Merysat-ba 80 noMH91-b9TO, 

C111re 08V19 C9 c9plt103Hr..1 H9CaKaHII1 A9jcrsa, 3a K01t1 9 norp96Ha lt1THa 
M8AV1L..lV1HCKa nOMOW. 
Ceplt103Hit1Te HecaKaHit1 ,o.ejcT8a ce peTKr..1 . 

J13secrere ro Bawuor /l.OKTop aKo 3a6eneJKure: 

• cna6ocr, 
• sprornaBitll.la, 
• 3aMop, 
• nocnaHocr, 
• KOHcpy31t1ja, 
• rna8o6onKa, 
• ra,o.91-b9, 
• nospat<at-b9, 
• 3aneK (KOHCTI.1nau,lt1ja), 
• 3roneMeH an9Tr..1T, 
• cyw91-b9 Ha ycrara, 
• 3ron9M9HO lt13na4y8at-b9 Ha nnyHKa, 
• rop4fllt1B li1Jllt1 M9TaneH 8KYC 80 ycrara. 

Clt1T9 os1119 C9 cna6111 H9CaKaHit1 ,o.9jcrsa Ha .UV1A3EnAM. 

AKo 3a6ene?Kure 6..uno KaKsu HecaKaHu P.ejcraa Kou He ce cnoMeHaru so osa 
ynarcrao, Be MonuMe 11.8 ro UHC/JOpMupare Bawuor P.OKTop unu cpapMau,esr. 

5. lfysal-be Ha neKOT 

Aa ce "~YBa Ha TeMnepal)lpa AO 25° C, 3awnneHo OA ceeTJl~ttHa. 
nEKOT AA CE lfYBA HA MECTA HEAOCTAnHlt1 3A AEUA! 
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PoK Ha ynorpe6a 
Ta6ner111: 3 rDAHHH 
Cyno3HTOPHH: 2 rDAHHH 
fleKOT He CMee /],8 ce ynorpe6ysa no ,!J,aryMOT Ha MCT8KOT Ha pOKOT Ha 
ynorpe6a wro e HaseP.eH Ha Kyrvrjara u Ha 6nucrepor. 

Ha1.11.1H Ha 1.13Aaeatne Ha neKoT 
neKOT ce lt13A3Ba CaMO Bp3 OCHOBa Ha peu,enr. 

AaryM Ha nocneAHa peBI.131.1ja Ha BHarpewHoro ynarcreo 
8HarpeWHOTO ynaTCTBO e O,!J,06peHO Ha 

CKonje, AeKeMBpH, 2007 r . 

·. 


