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DIAZEPAM/)J.VIA3EnAM 

3oii1PEH 1113BEWTAJ 3A OCOoii1HII1TE HA n EKOT 

DIAZEPAM I A111A3EnAM 

diazepam 

ra6nen1 
cyno3V1TOpV1V1 



DIAZEPAM/.UIIIA3EnAM 

803p8CHU: 
Boo6111YaeHa A03a 3a B03pacHII1 e 2-5 mg, 2-3 nar111 AHeBHO. 
AHKCJ103HOCT, HeBpOTCKU peaKLtUU: 2-10 mg, 2-3 naTI/1 AHeBHO. 
HecoHuLta: 4-10 mg A111a3enaM Haseyep npeA cnlllel'be. 
AncruHeHLtujaneH cuHp,poM: 5-1 0 mg, 3-4 nar111 (AHesHo) n ps111re 24 
Yaca, a noroa 5 mg 3 nar111 AHeBHO. 
KoHsyn3uu: 2-10 mg, 2-3 nar111 AHeBHO 
[lega: 
Boo6111YaeHa A03a 3a Aeu.a nocrap111 OA 6 Meceu,111 e 0.1 AO 0.3 
mg/kg/t.t Ha A8H. 
nocrapu nauueHru: 
2 mg A111a3enaM 1 AO 2 naTIII AH8BHO. 

4.3. KoHrpaUHP.UKaLtUU 
npeoceTJliiiBOCT Ha 6eH30AIIIja3eni/1HII1 11111111 Ha H8KOja OA 
nOMOWHIIITe cyncTaHU,I/1, 
pecn111paropHa IIIHcyQ:)IIIU,IIIeHu,lllja, 
TeWKIII owrerysal'ba Ha U.PHIIIOT AP06, 
MllljacreHIIIja rpas111c, 
aKyreH rnayKOM receH aro11 , 
6peM8HOCT, 
CIIIHAPOM Ha HOKHa anHea, 
aKyTHa IIIHTOKCIIIKaU,IIIja CO a11KOX011 11111111 Apyrlll Aenpecoplll Ha L.J,HC, 
KOMa. 

4.4. MepKu Ha nperna3nuaocr 
nocrap111 nau,111eHTIII, Aeu.a 111 nau,111eHTIII co opraHCKIII 1183111111 Ha L.J,HC 
(Kaj 01;11119 nau,llleHTIII nOAHOC11111BOCTa e 111HAIIIBIIIAYa11HO 
sap111ja611111Ha) 
xpoHII14HII1 6e110AP06HII1 3a6o11ysal'ba (MO>KHO B11owysal'be Ha 
t.1CTaTa), 
cpu.esa l-1Hcycpt.1u,llleHU.l-1ja, 
WOK, 
CKnOHOCT KOH KOH3YM1-1pa1-be aJlKOX011 
A8npeCt.1ja Ha Bt.1TaJ1Ht.1Te cpyHKLI,l-11-1, 
nCt.1XOTt.14Ht.1 naU,t.18HTt.1, 
Aenpeclt1ja, 
CYIIIUV1AHV1 T8HA8HU,V1V1, 
xenara11Ha 1-1 peHanHa V1HcycpV1LJ.lt1eHu,V1ja, 
Aenpeclt1ja Ha pecnV1paropHa cpyHKU.l-1ja. 

npltl npiiiMeHara Ha At.1a3enaM MO>KHa e nojasa Ha 3aBt.1CHOCT, oco6eHo aKo 
ce 3eMaaT BltlCOKltl A03t.1 noA011r speMeHCKI-1 nept.10A. 
np1-1 HeHaAeeH npeKt.1H Ha repan1-1jaTa MO>KHa e nojasa Ha "rebound" 
cpeHoMeH (s11owysal'be Ha aHKCt.103HOcTa 1-1111-1 t.1HCOMHI-1jara). nopaA!-1 osa 
rperMaHt.1Te co Al-1a3enaM KOI-1 Tpaar noA011ro rpe6a ceKoraw Aa ce 
npeKt.1Hysaar nocreneHo. 



DIAZEPAM/.O.V1A3EnM~ 

V1cro raKa, noce6Ho 8HIIIMaHIIIe e norpe6Ho np111 ynorpe6a Ha cyn3111rop111111Te 
Kaj 6011HIII CO peHanHa IIIHCycpiiiU.IIIeHU.IIIja, 3apaJJ,III MO)I(Ha noja8a Ha 
MeTa6011Ha aU.IIIJJ,03a, npeJJ,III38111KaHa OJJ, npiiiCYCT80 Ha nEI. 

4.5. t1HTepaKU,J1J1 
anKoxon: JJ,IIIa3enaM ja HaMa11y8a T011epaHU.IIIjara KOH a11Koxon, 
3aroa He CMee JJ,a ce KOH3YM111pa aJlKOXOJl, 
C8A8TJ1B~ 8HTJ1A8npeCJ18~ H8BpOnenTUU,~ 8HTUnCUXOTJ1U,~ 

6ap6urypaTu, onuouAu, aHecTeTuu,u, MAO uHxu6uTopu, 
8HTJ18nunenTUU,J1, 8HTJ1XJ1CTaMJ1HJ1U,U: 3rG11eMeH IIIHXIII6111TOpeH 
ecpeKT Ha LJ,HC, 
epuTpoMuu,uH, puC/JaMnuu,uH: 3roneMeH ecpeKT Ha JJ,IIIa3enaM, 
neaoaona: JJ,IIIa3enaM ro HaMany8a JJ,ejcT80TO Ha ne8oJJ,ona, 
u,uMeTUAUH, oMenpa3on: ro HaMany8a KillllpeHcor Ha JJ,IIIa3enaM 111 
ja npo11oHr111pa Hero8ara eKcKpeu.111ja 111 Hero8111Te ecpeKTIII , 
8HTUC/JyHranHU fl8KOBJ1 (C/JnyKOH830fl, K8TOKOH830fl, 
J1HTpaKOH830n): MO)KHO e 3r011eMy8al-be Ha n11a3MaTCKIIITe 
KOHU.eHrpau.111111 Ha JJ.IIIa3enaM 111 o6eMOT Ha HecaKaHIII Aejcr8a, 
OpanHU KOHTpau,enTUBU: MO)KaT JJ,a ro HaMaJlaT Meera60111113MOT 
Ha JJ.IIIa3enaM. 

4.6. EpeMeHOCT u AOefbe 
,lJ,111a3enaM He ce npenopa4y8a 3a 8peMe Ha 6peMeHocr.,lJ,IIIa3enaMOT 
ja npeMIIIHy8a n11aU.eHrapHara 6ap111epa, a KOHU.eHrpaU.IIIIIITe 80 
cperyCOT Ce C111114HIII Ha OHIIIe 80 n11a3MaTa Ha MajKaTa. 
E11111MIIIHaU.IIIjaTa Ha JJ,IIIa3enaMOT Ill H9rG8111T9 MeTa6011111TIII Ce OJJ,81118a 
Ill npeKY Maj4111HOTO M11eKO Ill MO)Ke JJ,a JJ,08eJJ,e AO noja8a Ha 
HecaKaHIII _ecpeKTIII Kaj JJ,OeH'-lero. ,lJ,IIIa3enaM He rpe6a JJ,a ce 
ynorpe6y8a 3a 8peMe Ha JJ,Oel-be OC8eH aKo He e HeonxoJJ,HO. 
,lJ,OK011KY ce OJJ.n04He repan111ja co JJ,IIIa3enaM, JJ.Oel-bero rpe6a JJ,a ce 
npeKIIIHe. 

4.7. BnujaHue ap3 cnoco6HocTa 3a B03efbe unu paJ<YBafbe co MawuHu 
neKOT MO)Ke JJ,a 811111jae Ha nCIIIXOcpiii31114KIIITe CnOC06HOCTII1 Ha 
nau.111eHr111re, oco6eHo aKo ce 3eMa 3aeAHO co a11Koxon 11111111 
JJ.enpecop111 Ha LJ,HC. nau.111eHTII1Te rpe6a JJ,a 6111JJ,aT npeJJ.ynpeJJ,eHII1 OA 
crpaHa Ha 11eKapor 11111111 cpapMau,e8TOT JJ.eKa 11eKOT MO)Ke Aa ja 
npoMeHVI cnoco6Hocra 3a ynpa8y8al-be 803111110 11111111 paKY8al-be co 
MaWII1HIII. 

4.8. HecaKaHu AejcTaa 
,lJ,111a3enaMor, JJ,aJJ,eH opa11Ho 80 repan111cK111 A03111 , A06po ce 
noJJ,Hecy8a. MO)KHa e noja8a Ha HecaKaHII1 JJ,ejcr8a, KaKo wro ce 
3aMop, nocnaHocr, araKcll1ja, KOHcpy3111ja , c11a6ocr, 8prorna8111u,a, 
CII1HKona, nopeMery8al-be 80 noMHel-bero. OcraHaTII1 HecaKaHII1 
Aejcr8a ce: rna8o6onKa, raJJ,el-be, no8paK:al-be, KOHCT111nau.111ja, 
3roneMeH aner111r, aHopeKcll1ja, cywel-be Ha ycrara, x111nepcanJ1J3a . · 
111 6poHxll1ja11Ha ceKpeu.111ja, orei.JeH ja3111K 111 rop4nll18 11111111 Me-vaneS.0 ·~~+ 
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BKyC. np~ AOJlroTpajHa ynorpe6a Ha A~a3enaM, MO>KaT Aa ce jaBaT 
HeyrponeH~ja, >Konr~no (icterus), ~ 3apaA~ roa ce npenopaYysa 
nospeMeHa KOHTpona Ha KpBHaTa CJl~Ka ~ 8H3~MCK~ T8CTOB~ Ha 
UPH~or gpo6. np~ Haron npeK~H Ha repan~jara co A~a3enaM MO>Ke 
ga gojge AO nojasa Ha KoHsyn3~~ . rpeMop, a6AOM~HanH~ ~ 

MYCKYJlH~ rpYes~, nospat<al-be ~ npenorysal-be. 

4.9. npeP,0311pal-be 

Bo cnyYaj Ha npeA03~pat-be MO>Kar Aa ce jasar COMHOneHu~ja, 
sprornas~u,a, 3aMop, A~3aprp~ja ~ pecn~paropHa ~Hcycp~u~eHu~ja. 
Bo norewK~ cny1.1a~, MO>Ke Aa AOjAe ~ AO KOMa, x~nopecpneKc~ja 
~n~ apecpneKc~ja, na AYP~ ~ 3acroj so A~Wet-bero , oco6eHo np~ 
~crospeMeHo 3eMal-be Ha anKoxon ~n~ Apyr~ Aenpecop~ Ha LI,HC. 
TpeTMaH Ha npe/l,o3upal-be: Cneu,~cp~l.leH aHT~AOT e cpnyMa3eH~n ~ 
ce aAM~H~crp~pa ~HrpaseHCK~. Co orneA Ha roa wro Herosoro 
A8jCTBO e 3HaYajHO noKpaTKO OA A8jCTBOTO Ha A~a3enaM , 
nau~eHr~re rpe6a BH~MarenHo Aa ce MOH~rop~paar noset<e 1.1aca 
nocne ocsecrysal-bero ~ so KOJlKY e norpe6Ho Aa ce np~MeH~ 
c~MnroMarcKa repan~ja. 

5.0. CDAPMAKOnOWKV1 CBOJCTBA 

5.1. (])apM8KO/l,J1H8MCKJ1 CBOjCTBa 
- cpapMaKorepan~cKa rpyna 

8HKCII10nii1TII1K OA rpynara Ha 68H30A~ja3en~H~ 
- M8XaH~3aM Ha A8jCTBO ~ cpapMaKOA~HaMCK~ ecpeKT~ 
.o.~a3enaM cnafa so rpynara Ha 6eH30A~ja3en~H~ . ,D,enysa 
aHKC~OJl~T~YK~ , CegaT~BHO , aHT~KOHBYJ13~8HO ~ M ~OpenaKCaHTHO , ~ 

noManKY ~3pa3eHo x~nHOT~YKO gejcrso. MexaH~3MOT Ha Aejcrso ce 
ocrsapysa npeKy 6eH30A~ja3en~HCK~re peu,enrop~ Ha r AE>A
epr~YH~or ~HX~6~TOpeH C~CT8M Ha LI,HC. 
5eH30A~ja3em-1H~re Aenysaar KaKo aroH~cr~ Ha 
6eH30A~ja3en~HCK~re peuenrop~ ~ Ha roj HaY~ H Aenysaar 
aHKC~OJl~T~'-IK~ , CeAaT~BHO ~ .aHT~KOHBYJ13~8HO . ,lJ,~a3enaMOT, KaKO 
~ C~Te 68H30A~ja3en~H~ Aenysa npeA Ce Ha Jl~M6~'-IH~OT C~CT8M , 3a 
Koj ce 3Hae AeKa ja KOHrpon~pa eMou~oHanHara cocroj6a Ha 
Y088KOT. Ha TOj Hai.I~H 6eH30A~ja3en~H~Te ja OTCTpaHysaaT 
nC~X~YKaTa npeHanHaTOCT ~ CTpaBOT. C~Te 68H30A~ja3en~H~ 80 
repan~cK~ A03~ npeA~3B~Kysaar 6nara penaKcau~ja Ha cKenerHara 
MycKynarypa. Osa e KaKo nocneA~u.a Ha ~Hx~6~ropHoro Aejcrso Ha 
6eH30A~ja3en~H~re Ha non~c~Hanr~YK~re pecpneKc~ so LJ,HC. 

5.2. (])apM8KOKJ1H8TCKJ1 CBOjCTBB 

.o.~a3enaMor 6p3o ce pecop6~pa OA A~recr~BH~or rpaKr. 
MaKc~ManHara KOHUeHrpau~ja so nna3Mara ce nocr~rHysa 3a 30 
M~Hyr~ AO 2 1.1aca . .o.~a3enaMoT ~ Heros~re Mera6on~r~ 3HaY . ·~ 
ce sp3ysaar 3a nna3Ma nporet.1H~re (96-99%)_ Bp3ysat-ber , ~l;~~·t~ 
OA nonor: noroneMo e Kaj Ma>K~re OTKOJlKY Kaj >KeH~Te . 14 tS ~V>o\~~ 
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nony8peMero Ha em1M111Hau,111ja e 6111cpa3HO, co no4eTeH T 1/2 OA 7-10 
4aca 111 noAonra 8Topa cpa3a OA 2-6 AeHa. nony8peMero Ha 
en111M111Hau,111ja Ha Her081!1Te Mera6on111r111 e ywre noAonro. Kaj 
nau,l!1eHTII1 80 rep111jarp111jara 111 Kaj OHII1e co xenaranHII1 3a6ony8al-ba r 
1/2 e npoAOfl)l(eH. J].ll1a3enaMOT ja npeMII1Hy8a xeMaroeHu,ecpanHar a 
111 nnau,eHrapHara 6ap111epa, a npeMII1Hysa 111 so Maj4111Horo MneKo. Ce 
Mera6onll13111pa so aKTI!18HII1 Mera6onii1T1!1 ( N-desmethyldiazepam 111 N
methyloxazepam ), KOII1 ce KOH8epr1!1paar co noMow Ha KOHjyrau,111ja 
co rnyKypoHcKa Kl!1ceni!1Ha 80 oxazepam , npeA Aa ce enii1M111H111paar. 
,0.111a3enaMOT ce 1113na4y8a sorna8HO npeKY 6y6pe3111re. 

5.3. nperKnMHM'-IKM nOfl.8TOL.lM 
TOKCII1KOflOWKII1Te 111Cni!1TY8att>a ce OnW1!1pHO Oni!1WaHII1 80 
EKcneprcKII10T 1!138ewraj 3a cpapMaKonowKo-roKCI!1KonowKara 
AOKYMeHT3U,II1ja OA 2008 rOAII1Ha. 

6.0. <DAPMAL.lEBTCK111 nO.O.ATOL.lll1 

6.1. Cocraa 
1 ra6nera COAP)I(II1 2 mg A111a3enaM. 
1 ra6nera cop,p)l(1!1 5 mg Al!1a3enaM. 
1 ra6nera cop,p)l(111 1 0 mg All1a3enaM. 
1 cyno3111rop111ja cop,p)l(111 5 mg A111a3enaM . 
1 cyno3111rop111ja COAP)I(II1 10 mg Al!1a3enaM. 

6.2. EKCL.lMnvteHTM: 
Ta6neru: 
naKT033 MOHOXII1AP3T 
KpocKapl'vfeno3a Harp1!1yM 
MII1KpoKpll1cranHa u,enyno3a 
KonOBII1AOH 
MarHe3111YM creapar 
Harp111yM nayp111n cyncpar (ra6ner111 OA 2 mg) 
ooja )I(Onra E 104 (ra6ner111 op, 2 mg 111 5 mg) 
ooja noproKan08a E 11 0 (ra6ner111 OA 2 mg) 
ooja nna8a E 132 (ra6ner111 OA 10 mg) 
ooja 3eneHa E104/E132 (ra6ner111 OA 5 Mr 11110 mg) 
()vno3uropuu: 
nEr nop,nora 
Mer111n napa6eH 
npon111n napa6eH 

6.3. naK}'aal-be 
Kyr111ja co 30 ra6ner111 OA 2 mg 
Kyr111ja co 30 ra6ner111 OA 5 mg 
Kyr111ja co 30 ra6ner111 OA 10 mg 
Kyr111ja CO 5 cyn03111TOp1!11!1 OA 5 mg 
Kyr111ja CO 5 cyn03111TOpll1111 OA 10 mg 
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6.4. POK HB rpaefbe 
Ta6ner1-1: 
3 rOAL-1HL-1 
Cyno3L-1TOPL-1W 
2 rOAL-1HL-1 

6.5. Hal.fuH Ha l.fysafbe 
)J,a ce l.!ysa Ha reMneparypa .o.o 25°C, 3aWTL-1TeHo OA cseTnL-1Ha. 
nEKOT .UA CE LJYBA HA MECTA HE,llOCTAnHVI3A .UEUATA! 

6.6. KapBKTepUCTUKU HB BHBTpeWHOTO (KOHTBKTHO) naKyBaf-be 
Ta6neTL-1: 
onL-1CTep naKyBat-be OA anyML-1HL-1YMCKa TBpAa cp0n1-1ja L-1 nBU cpon1-1ja 
Cyno3L-1TOpi-1L-1: 
nE anseon1-1 

6. 7. Ha4uH Ha U3P.BBafbe 
neKor ce L-13Aasa caMo co neKapcKL-1 peu,enr. 

7.0. UMe u a11.peca Ha npou3sop,urenor 
A,ll JAKA 80 PaAOBL-1W 
npOL-13BOAHa noKaU,L-1ja: npsoMajcKa 6.6 . CKonje 
Peny6ni-1Ka MaKeAOHL-1ja 

8.0. JJ,ara Ha npsara perucrpau,uja 

9.0. JJ,ara Ha nocnep,Hara pesu3uja HB 36upHuor u3sewraj 38 oco6uHure 
HB J7eKOT 

CKonje, AeKeMspL-1, 2007 r. 


