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3olt1PEH V13BEWTAJ 3A OCOoV1HV1TE HA nEKOT 

PRAZEPAM I nPA3EnAM 

prazepam 

Ta6neTII1 

1. V1ME HA nEKOT: 

PRAZEPAM I nPA3EnAM 

2. KBAnV1TATV1BEH V1 KBAHTV1TATV1BEH COCTAB: 
prazepam ·(ra6nen-1 OA 10 mg) 

3. <DAPMAUEBTCKVl OonVlK: 
1a6nen1 

4. KnV1HV1YKV1 nOJJ.ATOUVl : 

4.1. TepaneBTCKU UH/].UKa4UU 
- AHKC~03HOCT 
- AnCT~H8HU~janeH C~HAPOM KOj ce jaeysa 80 T9K Ha neKyBal-be Ha 
3aB~CHOCT OA anKOXOil . 

4 .2. 
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3a rperMaH Ha ancn1HeHu,VIjaneH CVIHAPOM KOj ce jaeyea so reK Ha 
I19KYBal-be Ha 3aBVICHOCT OA anKOXOJl ce npenopaYyea A03a OA 10 AO 20 
mg, 3 AO 4 naTVI Ha A9H. 
Kaj nocrapVI VI VI3HeMowreHVI nau,VIeHTVI, rperMaHor rpe6a Aa 3anoYHe 
CO AH9BHa A03a OA 10-15 mg. 
npa3enaMOT MO>Ke Aa ro npVIMaar CaMO B03paCHVI HaA 18 fOAVIHVI. 

4.3. KOHTp8UHIJ.UK8LJ,UU 
npeocernVIsocr Ha npa3enaM VI APYrVI 6eH30AVIja3enVIHVI, recHoaroneH 
rnayKOM, rewKa pecnVIparopHa VIHCY¢VIU.V19HU.VIja. 

4.4. MepKu Ha nperna3nusocr 
npa3enaMor rpe6a nperna3nVIBO Aa ce Aasa Kaj crapVI, VI3HeMowreHVI 
nVIu,a, nau,VIeHTVI co pecnVIparopHVI 3a6onysal-ba, nau,VIeHTVI Kaj KOVI 
nocroVI aHKCVI03Ha cocroj6a npocneAeHa co AenpecVIja, owrereHa 
cpyHKU,VIja Ha U,pHVIOT AP06 VI 6y6pe3VITe. nau,VIeHTVI KOVI npVIMaar 
npa3enaM rpe6a Aa Vl36erHysaar 3eMal-be Ha 6ap6V1ryparVI VI APYrVI 
LJ,HC AenpecopVI, KaKo Ha npVIMep anKoxon. nperna3nVIeocr e norpe6Ha 
VI Kaj naU,VI9HTVI CO rnayKOM VI MVIjaCT9HVIja rpaBVIC. 
CDV13VIYKa 3aBVICHocr noYecro ce nojaeysa 3a epeMe Ha ynorpe6a Ha 
69H30AVIja39nVIHVIT8 CO KpaTKOTpajHO A8jCTBO OTKOJlKY Kaj 
6eH30AVIja3enVIHVIT8 CO AOJlrorpajHO AejCTBO, KaKOS WTO e npa3enaMOT. 
CDV13VIYKa 3aBVICHocr OA npa3enaM MO>+<e Aa ce nojaBVI Kaj nau,VIeHTVI 
KOVIWTO npVIMaar npeKYM9pHVI A03VI 80 nOAOilr epeMeHCKVI nepVIOA. 
npeKVIHyeal-bero Ha repanVIjara co npa3enaM rpe6a Aa 6VIAe 
nocreneHo, co peAYU.VIpal-be Ha A03ara, noce6Ho Kaj OHVIe nau,VIeHTVI KOVI 
ro ynorpe6yeane neKor so noAonr speMeHCKVI nepVIOA 6VIA8jKVI Harnoro 
npeKVIHyBal-be Ha repanVIjara Mo>+<e Aa AOBeAe AO nojaea Ha 
anCTVIH8HU,VIjaJ1HVI CVIMnTOM VI, KaKO WTO ce rnas060J1Ka, rpeMOp, 
a6AOMVIHanHa VI MYCKYnHa 6onKa, eKcrpeMHa aKCVI03Hocr , reH3VIja, 
B03H8MVIpeHOCT, KOHcpy3VIja, V1pVITa6VIJlHOCT, nospaKal-be VI nOT81-be. npVI 
norewKVI cnyYaVI MO:>t<e Aa ce nojaeVI AepeanVI3au,VIja, 
AenepcoHanVI3au,VIja, XVInepaKy3VIja, HeocemVIeocr VI nojaea Ha rpnKVI Ha 
9KCTpeMVIT9TI-1T8, XVInepC9H3VITVIBHOCT Ha CB9TJlVIHa, 6yKa VI cpV13VIYKVI 
KOHTaKT, xanyU,VIHaU,VIVI VIJlVI enVIJ19nTVI4HVI HanaAVI. 
npa3enaMor He rpe6a Aa ce npVIMeHyea KaKo MOHorepanVIja 3a 
rperMaH Ha AenpeCVIja VIJlVI aHKCVI03HOCT CO AenpeCVIja. 
Toj He rpe6a Aa ce npVIMeHyea KaKo npVIMapHa repanVIja Ha 
nCVIXOTVIYHVI COCTOj6VI. 

4.5. t1HrepaKu,Mu 
noroneMVI A03VI Ha npa3enaM MO>+<ar Aa ro noreHu,VIpaar Aejcreoro Ha 
aHanreTVIU,VITe, C8AaTVIBVIT8 VI aJ1KOXOJlOT. 
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Tpe6a Aa ce 11136erHysa 111crospeMeHa ynorpe6a Ha npa3enaM co 
aHTII1XII1CTaMII1H111U,II1 , C9AaTII1BII1, Xll1nHOTII1U,II1 111 OnWTII1 aHeCTeTII1LI,II1 3apaAII1 
p1113111KOT OA nojaBa Ha COH11111BOCT 11111111 pecn111paropHa 111 
KapAII10BacKy11apHa Aenpecll1ja. 

4.6. 6p8M8HOCT 1111.08fb8 
He ce npenopa4ysa ynOTpe6a Ha npa3enaM so reKOT Ha 6peMeHocra. 
npa3enaM ja npeM111Hysa n11au,eHrapHara 6ap111epa. Toj MO>Ke Aa ce 
ynorpe6ysa caMo so c11y4a111 Kora noreHu,111ja11Hara Kop111cr 3a MajKaTa ro 
HaAMII1HyBa nOTeHU,II1ja11HII10T p1113111K 3a cperyCOT. 
AKTII1BHII10T M9Ta6011111T Ha npa3enaMOT Ce 111311a4yBa BO Maj4111HOTO 
MI19KO 111 TOa MO>Ke Aa A0B9A9 AO nojasa Ha HeCaKaHII1 ecpeKTII1 Kaj 
A09H4ero. nopaA111 roa npa3enaMOT He rpe6a Aa ce Aasa 3a speMe Ha 
A091-b9TO aKO TOa He e HeOnXOAHO. AKO IleKOT Mapa Aa ce AaAe, 
norpe6Ho e AOel-bero Aa ce npeKII1He. 

4.7. Bnuj8Hue ap3 cnoco6HOCTa 38 ao3efbe unu p8KYB81-be co MawuHu 
npa3enaM MO>Ke Aa BI1111jae Ha nCII1XOMOTOpHaTa CnOC06HOCT 111 BO 
raKos cny4aj nau,111eHTOT He rpe6a Aa B03111 111 11111 Aa ynpasysa co 
MaWII1HII1 . 

4 .8. Hec8KaHuJJ.ejcTB8 
Haj49CTII1 H9CaKaHII1 A9jCTBa ce COMHOJ1eHU,It1ja 111 3rOI19M9Ha ·CeAaU,It1ja. 
noperKo ce jasysaar AenpecV1ja Ha pacnono>t<eH111ero 111 acpeKToT, 
A930pV19HTaU.V1ja 11111111 KOHQJY3111ja , I19TaprV1ja V1 aTaKCV1ja. lilCTO TaKa 
MO>Ke Aa ce jas111 111 maso6onKa, ManaKcaHocr, spromaBV1U.a, rpeMop, 
ore>t<HaT rosop, nann111rau,111V1, cysa ycra, AV1acpope3a 111 H9KOV1 
racrpoV1HTeCTV1HanHV1 nopeMerysal-ba. 

4.9. npeJJ.0311pa1-be 
Bo CI1y4aj Ha np9A03V1pal-b9 MO>Ke Aa ce nojaBII1 COHI1V1BOCT, KOHQJY31t1ja , 
KOMa, pecn111paropHa 111 KapAV10sacKynapHa AenpecV1ja, Xli!noreH3111ja . 
Tepan111jara Ha npeA03V1pal-bero ce cocro111 OA racrpV14Ha nasa>t<a 111 
OAp>KyBal-b9 Ha BV1TaJ1HV1T9 cpyHKLI,II1111. Xli1nOTeH3V1jaTa MO>Ke Aa ce 
KOHTPOI1V1pa CO COOAB9THV1 Ba30KOHCTpV1KTOpV1. CneU,V1QJV149H aHTV1AOT e 
cpnyMa39HV1I1 V1 TOj ce AaBa V1HTpaBeH03HO. 

5.0. <DAPMAKOnOWKIIl CBOJCTBA 

5.1. (!JapM8KOIJ.UH8MCKU CBOjCTBa 
- cpapMaKorepanV1CKa rpyna 
aHKCIIIOm1TIIIK /6eH30AIIIja3eniiiH 
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- M8XaHII13aM Ha A8jCTBO 111 cpapMaKOAII1HaMCKII1 ecpeKTII1 
npa3enaMor cnafa so rpynara Ha 6eH30A111ja3enii1H111 co AOnrorpajHo 
Aejcreo. KaKo 111 Apyr111re 6eH30AII1ja3enii1H111, npa3enaMOT e aroHII1CT Ha 
6eH30A111ja3enii1HCKII1T8 peu,emOp111 111 111Ma aHKCII1011111TII14KO, Xll1nHOTII14KO, 
ceAaTII1BHO, Mll1openaKcaHTHO 111 aHTII1KOHBY113111BHO Aejcreo. Heroeoro 
A8jCTBO ce OCTBapysa npeKY aKTII1BHOCTa Ha rAoA (raMa-aMII1H06yrepHa 
KII1C811111Ha), KOja e Ba>KeH 111HXIII6111TOpeH HeypOTpaHCMII1Tep BO M030KOT. 
o8H30A111ja3eniiiH111T8 ro nOT8HU,IIIpaaT Hej3111HII10T IIIHXII16111TOpeH ecpeKT, a 
ro HaManysaaT A8jCTBOTO Ha 8KL1,111TII1pa4KII1Te HeyporpaHCM111T8plll. 
0CHOBHOTO A8jCTBO Ha npa3enaMOT e aHKCII1011111TIII4KOTO A8jCTBO -
Cy36111Bal-be Ha nCII1XII14KaTa HanHaTOCT 6e3 npeAII13BII1KyBal-be Ha 
COHJ1111BOCT. 80 norOJ18MII1 A03111 , HerOBOTO Xll1nHOTII14KO AejCTBO e 
nOIII3pa3eHO. npa3enaMOT ja HOpMa111113111pa acpeKTII1BHaTa peaKT111BHOCT, 
cp11131114KaTa 111 nCII1XII14KaTa HanHaTOCT, HeCOHII1U,aTa, ro HaManysa 
CTpaBOT, a He BJ1111jae Ha M8HTaJlHII1T8 cpyHKL1,111111 , OAHOCHO He r111 
Hapywyea npou,ec111re Ha nepu,enu,111ja 111 MII1Cnel-be. npa3enaMOT 
npeA1113BII1Kysa 6nara penaKcau,111ja Ha cKeneTHII1Te MycKynlll. 

5.2. CDapM8KOKUH8TCKU CBOjCTB8 
npa3enaMOT cnopo ce pecop6111pa OA AlllrecTII1BH1110T rpaKT. npa3enaMor 
ce MeTa60111113111pa CO "npBII10T npeMII1H" Hll13 U,pHII10T AP06, np111 WTO ce 
A06111sa aKTII1BHII10T Mera6onii1T A8CMeT11111A111ja3enaM . MaKC111ManHara 
KOHu,eHrpau,ll1ja so nna3Mara ce nocrll1rHysa npoceYHO 3a 6 Yaca. 
BonyMeHOT Ha AII1CTp1.16yu,1.1ja Kaj nocrap111 nau,lf1eHTII1 e 3roneMeH 1.1 
3apaA111 roa norpe6Ho e noAonro speMe 3a Aa ce nocr111rHe steady-state 
Ha nna3MaTCKII1Te KOHU,8HTpau,111111. Oeoj noAaToK e Ba>KeH 3a 
nocrll1rHysal-be Ha repani.1CKII10T ecpeKT Ha neKOT. nonyepeMe Ha 
enii1M111Hau,lf1ja e 78 Yaca, a Ha AecMeTIII11A111a3enaMor oKony 120 Yaca. 
nonyspeMero Ha en111M111Hau,111ja e nponoHr1.1paHo Kaj nocrap111re 
nau,111eHTIII . 0BOj nOAaTOK e Ba>KeH 3a Aa He AOjAe AO npeA031.1pa1-be. 
)J,eCM8T11111AII1a3enaMOT npeMI.1Hysa BO Maj4111HOTO MJleKO. npa3enaMOT 
ce en111MIIIH111pa npeKy 6y6pe31.1re so HenpoMeHera cpopMa 111 eo cpopMa 
Ha Mera6onii1TI.1 . 

5.3. nperKJ7UHULfKU nop,arou,u 
TOKCII1KOJ10WKII1T8 111Cm1TyBal-ba Ce OnW111pHO Onii1WaH II1 BO )J,onOJlH8HII18TO 
Ha cpapMaKOJlOWKOTO M111CJ181-b8 3a Jl8KOT OA 2007 fOA111Ha. 

6.0. <DAPMAUEBTCKV1 nO)J.ATOUV1 

6. 1. Cocras 
1 ra6nera COAP>K111 1 0 mg n pa3enaM. 
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6.2. EKcuunueHTM 
M111KpoKp1!1cTanHa u.enyno3a 
naKT03a MOHOX1!1ApaT 
KpocKapMeno3a HaTp1!1yM 
KonoBVIAOH 
MarH831!1YM CTeapaT 
ooja CI!1Ha E 132 ' 

6.3. naKyBaf-be 
KYTI!1ja CO 20 Ta6neTI!1 OA 10 mg 

6.4. PoK Ha rpaef-be 
3 r0AI!1HI!1 

6.5. Ha4MH Ha LfYBaf-be 

PRAZEPAM I nPA3EnAM 

,lJ,a Ce YyBa Ha TeMneparypa AO 25°C, 3aWTI!1T8HO OA CB8Tni!1Ha. 
nEKOT ,lJ,A CE YYBA HA MECTA HEAOCTAnHl-'1 3A ,lJ,EL.J,ATA! 

6.6. KapaKrepucruKu Ha BHarpewHOTO (KOHTaKTHO) naKyBaf-be 
oni!1CTep naKyBal-be OA anyMI!1H1!1YMCKa TBPAa cponl!1ja 1!1 nsu, cponVI ja 

6. 7. Hal..fuH Ha M3tJ.aBaf-be 
neKoT ce 1!13AaBa caMo co neKapcKI!1 peu.enr. 

7.0. UMe u a11.peca Ha npou3BOtJ.MTenor 
A.O. JAKA 80 PaAOBVIW 
npo1!13BOAHa.noKaU.I!1ja: "npsoMajcKa" 6.6.-CKonje 
Peny6ni!1Ka MaKeAOHVIja 

8.0. J].ara Ha npsara perucrpauuja 
17.12.1999 r. 

9.0. J].ara Ha nocnetJ.Hara pesu3uja Ha 36upHuor u3sewraj 3a oco6uHure 
Ha neKOT 

CKonje,<DespyaP\'1 , 2008 r . 


