
npe,11.11or 36upeH u3sewraj 3a oco6uHure HB neKor SULPIRID I CYnnii1PV1)J, 

3ol!1PEH V13BEWTAJ 3A OCOoV1HV1TE HA nEKOT 

SULPIRID I CYnnV1PV1.0. 

sulpiride 

Kancynlt1 , Clt1pyn 

1. 111ME HA nEKOT: 

SULPIRID I CYflnVIPVIA 

2. KBAnV1T ATII1BEH 111 KBAHTII1TATV1BEH COCTAB: 
sulpiride (Kancymt OA 50 mg) 
sulpiride (c!11pyn, 25 mgl5 ml) 

3. CDAPMAUEBTCKV1 OonlllK: 
Kancyn111 
c111pyn 

4. Kn111HII14KV1 nO)J,ATOL.lV1: 

· 4.1. TepanesrcKu UH/l.UKau,uu 
HespoTCK!I1 nopeMerysat-ba co Cli!MnTOMI!I Ha aHKCI!I03HOCT, aHKCI!I03HO 
- AenpeCI!IBHI!I H8Bp03!11 , HanHaTOCT, onceCI!IBHa HeBp03a Iii 

X!l1nOXOHAplilja; 
ncli!X031!1 111 nopeMeTYBat-ba so OAHecysat-beTo; 

- Cynnlilpli!AOT MO>Ke Aa ce KOpli!CTI!I KaKO aAjyBaHTHa Tepanl!lja BO 

TpeTMaHOT Ha AYOAeHaneH ynKyc OA nCI!IXOCOMaTCKa nplilpOAa. 
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4.2. /],03Up81-b8 U H8'-IUH H8 /].8B81-b8 

HeeporcK~ nopeMeryeatba co c~MnToM~ Ha aHKC~03HOCT, 
aHKC~03HO-AenpeCIIIBHIII HeBp03111, HanHaTOCT, OnCeCIIIBHa HeBp03a Ill 
XlllnOXOHAplllja: 
150 - 300 mg Ha geH so nogeneH~ A03~ (2-3) 

nciiiX03111 111 nopeMerysatba so OAHecysatbero: 
Bo3pacH~: 200 - 1000 mg Ha A9H so nogeneH~ A03~ (2-3) 
,O,eu,a (6 - 12 rDAit1H~): npenopaYaHa AH8BHa A03a e: 3 - 5 mg/kg 

Ap,jysaHTHa repan111ja Ha AYOAeHaneH ynKyc OA nc111xocoMarcKa 
npiiiPOAa: 
150 - 300 mg Ha A8H BO nOAeneH~ A03~ (2-3). ,0,03aTa Ha OAp>KyBaH:>e ~ 
Bp8M9Tpa9H:>9TO Ha rpeTMaHOT Ce ~HA~B~AyanH~, ~ 3aB~CaT OA 
norpe6~re Ha nau.~eHTOT. 

Ao3~patbe Kaj nau.111eHr111 co 6y6pe>KHIII owrerysatba 

norpe6HO 9 np~narogyBaH:>e Ha A03aTa BO 3aB~CHOCT OA Bp8AHOCTa Ha 
Kil~peHCOT Ha KpeaT~H~H : 

- nau,~eHT~ CO KpeaT~H~H Kn~peHC OA 30 - 60 ml/min- 70% OA 
HOpManHaTa A03a; 
- nau,~9HT~ CO KpeaT~H~H Kn~p9HC OA 10 - 30 ml/min - 50% OA 
HopManHa.:ra A03a; 
- nau.~eHT~ co KpeaT~H~H Kfl~peHc nog 10- ml/min- 34% OA 
HOpManHaTa A03a; 

4.3. KOHTP8UH!J.UK8LI,UU 

npeOC9Tnlt1BOCT Ha cynn~p~A ~n~ Ha Apyr~ 69H3aM~ACK~ gep~BaT~ , 
cpeoxpOMOU,~TOM ~ napKit1HCOHOBa 60n9CT. 

4.4. MepKu H8 npem83nusocr 

JleKOT rpe6a ga ce gasa BH~MarenHo Kaj nau.~eHT~ co 
Kapg~osacKynapH~ 6onecr~ . MaH~YH~ ~ Xl-'lnoMaH~YHI-1 nau.~eHTit1, 
nau.~eHT~ co peHanHa 1-'lHcycp~u,l-'leHu,l-'lja, nau,1-1eHTI-1 co en~nenc~ja, 
x~nepr~po~A~3aM , 6enogpo6H~ 3a6onysaH:>a ~n~ co yp~HapHa 
pereHu,lo'lja. Kaj nocrap~ nau,l-'leHTI-1 MO>Ke ga 61-'lAe HeonxogHo 
pegyu,lt1pat-be Ha A03ara 
Bo cnyYal!1 Ha Man1!1rHa xl!1neprepM1!1ja, repan111jara co cynn~P~A 
rpe6a ga ce npeKI-'lHe. 
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4.5. UHrep8KU.MU 
Cnep,Hure cyncr8HU.U He rpe68 IJ.8 ce ynorpe6ya88T ucroapeMeHo 
co cynnupuP.: 
- anKOXOJl: nOT9HU,l-1pat-be Ha CeAaTl-1BHl-10T ecpeKT 
- nesoAona: 3aeMeH aHTaroHl-13aM Ha nesoAona l--1 HesponenTl-1U.l-1 
Cynnupu!J. rpe68 P.8 ce P.8B8 co roneM8 npern83nusocr K8j n8U.flf8HTflf 
KOM c8 noll. rep8nuj8 co cneP.HflfT8 neKOBflf: 
- AHTl-1Xl-1nepTeH3HBH : 3roneMeH Pl-13HK OA nOTeHu,Hpat-be Ha 

aHTl-1Xl-1nepT9H3l-1BHOTO AejCTBO l--1 nojasa Ha OpTOCTaTCKa 
Xl-1nOTeH3l-1ja (aAl-1Tl-1BeH ecpeKT); 

- Aenpecopl--1 Ha LlHC - onl-1jaTHH aHanreTl-1U.l-1 l--1 aHTl-1TyCl-1U.l-1 , 
6ap6l-1TypaTl-1 , noroneM Aen OA H1 aHTl-1Xl-1CTaMl-1Hl-1U.l-1Te, 
6eH30AHa3enl-1HH l--1 TpaHKBl-1JlH3aTOpl-1, KJ10H l-1Al-1H l--1 CJll-1LfHl-1 
cyncTaHu,l--1 ja 3roneMysaaT Aenpecl-1jaTa Ha UHC; 

- nl-1Tl-1yM : HCTOBpeMeHa aAMl-1Hl-1CTpau,l-1ja Ha TepaneBTCKl--1 A03l-1 Ha 
11HTl-1YM MO>Ke Aa npeAl-13Bl-1Ka nojasa Ha eKcTpanlt1paMl-1AanHl-1 
CHMnTOMl--1. 

- AHTaU,l-1Al-1 : npH l-1CTOBpeMeHa aAMl-1HHCTpau,l-1ja CO aHTaUHAl--1 KOl--1 
COAp>KaT anyMl-1Hl-1YM l-1 / l-1Jll-1 MarHe3l-1YM Xl-1APOKCHA ce HaManysa 
6HOJ10WKaTa pacnOJ10>KJll-1BOCT Ha CYKJlnl-1pHAOT 3a OKOJlY 30%. 

- TpaMaAOJl, 30TenHH: MO>Ke Aa ce 3roneMH pH3HKOT OA 
enl-1nenTl-1LfHl-1 HanaAH. 

Xp8H8: l-1CTospeMeHa opanHa aAMl-1HHCTpaul-1ja Ha cynnl-1pl-1A co 
xpaHa, AOBeAysa AO HaManeHa pecopnu,l-1ja Ha cynnl-1PHAOT 3a 30% 

4.6. 5p8M8HOCT /If /1,081-68 
He ce npenopayysa ynoTpe6aTa Ha cynnl-1Pl-1A 3a speMe Ha 6peMeHOCT, 
lt1aKo l!ICnl!ITyBat-baTa cnpoBeAeHH sp3 6peMeHH >KeHl--1 KOl--1 6lt1ne 
TpeTl-1paHl-1 CO Hl-1CKl-1 A03l-1 Ha CyJlnl-1pl-1A noKa>Kane AeKa He 6l-1Jl 
3roneMeH pl-13l!IKOT OA MancpopMaUl-1H. 
He ce npenopaYysa ynoTpe6aTa Ha cynnl-1Pl-1A 3a speMe Ha AOet-be, 
6lt1AejKl-1 neKOT ce l-13JlaLfyBa BO MajLfHHOTO MJleKO. 

4. 7. Bnflfj8HM8 sp3 cnoco6Hocr8 38 B0381-b8 flfnflf p8KYB81-b8 co M8WUHflf 
Cynnl-1pl-1AOT snl-1jae sp3 ncHxocpH3l-1LfKl-1Te cnoco6HOCTl-1 Ha 
naUH9HTOT, ·oco6eHO aKO ce 3eMa l-1CTOBpeMeHO CO allKOXOJl HJll--1 
Aenpecopl--1 Ha L...lHC. nopaAl--1 TOa 60J1Hl-10T Tpe6a Aa ce npeAynpeAH Aa 
He ynpasysa CO MOTOpHl--1 B03l-1Jla HJll--1 CO MaWl-1Hl-1 3a speMe Ha 
Tepanl-1jaTa co cynnl-1PHA. 

4.8. H8C8K8Hflf P.8jcrs8 
X8M8ronowKu: neyKOUHT03a 
KapAl-10BacKynapHl-1: nannl-1TaUlill-1 , snowysat-be Ha Xl-1nepTeH3l-1jaTa; 
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EHJJ.OKpuHo-Mera6onHu: rpaH3VITOpHa XVInepnponaKTVIHeMVIja, co 
MO>KHOCT Aa AOBeAe AO aMeHopeja, HanHaTOCT BO AOjKVITe, 
raJlaKTOpeja, rVIHeKOMaCTVIja , VIMnOT8HU.VIja, cppVIrVIAHOCT VI npOMeHVI 80 
renecHara re>t<VIHa. 
HeBpOfTOWKU: nopeMeryeal-be Ha COHOT, LtYBCTBO Ha 3aMOp, 
8KCTpanV1paMVIAai1HVI CVIMnTOMVI , aTaKCVIVI, COHJlVIBOCT, 
3aW8M8T8HOCT, OCJla6eHa KOHU.8HTpaU.VIja, H8BpOJ18nTVILt8H MaJ1VIr8H 
CVIHAPOM ; 
lacrpoMHrecruHanHu: cyea ycra, ranel-be, nospaK.at-be, ry6VITOK Ha 
aneTVIT, oncTV1nau.111ja; 
Xenaro6unujapHu: xonecrarcKa >KOJlTVIU.a, 6VIJ1VIjapHa U.VIP03a 
0'-lu: 3aMaTeH BillA 

4.9. npeJJ.03Up81-b8 
npeA03VIpat-beTO CO CyJln VIp VIA ja 3rOileMyBa BepojaTHOCTa OA nojasa 
Ha 8KCTpanVIpaMVIAaJlHVI CVIMnTOMVI. TepanVIjara e CVIMnTOMaTCKa. 

5.0. cPAPMAKODOWKVl CBOJCTBA 

5.1. a>apMaKO,O.UH8MCKU CBOjCTBa 
- cpapMaKorepanVICKa rpyna 
aHTII10CII1XOTII1Kf 6eH3aM111A 

- MeXaHVI3aM Ha A8jCTBO VI cpapMaKOAVIHaMCKVI ecpeKTVI 
CynnVIpVIJJ.OT e H8BpOI18nTVIK OA 6eH3aMVIACKaTa rpyna KOj VIMa jaKO 
aHTVInCVIXOTVILtHO A8jCTBO, a VICTOBpeMeHO MaHVIcpeCTVIpa VI 
aHTVIAenpeCVIBHVI ecpeKTVI. Ceoero nejcreo ro V13pa3yBa npeKy 
ceneKTVIBHa 6noKana Ha u.eHrpanHVITe nonaMVIHCKVI }],2 peu.enrop111. 
CynnVIpVIAOT ja nono6pyea U.VIpKynau.VI jara 111 ceKpeu.VIjara Ha 
racrpoVIHTeCTVIHanHara cny3HVIU.a. CynnVIPVIAOT VIMa aHTVIeMeTVILtHO 
A8jCTBO, VICTO TaKa ja y6na>KyBa BpTOrJlaBVIU.aTa VI MVIrpeH03HaTa 
maeo6onKa. 

5.2. CDapMaKOKUHercKu caojcraa 
CynnVIPVIAOT cna6o ce pecop6111pa OA racrpOVIHTeCTVIHaJlHVIOT 
rpaKT. np111 VICTOBpeMeHa npVIM8Ha Ha CyJlnVIpVIA CO xpaHa, 
pecopnu.VIjara Ha Jl8KOT ce HaManyea 3a OKOilY 30%. noMaJlKY OA 
40 % Ce Bp3yBa 3a npOT8HVIT8 BO nna3MaTa. oVIOpacnOJlQ)KJlVIBOCTa Ha 
cynnVIpVIA e penaTVIBHO HVICKa (25-35%).CaMO Mana KOJlVILtVIHa OA Jl8KOT 
ja npeMVIHysa xeMaroeHu.ecpanHara 6ap111epa. Cynn VIpVIAOT ce VI3JlaLtysa 
eo Maj4VIHOTO MneKo. nonyspeMero Ha enVIMVIHaU.VIja MY e 7-9 4aca. Ce 
Vl3na4yea npeKY ypVIHara, somasHo HenpoMeHeT. 
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5.3. npeTKJ1UHI1'1KU nOAaTOLJ,U 

6.0. 

6.1. 

6.2. 

6.3. 

6.4. 

ToKCHKOnowKHTe HcnHrysal-ba ce onwHpHo onHwaHH so 
CDapMaKOJ10WKOTO MI..1CJ181-b8 OA 2000 roA1..1Ha. 

CDAPMAL.lEBTCKl/1 nO,O.ATOL.ll/1 

Cocraa 
1 Kancy11a COAP)f(l..-1 50 mg cynn1..1pHA. 
5 ml c1..1pyn COAP)f(l..-1 25 mg cy11n1..1p 1..1A . 

EKcu,unueHTM 
Kancynu: 
naKT03a MOHOX1..1ApaT 
M1..1KpoKp1..1cTa11Ha u,e11y11o3a 
KpocKapMeno3a Harp1..1yM 
MarHe31..1YM creapar 
Ko1101..1A8HCI..1111..1U,1..1YMAI.-10KCI..1A 
HaTp1..1yM 11ayp1..111 cy11cpaT 

Cupyn: 
I111..1U,8p1..1H 
Cop61..1ron, re4eH 
nponi..1J18H rJ11..1KOJ1 
MaKporon 6000 
ni..1MOHCKa K~C8111..1Ha,MOHOX1..1ApaT 
Harp1..1yM u,1..1rpar 
XnopOBOAOPOAHa KI..1C8111..1Ha 
Caxap1..1H HaTp1..1yM 
5oja )f(Onra E 104 
ApoMa U.1..1TpoH 
np041..1CTeHa BOAa 
Mer1..111 napax111APOKC1..16eH3oar 
nponl..-111 napaXII1APOKCI..168H30aT 
Kan1..1yM cop6ar 

naKyBal-be 
Kyr1..1ja co 30 Kancy111..1 OA 50 mg 
W1..1we co 120 ml c1..1pyn. 

POK H8 Tpael-be 
3 roAI..1HI..1 
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6.5. H8'-ll1H H8 '-IYB81-b8 

Aa ce Yysa Ha TeMneparypa AO 25°C, 3awnneHo OA cseTm1Ha. 
nEKOT AA CE LiYBA HA MECTA HEAOCTAnHV1 3A AEL.lATA! 

6.6. K8p8KT8p/11CT/11KU H8 BH8Tp8WHOTO (KOHT8KTHO) naKyB81-b8 

Kancynu: 
oJll.1CTep nat<yBal-be OA anyMII1HII1YMCKa TBpAa cp0n111ja 111 nBL.l cpon111ja 
C11pyn: 
W111we OA T8MHO cpapMaU,eBTCKO CTaKnO, CO anyM111HII1YMCKO Kanaye 111 
nnacT1114Ha na)f(II1YKa 

6. 7. H8'-ll1H Ha M3/l.8Bal-be 
neKoT ce 1113Aasa co caMo neKapcKII1 peu,enT. 

7.0. UMe 11 8/l,peca H8 npol13BOP.l1Tenor 

AA JAKA 80 PaAOBII1W 
npOII13BOAHa nOKaU,II1ja: "npBOMajCKa" 6.6.-CKOnje 
Peny6nii1Ka MaKeAOHII1ja 

8.0. ,a8r8 Ha npB8T8 perucrpaLI,l1j8 
14.06.2001 

9.0. ,aara Ha nocneP.Hara peBfll311ja Ha 36upHuor l13Bewraj 38 oco611Hl1Te 

H8 fl8KOT 

CKonje, cpespyap111, 2008 r. 
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