
3JiHPEH H3BEIIIT AJ 3A OCOJiHHHTE HA JIEKOT 

1. HME HA JIEKOT 
KAP ,[(I10ITI1PI1H® /CARDIOPIRIN® 100 mg racTpope3RCTeHTHH Ta6neTH 

2. KBAJIHTATHBEH H KBAHTU:TATHBEH COCTAB 

E;nm ra6neTa co,np)I{H 1 00 mg aueTHJICMHUHJIHa KHCeJIHHa. 

IloMOillHH cyncTaHUHH: 60 mg Jlai<T03a MOHOXH,npaT. 

3a UeJIOCHaTa JIHCTa Ha nOMOIDHHTe cynCTaHUHH, BR):(eTe ro ):(eJIOT 6.1. 

3. <I>APMAQEBTCKA <I>OPMA 

f aCTpOpe3HCTeHTHH Ta6JieTH 

EeJIH, TpKaJie3HH, 6HKOHBeKCHH, ¢HJIM-o6JIO)I{eHR Ta6neTH. 

4. KJIJIHHqKJI OCOJiEHOCTH 

4.1 TepaneBTCKH HH):(HKaU.HH 

racTpope3HCTCHTHHTe Ta6JieTH Kap,nuonupnH ce ynoTpe6ysaaT 3a: 
npo¢HJiaKca Ha Kap):(HOBaCKyJiapHH HapymysaH>a Kaj JIHUa CO BHCOK pH3HK 3a HHBHa 
nojaaa (Ha np. ,nHja6erec MenHryc); 
npHMapHa npeBeHUHja Ha MHOKap,nHjaJieH HH¢apKT Kaj nauHeHTH CO aHrHHa neKTOpHc; 
ceKyH.napHa npeseHuHja Ha MHOKap.nHjaneH HH¢apKT; 
TpeTMaH Ha MHOKap,nHjaJieH HH¢apKT; 
npo¢HnaKca Ha TpoM6o3a no saceynapHa xHpyprHja, Ha np. KopoHapHa bypass
onepauHja; 
CeKyH,napHa npeseHUHja Ha TpaH3HTOpeH HCXeM~eH aTaK H Ha M030qeH y,nap; 
npo¢HnaKca Ha MHrpeHa. 

4.2 ,II,o3npalbe H ua1.fHH ua npuMeua 

.1J:o3HpaFbe: 
npo¢HJiaKCa Ha Kap,nHOBaCKynapHH HapymysaH>a Kaj JIHUa CO BHCOK pH3HK 3a HHBHa 
nojasa (Ha np . .llHja6eTec MeJIHTYC ): 100 - 300 mg ,nHeBHo; 
npHMapHa rrpeBeHUHja Ha MHOKap,nHjaJieH HH¢apKT Kaj nauHeHTH CO aHrHHa UPJ#rnJ?HC~ 

-"Yof::·v-.~· ··t::..:;. . 
100 - 3 00 mg ,Z:(HeBHO; .. ~~~~~ DhE P-4./:'<~ 
CeKyH,n:apHa rrpeBeHU.Hja Ha MHOKap,nHjaJieH HH¢apKT: 100- 300 mg ,n;He W>~~ ~'S-~ 
TpeTMaH Ha MHOKap,nHjaJieH HH¢apKT: 150- 300 mg ,Z:(HeBHO; ~ ~ ~ S 

th 6 0 ... 0 rrpo'i'HJiaKca Ha TpoM o3a no sacKynapHa XHpyprHJa, na np. KOpoHapHa ss ~ ;g 
onepauHja: 100- 300 mg .nHeBHo; -~-~..<- J:;l!i'.~ 

,·.··· . 
, ,, l' """' ......... 
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CeKyH.D.apHa IIpeBeHUHja Ha TpaH3HTOpeH HCXeMHqeH aTaK H M03oqeH y.nap: } 00 - 300 
mg.nHeBHo; 

rrpoqmnaKca Ha MHrpeHa: 100 - 300 mg .D.HeBHO, ceKoj BTOp .neH. 

Kap.nHorrHpHH He e HH.D.HUHpaH Kaj .neua. 

JleKOBH IliTO CO.lJ.p:>KaT aueTHJICaJIHUHJIHa KHCeJIHHa MO:>Ke ,na Ce yrroTpe6ysaaT Kaj .lJ.CUa IIO,lJ. 

12-ro.nHIIIHa B03pacT caMo aKo TaKa rrperropaqysa .D.OKTop. 

Ha'IHH ua ynoTpe6a 
facrpope3HCTeHTHHTe Ta6neTH Tpe6a .na ce rrporonTaaT ueJIH co MaJIKY TelffiOCT, rrpe.n HJIH 

no ja.nefhe, so HCTO speMe ceKoj.ueH. 

<f>apMaUCBTCKaTa cpopMa raCTpOpC3HCTCHTHH Ta6JICTH OB03MO:>KYBa nojaBaTa Ha HCCaKa.HH 

racTpOHHTeCTHHaJIHH .nejcTBa .ua ce cse.ne Ha MHHHMYM. KpruefbeTo Ha racrpope3HCTeHTHHTe 

Ta6neTH Kap.nHorrHpHH K:e ja OillTCTH racTpope3HCTeHTHaTa o6BHBKa, nopa.nH mTo He cMeaaT 

.ua ce .uenaT. 

TpaeH.e ua TpeTManoT 
3a .nonroTpaeH TpeTMaH ce KOpHCTH HajManaTa B03MO:>KHa .uo3a. 

4.3 KoHTpaHHJJ;HKaUHH 

XHrrepCeH3HTHBHOCT Ha aueTHJICaJIHUHJIHa KHCCJlHHa HJIH Ha HCKOja .D.pyra COCTOjKa Ha 

Kap.nHonHpHH. 

J.1CTOpHja Ha XHnepceH3HTHBHOCT (aneprHja, aCTMaTHqeH Harra.n) Ha .npyrH CaJIHUHJiaTH HJIH 

Ha ,npyrH HCCTepOH,lJ.HH aHanreTHUWaHTHpCBMaTHUH. 

Y JIKYC Ha )KCJIY,llHHK HJIH Ha .lJ.YO.lJ.CHYM. 

XeMoparHcKa .nHjaTe3a, xeMocpHJIHja HJIH TpOM60UHTorreHHja. 

Ey6pe:>KHa HHCycpHUHCHUHja H OKCaJIYpHja. 

TelllKa upHo.u;po6Ha HHcycpHUHCHUHja. 

TelllKa, HCJJ;OBOJIHO KOHTpOJIHpaHa cpuesa HHCycpHUHCHUHja. 

KOHKOMHTaHTHa npHMCHa Ha MCTOTpCKCaT BO ,lJ.03a O)l 15 mg HC)lCJlHO HJIH IIOfOJieMa. 

Ilocne.nHHTe 3 Meceun o.n 6peMeHocTa. 

4.4 lloce6uu npe.u;ynpe.u;ysalba H MepKH ua npeTna3JIHBOCT 

IloTpe6Ha e IIpeTIIa3JlHBOCT BO cnyqaj Ha: 

II03HaTa npeOCCTJlHBOCT Ha .npyrH HCCTepOH.lJ.HH aHTHcpJIOfHCTHUHfaHTHpCBMaTHUH; 

Lq)yrH aneprHH (KO:>KHH peaKUHH, rrpypHT)'C, ypTHKapHja); 

6pOHXHjaJIHa aCTMa, IIOJICHCKa TpecKa, Ha3aJIHH IIOJIHIIH, XpOHHlffiH pecrrHpaTOpHH 

6onecTH; 

HCTOBpeMeHa IIpHMCHa Ha aHTHTpOM60THlffiH JICKOBH (KYMapHHCKH .nepHBaTH, xerr R!!!I 
- OCBCH HHCKH ,lJ.03H); ofl;ll ~ Mt:.qJf. 

6 <J? <J? ~~ ~~ DHE .0-4.1. V~ 

:~~::~:::;;::~~~::~THt:£::;~:;~C HnH KpBaBe.oe; {( •• ~,; 
upHo.npo6Ha HiHJIH 6y6pe:>KHa .rmccpYHKUHja. ~ ~ ' s,g 

• .., ... !:> C) 

flpe.u XHpypmKa HHTepBeHUHJa (.uypH H npH IIOMaJIH HHTepBeHUHH KaKO IIITO ~e ~ f$" 

Tpe6a )laCe 3CMe BO 063Hp aHTHTpOM60THtiHHOT e<PeKT, IIOpa,uH MO:>KHOCTa O.ll II ~' • .. ~ 
Kpsasefbe. 
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• ,[(o.[(aTHO 3eMaFbe .D.pyrH Ca.rrn:UHJiaTH HJIH HeCTepOH.[(HH aHTHcpJIOrHCTWIHH/ aHTHpesMaTCKH 

neKOBH Tpe6a .na ce H36enzysa. 

3eMalbe roJieMH .[(03H aueTHJICaJIHUHJIHa KHCeJIHHa BO TeKOT Ha MHOry rO.[(HHH MO)l(e .[(a 

.nose.ne .no omTeTyBaJDe Ha 6y6pe3HTe. Ey6pe)l(HaTa <l>YHKU.Hja Tpe6a perynapHo .na ce cne.LJ.H. 

Kaj .neua H a.nonecueHTH, so H30JIHpaHH cnyqaH, 6Hne 3a6eJie)l(aHH )l(HBOT03arpo3yBattKH 

KOMIIJIHKaiJ.HH (Reye-es CHH.[(pOM). 3a HeCaKaHHTe ecpeKTH KaKO illTO Ce KOHTHHYHPaHO 

rrospaR:aJDe rro.nonr rrepHO.D., .nexH.npaTau.Hja, 3aMarJieHa csecT H KOHBYJI3HH se.nuam e 

I10Tpe6Ha HHTeH3HBHa Hera. CerraK He e .[(OKa)l(aHa IIpHqHHCKa IIOBp3aHOCT rrpH 3eMalbe 

IIOCe6HH JieKOBH. 

YrroTpe6eHa 80 MaJIH .[(03H aueTHJICaJIHUHJIHaTa KHCeJIHHa ro HaManyBa H3JiaqyBa:EbeTO Ha 

ypH~aTa KHCeJIHHa, illTO MO)I(e .[(a IIpOBOUHpa Haria.[( Ha rHXT Kaj rrpe.[(HCIIOHHpaHHTe JIHIJ.a. 

Kap.nHorrHpHH co.np)I(H JiaKT03a MOHOXH.D.paT. IIauHeHTHTe co peTKH Hacne.D.HH rrpo6neMH 

KaKO illTO Ce HeiiO.[(HOCJIHBOCT Ha ranaKT03a, UeJIOCeH He.[(OCTHr Ha JiaKTa3a HJIH rJIHK03HO

raJiaKT03Ha ManarrcopmJ;Hja, He Tpe6a .na ro yrroTpe6ysaaT osoj neK. 

4.5 lfHTepaKUHH CO .llpyrH JieKOBH H .llpyrH ct»opMH Ha HHTepaKUHja 

HcTospeMeHaTa ynoTpe6a Ha Kap.nHonHpHH co .npyrH neKOBH MO)I(e .na rH 3ron eMH HJIH .na rH 

HaMaJIH HHBHHTe ecpeKTH. 

3roneMysalbe Ha: 

ecpeKTOT Ha aHTHKOaryJiaHTHHTe H Ha aHTHTpOM60THlffiH JieKOBH (Ha np. IcyMapHHCKH 

.[(epHBaTH,XerrapHH, .[(HIIHpH.D.aMOJI, CYJicpHHIIHpa30H, THKJIOIIH.D.HH,KJIOIIH.D.OrpeJI): 

rrpo.noJI)l(eHo speMe Ha Kpsaselhe; 

XHIIOrJIHKeMHlffiHOT ecpeKT Ha .nepHBaTH Ha cyJicpOHHnypeja; 

CaKaHHTe H Ha HeCaKaHHTe ecpeKTH Ha HeCTepOH.[(HHTe aHTHcpJIOrHCTHUH H 

aHTHpeBMaTHUH; 

CaKaHHTe H Ha HeCaKaHHTe ecpeKTH Ha MeTOTpeKCaT; 

pH3HKOT 0.[( raCTpOHHTeCTHHaJIHO KpBaBelbe IIpH HCTOBpeMeH TpeTMaH CO 

rnyKOKOpTHKOH.[(H HJIH IIpH KOHCyMHpaH>e aJIKOXOJI; 

IIJia3MaTCKHTe KOHUeHTpaUHH Ha .[(HrOKCHH, 6ap6HTypani H Ha JIHTHyM; 

ecpeKTOT Ha cyJicpOHaMH.llHTe; 

ecpeKTOT Ha TpHjO.llTHpOHHHOT; 

ecpeKToT Ha sanrrpoaTOT. 

HaManysalbe Ha: 

ecpeKTOT Ha aJI.D:OCTepOHCKHTe aHTarOHHCTH ( CIIHpOHOJiaKTOH); 

ecpeKTOT Ha foop-,n:HypeTHUHTe (cpypoceMH.D:); 

ecpeKTOT Ha ypHK03ypHqHHTe areHCH (rrpo6eHeUH.D:, cyJicpHHIIHpa30H); 

ecpeKTOT Ha AKE-HHXH6HTOpHTe. 

11pH HCTOBpeMeHO 3eMa.Fbe TeTpaiJ.HKJIHHH MO)I(e .ua Ce IIpO.u)'UHpaaT Hepeco 

KOMrrJieKCH. 3aToa Tpe6a .na ce o.np~a HHTepsan Ha 3eMa.H>e o.n HajMaJIKY 1 
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f10Tpe6HO e BHHMaHH:e npH: H:CTOBpeMeHa ynoTpe6a Ha UHKJIOCllOpHH MIDI Ha TaKpOJIHM)'C. 

EKcnepH:MeHTarrHH:Te no.naTOWi cyrepH:paaT .neKa H:6ynpo¢eH ro HHXH6Hpa aHTHarperauHcKoTo 

.nejcTBO Ha HH:CKH:Te )J;03H Ha ~enrn:camu~mnmTa KHcemma. ITopa.nH: ocey.nHOCTa Ha 

no.naTOUHTe H nopa.nH: HecH:rypHOCTa so eKcTpanorrauHjaTa Ha ex vivo pe3yrrTaTHTe Kaj rryte, 

He MO)I(e .na ce H:3se.ne 3aKJiyqOK 3a KJIHHHl!KH perreBaHTeH e¢eKT, Bp3aHO co peryrrapHaTa H: 

co nospeMeHaTa npHMeHa Ha H:6ynpo¢eH (BH:)J;eTe ro .nerroT 5.1 ). 

f1pH: HCTOBpeMeHa ynoTpe6a, MeTaMH:30JI MO)I(e )J;a ro HaMaJIH e¢eKTOT Ha 

aueTH:JICaJIHUHJIHaTa KHCeiDIHa Bp3 TpOM60UHTHaTa arperauHja. 3aToa, llOTpe6Ha e 

npeTTia3IDIBOCT npH: ynOTpe6a Ha OBaa KOM6H:Har(H:ja Kaj nauH:eHTH: KOH: npH:MaaT HH:CKH )J;03H: 

aueTHJICaJIH:UH:JIHa KHcerrH:Ha 3a npo¢H:rraKca Ha Kap.nH:osacKyrrapHH: HapyrnyBm:na. 

4.6 EpeMeuocT u .a:oelbe 

EpeMeuocm 
He nocTOjaT cH:rypHH no.naTOUH, H3se.neHH: o.n enH.neMHorroiiiKHTe czy.nHH, mTo ce o.nHecysaaT 

Ha BpCKaTa Mefy llpHMeHaTa Ha aueTH:JICaJIH:UH:JIHa KHCeJIH:Ha BO paHaTa 6peMeHOCT H: 

3rorreMeHHOT pH3H:K o.n nojaBa Ha MaJI¢opMaUHH (pacuen Ha HenueTo, cpuesH aHOMaJIH:H:); 

HajsepojaTHO pH:3HKOT e HH:30K KOra ce pa60TH: 3a HH:CKH: )J;03H: (.nHeBHH )J;03H: 0)1; 50 mg )1;0 150 
mg). 

f1opa,li;H H:HXH:6HUHja Ha npOCTarrraH,li;HHCKaTa CHHTe3a, ~CTHJICaJIHUHJIHaTa KHCCJIHHa 

(aHaJirCTCKH )J;03H:) ynOTpe6eHa BO llOCJIC)J;HH:OT TpH:MeCTep MO)I(e .na )J;OBe)J;e )1;0 

nporroHrH:pa.Fbe Ha recTauHjaTa, .no.neKa npHMeHa so nepHO)J;OT o.n 28 . .no 30. recTauH:cKa 

He.nerra MO)I(e .na npe.nH3BHKa npe,li;BpeMeHo 3aTBopa~ne Ha ductus arteriosus Bot alii. 0BH:e 

)J;03H: MO)I(e .na ja 3fOJieMaT H: TeH)J;eHUHjaTa 3a KpBaBCH>C Kaj MajKaTa H Kaj )J;eTeTO, )J;ypH MO)I(C 

)J;a npe,li;H:3BHKaaT H: HHTpaKpaHH:jaJIHO KpBaBCibC Kaj HOBOpO,li;CH'llilbaTa aKO JICKOT C 3CMCH 

Henocpe.nHo npe.n nopo.nysaJDeTo. 

CeramHoTo HCicyCTBO o.n npH:MeHaTa Ha aueTH:JICaJIHUHJIHa KH:cerrH:Ha (50 mg H: 150 mg) 3a 

BpeMe Ha BTOpHOT H: Ha TpCTH:OT TpHMCCTep 0)1; 6peMCHOCTa He YKa)l(ysa Ha 3fOJICMCHa 

MO)I(HOCT 0)1; nojaaa Ha TOKOJIH3a, 3fOJieMeHa TCH)J;CHUHjaTa 3a KpBaBelbe HJIH npe.nspeMeHO 

3aTBopa~ne Ha ductus arteriosus Botalli. HeMa no.naTOUH 3a npH:MeHa Ha .no3H noMefy 150 mg 

H 300 mg. 

1. H: 2. TQHMCCTep 

AueTHJICaJIHUHJIHa KHCCJIHHa MO)I(e ,ll;a ce )J;aBa CaMO aKO e allCOJiyfHO ll0TpC6HO. 

3. TJ)H:MCCTCQ 

KoHTpaHH)J;HKaUHja (BH.neTe ro .nerroT 4.3 KoHTpaHH)J;HKar(HH:). 

!Joel-be 
AueTHJICaJIH:UH:JIHaTa KH:CCIDIHa H MCTa60JIH:THTe ce CKCKpeTH:paaT BO Maj'lliHOTO MJICKO BO 

MaJIH KOJIWICCTBa. He e HeOnXO)J;HO ,ll;a ce npeKHHe )J;OelbeTO npH: KpaTKOTpaj~ ~ a 

aueTH:JICaJIH:UHJIHa KH:CCJIH:Ha BO )J;HCBHH )J;03H )1;0 150 mg, 6H.nejKH He Ce 3a Be~E P-4~~V.,_ 
HecaKaHH .nejCTBa Kaj .noeH'lliH>aTa. )J;oe~neTo Tpe6a .na ce npeKHHe npH: n :~~-!Ha!:: ".s>~~C}. 
IIOrOJICMH .D:03H (Ha.D: 150 mg )UICBHO) BO llO.D:OJir BpCMCHCKH nepHO.lJ:. ~ 11.1 ~ S 

..,:5 '-(') 
Su m"l:l 

~ ~ #:.C 
~ C> ~ ,... 
·-"i-. JS.. -~0 . 

"~ ·'•':·:;·""'. 
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4. 7 BJiuj3HHe Bp3 cnoco6uocT3 33 B03elhe u 33 p3IcyB31be co M3muuu 

Doce6HH HCTpiDKyBalba Ha OBaa TeMa He ce HanpaBeHH. Ha OCHOBa Ha <J?apMaKOJJ:HHaMCKHTe 
OC06HHH H Ha HeCaKaHHTe e<f?eKTH, He ce oqeK}'Ba BJIHjaHHe Ha peaKU:HHTe H Ha cnoco6HOCTa 
3a B03elbe. 

4.8 HecaK3HH .n:ejcTBa 

HecaKaHHTe .n:ejcTBa ce Ha6poeHH no <J?peKBeHU:Mja, KojaniTo e o.n:pe.n:eHa Ha cne.n:HMOT Hal!HH: 
MHozy 4ecmu - ce nojas}'BaaT Kaj nosei<:e o.n: 1 Ha 10 nau:MeHTH; 
Lfecmu- ce nojaB}'BaaT Kaj noManKy o.n: 1 Ha 10 nau:HeHTM, HO Kaj nosei<:e o.n: 1 Ha 100 
nau:HeHTH; 
He MHozy l.lecmu- ce nojaB}'BaaT Kaj noManKy o.n: 1 Ha 100 nau:HeHTH, HO Kaj nosei<:e o.n: 1 Ha 
1 000 nau;HeHTH: 
PemKU- ce nojaB}'BaaT Kaj llOMaJIKY 0.0: 1 Ha 1 000 nau:HeHTH, HO Kaj noBeKe 0.0: 1 Ha 10 000 
nau:HeHTH; 
MHozy pemKu - ce nojaB}'BaaT Kaj noManKy o.n: 1 Ha 1 0 000 nau:HeHTH; 
Heno3Hamu (qecToTaTa He MO)Ke .n:a ce o.n.pe.n.H o.n. .n.ocTanHHTe no.n.aTOU:H). 

Hapyn:ryBalba Ha KpBTa H Ha JIHM<bHHOT CHCTeM 
PemKo: npo.n.on)KeHo speMe Ha KpBaBeH>e, TpOM6ownoneHHja. 
KpsaBelbe O.ll. HOCOT, O.ll. rHHrHBHTe H KO)KHH nO.D.nHBH ce nocne.D:HU:a Ha IIpO.ll.OJI)KeHO BpeMe 
Ha KpsaBelbe. Osoj e<f?eKT MO)Ke .n.a Tpae 4 .n.o 8 .n.eHa no npeKHH Ha TpeTMaHoT. 
MHOZy pemKO, MO)KHa e IIOjaBa Ha Tem:KO KpBaBelbe KaKO KpBaBelbe BO M030KOT, OC06eHO Kaj 
nau:HeHTH CO HeKOHTpOJIHpaH BHCOK KpBeH npHTHCOK HfHnH Kaj nau;HeHTH KOH HCTOBpeMeHO 
npHMaaT aHTHKOarynaHTHa TepanHja. 

HapyrnysaH>a Ha HepBHHOT CHCTeM 
fnaB060JIKa, BpTOrJiaBHU:a, KOH<f?Y3Hja H THHHTYC Ce CHMIITOMH Ha npeJJ:03Hpaibe, OC06eHO 

. . 
KaJ .n.eu:a H KaJ nOCTapH nHU:a. 

HapyrnyBaiDa Ha HMYHOJIOIIIKHOT CHCTeM 
He Muozy l.lecmu: peaKU:HH Ha npeqyscTBHTenHoCT KaKO 6poHxocna3Ma HnH KO)KHH peaKU:HH. 
PemKo: peaKU:HH Ha npeqyscTBHTeJIHOCT (Erythema exsudativum multiforme), noHeKoralll 
npHJJ:py)KeHH CO na.n. Ha KpBHHOT npHTHCOK, JJ:HCnHeja, aHa<f?HnaKTHt{l(a peaKU:Hja H 
aHrHOHeBpOTCKH e.n.eM, OC06eHO Kaj aCTMaTHl!apH. 

Hapyi.UyBalba Ha pecnHpaTopHHOT TpaKT 
PemKo: aCTMaTHqeH Hana.n.. 

Hapyn:ryBaH>a Ha racrooHHTeCTHHaJIHHOT CHCTeM 
Lfecmu: racTpOHHTeCTHHanHH Tero6H KaKo )KapeH>e, Hay3eja, BOMHTyc, a6.n.oMHHan:=:..6oJIKa, 
)JJrjapeja, KaKO H OKYJITHO KpBaBelbe BO raCTpOHHTeCTFIHanHHOT TpaKT. 0o't\ ~ M~~ 
He MHOZY ttecmu: yneyc H KpBaBeH:.e BO raCTpOHHTeCTHHaJIHHOT TpaKT. <::-~~~~ DHE P.q.lt.rV~~~-. 
ITo .n.onroTpajHo 3eMaH>e, nopa.n.H MO)KHOCTa o.n. OKYJITHO KpsaseiDe MO)KHa ~l3-~ t 
CH.ZJ:eporreHatfHa aHeMHJa. ~ ~ ~ ~ 

Sc.J m"C. 

~~ SC/. 
HapyrnysaiDa Ha MeTa6oJIH3MOT 't:~J.. ~ ... ~J. · 

:os. •s •?,o-)7-...-:;,· 
MHozy pemKo: XHnornHKeMHja. • ... f-lt-:t t ? • _.. 

.. J • 
~-- . 
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Au:enmcamruHnHaTa KHcerrHHa ro H<tManyaa H3naqyaaa.eTo Ha ypwrna KHcerrH:Ha, rnTo MO)Ke 
~a npOBOUHpa HanM Ha rHXT Kaj npe~HCnOHHpaHHTe JIHUa. 

XenaTo6HnHjapHH aapYJ.IIYBaH>a 

Mrwzy pemKo: noKaqyBaH>e aa ape)lHOCTHTe aa upHo~po6HHTe eH3HMH. 

Hapym)'BaH>a aa ypnaapHHOT cncTeM 

PemKo: npnMeHaTa aa roneMH ~03H no)lonr apeMeHCKH poK MO)Ke ~a npe.llH3BHKa 6y6pe)KHO 

omTeTyaaH>e. 

llpujasysan.e aecaKauu .uejcTBa 

HecaKaHHTe peaKUlnr O.ll neKOBHTe MO)KeTe ~a rH npHjaBHTe ao HaunoHanHHOT ueHTap 3a 

<PapMaKOBHrHnaaua npn AreHunjaTa 3a neKOBH H Me~HUHHCKH cpe~CTBa (yrr. , CB. KHpHn H 

MeTO~Hj" 6p. 54, KaT 1) HJIH no eneKTpOHCKH naT npeKy Be6-crpaHHUaTa Ha AreaunjaTa 

http:/ /malmed.gov .mk/. 

4.9 llpe.uo3npan.e 

Tpe6a )la ce Hanpasn pa3nHI<a noMefy xpOHHqJIO npe~o3npaa.e co aueTHncannuHnHa 

KH:cennHa, Maan<Pecnrpaao rnaBHO co aapyrnyaaH>a Ha IJ,HC KaKo rnTo ce 3aiiieMeTeaocT, 

BepTHrO, KOH<i>Y3Hja H Hay3eja (T.H. CaJIHUHJIH3aM) H aKyTHa HHTOKCHKaUHja. 

fnaBHa MaHH<l>ecTauHja e TelllKO HapymyaaH>e Ha aUR~0-6a3HaTa paMHOTe)Ka. 

PecnHpaTopHaTa anKano3a ce cnyqyaa ~YPH H npH TeparrncKH .ll03H, KaKo nocne~a aa 

3roneMeHaTa pecrrnpaunja; HCTOTO ce KOMneH3Hpa co 3roneMeHa peHanHa eKcKpeunja aa 

6HKap60HaTH H Ha TOj HaqnH ce O~p~a HOpManHa Bpe~HOCT Ha pH BO KpBTa. IJpH 
TOKCHqHH )l03H OBaa KOMneH3aUHja He e ~OBOJIHa H cne~R II~ Ha Bpe~HOCTHTe Ha pH H Ha 

6nKap60HaTHTe. Bpe~HOCTH:Te Ha pC02 BO KpBTa MO)Ke ~a 6n~aT HOpManHH. 

CHMDTOMH Ha aicyTHa HHTOKCHKauuja 
CHMIITOMH Ha YMepeHa HHTOKCHKaUHja (200 - 400 ~g/ml): OCBeH HapyiiiyBaH:.e Ha 
aUH~06a3HaTa H Ha eneKTpOJIHTHaTa paMHOTe)Ka, MO)f(Ha e IIOjaBa Ha XHnOrJIHKeMHja, HCHII, 

raCTpOHHTeCTHHanHO KpBaBeJbe, XHIIepBeHTHJiauHja, THHliTYC, Hay3eja, IIOBpa:Kaa.e, 
Hapyrnyaaa.a Ha BH)lOT H Ha CJIYXOT, rnaB060JIKa, BepTHrO H KOH<l>Y3Hja. 

ITpH TemKa HHTOKCHKaunja (noae:Ke O.ll 400 ~g/ml) ce nojaByaa ~enHpHYM, TpeMop, 
~HCIIHeja, HHTeH3HBHO IIOTeJbe, XHIIepTepMHja H KOMa. 

JleTanHa HHTOKCHKauHja e pe3yJITaT Ha peCIIHpaTOpHa HHCY<l>HUHeHUHja. 

TpeTMaH Ha HHTOKCHKan.uja ~;q~. 
3 IT 

4~~,; DHE·;~ Yt/. · 
aBHCH O)l Te)KHHaTa, CT~HYMOT H 0~ KJIHHH~HTe 3HauH. pBeHCTBeHO Ce CO, (;i~f>)I. 4.r~ '· 

B006HqaeHHTe MepKH 3a HaManyBaH:.e Ha ancopiiUHjaTa, MOHHTOpHpaibe Ha ef;' ~ 0 ' 
6 6 

. u.J. i' 
anaac H Ha anaacoT Ha BO~aTa, KaKo H MepKH 3a perynauHJa Ha HapyrneHa ~e ~~ ~. 

• OS: u > 
TeMrrepaTypa H pecnHpaUHJa. , .,.~ ~ ...., ~· ' ...... ~ IJpH TeUII<H C.JiyqaH MO)KHO e ~a ce HaJIO)KH IIOTpe6a 0~ HHTeH3HBeH Me~HUHH~.:P.peTM ~ (: 

(<l>opcHpaaa ~Hype3a, xeMo~njanH3a), KaKo H ynorpe6a Ha ~ja3enaM BO c.rryqaJ~ ... a.._~·csk~~.~;~:.;;; 
KOHBYJI3HH. -·..:-.:.. . 
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5. <J)APMAKOJIOIIIKH CBOJCTBA 

5.1 <J)apMaKO)J.HH3MCKH CBOjCTBa 

<DapMaKOTeparreBTCKa rpyna: aHTHTpOM60THUH; HHXH6HTOpH Ha TpOM60IJ;HTHaTa arperauHja 

( OCBeH xenapHH) 

ATC KO~: B01AC06 

AHTHTpOM60T}{qHH0T e¢eKT Ha aueTHJICa.miUHJIHaTa KHCeJIHHa e 6a3HpaH Ha HHXfi6HpaH>e Ha 

CHHTe3aTa Ha TpOM60KCaH A2 BO TpOM60UHTHTe. EcpeKTOT ce IIOCTHrHysa CO aueTHJIHpaH>e Ha 

UHKJIO-OKCHfeHa3aTa, IIO lliTO CJie)lH HHXH6HpaH>e Ha CHHTe3aTa Ha TpOM60KCaH A 2, KOjlliTO 

npeTCTaBysa Ba30KOHCTpHKTOpeH npOCTarJiaH~, HeOnXO.UeH BO npOUeCOT Ha TpOM60UHTHaTa 

arperauHja. EcpeKTOT e nOCTOjaH H B006HtiaeHO Tpae 3a BpeMe Ha UeJIOKyiiHHOT 8-.UHeBeH 

:>KHBOTeH UHKrryc Ha rpoM60UHTHTe. HoBHTe KJIHHHtiKH cry)J.HH noKa:>KysaaT )J,eKa 

aHTHTpOM60THtiHHOT e¢eKT Ha Kap.UHOIIHpHH ce nojaByBa H npH yiiOTpe6a Ha MHOry Ma.TlH 

)J,03H. 

flopa)J,H HHXH6HUHjaTa Ha npOCTarJiaH)lHHCKaTa CHHTe3a, aueTHJICaJIHUHJIHaTa KHCeJIHHa 

cnafa H BO rpynaTa HeCTepOH.UHH aHTHpeBMaTHUH H noce.uysa aHarrreTCKO, aHTHnHpeTHtiKO H 

aHTHcpJIOfHCTHtiKO )J,ejCTBO. 

flo)J.aTOUHTe 0)1, eKCnepHMeHTHTe cyrepHpaaT )J,eKa H6ynpocpeHOT MO:>Ke ~a fO HHXH6Hpa 

ecpeKTOT Ha HHCKHTe .ll03H aueTHJICaJIHUHJIHa KHCeJIHHa Ha TpOM60UHTHaTa arperauHja, BO 

c.rryqaj Ha HCTOBpeMeHa npHMeHa. Bo e.uHa CTY.UHja nOTBp.UeHO e ~eKa e.UHHetiHa .U03a H~ 400 

mg H6ynpocpeH, ynorpe6eH 8 qaca npe.u HJIH BO TeK Ha 30 MHHyrH no yrrorpe6ara Ha 81 mg 

cpopMYnauHja Ha aueTHJICanHuHnHa KHcenHHa co 6p3o ocno6o.uysaH>e, ;uose.uysa .uo 

Ha.Ma.rryBaH>e Ha Hej3HHHOT ecpeKT IIpH cpOpMHpaH>eTO TpOM60KCaH HJIH npH arperauHjaTa Ha 

TpOM60UHTHTe. flopa.UH JIRMHTHpaHOCTa Ha OBHe no.uaTOUH H rropa,li.H HeCHrypHOCTa BO 

norrre.u Ha eKcrparronauHjara Ha OBHe pe3ynraTH so KJIHHHtiKH ycnoBH, He Mo:>Ke .ua ce 

H3BJietiaT CHrypHH 3aK.rryqOUH Bp3aHO CO perynapHaTa npHMeHa Ha H6ynpocpeH H ecpeKTOT Ha 

nOBpeMeHaTa npHMeHa Ha H6ynpocpeH He MO:>Ke ~a Ce TpeTHpa 3a KJIHHHtiKH peneBaHTeH. 

5.2 <J)apMaKOKHHeTCKH CBOjCTBa 

Ancopnu,uja 
flo ynorpe6a Ha racrpope3HCTeHTHa cpapMauesrcKa cpopMynauHja, auerHncanHUHJIHara 

KHCeJIHHa ce pecop6Hpa BO JlYO,ll.eHYMOT. MaKCHMaJIHHTe nJia3MaTCKH HHBOa Ce 

nocTHreysaaT 3 qaca no yrrorpe6ara. 

p ucmpu6yu,uja 
Bp3ysaH>eTO 3a nJia3MaTCKHTe npoTeHHH e BO 3aBHCHOCT 0~ IIJia3MaTCKaTa KOHUeHrpauHja.~a :-...... 

v\ •• owt.q~ 
aueTHJICa.TlHUHJIHa KHCeJIHHa: .U06HeHH Ce Bpe.UHOCTH 0)1, 49 % ~0 Ha)J, 70 % 3a , ... )'~"i. OHE P-4 J,V~ 

. . ~ '~ "'..r . 
aueTHJICaJIHUHJIHa KHCeJIHHa H O.ll 66 % .UO 98 % 3a CaJIHUHJIHa KHCeJIHHa. ' ;.'C-o~ . 

\,; "" '"-t,·"> Q) (<'· 

(
. < ... w: 

Mema6oJlU30.M 1 ~ ~ • ~ 
AueTHJICaJIHUHJIHaTa KHCeJIHHa eH3HMCKH ce XH.UpOJIH3Hpa .UO CaJIHUHJIHa KHceifif~ B · <i~ ~-· 
HHTeCTHHaJIHaTa M)'K03a, HO rJiaBHO BO UpHHOT .Up06. floHaTaMJ CariHUHJIHaTa KHCe:imHa Ce ~ 
rliYKYpOHH3Hpa BO UpHHOT .upo6. 
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EnUMunau,uja 
EKCKpeu;HjaTa Ha CaJIHUHJIHaTa KHCeJIHHa (85 % BO aJIKaJIHa H 10 % BO KHCeJia ypHHa), KaKO 

H Ha Hej3HHHTe KOHjyraTH H .ZI.epHBaTH rJiaBHO ce O.ZJ.BHBa peHaJIHO. 

racTpope3HCTeHTHHTe Ta6neTH Kap.ZJ.HOITHpHH ce 6HoeKBHBaJieHTHH co BO.ZI.eH paCTBOp Ha 

Kap.ZI.HOnHpHH; nopa.ZI.H oco6eHaTa <PapMau;esTcKa <PopMa, noJI)')KHBOTOT e npo.ZJ.OJDKeH O.ZI. 2 
Ha4 qaca. 

5.3 IlpeTKJIHHH1JKH DO,!J.aTOUH 3a 6e36C,!J.HOCTa Ha JICKOT 

.LJ:o6HeHH ce pe3ynTaTH OJJ. npeTK.llllllli1ll<H eKcnepHMeHTH no opaJIHa, Ha3aJIHa, cynKYTaHa H no 

HHTpaBeHCKa aiTJIHKaiJ;Hja Kaj fnyBUH, CTaOpUH, 3aM0pt{Hlba, 3ajaUH H Kaj KyqHfba. 

Bo eKcnepHMeHTHTe 3a xpoHHt{Ha TOKCHqHocT, co npHMeHa Ha TepanesTCKH .ZJ.03H 

au;eTHJICaJIHUHJIHa KHCeJIHHa HaMeHeTH 3a rryfe He Ce nojaBHJie 3HaqajHH pa3JIHKH BO 

cnope.ZI.6a co KOHTpOJIHaTa rpyna. 

fn vitro HCTpruK)'BalbaTa He ITOKa)l(aJie MyrareH ITOTeHUHjaJI Ha aueTHJICaJIHUHJIHaTa 

KHCeJIHHa. 

Cry.ZI.HH HanpaseHH Ha rJIYBQH H Ha CTaOpUH ITOTBp.ZI.HJie .ZI.eKa au;eTHJICaJIHUHJIHaTa KHCemma 

HeMa KaHu;eporeH ITOTeHIJ;HjaJI. 

ToKCHtiHH e<PeKTH Ha penpO.ZJ.YKUHjaTa: 

Bo HCITHryBafbaTa HaiTpaBeHH Ha )I(HBOTHH ( CTaOpi..I;H, KyqHH>a) CO ynoTpe6a Ha fOJieMH .ZJ.03H 

aueTHJICaJIHUHJIHa KHceJIHHa ce nojasHne TepaToreHH e<PeKTH. OnmnaHH ce H HapyrnysaH>a 

BO HMITJiaHTaiJ;HjaTa, eM6pHO- H <l>eTOTOKCWilUi e<PeKTH, KaKO H HapyrnysaH>a Ha CITOC06HOCTa 

3a yqefbe Ha HOBOpo.n:eHt{HfbaTa KOH npeHaTaJIHO 6HJie H3JIO)I(eHH Ha aiJ;eTHJICaJIHU:HJIHa 

KHCeJIHHa. 

6. (J>APMAI.(EBTCKH OCOI>EHOCTII 

6.1 JlucTa uanoMomuu cyncrauuuu 

Ta6JZemHo jaopo: 
JiaKT03a MOHOXH.ll.paT; 

MHKpOKpHCTaJIHa uerryJI03a; 

KOJIH.ZJ.aJieH aHXH.LJ:pWieH CHJIHUJiYM; 

KOMITHpOB CKp06. 

(/)wLiw-o6eueKa: 
TaJIK; 

TpHaQeTHH; 

MeTaKpHJIHa KHCeJIHHa - eTHJiaKpHJiaT KOITOJIHMep. 

6.2 lfHKOMDaTH6HJIHOCT 

He e annHKaTHBHO. 

6.3 PoK ua ynoTpe6a 

36 MeceuH. 
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6.4 Haqnu ua qyBalbe 

fleKoT rpe6a .n:a ce qyBa Ha.D:Bop o.n: .n:o<Par Ha .n:eua! 
fleKoT ce qyBa Ha TeMrrepazypa rro.n: 30 °C. 

6.5 H3rJie,ll n co,llp~ua ua na~cyBaa.eTo 

Ta6neTH ce crraK)'BaHH BO AI/PVC 6JIHcTep, ceKoj 6m1crep co.n:p)I(H rro 10 ra6neTH. 
KyrHjaTa co.n:p)I(H 30 ra6neTH (3 6nHcrepa) H yrraTCTBO 3a rrauHeHTOT. 

6.6 lloce6HH MepKH Ha npeTDa3JIHBOCT DpH OTCTpanyBalbe Ha HCHCKOpHCTeHHOT JICK 

HJIH Ha OTOa,llHHTe MaTepnjaJIH 

I1oce6HH MepKH rrpH yrrorpe6a He ce rroTpe6HH. 
He.HCKOp.HCTeHHOT JieK HJIH OTIIa.D:HHTe MaTep.HjaJIH rpe6a .n:a Ce OTCTpaHaT BO COrJiaCHOCT CO 
3aKOHCK.HTe 6apruba. 

7. HOCHTEJI HA 0~0.6PEHHETO 3A ITPOMET 

AflKAnOM,a M CKorrje 
6yn. AneKcaH,n:ap MaKe.D:OHCKH 12 
1 000 CKorrje, Perry6JI.HKa CeBepHa MaKe,n:oHHja 
Ten.: +389 2 31 04 000 
<PaKc: +389 2 31 04 021 
www.alkaloid.com.mk 
BO copa6oTKa co G.L. Pharma GmbH, A-8502 Lannach, ABcTp.Hja. 

8. .6POJ H ~ATYM HA PElliEHHETO 3A IIPOMET 

9. ,IJ.A TYM HA llPBA TA PErHCTP A~HJA/0.6HOBATA HA PErHCTP AIJ,HJA 

10. ~ATYM HA PEBH3HJA HA TEKCTOT 
CerrTeMBpH 2019 r. 
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