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36HPEH H3BEillTAJ 3A OCOiiHHHTE HA JIEKOT 

1. HME HA JIEKOT 

TIPOTIA<l>EHOH AJIKA.JlOH,n® 150 mg cpHJIM-o6JIO)l(eHH Ta6neTH 

2. KBAJIHTATHBEH H KBAHTHTATHBEH COCT AB 

E.n;Ha cpHJIM-o6JIO)l(eHa Ta6neTa co.np)l(H 150 mg rrporracpeHOH XH,UpoxnopH.n;. 

TIOMOIIIHH cyrrcTaHUHH CO IIOTBp.D;eHO ,n;ejCTBO: 
E.n;Ha cpH11M-06JIO)l(eHa Ta6neTa co,n;p)l(H 10,12 mg nrucro3a MOHOXH.n;paT. 

3a uenoceH rrperne.n Ha rroMOIIIHHTe cyrracTaHUHH, BH,n;eTe ro .n;enoT 6.1. 

3. ~APMAI(EBTCKA ~OPMA 

EeJIH, TpKaJie3HH, 6HKOHBeKCHH I}?HJIM-o6Jio)l(eHH Ta6neTH, co rrpece-.:ma JIHHHja Ha e,n;HaTa 
cTpaHa. 

4. KJIHHINKH OCOiiEHOCTH 

4.1 TepanesTCKH HJmHKan;HH 

TiporracpeHOH AJIKaJIOH.D; e HH.D;HUHpaH 3a IIpOcpHJiaKCa H 3a TeparrHja Ha BeHTpHK)'JiapHa 
apHTMHja. 

TiporracpeHOH AJIKaJIOH.D; e HH.D;HUHpaH H 3a npocpHJiaKCa H 3a TeparrHja Ha rrapOKCH3MaJIHa 
cyrrpaBeHTpHKynapHa TaxHapHTMHja (PSVT), BK.JIYl:J)'Baj:KH rrapOKCH3MaJieH 
cpnaTep/cpH6pHJiauHja Ha aTpH)'MHTe H rrapOKCH3MaJIHa Kp~a TaXHKap.n;Hja KOjaiiiTO ro 
3acpaK:a AB-jroonoT H aKUecopHHTe rraTHIIITa, Kora CTaH,n;ap.n;HoTo neKYBaH.e He e ycrreiiiHO 
HJIH KOra e KOHTpaHH,n;HUHpaHO. 

4.2 Ao3Hpalbe H Ha'IHH ua npHMena 



AKo QRS-miTepBa.JIOT e npo.n:oiDKeH 3a nosei<e o.n: 20 %, .n:o3aTa Tpe6a .n:a ce HaMa.Jlll nnn 
yrroTpe6aTa Ha neKoT Tpe6a .n:a ce npeKHHe .n:o.n:eKa EKT -To He 6H.n:e so rpaHHUH Ha 
HOpMaJIHHTe Bpe,[(HOCTH. 

Bo3paciUI: 
Bo IIO':IeTOKOT 150 mg Tpnnanl .D:HeBHO, CO 3rOJieMysaae BO HHTepBa.JIH O.ll. MHH11Mj'M Tpl1 
.U.eHa, .lJ:O 300 mg .U.BarraTH Ha .U.eH, a aKO e IIOTpe6HO, .U.O MaKCHMYM 300 mg TpHnaTH Ha .U.eH. 
3roneMysalhe Ha .D:03aTa He Tpe6a .n:a ce 3eMa npe.n:sH.n: ce .u.o.n:eKa nauneHTOT He rrpHMa 
TepariHja Tpn .no qentpn .u.eHa. 

Ta6neTnTe Tpe6a .n:a ce nporonTaaT n:enn, co TetffiOCT, no o6poK. 

Kaj nauneHTnTe co TenecHa Te)IG{Ha noMana o.n: 70 kg ce npenopaqysa HaManysaFDe Ha 
BKyriHaTa .U.HeBHa .D:03a. 

IToso3pacHa nonynaunja: 
He ce 3a6eJie)l<aHH IIOCe6HH pa3JIHKH BO 6e36e.D:HOCTa H BO ecpm<aCHOCTa Ha JJeKOT Kaj OBaa 
rronynaunja. HO He MO)[<e .u.a Ce HCK.J'IY'lli 3rOJieMeHaTa OCeTJIHBOCT Ha HeKOH IIOB03paCHH 
rrauHeHTH, rropa.ll.H IIITO THe nauHeHTH Tpe6a npeTrra3JIHBO .u.a ce cne.u.aT. TpeTMaHOT Tpe6a lla 
Ce 3aiiOtffie nOCTerreHO H CO O)lpe.n:eHa rrpeTIIa3JIHBOCT. BO MaJJH pacTel.fKH .l1.03H.. 
J1CTOTO ce o.u.Hecysa H Ha TepariHjaTa 3a O.lJ.P)KYBaae. ,[(o3aTa He cMee .u.a ce 3roneMysa aKo He 
rroMHHane neT .u.o ocyM .u.eHa Oll TepanHjaTa. 

ITe.n:njaTpHCKa nonynaunja: 
0Baa <J?opMa Ha neKOT He e coo.n:seTHa 3a .n:eua. 

HapYIIIYBaFDe Ha upHHOT .1lpo6 a/am-r Ha 6y6pe3HTe: 
Kaj 6oJIHH co HaManeHa <PYHKUHja Ha upHaoT llP06 a/anH Ha 6y6pe3HTe .u.ypw 11 
soo6H:qaeHHTe TepaneBTCKH ll03H MO)Ke lla rrpe.U.H3Bm<aaT aKYMynauH:ja Ha neKoT. CerraK, co 
EKf -MOHHTOpHHr H CO Ollpe.U.}'Baine Ha KOHUeHTpauajaTa Ha JTeKOT BO llJJa3MaTa, OBHe 
rrauneHTH ce YIIITe MO)[<e .n:a ce neKysaaT co nporracpeHOH. 

MeTO.U. Ha rrpaMeHa 
ITopann ropqJJHBHOT BKyc n noBpiiiHHCKOTO aH.ecTeTH':IKO .n:ejcTBO Ha nponacpeHOHOT, <J?wJIM
o6JIO)KeHHTe Ta6neTH Tpe6a .n:a 6n.n:aT rrporoJITaHH uemr (6e3 .n:a ce UBaKaaT), co Tet:IHOCT. 

4.3 KouTpauu.z:um:au:uu 

fl03HaTa rrpeoceTJIHBOCT Ha rrponacpeHOH HJIH Ha HeKoja .n:pyra COCTOjKa Ha JieKOT. 

ITponacpeHOHOT e KOHTpaHH.ll.HUHpaH Kaj nauHeHTH co cnH.n:poMOT Epyrana (sn.u.eTe ro .n:enoT 
,fioce6HH rrpe.n:yrrpe.n:yBaFDa H MepKH Ha IIpeTIIa3JIHBOCT"). 

ITponacpeHOHOT e KOHTpanH.n:nunpru-I Kaj nauneHTH co 3H~ali\ pHH cpuesn 
. 'I<~ r ,; ·~ ,.~~~ 

3a6onyBaH>a, KaKO liTO ce nauneHTH KOH HMa.Jie MHOKap.n: ~.B~~~~.D:HHTe 3 
MeCeUH, rraUHeHTH CO HeKOHTpOJIHpaHa KOHreCTHBHa Cp ~~~Jia6oo:~n~ ~0. aUITO 
ejeKU:UOHaTa cppamnja Ha JieBaTa KOMOpa e nOMa.Jia O.lJ: ~o/OJ, IT nh'.E}i C~ fa .lJ:HOreH WOK 

..,. •f \ ,.m 
(ocBeH aKO Hacnrnan nopann Hapymysalbe Ha cpueB:uo ~),fj,'4P. ~HTif."~i[eiiiKa 
CHMIITOMaTCKa 6paLIHKap.ll.Hja, nauneHTH CO HapymyBalb ~kneKTpOmrr,ij\o 6a.JiaHC (Ha 

~ ~.. . 
...,.._ • SH~Vf • 
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IIpHMep, HapymyBaiDe Ha MeTa60JIH3MOT Ha Ka.JIH)'MOT), IIa.I.J;HeHTH CO TeiiiKa OIICTp)'KTHBHa 
rryJI.MoHarma 6onecT HnH co H3pa3eHa XHIIOTeH3Hja. 

llporra<PeHOHOT MO:>Ke ,n:a ro BllOillH 3a6onysaiDeTO MHjacTeHHja rpaBHC. 

LJ:oKOnKy CpUeBHOT pHTaM He e a,n:eKBaTHO perynHpaH (BH,n:eTe ro ,n:enOT 4.4 ,IJoce6HH 
rrpe.n:yrrpe.n:ysaiDa H MepKH Ha rrpeTIIa3JIHBOCT"), rrporra<PeHOH He CMee .n:a ce rrpHMeH)'Ba rrpH 
.Zl:HC<i>YHKUHja Ha CHHYCHHOT ja3on, IIpH .n:e<PeKTH Ha aTpHjaJIHOTO crrpose.n:ysaiDe, A V -6noK 
O.ll: BTOp CTerreH HllH IIOBHCOK, IIpH Te:>KOK 6nOK Ha XliCOBHOT CHOII HJIH IIpH ,n:HCTaJieH 6nOK. 

Ilopa,n:H MO:>KHOCTa 3a 3fOlleMysaiDe Ha IIna3MaTCKHTe KOHUeHTpa.I.J;HH, HCTOBpeMeHaTa 
IIpHMeHa Ha pHTOHaBHp H rrporra<PeHOH e KOHTpaHH.ll:HUHpaHa. 

4.4 Iloce6nn npeAynpeAyBalba n MepKn na npeToaJJIHBOCT npn ynoTpe6a 
Ce rrpeTrrocTasysa ,n:eKa cna6HoT HeraTHBeH HHOTporreH e<PeKT Ha rrporra<PeHOHOT HMa 
3Ha"llel:be Kaj 6orrHH co rrpe,n:Hcrro3HUHja 3a cpuesa HHcy<PHUReHUHja. 

KaKo H .n:pyrHTe aHUiapHTMHUH TaKa H IIporra<PeHOHOT BJIHjae Ha OCeTnH.BOCTa H Ha rrparOT 
Ha Ha,n:pa3HysaiDe Ha cpueTo. Kaj 6oJIHHTe co rrejcMejKep MO:>Ke .n:a 6H.n:e rroTpe6Ho coo.n:seTHO 
rrpncrroco6ysaiDe. 

TIOCTOH MO:>KHOCT 3a KOHBep3Hja Ha napOKCH3MaJIHaTa <Pn6pnnaunja Ha aTpHYMHTe BO 
aTpnjarreH <PrraTep, rrpH.n:pY:>KeHa co 6noK so crrpose.n:ysaiDeTo, 2 : 1 HnH 1 : 1 (sn,n:eTe ro 
.n:enoT 4.8). 

llopa,n:H 6eTa-6nOKaTOpCKHOT e<PeKT, IIOTpe6Ha e IIpeTIIa3llHBOCT Kaj IIa.I.J;HeHTH CO 
OIICTp)'KTHBHH 6oneCTH Ha .Zl:HlllHHTe IIaTHinTa H CO aCTMa. 

IloKpaj ,n:pyrnTe aHTHapHTMHUH o.n: KJiacaTa Ic H rrporra<PeHOHOT, Kaj 6oJIHH co CTpYJ<TJ'PHH 
6orrecTR Ha cpueTo, MO:>Ke .n:a rrpe,n:H3BHKa rrojasa Ha HecaKaHH e<PeKTH. 3aToa, nponacpeHOH e 
KOHTpaHH.UHUHpaH Kaj OBHe IIau;HeHTH (BH,n:eTe fO .LJ.eJIOT 4.3). 

Mo:>Ke .n.a 611,n:e OTKpHeH CHH.llpOMOT Epyra.na HnH, naK, crreuH<l>HLJHH npoMeHH Ha 
eJieKTpOKap.UHOrpaMOT (EKf), CllH"lJ:HH Ha CHH.llpOMOT :5pyra,n:a, MO:>I<e ,n:a 6H.LI.aT 
npe)lH3BHKaHH O.LI. ynOTpe6a:ra Ha rrponacpeHOH Kaj rrpeTXO.LJ.HO aC.HMIITOMCKH HOCHTen Ha 
CHH.llpOMOT. ITo OTTIO"lJ:HysaH:.eTO Ha TeparmjaTa CO rrponacpeHOH, IIOTpe6HO e .ua ce HaiipaBH 
EKr 3a .n.a ce HCKJlyt-IaT npoMeHHTe KOH yKa)I<ysaaT Ha CHH.ll.pOMOT Epyra)la. 

Kaj ceKoj rrau:HeHT Koj rrpHMa rrporra<PeHOH Heorrxo.n:Ho e ,n:a ce HanpasH 
eneKTpOKap.nHorpa<PHja H KJIHHH'IKH rrperne,n:, rrpe.n: H no TepanRjaTa, 3a .n:a ce o.n:pe.n:n .nann 
.n:a ce rrpo.n:on:>KH TeparrnjaTa co rrporra<PeHoH, Bp3 ocHoBa Ha TepaneBTCKHOT o.n:rosop Ha 
IIau;HeHTOT. 

Osoj neK co.np:>KH rroManey o.n 1 mmol Hatpli)'M (23 mg) so 1 Ta6ne 
Ce Ka:>Ke ,n:eKa BCyriiHOCT e , 6e3 HaTpH)'M". 

' I -' 
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4.5 lfHTepaKD;HH CO JJ:pyru Me.LJ:HUHHCKH OpOH3BOJJ:H H JJ:pyru c}lopMH Ha HHTepaKUHja 

Mo)KHO 3roneM}'Brune Ha HecaKaHHTe pea.KIJ;HH ce jasysa Kora npona<i_}eHOHOT ce 3eMa 3ae,ZUio 
CO JIOKaJIHH aHeCTeTHIUi (Ha npHMep, llpH HMITJiaHT<ll.{Hja Ha nejcMejKep, npH XHpypmKa 
HHTepBeH[(Hja HJIH npH CTOMaTOJIOmi<a HHTepBeH[(Hja) H CO .n;pyrH JieKOBH illTO HMaaT 

HHXH6HTOpeH e<i_}eKT Bp3 pa6oTaTa Ha Cp[(eTO IDH.Jrn: Bp3 I<OHrpai<[(HjaTa Ha MHOI<ap.ZJ:OT (Ha 
npHMep, 6eTa-6noKaTopH, TPH[(HKJIHlffiH aHTH.n:enpecHBH). 

IJpH HCTOBpeMeHa IIpHMeHa Ha npona<i_}eHOH H JIH.ZJ:OKaHH He ce 3a6eJie)l(aHH 3HaqHTeJIHH 
BJIHjaHHja Ha <i_)apMai<OKHHeTHKaTa HH Ha e.n;HHOT HH Ha .n:pyrHOT JieK. Cenai<, 3a6eJie)l(aH0 e 

.n:eKa npH HCTOBpeMeHa ITpHMeHa Ha npona<i_}eHOH XH.ZJ:pOXJIOpH.ZJ: H JIH.ZJ:OKaHH ce 3fOJieMysa 
pH3HKOT O)l; HeCai<aHH e<i_}ei<TH npe.ZJ:H3BHKaHH O.ZJ: JIH.ZJ:OKaHHOT, KOH fO 3a<i_}aKaaT [(eHrpaJIHHOT 

HepBeH CHCTeM. 

Bo TeKOT Ha TepanHjaTa CO npona<i_}eHOH, npHjaBeHO e 3fOJieMyBaH>e Ha HHBOaTa Ha 
nponpaHOJIOJI, MeTonpOJIOJI, .n:ecHnpaMHH, [(HKJIOCnopHH, TeO<i_}HJIHH H Ha .ZJ:HfOKCHH BO 
ITJia3MaTa HfHJIH BO KpBTa. )J;03aTa Ha OBHe JieKOBH rpe6a .n:a Ce HaMaJIH, COO)l;BeTHO, )l;OKOJIKY 
ce 3a6ene)l(aT 3Ha[(H Ha npe.n:o3Rprune. 

3roJieMeHO HHBO Ha npona<i_}eHOH BO ITJia3MaTa MO)I(e .[(aCe nojaBH KOra TOj ce KOpHCTH 
HCTOBpeMeHo co SSRis, Kai<O mTo ce <j_)nyoKceTHH H napoKceTHH. I1pH HCTOBpeMeHa 

npHMeHa Ha npona<i_}eHOH H <i_)nyoKceTHH Kaj JIH[(a co 6p3 MeTa60JIH3aM Cmax H AUC HaS
npona<i_}eHoH ce 3roneMeHH 3a 39% H 3a 50%, .n;o.n;eKa Cma.x H AUC HaR-npona<i_)eHOHOT ce 
3fOJieMeHH 3a 71% H 3a 50%. 3HalJH, Cai<aHHOT TepaneBTCKH O)l;fOBOp MO)I(e .n:a Ce ITOCTHfHe 
H CO ITOMaJIH )l;03H npona<i_)eHOH. 

Kaj na!.{HeHTH KOH 3eMaaT oparrHH aHTHKoarynaHCH (Ha npHMep, <i_}eHnpOKYMOH, Bap<i_)apHH) 

ce npenopaqysa BHHMaTeJIHo cne.n;eH.e Ha npo[(ecoT Ha 3rpyTqyBrune, 6H.n:ej:KH 
npona<i_}eHOHOT MO)I(e ,n;a fO 3fOJieMH HHBOTO Ha OBHe Jiei<OBH BO ITJia3MaTa, illTO pe3yJITHpa CO 
3fOJieM)'BaH>e Ha nporpOM6HHCKOTO BpeMe. )J;03HTe Ha OBHe JieKOBH Tpe6a ,n;a ce 
npRcnoco6aT, aKo Toa e Heonxo,ZUio. 

IJpH HCTOBpeMeHa npHMeHa Ha npona<i_}eHOH H JieKOBH illTO Ce MeTa60JIH3HpaaT CO 
nocpe.n:cTBO Ha CYP2D6 (I<aKo BeHna<i_}aKCHH) HHBOTO Ha THe neKOBH MO)I(e .n;a ce 3roneMH. 

JleKOBH KOH rH HHXH6HpaaT CYP2D6, CYP1A2 H CYP3A4, Ha np. KeTOKOHa3orr, 
[(HMeTH.ZJ:HH, KBHHH)l;HH H epHrpOMH[(HH, MO)I(aT .n:a fO 3fOJieMaT HHBOTO Ha npona<i_}eHOH 
XH.ZJ:pOXJIOpH,n;. M COKOT 0)]; rpejn<i_)pyT MO)I(e .n;a ro 3fOJieMH HHBOTO Ha npona<i_}eHOH 
XH.ZJ:pOXJIOpH)l;. Kora nporra<i_}eHOHOT ce npHMeHysa 3ae.n;HO CO HHXH6HTOpHTe Ha OBHe 
eH3HMH, IT<ll.{HeHTHTe rpe6a BHHMaTeJIHO ,n;a ce CJie.ZJ:aT H )l;OKOJIKY Tpe6a ,n;a Ce npHCITOC06H 

.n:03aTa cnope.n: norpe6aTa. 

KoM6HHHpaHaTa TeparrHja co npona<i_}eHOH H aMHO~~~· 

H Ha penonapH3a!.{HjaTa H .n;a .n:oBe.n;e .n:o a6HopM 
npoapHTMH'iHH. 3aToa, MO)I(e6R, e noTpe6Ho .n:o3 

. ae Ha cnpOBO)l;JIHBOCTa 

.~fa:li~H[(Hjarr .n:a 6H,n;aT 
npHcnoco6H, Bo 

3aBHCHOCT O.ZJ: TepaneBTCKHOT O.ZJ:fOBOp. 
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l1cToBpeMeHaTa ynorpe6a Ha rrporra<PeHOH H <PeHo6ap6HTa.JI WHJIH pn<l>aMIIHI.I.HH (CYP3A4-
HH.lJYKTOpH) MO)l(e ,ua ro HaMa.JIH aHTHapHTMOreHHOT e<PeKT Ha npona<PeHOHOT KaKO pe3ynTaT 
Ha HaMa.JIYBaH.eTO Ha HHBOTO Ha rrporra<PeHOH BO IIna3MaTa. 0rryKa, TeparreBTCKHOT O,UrOBOp 
Ha rrporra<l>eHoH xH,upoxnopn.u rpe6a .ua ce cne,uH rrpn HCTOBpeMeHa .uonroTpajHa rrpHMeHa co 

<PeHo6ap6HTa.JI HnWH CO pH<l>aMIIHUHH. 

lloce6ua norryJiauuja 
ITe.llnjaTpHCKa rrorrynaunia 
Czy.llHR 3a HHTepaKUHR ce crrpoBe.n;eHH caMo co B03pacHH. He e II03HaTo .Ua.JIH HHTepaKUHHTe 
ce 3aCTarreHH BO CJIH'ieH o6eM BO rre.n;HjaTpHCKaTa IIOrrynauHja KaKO H Kaj B03paCHH. 

4.6 flJIO,!J.HOCT, 6peMeHOCT H JiaKTaQHja 

EpeMeHocm: He rrocTojaT a,ueKBaTHH H .uo6po KOHTpOnHpaHH CTY.UHH Kaj TPYllHHI.J.H. 
l1porra<PeHOH rpe6a ,lla ce KOpHCTH BO TeKOT Ha 6peMeHOCTa CaMO .UOKOnKY IIOTeHUHja.JIHaTa 
KOpHCT ro OIIpaB,llyBa IIOTeHUHja.JIHOT pH3HK 3a <PezycoT. l103HaTO e .n;eKa rrporra<PeHOHOT ja 
MI:IHyBa rrnaueHTapHaTa 6apHepa. KoHueHTpauHjaTa Ha rrporra<PeHOH BO rrarroqffaTa BpBua e 
OKOny 30 % BO O,llHOC O.U KOHUeHTpauHjaTa Ha IIpOrra<PeHOH BO Majq:l{HaTa KpB. 

JlaKmaZ-fu}a: EKcKpeunjaTa Ha npona<PeHoH BO Majq:l{HOTO MneKo He e npoyqeHa. OrpaHH'ieH 
6poj no,llaTOUH YK~aaT ,UeKa npona<PeHOH ce H3naqysa BO Majq:l{HOTO MJieKO. 
ITponacpeaoH Kaj .uo:vtnKH Tpe6a .ua ce KOpHCTH co npeTna3RRBOCT. 

4.7 BJiujauue sp3 cnoco6uocTa Ja soJelbe H Ja pa~cysalbe co MamHHH 

ITojasaTa Ha 3aMaTeH BH.ll, BpTornasHua, YMOP H noczypanHa XHIIOTeH3Hja MO)l(e ,lla BJIHjae Ha 
6p3HHaTa Ha peaKunja H .ua ja Hapynm cnoco6HocTa 3a ynpasysa.Jbe MOTOpHo B03Hno H 3a 
paKysa.Ibe CO MaiiiHHa. 

4.8 HecaKaun JJ.ejcTsa 

a. Pe3UMe na 6e36eonocnuom npofjJWl 
HajqeCTH H MHOry qeCTH HeCaKaHH peaKUHH noBp3aHH CO ynoTpe6aTa Ha npona<PeHOH Ce 
BpTOrnaBHUa, HapymyBa.Ibe Ha CIIpOBO.IJ;nHBOCTa Ha CpUeTO H na.JIIIHTauHH. 

6. Ta6e.napeH npUKQ3 na necaKaHume peaKI{UU 

Ta6enaTa BO npo.uon)l(eHHe m npHKa)l(y-Ba HecaKHBTe peKauHH npHjaBeHH rrpH KnHHH~ 
HCIIHTysa.Jba H O.U pe3ynTaTH 0.[{ nOCTMapKeTHHIIIKO cne,ue.Ebe Ha npona<PeHOH. 
MO)l(Hl{Te HeCaKaHH e<PeKTH noBp3aHH CO rrpona<PeHOHOT ce KnaCH<l>HUHPaHH IIO CHCTeMH Ha 
OpraHH H no <PpeKBeHTHOCT KaKO: MHOry 'ieCTH (> 1/ 10); 'ieCTH (~11100 .UO < 1110); He MHOry 
qecn~: (~111 000 .uo < 11100) H co Heno3HaTa <l>peKBeHIJ;nja (HeCaKaHH peaKUHH o.u 
nOCTMapKeTHHillKO cne).le.Ebe; He MO)l(aT ,ua 6H).laT npoueHeTH O).l,UOCTaiiHHTe nO).laTOUH). Bo 
paMKH Ha ceKoja rpyna, HeCKaHHTe peKauHH ce no.upe.n;eHH no pe.uocne · eHaF a 

t.t- ~ 
cepH03HOCTa KOra cepH03HOCTa MO)l(ena .n;a ce O,Upe,UH. <l>peKBeHTHO ~ c~ipa ~ .... 

~ ~"' .... ~.:"~~ 
pe3ynTaTH o.u KnHHH"t!Kii HCnHTysaH.a co rrpona<PeHoH co npo.uon «4o~CnrM ~~.s 

..,~ ' fl' ('l 
QqeKyBaHO e HeCKalUiTe peKau;HH H <l>peKBeHTHOCTa .n;a 6H,!J.aT Cml fli 3 ; . •. act:~ 
co MOMeHTanHO ocno6o;zzysaiDe. ~ ~ , 1 t;; o 

~'i ~;: 
•• .r .o0~~ 

c .1)-~up·~ ... ~.., 
Iron.,~; • 
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raCTpOHHTeCTHHa 6onKa ,D,HCTeH3Hja 

JIHHOT CHCTeM racrpOHHTeCTHHaJIHO 

Ilospai<aH>e IJo.eyeHOCT Hapywysatbe 

HayJeja 

.ll:Hjapeja 

KoHCTHnaQHja 

CysaycTa 
XenaToounujapun HapyweHa XenaTOI..tenynapHa 
uapymysau.a <l>YHKJ..(Hja Ha 

J..tpHHOT ,D,po66 
nospe,D,a 

XonecTaJa 

XenaTHTHC 

)l{oJITHJ..ta 
Hapymysau.e ua YpTHKapHja 
KmtcaTa u ua 
DOTKo:lKHOTO IlpypHzyc 
TKHBO 

licHn 

EpHTeMa 
Hapymysau.e ua CHH.ApOM CJIH4eH Ha 
MycKynuocKeJJeTH nynyc 
HOT CHCTeM H Ha 
CBP3HOTO TKHBO 
Hapymysau.e ua EpeKTHJIHa HaManyBaH>e Ha 
penpo~yKTHBHHOT ,D,HC<l>YHKJ..tHja 6pojoT Ha 
CHCTeM H Ha cnepMaT030H.AHTe7 

JJ:OjKHTe 
OnmTn EonKa so 
uapywysau.a rpa.AHTe 

AcTeHHja 

3aMop 

fiHp_eKCHja 

I 
Mo:>Ke .n;a Ce MaHHcpecnrpa CO XOJieCTa3a, KpBHH .D;HCKpa3HH H CO HCHll. 

2 
He s~a sepTHro. . 3 . . 
B~a CHHoa-rpHjaneH 6JIOK, a-rpHOBeH-rpHeyJiapeH 6JIOK u HH-rpaseH-rpHKyJiapeH 6JIOK. 

4 
f1pona<PeHOH MO:>Ke .n;a 6n.z:te llOBp3aH H CO npoapHTMHtn<H e<PeKTH KOH ce MaHH<l>eCTHpaaT 

KaKO 3fOJieMyBa.Fbe Ha cpu;eBHOT pHTaM (TaXHKap.n;Hja) HJIH KaKO BeHTJ)HKyJiapHa 
qm6pHJiaD;Hja. HeKOH O.D; OBHe ~pHTI\lliH MO:>Ke ,n;a Ce :>KHBOT03arp03)'Batn<H H MO:>KHa e 
no-rpe6a o.n; peaHHMan:Hja 3a .n;a ce H36erHe noTeHUHjaJIHo <PaTaneH Hcxo.n;. --+-..::o::::•==~=.,.=~~ 
5 

Mo)l(e .n;a ce c.rrytrn BJIOIII)'Ba.Fbe Ha nocTojHaTa cpn:esa HHcy<l>HUHeHu;Hja. ~~~io._~E DHE ~'-4"1"~·. . ~~ ~~ 
q, ""~ 

~141 ~c; 
$~ "'s :::ru IE 

X~ ~(')~ ~... i"t .. 
"",:)~ ~~ ~ • ,..c; f" ,. ... ~"~ . .. .. , . .., 7 7 .;< . 
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6 0BOj TepMHH orr<PaKa a6HOpMaJIHH Bpe)lHOCTH Ha XeiiaTaJIHHTe TeCTOBH, KaKO illTO e 

3roneMeHa acrrapTaT- aMHHOTPaHc<Pepa3a, 3roneMeHa aJiaHHH- aMHHOTPaHc<l>epa3a, 3roneMeHa 

raMa-rnyra~umTpaHc<Pepa3a H 3roneMeHa KpBHa aJIKaJIHa <Poc<PaTa3a. 
7 HaManeHHOT 6poj Ha crrepMaT030H.lnlTe e peaep3H6HneH no rrpeKHHOT Ha TepaiiHjaTa co 

rrporra<PeHoH. 

llpujasysan.e uecaKanu ~ejcTBa 
HecaKaiDITe peaKQHH O)J. neKOBHTe MO)KeTe )J.a rH npHjaBHTe so HaQHOHaJIHHOT QeHTap 3a 
<PapMaKOBHrHnaHQa npH AreHQHjaTa 3a neKOBH H Me)J.HQHHCKH cpe)J.CTBa (yn. , Cs. I<.HpHJI H 
MeTO)J.Hj" 6p. 54, KaT 1) HJJH eneKTPOHCKH, npeKy se6-cTpaHHQaTa Ha AreHQHjaTa, Ha 
http:/ /malmed.gov .mk/. 

4.9 llpe.noJHpalbe 

CwwnmoMu Ha npeOo3upa1-be 
MuoKapoujaJZHu cwwnmoMu: E<PeKTOT Ha rrpe)l03Hpa!be co rrporra<PeHoH xH.npoxnopH.n Bp3 

MHOKap.noT ce MaHH<PecTHpa co HapymyBa!be Ha co3)laBa!beTO H Ha crrpoBe.nyaalbeTo Ha 

HMIIYJICHTe, Ha IIp. CO IIpO)lOJI)I(yaalbe Ha PQ H mHpelbe Ha QRS, cyrrpecHja Ha aBTOMaTHKaTa 

Ha CHHYCHHOT ja30JI, AV-6JIOK, BeHTPHKynapHa TaxH:Kap.nHja H CO BeHTPHKynapHa 

<PH6pHnau:Hja. HaMaJIYBaH>eTo Ha cp:u:eBaTa KOHTPaKTHJIHOCT (HeraTHBHO HHOTPOIIHO 

.nejCTBO) MO)Ke )la rrpe)lH3BHKa XHIIOTeH3Hja, aBO IIOTeillKH CJiyqaH: MO)I(e )la rrpe.lnl3BHKa H 

Kap,llHOfeH illOK. 

EKcmpaKapoujaJZHU cwwnmoMu: qecTo MO)I(e .na ce rrojaaH rrraao6oJIKa, BpTornaaH:u:a, 

HapymyBalbe Ha BH)lOT, napecTe3Hja, TPeMOp, MalffiHHa, OIICTHIIauHja H cyaa ycTa. Bo 

eKCTPeMHO peTKH cnyqaH, IIpH rrpe)l03Hpalbe e IIpHjaBeHa H KOHBYJI3Hja. ilpHjaBeHa e H CMpT. 

TipH TemKH cnyqaH: Ha TPYeH>e MO)I(e .na ce rrojaaaT H KJIOHH'lffiO-TOHHtiHH KOHBYJI3HH, 

rrapeCTe3Hja, COHJIHBOCT, KOMa H peCIIHpaTOpeH apeCT. 

Tepanuja 
Bo O)lHOC Ha OCHOBHHTe HTHH MepKH, IIOTpe6HO e )la Ce MOHHTOpHpaaT BHTaJIHHTe 

napaMeTPH Ha IIauHeHTOT, BO paMKH Ha HHTeH3HBHaTa Hera, H COO)lBeTHO )lace KOpHrHpaaT. 

,L(e<PH6pHJiauHja KaKO H HH<l>Y3Hja CO )lOIIaMHH H CO H30IIpOTepeHOJI ce e<l>HKaCHH BO 

KOHTpOJIHpalbe Ha pHTaMOT H Ha KpBHHOT rrpHTHCOK. ilpH IIOjaBa Ha KOHBYJI3HH ce rrperropaqyaa 

HmpaBeHCKa arrJIHI(au:Hja Ha )lHja3eiiaM. MO)I(e )la 6H)le HeOIIXO)lHO )la ce rrpe3eMaT H OIIIIITH 

MepKH KaKO IIITO Ce MeXaHHtiKa BeHTHJiauHja H Ha)lBOpeiiiHa MaCa)l(a Ha Cp:U:eBHOT MYCKyn. 

06H)lHTe .na ce rrocTHrHe eJIHMHHa:u:Hja rrpeKy xeMorrpe<Py3Hja ce co orpaHHtieHa 

e<PHKaCHOCT. 

Co OrJie)l Ha BHCOKHOT IIpO:U:eHT Ha Bp3yaalbe 3a IIpOTeHHH (> 95 o/o) H ron eM HOT BOJiyMeH Ha 

)lHCTPH6yuHja, xeMO)lHjanH3aTa e Hee<J?HKaCHa. 

5. <f)APMAKOJIOlliKH ITO,li;ATOI(ll 

5.1 cJ)apMaKO)lHH3MCKH CBOjCTB3 

<l>apMaKOTepaneBTCKa rpyrra: aHTHapHTMH:U:H O)l KJiaC 

ATC: COIBC03. 
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ITpona<PeHOHOT e aHTHapHTMHK O.L( KJiacaTa Jc. 

)l,ejCTBOTO Ha npona<}>eHOHOT e npeey CTa6HJIH3a~Hja Ha MHOKap,llHjaJIHHTe MeM6paHH, CO 

pe.zzyKUHja Ha 6p3HOT eJieKTpH~HTeT KOjillTO ro HOCaT HaTpH)'MOBHTe jOHH HaBHaTpe BO 

KJieTKaTa, mTo ja HaMa.rryaa 6p3HHaTa co Koja ce O.LJ:BHBa .n:enonapH3~HjaTa H ro rrponoHrHpa 

BpeMeTO Ha npeHOC Ha HMTIYJICHTe BO aTpH)'MOT, A V -ja30JIOT H IIpHMapHO BO CHCTeMOT His

Purkinje. 

ITpeHocoT Ha HMnyncHTe npeKy .n:oao.n:HHTe rraTHmTa, KaKo ao CHH.LJ:pOMOT WPW, e 

HHXR6HpaH HJill rrpeey IIpOJIOHra~Hja Ha pe¢paKTOpHHOT rrepHO.L( HJIH IIpeKy 6JIOKa.L(a Ha 

CIIpOBO.L(HHTe naTHIDTa, BO aHTeporpa.n:Ha, HO rJiaBHO BO peTpOrpa.L(Ha HaCOKa. 

Bo HCTO BpeMe ce pe~Hpa H CIIOHTaHaTa eKC~HTa6HJIHOCT IIOpa.LJ:H 3r OJieMYBaH>eTO Ha 

nparOT Ha CTHMYJI~Hja Ha MHOKap.L(OT, .L(O.L(eKa IlaK eJieKTpHtfilaTa eKC~HTa6HJIHOCT Ha 

MHOKap.L(OT e HaMaJieHa TIOpa.L(H 3rOJieMyaaH>eTO Ha rrparOT Ha BeHTpHKyJiapHa <l>H6pHJia~Hja. 

AHTHapHTMHtfiiH e¢eKTH: HaMaJiyaaH>e Ha BJie3HaTa 6p3HHa Ha a~HCKHOT IIOTeiiT(HjaJI, 

HaMa.rryBaH>e Ha eKC~HTa6HJIHOCTa, H3e,L(Ha'tJ)'BaH>e Ha 6p3HHaTa Ha CIIpOBO.L(JIHBOCT, 

cynpeCHja Ha eKTOIIHtfiiHOT aBTOMaTH3aM, HaMaJiyaaH>e Ha MHOKap.L(HaTa IIO.L(JIO>KHOCT Ha 

<l>H6p:HJI~HH. 

ITpona<PeHOHOT TIOKIDKyaa H YMepeHa 6eTa-CHMIIaTOJIHTHtfila aKTHBHOCT, HO 6e3 roJieMa 

KJIHHHtU<a Ba>KHOCT. KaKO H ,L(a e, He e HCKJI)"tteHa MO)I(HOCTa 3a nojaaa Ha CHMIIaTOJIHT:HqeH 

(aHTHa.n:peHeprH'<IeH) e<PeKT npH noroneMH .n:HeBHH .LJ:03H (900- 1 200 mg). 

Bo paMKHTe Ha ECG, npona<PeHOHOT He3Ha"<IHTeJIHO BJIHjae Bp3 nponoHrHpa:a,e HaP, PR H Ha 

QRS-HHTepBaJIHTe, .L(O.L(eKa QTC-HHTepBaJIHTe OCTaHyaaaT HenpoMeHeTH. 

Kaj II~HeHTHTe KOH ce Ha TepanHja CO .L(HrOKCHH H HMaaT ¢paKUHja Ha HCnyMnyBaH>e 35 -
50 %, KOHTpaKTHJIHOCTa Ha JieBaTa KOMOpa e He3Ha"<IHTeJIHO HaMaJieHa. Kaj na~HeHTH CO 

aKYTeH TpaHCMypaJieH HH<}>apKT H CO Cp~eBa CJia60CT, HHTpaBeHCKaTa aTIJIHK~Hja Ha 

npona¢eHOH MO)I(e 3Ha"<IHTeJIHO .n:aja HaMaJIH ¢paK~HjaTa Ha HCTIYMIIyaaH>e O.L( JieBaTa 

KOMOpa, .L(O.L(eKa llaK Kaj na~HeHTH BO aKYTHH CTa.L(lfYMH Ha HH<PapKT 6e3 Cp~eBa CJia60CT 

OBOj e<PeKT He e H3pa3eH .L(O TOj CTeneH. l1 BO .L(BaTa c.rryqaja, TIYJIMOHaJIHHOT apTepHCKH 

llpHTHCOK e MHHHMaJIHO 3rOJieMeH. ITepH¢epHHOT apTepHCKH npHTHCOK OCTaHyaa 6e3 

3HaqajHH npoMeHH. O.n:oa.n:e, npona<PeHoHoT He rroKa)l(yaa HecaKaH e<PeKT Bp3 

<P~HOHHpaH>eTO Ha JieBaTa KOMOpa KOj 6H 6HJI O.L( KJIHHHtU<a Ba)I(HOCT. KJIHHH"<IKH 

peJieBaHTHO HaMaJiyaaH>e Ha <l>YHK~HjaTa Ha JieBaTa KOMOpa MO)I(e ,L(a ce O'<IeKyaa CaMO Kaj 

rrauHeHTH CO IIOCTOjHa CJia6a <PYHK~Hja Ha JieBaTa KOMOpa. 

Cp~eaaTa cna6ocT Koja He 6Hna TpeTHpaHa coo.n:aeTHO MO)I(e .n:a ja anomu cocToj6aTa, 

pe3yJITHpajf<H CO ,L(eKOMTieH3a~Hja. 

5.2 <J>apMaKOKHHCTCKH CBOjCTBa 

ITpona<PeHoHoT e pa~eMcKa cMeca o.n: S- H R -npona<PeHoH. 

Ancopnuuja 
ITo opanHa ammKauHja, npona<PeHOHOT cKopo uenocHo ce ancop6 

racTpOHHTeCTHHaJIHHOT -rpaKT Ha .LJ:03H03aBHCeH Ha"<IHH. MaKcHM 

nna3MaTa ce nocTHrHyaaaT 3a .n:aa .n:o TpH 'tlaca no npHMeHaTa Ha 

ITo e.n:HHetJHa .n:o3a, 6HopacnoJIO)I(JIHBOCTa e OKOJIY 50 %. ITo noae 
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KOHUeHTpaqHjaTa BO IDia3MaTa H 6HOpaCITOJIO)J(JlHBOCTa paCTaT .!{HCITpOriOpUHOHaJIHO, KaKO 

ITOCJie,UHUa O.U 3aCHTYBaJDeTO Ha MeTa6oJIH3MOT Ha ripBHOT rrpeMHH (CYP2D6) BO xenapOT. 

Bo CTY.UHja, npH e,UHHeqJia .U03a rrporra<jleHoH xpaHaTaja 3roneMHJia MaKCHMaJIHaTa 

KOHUeHTpaqHja BO IDia3MaTa H 6HOpaCITOJI0)J(JlHBOCTa, HO npH npHMeHa Ha ITOBeKeKpaTHH 

.!{03H npona<jleHOH, Kaj 3,UpaBH HH.!{HBH.uy:H, XpaHaTa 3Ha"tJHTeJIHO He ja CMemma 

6HopaCIIOJIO)J(JlHBOCTa . 

.1IucTpu6ynuj a 
llpona<jleHOHOT ce .UHCTpH6yHpa 6p30 BO opraHH3MOT. BorryMeHOT BO paMHOTe:>KHa COCTOj6a 

e 1,9 .uo 3,0 1/kg. TeparreBTCKHTe KOHqeHTpaumi BO IDia3MaTa ce so oncer o.u 150 ng/ml.uo 

1500 ng/ml. CTerreHOT Ha Bp3yBaiDe Ha rrpona<jleHOHOT co rrJia3Ma-npoTeHHHTe e 3aBHCeH o.u 

KOHUeHTpaqHjaTa H ce HaMarryBa 0.!{ 97,3% Ha 0,25 f..lg/ml, 0.!{ 81,3% Ha 100 f.!g/ml. Bo 

TeparreBTCKHOT KOHqeHTpaqHCKH OIICer, IIOBeKe 0.!{ 95% IIpOna<jleHOHOT e Bp3aH 3a ITJia3Ma

npoTeHHHTe. 

bHOTpaHCcbOpMaguja H eJIHMHHaguja 
Cne.uej:KH ja KyMyJiaTHBHaTa ypHHapHa eKcKpeqHja BO 24 qaca, 1,3 % o.u HHTpaBeHCKHOT (70 

mg) H 0 ,65% o.u opaJIHHOT (600 mg) nporra<jleHOH ce H3naqysa HenpoMeHeT so ypHHaTa, T.e. 

npona<jleHOHOT e CKOpO qeJIOCHO MeTa60JIH3HpaH BO xenapOT. ilpeCMeTaHHOT ITOJIY>KHBOT Ha 

eJIHMHHauHja ce .!{BH)I(H o.u 2 .uo 10 qaca 3a 6p3H MeTa6orrH3epH H o.u 10 .uo 32 qaca 3a cna6H 

MeTa60JIH3epH. Kaj IIOBeKeTO 3,UpaBH BOJIOHTepH H Kaj 60JIHH JIHqa e npoHaj,ueHa TeCHa 

II03HTHBHa KOpeJiaqHja ITOMefy HHBOTO BO ITJia3MaTa H A V -KOH.!{y-KUHCKOTO BpeMe. 

KJIHpeHCOT Ha rrporra<jleHOH e o.u 0,67 .uo 0,81 1/h/kg. 

no HHBO BO IIJia3MaTa o.u 500 ng/ml, PR-HHTepBaJIOT e CTaTHCTH~H 3HaqajHO npOJIOHrHpaH, 

CIIOpe,ueHO CO OCHOBHHTe Bpe,UHOCTH KOH .!{03BOJIYBaaT THTpauHja Ha .!{03aTa H CJie,UeiDe Ha 

naqHeHTHTe CO IIOMOill Ha EKr -qJUaiDe. <l>peKBeHqHjaTa Ha BeHTpHKynapHHTe 

eKCTpaCHCTOJIH ce HaMarryBa KaKO illTO ce 3rOJieMYBaaT KOHUeHTpaUHHTe BO ITJia3MaTa. Bo 

HeKOH CnyqaH, KOra e HHCKO HHBOTO BO IIJia3MaTa- < 500 ng/ml, ce rrojasysa COO.!{BeTHa 

aHTHapHTMHt.IHa aKTHBHOCT. 

PaMHOTe)J(Ha COCTOj6a ce ITOCTHrHysa 3a 3 .!{0 4 ,UeHa, KOra 6HOpaCITOJIO)J(JlHBOCTa ce 

3roJieMYBa .!{0 OKOJIY 1 00 %. llpenopaqaHHOT ,U03eH pe)J(HM Ha IIporra¢eHOHOT e HCT 3a CHTe 

rraqHeHTH 6e3 06SHp Ha MeTa60JIH~HOT CTaTyC (T.e., 6aBHH HJIH 6p3H MeTa60JIH3epH). 

llocmapa nonyJZau,uja 
Pa3JIO)J(Y'BaJDeTO Ha rrporra<jleHOH Kaj IIOCTapH rraqHeHTH CO HOpMarrHa peHaJIHa <PYHKU:Hja e 

BHCOKOBapHja6HJIHO H He e 3Ha"tJHTeJIHO pa3JIHqJI0 0.!{ OHa Kaj 3,UpaBH MJia.!{H HH.!{HBH):{yH. 

Pa3JIO)J(Y'BaiDeTo Ha 5-xH,upoKCHnporra<jleHOHOT e crrHt.IHO, HO pa3JIO)J(ysaJDeTo Ha 

rrpona<jleHOH rJIYKypOHH.!{HTe 6Hno y.usoeHo. 

PeHQJlHQ ouctjJyHKU,Uja 
.[{ypH H npH ocna6eHa peHaJIHa <PYHKUHja, He ce 3a6erre)J(ysa HaMaJieHa eJIHMKHaqHja Ha 

npona<jleHOHOT, illTO e ITOTBp,UeHO CO CTy.!{HH ITO Cnyqaj H CO e,UHHet.IHH KHHeTHqm CTy.!{HH Ha 

rrauHeHTH co xpoHH"llia xeMO.UHjaJIH3a. KaKo H .ua e, aK)'MynauHjaTa Ha rnyKypoHH.UHHTe 

MeTa60JIHTH 6HJia OITCepBHpaHa. KJIHHH~HTe XeMHCKH B ~H...fte ce pa3JIHKyBaaT 0.!{ 

OHHe Kaj IIaqHeHTHTe CO HeKOMllpOMHTHpaHH 6y6pe3 !+.,_ ~'(\i. FA:~.,:"YC'~ 
llpona<jleHOH XH,UpOXJIOpH.U Tpe6a ,ua Ce llpHMeHys ~eT a3JIH~Y . IIaq:HeHTH CO 

141 ~ • • 
peHarrHa 6orrecT. ~ : ~-"'~ ~ ~ 

• at ; ' '" l:l 1')\A) (1)0 
4 A. ,,.. ~ ~ 

XenapHa ouctjJyHKI{Uja .., ~ "'~v"" IJj .t. "!.c. 'I-... ..., • 
-~. "I'" q • -~ ..,,_ • St-1"-\} ~ 

".If~' ~ ~ 
• ct<.O --
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llporra<PeHOHOT IIOKa)l()'Ba 3fOJieMeHa OparrHa 6HOpaCITOJIO)I(JlHBOCT H 3fOJieMeH IIOJIY)KHBOT 
Kaj nauneHTH co xerrapHa .n:nc<!>YHKUHja. ,[(o3aTa Mopa .n:a 6n.n:e npncnoco6eHa Kaj 
rrauneHTHTe co xenapHa 6onecT. 

5.3 IIpeTKJIHHH"'KH no~aTOUH Ja curypuocTa ua JICKOT 

HeM a. 

6. <!)APMAr(EBTCKH IIOMTOI(H 

6.1 JIHCTa Ha fiOMOWHH cynCTaHI.{HH 

J1aKT03a MOHOXH.LJ:paT 
MHKpOKpHCTaJIHa uenyno3a 
HaTpHJ'M cKpo6eH rJIHKOJiaT (THn A) 
KonoH.n:eH CHJIHUHYM .D:HOKCH.D:, 6e3Bo.n:eH 
MarHe3HJ'M cTeapaT 
HaTpH}'M naypHncyn<!>aT 
ilOBH.D:OH 
TaJIK 
Ona.n:paj, 6en 

6.2 IIHKOMnaTHOHJIHOCTH 

HeMa. 

6.3 PoK ua ynoTpeoa 

TpH (3) fO.D:HHH. 

6.4 Ha11nn ua 11ysaJLe 

0Boj rreK He 6apa noce6HH ycnoBH 3a qyBaH.e. 
J1eKoT Tpe6a .n:a ce qyBa Ha.LJ:Bop o.n: .n:o<PaT Ha .n:eua! 

6.5 Onuc u COAPIKHHa na naKYBan.eTo 

6.6 Iloceouu MepKH ua npeTna3JIHBOCT npu oTcTpauysalbe ua ueucKo 
OTna~HHTC MaTCpHjaJIH 
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7. IIPOH3BO,l(HTEJI H HOCHTEJI HA O,li;Ol>PEHHETO 3A llPOMET 

AJ1KAJIOI1.D: A,n: CKonje 
6yJI. AJieKcaH.uap MaKe.UOHCKH 12 
1 000 CKonje, Peny6JIRKa CesepHa MaKe.umrn:ja 
TeJI.: +389 2 310 40 00 
<l>aKc: +389 2 310 40 21 
www.alkaloid.com.mk 

8. J>POJ HA PEIIIEHHETO 3A llPOMET 

11-280/2 o.u12.04.2016 

9. ,li;A TYM HA IIPBATA PErHCTPAIJ;HJA/OJ>HOBA HA PErHCTP AIJ;HJATA 

10. ,li;ATYM HA PEBH3HJA HA TEKCTOT 
CenTeMBpH, 20 19 
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