
3EIIPEH 1I3BEmTAJ 3A OCOEIIHIITE HA JIEKOT 

1. lIME HA ME;J:IIQIIHCKIIOT TIPOII3BO,U 
MAJEZJK-SA OVEL 100 mg 

MA)J(E3I1K-CAHOBEn 100 m g CPIUlM -06JIo)f(eHl1 TaG_ eTJ1 

2. KBAJIIITATIIBEH II KBAHTIITATIIBEH COCTAB 
E)J,H<:t CPI1JIM 06n O)f(CH a Ta6JreT 3 COJW)l(I1 100 mg cpJl yp6J1npO¢cH. 


EK~lWl1eHcl1: e)],Ha CPM lM- 0 6JIo)f(eHa Ta 6Jl CTa COAP)f(11 124.50 mg aKT<na 


MOHOXl1ApaT. 


3n l~e.JZailia .'lllciiJa I-l{l UOMOWI-lU cyLic iu(lHl( ll ll a02.fleol-lcille (-w ut'.!] 6.1. 

3. <l>APMAQEBTCKA <l>OPMA 
<PI1Jl 1- 0 6JlO)f(CHI1 T a 6 'w 'fl1 . O-tH I1, I1~AO.ll )f(eHI1 (Pl1J1M -06JIo)f(e HI1 TaOJl cT ~o ]apc '~ 

HCI ,o,BCT e CTpaHl1, 

4. K.TIIIHlIqKII CB OJ CTBA 
4.1 T epaneBTCKl1 HHAl1Kau,HII 
MAJEZIK-SA VEL ce KOPMCTH 3a TpeTMaH Ha peB aTOI1Ae H apTpl1Tl1 C. 

o CTcOapTpl1Tl1C, a HKI1JI03HpaYKJ1 CnOHI~J1Jll1T, MYCK YJl OCKeJleTIlH H' pylUyoaH~a H 

TpaYMi:t K aKO nepl1apT p l1T I1C, BKO Y3HeT O p aMO. 6YP :HlTHC, T CH/VIRI1TI-1C. 

1'eHOCI1HOBH1'HC 60JIl<i:\ SO)],o HI101' )],eJI OJ-!, rp60T, I1CTCfHYBCll-ba J1 J1 c l.lamYoaJ-bCl, 

<t>JIyp 6J1l1pO¢ eH c e yn o T p eOY03 11 13 oneCHYBaFne H 3 6 Jla ra no YMcpel-ta 6 0 JlKH llpl1 

C CTOjOI1 KClKO '3an06 0 !1Ka. nOCT-Onep3TI1BH3 60JIK 3, AHCM eHopea 11 MHfpeH3. 

4.2 A03Hpall>e H Ha1.JHH Ha ynoTpe6a 
Ta6ne n l're ce H3MeHCTl1 '3a rrepopa Ha ymYfpc6a. e npeuop Cl'lyB3 1'aOJlCTHT C Ha 

ce '3eMaaT 3' speM e Ha IH UJ nOCJIe Ja .o; !-he. 

HCCClKaHI1Te AcjcT Ba MO)f(e A8 ce MHHI1MGlJII1'3l1pa aT co ymYfpe6a Ha HajHllcKClT ;1 

ecpeKTJ1 BHa .0;0 ' a BO Haj Kp ' ToK BpeM HCKH nepl1o)J, nOTp o eH 'JH KOHTPO ra Hfl 

CHM n TOMI1TC ( BHp,eTC .o;eJI 4.4). 

B )3paCHli iial{lleliTU li 

npl:nOpal£3H3 AHeSHa AOJ3 O)J, Jl eKOT e 150-200 mg, 110.o;C.neHJ1 so )We, T pll I1JUI 

'leTl1pH noe J1He'-IHI1 )J,0311. Kaj nau,HeHTH co CepJ103Hl1 CH MOTO 111 I1JTH co aKYTHa 

60JICCT KaKO 11 3a BpeMe Ha <:IKyl H8 ef3au.epoa~l1j a Ha 60n e c1'a, qeJIOKynH3TCl ,~(na 

MO)f(e ~a cc 3rOJfeM I1 J~O 300 mg no)],eJ1CHl1 BO HeKOJf KY rroei'V1RCllHH ~03H . 

Bo CJI YClj H a ,!JJ1cMeHOpe a ce anJIHI~J1paaT 100 mg Ha nOI..(e'fOK 0.0; CI1M0 1'OMJ1Te, 

npOCJle~elm co SO mg J1JII1 100 mg Ha ceKOH 4-0 Ll3 c a. MaKCI1M8JlH Cl A03BoneHa 

)lHeBHa )l0]3 e 300 mg. 
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JIeKoT MAIEZI K-SA OVEL, He e HaMeH T 3a ynoTpe6a Kaj Aet~a nOA 12 rOAHHJ1. 

4.3 KOHTp3HHAnK3~HH 


JICKOT HC CMCC )J,3 cc npHMcHYB3 BO CJ1 C,!J,IIHTC CHTY3~HH: 


• 	 Oo:m aTa npe'lYBcTBI1TeflH OCT (Cl cTMa, ypTlf Kap l1j a "J111 APYrl1 aJ1ep HCKI1 

peaK u.HII) Ha aKTJilHHaTa cyncTClHu,Jilj a HJI I1 Ha HeKoj a O}J. nOMOUlH~ITC 
cycnCTaHu,l1 l1 H3 JJeK()T; 

• 	 Kaj nal~HeHTI1 KOH BO MJIHaTOTO I1MaJJe peaKlI,HI1 Ha npeOCeTn "BOCT ( acTMCt, 

pHHHTI1C, aHrl10 eAeM 11 11 ypTI1KapHj ) no anJlHKall,Hja HCt ¢.llyp6I1npoCpeH, 

aCnJ1pl1H HJlH APyrJil H cTepOHAH" I1HcpJJa aTOpHI1 cpeAcTBCI. 

• 	 K aj naIJ,HeHTH co AeHAp HTcKI1 KepcHHTHC; 

• 	 3a BpeMe Ha nOCfleAHI10T Tpl1MeCTap OA 6peMeHo cT (BBAeTe }1t.:TI 4.6). 

4.2 " p cAynPCAYB3I:bC H MCpKH H3 "pCTn3 3JIDBOCT 

HecaKaHHTe AejcTBa MO)f(e Aa ce MHHHMaJTB3J1paaT co ymrrpe6a HCl HCtjHHcK3Ta 

ecpcKTHBHa A03a BO HajKpa OK BpeMeHCKI1 n ep"oA n OTpc 6ell ~j3 KOH'r p OJJCl Hi·1 

CHMnTOMJ1Te ( B11 ACTe Aen 4.2 Ii racTpmfHTCCTl1Ha Hl1l1 KapA110 B3 KyJlapmI P113111(11 

H313eAeHI1 nOAo.fl Y) . 

Ta6.neTl1'fe MAJEZIK-SA OVE L COAp)I(aT JIaKTOJa. Ilall,11eHTH co peTKa HaC.l1eAHa 

I1TOJICpaHL(Hj a Ha r anaKT03a, L app-JJaKT03a Accpm:J,MeHlI,l1j a MilH MananCOpnlJ,J1ja Ha 

rmlKOJfI -raTI3KT03a He Tpe6a A3 ro ynoTpe6ysaaT neKOT. 

Tpe6a Aa CC l.n6erHYBa KOHKOMI1TaHTHa ynoTpe6a Ha HCAl1JI BKllYYI1TeTIH ) H 

Ce "JeKTHB HI1 11HXI16I1TOPI1 Ha U,M KJIOOKCMreHa3a-2 3apa)J,11 p~I'JHKOl' o,~ a,L\HTHlle H 

CCPCKT ( BHAcTe )],eJl 4.5 ). 

raciiipoultlu eciiiuua.n.uo "p oapelbe, y.n.'1epa'l"1l u iiepfjJoPalluja 
Bo 6r-lJ1o Koe RpeMe OA TPeTMaHoT co HCAI1JT ce npHjaBeH H ell yn-raM H3 

r aCTpOHHTCCTl1HaJJ HO Kpsapelhe, y u,epalJ,IIM 11 n ep¢ opau,Mj a. Ol.me HecaKaHH 

ecp K 11 M )I(e A8 ce q)31'anHH M MO>Ke Aa ce j aBen' co J1JTIi 6~3 lI peJwn pe~yB<p·lKJ.1 
CHMn ToMl1 1111 11 npeTx oAHa MCTopHja Ha raC'f'p OMHTeCTMHa JlHH Kpnapelba. 

PH1MKOT 0)], r aCTpOMHTeCTl1H3TIHO Kp sap Clbe, ynKyc MTIM lIercpopaIJ,Mja e f[ORHCOK 

npl1 n p HMCHa Ha 1l0 BMCOKM A03M Ha HCAM JI, Kaj n alll1cHTI1 co HCTOpl1j a H3 YJIKYC, 

nocc6HO AOKOTIKY e KOMnflHlJ,MpaH co KpBapCl-be H 11 11 n epcpopalJ,Hja 11 Kaj 1l0CTaprr 

n3UHeH1'M. O BHe nal.\HeHTM Tpena Aa ACI ro n OllHaT TpeTMaHoT co Haj HHCKt1 MO.>KH<:t 

)],03a A n KOT. 
nalJ,HeHTHTe co HCTop l1ja Ha racTp < HHT CTHHallHa TOKcwm OCT noceoHo AOKOJIKY 

ce p360Tl1 3<1 nOCTap J1 flJ1ua, Tre6a Aa ja n pHj aBaT noj aBaT3 Ha nUllO KClKBH 

HeBo06wl aCHH a6)],OMHHafl HM Tc':ro6M (noce6HO r I1 KpBap e.I-he) noce6HO AOKOllKY 

CC JaBaT Ha nO YCTOK OA TpeTMaHOT. 
Dal.\l1eHTI1Te KOM ce Ha KOHKOMHT3HTHa Tcpamlja co TICKOBH KUH ro JrOllCMYBaaT 

P IBHKOT OA raCTp OI1HTeCTHHaTIHa TOKCW IHOCT HJlI1 KpBape l-be (KaKO Ha np. 

llepOpaJTHH KOPTHKOCTCPOI1AH. aHTI1Koary n<lHTI1 KaKt Bap(l)apHH, C PM ~1Jl'1 
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3HnI-arpera~MOHM eKOBM KaKO a~CTI1JTCa i1 11~l1JTHa KHCemlIla) p e6a WI 

npeB'3eMaT noce6 f-B1 MepKM Ha npeTna3JTMBOCT ( SMl-I Te Aen 4.5). 

TIPM nojaBaw:I f M KpB3pelhe I1JTH ynuepaUl1j' Tp eTMaHoT co MAJEZrK-SA OVEL 

Tpe6a Aa ce npeKHHe. 


Kapi)uOlJaCKYJlapnO, penaJlno u xeiiaiiiaJlno omiiieiiiYBalbe 
TpeTMaHo co Al1fl MO)Ke A3 AOl3eAe ):(0 p,mHO 3aBI1CHa pe):{yKI(l1ja Ha 

np CTarJl3Hp,HHCKaTa CHFI1'eJa H p,a npe~l1 n HTMp3 noj aB3 Ha p HaJTHO 'J3TajYBlHLc. 
Ha Haj r. M p l13 11K ce 113 O)J(eHI1 na~I1eHTI1Te CO HapymcHa peHaJlH3 q)YIfK UHja. 
HapyweHa pa6< 1'a H3 cpue1'O, xena1'all Ha ):(l1CCPYHKUl1ja . naUl1eHTH K< HI ce He! 
TcpanMja CO .I1ypeTI1 UI1 11 nOCTapl1 Jll1ua. Kaj o lme lIaUUeHTI1 e nOTpeoeH 

MOHI1TOpl1Hr Ha p HaJTH3T3 CPYHKUl1ja. 

Kapi)uo6aCKYJlapnU U lIepe6p06aCKYJlapnU eljJeKiiiu 
npl1 ,HIJlI1KaqHja Ha cpJlyp6Hnpo¢ eH npuj aBeHa e noj(lBa HCI e):(e M 11 peTCHUl1j a lIa 
Te'-fHOCT: Kaj lI aUl1eHTl11'e CO I1cTopMja Ha KOHrecnmo cpqeno '3(najYBaJ-b ,cpqes<I 
AeKoM n cH3aql1ja HJTM Xl1nepTeH111j3 Jl eKOT Tpe6a ):(a ce )1aBa CO '31' )JleMeHI1 MCpKII 
Ha npe1'na'3JTI1BOCT. 

Xe.MaiUOJlOmKU eljJeKmu 
KaKo 11 l)CTaHCI'fl1T ICAI1JI 11 cp lyp611npocpeH MO)[(e p,a j a 11 HXl1611P" 
arper aUl1jaT' Ha TPOM6oUl1'fll H )1a ,D,OBeAe AO IIpOp,O )Kys3H.,e Hc.I sp eMcTo Hfl 

KpSapeH>e. nO):(aTOl~l1Te O,D, CTYA ~1I1 CO an MKa1l,I1ja Ha 200 mg <p.TJyp6I1npocpcll HC 
YKa>KYBaaT Ha npOll:OJI)KeHO npcMe Ha KpBClpeFbc npH yn oTpe6a Ha JTCKOT. Kaj 

I lal ~HeHTI1Te co CK OHoe'!' KOH aOHopMa.1Ho KpBapeH.,e ce upenop' '-fyBa 1rO.1CMella 
npc'!'lJa '.HIHBOCT. 

llociuapu iialluelliiiu 
OPI1 Tpe~nwj(l co H A I1JT Kaj nocTapw naLJ. I1CHTM perWCTpl1 paH 8 e ]ro.rl~ML:Ha 

1)peKBcHu.Hja Ha HCCaKaHI1 p,ejcTBa. 

pella 
He e Y1'Rp)1eHCl ccp HKacH ocTa 11 6e36ep,HocTa O,D, n pl1MCH 8 Ha .nCKOT Kaj ):(fua. 

4.5.HHTep3K-.I1H co APyrH JJeKOBH H APyrH cflopMH H3 HHTep3KlI,UH 

Kaj HeK 11 naLJ.eH HTI1 3a Bp eMe In TreTM3HoT co cpJl ypol1 npocpcH npllj a13ClIlI ce 

HHTepaKLJ.I1 .11 co HeKOM 0):( C ep,H11Te neK BH: 
Uo:ypeTlt -.H, AUE HHXH6HTOPH H 31tT3rOHHCTH H3 3HrHOTeH31111 11 
HeAVlJT MO)Ke ,D,a ro HaMaJT aT ccpeKToT Ha Al1ypCTl1LJ.I1Te H ):(pyrwTe 

aHTl1 XI1nCpTCH311BHM JTeKOBH. Ko-aAMH HI1CTp aLJ.l1jaTa Ha AUE HHXM6l11'OP lUll! 

al'lTar OH I1CT Ha aHn! TCH111 H n co I1HX110HTOPH HCI 1~HKJlOOKcl1rell a 5a a, Kaj 

naql1eH 11 co Hap yw Ha peHaJlHa CPYHKLJ.Hj a (Ha np. ):(cxHAp"paH I1 naLJ.l1CHTH l'I.TII1 

nOCTapH JJHL~a co HapyrneHa p HaJIHH CPYHKLl.Mja) MO>KC ACl pCJyJITHpa co 
BJTOlliYBaH.,C Hel peH<:IJT HaT3 ¢YHKLI,l1j a nKJIY~lyBajK}1 11 p H'H1K OA ClKYTHa pCllaJJll<l 
J1Hcy¢}1[.~l1eHl~Hja Koja 0611~IH C p eBCp311611J1HCI. BHe MHTCp aKLJ.IHI 'fre6a na ce 
leMaT HO npe):(BI1):( llpl1 KOHKOMI1TaHTHa ynoTpe6a Ha ¢ JIyp611n pocpCH co A lJ,£ 
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I1HXH611TOPI1 I-1J111 a HTarOHHCTI1 Ha aHnml'eH3HH II. OBaa KOM6HHaLJ,Hj a (noce6Ho 

Kaj nOCTapl1l'C n al.(HeHl'H) Tpe6 a .n;<-1 ce yn ol'pe6YBa co 3rO.1eMeHH MCpKH Ila 

npel'n33JHlBocT. ITalJ,HeHl'HTc Tpe6a cOOABeTH O Aa ce xl1ApaTIlpaaT a peHaJIH3Ta 

rpYH KLJ: Hj a 'fpe6a Aa ce Hcm-iTa Ha nOl.leTOK OA KOHKOMI1TaHl'H aTa epanl1ja 11 ).\3 ce 

C eAI1 nepI10t\H'·IHO 3a speMe Ha l'p l'M3HOT. 

KapAJJjaJIHH fJIHK03H,IJ.H 

HCAI1JI M»K ga AOBegal' g o enan ep6au,l1j a Ha cp u.eBaTa cpyHKLJ:J!Ija, HaManYBalbe 

Ha Cl'anKClTa Ha fJTOMepYJI"lp Ha qm Tp au.I1Ja 11 ,Qa ro 3ron eMaT IIJla]M3TCKO'fO HI1BO 

IIti Ka p.n;HjaJ1J-H1 rm'K03l1r~ l1. 

A Hl'HKoarYJIaHCH 

HCAJ1JI MO)Ke ,Qa r o 3a6p3a aT ecpeKl'OT H3 aHTI1KOarYJIa HCHl'e KClKO B<:lpcpapl1H 

(nHJ~el'e AeJI 4.4). 

ACnHplt1l 

Ka Ko H C Cl'3Hal'H'fe np0l13Bo,Q11 KOI1 cO,Qp)KaT H e AI1IT, KOHKOMI1TaJ ITH::t'f<l 

anMHHHCTpaTJ,l1j a Ha cpJIyp 611npOCpeH 11 aCnl1pl1H 0611 '-IHO He ce npcnop a'IYBCI 

:~a pa.n;11 PI1 'JI1KOT og 3rOJleMYBalbe Ha HecaKaHH ecpCKTI1. 

Au:eTllJIXOJIUH H Kap6axoJI 

Dpl1 I1CTOBpeMeHa anJ1I1KaI..I,Mj a ¢ nyp6HJIPO¢eH ro MHaKTHBnp a e¢e KTOT !Ia 

au.CTI1J1XOJnIH M Kap6axon. 

CeJIeKTIIBIIH HHXH6HTOPH Ha nOBTopHOTO npeB3eMalhe Ha cepOTOHHHOT (CCP M) 

OPH KOHKOMHT3HTHa an HKau.l1j a co H ~AI1fl ce 3ro leM)'Ba pl1'mKOT o,n: 

, 8CTp0l1HTeCTJ.iHaJI HO Kp napeJ-be (BI1,QeTe .n;e.n 4.4) . 

C OJ1H Ha J1HTHYM: HaMan ,Ha eJIHMHHau.Hja Ha JlH'I'I1YM. 

MeTOTpeKcaT: HCAl1fl MO)Ke g a r o 1ro eM3T HllBOTO Ha MCT{JTpeKC3T: npM 

HCTOl3peMe Ha allJII1Kau,l1j a Ha cpnyp6HnpocpeH H MeTOTpeKcaT ce npeJlop<-l'Jys aaT 

3ro CMe HI1 MepKH H3 npeTn 33J1HBOCT. 

3a BpeMe H3 Tp eTMaH OT co MAJEZIK-SA OVEL He Tp e6a JJ:3 ce KOHCYMHpa 

3JIKOXOJl. 

4.6 .JipeMeIJOCT 11 J1aKTaU:Hja 

Bp eJuellociu 
DO,Q3Tou.H Te o.n; CTY,QlU1Te 113Be.n;tHH Bp3 )KM B\.)THH He YK(\ )Kysa aT He TepaTOreH 

ecpCKT H3 JleKOT. ITocTojaT3 Orp aHMl[eHH nO,QaTOLl}1 J3 npHMer la Ha JlCKOT :~a 

Bp eMe H3 opeMeH OCT Kaj JIY ' e. <PJIyp6Hnpo ¢eH He Tpe 3 ga ce A3B3 33 npe e Ha 

UpBHOT 11 BTOPl10T TplfMCCTep OA 6peMeHocTa OCBCH 3KO He 1I0 CTOH j acH3 
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I1H,ll,HKa~l1ja 3a HerOBa ynoTpe6a. TpeTMaHOT co cpJlyp6I1 npocpCH C 

KOHTpal1H 11I~l1paH 3a BpeMe Ha TpeTHOT p HMeCTep O,ll, 6 p eMeHOCTa. 

J(oelbe 
3apa,Q11 PI1'3l1KOT 0,Q MO)l(HI1 HccaKaHH ecpCKTl1 H(I I1IJXl1611TOpl1Te HCl 

npOCTar aH,QHHCK(I Clun e3a BP] HOBopO,QeHOTO. HCAI1fl lie ce np enOpWJYBa Ja 
ynOTpe6a 'ia BpeMe Ha ,ll,oeI-bc. 

4.7.Eq.CKTH Bp3 cnoco6HOCTa 3a B03elbe H ynpaByBalbe co M3mUHH 
He ce H'3Be,ll,CHH CTY)J.HH 33 ecpeK'fOT Ha cpJIyp6l1npocj)eH Brn Cl]OC06HOCT3 J3 

B{neI-be 11 ynpaBYBalhC co Malli l1HI1. Brn OCHOBa Ha cpapMaKOilHHaMI1CKI1TC 

OC06l1m l I1 6 e36c)],HOCH110T npo cpl1JI H3 MAJEZ IK-SANOVEL , He ce O'lc KYBa .neKOT 

)J.a BJI Hj ae Bp3 cn oc06 HocTa 3a p eanlpaI-be Ha na~l1eHTOT. 

4.8.lIecaK~u lII eq.eKTH 
HeCaKaHI1Te ,ll,ej cTBa npl1jaBeH I1 Ja BpeMe Ha TpeTMaH T co ¢JIyp611 npO(peH ce 

cn a6 11 , p eTKl1 , ,Q03HO-3aBl1CHl1l1 npHBpeMeHl1 . 

racifipOl l I lIuecIU U IHlflJ.lU I-Ulp ylllyfW Iba 

HajllecTo npl1jaBeHH HccaKaH11 ecpcKTH ce 0)], cTpaHa J-la raCTpOl1HTeCTIHlC:I.nHH >T 

CHCTCM. M O>Ke .n.a ce j aBJ1 nenTwreH YJIKYC, nep(tJOpa~l1ja I1JUI 

ra CTpOI1HTeCTHHaJIHO KpBapefue, KOJ1 MO)Ke ,ll,a I1MaaT cpaTaJJeH I1CXO)l, 1l0Ce6HO Kaj 

rrOCTap l1 . IDJ,a (BH)],eTe ,ll,eJ1 4.4). no annl1KaQRja Ha q)Jl yp611ll poCP H npl1jaBeHI1 ce: 

HC:lYleCl, nOBpaKaI-be, ,ll,I1J ap ea, AlfCnen CHJa, cpJlaTyn c HTJ-lOCT. KOHCT11l1uqI1JCI. 

a - ,QOMHHaJI Ha 6 0JJ Ka. 

lIap YUly nol-ba I-ia II.MYJ.lUOIU cllciueM 

YpTliKapHja. 

lJapywY(W!-ba fI {l cpl-{ewo U 6(lCKYJwpmlOili CIlCUl f M 

EnCM, XHIJ ' pTeH3I1ja. 

J/apY l llYBOH,a I-Ia p ecilup mTi opHllolTi (.'Ll ctTie.M 
4>116p03a, PHHHTI1C. 

llapyllly 6a!-l a I-W Hep(mUOw ClIClu eM 

r naBo6oilKa. n apeCTe3l1j a, BpTonlaBH~a. COMHOJl eHTHOCT, HHCOMHI1Ja . aMHC':H1Ja, 

'3a6p~a HI1 pccjJJ1eKCI1, TpeMOp. 

ll11pYWYAa l-ba J.la OKOUtO 

3aMaTt;H BI1 ,u . . MHma, MH,ll,pl1.ja3C1. 

H apywY(WHJ(l 1-10 Y6o{iio /I J),{/fiupul-lI71o iii. 

TI1HJ.iTYc, uepTIlro. 

\ . 
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XeiiGluo6w/ujapHII HapYUlY8al-bCl 
3rOJleM eHa KOH~eHTp3l(l1j(J H1:l x enaT 3JlHl1 e H3HMH, 

OL7wiiiu HOpYWY(1al-ba II HapYlllY8afba Ha AIC'CiTtOlTiO Ha an'!uIKaz~uja 
0pUMeH3 H3 TCnCCHaT' Te>KllHa . 

4.9.0pCA0 3HpaJbe 

3 n a QJI H CHMDTOMH H3 npeA03HpaJhe 

CHMnTOMHTC H3 npe)l,0 311Pal-be B KJlY1IYBa aT: r JlaBo6 o JlKa, HaY]Ca, nOnpaKaJ-be. 

CnHraCTpW IH Cl 60Jl K' , r aCTp m lHl'eCTJ-IH3nHO KpBape lbC, p~TKO '~HJapea, 
)l,e:30pHe HTaJ.J,Hj a, CKCU:HTaU:H'j a , KOM a, 3aMaeHOCT, BpTO Jl a 811 u.a. TMH HTyC. 

HecBccTl-1qC:l M nOBpCMeHO KOHBY1l3HJ1. 0 cn y tlaj Ha TCUlKa I1HTOKC11Ka~H.ia Q)Ke 

)l,3 )l,oj )l,e )l,O peHCl HO 3aTaj YBafbt 11 XCmlTaJJ HO OUlTeTYB<J fbe. 

T p eTMan 113 npeA03Hpalbe 

TpeTM 3HOT Ha npe)l,03I1p allie e CI1MnTOM3TCKH. E AeH '-taC n o I3U CCOT Ha 

IJ OTeHI\Hj anHo TOKCWIH3 KOJIllQHH3 0 .11. neKOT Tp 63 Aa ce 3nJl11u.11pa (lKTHBeH 

j a rJleH. Kaj B0 3pacwi nal~l1eHTI1 KaKO anT p H3Tlma MO)!(e )l,a Ce '1e MC DO npeABH)~ 

raCTp WIHCI Jla Ba)f(a Koja Tpena }~a ce H3DC)~e BO nepHOJ~ 0.11. 1 lJ3C no BHeCOT Ha 

nOTeH~11jartH() TOKcwmaT a A03a. 

p c6'\ net e o6e:36eAH AOBonH CI AH)'P '~a. PeH3JlHaT a 11 x e n aTa.nHaT a cj)YHKl(Hj a 

Tpe6a BHI'1 MaTCjlHO Aa ce CJle.n:3T. 

Ilar~HeHTMTe Tpe6a .11.3 ce n o):{ nocTojaH MOHHTopHHr Ha,jMa.nK)' 4 t13C C:I no HHrec lIja 

H Cl TOKC114HaTa ,L(033 O,L( JleKOT. LfecTlITe 11 11 npOnOHrl1paHH KOHByn 'm11M 'frena Jl.3 

ce T p eTHp aaT co 11HTp 3BeHcK3 anJll1Kal1.l1j< Ha )1,Ma '3err3M. MO)KC .n:a ce npHMeHaT 11 

APyr n TepaneBT cKH MepKH DO 33 B11CH OCT <)}:{ KJlHHH4KaTa cocToj6a Ha na U:Yl e HTOT. 

5. «I>APMAKOJIOmKH KAPAKTEPHCTHKH 
5.1 <DapM3KoAHH3MCKH K3p3KTepHcTHKH 

CPap.~1{lIco iljepane81UCKa zpyua: HeCTepOI1AHH aHT11HHcpJlClMaTOpHH aHTHpc A laTHu,I-1 

ATC KO.rr MO 1 AE09 
<PJlyp6I1np ocpeH, )l, p HDaToT Ha cpeHHJl aJl K 3HOl1Y Ha K11Cemll'Ia e He-cTepCH1.n:eH 

3HTI1-HHCPll' M aTopcH arec co CI1J1HO aHaJlreTH"IHO 11 aHTYI -HHQ)Jl3MCl1'OPlIO ,L(CjCTBO. 

Ecp eK 01' Ha cpJlyp 6HnpocpeH e nocn e)1,H[J,a H a l1.HXI16J1TOPHOTO AcjcTBO Bp3 

lWKllO KCnreHa'3aTa co nOCJlC)l,OBaTeflHCI 11HXH611U:Hj a H3 6 HO HHTC'3aTa H3 

npOCTa r JlaH)1,I1HH 11 HaM aJl e Ha OCeTJlHBOCT Ha TK11133TCl KOH rrepHcpepHwrc 

1e,L(Hj aTopH Ha 6 0.nK 3. Ilo)1,aTol\HTc 0)1, cpapMaKoJ10UIK11Te CTYJUm YK Cl )J(YBa 3T AeKCI 

¢JIyp6Hnpocpc H e ecpRKaceH .n:ypH H BO K OfIll,e H1'palU1H n Q}-II1CKl1 on 

e KBI1nH6pl1YMOT H3 KOH u,cHTpau.HHTe BO nnCl3MaT a flO npHMeHa IHl Tcpan eDTcKH 

.n: 0311 . IloBc KcTo 01' HeCaKt.l HH're .n:ejCTB<1 Hi:! cp. y p 6 H1Jpoq)eH CC co Cflan H 

npl1Bp MeH Kapi:! KTep. 
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«J>JIyp6Hnpo<fJeH 

TIo Y)f(HBOTOT Ha enMMHHa Ll,Hja C oKony 6 '-taca. HaA 99% OA neKOT ce Bp3YBa 3a 

npOTCl1HJ1Te OA nna3MaTa. 

5.2 <l>apMaKoKHlleTcKH KapaKTepHcTHKH 

no nepOpaJI Ha all MK3lJ,MJa ¢nyp 6Jmpo cpcH op:w ce pecop6l1pa OJ!. 

racTp o HHTC THHaJIHHOT CHCTeM; MaKCMM i::UIHCl KOHlJ,eHTpalJ,Hj a 80 nna'lM3Ta ce 
nOCTl-1rHYI:Hl no 90 MfmynL XpaHi:rra He Bmtj ae Bp 3 6 110paCnOnO)f(HBOCT<l !-fa JICKOT. 

<Dnyp611J1pO¢CH 6p30 ce Menl60mHUpa M ce M311 aLlYB3 80 Cll060)1Ha cpopMa 11 RO 

cj:>OpMa KOI-byrHpaHH MCTa6oJHITI1 (20% ) M n peKy ypHHaTa 80 (pOpMa Ha 

XH p OKCM.'TMpaHH MeTa60nMTM (OKOJJY 50% ). OKOJl Y 99% OA reKOT e Bp3aH 3a 

nJl aJMaTCKMTe npOTel1HM a n OJl y speMeTO Ha eJ1HMl1HalJ,Hj a My e OKOJl Y 6 LlaC ' , 

5.3.npeTKJIHIIH ~I KII DOAaToLl,H 3a 6e36eAHocTa Ha JIeKOT 

Kll1'll~ep() 2.eHOC lTi 
nOAaTOlJ,l1Te OJ]." CTYP;l1H co npl1MCHa Ha W)311 ())~ 2.5 Ii 12 m g/kg/p;eH uo 
s p eMeTpaefbc op; 80 Hep;Cnl1 11 P;0311 OJ~ 0.5, 2 M 4 mg/kg/AeH BO speM~Tpaefbe 0)1 2 
rOp;I1HI1 Kaj rnyslJ,l1 11 cTaOplJ,H , COOABeTHO, YK3)f(y s aaT AeK a cp.1ypoHnpocpcH IICf-W 
KaHlJ,cp OreHo AejcTBo npl1 yncnp 6a Ha MaKCI1MallHI1Te A03BOJlCHl1 0311. 

Ce YllITe HC ce W3seA liM AOJlrOTpajHJ1 CTYAHM 3a MYTareHO AcjCTBO HCI 

cpnyp6lHlpOcpeH. 

6. ~APMAQEBTCK" CBOJCTBA 

6.1 EKLI,HnHeHCH 

.IaiJpo JIG tTia6.f1nTlmTia 
• JIo KT03a "spray dri ed" 
• M HKPOl< pHcTa.l1Ha J~eJlY 03a PH 102 
• Kpo cKapMeno3a HCI pl'IYM 

• X J1APOKCHnponMll lJ,en yJl03a 

• K OJlOHACH CI111I1KO H AHOKCI1 1 ~ 

• Mar HecHYM cTeapaT 

CPt/11M 06J1.OJKYfW I-b e: ()padry II Blue O Y-L-20906. 

• flaKT0 3a MOH()XMr~pa 

• HPM C 15cP 
• TJ1'l'aHH)'M AMOKCHA 

• PEG 4000 npailloK 

• FD&C Bl uc# 2indgo carmine (11 -14%) 
• FD&C Blue# 2indgo carmine (30-36%) 

6.2 liuKoMnaTH6HJlHOCT 

BeMa nOAaTOl~H 3a l1HKOnaTJ16J1JI HOCT. 
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6.3 POK lIa YlloTp e6a 

2 rO~HHH. 

6.4 	IIoceoHU npej:Q'npeAyB31b3 33 CKJJ3AHp3lbe 

A'I ce lJ ysa Het C06Ha TeM nepaTypa ~o 25°C 

6.5 II3K)'B3lbe 


KapToHcKa Kynlja co PVC/AI 6JUlcTepJ1 co ITO 30 qmJIM-OOJlO)1(eml Ta6 eTH. 


6.6 	Yn3TcTBo 33 P3KYB3lbe CO OTII3A"HOT M3TepHjaJl 

7. 	lIME II ALI,PECA HA npOlI3BOLl,lITEJlOT II HOCIITEJlOT 
HA O,UOEPEHIIETO 3A npOMET 

npOIf3DOAHTeJl: SANOVEL ILAC SAN V E TIC. A.S ., 
34580 Silivri I1cTaH6YJI, TypLI,J1j a. 

J1Me J1 aJweca Ha HOCJ1TeJIOT Ha of(06pemle '3a CT3.Ba ff,e BO npOMeT EO TypUJ1j a: 

S OVEL ILAC SA .VE nc. A.S., 34460 Jsti nye. H CTClH6YJI, TYPI.U1ja. 

HOCHTeJI "a OA06peHlfeTO 33 npOMeT BO Peny6J1lt.K3 MaKeAoHHja: 

0pCTCTaBHI1WTI30: CaHOBeJl .I1Jl<:1' 1 CaHajl1 .Be Tl1l,1 .A.lli. 

YJI.npBoMajcKH 6.6- Ktmj c 

8. 	EPOJ HA OLJ;OEPEHlIETO 3 A npOMET 

9.	 LI,ATYM HA llPBOTO PEmEHIIE 3A llymTAffiE 80 
llPOMET/OEHOBA HA PEmEHlIETO 

lO.LI,ATYM HA nOCJlELJ;HATA PEBlI3lIJA HA TEKCTOT 
04/2012 OA. 
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