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3EIIPEH II3BEIIITAJ 3A OCOEIIHI,ITE HA JIEKOT

1. rrME HA MEAr.rqr.rHcKr,ror rrpor,r3BoA
FLEVENOL / OnEBEHOn), 500 mg Qunv-o6noxesr.r ra6rera

2. KBAJII,ITATI{BEH I{ KBAHTIITATI,IBEH COCTAB

E4ua t|unu-o6.noNesa ta6ae'ra co4pxz 500 mg AnocMxH.

Excqunueucu co no3Har eQerr: (Dlenenol 500 mg $ulu-o6noNeuu .ra6ne.ru coApxar
4,626 mg JraKro3a MoHoxr.rapar.

3a ryenocuama nucmq Hq eKcqunueucu noznedueme eo det 6.1 .

3. OAPMAUEBTCKA@OPMA
(Duru-o6loNeHu ra6leru.

Pogeur,rxaso o6oeuu, 4onruauecru, 6urouser<cnu rfl.uu-o6loN euu ra6tetu, co BTr.rcHara
ognaxa "D500" oA eAuara crpaua.

4. KJII,IHI,IIIKII CBOJCTBA

4.1 Tepanenrcxu !tHArrKauull
@neselior e r,rHAr4rlr.rpaH Kaj:
-Canan, olrarcr<u rperMaH Kaj opraHcxa ulu rpynrquouaJrHa BeHcKo-Jrlrurfaruuua
uncyi[uqueuur.rja (noreueHra, 6oluu l.t ylropull uose), BKJryqltrenHo u aptrytaarua
repalr4ja Ha BeHo3Hrr yJrqepu Kaj Bo3pacHu co rroretrrKorlrr,r Bo AoJrHr,ror Aen Ha Ho3ere,
6orsz u yMopHH AoJTHH eKcrpeMrzrerr4 paHo Hayrpo x HoftHr,r rpireBu, eAeM, rpo$uqHr.r
IIopeMeTyBa]La.

-Tperlrau ua <fyuxquoualHr.r cr.rMrrroMr,r [oBp3aHr.r co
xpoHxqHa xeMopolrAanHa 6oJrecr

4.2 loslapawe r.r HaquH Ha y[orpe6a

,iIosllpalre

Beucxo-trutwSamugHa uHcyfuqueuquja, eeruosuu ynt4epu u
6oaecm.
flpenopauaua aHeBHa Ao3a e 4ne ra6ler:u. Eaua ,ra6lera
HaBerrep.

Axym e u x e uopoud ate ru u anad

aKyTeH xeMopoHAaneH HanaA fi
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flpenopauauara aHeBHa Ao3a e 6 ta6lent (3 x2 ra1leru gueruo) Bo rer Ha npunre 4

AeHa, a nocre toa 4 ra6lern (2 x 2 ta6mn gHenno) Bo HapeAEure 3 AeHa. Oea
3roJreMyBatLe Ha Ao3aTa e npI,IBpeMeHo.

II e duj ampu cxa nonyna4uj o
Heua pacnonoNirrrBr.t noAaroqr,r.

Me mo D ta aduuuuc mpa4uj a
@regeuol e HaMeHer 3a nepopanHa npliMeHa. flpenopaulneo e Aa ce 3eMa 3a BpeMe Ha

o6pox.

4.3 KonrpaunAuraqun

flpeuyncrnure,ruocr Ha ar(Tr.rBHara cynctauquja I,IJIu HeKoI4 o,q IIoMoTITHLITe cyncraHllllI'I
HaBeAeHr4 so Aer 6.1

4.4 Iloce6nu rIpeAynpeAyBarra u Mepru Ha nperna3lrHBocr

Xeuopourares sanaa
Agr,{raH}rcrpaquj ara ua onoj JIeK 3a c[MnroMarc([ TperMaH Ha aKyreH xeMopolrAaJleH

HanaA He ro lrcxryqyBa 6r.uo xoj Apyr cnequ$uqeH TperMaH Ha Apyrl aHaJIHL

sa6orynama. flpenopaurlln e KparrorpaeH TperMaH. Aro ctrnrronure He I4cqe3Har

ua6p:o, repanujara rpe6a 4a ce peeBaJIyHpa nocJle aAeI(BareH flpo(ronolxKH nperJIeA.

BeHcxu sa6orysama
Ce npenopa,ryea noce6so BHr{MaHIae aKo 3a BpeMe Ha rperMaHor gojge 4o BJrorrryBalre

na cocroj6ara. Toa uoNe 4a ce rr,rauu$ecrupa KaKo nesoo6uqaeHa HenaroAHocr,

oco6eso Bo eAHara Hora, (apaKTep 3lrpaHo co oroK, Ar4cxonopaqnja ua xoNata,
npLITIrcoK llru qyBcrBo Ha ronJrl,rHa, xaxo u 6orrca. Osa Moxe Aa ce cxMnroMl4 Ha

neucxa T pou6o:a Bo Ho3ere.

Kaj naqneHru Kor,r crpaAaar oA HapyuyBalLa Bo BeHcKara qr.rprylaquja, TperMaHor co

AaocMuH BoAH Ao najao6pu pe3ynrarl'I AoKoJIKy e xou6uHapau co Ao6po as6alaucupan
xlrBoreH c'rur. 3aroa tpe6a ga ce us6eruyna H3JIoxyBarLe Ha coHqeBa cBerJILIHa,

npoJroHrrrpaHo croerre 14 nperyMepHa rexuHa. flerua.reme H HocerLe Ha cnequja,rnu
KoMfipecupaqKlr qopan Bo MHory cnyqau nroxe 4aja no4o6par qHpry,raqr,rjara

Hsrorepasuuja na :rarroga
flaqnenrs co perKH Hacne/r,Hu :a6o,ryaarra ua u rrro,reparrqr.rj a rra raKro3a, Lapp;raxrasa

4e(ruqneHquja ulrr.r rJlyKo3a-raJraro:a ua.nancop6qllja ue 6u rpe6a,ro ga ro:euaar osoj
J'IC K.

4.5 I{nrepaxquu co Apyrfi JIeKoBL H Apyru QopMIr Ha

He ce rranpareHr.r cryAlru sa urrrepanqnja. I4uajftu ro

,("--::.f,:i"N
^ulr,lE' 

"ooY \s r'i -5!Ar r. 6 .
ri /=-V,€b I

gKgl, t4 t\! lii irT, .I' CJ 2 =V/ - .,-t.
('!1,r,rn tot' .V,^ { v,Jrllt-J .

i vruntztll

MapKcrt{rrrxxo c,'IeAerLe He ce npujaneHn }rHTepaKarIHu co
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4.6 (Depru,luocr, 6peueuocr H Aoerbe
BpelvreHocr
flocrojar caMo JruMr,rrrzpaHr,r noAarour{ :a ylorpe6ara Ha ArrocMxH 3a BpeMe Ha
6peveuocr. Kaxo uepxa 3a nperfla3Jrr,rBocr, ynorpe6a na @reseuor :a npeue ua
6pevenocr rpe6a Aa ce Aa ce us6eruryna,

Cty4r.rure xaj Nznoruu He HHAr{qr4paar Ha penpoAyKTr,rBHa rorccuvHocr (nrz4ere 4el 5,3)

,IIoerre
He e nogua'ro AaIJIl- AHooMITH rllu uera6oluutre ce rr3JlarlyBaar ao lraj.runoro ulexo,
(DreseHor ne 6z rpe6aao 4a ce ynorpe6yra 3a BpeMe Ha Aoerle.

@eprurHocr
C'ryguure sa pe[poAyKTHBHa roKc]lqHocr He noKaxyBaar stujauue ua ([eprr,uxocra raj
Ma[Krr ]r xeHcxr,r craopq]l (nI.r4e,re 4el 5.3).

4.7 Bllajauue nps cnoco6uocra 3a Bo3erbe rrJru yrrpaByBarLe co MarxuHu
@reseHor HeMa I4JII,I LIMa He3HaqLITeruo uajaune ua cnoco6uocra Ha Bo3erLe uJIL
paKyBaBe co Maurr.rHlr.

4.8 Hecarcanu 4ejcrna
cute uecaxasu ei[erru ce rpylupaH]r so ra6erara [oAoJry cnopeA Kr,ac., Ha cvcreMlt Ha
oprauu (SOC) Bo corJracHocr co MedDRA repuuuonorzja u cnopeA (fpereenqajara na
nojaoyname.

Opexnenqujara ua nojauyaame Ha HecKaKaHr4 e<fercru e ge([uuapana cneaHHoT
HAIiI,IH:

MuorY 'lecru: > 1/10;
rlecru:21/100,<1/10;
floapeueuu: > 1/1,000, < 1/100;
Perru: ) 1/10,000, < 1/1,000;
Muory perxu: < l/10,000;
Henogua'ra Qpexseuqr.rja: qecrorara He Moxe Aa ce yrBpAH
pacnoroxJrlrBHTe IIoAaTour,r

6'y{r-
i. =* r1+ . ), :i {i
r? ?, fr".(\ri 

"r 
s;

K*,Y
Rtaca a
cucme_ ru Ho
opzauu (SOC)

Vecmu Ifoapemeuu Pemxu Henosnama

Qpexaenquja*

Hapyruyaarra ao
HepBHHOT CT.ICTeM

Hecounqa,
BpTOrJraBIrr{a,

JMOP,
B03HeMlrpeHOcT,

rpqeBH,
nocnaHocT

Hecnecruqa,
r,raao6olxa,
MAJIAKCAHOCT
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facrpouH'rccrlrua
rH14 HapyuyBarLa

!raapeja,
,(ucnencl.rja,
fa4errc,
floapakarse

I(o,ruruc A6Aorro.rsalna
6orra*

Hapynyearra ua
I(oxa
NOTKOX(HO T(I,TBO

Oclrn no roNa,
npypHTr,rc,
ypranapuja

Auruoegeu
(racr:ryuure:ruo)
Zsorupaulr
cnyqau Ha eAeM

HA JIIIIIETO,

ycHrrTe u oqHLrTe

I(aIIaqu.

*no4aroqu 4o6zeHH nocr-MapxerItHIrrKL

rIpuiasvnal+ e Ha cycnexrHure HecaKauu neicrna
Ilpujanyrarero Ha Heca(aHLITe gejcma perncrpllpaHlr fio nyurarbe Ha,'Iexor Bo npoMer
e oA roJreMa BaxHocr. Ha oeoj Haq[H ce o6e36eAyBa (oHTLrHyI]paHo c,'IeAeILe Ha

r(opr4cTa Hacnporr.r pIr3IrKoT o4 ynorpe6ara Ha reKor. Me4uquucxl'tot nepcoHal rpe6a

4a ro nplrjanu ceKoe coMHl{renHo HecaKaHo 4ejcrao npery HaquoHalnuor IreHTap 3a

rfapvaronunuaHua npl4 Arexqujara 3a JIeKoBLI I'I MeAI4IIliHc(H cpeAcrBa (y,r.Cn'Krapu,r

u Meroalr-i 6p.54 r<a, 1) uru no eJIeKTpoHcKI4 nar npeKy oe6 cTpauara sa AreHuujara
http ://malmed. gov.mk/.

4.9 IIpego:upaILe
He ce npujarerur cnyqall Ha npeAo3xpame.

5.@APMAKOJIOIIIKI,I OCOEI{HII
5.1 (DapuaroguHaMrrKa
(Dapuaxorepanearcra rpyfla: JIeKoBr'I

Euo$nanouou,qu, ATC xoa C05CA03

Mexanusau ua deicmao:

AKrrsHoct Ha Hhgo ua geH 'fe

Oroj nex ja pe4yqupa npe4racnosraquja'ra
BeHCKa CTa3a.

AxrneHocr Ha HUeo Ha v14rDoul.l pxyflauuia

Kou tu cra6uru:lrpaar (anunapllTc:

Ha BeHure 3a Ba3oAr,rJraraqzja u pe4yqr4a

Oeoj ,rerr ja perlyqHpa nepuea6lt,rrtocra Ha KanunapHTe Ir ro 3roneMyBa I(a[H,'IapHItor

oTnop.

@apuaroaunaucxu edlenr
@aplraro,rourxara aKTnBHocr Ha osoj rex xaj

4eojuo-c,renu KJrulrltrKLr cryAuu a Horo 'raKa
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MeTOAU BO lioTpaxyBarse Ha Bnuja]f,ure Ha aKTrrBHaTa CyncTaHqa Ha BeHCI(aTa
XEMOAITHAMI,IKA.

Oanoc uefy aora z e<bem
Crarucruqxu curulrQuxaureu o4uoc uefy Ao3ara r,t ei[exror e AoKaxaH 3a cJreAH]rBe
BeHcKr.r IrJrerr43Morpa$uuxr.r napaMerpr.r: BeHcnr4 Kanaqrrrer, BeHcKa Arrnaraqr.rja r.r epeue
Ha_npa3HerLe Ha BeHr4re. Haj,qo6ap o4uoc 4osa-e$eKr e nocrxrHar co yrorp"6u ru.q""
ra6leru gneeHo.

E0err sa gencxnor rouyg
Oroj :rex ro 3roJreMyBa BeHcxt4or roHyc r4 co roa ja peAyr_lrpa Kalarlr4rarrzBHocra,
pacrerrHBocra u sac.rojor Ha r(pBTa: fllerusuorpaQr.rjara Ha BeHcxara oxlysuja co
)KLIBUHH Mepaqz floxaxana HaMa.lryBarie Ha BpeMeTo Ha npa3HelLe Ha B9HI4Te.
Kpajuuor erper-r e pe4yrqaja Ha BeHcKara xunepreusuja xaj naquenru co BeHcKa
uHcyrfyuueuuuja.

Erberru Ha rurr.rtbaruqeH cucre .r

,{lrocrrauu ja crr.rrr.rylrlpa lutr{aruuuara axTraBHocr no4o6pynaj(lr ja 4penaNara no
uurepcrrlqujanHr,ror npocrop r.r sno.relryraj(u ro auurfaruuurlor rrporoK.
A4rrruuucrpaqnja na 1 rp AHeBHo Bo nepxoA oA 28 qena r.rMa MoxHocr Aa ro HaMaJr,
rlpeqHu(or ua auv{uuo.r Kanr4Jrap u uurpanrru1|uuor [p]rr[rcoK, sro:relryrajku ro
6pojor ua (fynruqoua*ru ar,rurqpuz KanuJrap,, xaj niqueuru co rerrr*a xpoHr.rqHa BeHc(a
uncy<paqr.reHquj a Kor.r HeMaar BeHcKr4 yJrKycr{.

Auruusd,rauaroDsz ederrur
,{ltoclruu peAyr1upa pa3Jrr.rqHrr uusnalraropuu noKa3areJlr{ Bo nepr.r(lepnara
MxKpoBacryJrapHa Mpexa. Bo in-vitro aHa r43v u c.ty1uLt xaj NrleorHu, AHocMuH
peAyrlupa oc:ro6o4yaarre Ha pa3Hv unrflauaropur npocranraHAuH vepujaropu E2 u
F2a (PGE2 ra PGF2*) n rpon6orcau A2 (TxA2). Cre4crneuo, ja uuxulupa a4xe:aja.ra
Ha JreyKorl}rTrrTe Ha stAoT Ha KpBHr4Te CaAOBtl U rO HaMaJryBa Kanr,rJrapHr.roT
nepvea6ulnrer !r ornop uro ro @aaopusupa neHcxoro apa(ame.

E<berr ua r',r nxoouupr<.v,raur.lja
Kourpo,r,paHu 4nojno-c,rena KlrrrHr4rrKr4 c.tyu'u noxaxyBaar crarr,rcrr.rq*H
czrnu<fura'rua pa3nuxa nouefy 4uocl,rru u naaqe6o. Kaj naqueurr.r co Kanr4rapHa
i[paruruocr, TperMaHor co AriocMr4H ro 3roJreMyBa KalrrJrapH.or ornop urro 6ralo
r43MepeHo co auruocrepeover:puja.
co ropucrerse ua technetiumJabelled ar6y*un HJrra nJrer,3MorpaSuja sa6ereNauo e
I4CTOTaKa HaMaJIyBar6e Ha KarrHJlapHara nepuea6aruocr nocJle nplrMeHa ua lrp Auenuo
ArrocMr.tH ro nepuo4 o4 6 ue4elu. Oaoj e<fex,r e gosuo 3aBr,rceH.

uHcy$trqueuqr.rja (

noKa)r(yBaar repncBTcKa eSaxacuocr
rI opfaHcKa xpoHIqHa BeHcKa

Kourpo,rnpaHr.r, 4eoj

Br"' s r,^rJr-'I ciJn9

xeuopoura,rua 6olecr.
It Bo rrpoKTorroruja sa rperuaH rra

HA NEKOT BO
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5.2 @apuaxoxunerura
Ancopnquja
I4sreirzlranrrre 6arrepucrcn .H3HMH to x1rAponH3r-rpaar AlrocMI4Hor rpancQopuapajftu

ro Bo ArrocMerI,IH, HeroB arJIIrKoHcI(I't AeplrBar xoj urro ce a6cop6upa u npojanyna

gejcrno. ,{r.rocrueTlrHoT KaKO r.r Apyrlr afjrr4r(oHcKr4 AepI4BaTI.r Ua $.ranouolr4u're e cla6o

pacTBopnrrB Bo BoAa rr 3aToa HefoBaTa a6copur.rja 3aBr,tcr4 oA rfoptrruparre Ha MLIIIeJIH CO

,norrruru KI4ceJrHHa. ,{aocuetuHor 6pao ce a6cop6upa u HeroBoro npoAoJrxeHo

nplrcycrBo Bo KpBTa noKaxyBa Ha nocToer+,e Ha eHTepo-xe[arHqHa uHpKynauI'IJa'

Maxcuuarsa'ra xonqeurpaqltja Ha JIeKor ce nocrl4rHyBa eAeH qac no opaJlHara

a4nuuucrpaqnja u AocrrlrHyBa cpeAHa BpeAHocr 417 + 94.1 ng/ml' Cpe.quata BpeAHocr

Ha rroBprrllIHara rroA KptlBara Bo nepr'rog og 0-48 'taca 6uta 5.617 ] 1'518 ng x h/ml'

Enopacno:roxus ocra e 57 .9 + 20.2Yo, Bapuia6umocra e MHoly BllcoKa'

Enu,,nuua4uja
Hnry Auocul.ru Hr,rry At4ocMeTrrH Ce H3rqyBaaT IIpeI(y ypHHaTa HaKo HeKoII alJIyKoHcKI4

AeprrBarrl lla rJIyKypoHI.rA ce HajAeuu Bo Mann npoIIeHTI'l' f :ragHr'ror Ntera6orlfi go

yprnaru e: m-xnApoKct4i[enr'u nponuoHcKa KI]ceiIxHa' Bxynuuor KiII{peHc Ha

!ro"r.rm e 1.32 + 0,42 Ll uac u npt'rYugHltor BonyMeH ua gucrpu6yuuja 62,1+ 7 ,9 L 
.

14 AHocMr.rH H Ar.tocMeTpIH ce AereKrxpaHI,I so (beqeco'r, Ilolyxueoror Ha elruaHaquja

Ha AuocMerl,tH uMa cpeAHa BpeAiroc'r o.q 31,5 uaca no pacrojauue v,efy 26-43 uaca'

Kaj iryfe nocne nepopanHa npHMeHa Ha auocMI4H o3HaqeH co jarnepo4eH paAHoaKTI'IBeH

,loron 'o C ta6erexaso e cneAHoBo

-rf.reneuo,r ce I'I3JIaqyBa rJraBHo npeKy i[eqecor
-co ypuuara ce uslavyea lpu6.l ut<so l4o/o oA BHeceHara Ao3a

-flolyrpeuero ua eluuuuaquja e 11qaca
-Onoj rer e eKcreH3IrBHo naera6o.:rusupau Irrro e AoKa)KaHo npeKy flp]IcycrBo Ha

HeKoJIKy ipeHo.nnu KHcenliHI'I Bo ypHHara

5.3 IIperrc,runnqKu rroAarollu 3a 6e36eAHocra Ha JreKor

IIpu oparua [pIrMeHa Ha JIeI(or xaj r:ryaqu, craoplra r.r uajltynu Bo Ao3I'( xou ce 180

naTr.r fioroneMr1 oA Tepa[uckr.rTe Ao3r4 Ha JTeKOT raj lyie, He e no(axaH ToKcuqeH llnll
rera,len ei[err nu'ru ce eHr.r Bo oAHecyBalLero KaKo nu 6uo,rourra,

AI IATON'lCKH UJIH HA CTAOPIIH H 3AJIII,I HE

noKaxa,'rc eu6pnloxcu.ren

6.OAPMAIIEBTCKI,I

6.1 "rlucra na
Ta6,rclso iaapo

o Xe,rarnu

lrii vrcparot '
YnaDxaj'1-

r Harpuyv cxpo6 r,'ruxo,lar

6
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. I-leryno3aMr.rKpoxpr.rcranHa(E460)

. TarK
o Maruesyulu ctaepa'r
o flpovncreHa ooga

<Du.n*l-o6.noxvnarre
o JlaxrogaMoHoxr,rApar
. XnrpoMe,'ro3a@a64)
o Ta,rauuyu 4uoxclra (E 171)
o Marporon 4000
o Xo:rr Neleg eu oxcu1 (E172)
. I-lpBeH xere3en oror4 (E172)

6.2 I{uxorunaru6ulnocr
Helta nosHara rroAarol{fi 3a uuxotrlnatu6ralruocr.

6.3 Porc sa rpaene
3 ro4uuu.

6,4 lloce6nu MepKr.r Ha qyBarf,e
He ce uor:pe6uu noce6uv ycJroBr4 3a rryBa[Le Ha:rexo.r. {yaajre ro Bo op}rruHaJlHoro
naKyBatLe.

6.5.Ouuc ll coApxuua Ha rraxyBarlero

9{1r:lgl 500 mg Quru-o6roxeHu ra6reru ce cnar(yBaHr.r Bo:
PVC/PVDC-A,ryurrHr.ryMcK14 6nucrep.
flar<ynarrero co4pxu 30 ra6leru.

6.6 Vnarcrso sa paKyBarle co ornaAHr.ror Marepuja.n
Heynorpe6euara KoJrrlrrr4Ha oA reKor rpe6a ga- ce orcrpaHr,r Bo corJracHocr co
BaxerrKaTe nponucu.

7. HOCI.ITEJI HA OAOBPEHT,IETO 3A CTABAILE BO ITPOMET
3eurura flxapua Maxe4ouuja 4ooe.rr Cxonje
yr. Jop4aH Mrajarr<on 6p.48-l/l-2, 1000 Cxonje
Peny6luxa Ceeepna Mare4ouuja

8. EPOJHAQAO ABAILE BO TIPOMET

9. AATyM HA
CTABAILE BO

BHOBA HA OAOEPEHT{ETO 3A

10. AATyM HA rr
,{exeuopra,2022

6:;;x';e:

lcion*
A HA TEKCTOT




