3BUPEH U3BEIIITAJ 3A OCOBUHUTE HA JIEKOT

1. HME HA JIEKOT

Flebaven — ®ne6asen 1000 mg Tabaeru

2. KBAJ/IMTATHBEH U KBAHTUTATHUBEH COCTAB
Cexoja tabneta cogpkn 1000 mg MUKpPOHHU3HPaH JHOCMUH.

3a HeslocHa JIUCTA HA EKLHUITHEHCH, TIOTJIEAHETE BO TOUKA 6.1,

3. D®APMANIEBTCKA ®OPMA
Tabnera.

Tabnerure ®nebasen ce Manky GUKOHBEKCHM, OBAJIHM TaGJIETH CO CBETIIO 3€J1E€HUKABA HJIH CHBKACTO-
*o0JITa 10 Oelo 3eNeHKaBa WM MepMepHa cuBKkacTo-kadena 60ja. Tabnerara uma oBanHa Gopma co
aumensuu 18,0 mm x 9,0 mm.

4. KIMHUYKHU MOAATOITHA
4.1 TepaneBTcKH HHIMKALMHU

®nebaBeH e MHAUUMPAH Kaj BO3PAaCHM 3a:
- Tepanuja Ha 3HaLUM M CHMNTOMH Ha XPOHHYHA BEHCKa 60JIECT, KaKo IUTO ce GoJika, YyBCTBO Ha
TEKHHA, 3aMOP BO HO3€TE, HEMHUPHH HO3€, HOKHH I'pUEBH, e1eM U TPODUYHH IPOMEHH.
- Tepanuja Ha CHMNTOMM MOBP3aHH CO AKYTEH XEMOPOUJIEH CHHIPOM.,

4.2 Jlozupame W HAYHH HA ynoTpe6a

ﬂo3uparbe

Xponuuna gencra 6onecm
Boob6uuaeHa qHeBHa no3a e 1 Tabnera.
Tepanujra Tpeba na Tpae HajManky 4 10 5 Hegew.

Axymen xemopouden cunopom
Bo npeure 4 neHa on rtepanujara, aHeBHaTa n03a € 3 Tabietu. Bo TekoT Ha cnemHute 3 feHa,
npenopavaHaTa AHEBHA [o3a u3Hecyra 2 Tabnetu. [lpenopauana nosa 3a ompkyBawe € 1 Tabrnera
JIHEBHO.

IIpn oBaa unaukauuja, GnebaBeH e HaMEHET camMo 3a KpaTKOTpajHa Tepanuja (MorjiefHeTe BO TOUKA
4.4).

[TeaujaTpucka nonynauuia

[ToceOHM rpynu Ha MalUeHTH \
He ce cnposenenn ctyauu 3a go3upame Kaj naleHTH co OyOpexHu m’uﬁ\ aﬂﬂm& Hapéﬂ PBA A
MJIH Kaj MocTapuTe JHua. Bp3 ocHOBa Ha JocTanmHWTE MOAATOLM, Kaj OBHE -{‘byms. Ha nélua’bya /He €
UIEHTHQHKYBaH MoceOeH pU3HK. JE




Hauun Ha ynotpeGa
3a nepopanna ynorpeba.
Tabnerure Tpeba Aa ce 3eMaaT 3aeAHO co 0OpoLUTE.

4.3 KouTpanHaAuKaUNHU

XUNepceH3UTUBHOCT Ha aKTHBHATA CYTICTAHLIMKja AMOCMHH MM Ha HEKOj O/l EKLMIUEHCHTE HABEAEHH
BO TOYKa 6.1.

4.4 Mepku Ha NPeTNA3IMBOCT U MOCEOHHU MpeaAynpeayBama

TpeTMaHOT Ha aKyTeH xeMopouzeH cuHapom co OnebaBeH He e 3aMeHa 3a cneuuduyHaTa Tepanyja
Ha JIPYyrM aHalHd HapyluyBama. TpermaHoT Tpeba jaa Ouae KpaTkoTpaeH. AKO CHMITOMMTE
TnpojoKaT, Tpeba Ja e W3BPLIM MPOKTOJIOLIKY MPErye/l U MOBTOPHO Jia Ce pasriie/ia Tepanujara.

Kaj mauMeHTH cO XpOHMYHA BeHcka OonecT, TepandjaTa € HajKOpUCHA Kora € NPHMAPY)KEHa CO
ypaMHOTEKeH )KHUBOTEH CTHII:

- Tpe6a na ce u3GerHyBa U3N0XKYBambe Ha COHLE U I0JTO CTOEH:E,

- Tpeba a ce oapiKyBa COOZIBETHA TEleCHa TEXHHA,

- HOCEILETO Ha CrIELUjaIHKU YOpanyd MoXe J1a ja mofo0pH LMPKyNaLjaTa Kaj HEKOH NaLlMeHTH.

Ce npenopauypa noceGHO BHUMaHHe aKko cocTojbaTa ce BJIOIIM 3a BpeMe Ha TepanHjara. Toa moxe Ja
ce MaHM(ecTHpa Kako BOCTIAJICHHE Ha KOXKaTa, BOCIAICHUE Ha BEHUTE, CTBPAHYBabe Ha MOTKOXKHOTO
TKMBO, cUJTHA 60IKa, YJILEPY Ha KOXKATa UM ATUNHYHM CUMITTOMMU, Ha TIPUMEP, HEHAJIEJHO OTEKYBathe
Ha e/{HaTa UJIM Ha JIBETe HO3E.

®nebaBeH He € eUKACEeH BO HAMalyBamkeTO HA OTOKOT Ha JOJHUTE E€KCTPEMHUTETH, aKO OTOKOT €
npeau3BMKaH Of1 HeKOe CpLIEBO, LIPHOAPOOHO Hin OybpesHo 3aboiyBamse.

4.5 WuTepakiuuu co APYIH JIEKOBH HJIM APYTH (POPMM HA HHTEPAKIHH

He ce CIMIPpOBCACHHN CTYAUH 3a HHTCPAKLINH.
Bo MOCTMAapKETHHIIKOTO HCKYCTBO HE CC npujaBeHu UHTEpaKLUKUA Ha AUOCMHH CO APYI'H JICKOBH.

4.6 TlnomHoct, GpeMeHOCT M JIAKTALMjA

Bpemenocrt

CTyauuTe Ha )KUBOTHU HE YKOKYBAaaT Ha MOCTOSHE Ha AUPEKTHH HIIH MHIUPEKTHH LUITETHH €YEKTH BO
OIHOC Ha 6PEMEHOCTa, eMOPUOHANHUOT WK (GeTaTHHOT pa3Boj (morsenHeTe Bo Touka 5.3). Tpeba na
ce BHUMaBa Kora JIeKOT UM ce perHIlyBa Ha OpeMeHH JKEHH.

Hoeme
He e mo3HaTo Aanu AMOCMHH CE M3JadyBa BO MajuMHOTO MJjleKo. 3aroa, OBOj Jiek He Tpeba na ce
aAMHHHUCTPHUpA 3a BpeMe Ha JOCHETO.

Inoanoct
CTyauuTe 3a penpoAyKIMBHA TOKCHYHOCT HE YKa)XKyBaar Ha BJlMjaHHe BP3 MJIOJHOCTA Kaj MaXjaLuTe U
JKEHKUTE CTaopLH (TorneHeTe Bo Touka 5.3).

4.7 Baujanue Bp3 cnoco0HOCTA 32 BO3€H-€ HJIM 32 PAKYBaIbe &W@i{g

,/'&3232“ Wug, Yo,

He ce u3BeaeHu CTYAMU 3a BJIMjaHUETO Bp3 CIocoGHOCTa 3a B gﬁ:@»um 3a pa j’@p&l CO MalIUHH.

Cenak, Bp3 OCHOBa Ha LEJOKYMHHOT OezbenHoceH npodun ,guécmmfiﬁﬁ@-‘ynﬁ 1 HE3HaYUTETHO

BJIMjaHHe BP3 CIOCOOHOCTA 32 BO3EH:E HJIU 32 PaKyBame CO M Fgﬁm-\\\ 5
9%

%,

4.8 Hecakanu gejcrea



IIpersien na 6e3deanocunoT npodu

[ToBekeTo HecakaHW AejcTBA NMPHjaBeHH BO KIMHUYKHUTE HCIIMTYBawa CO AMOCMHH Ouiie Gnard u
MMHJIMBYM TIO MpHpoaa. Tuve rinaBHO ce MOBP3aHH CO raCTPOMHTECTHHAIHM HapyluyBawa (Iujapeja,
JMCIIENCHja, rafieibe, oBpaKamwe).

TabGenapen npuKas nHa HecakaHu aejcrea

Yectn Ilomanky | Perku Hemo3naru
(= 1/100 no | yectH (= 1/10 000 go < | (uecToTaTa He MOXKe Aa
<1/10) (=1/1000 | 1/1000) ce IpecMeTa o
a0 < 1/100) AOCTANMHUTE MOAATOIH)
HapyiryBama na rinaBo6osika,
HEPBHHOT CUCTEM MaJIakCaHOCT,
BpTOrjaBHLA
avjapeja, KOJIUTHC abaomMuHanHa 6oska
acTponHTECTHHAIHN AMcIIencuja,
HapylIyBamba rageme,
NOBpaKame
HapywyBama Ha koxara npypuryc, €/1eM Ha JIULETO, YCHHUTe
M NOTKOXXHOTO TKHBO HCHII, ¥ OYHHMTE Kanauu
ypTHKapHja aHruoezemM (Bo
HWCKJIYYUTETHH Clly4au)

[Ipujasysarbe Ha HecakaHu ACjCTBA

I[IpujaByBalbeTo Ha HecakaHW A€jCTBAa BO MOCTMAPKETHHHIKMOT MEPHOA € BaxkHO. Toa 0BO3MOXKYBa
KOHTHMHYHPAHO CJIENeHhe Ha OJHOCOT pu3HK/OeHedUT Ha JiekoT. 3apaBcTBeHUTE pabOTHHLU ce
3aMOJlyBaaT Aa MpujaBaT OMII0 KaKBU HECAKaHH [IejCTRa.

4.9 Ilpepo3upame

He ce npujaBen ciyvau Ha npeo3upatbe.

S. OAPMAKOJIOIIKH NIOJATOIA
5.1 @apmakogunaMuka
dapmakoTtepanesTcka rpyna: Basonporextusu; buodnasorHouan; ATC koa: COSCAO03.

Mexanu3aMm Ha JejcTBO

Benoaxmueno oejcmeo
JlnocMuH ja HaMaJTyBa BEHCKATa PaCTErJIMBOCT M ja HAMaJTyBa BEHCKATa cTasa.

Hejcmeo epz mukpoyupkynayujama
JlnocMHH ja HamalyBa KanWiIapHaTta MPOIYCTAMBOCT U T'O 3rojieMyBa KallHil

.
WWE DHE A, (:‘"\
m 4,' o) ",‘l\
Bodrpaitupauu. 1pGHH cenu
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L,TYB?EQ Agpnujan pf ro Ha

(DapMaKOAMHAMCKH JI¢jcTBA

dapmakoJIolIKaTa aKTUBHOCT Ha JIMOCMHH Kaj JIy['€TO € MOTBpAeHa ¢
KJIMHUYKH CTYMH, KaKO U CO 0OjEKTHBHU M KBAaHTUTATUBHH METO/H 34
aKTMBHATa CYNCTaHLIMja Bp3 BEHCKAaTa XeMOAWHAMUKA.
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Egexmu na eenckuom monyc Eron JE




JIMOCMHHOT IO 3rojieMyBa BEHCKHOT TOHYC M CHOpe Toa IO HaMmajyBa BEHCKHOT KamalMTeT,
pacTeriMBOCTa M BEHOCTa3aTa: OKJy3WBHATa BEHCKA IUleTH3Morpaduja ykax<yBa Ha HamajlyBame Ha
BpEMETO Ha Npa3Hebe Ha BEHHTE.

KoneuHunot edekT € HamMalyBawe Ha BeHCKaTa XUIIepTeH3Hja Kaj MaLUeHTUTe co BeHcka 6oecT.

Egexmu na numgpnuom cucmem

JInocMMH ja cTHMyaMpa AuMdHaTa aKTHBHOCT, ja MoAoOpyBa ApeHaKaTa Ha HMHTEPCTHULMjaJIHHOT
NpocTop U ro 3rojieMyBa JAUM(HHOT MpoTOK. AAMMHMCTpauMjaTa Ha | g AMOCMMH AHEBHO ro
HamalyBa JIMMGOHHOT KanuiapeH Adjamerap U HHTPaUMGbHUOT IPUTHCOK, 3roJIeMyBajKu ro 6pojoT Ha
GYHKUMOHANHY JTUM(HM Karuiapd Kaj NaudeHTHUTe cO Tellka XPOHHYHA BEHCKAa MHCY(HLHMEHLM)a,
6e3 yJIKycH.

Edhexmu na muxpoyuprynayujama

KoHTponupaHuTe, NBOJHO CAEMH KIMHWUYKY CTYAWU JAOKDKYBAaT CTaTHCTHYKM 3HAYajHa pa3/vka
nomery anocmuH u mwiane6o. Kaj naugeHTd co cMMNTOMU Ha KanmuiaapHa (parujiHocT, TPETMAHOT CO
JIMOCMHH O 3rOJIEMYBA KAIKIAPHUOT OTNOP W TM HamallyBa IIMHHUKUTE MaHHdecTalHH.

Hamanysaibe Ha KanuiapHata MponycT/IMBOCT, Oelue 3afenexkaHo W MO aAMHHUCTpanuja Ha 1 g
JMOCMHH JHEBHO, BO OIHOC Ha IJIaie6o, WTo U0 JOKAKAHO CO KOpUCTEHe Ha anOyMHH obenexaH
CO TEXHHULUYM WJIH cO mteTu3Morpaduja.

Knuinuka eduracroct u 6ezbennoct

KountponupanuTe, ABOJHO ciery, KNMHHYKH CTYIHH ja JEMOHCTPHUpPAAT TepaneBTCKaTa aKkTUBHOCT Ha
JIEKOT 3a JIeKyBal€ Ha 3HAM M CHMIITOMM Ha YTBpIeHa XpoHMuHa BeHcka 6osect (CVD) u 3a
TPeTMaH Ha aKyTHa XeMOpouJiHa OoJiecT.

5.2 ®apmaxkokHHETHKA

Aricopniuja
ITo nepopaiHa aAMUHUCTPaLHja, TUOCMUH Op30 ce XUApoau3Mpa Bo LpeBHara ¢opa u ce ancopbupa

KaKo JepuBaT Ha arJIuKOoH, AuMocMeTuH. OpanHata OGMOPacHONOKUBOCT Ha MHKPOHW3MPAHUOT
JIMOCMUH W3HecyBa MpuoImkHo 60%.

Juctpubynuja

JrocMeTHH WMa BonyMeH Ha aucTpubyudja oa 62,1 L, mTo ykaxyBa Ha pacHpoCTpaHeTa
nucTpubylidja BO TKHBATA.

buorpancthopmariuja

HuocmeTrHOT ce MeTabosu3upa 10 (PeHOMHU KUCEIMHM WM HUBHUTE INIMLIMH KOHjyraTHHM NepyBaTH,
KOHM C€ EIMMHUHUPAAT MPeKy ypuHarta. I TaBHHOT MeTaboauT Kaj YOBEKOT KOj € MPOHAjAEH BO ypHHAaTa
€ M-XWAPOKCU-(DEHMIIIIPONMOHCKA KUCEIHHa, KOj MIABHO Ce eMMMHMpa BO HEroBaTa KOHjyrupaHa
¢dopmMa. MeTabosiuTH KOH ce MPOHajACHH BO TIOMAlIH KOJIMYMHH BKJIyuyBaaT ()EHONIHH KUCEJIMHH BO
¢dopma Ha 3-xuapokcH-4-METOKCHOEH30€Ba KHCENMHA M 3-MEeTOKCH-4-XMAPOKCH(EHHUIALETHIHA
KHUCEIMHa.

EnuMunanuja
EnumuHaiiMjata Ha MUKPOHU3HPAaHHOT JHUOCMMH € penaTuBHO Op3a u mpubmbxHo 34% oa paawo-

O3HA4YeHATa J03a Ha ' (C-IMOCMHH C€ M3MIauyBa RO YPUHATA M (erecoT RO TeKOT HA NpRUTe 24 uaca, a
npubsimxHo 86% Bo TekoT Ha npsute 48 yaca. [Tpubmmxuo nosgs Cﬂ}é{[}}@@ﬂa ce eJIMMHUHHPA BO
dbeuecot Bo popMa Ha HENMPOMEHET JHOCMHH WM JAHOCMETHH,/ Qﬁ‘gnggjﬁé-ﬁ@) coeINHeHHja He ce
u3nadyBaat BO ypHHaTa. /X ‘sf’s A5y @) \

[Tosy>KMBOTOT Ha eIMMHHALIMja HA JUOCMETHH H3HECYBa BO f1 ; K 3%% ofcer ox1 26 o 43
yaca. Q WY@

L

5.3 IlpeaAkJHMHHYKH MOJATOLM 32 CHTYPHOCTA




HexMHMYKHTE MOAATOLM HE YKaXKyBaaT Ha nmoceGHa OMacHOCT 3a JIyfeTo Bp3 OCHOBA Ha CTYJUHUTE 3a
TOKCHYHOCT Ha TMOBTOPEHU M03H, TEHOTOKCHMYHOCT, KaHUEpPOreH MOTeHUWjal W penpoayKTHUBHA
TOKCHYHOCT.

6. OAPMAIEBTCKHA IIOAATOILIA

6.1 Jlncra Ha eKCHMIIMEHCH

HOJIMBHHUIT AJIKOXOJI

KpOcKapMeno3a HaTpuyM

MarHe3suym creapar

6.2 HMuxomnaTuGuaHocTH

He e npumennueo.

6.3 Pok Ha ynorpeba

3 ropuan

6.4 Haunn Ha yyBame

Ma ce uyBa Ha Temnepatypa no 25°C.
Jla ce uyBa BO OPUTHHAJTHOTO NaKyBak:€ 3a J]a Ce 3allTUTH O Biara.

6.5 IlakyBame

PVC/PVDC/Alu 6nuctep.
I'onemuna na nakysameto: 30 TabnerH, BO KAPTOHCKO MaKyBate.

6.6 Ymarcrso 3a ynorpebda

be3 nocebHu ycnoeu.

Cekoj HEHCKOPHCTEH MPOM3BOJ WIIM OTMHAleH Marepujan Tpeba Ja ce OTCTPaHU BO COMIACHOCT CO
3aKOHCKAaTa perysarusa.

7. INOJATOIH 3A HOCUTEJIOT HA PEHIEHUETO 3A IIPOMET

KPKA-ODAPMA JIOOEJI Ckonje, ya. Xpucro Tartapues-1, 6poj 101, 1000 Ckomje, Peny6Giuka
CesepHa Makenonuja

8. BPOJHA PEHIEHHETO 3A CTABAIE BO ITPOMET,
30 x 1000 mg: 11-825/1

9. JATYM HA ITIPBOTO PEHIEHUE/OGHOBA 3A CT
16.01.2018 \

10. JATYM HA IIOCJIEJHATA PEBU3HUJA HA TEKCTOT
Hoemspu 2022



