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3BUPEH U3BELLUTAJ 3A OCOBUHUTE HA JIEKOT

1. UME HA JIEKOT
AUL®600 lMnyc wymnusu Tabnetu

2. KBAIIMTATUBEH U KBAHTUTATUBEH COCTAB
Eana wymnusa tabneta cogpxu 600 mg aueTunuucTenH.

3a nomoLuHK cocTojku, BUAK aen 6.1.

3. PAPMALEBTCKA ®OPMA

LLymnusu Tabnetn
Benu, okpyrnu wymnusey TabneTtu co pasgenHa nuHuja Ha egHaTa cTpaHa.
LWymnueute Tabnetn moxe ga ce genar.

4. KNUHWUYKU NOOATOLIA

4.1 TepaneBTCKYM WHOAUKaALUM
MykonuTHa Tepanuja npu akyTHU U XPOHUYHN BpOoHXONyNMOHapHK 3abonyBam-a,
nponpaTteHu co nperonema npoaykumnja Ha ryct u BUCKO3EH CeKper.

4.2 [lo3npare ¥ Ha4YuH Ha ynoTpebda
[loKonkKy He e NouHaky npenuiiaHo, ce npenopavysaart cneaHuse Ao3u.

BospacHu u adonecuyeHmu Hao 14 200UHU:
[MonoBuHa wymnuea Tabneta gsanaty Ha AeH, unu efHa wWymnuea Tabneta
efHaw Ha AeH (wTo ogrosapa Ha 600 mg aueTUNUUCTENH Ha AeH).

HauwuH Ha ynotpeba
Wymnueute TabneTtu ce 3emaaT pacTBOPEHW BO Yallua BOAA Nocre jaaeme.

BpemeTpaewe Ha Tepanujata
ALIL| 600 He Tpeba aa ce kopucTu nogonro o 4-5 AeHa, OCBEH ako NeKapoT He
o4ny4u NOUHAKY.

4.3 KoHTpanHaukaumu
XUNEepPCEeH3UTUBHOCT Ha aueTWUNUUCTEMH unuM Ha Ouno koja o4 MNOMOLUHUTE
COCTOjKH.

Mopaau BUcoKaTa coapXuMHa Ha akTuBHa cynctaHuuja ALlL|
Aa ce AaBa kaj Aeua nomanu 14 roguHu.




4.4 Mepku Ha npeTnasnuBoOCT U NOCeOHU Npeaynpenysama

MHory peTko e 3abenexaHa nojaBa Ha CEepUO3HU KOXHU peakuun Kako LUTO €
Stevens-Johnson cungpom wu Lyell’'s cusapom, noBp3aHa co ynoTtpebara Ha
auetTunuucTenH. [JOKONKy ce nojaBaT MPOMEHW Ha KoXaTa MM cny3okoxarta,
BeAHaw Tpeba aa ce nobapa meauUMHCKa NOMOLW W Aa ce npekuHe ynotpebara
Ha aueTUNUUCTENH.

MNocebHa npeTnasnueoCcT € noTtpebHa npu ynotpeba Ha aueTUNUUCTEUH Kaj
nawuueHTn co BpoHxujanda actma u yrkyc B0 aHamHesaTa.

MpeTnasnuBocT € noTtpebHa M Kaj NnauuMeHTU CO XUCTaMWHCKa WHTonepaHuuja.
JonroTpajHa Tepanuja Tpeba aa ce usberHysa kaj osue nauymeHTn, dugejkn ALILL
600 lNnyc moxe aa Bnujae Ha MeTabonusMoT Ha XuUcTamMuH U Aa NpeausBuKka
CMMNTOMWM Ha WHTONepaHuwja (Ha np. rnaBobonka, BasOMOTOPEH PUHUTUC,
Yewlare).

EgHa wymnuea Tabneta cogpxu 6,03 mmol (138,8 mg) Hatpuym. OBa Tpeba aa
ce uMa BO npeaBuj Kaj NaLMeHTW KoU Ce Ha KOHTponupaHa gueta (HU30K BHeC
Ha HaTpWUyM/ HU3OK BHEC Ha Con).

JlexoT coapxu naktosa. MauneHTn co peTkn HacnegHu npobnemu BO OAHOC Ha
HEeNnoOAHOCNUBOCT Ha ranakrosa, Lapp nakrosa aevunT unu rnyko3o-ranakrosHa
manancopbuuja He MoXxe fa ro ynotpebysaaTt oBoj nex.

4.5 UHTepakumu co Apyru nekosu unu apyru oopmu Ha UHTepakumja
KombuHupaHa ynotpeba Ha ALIL] 600 lnyc co aHTUTycuuu (nekoBu Kou ja
HamanyBaaT Kalwnuuara), MoXxe Aa Npean3BuKa onacHa CeKpeTopHa KoHrecTuja
nopaau cynpecuja Ha pednekcoT 3a Kawnawe. Ynotpebara Ha oBaa
KomOuHMUpaHa Tepanuja Mopa Aa buae BHUMATENHO uHAMLMpaHa.

Ookonky e HeonxoaHo nekoT ALILl 600 lMNnyc ga ce kombuHupa co nepopanHu
aHTUbuoTUUM, on 6eszbeaHocHU NpuuMHM NOTpebeH e OBO 4YacoBEeH WHTepBan
nomery agMuHucTpauujata Ha aHtubuortuuute u ALILL 600 lMNMnyc. Toa e nopaau
haKToOT WTO NPU UH 8UMPO EKCNEePUMEHTU CO aHTUBMOTULM (TeTpauUKnuHM,
aMUHOIMUKO3UAN, NEeHUUUNUHW) nNpyu  Melawe Cco auetunuucTenH, 6buna
3abenexaHa uHakTUBauuja Ha aHTubuotukotr. OBa He ce ofHecyBa Ha
uedukcum u nopakapbes.

4.6 Ynorpeba 3a Bpeme Ha BpeMeHOCT U nakrauuja

He noctojaT goBoneH 6poj Ha KIMUHUYKU NOAATOLUM O eKCNoHupaHu BpemeHocTH
3a aueTunuucTenH. EkcnepumeHTanHuMTe UCTpaxyBara Kaj XXUBOTHU HE nokaxaa
AWPEKTHU  WNM  WHOMPEKTHW  WTeTHW  AejctBa  Bp3  BpemeHocTa,
embpuoHanHuoT/peTanHoT pasBoj, BP3 NOpOoAYyBaweTo UMW NoCTHaTalHWOT
pa3eoj (Bugete ro u genot 5.3 MNMpeaknuHuyku nogatoum 3a curypHocrta). He
nocrojaT MHgopMauuu BO OAHOC Ha W3NadvyyBakeTo Ha aueTUnuuCTeUH BO
MajuMHOTO MIeko. AueTunuuctemHoT Tpeba Aa ce KopucTu 33 _Bpeme Ha

BpemeHOCT 1 Joeke Camo Mo CTPOra NPoLeHa Ha OAHOCOT KOPUCTRUSUIY 4




4.7 BnujaHue Bp3 cNOCOOHOCTA 3a BO3EH:€ UMY paKyBake CO MallUHU
AueTnnuucTenH He Bnujae BP3 CNOCODHOCTA 3a BO3EHE UMW pakyBake CO
MallWvHu,

4.8 HecakaHu gejcTBa
Cnopepa yecToTa Ha NnojaByBakbe€ HecakaHuTe AejcTBa ce kKnacuduumnpaHmn Kako:

MHory 4ectu (= 1/10)

Yectn (= 1/100 go < 1/10)

Momanky yectu (= 1/1000 go < 1/100)

Petku (= 1/10000 go < 1/1000)

MHory petku ( < 1/10000)

HenosHaTa yecToTa (He MOXe Aa ce NPOLEeHN 0f PacronoXveBuTe noaatoLm)

OnwTy HapylwyBawa 1 coctojba Ha MEeCTOTO Ha agMUHKUCTPaUK|a

lMomanky yecmu: rnasobonka, Tpecka, aneprucku peakuuu (NpypuTyc,
ypTUKapwuja, ersaHtema, wucun, OpoHxocnasam, aHruoegem, Taxukapauja w
XUnoTeHs3uja)

MHozy pemku: aHaunakTUYKy peakummn Kou AoBeaysaaT A0 LUOK.

HapyliyBawa Ha pecnupaTopHUTE Natuwita

Pemku: avcnHeja, DpoHxocnasaMm-40MUHAHTEH Kaj nayueHTu co
XxuneppeakTuBeH OpoOHXujaneH cuctem, Ha Mp. Npu nocrtoewe Ha BpoHxujanHa
actma.

[aCTPOUHTECTUHANHN HapyLlyBatba
lMomanky Yecmu: cTomMaTuTuc, abaomuHanHa Oonka, ragewe, noBpakawe u

avjapeja.

PeTko e 3abenexaHa nojaBa Ha KpBapewa, Koja ce nojaByBa Mpep Ce Kako
COCTaBeH fAen O peakuujata Ha XunepceHauTuBHOCT. Mako ogpeneH Opoj
KIMWUHWYKKA NCNUTYBaka MNoKa)ale HamMalneHa arperauwja Ha TpOMﬁOLLIﬂTMTe BO
NPUCYCTBO Ha aueTunuucTenH, KnnHnM4KaTa BaXXHOCT 3acera He e no3Hara.

4.9 Mpepnosupare

Jdocera Hema nogaTtouu 3a npedosvpake Cco nepopanHn dopmn Ha
auetunuucteuH. Bo ncnutysamwe co gobposonuu Ha kou uMm Bune gasaHu 403N
n go 11,6 g aueTunuucTenH/Ha AeH BO Tek Ha 3 Meceun He bune 3abenexaHu
6uno KakBuM Cepuo3HU HecakaHu gejctea. [logHocnuBocTa Ha aUETUNUUCTEWH
6una pobpa v npu nepopanyn 4osu Ao 500 mg auverunuuctenH/kg.

CumnTOMU Ha UHTOKCUKauuja

MNpeposupaweTo MoXe Aa AOBeAe A0 raCTPOMHTECTUHANMHN CUMNTOMU KaKo LUTO
ce ragete, nospakawe u Aunjapeja. Kaj manute pgeua _ngq;;fbhx PusnK of
xunepcekpeuuja. /a8 <80 34 "PQ‘




TpeTmaH npw npegosvpake
Ce cnpoBegyBa cumMnTomaTcka Tepanuja, LOKOSKY 3a Toa uma notpeda.

WckyctBata CTekHaTW O WHTPaABEHCKO JAasBawe Ha  aueTunuucTenH
(MCKNyYUTENHO BUCOKMU 403K, MakcumanHo 30 rpamal/geH), npu UHTOKCUKaLmja co
napaueTamMosl, yKkaxyBaaT Ha MnojaBa Ha [enymMHO UpeBep3nbunHu
"aHadunakTrongHu“ peakuyuun, ocobeHo npu 6p3a nHTpaBeHCcKa annukauuja.

5. PAPMAKOJIOLWKK NOOAATOLMA

5.1 ®apmakoauHamuja
dapmakoTepanesTcka rpyna: MyKonuTuum
ATC koa: RO5C B0O1

AueTunuucTeMH e pgepuBaT Ha aMWHO KUCenuHaTa UWCTEWH, Koj Aenysa
CEKPETONUTUYKN U CEKPETOMOTOPHO Ha BpoHxujanHuTe natuwra. Ce cmeTa geka
M KuHe aucynduaHuTe BPCKM NOMery MykononucaxapgHute naHuu, v
aenonumepusupa naduute Ha [HK BO nypyneHTHUOT Mykyc. Kako pesynTaTt Ha
OBOj Me€XaHu3aM BWUCKO3HOCTa Ha cryaTa ce Hamanysa.

PeaktusHata SH rpyna Bo aueTunuMcTenHOT MMa CnocoBHOCT Aa ru Bp3yBa 3a
cebe pasnuyHMUTE XEMUCKM pajuKanu co LITO ja cmanysa HMBHaTa TOKCUYHOCT.
AueTunuMcTenH, AONONHUTENHO NPUAOHECYBa 3a CUMHTE3aTa Ha rMyTaTUOH KOj
MMa BaXHa ynora BO npouecuTe 3a getokcukaumja. Co osa ce objacHysa
HEroBOTO AEjCTBO Kako aHTUAOT Npu npefosvpake co napaueramorn.

Kaj nauuMeHTn co XxpoHudyeH BpoHxuTuc/mykoBucumaosa (UnctudHa pubposa) Ha
benute apobosu, aueTUNUUCTEUH UMa NPOUNaKTUYKO AejCTBO Hamanysajku ja
3a4eCTeHOCTa U MHTEH3UTETOT Ha nocrnefoBaTenHuTe BakTepuckn MHbEKLUN.

5.2 DapmMmakoKuHeTUKa

lMocne nepopanHa nNpuMMeEHa, aueTUnuUCTEMHOT B6pP30 U CKOPO LENoCHO ce
ancopbupa u metabonusupa BO UPHWMOT Apo® BO uucTeuH, (hapMakonoLKu
akTuBeH mMeTabonuT, Kako ¥ BO AMjaueTusIUUCTUH, UUCTUH U Apyrin aucyndunau.
Mopagu cunuuoT 6p3 npemuH HU3 UpHUOT Apob, Buopacnonoxnueocta Ha
nepopanHuoT AaAeH aueTUnuUMcTenH e MHory mana (npubnmwkHo 10%). Kaj nyre
MakcMMarnHaTa nnasMaTtcka KOHUEHTpauuja ce nocturdysa nocne 1-3 vaca, a
MakcumanHaTta nnasMartcka KoHUeHTpauuja Ha MeTabonuToT UuWuCTeWH e
npubnmxHo 2 umol/L. lNpoueHToT Ha Bp3yBake 3a nnasMaTcKUTe MNPOTEenHU
usHecysa okony 50%.

ALETUNUNCTENH U HETOBUTE MEeTabONUTW eraucTupaar BO TPy pasnuyHu dopmu
BO OPraHM3moT: AgenymHo Bo crnobogHa dopma, AenyMHO BpP3aHu 3a NpoTenHuTe
npeky nabunHu aucynduaHy BPCKU U OENYMHO Kako KOHCTUTYEHCU Ha amMWuHO
KncenuHure.

AUeTUNUWCTENH Ce u3nayyBa CKOpPO ULENocHo BO ¢hopma .Ha HeakTuBeH

mMeTabonnuT (HeopraHcku cyndaru, ,u,mjauemnum_c,:;@i&);Cﬁbe'@;‘;ﬁyﬁpesme.
Ve D\u' ‘34




[MnasmMaTckMoT NOMYy-XKUBOT W3HecyBa NpubnuxkHo 1 vac, WTo e nocreauua Ha
Op3arta xenatanHa OwuoTpaHcdopmauuja. 3artoa npu owTeTeHa xenartanHa
dyHKLMja NNasMaTCKUOT NOMNY-XMBOT ce NpoAosiKyBa v Ao 8 vaca.
dapmaKkoKMHEeTCKUTEe  UCTpaXKkyBaka CO  MHTpPaBEHCKa  NpuUMeHa  Ha
aueTUNUUCTEeNH Nokaxkane geka BKYNHUOT BONYMEH Ha AucTpubyuuja usHecysan
0,47 lkg/tt  wnu 0,59 I/kg/TT (kopervpaHa BpeaHOCT); AoAeKka BKYMHWOT
nnasmartckuoT knupeHc usHecysan 0,11 I/h/kg/tT u 0,84 I/h/kg/TT (KoperupaHa
BPEeAHOCT) , COOABETHO. ENMMUHALMCKNOT NONYy-XXMBOT nocne u.B npumeHa e 30-
40 MVHYTK JoOeKa eKCKpeLmjaTa ce oaBuBa cnopes Tpu dasHarta kuHetuka (a, B
N TepMyHanHa y gasa).

AueTunuucTenH ja npemMuHyBa nnaueHTata U ce AeTeKTupa BO aMHMWOHCKaTa
TeYHOCT. He nocrojaTt uHdopmauum 3a usnayysameTo BO MajYMHOTO MIEKO.

Hema nopartoun 3a Toa Aanuv aueTUnuUCTENH Kaj YOBEKOT ja NPEMUHYBa KPBHO-
mMo3o4HaTa bapuepa.

5.3 MNpeTKNUHKUYKKU NOAATOLM 3a CUTYPHOCTA

AKYTHa TOKCUYHOCT

Bo cTyouu kaj XUBOTHM akyTHaTa TOKCUYHOCT Buna Hucka. 3a nekyBare npwu
npefosupame Bugete ro genot 4.9 “Tpegosupame”.

XPOHWUYHA TOKCUYHOCT

CryauuTe Kaj pasnu4Hy BUAOBU Ha XXUBOTHWU (CTaopuu, Ky4ymHa) BO nepuon o
€[Ha roguHa He nokaxkasre HUKakBu NaToNoLKN NPOMEHMN.

TyMOpDOreH 1 MyTareH noreHuujan

He ce ouyekyBa MyTareHo AeCTBO Ha aUETUNUUCTEMHOT. MH sumpo TecToT Bun
HeraTuBeH.

He ce n3BpLUeHn CTyauu 3a TYMOPOreH noTeHuumjan Ha aueTunuMCTENHOT.
PenpoayktueHa TOKCUYHOCT

He ce yTBpaeHu mandopmMauuy npu uctpaxysawara 3a eMOpPUOTOKCUYHOCT Kaj
3ajaunte n ctaopuute. Vctpaxysawarta 3a epTunuTeTHa, nepuHatanHa unu
nocTHaTanHa TOKCUYHOCT Oune HeraTUBHU.

AUeTUNUUCTEUH ja NpeMUHyBa NnaueHTarTa Kaj ctaopuute u 6un 3abenexaH Bo
amMHuoHckaTa TeuvHocT. KoHueHTpauwmjata Ha wMeTtabonutor [Jl-uucteuH e
norornema BO nNNnaueHTata W KpBTa Ha ¢eTycoT, OTKONKYy BO KPBOTOKOT Ha
MajkaTta, Aypu v 4o 8 yaca nocne nepoparnHa npuMeHa.

6. DPAPMALIEBTCKU NOOATOLA

n Mg A
6.1 Jlucra Ha ekcuunueHcu éﬁ?—"c M
AHXuUApuaHa NTMMOHCKa KucenuHa (__,;A%"ﬁr.)ﬁg
Hatpuym xugporex kapboHat g-!,,;' 2 |
AHXUAPUAEH HAaTpUyMm KapboHat ‘\gf, A
ManuTton W ¥

CaxapuvH HaTpuym




AHXuapuaHa nakrosa
AckopOuHCKa KucenuHa
HaTtpuym umknamaTt
HaTtpuym untpaT guxuapar
LinHk cyndbat moHoxuapar
Apoma Ha numoH “BB”

Cosert 3a anjabetuyapu
1 wymnuea tabneta cogpxu 0,01 nebHu eguHULX.

6.2 UnkomnaTubunHocr
Bugete ro genot 4.5 “UHTepakuum co Apyru feKoBu wunu apyrn dopmu Ha
UHTEpakymja“.

6.3 Pok Ha ynoTpeba
3 roavHu

6.4 HauuH Ha yyBamwe
Hema nocebHu ynaTcTea 3a YyBamwe.
JlekoT ga ce yyBa Ha MecTa He[oOCTanHM 3a Aeua.

6.5 lMakyBake (Npupoaa U coapXunHa Ha NakyBaHEeTo)
MakyBaweTo cogpxu 10 wymnueu Tabnetu (NamuHaTHa-anyMWHUYMCKa-
XapTueHa nexTa, 5x2)/kyTuja.

7. NOOATOLU 3A HOCUTEJNOT HA PELLEHUETO 3A NMPOMET
JIEK Ckonje OOOE/J], lNepo Hakos 6p. 33, Ckonje, P.MakenoHuja

8. BPOJ HA PELLEHUWETO 3A CTABAHE BO NPOMET
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