YnartcTBo 3a nauueHToT: UHpopmauum 3a nauueHToT

Neckapwm, hunm obnoxeHa Tabnera 500mg
MWKPOHWU3MPaHu pnaBoHoMAK, Kou coapxaT avocmunH 90% v apyrv hnaBoHOUAW M3paseHn Kako
xecnepuavH 10%

BHuMMaTenHo npouuTajTe ro Leno ynaTtcTBO Npej Aa 3anovyHerte [a ro semarte nekor, buaejku

cOoOpPXU BaXHU UHd opMaL MK 3a Bac.

- Yysajte ro ynatcteoto. Moxebu ke TpebGa NOBTOPHO Aa ro npoyutaTe.

— AKO UMaTe [OoNOoNHWTENHK Npallama, NocTaBeTe M Ha BalnoT nekap unu apmMaLlesT.

- Ako zabenexuTe HecakaHu AejCTBa, KOHCYNTUpajTe ce CO BalUMOT nekap unu apmauesT. Tyka
ce BKIYYEHW CUTE MOXKHU HecakaHU [ejcTBa KOULITO He Ce HaBefeHn Bo oBa ynaTtcTeo. Busere
ro genort 4.

- AKo He ce yyBcTBYBaTe nofobpo unu ce YyBCTBYBATE NOMOLLO No 6 Heaenu TpeTMmaH 3a
XPOHWYHO 3abonyearse Ha BEHUTE WNU NO 7 feHa TPeTMaH 3a akyTeH Hanag Ha Xxemopouaun,
mMopa Aa ce jaBuTe Kaj BallnoT nekap.

LLTo coppxu oBa ynaTtcTBO

1. Lo e [leckapw 1 3a LUTO Ce KOPUCTU

2. Lto Tpeba aa 3HaeTe npepd Aa ynotpebute [eckapu
3. Kako ce ynoTtpebysa [Jeckapwu

4. Mo>xHK HecakaHw aejcTea

5. Kako ce yyBa [leckapu

6. CoapxuHa Ha nakyBareTo W Apyru MHpopMaymm
MpoussoauTen

1. Kern Pharma, S.L., Venus, 72 — Pol. Ind. Coldn I, 08228 Terrassa — bapcenota, LLinaHuja
2. Mylan Hungary Kft, Mylan utca 1, 2900 Komapom, YHrapuja

Hocuten Ha onobpeHueTo 3a cTtaBake BO NPOMeT
MAKEOOHWJANEK noo, yn. boua Meaxosa 6p.1, Ckonje, P. MakegoHuja

1. lTo e [leckapu 1 3a WITO Ce KOPUCTH

NekoT [leckapw COApXKW akTUBHWM CYMNCTaHLWKW KOW BNUjaaT Ha akTWBHOCTA Ha BEHUTE W M wTuTaT
BEHUTE, TWUe ro 3rofiemMyBaaT BEHCKWOT TOHYC WM OTNopHocTa Ha kanunapute. JlekoT [eckapu ja
Hamarysa rnojaBaTa Ha efieM U UMa aHTUMH(NaMaToOpPHO AejCTBO.

NekoT [leckapun e MHAMLMPaAH 38 BO3PaCHU KaKo:

* Tepanwja Ha 3HaUW W CUMNTOMW Ha XPOHUYHA BEHCKa MHCYULMEeHUMja, kako LWTo ce Bornka,
YYBCTBO Ha TEXWHA, HOKHW rpYEBK, eaem 1 TPOUYHIN NPOMEHU HA JOMHUTE EKCTPEMUTETU.

« CumnTomMaTtcka Tepanuja Ha akyTHa xemopouaHa Gornect, kako WTo ce Bonka, Kpsapeme W
OTOK BO aHanHWOT PErMoH.

2 LUTo TpeGa na 3HaeTe npepn Aa ynotpebute deckapu
He 3emajte deckapu

° @Ko CTe anepruyHn Ha AMOCMWUH W ApYrv hNaBOHOWAW W3PA3EHW Kako XecrnepuauH unu Ha
Hekoja o[l NOMOLUHWTE CYNCcTaHUW Ha 0BOj Nek (HaBeAeHu BO Aen 6).

MpegynpenyBaka U MEPKKU Ha NPeTNasnUBoOCT
Pasroeapajte co BawWoT nekap unv dapmalesT npeq Aa 3eMeTe

XpoHu4Ha eeHcKa uHcyghuyueHyuja

Ako Bawara cocToj6a ce BMOWW 3a BpeMe Ha TPETMaHoT, LW I
BOCNaneHne Ha Koxata Unu BeHUTe, CTBpAHYBake Ha TKUBOTO ogl oma:'ra -cMnHa 5'0
Ko)xata unun atunn4yHn CUMNTOMM KaKo LUTO CE Harno oTeKkyBake\Ha égHafa VAT A@gﬁe 'oae BeaHaL
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TepanujaTa co [leckapu e HajkopucHa kora e NpUApYXeHa Co YPaMHOTEXEH HAYUH Ha XKUBOT:

- Tpeba aa ce n3berHyea Manoxysame Ha COHLE U J0MNro CTOEH:E,
- Tpeba fa ce oapKyBa COOABETHA TENecHa TexuHa,
- HOCeHEeTO creyujanHun Yopanu Moxe Aa ja nogobpu umpkynaumjata kaj Hekow nauueHTHm.

Hdeckapu Hema fga nomorHe fa ce Hamanu OTOKOT Ha [JOMHUTE EKCTPEMUTETM ako OTOKOT e
npeanssrkaH of cpueea, 6ybpexkHa unu xenaranda uHcypulyueHumja.

AKymHa xemopoudHa 6onecm

AKO umaTe akyTeH Hanaj Ha xemopowuau, MoxeTe fa 3emarte [leckapu camo OrpaHWYeH BPEMEHCKM
nepvog og 15 aeHa. AKO CUMNTOMWUTE He NpecTaHaT BO 0BOj NEPUO/, KOHTaKTUpajTe ro BalUMOT nekap.

Ako BawaTa coctojba ce BnOLIW 32 BPEME Ha TPETMAHOT, T.€. ako 3abenexuTe 3ronemMeHo pekTanHo
KpBapetbe, KpB BO CTONWULATA UMW Ce COMHEBaTe Ha KpBapere Ha XeMOPOWAUTE KOHTaKTUpajTe co
BaLUWOT Nekap.

TpetmaHoT co [leckapu He e 3ameHa 3a cneuvduyeH TPETMaH Ha ApYyrv aHanHu HapyLuyBatba.

[eua u agonecueHTn
He ce npenopavysa 3a ynoTtpeba kaj Aela u agonecueHT nod 18 roauHu.

MocebHu nonynauuu
He ce cnpoBefeHn cTyaun 3a fo3vpame kaj naumeHTn co ByBpexHo u/unu xenatanHo OLTeTyBame
WNK Kaj nocTapu nuua.

OcTaHaTti nekoBu U Jleckapu
[ocera He ce 3abenexaHn uHTepakuum nomery [leckapw v gpyry nekosw. KaxeTe My Ha BalUMoT
nexkap unu papMaueBT ako 3emaTe, HeogamHa CTe 3eMane Unu Moxe fa 3emare 4pyru NekoBu.

3emarse [leckapu co xpaHa M nujanok
Ce npenopayysa fa ce 3ema [leckapu 3a Bpeme Ha 06poK.

BpemeHocT U poeke

BesbepnHocTta Ha ynotpebata Ha nekoT [leckapu 3a Bpeme Ha GpEMEHOCT U AOEHE HE € YTBPAEHA.
3aroa, HerosaTa ynotpeba BO oBMe nepuoan He ce npenopadyea. AKO cTe GpemMeHu unu fouTe,
mucnute geka cre GpemeHu unu nnadupare fa sabpemeHuTe, KOHTaKTUpajTe Co BalUWMOT nekap unu
thapmaLeBT.

Bosetbe U pakyBatbe CO MalIMHK
Hdeckapu Hema unu uma 3aHemapnveo BrvjaHue Bp3 CnocobHOCTa 3a BO3EHE U paKyBake CO MaLLWHU,

Heckapu coapxu HaTpUym
Osoj nek coapxu nomanky of 1 mmol Hatpuym (23 mg) no TabneTa, LWITO 3Ha4W Aeka BO CyLITUHA e
,0e3 HaTpuym"”.

3. Kako ce ynotpe6yBa [leckapu

Cekoralu 3emajTe ro NeKOT TOYHO KaKo LUTO BW Pekosn nekapoT unu capmauestoT. NposepeTe co
nekapoT Unu hapMaLeBTOT ako He CTe CUrypHW.

lMpenopayaHaTta go3a 3a BO3pacHU e:

OHWYHA BEHCKa WHCY(UUMeHUMja
nopaHaHaTa no3a e 2 TabneTu AHEBHO, KOW MOXe Aa ce 3eMaaT ogefHall unu Bo 2 nocebHu 4o3u.
oba naro 3eMaTe OBOj Nek Hajmanky 4 o 6 negenu nped Aa cec ovckysa kakso 6uno nogobpysatse.
/ ,H,or(onky CMMRTOMI@'&H@ Bawarta 6onecT ce BnoLuysaaTt Mnu He ce nogobpysBaar no WecT Heaenu of
f TpeTmaHoT, Tpeﬁa ,z;a%‘ KOHCyNnTWUpaTe ce Co BallUWOT nekap.
CaMo—neKyaarheTo 7683 KOHCynTauuja co nekap moxe ga Tpae 3 meceuyw. Cenak, moxete ga
npo,qonmme fa rc{%eﬁ Te [leckapn nogonr BpeMeHCKU Nepuos AOKOMKY BalUMOT Nekap yTBpauW Aeka

}KE.*BVI Tpeba ,qpyrcne nuyeH TpeTMaH.
SH w
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* AKyTHa XeMopougHa 6onecrt
MNpenopayaHaTa fo3a Bo npBuUTe 4 geHa o Tepanwvjata e 6 Tabnetn Ha feH. Bo TekoT Ha cneaHuTe 3
[leHa, npenopavaHata Ao3a e 2 TabneTun ABa NaTtv Ha AeH (4 TabneTtu Ha AeH). lNoToa cnefv TpeTMmaH
Ha oApXyBame, Kkora npenopavaHaTa gosa e 1 Tabnera asa natu Ha [eH.
AKO CUMNTOMUTE He ce noaobpaT UM ce Bnowar no 7 AeHa of TPeTMaHoT, KOHCYNTUpajTe ce Co
BawwoT nekap. Camo-nekyBaweTo co [eckapy moxe Aa Tpae 15 AeHa; JOKOMNKY CUMNTOMWUTE He
noMWHAT BO 0BOj nepuof, Tpeba Aa ce KoHCynTupare co BallvoT Nnekap.

HauuH Ha npumeHa

[leckapw e HameHeT 3a opanHa ynotpeba
Heckapu Tpeba fa ro saemate co 06pok.
[MporonTajte rn TabneTnTe co Manky TEYHOCT.

Axo 3emeTe noBeke [leckapu oTKONKy wro Tpeba

[Jokonky cTe 3ene noseke [eckapu oTkonky wro Tpeba, BeAHal nHdopMupajTe ro BalKOT nekap unu
thapmaueBT.

[ocera Hema npujaseHu cnyvyaum Ha npeaosupare co leckapu.

Axo 3abopaBuTe aa semete [eckapu

He 3emajTe ABOjHa 403a 3a Aa ja HAaAOMeCTUTe nponyLireHara.

[oKkonky umate AONOMHUTENHW Npaliaka BO Bpcka co ynoTpebarta Ha OBOj NeK, KOHTakTupajTe co
BaLUWMOT Nekap unu chapmatesT.

4, MoxHu HecakaHu aejcTBa

Kako 1 cuTe NekoBu, 1 OBOj NeK Moxe [a npeansBuKka HecakaHu AejcTBa, Mako He ce nojaByBaarT Kaj
cuTe.

YecT HecakaHu echekTn (MOXe Aa ce nojasart kaj HajMHory 1 of 10 nauneHTW Kou ro 3eMaar nekor):
+ [Injapea, nowo Bapekwe, ragere (YyBCTBO Ha rafere), noBpakame.

HeBooGuuaeHu HecakaHu edrekTU (MOXe Aa ce nojasat Kaj HajmHory 1 o4 100 nauneHTu Kou ro
3emaar nekor):
* Konutuc (Bocnanexnve Ha gebenoTo Lpeso).

PeTku HecakaHu edekTn (MOXe Aa ce nojasat Kaj HajmHory 1 on 1000 naumeHTW kKow ro semaar
NeKoT):

* [naeobonka, manakcaHocT (4yBCTBO Ha cnabocT), BpTornasnua,

» Ocun, Yyewawe, ypTukapuja

Henosxatu (He Moxe Aa ce NpoLeHu o4 AocTanHuTe nogaToum):

* BOnkKn BO CTOMaKoT,

+ Egem (OTOK Ha NUUETO, YCHWTE UNnW OYHWTE Kanauw), ocobeHo aHrnoenem (HeHageeH OTOK Ha
TKMBaTa Kako LITO CE NULUETO, YCHWTE, jasuKoT WNu rpnoTto, LUTO MOXe Aa NpeausBuka oTexHaTo
aulietse).

MNpujaByBame HA HecakaHUTe aejcTBa

[okonky ce nojaBu Guno kakeo HecakaHo AejcTBo, obpaTeTe ce kaj BawwvoT nekap wnu thapmavesT.
Oepfe cnaraaT cUTe MOXHU HecakaHu [ejcTBa KOW He ce HasejeHW Bo oBa ynarcteo. Mcto Taka,
HecakaHWTe [AejcTBa MOXe fJa v npujaBnTe W AWPEKTHO npeky HauwoHanHWoT ueHTap 3a
thapmakoBurunaHua npu AreHuwjata 3a nekoBu v meawumHckn cpeactsa (yn. Ce. Kupun n Metoaw)
6p.54 kaT 1) unu no enekTpPoOHCKU naT npeky Beb cTpaHaTta Ha AreHuujata http://malmed.gov.mk/. Co
NpvjaByBakeTO Ha HecakaHuTe AejcTea ke nmomorHeTe ga ce obesbepat noseke WHopMauuu 3a
besbefHocTa Ha OBOj Nek.

5. Kako ce uyBa [leckapu

YyeajTe ro nekoT nofganeky og nornen w godart Ha geua.
NekoT He Bapa nocebHKM yCrnoBu 3a YyBare.
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He kopucteTe ro oBoj nek no AaTyMoOT Ha MCTEKOT Ha POKOT Ha ynotpeba WTo e HaBeaeH Ha
KapTOHCKOTO nakysate 1 Ha 6nuctep nakyeaweTo no EXP.
HatymoT Ha uctekyBame ce ofHecyBa Ha NoCNefHWOT AeH 0 Toj Mecell.

He dpnajte nekoBu BO kaHanu3auuckaTta oTnagHa BOAA WNW BO OTNAAOT Of [AOMakMHCTBOTO.
KoHcynTupajte ce co BallvoT chapmaLeBT OKOMY TOa Kako 4a M OTCTPaHUTe NeKoBUTe LUTO Beke He rv
kopuctute. OBUE Mepku nomaraar BO 3aluTUTaTa Ha XUBOTHATa CpeauHa.

6. CoapxuHa Ha NnakyBakeTo U APYru UHdopMaLuu
LUTo conpxun [eckapu

-AKTUBHaTa CyncTaHuuja € MUKpoHu3npaHa gpakuuja Ha naBoHOUAM, Koja COAPXKN ANOCMUH 90% u
Apyrv (pnaBoHOMAW w3paseHu kako xecnepuauH 10%. EpHa dunm Tabneta cogpxu 500 mg
MUKpPOHU3WpaHW bnasoHomam, WTo oarosapa Ha 450 mg avocMuH M 50 mg Apyru pnasoHouan
M3paseHun Kako XxecrnepugmnH.

-MomoLuHKu cyncTaHuum ce:

Jagpo Ha cunm Tabnerta: XenatuH, Hatpuym ckpob rnukonat (tun A), Llenynosa, MukpokpucTtanHa,
Tank, MarHeanym crteapar

Obeueka Ha dunm Tabneta: Hatpuym naypun cyndpat, Xunpomenosa (E 464), Mmuuepon (E442),
Tutanuym auokeng (E171), XKeneso okeung, xont (E172), XKeneso okcug, upeeH (E172),Makporon
6000, Marneanym cteapart (E 4706)

Kako narnena [leckapu v WTO COAPXMU NaKyBaH-eTO

PoseBo-nopTokanosa, fonrHasecta gunm-obnoxeHa Ttabneta co nopeneHa nuHWja Ha epHata
cTpaHa. Jlunnjata Ha nofgenba cny»u camo 3a Aa ro ONecHU KPLUEHETO U NOTNOMOIHE NPW rofTakeTo
Ha MeKoT, a He Aa ro Aenu Ha eaHakeW 4enoBu
TabneTtute ce nakosauu BO anymuHuym/PVC 6nuctep.HagsopeluHoTo nakysawe e cKionysBadka
KapToHcka KyTuja koja cogpxu 3 Gnuctepu co no 10 dunm-o6noxenu Tabnetn (BkynHo 30 dunm-
obnoxeHun TabneTn) u ynaTcTeo 3a ynoTtpeba.

HauyuH Ha uspaBatbe:
NekoT ce usnasa Bo anteka 6e3 nexkapcku peuent (BP)

HaTtym Ha nocnenHa peBW3uja Ha yNnaTcTBOTO:
Hoemepu 2024

Bpoj Ha ono6peHne 3a cTaBawe Ha NIEKOT BO NPOMeT:




