JIucroBka: nadopManus 3a naHenTAa

DOedykcocratr Papmaeaukt 80 mg punmupanu TabneTky
Febuxostat Pharmdedict 80 mg film-coated tablets

®ebdykcocrar Gapmaenukt 120 mg dunmupanu TabneTku
Febuxostat Pharmdedict 120 mg film-coated tablets

(hedykcocTat/ febuxostat)

IIpoyeTeTe BHHMATEIHO NAJIATA JIHCTOBKA, NPE/IH 2 3aNI04YHeTe 1a IPHEMAaTe TOBA JIEKAPCTBO,
ThH KAaTO TH CbAbpikKa BakHa 3a Bac undopmanus.

KakBo CbAbPKA TA3H JIHCTOBKA

g Sy iy

1.

3anasere Ta3M JIMCTOBKA. Moxke Ad CC HAJIOXKH J1a s 1NpoYETETE OTHOBO.,

AKO UMaTe HSAKaKBH JIOITbJIHUTEIHA BBIIPOCH, nonuTaiTe Bawus nekap unu dgapmanesr.
ToBa nekapcTBo € npeanuvcano an4Ho Ha Bac. He ro npeorcrbnBaiire Ha apyru xopa. To Moxe

J1a UM HaBpe/IM, HE3aBMCUMO Y€ MPU3HALIMTE HA TAXHOTO 3a00JisiBaHe ca chluTe KaTo Bammure.

AKO M0JIy4HTe HAKaKBH HE)KEJIaHW peaklivH, yBeaoMere Bamus nekap wiu dpapmanest. Tosa
BKJIIOYBA W BCHYKH Bb3MOJKHH HEXKEJIaHH peaKLUM, HEOMMMCAHHU B Ta3M JIMCTOBKa. Buxkre
TOuKa 4.

W3TTBITHNTENHA ATTHUWS M0 NEKAPCTBATA

Kakso npezacrasissa Medykcoctar MapMaeIMKT U 3a K .
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KakBo npeacrasasapa ®ebykcoctat @apm/IeHKT H 32 KAKBO C€ H3I0/13BA

Dedykcocrar PapMaeaAuKT TabNETKH ChBPIKAT aKTHBHOTO BelIECTBO (heOyKCOCTaT U ce M3Mo3BarT 3a
JICYEHHUE Ha NnoJiarpa, KosiTo € CBbp3aHa C HaJIMuMe B OPraHu3Ma Ha INpeKajeHo rojiiMo KOJIHYEeCTBO
XMMHYECKO BELIECTBO, HApeYEeHO NMUKOYHA KMCeIMHa (ypar) B opranu3ma. [Ipu HaIKoM xopa nuko4yHara
KHCEJIMHA C€ HAaTPYINBa B KPbBTA B KOJIMYECTBO, KOETO MOXKE [1a € TPEeKaJIieHO oMo, 3a Ja OCTaHe
pasTBopeHo. KoraTo ToBa ce ciyuu, MoraT Aa ce oOpa3yBaT YpaTHH KPUCTaJIM B WM OKOJIO CTABUTE U
OnOpeumre. Te3u KpucTasmu Morart Ja NpUYUHAT BHE3anHa cuiiHa 00J1ka, 3auepBaBaHe, 3aTOIJIAHE U
MoJlyBaHe Ha CTaBaTa (M3BECTHO KATO MOAArpo3eH NPUCThI). AKO He Ce JIEKYBa, B HIIH OKOJIO CTABUTE
MoraT Ja ce 00pasyBaT 1o-rojieMH otjaraHus, Hapedenu topu. Todure Morar 1a IpUUHHAT
YBPEKJAaHE HA CTABUTE H KOCTUTE.

Dedykcocrar PapMIAEAUKT JeHCTBA, Ype3 MOHWKABAHE HA KOHLEHTPALMATA HA MHKOYHATA KUCETUHA.
[TonabpkaHeTo Ha KOHLUEHTpALMATA HA MIMKOYHATA KMCEJIMHA HUCKa, Ype3 npuem Ha Mebykcocrar
DapmIeMKT BEAHBXK JHEBHO, BCEKH JI€H, CrMpa 00pa3yBaHETO Ha KPHCTAJIM M CJIe]l BpEMe HamallsBa
cumnromure. [lourbpkaHeTo Ha KOHLIEHTpaLMATa Ha MMKOYHATA KMCEJIMHA JI0CTATHLYHO HHUCKA 34
AOCTAaTbYHO ABJIBI MEPHO OT BPEME MOJXKE CBIILO Jla HAMAJIK pa3Mepa Ha ToduTe.

Dedykcoctar @apmaeaukt 120 mg TabneTku ce U3no3Ba ChILO 3a JIEYEHHE U MPEA0TBPaTABAHE Ha
BHCOKH HHBA Ha NUKOYHA KHCEJIMHA B KPbBTA, KOMTO MOraT 1a Bb3HUKHAT, MPH 3aMo4YBaHe Ha
XUMHOTEpaIrus MnpH pakoBH 3ab0s1ssBaHUA Ha KPbLBTA.

Koraro ce rnpuiara Xumuoteparnus, pakoBUTe KJIETKH Ce€ pa3pylliaBaTr U ¢ TOBa ChOTB
YBEJIMYaBa KOHLIEHTPALMATA HA TMKOYHA KMCEJIMHA B KPbBTA, aKO HE C€ W3MOoJI3Ba
cpeuly oOpa3yBaHETO Ha MHUKOYHA KHCEIMHA.

DOedykcocraT PapMAEAUKT € 3a Bb3PACTHH.




2. Kaxpo Tpabsa na 3maere, npeau aa npaemere ®ebykcocTaT PQapmaeasKT

He npaemaiite PebyxcocTar Papmaeankr
. AKO cTe anepruiHy KpM GebyKCoCTaT WiH HAKOS OT OCTAHAKTE ChCTaBKM Ha TOBA JIEKapCTBO
(130poeHH B TOUKA 6);

Ilpeaynpexaenns H npeJna3Hu MepKH

'oBopere ¢ Baiuus nexap npesn aa npHemere Oebykcocrat DapMueauxT: |

. aKO HMATe WIH CTC HMAIIKM ChPAEYHA HEAOCTATHYHOCT, MPOOJIEMH CBHC ChPUETO MM YAAp
(MO3BYEH HHCYIIT);

. dKO MMaTe MiK CTe HMaTH OBOpedHo 3a60naBaHe W/IWIH CepHo3Ha ANEPTHYHA PEAKLMSA KhM
aJIOIyPHHO {(JIEKApCTBO, H3MOM3BAHO 34 JIEYEHHE Ha [10/arpa);

. aKO MMAaTe WIH CT€ UMaTH YepHOApoOHO 3abonaBane UM Pe3yTATH OT H3CIEBAHE Ha
YEPHOAPOOHHTE NOKA3ATENH, KOHTO Ca H3BbH IPAHULIATE HA HOPMATA;

. aKO C¢ JICKYBATe 38 BHCOKH HHBA Ha NHKOYHATA KHCEJIMHA NOpaaH CHHApPOM Ha Jleum-Huxax
(paaxo HacneACTBEHO 3a00NABaHE, IPH KOETO HMA NPEKAJIEHO MHOTO MUKOYHA KHCEIHHA B
KpbBTA);

. aKo UMare npobieMH ¢ LHTOBUIHATA KJ1€3a.

AKO NOJTyYKTe anepruyHu peakiu KkeM OebykcoctaT PapMIeauKT, CIIpeTe NpHUeMa Ha TOBa
EKAPCTBO (BHIKTE CHILO TOUKA 4). BL3MOXKHH CHMITTOMH Ha aJIEPrHYHH PeakLHH MOXKeE /1a Ca:

. OOpHB, BIJIFOYHTENIHO ¥ TEXKH GOPMH (HAIP. MEXYPH HIlH JIIOLLIEHE HA KOXKATA, Bh3JTH, ChpOAL
obpuB), cLpbex;

. MOAYBaHE HA KpalHHUIIUTE WITH JIHLETO,

. 3aTPYyOHEHO JULLAHE;

. NOBHILEHA TEMINEPATYPa C YBETHYEHH THMGOHU B3TTH:

. CEPHO3HH XKHBOTO3ACTPALLIABAIIM ANCPrHYHH CCTOSHHS CBC CMIHPAHE HA CHLPLIETO U

KpBBOODpalnEeHHETO. | |
Bamnar nekap MoXke Aa pellin f1a CrIpe 3aBMHATH JIEYEHHETO C ®edyxcocrar PapMaeaukT.

Cunnpom Ha CTuBBHC-JKOHCHH
Paako ca ceobmasany cityqad Ha MOTEHUMATHO KMBOTO3ACTPALLABAIIM KOXKHN OoOpHBH (CHHAPOM Ha

CtussHC-J[K0OHCEH) npH ynotpefara Ha ®ebSykcoctaT QapMaeaukT, MOSBABAILM CE N0 TAIOTO
'bPBOHA4AJTHO KATO HEPBCHUKABH, NTOA00HH HA MUILICHA NETHA WM KPBIJIH NETHA, YeCTO C MEXYP B
LeHTbpa. Moxe CBINO A2 BKIIOYBAT PAHHYKH B YCTaTa, I'bPAOTO, HOCA, N0 NOJIOBHTE OPraHu H
KOHIOHKTHBHT (3a4€PBEHH U NMOAYTH 0uH). OGpHBBT MOXKeE Aa ce pasBHe N0 oOpa3yBaHe Ha MEXYpH
WJTH JIIOILEeHe Ha OOIIMPHH YYaCThLM OT KOXKATa.

Ako npu Bac ce e pa3sun cuHapoM Ha CTHBBHC-IKOHCHLH npH ynotpe6ara Ha ¢edykcocrar, He
TPA0Ba HHKOra Ja 3anoysate oTHoBO MeGykcoctaT Papmaennkr. Ako npH Bac ce nposBsaT o6pus win
TaKHBA KOXHH CUMITTOMH, MOCHBETBAHTE Ce BEJIHAra C JICKap U KaXeTe, 4e BIUMATE TOBA JIEKAPCTEO.

AKO B MOMEHTa MMaTe NOJIarpo3eH NPUCTh (BHE3amnHa nosBa Ha CHiHa Goka, YYBCTBHUTEJIHOCT,
3a4EpBABaNE, 3aTONJIAHE H OAYBAHE HA CTaBa), U3YAKANTE 1a OT3BYYM NOAATPO3HHUAT NPHUCTBI Npean
Aa 3anoyHere JieueHue ¢ Pebykcocrar QapMIEIUKT 3a ITbPBH ITHT.

Ipx HAKOM XOpa NOAArpO3HUTE NPHCTLIIM MOTAT a C€ 3aCHIIAT NPH 3aM0YBAHE HA TeYECHHE C HAKOM
JIEKapCTBa, KOMTO KOHTPONTHPAT HHBATA Ha NTMKOYHATa KucearHa. He npH BcHukM HacThNBa
obocTpsHe, HO Bue GuxTe Mornu aa nonyyure o6ocTpsiHe, JOPH aKO NPUEMATE Debykcocrar
DapMAeAHKT, 0COOEHO Npe3 TLPBUTE CEAMMLIM WIIH MECELH Ha JeYeHHeTo. BaxkHo e
a ipremare (Dedykcoctar OapMAEHKT, IOPH aKo NOMy4HTe 060CTpAHE, THil Ka
DapMaeIUKT NPoAbIDKABa Aa AeiiCTBA 3a MOHWKABAHE HA MUKOYHATA KHCETHHA.
NOoAAarpo3HHTE NMPUCTBINM 1lle HACTBNBAT BCE MO-PAIKO H e 6baaT no-manko 60
NMpOABLLKUTE [a npuemate Pedykcoctar GapMaeauKT BCEKH AeH.




BawusaT iekap 4ecTo e Bu npeanucsa Apyru JekapeTsa, ako ca HeoOX0AMMH, 3a 1a Npe10TBPaTH
WJIK JIEKYBa CUMITTOMHMTE Ha NMPUCTHIKUTE (KaTo OOJIKa U MO/yBaHe Ha CTaBa).

[Tpn nauneHTH ¢ MHOrO BUCOKH HUBA Ha MUKOYHA KMCETMHA (HArp. MOUI0KEHUTE HA XUMHOTEPAIusl
[PHU paK), JICYEHHETO C JICKAPCTBA, MOHWKABAIIIM NMMKOYHATA KUCEJIMHA, MOXE /1a JI0BEJIe 10
HaTPYINBAHE Ha KCAHTHH B MMKOYHHUTE IMbTHILA, C Bb3MOXKHO 00pa3yBaHe Ha KAMbHM, MakKap 4e TOBa
He € Hab/I01aBaHo MPU NaLMEHTH, JiekyBaHH ¢ PeGykcoctar DapMaeMKT 3a CHHIPOM Ha TyMOpPEH

pa3naj.

BawumsaT nekap Moxke J1a noucka na Bu 6baaT HanpaBeHH KpbBHU M3CJIE/IBAHMA, 3a 14 NIPOBEPH JA/H
yepHUAT Bu apob pabotn HopMaiHo.

lena u WOHOIIH
He naBaiiTe ToBa nekapcTBo Ha Aeua noa 18-roauiiHa Be3pacT, 3a1oTo 6€30nacHoOCTTa U
e()MKaCHOCTTA He ca YCTAHOBEHH.

Jpyrn gekaperBa n ®edykcocrar Papmaeankr
I'pabea na kaxere Ha Bawius nekap wiam papmalieBT, ako npueMare, HaCKOPO CTE NMPUEMATH WITH €
Bb3MOJKHO Jla NpHeMarTe JIpyry JeKapcTna.

Oco0eHo BaKHO € 1a yBeJIOMHTE JieKaps Win (apMalieBTa, ako NpreMare JIeKapeTBa, ChIbpKally
HSIKO€ OT CJIE/IHMTE BELIECTBA, ThH KaTO Te MOoraT Ja B3aumojeicteat ¢ Mebykcocrat MapMaeaukT 1
BammusaT nekap Mmoxe na oOMucan HeoOXOUMHUTE MEPKH:

® MepkanTorypuH (M310J13BaH 3a JieYeHHe Ha paK)
® A3aTHONPHH (M3110J13BaH Ja MOTUCKAaHe Ha UMYHHHS OTIOBOP)
H Teopunun (M3non3BaH 3a JeyeHHe Ha acTma)

bpeMeHHOCT H KbpMeHe

He e u3BecTHO nain @ebykcocrat DapMaeaMKT MOJKe 1a YBpean HepoaeHoTo Bu nere. ®ebykcocrar
DapmaeauKT He TpsaOBa aa ce ynorpebsBa no Bpeme Ha 6pemenHocT. He e n3pectHo nanu
Dedykcocrar DapmaeMKT MOXKe 1a npeMuHe B kbpMarta. He Tpsa6sa na npuemare debGykcocrar
DapMaEeIMKT, aKO KbPMHUTE WIM aKO IJIaHUpaTe J1a KbPMHUTE.

AKO cTe OpeMeHHa MM KbPMHTE, CMATaTe, Ye MOXKE J1a CTe OpeMeHHa WU rulaHupaTe OpeMeHHOCT,
nocbBeTBalTe ce ¢ Bamms nekap wiu papmaneBT npeau 1a npHeMeTe ToBa JIEKapCTBO.

Illopupane u pabora ¢ MAIIHHH

TpsabBa na 3Haete, ye MOXKeE J1a M3NMUTATE 3aMasHOCT, CHHIIMBOCT, 3aMbIJIEHO 3pDEHHE M M3TPBIIBaHe
WJIK yCelllaHe 3a MpaBy4KaHe M0 BpeMe Ha JICYEHHETO U B TaKbB CiTy4aid He TpsOBa /1a modupare Wim
paboOTHUTE C MALLIMHH.

PedykcocTtaT PapMaeaHKT ChbAbPKA HATPHI

Debykcocratr Dapmaeaukt 80 mg punmupanu TableTKH:

Tosa nekapcTBO Chabpika 1,2 mg HaTpuii (no-Manko ot 1 mmol Hatpwmii (23 mg)) Ha TabneTka, T.e.
MOXKE J1a C€ KaXKe, Y€ NMPAaKTHYECKHU HE ChAbPXKA HATPHH.

Dedykcocrar Mapmaeaukr 120 mg punmupanu Tabnerkw:

Toa nexapcTBo chabpika 1,8 mg Hatpuit (mo-manko or 1 mmol Hatpmit (23 mg)) Ha TabneTka, T.e.
MOJE /1a Ce Kaxke, Y€ NMPaKkTHYECKH HE ChAbpiKa HATPUH.

3. Kak 1a npuemare ®ebykcocrar ®apmaeaukr
BuHaru npuemaiite ToBa JieKapcTBO TOUHO KakTo Bu e ka3an Bawusar nekap. Ak
Hello, nonuranTe Bawus nekap unu gapmaiienr.

Jo3upoBka
[IpenopbuuTesnHara no3a e eiHa TabsieTka JHEBHO.
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Iloaarpa
®edykcoctar MapmaeaAHKT ce npeanara kato Tabnerka ot 80 mg uim Tabnerka or 120 mg. Bawmsar
JieKap e npejnyiue Hau-rnoaxonsiara 3a Bac no3uposka.

[Tpoawikere 1a npuemare MebykcoctaT MapmMaeIMKT BCEKH JIEH, I0PH KOTATO HE M3ITUTBATE
[oIarpo3eH MPUCTHI HIIH 000CTpsHE.

lIpeoomepamsaesane u neuenue na eucoxa xonueumpaz;uﬁ HA NUKOYHA KUCEAUHA NPU NAYUEHMU ¢ PAK,
NOOJONCEHU HA XUMUOMEDPANUS]

®edykcocrar PapMaeaUKT ce npeiara kato tabaerka ot 120 mg.

3anouyHere a npuemare Mebykcoctar DapMaeIUKT JBa JHH NPeaH XHMHOTEpANHUsTa U NPOJbIKETE
ynorpebara, kakto Bu e npenopbuan Bawmusr nekap.

OOHKHOBEHO JIYEHHETO € KPaTKOCPOYHO.

Haunn HA npHIoKeHHe
Tabnerkure TpsOBa na ce npuemar npes ycrata U MOrar jia ce npuemar che Win 6e3 XpaHa.
TabGnerkara moxe na Obae pa3zeneHa Ha paBHH J103H.

AKO cTe npHeJIH oBeYe OT HeoOxoauMaTa 103a PebykcocTaTr DapmaeauKT
[Tpu cyyaitho npenosupane, nonuraiite Baums iexkap KakBo 1a NpaBUTe WIH ce CBBp)KETE ¢ HaM-
OJIM3KOTO 3BEHO 3a CrelIHa U HEOTJIOKHA MOMOIIL.

AKo cTe nponycHa/u Aa npuemere ®ebykcocrat PapMaeuKT

Ao cte npontycHanu no3a Mebykcocrat MapMaeaHKT, MpUEMeTe s BeHAra, CJiej] KaTo ce CeTHUTE,
OCBEH aKo € MNOYTH BpeMe 3a ciieaBallaTa /103a. B T03m ciyuaii, nponycHere 3a6paBenara 103a U
pueMeTe crie/Ballara 103a B oOu4aiiHoTo Bpeme. He B3emaiite aBoiiHa 103a, 3a 1a KoMneHcHpare
MpoIycHarara J103a.

AKO cTe cnpein npuema nHa ®ebykcocrat PapmaeaAnKT

He cnimpaiite npuema Ha ®ebykcocrar Dapmaeaukr Ge3 chBera Ha Bawmus nekap, JIOPH M J1a ce
1yBCTBaTe no-100pe. Ako cnipere na npuemare Mebykcoctar MapMaeMKT KOHLEHTPALMATA HA
[TMKOYHATa KMCEJIMHA MOJKE J1a 3aM0YHe Jla ce MoBUIlaBa U cumntoMure Bu morat aa ce prnomnar,
nopajau 00pa3yBaHETO HA HOBHM YPaTHHU KPUCTAIH B U OKOJIO CTaBHTE U B ObOperuTe.

AKO MMaTe HAKAaKBH J0ITbJIHUTEIHH BBIIPOCH, CBbP3aHH ¢ ynoTpebaTa Ha TOBA JIEKAPCTBO, MONMUTaTe
Bawms nekap uau apmaiiesnr.

4. Bb3MOKHH HeKeJIAHH peaKnHH

KakTo BCHYKH JIeKapCcTBa, TOBA JIEKAPCTBO MOJKE:1a IPE/IM3BHKA HEXKEaHH PEaKIIHH, BbIIPEKH Ye He
BCEKH ' TIOJTy4aBa.

Crnpere 1a npruemaTe TOBa JIEKAPCTBO H BeHATA ce CBbpeTe ¢ Bamus jekap wian oTnaere 10
HAH-0JIH3KOTO OT/e/IeHHe 32 CHemHA MOMOIN, aKO Bb3HUKHAT CJI€[IHUTE PE/IKH HEKeIaHH peakL UM
(Moxke na 3acerHar 10 1 Ha 1 000 ayium), 3a110TO MOXKe aa NOCJIe/iBa CEpHO3HA aleprivHa peakLms:
® aHa(PUIIAKTUYHH PEAKLIMH, JIEKAPCTBEHA CBPBXYYBCTBUTEIHOCT (BHIKTE ChILO TOYKA 2
“IIpenynpexxaeHus U npeanasHyu MEpKH™);

“ MOTEHLMAJIHO )KUBOTO3aCTpallaBalli KOXKHH OOpPHBH, XapaKTepU3HpalllH ce C O EMMG :"':?:* \
MEXYPH ¥ 00esIBaHe Ha KOXKaTa M JIMMaBHLIATa HA TEJIECHHU KyXMHH, Hanp. Ha y Béﬁf‘%} \
opraHu, OOJIe3HEHH A3BM B ycTaTa M/WIH B 00J1aCTTa HAa MOJIOBUTE OPraHi, ¢ Bor'di \ o \'
MOBHLICHA TEMIMEpaTypa, Bb3MaJIeHO I'bpJ10 U YMopa (cuHIpoM Ha CTHUBBHC- b 'kqhqﬁa | % \
eMHIepMaIHA HEKPOJIH3a) HJTH C yBeJIHYEeHH JTMM(HU Bb3IIH, YBEJIHYEH Yepe rﬁgwgﬂ(,&o .‘:'.-‘ |

4EPHO/IPOOHA HEAOCTATBYHOCT), YBeIHUeH Opoii el KpbBHH KIETKH (J1eKap \éviﬂeﬁ\a. Qeaxuuﬂ O & o
€03uHO(p UM ¥ cucTeMHHM cuMiniToMH - DRESS) (BuskTe Touka 2):; \\O;z : o
4 i"-nx‘,\-...__-.._.;_-""':'



KO>@XHH OOPHMBH 10 LIAJIOTO TSUIO

YecTn Bexenann peaknnn (Moxxe aa 3acernar a0 1 Ha 10 gywm) ca:

pe3yJITaTH OT H3C/IeABaHHA Ha Y€PHOAPOOHH NOKA3aTENH H3BBH MPAHULIMTE HA HOPMAaTa

auapus
rnasobonue | l

OOpPHB (BKIIOMHTENHO Pa3inyH{ THNOBE OOPUBH, MOJIA, BHXKTE TI0-JO0Ty NOATOUKUTE “HeuecTu”
H “peaku”)

rajicHe

3aCWIBaHE Ha CHMNTOMMTE Ha NOJarpa

JIOKQTH3NPAHO NOAYBaHe, NOpaaH 3aJpEKKa HA TEYHOCTH B ThbKaHHUTE (OTOK)

3aMasiHOCT

3ayX

crpbex

bosika B kpaltHuluTe, 60nKa/601€3HEHOCT B MYCKYIMTE/CTaBUTE

yMopa

HG-,I[OJ]}' Ca OMNHCAaHH OPYTH HOXKEJIAHH pCaKUHWH, KOUTO HE Ca CIIOMEHATH NMo-r op¢€.

HegecTn mexe1ann peaknan| (Moxke na 3acerHar a0 1 wa 100 aywm) ca:

NOHKXKEH aNnCTHT, NPOMAHA B HHBATA HA KPBBHATA 3axap (AHaber), YUMTO CHMOTOM MOXKE Aa
Obae cunHa kaxaa, NOBHILIEHH KOJIMYECTBA HA MA3HHHU B KpbBTa, HAAKABAHE Ha Tero;

3aryba Ha CeKCyanHo BlIeUEHUE,

NMpobdieMH ¢BC ChHA, CHLHJTHBOCT;

H3ITPBINBAHE, YCCLIaHEe HA MPaByYKaHE, HaMalleH WK MPOMEHEH yCeT 3a JONHP (XHUNeCcTe3us,
XEMHIIApE3a WK NapecTe3na), NPOMEHEHO YCELHaHe 3a BKYC, HAM&ICHO 060HAHHKE (XHITOCMHA )
OTKJIOHEHH: B €ICKTPOKapAHOrpaMaTa, HepHTMHYHA WK Obp3a chpleuHa ASHOCT, ycelaHe Ha
yJAapHTe Ha ChpLETO (ChpLeOHeHe);

FOpeLM BBLJIHK WX 3a4epBsBaHe (Hanp. 3aUepBsBaHe Ha JHLIETO WIH BPaTa), MOBUILEHO KPBBHO
HaJAraHe, KbpBeHe (KPbBOM3IIUB, KOWTO ce HabmoaaBa caMo NpH NMalMeHTH, NOMIOKEHH Ha
XHUMHOTEpaIis MpH 3/10KaY€CTBCHH 3a00NIBaHNA Ha KPBBTA);

KaLlTHUA, 60ka Win AMCkoMQOPT B rPbAHKA KOIL, BE3NAJIEHHE HA HOCHUTE XOJ0BE W/ UM
rbPAOTO (HHQEKUHA Ha FTOPHHTE JUXATENHH ITBTHILA), GPOHXHT, HHMEKLMS Ha JOMHHUTE
IHXAaTEe/HH IMbTHINA; |

CyXoTa B ycTaTa, KopeMHa fonka/quckoM$popT Winm razose, GoNka B ropHaTa KOpeMHa obnacr,
KHCETHHH/HapYLISHO XPaHOCMHIIAHE, 3arieK, N0-YECTH U3XOXIaHHS, TIOBPBILAHE, CTOMAILEH
JHCKOMOPpT;

chpbsiiy 06pHB, KONPHBHA TpecKa (YPTHKapHs), KOXHO Bb3NalcHHE, IPOMAHA Ha LIBETA Ha
KO)KATa, MAJIKH YEPBEHHN WJIH JIMIABH NETHA N0 KOXAaTa, MalIKH, TNIOCKH YEPBEHH NEeTHA TI0
KO>KaTa, II0CKY YepBEeHU 00JIaCTH MO KOXKATa, MOKPHTH ¢ MAJIKH CIMBALIH CE MOIYTHHH, OODUE,
o61acTH Ha 3a4epBABAHE M METHA M0 KOXKATA, MOBHLIEHO H3MOTABAHE, HOLIHO M3MOTABAKE,
OIUICLIUBABaHE (ANONeLHs), 3auepBaBaHe Ha KOXaTa (epHTeM), ICOPHA3HC, eK3eMa, APYTA
BHIOBE KOXHH 3a001aBaHMA:

MYCKYJTHH KpaMIii, MyCKynHa ciabocT, OypCHUT WM apTpuT (Bb3NAJICHHUE HA CTABHTE
NPHAPYXKEHO OOHKHOBEHO ¢ 60J1Ka, MogyBaHe WM CKOBaHOCT), 6onka B repba, MyCKynHH
CNa3MH, CKOBAHOCT B MYCKYJIMTEC H/WIH CTABHTE,;

KPLB B YPHHATA, NO-YECTO OT HOPMANTHOTO YPHHHPAHE, PE3YNTATH H3BbH I'PAHHLUATE Ha
HOpMaTa MpH H3CNICABaHKHA Ha YPHHATa (TTOBHIIEHO KOJIHYECTBO OENTHK B YPHHATA), HAMAIEHA
criocobHocT Ha ObOpeLMTe fa PYHKUHOHHPAT NPABWIHO, HHQEKIIMK HA YPHHADH '
yMopa, 60/Ka B rbpaAHTe, AMCKOMGOPT B FbPAMTE;

KaMBHH B XUTBYHUA MEXYP HIH XITHYHHUTE ITbTHLLA {XOJENHTHA3]);
NOBHINEHA KOHLEHTPALMs Ha THpEOCTHMYMHpaLl XopMoH (TSH) B kpbETa;
MPOMEHH B OMOXHMHYHHTE NOKA3aTENM HA KPBHBTA KM KOJHYECTBOTO KPh
TPOMOOLIMTHTE (PE3Y/ITATH OT U3CIEABAHHA HA KPBBTA H3BbH M'PAHHLIUTE H
KaMBbHH B Ob0Openure;




NnpobJieMH ¢ epeKLHATA,;

HaMaJlcHa aKTHBHOCT Ha LIMTOBUAHATA HK1€3a, 3aMBITICHO 3peHue, NPOMAHA B 3PEHUETO
3BBHTEHE B YIIHUTE

XpeMa

PaHH B yCTaTA

BB3MAICHHE Ha NaHKpeaca: obLIK CHMITTOMH ca KopeMHa 60J1Ka, raicHe K NOBpPbllaHe
CIELIHU MO3MBH 34 YPHHUPAHE

bonka

HEpAa3No0KEHHE

yABJDKABaHE HA BPEMETO 34 ChCHPBaHE Ha KpbBTa (noeuiuaraHe Ha INR)

HATbPTBAHE (KOHTY3H )

[MOAYBaHEe HA YCTHHUTE

Penxn nexenann peaknnd (Moxke ga 3acerHar Ao 1 na 1 000 yoreka) ca:

o MYCKYJIHO YBPEXKAAHE, KOETO B PSOKH CITy4aH MOXKE [a € Cepuo3Ho. To MOXe 1a NPHYHHH
MYCKY/THH MpoOJIeMH U MOXe Aa ce IB/DKH Ha HEHOPMAJIHO MYCKYJTHO pasrpakaaHe, 0cobeHo
8KO B ChLIOTO BPEME HE Ce UyBCTBaTe J00pe WM HMaTe BUCOKa TeMnepaTtypa. CBbpakeTe ce ¢
Bamns nekap HezabaBHO, ako NOYyBCTaBaTe MyCKYJTHa §0JIKa, UYBCTBHTETHOCT WIH CNabocT;

. TeXKO NOAYBAHE Ha MO-ALIGOKHTE CIIOEBE HA KOXKAaTa, 0cOGEHO OKOJNO YCTHHTE, OUMTe,
OJIOBHTE OPraHH, PBLIETE, CTHIANATA HJTH €3HKA, C B3MOXKHO BHE3AITHO 3aTPYAHEHO AMLIAHE,
J BHCOKa TEMINSpaTypa B KOMOHHALMA ¢ MOpOHIHNIONo6eH KoxkeH 06pHB, yBenndeHH JTuMbHH

BB3JIH, YBENIM4IEH YEPEH Apo0, XenaTHT (10 YepHOAPOOHa HEOCTATBYHOCT), YBEIHYEH Opoii
Genu KPBBHH KIETKH (JIEBKOLINTO3a ChC WM Ge3 eo3MHOPITHA);
. pasiHYHH THNOBE 06puB (Hanp. cupOau, ¢ GeH NeTHa, ¢ MEXypPH, C ITBJIHK € THOH MEXYPH, C
JIOLIeHe Ha KOXara, OOpUB KaTo NpH ApeGHa [apKa), 3auepBaBaHe Ha OOINPHH Y4acTbIM,
HEKpO3a, OTAC/IAHE HAa FOPHHA CIIOH Ha KOXKATa U IMraBHUMTE ype3 o6pa3yBaHe HA MEXYPH,
KOEeTO BOAM A0 06eBaHEe W BB3MOXKEH CeNncHC {CHHAPOM Ha CTUBBHC- JPKOHCHH/TOKCHYHA
eNMUACPMAIHA HEKPONH3a)
HEPBHOCT
YYBCTBO 3a XXaXia
MOHIKEHO TErJIO, NOBHILEH ANETHT, HEKOHTPOJIHpaHa 3aryba Ha aneTuT (aHOpeKCHA)
abHOPMHO HHCBK Opoit KpBBHU KNETKH (6enn WK YePBEHH KPbBHH KIETKH HIH TPOMGOLMTH)
NpoMAHA WIH HaMangBaHe HA KOJIMYMECTBOTO YPHHA, B PE3y/TaT Ha Bh3NalleHHe Ha 6pOpenyTe
(TyGynounTepcTHuHaneH HedpHT) |
BB3MAJICHHE HA YEPHHA Npob (Xenarur)
MOXHITABAHE HA KOXKATA (KBJITEHHLIA)
MH(}pEeKHHA HA TMKOYHHA MEXYP
YBpEXaHe Ha YepHUA apob
TOBALICHH HUBA HA KPEaTHH GocOKHHA3a B KPBETA (MOKA3aTel 338 MYCKYJIHO YBpEXKIaHe).
BHE3alHa ChpACYHA CMBPT
HaMmasieH Opoit Ha YepBeHHTE KPbBHH KJICTKH (aHEMHKA)
aenpecus
HapyLIEHHA HA CbHA
3aryba Ha BKyca
yCelllaHe 3a napeHe
ycellaHe 3a 3aMasHoCT HIH ,,BHEHE Ha CBAT' (CBETOBBPTENK)
CPHB Ha KpbBOOOpalLeHHETO
uHQekLus Ha 6enure ApoBore (MHEBMOHHA)
paHH B yCTaTa, Bb3IA/ICHHE Ha YCTaTa
CTOMALOHO-4PEeBHA niepdopaims
CHHIPOM Ha pOTATOPHHA MaHLIOH
pesMaTouiHa H0JIKa B MyCKYJIUTE
yCelllaHe 3a TOIUTHHA
BHe3anHa 3aryba Ha 3peHHe NopajH 3amylliBaHe Ha apTePHI B OKOTO

Ty
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CrobmaBaHe HA HEeXKeJIAHH pPeaAKIHH

AKO MOJTyYHTe HAKAKBH HEXKEJIaHH JIEKapCTBEHH peaKLiHy, yBeaoMere Bawuus nekap unu dapmauesr.
ToBa BKIIOYBA BCHYKH BB3MOXKHH HEOMUCAHH B Ta3H JIMCTOBKA HEKEJIAHW peakuri. MoxkeTe Chiio aa
ChOOLMTE HEXEeNaHH peaKLHH IUPEKTHO Ha:

M3nbaHUTEIHA areHUMs MO JieKapcTBaTa
yia. ,,Jlamsad I'pyes* Ne 8
1303 Codus

Ten.: +359 2 8903417
yebcaiiT: www.bda.bg

Kato cholluaBare HexeslaHH peakLMH, MOXKETe J1a JaJieTe CBOs MPHHOC 3a MOJy4YaBaHe Ha MoBeYe
MH(pOpMaLUA OTHOCHO 6€30MacHOCTTa Ha TOBa JIEKAPCTBO.

- Kak na coxpanasate ®edykcocrar Papmaeaukr
Jla ce cbXxpaHsaBa Ha MACTO, HEJOCTHITHO 3a AeLA.

He u3non3zBaiTe TOBa JIEKapCTBO CJIe/l CPOKA HA FOAHOCT, 0TOENA3aH BbPXY KAPTOHEHATa OMaKOBKa M
OsctepHOTO hostno Ha Tabnerkure cnen ,,l'oneH 10”. CpOKbT HA FOAHOCT OTrOBAps Ha MOCJEAHHS
J€H OT MOCOYEHHUS Mecell.

ToBa nekapcTBO HE M3UCKBA CMELIMAJIHU YCIOBHS 3a ChbXPaHEHHUE.

He u3xBbpiisiiTe iekapcTBaTa B KaHaIM3aLMATA WM B KOHTEHHepa 3a JOMALHH OTNaIbLIH.
[Tonuraiite Balumsa ¢apmaueBT kak Aa U3XBBPISTE JIEKAPCTBATAa, KOUTO BeYe He M3nos3pare. Te3u
MEPKH LLE CIIOMOrHaT 3a Orna3BaHe Ha OKOJIHaTa cpeja.

6. CohbabpxaHHe HA ONAKOBKATA H A0NbJIHHTENHA HHPOpMANHS
Kakso cpanpxa ®ebykcocrar @apMaeaukT

AKTHBHOTO BeLLECTBO € (pedykcocTar.
®ebykcocrar Papmaeaukt 80 mg punmupaHu TabnerTku:
Besika punmupana Tabnerka coabpxka 80 mg dpeGykcocrar (kaTo XeMUXHUparT)

Debykcoctar Papmaeaukt 120 mg punmupann Tabnerku:
Bceska gunmupana tabnerka cpabpka 120 mg ¢pebykcocrar (kato XeMUXHAPAT)

Jlpyrure cbCTaBKHM ca:
Aopo na mabremxama: MUKpOKPUCTaIHA LIENTYJI03a, HATPHEB HULLECTEH IIMKOJIAT, KOJIOM/IEH
0€3B0/JIEH CHIIMLIHEB IHOKCH], MarHE3WEB CTEApaT, KOMOBHIOH

Ioxpumue na mabremxama: xbnt Opadry 11 85F42129 cbabpkalil: MOTUBUHHIOB ATKOXOJI, THTAHOB
avokeuna (E171), makporon, tank, xbaT xenesen okcua (E172)

Kak n3riexna ®edykcocrat @apMaeuKT H KAKBO ChABbPHa ONAKOBKATA

Debdykcocrar GapmaeaukT 80 mg ca xbATH, MPOABIrOBaTH, ABOMHOU3MLKHATH DHIMHPaHH
TabJIETKH C Ie/IMTE/IHA YepTa OT ABETe CTPaHH U pa3Mepd 16 mm x 5 mm.

deGykcocTar d)apmnenmcr 120 mg ca xbATH, NPOABArOBaTH, ABOMHOM3NBKHAIH (QAMAD:
TabseTku ¢ pazMepu 18 mm x 8§ mm. 2 ‘_-_
®edykcocrat Papmaeavkr 80 mg dpunmupanu Tabnerku ce npeanara 8 PVC/PVLE AL H— T
PVC/PE/PVDC 6aucrepu, coabpkawu 14, 28, 84 u 98 puamupanu Tabnerkm. = \ RS
7 /3\/7 '--._______.-*“'-:




®debykcoctar Papmaeaukt 120 mg Gpuimupany TabneTky ce npeasara B PVC/PVDC/Al u Al-
PVC/PE/PVDC 6auctepH, chabpxaiuu 14, 28, 84 1 98 puimupany TabNEeTKH.

He BCHYKM BHIOBE OMAKOBKH MOrar aa ObaaT MmyCHaTH Ha rasapa.
[IpHTeXaTes HA pa3pelIeHHETO 32 ynorpeda

dapmaeaukt OO/
Twproscku LlenTsp EBpona
6ya. ,,Mckbpcko moce™ Ne 7
crpaza 1, erax 2, opuc 2.2
Codus 1528

IIpousBoaHTE]

Hemopharm GmbH
Theodor-Heuss Strasse 52
61118 Bad Vilbel

['epMaHus

JlaTa HA NOCJAEAHO Npepa3rjiexaaHe Ha JHCTOBKATA
04/2025




