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Febuxostat Teva 80 mg film-coated tablets

®ebyxcoctat Tesa 120 mg pramapann Taﬁne';'}\én' o
Febuxostat Teva 120 mg film-coated tablets

debyxcocTar (febuxostat)

IlpovereTe BHAMATEHO UAIATA JIHCTOBKA, IPE/AH I 3AN09HETE A NPEEMATE TOBA JICKAPCTBO,

Thil KaTo TH CBLALPXA BaXHA 33 Bac andopmanns.

- 3araseTe Ta3H IMCTOBKA. MoXKe 1 Ce HATIOMKH Aa A IPOYeTeTe OTHOBO.

- Axo MaTe HAKAKBH NONBJTHHTENTHH BLIIPOCH, IONHTaiTe Bawua nekap mnu GapMaulerT,

- Tosa nexapcrso ¢ npeamycano nuuHo Ha Bac. He ro npeotcTrnsaiire Ha apyru xopa. To Moxke
A2 UM HaBPEeAH, He3aBHCHMO Ye TIPH3HAWTE HA TAXHOTO 3a0onssaHe ca ChINuUTe Kato Bammure.

- AKko NoNy4HTE HAKAKBH HEKENAaHH JIEKAPCTBEHH peaklnH, yBeqoMeTe Bamusa nekap win
¢apmanepT. ToBa BIIOYBA B BCHUKH BB3MOXKHH HeXeNaHy PeakuuH, HeOMCAHH B Ta3H
JHcToBKa. BIKTe TOuKa 4,

KakBo chIbpi#a Ta3H JHCTOBKA

. Kakeo npeacrasnasa ®ebykcocrar Tesa u 3a KAKEO ce H3MI0N3Ba
Kaxpo Tpabpa na 3Haete, npeau aa npuemere Oebykcoctar Tesa
Kak na npuemare ®ebykcoctaT Tera

B1L3MOXKHH HexeNaHH peakiuyn

Kak na cexpanssare ®ebykcoctat Tena

CuabpKaHHE Ha ONAKOBKATA M AOITBITHUTEIHA UHGOpMauus

S

1.  Kaxpo npeacrasnsasa ®ebyxcoctaT Tera u 3a KAKBO ce H3NOA3BA

DebykcoctaT Tepa ChABLPAKAT AKTHBHOTO BeluecTBo (GefyKCocTaT U ce M3MON3BAT 32 JIeYeHHE Ha
nonarpa, KoATo € CEbp3aHa ¢ H3/IHIIBK Ha XMMMYHO BEIEeCTBO, HapeyeHO NHKOYHA KHCeNnHa (YpaT) B
opranusma. [Ipy Hikom XOpa KONHYECTBOTO THKOYHA KMCETHHA C& HATPYIIBa B KPBETA ¥ MOXe Jd
CTaHe MHOIO BHCOKO, 3a fla 0cTaHe pasteopumo. Korarto ToBa ce ciyun, Morat Ia ce oGpasysar
YPATHH KpUCTanu BB H OKONO CTaBHTe H 6BOpermTe. Teau KpUCTATH MOTaT Aa NPEAHIBUKAT
BHe3aHa, CUNHA (OlKa, 3auepBaBaHe, 3aTOMIAHE M TTOAYBaHe HA CTABaTa (M3BECTHO KATO [OJArPOIeH
NPHCTBIT). AKO TOBA HE C€ JIeKyBa, BBE HIH OKOJIO CTABKTE MOTAT Aa ce 00pa3yBaT no-roneMu
OTnaraHus, HapeueHn Topu, Teau TodH MOraT ia MPUUHHAT YBPEXKTaHE HA CTABHTE H KOCTHTE,

MdebykcoctaT TeBa neficTra, KaTO HAMANABA HHBATA Ha NUKOYHATA Kucenuua. IToaaspxanero Ha
HHCKH HHBa Ha MMKOYHATA KHCENHHA, upes npueM Ha MeGykcoctar Tera Benqwbx AHERHO, BCEKH JIEH,
CNMpa HATPYNBAHETO HA KPUCTATH H C/ie/l BpeMe HaManaea cuMntTomute. [Toaaspxatero ua
AOCTaTHYHO HHCKH HHBA Ha MUKOYHATA KHCETHHA 33 AOCTATEHHO TBTHT MEPHOI OT BPEMe MOXKe CBILO
Aa HAMATH pa3Mepa Ha ToguTe.

Debykcocrar Tesa 120 mg TabneTkH ce H3NMON3BA CHIUO 32 TEYEHHE H NPO(IIAKTHKA HA BUCOKH HMBA
Ha MHKOYHA KHCENTHHA B KPpbBTA, KOMTO MOraT 14 Ce NOABAT, aKo 3artodyHeTe aa MMpoBEXIATE
XHMHOTEPAITHA TIPH 310KaYeCTROHH 3ab0/IABAHHA Ha KpEBTA.

Korato ce npuiara XuMHOTEpanua, PAKOBHTE KICTKHM Ce pa3pyLIaBaT U 3a¢/HO C TOBA C
HHBaTa Ha MMKOYHA KHCENHHA B KPEBTA, OCBEH aKo He ce H3I0N3Ba PO IIAKTHKA C
o0pasyBaHeTO Ha TIHKOYHA KHCE/THHA.

Mebykcocrar TeBa ¢ npeqHA3HAYEH 33 Bh3PACTHH.
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2. Kakso TpaGBa 1a 30aeTe, npent 1a npaemere Oebykcocrar Tena

He npremaiire ®ebyxcocrar Tena

- aKO CTe anepruMHH KbM (PebyKcOoCTAT HiIH KEM HAKOA OT OCTAHANIHTE CHCTABKH Ha TOBA
NekapcTBo (M36GpoeHH B TouKa 6).

Ilpeayupexnenns H NPeAUAIHE MePKHA

I'oBopere ¢ Bammna nexap npeau aa npuemare ®ebykcoctaT Tepa:

- aKO HMATE MM CTEe HMAITH ChpJiedHa HENOCTATEMHOCT, MPOBIeMH CBC CEPLETO WIH MHCYT,

- aKo MMaTe MM cTe HMamu 6e0peuHo 3a609BaHe W/IWIH TeXKa AlepriyHa peakuus KbM
anoMypHHOI (1€KapCcTRO, W3MOM3BAHO 32 JICYeHHe Ha No/1arpa);

- aKO HMAaTe MY CTe HMaJIH YepHOAPoOHO 3a00ABaHe WIH OTKJIOHEHHS B H3CIeABAHHATA HA
uepHOOpoOHaTa GyHKIA;

- aKO CTe JIEKyBaHH 33 BHCOKHM HHBA HA NMKOYHATa KHCEIMHA BCICACTBHE HA CHHApOMA Ha Jleni-
Hexan (psaako HacneAcTBeHO 3a00NgRaue, MPH KOETO MMA MIPEKANEHO T'OJIAMO KOHYECTBO
MHKOYHA KHCE/IHHA B KPBBTA);

- aKo HMare MpodiaeMH ¢ MHTOBUTHATA HIIS3a.

Axo TomyumTe aneprituy peakimy kxM debykcocrar Tepa, CripeTe NpHeMa Ha TOBA IEKAPCTBO

(BiDKTE CBHUIO TOYKA 4). BE3MOMKHHTE CHMITTOMH Ha allePrHYHH PeaklHH MOXKe Ja Cd:

- 0OpuB, BRITICYHTEITHO M TEXKKH GOPMH (Hanp. MEXYPH, BB3JH, ChpOaLL, MOMIew ce 06pHE),
¢rpOex;

- noayBaHe Ha KPaRHHIUTE WITH IHUETO;

- 3ATPYAHEHO THINAHE;

- BHCOKa TEMIIEPATYPA C YTOIeMEHM TUMOPHHK BH3IM;

- HO CBINO TaKa CEPHO3HY XKHMBOTO3ACTPALIABALIM ANEPIUYHH CHCTOAHHA ChC CIUPAHE Ha CHPLETO
HITH KpEBOOGpaNieHHETo.

Bammmat nekap Moske Ja pelily Jia CTipe 2aBUHATH Jieuenueto ¢ Mebykcoctar Tepa.

Hoxnansann ca peakH cliy4an Ha NOTEHIMATHO )KHBOTO3aCTPAIIABALIH KOXHHN 00puBH (CHHAPOM Ha
CruebHe-xoHCsH) ripy ynotpebara Ha (pebyKcocTaT, KOHTO ¢e NIOSBABAT INBPBOHAYATHO 10 TAIOTO
KAaTo 33uepPBeHH MHILEHOTIOAOOHH HIIH KPBITIH [IETHA, YeCTO ¢ MEXYp B HEHTHpa. Moxe ChINo Ja
BKJIKOYBAT PAHHYKH B YCTATa, IBPJIOTO, HOCA, FeHHTATHATE H KOHIOHKTHBHT (3a4epBeHH H OAYTH
oyH). OOpHRBT MO2Ke la NIporpecupa A0 oOLIMPHO PaspoCTPAHSHHE HA MEXYDH HITH HATIOMIBAHE HA
KOXKATA.

Axo nomy4HTe cHaApoM Ha CtuebHC-/KOHCHH NIpH yrnotpeGaTta Ha debykcocTar, Hukora He Tpsabsa
Jia ¢e ISKyBaTe OTHOBO ¢ TOBA NICKAPCTBO. AKO MOMYYHTe OOPHE WK TAKMBA KOXHH CHMITTOMH,
NOCHBETBAKTE C€ BEHAra C JIEKAp M KWKeTe, Ye B3MMATe TOBA JIEKAPCTBO.

AXO B MOMEHTA MMAaTE NOJArPO3eH NPHCTHN (BHE3ANHA MOABA HA CHIHA BOMKa, UYBCTBHTEIHOCT,
3auepBABaHe, 3aTOIUIMKE H OTyBaHe HA CTaBa), H34aKaiTe a OT3BYYH NMOJATrPO3HHST NPMCTH MPEAN
J\a 3aMovHeTe 3a ITbPBH LT JIEYEHHETO ¢ PebyKrcocTar.

Ilpw Haxon xopa nojarpo3HuTe MPHCTHIH MOTAT Aa ce 000CTpAT NPH 3at04YBaHEe HA JIEYEHHE ©
OMNpEJENEHH JIEKAPCTBA, KOHTO KOHTPOIUPAT HUBATA Ha [MKOUHATa kMcenuHa. He Boruku nomyyaear
obocTpaHe, Ho o6ocTpaHe MoXKe a ce Noyu 10PH, ako ce nipuema hebyxcocrar, ocobero npes
ITBPBHTE CEIMHLI FITH MECELIH HA JledeHneTo. Bakuo e na npoasmkuTe Aa npueMate peSyKCOCTaT
JAOPH, aKO MOMy4HTe 000CTpaHE, Thif kaTo pebyKcocTaT NpoAbIKaBa Aa AcHCTEa 3a NOHMKaBade Ha
MHKOYHATA KHCCIIMHA. C.TICI.[ BpeMe, NMONArpoOIHKTEC NMPHCTEIH LIE HACTRIIBAT BCE NO-pA|
no-mManko GoNe3HeHH, aKo NPOALIDKHTE Aa npueMare GpeSyKeocTaT BeeKy SEH.

BammsT nexap gecto lie By npennucea apyrd nekapeTea, ako ca HeoOXouMH, 3a
HJIH JIEKYBa CHMITTOMHTE HA IPUCTHNKTE (Kato 60/1Ka U noXyBaHEe Ha CTaBa).
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IlpH nalgeHTH ¢ MHOTO BUCOKH HHBA HA IMAKOYHA KHCEMHKEA (Hanp. Te3H, NOJIOKEHH HA
XMMHOTEPAITHA TIPH OKAYECTBEHO 3a00NABAHE), IEYeHHETO C IEKAPCTRA, NOHIKABAIIY TTHKOYHATA
KHCENMHa, MOXKE Ja IOBEAe X0 HaTPyNBaHe Ha KCAHTHHY B MMKOYHUTE ITHTHILA, ¢ BB3MOKHO
obpasyBaHe Ha KaMBHH, Makap 4e TOBa He ¢ Hab/MIo1aBaHO NPH NALKMEHTH, TEKYBaHH ¢ pebykcocTar
38 TYMOP-TH3HC CHHAPOM.

Bawuar nexap Moxe Aa Bu noMonu fa HanpasuTe KPBHA M3CAEABAHKS, 34 1A POBEPH NAIH
YepHUAT By Apo6 dynkumonnpa HopmanHo.

Jena n waOMINA
He naraiite Topa nexapcTso Ha Aeua noa 18-roaumna BR3pact, 3amoto 6e3onacHoCTTa H
e()MKAaCHOCTTA He ca JOKa3aHH.

Apyra aexapcrsa u @ebyxcoctar Tera

Hudopmupaiire Bauus nexap wiu papmanest, ako npueMaTe, HACKOPO CTE MPHEMAITH WIH €
BBL3IMOKHO Ja IpHEMETe ApYrH NeKapCTBa, BIIIOYHTETHO H TAKHBA, OTIyCKaHH Oe3 penenTa.
OcobeHo BaXHO € ia yBeAOMHTE NeKapd WIH (apMaleBTa, ako MPHEMATE JIEKAPCTBA, ChALKAIH
HAKOM OT CJI/ITHHTE BELIECTBA, Thil KATO T€ MOTaT Jja p3auMoneiicrear ¢ ®ebykcocrar Tera u Bammsr
JieKap MOXe Ja npeanpHeMe HeOOXOMHMHTE MEPKH:

- MepKANTOIYPHH (M3[013BaH 3a JIeYEHHE Ha PaK);

- A3aTHOTIPHH (M3MOT3BAH 33 HAMAIABAHE HA HMYHHMSA OTTOBOP);

- TeOQHIHH (M3N0NI3BaH 32 leueHHe Ha acTMa.

BpeMeHHOCT H KbpMeHe
Axo cTe OpeMeHHa WM KbpPMHTE, CMATATE, Y€ MOMe Ja ¢Te OpeMeHHa HITH IU1aHupaTe GpeMeHHOCT,
MOCHBETBAIATE ce ¢ Bamms nekap wiM (apMaLICBT NpeaH A3 NPHEMETe TOBA JIEKAPCTRO.

He e u3pecTHO Aann ¢ebykcocTaT Moxe 1a yBpeau HepoaeHOTo Bu nete. delykcoctaT He Tpabea na
ce ynotpe6:apa no Bpeme Ha 6peMeHHOCT. He ¢ m3pecTHO fanu gebykcocTar MoXKe fa MpeMHHe B
kbpMata. He Tpabea na npremare debykcocTar, ak0 KbPMHTE WIH ako IUIAHHpATe A4 KEPMHTE.

Illodapane u paboTa ¢ MAIMHEA

Tpa6za na 38aeTe, Ye MO BpeMe Ha JIEUSHUETO MOXKE Aa HIMHMTATE 3aMAasHOCT, CHHIIMBOCT, 3AMBIIIEHO
3peHHE | W3TPBIBAHE WINK ycelliaHe 3a MpaByuKaHe W He TpAGBa na modmpare wm pabotute ¢
MaIllWHY, aKO CTe 3aCeTHaTH.

DedykcocTar TeBa ChABPXKA JAKTOIA
Axo BamnsT nexap Bu e xazan, qe HMaTe HEIOHOCHMOCT KbM HAKOH 3aXapH, CBBHPIKETE C& ¢ Hero
npeay na MpreMeTe TO3H JEKRPCTBEH MPOIYKT.

Pebykcocrar TeBa epaLpka HATPHMH
Tosa nexapcTBo chABPKA No-Manko or 1 mmol Harprii (23 mg) va puamMHpana TabneTka, T.e. MoXe
Jla ¢e KaKe, Ye NIPAKTHYECKH HE ChAbIIKA HATPUI.

3. Kak 1a npuemate ®ebykcocrar Tepa

BuHaru npuemaiite ToBa TeKapcTBO TOMHO KakTo By e kaszan Bawmar nekap. AKo He cTe CUTYpHHU B
Hemo, nonuTaiite Bammns nexap win gapMailepT.

ITooazpa

®ebyxcocrar Tesa ce mpeayara kato punMupana tabnerka ot 80 mg wnn Tabnerxa
Bamuar nexap me npeanuiie Hal-nogxondmara qo3upoeka 3a Bac.

O6uuatinara nosa e enHa Tabnerka JHERHO.

L
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Iponbxapaiite na npreMate GebykcocTaT TeBa BeekH JieH, JOPH XOraTo He f1oJydaBaTe
noJiarpo3eH MPHCTHI KM 000CTpAHE.

Hgoémaxmuka N icUeHUe HQ BUCOKL HUBd HA NUKQUHA KUCEAUHA RPU RGUUERmMY, ROQAONCEHU HA

XUMUomMepanus npy 3agKavecmeeno 3abonssane

Obuuaiisata g03a e eana Tabnetka or 120 mg aHeBHO.

3anognere na npueMare Qebykcoctar Tera ABa AHM NMpeaH XMMHOTEPAITHATA M NPOABIIKETE
ynorpebara My ChIVIACHO npenopskuTe Ha Bauria nexap.

O6HKHOBEHO TEYEHHETO € KPATKOCPOUHO.

Havun na npunosicenue
®ebykcoctaT Tesa e NpeHa3sHa4eH 3a MEPOPATHO NPIICKEHHE,
Tabnerxure Morar Aa ce npHemar ¢b¢ WM Gea xpaHa.

AKO cTe IpHeJH noBede OT HeoGxoquMATa A03a Mebyxcocrat Tena
Ipu cnyyaiino npeaosupake, nonuraiite Bammmsa ekap KakBo Jia NpaBuTe WM Ce CBBPXeTe ¢ Hali-
6AH3KOTO 3BEHO 3a CHElTHA H HEOTIOKH2 OMOI.

Axo cTe npomycuaaH aAa npaemete ebykcocraT Tena

Axo cre nporychanu noza @ebyxcocrar Tepa, npueMere st BeHAra, Clied KaTo cH CIIOMHHTE, OCBEH
aKo MOYTH € HACTBITHIO BpeMe 3a Ciiezsauiata n03a. He Baemaiite aBoitHa ao3a, 3a Ja KOMIIleHCHpaTe
TIpOITyCHATATa 1034,

AK0 cTe cupeJid npAema Ha Pebykcoctat TeBa

He cnvpaiire npreMa Ha ®ebykcocTar Tepa 6e3 aa ce mocsBeTRaTe ¢ Bamns nekap, A0pH u ga ce
qyBcTBaTe no-A0bpe. Axo cnpere na npuemare GebykcoctaT Tesa HUBATA HAa MHKOYHATA KHCETHHA
MOTAT /ia 3ari04HaT [Ia Ce MOBMIIABAT H cHMITToMMTe BH MoraT sia ce Biiomar, nopasu oGpasysasero
Ha HOBM YPaTHH KPHCTAIH BBE 1 OKONO CTaBHTe U Gb0peunTe.

AKO HMaTe HAXaKBH JOITLIHHTEIHH BBIIPOCH, CBBP3aHH ¢ YIOTpebaTa Ha TOBA JIEKAPCTBO, MOMHTalTe
Bammug nexap win dapmaueet.
4, Bb3MOKHE He/KeAAHH PeAKIHE

KakTo BCHUKH NIEKapcTBa, TOBA IEKAPCTBO MOXE Ja IpeJU3BHKA HEKENAHH PEaKIlBH, BLIPEKH Ye He
BCEKH T'H NIOTyYasa.

Cnpere 1a npHeMaTe TOBa JIEKAPCTBO M BEJIHATA C¢ CEBpXkeTe ¢ Balys nekap WM OTHAETE A0
6AM3IKOTO OTAENEeHHE 3a CISHIHA MOMOIL, KO BE3HHKHAT CIIEHHTE PEAKY HEMKETAHH PeaKuHu (MOXKe
Aa 3acersar 1o 1 na 1 000 woseka), 3amOTO MOKE 18 TIOC/IENBAT CEPHOZHH ANEPIHYHH PEAKLIMH:

L aHA(UIAKTHYHE PeaKiiH, IEKapcTBeHa CBPBXYYBCTBHTENHOCT (BIDKTE CBHINO TOYKA 2
“IIpemynpexicHuA U Npeana3H1 MEPKH™)
. NOTEHIHANHO JHBOTO3acTPalllaBaLi KOXXHY 0OPHBH, XapaKTepu3Hpalu ce ¢ obpasyBaHe Ha

MeXYPH H H3/TIOLBaHEe Ha KOXXaTa U BRTPEIHATA MOBLPXHOCT HA TEJSCHHTE KyXHHHTE, HANp.
yCTa H FeHUTaIuH, OONEe3HEHH A3BM B YCTATA H/HIH 061aCTTA HA TEHHTANMMTE, CHIIPOBOACHH C
BHCOKA TEMIIEPATYPa, BLINAIEHO MBPJIO H YMOpa (CHEApOM Ha CTUBBHC-DKOHCHEH/TOKCHYHA
eMMaepMaHa HeKpOJK3a) KWK C YToNeMeHH THUMBHH BhIH, YBenHUeH yepeH Apol, XenaTur
(a0 yepHOAPOOHA HENOCTATBYHOCT), MOBHIEH Opoif GeTH KPBBHH KIICTKH (JIEKapCTBeHa
peaKuHs ¢ eo3HHO(DWTHA H CHCTEMHH cHMITToMH, DRESS) (BiokTe TOUKA 2)

. reHepani3upany KOXHH 0OpHBH

YecTrTe HeNeNAHE PeAKIHH {MOTAT 04 3acerHar Ao 1 Ha 10 goBeka) ca:
. OTKJIOHEHMA B PE3YyITATHTE IIPH YEPHOAPOOHHTE U3CIENBAHHS;
. IVapHs;

n

DE/H/4727/001-002/B/O10/G \.‘f’- 20220616 oo
SN

4 T -



® & & & o 9 @ 0o

rnapoGolue;

06pHB (BKIIIOUHTETHO PazIHYHE BUAOBE OODHBH, MOJIS, BIDKTE [10-A0JTy IOATOYKHMTE “HeqecTH”
H “pem” peaKuHH);

rajcHe;

3aCHJIBaHE HA NOJArPOIHUTE CHMITTOMH,

NIOKANHM3UPAKHO NOYBaHe, MOPANH 3aAPEKKA HA TEYHOCTH B THKAHHTE (OTOK);
3aMafgHOCT;

3anyX,

crphex;

Oonka B kpalinumTe, 60/1Ka/00N1E3HEHOCT B MyCKYJIHTE/CTABUTE;

yMopa,

IMo-nomy ca omMcaHH APYTH HEXKENAHU PEAKLMH, KOHTO HE ¢4 CIIOMEHATH no-Tope.

HeuecTHTe HeKeJJAHH peakums (MoraT fia 3acerHar oo | Ha 100 uopeka) ca:

DE/H/4727/001-002/1B/010/G

HaMaJieH aneTHT, NPOMAHA B HHBATA HA KPbBHATa 3axap (quaber), npu KOHTO CHMITOMHTE
morat a Obaat: CHIIHA KaXK[a, TOBHIICHH HUBA Ha MA3HHHHTE B KPBETA, IIOBHLICHO TErIo;
3aryba Ha ceKCYATHO BEYECHHE,

3aTPYJHEHO 3aCTIHBAHE, CHHJIHBOCT;

H3TPLIBaHe, MPABYYKaHE, HAMANEH HIH MPpOMEHeH YCeT 3a JONHP (XUIMOecTe3 s, XeMUnapesa i
napacTe3us), MPOMEHEHOo ycelllaHe 3a BKYC, HaManeHo oGOHAHHE (XHIOCMMA );

OTKJIOHCHUA B eJIEKTPOKAPIHOrPaMaTa, HEPHTMHYEH HIH OBP3 ChpAeUeH PHTEM, ChpUedHeHe
{rmannuTaLnmn)

rOpeLid BbJHH WIH 3a4epBiABaHe (Hamp. 3a4epBABaHe Ha THLETO WIH BPaTa), MOBHIIEHO KPBBHO
Ha/iTaHe, KbpBeHe (KPbBOHIIIHB, KOHTO ce HabmoAaBa caMo IIPH NALMEHTH, MOJI0KEHH Ha
XHMHOTEPANHA IIPH 3M0KAYECTREHH 3a00/IIBaHHA Ha KPLBTA)

Kanuua, Gonka umu auckoMGopt B ThpAUTe, BR3NAICHIE Ha HOCHHTE XONOBE H/HMIM IEPIOTO
(MH(peKIHA HAa rOPHUTE AUXATENHH IBTHING), GPOHXHT, HH(EKIUK HA AOTHHTE AHXATETHHA
MBTHING;

CyX0Ta B ycTaTa, KopeMHa Oonka/nuckoMbopT WK razose, 60/1xa B ropHATA 4acT Ha KOpeMa,
KHCEJTHHH/JIOIO XPaHOCMMIIAHE, 3a1leK, TIO-UeCTH H3XO0KAaHUS, TOBPBILAHE, CTOMALIEH
OUCKOMMOopT;

CHpOAI OGPHE, YPTHKApHS, KOXKHO Bh3NAICHHE, IPOMAHA B LBETA HA KOXKATA, MATIKH TCPBEHH
HJIH JTH/TABH MIETHA Y10 KOYKATA, MAJIKH, TUIOCKH YEPBERH NETHA N0 KOXKATA, IUIOCKH, YEPBEHH
o6nacTH no KoKaTa, MOKPHUTH & MAJIKK CITHBAILH ¢€ NOAYTHHH, 0OpuB, 06nacTH Ha 3auepBaBaHe
H TeTHA [0 KOYKATa, MOBHUILCHO H3MNOTABAHE, HOIIHO U3MNOTABAHE, AlONELHs, 3aUepPBABAHE HA
KOXaTa (epHTeMa), NCOPHA3HC, eK3eMa, APYTH BHAOBE KOXKHM OonecTy;

MYCKYJIHH KPaMIIH, MyCKyJIHa ¢iabocT, OYpCHT WIH apTpHT (BE3NAlcHHE Ha CTABHMTE
ofukHOBEHO CBNPOBONEHO ¢ Gonka, nomysaHe W/WIH ckoBaHOCT), Gonka B repba, MyckynHu
CIIa3MH, CKOB&HOCT B MYCKYJITHTE M/HJIH CTABHTE;

KpbB B ypHHaTa, HEOOHYAHHO 4eCTO YpHHUpaHe, OTKIOHEHHs NIPH M3C/IEABAHE HA YPUHATA
(nosMmeHO HMBO HA GeNTHK B YpHHATA), HamaneHa cnocoOHOCT Ha GpbpenuTe na
(bYHKIMOHUPAT MPABKWIHO, HH(EKIINH He NHKOYHHTE [TBTHILA,;

foika B repAnTE, AUCKOMGOPT B 00NIACTTa HA IBPIMTE;

KaMBHH B JAUTEHHHA MEXYP WH B JKITBMHHTE THTHILA (XONEMUTHASA);

MIOBHILECHH HMBA HAa THPeOCTHMYTHpan xopMoH (TSH) B kpEBTa;

NPOMEHH B GHOXMMHMHHTE ITOKA3aTe/H Ha KPBRTA WIH KOJIMYECTBOTO KPHBHH KIETKH HITH
TPoMOOLHTHTE (OTKIIOHEHHA B PE3yNTATHTE TIPH H3CIEABaHKA Ha KPbBTa);
KaMbHH B 6u0penute;

epeKTUITHA TuChYHKIMS;

HaMaieHa QYHKIHA Ha IUTOBHMIHATA HKI1€3a, 3aMBIVICHO 3PEHHE, MPOMAHA B 3p
3BBHEHE B YIIHTE;
xpema;

A3BH B YCTATA;
BL3NAIEHHE Ha MaHKpeaca: MECTH CUMITTOMH ¢a KopeMHa GOJIKa, rajieHe H MmoBp




CTELIHA NO3HBH 32 YPHHHpaHe;
Gonka;

ofmo HepaznonoxeHue;
noBHILIAaRaHe Ha INR;
KOHTY3HH;

NOIYBaHE Ha YCTHHTE.

Peaxure HexkeanH peaknan (MoraT Ja 3acerHat Jo 1 Ha 1 000 gopeka) ca:

. MYCKYJIHO YBpEXKIAHE, CHCTOSHHE, KOETO B PEAKH CITydaH MOxe Ja € cepHo3HO. ToBa Moxke aa
TIPSAM3BHKA MYCKYJTHH MpoOIeMH H 0¢0GEHO, aKko ChIIEBPEMEHHO He Ce UyBCTBaTe J00pe WiIH
HMaTe BHCOKA TEMIEpaTypa, TOBA MOXKE [a € PUIHHEHO OT HeoGHYaliHO MYCKY/IHO pasnaaaHe.
Ceopixere ce ¢ Bamnns nexkap He3aGaBHO, aKO MOYYBCTBATE MycKyJiHa GONKa, YyBCTBHTEIHOCT
unu cnaGocr.

. CHITHO MOyBaHE Ha NO-TBIOOKHKTE cloeBe Ha KoxkaTa, ocobeHo okomo ouuTe, TeHHTATHHTE,
pPBLETE, CTHNANATA WIH €3HKA, C Bh3MOKHO BHE3AMHO 3aTPYIHEHO JHIIaHE;
. BHMCOKA TeMnepaTypa B koMOHHais ¢ mofoGeH Ha MOpPGHIH koxkeH 0OpUB, yroleMeHH THM(OHH

BB3JIH, YBEJTHUCH YEpeH Apod, xematut (10 4epHOAPOGHA HENOCTATEYHOCT), YBenuUeH Gpoii
Genu KPHBHH KISTKH (NTEBKOLMTO3a ChC WIH Ge3 eosnHoduus);
. pasnEyYHK BH0BE 0OpHB (Hanp. obpue ¢ Genu MerHa, ¢ MEXypH, C ITHLIHM C THOH MEXYPH, ¢
H3TIOLIBaHE HA KOXara, nonxoben Ha apeGHa mapka), OGWHPHO pa3npOCTPAHEHO 3a4YEPEsBAHE,
HeKpo34, obpasyBaHe Ha MEXYPH M0 EMHAECPMHCA H JIMTaBHIIHNTE, KOETO BOAM [0 MATIOLIBANE H
BB3MOKEH cencHc (cuHApoM Ha CTHBBHC-DKOHCEH/TOKCHYHA enHAepMAIHA HEKPOIIH3A);
HEPBHOCT;
YyBCTBO 32 JKAXKAA;
HAMAJIeHO TeTIIo, IOBHINIEH aNETHT, HEKOHTPOJIHpaHa 3ary0a Ha aneTuT (aHOpEKCHA);
HeoOHYaiiHO HHCHK Opoii KpBBRM KIeTKH (Ge/Tu MK YePBeHH KPBBHH KIICTKH HIIH
TpoMGOLIHTH);
NPOMsAHA WIH HaMaJIMBaHe HA KOTMYECTBOTO YPHHA, B PE3Y/ITAT Ha Bh3naeHne Ha Op0penure
(ty6ynouHTepcTHIIHANEH He(PHT);
BE3IIANCHHE Ha YePHHA APob (XenaTut);
MOXBATABAHE HA KOXKATA (AKBIITCHUIIA);
BB3NAICHHE HA ¥ITBUHAA MEXYD;
YBpexXJaHe Ha YepHHA Jpob;
NIOBHLIEHH HHBA Ha KpeaTHH dochoKrHA3a B KPBBTa (KaTO MOKA3ATEN 33 MYCKYJIHO
YBpeKAaHe);
BHE3aIIHA CHPIAEYHA CMBDT;
Huchk 6poii epuTpoLMTH (aHEeMu);
IEnpecus;
HapyIICHHE Ha CHHY;
3ary0ba Ha yceInaHe 3a BKYC;
yceIlaHe 3a NapeHe;
CRETORBPTEK;
IMPKYJIATOPHA HEJOCTATEYHOCT;
6enonpobHa UH(EKIMA (THEBMOHUA);
PaHH B yCTaTa; BH3MAICHHE Ha YCTHATA KyXHHA;
CTOMAIIHO-UpeBHa niepdoparus;
CHHAPOM Ha POTATOPHHA MAHIIOH,;
PEeBMATHUIHA TOJIHMHANITHA;
ycelllaHe 3a TOpELIHHA;
BHe3alHa 3ary0a Ha 3peHHe ITOPaqy 3amyliBaHe Ha apTepHs B OKOTO,
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ChofmaBane Ha HeXKeIAHH PeAKIIHA
AKO NONMy4HTe HAKAKBH HEKENIaHH JIEKAPCTBEHH PeaKiuH, yBeoMere Bamusa nexap!
Tosa BKIOUBa BCHYKH BB3MOXKHH HEOTIHCAHH B TA3H JIICTOBKA HEXETAHH PEAKIIMH.
CBHOOIHTE HEXKENAHH PEaKUMH JTHPEKTHO upe3 H3MBIHUTENHA areHLIMA 110 IEKAPCTRA
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I'pyen” Ne 8, 1303 Codmn, Ten.: +359 2 8903417, yeGeaiir: www.bda.bg. Karo crobmabate
HEKEJIAHH PEaKIHH, MOXKETE a JaZeTe CBOA MPHHOC 3a MoyqaBaHe Ha noBede HuGopMaLHA OTHOCHO
0e30MacHOCTTa HA TORA IEKAPCTBO.

5. Kak aa coxpanasate @edykcoctaT Tesa
Jla ce cpXpansBa Ha MACTO, HEACCTHITHO 34 ASLa.

He u3anonsBaiite TOBA JTEKAPCTRO CIEA CPOKA HA FOAHOCT, 0TOENA3aH BEPXY KapTOHEHATA ONAKOBKA,
Oyrunkara uny Gmuctepa cnen ,,I'onen 0o:*, CpoxsT Ha FOAHOCT OTrOBAPs HA NOCNEAHHA AEH OT
TIOCOYEHHS Mecell,

ToBa EKapCTBO He M3MCKBA CHELHANHH YCIIOBHS Ha CEXPaHEeHHE,

He n3xpbpasiiTe NekapcTBaTa B KAaHATH3ALMATA WIH B KOHTeiHepa 33 AOMALIHM OTNAIBLH.
[Nonuratite Bamua dapMalieBT kak Aa H3XBBPIATE JEKApCTBATa, KOHTO Beue He uanoassate. Tean
MEepKH Lile CIIOMOTHAT 34 OTNa3BaHe Ha OKOIHATA Cpefa.

6. CupappxaHHe HA ONAKOBKATA H JONbJIHHTEAHA HHPOpMaTAS
Kaxso coabpxa Pebykcocrar Tesa

- AKTHBHOTO BellecTBO € (hebGykcocraT
®ebykcocrar Tera 80 mg: Beaxa dunmmpana Tabnerka cpaspxa 80 mg gebykcoctaT (kato
dbebykcocTar XeMUXHApAT).
Debykcoctar Tea 120 mg: Beaka punmupana tabnerxa cbappka 120 mg debyxcocTar (kato
debykcocTar XeMHXHADAT).

- Jpyrure cpCcTaBKH ca:
Adpo na mabremxama; MAKpOKPHCTATHA UeJTyJI033, N1aKT03a MOHOXHIPAT,
XHAPOKCHUIIPOIIILETY 1038, KPOCKAPMEII03a HATPUIA, KOOKAEeH 0e3BOJCH CHIHLHMEB JHOKCHI,
MarHe3deB CTeapar.
Dunmoso noxpumiue: MONHBKHIIOB alTkoxo, THTaHoB auokchHa (E171), Makporon 3350, Tank,
JKBITT 3keneed okeun (E172).

Kak m3rnexna Pebyxkcocrat TeBa B KAKBO ¢CHABPAKA ONAKOBKATA
QOunmupannre Tabnetkn Pebykcoctar Tepa ca XKLITH Ha LBAT, JBOHHOM3IIBKHAIM W NPOALITOBATH.
Tabnerxure ot 80 mg ca Mapkupanu ¢ "80" or egHata cTpana u "A275" ot apyrara.

Tabnerkure ot 120 mg ca Mapkuparu c¢b¢ "120" ot enHara crpana u "A265" ot gpyrara.

Buooee onaxosru:

PVC/PVDC//Al 6auctepu

PVC/PCTFE/PVC//Al 6nuctepn

HDPE 6ytiinku ¢ LDPE kanasuka i cymuren (HDPE xyruiika, chabpixalia cuinukare:n).
10,10x1,14,14x1,28,28x1,30,30x1,42,42x1,56,56x 1,84, 84x1,98,98 x 1 1 120,

120 x 1 punmupans tabneTku

He BcHuku BHAOBE ONAKOBKH MOTAT Ja OBAaT MyCHATH Ha Nazapa.

HprTekaTes1 HA pa3penieHHeTO 32 YNOTPe6a H NPOA3BOAHTE

ITpHTexATEN HA Pa3pelleHHETO 3a ynoTpeba:
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Teva B.V.
Swensweg 5
2031 GA Haarlem

Hupepaaumgus

IponisoanTenn;
Actavis Ltd.

BIB 016 Bulebel Industrial Estate

Zejtun, ZTN 3000
Manra

Teva Gybgyszergyar Zrt.

Pallagi ut 13
Debrecen 4042
YHrapust

Merckle GmbH

Ludwig-Merckle-Strasse 3, Blaubeuren
Baden-Wuerttemberg, 89143

l'epmannsa

Teva Pharma SLU

C/C, n. 4, Poligono Industrial Malpica

Zaragoza, 50016
Henanma

Tosa fexapeTno e pa3pemeno 3a ynorpeba B AbpxaBhTe wienku Ha EBponeiickoro
HAxonomnavecko [IpocTpancTee moa ¢/IeANATE HMEHA:

Tepmanns
ApcTpus

benrus

beirapus
Henanun

@Opanups

HUranusa
Ulgenusa

Febuxostat-ratiopharm 80 mg Filmtabletten

Febuxostat-ratiopharm 120 mg Filmtabletten

Febuxostat ratiopharm 80 mg Filmtabletten

Febuxostat ratiopharm 120 mg Filmtabletten

Febuxostat Teva 80 mg filmomhulde tabletten, comprimés pelliculés,
Filmtabletten

Febuxostat Teva 120mg filmomhulde tabletien, comprimés pellicuiés,
Filmtabletten

Pebykcoctar Tepa

Febuxostat ratiopharm 80 mg comprimidos recubiertos con pelicula EFG
Febuxostat ratiopharm 120 mg comprimidos recubiertos con pelicula EFG
Fébuxostat Teva Santé 80 mg, comprimé pelliculé

Fébuxostat Teva Santé 120 mg, comprimé pelliculé

Febuxostat Teva

Febuksostat Actavis

JaTa Ha NocjeHO Npepa3rie:KIaKRe HA NHCTOBKATA —
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