NINCTOBKA 3A NMALMEHTA

Ketonal® 50 mg ep. 1 oT 6

YBaxKaeMu NnaLmneHTy, .

Mons npoueTeTe BHUMATENHO Ta3n JIMCTOBKA, ThW KaTo TA CbAbPXKa BaxHa 3a
Bac undopmauuna. Ako umarte SONBISIHUTENHW BbLIIPOCH, OObpHeTe ce KbM
Bawwua nekyrau, nekap unu papmaweBT.

M3NBAHUTENHA ACLHAN 10 7L KAPCTBATA |
HaumeHoBaHMe Ha NeKapCTEEHNS NPOJAYKT: fliemooa - Mpunowenus 2
Ketonal® 09 % ’
Ketonal® 7 KemPyne WK 2.2 00 0%
¢/ 0
Koe e aKTHEHOTO BemecTEO ? Odobperio. / ....... ‘9‘//0@; ...........

AKTUBHOTO BelL|eCTBO € keTonpodeH. Beaka kancyna ceabpka 50 mg keTorpoder. ——

Kakeo gpyro cbabpxa Ketonal®?

CobabpKaHue Ha Kancynarta: IakTosza MOHOXMApaT, MarHe3ueB creapar, besBogeH
KonouaarneH cunnLmii.

Kancyna: xxenaTuH, TuTaHoB auokeud, ouseTtnten (blue V).

lNexkapcTBeHa chopmMa U onakoBKa:
Tebpau Kancynu.
dnakoHu, cbabpXKalim 25 kancynu; B KAPTOHEHU ONaKOBKN.

Koit e oTroBopeH 3a NPOM3BOACTBOTO M npogax6ara Ha Ketonal®?
Lek Pharmaceuticals d.d.
Verovikova 57, Ljubljana, Slovenia

Kakeo npeactaBnsea Ketonal®?

KeTonpoceH npuHagnexu KbM rpynarta Ha HECTEPOUGHUTE MPOTUBOBLINANUTESNHY
nponyktn. Ketonal® obrekvasa 6Gorkata M MMa NPOTUBOBBL3NANUTENEH W
aHTUNUPETNYEH (TEMnepaTyponoHWKapaw) edekT.

3a kakeo ce usnonaea Ketonal®?

e 3a ofbnekyaBaHe Ha Oonkata (nNocTonepaTtMBHa, MEHCTpyasiHa W
NocTTPaBMaTUYHa, KakTto 1 BonkaTta OT KOCTHUTE METacTasu npy nauveHTu ¢
Heonnasmu);

¢ 3a neyeHue Ha pasnUuHK peBMaTuyHU 3abonaBaHWus (peBmaTonaeH apTpuT,

* pasnuyHM TANOBE Ha CEPOHEraTUBEH CMOHAUNOAPTPUT KaTo aHKuro3upall
CMOHAWIAT, TIcopuaTUYEH apTPUT Y PEaKTUBEH apTpuT, nocneasan uHdgpekums;
nogarpa, ncepgonogarpa, apTposa W U3BbHCTaBeéH  pPeBMAaTUSbM,
BKIOMMTENHO TEHAWHWT, BYpCUT 1 KancynuT Ha pamoTo).

Kora He TpsiGBa Aa ce npunara Ketonal®?

o AKO CTE CBPBLXYYBCTBUTENTHM KbM KETOMPOMEH WU HAKOE OT MOMOLYHUTE
BeLlecTea B Ketonal®, canuugunartin n Apyrn HECTEPOUOHN
NPOTUBOBBLIMNANUTENHU NEKapCTEa,; - ‘

¢ AKO UMaTe aKTUBHa cTOMalLHa UNK SYOoAeHanHa A3Ba;

¢ AKO B MWHANOTO CTE UMann cTomaluHa Wnu gyogeHant
OT CTOMALLHO-YPEBHUA TPAKT, XPOHU4YHA Aucnencust (
ropHaTa vyacT Ha cToMaxa);

e AKo cTpagaTe OT TEXKO YepHoapobHO Y B6b0peyHo 3ab

e AKO CTpajaTte oT TeXKa ChpheuHa HeJoCTaTbyHOCT;

QEQ%B g
Hem: 225




NINCTOBKA 3A NAUWEHTA

Ketonal® 50 mg cp.2 0T 6

3a neueHue Ha nepuonepaTneHa Sonka rpy kopoHapeH Gainac;
AKO uMaTe CKIOHHOCT KbM KPBHBOU3NUBY,

AKO cTpagare OT actMa vt PUHNT,

AKo cTe BpemeHHa Unu KepMuTe,;

AKo cTe Ha Bb3pacT nog 15 roanHu.

Kora TpaGBa Aa ce cnasBaT cneuvanHu ripeanasHu Mepku npu ynortpedaTta Ha
Ketonal®?

AKO B MUHaTOTO CTE UMan cToMalLHo-4peBHu npobnemu. Tpsbea fa 3HaeTe,
ye npu ynotpebGa Ha HecTepouaHW MPOTUBOBL3NANWUTENHW fleKapcTea
(HCTIBIM) KpbBOM3AMB WNK TacTPOUHTECTUHANHA nepdhopauma Moxe fa
Bb3HUKHE BHEe3anHo, 6e3 npeglwlecTsalin CMMATOMW WM aHamMHesa 3a
CEPUO3HN CTOMALUHO-YPEBHW peakluu. [laumeHTUTE ¢ aHaMHesa 3a
FACTPOUHTECTMHAIHA TOKCMYHOCT, 0cODEHO KOFaTo ca B HanpeaHana sh3pacT
TpsGBa Aa cboblyasaT Bouyku HeobuvaitHn cUMNTOMU B KopemHaTa obnacT
(oco0eHo KbpBeHe OT CTOMALLHO-YPEBHWUA TPakT) NpegMMHO B HavanHus etan
Ha rneveHueTo. AKO Bb3HUKHE l‘aCTPOVIHTeCTI/lHaﬂHO KbpBEHE  MNU
passaesiBaHe Npv naumeHTy, npuemam Ketonal®, neuyenneto Tpsbea aa ce
npekpaTu.

AKO ©MaTe HapyLleHusa B KpbBOChCUPBaHETO.

AKO npuemate nexapcTsa, NOBULWABALLM PUCKa OT passsBaBaHe NN KbpBeHe
KaKBUTO Ca NepopanHuTe KoOpTUKOGTEpOUaU, aHTUKoarynaHTi kato BapdapuH,
Hakou aHTugenpecaHtTi (SSRI) unu TpomBGOLMTHM aHTUarperaHTM Karto
aueTuncanuuurosaTa KucennHa.,

HCIMBIN TpsitBa ga ce npunara ¢ NOBULLEHO BHMMaHue Ha nauWeHTU C
aHaMHesa 33 cToMaluHo-upeBHO 3abonasade (ynueposeH konuTt, donect Ha
KpoH), nopagu BE3MOXHO 00oCTpsHE.

AKO mmaTte HapylleHa yepHompobHa wny 6bbpevHa dyHKuMA. BrbpeyHaTa
dyHKUMS 1 OTAENSHETO Ha ypuHa Tpabea fa 6baaT criefeHn npu nauneHTn ¢
ObOpeyHo M uYepHOgPOOHO HapyleHue, npu NauMeHTA Ha OUYPeTUyHO
neveHve, cnej ronemn XupypriudHu onepauuu, Xunosonemiusi v ocobeHo npu
nauMeHTH B HanpeaHara BbL3pacT.

AKO MMmaTe BUCOKO KPBBHO HansaraHe (apTepuanHa XvunepToHusi) U cbpaeyHa
HEOCTaTBbYHOCT € OToWN. M3nckBa ce pefoBHO TpocnessasaHe rnpu nauneHTu
C XWUNepToHMs wWunu neka [0 YMepeHa KOHFeCTMBHa CbpAeyHa
He[OCTaTbYHOCT, Thil KaTo ca CbobLUaBaHN 3aApLKKA HA TEYHOCTM M OTOK 1O
Bpeme Ha Tepanua ¢ HCIIBIM. KnuHW4HW nipoydsaHust 1 enuaeMUOSIorMyHN
JaHHu nokassar, Ye ynotpebarta Ha Hakon HCTIBIT (ocobeHo npu BUCOKA 1031
M MPOOLIDKATENHO nNeYeHWe) MoXe f[a goeede [0 TMOBULUEH PUCK OT
aptepuanHn TpomGo3n (Hanp. MUoKapAeH wHdapkT WnKu uHeynT). Hama
[OCTATBYHO AaHHMW, KOUTO A U3KMIOYBAT TaKbB PUCK NPU KETOMPOoMeH.
MpuembT Ha Ketonal® Tpsatea pa ce npekpat npW MbPBUTE CUMMITOMK Ha
KOXeH obpus, nesvu no JUWraBALUTE  Unu .upym npmHaum Ha
CBPBXYYBCTBMTENHOCT.

AKo nmarte nHdekumosHo saborssaHe.

Mpn xeHn B OeTepofHa BbL3pACT MpunaraHeT
npeauseuka obpaTtumMo noTnckaHe Ha epTUnuT
MoraT ga 3abpeMeHesiT unu KOUTO nposexagar us
npUemMbT Ha KeTonpodher Tpabea fa ce npeycraHo




NTMCTOBKA 3A MALIMEHTA

Ketonal® 50 mg cmp.3 oT 6

e AKO KOHCyMUpaTeE rofieMy KoJiM4ecTBa ankoxon Unuy cte nywiad.
¢ AKo cTe B HarpefjHarna Bb3pacT.

WNrcbopmupatiTe Ballua nexap, ako HsKOE OT OMUCAaHWUTE ChCTOAHWA Ce OTHAacA 3a
Bac.

Axo Bm npeacTon xupyprudecka onepauusi TpsibBa fa npekpatute npuema Ha
Ketonal

Ketonal® kancynu cbabpka naktosa. ETo 3aljo nauveHTM ¢ HacneacTBeHa
ranakto3Ha HenoHocumocT, Jlar-nakrasHa HepocTaTbYHOCT WU TTIOKO30-
ranakrosHa manabcopbuus He Tpabsa ga ro npuemar.

KaKBW XpaHu ¥ HaNMTKN MOraT Aa okaxaT BnusiHne BbLpXy edekTa Ha Ketonal®?
MpenopbuutenHo e ,u,a ce usbsrea KoHcymaumsaTa Ha ankoxon Mo Bpeme Ha
neyenmneto ¢ Ketonal®.

KakBu cneumanHu npepnasHy Mepku TpAOBa Aa ce B3emart npu OpemMeHHOCT U
KbpMmeHe?

MNocbeeTsaiiTe ce ¢ Bawws nexkap i thapmaLesT npean ga npueMeTe HAKAKBO
fleKkapCcTBO.

He npuemaiite Ketonal® no speme Ha TpeTus TpUMecTLp OT GPEeMEHHOCTTa, Thil
KaTo HeCcTepouaHuTE rPOTUBOBL3NANUTENHN fNeKkapcTBa MoraT ga  NPUHMKHAT
3abaesiHe Ha poAMMHMS NpoLec, NpexaeBpeMeHHO 3aTBapsaHe Ha npoToka Ha Botallo
) 6eno,qp06|-|a XMMNepTOHUS Y HoBOpoAeHoTO. pe3 NbpBYA Y BTOPUSA TPUMECTBP
Ketonal® TpsibBa fa ce u3MNonsBa camMoO ako oO4akeaHaTa nonsa Hagsullasa
NnoTeHUnanHust puck.

He npuemaiite Ketonal® ako kbpmuTe.

C KaKkBoO TpsioBa Ba ce cboOpasaBate npu wodupaHe unm padbora ¢ MalMHK?
[Mpn HaKoM NO-YYBCTBUTENMHUM WHOMBUAW HECTEPOWAHUTE MPOTUBOBBL3NANUTENHN
NeKapcTBa MOraTt Aa NPUYUHAT 3aMasHOCT, CBETOBbPTEX W CbHMUMBOCT. AKO ycewaTe
TakMBa peakuuy, He wodupante u He paboTeTe ¢ MaLlMHK [0 BpeMe Ha JIEeHEHNETO.

Kou Apyru nekapcTBa oka3BaT BnusiHue BLpXy edekta Ha Ketonal® unn morar
Aa 6'b4aT NOBAMUAHMU OT Hero?

Mons, uHpopMupainTe Balwuma nekap unu dapmauesTt, ako npuemMare U Hackopo
cTe npuemanu gpyru neKapCTBa nopu 1 6es3 peuenTta.

He npvemanTe Ketonal® €AHOBPEMEHHO ¢ Apymm HecTeponaHy
NPOTUBOBBL3NANMTENHY UMK caNUMUUIATK, HAaMp. aleTuicanmumMnoBa KucenunHa.
EcbektbT Ha nekapcTBaTa 3a nedYeHne Ha BUCOKO KPBBHO HansiraHe u ,qmypemume
Moxe ga bbe HamaneH npy egHoBpemMeHHaTa um ynotpeba ¢ Ketonal®.

EcbexktbT Ha nekapcTBata cpelly enmnencm n ouabeT MOXe Ja ce sacunu npwu
efiHOBpeMeHHaTa UM yrnoTpeba ¢ Ketonal®,

PuckbT OT DObOpeyvHu HapylweHns € no-ronsM npu nau,meHTm KOWUTO npuemar
auypetuum u ACE nHxubutopu egrospemedno ¢ Ketonal®.

PUcKkbT OT KPLBOW3NMBKA HapacTBa Mpy €4HOBPEeMeHHa ynome@a‘ Ketonal® u
aHTUKoarynaHTh (Nekapcrea NpoTUMB KPbBOCHCUPBAHE), HAK \%Hrbj@enge %HTM unu
KOPTUKOCTEPOUZIMN. e
HexxenaHuTe peakim Ha nekapcTBa Kato Cbpa
LMKIIOCTIOPUH MMk METOTpeKcaT ce 3acwuneaTr [pu e
Ketonal®, nopagn HamaneHoTo um otaenske.




NTIMCTOBKA 3A NALIMEHTA

Ketonal® 50 mg cp.4 0T 6

EdpextbT Ha mifepristone moxe ga 6bge nOHWKeH NO Bpeme Ha efHOBpeMeHHaTa
My yriotpeba ¢ HecTepOoMOHW MPOTMBOBL3NANUTENHW nekapctea. ETo 3auo,
nocnegHuTe He Tpsibea oa ce npuemart 8-12 AHu cneg ynoTtpebara Ha mifepristone.

Lo3upoBKa, HAYMH U NPOABIIKUTENHOCT HA MPUNIOXKeEHNe:

Bunarm npuemaiite Ketonal® xakto e npepnucan Bawwmsi nekap. He npomensiite
CaMOGTOAITENHO OO3MPOBKATa M He NpekpaTtsAsaliTe neveHneTo 0e3 KOHCYNnTauus ¢
nekaps.

ObuuaiHaTa fo3sa e egHa Karcyna Ketonal® 50 mg cyTpuH, obeq 1 Beuep.
lpenopbunTenHaTa [03a 3a NeYeHue Ha peBMaTouMaeH apTpuT U ocTeoapTposa e
€flHa Kancyna Ha BCceku 6 Jaca.

Axo npuemare Ketonal® npu neka no ymepena 6onka unu MeHcTpyanHa 6onka,
npenopbuUTenHaTa fosa € efqHa Kancyna Ha Bceki 6 go 8 vaca.

MakcumanHata gHeBHa go3a ketonpodied He Tpsidea aa Hageuiuaea 200 mg.

MauneHTUTE B HarpegHara BL3pacT ca Noj NoBULLEH PUCK OT CEPUO3HU HEXenaHu
peakuuh. lMpu HeoOXogMMOCT ce W3Nof3Ba HaW-HWCKaTa fdosa u nauueHtra ce
npocriegsiea 3a CTOMALUHO-YPEBHO KbpBEHe 3a 4 cegmvum Crief 3arnovyBaHe Ha
TepanuaTa.

Kora u xak MoxeTe aa npuemate Ketonal®?

Mpuemaiite kancynarta ¢ noHe 100 ml Boga unn MISKO MO BpeMe Ha Wnu crieq
XpaHeHe. Moxe Aa npuemate U adTMaUMOn (NekapcTsa NoOTUCKALM CToMallHaTa
cekpeuus) Mo CbLUOTO BpeMe, 3a [a HaManuTe BEPOATHOCTTA OT HEXErnaHn peakuuu
Ha KeTonpodeH BbpXy XpaHOCMUNATENHUS TPaKT.

He uynete u He cobBKBAWTE KancynaTa.

Konko gbnro MoxeTe ga npuemate Ketonal®?

BawuaT nekap e By kaxe Konko AbIro we Tpae neveHneTo.

Ako nmate yceliare, ve eekTsT Ha NeKapcTBoTo € TBbpAe CUNEH WUNu stp,qe
cnab, nockeeTBaTe ce ¢ Bawwus nexap unmM dapmauesT.

Kakeo Tpsi6ea ga npeanpuemete, ako Ketonal® e 6un npuer B MHOro ronemu
KOnu4yecTBa (npegHamMepeHo Unv HeyMULINeHo npegosupane)'?

AKO cTe npuvenu no-ronama oOT npegnucaHara gosa Ketonal®, KOHCYNnTUpante ce
HeszabaBHO ¢ Bawumsa nekap wiu capmaLesT.

Bucokn po3u OT NekapcTBOTO MoraT a [puuUHAT ragede, nospbLUaHe,
enuracTpanHa Oonka, NOBPLLIAHE HA KPbB, YEepHU WINpaXHEHWA, HapylleHo
Cb3HaHWe, auxatenHa Jhernpecus, rbpuosBe, HamaneHa ObbpeuHa yHKUMA ¢
GbbpeyHa HeJoCTaTBLYHOCT.

KakBo TpAGBa ga npegnpuemeTte, ako ¢Te NPonycHanm npuema Ha Ketonal®?

MprnemeTe pgosaTa BegHara LUOM ce noaceTuTe. AKO € Bpe e\mau,, e.qsama Hosa,
us4akaiTe u npuemeTe cneppaiyata 4032 B HasHauveH
LBOWHA 0022 33 KOMASHCUpaHe Ha nporycHaTaTa.




JIMCTOBKA 3A MALUMEHTA

Ketonal® 50 mg crp.5 0T 6

KakBu HexenaHm peakuum Moxe p.a npeausBuKa NPUIOKEeHUETO Ha Ketonal®?
KakTo Becsiko nekapcteo Ketonal® moxe pa npepussvka HeXenaHW neKkapcTBEHW
peakumn.

Hali-yecTaTta TakaBa, KosATO Bb3HukBa npu 11% oOT naLmeHTUTe e oo unu
BonesHeHo xpaHocMmunaHe (Aucnencus), KOeTo ce MposiBABa ¢ pPaHHO YyBCTBO 3a
HacullaHe, nogysaHe, opureaHe crieq XpaHeHe, rageHe, obpasyBaHe Ha rasose,
KOpPEMHU DOSIKN 1 KUCENWHK B rOpHaTa 4YacT Ha CToMaxa.

UecTtu Hexenauun peakuun (npu 3-2% oT naumeHTUTE) Ca rageHe, AWapusi, 3anek,
obpasyBaHe Ha rasoBe WM KopemHa Oonka, kakto W cnadocT, 3aMasiHOCT WK
CBETOBBLPTENX.

Mpn 1-3% oT naumeHTUTE (YECTO) MOraT fa Bb3HUKHAT OTKa3 OT XpaHa (aHopeKcusl),
NMoBpBLLIAHE UAKM BbaNaneHWe Ha fvraBuuaTta Ha ycrara, Wym B ylmuTe, Aenpecus
WNM HEPBHOCT, KOLUMapW, CBHIMUBOCT, 3PUTENTHW HapyLLUEHWs!, KOXKeH oBpuB M oToK
(npu 2% oT nauueHTUTE).

Mpu no-manko oT 1% oT BonHuTe (HeuyecTo) MoXe fa ce MOoABAT TNPOMEHU B
KpbBHATaA KapTWHa, aHemMusi, TOYKOBWUOHW KPBbBOWSNMBY, paspyllaBaHe Ha
epuTpoUMTN  (Xemornusa), MCUXMHHM HapylleHWs CbC 3pUTENHW W CRyXOBM
XanouuHauny, HapylieH opueHTaums 1 pey (4enupuym), BACOKO KPLBHO HansaraHe,
CbpOEYHa HEAOCTAaTLYHOCT, KbPBaBW Xpaudky (XEMONTW3a), 3aTPyOHEHO auilaHe
(aucnHesA), Bb3naneHwe Ha TI'bpPrnoTo WM HOCHaTa fnurasvua, CTEeCHEHWe Ha
AnXaTenHuTe NbTULLA, OTOK Ha MbproTo (CUMNTOM Ha aHadunakTMyHa peakuws),
Koconap, ek3ema, W3noTaABaHe, YPTUKapUd, KOXHW peakuuy, BKIYBALLU MioweHe
(ekcchonuaTuBeH BepMaTUT), UAW CUITHO KbPBEHE M3BbH MEHCTPyanHus LUMKbN Mpy
»eHu. BeaMoxxHO e ga ce nogeu U rnasobonune.

OToenHu cnyyam Ha KonuT, 4YpesHa nepdopaumna (BKN. YCNOXHEHWA OT NOnumnu U
 AVBEPTUKYNKW), BROLWWaBaHe Ha upeBHO 3abonseaHe (ynuepaTMBeH Konut U Gonect
Ha Kpon), 3abonseanna Ha TbHKWTE uepBa ¢ NEKo KbpBeHe 1 3aryba Ha npoTenHn, ¢
XapakTepucTUKUTE Ha A3Ba, 3anyweawe wnu nepdopauuns, 4YepHoOpobHO
3afonsBaHe C XbNTeHWUAa, efuH Cry4Yyail Ha TeXKOo KOXHO 3abonsBaHe, 6bOpe4vHo
BbananeHme u HefocTaTb4YHOCT ca chobwasaHn. Bb3MOXHO e fla ce npeanssuka
MPUCTBLN Ha acTMa.

KakBu mepku TpsibBa Aa 6bAAaT B3eTU BbB BPb3Ka C HeXenaHUTe NekapcTBeHU
peakuumn?
Cnipete npuema Ha Ketonal® wesaBasHO v WHbopmupaiiTe Bawms nekap unn
noceTeTe ONU3KOTO CMELLHO OTZENeHMe, ako 3abenexuTe cneqHUTE peakuuu:
- OQyBaHe Ha PbUETe, KpPakaTa, rMeseHUTe, NuuUeTo, yCTHUTe, ycrara
UMM rbPAOTO, KOUTO MNpUYUHABaAT 3aTpyAHEHO npernbLliaHe Wy
AuLane;
- 0bpue, ypTukapus;
- NpuUnagbK;
- KbNTEHWLA (OKbITa KOXa U 04M).
ToBa ca MHOFO TEXKK, HO PEOKM HexenaHun peaxuyuu. AKo 3ade:
03HayaBa, Ye nposiBABaTe MHOIMO CepuosHa aneprudHa pea
Hy)aeTe OT crneLlHa nekapcka nomoLL.
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HesabasHo uHdopMmupaiite Baluns nekap, ako sabenexnTe\Haxoe ‘g\e‘q
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NVICTOBKA 3A NALIMEHTA

Ketonal® 50 mg ctp. 6 0T 6

- YEepHW U3MpaxKHEHUsI,

- BonKa B ropHaTa YacT Ha cToMaxa crefl XxpaHeHe;
- noBpblUaHe;

- NOBpbLUaHE Ha KpPbB;

- MPWCTBLM Ha acTma.

Tesn peakunu ca TEXKY, HO PeaKM U U3UCKBAT HesabaBHa neKkapcka NOMOLL,
Axo 3abenexunTe HEXeNnaHy peakymun, KOUTO He ca onucaHu B Tasn NUCTOBKA, MONS,
nHhopmupalite Bawua nekap unu ceapmalesT.

MHCTpYKLUMM 3a cCbXpaHeHue:

CwXxpaHaBaiTe Ha HEJOCTLNHU 3a fela MecTa.,

CuxpaHsiBaiiTe npy Temnepatypa nog 25 °C B opuruHanHarta onakoBka.

He usnionseaiiTe NpoaykTa crief cpoka Ha rofHoCT, 03Ha4eH Ha onakoskaTa.

[aTta Ha nocnepHa pegakuMa Ha JSIMCTOBKaTa:
HAnyapn 2007
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