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Kumoex 15 mg puamupann tada

Kumoexk 30 mg puamupann tadaeTku

Kumbek 60 mg ¢puamupanu tabl/1eTKH
en0kcadaH
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Kymbek 15 mg film-coated tablets

Kymbek 30 mg film-coated tablets

Kymbek 60 mg film-coated tablets
edoxaban

[Tpouerere BHUMATE/HO USJIATA JIMCTOBKA, MPE/1H 12 3aM04HETE 1a NpHeMaTe ToBa

JeKAapCTBO, Thil KATO TS ChAbpAA BaxkHa 3a Bac nndopmaums.

- 3anazere Tazu JucToBka. Mose J1a ce HaJIOKH J1a st [IPoYeTeTe OTHOBO.

- AKO UMATE HAKAKBH JIOMTbJIHUTEIHH BLITPOCH, nonurtaiite Bawus nekap uiu papmauesT.

- Tosa nekapcTBO € npeanucado Ju4Ho Ha Bac. He ro npeorcrbnBaiTe Ha Apyru xopa.
To moke 1a UM HaBpe/IM, HE3aBUCHMO Ye MPH3HALMTE Ha TAXHOTO 3aoJsiBaHe ca
cbluMTe Karo Bawure.

- AKO MOJIyYHTEe HAKAKBH HEXKEJIaHW JIeKapCTBEHHU peakilnu, yBeaomere Balius jekap nin
dapmauenT. ToBa BKJIOYBA M BCHYKH Bb3MOKHH HEXKEaHH peaklnH, HEONHCaHH! B Ta3H
nuCcToBKa. BukTe Touka 4.

KakBO ¢babpAa Ta3M JIMCTOBKA

KakBo npeacrasisisa KumOek u 3a kakBO ce H3I10J13Ba

o —

KakBo TpsOBa s1a 3Haere, npeau aa npuemere Kumoek
3. Kak na npuemare KumOek
4.  Bb3MOXKHH HEKEJIaHH PeaKUHH
5. Kak aa cbxpanspare KumOek
6. CobabpxaHue Ha ONAaKOBKATa M JIOMbJHHTEIHA HHOPMaLIKA
1. Kakso npeacrapasiba Kum0dek 1 3a KakBO ce H3110.13B4

Kumbek chabprka akTHBHOTO BElLIeCTBO e0KcadaH U criaja KbM rpyrna jeKkapcTsa, HapeueHH
aHTUkoaryaanTi. Tosa siekapcTBO nomara 3a npejorsparsBaHe Ha 0Opa3yBaHETO HA KPbBHH
cheupenu. To aeicTsa upe3 6/10KkMpaHe Ha aKTUBHOCTTA Ha (pakTop Xa, KOMTO € BaXeH
KOMIIOHEHT Ha KPbBOCHCHPBAHETO.

KumOek ce u3no/3sa rpu Bb3pacTHM:

- 12 npeaoTBpaTH o0pa3yBaHETO HA KPbBHH CbCHPEUH B MO3BKA (MHCYJIT) H APYIH
KPbBOHOCHH Cbh/10BE B TSH/10TO, aKO UMATE OIpe/ie/ieH BU1 HENPaBuIeH ChpaeueH
PUTBHM, HApe4eH HEKJIAIHO NPe/ICbPAHO MBbK/IEHE, U HAl-MAJIKO €/IMH JOITbJIHUTE/ICH
PUCKOB (hakTop:;

- 3aJleYeHHe HA KPbBHH CbCHPEUH BLB BEHHTE HA KpakaTa (J1b/100Ka BEHO3Ha
TpoM003a) 1 B KPbBOHOCHHTE Cba0Be Ha OesnTe Apobose (OenoapodeH eMOosin3bm) U
32 /12 NPEAOTBPATH NOBTOPHO 00pa3yBaHe HA KPBLBHH ChCHPEUH B KDHLBOHOCHUTE
CbJ0OBE Ha Kpakara W/ uiu Oenurte apodose.

2 Kakso TpsiOBa 1a 3naere, npeau aa npuemere Kumoex

He npuemaiite Kumbex
- @Ko CTe aJIepruyHu KbM eaokcadaH UM HAKOSA OT OCTAHAJIMTE ChbCTABKH HA TOB




(n3bpoenn B ToUka 6);

- aKO UMaTe aKTHBHO KbpBeEHE,;

- ako umare 3abonsgBaHe UK CbCTOSHUE, KOETO NOBMLLABA PUCKA 33 CEPHO3HO KbPBEHE
(Hampumep cTOMalliHa #3Ba, HAPAHABAHE MM KPbBOWIIMB B MO3bKa, CKOPOLLHA onepauus
Ha MO3bKa HJIKH OUHTE);

- aKo MpHemMaTe APYrH JlexapcTsa 3a NnpeanassaHe oT obpa3yBaHETO HA ChCUpelH (Hanpumep
saptdhapuH, 1aburarpaH, puBapokcadan, annkcaban UK XenapyrH), OCBEH KOraTo
MPOMEHATE AHTHKOATYNaHTHOTO JIeUEHHE WM J0KATO NOMYYABATE XENapHUH Npe3 BEHO3EH
WK apTepHAIEH KaTeTsp, 32 1a ro NoAabpXaTe OTBOPEH;

- aKO cTpajarte oT 4epHOAPOOHO 3abonssase, KOETO BOAH AO MOBHILEH PHCK OT KbpPBEHE,

- aKO UMAaTe HeKOHTPOIUPAHO BUCOKO KPHLBHO HANATAHE,

- aKOQ CTE DPEMEHHA UJIM KbPMMUTE.

[IpeaynpexaeHHd U Npeana3Hd MEPKH
CosopeTe ¢ Bawus nexap unu dapmaliesT npeay Aa npremate Kumbex,

- @KO CTE M3NIOXKEHK HA PUCK OT KbpBEHE, KAKLBTO MOXE a € Clly4asT, aKO HMETE HAKOE OT
CNENHUTE ChCTORHUSA;
« TepMHHanHa 6vOpeuHa HEAOCTATBYHOCT MITH aKO CTE Ha JUaNn3a;
¢ TeXKO uepHOApoOHO 3abonsBate,;
¢  3abonABaHUA C KbPBEHE;
*  npobneM ¢ KPLBOHOCHUTE CHAORBE B 33/HATa YacT Ha ounuTe Bu (peTnHonarus);
¢  CKOPOLUHO KbpBeHE B MO3bKa By {BLTPEUEPENHO UM BBTPEMO3BUYHO KbPBEHE),
«  npobnemMu ¢ KPLBOHOCHHUTE ChAOBE HA MO3bKa By U rpsOHaunms cThid.

- aKO UMaTeE MEXaHHYHa ChpAaCyiHa Knana.

Kumbex 15 mg Tpabea aa ce ©3noa3sa camo Koraro ce npeMuHasa oT Kumbek 30 mg Ha
aHTaroHucT Ha BuTaMuK K (Hanpumep, sapdaput) (BHwkTe Touka 3 ., Kak na npuemMare
Knumbek").

Heobxoaumo e noBuiueHO BHUMaHHe NpH yrioTpeda Ha Kumbek,

- axko By e u3pecTHo, ue umarte 3abonsaBaHe, HapeueHo aHTHdochONUNUACH CHHAPOM
(HapylueHKe Ha UMYHHATA CUCTEMA, KOETO NOBULLIABA PUCKa OT 0DpalyBaHe Ha KPbBHU
cheupenn), kaxere Ha Baluug nexap. KOATO uie npeueHy Aaiu e HeodXxoaumo Aa Owae
NPOMEHEHO NNIEYEHHUETO.

Axo Bu npezcrou onepaums,

- MHOTO € BaXKHO A3 npuemare Kumbex npeau v cnea onepaurata TO4HO BbB BPEMETO,
onpeaenexo ot Bawng nexap. AKo e Bb3MOxHO, Kumbex Tpabaa na ce cnpe noxe 24
yaca npeanu onepauvsaTta. BawmaTt nexap ue onpeaenyd Kora aa nojHOBUTE NpHEMa Ha
Kumbek.

Heua u WHOWIH
Knmbex He ce npenopbuBa Npy Aela v IHOLWH noa | 8-roaniuxa sb3pacT.

Apyru aexapctea ¥ Kumbex
Hudopmupalite Baluns nekap unu ¢apmaliert, ako NpUeMaTe, HaCKOpO CTE NPUEMANTH UITH €
BH3MOXKHO 18 NPHEMETE APYIH feKapcTea.

AKO NpUeMaTe HAKOE OT CIEAHHUTE:
*  HAKOM NeKapcTea 3a reOMUHM MHPeKUunH (HanpuMep KeTOKOHAa30i1),
*  JleKapCTBa 3a IeYeHHE Ha HapYLUeH ChpAEe4EH pUTbM (Hanp1uMep APOHE
XUHUAKH, BEpanaMmun);
¢  ADPYIH IeKapCTBa, KOMTO HaMANABaT KPbBOCHCHPBAHETO (HanpuMmep




KAOMTMAOrPEN WK AHTArOHUCTH Ha BUTaMHH K, xaTo BapapyH, aueHoKymapon,
dhennpokymoH unu naburarpa, pusapoxcabaH, anuxkcaban);

*  aHTHOMOTHUM (HANPUMEDP EPUTPOMKLMH, KIapUTPOMHUKH);,

*  JleKapCTBa 3a NpeNOoTBpaTABaHe Ha OTXBbPIAHETO HAa Oprany Cliel]
TpaHCILIaHTaUMusa (HarpumMep LHKJIOCTIOPHH);

¢  TIPOTHBOBBLINATUTENHU M DONKOYCNOKOABALLYM NeKapcTBa (HaNpUMeEp HaNpPOKCEH
MM AUETHNCANUUKIOBA KHCEJIUHA);

«  AHTHAENPECAHTHH JIEKAPCTBA, HAPEUEHH CENEKTHBHHU HHXHOUTOPKU Ha 00paTHOTO
3axBalllaHe Ha CePOTOHMHA UAH HHXHOUTOPH Ha OOPaTHOTO 3axBalllaHe Ha
CEPOTOTHH-HOpENTUHEDPHH.

AKO HAKOe OT ropHKUTE ce oTHacH 3a Bac, kameTe Ha Bawua aexap npean na npHemeTe
Kumbek, Tbil KATO TE3M JIeKapCcTBa MOraT Aa 3acuisT edekrvre Ha Kumbex n BeposiTHOCTTa
OT HEXEJIaHO KbpBeHe. BawusT nexap we pewn aanu tpabea na ce sexypare ¢ Kumbex u
nanu tpabsa aa 6vaere HalnronaBaHK,

AKO NpUemMaTe HAKOE OT CJIEAHHUTE:
*  HAKOW JeKapCTBa 3a IeYEHKE Ha enunierncus (HanpuMep GeHUTOMH,
kapBamasenut, peHobapbutan);
*  KDBIT KAHTApHOH, OUIKOB NPOAYKT, H3NOA3BAH NPH TPEBOXKHOCT H eKa opma Ha
AETPECHA,
¢  pudaMnuuuH, aHTHOUOTUK.

AKO HAKOE OT FropenccoYeHuTe ce OTHACK 332 Bac, kaxeTe Ha Bawua nexap npeau na
npuemete Kumbek, Tbl karto edekTsT Ha Kumbek Moxe na Obae noHukeH. Baluuart nexap we
pewn nanu Tpabea na ce nekypate ¢ Kumbek u nanu tpsbea na 6vnere noa HabnoaeHue.

bpemMeHHOCT U KbpMeHe

He npuemaiite Kumbek, ako cte SpemMeHHa unv KbpMHTE. AKO ¥Ma BEPORTHOCT J1a
3abpemeneere, HINON3BANRTE HalexXAHa KOHTpauenius, nokaro npuemarte Kumbek. Ako
zabpemeneeTe, 1oKaTo npuemarte Knmbek, HezabaBHO yBeaomeTe Balina nekap, KOHTO Lie
pelly Kak Tpsbsa na ce nekysare.

Hlodpupane u pabora ¢ MALLUUHHK
KumGex He nOBnusBa WK NOBJKABA B HE3HaUKUTEIHa CTeneH cnocobHOCTTa 3a WodHpaHe uin
paboTa ¢ MalIKHK,

Kumbex chabpxa HaTpi
To3u nekapcTBeH MPOAYKT ChAbpxa no-manko oT | mmol Harpuii (23 mg) Ha TabneTka, T.e.
Nno ChUIECTBO HE CbABLPXKA HATPHH.

Kumbex chabpxa ri110K03a
Axo Bawuar nexap Bu e ka3an, ye UMaTe HENOHOCHMOCT KbM HAKOMW 3aXapH, CBBPIKETE CE C
Baluus nexap npeau aa NpHEMETE TO3M NEKAPCTBEH NPOAYKT.

3. Kak 13 npnemate KumGek

Buxarn npuemaiite ToBa JIEKAPCTBO TOUHO KakTO By e xazan BawuusaTt nexap nnu papmMauest.
AKO He CTe CUIYPHH B Helllo, nonuTaite Bawug nexap wnm dpapmauesT.

Kaxsa nola na npuemare

[IpenopbunTenyHara 103a e eaHa TabneTka or 60 mg BeAHBXK AHEBHO.

- Ako umaTte HapyweHa 6b0peuHa pyHKuuna, 103aTa MOKe Na ce HamanK oT B
100 eaHa Tabnetka or 30 mg BenHBXK JHEBHO;




-  Ako TenaecHoTo Bu Terno e 60 kg vy no-maako, npenopbydTEeIHaTa 034 € elHa
Tabnerka ot 30 mg BeaHbXK AHEBHO.,

- Axo Bamuat aexkap Bu e npeanucan nexkapcrsa, Hapn4auu nHxudutopu Ha P-gp:
UIKKNOCTIOPHH, IPOHEIAPOH, EPUTPOMHUNH HilM KETOKOHA30/1, TPENOPbYNTENHATA 1033 €
enHa Tabnetka or 30 mg BeHbX AHEBHO.

Kax na npnemarte Tabnerkara
[Tornbiuaiite TabneTkara, 3a NpeanoYnTaHe ¢ Boaa.
Knumbex Moxe 1a ce npuema ¢ unu 6e3 xpaHa.

AXO ce 3aTpyAHsiBaTe Aa noribluare tabnerxara usana, ropopere ¢ Bauius nekap OTHOCHO
ApYr¥ HauMHu 3a npuem Ha Kumbex. Tabnerkara moxe aa ce uynd W CMeCBa ¢ BOJAA MM
0BAKOBO MMKOPE HEMOCPEACTBEHO Npeay npuem. Ako e HeoOxoaumMo, Bawnar iekap Moxe aa
Bu npunara HatpoleHata tabnetka ot Kumbek npes Hoca (HazoracTpanHa CoHAa) Mau Tpbuba
B cTOoMaxa (CToOMalllHa COH/1a 3a XpaHeHe).

BaniHaT N1ekap MoXe Na NPOMeHsl AHTHKOAryA1aHTHOTO Bu neyenne, kaxTo caeasa:
[Tpemunasare om anmazorucmu na sumaviun K (nanpumep sapgapun) na Kuvbex

CnpeTte 1a npreMaTe aHTaroHucTa Ha BUTaMuH K (Hanpumep sapdapuu). BawuaT nexap we
TpabBa Aa Hanpasy KPbLBHU H3CHEOBAHMA U LIE BY yBe1OMH KOra 113 3anOYHETE J1a npHemare
Kumbexk.

TIpemunagane om opatmu aHmMuKoazy1anmu, KOUMo He ca anmaconucmu na gumasiun K
{oabucampan, pueapoxkcaban wiu anuxcaban), na Kuvbex

CnpeTte na npuemMare JoceraltHuTe nekapcTsa (Hanpumep gaburarpan, pueapoxcabaH Mau
anukcaban) v 3anouHeTe na npuemare Kumbek BLB BpeMeTo 3a cieaBaliara A03a no rpaduk.

[Ipemunagane om napenmepainu anmuxoazyranmu (Hanpumep xenapun) va Kuvbex
Cnpere na npreMare aHTHKOArynauta (HanpuMMep xernapuH) U 3ano4Hete Kumbek no speMero
3a cjieipallaTa nnaHupaHa 403a aHTUKOarynaHT.

[Tpemunasare om Kumbex na awmaconvcmu na sumavurn K (nanpusmep eapgapusn)

AKo noHactosem npuemarte 60 mg Kumbexk:

Bawmar nexap we By kaxe na namanute ao3ara Kumbex 10 eana tabaerka ot 30 mg BeAHDX
JHEBHO W 1a 1 MpYeMare 3aelHO C aHTaroHMCT Ha BUTaMuH K (Hanpumep sapdapui).
BawvaT nexap we TpabBa na HAnpaBKX KPLBHU W3CneaBaHUA W ule By kaxe xora na cnpete aa
npuemare Kumbex.

AKO noHacrtosutem npuemate 30 mg (Hamanera no3a) Kumbex:

BawuaT nexap we By kaxe aa Hamanute ao3ara Kumbek no eaHa tabnerka ot 15 mg Beannx
OHEBHO Y Ja A MPHUEMATE 3a€AHO C AHTAMOHMCT Ha BUTaMUH K (Hanpumep BapdapuH). BawusT
nekap we Tpadea aa HanpaBy KpbBHU W3CIENBAaHHUA U 1€ Bu xaxe kora aa cnpere aa
npuemate Kumbexk.

fIpemunaearne om Kumbex na opaivu aumuxkoazyiaumu, KOumo HE €A aHMACOHUCMu Ha
gumavun K (Oabucampan, pusaporcaban utu anuxcaba)

Cnpere a1a npuemaTe KumOek v 3anouHeTe aHTHKOArynaHT, KOHTO HE € aHTArOHUCT Ha BUTAMUH
K (nanpumep naburatpaH, puBapokcaban unu anukcabaH), 8bB BPEMETO 3a CaeaBalLara
nnaHupada n1o3a Kumbex.

fIpevmuraeane om Kumbex na napenmepainu anmuxoacyaanmu (nanpusmep xenapun)

Cnpere na npnemare Kumbex 1 3anouHeTe napeHTepanHia aHTHKOarynanT (HanpuMes™ 'M;‘f;:\‘
Xenap1H) BbB BPEMETO 3a CneaBallara niaHupana gola Kumbex. ‘tj 0/4,.‘\
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" H“:‘"" LR 'l.r"'
[TauneHTH, H8 KOHTO KM NPRACTOU KAPAHOBEP3IHO: ___\_;a,f??:;,‘ SETN
VLTI ORI \ kS
b '.'l._%i n ‘® *L'/ j-u



Ako e HeoOXoQMMO HApylueHME B ChpaedHMs Bu purTbM Ja Oble HOPMAnW3MPAHO 4pe3
rnpoueaypa, HapeueHa kapaumopepsuo, npuemaiite Kumbek BbB BpemeTo, koraro Bu kawe
BauiuaT nekap, 3a aa Moxe fa NpeaoTBpaTaBa 00pa3yBaHETO Ha KPBBHU ChCHPELIM B MO3bKA U
OpPYTH KPbBOHOCHK CBAOBE B TANOTO Bu.

AKoO cTe npHeau noseve oT Heo6xoaumaTa 1033 Kumbek

He3sabaBHo xaxere Ha Bauins nexap, ako cre npueny Tebpae MHoro Tabnetkn Kumbex.

Axo cte npueny noeye Kumbek or npenopbuBaHoTo, 3a Bac Moxe na nMa noBUILIEH PHCK OT
KbpBEHE.

AKo cTe nponycHaJiv aa npuemete Kumbex
Tpabea He3abaBHO na npyemete Tabnerkara W clel ToOBa Aa NPOAL/KUTE HA Cre/Ballus N€H C

Tab/ieTkaTa BeAHBX JAHEBHO, KakTo 0Ouyailino. He B3eMaliTe ABOiHA 4034 B €IMH M CbILH AEH,
33 13 KOMIIEHCHpaTe NponycHaTaTa 403a.

Axo cTe cnpead npuema Ha Kumbex
He cnupaiite na npuemare Kumbek Ge3 nvpso na rosopute ¢ Bawus nexap, Thi xato Kumbex
JIeKyBa ¥ NpeanasBa OT CEPHO3HU ChCTOAHMKA.

AKO MMaTe HSKaKBHM [OIMbJHWTENHK BBNPOCH, CBBLP3AHU ¢ ynorpedarta HA TOBa NEKapcTBO,
nonutaliTe Bawng nekap unu apmauesT.

4. BL3iMOXHH HeXeNaHHU peaKuuu

KaKTo BCHUKHM JEKAPCTBA, TOBA NCKAPCTBO MOXKE Na NpCIH3BHKA REXENAHH DEaKLIHH, BBIIPCKH
e HE BCEKH ' 110NYYaBa.

KaxTo apyry nogobHu nekapceTsa (JIekapcTra 3a HaMansiBaHe oOpa3lyBaHETO Ha KPbBHH
cheupeun), Kumbex Moxe 1a NpUUMHM KBPBEHE, KOETO MOXE NMOTEHUMANHO fa Obae
MUBOTO3ACTPALIABAILO. B HAKOM ChnyYan KbpPBEHETO MOXE /1a HE € OYEBUAHO.

AKO UMaTte HRKaKLB cllyyail Ha KbpBEHE, KOETO He cnupa oT camocede cu, uan ako umare
NpHiHaluy Ha NpexkaneHo KbpBeHe (Heobuuaitna cnaboct, ymopa, GneaHocT, 3aMasHoCT,
rnasoSonve unu HeobACHUM OTOK), He3abarHO ce koHcynTupaiite ¢ Bawus nexap.

BawuaT nekap MOxe na pewin aa Bu #abmonasa o-BHUMaTENHO YK A3 [TIPOMEHU NICHEHHETO

Bu.
O61 CNHUCBHK HA BL3IMOMHHUTE HEMETRHH PEAKLINHS

Yecrn (MoraT aa 3acerdat ac | ot 10 aywmn):
fofixa B cTroMaxa;

OTK/IOHEHHUA B Pe3yJTATUTE OT KPLBHHU M3C/eABaHHUA HA YEePHOAPOOHATA QYHKUMA;
KLPBEHE OT KOXAaTa UK NOAKOXKEH KPbBOU3NUB;
aHeMUA {(HUCKO HUBO Ha YEPBEHHUTE KPBBHH KITETKH);
KPbBOWU3JTUB OT HOCE,

KpbBOHU3MHUB OT BJIaranyileTo;

obpHuB;

KPbBOW3/IMB B UepBara,

KbPBEHE OT YCTaTa W/HAH I'bPAoTo;

KpbB B ypHHaTa Bu;

KbPBEHE OT HapaHsBaHe (YHKUMSR);

KPbBOU3NUB B CTOMAXA,

3aMasHOCT;




¢ TraneHe;
¢ rnasobonue;
o cbpbex.

HeuyecTu (MoraT aa 3aceruar 40 | or 100 aywu):

® KPbBOW3NUB B OUUTE;

KbpBEHE OT XUPYpPruuHa paHa ciel onepauus,

KPbB B XpauKaTa clejl U3KalASHE,;

KPbBOU3JIWB B MO3bKa,;

ApYTrH BUAOBE KbPBEHE,

HaManeH Opoii TpoMBOUNTH B KpbBTa BH (koeTo MOXe Aa NOBIHAE HA KPbBOChCHPBAHETO),
anepruyHa peakuus;

ypTHKapHsa,

Penxku (Morar aa sacersar go | ot 1000 gyuim):

® KPLBOH3JIUB B MYCKYJIUTE;

KPbBOW3INUB B CTABUTE;

KPBbBOH3NHB B KOPEMA,;

KPbBOHW3/IMB B CLPLETO;

KPbBOUINHKB B Uepena;

KbPBEHE CNle]l XUPYPruyHa HaMeca;

anepruyeH LIOK;

MOAYBAHE HA YACT OT TAJOTO NOpany anepruiHa peakLuus.

C HeHniBecTHA YecTOoTa (UeCcTOTaTa He MOXe 13 Obae OLEHEeHA OT HATUUHHUTE JAaHHH):

e KbpseHe B 6bOpeunTe. NOHAKOra ¢ HATHMKE HA KPbB B YPHAHTA, KOETO BOIH N0
HenpasunHa QyHKuuUs Ha ObOpeunTe (CBbP3aHA ¢ AaHTUKOArNaHTH HedponaTus).

CrofimaBaHe HA HEXENAHNY PEAKIIHH

AKO NOJIy4nTe HAKAKBKH HEXEIAHU NEKAPCTBEHU peakUuMH, yBeAoMeTe Balura nexap uim
(hapmaueBT. ToBa BKIIOYBA BCUYKH BbIMOMHH HEOMMUCAHU B Ta3M JIMCTOBKA HEXENAHK
peakiMH. MosxeTe Cbilo A3 CHOOULHMTE HEXENaHH peakKUUH AHPEKTHO Ype3 HauKoHANIHATA
cHcTeMa 3a chobularaHe KbM M3mbnuuTeNnHaTa areHUMs no nexapcreara, yi. ,Jamsau ['pyes”
Ne 8, 1303 Codus, Ten.: +35928903417, yebeaitt: www.bda.bg. Kato crobuasare HexenaHH
peakLiny, MOYXETe Na AaJeTe CBOS NPHUHOC 32 NoyyaBaHe Ha noseye nHMOPMAaLHA OTHOCHO
Oe30nacHOCTTA HA TORA JIEKAPCTBO.

5. Kak na coxpansapate Kumbex

Jla ce chxpaHsBa Ha MACTO, HEAOCTHIHO 3a neua.

He nanon3saiite ToBa nekapcTBO clie] CpoKa Ha roasocT, orhenssaH BbpXy KapTOHEHATa
KyTHs cnea ,["oaes 0o:” v bpxy Bcexu Onucrep cnea ., EXP”. CpokbT Ha roaHoCT OTrosaps
Ha NOCNeHUA JeH OT MOCOYEHHA MeCel,

ToBa NexkapcTBO HE H3UCKBA CMELMANIHY YCIIOBUSA HA CbXPaHEHHE.

He n3xBbpnsiiTe nekapcreaTa B KAHANW3aUMWATA UIM B KOHTEHHEPA 32 1OMALLIHKN OTNIAAbUM.

[MonuraikiTe Batuus q)ﬂpMHU.EBT KaK Aa UIXBBPAATE NeKapcTeaTd, KOUTO BEYC HE HU3NON3IBATE,
Tesn MCPKH LUE CITOMOTHAT 34 OMa3BaHe Ha OKONMHATAa Cpea.

6. ChabpanHe HA ONAKOBKATA B JOMbJAHHTE/HA HHPOPMALIHS




KakBo cbabpxa Kumbek
AKTHBHOTO BELIECTBO € e0KcadaH (Kamo mo3suwiam MoOHoXuopan).

Besika dunmupana Tabnerka Kumbek or 15 mg cbabpxka 15 mg eaokcadan (kamo moswiam
MOHOXuUopam).

Beska punmupana tabnerka Kumbex or 30 mg cbabpxa 30 mg enokcadan (kamo moswiam
MOHOXUOpam).

Besika unmupana tabsietka Kumbek or 60 mg cbabpxka 60 mg enokcadban (kamo mosuiam
MOHOXUOpam),

Jlpyrure cbCTaBKH ca:

CobpueBuHa Ha Tabnerkara: manuton (E421), xuapokcunponuiuenyiosa (E463),
kpocrnoBuaoH (E1202), HuwecTe, npexenaTHHU3MPAHO (LLapeBHYHO), CHIIMLIHEB THOKCHL,
konouaeH 6essoaex (ES51). maruesunes creapar (E470b).

[TokpuTHe Ha Tabnerkara: kKapmesno3a HaTpuii (E466), ManTOAEKCTPHH, ITHOKO3a MOHOXHpAT,
neunTH (coes) (E322), kanuues kapdbounar (E170)

Kumbek 15 mg ¢puimupann TabiaeTky ChabpiKa ChLO: xKene3eH okeul, kbaT (E172) n
Kese3eH okcua, yepseH (E172)

KumGek 30 mg ¢puamupann TabneTkn Chabpika ChLL0: AKeaezeH okeni, yepseH (E172)
Kumbek 60 mg duamupann TabaeTku Chabpika ChLLO: Kene3eH OKCHI, KbIT (E172)

Kak u3ranexna KumOexk H KakBO ChAbpPiKa OMAKOBKATA

Kumbek 15 mg ¢puimupann TabaeTku ca OpaHKeBH, KpbIriin GUIMUpaHH TabIeTKH, C
B/UTLOHATO pesneHO O3HaueHHUeE ., 15" OT e/1HaTa cTpaHa M riaaaky OT apyrara cTpaHa, ¢
anameTsbp 6,6 mm = 5%.

Kumbek 30 mg ¢puamupanu TabaeTku:

Po3osu, kpbrau Guamupanu Tabnerku, ¢ BanboHaro peaedHo oznaueHue .30 oT eagHaTa

CTpaHa W rJajKu OT ApyraTa cTpaHa, ¢ anamersp 8.4 mm + 5%.

Kumbek 60 mg dpuamupanm TabaeTku:
Kountu, kpbrau dunmupann tabnerku, ¢ BanbOHaTo penedHo ozHauenue .60 ot eaHara
CTpaHa M rMaJky OT apyrara ctpaHa, ¢ amamersp 10,4 mm = 5%.

baucrepHH onakoBKH

Besika onakoska Kum6Gek 15 mg, 30 mg u 60 mg cvabpxa 10, 14, 28, 30, 56, 60, 84, 90, 98
unn 100 TabneTku B npo3paunu, 6e3useTHH GJIHCTEPH OT allyMHHHEBO (hoHO.

Besika onakoska Kum6Gek 15 mg, 30 mg u 60 mg cbabpka 10 x 1, S0 x 1, uan 100 x 1 Tabnerku
B nepdopupan eHOA030BH Npo3payHH, 6e3uBeTHH OUCTEPH OT allyMHHHEBO (POJTHO.

ByTHAKH
Kumbek 15 mg, 30 mg n 60 mg ce npeanarar cbllo B 0s1a OyTHIKA OT MOJIMETHIIEH C BUCOKA
mabTHOCT (HDPE), ¢ 6sana kanauka ot noaunponuied (PP), 3awmrena cpelyy oTBapsiHe OT
neua, ceabpixkaina 90 Tabnerkm.

He BcHuKM BH/I0BE ONAKOBKM Morar fa Ob/1aT nycHaTH B rnpoaaxoa.




[IpuTexaTesn Ha palpemteHHeTo 3a ynorpeba
Egis Pharmaceuticals PLC

| 106 Budapest. Kereszturi ut 30-38,

YHrapus

[1pox3isoanTes(H)
PharOS MT Ltd.
HF62X, Hal Far Industnal Estate,

Birzebbugia BBG3000,
Manta

H

PharOS Pharmaceutical Oriented Services Ltd.
Lesvou Street End,

Thesi Loggos Industrial Zone,

Metamorfossi, 14452,

Ibpums

To3u nekapcTBeH NPOXYKT € pa3petien 3a ynorpeba B CTpaHHTE HJIEHKH HA
EBponeiickoT0 HKOHOMHYECKO NPOCTPAHCTBO CHC C/IEIHUTE HMEHA!
YHrapus Kymbek 15 mg, 30 mg, 60 mg filmtableita

boiarapus Kumbek 15 mg, 30 mg, 60 mg punmupasn tabneTku
Kymbek 15 mg, 30 mg, 60 mg film-coated tablets

Uewka peny6auka Kymbek

JlaTeus Kymbek

[Tonwa Kymbek

PyMBbHUA Kymbek 15 mg, 30 mg, 60 mg comprimate filmate
CnoBakus Kymbek 15 mg, 30 mg, 60 mg

JaTa HA NOoC/IeIHO Npepa3riexIaHe HA NUCTOBKATA
Oxromepy, 2024 r.




