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Meakapt yo 50 mg/850 mg puamupanu rabaerky £ 2,2?_? }' 02 -07- 2025
Melkart® Duo 50 mg/850 mg film-coated tablets

Meakapt Ayo S0 mg/1000 mg puamupanu TabieTku
Melkart® Duo 50 mg/1000 mg film-coated tablets

BUJIAATJTHIITHH/MET(HOPMHHOB XHIPOXJIOPH/L
(vildagliptin/metformin hydrochloride)

[IpoyeTeTre BHHMATE/IHO USJIATA JIHCTOBKA, NPE/IH /12 3aN04HeTe 1a NPHEMATe TOBA

JIEKApPCTBO, ThH KATO TH ChAbpP:Ka BaxkHa 3a Bac undpopmanus.

- 3anaszere Ta3u JIMCTOBKA. MOJKe /1a ce HaJIOJKH J1a S TpoYeTeTe OTHOBO.

- AKO HMaTe HAKAaKBH JIOITBJIHUTE/IHH BBITPOCH, nonutaiTe Baluus nekap, dpapmaueBT
WM MEJMLIMHCKA CecTpa.

- Tosa nekapcTBo € npeanycano J1MyHO Ha Bac. He ro npeorcrbiBaiite Ha apyru xopa. To
MOJK€ J1a UM HABPE/IM, HE3aBUCUMO Y€ NMPHU3HALIMTE HA TAXHOTO 3a00/1sBaHe ca CHIIMTE KaTo
Bamwure.

- AKO MOJIyYHTe HIKaKBH HEXEJIaHW peakuuH, yBeaoMmere Bawus nekap, apmanesT uiu
MEJIMLIMHCKA cecTpa. ToBa BKIKOYBA H BCHYKH Bb3MOXKHH HEXKEJITaHW peaKLMH, HEONMMCaHH
B Ta3H JIMCTOBKA. Buwxkre TOukKa 4.

KakBo ¢bAbpKa TA3H JIHCTOBKA

Kakso npezacrasisea Menkapt Jlyo M 3a KakBO ce U3I110J13Ba
KakBo Tps0Ba na 3Haete, npeau aa npuemere Menkapt Jlyo
Kak na npuemare Menkaprt Jlyo

BBb3MOXKHH HEXe/TaHU peaKLIuH

Kak na cexpanssare Menkapt Jlyo

ChbabpkaHue Ha ONAKOBKAaTa U J10ITbJIHWTEIHA HHOpMaLHs

AR LN T e

1. Kakso npeacrasiasBa Meakapr /Iyo H 3a KAKBO ce H3M0.13Ba

AKTHUBHHUTE BeulecTBa B Menkapt Jlyo, BUiaaraunTiH U MeThOpMHH, NPUHAIEKAT KbM Ipyria
JIEKApCTBa, HApPE4YeHH “‘TiepopaiHA aHTHAHAOETHH cpeIcTBa”.

Menkapt Jlyo ce U3non3Ba 3a jJeYeHHe Ha Bb3PacTHHU nMauueHTH ¢ auadber tun 2. To3u Tun auaber
CbLIO TaKa € U3BECTEH KaTO HHCYJIMHOHE3aBUCHM 3axapeH auaber. Menkapr Jlyo ce usnoJissa.
KOrato 14adeThbT He MOJXKe J1a ObJie KOHTPOJIMPAH CaMO Ype3 IMeTa H YIIPAKHEHHs W/HIIK C IPYTH
JICKapCTBa, U3MOJI3BAHM 3a JIeYeHHe Ha AradeT (MHCYJIMH MM cyadoHUITypes ).

Jlnabet Tin 2 ce pa3suBa, akO OPraHM3MbT He NMPOM3BEKIA JOCTATHYHO MHCYJIMH HIIH aKO
HHCYJIMHBT, KOHTO OPraHU3MbT NMPOU3BEK/IA, HE JIeHCTBa Taka 100pe, kKakTo Ou TpsadBaio. Moxe
ChILIO TaKa Jia Ce pa3BHe, aKO OPraHU3MbT MPOU3BEkK/1A MPEKAJIEHO MHOTO IIKOKAroH.

KakTo HHCY/IMHBT, TaKa M IJIIOKaroHbT Ce MPOU3BEXK/1aT B naHKpeaca. UHCYIMHBT CHIOMara 3a....

NOHMKaBaHE Ha HUBOTO Ha 3aXapTa B KPbBTa, 0OCOOEHO CJie/1 HaXpaHBaHe. I“moxaronhpo’rmldtf I \\
MpoLeca Ha IMPOM3BEkK/IaHE Ha 3axap OT YepHHs Apo0., KOETO BOJIH J10 noanmaaane }macmg Ha ' " \
KpbBHaTa 3axap. -s‘*‘”f,' 2 \ 2\
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Kak aeiicrBa Meakapr /Iyo
JlBeTe akTHBHHM BelECTBA, BUIATIMITTHH U MeTGOPMHH, CrioMarar 3a KOHTpoJia H&.HFI_BOTO Ha
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KpbBHATA 3axap. BelecTBOTO BUNAArTHITTHH NCKCTRBA TaKa, Y€ MaHKPeachT Aa MPOM3BEXAA NoBeye
UHCYJIMH H ITO-MAIKO IIIOKAroH. BeluecTroro MeTdopMHH ASHCTBA, KATO NOANIOMAra OpraHu3Ma aa
M3M0/13Ba MHCYJIMHA [0 10-O00Bp HAUKMH. Y CTAHOBEHO €, Y€ TOBA JIEKAPCTBO [TOHIKAaBa HUBOTO Ha
KpBBHATAa 3aXap, KOeTO MOXKe Jla IIOMOTHE 3a IMPEAOTBPATABAHE HA YC/IOXKHEHHATA Ha Auadera.

2. Kakso Tpu6Ba na 38aeTe, npeasn na npremMere Meaxapt Ayo

He npuemaiite Meaxapt Ayo

- aKO CTE aleprudHM KbM BWIAATJIMITTUH, METQOPMHH WIH KbM HAKOA OT OCTAHA/IUTE ChCTABKH
Ha TOBA JIeKapcTBO (H30pOeHHU B To4Ka 0). AKO MHUCIUTE, Y€ CTE ANCPrudHH KbM HAKOS OT
TAX, rosopere ¢ Bamms nekap npenu aa npuemere Menkaprt Jyo;

- AKO MMaTE HEKOHTPONMHpaH quaber, HapHMEp C TEXKA XUIIEPITHKeMHs (BHCOKA KPhBHa
3axap), raicHe, NOBpbLUaHe, AHapus, Obp3a 3aryba Ha Terjo, JaKTaTHa aLMAO3a (BHKTE
»PHCK OT JIAKTATHA aLmao3a™ no-qoiy) Wi keroaumaosa. Ketoantunosara € CbCTOSHHE,
[IPH KOETO BeLIeCTBaTa, Hape4eHH ,,KETOHHH Te1a“, C€ HaTPYIBAT B KPBBTA H TOBA MOXKE
Aa aoseae oo aMaberHa mpekoMa. CHMIITOMHTE BKIIOYBAT OONKH B CTOMAxa, YYECTEHO H
AbA60KO AULlIaHe, CHHIMBOCT WIH HeOOMMASH ILUIOAOB apOMAT HA IbXa Bh;

- aKO HACKOPO CTE MPEXKUBENU CHPACYEH yIap WIH aKO HMaTe ChpAevYHa HEAOCTATBYHOCT
WIH CEPHO3HH NpobiieMH ¢ KpbBOOOPBIIEHHETO WIH 38TPYAHEHHA B AHWAHETO, KOETO
Moxe Aa 6bAe MpU3HAK Ha ChPAEYHH NMpobneMy;

- aKO MMaTe CWIHO HamManeHa 6b6peuHa GyHkipis;

- aKO MMAaTe TexXKa HH(EKLMS WK CepHO3HO 06e3BoaHABaAKE (3aryOiuM cTe MHOIO BOIA
OT OpraHu3Ma CH);

- ako By npeacToH KOHTPaCTHO PEHTTEHOBO H3cheaBaHe (crnelpuyeH BHA PEHTIEHOBO
H3C/IeNBaHe, KOSTO BKIIOYBA HIDKEKTHpaHe Ha 6arpuno). Mons BIKTe ChLIO
HHGOpMaLIHATA OTHOCHO TOBA B pazzaen “IlpenynpesxaeHHs U NpeanasHy Mepku™;

- ako uMaTte npobniemu ¢ YepHHS Apob;

- aKO MHMeTe MPeKalIeHO MBOTO A1KOXO0J (HE3aBHCHMO AA/IH BCEKH ICH WIH CaMO OT BpeMe
Ha BpeMeE);

- aKo KbpMHTe (BIDKTE ChINO “BpeMeHHOCT M KbpMeHe”).

IlpenynpexieHHs H NpeAUA3HA MEPKH

PHCK OT TAKTATHA ALIK1038
Menkapt Jyo MOXke a NpHYHHH MHOTO pAAKa, HO MHOTO CePHO3HA HEXeNnaHa peakLud, HapevueHa

JIAKTaTHA AlMA03a, 0cobeHO ako 6pbpeuyre By He QyHKUHOHKpPAT NPaBIIHO. PHCKBT OT pa3BUTHE
Ha JIaKTaTHa alMao03a C¢ YBEJIHYaBa H PH HEKOHTPOJIKpaH AuabeT, TexxH HHbpeKLMH,
NPOIBDKHATENHO [MaJ{yBaHe HIH IPHEM Ha ANKOXOJ, ACXHApAaTaLMA ( BIDKTe ollle KHGOpMAaLHsA 1o-
J0JTy ), 4epHOAPOOHH MPOONEMH H BCAKAKBH CHCTOSHHS, NPH KOHTO YacT OT TUIOTO HMa HAMAJICHO
cHabnARaHe ¢ KHCIOpoA (KaTo OCTPO MPOTHYALIA Texka 50ecT HA CBPLIETO).

AKO HAKOe 0T H3DpoeHUTE mo-rope ce oTHac 3a Bac, roopere ¢ Balums nekap 3a AOMBJIHHTEIHH
YKa3aHHA.

Cupete nprema Ha MeaxapT [lyo 3a kpaThk nepHoa oT BpeMe, aK0 EMaTe 3a6ongpane,
K0eTo MoKe Aa 6bae cBbp3ano ¢ AeXHApPATARAS (3HAYMTE/HA 3ary6a Ha TENeCHH TEYHOCTH)
KATO TE€XKKO MOBpPDIIAHE, IMapHA, TPECKa, HTATaHE HA TOTUTHHA MM aKO ITHETE fIO~MAJIKO
TEYHOCTH OT HOpManHoTo. ['oBopere ¢ Bawuna nexap 3a DOITLIIHUTENHH YKA3aHMA.

Cunpete npuema ga Meaxapt /lyo n we3abaBHo ce cBBLpkKeTE ¢ JieKAp HIH ¢ HA
foaupIa, aK0O MMATEe HAKOH OT CHMIOTOMHTE HA JJAKTATHA A1KA034, Thil KATO
MOJK€E Ja JOBEae 40 KOMa.

CHMITTOMHTE Ha JAaKTATHA AllMA03a BKIIOYBAT:



- NOBPBIIAHE;

- 601KH B cTOMaxa (kopeMHu 60NKH);

- MYCKYJTHH CIa3MH;

- o610 ycellaHe 3a Hepas3noiioXKeHHe, MPUAPYXKEHO C TeXKa yMopa,
- 3aTPYAHEHO JHLIaHE;

- NOHWKEHA TEMECHA TEMIIEPaTYpa H MyJC.

JlakTaTHaTa alMa03a € ChbCTOAHME, H3HCKBALIO CTICLTHA MEIHLIHHCKA fToMolll, U TpsabBa na ce
nexkyBa 8 HonHMLA.

I'oeopeme ¢ Bawus nexap ne3abasno 3a OONbAHUMENHY YKA3AKUR.

. aKO € YCTAHOBEHO, Y€ CTpaJiaTe OT HACNEACTBEHO reHeTHYHO 3a00/5BaHe, OBIHABALLIO
MMTOXOHAPHUTE (KOMIIOHEHTHTE, KOHTO MPOM3BEKIAT CHEPrUs B KJIETKHTE), KATO CHHAPOM Ha
MUTOXOHIpPHAIIHA eHUedanonaTus ¢ JaKTaTHa alMao3a H HHey rronogoOHK enusomu (MEJIAC
CHHAPOM) WIH HacleacTBeH auabeT M riryxora no MaiturHa nHHHA (Maternal inherited diabetes and
deafness, MIDD).

’ aKO HMaTe HAKOH OT TE€3H CUMITTOMH CJIeR 3aN04MBaHE Ha JieueHHe C MET(OPMHH: NPHIATBK,
HamaneHy MO3HABATE/NHH CIIOCOOHOCTH, 3aTPyAHEHH ABHXEHHS Ha TAIOTO, CHMITTOMM,
MOKA3ATE/IHU 33 YBPEXKAaHE Ha HEPBHTE (Hanp. 60/Ka WIH U3TPEIIBaHE), MUTPEHA U [IIYXOTa.

Menkapr Jlyo He 3aMecTBa HHCYNHHA. [lopaau Tasu npuunHa Menkapr Jlyo He Tpsabpa aa ce
npuiara 3a JeuyeHHe Ha 3axapeH auaber tun 1.

I'oBopere ¢ Baina nekap, papmaleBT HiKB MEOHLHHCKA CECTpa, NPERM a npueMeTe Menkapt
Jlyo, akO MMaTe WIH ¢Te HManH 3a00NsSBaHe Ha NaHKpeaca.

['oBopete ¢ Bama nekap, papMaLeBT WK MEIMLUMHCKA CECTPa, Npeau Aa npueMere Menkapt Iyo,
ako IMpHEMaTe MpOTHBOAHAOETHO IEeKAPCTBO, U3BECTHO KaTO CyadaHWTypeliHO nekapcTBo. Bawuusr
JieKap MOKe Ja MMOHCKa Ja HAMAH 103aTa Ha CYJI(PaHITYPEHHOTO IEKAPCTBO, KOTaTO § MpHEMATe
eaHoBpeMeHHO ¢ Menkapr Jlyo, 32 na u3berse prMcka OT HHCKa KPbBHA 38Xap (XHITOTNIHKEMHSA ).

AKO CTe npHeMalT¥ BWIIAINHITTAH, HO Ce € HAJTOXKWIIO Aa IIPeKPaTHTE NMpHeMa My NopaiH
yepHOApoOHO 3abonsapaHe, He TpsOBa na MPHEMATE TOBA JIEKAPCTEO.

JlnabeTHHUTE KOMHH JIE3HH Ca YeCTO yclnokHeHHe Ha quabera. [Ipenopbusa ce 1a cna3pare
MPENOPbKHUTE 33 I'PIDKH 33 KOXKATA H KPakKaTa, KOMTO CTe NOIyYWIH oT Bamna nekap nnu
MEIMIMHCKA cecTpa. ChLIO Taka ce npenoprysa aa oprinare ocobeHO BHHMaHUE Ha IT0SBATA Ha
HOBM MEXYPH HWIH paHH, JoKaTo npuemarte Menkapr dyo. B cinyuait, 4e ce nogsaT takusa, Tpadbea
He3abaBHO Ja ce KOHCynTHpare ¢ Bawmus nexap.

Axo BH ce Hanara na npeThpnuTe cCepUo3Ha ONepaLMs, TpA0Ba 38 TL/DKHTENIHO Aa CTIpeTe NIPHEMA Ha
Menxapt Hyo no BpeMe Ha H M3BECTHO BpeMe clel mpoueaypara. Baumsar nekap ine pely Kora
TpaAOBa na crpere ¥ Kora Aa BE30OHOBHTE JieueHneTo ¢ Menkapr Jlyo.

Ille Bu 6b1e HanpaseHO W3cneaBaHe 3a onpenenaHe QYHKIMATA HA YePHUA Apo6, mpeau 3an04BaHe
Ha nevyenue ¢ Menkapt [lyo, Ha TpHMECEYHH HHTEPBAIM Npe3 TLPBATA FOAHHA H NIEPHOMUHO ClIe
ToBa. ToBa e Heo6X0aMMO, 32 1a MOXeE MPH3HALIMTE Ha MOBHINCHH Y¢PHOAPOOHH eH3UMH Ja.6B8aT..
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BamusT nekap peooBHO 1€ H3C/EABa KpBBTA H YpHHaTa Bn, 3a Aa onpenaens CTOHHOCTHTE Ha
3axapTa.

Jena # IGHOLIH

He ce npenopsusa ynotpebara Ha Mesnkapt J{yo npH Aelia ¥ IOHOIIH Ha BB3pacT noj 18 roauHu.

Apyru gexapcerBa 1 Meakapr Ayo

AKko Tpa6Ba 1a By O6ble nocTaBeHa HIDKEKLMS ¢ KOHTPACTHO CPEACTBO, ChABPIKALIO HO, B
KpbBOOOpallieHHeTo, HalpUMep MPU U3C/IeABAHE HAa PEHTIEH WU CKeHep, TpabBa Ja cnpere npueMa
Ha Menkapt [lyo mpeau uiu o BpeMe Ha MHKEKLUATa. Balusar nekap 1ie peluu kora Tpsabsa aa
CITpeTE M Kora 1a Bp300HOBHTE JIeueHueTo ¢ Menkapt Hlyo.

HUuipopmupaiite Batya aekap, ako npueMaTe, HACKOPO CTE MPHEMANIA WIH € B3MOXKHO 1a
npUeMare Apyrd iekapcTea. Moxe Aa ce HaAIOXKH NTO-4eCTO Ja CC U3CIeABa INII0K03aTa B KpbBTa H
pyHKIHMOHMpaHeTO HA OBOpenuTe WM BammaT nexap Moxxe 1a KopHrupa go3arta Ha Menkapr yo.
H3KTIIOYMTETHO BaXXHO € a CIIOMEHeTe CJIEIHOTO:

- TIIOKOKOPTHKOHAH, KOHTO OCHOBHO CE€ W3OJI3BAT 38 JICYCHUE Ha BB3TAJICHUE,

- OeTa-2 aroHHCTH, KOUTO OCHOBHO C€ M3II0/I3BAT 34 JISUeHHE Ha JHXAaTE/THH 3a00/19BaHNA;

- APYTH JIEKAPCTBa, H3NOJ3BAHH 3a JieueHUue Ha auaber;

- JIEKapCTBa, KOHTO YBEJIWYABAT OTAC/IAHETO HA YpHHA (ANYPETHLIH);

- JIeKapCTBa, U3NO3BAHU 34 JieueHHe Ha Oonka u Bp3naneHHe (HCIIBC n COX-2
MHXHUOHTOpH, KaTo HOYTIpodeH U Lenekokcud);

- HAKOH JIEKAPCTBA 32 JIeHeHUe Ha BUCOKO KphBHO Hangrade (ACE HHXUOHTOPH B aHrHOTEH3HH
[I peLenTOpHH AHTATOHUCTH);

- HAKOH JICKapCTRBa, AEHCTRAIIM Ha TUPEOUIHATA XJ1E34;

- HSAKOH JIEKapCTBa, ACHCTBALH Ha HEPBHATA CHCTEMA;

- HAKOH JIEKapCTBa, M3ITOI3BaHM 33 JIeMEeHHe Ha CTeHOKapaus (HaIp. paHONa3HH);

- HAKOH JIEKapCTBa, M3ION3BaHH 3a eueHHe Ha XM B-undexima (Hanp. poryrerpasup);

- HAKOH JICKAPCTBA, H3ITOJI3BAaHH 3a JIeYeHHE Ha KOHKPETEH BUA paK Ha IMUTOBHIHATA JKJI€3a
(MeaynapeH KapUMHOM Ha IIMTOBHAHATA Jie3a) (Hamp. BaHAeTaHHb);

- HAKOH JIEKapCTBa, U3MI0JI3BaHH 3a ICYEHHE HA KMCETMHHU B CTOMAaxXa H NENTHYHH A3BH (HaIp.
LMMETUIUH),

Meakapt Ayo ¢ aJIK0x0,1

Hs6sarsaitre npexomepHara ynorpedba Ha ankoxon gokaro npuemare Menkapt lyo, Thit kaTo ToBa
MOJXKE J1a YBEJIMYM PHCKA OT JIaKTaTHA aliiao3a (MoJia BHXKTE pasaen ,,lIpenynpexnenus u
npeQlIa3Hy MEPKH™).

bpeMeHHOCT H KbpMeHe

- AKO ¢Te OpeMEHHA, CMATAaTE 4e MOXKeE J1a cTe OpeMeHHa WM IUTaHHpaTe GpeMeHHOCT,
NoCcHBeTBalTE ce ¢ Bamms siekap rpeau ynorpedara Ha ToBa JieKapeTBo. Bamuar nexap
mwe obcuau ¢ Bac Bb3aMOXHUA pHCK OT MpHeMa Ha Menkapt Jlyo o BpeMe Ha
OpeMEeHHOCT.

- He nmpuemaiire Menkapt [yo, ako cTe 6peMeHHa Ml KbPMHTE (BIDKTE CBHILO TO
npueMmaiite Menkapr [yo™).

IlocwBetBaitre ce ¢ Bamusa nekap win gapmMaiieBT npead yrnoTpebara Ha KOETO H I

IHlo¢upane 4 pabora ¢ MAIIHHH



AKO 4yBCTBaTe 3aMasHOCT [10 BpeMe Ha rpHeMa Ha Meskapt Jlyo, He wmogupaiire u He paborere ¢
HHCTPYMEHTH H MaLIHHM.

Menxkapt Ayo cuAbpks JAKTO3a
Ako Baiuuar nekap Bu e kazan, ye vMaTe HEMOHOCHMOCT KbM HAKOM 3aXApPH, CBBPXKETE CE C HEro,

NMpE€ay aa NpHeMETe TOBA JICKAPCTRO.

Meaxapt llyo cboabpxa BaTprid
ToBa J1ekapCTBO ChABPXA NO-Manko o1 1 mmol HaTpHit (23 mg) B eaHa Tabnerka, T.€. MPAKTHYECKH

HE CHABbPIKE HATPHHA.
3. Kak aa npaemarte Meaxaprt dyo

KonuuecTtroTo Menkapt Jlyo, koeTo xopaTta TpabBa na npyueMar, € pa3jiIn4HO M 3aBHCH OT TAXHOTO
CbCTOAHKE. Bamnar nekap mwe By kaxke TOMHO KakBa A03a Menkapt [lyo aa nmpuemere.

BuHary npuemaiite ToBa JIEKAPCTBO TOYHO KaKTO Bu e kazan BauusaT nexap. AKO He CTe CHTYPHH B
Hello, nonuraiTe Bauiug nekap win ¢apmanesr.

[IpenopruMTenHaTa 1038 € eAHa PriMHupaHa Tabnetka or 50 mg/850 mg unu 50 mg/1000 mg,
NpHeTa 1BA ITbTH JHEBHO.

Ako umare HamaneHa 6p0peyHa QyHkuuMA, BamusT nekap Moxke aa Bu npeanuine no-HUCKA f03a.
Coiuo Taka, ako npueMare aHTHAKHAGEeTHO NeKapcTBO, HapedueHo cyndarwTypes, Bamuusar nekap
MOXe aa Bu npeanuiue no-HKUCKa n03a.

Bawusar nexap Moxe Ja BH npeanuiue ToBa JIEKAPCTBO CAMOCTOATENHO WIH € ONpeAeeHH APYTH
NIeKapCTBa, KOWTO NOHWKABAT HUBOTO HA KPHBHATA 3aXap.

Kora # kak aa opaemare Meaxapt dyo

- Ilorbaxere Tabnerxara usna ¢ yama soga. Jlenurensara 4epra He € MpeaHa3HAveHa 3a
pasaensHe Ra Tabnerkara.

- Biemalite eqnara Tabnerka CyTpHH M Apyrarta Bedep, 1O BpeMe Ha HIM BeaHAara ciel
xpaHeHe. [lpueMaHero Ha TabneTkaTa BefiHara c/iej XpaHeHe 1ie HAMAaJTH PHCKa OT Apa3sHEeHe
Ha CTOMaxa.

[Ipoaw/pkasaiite fa ¢na3BaTe BCHYKH CHBETH M0 OTHOLIEHHE HA JHETATa, KOATC € HA3HAYeHa OT
Baurns sexap. OcobeHo, ako cTe Ha AHETa 33 KOHTPOJ Ha TEJIECHOTO Terno npu auaber,
NPOABLIDKETE Ja s criaseare, JoKaTo nmpueMare Menkapr yo.

AKO cTe NpHeJaH noBeue oT Heobxoaumara g03a Meaxapr dyo

AXO CcTe npHenH npekaneHo MHoro tabnerku Menkapr yo, Wik ako HAKOH Apyr npHeme Bammure
Tabnerky, HezabaBHO ce cBbprKeTe ¢ Bamus nexkap wim papmauesT. Moxe 1a ce Hy)KAaeTe OT
MEIULIMHCKH IpikH. B3eMere onakoBKaTa M Ta3u JIMCTOBKA ¢ Bac, ako € HeoOX0auMO a MoceTHTe
JieKap WiM Ja otvaere B 60JHHLIA.

AKO cT¢ NpOoNYCHAJH Aa npueMere Meakapt Ayo o nz_j‘?‘::r
AKoO cTe NpoITyCHAHU a npuemere TabneTka, mpueMere 1 ChC CNEABALIOTO XPAHEHE, /&m—-\‘%ﬁx
1 Py s r'j*

TOoraBsa He TpAOBa Ja MpHEMeETe CleABALIIATA.
He B3emaiime asoitHa no3a (1Be TabneTkyu HaBeaHDbXK), 33 A4 KOMIICHCHpATe MPOMY
Tabnerka.



Axo cTe cnpean npuema Ha Meaxapr yo

[Ipoabipkere na npveMaTe TOBA JIEKAPCTBO TONKOBA AWIT0, KOJKOTO € NpeanycaHo ot Bains
niexkap, 3a J1a NPOAWDKMTE Ja KOHTpONMpaTe HUBOTO Ha Balnara kpbBHa 3axap. He criupaiire
npHeMa Ha Menxkapr [lyo, ocBeH axo Bamuar nexap He Bu kake. AKO HMaTe BBIIPOCH OTHOCHO
TOBAa, KOJIKO OBITC ZIa NMPHEMATE TOBA JIEKAPCTBO, roBopeTe ¢ Balnusa nekap.

AXO UMaTe HAKAKBH AOITBJIHHTEIHH BLIIPOCH, CBBP3aHH ¢ YIIoTpebara Ha TOBa JIEKAPCTBO,
nonuraite Bawuiug nekap, papMaueBT WIM MEOHLIMHCKA CECTpA.

4. Bn3mMOXHE HEXKEJIAHH PEAKOBH

KakTo BCHYKH J1IekapCTBa, TOBA JICKAPCTBO MOXE Ja NIPEAU3BHKA HEOXENTAHH PEaKLIMH, BHIIPEKH 4e He
BCEKH I'M NOJTy4aBa.

Tpabea na copere npuema Ha Meaxapr lyo B aa ce cabpxere ¢ Bamna nexap ne3abasHo, B

Ciy4yaH ye MOJTy4YHTE CIIEIHHTE HEXKENAHH PEaKIIMH:

. JIakraTHa auHn03a (MHOro psaaxa: Moxke na 3acerse 1o 1 Ha 10 000 xywm):

Meakapt [lyo Moxe aa aoBese A0 MHOIO paaka (Moxe aa 3acerne a0 1 morpeburen Ha 10
000), Ho MHOrO cepHO3HA HeXKelaHa PeaKis, HapeyucHa JIAKTATHA aLM1034 (BIDKTE TOUYKA
»lIpeaynpeXKaeHHs ¥ NpeanasHHd Mepku®). AKO TOBa C€ CIyuH, TpAOBA 3aTb/DKHTETHO
na cnpere npaema Ha Meakapt Jlyo 1 He3a0aBHO 4 ce CBbPKETE ¢ JEKAP HJIH ¢
Hal-0.1m3kaTa 6oHHNA, THi KATO JAKTATHATA ALMI03A MOXKE Ja JOBEIEe JO KOMa.

- AHrvoeaeMm (psiaka: Moxe aa 3acerde Ao 1 Ha 1 000 aymu): CUMNTOMHKTE BKMIOMBAT
NOAYBAHE Ha JIMLIETO, €3MKa HWIH M'bP/OTO, 3aTPYAHEHO NpErirbllate, 3aTPYAHEHO AMIIAaHE,
BHE3AMHA NOABA Ha OOPHB MITH KOIIPMBHA TPECKA, KOMTO MOXE a CHTHAITM3HPAT 34
peakLMa, H3BECTHA KATO “‘aHruoeneMm .

YepHoapobHo 3abonsaBaHe (xenaTur) (HeuecTa: Moxe Aa 3acerHe Ao 1 Ha 100 aywn):
CHMITTOMHTE BKTIOYBAT MOXBITABAHE HA KOXKATa H O4YMTE, rajicHe, 3aryba Ha aneTHT WiH
TbMHO OLIBETABAHE HA YPHHATA, KOUTO MOXE 1a CHIHAIM3IUPAT 3a YepHOAPoOHO 3abonaBane
(xenatur).

. Biananenue Ha naHkpeaca (nasxpearuT) (HeuecTa: MoXe Aa 3acerHe 10 | Ha 100 ayum):
CHMIITOMHTE BKTIOYBAT CHJIHA U NepcucTHpaina 6o5ka B KopeMa (B 06n1acTTa Ha
CTOMAaxa), KOATO MOXe Jla HpagHupa KbM repda, raJeHe H NoBphLIAHE.

Apyrn HeXxel1aHH peaKnuE

HakoH MalMeHTH NOMy4aBaT CIeAHUTE HEXEJIaHH PEeaklMu, aokaTo npuemar Menxapr Jyo:

. Yect (MoraT ga 3acerHat a0 | na 10 qymu): Bp3naneHo repno, Xxpema, NOBHILEHA
TeMneparypa, chplai o6puB, MpeKoOMepHO roTeHe, 60JIKK B CTABHTE, 3aMagHOCT,
rnaBobonue, TpenepeHe, KOETO He MOXeE J1a ce KOHTPOJIMpa, 3anekK, rajeHe, NoBpbilaxe,
AHapui, razoee, KHCEMUHH, 60/1Ka BB H OKONIO CTOMaxa {KopeMHa 60Jika).

. HeuecT (Morat aa 3acerdar no 1 va 100 gymm): , ymopa, cnabocT, MeTanieH BKyC, HHCKa
KpbBHa 3axap, 3aryba Ha anerdr, MoAyBaHe Ha pPbLETE, IIE3eHHTE H XOAWaTa (OTOK),
BTPHCaHE, BL3MNaJ/ICHHE Ha NaHKpeaca, HOJKH B MyCKYJIHTE.

. MHoro peaxu (MoraT fa sacerdar a0 1 Ha 10 000 oyuM): mpusHaLy 3a BUCOKO HMBO Ha
MJIeYHaTa KHCEIMHA B KpbBTa (M3BECTHO KaTO JIAKTaTHA alldA03a) KaTo ChHIMBOCT HIH
3aMasSHOCT, TEXKO H3PAa3CHO rajeHe MM MoBphUIaHe, KopeMHa 60/1ka, HepaBHOMEPEH IYJIC
WK IBJ60KO, YUECTEHO HLIaHE; 3aUepBiBaHe HA KOXKaTa, ChpOexk; MOHMMNKEHO HHBO Ha

OTKaKTO NMPOAYKTHT € Ha rna3apa, ce ChoOLIABaT ChILO TAKA CICAHKTE HEXENAHH pe
- C HeuspecTHa YecTOTA (OT HAIMYHHTE ISHHH HE MOXKe Aa Gbaie HarpaBeHa oLe
NoKanH3upaHo HeneHe Ha KoxkaTa WK 00pa3yBaHe Ha MeXypH, Bb3NaJeHHE Ha



Cb/l (BACKYJIUT), KOETO MOXE & OBEAe OO NoABa Ha KOXKeH OOpHB WiIH TOUKOBHHH, IUVIOCKH,
YEpBEHM, KPbIJIM METHA [0 [TOBLPXHOCTTa Ha KOXAaTa WiH 0bpalyBaHe Ha CHHMHM.

Cro0maBane HA HeXeJIAHH PeAKIHE
AKO NOJTYUUTE HAKAKBY HEXKCTAHM IEKAPCTBCHH peakilMH, yBeaoMmeTe Baluug nexap, papmanieBr
HAH MEMIIMHCKA cecTpa. 10B& BKIIOYBA BCHUKH BB3MOXKHH HEOMHCAHH B Ta3H JIMCTOBKA HEXKEIAHH

peakuMi. MoxeTe CBUIO Za ChOOLIKTE HEKENAHH PeakiMH AUPEKTHO Ype3:

HambnHuTENHA areHIMA 10 JJEKapCTBaTa
yn. ,,JlamsaH ['pyep” Ne 8

1303 Codus

bruarapus

Ten.: +359 2 8903417

yebcaiftT: www.bda.bg

Karto croblasare HeXkenaHH peakLMH, MOXKETE [a JafieTe CBOA MPMHOC 3a MOoJTY4YaBaHe Ha NoBeve
uH(pOpMalLMs OTHOCHO 6e30MacHOCTTa Ha TORA JIEKapCTRO.

5. Kak aa cexpansBate Meakapt Iyo

Jla ce cpxpaHiaBa Ha MACTO, HEAOCTHITHO 34 Jelia.

He u3nonseaifTe TOBa JEKapCTBO Clied CPOKa HA FOHOCT, OTOENA3aH BbPXY OnHcTepa K
kapToHeHaTa onakoBka cien “EXP/ IN'ogen po:”. CpoKbsT Ha rOBHOCT OTTOBApA HAa NOC/IEOHUA JIEH OT
NOCOYEHHA Mecell.

To3u neKkapcTBEH MPOAYKT HE H3UCKBA CIICLIHANHH YCIOBHA 38 ChbXpaHeHHe.

He u3xpbpigifTe nekapcreara B KAHATM3ALMATA WIM B KOHTEHHEpa 38 JOMALIHN OTTIAaTBLH.
fonurakre Bamns dapMalieBT Kak Aa M3XBLPJATE TEKAPCTBATA, KOMTO Bede He H3rosssate. Tesu
MEPKH Lli¢ CITOMOTHAT 3a OMa3BaHe Ha OKOJIHATA cpeaa.

6. CranpxaHHe HA ONAKOBKATA H A0ONBLAHATEAHA HbopManHa

Kakso cbabpxa Meakapr dyo

® AKTHBHHTE BEIICCTBA C&: BUWLAATTMITTHH U MET)OPMHHOB XHAPOXJIOPHA.

o Bcaka ¢punMupana tabnerka Menkapr Jyo 50 mg/850 mg chabpika 50 mg BHIJArTIMITTHH H
850 mg meTPOpMHHOB XHAPOXIOPHA (SKBHBAJICHTHH Ha 662,88 mg MeTgopMuH).

. Bceska punmupana tabnerxa Menkapr [lyo 50 mg/1000 mg cuabpxa 50 mg
sigarmunmud H 1000 mg MethopMHHOB XHAPOXNIOpHA (€eKBHBANEHTHH Ha 779,86
mg MeTHOPMHH).

. JApyTHTe CHCTaBKH Ca: XMAPOKCHITPOIKIILIETYIIO34, JIAKTO3a (BHXKTE TOYKaA 2),
MHKPOKPHCTAIHA LTy 1033, KPOCKapMeno3a HaTpHii, HaTPHEB CTeapWidyMapaT B FOTOBH 3a
ynoTpeba BemecTsa 3a GrunMoBoTO nokputue {Xunpomenosa, THTAHOB AHOKCH],
Makporon, Tank, Xenesen okcuna, xwuiat (E 172)).

Kak narnexaa Meakapr Jyo H KAKBO ChAbPKA ONAKOBKATA

Menkapt lyo 50 mg/850 mg: Kwi1TH, npoabaroBaTo-OBaNHA GHIMHPAHH TaONEeTKH ¢ JeTHTeHA

yepTa OT €lHaTa cTpaHa H “VA” oT Apyrara cTpaHa.

JAwokuHa Ha Tabnerkara: 19,4 £ 0,5 mm o

HenurenHara yepra He € NpeaHa3HAYeHa 3a pa3fesigHe Ha Tabnerkara. ,f”/‘{:-
R/

Meaxapr Hyo 50 mg/1000 mg: TeMHOX®ITH, MPOXLITOBATO-OBATTHA GHIMHPAHH mﬁm@'
JENHTENHA YepTa MeXAY “V> 1 “B” OT eIHaTa CTpaHa M C JEJTHTE/IHA YepTa OT npyré’ra ctpam_ ;
HbvmoxrHa Ha Tabnerkara: 21,1 £ 0,5 mm

HenwrenHara yepra He ¢ NpeAHA3HAYEHA 32 pa3JelisHe Ha Tabnerxara.




ALU/OPA-ALU-PVC 6mucrepu. Bunose onakopku: 10, 28, 30, 56, 60, 120, 180 u 360 ¢punMupanu
TabneTK .
He BcHUKH BHOOBE ONAKOBKH Morar fa ObaaT IfyCHAaTH Ha nasapa.

IIprTexaTes Ha pazpemeHHeTO 38 ynorpeba

G.L. Pharma GmbH
Schiossplatz 1

8502 Lannach
ABCTpHSA

IIpou3BoanTenn

SAG Manufacturing, S.L.U.
Crtra. N-I, Km 36,

San Agustin de Guadalix
28750 Madrid

Hcnanns

Galenicum Health S.L..U.
Sant Gabriel, 50,
Esplugues de Llobregat
08950 Barcelona
Hcnanus

G.L. Pharma GmbH
Schlossplatz |

8502 Lannach
ABCTpUS

To3u JexkapcTBeH NPOAYKT e paspemeH 3a ynorpeba B 1bpxkaBuTe wieHkH Ha EHTI noa
CJIeHHTE HMEHA:

Manta: Melkart Duo 50mg/850mg film-coated tablets
Melkart Duo 50mg/1000mg film-coated tablets
Asctpus: Melkart Duo 50 mg/850 mg-Filmtabletten
Melkart Duo 50 mg/1000 mg-Filmtabletten
buarapusa: Menkapr Jyo 50 mg/850 mg dunmupann Tabnerku
Menkapt dyo 50 mg/1000 mg punmupanu Tabnerku
Yexua: Melkart Duo
Yurapus: Melkart Duo 50 mg/850 mg filmtabletta
Melkart Duo 50 mg/1000 mg filmtabletta
PymMbuua: Melkart Duo 50 mg/850 mg comprimate filmate
Melkart Duo 50 mg/1000 mg comprimate filmate
[Monwa:  Melkart Duo
CnoBakua: Melkart Duo 50 mg/850 mg filmom obalené tablety
Melkart Duo 50 mg/1000 mg filmom obalené tablety

JdAaTa Ha nocjIeAHO OpepAaA3rIeKIAHe HA THCTOBKATA
Maprt 2025




