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MeTtdopmake XR KomOu 50 mg/500 mg Tab1eTkn ¢ H3MeHeHO 0cB0ODOK/1aBaHe

Metformax XR Combi 50 mg/500 mg modified-release tablets - £ 2 3/% - V4 1 41-09- 202

Metdopmake XR Komou 50 mg/1000 mg TabeTkn ¢ H3MeHeHO 0cBO0OK/1aBaHe
Metformax XR Combi 50 mg/1000 mg modified-release tablets

Merdopmake XR Komou 100 mg/1000 mg Tabd1eTKH ¢ H3MeHEHO 0CBO0OK/1aBaHe
Metformax XR Combi 100 mg/1000 mg modified-release tablets

CUTArJIMNTHH/MEeT(OPMHHOB XHAPOXJIOPH/L
(sitagliptin/metformin hydrochloride)

[MpoueTeTe BHUMATEIHO HNJIATA JIHCTOBKA, NPE/AH /1A 3aNI04HeTE 1a IPpHeMaTe TOBA JIeKapCTBO,

ThH KaTo TH ChAbpPAKa BaxkHa 3a Bac nndopmanus.

- 3ana3sere Ta3u JUCTOBKA. MoOXe a ce HaJloXKH J1a A NMpoYeTeTe OTHOBO.

- AKO UMaTe HAKaKBH JOMBJIHUTEIHH BBNPOCH, nonuTaiTe Bawms nekap, papmaueBt uiu
MEJIMLIMHCKA cecTpa.

. Tosa nekapcTBO € npeanucaHo JM4HO Ha Bac. He ro npeorcrbnBaiite Ha apyru xopa. To Moxe
J1a UM HaBpe/H, HE3aBUCHMO Y€ MPU3HALIUTE Ha TAXHOTO 3a00JigBaHe ca ChLIUTE KaTo Baluure.

- AKO TOJIy4YHTe HAKAKBH HEXKEJIaHW peakLMu, yBeaomere Bauus nekap, (papmaueBsT Wiu
MEJIMLIMHCKA cecTpa. ToBa BKJIIOYBA U BCHYKH Bb3MOXKHH HEXKEJIAHH peaKkLiMi, HEOTTMCAHH B
Ta3M JIMCTOBKA. BuxkTe TOUKa 4.

KakBo ¢cbABbpkKAa Ta3H JIHCTOBKA

KakBo npeacrasinssa Mergopmake XR KomMOH M 3a KakBO ce HU3I110/13Ba
Kakso Tpsa0OBa na 3Haere, npeau aa npuemere Mergopmake XR Kombu
Kak na npuemate Merdopmake XR Kombu

Bb3MOXKHU HEXKEJIaHW peaKkLIMH

Kak na cexpanssare Mergopmakc XR KoMOH

CbabprkaHHe Ha OMaKOBKAaTa W JOMbJIHUTE/IHA HH(pOpMaLIUS

DS N e 1o

1. Kakso npeacrasiasasa Mergpopmake XR KomOH 1 3a KakBo ce H3noJi3Ba

Metdopmakec XR Kom6u cbhabpka /Be pa3IMuHH JIEKAPCTBA, HAPEYEHH CHTArIMIITHH U MET(OPMHH.
CHUTAIJIMNITHH NPUHAJIEKH KbM KJlac JiekapcTBa, HapeueHH DPP-4 unxuburopu (aunentuamn
nenruaa3za-4 UHXUOUTOPH)

MeT()OPMHH Ce OTHACS KbM KJlac JIeKapcTBa, HApe4eHH OMrBaHU/IH.

Te neiicTBar 3aenHO, 3a 1a KOHTPOJMPAT HUBOTO HA KPbBHATA 3axap MpH Bb3PaCTHU MALIMEHTH C
¢opma Ha nuabeTt, HapeyeH ..3axapeH auabet Tun 2. Tosa JiekapcTBO nomara jia ce rnoBMIlaT HUBATa
Ha WHCYJIMHA, MPOU3BEXKAAH CJIe]] XpaHEeHe U HaMaJlsiBa KOJIMYECTBOTO 3axap, IpousBe/ieHo oT Bauius
OpPraHHU3bM.

3ae/1HO ¢ JMeTa M YIIpaKHEeHUs, TOBA JIEKapCTBO NoMara 3a rnoHwkasaHe Ha KpbBHaTa Bu 3axap. Tosa
JIEKapCTBO MOJKE J1a Ce M3I10JI3Ba CAMOCTOSATETHO WM C HAKOM JIPYI' JIEKapcTBa 3a AWadeT (MHCYJIUH,
cyndaHuypes Wik rimra3oH).

KakBo npexacrasnsBa auader tun 27
Jlnabet Tun 2 € CbCTOSIHUE, MPH KOETO BalusaT OpraHi3bM He NMPOU3BeXk/1a 10CTa
[MPOM3BEXAAHUAT HHCYJIMH He JIelcTBa Taka noOpe kakro OM TpsadBano. OcBeH TO
MOJK€E CBIIO /1a NPOU3BEXk/a TBbpae MHOro 3axap. [Ipu ToBa nonoxeHue, 3axap
HaTpyrnBa B KpbBTa. TOBa MOXKe 1a NPUUUHHU CEPHO3HU MEIHLIMHCKH NTPOOIEMH
3a0o0aBaHe, 0bOpeuHO 3a001sBaHe, ClIENOTa U amIyTalus.
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2. Kaxpo Tpalra na 3naere, npean 1a npremere Merdopmake XR Kombn

He npaemaiite Merdopmaxe XR Kombu

- aKO CT€ aJIEPrMiHH KbM CHTATJIHIITHH WIH METQOPMMH, HIIH KBM HAKOA OT OCTAHAIIUTE
CbCTABKH HA TOBa JIEKAPCTBO (M30pOCHH B TOUKa 0);

- aKo HMaTte CHIHO HaManeHa 6p0peuna QyHKIMA;

- aKO HMA4Te HEKOHTPONKPaH AHA0eT, HanpUMEP ¢ TeXKKa XUNEPrIMHKeMHA (BHCOKA KPbBHA 3axap),
rajicHe, MOBPBLIAHE, nHapud, O1p3a 3aryba Ha Terno, naKkTaTHa auMa03a (BIXTe ,,PUCK OT
NIAKTATHA aLHR03a“ 0-A0JTy) WM Keroalmaosa. Ketoawupnosara € ChCTOsIHUE, MPH KOETO
BEILIECTBATA, HapeueHH! ,,KETOHHHU Tena™, ¢€ HATPYMBAT B KPbBTa U TOBa MOXKE Aa JOBeAE A0
nuaberna npekoMa. CHMITTOMHTE BKIKOYBAT OOJIKK B CTOMaXa, y4ECTCHO H BADOKO JHLIAHE,
ChLHJIMBOCT WIH HEOOHYAEH ILIOA0B ApOMAT Ha AbXa By;

- aKO MMaTe TeXKa UHPEeKLMS WU ¢cTe 00€3BOIHEHH;

- aKo iie B npaBsT peHTreHOBa CHUMKA, 33 KOATO € Heobxoaumo na Bu UibkexTHpaT
KOHTpAacTHO BellecTBo. TpsabBa na cnpere aa npueMate Mergopmake XR KoMbu no Bpeme Ha
PEHTTEHOBOTO M3CJIEABAHE M 2 WIM NMOBeYe JHHU CNIeA TOBa, KakTo BU e npeanucan Bamnsar
JeKap, B 3aBUCHMOCT OT TOBA kak paborat Bawmnre 616peun;

- aK0 HACKOPO CT€ MOMYUHIH chpaevueH HHPAPKT WK HMATE TeXKH LUPKYJIATOPHH NpodiieMH,
KaTO ,,IHOK* WIH NpobneMu ¢ AMLIAHETO;

- aK0 HMaTe YepHOAPOOHH NpobneMy;

- aKo THETE AIKOXOJI B rOJIEMH KOJNIMYECTBA (BCEKH ACH WIH CaMO OT BpEME Ha BpeMe);

- aKO KbPMHTE.

He npuemaiite Merdopmakc XR Kombu, ako Hello ot H3dpoeHHTe no-rope ¢¢ otHacq 3a Bac u
ropopete ¢ Baluusa nekap 3a Apyru HauMHH Ha neyeHHe Ha Bawnma graber. AKo He ¢Te CUTypHH B
HElo, KOHCYATHpaiiTe ce ¢ Bamus nexap, papmaluesT WiH MEAHLMHCKA CECTPa Npeax Aa NpHeMeTe
Metgopmakc XR KomoOwu.

IlpeaynpexacHAS H NpeANa3sHH MEPKH
IMpu naLmeHTH, Kouto npremat Merdopmake XR Kom6u ca crobl1aBaHu ciiy4ad Ha BL3NaleHHe Ha
naHkpeaca (naHKpeaTHT) (BHXKTE TOUKa 4).

AKO noJlyyuTe MeXypH Mo KOXaTa, TOBa MOXE /1a € IPH3HAK Ha ChbCTOHUE, HapeueHo Oyo3eH
nemburona. BawunsT nekap moxe aa Bu nocsBersa aa cnpere npuema Ha Merdgopmake XR Kombn,

Prck 0T JAKTATHA ANHA034
Merdopmake XR Kombu Moxe na npeaussrka MHOTO psiika, HO MHOTO CEPHO3HA HEXKEJIaHa peaKLnd,

HapeueHa JIaKTaTHa alua03a, ocobeHo ako 6n0peuure By He pyHKUMOHHpAT NpaBiiiHO. PUCKBT OT
pa3BUTHE HA JIAKTATHA allHA03a C€ YBEJIMYaBa CBLIO ¥ NPU HEKOHTPOJHpPaH 1HabeT, TEXKH HHbEKLHH,
MPOABDKHTEHO [NIafyBaHe HIH PHEM Ha aJikoxoll, 06e3poHABaNE (BIDKTE olle HHPopMaLHs no-
AONY), YepHOAPOOHH NMPodNEMH M BCAKAKBH CHCTOAHMS, ITPH KOKWTO YACT OT OPTaHU3Ma HMA HAMAJICHO
cHabaaBaHe ¢ KHCIOpoa (KaTo NMpH OCTPO MPOTHYALLO TEXKKO 3aD0NIBaHE Ha ChPLIETO).

AKO HAKOE OT W3GPOEHUTE no-rope ce oTHacy 3a Bac, rosopeTe ¢ Baiung ekap 3a JONBIHATEIHH
yKa3aHUA.

Cnpete npaema Ha Mergopmaxe XR Kombu 32 kpaThLK nepuoa ot BpeMe, AK0 HMATE
3afossaBate, KOeTO MOXe A Obe CBbP3aHO ¢ 00e3BoARABaAHE (3HauHTENIHA 3ary0a Ha TeNeCHH
TEYHOCTH) KaTO TeKKO MOBpbIUAHE, JHAapHA, TPECKA, H3JlaraHe Ha TOTUTHHA HITH aKO MHeTe
TEYHOCTH OT HOPMAJTHOTO. ['OBOpeTe ¢ Balliva nekap 3a JONBIHHTEIHH YKa3aHUA.
Cupete npuema Ha Mergopmakce XR KombGu u nezabaBno ce cBLpikeTe ¢ Jjie
61n3KkaTa G0/IHHOA, AKO HMATE HAKOH OT CHMIITOMHTE HA JAKTATHA ALHAO3
CBHCTOSSHHE MOXKE 113 AOBEJE A0 KOMA.

CUMIITOMHTE HA JIAKTATHA allia03a BKIIOYBAT,
PL/H/0726/001-003/18/013




- MOBPDBLUAHE,

- Sonku B ctoMaxa (KOpeMHH HONKn);

- MYCKYJTHH KpaMIlH;

- o010 yceliaHe 3a Hepa3nonokKeHue, NPHIAPYKEHO ChC CHITHA YMOPpAa,
- 3aTPYAHCHO JUILAHE; ‘

- NOHHXKEHA TeJIECHAa TeMNEPATYpa H ChPACYECH PUTHM.

JlakTaTHATA a1{M/103a € ChCTOSHHUE, H3UCKBALLO CNEHA MEAHLIMHCKA MOMOLLL H TpabBa na ce teKypa B
OONHKLIA.

I'oBopeTte ¢ Bamua Jexap He3abaBHO 32 JONBJIHHTEIHR YKA3AHAS

- aKO € YCTAHOBEHO, Y€ CTPAJaTe OT HaCNeACTBEHO reHeTH4HO 3abonssane, MORIHABALLO
MHUTOXOHIPHHUTE (KOMITOHEHTUTE, KOUTO MPOU3BEKIAT €HEPrUs B KICTKHUTE), KATO CHHAPOM Ha
MHTOXOHAPHAIHA eHuedanonaTHs ¢ akTaTHa auuao3a W HHCynTonoaodHH enusoan (MEJIAC
CHHAPOM) WIH HacneACTBeH AnabeT 1 NiyxoTa no MaiunHa nuHus (Maternal inherited diabetes
and deafness, MIDD).

- ax0 MMaTe HAKOHN OT Te3W CUMITOMM cJie]] 3a04YBaHe Ha JIeueHHe C MET(QOPMHH: MIPHIALDK,
HaMaJICHH MO3HABATEIHH CNOCOOHOCTH, 3aTPYAHEHH JBDKEHHUA Ha TAJIOTO, CHMIITOMM,
NOKA3aTeNHH 3a YBPEXKAAHe Ha HepBuTe (Hanp. 00/Ka WIH H3TPBIIBAHE ), MUTPEHA W ITYXOTa.

INoBopere ¢ Baing nekap win ¢papMaueBT npeau aa npuemere Mergopmaxe XR Kombu:

- aKO MMAaTe WIH CTe HMaJIM 3aDonsgBaHe Ha NaHKpeaca (KaTo NaHKpEaTHT);

- AXO MMATE WJIH CTE€ UMAJIH KAMBHH B HTbYHHR MEXYP, AIKOXONHA 3aBHCHMOCT HJIH MHOTO
BMCOKH HHBA Ha TPUITIHLIEpUAH (BH Ma3HMHH) B KpbBTa. Te3u 3aD0NngBaHUA MOraT a NOBHILAT
BEPOATHOCTTA A MOJYYHTE NNAHKPEATHT (BHXKTE TOUYKa 4).

- aKo UMare AHabeT THI | - MOHAKOra ce Hapy4ia HHCYJIMHO-3aBUCHM AHaber;

- aKO UMaTe WIH CTe KMaH aJiepruiHa peakLys KbM CHTarIMITTHH, METGOPMHH WIH
Mertdopmake XR Kombu (Biokre Touka 4);

- aKo npHeMare cyadaHuwTypeliHo MPOU3BOJHO WIH MHCYJIMH (aHTHAXMAOETHH NekapcTBa) 3a€aHO
¢ Merdopmake XR KombH, TeH xaTO HMBaTa Ha KpbBHaTa By 3axap morar na cnaaHaTt 4 aa
CTAHAT HUCKH (XxunornukeMmus). BalusaT nekap Moxke Aa HaMaslH 103aTa Ha cyladaHwIypeHHOTO
NPOH3BOJAHO WIH HHCYJIHHA.

AKko BH ce Hanara Aa npeTbpnuTe CepHO3HA Onepaums, TpadBa 3aALHKHTENIHO Aa CIIPETe NPHEMa Ha
MetdopMmake XR KomOu no Bpeme Ha H U3BECTHO BpEME ClIel npoleaypara. Bamuar nekap e
pely kora TpaGBa Ja cnpeTe H Kora Aa Bs306HOoBRHTE JieueHHeTo ¢ Merdopmake XR Kombw.

AKO He cTe CHTYPHH, [laly Hello oT u3bpoeHnTe No-rope ce oTHacs 3a Bac, nonuraitre Batuus nexkap
unu apmalieBT npean aa npuemere Merdopmake XR Kombu.

[lo speme Ha neueHnero ¢ Merdopmakc XR Kombu Bamusar nexap me nposepsasa 656peunara By
(YHKIMA NOHE BEAHBXK MOJMIIIHO WIH [0-4€CTO, 4KO CTE B CTapyecka Bb3pacT WHIH aKo HMATe
piiouieHa 6bOpeuHa GyHKLMA.

Aena 1 0oROIA
Jena u 1oHown noa 18 ronyuun He TpAOBa Aa M3MOA3BAT TOBA AEKAPCTBO. TO He € eheKTUBHO NPH

AeLa M I0HOLIK Ha Bb3pacT Mexay 10 u 17 roanHu. He e u3BecTHO nanu ToBa aekapeTso € 6€301acHo
# epeKTHBHO, KOraToO C€ U3MOJI3Ba NpH Jeua Ha Bb3pacT nof 10 roaunH.

Hpyru nekapctBa B Mergopmake XR Kombu
Ako TpaOBa Aa BH ce nocTaBH MHXKEKLHSA ¢ KOHTPACTHO BEIIECTBO, ChAbPKALLO KO, B
KPBBOOOpalLEeHHETO, HaNPUMEP NMPH PEHTTEH WK CKeHep, TpAOBa Za cripeTe npHema
XR Kom0u npeay Wik no BpeMe Ha HIDKEKLMATA, BaluaT iekap uie pewH xora Tps
Kora na Bh300HoBHTE NeveHnero ¢ Mergopmakc XR Kombu.

PL/H/O726/001-00318B/013




Tpabsa aa xaxeTe Ha Bawivs nexap Wi papManeBT, aKO NIPHEMATE, HACKOPO CTE NPHEMAaNH MIIH €
BB3MOXKHO Ja NPHEMaTe ApPyrH JekapceTna. Moke Aa ce HaoXH [M0-4€CTO /ia Ce H3ciie/Ba [I0K03aTa B
KpbBTa M PyHKUHOHHpaHeTO Ha Ob0peunre unn Bamuar nekap MOXKe J1a KOpHrHpa 103aTa Ha
MeTtdopmake XR Kombu. M3kmounTenHo BaxHO € Aa CIIOMEHeTe CJICAHOTO: |

° nexapcTsa (KOUTO € NMPUEMAT Npe3 ycTaTa, HHXaNaTOPHO WNH MHXKEKLIMOHHO), H3MOJI3BaHH 3a
JICeYCHUE Ha BL3MANHTENHH 3a0019BaHHA KaTO acTMa U apTPUT (KOPTUKOCTEPOUIHN),
N JIeKapcTBa, KOHTO YBEIKYABAT OTAEASHETO Ha YPUHA (MY PeTHLIH); |

IEKapCTBa, H3NOM3BaHH 3a euycHre Ha 6onka H Bp3naneHrde (HCTIBC u COX-2 uHxubHTOpH,
kaTto HOynpogeH U LeNeKOoKcHO);

¢ onpeAeNeHH JIEKapcTBa 3a JIeUeHUe Ha BUCOKO KpbBHO HansraHe (ACE-uHXHOHTOPH H

aHrHOTeH3HH Il peuenTopHH aHTArOHHUCTH);

crieHPHYHH NEeKapCcTBa 3a jieucHUue Ha OpoHxuanHa acTMa (6eTa-CHMITaTHKOMHMETHLIN);

HON-KOHTPACTHH BELIECTBA HWIH JIEKAPCTBA, ChAbP2KALIH ATIKOXOI,

onpeAeNeHH JIEKapCTBa, H3MOI3BaHH 3a IEUCHUE HA CTOMALHH NPOONEMH KATO UHMETHAMH;

paHOMA3KH, JIEKAPCTBO, H3NON3BAHO 3a JIeYeHHe Ha CTEHOKapaus;

AOJIyTErpasHp, JIEKapCcTBO, M3Nnoa3saHo 3a nevenne Ha HIV nudexuus;

BaHAETaHUO, IEeKAPCTBO, W3MOJI3BAHO 32 JICYEHHE Ha crieliH(HUYEH BUI PaK HA LIMTOBHAHATA

xKire3a (MeRy1apeH KapLHHOM Ha LUTOBHAHATA XJ1€3a),

° AUrOKCHH (3a JieueHHe Ha HeMpaBWIEH ChPACYEH PHTBM H APYTH ChpACUHH npobnemu). Moxe
Ja ce HAJIOXKH Aa ce MPOBEPH HHBOTO Ha AHIOKCHH B KPBETA B, ako ro npueMare
eanospemeHHO ¢ Merdopmake XR KomoOu.

Metdopmake XR Kombn ¢ anxoxon
H36areaiire npexoMéepHara ynoTpeba Ha aIkoxoJ No BpeMe Ha npueMa Ha Merdopmaxc XR KGMGH
Thbii KaTO TOBa MOXKE /1a YBEJIMUH PHCKA OT NOABA HA JIAKTATHA ailHa03a (BIDKTE TOYKA

SHIIpeaynpexaeHus ¥ npeanasHd MepKH™).

BpeMeRROCT H KbpMEHE
Ako cTe GpeMeHHa UIH KbPMHTE, CMATATE, Y€ MOXeE A3 cTe OpeMeHHa WIH TUTaHHpaTe OPEMEHHOCT,

nocsLeeTRaitTe ce ¢ Bawnga nekap wnu ¢apmauesT npeau ynorpedara Ha ToBa JekapcTBo. He Tpabea
Ja rnpueMare TOBa JICKapCTBO MO BpeMe Ha OpeMEHHOCT WIH aKko mpmm*e Biokte Touka 2 He
npuemaiite Merdopmaxe XR KomOn.

lllopnpane 1 paGoTa ¢c MAmMHAN

Tosa nekapcTBO HE MOBIMABA K NMOBIHABA NMpeHEOPEKHUMO cnocobHOCTTa 3a LodHpaHe U paboTa ¢
MalllHHY. BBnpeku ToBa ca choOLIaBaHH CIIy4ad Ha 3aMaiBaHE B CHbHIIMBOCT ChC CHTArVIHITHH, KOETO

MOKe Jia MoBJuse cnocobHocTTa B 32 mwodupane nnu pabora ¢ MalHHM.

[TpHeMBT Ha TOBa JIEKAPCTBO B KOMOMHALMA € 1eKapCTBa, HapedYeHH cyndanntypeliiy Npou3soAHH
HJIH HHCYJIMH, MOXKE 8 MPHYHHH XMNOrNMKEMHA, KOSTO MOXeE Aa nosnuse Baimara cnocobHocT Aa
wodHpare win paboTHTE ¢ MALLIMHH, WK A3 paboTHTe O€3 CHIrypHa onopa.

Metdopmake XR Kombn chabpxka naTpui

Toga nekapcTBO ChaAbpXKa Mo-Manko ot 1 mmol HaTpuit (23 mg) Ha Tabnerka, T.€. MOXKE Aa CE KaXKe,
ye NPaKTHYECKH HE CbABPIKA HATPHH. |

3.  Kax aa npuemate Merdopmaxc XR Kom6n

Merdopmake XR Kombu na npremare u kora TpaOBa fa 'H NpHeMare.

MaxkcuMannaTa aAHeBHa A03a € 100 Munurpama curarnuntul 1 2000 Munurpama M

[To npuHusn TpaOBa Aa npueMaTe TabneTkuTe BEAHBLXK Ha ACH, C BEYCPHOTO XpaHe
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B usaxou ciyuau, Bamusar nekap moxke na Bu npenoprya na npuemare tabneTkure ABa MbTH AHEBHO .
Bunaru npuemMaiite TabaeTkuTe ¢ XpaHa, 3a 1a HAMAIMTE PUCKa OT CTOMAUIHO HEPa3fNoNOoKeHHE.
TabneTkuTe ce NOrTBLIIAT LIE/IM C Yalia BOJA U HE Ce ALBYAT.

BamusaT siekap MoxKe Aa MOBHILIHK 003aTa By, 3a Aa kOHTponupa KpbBHaTa By 3axap.

Axo umaTe HamaieHa 610peyna ;pyﬁnum, BawuaT nekap Moxke na BH npeanuiie no-HUCKa go3a.

[To BpeMe Ha NedeHHe ¢ TOBa IEKApcTBO TpaGBa Aa NPOALJDKHTE Aa CNa3BaTe JHETATa, MpenopbyaHa
oT Bawus nekap M Ja BHUMaBaTe NPUEMbT HA BBIVIEXHPATH [ € paBHOMEPHO pasnpeAesicH npes3

JACHA.

Manko BepOATHO € TOBA JICKAPCTBO CAMOCTOATEHO Jia MPUYHHH HEOOHUAHHO HHCKH HHUBA Ha
KpBbBHATA 3axap (xunornxkemus). Korato ToBa JIeKapcTBO Ce U3MN0M3BA ChC CyadaHHnypeliHH
JIeKapCTBA WK C HHCYJIMH, HUBATa Ha KPbBHATA 3aXap MOXKE Aia CTaHaT MHOIo HUCKM H Baluuar nekap
MOXKE Ja HAMaJlM 103aTa Ha CypaHITYpeHHOTO NPOU3BOAHO HITH HHCYIIHH,

AKo cTe npHeJIH noseue or HeobDxoaumara 103a Mergopmaxe XR Kombu

AKO CTe MmpHelH MOBeY¢e OT NPEANKHCcaHAaTa 1033 OT TOBA JIEKApCTBO, He3abaBHO yBegomeTe Bauius
nexap. Oriaere B OONHHLIA, aKO MOYYHATE CHMIITOMH HA JIAKTaTHA alYA03a KATO YCELlaHe 3a CTyA
HJIH JHCKOMGOPT, CHIIHO rajieHe HiaH NOBpbilaHe, 060nka B ctoMaxa, HeoOAcHKMa 3aryba Ha Terno,
MYCKYJIHH KpaMITH WIH YYeCTeHO JUllaHe (BIXKTE Touka ,JIpeaynpexacHus U MpeanasHy MepKu‘),

AKo cTe aponycaain 42 npuemere Merdopmake XR KomOn

AKO ¢Te nMpOITyCHAIIN 034, B3EMETE 1 BEOHAra LLOM CE CETHTE. AKO He C€ CETHTE MpeaH 1a HaCTHIH
BpeMe 3a C/ISBaLIaTa 4033, NpOoMycHeTe 3a0paBeHaTa 4038 H €€ BbPHETE KbM PEJIOBHATA CXEMA Ha
npueM. He B3emalite nBoitHa 1034, 3a Aa KOMNEHCHpATE NMPOIMyCHATAaTa A03A.

Ako cte cnpean nprema Ha Merdopmake XR Kombu

[IpoapipxaBaiiTe fa NpHEMaTe TOBA JIEKApCTBO TOJIKOBA AWIr0O, KONKOTO BH € npeanucan Bamust
JIEKap, 3a Aa MOXe Jia MPOAB/DKHTE Ja KOHTponMpare cBosTa KpbBHa 3axap. He Tpabpa na cnupare
npHeMa Ha TOBa IEKapCTBO, 6e3 MbPBOHAYAIHO &a ce KoHCYaTHpare ¢ Baniua nekap. Axo cripete
npueMa Ha Merdopmakc XR KomOn, Bamara xpnBHa 3axap MoOXKe Aa ce NOBHLIH OTHOBO.

AKO KMaTe HAKAKBH ACITLJIHMTEHH BBIPOCH, CBLP3aHH ¢ ynoTpebara Ha TOBa JIEKAPCTBO, MONHATaiTe
Bawus nekap wnu papMaLeBT..

4. BL3MOXKHE HekKe/IaHH peaKnHH

KakTo BCHUKH JIEKapCTBa, TOBA JICKAPCTBO MOXKE Ja MPeAU3BHKA HEXENAHH peakLidHy, BbIPEeKH Ye He
BCEKH ' NOTyuapa.

ITPEKPATETE npuema va Mergopmake XR Kom6u u He3aGaBHo ce cebpxkere ¢ Bamua nexap, axo

3abeniexuTe HAKOH OT CJIEAHUTE CEPHO3HH HEXKENIAHK PeaKLuu:

. CHJIHA H nocToAHHa OoJika B kopema (B ofyacTra Ha cToMaxa), KOATO MOKeE Ja CT
ChC HIH 6€3 rafeHe W NOBPHILAHE, Thil KATO TOBa MOXE a ca NPH3HALM Ha BbHH
(nmaHKpeaTHr).

Metdopmakc XR Kom6u Moxe na npeauzsuka MHOTO paaka (MOXe Ja 3acerte aof!
AyLiu), HO MHOTO CEPHO3HA HEXKEIIaHa peaKkLius, HapeueHa NaKTaTHa allua03a (B
»~JIIpeoynpeXaeH!sa H Npeana3Hu MEPKH*). AKO TOBa C€ CITyuH, TPIOBa 38 Ab/IKUTENRG ﬂa A1 \Ee're
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npnema 5a Mergopmake XR KomGu 1 He3a0aBHO Aa ce CBLPAKeTE ¢ jleKap HIH ¢ HAl-0/n3KaTA
0o THHNA, THhi KaTO JAaKTaTHATA allMa03a MOXKE Ja JoBeJe OO0 KoMma.

AKO NOJTyYHTE CEPHO3HA AJiepruyuHa peakLus (C HEH3BECTHA YECTOTa, Thil KATO OT HAIMYHUTE NAHHH
He MOXe J1a 6bjie HanpaBeHa OLIEHKA Ha YeCTOTara), BKIIOYUTENHO OOpPHB, YPTHKApHA, MEXYPH MO
KOXKATA/WITMON[BALIA C€ KOXA H NMOJYBAaHE HA JIMLETO, YCTHHTE, €3HKa H MbPJIOTO, KOETO MOXKeE J1a
NpeAN3BKKA 3aTpyAHEHHE B JUUIAHETO W/IN I'BJITAHETO, MPEKPATETE NPHEMA Ha TOBA NIEKAPCTBO U
BefHara ce cebpkere ¢ Baiuusa nekap. Bamusar nexap Moxke aa By npeanuine nekapcTBo 3a 1eYeHHe
Ha ajnepryyHaTa peakuus ¥ Apyro, pasiu4Ho JeKapcTso 3a Bawus auadber.

Hsaxou nalieHTH, KOXTO pUeMaT METQOPMHH, NMOMYyYaBaT ClIeAHHTE HEXEJIaHH PeaKkLiMH Clie]]
noOaBsiHe HA CUTAMTHITHH:
YecTu (Morat aa 3acertHar A0 1 Ha 10 gyuid): HUCKa KPpBBHA 3axap, rajieHe, NOJQyBaHE Ha KopeMa,

NOBpPBIIAHE.
Heuectu (Morar z1a 3acersar ao 1 Ha 100 gymm): 6onka B cromaxa, Anapus, 3anck, CbHIHBOCT,

Hsaxou nauxeHTH nomy4asaT AHAPHA, rajeHe, NoJAyBaHe Ha KOpeMa, 3anek, O0lka B cToMaxa Wid
nonp’bmaue KOTATO 3aNO4HAT 44 MpHeMaT KOMOHHALMATA CUTArJTHITHH H METPOPMHH (MeCcTOoTaTa €

,UecTn”

Hsaxou nauueHTH MNoJyyaBar CJICOHHTEC HOXKCIAHHN peakKUHHA JOKATO MpUEMAT TOBA NCKAPCTBO CbC

cyadaHTypeiHO MPOHU3BOJHO KaTO TNIMMENWPHA:
MHoro yecty (MoraT fa 3acerHat noseue ot 1 Ha 10 gywn): HUCKH HHBA Ha KpbBHATA 3axap.

YecTH: 3aneK.

Hsixou nauMeHTH MoJyyaBaT C/IeJHHTE HEXENAHH peakUMy JOKATO IPHEMAT TOBA NEKAPCTBO B
KOMOMHALMSA C NMHOTJIMTA30H:
YecTH: nogyBaHE HA pbLETe WIH KpaKaTa

Hsakou nauMeHTH NOJY4YaBaT CJICOHHTE HCXKENTAHHU pCaKUHH, JOKATO NPHOMAT TOBA JICKAPCTBO B

KOMOMHALUA C HHCYJIHH:
MHoro 4ecTd: HUCKH HHBa Ha KpbBHAaTa 3axap.

HeuecTu: cyxora 8 ycTara, ryiaBobonue.

Hsaxou nauyenTy ¢a NONYYHIH CAEAHUTE HEXEIaHH peaKkLiMHU 10 BpeMe Ha KIIHHHYHH NPOyYBaHus,
J0KaTO ¢a MPHEMANHA CUTAITIMIITHH CAMOCTOATENHO (eaHo OT JiekapceTBaTra B Mergopmakce XR
KoM6u), Wi ca K3NON3Bald B IEPHOAA Cliell paspeliaBaHe 3a ynorpeba koMOHHaLUATa
CHTTOJMITTHH/ MET(GOPMHH KM CHTArIMNTHH CAMOCTOATEITHO, HIIH 3a€HO C APYrH aHTHAHA0ETHH

NIeKapcTea.
YecTr: HHCKHM HHBA Ha KphBHaTa 3axap, rnapobonue, HHPEKLMA Ha TOPHUTE AUXATETHH ITHTHULLA,

3aMTyLIEH WK Te€Yall HOC ¥ Bb3MaJICHO I'bpo, OCTE0apTPHT, 00NKa B pELETE WM KpaxaTa.

Heuectu: 3amatiBaHe, 3anek, copbex. |

Penku: Hamanes 6poi TpoMOOLIMTH.

C neussecTHa YecToTa: npobieMu ¢ 66peurTe (NOHAKOra Hajlaraly A1anK3a), NoBpPhLILAHE, CTABHA
6onka, MyckynHa Gonka, Gonka B repba, HHTepcTHLHANKHA GenoapobHa Gonect, Oyno3zeH nempurons
(BHO MEXYPH RO KOXAaTa).

Hskou NaLMeHTH NOy4YaBaT CNEAHUTE HEXeIaHH PEaKUMH JOKaTO npUeMaT MET(QOPMHH

CaMOCTOATENIHO:
MHoOro 4ecTu: raacHe, noap’bmaHe auapud, 6onka B ctoMaxa M 3aryba Ha anetut. Te3d cuM

MOXE /12 c€ NOABAT NPH 33MOUBAHE HA NpHeMa Ha METQOPMHUH ¥ OOHKHOBEHO mayqan
YecTH: METANIEH BKYC, HAMANEHHU WM HACKH HHBA Ha BUTaMUH B12 B kpbBTa (CHMITT
BIUTIOYBAT CHIHA YMOpa (M3TOLICHUE), BH3NAIEH 1 3aYEPBEH €3UK (IN1I0CUT), yCelllaH
KOXAaTa (napecTe3ns), ux Gnena WK *KbiTa koxa. Bausar nexkap Moxke 1a HaCpoy
H3CNEeABaHMA, 3a Aa pasbepe npuuHHaTa 3a BawnTe CUMNTOMM, Thil KATO HAKOH OT
ca MPHYHHEHH OT AUabeT WIK Aa ca BCACACTBUE Ha APYTH, HECBbP3aHH C HEro 31paB

npoOeMH.
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MHoro peakn: xenatut (npobnemM ¢ yepHus Apod), KOMIPHBHA TPECKa, 3aUEPBABAHE Ha Kkoxara (o6puB)
WIH chphex.

CrobmaBane Ha HeXKeJIAHH pPeaKNMNH

AKO NonyuyuTe HEKAKBH HEXKEJIaHH JIEKAPCTBEHU peakuyH, yeeaomere Baiuus nexap unu gpapmaLiesT.
ToBa BKIIOYBA BCHUKH Bh3MOXXHHM HEOINMHCAHMU B Ta3H JIMCTOBKA HEXKENAHM peaklHK. MoikeTe ChlIIO Aa
CHOOHIMTE HEXETaHW peakliMK AHPEKTHO 4Ype3 MambnHUTeNHa areHUHs no JeKapeTeara, yi. ,JaMaH
lpyes” Ne 8, 1303 Codmus, Ten.: +359 2 8903417, yebealr: www.bda.bg. Kato crobiapare
HeXeJTAaHHU peakiiii, MOXKeTe Ja JaJeTe CBOA NPHUHOC 34 NOJTYYaBaHE Ha noseye HHGopMalMg OTHOCHO
6e30nacHOCTTa HA TOBA JIEKapCTBO.

5. Kak aa cexpanaBate Mergpopmaxe XR Kombn

Ha ce cbXpaHiapa Ha MACTO, HEAOCTBITHO 3a Jiena.

He u3non3eaiiTe ToBa NEKApCTBO Clie CPOKa Ha TORHOCT, 0TOenA3aH BbpxXy GinucTepa ¥ KapTOHEHATa
OMnaKoBKa cneld ,.J'oneH g0:*. CpOKsT Ha rOJAHOCT OTTroBaps Ha MOCAEAHHS JEH OT IOCOYEHHA MECELl,

ToBa nexapcTBO HE H3MCKBA CMNELMANHH YCJIOBHA 32 ChbXpaHEeHHE.

He u3xphpsiiTe NeKapcTBaTa B KAHAIM3AUHATA WIH B KOHTEHHepa 3a JOMALHH OTIIaAbLIH.
[Tonuraiite Bamms gapmaltieBT Kak a H3XBBLPJATE JEKAPCTBATA, KOHTO Beyue He H3non3sare. Tesw
MEPKH IIi€ CIIOMOTHAT 3a ONa3BaHE Ha OKOJIHATA cpefa.

6. Cuabpianse HA ONAKOBKATA H JONLJAHHTEIHA HHGOPMANHS

Kakso chappxa Merdpopmaxe XR Kombu
AKTHBHMTE BEUIECTBA Ca CHTATJIMITTHH H METQOPMHH

Merdopmakc XR Kombu 50 mg/500 mg: Beaka Tabnerka cbabpika CHTarMHNTHHOB XMAPOXJIOPHA
MOHOXHIPAT, eKBUBAIEHTeH Ha 50 mg curarnunTiH M 500 mg MeTGOpMHHOB XUAPOXIIOPHA.

Merdopmakc XR Kombu 50 mg/1000 mg: Besxa TabneTka ChabpKa CHTarIKNTHHOB XHAPOXJIOPHA
MOHOXH/pAT ekBHBaNeHTeH Ha 50 mg curarnunTHH U 1000 mg MeTGOpMHHOB XHAPOXIIOPHA.

Merdopmakc XR Kombu 100 mg/1000 mg: Beska tabnerka cbabpka CHTarIMATHHOB XHAPOXJIOPHA
MOHOXHApAT eKBMBanieHTeH Ha 100 mg curarnunTuH 1 1000 mg MeTpOpMHIHOB XHAPOXIIOPHA.

Hpyrure ¢bCTABKH Ca.

- METGOPMHHOB CNOH ¢ yABDKEHO 0CBODOKAABAHE: XHITPOMENO3a, MarHe3Hes cTeapat

- CHTATJIHITHHOB CAO# ¢ He3abaBHO ocBObOXKAaBaHE: KATUMEB XHAporeHpocdar,
MHKPOKPHCTAJIHA LICJTyJ1038, HATPUEB CTEapWI(yMapaT, KpocKapMeno3a HaTpHH (BHKTE pasnen
2 “Merdopmaxc XR Kombu chabpka HATpHH ).

- OcBeH ToBa puIMoOBaTa OOBHMBKA ChAbPXKa:

o 3a koHueHTpauuH 100 mg/1000 mg u 50 mg/500 mg: 4acTHYHO XHAPONUIHPAH NONH(BUHWIOB
ankoxon), TuraHoB guokcHa (E171), makporon 4000, Taink, xkenezeH OKCHI XKBAT
yepBeH xkeyeseH okcua (E172).

o 3a koHueHTpauua 50 mg/1000 mg: nonu(BMHHUIOB ANKOXO0.), THTAHOB OH
maxporon 4000, Tank.

Kaxk nmarnexaa Mergopmake XR KoMOH H KAKBO CBABPKA ONAKOBKATA
Merdopmakc XR Kombu 50 mg/500 mg: oparkeBd, MPOAWIrOBaTH, ABOHHOH3ITBRHE
TabneTkn c pasmepu 17,2 mm/8,4 mm. |
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Metdopmakc XR Kom6u 50 mg/1000 mg: 6enu, NpoAWIroBaTH, ABOAHOH3MBEKHANH, (PHIMHpaHH
tabneTky ¢ pasmept 22,2 mm/10,8 mm, ¢ 8Ba1BGHATO penecbuo o3HaueHre “50” or exHaTa cTpaHa
,,1000% oT Apyrara cTpaxa.

'Me'rtbolmaxc XR Kom6u 100 mg/1000 mg: opaskeBH, MpOABLIrOBaTH, ABOHHOH3ITHKHAIIH,
(rwiMHpaHu TabneTkH ¢ pasmepu npubausurenHo 22,2 mm/10,8 mm, ¢ BurbOHaTo penedHo
o3HauekHe “100” ot eaHara ¢Tpana 4 ,,1000* ot apyrara crpaHa. |

Bancrepy ¢ PVC-PVDC/anymunneso ¢onuo. Onakoskw ot 14, 28, 30, 56, 60, 98, 112, 180 wiu
200 TabneTkH ¢ H3IMEHEHO OCBOOOKIaBaHe.

He BcHUKH BHAOBE ONAKOBKH MOraT Aa 6bJaT MyCHATH Ha nasapa.

TIpHTEKATE HA pAa3pelleHHeTo 34 ynorpeba
Tesa Mapma EAJ]

ya. ,Jlio6a Benuukosa“ 9, 1407 Codns,
Brarapus

IIpon3BoauTeIN:

Adamed Pharma S.A.

ul. Marszatka Jozefa Pilsudskiego 5
95-200 Pabianice

[lonma

Merckle GmbH
Graf-Arco-Str. 3
89079 Ulm

- I'epmanus

Merckle GmbH
Ludwig-Merckle-Strasse 3 -
89143 Blaubeuren
I'epmaHus

Tosa JexapcTBO e pa3pemeno 3a ynorpefa B AnpkaBuTe Wienka aa Esponeiickoro
HKOHOMHY4€CKO HPOCTPAHCTBO MOJ CJIeAHATE HMEHA:

[Tonua Metformax SR Combi |
ABcTpuA Sitagliptin/Metformin-HCI ratiopharm 50 mg/500 mg Tabletten mit
- veranderter Wirkstoffireisetzung
Sitagliptin/Metformin-HCI ratiopharm50 mg/1000 mg Tabletten mit
-veranderter Wirkstofffreisetzung
Sitagliptin‘/Metformin-HCI ratiopharm 100 mg/1000 mg Tabletten mit
verinderterWirkstofffreisetzung
Bunrapus Metdopmakc XR Kom6u 50 mg/500 mg TabneTku ¢ H3MeHEeHO
ocBoOOX1aBaHe |
Merdopmakc XR Kom6u 50 mg/1000 mg tabnerku ¢ usmMeHeHo
ocBobOXKAaBaHe
Metdopmake XR Kom6u 100 mg/1000 mg TabneTku ¢ u3mMeH
0cBOOOXK1aBaHE |
Yewka penybnuka Sitagliptin /Metformin XR Teva
["epManus Sitagliptin/Metformin-ratiopharm 50 mg/1000 mg Tablette
Wirkstofffreisetzung
Sitagliptin/Metformin-ratiopharm 100 mg/ 1000 mg Tablett
verdnderterWirkstoftfreisetzung

PL/MH/0726/001-003/48/013




Hcenanus
XBpBAaTHA

JrokcemGypr

[Topryranua
CnoBeHus

Cnopakus

Estequen 50 mg/1000 mg comprimidos de liberacién modificada

Estequen 100 mg/1000 mg comprimidos de liberacién modificada
Metformax Combi 50 mg/1000 mg, 100 mg/1000 mg tablete s prilagodenim
oslobadanjem

Sitagliptin/Metformin-ratiopharm 50 mg/1000 mg Tabletten mit verdnderter
Wirkstoftireisetzung

Sitagliptin/Metformin-ratiopharm 100 mg/1000 mg Tabletten mit verdnderter .
Wirkstofffreisetzung

Simedur

Metformax Combi 50 mg/1000 mg, 100 mg/1000 mg tablete s prirejenim
spro$¢anjem

Sitagliptin/Metformin XR Teva 50 mg/1000 mg

Sitagliptin/Metformin XR Teva 100 mg/1000 mg

JHaTa HA MOC/JAeZHO OPEePA3rIexK aHe HA JHCTOBKATA —
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