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flucmodka - fipunomenue 2

sespice. 3022 m?ﬁ 2 %”/ (£

JiacroBka: HEpoOpMANAL 32 N2

Metdopmake XR Kombu 50 mg/500 mg rabnerkn ¢

Metformax XR Combi 50 mg/500 mg modi %}C:;;E:ue o ;5’]/ /2 j }’0?5? {Bm W?

Mertdopmake XR Kom6u 50 mg/1000 mg Tad/ieTkn ¢ H3ME¢HERO 0CBOOO:KIaBaAHE
Metformax XR Combi 50 mg/1000 mg modified-release tablets

MeTtdopmaxe XR KomOn 100 mg/1000 mg Tadrerku ¢ m3ameneno ocBodoxkIaBane
Metformax XR Combi 100 mg/1000 mg modified-release tablets

CHTaTTNTHH/METHOPMHHOB XHAPOXIOPHI
(sitagliptin/metformin hydrochloride)

IIpoveTere BEEMATE/IHO NAAATA JHCTORKA, OPeJH X3 3AN04UHETe JA NIPHEMATE TOBA JIEKAPCTBO,

Thil KATO T CLALPXRA BaxHA 32 Bac nudopmanun.

- Janazere Ta3u JHcTOBKA. MOJKe Aa ce HaOAKH [1a 1 MPOYETETE OTHOBO.

- AKO UMaTe HAKAKBY JOITENHHTENHY BbOpocH, nonutaiite Bamus nekap, papmaLiert Win
MeJHLHHCKa cecTpa.

- Topa nekapcTBo € npennucano MuyHO Ha Bac. He ro npeoTtcrinpaiite Ha apyr xopa, To moxke
Ja M HaBpeIH, HE2aBHCHMO Y€ NPH3HALIMTE Ha TAXHOTO 3ab0n4BaHe ca ChImuTe KaTo Bamure.

- AKO TIOTyYHTE HAKAKBH HEXKENaHH peakiiy, yBeaoMere Baiua nexap, papMalesT Hin
MeJHUHHCKa cecTpa. ToBa BKIIOYBA H BCHYKH BB3IMOXKHH HEXKeNAHH PEaKLHH, HEOTTHCAHH B
Ta3H MMCTOBKaA. BikTe Touka 4.

KakBo ¢BALD#XKS TAa3H JHCTOBKA

Kakpo npencraengsa Merdopmake XR KoMOu u 33 KaKkRO ce U3moN3ga
Kakso 1pabea aa 3Haete, npegd na npueMere Metdopmake XR Kombu
Kak na npuemate Metdopmake XR Kombu

BE3MOXHHN HexXeJIAHH PeaKiii

Kax na cexpanssare Merdopmare XR Kombu

ChbarpkanHe Ha OTIAKOBKATa W AOITBITHHTEIHA HHGOPMALHs

SAINAIE S A

1.  Kakso mpeacraBiaasa Merdopmake XR Kom6a 1 3a kaKkBo ce H3mo0J13Ba

Metdopmakc XR KomOH chabpka ABe PasTHUHHE JIEKAPCTBA, HAPSUEHH CHTAITTMITHH H MET(HOPMHH.

. CHTATJIMITHH NPHHAIEKH KbM KiIac JISKapcTBa, Hapedeny DPP-4 unxuOuropn {aumenTuari
nenTHAa3a-4 HHXHOMTOPH)
. MeTdhOpMIH ¢e OTHACA KbM KJI4C JIEKapCTea, HapeueHH OUIBaHHIU.

Te neHcTaar 3ae7HO, 3a 1d KOHTPOIHPAT HHBOTO HA KPEBHATA 3aXap MpH BEIPACTHHU NAIHEHTH C
dopma Ha nHaber, HapedeH ,,3axaped AHabeT Tun 2%, Tora lekapeTeO IOMara Ja ce TOBHINAT HHBATA
Ha MHCYJIHHA, TIPOHU3BEX/aH ¢l XpaHeHe H HaMaJlaBa KOJIHYECTBOTO 3axap, fMpou3secHO OT Baris
OpraHH3EBM.

3ae/IHO ¢ JMETA H YIIPAXKHEHHS, TOBA JIEKAPCTBO NIOMara 3a NOHMKaBaHe Ha KpeBHaTa Bu 3axap. Toa
NEKAPCTBO MOXKE [1a CC U3NI0N3RA CAMOCTOATENHO WM ¢ HAKOW APYTH JiEKapeTha 3a AnabeT (MHCYNHH,
cyndanuypes WM [NHUTa30H).

KaxBo npeacraenaBa guaber tan 2?
JuabeT TN 2 e chCTOAHME, NPH KoeTo BalMaT opraHu3sM He MPOH3BEKA KOCTA ’
TPOH3BEKIAHHAT HHCYJTHH He feficTBa Taka gobpe kakro OH Tpadeano. OceeH TO Q&

HATPYTBa B KpbBra. Topa MOXeE N3 NPHIHHY CEPHOZHYU MeAUMHECKY npobaemMu K
zabonaBare, ObOpedHo 3a0onABaKe, CIENOTA H aMITyTALHA.
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2.  Kakso Tpabpa aa 3maete, npean 1a npaeMete Merdopmake XR Kom6n

He npuemaiite Merdopmake XR Komon

- aKO CTe aJeprHyHH KbM CHTATJIMITHH HWIM METQOPMHH, HIIH KBM HAKOS OT OCTAHAIIMTE
ChCTAaBKH Ha TOBA JIEKApPCTBO (M30poeHH B To4Ka 6);

- aKo MMaTe CHITHO HamaneHa On0peuna dyHkuus;

- aKO HMaTe HEKOHTPOIHPaH AuabeT, HalpUMep ¢ TEKKa XHIepriHKeMHs (BHCOKA KPBEHA 3axap),
rajcHe, IOBpPBbillaHe, NUapud, Obp3a 3aryba Ha Terno, NakTaTHa aluo03a (BKTe ,,PHCK OT
JIAKTATHA alMA034™ No-10.Iy) HIH KeToauuaosa. Ketoaumaozata € ChCTOAHEE, TIPH KOETO
BEILECTBATA, HAPEYEHH ,,KETOHHH TeNa™, ce HATPYTRAT B KPHRTA H TOBA MOKE 1a JIOBeIe A0
nuaberna npexkoma. CUMITOMETE BKITFOUBAT GONKH B CTOMAXa, YUECTEHO H THIG0KO JHIIAHE,
CBHHJIMBOCT WM HeoOMHaeH MNoAOB apoMaT Ha IbXa Bu;

- aKo HMaTe TeXKa UH(EKLHS WK cTe 00e3BOIHEHH;

- axo me By npapsar peHTreHoBa CHHMKA, 33 KOATO € He06X0auMo Na Bi umxkexTupar
KOHTpacTHO BemecTBO. Tpsabea aa ciipete aa npueMate Merdopmaxe XR Kombu no Bpeme Ha
PEHTreHOBOTO H3CICABAHE W 2 HITH NTOBeYe JHH cJlefl TOBA, Kakto Bu e mpeanucan Bammsr
AeKap, B 3aBHCHMOCT OT TOBa Kak paboTaT Bammure 610penu;

- aKO HACKOPO CTe TMIOMYYHIH ChpAcYeH HHQApKT WIH HMaTe TEXKKH HHUPKYIaTOpHH mpobnems,
KaTo ,,lIOK" MITH TIPOGJIEMH ¢ THINAHETO;

- aKo MMAaTe MEPHOAPOSHH MPOBIeMH;

- aKo TIHETE ANKOXOJ B TONEMH KONHYECTBA (BCEKH JIEH WM CaMO OT BPDEME HA BpeMe);

- aKo KBPMHTE,

He npuemaiite Merdopmaxe XR Kombu, ako Hewo ot u3bpoenuTe no-rope ¢e oTHacd 3a Bac u
roBopeTe ¢ Balums nexap 3a Apyrd Ha4HHH Ha NeyeHHe Ha Bauma muaber. AKo He CTe CHTYPHH B
Helllo, KOHCYNTHpaiiTe ce ¢ Bamma nexap, ¢papMaleBT WM MEIKHLIHHCKA CECTpa MpeH Aa TPHEMETES
Merdopmare XR Kombu.

IIpenynpexiuenns H npeana3EH MepKE
IIpy naupenTy, kouro npueMatr Metpopmake XR KomOw ca chobiapaHH clydan Ha Bb3NATCHHE HA
naHkKpeaca (TAHKpeaTHT) (BIDKTE TOHKA 4).

AKO NOJIy4dHTe MEXYPHU IO KOXKATA, TOBA MOXKE [a € TPH3HAK Ha ChCTOAHHE, HApeueHo Oyao3eH
nemduronn. Bammar nexap Moxe xa Bu nocseeTra na capete npHema Ha Merdopmake XR Kombu.

PrcK OT JAKTATHA aNHA03A
Merdopmaxe XR Kombu Moxe fa mpequ3BHKa MHOTO pAIKa, HO MHOTO CEPHO3HA HeXKeNaHa peakilya,

HApe4eHa JIAKTATHA allAo03a, ocobeHo ako 6wbpenTe Bu He GYHKIIHOHHPAT HIPaBHIHO. PUCKET OT
pa3BHTHE Ha JIAKTATHA aIH03a Ce YBeNWYaRa ChIIO U IIPH HEKOHTPOMHPaH IHA0ET, TeKKH HHDSKIHH,
NPOABDKHTENHO [NAyBAHE HITH TIPHEM Ha aNKoXol, 00e3BOAHABAHE (BHXKTE OIle HHHOPMaLMs [10-
ROMy), YepHOoApoOHH NMPoONeMH H BCAKAKBH CHCTOAHHA, MPH KOMTO 9ACT OT OPTraHH3IMa HMA HAMAJICHO
cHaOAABAHE C KHCIOPOA (KATO TIPH OCTPO NMPOTHYALIO TEKKO 3a00NABAHE HA CHPLETO).

AKo HAKOE OT H3GPOEHHTE NO-TOpe ce OTHACA 3a Bac, rosopere ¢ Baiuus nekap 3a 1OMuIHHTENTHH
yKa3aHHs.

Cnpere npueMa Ba MeTdopmare XR Kom0n 3a kparnk nepuoj 0T BpeMe, AKo HMATe

3a00/19BaHE, KOCTO MOKe 13 ObJe cBLP3aHO ¢ 00e3BoanABaHe (FHAYNTE THA 3ary0a Ha TEJIECHH
TEUHOCTH) KATO TEXKKO NOBPHIIaHe, THApPUA, TPECKA, UANAraHe Ha TOWIMHA WIH aKO IHETE,
TEYHOCTH 0T HOpManHoTo. ['oBopete ¢ Bawna nexap 3a JOMBIHUTENHH YKa3aHHA.

Cnperte npHema na Merdopmaxe XR KomOH u He3206aBHO ce CBHPKETE € JIEKA
6M3KaTa GONHHLA, AKO BMATE HAKOH OT CHMITOMHTE HA JAKTATHA 3MHA033,
CHCTOAHHE MOXKe Jla AOBEE A0 KOMA.

CuMnTOMUTE Ha IAKTaTHA AlMA03a BKJIIOYBAT:
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- MOBPERIUIAHE;

- Gonku B cTomMaxa (KopeMHuH O0NKH);

- MYCKYJIHH KPaMIIH;

- 00O ycelnane 3a HEPA3NONOKEHKE, IPUAPYKEHO ¢bC CIHA YMOpa;
- 38TPYAHEHO QHILIAHE;

- IOHKXKEHA TENECHA TEMIIEPATYPA H CHPACYEH PHTEM.

JlakTarHaTa aupA03a € CHCTOAHHE, M3HCKBAILO CHCLIHA METHIIHACKA IIOMOLT M TPLOBa Mla ce JIeKyBa B
OoHMLE.

I'oBopere ¢ Bamimsa siexkap WM ¢apmanerT npeau aa npueMere Merdopmake XR Kombu:

- aKoO UMAaTe WIH cTe¢ UManH 3abonsBaHe HA NaHKpeaca (KaTo NaHKpeaTHT),

- aKkO MMAaTe HJIH CTE HMaTH KAMBHH B AUTBYHHA MEXYP, AMTKOXO0IHA 3aBHCHMOCT HITH MHOTO
BHCOKH HHBa Ha TPHMITIHIEPHAH (R MasHHHH) B KpbBTa. Teau 3a00/I9BaHIA MOTAT Ja MOBHIIAT
EEPOATHOCTTA A4 MOJTyYHTe NaHKPEATHT (BIUKTE TOUKa 4).

- ako MMare Auabet THI | - IOHAKOTa C¢ HApH4a HHCYJIHHO-3aBHCHM MHAleT;

- aKo HMAaTe WiH cTe MMaIH aiepruyHa peakiys KbM CHTArTHITHE, MET)OPMHH HITH
Merdopmakc XR Kombu (Buxte TOuKa 4);

- aKko NpueMare cympaHWIypeiiHO NPOU3BOAHO MITH MHCYNUH {aHTHAHAOETHH JIEKapCTBa) 2a€/IHO
¢ Merdopmake XR Kombw, ThH kaT0o HMBaTa Ha KpbBHaTa BH 3axap Morar fa criaaHaTt ¥ 1a
CTAHAT HUCKHU (XUTIOrIuKeMusn ). BawmaT nexap MOXe Aa HaManu 503aTa Ha cynfanmnypeiinoTo
TPOHU3BOJHO WIH HHCYIMHA.

Ako By ce nanara ia npeTbpiuTe CEPHO3HA onepalus, TpAGEa 3aHILKUTENHO fia cTipeTe pUeMa Ha
Metdopmake XR KomOH 10 BpeMe Ha M H3BECTHO BpeMe clied npollefypara. Bamsar nexap me
peld kora TpaGBa Aa crpere H KOra Ja Br3obHOBHTe JeueHHeTo ¢ Metdopmake XR Kombu.

AKO He cTe CHrypHH, JaJIH HELO OT H30pOeHHUTE 110-rope ¢e oTHacA 3a Bac, nonuraiite Bamus nexap
unu gapMaueeT Openn a2 opueMere Merdiopmake XR KomGu.

ITo Bpeme Ha nedenneTo ¢ Merdopmake XR Kombu BawusaT nekap me npoeepasa 6s6peunara Bu
GYHKIMA MOHe BEAHDBAK FOAHIITHO WM N0-YECTO, aKO CTe B CTap4ecKa BE3PacT W/HIH aKo HMaTe
Bromena OsOpeyuHa QyHKIHA.

Jeua n WwHOMIHK

Hena u roHoum 1101 18 roaHHH He TpAGBA Aa H3NON3BAT TOBA JiekapcTo. TO He € eheKTHRHO NpH
JeLia H IOHOIIH Ha Bb3pacT MexTy 10 1 17 roqunn. He e u3BecTHO fanH ToBa IEKapcTBO € GE30MacHo
H edeKTHRHO, KOTATO Ce H3MOJI3BA NP LA Ha BE2PacT mof 10 roguHy,

Apyrn nexapcrBa B MeTtdopmaxe XR Komon

Axo TpgOra fa Bu ce NOCTaRM MEKEXTMS ¢ KOHTPACTHO BETIECTBO, ChABPIKALLO oA, B
KpEBoOOpallieHHeTo, HaNpHMeEp NPH PEHTIEH Hu CKeHep, Tpabea Aa crpere npuema Ha Merdopmaxc
XR Kombu nipet HiTH 10 BpeMe Ha HIDKeKUMATa. Bammar nekap wie peiis kora TpaOea j1a cnipete 0
KOra 1a Bbp300HOBHTE NgueHneTo ¢ Merdopmake XR Kombu.

Tpatea na xaxere Ha Baluus nekap WiH apMareBT, ako TIpHeMaTe, HACKOPO CTe NPHEMAITH HITH €
BB3MOJKHO Jla pHeMare APYrH JickapcTea. Moxke a ce HAMOKM NM0-9ECTO Aa ce H3CAeABa [IIOK03aTa B
KpBBTa M (PyHKUHOHHpaHeTo Ha GrOperyTe WM Baummar sekap Mojke 1a KOPHIHpA 103a1a Ha
Merdopmakc XR Kom6bu. H3kmoUHTeHO BKHO € 13 CIOMEHETE CIIEIHOTO:

. JIeKapcTea (KOMTO ce MPHEMAT Mpe3 yCTaTa, HHXaaaTOPHO HITH HIDKEKIHOHHO),
JIeYeHHE HA BB3NaIMTETHH 3a0014BaHHA KaTO aCTMA B ApTPHT (KOPTHKOCTEP),
NIeKapcTBa, KOUTO YBEJIHYABAT OTASNAHETO HA YPUHA {AHYPETHLH);

. JEKApCTBa, U3ION3RAHH 3a JiedeHHe Ha Oonka u re3naneHue (HCTIBC u C
kaTto uoynpoteH i LenekokcHtb);

. Onpe/Ie/ICHH JIeKapCTaa 3a JICUEHHE Ha BHCOKO KphBHO HamAraHe (ACE-n
aHrHoreHsiH I peaenTopHu aHTArOHHCTH);
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cneLuYHH JIEKapCTBa 3a iedeHHe Ha GpoHXHanHa acTMa (6eTa-CHMIIATHKOMHMETHIIM);
Hon-KOHTPACTHH Bell(eCTEa MIH JIEKapCTRA, ChIBPXKAIIH ATKOXO;

onpeAencHH NeKapcTRa, WANON3BAHH 33 eUueHre Ha CTOMaliH NpobieMy KaTO IIMETHANE;
paHOna3HH, JeKapcTBO, H3NOM3BAHO 34 JIeYeHHe Ha CTeHOKAPIHS;

JOITyTETPaBHD, NEKAPCTEO, H3TION3BaHO 32 NeucHue Ha HIV undexums;

BAHAETaHHUO, IeKapCTBO, HIMOA3BAHO 34 IeUeHHe Ha crelidudeH BH paK Ha IHHTORHIHATA
JUie3a (Medynapes KapuMHOM Ha NIMTORBMIHATA JKIIE34);

. OUTOKCHH (33 IeueHHE Ha HETIPaBUIIEH CHPICUEH PHTBM U APYTH ChpJeyHH Npobaemu). Moxe
Ia ce HAJIOXKH Aa ce TTPOBEPH HHBOTO HA THTOKCHH B KPLBTA Bl, ako ro npuemare
eqHoBpeMeHHo ¢ Metdopmake XR Kom6h.

Metdopmare XR Komdn ¢ ankoxon

H36sarsaiite npekomepHaTa yiiorpeba Ha ankoxol no BpeMe Ha nprema Ha Merdopmakc XR Kombw,
THH KaTo TOBa MOXKE [1a YBEIIHYH PHCKA OT M0ABA HA JTAKTaTHA aliIo3a {BHKTE TOUKA
LHIIpeaynpexkIeHus | MpeANa3H MEpKH).

BpemennocT A KLpMene

Ako cTe OpeMEHHA HITH KEPMHTE, CMATATE, e MOKe Ja cTe OpeMeHHa WIH IUTaHHpaTe OpeMeHHOCT,
nochBeTBaiiTe ce ¢ Bamud nekap wid (fapManerT npean ynoTpelaTa Ha ToBa nexapetso. He rpatea
Nla MpHEMATe TOBa JASKapCTRO 10 BpeMe Ha OpeMEHHOCT WIIH axo KbpMuTe. BipkTe Touka 2 He
npuemaiite Methopmakce XR Kombu.

Nlodupane u paboTa ¢ MATIHHH

Tora nexapcTeo He MOBIUABA WM MOBTHABA NpeHeOpexxumo CTIocOGHOCTTa 34 wodHpaHe i pabora ¢
MalIHHH. BROpeks Toa ca choOIABAHE CTy4aH Ha 3aMaifBaHe H CHLHIHBOCT ChC CHTATJIHITTHH, KOETO
Mo7Ke Jia HOBIMAe crnocofHocTTa B 32 modupane niy paboTa ¢ MalIHHH.

[IpneMET Ha TOBA JIEKAPCTEO B KOMOHHALIHA ¢ 1€KapCTRA, HAPEUEHH Cy I(haHHITypeHHH NPOH3EOAHH
WM HHCYJIHH, MOXKE 1a MPHYHHK XUTIOTIHKeMHIS, KOATO Moxe Ja rnoendge Bawara cnoco6HocT na
wotupare WIH padoTHTe ¢ MATHHH, HH Ia paboTuTe He3 CHrypHa omopa.

Met¢dopmaxe XR KomGH cbabpika HaTpHii

Tosa nexkapcTBo ChIBpka No-Manko oT 1 mmol Hatpwii (23 mg) Ha TabneTka, T.¢. MOXKE Jla ce KakKe,
Y& NPaKTHYECKH HEe ChIBPKa HATPHIA.

3. Kaxk na npremate Metdopmake XR Komon

BuHaru npueMaiTe ToBa JIEKAPCTBO TOUHO KakTo BH e kazan Bamiusr nekap. Ako HE CTe CHIYPHH B
Hell[o, NonuraiTe Baims nexap wnn dapmauert. Bawust nexap e Bu kaxe mo kolko Tabnerke ot
Merdopmare XR KomOu 1a npuemare H kora Tpa6Ba na ru IipHeMare.

MakcHManHaTa AHEBHA /1033 € 100 MumnrpaMa cuTarnunTHe H 2000 MiMrpamMa METPOpMHH.

o nprauwn TpsORa na npueMare TabJICTKHTE BEAHBXK Ha JICH, ¢ BEHEPHOTO XpaHEHE.

B yskon cayuau, Bammsr nexap Moxe na Bu npenopbya na npHeMare TabIeTKWTE 1Ba ETH AHEBHO .

Bunaru npuemaiite TabneTkHTe ¢ XpaHa, 33 Ja HAMAITHTE PHCKA OT CTOMAUIHO HEpa3NOAMKEH

TabneTkuTe ce NIOrnellaT LICJIH ¢ Yyallia Boaa | HE C€ JbBYAT.
Bamusar JIEKap MOXE Ja ITOBHIIIH J03aTa BH, 3a ta KOHTponrpa KpbBHaTa Bus

Axo WMate HamaneHa 6aOpeyHa QyHkums, Bamdar tekap moxe Aa B npemmum
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[To ppeme Ha NeueHHe ¢ TORA ICKAPCTRO TPAOBRA I3 NPONBHIIKUTE A2 CNAa3BaTe AMETATa, MpenopbiaHa
oT Bamnus nekap ¥ ja RHUMaBaTe NPHEMBT Ha BLIVIEXHIPATH 12 © paRHOMEPHO pasnpeNe/icH npes
IeHd.

Manko BEpOSTHO € TOBA JIEKAPCTBO CAMOCTOATENHO A3 NPHYHHA HeoOHYAHO HHCKH HHEBA Ha
KpLBHATA 3axap (Xurnorimkemud). Korato ToBa NexkapeTeo ce W3NOM3BA Che CyadaHuTypeiitm
JIEKApCTBa WTH ¢ HHCYJIHH, HHBATa HA KPBBHATA 3aXap MOXe Ja CTaHaT MHOTO HHCKH H Baumuar nexap
MO3Ke Ja HaMAalTH A03aTa Ha cyndanunypeHHOTO NPOH3BOAHO WIH HHCYJIHH.

AKo cTe IpHeJIA NOBe4e OT neobxoxEmaTa fo3a Metdopmake XR Kombn

AKO cTe MPHEITH ToBede OT MmpeanKcaHaTa o3a oT TOBa JIeKapcTBO, He3abaBHO ysenomere Bawms
nexap. Otupere B 601HMIA, aKO NOMYYHTE CHMITTOMH HAa JIAKTATHA alM103a KAaTO YCeIlaHe 3a CTyH
WM JACKOMGbOpPT, CHIIHO raneHe win MOBpbane, 60lka B cTOMaxa, HeobicHuMa 3aryba Ha Tervo,
MYCKYJIHH KPaMIli HIIH YYecTeHO JUiIaHe (BHKTe TouKa ,,JIpesynpexneHus v npeanazHH MepKU™).

AKro cTe nponycnaan aa npuemetre Mergopmare XR Kombn

AKo cTe NpomycHAITH 1033, B3eMeTe 4 BeHAra IIOM ce ceTHTe. AKO HE C€ CETHTE NpeIH a HACThOH
BpeMe 3a CIeABailaTa 034, NPolycHeTe 3adpaBeHaTa 103a H ¢e BbPHETE KEM peIOBHATA CXeMA Ha
npuem. He Baemaiite aroiiHa 103a, 3a A2 KOMIIEHCHpaTe NPOMycHATaTa J03a.

Axko cTe cnpean npHeMa Ha Merdopmake XR Kombn

Ipoapmkaeaiite na npHeMaTe TOBA NEKapCTBO TONKOBA ABATO, KONKoTo BH e npeanucan Bamuar
neKap, 3a Aa MOKe 1a NPOJbJDKHTE Na KOHTpOIUpare CEoATa kpbeHa 3axap. He Tpabpa na cnmpare
npuemMa Ha TOBA JIEKApCTBO, Ge3 nypBOHAYANHO Ja c& KoHcynTHparte ¢ Baiing nekap. Axo cnipere
npuema Ha Merdopmake XR Kom6u, Bainata kpbBHa 3axap MOXE JIa ¢€ TOBHIIH OTHOBO.

AKo EMaTe HAKAKBH JONBJIHUTENHH BBIPOCH, CBBpP3aHH ¢ YIIOTpeDaTa Ha TOBA JIEKAPCTBO, NOMMTANTE
Bartons nexap uin (apMaliesr.

4, BB3MOMKHH HeXKeIaHH peaknun

Kaxro BcHukn NECKapCTRAa, TOBA JICKAPCTBO MOXKE [1a [IPESAH3BHKA HEXKCTAHH PCAKIHH, BBIIPCKH YC HE
BCCKH IH MOIY4YaBa.

ITPEKPATETE npuema Ha Metdopmake XR KomOu u HezabapHO ce cBBpxkeTe ¢ Bamug nekap, ako

za6eneKMTE HAKOU OT CJIGIHHUTE CEPUO3HH HEKENAHH PeaKiluu:

. CWIHA H ocTosHHA Golka B kopeMa (B 0671acTTa Ha cToMaxa), KOATO MOKe Jia cTHra 1o repba,
¢bC WM §€3 raieHe U NORPLIUAHE, THH KAaTO TOBA MOKe /1a Ca MPU3HALIK Ha BL3NANEH MaHKpeac
{maHKpeaTHT).

Merdopmake XR KoMOBu Moske 1a npeau3BriKa MHoro paaka (Moxe aa 3acerHe ao 1 va 10 000
JAYLIH), HO MHOTO CEPHO3HA HEXENaHA PEaKiMa, HapevyeHa JJAKTaTHa alua03a (BHKTE TOYKA

LI IpemynpexaeHus 1 npeanasHy Mepku™). AKo TOBa ce CITyuH, TpAGBa 3aTB/KHTENHO Ja cipeTe
npaema Ha Metgopmake XR Kombn n He3a0aBRO Aa ce cRBPKeTE € JIeKaD HJIH ¢ Hal-OiH3KkaTa
GosnAna, THil KATO JIAKTaTHATA aLKM032 MOXKE 3 AOBEE MO KOMA.

AKO IONYYHTE CEpUO3HA AEPrHYHA PeaklHs (C HEH3BECTHA 9€CTOTA, ThiH KATO OT HANHYHHTE JaHHH
He MOe Jla Oblie HanpaBeHa OLEHKA Ha YeCTOTarTa), BKIIOUHTENTHO O0pHB, YPTHKApHA, MEXYPH NO

HAKOM MALMEHTH, KOHTO NPHEMAT MET(OPMHH, NMOJTYYABAT C/ICITHHTE HEXKeIaHH e
n00asAHE HA CHTATJIMIITHH:
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Yecru (MoraT Aa 3acerdar Ao 1 Ha 10 aymn): Hucka KpBBHA 3aXap, rageHe, OAyBaHe Ha KopeMa,
MIOBPBIAHE,
Hewectu (Morat na 3acerHat o 1 Ha 100 xymm): 6ommka B cTOMaxa, [MapHs, 3aNeK, CbHAHBOCT.

HskoH naumeHTH HOMYYaBaT JHapus, rafcHe, NOAYBaKRe Ha KOopeMa, 3aneK, 6olka 8 cToMaXa WK
MOBEPBINaHe, KOTAaTo 3aM0vHAT Ja NPHEMaT KOMOWHAITHATA CHTAIIMOTHH H MEeTQOpPMHH (decToTara e
»HECTH™).

Hsxou naupeHTH Moy4aBaT CIGAHNTE HEXETaHH PeakLHy JOKATO MPHEMaT TORA JIEKApCTBO Che
cynbasutypeHHO NpOW3BOAHO KATO TIIHMEMHpPHN:

MHoro uecTh (MoraT ja 3acerHaT moseve oT | Ha 10 AyIIH): HUCKH HUMBA HA KPBBHATA 3aXap.
YecTn: samnek.

HsikoH nauMeHTH Mo Ty4aBaT CAeqHHTE HeXeTaHH PeaklMi JOKATO MPHEMAT TOBA JIEKEPCTRO B
KOMOHHALIHS ¢ IHOrINTA30H:
YecTH: moayBaHe Ha pbLETE WIH KpaKaTa

Hskou naumenTy nonyyaBat ceXHUTE HOKETAHH PEaKIii, A0KATO TIPHEMAT TOBA JIEKApCTBO B
KOMOMHaI}sA ¢ MHCYITHH:

MHoro vecTH: HHCKH HHBA Ha KpBBHATA 3axap.

Heuectu: cyxora B ycrara, masoboaue.

HsikoH nanMeHTH ca NOJTYYHIIH ClIeAHHTE HesKeNaHH PeakiyH 0 BpeMe Ha KIMHUYHH [IPOY4YBaHuA,
JIOKATO ca NPHEMATH CHTATTIHITTEH CAMOCTOSTEMHO (€THO OT NekapcTeara B Metdopmarce XR
Kom61u), unu ca H3non3paid B nepvo/ia clef pa3pelllaBaHe 3a ynoTpeba KoMOHHAUMATa
CHTTOJTHITHH/MET(HOPMHH MTH CHTATTIHITTHH CAMOCTOATEIHO, HITH 38€HO ¢ IPYTH aHTHAHAGECTHH
nexapcrTea:

YecTH: HHCKH HHBA HAa KPbBHATA 3aXap, raBobonue, HH(pexIHs Ha TOpHHTE JMXaTelTHH [TBTHINA,
3amyllieH WK Teuall HOC U BB3NANCHO I'bPIo, 0CTE0apTPHT, 00JIKa B PLLUETE HITH KpaKaTa.

HeuecTn: 3amalirane, 3anek, cbpbesx.

Penxu: namanen Spodi TpomMBoLmTH.

C HemapecTHa YecTora: Npobaemu ¢ OBOpeLmTe (MoHsAKOra HATTATAlY JHAJIM3A), TOBPBILAHE, CTABHA
6onka, MyckynHa 6oska, 60ska B repba, HHTepcTHLMANHa GenonpobHa fonect, GynozeH neMdpHrona
(BUA MeXypH TIO KOXKATa).

Hskou nmanMeHTH nony4apar cIeAHUTE HexKenaHH peakuHH JOKATO npieMaT MeThOpMHH
CaMOCTOSTENHO!

MHoro vecTH: rafeHe, NoBpbIIaHe, AHApHs, 60IKa B CTOMAaxa H 3aryba Ha aneTHT, Te3H CHMITOMH
MOX€E Ja ce MOABAT MpH 3alouBaHe Ha fpieMa Ha MeTHOpMHH M 0OHKHOBEHO OT3BYYARAaT.

HecTH: METAJICH BKYC.

MHoro peaxy: HaManeHH HUBa Ha BUTaMuH B12, xenatur (npobnem ¢ yepHus Apol), KONPHBHA
TpecKa, 3adepBsiBaHe HA KoxaTa (O0pHE) uiu cepbex.

Crofmanane Ba HeXKEJIAHH PEAKIINH

AKO NoNy4HTe HAKAKBY HEKENIAHU IEKAPCTBEHH PEaKLuy, yBeaoMeTe Bamus nexap wii dapMaresT.
ToBa BKIIOURa BCHYKH BE3MOMKHH HEOITHCAHH B TA3HM JTMCTOBKA HEXENAHH peakuuy. MoxeTe Cho aa
ChOOLIMTE HEXKETAHH PeaKLUMK OHPEKTHO Ype3 M3anbaHuTenHa areHIms o JIekapeTeata, yi. . Jlamas
I'pyes” Ne 8, 1303 Codmua, Ten.: +359 2 8903417, yeGceaiir: www.bda.beg. Kato crobinarare
HEXKeNaHH peakiii, MOXKeTe A2 JafieTe CBOA NPMHOC 33 TIOyYaBaHe Ha [OBReve HHPOPMAIIKA OTHOCHO
6e30MmacHOCTTAa HA TOBA IEKAPCTRO.

5. Kak aa cnxpanasate Merdopmare XR Komon

Ja ce cvxpaHABa Ha MACTO, HEAOCTHIIHO 3a Aena.
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He m3nonseaiiTe TOBa JEKAPCTBO CIIEA CPOKA HA TOAHOCT, 0TOE/I3aH BEPXY ONHCTEpa ¥ KAPTOHEHATA
OTIAKOBKa ¢jiel ,, ] oneH ao:“. CpOXET Ha roAHOCT OTTOBaps Ha MOCIEAHHA ACH OT MOCOYCHHA Mecell.

Tosa JCKApCTBO He HIKCKBA CTICIHAIHA YCJIOBHA 34 ChXPaHEHHE.

He n3xpbpisiite nekapcTeara B KaHAH3ANUATA WIH B KOHTeHHepa 33 JOMAITHH OTIANBLM.
ITonwuraiite Bamna dapmManerT kak Aa W3XBBPIIATE IEKAPCTBATA, KOHTO BEUe HE H3TION3BaTe. Tezn
MEPKH IIE CrIOMOTHAT 32 ONAa3BaHe Ha OKOJIHATA Cpena.

6. CoabpxkanHe Ha OHAKOBKATA H AONBIHATEHA HHOpMaNHT

Kakgo cbpabpxa Metdopmare XR Komon
AXTHBHHTE BeIleCTBA ¢4 CHTAIHIITHH K METQPOPMHH

Metdopmarc XR KomOn 50 mg/500 mg: Bedka TabneTka ChIbpiKa CHTANTHIITHHOB XHIPOXAOPHT
MOHOXHJIpaT, eKBHBAICHTEH Ha 50 mg cuTarimuntud B 500 mg MeTdopMHHOB XHAPOXNOPHI.

MeTtdopmaxe XR Kombu 50 mg/1000 mg: Beaka TabneTka chbabpKa CUTATTHITTHHOR XUAPOXJIOPHI
MOHOXM/ipaT ekBHBaieHTeH Ha 50 mg curarunTiH 1 1000 mg MeTdopMHHOB XMAPOXIOPH,.

Met¢popmake XR Kombu 100 mg/1000 mg: Beaka Tabnerka chappia CHTaTTTHIITHHOB XHAPOXJIOPHA
MOHOXHApaT ekBuBaneHTeH Ha 100 mg curarnunmuy v 1000 mg MeTGOpMHHOB XHAPOXTIOPHA.

JpYyTHTE CheTaBKM Ca:

- MeThOPMHHOE CITOH ¢ YABDKEHO ocBOOOXKAaBaHe: XHITPOMEJI03a, MATHE3HER CTedpar

- CUTArTIMITHHOB CJIOH ¢ He3abaBHO ocBoOMKAABaHe: KANLIHEB XuaporeHtocdar,
MMKPOKPHCT&THA Ue/YJI03a, HATPHEB CTeapHI(yMapaT, KpOCKapMeno3a HaTpuii (BIDKTE pasien
2 “Merdopmarc XR KomOu cbabpka HaTpuii™).

- OcgeH ToBa QIIMOBaTa 0OBUBKA CHIBPXKA:

0 3a xoHueHTpalkH 100 mg/1000 mg 1 50 mg/500 mg: JacTHYHO XUAPONHIUPAH NOMH{RHHHIIOB
amkoxon), THTaHoB quokcun (E171), makporon 4000, Tank, sxenezeH okcu xwIT (E172),
4epBeH xenesex okenn (E172).

o 3a koHileHTpalma 50 mg/1000 mg: noMH({BUHIIOB aJIKOX0N), TUTaHOB AMOKcHT E171,
Makporoust 4000, Tank.

Kax n3raexaa Mergopmaxe XR KomGa H KAKBO CHABPKA 0OJAKOBKATA
Merdopmake XR Kombu 50 mg/500 mg: opatkeBu, NpogearosaTH, IBORHOM3NbKHANM, GHIMUpaHH
TabneTky ¢ pasMepu 17,2 mm/8.4 mm.

Merdopmare XR Kombu 50 mg/1000 mg: Heam, npoasnrosary, AB0HHOM3MBKHATH, (HIMHPaHH
Tabnerku ¢ pazmepu 22,2 mm/10,8 mm, ¢ BobOHaTO penedHo o3HaveHue “50” or enuaTa cTpaHa W
»1000“ ot npyrara crpana.

Metdopmake XR KomGu 100 mg/1000 mg: opatkeBy, IPOABITOBATH, NBOHHOM3ITBKHAMM,
dHIMHpanH TabneTKH ¢ pazMepH npubauzuTenHo 22,2 mm/10,8 mm, ¢ ByrsOHaro penedHo
oznayenue “100™ ot eanarta cTpana u ,,1000” ot apyrara cTpaHa.

Bnucrepn ¢ PVC-PVDC/amymunneBo donuo. Onakorkw ot 14, 28, 30, 56, 60, 98, 112, 180 unm
200 Tabnetku ¢ nsMeneHo oceroboxaaBaHe.

He Bcuuky BHAOBe OnakoBKH MOTaT J1a OBIAT MyCHATH HA MA3apa.

IlpuTexaTen HA pa3pemIeHHETO 33 ynorpeba
Tesa ®@apma EAJ]
ya. ,.Jlio6a Bemuukosa® 9, 1407 Codus,
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Bbrarapus

IIpon3eoauTenu:

Adamed Pharma S.A.

ul. Marszatka Jézefa Pitsudskiego 5

95-200 Pabianice
Tonwa

Merckle GmbH
Graf-Arco-Str. 3
89079 Ulm

['epmanns

Merckle GmbH

Ludwig-Merckle-Strasse 3

89143 Blaubeuren
[epManHua

ToBa nexaperso e paspemreHo 3a ynoTpe6a B IbpaaBATe YICHKH HA Esponeiickoro
AKOHOMHYECKO OPOCTPAHCTBO NOJ CJIeAHATE HMEHS!

[Toniua
ABcTpHa

bbarapus

Yewka penyGnuka
['epmaHua

Hcnanus
XbpBaTHa

Jokcembypr

[Mopryranus
CroBenus

Crosakus

lIaTa HA NOCAEIHO NpepA3rIaeksaHe HA JHCTOBKATA —

PL/H/0726/001-003/1B/002

Metformax SR Combi

Sitagliptin/Metformin-HCl ratiopharm 50 mg/300 mg Tabletten mit
verinderter Wirkstofffreisetzung

Sitagliptin/Metformin-HClI ratiopharm50 mg/1000 mg Tabletten mit
verdnderter Wirkstofffreisetzung

Sitagliptin/Metformin-HClI ratiopharm 100 mg/1000 mg Tabletten mit
verinderter Wirkstofffreisetzung

Merdopmaxe XR Kom6Gu 50 mg/500 mg TableTKH ¢ H3IMEHeHO
ocBobOXKAaBaHe

Metdopmake XR Kom6u 50 mg/1000 mg tabneTku ¢ u3Meneno
oceofomaarane

Metdopmake XR Kombu 100 mg/1000 mg TabieTku ¢ u3MeHeHo
oCcBRODOKaRaHe

Sitagliptin /Metformin XR Teva

Sitagliptin/Metformin-ratiopharm 50 mg/1000 mg Tabletten mit verinderter
Wirkstofffreisetzung

Sitagliptin/Metformin-ratiopharm 100 mg/1000 mg Tabletten mit
verinderterWirkstofffreisetzung

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 verinderter
Wirkstofffreisetzung

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




