JIncroBka: nndopmanus 3a nauHeHTa

Metdopmake XR Komou 50 mg/1000 mg Tab1eTKH ¢ H3MEHEHO 0cBODOKAABaHe
Metformax XR Combi 50 mg/1000 mg modified-release tablets

Merdopmake XR Komou 100 mg/1000 mg TabaeTkn ¢ H3MeHEeHO 0CBO0OKAaBaHe
Metformax XR Combi 100 mg/1000 mg modified-release tablets

CUTArJMNTHH/MEeT(HOPMHUHOB XHAPOXJIOPH]L
(sitagliptin/metformin hydrochloride)

[IpouyereTe BHHMATEJHO UAJIATA JIHCTOBKA, NIPE/H 1a 3aN04HeTE /1a MPHEeMAaTe TOBA JIEKaPCTBO,

ThH KATO T CbAbPAKA BakHa 3a Bac nndopmanus.

- 3anasere Ta3u JIUCTOBKA. MOJKe /1a ce HaJIOKH J1a sl Npo4YeTeTe OTHOBO.

- AKO MMaTe HAKAKBM JIOITbJIHUTEIHH BLIPOCH, NonuTaiite Baluus nekap, papMaleBT Wiu
Me/IMLIMHCKA cecTpa.

- ToBa nekapcTBO € npeanucaHo aM4HO Ha Bac. He ro npeorcTbnBaiite Ha apyru xopa. To moxke
Jla UM HaBpe/I4, He3aBUCUMO Y€ MPH3HALIMTE Ha TAXHOTO 3a0o0sisBaHe ca chlIUTe KaTto Baiwre.

- AKO MOJIyuyHuTe HAKAKBH HEXKEJIaHW peaklivH, yBeaomere Bawuus nekap, papmaueBT WiH
MEMLIMHCKA cecTpa. ToBa BKJIIOYBA M BCHYKH Bb3MOXKHH HEKEJIaHH PeaKLiMH, HEONTUCAHH B

Ta3Hu JIMCTOBKA. BWxxTe TOouKa 4.

KakBo ¢baABpkKa Ta3H JIHCTOBKA
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1. Kakso npeacraBiaaBa Mergpopmake XR KomOu 1 32 kKakBo ce H3noJizsa

Metdopmake XR KomOu cbabpika iBe pa3jiMuHH JIEKAPCTBA, HAPEYEHH CUTArJIMIITHH U MET()OPMHH.

& CHUTArJIMIITHH NPHHAUIEKHU KbM Kiac JiekapcTBa, HapeyeHH DPP-4 uuxuOuropu (aunenTuan
nenTtuaa3a-4 HHXHOMTOpPH)
° MeT(OPMHH C€ OTHACA KbM KJIAC JIEKApCTBA, HAPEUEHH OUIrBaAHHIH,

Te neficTBar 3aeHO, 3a 1@ KOHTPOJMPAT HHBOTO HA KPbBHATA 3aXap MNpH Bb3PaCTHH MALIMEHTH C
¢opma Ha nuabert, Hape4deH ,.3axapeH auader Tun 2%, Tosa ekapcTBO nomara Jia ce rnoByilaT HUBaTa
Ha MHCYJIMHA, NMPOU3BEXaH CJle]] XpaHeHe U HaMaJlgBa KOJIMYECTBOTO 3axap, NpoU3BeIeHO oT Bawus

OpPraHM3bM.

3aeIHO C IMeTa M YIPaKHEHHUs, TOBA JIEKApCTBO MoMara 3a noHHykasaHe Ha KpbBHaTa Bu 3axap. Tosa
JIEKapCTBO MOJKE J1a C€ M3M0JI3Ba CAMOCTOSATETHO MJIM C HAKOHM JIPYTH JieKapcTBa 3a JHadeT (MHCYJIHH,
CyJipaHUIIypes WU ITIUTa30H).

KakBo npeacrasnssa auadber tun 27
JlnaGet Tin 2 € ¢CbCTOAHHE, NMPH KOETO BalMAT OpraHu3bM HE NMPOU3BEXkAa 10CTaTbYHO HHCYJIUH, a

MPOM3BEKIAHUAT HHCYJIMH HE AeHCTBA Taka J100pe KakTo O TpsaOBaio. OCBEH TOB /,gpramrmm; Bu
MO2Ke CbIIIO J1a MPOU3BeXk1a TBbpAe MHOro 3axap. [1pu ToBa nosioxkeHue, 3axapT, rglékﬁ%)’ﬂe \~

HATpynBa B KpbBTa. TOBa MOXe J1a NPHYUHHU CEPHO3HU MEIHLIMHCKH NpodsieM Qﬁ)«c gzm HO ™, f .
& ‘ k"n ‘ \
3abonsBaHe, 6b0peuHo 3abonsiBaHe, ClIeNnoTa U aMIyTalus. ( = vy
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2. Kaxso TpatBa 1a 3usere, npean n1a npuemere Merdopmaxe XR Kombn

He npremaiite Merqumalcc XR Komban

- aKo CT€ aJIepruuHi KbM CUTATTIMIITHH WIIH meTOPMHH, WIH KbM HAKOS OT OCTAHANIUTE
ChCTABKH Ha TOBa JICKapCcTBO (M30poeHn B Touka 0);

- aKO HMaTe CWIHO HaManieHa ObOpeuHa QyHKUHS;

- AKO WMATe HEeKOHTpONHpPaH anabeT, HalipuMep C TeXKa XHIECPIIIMKEeMHs (BUCOKA KPbBHA 3axap),
rajeHe, NOBpbIaHe, NHapHs, 6bp3a 3aryba Ha Terno, NakTaTHa auKuao3a (Bwxre ,.Puck ot
naKTaTHa auMa03a“ no-a0ay) Win KETOALHAIO3a. Ketoarpnosara € ChbCTOAHHE, MIPU KOETO
BellleCTBaTa, HapeUeHH ,,KETOHHH Teja®, ce HaTPYTIBAT B KPBBTA M TOBa MOXKE a AOBEAE A0
auabeTHa npexoMa. CHMIITOMKHTE BKIIOYBAT OOJIKH B CTOMaXa, YUYE€CTEHO U ,umﬁoxo NHILaHe,
CBHH/IMBOCT WK HeoOHWUacH 1008 apOMAT Ha abXa By;

- aKO HMATE TeKKa HHPEKLHA HIHN cTe 00€3BONHEHH;

- aKo lle Bu npaBsAT peHTreHOBa CHUMKA, 338 KOATO € HeoOxoauMo na Bu umkekTHpar
KOHTPAacTHO BellecTBO. Tpabsa na cnpere na npuemare Mergpopmakc XR Kombu no speme Ha
PEHTTCHOBOTO M3CJieBaHE M 2 WIK NOBEYE JHH Clte] ToBa, KakTo Bu e npeanucan Bawusr

'JIEKap, B 3aBHCHMOCT OT ToBa Kak paborsat Baivre 61n0peiy;

- aKO HACKOPO CTe MOJIy4YHW/IH ChpAcUYeH HHPAPKT WIH HMaTe TeXKH UUPKYIaTOPHH NpodeMH,
KaTo ,,10K" WIH NpodIeMH C AHLIAHETO;

- aKo HMaTe YepHOaApoSHH nNpobnemMy;

- aK0 MHETE aNKOXO0/ B MOJIEMH KOMHYECTBa (BCEKH JIEH HITH CaMO OT BpeMe Ha Bpeme),

- aKO KbPMHTE.

He npuemaiite Merdopmake XR Kom6H, ako Hewro ot u3bpoenuTe no-rope ce oTHaca 3a Bac u
ropopeTe ¢ Baiuns nexap 3a Apyry HauMHK Ha nevyeHde Ha Bawna quaber. AKO He CTE CHIYPHH B
HEL0, KOHCYITHpaHTe ¢ce ¢ Bawms nexap, papMaleBT HIH MEAHLIHHCKA CECTpa NPEAH 1a MPHEMETS
Metrdopmake XR Kombn.

IIpeaynpexacans H NpeAUA3HH MEPKH
[Npu nauueHTH, kKouto npHeMaT Mergopmake XR KombH ca cbobliaBaHM CiTy4an Ha BL3NAJICHHE Ha
naHkpeaca (ITaHKpeaTHT) ( BIKTE TOukKa 4).

AKXO NONYYHTE MEXYPH MO KOXKATa, TOBA MOXKE /1a € [IPH3HAK Ha ChCTOSHHE, Hape4eHOo Oyno3eH
nemburoun. Bamuat nexap Moxe 1a By nocsBeTea aa cnpere npueMa Ha Mergopmake XR Kombu.

PRCK OT JIAKTATHS R1A1038
Merdopmakc XR KoMOu Moxke na npeu3BHKa MHOTO pAKa, HO MHOTO CEPHO3HA HEXKEJIaHA PeaKiind,

HapeueHa JIaKTaTHa alnao3a, ocobero ako 6vOpeumTe Bi He pyHKUHOHHMpAT NpaBUIHO. PUCKBT OT
pa3BHTHE Ha JIAKTATHA alli/103a Ce YBEJIHW4AaBa ChIllO ¥ MPHU HEKOHTPONAHpaH ANaOeT, TEKKH HHPEKLMH,
NPOAB/DKUTENTHO [J1aZlyBaHe WK NPHEM Ha aNkoxol, 0be3soiHABane (BIDKTE olte HHdopManua no-
N0JTY), YepHOAPOOHK NpodieMH M BCAKAKBH CHCTOAHMA, [PU KOUTO YacT OT OpraHH3IMa UMa HaMaJiEHo
cHaOasABaHe ¢ KHCIOpoA (KATO NPH OCTPO NPOTHYALLIO TEXKO 3abonsBaHe Ha CHPLETO).

AKO HAKOe OT H30poeHHTE 1O-rope ce oTHacA 3a Bac, rosopere ¢ Bauug nekap 3a ROIMTBAHUTENHH
yYKa3aHHA.

Cnpete npuema ua Merdopmake XR Komba 32 KpaThK nepHoa 0T BpeMe, AK0 HMATE
3abo01gBaHe, KOETO MOXKe 22 Obae cBBP32HO ¢ 00e3BoANABaBe (3HAUMTE/IHA 3ary0a Ha TeJIECHH
TEYHOCTH) KAaTO TEKKO MOBpPDbIIAHE, AHAPUA, TPECKA, H3NaraHe Ha TOTUIMHA WIH aKo MUETE NMOo-MAIKO
TEYHOCTH OT HOPMAaNHOTO. ["'oBopeTe ¢ Baluung nekap 3a NONMBIHHTEIHH YKa3aHHA.

Cnpete nprema Ba Merdopmaxe XR Kombn 1 ne3aGaBno ce cBBpieTe ¢
6an3KaTa 0oNHAKA, K0 HMATE HEKOH OT CHMIITOMATE HA JIAKTATHA Al
ChCTOAHHUE MOXE Ja T0BEAE 10 KOMa.

CHYMOTOMHTE Ha JIAKTaTHA aUHMA038 BKIIOYBAT:

. [NOBPbIIAHE;
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- Oonkd B ctomaxa (KOpeMHM DOJIKH);

- MYCKY/IHH KpaMIlu; |

- o010 ycellaHe 3a Hepas3nooKEHUE, NPUIAPYKEHO ChC CHIIHA YMOPa,
- 3aTPYAHEHO QHUIIAHE;

- NOHKKEHA TeJIeCHA TEMIMEPATYpa H ChpAeUEH PHTHM,

JlakTaTHaTa alMAo3a € CbCTOSHHE, H3HCKBALIO CnelliHa MeAULIHHCKa noMoll M TpsOBa Ja ce 1eKyBa B
OONMHHULIA.

I'osopeTe ¢ Bamins aexap ne3abaBHo 32 AONBLJIBHTE/IHE YKA3AHHSA

- aKO € YCTAHOBEHO, Y€ CTpajaTe OT HAcICACTBEHO NreHETUUYHO 3a00onsaBane, NOBIKABALIO
MHTOXOHAPUHUTE (KOMIMOHEHTHUTE, KOUTO IPOH3BEKAAT CHEPrUs B KISTKHTE), KATO CHHAPOM Ha
MHTOXOHJApHAIHA eHLedanonaTys ¢ 1akKTaTHa auua03a H HHcyaronoaoouu envzoan (MEJIAC
CHHAPOM) WIM HacJieACTBEH AHabeT U MTyXxoTa no Maiiurna nuHua (Maternal inherited diabetes

and deafness, MIDD).

- 4KO UMATE HAKOH OT Te3H CHMITTOMH CJi¢]] 3allOUBaHe Ha ieueHHe ¢ METQOPMUH: NpHNAabK,
HAMAa/IeHH NMO3HABATETHH CnocoOHOCTH, 3aTpyAHEHH ABHKEHHA Ha TAIOTO, CHMITTOMH,
MOKA3aTEeNHH 33 YBpeX/laHe Ha HepBHTE (Hanp. 00Nka WK W3TPBNBAHE), MHIPEHa H ITYXOTa.

[NoBopete ¢ Baius nekap win dapmalieBT npeau Aa npueMetre Mergopmaxe XR Kombu:

- aKo MMaTe WK CT¢ UMANH 3abonsraHe HA NAaHKpeaca (KaTo NaHKPEaTHT),

- akd UMaTe WK CT€ UMAITH KaMBbHH B MUTbUHHA MEXYP, AJIKOXOIHA 3aBHCHMOCT HIIM MHOTO

| BHCOKH HHBA HAa TPUTJIMLIEpUIM (BHI Ma3HUHH) B KpbBTA. Te3Hd 3a00n4BaHUA MOraT Aa MOBUILAT
BEPOSTHOCTTA /A MNOJTYMHTe NAHKPEaTHT (BHIKTE TOUKa 4).

- ako umaTe auaber THN | - MOHAKOra ce HapH4a HHCYAHHO-3aBUCHM aualer;

- aKO HMAaTe MJIH CTE UMAJTH aNepruvHa peakuMs KbM CHTATJIHITTHH, METQOPMHH HIIH
Metdopmake XR Kombu (BikTe Touka 4);

- ako npueMate cyndaHmyperHoO NpOU3BOIHO HITH HHCYITHH (aHTHAHAOETHH IEKapcTBa) 3a€IHO
¢ MerdopMakc XR KoMOH, THi KaTo HHBaTa HAa KPBLBHATa BH 3axap Morar Aa crajgHaTt 4 Aa
CTAHAT HUCKH (XHNOrnHuKeMHud). BallHaAT Jekap MOXKe 1a HAMaAIH [03aTa Ha CypaRKUTypeiftHOTO
IPOU3BOAHO WM UHCYIHHA.

Ako Bu ce Hanara Aa npeTbpnHvTe CEPHO3HA Onepaliud, TpAOBa 3aIL/KHTENHO Ja CIIpPETe NMpHeMa Ha
Merdopmakc XR KomOu no BpeMe Ha 1 M3BECTHO BpeMe cnex npoueayparta. Bauluar nekap e
pellld Kora TpaOpa Jia cnpere U Kora Ja Bb300HOBHTE NieueHueTo ¢ Merdopmake XR Kombn.

AKO He CTe CHI'YPHH, AAJIH HELO OT u30poeHuTe no-rope ce otHacq 3a Bac, nonuraifre Bawus nexap
win dapmalieBT npean aa npuemere Mergopmaxc XR KombOu.

[To speMe Ha JeuenreTo ¢ Merdopmaxe XR Kombu Bawpar nexap we nposepsisa 6x6peuHata Bu
(GbYHKLHA NOHE BEHDBK MOAUILIHO WIH [TO-YECTO, aKO CTE B CTaPYECKa Bb3PacT W/HIH aKO HMATE
BroieHa 6popeuHa GyHKLMS.

Jdeua A OHOIIH

Jleua m 1woHouH noa 18 romnHe He TpaGBa 1a M3MON3BAT TOBA JeKapcTBO. To He € e(peKTHBHO NpH
nella K FOHOLUH Ha BB3pacT Mexay 10 u 17 roauHH. He e H3BeCTHO Aand TOBA JIEKApCTBO € Oe30nacHo
M e(peKTHBHO, KOTaTo Ce H3MO0J3Ba NpH Jella Ha Bb3pacT noA 10 roauHy.

Hpyrs nexkapersa 1 Merdopmake XR Kombn
Axo TpabBa na Bu ce nocTaBy HHXKEKUHS ¢ KOHTPACTHO BELLIECTBO, CHABbPXKALIO KO, B
KpbBOOOpalLLleHHETO, HANPUMEDP MPH PEHTIeH WIN CKeHep, TpabBa aa cnpere npue
XR Kombn npeau nwiy nno ppeMe Ha HHXEKUHATA. BaluMAT JeKkap LWe pelly Kora
Kora Aa Bb30obHoBHTE NeueHHero ¢ Merdopmake XR KomOn.

Tpabea na xaxere Ha Bamua nekap win ¢papMaLeBT, aKO NPUEMATE, HACKOPO ¢
Bb3IMOIKHO 1a NTpHeMaTe JPyrH JekapcTa. Moxke 1a ce HATOXKH 110-4eCTo Aa Ce
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KpbBTa U pyHKLHOHHpaHeTO Ha 61L0peunTe uan Bammar nekap Moxe Aa KOpMrupa ao3arta Ha

Mergopmakc XR Kom6u. U3kmouMuTeTHO BAXKHO € Aa CIIOMEHETE CIAEAHOTO:

o nexkapcTBa (KOMTO € MIPHEMAT NPE3 YCTaTa, HHXAAaTOPHO WIH HIDKEKIIMOHHO), H3MOJ3BaHH 3a
NIeYCHUE Ha BH3NAIMTEIHH 3a00N9BaHUs KaTO aCTMa H apTPUT (KOPTHKOCTEPOHH);
NIEKapCTBa, KOHTO YBEJIHYABAT OT/ICNIAHETO HA YPUHA (IHYPETHLIN),

NeKapcTBa, M3NOA3BaHM 3a JeueHue Ha Oosika U Bp3nanenue (HCIIBC u COX-2 uuxubutopm,
Kato HbynpodeH » uenekokend);

* OnpeAeSieHH JIEKaApCTRA 33 JIEYEHHE Ha BUCOKO KPbLBHO HansraHe (ACE-uHXubutopH v

aHruoTeH3ud Il peLenTopHY aHTArOHHCTH),

crienndUUHK NexapcTea 3a JleueHHe Ha GpoHXHaNHa acTMa (6eTa-CHMNAaTHKOMHMETHLM);

HOI-KOHTPACTHHU BELLECTBA HIIH JIEKAapCTBa, ChAbPKALIK AJIKOXOJ,

OIpe/IeNeHH IEKapCTRa, H3NO/3BAHH 34 NIEYEHHE Ha CTOMALIHK NIPOONEMH KATO LIMMETHANH;

paHOAa3HH, IEKAPCTBO, U3MOJ3BAHO 34 JIEYEHHUE Ha CTEHOKapAus;

NOJTyTEFPaBHP, JICKAPCTBO, H3NON3BaHO 3a NeueHHe Ha HIV unpekuug;

BaHAeTaHHO, IEKapCTBO, H3MOA3BAHO 34 JICUEHHE HAa CneM(pUYCH BUA PAK HA LIKTOBHAHATA

*kJie3a (MeaynapeH KapLiHHOM Ha LIHTOBHAHATA XK/1€3a),

. OHMrOKCHH (32 NeueHne Ha HenpaBWieH CbpACYEH PHTHM H APYTrH CbpAeuHH rpobiemu). Moxke
Na ce HAJIOXKH Ja ce MpoBepH HHBOTO Ha AMTOKCHH B KpbBTa BH, ako ro npxemare
eauoBpeMeHHO ¢ Merdopmakc XR Kombw.

Merdopmaxe XR Kombu ¢ ankoxon
H3barealite npekoMepHaTa ynorpeba Ha ankoxon no apeme Ha npueMa Ha Merdopmake XR Kombu,
Thbii KATO TOBA MOXKE Aa YBEJIHYH PHCKA OT NMOABA HA JIAKTaTHa aluR03a (BHKTE TOUKA

L IpeaynpexIcHHA W NTPEaNna3Hy MEpKH™).

bpemennocT H KBpMene

AKO cTe OpeMEHHa MK KbDMHTE, CMATATE, Y€ MOXKE J1a cTe OpeMeHHa UM IU1aHupaTe OpeMEeHHOCT,
nocbBeTBaHTE ¢ ¢ Bawug nexap uam ¢papMauesT npeau ynorpedara Ha Toa nekapcteo. He Tpsbpa
Jia IPUEMATE TOBA JIEKAPCTBO MO BpEME Ha OpEeMEHHOCT HITH ako KbpMuTE. Bibkre Touka 2 He
npuemaiite Merdpopmaxe XR Komba.

llodnpane u paboTa ¢ MAIIAHA

Topa nekapcTBO HE NOBAKMABA HWIN NOBIHABA NIpeHEeOpexkuMO cnocodHOCTTA 32 wodupane U pabora ¢
MalUUHU. BbIipekH TOBa ca cboOlaBaHK ClIy4yad Ha 3aMaiBaHe H CHHIIMBOCT ChC CHTArJIMITHH, KOETO
MO>Ke Ja nopnamse cnocobHocTTa BH 3a wogupane nny pabora ¢ MallIMHH.

[IpeMBT Ha TOBA JIEKAPCTBO B KOMOWHALIHA € JIEKAPCTBA, HAPSUYCHH CYIQaHWTYpeiiHU NPOU3BOLHH
WJIH MHCYJIHH, MOX€E Ja MPHYHMHHA XKHIOTITHKEMHA, KOSTO MOXKe Aa noenuae Bainara cnocobHocT Aa

mogupaTe Win padoTHUTE C MAaLUMHH, WK Aa paboTHTe Oe3 curypHa onopa.

Metdopmaxe XR Kombn cuabpika HaTpHH
Toea nekapcTBo ChAbPkKA No-manko oT 1 mmol HaTpuit (23 mg) Ha Tabnerka, T.e. MOXe 21a CE Kaxe,
4y¢ NPAKTUYECKHU He ChABbPKA HATPHH.

3. Kak aa npuemate Metdpopmaxe XR KomOu
Bunaru npremaiite ToBa 1ekapcTBO TOUHO KakTO BH e xasan BaliuaT nekap. AKO He CT€ CUTyPHH B

Hello, nonuTaiTe Baluus nekap wiu gapmaiiest. Balunar aekap me Bu kaxe no KoAko TabneTku ot
Merdopmakc XR KomOun na npremare u kora Tpabsa aa ru npuemare.

MakcumanuaTa aHesHa no3sa ¢ 100 Mmunurpama cutarnuntvi ¥ 2000 Munaurpama M

[1o npuniMn TpadBa Aa npHemarte TabIeTKHTE BEAHBK HA JCH, C BG‘IEPHOTO XpaHe EREE T
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Bunarm npuemaitte TabieTKUTE ¢ XpaHa, 38 Ja HAMAJTKHTE PUCKA OT CTOMALIHO HEPa3TON0KEHHE.
TabneTkuTe ce MOriIbLUAT LIEJIH ¢ Yawa BOAA K He Ce IbBYAT.

BaiuaT nexap MOXe a NOBHIIHM A03aTa By, 3a 1a koHTponHpa KkpbBHaTa BH 3axap.

Axo umate HamaneHa Ov0Opeuna PpyHkuus, Bauuar nekap Moxe aa Br npeanMiue no-HUCKa n03a.

ITo BpeMe Ha JleueHHE C TOBA IEKAPCTBO TpAOBa 21a MPOABLIDKHTE Ja Cra3BaTe AMETaTa, IIpenopbryaHa
ot Bamms nekap 4 1a BHMMaBaTe NPHEMBT Ha BBIJIEXHAPATH @ € paBHOMEPHO paslipe/ienieH rpe3
JEHS.

Manko BepOATHO € TOBa JIEKaPCTBO CAMOCTOATENHO Aa NPHYHHU HEOOMUYaHHO HUCKM HUBA Ha
KpbBHaTA 3axap (xunornxkemus). Koraro Topa JiekapcTBO Ce U3NON3Ba Che cyNdaHwrypelinu
NEKAPCTBa WIH C WHCYJIRH, HUBATa HA KPBLBHATA 3aXap MOXE Aa CTAHAT MHOIO HUCKH H BawuusaT nekap
MOXKE Ja HAMAaJlH 03aTa Ha cyn(paHWTypeHHOTO MPOH3BOAHO KITH HHCYIIHH.

AKO cTe NpHEJH noBeve oT HeoOxoauMaTa A03a Merdopmaxke XR Kombn

AKO cTe npHenH noBeue OT NMPEeaNHCaHaTa /103a OT TOBa JIEKApCTBO, He3abaBHO yBeaoMere Baluns
nekap. Otuaere B 60MHKLA, aKO NOTYYHUTE CHMITTOMH Ha NAKTaTHa almua03a KaTo ycellaHe 3a CTy A
MK IHCKOoMGOPT, CHITHO rafieHe WiH NoBpbHlaHe, 60M1Ka B cToMaxa, HeobacHyMa 3aryba Ha Terno,
MYCKYJTHH Kpamnu WK YY4eCTEHO AulliaHe (BWKTE TouKa , JIpeaynpexneHns U npeanasHi MEpku™).

AKo cTe nponycHanu a1a npaemere Mergopmake XR Kombn

AKO cTe NPOITYCHAJIW 038, B3€METE 1 BEHAra LWOM CE CETHTE. AKO HE C€ CETUTE NpPeaH /a HaCThIH
BpeMe 3a ClieJBalliaTa J03a, NporycHeTe 3abpaBeRara 103a U C€ BbPHETE KbM PEAOBHATa CXEMa Ha
npueM. He p3emaiite neoiiHa qo3a, 32 Ja KOMIIEHCHpATE NPOITyCHATATa 1034,

Axo cre cnpean npaema Ha Merdopmake XR Kombn |
[TpoankaBaiTe Ja NpHeMaTe TOBa NEKAPCTBO TOJKOBaA AWIro, KOJKoTo Bu e npeanucan Bawwst
NieKap, 3a ia MOXe Aia MPOABLIDKHTE 1a KOHTPOJIUpaTe CBOATA KpbBHa 3axap. He TpabBa na cnupare
[pHemMa Ha TOBa JIEKapCTBO, 0€3 IMbPBOHAYAIHO A3 C€ KOHCY/ITHpaTe ¢ Baiing nekap. AKo cnpere
npuema Ha Metgopmake XR KombH, Balnata kphBHa 3axap Moxke a c€ MOBHILH OTHOBO.

AKO MMaTe HAKAKBH JOMTBJIHHTEIHH BEIPOCH, CBbP3aHH ¢ YHoTpebaTa Ha TOBa JIEKApCTBO, NMOMKUTARTE
Bauins nexap wnu ¢apMaueBT.

4. Bb3MOKHHE HeXKeIaHH peIKNHA

KakTo BCHUYKH NieKapCcTBa, TOBa JIEKAPCTBO MOXKE /18 MPEAN3BHKA HEXENAaHH peakLiMH, BLIPEKH 4e He
BCEKH I'H NMOJTyyaBa.

[TIPEKPATETE npuema Ha Merdopmake XR Kombu H He3zabaBHO ce cBbpxkeTe ¢ Bawms nekap, ako

3a0€/1e:)KUTE HAKOH OT CIEAHHUTE CEPUO3IHH HEKENAHH PEaKLHH:

. CHJIHA H NOCTOAHHA 00JIKa B KopeMa (B 001acTTa Ha cCTOMaxa), KOATO MOXKe Ja cTHra Ao ropda,
ChC WIH O€3 rajieHe M MOoBpLLIAHE, Thil KATO TOBA MOXKeE Jia ¢a MPHU3HALM Ha BL3MNMaleH NaHKpeac
(naHKpeaTHT).

IOyLIH), HO MHOTO CEPHO3HA HEXKenaHa peaKUHa, HapCUCHAa IaKTaTHa auuao3a (BY
S IpeaynpexaeHus ¥ npeanasHi Mepku“). Ako ToBa ce cnyus, Tpabpa 3aab/K

npreMa Ha Merdopmaxe XR KomGn u ne3abaBHO Aa ce CBBPXKETE ¢ JeKap HA
O0MHHIA, THH KATO JAKTATHATA aliMA03a MOXKE Ja A0BEAE A0 KOMa.
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AKO TIOJTyuHTE CEpHO3HA ANepPruvHa peakLys (C HEM3BECTHA YECTOTA, ThH KaTO OT HANTHYHHTE JaHHH
He MOX<e Jla OB/l HanpaBeHa OLICHKa Ha YeCTOTaTa), BKIIOYHTENHO OOPHB, YPTHKapHA, MEXYPH MO
KOXKaTa/H3/OLIBALIA CE KOXa M NOAYBaHe Ha JTHUETO, YCTHHTE, €3MKa U I'bP/IOTO, KOETO MOXE Ja
NPEAU3BHKA 3aTPYAHEHHE B AMILAHETO WIH I'bATAHETO, MPEKpaTETE NPHEMA Ha TOBA IEKAPCTBO K
BeJIHAra ce CBhpxKeTe ¢ Bawma nexap. Bamuat nexkap Moxke Aa By npeanuiue jiekapcTso 3a JI€UYEHHE
Ha afepriyHaTa peaxkius u Apyro, paviiyHo neKapcTso 3a Bainus nuaber.

Hskon nalHeHTH, XOMTO NpHeMaT MeTHOPMHH, NONYYABAT CIEAHHTE HEXKENAHH PEaKIHH cnel
noGaBsiHe Ha CHTArTTMITTHH:
YecTu (Morat aa 3acerHat 2o | Ha 10 qyinn): HUCKa KpBbBHa 3axap, rajicHe, NOJyBaHe Ha KOpeMa,

NOBPBIIAHE.
Heuectu (Morar aa 3acersaT qo 1 Ha 100 gywn): 6onka B ctoMaxa, auapui, 3afiex, CbHIMBOCT.

HsaxoM nanyeHTH NOJyyaBat AuUapud, rageHe, NoJAyBaHe Ha Kopema, 3amneK, 00JKka B cToMaxa WiH
NOBPBIIAHE, KOraTO 3aMOYHAT Aa MpHeMaT KOMOHHALIMATA CHTATMITTHH W METQOPMHH (UecToTaTa €

w4ECTH ).

Hsakon naneHTH NoiyyaBar CJICOHUTE HEXKeNaHd peakLMH JOKATO NPHEMAT TOBA JIEKapCTBO ChC
cyndaHWTypeHHO NPOH3IBOAHO KaTO IMTUMENHPHA.
M#oro 4yecTd (Morar Ja 3acerHar noseye or 1 Ha 10 qyuwin): HHICKM HHUBa Ha KpbBHATa 3axap.

YecTH: 3a11€K.

Hsaxou narneHTH NoMy4aBar CJICAHUTE HEXKENaHH peakLiMi JOKAaTO NPHEMaT TOBA NEKaApCTBO B
KOMOMHALIKA ¢ MHOTIHTA3OH:
YecTu: nogyBaHe Ha phLLUETE WIH KpaKaTa

Hsakon nanueHTH NnoJIyyapar CJICIHHATE HOKENAHH pCaKUHWH, JOKATO IIPHEMAT TOBa JICKapCTBO B

KOMOHHALMSA ¢ UHCYJIHH:
MHOro 4yecTH: HUICKH HHBA Ha KpbBHATA 3axap.

HeuecTH: cyxoTa B ycTara, rnasodolue.

Haxkoy nalMeHTH ca NOJYYWIH CNSIHUTE HEKENAHH PEaKLIMH N0 BPEME Ha KIMHHYHH NpOYyYBaHHUA,
NOKATO Ca MPHEMANH CHTArTHITTHH CAMOCTOSTENHO (€4HO OT JiekapcTBata B Merdgopmake XR
Kom0u), Hnu ca H3noa3Bainy B NepUOAa cliell paspeluaBaHe 3a ynoTpeda koMOunalumuaTa
CUTTONTMITTHH/MeT(OPMUH WK CHTACJTMNTHH CAMOCTOATEIHO, HIH 3aeAHO C APYIrH aHTHAKabeTHH
JICKapCTBA:

YecTH: HHCKH HHBA Ha KPBBHATA 3axap, rnaBobonne, HHPEKUMA Ha TOPHUTE AMXaTeNHH TbTHINA,
3anymeH WK Teyall HOC M Bb3MalleHO Ibpio, OCTE0apTPHT, H0MIKa B pbLETE WIH KpaKaTa.

Heuecty: 3aMaiiBaHe, 3anek, Cbpoex.

Penxu: namanen 6poil TpoMOOLIHTH.

C Hen3BecTHa yecToTa: npobneMH ¢ 6u6peuHTe (NOHAKOra HajJaraly QHanu3a), NOBpbUlaHe, CTaBHa
Oonka, MyckyaHa Gonka, 6onka B repba, uurepcTuuManHa 6enoapobra 6onect, 6ynoseH neMpuroun
(BH MEXYPH MO KOXKATA).

Hsaxon naineHTH NOTy4YaBaT CIEAHUTE HEXENaHH PEaKUHH JOKATO NMPHEMaT METQOPMHH

CAMOCTOATENTHO:
MHoro yecTH: raaeHe, nospuluane, Auapys, 6oaka B croMaxa M 3aryba Ha anetur, Te3n cCuMIToMu

MOJKe Jia CE€ NOABAT NMPH 3aMoYBaHe Ha MpUeMa Ha MeTGOPMHH H OOHKHOBEHO OT3BY4aBaT.
YecTH: MeTaleH BKYC, HaMaJleHH WIH HUCKK HHBa Ha BUTaMHH B12 B kKpbBaTa (CHMITTOMHKTE MOrar Aa
BK/IIOYBAT CHJIHA yMOpa (M3TOUIEHHE), Bb3MANEH K 3aYEPBEH €3HK (TTIOCHT), YCEIlaHe 38 UTIITHYKH NO
KoxKaTta (napecresud), HiM O6neaa WiH )XbjITa Koxka. BaluaT nekap Moxe Ja Hacpo Ag‘- ?ﬂﬁ QU

H3cneJBaHuA, 3a Aa pa3bepe npHuHHaTa 3a Bawnre cMMNTOMH, Thii KATO HAKOH O TaX MOMe-C1T '

ca MPpHYHHEHH OT AHabeT WIN a ca BCNEACTBUE HA APYTH, HECBBP3aHH C HEro 34p4so TN AN
npoOneMHu. z A Y é_ i
. L | % ]
MHoro peaxi: xenatiT (npobnem c yepHus apod), KONPHUBHA TPECKa, 3a4epBABY ‘Hﬁ);'
WM ChpOex. ya
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CrobmaBaHe HA HEXKEIAHH PeAKUHH

AKO Mo/TyyuTe HAKAKBH HEXKeJIaHH JIEKapCTBEHU peaKLuH, yBeAoMeTe Bausa nexap uiu gapmanesrT.
ToBa BKIIOYBA BCHUKH BL3MOXKHH HEOMHCAHH B Ta3H JIUCTOBKA HEXelaHHU peakuvH. Moxere chuio fa
chOOLIHTE HEXKENAHH PeakiiMH AUPEKTHO upe3 M3nbaHuTeNHa areHuus no JiekapcTeara, yi. ,.Jlaman
['pyes” Ne 8, 1303 Codus, ten.: +359 2 8903417, yebeaiir: www.bda.bg. Karo cvobitasare
HeXKeNlaHW peaKLHH, MOXKeTe /1a fajieTe CBOA NPHHOC 32 Moay4YaBaHe Ha noseve HHPopMaluMa OTHOCHO
0e30nacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak aa cuxpangsate Mergopmake XR Kombn
Jla ce CbXpaHABa Ha MACTO, HEAOCTBITHO 32 Aella.

He u3nonaeaitTe TOBa NEKAPCTBO CJICA CPOKA Ha NOQHOCT, 0TOensA3aH BupXy O/IMCTEpa B KAPTOHEHATa
ONnaKoBKa c¢nesl ,.['onen no:*“. CpoKsT Ha rOAHOCT OTTOBApPA HA AOCAEAHHUA A€H OT MOCOYEHUA MECELL.

Jla ce cpxpanasa noa 25°C.

He usxpbpngiiTe 1eKapcTBaTa B KAHAIM3AUHATA WIH B KOHTEHHepa 3a AOMAIIHHA OTNaAbLHK.
[Tonwuraiite Baiuna dapMalleBT Kak Aa H3XBBPAATE JIEKAPCTBATA, KOUTO Beue He H3nonspare. Tesu
MEpPKH I CIIOMOTHAT 3a ONna3BaHe Ha OKOJIHATa cpena.

6. CoabpxkaHHe HA ONAKOBKRTA H NONBLJIHHTEJIHA nﬂqmpuauaﬁ

Kaxso chabnpxa Mergpopmake XR Kombu
AKTHBHHTE BELIECTBA Ca CHTATJIMIITHH U METHOPMHH

MeTQJopMé.xc XR Kombn 50 mg/1000 mg: Beaka Tabnerka cxmﬁ}xa CHTATrIMIITUHOB XHJPOXJIOPH]
MOHOXHAPAT eKBUBaJeHTeH Ha 50 mg cutarnunTuH v 1000 mg MeThopMHHOB XUAPOXIIOPHUA.

Mergopmakc XR Kom6u 100 mg/1000 mg: Besaka TabneTka ChaAbpkKa CHTAIMHATHHOB XMAPOXJIOPHA
MOHOXHKApaT ekBHBaneHTeH Ha 100 mg curarnunmuH ¥ 1000 mg MeThopMHHOB XHAPOXIIOPHUA.

Jlpyrure cbCTABKH Ca:

- MET(POPMHUHOB CNIOH € YABIKEHO 0CBOOOMKAABAHE: XHITPOMENO3a, MArHE3WEB CTeapaT

- CHTArAMMTHHOB cJIoH ¢ He3abaBHO ocBoboKaaBaHe: Kanuues Xxuaporendocdar,
MHKPOKPHCTAJIHA 11eyJi03a, HaTpHEB cTeapuiipyMapar, KpoCKapMeno3a HaTpuii (BHXXTe pa3aen
2 “Metdopmakc XR Kombu cbabpaka HaTpuin”). |

- OcgeH ToBa puiMoBaTa 0OBUBKA ChAbPXKa:

o 3a kouHueHTpanua 100 mg/1000 mg: yacTHYHO XHAPOIH3HPAaH NONK(BHHKIIOB aJKOXO0J),
THTaHOB AKokcua (E171), makporon 4000, Tank, xene3eH okcHa XbiT (E172), uepsen
xeneszeH okeua (E172).

0 3a koHueHTpauua 50 mg/1000 mg: nonu{BUHWIOB aIKOX0), THTAHOB AuoKeua E171,
makporon 4000, Tank.

Kak n3rnexna Mergopmare XR KoM0OH B KaKBO cbIbLpKa OIAKOBKATA

Merdopmake XR Kom6u 50 mg/1000 mg: Geau, npoawnroBaty, ABOHHOM3MBKHARMH; -Q’W ,
Tabnetku ¢ pasvepn 22,2 mm/10,8 mm, ¢ BATEGHATO penedHO o3HaueHHe “SOAAy Bz 4

‘ | A
,»1000% or npyrara cTpaHa. AS A %ﬁw& \\ AN
._“? ¢ war i,,_“' 1 ‘: yh
g f W Wiy o Y p U
Metdopmakc XR Kombu 100 mg/1000 mg: opatbkeBH, NpoawirosaTH, ABORHGH! Wl‘ﬁ_‘ »
¢uiMupanu TabreTku ¢ pasmMepyn npubnuaurendo 22,2 mm/10,8 mm, ¢ BATVORR R DERSGMS /T
ozHaueHue “100” ot eanara ctpana v ,,1000” ot Apyrara cTpaHa. v {?N p ¢~%,
. M . . T L = .‘-?‘- ‘,“'
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Bauctepu ¢ PVC-PVDC/anymunueso donuno. Onakoskd ot 14, 28, 30, 56, 60, 98, 112, 180 nau
200 TabneTku ¢ H3MEHEHO OCBOOOXKAABAHE.

He BcHukH BHIOOBE ONAKOBKHA MOraT Aa ObaT IMyCHaTH Ha nasapa.

IlpuTexkares Ha pa3penieHHETO 3a ynorpeda
Tepa ®apma EA
ya. ,.Jlioba Bennukosa™ 9, 1407 Coduas,

bnarapus

IIpon3BOaAHTENH:

Adamed Pharma S.A.

ul. Marszatka Jézefa Pitsudskiego 5
95-200 Pabianice

[Tonwa

Merckle GmbH
~Qraf-Arco-Str. 3
89079 Ulm

["'epmanus

Merckle GmbH
Ludwig-Merckle-Strasse 3
89143 Blaubeuren

[ epmanus

ToBa JIEKAPCTBO € pa3pelleno 3a ynorpeda B IbpXaBuTe YieHkH Ha EBpone#ickoTo
HKOHOMHBYECKO NPOCTPAHCTBO NOA CICAHHTE HMEHA:

Monwa Metformax SR Combi

buarapus Merdopmake XR Kombu 50 mg/1000 mg Tabnetkun ¢ n3meHeHo
ocBoboxkaaBaHe
Metdopmake XR Kombu 100 mg/1000 mg Tabnetku ¢ usmeHeHo
oceobOXx/IaBaHE

['epMaHnd Sitagliptin/Metformin-ratiopharm 50 mg/1 000 mg Tabletten mit veréinderter

- Wirkstofffreisetzung

Sitagliptin/Metformin-ratiopharm 100 mg/1000 mg Tabletten mit verfinderter -
Wirkstoftfreisetzung

HcnaHus Estequen 50 mg/1000 mg comprimidos de liberacion modificada

Estequen 100 mg/1000 mg comprimidos de liberacion modificada
XbpBaTys Metformax Combi 50 mg/1000 mg tablete s prilagodenim oslobadanjem
[MopTryranus Simedur

JaTa HA NOCJIeAHO NMPePAa3TAeKIAHe HA JHCTOBKATA —




