JIncToBKA: HHPOPMAILIHA 32 NANHEHTA

Merdopmake KomOu S0 mg/850 mg puamupanu radierku
Metformax Combi 50 mg/850 mg film-coated tablets

Merdopmake Komou 50 mg/1 000 mg puamupann rabdjieTkn
Metformax Combi 50 mg/1 000 mg film-coated tablets

CUTArJMNTHH/MET(POPMUHOB XHIPOXJIOPH/IL
(sitagliptin/metformin hydrochloride)

IMpouereTe BHHMATE/IHO USAJIATA JIHCTOBKA, NPEIH 12 3aNI04YHeTE /1a NPHEMATe TOBA JIEKAPCTBO,

Thil KATO T CbAbPKA BakHa 3a Bac undopmanus.

- 3anasere Ta3u JUCTOBKA. MOXe a1a ce HaloXKH Ja 8 NpoYeTeTe OTHOBO.

- AKO UMaTe HAKAKBH JOITBJIHUTEJIHU BLIIPOCH, nonuTaiTe Bamwus nekap, papmaueBT i
MEIMLIMHCKA CeCcTpa.

- Tosa nekapcTBO € npeanucaHo JMYHO Ha Bac. He ro npeorcreneaiire Ha Apyry xopa. To moxe
J1a UM HaBpeJIM, HE3aBUCHMO Ye TIPU3HALIMTE HA TAXHOTO 3a00/1sBaHe ca chluTe Kato Bamwure.

- AKO TMOJIy4YHTe HAKAKBH HEXKeJlaHW peakiuu, yBeaomere Bawms nekap, papmauest uiu
MeMIIMHCKA cecTpa. ToBa BKJIKOYBA H BCHYKH Bb3MOJKHH HEXKEJJAHU PEaKLiMH, HEOTTUCAHH B

Ta3u JUcToBKa. Buxkre Touka 4.

KakBo ¢cbabpka Ta3H JIHCTOBKA MIMB/THHTENHA ATEHUMS ﬂﬂ NEXKAPCTBATA

————.-
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1. Kakso npeacrasassa Merdopmake KomOH 1 32 KaKBO ce H3M0J13Ba

Metdopmake KomOu cbabpka J1Be pa3jiMyHH JieKapcTBa, HAPEUEHH CUTArTTMNTHH H MET(HOPMHH.
CHUTAIJIMIITHH NPUHA/IJIEKH KbM KJlac iekapcTBa, HapeuyeHH DPP-4 unxuburopu (aunenTuamn
nenruaasa-4 HHXUOUTOPH)

MeT(hOPMHH Cce OTHACS KbM KJIac JIeKapcTBa, HapeueH! OUrBaHU/IH.

Te neiicTBaT 3ae/1HO, 3a 1a KOHTPOJIHMPAT HUBOTO HAa KPbBHATA 3aXap IMpH Bb3PaCcTHH INALHEHTH C
¢opma Ha nuabeT, HapeyeH .,3axapeH adaber Tun 2%, ToBa aekapcTBO nomara Jia ce noBuuIaT HHBATa
Ha WHCYJIMHA, MPOU3BEKIaH CJie/l XpaHEHEe U HaMaJIsBa KOJIMYECTBOTO 3axap, NMpOoM3BeJeHO 0T Bamus
OpPraHu3bM.

3aeHO ¢ AMeTa M YIIpaKHEHHs, TOBa JIEKapCTBO 1oMara 3a rnoHwxasaHe Ha kpbBHaTta Bu 3axap. Tosa
JIEKapCTBO MOXKE JIa Ce M3I10J13Ba CAMOCTOSTETHO MJIM C HAKOHM JIPYTH JIEKapcTBa 3a AHadeT (MHCYJIMH,
cyJibaHHITypes WM IJIUTa30H ).

KakBo npeacrasngsa aunader tun 27
Jlnabet Tin 2 € CbCTOAHKE, NMPU KOeTO BalmsaT opraHu3bM HE NPOU3BekK/1a 10CTaTbYHO HHCYJINH, a

MPOM3BEKAAHUAT HHCYJIMH He JIeHCTBa Taka 100pe kakTo Ou TpadBasio. OcBeH ToBa opraHu3MsT By
MO3Ke ChIIIO Jla NPOM3BEXkK1a TBbp/ie MHOro 3axap. [ Ipu ToBa nosiokeHue, 3axapra (rﬂww)'te ~
WP “‘-".H.
HaTpynBa B KpbBTa. TOBa MOKe /1a NPUYUHHU CEPHO3HH MEIMIIMHCKH NTPOOIEMH Kan’cbpﬂEHH{)i N\
. "\

3abonaBaHe, ObLOpeuHo 3abo0ngBaHe, CAenoTa U aMInyTaLus. /S, Y '“;1\



2. Kaxso TpabBa aa 3naere, npean 1a npuemere Merdopmaxkce Kombn

He npaemaiite Mergopmaxe Komon
- aKoO CTE ANEPryudHH KbM CHTArJIUIITHH HIH METGOPMHH WIHM KbM HAKOSA OT OCTAHAIHTE CHCTABKH
~ Ha TOBa aekapcTBo (M36poeHH B TOuKa 6);

- aKo MMaTe CHIHO HamMaseHa 6p0peuHa QyHKUMS;

- 4KO MMAaTe HEKOHTPOJIHDPaH JuabeT, HanpHMep ¢ TEKKa XHUNepriukeMus (BHCOKa KpbLBHa 3axap),
rajeHe, NoBphLIAaHe, 1MapHa, Obp3a 3aryda Ha Terio, JAKTaTHA aLHMao3a (BHkTe ,,PHCK oT
NIAKTATHA aLnI03a" No-10y) WK KeToaumuao3a. Keroaunaosara € ChCTOSHHE, MPH KOETO
BEILECTBATA, HAPEUEHH ,,KETOHHH TeNa*, C€ HATPYINBAT B KPBBTA H TOBA MOXE 1a QJOBEIE [0
nvabeTHa npexoma. CHMNTOMHTE BKIIOYBAT OOKH B CTOMaxa, YY4€CTEHO H ABNI00OKO AHINaHe,
CHHIMBOCT WIHM HeoOHuaeH TI0AOB apoMaT Ha AbXa By,

- aKO MMAaTe TeXKa MH(EKLMA WIH cTe 00€3BOAHEHH;

- aKo e BH npaBaT peHTreHOBa CHUMKA, 3a KOATO € HeoOxoaumMo Aa Bu urkexkTHpar
KOHTPAacTHO BeulecTeo. TpaGBa na cnpete aa npuemare Merdopmake Kombu no speMe Ha
PEHTTEHOBOTO M3C/IEIBAHE K 2 WM TIOBEYE AIHK /e TOBA, KakTo Bu e npeanncan Bawust
neKap, B 3aBUCHMOCT OT ToBa Kak paborsaT Bawnre 6n0peun;

- aKO HACKOPO CTE NOJAYUYHAH chpAeueH HHPAPKT WM UMATE TeXKH LIUPKYaTOpHHU IpodiieMs,
KaTo ,,lIOK" HWIH NpoOJiEeMH ¢ AHLLIAHETO,

- aKo MMate uepHoApoOHM npobaeMu;

- aKo TTHETE AJIKOXOJ B IOjIEMH KOJHYECTBA (BCEKH AEH WM CaMO OT BpeEME Ha BpeMe);

- aKO KbPMHUTE.

He npuemaiite Mergopmakc KoMmbun, ako Hewo oT H30pOeHHTE No-rope ce oTHacs 3a Bac ¥ rosopete
¢ Bamusg nekap 3a Apyr# HauMHU Ha JedeHne Ha Bamus nuabeT. Ako He cTe CHIypHY B HeElllo,
KOHCYATHpaiTe ce ¢ Bawusa nexap, fapMaleBT WM MEAHLIMHCKA CECTpa MpeAH Aa NPHEMETE
Metdopmakc Kombu.

MpeaynpexaeHus B NpeAda3HH MEPKH
[Npy nauuesTy, kouto npueMatT Merdopmake KoMOH ca chobinasanu ciryyay Ha Bb3NAJIECHHE HA
naHkpeaca (nMaHkpeaTuT) (BWXKTE TOuKa 4).

AKO NMOAYYHTE MEXYPH NO KOXKaTa, TOBA MOXKE Aa € NPU3HAK HA ChCTOAHUE, HAapeYeHo Oyno3eH
neMdurona. BaiinsT nexap Moxe Aa By nocwsBeTBa Aa cnpete npuema Ha Mergopmake Kombdu.

PHck 0T JAKTATHA a11H/1032

Metdopmakc Kombu Moxe 1a npeny3Buka MHOTO pajlka, HO MHOTO CEPHO3HA HEXKelaHa peaKiHa,
HapeveHa NaKTaTHa aluao3a, ocobeHo ako Onbpeuure By He pyHKUNOHHpAT NPpaBUIHO. PUCKET OT
Pa3BUTHE HA JIAKTATHA aLMJ03a CE€ YBEIM4aBa ChILO U MPH HEKOHTPOIUPaH JHabeT, TEXKH HHPEKLWH,
NPOABL/DKHTENHO r1ayBaHe WK NpUeM Ha ankoxo, obe3soaHsBaHe (BHKTE ollie HHOopMalus no-
JOJTy ), UepHOAPOOHH NpodiieMH H BCAKAKBH CBCTOAHHA, NPH KOHTO YacT OT OpraHH3IMa HMa HaMaJiIeHO
cHaOsBaHe ¢ KMCJIOpPOA (KaTo NpH OCTPO MPOTHYALLO TeXKO 3adonsBaHe Ha ChpLIETO).

Ako Hakoe oT H3bpoeHnTe No-rope ce oTHacy 3a Bac, rosopere ¢ Bawuns nekap 3a 10MBNHUTENTHH
yKa3aHHA.

Cnpete npaema Ha Merdopmaxe KomOn 3a kpaThK nepuoa or sBpeme, K0 HMaTe 3a0019Bane,
KOETO MOKe Aa Obae cBBP3aHO ¢ obe3BoaHRBaRe (3HAYHTENHA 3aryda Ha Te/leCHH TEYHOCTH) KaTo
TEXKO MOBPbBIIAHE, AHAPHA, TPECKa, H3/1araHe Ha TOILUIHHA MIIH aKO MUETe N0-MaJIKO TEYHOCTH OT
HOpManHoTO. ['oBOpeTe ¢ Balung nexkap 3a AONBIHUTENHH YKa3aHHS.

CBCTOAHHE MOXKe Ja JOBeIe N0 KoMa.
CuMnToOMUTE Ha JJAKTATHA alIHA034 BKJIKOUYBAT:

- NOBPBILAHE;
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- 60JIKH B cToMaxa (KopeMHM OOJKH);

- MYCKYTHHY KpaMIIu;

A 061110 YCEILAHE 32 HEPA3NONOKEHHE, NPHAPYIKEHO ChC CHITHA YMODA;
- 3aTPYAHEHO AHLLIAHE;

- OHWKEHA TEJIECHA TEMITEPATYPa H ChpAE4EH PHTHM.

JlakTarHaTa auua03a € ChCTOSHHE, H3MCKBALLO CNELIHA MEAMLIMHCKA NTOMOLL, U TpaOBa na ce nekyBa B
OoNMHHLIA.

TI'oBopeTe ¢ Bamns nexap nezabaBHo 32 JONLIAHHTE/IHH YKAZAHHS:

- aKO € YCTAHOBEHO, Y€ CTPaJaTe OT HACIEACTBEHO FEHETHYHO 3a00/1aBaHe, NOBJIHABALLO
MHTOXOHIPHHTE (KOMIMOHEHTHTE, KOUTO MPOH3IBEKIAT EHEPrHA B KIETKHTE), KATO CHHAPOM Ha
MHTOXOHIpHAJIHA eHlledanonaTHa ¢ NaKTaTHa auua03a U uacyronoaoduy enuszoan (MEJIAC
CHHPOM) WIH HaCNEACTBEH AuabeT M riayxora no Maituvda nuHus (Maternal inherited diabetes

and deafness, MIDD).
- aKO UMaTe HAKOH OT Te3H CHMITTOMM CJ1€/ 3aM04BaHe Ha JIEYEHHE C MeTQOPMHH: NPUIATDK,
HaAMaIEHH NO3HABATEIHH CNOCODHOCTH, 3aTPYAHEHH JABHKEHHA HA TAJIOTO, CHMITTOMH,
NOKa3aTeIHHU 33 YBpeX/laHe Ha HepBHTe (Hamnp. O0NKa WM U3TPBLIBAHE), MUIPEHA W IITyXOTa.

I'oBoperte ¢ Bainna nekap win dhapMauest npean na npuemere Merdopmaxke Komou:

- aKO MMATe WIH CT€ HMaNH 3a00onsBaHE Ha NMaHKpeaca (KaTo NaHKPEaTHT),

- aKO KMATE WIH CT€ HMAJTH KAMBHH B ¥JTbYHHA MEXYP, JIKOXOJIHA 3aBHCHMOCT MJIH MHOIO
BHCOKHW HHBA Ha TPMIAHLEpHIH (BHA Ma3HUHH) B KPBLBTA. Te34 3abonABaHMAS MOTaT Ja NOBUILAT
BEPOSTHOCTTA [la NOAYUHTE MAKKPEATHT (BHXKTE TOYKa 4). |

- ako umare auader Tun 1 - NnoHAKOra ce HapH4a MHCYJIHHO-3aBUCHM AHabeT;

- aKO MUMAaTe WIH CTE MMAJH aJiepryuHa peakLHa KbM CHTAIJIHIITUH, METQOPMHH WIH
Metrdopmakc KomOu (BHXKTE TOUKA 4); |

- aKo npueMare cyadaHunypeiiHO NPOH3BOAHO WIM HHCYJIHH (AaHTHAHAOETHH NleKapcTBa) 3a€IHO
¢ Merdopmake Kombu, Thit xato HuBaTa Ha KpbBHaTa BH 3axap Morar Aa CraaHar 4 Aa CTaHat
HUCKH (XHTIOTJIHKeMHA ). BaungaT nexap Moxe Ja HaMalld Jo3aTa Ha CyNgaHWIypPEHHOTO
NMPOU3BOAHO WY UHCYJIHHA.

Axo BH ce Hanara fa nperspnuTe CEpHO3HA ONepaLHi, TpA0Ba 3aABLJDKHUTENHO [a CTIPETe NpUeMa Ha

Merdopmake KomOH no BpeMe Ha H H3BECTHO BpeMe Criea MpotleaAypaTa. BallMAT Jiekap e pely

kora Tp#6Ba na cnpere U Kora Aa Bb300HOBHUTE NeucHHeTo ¢ Metdopmake Kombu.

AKO He CTe CUIYpHH, AaiM HELO OT U3OpPOCHHTE No-rope ¢e oTHacs 3a Bac, nonuranTe Bawua nekap
unu dapMaLieBT npeau ga npuemere Merdopmake Kombu.

[To Bpeme Ha neuenunero ¢ Merdopmakec Kombu Bawmar nexap we nposepasa 6u6peunara Bu
¢bYHKIHA MOHE BEAHBK MOAULIHO WIH MO-YECTO, aKO CTE B CTapyecka Bb3pacT WHIH ako UMaTe

BIoeHa 6bOpeuna PyHKUHA.

Jlena n 10HOWIH
Jteua W 1oHowH noa 18 roavHu He TpaOGea Aa U3NMON3BAT TOBA JIEKAPCTBO. 10 HE € €DEKTHBHO NPH
Iena ¥ I0HOWH Ha Bb3pacT mexay 10 u 17 roandu. He e H3BeCTHO Janu TORA N€KapcTBO € 6€30nacHo

1 e()eKTMBHO, KOFaTo C€ W311013Ba NPHU Aela Ha Bb3pacT noi 10 roauns.

Apyrn aexaperea 1 Mergopmake Kombu
Axo TpaOBa na By ce nocTaBy MHXXEKLMA ¢ KOHTPACTHO BELLECTBO, ChABbPXKALLO HoA, B

KpbBOOOpALLIEHUETO, HATIPUMEP TNIPH PEHTIeH WIH CKEHEP, TPsOBa g cnpeTe npUeMa Ha Me’rq)opmaicc
KoMm6u npenu wix o BpeMe Ha HIDKeKUMATa. BamusT nekap Lue petnn kora Tpabpa na cppete @ 40
Ia Bb30OHOBUTE jleyeHneTo ¢ Metrdopmakc Kombu.
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KpbBTa M PyHKUMOHHpaHeTO Ha OLOpeunTe WK Bamnar nekap Moxe Ja KOPHrypa 203aTa Ha
Metdopmake KombGu. M3knrOUNTENHO BaXKHO € N COMEHETE CIICAHOTO:!

o neKapcTBa (KOMTO ce MpHEMAT NPe3 YCTaTa, HHXANaTOPHO WIIH HHXKEKLHOHHO), H3MON3BaHH 33
J€YCHHE Ha BB3NAJIHATENHU 3a00/19BaHHUA KAaTO aCTMa U apTPHT (mpTHKOCTepomu),
JIeKapcTBa, KOWTO YBENHYABAT OTAENAHETO Ha YPHHA (JIMYPETHLH);

. neKapcTBa, H3MON3BaHH 3a Jevenne Ha 6onka v Bb3nanchuwe (HCTIBC n COX- 2 HHXHOHUTOPH,
kaTo HOynpoden 1 nenekokcub);
. onpeieNcHH IEKapcTBa 3a JIeYeHHe Ha BUCOKO KpBBHO Hanarane (ACE-HHXHOHTOPH H

aHrvoreH3yH Il peuenToOpHU aHTArOHUCTH);

cneun(pHYHY JIeKapcTBa 3a jeueHue Ha OpoHxnanka actma (beTa-CHMNaTHKOMHUMETHLM ),

HOI-KOHTPACTHH BELIECTBA WIH JIEKAPCTBA, ChAbPXKALIN ATKOXO0,;

onpeaesieHy JIEKapCTBa, W3MON3BaHH 3a JIEYCHHE Ha CTOMALHH MPOoO/IEMH KAaTO LIHMETHIMH,

PaHOJIa3WH, JEKapCTBO, H3MON3BAHO 3a JICYEHHE HA CTCHOKApAHSA,

AONYTErpaBHp, JEKApCTBO, U3MON3BaHO 3a neueHHe Ha HIV undexuus,

BaH/IETAHUO, NEKAPCTRO, M3NOJ3BAHO 33 JICYeHHE Ha cneuudHueH BU/ paK Ha IMMTOBHIHATA

sike3a (MeaynapeH KApUHHOM Ha LMTOBUAHATA JKJI€3a),

. JAMCOKCHH (3a JIeueHHe Ha HENpaBWIEH ChPACYEH PHTBM M APYTH ChpAeYHH npobyiemu). Moxe
Ja ce HAJIOXKH Jia ce MPOBEPH HUBOTO HA AHIOKCHH B KpbBTa BH, ako ro npueMare
eHOBpeMEeHHO ¢ MeTrdopmakc KomOwu.

Metdopmakce Kombn ¢ ankoxoa

H3barsaiite npexoMepHarta ynorpe0ba Ha ankoxo/ no BpeMe Ha npuema Ha Mergopmake KomOH, Tbit
KATO TOBA MOXKE /1a YBETHYH PHCKa OT NMOABA HA JIaKTaTHa auxAo3a (Buxre Touka ,.llpeaynpexnenns
M NpeANa3HH MEPKU™).

bpeMeHHOCT H KbpMeHe
Ako cte GpeMEHHa WK KbPMHTE, CMATATE, He MOXKE [1a CTe OpeMeHHa HIM TU1aHupaTe OpEMEHHOCT,

nocwbaeTBaiiTe ce ¢ Bamng nexap win ¢papmauesT npeau ynorpebara Ha Topa nekapcTso. He Tpsadea
la IpUEeMaTe TOBa JICKapCTBO MO BpeMe Ha 6peMeHHOCT. He nnpueMaiiTe ToBa IEKAPCTBO 4KO KbPMHTE.
Buxre Touxa 2 He npremaiite Mergopmake KomOu.

Illopupane r pabora ¢ MamIUAR

ToBa nexapcTBO He MOBJIWABA WIH NOBJIKABA NpeHeOpexkxumo criocobHoCTTa 3a WodHpaHe U paboTa ¢
MalnMHHA. Benpeku ToBa ca cholbluaBaHM Ciydyad Ha 3aMalBaHe ¥ CHbH/IHBOCT ChC CHTArJIHITHH, KOETO
MOXE Aa nosJiMie cnocobHocTTa BH 32 wodupaHe unn paborta ¢ MalllHHH.

[IpueMBT Ha TOBA IEKAPCTBO B KOMOMHALMA C NEKAPCTBa, HApEHEeHH CyIPaHWTY PCHHH NPOH3BOAHK
WJIH HHCYJIMH, MOX€E I3 MPHYMHH XUTIOTJIHKEMUS, KOSTO MOxXe Aa nosnuse Bamara cnocobHocT na
wodupare win paboTHTe C MALLIMHKU, WK Aa paboTuTe 6€3 CHrypHa onopa.

Metdopmaxc Kombn coanpxa naTpus
Tosa nekapcTBo cbhAbPAkKa NMo-manko ot 1 mmol HaTpu# (23 mg) Ha TabneTka, T.€. MOXKE Jla Ce Kaxke,
Y€ MPAKTHYECKH He ChAbpXKA HATPHH.

3. Kak aa npremate Merdpopmaxe Komon

BuHary npuemaiite ToBa JEKapcTBO TOYHO KakTo BM € kasan Bawuart sekap. AKO He ¢Te€ CUTYPHH B
Hello, nonurtaiite Bamus nekap wnu dapmauesrt.

. [TpueMaiiTe eaHa Tabnerka:
¢ /Ba NETH JHEBHO MpE3 YCTaTa

¢ C XpaHa, 3a 1a HAMAJIUTC PHCKa OT CTOMALIIHO HCPAa3IOoJIOKCHHC

. BauaT Jekap MoxKe Aa NoBHILY Ao3aTa By, 3a 1a KkoHTpOonvpa kpbBHaTa Bu
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* Ako UMaTe HaManeHa 61L6peuna dyHkums, BawmmsaT nexap moxe na Bu npeanumine no-Hucka
no3a.

[To BpeMe Ha NeyeHHe ¢ TOBa TEKapCTBO TpabBa Aa NPOABLDKHTE Ja Cria3Bare AHETarTa, nNpenopbhuaHa
ot Bauus nexap ¥ 1a BHUMAaBaTe NMPHEMBbT HA BLIIIEXHAPATH /12 € PABHOMEPHO pasnpeacsieH npes
IE€HA.

Manko BEpPOATHO € TOBa JIEKAPCTBO CAMOCTOATENHO Na MPHYKMHH HEOOHHARHO HHUCKN HYBA Ha
KpbBHaTa 3axap (xunoriukeMus). Korato ToBa JIekapcTBO Ce HINMON3BA CHC CyNPaHUTyperHH
neKapceTBa WM ¢ HHCYJTHH, HHBATa Ha KPbBHATA 3aXap MOXe Ja CTAHAT MHOTO HHCKH M BallHAT nexap

MOJXKE a4 HAMAIH 003aTa Ha CyNpaHWIypeHHOTO NPOH3BOAHO WIH HHCYJIHH.

AKO cTe npHeJIH nosetie oT HeoOxoaumaTa no3a Merdopmakc Kombn

AKO cTe npdeliy nNoseye oT MpeAnKcaHaTa J03a OT TOBa JIEKapCTBO, He3abaBHO yBenoMeTe Balnus
nexap. Oruaete B 601HHLIA, aKO MONYYHTE CHMITTOMH HA NAKTATHA alIH03a KATO YCCHIAHE 32 CTYA
WK auckoMbopT, CHIHO rajieHe Wik NOBphllaHe, 6onka B cToMaxa, HeobACHHMA 3aryba Ha Terno,
MYCKYJIHH KpaMIli WIH Y4eCTEeHO JHLIAaHEe ( BOKTE TOYKa SIIpeaynpexieHus U npeana3sHy MEpKu®).

AKo cTe nponycHaaH Az npaeMeTe Merdpopmake Kombn

AKO CTe NPOMYyCHAIM 1032, B3EMETE 1 BeAHAra WIoM Ce CeTHTE. AKO HE C€ CETHTE NPEar A8 HACTHNH
BpeMe 3a cJieJBallarTa 103a, mponycHere 3abpaBeHara 103a K Cé BbPHETE KM PEAOBHATA CXeMa Ha
npueM. He B3emaiite aBoitHa no3a OT ToBa JieKapCTBO.

AKo cTe cnpenn npuema Ha Mergopmaxe Kombu

[MponnmxkaeaiiTe aa npUemMaTte TOBa JIGKAPCTBO TOJKOBA ALArO, KOAKOTO Bu € npeanucan Bawusr
TieKap, 3a 1a MOXe A2 NPOABLIKKTE Aa KOHTPOIMpaTe CBOATa KpbBHa 3axap. He Tpabea na cnyupare
MpHeMa Ha TOBA JIEKAPCTBO, 6€3 MbPBOHAYAIHO Aa C€ KOHCYJITHpaTe ¢ Bawus nekap. AKo cnpere
npuema Ha Mergopmake KomOu, Baltara xprBHa 3axap MoXe Ja ce [TOBHIIIM OTHOBO.

AKO0 HMaTe HAKAKBH AOITBJIHHTEIHH BbIPOCH, CBBP3aHH ¢ ynotpedaTa Ha TOBA JIEKApCTBO, MONHTANTE
Bamus nekap wiu papmMaLesT.

4. Bb3MOXKHE HeXKeJAHH PEAKIHH

Kakro BCHUKH JieKapcTBa, TOBa JIEKAPCTBO MOXKE a NPEAN3BUKA HEXEIAHH PEeaKLMH, BLIIPEKH Ye He
BCEKH ' NOJTy4yaea.

NMPEKPATETE npuema Ha Merdopmake Kombu u HezabaBHO ce cebpxkeTe ¢ Bawuus nekap, ako

3a6enexnTe HAKOH OT CNEAHHUTE CEPHO3HHK HEXKETaHH PEaKLIKH:

o CWIHA M NOCTORHHA Oonka B kopeMa (B ob1acTra Ha CTOMAaxa), KOATO MOXKe 1a CTHra ao ropoa,
CBbC WM Oe3 rafieHe ¥ MOBPLILAHE, Thil KATO TOBA MOXKE Aa ca NPU3HALIH Ha Bb3MNalieH NaHKpeac
(NaHKpeaTHT).

Metdopmake KoMGH MOke fa npeamM3Buka MHOro pajka (Moxke aa zacerde a0 1 na 10 000 aywm), Ho
MHOT'O CEPHO3Ha HEXeNaHa peaklids, Hape4ycHa JaKTaTHa alinao3a (BHKTe Touka ,JlpeaynpexneHns n
npeanasHi MEpKH*). AKO TOBa ce cl1y4H, TpAOBa 3aAIKHTENHO Aa cnpeTe npaema Ha Merdopmakc
Kom6u 1 He3a0aBHO A2 ce CBBPKETE € JIeKap WM ¢ Hail-6.in3kaTa 6oHHNA, THH KaTo JIaKTaTHATa
auMI03a MOXKE aa AOBEAE 10 KoMa.

AKO NOAYUHTE CEPHO3HA ATIEPrHYyHa peakiHa (C HEU3BECTHA YECTOTa), BKIOUHTETHO OOpHB,

YPTHKApHA, MEXYPH N0 KOXKaTa/MMIOLBALIA CE KOXa W MOAYBAHE Ha JIKLIETO, YCTHHTE, €3URA " |
ot ’ T | a -""-.hl a3,
FBPJIOTO, KOETO MOXKE Ja MPEAN3IBUKA 3aTPYAHEHHE B AHILAHETO WIH MbJITAHETO, NPEK n]jlie}jé C
,.fr
Ha TOBa JIEKAPCTBO K BeJlHAara ce CBbpXxete ¢ Bang nekap. Bawmmar nexap Moxe aa HJI Ilmlmc :\
i ':'
NIEKAPCTBO 34 JICYCHHUE HA ANEPrHYHATA PEaKMA W APYTO, Pa3IHYHO JEKapPCTBO 34 Ge'r i -_ PR \\
\\ o S ST g
.‘kl‘\ + w, £ {.r‘
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Hsakou ranyeHTH, KOHTO NpHeMaT MEeTHOPMHH, NMoJy4apat CIEAHHTE HEXENAHH PEakiMH Cle]l
nodapsiHe Ka CUTAIMITTHH: |
YecTy (MOraT na 3acerHar a0 |1 Ha 10 ayuin): HUCKa KpBBHA 3axap, raacHe, NoayBaHe Ha KOpeMa,

MOBpbLIAHE.
Heuectv (Morat aa 3acerHat no 1 Ha 100 gyum): 60sika B cToMaxa, Avapus, 3anek, CbHIHBOCT.

Hskxom nauMeHTH noay4yaBaT AHMApHA, raacHe, NOAYBaHe Ha Kopema, 3anek, 0onka B cToMaxa Wiu
[IOBPbIAHE, KOTATO 3aMOYHAT 1a NpueMaT KOMOHHaLMATA CHTATIHITHH H METHOPMHUH (Y4ECTOTATA €

,,4ECTH” ).

Hsakon nauMeHTH NOay4YaBaT CICAHHTE HEXXeNTaHW PeaKLIMK A0KaTO NPHEMAT TOBA JICKAPCTBO ChbC
cyadaHnnypeiiHO NPOH3BOAHO KATO MNIMMENHUPHA:

MHoro yecTy (Morar aa 3acerHar nosede ot | Ha 10 aywn): HHICKH HHBaA Ha KpbBHATa 3aXap.
YectH: 3anek.

Haxon naunveHTH NOJY4aBaT CJICIHHTE HEXEIAHH PEAKUMK A0KaTO NMPHEMAT TOBA JIEKApCTBO B
KOMOHHALIMA ¢ MUOTNIKHTA30H:
YecTH: NOAYBAHE Ha PbLETE UK KpaKaTa

Haxou nauHeHTH Moay4YaBar CJICAHHTC HCKEJIAHHW PCAaKUHH, JOKATO NMPpHEMAT TOBa NCKApCTBO B

KOMOHHALIHA C HHCYNHH:
MHoro 4yecTH: HICKH HHBA H& KpbBHAaTa 3axap.
HeuecTH: cyxota B ycTara, riiapobomnue.

Hsakon nauneHTH ca MOJYYHJIH CIIEIHUTE HEXKENAHHU PeakUMH NO BPpEME Ha KNUHHYHH NMPOYyYBaHHU4,
IOKATO ¢a NPHEMAIH CHTarTHITHH CAMOCTOSTENTHO (eaHO OT NiekapcTBaTa B MetdopMake Kombn),
WK Ca H3MON3BalIH B [IEPHOAA Clle] pa3peLlaBaHe 3a ynorpeba komOHHaUKWATa
CHTTOJIMITHH/METGOPMHH HNH CHTArJIMMTHH CAMOCTOATENHO, HIH 3a€AHO € APYTH aHTHAHabeTHH
JIeKapCTRa:

YecTH: HHCKH HMBA Ha KpPBBHATA 3axap, riapobonue, HHPeKUUS Ha TOPHHUTE AUXATENHH NbTHILA,
3amyLieH WIH Te4all HOC W BB3NaNeHO IMbpJio, OCTEOapTPHT, OOTKa B PBLIETE WIHN KpakKarTa.

HeuecTn: 3aMaiiBane, 3anek, cbpdex.

Penxu: Hamaned 6po TpoMOOUMTH.

C HeuzBecTHa YecToTa: NpodaeMy ¢ Ou0peunTe (NOHAKOra Hajaraly AManusa), NoBpbiuaHe, CTaBHa
Gonka, MyckynHa bonka, 6oska B repba, vHTepcTULHanHa OenoapobHa 6onect, OynoseH neMgpHrona
(BHJ MeXypH O KOXKaTa).

Hsakou nalHeHTH NOIYyYaBaT CIeAHHTE HeXKeJJaHH peaKudH NOKATO NpHeMaT MeTQOpMHH
CaMOCTOATENHO: |
MHoro yecTH: rajgeHe, NoOBpbILAHEe, JHapHa, O0JIKa B cTOMaxa H 3aryba Ha anetuT. Tean CHMITTOMH

MOJKE Za € NMOABAT [IPH 3aNO4YBaHe Ha NMpHeMa Ha MEeTGOpPMHH H OOMKHOBEHO OT3BYUYaBAT.

YecTH: METalIEH BKYC, HAMaleHH WIH HHCKH HHBa Ha BUTaMHH B12 B kpBbBTa (CMMITTOMHTE MOTraT 2a
BKJIIOUBAT CHJIHA YMOPa (M3TOLHEHHE), Bb3MNAJICH K 3a4EPBEH €3HK (INIOCHT), YCelllaHe 3a HIVTHYKH Mo
KOXKaTa (napecre3us), win 6ega Wi xbiTa koxa. Balunar nekap Moxe 1a HacCpouH/IipoBee HAKOH
H3CeABaHMA, 3a Aa pa3bepe npyunHara 3a BaluuTe CUMNTOMH, ThbH KaTO HAKOU OT TAX MOXE ChLIO Aa
ca MpHYHHEHMU OT anMabeT WK na ca BCIACACTBHE HA APYrH, HECBBP3aHH C HErO 3APaBOC/IOBHH
npodaeMH.

MHuoro peaku: xenatut (mpobiem ¢ yepHHs Apob), KOIPHBHA TPECKA, 3auepBABaHE HA KOXaTa (0bpus)
HAK chpbex.

Cro0maBane HA HEXKEJIAHH PeaKUHHA
AKO NMONY4HTE HAKAKBH HEKENAHH JIEKAPCTBEHH PEAKUHH, YBEIOMETE Bawnsa nexap
Topa BKJIFOMBA BCHYKH BB3MOXKHH HEOMNHCAHH B TA3M JIMCTOBKA HEXENAHH PEaKLHHU.

Oe3omacHOCTTA Ha Tona JIEKAPCTBO.
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5. Kak aa chxpansasare Merdopmaxe Kombu
Jla ce chXxpaHsABa Ha MACTO, HEJOCTBITHO 34 JieLa.

He w3non3eaiiTe TOBa JEKApPCTBO CNEJ CPOKA HA rOAHOCT, 0TOENA3aH BbPXY OnsicTepa M KapTOHEHATA
onakoeka caen ,,J oneH 10:“. CpoksT Ha FOAHOCT OTrOBapA Ha NOCICAHHA JEH OT NOCOYEHHR MECELL.

Jla ce cuxpansasa noa 30°C. :

He n3xpbpasiiTe nekapcTBaTa B KAHAIM3ALMATA HIH B KOHTEHHEpa 3a AOMALIHH OTTIaAbLIM.
[MTonwraiite Baika dapMaleBT Kak Aa M3XBBPJIATE JICKAPCTBATa, KOUTO Bede HE H3NON3BaTe. Te3n
MEPKH L€ CIIOMOTHAT 3& Ona3BaHe Ha OKOJIHATA cpeaa.

6. CouALpKAHHE HA ONAKOBKATA H JONBJIHHTEIHA HHPOPMALHS
KaxkBo cuoabppxa Mergpopmake KomOn

- AKTHBHHTE BeHIECTBA Ca CUTAMIMIITHH H METQOPMHHOB XHAPOXIOPH

- Bcaka ¢punmupana tabnerka ot 50 mg/850 mg chaAbpiKa CHTArJIMATHHOB XHAPOXJIOPHA
MOHOXHM/IPAT, eKBUBANeHTHH Ha 50 mg cutarnunTyd U 850 mg MeTGOPMHUHOB XHAPOXIOPHA.

- Beaka punmupana tabnetka or 50 mg/1000 mg cbabpika CHTarNMITHHOB XHIPOXJIOPH]
MOHOXMpAT eKBHBaNeHTHH Ha 50 mg curarnuntiH K 1000 mg MeTPopMHHOB XHAPOXNOPH.

- Jlpyrure crCTaBKH Ca: |
Anpo Ha TabneTkara: MUKPOKPHCTAIHA LIETYJ103a, NOBHAOH K29/32, MarHe3HeB cTeapar
(Ph.Eur.) [Ha pacTuTenHa ocHoBa) (E470b) u natpues naypuncyndar (BuwxTe pasaen 2
“Merdopmaxc KOMOM Chabpika HATPUH ).
dunmMosara o6BHBKa Ha Tabnerkata oT 50 mg/850 mg chawpxka: makporon (PEG)
NOJIMBHUHHIIOB akoxon npucaaeH cenonumep (E1209), tank (E553b), Tvtanos anoxcun
(E171), rnMuepun MoHO- M AMKaNpPHIOKANpar, FHUeponoB MoHoKanpunokanpar tvn 1 (E471),
4YaCTHYHO XHIPOJU3HpaH NONMBHHUIOR ankoxon (E1203), yepsen keneseH okcun (E172).
dunmosara o6BHBKa Ha TabneTkara ot 50 mg/ 1000 mg cvaspxka: makporoa (PEG)
NOJIMBHHWIOB ankoXo npHeaneH cenonumep (E1209), tank (E553b), TuTaHOB IHOKCHA
(E171), uepreH xene3eH okena (E172), rmHuepun MOHO- 1 IHKanpHIOKanpar, rNHLEepoJioB
MoHokanpuiokanpat Tan 1 (E471), yacTuuno Xuaponu3upaH NnoauBHHIWIOB ankoxon (E1203),

yepeH xkeneseH auokcua (E172).

Kak n3rnexaa Mergopmake KoMOR H kaKBO ChABLPKa ONAKOBKATA

Metdopmakc Kom6u 50 mg/850 mg ¢punMupaHu TabNETKH €a €NHNCOBUNIHH, IBOHHOU3MMBEKHAIIH,
¢unmupann Tabnerku ¢ pasmepn npubanaurendo 20,5 mm x 9,5 mm, po3oBH, ¢ BATEOHATO pefedHO
o3HauyeHHne “S476” or eqHara cTpaHa.

Merdopmakc Kom6u 50 mg/1000 mg ¢puamupann TabneTku ca eMKNCOBHAHK, TBOHHOW3NMBbKHAIH,
punmupanu TabneTkH ¢ pasMepn npubansurento 21,5 mm x 10,0 mm, kadasu, ¢ pamLOHaTO

penedHo o3HaueHue “S477” oT eaHara cTpaHa.

PVC-PVDC/anymuaueBn bnucrepu:
Onaxosku ot 14, 28, 30, 56, 60, 98, 112, 196 dpunmupanu tabaeTkm.

HDPE 6yTiiku, CbABPKALUK KOHTEHHEP ChC CYLLIMTEN CHIIMKArell B Kana4ero:
Onakoska no 196 ¢punMupans tabnerku.

He BcHuKH BHAOBE ONAKOBKH MOraTt Ja Obaar MyCHAaTH Ha [1a3apa.
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IIpuTexaTen HA pa3pemIeHHETO 32 YNOoTpeba
Tesa ®apma EAJ]
ya. ,,Jlio6a Bennukopa“ Ne 9, rp. Cogpua 1407

brarapus

IIpor3BOAHTEI

Laboratorios Liconsa, S.A.

Avda. Miralcampo, N° 7,

Poligono Industrial Miralcampo .
19200 Azuqueca de Henares, Guadalajara

HUcnanus

ToBa 1eKapeTBO € pa3pemeno 3a ynorpeba B JbpiasuTe WieHKH Ha EBponefickoro
HKOHOMHYECKO RPOCTPARCTBO NOA CJIeHHTEe HMEHA:

IMonwa Metformax Combi

brwnrapus Merdopmakc Kom6u 50 mg/1000 mg dpunmupanu tabnerku
Metdopmakec Kombu 50 mg/850 mg puimupanu tabnerkn

I'epMaHns Metformax Combi 850 mg/50 mg Filmtabletten

Metformax Combi 1000 mg/50 mg Filmtabletten

JlaTa Ha MOCJeAHO OPEePA3TIeKIaHe HA JHCTOBKATA —
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