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Metdopmake KomoOu 50 mg/850 mg puamupann radjieTkn /0/,2 O // 5//3 J
Metformax Combi 50 mg/850 mg film-coated tablets
- 66 0/8-7 15 -07- 2021
Metdopmake Komou 50 mg/1 000 mg puamuapann TadaerkH
Metformax Combi 50 mg/1 000 mg film-coated tablets

CUTarJIMNTHH/MeTHOPMHHOB XUIPOXJIOPHU/L
(sitagliptin/metformin hydrochloride)

[IpoueTeTe BHHMATE/IHO NAJIATA JJHCTOBKA, NIPE/IH /1a 3alI04HETe /1a IPHEeMAaTe TOBA JIEKAPCTBO,

Thil KATO TH CbABbPKA BaxkHa 3a Bac nndopmauus.

- 3anasere Ta3H JMCTOBKA. MOke /1a Ce HaJIOKH J1a 1 [po4YeTeTe OTHOBO.

- AKO MMaTe HAKAKBH JIOITbJIHUTEIIHK BbIIPOCH, NonuTaiTe Baluus nekap, papmMaueBT Win
ME/IMLIMHCKA cecTpa.

- ToBa iekapcTBO € npejnucaHo aMuHo Ha Bac. He ro npeorcTbnBaiite Ha Apyru xopa. 1o Moxke
/1a UM HaBpEJIM, HE3aBUCUMO Y€ MPHU3HALIMTE Ha TAXHOTO 3a00J1s1BaHe ca ChiMTe KaTo Bauiure.

- AKO MoJIyYHTEe HIKAKBH HEXKEJIaHW peakiu, yBeaomere Baiuus nekap, papmaleBT WK
MeJHLIMHCKa cecTpa. ToBa BKIOYBA U BCHUKH Bb3MOXKHH HEXKEJIAHH PEaKLIMH, HEONHUCAHH B
Ta3H JIMCTOBKA. BkTe TOuKa 4.

KakBo ¢bABbpKA TA3H JIHCTOBKA

KakBo npeacrasnsBa Metpopmakc KomOH U 3a KakBO ce H3110/13Ba
KakBo Tps6Ba na 3naere, npeau aa npuemere Mergopmake KomoH
Kak na npuemare Mergopmakc Kombu

Bb3MOKHH HEXKENAaHH peakLUM

Kak na cbxpanseatre Mergopmakc KomOH

CbabpkaHHe Ha ONAKOBKATa M JIOMbJIHUTEIHA HHpOpMaLKs

Sy W o k2 B £

L KakBo npeacraBasiBa Mergopmake KomOH H 3a KaKBO ce H310/13Ba

MeTtdopmake KomOH chabpika ABe pa3iMuHM JieKapcTBa, HAPEYEHH CUTArJIMNTHH H MET(OPMHH.

s CHTAIJIMNTHH MPUHAJUIEKH KbM KJlac ekapersa, HapeueHHn DPP-4 unxuOuTopu (aunentuam
nenTtujaaza-4 HHXHOUTOPH)
5 MeT(OPMHH C€ OTHACH KbM KJlac JIEKapCcTBa, HApEYEeHH OUIrBaHU/IH,

Te neicTBar 3ae/HO, 3a Jla KOHTPOJUPAT HUBOTO Ha KPbBHATA 3axap MPH Bb3PACTHH MALMEHTH C
dopma Ha auabert, HapeyeH ,,3axapeH avadet Tyn 2. ToBa J1eKapCcTBO nomara Jia ce noBuulaT HABaTa
Ha MHCYJIMHA, MPOM3BEX/IaH CJie/l XpaHeHe W HaMallaBa KOJHWYECTBOTO 3axap, Npou3BeaeHO OT Bauus
OpraHU3bM.

3aeiHO C AMETa W YIPaXKHEHUs, TOBA JIEKAPCTBO MoMmara 3a noHwxkaBaHe Ha KpbBHaTa Bu 3axap. Tosa
JIEKapCTBO MOXKE /14 C€ U3MMO0JI3Ba CAMOCTOSATETHO WM C HAKOH JIPYTH JIEKApCTBa 3a 1Ha0ET (MHCYJIHH,
cyngaHuTypes WIH INIMTa30H).

KakBo npeacrasnssa anadert tun 27
JlnaGer TiN 2 € CbCTOSSHUE, NPH KOETO BaluusaT opraHu3bM He MpoU3Bexaa 10CTaTb4HO H
[NPOU3BEXK/IAHUAT HHCYJIMH He JeHcTBa Taka 100pe KakTo Ou TpsabBano. OcBeH TOBa Op
MOeE ChIIO J1a NMPOM3BekK/1a TBbpae MHOro 3axap. [Ipu ToBa nosioxxeHue, 3axapra (r
HATpyrnBa B KpbBTa. TOBa MOXKe Ja MPUUMHU CEPHO3HH MEIMLIMHCKH MPO0JIEMH KaTt
3aboJiaBaHe, 6bOpeuHo 3abosisiBaHe, CernoTa u aMryTaLus.
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2. KaxBo TpuaOBa aa 3HaeTe, npesn Aa npaemetre Metpopmaxe Kombn

He npremaiite Merdpopmaxe Kombn

- aKO CT€ AJICPrHYHH KbM CHTATJIMIITUH HWIK METQOPMHH WA KbM HAKOS OT OCTAHAIMTE CHCTABKH
Ha TOBa JieKapcTBo (M30poeHH B Touka 6);

- aKo HMAaTe CUIHO HaMaieHa HpOpeyunHa pyHKLHA;

- aKO MMAaTe HeKOHTpoaHupaH AWaber, HanpUMeEp ¢ TeXKa XHNEPIIIKKEMHS (BHCOKA KPLBHA 3axap),
rageHe, NoBpeillaHe, anapus, 6bp3a 3aryba Ha Terno, 1akraTHa auuaosa (Bwkre , PHCK oT
NaKTaTHa auKuA03a“ no-ao0ay) MnM keroauraosa. Keroauuagosara € CbCTOIHHUE, NP KOETO
BELIIECTBATA, HAPEYEHH ,,KETOHHH TENA™, Ce HATPYMBAT B KPbBTA H TOBA MOXKE 43 JOBEAC RO
nuaberHa npexoma. CHMIITOMHTE BKJTIIOYBAT OONKY B CTOMaxa, y4ECTEHO M AbJIIOOKO AHLIAHE,
CHHJIMBOCT Wik HeoOHMUacH IUTIOZI0B apoMaT Ha abXa Bu;

- aKO UMare TeXKKa HH(peKLMA HIH cTe 00E3BOHEHH;

- ako e Bu npaBaT peHTreHOBa CHUMKA, 3a KOATO € HeoOxoaumo aa By nipkekTupar
KOHTPACTHO BelllecTBO. 1padBa aa cnpere aa npueMare Mergopmake Kombu no Bpeme Ha
PEHTIE¢HOBOTO U3CJIEABAHE U 2 WM [TOBEYE OHH CJie]l TOBa, KakTo Bu e npeanucan Bamusar
NeKap, B 3aBUICHMOCT OT TOBa Kax paborar Bainure 6n0peLy;

- aK0 HACKOPO CT€ MOJYUHIH ChpAcYeH HHPAPKT WK UMATe TeXKH LIUPKYJIaTOPHU NpobiieMH,
KaTo ,,l10K* WK nmpodneMu ¢ AMIIAHEeTO;

- aKo UMarte uepHOApoOHH nNpobaemy;

- aKO MMHETE AKOXOJI B rOJIEMH KOJIHYECTBA (BCEKM JI€H UK CAMO OT BPEME Ha BpeME);

- aKO KbpPMHTE.

He npuemaiite Metdopmakc KomOu, ako Hewmo ot u30poeHUTe no-rope ce oTHacs 3a Bac u rosopere
¢ Bainus nekap 3a apyrv HauMHHU Ha JedyeHUue Ha Bamus quaber. Ako He CTe CHIYPHH B HELIO,
KOHCYJITHpaiiTe ce ¢ Baluns nekap, hapMaLICBT WIH MEAKLIMHCKA CECTPa NPEH Ja [IPHEMETE
Metdopmake Kombu.

IIpeaynpexxaenns H Npeana3Ha MepKH
[Tpu nauuenTH, Konto npuemat Metdopmake KombH ca croblnaBaHy ciiyyan Ha BB3NANEHHE Ha
naHkpeaca (NaHKpeaTHT) (BHKTE TOYKA 4).

AKO NOJYUHTE MEXYPH IO KOXKATA, TOBA MOXeE 1a € IPH3HAK Ha ChCTOAHHE, HApeUueHO Oyn03eH
nemuroua. Bamusar nekap Moxke Aa By nocsBeTBa aa cnpere npuema Ha Metgopmaxc Kombn.

PRCK OT JAKTATHA AIHA033
Merdopmakc Kombu Moxe aa npear3BHKa MHOTO pAIKa, HO MHOIO CCPHO3HA HEXKEJIaHa peakiiud,

HapeuyeHa NIaKTaTHa auKMao3a, 0cobeHo ako ObOpeunTe BH He PYHKUHOHHPAT NMpaBHIHO. PUCKBT OT
pa3sBHTHE Ha JIAKTaTHa aLA03a CE YBEJIWYABa ChILO H NPH HEKOHTPOJIHpaH AHabeT, TexXKH HHOEKIMH,
NPOABDKHTENHO TJIaflyBaHe WIH PHEM Ha ankoxou, 00e3BoaHABaHe (BHXKTE OLIe HHpopMaLua 1o-
A0Ny), uepHoApoOHH NpobneMH H BCAKAKBH CHCTOAHHA, NPH KOHTO YACT OT OPraHH3Ma HMa HamaneHo
cHabasBaHe ¢ KKUCaAopoa (KaTo MPH OCTPO NPOTHHALIO TEXKKO 3ab0JIABaHE HA CHPLETO).

AKO HIKO€ OT H3OpOeHHTe No-Trope ce OTHAcA 3a Bac, ropopete ¢ Bawiuna nexap 3a JOMLIHHTENHH
yKa3aHH4.

Cnpete npaema Ha Merdopmake KomOn 3a kpaThK nepuoa oT BpemMe, axKo HMaTe 3abonunane,
KOeTO MOKe Aa Obae ¢cBBp3aHO ¢ o0e3BogusBaHe (3HAUHMTEHA 3aryba Ha TEJIECHH TEYHOCTH) KATO
TeXKKO MOBpPbLILAHE, AHAPHA, TPECKA, HTaraHe Ha TOIUTHHA KM aKo [THETE NO-MAJIKO TCUHOCTH
HopMaltHOTO. I'oBOpeTe ¢ Balliua nexkap 3a AOMBIHHUTEIHH YKa3aHHAL.

ChCTOAHHE MOXKE Jla IOBEAE A0 KOMa.
CyMnTOMHTE HA JIAKTaTHA aLla03a BKJIOYBAT:
- NOBPBILAHE;
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- OoJsixy B croMaxa (kopeMHM GONKH);

- MYCKYJIHU KpaMIlH;

- o0IO ycellaHe 3a HEPa3NnoOXKEHUE, NPHAPYKEHO CbC CHITHA YMOPA,
- 3aTPYAHEHO AHLIAHE,

- MOHIDKEHA TENECHA TEMIIEPATYPa H ChPACYEH PHTHM.

JlaxTaTHATa auKa03a € ChCTOSHUE, M3UCKBALLIO CELIHA MeAULIMHCKA ITOMOoll, # TpaOBa Aa ce JIEKYBa B
OONHHULA.

Fopopere ¢ Baiuus nexap unu gapMauesT npeau a npueMere Merpopmakce KoMOu:

- AKO MMATE WIH CTe UMaNH 3a00/11BaHe Ha NaHKpeaca (KATO NaHKpEeaTHT);

- aKO MMATE WIH CTE HMATH KaMBbHH B XTHbYHHA MEXYD, ATKOXO/IHA 3aBHCHMOCT HWJIH MHOTO
BMCOKH HHBA Ha TPUITTHLEPUAY (BUA Ma3HMHH) B KpbBTa. Te3u 3abonaBaHHg MOTAT Aa NOBUILAT
BEPOATHOCTTA /A MOJYYUTE NaHKPEATHT (BIOKTE TOUKa 4).

- ako umare auaber THN | - NOHAKOra ce HapH4Ya HHCYJIMHO-3aBHCHM aualer;

- aKO HMaTe HJIH CTE€ UMAJIH ajlepruyHa peakiHs KbM CHTarJHuNTHH, METGOPMHH WIH
Metdopmakc Kombu (BiokTe Touka 4);

- aKko npueMmate cyn(aHWTypeiHO POH3BOAHO HNM HHCYJIMH (aHTHAKAGETHH JIEKapCTBA) 3aeIHO
¢ Merdopmaxc Kombn, Thit kaTo HMBaTa Ha KpbBHaTa BM 3axap Morar 4a ¢naJHaT H Jia CTaHaT
HMCKH (XHUMOrinkeMys ). Baumuar nekap Moxke na HaMand £03aTa Ha CYIPaHWITYPEHHOTO
NPOU3BOAHO WIH HHCYJIHHA.

Axo By ce Hanara na mpeThPIXTE CEPHUO3HA onepaum, TpAOBa 3aAL/DKUTEHO a CIPETE NpHEMa Ha

Merdopmakec KoMbu no BpeMe Ha M H3BECTHO BpeMe Cliell npoleaypaTta. BamuuaT niekap e pein

Kora TpsabBa Ja cnpeTe M Kora Aa 85300HOBHUTE NedyeHdeTo ¢ Metdopmaxe Kombu.

AKO He CcTe CHI'YPHM, allH Helllo OoT u30poeHUuTe Mo-rope ce oTHac 3a Bac, nonuraiite Bamuns nekap
winH ¢apmanesT nipenu aa npuemere Metrdopmake KomoOH.

[To BpeMe Ha neuenueto ¢ Merdopmake Kombu Bawmar ekap e nposepasa 610peunaTa Bu
GYHKUMS MOHE BEIHBXK FOAHLIHO MK NO-Y€CTO, aKO CTE B CTAPYECKa BB3PacT WHIH aKO HMATe
BrnouieHa 6x0peuna QyHKLHA.

Hena u onomn

Heua u 1oHowM mox 18 roauxu He TpA6Ba Na M3Moa3BaT TOBa JekapcTBo. To He € eheKTHBHO NMpH
A€la H I0HOUIX Ha Bb3pacT Mexay 10 u 17 ronunu. He e n3secTHo Aanu ToBa neKkapcTBO € 6e30nacHo
¥ e()eKTHBHO, KOraTO Ce M3MO0JI3Ba NpH Jela Ha Bb3pacT nofd 10 roquxm.

Apyrn aexapersa H Merdopmaxe KombOn

Axo Tpa6Ba na Bu ce noctaBH HHXKEKLHMA € KOHTPACTHO BELIECTBO, ChABPKALIO HOJA, B
KpbBOODOpaLUEHHETO, HANPHMED TIPH PEHTreH WK CKeHep, TpaOBa aa cripete npHema Ha Merdopmakc
Kom6u npeam wid 1o BpeMe Ha HHxeKuHATa, Bamuar nekap Le pely kora Tpadea Jia cnpere M Kora
Aa pb300HOBHTE JieueHHeTO ¢ MeTdopmake KoMbOm.

TpsaGsa na kaxere Ha Bainws sekap win apmatieBT, 4KO TPUEMATE, HACKOPO CTE IPHEMATH WIIH €
BL3MOXKHO /1a MpHeMaTe ApYrK JeKapcTsa. Moxke a ce HaJIOXKH Mo-4eCTO Ja Ce W3C/CABa IIKOKO34aTa B
KpBHBTa H pyHKLMOHUpaHeTo Ha ObOpenMTe Wiy BalunaT iekap Moxe /1a KOpHrHpa 103aTa Ha
Metdhopmakc KomOu. UzknrouuTenHo BaXXHO € Aa CTIOMEHETE CJIEAHOTO:

. NeKkapcTBa (KOMTO CE MPHEMAT TIP3 yCTaTa, HHXaIaTOPHO WIH HHKEKLIHOHHO), H3NOJI3BAKH 34
JIe4YEHHNE HA BBHINANUTEHH 3200ABaHKA KATO aCTMAa M apTPHT {KOPTHKOCTEPOBZM WA g N
. NIeKapCTBa, KOMTO YBE/NHUYABAT OTACNAHETO HAa YpHHA (AHYPETHLIH), B 04%%\
. b

[IEKapCTBa, H3MOM3BaHH 3a eyeHune Ha 6onka 1 Bp3naneane (HCTIBC n C@XS

e
kaTo UOynpodeH u LenekoKCHO); 3 =\
. ONpEAC/ICHH NEKAPCTBA 32 IEYEHHE Ha BUCOKO KpbBHO HandraHe (ACE-u et _,_"'i 5 'f" /
aHrHoTeH3uH Il peLenTopHH aHTarOHMCTH); - / & J}_."
. cneliM$pHYHH JIEKapcTBa 3a eveHue Ha OpoHxnanHa actMa (6eTa-CHMIaTHKOM - qﬁ pa
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HON-KOHTPACTHH BELLECTRBA WIH JIEKAPCTBA, ChALPXKALIH AJIKOXON,

ONpenecHH 1eKapCTBa, H3MOA3BaHK 32 IeYEHHE Ha CTOMAIUHU NpobNeMH KaTo UHMETH/IHH,
paHOJIa3HH, JIEKAPCTBO, H3MOI3BAHO 34 JIEYEHHE HA CTEHOKapAHs,

RONYTETPaBUp, JIEKapCTBO, H3MOA3BaHO 3a neueHue Ha HIV unpexums;

BaH/ieTaHKO, NeKapcTBO, H3MO/3BAHO 33 IeYeHHe Ha crieuH¢HYEH BUA paK Ha LIHTOBHIHATA
xU1e3a (MeaylapeH KapLUUMHOM Ha IUMTOBH/IHATA XKIle3a);

. JAMIOKCHH (32 NeYeHHe Ha HelnpaBWIEH ChbpACUYEH PHUTBM H JPYrH ChpAeUHHH Npodnemu). Moxe
Ia Ce HAJIOKH J1a ce NMPOBEPH HUBOTO Ha AMFOKCHH B KpbBTa BH, ako ro npHemMare
eaHOBpeMeHHO ¢ MeTtdopmake KomOm.

Metdopmakc Kombn ¢ aaxoxon

H36areaiiTe npekoMepHara ynotpeda Ha alKkoxos no BpeMe Ha npuema Ha Merdopmake KombOH, Tbit
KaToO TOBAa MOXeE Jla YBeJUYH PHCKA OT NOABA Ha NaKTaTHa aLyao3a (BHXKTe TouKa ,,IIpeaynpexaeHus
U Mpeana3Hu MEepKu™).

BpeMeHHOCT B KhpMeHe

AKO cTe OHpeMEHHA WIH KbPMHTE, CMATATE, Y€ MOXKe Aa CTe HpeMeHHa HITH TUIaHHpaTe OpeMeHHOCT,
nocbBeTBaiiTe ce ¢ Bamuus nekap unu ¢papmaneBT npead ynorpedara Ha ToBa nexapctBo. He Tpabsa
7a NpHEMAaTe TOBA JICKApCTBO MO BpeMe Ha bpemeHHocT. He npuemaiiTe ToBa 1€KapCcTBO KO KEPMHTE.
Buxte Touka 2 He npaemaiite Merdopmaxe Kombn.

Hlodnpane 1 paboTa ¢ MAIIHHH

ToBa 7eKapCTBO HE MOBJIHABA WM NOBHABA NpeHeOpeKUMO criocobHOCTTa 3a WwodMpaHe n pabora ¢
MalUHHH. Benpeks ToBa ca ¢boOWAaBaHKU Cly4yaH Ha 3aMaiBaHe B CbHIHBOCT CbC CHTATJIHITHH, KOETO
MOXe Ja NToBJIHge cnocodHocTTa B 3a wodupane win pabora ¢ MalliMHA.

[pHeMbT Ha TOBA JIEKAPCTBO B KOMOMHALMA ¢ NEKAPCTBA, HAPEYEHH Cya(aHnypeiHH NPOH3BOAHH
WIH HHCYSIMH, MOXKE JIa IPHYHHH XMIOrTHKEMHA, KOSTO MOXe Aa nosiusie Baluata criocobHocT na
modupaTe Wi padoTuTe ¢ MaLIUHK, HIHK Aa paborute 6e3 curypHa ornopa.

Merdopmake KomOu cbabpka HATPHH
Tosa nekapcTBo cBABLPKE No-Maiko oT | mmol Hatpuit (23 mg) Ha TabneTka, T.€. MOXKE Aa Ce Kaxe,

"Y€ MPAKTHYECKH HE ChALPIKA HATPHH.

Camo 3a duwimupanuTe Tabnerku 50 mg/850 mg

Metdopmarxe KombOH cnabpxka JaKkTo3a

Tabnerkure or 50 mg/850 mg cvabpkaT nakto3a. Ako Bawmar nekap Bu e ka3zan, 4ye umare
HEMMOHOCHMOCT KbM HAKOM 3aXapH, CBbpAKETE C€ C HEro NMpeau aa rnpueMeTe TO3H JIEKapCTBEH

MPOAYKT.
3. Kak aa npuemate Merdopmaxc Kombnu

Bunaru npremaiite ToBa JieKapcTBO TOMHO KakTO By € kazan Bawiuar nexap. AKO HE CT€ CHI'YDHH B
Helllo, nonuTaiite Baimus nekap Wiy gpapManesT.

* [Tpnemaiite enHa Tabnerka:
® [Ba ITbTH JHEBHO Ipe3 ycTara
® ¢ XpaHa, 3a Jla HAMAJIMTE PHCKa OT CTOMAILHO HEPA3MONOKEHHE

. BamusaT nekap Moxe 1a noBuiuM no3ata By, 3a 1a koHTpoMpa KpbBHaTa BH 3ax9f g\w o %

. AKoO HMaTe HamaneHa 6b6peuna pyHkuMR, Bamusr nexap moxe na Bu npean / ks
103a. '
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[To BpeMe Ha neueHHe ¢ TOBA AEKApPCTBO TPAORA a MPOAL/DKHTE J1a cna3Bare AMETaTa, NpenopbyaHa
oT Bainsg nekap ¥ Ja BHUMABaTe MPUEMBT HA BLIVIEXMAPATH Ja € pABHOMEPHO pasnpelesieH npes
JEHA.

MaJsiko BEPOATHO € TOBA JIEKAPCTBO CAMOCTOATENHO J1a NPHYHHA HEoOH4aiiHO HHCKH HHBA Ha
KpbBHaTa 3axap (xunornukeMus). Korato ToBa nekapcTBO Ce H3N0J3Ba ChC CyNdaHuTypefiHu
JIeKapcTBa Wi C MHCYJIMH, HHBATa Ha KPbBHATA 3aXap MOXE 1a CTaHAT MHOrO HHCKH M Batmat nekap
MOJXKE 1a HaMalH Jo3aTa Ha cynadaHunypeitHOTO NPOH3BOAHO UAH HHCYJIHH.

AKO CTe NpHeNH noseye oT HeoGxoanmaTa n03a Merdopmaxkce Kombn

AKO CTe MPHEIK NoBeYe OT MpeArnrHcaHaTa J03a OT TOBA JIeKapCcTBO, He3abapHO yBemoMeTe Bawius
nekap. Ornaere B 6oHMLa, aKO NOJNYYHTE CHMITTOMH Ha JIAKTaTHA allHI03a KaTo YCelllaHe 3a CTYA
WIH AMCKOM(OPT, CWIHO rajieHe WK NoBpblIaHe, 6oka B cToMaxa, Reo0acHMMa 3ary0a Ha Terno,
MYCKYJIHM KPaMIiH WIIH Y4€CTEHO AuLlIaHe (BHKTe Touka ,JIpeaynpexncHus 0 npeanasHd MepkH™).

AKo cTe nponycHann aa npuemete Metdpopmaxe Kombn

AKO CTe NpOMYyCHAJIH 1034, B3EMeTE 1 BeHara oM Ce€ CETHTE. AKO HE C€ CETHTE NPEAH 1a HACTBIIH
BpeMe 3a cJie[BallaTa 1034, NPonycHeTe 3abpaBeHaTa 103a K ¢€ BbPHETE KbM peIOBHATa CXeMa Ha
npueM. He B3emaiiTe nBoiHa A03a OT TOBA JIEKAPCTBO.

Axo cTe cupenn npaema ra Metdopmaxe Komon

[Tponw/okasaiiTe 1a MpHEMATe TOBA JIEKAPCTBO TOJIKOBA ABJIF0, KOJIKOTO BH € npeanucan Baluvar
neKap, 3a aa MOXKe J1a NMPOIb/DKMTE Aa KOHTPOIIMpaTe CBOATa KpbBHa 3axap. He Tpabsa na cnupare
[MpHEMA HA TOBA JIEKAPCTBO, €3 MbpPBOHAYANIHO 1A Ce KOHCYNTHpaTe ¢ Baiina sekap. AKo cnpere
npuema Ha Merdopmakc Kombu, Batata kpbBHa 3aXap MOXe /ia C€ IOBHIIIH OTHORO.

AKO MMaTE HAKAKBH JOIMBJIHHTEIHH BNPOCH, CBbP3aHu ¢ ynoTpebaTa Ha TOBa JIEKapCTBO, MONMUTAHTe
Bainuva nexap wiu ¢papMaLEBT.

4, BL3MOXKHE HEXXeJIAHH PeakiHH

Kaxro BCHYKH JIeKapCcTBa, TOBa JICKAPCTBO MOXKE [a NpEAH3BHKA HEKC/TAHH PE€AKLIHH, BHITPCKH HC HC
BCCKH I'M 1noJ1y4yana.

[TPEKPATETE npuema Ha Mergopmake KomOu v He3abaeHo ce cappxkeTe ¢ Baluug nekap, ako

320€/1e3KUTE HAKOH OT CJIEJHUTE CEPUO3HU HEXEIIAHH peaKkLiMMu:

. CWIHA W NocTosHHA §osika B kopeMa (B o0/1acTTa Ha CTOMaxa), KOATO MOXE 21a CTHra 10 rspoa,
CbC WK O€3 rajicHe H MOBPBLIAHE, THHA KATO TOBA MOXKE Aa Ca NPH3HALIK HA BB3NAIECH NaHKpeac
(ma”HKpeaTHT).

Metdopmakc KomGu Mmoxe aa npeaussuka MHOTO pajka (Moxe Aa 3acerne 10 1 Ha 10 000 gyww), Ho
MHOIO CEPHO3HA HEXXENIaHa PeakLlis, HapeveHa JIaKTaTHa auMAo3a (BIKTe Touka ,,JIpeaynpexneHns H
NPEANasHH MEPKH*). AKO TOBa ce CiyuH, TpabBa 3aABLIDKHTENHO 13 cnpete npueMa Ha Mergopmaxc
Kom6n # He3a0aBHO a2 Ce CBLPKETE € JIeKap HAN ¢ Hali-0an3kaTa OoanHNna, ThHA KaTo NaKkTaTHATa
alM03a MOXKe Ja AOREAE A0 KOMA.

AKO NONY4HTE CEPHO3HA ANEPruyHa peakUma (C HEM3BECTHA YECTOTa), BKIKOUHTENHO 0OpHSB,
YPTHKapHsi, MEXYPH [0 KOXKaTa/W3MOLBALIA Ce KOXKA H MOLYBaHe HA MHILIETO, YCTHUTE, €3MKa H
rbPIOTO, KOSTO MOKE [1a NPEAM3BHKA 3aTPYAHEHHE B JHIIAHETO WIH IMbJITAHETO, NPEKpaTeTe NpHEMa
HA TOBA JIEKAPCTBO H BeJlHara ce cBbpkere ¢ Baiusa nexap. BawusaT nekap Moxke aa By npearmtic
JIEKAPCTBO 32 JleYeHHe Ha afieprudHaTa peakiusd ¥ Apyro, pajidyHo 1ekapcTso 3a Ba A
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Hakou naudeHTH, KOUTO NpHeMaT MeTHOPMUH, NOAYHABAT CIEAHHTE HEXKENAHH [
nobapsiHE Ha CHUTAIJIMNITHH:

Yectn (MoraT aa 3acerHat 2o 1 Ha 10 ayiuH): H¥cKa KpbBHA 3aXap, racHe, NOAYE
NOBpPBLINAHE. C@:}’ e
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*
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Heuectu (Morar aa 3acerHar A0 | Ha 100 gywm): 60nka B ¢cTomMaxa, 1dapus, 3aneK, CbHIMBOCT.

Hsakou nauuesTH NoJy4YaBnarTr JHapHi, raache, noyBaHe Ha KOpEMa, 3aIiCK, OonKka B cTOMaxa WiH
NMOoBpBINAHE, KOTATO 3alOoYHAaT Aa rIpUCMaT KOMOHHALIUATA CHTArTUITTHH U MET (bOpMIfIH (‘IECTDTEIT& =

»”
LUECTH ).

Hskou naureHT nojyyanaT CleAHUTE HeXKeJlaHH peakliMi A0KaTO NPHEMAT TOBa JIEKAPCTBO ChC
cyidhaHWTYpPEHHO MPOU3BOAHO KATO MMUMENUPKA;

MHoro yecTH (Morat Aa 3acerdat noseue ot |1 Ha 10 gylH): HUCKH HHBA Ha KPbBHATA 3axap.
YecTo: 3anex.

HAKOH nauMeHTH NONYy4YaBaT CASAHATE HEXKENaHH peakiiHi JOKATO [IPHEMaT TOBa JICKAPCTRO B
KOMOHHALMS C NHOIJIUTA30H:
YecT: NnoAyBaHe Ha pbLETEe WIH KpaKaTa

Hakon nanveHTH OYYHABAT CJICNHHTE HEXKCIIAHH PeaKllHH, JOKATO NMPHEMAT TOBA JICKAPCTBO B

KOMOMHALIMA C MHCYJIHH:
MHOro 4ecTH: HUCKH HMBA HA KPBBHATa 3axap.

HeuecTu: cyxora B ycrara, riaaBodornue.

Hsakou mauMeHTH ¢a NOAYUUTTH CIIEAHUTE HEXENAHH PeaKHH M0 BpEME Ha KIIMHHYHK MPOYYBaHUS,
NOKATO Ca NpHEMaNH CUTArJIMNITHH CAMOCTOATENHO (eAHO OT JleKkapcTaTra B Mergopmakc Kombu),
WIH ca H3NOJI3BAIM B EPHOAA clel] paspelliapaHe 3a ynotpeba kombuHanuara
CHTTOIMIITHH/METHOPMBH WIIM CHTAMNTUITTMH CAMOCTOATENHO, WK 3aeHO ¢ ApYrd aHTHAHAOeTHH
neKapcTBa:

YecTH: HHCKHM HUBA Ha KpBBHATA 3axap, IM1apoboiie, HHeKUMS Ha TOPHUTE JUXATCTHH MBTHILA,
3anyitieH WIH Tevalll HOC M BB3NaJIEHO I'bpJio, OCTCOAPTPHT, HONKa B PBLETE WIH KpaKaTa.

HeuecTu: 3aMaiiBaHe, 3anek, copbex.

Penxu: HamaneH Opoil TpOMOOLIMTH.

C Hen3BecTHA uecToTa: npodneMu ¢ 6pOpenuTe (NOHAKOra Hanaralliy A¥anu3a), HOBPbiIAHE, CTABHA
Gonka, MmyckynHa 6onka, 6onka B repba, HHTepcTHUHaNHa OenonpobHa Gonect, 6ynoseH nempurons
(BHA MEXYpH O KoXKaTa).

Hsakoun nauMeHTH NOMy4asaT CACAHUTE HEXENAHH PeaKLIMH AOKATO NMpHeMaT MeTGOpMHH
CaMOCTOATEIIHO:

MHoro yecTu: rageHe, NOBpbILAHE, AMapus, 6oika B croMaxa M 3aryba Ha aneTut, Te3n CHMITTOMM
MOKe Ja Ce MOABAT MPH 3aMovBaHe Ha ITpUeMa Ha MeTGOPMHH H OOMKHOBEHO OT3BYYaBar.

Uectn: MeTaleH BKYC, HamaneHd WIH HUCKH HHBa Ha BUTaMHH B12 B kpbBTa (CHMIITOMHTE MOrar Aa
BKJIFOUBAT CHJIHA YMOpa (M3TOLIEHHE), BB3IANICH H 3a4EPBEH €3HK (IJIOCHT), YCELaHe 3a UITTHYKH No
KoXKaTa (rapecrtesuns), uaM 6nena Wik xKelITa Koxka. Baluuar nekap Moxke aa HACpOUW/ TIPOBEAE HAKOH
H3CNeaBaHt, 3a Aa pa3depe npHuKHaTa 3a Balywre CHMIITOMH, ThH KaTO HAKOH OT TAX MOXE CbLIO Aa
ca MPUYHHEHH OT AuabeT WIH Aa ca BCAEACTBHE Ha APYTrd, HECBBP3aHH C HEro 3ApaBOCNOBHH
npodiaeMH.

MHoro peaku: xenatit (npobneM ¢ YyepHHs apol), KOMpHBHA TPECKa, 3a4epBABAHE HA KOXkaTa (0OpHB)
MK CHPOEK.

CrobmaBane Ha He)XeJIAHA PEAKNHHA
AKO NMONYy4YHTE HAKAKBH HEXEIAHW NEKAPCTBEHH peakliun, yBeaoMere Bailiua nekap win ¢apmauesT.
Tosa BK/IIOUBa BCHYKH BE3MOXXHH HEOMMMCAHM B Ta3H JTHCTOBKA HEXE/IAHH peakiliH. MoxeTe chllo Aa
ChOOIIIHTE HEXKENAHH PEAKLIHM JHPEKTHO Yype3 U3nunHHTENHA areHUus no NekapeTBara, yil..
['pyes” Ne 8§, 1303 Codua, Ten.: +359 2 8903417, yebeaiit: www.bda.bg. Karo cbob
HEXeJIaHH peaKlMHM, MOXKETE JIa JaAeTe CBOS MPHHOC 3a NOJYYaBaHE HAa NoBeue UH
6e30nMacHOCTTa Ha TOBA JIEKapCTRO.
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5. Kakx pa coxpanasate Merdpopmake Kombnu
Ha ce cbXxpansaBa Ha MACTO, HEAOCTHITHO 3a Jea.

He n3nonssaiiTe TOBa NEeKapcTBO Cliell CPOKa Ha FOAHOCT, OTOENN3aH BLPXY ONHcTepa H KApTOHEHATA
onakoBKa c¢nef ,,J 'oneH ao:“. CpoKbT Ha NOJHOCT OTIOBapA Ha NOCAECAHUS AEH OT NOCOYESHHI Mecell.

Ha ce crxxpansasa noa 30°C.

He n3xpbpnsiite nekapcTBaTa B KaHaJAH3aUMATa WIH B KOHTEHHEpa 3a JOMalliHH OTIIAdbLIH.
[TonuTaiite Bawna dapmaleBT Kak Ja H3XBBPJIATE JICKAPCTBaTa, KOUTO Beue He u3nonspare. Tesn
MEPKH L€ CTIOMOTHAT 3a ONna3BaHe Ha OKOJHaTa cpeaa.

6. ChabpkaHHe HA ONMAKOBKATA H JONBJAHHTENHA BRHPOpPMaANHA
KakBo ¢cpabpxka Merdopmake KomGu

- AKTHBHHTE BELECTBA Ca CUTArIMINTHH B METGOPMHHOB XH/IPOXJIOPH]

- Bcesika punmupana tabnerka ot 50 mg/850 mg crabpiKa CUTAMTTHIITUHHOB XHAPOXJIOPHI
MOHOXHOpAT, €KBHBaJIEHTHH Ha 50 mg curarnMnTyH 4 850 mg MeTGOpMHHOB XHAPOXJIOPHA.

- Besaka dunmupana tabnerka ot 50 mg/1000 mg ceabpka CUTarnMOTUHOB XHAPOXJIOPHA
MOHOXHIpAT €KBHBaJICHTHHU Ha 50 mg cutarmnTHH 4 1000 mg MeThopMHHOB XHAPOXIIOPHA.

- Jpyrute chCTaBKHU ca:
SAnpo Ha Tabnerkara: MUKpPOKPHCTA/IHa LETy/103a, noBHAOH K29/32, HaTpues naypuicyidart H
HaTpueB cTeapuwidyMapar (Brwxkre pasaen 2 “Merdgopmakc KoMOH chabpika HATPHIA™ ).
®dunmosara o6suBka Ha Tabnerkara ot 50 mg/850 mg cvabLpxka: THTaHOB AWOKCHA E171,
yepBeH kenesen okcua E172, nakroza MoHoxuapat (BuxTe pasgen 2 “ Merdopmake Kombu
ChADbPKA NIAKT03a™), XxHMnpoMenosa 2910 u TpualieTUH.
dunmoBaTa 06BHBKa Ha Tabnerkara oT 50 mg/1000 mg cvabpxka: THTaHOB AuoKena E171,
yepBeH xene3eH okcua E172, xenesen okeuna uepeld E172, nonu(BHHANOB ankoXoJ1), MAKpOron
3350 u Tank.

Kax n3rnexaa Merdopmake KoMOH H KAKBO ¢BABPAKA ONAKOBKATA
Merdopmaxec KomOu 50 mg/850 mg punMupann tabneTky ca eJMNCOBHAHH, 1BOHHOH3MbKHAIH,

¢unmupann TabaeTku ¢ pazmMepH npubnausurenso 20,5 mm x 9,5 mm, po3oBH, ¢ BUTEOHATO penedHo
o3HaueHHe “S476” ot eanara crpaHa.

Merdopmakc Komou 50 mg/1000 mg ¢punmupanu TabieTkH ca eTHNCOBHAHH, ABOHHOU3MBKHAIH,
¢unMupaHu TabneTku ¢ pazmepu npubansuTtenso 21,5 mm x 10,0 mm, kadssu, ¢ BanbbHato
penedHo o3HaueHHue “S477” oT eaAHATa CTpaHa.

PVC-PVDC/anyMnuueBu bnucrepu:
OmnaxkoBkH ot 14, 28, 30, 56, 60, 98, 112, 196 dpunmupaHu TabneTkm.

HDPE 6yTHIKH, ChOBPXKalUY KOHTEHHED CBC CYHIMTEN CHIHKAre) B KanaveTro:
OnakoBka no 196 punmMupanu TabneTkm.

He BcHukH BUOBE ONAKOBKH Morar fa Obaar mycHaTH Ha nasapa.

IIpuTexaTes HA pa3pelieHHETO 3a ynorpeda
Tesa Papma EAJ]
yia. ,,Jliodba Benuukora* Ne 9, rp. Codua 1407

brarapusa
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[Ipon3BoanTe

Laboratorios Liconsa, S.A.
Avda. Miralcampo, N° 7,
Poligono Industrial Miralcampo

19200 Azuqueca de Henares, Guadalajara
Hcnauus

ToBa JieKapcTBO € pa3pemeHo 3a ynorpeba B A-pKaBATe Yienkn na Espone#ickoro
HKOHOMHYECKO NPOCTPARCTBO N0 CJICAHATE HMEHA:

[Tomua Metformax Combi

bbarapus Metdopmake Kombu 50 mg/1000 mg ¢punmupanu tabnetku
Merdopmakc Kom6r 50 mg/850 mg dpunmupann Tabnerku

XbpBaTHs Metformax Combi 850 mg/50 mg filmom obloZene tablete
Metformax Combi 1000 mg/50 mg filmom obloZene tablete

CnoreHud Metformax Combi 50 mg/850 mg filmsko obloZene tablete
Metformax Combi 50 mg/1000 mg filmsko obloZene tablete

['epmaHus Metformax Combi 850 mg/50 mg Filmtabletten

Metformax Combi 1000 mg/50 mg Filmtabletten

,I[a'r_a Ba NOoCjICAR0 NpePpasrjckIaHe HA AHCTOBKATA —
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