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MeTdopmakc Kombu 50 mg/850 mg prammpaun.yabneTkn
Metformax Combi 50 mg/850 mg ﬂlni-coated tablets 6‘7 / g _§' —A’ 1 3 -06- 05

Merdopmaxc Kombnm 50 mg/1 000 mg qmnmpmn-‘rm@xm- vl s
Metformax Combi 50 mg/1 000 mg film-coated tablets

CUTarJIunTHH/MeTQOPMHHOB XHAPOXJIOPHA
(sitagliptin/metformin hydrochloride)

IIpogeTeTe BHAMATEIHO NAJIATA JHCTOBKA, MIPEAH A 32N0Y1HETE A2 NPHEMATE TOBA JIEKAPCTBO,

Thi KATO TR CLABPAKA BaXHA 3a Bac nndopmanns.

- 3ana3ere Ta3u JMcTOBKa. MoXe /1a ce HaJIOXH Jia A MPOYETETEe OTHOBO.

- Axo0 UMaTe HAKAKBH JAOIMBIIHUTENHH BbITPOCH, nonwraire Bawuusa nekap, dapMmatieBT WM
MEUIHMHCKA CECTpa.

- Tosa nexapcTBo € npeanucaHo MMYHO Ha Bac. He ro npeorcrensaiire Ha apyru xopa. To Moxe
Ia UM HaBpe/M, HE3aBHCHMO 4é€ NPU3HALIMTE Ha TAXHOTO 3abongBaHe ca ChlLIUTE KaTo Bawure.

- AKO NOJIY4YHMTE HAKAKBH HEXKE/IAHU peaKlMH, yBeaoMmeTe Bawuus nekap, ¢papMaleBT WIH
MEIHIIMHCKA cecTpa. ToBa BKIKOYBA H BCHUKH Bb3MOXHH HEXEJIAHH peaKkLMH, HEONHCaHH B
Ta3H JIUCTOBKA. BiokTe TOUYKa 4.

KakBo ¢bALPAKA TA3H JIHCTOBKA

Kaxso npeactasnasa Metdopmake KomOH H 3a kKakBo ce H3N0JN3Ba
Kakso TpaOBa na 3Haete, npeau aa npuemere Merdopmakc Kombu
Kak na npuemare Merdopmakc Kombu

B13MOXHH HeXejlaHU peaKiuH

Kak na cvxpanasare Mergopmaxkc Kombu

ChabppkaHHe Ha ONaKOBKATA H AOITRIHUTENIHA HHGpOpMaLHA

I e

1. Kakso npeacrapassa Mergpopmaxe KoMOH H 38 KaKBo ce H3M0/13Ba

Merdopmakc Kombu chabpka ABe pa3yiniH# JIEKAPCTBA, HapeueHH CHTAarMUIITHH H METQOPMHH.
CHTATJIMITTHH NPUHAUIEHKH KbM KJac JekapcTea, HapeueHH DPP-4 urxuburopu (aunentuaun
nemruaasa-4 MHXHOUTOPH)

MeTGOPMHH Ce OTHACA KBM KJAC JIEKapCcTBa, HapedyeHH OUrBaHuN.

Te neticTBaT 3aeaHO, 3a Aa KOHTPOJIHPAT HUBOTO HA KPHBHATA 3aXap MPH BL3PAacTHH NAUHEHTH
dopma Ha auader, HapeueH ,,3axapeH Auaber TN 2%. ToBa n1ekapcTBO noMara aa ce NOBHLLIAT HUBATa
Ha MHCYJIMHA, POK3BEXKIAH ClIE/l XpaHEHe H HAMAIABA KOJTHYECTBOTO 3aXap, MPOU3BEACHO oT Baluus
OpPraHH3bM.

3aeaHO ¢ AMETa W YIIPAXKHEHME, TOBa JIEKapCTBO MOMara 3a NMOHWKaBaHe Ha KpbBHaTa BH 3axap. Toea
JIEKApCTBO MOXKE Ja CE M3TION3Ba CAMOCTOSTENHO WIH ¢ HAKOH JPYTH JiekapcTea 3a Auabet (MHCYNHH,
cyndaHWIypes WIM IJIMTA30R).

Kakeo npeacraenapa auaber tun 27
Hnaber TN 2 € CbCTOAHME, IPH KOETO BamMAT OpraHW3BEM HE NMPOH3BEXKAA JOCTATHYHO HHCYJ/IHH, a
NPOH3BEXKIAHHAT HHCYJIHH He AcHcTpa Taka nodpe xakro O6n Tpsabsano. OcseH TOBa OpraHu3MeT BH

MOXKC CBUIO A MPOHIBOXKIA TBBPAEC MHOTO 3aXap. Hpﬂ TOBAa MNOJTOXKCHHE, 3axapTa (I‘JIEOKOB& c
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2. Kaxso Tpa0Ba aa 3naere, npeau aa npuemere Merdpopmake Kombu

He npremaiite Merdpopmaxe Kombu

- aKO CT¢ aJICPrHYHH KbM CHTArJIMITTUH WIH METQOPMHH HIH KBM HAKOS OT OCTAHAJIMTE ChCTABKH
HA TOBA JICKApCTBO (M30pOeHM B TOUYKA 6);

- aKo UMaTe CHIIHO HaManeHa 616peuHa PpyHK1Us;

- aKO UMaTe HEKOHTpPONHpaH gHabeT, HanpuMep ¢ TEXKa XHIEPriIMKEeMHA (BUCOKa KpPBBHa 3axap),
raJieHe, NoBpbLUaHe, 1Hapus, Obp3a 3aryba Ha Terno, NaKTaTHa auuao3a (BwKre ,,PUCK OT
JIaKTaTHa auMao3a™ no-a0ay) WM keroaunaosa. Keroaumaosara € ChCTOSHHE, PH KOETO
BSLLIECTBATA, HAPECUYEHH ,,KETOHHH TeNa™, C€ HATPYNBAT B KPBBTA H TOBA MOXXE A4 JOBEAE 0
avaberHa npexoMa, CUMIITOMHTE BKIIOYBAT OOJIKHM B CTOMaxa, y4ecTeHo U AWIOOKO AvinaHe,
CBHHJIMBOCT WM HeoOHUaeH IUI0A0B apoMaT Ha abXa By;

- aKO HMaTe TEXXKa HHPEKLHA HIIH CTe 00€3BOJHEHH,;

- ako e By npaBsAT peHTreHoOBa CHHMKA, 3a KOSTO € HeoOXxoaumo na Bu HkekTHpaT
KOHTpacTHO BelnecTBO. 1padBa na cnpere aa npuemare Mergopmake Kombu no speme Ha
PEHTTCHOBOTO M3CNEABAHE U 2 HIIM NOBeYE AHH ciell ToBa, KakTo B e mpeanucan Baunar
neKap, B 3aBHCUMOCT OT TOBa Kak pabotar Baiunure 6u6peum;

- aKO HaCKOpO CTe MOYYHWIH ChpAeYeH HH(PAPKT WIH MMATe TEKKH LIMPKYIaTOPHH npobneMm,
KaTo ,,IO0K" WIH NMpoOJIeMH ¢ JUILAHETO;

- aKo HMaTe YepHoApoOHHU npobnemu;

- aKo MHETE aNKOXO0 B FoJIeMH KOJIHYECTBA (BCEKH [IEH HJIM CAMO OT BPEME HA BPEME);

- aKO KbPMHTE.

He npuemaiite Merdopmake KomOu, axo Hewo ot H30poeHHTe no-rope ce orHacs 3a Bac u roeopere
¢ Baius nekap 3a Apyru HaUMHH Ha jJeyeHHe Ha Bamms guabet. Ako He CTe CHIYPHH B HEO,
KOHCYJITHpakiTe ce ¢ Bauiua nekap, ¢papMaueBT WIH MEAHIIMHCKA CECTpa MPEAM Aa PHEMETE
Merdopmakc Kombh.

IIpeaynpexaen s 1 NpeaNa3HH MePKH
[Ipu naumenTH, Kouro npueMat Mergopmake Komdu ca chobluaBaHH ciiydaH Ha Bh3NaleHHeE Ha
naHKpeaca (IaHKpeaTHT) (BHXTe Touka 4).

AKO NOJIYYHTE MEXYPH M0 KOXAaTa, TOBA MOXKE J1a € PU3HAK HA ChCTOSHUE, HapeveHo Oyno3eH
nemduronn. BaumsT nexkap Mmoxke 1a Bu nocsseTna aa cnpere nmpueMa Ha Mergopmakc KoMbu.

PHCK OT JJAKTATHA AUHIA038
Metdopmake KoMOu MoOXke oa npean3BHKa MHOrO psiika, HO MHOTO CEpHO3HA HEXKEaHa peaKkiuus,

HapedeHa JIaKTaTHa aiHao3a, ocobeHo ako OnOperre Bu He dpyHKImMoORHpaT npaBuaHO. PHCKBT OT
pa3BHTHE Ha JIAKTATHA alli4/103a C€ YBEIHYABA ChIIO H PH HEKOHTPOJIMPpaH AHabeT, TeXKH HHPEeKLnH,
NPOABL/DKHATETHO IMAAYBAHE WIHM NPUEM HA AJIKOXON, 0be3BoAHABAHE (BIDKTE Olle HHGOpMaLMs Mo-
A0Ny), YepHoApOoGHH NpoGneMK H BCAKAKBH ChCTOAHHSA, IIPH KOHUTO YacT OT OPraHH3Ma HMa HAMAJIEHO
cHabasABaHe ¢ KHCIOpoA (KAaTO NMPH OCTPO NPOTHYALIO TEXKKO 3ab0nABaHe Ha CBPLIETO).

AKo HsiKoe oT H30poeHHTe No-rope ce oTHacA 3a Bac, rosopere ¢ Baluus siekap 3a NOMBIHHTENHH
yKa3aHH1.

Copere nprema sa Mergopmaxc Kombn 33 kpaTnk mepHoa 0T Bpeme, ako HMaTe 3abosBane,
KoeTo Moxe aa 6bae cBbp3aH0 ¢ 00e3poaHaBaANE (3HAYNTETHA 3ary0a Ha TeJIECHH TEYHOCTH) KaTo
TEXKO NOBPBLIAHE, AHAPHA, TPECKA, H3/IAraHe Ha TOIUIMHA WIH 8KO NMUETE NO-MalKO TEUHOCTH OT

HopManHOTO. ['oBopere ¢ Bawnsa sekap 3a NOIMBJIHATETHH YKa3aHHUA. 2T TN
" - "‘-\‘ A

Cunpete npaema Ba Merdopmaxke Kombr n re3a6aBHO ce cBBpAeTE € JIEeKaAP
6am3kaTa GonHMNA, AKO HMATE HEKOH OT CHMOTOMETE BR JIAKTATHA ANHA03A

CBECTOSHHE MOXKE 1a IOBEie 10 KOMa. | B .
CHMITOMMTE HA JJAKTATHA aLlHA03a BKIIOYBAT: A J

- MOBPBILAHE; W Lt
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- fonku B cromMaxa (KopeMHH 60IKH);

- MYCKYJIHH KpaMIIH;

- 001110 ycelaHe 3a HepasnookeHHe, MPHAPYKEHO ChC CHIIHA YMOpa;
- 3aTpyAHEHO JMIIAHE,

- TIOHHXKEHA TEJISCHA TEMIIEPaTypa H ChpledeH PHTHM.

JlakraTHaTa almu/103a € ChbCTOSHHE, H3HCKBALO CIIeNIHa MEULIMHCKA IMOMOILL, ¥ TpsaOBa na ce JieKyBa B
OOJIHUIIA.

I'osopeTte ¢ Bamua nexap Be3abaBHO 32 AONBJIHHTENHH YKAZAHHS

- aKo € YCTaHOBEHO, Y€ CTpaaaTe OT HACASACTBEHO reHeTHYHO 3a00JiABaHe, NMOBIUABAILO
MHTOXOHAPUHTE (KOMITIOHEHTUTE, KOUTO MPOU3BENKAAT eHEPTrHA B KIIETKUTE), KATO CHHAPOM Ha
MHTOXOHJIpHa/iHa eHue(aloNnaThA ¢ IaKTaTHa alo3a 1 Hucyronogobum emuszoan (MEJIAC
CHHAPOM) HJIM HacneacTBeH AnaleT M riTyxoTa no Maiuura nuausa (Maternal inherited diabetes
and deafness, MIDD).

- aKO UMATE HAKOH OT TE3H CUMITTOMH CJIE]] 3al04BaHe Ha NeYeHHe ¢ MeTQOPMHH: MPUNaaLK,
HAMAIICHH NO3HABATETHH CNIOCOOHOCTH, 3aTPYyIHEHH IBHXKEHHA Ha TAJIIOTO, CUMITTOMH,
NOKA3aTE/IHH 34 YBPEKIAHe HA HEpBHTE (Harp. 60JIKa WIK U3TPHIBAHE), MUIPEHa M IIIyXOTa,

['oBopere ¢ Bamua nexap win gapmanest npeau aa npuemere Merdopmake KomOu:

- aKO UMaTe WIH CTe UMATH 3a00nsaBane Ha MaHKpeaca (KaTo MaHKPEaTHT);

- aKo MMATE WNHM CTE HMAITH KAMBHH B XXTBYHHA MEXYP, aJTKOXOJIHA 3aBUCUMOCT WIH MHOTO
BUCOKH HHBa Ha TPUITIMUEPUIH (BHI Ma3sHHHH) B KpBBTA. Te3u 3ab0onsBanus MOrar 1a noBHINaT
BEPOATHOCTTA JA NOJyYHTE NMTAHKPEATHT ( BIOKTE TOUKA 4).

- ako uMate Auabet THI | - MOHAKOra ce HapH4ya HHCYAHHO-3aBUCHM aHaler;

- aKoO HMAaTe WIM CTe MMAJIH alIepriyHa peakums KbM CHTATHIITHH, MET(OPMHH HIH
MetdopmMarc Kombu (BukTe TOUuKa 4);

- aKo npuemMare CyadaHUNypeiHO ITPOH3IBOIHO WIH HHCYJIHMH (aRTHAHAOETHH JieKapcTBa) 3aeIHO
¢ Mergopmakc KomOu, Tei1 KaTO HMBaTa Ha KpbBHaTa BM 3axap Morar Aa crajHaT M a CTaHar
HUCKH (XHITOTTIHKEMHA ). BalllMAT lekap MoXe J]a HaMaliK J03aTa HA CYJIPaHTYPEHHOTO
MPOU3BOJHO WK HHCYJIHHA.

Axo0 By ce Hanara Aa npeThPNHTE cEpHO3Ha onepaud, TpaOBa 3aAWDKHTENHO Aa CIpeTe MpHeMa Ha

Merdopmakc KomOu no BpeMe Ha H H3BECTHO BpeMe Cle] NpolleaypaTa. Baluar nekap me pein

kora Tpa6Ba Ja cnpere ¥ Kora Aa Bb306HOBHTE eueHreTo ¢ Metgopmake KoMOu.

AKO He ¢Te CUT'YpPHH, Jajii Helllo OT u3bpoeHHTe mo-rope ce oTHacs 3a Bac, nonuraiite Baniusa nekap
win ¢apmaueBT npeau aa npuemere Merdopmakc Komon.

[Io Bpeme Ha neueHuero ¢ Merdpopmake Kombu Bamuar nexap e nposepsea On6peunara Bu
(YHKIMSA [TOHE BEAHBXK MOJUIIHO WIH II0-4eCTO, aKO CT€ B CTApYEeCcKa BB3PacT H/WIH aKO UMATE
Bi1olIeHa OLOpeuHa pyHKLMA.

Jlena H oHOMH

Heua n rosomn nox 18 rogusau He Tpabra na W3NON3RaT TOBA JIEKApCTBO. TO He € e()eKTHBHO MPH
Jella U IOHOLUIH Ha BB3pacT Mexay 10 n 17 rogunn. He € u3BecTHO 1aiM TOBa JIeKapeTBO € 0€30MacHo
H e(heKTUBHO, KOraTo ce M3Mo/I3Ba NpH Aeua Ha Bb3pacT nof 10 roguHu.

Apyra gexapersa H Mergpopmaxe Kom6n

Axo TpsbBa na Bu ce mocTaBy MHDKEKLIMA € KOHTPACTHO BEMIECTBO, CHABPMKALIO HOZ, B
KPBBOOOPAILICHUETO, HATIpUMEP TIPH PEHTIEH KWIH CKeHep, TpaOBa aa crpere npHeMa Ha M,err¢epnal£c
Kombu npenu unu no BpeMe Ha MHXKEKLMATA. BaltHAT nekap e pely kora TpﬂﬁBa ,ua/fcnpe'r‘e ﬂqu
na Be30OHOBUTE NeueHneTo ¢ Merdopmake KomGH. -

Tpabra aa xaxete Ha Bamms nekap win papMaLeBT, aKO MPHUEMATE, HACKOPO CTe | _ €
BBL3MOKHO Ja [TpUEMATe JIpYTy JekapcTBa. Moske a ce HaN0XKM No-4eCTOo Ja ¢¢ H:icwéma Emnkoaa"ra B . !
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KpbBTa H PyHKIHOHHpaHeTo Ha OnOpeLTe wny BamuaT nekap Moxke 1a KOpHrupa 103arta Ha
Merdopmakc KomOu. M3xmounTenHo BaXXHO € Aa CTIOMEHETE CIEAHOTO:

. JIEKapCTBa (KOHTO Ce MpUEeMaT Npe3 yCTaTa, MHXaNETOPHO WIKH HHYKEKIIMOHHO), H3MOJI3BAHU 32
JieYeHHE Ha BL3NMANUTENIHH 3a00/IMBaHusA KaTO &CTMA U ApTPUT (KOPTHKOCTEPOHUIH);
JIeKapCTBa, KOMTO YBEJIHYABAT OTAE/IAHETO HA YPHHA (IHYpETHLH);
fieKapcTBa, U3MON3BaHU 3a teueHue Ha 6onka » Br3naneHue (HCTIBC n COX-2 urxuburopy,
KaTo uoéynpodeH U uenekokcud);

® ONnpeneNeH! NEKAPCTBA 34 JICHEHHUE Ha BUCOKO KpbBHO HanaraHe (ACE-HHXHOHTOPH H

aHrMoTeH3uH Il pelenTopHM aHTATOHUCTH),

cneundHYHH JIEKapCTBa 3a IeMeHHe Ha OpoHxHanHa acTMa (6eTa-CHMIaTHKOMHMETHLIH );

HOI-KOHTPACTHH BELLECTBA MIIH JIEKAPCTBA, ChAbLPXKALIH aJKOXOJ;

onpeAeNeHH IeKapCTBa, H3MOA3BAHH 33 JJIeUeHHE Ha CTOMAIIHH NpodneMH KaTo HHMETHAHH;

paHONa3uH, JIEKApPCTBO, H3NIO3BAHO 34 JICYEHHE HA CTEHOKApAYA,

DONyTerpaBup, 1eKapCTBO, H3MOJI3BaHO 3a JeueHHe Ha HIV undexunsn;

BAHAECTaHHO, TEKAPCTBO, H3MOJ3BAHO 34 JIEUECHHUE HA CrieLM(UYeH B/ PaK Ha INUTOBHAHATA

xne3a (MeaynapeH KapiiiHOM Ha IIHTOBU/IHATA KJIe3a);

o AUTOKCHH (32 NEYEHHE Ha HENPaBWICH ChPACYEH PUTBM H APYIrH ChpAEYHH Mpobnemu). Moxe
Ja ce HaJIOXU Aa € MPOBEpH HHBOTO Ha JUIOKCHH B KpbBTa BH, ako ro nprHemare
eaHoBpeMeHHO ¢ Merdopmakc Kombu.

Metdopmaxc Kombu ¢ anxoxon

Ha3barsatite npekoMepHaTa ynorpebda Ha ankoxos no speme Ha npuema Ha Mergopmakc Kombu, Toit
KaTO TOBa MOXKE [1a YBEJIMUHM PHCKA OT IOABA Ha JIAKTATHA ailiMao3a (BIKTE TouKa , [ IpeqynpexaeHus
H MPEANa3HA MEpPKH™).

BpeMeHHOCT H KEpMEHe

Ako cTe OpeMeHHa WIH KbPMHTE, CMATATE, Y€ MOXeE Z1a ¢Te OpeMeHHa WM IUIaHBpaTe OpeMeHHOCT,
nocbBeTBaliTe ce ¢ Bawna nexkap unu papmauesT npean ynorpebara Ha ToBa iekapcerso. He Tpabsa
A3 NpHEMATE TOBA JIEKAPCTRBO MO BpeMe Ha OpemeHHocT. He npuemaiite TOBa NEXapCcTBO aKO KbPMHTE.
Brxre Touka 2 He npuemaiite Merdopmake Kombn.

[llo¢pnpane u paboTa ¢ MAINHHHA

Toga nexapcTBO HEe NOBJIMABA KIH NOBAMABA NMpeHeOpeKUMO cnocobHOCTTA 3a WwodupaHe H pabota ¢
MallMHH. Berpexk ToBa ca cho01AaBaHK CITyyuaM Ha 3aMaliiBaHe B CHHIIMBOCT CBC CHUTATIMIITHH, KOETO
MOJKe Ja nosjuse cnocobHocrra By 3a modupane wiu pabota ¢ MaLIHHH.

IpHeMBT Ha TOBA JIEKAPCTBO B KOMOHHALMA ¢ IeKapCTea, HapeueHH CyNpaHWTypeiHH IPOH3BOAHH
WM WHCYIHH, MOX€E /1a MPHYMHU XUNOMJIMKEMHA, KOATO MOXe Aa nosnuse Bainarta criocobrocT fa
iodupare WM paboTHTe ¢ MAILIKHH, WIH a2 paboTHTe O€3 curypHa onopa.

Metdopmaxc KomOH cnaAbpika HATPHE

ToBa nekapcTBO ChABPKA MO-Manko oT 1 mmol HaTpuii (23 mg) na Tabnetka, T.€. MOXKe Aa ce Kaxe,
ye NMPaKTHYECKH HE ChAbPXKA HATPHIA.

3. Kax aa npaemare Metdopmaxc Kombn

BuHaru npreMaiite ToBa JIekapcTBO TOUHO KAKTO BH ¢ xa3an BauMaT aekap. AKO HE CT€ CUTYPHH B
Hewmo, nonuTalite Bating nekap win apMaleBT.

° [Ipuemaiire eaHa TabneTka:

® B2 TbTH AHEBHO Mpe3 YCTAaTa
® C XpaHa, 3a ia HAMAJINTE PHCKA OT CTOMALIHO HEPA3NOIOKEHHE
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° AKo MMaTe HaManeHa 6xOpeuna PpyHkuua, BamusaTt nekap Moxe Aa Bu nmpeanuiue no-Hucka
034,

[1o BpeMe Ha JleyeHHE ¢ TOBA JleKapcTBO TPAOBA Z1a MPOALIKHTE Aa Cna3BaTe AHETAaTa, Npenopbyana
oT Bamus nekap 1 Aa BHUMAaBaTe MPUEMBT Ha BHIVIEXHIPATH A4 € paBHOMEPHO pa3fnpenecsicH npe3
ACHA.

Manko BepOSTHO € TOBa JIEKAPCTBO CAMOCTOATENHO Aa NPHYHHH HeoOHYailHO HHCKH HHBa Ha
KpBBHaTa 3axap (xunornukeMus). Koraro Topa nekapcTBo ce M3MO0MI3Ba CbC CYN(paHWTypeHHH
NeKapCcTBa WIH ¢ HHCYJIMH, HUBaTa Ha KPbBHATA 3aXap MOXKE Aa CTAHAT MHOIO HHCKH H BaluusaT nexap
MOJK€E Aa HaMaJIM J103aTa Ha CydaHWwIypeHHOTO NMPOU3BOAHO WIH HHCYJIHH.

AKo CTe IpHe/H NoBede 0T HeobOxoqEMATA 1038 Merdopmaxe Kombu

AKO CTe npuelH rnoBeye OT MPEANKCAHaTa 1034 OT TOBa JEKAPCTBO, He3abaBHO ypeaomere Bawna
nexap. Ornaere B 601HMIA, AKO TIOIYYHUTE CHMITTOMH Ha JIAKTATHA aLMN03a KATO YCELIAHE 38 CTY]
WIH JUCKOMGOPT, CHIIHO raZieHe WIH MOBpblaHe, 6oka B cToMaxa, HeoOsacHuMa 3aryba Ha Tervo,
MYCKY/THH KPaMITH HJIH YMeCTeHO AuIlaHe (BHXTe TovKa , JlpenynpexaeHns u npeanasHH MEpKH ‘).

AKO ¢Te NPONYyCHANH Aa npaeMeTe Merdopmaxke Kombu

AKO ¢Te MpOIMyCHAIH 1038, B3€METE 1 BeJHAra LOM ce ceTuTe. AKO HE C€ CETHTE IMpeaH [a HACTBIIH
BpeMe 3a CJie/IBaliiaTa 1034, MponycHeTe 3a0paBeHaTa 033 M Ce BbPHETE KbM peIOBHATA CXeMa Ha
npueM. He B3eMaiiTe ABoiHA 1032 OT TOBA JIEKAPCTBO,

AKo cre cnpesn npuema Ha Merdopmaxe Komon

IMpoxemkapaiiTe Aa npueMaTe TOBA JIEKAPCTBO TONIKOBA JILIIr0, KOJAKOTO BH e npeanucan Bamusar
nexap, 3a ia MOXe Ia MPONb/DKMTE J1a KOHTPONHpATe CBOATa KpbBHa 3axap. He Tpa0sa na cniupare
NnpHeMa Ha TOBA JIEKAPCTBO, Oe3 ITbpBOHAYAIHO 1a ¢€ KOHCY/ITHpare ¢ Bawuiua nexap. AKO cnpere
npuemMa Ha Merdopmake KomOu, Bauiata kpeBHa 3aXxap MOXKe Ja ce NIOBHLIH OTHOBO.

AKO HMaTe HAKAKBH JIOITHJIHWTENIHA BBLIIPOCH, CBBLP3aHH ¢ yNoTpedara Ha TOBa JIEKAPCTBO, ONHTalTE
Bainna nexap wnu dapMaleBT.

4. Bu3MOXKHEA HEXKEJIAHB PeAKNHH

KaKTo BCHYKHM JIEKAPCTBA, TOBA JIEKAPCTBO MOXKE Ja NpeAU3BHKa HEXKENaHH PEaKLMH, BBITPEKH He HE
BCEKH I'M IOJIy4aea.

ITPEKPATETE npuemMa na Mergopmakc Kombu u HezabaBHO ce cBppxkeTe ¢ Bauing gekap, ako

3a0enmeKnuTe HAKOU OT CEAHUTE CEPUO3HU HEWKETAHH PeaKLUH:

* CHJIHA H NOCTOAHHA Gonka B kopema (B 001acTTa Ha cTOMaxa), KOATO MOXKE Jla CTHra Ao repoa,
cbe WM 0€3 rageHe W noBpblllaHe, Thil KaTO TOBa MOXKE Aa ¢a NNPHU3HALM Ha Bh3NajleH NTaHKpeac

(TaHKpeaTHT).

Merdopmakec KomGH Moke na npenn3Buka MHOTO paika (Moxe Aa 3acerde Ao 1 Ha 10 000 myum), vo
MHOFO CEpHO3HA HeXXeJlaHa peaKLMs, Hape4cHa JIaKTaTHa ailtMao3a (BHKTe Touka ,JIpeaynpexacHus H
npeanasHi Mepku™). AKo ToBa ce CiTy4H, TpsadBa 3aAWDKHTEHO Aa cnpeTe npRemsa Ha Merdopmaxe
Kom0nr n He3a0aBHO A8 ce¢ CBBPIKETE C JIeKap AN ¢ Hafi-0nmaxaTa 6orEma, Thi KaTO 1aKTaTHATA
aLMA03a MOXKE Ja AOBEAE OO KOMA.

AKO NOy4HTE CEpHO3HA AIEPrHYHA PeaKkLMA (C HEH3BECTHA YECTOTa), BKIIOYHTEHO OOpHB, —_
YPTHKApHA, MEXYPH IO KOXATA/HATIOUIBALLA CE KOXKA H NOAYBAHE Ha AHUETO, YCTH caﬁq ,ﬂnb
IbPJIOTO, KOSTO MOXE a4 NPeAU3IBHKa 3aTpyJAHEHHE B QMLIAHETO MITH I'WJITAHETO, NP
Ha TOB& JIEKAPCTBO M BEJHAra ce CBhpKeTe ¢ Bamna nexap. BawnsT nekap Moxe/Aa B}i npeﬁ!ﬂﬂ“e\
JIEKAPCTBO 32 JIeHEHHE HA AICPTHYHATA PEAKLIMA H APYro, PA3THYHO JEKAPCTBO Bm;mﬁ fuaber. - :

.-r
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HsakoH nauMeHTH, KOMTO MPHEMAT METPOPMHH, MOMYHaBaT CHEAHHUTE HEXKENIAHH PEaKLIHH Clie]
no0aBAHE HA CHTATJIMITTHH:

Yectu (Morar aa sacerHat a0 1 Ha 10 xyun): HHCKa KpbBHaA 3axap, raacHe, MoAyBaHe Ha KOpeMa,
NOBPBUIAHE.

HeuectH (morart aa 3acersar 40 1 ga 100 gymm): 6onka B ctomMaxa, 1MapHA, 3aMeK, CbHIHBOCT.

HskoM nauueHTR nonywaRaT JHApHA, rajcHe, NOAyBaHe Ha KOpeMa, 3anck, 60Ka B cToMaxa WiH
MOBPBILAHE, KOTaTo 3a1104HaT A4 MpHeMAaT KOMOMHALMATA CUTAI/IHNTHH B MeThOpMHH (decToTaTa €
,,4ECTH ).

HsxoM nauHeHTH NOMy4aBar CICIHHTE HeXKeNaHH PeakiMd JOKATO MPHEMAT TOBA JIEKAPCTBO ChC
cyndaHwTypeiiHo NpOU3BOJHO KATO FTHMENHPUHA;

MHoro yecTH (Morat Aa 3acerHat noseue otT | Ha 10 Qylun): HUICKH HHUBA Ha KPbHBHATA 3axap.
HecTH: 3anek.

HakoM nalMeHTH NojyuaBaT CNeAHUTE HEXXENAHH PEaKiLUH JOKATO [IPHEMAT TOBA JIEKAPCTBO B
KOMOMHALMA ¢ TTHOTAUTA30H:
YecTH: noaysaHe Ha pBLUETE HIH KpakaTa

Hsaxon naneHTy NosyvaBar ClIeAHHTE HEXENaHH peakliMi, AOKATO MPUEMAT TOBa JIEKapCTBO B
KOMOMHALMA C HHCYIIHH:

MHOro 4eCTH: HUCKHM HHBA Ha KpbBHATa 3axap.

HeuecT: cyxoTa B ycTaTa, rnasobonue.

Hsaxou manueHTH ca NOMYHWITH CIIETHHTE HEXENIaHU peaKLiUM Mo BpeMe Ha KITHHHYHM NPOYYBAHHA,
DOKaTO Ca NPUEMa/TH CUTArNHMIITHH CaMOCTOATENHO (eaHO OT nekapeTeara B Merdopmakc Kombu),
HJIM Ca W3TIO/I3BAJIH B NEpHOAA CMICA pa3peluaBake 3a yrotpeba koMOHHaiuaTa
CHTTOJIMITTHH/MET(GOPMHH WIH CHTATTMITTHH CAMOCTOATENHO, KM 33€AHO ¢ APYTH aHTHAHabeTHH
JIeKapCTBa:

YecTH: HUCKH HHBA Ha KPBBHATA 3axap, rnapobosine, HHQEKLMA HA TOPHUTE AHXATEIHH ThTHLIA,
3aAMyUICH WIH TEYAIR HOC M BB3MAJICHO I'bPJ0, OCTE0APTPHT, 00JIKa B PBLETE WIH KpaKaTa.

HesecTH: 3amalisane, 3anek, cbpbex.

Penxu: Hamanen 6poit TpoMOOLHTH.

C HeusBecTHa yecToTa: NpodNIeMH ¢ OBOpeLMTe (MOHAKOra Hanaraulk AMann3a), NoBpLINAHE, CTABHA
Gonka, MyckynHa bonka, 60/1ka B rep0a, narepcTurania Genoapobna 6onect, Oynosen nempuronsa
(BMA MEXYPH MO KOKATA).

HsAkoM nmauMeHTH NoayyaBaT ClIeIHHTE HEXKEIAHU peakUMH A0KaTO NpHeMaT MeTgopMHH
CaMOCTOSTEITHO:

MHoro yecTu: raacHe, NOBpHUIAHE, A4apKi, Ooaka B croMaxa W 3aryba Ha aneTut. Te3H CHMIITOMM
MOXKE Ja C€ MOABAT IIPH 3ar04BaHe Ha MpUeMa Ha MeTOPMHH U 0OMKHOBEHO OT3BY4YaBar.,

YecTH: METaNEH BKYC, HAMAJICHM WJIH HUCKH HHBa Ha BHTAMHH B12 B KpbBTa (CHMITTOMHMTE MOTraT Ja
BKJIIOYBAT CHIHA YMOPA (M3TOLUCHHE), BH3MNAJICH K 3a4epPBEH €3HK (TJIOCHT), YCelllaHe 3a HITIHYKH M0
KoXxaTta (napecTesus), M 6aea WK XKbITa KOXKA. BaliuAT nekap Moxe [a HaCPOUH/TIpOBEAE HAKOH
H3cieABaHuA, 3a Aa pa3bepe npuuKBaTa 3a Balure CHMITTOMH, Thi KATO HAKOH OT TAX MOXeE ChIO Aa
ca MPUYHHEHH OT AnabeT MK Aa ca BCNEACTBHE Ha APYTrH, HECEBP3AHH C HETO 3/IPAaBOC/IOBHU
npobaeMH.

MHoro peaku: xenatHt (rpobneM ¢ uepHus apod), KONMPHBHA TPeCKa, 3auepBABaHE Ha KoxKaTa (0OpHB)

HJIH ChpOeK.

Cro0maBane Ha HeXeJIAHH PeSKIHA U
-~ .

AKO NOTy4HTe HAKAKBH HEXEJIaHH JIKapCTBEHH peaKUHH, yBenoMere Bawna sekap zm dap

Tosa BxIIOUB2 BCUYKH BL3MOXKHH HEOMMHCAHH B TA3H JIMCTOBKA HEXKETAHH PEaKiMH. 4 dnc;e're ﬁlﬂd“ﬂwv S
F ) 27T 7 n.*ft
CHOOLINTE HeXeNlaHM PeaKUMH AHPEKTHO Ype3 UsmeaHHTeNHA areHLKd 110 JieKa ' Yﬂ-'mﬁ-’_\ s ’H,
I'pyes” Ne 8, 1303 Codus, ten.: +359 2 8903417, yebealit: www.bda.bg. Karo iﬂafafa’re S "*.L .
HEXXEJIaHU peakLMyd, MOXKETe Aa JAACTE CBOA NPHHOC 38 NMOJTyYaBaHe Ha NMoBeue MH cxpmauna OTHOGHO o

Oe30macHOCTTa Ha TOBA JIEKAPCTBO. -
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S. Kak aa cuxpanaBate Merdopmaxe Kombn
Ja ce cbXpaHABa Ha MACTO, HEXOCTBITHO 34 ACLIA.

He u3nonspaiite TOBa NEKApPCTBO CI€/ CPOKA Ha MOJHOCT, 0TOENA3aH BBpXY O1HMcTEpa H XapTOHEHATa
onakoBka cien ,,['oaeH 0. CpokbT Ra rOAHOCT OTrOBapA Ha NOCNCAHUS JACH OT NMOCOYCHUS MECell,

Ha ce cexpanaBa mog 30°C.

He m3xpbpnsiTe JekapcTBara B KaHAIM3al[MATa WIH B KOHTEHHEpa 3a NOMAIIIHY OTIIaTblH.
[TonuTaitre Baina ¢apMaueBT Kak Ja W3XBLPJIATE JIEKAPCTBaTa, KOMTO BeYe He H3no3eate. Tesu
MEpKH L€ CIIOMOTHAT 3a Ona3BaHe Ha OKOAHaTa cpeaa.

6. CohabpikaHne HA OMAKOBKATA H JOMLJIHATEIHA HHPOpMANMS
Kakso coabpaa Merdopmake Kombn

- AKTHBHHTE BEILECTBA CA CHTAITHITHH U METGOPMHHOB XHAPOXJIOPHI

- Bceska ¢uimupana Tabaerka ot 50 mg/850 mg cpabpxa CHTATIMITHHOB XHAPOXJIOPHL
MOHOXHPAT, €KBUBAJICHTHH Ha 50 mg curaraunTyH B 850 mg MeTGOPMHHOB XHAPOXJIOPHA.

- Bcesaka ¢punmupana tTabnerka or 50 mg/1000 mg cpabpxa CHTArJaUIMITHHOB XHAPOXITOPHA
MOHOXHMJpAT eKBHBaJIEHTHH Ha 50 mg curaraunTHH M 1000 mg merdopMuHOB XHIOpoOXcpuUa,.

- JpyruTe CbCTaBKH ca:
Anpo Ha TabneTkaTa: MUKPOKPHCTANHA LieTy03a, noBuaoH K29/32, marnesues creapar
(Ph.Eur.) [Ha pacturenna ocHoBa] (E470b) u HaTpHeB naypuncyndar (BroKTe pazaen 2
“Merdopmakc KoMOn cranpxa RaTpuit™).
®unmoBaTa oOBHBKa Ha Tabnerkara ot 50 mg/850 mg crabpka: Makporon (PEG)
MIOTMBHHWIOB aIkoXoN npucaneH cononumep (E1209), tank (E553b), THTaHoB auokcua
(E171), rauuepun MOHO- U IMKATIPHAIOKAIIPAT, IIIHLIEpoNOoB MOHOKapunokanpar tHn 1 (E471),
YaCTHYHO XHPONH3UpaH NOJNHUBHHHIOB ajikoxon (E1203), uepsen xeneseH okcun (E172).
dunmosara obBuBKa Ha Tabnerkara ot 50 mg/1000 mg cuavpxa: makporon (PEG)
NOMHBHHWAIOB AKOXOMN mpHcaaeH cbnonuMep (E1209), tank (E553b), Turanor anoxcua
(E171), yepBeH xene3eH okcuA (E172), ryuepun MOHO- U AMKAITPUIIOKATIpAT, INTHLIEPOJIOB
mMoHokanpuiokanpart tun 1 (E471), uacTuudo xuaponu3upad nonMBHHWIOB ankoxon (E1203),
gyepeH xkeneseH auokcun (E172).

Kaxk marsiexaa Mergopmaxe KoMOE B KAKBO ¢hALPXKA ONAKOBKATA

Merdopmakc Kombn 50 mg/850 mg dunmMupanu tabnerky ca €MHNCOBUIHH, ABOMHOMIITEKHAIH,
dbuwmupanu rabnerku ¢ pasMepu npubauzurenso 20,5 mm x 9,5 mm, po3oBH, ¢ BIEOHaTO penedHo
o3HadcHHe “S476” oT enHara cTpaHa.

Merdopmake KomGu 50 mg/1000 mg ¢prnmupanu TabneTky ca eIMNCOBUAHH, ABOHHOHIITBKHAIIH,
$unaMupanu Tabnerky ¢ pazmepu nmpHbausureaxo 21,5 mm x 10,0 mm, kadgsasu, ¢ BANBLOHaTO
penegHo o3HavYeHue “S477 oT eanaTa CTpaHa.

PVC-PVDC/amymuHueBu dnucrepu:
OnakokH ot 14, 28, 30, 56, 60, 98, 112, 196 prunmMupanu Tabnerxu.

HDPE 6yTHnkH, ChABpKALIM KOHTEHHEP CHC CYLUIHTEN CHIMKATENl B Kanayero:
Onakoeka no 196 ¢punmupanm Tabnerku.

He BCHMKM BHOBE ONAKOBKH MOTaT Aa ObJAT ITyCHATH Ha nasapa.
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IIpuTexkaren Ha pajpelmieHHETO 32 ynorpebda
Tesa ®apma EA]]

yn. ,,Jlioba Bennuxosa“ Ne 9, rp. Codus 1407
bbarapus

IlpousBoauTen

Laboratorios Liconsa, S.A.

Avda. Miralcampo, N° 7,

Poligono Industrial Miralcampo

19200 Azuqueca de Henares, Guadalajara
HcnaHus

ToBa JEKAPCTBO € pa3pelicHo 33 yno*rpeﬁa B 1bPAKABHTE HJICHKH HA EBPOHEﬁCROTO
HKOHOMHYCCKO NMPOCTPAHCTBO NOoA CJNEJHHTE HMEHA.

[Tosnwa Metformax Combi

Bbnrapus Metdopmake Kombu 50 mg/1000 mg punmupanu tabnetku
Mergopmake Kombu 50 mg/850 mg punmupanu Tabnetkn

[epMaHns Metformax Combi 850 mg/50 mg Filmtabletten

Metformax Combi 1000 mg/50 mg Filmtabletten

JaTa na nocjieiHo npepasriiexjiane Ha JHcToBKaTa — 03/2025




