JUCTOBKA



JIHcTOBKA: HHPOPMAIMS 32 MARHEHTA

Maiimercu 50 mg/850 mg puamMupanu rabnerkn
Maiimercu S0 mg/1 000 mg dnamupann TabeTKH
CUTArNUNTHH/METPOPMHHOB XHAPOXJIOPHI

Maymetsi 50 mg/850 mg film-coated tablets
Maymetsi S0 mg/1 000 mg film-coated tablets

sitagliptin/metformin hydrochloride

HPG‘IETETE BHHMATC/AHO USJIaTa JJHCTOBKA, NNPCIH 14 3AMM0MHETE JA NPDACMATE TOBa JIEKApPCTBO,

ThH KaTO TH CHABPAKA BaxkHa 3a Bac uadpopmanus.

- 3anaseTe Ta3u JUcToBKa. Moxke aa ce HANOXKH Ja 4 NpoYeTeTe OTHOBO.

- AKO UMaTe HAKAKBH JOITBJIHUTENHU BBLIPOCH, AOoNKTAaMTe Bawva nekap miu dapmatienT.

- Toea ntekapcTBO e npeanucaHo avyHO Ha Bac. He ro npeorcTbneaiite Ha apyru xopa. To Moxke
Jla M Haspeau, HE3aBUCHMO Y€ NMPU3HALIMTE HA TAXHOTO 3abonsBaHe ca ChUIMTE KaTo Bauiure,

- AKO MOJYYHTE HAKAKBH HEXKE/IAHH JIEKAPCTBEHH peakuyy, yseaomere Bawusa nekap wam
¢dapmauesT. ToBa BKIHOYRA U BCHYKHY Bb3MOXKHH HEXENAHH PEAKLIMH, HEOMUCAHH B Ta3H

nucToBKa. Byoxte Touka 4.

Kakso ChAbPAKA Ta3H JJHCTOBKA

Kak aa npuemare Malimercy
B13MOXHHM HEXENAHH PEaKLUU
Kax na cxxpanspare Maimercu

SR WM

1. Kaxkso npeacrasasea MalMeTcH H 3a KAKBO ce H3I0/13BA

Kakeo npeacrasnasa MaliMeTcd M 3a KaKkBO ce€ U3MON3BA
Kakeo Tpabsa fna 3Haere, npeau na npuemere MaiiMercu

CbabpikaHue Ha ONMakoBKATa M JOMbAHKTENHA HHpOpMaLUs

A3NTBbAHUTESIHA ATEHLINS NO NEKAPCTBATA
JlucmoBxa - Npusosonug 2
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MaiiMeTcH cbAbpPKa NBE Pa3iMUHH JIEKAPCTBA, HAPEUYEHH CUTATAUNTHH W MET(QOPMHUH.
- CHUTArJIMNTHH NPHHAMIEKH KbM KJ1AC JIeKapcTBa, HapeveHuy DPP-4 nuxuOutopu (aunentuamnn

nenTuaasa-4 ntHXubUuTopu)

- METGHOPMHH NMPHHALIEKH KbM KNAC NE€KAPCTBA, HapeueHHd OUrBaHMANHH.

Te neicTBaT €AHOBPEMEHHO, 32 1a KOHTPOJIMPAT HUBOTO Ha KPLBHATA 3aXap NPH Bb3PACTHH NaLlHEHTH
¢ ¢opma Ha nuaber, HapeueH ,,3axapeH Auadet Tvn 2. Tosa NekapcTBO NMOBHILIABA HUBATA Ha
WHCYJITHH, NPOU3BENEH CJIE/l XpAaHEHE H HAMANABA KOJIMUECTBOTO 3axap, NpOM3BeaeHO OT Baluus

OpPraHHU3bM.

3aeAHO C AMETa W YIIPaXKHEHHS, TOBA JIEKapCTBO NOANOMAara HamaneHueTo Ha Batuata kpbBHa 3axap.
ToBa JiekapcTBO MOXKe Ja Ce U3II0/3Ba CAMOCTOATETHO HIIH C ONpeaeNeHy APYry eKapcTea 3a AHadeT

(MHCYJIUH, CYNPOHUNTYPES HITH TJINTA30H).

Kakeo npeacrasnasa auader tun 27

JlnabeT THN 2 € ChCTOSHHE, MPpYU KOETO BalIMAT Opranu3bm He NPOU3BEXAa JOCTATHYHO WHCYJ/IHH, a

MPOH3BEXKAAHUAT HHCY/IHH HE AEACTBA Taka A00pe kakTo Ou Tpabeano. OcBeH ToRa opra
MOXKE [1a NPOM3BEXKIA TBbpAES MHoOro 3axap. [Ipu ToBa nonoxeHue, 3axapra (rmoKo3ar
B KPbBTa. TOBa MOXeE a MPHYHMHH CEPUO3IHH MEAMLIMHCKH NPo0IeMH KaTo ChPACHHO

61OpeuHo 3abongBaHe, cnenora U amnyrauus.




2. Kakso TpadBa aa 3naere, npean Aa npuemete Maiimercn

He npuemaiite Maiimerch :
- aKO CTE anepruyHH KbM CHTArIMNITHH HAH METHOPMUH, HIIH KbM HAKOR OT OCTAHAJIMTE

CbCTABKH HA TOBA fexapcTeo (M30poeHu 8 Touka 6).

- aKO UMarTe CUTHO HamaneHa ObOpeuna yHkLHUA.

- aKO HMATE HEKOHTPONHPAH AHADET, HANPHMED C TEXKKA XHUNEPriHkeMHUs {BHCOKA KpbBHA 3axap),
raacHe, nospollade, anapus, Ovp3a 3aryba Ha Terno, nakratHa aunaosa (Buxre ,,Puck ot
naKraTHa auKao3a™ no-ao0y) MK Keroauuaosa. Keroauunosara e cbCTosiHHE, NPHA KOETO
BELLIECTBATA, HAPEYEHH ,,KETOHHHM TeNa™, ce HATPYNBAT B KPLBTA H TOBa MOXKe Aa A0BE/e 10
aAuadberHa npekoMa. CHMITOMUTE BKIIOYBAT OONKY B CTOMAXA, YUECTEHO H ABJIOOKO OULIAHE,
CLHJIMBOCT HITH HeoDHUaeH NNoA0OB apoMar Ha abxa Bu.

- aKO UMATe TeKKa HHOPEKLIMA WK CTE NeXHApaTUPaHH

- ako Bu npeacrou nicaeasaHe ¢ peHTrEHOBH JIbY4H, KbAETO e By MHXKEKTHpPAT KOHTPACTHO
BeulecTBO. 1pA0Ba na cnpere gaa npuemare MakliMeTcH No Bpeme Ha U3CileABaHE C PEHTIEHOBH
JABYU H 2 WU NOBeYe JHHU ciea ToBa, KakTo Bu e npeanucan Bauiuar nekap, B 3aBHCHMOCT OT
TOBa KaK pabotaT Bamure 6n0peun

- aKO HaCKOPO CTE NONYYHIIU ChpaeHeH HHAPKT WK UMATE TEXKH LIMPKYNATOPHH nNpobiemH,
KaTo ,,l10K" HAH NPOodIEMH ¢ JHLLIAHETO

- aKo UMare yepHoaApoOHU npodleMu

- aKo MHeTE aJIKOXOJ1 B F'O/IEMH KOJHUYECTBA (BCEKH JIEH KM CaMO OT BpeMe Ha Bpeme)

- aKO KbPMHTE

He npuemaiire MaitmeTch, ako HeLO OT no-rope M3dpoeHUTe ce oTHaca 3a Bac u rosopere ¢ Bains
JeKap 3a ApYrd Ha4WHH Ha JledeHue Ha Bawmna nuaber. AKO He cTe CUTypHH, KOHCYNTHPAHTE ¢e ¢
Bawuusa nekap, papMauerT HIH MEIULIHHCKA CeCTpa, Npean aa npuemere MatimeTcH.

Ipeaynpexaensa H OPEeANAa3HH MepPKH
[Ipn nauneHTH, NONy4YaBaaH KOMOMHHPaHHA eKapTBEH NMPOAYKT CHTArJIMITHH/METhOPMUH, ¢ca
cboOLLaBaHHU CllyyaH HA Bb3naneHue Ha naHkpeaca (naHkpeaTuT) (BHXTe Touka 4).

AKO NONMYYUTE MEXYPH 110 KOXKATa, TOBA MOXKE [1a € MPU3HAK Ha CbCTOAHHWE, HapeueHO Oyilo3eH
nemdpurona. Bawnar nekap moxe Aa Bu nocbBeTBa na cnpere npuema Ha MaikiMeTcH.

PHCK 0T JIAKTATHA AUHA03A
MaHMeTCH MOXKE 1A NMPHYUHH MHOTO PAJIKA, HO MHOIO CEPUO3HA HEXENAHA peaKilia, HapeyeHa

naKTaTHa auuaos3a, ocobeno ako 6u6peunte Bu He dyHKUHOHMpPAT NpaBUIHO. PUCKBLT OT pa3BHTHE HA
JaKTaTHa auMao3a ce YBeNH4aBa U NpH HEKOHTPOAUPpaH AHA0ET, TEXKH HHDEKLIMH, NTPOABIKHTENHO
rMagyBaHe HIH MPHEM Ha AJIKOXO, AeXUApaTaLUms ( BUXTE Oule HHpopMaLMA Nno-aony), YepHOOPOOHH
npobiieMH H BCAKAKBH CbCTOSHHSA, MPH KOHTO YACT OT TAJIOTO MMA HaMaJleHO CHabasBaHe ¢ KUCTOpoa
(kaTo ocTpo NpoTrHyaila TeXKa O0NecT Ha chpLeTo).

AKO HAKOE OT M3DpOoeHUTe No-rope ce oTHaca 3a Bac, ropopete ¢ Baiwus nexap 3a JONBJIHHTENAHH
YKa3aHuA.

Cnperte npunema Ha MafiMeTcH 3a KpaThK NEpHOI OT BpeMe, AK0 HMaTe 3a00/1Bane, KOETO
MoOXe Ja ObJe CBLP3aHO ¢ AexaapaTaunsg (3HaYMTEIHA 3ary0da Ha TeNECHH TEYHOCTH) KaTO TEXKO
NOBPbBUIAHE, AXAPHA, TPECKA, H3/TaraHe Ha TOMUIMHA UM AKO NHETE NMO-ManKo TEHHOCTH OT
HOopManHoTO. ['oBopeTe ¢ Bamiug nekap 3a A0ONBIHUTENHY YKa3aHHA.

Cnpete npunema na MaiimeTcH B He3a0aBHO ce CBBLPXKeTe € JeKap H/H Hal-0an3KkaTa ﬁmnana,
AKO HMATE HEKOH OT CHMNITOMHATE HA JAKTATHA ANHA03A, Thi KATO TOBA ChbCTOAHUE MOXKE 13—
JOBEAE A0 KOMA.

CUMIITOMHUTE HA 1AKTATHA aUMA03a BKJIIOYBAT:
- MOBPbBLUAHE

- Oonku B cToMaxa (KopeMHH DOJIKH)

- MYCKYJIHHM CNa3Mu




- obuo YCCUIAHC 3a HEPA3NONOKCHHC, NPUIPYACHO C TCKKA YMOpa
- 3ATPYAHCHO AHMILAQHC
- [MOHHWKCHA TC/ICCHA TCMIICpATYpPa H IYJIC

JlakTaTHaTa auM103a € CbCTOAHUE, H3HCKBALLO CNELIHAa MEAULIMHCKA NOMOLL, H TpaOBa [a ce JIEKYBa B
O0JIHHLIA.

["'opopere ¢ Bawuug nekap He3abaBHO 3a NONBAHUTENHH YKA3aHHA:

- AKO € YCTAaHOBEHO, Y€ CTpajaTe OT HacAeACTREHO reHETHYHO 3a0oNsABaHe, NOBAUABALLO
MHTOXOHAPHHUTE (KOMINOHEHTHTE, KOUTO NPOU3BEXKIAAT EHEPryUs B KNETKUTE), KaTO CHHAPOM Ha
MUTOXOHApHAIIHA €HLe(ANonaTyaA ¢ 1aKTaTHa auua03a U MHeyaronoaodbuu ennsoan (MEJIAC
CHHAPOM) WIH HacneACTBEH auadeT v ryxora no ManunHa TuHua (Maternal inherited diabetes
and deafness, MIDD).

- AKO MMaTe HAKOH OT TE3W CUMMNTOMH ClIe[ 3aroUBaHe Ha nedyeHre ¢ MeT(hOPMHH: NpHNaIbK,
HaMAaJIEHH MO3HABATEHY CNIOCOOHOCTH, 3aTPYAHEHH ABHXEHHUA HA TANOTO, CHMITTOMH,
MOKa3aTENHH 3a YBpeXKaaHe Ha HepBuTe (Hamnp. bonka Ui U3TPBNBAHE), MAFPEHA H ITYXOTa.

["'oBopere ¢ Baiunsa nekap win papmaliesT npean aa npuemere MaiiMeTcu:

- aKo MMATE HJIK CTE UManu 3abonseaHe Ha MaHkpeaca (KaTo NaHKPeaTuT)

- aKO MMATe WK CT€ HMAIM KAMbHH B XITBYHHA MEXYP, ATKOXOMHA 3aBHCHMOCT MJIM MHOIO
BUCOKH HHBA Ha TPUMIHLUEPUAW (BHA MA3HHHH) B KpbBTa. 1€31 3ab0naBaHna MOrar aa nNoBHLLAT
BEPOATHOCTTA AA NOJYYUTE NaHKpeaTHT (BHXKTE TOUKa 4).

- ako umate anaber tun 1. [onsxora ce Hapy4a UHCYJNHHO-3aBUCHM auHabeT

- aK0 MMaTe WK CTE€ UMaIH AllepruyHa peakuHsl KbM CUTArIMNTHH, METQOPMKHH HAH MaiiMeTtcH
(BuKTE TOUKA 4)

- aKo npuemMare CynQoHTypeiHHO NPOM3BOAHO WK HHCYNUH, aHTUAWA0ETHO NeKapCTBO, 3a€AHO
¢ Maklmercy, T KaTO MOXKE Aa HACTBNH ChCTOSAHHE HA HUCKA KPbBHA 3axap (XMNOTIHKEMHA).
BawusaT nekap Moxe 4a Hamany 403ata Ha CYJIPOHWITYPEHHOTO NPOH3BOAHO WK HHCYJ/IHH.

Axo Bu ce Hanara na nperbpnute ceprosHa onepauus, Tp20Ba 3abIKHMTENHO Ja CNIpETe NpHeMa Ha
MaiimeTcu no BpeMe Ha ¥ U3BECTHO BpeMe ciefi npoueaypara. Bawmar nekap e pewu kora tpsabea
Ja crpere M Kora aAa BL300OHOBUTE NeueHueTo ¢ MaidiMmertcH.

AKO HE CTe CUI'YPHM, NaNH HELO OT H3bpoeruTe no-rope ce oTHacs 3a Bac, nonutaitre Bauma nexap
Wv dapmauesT, npead aa npuemere Maiimercn.

[lo Bpeme Ha neueHneTo ¢ MaliMeTcu BawnaT nexap we nposepssa 0vOpeuHaTta BH gyHKUMUA rioHe
BEIHbIK FOAHIIHO HIIH M0-4ECTO, aKO CTE B CTAPYECKa Bb3PacT W/ WK ako UMare BioiueHa On0peyHa

byHKUMA,

Jlena H I0HOIIH

Jlena u roHowH noa 18 roauumn He TpaGBa Aa W3NOA3BAT TOBA J1IeKapcTBO. TO He € ePeKTUBHO NpH
Acua H IOHOLWK Ha Bb3pacT Mexay 10 u 17 ropuun. He € n3secTHO Janu ToBa nekapcTao € 6¢3onacHo
H e(pEeKTHBHO, KOraTo ce M3MOJI3Ra NPH Aeua Ha Bb3pacT noa 10 roauuu.

Apyru nekapcrea m MadiMercu

Axo Tpsabea na Bu 6bae nocTaBeHa HHKEKLIMA ¢ KOHTPACTHO CPEACTRO, ChABLPKALUO HOA, B
KpbBOOOPDUIEHHUETO, HANMPUMEP B KOHTEKCTA HA PEHTIEH WK CKeHEp, Tpa0Ba 1a cnpere npHeMa Ha
MaiimeTcu npean UM NO BpeMe HA HHXKEKUKATA. BawimaT nexap e peiuy kora Tpadsa aa crpere u
Kora Aa Bb300HOBHTE neyeHueTo ¢ MaitMercu.

Hudopmupaiite Baius nexap unu gapmauesT, ako npyueMare, HaCKOpPO CTe NMPUEMANTH WIH €

BH3IMOXKHO Aa NPHEMETE APYrH nexapersa. Moxke na ce HaloXKH No-4eCTo Ja ce u3cieBa rpd
KpbBTa2 U QYHKUHOHUPAHETO HA OBbOpeunTe WK BamunaT nekap Moxe fa kopurupa ao3atyME
HM3knouuTenHo BaxHoO € Ja CriOMeHeTE CAeAHOTO:
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- nexapcTsa (MPUETH Npe3 yCTaTa, NPHACKEHH Ype3 HHXANTAUHA WK KATO WHXKEKLIHA),
U3MNOJI3BaHH 3a NEYECHUE HA BB3NANIUTENHN 3a00NIBAHMA KATO ACTMA U ApPTPHT
(KOPTHKOCTEPOUIH)

- JIEKapCTBa, KOMTO YBENHYABRAT OTACASHETO HA ypHHa (AWYPETHLIH)

- NeKapceTBa, U3Mo3BaHy 3a neueHue Ha Oonka ¥ sb3nanedue (HCTIBC u COX-2 nuxubutopu,
kaTo HOynpodeH u uenekokcub)

- HAKOH JIEKApPCTBA 3a JICYCHUE HA BUCOKO KpbBHO HanfaraHe (ACE-HHXHOMTOPH M aHMHOTEH3HH
Il peuenTOpHH AHTarOHUCTH)

- crnetpUYHHU TEKapCcTBa 3a JieueHue Ha OpoHxHanHa actMa (P-CHMNaTHKOMHUMETHLIN)

- HOAMpPaHH KOHTPACTHH BELUECTBA UNU JIEKAPCTBA, ChALPIKALINA AIKOXO

- onpeaeneHy NeKapCeTea, U3NOAi3BaH! 3a IeYeHHe Ha CTOMALUHH NPo0eMH KaTo UMMETHAWH

- paHOa31H, NEKAPCTBO, H3NON3BAHO 3a JEUECHHUE Ha CTEHOKapAHA

- OONYTErpaBMp, NEKAPCTBO, W3NOI3BAHO 3a JieueHHe Ha XHUB unpekuus

- BaHAETaHUO, iexapCcTBO, H3MOJI3BAHO 33 NeYeHHe Ha cneunpryeH BU, paK Ha IHTOBHIHATA
KJe3a (MeayapeH KapurMHOM Ha LKWTOBHAHATA )K1€3a)

- AUFOKCHH (3a NeYCHHE HA HENMPABUIIEH ChPACUEH PUTBM M APYTH CbhpacuHH npobnemMu). Moxe
2a C€ HANIOXKH Ja C€ NMpOBEPH HUBOTO HAa AWIOKCHH B KpbBTa BH, ako ro npuemare
€IHOBPEMEHHO ¢ MaiiMeTcH.

MaHMeTCH ¢ AJTK0X0.

M30areaiiTe npexoMepHaTa ynorpeda Ha aikoxon no ppeMe Ha npHema Ha Maiimercu, Thil KaTo TOBa
MOJXKE Aa YBE/JIMUHM PUCKa OT JIaKTaTHA auua03a (Buxxre Touka ,,[Ipenynpexaenns v npeanasHu
MEPKH®).

bpeMeHHOCT H KbpMeHe

Ako cTe OpeMeHHa WIH KbpMUTE, CMATATE, Y€ MOXE /a cTe OpeMeHHa WK aHupaTe OpeMeHHOCT,
nocbLBeTBaiTe ce ¢ Bawna nekap iy papmauesT npeaM ynorpedara Ha ToBa nekapeTso. He Tpsabpa
Na pyeMaTe TOBa JICKApCTBO Mo BpeMe Ha OpemeHrocT. He npuemaiiTe TOBa NE€KapcTBO aKO KbPMHUTE.
BuxTe Touka 2 ,,He npaemaiiTe Madimerca®.

Illopupane u pabora c MAmMKRHN

Toea nexapcTBO He NOBAKABA UM NOBJIMABA NPEHEOPE)kMMO CNocOOHOCTTA 3a WodHpare n pabora ¢
MallHH. Brnpeku ToBa ca choOLIaBaHH C/Ty4YaHn Ha 3aMaiBaHE H CHHIIMBOCT CbC CUTAMTHUIITHH, KOETO
MOXKE 1a NoBause cnocodbnoctra Bu 3a wogpupade unu pabota ¢ MalIMH.

[lpHeMbT Ha TOBA NlekapcTBO B KOMOMHALIMA C NEKAPCTBA, HAPEUYEHH CYN(DOHUNYpEiiHH NPOH3BOAHH
WJIM HHCYJIHH, MOXE N2 NPHUHHHM XHIOMIMKEMMA, KOATO MOXKE Aa noeaude Bauata cnocoOHocT na
wodupare unu paboTyTe ¢ MallMHK, HNH na padoture Be3 obe3onaceHa ynopa 3a Kpakara.
MaiimeTcH cHABPKA HATPRH

Toea nexkapcTeo chbabpka no-mManko oT 1 mmol HaTpui (23 mg) Ha TabneTka, T.€. MOXKE A CE Kaxe,
Yye NPaKTHYECKHK HE CBABbPIKA HATPHIA.

3. Kak aa npuemarte MaiiMeTch

BuHaru npveManTe TOBa NEKaApPCTBO TOYHO KakTo BH e Kazan Bawuar nekap. Ako He CT€ CHIypHH B
HELO, NOoNHTalTE Bawus nexap uiM (papMaLeBT.

[Ipuemaiite enHa Tabnerka:
- ABA TBTH AHEBHO NPE3 yCTaTa
- C XpaHa, 33 1a HAMAJTUTE PUCKA OT CTOMALLHO HEPA3MOJOKEHHE.

BauusT JICKap MOXC Ja INOBHLUIXA A034aTa BH, 34 Aa KOHTPOJIHPA KPbBHATA Bu 3axap.

AKoO umarte HamManeHa 6v0peyHa pyHkuusa, BawuaT nekap Moxe aa Bu npeanuie no-




Tpﬂﬁﬂa Aa NpOABIKHWUTC AucTaTta, NpCHnopbvydaHa OT Baius JICKAp Mo BpEME HA ACHCHHE C TOBA
JCKAPCTBO H 14 CJICOAHTC TIPDUCMa Ha BBINICXHAPATH dd € PABHOMCDHO pa3npCacycH npei NeHA.

Tosa nekapcTBO CAMOCTOATENHO € MAIKO BEPOATHO Aa NPUUHHK HE0DHWYaANHO HUCKH HHUBA Ha
KpbBHaTa 3axap (xurnoraMkeMus). Koraro ToBa ekapcTBO ce H3MOA3BA CbC CYNPOHUTYpEHHH
JIEKApPCTBA HAH ¢ HHCYNHH, MOXKE Aa HACTBIMAT HUCKY HYWBA Ha KPbBHATA 3axap H Bawus nekap mMoxe
[a Hamany R03ara Ha CyNQOHNNYPEHHOTO NPOU3BOAHO WK UHCYNHH.

AKO CcTe npHeJiH noBe4e oT HeoOxoarmaTa no3a Maimercu

AKO CTE NpHenH MoBeve oT NPeaAnucanara 103a OT TOBa ACKapCTBo, He3abasHo yeegomeTe Baluns
nekap. Ornaere B O0/THHUA, ako MOMy4YUTE CUMNITOMM Ha AKTaTHA alMA03a KaTo ycelllaHe 33 CTy
MY AMCKOMGOPT, TEXKO raeHe Wik NOBpbIIAHE, Donka B cToMaxa, HeoOacHuMA 3aryba Ha Terno,
MYCKYJIHH KpaMfiH HIY YHECTEHO AxulaHe (BHXKTe TouKa ,[lpeaynpexaeHHs 1 npeanazHu Mepxu™).

AKo0 ¢Te nponycHANH Aa npueMere MaHMeTcH

AKO CTe NporycHanKn 003a, B3IeMETE 5 BelHara WoM ce CeTUTE. AKO HE CE€ CETUTe Npeau aa aoiine
BpeMe 3a cnejBallarta 103a, porycHere 3adpaBeHaTa 1033 M C€ BbPHETE KbM PEIOBHATA CXEMaA Ha
npvem. He B3emalite BOKHA A03a OT TOBA NEKAPCTRO.

AKO cTe cnpenn npuema Ha MalmMercH

[IpoabnkaBaiTe Aa NpyHeMaTe TOBA JIEKAPCTBO TOAKOBA ABITO, KOJKOTO BM € npeanucan Bawuysar
JieKap, 3a 1a MOXKe J1a MPOAL/DKUTE 1a KOHTPOIMpaTe CBOATa KpbBHa 3axap. He Tpabea aa cnupare
pHEeMa Ha TOBa NeKapcTBo, 6e3 aa ce xoHCynTHpare mbpBo ¢ Bawina nekap. Axo cnipete nprHema Ha
Majiimercy, Bawara kpbBHA 3axap MOXKe Aa ce MOBULIN OTHOBO.

AKO MMare HAKaKBH AONBIIHUTENHHU BBIPOCH NpH ynorpedara Ha TOBa IeKapCTBo, NnonvTaire Bawug
nexkap unu gapmaLesT.

4. Bb3MOXHA HEXEJIAHH PEAKIIHH

Kakro BCHUKH JICKApPCTBA, TOBA JICKAPCTRO MOXKE Aa NpEeH3BUKA HCKCTAHH pECaKUHH, BBIIPEKH Y€ HE
BCCKH I'H ITOJTyYaBa.

[IPEKPATETE npuema na MaiimeTcu 1 HezabaBHO ce cBbpxere ¢ Bawus nekap, ako 3abenexure

HAKOH OT CJICAHHTE CEPHO3HHU HEXENAGHW peakLiHH:

- CH/IHa ¥ nocTosAHHa Honka B kopeMma (obnacTra Ha cTomMaxa), KOATO MOXe [a CTHra 10 repba,
che Wik Oe3 raaeHe v MoBphlaHe, ThH KaTo TOBA MOXKE Na Ca NPH3HALIA Ha Bb3MNaJieH NaHKpeac
(naHKpeaTHT).

MaiimeTcH MOke 1a noBeae 10 MHOro paaka (Moske aa 3acerde go | norpedburen va 10 000), Ho
MHOTO CEPHO3HA HEKENAHA peakLtia, HapeUeHa aKTaTHa auMa03a (BuxTe Touka ,JlpeaynpexaeHus u
npeanasHy MEpKH™). AKO TOBA C€ CIYUU, TPAORA 3aABMKUTENHO NA cnpeTe npuema HA MaiiMeTch u
He3a0aBHO 1A ce CBBIKETE € JIeKap HAR HaH-0an3kaTa GonmAnA, Thil KaTO NaKTaTHAaTa auuao03a
MOXE JIa IOBeae 10 KOMa.

AKO MOy4YHTE CEPHO3HA ANIEPrHYHA PEaKUMA (C HEM3BECTHA YECTOTA), BKITIOYUTEIHO OOPHB,
YPTHKAapHA, MEXYPH MO KoXkaTa/benelsa ce koka U NOAYBaHE HA JIULIETO, YCTHHTE, €3MKA W I'bpPJoTo,
KOETO MOXKe Aa NPEAH3BUKA 3aTPYAHEHHE B AULIAHETO WIKM MITAHETO, NPEKpaTeTe NPHEMa Ha TOBa
NleKapcTBO U BEAHara ce csbpxere ¢ Bawusg nexap. BainunaTt nekap Moxe na Bu npeanmile fekapctao
3a JISYEHHE HA A/IEPrHyHaTa peaxumus U Apyro fexapctso 3a Bawua auaber.

Hakou nauveHTH, KOUMTO NMpHeMaT MeTQOPMHH, NIOAYYABAT CACAHUTE HEXKEIaHH peaKLIuy
no0aBgHe HA CUTArJIUIITHH:

Hectu (Moxke na 3acernar a0 1 Ha 10 aywu): Hucka kpbBHa 3axap, rafieHe, razope, nNoOBp
Heuectu (MOxe na 3acerHar 1o | Ha 100 aywn): 6onka B cToMaxa, 1Mapus, 3anek, ChHJI



Hakou nauydeHTH NONyYaBaT AWapHs, racHe, razose, 3anek, 60/1Ka B cToMaxa Wik fiOBpbILIAHE,
KOraTo 3anoY4HaT Aa npueMaT KOMOKWHAUMATA CHTAMNTHNTHH U MET(HOPMHH (YECTOTaTa € ,,4eCTH ).

Hsakou naunMeHTH NOyvapaT CieAHHTE HEXEIaHU peaKLMK, AOKATO NPHEMAT TOBA JIEKAPCTBO ChE
CYNPOHHNYPEHHO NPOU3BOAHO KATO NMHUMENUPHA;

MHoro vecTu (Moxe Aa 3acerHat noseue or | Ha 10 ayLiv): HUICKH HHBA HA KPbBHATA 3axap
YecTy: 3anex

Hakou nauveHTH nony4asaT CAEAHUTE HEXKETaHU PEAKLIMH, NOKATO MPHEMAT TOBa JIEKApPCTBO B
KOMOHHALMSA ¢ NHOTTIMTA30H:
HecTH: noayBaHe Ha PbUETE UKW KpakaTa

Hakoun nayueHTH nonyvasar cleaHHTe HeXENaHH peakLyy, NOKATO NPUeMaT TOBA A€KapCTBO B
KOMOHHALKSA C MHCYJIHH:

MHoro 4yecry: HUICKM HMBA Ha KpbBHAaTa 3axap

HeuecTH: cyxota B ycrara, raapobonue

HsikoM mauMeHTH NOMy4aBaT CICRHUTE HEXENAHU PEAKLME N0 BPEME Ha KIIMHUYHU NPOYUBAHHA,
NOKATO [MPHEMAT CHTArNUANTHH CAMOCTOATEHO (€1HO OT JiekapcTBaTa B MaiiMercu), Han npu
H3MMOJ13BaHE B MEpHOa C€] pa3peinaBaHe 3a ynorpeba Ha KOMOMHALMATE CUTANTMITHH/METHOPMHUH
W11 CUTArAHATHH CAMOCTOATENHO, WK ¢ IPYrH aHTUAHAbeTHH JIeKapCTRa:

YecTu: HUCKM HHBA HA KpbBHATA 3axap, rnasofonue, HHPEKLHA Ha TOPHHTE JUXATENHHY TbTHIIA,
3anyIMEH MM Te4alll HOC H Bb3NANCHO IbpPo, OCTE0apTPHT, O0NKA B pbileTe Wik KpaKaTa

HeuecTu: 3amaiiBane, 3anek, copbex

Peaku: Hamanex Opoit TpomGouuTH

C Heu3BeCTHA uecTOTa: Npobaemu ¢ ObOpeunTe (MOHAKOra HaNaralM JUanu3a), NoBpbillaHe, CTaBHA
6onka, MyckynHa fonka, 6oska B repba, vHTepcTHUMATHA GenoapobHa Gonect, Oyao3eH neMpUrona
(BHA MeXypH 11O KoXkKaTa)

Hsakor nauMeHTH NOAy4aBaT CIERHUTE HEXKEAAHU PeaKLMM, JOKATO NPpUeMaT MeTGOPMHH
CaMOCTOSITENHO:

MHoro uecru: raaene, NoBpbLUaHe, AMapua, bonka B ctomaxa M 3aryba Ha aneTur. Te3n CHMNTOMH
MOJKe 1a Ce NOABAT NpPH 3aMN04BaHe HA NpUeMa Ha MeTOPMHH 1 OOMKHOBEHO OTIIYMABAT

HecT: meTaneH BKYC, HaMalleHH WJIM HUCKH HHBa Ha BUTamyH B12 B kKpbBTa (CHMNITOMHTE MOraT aa
BIJTOYBAT NpeKaneHa yMmopa (OTNagHATHOCT), Bb3NANeH U 3a4epBeH €3UK {TnocHT), OoLkaHe
(napecre3ns) uny OGnena UK XKbATA KOKa). BaliMAT Nekap MoXKe Ja Ha3Ha4H HAKOH M3CNIE€NBaHNA, 3a
Aa ¢€ OTKpHE NpUUMHATA 3a BaliuTe CHMNTOMH, ThbH KaTO HAKOH OT TAX MOKE Cbillo Aa ¢a NPHHHHEHH
OT AHabeT WK Apyr¥ HECBBLP3AHH 30PaBOCAOBHH NpodieMH.

MHoro peaku: xenatvt (npodnem ¢ yepHua Apod), konpyuBHA Tpecka, 3auepBaBaHe Ha KoxaTa (0OpuB)
HJIK ¢bPpOex

CrobilaBaHe Ha HEXENAHH PEAKLIMM
AKO NMONYYHTE HAKAKBH HEXENAHH IEKAPCTBEHH peakuuu, yeeaomeTe Bamusg nekap, apMaLeBT yunu
MEAHLMHCKA cecTpa. T0Ba BKIIOYBA BCHUKH Bb3MOXHH HEONMUCAHHU B TA3H JIMCTOBKA HEXETAHY
peakuud. MoxeTe Cblo 42 cHOOLINTE HEXENAHH PEAKLIHK JUPEKTHO Ype3
H3nbanvTenHa areHuMa no J1eKapcTBara

yi. ,,JlamaH I'pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiT: www.bda.bg.

Kato cpbobuiaBaTe HexxelaHHW PEaKLIMU, MOXKETE A JAAETe CBOS NMPUHOC 332 MONYy4YaBaHe
HHQOPMaLHA OTHOCHO 6€30MacHOCTTa Ha TOBA JIEKapCTRO.




S. Kak xa cpxpausaBate MailiMeTch
Ja ce cuxpaHaBa Ha MACTO, HEJOCTBLITHO 3a Acua.

He u3nonseaite ToBa neKkapcTBO ClieA CpOKa Ha FOAHOCT, oTOens3aH BhpXy 6nKcTepa W KapTOHEHATa
onakoska cnen ..l oaed no:™. CpokbT Ha roOAHOCT OTrOBAPA Ha MOC/EIHHA AeH OT NOCOYEHHUA MeCeLl.

OPA/Al/PVC//Al brucmepu:
To3H NekapcTBEH NPOAYKT HE H3UCKBA HUKAKBH CMICUWJIAHHU TEMNEPATYPHH YCITOBHS HA ChXpaHEHHE.
Ja ce cbxpaHsBa B OpUrHHanHaTa onakoBka, 3a 4a ce npeanasy ot BJjara.

PVC/PE/PVDC/PE/PVC//Al 6aucmepu:
Ha He ce crxpanssa Had 30°C. [la ce cvxpaHsBa B OpHIMHalHaTa ONAKOBKa, 3a Ja Ce npeanasy ot
BJIara.

He u3xsbpnsiiTe jsekapcrBara B KaHaIW3aLMATA WK B KOHTEHHEpA 32 AOMALLHH OTNAAbLUM.
[lonutaiTe Bawunsa dhapmaueBT Kak A3 H3XBLPAATE NEKAPCTBATA, KOMTO Beue He uinonzpare. Tesun
MEPKH LLe CMTOMOTHAT 32 ONa3BaHE Ha OKOMHATa cpeaa.

6. Copanpxanne HA ONAKOBKATA H JONbJHHTEIHA HHPOpMAUMS

Kaxkso cuabpxa Maiimercn

AKTHBHHTE BEILECTBA Ca CUTAIMNTHH (sitagliptin) n MeTPOPMHHOB XHAPOXIOPHL (metformin

hydrochloride).

- Maiimercn 50 mg/850 mg dnnMupanu TabneTku:

Beaka punmupaka tabnetka cvabpka 50 mg cutarauntud u 850 mg merdopmunos
XUAPOXJIOPHI.

Maitmercu 50 mg/1 000 mg punmupanu Tabnetkn

Bceska ¢punmupana tadbnerka esanspxa 50 mg curarnuntud ¥ 1 000 mg MeTdhopmuHoB
XHAPOXNOPUA.

- Jpyrute ChCTasKH Ca: MOBUOH, MUKPOKPUCTANTHA LIETY103a, MAHUTON, HATPHUEB Jlaypuncyndar
1 MarHe3ueB cTeapart B AApOTO Ha TabneTkara v XHnpomenosa, TuTaHoB guokeua (E171), Tank,
NPONHUNECHINHKOI K YepBeH kKeneseH okeua (E172) pxe duamoBoTo nokputre. BrxTe TOUKa 2
»MaNMETCH ChabpXKA HATPHIA®.

Kax m3raexaa MaliMeTcn B KakBO cbaAbpPKa ON2KOBKATA

Makimercu 50 mg/850 mg punmupann TabneTku: po3oBH, OBATHU, ABOHHOW3IMbKHANIH, GUAMHpPaHH
TabsieTkH, Mapkupanu ¢ C4 oT eaHaTa cTpaHa Ha Tabnerkara (npubansurennu pasmepu: 20 x 11 mm).
Maiimercu 50 mg/1 000 mg dunmupanu TabneTkH: TBMHOPO30BH, OBANHH, ABOHHOH3MbKHANM,
¢punmMupany TabneTkH, MapkupasH ¢ C3 oT eqHaTa cTpaHa Ha Tabnetkara (NpUONU3MTEIHU pa3MepH:

21 x 11 mm).

MaKWMETCH HAJTMYEH B ONMAKOBKH, ChABPXALUM:
- 10, 14, 28, 30, 56, 60, 90, 196, 200 ¢punmupanun Tabnetku, B GnUCTEPH.
- 14, 28, 56, 196 ¢punmupanu Tabnerku B 6uctepu, B KaneHIapHA ONaKOBKA.

He BcHuYkH BUAOBE OMaKOBKM Morart aa O0baT MycHATH Ha Mnaszapa.

IIpuTexaren Ha pazpemieHHETO 34 ynorpeda
KRKA, d.d., Novo mesto, Smarje§ka cesta 6, 8501 Novo mesto, CnoseHud

IIpon3soauTtenn:
KRKA, d.d., Novo mesto, Smarjegka cesta 6, 8501 Novo mesto, CoseHus




TAD Pharma GmbH, Heinz-Lohmann-StraPe 5, 27472 Cuxhaven, ['epmaHus

ToBa JexkapcTBO € paspemieHo 3a ynorpeda B Abp:KaBHTe — 4ieHKH HAa EBponeiickoTo

HKOHOMHYCCKO NNPOCTPAHCTBO MO CJICAHHTEC HMCHA.

Crpana-4yjieHKa Tobproscko HMe Ha NPOAYKTA
CiioBakus Maymetsi 50 mg/850 mg filmom obalené tablety
Maymetsi 50 mg/1 000 mg filmom obalené tablety
bbarapus Maiimercu 50 mg/850 mg ¢puamupanu TabaeTku
Maiimercu 50 mg/1 000 mg puamupaHu TabiIeTKH
Yemka penydanka [Maymetsi
Maymetsi 50 mg/850 mg emkaAvppéEva He AETTO VILEVIO dloKi
Kunbsp Maymetsi 50 mg/1 000 mg emxoAvppeva pe AETTO VUEVIO 010K
EcTonns Maymetsi
I"bpuns Maymetsi
XbpBaTHA Maymetsi 50 mg/850 mg filmom oblozene tablete
Maymetsi 50 mg/1 000 mg filmom obloZene tablete
YHrapus Maymetsi 50 mg/850 mg filmtabletta
Maymetsi 50 mg/1 000 mg filmtabletta
JinTBa Maymetsi 50 mg/850 mg plévele dengtos tabletés
Maymetsi 50 mg/1 000 mg plévele dengtos tabletés
VlaTBus Maymetsi
[loua Maymetsi 50 mg/850 mg comprimate filmate
Maymetsi 50 mg/1 000 mg comprimate filmate
PyMbHHS Maymetsi 50 mg/850 mg comprimate filmate
Maymetsi 50 mg/1 000 mg comprimate filmate
ICnoBenus Maymetsi 50 mg/850 mg filmsko oblozZene tablete
Maymetsi 50 mg/1 000 mg filmsko oblozene tablete

lara Ha nocJjieHo npepasriiciKJiaHe Ha JIHCTOBKATA

25 OkromBpH 2025

[ToapoOHa uHpoOpMaLMa 3a TO3M JIEKAapCTBEH NPOAYKT € NnpeaocTaBeHa Ha yeOcaiita Ha U3nbanuTenna

Arenuus no Jlekapcrsara (MAJI) http://www.bda.bg.




