JIHCTOBKA



JIncroBka: HHpOpMALIHHA 32 NALHEHTA

Maiimercn 50 mg/850 mg puamupann tadieTkn — 6-.}‘,3,.1"9 ~60
Maiimercn S0 mg/1 000 mg puamupann TabaeTKH
CUTArJMNTHH/MET(POPMHUHOB XUAPOXJOPU]L

Maymetsi S0 mg/850 mg film-coated tablets
Maymetsi S0 mg/1 000 mg film-coated tablets
sitagliptin/metformin hydrochloride

[IpoueTreTe BHHMATE/IHO UAJIATA JIHCTOBKA, NPEJAH 1A 3all04YHETe 1A IPHEeMAaTe TOBA JIEKAPCTBO,

Thil KAaTO TH ChAbLPKA BakHA 32 Bac undopmaunus.

- 3anasere Ta3u JUCTOBKA. MOXKe [1a ce HAJIOXKH J1a sl NPOYeTETE OTHOBO.

- AKO MMaTe HAKAKBH J1I0MbJIHUTE/IHH BbNPOCH, NonuTaiTe Bawuusa nekap win ¢papmauesr.

- ToBa nekapcTBO € npeanucaHo Ju4Ho Ha Bac. He ro npeorcrbnBaiTe Ha apyru xopa. o Moxe
Ja UM HaBpe/H, HE3aBUCUMO Y€ MPU3HALMTE HA TAXHOTO 3a001s1BaHe ca ChlMTE KaTo Bawuwure.

- AKO MOJIYYHTE HAKAKBH HEXEJIAaHHU JIEKApCTBEHH peaklHH, yBeaomere Baluus nekap HiH
¢apmauesT. ToBa BKIHOUBA M BCHYKH Bb3MOXKHHM HEXKEJIAHW PEaKLIMM, HEOIMCAHHU B Ta3H
nucroBka. Brkre Touka 4.

Kakso ChAbPiAKA TA3H JIHCTOBKA

KakBo npeacrasisBa MaiiMeTcH M 3a KaKBO C€ M3I10/13Ba
KakBo TpsOBa na 3Haere, npeau aa npuemere Maimercu
Kak na npuemare Maiimercu

Bb3MOXXHH HEXENaHU peakLuu

Kak na cbxpanssare MaiimercH

CbabpkaHHe Ha ONaKOBKATa M A0NBJIHUTEIHA HHpOpMaLHs

PN e See P

1. Kakspo npeacrasiisiBa MaliMeTCH H 3a KAKBO Ce H310J13BA

MaiimeTcH cbhbabpika ABe pa3/IHYyHM JIEKAPCTBA, HAPEYEHU CUTArJIUNTHH U MET(POPMHH.

- CUTArJIMIITHH NMPUHAJIEKH KbM Kiac nekapeTsa, HapedyeHu DPP-4 unxuburopu (aunentuaun
nenruaaza-4 HHXUOUTOPH)

- MET(HOPMHH NPUHALIEKH KbM KJIac JIEKapCTBa, HApe4eHH OUrBaHHUAHHH.

Te neiicTBaT eAHOBPEMEHHO, 3a 1a KOHTPOJIMPAT HUBOTO HA KPbBHATA 3aXap MpH Bb3PACTHHU MALUEHTH
¢ dopma Ha auabeT, HapeueH ,,3axapeH adadert Tun 2. Toa iekapcTBO MNOBHILIABAa HUBATA HA
WHCYJIMH, MPOMU3BE/IEH ClIe/l XpaHEeHe U HaMaJlsiBa KOJIMYECTBOTO 3axap, Npou3BeaeHo oT Bauius
OpraHU3bM.

3ae/1HO ¢ IMeTa U YNpaXKHEeHHSs, TOBA JIEKapCTBO NMoAnoMara HamajaeHueTo Ha Bawara kpbBHa 3axap.
ToBa JiekapcTBO MOXKeE J1a C€ M3M0J13Ba CAMOCTOATE/THO WJIM C ONpe/Ie/IeHH IpYTry JeKapcTBa 3a aAuader
(MHCYJIUH, CYI(DOHHITYPES MIIH TJIUTA30H).

KakBo npeacrasnsasa auader tun 27

Jlnaber Tvn 2 € cbCTOsIHUE, NMPU KOETO BaluuaT opraHu3bM HE MpOU3BEXkAA 10CTATbYHO HHCYJIHH, a
MPOW3BEKAAHHAT HHCYJIHH He /IeiCTBa Taka 100pe kakTo O TpsdBano. OCBeH TOBa OPraHM3MbT BH
MO3K€E J1a MpOU3BeX/1a TBbpAe MHOIo 3axap. [lpu ToBa nosioxkeHue, 3axapra (rjitoKo .Ce mmy

B KpbBTa. TOBa MOJKE 1a NPUUYHHH CEPHO3HH MEIHLIMHCKH NpoOJIeMH KaTo Chp/e Qﬂﬁﬁennnane &> "

i"'"i

ObOpeuHo 3a00n9BaHe, cenoTa U aMmIyTaLus.




2. Kaxbo TpsbBa 1a 3HaeTe, npean Aa npueMere MaiimMerch

He npuemaiite MalimercH :

- aKO CTE aJIEPrUYHKU KbM CHTAMJTUNTHH HWIH MEeTQOPMHR, HIH KbM HAKOA OT OCTaHAHUTE
ChLCTABKH Ha TOBA JIEKapCTBO (M30pOCHH B TOUKA 6).

- aKO HMaTe CHIIHO HamasieHa 0b0peyHa pyHKuuS.

- aKO UMATe HEKOHTPONWpPaH auaber, HaNpUMep ¢ TeXKKa XUNEpriukeMus (BUCOKa KpbBHA 3axap),
rajgeHe, NoBpbllaHe, AHapua, Obp3a 3aryba Ha Terno, nNaKkTaTHa auMaosa (Buxre ,,Puck ot
NAKTATHA aLKa03a’ No-A0y) Wik KeToaluaosa. Keroaunaosara € ChCTOAHHE, MPH KOETO
BCLUECTBATA, HAPEUCHH ,, KETOHHH T€AA™, C€ HATPYMNBAT B KPBLBTA H TOBA MOXE Aa AOBEAE 10
nuadbetHa npekoma. CHMNTOMHTE BKNIOUBAT OOJIKH B CTOMaXa, yU4E€CTEHO H ABIOOKO AM1lIAHE,
CBbHIAMBOCT WK HeoOHYaeH IIOAOB apoMaT Ha Abxa Bh.

- aKO HMaTe TeXKa HHPEKLMS WK CTe NeXUAPATHPaHU

- ako Bu npeactou uiacnenBaHe ¢ peHTIEHOBH JIb4YH, KbAETO Liie BH HHXXEKTHpAT KOHTPACTHO
BeLecTro. Tpabea aa cnpere aa npuemate MaHMeTCH NO BpeMe Ha H3CNCIBAHE ¢ PEHTTCHOBH
JTbYH W 2 WM nOBeYe AHM cllea ToBa, kakTo BH e npeanucan Bawuar sekap, B 3aBUCHMOCT OT
TOBA Kak paboTaT Bawure 656peun

- aKO HACKOPO CTE NMOJMYYHIH ChpAeueH HH(APKT WKW UMAETe TEXKKH UHMPKYIATOPHU npodaemu,
KaTo ,,luoK" WK npobaeMu ¢ AULLAaHEeTO

- aKO UMaTe YepHOAPOOHH npobnemH

- aKO IMTHETE ANIKOXOJI B FOJIEMHU KOJIM4ECTBA (BCEKY AE€H HITH CZMO OT BPEME Ha BpeEME)

- aKO KbpPMHTE

He npuemaiite MaiiMercH, ako Hewlo oT no-rope U3OpoeHHTE ¢e oTHaca 3a Bac U rosopere ¢ Bawuus
Nexap 3a Apyrd HauMHH Ha jleyeHue Ha Bawinga nuabetr. AKo He CTe CUIYPHH, KOHCYJITHpaHTe ce ¢
Baiuns nekap, papMatieBT WIH MEAHUMHCKA CECTPa, Npeau Aa npuemere MaiimercH.

IpeaynpexieHAs H NPeANAZHA MEPKH
[Tpu naumeHTH, Nosy4yaBai KOMOWHHPaHHE TIEKAPTBEH NPOAYKT CHTAMTHNTUH/ METPOPMHH, ca
¢1»oOLIABaHH ClTyuYad Ha Bb3NaleHHe Ha naHkKpeaca (NaHKpeaTuT) (BHKTE Touka 4).

AKO TNIONTy4HTE MEXYPH MO KOXKATA, TOBA MOXe /13 € MPH3HAK Ha CbCTOAHHE, HapeUYeHo By03eH
nemdurona. Baumnat nekap Moxe na Bu nocbBeTBa Aa crapere npuemMa Ha MaiimeTcH.

Puck OT JAKTATHA ANHA034
MaiiMercn MoXe 1a NpHYHHH MHOTO PAAKA, HO MHOTO CEPHO3HA HEXETAHA PeakLU|a, HapeyeHa

JIaKTaTHa auuao3a, ocobeHo ako 0uOpeuntTe By He pyHKUMOHMpAT NpaBUINHO. PHCKBT OT pa3BUTHE Ha
NAaKTATHA aUMA03a CE€ YBEJIHYAaBa H NMPH HEKOHTPOIHPAH nHabeT, TeKKM HHPEKUMH, MPOXBIAKHTEIHO
raagyBaHe WIH MPHEM Ha ajIKOXOJl, AeXuaparauus (BHXTE OLe HH(POPMALHA NO-A0ITY ), YEPHOAPOOHH
npodaeMy ¥ BCAKAKBH CbCTOAHHA, NPH KOUTO HYACT OT TAIOTO HMA HAMAJIEHO cHabAsBaHe ¢ KUCIOpO
(KaTo OCTPO MPOTHYALLIA TeKKA DOJIECT Ha ChPLETO).

AKO HsIKO€ OT H3bpoeHHTe No-rope ce oTHacy 3a Bac, ropopere ¢ Baiuunsg nexap 3a JOIIBIHUTENHA
yKa3aHHA.

Cnpete npuema 5a MaliMeTcH 3a KpaThK NepHOA OT BpeMe, ako uMaTte 3abongpane, Koero
MOKe A2 Obae CBBP3AHO ¢ AeXHAPATANHSA (3HayUTe/Ha 3aryba Ha TEECHH TeYHOCTH) KaTo TEXKO
NOBpbIUAHE, IHAPHA, TPECKA, H3NTAraHE HA TOTUIMHA WIH aKO MHETE NO-MaIKO TEYHOCTH OT
HopManHoTo. ['oBopere ¢ Ballius jexap 3a JOMBJIHUTEIHH YKA3aHKUA.

Cupere nprema na MailiMercn 5 He3a0aBHO ce CBLpNceTE € Jiekap HAHK Hal-0.n3kaTa 6oanrna,
AKO AMATE HAKOH OT CHMIOTOMHTE HA JIAKTATHA ANHA03A, ThH KATO TOBA CHCTOAHHUE
JIOBeae 10 KOMa.

CuUMITOMMTE Ha JTaKTaTHA allMA03a BKIKOYBAT:
- NOBPHIIAHE

- O0ONKH B ¢cTOMaxa (KopeMHH BOnKH)

- MYCKYJIHH CNa3MH




- 00110 ycelaHe 3a HepasnonoxeHne, NPHAPYKEHO C TEXKA yMopa
- 3aTPYAHEHO IULIaHE
- MOHMIKEHA TeIeCHa TEMIEPATypa H MyJiC

JlakTaTHaTa aUHAO3a € CHCTOAHHE, H3UCKBALLO CMNELIHA MEAKLIMHCKA NOMOLLL, v TpaOBa 1a ce 1eKyBa B
COJIHHUA.

Fosopete ¢ Bawus nekap He3a0aBHO 3a AOMBAHUTENHH YKa3aHHA:

- AKO € YCTAHOBEHO, Y€ CTPaaaTe OT HACISACTBEHO M¢HETHYHO 3a0onasaHe, MOBNUABALLIO
MHUTOXOHIPHHUTE (KOMIMOHEHTHTE, KOUTO NMPOU3BEXKAAT SHEPrUa B KNETKUTE), KATO CHHAPOM Ha
MHUTOXOHApHANHA eHledalonaTus ¢ NaKTaTHa auMao3a ¥ uHeynronoaodHu enuzoan (MEJIAC
CHHAPOM) WK HacNeACTBEH AMabeT M rnyxoTa no MaiiynHa 1nHua (Maternal inherited diabetes
and deafness, MIDD).

- AKO HMaTe HAKOH OT T€3H CUMINTOMH CJI€]] 3aNOYBAHE HA NEHYEHHE ¢ METPOPMHH: NPUNAAbK,
HaMaJICHH MO3HABaTE/IHH CIIOCODHOCTH, 3aTPYAHEHH ABHIKCHHA HA TJIOTO, CHMIITOMH,
noKa3saTe/lHU 3a YBpexJaHe Ha HepBHTe (Hanp. 00IKa WK H3TPBINBaHE), MUTPEHA H IIyXOTa.

["oBopete ¢ Bawusa nexap unu papmauesT npeau na npuemere Maimercu:

- aKO MMAaTe MJIH CTe MManu 3adonaBaHe Ha naHkpeaca (KaTo NaHKpeaTHT)

- aKO MMATe WIH CTE HMAJIH KAMBHH B XTHYHHA MEXYP, ATKOXOJHA 3aBUCHMOCT HAH MHOIO
BUCOKHK HHBA Ha TpPUriuuepHam (BMa Ma3HHHM) B KpbBTA. Te3u 3ab0n1BaHHUA MOTAT Ja NOBULUAT
BEPOATHOCTTZ Aa NMOJYUUTE MAHKPEATHT (BHXXTE TOYKA 4).

- ako uMate auaber Tun 1. [loHakora ce HapU4a HHCYUHO-3aBUCHM AHAlET

- aKO UMaTe WIH CTe UMAJIH aJleprMvHa peakUHsa KbM CHTAr/IMNTHH, MeTPOPMHH Uiu MaliMeTcH
(BHXTE TOYKA 4)

- aKko npHeMare CyJIPOHUNYPEHHO NPOU3BOAHO WIH MHCYJIMH, aHTHAHA0ETHO JIeKapCTBO, 3a€IHO
¢ MaiiMeTcH, TbH KaTO MOXKE @ HaCTBIIHM ChCTOSHUE HA HUCKA KPbBHA 3aXap (XHMOTHKEMHA).
BawmaT nekap Moxke 1a HaMmaiu A03aTa Ha CyN(OHIWTYPEeHHOTO MPOH3BOAHO HAH HHCYJIHBH.

Ako BH ce Hanara na npeTbpnuTe CEpHO3Ha onepaLui, Tp2OBa 331 LKHTENHO Aa CnpeTe npueMa Ha
MaiiMeTcH nNo BpeMe Ha W U3BECTHO BpPEME ciiea npoucaypara. Bawusar nekap uie pewy kora Tpaosa
[a CIpeTe U Kora Aa 8b30OHOBUTE neueHneTo ¢ Maiimercu.

AKO He CTe CHIYPHH, JaJli Hewlo oT u3bpoeHuTe no-rope ce oTHacs 3a Bac, nonutaitre Bawns nekap
WK papMaueeT, NpeaH aa npueMere MaAMeTcH.

[To Bpeme Ha neuenunero ¢ MatiMmercu Bawnar nekap we nposepsapa 61n6peuHaTa Bu ¢pyHkuMa noxe
BEIHBX MOIMLLHO HIIH NI0-YECTO, aKO CTE B CTAPYECKA Bb3PacT W/ HITH akO UMaTe BnoeHa HL0peyna

PYHKLHA.

Nena 1 ROmMH

Jeua u oo noa 18 roauHy He TpAOBa Aa H3NOM3BAT TOBA NeKapcTBO. To He € ePEKTUBHO MPH
Aela M KOHOLWH Ha Bb3pacT Mexay 10 u 17 roaunu. He € u3secTHO Aanu TOBa JiekapcTBO € Oe3onacHo
H e(PEKTUBHO, KOraTo C€ M3N0./I13Ba NpH AcLa Ha Bb3pacT 1oj 10 roavHu.

Apyra aexapcraa B Malimerca

Axko Tpabpa aa By 6ba€e nocraBeHa HHXKEKLIMA ¢ KOHTPACTHO CPEACTBO, ChABbPMKALLO HOA, B
KpbBOOOPBLLEHHETO, HATIPUMEP B KOHTEKCTA Ha PEHTICH MJTH CKEHEp, TpAOBa Ja CnpeTe npHeMa Ha
MaiimeTcu npeay WIH Mo BpeMe Ha HHKEKUMATA. BamsT nexkap uie peluu kora Tpabsa aa cnipere H
Kora a Bb300HOBHTE NicucHHETO ¢ Maiimercu.

Hudopmupaiire Baiuus nekap wiu gapmalieBT, ako npHemMare, HaCKopo CTeE 1
BBE3MOXHO A3 NpUEeMETe APYrd JekapcTa. Moxke a ce Hallo)KH No-4ecTo Ja
KpbBTa M QYHKUHOHHpaHeTO Ha ObOpeuuTe uin Baluusar Jekap MOXe aa Ko
U3 KTIOUUTENHO BaXKHO € Aa CHOMEHETE CJICAHOTO:




- NEKApCTRa (NIpHETU NPe3 YCTATa, NPWIOKEHU Ype3 HHXANALMA WIH KATO MHXKEKLINA),
M3IMOJI3BaHH 3a JICYCHHE HA Bb3NATHTEIHY 3a00N9BaHHUA KaTO 2CTMa W apTPHT
(KopTHKOCTEpOUIH)

- NEKapCTBa, KOHTO YBEIUYABAT OTACAAHETO HA YPHHA (AHYPETHLIH)

- NeKapcTBa, H3NO0A3BaHY 3a neveHue Ha Bonka U Bbv3nanedHue (HCIIBC u COX-2 nHxubutops,
KaTo HOynpodeH H LeneKoKcHd)

- HAKOH JICKAPCTBA 34 JICHEHUE Ha BUCOKO KpbBHO Hanarase (ACE-UHXHOHTOPH H aHTHOTEH3HH
Il peuenTopHK aHTArOHHUCTH)

- cneunPHMUHH IeKapcTBa 3a JieueHue Ha OpoHXxHanHa actMa (B-cMMNaTHKOMHUMETHLIN)

- HoAWpaHH KOHTPACTHH BELUCCTBA WM JIEKAPCTBA, ChABbPKALIH anKoXo

- onpeeneHH 1IeKapcTBa, W3MOA3BaHH 3a JIEYEHHE Ha CTOMALLHH NpobieMH KaTo LIMMETHIHH

- paHONa3KH, JIEKapCTBO, H3MOJ3BAHO 33 ICYEHHE HA CTEHOKApAHs

- AONYTErPAaBUP, IEKAPCTBO, H3MOJI3BAHO 34 JleueHHe Ha XUB undexums

- BaHAETaHUO, NeKapCTBO, H3MOJA3BAHO 3a JleYeHHe Ha CcriCL¢HUYEH BU PAK Ha LIIMTOBHHATA
xnesa (MeayapeH KapuMHOM Ha LIUTOBHAHATA XKJ1€3a)

- IWrOKCHH (32 Ne4YE€HHE Ha HEeNpaBWieH ChpASUYEH PHTHM H APYrH cbpAeqHK npobnemu). Moxe
Ja ¢€ HAJI0’KM Aa ce NpOoBEpH HUBOTO HAa AHIOKCHH B KpbBTa BH, ako ro npuemare
€JHOBPEMEHHO ¢ MaiMeTCH,

MailiMmeTcH ¢ AJK0X0.J1

H36arBaiire npekomepHaTa ynorpeda Ha ankoxol No BpeMe Ha npHeMa Ha MaHmercu, TeH kaTo ToBa
MOJKe 1a YBEJIHUYH PHCKa OT JAKTAaTHA auMa03a (BWXKTe Touka , JIpeaynpexaeHus H npeana3Hu
MEPKHU™).

bpemMeBHOCT H KbpMeHe

AKo cTe OpeMeHHa WK KbpMHTE, CMATATE, Ye MOXKE Aa cTe OpeMeHHa MY IU1aHupaTe OpeMEHHOCT,
nochBeTBaiiTe ce ¢ Bawna nekap wnn dapMauesT npeau ynorpebara Ha ToBa nekapctBo. He Tpabea
Aa npHeMaTe TOBa JIEKapCTBO Mo Bpeme Ha OpemeHHOCT. He npHemaiite ToBa 1IEKApCTBO &KO KbPMHTE.
Buxre Touka 2 ,,He npaemaiite Maiimercn®.

Illodnpane r pabora ¢ MAIIHAR

ToBa JIEKapCTBO HE NOBJIHABA WIIH NOBIHABA NpeHeOpeKUMO crocobHOCTTA 3a WodupaHe ¥ pabora ¢
MallHHH. Benpexks ToBa ¢a ¢hobiilaBatu ciyya Ha 3aMaiiBaHe ¥ CHHJMBOCT CbC CHTATJIMITTHH, KOETO
MOXKe Aa noeynge cnocobHocTTa B 3a wodupale unu padbora ¢ MaWHHA,

ITIpHeMBT Ha TOBA JIEKAPCTBO B KOMOMHALMA € IeKAPCTBA, HAPEUeHH CYNGMOHUNYpPEHHH MPOU3BOIHH
WK BHCYJTHH, MOXKE 3 MTPHYHHY XHIIOMTMKEMHS, KOATO MOXKe aa noenHse Bamara cnocobHocT na
wodupaTe Wid padoTHTe ¢ MalIMHK, UK Aa paborHTe Oe3 obezonaceHa ynopa 3a Kpakara.

MaiimMeTcH cbaAbpKa HATpHH
ToBa nekapcTBO chabpaka no-Manko or 1 mmol Hatpui (23 mg) Ha Tabnerka, T.€. MOXE J1a CE Kaxe,
ye NPaKTHYECKH He ChbAbpaKa HATPHHA.

3. Kak aa npuemarte Mailimercu

BuHarn npHeMaiTe ToOBa NEKaApPCTBO TOYHO KakTO BH € ka3an Banuart nekap. AKO He CTe CHIYPHH B
Hello, nonuTaite Bawna nexap win papmauesT.

[TpuematiTe egHa Tabnerka:
- JBa MbTH AHEBHO MpeE3 ycTaTa

- C XpaHa, 3a Aa HaMaJIUTe PHCKa OT CTOMALLIHO HEPa3noaoMKeHHe. VAR ;70:‘* .
T, )f‘:%a
BawuuaT nekap MoXe Aa NOBKLIM a03aTta By, 3a na kOHTponupa xpbwBHaTta B ' .,'“Jh &, N
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Tpaﬁaa Aad NMPpOABL/IKHUTE NHETATR, NpENOopbUYaHa OT Bauius JCKap rno BpEMCE Ha MCHEHHUE € TOBA
JIEKAPCTBO H IJd CIACAUTEC rMpUueMa Ha BBIIACXHAPATH Aa € pAaBHOMEPDHO pa3npCac/i€H Mnpe3 ACHA.

ToBa 1ekapcTBO CAMOCTOATENHO € MANKO BEPOATHO A3 NPHYHHH HEOOMYaHHO HHCKHU HUBA Ha
KpbBHaTa 3axap (xunoryiinkemus). Korato ToBa nekapcTBo ce M3M0/3Ba Cbe CYAPOHUITYPEHHH
NeKapcTBa WIH C HHCY/IMH, MOXE Aa HaCTBMAT HHCKH HHBA HA KPbBHATA 3axap U Baluus nexap moxe
IJa HaMau 103aTa Ha CyI(OHUNYPEHHOTO MPOU3BOAHO HIIH KHCYIUH.

AKo0 cT¢ npHenn noseve oT HeobxoaumaTa J03a Malimercn

AKO cTe npHenH noseyve OT NpeAnUcanaTa a03a OT TOBA JIEKApCTBO, He3abasHo yeeaoMeTe Balus
nekap. Oruaere B 60MHHUA, AKO NMOAYHYMTE CUMITOMH HA NAKTAaTHA allM03a KATO yCELIaHe 3a CTyA,
HJIH AWCKOMQOPT, TEKKO raieHe WIH NoBpbluaHe, fonka B cromMaxa, HeobacHHMMa 3aryba Ha Terno,
MYCKYJ/THH KPaMITH WK YYECTEHO AullaHe (BHxKTe ToYKa ,,[IpeaynpexxacHua U npeana3Hi MEpKH ).

Axo cTe nponycHaIH 1a npaemere Maklimercn

AKO cTe NponyCHa/IH N03a, B3eMeTe A Be/lHAra LIOM Ceé CETHTe. AKO HE CE CETHTE MpEaU Aa RoHAE
BpEME 3a C/ICABALLATA R034, MPOMyCcHeTe 3abpaBeHaTa 1033 U C€ BbPHETE KbM PEIOBHATA CXEMA Ha
npyvem. He B3emaitre ABoiiHa A03a OT TOBA JEKAPCTBO.

AKo cTe cupesan npaema na MaiiMercH

[MpoavmkaBaiiTe na npHeMaTe TOBA JIEKAPCTBO TOJNKOBA ABJIro, Koakoro Bu € npeanucan Bawmsar
neKap, 3a 4a MOXE Aa NPOAL/LDKHTE 1a KOHTPOAUpaTe CBOATa KpbBHa 3axap. He Tpadsa na cniuwpare
npHeMa Ha TOBA JIEKapCTBO, 0€3 na ce KOHCyaTHpaTe Mbpso ¢ Balug nekap. Ako cnpere npHemMa Ha
Maiimercy, Baluara kpbBHa 3axap MOXe 21a c€ NMOBUIIH OTHOBO.

AKO MMaTe HAKAKBYU JOITHBIHHTE/IHH BBOPOCH NpH ynoTpedaTa Ha TOBA JIEKAPCTBO, nonuraiTe Bauius
nekap Win papMaLeBT.

4. Bb3MOXHH He)XeJIAHH peakKnHH

KakTo BCHYKH NleKapcTBa, TOBA N1EKAPCTBO MOXKE a Npefy3BUKA HeXKeaHH PeaKLMH, BLIIPEKH Y€ HE
BCEKH 'Y MOTy4aBa.

[TIPEKPATETE npuema Ha Maitmercu u HezabaBHO ce cBbpakeTe ¢ Baluus nekap, ako 3abenexure

HIAKOH OT CJIEJHHUTE CEPUO3HH HEKENAHH PEaKLIMH:

- CHJIHA H NOCTOAHHA Donka B KopeMa (obnacTra Ha CTOMaxa), KOATO MOXKe A|a CTUra Ao repba,
CBHC MM 0€3 racHe ¥ NOBpbILAHE, Thil KATO TOBA MOXKE A Ca NPU3HAUM HA BBH3NANEH NaHKpeac
(NaHKpeaTHT).

MajiMeTcH MOXKe Ja a0BeAe A0 MHOTO paaka (Moxke aa 3acerHe no 1 notpeduren Ha 10 000), vo
MHOI'0 CEpPUO3HA HEXENaHa peakLus, Hape4eHa JaKTaTHA auKuao3a (BrmkKTe Touka , JIpeaynpekneHns u
npeanasHyu MepKH™). AKo TOBa Ce cilyuu, TpAOBa 3aABIKHTENHO 1a cnpere npueMa Ha MaHMeTCH H
He3a0aBHO Ja ¢e CBbPMKeTE ¢ JeKap WiIH Hai-0an3xaTa 60aAHANA, THil KAaTO JIAKTaATHATA aLKA03a
MOXe Aa JOBEAC A0 KOMa,

AKO noay4HTe cepyHo3Ha anepruvHa peakima (¢ HEH3BECTHA YECTOTa), BKIKOUHTENHO 0OpHB,
YPTHKApHA, MEXYPH M0 KoxkaTa/Oenelna ce Koxka U NoJyBaHe Ha JIMLETO, YCTHUTE, €3HKA M IbPJIOTO,
KOETO MO3Ke ha NpeAU3BHKA 3aTPyAHEHHUE B AHLIAHETO WM MBATAHETO, NpEeKpaTeTe MpHeMa Ha TOBa
NEKapCTBO W BeAHara ce cebpxete ¢ Bawusa nekap. Bawunar aekap Moxe aa Bu npeanuiie nekapcTso
3a JICYCHHE Ha ajlepruyHaTa peakuma 1 Apyro Jiekapcreo 3a Bawnsa guaber.

Hsakou nauneHTH, KOUTO NpueMaT MeTQOPMHUH, NOMYUYABAT CIEAHUTE HEXENAHH
nobaBsHe Ha CUTArIMIITHH:
Yectu (MOxe na 3acersar a0 | Ha 10 aywu): HACKA KpbBHA 3axap, raaicHe, ras




Hakou nauneHTH NMosiy4aBsaT AMapHa, ralicHe, ra3ose, 3anek, 60/1ka B cToMaxa WiH MNoBpbIIAHE,
KOraTo 3ano4yHaT Aa NpHeMaT KOMOHHALMATA CHTAMNIMMTHH H MeTPOPMHUH (4ecTOTaTa € ,,4eCTH ).

Hsixou naiMeHTH Moay4aBaT ClleJHUTE HEXENIaHH PEaKLHK, A0KATO NMPHUEMAT TOBA JIEKAPCTBO CbC
cyAGOHHNYpEeHHO NPOU3BOAHO KATO INTHMENUPHA!

MHoro dyecTH (Moxe na 3acerHar noeeue oT 1 Ha 10 AywIH): HUICKH HHBA HA KpbBHATA 3axap
YecTH: 3anex

Hskon mauueHTH NosyyaBar cleJHHUTE HeelaHU peakUurH, JOKaTO MPUEMAaT TOBA JIEKApCTBO B
KoMOMHaLUA C THOTJIMTA30H:
YecTH: noayBaHe Ha pPbLUETE WM KpakaTa

Hsakou NauMEHTH NONY4aBaT CNCOHUTE HEXENAHH peakLMH, J0KaTO NPHEMAT TOBA JIEKapCTBO B
KOMOHHALIMA C HHCYJIHH:

MHOro yecTH; HUCKY HHBA HA KpbhBHATA 3axap

HeuecTH: cyxoTa B ycrara, riaBobonue

Hsakou nauMeHTH noyyaBar C/IE€OHUTE HEXEIaHH PEAKLIMH 10 BPEME Ha KIHHWYHH NPOYYBaHHA,
NOKATO NMpUeMaT CUTArJHITHH CAMOCTOATENHO (€HO OT nekapersara B MaiiMeTcu), uinu npu
H3MOJI3BaHE B MEPHOA C/eA pa3pelilaBaHe 3a ynotpeba Ha KOMOHHALMATA CHTAMTMNITHH/ MET(POPMHUH
WK CUTATTTMIITHH CAMOCTOSTENHO, WIH € APYTH aHTHAXA0ETHH JIeKapCTBa:

YecTH: HUCKH HHBA Ha KpbBHaTa 3axap, rnaBsodo/ive, HHPEKLUA HAa FOPHUTE JUXATEIIHH TbTHLUA,
3aMmylleH WIH Te4alll HOC H Bb3NAIEHO I'bPJIO, OCTE0APTPHT, 60/Ka B PLLUETE WIH KpaKaTa

HeuecTH: 3amaiiBaHe, 3anek, Chpoex

Penxu: HamaneH 0poii TpoMOOLUNTH

C HeunsBecTHa uectoTa: npobnemu ¢ OpOpeunTe (MoHAKOra Hanaraluu AManu3a), NoBpbLILAHE, CTABHA
6osaka, MyckynHa 6onka, Gonka B repba, nHTepcTHUHATHA BenoapobHa GonecT, OynoseH nemgurona
(BHO MEXYPH MO KOXKATA)

Hsakou nanyieHTH NoMy4aBaT CI€AHHTE HEKEJIAHA PEaKLMH, OKATO MpHeMaT MeTdOpMUH
CaMOCTOATENHO:

MHoro uecTu: raaeHe, NoBpbLIAHE, AHAapHs, O0/TKa B cTOMaxa H 3aryba Ha anetur. Te3u cuMnTomy
MOXE [1a C€ MOABAT MPH 3aNouBaHe Ha npuema Ha MeTHOPMHUH H OOHMKHOBEHO OTILYMSABAT

YecTu: MeTalleH BKYC, HAMal€eHH HAH HUCKH HHBA Ha BUTaMUH B12 B kpbBTa (CHMOTOMHMTE MOraT Ja
BKJIFOUBAT MpeKaneHa yMopa (OTnaaHalHOCT), Bb3NAJIEH U 3a4EPBEH €3HK (r0cHT), boukaHne
(napecte3us) unu 6a€aa MM KBATA Koxka). Bawusar nekap MOXKe [a HA3HAYH HIAKOH H3CNeABaHus, 3a
Ja ce OTKpHe NMpHYMHATA 32 Baluure CHMNTOMH, Thil KATO HAKOM OT TAX MOXE CHLUO Aa ca IPHYHHEHH
OT quabeT WU APYrH HeCBbp3aHU 3APaBOCIOBHH NpodiemMH.

MHoro peaku: xenatut (mpobieM ¢ yepHus opob), KONPHBHA TPecka, 3ayepBsiBaHe Ha Koxara (00pHB)
WM cbhpbex

CpobuiaBane Ha HeXenaHy peakLHH
AKO NOJTY4YHTE HAKAKBH HEXE/TaHH IeKapcTBEHH peaKkUMH, yBeaoMere Bawns nexap, papmanesT wim

MEIHLIMHCKA cecTpa. ToBa BKIIOYBA BCHYKH Bb3MOXHH HEOMUCAHU B TA3H JIMCTOBKA HEXKE/12HH
peakuui. MoxeTte CblI0 Aa ChOOLIMTE HEXKENAHH PEAKLIMK AUPEKTHO YpPe3
HManbaHUTENHA areHuMs no AeKkapcTeara

yn. ,,Jdamad ['pyes” Ne 8

1303 Cogus

Tea.: +359 2 8903417

yeGcaiiT: www.bda.bg.

“H(pOpMaLUA OTHOCHO ﬁeaonacuoma Ha TOBA NIEKAPCTBO.




5. Kak aa cexpansaBate Ma#mercun
Jla ce ¢bXpaHABa Ha MACTO, HEOCTBIIHO 3a Acua.

He u3non3paiitTe TOBa NeKapcTBO Cliea CPOKAa HA roAHOCT, oTOenasaH BbpXy OnucTepa W KapTOHEHaTa
onakoBka caea ,,J'onen ao:“. CpoKbT Ha roAHOCT OTrOBApPA Ha MOCHECAHHA ACH OT NOCOUYEHUA MECELL

OPA/Al/PVC//Al 6aucmepu.

To3wm JICKAPCTBCH IPOAYKT HE H3IUCKBA HHKAKBH CTNICUMIAHH TCMIICPATYPHHU YCAOBHA HA ChXPAaHCHHC.
,[Ia CC CbXpPaHABA B OpUIrHHANHATA OMIAKOBKA, 34 1a CC NpE€ANa3H OT Bjiara.

PVC/PE/PVDC/PE/PVC//Al baucmepu:

Ha He ce cbxpansea Haa 30°C. Jla ce ¢cbxpaHsBa B OpUruHanHaTa onakoBKa, 3a [a ¢e npeanasy ot
BJ1Ara.

He u3xpbpnatite nekapcTpara B KAHATH3aLMATA WIH B KOHTE{HEpa 3a AOMAILHHN OTNATbLH.
MonwuTaiite Bawus dapmanesT kak Aa U3XBBPIATE JIEKApPCTBATa, KOHTO BEUYE HE U3MON3BATE. Te3H
MEPKH LLiE€ CIIOMOTHAT 3a Ora3BaHe Ha OKONHAaTa cpeaa.

6. Cl.,r.u.pmaﬂne HAa ONMAKOBKATA H JONNBJIHHTEJITHA mul)opuaunﬂ

Kakpo chrabpxa Maimercn

AKTHBHHWTE BELUECTBA Ca CUTAMNIMNTHH (sitagliptin) 1 MeTOPMHHOB XHAPOXIOpUI (metformin

hydrochloride).

- Maiimercu 50 mg/850 mg puamnpanun Tabnerky:

Bcaka punmupana tabnerka cbabpka 50 mg curarnuntl H 850 mg MeTQOpMHHOB
XHAPOXJIOPHA.

Maiimercu 50 mg/1 000 mg ¢punMupaHu TabneTku

Bcaka punmupasa tabnerka ceabpika 50 mg curarnuntuH U 1 000 mg merpopmuHOB
XMUAPOXNOPHA.

- JIpyruTe ChCTABKM €a: NOBUAOH, MUKPOKPHCTATHA LIeNy103a, MAHWUTOJ, HATPHEB Naypuicyndar
H MarHe3MeB CTEApaT B AApoTO Ha Tab1eTkaTa H XHIIpoMeNno3a, THTaHoB anokcua (E171), tank,
NIPONWIEH MNIMKONH 4YepBeH xeneseHd okcua (E172) b punMoBoTo nokpurre. Brkre Touka 2
»MaliMeTcu chabpXka HATPHH".

Kak H3rnexaa MalMeTCH H KAKBO CBABPKA ONAKOBKATA

Maiimercu 50 mg/850 mg dunmupaHu TabneTku: po30BH, OBANIHH, ABOHHOH3NbKHANH, QUIMHpaHH
TabneTku, MapkupaHu ¢ C4 ot egHaTta cTpaHa Ha Tabnerkara (npubansurenHy pazmepu: 20 x 11 mm).
Matimercu 50 mg/1 000 mg punMuUpaHH TabJETKH: TBMHOPO30BH, OBATHYU, ABOHHOU3MbKHATH,

¢unMupanu Tabnerku, MapkupaHiu ¢ C3 ot eaHaTa cTpaHa Ha Tabnerkara (NpHONMUIUTENHH pa3MeEpH:
21 x 11 mm).

MaiiMeTCH HAJTMYEH B ONaKOBKH, CbAbpKalllu:
- 10, 14, 28, 30, 56, 60, 90, 196, 200 dbunmupanu tTabnerku, B 6nucrepm.
- 14, 28, 56, 196 dunmupaum Tabnetku B Gnuctepy, B KaEHIApHA ONAKOBKA.

He BcH4yKH BHAOBE ONAaKOBKU MOraT aa Obaar MYCHATH Ha Ma3apa.

IIpaTexaTes HA pa3pelicHAETO 3a ynoTpeba
KRKA, d.d., Novo mesto, Smatjeéka cesta 6, 8501 Novo mesto, CnoseHus

[Ipou3BoauTenn:




TAD Pharma GmbH, Heinz-Lohmann-Stra}e 5, 27472 Cuxhaven, ['epManus

ToBa JiekapcTBO € pa3peleHo 3a ynorpeda B 1bpkaBHTe — 4WieHKH Ha EBponelickoTo
HKOHOMHY€ECKO NPOCTPAHCTBO MO/ CJIeJHHTe HMeHA:

Crpana-ujieHKa Thproscko HMe Ha NPOAYKTA
ICroBakus Maymetsi 50 mg/850 mg filmom obalené tablety
Maymetsi 50 mg/1 000 mg filmom obalen¢ tablety
boarapus Maiimercu 50 mg/850 mg dbunmupanu Tabnerku
Maiimercu 50 mg/1 000 mg duamupanu TabneTku
Yemka penybanxa [Maymetsi
Maymetsi 50 mg/850 mg emkaAvppéva. pe Aertd VUEVIO dokia
Kunsp Maymetsi 50 mg/1 000 mg emkaivppéva pe AeTTd LUEVIO S1oKia
EcTonns Maymetsi
['bpums 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
UInTBa Maymetsi 50 mg/850 mg plévele dengtos tabletés
Maymetsi 50 mg/1 000 mg plévele dengtos tabletés
JiarBus Maymetsi
Iloma Maymetsi S0 mg/850 mg comprimate filmate
Maymetsi 50 mg/1 000 mg comprimate filmate
PyMmbHHSA Maymetsi 50 mg/850 mg comprimate filmate
Maymetsi 50 mg/1 000 mg comprimate filmate
ICioBenusi Maymetsi 50 mg/850 mg filmsko obloZene tablete
Maymetsi 50 mg/1 000 mg filmsko obloZene tablete

JlaTa Ha nmocJIe1HO NpepasrjexiaHe HA JHCTOBKATA

26 Maprt 2025

[Moapo6GHa HGpOpMaLHsa 3a TO3M JIEKapCTBEH NPOAYKT € NnpeAocTaBeHa Ha yebcaiita Ha M3nbanuTenna

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




