JIMHCTOBKA



JIncTroBka: HnpopManHA 3a NAUKEHTA

MaiimercH 50 mg/850 mg puamupanu TabaeTkH
Maitmercn 50 mg/1 000 mg pnamupanu rabaerkn
CHTArJIMNTHH/METGOPMHHOB XHAPOXA0PHA

Maymetsi 50 mg/850 mg filim-coated tablets
Maymetsi 50 mg/1 000 mg film-coated tablets
sitagliptin/metformin hydrochioride

ITpoueTeTe BHNMATEIHO HAJATA JUCTOBKA, NPEIH 12 3aN0UYHETe 12 IPHEMATE TOBA JIEKAPCTBO,

ThH KaTo TH cbAbpka BaxKHa 3a Bac nudopmanns.

- 3ana3eTe Ta3u 1McToBKa. Moxe Aa ce HanoXHu Aa A NpoYeTeTe OTHOBO.

- AKO HUMaTe HAKAKBH JONBIHHTENHHN BBNPOCH, nonuTaiTe Bawws nekap wau dapmauesT.

- Tosa nexapctso € npeanncano aMyHo Ha Bac. He ro npeotcThnBaiite Ha apyru xopa. To moxe
13 UM HaBpCIH, HE3ABHCHMO Y€ NPH3HALMTE HA TAXHOTO 3a00/9BaHe ca ChIKMTE KaTto Bawmre.

- AKO NONYYHTE HAKAKBH HEXKEIAHU IEKaPCTBEHM peakUuWH, yBeaomeTe Balung nekap nnu
papmauesT. ToBa BKJIOUBA U BCHYKH Bb3MOXHU HEXKENAHH PeaKLHH, HEONIMCAHM B Ta3u
aucroska. Brkte Touka 4.

KakBo chbaABpXa Ta3H JIHCTOBKA

| UINWIHATETHA AFEHUNS 10 NEXAPCTBATA

KakBo npeacrasnsea MaiMETCH H 3a KaKBO € HINONM3BA  flcmorne (ouaumarue 2
Kakso TpabBa na 3HaeTe, npeaun na npuemerte MaiimeTtcu _ 202 10023 ( g

Kak na npuemare MaiiMeTcH Kbs Pee. M L T N N YN
B1t3MOXKHHA HEXENaHW peakLUHH
Kak na cbxpansBate MakmercH

CbabpKaHKe HAa ONaKOBKAaTa U AONMbJIHUTENHA HHOpMaL %

Pajipousernse e
BG/MA/MP . 65035-26,0 10 104

L w-"tam 1 rasphdsdidFfEFE"

AN e

DEHUE Ne e /; ..... ........................

1. Kakso npeactaBassa MaiMeTCH K 3a KAaKBO ce H3I0J13Ba

MaimeTcH chabpKa ABE pazIHUHM NEKAPCTBA, HAPEUYEHH CHTArNUNTUH U METHOPMHH.

- CUTar1MNTHH NPHHAANEXKH KbM KAC neKkapcTsa, HapeueHn DPP-4 nuxnduropu (aMnentuaun
nentTnaasa-4 HEXHOUTOPH)

- MET(HOPMHH NPHHALIEKH KBM KJ1aC IeKapCcTBa, HapeyeHH OHrBAaHWANHM.

Te neAcTBaT eAHOBPEMEHHO, 32 12 KOHTPO/HpAT HUROTO HA KPbBHATa 3aXap NPH Bb3PaCTHH NALHEHTH
¢ popma Ha nHabeT, HapeueH ,,3axapeH anabet Tvn 2. ToBa NekapcTBO MNOBHLLIABA HHBATA HA
HHCYNIHH, NPOKW3BENCH €€ XPAaHEHE H HAaMAIARA KOJIHYECTBOTO 3axap, NpoH3Be/aeHo oT Bawua
OpraHu3bM.

3aeHO C IMETa H YNPAKHEHHA, TOBa JIEKapCTBO NOANOMara HamaleHHeTo Ha Batwuara kpnBHa 3axap.
ToBa nekapcTBO MOXE Aa C€ U3N0A3BA CAMOCTOSTEIIHO HIH C ONpPEIENCHH APYrH eKapcTha 3a avaber
(HHCYAHH, CYNPOHUTYPEA WM MINTA30H).

KakBo npeacrtasnapa quabder tvn 2?
HnabeT TN 2 € ChCTosHME, NPU KOETO BawtusT opraHu3bM HE MPOU3BEXKAA AOCTATLYHO HHCY/IUH, a
MPOH3BEKAAHHUAT HHCYNHH HE AeHCTBa Taka nobpe kakTo Ou Tpabsano. OcBeH TOBA OpraHH3IMbT
MOXE Aa NMPOHU3BEXKIa TBbpAe MHOrO 3axap. [lpy ToBa nosoxeHue, 3axapta (riroko3ara) ce '
B KpbBTa. ToBa MOXe 1a NPUYHMHH CEPUO3HH MEAHLUMHCKH NpobaeMyt KaTo cbpaeyHo 3ab0
O0BOpeuHo 3abonaBaHe, cnenoTa U aMNyTauKA.




2. Kakso Tpa6Ba na 3naere, npeal na npuemere Mailimetcn

He npruemaite MaHMeTcH :

- aKO CTe A1IEPruYHH KbM CHTArAHIITHH UIH METHOPMHH, MK KbM HAKOA OT OCTAHAIHUTE
CBHCTAaBKH Ha TOBA IEKapCcTBO {M30pOEHH B TO4KA 6).

- aKO UMaTe CUIHO HamaneHa OBOpeuHa GyHKUHA.

- aKO MMATe HEKOHTPONUpaH AWadeT, HanpHUMep C TEXKKA XMNEPrIUKEMUA (BUCOKA KPbBHA 3axap),
raaeHe, nospblUaHe, AMapHa, Obp3a 3aryda Ha Terj1o, JakTarHa aunaosa (BHxTe ,,PHCK OT
NaKTaTHa auHao3a’ no-A0/y) Hian Kketoaunaosa. Keroaunaosara e CbCTOAHHE, NPH KOETO
BCLUECTRATA, HAPEUYEHH ,,KETOHHH T€NA™, C€ HATPYMBAT B KPBLBTA H TOBA MOXE 1a 10BEAE A0
AnabeTHa npekoma. CHMNTOMHUTE BKIOYBAT DOJKH B CTOMAxa, yUeCTEHO H IbJOOKO AHlIaHE,
CBHHAMBOCT UK HeoDHUaeH NNoAOB apoMaT Ha Abxa Bu.

- aKO UMaTe TEXKKA HHPEKUNA HIH CTE AeXHapaTHPaHH

- ako Bu npeacTon U3cneaBaHe ¢ PpEHTIEHOBH /YK, KbAETO We BH MHXKXEKTHPAT KOHTPACTHO
gewecTro. TpabBa aa cnpere na npueMarte MaiiMeTcH no BpeMe Ha U3CIeABAHE C PEHTTEHOBH
NbYH H 2 AU noBeye AHK cnel Tosa, KakTo By e npeankcan BawinaT aekap, B 3aBUCHMOCT OT
TOBa Kak paboTaT Bawmnte 6u0peun

- aAKO HaCKOPO CTE MOJYYHAN CbpaedeH HHPAPKT WK HMATE TEXKH LMPKYJATOPHH NpobneMy,
KaTo ,,lUOK™ WU NpodaeMH C NULLIAHETO

- aKko UMare 4yepHoapoOHH npodaemu

- aKO MHETE AIKOXOJ B MOJIEMH KOJIHUECTBA ( BCEKH A€H WK CaMO OT BPEME Ha BpEME)

- aKO KbpPMHUTE

He npvemaiite MailMeTCH, ako Hello OT no-rope H3bpoeHuTe ce oTHaca 3a Bac n rosopere ¢ Bawus
nekap 3a ApYrd Ha4WHH Ha JieyeHHue Ha Bawina anaber. AKo He CTe CUTYPHH, KOHCY/ITHpaiTe ce ¢
Batuus nexap, gapMaueBT MM MEAWLUHCKA CecTpa, npean Aa npueMmere MaimeTtcH.

[IpeaynpexaeHus H Npeana3Hi MEePKH
[Ipv mnaumeHTH, NoayyasanH KOMOHHUPAHUA NEKAPTBEH NPOAYKT CHTAIIMIITHH/METHOPMHH, ca
cboOLMaBaHW CAyyYaH Ha Bb3NaneHHe Ha NaHKpeaca (MaHKpeaTuT) ( BHXKTe To4Ka 4).

AKO NONYUHTE MEXYPH NO KOXKATa, TOBA MOXKE 1A € NPHU3HAK HA CLCTOAHKME, HApeYeHOo Oyno3eH
nemduronn. Bawnat nekap Moxe 1a By nocneeTBa na cnpete npieMa Ha Maiimercu.

PHck OT SAKTATHA ANK1034
MalmMeTcH MOXe 1a NPHYUHH MHOTO PAAKA, HO MHOIO CEPHO3HA HEXKEe/laHa PeakUHsa, HapeveHa

JAKTaTHa auuao3a, ocodbeHo ako 6udpeunte By He dyHKUHOHHpAT NpaBHIHO. PUCKBT OT pa3BUTHE HA
NAKTaTHA allHA03a CE YBEJIMHABA Y NPH HEKOHTPOJIHpaH AHabeT, TeXKH HHDEKUNH, NPOLBIXKHTENHO
rnagyBaHe MM NPUHEM Ha aJIKOXOJ, AeXHapaTauuna (BHXKTE OLe HHPOPMALMA MO-J01Y ), HepHOAPOOHH
ApoONEMH H BCAKAKBY CHLCTOAHUS, NPH KOUTO 4aCT OT TAJIOTO HMa HamaneHo cHabasaBaHe ¢ KMcnopod
(KaTo OCTPO NpOTHYALLA TeXKa DONECT HA CHPUETO).

A KO HAKOe OT H3bpoeHHuTE No-rope ce oTHacs 3a Bac, rosopere ¢ Bawins nekap 3a 10NbAHUTENHH
YK23aHHA.

Cnpere npuema Ha Ma#iMeTCH 3a KpaThK NepHOI OT BpeMe, aKo HMAaTe 3a00/19BAKE, KOETO
MOXKe 1a Obe CBBLP3aHO ¢ AexnApaTanus (3HA4YMTEHA 3aryba Ha TeNeCHU TEeMHOCTH) KaTO TEXKKO
NOBpPbLIAHE, AHAPHA, TPECKA, H3J1araHe HA TOTUTHHA WK aKO NMHETE NMo-MaNKo TEHHOCTH OT
HopManHoTO. [ oBopeTe ¢ Bawns nekap 3a 1ONBJHHTEIHH YKa3aHHA.

Cnperte npnema na MaiiMeTcn u He3abaBHO ce cBBLPXKETe ¢ 1ekap HAM Hal-Oan3kaTa DonHMLA,
aK0 HMATE HAKOH OT CHMIITOMHTE HA JIAKTATHA allHA034, TbH KaTO TOBA ChCTOSHHE MOX |
JOBEAE A0 KOMA.

CUMNTOMHMTE HA NAKTaTHA allMa03a BKJAOYBAT: //
. MOBPbLLLUAHE ff &
T




- O0NKH B cTOMaxa (KOpeMHH B0JIKH)

- MYCKYJHH CNa3MH

- 00110 yCelnaHe 3a Hepa3NoNoKEHHE, NPUAPYKEHO C TEXKA yMOpa
- 3aTPYAHEHO AHLLIAHE

- NOHWXKEHA TENECHA TeMriepaTypa ¥ ny.c

JlakraTHara auMa03a € CbCTOAHHUE, UIMCKBAUIO CNELLHA MEAMUMHCKA NOMOLL, W TpaOBa aa ce NeKyBa B
OOMHULA.

['oBoperte ¢ Bawus nexap nau dhapMauerT npeau na npueMere MaiiveTcu:

- aKO HMAaTE WIH CTE HMaJH 3a00/1ABAHE HA NMAaHKpeaca (KaTo NaHKPEaTHT)

- aKO HMaTE HJTH CTE HMAIH KAMBHH B XITbYHHA MEXYP, A1KOX0NHA 3aBUCHMOCT WKW MHOTO
BUCOKH HHBA Ha TPHTJIMLIEPHAH (BH Ma3HHHH) B KpbBTa. Te3n 3abonsBaHUA MOraT Aa NOBHLLAT
BEPOATHOCTTA Aa NMONYUHTE NAHKpeaTHT (BUXTE ToUKa 4).

- ako umare auadet tun 1. [loHsakora ce HapHuya HHCYIMHO-31aBHCHM aHabeT

- dKO UMATe WIH CTC HMATH ANTIEPrHyHa peakuns KbM CUTArNUNTHH, MeT(OPMHUH HAW MaiimeTcH
(BHOKTE TOuKa 4)

- aKo npHeMate CynpoHHNYPEeHHO NPON3BOAHO WIH HHCYIHH, aHTHAHA0ETHO NeKapCcTBO, 3a€HO
¢ MaikiMeTcH, ThbH KaTo MOXeE 1a HACTbIH CbCTOAHHE HA HUCKA KPBBHA 3aXap (XHNOTAAUKEMHS).
BaiuusaT texkap Moxe 1a HaMaid 103aTa Ha CYPOHUITYPEHHOTO NPOU3BOAHO HIH HHCYJIHH.

Ako B ce Hanara na npeTbpnuTe cepuo3Ha onepauus, TpA6Ba 3aAbIKHUTENHO Aa CNPETE NNPUEMA Ha
MaimMeTCH No BPEME Ha ¥ H3BECTHO BpeMe ciiell npoueayparta. BawusaT nekap we pewu kora tpadsa
Ja CTIPETe H Kora aa Bb30OHOBHTE NeyeHneTo ¢ Maiimercy.

AKO HE CTe CHTYDHH, Aalik HElO OT H3OpPOeHHTE no-rope ce oTHacd 3a Bac, nonuraiite Bawns nekap
WIH apMaleBT, Npead na npHeMeTe MaimercH.

Ilo BpeMe Ha neuenuero ¢ MalimeTcu Bawunar nekap e nposepasa 6u6peunarta Bu ¢yHkuua none
BEAHBXK MOAHLUHO HIIM MO-YECTO, aKO CTE B CTAPUYECKA BL3PACT H/WIM ako UMaTe BiaoteHa 6nbpeuna

(PYHKLLHA.

Hdena u wHOIIHK

Heua u toHowu nox 18 roaunun He TpaGea aa n3non3sar ToBa nekapcTso. To He € eeKTUBHO NpH
AeUa ¥ IOHOLHK Ha Bb3pacT Mexkay 10 u 17 roanHun. He e u3ecTHo aanu ToBa fiekapcTBo e He30mnacHo
H e(EKTHBHO, KOTATO Ce W3M0/3Ba NPH Aella Ha Bb3pacT noa 10 roaunam.

Apyrn aexkapcrBa H Maiimercn

Axo Tpabea na Bn 6bae noctaBeHa MHKEKLUHA C KOHTPACTHO CPEACTRO, ChAbPXKALIO O, B
KPbBOOOPBLIEHHETO, HANPHUMEP B KOHTEKCTA HA PEHTIEH WK CKeHep, TpAabBa Aa cnpeTe npueMa Ha
MaiiMeTcH npean WK No BpeMe Ha MIKEKLHMATA, BawuaT nekap e pewn kora Tpabsa aa cnpere
KOra 1a Bb300HOBHTE nedeHHeTo ¢ MalmeTcH.

Undopmupaiite Bawna nekap unu apmauesr, ako npHeMare, HaCKOpo CTe NPHEMaH HITH €
BH3IMOIKHO 12 TIPHEMETE APYTH nekapcTea. Moxke aa ce HanoXH Mo-4ecTo Aa Ce U3C/eABa rOKo3aTa B
KPbBTa M PyHKLHOHHMPaHETO Ha 6BOpeunTe nau Bawnar nexkap Moske na kopurupa aosara Maiimercu.
M3KAIOYUTENHO BAXKHO € 1a CMOMEHETE C1eAHOTO:

- JICKApPCTBa (MMPHETH NpeE3 YCTaTa, NPHAOKEHH YPE3 HHXANAUMA HI1H KATO HHXKEKLIUE ),
W303BAHM 33 JICHCHHE HA Bb3MNaAUTE/IHH 3a00/1BaHHA KATO aCTMA M apTPHT

(KOpTHKOCTEpPOUAHN) =

- JICKApCTBa, KOMTO YBEJIH4ABAT OTJAC/IAHETO HA YPUHA (AMYPETHLH) - @ﬁ NJ n‘_:@

- JIEKAPCTBA, U3IMOI3BaHH 3a ieueHre Ha bonka v sw3naneHue (HCTIBC u COX-2 Huxfﬁﬁ NS
KaTo HOYNpodeH U UeleKOKCHO) f/g <o\ ©

- HAKOH JIEKapCTBa 3a ICHCHHUE HA BUCOKO KPbBHO Hanarave (ACE-nuxudburopu u aifrﬁo*reﬁ

\



[[ peuenTOpHK aHTArOHHUCTH)

- cneunUUHA 1€KapCTRA 33 NeYeHHe Ha OpOHXHANHa acTMa (B-CHMNAaTHKOMHUMETHLIH)

- HOJHPAHU KOHTPACTHH BELLECTBA HAH NEKApPCTBa, CLAbLPMKALUK ATKOXOJ]

- onpeaeneHH 1IEKapCTBa, H3M03BAHH 32 1€UYEHHE HA CTOMAWHK NpobnemMH KaTo UMMETHANH

- pPaHOJIa3MH, N€KAPCTBO, U3N0JI3BAHO 3a IEYEHHE HA CTEHOKAapAUA

- AONYTErpaBup, JIEKAPCTBO, H3NOA3BAHO 32 NevueHne Ha XHUB undexima

- BAaHACTAHHUD, IEKApCTBO, U3NOI3BAHO 34 JIeYEHHE Ha cneludHrieH BU pak HA LUMTOBHIHATA
AUlesa (MeaynapeH KapuWHOM Ha WKTOBHAHATA »Ke3a)

- JMTOKCHH (3a NEYEHHE HA HENPABUIEH ChPACHEH PHTBM U APYTH ChPACUHH npobaemu). Moxe
[a €€ HaJI0XKH J1a Ce NPOBEPH HHBOTO Ha AUIOKCHH B KpbBTAa BH, aKO ro npHemare
€AHOBpPEMEHHO ¢ MaiMeTCH,

MajiMeTCH ¢ aT1K0X0.1

H36arsaiTe npekomepHaTta ynotpeba Ha aiIkoXoa No BpeEME Ha nMpuema Ha MaiiMeTcH, Tbi KaTo ToBa
MOX€ 11a YBEJIHYH PHCKA OT NaKTaTHa auMao3a (BWxTe Touka ,JlpeaynpexaeHus n npeana3sHu
MEPKH®™).

bpeMeHROCT H KbpMeEHe

AKoO cTe OpeMeHHa HIH KbPMUTE, CMATaTe, Ye MOXe aa cTe OpeMeHHa WK niaHupare OpemMeEHHOCT,
nocbBeTBanTe € ¢ Bawna nekap win papmauesT npean ynorpebara Ha Toea AekapcTBo. He Tpabpa
Aa NpyeMare ToBa JIEKAPCTBO MO BpeMe Ha OpeMenHocT. He npHemaiite ToBa N€KapcTBO ako KbpMHTE.
Brxte Touka 2 ,,He npuemakite Malimercu*.

llogupane u pabora ¢ MALLIHAA

Toea NekapcTBO He MOBAWABA WIH NMOBAUABA MPeHEOPEKUMO cNOcOOHOCTTa 3a WodHpaHe W paboTa ¢
MallWHHW. Bbnpeku ToBa ca ctobwaBaHKu cnyyan Ha 3aMaiBaHe W CbHIHBOCT ChC CHTACNMUIITHH, KOETO
MOX€E Ja noBause crnocobHocTTa BH 3a wodnpaHe unu pabora ¢ MalIHHH.

[IpnemsT Ha TOBA NekapcTBO B KOMOHMHALIUA C IeKapCcTBa, HapeYeHU CYAPOHUNYPEeHHH NPOH3BOAHY
WJIH HHCYJIMH, MOXE 12 MPHUYUHHU XHITOTIHKEMHS, KOSTO MOXe Aa noeiuse Bauwara cnocobHocT aa
woguparte win padoTHTe ¢ MaLIHHK, UK Aa paboTHTe 6e3 oDe3onaceHa ynopa 3a Kpakara.
MafiMeTcH cBABLPKA HATPHEH

Tosa nekapcTeo cbabpxa no-manko ot | mmol Hatpuid (23 mg) Ha TabneTka, T.€. MOXKE 1a ce Kaxe,
4e MPaKTHYECKH HE CbAbPXKA HATPHH.

3. Kax ga npuemare Maiimercu

BuHaru npuemaiite ToBa N1€KapcTBO TOYHO KakTo Bu e kazan Bauiuat nekap. AKO HeE CTe CHIYPHH B
Hewlo, nonuTtadTe Bawns nexap unu apMauesT.

[IpHemaiiTe enHa Tabnerka:

- ABa MbTH JHEBHO Npe3 ycTara

- C XpaHa, 3a 1a HAMATHTE PHCKA OT CTOMALUHO HEPa3NON0KEHHE.

Baluusat nexap moxe aa noBuuiu go3ara Bu, 3a 1a koHTponupa kpbeuHaTta Bu 3axap.

AKO HMaTte HaManeHa 6xOpevna GyHkumns, Bawust nekap Moxe n1a Bu npeanuue no-Hucka nosa.

Tpabea na npoabixkuTe AKETaTa, NpenopbuaHa ot Baluus nekap no speme Ha neueHue ¢ TOBa
JIEKapCTBO H J1a CEAHTE NPUEMA HA BLITIEXUAPATH Ja € PAaBHOMEPHO pa3npee/ieH npes aAeH

Toea nekapcTBO CaMOCTOATENHO € MAIKO BEPOATHO [a NPUYUHH HEOOHUYAHHO HUCKH HUB
KpbBHaTa 3axap (XHnoriinkeMus). Korarto ToBa nexapcTgeo ce W3non3Ba ¢whe cyadoHuy



NIEKapCTBa MM C MHCYJIMH, MOYKE @ HACTBLITAT HUCKH HWBA Ha KPbBHATA 3axap U Baluua nekap Moxe
lla HaManu A03aTa Ha CYAPOHUIYPEHUHOTO MPOUIBOAHO HIIH HHCYIIHH.

AKO cTe NpHeJIH noseye oT HeoOxoaumaTa n03a MalmercH

AKO CcTe nNpHeHy NoBeye OT Npeanucaldara A03a oT TOBa JeKapcTBo, He3abaBHO yeeaomeTe Bauins
nexap. Otuaerte B 60NHMLA, aKO NONYYHTE CUMITTOMH Ha JIAKTaTHa alMa03a KaTo yCellaHe 3a CTy/
HJH AUCKOMQOPT, TEXKO raacHe WK NoBpblUlaHe, Doka B cToMaxa, HeobscHHMa 3aryba Ha Tero,
MYCKYJHHK KPaMMK UIH YHECTEHO AvllaHe (BUxXTe Touka ,[lpeaynpexaeHus U npeanaiHy MEPKU™).

AKoO cTe nponycHaH 1a npHeMere MalimeTcH

AKO CTe NpOonycHaH 1034, B3EMETE A BEHAra oM ce ceTHTe. AKO He ce CETHTE npeay aa qouae
BpEME 3a caelBallaTa 403a, NponycHeTe 3adpaseHaTta 103a H C€ BbPHETE KbM pP€AOBHATa CXEMa Ha
npueM. He B3iemaiite ABOHHA 1033 OT TOBa NEKApCTBO.

AKo cTe cnpeau npuema a Mailimercu

[IpoavnkaBainTe aa npueMare TOBA JIEKAPCTBO TONKOBA ABAro, KOAKOTO B € npeanwvcan Bawusr
neKap, 3a 1a MOXe 1a NPOAWIXKHTE Aa KOHTPOJUpaTe CBOATA KpbBHA 3axap. He Tpabaa aa cnuparte
NPHEMa Ha TOBA JiekapcTBO, €3 na ¢ce KoHcyAaTHpaTe NbLpeO ¢ Bawina nekap. AKo cnpere npuema Ha
MaiimeTcu, Baluara kpbBHa 3axap MOXe Aa C€ NOBHLLHA OTHOBO.

AKO UMaTe HAKAKBH JOMbJHUTENHHM BLIPOCH NpH ynorpedaTa Ha TOBa JIeKapCcTBO, nonuTanTe Bamus
nekap Wnu GapMaLlesBT.

4. Bt3MOXKHH HeXeNaHH peaKllHH

KakTo BCHYKH JEKAPCTEBA, TOBA NCKAPCTBO MOXKE N1a MPEANIBHKA HEXKE/TAHH PCAKUHH, BBIIPEKH Y€ HC
BCCKH I'H IMOJ1yHaBAa.

[TIPEKPATETE npuema Ha MaiMeTtcu u He3abaBHO ce cabpkeTe ¢ Bawuus nekap, ako 3adbenexwure

HAKOH OT CNEHHUTE CEPHO3HH HEXKENAHH PEAKUHH:

- CHJIHA Y NOCTOsTHHA Donka B kopema (0bnacTtra Ha CToMaxa), KOATO MOXe [a CTHra o ropba,
CbC UK O€3 rageHe ¥ NoBpbLIAHE, T KATO TOBA MOXKE 1A €a NPH3HALM HAa Bb3NAINEH NaHKpeac
(naHkpeaTuT).

MaiiMeTcH MOXe Aa aoBeae 10 MHOro paaka (Moxe na 3acerne a0 | norpedburen Ha 10 000), vo
MHOIO CCPHO3HA HOXKCIAHA pCAKUHA, HApEUYC€HA NaKTaTHA auna03a (BH}R'TE TOYKA ,,anﬂ}’ﬂpE)K,[lEHHH H
npeana3Hy MEpPKH™). AKO TOBA ce CAyuH, TpAOBA 3aAb/HKUTENHO Na cnpeTe npueMa Ha MaliiMeTCH H
He3abaBHO 1A ce CBLPXKeTe ¢ JeKap HJH Hal-01nikaTa oMHHNA, Thi KATO NakTaTHaTa aluuMa03a
MOXKE 1a 10BEAE 10 KOMA.

AKO [I0OJYHHTE CEPHO3HA ANEePru4Ha peakuus (¢ HEM3BECTHA YeCTOoTa), BKIKYHTENHO OOpHB,
YyPTHKapHA, MEXYPH NO KOXkKaTa/Oenewa ce Koxa M NnojlyBaHe Ha JTULUETO, YCTHUTE, €3HKa U MbpAoTo,
KOETO MOXKE 1a NPeW3BHUKA 3aTPYAHEHHE B IHLIAHETO HAH MBATAHETO, NPEKPATETE MPHEMA Ha TOBA
NIEKapCTBO H BeAHara ce cBbpxkete ¢ Bainus nexkap. Bawuar nekap moxxe n1a Bu npeanuuie nekapcTeo
33 NeveHHUe Ha aNepruyyHaTa peakuus ¥ Apyro nekapcTso 3a Bawnsa nuaber.

Hakou nauveHTH, KOMTO npuemMaTt MeTdOpPMHH, NONYYABAT CIEIHHTE HEXENAHH PeaKLUMH NPH
n06aBsHE Ha CUTArJIMIITHH:

YecTu (Moxe aa 3acerHat xo | Ha 10 aywiun): HUCKa KpBBHA 3axap, rajicHe, rasose, MOBPbUlAHE
HeuecTu (MOxe na 3acernar ao | Ha 100 aywn): 6onka B cTOMaxa, adapvd, 3anek, CbHAWBOCT.




CY.1(pOHUNYPEHHO NPOU3BOAHO KATO MHMENUPHA:

MHoro yectH (MoXe na 3acerHat noseye ot | Ha 10 AywH): HUCKW HHBA HA KPbBHATA 3axap
HecTH: 3anek

HAakoW nauHeHTH NOAYyuaBaT CACAHUTE HEXKENAHH PEAKUMH, JOKATO NPHEMAT TOBA 1eKapCTBO B
KOMOHWHAUKWA ¢ NUOTTMTA30H:!
YecTH: noaysaHe HA pbLUETE MK KpaKaTa

Hakon naureHTH NoAyyaBaT CAeaHKTE HeXETaHW peakuuu, 10KATO NPHEMaT TORA IEKApCTBO B
KOMOHHALMA ¢ HHCYJIHH:

MHOro 4ecTH: HUCKH HHBA Ha KPbBHATa 3axap

HeuecTH: cyxoTa B ycTaTa, rjiasodonue

HAKOM naUMEHTH NOAYHABAT CNCAHUTE HEXETaHW PEAKLIMHA N0 BPEME Ha KIMHHYHH NPOYYBaHHs,
JIOKATO MpUeMaT CUTAIJIMITTHH CAMOCTOATENHO (€AHO OT AekapcTBaTa B MakiMeTcH), Hnu npu
H3MON3BaHe B NEPHOAA Cllel pa3pellasaHe 3a ynoTpeda Ha KOMOHHAUKATA CUTAMTUNTHUH/METHOPMHH
HAK CHTArIMNTHH CAMOCTOATENHO, WK C APYIH aHTHAHAOETHH JIeKapCTBa:

YecTu: HUCKHW HHBA Ha KpbBHATA 3axap, riaBobosine, HHGEKUHA HA TOPHUTE JUXATE/HH NMTbTHLLA,
3aMyIUEH WK Teualll HOC KW BbINAINEHO MNP0, OCTEO0APTPHT, B0NKa B pbLETE WM KpaKaTa

HeuecTy: 3amaiBaHe, 3anek, cbpbex

Peaku: HamaneH Opoi TpoMbounTH

C HeuspecTHa yecToTa: npodnemu ¢ ObOpeunTe (NOHAKOra Hanaraiuu A1aau3a), MoBpbLIAHE, CTABHA
bonka, MyckyJjiHa bonka, 6bonka 8 rbpba, HHTepcTHunaiiHa BenoapobHa Gonect, 6yno3eH nemouronn
(BHI MEXYPH IO KOXKATa)

Hakou nauneHTH Noay4asaT cnegHHUTE HEXKENAHY PEeaKLIMY, 1I0KATO NpHeMaT MeThOpPMHH
CaMOCTOATEHO:!

MHOro 4eCTH: rasieHe, MoBpbuLLAHE, AHapH4, Doaka B cToMaxa H 3aryba Ha aneTuT. Te3n cumnTomu
MOJKE 12 C€ MOSABAT INPH 3aMNOYBaAHE Ha NMpHemMa Ha METPOPMHH H OOHKHOBEHO OTILYMABAT

HecTu: MeTaneH BKycC, HaManeHH UAXW HUCKW HHBAa Ha BUTAMHH B12 B KpbBTa (CHMNTOMHTE MOTaT Aa
BKJKOYBAT NPEKANCHA yMOpa (OTMaAHATHOCT), Bb3MadeH H 3a4epBeH €34K (INocHT), HollkaHe
(napecte3na) unu Bsiena WK XKbaTa Koxa). Baluar exap Moxe 1a Ha3HauW HAKOHW M3CNEABAHHA, 34
7a C€ OTKpPHE NpUYMHATA 3a BaluuTe CHMOTOMM, ThH KaTO HAKOH OT TAX MOXKE CBLIO A3 ¢A NPHYHHEHH
OT AHabeT WK APYrH HECBBLP3AHM 31PaBOCIOBHH NpobieMu.

MHoro peakn: xenartut (npobnem ¢ yepHus aApob), KONPUBHA TPECKa, 3a4epBARaHE Ha Koxara (o0puB)
UK Cbpbex

CpobujapaHe Ha HEXENaHH PeaKLHU
AKO NMONYYHTE HAKAKBH HEXKENAHU JIEKAPCTBEHH peaKUKWH, yBeaoMete Bawuua nekap, papmauesT wam
MeAHLMHCKa cecTpa. ToBa BKIIOYBA BCHYKH Bb3MOXHH HEOTTHCAHM B Ta3H JUCTOBKA HEXeNaHH
peakunH. MoxeTe cbluo Aa cboBLWMTE HEXENaHH peaklUMH AHPEKTHO Ype3

M3nbnHuTENHA arediMs no JieKkapcTeara

yn. ,JamaH ['pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcalT: www.bda.bg.

Karo cbo0Ouanate HexeNlaHH peakury, MOXETE 1a 1a1eTE CBOA IPUHOC 3a NMONY4YaBaHEe Ha MOBEYE
HHOpMaLIMA OTHOCHO 0€30MacHOCTTa Ha TOBA 1EKapCTRO.

5. Kak aa cuxpaunsaBate Maiimercn

Jla ce chxpaHaBa HA MACTO, HEJOCTBLMAHO 33 Aeua.




He uw2non3saiite To8a NekapcTBO ¢CNej cpoka HAa roaHocCT, oTOens3aH BbpXy OaMcTepa M KapToHEHaTa
onakoBka caen ..l ogeH no:*. CpoKbT Ha roAHOCT OTIrOBaps Ha MOCIEAHHA A€H OT NOCOUYEHHS MeECELl.

QOPA/Al/PVC//Al bavucmepu.
To3u nexkapCcTBEH NPOAYKT HE H3IUCKBA HHKAKBH CITELIWIAHHK TEMIIEPATYPHH YCAOBHA HA CbXPaHEHHE.
Jla ce cbxpaHaBa B OpMry¥HaNHATa OMAKOBKA, 3a Ja Ce NPeAna3u OT Baara.

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

/la He ce cbxpaHasa Haa 30°C. /la ce chxpaHaBa B OpHrHHANHATA ONAKOBKA, 324 14 C€ Npeanas3H oT
Bjara.

He n3xBbpnaiTe nekapcTeara B KaHAIW3aUMATa HIK B KOHTEHHEPA 3a AOMALLIHH OTNAAbLUM.
INonuTaHTe Bawuusa ¢papmalieBT kak 1a H3XBLPAATE IEKAPCTBATA, KOHTO BEYE HE U3non3eare. Tesu
MEDPKH LIE CNOMOTHAT 3a ONA3BaHE HA OKOJTHATA cpeaa.

6. CobabpkaHHe HA ONAKOBKATA H JOMBJIHHTEHA HHPOpMALHA

KakBo chaspxa Mailimercu

AKTHBHHTE BELLECTBA Ca CHTArNKWNTHH (sitagliptin) n METHOPMHUHOB XHAPOXIOPHA (metformin

hydrochloride).

- Maiimercu S0 mg/850 mg ¢uamMupany Tabierku;

Beaka punmupada Tabnerka cbaspka 50 mg curarnuntul ¥ 850 mg MeT@opMHUHOB
XHAPOXAOPHUA.

Maiimercu 50 mg/1 000 mg dunmupanu Tabaerku

Beaka punmupada Tabnetka cbvaspxka 50 mg curarnunris ¥ 1 000 mg mergopMuHos
XHAPOXAOpHI,

- JlpyruTe ChCTaBKH ¢a: MOBKAOH, MUKPOKPHCTANHA LENYN03a, MAHUTOJ, HATPUEB Naypuacysdar
M MarHe3ues cTeapart B AApOoTo Ha TadieTkara U XuipomMenosa, THTaHoB AMokeua (E171), Tank,
NPOMUIEH IIHKOMHU YepBeH xene3ed okcna (E172) 8B praMoBoTo nokpuTHe. Brokre Touka 2
~MaHMeTCH ChabpIKa HATPHUI'™,

Kax H3rniexkaa MaliMercn » KakBO ¢bABPAKA ONAKOBKATA

Makmercn 50 mg/850 mg puaMHpaHu TabaeTkHU: pO30BH, OBASIHH, ABOHHOU3NBKHANH, (PHIAMHPAHH
TabeTkH, MapkHpaHid ¢ C4 ot egHarTa cTpaHa Ha Tabnerkara (npuonusuTenHy pasmepu: 20 x 11 mm).
Maiimercu 50 mg/1 000 mg duaMHupanu TaDJETKH: TBMHOPO3OBH, OBAIHH, IBOHHOK3IITLKHANH,
punmupanu TabneTku, MapkupaHH ¢ C3 OT €1HaTa cTpaHa Ha TabseTkaTta (NpHOIU3HTENIHH pa3MepH:
21 x 11 mm).

MaiMeTCH HaIHUYEH B ONAKOBKH, CbAbPHKALLH:
- 10, 14, 28, 30, 56, 60, 90, 196, 200 puamupanun Tabnetku, B 6aucTepH.
- 14, 28, 56, 196 ¢punmupanu TabneTku B GaKCcTEpH, B KaleHAapHa ONaKoBKa.

He Bcuuku BHAOBE OnMakoBkH Morat aa 6baaT nycHaTH Ha nasapa.

[IpaTexkate HA pa3pelieHHETO 3a ynoTpeda
KRKA, d.d., Novo mesto, Smarjeka cesta 6, 8501 Novo mesto, CnoBenus

IIpon3BoguTenn:
KRKA, d.d., Novo mesto, Smarje3ka cesta 6, 8501 Novo mesto, CroBeHHA
TAD Pharma GmbH, Heinz-Lohmann-Strafle 5, 27472 Cuxhaven, 'epmanus

Tosa aekapcTBO € paspeleno 3a ynorpeda B AbpKaBHTe — 4leHKH HA EBponeiic




HKOHOMHYCCKO NNPOCTPAHCTBO NMOA CJICAHHTC HMCEHA.

Crpana-uienka | THproscko nMe Ha NPOAYKTA
iICroBakus Maymetsi 50 mg/850 mg filmom obalené tablety
Maymetsi 50 mg/1 000 mg filmom obalené¢ tablety
bbarapus Maiimercu 50 mg/850 mg duamupanmn Tabnerku
Maimercu 50 mg/1 000 mg puamupanu TabneTku
Yemka penybinka  [Maymetsi
Maymetsi 50 mg/850 mg emKaALUUEVR PE AETTO VUEVIO OIOKIYL
Knnbp Maymetsi 50 mg/1 000 mg emkaivppéva pe Aemtd LEEVIO dioKia
EcTonns Maymetsi
I"'bpuns Maymetsi
XbpBaTHA Maymetsi 50 mg/850 mg filmom obloZene tablete
Maymetsi 50 mg/1 000 mg filmom oblozZene 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
UlaTBus Maymetsi
[lomua Maymetsi 50 mg/850 mg comprimate filmate
Maymetsi 50 mg/1 000 mg comprimate filmate
PyMbHuS Maymetsi 50 mg/850 mg comprimate filmate
Maymetsi 50 mg/1 000 mg comprimate filmate
ICroBenus Maymetsi 50 mg/850 mg filmsko oblozene tablete
Maymetsi 50 mg/1 000 mg filmsko oblozene tablete

JlaTa Ha MOCJ/IeIHO npepasr/iek/IaHe HA JIHCTOBKATA

11 ®despyapu 2024

[loapobua uHopmaums 3a TO3M JIEKApCTBEH NMPOAYKT € NMpeAocTaBeHa Ha yebcakra Ha U3nbaHuTenHa

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




