JIucToBKa: HHPOpMALIHA 32 NANHEHTA

daxamesn 50 mg/850 mg dunamupann tabdiieTkn
Jamesi 50 mg/850 mg film-coated tablets

[xamesn 50 mg/1000 mg ¢
Jamesi 50 mg/1000 mg

CHUTArJIMNTHH/METPOPMHHOB XHAPOXJIOPH
(sitagliptin/ metformin hydrochloride)

IlpoyereTre BHHMATENHO UAJIATA JIHCTOBKA, NPeH /12 3aN04YHeTe 1a NPHEMAaTe TOBA JIeKaPCTBO, Thii

KAaTO TH ChAbpa Ba)KHa 3a Bac nngopmanus.

- 3anasere Ta3u JUCTOBKA. MOXe J1a ce Hall0kKH J1a A [poyYeTeTe OTHOBO.

- AKO UMaTe HAKAKBH JOMTbJIHUTEIHU BBIIPOCH, nonuraite Bawuus nekap uiun gapmauesrT.

- Tosa nekapcTBo € npeanucaHo Ju4Ho Ha Bac. He ro npeorcrbniaiite Ha ipyru xopa. To Moxe na
HM HaBpE/H, HE3aBUCHMO Y€ MpH3HALMTE HA TAXHOTO 3a00JisBaHe ca ChlMTe KaTto Baiure.

: AKO MOJIy4YHTE HAKAKBH HEXeJlaHU peakuHuHu, yBeaomere Bauuus nexkap wiau ¢papmauent. Tosa
BKJIIOYBA U BCHYKH Bb3MOXKHH HEXKEJIaHH peaKliii, HEONTMCAaHHU B Ta3H JUCTOBKA. BuxkTe TOYKA 4.

Kakso ChbAbLP:KA TaA3H JIHCTOBKA

HSHLHHUITEJ'IHA A!'EHU.H‘H Hﬂ IIEKAP[‘TJATA

KakBo npeacrasnsaBa J[xame3H u 3a KakBO ce HW3I0J13Ba [ucmonia - ”;:mutewa 2

.

2. KakBo TpaOBa aa 3Haere, npeau aa npuemere Jkamesu ki Pes W - { ___________ :l O/Y &/ ’, y\?

3. Kak na npuemare /Ixamesu ———— S GRS bk
4. Bb3MOXKHHM HEXENaHH peakiHH Faspowere Ne 0 3-02- 207

5. Kak na cbxpansiBate /Ixame3su BG/MA/MP - ZZ./,_J 6 7-#

6. CbabpiaHHe Ha ONAaKOBKaTa M 0MbJIHHTEIHA HH)OPMALKS Ogobperus Ne ...

1. Kakso npeacraBiassa /I’kaMe3H H 32 KaKBO ce H3M0J13Ba

Jl>kxame3u cbabpka JBe pa3/IMYyHH JI€KapCTBa, HApeYeHH CHTATJIMIITHH U MET(HOPMHH.

° CuTaraMnTHH NPHHALICKH KbM Kiac JiekapcTBa, HapedyeHH DPP-4 nuxuburopu (aunentuaun
nentuaa3a-4 HHXHOHUTOPH).
. MeThOopMHH NPUHALIEKH KbM KJ1AC JIEKapCTBa, HApeYeHH OMrBaHHIHHH.

Te neiicTBaT eHOBPEMEHHO, 3a /1a KOHTPOJIHUPAT HHBOTO HA KPbBHATA 3axap NpH Bb3PaCTHH NALMEHTH C
¢opma Ha nuaber, HapeueH ,,3axapeH auader tun 2%, ToBa nekapcTBO MOBHLIABA HUBATa Ha HHCYJIHH,
MPOM3BEJIEH CJIe]l XpaHEHE H HAMaJIfiBa KOJIMYECTBOTO 3axap, NpoU3BeIeHO OT Ballusi opraHu3bm.

3ae/1HO ¢ AMeTa M YNpaxKHEeHHA, TOBA JIEKapCTBO MoanomMara HaMaJleHHeTo Ha BawaTta kpbBHa 3axap.
ToBa nekapcTBO MOXke 1a ce U3M0JI3Ba CAMOCTOATEIHO HJIH C ONpEe/IeHH APYTH JeKapcTBa 3a aAuader,
(MHCYNUH, cYJIOHUITYpes HIIH IJIUTa30H ).

KakBo npeacrasasgsa auader tun 27
JInabet Tun 2 e cbCTOsAHHE, NPH KOETO BalwMsAT opraHu3bM He NpoH3BeX/1a 10CTaTbY4HO HHCYJIHH, a
MPOU3BEKAAHUAT HHCYJIMH He JIeficTBa Taka J100pe kakTo Ou TpsiOBano. OCBeH TOBa OpraHu3M

ObOpeuHo 3abongBaHe, cienora U aMnyTaLus.




2. Kaxkso TpabOBa 1a 3HaeTe, NpeAn Aa npHemete Jxamesn

He npuemakite Jxame3n

- aKoO CTe alepruYHH KbM CHTArJIMNTHH HIN METQOPMHH HJIH KbM HAKOS OT OCTAHANIUTE ChCTABKH HA
TORA JIeKApCTBO (M30poeHH B TOUKA 6).

- aKo MMaTe CHJIHO HamasieHa Ob0peyuHa QyHKIHA.

- aKO MMaTe HEKOHTPOJMNpaH auadeT, HanpuMep ¢ TEXKa XHIIEPrIuKeMus (BHCOKA KpbBHA 3axap),
rajieHe, NoBpbulUane, AHapHi, Obp3a 3aryba Ha Terno, 1akTatHa auMao3a (BHKTe ,,PHCK OT
JlaKTaTHA alMao3a* no-10y) HaK Keroaunaosa. Keroauujaosara e CbCTogHHE, NPH KOETO
BELIECTBATa, HApeY€eHH ,,KETOHHH Tena“, ce HaTpPyNnBaT B KPLBTA H TOBA MOXE J1a AOBEAE A0
AnabetHa npekoMa. CHMOTOMHTE BKIOYBAT OONKH B CTOMaxa, YYecTeHO H ABIOOKO AHllIaHe,
CHHJIMBOCT WK HeoOMYaeH MIOAOB apoMar Ha AbXa Bu.

- aKO HMAaTe TeXKAa HHPEKLHA HIH CTE ASXHAPATHPaHH.

- ako Bu npeacTod U3cnenBaHe ¢ pSHTIE¢HOBH TbYH, KBAETO i€ BH HHXEKTHPAT KOHTPAcTHO
serecTso. TpabBa na cnpere Aa npuemare JXkaMe3n no BpeMe Ra M3CICABAHE ¢ PEHTIC¢HOBY JIbYH
1 2 HIH NOoBeYe JHH ¢liell TOBa, kakTo Bu e npeanncan BawuaT nekap, B 3aBUCHMOCT OT TOBA KakK
pabotat Bamute 666peun.

- aKO HacCKopo CTe NMONYYHAHN ChbPACYEH HHGAPKT WIH HMATE TEXKH LIMPKYJIATOPHH NpodbrieMu, KaTo
,,LIOK* unn npobneMu ¢ aHWIaHeTo.

- ako uMarte 4epHoApoOHH npodaeMu.

- aKO MUETE aJKOXOJ B rojlieMH KOJIH4YeCTRa (BCEKH AEH WK CaMO OT BPEME Ha BpEMeE).

- aKo KbpPMHTE.

He npuemafite xaMesH, ako HELLO OT NO-rope H30poeHHTe ce oTHAcH 3a Bac H roBopete ¢ Bamus
neKap 3a ApyrH HAYMHH Ha JledyeHune Ha Baiuung auabeT. AKo He CT€ CHIYPHH, KOHCYJITUpaiiTe ce ¢
Bamus nekap, ¢papMaueBT HIM MEAWLUMHCKA CECTpa npean Aa npuemere Hkamesn.

Ilpeaynpexaenns H NpeANa3sHH MEPKH
[1py nauueHTH, NONYYABAllH CHTAINTHNITHH/MeTQOPMHH, ca ChoOUIaBaHH CllyYaH Ha BB3NAJICHHE Ha
naHkpeaca (aHKpeaTuT) (BHXKTe Touka 4).

AKO TIONYUHTE MEXYPH 10 KOXKATa, TOBA MOXeE A € IPU3HAK HA ChCTOSHHE, HApEUYeHO OynoseH
nempurona. Bamuat aekap Moxe ga Bu nocbBeTBa 1a cnipeTe npueMa Ha JPkamesu.

PHCK OT JAKTATHA ANHIO03A
H)KHMETIH MOXE Na IpPpHYHHH MHOT'O paidkKa, HO MHOI'O CCpHO3Ha HCAKCIIaHa PCaKLIHA, HAPCYUCHA NaKTaTHA

anKao03a, ocodeHo ako 6nOpenuTe BH He QyHKUHOHHpPAT NPABUIHO. PHCKBT OT pa3sBUTHE HA NIAKTATHA
alHA03a ce YBEeNWYaBa 4 MpA HEKOHTPOIHpaH AHabeT, TEKKH HRPEKLHH, TPOABIKUTENHO IN1a1yBaHe
HIIM MPHEM HA ANKOXOJ, AeXHApaTauHnsa (BHxXcTe otlle HHPOpMaUHA 10-A071Y), YepHOAPOOHH npobaeMu H
BCAKAKBH ChCTOAHHSA, MPH KOHTO 4AaCT OT TAJIOTO HMA HaMaeHo cCHabageaHe ¢ KUCAopoa (KaTo oCTpo
NpoTHYALlA TeXKa OONECT HA CBPLETO).

AKO HAKOE OT H30pOEHHUTE NOo-rope ce OTHaca 3a Bac, ropopere ¢ Bawuns sexap 3a 10MBIHUTENHH
yKa3aHHuA.

Cnpere npuema Ha /IDkamMe3d 38 KPaThK NepHO] OT BpeMe, ako HMaTe 3a6ongBaHe, KOETO MOXKE A8
6b/ae CBBP3RHO ¢ AEXHAPATALHA (3HAYMTENHA 3ary0a Ha TEIECHH TEYHOCTH) KaTo TEXKO NOBPbILAHE,
NAHApHA, TPECKA, H3NaraHe Ha TOTUIMHA WK aKo MHETE NO-MAJIKO TEYHOCTH OT HOpManHoTo. [‘oBopere ¢
Bauns nexap 3a AOMBbJIHHTENHH YKa3aHUA.

Cnpete npueMa Ha JKaMe3r H He3a0aBHO ce CBBLpXKETE € JIEKap HAH Bak-0aH3Ka
HMATE HAKOH OT CHMITOMATE HA JJAKTATHA AIlHA034, ThH KATO TOBA ChCTOSHHE M

KOMa.
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CHMIITOMHTE Ha IAKTAaTHA alli103a BKIKOYBAT:

- NMOBpbBlAHE,

. Oonkn B ctomMaxa (KopeMHHU O0ONKR),

. MYCKYJTHH CIIa3MH,

- 001110 ycellaHe 3a Hepa3noJioKeHHe, IPHAPYXKEHO C TEKKA yMopa,
. 3aTPYAHEHO AULIAHE,

- MOHUXEHA TeJleCHa TeMNepaTypa H NyJc.

JlakTaTHaTa aunA03a € CbCTOSTHYE, H3HCKBALIO CNelllHa MEAUWLIMHCKA noMoIn, U Tpabsa aa ce sekypa B
OOJIHHLIA.

I'oBopere ¢ Bauiug nekap He3abaBHO 3a AONBIHATENHH YKA3AHHUA !

- aKO € YCTAHOBEHO, Y€ CTPaaaTe OT HACAEACTBEHO reHETHYHO 3a00/ABaHe, NORIHABALLO
MUTOXOHJAPHHUTE (KOMITOHEHTHTE, KOUTO MPOU3BEX AT €HEPrud B KNETKHTE), KATO CHHAPOM Ha
MUTOXOHZpHaNHa eHuedanonaTus ¢ NaKratHa auKao3a i HHCyaTonoobHu ennszoau (MEJIAC
CHHAPOM) HIH HacaencTseH ayaber u rmyxora no maliuuHa nuHua (Maternal inherited diabetes
and deafness, MIDD).

- aKO HMAaTe HAKOH OT Te3H CUMNTOMH clle] 3alouBaHe Ha eyeHHe ¢ METPOPMHH: NpUNalbK,
HaMaJjleHH NO3HABATENIHU CNIOCOOHOCTH, 3aTPYAHEHH ABHXEHHUN HA TANOTO, CHMITTOMH,
NOKa3aTEIHY 3a YBPEXKAAHE Ha HepBUTE (Harnp. 00/Ka HNH U3TPBNBaHE), MUTPEHa H IyXoTa.

["oBopete ¢ Bawiva nekap unu dapMaunesTt npead na npuemere Jhxamesn:

- aKo UMaTe UJIH CTe UMaiu 3abonaBaHe HAa NaHKpeaca (KaTo NaHKpeaTHT),

- aKo MMATE HJIH CTE UMAJTH KaMBbHH B XKJTbYHUS MEXYP, aIKOXOJIHA 3aBUCHMOCT HJIM MHOTO BHCOKH
HUBa HAa TPUTTHUEPUAH (BHA MAIHHHHU) B KpbBTA. Te3u 3a00i9BaHHsA MOTaT Aa NOBHILAT
BEPOATHOCTTA Ja NOIYYUTE NaHKPEATUT (BUAKTE ToUKa 4),

- ako uMare auader THn 1. [ToHskora ce HapUya HHCYJIMHO-3aBHCHM qHaber,

- aKO MMATe WJIH CT€ HMAaNH AISPruviHa peakuus KbM CHTATJIHITHH, MeTQOPMHH UK [DkaMesn
(BHXKTE TOUKA 4),

- aKo rpueMare CylQOHHNYpeHHO NPOH3BOJHO HIIH HHCYJIMH, aHTHAHA0ETHO 1€KapCTBO, 3a8HO ¢
JDxamesn, bl KATO MOXE /1a HACTBNH CHCTOAHHE Ha HHCKA KPbBHA 3axXap (XHNOriIHKeMus).
BawuaT nexap MOXeE Aa HaMally A03aTa Ha ¢y, 1QOHKITY peiiHOTO NPOMU3BOAHO MJIH HHCYJIHH.

Axo Bu ce Hasnara na npeTspnuTe CEpHO3Ha onepanui, Tpadea 3aAbIKUTETHO Aa CIIpETe NMpHeMa Ha
Ibkame3n no BpeMe Ha H H3BECTHO BpEMeE Clea npoueaypara. BamuaT nekap e peiin kora Tps0pa 1a
crpeTe W Kora Jia Bb300HOBHTE NeveHHeTo ¢ Jxamesn.

AKO He CTe CHI'YPHH, AQJIH HEWO OT H3OpOeHNHTe no-rope ce oTHaca 3a Bac, nonuralite Bauina nexap
MM papMaleBT NpeAHn Aa npueMere JxaMesH.

Ilo BpeMe Ha nedennero ¢ Jxamesn Bawnsat nekap we nposepasa 6b0Opeunara Bu dyHKLHA noHe
BEAHBX I'OJIMIIHO MK NO-4YE€CTO, AKO CTE B CTapueCKa Bb3pacT H/UAH ako uMaTte BnomeHa 6nbpeuHa

byHkuuA.

Jlema H IOROINH
Heua v 1oHouin noa 18 roauun He TpabBa Aa H3MON3BaT TOBA NeKapcTBo. To He € epeXTUBHO NPH Aella
H IOHOLUH Ha Bb3pacT Mexay 10 n 17 roanuu. He € u3BeCTHO JaTH TOBA NeKapcTao e He30MmacHo
e(PpeKTHBHO, KOraTo ce H3Mon3ea NpH Aela Ha sb3pact noa 10 roaunn.




Apyrn aexkapersa H xame3dn

Axo Tpsabea na Bu Obje noctapeHa HHKEKLHUA C KOHTPACTHO CpelCTBO, CbAbLPXKALLO Hoj, B
KPBbBOOOPBIIEHHETO, HANPHMED B Criyyall Ha peHTI'eH UMK cKeHep, TpsOBa aa cnpere npuemMa Ha
Hxamesu nipea WK NO BpeMe HA HHXKEKLUHMATA. BamuaT fiekap e pelin xora TpadBa aa crpere W kora
Ia Bb30OHOBHTE NevenneTo ¢ Jpkamesn.

TpnbBa na kaxkete Ha Bawua tekap unu ¢papmaleBT, ako NpHeMaTte, HaCKOpO CTe NPHEMANH KWIH €
Bb3IMOXHO Aa NIPHEMarTe Jpyry JekapcTBa. Moxe 1a ce HaloXH Mo-4ecTo Aa ce H3C/eBa FII0KO34aTa B
KpbBTa B QYHKLHOHUpaHeTO Ha ObpOpennTe uun Bawusat nekap Moxe aa kopurupa aozara Jxamesmn.
M3Kkn10MATENHO BaXXHO € Ja CIOMEHeTe CJIeHOTO:

. nekapcTBa (NPUETU Npe3 yCeTaTa, IPUACKEHH Ype3 HHXANallUa UM KaTO HHKEKLHA ), H3MON3BaHH
3a JIeYeHHEe Ha BL3NANHTENHH 3a00ABaHHA KATO aCTMA M apTPHT (KOPTHKOCTEPOUAH),

> JEKApPCTBa, KOUTO YBENHYABAT OTACAAHETO HA ypHUHa (AHYDPETHLH ),

. JIeKApCTBRA, H3NON3BaHH 3a NeyeHue Ha 6onka # su3nanenue (HCIIBC n COX-2 nuxuburopu, karo
ubynpoden H ueaekokcub),

. HAKOH NEKapCTBa 34 EYCHHE HAa BUCOKO KPbBHO Haarane (ACE-unxubuTopy u auruorensus 1
peUenTOpHH aHTAarOHHCTH),

’ crieluH(pHIHHU NIEKapCTBa 3a JicueHHe Ha OpoHXHanHa acT™Ma (f-CHMNaTHKOMHUMETHLH ),

. HoAMpaHH KOHTPACTHH BEINECTBA HIIH JIEKAPCTBa, ChAbPXAKAUIH aNKOXO0Jl,

. ONpeACICHH NeKapCTBa, H3NON3BAHH 3a JIeYeHHE HA CTOMAIHY NpoOneMH KaTo HMMETHIHH,

’ paHONa3uH, IEKAPCTBO, H3NOI3BAHO 33 IeYEHHE Ha CTEHOKapiua,

. NONyTErpaBup, JIEKapCTBO, H3MON3BaHO 32 neyeHue Ha XHB undexuus,

. BaHAeTaHHO, IEKapCTBO, H3MOI3BAHO 34 JIeYeHHE HA cneludHryeH BUJ pak Ha LIMTOBUIAHATA Jjle3a
(MeaynapeH KapLMHOM Ha WHTOBHAHATA XKJie3a),

. JUTrOKCHH (32 JICYEHHE HA HENPABHJIEH ChPASUEH PHTBM H JAPYrH ChpaeyHH npobnemMu). Moxe na
C€ HalOXH4 Aa ¢€ NPOBEPH HUBOTO Ha JUIrOKCHH B KpbBTa By, ako ro npueMare eAHOBPEMEHHO C
JhxaMesH.

JdaaMesH ¢ aJIK0X0J
HM3barsaiite npekoMepHaTa ynorpeda Ha ankoxos no BpeMe Ha npueMa Ha JxaMesu, Thil kaTo ToBa
MOX€E Jla YBENHYH PHCKA OT JIAKTATHA alu03a (BHXTE Touka , [IpeaynpexaeHua u npeanassd Mepku®).

bpeMeHHOCT U KLpMeHe

AKO cTe OpeMeHHA I KbPMHUTE, CMATATE, Y€ MOXe Aa CTe OpeMeHHa MK NJIaHupare OpeMeHHOCT,
nocbeeTBalite ce ¢ Bawus nekap wan gapmatiest npean ynorpebara Ha Topa JekapcTBo. He Tpabsa na
[IpUeMare TOBa JIEKAPCTBO MO BpeMe Ha OpeMeHHOCT. He npuemMalite ToBa nekapcTBO, aKO KbPMHTE.
BuxTte Touka 2 “He npueMaiite Jhxamesu.”

lHlopupane m pabora ¢ MAINARHA

ToBa nekapcTBO HE NOBIHABA HAY [TOBHABA NPeHeOPEKUMO cNOcOOHOCTTA 3a Wodupane ¥ padoTa ¢
MaliUHU. Benpexy ToBa ca cb0oOIaBaHH cllyvyau Ha 3aMalBaHe H CbHIHBOCT CbC CUTArIMNTHH, KOETO
MO3K€E Ja nosnuse cnocobnocrra Bu 3a wodupaxe uian pabora ¢ MaliuHH.

[IpueMBT Ha TOBA NEKapPCTBO B KOMOHHALMA C IEKAPCTBA, HAPSUYEHH CYNPOHUAYPEHHN NMPOH3BOIHH
UM HHCYJIMH, MOXE J1a MPUYHHY XHUTIOTJIMKEMHS, KOATO MOXKe Ja nosnuse cnocobdoctra By 3a
niodupaHe ung padbota ¢ MaluMHy HIM 1a pabotute 6€3 obe3onaceHa onopa 3a Kpakara.

JkaMe3Hn CHLAbLPXKA BATPpRH
ToBa nekapcTBO ChABbPKA MO-Manko otT | mmol Harpuit (23 mg) Ha TabneTka, T.e. MOXe A
NPAaKTHYECKH HE ChAbPKA HATPHH.




3. Kak aa npuemMaTe JkaMesn
Bunaru npuemMaiTe ToBa JIeKApCTBO TOMHO KakTO BH e Ka3zan BawmsaT nekap. AKO HE CT€ CUTYPHH B
Helo, nonytaite Bamuna nekap uiau ¢papMmaLesT.

. [Ipuemaiite enna tabserka:
. JBa NbTH AHEBHO Ipe3 yCTaTa
. C XpaHa, 3a Ja HaMalHTe PUCKA OT CTOMALLHO HEPA3MOJNIOXKECHHE.
. BawuaTt nekap Moxe na noBUIUM Ao3aTa Bu, 3a ja xoHTpoaMpa KpbBHaTta By 3axap.
. AKO nMaTe HamaneHa ObOpeyna pyHkuus, Bawuat nekap Moxe aa By npeanuiile no-HUcKa 103a.

TpsabBa na npoAbIKUTE JHETATA, NPENOPBYAHA OT Baluns nekap no BpeMe Ha JIeUeHHe ¢ TOBA JIEKapCTBO
H Ja ceauTe PHEMa Ha BbITIEXHPATH 3 € PaBHOMEPHO pa3npeacieH npes ACHA.

MaJiko BepOATHO € TOBa JIEKAPCTBO CAMOCTOATENHO A NPHHMHHH HeoOKHUaiiHO HHCKW HHBA Ha KpbBHATa
3axap (XHnornukeMHsa). Korato Tosa nekapcTBO ce€ H3NOA3BA Che CYNPOHUNYpefiHH TeKapCTBa HiIH
HHCYJIMH, MOXE J1a HACTBNAT HHCKHM HHBA HA KpbBHATA 3aXap k Bawuns nexap Moxe fa HaMalH 703aTa Ha
cyNpoHuNypefiHOTO NPOHU3BOAHO MIIH HHCYJIHH.

AKO CTe IpHENH NMOBeYe OT HeobxonumaTa no3a JkamMesn

AKO CT€ NpHEH MOBEYE OT NpeJNHcaHaTa 103a OT TOBa JIEKapCTBO, He3abaBHO yeeaoMeTe Baluus nekap.
Ortupere B O0ONHHLA, 4KO NONYYHTE CHMITOMH Ha JIAKTATHA allM03a KAaTO YCEellaHe 3a CTy/ I
AHCKOM(OPT, TEXKO FARCHE WK NOBpbLIane, Hbonka B cToMaxa, HeobacHuMa 3aryba Ha Terno, MycKyJIHH
KpaMITH WIH YYECTEHO AHIIAHE (BHXKTE TOUYKA ,,JIpenynpexacHus U npeanasiyd Mepku'’).

AKO cTe¢ nponycHANH A2 npHeMeTe Ixamesn

AKO cTe NpomyCHaJIM 1033, B3EMETE A BEiHAra IIOM C€ CeTHTE. AKO HE Ce CETHTE NPEAH Aa Ao e BpeMe
3a cjieABallarTa 103a, nponycHerte 3abpaBeHara J03a U ¢€ BbPHETE KbM PeJOBHATA CXeMa Ha npHeM. He
B3eMalTe ABOHHA 032 OT TOBA JIEKAPCTRBO.

AKO cTe cupean npHeMa Ha J)KaMe3n

[IponwmxaBaiiTe na npHeMare TOBaA JIEKapCTBO TOMKOBA ABJro, konkoro Bu e npeanucan Bawusat nexap,
3a [1a MOXe€ J1a NPpOOBb/LKHTE 1a KOHTPONHPATE CBOATA KpbBHa 3axap. He tpabsa aa cnupare npueMa Ha
TOBA JIEKApCTBO, Oe3 na ce KoHcyTHpare MbpBo ¢ Bawusa nekap. Ako cnpere npueMa Ha JpkaMesH,
Baiuara kpbBHa 3aXxap MOXKE Ja ce MOBHIUH OTHOBO.

AKO HMaTe HAKAKBH NOMBJIHHTENHH BBNPOCH NpH ynorpebara Ha TOBa nekapcTBo, nonuratite Bamus
nexap UM papMaleBT.

4, BL3IMOXKHH HeXeJaHH peaKUuHn

KakTo BCHUKH JIEKapcTBa, TOBA JIEKAPCTBO MOXE Aa NPeAM3BHKA HEXENaHH peakUHH, BBNIPEKH Y€ He
BCEKH T'H M0Jiyyasa.

[IPEKPATETE npuxema Ha [I>xame3n 1 He3abaBHO ce cBbpxkeTe ¢ Banmua nekap, ako 3abenexnTe HAKOH
OT CJICAHATE CEPHO3HH HEXETAHH PeaKkLINy:

¢ (unHa ¥ NocTo%HHA Honka B kopeMa (0bnacTTa Ha CTOMaxa), KOATO MOXE Aa CTHT
ChC WM O€3 ragcHe U NoBpbllaHe, Thil KATO TOBA MOXKE AA ¢a NPH3HALH Ha Bb3
(maHKpeaTurT).




HxaMesd Moxe aa A0BEAE A0 MHOTO paaka (Moxe aa 3acerHe A0 1 Ha 10 000 aywin), HO MHOrO cCepHoO3Ha
HEeXeNlaHa peakuus, HapeyeHa naKraTHa alnao3a (BHxKTe Touka ,lIlpenynpexaeHus y npeanasHu
Mepkn*). AKO TOBa C€ CIYUH, TPAOBA 3aALIKHUTENHO AA cnpeTe npuemMa HA JkaMe3n H He3a0aBHO 13
ce CBLPXkETE ¢ JeKap HIN Hailt-6am3kaTa 6G0aHKHUA, THH KaTO NaKTaTHATA alliA03a MOXe Ja J0BeAe 10
KOMa.

AKO MOJyHUTe CepHO3Ha ajIeprUYHa peakLiHa (C HEH3BECTHA YECTOTA), BKIIOYUTENHO 00pHUB, YpTHKapHA,
MEXYPH No Koxara/benella ce xoxa W NoJyBaHe Ha JINLETO, YCTHHTE, €3HKa U MbPl0TO, KOETO MOXe Aa
MpeAN3BHKA 3aTPYAHEHHE B AIHLIAHETO HUJTH IbJITAHETO, NPEKpATeTe NPHEMa Ha TOBA JIEKapCTBO U
BeAHara ce cespxere ¢ Bauug nekap. BamuaTt nexap moxe aa Bu npeanuiue nexapcTso 32 JCUSHHE Ha
anepruyHaTa peakiiia 4 JApyro jJekapcTso 3a Bawns auaber.

Hsakon nalMeHTH, KOUTO npHeMaT MeTOPMHH, NONYHaBaT CIeAHHTE HeXeJlaHW peakuuu NpH 1obapaHe
Ha CHTAIJIMNTHH:

Yectn (Moxke na 3acertat 2o | Ha 10 aywu): HHCka KpbBHa 3axap, raaeHe, ra3oBe, NOBPblIAHE
HeuecTn (MOxe na 3acerHar Ao 1 Ha 100 gyuin): 6onka 8 ctomMaxa, 1uapHs, 3aneK, CbHJIHBOCT

Hsxou nattHeHTH MONYYABAT AHApHA, raficHe, ra3ose, 3anek, 60ka B CTOMaxa WM NMOBPBLIAHE, KOraTo
3aMoOYHAT /ia NpHeMaT KOMOHHALMATA CHTATIMNITHH H MeT(OPMHUH (MecToTaTa € ,,4ecTd’ ).

Hsakoun natiHeHTH Nojiy4yapar CAeAHHTE HeXeaHH peakUHH, JOKATO NTPHEMAT TOBA 1€KAPCTBO CbC
CYNPOHUNYPESHHO MPOH3IBOAHO KATO INIMMETNKHPHA:

MHoro uectn (MoXxe Ja 3acerHar noseue ot 1 Ha 10 aAyuiu): HUCKK HUBA HA KPBBHATA 3axap
Yectu: 3anek

Hsaxon maldeHTH NofyyaBar CleAHHTE HEXeNaHH peakllii, NOKaToO NPHEMAaT TOBa JIEKapCTBO B
KOMOHHAaLNA C MUOrJIUTA3O0H;:
YecTH: noayBaHe Ha pblieTe HIIH KpakaTa

HaAxou nauMeHTH NOay4aBar CJICHUTE HEXENAHN peakLiHK, AOKATO NPUEMAT TOBA JICKAPCTBO B
KOMOHHAUMHA ¢ HHCYJIHH!

MHoro 4ecTH: HUCKH HHBA Ha KpbBHaTAa 3axap

HevecTn: cyxora B ycTata, rnasobonue

Hskon nmaniyeHTH NOaAYy4aBaT CleJHUTE HEXEIAaHH peaKLMH 0 BpeMe Ha KTHHHYHH NPOYYBaHHs, JOKATO
npyUeMaT CHTArJIMNTHH CAMOCTOATENHO (€AHO OT NeKapeTBata B JkaMesn), Wi Ipd U3NON3BAHE B
neproja ciel] paspelnapade 3a ynotpeda Ha JDiaMesn Wiau CUTArNuNnTHH CAMOCTOATENHO, HIH C JAPYTH
anTHAHabeTHH lekapcTea.

YecTn: HUCKM HHBA HA KPbBHATA 3axap, raapodonue, HHOEKLUNA HA TOPHHUTE AMXATEIHH MbTHLLA,
3anyLieH WU Te4alll HOC H BB3NaJEHO I'bpPi0, OCTE0aAPTPHT, O0N1Ka B pLUETE UIH KpakaTa

Heuecty: 3aMaiiBane, 3anek, copbex

Penxu: HamaneH 6poii TpoMOOLINTH

C HensBecTHaA yecToTa: npodneMu ¢ ObOpeuuTe (MOAAKOra HanaralM AWann3a), NOBpbilaHe, CTaBHA
Oonka, MyckynHa Oonka, 6osika B repba, HHTEpCTHLHANHA OenorpodHa Gonect, 6ynoseH nemdpurona
(BHJ MeXypH NO KOXAara)

Hsikon maleHTH NoNyuasaT CleJHHTe HeXeNlaHW peakuuu JOKaTo npueMaT MeThOpMHH
CaMOCTOATENHO:

MHoro 4yecTu: raaeHe, NOBpbLIAHE, AuapHa, Donka B cToMaxa M 3aryba Ha anetuT. Tesu ¢
Jia ce MOABAT MPH 3aN04YBaHe Ha NpHeMa Ha METGOPMHH H OOHKHOBEHO OTIIYMSBAT




YecTu: MeTasieH BKyC, HAMaJIeHH HJIH HUCKH HUBa HAa BUTaMUH B12 B KpbBTa (CHMOTOMHUTE MOrar J1a
BKJIKOYBAT NPEKOMEpPHa yMopa (M3TOLLUEHHE), Bb3MAJIEH H YEPBEH €3UK (IJIOCHT), HITIHYKH W U3TPbIIBaHE
(napecte3us ) ik On€e1a UM KbJTa Koxka). Bamusit nekap Moxe J1a Ha3Ha4YM HAKOH TECTOBE, 3a Ja
YCTAHOBH IPUYHUHATA 3a BALLIUTE CUMIITOMH, Thil KATO HAKOH OT TAX MOrar Jia ObJaaTt NnpUu4YHHEHH OT
AHA0eT UJIH TTOpaIu JAPYTrH HECBbP3aHH 31PaBOCIOBHH MPOOJIEMH.

MHoro peaku: xenatut (npodJjem ¢ yepHus Apo0), KOIPHBHA TPECKA, 3a4epBsiBaHe HA KoxkaTta (0OpHB)
HJIH CbpOex

CbobmiaBaHe HA HeXKeJIAHH pPeaKUHH

AKO nojyuyuTe HIKaKBH HEXKEJIaHH JIEKapCTBEHH peakuuu, yeeaomere Bawus nekap, ¢papmaieBT HiH
MeJIHIIMHCKa cecTpa. ToBa BKJIIOYBA BCHYKH Bb3MOKHH HEOMUCAHHU B Ta3M JIMCTOBKA HEXEJIaHW PeaKinH.
MoxkeTte cbL10 J1a ChbOOLLMTE HEKETaHH PeaKLMH AUPEKTHO Yype3 U3nbaHuTeNHA areH1us no Jekapcrnara,
yi. ,,Jlamsaun ['pyes™ Ne 8, 1303 Codus, Ten.: 02 8903417, yedcaiit: www.bda.bg. Karo chobimasare
HEXEJIaHW peaKkLMH, MOXKEeTE J1a 1a/IeTe CBOs NMPUHOC 3a NoJiyyaBaHe Ha noBeyve HHhOpMalUsi OTHOCHO
Oe30MmacHOCTTa Ha TOBA JIEKApCTBO.

S. Kak na coxpanaBare xxamesn
Jla ce cbXxpaHsBa Ha MACTO, HEAOCTBITHO 3a Jela.

He u3non3saiiTe TOBa J1€KApCTBO CJi€]l CPOKA HA TOAHOCT, oTOENsI3aH BbpXY OJMcTepa U KapTOHEHaTa
onakoska ciaen ,,l oaeH 10:*. CpokbT Ha rOAHOCT OTrOBapsA Ha NMOCJEAHUS JIEH OT MOCOYEHHs Mecell.

Jla He ce cbrxpansBa Haa 30°C.

He u3xBbpasiiTe iekapcTBaTa B KaHaJaW3alMATa WM B KOHTelHepa 3a Jjomauiiu otnaabuu. [TonuTaiiTe
Bawus ¢apmaneBT Kak 1a H3XBBPJIATE JIeKapcTBaTa, KOUTO Be4e HE u3noa3Bare. Te3u MepkH lLie
CIIOMOTHAT 3a ONa3BaHe Ha OKOJIHATa cpe/ia.

6. CbhabpiKaHHE HA ONAKOBKATA H I0NbJHHTE/JIHA HHPOpMALIHS

KakBo ¢babpxa dxamesn

e AKTHBHHTE BELIECTBA Ca CHTArJUNTHH U MeTPopMHH. Beska ¢punmupana tabnetka cbabpxka
CUTArJUMITHHOB XHAPOXJIOPHI MOHOXHpAT, €KBUBaJIEeHTEH Ha 50 mg cutarnuntux, u 850 mg
MET(HOPMHHOB XHAPOXJIOPHIL.

e AKTHBHMUTE BELIECTBA Ca CHTarJMnTHH U MeTdopMuH. Beska dpunmupana Tabnerka coabpxa
CHTArJIMNTHHOB XHAPOXJIOPHA MOHOXHPAT, eKBHBAJICHTEH Ha 50 mg cutarnuntuH, u 1000 mg
MeTHOPMHHOB XHPOXJIOPHI.

e Jlpyrure ¢CbCTaBKH ca:
Anpo — mukpokpucTtaiHa ueayJosa (Avicel PH 102), noBuaoH, HaTpueB naypuiacyndar,
MarHe3ueB creapar;

OunmoBo nokpuTHe 3a [Hxamesn 50 mg/850 mg (Opadry QX Pink (321A640002)) - makporon
(PEG) nonuBuHUIOB ankoxo, npucaaeH csnoaumep (E1209); tank (E553b); TuranoB nuokcua
(E171); MOHO- ¥ AurIHLIEpH K HA MacTHH kuceiuHu (E471); nonuBuaunoB ankoxou (E1203):
x’eJse3eH okcHl, yepseH (E172).
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anokcua (E171); xenezen okcun, yepser (E172); MOHO- M AUrIHLEPHIH HA MACTHHTE KHCEIHHH
(E471); nonusununos ankoxon (E1203); xenesen okcua, uyepex (E172).

Kak u3raexaa [’kame3n H KAaKBO Ch/IbpPKa ONAKOBKATA

Jxamesn 50 mg/850 mg punmupanu tabnaetku ca ¢ opajiHa ¢popma, ABOHHOU3IBKHAIIH, C pa3Mep
npubauszurenHo 20,5 mm Ha 9,5 mm, po3oBH, ¢ BAILOHATO penedHo o3HayeHune “S476 oT eaHara cTpaHa
U rMajiku OT apyrara.

Ixamesu 50 mg/1000 mg punmupanu Tabnerku ca ¢ opanHa hopMma, ABOHHOHITLKHAIH, C pa3Mep
npubauszuTenso 21,5 mm ua 10,0 mm, kadasu, ¢ BAL6HaTO penedHo o3HayeHue “S477” ot exHara

CTpaHa W riajIku OT apyrara.

[TpoayKTbT MOXke aa Obje OnaKkoBaH B KAPTOHEHA Ky THS.
PVC/PVdC-anymunuesu Onucrepu
OnaxoBka: 14, 28, 56, 60 u 196 ¢punmupanu tabneTkm.

bytunka or HDPE ¢ kanayka ot noaunponunen (PP), cbabpikauia cuinukaren 3a cymimTen.
Onakoska: 196 ¢punmupaHu TadbneTku

He BCHUYKM BH10BE ONAaKOBKH MOrar aa 6’hﬂHT [IYCHATH Ha Illa3apa.

[IpuTexaTe) HA pa3pelieHHETO 32 ynorpeoda:
Zentiva k.s.

U kabelovny 130

Dolni Mécholupy

102 37 Prague 10
Yewka peny0daunka

[IpousBoauTe:
LABORATORIOS LICONSA S.A.,

Avda. Miralcampo, N° 7

Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara)
Ucnanus

Tosa JexapcTBO ¢ paspeunieHo 3a ynorpeda B IbpKaBHTe 4WieHKH Ha EBponeiickoTO HKOHOMHYECKO
NPOCTPAHCTBO MO/ CJIeIHHTe HMEHa:

Yewka penybnmnka Sitagliptin/Metformin Viatris Pharma

MUcnanus Sitagliptina/Metformina Viatris Pharmaceuticals 50 mg/850 mg comprimidos
recubiertos con pelicula EFG
Sitagliptina/Metformina Viatris Pharmaceuticals 50 mg/1 000 mg comprimidos
recubiertos con pelicula EFG

ABCTpHUS Jamesi 50 mg/850 mg Filmtabletten
Jamesi 50 mg/1000 mg Filmtabletten

bbarapus Joxamesn 50 mg/850 mg puamMupanu TabieTkH
Jlxamesun 50 mg/1000 mg duamupanu TadneTku

XbpBaTus Jamesi 50 mg/850 mg filmom obloZene tablete
Jamesi 50 mg/1000 mg filmom obloZene tablete

EcTonus Jamesi

[ 'bpums Jamesi

YHrapus Jamesi 50 mg/850 mg filmtabletta
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James1 50 mg/1000 mg filmtabletta

JinTea Jamesi 850 mg/50 mg plévele dengtos tabletés
Jamesi 1000 mg/50 mg plévele dengtos tabletés
JlaTBug Jamesi 50 mg/850 mg apvalkotas tabletes
Jamesi 50 mg/1000 mg apvalkotas tablets
[lonma Jamesi
PymBHus Jamesi 50 mg/850 mg comprimate filmate
Jamesi 50 mg/1000 mg comprimate filmate
CnoBakus James: 50 mg/850 mg
Jamesi 50 mg/1000 mg
Ectonns Jamesi + 50 mg/850 mg + comprimidos recubiertos con pelicula

Jamesi + 50 mg/1000 mg + comprimidos recubiertos con pelicula

JdaTa Ha mocJeaHO Npepa3riexaaHe HAa JHCTOBKATA:
16.01.2026 1.




