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JIncroBka: nndopManud 32 nauHeHTa & 5";&:;__,47 012 -07+ 2025

JAxamesn 50 mg/850 mg punamupann tadbaerku
Jamesi 50 mg/850 mg film-coated tablets

Hxamesn 50 mg/1000 mg puamapann TabaeTkn
Jamesi 50 mg/1000 mg film-coated tablets

CUTArJIMNTHH/MET(OPMHHOB XHAPOXJIOPHA
(sitagliptin/ metformin hydrochloride)

[IpoyeTeTe BHHMATEJHO USJIATA JIHCTOBKA, NPeH 12 3aM04YHeTe 12 NPHEMATe TOBA JEeKAPCTBO, Thil

KATO TH CbABLPAKA BakHa 3a Bac nundopmanns.

: 3anasere Ta3u TMCTOBKA. MOXke /1a ce HaloXkH J1a 1 NpoYeTeTe OTHOBO.

- AKO HMaTe HAKAaKBH JIOITbJHHUTEIIHH BBIIPOCH, nonuTaiite Bawus nexap wiu gapmauesrt.

- Tosa nekapcTBo € npeanucato auvHo Ha Bac. He ro npeorcrbnBaiite Ha Apyru xopa. To moxe aa
UM HaBpe/H, HE3aBUCHMO Ye MPHU3HALIMTE HA TAXHOTO 3a00JisBaHe ca CbhlLMTE Kato Bawmure.

. AKO NOJy4YUTE HAKAKBH HEXKENaHH peakuuu, yBeaomere Baunsg nekap wan papmauest. Tosa
BKJIKOYBA H BCHYKH Bb3MOXKHH HEXKeJlaHH peakLlHH, HEONMHCAaHH B Ta3M JIMCTOBKA. BuxkTe Touka 4.

Kakso Cbhb/IbLP/AKA Ta3H JIHCTOBKA

1. KakBo npeacrtasassa Jl)kame3n M 3a KakBO ce M3M0J13Ba
KakBo TpsiOBa na 3naere, npeau aa npuemere Jxamesu

Kak na npuemare [[xxamesu

Bb3MOKHH HeXeNaHH peaklnu

Kak na cbxpanssare /[xamesn

CbabpkaHye HA ONaKkoBKaTa U JAOMbJIHHTE/HA HHpOpMaLIKs

Y W % W

1. KakBo npeacraBasiBa /l’kamesn H 3a KaKBO ce H3M0/13Ba

,[l}{{ame'su CbhbAbpPiAKa ABEC Pa3/IHYHH JICKApCTBa, HAPCYCHH CHTAIJIHIITHH H METC')OPMHH.

. CHTarJIMNTHH NPHHAUICKH KbM KJlac nekapcTBa, HapeyeHH DPP-4 unxuOnropu (amnentum
nentTHaasa-4 HHXHOUTOPH).
. MeTdopMuH npuHaIEkKH KbM KJ1ac JIeKapcTBa, Hape4YeHHW OUrBaHHIMHM.

Te neiicTBaT €AHOBPEMEHHO, 3a /1a KOHTPOJIMPAT HUBOTO HA KPbBHATA 3axap NpH Bb3PacTHH NAUMEHTH C
dopma Ha auabet, HapeueH ,,3axapeH anader Tun 2. Tosa nekapcTBO NOBHIIABA HUBATa HA HHCYJIMH,
MPOMU3BEJIEH CJIe/l XpaHEHe H HamaJigBa KOJHYECTBOTO 3axap, Npou3BeaeHO OT Balimns oprainsbm.

3ae/1HO ¢ iMeTa U yNpakKHEHHs, TOBA JEKapCTBO NnojanoMara HaMmaJleHneTo Ha Baliara kpbBHa 3axap.
ToBa nekapcTBO MOXke 11a Ce W3M0J13Ba CAMOCTOATEJIHO HJIH € ONpe/esieHH YTy JieKapcTBa 3a Auader,
(MHCYJIMH, CY(POHHIYPES HIH MIHTa30H ).

KakBo npeacrasassa anader tun 27
Jnabet Tun 2 e cbcTOsHHUE, NPH KOETO BalnaT oprann3bm He NPOU3BEXk1a 10CTaATbYHO HHCYJIHH, a
NPON3BEAK/1aHHAT HHCYJIHH He JeilicTBa Taka 100pe kakTo Ou TpsdBano. OcseH ToBa
MOJKE J1a Npou3Bexkaa TBbp/ae MHOro 3axap. [lpu ToBa nonoxenue, 3axapra (i
KpbBTa. TOBa MOXKE J1a NPHYMHH CEPHO3HH MEAMLIMHCKH NMPOOJEMH KaTo Cbp/l
ObOpeuHo 3abonsBaHe, clenoTa H aMnyTalMs.




2. Kakso TpalBa q1a 3naeTe, Npeau Aa npueMete [JDkaMesn

He npremaiite Jaxcamesn

- aKO CTe afleprHiHH KbM CHTArJIMIITHH HIH METPOPMHH HJIH KbM HAKOA OT OCTAHAIHTE CbCTAaBKH Ha
TOBa NeKapcTBO (M30pOCHH B TOYKA 6).

- aKo MMaTe CHUJIHO HamaneHa 6b6peyHa dyHKuMA.

- aKO HMare HEKOHTPONKpaH AHabeT, HanpUMep C TeXKa XHNIEPrIHKeMHs (BHCOKA KPbBHA 3axap),
rajeHe, noppblilaxe, Juapus, Obp3a saryba Ha Terno, naktaTHa aunao3a (BHXre ,,PHCK OT
JIAKTaTHA auKao03a” no-a10ny) win Keroauuaosa. Keroaunposara € CbCTOSHUE, NPH KOETO
BELIIECTBATA, HAPEUEHH ,,KETOHHH Tena*, Ce HaTPYNBAaT B KPbBTA ¥ TOBA MOXE Aa A0BeAe A0
anaberHa npekoMa. CuMnToMHTE BKNIOYMBAT OONKH B CTOMAXa, YHECTEHO W ABNOOKO NHLIaHe,
CHHJIMBOCT HJIM HeoOHuaEH NNOAOB apoMaT Ha abxa Bw.

- aKO HMATe TeXXKa HHPEKIHA WIH CTe AeXHAPATHPAHH,

- ako Bu npeacToM n3cnenBaHe ¢ peHTrEHOBH J1bYH, KbAETO e BH HHXXEKTHPAT KOHTPacTHO
BewlecTso. TpaGea na cnpere aa npremare Hkamesd No BpeMe Ha HACNCABAHE C PEHTIEHOBH NbUH
1 2 UNY noBeYe AHY cnej ToBa, KakTo By e npeanucan BauuaT nexap, B 3aBUCHMOCT OT TOBA Kak
pabotaT Baiunte On6peun.

- aKO HACKOPO CTe NONYHHIH ChpAedeH HHPAPKT HIH UMaTe TEXKH LUHPKYJaTOpPHH NpobnemMH, karto
,LOK" HIN NpobaeMH C AHLIAHETO,

- aKo HMaTe YepHoApoOHH npobieMH.

- aKo nueTe ankoxo B roNleMH KOJHYECTBA (BCEKH JE€H HIHM CaMO OT BPEME Ha BpeMe).

- aKO KLbpMHTE.

He npuematite [bkamesH, ako Hellio o1 no-rope WibpoeHuTte ce oTHacs 3a Bac u rosopete ¢ Bauius
JieKap 3a Apyrd Ha4YHHH Ha JevyeHHe Ha Bawins anaber. AKO He CTe CHI'YPHH, KOHCYJITHPAHTE Ce ¢
Baiuug nexap, papManesT WIp MEAHLIHHCKA CeCTpa NpeAH fa npuemere JkaMesH.

lNpeayupexienns H NpeANa3iHl MEPKH
[Tpy nauMeHTH, Nony4YaBalH cHTaraunTHH/MeTPOPMHH, ca CHobIaBaKHy ClTyYaH Ha Bb3NAJICHHE Ha
naHKpeaca (MaHKpeaTHT) (BHXKTe To4yka 4).

AKO NONYYHTE MEXYPH IO KOXKATa, TOBA MOXE Aa € MPH3HAK Ha CbCTOAHHE, HapeueHOo DynoseH
nemurona. Bawusat nekap Moxe na Bu nockserBa aa cnpete npuemMa Ha Jhxamesu.

PHCK OT IAKTATHA AIHA03A

JkaMe3n MoXe aa NPHYBHH MHOTO pAlKa, HO MHOTO CEPHO3HA HEXENaHa peaKLHa, HapeyeHa NakTaTHa
aunao3a, ocobeHo axo ObOpeunTe Bu He GyHKUMOHUpAT NPAaBHAHO. PUCKBT OT pa3sBHTHE Ha NlaKTaTHa
aluuao03a ce ypenuyvasa ¥ NpH HEKOHTPONHpaH AHA0eT, TeKH HHPEKLHH, NPOABKKTENHO a1y BaHe
WY MPHEM Ha aNKOXON, IEXHAPATALHA (BHXTe olle HHPopMaUHa NO-10Y), Y4ePHOAPOOHH NpobnemMH
BCAKAKBH CbCTOSHHSA, MPH KOUTO YACT OT TANOTO HMA HaManeHo cHabAaBaHe ¢ KHCA0pOa (KaTo OCTpO
npoTH4aula Texka 601ecT Ha cbpLeTo).

AKo HiAKOe 0T n30poeHnTe No-rope ce oTHacs 3a Bac, ropopere ¢ Bamus nexap 3a JONbAHUTENHH
YKa3aHHA.

Cnpete nprema B2 /IxamMe3d 33 KPaThK AePHO OT BpeMe, aK0 HMaTe 3abonaBane, KOETO MOXE /12
6bae cBLP3aHO ¢ AEeXHAPATANHSA (3HAYHTENHA 3ary0a Ha TeleCHH TEYHOCTH) KaTo TEXKO NMOBpbIllaHeE,
AMAPHA, TPECKa, H3NaraHe Ha TONJHHA UK aKO AHETE NO-MaJIKO TEYHOCTH OT HOpManHoOTO. ["'oBopere ¢
Bauing nexap 3a AOMbAHUTENHH YKa3aHHA.

Cnpete nprema Ba [xamMe3H 4 He3a02BHO Ce CBLIKETE € JeKap HIAHN Hall
HMATE HAKOH OT CHMI'TOMHTE HA JAKTATHA AUKHZ034, ThH KATO TOBA CHCTON
KOMa.



CumnroMHTe Ha NAKTAaTHA al¥A03a BKIKOYBAT:

- NOBpbLLIAHE,

- 60nKH B cToMaxa (kopeMHU D0aky),

- MYCKYJIHH CMa3MH,

- o0u10 ycelllaHe 3a HEPa3NOJIOXKEHNE, MPHAPYXEHO C TEXKA YMOPa,
- 3aTPYAHEHO AHINAHE,

- NOHWXEHA TENIECHAa TEMIIEPATYpa H NyJC.

JlaxTaTHaTa aliHAO3a € ChbCTOAHHE, H3HCKBALLO CNElHa MEIMIRMHCKA NTOMOoLL, 4 TpaOBa na ce AexKyBa B
6oaHHLA.

["oBoperte ¢ Bawus nexap He3afaBHo 3a AONBAHKHTENHH YKa3aHHA:

- 8KO € YCTaHOBEHO, Ye CTpafaTe OT HacNeACTBEeHO M'eHEeTHUYHO 3a00nsBaHe, NOBIUABALLO
MHUTOXOHIPHHTE (KOMIOHEHTHTE, KOKTO NPOU3BEXKAAT €HEPriA B KJIETKHTE), KATO CHHAPOM Ha
MHUTOXOHApHaNHa esuedanonaTus ¢ JakTaTHa aunao3a H HHCyaTonoaooHu enrsonn (MEJIAC
CHHAPOM) WK HacneacTBeH anaber u rayxora no MaktuuHa nuHua (Maternal inherited diabetes
and deafness, MIDD).

- aKo MMAaTe HAKOM OT Te3H CHMNTOMH Ciie]] 3aN04YBaHe Ha NeyeHHe ¢ METPOPMHH: NPUNAADK,
HaMaJleH! NO3HABAaTeNHH COCOOHOCTH, 3aTPYAHEHH JABUXKEHUA HA TAIOTO, CHMIITOMH,
NOKA34aTENHH 32 YBpPEXAaHe Ha HepBHTe (Hanp. 00nka HAH H3TPLIBAHE), MUIPEHa H TJIyXOTa.

["oBopere ¢ Bauiuga nexap unu dapmauesT npeau aa npuemere Jhxkamesu:

. aKko HMaTe WK cTe HMau 3abonsBaHe Ha NaHKpeaca (KaTo NaHKPEaTHT),

- aKo MMaTe UJIH CTe HMAJIH KAMBHH B XITbY4EHKA MEXYP, ANKOXO0AHA 3aBHCHMOCT HJIH MHOTO BHCOKH
HHBA Ha TPUINKLEpUaH (BUA Ma3HHHHN) B KpBBTA. Te3u 3ab0naBadud MOTraT Jia NOBHLIAT
BEPOATHOCTTA A NONYYHTE NAHKPEaTHT (BHXKTE TOMKA 4),

- ako umare anaber tun 1. [loHskora ce HapH4ya HHCY/NHHO-3aBHCHM anaber,

- aKO MMATE WM CTe HMASH ajleprivHa peakuHs KbM CUTArMHNTHH, MeTGOopMHH UnK Hxamesn
(BHXTE TOUKA 4),

- aKo npHeMarte cyaGoHHUNYpeRHO NPOH3BOAHO MIIH HHCYJIHH, aHTHAHAOETHO EKapCTBO, 3a€AHO C
Jxamesy, Tbil KaTo MOXe Ad HACTbIIH CbCTOAHHE HE HHCKA KPbBHA 3axap (XHUIMOTIUKEMHA ).
BawuusaT nekap MoxXe n1a Hamanu go3arta Ha CynoHHIYpeliHOTO NPOH3BOIHO WIH HHCYJIHH.

Axo By ce Hanara ha npeTbpnuTe cepHo3Ha onepauus, Tpabsa 3aIbNXKUTENHO A3 CIIPETE NPHEMA Ha
Jxame3u No BpeMe Ha H H3BECTHO BpeMe clel npoueaypata. Bawnat nekap e pewy kora tpsbsa 1a
crpeTe W Kora aa pp300HOBHTE neyenneTo ¢ Jhkamesn.

AKO He CTe CUI'YPHH, Aa/IH HELLO OT H3OpOEeHUTE No-rope ce oTHaca 3a Bac, nonurtakiTe Baiuus nexap
WK dapmavLeBT npeau Aa npuemere Hkamesn.

[1o Bpeme Ha neueHueto ¢ [xamesu BawnaT nekap we nposepsapa 6pb6peunara By pyHkuns noHe
BEHEK FOAHIIHO HITH MO-4ECTO, aKO CTe B CTapuecKa Bb3pacT H/WIH ako HMaTe BiolleHa 6vbpeyna

dyHKLHA.

Jena H 10HOLIH
Heua # onoww noa 18 roauHH He TpAGBa Aa H3NON3BAT TOBa AeKapcTBO. To He e epeKTHRHO NpH acla
H IOHOLLH Ha Bb3pacT Mexay 10 ¥ 17 roanHu. He e H3BeCcTHO Janu TOBa J1€KapCTBO
e(exTUBHO, KOraTo ce H3Non3Ba NpH Aella Ha Bp3pacT nol 10 roauHH.




JApyre nexapcrea u [ixamesn

Axo TpabBa Ja By ObAe nocTaBeHa HHXKEKLHMR C KOHTPACTHO CPEeACTBO, ChAbpxkallo #ox, B
KpBBOOOPBLUECHHETO, HAIPUMED B C/lyyal Ha PEHTIEH WM cKeHep, Tpalsa Ja cnipeTe npHeMa Ha
Jkamesn npean MK NO BpeMe Ha HHXXEKUMATA, Bammuar nekap e pewd kora TpabBa aa cripeTe u Kora
1a Bb300HOBHUTE NeueHHeTo ¢ Jpxamesy.

TpabBa na xaxere Ha Bawius nekap win gapMaueRBT, ako npHeMaTe, HaCKOpO CTE NIPHEMAJIH HIH e
EB3MOXKHO 11a MpHEMare ApYTrH NekapcTsa. Moxe aa ce HaoXKH NO-YecTo Aa Ce WICNERBA rNI0Ko3aTa B
KpPBETA ¥ PyHKLUHOHHpaHeTo Ha ObOpeunTe UnK BawinaT nekap Moxe aAa kopHripa ao3ara JkaMmesu.
N3kn04HTENHO BEXXHO € Aa CNOMEHETE CIEAHOTO:!

. NeKapcTBa (MPHETH NIPE3 YCTATA, IPHAOKEHH YPe3 HHXANALMA WIH KATO HHKEKLHS ), H3NOA3BAHH
3a JIcYeHHE Ha Bb3NATHTENHH 3a0015BAHUA KATO aCTMA M APTPHT (KOPTHKOCTEPOHH),

. NEeKapcTBa, KOMTO YBETHYABAT OTACAAHETO Ha YPHHA (AHYPETHLA),

¢ NeKapcTBa, H3N0A3BaHH 3a fieueHHe Ha 6onka # pb3nanesHe (HCIIBC n COX-2 nuxubutophu, kato
ubynpodeH n uenexokcunod),

. HAKOM JIEKAPCTBA 38 JICYCHHE Ha BUCOKO KphBHO Hansarane (ACE-HHXHOUTOPH M aHTHOTEH3HH I
PELENTOPKH AHTArOHUCTH ),

’ cneunpUUHN NekapcTRa 3a JeyeHne Ha GpoHxHanHa actMa (f-CHMNaTHKOMHUMETHLN ),

. HOAMPAHH KOHTPACTHH BELLECTBA MM NEKAPCTBA, ChIbPXKAILH AIKOXO0,

. ONpPEACNEHH IeKapCcTBa, H3NON3BaHH 33 ICHEHHE Ha CTOMALLHHU NpobneMu KaTo UMMETHHH,

. paHONa3uH, NeKapCTBO, HIMOA3BAHO 34 IeYEHHE Ha CTEHOKapAH4,

. JONYTErpaBHp, 1eKapCTBO, H3MOJA3BAHO 3a NeyeHHe Ha XHB nudekums,

. BaHAeTaHHO, NEKapCTBO, H3IMOMA3BAHO 38 NEYEHHE HA CreundHYcH BHA PaKk Ha LIMTOBHAHATA XJI€3a
(MeaynapeH xapuHHOM Ha LUHTOBHIHATA XkKJie3a),

. JAHTOKCHH (3a NeYeHHe Ha HeNpaBH/IeH CbPACUEH PUTEM H APYTH ChpAedHH npobnemu). Moxe aa
C€ HaNoXH Ja c€ NPOBEPH HHBOTO Ha JMIOKCHH B KPBbBTA BH, aKko ro npuemMare eJHOBPEMEHHO ¢
Jhxamesy.

JxaMesn ¢ a1K0X04

HUsbarsalite npekoMepHata ynotpeda Ha ankoxon no BpeMe Ha npuema Ha Jkamess, Tbi KaTo TOBa
MOJKE /1a YBE/IHYH PHCKa OT JIaKTaTHa auuao3a (BHxre Touka , JlpeaynpexxaeHHa M npeanasHyd Mepku™).

BpeMeHROCT B KbpMene

Ako cTe OpeMEHHa UK KbPMHTE, CMATATE, Y€ MOXKE Aa cT¢ OpeMeHHa HiH I1aHHpaTte OpeMEeHHOCT,
nocsbBeTBaiiTe ce ¢ Bammns nekap unu dpapmauest npeau ynorpebara Ha Topa nexapcteo. He Tpabea aa
npHeMaTe TOBa JIeKapCcTBO No Bpeme Ha OpeMeHHOCT. He npuemalTe TORA N1€KapCTBO, 8KO KbPMHUTE.
Buxcre Touka 2 “He npuemaiite Ixamesu.”

IHopnpane n palora ¢ MAINRERA

ToBa nexapcTBO HE NOBNHABA HITH NOBIHABA NpeHeOpexUMO cnocobHocTTa 3a WodHpaHe U pabota ¢
MAaIlHHH. BBrpekn Topa ca choOlaBaHu ciyyan Ha 3amaliBaHe ¥ CbHIHBOCT ChC CHTArJHUITHH, KOETO
MOXe Ja NoBnHAe cnocobHocTTa B 3a wodnpaHe win pabora ¢ MatliHHH.

[IpuemMbT Ha TOBA NekapcTBO B KOMOHHaLHA ¢ nekapcTBa, HapeueHH CyNGoHHNypeAHH NPOH3BOAHH
HJIH HHCYJIHH, MOXKE 18 TPHYHHH XHIIOTIHKEMHS, KOATO MOXE Aa NoBIHAe ¢cnocobHocTTa By 32
wodupane Wiau pabora ¢ mawKMHH HAK pa pabotute 6e3 obesonacena onopa 3a Kpakara.

/xkamMe3n cLABLpXKA HATPRIH
ToBa nekapcTBo ChABPXKA NO-Manko OT | mmol Harputi (23 mg) Ha Tabnerka,
NMPaKTHYECKH HE ChbPKA HATPHH.



3. Kak a1a npuemaTe Ixxamesn
Buharu npuemMaiite ToBa eKapcTBO TOYHO KakTO BM € ka3zan BamluaTt nexap. AKO He CTe CHT'YPHH B
Hewlo, nonkta#ite Bawna nekap wnn gapmanesr.

. [IpuematiTe enna Tabnerxa:
. ABa ITHTH AHEBHO Npe3 ycTarta
. C XpaHa, 3a J]a HAMAJIUTE PUCKA OT CTOMALLIHO HEPA3NON0XKEHHE.,
. Bawmnart nexap Moxe aa noBuiiH Ao3ata By, 3a na koHTpoNHpa KpsBHaTa By 3axap,
. Ako HMaTe HamaneHa ObOpeuHa ¢pyHkina, Bawust nekap Moxe na Bu npeanuuue no-H1ucka noza.

TpnbBa na npoabAXKUTE AMETaTa, MPenopbyaHa oT Bauina nekap no BpeMe Ha eYeHHe C TOBA EKAPCTBO
W Aa CheJHTe NpHeMa Ha BbIJIEXHAPATH Aa € PABHOMEPHO pa3npeneneH npes AcHA.

Masiko BEpOATHO € TOB3 JICKAPCTBO CAMOCTOATENIHO Aa NPHYHHM HeoOn4aliHO KHUCKM HHMBA Ha KpbBHATa
3axap (xunorinkemus). Korato ToBa 1ekapcTBO ce H3MoN3Ba ¢be CYAGOHKITYyPEHHH 1eKapcTBa HIIH C
HHCYHH, MOX€E Aa HACTBNAT HUCKH HHMBA HAa KPbBHATA 3aXap W Baulus nexap Moxe Aa HamMany A03aTa Ha
cynpoHHNYpeiHOTO NPOU3IBOAHO HIIH HHCYITHH.

AKo0 ¢Te HpHEAH noBeye 0T HeobxonnmaTa 1038 Ixamesn

AKO cTe npHenH nopeue OT NpeAnHcaHaTa 403a 0T TOBa JeKapcTBo, HesabaBHO yBeaoMeTe Batuus nekap.
Otuaere B 60N1HHIA, aKO NOJYYHTE CHMATOMH Ha IAKTATHA allHA034 KATO YCEINAHE 3a CTYA WK
AUCKOMPOPT, TEXKO raIeHE NIH NOBPLINAHE, BoNKa B cTOMaxa, HeoOACHKMMa 3aryba Ha Terno, MycKy/HH
KpaMMH{ KK YYECTEHO AHLIAaHe (BHXKTe Touka ,JlpenynpexxaeHua u npeanasHy MEpKH™).

AKO ¢T¢ OpONycCHANE A2 npHeMeTe [XkamMesn

AKO CTE NpONyCHAJIH 1034, B3€METE A BEJHAra LIOM CE CeTHTE. AKO HE Ce CeTHTE NMpeau Aa foiae Bpeme
3a cnefBalllaTa 034, nponycHeTe 3abpaBeHaTta 1033 H ce BbPHETE KbM PEAOBHATA CXEMa Ha npueM. He
B3eMaiTe ABoHHA 038 OT TOBA JIEKAPCTRO.

AKO CTe cnpefiH npHeMa Ha /IXkamesn

[TpoabnxkagaiiTe na npHeMare TOBa ICKAPCTBO TOJAKOBA ABANO, KOAKOTO BH e npeanucan Bawuar nekap,
3a Jja MOXe Ja MPOABbJKUTE 1a KOHTPOAUpaTe CBOATa KpbBHA 3axap. He Tpabsa xa cnupare npHeMa Ha
TOB& Ne€KapcTBO, O€3 Aa ce KOHCYATHpaTe MbpBo ¢ Bawnns nexkap. Ako cripere npuema Ha [Hxamesn,
BaiuaTta kpbBHA 3aXap MOXe Aa €€ TTOBHLUH OTHOBO.

AKO HMaTe HAKAKBH JONBJIHHTENHH BLAPOCH NpH ynoTpedara Ha TOBA JieKapcTRO, nonuTafte Bawuns
nexap uny apMauesT.

4. BL3M0XKHE HeXKeIAHH peaknuu

KaxTo BCHUYKH 1€KapCTBa, TOBA JIEKAPCTBO MOXE /13 NPECAH3BHKA HEXCEIAHH PeakilHH, BLIIPEKH Y€ He
BCEKH 'M NOJIyyasa.

[TPEKPATETE npuema Ha [»xame3un u He3zabaBHO ce cBbpxeTe ¢ Bauiug nexkap, ako 3abenexnTe HIKOH
OT CNEHHUTE CEPHO3IHH HEXENIAHH PEaKIUH:

o (CunHa H noctToaHHA 60NKa B KopeMa (06nacTra Ha CTOMaxa), KOATO MO
ChC UK Oe3 raacHe U NOBpbLUAHE, ThH KaTO TOBA MOXe Aa ca MPH3HA
(mankpeartur).
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Jxamesn Moxe aa AoBeae 40 MHOro paaka (Moxe Ja 3acerte Ao 1 va 10 000 aywn), Ho MHOTO CEpHO3HA
HEXEJIAHA peaKliis, HApeUeHa f1aKTaTHa alluno3a (BHXKTE Touka ,,[IpeaynpexxaeHns H npeanasHy
MEPKH"). AKO TOBA c€ Cy4H, TpaOBa 3abIXKHTENHO Aa copeTe npaeMa Ha Jxame3n H He3abaBHO A2
ce cBbLpXKeTe ¢ JeKkap ran Hali-0iim3kaTa GoanBNa, Thil KATO NAKTATHATA AlIMA03Aa MOXKE Aa J0BeAE 10
KOMa.

AKO NONYYHTE CEPHO3HA aNlepruyHa peakuns (C HEH3BECTHA YeCTOTa), BKJIIOUHTENHO OOpHB, YpTHKapHS,
MeXypH Mo koxarta/benelua ce KoXa H NoAyBaHe Ha JIHUETO, YCTHHTE, e31Ka H I'bpJIOTO, KOETO MOXE Ja
npeAH3BHKA 3aTPY/IHEHHE B HILAHETO HNH I'bITAHETO, MPEKpaTeTe NpHeMa Ha TOBA JIeKapCTBO H
BeJlRara ce cBbpxete ¢ Bawins nekap. Bawnst nekap Moxe Ja Bu npeanuiie nekapcTBo 3a neYeHHe Ha
aJlepruyHaTa peaxius M Apyro JekapcTio 2a Bawusa auaber.

Hsaxou naiHeHTH, KOUTO NpeMaT MeTHOPMHH, NONYUYABAT CEeAHHUTE HEXENaHH peakLUH Npy 1obassHe
Ha CHTArMIMNTHH:

YectH (MoXe na 3acerHar a0 | Ha 10 qywn): HHcKa KpbBHA 3axap, rajeHe, ra3ose, noBpblljaHe
Heuectu (Moxe na 3acerrar 00 1 Ha 100 aywnu): Oonka B ctoMaxa, AHapHs, 3anex, CbHAHBOCT

Hsakon nauieHTH NONy4aBaT AHApHA, raieHe, razose, 3anex, 6oika B CTOMaxa Hid MOBPbBIIAHE, KOTATO
3aoMHAaT Aa NpHeMaT KOMOHHALHATA CHTarMUNTHH H MeTHOPMHH (4YeCcToTaTa € ,,4eCTH”).

HAkoW nauyeHTH NoMy4YaBar CIEAHNTE HEXENAHH PEaKLIHH, 0KATO NPHEMAT TOBA JIEKAPCTBO CbC
cyadhoHURYypelHO NPOH3BOAHO KaTO MNHMENHPHA:

MHoro 4ectn (MOXe aa 3acersHar noeeve oT | Ha 10 qywin): HUCKH HMBA Ha KpbBHATa 3axap
YecTH: 3anex

HAKOH nauueHTH nonyyasar CJICAHHTE HEXKENAHH PeakUMH, JOKATO IPHEMAT TOBA JIEKapCTBO B
KOMOHHALIHA C MHOFNTHTA3OH:
YecTH: noayBsaHe Ha pbleTe HIH KpaKaTa

Hsakou naiiieHTH nonyvapar CI€AHUTE HEXENaHH peakliiid, JOKATO MPHEeMaT TOBa IEKApCTBO B
KOMOMHALHA C HHCYJIHR!

MHOro 4eCcTH: HHCKH HHBA Ha KPbBHaTa 3axap

HeuecTH: cyxora B ycrara, rnasobonue

Hakon nauueHTH nonyyaear CICAHHTE HEXENaHH PeakllHHd Mo BpeME HA KIHHHYHH TPOYYBaHKA, JOKATO
NPHEMAT CHTArJHIITHH CAMOCTOATENHO (€AHO OT JieKapcTBaTa B JXxaMean), WM [IPH H3NOA3BaHE B
nepvoa cnel paspelianaHe 3a ynorpeda Ha [pxamMesn HM CHTAarIMNTHH CAMOCTOATENHO, UK C APYIH
AHTHAHAOETHH neKapcTBa:

YecTn: HUCKM HHBa Ha KpbBHATAa 3axap, rnaBobonue, HH¢peKUNA Ha TOPHUTE AWXATEJHH NNbTHLIA,
3aMnylleH WK Tedalll HOC H Bb3MalleHO I'bplio, OCTe0apTpUT, H0NKa B phLETe WKW KpaKaTa

Heuecru: 3aMaiiBake, 3anex, chpbex

Penxu: HamaneHn 6poit tpombounTH

C Hen3BeCTHA yecToTa: npobnemu ¢ 6vOpeunTe (MOHAKOra Hanaraiy gHalu3a), NOBpbLLIaHe, CTaBHA
Oonka, MmyckynHa 6onxa, Sonka B repba, uhrepcTrHiHanHa 6enoapodna Bonect, bynosen nempuronn
(BHA MEXYpH IO KoxXara)

HAkon nauneHTH NOAy4aBaT CNEAHHTE HEXENaHH peakLHK A0KaTo NpHeMaT MeTPOPMHH
CaMOCTOSATENTHO:!
MHuoro yectu: raieHe, nospblilave, aMapna, 6o1ka B cToMaxa M 3ary0a Ha aneTH
Ia ce NOABAT NPH 3an04YBaHe HAa NPHEMa Ha METPOPMHH H OOHKHOBEHO OTILYM
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YecTu: merasneH BKYC, HaMaJleHH WJIH HUCKH HHBa Ha BUTaMHH B12 B kpbBTa (CHMNITOMMTE MOrar Ja
BKJIFOYBAT NMPEeKOMEPHa yMopa (HU3TOLIEHHE ), Bb3MaJIeH W YEPBEH €3HK (TJIOCHT), HIJIMYKH H H3TPbIIBaHe
(napecte3us ) uau O1e/1a HIIH XKbJiTa Koka). Bawumar nekap Moxe 1a Ha3HA4YH HAKOH TeCTOBE, 3a Ji1a
YCTAHOBH MPHYMHATA 3@ BALLUTE CHMIITOMH, Thil KATO HAKOH OT TAX Morart Aa ObaaT NPHYHHEHH OT
AuadeT UM Nopaan ApYrd HECBbP3aHH 3/1PaBOCIOBHH Npodiemu.

MHoro peaku: xenatut (npodsiem ¢ yepHus apod), KONpHBHA Tpecka, 3a4epBsiBaHe Ha Koxkarta (0OpHB)
HJIn CbpOex

Cbol0miaBaHe HA HeXKeJIAHH PEAKIHH

AKO MOJIy4HTE HAKAKBH HEXKEJIaHH JIeKapCTBEHH peakuuu, yBeaomete Bawius nekap, papmaueBt Hiu
MEJMLIMHCKA cecTpa. ToBa BKJIOYBA BCHYKH Bb3MOXKHH HEONHCAHHN B Ta3W JIMCTOBKA HEXKeEJIaHH PeaKiiH.
MokeTe Cbllo Aa ChbOOLIHTE HEXKeJlaHH peakllMH AHPEeKTHO Yype3 M3nbaHUTEIHA areH s No JieKkapcTBara,
ya. . Jlamsau ['pye™ Ne 8, 1303 Codus, Ten.: 02 8903417, yedcaiiT: www.bda.bg. Kato cbobiasare
HEeKeJlaHW peaklMH, MOXKeTe /1a Jla/IeTe CBOS NPHHOC 3a MnojiyyaBaHe Ha noevye HHGOpMaLHsi OTHOCHO
Oe30macHOCTTa Ha TOBA JIEKAPCTRBO.

S. Kak na coxpansaBate [Ixxamesn
Jla ce cbxpaHsBa Ha MACTO, HEJIOCTBITHO 3a Jieua.

He u3nonsBaiiTe TOBa JiekapcTBO CJIe]l CPOKA HA rOAHOCT, oTOE/NsA3aH BbpXY OiMcTepa H KapTOHEHaTa
onakoBka ciea ..l 'oaen 10:”. CpoKbT Ha rOJIHOCT OTrOBaps Ha MOCJAEAHHS A€H OT MOCOYEHHS Mecell.

Jla He ce cvxpaHnsBa Haja 30°C.

He u3xBbpasiiTe ekapcTBaTa B KaHaAM3alHATa WK B KOHTelHepa 3a JoMaliHu otnaabun. [onuraiite
Bawus ¢apmaueBT Kak 1a H3XBbPJIATE JIEKApPCTBATa, KOUTO BeYe He u3noaspare. Te3n MepKH Lue
CMOMOIHAT 3a ONa3BaHe Ha OKOJIHATA cpeja.

6. ChbabpkaHHe HA ONAKOBKATA H I0NbJHHTE/IHA HHPOpMa LU

KakBo cbabpxa xxamesn

e AKTHBHHTE BELIECTBA Ca CHTArJIUNTHH U MeThopMHH. Beska puamupana tabnerka cbabpxka
CHTArJIMMITHHOB XHAPOXJIOPHA MOHOXHApAT, eKBUBaJeHTeH Ha 50 mg cutarnnnTui, u 850 mg
MET(HOPMHHOB XHAPOXJIOPHL.

e AKTHBHHTE BElLECTBA Ca CHTArJIMNTHH U MeThopmuH. Beska puamupana Tabnerka cpabpxka
CHTarJIMNTHHOB XHAPOXJIOPHA MOHOXHApAT, ekBHBaJleHTeH Ha 50 mg cutarnunTuy, u 1000 mg

METHOPMHHOB XHAPOXJIOPH.

e Jlpyrure cbCTaBKH ca:
Aapo — mukpokpucTtanna uenynosa (Avicel PH 102), noBnaoH, HaTpueB naypuicyidar,
MarHe3ueB creapar;
®uamoBo nokputue 3a Jlxamesn 50 mg/850 mg (Opadry QX Pink (321 A640002)) - makporon
(PEG) nonuBnuuaoB ankoxou, npucaaeH conoaumep (E1209); rank (ES53b):

Keses3eH okcul, yepseH (E172).



®uamoso nokputre 3a [Hxamesn 50 mg/1000 mg (Opadry QX Brown (321A265038)) —
makporon (PEG) nonuBuHHI0B ankoxon, npucazex conoaumep (E1209); rank (E553b); Turanos
auokcua (E171); xkenesen okcun, yepseH (E172); MOHO- M AMITHLIEPHAH HA MACTHHTE KHCEJIMHH
(E471); nonusuuunnos ankoxon (E1203); xenesen okcua, yepen (E172).

Kak n3raexaa kaMe3n H KAKBO CbAbPAKA ONAKOBKATA

Jlxamesn 50 mg/850 mg ¢punmupann tabnetku ca ¢ oBajiHa popma, ABOIHOM3NMbLKHAIIH, C pa3Mep
npubausurento 20,5 mm Ha 9.5 mm, po3oBHu, ¢ BANbOHaATO penedHo o3HaueHune “S476™ oT eaHaTa cTpaHa
M IJIaJIKKH OT JApyrara.

Jxamesn 50 mg/1000 mg ¢punmupann Tabnetku ca ¢ oBanHa popma, ABOHHOM3MBKHAH, C pasMep
npubnusutenyo 21,5 mm wa 10,0 mm, kadasu, ¢ BurOHaTo penedro o3Hauenue “S477” or eanara

CTpaHa W IajIku OT Apyrara.

[TpoaykTbT MOXKe aa ObJe ONaKoBaH B KAPTOHEHA KYTHS.
PVC/PVdAC-anymunneBu 0aucrepu
Onakoska: 14, 28, 56, 60 u 196 ¢puamupann Tabnerku.

byruika or HDPE ¢ kanauka ot nosmnponunes (PP), cbabpxkaiua cuiimkaresn 3a CyluuTes.
OnakoBka: 196 ¢puamupanu TabneTku

He BCHYKH BHI0BE ONAKOBKH MOrar ja 61:,D,EIT NYCHATH HA Nnasapa.

[MpuTexkaTesn Ha paspelneHHeTO 3a ynorpeda:
Zentiva k.s.

U kabelovny 130

Dolni Mécholupy

102 37 Prague 10

Yewmka penybnuka

[lpon3BoanTen:

LABORATORIOS LICONSA S.A.,
Avda. Miralcampo, N° 7

Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara)
HUcnauns

Tosa s1ekapceTBO € pa3peiieHo 3a ynorpeda B AbpKaBHTe YWieHKH HAa EBponelicKOTO HKOHOMHYECKO
NPOCTPAHCTBO MO/ CJIEIHHTE HMEHA:

Yewka penybnuka Jamesi
ABCTpHS Jamesi 50 mg/850 mg Filmtabletten
Jamesi 50 mg/1000 mg Filmtabletten
bbarapus Jlxamesn 50 mg/850 mg ¢punamupanun tabnetTkn
Jbxamesn 50 mg/1000 mg puamupann tabneTku
XbpBaTHA Jamesi 50 mg/850 mg filmom oblozZene tablete
Jamesi 50 mg/1000 mg filmom obloZene tablete
EcTtonus Jamesi
["bpums Jamesi
YHrapus Jamesi 50 mg/850 mg filmtabletta
Jamesi 50 mg/1000 mg filmtabletta
JluTBa Jamesi 850 mg/50 mg plévele dengtos tabletés
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Jamesi 1000 mg/50 mg plévele dengtos tabletés

JlaTBus Jamesi 50 mg/850 mg apvalkotis tabletes
Jamesi 50 mg/1000 mg apvalkotas tablets
[Tonwia Jamesi
PyMLHHS Jamesi 50 mg/850 mg comprimate filmate
Jamesi 50 mg/1000 mg comprimate filmate
Cnoakus Jamesi 50 mg/850 mg
Jamesi 50 mg/1000 mg
EcToHusA Jamesi + 50 mg/850 mg + comprimidos recubiertos con pelicula

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

JaTa Ha HOC/AEAHO NPEPAIrACKIARHE HA JHCTOBKATA:
11.03.2025 r.




