LAEAFINES D
JIncroBka: unopmauus 3a MNalHEHTA o
..-6"6‘)2}6"7- 73 -10- 2024
J:kamesu 50 mg/850 mg puiamupann TadIeTKH
Jamesi 50 mg/850 mg film-coated tablets

Hoxamesn S0 mg/1000 mg puamupann TabaeTKH
Jamesi 50 mg/1000 mg film-coated tablets

CUTAIrJIMNTUH/MET(HOPMHHOB XHUAPOXJTIOPH /L
(sitagliptin/ metformin hydrochloride)

[IpouereTe BHHMATE/HO LA/IATA JIHCTOBKA, NPE/IH /1a 3aM04YHeTE /1a MPHeMAaTe TOBA JIEKAPCTBO, ThH

KaTo TH CbAbp:Ka BaxKHa 3a Bac mundpopmauus.

- 3anasere Tasu JUCTOBKA. MOXKe J1a ce HAJIOXKH J1a A [IPOYETETE OTHOBO.

- AKO UMaTe HAKAKBH JOITbJIHUTEIHU BLIIPOCH, nonuTaite Bawus nekap unu papmauesr.

- Tosa nexkapcTBO € npeanucato JuaHo Ha Bac. He ro npeorcrenBaiTe Ha Apyrd xopa. To moxe j1a
UM HaBpe/IM, HE3aBUCUMO Y€ MPH3HALMTE Ha TAXHOTO 3a00JsBaHe ca chuuTe Kato Baumure.

. AKO Mony4yuTe HAKAKBH HEXEJIaHU peakuuu, yseaomere Bauug nekap uau papmauest. Tosa
BKJIKOYBA U BCHYKH Bb3MOXHHU HEXEJIaHW peaklMH, HEOINMCaH! B Ta3u JIMCTOBKA. BuxTe Touka 4.

KakBo ¢bAbpAKAa Ta3H JIHCTOBKA

): KakBo [IpCACTaBJIABA ﬂmame:m H 3d KAKBO CC HU3I10JI3Bd
KakBo TpHﬁEH Jd 3HACTC, IIPC/IH J1d ITPHEMCTC H}HHMEfiH

(o

3. Kak na npuemare /xamesu

4, Bb3MOXHH HEXETaHH peakiuu

5 Kak na cbxpansBare /I>)xamesu

6. ChabpKaHue Ha OMaKOBKAaTa U JI0NBAHUTEIHA HH(OpMaLIHS
L KakBo npeacrasisiBa /I’kame3n H 3a KAKBO ce U3I110/13Ba

ﬂH{HME'iH CbAbpPiKa ABC pa3J/IH4HH JICKAPCTBA, HAPCHCHH CHTAIJIHITTHH H MET(IJOPMHH.

. CHUTarIunTHH NPUHAJUIEKH KbM Kiac jiekapersa, HapedeHu DPP-4 nuxuburopu (aunenTuam
nentuaaza-4 HHXUOMTOPH).
. MeTgopMHH NpUHAIEKH KbM KJIaC JIEKAPCTBA, HAPEYEHH OMI'BAHH/IMHH.

Te neilicTBaT € IHOBPEMEHHO, 32 /1a KOHTPOJIUpPAT HUBOTO HA KpbBHATA 3axap [PH Bb3PAaCTHH MALMEHTH C
¢hopma Ha auader, HapeyeH ,,3axapeH auader tur 2. ToBa nekapcTBO [10BUILIABA HUBATA HA UHCYJIHH,
[MPOU3BE/ICH CJIe/l XpaHEeHEe W HaMaJlsiBa KOJIMYECTBOTO 3axap, Npou3BeAeHO OT Bawuus opranussm.

3aeHO ¢ AUMeTa U YIIPAXKHEHHUs, TOBA JIEKAPCTBO MOANoOMara HamaJleHueTo Ha Balara KpbpBHaA 3axap.
ToBa s1lekapCcTBO MOKE J1a C€ M3I10J13Ba CAMOCTOATEIHO HJIM C ONPE/EIEHH APYIH JIeKapcTBa 3a Juader,
(MHCYJIMH, CY1(hOHUITYpEst MIIH ITIUTA30H ).

KakBo nipeacrassisBa auader tum 27

Jlnader tun 2 € CbCTOAHME, MPH KOETO BamiusaT opraHu3bM HE MPOU3BEK/IA JIOCTAThYHO HHCYJIHH, a
[MPOU3BEK/IAHUAT HHCYJIMH HE JIeNCTBA Taka 100pe KakTo Ou TpsidBano. OcBeH ToBa _r:aHﬁamBn
MOJKE J1a MPOM3BEXk/1a TBbp/ie MHOro 3axap. Ilpu ToBa nonoxenue, 3axapra (IJio m%g z[?q:t
KpbBTa. TOBa MOXKe J1a NPUYUHU CEPHO3ZHH MEULIMHCKH [TPO0JIEMH KATO CLpﬂ#{M&ﬁQﬂHB&H‘E‘x ¢ ,‘\\
OBbOpeuHo 3abosiBaHe, ClIenoTa U amITyTauus. “" ..-;1’. *f - ‘~..l“;l4 \
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2. Kakso Tpalsa aa 3HaeTe, npeaM na npuemere [Hxamein

He npuemaiire I:xamMe3n

- aKO CTE aJICPTHYHY KbM CHTATTHITHH WIK MET(POPMHH NIIN KbBM HAKOA OT OCTAHAJIMTE CbCTABKM Ha
TOBa JIeKapcTBo (M30pocHU B Touka 6).

- aKo MMaTe CHJIHO HamaneHa 6b0peyHa byHKUnA.

- aK0o HMaTe HEKOHTPOJIMpaH AnabeT, HAaNpUMeEp C TEXKKa XUIIEPriMKeMus (BUCOKA KpbBHA 3axap),
rajicHe, NOBpbilaHe, guapus, Obp3a 3aryba Ha Terno, makratHa aumMao3a (BuxrTe ,,PUCK OT
naKTaTHA anuA03a™ no-a0ny) WK Keroauuao3za. Keroauuaosara € CbCTOSHUE, NPH KOETO
BeleCTBATa, HAPCUYECHH ,,KETOHHHU TeJa™, C€ HATPYNBAT B KPbBTA U TOBA MO3Ke Aa JOBE/C 10
nxabeTHa npexoMa. CUMOTOMUTE BKIIOUBAT OOJIKM B CTOMAxa, y4€CTEHO H AbA0OOKO JULLIaHE,
CBHIHBOCT WK HEOOMYaeH MIOI0B apoMaT Ha Abxa Bu.

- aKo MMaTe TeXKa UH(PEKLHUA UK CTE ACXHUAPATHPAHMU,

- ako Bu npeacToun H3cneaBaHe ¢ peHTrEHOBH J1bYM, KbAETO Liie BY HHXKeKTHpaT KOHTPAcTHO
BelecTBO. TpadBa Aa cnpere aa nprHeMate J[)kaMe3d o BpEeMeE Ha U3C/IECABAHE ¢ PEHTITCHOBH JTb4H
W 2 WM NOBeYe JAHM Clied TOBA, KakTo By e npeanucan Bamunar nexap, B 3aBUCHMOCT OT TOBA Kak
pabotat Bawute 660peuu.

- aKO HACKOPO CTE NOJAY4YMUIIH ChpAeHeH UHDAPKT UM UMATE TEXKKH UHPKYIATOPHHU IpodIeMH, KaTo
,.LIOK" WK NpOBJIEMH ¢ AUIIAHETO.

- aKO UMaTe YepHOApOOHHM npodieMu.

- aKO MUETE AJTKOXO0J B roJieMH KOJIMYECTBA (BCEKH JICH WIIH CAMO OT BpeMe Ha BpeMe).

- aKO KbpMHTE.

He npuemaiite /I)xame3u, ako Helo Ot no-rope u3dpoeHuTe ce oTHaca 3a Bac v roBopete ¢ Bauuus
JieKap 3a APYrH Ha4uHU Ha JedeHue Ha Bamusa aunader. AKO HE ¢TEe CUTYPHH, KOHCYJITUpaNTE CE C
Bawmus nexkap, papMaueBT MM MEIHUMHCKA CECTpa npeay Aa npueMmere JHxamesu.

IlpeaynpexaeHds H Npeana3sHH MepKH
[Ipn nauyeHTH, MOIYy4aBalld CUTAIKITHH/METHOPMHH, Ca ChODLLIABAHH CIIy4ad HA Bb3NajleHHe Ha
[maHKpeaca (MaHKpeaTUT) (BUXKTE TOUKA 4).

AKO nMonyydTe MEXypH 110 KO)KaTa, TOBAa MOXE A € NPU3HaK Ha CbCTOAHUE, HAPEYEHO DyJ03¢H
nemdurona. Bamuar nekap moxe n1a Bu nocsBeTBa aa cripere npuema Ha JhxaMesu.

PHCK OT JJAKTATHA aL{HA034
xamesn Moxe 1a NMPUYUHU MHOTO pAAKa, HO MHOTO CEPUO3HA HEXETaHa peakiUa, HAPEUCHa JIAKTaTHA

anua03a, ocobeHo ako ObOpenuTe By He dyHKUHMOHUpAT NPaBUNHO. PUCKBT OT pa3sBUTHE HA NaKTATHA
allH103a C€ YBeJIM4aBa U MPH HEKOHTPOIHUPaH AUA0ET, TOXKHU UHPEKUWH, MPOIBIKUTENHO IJiajlyBaHe
WY [IPMEM HA AJIKOXOJ, AeXHapaTauya (BIDKTe oLte MH(OopMAaLIMS 10-A07Y), Y4epHOAPOOHH npobneMu u
BCAKAKBH CHCTOAHHS, IPU KOUTO 4HacT OT TAAOTO MMa HaMalleHO CHa0adaBaHe ¢ KMcnopo (KaTo ocTpo
NPOTHYALLA TEXKA DOJIECT HA CbPLETO).

AKQ HAKOE OT U30poeHUTE NO-rope ce oTHacs 3a Bac, ropopere ¢ Bamns nekap 3a A0MbIAHUTENHU
YKa3aHMS.

Cnpete npuema Ha /{’kaMe3H 3a KpaThbK NEPHOA OT BpeMe, aKo uMare 3a6015BaHe, KOETO MOXKe 13
0bae cBBP3aHO ¢ AeXHAPATAIMA (3HAYUTENHA 3aryba Ha TE/IECHH TEYHOCTH) KaTO TEXKKO [OBPBIIAHE,
Auapus, Tpecka, H3araHe Ha TOMIMHA MM aKo IMHETE MO-MAJKO TEHHOCTH OT HOpManHoTo. I oBopeTe ¢
Baiuua nexkap 3a AOMbJIHUTENHH YKa3aHHUA,

Cnpere npuema Ha I’kaMe3u H He3a0aBHO ce CBBLPIKETE € JIeKap WM HAH-0JIM3KAT
MMAaTe HAKOH OT CHMNTOMHTE HA JAKTATHA al{HA034, TbH KAaTO TOBA CHLCTOSHUE MO



CUMNOTOMMTE HA IAaKTaTHA allMA03a BKJIKO1BAT:

MOBPBILIAHE,

- 60JIKH B cTOMaxa (KopeMHU DOJIKH),

- MYCKYJIHH CIa3MH,

- 0010 yCelllaHe 3a HEPA3NONoKEHNE, MPHUAPYKECHO C TEXKA yMOpa,
- 3aTPYAHEHO AMLIAHE,

: NOHWKEHA TelleCHA TEMNEpATypa H NYyJIC.

JlakTaTHATa alHA03a € ChCTOSHIE, U3HCKBAILO CIIElHA MEAULIKHCKA NOMOILL, ¥ TPsAOBa [1a ce JIeKyBa B

6oauuua. FoBopete ¢ Bamus jekap wim papmauesT Npeau Aa npueMere hHkamesu:

- aKO MMaTe WK CTE MMM 3a00/1ABaHe Ha NaHKpeaca (KaTo MaHKpeaTur),

- aKo MUMAaTe WA CTE€ UMM KaMbHH B XIThUHHA MEXYDP, ATKOX0IHA 3aBUCHMOCT MJIM MHOIO BUCOKH
HMUBA Ha TPUIIKLIEPHIH (BUI Ma3HUHU) B KpbBTa, Teau 3abonsBaHus MOraT Ja NOBKILAT
BEPOATHOCTTA 1A MONYYHUTE TAHKPEATHT (BHXKTE TOUKA 4),

- ako umare auadet Tun 1. [Tonsxora ce Hapu4ya UHCYITHHO-3aBHCHM Ha0eT,

- aKO MMATe WK CTE UMY aJIEPTHUHA peakiya KbM CUTArIHITHH, METGOPMHH Uk xamesu
(BIDKTE TO4YKa 4),

- aKo rpueMate CyNpOHHTYPEiiHO NPOU3BOHO HIIH HHCYJIMH, aHTHAHA0ETHO NIEKapCTBO, 3a€1HO C
JIxkamesH, Thid KaTO MOXE Aa HACThH CHCTOSHUE HA HACKA KPBBHA 3aXap (XHMOTIHKEMHA).
BalusT AeKap MOXe J1a HaMalld J03aTa Ha CyN(OHHIYPEHHOTO NPOHU3BOIHO WIH KHCYIHH.

Axo Bu ce Hanara a npeThpIUTe CEPHO3HA Onepauus, TpA0Ba 3ab/DKUTEHO A3 CpETe MpUuemMa Ha

Jl>xamesy 10 BpeMe Ha U M3BECTHO BPEMe CJIel poLieAypaTa. Bamuar nexap e pewy kora Tpsdsa aa
crIpeTe M Kora Aa Bp300HOBUTE JieueHUETO ¢ Jhxamesu.

AKO He CTe CHI'YPHM, JA/IH HEWO OT u30poeHUTe No-rope ce oTHacA 3a Bac, nonuraidte Bauus nexap
unu papmatieBT npeay na npuemere /Pxamesy.

[lo Bpeme Ha neuenneTo ¢ Hxamesu Bawumat nekap e nposepssa 6n0peunata By gpyHKUna NoHe
BENIHBX FOAMLIHO KM MO-YECTO, aKO CTE B CTApPUYECKa Bb3PACT H/MAKM aKO MMaTe BrolleHa 0b0peuHa
(pYHKLHSA,

Jleria M I0OHOIUH

Heua u wouowu noa 18 roauHu He Tpabsa Aa U3(1013BaT TOBA JEKapcTBO. To He € ePeKTUBHO MpPHU Aeua
M IOHOLIK Ha BB3pacT Mekay 10 u 17 rogunu. He e H3BECTHO Jany TOBa JIEKapCTBO € Oe301acHO H
epeKTHBHO, KOTaTO Ce U3MON3Ba NpH Jeua Ha Bb3pact noa 10 roauHu.

JApyrn nexkapcrea H Ixkame3n
Axo Tpa6a na Bu 6be nocTaBeHa MHXEKUMA C KOHTPACTHO CPEACTBO, ChAbPXKALIO HOJ, B
KpbBOOGPBILEHHETO, HAIPUMED B CilyUail Ha PEHTTeH UM CKEHEp, TpADBA Aa cripeTe npueMa Ha

J>xaMe3H Trpead WK [0 BpEME Ha MIDKEKUMATA. BaliMaT fekap uie peiuy kora Tpabsa jja cnpere U Kora
13 BL30OHOBUTE NeueHHeTo ¢ JhHkaMesH.

TpsatBa ga kaxeTe Ha Bauus nexap wid GapMaleBT, aKO pUeMarte, HACKOPO CTE NPHUEMAJIH HIIH €
BB3MOXHO [a PHEMAaTe APYry jJekapcTBa. Moxe Ja ce HaIoXKH No-4YeCTo Ja ¢e H3CACABa [IIOKO32Ta B
KpbBTa U GYHKLUMOHUpaHeTO Ha 6bOpenuTe 1M BauluAT Jigkap MOXe Ja KOpHripa n03at

gﬁﬁm

U3KTIOYUTENTHO BAXCHO € A2 CIIOMEHETE CJIEAHOTO: ﬂg_},?

. NeKapcTBa (MPUETH NPeE3 YCTATa, NPUIIOKEHH YPe3 HHXANaUUA MIIH KaTO HHX mﬁo}
313 JICMEHUE Ha Bb3NaNUTENHU 3a000s1BaHNg KaTo acTMa U apTpUT (KOPTUKOC p&ﬂﬁu "ﬁ" ..rﬁ{ z ‘.*' \‘ *’-’2-.-.
?
° IEKapCTBa, KOUTO YBEAMUYABAT OTACNISAHETO HAa YPUHA (AMYPETHLIH), SR IRST ST SRR B
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4 fleKapcTBa, M3MOJI3BaHH 3a Jiedenne Ha Oosnka u Bb3nanexne (HCIIBC n COX-2 UHXUOUTOPH, KATO
noynpodeH 1 LEeIeKOKCHO),

» HSKOM JIEKAPCTBA 3a JIUeHHEe Ha BUCOKO KpbBHO Hansrane (ACE-HHXHOMTOPH H aHTHOTEH3HH [l
pelenTOPHU aHTarOHUCTH),

. crienUUHK JIEKapCTBa 3a JiedeHue Ha OpOHXHaIHA acTMa (B-CcMMMAaTHKOMHMETHILIN),

. HOAMpPAaHU KOHTPACTHH BELLECTBA MJIH JIEKApCTBA, Ch/AbPIKALIH aJIKOXOJI,

¢ Orpeie/IeHN J1eKapCTBa, M3I10JI3BaHH 3a JICUEHHE HA CTOMALLHH NPOOJIEMH KaTO UMMETHIHH,

. PaHOJIa31H, JIEKAPCTBO, U3II0JI3BAHO 3a JICUCHHE HA CTCHOKapaus,

. JIOJTyTErpaBHp, JEKapcTBO, H3IOJ3BaHO 3a JeveHne Ha XHB UH(EKLMS,

. BaHeTaHHO, IEKAPCTBO, M3MOJ3BAHO 32 JIEYEHUE Ha crielr(uyeH BUJL paK Ha LIMTOBH/IHATA XKJIE3a
(Meay/lapeH KaplHHOM Ha IIMTOBHIHATA XKJI€3a),

. JMFOKCHH (3a JeUeHre Ha HeMPaBUIEH Chp/ICUeH PUTHM M JIPYTH Chp/ieuHu npodaemu). Moxe n1a
ce HAJIOXKH J1a ce IPOBEPH HUBOTO HA JIUTOKCUH B KpbBTA BH, aKo ro rnpuemare €IHOBPEMCHHO C
JIxamesu.

JIkaMe3H ¢ aJIK0XO0J1
U36sreaiite npekomepHata yrnorpeba Ha alkoxos 1o Bpeme Ha npuema Ha Jixamesn, TbH KaTO TOBA
MOJKE /1a YBEJIMYM PUCKA OT JIAKTAaTHA auuao3a (BkTe Touka , JlpeaynpexaeHus n npenasiu MEpPKH"*).

bpemMeHHOCT H KbpMeEHe

AKO cTe OpeMEeHHa MM KbPMHTE, CMATATE, Y€ MOXKE J1a CTe OpeMEHHA WM IJIaHUpaTe OpEMEHHOCT,
nocbBeTBaiiTe ce ¢ Bawus nekap win papmauesT npeau ynorpedara Ha Toa JiekapeTso. He TpsaOBa aa
npuemare ToBa JIEKapCTBO 110 BpeMe Ha OPEMEHHOCT HJIH aKO KbPMHTE, BUKTE TOUKA 2 “He npuemante
Jlxamesu.”

[llopupane n padora ¢ MALLIHHY

ToBa JIeKapCTBO HE MOBJMABA NIIH MOBJIMABA MPEHEOPEKUMO CITOCOOHOCTTA 32 mwodupaHe U padorta ¢
MaliuHu. Benpeku ToBa ca choOLIaBaHU Cllyyan Ha 3aMalBaHEe U CbHIMBOCT CbC CUTAIJIMIITHH, KOETO
MOXeE J1a moBiMsie cnocodHocTTa By 3a wodupane win padoTa ¢ MalllMHH.

[IpyembT HA TOBA JIEKAPCTBO B KOMOMHALIMA C JIEKapCTBa, HapeYeHU CyI(POHUITYPEHHH NTPOH3BO/IHH
WM UHCYJIMH, MOJKE J1a IPUYUHHN XHUIIOTTIMKEMHS, KOATO MOXKE J1a MOBJIHAC criocoOHocTTa BM 3a
wohupate nam paboTa ¢ MalIMHK WK J1a paboTuTe Oe3 ode3omaceHa Oropa 3a Kpakara.

JlkaMe3H ChAbpPAKAa HATPHH
ToBa j1ekapcTBO Chabpka no-mManko or I mmol natpun (23 mg) Ha tadJIeTKa, T.€. MOXKE J1a C€ Kaxe, 4e
[IPAKTHYECKH HE ChAbpPKa HATPH.

IIxxamesu 50 mg/850 mg puamMupann Ta0NeTKH ChAbPiKa JAKT032
Axo BammsT nekap Bu e ka3an, ye uMare HEMOHOCUMOCT KbM HAKOM 3aXapH, CBbPXKETE CE C
HEro npeau Aa npueMeTe ToBa JI€KapCTBO.

3. Kak na npuemare likamesn
BuHary npuemaiite ToBa JeKapcTBO TOYHO KakTo Bu e kasan Bawusr nekap. AKO HE CTE CHIYpHH B
Helo, nonuraite Bamusa nekap uiau apmaresT,

e [Tpuemaiite eqna tabserka:
. JBa MbTH JIHEBHO Ipe3 ycTara
s T 5 o PR .'~._l
. ¢ XpaHa, 3a Jla HAMaJIMTE PUCKA OT CTOMALIHO HEPa3IoJIoKEHHE. ,r//_y,._ S e
X/ ”ﬁ;’f N\ £ )
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' BawumsT 1ekap MOXe J1a MoBHILIM A03ata By, 3a 1a KOHTpO/IMpa KpbBHATa BH3axap. : . .
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. Ako0 umaTe HaMmaseHa 6u6peuna GyHkuua, Banuar nekap moxe jia By npeanuiie no-Hucka 103a.

Tpa6Ba Aa NpoIbLIKKTE AUETATa, NIpenopbyaHa oT Balms nexap no BpeMe Ha JeveHre ¢ TOBA JIEKapCTBO
1 [a clleAuTe NPUEMa Ha BBIIEXUIPATY 1a € PABHOMEPHO pasnpeieneH mpe3 AeH.

MaJIko BEPOATHO € TOBa JIEKApCTBO CAMOCTOATEAHO [ NPUYHHN HEOOH4aHHO HMCKK HHBA Ha KpPbBHATA
saxap (xunornukemus). Korato Toa 1eKapcTBO ce H3M03Ba CbC CYIPOHUIYPEHHH JIEKAPCTBA UIIH C
HHCY/HH, MOXE Ja HACTBIAT HHCKH HUBA HA KPbBHATA 3aXap ¥ Batuus ekap MOXE 1a HaMayli 103aTa Ha
CynPOHKHIYPERHOTO MPOHU3BOJHO WIH UHCYJIHH.

AKO cTe NpHean noseye oT Heobxoaumara 103a Ixamesu

AKO cTe fpHesy NoBede OT NpeAnMcaHaTa 033 OT TOBA NIEKapcTso, He3abaBHO yBENOMETE Bawuns nexap.
OTuaere B HONHUIA, aKO MIONYYHTE CHMIITOMH Ha JaKTATHA alli03a KaTO yCEIAHe 3a CTy Wiy
nuckoMOpT, TEXKO rajieHe WiM NOBphLUaHe, Gonka B cTOMaxa, HeobACHHMA 3ary0a Ha Terjio, MyCKyJ/JHH
KPaMITH WK YYECTEHO AMlLIaHe (BiDKTe ToUka ,[1penynpexaeHus ¥ npeanasHu MEPKH ).

AKO cTe nponycHaan aa npuemere Jxxame3n

AKO CTe MPONYCHAJM [032, B3EMETE A BEHAra ILOM CE CETHTE. AKO HE C€ CECTHTE NpEax a JOWUAE BpEME
Ja C/IeABALIATA JI03a, IPOIIYCHETe 3abpaBeHaTa 103a U CE BbpPHETE KbM PEI0BHATA CXeMa Ha npxem. He
giemMaiite IBOHHA A03a OT TOBA 1€KAaPCTRO.

AKo cTe cnpey npHemMa Ha /[xxaMe3n

[TpoabmkapaiiTe Aa NpUEMAaTe TOBA NEKAPCTBO TOIKOBA ALITO, KOJIKOTO Bu € mpeanucar Bawust nekap,
1a 13 MOXE 12 POABLIDKUTE Ja KOHTPOIUpaTe cBoATa KphBHa 3axap. He TpAOBa a cupate npUeMa Ha
TOBa neKapcTso, 6e3 Aa ce KOHCYATHpaTe MbpBOo ¢ Balnsg snexap. AKo cnpeTe npyema Ha Hxamesu,
Bamata KpBpBHA 3aXap MOXeE a c€ MOBHIIYA OTHOBO.

AKO MMaTe HAKAKBH JOMbIHHTERHH BLAPOCH MpH yrnoTpebaTa Ha TOBa eKapcTBo, nonurante Baiuys
nexap unu ¢apMatenT.

4. Bn3MOXKHH HEXeJJAHH PeaKIHH

KaxTo BCHYKM JEKAPCTRA, TOBA JIEKAPCTBO MOXKE Ja NPEAHM3BUKA HEXENAHN PCAKUMH, BBIIPEKH Y€ HE
BCEKH I'd [10J1y4aBa.

[IPEKPATETE npuema Ha Jxamesu u HezaGaBHO ce cebpxeTe ¢ Bauus exap, ako 3a0enexuTe HAKOK
OT CNEeJHUTE CEPHO3HHU HEXENARU peaKLMHu:

e CuiHa M nocTosHHa Gonka B kopeMa (061acTTa Ha CTOMaxa), KOATO MOXE Jia CTura ao repba,
ChC UM He3 rajieHe U MoBpPBILAHE, Thil KATO TOBA MOJXKE /Ja Ca NPU3HALM Ha Bb3MAJCH NaHKpeac
(MaHKpEaTHT).

Tlxxamesy Mo3Ke 1a 10BeE J0 MHOTO psaxa (Moxe Aa sacerte 1o | Ha 10 000 nyuu), HO MHOrO C€pHO3HA
He)XxenaHa peakLus, HapeyeHa aKTaTHA alua03a (BHKTe Touka , [IpeaynpexaeH1s 1 npeanasHu
MEPKH*). AKO TOBA Ce CIIy4H, TpA0Ba 3aAb/KUTENHO Aa CIpeTe NPHEMA Ha JDxkame3n v HezabaBHo aa
ce CBhLPIKeTe ¢ JIeKap WiIH Hail-6M3kaTa GoanMua, ThH KaTo IAKTaTHATA alIHA03a MOXKE A3 N0BEE 10
KOMa.,

—
WA g _,.?b\
AKO TO/yYHuTE CEPUO3Ha allSpruuHa peakius (C HEM3BECTHA YECTOTA), BKIOUYHTETHO yﬁﬁﬁ{p@fyﬂ}
MEXYDPH O KOXKaTa/Oenewnia ce KoxXa M [oJyBaHe Ha JIMLETO, YCTHUTE, €3UKA U I'bPIIO CTOMIME JHa Y
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peaHara ce cespxerte ¢ Bauins nexap. Baumsar nexap Moxe aa Bu npeanuiie 1eKkapcTso 3a 1€4EHUE Ha
anepruyHaTa peakilis ¥ Apyro jekapcTso 3a Batnus quader.

Hskou NaLHenTH, KOMTO NpHeMar MeT(QOpMHKH, NOMy4aBaT CeAHUTE HEXENaHU PpeakLiuy Npy nobassHe
Ha CHTArJIMITTHH:

Yectu (Moxke aa 3acerHar 1o 1 Ha 10 gywd): HUCKa KpbBHa 3axap, rajcHe, rasose, 10BpbLaHe
HeuecTu (MoXe aa 3acerHat ae 1 xa 100 ayum): bonka B ctomaxa, Amapus, 3aneK, ChHINBOCT

Hskou nauueHtT! ONy4asaT AUapus, rajeHe, ra3ose, 3anek, 0ojika B CTOMaxa Uiu NoBpbILAHE, KOTaTo
3aMIOYHAT /12 TpUEMAT KOMOHHALIMATA CUTATTTUITTHH ¥ METQPOPMHUH (4€CTOTATa € ,,4ECTH ).

Hsxou nauueHTH MoJy4aBaT CAeAHUTE HEXEIaHH peakUMH, AOKATO IPHEMAT TOBA JIEKAPCTBO ChC
cynpOHUAYPEHHO ITPOU3BOAHO KATO MNMMENKPHUA!

MHoro yecTy (MOXe Ja 3acerHar nosede oT | Ha 10 ayumu}: HUCKM HMBA HA KPbBHATA 3axap
YecTH: 3aneK

Hsikou nauyeHTH MoJIy4asaT CIEAHRUTE HEXKENaHU peakLUMy, A0KATO [MpHEMAT TOBA JICKApCTBO B
KOMOMHAaLMa ¢ MUOTIMTA30H:
Yectd: NOAYBAHE Ha PBLETE WIH KpaKaTa

Hskou nmauveHTH ONyYaBaT CleAHUTE HEXEIaHN peaKiii, JOKATO NMPUEMAT TOBA JIEKAPCTBO B
KOMOHHALIUA C UHCYIIHH:
MHOro yecTH: HUCKK HHBA HA KPbBHATa 3axap

HeuecTH: cyxoTta B ycrara, rnaBobosime

Hsaxou naudeHTH MoJIyyaBaT CAeHUTE HEXE/IaHU peakiUHH 1o BpeMe Ha KIIMHUYHYU NPOYYBaHUs, JOKAaTO
MPUEMAT CHTAIJIMNTHH CaMOCTOATENHO (€AHO OT iekapcTeara B [Dkamesu), WK NpU M3MNON3BaHe B
nepyoja ¢iej paspeliasaHe 3a ynorpeda Ha JDKaMe3n MM CHTArJIMNTHH CAMOCTOATENHO, HITH C IpYTH
aHTHAHA0ETHH JIeKapCTBa:

YecTH; HUCKU HMBA HAa KPbLBHATA 3axap, rinaBobonue, HHPEKLHA Ha TOPHUTE JUXATENTHH ITHTULIA,
JanyLIeH WIKM TeYall HOC M Bb3MajieHo I'bpJio, OCTE0aPTPHT, OONKa B pBUETE MM KpaKaTa

HeuecTy: 3amaiipaHe, 3anek, Cbpoex

Peaxu: vamaneH opodl TpoMOOLINTH

C HeusBecTHA yecToTa: npodaemu ¢ ObOpenuTe (roHsKora HajaraulM Jydainusa), NOBphLILAHE, CTaBHA
Gonka, MyckynHa 6oaka, Sonka B repba, MHTepcTHLMaNHa 6en0apobHa Gonect, Oyno3eH nemguron
(BHA MEXYDPH I10 KOXKaTa)

Hskou nayMeHTH NoayvaBaT CIeAHUTE HeXENaHH Peakyy JOKaTo NpHEeMaT METHOPMUH
CaMOCTOATEJIHO:

MHOro 4ecTH: rajeHe, Nospbliane, auapud, 60/Ka B ctoMaxa W 3aryba Ha aneTuT. Te3u CHMITOMH MOXe
a C€ MOABAT NPH 3al0MBaHe HAa IPHEMa Ha METGOPMUH ¥ OOMKHOBEHO OTLIYMABAT

Yectu: MeTaneH BKYC

MHOro peaKkH: HaMalleHH HHBa Ha BuTamuH B12, xenatut (npobnem ¢ yuepHus apod), KONpHBHA TPECKaA,
3a4yepBABaHE Ha KoXaTa (0OpHB) unu chpbex

ChobuapaHe HA HEKCIAHH PeaKLHHU
AKO NonyuuTe HAKAKBY HEXEJIAHW JIEKapCTBEHU peakiiuu, yBeaomete Bauvs nekap, papma
MeAHMUMHCKA cecTpa. ToBa BKAKYBA BCHYKHY Bb3MOKHH HEOMMMCAHH B Ta3H JIUCTOBKA HE
MoxeTe CbIO Aa ChOOUIUTE HeXeTaHu peakluy AUpekTHO ypes Hinbnuurenya arex
yn. . Jlamau Ipyes® Ne 8, 1303 Codus, Ten.: 02 8903417, yedeair: www.bda.bg. Ka
HEKENIAHH PeaKLMK, MOJKETe Ja AajeTe CBOA MPHHOC 32 N0JyYaBaHe Ha MoBeUe HHPO
0e30macHOCTTa Ha TOBA JIEKAPCTBO. ;!
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S. Kak na cexpausBarte d:xamesn
Jla ce chXpaHsBa Ha MACTO, HEJOCTBITHO 3a JIela.

He u3nosi3BaiiTe TOBA JEKapCTBO CJI€/] CPOKA HA FOAHOCT, 0TOE/sA3aH BbpPXY OJIMCTEpa U KAapTOHEHATA
ornakoBka cien ..Joaen 10:". CpoKbT Ha FOAHOCT OTrOBAPSA HA MOCJIEJAHUA JIEH OT MMOCOYECHHS MECCLL.

Jla ne ce cuxpanssa Haja 30°C.

He u3xBbpiisiiiTe JIeKapCcTBATa B KAHAIM3ALMATA HIM B KOHTEHHEPA 3a I0MALIHK OTHaaAbUy. llonurante
Bawmust (hapMalieBT KaK J1a M3XBLPIIATE JEKapcTBaTa, KOMTO Beve He M3nossBare. Te3n MEepKu e
CIIOMOIHAT 3a OIa3BaHE HA OKOJIHATA Cpejia.

6. Chabp/KaHHE HA ONIAKOBKATA H /10NbJIHHTE/IHA HHpOPMaALHF

Kakso cpabpika /Ikamesn

e AKTHBHMTE BElIECTBa ca cuTaraunTHH U meTdopmuH. Beska guamupana rabnerka cbabpka
CHUTArIMITHHOB XHAPOXJI0PH/ MOHOXH/pPAT, eKBUBaleHTeH Ha 50 mg cutaraunTuy, 1 850 mg
MeT(OPMHUHOB XHIPOXJIOPHIL.

e AKTHBHMTE BELIECTBA Ca CHTAINIMNTHH U MeTGopMuH. Besika priMupana TabneTka Cpabpka
CUTArIMIITHHOB XHAPOXJIOPHA MOHOXH/IPAT, eKBUBaNeHTeH Ha 50 mg curarnuntuy, u 1000 mg
MET(HOPMHHOB XUAPOXJIOPHIL.

e Jlpyrure CbCTaBKH ca:
Slapo — MukpokpucTanta ueaysnosa (Avicel PH 102), noBuaos, Hatpues saypuicysigar,
MarHe3ueB cTeapar,

e dunamoso nokputHe 3a /pxkamesn 50 mg/850 mg (Opadry II Pink) - 1akTo3a MOHOXHAPAT,
xunpomenosa 2910, turanos aunokeun (E171), Tpuanetun, xenesen okenn yepser (E172);

e ®uamoro nokputue 3a [Hxamesu 50 mg/1000 mg (Opadry II Brown) - nouBHHAIOB alKoXod,
makporoa 3350, tank, TuranoB auokcua (E171), xeneseH okcHa 4epBeH (E172), xene3eH okcua
yepeH (E172)

Kak mirinexiaa /I'kaMe3n H KaKBO Cb/AbP/KA ONMMAKOBKATA

Jlxamesn 50 mg/850 mg ¢puimupanu TadIETKHN €A €JIMIICOBUANHH, JIBOMHOU3ITBKHAIH, C pasMep
npubansuTento 20,5 mm Ha 9,5 mm, po30BH, ¢ BTLOHATO pesiedHo o3HaueHne “S476™ 0T eHaTa cTpaHa
U IJ1aJIKK OT Jpyrara.

Txamesu 50 mg/1000 mg ¢punmupanu TabNETKH ca eITUIICOBUIHH, ABOHHOM3ITbKHAIH, C pasMeEp
npu6ausutendo 21,5 mm Ha 10,0 mm, kadsBy, ¢ BUTHOHATO penedHo o3HadyeHue “S477” ot eqHaTa

CTpaHa M IMIaJIKi OT JApyrara.

[TpoaykThT ce npe/iara B KApTOHEHA KyTHS.
PVC/PVdC-anyMuHHEBH OJIMCTEPH

Onakoska: 14, 28, 56, 60 u 196 ¢punmupanu TadJIETKH. o NN
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He Bcyuki BUAOBE OMAKOBKK Morar J1a ObJat NyCHaTH Ha nasapa.

[IpuTexaTes Ha pa3pellecHHETO 32 yNOTpeda:

Zentiva k.s.

U kabelovny 130
Dolni Mé&cholupy
102 37 Prague 10

Yewka penybnuka

IMIpoussoauTe:
LABORATORIOS LICONSA 5.A.

Avda. Miralcampo, N° 7

Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara)
Hcnanus

Toga J1eKapcTBO € pa3pelieHo 3a ynoTpe6a B IbpPKABUTE WieHKH Ha EBpPONecKOTO NKOHOMHKYECKOD
NPOCTPAHCTBO MOA CJIeAHHTE KMEHA:

Yewmka penybnuka Jamesi
ABCTpHSA Jamesi 50 mg/850 mg Filmtabletten
Jamesi 50 mg/1000 mg Filmtabletten
bnarapus Ikamesun 50 mg/850 mg punMupanu TabneTKu
Iixamesu 50 mg/1000 mg punmupanu TabneTku
XbpBaTiA Jamesi 50 mg/850 mg filmom oblozene tablete
Jamesi 50 mg/1000 mg filmom oblozene tablete
EcToHuUA Jamesi
[Mypuys Jamesi
YHrapus Jamesi 50 mg/850 mg filmtabletta
Jamesi 50 mg/1000 mg filmtabletta
JlurBa Jamesi 850 mg/50 mg plévele dengtos tabletes
Jamesi 1000 mg/50 mg plévele dengtos tabletes
JlaTBus Jamesi 50 mg/850 mg apvalkotas tabletes
Jamesi 50 mg/1000 mg apvalkotas tablets
[Tonmwa Jamesi
PymMbHMSA Jamesi 50 mg/850 mg comprimate filmate
Jamesi 50 mg/1000 mg comprimate filmate
Cnosakusa Jamesi 50 mg/850 mg
Jamesi 50 mg/1000 mg
EcToHus Jamesi + 50 mg/850 mg + comprimidos recubiertos con pelicula

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

JlaTa Ha NOCJEAHO NpepasrjieKiaHe Ha JHCTOBKATA:

29.07.2024 r.




